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BBEJAEHUE

@apMaleBTUUYECKass  NPOMBIIIIEHHOCTh  rocyaapctB-wieHoB  Coroza
MOJJICP)KUBAET BBICOKHE CTaHAAPTHI YIpaBICHUS KauyeCTBOM MIpH pa3paboTKe,
MIPOU3BOJICTBE U KOHTPOJIE JIEKAPCTBEHHBIX CpencTB. Crucrema rocyaapCTBEHHOU
perucTpalid TrapaHTUPYET, 4YTO BCE JIEKAPCTBEHHBIE CPEACTBA OLICHEHBI
YIOJHOMOYEHHBIM OPraHoM, YTOObl 00€CIEeYUTh UX COOTBETCTBUE COBPEMEHHBIM
TpeboBanmsiM  Oe3omacHOCTH, KadectBa ®  dpdexktuBHOCTH.  CHCcTeMa
JIMLIEH3UPOBAHUS MPOU3BOJICTBA TAPAHTUPYET, YTO BCA MPOAYKLHS, Pa3peLICHHAS
K MPUMEHEHHUIO Ha TEPPUTOPUU rocyapcTB-wieHOB Coro3a, IpoU3BeAEHa TOJIBKO
MPOU3BOJAUTEISIMA, HMEKIMIMMHA  COOTBETCTBYIOIIME  JIMUECH3UH, KOTOPBIE
PETYJISIPHO MHCHEKTUPYIOTCS YIOJHOMOYEHHBIMM OPraHaMH C MCIIOJb30BAHUEM
MIPUHIIMIIOB YIPABJICHUA PUCKaAMH Uil KadecTBa. JIMIEH3WM Ha TPOU3BOACTBO
SBJIIOTCSL OOSI3aTENBHBIMU JJISI BCEX TMPOU3BOJUTENECH JIEKAPCTBEHHBIX CPEICTB
rocyaapctB-uieHoB Coro3a, HE3aBUCHUMO OT TOTO, PEATU3YyETCs 3Ta MPOIYKIUS Ha
TEPPUTOPUH rocyaapcTB-wieHOB Cor03a WM 3a €€ MpeIeIaMu.

CootserctBue [IpaBunam Haanexanen Mpon3BOJICTBEHHON MPAKTUKH(1aJiee
— IlpaBuia)yuuThiBaeTCSl MPU MOJYUYCHUU JHUIICH3UA HA TPOU3BOJICTBO U Kak
OCHOBA JIJI1 UHCIIEKTUPOBAHUS TPOU3BOAUTEIICH JIEKAPCTBEHHBIX CPEJICTB.

TpebGoBanus IlpaBun K NPOU3BOACTBY CPEACTB IS BETEPUHAPHOTO
MIPUMEHCHUS SABJSIOTCA TAaKUMHU JK€, KaK U MPU MPOU3BOACTBE JICKAPCTBEHHBIX
CPEICTB ISl MEIMUMHCKOro npuMeHeHusa. Hekoropelie monpoOHble TpeOOBaHUS
Hactosmux IlpaBun wusnoxenol B AByX [lpunoxkeHusx, crnerqudUUHbIX s
JIEKapCTBEHHBIX IMPENApaToB JJIsi NPUMEHEHHUS] B BETEPUHAPUM U IS
MMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX TMpemapaToB JJisi NPUMEHEHUS B
BETECPUHAPHH.

Hacrosimme IlpaBuna npeacraBieHbl B TPEX YACTIX U JOMOJIHEHBI PSIOM
[Tpunoxenun. Yacte [ comepKUT NMPUHIMUIIBI, IPUMEHSEMBIEC MPU MPOU3BOACTBE
JIEKapCTBEHHBIX npernaparoB. YacTe I oxBaTeiBaeT NpUHLMIIBI IPU ITPOU3BOACTBE
aKTUBHBIX  (hapMaIeBTUYECKUX CyOCTaHIIMM, KOTOPbIE HCIONB3YIOTCA Kak
ucxoauble Marepuansl. Yacte Il comepkuT CBs3aHHBIE C  IpaBUIIAMHU
HAJUIeKAIEro MPOU3BOJICTBA IOKYMEHTHI, B KOTOPBIX Pa3bACHSIOTCS TPEOOBaHUS
YIIOJJTHOMOYEHHBIX OPTaHOB.

B rmaBe | «®apmaneBTuueckass cucTemMa KadecTBa» B OOIIMX uepTax
u3jiaraercs  (pyHJAaMeHTallbHas  KOHUEMIMS  YNPaBJICHUS KauyeCTBOM  IpHU
IIPOU3BOJICTBE JIEKAPCTBEHHBIX INpenaparoB. B Kaxaoul W3 CleAyOIMX TIJaB
MMEETCS MPUHITUII, OMUCHIBAIOIINN B OOIIMUX YepTax MM YIpaBIeHUs] KaYeCTBOM
B paMKax OJTOW THaBbl, W TEKCT, KOTOPbIH OOECHEUYMBAET JOCTATOUYHYIO
JeTaNU3aln0, YTOObl MPOU3BOJUTEIN MMOHUMAJIU OCHOBHBIE BOIPOCHI, KOTOPHIE
HEO0OXOMMO YUYUTHIBATH MPU PEATTU3ANH STOTO TPUHITUTIA.

B mactosmux IlpaBumax w3maraercs JaetanbHas uwHOOpMAIUsS 10
NPUHLWNAM  HAJJIeKallero  MPOU3BOJACTBA B OTHOUIEHWH  AKTHUBHBIX
dbapmareBTUYeCKuX CyOCTaHIIUN, HCIONB3YEeMbIX KaK HWCXOJHBIE MaTepHabl.
UYacts Il Op11a chopmupoBaHa Ha OCHOBE PYKOBOACTBA, paspaboranHoro ICH u
u3nanHoro kak jgokymeHT ICH Q7A nns akTuBHBIX  (apMaleBTUYECKUX
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cyOcTaHIMA. DTa 4acTh PACIPOCTPAHIETCS HA JIEKAPCTBEHHBIE CPEACTBA KaK IS
MEJIULIIMHCKOTO MPUMEHEHUS], TAK U JJIsI IPUMEHEHUS B BETEPUHAPHH.

B nmomonHeHne K OCHOBHOMY COJIEPKaHUIO, U3JIOKEHHOMY B yacTsx [ u I,
Hactosimue [IpaBunma  BkimouaroT psag  [puwnoxenudt, oOecrneuynBaromInX
JETaN3alMi0 B OTHOIIEHUU OTHAEJIbHBIX BUIOB ACATEIBHOCTU. J[JI1 HEKOTOPBIX
MPOU3BOJICTBEHHBIX MpoIlecCOB paznuunbie [Ipunoxkenus OyayT NPUMEHSTHCS
OJIHOBpeMeHHO (Hampumep, [lpunoxeHus s TPOU3BOJACTBA CTEPHIIbHBIX
JIEKapCTBEHHBIX  CPEACTB W MPOW3BOACTBA  paanodhapMalrieBTHUCCKHUX
JICKapCTBEHHBIX CPEJICTB U/WUIN OMOJIOTHIECKUX JICKAPCTBEHHBIX CPEJICTB).

Yacte III comepXUT KOMIUIEKT CBSA3aHHBIX C IIPAaBUJIAMH HAJJICKALIErO
MIPOU3BOJICTBA JIOKYMEHTOB, KOTOPHIE HE SBJISIOTCS MOAPOOHBIMHU PYKOBOISIIMHU
npuHiunamu. [lens gactu 111 — pa3pscHUTL TpeOOBaHUS PETYIATOPHBIX OPTaHOB,
ee ClIeIyeT paccMaTpuBaTh KaK UCTOYHUK MHGOPMAITMN B OTHOIICHUN HAWITYUITUX
COBPEMEHHBIX METOHNOB. OTIENbHO B KaXJIOM JOKYMEHTE OIMCAaHbI JETalu,
Kacamouecss ero npuMmeHuMoctd. llocne IlpunoxeHuii mnpuBEIEeH CIOBApH
TEPMHUHOB, UCIIOJIb3YEMBIX B HacTosiux [IpaBumnax.

Hacrosimue I[IpaBuia He pacnpoCTpaHSIOTCA HAa BONPOCHI OXPaHbl TpyAa
MepPCOHAJIA, 3aHITOrO0 B MPOU3BOACTBE. DTU BOMPOCHI MOTYT ObITh BaXKHBIMU MPU
IIPOM3BOJACTBE HEKOTOPBIX JIEKAPCTBEHHBIX CPEJICTB, TAKUX KAK BBICOKO aKTHUBHBIE,
OWoJorMyeckue W paauoakTuBHbie. OHU PETYIHUPYIOTCA 3aKOHOJATEIHCTBOM
rocynapct-uieHoB Coro3a.

ITo Bcemy Tekcty Hactosimux [IpaBun mpeaycMarpuBaeTcs, YTo Aep:KaTeb
JUIIEH3UM Ha  MPOU3ZBOACTBO  CHUCTEMAaTHYECKH  BKIIOYAeT  TpeOOBaHUs
PETUCTPAllMOHHOTO  JIOCh€ B  OTHOLIEHMM O€30MacHOCTH, KadecTBa U
3 PEeKTUBHOCTH MPOIYKIIMU BO BCE MEPOIPHUITHS MO MPOU3BOACTBY, KOHTPOJIO U
BBIITYCKY MTPOAYKIIMU B PEATU3ALUIO.

B TedyeHue MHOTrUX JIeT TPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB MPOBOIUTCS
B COOTBETCTBUM C PYKOBOJSIIMMM MPUHUUIIAMUA TPABWI  HAJICKAIIETO
nmpousBojicTBa U He perynupyerca crangaptamu CEN/ISO. B srtoit pemakiuu
[TpaBun cranmaptel CEN/ISO Obutn yuTeHBI, HO TEPMUHOJIOTHS 3TUX CTaHJAApTOB
HE NPUMEHsIach. MOryT CylecTBOBaTh UHBIE ITPUEMIIEMBIE METOBL, OTJIMYHBIE OT
OMMCAHHBIX B HacToAmMX [IpaBmiax, ¢ MOMOIIBIO KOTOPHIX MOXHO COOJIFOCTH
NPUHLHUINBL yrOpaBieHus kadecTBoM. Hacrtosimue IlpaBuiia He HampaBiieHbl Ha
OTPAaHUYCHUE PA3BUTHUSI KAKUX-JTMOO HOBBIX KOHILEMIIUN WJIM HOBBIX TEXHOJIOTHH,
KOTOpPBIC MPOIUIH BATUAAIMIO U 00ECIIEUNBAIOT YPOBEHD YNPABJICHUS KAaueCTBOM,
10 MEHBIIEH MEPE, IKBUBAJICHTHBIM YCTAHOBICHHOMY B HacTosimux [IpaBunax.

Hacrosime IlpaBuna OynyT peryisipHO TEepecMaTpUBaThCS C  IENbIO
OTPaKECHUS HEMTPEPHIBHOTO COBEPIICHCTBOBAHUS MPAKTUKHU B 00JIACTH KaueCTRa.



YACTbH 1

OCHOBHBIE TPEBOBAHUASA

I'TABA 1. PAPMALHEBTUHYECKAS CUCTEMA KAYECTBA

HpuHumun

[Ipow3BoauTeNh AOMKEH MPOU3BOAWTH JICKAPCTBEHHBIE CPEICTBA TaKUM
oOpa3oM, dYTOOBI TapaHTUPOBATH WX COOTBETCTBHE CBOEMY Ha3HAYCHMIO,
TpeOOBAHMSIM PETUCTPANMOHHOTO JIOChE W/WJIM  TMPOTOKONY KIMHUYECKOTO
UCCIICIOBAaHUSI W MHHHUMHU3HPOBATh PUCK JUIsI TAlIUEHTOB, CBSI3aHHBIA C
0€30MacHOCThIO, Ka4ecTBOM U A()(PEKTHBHOCTHIO JIEKAPCTBEHHBIX CPEICTB. 3a
BBITIOJTHCHHUE ATHX TPEOOBAHMI HECET OTBETCTBEHHOCTH BBICIIIEE PYKOBOJCTBO, MX
BBITIOJTHEHHE TpeOyeT ydacThs W OTBETCTBEHHOCTH II€PCOHANa Pa3TMYHBIX
No/Ipa3/ieNIeHud MPeaNpUATUS-TTPOU3BOIUTEINSI HA BCEX €ro YpPOBHAX, a TaKkKe
MOCTABIIMKOB U OpPTaHM3aluil ONTOBOW TOProBiu. JlJisi HOCTHXKEHUS ITOM 1enu
JIOJDKHA OBITH BCECTOPOHHE pa3paboTaHHAash M MPaBUIBHO (PYHKIIMOHHUPYIOIIAS
dapmanieBTHUECKass CHUCTEMa KadecTBa, BKIIOYAlOMass B ce0s HaIJICKAIIYIO
MIPOU3BOICTBEHHYIO IPAKTUKY W YIPABJICHUE PUCKaMH I KauecTBa. JTa CHCTEMa
JOJDKHa ~ ObITh  OopopMIiIeHAa  JTOKYMEHTaldbHO, a €€  3A(PPEeKTUBHOCTH
MIPOKOHTpOJIMpOBaHa. Bce smeMeHTh (papMameBTHYECKOW CHCTEMBI KadecTBa
CIeMyeT YKOMIUICKTOBAaTh KBAJIW(DHUIIMPOBAHHBIM TIEPCOHATIOM, OOCCICYHTH
HEOOXOMMMBIMA W HQIJICKAIIUMH  MOMCUIEHUSIMH, OOOpyJOBaHUEM |
TEXHUYECKUMU  cpeacTBamu. Jlepxkartenb  pasperieHuss  (JIMIEH3WH)  HA
MIPOU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB W YIOJIHOMOYEHHOE(bIE) JUI0(a) HECYT
OTBETCTBEHHOCTh B COOTBETCTBUHU C 3aKOHOJATEIHCTBOM TOCYAapCTB-UJICHOB 3a
byHKIHOHUpOBaHUE (hapMaIeBTUYECKON CUCTEMBI KAYECTBA.

OcHOBHBIE OPUHIUINBL  YIPABJICHUS KaueCTBOM, HaJJIekKaIIeH
MPOU3BOJCTBEHHOW TMPAKTUKA W  YOPaBICHUS pUCKAMU JUIsI  KadecTBa
B3aMMOCBs3aHbl. OHU OMHMCAaHBl HWXKE, YTOOBI MOTYEPKHYTh WX B3aMMOCBI3b U
MEPBOCTETICHHOE 3HAYCHHWE I TPOU3BOJACTBA M KOHTPOJS JICKAPCTBEHHBIX
IIpernaparToB.

dapManeBTHYECKASA CUCTEMA KAa4eCTBA

1.1. YmpaBieHne KadyeCTBOM — BCEOOBEMIIIONIEE MOHATHE, OXBAaTHIBAIOIIEE
BCE€ BOIPOCHI, KOTOpPhIE B OTACIBHOCTH WM B I1IEJIOM BJMSIOT Ha KadeCTBO
MPOAYKIIUU. DTO COBOKYITHOCTb OpPraHU3AIMOHHBIX Mep, MPEANPUHUMACMBIX B
nensx oOecrnedyeHus: COOTBETCTBHS KauecTBa JICKAPCTBEHHBIX CPEICTB  MX
npeaHa3HAaYCHUIO. VYmpasnenue KauyeCTBOM BKJIIOYAET HaJJICKAITY IO
MIPOU3BOJICTBEHHYIO MPAKTHUKY.

1.2. IlpaBmia Hajjexallero IMPOU3BOJACTBA W KOHTPOJIS KadyecTBa
MPUMEHSIIOTCSI KO BCEM CTAJIUSIM KU3HEHHOIO LMKJIA MPOAYKTOB: MPOU3BOICTBO
JIEKapCTBEHHBIX IMpernapaToB IS KIMHUYECKHUX HCCICAOBAHMM, IEPEHOC
TEXHOJIOTUH, MPOMBIIUICHHOE MPOU3BOACTBO, MPEKpAICHHUE IPOU3BOACTBA
JEKapCTBEHHBIX mpemaparoB. OmHako ¢apMameBTHYECKas CHCTeMa KadecTBa
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MOKET PACIPOCTPAHATHCS U HA TaKyl CTAJAUIO KU3HEHHOTO ITMKJIA MPOIYKTOB,
Kak apmarieBTHuecKas pazpadorka. Ito ommcano B 4actu Il Hactosmx [IpaBun B
nokymeHte «®DapmarieBTHdecKkasi CUCTeMa KauecTBa», KOTOPBIA, HECMOTPS Ha TO,
4TO SBISICTCS PEKOMEHIATEIBHBIM, JIOJDKEH CIIOCOOCTBOBATh HWHHOBAIMSM U
MOCTOSSHHOMY ~ yAOy4YIICHWIO, a  TaKkKe  YOPOYHCHHUIO  CBSI3UM  MEXKIY
dapmaneBTHUECKON  Pa3pabOTKOW ¥ TPOU3BOACTBCHHOW  JEATEIHHOCTHIO.
JokymeHT «®apMarieBTU4YecKasi CHUCTEMa KadecTBa» MOXKET HCIOJIb30BaThCS,
YTOOBI TOTIOJTHUTH COJEPKaHNE HACTOSIICH TJIABHI.

1.3. ITpu pa3zpaboTke HOBOM (papMalleBTUUECKON CUCTEMBI KaueCTBa WU MIPU
W3MCHCHUHW CYIIECTBYIOIMIEH CHCTEMBbI HEOOXOJUMO YyUYWUTHIBaTH O00BEM U
CIIO)KHOCTh  JICSITENIbHOCTH OpraHu3anud. B cTpykTypy ¢apmaieBTHuecKoi
CHUCTEMBbI Ka4eCTBa JOJDKHBI OBITh BKJIIOYCHBI COOTBETCTBYIONINE TPUHITUIIBI
VIOPABJICHHUS PUCKAMH, C HWCIOJIB30BAHUEM MOAXOMSIIUX HHCTPYMEHTOB. B TO
BpeMsl KaK HEKOTOpbIC acMeKThl (apMalleBTHUECKON CHCTEMbI KadecTBa MOTYT
MPUMEHSTHCA K JIEATEIbHOCTH BCEH OpraHU3alluMd B IIEJIOM, a MUHbIE — TOJBKO K
OTIPEJICTICHHBIM ~MPOU3BOJICTBEHHBIM  y4acTKaM, d3(PQGEKTUBHOCTh BHEIPECHUS
dbapmaneBTUYECKOH CHUCTEMbI KadecTBa OOBIYHO JEMOHCTPUPYETCS Ha YPOBHE
MIPOU3BOICTBEHHOM ILIOIIAJIKH.

1.4. dapmaneBTHueckasi CcHUCTEMa KadecTBa, MpeJHA3HAYCHHAs IS
MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB, OJHKHA TapAaHTUPOBATH UTO:

I. BBITYCK MPOIYKIIMU JIOCTUTACTCs MOCPEIACTBOM pa3pabOTKH, TUITAHUPOBAHUS,
BHEJIPCHUS, TOMACPKAHUSI M HEMPEPHIBHOTO  YCOBEPIICHCTBOBAHHS
CHCTEMBI, KOTOPast AaeT BOSMOKHOCTH ITOCTOSTHHO TTOCTABIIATEH MPOAYKITHIO C
COOTBETCTBYIOITIMH TIOKA3aTeIISIMA Ka9eCTBa,;

ll. ympaBieHHe B3HAHWSIMH O TIPONYKIIMM W TPOIECCE €€ MPOU3BOJICTBA
OCYILIECTBISCTCS HAa TIPOTSHKCHWU BCEX CTaaWd JKA3HEHHOTO ITUKIIA
TIPOITYKIIMH;

lll. JIeKapCTBEHHBIC CPEACTBA Pa3padaThIBAIOTCS M COBEPIICHCTBYIOTCS C
ydeToM TpeboBaHuii HacTosmuX [TpaBu;

IV. omepalii 10 MPOM3BOACTBY M KOHTPOIO TOYHO OMNPEIACIACHBI U
COOTBETCTBYIOT TpeOoBaHUsIM HacToswmx [IpaBu;

V. OTBETCTBEHHOCTH U OOSI3aHHOCTHU PYKOBOJUTENEH YETKO OMPE/ICIICHBI;

Vi. TPHUHSTBI MEPBI YIS TIPOM3BOJCTBA, MOCTABKA M HCIIOJBb30BAHMS MCXOIHBIX
MaTepyaioB, COOTBETCTBYIOIINX YCTAHOBJICHHBIM TPEOOBAHUSAM, a TaK¥Ke
JUTS BBIOOpA W KOHTPOJISI TIOCTABIMMKOB W JIJISI IIPOBEPKH TOTO, YTO KaXKast
MOCTaBKa TIOTyYeHa OT YTBEP)KIICHHBIX MTOCTABIIMKOB (YTBEP)KICHHON TIETIH
MOCTaBOK);

Vil. BHEApPEHBbI IMPOIECChl, OOCCICUMBAIOIINE YIPABICHUE JEITEIbHOCTBIO,
niepeiaBacMor ISl BBITTOJTHCHUS JPYTOM OpraHW3allu (ayTCOPCHHTOBOM
JIESITEIIBHOCTBIO);

Viil. yCTaHOBJIEHO M TIOICPKUBACTCS KOHTPOJIUPYEMOE COCTOSIHHE TIOCPESICTBOM
pa3paboOTKU ¥ MCIONB30BaHUS A(PPEKTUBHOTO MOHUTOPHHTA M CHCTEM
KOHTPOJISI B OTHOITIEHUH TTPOBENICHHS TIPOIIeCCa U Ka9eCTBA MPOMYKITHH;

IX. pe3yabTaTthl MOHHMTOPHMHIa TMPOAYKTAa M TMPOIECCOB IMPUHUMAIOTCS BO
BHUMAaHUE TIPU BBIITYCKE CEPHUU, TIPU PACCICAOBAHUM OTKJIOHEHWH W JUIS
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NPUHATAS TPEAYNPESKAAONMX Mep BO M30eKaHUE TOTCHIMATBHBIX
OTKJIOHEHHH, KOTOPBIE MOTYT MIPOU30UTH B Oy/IyIIIeM;

X. TIPOBOIMTCSI HEOOXOAUMBIN KOHTPOJIb MPOMEKYTOYHON TPOAYKIIUH, JTFOO0H
JPYTOi KOHTPOJTh B MPOIIECCE MPOM3BOICTBA U OCYIIISCTBIISCTCS BAMIAISE

Xi. OKa3bIBaCTCS CONCHCTBHE TMOCTOSHHOMY  YIYYIICHHIO TOCPEICTBOM
BHEJIPCHUST YCOBEPILICHCTBOBAHNH, OCHOBAaHHBIX HA aKTyaJbHBIX 3HAHHUSX
TpoILiecca 1 MPOAYKIIHY;

Xil. TIPHHATBI MEPBI IS TIEPCIICKTUBHOM OICHKH 3aIlITaHUPOBAHHBIX M3MCHECHHI
U WX yTBEPXKACHUS JO BHEAPEHHS, C YIETOM HEOOXOAMMOCTH BBITIONHUTH
YBEIOMJICHHE YIOJIHOMOYEHHBIX OpPraHOB WM COIVIaCOBaTh M3MEHEHHS C
HUMH, €CJIH TO TpeOyeTcCs;

Xill. TIpOBOAWTCS OIEHKA JTFOOBIX MPOBEACHHBIX N3MEHEHUI TIOCIIE NX BHEAPCHHS
JUTS TIONTBEPKICHHSI TOTO, UTO TIeTh M3MEHEHNH ObLiIa JOCTUTHYTA M 9TO ATO
HE OTPa3UJIOCh HEraTHBHO Ha Ka9eCTBE MPOIYKIINH,

XiV. BO BpeMs paccielOBaHHs OTKJIOHCHHUH, TPENojaracMbix JIe(eKToB
NPOMYKIIMU U JIPYTUX MPOOIeM JOIDKEH MPUMEHSTHCS COOTBETCTBYIOIIUIMA
YPOBEHb aHaJIM3a OCHOBHBIX MpUYMH. OH MOXET OBITh OIPEIENCH C
UCIIOJIb30BAaHUEM TIPUHIIMIIOB YIIPABJICHUS PHUCKAMHM JJIsi KadecTBa. B
CITy4asix, KOrjla  HMCTUHHAsI(HBIC) OCHOBHasI(HbIC) npyuIrHA(bI)
HECOOTBETCTBUSI HE MOXKET(MOTyT) OBbITh YCTaHOBIEHA(bI), CIETyeT
UICHTH(PUITMPOBATh, HarOOJIee BEPOSTHYIO NMpHUYHMHY. B ciydasx, kormga B
KaueCTBe TPUYMHBI TIOMO3PEBACTCS WM HWACHTHU(PHUIMPOBAHA OIIMMOKA
NepCoHala, 3TO JOJKHO OBITh JIOKa3aHO C 0COOOM TIIATEILHOCTHIO, YTOOBI
TapaHTUPOBATh, YTO HE OBUIM TPOMYIICHBI CYIICCTBYIOIIAE IPOICCCHBIC,
NPOTICAYPHbIC WM CHCTEMHBIC OMMOKHM win TpoOembl. [lo pesymbraTtam
paccienoBaHus ~ JOJDKHBI  OBITh  ONPEACICHBI W MPEIIPUHSATHI
COOTBETCTBYIOIIIE KOPPEKTUPYIOIINE W/WITH TIPEAYPEKIAIONINE ICHCTBUSL.
Db heKTUBHOCTh TaKUX JCUCTBHA JODKHA OBITH MPOBEpEHa U OIICHEHA B
COOTBETCTBUH C MPUHIIATIAMH YIIPABJICHUS] PUCKAMU TSl KAUECTBA;

XV. JIEKapCTBEHHBIE Mpenaparhl He OyAyT BHIMYIIEHBI B 0OpAIIEHUE JI0 TOTO, KaK
VYHOTHOMOYEHHOE JIUII0 HE YIOCTOBEPHT, YTO Kaxniash Cepus MPOIYKIIUH
ObLIa MPOM3BEICHA U ITPOKOHTPOIMPOBAHA B COOTBETCTBUM C TPEOOBAHUSIMHU
PETUCTPAIIMOHHOTO  JIOCh€ U JIIOOBIMH  JPYTMMUA  TPEOOBAHUSIMH B
OTHOIIICHUM TIPOW3BOJICTBA, KOHTPOJS W  BBITyCKAa JICKAPCTBEHHBIX
Npernaparos;

XVi. TIpENnpUHSTHI JIOCTATOYHbIC MEpPbI, OOCCICUMBAIOIINE, HACKOJIBKO 3TO
BO3MOYKHO, YTO Ka4e€CTBO JICKAPCTBEHHBIX MpENaparoB IMOICPKUBACTCS B
TCUCHWE BCETO CpPOKAa TOAHOCTH TIPU HMX XPAaHCHHH W IOCIICIYFOIEM
OOpaleHNH;

XVil. M¥MeeTCs mpolieaypa MPOBEACHHUS CAMOMHCIICKIIMN HW/WITH ay[uTa KauyecTBa,
MO0 KOTOPOH pEryisipHO OIEHUBAIOT AS(PGEKTUBHOCTh W  TPUTOJHOCTD
(hapMaIeBTUYECKOM CUCTEMBI Ka4eCTBA.

1.5. Briciiee pykOBOACTBO HECET OCHOBHYIO OTBETCTBEHHOCTH 3a HaJU4He
apexkTrBHON (papMaIeBTUUECKONH CHCTEMbl KadecTBa, 3a TO, YTO HMEIOTCS
HEOOXOJUMBIE PECypChl U UYTO OOSI3aHHOCTH, OTBETCTBEHHOCTh W TOJTHOMOYHS
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ONpEENEHbl, JOBEACHBI O CBEACHUS U BBINOJIHIIOTCA, PEATM3YIOTCS BO BCEX
HoJIpa3AesIeHusAX NpeanpusaTusa. BaxHa nuaupyromas poJib BbICHIETO PyKOBOJCTBA
U €r0 aKTUBHOE y4yacTHe B (papMaleBTHUECKOW CUCTEME KauecTBa. DTO JIUJEPCTBO
JOJDKHO TapaHTUPOBaTh MOAJEPKKY (papMalleBTUUECKONW CHCTEMBl KauecTBa HU
3aMHTEPECOBAHHOCTh IIEPCOHAJIa HA BCEX YPOBHAX M B MOAPA3JICICHUAX
IPEIIPUSITHUS.

1.6. JloykHBI MPOBOAUTHCS MEpUOAUYECKHE 0030pbl (HYHKIMOHHPOBAHUS
(bapmaleBTUUECKO CHCTEMbI Ka4eCTBa C BOBJICUEHHUEM B ATOT MPOIECC BBICHIETO
PYKOBOJICTBA, JUIsI TOTO YTOOBI ONPEAENIUTh BO3MOXXHOCTH MJII TOCTOSHHOTO
yIIy4IIEHUS TPOAYKIIMH, TPOLECCOB U CAMOUN CHUCTEMBI.

1.7. ®apmaneBTHUecKas cucTeMa KadecTBa JOJDKHA OBITh OMpEJeIeHa U
oopmiieHa TOKyMEeHTanbHO. J{0MKHO OBITh B HAJIMYUHU PYKOBOJACTBO 10 KaYECTBY
WJIM SKBUBAJIEHTHBIN JOKYMEHT, KOTOPBIN TOJKEH COJNEPKATh ONMMCAHUE CUCTEMBI
yHpaBJIEHUsI KaYE€CTBOM, BKJIKOYasi OTBETCTBEHHOCTh PYKOBOJICTBA.

Hannexamas npou3BoACTBeHHAS] MPAKTHKA

1.8. Hamnexarmiass nmpou3BojcTBeHHas npakThka (nanee — GMP) sBisercs
TOM YacThIO YMPABICHUS KAa4eCTBOM, KOTOpas TapaHTHUPYET, UYTO MPOMYKITHIO
MOCTOSSHHO ~ MPOUW3BOJAT H  KOHTPOJUPYIOT TIO CTaHAapTaM  KadecTsa,
COOTBETCTBYIOIIUM €€ HAa3HAYCHHUIO, a TaKXK€ B COOTBETCTBUU C TPEOOBAHUSIMHU
PETUCTPAllUOHHOTO  JIOChE, TMPOTOKOJIA  KIMHUYECKUX  MCCIEIOBAaHUN U
cnenuuUKaIy Ha 3Ty TPOIYKITHUIO.

GMP cBs3ana kak ¢ MPOM3BOACTBOM, TaK M C KOHTPOJEM KayecTBa.

OcuoBuble TpeboBanust GMP:

I.  BCE IPOM3BOJCTBCHHBIC MPOIECCHI OMPEICIIAIOTCS, CHCTEMATHYCCKH
MIePeCMaTPHUBAIOTCSA C YYETOM HAKOIJICHHOTO OIBITA W MOATBEPKIAIOT
CIIOCOOHOCTh TIOCTOSIHHO TIPOM3BOJNTH JICKAPCTBCHHBIC MpenapaThl
TpeOyeMOTo KauecTBa B COOTBETCTBUHU CO CTICIIU(PUKAIMSIMU;

Il. KpUTHYECKHE CTaJUU MPOHM3BOACTBEHHOTO MPOIECCa U CYNICCTBCHHBIC
WU3MEHEHWS TIPOIeCcca JOJKHBI POUTH BATUIAIINIO;

Ili. JMODKHBI OBITH OOECHEYEeHBI BCE HEOOXOIUMBIC YCIOBUS IS

BBHITIOJTHEHUS TpeOOBaHMM HacToAmux [IpaBw, BKIIFO4Yass HaIM4IHUE:
® HaUIeKaIUM 00pa3oM OOY4YEeHHOrO0 TIEpPCOHANa, WMEIOIIEro
HEO0OXOIMMYIO KBATH(UKAITHIO;
COOTBETCTBYIOIIMX MOMEIICHUMN Y TUIOMIAAEH;
COOTBETCTBYIOIINX 000PYI0BaHUS U OOCITYKUBaHMUS;
COOTBETCTBYIOIIUX MaTEPHAIIOB, KOHTEHHEPOB U THKETOK;
YTBEPKJICHHBIX TIPOIEAYp W HWHCTPYKIMA B COOTBETCTBUU C
dbapmareBTUYECKON CUCTEMOM Ka4eCTBa,;
® COOTBETCTBYIOIIMX YCIIOBHIA XPaHCHUS M TPAHCIIOPTHPOBAHUS;

IV. HMHCTPYKIMH W HPOUEAYPHI JOJKHBI OBITH HM3JI0KEHBI B MHChMEHHOM

dbopMe SCHO M HEIBYCMBICIICHHO, OHH JOJDKHBI OBITh KOHKPETHO

MPUMEHUMBI K UMEIOIUMCS B HAIMYUHU CPEJICTBAM;
V. Tporeaypsl JOJDKHBI TOYHO COOJIOATHCS W MEPCOHANT JIOJDKEH OBIThH

00y4YeH MPaBUJILHOMY UX BBITIOJIHEHUIO;
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Vi.

Vil.

viii.

Xi.

B IPOLECCE MPOU3BOJICTBA CIEAYET COCTABIAThH 3aMUCU (PYKOIMUCHBIM
cocoOoOM  W/HWIM ¢  TPUMEHEHHMEM  TEeXHUYECKHX  CPEJICTB),
JIOKYMEHTAJIBHO MOATBEpKAatonme GakTuuecKoe MpOBEJCHUE ATAIOB,
TpeOyeMbIX YCTAaHOBJICHHBIMU METOAMKAMU U MHCTPYKIMSAMU, a TaKXKe
YTO  KOJMYECTBO M  KA4E€CTBO  MPOAYKIUU  COOTBETCTBYIOT
YCTaHOBJICHHBIM HOPMaM.

J00bI€  CYIIECTBEHHBIE OTKJIOHEHHUS JOJDKHBI OBITh IOJHOCTBIO
oopmIIeHBI JOKYMEHTAJIBHO W PAacClIEOBAHbI C IIEJIbI0 OMpPeIeICHUs
OPUYMHBl  OTKJIOHEHUS U OCYILECTBIECHUS  COOTBETCTBYIOIMX
KOPPEKTUPYIOLINX U MPEAYTNPEKIAIOMINX JCUCTBUM;

B MOHSATHON M JOCTYIHOW (pOpME COXPAHSIOTCS 3aIHCH, OTHOCSIIHECS
K cepuu (HarpuMep, B JOChE Ha CEPHIO), BKIIOYAs TOKYMEHTAIIUIO TIO
peanu3anuy, KOTOpPbIE NO3BOJSIIOT NPOCIEAUTH ITOJIHYK) HNCTOPHIO
cCepuu;

OpU ONTOBOM pealu3alud MPOAYKUUMHM HEOOXOAUMO CBECTH K
MUHUMYMY PUCKH JIJISl €€ KaUeCTBA M YUYUTHIBATH IIPaBUJIa HaJJIeKalIei
JTUCTPUOBIOTOPCKOM MPAKTUKH, yTBEpkKAeHHbIE Komuccuer;

JO0JKHA OBITh B HAJIMYMM CUCTEMA OT3bIBA JIO0OM cepuH NPOAYKLUHU U3
MPOJIAKH WIIH IMOCTABKH;

paccMaTpUBalOTCSl NPETEH3UM HA  IOCTABJICHHYIO  IPOAYKIIMIO,
paccienyroTcss — OPUYMHBI  JAePEKTOB U MIPUHUMAIOTCS
COOTBETCTBYIOIIME MEphl KaK B OTHOUIEHUMH HEIOOPOKauYeCTBEHHOU
NPOIYKIUHU, TaK U IS PEJOTBPALLEHUS TOAOOHBIX CITy4YaeB.

KouTpoJs kauecTBa
1.9. KoHTposnp KkayecTBa SBISIETCS YaCThEO HAJUIEKALIEH MPOU3BOACTBEHHOM

IIPAKTHKH,

CBSI3aHHOW C OTOOpOM TMpo0, cHelu@UKAIMSIMA W POBEICHUEM

WCIIBITAHAN, a TaKXe C MPOLEIypaMy OPraHU3ALMH, TOKYMEHTHPOBAHUS W BbIIAYU
paspeuieHus Ha BBITYCK, TapaHTUPYIOLIUE, 4YTO (PaKTUUECKH IPOBEACHBI BCE
HEOOXOIMMbIE M COOTBETCTBYIOLIME HCIBITAHUS W YTO Marepuaibl He OyayT
paspenieHbl s MCIONb30BAHMA, a TOTOBask MPOAYKIMsS He OyneT AomyuieHa K
peaiM3aluy WIM MOCTaBKE 10 TE€X MOp, MOKa MX KaueCTBO HE OyIeT MpPU3HAHO
YAOBJIIETBOPUTEIILHBIM.

OcHoBHbIE TPeOOBaHUS K KOHTPOJIIO Ka4eCTBa:

JOJDKHBI  OBITh B HAJUYMH  COOTBETCTBYIOIIUE TIOMEIICHHS W
o0opyaoBaHue, 00yUEHHBIN TIEPCOHAT U YTBEPKIACHHBIE METOIUKH IS
orOopa mpoO, KOHTPOJS M WCHBITAHUNA HUCXOJHBIX MaTEpPHUAJIOB,
MIPOMEKYTOUHOM, HepachacOBaHHON W TOTOBOM MPOMYKIIMH, a TaKXKe,
pu HEOOXOIUMOCTH, JJIsI MOHUTOPUHTA YCJIIOBUI TPOU3BOJICTBEHHOM
Cpelbl B LIEJISIX BBITTOJTHEHUS HacTosiux [ IpaBu;

MpoBeJieHHe O0TOOpa MPOO HCXOAHBIX M YIAKOBOYHBIX MaTepHasIOB,
MPOMEXYTOUHOM,  HepacacoBaHHOM W  TOTOBOM  MPOIYKIIMH
HA3HAYECHHBIM T[E€PCOHAJIOM B COOTBETCTBUM C YTBEPKICHHBIMU
METOJINKAMU;

METO/Ibl UCTIBITAHUM TOJIKHBI PONTH BaJIMIALIMIO;
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IV.  JOKHBI OBITH COCTAaBJICHBI 3aNHCH (PYKOIMCHBIM CIOCOOOM H/WITH C
NPUMEHEHUEM TEXHUUYECKUX CPEJICTB), JOKYMEHTAILHO TOATBEPKIAIOIIHE,
YTO BCE HEOOXOMUMBIE MEPONPUSATHS MO OTOOpY MpoO, KOHTPOIO U
METOJMKAM HCTBITAHUNA JAEUCTBUTENBLHO MPOBENEHbI. JIt0ObIe OTKIOHEHUS
JIOJDKHBI OBITH MOJIHOCTHIO O(hOPMIIEHBI JIOKYMEHTAIBHO U PacCieI0BaHbl;

V. TOTOBas MPOMYKIMS JODKHA CONIEP)KaThb aKTUBHBIC (papMalleBTUYECKUE
CyOCTaHIIMM, COOTBETCTBYIOIIME  PErUCTPALMOHHOMY  JIOChE  TIO
KQUECTBEHHOMY M KOJIMYECTBEHHOMY COCTaBy; OHAa JIOJDKHA HMETh
TpeOyeMyI0 YHCTOTY, JOJDKHA OBITh BIOXKEHA B HAJICKAIIYIO YIIAKOBKY H
NPAaBUIBHO MAPKUPOBAHA;

Vi. 3ammcu, O(OpMIICHHBIE IO pE3yJbTaTaM KOHTPOJIS M WCIBITAHUM
MaTepHaioB, MPOMEXKYTOUHOW, HepachacoOBaHHONH W  TOTOBOM
OPOAYKIIMM, JIOJDKHBI ~ OBITh  OQHUIIMAIBHO  COMOCTAaBJICHBI  C
TpeOoBaHUAMU cnerudukanuii. OneHkKa IpoAyKIMH JOJIKHA BKIOYATh
0030p U OLIEHKY COOTBETCTBYIOIIEH MTPOU3BOICTBEHHON TOKYMEHTALIUN
Y OLICHKY OTKJIOHEHUI OT YCTaHOBJICHHBIX MPOLEAYD;

Vii. HU o&mHa cepus TPOAYKIMM HE MOXET OBITh pa3pelieHa s
peanu3alyy WM MOCTaBKHU J0 TOTO, KaK YIIOJIJHOMOYEHHOE JIMIO HE
YIIOCTOBEPUT €€ COOTBETCTBHE TPEOOBAHUSAM, YCTAHOBJIECHHBIM IPH
rOCyAapCTBEHHOW PErucTpalvi B COOTBETCTBUM C IIpunoxenuem 16
Hactosiux [IpaBu;

vill. HEoO0XOAMMO COXpaHITh JIOCTATOYHOE KOJMYECTBO KOHTPOJBHBIX
o0pa3lioB HCXOJHBIX M YINAaKOBOYHBIX MATE€pUajJOB M TOTOBOM
IPOAYKUHH, KOTOPOE MO3BOJIMT MHPOBOAUTH HCIBITAHUS B OyIylleM
(mpu HEOOXOAMMOCTH) B cOOTBETCTBUU ¢ [Ipunoxkenuem 19 nacrosmmx
[IpaBun. OOpa3upl TOTOBOM MNPOAYKUMH CIEAYET XpPaHUTh B
OKOHYATEJIbHOM YITaKOBKE.

0030p kKayecTBa NPOAYKIUHU

1.10. Cnemyer peryisipHO TPOBOJUTH 0030pbl  KayecTBa  BCEX
3apETUCTPUPOBAHHBIX MPOU3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB, B TOM YUCIE
JICKapCTBEHHBIX IMPEMapaToB, H3TOTOBISEMBIX TOJBKO Ha OKCIOPT, C MLETBIO
NOJTBEPXKIEHUSI ~ TOCTOSHCTBA  HMEIOLIErocss  Ipolecca,  COOTBETCTBUS
JEHCTBYIOIIUM crielnUKaMIM KaK Ha UCXOJIHbIE MaTepuabl, TaK U Ha TOTOBYIO
MPOJYKIIMIO, YTOOBI BBISBUTh KaKHe-IMOO TEHJEHIMU (TPEHIbI) W YTOOBI
YCTaHOBUTH BO3MOYKHOCTb YCOBEPILEHCTBOBaHMs MPOIYKIMHM U Tpolecca. Takue
0030pbl ciieayeT OoQOpMIISITH JOKYMEHTalIbHO U THPOBOJIUThH, Kak IpaBHIIO,
€XKEroJlH0, TNpPUHUMAsT BO BHUMaHHE Npeaplayme o0030pbl. OHH  JAOJKHBEI
BKJIIOUATh, KAK MUHUMYM, CJICTYyIOIIee:

I. 0030p MCXOAHBIX MaTepHajioB (BKIOYAs YIMaKOBOYHBIC MaTepHAaIbI),
UCIIOJIb3YEMBIX TIPU MPOMU3BOJCTBE, oOpaliasi 0coboe BHUMaHUE Ha Te,
4TO TIONYy4Y€HBI OT HOBBIX IIOCTABIIMKOB, W OTACIBHBIH 0030p
MPOCIIEKMBAEMOCTH II€TIM TOCTaBOK AaKTHBHBIX (PapMalieBTUIECKUX
cyOcTaHIui;
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Iil.  0030p KPUTHYECKMX TOYEK KOHTPOJIS B MpoIlecce MPOU3BOACTBA U
pe3yAbTaTOB KOHTPOJISI TOTOBOW MPOIYKIINH;

lii. 0030p Bcex cepuid, KOTOpbIe HE COOTBETCTBOBAIM YCTAaHOBJICHHBIM
cnenuuKanusaM, U pe3yJbTaTOB COOTBETCTBYIOIINX PAcClIeIOBAHUNT;

IV. 0030p BCEX CYIIECTBEHHBIX OTKJIOHCHUH WM HECOOTBETCTBHM, 0030p
CBA3aHHBIX C  HHUMH  paccieloBaHui, OS(DPEKTUBHOCTH U
pe3yIAbTaTUBHOCTH MPEANPUHATHIX KOPPEKTUPYIOLIUX u
NPEeAYNPEXIAIOIINX MEP;

V. 0030p BceX M3MEHEHUH, BHECEHHBIX B MPOIECCHl WU aHATUTUYECKUE
METOJIUKH;

Vi. 0030p TOJAHHBIX, YTBEP)KICHHBIX MJIA OTKJIOHCHHBIX H3MCHCHHHA B
PErHCTPALlMOHHOE JI0ChE, B TOM YHUCJIE B JOChE HAa JIEKAPCTBEHHBIE
npenaparsl, NpeHAa3HAYEHHBIE TOJIBKO I SKCIIOPTA,;

Vii.  0030p pe3ysbTaTOB MPOrPaMMbl MOHUTOPHUHTA CTAOMILHOCTH H JIFOOBIX
HEOJIAronpUsITHBIX TCH/ICHIINH;
Viii.  0030p BCEX CBSA3aHHBIX C KAUECTBOM IMPOAYKIIUU BO3BPATOB, MIPETCH3UI

Y OT3BIBOB, a TAK)KE IPOBEJAEHHBIX B 3TO BPEMsI pacCiIeA0BaHMI;

IX. 0030p JOCTaTOYHOCTHU JIFOOBIX paHee MPOBEICHHBIX KOPPEKTHPYIOIINX
JEHCTBUI B OTHOLLIEHUH ITPOU3BOJICTBA WK 000PYAOBAHNUS;

X.  0030p MOCTPEruCTPalMOHHBIX O00SA3aTENbCTB HPU IOJTYYEHUH HOBBIX
PETUCTPALMOHHBIX YAOCTOBEPEHUN 158105 U3MEHEHUI B
PErUCTPaLlMOHHBIE IOCHE;

Xi. COCTOSHHE KBaJM(PHUKAIIMA COOTBETCTBYIOIIETO OOOPYIOBaHUS |
TEXHUYECKUX CPEACTB, HANpPUMEP, CUCTEMbl HArpeBa, BEHTWISIUUU H
KOHJIUIIMOHUPOBAHUS BO3/yXa, CUCTEM CHAO0KEHHSI BOJOM, CKATBIMH
razamu 4 T.1.;

Xii.  0030p JHOOBIX KOHTPAKTHBIX COTJIAIICHHUH, KaK YCTAHOBJICHO B TJaBe 7
HacTosimmx IIpaBwi, C 1LEnpr0 TOATBEPKAEHUS HMX COOTBETCTBHS
JIEUCTBYIONTUM TPEOOBaHUSIM.

1.11. IIpousBoguTens W JAepKaTesib PETUCTPALUOHHOIO YAOCTOBEPEHUS
(ecu OHHU SBIIAIOTCS PA3HBIMHU OPraHU3ALMSIMH) JOJKHBI OLICHUBATh PE3YJIbTAThI
Takoro o030pa M JenaTh BBIBOJA O HEOOXOAMMOCTH KOPPEKTHPYIOIMIMX U
NPEeAYNPEXIAOIMMX MEPONPUATANA WM TMPOBEACHUS MOBTOPHOM BajlWJAlLMHM B
pamMkax QapMmaleBTUHYECKO cucTeMbl KaudecTBa. JlOKHBI OBITh B HAJIMYUU
PYKOBOJSIIME MPOLEAYPhl IJsi IMOCTOSHHOTO YIPABJICHUS M aHalIW3a TaKHUX
nercTBUl; 3PPEKTUBHOCTD 3TUX MPOLEAYP AOJKHA ObITh MOATBEPKIECHA BO BpEMSs
camonHcnekuuu. O030pbl KauecTBa MOXKHO TPYNIHUPOBATH MO BUAAM MPOAYKIUH,
HaIrpuMep, TBEpJble JIEKapCTBEHHBbIE (POPMBI, >KHJIKHE JIEKAPCTBEHHBIE (POPMBI,
CTEpUJIbHBIE JIEKAPCTBEHHbIE MpernapaTel W T.A. [pPU HAIMYUKA HAYYHOTO
00OCHOBaHUSI.

Ecnu  nepxartenb pEerucTpalOHHOTO — YJOCTOBEPEHHS HE  SIBIIAETCS
IPOU3BOJUTENIEM, TO JOKHO OBITH 3aKIIOUYEHO COTJIAIlIEHUE MEXAY CTOpOHAMHU, B
KOTOPOM YCTaHOBJIEHBI COOTBETCTBYIOUINE OOS3aHHOCTH CTOPOH B OTHOILLIEHUH
COCTaBJICHUs 0030pa KayecTBa.
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YnpasieHue pucKkamu JJs1 Ka4ecTBa

1.12. YpaBnenue puckaMu JJisl Ka4€CTBA SIBJISIETCSI CUCTEMATU3UPOBAHHBIM
IPOIIECCOM OLIEHKH, KOHTPOJIS, Tepeaayn HHPOopMaIH, a Takxke 0030pa PUCKOB
JUTSl Ka4eCTBa JIEKAPCTBEHHOIO MpernapaTa. ITOT NPOLECC MOXKET MPOBOAUTHCS KaK
NEPCHEKTUBHO, TaK U PETPOCIEKTHBHO.

1.13. IIpuHIUIIBI yIIpAaBICHUS PUCKAMU JIJIs1 KAUECTBA!

— OLIEHKa PUCKOB JJI KAUeCTBAa OCHOBBIBAECTCS HA HAYYHBIX 3HAHUSX, OIBITE
paboThl B OTHOILIIEHUU TMPOIECCa U B KOHEUHOM CUETE CBSI3aHA C 3allUTON
MaIMEHTa,;

— macmTabd pabot, cTemeHb (opMamuzalMd W JOKYMEHTaJIbHOTO
opopmiieHuss  Tpolecca  YOpaBJICHUsS ~ pPHUCKaMH s KadecTBa
COOTBETCTBYET YPOBHIO PUCKA.

[Ipumepsl MpoOIECCOB M NPUMEHEHUS YIPABJICHHUS PUCKAMU JUIsl KauyecTBa

MOXHO TakXKe HalTH B JOKyMEHTE, KOTOphIM BXxoauT B yacTh |l HacTosmmx
[IpaBun (YnpaBieHue puckaMu JUisl KAYeCTBa).

I'JIABA 2. IIEPCOHAJI

IpuHomn

Hapnexamee NPOU3BOACTBO  JIEKAPCTBEHHBIX CPEICTB  3aBHCUT  OT
nepcoHana. [loaToMy Ha NpeanpHUsITHH AOJKHO OBITH TOCTATOYHOE KOJIMYECTBO
KBAIM(PUIIMPOBAHHOIO IEpPCOHANA [JIsl PEIIEHUs BCEX 3a/ay, HaXOIAIIUXCS B
cepe OTBETCTBEHHOCTH MpOou3BoauTENsl. Kaxaplii COTpYAHUK JOJIKEH NOHUMATh
WHIUBUIYAIBHYI0O OTBETCTBEHHOCTh, KOTOpas AOJKHA OBITh JTOKYMEHTHPOBAHA.
Bech nepconan nomwken 3HaTh npuHIuIbe GMP, kacaromuecs ero nesaTeIbHOCTH, a
TaK)K€ NPOWTU MEPBUYHOE M TOCIEylollee OOy4eHHE B COOTBETCTBHUU C €r0
O0S3aHHOCTSIMHM, BKJItOYass MHCTPYKTaX IO BBINOJHEHUIO TUTMEHUYECKUX
TpeOOBAHMIA.

OO0mue TpedoBaHUA

2.1 [IpousBoauTeNnb AOHKEH UMETh JOCTATOUHOE KOJMYECTBO COTPYIHUKOB
C HEoOXOoauMOM KBamupUKAIUMEHd W MPAKTUUYECKUM OMBITOM paboThl. Briciiee
PYKOBOJCTBO JOJIKHO OMNPENENATh U 00ecreunBaTh JOCTaTOYHbIE U HaJUIekKallue
pecypchl (uenoBedyeckue, (pUHaHCOBBIE, MATEPUANIbHBIC, @ TAK)KE MOMELIEHUS U
o0opyaoBaHuUE) JUIsl BHEIPEHUS U MOAJIEP>KaHUSI CUCTEMbI YIPABICHUS Kaue€CTBOM
U TIOCTOSHHOTO TOBBIIEHUS €€ 3(P(heKTUBHOCTH. OOSI3aHHOCTH JIFOOOTO
COTPYIHHMKA HE JOJDKHBI OBbITb YPE3MEPHBIMHU, YTOOBI MCKIIOYUTH BO3MOKHOCTh
BO3HMKHOBEHUS PUCKOB ISl KAYECTBA IPOYKIIUU.

2.2 Ha npeanpusitTul JoJIKHA OBITH CX€Ma OPraHU3alMOHHON CTPYKTYpHI, B
KOTOPOM OTHOIICHHS] MEKIY PYKOBOJUTEISIMU MPOU3BOJICTBA, KOHTPOJISI Ka4ecTBa
U, TJI€ 3TO MPUMEHUMO, PYKOBOAMTENIEM MOAPA3ACICHUSI 00eCrIeYeHs] KauyecTBa
WM TOApAa3NeNieHUus IO KadyeCTBY, YKa3aHHbIE B TYHKTE 2.5 W TO3UIUA
Y1oTHOMOYEHHOTO JiuTia (JINIT), ICHO 0003HAYEHBI B UEPAPXUU YITPABICHUSI.

2.3 OO0s3aHHOCTH PYKOBOIAIIUX PaOOTHUKOB W  COOTBETCTBYIOIIHE
MIOJITHOMOYHMSI JJISI UX BBITIOJHEHUS JODKHBI OBITH OIMpENeNieHbl W MPOMHCAHBI B
JOJDKHOCTHBIX ~ MHCTPYKIUSX. WX 00s3aHHOCTH MOTYyT OBITh MepeaaHbl
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HA3HAYCHHBIM  3aMECTUTENSM,  OOJIAMaloMKM  JIOCTAaTOYHBIM  YPOBHEM
kBannpukanuu. Kpyr o0s3aHHOCTEl nepcoHana I0JKeH 0XBaThIBaTh BCE CTOPOHBI
GMP, opnako He JOJDKHO OBITh HEOOOCHOBaHHOTO AyOnupoBaHus cdep
OTBETCTBEHHOCTH.

2.4 Beoicuiee pyKOBOJICTBO HECET OCHOBHYIO OTBETCTBEHHOCTh 3a
oOecrieueHue >PGEKTUBHON CHUCTEMBI YIPaBICHUS Ka4eCTBOM [UJISl JTIOCTHKEHUS
1eseil B 001acTh KayecTBa, a TAKKE 3a TO, YTO POJIU, O0SI3aHHOCTH U MTOJHOMOYHMS
OMpEJICNICHbI, JIOBEJICHBI /10 CBEACHUS MNEPCOHaNa U OCYIIECTBISIOTCA B paMKax
BCCH oOpraHu3anuu. Beiciiee pPyKOBOJCTBO OJDKHO YCTaHOBUTH TOJUTHKY B
o0JacTH KadecTBa, KOTOpas ONMHUCHIBACT OOIIME HaMEpPEHUsS W HaIpaBJICHUS
NEATETLHOCTH KOMIIAaHWH, CBSI3aHHBIE C KAa4eCTBOM M JIOJDKHO 0O0€CIeUUTh
MOCTOSTHHYIO MPUTOTHOCTh M 3(P(HEKTUBHOCTh CUCTEMBI YIIPABICHUS KA4€CTBOM U
cootBeTcTBUE GMP myTeM ydacTusi B aHaJIM3€ CO CTOPOHBI pyKOBOJCTBA.

KiroueBoii mepconaJ

2.5 Bpiciiee pyKOBOACTBO JODKHO HA3HAYUTH KIIFOUEBOM PYKOBOJISIIUMN
NEpPCOHAJNl,  BKJIIOYAash  PYKOBOJAMTENS  MPOU3BOJCTBA M PYKOBOJMTENS
Mo/Ipa3/ieNieHus KOHTPOJISl Ka4yecTBa, U JIOCTATOYHOE KOJMYECTBO, HO, 1O KpaitHen
Mepe, OAHO YTOJIHOMOYEHHOE JIMIIO, €CJIM PYKOBOJIUTENh MPOU3BOJCTBA W/WIH
PYKOBOJMTEIb MOJPA3CICHHUs] KOHTPOJIS KayecTBa HE OTBEYAET 3a 00S3aHHOCTH,
MPEAyCMOTPEHHbIE ISl YTOJHOMOYEHHOro Jmia. KitoueBod pyKoBOISIINN
nepcoHal, KaK MpaBwiio, I0HKEH paboTaTh MOJHBIM pabouuit 1eHb. PykoBoaurenu
MIPOU3BOJICTBA W MOAPA3ACICHUS] KOHTPOJIS Ka4eCTBA JOJDKHBI OBITh HE3aBHCHMBI
Ipyr OT Apyra. B OonpImux opraHm3anysx MOXKET BO3HUKHYTh HEOOXOIUMOCTH
nepeaaTh APYTHM COTPYAHUKAM OTAEiIbHBbIC (YHKIIUH, TEPECUNUCICHHBIC HUXKE B
mn. 2.7,2.8u2.9.

Kpome Toro, B 3aBUCHMOCTH OT pa3Mepa U CTPYKTYpPhl OpPTaHU3aI[UHd MOXKET
OBITH OTJIEJTLHO HAa3HAYEH PYKOBOJUTENH TOJIpa3/ieJieHUs] 00eCreueHus KauecTBa
WIM  PYKOBOJAUTENb  TOJpa3feieHus KadectBa. llpu  Hamuumm  Takux
noApa3eiaeHul HEKOTOphIe MX O0S3aHHOCTH, omucaHHble B mm. 2.7, 2.8 u 2.9,
OyayT oOmMMHU C PYKOBOJUTENIEM KOHTPOJIA KauecTBa W PYKOBOJUTEIEM
MIPOU3BOJICTBA, TOAITOMY BBICIIIEE PYKOBOJACTBO JOKHO 00€CIEeYUTh, YTOOBI POJIH,
00s13aHHOCTH U TTOJTHOMOYHS OBIJIN OTIPEICIICHBI.

2.6. O6s13aHHOCTH YTIOTHOMOYEHHOTO JIUIIA:

a) Ul JIEKApCTBEHHBIX CPEJCTB, TIPOU3BEACHHBIX HA TEPPUTOPHH
rocynapctB-ujieHoB Coro3a, YMOJTHOMOYEHHOE JHUIO0 JOJDKHO YOEIUThCS, YTO
KaKaas cepus ObUla TPOM3BENCHA W TIPOBEpEHa B COOTBETCTBUU  C
3aKOHOJIATEIBCTBOM, JCHCTBYIOIIMM B JAaHHOM TOCYJapCTBE-WICHE W B
COOTBETCTBHH C TPEOOBAaHUSAMHU PETUCTPAITMOHHOTO JIOCKE;

b) B cily4yae JeKapCTBEHHBIX CPEJICTB U3 TPETbUX CTpPaH, HE3aBUCUMO OT
TOTO, OBUIM JIU OHHM TIPOU3BEACHBI HA TEPPUTOPHUH TocyaapcTB — wieHOB Coro3a,
YTOTHOMOYEHHOE JIUIO JAOJKHO TapaHTUPOBATh, YTO KaXKJas MPOU3BOIACTBEHHAS
cepusi TIOJIBEpIJIach B TOCYJApCTBE-WICHE IMOJTHOMY KadeCTBEHHOMY aHaJU3Y,
KOJMYECTBEHHOMY aHaIM3y, N0 KpaliHeW Mepe, BCEX aKTHUBHBIX BEIIECTB U BCEM
JPYTUM UCTIBITAHUSIM WK TIPOBEPKaM, HEOOXOAMUMBIM JJIsl OOECTICYCHHS KaueCTBa
JIEKapCTBEHHBIX CPEICTB B COOTBETCTBHM C TPEOOBAHUSIMHU PETHUCTPAIIMOHHOTO
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JI0Che.

YnonnomoueHHoe(bI€) JUII0(a) MEpel BHITYCKOM JIFOOOM cepur T0KHO(BI)
JIOKYMEHTAJIBHO MOATBEPAUTh, YTO BCE HEOOXOJUMBIEC OMEPAIMH BBHINOIHEHBI, U
YTO KaXKJlasi CEpUsi COOTBETCTBYET YCTAHOBICHHBIM TPEOOBAHUSIM.

OO6pazoBanue, o0yueHrue U CTaxX pabOThl YTOTHOMOYEHHBIX JIUIL JOJKHBI
COOTBETCTBOBATh YCTAHOBIIEHHBIM TpeboBanusM Coro3a. OHU JOJKHBI TOCTOSIHHO
U HENpEphIBHO HAXOAUTHCS B PACHOPSHKEHUH BiaJeNblla JMIEH3UM Ha
MIPOU3BOJICTBO JIJIsl BBITIOJTHEHUST CBOUX 00S3aHHOCTEH.

OO0s3aHHOCTH YTOJHOMOYEHHOIO JIMIA MOTYT OBITh MEPENaHbl TOJBKO
JIpyroMy Y OJTHOMOUYEHHOMY(BIM) JIUILY(aMm).

[Topsimok moATBEpKIEeHUS YTOJTHOMOYCHHBIM JIUIIOM COOTBETCTBUS CEPUU
npoaykuuu npuseaeH B [Ipunoxenun 16.

2.7 O0s3aHHOCTH PYKOBOJUTEIIS MTPOU3BOICTBA BKIIOYAIOT, KaK IPABHIIO:

1) oOecrieueHHEe COOTBETCTBHS IPOM3BOJCTBA M XPAHEHUS MPOAYKIIUH
YTBEPKJICHHON JOKYMEHTAIMH J1Jis1 o0ecreueHrs TpedyeMoro KauecTna,

11) YTBEpXKJECHUE UHCTPYKIIMH, Kacaroluecs: IPOU3BOICTBEHHBIX OIEpaIu,
1 00€eCIeuynBaTh UX CTPOTOE BHITIOJIHEHHUE,

111) oOecrieueHre OLICHKU W TMOANMMCAHUSI MPOU3BOJCTBEHHBIX JTIOKYMEHTOB
YIOJHOMOYEHHBIM Ha 3TO NIEPCOHAJIOM;

1v) obecrieueHre U rapaHTusi KBATU(GUKAIIMKM, COAEPIKaHUs, IKCILTyaTallui0 U
TEXHUYIECKOE 00CTY)KHBaHUE TIOMEIIICHUN 1 000PYI0BaHHUS B CBOEM TOIPA3ICICHAN;

V) oOecrieyeHre U TapaHTHs MPOBEICHUS COOTBETCTBYIOIICH BaTU AN,

Vi) oOecrieycHre W TapaHTHUS MPOBEACHUS HEOOXOIUMOr0 IMEPBHYHOTO U
MOCJICTYIOIIETO HEMPEPBIBHOTO O0YICHMS TIEpCOHAIa CBOECTO TOIpa3 IeICHUS.

2.8 OO0s13aHHOCTH PYKOBOAMUTENS TOAPA3ACICHAS KOHTPOJISI KadecTBa
BKJTFOYAIOT, KaK MPaBUJIO:

1) omoOpeHHe WM OTKJIOHEHHE, €CIIM OH CUHUTAeT 3TO HEOOXOJIUMBIM,
UCXOJTHOTO CBHIPhSi W YNAKOBOYHBIX MATEpPUAJIOB, a TakKXKe IMPOMEKYTOUHOM,
HepachacoBaHHOM U TOTOBOW MPOYKIINH;

1) oOecrieucHre MPOBEACHHUS BCEX HEOOXOMUMBIX HCIBITAHHH M OLEHKY
COOTBETCTBYIOIIUX 3aITUCEM;

Iil) yrBepkaeHue crienn(UKalny, Mpoueaypbl Mo 0TOOpY Mpod, METOAMKH
UCIIBITAaHUM U IpyTHE TIPOLIETYPHI IO KOHTPOJIIO Ka4eCTBA;

IV) 0100peHHEe CIEIUANINCTOB, MPUBJICKAEMBIX K MPOBEICHUIO MCIBITAHUN
110 KOHTPAKTY, ¥ OCYIICCTBICHUE KOHTPOJIS 32 HUMU;

V) oOecriedeHHe W rapaHThs KBaJM(DUKAIIMK, COJCPIKAHUS, SKCILUTyaTallud 1
TEXHUYECKOTO OOCITYXMBaHUS TIOMEIICHWH W OOOpyJOBaHHS B  CBOEM
Mo/Ipa3icJICHUH,

Vi) oOecrieucHe 1 rapaHTHUs TPOBEACHHS COOTBETCTBYIOIICH BalIalIVH;

Vvii) obecrieueHne W rapaHTHs MPOBEACHHS HEOOXOIUMOIrO MEPBHYHOTO U
MOCJIETYIOIIETO HEMPEPHIBHOTO 00YYEHUS TIEpCOHAIa CBOETO TOIpa3 IeICHUSI.

Jpyrue 0053aHHOCTM TIepCcOoHala TMOAPA3ACICHUs] KOHTPOJIA KadecTBa
W3JI0KEHHI B I1aBe 6.

2.9 PykoBoauTenu mpoW3BOJCTBA U MOPA3ACIICHUS] KOHTPOJS KavyecTBa W,
npyu  HEOOXOJUMOCTH, PYKOBOJWUTENh OTHAeNa oOOecrnedeHus KayecTBa WM

15



PYKOBOAMTENb CIYyXObI KadecTBa, Kak MPaBHJIO, UMEIOT HEKOTOpbIe O0IIKe WU
COBMECTHO BBIMOJIHSIEMbIE 005I3aHHOCTH, OTHOCSIIHECS K OOECIEUeHUI0 KauecTBa
NPOJYKIMU, BKIIOYAash B YAaCTHOCTH, pa3pabOTKy, 3(PQpeKkTHuBHOE BHEApPEHUE,
nojAJIep>KaHNUe U MOHUTOPUHT CUCTEMBI YIIPaBJICHUS Kaue€CTBOM.

DTH 00513aHHOCTU MOTYT BKJIIOUYATh:

I) corlacoBaHME W YTBEP)KIACHHE NHMCBMEHHBIX TIPOLEAYP M JIPYTUX
JIOKyMEHTOB, B TOM YHCJI€ BHECEHUE B HUX U3MEHEHUI;

1) MOHUTOPHHT ¥ KOHTPOJIb TIPOU3BOJICTBEHHOM CPEIIBI;

lil) KOHTpOJb 3a COOJIIOJICHUEM TUTHCHHYECKHX TpeOOBaHWU Ha
MIPEANPUATHH;

IV) BaJIMIAITHIO TIPOIIECCOB;

V) o0ydeHue TepcoHana;

Vi) yTBepKIIEHUE ¥ MOHHTOPUHT IOCTABIIMKOB MCXOTHBIX M YIaKOBOYHBIX
MaTepHuaoB;

Vil) yTBep)KJIcHHEe U MOHUTOPUHT OpPTaHU3aIlNi, BBITIOIHSIOIIUX PAOOTHI IO
KOHTPAaKTy M TIOCTaBIIMKOB Jpyroi cBs3anHod ¢ GMP ayrcopcunrosoi
NeSTEIIbHOCTH;

Vviil) ompeneneHrne W MOHHTOPHHI COOJIFOJCHHS YCIOBUH XpaHCHHS
MaTepHaJioB U MPOIYKIIHUH;

IX) XpaHeHUe 3aIucen;

X) MOHUTOPHHT coOmoieHns TpedboBannii GMP;

Xi) mpoBepka, paccienoBaHie U 0Toop Mpod (00pas3IoB) B LEISIX KOHTPOJIS
($hakTOpOB, KOTOPHIE MOTYT MOBJIUATH HA KAYECTBO MPOAYKIIHUH;

Xil) y4acThe B aHajgW3€ CO CTOPOHBI PYKOBOJCTBA (DYHKIIMOHHPOBAHUS
MPOIECCOB, KadecTBa MPOAYKIMA ¢ CHCTEMBl VYIPABICHUS KaueCTBOM U
MOJIIEPYKKA TTOCTOSTHHOTO YITyYIIICHUS,

Xiil) oOecmeuyenne cBoeBpeMeHHOro U 3()PEKTHBHOrO IMpolecca oOMeHa
uHbopMalMeli U JOBEIEHUE NPOOJIEMHBIX BONPOCOB IO KAadyecTBY JO
PYKOBOJSIIIETO COCTaBa COOTBETCTBYIOIIETO YPOBHS.

O0yuenue

2.10 IIpouwsBomuTenb JOJDKEH oOOecrmeyuTh OO0ydeHue TepcoHana,
JOJDKHOCTHBIE ~ OOS3aHHOCTM ~ KOTOPOTO  NIpEeAmnoJjiaraioT — npeOblBaHHE B
IPOM3BOJCTBEHHBIX W CKJIQJCKMX 30HAX WM KOHTPOJBHBIX JIabOpaToOpHsX
(BKJIFOYAs TEXHUYECKUM U OOCITY>KMBAIOIIUA TEpCOHAN, a Takke pPabOTHHUKOB,
IPOBOJALIMX YOOPKY), a TaKKe Jpyroro HepcoHama, AESATEebHOCTh KOTOPOTO
MOJKET OKa3aTh BIMSHHUE HA KAYECTBO MPOAYKIIHH.

2.11 KpomMe OCHOBHOTO OOy4Y€HHS, BKJIIOYAIOIIETO TEOPHI0 U TPAKTHUKY
MIPUMEHEHUSI CUCTEMBI yNpaBieHUs kKadecTBOM M GMP, kaxaplil NPUHATHIM Ha
paboTy pabOTHUK JOJDKEH MPONUTH TEPBUYHOE OOYYEHHE B COOTBETCTBUU C
JOJDKHOCTHBIMU ~ 0Osi3aHHOCTAMHU.  [IpousBonuTens  JOMDKEH  MPOBOAMTH
nocieayroee HenpepbiBHOE 00ydeHHe NepcoHalia, MepUOANUECKH OLEHUBAsI €ro
sbdexTuBHOCT, Ha TpakThKe. OOydeHHE TMepcoHala JOJKHO MPOBOAUTHCS TIO
nporpaMMaM  OOy4YeHUs, YTBEP)KICHHBIM COOTBETCTBEHHO PYKOBOJUTEIEM
IPOU3BOJACTBA, JHOO PYKOBOJUTENEM MOApPA3AEICHUs] KOHTPOJS KadecTsa.
[TpousBoauTens 00s3aH XPAHUTh 3aMUCH O MTPOBEIECHUU O0yUEHUS.
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2.12 Tlepconan, paboTarouiuii B 30HaX, I7le KOHTaMUHAIUS TPEICTaBisIeT
OMACHOCTb, HAlPUMEpP, B YMCTHIX 30HAX WJIM B 30HAX, IJle€ pabOTalOT C BBICOKO
aAKTUBHBIMU, TOKCHYHBIMH, HWHOUIMPYIOUIUMU WIH CEHCUOMIN3UPYIOMIUMHU
BEIIECTBAMH, JTOJKEH POUTH ClielUaIbHOE 00yUeHHUE.

2.13 TlocetuTenu u (WJIM) HE TPOIICANIAEC OOYYEHUS] COTPYJAHUKH HE
JOJDKHBI JIOMYCKaThCS B 30HBI MPOM3BOJICTBA U KOHTpOJIA KadecTtBa. Eciau 310
HEN30€KHO, OHU JIOJDKHBI MTPEABAPUTEILHO MPOUTH MHCTPYKTAX, B YaCTHOCTH, 10
TUTHCHHYECKUM TPEeOOBAaHUSAM K TIEPCOHATY ¥ HCIOJIB30BAHUIO 3AIUTHOU
OJIeK/IbI. 32 HUMH JJOTHDKHO OBITH OPTaHW30BaHO HAOIOCHHUE U COTIPOBOXKICHHUE.

2.14 Tlpu oOydyeHHHM TOJIKHBI TOIPOOHO pPa3bSCHATHCS M O0OCYXKIAThCA
OPUHITUIBL  (DApMAIEeBTUYECKON CHCTEMBl KadecTBa, a TakKe BCE MEpHI,
yIIy4dIIaronifue UX MOHUMaHUE U OCYIIECTBIICHUE.

I'uruenuyeckue TpeGOBAHUSA K NMEPCOHATY

2.15 Ha npeanpusiTuu A0JKHBI OBITH pa3padOTaHbl JIeTalbHbIE TTPOTPaMMBbI
10 TUTHUEHE TPYJIa, C YU€TOM 0COOCHHOCTEH KOHKPETHOIO Mpou3BojicTBa. [IpaBumna
JOJDKHBI ~ COJIEPKaTh  MPONEAYPHI, Kacaloluecs 3J0pOBbsi, COOJIOJECHUS
TUTHEHUYECKUX MPaBUII M OJEKbI TiepcoHana. Kaxapiii paboTHUK, 00s3aHHOCTU
KOTOPOTO MPEANoaraloT npeObIBaHNUE B 30HaX MPOU3BOJICTBA U KOHTPOJIA, JOJIKEH
MOHMUMAaTh M TOYHO COOJIIOAATh ATH TMpolenypbl. PyKOBOJICTBO mNpeanpusiTUs
JIOJDKHO COJIEWCTBOBATh PA3BUTHIO TNPOTPaMM IO TUTHUEHE, KOTOpbIE CIEAyeT
HIMPOKO 00CYKAATh IPU OOYUYECHHH.

2.16 Jluma, mpuHMMaemble Ha pPaOOTY, JOJDKHBI MPONTH METUIIUHCKUN
ocmoTp. [lpousBoautens 00s3aH yTBEPAUTh MHCTPYKIHMH, OOECIIEUUBAIOIINE €T0
OCBEJIOMJICGHHOCTh O COCTOSTHHH 3/I0POBbsI TIEPCOHANIA, KOTOPOE MOKET MOBIHUSTH
Ha KauecTBO mpoaykuuu. [locie mepBUYHOTO MEAMIIMHCKOTO OCMOTpa JOJHKHBI
MIPOBOUTHCS PETYIIAPHBIC MOCIEAYIONNE MEAUIIMHCKIE OCMOTPHI TIEpCOHAIA.

2.17 TlpousBoaMTENb JOJDKEH NPEINPUHATH MeEpbl, 00€CIeUnBaOIINe
HEJIOMyIIEHUEe JMIl C WHPEKIMOHHBIMU 3a00JICBAaHUSIMU WA OTKPBITHIMHU
MOBPEXKICHUSAMH Ha OTKPBITHIX YYacCTKax Teia K MPOU3BOJCTBY JIEKAPCTBEHHBIX
CPEICTB.

2.18 Jluma, BXongmue B TIPOU3BOJCTBEHHBIC 30HBI, JTOJDKHBI HOCHTH
3aIUTHYIO OJICK/TY, COOTBETCTBYIOIIYIO BBITIOJHSEMBIM B 3TUX 30HAX OTIEPAIUSIM.

2.19 B mnpou3BOACTBEHHBIX 30HAaX M CKJIAJICKUX 30HAX 3alperiarTcs
KypeHHe, TIPUEM TIHIIH, TUThE, )KEBaHUE, a TAK)KE XPAHCHHUE THUIIECBBIX MTPOTYKTOB,
HAIMTKOB, Ta0auHBIX W3MCIUH W JUYHBIX JIGKAPCTBCHHBIX mpemnapaToB. He
JIOTIYCKAIOTCA JIIOOBIe JCWCTBHS, HapylIarolle TUTHEHWYECKHue TpeOOBaHUSA B
MIPOU3BOJICTBEHHBIX MOMEMICHUAX (30HAX) WM B APYTHX MECTax, KOTOPHIE MOTYT
OKa3aTh HEOJIAroNMpUATHOE BIMSHNE HA KAY€CTBO MPOAYKIIUU.

2.20 Heo6xonumo n3deraTh HEMOCPECTBEHHOTO KOHTaKTa PyK IMepCcoHala ¢
OTKPBITOM  TPOAYKIMEH, a Takke Jro00M  4acThlo  00OpyaOBaHWMS,
KOHTAaKTUPYIOLIEN C TPOAYKIHUEN.

2.21 Tlepconan moipKeH OBITH 00YYEH TPAaBHIIAM MBITHS PYK.

2.22 CnenuanbHbie TpeOOBaHUS, OTHOCSIIIHECS K MMPOU3BOJCTBY OTACIBHBIX
BUJIOB TIPOJYKIIUU, HATIPUMED, CTEPUIIHHBIX JICKAPCTBEHHBIX CPEJICTB, MPUBEICHbI
B MIPWJIOKEHUSAX K HAcTOSIHMM [IpaBumam.
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KoHcyabTaHTHI

2.23 KoHCynbTaHTBI JOJKHBI HMETh COOTBETCTBYIOIIEE OOpa3oBaHMUE,
MOJATOTOBKY U ONBIT WJIM JIIOOYI0O MX KOMOMHAIIMIO IO BOMPOCAM JIESTEIIbHOCTH,
JUIsl KOHCYJIbTUPOBAHMS KOTOPOWM OHM TpuBJeKatoTcs. ClelyeT BECTH UX YYeT C
yKa3aHUEM JIMYHBIX JaHHBIX, aJIpEC MPOKUBAHUS, KBATM(UKAIIMKU U BUAA YCIYT,
MPEIOCTABIISIEMbIX 3TUMU KOHCYJIbTAHTAMM.

I''TIABA 3. IOMEIHIEHHUSA U OBOPYJ1OBAHUE

IMpuHnun

HOMCHICHH}I u O60py,Z[0BaHI/I€ CJIcayeT paciojararb, IIPOCKTHUPOBATD,
CTPOUTD, OCHAIIAaThb u 9KCILTYaTUPOBATH TaKHUM 06pa30M, IITO61>I OHU
COOTBCTCTBOBAJIM IIPOBOAUMBIM OIICpAIIHAM. Nx PAaCIIOJIOKCHNUC U KOHCTPYKIUSA
JOJOKHBI CBOJIUTH K MI/IHI/IMYMy pI/ICK OH_II/I6OK n O6€CHC‘II/IBaTb BO3MOXHOCTH
3¢} (HEKTUBHON OYUCTKM U OOCITY)XHBAHHS B IIEJIAX HCKIIOUYECHUS TEPEKPECTHOM
KOHTaMUWHAallU1, HAKOIIJICHUA IIblJIM HJIN I‘pﬂSI/I u J'IIO6BIX HC6J'IaFOHpI/I$ITHBIX
(aKkTOpOB JIs1 KaueCTBA MPOIAYKIIHH.

HHomemenus

OO0mue TpedoBaHMsI

3.1. Ilpon3BoACTBeHHAs CpeAa TOMEIICHHUM, YIUTHIBAsI BCE MEPHI 110 3aIUTe
NPOM3BOJCTBA, JIOJDKHA TIPEACTABIATh MHUHUMAIBHBIA PHUCK KOHTAMHHALIUU
MaTepUajoB WU MPOTYKIUH.

3.2. CnenyeT TPOBOAUTH  TINATEIBRHOE TEXHUYECKOE OOCITYyKMBAaHUC
MOMEIIEHUH, TapaHTUPYs, YTO PEMOHT M OOCIy)XHBaHHE HE OyAyT MpPenCTaBISATH
HUKaKOW OMacHOCTH JJi KadecTBa mponaykuuu. Ilomemenus cnenyer youpars u,
rie OpUMEHHMO, Je3UH(UUUpPOBaTh B  COOTBETCTBUM C  MOAPOOHBIMHU
NUCHbMEHHBIMU UHCTPYKIUSIMHU.

3.3. OcBemnieHue, TemMneparypa, BIQKHOCTh UM BEHTHJISIIHS JOJKHBI OBITH
COOTBETCTBYIOIIMMHU M HE OKa3blBaTh HEOJArompHUsITHOIO BO3AEUCTBUA (MPSIMOTO
WJIM KOCBEHHOI'0) HU Ha JIEKAPCTBEHHBIE MpenapaThl BO BpeMs UX IMPOU3BOACTBA U
XpaHEeHus1, HU Ha HajJexailee GyHKIIMOHUPOBaHUE 000PYJOBaHMUSL.

3.4. IlomemieHust AOMKHBI OBITh CHPOECKTUPOBAHBI M OCHAIICHBl TAaKUM
o0Opa3oM, yToObl 00ecreurnBaTh MAKCUMaIbHYIO 3aIIUTY OT MTPOHUKHOBEHUS B HUX
HACEKOMBIX HMJIH )KMBOTHBIX.

3.5. JlomkHbI OBITh NPUHSTHI MEPHI, MPEJOTBPALLAOIINE BXO B TOMEIICHUS
JWI, HE WMEIONIMX MpaBa I0CTyla B HHUX. 30HBI MPOW3BOJICTBA, XPAaHEHHUS U
KOHTPOJISI KaueCTBa HE OJKHBI MCTIOJIB30BATHCS KaK MPOXOIHBIC IS TIepCcoHaa,
KOTOPBIN B HUX HE paboTaerT.

IIpousBoacTBeHHAS 30HA

3.6. IlepekpecTHass KOHTAMUHAIIMS JIOJDKHA OBITH MPEIOTBpAIeHa ISl BCEX
JIEKapCTBEHHBIX CpEACTB npu MPOEKTUPOBAHUU U OKCIUTyaTaluuu
MIPOM3BOACTBEHHBIX IMOMENIEHUM. Mepbl MO0 NPEeAOTBPAILCHUI0 NEPEKPECTHOU
KOHTAMUHALIUK JIOJKHBI OBITH COM3MEPUMBI C puUCKaMu. [[Is ouneHku wu
yOpaBJeHUs] PUCKAMU CJIETYET HUCIIOIb30BaTh MPHUHIMIIBI YIPABICHUS pPUCKaAMU
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JUIsT KadecTBa. B  3aBUCHMOCTH OT YpOBHS pHCKAa MOTYT MOTPeOOBATHCS
BBIJICJICHHbIE TOMEUIEHUSI W 00OpyJoBaHUE [UJIsi TMPOM3BOJCTBEHHBIX W/WIIH
YIaKOBOYHBIX ONEpaluii, YTOObI KOHTPOJIUPOBATH PUCK BO3MOXKHOM NEPEKPECTHON
KOHTaMHUHAIIMA HEKOTOPBIMU JIEKAPCTBEHHBIMU CPEICTBAMMU.

Heo6xoaumo BbIAENTATh TPOU3BOJACTBEHHBIE YYACTKH, €CJIM JIEKAPCTBEHHOE
CPEIICTBO MPEICTABIIAECT COOON PUCK:

I. KOTOpBIi HE MOXET KOHTPOJIUPOBATHCS HaJJIeXKaMM  00pa3oM
OpraHU3alMOHHBIMY U/WJIH TEXHUIECCKUMHA MEpPaMU, WITH

Il. HayYHbIC JAHHBIC TOKCUKOJIOIMYECKON OIEHKH HE IOJTBEPIKIAIOT
BO3MO>XHOCTh HaJIJIeKAIIETO KOHTPOJIS pucka (Hammpumep,
BBICOKOCCHCUOMIIM3UPYIONINE MaTEepHabl C aJIEPTEHHBIM TOTCHIIMAJIOM, TaKHE
KaK OeTa-JaKTaMbl), UiIu

Ili. COOTBETCTBYIOIIME TWIPEACIBl OCTATOYHBIX KOJWYECTB, IOJyUCHHBIC
NyTeM TOKCHUKOJIOTUYECKOW OLIEHKH, HE MOTyT OBITh YJOBJICTBOPUTEIHHO
ONpEIENICHBI C TOMOIIBIO BAIMINPOBAHHOTO AHAJTUTUYECKOTO METOAA.

JlanpHelie yka3aHus pyuBeAcHBI B riase S u B [Ipunoxenusx 2, 3,4, S u
6 Hacrosiux [IpaBui.

3.7. IlpeanoyTuTEeNbHO, YTOOBI IJIAHUPOBOYHBIC PEUICHUS TMOMEIIEHUMN
COOTBETCTBOBAJIM  JIOTMYECKOM  TMOCIJIEIOBATENIBHOCTH  MPOWU3BOACTBEHHBIX
orepanuii u TpeOyeMbIM YPOBHSIM YUCTOTHI.

3.8. IlnannpoBOYHbIE pelIeHHs] padOYnX 30H U BHYTPUIIPOU3BOACTBEHHBIX
30H XpaHEHUsI JIOKHBI oOOecleurBaTh IOCIEAOBATEIbHOE U JIOTHYHOE
pasMmenieHue OO0OpYyJOBaHUS W MAaTEpHAIOB, CBOJAIIEE K MUHHUMYMY PHCK
MepenyThIBAHUS PA3IUYHBIX JICKAPCTBEHHBIX MPENapaToB WU UX KOMIIOHEHTOB,
o0ecrieunBaroIiee OTCYTCTBHE IEPEKPECTHON KOHTAMHHAIMKM M CBOJSAIIEE K
MUHUMYMY PHUCK MPOIYCKa WM HEMPABWIBHOTO OCYILECTBJICHUS JII0OOro 3Tamna
IIPU IPOU3BOJICTBE WJIM KOHTPOJIE.

3.9. Tam, rie UCXOTHOE CHIphE U TIEPBUYHBIC YIMAKOBOUHBIE MAaTEpUAIIbI,
MPOMEXKYyTOUHAss WM HepachacoBaHHAs NPOIYKIMS TOJBEPIKEHBI BIUSHUIO
MIPOU3BOJICTBEHHOM CpeJibl, BHYTPEHHHE MOBEPXHOCTU (CTEHBI, MOJIBI U TIOTOJKH)
JIOJDKHBI OBITh THAAKAMU, O€3 IIeNe U TPEeIIMH Ha CThIKAX, OHU HE JOJKHBI
BBIJICJISITh YACTHUIl, a TaKXXe JOJKHBI JIETKO U 3()()EKTUBHO OUHUIIATHCS M, MPHU
HE0OXOAMMOCTH, AC3UH(DUIIMPOBATHCS.

3.10. TpyOompoBOAbI, OCBETUTECIbHBIC TPUOOPHI, BEHTUJISAIIMOHHBIC
YCTAHOBKHU U JIPYTHE CUCTEMbl OOCTY>KUBAHUS JAOJIKHBI OBITH CIIPOCKTUPOBAHBI U
pPacnoJioKEeHbl TAKUM 00pa3oM, 4TOObI HE ObUIO YIIIyOJICHHM, 3aTPYIHSIOIINUX HUX
ounucTKy. [lo BO3MOXKHOCTHU, JOCTYN K HHUM JJI OOCTY>KMBAHUSI JOJKEH OBITh
W3BHE MMPOU3BOJICTBEHHBIX 30H.

3.11. Touku MNOAKIIOYEHUS K KAHAIM3AIMOHHBIM CTOKaM JOJKHBI OBITh
COOTBETCTBYIOIIUX  pPa3MEpPOB W OOOpPYJOBAaHBI  YCTPOMCTBAMU  JIS
penoTBpaIieHus oO0patHoro moTtoka. [lo BO3MOXXHOCTH crleayer u30eraTh
OTKPBITHIX CIUBHBIX >KeJT000B; HO €CIIM OHM HEOOXOIUMBI, TO OHH JIOJDKHBI OBITH
HErTyOOKUMU JJI 00JIETYSHUSI OUNCTKH U JIE3UH(PEKITUH.

3.12. TlpousBoacTBeHHBIE 30HBI cienyeT 3(G(EKTUBHO BEHTUIMPOBATH;, B
HUX JOJOKHBI OBITH CpEACTBA JUISI KOHTPOJS TMapaMeTpoB BO3ayXa (BKIHOYAs
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TEMIEPATYPY U, TJe HEOOXOIUMO, BIAXKHOCTh U (PUIIBTPALIUIO), COOTBETCTBYIOIINE
oOpabaTeiBaéMOM MPOAYKLHH, MPOBOAMMBIM ONEPALUAM U IPOU3BOACTBEHHOMN
30HE.

3.13. B3BemmBaHuE HCXOJHOTO CBIPbS OOBIYHO CIEAYET OCYIIECTBIISATH B
OTJEJIBHOM, NPEAHA3HAYEHHOM JJIsl 3TOTO IIOMEIICHUH.

3.14. B Tex ciydasx, Korjaa MpoucxoauT 00pa3oBaHuE MbUIM (HaIpUMeEp, BO
BpeMs 0TOopa npo0, B3BEIIMBAHUS, CMEIIMBAHUS U IIPOU3BOACTBEHHBIX ONEpallni,
YIIAKOBKU CYXOW NPOAYKIIMH), JOJDKHBI OBITh MPHUHSTHl CHEIHATbHBIE MEpPbI
IPENOCTOPOKHOCTH B LESAX MPEAYNPEKIACHHUS MEPEKPECTHOM KOHTAMUHALUUA U
00JIeTYeHHSI OUUCTKH.

3.15. Ilomemenuss 1y ynakOBKM JIEKAPCTBEHHBIX NPENapaTroB JOJDKHBI
OBITh CHEUUAJIBHO CIPOEKTUPOBAHBI M PACHOJIOKEHBI TaKUM 0O0pa3oM, YTOOBI
n30eXaTh MepermyThIBAaHUS WU MEPEKPECTHON KOHTAMUHALIUY.

3.16. IIpou3BOACTBEHHBIE 30HBI JIOJKHBI OBITH XOPOILIO OCBEUIECHBI,
O0COOEHHO TaM, I'Jie IPOBOAUTCS MTOCTOSHHBIA BU3YyaIbHbI KOHTPOJIb.

3.17. KonTpons B mpolecce MPOU3BOJCTBA MOXHO MPOBOAUTH B
IIPOU3BOJICTBEHHOM 30HE, €CIM 3TO HE CO3[JAeT PUCKA JUII TEXHOJIOIMYECKOrO
nporecca.

Craaackme 30HbI

3.18. Ckiraackue 30HBI JOKHBI OBITH JJOCTATOYHO BMECTUTCIBHBIMU, YTOOBI
o0ecrneunTh YIMOPSJOUYCHHOE XPAHEHUE Pa3IMYHBIX KaTeropuil MaTepuaioB U
MPOAYKIIUU: HUCXOIHOTO CHIPhS W YINAKOBOUHBIX MAaTepUalioB, MPOMEKYTOUYHOMH,
Hepac(acoBaHHON W TOTOBOM MPOAYKIIMHU, a TAKXKE MPOAYKIIMHU, HAXOIAIICHCS B
KapaHTUHE, MPOAYKIHMH,  Pa3pelIeHHOW  JJIsi  BBINYCKa,  OTKJIOHEHHOMH,
BO3BPAILICHHON WJIA OTO3BAHHOM.

3.19. Ilpu mOpOEKTHPOBAHMM M OCHAIEHHHM CKJIQJCKUX 30H CIEIyeT
npeaycMaTpUBaTh HAMJICKAIIUE YCIOBUS XpaHEHHs. B 4acTHOCTH, OHU JTOJKHBI
ObITh YUCTBIMH M CYXHMH, B HHX JOJDKHA TMOJJIEPKUBATHCA Tpedyemas
temriepatypa. Eciu TpeOyroTcsi crhelualbHble YCIOBUS XpaHEHHUs (Hampumep,
TeMIlepaTypa, BIAXHOCTb), TO HUX CJEIyeT o0ecrneynBaTh, NPOBEPATh U
OCYILIECTBJISITh UX MOHUTOPHHT.

3.20. B mecTax mpHeMKH M OTTPY3KU JOJDKHA OBITH oOecrieyeHa 3aluTa
ChIPbSl, MAaTEPUAIOB W MNPOAYKIHUH OT BO3ACHUCTBUS TMOTOJHBIX YCIOBUW. 30HBI
MPUEMKHU JOJKHBI OBITH CIPOEKTUPOBAHBI U OOOPYJOBaHBI TaK, YTOOBI Tapy ¢
MOCTYNAIOIIUM  ChIpbEM W MaTepuajaMu Tepell CKIaJupOBaHUEM  IpHU
HEO0OXOIMMOCTH MOKHO OBLIIO OUUIIATh.

3.21. Eciu pexxuM KapaHTHMHA OOecrneurBaeTCsl XpaHEHHEM MPOIYKLUHUU B
pa3AeNbHBIX 30HAX, TO ATH 30HBI JOJDKHBI OBITh YETKO 00O3HAYEHBI, a JOCTYI B
HUX DPa3pellieH MepcoHaly, UMEIIIeMy Ha 3To mpaBo. Jltobas apyras cucrema,
3aMeHstomas (U3NYECKUN KapaHTHH, JIOJDKHA OO€CIeurnBaTh SKBUBAJICHTHYIO
0€30I1acCHOCTb.

3.22. Kak mpaBumio, JI0bKHA OBITH OTACHBbHAs 30HA JJIs1 OTOOpa MpoO
UCXOHOTO ChIpbsi. Eciam orGop mpoO ocyiecTBiseTcs B 30HE XpaHEHHUS, TO OH
JOJDKEH TTPOBOIUTHCS TaKUM 00pa3oM, YTOOBI MPEOTBPATUTh KOHTAMUHAITUIO UITH
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NEPEKPECTHYIO KOHTAMUHALIUIO.

3.23. JIns XpaHeHUs: OTKJIIOHEHHBIX, OTO3BAHHBIX MJIM BO3BPAIICHHBIX CBHIPbS,
MaTepHaloB WU MNPOAYKIIMU JOJKHBI OBITh MPEIyCMOTPEHBI H30JMPOBAHHBIC
30HBI.

3.24.BbICOKO aKTHMBHbBIC BEIIECTBA U JIEKAPCTBEHHBIC MpENapaThl JOJKHBI
XPaHUTHCS B OE€30IMMACHBIX U 3AIIMUIIEHHBIX 30HAX.

3.25. Cnenyer ynensiTh oco00oe BHUMaHHE O€30MACHOMY U HAJIEKHOMY
XpPAaHEHUIO0 TI€YaTHBIX YIMAKOBOYHBIX MAaTE€pUalOB, TaK KaK OHU CUYUTAIOTCA
KPUTUYECKUMH I OOECHEYEHHs] COOTBETCTBHS JIEKAPCTBEHHOIO IIpernapara
YCTaHOBJICHHBIM TPEOOBAHUSIM.

30HBI KOHTPOJISI Ka4YecTBA

3.26.Kak mpaBmio, mabopaTopuu KOHTPOJS KauecTBa JOJIKHBI OBITH
OTJEJIEHBI OT MPOU3BOICTBEHHBIX 30H. DTO 0COOEHHO Ba)XHO ISl JIaOOpaTOpUil 1O
KOHTPOJIIO OMOJIOTHYECKMX U MUKPOOHOJIOTUYECKUX JIEKAPCTBEHHBIX MpErapaToB
Y paJMOU30TONOB, KOTOPBIE AOJKHBI ObITh TAK)KE OTIIEJIECHBI IPYT OT JApyra.

3.27.KoHTponbHble J1a00paTOPUN JOJKHBI OBITh CIPOEKTUPOBAHBI TAKUM
o0pa3oM, YTOOBl COOTBETCTBOBATh TPEOOBAHUSAM K MPOBOJUMBIM B HUX paboTaM.
Bo uzbexxaHue mnepenyTblBaHHUA W MEPEKPECTHOM KOHTAMUHAIMM OHU JOJIKHBI
UMETh JOCTAaTOYHYIO Iulomaab. HeoOXoaumMo BBIIEIUTH COOTBETCTBYIOLUE U
NOIXOJAIINE IJIOLIAN 1)1 XpaHEHUs! 00pa31oB U 3alncen.

3.28./1n1 4yBCTBUTEIBHBIX MPUOOPOB, HYXKIAOMMXCA B 3allUTEe OT
BUOpAIMK, AJIEKTPOMAarHUTHBIX IOJEH, BIAKHOCTH BO3AyXa U T.A., MOTYT OBITh
MPELYCMOTPEHBI OT/IETbHBIE KOMHATBHI.

3.29.0co0pie TpeOOBaHMS MPEABIBISAIOTCA K Ja00paTOpusiM, B KOTOPBIX
npoBoJsATca  paboThl €O cneuupUYEeCKMMHM  BEIeCTBAMH,  HalpUMEp
OMOJIOrMYECKUMHU WM PaIMOaKTUBHBIMHU MaTepHalaMu.

BcenomoraresabHblie 30HbI

3.30.KomHaTh! OTABIXA ¥ MIPUEMA MUILIU JOJDKHBI OBITh OTACICHBI OT APYTUX
30H.

3.31.Ilomemenus s IepeoIeBaHus, TyaJleThl U AYyIIEBbIe KaOWHBI JOJHKHBI
UMETh YAOOHBIM JOCTYI, X IJAHUPOBKA M Pa3Mephl JIOJDKHBI COOTBETCTBOBATH
YUCIIEHHOCTH TepcoHana. He momyckaercsi, 4TOOBl TyasieThl HEMOCPEICTBEHHO
COOOIIATTUCH C MPOU3BOICTBEHHBIMU UJIN CKJIAJICKUMU 30HAMHU.

3.32. Macrepckue, O BO3MOXHOCTH, JIOJDKHBI OBITH OTIEIEHBI OT
MPOU3BOJICTBEHHBIX 30H. B TOM ciydae, eciii XpaHEHHE 3alacHbIX YacTed u
WHCTPYMEHTOB OCYIIECTBIISIETCS B TPOU3BOACTBEHHOW 30HE, HX CJEAyeT
CoepKaTh B TMPEAYCMOTPEHHBIX IS ATOTO KOMHATaX WM 3alUparOIIUXCs
AMUKAX.

3.33.BuBapuu JOKHBI OBITH XOPOIIO U30JUPOBAHBI OT JAPYTUX 30H, UMETh
OTHENbHBIA BXOJA (HOCTYN K HUBOTHBIM) M OTJEIbHBIE CHCTEMBI BO3IyXO-
MOATOTOBKH.
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Ob0opynoBanue

3.34. KoHCTpyKuMs, MOHTaX M TOPSAOK TEXHUYECKOTO OOCITYKHBaHHUS
MIPOU3BOICTBEHHOTO 000PYA0BaHHUS JOHKHBI COOTBETCTBOBATH €r0 HA3HAYCHHUIO.

3.35. PaboThl O PEMOHTY M TEXHHYECKOMY OOCITYKUBaHUIO 000PYI0BaHUS
HE JO0JDKHBI TPEACTABISITH HUKAKOW ONACHOCTH JIJIs1 KaYeCTBA MPOIYKLIUU.

3.36.KoHCTpyKIIMsSI TPOM3BOJCTBEHHOTO 00OPYIOBaHUSA JOJKHA OBITh
TaKoOW, YTOObI €r0 MOXKHO OBLIO JIETKO M THIATENBHO O4MINATh. OYUCTKY CleayeT
MPOBOJUTHh B COOTBETCTBHUHM C TOJPOOHBIMH MHUCHBMEHHBIMU HHCTPYKIHSIMU;
000pyZ0BaHUE CIEYET XPAHUTh TOJIBKO B YUCTOM M CYXOM COCTOSTHUH.

3.37.MlHBeHTaph IJisi MBIThSl 1 OYUCTKU CIEAYET BHIOMPATh U MCIIOIH30BAThH
TaK, YTOObI OH HE CTal UICTOYHUKOM KOHTaMUHAIIUH.

3.38. O6opyaoBaHue JOKHO OBITh YCTAHOBJICHO TAKUM 00pa3oM, YTOObI HE
JOMYCKaTh BO3HUKHOBEHUE KAKOTO-TMOO PUCKA OMIMOOK MM KOHTAMUHALUIO.

3.39. IIpousBoicTBEHHOE 000PYI0OBAHNE HE JOJDKHO MPEICTABISATh HUKAKON
OMACHOCTU Uil MOPOAYKIMH. YacTu NOPOU3BOACTBEHHOrO O0OpYAOBaHMS,
KOHTaKTHPYIOLUIME C MPOAYKIMEH, HE MOJDKHbI BCTyHaTh C HEM B pEaKIMIO,
BBIACIISTh WJIM a0COpOMpPOBATh BEIIECTBA B TAKOM CTENEHU, YTOOBI 3TO MOIJIO
NOBJIMATh Ha KauyeCTBO NPOJAYKIMU M CO3/1aBaTh, TAaKMM 0O0pa3oM, KaKyr-Iu0O
OIMACHOCTb.

3.40.TouHocTh U paboYMil qUana3zoH BECOB U APYTUX CPEACTB U3MEPEHUI
JOJKHBI COOTBETCTBOBATh IPOM3BOJCTBEHHBIM WU KOHTPOJBHBIM OIEpalusM, B
KOTOPBIX OHU UCIOJIB3YIOTCS.

3.41.KanuOpoBka © TIOBEpKAa BECOB M JIPYTUX CPEICTB H3MEPEHMUIA,
PETUCTPUPYIOIIMX M  KOHTPOJBHBIX MPUOOPOB  JOJKHA IPOBOJUTHCS €
OTIpE/IeNICHHOW MEPUOJUYHOCTBI0 COOTBETCTBYIOIIMMU MeToAamu. Heobxonumo
O(QOPMIISITH U COXPaHATh 3alMUCH TAKUX HUCIIBITAHUMH.

3.42.CranmonapHblie TpyOOIPOBObI JOJKHBI UMETh YETKYI0 MAapKHUPOBKY C
yKa3aHUEM MPOXOMSIIUX MO HHUM BEUIECTB M, €CIU TpeOyercs, HampaBlIEHUs
MOTOKA.

3.43. TpyOonpoBojbl JJiS BOJbI OYHUIIEHHOW, BOABI JUII HWHBEKIUI
(IMCTUNIMPOBAHHOM, AEMOHU3UPOBAHHOW) U, TP HEOOXOAUMOCTH, APYrOW BOJIBI
ciledyeT MOJBeprarb CaHUTApHON 0OpabOTKE B COOTBETCTBUM C MHUCbMEHHBIMU
UHCTPYKIUSAMHU, B KOTOPBIX YyKa3aHbl NpEIesbl MUKPOOHOW KOHTaMUHAIUU U
IPUHUMAaEMbIe MEPHI B CITydae UX MPEBbIIICHNUS.

3.44. HewucnpaBHoe o000pyI0BaHHE, II0 BO3MOXXHOCTH, JOJDKHO OBITh
YIAJIEHO W3 NPOU3BOJICTBEHHBIX 30H M 30H KOHTPOJIS KayecTBa WIIM, IO KpalHen
Mepe, YETKO TPOMAPKUPOBAHO KaK HEMCIIPABHOE.

I'IABA 4. JOKYMEHTAIIUA

HpuHuun

Hannexamas noOKyMeHTanus COCTABISIET HEOTHEMIIEMYIO YaCThb CUCTEMBI
o0ecrieueHnsT KauyecTBa W  SBISETCS KIIOYEBBIM DJIEMEHTOM paboThl B
COOTBETCTBUM C HacrosmuMu [IpaBunamu. B cucreme ynpaBieHuss Ka4yeCTBOM
NPOU3BOAMTENS  JIOJDKHBI ~ OBITh  YETKO  YCTAHOBJIEHBI  PA3JMYHBIE  BH/IbI
UCIIOJIb3yeMOW JOKYMEHTAIlMU U HocuTened nHpopmaruu. JJokyMeHTauss MOKeT
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CYIIECTBOBATh B PAa3IMYHBIX (JOpMax, B TOM YHCIE HA OyMa)KHOM, 3JIEKTPOHHOM
wii  ¢pororpadpuyeckoM HocutTese. [ JIaBHOW LENbl0 NPUMEHSEMON CUCTEMBI
JOKYMEHTAIlUU JIOJDKHO OBITh CO3JIaHUE, YIPABJICHUE, KOHTPOJb U PETUCTpALUs
BCEH JEATENIBHOCTH, KOTOPasi MOXKET HEMOCPEACTBEHHO MJIM OIOCPEOBAHO BIUAThH
Ha BCE acCleKThl KayecTBa JIEKApCTBEHHBIX IIpermapaToB. B gomonHeHue k
HaJJIeXKalleMy JOKYMEHTaIbHOMY O(OPMIIEHUIO PA3JIMYHBIX IPOLECCOB U OLCHKU
KaKuX-1100 HaOJIIOJIEHUH cHUCTeMa YIpaBJIEHHsS KayeCTBOM JOJDKHA COJEpP’KaTh
JOCTAaTOYHO HOJAPOOHBIE YyKa3aHMA. OTHU YKa3aHUs CIOCOOCTBYIOT OOIIEMY
NOHMMaHHI0  TpeOOBaHMII  TakuM  00pa3oMm, YTOOBI  MOXHO  OBLIO
IPOIEMOHCTPUPOBATH UX NOCTOSIHHOE COOIO/IEHUE.

CymiecTByeT [aBa OCHOBHBIX BHJA JOKYMEHTAIlMM JJi BBITIOJHEHUS
TpeOoBaHuil  Hactosmux I[IpaBun u  peructpauum HUX  COOJIIOJEHUS:
perIaMeHTUPYIOIUNA — UHCTPYKIUU (yKa3aHus, TPEOOBaHUA) U PETUCTPUPYIOIIHIA
— 3anucu/oTueTsl. HeoOXoIuMoO NpUMEHSATh COOTBETCTBYIOIIYIO HaJIEKAIIYIO
IPAKTUKY JOKYMEHTaIbHOIO O(OPMIICHHS B 3aBUCUMOCTH OT BHUJIA TOKYMEHTA.

JlokeH ObITh BHEAPEH COOTBETCTBYIOUIMII KOHTPOJb ISl OOecreueHus
TOYHOCTH,  LIEIOCTHOCTH,  JOCTYIIHOCTH ¥  YETKOCTH  JIOKYMEHTOB.
PernameHTupyomniye JOKyMEHTHI JOJKHBI ObITh JOCTYIIHBI B IUCbMEHHOM BUJE U
HE JOJDKHBI cojepaTh omuOOK. [loHSATHE «B MHCHMEHHOM BHJAE» O3HAYAET
3alMCaHHBIA WIN 33J0KYMEHTUPOBAaHHBIA Ha HOCUTEISIX UHPOPMAIUH, C KOTOPBIX
JAHHBIE MOTYT OBITh IMOJTYYEHbI B UUTaeMOM (hopMme.

Tpedyemasas GMP noxkymenranus:

Jlocbe NMPOM3BOACTBEHHOM IUIOIMAJAKHM: JOKYMEHT, B KOTOPOM ONMCaHa
NEeATEIbHOCTD IPOU3BOUTENS, UMEIOIIasi OTHOLIEHUE K HacTosmmM [IpaBuiam.

Tunsl perjiaMeHTHPYIOLIUX JOKYMEHTOB (PYKOBOACTBA U TPEOOBAHUA):

Cnenudurkanmu: JOKYMEHTHI, CcoOAepKaue noapoOHble TpeOoBaHuUsA,
KOTOPBIM JIOJKHBI COOTBETCTBOBAaTh HMCXOJHBIE M YNAKOBOYHBIE MaTepHallbl U
NPOAYKLHMS, HCHONb3YIOUIMECS WM TMOJdy4yaeMble NpH Npou3BoAcTBe. OHHU
SBJISIFOTCS OCHOBOM JUISI OLIEHKH KaYeCTBa JICKAPCTBEHHBIX MPENapaToB.

IIpou3BoacTBeHHbIE peHenTypbl, TEXHOJOIHYeCKHe HMHCTPYKIIUM,
HHCTPYKUMH M0 YIAKOBKE, METOAUKH MCIIBITAHUIN:

JOKYMEHTBI, cojJepkaiue MmoJapoOHyr0  uH(popmamuioo 000  BceM
UCIIOJIb3YEMOM HCXOIHOM CBIpb€, OOOPYJOBaHMM U KOMIIBIOTEPU3UPOBAHHBIX
cucreMax (IpU UX HaJUYMU); B HUX JIOJDKHBI COJIEP)KAThCA BCE MHCTPYKIMH IO
OCYILIECTBJICHUIO TEXHOJOTHYECKHX MPOIECCOB, YMaKOBKE, OTOOpPY mpod u
IIPOBEJICHUIO UCTIBITAHUM. [ 1€ MPUMEHUMO, CIENYET YKa3aTh BCE TOYKU KOHTPOJIS
B IIpoliecce€ IMPOM3BOJACTBA, A TAKXKE HCIIOJIb3YyEMBIE IMPOLECCHO-AHATUTUYECKHE
TEXHOJIOTUM BMECTE C KPUTEPHUSIMU IPUEMIIEMOCTH.

Nudopmanus, coaepxkamasca B MNPOU3BOJCTBEHHBIX  pelENTypax,
TEXHOJIOTUYECKUX MHCTPYKIUAX, MHCTPYKUHUAX MO YIAKOBKE MOXKET COAEPKATHCA
B ITPOMBILIUICHHOM PErJIaMeHTe.

Mpouexypnl  (cranmaptHeie  omnepaunuonHeie  mnporenypsl  (COIlbI):
JIOKYMEHTBI, COJEpXaliie TpeOOBaHUS IO BBIMNOJHEHUIO  OMNpPEIeNeHHBIX
OIepaLvu.
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IIpoToKobI: TOKyMEHTHI, COJEpKallie TpeOOBaHUS IO MPOBEACHUIO U
PEruCTpaliy OTACIBHBIX OIlEepauil.

TexHnyeckue  COIVIALIEHUsI:  COTJIAIICHMS,  3aKIIOYEHHBIE  MEXKIY
3aKa34MKaMUd M MCIOJIHUTEISIMH OTHOCUTEIBHO PabOT, KOTOPBIE BBINOJHSAIOTCS
CTOPOHHUMU OPTaHU3ALUSIMHU (AyTCOPCHUHT).

Tunbl perucTpUPyOIHUX JOKYMEHTOB (3aNIHCH/OTYETHI):

3anmucH: CBHIETENBCTBA, NOATBEPKAAIOLIME BBINOJHEHUE PA3IHYHBIX
JNEUCTBUMA Il JOKA3aTelbCTBA COOTBETCTBUS ~ MHCTPYKLHSIM, HampHUMeEp,
MEpONPUATHAN, TNPOUCIIECTBUM, PACCICAOBAHUM; JUIsl TPOU3BEIACHHBIX CEpUU
COZIEpIKAIllE€ HCTOPUIO KaXJOW CEpUH IPOAYKIMHU, BKIIOYASA €€ pPEealM3alHuIo.
3anucu cofepKaT UCXOHBIC TaHHBIE, UCTIONb3yeMbIe IS (HOPMUPOBAHUS APYTUX
3anucer. B ciydae 3JIEKTPOHHBIX 3alUCEW ONPENEIATh, KAKWME IAaHHBIE CIIENYET
MCIIOJIB30BaTh B KAYECTBE MCXOMHBIX, JOJDKHBI YCTAHOBJIEHHBIE MOJIb30BaTenu. I1o
KpallHel Mepe, BCE JTaHHbIE, HA KOTOPBIX OCHOBBIBAIOTCS PEIICHMS II0 Ka4yeCTBY,
JOJDKHBI ONPENEIATHCA B KAaUECTBE MCXOJHBIX JAHHBIX. 3alMCH, OTHOCAIIMECS K
KOHKPETHOM Cepuu MOTYT OBITh COOpaHbI B 1I0CHE Ha CEPUIO.

CepTudukarsl aHaIU3a: TOKYMEHTHI (IIaCHOPTA, AaHATUTHUYECKHUE JIUCTKH,
JIpyrue JOKYMEHTHI), COJIEpKalllie pEe3lOME pe3yJbTaTOB HUCHBITAaHUI 00pa3loB
NPOAYKIHMHE MM MaTepHaloB BMECTE C OLEHKOH COOTBETCTBUS YCTAHOBJICHHOM
cneumngaunn.

Kak anpTepHaTuBa OIlEHKA COOTBETCTBUS CEPUM YTBEPKIACHHOMY PErMCTPALIMOHHOMY
JOCBEC MOXKCT OBITb OCHOBaHa (LIGJ'II/IKOM niIn IIB.CTI/I‘{HO) Ha aHaJIu3€ JaHHBIX,
mapaMeTpoOB U PE3YyJIbTATOB, IIOJYUCHHBIX B pCaJIbHOM BPCMCHU (pe3mMe M OTYETHI 00

OTKJIOHEHMsX). Takol TOAXO0A NPUMEHMM, €CIM MpU HPOU3BOJACTBE CEPUHU
UCIIOJIb3YETCsI MPOLIeCCHO-aHauTH4YecKas Texnonorus (PAT).

Otuernl: AOKYMCHTBI, COIIPOBOXIAAIOONINC  BBLIIIOJIHCHUC KOHKPCTHBIX
BaﬂaHHﬁ, IIPOCKTOB HIJIH paCCJ'IeI[OBaHI/Iﬁ BMCCTC C pC3yJjibTaTaMH, BbBIBOAAMHU H
PCKOMCHAAITHUAMMU.

YanpasiieHne 10KyMeHTalMen

4.1. oyxkHBl OBITH YCTAHOBJICHBI BCE BHU[bI JOKYMEHTOB, U HX CIIEIyeT
cobmogate. TpeboBaHMS NPUMEHSIIOTCS B paBHOM Mepe KO BceM (dopmam
JIOKYMEHTOB Ha pa3NUYHBIX BUAAaX Hocutenen nHpopmanuu. Heobxomaumo nMeTthb
MOHSATHYIO, HaJJIeKaAIUM o0pa3oM  JTOKYMEHTaJIbHO 0hOpMIICHHYO,
BaJMIMPOBAHHYIO M aJ€KBaTHO KOHTPOJIUPYEMYIO KOMIUIEKCHYIO CHCTEMY
TOKyMeHTanuu. J[OKyMEeHTBI MOTYT OBITh B CMENIaHHBIX (OpMax, HaMpHUMED,
HEKOTOpPBIE 3JIEMEHTHI B 3JIEKTPOHHOM BHJIE, a IpyrHe — Ha OyMa)KHOM HOCHUTEIE.
HeobxoaumMo yCTaHOBUTH B3aMMOCBSI3b M CPEJICTBA YMPABICHUS B OTHOIICHUH
OpUTHHAJIOB JOKYMEHTOB, O(PHUITMANBHBIX KOMHM, 0OpaObOTKHM JaHHBIX M 3aluCcei,
KaK JJI1 CMEIIAHHBIX, TaK W JJI OJHOTHUIHBIX cucTeM. HeoOXxoaumMo BHEIPUTH
COOTBETCTBYIOIIUE CPEICTBA  YyMpaBICHUS B  OTHOIICHUH  AJICKTPOHHBIX
JIOKYMEHTOB, TaKUX KakK IIa0JIOHBI, (OPMbI M TEPBHYHBIC JOKYMEHTHI. J[OKHBI
OBITh COOTBETCTBYIOIINE MEPHI KOHTPOJIS JJIsi 0OeCcTieueHus IeJIOCTHOCTH 3arucei
B TEUCHHE CPOKA XpaHEHUSI.
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4.2. JIOKyMEeHTBI TOJDKHBI TIIATEIBHO pa3padaThIBaThCs, MOATOTABIUBATHCA,
COIJIaCOBBIBATBCS M PACHPOCTPAHATHCA. B 3aBUCHMOCTM OT BHJA OHM JOJIKHBI
OTBEYaTh TPEOOBAHUSAM COOTBETCTBYIOIIMX YacTEH CHELU(PUKALUN UCCIEIYEMOTO
npernapara, perucTpalMoOHHOTO J10ChE, a TakKe JOKYMEHTOB, INOJABAaE€MBIX IS
IOJIy4eHHUs] JIMLIEH3UM Ha IPOM3BOACTBO. KommpoBaHMe  OpHUIHMHAJIBHBIX
JOKYMEHTOB C LEJIbI0 MOJy4yeHUs: pabouyux JOKYMEHTOB HE JOJDKHO JOIYyCKaTh
BHECEHUE KaKUX-JIMOO OMINOOK NMPU KOMUPOBAHUH.

4.3. PermaMeHTupyIOUIME JOKYMEHTBHI JOJDKHBI OBITh YTBEPXKICHBI U
IOANMCAHbl JIMIIAMM, HWMEIOIIMMHM IIPaBO MOMIKCH, C YKa3aHUEM JaThl.
CopnepxaHue JOKYMEHTOB JIOJDKHO OBITh OJHO3HAYHBIM; JOKYMEHTBI JOJIKHBI
UMETh YHUKAIBHYIO HieHTuuKanuio. [lomkHa ObITh OMpe/iesieHa JaTa BBEICHUS B
JICHCTBHE.

4.4. PernmaMeHTUPYIOLIME JOKYMEHTBI JOJDKHBI HMETh JIOTHUHYIO CTPYKTYpY,
o0ecreunBaIIUe NpOCTOTY HMX NpoBepku. CTUb H3JI0KEHUS JOKYMEHTOB
JIOJDKEH COOTBETCTBOBATh MX IPEANOIAraéMOMY HCIONIb30BaHUIO. CTaHIapTHBIC
OIEpallOHHBIE MPOLEAYphl, paboune WHCTPYKUUU U METOJUKHU JOJKHBI OBITh
Hanucasl B opMe, NpeArnoararwnei 00s13aTeIbHOCTb UX BBIIIOTHEHUS.

4.5. JIokyMEHTbI B paMKax CHUCTEMbl YINPaBICHUS KaueCTBOM CIEIYET
pEeryJsipHO TepecMaTpuBaTh W aKTyaJlM3UpOBaTh, HEOOXOAMMO HCKIIOUYUTH
UCIIOJIb30BaHUE YCTAPEBILIUX BEPCUN.

4.6. ToxymMeHTBHl HE AOJKHBI OQOPMIATHCA B PYKONHCHOM BHUJE, OJIHAKO
€CIU B JOKYMEHTHI IPEAYCMOTPEHO PYKONMCHOE BHECEHWE INAHHBIX, TO JTOJKHO
OBITh MTPEAYCMOTPEHO JOCTATOYHO MECTa ISl TAKUX 3aIUCEN.

IMpaBuia HaaJIeXKAIET0 JOKYMEHTAJIbHOI0 0(hOpMIICHU S

4.7 PykomnucHbIE 3alliCH JTOJKHBI OBITh ClI€JIaHbl YETKO M pa300pyuMBO Tak,
YTOOBI BHECEHHBIE JIaHHBIE HEJIb351 ObLIO YIAIHTh.

4.8.3anucu cieayeT BECTH MPH BBIOJHEHUM KaXJIO0Tro JCHUCTBUS U TaKUM
o0pa3oM, YTOOBI MOXHO OBLJIO MPOCIACAUTH BCHO 3HAYUMYIO JIESITEIBHOCTD,
KACaroIYIOCs IPOU3BO/ICTBA JIEKAPCTBEHHBIX MPENAPATOB.

4.9.JTro60€ n3mMeHeHne, BHOCUMOE B IOKYMEHT, JJOJDKHO OBITh MOJIMKUCAHO U
JATUPOBAHO;  M3MEHEHHE  JOJDKHO  JaBaTh  BO3MOXHOCTb  IPOYTEHUS
nepBOHaYabHON nHpopManuu. ['1e mpuMeHnMo, MoJKHA ObITh YKa3aHa MpUYHHA
VU3MEHEHMUS.

XpaHeHHe JOKYMEHTOB

4.10. JoypkHO OBITH YETKO OMNpENENICHO, Kakas 3alKcCh KacaeTcs KaxKIoro
BUJIa TIPOW3BOJICTBEHHOU JEATEIHHOCTH, M TJe OHAa HaxoauTcs. JIOMKHBI OBITH
oOecrieueHbl HaJIeKHBIE MEPBhI KOHTPOJIS, BATHIAUPOBAHHBIE B COOTBETCTBYIOIIUX
CIIydasix, Jyisi 00ecredeHus! IETOCTHOCTH 3aMMCH Ha TIPOTSHKEHUN CPOKA XPaHEHUS.

4.11. OcoOble TpeOOBaHUS TMPEIBSIBISIOTCS K JOKYMEHTAIIUU CEpHH,
KOTOPYIO CIIEyET XPAaHUTh B TEUYEHHE OJHOIO Toja IOCJE OKOHYaHHUS CpOKa
TOJIHOCTH 3TOW CEpUU WIM HE MEHEE ISATU JIET MOCJE BbIAAYM pa3pellieHUs] Ha
peanu3aluuio cepuu YTOJTHOMOYEHHBIM JIMIIOM, B 3aBUCHUMOCTH OT TOr'0, KaKOM
CpPOK jojblie. Jlas JeKapCTBEHHbIX MPENapaToB, MpPeAHA3HAYEHHBIX IS
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KJIIMHAYECKUX HCCIEIOBaHUN, JOKYMEHTALMIO CEPUM CIEAYeT XPaHHUTh, KaK
MUHUMYM, TSATh JIET [IOCJ€ OKOHYaHUS WM O(QUIUAIBHOTO MpEKpalIeHUs
MOCJEAHUX KIMHUYECKUX UCCIEN0BAaHUMN, B KOTOPBIX MCIIOJIB30BANIM 3Ty cepuio. B
3aKOHOJATEIbHBIX TPEOOBAHMSIX K CHEUU(PUUECKUM BHJIaM JIEKAPCTBEHHBIX
npenaparoB (HampuMep, BHICOKOTEXHOJOTUYHBIE JIEKAPCTBEHHBIE Mpenaparbl IS
HamOoJiee COBPEMEHHBIX BHUJOB JICUEHMS])) MOTYT OBITh YCTAHOBIIEHBI OoJjiee
JUITUTEIbHBIE IEPUO/IBI XPAHEHUS OMPEAECICHHBIX TOKYMEHTOB.

4.12. Jlns apyrux BUIOB JOKYMEHTALMU CPOK XPAHEHUs 3aBUCUT OT BHUJIOB
NEATEIbHOCTH, KOTOPYIO 3Ta JIOKYMEHTalMs CONpoBOXJaeT. Kpuruueckyro
JOKYMEHTALMIO, BKJIFOYasi UCXOJHBIE IaHHbIE (HAPUMEp, KaCaroIIHECs BaIUIaluN
WM CTaOMIBHOCTH), MTOATBEPKIAIOIINE WH(OPMAITIIO PETUCTPAIIMOHHOTO JI0CHE,
HEOOXOMMO XpaHUTh Ha TMPOTSKEHUH CpOKa JEHCTBUS PErHCTPAIIOHHOTO
yA0CTOBEpeHUS. JJonycTUMO yIansiTh ONPENEICHHYI0 JOKYMEHTAUIO (HapuMep,
MCXOJIHBIE IaHHbIE, COMIPOBOXK/IAIOIINE OTYETHI [0 BaJTUAALMK WA CTA0OUIBLHOCTH),
€clii JaHHble ObUIM 3aMEHEHbl IMOJHBIM KOMIUIEKTOM HOBBIX JIaHHBIX.
O0ocHOBaHME TaKUX JEHCTBUI JOJIKHO ObITH O0(OpMIIEHO AOKyMeHTasibHO. [Ipu
TOM HEOOXOAMMO YYMTHIBATh TPEOOBAaHUS K XPAaHEHUIO JOKYMEHTALlUU CEpUH,
HallpuMep, B CJIyd4ae JaHHBIX [0 BaJWJALMU IIpoIecca COINPOBOXKIAIOIINE
VCXOJHbIE JaHHBIE CIEYET XPaHWUTh, IO KpallHEH Mepe, Takoe K€ BpeMs, Kak U
JOKYMEHTAallMI0O Ha BCE CEpPUM, 1 KOTOPBIX pa3peuleHuEe Ha BBIIYCK
MOATBEPKIEHO TAHHBIMU 3TUX BAJIMJAMOHHBIX UCCIIEIOBAHUN.

B cneayrommx mnoapaszienax MpPUBEACHBI MNPUMEPHI  HEOOXOAMMBIX
JOKyMEHTOB. B cucreme ympaBieHUsI KaueCTBOM JIOJKHBI OBITh ONUCAHBI BCE
JIOKYMEHTBI, HEOOXOJIMMBIE ISl TapaHTHUH KadyecTBa MPOIYKLIHMH U O€30MacHOCTH
NalMEHTOB.

Crnenndukanuu

4.13. HeoO0xomguMO WMETh B HAJIWYUHA COOTBETCTBYIOIIMM 00Opa3oM
YTBEP)KJICHHBIE CICNU(PUKAIIMA HAa WMCXOJHBIC W YIMAaKOBOYHBIC MaTepHUallbl U
TOTOBYIO TTPOJIYKIIUIO C YKa3aHUEM JaThl.

Cnenudukannu Ha UCXOJAHbIE H YIIAKOBOYHbIE MATEPUAJIbI
4.14. Cnenudukaiuy Ha UCXOJIHbIE MaTEpUalIbl, IEPBUYHBIC WJIM MEYATHBIC
yIaKOBOYHBbIC MaTepuaibl JOKHBI COAEpPX aTh (WM JTOJDKHBI TPUBOIUTHCS
COOTBETCTBYIOIIIUE CCHUIKH, TJI€ IPUMEHUMO) CIEAYIOIIEE:
a) oIMCaHHWe MaTEpPUAIIOB, BKIIOYAFOIIIEE:
— HaMMEHOBaHWE M BHYTPEHHHI KOJ;
— CCBUIKY Ha (papMaKoNeiiHyI0 CTaThIO UM Ha APYTYI0 HOPMATUBHYIO
JIOKYMEHTAITUIO WM HOPMATUBHBIN JOKYMEHT NMPU UX HATNINH;
— HaUMEHOBAaHWE YTBEPXJCHHBIX IMOCTABIIMKOB U, €CIH 3TO
BO3MOXXHO,  IPOU3BOIMUTENS  HUCXOJHBIX W YNaKOBOYHBIX
MaTepHUaJIOB;
— o0pasell MeYaTHbIX MaTepUalioB;
b) uHCTpYKIIMU 11O OTOOPY MPOO ¥ MPOBEACHUIO UCTIHITAHUN;
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C) KaueCTBEHHBbIE W KOJUYECTBEHHBIC IIOKA3aTeJIM C  YyKa3aHHEM
JOMYCTUMBIX TPEEIIOB;

d) ycioBus XpaHEHHUS U MEPBI MPETOCTOPOKHOCTH;

€) CpOK T'OJHOCTH WJIM MaKCUMAJIbHBIH CPOK XpaHCHHs JI0 MOBTOPHOIO
KOHTPOJIS.

Cnenndukannu Ha NPOMEKYTOYHYI0 M Hepac(pPacoOBAHHYIO NPOAYKIHIO

4.15. Coemmdukanmmm Ha TPOMEKYTOUYHYIO U  HepachacoBaHHYIO
MPOAYKIUIO JOJKHBI ObITh B HAJIWMYMM JUISl KPUTUUECKUX CTaaud WU TMPU €€
MPUOOPETEHUH W OTIPy3Ke. OTH CHeNU(PUKAIUKA  TOJDKHBI OBITh aHAJOTHYHBI
cenu(UKaIUsIM, COOTBETCTBEHHO, JIUOO HA HMCXOJHOE ChIphE, JIMOO HA TOTOBYIO
MPOAYKIIHUIO.

Crnenudukanuu Ha rOTOBYI0 NPOAYKIMIO
4.16.Creundukaiyy Ha TOTOBYIO ITPOYKIIMIO TOJKHBI COJIEPKATh
CJIEIYIOLIUE JAHHBIE:
a) HaMMEHOBAHHE JICKAPCTBEHHOTO Mpernapara 1 Koj (Ipx HeOOXOMMOCTH);
b) cocraB WM CCHUIKY Ha COOTBETCTBYFOLIMI TOKYMEHT;
C) OIKCaHHUE JIEKAPCTBEHHOM (hOPMBI U MTOAPOOHBIE CBEACHHS 00 YITAKOBKE;
d) MHCTpYKIMH 1O 0TOOpPY MPOO M MPOBEACHUIO UCIIBITAHUIA WM CChUIKY Ha
COOTBETCTBYIOLIMI JOKYMEHT;
€) KayeCTBCHHBIC M KOJMYCCTBEHHBIC MOKA3ATENIM C YKAa3aHHEM JIOIYCTHMBIX
NPE/IETIOB;
f) ycmoBusi xpaHeHmss u 0coOble Mepbl  IPEIOCTOPOKHOCTH — TIPH
MCMOJIb30BaHUM (TIPU HEOOXOIMMOCTH);
g) CpOK I'OJHOCTH.

IIpousBoacTBeHHAs penentypa " TeXHOJIOTHYEeCKH e
HHCTPYKUIHUH

Ha xaxnapiii mpou3BOAMMBIN JIEKAPCTBEHHBIM IpenapaT M KaxKIbld pazMep
cepur HEOOXOJMMO WMETh YTBEP)KICHHbIE MHCHbMEHHBIE MPOU3BOJICTBEHHAS
pelentypa u TEXHOJOTUYECKUE NHCTPYKIIHH.

4.17 TlpousBoACTBEHHAS PEIIENITYpa JOHKHA BKITIOUYATh:

a) HAaMMEHOBAaHME JICKAPCTBEHHOTO TMperapaTa CcO CChUIKONM Ha KOJ B
COOTBETCTBHH CO CIielu(pUKAIIUCH (€CII MPUMEHUMO);

b) omucanue naekapcTBeHHON (HOpPMBI, JOUPOBKY Ipernapara U pasmepa
cepuu;

C) TMepeyeHb BCEX HCXOAHBIX  MaTEpHAJIOB, KOTOpble  OynyT
UCITIOJI30BAThCS, C YKa3aHUEM KOJIMYECTBA KAXKJIOTO; TAKXKE JOJKHO OBITh YKa3aHO
a000€ BEHIECTBO, KOTOPOE MOXKET HCYE3HYTh B XOJI€ TEXHOJOTUYECKOTO
npoiiecca;

d) oxumaemblii BBIXOJ TOTOBOM MPOMYKIIMHU C yKa3aHUEM JOMYCTHMBIX
MPENENIOB U BBIXOJbI COOTBETCTBYIOIINX MPOMEKYTOYHBIX MPOIAYKTOB, TIE 3ITO
BO3MOXHO.
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4.18.TexHONOrn4eCKuEe NHCTPYKLIMH JT0JKHBI COJIEPKaTh:

a)
b)

d)

f)

9)

JAaHHBIE O MeECT€ OCYIIECTBIEHUA TMpolecca U 00 OCHOBHOM
000pyZ0BaHUU, KOTOPOE JIOJKHO TIPU 3TOM MCIIOJIb30BaThCS;

METO/Ibl WM CCBUIKA Ha METObl, KOTOPbIE€ JOJIKHBI HCIIOJIb30BATHCS
JUISl TIOATOTOBKU KPUTHUYECKOTO 00OpYyAOBaHMS (HAampUMEp: OYUCTKA,
MOHTaX, KaIUOPOBKA, CTEPUIIU3ALINS);

WHCTPYKIIUH IO MPOBEPKE TOTrO, YTO 00OpYyJO0BaHUE U pabouee MECTO
CBOOOJHBI ~ OT  TPEABIAYHICH  MPOAYKIHUH,  HEHYXHBIX IS
3aIUTAHMPOBAHHOI'O MPOLIEcCca TOKYMEHTOB U MAaTEpUajIoB, a TaKkKe IO
IPOBEPKE YMCTOTHI 0OOPYIOBAHMUS U €r0 TOTOBHOCTH K CIEAYIOLIEMY
nporLeccy;

OAPOOHBIE MOCTAIUITHBIC TEXHOJIOTHYCCKUE MHCTPYKIMH [HAmpUMep:
IpoBEepKa MaTepualioB, MpeABapuTeibHas 00pabOoTKa, MOPSI0K
3arpy3kd  ChIpbsl, KpPUTHYECKHME MapaMmeTphbl Ipoiecca (Bpems,
TeMIiepaTypa u T.1.)];

MHCTPYKIMM [0 BCEM BHUJAM KOHTPOJISI B IPOILECCE MPOU3BOACTBA C
YKa3aHHUEM JOIYCTUMBIX MPEIEIIOB;

Ipyu HEOOXOJUMOCTH, TpPeOOBaHUS K XpaHEHHIO HepacpacoBaHHOU
NPOAYKIMHU, BKJIIOYAas Tapy, MapKUPOBKY M CIELHAIbHBIE YCIOBHUS
XpaHeHusl, TJe 3T0 TpeOyeTcs;

BCE MOJIEKAITUE COOMIOAECHUIO 0COOBIE MEPHI TPEIOCTOPOKHOCTH.

NHcTpyknum mo ynakoske

4.19./1ns Ka)xao0ro JIEKapCTBEHHOIO IIpernapara, pasMepa U TUIIA YIIaKOBKHU
JOJKHBI ObITh B HAJIMYMK MHCTPYKIMHU MO ynakoBke. Kak mpaBuiio, OHU J1OJKHBI
BKJIFOYATh CIEAYIOIINE CBEACHUS I COACPKATh CChUIKM Ha HUX:

a)

b)
c)

d)

f)

9)

HAaUMEHOBAHUE JIEKAPCTBEHHOTO IperapaTa, BKJIOYash HOMEpP CEepuUu
Hepac(acoBaHHON MPOIYKIIMU U TOTOBOTO MPOIYKTAa;

OIKCaHUE €ro JIEKapCTBEHHON (POPMBI U JO3UPOBKH (T1€ IPUMEHUMO);

KOJIMYECTBO JIEKAPCTBEHHOI'O Mpernapara B OKOHYATEIbHOW YIIaKOBKE,
BBIP@XEHHOE B HITYKaX, €AUHUIIAX MacChl WJIK 00beMa;

NOJIHBIA TEepeYeHb BCEX HEOOXOIMMBIX YMaKOBOYHBIX MAaTEpHUasioB,
BKJIOYAsl MX KOJIMYECTBA, pPasMEpbl U THUIMbI C yKa3aHHEM KOJAa WIU
HOMEpA, OTHOCSIIUXCS K CHenuUKaNUsiIM Ha KKIbIA YIaKOBOYHBIN
MaTepHal;

r7Ie TpUMEHUMO, oOpa3el] WM KOIMUI0 COOTBETCTBYIOIIUX IEYATHBIX
YIIAKOBOYHBIX MAaTE€pPHAIOB M OOpa3ipl, YKa3bIBAIOIIME Ha MECTO
HaHECCHHsI HOMEpa CEPUU U CPOKa TOTHOCTH MPOAYKIINH;

TpeOOBaHMs MO MPOBEPKE TOTO, YTO 00OpYyIOBaHHE W pabovee MeCTOo
CcBOOOJHBI OT MpEeAbIAYIIEH TPOAYKIINH, TOKYMEHTOB UJIU MaTEpUaJIOB,
HEHYKHBIX JUIsl 3alUIAHMPOBAHHBIX OIEpalMil MO yHakoBKe (OYHCTKa
JUHUM), a TaKXKe [0 MPOBEPKE YUCTOTHI OOOPYIOBaHUS M €ro
TOTOBHOCTH K CJIEYIOLIEMY MPOLECCY;

noJyiekaniiue CoOMI0ACHUIO CIIEUaNbHbIE MEpbl MPEAOCTOPOKHOCTH,
BKJIOYAsl THIATEIbHYIO MPOBEPKY 30HBI YHNAKOBKH M 0OOOPYIOBaHMS,
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TapPAHTHPYIONIUE OYHMCTKY YIAKOBOYHOM JIMHUM TIEpPe] HadaaoM
paboThI;
h) omucanme  mporecca  YHaKOBKM  CO  BCEMH  OCHOBHBIMH
BCIIOMOTaTEIbHBIMH OTIEPAIIUSIMHU U HCIIOIh3yEMbIM 000y I0OBAHUEM;
1) moapoOHOE OmNMcCaHWe KOHTPOJS B MPOILECCE MPOU3BOACTBA C
yKa3aHUSAMH IO 0TOOPY MPoO U JOMYCTUMBIX MTPEIETIOB.
JloTIOTHUTEIPHO ~ MOTYT  OBITH  pa3paboTaHbl  JApyrue  JOKYMEHTHI,
KOHKPETHU3UPYIOIINE TTOJIOKEHUS MIPOM3BOACTBEHHAS perenTypa "
TEXHOJIOTHYECKUE HHCTPYKITUU.

3anucu no Npou3BOACTBY CePUU

4.20. Ha xaxxayro MpPOU3BEJACHHYIO CEPHUIO CIEAYET COXPaHSATh 3alUCH IO
MIPOU3BOJICTBY CEPHH.

OHM TOJDKHBI OCHOBBIBATHCS HA COOTBETCTBYIOIIMX YaCTSIX YTBEPKICHHBIX
JIOKYMEHTOB: MPOU3BOJICTBEHHON PEIENTYpPhl U TEXHOJIOTHYECKUX MHCTPYKIUN U
JOJDKHBI COZIEPKATh CIAEAYIONIYI0 HHPOPMAIIUIO:

a) HaMMEHOBAHWE M HOMEP CEPHUH MPOIAYKIINH;

b) maTel u BpeMs Hayajia W 3aBEpIICHUS TEXHOJIOTHYECKOIO Ipolecca, a
TaK)K€ OCHOBHBIX TPOMEKYTOUHBIX CTaUMH;

C) damwmmuio(u) (MHMOMAIBI)  omeparopa(oB)  KaXIOW  OCHOBHOM
TEXHOJIOTMUECKOW  OTepalluid W, TNPH HEOOXOAUMOCTH, JIUIIA,
MIPOBEPHUBIIIETO KAXKIYIO U3 3TUX OTEPAINL;

d) HomMep cepuM W/WIM HOMEpP AHAJIMTHYCCKOTO KOHTPOJSA, a TaKKe
(haKTHYECKH OTBEIICHHOE KOJUYECTBO UCXOTHBIX MaTEPHUAIOB KaXKIOTO
BUJIa (BKJItOYass HOMEpP CEPUM U KOJMYECTBO JHOOOro J100ABIEHHOIO
PEreHEepUPOBAHHOTO WJIH MepepabOTaHHOTO MaTepraa);

e) cBeaeHUs O JIFO0OW OTHOCSINEHCS K JIeTy TEXHOJOTHUECKOH Omepariuu
WIM J1I000M [EWCTBUHM, a TakXe 00 OCHOBHOM HCIOJIb30BAHHOM
000py1I0BaHUH;

f) 3amucu MO KOHTPOJIO B TMpOIECCe MPOU3BOACTBA C YKa3aHUEM
UCIIOJIHUTENIEH U TIOJyYEHHBIX Pe3yJIbTaToB;

Q) BBIXOJ MPOIYKIIMH Ha Pa3IMYHBIX CTAJUSIX MPOU3BOACTBA;

h) mogpoOHble cBemeHus 00 0COOBIX MpoOJIeMax, C IMOAMHCAHHBIM
pasperieHueM Ha  JIF000€  OTKJIOHEHHE OT  TEXHOJOTHYECKHX
WHCTPYKLIN;

1) MOANMCH JIMIA, OTBETCTBEHHOTO 3a TEXHOJOTMYCCKUH TpoIece, ¢

YKa3aHHUECM JaThl.

IIpumeyanue. B ToM ciyyae, eciu BaJUJAMPOBAHHBIA TPOIECC IMOJBEPraeTcs
IIOCTOSSHHOMY MOHUTOPUHIY M KOHTPOJII0, aBTOMAaTHYECKH CO3JABAEMBIE OTYETHI MOTYT
OTPAaHUYUBATHCS KPATKUM PE3IOME O COOTBETCTBHH M OTYETAMHU 00 OTKIIOHEHUSX/OTCTYIUICHUSIX
oT cieuuduKanuu.

3anucu o ynakoBke cepuu

4.21.Ha kaxayi DOPOU3BEACHHYIO CEPUI0 WM 4YacTb CEPUM CIIEyEeT
COXpaHsATh 3alucu MO0 ynakoBke cepuu. OHU JODKHBI OCHOBBIBATHCA Ha
COOTBETCTBYIOIIUX YACTSIX MHCTPYKIUH IO YIIAKOBKE.
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3amnycu 1o YIIaKOBKC CECpUMN JOJDKCH BKJIIOYATh B cels CIICAYOIHUC JaHHbIC:

a)
b)

c)

d)

e)

f)

9)

h)

HAaMMEHOBAaHUE U HOMEP CEPHUU JICKAPCTBEHHOTO Mpenapara;
naTy (naThl) ¥ BpeMs IPOBEICHUSI OTlepaluil 0 YIaKOBKE;
bammwmio(n)  (MHUIMANBI)  omepartopa(oB)  KaXJIO0M  OCHOBHOM
TEXHOJIOTUYECKOW  omepanud, TP  HEOOXOAUMOCTH,  JIUIIA,
MPOBEPUBIIIETO KAXKAYIO U3 3TUX ONEpalnii;

3alUCH MPOBEPOK HMACHTHUYHOCTH W COOTBETCTBUS HHCTPYKIMSIM IO
yIaKOBKe, BKIIOYAs pe3ybTaThl KOHTPOJIS B TIPOIIECCE MMPOU3BOJICTBA;
noJIpoOHbIE CBEACHHUS 00 OCYIIECTBICHHBIX OMEPALUAX IO YMAKOBKE,
BKJIIOYAsl CCHUIKM Ha MCIOJB30BaHHOE O0OpYIOBaHHE U yIMAKOBOYHBIC
JMHUY;

o0pa3ipl HMCHOJB30BAHHOTO IEYATHOTO YHNAaKOBOYHOTO MaTepuaa,
BKJItOUYasi 00pasiibl, ¢ HAHECEHHBIMU HOMEPOM CEpUH, CPOKOM T'OJHOCTH
U TPOYUMH JIOMOJHUTEIBHBIMU MApPKUPOBOYHBIMU JaHHBIMH, TJ€
PUMEHUMO;

noJpoOHbIe CBeJieHUsT 00 O0COOBIX TMpoOJeMax WM HEOOBIYHBIX
IPOUCIIECTBUSX C MOANUCAHHBIM Pa3pelIeHHEM Ha JII000€ OTKIOHEHHUE
OT UHCTPYKIUH IO YIIaKOBKE;

KOJIMYECTBO M CCBHUIKY Ha HOMEp WJIM HaMMEHOBAaHHUE BCEX MEYaTHBIX
YIaKOBOYHBIX  MaTepuaioB U  Hepac(hacoBaHHOW  MPOAYKIIUH,
BBIJIAHHBIX, UCIIOJIb30BAaHHBIX, YHHUTOKCHHBIX WJIM BO3BpAIEHHBIX Ha
CKJaJ, a TaKXXe KOJMYECTBO TOTOBOTO MPOIYKTA JJISI COCTABJICHUS
COOTBETCTBYIOIIETO Oananca. HaaekHbI 37IEKTPOHHBIA KOHTPOJIb B
IpOIECCe YIMAKOBKH SBISAETCSA OCHOBAHHMEM HE BKIIIOUEHHUS TaKOM
uH(popMauu.

MOJIMTUCH JIMIIA, OTBETCTBEHHOTO 3a MPOIECC YIMAKOBKH, C YKa3aHHEM
JIATHI.

IMpouenypsl u 3anucu

IIpuemka

4.22. Ha npuemMKy Ka)X101 IMOCTABKH KaXI0T0 BUJA UCXOAHBIX MAaTEpUAIIOB
(B TOM umncne HepacpacOBaHHOM, MPOMEXKYTOYHOW WM TOTOBOM MPOIYKIHWH), a
TaK)K€ NEPBUYHBIX, BTOPUYHBIX M IEYATHBIX YIIAKOBOYHBIX MaTE€pPHAJIOB JOJKHBI
OBbITh B HAJIMYMH MMMCbMEHHBIE MTPOLIEAYPHI U MOATBEPKIAIOIIUE 3aITUCH.

4.233anuvcu 1o nNpueMKe JOJKHBI COAEPIKATh:

a)
b)

c)
d)
€)
f)

9)
h)

HaMMEHOBAaHNUE MAaTepHUalla B HAKJIAJHOM U Ha Tape;

BHYTPH3aBOJCKOE HAaMMEHOBaHHE W/WIM KOJ Marepuana (eciu OHO
OTJIMYAETCS OT HAMMEHOBAHHUS 110 ITYHKTY a);

JaTy IPUEMKH;

HaNMEHOBAHHUE MMOCTABIINKA U HANMEHOBAHUE TIPOU3BOIUTES;

HOMEpP CEPUU POU3BOIUTENS UM KOJIOBBIA HOMED;

oOlIee KOJMYECTBO TMOJYYEHHBIX MaTepUajoB M YHUCIO €IMHMII
YIIAKOBOK;

HOMEp CEPUU, IPUCBOEHHBIN NIOCIE IPUEMKH;

JT00BIE CYIIECTBEHHBIE 3aMEUYaHusl.
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4.24 lomxHpl  ObITh B  HAIMYUM  TUCHBMEHHBIE  MPOLEAYPHl IO
BHYTPHU3aBOJCKOI MapKUPOBKE, KAPAHTUHY U XPAHEHUIO UCXOHBIX, YIAKOBOYHBIX
U, €CJIM HEOOXOAMMO, IPYTrUX MaTepHaIIOB.

OT100p npod

4.25. JomkHbI OBITh B HAIMYUU MUCBMEHHBIE MPOLEAYPHI 10 0TOOpPY Mpoo,
collepKalliue CBeICHHs 00 UCHOJIb3yeMbIX METoJlax M 00OpyAOBaHUH,
KOJIMYECTBaX, KOTOPHIC [OJDKHBI OBITh OTOOpaHbI, W JIFOOBIX TIOJJICKAIIAX
COOJIOJIEHUI0O Mepax MpPelIOCTOPOKHOCTH BO  H30€KaHWE KOHTaMUHALUU
MaTepHaa Uiy JIF0OOro yXyIIIeHUs] €ro Ka4yecTBa.

IIpoBenenue ncnbITAHUI

4.26. J10>KHBI OBITh B HAJWYMH NHUCHMECHHBIC METOAUKH HCIBITAHMS
0o0pa3IioB MaTepuajoB W MPOAYKIIMU Ha Pa3IMYHBIX CTaIUSX IPOM3BOJICTBA, C
yKa3aHUEM HCIIOJb3yeMbIX METOJO0B M 00opynoBaHus. [IpoBeneHHbIC UCIIBITAHUS
JIOJDKHBI OBITH 0(OPMIICHBI IOKYMEHTAIBHO.

IIpouee

4.27.Cnenyer UMETh ITMCbMEHHBIE MPOLEAYPBI, YCTAHABINBAKOLIUE MTOPSIIOK
BBIIYCKA M OTKJIOHEHHsS MAaTEpUaJIOB M IPOAYKLIHH, B YAaCTHOCTH, BBIIAYU
VY10JIHOMOYEHHBIM(M) JIMLIOM(aMU) pa3pelieHns] Ha BBIMYCK TOTOBOM MPOIYKIHUU.
Bce 3anucu qoiKHBI OBITH AOCTYIHBI YTIOJHOMOYEHHOMY Jinily. JloykHA OBITH
BHEJPEHA CHUCTEeMa Jii OOO3HAUYECHHS CIHEIUaIbHBIX HAOMIOACHUNW U JIFOOBIX
M3MEHEHUI B OTHOIIEHUN KPUTHYECKUX JTaHHBIX.

4.28.Cenyer BECTH M COXPaHATH 3allMCU MO PEaIU3alUU KaXIO0u cepuu
IPOIYKIHMHU B LIETSAX O0JIErYeHus: OT3bIBA ATOW CEPUU B CiIydae HEOOXOIMMOCTH.

4.29. JlolbkHBI OBITh B HAJIMYMH IMHCHMEHHO W3JI0KCHHBIC ITOJUTHKH,
IPUHIUIBIL, MPOLENYPHI, IUIAHBI, MPOTOKOJIBI, OTYETHI M OTHOCSAIIMECH K HUM
3aMMCH MPEAIPUHATBHIX AEHCTBUN WM CHEJIAHHBIX 3aKJIIOUYEHUM, IIe PUMEHNMO,
B OTHOILEHUU:

— BaJIMJALUU U KBATH(PUKAIMU MIPOIIECCOB, 000PYI0BAHUS U CUCTEM;

— MOHTa)a U KaJTuOpOBKH 000pyAOBaHMUS;

— TIepeHOCca TEXHOJIOTH;

— TEXHUYECKOTO OOCTYKMBaHUSI, OUNCTKHU U AC3UH(DEKITNH;

— TMepcoHaia, BKJIIOYas CHHUCKHU JIMI[ ¢ oOpasliamMu Mojmucei, o0yuyeHue
npasmwiaM GMP u TexHudeckuMm BompocaMm, MEpeofeBaHUI0 U
TUTHEHUYECKUM TpEOOBaHUSAM, a TaKXKe MPOBEPKY 3(P(HEKTUBHOCTH
oOyueHus;

— MOHUTOPHHIA IPOU3BOACTBEHHOM CpeIbl;

— MEpONPUATUH, HANpaBICHHBIX HA  OCYILECTBIEHHE  KOHTPOJA
NOSIBJIEHUS U PACIIPOCTPAHEHUS BPEIUTEIEH;

— TIPETECH3UM;

— OT3bIBOB MPOJYKIINH;

— BO3BpaTOB NPOAYKIIUH;
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— KOHTpPOJISI U3BMEHEHU U,

— paccienoBaHMs OTKIIOHEHUH U HECOOTBETCTBHI;

— BHYTPEHHETO ayJauTa KayecTBa/COOTBETCTBHUS TpeboBanusMm IlpaBun
GMP;

— 0000menue 3anuceil (Hampumep, 0030p KadecTBa MPOAYKIIHUU) IPH
HEOOXOMMOCTH;

— ayJuTa IHOCTaBIIHKOB.

4.30.[JomxHbl OBITh B HAJMYMM YETKUE HHCTPYKIUHU MO SKCILTyaTaluu
OCHOBHBIX  €IUHHUI] IPOU3BOACTBEHHOIO W  KOHTPOJIbHO-aHAJUTHYECKOTO
o0opyaOBaHUS.

4.31. HeoOxommmo BeCTH pETHUCTpAIlMOHHBIC >KypHAIbl Il Hawmbosee
BAKHOTO WMJIM KPUTHYECKOTO TEXHOJOTMYECKOTO U KOHTPOJIbHO-AHAIUTHYECKOIO
00OpyIOBaHUs, a TaKXkKe JJIsl MIOMEIIEHUH, T/Ie TPOM3BOIMIACH MPOIYKIUs. B aTux
KypHajax CIJEIyeT PpErucTpUpoOBaTh B XPOHOJIOTMYECKOM TMOPSJIKE J1H000e
UCIOJIb30BaHUE HTHX IOMELIEHUH, O00OpYyIOBaHHs M METOJOB, IPOBEICHUE
KaJTUOpPOBKHU, TEXHUYECKOTO OOCIYKUBAHUS, OUUCTKH UM PEMOHTA, C yKa3aHUEM
JaT U JINLL, BBIIOJHUBIIUX 3TU PaOOTBHI.

4.32.Cnengyer BeCcTH y4yeT JOKYMEHTOB B pPaMKax CHUCTEMBI YIPABICHHUS
KAa4€CTBOM.

I''TABA 5. ITPON3BOJICTBO

IMpuHoun

TexHomornueckue orrcpannun JOJIKHBI OCYHICCTBIIATHCA 10 YCTKO
YCTAHOBJICHHBIM IIpOLCAYpaM; OHHU AOJIZKHBI OTBCUATh HACTOAIINM HpaBI/IJ'IaM JJI
IMOJIYUCHUA IIPOAYKIHHU Tpe6yeM0r0 KadeCTBa MU COOTBECTCTBOBATH JIMIICH3WU HaA
IIPOU3BOACTBO U PETUCTPALUOHHOMY JOCHE.

OO0mue TpedoBaHMsI

5.1.  IIpou3BOACTBEHHBIM  TPOLECC  MODKEH  OCYIIECTBIATHCA WU
KOHTPOJIMPOBATHCS KBATU(PUIIMPOBAHHBIM IEPCOHATIOM.

5.2. Bce nelicTBus, TPOBOJMMEBIE ¢ MaTepHAIaMH U TIPOIYKITUEH, TaKUE Kak
npueMKa U KapaHTHH, OTOOp 1po0, XpaHEHWe, MapKUpPOBKA, BbIJaYa B
IIPOU3BOJICTBO, TEXHOJOTMUYECKUH IIPOLECC, YINAKOBKA WM pean3alus, CIEeIyeT
OCYLIECTBIIITh  COIVIACHO IHWCBMEHHBIM IMpOLEAypaM WIM HHCTPYKUHUSIMHU
oG OpPMIISITH JOKYMEHTAIIBHO.

5.3. Bce mnoctymarompie MaTepualbl JODKHBI OBITh TPOBEPEHBI, YTOOBI
rapaHTUpoOBaTh, YTO TIIOCTaBKa COOTBETCTBYET 3aka3dy. Tlapa JoibkHa OBITh
ounieHa (Ipu HEOOXOAMMOCTH) M MapKHpOBaHAa C YyKa3aHHEM TpeOyemoi
uH(bOopMaIuu.

5.4. ®@akThl MOBPEXKACHUS Tapbl U YIAKOBKU W JIOOBIE APyrUe MpoOIeMbl,
KOTOpPbIE MOTYT HEOJAroNmpUATHO MOBJUATH HAa KA4eCTBO MATEpPHUAJIOB, JOJKHBI
OBITH paccieoBaHbl, OPOPMIIEHBI JOKYMEHTAILHO, a HH(GOPMALIMS O HUX J0JHKHA
OBITh JOJIO’KEHA B MOJPA3ACICHUS] KOHTPOJISI KAYeCTBA.

5.5. Ilocrynmaromme Marepuanbl U IPOU3BEACHHAsA I'OTOBas MPOIYKLMs
JIOJDKHBI HEMEIJICHHO TOMENIAThCS B KapaHTWUH, JACUCTBYIOIIMK IO MNPUHLMITY
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pa3aeNbHOTO XPaHEHHsI HIIM 33 CYET OPTaHU3ALMOHHBIX MEP, U COJEPKAThCS B HEM
710 TOJTYYEHUs pa3pelieHus] Ha UCIOJIb30BaHUE WA PeaTU3aIHIo.

5.6. Ilpuemky 3aKymaemblXx NPOMEXKYTOYHOM U  HepachacoBaHHOU
OPOJIYKIMA TPOBOJAT B COOTBETCTBUM C IIpaBUJIaMH, JEUCTBYIOIIUMH JIIsI
HCXOJITHBIX MaTE€pPUaJIOB.

5.7. Bce maTepualibl U NPOAYKIMIO CIEAYET XPaHUTh B COOTBETCTBYIOIIUX
YCIIOBUSIX, YCTAHOBJICHHBIX TMPOU3BOJUTEIEM, B OMNPEICICHHOM MOPSIKE,
00eCreunBaoIIeM pa3felieHue MO0 CEpUsM U YCTAHOBJICHHYIO OYEPEIHOCTD
UCIIOJIb30BaHUs CKJIAICKHX 3aI1acoB.

5.8. CnexyeT mpoBOAUTH MPOBEPKU BBIXOJOB M MaTE€pHAILHOTO OanaHca,
YTOOBI yOSTUTHCS B OTCYTCTBUU PACXOXKICHHUH C JOMYCTUMBIMU MPEIEIaMU.

5.9. He nonmyckaeTcs OAHOBPEMEHHOE WJIM MOCIEAOBATEIIBHOE MPOBEIACHUE
omepanyii ¢ pa3IuYHBIMU MPOJYKTAMH B OJHOM M TOM J>K€ IOMEIIECHUHU 32
UCKIIIOUEHHEM TEeX CIy4yaeB, KOI/Ia HE CYUIECTBYET pUCKa IMEpPENmyThIBAHUS WITU
NEPEKPECTHON KOHTAMUHAIMH.

5.10. Tlpoxykuust u MaTepualbl JOKHBI OBITH 3aIIUIICHB OT MUKPOOHOM U
Jpyroil KOHTAMUHALIMU Ha BCEX CTaUAX MPOU3BOJICTBA.

5.11.Ipu pabore c cyxuMH MaTepuaJaMd W HOPOAYKIHEH HEOOXOIUMO
IPUHUMATH 0COObIE MEPHI MIPEIOCTOPOAKHOCTH 10 MPETOTBPALICHUIO 00pa30BaHUs
U pacupoCTpaHEHHUs MbUIM. OTO OCOOEHHO BaXXHO HpHU paboTe C BBICOKO
AKTUBHBIMH U CEHCHUOUTN3UPYIOIIUMHU BEIIECTBAMH.

5.12. B TeueHne BCero BpeMEHM IPOIECCa TPOU3BOJICTBA BCE UCIIOJIb3YEMBIE
MaTepuaibl, Tapa i HepachacoOBaHHOW TPOIYKIMU, OCHOBHBIC EIMHMIIBI
000pyI0OBaHUS U, P HEOOXOAMMOCTH, MTOMEIIEHUS TOJDKHBI OBITh MAPKUPOBAHBI
ITHKETKaMU HIJIM HHBIM CIOCOOOM C yKa3aHWEM MPOU3BOJAMMON MPOIYKIIUU WU
oOpabaThIBaeMbIX MaTEpUAJIOB, a TaKXe HX JO3UPOBKHU (TI€ MPUMEHUMO) U
HOoMepa cepud. Tam, rzae 3TO IpUEeMIIEMO, Takas MapKHUpPOBKAa JIOJDKHA TaKkKe
yKa3bIBaTh CTA/IMI0 TEXHOJIOTMUECKOT0 Ipolecca.

5.13. DTuKeTKH, MPUKpEIJICHHbIE K KOHTEHHepam, OOOpYJOBaHUIO WU
NOMEILIEHUSM, JOJDKHBI OBITh YETKUMH, OJIHO3HAYHBIMHU, YCTAHOBJIEHHOM Ha
npennpusitud  popmbl. YacTo TmoNIe3HO B JONOJHEHHWE K HWH(GOpMaluud Ha
ATUKETKaX Ul yKa3aHus craryca (HampuMep: B KapaHTHHE, IPUHATO, OTKIOHEHO,
YHCTOE U Jp.) UCIOIb30BATh 1IBETA.

5.14. Cnenyer KOHTPOJIUPOBAThH MPABUILHOCTh COEIMHEHHS TPYOONPOBOAOB
U JIpyruX 4dYacted oOOpyAOBaHUS, NPUMEHSEMBIX Jisi TPAHCHOPTHUPOBAHUS
NPOAYKIINH U3 OAHON 30HBI B APYTYIO.

5.15. He pomyckaroTcst 1r00ble OTKIOHEHUS OT UHCTPYKUUN WIH MPOLEAYD.
Ecnmu mpou3onuio OTKIOHEHHE OT HHUX, TO OHO JIOJDKHO OBITh MHCHMEHHO
CAaHKIIMOHUPOBAHO JIUIIOM, WMEIONIMM COOTBETCTBYIOIINE TOJTHOMOYHS, C
IPUBJICYCHUEM IIPU HEOOXOAUMOCTH MOAPA3/IeICHHsI KOHTPOJIS KauecTBa.

5.16. B npon3BOoACTBEHHBIE MOMEIICHUS MOKET BXOAUTH TOJBKO MEPCOHAT,
UMEIOLINI MPpaBo TOCTyNa B HUX.

IIpexoTBpanieHue nepeKpecTHO KOHTAMUHALMHU
NPU MPOU3BOICTBE
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5.17. Kak mpaBuiao, NPOU3BOJACTBO MPOAYKIHH HE JEKAPCTBEHHOIO
Ha3HA4YEeHMsI HE JIOJDKHO OCYIIECTBIATHCSA B IMOMEIICHUSAX U Ha 00OpYAOBaHUHU,
IIPEIHA3HAYCHHBIX Ul IIPOU3BOJACTBA JIEKAPCTBEHHBIX CPEICTB, HO, €CIU 3TO
00OCHOBaHO, MOXET OBITh PA3pPELICHO, B TOM Cilydae, €ClId MPHUHITHl MEpbl 10
IIPENOTBPALICHUIO TIEPEKPECTHOM KOHTAMMHALMU JIEKAPCTBEHHBIX CPEICTB B
COOTBETCTBUM C ME€paMH, OIMCAaHHBIMU HUXe U B riase 3. IlpousBonacTBo w/mim
XpaHEHUE TEXHUYECKHX S70B, TAKUX KaK MECTUIHABI (KpOME CllydyaeB, KOIJla OHU
UCIIOJIB3YIOTCSL JUIsl TPOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB) M TepOMUUIbL,
HEJOMYCTUMO B TIOMEUICHUSIX, HUCIIOJIb3YEMbIX JIJISl TPOU3BOJICTBA M/HIIM XPAHEHUS
JIEKapCTBEHHBIX CPEICTB.

5.18. JlomxHa OBITH MpeAOTBpallleHa KOHTAMUHAIIUS UCXOJHBIX MaTEepPHUAaIOB
WIM OPOAYKIUU APYTMMHU UCXOJHBIMH MaTepHallaMd WM Hpoaykuueun. Takoi
PUCK CIy4YalHOW NEPEKPECTHOM KOHTAMUHALIMHK, BO3HUKAIOIIMKA B PE3yJIbTaTe
HEKOHTPOJIMPYEMOI'O  PACIPOCTPAHEHMS IBUIM, TIa30B, I[1apOB, a’po30JIeH,
IEHETUYECKOr0 Marepuajga WM OpPraHM3MOB OT AaKTHUBHBIX BEIIECTB, APYTHX
UCXOJHBIX MAaTE€pHAIOB M IMPOIYKTOB B IHpoliecce 0OpabOTKU, OT OCTATKOB Ha
00OpYyIOBaHUU U C OJIEXKbl ONEPATOPOB, JOJKEH ObITh OlleHeH. CTeneHb pHucka
3aBUCUT OT MPHUPOJABI KOHTAMHUHHPYIOIIETO Marepuala W KOHTaMUHUPYEMOM
IPOIYKIHUU.

Haubonee onacHoW sABiseTCS KOHTaMHUHALMsl JIEKAPCTBEHHBIX CPEJCTB,
NpEIHA3HAYEHHBIX I HWHBEKIHMH, a TakkKe NPUHUMAEMbIX B TEUYEHUE
JUTUTEIIBHOTO BPEMEHHU.

TemM He MeHee KOHTaMHMHALMS JHO00M NPOAYKUMU TMPEACTABISET PUCK I
0e30MacHOCTH  MAMEHTOB B  3aBUCUMOCTH OT XapakTepa U  CTENEHH
KOHTaMUHALIUH.

5.19. IlepekpecTHyt0O KOHTAMUHAIIMIO HEOOXOAUMO MPEAOTBPAIaTh, MPEXK/IEC
BCEr0 3a CYET MPAaBUIILHOTO MPOEKTa MOMEIICHUH U 000pyA0BaHNUs, KaK OMKCAHO B
riaase 3. OTO JO0KHO ObITh MOJKPEIIEHO COOTBETCTBYIOIIMM IU3aiiHOM Ipoliecca
U BHEJPEHUEM JIOOBIX COOTBETCTBYIOIIUX TEXHUYECKUX WJIM OpPraHU3al[MOHHBIX
Mep, B TOM 4uciie 3QPEKTUBHBIX U BOCHPOU3BOJUMBIX MPOLIECCOB OYUCTKHU IS
KOHTPOJISI PUCKA IEPEKPECTHON KOHTAMHUHALINH.

5.20. [Ins OUEHKM M KOHTPOJISI pPHUCKA MEPEKPECTHOM KOHTaAMUHALIUU
IPOU3BOAUMON MPOJAYKIIMH JIOJDKEH OBbITh MCIOJb30BaH MPOLECC YIPaBJICHUS
pUCKaMM JUIsl KauecTBa, BKIIIOYAs OLIEHKY AKTUBHOCTH U TOKCHUKOJIOTHYECKYIO
oueHky. Taxxe criexyeT TMpPUHATH BO BHUMaHUWE Takue (HAKTOphI, Kak
JTU3aH/TIPOEKT W HUCIHOJb30BaHWE TMOMEIIEHU ¢ 00OpyJOBaHMs, TOTOKU
NepCOHaNIa U MaTepuaIoB, MUKPOOMOJIOTMUYECKUI KOHTPOJIb, PUINKO-XUMUYECKUE
XapaKTEPUCTUKN aKTUBHBIX BEIECTB, XapaKTEPUCTUKH MPOLecca, BO3MOKHOCTU
IPOLIECCOB  OYMCTKM M  QHAIUTUYECKHE  BO3MOXXKHOCTM B  OTHOUICHUH
COOTBETCTBYIOIIUX NPEJIETIOB, YCTAHOBICHHBIX UCXOS U3 OLEHKHA MPOU3BOAUMON
npoayKuuu. Pe3ynmprar mporecca ympaBi€HUsS PUCKAMM Uil KadyecTBa JOJDKEH
SBIIATHCS. OCHOBAHUEM JUJISI OTpeIeIeHUsI HeOOXOIUMOCTH U YPOBHSI, O KOTOPOTO
NOMEIIEHUSI M O00O0pYJOBaHME JOJKHBI OBITh BBIAEJNEHBI [JJISI KOHKPETHOTO
JIEKapCTBEHHOI'O CPEACTBA WM TPYNNbl JIEKAPCTBEHHBIX CPEJICTB. YPOBEHb
BBIJICJICHUSI MOXET BapbUpOBaTh OT CIELUUAJIBHO BBIJACICHHBIX YacCTEW,
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KOHTAKTUPYIOIIUX C TMPOJYKTOM, JIO BBIICJICHUS BCEro MPOM3BOJACTBA. MOXKeT
OBITh MpUEMIIEMa JIOKAJIN3alUs MTPOU3BOJCTBEHHON ACSITEILHOCTH B BBIICICHHBIX
ABTOHOMHBIX TIPOM3BOJICTBEHHBIX 30HaX Ha MHOTOIICJICBOM YydYacTKe, T/ 3TO
OIpaBIAHHO.

5.21. Pe3ynpTaThl TpoIlecca yMpaBICHHUs PUCKAMHU ISl KauyecTBa TOJIKHBI
CTaTh OCHOBOM ISl OTIPEICIICHUS] YPOBHS TEXHUYECKUX U OPTaHU3alMOHHBIX Mep,
HEOOXOJUMBIX /I KOHTPOJISI PUCKOB TMEPEKPECTHOW KOHTAMUHAIIUU. DTH MEPHI
MOTYT BKJIFOYATh, HE OrPaHUYHBASICH 3TUM, CIIEAYIOIIEe:

TexHuveckue Mepbl

I. BBIJICJICHHBIC TIPOU3BOICTBA (ITOMEIIICHUS U 000PYI0BAaHUE);

Il. aBTOHOMHBIC TPOW3BOJCTBCHHBIC IUIOIIATH, WMCIOIIHAE OTICIBHOE
TEXHOJIOTHYECKOe OOOPYJOBaHHE ¥ OTICIBHBIC CHUCTEMBI BCHTHIAIUU U
kouguimonupoBanus Bozayxa (HVAC). Taxke MoxeT OBITH KenaTebHBIM
U30JIMPOBATh OIpPENCICHHBIE BCIIOMOTATeNIbHBIE CHCTEMBI OT TEX, KOTOpPbBIE
UCTIONIB3YIOTCS B IPYTUX 30HAX;

Ili. aM3aiiH TPOM3BOJACTBEHHOTO IMpOIlecca, MOMEINCHHH W 000pyJa0BaHMUS,
MIO3BOJIAOIINE CBECTH K MUHUMYMY BO3MOKHOCTbH ITEPEKPECTHON KOHTAMUHAIIUHU B
nporecce 00pabOTKH, IKCILTyaTaIlui, TEXHUIECKOT0 00CTYKUBAHUS ¥ OYHCTKH;

IV. HCIOJIb30BaHUE «3aKPBITBIX CHCTeM» JUII 0O0pabOTKM W Tepeaadu
MaTepuaa/mpoayKTa MeXIy 000pyI0BaHUEM;

V. UCIIOJIb30BaHUE CHCTEM C (PU3MUSCKUM O0aphepoM, B TOM YHCIIC H30JISATOPOB,
KaK MephI I10 JIOKATH3all1H;

Vi. KOHTpOJHMpYyeMOE yJIaJCHHE IbUIM BOJM3M WCTOYHHKA 3arps3HEHUs,
HaIpUMep Yepe3 JIOKAJIbHBIC BBITSDKHBIC YCTPOMCTBA,

Vil. BBIIEICHHWE TEXHOJOTUYECKOTO OO0OPYIOBaHUS, BBIICICHHE YaCTei,
KOHTAKTUPYIOIIUX C MPOIYKTOM, HJIM BBIJCICHHUE OTACIIBHBIX YacTel, KOTOpbIC
TpyAHEE BCEr0 OYMINATH (Hampumep, (GUIBTPHI), BBIACICHUE WHCTPYMEHTOB IS
o0CTy>KUBaHUS;

Viil. KCIIO/IB30BaHKME OJHOPA30BBIX TEXHOJIOTHIA;

IX. HCIIOJIb30BaHKE 000PYI0BAHMUS, CIIPOCKTHPOBAHHOTO C YIETOM OOJICIUCHHS
OUYHCTKH;

X. HaJJIe)KaIee NCIob30BaHNEe BO3MYIIIHBIX IIITIO30B M KacKa/a JaBJICHUHN IS
JOKAJIM3alliy TMOTCHIIMATLHOTO COJEpIKAIIerocss B BO3AyXe KOHTAMHHAHTA B
npejenax onpeaeIcHHON 30HbL;

Xi. cBelleHWEe K MUHUMYMY PHCKa 3arps3HCHHMS, BBI3BAHHOTO PELMPKYIISIHCH
WIA TIOBTOPHBIM  HKCIIOJIb30BAHMEM  HEOYHIICHHOIO HJIH  HEIO0CTATOYHO
OYHIIICHHOTO BO3/1yXa;

Xil. HCIONB30BAaHME CHCTEM aBTOMATHUYECKOH OYHMCTKH Ha MeECTe C
BaJIMIMPOBAHHOMN PE3yJIbTATUBHOCTBIO;

Xiil. 17151 OOIIMX 30H OYMCTKH paszeficHHe 30H MOWKHA 000PYAOBaHUS, CYIIKH U
XpaHEHUSI.

OpranuzauMoHHbIE MepPbl

I. Bbigenenue Bcero MpoM3BOACTBA WM aBTOHOMHBIX IPOM3BOJCTBEHHBIX
IUIONIaiei Ha OCHOBE KaMITaHWW (BBIICJICHHE C pa3fciiCHUEM BO BpPEMEHH) C
MOCJIEAYIOIIEN OUYUCTKOMN C BaJIUAUPOBAHHOW PE3YJIbTATUBHOCTHIO;
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Il. XpaHeHWe CHCNHMAIBLHOW 3aAIIMTHOM  OJEXKIbI BHYTPH 30H, TJC
00pabaThIBatOTCs MPOAYKTHI C BBICOKMM PUCKOM MEPEKPECTHON KOHTAMUHALIUY;

iii. Bepudukanuro OYHCTKM TOCIEC KAMIIAHWU KaXKIOTO TPOAYKTA CIeAyeT
paccMarpuBaTh KaK HMHCTPYMEHT OOHapyXXeHHs IPOIAYKTOB, IPEACTaBISIOIINX
BBICOKUH pPHUCK B TOJAEPXKKY MOATBEPXKIEHUS AS(P(PEKTUBHOCTU IOAXOJa,
OCHOBAHHOTO Ha YIIPABJICHUH PUCKaMH Il KaUeCTBa;

Iv. B 3aBucMMocCTM OT pHCKa KOHTAMUHALMM BEPUPHUKALUS OYHCTKU
MOBEPXHOCTEH, HE KOHTAKTHPYIOMIMX C MPOIYKIMEH, © MOHUTOPUHT BO3/AyXa B
IIPOU3BOICTBEHHOM 30HE u/viu PUIETAIOIINX 30Hax, YTOOBI
IPOAEMOHCTPUPOBATH FPPEKTUBHOCTH MEP MPOTUB KOHTAMHHALIUY B3BEIICHHBIMU
YaCTULAMU WM KOHTAMHUHAIMU IyTEM MEXaHUYECKOIO MEPEHOCA;

V. CroeuuanbHple Mepbl MO OOpalIeHUI0 € OTXOJaMH, C 3arpsi3HEHHBIMU
IIPOMBIBHBIMU BOJIAMH U C 3arPSI3HECHHOU OJEKIO0M;

Vi. Peructpamms ciyyaeB mNpoiHMBaHUS W PACCHINAHWS, WHIUACHTOB WIH
OTKJIOHEHUH OT ITPOLEAYD;

Vii. Pa3paboTka mporeccoB OYMCTKYU sl MOMEIICHUI 1 000pYI0BaHHS TaKUM
o0pa3oM, 4TOOBI MPOIECCHl OYUCTKH CaMM IO cebe HE MpeICTaBsUId pHCKa
NEPEKPECTHON KOHTaMUHALNH;

viii. Pa3paboTka mompoOHbIX (GopM sl 3amuceid B MPOLECCe OYUCTKU JIIs
oOecrieueHns: BBIIOJHEHUS] OYUCTKM B COOTBETCTBUM C YTBEPIKIECHHBIMU
IpoOLEIypaMH U HUCIHOJIb30BAaHUE 3TUKETOK CTAaTyca OYUCTKH OOOpYJIOBaHUA WU
MIPOM3BOJICTBEHHBIX 30H;

IX. Mcrionp30BaHue OOIIMX 30H OYUCTKH IO MPUHIIAITY KaMITaHU,

X. Ham3op 3a moBeneHuem mnepcoHasna mjig obOecrnedeHus 3(PPEeKTHBHOCTU
OOy4eHHMs] M COOTBETCTBUS HAJJICKAIIUM MEPONPHUATHUAM IPOLEAYPHOTO
KOHTPOJIS.

5.22. MepormpusTusi 1Mo MPeAOTBPANICHUIO MEPEKPECTHON KOHTAMHUHAIIMKA U
uX S(PQPEKTUBHOCTb CIEAYET MEPUOJUYECKH TPOBEPSITh B COOTBETCTBUU C
YCTaHOBJICHHBIMU MPOLIEAYPAMH.

Banupanus

5.23. MeponpusTisi TO BaJIWIAIMNA JOJKHBI TOAKPEIUIATh HACTOSIINAC
[IpaBuna; wux creayeT TMPOBOAUTh B COOTBETCTBUU C YCTAHOBJIECHHBIMHU
npouenypamu. Pe3ynpTaThl W 3aKJIIOYEHHS]  JTOJDKHBI  OBITh  O(OPMIICHBI
JIOKyMEHTAJIBHO.

5.24. Tlpu BBeJCHUM HOBOW MPOU3BOJICTBEHHOW DPEIENTYpPhl WJIM HOBOTO
METO/Ia MPOU3BOJCTBA HEOOXOAUMO J0Ka3aTh WX MPUTOJHOCTH JJISI CEPUIMHOTO
npous3BojacTBa. JlOKHO  OBITH  JOKA3aHO, 4YTO JAHHBIA MPOIECC MPHU
WCITOJIb30BAaHUU TPEAYCMOTPEHHBIX MAaTEpUAJIOB W OOOPYJAOBAaHHS TTO3BOJISACT
MTOCTOSTHHO TTPOU3BOIUTH MPOAYKIIMIO TPeOyeMOT0 KauecTBa.

5.25. CymiecTBeHHbIE W3MEHEHHUS MPOM3BOIACTBEHHOTO TPOIECCca, BKIIOUAs
J1000¢ M3MEHEHHE O0OpYAOBAHMS WM HCXOJIHBIX M YIIAaKOBOYHBIX MAaTEpHaJIOB,
KOTOPOE MOXET IOBJIUATh Ha KAueCTBO MPOAYKIIMH W/HUIU BOCIPOU3BOIUMOCTH
MPOLIECCA, TOJIKHBI IIPOUTH BaJTUIALIUIO.

5.26. Ilpomecchl W TpOUEAYpHl CIEIyeT TMOJBEprarb MNEPUOINUECKOMN
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peBanuaanuy (MOBTOPHOM BaJWAALMM) JJIA TapaHTUM TOrO, YTO OHH OCTAOTCA
IIPUTOIHBIMHU JUISA JOCTUKEHUS ONPEAEICHHBIX PE3YyJIbTaTOB.

Hcexoanbie MaTepuaibl

5.27. B pamkax dapmaneBTUUECKOH CHCTEMBbl KadecTBa JIOJKHBI OBIThH
3aJIOKYMEHTUPOBAHBI BBIOOP, KBaNMM(UKAIUS, YTBEPXKIACHUE W TMOJACPKAHHE
CTaTyca MOCTaBIIMKOB UCXOJHBIX MAaTEPUATIOB HAPAY C 3aKyNKaAMHU U MPUEMKOIA.
YpoBeHb KOHTPOJISI JTOJDKEH OBITh TPOMOPIIMOHATICH PHCKaM, CBSI3aHHBIM C
KOHKPETHBIMM MaTepuallaMd, C YYE€TOM HCTOYHMKA HX MPOUCXOXKICHUS,
MPOU3BOACTBEHHOIO TIPOIECCa, CIOKHOCTH 1I€NU IOCTaBOK M KOHEYHOTO
Ha3HAuYCHUS MaTepuala B JIGKAPCTBEHHOM  cpeactBe. s Kaxkaoro
YTBEPKJICHHOTO TMOCTAaBIIMKA WJIW MaTepuaia JOJ/DKHbI ObITh B HAJIU4YUU
NOATBEpKAAIONIME  CBUJETeNbCcTBA. llepcoHany, BOBJIEYEHHOMY B  OTYy
JeATEeNIbHOCTh, HEOOXOUMO MMETh aKTyalbHbIC 3HAHUS O MOCTABIIMKAX, IEIIX
MOCTABOK U CBA3aHHBIX C HUMHU pucKax. [Io BO3MOKHOCTH UCXOJIHBIE MaTEepHUabl
cienyeT NpuoopeTaTh HEMOCPEACTBEHHO Y €r0 IPOU3BOIUTEIIS .

5.28. TpeboBaHHg K KayeCTBY MCXOJHBIX MAaTE€pUANIOB, YCTAHOBJICHHBIC
MIPOU3BOJUTENIEM JIEKAapCTBEHHOTO TIpernapara, JOJDKHBI ObITh OOCYXKIEHBI U
COTJIacCOBaHbl ¢ TmocTaBuMkaMu. COOTBETCTBYIOIIME aCMEKThl MPOU3BOJICTBA,
UCTIBITAHUW U KOHTPOJIS,, B TOM 4uclie TpeOoBaHUA K 00pabOTKe, MapKUPOBKE,
YIAKOBBIBAHUIO M pealu3aliy, MPOLEAYpPbl MO PACCMOTPEHUIO TPETECH3UM,
OT3bIBY M HU3BATUIO JIOJKHBI OBbITh 3a(UKCHUPOBaHbI B  OQUIIMATBHBIX
COTJIAIICHUSX MO KAaYECTBY WM B CIICIU(DUKAIUSAX.

5.29. /Ins yTBEpKICHUSA U MOAACPKAHMUS CTATyCa MOCTABIIMKOB AKTUBHBIX
(dbapMalleBTUUECKUX CYOCTaHIIMH M BCIOMOTAaTENbHBIX BEIIECTB TpeOyeTcs
cIIeIyroniee:

AxTuBHBIC hapMaIleBTHUECKHUE CYOCTaHITNN

JlomkHa OBITH YCTAHOBJICHA TMPOCIIEKMBaeMasi 1elb MoCcTaBoK. CBSI3aHHBIC C
LENbI0 TOCTAaBOK PHUCKUM (OT MCXOJHBIX MaTEpUajoB [Jsi  aKTUBHOU
dbapmaneBTUYECKOH CyOCTaHIIMM JO0 TOTOBOIO JIGKAPCTBEHHOTO Tperapara)
JOJDKHBI  TIOABEPraTthbCs (OpPMaNbHOW OIICHKE M TEPUOJUYECKON TMPOBEPKE.
JIOJKHBI CYIIECTBOBATH COOTBETCTBYIOIINE MEPHI IO CHUXKEHUIO CTEIIEHU PUCKA B
OTHOIIICHUH KauecTBa (hapMalleBTUYECKOM CyOCTaHIINU.

VY 6Gasupytouieroca B Coro3e MpoU3BOAUTENS WM UMIIOPTEPA JIEKAPCTBEHHOTO
CpeACTBa JOJKHBI ObITh B HAJTUYMHU U COXPAHSITHCS 3alIUCH O MPOCIICKUBAEMOCTH
Ka)XJIOHM IIEITH ITOCTaBOK.

JlomkHBI OBITH MPOBEACHBI AYJIUTHI MPOU3BOAUTENICH U JUCTPUOBIOTOPOB
dbapmaneBTHYECKUX CyOCTaHIMM, YTOOBI MOATBEPIAUTH, YTO OHH COOTBETCTBYIOT
TpeOOBAHUSAM HAJICKAIICH MPOU3BOJCTBEHHOM TMPAKTUKH MW  HaJIeKaIei
JTUCTPUOBIOTOPCKONM TpakTUKU. Jlepkarenb JIMIIEH3UHM Ha TPOU3BOJCTBO
JIEKapCTBEHHOTO TIpernapaTta o0s3aH MPOBEPSITh COOIOJICHUE TaKUX TPeOOBaHUMN
CaMOCTOSITEJILHO JIMOO Yepe3 JIUIO, JEHCTBYIONIEE OT €r0 UMEHU MO0 KOHTPAKTY.
st BeTepuHApHBIX JIEKAPCTBEHHBIX MPENapaToOB ayAUThl JOJKHBI TPOBOAUTHCS
Ha OCHOBE OIICHKHU PHUCKA.
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Jlns obecnedeHus MOMHOM W sICHOM oneHku coomonenus [Ipasun GMP
ayJIUThl JIOJDKHBl HMMETh COOTBETCTBYIOUIYIO MPOJOJDKUTEIBHOCTh M 00JIACTb
ayquTa; cleayeT yAeIUTh BHUMAaHUE MCTOYHHMKAM MOTEHIMAIbHON MEePEKPECTHOM
KOHTaMHUHAIIMM OT JPYTUX MaTEpHalIOB, UCIOJIb3YEMBIX HAa MPOW3BOJICTBEHHOU
wiomaake. OT4eT JOJIKEH MOJHOCThIO OTpa)kaTh BCE, YTO OBUIO ClIeNaHO, U
JIOJDKHBI OBITh YETKO ONpeJleNieHbl JI00ble OOHapyXEHHBbIE B pe3yJIbTaTe ayJauTa
HEJI0CTaTKU. JIOJKHBI OBITh OCYHIECTBICHBI BCE HEOOXOUMBIE KOPPEKTUPYIOLTUE
U TIPEIYTNPEXIAIOIINE TeHCTBUS.

[Tocnemytromue ayuThl JOMKHBI TPOBOAUTHCS C YCTAHOBJIEHHOW HAa OCHOBE
aHall3a PUCKOB MEPUOJUYHOCTHIO AJisi 0OecTeueHus] COOM0ICHUSI CTaHAApTOB U
JAIbHENIIIETO UCTIONb30BAHMSI YTBEPKICHHON IIEMHU MOCTaBOK.

BcnomorarenbHble BEMIECTBA

BcnomoraTenbHble BEIIECTBA M TMOCTABIIMKA BCIIOMOTATENbHBIX BEIIECTB
JIOJDKHBI KOHTPOJIMPOBATHCS Ha OCHOBE PE3YyJbTaTOB (hOPMATM30BAHHON CHUCTEMBI
OILICHKU PUCKOB JJIsI KauecTBa.

5.30. B xaxmol ImocTaBKe HCXOJHBIX MaTEpHUAIOB Tapa JOJDKHA OBITh
MIPOBEPEHA Ha IEJIOCTHOCTH YITAKOBKH, B TOM YHCIIE LIETOCTHOCTD IJIOMO, a TaKxkKe
Ha COOTBETCTBUE CBEJCHHM, YKa3aHHBIX B HAKJIAJHOW, STUKETKAM MOCTaBIIHMKA U
YTBEPKJICHHON MPOU3BOJUTEIEM M TMOCTABIIMKOM HH(POPMAIIUK, OJI00pEHHOMN
MPOU3BOJIMTENIEM JIEKAPCTBEHHOTO Mpenapara. [IpremMoyHble MPOBEPKH JOJKHBI
OBITH 33JIOKYMEHTHPOBAHHI.

5.31. Ecam onmHa mocTaBKa MarepHalia COCTOUT W3 PA3IUYHBIX CEPHid, TO
KOKIYI0 CEpUi0 HEOOXOJUMO paccMaTpuBaTh KaK OTIEIbHYIO B OTHOIICHUHU
otrbopa mpoO, MPOBEACHHSI UCTIBITAHUS U BbIIaYM pa3peIICHUs Ha UCTIOJIb30BaHHE.

5.32. Haxopsmuecs B CKIIaACKON 30HE UCXOIHBIE MAaTEPHAIIbI TOJKHBI OBITH
COOTBETCTBYIOIIMM 00pa3oM MapkupoBanbl (cMm. 5.13 wactu | Hactosmmx
[IpaBwii). DTUKETKH [OJKHBI COJAEpKaTh, MO KpalWHEW Mepe, CIEAYIOUIYIO
uHbOpMaITHIO:

— TMPUCBOCHHOE HAWMEHOBAaHHE TNPOAYKIIMM U TP HEOOXOIMMOCTH
BHYTPH3aBOJCKOU KOJI;

— HOMEp CepHH, MPUCBOEHHBIN MPU MOTYYCHUH;

—CTaTyC COACPKUMOTO, TJI€ TMPUMEHUMO (HAampuUMep: B KapaHTWHE, Ha
UCTIBITAHUH, Pa3PEIICHO, OTKIOHEHO);

—CpOK TOJHOCTH WM JaTy, TOCJIe KOTOpOol TpeOyeTrcs MOBTOPHBIN
KOHTPOJIb, TJIe TPUMEHUMO.

Ecin  ucmonb3yloTcss MOJMHOCTBIO  KOMITBIOTEPU3WPOBAHHBIE  CHCTEMBI
XpaHeHus, TO BbINIEyKa3aHHAas WHPOpMAIMs He 00sS3aTelnbHO JOJDKHA
COJZIEPKaThCS HA TUKETKE B YuTaeMon ¢opme.

5.33. JlomkHbl OBITh COOTBETCTBYIOUIME TMpPOLEAYPbl MM  MEPHI,
rapaHTUPYIOMINE  TOJUIMHHOCTh  COJEPKUMOTO  KaXJAOW Tapbhl  MCXOJTHBIX
MarepuanioB. Tapa, W3 KOTOpOW ObUTM OTOOpaHBl MPOOBI, JOHKHA OBITH
npomMapkupoBaHa (cMm. myHKT 6.13 yactu | HacTosiux [IpaBun).

5.34. Cnenyer UCHoOJb30BaTh TOJIBKO T€ HCXOJHBIE MaTepHasibl, KOTOPHIC
pasperieHsl Nopa3IeieHIeM KOHTPOJIS Ka4eCTBa, U CPOK TOAHOCTH KOTOPHIX €IIle
HE UCTEK.
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¢5.35. IIpou3BoguTen roToBOM MPOAYKLUHUHA HECYT OTBETCTBEHHOCTH 32
BCE MCHBITAHUS MCXOJHBIX MAaTEpUajoB, KOTOpPbIE YKa3aHbl B
PErUCTPAlMOHHOM  JIoChe'. [IpOM3BOAMTENM TOTOBOM IPOIYKIMH
MOTYT HCHOJb30BaTh YAaCTHUYHO WJIW TOJHOCTBIO  PE3yJbTAThI
UCTIBITAHUN YTBEP)KIEHHOTO MPOM3BOAUTENS UCXOAHBIX MAaTEpPUAJIOB,
HO JIOJDKHBI KaK MMHHMMYM BBIIOJIHHUTH WCIBITAHWE HA TOJJIMHHOCTD
KaKJIOM CEpHU COTIaCHO MPHIIOKEHHIO 8° HacTosmmx [IpaBmui.

5.36. OOocHOBaHWE TepeAauydl WCHBITAHUN IS HCIOJHEHUS CTOPOHHEH
OpraHu3anuei JOKHO OBITh O(OPMIICHO JOKYMEHTAIbHO. JIOJDKHBI OBITh
COOJTIO/ICHBI CIIEAYIONINE TPEOOBAHMUS:

I. Crmemyer yaenuTh o0co0O€ BHHMAaHHE KOHTPOJIO 32 pacIpeeiecHueM
(TpaHCTIOPTHpPOBAHHUE, OINTOBAas pealu3allvs, XPaHEHHWE U TOCTaBKa) HCXOJHBIX
MaTepuajoB B LENSAX TMOJAJEPKaHUSA XapaKTePUCTHK KadecTBa HMCXOJHBIX
MaTepuajgoB U OOECHEYeHHUs TOro, YTOOBl pe3yabTaThl HCHBITAHUN ObUIM TIO-
peKHEMY IPUMEHUMBI K TOCTABJIEHHBIM MaTepHaliaM.

Ii. Ilpou3BoAMTENh JIEKAPCTBEHHOTO Mpenapara JO0JDKSH MPOBOIMTH ayAUTHI
(KaKk CcaMOCTOSITENIbHO, TaK M 4Yepe3 TPEeTbUX JIMI[ IUIOMAAKU (IJIOIIAA0K),
OCYILECTBISIOUIMX HCIBITAHUS HCXOJIHBIX MaTepHasioB (B TOM YHCIE M OTOOP
npo6), ¢ NEePUOAUYHOCTHIO, ONPEICIEHHON C y4e€TOM PUCKOB. JTO HEOOXOIUMO
JUIs. TapaHTUM COOTBETCTBUSA TpeOOBaHMSIM HaJUIeKallel MpOW3BOJCTBEHHON
OPAaKTUKH, coeuuukanmussM W METOAAM  WCIBITAHUWA, ONHMCAHHBIM B
PETUCTPALIMOHHOM JOCHE.

Iii. Ceprudukar aHamm3a, MPEIOCTABICHHBIA MPOU3BOIUTEIEM/TIOCTABIIUKOM
UCXOAHBIX MAaTepUajoB, JJODKEH OBbITh TOMNMUCAH HAa3HAUYECHHBIM JIMIIOM C
COOTBETCTBYIOIIEH KBanupukauueid wu omnbiToM. [lognuce rapaHTupyer, 4TO
Kaaas cepuss Obla MpOBEepeHAa HAa  COOTBETCTBHE  COTJIACOBAHHBIM
cienrUKAIUIM UCXOAHBIX MaTEpPHAJIOB, €CIIM TOJBKO TaKOE CBHUAETEIHCTBO HE
IPEIOCTABIISAETCS OTIENBHO.

Iv. JIo cokpailieHuss BHyTPEHHUX UCIBITAHUIA MPOU3BOIUTEIb JICKAPCTBCHHOTO
npernapara J10JDK€H UMEThb COOTBETCTBYIOLIUHN OMBIT pabOThl C MPOU3BOAUTEIEM
UCXOAHBIX MaTepHasioB (BKJIOYAsl OMBIT pabOThl yepe3 MOCTAaBIIMKA), BKIHOYas
OLIEHKY paHee IOJYy4YeHHbIX Cepuil M HCTOpHI0 MX cooTBercTBUA. Crenyer
paccMaTpuBaTh JIIOObIE 3HAUUTEIbHbIE N3MEHEHHUS B MpoLieccax MPOU3BOJICTBA WIH
WCTIBITAaHUU.

V. IlpomwsBoauTens JI€KapCTBEHHOTO TMpemnapara AODKEH TakKe BBIMOIHSITH
(caMOCTOSITEILHO WM C  HUCIOJIb30BAaHUEM  OTIECIBHOW  yTBEPXKICHHOMN
KOHTPAKTHON  J1aOpaTOpWU) TOJHBIA  KOHTPOJIb C  MEPUOJUYHOCTHIO,
OTIPEICTICHHOW C y4YeTOM DPHCKOB, M CpPaBHUBATh PE3YyJbTaThl C CEPTUHUKATOM
aHallM3a TMOCTABINMKA WM TPOM3BOAUTENS] HMCXOMHBIX MAaTEpHUajOB C LEJIbIO
MPOBEPKU HANIEKHOCTH TMocienHero. Eciaw 3TH WCOBITaHUS BBIABAT JIIOOBIC
pacxXokJIeHUsi, TO JOJDKHO OBITh MPOBEIEHO pacCiIelOBaHUE U IMPHUHSTHI

1 o
AHaJIOTUYHBIN TOAXO0J CIeAYeT MPUMEHSITh K yIaKOBOYHBIM MaTepuaiaM, Kak yka3aHo B 5.42.
2
HcnplTaHuss UCXOMHOTO CHIPhS HA MOIMHHOCTH JOJDKHBI OBITH BBITIOJTHEHBI B COOTBETCTBHH C
METOJaMH M CHEIU(DUKAIMIMA COOTBETCTBYIOLIET0 PETUCTPAIIMOHHOTO JOChE.
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cooTBeTcTBytomue  Mepbl.  CeprtudukaTel  aHaiM3a  MOCTABIIMKA  WJIH
MIPOU3BOJUTEINST UCXOJHBIX MaTepUaioB HE MPUHUMAIOTCS O TeX TOp, MOKa ITH
MepBI He OyIyT 3aBEPIICHBI.

5.37. HcxomnHble MaTepHasibl JIOJDKHBI BBIIABaThCS TOJBKO —CIEIHAIBLHO
Ha3HAYCHHBIMU JIUI]AMH B COOTBETCTBHU C JOKYMEHTAIBHO OGhOpPMICHHON
IPOIEAYPOH, YTOOBI TapaHTHPOBATh, YTO HYKHBIE MCXOJHBIE MAaTepUAIBl TOYHO
OTBEIIIEHBI WM OTMEPEHBI B YHCTYIO M HAJJICKANIUM 00pa3oM MapKHUPOBaHHYIO
Tapy.

5.38. Kaxnplii BbIZaHHBIM MaTepuan, €ro macca WId OOBEM JIOJDKHBI
MOJIBEPTaThCs HE3aBUCUMOM MPOBEPKE C 3aMHUChIO PE3yIbTATOB.

5.39. Ucxonmuble wmartepuanbl, BBIAAHHBIC ISl KaXKIOW CEpHUH, JOJHKHBI
XPaHHUTHCS B OJTHOM MECTE U OBITh OTUETIMBO MapKUPOBAHBI, KaK TAKOBOE.

TexHos0rMYecKue onepanuu:

MPOMEKYTOYHAS U HepachacoBaAHHAS NPOAYKUUA

5.40. Ilepen Hauamom Jr000H TEXHOJOTUYECKOM OMEparuu JOJDKHBI OBITh
IMPUHATHI MEPHI, TAPAHTUPYIONINE, YTO paboyasi 30Ha U 000PYJO0BaHUE OYUIICHBI U
OCBOOOXJIEHBI OT JIOOBIX MCXOJHBIX MaTepHUalioB, MPOJYKIMU, OCTATKOB
MPOIYKIIMA WU JOKYMEHTAIMHM, HE MMEIONIUX OTHOIICHHUS K 3aIlUTaHHMPOBAHHOMN
OTIepaITHH.

5.41. TlpomexxyTouHyt0 U HepachacoBaHHYIO MPOAYKIUIO CIEIYET XPAHUTh
B HaJJICKAIUX YCIOBHUSX.

5.42. Kputudeckre mpoiecchl AOJKHBI MPOUTH BaduAalUi0 (CM. ITYHKTBI
5.23 -5.26 - «Bamunarus» - yactu | Hacrosmux [IpaBm).

5.43. JlomkeH OBITb TpoOBeNEeH H OQOPMIIEH JOKYMEHTaJIbHO BECh
HEOOXOJMMBIA  KOHTPOJIb B TIPOIIECCE  TPOM3BOJCTBA UM KOHTPOJb
ITPOU3BOACTBEHHOU CPEIbI.

5.44. Jlwoboe CyIEeCTBEHHOE OTKJIOHGHHE OT OXXHJAAeMOTO BBIXOJa
MPOYKIIUU JOJDKHO OBITH OPOPMIICHO TOKYMEHTAIBHO U PACCIIEIOBAHO.

YnaxkoBo4yHbIe MaTepHuaJbl

5.45. 3akynke ¥ KOHTPOJIO TIEPBUYHBIX M TIE€YATHBIX YHNAKOBOYHBIX
MaTepHayioB, a TAKXKe OOPAIEHUIO C HUMH CIIEIyeT YACNIATh TaKOe e BHUMAHUE,
KaK U UCXOAHBIM MaTepHuajaM.

5.46. Ocoboe BHUMaHUE ClEAyeT YAENATh MeYaTHhIM Marepuanam. Mx
CJIelyeT XPaHUTh B O€30IaCHBIX YCIOBHSIX, UCKIIOYAIONTUX JTOCTYI MOCTOPOHHUX
aull. Pa3spe3aHHble STUKETKM W JPYrHe pa3pO3HEHHBIE I€YaTHbIC MaTepHUalbl
JIOJDKHBl XPAHUTBhCS M TPAHCIOPTUPOBATHCS Pa3lieIbHO B 3aKpBITOM Tape,
WCKIIIOYAKOLIE  MX  IepernyTbiBaHue. Pa3pemieHne Ha  MCIMOJIB30BaHUE
YIAKOBOYHBIX  MAaT€pHUAJIOB  JIOJDKHO  BBIAABAaThCS  TOJIBKO  CIIELHATIBHO
Ha3HAYEHHBIMU JIMIIAaMHU B COOTBETCTBHUU C YTBEPXKJICHHOM M JOKYMEHTAJIbHO
0o(OpMIICHHOM MPOLIEeTyPOH.

5.47. Kaxnol mMOCTaBKE WJIM CEPUU TMEPBUYHBIX WM [E€YATHBIX
YIaKOBOYHBIX MATEPHAJIOB JOJKEH OBITH MPUCBOEH MACHTH(PUKAIIMOHHBIA HOMED
WIM UICHTU(DUKAIIMOHHBIN 3HAK.
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5.48. IIpocpoueHHbIC WM HENPUTOJHBIE K MCMHOJb30BAHUIO MEYATHBIC WIIU
NEpPBUYHBIE  YMAKOBOYHbIE MAaTEpHalIbl  JIOJDKHBI ~ OBITh  YHUUYTOXKEHBI  C
JIOKyMEHTAIbHBIM 0(hOPMIICHUEM.

Onepanuu no ynakoBke

5.49. Tlpu cocTtaBieHUU TUIAHOB OIEpaIlii MO0 yIMAaKOBKE 0CO00€ BHUMAHUE
JOJDKHO ~ OBITh  YJI€JIEHO CBEJCHMI0O K MHUHUMYMY pHUCKa TMEPEeKpPECTHOM
KOHTAMUHALINK, TEpPEyThIBaHUs WIM NoaMeHbl. He nomyckaeTrcsi ynakoBbIBaTh
MPOIYKIMIO PA3IUYHBIX BUIOB B HETOCPEACTBEHHOW OJM30CTU IPYr OT JApyra 3a
UCKIIFOUEHHUEM CITy4aeB, MPEAYCMAaTPUBAIOIINX (DU3UYECKOE pa3ielieHuUE.

5.50. Ilepen HauvanoM omepaluii MO YMakoBKe JOJKHBI OBITh MPEANPUHSATHI
MEpbl, TapaHTHpYIOLIKMEe, YTO pabouas 30HA, YMAKOBOYHBIC JIMHHUM, I€YATHBIC
MaIIMHBI U JIpyroe OO0OpYyIOBaHUE SIBISIOTCA YHUCTHIMH M HE COJAEpXKAaT JIOObIe
UCIIOJIb30BABIIMECS paHee JIEKAPCTBEHHbIE IpenapaTbl, MaTepuaiabl WU
JIOKYMEHTBI, €CJIM OHU HE TpeOyroTCs JUIsl 3alUIaHUPOBAHHOW onepanuu. OYuCTKy
JIMHUHU CIIEAYET IPOBOJNUTH COTJIACHO COOTBETCTBYIOIIEN MIPOLIEYPE.

5.51. HaumeHOBaHME M HOMEP CEPUM YIIAKOBBIBAEMOUN MPOIYKIHMH JTOJKHBI
OBITh yKa3aHbl HA KKJOM YITaKOBOUHOM MECTE WJIH JIMHUU.

5.52. 1Ipu nDoOCTyIUIEeHMM NPOAYKLIMH W YIAKOBOYHBIX MATEPHAIOB HA
Y4aCTOK YIAKOBKH CJIEAYyEeT IPOBEPUTh HX KOJHMYECTBO, HJIECHTUYHOCTh U
COOTBETCTBUE MHCTPYKLHSAM 10 YIIAKOBKE.

5.53. Marepuaibl NEpBUYHON YIMAKOBKU JOJKHBI OBbITH YMCTHIMH JI0 Havaja
orepanuy HarosHeHus1. ClienyeT yaelsiTh BHUIMaHHE MPEIOTBPALICHNIO U YCTPAaHEHHUIO
711000 KOHTaMUHALIMH, TAKOH KaK OCKOJIKM CTEKJIa U METAJUTMUECKUE YaCTHULIBI.

5.54. Kak mnpaBwio, MapKHpOBKY CJIEAYET OCYIIECTBIIATH KaK MOHO
obicTpee mocine (acoBKM M YKYNOpkd. Eciam 3TO He MpPOMCXOAMT, TO CIEAYET
OPUHATH  HEOOXOJMMBIE  MEpPbl, TapaHTUPYIOIIHE, YTO HE IPOU30UIET
nepenyThIBaHUs UM OIIMOOYHON MapKUPOBKHU.

5.54. IIpaBUIBHOCTH BBINOJHEHUS JIFOOBIX MEYATHBIX ONepauuid (Hanpumep,
HAHECCHUSI HOMEPOB CEpUMl, CpOKa TOJHOCTH), OCYIIECTBISEMBIX JHOO Kak
OTIIeJbHAsl TEXHOJIOTMYECKasi orepamnusi, JM00 B MpOILECCe YMAKOBKH, CIIEIYET
TUIATENIBHO KOHTPOJIUPOBATH U OQOPMIIATH JOKyMeHTanbHO. Oco0oe BHUMaHUE
CIIEyeT YACIATh PYYHOHM MAapKUPOBKE, KOTOPYIO CJIEAYET PpEryJIsIpHO
NIEPENPOBEPSATE.

5.56. OcoOble Meppl MNPETOCTOPOKHOCTH JODKHBI  COOMIONAThCsS — TIpU
VICTIOJIb30BaHUM PA3PE3aHHBIX ITUKETOK U HAHECEHWHU IITAMIIOB BHE JIMHUH YIIAKOBKH.
JUi1 mpenoTBpalleHusl NEpenyThIBaHUs IEYaTHOIO Marepualia IPEATIOYTHTENIBHEE
UCIIOJIb30BATh ITUKETKH B PYIIOHE BMECTO PAa3pE3aHHBIX 3TUKETOK.

5.57. Cnenyer mnOpoBOAUTH NPOBEPKH, TaAPAHTUPYIOIIME, YTO BCE
AJIEKTPOHHBIE YCTPOMCTBA CUMTHIBAHUS KOJA, CYUETUYMKU ITUKETOK U aHAJIOTMYHbIE
yCTpOMCTBA pabOTaIOT MPABUIIBHO.

5.58. MapkupoBKa YMaKOBOYHBIX MATEPHAJIOB, HAHECEHHAs C TMOMOIIbIO
neyaTd WM METOJOM THUCHEHMs, JOJKHA OBITh OTYETIMBOM M YCTOMYMBOM K
BBII[BETAHUIO WJIU CTUPAHUIO.

5.59. Tlpu koHTpoJEe mpolecca YNaKOBKU TMPOAYKIIMH HA JIMHUM CIIETyeT
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MIPOBEPATH, KAK MUHUMYM, CJICTYIOIIEE:
a) oOmIMii BHEIIHUI BU] YIIAKOBOK;
b) KOMIUIEKTHOCTD YIIaKOBOK;
C) HWCIOJIb30BaHUC HAIICHKAIMX BHIOB MPOAYKIMU U YHAKOBOYHBIX
MaTepHaoB;
d) npaBUIBHOCTH HAHECCHUS JIFO00H MaPKUPOBKH;
€) NpaBUIBHOCTH PabOTHI KOHTPOJBHBIX YCTPOWCTB HA JIMHUU.

OO0pa3iel, B3STHIC C YIAKOBOYHOM JTUHUH, HE CIICYET BO3BPAIIATh TOBTOPHO
Ha JIMHHIO.

5.60. Eciu mnpu ymakoBKe MPOAYKIMM BO3HUKIM  HENPEIBUICHHBIC
OOCTOSATENTLCTBA, OHA MOXKET OBITH BO3BpAIlCHA B IPOM3BOACTBO TOJBKO TIOCHE
CIICIIMAIFHON TIPOBEPKHM, TPOBENCHUS PACCICIOBAaHUSA W C Pa3pelieHHs JIUIA,
MMEIOIIETO COOTBETCTBYIOIINE TOJTHOMOYMS. YKa3aHHBIC JICHCTBUS JODKHBI OBITH
o(opMIIeHBI B BUJIE IPOTOKOJIA, KOTOPBIH CIIEIYeT XPaHUTh B YCTAHOBJICHHOM TTOPSIJIKE.

5.61. Ilpu cymiecTBEHHOM WM HEOOBIYHOM PACXOXKJIEHUU, YCTAHOBICHHOM
BO BpeMsl COCTaBJICHHMs OajaHCa MEXAy KOJIMYEeCTBOM HepachacoBaHHOMN
MPOJYKIIMU, TEYaATHOTO YIMAKOBOYHOTO Marepuaia M YHUCIOM MPOU3BEACHHBIX
CJMHUI] TOTOBOM MPOAYKIIMH, CIEAYET MPOBECTU PACCICIOBAHUE U YCTAHOBUTH
MPUYUHY 3TOTO PACXOXKIEHUS JI0 BbIJAYH pa3pellieHus] Ha BBITYCK.

5.62. Tlocne 3aBepiieHUs OmNeEpalyii MO YMAaKOBKE JIOObIE OCTaBIIUECS
YIaKOBOYHBIC MaTepHajbl C HAHECEHHBIM Ha HUX HOMEPOM CEPHUHU JTOJDKHBI OBITh
YHUYTOXEHBI C TOCICAYIOMNUM JTOKYMEHTaIbHBIM odopmieHueM. Bosppar Ha
CKJIaJ] HEMapKUPOBAHHBIX YIIAKOBOYHBIX MATEPHUATIOB MPOU3BOAT B COOTBETCTBHUU
C YTBEPKJICHHOM MTPOLETYPOl.

I'oTtoBasi npoaykuus

5.63. Jlo BbIOAaYM pa3pelieHUs Ha BBIIYCK T'OTOBAas NPOAYKLIMS TOJHKHA
COJZIEPKAThCS B KAPAHTUHE B YCIOBUSX, YCTAHOBJICHHBIX POU3BOIUTEIICM.

5.64. Jlo mMoMeHTa TOJIy4€HHUs pa3pelieHdss Ha BBIMYCK OJKHA OBITh
IpoBeJeHa OIlEHKAa TOTOBOM MPOAYKIHMHA W JOKYMEHTAIMH, TOPSAOK KOTOPOid
npuBejieH B r1aBe 6 («KoHTposk kauecTBay) HacTosmux [Ipasu.

5.65. Tlocne Beimaum pasperieHust Ha BBITYCK TOTOBAs MPOAYKIHUS TOJDKHA
XPaHUTBHCS KaK MPUTOJHBIA AJIs peajqu3aliy 3arac B YCIOBHUSX, YCTaHOBJIEHHBIX
POU3BOJIUTEIIEM.

OTKJIOHCHHLIG, IMOBTOPHO UCIIOJBb30BAHHbBIC

H BO3BpallleHHbIe MaTEePUAJIbl U NPOAYKIIUSA

5.66. OTKIIOHEHHBIE MAaTEpUAIBl W MPOMYKUUS JOJDKHBI UMETh YETKYIO
MapKUPOBKY M XPaHHUTHCS Pa3AebHO B 30HaX C OrpaHMYCHHBIM A0CTyrmoM. OHu
MOJIJIKaT BO3BpATy TIOCTABIIMKY, MepepadoTke (€ciu dTO JOMYyCTHMMO) WU
YHUYTOXEHUIO. J[t0Oble BBIOTHEHHBIE JCUCTBHUSI JIOJDKHBI OBITH  O(hOpMITCHBI
JOKYMEHTAIbHO ¥ YTBEP)KACHBI JIMIAMH, WMEIOUIMMH  COOTBETCTBYIOIIHE
MOJTHOMOYHSL.

5.67. llepepaGoTka  OTKJIOHEHHOM  MPOAYKIMM  JOMYyCKaercs B
UCKITIOUMTENFHBIX CIIydasiX MpU YCIOBUHM OTCYTCTBHUS YXYIIICHHUS KauyecTBa TOTOBOM
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NPOAYKUMH W BBIIOJHEHUS Bcex TpeboBanui crenudukanuii. Ilepepaborky
OCYILECTBIISIFOT B COOTBETCTBHM C YTBEP)KICHHOM IPOLIEAYPOH IIOCIIE OLIEHKU
BO3MOYKHOT'O PHCKa C MOCIEAYIOINM JOKYMEHTAJIBHBIM O(OPMIICHHUEM.

5.68. IloBTOpHOE UCHOJB30BAaHUE BCEH CEpUM WM 4YacTH paHee
IPOU3BEJICHHBIX CEPUN COOTBETCTBYIOLIEIO KAayecTBa IyTEM OOBEIWHEHUS C
CEpHeN TaKOW K€ MPOAYKIMH Ha OINPEACIICHHON CTaJuM IPOU3BOJACTBA, JOJDKHO
ObITh CaHKLIMOHMPOBAHO 3apaHee. Takoe BBEJIEHUE CIEAYET OCYILIECTBIATh B
COOTBETCTBUM C YCTAHOBJIEHHOH MpOLIEAYPOH C YYETOM OIIEHKH BO3HHUKAIOLIUX
PHUCKOB, BKJIIOYAs J000€ BO3MOXKHOE BIMSHUE HA CPOK TOJHOCTH. JlesITeNbHOCTh
10 TOBTOPHOMY HCIIOIB30BAHUIO CIIEAYET 0QPOPMIIATH JOKYMEHTAIBHO.

5.69. Heo06xoauMOCTh TOMOJHUTEIBHOTO KOHTPOJSI JIOOOH TOTOBOM
OPOAYKIIMH, TPOIIEAImed MepepadoTKy, WM MNPOAYKIHH, B KOTOpPYyIO Oblia
BKJIFOYEHA TOBTOPHO MCHOJB30BAHHAS NPOLYKUMS, ONpPENEseT MOApa3AciiCHUe
KOHTPOJISL Ka4eCTBa.

5.70. Bo3BpaliieHHas ¢ pbIHKA MIPOIYKIIMSA, HaJl KOTOPOU ObLT yTpaueH KOHTPOJIb
CO CTOPOHBI MPOU3BOIUTEIIS, IOJDKHA OBITh YHUUTOXKEHA, 3@ MCKIFOYEHUEM CIIy4yaeB,
KOI7Ia HET COMHEHMI, YTO €€ Ka4eCTBO SIBIICTCS YNOBJIETBOPUTENBLHBIM. Perenue o
IIOBTOPHOM peaM3alyy, IEPEMapKUPOBKE WM IOBTOPHOM HCIIONB30BAaHUM MOYKET
OBbITh MPUHATO TOJNBKO MOCIE KPUTUYECKOH OLIEHKH, MPOBEIECHHOW MOApa3IeieHuEM
KOHTpOJISl KadecTBa B COOTBETCTBUM C TNHMCBMEHHOW mpouenypoi. Ilpm 3tom
HEOOXOMIMO YYWTBIBAaTh XapaKTep IMPOMYKIMH, €€ TMPENbICTOPHUI0 U COCTOSHUE,
COOJTIOIEHNE CTIEUATTBHBIX YCIIOBUI XpaHEHHS U BPEMs], IPOILIEIIIIEE C JaThl BBITYCKA.
[Ipy 1r0OBIX COMHEHMSAX B OTHOIICHMHM KadecTBa MPOAYKLMU HE JIOMYCKAETCS €€
MOBTOPHOE UCIIOJIb30BAHUE WJIM MMOBTOPHBIN BBITYCK, HO JIOIYCKAETCS €€ XMMUYECKast
nepepaboTKa C LENbI0 PEreHepaly aKTHUBHBIX MHIPEAWEHTOB. Bcee BbINOIHAEMBIE
JEUCTBUSI JOIKHBI ObITH O()OPMIIEHBI IOKYMEHTAJIBHO.

HexBaTka NpoAyKUMHU B CBSI3H C POU3BOACTBEHHBIMH 3aTPYAHECHUAMHM

5.71. Tlpou3BoauTenb OKEH COOOIIATh JEP>KATEII0 PErHCTPAlMOHHOTO
YIOCTOBEPEHUS] O JIOOBIX 3aTPyJHEHUSX B IPOU3BOJCTBEHHBIX OIEpalysiX,
KOTOpBbIE MOTYT NPUBECTH K HEOOBIYHOMY OIPAaHMYEHHUIO IOCTaBKU. Takoe
COOOIIEHNE  JOJKHO  OCYLIECTBISATBCS  CBOEBPEMEHHO Uil  OOJeryeHus
yBeIOMJIEHHsI 00  OrpaHMYEHHUSAX TMOCTaBKM CO  CTOPOHBI  JeprKaTelis
PErHCTPALIMOHHOTO yIOCTOBEPEHMS, HAIIPABISIEMOTO B aJIpEC COOTBETCTBYIOIIMX
KOMIIETEHTHBIX OpraHoB. Takoe YBEJIOMJIEHME OCYIIECTBISIETCS COIJIACHO
TPABOBBIM 00SI3aTEIBCTBAM AepsKkaTess PY°.

3 Hepxarens PY nexapcTBeHHOTO IpemapaTa JO/DKEH, B paMKaX CBOMX OOS3aHHOCTEH, 00eCIeunTh
COOTBETCTBYIOIIYIO U OecrepeO0iHyI0 MOCTABKY TOTO JIEKAPCTBEHHOTO Tperapara B anTeKH WIH JINIAM,
YIIOJTHOMOYEHHBIM Ha TIOCTaBKY JIGKApPCTBEHHBIX TperapaToB. Jlepxkarens PY momkeH OBITH W3BEICH
CBOEBPEMEHHO B Cilyyae 3aTpyJHEHUN B MPOU3BOACTBEHHBIX IpoOIlleccax, KOTOPhIE MOTYT MPHUBECTH K
OIPaHUYEHUAM MOCTABKHU JIEKAPCTBEHHOTIO NpEIapara.

43



I'TABA 6. KOHTPOJIb KAYECTBA

Ilpunyun

Hacrosmmii pa3znen HOKEH paccMaTpuUBaTBCA B COYETAHMM CO BCEMH
COOTBETCTBYIOILIMMH pazziesaMu HacTosuux [Tpasu.

KonTponb kadyecTBa pacmpocTpaHseTcss KaKk Ha Mpoleayphl oTdopa mpoo,
cienu(UKaIMi U Ha MMPOBEICHNE UCTIBITAHUN, TaK M Ha MPOLEAYPHl OpraHu3allny,
JOKYMEHTUPOBAHMSI M BBIIIYCKA, TapaHTUPYIOIIUME IPOBEACHHE HEOOXOIUMBIX
UCIBITAaHUH, a TaKke OO0ECIEeUMBAIOLIUME TO, YTO HCXOJHBIE M YIAKOBOYHBIE
MaTepHuaibl HE pa3pelieHsbl I UCIIONIb30BaHNUs, a POAYKIUS — I pealu3alnuu U
IIOCTAaBKH JI0 T€X IOp, MOKa UX KayeCTBO HE OYJET MPU3HAHO COOTBETCTBYIOIIUM
YCTaHOBJIEHHBIM TPEOOBAHMSIM.

KoHnTponp kadyecTBa He OrpaHMUYMBaeTCsl JaOOPATOPHBIMH pabOTaMH, U
JOJDKEH OBITh BOBJICYEH B IPUHATHE BCEX PEIICHUH, KacaloUIMXcs KadecTBa
npoayKiuuu. OCHOBOMOJATalOUIUM MPUHIIMIIOM ISl YOBJIETBOPUTENBHOU PAOOTHI
NOJIpA3/IeNIeHUusT KOHTPOJI KauecTBa CYUTAETCA €ro HE3aBUCUMOCTh  OT
IIPOU3BOJICTBA.

Oobuue mpebosanus

6.1 Kaxnaplii aepskareiab MNPOU3BOJICTBEHHOW JMIICH3UW JOHKEH HMETh
NIOJIpa3/IeJICHuEe KOHTPOJII KadyecTBa, HE3aBUCHUMOE OT APYIMX IMOAPA3ACICHUN U
OTIIeJ0B. PyKOBOAMTEINB 3TOr0 NOAPA3IEICHUS TOJDKEH UMETh COOTBETCTBYIOIIYIO
KBIM(PUKALIMIO U OIBIT, B €r0 PaCHOPSIKEHUN MOXKET OBITh OJIHA MM HECKOJBKO
KOHTPOJIbHBIX ~ Jaboparopuil. [logpasaenenne AOMKHO OBITH  0OECHIEYEHO
JIOCTaTOYHBIMHU pecypcamu TUISL obecrnieueHust 3 pekTuBHOCTH 51
COOTBETCTBYIOILIETO BBIMOJIHEHUSI MEPOIIPUATUN KOHTPOJIA KauecTBa.

6.2 OcHOBHBIE O0O0S3aHHOCTH PYKOBOJUTENSI TOJpAa3AEiICHUs] KOHTPOJS
KadecTBa 0000mIeHbl B TaBe 2 vactu | Hactosimux l[lpaBun. Ilogpaznenenue
KOHTPOJISI KA4eCTBAa B IIEJIOM MOXKET UMETh TAKXKE M JAPYrHe 00s3aHHOCTH, TaKUe
Kak pa3pa0oTKa, Bamuaalus U OOECleYeHUE BBINOJHEHUS BCEX MpOLEIyp IO
KOHTPOJIF0O KadecTBa, HAOJIOJEHWE 3a KOHTPOJIbHBIMU W/WJIM apXUBHBIMU
oOpa3amu MaTeprasioB U MPOAYKLUHU B COOTBETCTBYIOIIMX ClIydasix, oOecreueHne
MPaBUJIBHOCTH MAapKUPOBAaHUSA YMAKOBOK C MaTepHallaMd W TPOIYKIIHEH,
MOHUTOPUHT CTA0MJIBHOCTU MPOAYKIIMU, YYaCTHE B PACCIEIOBAaHUU MPETECH3UI B
OTHOUIEHMM KadecTBa NPOAyKUMH M T.A. Bce 3Tu omnepauuu cienyer
OCYUIECTBJISITh B COOTBETCTBHHM C JOKYMEHTHPOBAHHBIMHU IMpOILEAypaMd U MpHU
HE00X0AMMOCTH 0QOPMIIATH JOKYMEHTAIBHO UX PE3YJIbTATHI.

6.3 OueHka roTtoBOM NPOAYKIHUHM JOJKHA OXBAThIBATH BCE OTHOCSIIMECS K
Hel (akTopbl, BKIIOYas YCJIOBHUS MPOU3BOJACTBA, PE3YJbTAaThl HUCHBITAHUM B
mpoliecce MpPOU3BOJCTBA, 0030p MPOU3BOJCTBEHHON [TOKYMEHTAlUU (BKIHOYas
JIOKYMEHTAIMIO MO YMAaKOBBIBAHHUIO), COOTBETCTBUE CHEHU(DUKAIUSAM HA TOTOBYIO
MPOYKITHAIO M IPOBEPKY OKOHYATETHFHOMN YITAaKOBKHU.

6.4. Ilepconan nogpa3aeneHus KOHTPOJIS KAYECTBA JOJKEH UMETh JOCTY B
MPOU3BOJICTBEHHBIE 30HBI JUISI  OCYIIECTBICHHS OTOOpa mpobd u (mpu
HEOOXOJMMOCTH) COOTBETCTBYIOLIETO paccie10BaHusl.
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Haonesxcawaa nabopamopnas npakmuka KOHmMpPoia Kauecmaea

6.5 Ilomemenus u oOOpyIOBaHHUE KOHTPOJBHBIX JIAOOPATOPHUI TOJIKHBI
OTBEYaTh OOIIUM M CHeHUPUUIECKUM TpeOOBaHMUSIM K 30HAM KOHTPOJISI KauecTBa,
IIPUBEJICHHBIM B TJIaBe 3.

Jnsg  mpemoTrBpamieHHss  BO3MOXKHOCTH — CIIYYallHOM  MEPEKPECTHOU
KOHTaMHUHAIMK JabopaTopHOe 000pYyAOBaHHE HE JOJKHO MEPEeMEIaThCsl MEXKIY
30HAMM C BBICOKOM CTEIIEHBIO PHUCKAa HA PYTHHHOM OCHOBE. B wyacTHOCTH,
MUKpOOHOJIoTUYecKast JabopaTopus JOJKHA ObITh OPraHU30BaHA TaKUM 00pa3oM,
KOTOPBIN CBOAUT K MUHUMYMY PUCK NIEPEKPECTHOTO 3arpsI3HEHUSL.

6.6. Ilepconan, nomemieHuss U 00OpYyJIOBaHHE JAOOPATOPHUM JTOIKHBI
COOTBETCTBOBATh 3ajayaM, OOYCJIOBJIEHHBIM XapakTepoM H  00BEMOM
MIPOU3BOJICTBEHHBIX omepauuid. B psge ciiydaeB  BO3MOXKHBIM  SIBJISIETCS
UCIIOJIb30BAaHUE BHEIIHUX J1A0OpaTOpUi MpU YCJIOBUU BBIMIOJIHEHUS UMHU
TpeOOBaHMIA, peICTaBICHHBIX B [1aBe 7, M 3TO HEOOXOIUMO OTMETUTH B 3aMHCSIX
10 KOHTPOJIIO Ka4€eCTBa.

Hokymenmauusn

6.7 JloxymeHrtauus jgabopatopuil JOHKHA COOTBETCTBOBATh TPEOOBaHUSM,
U3JI0’)KEHHBIM B 1aBe 4 Hactosmux [IpaBun. OcHOBHas 4acTh 3TOM JOKYMEHTAUH
OTHOCHUTCS K KOHTPOJIIO KadecTBa. B mojapasfeneHun KOHTpOJIsd KauecTBa JI0JKHA
OBITH TOCTYITHA CJIECAYIOMIAst JOKYMEHTAIHS:

I. Cienudukarym,

Ii. Ilpomemypsl, omuchBaromEe OoTOOP MPOO, MPOBEIACHHWE WCIBITAHUH,
3armicy (B TOM YHCJIC aHaJUTHUeCKHe paboure JucThl M (WIM) J1abopaTOpHBIC
KYpHAJIbI), PETUCTPALIAIO U TTPOBEPKY;

iii. IIpouenypsbl u 3amucu KaaMOPOBKH M KBAIM(UKAIUU H3MEPUTEIHHBIX
pUOOPOB U TEXHUYECKOTO 0OCITYKMBAHUSI 000PYT0BAHUS.

Iv. Tlopsimok paccieloBaHUS pPE3yJIbTAaTOB, BBIXOASIIMX 33 TPEICIIbI
cnenuuKanui ¥ TeHACHIIUN (TPEHI0B);

V. AHanutuueckue or4erhl (WiH) cepTU(dUKAThl aHAIW3a WM JpPYyrHe
JIOKYMEHTBI, TOATBEPKIAI0IINE Ka4eCTBO;

Vi. JlaHHBIC MOHUTOPUHTA IPOU3BOACTBEHHOM Ccpelibl (BO3yX, BO/A, APYTHE
TEXHOJOTMYECKHUE CPeJibl), T/ie OHU TPEOyIOTCS;

Vii. 3anucu o BaIMAaUu METOIUK UCTIBITAHUMN, TJI€ IPUMEHUMO.

6.8 JI100yr0 TOKYMEHTAIMIO TT0 KOHTPOJIIO KaueCTBa, CBSI3aHHYIO C JJOChe Ha
CepvI0 JIEKapCTBEHHOTO CpENCTBA, CIIEAyeT XpaHUTh B COOTBETCTBUU C
TpeOOBAaHUSIMU K COXPAHEHHUIO TOKYMEHTAIIUN CEpUH, PUBEICHHBIMU B TJaBe 4.

6.9. JInst HEeKOTOPBIX BUJIOB JIAHHBIX (HampuMep, pe3yJbTaTOB MCIbITAHUH,
BBIXO/IOB, KOHTPOJISI MPOW3BOJCTBEHHON Cpeibl W JAp.) 3alUCH JOJDKHBI BECTHCH
criocoOoM, TO3BOJISIIOIIUM MPOBOAUTH OLEHKY CYHIECTBYIOIIUX TEHICHUIUN
(TpenoB). JIroOble TaHHBIE, BBIXOASIIHE 32 IPEACIbI CrICIM(DUKAIUN U TSHICHIHIA
(TpeHsOB), MOKHBI OBITH PACCMOTPEHBI W HAMpPABICHBI ISl MPOBEICHHS
pacciieIOBaHUM.
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6.10. B momonmuenue k mHGOPMAINH, SBIISIOMICHCS YacThIO JOKYMEHTAIIUU
CepyH, JOJHKHBI COXPAHITHCS M OBITh OCTYIMHBIMH JIPYTHE€ WCXOJHBIC TaHHbIC,
3a()MKCUPOBaHHBIC B TaKUX JOKYMEHTaX, Kak JabOpaTOpHbIC >KypHAIbl ¥ (W)
3aIHCH.

Omoop npoo
6.11 OT60p mMpob cremyeT OCYMECTBISATh U TOKYMEHTAIbHO OQOPMIISATH B
COOTBETCTBHH C IOKYMEHTHPOBAHHBIMHU MIPOIICTYPAMH, KOTOPBIC OTIPEICTISIOT:
. MeToj1 oTOopa mpoo;
ii. UCIIOJIb3yeMOe 000pYA0BaHHUE;
hii. KOJIMYECTBO MPOOBI, KOTOPOE JOIHKHO OBITH 0OTOOPaHO;

iv. HUHCTPYKIHH 10 JTII000MYy TpeOyeMoMy pa3aeaeHnI0 IPOOEI;
V. THUII K COCTOSIHUE KOHTEHHEpa, HCII0IB3yEMOTO ISt ITPOOHI;
Vi. UIEHTH(DHUKAIIMIO KOHTEHHEPOB ¢ OTOOPaHHBIMU IPOOAMH;
Vil. JIFOOBIE [OIEXKAAE COOJIIOJIEHUTO 0co0bIe MepbI

IPETOCTOPOKHOCTH, OCOOCHHO MpU OTOOpPE NpOO CTEPHIIBHBIX WM BPEIHBIX
BEILECTB;
viii. YCIIOBUS XpaHEHHUS;
IX. MHCTPYKIIMM IO OYMCTKE M XPaHEHHUIO O0OpyJoBaHuUs [l oTOOpa
npoo.

6.12 IlepemanHble [  HUCHBITAHUN  OOpa3lbl  JOKHBI  OBITH
pENpEe3eHTATUBHBI Ul CEpUM MaTepuana WIM NpPOAYKLHH, W3 KOTOPOM OHHU
0oToOpaHbl. MOryT OBITh TaKkKe OTOOpaHbI APyrue MpoOkl AJisT KOHTPOJsE Hanbosee
BaXHBIX JTaloB Ipolecca (Hampumep, €ro Hayaja WIKd OKOHYAaHHUS).
Hcnonb3yemblii 11aH oTOOpa mnpo0d AOMKEH OBITh HaJUIeKAIUM 00pa3oM
000CHOBaH U 0a3UpOBaTHCS HA MPUHIIMIIAX YIIPABICHUS PUCKAMHU.

6.13. KonteitHepsl ¢ 0Opa3namMu AOJIKHBI UMETh ITHKETKY, YKa3bIBAIOIIYIO
€ro cojiep>kuMoe (C HOMEpPOM Cepuu), aTy oTOopa Mmpod, a Takke 00O03HAUYEHHE
TapHBIX MECT, U3 KOTOPBIX ObUIM OTOOpaHbl 00pasibl. PaboTa ¢ HUMH JOJKHA
BECTUCh TakuM 0O0pa3oM, 4YTOOBl MHUHHMHU3HPOBATh PHUCK TEPEIyTHIBAHUSA W
3alUTUTH 00pa3Ibl OT HETATUBHBIX YCIOBUI XPaHEHUS.

6.14 JlomonHuTeNbHbIE TpPEeOOBAaHUS B OTHOIIEHUHM KOHTPOJBHBIX H
apXMBHBIX 00pa30B NPHUBEACHBI B puiiokeHuu 19 nacrosumx [Ipasui.

Ilposeoenue ucnvimanuii

6.15 Meroauku  HUCOBITAaHUW  JOJDKHBI  OBITh  BaJIUJIUPOBAHHBIMH.
JlaGopatopus, KoTOpas HCMOJb3YyeT METOJMKY WCIBITAHUW U KOTOpas He
BBITIOJIHSJIA €€ TEePBOHAYAJIBHYIO BalWAalUio, JIOJDKHA BepUUIIUPOBATH
MPUTOTHOCTh METOJIMKHU UCIIBITAHUN. Bce onepannu 1mo mpoBEACHUIO UCTIBITAHWUM,
OMMCAHHbIE B COOTBETCTBYIOIIUX JOKYMEHTAaX PErHMCTPAIIMOHHOTO J0ChE, CIICIyeT
MIPOBOJUTH B COOTBETCTBUU C YTBEPKICHHBIMU METOJUKAMHU.

6.16 IlomydyeHHBIE pE3yJabTATHl JOJDKHBI JOKYMEHTAIBHO O(OPMIISATHCS.
Pe3ynbTaThl 1 mapamMeTpoB, ONPEIEICHHBIX B KaUeCTBE IMOKa3aTesieldl KauecTBa
WM KaK KPUTUYECKHUE, U BCE BBIUMCICHHUS HEOOXOIMMO TINATEIBHO MPOBEPATH U
OLICHUMBATh HAa HAJIMYME TEHIEHUUW (TpeHaoB). Bce pacdeTsl clielyeT TINATEeIbHO
MIPOBEPSITH.
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6.17. IlpoBenéHHble HCHBITAHUS JOJDKHBI OBITh 33aJOKyMEHTHPOBAHBI.

3anucu JOJHKHBI BKIIKOYATh B ¢€05, 10 MEHbILEH MEpe, CIEAYIOIINE JaHHbIE:
I. HaumeHOBaHWE HCXOMHBIX MAaTEpUAIOB WM TNPOAYKIMH U, TIC
IPUMEHUMO, JIEKAPCTBEHHON (DOPMBI;
ii. Homep cepum u, riae nNpuMEHMMO, HAUMCHOBAHUE TPOWU3BOIUTENS H/WIN
NOCTaBIIUKA,
Iii. CchUIKM Ha COOTBETCTBYIOIIUE CIEHU(DHUKAIUN W METOJAUKUA TPOBEICHUS
HCIIBITAaHMI;
IV. Pe3ynbpTaThl UCTIBITaHUS, BKIIOYast HAOMIOMECHUS U PACUYCThl, U CCHUIKA Ha
BCE cepTU(UKATHI aHATTN3A,;
V. JlaTel npOBEICHUS UCTIBITAHUN;
Vi. damMwimu JIUT, BBEITIOTHUBIINX UCITBITAHUS;
Vii. ®amMwimu Ml TPOBEPUBIINX MPOBEACHUE HCIBITAHUN U pacyeToB (TIe
MIPUMEHHMO);
Viii. YeTkoe 3akiroueHHE O BbIAAYe pa3pelICHUs WM OTKIOHCHUH MPOMXYKIHH
(unu peneHue o Ipyrom craTyce), 1aTa U MOANUCHh OTBETCTBEHHOT'O JIMILIA.
iX. CchuIKa Ha UCTIOJIb30BAaHHOE 000PYIOBaHHE.

6.18. Becb KOHTPOJb B IpoOLECCE MPOU3BOACTBA, BKIIIOYAsi U TOT, KOTOPBIN
BBIIIOJIHAETCSI B IPOU3BOJCTBEHHONM 30HE IIPOM3BOJACTBEHHBIM IIEPCOHAIIOM,
HEOOXOJMMO OCYILIECTBISATh B COOTBETCTBUU C METOJUKAMH, YTBEPKICHHBIMU
NOJIpa3/IeIEHUEM KOHTPOJISI KayecTBa, a €ro pe3ysbTaTbl — JOKYMEHTAJIbHO
0(OPMIISITH.

6.19 OcobOoe BHUMaHWE cIeAyeT YACIATh KadecTBY JIabDOpATOPHBIX
PEaKTUBOB, MEPHOI MOCYbl U TUTPOBAHHBIX PACTBOPOB, CTAHAAPTHBIX 00PA3LOB U
NUTaTeNbHBIX cpell. X ciieqyer roTOBUTh M KOHTPOJIUPOBATH B COOTBETCTBUU C
JOKYMEHTUPOBAHHBIMUA ~ MPOLEAYpAaMU. YPOBEHb KOHTPOJIS JOJKEH ObITh
COpa3MepeH ¢ UX Ha3HAUYEHUEM U JOCTYIMHBIMH JaHHBIMU O CTAOMIIBHOCTH.

6.20 CranmapTHbie 0Opasmbl JOJDKHBI OBITH NMPHU3HAHBI MPUTOAHBIMH JIJIS
UCIIOJIb30BaHuUs M0 HazHaueHHto. VX kBanudukanusa u ceprudukanms B Ka4ecTBe
TaKOBBbIX JOJDKHA OBITh UYETKO YCTAaHOBJIEHA M JOKYMEHTHpOBaHA. Besakuil pa3 B
KayecTBE TMEPBUYHBIX CTaHJAPTHBIX OOpPa3lOB MPEANOYTUTEIBHO JOJIKHBI
UCIIOJIB30BaThCS  (papMakomeiiHble CTaHIapTHBIE O00pa3ibl U3 O(PUIIMAIBHO
NPU3HAHHBIX UCTOYHUKOB (IIPH X HAJIMYMU), €CIIM UHOE HE 0OOCHOBAHO B MOJIHOM
Mepe (MCIOJIb30BaHUE BTOPUYHBIX CTAHJIAPTHBIX OOpa3LoB pa3pelaeTcsi, TOIbKO
eciu Oblila MPOJIEMOHCTPUPOBAHA U JOKYMEHTHPOBAaHA UX MPOCIEKUBAEMOCTD 10
NEPBUYHBIX CTAHJIAPTHBIX 00pa3loB). DTU (apmakoneiHbie 00pa3lbl JTOJKHBI
UCIIOJIb30BAThCS B LIEJISIX, OMUCAHHBIX B COOTBETCTBYIOLIMX MOHOTpadusx, eciu
MHOE HE pa3pelIeHO HallMOHAJIbHBIM YIIOJTHOMOYEHHBIM OPTraHOM.

6.21 JlaGopaTopHble pPEAKTUBBI, PACTBOPbI, CTaHIApPTHbIE OOpa3LbBl U
NUTATeNbHBIE CpeAbl, JOKHBI ObITh MapKUPOBaHbl C YKa3aHUEM ATl
IPUTOTOBJIEHUSI W, TA€ NPUMEHHMO, BCKPBITHS, W MOANMCU HcrnoiaHuTens. Ha
ATUKETKaX JOJDKHBI ObITh YKa3aHbl CPOKH TOJHOCTH PEAKTUBOB U MUTATEIbHBIX
cpen, a Takxke ocoOble yciaoBusi XpaHeHus. Kpome Toro, st TUTPOBaHHBIX
pacTBOPOB HEOOXOIMMO YKa3blBaTh JaTy IMOCJEIHEr0 YCTAHOBJIEHHsSI TUTpa U
COOTBETCTBYIOIIUIA MOCISTHUN IEUCTBYIOMUN KOI(PPHUITUEHT MOMPABKH.
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6.22 Ilpm HeoOXoamMmocTH, Ha KOHTEHWHEpPE CIeAyeT YKa3blBaTh HaTy
MOJIYYeHHUS] KaKJOTO BEILIECTBA, HCIOJb3YEeMOro i MPOBEACHUS HCIbITAaHUN
(HampuMep, peaKkTHUBOB, PAaCTBOPOB M CTaHIApPTHBIX o0pa3ioB). Heobxomumo
COOJII0/IaTh MHCTPYKIIMK 10 MX KCIIOJIb30BAHUIO U XpaHEHUI0. B omnpeneneHHbIx
ClIydasiX IMOCJi€ TOJyYEeHUs] WM Tepes UCIOJIb30BAHUEM PEaKTHUBOB MOJKET OBITh
HEOOXOJMMO TPOBEJACHUE MX HWCIBITAaHWS HA WMICHTHYHOCTh W (WJIM) HHOTO
UCIIBITAHMUS.

6.23 TluTatenbHble Cpenbl AJOHKHBI OBITh MPUTOTOBICHBI B COOTBETCTBUU C
TpeOOBaHUSIMU TPOU3BOAUTENS CpENbl, €CIM HWHOE HAy4yHO HE OOOCHOBAHO.
[IpurogHOoCTh BCEX MHUTATENBHBIX CpPEA  JIOJDKHA TMPOBEPATHCA TEpea  HX
UCIIOJIb30BaHUEM.

6.24 Vcmonbp30BaHHBIE MUKPOOMOJOTUYECKHUE CPEIbl W ITAMMBI JTOJDKHBI
ObITh TIOABEPTHYTHl JEKOHTAMHUHAIIMM B COOTBETCTBHUM CO CTaHAAPTHOMN
OpoLEeIypo ¢ YTWIM3UPOBaHBl TakuM 0Opa3oM, YTOOBl NPEIOTBPATUTH
MEPEKPECTHYI0 KOHTAMHHAIIMIO M COXpaHeHHe ocTatkoB. CpoKd XpaHEHUs
UCIIOJIB3YEMbIX ~MHUKPOOHMOJIOTHYECKUX Cpell JOJDKHBI OBITh  YCTaHOBJICHBI,
JIOKyMEHTUPOBAHBI U HAYYHO OOOCHOBAHBHI.

6.25 J)KMBOTHBIX, UCTIOIB3YEMBIX ISl KOHTPOJIS KOMIIOHEHTOB, MaTEpUAJIOB
WIM TPOAYKIIMH, CIEAyeT IOMelaTh B KapaHTUH Iiepe, paboTod ¢ HUMHU.
KuBoTHbIX TpeOyeTcsi colepkarb W KOHTPOJIMPOBATH TaKUM OOpa3oM, 4TOOBI
o0ecrneunTh UX MPUTOIHOCTD JJISl 3alJIAHUPOBAHHOTO MCMOJIb30BaHUs. JKUBOTHBIC
JIOJDKHBL  OBITh  MJICHTU(UIMPOBAHBI, HEOOXOJUMO BECTH COOTBETCTBYIOIIWE
3aMUCH, OTPAKAIOIIUE UCTOPHUIO UX UCIIOJIb30BaHUS.

Hpozpwmna meKyuieco ucnblmanusn cmabdunvHocmu

6.26 Ilocne Hawana peaJn3alMd 3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOIO
CpEICTBa, CJENyeT MPOBOJAUTh MOHUTOPUHI CTAaOMWJIBHOCTU JIEKAPCTBEHHOTO
CPEACTBA COIVIACHO JEWCTBYIOLIEH HA MOCTOSIHHOM OCHOBE IMPOTPaMME, KOTOpPast
NO3BOJIMWIIA Obl BBIABUTH JOOYIO MpoOieMy (Hampumep, M3MEHEHHUs YPOBHEH
npuMece win npoduiisi pacCTBOPEHUsI) CO CTAOMIBHOCTHIO MPOIYKIIMHU JaHHOTO
COCTaBa BO BTOPUYHOU (MIOTPEOUTEIHCKON) YITAKOBKE.

6.27. llenbto mporpaMmbl MO TEKYIIEMY U3YYEHUIO CTAOMIBHOCTH SIBIISICTCS
OCYUIIECTBICHUE MOHUTOPUHIa NPOAYKTAa HAa MPOTIKEHUH BCETO CpPOKa €ro
TOJHOCTU U OIpe/eSIeHUe TOro, YTO MPOAYKT OCTAETCSA (M MOYKHO OXKUIATh, YTO
OCTaHeTCs) B Mpejenax CBOMX cleur@ukanuii mpu XpaHEeHUHM B YyKa3aHHBIX Ha
MapKHPOBKE YCIOBHSIX.

6.28 Drta mporpamma, TJIaBHBIM 00pa3oM, KacaeTcs JIEKapCTBEHHOTO
CpeICTBa B YIIAKOBKE, NPEIHA3HAYEHHOW JUIsl peaju3allH, OJHAKO CIIEIYeT
yIensTh BHHMaHuhe U HepachacoBaHHOW mnponykuuu. Hanpumep, ecnu
HepachacoOBaHHYIO MPOAYKIMIO XPAHAT JJIMTEIbHOE BpeMsl Mepes yHaKOBKOU
W/WnM nepes nepeiadei ¢ MpOM3BOACTBEHHOTO yYacTKa Ha y4YacTOK YIAKOBKH,
HEOOXOJMMO OIIEHUTh M HM3YyUYHUTh BIHUSHHE TAKUX YCJIOBHM Ha CTaOMIBLHOCTD
yIaKOBAaHHOM NPOAYKUMHU. JIOMONHUTENbHO CleIyeT OOpaTuTh BHUMAaHUE Ha
MPOMEKYTOUHYIO TPOIYKIMIO, KOTOpas XPaHUTCS W HUCHOJb3YeTCSd B TEUEHHE
JUIMTeNbHOTO  mepuona. McecnegoBanue  cTaOMIIBHOCTH — BOCCTAHOBJIEHHOIO
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OpOAYKTa (TMPUTOTOBJIIEHHOTO TME€pell MPUMEHEHHEM) CJEAyeT MNPOBOJIUTH IPHU
pa3paboTKe JIEKapCTBEHHOI'O CPEACTBA; TEKYIIMH KOHTPOJb CTAOMJIBHOCTH TAKOW
npoaykuuu He TpeOyercs. OpHako, T€ NPUMEHUMO, MOXKET IPOBOJUTHCS
KOHTPOJIb CTAOMJIBHOCTH BOCCTAHOBJIEHHOI'O ITPOAYKTA.

6.29 IlporpaMMa TEKyIIEro HCHOBITAaHUS CTAOMJIBHOCTH JOJDKHA OBITh
U3JI0’)KEHA B IIMCBbMEHHOM BHJE€ B COOTBETCTBUM C OOIIMMH IpaBHJIaMH,
npuBelCHHBIMM B I1aBe 4 Hactosmmx I[lpaBui, a pesynbrarel oduUUMATBHO
npejcTaBieHbl B Buae oTuera. OOopynoBaHHE, MCHOIB3YEMOE AJI MPOTpamMMbl
TEKYIIETO HCIBITAaHUS CTAOMJIBHOCTH (B YAaCTHOCTH, KJIMMATUYECKUE Kamephl),
JOJKHO TPOWUTH KBATU(PHUKAIMIO U OOCIY>KHMBATbCA B COOTBETCTBUU C OOIIMMHU
IIPAaBUJIAMH, U3JI0’KEHHBIMU B I1aBe 3 U NpwIokeHn! 15 Hactosmmx [Ipasu.

6.30 Iman u (MIM) TPOTOKOJ TEKYIIETO MCIBITAHKUS CTAOMILHOCTH JODKCH
OXBaThIBaTh MEPUOJA A0 OKOHYAHMS CPOKA TOAHOCTH MU COJEPKaTh CIEAYIOIIUE
JaHHbIE (HO HE OIrPaHUYMBATHCS UMU):

I. KOJIMYeCTBO cepuu(i) sl pa3iIMYHbIX JO3UPOBOK M Pa3HBIX Pa3MepoOB
Cepui, €clii 3TO IPUMEHUMO;
Ii. cooTBeTCTBYIOIIME (HUBUYECKUE, XUMHUYCCKHE, MHUKPOOHMOJIOTHYECKHE H
OMOJIOrMYECKUE METO/IbI UCIIBITAHUM;
Ili. KpUTEPUHU MPUEMIIEMOCTH;
IV. CCBUIKM Ha METOJVKH UCIIBITAHUI;
V. ONHCAHHWE CUCTEMbl KOHTEHHEP/yKYIOPOUHBIN AJIEMEHT;
Vi. 4acTOTY UCTIBITAHUH (TOYKH KOHTPOJIS BO BPEMEHH);
Vil. omucaHue yCIIOBUH XpaHEHUS,
viii. mpyrue HeoOXoAWMbIe MapaMeTphbl, cHenu(puYecKkue [Uiss JaHHOTO
JIEKapCTBEHHOTO CPEICTBA.

6.31 [lnan u (W1KM) TPOTOKOJ TEKYIIETO MCIBITAHUS CTAOWIBHOCTH MOKET
UMETh OTJIMYUS OT IUIaHa [E€PBOHAYAIBHOIO JOJTOCPOYHOTO HCHBITAHUS
CTaOWJIBHOCTH, MPEICTAaBICHHOIO B PETUCTPALIMOHHOM JOChE, MpPH YCIOBUHU
00OCHOBaHUS U IOKYMEHTHUPOBAHUS B IJIAHE.

6.32 KomnuecTBo cepwil W YacToTa HCMIBITAHWH JOJDKHBI OOCCIEYUTH
HEOO0XO0MMOE KOJIMYECTBO JITAHHBIX, YTOOBI UMETh BO3MOKHOCTb MPOBECTH aHAJIN3
TeHaeHuud. Eciu He 000CHOBaHO MHOE, B MPOrpaMMy HCHBITaHUS CTaOUIBHOCTH
€XKEroJIHO CJIeAyeT BKJIKYaTh, KaK MHHMMYM, OJHY CEpPHIO IPOU3BEIECHHOTO
JIEKAPCTBEHHOI'0 CPEJICTBA B KaXIOM TO3UPOBKE M B KAXKJIOM BHUAE MEPBUYHOU
YIMaKoBKU (MCKIIOYEHHEM SBISIOTCS CIOy4yaW, Korja B TEUeHHWE ToJa He
MPOM3BEICEHO HU ONHOM cepuu). Eciu anms TeKymiero MChbpITaHusi CTaOUIBHOCTH
JICKapCTBEHHBIX CPEACTB HEOOXOIMMO HCIIONB30BAaHHE JKMBOTHBIX H  HE
CYIIECTBYET albTEPHATHUBHBIX BaJHIWPOBAHHBIX METOAMK, YACTOTY HCIBITAHUM
MOJKHO YCTaHaBJIMBAaTh C yYETOM IOAXO/a, CBSA3aHHOTO C OIEHKOHM pucka. [Ipu
YCIOBUM HAYyYHOro OOOCHOBaHHMSI MOTYT OBITh HCIOJB30BaHbl IIJIAHBI C
IPUMEHEHHEM OpIKETHHTA U TOCTPOCHHUS MATPHIL.

6.33 B HEKOTOphIX ciydasgX B MpPOrpaMMy TEKYILUErO HCHBITAHUS
CTaOMJIBHOCTH CIIEAYET BKJIIOYATh JOMOJHHUTENbHBIE cepun. Hampumep, tekyiiee
UCIIBITAHUE CTAOMIBHOCTHU CJIETYET OCYHIECTBIISATH MOCIE JF0O0r0 3HAYUTEIHBHOTO
U3MEHEHHUS WM 3HAYUTEIBHOTO OTKJIOHEHHUS B MpOIECCe MPOU3BOJACTBA WIIU
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ymakoBbIBaHUA. {71 BKIIOYEHHS B MPOTrpaMMy JOJDKHBI OBITh TPUHATHI BO
BHHUMaHHE JIIOObIE ONEpaly M0 MOBTOPHOMY MCIOJIb30BAHUIO, TIEPEPAOOTKE WIIH
pereHepaimm.

6.34. Pe3ynbTaThl TEKyIIETO HCHBITAHUS CTAOUIBHOCTH JIOJDKHBI OBITH
JIOCTYIIHBI KJIIOYEBOMY MEpPCOHATy M, B YAaCTHOCTH, YTOJIHOMOYEHHOMY(-BIM)
Jlury(am). Ecnu Tekyuiee u3ydeHwe CTaOUIBHOCTH MPOBOAMUTCS Ha IUIONIAJIKE,
OTIIMYHOM OT TPOM3BOJACTBEHHOW IUIOIIAJKH, HAa KOTOPOW MPOU3BOAUTCS
HepacpacoBaHHBIM  MPOAYKT  WIAM  TOTOBasg  MPOAYKIHS, TO  MEXIY
COOTBETCTBYIOIIMMHU  CTOPOHAMU-YYACTHUIIAMH  JIOJDKHO OBITh  MHCHbMEHHOE
cornamieHne. Pe3ynpTaThl TEKYLIEro HWCHBITAHUA CTAaOMJIBHOCTH  JOJDKHBI
MPEIOCTABIATHCA Ha IUIOMIAJIKY IPOM3BOJACTBA AN UX 0030pa KOMIETEHTHBIM
OpraHoOM.

6.35. PesynbraTel, BBIXOASIIME 3a TMpeAeNbl cheuuUKaIi, WiH
CYIICCTBEHHBIC HETHITMYHBIC TEHICHIMM (TPEHIBI) IOJKHBI paccienoBarbes. O
Jr000M MOJATBEPKJIEHHOM PE3yJIbTaTe, BBIXOJAIIEM 3a IMpeAesbl crelu(uKalny,
WIM CYIIECTBEHHOM HEraTMBHOW TEHAEHUUHU (TpeHAa) HeoOXOAUMO cOOO0IIaTh
COOTBETCTBYIOIIMM  KOMIIETEHTHBIM opraHaMm. HeoOxonuMo  paccMOTpeTh
BO3MO)KHOE BIIMSIHUE€ HA CEpPUM, BBIMYIIEHHbIE HA PBIHOK, B COOTBETCTBUHU C
I'maBoit 8 Hactosmux IIpaBuia M NPOKOHCYNBTUPOBATHCS C COOTBETCTBYIOLIUMU
KOMIIETEHTHBIMHU OpTraHaMH.

6.36 Cnegyer BeCTM B TNHUCBMEHHOM BHJI€ 3aKJIIOUYCHHUS II0 BCEM
MOJyYeHHBIM JaHHBIM, B TOM 4YHCJE JIOObIE MPOMEKYTOUHBIE BBIBOJBI TI0
nporpamme. Takue 3aKkiIo4ueHus ClIeyeT MOABEPraTh MepUoANIECKOMY 0030pYy.

Tpancepep (nepedaua) memooux ucnvimanuil

6.37 o Ttpancdepa (mepemaur) METOAMKH WCIBITAHUHN, Tepeaaromas
CTOpOHA JIOJDKHA YOEIUThCS B TOM, UTO METOAMKA (M) UCIIBITAHUN COOTBETCTBYET
OMMCAHHOW B PETHCTPAIIMOHHOM JIOCHE.

HeoOxoaumo mpoBecTH MPOBEPKY MEPBOHAYATHLHOW BaMIAIMA METOIUKH
WCOBITAHUWA JJISI TApaHTHUM COOTBETCTBUS JIEUCTBYIOIIMM peKomeHmamusm. Jlo
Hayajga TMpolecca TEXHUYECKoro TpaHcdepa HE0OXOAUMO TMPOBECTH U
JOKYMEHTAIbHO O(OPMHUTH aHANM3 PACXOKACHHWH, YTO Tpeldyercs s
OTIpENeNCHUSI HEOOXOMUMOCTH TPOBEIACHUS KAKUX-IMOO  JOTOJHUTEIHHBIX
BaJIUJIAIIMOHHBIX PaboT.

6.38 Tpancdep (mepemaya) METOAMK HCIBITAHUN OT OJHOW JIAOOPATOPHUH
(mepenatomield  mabopaTopud) B IPYyryro  JabopaTopuro  (MpUHUMAIOIIAS
nabopaTopus) A0KHA OBITH OMKMCAaHa B MOJPOOHOM MPOTOKOJIE.

6.39 IIpotoxon TtpaHchepa (mepemaun) MAODKEH BKJIIOYATh, HO HE
OTPaHUYMBATKLCS ATUM, CIICTYIOIIee:

I. UneHTHdHKAIMIO HCTIBITAaHUH, KOTOPBIC IOKHBI OBITh BBIIOJHEHBI, U
COOTBETCTBYIOIINE METOANKH HUCITBITAHUH, TOJICKAIINUX TIepe1aye;

Ii. UneHTHdUKAIINIO JOMOJHUTEIBHBIX TPEOOBAHHUM K O0YUCHHIO;

lii. UneHTrdUKaIno CTaHIapTOB U 00Pa3IoB s UCTIBITAHUI;

Iv. UneHTudukaiuio aro0bIX CHSIHATBHBIX YCIIOBUN TPAHCIIOPTHUPOBKU U
XpaHeHHus 00pa31oB JJIs UCTIHITAHUI,
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V. Kpurtepun mnpuemnemMoctd, KOTOpbIE TOJDKHBI OBITh OCHOBaHBI Ha
TEKYIIUX BAJIWJALMOHHBIX MCCIEAOBAHUAX METOAOJOIMM UM  CBSI3aHbl C
pEKOMEHIallusAMHU, YCTaHOBJIEHHBIMU B pamkax Coro3a.

6.40 OTKJIOHEHHS OT TMPOTOKOJA JOJKHBI OBITh pPacCieIOBaHbI J0
3aBepuIeHus mporecca Tpancdepa (nmepemaun). Otder o Tpanchepe (mepenaue)
JOJDKEH COZIEP KaTh CPaBHUTENBHBIN pe3ysbTaT MpoIecca U ONpPEAEsaTh 001acTy,
TpeOyromue JanbHENIIeN peBaauialud METOAUK UCTIBITAHUH, €CIU PUMEHUMO.

6.41. Ecnu npuMeHuMo, HEOOXOIUMO PacCMOTPETh OCOObIe TpeOOBaHMS,
ONKCaHHBIE B JPYTHX eBpomeickux PykoBoicTBax M Kacaromiuecsi TpaHcdepa
KOHKPETHBIX aHAJUTHUYECKUX METOAMK (HalpUMep, CIEKTPOCKOMHH B OMMKHEH
uHpaKpacHoil o0iacTu).

TJABA 7. JESTEJBHOCTD, MEPEJABAEMAS JIJISI BRITOJTHEHUS
JIPYTOl OPTAHU3ALIUU (AYTCOPCHHI)

IMpuHoun

JIro0ast nesiTenbHOCTh, HA KOTOPYIO pacnpocTpaHsitoTcs HacTosiue [IpaBuia
U KOTOpas TepefaHa JPyrod opraHu3aiuu (mepelaHa Ha ayTCOPCHHT), JOJDKHA
OBITh Ha/JIEXKAIIUM 00pa30M ONpeJiesieHa, COrJlacoBaHa U MPOKOHTPOIMPOBAHA BO
n30eKaHUE PA3HOUYTEHUM, CIOCOOHBIX MPUBECTH K HEYJOBICTBOPUTEIBHOMY
Ka4eCTBY MPOJYKIIMU WM BBIMOIHSEMBIX paboT. KOHTpakT MeXIy 3aKa3urMKkoM U
UCIIOJTHUTEEM JOJDKEH ObITh OPOPMIIEH B MUCbMEHHOM BHUJIE C YKa3aHUEM YETKO
OTIPEJICICHHBIX O0s3aHHOCTEM Kaxaol wu3 crTopoH. Cucrema ympaBiIeHHUS
KaueCTBOM 3aKa3udMKa JIOJDKHa TOYHO yCTaHaBIMBaTh, KakuM oOpazoM
YNOJIHOMOYEHHOE JIMI0, MOATBEPKIAIOLIEE BBIITYCK KaXI0M CEpUM IPOAYKLNH,
BBITIOJIHSIET CBOU O0SI3aHHOCTH B TIOJIHOM MeEpe.

IIpumeuanue. TpeboBanusi, MPUBEICHHBIE B JAHHOM TJIaBe, YCTAaHABIUBAIOT
OTBETCTBEHHOCTh  IPOU3BOJAUTENEN TEepel  YIOJIHOMOYEHHBIMUM  OpTraHaMH
rocygapctB-ujieHoB (Coro3a B  OTHOUIEHUHM PETUCTPALMM  JIEKAPCTBEHHBIX
MpEenapaToB M JIMIEH3UPOBAHUS Mpou3BoACTBA. OHUM HE YCTaHABJIMBAIOT
OTBETCTBEHHOCTh MWCIIOJIHUTENISI W 3aKa3uuka IMepell MoTpeduTesieM, KOTopas
pPETYJIUPYETCS IPYTUMHU COOTBETCTBYIOIIMMY HOPMATUBHO-TIPABOBBIMHU AKTAMM.

OO0mme TpedOBaHUA

7.1. JlesatenbHOCTh, TiepenaBaemasi Ha AayTCOPCUHI, JOJKHA OBITh
oopmileHa MHCBMEHHBIM KOHTPAKTOM, B KOTOPOM YKa3aHbl MPOLYKIUs, PaOOTHI
WIH YCIYTH, C KOTOPBIMHU CBSI3aHA JEATEIBHOCTD, MIEpeaaBacMasi Ha ayTCOPCHUHT, U
BCE CBSI3aHHBIE C TAKOM EATEIbHOCTBIO TEXHUUECKUE MEPOIIPUSITHSL.

7.2. Bce wMeponpusTHs, NPOBOAMMBIE B paMKaxX JAEATEIbHOCTH,
NEepeIaBaeMOl Ha ayTCOPCHHI, BKIIOYas JIOObIE NPEIIOKEHHBIE H3MEHEHUS
TEXHUYECKUX WJIM MHBIX MEPONPUATUNA, ITOJKHBI OTBEYaTh JEHUCTBYIOILIEMY
3aKOHONATEIbCTBY UM  PETHCTPAlMOHHOMY JOChE Ha  COOTBETCTBYIOILYIO
IPOAYKIMIO, TAE 3TO IPUMEHUMO.

51



7.3. Ecnu nepxatenb perucTpaliOHHOrO YAOCTOBEPEHUS U IIPOU3BOIUTEID
HE SBJIAIOTCS OJHOW OpraHu3alyen, JOJDKHBl MPOBOJUTHCS COOTBETCTBYIOLIUE
MEPOIPUSTHS, YUNTHIBAIOIINE IPUHIIMIIBI, IPUBEACHHBIE B HACTOSIIEH I1aBe.

3aka3umk

7.4.®apmarieBTUUYECKasi CUCTEMa KadyecTBa 3aKa3uuKa JI0OJbKHA BKIIIOYATh B
ce0sl KOHTPOJIb U MPOBEPKY JIIOOOH NEATENbHOCTH, MEPEAAHHON HAa ayTCOPCHHI.
3aKa3uyuKk TapaHTHUPYET HaJIUuue NpoueaAyp, OOecHeyrBaIOUUX KOHTPOJb
JESATEIbHOCTH, NEPEJaHHON Ha ayTCOPCUHT. DTU MPOLEAYPhl JOJDKHBI BKIHOYAThH
IPUHLUIBI YIIPABJICHUSI PUCKAaMU JUIsl KaUECTBA M YUUTHIBaTh HMKEIPUBEICHHBIC
HOJIOKEHMUSL.

7.5. Jlo mnepexaud JEATENbHOCTH Ha AayTCOPCHUHI 3aKa3uMK JOJDKEH
yOeauThCsl B IIPAaBOMOYHOCTH, MPUTOJAHOCTH U KOMIIETEHTHOCTH HCIIOJHHUTENS B
OTHOUIEHUH YCHEIIHOIO BBIMOJHEHUS COOTBETCTBYIOUIMX palOT. 3aKa3uuK TaKKe
OTBEYAET 3a BKJIIOYEHUE B KOHTPAKT MOJIOKEHHI, 00€CIeUNBAIOLIUX BBITOJTHEHHUE
TpeboBaHuii Hactosmux [IpaBui.

7.6. 3aKa3uuK JOJHKEH NPEIOCTaBUTh HUCIOIHUTENIO BCIO MHPOPMALMIO U
CBEJICHUS, HEOOXOAMMBIE JI1 MPABWIBHOIO BBINOJHEHUS MPETyCMOTPEHHBIX B
KOHTpakTe  pabdoT  COMNIACHO  JICHWCTBYIOIEMY  3aKOHOJATENbCTBY U
COOTBETCTBYIOIIEMY PETUCTPALMOHHOMY JIOChE€ Ha JIEKAPCTBEHHBIN IIperapar.
3aKa3z4yuK JOJKEH TapaHTHUPOBATh, YTO MCIOJHUTEIb MOJTHOCTHIO OCBEAOMIIEH 000
BCEX CBS3aHHBIX C NPOAYKUMEW WM paboToil mpobiemax, KOTOpPbIE MOTYT
OpPEJCTaBIsATh OMACHOCTh JJIsi €ro IOMEIEHUH, 000pyJOoBaHMs, IEpcoHala,
JAPYTUX MAaTepUajoB WINA APYTOW MPOILYKIIHH.

7.77. 3aka3uy”MK JOJDKEH KOHTPOJMPOBAaTb W IMPOBEPATh  JCHCTBUSA
UCIIOJIHUTENSA, a TakKe BHEJIPEHUE HWCIOIHUTENIEM J00ro HEeoO0XO0AUMOro
YIIYYILIECHHUS.

7.8. 3aKa3yuK SBISECTCS OTBETCTBEHHBIM 3a IPOBEPKY M OLIEHKY 3aIMUCEU U
PE3YNbTATOB, CBSI3aHHBIX C JIEATEIbHOCTBIO, TEPEAAHHON Ha ayTCOPCUHT. 3aKa3uuK
JOJDKEH yOeouThCsd CaMOCTOATENBHO WM Ha OCHOBAaHUM IOATBEPXKICHUS
YOJIHOMOYEHHOTO JIMLA WCHOJIHUTENS, YTO BCA NPOAYKIHUS M MaTepHabl,
MIOCTABJICHHBIE €My HCIIOJIHUTENEM, OBUTM TPOU3BENECHBI B COOTBETCTBUU C
HacToAmmMu [IpaBuiiaMu M perucTpaliiOHHbBIM JIOChE.

HcnoaHuTennb

7.9.ctionHuTtens  IOKEH  HUMETh  COOTBETCTBYIOIIME  MOMEUICHHS,
o0opy/ioBaHUE, HEOOXOAMMBIC 3HAHUS, OMBIT W KOMIIETEHTHBIN MEPCOHAN JIs
HAJIS)KAIIETO BBITIOJHEHUS Pa00T, MOPYICHHBIX €My 3aKa3UUKOM.

7.10. WcnionHUTENh TOJKEH YJIOCTOBEPUTHCS, YTO BCS IMPEIOCTABIICHHAS
€My TMNpOAYKIHS, HWCXOAHBIE MAaTepUalbl M  CBEACHUS MOPUTOAHBI IS
HCIIOJIb30BAHMUS 110 HA3HAYCHUIO.

7.11. UcnonHutens HE JOJKEH IMepeaaBaTh TPEThel CTOPOHE PabOThI WU
yCIIyTH, TIOPYYCHHBIE €My TI0 KOHTPAKTy, 0€3 MpeaBapUTEILHOTO PACCMOTPEHUS 1
COIVIACOBAaHMSI C  3aKka3uukoM. [Ipy 3aKiOYEHWM  COrJIAllIEHUS  MEXKIY
WCIIOJTHUTEJIEM U TPEThEW CTOPOHOU N0 KHA OBITH OOECIIeueHa rapaHTHs TOTo, 4TO
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uH(popMaIus, BKIIOYAsl CBEJACHUS 00 OIEHKE COOTBETCTBHS TPEThEH CTOPOHBI,
MIPEIOCTABIIACTCS TaKUM K€ 00pa3oM, Kak MEXAy NEePBOHAYATBLHBIMU 3aKa3YMKOM
Y WCIIOJHUTEIIEM.

7.12. HcnomHuTenb HE JOJDKEH IPOM3BOAMTH HECAHKIIMOHHUPOBAHHBIC
U3MCHCHUS, BBIXOJIIME 3a PAMKA KOHTpPaKTa, IIOCKOJBKY OSTO MOJKET
HEOJIaronpHUsITHO MOBIMATH HAa KAYECTBO padOT, MPOBOJIMMBIX JIJIS 3aKa3uHKa.

7.13. VcnonHuTenb MOJDKEH IMOHUMaTh, 4YTO palbOThI, IMepelaBacMble Ha
ayTCOPCHUHT, BKJIIOUYas TMPOBEICHUE aHAJIW3a 1O KOHTPAKTY, IMOIJICkAT IIPOBEPKE
YIOJTHOMOYCHHBIMU OPTaHAMH.

Kourpakr

7.14. Mexnay 3aKka3uMKOM M MCIIOJHHUTEIEM JOJDKEH OBITh COCTaBJICH
KOHTPAaKT, B KOTOPOM CJIEAyeT OMNpEACIUTh WX B3aUMHBIE 00s3aTelIbCTBA U
MPOLIeTyPHI TIepeaaun HHGOPMAIINH, CBSI3aHHBIE C JEATESILHOCTHIO, TTepeaaBaeMoi
HAa AayTCOPCUHI. TEeXHWYECKHE acCleKThl KOHTPAKTa JOJDKHBI COCTAaBIISTHCA
KOMIETEHTHBIMHU JIUIIAMHU, UMEIOIIUMHA COOTBETCTBYIOIINE 3HAHUSI, CBS3aHHBIC C
JEATENBHOCTBIO, MEPEIaBaEMOM Ha ayTCOPCUHT, U Hacrosmumu [IpaBuimamu. Bee
COIJIAIIEHUS O JEATEIbHOCTH, TMEPEAABAEMONM HA AYTCOPCHUHT, JOJIKHBI
COOTBETCTBOBAaTh JECHUCTBYIOIIEMY 3aKOHOJIATEIBCTBY, PETUCTPALMOHHOMY J0OCHE
Ha JICKApCTBEHHBIN IIpenapaT U ObITh COrJIacOBaHbl 00EMMHU CTOPOHAMH.

7.15. B KOHTpaKTe JDOJKHO OBITh YETKO YKa3aHO, KTO OTBEYACT 3a KaXKJIbIH
ATan JESITEILHOCTH, NEpeaBaeMO Ha ayTCOPCHUHI, HAIpUMEp: YIIpaBJICHUE
3HAHUSMH, IEPEHOC TEXHOJOTHH, OOECIICYCHHE IIeMH IT0CTABOK, 3aKIIOYCHHUE
JIOTOBOpa C TPEThEW CTOPOHOM, 3aKYNKYy HCXOJHOTO ChIPbS, MAaTepHaloB U HUX
Ka4eCTBO, MPOBEJCHUE HCHBITAHUM W BbIJa4y pa3pelICHUsT Ha HCMOJIb30BaHUE
HCXOJHBIX U YIMAaKOBOYHBIX MaTepUajoB, MPOBEICHUE MPOU3BOJCTBA U KOHTPOJIS
KadecTBa (BKJIIOYAsi KOHTPOJb B MPOLIECCE MPOU3BOJACTBA, OTOOP 00pa3loB U HUX
aHaju3).

7.16. Bce 3amucu, CBSI3aHHBIE C JESATEIBHOCTBIO, MEPENABAEMOM Ha
ayTCOPCHUHTI, HAIPUMEP 3aIlUCHU MTPOU3BOACTBA, AHAJIN3a U PeATM3AIMU MPOTYKIUH,
a TaKKe COOTBETCTBYIOIIME KOHTPOJIbHBIE OOpa3lbl AOJAKHBI XPAHUTHCA Y
3aKa34uKa WIK JOJKHBI OBITh €My JOCTYMHBI. JIr0Oble 3amucu, OTHOCSIIUECS K
OIIEHKE KadecTBa MPOJAYKIMHU, B Clyda€ TPEIbIBICHUS  IPETCH3UM,
MPEIoIaraeMoro HECOOTBETCTBUSL TPEOOBAHUSAM WM IIPU pPACCIICIOBAaHUU B
ciIy4yae MpearnonoKeHus o GanbcuduKamy TPOIYKIMH JOIKHBI OBITh TOCTYITHBI
3aKa34MKy U TOYHO OINPEAECICHBI B €r0 COOTBETCTBYIOIIUX MPOLIEAYpax.

7.17. B KoHTpakTe MOJDKHO OBITH IMPEAYCMOTPEHO IPaBO 3aKa3uhKa Ha
ayIUT TepelaBaeMOM Ha ayTCOPCHHT JEATEIIbHOCTH, KOTOpas BBIMOJIHAETCS
VICIIOJIHUTEJIEM WJIM B3AUMHO COTJIACOBAHHOM TPETHEN CTOPOHOM.
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TJTABA 8. NPETEH3WU, JE®EKTHI KAYECTBA W OT3BIBBI
MPOAYKLUH

Ilpunyun

B 1iensx 3amuThl 3M0pOBBS JIOJACH W JKUBOTHBIX JOJDKHBI OBITh B HATUYAU
CUCTEMBl W  COOTBETCTBYIOIIME IPOLEAYPbl MO  PETUCTpPALMHM, OLEHKE,
paccieloBaHUI0 M PACCMOTPEHUIO MPETEH3U, B TOM YHCIE MOTEHIUAIBHBIX
nedeKToB KayecTBa, U MPU HEOOXOAUMOCTH MO 3((HEKTUBHOMY U OINEPATUBHOMY
OT3bIBY M3 CETU PACHPEICICHHS JIEKAPCTBEHHBIX CPEICTB IJISI YEIOBEKA WM JJIS
MIPUMEHEHUSI BETEPUHAPUU U HUCCIEIYEMBIX JIEKAPCTBEHHBIX CPeACTB. lIpvHIMIBI
YIPABJICHUST PUCKAMHU JIJI1 KaYeCTBA JIOJKHBI MPUMEHATHCS MIPU PACCIIEIOBAHUU U
OLIEHKE J1e(DEeKTOB KavyecTBa, a TAKXKe B MPOIECCE TPUHSATHUS PEIICHUH B OTHOIIICHUHU
OT3bIBa MPOIYKINHU, KOPPEKTUPYIOIIKUX U MPEIYNPEKIAOIINX JEHCTBUA U APYTHX
MEp MO CHUKEHUIO PUCKA. PYKOBOJICTBO B OTHOIIIEHUH 3TUX NMPUHIUIIOB COAEPKUATCS
B r1aBe | Hacrosmux [Ipasui.

Bce 3aumHTepecoBaHHBIE  KOMIIETEHTHBIE  OpraHbl  JOJDKHBI  OBITH
CBOEBPEMEHHO MPOMH(POPMHUPOBAHBI B CIy4dae NOATBEPKACHHOrO JedekTa
KAa4eCTBa JIEKAPCTBEHHOI'O CPEICTBA MUJIN UCCIIETyEMOTO JIEKAPCTBEHHOTO CPEICTBA
(mMpou3BOJACTBEHHOTO Je(deKTa, MOpUYH MPOAYKIIMH, BBISIBICHUS (aabcuuKanuu,
HECOOTBETCTBUSI PETUCTPALIMOHHOMY JIOChe Wi (aiiny creruduKkaiil mpoIyKTa
WM JIIOOBIX JIPYTUX CEPbE3HBIX MPOOJIEM C KaYE€CTBOM), KOTOPBIA MOXKET PUBECTH
K OT3bIBY MPOAYKIMHM WJIA HEOOBIYHOMY COKpAIIIEHHUIO TOCTaBOK. B curyanusx,
KOrJla TMPOAYKT Ha pblHKE OyJeT TNpu3HAH HE  COOTBETCTBYIOIIUM
pEruCTpallMOHHOMY J0Cbe, He Tpelyercs YBEAOMIISITh 3aWHTEPECOBAHHBIC
KOMIICTEHTHBIC  OpraHbl NpPU  YCIOBUHU, YTO CTEIEHb HECOOTBETCTBUSA
YAOBJIETBOPSIET OTrPAaHUYECHUSIM, YKa3aHHbIM B Ilpunoxenun 16 HacTosmmx
[IpaBui1, B OTHOIIEHUH OOpaIlleHHs] C HE3aIUIAHUPOBAHHBIMU OTKJIOHEHUSIMH.

B cirydae ayTCOpCHUHIOBOM I€ATEIBHOCTH B IOTOBOPE JIOJDKHBI OBITH OMMCAHBI
pOJM U OOSI3aHHOCTH MPOU3BOAMTENS, BIaAEblla PETUCTPAMOHHOTO JIOChE W/WIU
CHOHCOpa M JIOOBIX APYTrUX COOTBETCTBYIOIIMX TPETHUX CTOPOH B OTHOIICHUHU
OLICHKH, MPHUHATUS pEIICHWHA U PpachpoCTpaHEeHUsT HHPOpPMALMKM M peanu3aluu
JIEUCTBUI TIO CHW)XCHHUIO TOTEHIIMAIBLHOM OIMACHOCTH, CBSI3aHHOW C Je(eKTHOM
MpOAyKLKEN. PyKOBOJICTBO B OTHOILLIEHUH ayTCOPCUHIOBOM JIEATEIbHOCTH IIPUBEAECHO
B mmaBe 7 Hacrosumx [IpaBun. Takue IOroBOpel TakKe JOJDKHBI COJEpXKaTh
KOHTaKTHBIC JTAaHHBIE OTBETCTBEHHBIX JIMI[ KaXKIOM CTOPOHBI IS OCYILIECTBIICHUS
CBSI3U C IIENIBIO yTpaBiieHusl Ae(pekTaMyu KadecTBa W BOMPOCAMH, CBSI3aHHBIMHU C
OT3bIBOM.

Ilepconan u opzanuzayusn

8.1. OTBETCTBEHHOCTh 3a YMPABJICHHE pacCICIOBAaHUEM TIPETCH3UH, U
ne(eKTOB KauecTBa M MPUHSATHE PEIICHUN B OTHOIIEHWU MEP, KOTOPBIC JOKHBI
OBITH PUHSITHI JIS1 YIIPABICHUS JTIOOBIM MOTCHIIMAIBHBIM PUCKOM(aMH ), KOTOPHIi
CO3MAa0T 3TH MPOOJEMBI, BKJIIOYAs OT3BIBBI, JOJKEH HECTH COOTBETCTBEHHO
OOy4YEeHHBI WM ONBITHBIA TEPCOHAT. DTHU JIMIA JIOJDKHBI OBITh HE3aBHUCHMBI OT
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cyk0 cObITa W MapKeTWHTa OpraHW3aIH, €CIM WHOe He 00ocHoBaHO. Ecim
OJTHUM W3 OTUX JIMIl HE SABIIACTCS YTOJHOMOYEHHOE JIMIO, yYacTBYIOIIEE B
cepTuUKaUU JI1 BBITYCKa COOTBETCTBYIOIICH CEpUHM WM CEpHUil, TOCIeaHee
JOJDKHO OBITh CBOEBPEMEHHO O(HIMaIbHO TPOMH(POPMUPOBAHO O JIFOOBIX
pacciieIoBaHMsIX, ICHCTBUSAX TIO CHIDKEHUIO PHUCKAa M JIIOOBIX OMEpaIusix IIo
OT3BIBY.

8.2. HeobxoaumMo MMeTh JOCTaTOYHOE KOJMIECTBO OOYICHHOTO TIEpCOHANa U
pecypcoB s 00pabOTKH, OLEHKH, pacCiIeIOBaHUs U PACCMOTPEHUS MPETSH3UH U
ne(eKTOB KadecTBa W IS pean3allud JIOOBIX JEHCTBUN MO CHIXKEHHUIO PHUCKA.
Heo0x0aumMo UMeTh JOCTaTOUYHOE KOJMYECTBO 00YUYEHHOTO MIEpCOHAaIa U PeCypcoB
JUTS YIIPABJICHUST B3aUMOJICUCTBUEM C KOMIICTCHTHBIMHA OpPTaHaAMHU.

8.3. JIomKHO mpeaycMaTpUBaThCS UCIIOJIB30BAHNE CIICIIHATUCTOB PA3TUIHBIX
noJipa3fieliecHuil OpraHM3aliy, BKJIOYas HaAJIeKamuM o0pa3oM OO0y4YeHHBIN
TIEPCOHAIT TIO YIPABICHUIO KAYECTBOM.

8.4. B curyanusx, korjga pabota ¢ MpeTeH3UsIMU U JeeKTaMu KayecTBa B
OpraHW3allid  YMpaBIsE€TCd  UEHTPAIU30BAHHO, PpACIpEICICHHE poJieH U
00s13aHHOCTEH 3aMHTEPECOBAHHBIX CTOPOH JIOJKHO OBITH TOKyMEHTHpoBaHO. [Ipu
ATOM NEHTPAIU30BAHHOE YIPABICHHWE HE JOJKHO MPHUBOJUTHL K 3aJEpKKaM B
paccie0BaHUH MPETEH3HUM U 1e(PEKTOB Ka4eCTBA U YIPABICHUN UMHU.

Ilpouedypol 0opadomku u paccieoo6anus npemeH3uil, 6KII04as 603IMONHCHbIC
oehekmul Kauecmea

8.5. Jlo;okHBI OBITh B HAJWYHM MHCBMEHHBIC IMPOIETYPHI, OMUCHIBAIOIINE
JEHCTBHUS, KOTOphle HEOOXOAUMO MPHHITH MPH TMONyYeHHU TMpeTeH3uu. Bce
MPETEH3UH JOJDKHBI OBITh 3aI0KyMEHTHPOBAHBI M OIICHEHBI, YTOOBI YCTAHOBUTH,
IPECTaBISIIOT JIMW OHU COOOM TMOTEHIHMANBHBIM Me(eKT KadyecTBa WM JAPYTYIO
npoodiemy.

8.6. Ocoboe BHIUMaHUE CIEIyeT yIACNATh YCTAHOBICHHIO TOTO, OTHOCHUTCS JIH
MPETEH3Us WK TTO03peBaeMbIid e(heKT KauecTBa K (PaTbCU(PUKAIIH.

8.7. Tlockonbky HE BC€ NPETCH3UH, IOJYyYEHHbIE KOMIAHUEH, MOTYT
npeacTaBiiaTh (paktudeckue AedeKThl KayecTBa, NPETEH3WH, KOTOpPhIE HE
CBUJIETEIIBCTBYIOT O MOTEHIIUAIBLHOM Je(deKTe KadecTBa, CICAyeT HaJJIekKalluM
00pa3oM 33JJ0KYMEHTHUPOBATh U JIOBECTH J0 CBEJIEHUS COOTBETCTBYIOIIECH CITyKOBI
WIM JIUIA, OTBETCTBEHHBIX 3a pACCICNIOBAHME U YIPABICHUE TPETCH3USIMU
1oT0OHOTO po/ia, TAKUMH KaK MOI03PEBAEMbIC HEeXKENaTeIIbHbIC SIBJICHHUS.

8.8. JomxHBI OBITh B HAIWYUH MPOLETYPHI, YTOOBI OOJETYUTH 3aMPOCHl O
pacciefloBaHUN KayecTBa CEPUU JIGKAPCTBEHHOTO CPEJICTBA B IENSIX MOIICPIKKU
paccienoBaHus COOOIIEHU O TTOJI03PEBAEMbIX TOOOUHBIX PEAKIIMSIX.

8.9. Ecnu nnummupyeTtcs paccienoBanue Aedekra KauyecTBa, JOKHBI ObITH
B HAJIMYUU NPOLIEAYPHI, TPETYCMATPUBAIOLIME, 10 KPAWHENU Mepe, CIEAYIOIIEE:

1. Onucanue cooOIeHHOro NedeKrTa KauecTna.

1. Omnpenenenune 3HaYMMOCTU JedekTa KadecTBa. B pamkax storo ciemyer
MpeaycCMaTpuBaTh TMPOBEPKY WA HCIBITAHUS aApOUTPAKHBIX W/WIA apXUBHBIX
o0pa3loB, U B HEKOTOPBHIX CIydyasx JOJDKEH BBINOJHATHCS 0030p 3amuceil
OPOM3BOJACTBA CEpUM, 3amucel o cepTUUKALMM Cepurd M 3amucedl o
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pacnpeneneHun cepur  (OCOOEHHO [T UYYBCTBHTEIBHOW K TeMIlepaType
MPOAYKITUH).

i11. HeoOGxomaumocTh 3ampocuTh oOpasell WM BO3BPATUTh BCHO J1EHEKTHYIO
OPOAYKIMIO OT 3asBUTENsE M, €Cau o0paszeln MojdydeH, HeoOXOIUMOCTh
BBITIOJIHEHUSI COOTBETCTBYIOUIEH OLICHKHU.

iv. OueHka pucka(oB), KOTOpBIM TMpeacTaBisieT nAedexTa KayecTBa, B
3aBUCUMOCTH OT CEPbE3HOCTH M 3HAYMMOCTHU Jie(heKTa KauecTna.

v. [Iporiecc mpuHATHS pElIeHNU B OTHOIICHNUN MTOTSHITHATBPHOW HEOOXO0AMMOCTH
Mep TI0 CHIKEHHUIO PUCKa, KOTOPhIE HEOOXOIMMO TIPUHSATH B CETH paclpeIeiIcHus,
TaKMX KaK OT3bIB CEPUH WJIU TPOAYKTA WIIA JPYTHE NCUCTBUS.

vi. OnieHka BIMSIHUS, KOTOPOE MOXKET OKas3aTh JIF00Oe JEHCTBHE MO OT3BIBY HA
JIOCTYITHOCTh JIEKAPCTBEHHOTO CPEJCTBA IS MAIlMEHTOB/)KMBOTHBIX Ha JIFOOOM
3aTPOHYTOM PpBIHKE, a TakKe HEOOXOIWMOCTh YBEIOMHUTH COOTBETCTBYIOIIHEC
OpraHbl O TAKOM BIIUSTHUU.

vii. BHyTpennuid u BHemHuUW o0OMeH HHQOpMaIUeld, KOTOPBIA JIOJKEH
OCYIIECTBJISATHCS B OTHOIIEHUH AedeKTa KauecTBa U €ro paccie0BaHusl.

viil. Wpentudukanus MNOTSHIUATBHOW MNEPBONPUYUHBI (NMPUYHMH) AcedeKTa
KauecTBa.

1x. HeoOxoIuMoCTh B OMNpENeNeHUH M OCYIIECTBICHUU COOTBETCTBYIOIIMX
KOPPEKTUPYIOMUX W TPEIYIPEKIAIOMNX IEeHCTBUMA, KACAIOMUXCS MPOOIEMBI, a
TaK)X€ B OIEHKE MX PE3yJIbTATHBHOCTH.

Paccneooeanue u npunamue pewtenuil

8.10. Undopmanus, CBUAETENBCTBYIONIAS O BO3MOXKHBIX JAeEeKTaX KauecTBa,
JOJDKHA OBITh  3apETHUCTPUPOBAHA CO BCEMU HUCXOJHBIMU TMOAPOOHOCTSIMH.
OOOCHOBAaHHOCTh M 3HAYUMOCTh BCEX 3apPErMCTPUPOBAHHBIX J1€PEKTOB KauecTBa
JOJDKHBI OBITh JTOKYMEHTUPOBAHBI M OIIEHEHBI B COOTBETCTBUM C TPHUHITUTIAMU
YIPABJICHHS pUCKAMU JJII KAYeCTBa, C IIeJIbI0 00OCHOBAHUS PEIICHUM, TPUHATHIX B
OTHOIIEHWH  O0BbEMa TPOBOJUMOTO PpACCICIOBAHUS U TPEANPUHUMAECMBIX
JIEVICTBUM.

8.11. Ecnu pedekt kadecTBa OOHApYKEH WM TOJ03PEBACTCS B KAaKOM-TO
OJIHOM CepuH, JNODKHO OBITh YJEJICHO BHHUMAHHME IMPOBEPKE NIPYTUX CEpUH U B
HEKOTOPBIX CIydasX APYTHUX MPOAYKTOB, JUIsI TOTO YTOOBI OINPEACIUTh, YTOOBI
OTPENICNIUTh, HE OKA3AJINCh JIM OHU TAKXKE 3aTPOHYTHL. B 4aCTHOCTH, OJKHBI OBITh
UCCIIEIOBAHbI IPYTUE CEPUH, KOTOPBIE MOTYT COJIEpPKaTh YacTH ePEKTHOU cepuu
WM 1e(PEKTHBIX KOMITOHEHTOB.

8.12. PaccnenmoBanue Jnedexrta KadecTBa JOJDKHO BKJIHOYATh  0030p
OpeabIAyIuX  OT4eTOB O JedeKTax KadecTBa WM JIIOOYIO  APYryro
COOTBETCTBYIOIIYIO HHGOpPMAIUIO O JHOOBIX MpU3HAKaX CHenUupUIeCKuX WU
MTOBTOPSIOIIMXCS MPoOJieM, TpeOYIOIMX BHUMAaHUS W, BO3MOXKHO, TAIBHCHIIINX
PETYJISITOPHBIX IEUCTBUM.

8.13. Pemienusi, mpuHATHIE BO BpeMs W TOCJIE paccienoBaHus e(PEeKTOB
KauecTBa, JIOJDKHBI OTPaKaTh YPOBEHb PHCKA, KOTOPBIM TPENCTaBISECT ACPEKT
KauecTBa, a TaKXKe CEPhE3HOCTh JIOOOTO HECOOTBETCTBHS PETUCTPAIMOHHOMY
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JI0Che/I0Che uccaeayeMoro npoaykra uinu tpedoBanusm GMP. Takue pemrenus
JIOJKHBI OBITH CBOCBPEMEHHBIMH, YTOOBI 00ECTIEUUTh TOepKaHe 0€30MacHOCTH
NAIMCHTOB W JKUBOTHBIX COPAa3MEPHO YPOBHIO pHCKA, KOTOPBIA MOXKET
IPEJICTaBIISITh 3Ta podieMa.

8.14. XoTsa Ha paHHMX CTaJUsAX paccleoOBaHMs IOJHAs HHOOpPMaIUS O
XapakTepe W 3HAYMMOCTH Je()eKTa KauecTBa HE BCET/la MOXKET OBITh JOCTYITHA,
IPOIECChl TMPUHATHS pPEIICHUH Bce e JODKHBI o0OecredymBaTh, YTOOBI
COOTBETCTBYIOIIUE  JICUCTBHSI 1O CHIDKCHHUIO pUCKAa TNPUHUMAINCH B
COOTBETCTBYIOIIUX BPEMEHHBIX TOYKAaX B XOJE TaKuX paccienoBaHuii. Bcee
NPUHATBIE PEIMIEHUS W MEPbl B OTHOIICHWHM JAeeKkTa KadecTBa CIEAyeT
3aJI0OKyMEHTHPOBATb.

8.15. B Tex cmydasx, korga AedeKT KadyecTBa MOXKET MPUBECTH K OT3BIBY
OPOAYKIIMA  WJIM  HEOOBIYHOMY  COKpAIIEHWIO  TMOCTaBOK  TPOIYKITUH,
MIPOM3BOJUTEINH JTOJDKEH CBOCBPEMEHHO MPOWH(OPMHUPOBATH 00 ATOM JeprKaTels
PETUCTPAlIMOHHOTO  YJOCTOBEPEHHUS/CIIOHCOpPAa W BCE  3aMHTEPECOBAHHbBIC
KOMITETEHTHBIE OpPTaHBbl.

AHanu3 OCHOBHBIX NPUUUH, KOPPEKMUDPYIOWUe U Npeoynpexdcoaruiue
oelicmeus

8.16. B xoxme paccienoBanus aAedeKTOB KadecTBa JOJKEH MPUMEHSITHCS
COOTBETCTBYIOIIMI YPOBEHb paOOTHI 10 aHAJIM3y OCHOBHBIX NMPUYWH. B ciydasx,
Korja WMCTUHHAs mnpuyuHa(bl) AedeKkTa KauecTBa HE MOXET OBITh OIpeJelicHa,
JOJDKHO OBITh  YACJICHO BHUMaHME UWJICHTU(UKAIMKM HauboJiee BEPOSITHOM
IMPUYHUHBI U OOPAICHHIO C HEM.

8.17. Eciu B kayecTBe mMpuYMHBI JAedeKkTa KadyecTBa MO03PEBACTCS WIIH
oTpeJiesieHa YeloBeuecKas OImoKa, 3T0 JOJKHO OBITh OPUIIMATEHO 0OOCHOBAHO U
TIIATEILHO PACCMOTPEHO, ¢ TEM YTOOBI HE ObUIM YMYIIEHbI U3 BUAY BO3MOXKHbBIC
MPOIIECCHBIE, TPOLICAYPHBIE WM CUCTEMHbBIE OIITMOKU, WU TTPOOJIEMBI.

8.18. B orHomeHnun nedexra KadecTBa JOHKHBI OBITH OIPEACICHBI H
MPUHATHl COOTBETCTBYIOIIHME KOPPEKTUPYIOIIUE W MPEAyIpPEKAAOMNUe IeHCTBUS.
Pe3ynpTaTMBHOCTB TaKMX JEUCTBUN CIIEAYET IPOBEPUTH U OLICHUTb.

8.19. 3amucu o nedekTax KadyecTBa CIEAYET PETYJSIPHO MpocMaTpuBaTh U
aHAJU3UPOBATh TCHACHIIMU JUIS BBISBICHUS JIIOOBIX CHEMU(PUYISCKUX HIIN
MOBTOPSAIOIINXCA MPoOIIeM, TpeOYIOITUX BHUMAHUS.

Om3bi6 npodykuuu u opyzue O0eiucmeus Nno CHUNICCHUIO NOMEHUUATbHO20
pucka

8.20. JomxHbl OBITH YCTAaHOBJIEHBI MUCHMEHHBIE MPOIEAYPHI, PETYISPHO
nepecMaTpuBacMble M OOHOBIIIEMbIE 10 MeEpe HEOOXOIUMOCTH, B LEJSAX
OCYUIECTBJICHUS JIO0OM NESITeIbHOCTH MO OT3bIBY WIIM OCYIIECTBIEHUIO JIFOOBIX
OPYTUX NEUCTBUM 110 CHUKEHUIO PUCKA.

8.21. Tlocne pa3menieHus: TPOAYKIIMKA HA PBIHKE 000 BO3BpaT €€ U3 CEeTH
pacnpeneneHus u3-3a aedeKkra KauyecTBa JOJDKEH PAaCCMaTPUBATHCS U YIIPABISATHCS
KaK OT3bIB. JTO MOJIOKEHHE HE TIPUMEHSIETCS K U3BATHIO (MM BO3BpaTy) 00pas3IoB
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MPOYKIIMU U3 CETH PACIpEeIeTCHUs ISl COACHCTBUS PACCIICIOBAHUIO OTYETHOCTH
no nepexraM KauecTna.

8.22. JlomxHa OBITH BO3MOXXHOCTh WHHUIIMHPOBATH ONEpaIldyd IO OT3BIBY
OIIEpAaTUBHO U B J1000€ BpeMs. B HEKOTOpBIX ciydasx B LENAX 3alIUThI 3I0POBbS
HACEJICHUS UJTU KUBOTHBIX, BO3MOXKHO, MOTPEOYETCSl Ha4aTh ONEpaIuu M0 OT3bIBY
JI0 YCTAHOBJICHUSI ICTUHHOM NMPUYMHBI U BCEH 3HAUMMOCTHU Jie(heKTa KayecTBa.

8.23. 3amucu 0 IUCTPUOBIONMHM CEPUU/TPOIYKIMH JIODKHBI OBITH JIETKO
JMOCTYIIHBI JIJISE JIMI, OTBETCTBCHHBIX 3a OT3bIB, M COJEPKATh TOCTATOYHYIO
nHpopMmaruio 00 ONTOBBIX TMOKYIMATEIAX M 3aKa3udKaX, HEMOCPEICTBEHHO
MOJYYUBITUX TPOAYKIHIO (C yKa3aHHEM ajpeca, HOMEpPOB TeieoHa H (WIIH)
dakca, paboTalOIMMX KPYIJIOCYTOYHO, HOMEPOB CEPUHM U  KOJIMYECTBA
MOCTABJICHHOW TMPOAYKIMH), B TOM 4YHCJIE B OTHOIICHHH 3KCIOPTUPYEMOU
MPOIYKITUA U METUITUHCKUX 00pa3IioB.

8.24. B caydae wuccleIyeMbIX JIGKaPCTBEHHBIX CPEJICTB JOJKHBI OBITh
UJCHTU(DUIIMPOBAHBI BCE UCCIIEIOBATEIBCKUE TUIOMIAIKHI U IOJKHBI OBITh YKa3aHBI
CTpaHbl Ha3HaueHus. B ciydae wucciemyeMoro JEKapCTBEHHOTO CpEACTBa, Ha
KOTOpo€ OBbUIO BBIJAHO PETHCTPALMOHHOE YIOCTOBEPEHHE, IPOU3BOAUTEID
UCCJIEYEMOTO JIEKapCTBEHHOTO CpEACTBA B COTPYAHUYECTBE CO CIIOHCOPOM
JOJDKEH UH(POPMUPOBATH JAeprKaTelsl PETUCTPAIMOHHOTO YIOCTOBEPEHHUSI O JIIOOOM
nedexkTe KadecTBa, KOTOPBIM MOXKET OBITh CBSI3aH C 3aperdCTPUPOBAHHBIM
JICKapCTBEHHBIM cpeacTBOM. CITIOHCOp JODKEH BHEAPUTH MPOIEAYPY OBICTPOTO
pPacKOAMPOBAHMS  OCJICIUICHHOTO TPOAYyKTa, TJA€ OTO HEOOXOAMMO s
ommepaTuBHOTO OT3bIBa. CHOHCOpP JODKEH O00ecTleunTh, dYTOOBI Mporeaypa
packphiBaia UASHTUIHOCTD OCIIEIIICHHOTO MPOIYKTa TOJIBKO B TOW Mepe, KoTopas
HeoOXxoauMma.

8.25. Crmenyer ynmenuTh BHHMAaHHE TOCICIYIONIUM KOHCYJIbTAlUSIM C
3aMHTEPECOBAHHBIMU KOMIIETEHTHBIMM OpraHaMHd O TOM, HACKOJBKO JaJeKO
JIOJDKHBI  PACTIPOCTPAHSITHCS JEHCTBUA MO OT3bIBY B CETH paclpeneicHus,
YUUTHIBAST TOTEHIUAIBHBIM PHUCK JJIS 3I0POBbSl HACEJICHUS WM >KUBOTHBIX U
J1000T0 BO3IEUCTBUS, KOTOPOE MOTYT UMETH MpeJiaraéMble JEHCTBUS TI0 OT3BIBY.
KomMrieTeHTHbIE OpraHbl TaKKe JTOJDKHBI OBITH TPOMH(POPMUPOBAHBI B CUTYAIIUSIX,
KOT/Ia HE BEACTCS HUKAKUX JIEUCTBHM MO OT3BIBY, MPEIJIOKEHHBIX JJIs 1e(PEKTHOM
CepUH, B CBSI3U C HMCTEUEHHWEM CPOKa TOJHOCTH (HAMpUMeEp, IS MPOIYKIUU C
KOPOTKUM CPOKOM T'OJTHOCTH).

8.26. B ciyuae HamepeHHs OTO3BAaTh MPOAYKIHIO 00 3TOM JIOJDKHBI OBITh
3apaHee TMPOWH(POPMHUPOBAHBI BCE 3aMHTEPECOBAHHBIE KOMIICTCHTHBIC OpTaHBI.
JIns1 oueHb cepbe3HBbIX MPOOJIEM (TO €CTh C BO3MOXHBIM CEPhE3HBIM BJIIMSHUEM Ha
3JI0POBBE TMAITUCHTOB WJIM JKUBOTHBIX), BEPOSTHO, MPHUACTCS MPUHUMATL CPOUYHBIC
JEHUCTBUS TI0 CHIKCHHUIO pUCKa (TaKWe KaK OT3BIB MPOIYKIIUH), MPEABAPUTCIIEHO
YBEJOMHUB 00 3TOM KOMIIETEHTHBIC OopraHbl. Besje, rie BO3MOXKHO, HEOOXOIUMO
CTPEMHUTHCS K TOMY, YTOOBI Takue IeHCTBUS OBUTM 3a0IaroBpeMEHHO, 10 HX
BBITIOJIHEHHUS, COTJIACOBAHBI C 3aMHTEPECOBAHHBIMU KOMITIETCHTHBIMU OPTaHAMU.

8.27. Cnemyer TakKe Y4YWTHIBATh, MOTYT JIM TMpejJiaraéMble ICHCTBUSA T10
OT3BIBY TO-Pa3HOMY TMOBJUSATh HA PA3JIUYHbIE PBHIHKH, U €CIH 3TO TaK, JOJKHBI
ObITh pa3paboOTaHbl W OOCYXKIEHBI C 3aWHTEPECOBAHHBIMH KOMIIETEHTHBIMU
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OopraHamMu COOTBETCTBYIOIINE JEHCTBUS MO CHIDKCHHIO PUCKA JJII KOHKPETHOTO
pbiHKa. JIo MPUHATHS pelIeHus: 0 Mepax M0 COKPAIIEHUIO PUCKA, TAKUX KaK OT3bIB,
JOJDKEH OBITh PACCMOTPEH PHUCK HEXBATKU JIEKAPCTBEHHOTO CpEJACTBA, HE
MMEIOIIIETO 3aPErUCTPUPOBAHHON albTEPHATUBBI, C YYETOM €r0 TEPareBTUUYECKOTO
Ha3HaueHus. JIroOble penieHus: 0 HEMPUHATHH OKUJIAEMBbIX MEpP MO COKPAIICHHIO
pUCKa JOJKHBI OBITh TMPEIBAPUTEIBHO COTJACOBaHbI C  KOMIETEHTHBIM
YIOJIHOMOYEHHBIM OPTaHOM.

8.28. OTo3BaHHas MPOAYKLHUA JOJKHA OBITh MACHTHU(PHUIIMPOBAHA U XPAHUTHCS
OTIIETTLHO B 0O€30MaCHOM MECTE JO0 TPUHITHS pPEHIeHUS O TOM, KaK ¢ HeH
nocTynuth. JIODKHO  OBITh  TOKYMEHTadbHO  OGOpMIICHO  O(QHUIIHATBEHOE
pacnopspKeHHE B OTHOIICHWH BCEX OTO3BAHHBIX cepuil. OCHOBAaHME IS IPUHSITHS
JI000r0  pemeHus O TMepepadoTKe OTO3BAaHHOW MPOAYKIMHU JIOJDKHO OBITh
3aJIOKYMEHTHPOBAHO U 0OCYXKJEHO C COOTBETCTBYIONTUM KOMIIETCHTHBIM OPTaHOM.
Takoke 10JKEeH ObITh YUTEH OCTATOYHBIA CPOK TOAHOCTHU JIFOOBIX MepepadOTaHHBIX
CEepHii, KOTOPbIE MIPEAIOIaraeTcs pa3MeCTUTh Ha PhIHKE.

8.29. Xon mporecca OT3bIBAa JIOJDKEH PETUCTPUPOBATHCA JI0 3aBEPIICHUS U
BBIITYCKAa OKOHYATEJIHHOTO OTYETa, BKIIIOYAIOMIETO OajaHC MEXIy KOJIMYECTBOM
MTOCTaBJICHHOM M BO3BpAIllEHHON MPOAYKITUN/CEPHI.

8.30. Db pexTUBHOCTH MEPOTIPUATHIA 110 OT3BIBY CIIEIYET PETYJISIPHO OLICHUBATh
JUISL TIOATBEPKJEHUS, YTO OHHU OCTAIOTCS HANSKHBIMH M TPUTOAHBIMHU IS
WCITOJIB30BaHUsA. Takue OIEHKHU JIOJDKHBI PAaCIPOCTPAHATHCS HA CHUTyallMH, Kak B
pabouee Bpems, TaKk U BO BHEypo4dHOe BpeMmsi. [Ipy BBITIOJIHEHUH TaKHX OIICHOK
CIIEIyeT PacCMOTPETh HEOOXOAMMOCTHh BBITTOJIHCHHS HWMHTAIMKM JEHCTBHHA TI0
OT3bIBY. JTa OIICHKA JOJIKHA OBITh JOKYMEHTaIbHO 0dopmIiieHa U 000CHOBaHa.

8.31. B ngomonHEHWE K OT3BIBY CYIIECTBYIOT M IPYTHE BO3MOYKHBIC JIEHCTBHUS 110
CHI)KCHHUIO PHUCKA, KOTOPBIE MOTYT TPEINPUHUMATHCS B ICISAX YIPABICHUS
pUCKaMH, co3aBaeMbIMU JeekTaMu KadyecTBa. Takue NeMCcTBUS MOTYT BKIIIOUATh
BBIMTYCK TPEAYNPEIUTEIbHBIX COOOMIEHUN I MEIUIIMHCKUX pPaOOTHUKOB B
OTHOIIEHUHU KCIOJIb30BAHMS MMM MOTEHIUAILHO NedexTHoit cepuu. VX cremyet
paccMaTpuBaTh B UHIMBUIYAIHHOM TOPSJIKE U OOCYKJIAaTh C 3aMHTEPECOBAHHBIMU
KOMITETEHTHBIMU OpraHaMH.

I''TABA 9. CAMOUHCIIEKIIUA

HpuHuun

CaMOMHCIIEKITUS JOKHA MPOBOJIUTHCSA C IENBI0 TPOBEPKU BBITIOJHEHUS
npeanpusTieM TpeOoBaHMI HacTosAmux [IpaBwir M MpeasioKeHUsS HEOOXOIMMBIX
KOPPEKTUPYIOIIUX ACHCTBUM.

9.1.Bompockl,  Kacawolidecss — MepcoHanda, a  Takke  I[OMEIICHHUS,
o0opyaoBaHUE, JOKYMEHTAIIMIO, TEXHOJOTHYSCKHUIA TPOIECC, KOHTPOJb KavyeCTRBa,
peaqu3anuio  JICKapCTBEHHBIX MperapaToB, MEPOINPHUATHS IO padoTe ¢
NPETCH3USAMH W B OTHOIICHHH OT3BIBOB M JIEATEIBLHOCTh IO IPOBEIACHHIO
CAaMOMHCHICKIIUNA CIIEYeT PEryJsIpHO aHAIM3WPOBATh B COOTBETCTBHUU C 3apaHeEe
YTBEP)KJICHHON MPOTpaMMOi IO ompeneaecHHOMY TrpaduKy IS NPOBEPKH HX
COOTBETCTBHS MPHUHIIMIIAM 00ECIIEYCHHUS KauecTBa.
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9.2.CaMOMHCIIEKIIMS JOJDKHA TPOBOAMUTHCS HE3aBUCMMO M TINATEIHHO
CIEIUAIbHO Ha3HAYEHHBIM  KBaTU(PUIIMPOBAHHBIM(BIMU)  JIMIIOM  (JIUIIAMH),
cocrosmuM(MMU) B MmITtare npeanpustus. [Ipy HeoOXOoAMMOCTH MOXKET OBbITh
MPOBEJICH HE3aBUCUMBIHN ayJIUT IKCIIEPTaMU CTOPOHHUX OpTraHU3aIIHi.

9.3. PesynabTaThl = CAaMOUHCIEKIMH  JOJKHBI  OBITh  OQOPMIICHBI
NOKyMeHTanbHO. OT4UeThl JOJDKHBI cojepkaTh B cebe Bce HaOMoeHus,
CIClIaHHbIE B XOA€ TMPOBEPKU, U, TIJ€ MPUMEHUMO, TMPEJIOKEHUI IO
KOPPEKTUPYIOIIMM JEUCTBUAM. JlEMCTBHs, NMPEANPUHUMAEMBIE IO peE3yJbTaTaM
MIPOBEJICHHBIX CAMOMHCIICKIINI, TAK)Ke CIeayeT 0pOPMIISTH TOKYMEHTAIBHO.
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YACTH 11
OCHOBHBIE TPEBOBAHUA
K AKTUBHBIM ®APMAINEBTUYECKUM CYBCTAHIUSAM,
NCITIOJIB3YEMbBIM B KAYECTBE UCXOJAHbBIX
MATEPHUAJIOB

1. BBEAEHUE

JlepxaTenu  PEruCTPalMOHHBIX  YAOCTOBEPEHUH U IPOU3BOAMUTEIH
JIEKapCTBEHHBIX MPENapaToB JODKHBI HCIONb30BaTh B KAaYECTBE HCXOJHBIX
MaTepuajoB TOJBKO Te& akTUBHBIE (apmareBTuueckue cyocranuuun (ADC),
KOTOpbIE TPOMU3BENEHBI C COONIOJIeHHEM HacTosux I[lpaBun. DTH TpUHIMIBI
MIPOM3BOJICTBA AKTUBHBIX (hapMalleBTHUECKUX CYOCTaHIIMIA JETATbHO H3JI0KEHBI B
yactu |l nacrosiuux [TpaBui.

1.1. Hean
JlanHast yacth Hacroswmux I[IpaBun mpemocTaBisieT cO0OM PYyKOBOJSIINE
YKa3aHWs, Kacaroluecs HAJIJICIKAIIETO MPOU3BOJICTBA AKTUBHBIX

(dapManeBTUYECKUX CYOCTAHIMII C COOTBETCTBYIOLIEH CHUCTEMOM YIPABICHHS
kauecTBOM. OHa TakKe MpelHa3HaueHa JJisl MOMOIIM B 00ECIIEUEHUH KayecTBa U
YUCTOTHl AKTUBHBIX (hapMalEBTUYECKUX CYOCTaHIIMI B COOTBETCTBHHM C
BBIIBUTA€MBIMU K HUM TPEOOBaHUSIMH.

B vactu |l nacTosmux [IpaBui TepMUH «IIPOU3BOJCTBO» BKIIOYAET B CEOs
BCE€ BH/JIbI OTI€paIiii C aKTUBHBIMH (hPapMalleBTUUECKUMU CYOCTAaHLIUSMU: TIPUEMKY
MaTepUajioB,  IMPOU3BOJACTBO,  YIIAKOBKY,  IIEPEYIIAKOBKY,  MAapKUPOBKY,
IIEpeMapKUPOBKY, KOHTPOJIb Ka4€CTBa, BbIa4y pa3pelICHUs HA BBIITYCK, XPAaHECHHUE
U peaju3alyio, a TAKXKE COOTBETCTBYIOIINE Mepbl KOHTpos. [lonarus "nomxen",
"crnenyet", nmpumeHsieMble B HacTosiux [IpaBumnax, yka3plBaloT HA PEKOMEH 1AL,
BBITIOJTHEHNE KOTOPBIX MPEIIOIaracTcsi, 3a HCKIOUYEHHEM CIIy4aeB, KOTJAa HX
BBINIOJIHUTh HEBO3MOYKHO, WJIM €CJIM B JIIOOBIX COOTBETCTBYroUMX [IpunoxeHusx
HE yKa3aHbl MHbIE TPEOOBAHUS, WM OHU MOTYT ObITh 3aMEHEHBI aJIbTEPHATUBHBIMU
JNEUCTBUSMM, IO KpailHEil Mepe, C SKBUBAJICHTHBIM YpPOBHEM oOecreyeHus
Ka4yeCTBa MPOAYKLHH.

Hacrosimme IIpaBuia B 1ieoM He pacIpOCTPAHSIOTCS HA BOIPOCHI OXPAaHbI
TpyZJa IepcoHasa, 3aHATOrO B IPOU3BOACTBE, a TAKXKE HE 3aTPAaruBarOT BOIIPOCHI
3alIUTBl OKpyXaromen cpeapl. KoHTposb, OCyHIECTBISEMBIA B 3TOM Ciydae,
SIBJIIETCSl HEMTOCPEACTBEHHON 00s13aHHOCTBIO MPOU3BOAUTENS U PETrJIaMEHTUPYETCS
JIPYTUM 3aKOHOJATEIBLCTBOM.

Hacrosiue IlpaBuia He ycTaHaBIMBAIOT TPeOOBaHUs, MPEAbABISIEMbIE MPH
BKJIFOUEHUU aKTUBHBIX (DapMalleBTUUECKUX CYOCTaHIMA B TOCYyAapCTBEHHBIN
peecTp, U HE 3aMEHSIOT (papMakonerHbIX TpeOoBaHuil. OHM HE 3aTparuBarOT
(GYHKUHMMA YTIOJTHOMOYEHHBIX OPraHOB YCTAHABJIMBATh OCOOEHHBIE TPEOOBAHMS K
BKJIIOYEHUIO B TOCYJApCTBEHHBIM peecTp JIEKApCTBEHHBIX CPEICTB/MOMYUYECHUIO
JUIEH3UH Ha TPOU3BOJCTBO AKTUBHBIX (PapMalleBTUUECKUX CyOCTaHIIUM.
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1.2. O0sacTh NPUMEHEHUSA

Yactp I nacrosimux [lpaBun ycranaBiauBaeT TpeOOBaHHS K MPOU3BOICTBY
aKTUBHBIX (papMalleBTUYECKUX CyOCTaHIMM, HCHOIb3yEeMBIX B IPOU3BOJICTBE
JIEKapCTBEHHBIX MPENapaToB JIsl MEAUIMHCKOTO U BETEPUHAPHOr0 NpuMeHeHus. K
MPOU3BOJCTBY CTEPHJIBHBIX AaKTHBHBIX (hapMalleBTHUECKUX CyOCTaHIMl OHa
IIPUMEHMMA TOJIBKO 10 craguu crepwinsannu. Yacte Il mactosmmx IlpaBun He
pacrpocTpaHsieTcsl Ha MPOLECCHl CTEPWIM3ALUM M TPOU3BOJACTBA CTEPUIIBHBIX
aKTUBHBIX (DapMalleBTUUECKUX CYOCTAaHIMA B ACENTUYECKUX YCIOBUSX. OTH
MPOIIECCHl  CIEAYET MPOBOAWTH B COOTBETCTBUM C NPUHUUIIAMU HACTOSIINX
[IpaBun u ¢ TpebOoBaHUsAMH, NpuBenAcHHbIMU B Ilpunoxenun |, u Apyrux
HOPMAaTUBHBIX ITPABOBBIX aKTOB.

B cnyuyae nmpou3BoACTBa CpeNCTB sl BETEPUHAPHOIO MPUMEHEHHUS TPOTHUB
HKTOMAPA3UTOB JJIsi OOECIeYeHHs] KadecTBa MOTYT HCIOJIb30BaThCS JApPYyTUe
HOPMATHBHBIE JOKYMEHTHI.

Yacrs Il HacTosmux [IpaBui He pacripocTpaHseTcs Ha UEJIbHYIO JIOHOPCKYIO
KpOBb M IUIa3My, IOCKOJbKY TpeOOBaHUsA MO 3a00py M HCIBITAHUIO KpPOBU
PErYIUPYIOTCS  COOTBETCTBYIOIIMMU  HOPMATUBHBIMU  IPaBOBBIMM  aKTaMU
rocynapctB-uieHoB  Coro3a, OJHAKO  PAaCHpOCTPAHSIETCS HA  AKTHUBHBIC
(dapmaneBTUYECKHE CYOCTaHLMH, IOJIYyYaE€MbIE C HCIOJIb30BAHUEM JOHOPCKOM
KPOBU WJIM IUIa3Mbl B Ka4eCTBE UCXOAHOTO cbipbs. HacTe Il HacTosmux [IpaBun He
pacnpocTpaHsieTcsi Ha Hepac(hacoBaHHbBIE JIEKapCTBEHHbIE cpenacTBa. OHa
IPUMEHSAETCS KO BCEM JPYIrMM aKTHUBHBIM HMCXOJHBIM MaTepuajaM C Y4eTOM
JTH00BIX OTCTYIUIEHHM, onmucaHHbIX B [Ipmnoxenusx k HactosiuM [IpaBuiiam, B
yacTHOCTH, l[lpuinoxeHusx 2—7, rae yKa3aHbl JONOJHUTENIbHbIE TPeOOBaHMS K
AKTUBHBIM (papMalieBTUUECKUM CYOCTAHLIUSM.

Pazgen 19 wactu |l Hacrosumx IlpaBun coxepxkuT TpeboBaHuS,
pacnpoCTpaHSIOIMECS TOJBKO Ha MPOU3BOACTBO AKTHUBHBIX (hapMaleBTUYECKHUX
cyOCTaHUMWA, MCHOJMB3YEMbIX JUIsl TOJYYEHHUs JIEKapCTBEHHBIX IIPENapaTos,
MpeIHA3HAYEHHBIX JJIs1 KIMHUYECKUX UCCIIEI0BaHMM.

«Mcxognble Matepuanbl JUisl MPOU3BOJICTBA AKTUBHBIX (DapMalieBTUUECKUX
cyOCTaHUUI» - ATO CBhIPbE, MPOMEKYTOUYHbIE MPOAYKTHI WJIA APYTHe aKTUBHBIE
(dapmaneBTUUeCKHEe CyOCTaHLUMH, KOTOPhIE MCHOJIB3YIOT B  IPOHU3BOJACTBE
aKTUBHBIX (DapMalleBTUUECKUX CYOCTaHIIMN U KOTOPBIE KaK BaXKHBIN CTPYKTYPHBIH
dbparMeHT BBOIAT B CTPYKTYPY aKTHUBHON ¢apMaieBTUYecKod CyOCTaHIIUU.
Hcxognble Marepuasibl JUisl MPOU3BOJACTBA AaKTHBHBIX  (DapManeBTUUYECKHX
cyOCTaHIIUN MOTYT OBITh 3aKYIUICHBI TI0O KOHTPAKTY (JIOTOBOPY) JIMOO TOPTOBOMY
COIVIAIIEHUIO Yy OJHOTO WJIM HECKOJIbKUX MOCTaBUIMKOB, JUOO MPOU3BOIUTHCS
caMoCTOATENbHO. VIcXoaHple  Marepuanbsl I MPOM3BOACTBA  AKTHBHBIX
dapmaneBTUYECKUX  CyOCTaHIMM, Kak TpaBWUIO, UMEET YCTAaHOBJICHHBIE
XUMHUYECKHE CBOMCTBA U CTPYKTYPY.

[IpousBoauTeNb MAOMKEH ONPEACIUTh M JOKYMEHTAJIbHO OOOCHOBATH
CTaJul0, C KOTOpPOM JOJDKHO  HAUYMHATBCA  TNPOU3BOACTBO  AKTUBHOM
dapmaneBTuueckoi cyOctanumu. [{ns  nmpomeccoB  cUHTE3a  3Ta  CTaaMs
ONpENENAeTCs KakK CTaands BBOJAA B TEXHOJOTHYECKHMH TIPOLECC «UCXOIHBIX
MaTepHuayoB ISl IPOU3BOACTBA aKTUBHBIX (DapMalleBTUUECKUX cyOcTaHImiiy. Jliis
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JIpyrux mpoieccoB (pepMeHTaluu, SKCTPAKIIUY, OYUCTKU U Tp.) JaHHYIO CTaIHI0
ONPEJENSIOT C YY€TOM KOHKPETHBIX OCOOEHHOCTEH mpou3BojacTBa. B Tabmwmie 1
NPUBEACHBl PYKOBOJAIINE YKa3aHUS OTHOCHUTEIHLHO MOMEHTA, KOrJla OOBIYHO
BBOJST B TIPOLIECC MCXOJIHBIE MATEpHANBl ISl TPOU3BOJACTBA AKTHUBHBIX
dbapmaneBTrueckux cyoctaHiui. Haumnas ¢ 93ToM craguu, Ha JlaHHBIC
NPOMEXKYTOUHBIE  MPOAYKTHI W/ WIM  CTalud  MPOU3BOJICTBA  AKTUBHBIX
dbapmaneBTUUECKUX CYOCTaHUMUA AEUCTBYIOT TpeOoBaHusi udactu Il HacTosmmx
[IpaBmi. OxHM BKIIOYAIOT B ce0S BalUMJALMIO KPUTHYECKUX  CTaaui
IIPOU3BOJICTBEHHOTO TIPOLIECCA, OKA3BIBAIOIIMX BIIMSIHUE HA KAa4€CTBO AKTHBHBIX
dapmaneBTuueckux cyOctaHimii. B To jke Bpemst BBIOOP POM3BOJUTENEM CTAIUH
TEXHOJOTHUECKOro Tpollecca s MPOBEACHHUS BalUJAlMU HE 00s3aTeIbHO
O3HAuaeT, 4YTO J3Ta cTaius sBiseTcss kputudeckoil. TpeGoBanusi wactu Il
Hacrosamux IIpaBuir pacnpocTpaHArOTCs, KaK IPaBUJIO, HA CTAINH, BBIJCIICHHBIE B
tabnuie 1 ceppiM (oHOM. DTO HE O3HAYAET, YTO B MPOIECCE MPOU3BOJCTBA
JIOJDKHBI BBITIOJTHATHCS BCE CTaJMM, yKa3aHHbIE B JaHHOW TaOmuie. CTporoctb
cienoBanus TpeboBaHusM yactu Il Hactosimux [IpaBun momkHa BO3pacTath OT
paHHUX CTaJAUi TMPOU3BOJCTBA AKTHUBHBIX (PapMalleBTUUYECKUX CYOCTaHIUN K
3aBEPIIANOIIAM CTaJHUsIM TEXHOJOTMYECKOIO MPOLECCa, OYUCTKU U YIAKOBKH.
OO6paboTKy (pU3MUECKUMHU METOJIaMHU aKTUBHBIX (papMalleBTUYECKUX CYOCTaHIUH,
TaKyl0 Kak rpaHyJIMpPOBaHHE, MOKPBITHE 000JI0UYKON WK (PU3NUECKOE U3MEHEHHE
pa3Mepa yacTull (HarmpuMmep, rpyOblid U1 TOHKUN MOMOJ), CIEAYET MPOBOJUTH, IO
KpallHeld Mepe, B COOTBETCTBUM C TpeOoBaHusAMH Hactosmux IIpaBmi. Yacte 11
HacTosimmx IlpaBun He mNpuMeHsAeTcs K CTaausM, KOTOpbIe HPEIUIECTBYIOT
BBEJCHUIO B IIPOLIECC BELIECTB, ONPEAECIEHHBIX KaK «HMCXOAHBIE MaTEpHalbl UL
IPOU3BOJICTBA aKTUBHBIX (papMalleBTUUECKUX CYyOCTaHLIUI.

B wactm II mnacrosmux IIpaBun wucnons3yercs TEPMUH «AKTHBHAs
dapmarneBTuueckast cyoctanius» (ADC), KOTOPHIM cleayeT paccMaTpUBaTh Kak
B3aMMO3aMEHSAEMbI C TEPMHUHOM «aKTUBHBIN (hapMaIleBTUUCCKUN WHTPEIUCHT
(ADU). Tepmunsl, ymnoTpebnsiembie B uyactu Il Hacrosmmx IlpaBun, wu
orpesienieHusi 0003HAYEHHBIX MMHU TOHSATUHN (KOTOphIe mpuBeneHbl B pasuene 20
«TepMuHBI U ompeneneHus») ciaeayeT MPUMEHATh ToabKO B yacTu Il macrosmmx
[IpaBun. [[ns aHANIOTMYHBIX TEPMHUHOB, YHMOTPEOIsEeMBbIX B YacTH | HacTOSIIMX
[IpaBun, mpuBeaeHBI ONpeeeHUsT B 001IeM pasjene « TepMUHBI U ONIpEICIICHUSD)
Hacrosamux lIpaBui, ciienoBarenbHO, UX CIEAYET IPUMEHATh TOJIBKO B KOHTEKCTE
yactu [ HacTosmux [IpaBui.
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Ta6auua 1. Ilpumenenue Yactu |1 Hacrosimux IlpaBui Kk npousBoaCTBY
ADC

Tun Craauu npousBojcta ADC, Ha KOTOpbIE pacpocTpanseTcs yacTsb Il
MIPOU3BOJICTBA Hactosux [IpaBui (BbIIeTICHBI CEPBIM (JOHOM)
XUMHYECKOE [IpousBon- | BBenenue B [IpousBoacTBO Brinenenune | O6paboTka
MPOU3BOJICTBO | CTBO npoiiecc MIPOMEXYTOYHOTO | M OYUCTKA | PUBNUCCKUMU

UCXOIHOIO | MCXOIHOTO MPOyKTa (OB) METONAMHA U

CBIPBS IIsL | CBIPbhSI JJIsT yIaKOBKa

ADC MPOU3BOJCTBA

ADC
ADC, Coop Hsmennpuenue, | Beenenue B Brinenenune | O6paboTka
MOJIy4aeMbI€ U3 | OPraHOB, CMEIIMBAaHUE |IPOIIECC U OYUCTKa | pU3MUeCKuMH
CBIPBS KUAKOCTEH | u/miu HCXOJHOTO METOJIaMH 1
KUBOTHOTO W nepBUYHAS CBIPBS ISt yIaKOBKa
MIPOUCXOXKACHUS | TKAHEH o0OpaboTka MIPOU3BOJICTBA
ADC
ADC, Co6op Usmennpuenue | BBenenue B Breigenenune | O6paboTka
MOJTy4yaeMbIe U3 | pacTeHui u porecc U OYUCTKa | (pusmdeckumu
CBIPBS TIepBUYHAS HCXOTHOTO METOJaMH 1
pPacTUTEIHLHOTO OKCTPAKIUsl | CBIPhS AJIs yIaKoBKa
MIPOUCXOXKICHHUS MPOM3BOJICTBA
ADC

Pacturensubie | COop W3menbuenne JHanpneitmas | O6paboTka
HKCTPAKTHI, pacteHui u SKCTpaKus | pusndecKkumMu
UCIIOJIb3yEMbIE TepBUYHAS - METOJIaMH 1
B KaueCTBE AKCTPAKIUS yIaKoBKa
ADC
ADC, Coop W3menpueHue O6paboTtka
COCTOSIIUEC pacTeHui / bHU3MUECKUMHU
u3 u/unm pactupaHue, METOJIaMU 1
pa3MeIbYCHHBIX | KYIbTH- JIpoOIeHue - - yIaKoBKa
WM PacTepThIX | BUPOBAHHE U
B ITOPOILIOK coop
pacTeHun
buorexnonorus: | Coznanue ITonnepxanue | KynpTusu- Breigenenne | O6paboTka
dbepmeHTanus/ |raaBHOrO U | pabodero poBaHUe U OYUCTKa | pu3MUecKuMH
KYJbTHUBUPO- pabouero Oanka KJIETOK H/WIIN METOJIaMH 1
BaHUE KJIETOK | OaHKOB KIIETOK dbepmeHTanus yIaKoBKa

KJIETOK
"Knaccrnueckasa" | Co3manue [lognepxanue | BBoa KileTOK B Breinenenne | O6pabotka
depmeHTanus | 6aHKa 0aHKa KJIETOK |Ipoliece ¥ OYHCTKA | (hPU3HYECKUMHU
JUTSI IPOU3BOJI- | KJIIETOK dbepmeHTanuu METOJIaMU 1
ctBa ADC yIIaKOBKa

Ycuaenue tpedoBanuii GMP
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2. YITIPABJIEHUE KAYECTBOM

2.1. IlpuHIUNBI

2.10. OTBETCTBEHHOCTh 3a KQ4€CTBO JIOJKEH HECTH BECh MEPCOHAI, 3aHSAThIN
B ITPOU3BOJICTBE.

2.11. Kaxnaplii mOpou3BOAUTENb JODKEH pa3padoTaTh, JIOKYMEHTAIBHO
opopMUTh W BHEIPUTh S(PPEKTUBHYIO CUCTEMY YIPABJICHUS KadueCTBOM IIpH
AKTUBHOM YYaCTHU PYKOBOJAILEIO M COOTBETCTBYIOIIETO IMPOU3BOACTBEHHOTO
nepcoHana.

2.12. Cucrtema  ympaBieHHS  Ka4eCTBOM  JIOJDKHA  OXBaThIBaTh
OpPTaHW3alMOHHYI0 CTPYKTYPYy, MPOIEAYPHI, MPOIECChl W PECYpChl, a TaKXKe
NEeATEeTLHOCTh, HEOOXOMUMYIO ISl oOecriedeHus rapanTur cooTBeTcTBUS ADC
BCEM TpeOOBAaHUSAM COOTBETCTBYIOIIUX CIeNM(PUKAINNA B OTHOIICHUN KAa4eCcTBa U
guctoThl. Cremyer omnpenenuTh W OQOPMHUTH JOKYMEHTAIBHO BCE BHUIBI
NeSATEeIbHOCTH, UMEIOIIHNE OTHOIIICHHUE K KAUEeCTBY.

2.13. Heo6xoauMo MMETh HE3aBUCUMBIH(bI€) OT MPOU3BOJCTBEHHOTO OT/IEa
ornen (OTHeNnbl) KayecTBa, KOTOPBIH(bI€) BBIMONHIACT(IOT) (QYHKIUU Kak
oOecrieueHusT KauecTBa, TaK M KOHTPOJs KauecTBa. IDTO MOTYT OBbITh JHOO
OTJIeJIbHBIE CITY>KObI OOECreyeHus] KayecTBa W KOHTPOJS KayecTBa, JMOO OJIHO
JIUI0 WJIK TPYTINA JIUI B 3aBUCUMOCTH OT Pa3MEpPOB U CTPYKTYPbl OpTraHU3AIINH.

2.14. Heob6xoauMO TOYHO ONPEAEIUTH JHUIl, YINOJTHOMOYEHHBIX BbIJIaBaTh
pa3pelIeHNE Ha BBITYCK MTPOMEXYTOUHOM ITpoaykiuu u ADC.

2.15. Bcee aeiicTBuUs, UMEIOIINE OTHOILLIEHUE K KaYECTBY, CleAyeT 0(hOpMIIATh
JOKYMEHTAJIBHO HEITOCPEICTBEHHO MTPH MX BHITIOJIHCHUM.

2.16. Jlroboe OTKIOHEHHWE OT YCTAHOBJCHHBIX TPOIEIYp CICAyeT
opopMIIATE JOKYMEHTAIBPHO W O0OOCHOBBIBaTb. HeoOXoammMo  MpPOBOAUTH
paccieioBaHie KPUTHYECKUX OTKIIOHEHWH, a Takke 0(OpMIIATH JOKYMEHTAIBHO
3TO PACCIIeIOBAHUE U CJCITAHHBIC BHIBOJIBI.

2.17. Marepuansl HE MOTYT OBITh pa3penieHbl K BBIMYCKYy WIH
WCIIOJIb30BAaHBl /IO  TOJIYYEHHUS  YAOBJIETBOPUTEIBHOTO  3aKIIOUEHUS  TI0
pe3ysibTaTaM OIICHKH, IMPOBEACHHOW OTAENOM (OTaelaMu) KaudecTBa, €Cld Ha
MPEANPUATAA HE CYIIECTBYET COOTBETCTBYIOIIUX CHUCTEM, pa3periaronux TaKoe
HCITIOJIb30BaHUE (HAIPUMED, BBIMTYCK B CTAaTyCe KapaHTHUHA, KaK OMUCAHO B IMMYHKTE
10.20 wyactu Il mnHacrosuux IlpaBui, 5uOO WCHOIB30BAHHME CHIPHS HIIU
MIPOMEKYTOYHOM TPOAYKITUH, OIIEHKA Ka4eCTBa KOTOPHIX €IIle HE 3aBEpIIIcHA).

2.18. Cnenmyer pa3paboTaTh MpOIEIypbl CBOEBPEMEHHOTO OIOBEIICHUS
OTBETCTBEHHBIX PYKOBOIAIIMX JIMIl O PE3yibTaTaX WHCICKIUNA YITOTHOMOYEHHBIX
OpraHOB, CEPHE3HBIX HEIOCTAaTKaX B OTHOIICHWH COONIOACHUS TpeOOBaHMIA
HacTosmmx [IpaBun, gedexrax MpOAYKIUH U O IPHHATHH COOTBETCTBYIOIIHNX MEp
(HampuMep, TPETEeH3WSAX B OTHOIICHWHW KayecTBa, OT3bIBAX, JICUCTBUIX
YIOJHOMOYEHHBIX OPTaHoB U T.1I.).

2.19. Jlnsg noCTWKEeHMsI TIeM YIpaBJICHUS KadueCTBOM JOJDKHA OBIThH
BHEJIpEHA BCECTOPOHHE pa3paboTaHHas U MPABWIHHO (DYHKIIMOHUPYIOIIAs CHUCTEMa
KauecTBa, Bkirovaromass GMP, KOHTposb kKauecTBa U yHpaBJICHHE PUCKAMU IS
KauecTBa.
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2.2. YnpaBjeHue pUCKaMHM JJIS Ka4eCcTBA

2.20.YmpaBiieHHEe pHUCKaMH JJisI KauyecTBa SBJISIETCS CHCTEMATUYECKUM
IPOIIECCOM OIICHKH, KOHTPOJIS, mepenaud uHdopmanuu U 0030pa PUCKOB IS
kadyectBa ADC. DTOT mpouecc MOKHO OCYIIECTBIISTh KaK MEPCHEKTUBHO, TaK U
PETPOCIEKTUBHO.

2.21. Cuctema ympaBiieHUs pUCKaMHU JJIs1 KAYECTBA JOJKHA rapaHTUPOBATh, YTO:

OlICHKa PHCKOB OasWpyercs Ha HAYYHBIX 3HAHHUSAX, OIBITE
MPOW3BOJICTBA WB KOHEYHOM CUETE CBS3aHA C 3aIIUTON MaIMeHTa
nyTeMm ooMeHa uHdopmarueit ¢ norpedurenem ADC;

YpOBEHb yCHIWH, (OpMaau3alul ¥ JOKYMEHTAIBHOTO OQOPMIICHHUS
mpolecca yrnpaBieHHUs] pPUCKaMH I KauecTBa COM3MEPUM C YPOBHEM
PHUCKOB.

[Ipumepsl MPOIECCOB M NPUMEHEHUS YIPABJICHHUS PUCKAMU JUIsl KayecTBa
npuseaeHsl B yactu |1 nactosmumx [IpaBui.

2.3. O0s13aHHOCTH OT/e/1a (0TAEI0B) KayecTBAa

2.30. Otaen (oTmenbl) KayecTBa JOJDKEH (HAOJKHBI) ObITh BOBJIEYEH(BI) B
pEIIeHHE BCEX BOIPOCOB, OTHOCSIIIUXCS K KAYECTRY.

2.31. Otnmen (oThensl) KayecTBa JOJDKEH (JODKHBI) paccMaTpuBaTh H
COTJIaCOBBIBATh BCE JIOKYMEHTHI, UMEIOIIUE OTHOIIEHUE K KaUeCTBY MPOTYKIIUH.

2.32. OcHoOBHBIE O00SI3aHHOCTH HE3aBUCHUMOTO(bIX) oOTaena (OTIEIOB)
KauecTBa HE MOJUICKAT Mepenaue APYruM cCiayxoOam. ITH 00S3aHHOCTH JIOJKHBI
ObITh TpENCTaBIEHbl B MUCBMEHHOM BHUJE WU BKIIOYATH cCleayiomee (HO He
00s3aTEIbHO OTPAHUYUBATHCS ITUM):

1.

~

Bernaua paspemeHns Ha Bbinyck niau oTkioHeHue Bcex ADC. Brigaua
pa3penieHusl Ha BbIYCK WIM OTKJIOHEHUE MPOMEXYTOYHOU MPOAYKIIHUH,
NpEeIHA3HAYEHHOW JUIsi  MCHOJB30BaHMS BHE cdepbl  KOHTPOJs
NPEeANPUATAS-TIPOU3BOUTENS;

Coznanue cucTeMbl BbIJIaYM Pa3pelICHUs Ha BBIMTYCK WM OTKJIOHEHUS
UCXOJHOTO CBIpbsl, MPOMEXYTOYHOM NPOAYKIMH, MAaTE€pUANOB s
YHaKOBKH U MapKUPOBKHU;

[IpoBepka 3amoOJHEHHBIX 3aluceld MO MPOU3BOJACTBY CEpUU H
JIOKYMEHTOB JIaDOpaTOPHOrO0 KOHTPOJISI B OTHOUIEHHMHM KPUTHYECKHX
cTaguil mpoliecca nepen Bblaadei paspeineHus Ha Bblyck ADC mid
peanu3anny;

ObecrnieueHne paccieoBaHUs NPUYUH KPUTUUYECKUX OTKIOHEHMH U HUX
YCTPaHEHHE;

CornacoBaHue WJIHM YTBEpXKACHHE BceX creuudukanuii U OCHOBHBIX
IIPOU3BOJICTBEHHBIX UHCTPYKILIMIA;

CommacoBaHue WM YTBEPKIEHUE BCEX IMPOLEAYpP, KOTOphIE MOTYT
OKa3bIBaTh BIMSHUE HA KAUECTBO MPOMEKYTOUHOM TpoyKiuu min ADC;
ObecnieueHrie MPOBEACHUSI BHYTPEHHUX ayIUTOB (CAMOMHCIEKIIN );
OpoOpenne npou3BoaUTENEH NPOMEKYTOUHOW mponykuuun u ADC,
paboTaOMIMX MO KOHTPAKTY;
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10.
11.

12.

13.

14,

15.

VYTBepkaeHNe U3MEHEHUH, KOTOPbIE MOTEHIIMATIbHO MOTYT MOBIHITH Ha
KayecTBO MIPOMEXKYTOUYHOH npoaykuuu i ADPC;

PaccmoTpenue u yTBepKAeHHE TPOTOKOJIOB U OTUYETOB MO BaJIUIALUU;
OOecrieueHre MPOBEACHUS PACCIECIOBAaHUS U IMPHUHIATHS PEUICHUM 110
IPETEH3USIM, CBSI3aHHBIM C KAUECTBOM;

[TonTBepkeHue TOro, 4YTO  CHUCTEMBI, HCIOJNB3YIOIIMECH IS
TEXHUUYECKOTO 0O0CIy>)KHBaHMs, KaJUOPOBKU M MOBEPKH KPUTUYECKOTO
000pyIOBaHUs, SBISIIOTCS 3P PEKTUBHBIMH;

OOecnieueHre COOTBETCTBYIOLIMX MCIHBITAHUA HMCXOJAHOIO ChIPbI U
MaTepUajoB U JOKYMEHTAIBHOTO OPOpPMIICHUS PE3YyIbTATOB;
ObecrnieyeHre HAIWYMS JAHHBIX O CTAOMIBHOCTU JUJISl TIOJTBEPKICHUS
yCTaHaBIMBAEMbIX JlaT TMPOBEIEHUS TOBTOPHBIX HCIBITAHUA WU
UCTEUYCHHUSI CPOKOB TOAHOCTH, a Takxke ycnoBuil xpaneHuss AOC u/umu
IPOMEXYTOUHOM MPOTYKIMHU B TEX CIIy4asiX, KOTJa 3TO LIeJIeCO00pa3Ho;
[TpoBenenne 0030poB KayecTBa MPOAYKIMM (COIJIACHO YKa3aHUsIM,
IpUBEIEHHBIM B yHKTE 2.6 yacTH || Hactosmmx [Ipasui).

2.4. O0s13aHHOCTH 0 MPOU3BOJACTBCHHOM 1eATEJIbHOCTH

OO0si3aHHOCTH 1O TMPOM3BOJACTBEHHOU JIESITEIBHOCTH JOJDKHBI  OBIThH
IpEJICTaBICHbl B MMCbMEHHOM BUJIE U BKJIIOYATh cieaytomiee (HO He 00s13aTeNIbHO
OrPaHUYMBATHCS 3TUM):

1.

PaszpaboTtka, mepecMoTp, yTBEpKJIECHUE U pacipeieIeHue HHCTPYKITUI
0 TMPOU3BOJICTBY MPOMEKyTOouHOM mponykimu umu ADPC B
COOTBETCTBHUH C YTBEPKACHHOM MPOLIETypOil;

[TpousBoactBo ADPC u, npu HEOOXOJUMOCTH, MPOMEKYTOUHON
MPOIYKIIMM B COOTBETCTBUM C  3apaHee  yTBEPKICHHBIMHU
UHCTPYKIUSAMU;

PaccMoTpenue Bcex 3ammceild MO MPOW3BOACTBY CEPUH MPOAYKIIHH H
MTOATBEPIKICHNE X 3aTIOJIHCHUS U TTOATTHCAHUS;

ObecnieueHne 00A3aTENBHOIO JTOKYMEHTHUPOBAHUSI BCEX OTKJIOHEHUU
OT TMpoliecca MPOW3BOJCTBA M TPOBEACHHS HMX OICHKH, a TaKXKe
pacclieZloBaHus BCEX KPUTHUUYECKUX OTKIOHEHHH M JOKYMEHTAJILHOTO
o opMIICHHS TTOJTyYEHHBIX BBIBOJIOB;

OObecnieyeHre YHUCTOTHI TMPOM3BOJCTBEHHBIX IMOMEUIEHUN U, TPH
HEOOXOMMOCTH, UX JAe3UH(DEKITNH;

OOecnieueHre BBIMONHEHUS HEOOXOJUMBIX KaJTUOpPOBOK, a TaKkxke
BEJICHVSI M XpaHCHUS 3aITCeH;

ObecnieueHre 0OCITYKUBAHUS TTIOMEIIEHUN U 000pYIOBaHUS, a TAKKE
BEJICHUS U XpaHCHUS 3aIUCEH;

ObecrieueHre MPOBEPKH U COTIACOBAHHWS MPOTOKOJOB BAIMIAINHN U
OTYETOB;

OneHka mpearaeMplXx HW3MEHCHHH B OTHOIICHHUW TPOIYKITUH,
npoiiecca uiau o00py10BaHUs;

10. OGecnieyuenne KBaJM(PUKAUMKM HOBBIX U, MNpPU HEOOXOAMMOCTH,

MOJIEPHU3UPOBAHHBIX IOMELIEHUN U 000PYAOBaHUSI.
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2.5. BHyTpeHHUe ayAUThI (CAMOMHCIIEKIIHA)

2.50. 11 moaTBepKACHUST cCOOTBETCTBUS Tpon3BojicTBa ADC TpeGoBaHUIM
Hactosamux IlpaBun crexyeT peryJsipHO TIPOBOJAWTh BHYTPEHHHUE AayJUTHI
COTJIACHO yTBEPKACHHOMY rpaduky.

2.51.Pe3ynbraThl BHYTPEHHETO ayJIUTAa U MOCICAYIOUIME KOPPEKTUPYIOIINE
nercTBUS cieayeT o(QOopMISITh JOKYMEHTAIBHO M JIOBOJAWTH JO CBEICHUS
OTBETCTBEHHBIX pyKOBOJUTENEH npeanpustusi. CoraacoBaHHbIE KOPPEKTUPYIOIIUE
JEHCTBUS CIIEAYET BBITIOJHITH CBOCBPEMEHHO U 3()(PEKTHUBHO.

2.6. O030p KauecTBAa NPOAYKIUU

2.60.lm1 mOATBEPKIEHUSA IIOCTOSHCTBA IIpOLIECCA CIENYET PEryJIpHO
npoBoauTh 0030p kauectBa ADC. Takue 0030pbl KayecTBa CIEAYET MPOBOJUTH,
KaK MPaBUJIO, €XKErOJHO C MOCIEAYIOIIUM JTOKYMEHTaIbHbIM opopMieHueM. OHU
JIOJKHBI BKJTIOUATh B ce0s1, IO KpaliHel Mepe, clieayoiee:

— 0030p pe3yJapTaTOB KOHTPOJS B MpPOIECCE MPOU3BOJCTBA IO
KPUTUYECKMUM To4ykaM H ucnbiTaHuid APC 10  KpUTUYECKHM
IIOKAa3aTelsIM;

— 0030p Bcex cepud, HE  COOTBETCTBYIOUIMX  yTBEP)KJIECHHBIM
cnenuduKaIusm;

— 0030p BCEX KPUTHUYECKUX OTKIOHEHUW WJIM HECOOTBETCTBUU U
CBSI3aHHBIX C HUMU pacCiIeIOBaHUM;

— 0030p JOOBIX W3MEHEHUH, BHECEHHBIX B  IPOLECCHl WM
aHAIIMTHYECKUE METOJUKH;

— 0030p pe3yAbTaTOB IPOrPaMMBbI U3YyUEHUS CTAOUIIBHOCTH;

— 0030p BceX BO3BPATOB, MPETEH3UI U OT3bIBOB, CBA3aHHBIX C KAYECTBOM;

— 0030p a/IeKBaTHOCTH KOPPEKTUPYIOIINX JE€HCTBUM.

2.61.Heo0Ox0IMMO aHaTU3UPOBATH PE3yJIbTaThl 3TOTO 0030pa U OIEHUBAT,

CIIEyeT JIM MNPEIIPUHUMATh KOPPEKTUPYIOIIEE JEWCTBHE WJIA IPOBOJUTH
MTOBTOPHYIO BAJIMAAIHUIO. O6ocHoBaHUe HEOOXOIMMOCTH TaKOTo
KOPPEKTUPYIOLEro JEHCTBUS JOHKHO OBITh  O(QOPMIIEHO JOKYMEHTAIbHO.
CorylacoBaHHbIE ~ KOPPEKTUPYIOIIHE  JEWCTBUSA  CIEAYET  OCYIUECTBIIATH
CBOEBPEMEHHO U 3(PPEKTUBHO.

3. IEPCOHAJI

3.1. Kpanudukanus nepconaia

3.10. JlomkHO OBITH JOCTATOYHOE KOJUYECTBO MEPCOHANA, WMEIOIIETO
COOTBETCTBYIOILIEE OOpa3oBaHUE, MOJATOTOBKY HW/WIM TPAKTUYECKUNA OMBIT JIsl
OCYILECTBJICHUSI MPOU3BOACTBA MPOMEKYTOUHOW mponykuuu nu APC, a Takxke
HAJ30pa 3a UX MPOU3BOACTBOM.

3.11.00s3aHHOCTH  BCEro  NEpPCOHaja, 3aHATOrO0 B  MPOU3BOJICTBE
npoMexxyTouHoil npoaykuuu u A®DC, H0MKHBI OBITH TOYHO OINPEACIECHBl U
U3JI0KEHBI B MUCbMEHHOU (hopme.
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3.12.HeoOxoaumMo  peryiasipHoO MpPOBOAUTH OOydeHHE TMepcoHana C
NpUBJICUYCHNEM KBaTHU(PHUIUPOBAHHBIX CHEIMAJIMCTOB, KaK MHHHMYM, TIO
BOMpPOCaM, CBSI3aHHBIM C  KOHKPETHBIMH  OMNEpPAlUSIMH,  BBIIOJIHSIEMbBIMU
COTPYIHUKOM, a TaKke ¢ TpeboBaHMsIMH Hacrosmux IlpaBui, wumeronmMu
OTHOILICHHE K (PYHKUMOHAIBHBIM OO0SM3aHHOCTSIM coTpynHuka. Cremyer BecTH
3anucH 00ydeHus, a caMo 00ydeHHe ClIeAyeT MePUOANYECKH OIICHUBATb.

3.2. I'uruena nepconaJja

3.20. Ilepconan nomkeH cobroaaTh IpaBUiia TUTHCHBI.

3.21. TIlepcoHanm IOJKEH HOCHUTh YHCTYIO, COOTBETCTBYIOIIYIO €r0
MPOU3BOJICTBEHHOM JEATEIBHOCTU OJIEKAY, KOTOPYIO TMpU HEOOXOJUMOCTH
clelyeT MEHsTh. UTOOBI 3alUTUTh MPOMEXYTOUHYIO mnpoaykiuio u ADC ot
KOHTaMHUHAIIMHA, TPH HEOOXOJAMMOCTH CIEAYeT HCIOJIb30BaTh JOMOJHUTEIHLHYIO
3AIUTHYIO OJICKTY, 3aKPBIBAIOIIYIO TOJIOBY, JIUIIO, PYKH U KHUCTH PYK.

3.22. Tlepconan Jo0JbKeH uU30e€rath HEMOCPEACTBEHHOIO KOHTAaKTa C
IPOMEXYTOUHOM npoaykiuen niam ADC.

3.23. KypeHue, mpueM NUIIHA, NUTHE, KEBAHUE WU XPAHECHHUE MHIIEBBIX
MPOAYKTOB JONMYCKAaeTCsl TOJIbKO B CHEHUAIBHO TMPEIHAa3HAYEHHBIX 30HAX,
OTJICJICHHBIX OT MPOU3BOJACTBEHHBIX 30H.

3.24. Tlpy HaIM4MM y COTPYAHHKOB HWH(MEKIIMOHHBIX 3a00JIEBAHUMN WU
OTKPBITBIX TMOBPEXKICHUNA HAa HE3AIIMILICHHBIX YYaCTKAaX IMOBEPXHOCTU TeJa, UX
CJIelyeT OTCTPAHUTh OT ydacTusi B paboTe, MOCKOJIbKY MpHu 3ToM kauectBo ADC
nojBepraercss pucky. JIroboro coTpyJaHUKa C SIBHBIMHU MPU3HAKAMU 3a00JIEBaHUS
WIN OTKPBITBIMH TIOBPEKICHUSMU KOXU (IO pe3yJbTaTaM MEIUIIMHCKOTO
oOcJeI0BaHMs WA HAOIIOJEHUS) CIIeTlyeT OTCTPaHUTh OT paboT, PU BBHITOJTHEHUH
KOTOPBIX COCTOSIHUE €T0 3JI0POBbsSI MOXKET OKa3aTh HEOJIAronpusITHOE BO3/IEUCTBUE
Ha kadecTBO A®DC, 110 BBI3OOPOBICHHUS WM TMOJYYEHHUS MEAUIUHCKOTO
3aKJTIOUEHHS O TOM, YTO COTPYAHUK JIOMYIIEH K padoTe.

3.3. KoHCYJbTaHTBI

3.30. KoHcynpTaHThl TIO BOIpOCaM MPOU3BOACTBA UM  KOHTPOJIS
npoMexyTouyHoM mnponykunu win A®C JDOKHBI HMMETH COOTBETCTBYIOLIEE
oOpa3oBaHue, MOATOTOBKY, MPAKTUYECKUA OMBIT WU JHO00E€ MX COYETaHUE IS
TOTO, 4YTOOBl KOHCYJBTHUPOBATh IO BOMpOCaM, JMJi pEUIeHUS KOTOPhIX HX
MPUTTACUITH.

3.31. Cnemyer BecTM WX YYeT C YKa3aHHEM JIMYHBIX JAaHHBIX, ajpeca
NPOKMBAHMS, KBAIM(PUKALMM W BUAA YCIYT, NPEIOCTaBISEMbIX ATUMHU
KOHCYJIbTAHTAMH.

4. 3JAHUA U IOMEINEHUA

4.1. IIpoekTHpPOBaHNE U CTPOUTEIHCTBO
4.10.3gaHuss ¥  TOMELIEHHUS, HCHOJb3yEMbIE NPH  IMPOU3BOACTBE
npoMmexxyTouHoit npoaykiuu u ADC, crnemyer pacrnosiaraTh, TPOEKTHPOBATH U
KOHCTPYHUPOBATh TaKUM 00pa3oM, 4TOOBI 0OECIIEYUTh BO3MOXKHOCTh UX OYHCTKH,
oOcimykuBaHus W (DYHKIIMOHMPOBAHUS B COOTBETCTBHM C THIIOM U CTaJueH
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npousBojcTBa. [lomemenuss cienyer NpPOEKTUPOBATH TAaKUM 00pa3oM, 4YTOOBI
CBECTU K MHUHUMYMY BO3MOXHYIO KOHTaMuHanuio. FEciu ycTaHOBIEHbI
ceuupuKanuu B OTHOILIEHUU MUKPOOHOJIOTUYECKUX nokaszarenen
npoMexyTouHol mnpoaykiun uinn A®C, noMmeuieHus cieayeT NpPOEKTUPOBATh
TaKUM O00pa3oM, 4YTOOBl MO BO3MOXHOCTHU OIPAaHUYUTh PHUCK HEKEIATEeIbHOU
MUKPOOHOM KOHTaMUHAIIH.

4.11. 3ganust 1 TOMEUIEHUsI AOJKHBI ObITh JOCTaTOYHO MPOCTOPHBIMU JIs
NPaBUIBHOTO  PACHOJIOKEHHSI O0OOPYIOBaHUSA, XPAHEHUS M IEpPEMEICHHS
MaTepuasoB, YTOOBI IPEIOTBPATUTH MEPENyTHIBAHUE M KOHTAMUHAITHIO.

4.12. Ecnu o0opynoBaHue (HampuMep, 3aKpbITbie WM HW30JMPOBAHHBIC
CHCTEMbI) 00ECIEUMBACT HAEKHYIO 3alIUTYy MAaT€pUANOB, TO OHO MOXET OBITh
pPacnoJIOKEHO BHE MMOMENIEHUS.

4.13. Tlepemernienne mMaTepuaioB M MEPEIBUKECHHE NEPCOHANA B 3JIaHUU U
NOMELIEHUSAX JODKHO OBITh  MPENyCMOTPEHO TakuM  00pa3oM, YTOOBI
IIPENOTBPATUTh NIEPEMYTHIBAHUE NI KOHTAMUHALUIO.

4.14. Cnenyer omnpeAelnuTh KOHKPETHbIE 30HBl WM JIPYTHE CUCTEMBI
KOHTPOJIS JUISl CIEAYIOIIMX ONEPALIMIA:

— MpHUeMKa, UAEeHTU(UKaLUs, O0TOOp MpoO0 M KapaHTHH IOCTYIMAIOIIUX
MaTepualioB [0 BBbIIaYW pPa3pelIeHHs] Ha HCHOJIb30BAaHUE WU [0
OTKJIOHEHHS,

— XpaHEHHE NPOMEXYTOuHOM mpoaykuuu u APC B kapaHTHHE A0
BBIJIaYX Pa3peUIeHUs Ha BBITYCK WIN JO OTKIOHEHUS;

— oT6op pob mpoMekyTouHOM npoaykiuu 1 ADC;

— XpaHEHUE OTKJIOHEHHBIX MaTepuajoB N0 U30aBlI€HUS OT HUX
(Hanpumep, BO3BpaTa, HOBTOPHOI 00paOOTKU UM YHUUTOKEHHS);

— XpaHEHue MaTepHalioB, KOTOPHIE Pa3pEIIEHbI K UCIOJIb30BAHUIO;

— TEXHOJIOTMYECKHUE OTNepalnu;

— Ollepalnuy N0 YIaKOBKE U MapKUPOBKE;

— MPOBEJICHUE JIAOOPATOPHBIX AHATIU30B.

4.15. Cnengyer mnpeaycMOTpPETh HalW4yhe HEOOXOAMMBIX MOMEIICHUH i
MOJATOTOBKH NEpcOoHaIa (MBIThE PYK U MpP.) B U TyaJIETHBIX KOMHAT B JIOCTATOYHOM
KOJIMYECTBE M MOJJEPKUBATh B HUX YHMCTOTY. K HUM JODKHA OBITH MOJBEAEHA
ropsiyasi ¥ XOJIOJHasi BOJAA, JOJDKHO OBITh B HAJIMYMK MBUIO WJIM WHOE MOIOIIEe
CPEIICTBO, BO3AYIIHBIE CYLIWIKH WM OJHOPA30BbIE MOJIOTEHUA. Y MBIBAIBHUKU U
TyaJIeTHblE€ KOMHATbl JIOJDKHBI OBITH OTJENEHBI OT MPOM3BOACTBEHHBIX 30H, HO
aerkogoctynHsl. Creyer o0ecneunTs Hajluure MOMEIICHUH 1JIs IepeoIeBaHusl U
Ipyu HeOOXOUMOCTH AJIsl IPUHATHA JylIa.

4.16. JlaboparopHbie 30HBI/PAOOTHI CIEMyeT, KaKk MpPaBUJIO, OTACTSATH OT
NPOU3BOACTBEHHBIX 30H. Hekotopblie naOoparopHble 30HBI, B YAaCTHOCTH, 30HBI,
UCMOJb3yeMble JJIsl KOHTPOJISi B MpOIECCE IMPOM3BOJICTBA, MOXKHO pa3Melarh B
MIPOU3BOJICTBEHHBIX 30HaX MPU YCIOBHUHU, YTO ONEPALIMU TEXHOIOTMYECKOTO Mpoliecca
HE OKa3bIBAIOT HEONAroNpHUATHOIO BIMSHUS Ha TOYHOCTH JA0OPAaTOPHBIX U3MEPEHHH,
a JlaboparopHble pabOTHl HE OKa3bIBAIOT HEOJArOMpUSTHOTO BO3JCHCTBUS Ha
TEXHOJIOTUYECKUH MPOLIECC, TPOMEKYTOUHYIO poayKiuio niu ADC.
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4.2. UH:KeHepHbIe CUCTEMbI

4.20. Bce MHXKEHEpHBIE CUCTEMBI, KOTOPhIE MOTYT IOBJUATH HAa Kaue€CTBO
OpPOAYKUMK (HampuMmep, nap, Tras3bl, CXKaTbli BO3yX, a TaKXe€ CHCTEMBI
HarpeBaHs, BEHTWISALUA M KOHAUIMOHMPOBAHUSA BO31yXa), IOJDKHBI MPOWUTH
KBaM(UKALIMIO; UX CIEAYeT COOTBETCTBYIOIIMM OOpa30M KOHTPOJIUPOBATH U
NPEANPUHUMATh MEphI, €CIM NPEBBIIIEHbI JOMYCTHUMbIE MpeAebl. JOIKHBI
MMETHCS B HAIMYNU YEPTEKU ITUX UHKEHEPHBIX CUCTEM.

4.21.1lpu HEoOXOAMMOCTH CIEAYeT MpeaycMaTpUBaTh COOTBETCTBYIOIIHE
CUCTEMBbI BEHTWIALMHU U (UIBTPALMHU BO3/yXa, & TaKKE BBITSDKHBIE YCTPOMCTBA.
OTU CcHUCTeMBbl [JIOJDKHBI OBITh CHPOEKTHUPOBAHBI W CKOHCTPYHPOBAHBI TaKUM
o0pa3oM, 4TOOBl CBECTM K MHUHUMYMY DPHUCK KOHTAaMHMHAIIMM W TEPEKPECTHOU
KOHTaMUHAIIMM, OHM TaKXe JOJDKHBI ObIThb CHaOKE€Hbl O00O0pYJOBaHHEM IS
KOHTPOJIL ~ JaBJCHUS  BO3AyXa, HAJIAYUS MHUKPOOPraHU3MOB (€CIM  3TO
HE0O0XOJMMO), 3aMbUICHHOCTH, BIAXKHOCTH W TEMIEPATyphl, €CIH 3TO TpedyeTcs
JUISL TAaHHOM cTaauu npous3BojacTBa. Oco0oe BHUMAaHUE CIEAYET yAEsATh 30HaM, B
koTopeix ADC nmoaBepraroTcst BO3ACUCTBUIO POU3BOACTBEHHON CPEJIBI.

4.22.B TpOM3BOACTBEHHBIX NOMEIICHUSAX C PEUUPKYISIIUEH BO31yXa
CIIelyeT MPEAYyCMOTPETh MEpbI MO MPEJOTBPALICHUIO PUCKA KOHTAMUHALUU U
MEPEKPECTHON KOHTAMUHALIUY.

4.23.CraniuoHapable  TpyOONpPOBOJBI  CIEAYEeT  JIOJDKHBIM  00pa3oMm
UACHTU(PULIMPOBATh. DTO MOXKHO CHAENaTh C MOMOIIbI0 MapKUPOBKH OTAEIBHBIX
TpyOOIIPOBOJIOB, COOTBETCTBYIOIIEH JOKYMEHTAllMM, CHCTEM KOMIIBIOTEPHOIO
KOHTPOJISI WM MHBIMH crioco0amu. TpyOonpoBOJbl ClEeIyeT pacroiaraTb TaKUM
oOpa3oM, 4TOObl M30€XKaTh pHUCKAa KOHTAMHUHALUMU HPOMEXKYTOUYHOW MPOIYKIUH
nmu ADC.

4.24. CTOKM OJDKHBI UMETh COOTBETCTBYIOIINE Pa3MEpPhbl U Pa3pbiB CTPYHU
WJIH, €CIIM 3TO HEOOXOAUMO, YCTPOMUCTBO AJI MPEAOTBPALLEHUS 00OpAaTHOTO OTOKA.

4.3. Bona

4.30.JloxkHO  OBITH  MOATBEPXKIIEHO, YTO BOJAA, MCHOJb3yeMas B
npou3BojictBe ADPC, COOTBETCTBYET MPEANOJIAraeMOMY Ha3HAYEHUIO.

4.31. Ecnm HeT Apyrux yKas3aHWW, KayeCTBO BOJBI, HCIIOJIb3yEMOM B
IPOU3BOJACTBEHHOM Mpolecce, JAOHKHO, KaK MHUHHMYM, COOTBETCTBOBATh
TpeOOBAHMSIM HOPMATUBHBIX JTOKYMEHTOB rocyJaapcTB-ujieHOB Coro3a K MUThEBOU
BOJIE.

4.32.Ecnu qyis obecrieuenust kauectBa ADC xapakTEpUCTUK MUTHEBOU BOJIbI
HEJIOCTATOYHO M HEOOXOIUMBI 00Jiee KECTKUE TPEOOBAaHUSA K XUMHYECKUM W/WITU
MUKPOOMOJIOTUYECKUM XapaKTEPUCTUKAM BOJIbI, JODKHBI OBITH pa3pabOTaHbI
COOTBETCTBYIOIINE CHENMUPUKAIMK Ha BOAY MO (HUIUIECKUM/XUMUUYECKUM
CBOMCTBaM, oOmemy qUCITy MUKPOOPTaHU3MOB, HEJIOITYCTUMBIM
MHUKPOOPIraHu3MaM | (WJIK) COAePIKaHUIO SHIOTOKCHHOB B BOJIE.

4.33. Ecau npoM3BOAMTENb IOABEPraeT BOAY, HCIOJIb3YEMYK B
IPOU3BOJCTBE, CHEIHATIbHOM 00paboTKe [ JOCTHKEHHS ONPEIEIIEHHOTO
KauecTBa, TO MpolecC 0OpabOTKH JOJKEH NPOWTH BalUAAIMI0 U €ro Cleayer
KOHTPOJIMPOBATh C YU4ETOM YCTAHOBJICHHBIX MPEJIEIIOB.
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4.34.Eciu  npousBoguTenb — HectepwibHO — ADPC  HamepeBaercs
UCIIOJIb30BaTh CBOIO MPOJYKIIMIO ISl MOCJIEAYIOIIEr0 MPOU3BOJACTBA CTEPUIIBHOTO
JIEKapCTBEHHOI'O IpernapaTa WIH YTBEPKIAET, UTO €ro NPOAYKLMS HPUrogHA AJis
HOJIyYEHUsI CTEPHIIBHOTO JIEKAPCTBEHHOI'O Mpenapara, T0 BOAY, UCIOJIb3YEMYIO Ha
NOCJIEAHUX CTAIUSAX BBIACIECHUS U OUYUCTKH, CIEAYET MOJBEPraTh MOHUTOPUHTY U
KOHTPOJIUPOBaTb B  OTHOIIEHMU OOILIEro KOJMUYECTBA MHUKPOOPTraHU3MOB,
HEJ0MYCTUMBIX MUKPOOPTaHNU3MOB U HJIOTOKCHHOB.

4.4. Pa3nesieHue 30H

4.40.1Tpon3B0oICTBOIPOTYKIIUU C BBICOKOM  CEHCHOWIU3UpYIOUIEH
AKTUBHOCTBIO, TAaKOW KaK TMEeHUUWUIMHBI WIH 1e(anoCIOpPUHBI, CIEIyeT
OCYUIIECTBJISATh B CIEIHAIBHO BBIJCICHHBIX MPOU3BOACTBEHHBIX 30HAX, KOTOPHIC
MOTYT BKJIOYaTh IIOMEIICHUS, OOOpyJOBaHWE i OOpadOTKM BO3AyXa U
TEXHOJIOTUYECKOE 000pyI0BaHHUE.

4.41.CnenuanbHO BBIJICJICHHBIE TPOU3BOJCTBEHHBIC 30HBI JIOKHBI OBITh
MPEAYCMOTPEHBI TAKXKE ISl BEIIECTB C MHPUIIUPYIONTUMU CBONCTBAMHU, C BHICOKOM
(hapMaKoJIOTHYECKOM aKTUBHOCTBHIO WM TOKCUYHOCTHIO (HampuUMep, HEKOTOpHIE
CTEpOUbl WM  IIUTOTOKCHYECKHE MPOTHUBOOIMYXOJIEBBIE  CpPEJCTBA), 3a
UCKJIIOYEHHEM TeX CIydaeB, KOrjJa YCTAaHOBJIEHbI M  OCYIIECTBISIOTCS
BaJITUPOBAHHBIC MTPOIEAYPbl MHAKTUBAIIMH U (MJTH) OUUCTKH.

4.42.Cnenyetr pa3paboTaTh U BBECTH B JIEUCTBHE COOTBETCTBYIOIINE MEPHI
JUIS. TIPEJOTBpPALICHUS NEPEKPECTHOM KOHTAMHHAIMA CO CTOPOHBI IE€pCcOHaa,
MaTepUaJIOB U T.II., IEPEMEIIAIOIINXCS U3 OJHOU BBIACICHHON 30HBI B APYTYIO.

4.43 Jlr00ble TEXHOJIOTMUECKUE OmNepaluu (BKIt0UYas B3BEIIMBAHUE, Pa3MOJ
WIM YIaKOBKY) C BBICOKOTOKCHYHBIMH He(papMaleBTUUECKUMHU BEIIECTBAMH,
TaKUMU KakK TepOMIUIbI U TEeCTUIUIbLI, HE JOIYCKAeTCs MPOBOIAUTHL B TEX K€
3MaHusIX W (WJIM) Ha TOM JK€ OOOPYIOBaHUHM, KOTOPBIE HCIOJIB3YIOTCS IS
MIPOU3BOJCTBA ADC. Pabory c TaKUMHU BBICOKOTOKCUYHBIMU
HeapMalneBTUUECKUMH BEIIECTBAMU M HUX XPAaHEHHUE CJIEAYyeT OCYIIECTBISITh
otaeiibHO 0T ADC.

4.5. OcBelenue

4.50. Bo Bcex 30HaxX JOJDKHO OBITH 00ECIEYEeHO COOTBETCTBYIOIIECE
OCBEIICHHE, JUTsI TOTO YTOOBI MTPOBOJUTH OYHCTKY, TEXHHUECKOE 0OCITy)KHBAaHUE U
HaJIe)KaIEee BBITIOJHEHNUE OTICPAITHA.

4.6. CTOKM ¥ 0TXO/1bI

4.60.Ctoku, oTxoabl W JApyrue oTpaboTaHHbIE MaTepuaibl (Harpumep,
TBEp/bIE, )KUJKHUE U Ta3000pa3Hbie MOOOYHBIE MMPOIYKTHI MPOU3BOJICTBA) BHYTPHU U
CHapyXXd 3JaHHWHA, a TakKKe Ha HEMOCPEICTBEHHO TPHUJIETAIONICH TEpPUTOPHUH
cleayeT yAalsITh CBOEBpPEeMEHHO, oOecreuuBas 0€30MacHOCTh W coOJroaas
CaHUTAPHO-TUTMEHUYECKHEe HOpMBI. KoHTeWHepsl afii Mycopa W/WIU CTOYHBIC
TPYOBI TOJKHBI OBITH YETKO MPOMAPKUPOBAHBI.
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4.7. CanuTapHasi 00padoTKa U TeEXHHYECKOE 00CTyKUBAHUE

4.70. 3pmaHus, UCHOJIb3yeMblE IPU IMPOU3BOJCTBE MPOMEKYTOUYHOU
npoaykiuu u  A®C, crneayer HaajgexamuM — o0pa3oM  OOCITY>KHBAaTh,
PEMOHTHUPOBATH U COJECPKATh B UUCTOTE.

4.71.Cnenyer pa3paboTaTh MHCBMEHHBIE MPOLEAYPHl, B  KOTOPBIX
oTpeieNieHa OTBETCTBEHHOCTD 3a MPOBEICHNE CAHUTAPHON 00pabOTKU, TPUBEICHBI
rpaduKy  MPOBEACHUS OYHCTKH, TIIEPEYUCIEHbl METOJbl, O0OpYyAOBaHUE U
MaTepHaIbl, UCTIOJIb3yeMble IPU OYUCTKE 3aHUN U TIOMETICHHIA.

4.72.Ilpu HEOOXOIUMOCTH CIEAYyeT Takxke pa3padoTaTh NHCHMEHHBIC
IpOIETyphl 10 HCHOJIB30BAHUIO COOTBETCTBYIOIIUX CPEACTB MPOTUB TPHIZYHOB,
MHCEKTULUAOB, (PYHTHLIUAOB, (YMUTAHTOB U CPEACTB OYUCTKH U JAe3MH(peKuuu,
4TOOBI H30€XKaTh KOHTAMHHAILIUU 000PYIOBaHUS, HCXOTHOTO CHIPhS, YIAaKOBOYHBIX
¥ MapKHPOBOYHBIX MaTepUAIOB, IPOMEXKYTOUHOM mpoaykiun u ADC.

5. TEXHOJIOTHYECKOE OBOPY/IOBAHHUE

5.1. IIpoekTHpOBaHUE U MOHTAXK

5.10. OGopynoBaHue, UCHOIB3YEMOE MPU MPOU3BOJACTBE MPOMEXKYTOUHOU
npoaykunn U APC, [0IKHO HMEThb COOTBETCTBYIOUIYHO KOHCTPYKIMIO,
COOTBETCTBYIOILIME pa3Mepbl W PACHOJArarbCsi B COOTBETCTBUH CO CBOUM
Ha3HAUYEHUEM M TaKUM 00pa3oM, 4yTOOBI MEPCOHAT MOI OCYIIECTBIISITH OYUCTKY,
ne3uH(EKIro (Mpu HEOOXOAUMOCTH) U TEXHHUYECKOE 00CITyKUBAHUE.

5.11. IloBepxHOCTH O0OOpYIOBaHUSA, KOHTAKTUPYIOIIHE C  CBHIPbEM,
POMEXKYTOUHbIMU TpoAykTamu win A®DC, He AOKHBI BIUATH HA KayecTBO
MIPOMEXYTOUHBIX NMPOAYKTOB U APC M NpUBOIWTH K BBIXOAY IOKa3aTele HX
KAauecTBa 3a INpeJeNbl JOMYCTUMBIX 3HAYEHUMN, YCTAaHOBJICHHBIX B YTBEPKIACHHBIX
crienupuKaIusx.

5.12. Texuonoruueckoe 0O0OpPYJOBAHHE CIIEIYyEeT HCIOJIb30BaTh TOJBKO B
npenenax pabounx Iuana3oHOB, YCTAHOBJICHHBIX MPU KBATU(PUKAIIH.

5.13. OcHoBHOE 00OpyaOBaHHE (HAMpPUMEp, PEAKTOPHI, EMKOCTU JIJIsi
XpaHEHHs]) M CTAallMOHAPHBIE TEXHOJOTMYECKUE JIMHUM, HCIIOJIb3yEMbIE B
IIPOU3BOACTBE MIPOMEXKYTOUYHOU MPOAYKIIUU 158105 ADC, Clenyer
COOTBETCTBYIOIIUM 00Pa30M HAECHTUPUIIMPOBATD.

5.14. JlwoOble BemiecTBa, HEOOXOAUMbIE I  (PYHKIIMOHMPOBAHUS
000OpyZOBaHUsl, TAKUE KAaK CMAa3KH, >KUJKOCTH [JIsl HArPEBA WJIM XJIaJar€HThl, HE
JOJKHBI KOHTAKTUPOBATh C MPOMEXYTOUYHOU mpoaykuuend uin ADC, 4roObl He
U3MEHATh MX KAa4eCTBO 3a MpPEAeIibl JOMYCTUMBIX 3HAUYEHUW, YCTAaHOBJIEHHBIX B
YTBEPKJIECHHBIX crnienupukanusx. Cieayer mpoBECTH OLUEHKY JTHOOBIX OTKIOHEHUN
OT 3TOro TpeOOBaHHUA, YTOOBI YOEIUTHCS, YTO OTCYTCTBYET HEOJArompusTHOE
BO3JICCTBHE OATUX MAaTEpHUAJIOB, BIMSAIOLIIEE HA MX NPUTOJHOCTH  JUIS
UCIONIb30BaHusA. [Ipy BO3MOXKHOCTH clEQyeT HCIOIb30BaTh CMAa3Kd M Macia,
IpeIHA3HAYEHHBbIE ISl MUILEBOW MPOMBILIIEHHOCTH.

5.15. Bo Bcex ciyyasx, Korja 3TO HPUMEHHMO, CJEAYeT HCIOJIb30BaTh
3aKpbITOE WJIM TEPMETHYHO 3aKpbIBatoleecs: obopynosanue. [Ipu ucnonpzoBanuu
OTKPBITOTO O0OPYJOBaHUSA WJIM €ro OTKPBITUM HEOOXOJUMO MPHUHATH MEpPHI
PEIOCTOPOKHOCTH, YTOOBI CBECTH K MUHUMYMY PUCK KOHTaMUHAIUU.
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5.16. [JloikeH HMETbCS B HaJUYMM AKTyaJbHbIA KOMIUIEKT 4YepTexei
UCIOJB3yeMOro 0OOpy/JOBaHUs, a TaKXKe KpPUTHUYECKHX CHCTEM OOBS3KH
(Harpumep, KOHTPOJIBHO-U3MEPUTEIBHBIX IPUOOPOB, BCIIOMOTATENBHBIX CUCTEM).

5.2. Texnn4eckoe 00CIy:KUBAHHE H OYHUCTKA 000PY10BAHUA

5.20. IIpodunakTuyeckoe TEXHUUYECKOE OOCITY>KHBAaHUE OOOPYIOBaAHHUS
ClelyeT TPOBOJUTH B COOTBETCTBUU C YTBEPKICHHBIMU TpapukamMu U
poleIypaMH, B KOTOPBIX JOJDKHA OBITh ONpEe/esieHa OTBETCTBEHHOCTh 3a HX
MPOBE/ICHHUE.

5.21. Heo6xoaumMo pa3paboTaTh NHUCbMEHHBbIE HMHCTPYKIHUU IO OYHCTKE
000pyZI0BaHUSI U TIOCIIEIYIONIETO MOJIYYSHHS pa3pellieHns] Ha ero MCIOJb30BaHUe
py MPOU3BOACTBE MpoMexxyTouHod npoaykiuun u ADC. Ilponeaypsl OUHMCTKH
JOJKHBI  OBITh OMHCAHBI JIOCTATOYHO TMOAPOOHO, YTOOBI OIMEpaTopbl MOTJIH
IPOBOJUTh OYUCTKY OOOpYyHOBAaHHS JIOOOTO THUIIA BOCHPOU3BOAUMBIM H
3¢ (HEeKTUBHBIM CIOCOOOM. DTH NPOUEAYPHI JOJKHBI BKIIOYATh!

— YCTaHOBJIEHUE OTBETCTBEHHOCTH 32 OUYUCTKY 000PYI0BaHUS;

— rpadUKi OYMCTKH, BKJItOUYas (MPU HEOOXOAUMOCTH) rpadKu CaHUTAPHOU
00paboTKH;

— IOJIHOE OIMCAaHUE METOAOB M MAaTepuasoB, BKIIOYas MPUTOTOBICHHUE
MOIOIIUX CPEJCTB, UCIOJIb3YEMbIX JIJII OYUCTKU 000pYAOBaHMUS;

— MHCTPYKIUM TI0 pa3dopke u cOOpke Kaxaod (mpu HEoOXOAUMOCTH)
€AMHUIBI 000PYI0BaHUA sl OOeCTIeUeHUs HaAJIeKalleil OUNCTKH;

— HHCTPYKLHH IO YAAJIEHUIO MapKUPOBKHU MPEABIAYIIEH CepUH;

— HMHCTPYKLHHU IO 3aIIXUTE YUCTOTO 00OpYyNOBaHUS OT KOHTAMHUHALIMU IMEpes
€ro UCIOJIb30BAaHUEM;

— MOPSAOK MPOBEPKU YMCTOTHI OOOPYAOBAHUS HEMOCPEIACTBEHHO MEPE] €ro
HCIIOJIb30BAHUEM, €CJIH 3TO MPAKTUYECKU OCYLIECTBUMO;

— ycCTaHOBJEHHUE (KOI/a MPUMEHHMO) MAKCUMAJIbHOTO MMPOMEXYTKA BPEMEHU
MEX/ly OKOHYaHHEM IpOoLecca U OUUCTKON 000py10BaHUS.

5.22. O6opynoBaHre U MPUHAJICKHOCTH CIIEIyeT OUUIIATh, XPAHUTH U TIPU
HEOOXOJUMOCTH  MOABEpraTh  Je3WH(EKIMM  WIM  CTepUIM30BaTh  JJIs
OpEeIOTBpalleHUs] KOHTAaMUHAIIMM WM MEpeHoca Marepualia, KOTOpbIe MOTYT
MIPUBOJUTH K BBIXOJY ITOKA3aTeIel KauyecTBa MMPOMEXYTOUYHOU NpoayKunu u ADPC
3a Mpeebl, YCTAHOBJICHHBIE B CIEU(pUKALIUIX.

5.23. Jlngs oOopynoBaHusi, MNpeIHA3HAYEHHOTO i1  HENPEPHIBHOTO
TEXHOJIOTUYECKOr0  Mpolecca WM  JJs  NPOU3BOJACTBA  KaMIaHUSIMU
MIOCJIENOBATENBHBIX CEPUM OAHOM M TOM K€ MPOMEKYTOUHOW NPOMYKIIMH WIIU
omHo u Tou ke ADC, ciuenyer NMPOBOAUTH OYUCTKY YEpE3 OINPEIACIICHHBIE
IPOMEXYTKA BPEMEHH BO M30ekKaHHE HAKOIUICHHS M NEepeHOCa KOHTAMHUHAHTOB
(Hampumep, TPOIYKTOB  Pa3iOXKEHHS WIM  HEIOMYyCTUMOTO  KOJMYECTBa
MUKPOOPraHU3MOB).

5.24.000pynoBaHle,  WCIOJB3yeMOE  JJIsi  TPOU3ZBOJACTBA  Pa3HBIX
MaTepUasoB, CIEAYeT OYHUILATh B MPOMEKYTKAX MEXKIY UX CMEHON BO M30eKaHue
MEPEKPECTHON KOHTAMUHAIIH.
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5.25. Cnenyer yCTaHOBHTb M OOOCHOBaTb KPUTEPUU TNPUEMIIEMOCTH B
OTHOIIEHUU OCTaTKOB, a TAK)KE BHIOOD MPOLIEAYP OUUCTKU U MOIOIIUX CPEJCTB.

5.26. OOopynoBaHuE€ JIOJDKHO OBITh  COOTBETCTBYIOIIUM  00Opa3oM
IPOMapKHUPOBAHO B OTHOIIEHHH €r0 COAECP>KUMOTO U COCTOSIHUS YUCTOTHI.

5.3. KaaubOposka

5.30.KanuOpoBKy  KOHTPOJIBHO-U3MEPUTEIBHOTO W AHAJIUTUYECKOTO
o0opynoBaHusl (B TOM YHCJIE BECOB, MPUOOPOB [JIsI MOHUTOPHHIA), UMEIOLIETO
KPUTHYECKOE 3HaUEHUE JUIsl 0OECHeUeHUsl KaueCcTBa MPOMEKYTOUYHON MPOTYyKIUU
i ADC, cneayeT NpOBOJAUTH B COOTBETCTBUM C MMCbMEHHBIMU UHCTPYKIUSMU U
YCTaHOBJIEHHBIM T'papuKOM.

5.31. KanuOpoBKy cieyeT HpOBOAMTH C HUCIOJIb30BAaHUEM CTAHIAPTOB,
MPOCJIEKUBAEMBIX J0 COOTBETCTBYIOIIUX CEPTUPUIIMPOBAHHBIX CTAHIAPTOB (€CIu
TaKOBBIE CYILIECTBYIOT).

5.32.3anucu npoBeeHUs KaTuOPOBOK JOJHKHBI COXPAHSATHCS.

5.33.Tekymuii craryc KaauOpOBKH KPUTHYECKOTO OOOpPYAOBAHUS JIOJKEH
OBITh U3BECTEH U JIOCTYIIEH ISl €r0 IPOBEPKH.

5.34. He cunenyer HCHOiIb30BaTh MPUOOPBL, HE COOTBETCTBYIOLIUE
KPUTEPHUSIM KaJTMOPOBKHU.

5.35.0Tk0OHEHUsT  OT YTBEP)KIEHHBIX CTAHIAPTOB KAJIMOPOBKHU IS
KPUTHYECKUX TNPUOOPOB HEOOXOOUMO paccieioBaTh, UTOObI OMNPEIEIIUTH,
NOBJIMSUIO JIM OTO HAa KayecTBO IpPOMeExyTouHoM mpoxnykumun u ADC,
IPOU3BENIEHHBIX C UCIOJIb30BAaHUEM JIaHHOTO 00OPYI0BaHUS MOCIE €T0 MOCIETHEH
YCIEIIHOW KaJIMOPOBKH.

5.4. KomnbroTepu3npoBaHHbIE CHCTEMbI

5.40. KoMmmprorepusupoBaHHble cucTeMbl, oTHocsmuecs k GMP, moanexar
Banuaanuu. [nyOmHa W wMacmrTad BaduJalMd 3aBUCAT OT MHOTI000pasus,
CJIOKHOCTH U KPUTUYHOCTH MPUMEHEHHSI KOMITBIOTEPU3HUPOBAHHBIX CUCTEM.

541. Hagnexamue  kBamupuKanus MOHTaxa U KBanuduxanus
GyHKIIMOHUPOBAHUS JTOJIKHBI IPOJIEMOHCTPUPOBATH MIPUTOHOCTD
KOMITBIOTEPHOT'O 00OPYIOBAHKS M MPOTPAMMHOTO OOECTICUCHUS TSI BHIMTOTHEHUS
MOCTABJICHHBIX 3a]1a4.

5.42.ITocTaBnsieMoe Ha PHIHOK MPOTrpaMMHOE OOecredeHne, KOTopoe ObLIO
KBATH(HUITUPOBAHO, HE TpeOyeT MPOBEACHHS HMCIBITAHUN TOTO XK€ ypoBHA. Ecnm
CYIIECTBYIOMIAs CHCTEMa HE TPOIUIa BAIHMIAIMIO BO BPEMS YCTAaHOBKH, IPHU
HAJMYUHA COOTBETCTBYIOMICH TOKYMEHTAIIUA MOYKHO MPOBECTH PETPOCIIEKTUBHYIO
BaJTUIAITHIO.

5.43.Heob6xoqumo, 4dYTOOBI KOMITBIOTEPU3UPOBAHHBIC CHUCTEMBI HMEIH
JIOCTaTOYHBIM YPOBEHb KOHTPOJIA JUIsl MPEJOTBPAIICHUS HECAHKIIMOHUPOBAHHOTO
JOCTYTIAa K JAaHHBIM WM WU3MEHEHUs JaHHbIX. ClenyeT MpeayCMOTPETh 3aIUTy OT
MOTepU JIaHHBIX (HampuMep, TpH BBIKIIOYCHUM KOMIIbIOTepa). JlomxkHa
perucTpupoBaThcsi MHGOPMAIUS O JTIOOBIX W3MEHEHUSX JIaHHBIX, O TOCIETHEM
BBOJIE JAHHBIX, O TOM, KEM ¥ KOT/Ia OHU OBLTH CIICTIaHBI.
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5.44 HeoOX0auMO WMETh NHCbMEHHBIE MPOIEAYpbl MO JKCIUTyaTallud |
TEXHUYECKOMY 00CITYKUBAaHUIO KOMIIBIOTEPU3UPOBAHHBIX CUCTEM.

5.45. Ecnu KpUTUYECKUE JaHHBIE BBOJST BPYUYHYIO, CIEIYET IPEYCMOTPETh
JOTIOJIHUTENIBHYIO MPOBEPKY TOYHOCTUM KX BBEICHHUS. TaKyr MPOBEPKY MOKET
BBITIOJTHUTH BTOPOM OMEPATOP UJIM CaMa CUCTEMA.

5.46. Coou B paboTe KOMIIBIOTEPU3UPOBAHHBIX CHUCTEM, KOTOPHIE MOTYT
MOBJIMATH HA KAYECTBO MPOMEKYTOUHOU npoaykunu uin ADC, Ha TOCTOBEPHOCTh
3alycedl WM pe3yibTaTOB HUCHBITAaHUH, cienyeT oQOpMIISTh JOKYMEHTaJbHO U
pacciuenoBarh.

5.47.13mMeHeHnss B KOMIIBIOTEPU3UPOBAHHBIX  CHUCTEMAaX  CIEQYyeT
OCYHIECTBJISIT B COOTBETCTBUM C MPOLEAYpPAMH BHECEHHS H3MEHEHUH,
o(pUIMaTBEHO WX CAHKIIMOHUPOBATH, O(POPMIIATH JOKYMEHTAIBHO M TECTUPOBATH.
Cnengyer COXpaHSATh 3alUCH BCEX W3MEHEHWH, BKJIIOYas MOIU(MUKAIUIO W
YCOBEPUIEHCTBOBAHUE KOMIIBFOTEPHOTO o0opyI0BaHus, IPOTPaMMHOTO
o0ecrieyeHnuss M JPYrUX KPUTHYECKUX KOMIIOHEHTOB CHUCTEMBl. OTH 3alHCH
JOJDKHBI  OBITH  JIOKA3aT€IbCTBOM TOTO, YTO CHUCTEMA THOJACPKHUBACTCS B
BaJIMJUPOBAHHOM COCTOSIHUM.

5.48. Ecnu cO0if WM MOJOMKA CUCTEMbI IPUBOJUT K MOCTOSHHOW TOTEpe
3alMceil, craeayeT IPEeAyCMOTPETb CHUCTEMY  PE3EPBHOIO  KOIMPOBAHUSA
uHpopMaimu. Bo Bcex KOMIBIOTEPU3UPOBAHHBIX CHUCTEMaxX JIOJKHBI OBITh
IPETYCMOTPEHBI CPENICTBA, 0OECTIEUNBAIONIUE 3aLTUTY JAHHBIX.

5.49. B pononHeHWe K KOMIBIOTEPHOM CHCTEME JOIYCKAeTCs 3allHCh
JAHHBIX U APYTHM CIIOCOOOM.

6. JOKYMEHTALIIUA U 3AIIUCHU

6.1. CucteMa JOKyMEHTALMH U CIeHU(PUKANNH

6.10. Bce [OOKyMEHTBl, HWMEIOIIME OTHOIIEHHWE K MPOU3BOJACTBY
npoMexkyTouHod mnpoaykuun unu ADC, craeayer COCTaBlsATh, IPOBEPSTH,
YTBEPXKJIaTh U PACIPOCTPAHITH B COOTBETCTBUMU C MUCHMEHHBIMHU NPOLETYpPAMHU.
OTH JOKYMEHThl MOTYT OBITb O(OPMIIEHBI KaK B NHCBMEHHOM, TaK M B
AJIIEKTPOHHOM BUJIE.

6.11. Bprgauy, mepecMoTp, 3aMeHy WIH H3BATHE BCEU JOKYMEHTALIUH
cllelyeT KOHTPOJIMPOBATh C COXPAHEHUEM CBEJCHHUM 00 UX MpeAbIAYIINX BEPCUSIX.

6.12. Cnenyer opraHu3oBaTh CHUCTEMY XPAaHEHHSI BCEX COOTBETCTBYIOLIUX
JOKYMEHTOB (HampuMep, OTYETOB O pa3padOTKe, OTUYETOB O MacCIITaOMPOBAHUU,
OTYETOB O IepeJadye TEXHOJIOIMM, OTYETOB O BAJIMIALUMU IIpOLEcca, 3alucent
oOyueHus, 3amucedl NPOU3BOJCTBA, JIOKYMEHTOB II0 KOHTPOJIO M 3amucei
peanuzanuu). Heo6xoaumo yka3aTb CpOKU XpaHEHHs 3TUX TOKYMEHTOB.

6.13. Bce 3anmcu NpoOW3BOACTBA, KOHTPOJS M PACHPEACIICHUS CIEAYET
XpaHUTh HE MeHee | roja moclie MCTEYeHHUs CpOKa TOJAHOCTU CEpUM. 3allucCH,
coJiepKallye JaHHble TOBTOPHBIX ucnbiTanuii ADC, cienyeT coxpaHsiTh HE MEHee
3 7eT nocine NoJIHOM peanu3aly CEepuu.

6.14. 3anucu creayeT BBINOJHATb HECMBIBAEMBIMM UYEpPHUIAMHU B
CHEeUaIbHO MPEyCMOTPEHHBIX AJIA 3TOMO0 MECTaxX Cpa3y e IOCJE BbIIOJIHEHUS
olnepanuii; JTuIo, cleiaBllee 3aluch, JOJKHO ObITh 0003HaueHo. VcnpaBiieHus B
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3alMuCAX JOJDKHBI OBITh JATUPOBAaHBl M TOJMUCAHBI; OHU HE JOJDKHBI
NPENsTCTBOBATH MMPOUYTEHUIO 3aIIUCH B €€ TIEPBOHAYATILHOM BUJIE.

6.15. B TedeHuwe mnepuolla XpaHEHUs OPUTHMHANBI WA KONUHU 3amucei
JIOJDKHBI OBITH JIETKOJIOCTYIHBI HAa MPEANPUATHU, TAE€ OCYIIECTBISUIUCH PalbOTHI,
OMMCAHHBIC B ATUX 3amucsX. Jlomyckaercs Takxke ObICTpOE MOTyYeHHUE 3anucen u3
JPYTUX MECT XPaHEHUS C TTOMOIIBIO AIEKTPOHHBIX WU APYTUX CPECTB.

6.16. Cnenudukanuu, UTHCTPYKIUH, MPOLEAYPHl U 3alIUCU MOXHO XPaHUTh
1100 B OpUrMHaie, TM00 B BUAE KOMHM, TaKMX KaK (OTOKOMUHU, MUKPO(DUIbMBI,
MUKPOQUIIN WX Jpyrue (OpMbl TOYHOTO BOCIPOMU3BEACHHUS OPUTHHAIBHBIX
3anucerd. Ecimm HMCHONb30BamvCh METOABI YMEHBIIEHUS OPUIMHAjA, HalpuMep
MUKPO(QHUIBMUPOBAHNE, WM OJJIEKTPOHHBIE 3allUCH, TO HEOOXOAWMO UMETh
COOTBETCTBYIOILIEE CUMTHIBAIOUIEE OOOpPYJOBAHHME, a TaKXe CpelICcTBa JUIs
W3FOTOBJICHHS IEYATHBIX KOIIHA.

6.17. HeoOxomumo  paszpaboratb ¥ 0GOPMHUTH  JOKYMEHTAJILHO
clelM(UKAMd Ha MCXOAHOE ChIpbe, MPOMEXKYTOUHYIO MPOAYKIHUIO (IIpH
HeoOxomumoctn), AD®C wu wmartepuansl JUii MapKUPOBKM U YIaKOBKHU.
JIOTIONIHUTENBHO MOTYT TOHAJAOOUTHCS CHEUM(PUKAIUN Ha HEKOTOpPHIE ApYyrue
MaTepualibl, TAKHE KaK BCIIOMOTATEJIbHbIE MaTepHaibl, MPOKIAAKH WA JPYyTUe
MaTepHualibl, UCIOIb3yEMbIE B XOJE ITPOU3BOACTBA MPOMEXKYTOYHOM MNPOAYKIIUU
wi A®PC, KoTopple MOTyT OBITb KpUTHYECKUMHU s KadectBa. Cienyer
YCTaHOBUTH U OPOPMHUTH JOKYMEHTAIILHO KPUTEPUHU TPUEMIIEMOCTH JJIs1 KOHTPOJIS
B IIpOILIECCE MPOU3BOJICTBA.

6.18. Ecnu ucrnonb3yroTcsl 3IEKTPOHHBIE TMOJANMCH Ha JOKYMEHTaX, TO OHH
JOJKHBI ObITh UACHTU(PUIUPOBAHBI U 3AILUIIEHBI.

6.2. 3anvcH 0YMCTKH U MCIOJIB30BAHUS 000PYA0BAHMS

6.20. B 3amucsx uCnonab30BaHUs, OYHCTKH, CAHUTAPHON 0OpabOTKU W/WIH
CTepUIIM3AINH, a TAK)KE TEXHUYECKOTO OOCITYKMBAHHSI OCHOBHOTO OOOPYIOBAHMS
JIOJDKHBL OBITH YKa3zaHbl: JaTa, Bpemsi (IpU HEOOXOAUMOCTH), HAaWUMEHOBAHUE
MPOAYKIIUU, HOMEp KaXJIOW Cepuu MPOU3BEACHHONM HaA HSTOM OOOPYIOBaHUU
OPOAYKIIMM, a TakXKe JHUI0, KOTOPOE TMPOBOJWIO OYHCTKY M TEXHHUYECKOE
o0cITy>KMBaHHUE.

6.21. He Ttpebyercs coOCTaBiI€HHE OTAEIBHBIX 3allUCEH OYUCTKH U
UCIIOJIb30BaHUsl 000PYIOBaHUs B Ciydae, €CJIM OHO CIEUUATIbHO MpPEeIHa3HAUYECHO
JUISL IPOM3BOJCTBA OJHOTO HAUMEHOBAHUS MPOMEKYTOUHOTO npoaykra mwim APC
U CEepuUu HITOr0 NPOMEXYTOUuHOro mnpoaykra wiu ADPC mnpousBoadrcs B
IPOCJIEKMBAEMOM MMOCIIEIOBATEIFHOCTU. B cilyuasix MCIoNb30BaHUS CHELUATBHO
IpeIHa3HAaYeHHOTO  O0OpYIOBaHMsI  3allUCH €0  OYUCTKH, TEXHHUYECKOTO
00CITy>KMBaHUS U IKCIUTyaTallMl MOTYT OBITh TUOO YacCThIO JIOChE Ha Cepulo, OO
OTJEIIBHBIM IOKYMEHTOM.
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6.3.3anucu Ha UCXOAHOE ChIPbE, IPOMEKYTOUYHbIE

NMPOAYKThI, MATEPHAJIBI JJI MAPKUPOBKHU U YHaKOBKH ADC

6.30. HeoO6xoauMo BeCTH 3alMCH Ha HMCXOJHOE ChIPhE, MPOMEKYTOUHBIS
NPOAYKTHI, MaTepuasibl s MapKUpoBKH H ynakoBku ADC, comepkamue
CIIEyIOINe JaHHbIE:

HAaUMEHOBAaHHUE MPOU3BOJAUTENS, HWACHTU(PUKALUIO H KOJIUYECTBO
KQKJIOW MOCTABKHU KAXKJIOM CEPUHM MCXOIHOIO CBIPbs, IPOMEKYTOYHON
OPOAYKUMHA WM MAaTE€pUAIOB JJII MApKUPOBKU WM ynmakoBKH ADC;
HAaUMEHOBAaHUE  IIOCTABIIMKA, KOHTPOJBHBIH HOMEp  (HOMEpa)
NOCTaBIIMKa (€CIM HW3BECTEH) WIM JPYyrod WUAEHTU(UKAIMOHHBINA
HOMED; HOMEP, IPUCBOCHHBIN NPU NIPUEMKE, U JaTa IPUEMKHU;
pe3ynbTaThl BCEX IPOBEICHHBIX HCIBITAHUM WIM TPOBEPOK U
C/ICJIaHHBIE HA UX OCHOBAaHUU BBIBOJIBI;

3aMKCH, B KOTOPBIX MTPOCIEKUBAETCA UCIIOIB30BAHUE UCXOIHOTO ChIPhS
¥ MaTEpHUAJIOB;

JOKyMEHTAIMs 10 OLIEHKE U POBEPKE MAaTEpPUANIOB JJII MAPKUPOBKH U
ynakoBku APC Ha COOTBETCTBHE YCTAHOBICHHBIM CHEIU(PUKALIUAM;
OKOHYATEJIbHOE PEUICHUE OTHOCUTEIBHO OTKIOHEHHOI'O HCXOJHOTO
CBIPBS, IPOMEKYTOUYHON IPOLYKLUN WU MAaTEPUAIIOB JUIsl MAPKUPOBKHU
n ynakoBku ADC.

6.31.CnenyeT XpaHUTh YTBEPKIACHHBIC 00pa3Ibl STUKETOK JJIsl CPABHEHUS C
HUMH BBIMTYCKA€MbIX ITUKETOK.

6.4. OcHOBHbIE TEXHOJIOTHYECKHE HHCTPYKIIMU

6.40. Jlmst obecnedyeHMs] OTHOPOAHOCTH OT CEPUU K CEpUU HEOOXO0IMMO,
YyTOOBI OBUIN pa3pabOTaHbl OCHOBHBIE TEXHOJIOTUYECKNE MHCTPYKIUU ISl KaXkKA0T0
BHJIA POMEKYTOUHOU npoayKunu 1 ADPC, noAnMCcaHHbIE U JaTUPOBAHHBIE OJHUM
JIMIIOM, a TaK)K€ HE3aBUCHUMO ITPOBEPEHHBIE NOAMUCAHHBIE U JATUPOBAHHBIE JIULIOM
U3 OT/IeJIa KauecTBa.

Nudopmanusi, cogepxaniasicss B OCHOBHBIX TEXHOJOTUYECKUX MHCTPYKIUSX,
MO>KET BKJIIOYATHCS B TPOMBIIIUICHHBINA PETJIAMEHT.

6.41.0OCcHOBHbBIE TEXHOJIOTUYECKUE UHCTPYKIINH JOJIKHBI BKIIFOYATh:

HanmeHoBaHMe BbITyCKaeMOW NpOMEKYTOUHON npoayKuuu uin AD@C
M CTAIMM TEXHOJIOTUYECKOr0 MPOLECCa, a TaKXke, €CId MPUMEHHUMO,
COOTBETCTBYIOIIUI KOJ TIOKYMEHTA;

[TonHBIN MEpeyeHb UCXOAHOTO CHIPhS U MPOMEKYTOUHOU MPOAYKIUU C
yKa3aHUEM HAaMMEHOBAaHUM WU KOJOB, IOCTATOYHO CIEHU(UUHBIX IS
TOro, YTOOBl MOXHO OBLIO MPOBECTU WUIACHTU(PHUKAIIUIO U ONMpPEACTUTh
J00BIE CTICIMANIbHBIC TTIOKA3aTeNId KaueCTBa,

ToyHoe yka3aHWe KOJIMYECTBA WJIM  COOTHOLICHUE  KaXIOr0
HAMMEHOBAHUSI  UCIIOJIB3YEMOTO  CBIPbI  WJIM  IIPOMEKYTOYHOHU
MPOAYKIMHU C YKA3aHUEM €IMHUILl u3MepeHusd. Eciii Takoe KOIM4ecTBO
HEe SIBJIAETCS (PUKCUPOBAHHBIM, TO HEOOXOAUMO MPUBECTU pacyueT sl
KaKJIOrO0 pa3Mepa CepUH WM pPEKMMa TEXHOJOTMYECKOTO Ipoliecca.
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Crnenyer mpuBECTH OTKJIOHEHHSI OT YKa3aHHBIX KOJWYECTB, €CIM OHU
00OCHOBAHFI;

— MecTO OCyIIECTBICHHS] TEXHOJOTMYECKOIO MPOLEcCa U OCHOBHOE
TEXHOJIOTMYECKOe 000pyI0BaHUE, KOTOPOE MPHU 3TOM HCIIOIb3YETCS;

— IloapoOHbIe TEXHOJIOTMUECKHE IEHCTBUS, B TOM YHCIIE:

— TMOCJIE0BATENBbHOCTD, KOTOPYIO HEOOX0IUMO COOIIIOIATh;
— HCHOJIb3yEMBbIE IMaNa30Hbl IapaMeTPOB MPOLECCa;

— VYkaszanus mo orOopy npo0 M KOHTPOJIO B IPOLIECCE MPOU3BOJICTBA C
yKa3aHHEM KPUTEPUEB MPUEMIIEMOCTH, KOT/Ia 3TO HEOOXOANMO;

— IlpenenvHbie CPOKH 3aBEPILECHUA OTJIETBHBIX cTaui
TEXHOJOTHUYECKOTO MpoLiecca W/WIM BCETO Mpolecca B IEJIOM, KOraa
9TO HEOOXOIUMO;

— OsknzaeMble Mana3oHbl BBIXOJA NPOAYKIMU HA COOTBETCTBYIOIIMX
CTaJMsIX MPOLIECCA WIIM B ONPEIIETIEHHOE BPEMSI;

— OcoOble yKa3zaHUsi U MEpbl NPEJOCTOPOKHOCTH, KOTOpPBIE CIEIyET
cOOJII01aTh, WJIM COOTBETCTBYIOUIME NEPEKPECTHBIE CCHUIKM Ha HUX,
KOT'J]a 3TO HEOOXOUMO;

— VYKa3aHHus [0 XPAHEHUIO NMPOMEKYTOUHOU mpoxykunu win ADC md
o0ecrieueHnss MX MPUTOJHOCTH K  HCIIOJIB30BAHUIO,  BKIIIOYAs
MaTepuaibl il MapKUpPOBKM M YHaKOBKH, a TAKKE OCOOBIE YCIIOBUS
XpaHEHUs C YKa3aHHEM CPOKOB, KOI'Jla 3TO 1€JIECO00Pa3HO.

6.5. 3anucu Mo MPOU3BOJACTBY M KOHTPOJII0O KAayecTBA CepUU

(10Che Ha cepHIon)

6.50.Ins1 xaxxnoro mnpomexxkytouyHoro mnpoaykra u ADC noikHbBI OBITh
MTOATOTOBJIEHBI 3aIIMCH MO MPOU3BOJACTBY M KOHTPOJI KayeCTBA, KOTOPBIE MOTYT
ObITh COOpaHbl B JOChE€ Ha CEPUI0 MPOAYKIHWH, BKIIOYAIOIIee B ce0s MOIHYIO
MH(OpPMAIMIO O MPOU3BOJICTBE U KOHTPOJIE KauecTBa KaxA0u cepur. BoigaBaemas
dopMa UIs BHECEHMsI 3amUCeil MO MPOU3BOJCTBY JOJKHA COOTBETCTBOBATH
TEXHOJIOTUYECKOW UHCTPYKIIMHU U SBJISITHCS aKTyabHOU Bepcuei. Eciau dhopma mis
BHECEHUS 3alMCEN 10 MPOU3BOICTBY CEPUM COCTABJICHA HA OCHOBAHUU OTIEIBHOU
YaCTH TEXHOJIOTUYECKOM WHCTPYKLHMH, TO TAKOW TOKYMEHT JOJKEH COIEPKATb
CCBUIKY Ha MCIIOJIB3YEMYIO IEUCTBYIOLIYIO TEXHOJIOTMYECKYIO HHCTPYKIHIO.

6.51. Takue Qopmbl i 3anuceil AOMKHBI OBITH MPOHYMEPOBAHBI C
yKa3aHUEM KOHKPETHOTO HOMEpa CEpUM WM HACHTU(PUKAIMOHHOTO HOMEpa,
JaTUPOBAHbl U MOJAMMCAHbI MpU Bbaude. [Ipu HenmpepbIBHOM MPOU3BOJICTBE KOJ
MPOAYKIINK, a TaKXKe JaTa M BpPeMs BBITYCKAa MOTYT CIYXWUThb OJHO3HAYHBIMU
uJeHTU(UKATOPAMU 10 TPUCBOEHUSI OKOHYATEILHOTO HOMEpPa CEpHUH.

6.52.B 3amucsx 1O TMPOM3BOJACTBY W KOHTPOJ (IOChE HA CEpHIO)
MPOAYKUMH TOCJE 3aBEPIICHUS KAXKIOM BAXKHOW TEXHOJOTUYECKOW CTAJAuU
CIeAyeT YKa3bIBaTh:

— JIaTy , €CIIU HEOOXOAUMO, BPEMS;
— YyKa3aHHE OCHOBHOTO HCIIOJIb3yeMOTro oOOpyaoBaHusl (Hampumep,
PEaKTOPOB, CYIINIIOK, METTBHUIL U T.11.);
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— crenuUYecKyro HIACHTHU(PHUKAIUIO KaXJO0H CepuH, BKIIOYas Maccy,
CAVHMIBI ~ W3MEpPEHUs, HOMEepa  CEpUuM  MCXOJHOTO  CBIPbS,
IPOMEXYTOUHOM MPOAYKUUU WIM JIOOBIX MaTepUasoB, MPOLIEALINX
HOBTOPHYIO 00pabOTKy B X0/1€ ITPOU3BO/ICTBA;

— 3aperucTpupoBaHHble  (PAKTHUYECKHUE  pe3ydbTaTbl  KPUTUYECKUX
apaMeTpoB MpoLecca;

— JIaHHBIE O JIOOBIX MPOBEACHHBIX 0TOOpaX Mpoo;

— TMOJIMWCH JHL, BBIIOJHABIIMX KaXIyI0 KPUTHYECKYIO CTaIUI0 IIpU
paboTe, a TakKe OCYIIECTBISABUIMX HENOCPEACTBEHHBIN HAI30p WM
IIPOBEPKY;

— pe3yabTaThl UCHBITAHUNA B IPOLIECCE MPOU3BOJCTBA U Ja0OPATOPHBIX
HCIIBITAaHMI;

— (axTuueckuii BBIXOJL HAa COOTBETCTBYIOIIMX CTaiWsIX WIA B
OIIPEIEIICHHOE BpEMS;

— OIIMCaHHUE YNAKOBKH UM MAPKUPOBKH IS MMPOMEXYTOUHON MPOAYKIIUU
mm ADC;

— oOpazen stuketkn st AOC win TpoMEKyTOYHON MPOAYKIIMH, €CIU
OHH MPOU3BEICHBI JIs1 TPOJAXKHU;

— 11000€ 3aMEUEHHOE OTKJIOHEHHE, €ro OLEHKYy, HHQOpMaluio o
IPOBEJCHHOM paccieoBaHuu (P HEOOXOJMMOCTH) WM CCBUIKY Ha
TAaKO€ pPAacCIIEJOBAaHUE, €CIIH COOTBETCTBYIOIIME JTOKYMEHTBHI XPaHST
OTJIEJIBHO;

— pe3yabTaThl KOHTPOJIA IIPU BbIAAYE Pa3pEIICHUS Ha BBIITYCK.

6.53.JokHBl  OBITH pa3padOTaHbl NUCBMEHHBIE MPOLEIYPHI, KOTOpHIE
HE00X0AUMO COOJII0/IaTh IPHU PACCIEIOBAHUM KPUTUYECKUX OTKJIOHEHUW UIU MpU
HECOOTBETCTBUM  CEPUM  MPOMEXYTOUYHOW mpoaykumu wm ADPC  ux
cnenudukanusaM. Takoe paccieoBaHUE JOJKHO PACIPOCTPAHATHCS U Ha APyrHe
CepHUH, K KOTOPHIM MOTJM Obl UMETh OTHOIICHHE JAHHBbIE HECOOTBETCTBUS WU
OTKJIOHEHHSI.

6.6. 3anucu J1aOOPATOPHOT0 KOHTPOJIS
6.60. 3amucu mabopaTOpHOTO KOHTPOJS MJODKHBI BKIIIOYATh IOJTHYIO
MH(OPMAIUIO O JaHHBIX, MOJYYECHHBIX B X0/I¢ BCEX UCIBITAHUI, IPOBEACHHBIX IS
TIOJTBEPKACHUSI COOTBETCTBUSI YCTAHOBJICHHBIM CICIIU(PHUKALNSAM H CTaHIAPTaM,
BKJIIOYAs MICCIICAOBAHUS U KOJIMIECTBEHHBIC OIIPEEIICHHs, a UMEHHO:
— onMcaHuWe O00pa3loB, IOJMYYEHHBIX JJIsI TPOBEICHUS HCIBITAHUS,
BKJIIOYAsT Ha3BaHUE MCXOIHOTO CHIPhS WIM MCTOYHUKA, HOMEP CEpUH
WITH IPYTOil XapaKkTepHbIi KOJI, 1aTy 0TOOpa MpoOkI U, I/ie MPUMEHUMO,
KOJIMYECTBO 00pa3iia, MPeICTaBICHHOTO Ul MPOBEACHHS HCIBITAaHHH,
¥ JIaTy ero MOJIy4YeHus,
— ONHCAHUE KAXKIOT0 HCIOJIB3yeMOr0 METO/1a MCIIBITAHUIA MITH CCBUTKY Ha
TaKoON METOJ;
— yKa3aHWe Macchl oOpasla WM APYTUX CIUHUI H3MEpeHHs Ui
o0pasia, UCIOJIb3yeMOro JUIsl KaKIOTO UCIIBITaHUS, B COOTBETCTBHH C
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ONHMCAHHBIM METOJOM; JAHHBIE O TMPUTOTOBICHHUH M HCIBITAHUU
CTaHJAPTHBIX 00pa3LlOB, PEAKTHBOB M CTAHIAPTHBIX PACTBOPOB WIIU
COOTBETCTBYIOILHE [TEPEKPECTHBIE CCBUIKU;

— TIOJIHBIE 3aIIMCH BCEX UCXOJHBIX JAHHBIX, [TOJIy4a€MBbIX B XOJI€ KaXK10I0
UCIBITAaHUS, B JIONOJHEHHE K TrpadukaMm, TaOIMLIaM U CHEKTpam,
MOJyYEHHBIM C TIOMOIIBIO JIAOOPATOPHBIX MPUOOPOB, HAJJICKAIIIM
o0pa3oM UIACHTHU(PUIIMPOBAHHBIE IJI KOHKPETHOTO BEIIECTBA U CEPUH,
MOJIBEPTraeMbIX HUCIBITAaHUIO;

— 3alUCU BCEX pAacyeTOB, BBINOJHEHHBIX B CBS3M C MPOBEICHUEM
UCIIBITaHMS, BKJIFOYAs], Harnpumep, €AVHULBI U3MEpEHUS,
K03 GUIUEHTHI IepecyeTa U (PaKTOPbl SKBUBAJIEHTHOCTH;

— W3JI0)KEHUWE  pEe3yJbTaTOB  MCHOBITAHMM W UX  COOTBETCTBUS
YCTaHOBJICHHBIM KPUTEPHUAM IIPUEMIIEMOCTH;

— MOJNUCH JUIA, IPOBOJUBIIErO KaX/10€ UCIBITAHUE, U JaTa (JaThl) UX
IIPOBE/ICHHUS;

— JlaTy ¥ TOJIHKCH BTOPOIO JIMIA, CBUAETENbCTBYIOIIYIO, YTO OPUTMHAIIBI
3anuceld OBbUIM TPOBEPEHbI B OTHOUIEHHMM TOYHOCTH, IOJHOTHI H
COOTBETCTBUS YCTAaHOBJIEHHBIM CTAHIApPTaM.

6.61. Ciienyer Takxe BECTH IOJHBIE 3aIIUCH C YKA3aHUEM:

— JH00BIX U3MEHEHHUH YCTaHOBJICHHBIX AHATUTHUECKUX METOMK;

— MEepUOANYECKOM  KaJMOpPOBKM  JIaDOpaTOpHOro  0OOPYIOBaHUA,
anrapaToB, CPEACTB U3MEPEHNN U PETUCTPUPYIOIIUX YCTPOMCTB;

— Bcex ucnbiTanniit AOC Ha cTaOUIIBHOCTD;

— pacclieZloBaHUs OTKJIOHEHUH pe3ysbTaToOB OT CHELMPUKAIUI.

6.7. O0630p 3ammceil MO0 NMPOM3BOJACTBY U KOHTPOJII0 KA4YeCTBA

cepuH (I0Che Ha CEPHI0)

6.70. lns ompeneneHuss COOTBETCTBUS MPOMEKYTOUYHON MPOAYKIUU WIH
A®C ycTaHOBIIEHHBIM CHELM(UKAIUAM MEpe]l BblIauel pa3pelleHns Ha BBITYCK
Cepuu WM Mepe] ee peaansanueil cieayer pa3padoTaTh MMCbMEHHbIE MPOLEYPHI,
KOTOPBIM HEOOXOAMMO CIIEZIOBaTh MpU 0030pe M YTBEPNKACHUM 3alluceil 1o
IPOU3BOACTBY U J1a0OpaTOPHOMY KOHTPOJIO Cepui, BKJIOYas YINAKOBKY U
MapKUPOBKY.

6.71. 3ammcu MO TPOM3BOJCTBY CEpUM M JIAOOPATOPHOMY KOHTPOJIIO
KPUTHYECKHUX CTaJuMi Mpolecca Moajiexar MpoBepKe U MOATBEPKICHUIO OTIAEIOM
(oTmenamu) KayecTBa Mepell BbIJAYEH pa3pelieHusi Ha BBINYCK WM Mepea
peanuzauuen kaxaoi cepun ADC. 3anucu 1Mo Mpou3BOJCTBY U J1aOOpPaTOPHOMY
KOHTPOJIIO ISl HEKPUTHYECKHX CTaaui TMporecca MOTYT OBITh TPOBEPEHEI
KBaJM(UIIMPOBAHHBIM TEPCOHATIOM TPOU3BOJCTBEHHOTO OTAENa WM JPYTUX
MoJIpa3feliecHuii B COOTBETCTBHU C TMPOIEIypaMH, YTBEPKICHHBIMU OTICIOM
(oTnenamm) KavyecTna.

6.72. Bce OTKIOHEHHUS, OTYETHl O pPACCIEAOBAHUSAX U OTKJIOHEHUSIX
pe3yabTaToOB OT creur@uKalmii clieyeT OlleHUBaTh B Ipoliecce 0030pa 3amucei
10 TPOM3BOACTBY M KOHTPOIIO cepud (I0OChe Ha CEpHI0) Tepen Bblmaucit
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pasperieHus Ha BBIMTYCK 3TON CEPHH.

6.73. Otnen (oTmensl) KadecTBa MoXeT (MOryT) IepelaBaTh
MIPOM3BOJCTBEHHOMY OTJENy OOS3aHHOCTH W TMOJIHOMOYHS B OTHOIICHUH BBIIAYH
paspelieHrss Ha HWCIOJb30BaHUE TPOMEKYTOUYHOW TPOAYKIIMH 33 UCKIIOYCHHEM
TeX CIIy4aeB, KOTJa MPOMYKIIMs TpeJHa3HAUYCHA IS TIOCTABKH 3a TMpeebl chepsl
KOHTPOJISL TPOU3BOTUTEIIS.

7. PABOTA C MATEPUAJIAMU

7.1. O0OMiA KOHTPOJIb

7.10. JloykHBI OBITH B HaJIMYMUU HMUCHMEHHBIE MPOLIETYPhI, OMHMCHIBAOIINE
OpUEMKY, WACHTU(UKAIMIO, MOMEUICHHE B KapaHTWH, XpaHEHHe, OOpallleHue,
oTOOp TpoO, MPOBEACHUE HCIBITAHUM, a TaKkKe OJOOpEHHE WIH OTKJIOHEHHE
MaTepHaJoB.

7.11. TlpousBoauTenu NpoMexyTouHOW mpoayKuuu u/uinu ADPC HOKHBI
UMETh CUCTEMY OLIEHKH MOCTABIIMKOB MAaTEPUAIOB, KPUTUYECKOTO JUIsl KAUECTBA.

7.12. llocTtaBka MarepuangoB AOJDKHA OCYIIECTBIISTHCS IMOCTABIIMKAMU,
YTBEPKJICHHBIMU OTAEIOM(aMH) KayecTBa, B COOTBETCTBHUHM C COIJIACOBAHHBIMU
crienupuKaIusIMHU.

7.13. Ecnyu DOCTaBIIMK KPUTUYECKUX MATEPUAIIOB HE SBIIETCS €T0
IPOM3BOIUTENIEM, TO MPOU3BOJUTENb MPOMEKYTOUHOM mpoaykiuu u (mmm) ADOC
JOJDKEH 3HATh Ha3BaHUE U aJpEC MPOU3BOAUTEIS 3TUX MAaTEPUAIIOB.

7.14. 3ameHy nocTaBIUKAa KPUTHUECKUX MATEPHAIIOB CIIEAYET MPOBOIUTH B
cooTBeTcTBUM C paznenaoM 13 uactu |l («KoHTposb HM3MeHEHHI») HACTOSIIUX
IIpaBui.

7.2. IIpyeMKa 1 KAPAHTHH

7.20. Tlpu mnonyyeHun U Tepe] TPUEMKOW KaXKIbld KOHTEHHEp C
MaTepHalaMH WJIU TPYIITY KOHTEHHEPOB 00CIEAYIOT BU3yaIbHO Ha MPAaBUILHOCTh
MapKUPOBKH (BKJIIOYasi COOTBETCTBUE HA3BAHMSI, HCIIOIb3YEMOTO MOCTABIIUKOM U
3aKa34YMKOM, €CJIM OHHM OTJIMYAIOTCS) W HAJU4YUEe TOBPEXKIACHUN KOHTEWHEepa,
MOBPEXKJICHHBIX IJIOMO, CBUJETEIHCTB MOCTOPOHHETO BMEIIATENbCTBA HIIU
KOHTaMUHalUK. MaTepuansl cleayeT CoAepKaTh B KapaHTUHE 10 OTOOpa Mpoo,
MIPOBEPKH WJIM TIPOBEJCHUS HCIBITAHUNH W 10 TIOJYyYCHUS pa3pelieHUs Ha €ro
UCTIOJIb30BaHUE.

7.21. Jlo cmemmBaHUS TOCTYNUBIIAX MAaTEPUATIOB C HMEIONTUMUCS
3amacamM  (HampuMmep, pacTBOPUTEIISIMH HWJIM  3amacaMd B HAKOMHUTEIBHBIX
OyHKepax) UX clieyeT 0003HAYUTh KaK COOTBETCTBYIOIIME TPEOOBAHUSM K ATUM
MaTepuaiaMm, TMPOIIeANIne HEOOXOIUMbIE WCIBITAaHUS, €CIM MPUMEHUMO, U
pasperieHHbie IS WCIoib30BaHusa. Heobxoammo pa3paboTaTh TpOLETypHI IO
MPEIOTBPAIICHUIO  OMMOOYHON  BBITPY3KM TMOCTYNHUBIIMX MAaTEPUATIOB B
VMMEIOIIMICA 3amac.

7.22. CnemyeT HWCKIIOYUTH BO3MOXXHOCTh MEPEKPECTHOW KOHTaAMUHAIIUU
MOCTaBKH aHTPO, €CIM OHA OCYIIECTBISETCA B €MKOCTSAX, HE MpeaHA3HAYCHHBIX
crenuanbHO i Hee. J[JI1 MOATBEpKACHHS ATOTO MOTYT HCIIOIB30BAaTHCS OJHO
WJIA HECKOJIBKO CIIEAYIONINX JOKa3aTeIbCTB:
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— HaJIM4KE JOKYMEHTA, TOATBEPKIAOIIETO OYUCTKY;
— WCIBITAaHUE HA HAJIMYUE CIIE0B IPUMECEN;
— ayJuT MOCTABILIMKA.

7.23. bompmme eMKOCTH i XpaHEHUS W OOCIYyXHBAIOIIHAE WX
TpyOONPOBOABI, JIMHWUM  HANOJHEHUS W  pasTpy3Kd  JOJDKHBI ~ MMETh
COOTBETCTBYIOILYIO MAPKUPOBKY.

7.24. Kaxnaplii KOHTEHHEp WM TPYIIy KOHTEHMHEPOB C MaTepuaiaMu
(cepueid maTepuanoB) cieayeT HIACHTU(UIHUPOBATH C MOMOIIBIO XapaKTEPHOTO
KOJla, HOMEpAa CEPUM WM HOMEpA, MPUCBOCHHOTO MPH MPUEMKE. DTOT HOMEP
CleAyeT WCIOJIb30BaTh IPU PETUCTPALMH MECTOHAXOXKICHHUS KaXXIO0H CEpUH.
JlommkHa ObITH cucTeMa UACHTU(UKAIIMY CTaTyca KaXKJI0M Cepuu.

7.3. OrO6op nmpod® m mnpoBeleHHEe HCNBITAHWI MATEPHAJIOB,

MNOCTYIIUBIIHUX /IJIA IIPOU3BOACTBA

7.30. Jlyist moATBEpKACHUS MOJTMHHOCTH (MACHTU(PUKAIINKM) KaKI0H cepuu
MaTepuajoB (3a MCKIIOYCHHEM MaTepualioB, YKa3aHHBIX B MyHKTE 7.32) ciemxyer
IPOBECTH XOTA Obl OJHO HCHbITaHWE. EciM TpOU3BOAMTENH HMEET CHUCTEMY
OLICHKM TIIOCTaBIIMKOB, TO BMECTO IIPOBEIAECHUS JPYTUX HCIBITAHUNA MOXKHO
UCIOJIb30BaTh CEPTU(UKAT aHAIN3A TOCTABIIMKA.

7.31. Ilpouenypa yTBEep»KAEHMSI NOCTABIIMKA JOJDKHA BKJIIOYATh OLEHKY
CIIOCOOHOCTH IIPOU3BOAUTEIIS IIOCTOSIHHO IOCTaBJISATh MaTepUaIbl,
COOTBETCTBYIOILIME clienn(UKaAIUSIM HallpUMEp, JaHHbIE O KaYeCTBE MPEIbIIYILINUX
noctaBok). [Ipexe ueM cokpaTUTh 00bEM MCIBITAaHUM IPHU BXOJHOM KOHTPOJIE,
CJIeAyeT MPOBECTH IOJHBIM aHaIW3, KAK MUHUMYM, TpeX cepuil. TeM He MeHee,
CJIelyeT MPOBOAUTH MOJHBIA aHAN3 Yepe3 ONpeeiIeHHbIE TPOMEKYTKH BPEMEHH
U CpPaBHUBATh €ro pe3yjbTaThl C JAaHHBIMH CEpTH(PUKATa aHAIM3a MOCTABLIUKA.
JIoCTOBEpHOCTh JAHHBIX CEPTU(DUKATOB aHAIU3A CIEIYET PETYJISIPHO MPOBEPSTH.

7.32. He Tpebyercss mpoBeIeHUE KOHTPOJS TEXHOJIOTHYECKHX H00aBOK,
OMMACHOTO MJIM BBICOKOTOKCUYHOTO CHIPbS, IPYTUX CIEUUATBHBIX MAaTEPUAIOB WM
MaTepHaloB, NePeaBaeMbIX B APYroe Noapa3eieHue Mo KOHTPOJIEM 3aKa3uHKa,
Opu HaJIWYUM cepTudUKaTa aHaliu3a MPOU3BOAMUTENS, MOATBEPHKAAIOIIETO
COOTBETCTBHE ITHUX MATEPUAIIOB YCTAHOBJIEHHBIM TpeboBanusM. Maentuduxaiuto
3TUX MAaTEPHUAJIOB IPOBOJAT IIyTEM BU3yAJIbHOM MTPOBEPKU KOHTEHHEPOB, ITUKETOK
U PErucTpauuu HOMEpPOB cepuil. OTCYTCTBHE KOHTpPOJS TAaKUX MaTepUaloB Ha
MecCTe JOJIKHO ObITh 000CHOBAHO U 0(OPMIICHO IOKYMEHTAJIBHO.

7.33. TIpoOsl AOMKHBI OBITH PENPE3CHTATUBHBI JJII CEPUM MaTEPUAJIOB, U3
KOTOpOH OHHU 0TOOpaHbl. B MeTtoankax ordopa mpod HOKHBI ObITh YCTAHOBIICHBI
YHUCJIO KOHTEMHEPOB, U3 KOTOPBIX HEOOXOAMMO OTOMpaTh MpoObl, U Ta 4YacTb
KOHTEHHepa, OTKyAa Oepercst mpola, a TakKe KOJIMYECTBO MaTepHUalioB, KOTOPOE
JOJDKHO OBITh OTOOpPAaHO U3 KaXAOro KOoHTeHHepa. UucCiIo KOHTEHMHEpOB st
otbopa npod u pazMmep MpoObI JAOJKHBI ObITh YKa3aHbl B IJIaHE oTOOpa Mpoo, B
KOTOPOM YUYWTBHIBAETCS KPUTUYHOCTh MAaTepUaioB, H3MEHYUMBOCTh CBOMCTB
MaTepHayioB, MPEAUIECTBYIOMIMI OMNBIT pabOThl C MOCTABIIMKOM B OTHOUIEHUU
KauyecTBa, a TAKXKe KOJUYECTBO, HEOOXOAUMOE JIJIsl aHAIIN3A.
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7.34. OT60p mpoO HEOOXOIUMO MPOBOIUTH B OMPEICIIEHHBIX MECTaxX U B
COOTBETCTBHUM C WHCTPYKUHUSAMHU, MPEIHA3HAUYCHHBIMH [JISI TPEIOTBPALICHHUS
KOHTaMHUHAIIMA OTOOPaHHOM MPOOKI U JPYTUX MATEPHATIOB.

7.35. KonTteliHepbl, U3 KOTOPHIX OTOUPAIOT MPOOBI, CIEAYET OTKPHIBATh
OCTOPO’KHO M HEMEIJICHHO Toclie 0TOOpa MpoObl CHOBA 3aKphiBaTh. WX ciemyer
MapKHUpOBaTh JJIsI YKazaHus (pakTa 0TOopa Mmpooswl.

7.4. XpaHeHue

7.40. OOpaiieHre ¢ MaTepuallaMd U UX XpaHEHHE CIEAYeT OCYIIECTBISATh
TakKUM 00pa3oM, YTOOBI MPEAOTBPATHTH WX pa3JIOKEHUE, KOHTAMHHAIIUIO H
MEPEKPECTHYIO KOHTAMUHAITHIO.

7.41. Marepuainbl, xpansmeecs B (uOpoBbIX OapabaHax, MeIIKaxX WU
ANIMKaX HE CJeNyeT pa3MellaTh Ha MOJYy U pacrojiaraTb TaKUM 00pa3oM, 4TOOBI
JaTh BO3MOXXHOCTH MPU HEOOXOAMMOCTH ITPOBECTH OYUCTKY M OCMOTD.

7.42. Matepuasibl ClielyeT XpaHUTh MPU YCIOBUAX M B TCUCHHE IEPHOJIA,
KOTOpPBIE HE OKa3bIBAIOT HEOJIArOMPHUATHOTO BO3JACHCTBUS Ha WX KA4eCTBO, Kak
MpaBUjI0, HEOOXOAMMO CIEAUTh, YTOOBI MaTepHajbl, MOCTYIHBIINE TCPBBIMH,
OBLITM MICTIONE30BAHBI B TIEPBYIO OUEPE/Ib.

7.43. HekoTtopble MaTepuaiabl B COOTBETCTBYIOIIUX KOHTEHHEpPaX MOXKET
XPaHUTHCSI BHE TMOMEIICHUI MPHU YCIOBHUH, YTO UACHTU(DHUIMPYIOIINE STUKETKU
OCTarOTCsl pa300pPUMUBBIMU, @ KOHTEHHEPHI HAJUICKAITUM 00pa30M OYHINAIOT Mepe]
BCKPBITUEM U UCIIOJIb30BAHUEM.

7.44.OTKJIOHEHHBIE MAaTEpHANIbl  JIOJDKHBI  OBITh  MPOMAPKUPOBAHBI U
HAaXOJUTbCA TOJT KOHTPOJIEeM B KapaHTUHE, 4YTOObI TPENOTBPATUTh HX
HECaHKIIMOHUPOBAHHOE MCIIOJIb30BAHKUE B MPOU3BOJICTBE.

7.5. IloBTOpHASA OLICHKA

7.50. Tlo Mmepe HEOOXOAMMOCTH MaTEPHAIIBI CIEAYET MOABEPraTh MOBTOPHOU
OIICHKE, JUIsi TOTO YTOOBI OMPEAENUTh MX NPHUTOAHOCTH IS HMCIOJb30BAHUS
(Hampumep, mociie TPOJOKUTEIHLHOTO XpaHEHUsS WM BO3JCUCTBUS TEIUIa WM
BJIAYKHOCTH).

8. TEXHOJIOI'MYECKHWH MPOILIECC

N KOHTPOJIb B ITPOLNECCE TIPOU3BO/JICTBA

8.1. TexHosroru4YecKue onepauum

8.10. McxomHoe ChIpbe I TPOW3BOJICTBA MPOMEKYTOUHONW MPOIYKIIUHA U
A®C crnegyer B3BEIIMBATh WJIM OTMEPUBATh B COOTBETCTBYIOIIUX YCIOBHUSIX, HE
OKa3bIBAIOIIMX BJIMSHUS Ha €ro MPUTOJHOCTH IS MCIOJb30BaHusg. Heobxoaumo,
9TOOBI BECHI M YCTPOUCTBA JIJIsi U3MEPEHUS 00BeMa UMETTH TOYHOCTh, TPUEMIIEMYIO
JUJISL TIPEINO0JIaraéMoro UCIOIb30BaHMUS.

8.11. Ecnm wuCX0AHOE ChIpbE JEIAT Ha HECKOJBKO TMOPUMM  JJid
MOCJEAYIOMIEr0 MCMHOJb30BaHUS B TEXHOJOTMUYECKUX OINEpalusix, KOHTEHHEpP, B
KOTOPBIM MOCTYyNaeT UCXOJHOE ChIPhE, MOJDKEH OBbITh MPUTOIHBIM IS 3TOTO U
MapKUpPOBaH TaKUM 00pa3oM, 4TOOBI ObLTa B HAJTMYKMU CleayrolIas nHpopMarus:
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— Ha3BaHHE UCXOJHOTO ChIPbs /WM €ro KOJ;

— HOMeEp, NPUCBOCHHBIN NIPU MPUEMKE, UJIM KOHTPOJIbHBIN HOMED;

— Macca wid 00beM UCXOIHOTO ChIPhsi B HOBOM KOHTEUHEPE;

— MpH HEOOXOAMMOCTH JlaTa TPOBEACHHUS TOBTOPHOM OLIEHKH WJIH
MOBTOPHBIX UCTIHITAHUH.

8.12. Cnenyer ycTaHOBUTH HaOJIOJICHHE 32 KPUTHYCCKUMH OIEepallUsIMu
B3BEIIMBAHUS, OTMEPUBAHMS WM PA3JICJICHUS U YIOCTOBEPSTh WX BBINOJTHEHHUE
aMb0 TOJABEpraTh WX SKBUBAJEHTHOMY KoHTposo. llepen wucnosib3oBaHuEM
HCXOJTHOTO CBIpbs MPOU3BOJCTBEHHBIN MEPCOHAN JIOKEH YAOCTOBEPUTHCS B TOM,
YTO OHO JEHCTBUTEIBHO SIBISIETCS TEM CBhIPbEM, KOTOpOE yKa3zaHo B (opme mis
3alliCH MO0 TPOU3BOACTBY CEPHUH M JAHHOW MPOMEXKYTOUHOM MPOAYKIIMH WU
ADC.

8.13. Crenmyer ycTaHOBUTh HaOJIOJACHHE 3a JIOOBIMH  JIPYTHUMH
KPUTUYECKUMH  TEXHOJIOTHUYECKUMHU  OINEpaIlusIMA WM  [OJBEPrarb  UX
HKBUBAJIEHTHOMY KOHTPOJTIO.

8.14. Ha omnpeneneHHbIX CTaAWSIX  TEXHOJOTHYECKOTO  Ipoliecca
(dakTUYeCKue BBIXOABI CIEAYET COMOCTaBIATh C OXUAaeMbIMU. (OXKHaaeMble
BBIXOJIbI U COOTBETCTBYIOIIME TMpEIEibl CIEAyeT ONpEeAessiTh Ha OCHOBAaHUU
JTAHHBIX TPOBEJACHHBIX pPaHEE JIAOOPATOPHBIX, OMBITHBIX WM MPOMBIIIIEHHBIX
ucnbITaHuil. [IpyUYMHBI OTKIOHEHU OT OXKHMJIaéMOTO BBIXOJA, CBSI3aHHBIE C
KPUTUYECKUMH CTaJMsIMU TIpollecca, JOJKHBI ObITh pacciaeAoBaHbl, YTOObI
ONpENENUTh WX BIUAHUE (WM BO3MOXKHOE BIUSHHE) Ha  KayecCTBO
COOTBETCTBYIOIIUX CEPUU.

8.15. JIroboe OTKIIOHEHUE MOJKHO OBbITh O(OPMIIEHO JOKYMEHTaIbHO M
00bsicHEHO. JIF000€ KpUTHYECKOE OTKIIOHEHUE JIOJKHO OBITh pacciie0BaHo.

8.16. TexHOMOTHMYECKUI CTATyC OCHOBHBIX SAMHHI] 000PYIOBaHUS CIEAYET
yKa3blBaTh JMOO Ha KOHKPETHBIX €AMHUIAX O00OpyJoBaHus, JUOO B
COOTBETCTBYIOIIEH  JOKyMEHTAallMh, JHOO C  HCIOJb30BAHUEM  CHUCTEM
KOMIBIOTEPHOT'O KOHTPOJISL, THOO0 C MOMOIIBIO albTePHATHBHBIX METOOB.

8.17. Marepuansl, TpeaHa3HAYCHHBIE s TMOBTOPHOW 00pabOTKHM WM
nepepadoTKU,  CleAyeT  HauiekauuMm  o0pa3oM  KOHTPOJMPOBATh A
MPEIOTBPAIICHUS] HECAHKIIMOHUPOBAHHOTO UCTIOIB30BAHMUS.

8.2. OrpannyeHue BpeMeHH BbINOJHEHUS ONePanni

8.20. Ecnu B TexHoJmoruyeckod HHCTpykKuuu (cMm. myHKT 6.41 uactu |l
Hacrosmux IIpaBuia) yCTaHOBJEHBI OrpPaHWYEHUS BPEMEHH, HX CJeIyeT
coOmoaTh s oOecnevyeHHsl KadecTBa MpoMexkyTouHod mnpoaykuuun u ADC.
OTKJIOHEHHS OT JTUX OTrpaHUYEHHH cieayeT O(OpMIATh JOKYMEHTAIbHO |
OPOBOIUTH WX OICHKY. Takue OrpaHHyYeHHsl MOTYT HE MOTpeboBaThCs MpU
IPOBEICHUN TEXHOJOTHYECKOTO Tpolecca 0 AOCTHKEHHS YCTaHOBJICHHBIX
3HAYEHUN NapaMeTpoB (HaIpuUMep, IOCTHKEHHE HeoO0XOAMMOro 3HaueHus pH,
THIPOTE€HU3alysl, CyIIKa [0 [pPeABAPUTEIbHO YCTAaHOBJIEHHON BEIUYMHBI
napameTpa), IOCKOJbKY 3aBEpLICHHE peakUuuil WM CcTaaud mpolecca
OIlpeleNsaeTcss IMOCPEeICTBOM OTOOpa Mpo0 UM UCHBITAHMH B  Ipolecce
IPOM3BOJICTBA.
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8.21. IlpoMexxyTOuHyI0 MPOAYKIIMIO, MPEAHA3HAYCHHYIO IS JaTbHEHIIeH
00paboTKH, CleNyeT XpaHUTh MPHU OINPEACIICHHBIX YCIOBUAX, YTOOBI 00ECIEUYHTD
€€ IPUTOJIHOCTD JIJIS1 JabHEUIIEr0 UCTIOJIb30BAHMUS.

8.3. OT00p Npod M KOHTPOJIL B MpoLecce MPOU3BO/ICTBA

8.30. Cnenyer pa3paboTaTh NHCbMEHHbIE HMHCTPYKIIMM MOHHUTOPUHTA
npolecca U KOHTPOJS BBIMOJHEHUS TeX CTaiuil Mpolecca, KOTOPbIE SIBISIOTCS
MPUYUHON HETOCTOSTHCTBA IMOKA3aTesie KayecTBa MPOMEXKYTOUHON MPOAYKIIMH U
A®C. Tlopsaok mnpoBeAeHUsT KOHTPOJS B MpoOlEcce MPOU3BOJCTBA U
COOTBETCTBYIOIIUE KPUTEPUU TPUEMIIEMOCTH OIpPEACNAI0T Ha OCHOBaHHUU
uHdopMaIuy, TMOJYyYEHHOM Ha CTaaud pa3padOTKH, WIM Ha OCHOBAHHUHU
MPEAIIECTBYIOIIETO OMbITa MPOU3BOJICTBA.

8.31. Kpurepuu npueMaeMocTd, THI U 00bEM HCIBITAHHH MOTYT 3aBHCETh
OT MPUPOJBI BBITYCKAEMBIX NPOMEKYTOUYHOU mpoaykuuu U ADC, peakuuu wiu
CTaJAMM TMpOIEecca M CTENEHU BIUSHUSA TEXHOJOTMYECKOro Ipolecca Ha
HEIMOCTOSIHCTBO ~KadecTBa MNpoAyKuMH. Ha HavalbHBIX cCTaauax mpouecca
JOMYCTUMO MPOBEACHUE MEHEE JKECTKOrO0 KOHTPOJS B MpOLEcce MPOU3BOJICTBA,
TOTJIa Kak Ha 0oJiee MO3/IHUX CTaausX Impoliecca (HampuMep, CTauu BhIIEICHUS U
OUYHMCTKH) CIEAYET MPOBOJIUTH 00JIEE KECTKUN KOHTPOJIb.

8.32. Kputuueckue dTambl KOHTPOJS B TMpoIecce MNpou3BojcTBa (U
MOHUTOPUHI KPUTHYECKHX IPOLECCOB), BKIIIOYAass TOYKM WM METOIBI KOHTPOJI,
JOJIKHBI OBITh M3J10KEHBI B TUCbMEHHOM BUJIE U YTBEPXKACHBI OTAEIIOM KayecTBa.

8.33. KoHTpons B Iporecce MpPOU3BOACTBA MOKET OCYLIECTBIATH
KBaJIM()ULIMPOBAHHBIN NPOU3BOJICTBEHHBIN MEPCOHAN, U KOPPEKTUPOBATH MPOLIECC
MOXKHO 03 IMpeIBapUTENIbHOM CaHKIMM OTJeJa KauecTBa, €CIU Takas
KOPPEKTUPOBKA MTPOBOJIUTCS B 3apaHee YCTAHOBJICHHBIX NpeieiaxX, YTBEPKACHHBIX
OTIEJIOM KauecTBa. Bce wucCHbITaHHS W WX pe3yJbTaThl CIEAYET IMOJHOCTHIO
oopMIIATH JOKYMEHTAIBHO KaK YacTh 3alMCEeH Ha CEPUIO (J0Che Ha CEPHI0).

8.34. Metonpl oTOOpa mMpod AT MaTepUAIOB, HAXOISIIMXCS B MpOIECCe
MIPOU3BOICTBA, MPOMEKYTOUHOH npoaykunu 1 ADC, 1oKHBI ObITh TPUBEACHBI B
NUCbMEHHBIX HHCTPYKUMAX. IlmaHel orOopa mnpod ©U METOAMKH JIOJKHBI
0a3UpoBaTHCS HA HAYYHO OOOCHOBAHHOM MOPSIKE 0TOOpa Mpoo.

8.35. Otbop mpoO B mporiecce MPOM3BOJCTBA CIEAYET OCYIICCTBISATH C
UCITOJIb30BAaHUEM poLenyp, IIPEAYCMaTPUBAFOIINX IPEIOTBpAICHUE
KOHTaMHHALIUK OTOOPAaHHOrO Marepuaja M JIpyrod MpoMEeXyTOUHOM MPOIyKIUH
i AOC. Heob6xoaumo pazpaboTaTh Mpoienypsbl Juisi o0ecreueHns COXpaHeHUsI
IIEJTIOCTHOCTH 00pas3IoB mocie 0Toopa.

8.36. Ilpu mpoBeneHUM WCHBITAaHUN B TPOIECCE MPOU3BOJCTBA, KOTOPHIE
OCYIIECTBIISAIOT C IIEJbI0 MOHMTOPUHTA M (MJIHM) KOPPEKTUPOBKH IpoIIecca, Kak
npaBuio, HE TpeOyeTcs pacciaeoBaTh Cly4al HECOOTBETCTBUS CIIEHU(PUKALIASIM.

8.4. CmemmmBaHue cepuii MpoOMe:KyTOUHOM mpoaykunu uiau APC

8.40. B wactu Il nmactosmux I[lpaBun cmemmBaHue OmMpenenseTcs Kak
npouecc 00beIMHEHHUS BEIIECTB B paMKax OAHOM CHEHU(PHUKAUU AJs TOTyYEHUs
OHOPOAHOW mpoMexyTouHo mpoxykunu win APC. CMemmrBaHuEe B HpoLEcCe
IPOU3BOJACTBA YacTe OJHOM W TOM ke cepuu (Hampumep, OOBEAUHEHHE
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HECKOJIbKMX 3arpy30K ILEHTpU(GYTrd U3 OAHOM CEepuu, NOJYyYEHHOW MpHU
KpUCTAJUIM3AIUHU ) WIK O0BbEAMHEHUE YaCTeH pa3IMUHbIX Cepuil sl TOCIEyOIei
0o0pabOTKM  CYMTAETCS  YacThI0  TEXHOJIOTMYECKOro  Ipoliecca W He
paccMaTpHuBaeTCs KaKk CMEIIMBAHUE.

8.41. CMmemmBaHue cepuii, He OTBEYAIONIUX TPEOOBAHUSIM cCIielMpUKaIU, C
JPYTUMHU CEpUSIMA C 1IeJIbl0 00€CTeueHUsl COOTBETCTBUS —cCrHenupUKanusam
ABJISIETCA HENONMyCTUMBIM. Kakmass cepusi, BXOIAIIAas B COCTaB CMECH, JOJKHA
OBITh MPOU3BE/CHA M0 YCTAHOBJICHHON TEXHOJOTUH, UHAUBUIYAILHO UCHIBITAHA U
JIOJDKHA COOTBETCTBOBATH YCTAHOBJICHHBIM CIICIM(PUKAIASIM TIEPE]] CMEITUBAHNEM.

8.42. Oneparuu CMENIUBaHUS IPUEMIIEMbI, B YaCTHOCTH, JIJISL:

— CMEIIMBaHUS HEOOBITNX CEPUi AT YBETUYCHUS pa3Mepa Cepuu;

— CMEIIMBAHUS OCTATKOB (TO €CThb OTHOCUTEIHHO HEOOJIBIINX KOJIUYECTB
BBIJICJICHHOTO BEIIECTBA) CEPUM OJHONW M TOW K€ MIPOMEKYTOUHOM
MPOAYKIMHU UK OJHOM U Tor ke ADC 115 TOTy4YEHUs €UHON CEpUH.

8.43. Ilpouecchl cMmemMBaHUS  CIENyeT  HaaJeXaluMm  00pa3oM
KOHTPOJUPOBaTh M O(GOPMIATH JOKYMEHTalbHO. llomydeHHyro B pe3yabpTaTe
CMEIIIMBAHUSL CEPUI0, TJI€ MPUMEHHUMO, CJEAYeT MOABEpPraTb HCHBITAHUSM Ha
COOTBETCTBHE YCTAHOBJICHHBIM CHIEIU(DUKALIUSIM.

8.44. HeoOxomuMo, 4YTOOBI 3alMCH, OTHOCSAIIHECS K cepud (Ioche Ha
CEpHI0), OTPAXKAIOIIHE CMEIIMBAaHKWE, OOCCICUNMBAIN BO3MOXHOCTH OOpPAaTHOTO
MPOCJIC)KUBAHUS OTJCIBHBIX CEPUil, U3 KOTOPBIX ClIeJIaHa CMECh.

8.45. B Tex ciyuwasix, korna ¢usnyeckue xapakrepuctuku ADC sBisroTcs
Kputnyeckumu (Hanpumep, ADPC, mpeaHazHAYEHHBIC ISl MOJYYEHHUS TBEPIBIX
JIEKapCTBEHHBIX (OpPM WM CYCIIEH3WH MJii TpueMa BHYTPb), OIepaluu
CMENIMBaHUS CIIEAYET BAIMIUPOBATh, YTOOBI MPOAEMOHCTPUPOBATH OJTHOPOTHOCTD
oOBeMHEHHOW cepuu. Bamumarnus no/bKHA BKIIOYATH MPOBEICHUE HCIBITAHHM
KPUTUYECKUX XAPaKTEPUCTUK (HAMpUMEp, pacTpeeeHUs] YacTUIl 1O pa3Mepam,
HACBIMTHOW TUIOTHOCTH M TUJIOTHOCTH TPU YIUIOTHEHUH), HA KOTOPBIE MOXKET
OKa3aTh BIIMSHUE MPOLIECC CMEITUBAHMUS.

8.46. Eciiu cmemmBaHMEe MOXKET OKa3aTh OTPHUIATEIHHOE BO3JCHCTBHC HA
CTAOMJIBHOCTh, CJEAYET MPOBECTH HCIBITAaHUS CTAaOWJIBHOCTH OKOHYATEJIbHBIX
Cepul, MOJIy4YEHHBIX B PE3yJIbTaTe CMEIIUBAHUS.

8.47. JlaTy OKOHYaHUsI CpOKa FOJAHOCTH WM ATy MPOBEICHHS MOBTOPHBIX
UCIIBITAHUM CepUM, MOTYUYCHHOU B pe3yJibTaTe CMEUIMBAHUS, CIEAYET ONPEACIsITh
Ha OCHOBAaHHUM JaThl IIPOU3BOJICTBA CAMbIX CTApPBIX OCTATKOB WJIM CaMOM cTapou
CEpPUU B CMECH.

8.5. KOHTpPO/Ib KOHTAMMHALIUU

8.50. OcTaTku BEIIECTB MOYKHO BHOCUTH B IOCIJIEIYIOLIUE CEPUU TOU XKe
npomMexxyrouHoil mpoaykiuuun win A®C npu  yCIOBUM COOTBETCTBYIOIIETO
KOHTPOJISl. DTO MOTYT OBITh OCTATKH, HAJUIMILINE HA CTEHKY U3MEIbYUTENs, CION
BJIQKHBIX KPHCTAJIOB, OCTABIIMXCA HA CTEHKax Oaka UEeHTpUyra Tmocie
pasrpy3Ku, U OCTaTKH, OOpa3oBaBIIMECS B pe3yjbTaTeé HEMOJHOW BBITPY3KU
KHUJIKOCTEH MM KPHUCTAIJIOB M3 paboyeil eMKOCTH IpU IMEpPeHOCe BellecTBa Ha
CIIEAYIONIYIO CTAJUIO IMpolecca. Takoe BHECEHHE HE JOJDKHO IMOBJIEYb 32 COOOM
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nepeHoca MPOAYKTOB PA3IOKEHUS WIM MHUKPOOHOW KOHTAMHHAIIMH, KOTOPHIC
MOTYT OTPHUIIATEIHHO TIOBIUATH HA YCTAaHOBIEHHBINA Tpoduis mpumeceit ADC.
8.51. TexHomoruueckue omeparuu CieayeT IPOBOJUTh TaKUM 00pa3oM,
qTOOBI TMPEAOTBPATUTh KOHTAMHUHAIMIO MPOMEXKYTOYHOH mpoaykimu win ADC
JPYTHUMH BEUIECTBAMH.
8.52. C mnenpto mnpeAoTBpalleHUsT KOHTAMHHAIIMK CJEAyeT CcoOJIroaaTh
0CcOo0BIe MEpBI MPEOCTOPOKHOCTH Mpu padbote ¢ ADC nocie e€ OYUCTKU.

9. YHAKOBKA U UAEHTHOUILIUPYIOIIASI MAPKUPOBKA
A®C U ITPOMEXKYTOYHOMU ITPOAYKIINHU

9.1. O0mue TpedoBaHUA

9.10. HomxHbl OBITh TUCBMEHHBIE MPOIEAYPHl, B KOTOPBHIX OIHMCAHbI
npueMKa, UICHTU(HUKAINS, TOMEIEHUE B KapaHTHH, OTOOp Mpo0, MCCaea0BaHME
W/WIW UCIBITAHWE W BbIJAa4a pa3pelieHds Ha HCIOIh30BAHWE MATEPUAIOB IS
YIaKOBKH ¥ MApKUPOBKH, a TAKKE OOpAIICHUE C HUMHU.

9.11. Marepuainbl sl YIIaKOBKM U MapKHPOBKHU JIOJKHBI COOTBETCTBOBATH
YCTaHOBJICHHBIM crierudukaiusM. Te u3 HUX, KOTOPhIE HE COOTBETCTBYIOT TaKUM
cnenuuKanusIM, JODKHBI OBITh  OTKJIIOHEHBI ISl  MPEJOTBPAICHUS UX
WCITOJIb30BAHUS TIPH BBIMIOJTHEHUH OTIEPAIid, TSI KOTOPBIX OHU HETIPUTOTHBI.

9.12. Cnemyer BecTHM 3amudCH ISl KaXJOM TIOCTaBKH JTUKETOK U
YIaKOBOYHBIX MATE€pPUAJIOB C YKa3aHUEM JIaHHBIX 00 MX MPUEMKE, MPOBEPKE WITU
UCIIBITAaHUH, a TAK)KE 00 UX TPUHATUU WIA OTKIOHCHHH.

9.2. YnakoBOYHbIC MATEePHUAJIbI

9.20. Kownreiinepsl (YMmakoBKH) JOJKHBI 00€CIEUMBATH HAJJICKAILYIO
3aIIUTy OT MOPYHM WM KOHTAMUHAIIMK TPOMEXyTouHOU npoaykiuuu uinu ADPC Bo
BpEMs TPAHCTIOPTUPOBAHUS U XPAHEHUS B PEKOMEHTyEMbIX YCIIOBUSIX.

9.21. Kownrelinepsl (yMakoOBKH) JOJKHBI OBITh YUCTBIMH M, €CJIH ITOTO
TpeOyeT xapaktep mnpomexyTouHo mnpoxaykiuu wim ADC, noaBepraTbes
CaHUTapHON 00paboTKe I 00SCIICUCHHS UX TIPUTOTHOCTH IS MCIIOIB30BaHUS 10
Ha3HaueHuto. Takue KoHTelWHephl (YIaKOBKH) HE JODKHBI 00J1ajaTh XUMUYECKOM
aKTUBHOCTBIO, a0COpPOMPYIOIIMMH CBOMCTBAMH WU CIYXHUTh HCTOYHUKOM
MOCTOPOHHUX  TpWMeEcei, dYTOObl HE BBI3BIBATH HM3MEHEHWH  KadecTBa
MPOMEXKYTOUHOU mnpoaykiuu wuiu ADC cBepx NpEeaenaoB, YCTAHOBJICHHBIX B
crienuQuKaIum.

9.22. Ecnu xoHTelHepbl (YyMakOBKH) MpeAHa3HAYeHbl I MOBTOPHOTO
WCIIOJIB30BAHUSA, WX CJACAYeT OYHUIIATh B COOTBETCTBUM C NHUCHMEHHBIMHU
WHCTPYKIUSIMUA, a BCE TMPEABIAYIINE JTHKETKH JOJDKHBI OBITH yHaleHbl WU
CTEPTHI.

9.3. Bbigaua 3 THKETOK U KOHTPOJIb

9.30. locTyn B 30HBI XpaHEHHS] ITUKETOK JTOJDKEH OBITh pa3pelieH TOJbKO
JM1IaM, UMEIOLIUM COOTBETCTBYIOIINE IOJTHOMOYHSL.

9.31. Cnegyer nOpuUMEHSATb NPOLEAYPHl  COMOCTABJIEHUS  KOJIMYECTBA
BBIJIaHHBIX, HUCIOJb30BAHHBIX U BO3BPAIIEHHBIX ATUKETOK, YTOObI MOXHO OBLIO
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OIICHUTHh PACXOXKICHHUS MEXIY KOJIMYECTBOM MApKHUPOBAHHBIX YIAKOBOK W
KOJMYECTBOM  BBIJAHHBIX JTHUKETOK. DakThl pacxoxAeHHs HEOO0XO0IUMO
paccienoBarb, a MOJYYEHHbIE PE3YJIbTaThl JODKHBI OBbITh YTBEPIKACHBI OTIIEIOM
(oTmenaMu) KayecTBa.

9.32. Bce Heucrnosib30BaHHBIE ATUKETKH C HOMEpPAMH CEpUN WU JAPYrou
neyaTHoW WHMOpMAIME, OTHOCSIICHCS K 3TUM CEpHUsM, CIIEAYyeT YHUYTOXATh.
Bo3BpallieHHbIE ITUKETKH CIEAYET COACPkKaTh U XPAaHUTh TaKUM 00pa3oM, 4TOObI
MIPEIOTBPATUTH TIEPEIYTHIBAHNUE U 00€CTICUNTh HAICKAITYIO HACHTH(UKAIIHIO.

9.33. YcrapeBume 3TUKETKU U 3TUKETKU C TPOCPOYEHHBIMHU JATAMHU CJIETYET
YHUYTOXATh.

9.34. OO6opynmoBaHWe, HWCIOJIB3yEeMOE JJIA TICYaTaHWs] JTHUKETOK MpHU
omepalusax yMaKOBKH, CIIEAyeT KOHTPOJIMPOBATH B IIEIAX OOECTICUCHUS
COOTBETCTBHSI BCEX OTTHUCKOB IIEUATHOMY TEKCTY, YKa3aHHOMY B 3aIlUCSX II0
MIPOU3BOJICTBY CEPHHU.

9.35. OTnevaraHHble STUKETKH, BbIJaBaeMbIe JUIsI OMPEEICHHOW Cepuu,
CJIeIyeT TIATEIHHO MPOBEPSITh B OTHOIICHUHM WX TOJUIMHHOCTA U COOTBETCTBUSA
cnenuuKaIusaM, MPUBEICHHBIM B OCHOBHBIX 3aIlUCAX MPOU3BOJCTBA. Pe3ynbTarhl
TaKOU MPOBEPKU ClIeTyeT 0OQOPMIISITH TOKYMEHTAIBHO.

9.36. O6pazen OTII€YaTaHHOU STHUKETKH, COOTBETCTBYIOIIUI
WCIIOJIb30BAaHHBIM OJTHUKETKaM, CJIEAyeT BKIIOYaTh B 3alHMCH [0 MPOU3BOJICTBY
CEpHH.

9.4. Onepanum Mo ynakoBKe 1 MAPKHPOBKeE

9.40. JomxHbl OBITH B HAIWYUM JIOKYMEHTaJIbHO O(OPMIICHHbBIE
UHCTPYKIUH, NpEeJAHAa3HAUYECHHBIEC U1 00eCnedyeHNs MPaBHWIBHOTO HCIIOIb30BaHUS
YIaKOBOYHBIX MAaTEPHAJIOB U ITUKETOK.

9.41. B omepamusix 1O MapKUPOBKE JODKHO OBITH TMPETYCMOTPEHO
peIoTBpalIeHIE nepenyThIBaHHUS. Heobxoaumo buznveckoe WIH
MPOCTPAHCTBEHHOE pa3jelicHue paboT, CBSI3aHHBIX C Pa3HON MPOMEKYTOUHOU
nponykuen niau ADOC.

9.42. DTUKETKH, UCIIONB3YEMBIE JJISI MAPKUPOBKH HAPYKHOM IMOBEPXHOCTH
KOHTEMHEPOB € MPOMEKYTOUHOM mnpoaykuuend wim APC, HODKHBI conepKaTh
Ha3BaHWE WM WACHTU(UKALMOHHBIA KOJI, HOMEp CEpUM TMPOIYKIUU U YCIOBUS
XpaHEHus, €CIM Takasg HH(popMalMs SBISIETCS KPUTUYECKOM Il oOecnedeHus
KauecTBa MPOMEKYTOUHOU npoaykiuu uinu ADC.

9.43. Ecnu mpomexyrouHas npoaykius unu ADC mpenHasHa4yeHbl IS
TPAHCTIOPTUPOBAHUS 3a TMpeneibl c(epbl KOHTPOJS CHUCTEMBl YIIpaBJICHUS
MaTepHalaMH MPOU3BOJIUTENS, TO HA 3TUKETKE CIEAYET yKa3aTh TAKKE Ha3BaHUE U
ajapec  MNPOU3BOJAUTENS, KOJUYECTBO  COJIEPKUMOTO, OCOObIE  YCIIOBHS
TPAaHCIOPTUPOBAHUS U JIIOObIE CHelHalIbHbIE Y3aKOHEHHble TpeOoBanus. Jlis
npoMexyTouyHOM mpoaykiuu u A®DC, KOTOpbIE HMEIOT YCTAHOBIICHHBIA CPOK
rOJHOCTH, Ha JTUKETKE W B cepTuU(UKaTe aHaiau3a CcleayeT YyKa3aTb Jaary
UCTEUEHHsI CcpokKa romgHocTu. Jlns mpomexyrtounor nponykumun u ADC, nns
KOTOPBIX YCTAHOBJIEHA J]aTa MOBTOPHBIX MCTBITAHUM, ATy J1aTy CIEeAyeT yKa3aTh Ha
ATUKETKE W/WIH B cepTU(UKATE aHATHU3A.
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9.44. Tlomemienuss © 00OpyaOBaHHUE AJIsi YIAKOBKU M MapKUPOBKU CIEAYET
IPOBEPUTH HETIOCPEICTBEHHO MEPEN UX MCMOJIb30BAaHUEM, YTOOBI YOEIUTHCS, UTO
ylajeHbl BCE MaTepHualibl, KOTOpPbIE HE HYKHBI IS CIEIyIOIIed omnepaunuu
ynakoBKu. Takast nmpoBepka JOHKHA ObITH OOpPMIIEHA JOKYMEHTAJIBHO B 3aIMCSIX
[0 MPOU3BOJACTBY CEPUM, B JKypHajaX IO HCIOJb30BAHUIO IOMEILECHUN U
HKCIUTyaTallii 000pYyI0BaHUS WIN OTPAXKEHA B IPYION CUCTEME TOKYMEHTAIBHOTO
odopMIICHHUS.

9.45. YnakoBaHHYI0O ¥ MapKUPOBAHHYIO MPOMEXKYTOUHYIO MPOIYKIUIO WIIH
A®C crnenyer mpoBepuUTb, UTOOBI yOETUTHCS, YTO TMEpPBUYHAS W BTOPUYHAsS
yIIaKOBKa JJIi CEpUU HMMEET MPaBUIIBHYI0O MApKUPOBKY. DTa MPOBEpKa J0JDKHA
OBITh YaCTHIO OMEPALINHU IO YIaKOBKe. Pe3ynpTaTsl Takoi MPOBEPKHU AOKHBI OBITH
OTPa’KEHBI B 3aIHUCSIX MO MPOU3BOJICTBY CEPUU WU B JOKYMEHTaX MO KOHTPOJIIO.

9.46. YmakoBKu C MpOMEXyTOUHON mpoxaykuuen mimn ADC, mojjexariie
TPAHCIIOPTUPOBAHUIO 3a TMpPEAeNbl CPepbl KOHTPOJIA MPOU3BOAUTENS, CIELYET
OMJIOMOMPOBAaTh TaKUM O00pPa30M, YTOOBI B CiIy4ae HAPYLIEHUS WM OTCYTCTBHUS
IIOMOBI MOJyYaTelb MOI OOpaTUTh BHHMaHUE Ha BO3MOXKHOCTb H3MEHEHUS
COAEPKUMOTO.

10. XPAHEHME U PEAJ/IM3AIIUA

10.1. Xpanenue Ha cKJjajae

10.10. Jlns xpaHeHUs BCEX MaTepUajOB MPU COOTBETCTBYIOIIUX YCIOBUSIX
(HanmpuMep, KOHTPOJHMpPYEMBbIE TEMIlepaTypa M  BIXKHOCTh, KOTJa 3TO
HEOOXOJMMO) ClIeyeT NPEeIyCMOTPETh MOMEIIEHUS M TEXHUYECKHE CPE/ICTBA.
Crnenyer BeCTHM 3alKCU MApaMETPOB JTHUX YCIOBUH, €CIAM OHHU SIBISIFOTCS
KPUTUYECKUMH JIJISi COXpaHEHUS! CBOMCTB MaTE€pHAJIOB.

10.11. Ecim He wumeeTcs Jpyrod CHCTEMBI IJs TPEJOTBPAIICHUS
HEMPETHAMEPEHHOTO WJIM HECAHKIIMOHUPOBAHHOTO UCIOJIB30BAHUS HAXOISIINXCS
B KapaHTHHE, OTKJIOHEHHBIX, BO3BPAIIEHHBIX HJIU OTO3BAHHBIX MaTepUajoB, TO
ClIeyeT BBIACIUTh OTACNbHBIE 30HBI JUISI BPEMEHHOTO XPAHEHHUS YKa3aHHBIX
MaTepUasoB 0 MPUHITHS PEHICHUs 00 WX UCIIOIb30BAHUH.

10.2. Peanuszanus

10.20. Peanuzanusa ADC 1 mpoMeKyTOUHBIX MPOYKTOB TPETHUM CTOPOHAM
JIOMYCKAeTCsl TOJNBKO TMOCJE BBIJAYM pa3pelieHus: oTaena (OTAen0B) KauecTBa Ha
UX BBITYCKU TOJTBEPKACHHUS COOTBETCTBUSL CEpUHU YIIOJIHOMOYEHHBIM JIMIIOM.
A®C u npoMexyTouHasi IPOAYKIHUS B CTaTyCce KapaHTUHA MOTYT OBITh MEPEIaHbI
B Jpyroe nojpasjaeneHue, Haxozsuieecs B chepe KOHTPOIs NPOU3BOJIUTENS, €CIIn
3TO  pa3pelmieHo  oTaedaoM  (oTaelaM) KadecTBAa WM NpU  HaIWYUU
COOTBETCTBYIOILLIETO KOHTPOJI U JOKYMEHTALUU.

10.21. YcnoBus tpancnoptupoBanusi ADC u MpoMeKYyTOUHONW TPOIYKITUU
HE JO0JDKHBI OKa3bIBaTh OTPULATEIBHOTO BO3IEHCTBUS HA X KA4ECTBO.

10.22. OcoObie ycnoBus TpaHcrmoptupoBanus win xpanenuss ADC wmm
IPOMEXKYTOUHOM MPOTYKIUU TOJKHBI OBITh YKa3aHbl Ha TUKETKE.

10.23. IlpousBomutenb JOJDKEH YOEAUTbCS B TOM, YTO TMOJAPSIUUK,
OTBETCTBEHHBbI 3a 1mepeBo3Ky APC wuam NOpoMEKyTOYHOW NIPOIYKIIUH,
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OCBEJIOMJIEH O COOTBETCTBYIOIIUX YCJIOBHUSX TPAHCIIOPTHPOBAHUS U XPAHCHHS H
COOJIIOAaET UX.

10.24. JJomxHa OBITH CHCTEMa, IMO3BOJISIONIAsI OBICTPO YCTAaHOBUTH MYTH
peanm3anuy KaKJI0W CEepUH MPOMEXKYTOUHOW mpoaykiun w/miu ADC, gto maer
BO3MO>KHOCTh MIX OT3bIBA.

11. JABOPATOPHBI KOHTPO.JIb

11.1. O01mii KOHTPOJIb

11.10. He3aBucumeiii otnen (OTAEIbI) KauecTBa AOJKEH (IOJKHBI) UMETh B
CBOEM  pPaCHOpPSHKEHUHM COOTBETCTBYIOIIEE JIaOOpAaTOpHBbIE TMOMEIICHUS |
o0opy1I0BaHHE.

11.11. HomxHbI OBITH B HATUYUHA MTUCHMEHHBIE HHCTPYKIIUHU, OMUCHIBAIOIIIE
oT0O0p Mpo0, MPOBEICHNE UCTIBITAHUHN, 000PEHNE WM OTKJIOHEHHWE MaTepUalioB, a
TaKke JOKYMEHTAJIbHOE O(OpMIICHHE UM XpaHEHUE Ja0OpaTOPHBIX TAHHBIX.
Benenne nabopaTopHbIX 3alKceld JOJKHO COOTBETCTBOBATH TPEOOBAHUSAM ITyHKTA
6.6. vactu Il Hacrosmux IpaBmu.

11.12. Bce cnenudukanuu, miaHbl 0TOOpa Mpod M METOAMKH HCTIBITAaHUNA
JOJDKHBI OBITh HAYYHO OOOCHOBAaHBI W TIPWUTOMHBI JUIA TapaHTHH TOTO, YTO
HCXOJHOE ChIpbE, MPOMEKyTOUHasA npoayKuust, APC, STUKETKH U yHaKOBOYHBIE
MaTepuaibl COOTBETCTBYIOT YCTAaHOBJICHHBIM CTaHJAapTaM KadecTBa W/WIU
yucToThl. Crnenudukanuu ¥ METOJUKH HCTBITAHUN JOJHKHBI COOTBETCTBOBATH
TpeOOBAHUSIM  PErHCTPAllUOHHOTO  Jocke. Kpome Toro, ™Moryt ObITh
cnenuuKanyy, JOMOJHSIONME CHeUU(PUKALUA  PETUCTPALIMOHHOTO  JIOCKE.
Crneuudukanuu, TUtlanbl oTOOpa TPOO0 W METOJUKH HCIBITAaHUM, BKIIOYas
BHOCMMBIE B OTH JOKYMEHTBHl HW3MEHEHHS, JOJDKHBI OBITh COCTaBIICHBI
COOTBETCTBYIOIIMM TOAPA3JCICHUEM, a TakKXke IPOBEPEHbI M YTBEPKICHbI
oTzesioM (OT/eJIaMu) KauecTBa.

11.13. Cnenyer pa3zpabortath Hamiexkamue crnenudukammn mais ADC,
COOTBETCTBYIOIIME MPUHATHIM CTaHAapTaM M COIJIACYIOIIUMECs] € IMPOIECCOM
npousBojicTBa. Crnenudukanuu JOJDKHBI  BKJIKOYATh  KOHTPOJIb  MIpuMecei
(HampuMep, OpPraHWYECKUX W HEOPTraHWYECKHX TMPUMECEed U  OCTATOYHBIX
pactBoputeneit). Ecium umeercs cnenudukamus i A®C B OTHOIIECHUU
MUKPOOHOJIOTUYECKON YUCTOTHI, TO JJI OOIIEro KOJIMYeCTBA MUKPOOPTAaHU3MOB U
PU YKa3aHUHM HEAOMYCTUMBIX MHUKPOOPTAHU3MOB CIIEAYET YCTAaHOBUTH MPEIEIbI,
TpeOyroIue MPUHATHS Mep, U COOJaaTh 3TH TpeOoBaHusa. Ecimm ummeercs
cnerudukanus st AOC B OTHOIIGHUU COAEP>KaHUS YHIOTOKCHHOB, TO CIIEIYET
YCTAaHOBUTh COOTBETCTBYIOIIME TIPEAENbl, TpPeOyIoIIue TMPUHATUS Mep, U
COOJTI0IaTh ATH TPEOOBAHUS.

11.14. Bce mporieaypsl 1a00paTOPHOTO KOHTPOJIS JAOJKHBI MPOBOAUTHCS B
COOTBETCTBHH C YTBEPKIACHHBIMH HHCTPYKIIUSIMH B O(DOPMIIATHCS B MHUCHbMEHHOM
BUJIC BO BpPEeMs BBINOTHEHUS. JIFOObIe OTKJIIOHEHUS OT BBINICYKA3aHHBIX MPOIETYP
cieayet ohOpMIISITh TOKYMEHTAIBHO U OOBSICHSTh.

11.15. JlroObie moJlydeHHBIE AaHHBIE O HECOOTBETCTBUM CHElU(PUKAIINU
CIeyeT pacciieioBaTh U JIOKYMEHTaIbHO OGOPMIISTH COIJIACHO YCTaHOBJIECHHOM
npoueaype. B COOTBETCTBUM € ATOW MPOLEAYPON CIEAYET MPOAHAUIU3UPOBATH
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JaHHbBIE, 1aTh OLIEHKY TOTO, UMEIOTCS JIU CYLIECTBEHHBIE MPOOJIEMBI, ONPEIEIUTD
HEOOXOJMMbIE KOPPEKTHPYIOLIME JEeUCTBUS U CAeNarh BbIBOABL JI0OOM
HOBTOPHBIA OTOOpP Tpo0 W (WJIM) MPOBEICHHE TOBTOPHBIX HCIBITAHHHA TOCIE
MOJIYYCHHUS] PE3YJIbTATOB HECOOTBETCTBUS CIEUU(PUKAIMU CIAEAYET BBIMOIHATH
COTJIaCHO MUCbMEHHOM MPOIIeaype.

11.16. PeakTuBbl W CTaHAAPTHBIE PACTBOPHI CJIEIYET TOTOBUTHh M
MapKUpOBaTh B COOTBETCTBUU C NUCHBMEHHBIMU HMHCTpyKuWsMH. Ha mocyne c
AHAJIMTUYECKUMH pEaKkTUBaMU WM CTaHAAPTHBIMU pacTBOpaMu (€ciu 3TO
1eJIeco00pa3Ho) cleayeT yKa3bIBaTh ATy, 10 KOTOPOM OHU MOTYT UCIOJIb30BaThCS
(«MCTIOJIB30BATH JIO»).

11.17. Tlpu npousBoactBe ADPC (mmpu HEOOXOOUMOCTH) CIEAYET HMETh
NEpPBUYHBIE  CTaHIApTHbIE  00Opasubl. VCTOYHMK  KaXaoro  MEpBHUYHOTO
CTaHJapTHOTO oOpa3ma cieayer 3adukcupoBaTh B JokyMeHTaruu. Heobxomnmo
BECTU 3alMCH XpaHEHUs KaXKJOT0 MEPBUYHOIO CTAaHAApPTHOTO o0Opasla U €ero
UCIIOJIb30BaHUSI B COOTBETCTBUU C PEKOMEHAALMAMM IMOCTaBIIMKA. [lepBuuHbIE
CTaHJIapTHBIE 00pa3libl, MOJYYEHHbIE U3 OPUIIMAIBHO MPU3HAHHBIX HCTOUYHUKOB U
XpaHsIIMECsT B COOTBETCTBHUM C PEKOMEHAALMSMU TOCTaBLIMKA, KaK IPaBUio,
UCIOJIB3YIOT 0€3 MPOBEACHUS UX UCIIBITAHUM.

11.18. Tlpu oTCyTCTBUU NMEPBUYHOTO CTAHAAPTHOTO 00pasia y opuIMaibHO
OPU3HAHHOTO HCTOYHHUKA CleIyeT pa3paboTaTb «BHYTPEHHUID» IEpPBUYHBIMI
CTaHAApTHBIN oOpaszen. s JOCTOBEPHOTO YCTAHOBIEHUS MNOJIMHHOCTH U
YUCTOTHI TAaKOTO TMEPBUYHOTO CTaHAAPTHOTO o0O0pas3la ClIeayeT MpPOBECTH
HaANexKamue  ucnbiTaHus.  HeoOXoammo  coXpaHSATh  COOTBETCTBYIOIIYIO
JTIOKYMEHTAIUIO TTPOBEICHUS TUX HCTIBITAHHIA.

11.19. BropuuHble = CcTaHAAapTHBIE  O0pa3lbl  CIEAyeT  TOTOBUTH,
UACHTU(DUIIMPOBATH, UCTIBITHIBATh, YTBEPKIATh U XPAHUTh HAJICKAIIUM 00pa3oM.
[lepen mepBbIM HCHOJB30BAaHUEM CIEAYET OMNPENENATh HPUTOJHOCTb Kaxua0h
Cepur BTOPUYHOIO CTAHJAPTHOTO OOpa3lia MyTeM CpaBHEHHsS C MEPBUYHBIM
CTaHJApTHBIM o0OpasuoM. Kaxayro cepuio BTOPHYHOIO CTaHAAPTHOTO oOpasua
ClIelyeT MEepUONYECKHU MOABEPraTh MOBTOPHOU KBaTM(UKALIUKA B COOTBETCTBUHU C
MUCBMEHHBIM ITPOTOKOJIOM.

11.2. UcnbITAHMSA NPOMEKYTOUYHBIX NPOAYKTOB U ADC

11.20. ns xaxnaoi cepun npomexyrouHor nponaykunun u ADC crnenyer
IPOBOAUTH HEOOXOAMMBIE JTAOOPATOPHBIE MCHBITAHUS C LEJbI0 MOATBEPKIACHUS
COOTBETCTBHUS ClIeLU(DUKAIIUSIM.

11.21. Kak npaBuio, mis kaxaoro AD®C crienyer ycTaHaBIMBaTh MPOQHIIH
MIPUMECe, OMMCHIBAIOINN UACHTU(PUIIMPOBAHHBIE W HE HWIACHTU(PHUIIMPOBAHHBIC
NPUMECH, TPUCYTCTBYIOIIME B TUIIMYHON CEpUH, TOIYYCHHOH B pe3yibTare
OTIPENIETICHHOTO  KOHTPOJIMPYEMOTO  TEXHOJOTMUYeCKoro mporecca. [Ipoduis
npuMeceil JODKEeH BKIIIOYATh MASHTH(PHUKAINIO WIH KaKy-TMOO KaueCTBEHHYIO
AHATTITHYECKYIO XapaKTePUCTUKY (HAampuMep, BpeMs YACpPKUBAHUA), TMPEACIIbI
coliepKaHUsl KaXJoW OOHapyXKMBaeMOW MpUMECH M KiIacCHU(UKAIUIO Kaxaou
UACHTUDUIIMPOBAHHON TpuUMecH (HampuMmep, OpraHudeckas ¥ HeopraHuveckas
npumMecH, pactBoputenb). [lpoduns mnpumeceld, Kak TpPaBWIO, 3aBUCUT OT
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OCOOEHHOCTE TexHoJormyeckoro mnpouecca W npoucxoxaeHus ADPC. Kak
IpPaBUJIO, HET HEOOXOAMMOCTH oOmnpenessiTe mnpopuiab npumeced mnss ADPC
PACTUTEIILHOTO WJIM JKMBOTHOIO IPOHUCXOXKIECHWS. BoIpockl, CBsA3aHHBIE C
OMOTEXHOJIOTHEN, PETYIUPYIOTCS COOTBETCTBYIOIIMMUA HOPMATUBHBIMU IIPABOBBIMU
aKTaMy rocygapcrs-uiaeHoB Coro3a.

11.22. Tlpodwns mpuMeceit depe3 oIpeseieHHbIE MPOMEXYTKH BPEMEHH
CJIEyeT CpaBHUBATh C MPOPUIEM NPUMECEN, IPUBEACHHBIM B PETUCTPALIMOHHBIX
JNOKyMEHTaX, WIM C paHee TIOJYyYCHHBIMU JaHHBIMH, 4YTOObI OOHApYXHUTh
n3meHenus B ADOC, saBusmonmecs pe3ysbTaTOM U3MEHEHUM ChIPbs, apaMeTpoB
paboThl 000PYIOBaHUS WK TEXHOJIOTHYECKOTO TpoIiecca.

11.23. CrnemyeT mNpOBOAUTH COOTBETCTBYIOIIME MHKPOOUOIOTHYECKHE
UCIIBITAaHUS ISl KaXIOM cepur NpoMexyToyHol mpoaykumu u ADC, ecnu ux
MUKPOOHOJIOTHYECKAS] YUCTOTA HOPMUPYETCS.

11.3.Bajmaanusi aHAJIATHYECKUX METOAUK (cM. paszaen 12 gactu |l
HacTosimmx [IpaBun)

11.4. CepTudukarbl aHaIN3A

11.40. [Ina kaxxaoi cepur MpoMexyTouHoi npoaykuuu wim ADPC nomkeH
BBbIJIaBaThCs OPUTMHAJ cepTU(HUKATa aHAIM3a IPH €ro 3a1poce.

11.41. Ceptudukar aHanuza JOJDKEH COJEpKaTh HHPOPMALIUIO O HA3BaHUU
npomexytouHor npoaykuuu win ADC, Bkiro4yas mpu HEOOXOJMMOCTH COPT,
HOMEpP CEPUM M JAaTy BbIITycKa. Ecny 1 nmpomexyTodyHor npoaykuuu uinu AOC
YCTaHOBJICHA JaTa MCTEYEHUs CpOKa TOJHOCTH, 3Ty JaTy CIeAyeT yKa3blBaTh Ha
ATUKETKE U B cepTUduKaTe aHanuza. Eciu 1uisi mpoMeKyTOYHOW MPOIYyKUIUU WIN
A®C ycTaHOBIJIEHA /1aTa IOBTOPHOT'O HUCIBITAHUSA, TO ATy ATy CIEAYET YKa3bIBaTh
Ha YTUKETKE W/WIIK B cepTU(UKATE aHAIIM3A.

11.42. B ceptudukate q0JKeH ObITH MPUBEICH NIEPEUCHb BCEX UCTIBITAHUH,
IPOBEJCHHBIX B COOTBETCTBUU C (hapMaKONEHHBIMH TpPEOOBAHUSAMH MU
TpeOOBaHUSIMU TOTPEOUTENA, BKJIOYas JOMYCTHUMbIE TPEIENbl, a TaKke
MOJTy4YE€HHBIE YHCIIOBBIE PE3YNIbTaThl (€CIM Pe3ylbTaThl WCIBITAHUNH TAaKOBBIMU
SIBJISTFOTCS).

11.43. Ceptudukar qoMKeH ObITh JATUPOBAH U TOIIMUCAH MPABOMOYHBIM
MEPCOHANIOM OTHAeNa (OTAENOB) KauyecTBa M COJepKaTh HAaUMEHOBAHME, aipec U
HOMEp TenedoHa NepBOHAYAIBLHOTO Ipou3BoauTessa. Ecinu ananus Obul nmpoBeaeH
NpEeANpUATHEM N0 TNEPEeyNaKoBKE WJIM MOBTOPHOM 00paboTke, B cepTU(UKaTe
aHanM3a ClieqyeT yKa3aThb €ro HauMEHOBaHHE, ajpec, Homep TenepoHa U AaTh
CCBUIKY Ha HAUMEHOBAaHUE NIEPBOHAYAIIEHOTO ITPOU3BOAUTEIIS.

11.44. Ecnm mnpenmnpusitieM 10 TMEpPEyNmaKoBKe/TIOBTOPHOM oOpaboTke,
NOCTaBIIMKAMU WJIM JTUIAMH, ACHCTBYIOUIUMHU OT UX MMEHH, JHU00 OT UX UMEHH
BBIJIAIOTCS HOBBIE CEPTU(UKATHI, TO B HUX CJIEAYEeT yKa3bIBaTh Ha3BaHUE, apec U
HOMEp TenedoHa JabopaTopuM, MPOBOJWBINEH aHAMM3bl. Takue cepTUhUKATHI
JOJDKHBI TAKXKE COJIEpKaTh CChLIKY HA HAMMEHOBAHHE U aJIPEC MEPBOHAYAIBLHOTO
NPOU3BOJAMTENI W HA NEPBOHAYAIBHBIN cepTU(dUKAT CepuH, KOIMUIO KOTOPOTO
CJIelyeT NpUilararh.
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11.5. KonTpoJsb craduiabHocTH ADC

11.50. Crnenyer pa3paboTaTh JTOKYMEHTAIHLHO O(GOPMIICHHYIO HPOTPAMMY
MPOAODKAIOIINXCS UCIIBITAHUN, TPEAHA3HAYCHHYIO IJIsi KOHTPOJISL CTaOMIBHOCTH
xapaktepuctTuk ADC; momydeHHbIe pe3ynbTaThl HEOOXOIUMO HCIIOJIb30BATh MJIS
MOJITBEPKICHUST HAANEKAIIUX YCIOBUN XpaHEHUsS U JaT MPOBEACHUS MOBTOPHBIX
UCIIBITAaHUI WJIM UCTEYEHUSI CPOKA TOAHOCTH.

11.51. Meroauku HCOBITAaHUN, MCHOJB3yEeMble TIPU  HCCICAOBAHUU
CTaOMJIBHOCTH, TOJKHBI IPOUTH BAJIMIAIMIO U TTO3BOJISITH MOJIy4aTh HEOOXOJUMBIE
JTAaHHBIE O CTAOMIIBHOCTH.

11.52. OGpa3upl /Uisi WCHBITAaHUS HA CTAOMJIBHOCTH CJEAYET XpaHUTh B
KOHTeHHepax  (ymakoBKax), MOJCIUPYIOIIMX KOMMEpPYECKH  KOHTEHHep.
Hanpumep, eciiu ADPC peanu3yloT B MEIIKaX, YHNAaKOBaHHBIX B (uOpOBbIE
OapabaHbl, TO 00pa3Ibl sl UCIIBITAHUN HA CTAOMIBHOCTh MOTYT OBITh YITaKOBaHBI
B MEIIKM U3 TOTO € MaTepuayia, MoMelIeHHbIe B 0apabaHbl MEHBIIErO pa3Mepa,
U3TOTOBJICHHBIE M3 MaTepuana, aHAJIOTMYHOTO WM HJIEHTUYHOTO MaTepuairy
¢ubpoBbIX OapadaHoOB, B KOTOPHIX ADPC MOCTynaeT B MpOAaXy.

11.53. Kak mpaBmio, B MporpaMMy MOHHUTOPUHTA CTaOWJIBHOCTH MJIs
MOJITBEPXKJICHUS 1aT MPOBEACHUS MOBTOPHBIX MCHBITAHWN WM MCTEUCHHS CpPOKa
TOJHOCTH  JOJDKHBI  OBITh ~ BKJIIOYEHBI  TIEPBBIE  TpU  peaJu3yeMble
OpOU3BOACTBEHHbIE  cepud. OJHAKO €clii  JaHHble  IPEIBAPUTENILHOTO
UCCIIEIOBaHMSI CBUIETENbCTBYIOT, YTO ADPC MOXKET COXpaHsITh CTA0MIBHOCTb, I10
KpaiiHeil mepe, B TE€YEHHE JBYX JIET, JOIMYCKAeTCsl HCIOJb30BaTh MEHEE TpeX
cepuil.

11.54. TIlocne »TOro B MOPOrpaMMy MPOJOJIKAIOUIUXCS  HCIBITAHUN
CTaOMIBLHOCTH HEOOXOJMMO BKJIIOYATh, KaK MHUHUMYM, OJHY IPOHU3BEICHHYIO
ceputo ADC B roj (3a MCKIIOYEHHEM TEX CIy4yaeB, KOrJa MPOU3BOACTBEHHBIE
CepUM B JAaHHOM TIOJly HE BBINYCKAJIHCh) W, MO KpailHEHl Mepe, €KEeroJHo
MIPOBONTD €€ UCTIBITAHUS ISl IOATBEPKIACHUS CTAOMIBHOCTH.

11.55. lnga ADC ¢ KOpOTKUMH CPOKAMH XPAHEHHUS UCTIBITAHUS HEOOXOIUMO
npoBOANTH yamie. Hampumep, anst TeX OMOTEXHOJOTHYECKHX, OMOJOTHYECKUX |
apyrux A®C, cpokM XpaHEHHs] KOTOPBIX COCTABJISIOT OJWH TOJ WM MEHBIIE,
cienyeT oTOupaTh oOpaslbl Ui WMCIBITAHUNW HAa CTaOWIBHOCTh M TPOBOAUTH
UCIIBITAaHUSI €KEMECSIUHO B TEUEHME MEPBBIX TPEX MECALEB, & 3aT€M KaKIble TPH
Mmecsina. Ecnu mMerorcs naHHble, MOATBEpXkAaroIiue, 4to crabuibHOocTh ADC
COXpPAHAETCS, TO MOXHO PAacCMOTPETh BOMPOC 00 YAJUHEHUHM NEPUOJOB MEXKIY
UCIBITAaHUSIMU (HAIIpUMED, ACBSITh MECSIIEB).

11.56. Heobxoammo, YTOOBI YCIOBHS XPaHEHHS TIPU HCIBITAHUSIX Ha
CTaOMIIBPHOCTh COOTBETCTBOBAIM HOPMATHBHBIM TIpaBOBEIM akTaM Coro3a B
OTHOUIEHUU CTaOMIIBHOCTH.

11.6. JaThl ncTeYeHUN CPOKA TOAHOCTH
U NIPOBeIeHHs MOBTOPHBIX HCIIBITAHUMI
11.60. Ecnu mpomexyTo4Hast POAYKIIMS MpeIHA3HAUCHA JIJIs TIepeaadn 3a
npeacibl C(bepbl KOHTPOJII CUCTCMBI YIIPABJIICHUA MaTCpualiaMi IIPOU3BOJUTCIIA U
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JUIsL HEE OmpeeieHa JaTa WCTCUEHUS CpoKa TOMHOCTH WU TMPOBEICHUS
MOBTOPHBIX ~ WCIIBITAHWWA, TO JODKHA OBITh B HaIWYuu WHOOpMALSA,
nojaTBepXKaaromas e€ CcTabuiabHOCTh (HampuMep, OIyOJUKOBAaHHBIC aHHBIC,
PE3YNIbTAThI UCIILITAHUN).

11.61. Jlatel HMCTEUYECHHS CpOKAa TOJHOCTH WM TPOBEICHHUS ITOBTOPHBIX
ucnbiTannii AD®C 10KHBI OCHOBBIBATHCS HA pe3yibTaTaX OIEHKU JaHHBIX,
MOJIYYCHHBIX MPU U3YYEHUU CTAOMIBHOCTU. OOIIENPUHATON MPaKTUKOMN SIBISETCS
WCITOJIb30BAHUE JAThl TIPOBEICHUS MOBTOPHBIX MCIBITAHUM, & HE AaThl UCTCUCHHUSI
CpOKa TOJHOCTH.

11.62. TIlpenBapuTenbHble JaThl HWCTEUYCHHS CpPOKa TOIHOCTH WJIU
MIPOBENCHUS OBTOPHBIX McTbITaHNd ADC MOTYyT OCHOBBIBATHCS Ha Pe3yJibTaTax,
MOJIYYCHHBIX ISl OMBITHBIX CEPHA, €CIM 1) JUIsl ONMBITHBIX CEPUN HCTIOIB3YIOTCS
croco® MPOU3BOJICTBA U MPOLEAYPHI, MOJCIUPYIOMINE OKOHYATEIbHBINA MPOIECC
MIPOMBINIIJICHHOTO MPOW3BOJACTBA, U 2) KadecTBO ADC COOTBETCTBYET Ka4eCTBY
BEII[ECTBA, KOTOPOE OYJET BHIMMYCKATHCS B IPOMBIIIUIEHHOM MacIiTaoe.

11.63. Jlnsa mnpoBeneHUss TOBTOPHBIX UCHBITAHUM ClelyeT oOoTOupaTh
pernpe3eHTaTuBHbIE 00pa3IIb.

11.7. ApxuBHBIe 00pa3ibI

11.70. ApxuBHble 00pa3iibl YIMAaKOBBIBAIOT U XPAHAT C IEIBI0O BO3MOXKHOM
olieHKHU kadyecTBa cepuii ADC B OyayiieM, HO HE sl IPOBEACHUS UCTIBITAHUN Ha
CTaOMIIBHOCT.

11.71. ApxuBHble 00pa3ipl kKaxaoi cepun ADC, HaexamuM o0pazom
MapKUpPOBaHHBIC, CIEAYET XPAHUTh B TEUEHHUE OJHOTO Ioj/ia MOCJE AaThl UCTCUCHHUSI
CpOKa FOJJHOCTU CEPUM, KOTOpasi ONpEesieTCsl IPOU3BOJUTENIEM, WIH B TEUCHHUE
TpeX JIET MOCJIe peaan3allii CeprH B 3aBUCUMOCTH OT TOTO, KaKOW CPOK SIBJISIETCS
Oosiee nUTENbHBIM. ApxuBHbBIE o00pasipl AD®C ¢ yCTAaHOBJIECHHOW JaTou
MOBTOPHBIX HCIBITAHUNA CJIEIyeT XPaHUTh B TEYCHHE TPEX JIET MOC]e TOro, Kak
cepus ObLia MOTHOCTBIO PEaTU30BaHa MPON3BOAUTEIIEM.

11.72. Ilpu XpaHeHUH apXUBHOTO 00pa3la CiIeAyeT UCIONIb30BaTh TAKYIO K
CUCTEMY YIIAKOBKM, B KOTOpodM xpanHutca ADPC, wiM Takyr, KOTopas
DKBUBAJICHTHA CHUCTEME YHAKOBKH, TMPEAHA3HAYCHHON IS TPOJaXH, WIU
oOecrieuynBaeT JIydinyro 3amuty. CienyeT XpaHUTh KOJIMYECTBA, I0CTATOYHBIE IS
MPOBEICHUs, KaK MHUHHUMYM, JBYX TIOJIHBIX aHaJlU30B B COOTBETCTBUHU C
dbapmakornelHbIMU TPEOOBAHUSIMU UJTU TIPH OTCYTCTBUM (hapMaKONEHHOM CTaThu —
JIBYX TMOJTHBIX aHAJIM30B B COOTBETCTBHUU CO CIelU(PUKaIIEH.

12. BAJIUIALIAS

12.1. ITomuTHKA BaJUIALNHA

12.10. [lomkHa OBITh JOKYMEHTAJIBHO oOQopMieHa oO0mas MOJUTHKA
MIPOU3BOJUTENSI B OTHOIICHUM HAMEPEHHH W IMOAXOJa K BAIHIAIIUH, BKJIFOYAs
BaJIMIAIAI0 TEXHOJOTHYECKUX IPOIIECCOB, TPOICAYP OYHCTKH, AHATUTHUCCKHUX
METOJTUK, IPOIIEAYP KOHTPOJIS B nporrecce IIPOU3BOJICTBA,
KOMIIBIOTEPU3UPOBAHHBIX CHCTEM, M B OTHOIICHHWU JIMII, OTBETCTBCHHBIX 3a
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pa3paboTKy, TPOBEPKY, YTBEPKIACHUE M TIOKYMEHTaIbHOE O(DOpPMIICHHE KaXKIOTO
sTana BaJuaalu.

12.11. Kpurtuueckue mnapameTphl/lIOKa3aTed KayecTBa, KakK IIPaBHIIO,
CIIelyeT OMNpeNeisaTh Ha CTaguu pa3pabOTKUM WIM Ha OCHOBAaHHUM JIaHHBIX
MPEABAPUTEILHOTO OIbITa PadOThI; CIEAYET TaKXKe ONPEeNeNuTh JAUarna3oHbl
3HAUEHUN ATUX KPUTHUYECKHUX IapaMeTpoB/moKa3areiell KayecTBa, HEOOXOAUMbIe
JUTst obecriedeHus: BOCIPOU3BOIUMOCTH Tiporiecca. [Ipu aToM HeoOxoaumo:

— OMNpeleNuTh KpuTH4YecKkue nokazarenu kadectsa ADC kak npoIyKIHH;

— yKazaTh apaMeTphl Ipoliecca, KOTOPbIe MOTYT BIUSITh HA KPUTUUYECKUE
nokasarenu kauectsa ADC;

— YCTaHOBHUTH JMAaNa3OH 3HAYEHUN KaXKJIOTO KPUTHUYECKOTO Mapamerpa
npoliiecca, KOTOPBIA MPEIoJiaraeTcsi MCIOIb30BaTh IMPU CEPUIHOM
MIPOU3BOJICTBE M KOHTPOJIE TMIpoliecca.

12.12. Onepanuu, KOTOpbIE CUHMTAKOTCS KPUTHUYECKUMH JUIsI KadyecTBa H
qucToThl ADC, moie)KaT BaIu 1Ak,

12.2. lokymMeHTAIM$sI 10 BAJTMIALMHA

12.20. Jng xaxpaoro mpolecca, MNOMJIEKAIIEro BalIUAalldh, CIETYET
pa3paboTaTth MPOTOKOJ BAIMJALUMHU. DTOT MPOTOKOJN AOJKEH OBITh NMPOBEPEH U
YTBEPXKIEH OTAeloM (OTaellaMM) KadecTBa W JAPYTMMH COOTBETCTBYIOIIUMHU
CITy>KOaMH.

12.21. B npoTokoJie BamuAalMU JAOKHBI OBITH OMpEAENICHbl KPUTHUECKHE
CTaQAWM TIpollecca W KPUTEPUHM TPUEMIIEMOCTH, a TakKKe BHJ TPOBOIUMOM
BaUAauy (HampuMep, PETPOCIEKTUBHAS, TEPCIICKTUBHAS, COIMYyTCTBYIOIIAs) |
KOJIMYECTBO MPOU3BOCTBEHHBIX IIUKIIOB.

12.22. Otuer 0 Banuaauuu JOJKEH COAEPKATh MEPEKPECTHHIE CCHUIKK Ha
MPOTOKOJI BAJIMJAIMK M 0000IIaTh MOJYyYEHHBIE Pe3yJIbTaThl, OOBACHSITH JIOOBIC
OoOHapy>KEHHbIE OTKJIOHEHHS C COOTBETCTBYIOIIMMH BBIBOJAMH, BKIIIOUAIOIIUMHU
pPEKOMEHTyeMble U3MEHEHUS I UCTIPABIICHUSI HEJIOCTATKOB.

12.23. JlroOble OTKJIOHEHHUS OT TMPOTOKOJA BAIUIAIMU JIOJDKHBI OBITH
o OpMIIEHBI TOKYMEHTAIBHO C COOTBETCTBYIOIINM OOOCHOBAaHUEM.

12.3. Kpasmuduxanus

12.30.lo Hayama paboOT MO BaJIMIAlMK TIpoliecca CJEAyeT 3aBEepIIUTh
HaJIeXKAIlyl0 KBATU(UKALNMIO KPUTHYECKOTO 000PYIOBAHMS U BCIIOMOTATENIbHbIX
cucreM. Kpamu¢pukanuio O0OBIYHO NPOBOAAT MO CJIEAYIOUIMM dTanam (1o
OTJEIBHOCTH U B COBOKYITHOCTH):

— Ksamudukanus npoekra (design qualification, DQ): moxymeHTaiIbHO
oopmileHHOE TIOATBEP)KIACHHE TOTO, YTO TPEIJIOKCHHBIM TPOEKT
MIPOM3BOJICTBEHHBIX MTOMEIIEHUH, 000PYAOBaHUS WIIA CUCTEM SIBIISICTCS
IPUTOJIHBIM ISl IPUMEHEHUS 110 HA3HAYCHHUIO.

— Ksamuduramms  montaka  (installation  qualification, 1Q):
JOKYMEHTaIbHO O(OPMIIEHHOE TMOATBEPKACHUE TOr0, YTO MOHTaX
NOMEIIEHU, cucreM U 00opynoBaHUS (YCTAHOBJIEHHBIX WU

MO,Z[I/I(i)I/II_II/IPOBaHHLIX) BBIIIOJIHEH B COOTBCTCTBHM C YTBCPIKICHHBIM
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POCKTOM, PEKOMEHIAIMSAMHU MPOM3BOIUTEIA W/WIM TPeOOBaAaHUSIMU
TI0JIb30BATEJIS.

— Keamudukanus ¢ynkimonuposanust (operational qualification, OQ):
JOKyMEHTaJIbHO 0(hOpMIIEHHOE TIOATBEPIKACHHE TOTO, YTO TIOMEICHUS,
CHCTEMBI U 000pynoBaHKe (YCTAHOBJICHHBIE WK MOAU(DUIIMPOBAHHBIC)
(YHKIIMOHUPYIOT B COOTBETCTBUHU C MPEIBSIBIIEMbIMUA TPEOOBAHUIMU
BO BCEX MPEITYCMOTPEHHBIX PEKUMaX PaOOTHI.

— Ksaymmduramums skcrmyaranmu — (performance  qualification, PQ):
JOKYMEHTAJIbHO O(POPMIICHHOE MTOATBEPIKACHUE TOrO, YTO MOMEIICHH,
CHCTEMBI ¥ 000pYIOBaHUE TP COBMECTHOM HCITOJIb30BAHUN PabOTAIOT
3¢ PEKTHBHO U C BOCIIPOM3BOAMMBIMHU MOKA3aTEIIIMU B COOTBETCTBUH C
YTBEPIKACHHBIMH TPEOOBAHUSAMH M XapaKTEPUCTHKAMU MPOIECCa.

12.4. IToaxoabl K BaJUIALMM IpoLecca

12.40.Banunanust  mporiecca — 3TO  JOKYMEHTaIbHO  O(oOpMIIEHHOE
JI0OKa3aTeIbCTBO TOrO, 4YTO IIporecc, (PYHKIMOHHUPYIOIMKA B  IIpeaeiax
YCTAHOBJICHHBIX MapamMeTpoB, obecrieunBaeT ahpexkTrBHOE u c

BOCIIPOU3BOJAMMBIMH PE3YNbTATAMHU MPOU3BOJCTBO IIPOMEKYTOUYHOM MNPOAYKIIUU
win AD®C, cOOTBETCTBYIOIIMX MPEABAPUTEIBHO 3aJaHHBIM CHEUUPUKAIUAM U
IIOKa3aTesIM KayeCTBa.

12.41.CymectByeT Tpu noaxoaa K Bamuaauuu. llepcrnexktrnBHas Banuaanus
ABJIAETCS  MPEANOYTUTENbHBIM  MOAXOAOM, HO  HMEIOTCS  HCKJIIOYEHUS,
MO3BOJIAIOIIME  HCIOJIB30BAaTh JAPYrHE IOAXOABl. OTH IOAXOAbl M HX
NPUMEHUMOCTH OIUCAHBI HUXKE.

12.42.1lepCeKTUBHYIO BaJIMAAIIMI0O OOBIYHO CJIEAYET BBITIOIHATH ISl BCEX
IIPOLIECCOB, CBSI3aHHBIX ¢ Ipou3BoAcTBOM ADC, kak ykazaHo B myHKTe 12.12
yactu |l nHacrosuux IlpaBun. IlepcnexkTtuBHas Banupauus, TpoBoAMMAs Jis
mpoiiecca, CBA3aHHOro ¢ mpousBojacTBoM ADC, nomkHa OBITH 3aBEpIlIeHa 0
HayaJla peaJin3aluy TOTOBOIO JIEKAPCTBEHHOI'O Ipenapara, MPOU3BENEHHOIO W3
sToil ADC.

12.43.ComnyTcTBytOI1asi BaIMIAIUS MOKET ObITh IPOBE/ICHA MPU OTCYTCTBUU
JAHHBIX JUI TOBTOPSIIOIIMXCS TEXHOJIOTMYECKUX IMKJIOB, €CJIM BBIIYIIEHO
orpannueHHoe uuciio cepuid ADPC, ecnu cepun ADPC BBITYCKAINCh PEAKO WIIU
ObLIM MPOU3BEJEHBI IMOCPEICTBOM BaJUMAMPOBAHHOTO MPOLECCA, KOTOPbIA ObLI
MoauduuupoBad. [lo 3aBepuieHus comyTcTByromed Bamuaanuu cepun ADC
MOTYT OBITh BBINYIIEHbI W HKCIOJb30BaHbl JJII MPOU3BOJCTBA JIEKAPCTBEHHOTO
npenapara, peIHa3HauYEeHHOT 0 Il PEATIM3ALUH, IIPY YCIOBUH MTOJIHOTO KOHTPOJIS
u MoHuTopuHra cepuit AQC.

12.44 Kak wuCKIIOUEHHE MOXET ObITh MPOBEJCHA PETPOCIEKTUBHAS
BauJalMsl i XOpOIIO OPraHU30BaHHBIX IPOLIECCOB, B KOTOpbIE HE OBLIO
BHECEHO 3HAYMTENbHBIX M3MeHeHHH ans nonydeHuss APC tpebyeMoro kauectsa
BCJIE/ICTBUE M3MEHEHUN MCXOIHOTO ChIpbs, 000PYAOBAaHUSA, CUCTEM, TEXHUUECKUX
CPEICTB WJIM TEXHOJOTMYECKOIo Iporecca. Takol MOAXo] K BaIMJALUU MOXKET
OBITh UCIIOJIB30BaH, €CIIHU:
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1) ompenenceHbl KPUTHYECKHE TIOKA3aTeIM KadyecTBAa M KPHUTHYCCKUE
napameTpbl Ipolecca;

2) YCTaHOBJICHBI HAJJICKAIUEC KPUTCPUH NMPUEMIIEMOCTH M KOHTPOJS B
npoliecce Mpou3BOCTBA;

3) OTCYTCTBOBAJIM CYIIECTBEHHBbIE COOM B XOJ¢ Mpoliecca WM Je(EKThI
MPOIYKIMU O MPUYMHAM, HE CBSI3aHHBIM C OLIMOKaMU OTlepaTopa Wiu
OTKa3aM# 000pyI0BaHUS;

4) Obu ycTaHOBIEHBI poduiy npumecedt st naHHo ADC.

12.45. Cepun, oToOpaHHBIC M PETPOCHEKTUBHOW BadWAAINH, IOJIKHBI
NPEACTAaBIATh COOOM  pPENpEe3eHTATHBHYIO  BBIOOPKY M3  BCEX  CEpuH,
MPOU3BEACHHBIX 3a MPOBEPSEMBbIA MEPUOA, B TOM YHCIE JIOOBIX CEepuid, HE
COOTBETCTBYIOIMUX crienupukanusiM. [Ipu 3ToM KOJTUYIECTBO TaKUX CEPUI TOTKHO
OBITh JOCTAaTOYHBIM JUIS JIOKa3aTelIbCTBA IIOCTOSIHCTBA Impouecca. B memsax
MOJIYYeHUS] JaHHBIX JUIsI PETPOCHEKTUBHOW BaJMIALMU TPOIECCa MOXKET OBbITh
MIPOBEJICHO UCIIBITAHUE APXUBHBIX 00PaA3IIOB.

12.5. IlporpamMmma BaJiuaalMu npouecca

12.50.Konu4ecTBO  IPOU3BOJCTBEHHBIX  IHUKJIOB, HEOOXOAUMBIX  JIJIsi
BaJUJAlMH, JOJKHO 3aBUCETh OT CIIOKHOCTU IMpollecca WIM OT 3HAYUMOCTH
M3MEHEHHU TIpolecca, MOICKAINNX PACCMOTPEHUIO. [[1s MEepCleKTUBHON U
COITYTCTBYIOIIEH BalUJAIIMU JAOJKHBI ObITh HCIOJIB30BaHbl JAHHBIC, MMOTYYEHHBIC
Ui TpeX  MOCJEAOBATEIbHBIX  IPOU3BOJCTBEHHBIX  CEPUU  MPOLYKLIHU
Hajuiekamero kadecrBa. OJIHaKO MOTYT OBITh CHUTyalldd, KOrja JUIs
JIOKa3aTelbcTBa  IMOCTOSIHCTBA  MpoIleccCa  HEOOXOIUMBI  JOTOJHUTEIbHBIC
MPOU3BOJICTBEHHBIC IUKJIBI (HAIPUMEp, MPOIECChl MPOU3BOICTBA CIOKHBIX ADC
WIN JJuTenbHble mporecchl npou3BoiacTtBa AMC). [[ns OIEHKH MOCTOSHCTBA
mporiecca NpU  PETPOCIEKTUBHOW BaJMJAlMKM, Kak TMPaBWwio, HEO0OXOIUMO
uccienoBatb gaHHbie s 10-30  mocienoBaTeNbHBIX — CEpUMA, HO TpHU
COOTBETCTBYIOIIEM OOOCHOBAHUU ITO YKCIIO MOXKET ObITh YMEHBIIICHO.

12.51. Bo BpeMs mnpoBeAeHUsS HCCIEAOBAHMM MO BAIMAALMM Mpolecca
clieyeT KOHTPOJIMPOBAThH U MPOBEPSATH €ro KpUuTHuueckue napamerpsl. [lapamerpol
MpoIlecca, He CBS3aHHbIE C KAUECTBOM, HAlpUMEp, MEPEMEHHBIE, KOHTPOJIUPYEMBbIE
B IIEJISIX COKpAIICHUSI TOTPEOJICHUS YPHEPTUU WM UCTIOIB30BaHMs 000pYI0BaHUS,
MOYHO HE BKJIFOYATh B BAJIMAIMIO MpoOLIEecca.

12.52. Banupnanua mporecca JOJDKHA —TMOATBEPXKIATh, YTO Mpoduib
npumecedt st kaxaoro ADC, HaxomuTcs B 3alaHHbIX mnpenenax. [Ipoduib
npuMeced J0HKeH ObITh CXOJeH (MO0 OBITh JIydille) C paHee IMOTyYEeHHBIM
npoduiieMm, a Takxke (B COOTBETCTBYIOIIUX CIydasx) ¢ MpoQuiIeM MpUMEcei,
YCTAHOBJICHHBIM TpU pa3pabOTKe Mpoliecca, WU CEepUui, HCIOJIb30BAaHHBIX IS
OCHOBHBIX KJIMHUYECKUX U TOKCUKOJOTUUECKUX UCCIIEIOBAHUM.

12.6. Ilepuoanyeckasi NpOBepPKa BAJIUIUPOBAHHBIX CUCTEM

12.60.Cuctemsl 1 mpouecchl CIeAYeT MOJBEpPraTh MEPUOJUUYECKON OLIEHKE
JUTSL TIOJATBEPKICHUS TOTO, YTO OHH MO-TIPSKHEMY (PYHKIIMOHUPYIOT MPABUIBHBIM
obpazom. Ecnu B mporecc WM CHUCTEMY HE OBbLUIO BHECEHO CYIIIECTBEHHBIX
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U3MEHEHUH U O630p Ka4eCTBa NMOATBCPANII, YTO CUCTCMA WJIM IIPOLECCC IMMOCTOSIHHO
00ecIeYnBaroT IMPpOMU3BOACTBO Marcpualia, COOTBETCTBYIOLICTO CHCI_II/I(bI/IKaHI/I}IM,
KaK IIpaBHIJIO, OTCYTCTBYCT HGO6XOI[I/IMOCTI> B IIPOBCACHUU HOBTOpHOfI BaJInJalu.

12.7. Banuaanus o4YUCTKHU

12.70.IIpouenypbl OYMCTKH, KaK MPABUIIO, JOJKHBI MPOWTH BAIUAALMIO.
OOBIYHO BAIUJAIMIO OYUCTKU MPOBOASAT B CIydasX, MPU KOTOPHIX KOHTaMUHAIIMS
WIM TEPEHOC BEIIECTB MPEACTABISAIOT HAMOOJBIIYI0 ONACHOCTh [JIsi KadecTBa
A®C. Hanpumep, Ha HAYAJIbHBIX CTAAUSAX TEXHOJIOTUYECKOTO MPOLECCAa MOXKET HE
TpeOOBaThHCSI MPOBEICHUE BAIMIALMU MPOLEAYP OUYMCTKH OOOPYIOBaHUs, €CIU
OCTaTOYHBIE BEIIECTBA yIAIAIOT HA MOCIEAYOIUX CTAAUSAX OUUCTKHU.

12.71. Banupnauusa npoueayp OYUCTKU JOJDKHA OTpaxaTh (aKkTUYecKuid
XapakTep HUcnoJib3oBaHusi obopynoBanusi. Eciu pazueie ADC unu paznuyHylo
MIPOMEKYTOUHYIO MPOAYKIIMIO TTPOU3BOIIT HA OJHOM M TOM K€ O0OpYIOBAaHUH H
3TO 000pYJOBaHME OYMIIAIOT OJHMM MU TEM K€ CIOCOOOM, TO JJIA BalHIaLUU
OUYHUCTKH MOXKHO BBIOpATh PENPE3CHTATUBHYIO MPOMEKYTOUHYIO MPOAYKIIUIO WU
A®C. Takoil BbIOOp JOJKEH OCHOBBIBATHCS Ha JAHHBIX O PACTBOPUMOCTH U
TPYJHOCTSIX OYHMCTKH, a TaKK€ Ha pacyeTe MPEAeTbHOrO COAECpPKAaHUS OCTATKOB,
MpUHKUMas BO BHUMaHUE UX aKTUBHOCTh, TOKCUHYHOCTh U CTAOMIBHOCTD.

12.72.B  mpoTokojie BaluJgallid OYHCTKH JIOJDKHO OBITh  OMHCAHO
o0opyZ0BaHUE, TOMJIEKAIIEE OYUCTKE, MPOIEAYPhl, MaTepuasbl, MpUEMIIEMbIC
YPOBHU  OYHCTKH, KOHTPOJMPYEMBIE U  PEryJUpPyEMbIE MapamMeTpbl U
aHAJMTUYECKUE METOAMKH. B mpoTokone cieayer Takke YyKa3aTb BHbI
0TOMpaeMBbIX IPOO, CIOCOOBI UX OTOOpPA U MAPKUPOBKHU.

12.73. 111 oOHapy»XeHus KaK HEpacTBOPUMBIX, TaK M PaCTBOPUMBIX
OCTAaTKOB METOJbI 0TOOpa Mpod JOJIKHBI BKJIIOYATh, UCXOMS U3 CUTyalluu, 3a00py
Ma3KOB, CMBIBOB WJIHM JPYru€ METOAbl (Hampumep, NPsIMYyI SKCTPAKIIHUIO).
Hcnonb3yembie MeETOIbI OTOOpa MpoO OKHBI TO3BOJISITH  KOJIMYECTBEHHO
ONpPEAENATh YPOBHU OCTATKOB HA MOBEPXHOCTAX OOOPYJOBaHUS MOCIE OYHUCTKH.
Meton oT6opa mpobd mocpencTBOM 3a00pa Ma3KOB MOXKET OKa3aThCs MPAKTUUECKU
HEOCYIIECTBUMBIM, €CJIM KOHTAKTUPYIOIIHUE C MPOAYKTOM MOBEPXHOCTH SIBJISIOTCS
TPYAHOJIOCTYITHBIMHU BCJIEJCTBHE KOHCTPYKTHUBHBIX OCOOEHHOCTEH 000pYymOBaHUS
(HampuMep, BHYTPEHHHE MOBEPXHOCTH IIJIAHTOB, TPAHCHOPTHBIX TPYOOIIPOBOIOB,
€MKOCTH PEAKTOPOB C y3KHMHU JIOKaMH, a TaKKe HEOOJIBIIOE 10 pa3Mepy CIOKHOE
o0opyZ0BaHUE, HAIPUMEP, MUKPOHHU3ATOPHl M MHUKPOPACIBUINTENIN) W/UIN €CIH
CYIIECTBYIOT OTrpaHMYEHHUs TMporecca (Hampumep, oO0paboTka TOKCHUYHBIX
BEIIIECTB).

12.74.CnenyeT ucnonab30BaTh BAIUAUPOBAHHBIE aHATIUTHUUECKUE METOIUKU,
oOnafarone 10CTaTOYHON YyBCTBUTEIBLHOCTBIO JJI1 OOHAPYKEHHSI OCTATKOB WJIH
KoHTamMuHaHTOB. [Ipenen oOHapy»XeHUsI KaKIO0HW aHATUTUYECKOM METOJMKHU
JOJDKEH OBITh JTOCTATOYHBIM JUIsl OOHApY>KEHHSI OIpPEAEICHHOTO MPUEeMIIEMOTO
YpOBHSI OCTaTKa WJIM KOHTaMHHaHTA. J[Is MeToAuKH CcleayeT YCTaHOBHUTH
JIOCTUTaeMblil YpOBEHb W3BJI€UEHHUs BeulecTBa. lIpenensl comep:kaHusi OCTATKOB
JIOJKHBI OBITh TPAKTUYHBIMU, IOCTHKUMBIMU, IIPOBEPSIEMBIMU U OCHOBBIBATHCS Ha
collep>kaHuM HauOosiee BpeaHOro octaTka. llpenenbl MOXHO yCTaHABIMBATh,
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OCHOBBIBASICh HA MHHHMAJILHOM OOJAJaroeM HM3BECTHON (hapMaKOJIOTHYECKOM,
TOKCUKOJIOTHUECKON WK (DU3HOIOTHUECKON aKTUBHOCTHIO KommuecTBe ADC wm
ee HanboJiee BpeTHOTO KOMITOHEHTA.

12.75.]1ns1 mporieccoB, B KOTOPBIX CYIIECTBYET HEOOXOJAMMOCTh CHIKCHHUSI
OOIIer0 KOJMYECTBA MHUKPOOPTAaHW3MOB WM SHAOTOKCHHOB B ADC, wmmu s
JPYTHX MPOIIECCOB, TJIe MOKET MMETh 3HAUCHHE TaKas KOHTaMHUHAINS (HaIpuMep,
npou3BOACTBO  HecTepuibHbIX ADC, HCHONB3yeMBIX [JIsi  MPOU3BOACTBA
CTEPWIBHBIX JICKAPCTBEHHBIX IIPEMapaToB), MCCIECIOBAHWE OYHCTKH/CAaHUTAPHOU
00paboTku 000PYIOBaHUS CIIEAYyEeT NPOBOAUTH B OTHOIICHWW KOHTAMHHAIIMH
MUKPOOpPTaHU3MaMH B SHIOTOKCHHAMHU.

12.76.1Ipouienypsl OYHUCTKU CIIEIYET KOHTPOJIUPOBATH C OINpPEIEICHHON
MEPUOTUIHOCTHIO TIOCJIC BAIMIAIMN, YTOOBI YOSAUTHCS, YTO ATH MPOIETYPHI
ABIAIOTCS  3(PQPEKTHBHBIMU TIPH WX HCIOJIB30BAHUM BO BpEMsI TEKYIIETO
TEXHOJIOTHYECKOTo Tpoiiecca. YucTory 000pyA0BaHUs, KOT/Ia 3TO OCYIIECTBUMO,
MO>KHO KOHTPOJMPOBATH MOCPEICTBOM MPOBE/ICHUS aHATUTUUECKUX UCIBITAHUNA U
BU3YaJlbHOTO  OCMOTpa. Bu3yanbHbIE  OCMOTp  TO3BOJSIET  OOHAPYKUTh
3HAUUTEJbHBIE CKOIUICHUS KOHTAMHUHAHTOB HAa HEOOJBIIMX YYacTKaxX, KOTOpHIE
MOTYT OKa3aThCs HE OOHApPY>KEHHBIMH WMHBIM CIIOCOOOM IpHU OTOOpE Mpod W/Wiu
aHause.

12.8. Baanganua aHAJIUTHYECKHUX METOANK

12.80.Ecniu  ucmosib3yeMble aHAIUTUYECKUE METOJIMKA HE BKIIIOYCHBI B
cooTBeTCcTBYIONYI0 DapMakonero Wiy B APyrue Npu3HaHHbIE CTAHJIAPTHI, TO OHU
JOJDKHBI TIPOWTH Banujanuio. [IpUrogHocTs BCEX HCMOIB3YEMBIX METOIUK
UCIIBITAHUM CJIeAyeT, TeM HE MEHee, IPOBEpPsATh B PEATbHBIX YCIOBHUAX
MPUMEHEHUS U 0OPMIISITH JOKYMEHTAJILHO.

12.81.Banuganuio METOIUK CIEAyeT MPOBOAUTH C Yy4e€TOM OOOCHOBaHUS
XapaKTEPUCTHK, TMPUBEICHHBIX B COOTBETCTBYIOIIUX HOPMATHUBHBIX IPaBOBBIX
aktax Coro3a 1o BaluJalMU AHATUTUYECKUX MeToAuK. OO0beM MpOBOIMMOMN
AHAJUTUYECKOM BallMJAIlMM JIOJDKEH 3aBHCETh OT 1€MW aHalu3a M CTaJuu
TEXHOJIOTHYECKOTO npornecca rmpousBoacTea ADC.

12.82.J]I0 Havana BanugalWHd aHATUTUYECKUX METOIUK CIEAYET NPOBECTH
COOTBETCTBYIOIIYIO KBATU(UKAINIO aHATUTHYECKOTO 000pYI0BaHMUS.

12.83.CnenyeT BECTH MOJHBIC 3aIIMCH JIOOBIX U3MEHEHHUH BaJUIUPOBAHHON
aHAJTUTHYECKOM METOMMKHU. TaKue 3amucy JOKHBI OTpakaTh MPUYNHY U3MEHCHHUS
1 COOTBETCTBYIOIINE HaHHBIC JJIsl OJATBEPKICHUS TOTO, UTO U3MEHEHUE MPUBOIUT
K pe3yJbTaTaM, KOTOpBIE CTOJb € TOYHBI M HAJEKHbI, KaK M PE3yIbTaThl,
MOJYYEHHbIE C TOMOIIBIO0 MPUHATON METOAUKH.

13. KOHTPO.JIb U3BMEHEHUI

13.10.Cnenyer pazpaboTtaTh (POpMaTU30BAHHYIO CHUCTEMY KOHTPOJIS
U3MCHCHUHN I OIEHKM BCEX M3MCHEHHH, KOTOpPhIE MOTYT IIOBIUATH Ha
MIPOU3BOJICTBO U KOHTPOJIb MMPOMEKYTOUHOH TpoayKiuu u ADC.

13.11.Cnenyer  mpemaycMOTpeThb MMChbMEHHBIE npoueaypel IS
UJACHTU(DUKAINK, JOKYMEHTATLHOTO 0(hOPMIICHHSI, COOTBETCTBYIOIICH MPOBEPKH U
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YTBEPXKACHUS HM3MEHEHH B OTHOIICHWH HCXOAHOTO ChIpbs, CHenu(pUKaLINH,
AHAJINTUYECKUX METOAMK, IOMEILEHUM, BCIOMOTaTeIbHBIX CUCTEM, 000PY10BaHUS
(BkITIOYAsT KOMITBIOTEpHOE OOOpYAOBaHME), CTaaWil IMpolecca, MaTEPUANIOB LIS
MapKUPOBKH U YIIAKOBKH, a TAK)KE KOMIIBIOTEPHOTO IPOrPaMMHOTO 00€CIICUEHMS.

13.12.JIr006b1€ mpensioxKeHus MO0 M3MEHEHUSM, KaCarolUMCS COOJIIOICHUS
TpeOoBaHuil HacTosiux IIpaBwi, IOJKHBI OBITH COCTABIIEHBI, MPOBEPEHBI U
YTBEPKJIEHBl COOTBETCTBYIOIIMMM TOJAPA3JEICHUSAMH, a 3aTeM IPOBEPEHBI U
YTBEPKJI€HBI OTJEIOM (OTAEIaMU) Ka4yecTBa.

13.13.Cnenyer OUEHHUTHh BO3MOKHOE BIMSHUE NPENJIOKEHHOIO HW3MEHEHUS
Ha KauecTBO MpoMexxyTouHo npoaykiuu uin ADC. [Ipoueaypa knaccupukanuu
U3MEHEHUN MOXET MOMOYb B ONPENCICHUHM O0BheMa WCHBITAHWH, BATUAALMA U
JOKYMEHTAIluu, TpeOyeMbIX il OOOCHOBaHMS W3MEHEHHH, BHOCHUMBIX B
BaJMIMPOBAHHBIN Tmpouecc. M3MeHeHuss MOryT ObITh KiIaccU(UIIMPOBAHBI
(HampuMmep, KaK CYLIECTBEHHbIE WJIM HECYIECTBEHHbIE) B 3aBHUCHUMOCTH OT HUX
XapakTepa U 00beMa, a TakKe BIMSHUSA, KOTOPOE OHU MOTYT OKa3aTh Ha MPOLECC.
C yueroM OOOCHOBaHHOI'O 3aKJIIOUEHHUS CJIEAYyEeT ONpPEAeIUTh, KaKHe
JIOTIOJIHUTENIbHBIE UCHBITAHUS M HCCIENOBAaHUS 1O BaJUJalUUd HEOOXOAUMBI JJIs
00OCHOBaHUS TAKUX U3MEHEHU.

13.14. ITpu BHEnpEHUN YTBEP)KACHHBIX U3MEHEHUH CIIEIyET NPUHATH MEPBI
0 TIEpEeCMOTPY BCEX JOKYMEHTOB, Ha COJEpPNKAHUE KOTOPBIX BIMSIOT OTH
U3MEHEHMUS.

13.15. Tlocime BHeApEeHUS WU3MEHEHHUs CIEIYET NPOBECTU OLEHKY IEPBBIX
CEpHii, MPOU3BEICHHBIX WU UCIIBITAHHBIX ITOCJIE BHECEHUS TOT0 U3MEHEHHS.

13.16.Cneqyer  OLEHUTH  BO3MOXKHOCTH  BO3IEHUCTBUS  KPUTHYECKHX
U3MEHEHU Ha CTa0WIBHOCTh W, CJIEIOBATEIbHO, HAa YCTAHOBJICHHBIE J1aThl
NOBTOPHBIX HUCIBITAHUM WM JaThl MCTEYEHHs] cpoka rogHoctu. Ilpu
HEOOXOMMOCTH 00pa3Libl MPOMeXyTouHOM npoaykuuu mwim ADPC, koTopbie ObLIH
IPOU3BENIEHBl MOCPEJCTBOM M3MEHEHHOIO Mpolecca, MOTYT ObITh BBEACHBI B
IpOrpaMMy YCKOPEHHOT'O U3y4Y€HHUs CTaOMIIBHOCTH U/MITU BKIJIFOUEHBI B IPOTpamMmy
MOHHMTOpPUHIA CTAOUIIBHOCTH.

13.17.Cnenyer nporHGOPMUPOBATH COOTBETCTBYIOIIUX MPOU3BOAUTEICH
JeKapCTBEHHBIX IHpernapaToB (B TOM uyucie B @opMme HepachacOBaHHbBIX
IPOJIYKTOB) 00 W3MCHEHHSIX B YCTAHOBJICHHBIX TEXHOJOTMYECKUX IPOIECcCcax M
IpoIEAYpax KOHTPOJISI MpoLecca, KOTOPbIE MOTYT MOBJIHATH Ha kKauecTBO ADC.

14 OTKJIOHEHHUE U MNOBTOPHOE NCHIOJb30OBAHUE
MATEPHAJIOB

14.1. OTk10HEHHE

14.10. ITpomexkyTounyto npoaykuuio 1 ADC, KoTopble HE COOTBETCTBYIOT
YCTAaHOBJICHHBIM  CIEUU(PUKALMIM,  CIEAyeT  YeTKO  IPOMApPKUPOBATH
COOTBETCTBYIOIIUM O0Opa3oM U CojAepXkaTh B YCJIOBHUSX KapaHTHHa. Takyro
IpPOMEXYTOUHYI0 mpoaykuuio uiau ADC MOXHO MOABEPTHYTH MOBTOPHOM
oOpaboTke wuiaum mnepepadoTke. OKOHYATENIBHOE pEIICHHWE B  OTHOIICHUU
OTKJIOHEHHBIX MAaTEpPUaJIOB JIOJKHO ObITh 0(OPMIIEHO TOKYMEHTAJIBHO.
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14.2. IloBTOpHast 00padoTKAa

14.20. [loBTOpHOE BBEIEHUE B MPOIECC MPOMEKYTOUHON MPOAYKLIHUU WU
A®C, BrIouYas MNOPOAYKIHIO, HE COOTBETCTBYIOIIYIO CTaHAapTam WU
cnenu@uKausiM, ¥ UX TOBTOpHAs 00paboOTKa IyTeM TOBTOPEHHS CTaauu
KPUCTAUTM3AIlMM WM JPYTUX  COOTBETCTBYIOIIMX  CTaaud  oOpaboOTKu
XUMHUYECKUMH WM (QU3WYECKUMHU crocobamu  (Hampumep, AUCTUIUIALNA,
¢unbTpanusa, XpomarorpagupoBaHUE, HW3MEIbUYEHUE), SIBISIOIMIMXCS YacTbhIO
YCTaHOBJIEHHOTO  IPOM3BOJICTBEHHOTO  Ipolecca,  OObBIYHO  CUYMTAETCA
npuemiemMbiM. OJHAaKO eciau NOBTOpHas 00paboTKa HCNONb3yeTcs s
OOJBIIMHCTBA CEPUI, TO €€ CIEAYET BKJIIOUUTh B Ka4€CTBE YAaCTU CTAHJAPTHOIO
TEXHOJIOTHYECKOI0 IpoIiecca.

14.21. IlponomkeHue OCYIECTBIEHUS CTaJUU TEXHOJIOTMYECKOIO Ipoliecca
1OCJIE TOr0, Kak KOHTPOJb B NIPOLECCE MPOM3BOACTBA IOKA3aj, YTO CTaAMs HE
3aBepIlIeHa, CYUTACTCS YacThI0 OOBIYHOTO MPOIIECCa, a HE TIOBTOPHON 00pabOTKOIA.

14.22. BBeneHue HENpPOpPEAarvpoOBAaBIIETO BEIIECTBA BHOBb B IIPOLIECC H
MOBTOPHOE MPOBEACHUE XUMHUYECKOW PEaKIMU CYUTAIOT MOBTOPHOU 00pabOTKOM,
€CJIM 3TO HE SBIISETCA YaCThI0 YCTAaHOBJIEHHOrO mpouecca. Takoil MOBTOPHOM
00paboTKe OJKHA MPENIIEeCTBOBATh TIIATENbHAS OLEHKA ,FapaHTUPYIOIIasi, 4To
3TO HE MOBJHMSET OTPULATENIBHO HA KAYECTBO MPOMEKYTOYHOU MPOIYKUIUU WIIU
A®C BcneacTBHE BO3MOXKHOIO OOpa30BaHUs MOOOYHBIX MPOAYKTOB M BEIIECTB,
IIPOPEAarupoOBaBIINX CBEPX YCTAHOBICHHONW HOPMBI.

14.3. IlepepadoTka

14.30.Ilepen  mpuHsATHEM pelIeHHs O TMepepaboOTKe cepuid, He
COOTBETCTBYIOIIUX YCTAHOBIICHHBIM HOpPMaM WM CHCHU(PUKALUIM, CIETYET
MPOBECTU PACCIEAOBAHUE MPUUYHUH TAKOTO HECOOTBETCTBUSI.

14.31.Cepun, mnoaBEeprHyThIE TMepepadOTKe, JMOHKHBI OBITh OOBEKTOM
COOTBETCTBYIOIICH OIICHKH, UCTIHITAHUHN, UCCIEAOBAHUS CTAOUILHOCTH, €CIIH IS
ATOTO €CTh OCHOBAaHMS, U JOKYMEHTAJILHOTO Oo(opMieHHs, 4TOObI MOKa3aTh, YTO
nepepaboTaHHas  MPOMYKIMS TO  Ka4eCTBY  OKBUBAJCHTHA  MPOJIYKIIUU,
IIPOU3BEIECHHOM IIOCPEJICTBOM NIEPBOHAYAIIBHO YCTaHOBJIEHHOTO
IIPOU3BOJACTBEHHOr0 mpouecca. Haumbonee uenecooOpa3sHbIM MOAXOJOM K
BaJUJAIMU TMPOLEAYyp NepepadOTKU SIBISETCS COMYTCTBYIOIIAs BaUJauusa. IJTO
MO3BOJISIET COCTABUTH 3aIMMCU MPOLEAYPHl NEPEpadOTKU, YCTAHOBUTH MOPSIOK €€
NPOBENCHUSI M ONPEAeNUTh OXUAaemble pe3yibTaThl. Eciaum nepepaboTke
MOJJIEKUT TOJBKO OJHA CEepHUs, TO MOXKET OBbITh COCTABJIEH NMMCbMEHHBIA OTYET, a
cepHsl pa3pelleHa K BBIITYCKY cpa3y MOCie MOATBEPKICHUS €€ TPUEMIIEMOCTH.

14.32. lomxHbl OBITh B HAJIWYUU TPONEAYPHI IJIsi CpaBHEHUs] Tpoduiis
nmpuMecedl Kaxaou mepepadoTaHHOW cepuu C NpoPUIsIMU TPUMECEH Cepui,
IIPOU3BEIAEHHBIX IOCPEICTBOM YCTaHOBJIIEHHOIO Ipolecca. Ecnum nmpumeHseMble
AHAJIUTUYECKUE METOJUMKM HE TMO3BOJISIIOT  aJ€KBaTHO OXapaKTEPU30BaTh
nepepaboTaHHYI0 CEpHUI0, TO CIEAYeT BOCIOJIb30BAThCS JOMOJIHUTEIHLHBIMU
METOJUKaMHU.
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14.4. Perenepanus MaTepraJioB U pacTBOpUTeIeH

14.40. Perenepauus (Hanpumep, U3 MaTOYHOM KUAKOCTU WIH (DUIBTPATOB)
pEaKkTUBOB, TPOMEKYTOUHON npoaykuuu nin ADC cunrtaercs AOMYCTUMON MpHU
YCIOBUHM HAJIMYUSl YTBEPKIAEHHBIX MPOLEAYpP PpEreHepalr H COOTBETCTBUSA
pereHeprpOBaHHBIX MATEPUATOB  CHEHMU(PHUKALIUAM, MOAXOMANIUM JUId HX
MPEANOIAraéMoro UCIOIb30BAHHUS.

14.41. [omyckaercsi pereHepanusi MW  IOBTOPHOE  HCIOJIb30BAHUE
pacTBOpUTENIEH B TeX K€ WIM JIPYrUX MPOILECCaX MPH YCIOBUH, YTO IMPOLETYPHI
pereHepanyy KOHTPOJUPYIOT U IPOBEPSAIOT ISl OOECHEYeHUsT COOTBETCTBHUSA
pacTBOpUTENIE  COOTBETCTBYIOIIMM  CTaHJIApTaM IepeJ  HUX  [OBTOPHBIM
UCIIOJIb30BAaHUEM WM CMEIINBAHUEM C IPYTUMHU OJOOPEHHBIMU MaTepUATAMHU.

14.42. HoBble M pereHEepUpOBaHHBIE PACTBOPUTEIM W PEAKTUBBI MOXKHO
CMENIMBaTh, €CIM B XOJ€ COOTBETCTBYIOUIMX HCHBITAHUM TOKa3aHa uX
NPUTOAHOCTh JUIsl BCEX TEXHOJOTMYECKHX MPOLECCOB, B KOTOPBIX OHH MOTYT
U CITOJIb30BAThCA.

14.43. Hcnonb3oBaHHE PETCHEPUPOBAHHBIX PACTBOPHUTENCH, MAaTOYHBIX
KUIKOCTEH W JIPYrUX PETreHEPUPOBAHHBIX BELIECTB JOJKHO OBITH O(QOPMIIEHO
JIOKYMEHTAJBHO.

14.5. Bo3Bpar

14.50. Bo3BpaieHHy!0 MPOMEKYTOUHYIO MPOIYKIIUIO WM BO3BpAIllCHHBIC
A®C crnexyer MapKupoBaTh COOTBETCTBYIOIIMM O0pa3oM U COJEpXKaTh B
YCIIOBUSIX KapaHTHHA.

14.51. Ecnu ycnoBusi, B KOTOPBIX XPAHWJINCHh WA TPAHCIOPTUPOBAIHCH
BO3BpAILEHHAs IPOMEKYTOUYHas NPOAyKUuMs Wik Bo3BpameHHbie ADC no win B
Ipolecce UX BO3BpaTa, WM COCTOSHUE WX KOHTEHHEpOB (YNMAKOBKH) BbBI3bIBAIOT
COMHEHMS OTHOCHUTEJIBHO WX KauecTBa, TO BO3BpAllCHHAas MPOMEXYTOYHAS
nponaykius wuinu  Bo3BpamieHHbie A®dMC moxpnmexar MOBTOpHONW 00padoTke,
nepepaboTKe WM YHUUTOKEHUIO B 3aBUCUMOCTH OT KOHKPETHOMN CUTYaIUH.

14.52. CnexyeT BecTH 3amucCH BO3BpaTa MPOMEKYTOUHOWU MPOIYKIIUUA WIIH
A®C. Jlns kax10T0 BO3BpaTa B JOKYMEHTAIUU CIEAYET YKa3aTh:

— Ha3BaHME U aJpec rpy30IoayyaTens;

— HaMMEHOBaHUE MPOMEKYTOUHOM npoaykuuu wim ADC, HoMep cepun
Y BO3BPAILEHHOE KOJINYECTBO;

— IPUYUHY BO3BpaTa;

— YKa3aHWE Ha WCMOJb30BAHWE WM YHUYTOXKEHUE BO3BPAILECHHON
IPOMEXKYTOUHOM mpoaykiuu uinu ADC.

15. TIPETEH3UU U OT3bIBbI
15.10. Bce npeTeH3nn, Kacaromuyecss KauecTBa, MOJIYyYEHHbIE B YCTHOM WIIN
MUCbMEHHOU (popme, TOIIKHBI ObITH 0OPMIIEHBI JOKYMEHTAIBHO U PACCiIeI0BaHbI
COTJIACHO MUCbMEHHOM MHCTPYKIIHH.
15.11.3anucu paccMOTpeHUs: MPETEH3UN JOJKHBI COACPIKATh!
— HaMMEHOBaHHE U aJpec MPEIbIBUBLIETO MPETEH3UIO;
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— (Qamunms, uMs, 0T4eCTBO (TIPU HEOOXOIUMOCTH — JIOJDKHOCTH) JIWIIA,
MpEeabIBUBIIETO IPETEH3HUI0, U HOMED ero TenedoHa;

— CyTb IIpeTeH3uu (BKIItoYast HazBaHue u Homep cepuu ADC);

— J1aTy NOCTYIUICHUS NMPETECH3UU;

— TIEpBOHAYAJIBHO TMPHUHSATHIE MEpPhl C YKa3aHuUEeM JaThl U JIWIIA,
MIPUHSBIIETO MEPHI;

— Jo0ble JalbHENIINEe N1eHCTBUS;

— OTBET, OTIPaBJICHHBIA JIMIlY, IPEAbIBUBLIEMY MPETCH3UIO, (BKIIOYas
JaTy OTIPaBKH OTBETA);

— OKOHYATEJIbHOE PEIICHUE OTHOCUTEJIBHO CEpUM WIM [apTUH
MPOMEKYTOUHOH npoaykiuu uinm ADC.

15.12.3anucu paccMOTpeHUsI MPETEH3UN CIEAYET COXPAaHATh MJI OLEHKHU
TEHJICHIINI, YaCTOThl MOCTYIUICHHS MPETEH3UW U UX CEPbE3HOCTH [JISI MPUHATHUS
JOTIOTHUTEIBHOTO M, MPU HEOOXOJAMMOCTH, HEMEJICHHOTO KOPPEKTUPYIOIIETO
JEUCTBUS.

15.13.Heob6xoagumMo uMeTh NUCBMEHHYIO TPOLEAYpY Ui OIpeaesieHus
00CTOATENBCTB, MPU KOTOPBIX CIEAYET paccMaTpuBaTh BOMPOC 00 OT3BIBE
IPOMEXKYTOUHOM ITpoaykuuu uinn ADC.

15.14.Ilpouenypa OT3bIBa JIOJKHA ONPEACTATh, KTO JIOJDKEH NMPUHUMATH
y4acTue B OIleHKEe UH(pOpMAaIMH, KaK CJIeyeT HaUYMHATh NMPOIEAYPY OT3hIBA, KOTO
cieayet nmpouH(OPMUPOBATH 00 OT3BIBE M KaK CIEAYET MOCTYINAaTh C OTO3BAHHBIM
MaTEpUATIOM.

15.15.B ciy4yae cepbe3HOM WIM TOTEHUUAIBHO YrPOXKAKOMIEH KU3HU
CUTYallUM CJIeyeT MpOMH(DOPMUPOBATH 00 STOM MECTHBIC, HAIIMOHAJILHBIC W/WJIH
MEXIYHApOJHbIE YIOJIHOMOYEHHBIE OpraHbl W OOpaTUThCS K HUM 34
KOHCYJIbTALUEH.

16. TIPOU3BOACTBO 11O KOHTPAKTY

(BKJIIOUYASI IABOPATOPHUN)

16.10.Bce mpousBogutTenu, paboTalolve IO KOHTpakTaMm (BKJIrOYas
JabopaTopuu), IOJKHBI coOmMoaaTh TpeOoBaHusa Hacrosiumx [lpaBun. Craemyer
yAeIUTh 0c000€ BHHUMAaHHE MPEAOTBPAIICHUIO TMEPEKPECTHON KOHTAMUHAIIUUA U
00€eCIEeYEHUIO MPOCIIEKUBAEMOCTH.

16.11.3aka3unk JOJDKEH OIICHUBATH IPOU3BOJUTENEH, pabOTaloOlUX 10
KOHTpPAKTy (BKJIFOUas JAOOPATOPHH ), C IEJIbIO OIICHKH COOTBETCTBUS TPEOOBAHUSIM
HacTosimMX [IpaBuil KOHKPETHBIX OIepaluid, BBIMOJHAEMBIX Ha YYacTKax
MIPOU3BOAUTENSA, PAOOTAIOIETO MO KOHTPAKTY,.

16.12. JlomkeH OBbITh yTBEPXKICHHBI THUCHMEHHBIA KOHTPAKT WA
opUIMATBHOE COTJIAINICHUE MEXKIY 3aKa34MKOM M HCIOJHUTEIEM, B KOTOPOM
oApOOHO ompeelieHbl 00sI3aHHOCTH B OTHOIICHHH COOJIIOJICHHS TpeOoBaHUI
HacTosimmx [IpaBwi, BKItOYass MEpPONPUATHUS KaKIOM M3 CTOPOH B OTHOIICHHUH
KauecTBa.

16.13. KOHTpakTIOMKEH  NO3BOJATH  3aKa34WKy  IMPOBOJUTH  AYJUT
MIPOU3BOJICTBA UCTIOJHUTENS HAa COOTBETCTBHE TPEOOBaHMIM HacTOSIUX [IpaBu.
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16.14.Ecmn  paspemieHO BBITIOJIHEHHE paboT mo cyomompsigam, TO
UCTIOTHUTENIb HE JIOJDKEH I[epelaBaTh TPEThEH CTOpPOHE KaKyro-Tu0O dYacTb
JIOBEpEHHBIX €My TI0 KOHTpakTy paboT ©0e3 MpenBapuUTEIbHON OIICHKH |
YTBEPKACHHSI COTJIAIICHUN 3aKa3YHKOM.

16.15. IIpou3BoacTBEHHbIE W JIAOOPATOPHBIC 3alMCH CIICyeT XpPaHUTh Ha
y4acTKe, Ha  KOTOPOM  BBITIONHSUIMCH  paOOTBl; OHH  JIOJDKHBI  OBITH
JIETKOIOCTYITHBIMH.

16.16.He nomyckaeTcsi BHECEHHE U3MEHEHUN B TEXHOJIOTMYECKUI IMPOILIECC,
000py/IOBaHUE, METOJAMKH HCHBITAaHUH, crienu(pUKau UIU Apyrue TpeOOBaHMUS
KOHTPAKTa, OTHOCSIIMECS K MPEAMETY KOHTpaKTa, 0e3 yBeIOMIICHUS 3aKa3uuka U
YTBEPXKACHUS UM U3MEHEHUH.

17. MIOCTABIIMKHA WM JIMIA, JEACTBYIOUIME OT MX
WUMEHU (ATEHTBI, BPOKEPHI U TPEWJEPBI), JUCTPUBbIOTOPHI,
MPEANPUATHS MO NEPEYIIAKOBKE U MEPEMAPKHAPOBKE.

17.1. O61acTh NpUMEHEHM S

17.10. JlaHHblil pa3fesn OTHOCUTCS K JHOOBIM JIMIIAM U OpraHU3alusM, HeE
SBJIAIOIIMMCS] TI€PBOHAYAIBHBIM MPOU3BOJIUTEIEM, KOTOpPbIE MOIYT IIPOJABaTh
W/WIM  TIpUOOpeTaTh, IEpPEYNaKoBbIBATh, I[EPEMApKUPOBBIBATh, IOCTABIATH U
xpanuTh ADC nunu mpoMeKyTOYHYIO MPOAYKIIHIO.

17.11.Bce mnoCTaBIIMKKM WA JULOA, JEUCTBYIOIIME OT WX HWMEHH,
JUCTPUOBIOTOPBI, MPEINPUATUS 0 MEPEYNaKOBKE M MEPEMAPKUPOBKE JIOJHKHBI
coOmtoaTh TpeOoBaHus HacTosAmux [IpaBui.

17.2. IIpocae:xxkuBaeMocTb peajqu3oBaHHbIX ADC
U MPOMEKYTOYHOU MPOAYKIUA
17.20. TIloctaBmMKA WM JMWIA, JECUCTBYIOIIME OT HMX HMEHH,
JTUCTPUOBIOTOPHI, MPEANPUATHS O IMEPEYNaKOBKE M IMEPEMApKUPOBKE JOJIKHBI
o0ecrieunBaTh IMOJIHYK0 IPOCIEKUBAEMOCTh TNocTaBisieMblx umMu ADPC wu
IIPOMEKYTOUHON NMpORyKUMH. JIJIsl 3TOro ciaeayer UMETh U XPaHWUTh CIEIYIOLIUE
JIOKYMEHTBI:
— Ha3BaHME MEPBOHAYAIBHOIO MPOU3BOIUTEIS;
— aJipec NepBOHAYATIBLHOTO MPOU3BOIUTENS;
— 3aKa3bl HA [TIOCTaBKY;
— HakKJIaJHble (TPAHCIOPTHBIE TOKYMEHTHI);
— JIOKYMEHTaLHIO O IPUEMKE;
— HazBaHue uiau obo3HaueHne ADPC UM npoMeKyTOUHON MPOAYKIIUH;
— HOMEp CEpHH, TPUCBOEHHBIN MPOU3BOIUTEIIEM;
— 3aIMCH TPAHCIIOPTUPOBAHMS U peaTU3alllH;
— BCE OpUTMHaANbl CepTU(PUKATOB aHallM3a, BKIOYas CEepTU(DUKATHI,
MOJTyYEHHBIE TOCJE MEPEYNaKOBKU W/WIM MEPEMapKUPOBKH, a TaKXKe
MOJIyYEHHBIE OT IEPBOHAYAIBHOTO MPOU3BOJUTEIS;
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— JaTy HPOBCACHHA IMOBTOPHBIX WUCIIBITAHUN WJIN AaTy UCTCUCHHA CPOKa
I'OAHOCTHU.

17.3. YnpaBJjieHue Ka4ueCTBOM

17.30. [IlocraBmmka wWiId JuIa, JACHCTBYIOIIME OT WX HMEHH,
JTUCTPHOBIOTOPHI, TPEANPHUATHS IO TEPEYNaKOBKEe M IEPEMapKUPOBKE JIOJKHBI
co31aTh, 3aJ0KYMEHTHPOBAaTh W BHEAPUTH d(PGHEKTHBHYIO CHUCTEMY YIPABICHUS
KaueCcTBOM, KakK yka3aHo B pazzene 2 yactu |l Hactosmux [IpaBui, a Takxke BecTn
HEOOXOUMYIO IOKYMEHTAIIHIO.

17.4. IlepeynakoBka, nepeMapKUPOBKA U XPAHEHHUE

ADPC 41 IPpOMeKYTOYHOM NPOAYKIIUU

17.40. IlepeynmakoBky, mnepeMapkupoBky u xpanenne ADC wu
MPOMEKYTOUYHON MPOAYKIIMU CIIEyeT OCYIIECTBISATH B COOTBETCTBUM C
TpeboBaHusIMU HacTosmux [IpaBui, yToObI N30€kKaTh MEPEMyTHIBAHUS UIH YTPAThI
UJAECHTUIHOCTH 00 YncTOTh ADC min npomMeKyTOUHON MTPOTYKIIUU.

17.41. TlepeynakoBKy CcClJIeIyeT OCYIIECTBISATbH B COOTBETCTBYIOIIUX
YCIIOBHUSIX TPOU3BOJICTBEHHOW CpEIbl IS MPEAOTBPAIICHUS KOHTAMUHAIIUN WA
MEPEKPECTHON KOHTAMUHALIUY.

17.5. CtabmibHOCTH

17.50. Ecniu A®C unu npoMeKyTOUHYIO MPOAYKIIUIO MEepPEynaKkoBbIBAIOT B
KOHTCHHEpHl  (NMEPBUYHYIO  YMAKOBKY), THUI  KOTOPBIX  OTJIMYAETCS  OT
ucnoap3yemoro mnpousoguresieM APC wiaM IpOMEXYTOYHOM MPOAYKUUHU, TO
HEOOXOJMMO HCCIE0BaTh CTaOMIBHOCTH IS OOOCHOBAHMUS YCTAHOBIICHHBIX JaT
UCTEUCHUS CPOKA TOJHOCTH WIIM TIPOBEJCHHSI TIOBTOPHBIX UCTIHITAHUIA.

17.6. Ilepenaua nundpopmanuun

17.60. TIlocraBmuKM WIW JIAIA, JACHUCTBYIOIIME OT WX HWMEHH,
JTUCTPUOBIOTOPHI, MPEANPUSATHS O TEPEyNnakoBKEe M MEPEMaPKUPOBKE JTOTHKHBI
nepeaBarh BCO MH(MOPMALMI0 O KauyeCTBE U PEIICHUSX YIOJTHOMOYEHHBIX
OpPTaHOB, MOJTYYEHHYIO OT npousBoauTens ADPC uinm npoMeKyTOYHON TPOIYKIIUH,
notpebuTento, a uHbopMalu OT mnotpedutens — mnpousBogutento ADC wumum
MIPOMEKYTOUYHON MPOTYKITUU.

17.61. [IlocraBmmku WM JUIA, JACHCTBYIOIIME OT WX HMCHH,
JTUCTPUOBIOTOPBI, TPEANPUATAS TO0 TEPEYNakoBKE U  IEepPEeMapKUPOBKE,
noctasssitonue ADOC uiMm TPOMEKYTOUHYIO MPOAYKITUIO MOTPEOUTEIIO, TOTKHBI
yKa3bplBaTh  Ha3BaHWE  TMEpBOHauYajgbHOrO  mpousBoautens ADPC  wm
MPOMEKYTOUYHOM MPOAYKIIMU U HOMEp (HOMEpa) MOCTABISIEMON CEPUU.

17.62. TloctaBumk o00s3aH TakKe IO 3aMpPOCy PETryISTOPHBIX OpPTraHOB
Npe0CTaBUTh HMHQOpMAIMI0O O TMepBOoHa4YaIbHOM mnpousBoautene ADPC wumu
MPOMEXKYTOYHOU MNPOAYKIHUHU. [lepBOHAYANBHBIM MPOU3BOAUTEIL MOXKET aTh
OTBET YNOJHOMOYEHHOMY OpraHy HEMOCPEICTBEHHO WJIM 4Yepe3 CBOUX
O(UIIUATIBHBIX MOCPETHUKOB B 3aBUCHUMOCTH OT IOPUINYECKUX OTHOIICHUN MEXY
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ouIMaATHHBIMA TTOCPETHUKAMHU U TIEPBOHAYAIBHBIM Tpon3BoauTesieM ADC wmm
POMEKYTOUHOH mpoayknuu. (B maHHOM KOHTEKCTE «O(UIIMATBLHBIN TOCPETHHUK
03HAYaCT «IMOCPETHUK, YIIOJITHOMOYCHHBIN TPOU3BOJIUTEIICM). )

17.63. HeobxomuMo coOr0faTh CrielMalibHble TpeOOBaHUS B OTHOIICHUU
cepTudUKaTOB aHAIM3a, OMMCcaHHbIe B MyHKTE 11.4 yactu |l HacTosmux ITpaBu.

17.7. PaboTa ¢ npeTeH3UsIMM U OT3bIBAMU

17.70. [IlocraBmmkd WM JUIA, JACHCTBYIOIIME OT HX HMEHH,
JTUCTPUOBIOTOPHI, MPEANPUATUSL M0 TMEPEYNaKOBKE U MEPEMaPKUPOBKE JIOTKHBI
BECTH 3aIlCU PACCMOTPEHUS MPETEH3UN U OT3bIBOB, KaK YKa3aHo B paszgene 15
yacTtu || Hactosmux [IpaBui, B OTHOIIEHUH BCEX MPETEH3UI U OT3BIBOB, KOTOPHIE
NonaaaT B chepy UX AESITeIbHOCTH.

17.71. Tlpn HEOOXOIUMOCTH TOCTABIIMKYN WJIU JIMIA, NCUCTBYIOIMIHNE OT WX
UMEHH, AUCTPUOBIOTOPHI, MPEANPUSTHS IO MEePEYNaKOBKE M IEPEMapKUPOBKE
JIOJKHBI pacCMaTpPUBATh MPETEH3UI0 BMECTE C MEPBOHAYATBLHBIM MPOU3BOIUTEIEM
A®C wunm nOpoMexyTOYHOM MPOIYKUHUH, YTOOBI ONPENEIHUThb, CIEAYET JIU
NpeANpPUHUMATh JAJIbHEHIINE ACHCTBUS COBMECTHO C JIPYTUMHU MOTPEOUTEIISIMHU,
KOTOpBIE MOTJM TMONy4uTh Takue ke ADPC win npoMeXyTOUHYHO MPOIYKIIHIO,
aMb0 ¢ YHOJHOMOYEHHBIM OpraHoM, JHOO €O BCEMU 3aMHTEPECOBAHHBIMU
cTopoHamH. PacciieoBaHre TpPUYUMHBI TPETEH3UM WIM OT3bIBA  JOJDKHO
MPOBOJUTHCA U OQOPMIIATHCS IOKYMEHTAIBHO COOTBETCTBYIOIIEH CTOPOHOM.

17.72. Ecnu nipeTeH3us KacaeTcsi nepBoHadainbHOTO mpousBoauteniss ADC
WM TIPOMEXKYTOYHON MPOIYKIHMH, TO 3alUCU PACCMOTPEHUS IPETEH3UM, KOTOPbIE
BEJIyT MOCTABIIMKU WM JIMIA, JEHUCTBYIOIIME OT UX HMMEHH, JAUCTPUOBIOTOPHI,
OpEANpUATUS [0 TNEPEYNaKOBKE WIM NEPEMAapKUPOBKE, MOJKHBI COIEPKaTh
J00bI€ OTBETHI, MOJYYEHHBIE OT MepBOHayanbHOro mnpousBoautesss ADPC umm
MPOMEKYTOUHOM MPOAYKIUU (BKJIIOYAs JATy U MPEIOCTABICHHYIO HH(POPMAIIHIO).

17.8. Pabora ¢ Bo3BpaTtamMu

17.80. Paboty ¢ Bo3BparamMu MPOAYKIIMH TPOBOJSAT B COOTBETCTBUU C
TpeboBanusiMu myHkta 14.52 wactu |lnacrosmux IlpaBun. IlocraBmuku wim
JWIa, JEHCTBYIOIIME OT WX HMMEHH, JUCTPUOBIOTOPHI, MPEANPHUSITHS TIO
NEepEeyNaKkoBKEe WM TEPEeMapKUPOBKE JODKHBI BECTH JOKYMEHTAIMIO IO
BOo3BpauieHHbIM ADPC 1 mpoMeKYTOYHON POTYKIIUH.

18. CHEHHUMAJIBHOE PYKOBO/JCTBO I10 A®C,
NPOU3BOJAUMbBIM IIYTEM KYJIbTUBUPOBAHUSA
KVIETOK WJIN PEPMEHTAIIUAN

18.1. O01mue TpedoBaHUs

18.10. B pasnmene 18 wactu llnactosmux IlpaBun paccMmaTpuBaroTCs
crennaibHbIe TpeOOBaHUSI OTHOCUTENBbHO KOHTposii ADC wiu mpoMexyTOUHOM
NPOAYKIIMH, KOTOPHIE MPOU3BOIAT MOCPEICTBOM KYJIHTHBHUPOBAHUS KIETOK WU
dbepMeHTaIU C UCTIOJIb30BAaHUEM TTPUPOIHBIX WJIM PEKOMOMHAHTHBIX OPTaHU3MOB,
HEJOCTAaTOYHO OTPa)KEHHBIE B MPEIUIECTBYIOIIUX pa3jaenax. OJTOT pa3fesl He
ClleyeT paccMaTpuBaThb OTAEIBHO OT JPYTHX, IOCKOJIbKY, Kak IpaBuHIIo,
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TpeOOBaHMsI, TPUBEACHHBIE B JPYruX paszzdeiax HacTosmmx [IpaBwii, Takxke
MPUMEHHUMBI K Takod nmpoaykiuu. CieayeT OTMETUTh, UYTO ISl «KJIACCUYECKHX)»
MPOIIECCOB TOJIYYEHUS HU3KOMOJIEKYJSIPHBIX BEIIECTB M MJs IPOILIECCOB, B
KOTOPBIX HCIOJIb3YIOT PEKOMOMHAHTHBIE U HE PEKOMOWHAHTHBIE OPraHU3MBI IS
MPOU3BOJCTBA OCJIKOB W/WIM TMOJUNENTHAOB, NPUMEHSIOT OJHU U Te Ke
OPUHIUIBL epMEHTAIUH, XOTS CTENEHb KOHTPOJIA pU 3TOM OyAeT pa3ziaudHoil. B
JTAHHOM pa3/ielie YKa3aHbl 3TH Pa3INdMs, €CJIM OHU CYIIECTBYIOT Ha npakTuke. Kak
MPaBUJIO, CTETICHb KOHTPOJISI OMOTEXHOJOTHYECKUX IPOIECCOB, HCIOJIb3YEeMbBIX
JUIS. TIPOM3BOJICTBA OENKOB W TMOJUIICNITUIOB, BBIIIE, YeM JUIsl KJIACCUYECKHUX
poIIeccoB (hepMeHTaITNH.

18.11. TepmuH «OUOTEXHOJIOTUYECKUN  TPOIECC»  OTHOCHUTCA K
WCITOJIb30BAHUIO KJIETOK WJIM OPTaHU3MOB, IMOJTYYEHHBIX WA MOAU(PHUITUPOBAHHBIX
NOCPECTBOM TexXHOJIOrMK pexomMOuHaHTHOW JIHK, rubpumomMHONl wnu apyroit
TEXHOJIOTUH, ¢ 1enbio npou3BojacTBa ADPC. ADC, moaydyeHHbIE C MOMOIIBIO
OMOTEXHOJIOTUYECKUX IIPOILIECCOB, 0OBIYHO COCTOSIT u3 TaKuX
BBICOKOMOJICKYJISIPHBIX COCIMHEHUN, KaK OCNKH U TOJIMIENTU/IBI, CIEeIHATBHOE
PYKOBOJICTBO B OTHOIIEHWM KOTOPBIX NPUBEICHO B JaHHOM paszaene. llo
texHosiorun pekomOunantHor JIHK Takske MOTYyT OBITh MOJTy4EHBI ONpPECIICHHbIE
A®C ¢ HU3KOM MOJIEKYJIIPHON MAacCOU, TaKue Kak aHTUOMOTUKU, AMUHOKHUCIIOTHI,
BUTAMUHBI M YIJIEBOAbl. YPOBEHb KOHTpPOJsA 3TUX BUI0B ADPC aHanoruyeH
MPUMEHSIEMOMY JIJIS KJIaCCUYECKOU pepMEHTAIIUH.

18.12. TepMuH «xiaccudyeckas (pepMEHTAIUs» OTHOCHUTCS K IpoIeccaMm
nonyueHust ADC, B KOTOPBIX UCMOIB3YIOTCS MPUPOIHBIE MUKPOOPTaHW3MbI W/WIIH
MUKPOOPTraHU3Mbl, MOJU(PUIIMPOBAHHBIC OOIICIPUHSATHIMA METOAaMU (HarpuMmep,
MOCPEACTBOM OOJIydeHUs WM XuMuUueckoro mytareHesa). ADC, mosydyeHHbIe
MOCPEACTBOM «KJIACCHUUECKON (hepMEeHTaIuu», OOBIYHO SIBJSIOTCS MPOAYKTaMU C
HU3KOM MOJICKYJISIPHOM Maccod, TaKUMH KaK aHTHOWOTHUKH, aMHHOKHCJIOTHI,
BUTAMUHBI U YTJIEBOBI.

18.13. IlpoumsBomctBo ADPC wunu NOPOMEKYTOUYHOM MPOAYKIIMH U3
KJIETOYHBIX KYJIbTYp HWJIM METOJOM (EpMEHTAIlMK BKIIOYAaeT B Ce0s Takue
MPOIIECChl, KaK KYJIbTUBUPOBAHUE KIETOK WM HKCTPArUPOBAHHE M OUYUCTKA
Marepualia, MOJYYEHHOTO OT YKUBBIX OpraHu3MoB. Cieayer OTMETUThb, YTO 3THU
MPOIIECCHl MOTYT BKJIOYATh JOMOJHUTEIbHBIC CTA/IUH, SIBISIONIMECS YacTblO
MPOU3BOJICTBEHHOTO TIpollecca, Takue Kak (PU3NKO-XUMUYecKass MoAu(uKaIus.
Hcnons3yemoe chipbe (cpennl, OypepHble KOMIOHEHTHI) MOXKET 0OecrneunBaTh
BO3MOXXHOCTh POCTa KOHTAMUHHUPYIOIIUX MUKPOOPTaHU3MOB. B 3aBucuMoctu OT
MCTOYHHKA, croco0a moJiydeHHs W mpeanojaraemoro npumeHeHus ADPC wm
MPOMEKYTOUYHON TPOIYKIIMU MOXKET OBITh HEOOXOJIUM KOHTPOJb OHOHATpPYy3KH,
KOHTAMUHALIUK BHUpPYyCaMU W/WIW DHAOTOKCMHAMU BO BpeMs MPOU3BOJCTBA U
MOHHUTOPHUHTA NPOIlecca Ha COOTBETCTBYIOIINX CTAAMSIX.

18.14. Jins oOecrieueHrs KadecTBa MPOMEKYTOYHOW MPOAYKIIMH W/UIU
A®C Ha Bcex CcTaausX TMPOU3BOACTBA CJEAYET YCTAHOBUTH HAJJICKAIIUN
KOHTpoJb. X0TA 4acTh |l Hactosimx IIpaBun npumeHsiercs, HaYMHaAsg CO CTaauu
KyJIbTUBUPOBAHUS KJIETOK WM (PEepMeHTaluu, TMPEAMIeCTBYIOMUE CTaauu
(Hampumep, co3gaHue OaHKa KJIETOK) CIEAYeT OCYIIECTBIATH MPU HAJJIEKAIIeM
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npou3BoACTBEHHOM KoHTpojie. Yacte |l Hactosmux IlpaBunm oxBaTbiBaeT
KyJIbTUBUPOBAHUE KIIETOK WJIM (PEPMEHTALINIO, HAYMHAs C TOTO MOMEHTA, KOT/1a U3
0aHKa KJIETOK HU3BJIEKAIOT (DJIAKOH C KYJIbTYpPOHl KIJIETOK JUIsl MCIOJIb30BAHUS B
MPOU3BOJICTBE.

18.15. ns cBeneHWs K MHHUMYMY pHCKa KOHTaMHHAIIUU CIEIyeT
UCIIOJIb30BaTh  HaJJIekaiiee  oOOpyAOBaHME W MPOBOAUTH  KOHTPOJb
NpOU3BOACTBEHHOM  cpeabl.  Kpurtepum  mpuemsieMocTd it KayecTBa
MIPOU3BOJCTBEHHON CpEAbl W YAaCTOTAa KOHTPOJS 3aBUCAT OT CTaaUU U YCIOBUHN
TEXHOJOTHYECKOro Tporecca (OTKpBITBIE, 3aKpBITble WM H30JHMPOBAHHBIC
CUCTEMBI).

18.16. Kak npaBuiio, Npyu TEXHOJIOTHYECKOM KOHTPOJIE CIAEAYET YUYUTHIBATH!

— Tojjepx)aHue pabodero OaHka KJIETOK (€CIu OH UMEEeTCs);

— TPaBWIbHBIN TTOCEB U POCT KYJIbTYPBHI;

— KOHTpPOJIb  KPUTHMYECKUX  paboyux  mapamMeTpoB  BO  Bpems
KyJIbTUBUPOBAHUS KJIETOK WK (pepMeHTaINN;

— KOHTpOJIb TIpoLEecca pOCTa KIETOK, HMX JKU3HECHOCOOHOCTH (IS
OOBIINHCTBA TIPOIIECCOB KyJIbTUBUPOBAHUS KJIETOK) u
IPOAYKTUBHOCTH, KOT/Ia 3TO LieJIeco00pa3Ho;

— Mpoueaypsl cOOpa U OYMCTKH, MPU KOTOPBIX MPOUCXOAUT yJaJICHHE
KJIETOK, KJIETOYHBIX OCTaTKOB M KOMIIOHEHTOB CpPE€Jl C OJHOBPEMEHHON
3amuTOoN mpomexxyTouHo mpoaykuuu win ADC oT KOHTaMUHALMU
(0COOEHHO KOHTAaMUHALMA MUKPOOMOJOTMYECKOW MPUPOJABI) U OT
YXYAIIEHUS] KaYeCTBa,

— KOHTpPOJIb  OMOHAarpy3kM M  YpPOBHEM  DHIOTOKCHMHOB  (mHpHu
HEOOXOJMMOCTH) Ha COOTBETCTBYIOUIMX CTAJHUAX TEXHOJIOTHYECKOTO
nporecca;

— BOIPOCHI BUPYCHOIM 0€30MacCHOCTH B COOTBETCTBUU C HOPMATHBHBIMU
IPABOBBIMU aKTaMH rocyaapcrs-uyieHoB Coro3a.

18.17. Eciim nenecooOpa3Ho, TO CleAyeT JI0Ka3aTh, YTO KOMIIOHEHTBI CPE/I,
OENKM KJIETOK-XO03€B, JPYrHMe CBS3aHHBIE C TPOIECCOM M COMYTCTBYIOIIHE
NPOAYKIIMH MTPUMECH U KOHTAMHHAHTHI YIaJICHBI.

18.2. Iloanep:kanne 0aHKA KJIETOK U BeleHUE 3amuceit

18.20. Jloctyn k 0aHKaM KJIETOK JOJDKEH OBITH pa3perieH TOJIbKO JIMIIaM,
UMEIOLIUM Ha 3TO MOJIHOMOYHS.

18.21. baHKM KIE€TOK JOJDKHBI XPAaHUTBCA B YCIOBHSX, CIELUUAIBHO
npeIHa3HAYeHHBIX IS 00€CTIeUeHHs TTOAIePKaHUs KU3HECTIOCOOHOCTH KIIETOK H
PEIOTBPAIICHHS] KOHTAMUHAITUH.

18.22. Cnenyer BECTM W COXPAHATH 3alUCH MCIOJIB30BAHMS M YCIOBHUI
XpaHeHus (HIaKOHOB U3 OAHKOB KJIETOK.

18.23.B cinydyae HeoOXOOUMOCTH OaHKU KJIETOK CJeAyeT NepPUOIUYECKU
MIPOBEPSATH C LEJIBIO ONPEACIECHUS NX IPUTOTHOCTH IS UCTIOJIb30BaHUA.

18.24.bonee moapobHas mHOpMAIUS MO MOACPKAHUIO OAHKOB KIIETOK
U3JI0’)KEHA B COOTBETCTBYIOIIMX HOPMATHBHBIX IPABOBBIX aKTaX TOCYJapCTB-
yieHoB Coro3a.
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18.3. KyJbTUBHPOBaHME KJIETOK UM epMeHTALMS

18.30. Ecnu kierounsie cyOcTparthl, cpeabl, Oypepbl U ra3pl HE0OOXOIUMO
N00aBIATh B ACENTHUECKUX YCIOBHSX, TO MO0 BOZMOXKHOCTH CJIEYET UCIOJIb30BATh
3aKpBITHIE WJIM U30JIMPOBaHHbBIE CHCTeMBI. Eciu moceB B mepBOHAYAIBEHOM €MKOCTH
WIN TIOCJEAYIOIINEe MEePeHOCH Win AoOaBieHus (cpen, 0ydepoB) BBIIOIHSIOT B
OTKPBITBIX €MKOCTSIX, TO CJIEIYET OCYIIECTBISATH KOHTPOJIb U COOTBETCTBYIOIIHE
MPOLIETYPHI JIs CBEJICHUS K MUHUMYMY pUCKa KOHTaMUHAIUH.

18.31. Ecniu MukpoOHasi KOHTAMUHALUS MOXET MOBJIMITH Ha KayecTBO
A®C, To onepaluy ¢ UCMOIb30BAHUEM OTKPBITHIX €MKOCTEH ClIelyeT MPOBOAUTH B
Ookce, oOecrieynBaOIIeM  OUOJIOTHYECKYI0  0€30MacHOCTb, Wil B
MPOU3BOJICTBEHHOM cpejie, KOHTPOIMPYEMOU TaKUM ke 00pa3oMm.

18.32. Ilpu paboTe ¢ KyJabTypaMu KJIETOK IEpPCOHAJ JIOHKEH OBITh OJIET B
CHELHMATBHYIO OJCKY U COOMIOAATh CIIeUATbHBIE MEPHI MPEAOCTOPOKHOCTH.

18.33. JIns obecrnieueHnsi TOCTOSTHCTBA YCTAHOBJICHHOTO TPOIECca CleAyeT
KOHTPOJIMPOBATh KPUTHUECKHE pabouyue mapameTpsl (Hampumep, TeMIeparypy,
pH, cxopocTh mepememuBaHus, J00aBICHHE Ta30B, naBiieHUe). Takxke ciemayer
KOHTPOJIMPOBAaTh POCT, >KU3HECHOCOOHOCTHh ([isi OOJBIIMHCTBA IPOLECCOB
KyJIbTUBHPOBAHUS KJIETOK) U, KOTJIa ATO 11eI1eco00pa3Ho, MPOTyKTUBHOCTD KIIETOK.
Kputnueckue mapameTpbl OyAyT pa3inuHBIMH OT Mpollecca K MpoIeccy, W s
KJIACCUYECKON (hepMEeHTaIlMi MOXKET HEe MOTPEOOBATHCS KOHTPOJIb ONMPEIEICHHBIX
napaMeTpoB (HampuMep, KU3HECIOCOOHOCTH KIIETOK).

18.34. O6opynoBaHue, UCHOIb3YEeMOE ISl KYJIbTUBUPOBAHUS KJIETOK, TOCIIE
UCIIOJIb30BaHUs JOJKHO OBITh OUMILEHO U cTepuin3oBaHo. [Ipu HeoOxomumocTw,
o0opyZ0oBaHUE IJisi TPOBENECHUS (DEpMEHTAlUU TakKe JOHKHO OBITh OYMILEHO,
JNE3UH(PUIUPOBAHO WM CTEPUITU30BAHO.

18.35. IlurtarenpHblE Cpeapl TEped HMX HWCHOJIB30BAaHUEM  CIEIyeT
CTepWJIN30BaTh,  €CIAM  OTO  IIeNecoO0pa3sHO A MPEeAOTBpAIlCHUsS
HeOaronpusiTHOro BIusHUS Ha kKauecTBO ADC.

18.36. omkHbl OBITh B HaTWYUHM COOTBETCTBYIOIIHWE MPOLEAYPHI MAJIS
BBISIBJICHUST KOHTAMUHAIMA W OMPEICICHUS IEHCTBUN, KOTOPBIE HEOOXOINMO
ocymecTBuTh. K HHM  OTHOCSATCS  TPOLEAYPHl  ONPEACTIEHUS  BIHMSHHS
KOHTaMHUHAIIMA Ha TIPOIYKIIMIO M TPOLEIYphl JEKOHTAMUHAIIUA O0OOpYIOBAHHS U
BO3BpAIllCHUs €ro K COCTOSHHIO, TO3BOJISIOUIEMY  HCIIOJIB30BAaTh  3TO
o0opynoBaHue il MPOU3BOJACTBA mocienywoomux cepuil. IlocroponHue
OpraHu3Mbl, OOHapy>KEHHbIE B XOJ€ IMpOLEeccOoB (epMEeHTAlUU, CIAEAyeT MpH
HEOOXOAMMOCTA HACHTHU(PUIIMPOBATh U OLICHUTHh BIUSHUE WX NPHUCYTCTBUS Ha
KaueCTBO MPOJYKIMU. Pe3ynbTaThl TAKMX OIIEHOK CJIEYET MPUHATh BO BHUMaHHUE
MIPY PEIISHUU BOTIPOCA O BO3MOKHOCTH MCIOJIb30BaHUS TIOJYYEHHOTO MaTepuaa.

18.37. Cnenyet COXpaHsTh 3alMCH CIyYaeB BBISBICHUS KOHTAMUHAIUH.

18.38. Ilocine oOuuCTKM YHHMBEpCaabHOTO (TIPEAHA3HAYEHHOTO IS
MIPOU3BOJICTBA MHOTHUX BHUIOB MPOAYKIIMH) OOOPYAOBAHHS MEXIY ITUKIAMH II0
NPOM3BOACTBY pa3HOM TPOAYKIHHM MOXET TMOTpeOOBaThCA  MPOBEICHUE
JOTIOJTHUTENIBHBIX ~ WCTBITAHWA C IEJBbI0 CBEACHHS K MHHHUMYMY pHCKa
MEPEKPECTHON KOHTAMUHALMH.
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18.4. Coop, BbIIC/IeHHE M OYHUCTKA

18.40. Cragumu cOopa, Kak A YJaJeHUs KIETOK WIA KJIETOYHBIX
KOMITOHEHTOB, TaK W JUIA cOOpa KJIETOYHBIX KOMIIOHEHTOB IIOCIIC pPa3pyIICHUS,
CJIEIyeT OCYIIECTBIIATH C TIOMOIILI0 000PYIOBAHUS M B 30HAX, MPETHASHAYCHHBIX
JUTSI CBEAICHUSI K MUHIMYMY PUCKa KOHTaMUHAIIUH.

18.41. Ilpouemypsl cbopa U OUYWCTKH, TO3BOJSIONIUE YAAIATH WIN
WHAKTUBUPOBATH MUKPOOPTAHU3M-TIPOIYIICHT, KJI€TOYHBIE OCTATKU U KOMIIOHEHTHI
cpen (MpU CBEACHUM K MUHUMYMY pa3pylICHUs, KOHTAMUHAIMU U CHIDKCHHS
KadyecTBa), JOJDKHBI OBITH TaKMMH, YTOOBI oOecrmedynBaTh IOJYUYCHUE
npoMexxyTouHol npoaykiuu win ADC nocToSHHOTO KauecTBa.

18.42. Tlocne ucnosib30BaHUsI BCE 000PYI0BAHUE JOJDKHO OBITH OUMIICHO U
MOJIBEPTHYTO CAHUTAPHON 00pabOTKe B yCTaHOBJICHHOM nopsake. [Ipon3BoacTBo
HECKOJBKHX IOCJIEIOBATEIBHBIX CEPU MPOMEKYyTOoUHOUM mpoaykiuu u ADC 6e3
OYHCTKH OOOpPYJOBaHUS OMYCKAeTCS TOJBKO B TOM Clydae, €CIu OTO HE
OKa3bIBACT BIMSHUS HA UX Ka4ECTBO.

18.43. Ilpm wWCMONB30BAaHUM OTKPBITBIX CHCTEM OYMCTKA JOJKHA
MPOBOJUTHCA B KOHTPOJIUPYEMBIX  YCIOBHSX TMPOU3BOJCTBEHHOW  CPEIbI,
00eCITeYnBaOIINX COXpAaHEHNE KaueCTBa MPOTYKIIHH.

18.44. Ecnum o6opymoBaHHWE HWCHOJB3YETCS IS TTPOU3BOJACTBA Pa3TUIHBIX
BUJIOB TPOJIYKIHUU, TO MOTYT MPUMEHSTHCS JOMOJHUTEIbHBIC BHUJBI KOHTPOJIS,
TaKhe KaK UCIOJIb30BAaHUE CHEIUANIBHBIX XPOMATOrpaPUUECKUX CMOJ WU
MIPOBEJICHHUE JTOTIOTHUTEIBHBIX UCTIBITAHHM.

18.5. Cragum yjaaJjieHus1 WM HHAKTUBALUN BUPYCOB

18.50. ns mosydyeHus Oosee KOHKpETHOM WHGPOpPMAIUU  CIEayeT
BOCIIOJIB30BAThCS COOTBETCTBYIOIIMMHU HOPMATUBHBIMH TPABOBBIMU  aKTaMU
rocyaapcTs-uieHoB Coro3a.

18.51. Craguu yganeHus U THAKTUBALIUKM BUPYCOB SIBIISIIOTCS. KpUTUUECKUMU
cTaausiMu 00pabOTKH MIJIsi HEKOTOPHIX MPOIECCOB, M UX CIEAYeT OCYIIEeCTBIATH B
npeenax napaMeTpoB, MPOIISANINX BATUIAINIO.

18.52. Cnengyer mpuHMMATh HAJJEXKAIIUE MEPbl MPEIOCTOPOKHOCTH ISt
MPEIOTBPAIICHUST  MMOTEHIIMATLHOW KOHTAMWHAIIMA  BUPYCAMH  TMPOIYKIIHH,
MPOIMIEANICH CTaAud YAAICHHWS WIM WHAKTUBAIIMM BUPYCOB, OT TPOIYKIIWH,
KOTOpast 3T CTaauu He mponuia. [loaTomy 00pabOTKy B OTKPBITHIX CHCTEMax
CIEMyeT OCYIISCTBISATH B  30HAX, OTACICHHBIX OT JIPYTUX  DTaroB
TEXHOJIOTUYECKOTO TpollecCa W HMEIONIUX OTHEJIbHbIE CHUCTEMBbI 00paOOTKU
BO3/TyXa.

18.53. OgHo u 1O )€ 00OpymOBaHWE, KaK MpPAaBHIJIO, HE HCHOJIb3YIOT Ha
Pa3TUYHBIX CTAAUSIX OYUCTKU. OTHAKO €ClId HEOOXOAMMO UCTIOIh30BaTh OJHO U TO
e 000pyI0BaHUE, €T0 TIepe] MOBTOPHBIM HCIIOJIH30BAHUEM CIEAYET HAJICKAIUM
o0pa3oM OYUCTUTh W TMOJBEPTHYTH CaHUTapHOM o0OpaboTke. Cruemyer
MPEANPUHAMATDh HAJJISKAINE MEPbl MPEIOCTOPOKHOCTU [IJISi TPEIOTBPAICHUS
BO3MOKHOTO TI€pEHOCa BHUPYCOB C TMPEABIAYIIUX CTaauid (Hampumep, dYepes
000py1I0BaHUE UM TIPOU3BOJICTBEHHYIO CPEAY).

111



19. A®C, IPEJHABHAYEHHBIE JJIs1 KIMHAYECKHUX
NCCIEAOBAHUU/UCIIBITAHUU

19.1. O61mue TpedOBaHUS

19.10. He Bce BuABI KOHTPOJIS, OMUCAHHBIE B MPEABIYIINX pa3zesiaX 4acTu
Il HacTostumx IlpaBuii, mpuMeHHMBI MPU MNPOU3BOACTBE OpuUrHHaIbHOU ADC,
NPEIHA3HAYEHHOW JIsl MPOBEAEHUS HCCIEAOBaHU BO BpeMs ee pa3paboTku. B
HACTOSAILEM pa3Jiesie MPUBEACHBI crielinaibHble TpeOoBaHus K 3TuM ADC.

19.11. Kontponb, ocymectBisgembiii 1npu  npousBoactse  ADC,
IIPEIHA3HAYCHHBIX JUI1 KIMHUYECKUX HCCIIEIOBAaHUN, NOJDKEH COOTBETCTBOBATH
(daze pa3pabOTKU JIEKAPCTBEHHOTO Mpemnapara, B coctaB KOToporo Bxoaut ADC.
[Tporiecc 1 METOIMKHU HCCIIETOBAaHUM JOJKHBI OBITh TMOKUMH ISl 0OecreueHus
BO3MOYKHOCTH BHECEHHsI U3MEHEHMI IO MEpE HAKOIUICHWS 3HAHUM O IpoLecce U
NPOJBMKEHUS HCCIEAOBAaHUI JIEKAPCTBEHHOIO Ipenapara OT JIOKJIMHUYECKUX
UCCIIEIOBAaHUM K  KIMHUYeCKUM  uccienoBanusiM. Korga — paspabotka
JIEKapCTBEHHOIO Ipernapara JOCTUTAeT cTaauu, Ha KoToporl ADC momydaroT s
IPUMEHEHUSI B JIEKAPCTBEHHOM Ipernapare, NpeJIHa3HAYeHHOM I KIMHUYECKUX
VCCIICIOBAHNM, TPOU3BOUTENN JOJKHBI TAPAHTUPOBaTh, 4T0 ADPC nponu3BeIeHbI
C TOMOLIBIO TOAXOMASIIMX TEXHUYECKUX CpPEICTB C  HMCHOJb30BAaHUEM
COOTBETCTBYIOILIUX MPOUEAYP NPOU3BOJACTBA M KOHTPOJIA, HEOOXOIMMBIX IS
obecneuenus kauecta ADC.

19.2. KayecTBO

19.20. IIpu mpomsBoactBe ADC, mpemHa3sHAYEHHBIX I KIMHUYCCKUX
UCCJEIOBAHUM, HEOOXOJMMO MNPUMEHSTh COOTBETCTBYIOUIME  TpPEOOBaHUS
HacTosmmx [IpaBumn u HajIeKaIIyIo MPOIEAYPY OJA00PEHHS KaX A0 CepUu.

19.21. Heob6xoauMo OpraHM30BaTh HE3aBUCHMBIM OT MPOU3BOICTBA OTIIEI
(oTmenbl) KayecTBa JJiA OJOOpEHHS WM OTKJIOHEeHHs Kaxnaou cepun ADC,
MIPEIHA3HAYECHHOM JJIS1 KIIMHUYECKUX UCCIIEIOBAaHUM.

19.22. HekoTtopsbie u3 PyHKIINI IO MPOBEICHUIO UCTIBITAHNUMN, BBITIOJIHIEMBIX
OObIYHO OTHeNOM (OTAeIaMH) KadecTBa, MOXXHO OCYHIECTBIISITH B JPYTUX
NOJIpa3/ICTICHUSAX.

19.23. MepomnpusiTusi B OTHOIICHUH KAa4eCTBA JOJDKHBI BKIIOUATh CHCTEMY
UCIBITAHUM MCXOJHOTO ChIPhS, YIAKOBOYHBIX MAaTEpPUAJIOB, MPOMEKYTOUHOU
npoaykuuu u ADC.

19.24. CnenyeT aHanmu3upoBaTh MPOOJIEMBI, CBSI3aHHBIE C MIPOU3BOJCTBOM U
KaueCTBOM.

19.25. Tekct wmapkupoBku ADC, mpemHazHAYEHHBIX OIS KIMHUYECKUX
WCCJICIOBAHUM, CIIEyeT Ha/JIekKAIIMM 00pa3oM KOHTPOJMPOBAThH; B HEM JIOJDKHO
OBITh YKa3aHO, UTO BEIIECTBO MPEAHA3HAUYCHO JJISl UCCIIE0BATEIbCKUX LIETICH.

19.3. IloMemeHus U 000PyT0OBAHHUE
19.30. Bo Bpems Bcex ¢a3 KIMHUYECKOTO HCCIEIOBAaHMs, BKJIIOYas
WCIIOJIb30BAHUE ONBITHBIX YYAaCTKOB WM JaOOpaTOpuil AJisi MPOU3BOJACTBA CEpUil

A®C, npenHazHaye€HHBIX JUIS KJIMHUYECKUX MCCIIEAOBaHUM, ODKHBI OBITh
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IPETYCMOTPEHBI MIPOIIETYPHI, rapaHTUPYIOIIHE, 4TO o0opynoBaHue
POKATMOPOBAHO, OUUIIIEHO M COOTBETCTBYET CBOEMY Ha3HAUCHHUIO.

19.31. Tlopsimok HSKcrutyaTtaliid OOOpYAOBaHUS JOJKEH TrapaHTUPOBATH
npoBeJicHHEe pPa0OT C HCXOJHBIM CBHIPHEM TaKUM OOpa3oM, YTOOBI CBECTH K
MUHUMYMY PUCK KOHTaAMUHAITUHU U TIEPEKPECTHON KOHTAMUHAITUH.

19.4. KoHTPOJIb HCXOHOI'O CHIPbA

19.40. HWcxomHoe cbiphe, wucHoib3yeMoe Tmpu TnpousBojctee ADC,
MpEeIHA3HAYCHHBIX ISl KJIMHUYECKUX HCCIEAOBaHMUM, CleayeT OLICHUBATh
MOCPEJICTBOM TPOBEJCHUSI HCIBITAHUN WM TOJIy4YaTh BMECTE C pe3yJibTaTaMu
aHaiKM3a, TMPOBEICHHOIO IMOCTaBUIMKOM, U  MPOBOJUTH HUCIBITAHUE Ha
NOJJIMHHOCTh. EcCnu BEIIeCTBO CYUTAETCS OIMACHBIM, TO JOCTATOYHO AaHAaJIM3a,
IIPOBEICHHOIO MTOCTABUIUKOM.

19.41.B HEKOTOpBIX Clly4asX HPUTOJHOCTb HCXOJHOTIO ChIPbS MOYHO
ONpENENATh Mepe]] HCIOJb30BAaHUEM HAa OCHOBAaHWM €ro MPUTOAHOCTH IIpH
MPOBEJCHUM  peakuu HeOodbIoro macmrada (To  ecTh, HCIHBITaHUS
(YyHKIHMOHAIBHOM MPUTOJHOCTH), YTO MPEANOYTUTENbHEE, YEM TOJIBKO OJHH
aHAIMTHYECKUE HCTIBITAHUS.

19.5. IIpou3BoacTBO

19.50.IIpousBoacteo ADPC, npeaHa3HAYEHHBIX JUISI  KIWMHUYECKUX
UCCIIEIOBaHUM, ciienyeT (PUKCHpoBaTh B J1JaOOPATOPHBIX KypHAJlaX, B 3alHUCSIX Ha
CEPUIO0 WK C MOMOUIBIO APYTUX MOIXOMASIINX CPEJCTB. ITU JOKYMEHTHI JOJIKHBI
BKJIIOYaTh HMH(MOpMaALMIO 00 HCMOJb30BAHUM MPOU3BOJCTBEHHOTO ChIPhs, 00
000py1I0BaHUH, TEXHOJIOTHIECKOM IPOIECCe, a TaKKe HayIHbIe HAOIIOICHUS.

19.51. Oxwumaemble BBIXOIBI TPOAYKIIMA MOTYT pasziudarhcs Ooliee
3HAYMTEIPHO W OBITh MEHEE ONPENCIICHHBIMH, YEeM OKHJIAEMbIC BBIXOJIbBI
NPOAYKIIMM B TMPOIECCax, BBHIMOJHAEMBIX B TMPOMBIIIJICHHOM MaciiTade.
PaccnenoBanue TNpUYMH OTKJIOHEHHM OT BEIMYMHBI OXXHIAEMOTO BBIXOJIa HE
TpeOyeTcs.

19.6. Banunauus

19.60.Eciin npousBenena ogna cepust ADOC wim M3MEHEHHUs mpolecca BO
Bpems pa3pabotku ADPC nenaroT BOCIPOU3BOJACTBO CEpUi 3aTPyIHUTEIBHBIM UITH
HETOYHBIM, TO Baynaanus npouecca npousBojcrsa ADC, npeaHasHAYEHHON s
KIIMHUYECKUX HCCIIeIOBaHUM, OOBIYHO HerelecooOpazHa. Ha »aroit  cramuu
pa3paboTku kauectBo APC obecrieunBaeTcsi COUETAHUEM KOHTPOJIS, KAIUOPOBKU
Y IpY HEOOXOUMOCTH KBalmu(pUKaIMu 000pyA0BaHUS.

19.61.Ecnu cepun npou3BOIST IJI1 KOMMEPUYECKOTO MCIOJIb30BAHUS, TAXKE
OpU  YCJIOBHM, YTO TaKW€ CEPUM TMPOU3BOIAT B OINBITHOM WM  OIBITHO-
IPOMBIIIUICHHOM ~MaciuTtade, BaJMJALMI0O Tpoliecca CleayeT MpOBOJIUTH B
COOTBETCTBUHM € paznieioM 12 vactu Il Hacrosuux IlpaBui.

19.7. U3menenus
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19.70. W3meHeHus ciemayeT BHOCHTH BO BpeMs pa3pabOTKh MO Mepe
npuoOpeTeHnsl HOBBIX 3HAHWM M pocTa Macimrada mnpomsBoiacTBa. Kaxmoe
U3MCHEHHE B TEXHOJIOTMUECKOM TIpoIiecce, CHeMUuPUKANUAX WIA METOJINKaX
UCTIBITAHUH CIIeAyeT HaAJISKAIUM 00pa30oM PETUCTPUPOBATh.

19.8. JIabopaTopHBbIil KOHTPOJIb

19.80. HecmoTpst Ha TO, UTO aHAIUTUYECKUE METOAUKH, UCTIONb3YyEMBbIE IS
oueHkn cepun ADC, nmpegHa3HAYEHHON AJI KIMHUYECKUX UCCIENOBAHUM, MOTYT
elle He MPOUTH BaJIMJIALIMIO, OHU JOJHKHBI OBITh HAYYHO OOOCHOBAHBI.

19.81. JomkHa OBITH OpraHM30BaHa CUCTEMA XpPaHEHUS apXHUBHBIX 00pa3IloB
BCEX cepuil. DJrTa cucTeMa JO0JDKHA OO0ecnedyrBaTh COXpPAHEHHE OCTATOYHOTO
KOJIMYECTBA KaXKJOT0 apXMBHOIO 00pas3lia B TEUEHUE OMNPENEICHHOTO MNepHoja
BPEMEHU NTOCIIE 0100PEHM S, 3aBEPIICHUS WIIA OT3bIBA 3asIBKH HA PETHCTPALIUIO.

19.82. Omnpenenenue naThl HCTEYCHHUS CpPOKa TOAHOCTH W TPOBEACHUS
MOBTOPHBIX HMCIBITAHUM, Kak yka3zaHo B nogpaszzgeine 11.6 gactu |l nHacrosmmx
[IpaBwi1, MpEMEHUMO IO OTHOLIECHHUIO K cymecTByromuM APC, nperHa3HayYeHHBIM
Uil KIMHUYECKUX uccienoBanuid. J{nsg HoBbix ADC, HaXOmsIIUMXCA HA PAHHUX
CTaJUsAX KIMHUYECKUX HUCCIICIOBaHMM, TpeOOBaHus, yKa3aHHbIe B moApaszaene 11.6
yacTu || HacTosmmx [IpaBun oObIYHO HE TPUMEHSIOTCS.

19.9. lokymeHnTanust

19.90. Cucrema nOKyMEHTAIlMH JOJDKHA TapaHTHUPOBATh, UTO MH(OpMAIIHS,
MOJIy4yeHHasi B Xoje pa3paboTku u mpousBojcTBa ADC, npeaHa3HAUYCHHBIX IS
KIMHUYECKUX HCCcenoBaHuii, Oyaer odopmieHa JOKYMEHTAIbHO JOJKHBIM
00pa3oM U AOCTYIHA I UCIOJIb30BaHUS.

19.91. Pa3paboTka 1 mprUMEHEHNE aHATUTHYECKUX METOJIUK, UCTIOJIb3yEeMbIX
JUTS TIOATBEpKACHUS BhITycka cepun ADC, nmpeaHazHAYeHHON ISl KITMHUYIECKIX
UCCJIEIOBaHUM, JOJKHBI ObITh 0(OPMIICHBI TOKYMEHTAJIBHO.

19.92. Jlomkxna ObITh pa3paboTaHa M BHEJAPEHA CHUCTEMa XpaHEHHUs 3amuceit
110 POU3BOJACTBY M KOHTPOJIIO U COOTBETCTBYIOUIECH JOKYMEHTAlMU. JTa cucTeMa
JNOJKHa —oOecneuyMBaTh XpaHEHUE 3amuced M JOKYMEHTOB B  TEYEHHE
YCTaHOBJICHHOTO TIEPUO/a BPEMEHH IOCie OJ00pEHMs, 3aBEpUICHUS] MU OT3bIBa
3asBKM Ha PErHCTPAIHIO.

20. TEPMHUHBI U ONTIPEAEJIEHU A
AxTuBHas ¢apmaneBTudeckasi cyocranomsa, ADC (active pharmaceutical
ingredient, API): BemecTtBo wiIM cMech BEIIECTB, KOTOPOE MPEIHA3HAYCHO IS
WCIIOJIb30BaHUsI B IIPOM3BOJICTBE  JICKAPCTBEHHOTO TIperapara W IPH TaKOM
UCIIOJIb30BAaHUU CTAHOBUTCS €0 AaKTHUBHBIM HWHTPEAUCHTOM  (JIECHCTBYIOIIAM
BemiecTBOM). Takwe BemecTBa 007analoT (apMaKOIOTUYECKHUM WM JIPYTHM
HETIOCPEICTBCHHBIM JICHCTBUEM; TpeIHA3HAYCHHBIC IS JICUCHHSI, JUArHOCTHKH
Wi TOpodUIAKTUKU 3a00JIeBaHUM, s yxoda, OOpaOOTKM W  OOJerdeHwUs
CUMIITOMOB, OKa3bIBAIOIUE BIIMSHUE HA CTPYKTYPbl WU (PU3HOJIOTHICCKHUEC
(GyHKUMU OpraHu3ma.

Buonarpyska (bio burden): YpoBens 1 Bua MUKPOOPTaHW3MOB (HAIIPUMED,

114



HENpUEeMJIEMbIE  WJIM  JIOIYCTHMBIE  MHKPOOPTAHU3MBI), KOTOPBIE  MOTYT
IPUCYTCTBOBATh B UCXOTHOM CBhIPhE, UCXOJHOM ChIpbe Ui mpou3BojcTBa ADC,
NPOMEKYTOUHOW mponykiuu wid B ADPC. BbuoHarpy3ky He cielyeT CUYUTaTh
KOHTaMUHAIIMEH, €CIIM €€ YPOBHHU HE IMPEBBIIAIOT YCTAHOBJICHHBIC MPEICIIbHBIC
3HAQYCHUS WIM HE OOHApY)XCHbl MHMKPOOPTaHH3MbBI, OINpPEICISIEMbIC  Kak
HEJIOMYCTHMBIE,

Bammpanus  (validation):  JlokymeHTanibHO OQOpPMIICHHBIC —JICHCTBHS,
JAlONIMe BBICOKYIO CTEIICHb YBEPCHHOCTH B TOM, YTO KOHKPETHBIM IpoIiecc,
METOJIMKa WJIA CHCTeMa OyayT TIOCTOSHHO TIPUBOAMTH K pe3ysibTaram,
COOTBETCTBYIOIIUM 3apaHee YCTAHOBICHHBIM KPUTEPUSM ITPHEMIIEMOCTH.

Bcnomorartenbnbie  matepuaabl  (process  aids):  Marepuansl, 3a
UCKJIIOYCHHEM pPACTBOPHUTENICH, KOTOpBIC SIBJISFOTCS BCIIOMOTATEIIBHBIMU IPH
IIPOU3BOJICTBE MPOMEXYTOUHOM mnponaykuuu wim APC u camu 1mo cebe He
y4aCTBYIOT B XUMHUYCCKOW WM OHOJIOTUYECKON peakuuu (Hampumep,
GUIBTpyOIIE MaTEPHUAIIbl, aKTUBUPOBAHHBIN YTOJIb | T.I1.).

Boixon oxumaembrii (yield, expected): KomudecTBo Marepuana WiH
MPOIEHT OT TEOPETHYECKOTO BBIXOJIA, OKHJIaeMbIe Ha JIFOOOW COOTBETCTBYIOIICH
CTaJIM TEXHOJOTUYECKOTO MPOIlecca, OCHOBAHHBIC HA JIAHHBIX, MPEIBAPUTEIIHHO
MIOJTyYEHHBIX TIPU MTPOU3BOJICTBE ITOTO MaTepraia B JAOOPATOPHBIX, OTIBITHBIX VT
IIPOMBIIIJICHHBIX YCIIOBHUSX.

Boixon Tteopermueckmii (yield, theoretical): KomudectBo, KoTOopoe
OIPE/ICIICHO HAa OCHOBAaHHMH KOJMYECTBA HCIOJIB3yEeMOTO MaTepualia U MOTJIO Obl
OBITh TMPOU3BEJCHO Ha JIFOOOM COOTBETCTBYIONIEH CTaaWUd TEXHOJIOTUYECKOTO
nporecca MpU YCIOBUU OTCYTCTBHS KaKHX-JTHOO TOTEPh WM OTKJIOHCHUH B
YCIIOBHSIX PEATBHOTO TEXHOJIOTUYECKOTO TpoIiecca.

Jlata ucredyeHHusi cpoka roguocTu (expiry date or expiration date): [ara,
yKa3aHHas Ha ymakoBke/dTHKeTkax ADC m oOo3Hadaromas nepuoja BpPEMEHH, B
TEYCHHE KOTOPOTO MPHU XPAHCHWH B YCTAHOBJICHHBIX YCJIIOBUSAX XapaKTEPUCTUKH
A®DC noDKHBI 0CTaBaTHCS B IIpe/Ienax CrenuuKanui, U Mo UCTEYCHUHA KOTOPOTO
A®C Henb3s UCNOIb30BaTh.

JlaTa moBTopHoro ucnbiTanus (retest date): J/lata npoBeicHus TOBTOPHOTO
KOHTPOJISI MaTepuaia ISl MOJITBEPKICHUS €ro MPUTOAHOCTH I JallbHEHIIIero
UCIIOJTb30BaHUSI.

Hcxoanoe cuipbe (raw material): OOmiee MoHATHE, HCIIOIB3yeMOE JIIs
0003HAYCHUS  HMCXOJHBIX  MaTepUajoB, pPEaKTHBOB W  PacCTBOPHUTEIICH,
IpEeAHA3HAYEHHBIX ISl TPOU3BOICTBA IPOMEKYTOUYHON MpoayKuuu uiu APC.

Hcxoanoe coipbe 1is npousBoacTea ADC (API starting material): Cripbe,
npoMexyTouHas npoAykius wid apyrue ADC, KOTOpble HCHONB3YIOTCS IS
npousBojactBa ADPC u BXomar B CTpykTypy ADC B KauecTBE BaXKHOTO
CTpyKTypHOTO Pparmenta. MicxoaHoe ceipbe st mpousBoacTBa ADC MOKeT ObITH
TOBApOM — BEIICCTBOM, 3aKYIUICHHBIM I10 KOHTPaKTy JHOO TOPTOBOMY
COMVIAINICHUIO y OJHOTO WJM HECKOJBKHX IIOCTABIIUKOB, JIMOO MOXKET
IIPOU3BOJIUTHCS CaMOCTosTeNbHO. VicxomHoe chipbe i mponsBojacTBa ADC, kak
MIPABHIIO, UMEET YCTAHOBJICHHBIC XUMHUYECKHE CBOHCTBA M CTPYKTYPY.

Kammoposka (calibration): JlemoHcTparus TOro, 4To KOHKPETHBIH TpUOOP
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WIH YCTPOWCTBO JAaeT Pe3yJIbTaThl B YCTAHOBJICHHBIX MpEJEax MO0 CPABHEHUIO C
pe3ylbTaTaMu, MOJy9aeMbIMHU TPH HKCIOJb30BaHUM CTAHIAPTHOTO 00pasia Win
COIMOCTaBUMOIO CO CTaHAapTOM oOpa3ila BO BCEM COOTBETCTBYIOIIEM IHAIa30HE
W3MEPEHUM.

Kapanrun (quarantine): CraTyc BeIIeCTB M MaTepHAJIOB, W30JIMPOBAHHBIX
dbuzndecku Wik ApyruMu 3GPEKTUBHBIMU CIIOCOOaMU, 10 MPUHITHS PEIICHUs 00
UX MOCJICAYIONIEM 0T0OPEHUH WU OTKIOHCHHH.

Kpanuduxamua  (qualification):  JleiictBusg,  ymocToBepsionpe U
MOJTBEPXKIAIONINE JOKYMEHTAIBHO TOT (akT, dYTto OO0OpYyJAOBaHUE WA
BCIIOMOTATENIbHbIC CHUCTEMBI CMOHTHPOBAHBI JIOJDKHBIM 00pa3oM, IPaBUIBHO
(GYHKITMOHUPYIOT W JICUCTBUTEIBHO NPHBOJAT K OXHIAEMBIM pe3yJIbTaTaM.
KBammpukanuss  SBISICTCS  YacThblO  BAJMJAIMKM, HO  OTHCIBHBIC  ATallbl
KBaTM(HUKAIIMHA CaMH TI0 ce0€ HE SIBIISTIOTCS JIEMEHTaMH BaJTUIAIIUH TIPOIIECCa.

KomnblorepusunpoBannasi cucrema (computerized system): Ipouecc wiu
oreparysi, 00bSJMHCHHAS B OJTHO II€JI0€ ¢ KOMITBIOTEPHON CUCTEMOH.

KomnbrorepHasi cucrtema (computer system): I'pynma KOMIIOHEHTOB
anmapaTHOro 00eCIeYeHHsI U COOTBETCTBYIOIIETO MPOrPaMMHOTO OOECIeueHUs,
CIIPOCKTUPOBAaHHAS M CMOHTHpPOBaHHas TaKhUM 0Opa3oM, YTOOBI BBITIOJTHSTH
OTIPEJICICHHYIO0 (PYHKIMIO UM HA00p QYHKIIUH.

Konramunanmus (contamination): HexenarenbHoe BHECEHHE MpHUMeECEH
XUMHYCCKOH WM MHUKPOOHOJOTHYCCKOW MPHUPOJBI MM HHOPOIHBIX BEIIESCTB B
HMCXOJHOE CBhIpbE, NPOMEKYTOUHYIO mpoaykiuio wm APC Bo Bpems
TEXHOJIOTUYECKOTO TMpolecca, oTrdopa Mpod, YIMAKOBKH WM MEPEYIMaKOBKH,
XpaHEHUS WIH TPAHCIIOPTUPOBAHUSI.

KonTposis B mnpoumecce mNpoOU3BOACTBA (BHYTPUIIPOU3BOJACTBEHHBIN
KOHTPOJIb, MEIKOTICPAIMOHHBIN KOHTPOJIb) (in-process control or process control)):
[IpoBepku, ocCymiecTBIsieMble B XOAE TEXHOJOTHYECKOTo MpoIecca ¢ IIeNbI0
Haj30pa (MOHUTOPHHTA) U MPU HEOOXOTUMOCTH PETYJIIMPOBAHMS TIpoIecca W/Win
JUIS  TIOATBEPXJICHUS TOTO, YTO MPOMEXYTOYHas mponaykius wm ADC
COOTBETCTBYIOT CIICIIM(PUKALIASIM.

KonTpoaws kauectrBa (quality control,QC): IlpoBepka miaM HCHbITAaHHE Ha
COOTBETCTBHE CTICIIM(PUKALIUASIM.

Kpurepuu npuemiemocTu(IonycTiMbie HOpMBI) (acceptance criteria):
YucnoBble Tpeneiabl, HWHTEPBAIbl WM  JIPYTHE MOAXOASIINE KPUTEPHUU
PUEMJIEMOCTH PE3yJIbTaTOB UCIBITAHUM.

Kpurnueckmii (critical): TepmuH, OTHOCSIIMHCS K TPOW3BOJCTBCHHOM
CTaJ1H, YCIIOBUIO TEXHOJIOTHYECKOTO Mpoliecca, TPeOOBAHUIO HWCIBITAHWHA WU
JTF000MY JIPYroMy CYIIECTBEHHOMY MapamMeTpy WM TPEIMETy, KOTOPhIC CIIEAyeT
HOJICP)KUBATh B paMKaX IPEIBAPUTEILHO YCTAHOBJICHHBIX KPHUTEPHEB IS
obecrieuenust coorBeTcTBUsi ADC cBoeii crienuduKaIuu.

JlexapcTrBennnlii mpemapar (drug (medicinal) product): nekapctBeHHOE
CPEICTBO B BHJIC JICKAPCTBEHHOU (POPMBI;

Matepuan (material): OGriee nousTHe, 0003HaYaKOIIEe CHIPbE (MCXOAHOE
CBIpBE, PCaKTHUBHI, pPacTBOPHUTEIN), BCIIOMOTaTeIIbHBIC MaTepUabl,
IPOMEXKYTOUHYIO TIpoayKinio, ADC 1 MaTepraibl I YITAKOBKU M MAPKUPOBKH.
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Matounasi kuakoctb (Mmother liquor): Ocrato4yHas >XHIKOCTH ITOCIIE
MPOIECCOB KPHUCTAUIM3AIMA WM BBIICICHHUS. MaTouHash KHIKOCTh MOXKET
COJIEp)KaTh HEMPOPEarupoBaBIIME BEIISCTBA, MPOMEKYTOUHYIO MPOIYKIIHIO,
HekoTopble konudectBa ADC w/mmm npumeceii. OHa MOXKET OBITh MCIOJB30BaHA
TS JanbHenen o0padboTKH.

Homep mapTum (lot number): Cm. onpesienicHre TepMUHA «KHOMED CEPUNY.

Homep cepuu (Homep maptum)(batch number or lot number): Yuaukansuas
KoMOuHarus 1udp, OyKB W/UIU CHMBOJIOB, KOTOPBIE HUICHTU(UIIMPYIOT CEPHUIO
(mapTU0) W Ha OCHOBAHMM KOTOPBIX MOXHO OIPEICIUTh HCTOPUIO €€
IIPOM3BOJICTBA U PEATHU3AIINH.

Oobecneuenne kavectrBa(quality assurance, QA): CoOBOKYITHOCTh BcCEX
OpPTraHM3AIMOHHBIX MEPOIPHATHIA, HAIPABICHHBIX HAa OOCCIICUEHUE TOTO, YTOOBI
Bce ADC umenu Ka4ecTBo, HEOOXOIMMOE AJI MX MPEANOIaraéMoro mpuMeHEHN,
a BCE CHCTEMBI KauecTBa MOJICPKUBATHUCH B pab0vYeM COCTOSHUY.

Otnen (otmennl) kadectBa (quality unit(s)): IlompasaencHue, KOTOpOE
HE3aBUCHMO OT IMPOU3BOJCTBA M BHINOJHACT OOS3aHHOCTU KaK MO 00ECIeYEeHUIO
KayecTBa, TaK M 10 KOHTPOJIO KadecTBa. IJTO MOTYT OBITh JHOO OTIEIbHBIE
CIIy’)KObI OOecTieueHHs] KauecTBa W KOHTPOJS KadecTBa, JIMOO OIHO JIUIO HIIU
TpYIIa JUI B 3aBUCUMOCTH OT MacIiTada U CTPYKTYPbl OPTaHU3aIIHH.

OrkJionenue (deviation):OTcTymieHHe OT YTBEPKIACHHONW MHCTPYKIIUN WK
YCTaHOBJICHHOTO CTaHaapTa.

IMaptus (lot): Cm. onpeneneHne TepMHUHA «CEPUS».

IlepexpectHas koHTamMuHamusi  (Cross-contamination):  3arpsi3HeHue
MaTepHalia WU MPOIYKIIMA APYTUM MaTEPUATIOM HITU PO TYKIIHEH.

Ilepepadorka (reworking): IlpoBeneHue OJHOW WJIM HECKOJIBKHX CTaJIHM,
OTJIMYAIONIMXCS OT YCTAHOBJIEHHOTO MPOM3BOJACTBEHHOTO TIpoOIlecca, C IENbI0
0o0paboTKM Takoil TpoMexyTrouHod mnpoaykimu wm ADC, koropas He
COOTBETCTBYET CTaHIAPTaM WJIH CIICITU(DUKAITUSAM, IS TIOJTYICHHUS TPOMEKYTOUHON
npoaykiuu win ADC mpreMIeMoro kadecTsa (HampuMep, MepeKpUCTaUTU3aIUS C
TIOMOIIBIO IPYTOTO PACTBOPHUTEIIS).

IoBTOpHast o0padoTka (reprocessing): Bosppamienne B mporiecc
NpOMEXYTOUHOM  mpoxykuuu wid  APC, BkIouyas  NOPOAYKLHIO, HE
COOTBETCTBYIOIIYIO CTaHIApTaM WM CHeNU(UKANNSAM, ¥ TIOBTOPHOE IMPOBEIACHUE
CTaIUM KPUCTAUIM3ALMN WU JPYTHX COOTBETCTBYIOIIUX XHMHYCCKUX WU
busznueckux craguid  00pabOTKM  (Hampumep, AUCTWUIAUMA, (UIbTpaLus,
XpoMaTtorpagupoBaHue, W3MEIbUYCHUE), SIBISIONIMXCS YaCThIO YTBEPKICHHOTO
MPOM3BOJICTBEHHOTO  mporecca.  [IpogomkeHne  OCYIIECTBICHUS — CTaaAuH
TEXHOJIOTUIECKOTO TMpoliecca Mocje TOro, Kak KOHTPOJIb B TIPOIecce MPOU3BOICTBA
MOKa3aJl, 9TO CTaJAWs HE 3aBepIlieHa, CIYMTACTCS YaCThIO OOBIYHOTO TpoIiecca, a He
MOBTOPHOU 00pabOTKOIA.

Moanucano (moamuch) (Signed (signature)): Ioamuce M@, KOTOPOE
BBITOJTHSJIO ONpEIeNICHHOE JISHCTBHE MITM OCYIIECTBIISUIO MPOBEPKY. DTa MOAIHUCH
MOXKET OBITh B BHJIC HWHHIIMAJIOB, IOJHOTO PYKOIHMCHOTO BapuaHTa WMEHU H
dbamMuiuy, pPYKONUCHOW TMOMANWCH, JMYHOM TMe4YaTH WM AayTeHTHYHOH W
3alIUIIEHHON JIEKTPOHHOW MOAIUCH.
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IMoamucy (moamumcano) (Signature (signed)): cm. ompeaencHue TEpPMHHA
«TIOJIITUCAHO.

Mpumecy  (impurity):  JIroO0oii  KOMIIOHEHT, MNPHUCYTCTBYIOIIMA B
IPOMEKYTOYHOM MpoaAyKIuU i ADC, HaTMUrne KOTOPOTo HEXKEIaTeIbHO.

IpousBoaurennb, padoTaomuii mo KoHTpakry (contract manufacturer):
[Ipon3BoanTENIb, BBHIMOJHSAIONUN  ONPENCICHHBIM  BHJ  MPOU3BOACTBEHHOU
JCSITETILHOCTH IO MOPYYCHHIO IEPBOHAYATIBHOTO TIPOM3BOTUTEIIS.

IMpoussoacro (Mmanufacture): Onepammy u BUABI KOHTPOJIS, CBA3aHHBIC C

IIPUEMKOM  MAaTEpHUAaJIOB, TEXHOJIOTUYECKUM  IIPOLIECCOM, YIIaKOBKOH,
[IEPEyNaKOBKOM, MApKUPOBKOW, INEPEMApKUPOBKOM, BBIIYCKOM, XPaHEHHEM U
otrpy3koit ADC.

IMpomexyrounas mpoaykmusi (intermediate): Marepuan, KOTOpPBIH
MOJIY4YaloT B XOJI€ CTaJAUil TEXHOJOTHYECKOro mpoiecca npousBoactsa ADC, u
KOTOPBI ~TIpeTeprieBaeT JMajbHEUIINE MOJCKYISpHBIE MPEBPAIICHUS  WIIH
nmojBepraercss oumcTke mpexae, demM OH craHer ADC. IIpomexyrouHas
NPOAYKIHSI B XOJI¢ TEXHOJOTHYECKOTO MPOIlecca MOXKET IMOABEPraThCsS WU HE
nonBepratbes  BoiAeneHuto. (Ilpumewanme. Yacte |l Hacrosmmx IlpaBwmin
OTHOCHTCS TOJIbKO K TaKOH MPOMEKYTOYHOW MPOAYKIIMH, KOTOpas MpOU3BeIcHA
MoCJie MOMEHTA, OMPECIICHHOTO TPOM3BOJAUTEIIEM B KaueCTBE MOMEHTa Hadala
npousBojcTBa ADC.)

Iporoxkon  Bamumamum  (validation  protocol):  /lokyMeHTaIbHO
oopMIIEHHBIH TUTaH, YKa3bIBAIONIMM, KaK CIEAYeT MPOBOJUTH BAIHJIAIUIO, W
OTPEICIIAIONINI KPUTEPUH MPUEMIIEMOCTH. Hampumep, B IPOTOKOJIC BaJIAIAIH
IPOM3BOJCTBEHHOIO TpoIlecca JODKHBI OBITh  yKa3aHbl TEXHOJIOTHYECKOES
o0OpyTOBaHUE, KPUTHYCCKHE IapaMeTphl Ipollecca M ero padodue peKHMEI,
XapaKTePUCTHKU TPOAYKIMH, OTOOp mpoO, JaHHBIC HCHBITAHUH, KOTOPHIS
HEOOXOIMMO CcOOpaTh, KOJUYECTBO BAIHMIAIMOHHBIX IUKIOB M IPUEMIIEMBIC
pe3yJabTaThl UCIIBITAHUH.

IMpoduas npumeceii (impurity profile):Onucanne naeHTUGUIIMPOBAHHBIX U
HE UJICHTU(PUITUPOBAHHBIX TIpUMecei, MpucyTcTByIomux B ADC.

Ipouexypa (procedure): JIokyMeHTalIbHO O(GOPMIIEHHOE OIHMCAHUE
OTIeparyii, OJJICKAIINX BIMOJIHCHUIO, MEP MPEIOCTOPOKHOCTH U MEPOTIPHUSATHH,
TIPSIMO MJTM KOCBEHHO OTHOCSIIUXCS K MTPOU3BOJICTBY MPOMEKYTOUHOUN TPOTYKIIHA
nnmu ADC.

PactBoputean (Solvent): Heopranwueckass Wiy OopraHuYecKas >KUIKOCTb,
UCIIOJIb3yeMasi B Ka4eCTBE Cpelbl I MPUTOTOBJICHUS PAaCTBOPOB WM CYCIICH3HIA
IIPU IIPOU3BOJICTBE MPOMEKYTOUHOU NpoayKunu min ADC.

Cepusi (maptus) (batch or lot): KoHkpeTHoe KOJHYeCTBO MarepHaa,
MOJIyYEHHOTO B PE3yJIbTaTe TEXHOJIOTMYECKOTO MPOIeCcca WM CEPHH IMPOLIECCOB
TakuM o00pa3oM, 4YTO MOXHO pAacCUYWTHIBATH HAa €ro OJHOPOJHOCTH B
YCTaHOBJICHHBIX IpejeiaXx. B ciydae HempepbIBHOTO MPOU3BOJICTBA CEPUS MOXKET
COOTBETCTBOBATH OINPEACICHHONW YacTh MPOAyKIuU. Pazmep cepun B 3TOM ciydae
MOXKET OMpPEAeNAThCS JTUO00 (PUKCUPOBAHHBIM KOJIMYECTBOM, JIMOO KOJIMYECTBOM,
IIPOM3BEICHHBIM 32 ONPE/ICIICHHBIN MPOMEKYTOK BPEMEHH.

Cneuuduxanms (specification): TlepeueHb HCHOBITAHWH, CCHUIOK Ha
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AHATUTUICCKHEC METOJIUKH U KPUTEPUEB TPHEMIIEMOCTH, MPEACTABIIIOMNX COO0H
YHCJIOBBIC TPAHMIIbI, UHTEPBAJIbl WM JPYTHE KPUTEPHUU JUISI COOTBETCTBYHOLIUX
ucnbiTanuid. CrienuuKalus ycTaHaBIMBaeT HAOOp KPUTEPHEB, KOTOPBIM JTOJKEH
COOTBETCTBOBATh ~ MaTepUall, 4YTOOBI CUMTAThCA MPHEMJIEMBIM IS €rO
npejmnonaraeMoro npuMeHenus. «CoOOTBETCTBUE CHENM(UKALMNY) O3HAYAET, YTO
MaTepHuall, MPOUICAIINNA HCIBITAHUS COTJIACHO IMEPEYUCIICHHBIM aHATMTHYCCKUM
METOAMKAM, COOTBETCTBYET IPUBEICHHBIM KPUTEPHUSAM MPUEMIIEMOCTH.

CranpapTHblii oOpasen, BTopuunblii (reference standard, secondary):
CyOcTaHIUsl YCTAaHOBJIGHHOTO KavyecTBa M YUCTOTHI, YTO JIOKA3aHO IOCPEICTBOM
CPaBHCHHUS C IEPBUYHBIM CTaHJAAPTHBIM OOpAa3IOM, HCIOJIL3yeMOE B KauyeCTBE
CTaHJApPTHOTO 00pa3ua Jyisl TEKYIIUX JJabOpaTOPHBIX aHATIU30B.

CranpapTHblii  o0pa3en, mnepBuunblii (reference standard, primary):
CyOcraHIus1, KOTopas sSBJISCTCS TOJUTHHHBIM BEIIECTBOM, YTO OBLIO JOKa3aHO C
MIOMOIIIBI0 PACHIMPCHHBIX aAHAJUTHYCCKUX UCMBITAHUHA M KOTOpas JIOJDKHA
001a/1aTh BBICOKOH CTEMEHBIO YHCTOTHI. DTOT CTAaHIAPT MOXKET OBITh: 1) moydeH
U3 OQUIMAILHO TPU3HAHHOTO WCTOYHWUKA WJIH 2) TOJNyYeH TOCPEICTBOM
HE3aBHCUMOTO CHHTE3a, WJIU 3) TOJNyYeH W3 HCIIOJIb3YeMOTO B IPOW3BOJICTBE
BEIIECTBA C BBICOKOH CTETICHBIO YHCTOTHI, WM 4) MPHUTOTOBJICH IOCPEICTBOM
MOCIIEAYIOMIEH OYMCTKH BEIIEeCTBA, UCIIOIh3yeMOTO B IPOMU3BOICTBE.

Texnonormuecknii mpouecc (production): Bee omeparnuu mo nmpou3BOJICTBY
A®DC, BritoYas NpUEeMKy MaTepuaaoB, o00paboTKy u ynakoBky ADC.

YnakoBouHblii Matepuan (packaging material): JlroGoli wmartepuan,
MPEAHA3HAYEHHBIM Ul 3aIIUTHI MPOMEXYTOUYHOW mnponykumu uin ADPC npu
XpaHEHUU ¥ TPAaHCTIOPTHPOBAHUH.
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YACTbD Il
AOKYMEHTbI, CBSI3AHHBIE C ITIPABHJIAMHA
HAVIEZKAINEA ITPOU3BOJICTBEHHOU ITPAKTUKH

NOACHEHMUSI 1O COCTABJIEHUIO
JOCBE ITPOU3BOACTBEHHOMU INVIOIMAAKHA

1. BBenenue

1.1. Jlocke mNpOU3BOACTBEHHON IUIOIAAKA — JOKYMEHT, KOTOPBIH
COCTaBJISIETCS] TIPOU3BOAUTEINIEM JIEKAPCTBEHHBIX CcpeacTB. OH JOJIKEH COAEpPKaTh
CHELMATIbHYI0 MH(OPMALMIO O MOJUTHKE B OOJIACTH KAauyecTBa U JIE€ATEIbHOCTU
IPOU3BOJCTBEHHON IUIOMIAJKHA, O TEXHOJIOTMYECKOM IIPOLIECCe /MM KOHTPOJIE
KayecTBa MpHU NPOBEACHUU ONEpaluil 0 MPOU3BOJCTBY JEKAPCTBEHHBIX CPENICTB,
IPOBOJMMBIX Ha JAHHOW IUIOIIAJKE, a TakkKe O KakuxX-IMbo TECHO
B3aMMOCBSI3aHHBIX pa0OTaxX B MNPUMBIKAIOIIMX W COCEOHUX 3AaHusaX. Eciu Ha
JAHHOM TUIOLIAJKE OCYLIECTBISETCSA TOJIbKO YacTh ONEpPaLUid 10 MPOU3BOACTBY, TO
B Jloche MNpPOM3BOJCTBEHHOW IUIOIIAAKHA JOJDKHBI OBITH ONMHMCAHBI TOJIBKO 3TH
olepanuu, HanpuMep, aHaJIu3, yIIaKoBKa U T.J.

1.2. Ilpu nomaye B yHOJHOMOYEHHBIM OpraH Jlock€ NPOM3BOACTBEHHOU
IUIOLIAJKY, B HEM JIOJDKHA OBITh IPEJCTABIIEHA YeTKasi HHPOpMALUA O AEATENbHOCTH
NPOU3BOAMTEINSA, KOTOpasi CBA3aHa ¢ TpeOoBaHMsIMU HacTosmmx [lpaBui, koTtopas
MOKET OBITh TIOJIE3HOW TIpU OOIIEeM Haa3ope, a Takke A1 IPPEKTUBHOTO
IUIAHUPOBAHUS U IIPOBEIEHUS] MHCIEKTUPOBAHUS HAa COOTBETCTBUE TPEeOOBAHUAM
Hacrosumx [IpaBuir.

1.3. Jlocke npou3BOACTBEHHON IJIOMIAAKH JOKHO COIEPKaTh 10CTaTOUYHYIO
UH(POPMAIUIO, OTHAKO, HACKOJIBKO 3TO BO3MOKHO, €r0 00bEM HE JOJKEH MPEBbIILIATh
25-30 ctpanui, He BKIIOYash MpuiaokeHus. [IpocTeie MiIaHbl, PUCYHKH U CXEMBI
CUMTAIOTCSl OoJiee MPEeANOYTUTENbHBIMUA, YEM OINHCATENbHOE H3JIoXkeHue. Jlocke
MPOU3BOJACTBEHHON MIOMAAKKH (B TOM YHCIIE MPUIOKEHUS) IOJIKHO OBITh
yn000ounTaeMbIM IIPU MeYaTy Ha Jauctax popmara A4.

1.4. Jlocke mNPOU3BOJCTBEHHOW IUIOIIAJKK JODKHO COCTAaBIISITh YacTh
JOKYMEHTAllUM, KOTOpass OTHOCHUTCS K CHCTEME VIPaBJICHUS KaueCTBOM
MIPOU3BOJIUTENSA; €0 CIEAyeT MOJIEPKUBATh B aKTyalbHOM cocTosiHud. B Jlocke
IPOM3BOJCTBEHHON IUJIOLIAJKM HEOOXOAMMO YyKa3blBaTh HOMEpP BEPCHM U JaTy
BBEJICHHUS B JCHCTBUE, a TAKXKE JATy CJIEIYIOIIEro MEPEeCMOTpa. IJTOT JTOKYMEHT
JOJDKEH OBITh OOBEKTOM PETYJSIPHOTO TIEpecMOTpa ¢ IENbI0  00eCreUCHUS
aKTYaJIbHOCTH M OTPAXEHUS TEKYIUEH NeATeNIbHOCTH. Kakaoe MpuiiokKeHue MOXKET
UMETh OTACIIBHYIO JaTy BBEIEHHUS B JICHCTBHE, YTO IMO3BOJMUT OCYILIECTBIATH €rO
HE3aBUCUMBIN TIEPECMOTP.

2. Heanb

HGHB HAaCTOAIMICTO JOKYMCHTA — JaTb PCKOMCHIAIUN IIPOU3BOIAHUTCIIAM
JICKApCTBEHHBIX MPENAPATOB MO CO3JaHUI0 J[0Che MPOU3BOJICTBEHHOW IUIOMIAIKH,
KOTOPOC  MOXKCT 6BITB MMOJIC3HBIM  IJIsI  YIIOJIHOMOYCHHOI'O OoprahHa IIpu
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INIAaHUPOBAHWHU W IIPOBCACHUHN MHCIICKTUPOBAHWA HAa COOTBCTCTBUC Tpe6OBaHI/IHM
HaCTOAIIMNX HpaBI/IJ'I.

3. O01acTh NpUMEHEHM S

JlaHHBIC TIOSCHEHHS TPUMEHUMBI TPU TOATOTOBKE H (POPMHUPOBAHUHU
coaepxkanus Jlocke MNPOU3BOJCTBEHHOM IUIOMAAKU. [IponsBomuTenn qOJLKHBI
OpUHUMATh BO  BHUMaHHE  PETHOHAIbHBIC/HAIIMOHAIBHBIE  HOPMATHUBHBIE
TpeOOBaHMs Uil OMNpEICJICHHs TOTo, sBIAETCS JM noiaroroBka Jlocbe
MPOU3BOICTBEHHOM TIIOMIAKUA 00s3aTEIbHBIM TPeOOBAHUEM JJIs IPOU3BOAUTENECH
JIEKQpCTBEHHBIX CPEJICTB.

OTH TOSCHEHUS NPHUMEHAIOT KO BCEM BHUIAM NPOU3BOIACTBEHHOM
NESATEIbHOCTH, TAKUM KaK COOCTBEHHO MPOM3BOJICTBO, YIMAKOBKA MU MapKHPOBKa,
IPOBEICHHE WCIBITAHUWA, [EPEMAapKUpPOBKA M IE€PEyNakoBKa BCEX BHUOB
JIEKapCTBEHHBIX IpenaparoB. (OCHOBHbIE MPUHUMUIIBI HACTOSIIET0 JIOKYMEHTa
MOTYT MCIIOJIb30BAThCS IPHU MOArOTOBKE J[0Che MPOU3BOACTBEHHON MIIOIMIAIKU WIIH
COOTBETCTBYIOIIETO JOKYMEHTA MPOU3BOAUTEIISIMU JIEKAPCTBEHHBIX MPENAPATOB U3
JOHOPCKOM KpPOBM WJIM TKaHEW, a TakkKe MPOU3BOAUTEIAMH AKTUBHBIX
(dhapMaileBTUUECKUX CYyOCTaHIIMIA.

4. Conep:xxanue /locbe NpOU3BOJACTBEHHOM IJIOIAAKHA
Hcnons3yemsblii  popmar Jlocke NPOM3BOACTBEHHOM IUIOMIAJKH JOJKEH
UMETH CIIEAYIOIIEE CONCPKAHUE:

1. O0mas uapopmanus 0 MPOU3BOAUTEIIE
1.1. KourakTHast uHpoOpMaLuU:

— HasBanue u ropun4ecKkuil aapec;

— HasBanue(s) m daxTudeckmii(ue) aapec(a) MPOU3BOJACTBEHHOM(BIX)
TJIOIIAKH(OK), 3IaHUHN u MPOU3BOJACTBEHHBIX YYacCTKOB,
PAacIONIOKEHHBIX Ha 3TUX(0M) TuTomaakax(e);

— KontaktHas wuH(popManus, BKIOYas HOMEp TeleoHa MepcoHania,
paboTaroero KpyrioCyTouyHo, C KOTOPHIM KOHTAKTHUPYIOT B CiIy4ae
nedexra u(unm) oT3eiBa MPOAYKIIUU;

— WnentudukaiimoHHbIM HOMEDP MPOU3BOJCTBEHHOU IUIOLIAIKH,
Harpumep, KoopauHaTel GPS winm apyroil cucTembl OINpeeeHHs
reorpau4eckoro MeCTOpaciooKeHus (TIpU HATUYNH ).

1.2. Uadopmanus o TUIEH3UPOBAHHOM NPOU3BO/ICTBEHHOI
NAeSITeJIbHOCTH HA NMPeANPUATHH

— Konmusa pedcTByromen JIUMUEH3WM HA TPOU3BOACTBO JIEKAPCTBEHHBIX
CPEACTB, BEIJAHHOW YIIOJHOMOYEHHBIM OpraHoM — Kak [Ipunoxenue 1.
— Kpartkoe onucanue A€ATENBHOCTA 1O MPOU3BOJCTBY, HUMIIOPTY,

DKCIIOPTY,  ONTOBOM  TOProBjI€ W  Mp., JHUUECH3UPOBAHHOU
COOTBETCTBYIOIIIMMH  YIIOJJHOMOYEHHBIMH  OpraHamu,  BKJIIOYas
3apyOeKHbIE YIIOJTHOMOYEHHBIE OpPTaHbI c YKa3aHUEM
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1.3.

JIUTIEH3UPOBAHHBIX JIEKAPCTBEHHBIX (DOPM/BHIIOB NEATEILHOCTH, €CIH
ATO HE OXBATHIBACTCS JIMLIEH3UEN Ha MPOU3BOJICTBO.

Bunbl npoaykuuu, Mpou3BOAMMON Ha TUIONIAJKE B HACTOSIIEE BPEMs
(nepeuens npuBoautca B llpunokeHun 2), ecau 3TO HE YKa3aHO B
[Tpunoxenun 1.

[lepevyenpb MHCIIEKITUI TIIOMIAIKA HA COOTBETCTBUE TpeboBaHusM GMP
3a TMOcjienHue S5 JeT, ¢ YyKa3aHWeM JaT W Ha3BaHUU/CTpaH
YIOJHOMOYCHHBIX OpPraHOB, MPOBOJMBIIMX HHCHEKTHpoBaHue. [lpum
HAJIMYAHA, KOMHS  JCHCTBYIOIIETO  cepTHdHUKATAa  COOTBETCTBHS
tpedoBanusiM GMP (nmpuBoautcs B [Ipunoxenuu 3).

Kakasa-1m6o0 aApyras NMPOU3BOJICTBEHHAS JesiTeJIbHOCTD,

OCyIIeCTBJIAeMAasi HA MPeANPUSITHH

Onurcanue MPOU3BOJICTBEHHOM JEATEIIBHOCTH HA MPEAIPUSATUA
(TpOU3BOACTBEHHON IUIOIIAJKE), HE CBA3AHHOM ¢ (papmaneBTHUUECKOM
NeSATEIbHOCTBIO, €CJIM TAKOBASI IPOBOAMUTCS.

2. CucreMa ynpaBJjieHUs] KA4YeCTBOM MPOU3BOANTEJIS
2.1. Cucrema YHIPaABJCHUA KAYCCTBOM IMPOU3BOANTE/ISA

Kpatkoe omnucaHue cHCTEMBbl yNPaBICHHUS Ka4eCTBOM MPEANPUITHS U
CCBUIKHM Ha MPUMEHSAEMbIE CTaHIAPTHI.

OTBETCTBEHHOCTh 110 MOJJIEPKAHUIO CHUCTEMBI KadyeCcTBa, BKIIIOYAs
BBICIIIEE PYKOBOJICTBO.

Nudpopmanus 0 AESITEIbHOCTH, B OTHOUIEHHMHM KOTOPOH NpeanpUsTHe
aKKpEeIMTOBAHO M CEPTU(PUUMPOBAHO, BKIIOYas AaThl U COAEpKaHUE
JIOKYMEHTOB IO aKKpeIuTaluuu (cepTudukanum), Ha3BaHUsl OPraHoB IO
aKkkpenurauuu (ceptudukanun).

2.2. IIpouenypsl BbIAAYHU pa3pellieHUs] HA BbINLYCK T'OTOBOM NMPOAYKIMHU

JleTanbHOE onMcaHWe KBAIM(PUKAIMOHHBIX TpeOoBaHUM (0Opa3zoBaHuE
U OomeIT  paboTel) K  YNOJIHOMOYEHHOMY(BIM)  JjHIly(am),
YIOCTOBEPSIOILIEMY COOTBETCTBUE  CEPUM  YCTaHOBJICHHBIM
TpeOOBaHUAM JIJIsl BbIJAUM pa3pellieHus Ha BBITYCK.

OO1iee omnucaHue MPOLEAYPhbl MOATBEPXKICHHUS COOTBETCTBHS CEPHUH
YCTaHOBJICHHBIM TPEOOBAHUSM U BbIJJAUM Pa3peIICHUS HA BBITYCK.
Ponp YHomHOMOYEHHOTO JMIa B BbIJAYe Pa3pELICHHUS HA BBIMYCK
rOTOBOWM MPOAYKUHMH (B TOM YHUCJIE CHATHE C KapaHTHHA), a TaKXKe B
MNOJTBEPXKIECHUN COOTBETCTBUA TPEOOBAHHUSIM  PETUCTPALMOHHOTO
JOCBE.

Cornamienuss ~ Mexay  YIOJHOMOYEHHBIMH  JIMLIAMH, eciu
B3aMMOJIEUCTBYIOT HECKOJIBKO YTIOJTHOMOYEHHBIX JIUII.

VYkazaHue Ha TO, UTO B CTPATErMH KOHTPOJISI UCHOJIB3YIOT MPOLECCHO-
aHanutuueckyro TexHosoruio (ITAT) w/unu BeIIycKk B peanbHOM
BPEMEHHU, WM BBIITYCK 110 apaMeTpaMm (€C/Id TaKOBBIE UCIIOJIb3YIOTCS).
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2.3. YnpaBJ/ieHHe NOCTABIIUKAMH U MOAPSATYMKAMM

KpaTtkoe pestome, coxaepkaiiee MHPOpPMALUIO O LEMAX MOCTaBOK, a
TaK)Ke 0 IPOrpaMmMax BHEIIHErO ayJuTa.

Kpatkoe  omucaHue  cucTteMbl — KBaIM(pUKAUUU  [OAPSIYHUKOB,
POM3BOJUTENICH aKTUBHBIX (DapMaIleBTHUECKUX CYOCTaHLIUN U JAPYTUX
MOCTABUIMKOB KPUTUYECKUX MAaTEPHAIIOB.

Mepomnpusitus 10 OOECIIEYEHHUIO  COOTBETCTBUSl  NMPOAYKLHH
TpeOOBaHUAM PYKOBOJICTB B OTHOIIIEHUHU I'yOUaTOM SHIEPANTONaTHH.
Mepsl, npeanpuHUMacMble IPU IOJO3PEHUN WM  BBIBICHHUH
KOHTpadakTHOH, (anbcuPUIUPOBAHHON MPOAYKLIHUU, B TOM YHCIE
HepachacoBaHHON MPOIYKIIMY (HAIIpUMeEp, HEYMMaKOBaHHBIX TabJIETOK),
aKTUBHBIX (hapMalleBTUUECKUX CYOCTaHLIMA WM BCIIOMOTATENbHBIX
BEILECTB.

Hcnonp30BaHne BHEIIHEW HAYYHOW, AHAIIMTHYECKOM WM JPYrou
TEXHUYECKOM MOMONIH, KaCaroLIENCs TPOU3BOACTBA U aHAJIN3A.
[lepeueHp KOHTPAKTHBIX MPOU3BOJAUTENEH M J1TaOOpaTOpHii, BKIIOYas
azipeca U KOHTaKTHYIO MH(OpMaINIO, a TAKXKE CXEMBbI LIETIel MOCTaBOK
JUISL KOHTPAKTHOM JI€ATENIbHOCTH MO IPOU3BOACTBY M KOHTPOIIIO
KAauecTBa; HaNpUMep, CTEePWIM3alUs IEPBUYHOTO YHIAKOBOYHOIO
MaTepuana s NPOLECcCOB B ACENTUYECKHUX YCIOBUAX, HCHBITAHUS
UCXOJHOTO ChIpbA W T.1. JTa MH(pOpMAaIMs NOJKHA COIEPKAThCS B
[Ipunoxenun 4.

Kpatkuii 0030p pacnpeneneHuss OTBETCTBEHHOCTH MEXY 3aKa3uhuKOM
U UCIIOJIHUTEJIEM B OTHOUIEHUH TPEOOBaHUM PErUCTPALlMOHHOTO JOChE
(ecnm He yKa3zaHO B MyHKTE 2.2 HacTosIero JlonomHenus).

2.4. YnpasiieHue pUCKaMU JIJIs1 Ka4ecTBa

KpaTtkoe omnncaHne HCHONB3YyeMOM NPOU3BOAUTEIEM METOAO0JIOTUU
YIIPABJICHUS PUCKAMU JIJIs1 KAUECTBA.

Cdepa neiicTBMS W HaAMpPaBICHHOCTh YIPABICHUS PUCKAMU IS
KauecTBa, BKJIIOYAash KpaTKOe OMUCaHUE JH000M  JIeITeNbHOCTH,
OCYILECTBIIEMOM Ha KOPIIOPATUBHOM YPOBHE, a TAaKXE€ JIOKAJIbHOU
nesTeabHOCTH.  JIOJDKHO —OBITh  YyIOMSHYTO JIF000€ TMPHUMEHEHHE
CUCTEMbl  YNpPAaBICHHUS pPUCKaAaMHU U1 KayecTBa JJIsi  OLECHKHU
HENPEPBIBHOCTHU IMOCTABOK.

2.5. O030pbI KavyecTBA NPOAYKIUH

Kparkoe onucanve npuMeHEHHON METOAOJIOTHH.

3. Ilepconan

Cxema OpTraHU3alMOHHOU CTPYKTYpPBI c yKa3aHUueM
JOJDKHOCTEW/TIO3UIIMM B YNIPABJICHUM KadyeCTBOM, IPOU3BOJCTBE U
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KOHTpPOJIE  KauyecTBa,  BKIIOYAs  BBICIIEE  PYKOBOJCTBO M
YnonnomoueHHoe(bIe) auI0(a); mpuBoAUTCS Kak [IpunoxxeHue 5.

— KonmdectBo mepcoHana, 3aHATOTO B YIOPABJICHWH KadyeCTBOM,
NPOW3BOJICTBE, KOHTPOJIC KadecTBa, XpaHCHUH U  peau3aliu
COOTBETCTBEHHO.

4. IloMemenusi 1 000py/10BaHUE
4.1. Illomemenus

— Kparkoe omnucanue TpeAnpuUATHs; pa3MEpP  MPOU3BOJCTBEHHOMN
TUTONIAJIKK U TIepeUeHb 3aHui (coopykeHui). Ecii mpon3BoIcTBO ISt
Pa3TUYHBIX PHIHKOB, HATIPUMEP, MECTHOTO, TocyaapcTB-uieHOB Cor03a,
EC, CIJA wu ap., OCYWIECTBISIETCS B Pa3IMYHBIX 3JaHUSIX
MIPOU3BOJICTBEHHOW TIUIOIIAKH, CIIEAYyEeT TMPUBECTH TEPEUEHb ATHUX
3MaHUl  (COOPYXKCHHMM) C yKa3aHHEM pBIHKOB, I  KOTOPBIX
MpeaHa3HaYeHa MPOU3BOJMMAs MPOAYKIHS (€CIM 3TO HE YKa3aHO B
nyHkre 1.1).

— TlpocToii miian WM onucaHue MPOU3BOACTBEHHBIX YYaCTKOB/TIIOMIAIOK
C yKazaHueM Mmaciitada (apXUTEKTYpHbIE U WHXKEHEPHBIC YEPTEKHU HE
HY’KHBI).

— Ilnanel M cxembl TPOU3BOJCTBEHHBIX 30H (Kak I[lpunoxkenue 6) c
yKa3aHUEM KJacca YHUCTOTHI TOMENICHHH U TIepenajoB JdaBICHUS
MEXIy TPIICTAIOMMA 30HAMH, a TaKKE TEXHOJOTHICCKUX OTEPaITHid
(HanpuMep, CMEUIMBAaHKUE, HAIOJHEHUE, XpaHEeHHUEe, YIMAaKOBKa U T.1.),
MPOBOJIUMBIE B TTOMEIIICHUSIX.

— IlnaHbl CKIAQACKUX TOMENICHUM M 30H XpaHEHUs C 0003HAYCHUEM
CHEIUAIBHBIX 30H ISl XpaHEHUs U 00pabOTKH 0CO00 TOKCHYHBIX,
OITACHBIX M CCHCHOMTU3UPYIONINX BEIIECCTB, MPU UX HATMIUH.

— KpaTkoe onmcanue He OTMEUEHHBIX B IUIAHAX CIICIUATBHBIX YCIOBUI
XpaHEeHUs], P HEOOXOAUMOCTH.

4.1.1. Kparkoe  onucanume  cucteM  HarpeBa, BEHTWIIIUM U
KoHunuoHupoBaHus Bo3ayxa (HVAC)

— IlpuHIUIBI ONIpe/iesieHus MOJIaul BO3/1yXa, TEMIEPaTyphl, BIAXKHOCTH,

mepernaga JaBJICHWsT MW KPaTHOCTH OOMEHa BO3Ayxa, YpPOBEHb
peuupkysainuu Bozayxa (%).

4.1.2. KpaTkoe onucaHue CUCTEM BOJIOMOITOTOBKHU
— VYKazaHue KauecTBa MPOU3BOJUMOMN BOJIBI.
— (Cxematuueckue uepTexu cuctem Kak IIpunoxenue 7.

4.1.3. KpaTkoe omucaHue APYyruX CUCTEM 00ECIeUCHUS, TAKUX KaK CUCTEMBI
MOJ/Iauy Tapa, CKaToro BO3ayXa, a30Ta  T.I1.

4.2. OdopynoBanue
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4.2.1. TlepeueHb OCHOBHOTO TEXHOJOIMYECKOTO OOOpYIOBaHHUS U
KOHTPOJILHOTO JIaOOPaTOpHOrOo OOOpYJOBaHUS C 0003HAUYEHHUEM KPUTHUYECKUX
eIMHUII cJIeyeT mpuBecTH Kak [Ipunosxenue 8.

4.2.2. Ouuctka u ne3uHPeKIms.
— Kpatkoe  ommcaHme ~— METOAOB  OYHCTKM W JC3UH(EKIUU
KOHTaKTHPYIONIUX C MPOAYKIIMEH MOBEPXHOCTEH (HAmpUMep, pydHas
OYMCTKA, aBBTOMATHYECKasl CHCTEMAa «OYHCTKA Ha MECTE» H T.IL.).

4.2.3. KoMIbIOTEpU3UPOBAHHBIE CUCTEMbI, KPUTUYECKHE C TOYKU 3PEHUS
TpeOoBaHuil HacTtosmux [IpaBui.

— OnucaHue KOMIIBIOTEPU3UPOBAHHBIX CHCTEM, KPUTHYECKHUX C TOYKH
3peHust TpeOoBaHuil  Hactosummx IlpaBun, 3a  HCKIIOYEHUEM
00OpyI0OBaHUs CO CHELUAIBHBIMU IPOrPaMMUPYEMBIMH JIOTHUECKUMU
KOHTPOJUIEPAMHU.

5. lokyMeHTanus

— Omnucanne CHUCTEMBI AJOKYMCHTAaIINH (HaHpI/IMep, QJICKTPOHHAA,
py4Has).

— EcnM JOKyMEHTHI M 3allUCH XPAHAT WIM apXUBUPYIOT 3a MNpPEIeIaMU
HpOHSBOI[CTBGHHOﬁ IJI0IIaAKH (BKJ’IIO‘-IEUI JaHHBIC II0 MOHUTOPHUHIY
0€30MacHOCTH JIEKAPCTBEHHBIX NPENaparoB, MpU HAIUYWU): TIEPEUYEHb
BHUI0B IIOKYMGHTOB/B&HHCGﬁ; Ha3BaHHUC W apcCC WHOM IJIomaaKku, rac
XpaHAgAT AJOKYMCHTAIIUIO, a TaKXKe HpI/I6JII/I3HT€JII>H0€ BpCM:I,
H€O6XOIIHMOG M IMOJIYYCHHA NOKYMCHTOB M3 apXHBd, HAXOAAIICTOCA
3a [IpCACIaMU IJIOIIAKH.

6. TexHosioruueckui nmpouecc
6.1. Buabl npoayxkumnu
(Bo3moxHna ccpuika Ha [Ipunoxenue 1 v 2.)
— Bwuapl npon3BoAMMON NPOIYKIMHA, BKIIFOYAS:

" [IepeueHb  JIEKapCTBEHHBIX  (OpPM  KaK  JIEKQpPCTBEHHBIX
npenapaToB Il MEAMIIMHCKOTO  TMPUMEHEHUs, TaKk U
JIEKaQpCTBEHHBIX MPENapaToB ISl BETEPUHAPHOTO MPUMEHEHUS,
MIPOU3BOAMMBIX Ha IIIOIIAJIKE;

" [EepeueHb JIEKAPCTBEHHBIX (POPM JIEKAPCTBEHHBIX MPENapaToB,
MPOU3BOJIUMBIX Ha IUIOMIAJIKE JJIsi  JIIOOBIX  KJIMHUYECKHUX
UCCJIEIOBAHUM;  ClelyeT MpeloCTaBUTh HMHPOPMALUIO O
MPOU3BOJICTBEHHBIX 30HAX WM MEPCOHAJE, €CIU OHU OTIIMYHBI OT
T€X, YTO MCMOJB3YIOTCS IPU CEPUIHOM MPOU3BOJICTBE.

— ToxkcuuHbIE WM OMAacHbIE BEUIECTBA (HAPHUMED, BEUIECTBA C BHICOKOM
(bapMaKkoIOTHYECKON AaKTUBHOCTHIO W/WIW CEHCHUOMIM3UPYIOIIUMU
CBOMCTBaMH).
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— Buapel npoaykuuu, npou3BOJAMMON B CIENUAIBHO NPEAHA3HAYECHHBIX
NOMEIICHUSIX WJIM Ha OCHOBE TNpPHUHIMIA KaMMaHui (LHUKJIOB
MIPOU3BOJICTBA), IPU HATHYHUU.

— Hcnonws3oBanue mpolieccHo-aHaMuTH4YecKor TexHomoruu(PAT), npu
Haauyuu: oO0lee ONHUCAHUE COOTBETCTBYIONIEH TEXHOJOTHH U
CBSI3aHHBIX C HEW KOMITBIOTEPU3UPOBAHHBIX CHCTEM.

6.2. Bannuganus npoueccos
— Kparkoe omnucanue oOEeld TMOJUTUKKM B OTHOIICHUM BalldJalluU
IIPOIIECCOB.
— TlonuTuka B OTHOILIIEHUH TOBTOPHON 00paOOTKH U MEpepadOTKH.

6.3. YnpasiieHne MaTepuajJlaMi M CKJIAJCKOE XpPaHeHHe
— MeponpusaTus mo 0OpalIEHUI0 ¢ UCXOJHBIM ChIPHEM, YIAKOBOUYHBIMHU
MaTepuaigamu, Hepac(hacoBaHHOM W TOTOBOM NPOAYKLMEW, BKIIOYas
0T00p Npo0, KapaHTHH, BbIIaUy pa3pellieHus Ha BBIITYCK U XpaHEHHUE.
— MeponpusaTisi M0 OOpallIEeHUI0 C OTKJIOHEHHBIMH MaTepHajlaMd U
MIPOJYKIIHEN.

7. KoHTpOJIb KauecTBA
— Omnucanne ACATCIIbHOCTH 110 KOHTPOJIO Ka4CCTBA, OCYHIGCTBHHGMOﬁ Ha
HpOI/ISBOI[CTBeHHOI\/'I IIomraake B OTHOILLIEHUH (1)I/I3I/I‘ICCKI/IX,
XUMHUYCCKHUX, MI/IKpO6I/IOJ'IOFI/I‘-IeCKI/IX 1 OMOJIOTUYECKUX UCIBITAHUIA.

8. lucTpudbionusi, npeTeH3nu, 1edeKThbl NPOAYKIIUN U
OT3BIBBI
8.1. IucTpudbionusi (B 4aCTH OTBETCTBEHHOCTH IPOU3BOTUTEJIsI)

— Tunbl opranuzanuii  (Aep)kaTenu JMIECH3UA Ha JUCTPHUOBIOIUIO,
Jep)KaTeNyd  JIMUEH3UW Ha TOPOM3BOACTBO M T.JA.), KOTOPBIM
MOCTaBJISICTCS TMPOMYKIUS TMPOU3BOACTBEHHON IUIOIAAKU, U MX
pa3menienue (rocynapcrsa-unensl Coro3a, EC, CILA u T.1.).

— Ornucanue CUCTEMBI, MPUMEHSIEMOW ISl MOATBEPKACHUS TOTO, UYTO
KOKIBIM  MOTpeOUTENb/ONyYaTelb HUMEET IOPHUINYECKOE IIPaBO
MOJIy4aTh OT IPOU3BOJIMUTENS JIEKAPCTBEHHBIE CPEICTBA.

— Kparkoe onucanue cucrembl o0ecrieueHus: COOTBETCTBYIOMIMX YCIOBHIMA
BO BpeMs [IEPEBO30K, HAIPUMEP, MOHUTOPUHI/KOHTPOJIb TEMIIEPATYPHI.

— OpraHuzanust JUCTPUOBIOLIMUA U METOJbI, KOTOPBIMU 0OECTIEYMBACTCS
MPOCIEHKNBAEMOCTh IPOIYKIUH.

— Mepsl N0 TpeayNPEXICHUIO TIOTAJaHus MPOTYKIIUU MPOU3BOIUTENS B
HE3aKOHHYIO L€ OCTABOK.

8.2. Ilperen3uu, nedeKThl NPOAYKIUN U OT3bIBBI
— Kpartkoe omucanue cuctembl pabOThI C TPETEH3UsIMHU, AeeKTaMu
MIPOYKIIUN U TIO OT3BIBAM.

126



9. CamonHCcIIeKIUA
— Kparkoe onucanue cucteMbl CAMOMHCIEKIIUI ¢ 0COOBIM BHUMAHHEM K
KPpUTCPUAM BLI60pa INIAHOBO HHCIICKTHPYCMBIX 30H, IIPAKTHYCCKHUC
MCPOIIPUATHUA U H&HBHGﬁMHG I[GﬁCTBI/IH.

Ilepeyenbr HeoOXoaMMBIX NpUJIOKeHH K Jloche NpPoM3BOACTBEHHOM
IUIOIAAKH
[Ipunoxenue 1. Konus neiicTByroniei TUIEH3UU HA TPOU3BOICTBO.
[Tpunoxenue 2. [lepeyeHb MPOU3BOAUMBIX JIEKAPCTBEHHBIX (HOPM, B TOM YHUCIE
MEXKJyHApO/IHble HemaTeHTOBaHHble Ha3zBaHus (MHH) wim oOmenpussThie
Ha3BaHUA (€CIM CYIIECTBYIOT) HCIOJB3YEMBIX AaKTHUBHBIX (DapMareBTUUECKUX
cyocrannuii (ADC).
[Tpunoxenue 3. Konust 1ecTBYIOIIEro cepTu(uKaTa COOTBETCTBUS TPEOOBAHMIM
Hactosinux [IpaBu.
[Ipunoxenue 4. IlepedeHb KOHTPAKTHBIX IPOU3BOAUTENEH M JAOOpATOpPUM,
BKJIOYasi ajJpeca M KOHTAKTHYIO MH(OpMAIMIO, a TakXKe CXEeMbl Lemnei
OCYLIECTBJICHUS 3TOM KOHTPAKTHOM JESITEILHOCTH.
[Tpunoxenue 5. OpraHu3alOHHBIE CXEMBI.
[Tpunoxenue 6. ITnansl MPOU3BOACTBEHHBIX 30H C YKA3aHUEM ITOTOKOB UCXOJHOTO
CBIpbSl U TIEpCOHAJa, 00IIasi cXeMa MPOU3BOJICTBEHHBIX MPOLECCOB ISl KaXKJI0TO
BU/JIa TPOYKITUHU (JIEKAPCTBEHHBIX (HOPM).
[Tpunoxenue 7. CxeMaTH4eCKHE YEPTEKHU CUCTEM BOJOIIOATOTOBKH.
[Tpunoxenue 8. IlepedyeHb OCHOBHOTO TEXHOJOTMYECKOrO M J1adOpaToOpHOTro
o0opy10BaHUsI.
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YIIPABJIEHUE PUCKAMMU JJISA KAYECTBA

IIpeauciaosue

VYmpaBiaeHue puckamu ISl KadecTBa MOXKET MPUMEHSITHCS HE TOIBKO B
MIPOU3BOJICTBE, HO U IO OTHOIICHUIO K (hapMaIeBTUYECKON pa3pabOTKe, a TaKxKe
IIPY COCTABJICHUH YAaCTH PETUCTPAIIMOHHOTO JOChE, KACAIoMeHcs KadyecTBa. DTOT
JOKYMEHT MOTYT HPHMCHSTH YIIOJIHOMOYCHHBIC OpraHbl IpH (hapMaleBTHUCCKOU
OIICHKE YaCTH PETMCTPAIMOHHOTO JOChE, CBSA3aHHOM C KAa4eCTBOM, a TaKKe IPH
IIPOBCICHUM WHCIICKTUPOBAHKMS Ha COOTBETCTBHE TPCOOBAHMSIM HACTOSIINUX
[TpaBua 1 py pacciieIOBaHUSX, CBA3aHHBIX C MPEITOIaraeMbIM AehEKTOM.

Jist  obecriedeHUsT B3aMMOCBSI3M C JIPYTUMH JIOKYMEHTAaMH HACTOSIIIHMA
JTOKyMEHT ObL1 BKJIFOUeH B yacThb || HacTosmux Ipasui.

[Ipu BIIOUEHWM MAHHOTO TOKyMEHTa B Hactosmue [IpaBuna B rmaBy 1
OBLTM BHECEHBI COOTBETCTBYIOIIME HW3MEHEHHUS, KOTOPBIC COJIEpk AT MPUHITUIIBI
yOpaBJICHWS  pUCKaMH  JUII  KadecTBa.  OJTOT  JOKYMEHT  OCTaeTcs
pPEKOMEHIATEIbHBIM, B HEM TMIPHBOMATCS IMPUMEPHI IMPOIECCOB W TPUMEHEHUS
YIPABJICHHS pUCKaMU JIJIs Ka4eCTBa.

1. BBenenue

[TpuHIMIBEl ynpaBiaeHus puckamMu 3(PpGEeKTUBHO MPUMEHSIOTCS BO MHOTHUX
00J1acTIX HSKOHOMHUYECKON JIESITCIHPHOCTH W YIpaBJeHUs, BKJIOYas (PUHAHCHI,
CTpaxoBaHHE, 0€30MaCHOCTh Ha IPOM3BOJICTBE, 3JPaBOOXPaHEHHWE, MOHHTOPHHT
0€30MMacHOCTH  JIGKQPCTBEHHBIX  IIpemapaToB, a  Takke  IPUMEHSETCS
YIIOJTHOMOYEHHBIMU OPTaHaMH, OCYIIECTBIIAIOIIMMU HAA30PHYIO NESTEIBHOCTH B
ATUX 001acTsAX. XOTA Ha CErOJHSIIHUN JIeHb W3BECTHBHI NMPUMEPHI MPUMEHEHUS
yIpaBJieHUs] pUCKaMH ISl KauecTBa B (hapMalleBTUYECKOW MTPOMBIIIJIEHHOCTH, OHU
OTPAHUYEHBI U HE HCIMOJIB3YIOT BCE BO3MOYKHOCTH ymHpaBlieHUs: puckamu. Kpome
Toro, B (hapMaleBTUYECKOM MPOMBIIUICHHOCTU TMPU3HAHA BaXXHOCTh CHUCTEM
Ka4eCTBa U CTAHOBUTCS OYEBHIHBIM, UTO YNPABICHHE PUCKAMHU [JI1 KA4yeCTBA
SIBJISIETCS BQXKHBIM KOMITIOHEHTOM 3(P(EeKTUBHOM CHUCTEMBI KauecTBa.

OOGmenpu3HaHo, YTO PUCK ONMPEACISIETCS KaKk KOMOWHAIUS BEPOSTHOCTH
MPUYUHEHUS Bpela W TsOKECTH Takoro Bpeaa. OJHAKO CIOXKHO JOCTUYb
OJHO3HAYHOTO  IOHWMMAHHUS  TIPOLIECCAa  YNPABJICHHUS  PUCKAMU  BCEMHU
3aMHTEPECOBAHHBIMU CTOPOHAMM, TOCKOJIBKY Kak/1asi U3 CTOPOH MOKET IMTOHUMATh
BO3MOXXHBI  BpEJ IO-Pa3HOMY, BEPOATHOCTh BO3HUKHOBECHHUS Bpela U
XapaKTEPUCTHKU €T0 TSHKECTH JJIA KaKJI0TO YYaCTHHKA OyayT pa3HbeIMH. B ciydae
(dhapMalieBTHUUECKOM MPOAYKIIMH, XOTS u CYIIECTBYIOT pa3IuyHbIC
3aMHTEPECOBAHHbBIC CTOPOHBI (B TOM YHCJI€ MAIMEHTHl, MEIUIIMHCKUE PaOOTHUKH,
MIPAaBUTEIILCTBEHHBIC OpPraHbl M IPOMBIILUICHHOCTh), MEPBOCTEIICHHOE 3HAYCHUE
MIPYMEHEHUS YIIPABJICHUS PUCKAMU ISl KAYECTBA UMEET 3aIlUTa MaIlMEHTA.

[Ipu nipou3BOACTBE M MPUMEHEHUHU JIEKAPCTBEHHOTO Iperapara, BKIIOYas
€ro KOMIIOHEHTBI, B ONPEJICICHHONW CTEMEeHH 0053aTeIbHO MPUCYTCTBYIOT PUCKH.
Pucku niis kadecTBa SBISIOTCS TOJBKO OJIHOM COCTABIISIONICH OOIIEro pHCKA.
BaxHO mOHMMAaTh, YTO KA4E€CTBO MPOAYKIMHU CIEAYET MOIICPKUBATH B TECUEHUE
KU3HCHHOTO IMKJIa TPOAYKIMM TaKUM o00pa3oM, 4YTOOBI XapaKTePUCTHKH,
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UMEIOIINE 3HAaYy€HUEe JUIs KadyecTBa JIEKAPCTBEHHOI'O Ipernapara, OCTaBaJUCh
TaKUMH K€, KaK Y JIEKapCTBEHHBIX IMpPEnapaTroB, HCIOJb30BABIIUXCS MpHU
KIIMHAYECKUX HCCIIeOBaHUAX. DPHEKTUBHBIN MOAXOA K YIPABJICHHUIO PUCKAMU
JUTSL Ka4ecTBa MOXKET B JaJIbHEHIIIEM rapaHTUPOBATh MAIlMEHTY BHICOKOE KaueCTBO
JIEKapCTBEHHOI'O Tpernapara ¢ MOMOIIBIO YCTAHOBIECHUS B XOJIe pa3pabOTKU u
MPOU3BOJICTBA MPEIYNPEKIAIOMUX METOJOB HUACHTUDUKAIMU W KOHTPOJI
BO3MOXHBIX Mpo0OJieM, CBSI3aHHBIX C KadecTBOM. Kpome TOro, mnpuMeHEHHe
VIOPABJICHHUS PHUCKAMHU JUIsI KayecTBa MOXKET YCOBEPUIEHCTBOBATH IMPOLIENYPY
OPUHATHA pEIIEHUH B Ciydae BO3HUKHOBEHHUS TMpoOJeM C KayeCTBOM.
DO¢ddexTuBHOEC yOpaBICHWE PUCKAMH [JII KadyecTBa MOXET CIIOCOOCTBOBATH
NPUHATHIO JTy4IINX U O6osee 000CHOBAaHHBIX PEIICHUH, AaBaTh YIOJTHOMOUYECHHBIM
opranamM OOJIBIITYIO TAPAHTHIO B OTHOIIEHUH BO3MOKHOCTEH MPEINPHUITHS PEIIaTh
BOMPOCHI C TOTEHIUAIBHBIMU PHCKaMH, a TakXKe OJIarompusiTHO MOBIUSATH Ha
MacuTad U ypoBeHb HEMOCPEACTBEHHOTO KOHTPOJISI CO CTOPOHBI YITOJTHOMOYEHHBIX
OpraHoOB.

Ilenb maHHOTO JOKYMEHTa — MPEUIOKHUTh CHCTEMHBIM MOAXO0A K
YIPABICHUIO PUCKAMU JJIsi KAa4eCTBA. JTO OCHOBOINOJAralOLIUN WM HUCXOIHBIN
JOKYMEHT, KOTOpBIM HE3aBUCUM OT JAPYTrUX HOPMATHBHBIX IIPABOBBIX AKTOB B
OTHOILIEHUHU KayecTBa (XOTS U MOXKET ObITh CBSA3aH C HUMM) U KOTOPBIM TONOJIHSAET
npaBuiia, TpeOOBaHUS, CTaHAAPTbl U PYKOBOJACTBA OTHOCHTENIBHO KauecTBa,
uMmeronecss B (apMaleBTUYECKOM  MPOMBIIIJICHHOCTH W HAJ30pHOMN
NeATEeNbHOCTH. JIOKyMEHT MPEJOCTABISIET CHEUUAIbHbBIE YKAa3aHUS B OTHOLIEHUU
MPUHIIAIIOB ¥ HEKOTOPBIX HHCTPYMEHTOB YIIPABICHHUS PUCKAMHU JIJISl KAY€CTBA, 4TO
CIOCOOCTBYET MPUHATHIO OoJiee A(DPEKTUBHBIX U TMOCIEIOBATEIbHBIX PEIICHUI
KacaTeJIbHO PUCKOB CO CTOPOHBI COTPYTHUKOB KaK YIIOJIHOMOYEHHBIX OPraHOB, TaK
U TpeAnpusATAA B OTHOIICHWH KAdyeCTBa aKTHBHBIX (papMareBTUYECKIX
CyOCTaHIIM UM JIEKAPCTBEHHBIX MPENapaToB B TEUEHUE MKU3HEHHOTO IUKJa
npoAyKuuH. JIOKyMEHT He yCTaHaBJIMBAaeT Kakue-muOo HOBbIE TpeOOBaHHUS B
JIOTIOJIHEHUE K JICHCTBYIOIUM YCTaHOBJIEHHBIM TPEOOBAHUSIM.

He Bcerma menmecooOpa3HbIM W HEOOXOAUMBIM SIBISIETCS (POpPMaTbHBIM
MpolIecC YMpaBlIeHUs pUCKaMH (C MPUMEHEHHEM TMPU3HAHHBIX CIIOCOO0B W/WIH
BHYTPEHHUX IMpPOLEAYp, HampUMep, CTaHJAPTHBIX OINEPalMOHHBIX MPOLEayp).
CunTaercs NpUeMIIEMbIM NPUMEHEHUE HEPOPMaJbHBIX IPOLIECCOB YIPABICHHUS
pUcKkaMu (C WCIOJB30BAaHUEM SMIIUPHUUECKUX METOJO0B W/WIM BHYTPEHHHUX
npouenyp). Hagnexaiee npuMeHeHre ynpaBieHUs] pUCKaMU JJIs1 KaueCTBA MOKET
0OJIErYynTh BBITOJIHEHHE 00S3aHHOCTEN MPOU3BOAMUTENEH (OJTHAKO HE OTMEHSET UX)
B OTHOILEHUU COOJIIOJICHUS YCTAHOBJIEHHBIX TPEOOBaHUM, a TaKXKe HE 3aMEHSeT
COOTBETCTBYIOIIUI 00MeH MHbOpMaIel MEX Ty IPEICTaBUTEISIMU PSP THIA-
MIPOM3BOIUTENICH M YIIOJTHOMOYCHHBIMU OpPTaHaAMHU.

2. O01mme moJ10KeHud

B 3TOM nOKymMEHTE mpeacTaBiIeHbl MPUHIMUIIBI U TPUMEPBI HHCTPYMEHTOB
yr[paBJ'IeHI/ISI pI/ICKaMI/I JJIs1  KadyeCTBa, I(OTOpI)Ie MOFYT 6BITI> HpI/IMeHeHBI K
paSHI/IIIHBIM ACIICKTaM (bapMaHeBTI/IIICCKOI‘O KayecTBa. 9TI/I ACIICKThI BKJIKOYAKOT
pa3paboTKy, MPOU3BOJCTBO, ONTOBYIO TOPTOBJIIO, a TaKXKE€ HWHCIEKTHUPOBAHHUE U
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MPOIIECCHI MPECTABICHUS 3asBOK/0030pOB Ha MPOTSHKCHWH KU3HEHHOTO ITUKIIA
aKTUBHBIX  (DapMalleBTUUECKUX CYOCTaHUMW, JIEKApCTBEHHBIX IPEnaparos,
OMOJOTUYECKUX M OMOTEXHOJOTMYECKUX JIEKAPCTBEHHBIX IpenaparoB (BKIIOYAs
UCIIOJIb30BAaHUE MCXOJIHOTO CHIPbs, pACTBOPUTENEH, BCIIOMOTaTEIbHBIX BEILIECTB,
YIaKOBOYHBIX M MapKUPOBOYHBIX MAaTEpPHAJIOB JJISl JICKAPCTBEHHBIX MPENapaToB,
OMOJOTMYECKUX U OMOTEXHOJOTUYECKUX JIEKAPCTBEHHBIX MTPENapaToB).

3. IlIpuHIMIIBI YIIPABJIEHUSI PUCKAMM JJISI KAa4eCTBA
Cy11ecTBYIOT J1Ba OCHOBOIIOJIATAIOMIUX MIPUHIIAIA YIIPABICHUS PUCKAMHU JIJIst
KauyecTBa:
® OIICHKa PHUCKOB JJIsi KadyecTBa JOHKHA 0a3upoBaThCAd Ha HayYHBIX
JTAHHBIX U OBITh HEMOCPEJICTBEHHO CBSA3aHHOM C 3allIUTON MaI[UEHTA;
® VYPOBEHb YyCWIWH, (popManu3anud W JOKYMEHTAIHLHOTO O(OPMIICHUS
mpoiiecca  ymnpaBJi€HUs  pUCKaMU  JUIsl  KayecTBa  JIOJDKEH
COOTBETCTBOBAaTh YPOBHIO PUCKOB.

4. O01mii mpouecc ynpapJjeHus pUCKAMU VISl KA4ecTBa

VYrpaBineHue puUCKaMu JUIsl Ka4eCTBA — 3TO CUCTEMATUYECKHN IMPOLECC IS
oOuIeil OuEeHKH, KOHTPOJIA, MH(POPMUPOBAHHS U 0030pa PUCKOB JiI KayecTBa
JIEKapCTBEHHOI'O IIpernapaTa Ha IPOTSHKEHUM €ro >KM3HEHHOro nukia. Mogjenb
YIOPABIEHUS PUCKAMH JUI1 KayecTBa IIPEACTaBI€HA Ha pHUC. 1. HACTOSIIEro
JOKyMEHTa. MOryT NpHUMEHATBCS M JpYrMe MOJEIW. 3HA4YCHHE KaxKIO0ro
KOMIIOHEHTa 3TOH CTPYKTYpbl MOXKET OBbIThb pa3HbIM B pa3HbIX ClIydasiX, HO
HAJICKHBII NIPOLECC JOJDKEH YUUTBIBATH BCE KOMIIOHEHTHI, ACTAJIU3UPOBAHHBIE 110
TaKOM CTEIEHU, KOTOPAsi COOTBETCTBYET OTAEIBHOMY PHUCKY.

Ha npuBeneHHoM cxeme He yKa3aHbl TOYKHU NPUHATHS PELICHUN, TOCKOJIBKY
pelIeHus] MOTYT ObITh MPUHSATHI B JIO00M TOYKE MpPOUECcca. DTH PEIICHUS] MOTYT
BO3BpallaTh Ha MPEAbILAYIIUNA dTal JJIsl OUCKA JalibHEHIIel nHpopmaluu, 4Toobl
OTKOPPEKTUPOBATh MOJIETU PUCKOB WM JaXXe MPEKPATUTh MPOLECC YIPABICHUS
PUCKOM M3-32 WH(pOpMAIUK, SBIAIONICHCS OCHOBAaHUMEM JMJII TaKOIO PEIICHUS.
[Ipumeuanue: «HEMPUEMIIEMO» HAa pUC. | HACTOSIIETO TOKYMEHTa KacaeTcs He
TOJIBKO 3aKOHOJIATEJIbHBIX, a[IMUHUCTPATUBHBIX WJIM HAJ30PHBIX TpeOOBaHUH, HO
TaKk)kKe HEOOXOAMMOCTH IEPECMOTPETH MPOLIECC OOIIEH OLIEHKU PUCKOB.
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Puc. 1. OGmas cxema TUIIOBOTO IpoIiecca YIPaBICHUs] PUCKaMU [T KauecTBa.

4.1. O6s13aHHOCTH
JleATeIbHOCTh 10 YMOPaBJICHUIO pUCKAMU JUIsl KAauyecTBa, Kak MpaBuUIIoO,
OCYILECTBIISIETCS TPYyMNIaMH, BKJIIOYAIONIMMHU CIEIUATMCTOB pPa3HbIX o0sacTeit
3HaHui. [lpu QopMupoBaHuM Tpymnmn B HUX CIEAYeT BKIIOYATh HKCIEPTOB B
COOTBETCTBYIOIIMX O0JacTAx (HampuMmep, OTJAeNa KauyecTBa, pa3BUTHsI Ou3Heca,
WHXUHUPUHTA, PETYJISITOPHON NEATEIBHOCTH, TEXHOJIOTMH, TPOJIa’K U MAPKETUHTA,
IOpUJIUYECKON CITyKObI, CTATUCTUKKA M KJIWHUKU) B JIONOJIHEHUE K JIMIIAM,
BJIQJICIONIMMU 3HAHUSIMH OTHOCUTENIBHO TMpPOLECCa YIPaBICHUS PUCKAMH ISt
KauecTBa.
JIuia, OTBETCTBEHHBIE 3a PUHATHUE PEIIEHUN, TOJIKHBL:
® HECTHM OTBETCTBEHHOCTb 32 KOOPAMHAILMIO YIPAaBIEHUS PUCKAMU IS
KauecTBa MEXIy pa3HbIMU BUJAMH JIEITCIBHOCTH U  Pa3HBIMHU
noApa3IeeHUsIMHI B OpraHU3allluu;
® TrapaHTUPOBATh, YTO IMPOIECC YMPABICHUS PUCKAMHU JJI KadecTBa
OTpeJieSIeH, HaXOAUTCS B JIEUCTBUU U TMPOBEPSAETCS, a TaKkKe, 4TO
UMEIOTCS IOCTATOYHBIE PECYPCHI.
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4.2. Hauasio npouecca ynpapJieHUs pUCKAMMU JJIS Ka4ecTBa

VYrpaBieHue puckamu i KaduecTBa JIOJDKHO BKIIIOYATh CHCTEMAaTHUUYECKHE
NpOIECChl,  TpeJHa3HAYCHHBIE NS KOOpJAWHAIMK,  OOJIETYCHUA U
COBEPIIICHCTBOBAHUS MPUHATUS HAYYHO-OOOCHOBAHHBIX PEIICHWH B OTHOIICHUH
puckoB. Bo03MOXXHBIE J3Tambl, TpPUMEHSEMBbIC ISl Hadaja W TUIAHUPOBAHUS
npoliecca yIupaBJIeHUs] PUCKaMH JIJIsl Ka4eCcTBa, MOTYT BKIIIOUATh CJICAYIOIIEe:

e ompeaeneHUue NMPOOIEMHOT0 /WK TMPEACTaBISIONIETO PUCK BOMPOCa,
BKJIOYAsi COOTBETCTBYIOIIME MPEAMNOIOKEHHS, YCTaHABIMBAIOIINE
BO3MOKHOCTh PHCKa,;

e cOop wucxomHod wWH(OpPMAIMM W/WIW JAHHBIX O TMOTEHIIUATBHOU
OMMAaCHOCTH, BpEIC WM BIMSHHM Ha 3I0POBHE HYEIIOBEKA, MMEIOIINX
OTHOIIIEHUE K OOIIEeH OIICHKE PUCKOB;

e ompeelieHue PyKOBOIUTENS U HEOOXOINUMBIX PECYPCOB;

e coszmaHue TpaduKa, CBSI3BIBAIOIIETO YPOBEHb MPHUHSITHS PEIICHUS C
BO3MOXKHOCTBIO OCYIIECTBICHUS MPOIlecca yIPaBICHUS PUCKAMH.

4.3. O01mast OleHKA PUCKOB

OOmast o1eHKa PUCKOB COCTOUT M3 UIACHTU(PUKAIIMM OMACHOCTEH, a TakxkKe
aHallu3a U OLEHKU PUCKOB, CBS3aHHBIX C BO3JEHUCTBUEM STHUX ONacHoOCTed (Kak
yKkazaHo Huxke). OOIIyl0 OLEHKY PHCKOB JUIsl KayecTBa HAUMHAIOT C YETKOTO
ONMcaHusl MpoOJieMbl WIK acliekTa pucka. Ecim paccmarpuBaeMblil puCK 4Y€TKO
orpenesneH, OyAeT Jerye yCTaHOBUTh COOTBETCTBYIOIUN HHCTPYMEHT YIIPaBJICHUS
pUCKOM (CM. NIpUMEpbl B pa3dele S5 MaHHOrO0 JOKYMEHTA), a TaKXe BUIbI
MH(OpMAIMU OTHOCUTENIBHO acleKTa pUcKa. [ 4eTKoro onpenesneHns pucKoB B
HesaX 001Iel OLEHKH PUCKOB YacTO MOJIE3HbI TPY OCHOBOIIOIAraloIuX BOIpoca:

1. YTo MOKET MPOUCXOAUTH HEBEPHO?

2. KakoBa BeposATHOCTH (BO3MOXHOCTH) TOrO, 4YTO 3TO OyzAer
MIPOUCXONUTH HEBEPHO?

3. KaxkoBbl mocneacTBus (MX TSHKECTH)?

NnenTndukanusa pucka — 3TO0 CHCTEMATHYECKOE MCIOJIb30BaHUE
uHGOpMaIMU JIJIsl YCTAaHOBJIEHUSI ONACHOCTEH OTHOCHUTENIBHO ACIEKTa pUCKa WM
Ui omMcaHus npoOnembl. MHpopMmaius nopKHA BKIIIOYATh MPEAIIECTBYIOIINE
JAHHBIE, TEOPETHYECKU aHaJM3, MOTUBHPOBAHHBIE 3aKIIIOYEHHS, a TaKKe
BOIPOCHI 3aMHTEPECOBAHHBIX CTOPOH. VneHTudukanus pucka cBsizZaHa ¢ OTBETOM
Ha BOIPOC «YUTO MOXKET MPOUCXOAUTH HEBEPHO?» U C YCTAHOBIIEHUEM BO3MOKHBIX
MOCJIEICTBUNA. DTO MPENOCTaBISET OCHOBY IS MOCIEAYIOIIMUX ATANoOB Mpolecca
YIPABJICHUS pUCKaMU JIJIs1 KauecTBa.

AHAJIM3 PHCKA — DTO OIICHKA pHUCKA, CBs3aHHas ¢ WJCHTU(UKAIUEH
OMACHOCTEN. DTO MPOLECC YCTAHOBJICHHS KAU€CTBEHHOW M KOJIMYECTBEHHOU CBS3H
MEXIY BEPOATHOCTHIO MPOUCIIECTBUS M THKECThIO Bpeaa. Jias HEKOTOphIX
WHCTPYMEHTOB YINPAaBJICHUS PUCKAMU BO3MOXHOCTh OINPEIEIUTh OIMAaCHOCTh
(cTI0COOHOCTD K BBISIBIICHHUIO) TAK)KE ABIISAETCS (PAaKTOPOM OLIEHKH PHUCKA.

Ounenka pucka — 3TO CpaBHEHUE  WIACHTHU(PHUIMPOBAHHOTO U
IIPOAHAIM3UPOBAHHOIO PUCKA C YCTAHOBJIEHHBIMM KPUTEPHUSIMU MPUEMIIEMOCTH
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pucka. [Ipu olueHke pucka paccMaTpuBarOT 0OOCHOBAHHOCTH JOKAa3aTENbCTB IO
BCEM TPEM OCHOBOMOJIAraIOIINM BOITPOCAM.

[Ipu oOmieil oleHKEe PHUCKOB Ba)kHa OOOCHOBAHHOCTh HabOpa JaHHBIX,
MOCKOJIBKY 3TO ONpPEAEISIET KauyeCTBO pe3yJbTara. BpISBIEHHE NONYLIEHUNA U
BO3MOXHBIX TMPUYUH HEOMPEAETIEHHOCTH OyJeT TMOBbIIIAaTh MPaBUILHOCTD
pe3yibTaTa W/WIA TIOMOXKET OINpeAeiIuTh OrpaHuueHusd. HeompeneneHHOCTD
ABJISIETCSA CJICICTBUEM HEMOJIHBIX 3HAHUM O MPOILECCE, a TAKXKE €ro 0KMUIAeMOu
WIN HeoxujaeMon BapradenbHOCTH. OOBIYHBIMU MPUUMHAMHU HEOIPEIEICHHOCTH
SBIISIETCS. HEOCTATOK 3HAaHWM B (papMaleBTUYECKOM 00JacTu M HEAOCTATOYHOE
NOHMMAaHUE NpolLecca, NPUYMHBI Bpeaa (HalpuMep, HENPAaBHIbHBIE PEKUMBI
npolecca, NPUYMHBI BapuaOEIbHOCTH), a TAK)KE€ HEAOCTATOYHAs! BO3MOYKHOCTh
BBISIBIICHUS TTPOOJIEM.

Pesynprarom oOmIeil OLIGHKH PHUCKOB ABISETCA JUOO KOJIMYECTBEHHAs
OILICHKA PHUCKOB, JINOO KAYECTBEHHOE OINMCAHME JMara3oHa puckoB. Eciau pucku
BBIPAKEHBl KOJUYECTBEHHO, MCIOJB3YIOT YHCIOBOE BBIPAKEHHE BEPOATHOCTH.
B0O3MOXXHO Takke BBIPAKEHHE pHCKa C HCIHOJb30BAHMEM Kadye€CTBEHHBIX
MPU3HAKOB, TAKUX KAK «BBICOKHID», «CPEAHUN» WM «HU3KUN», KOTOPHIEC TOJKHBI
OBITh OIpeNeNeHbl HACTOJIBKO MOAPOOHO, HACKOJIBKO 3TO BO3MOXKHO. MHorna
UCITOJIB3YIOT «IIKaJTy PHUCKOB» U AAJBHEWIIEro ONPENCIICHUS MPU3HAKOB IPHU
paHXupoBaHUM pPHUCKOB. [Ipym KoJIMYECTBEHHOM OOIIEH OIEHKE PHUCKOB
OLICHMBAaHUE  pHUCKa  MPEJyCMATPUBAET  BEPOSTHOCTh  CHEHUPUUECKOrO
MOCJEACTBUSA, IIPEACTABICHHOTO KaK COBOKYITHOCTh 00CTOSITENBCTB,
CIIOCOOCTBYIOUIMX BO3HMKHOBEHHIO pHCKa. TakuMm o00pa3oMm, KOJIWYECTBEHHAS
OLICHKA PHCKOB IPHMEHSETCS B OTHOLIEHWH OJIHOIO KOHKPETHOI'O IMOCJEICTBUS,
KOTOPO€ NPOU3O0IUIO B 3TO BpeMs. /[ HEKOTOPBIX MHCTPYMEHTOB YIIPABIICHUS
pUCKaMU BO3MOXKHO TaKX€ MCIOJIb30BAHUE OTHOCHUTEIIBHOW MEpbhl pPHUCKa B
KOMOMHAILIUM C MHO>KECTBEHHBIMH YPOBHSIMU TSDKECTH M BEPOSITHOCTH JUIsl 0O1IEi
OLICHKM OTHOCUTENBHOIO pucKa. Ha npoMexyTOuHbIX JTamax Iporecca
YCTAaHOBJICHMSI IIKaJdbl HMHOIZA MOYKHO NPHUMEHSATh KOJUYECTBEHHYIO OLIEHKY
PHUCKOB.

4.4. KoHTpOJIb pPUCKOB
KoHTposib puCKOB mpe/onaraetT NpUHATHE PEHICHUS 10 CHUKEHUIO W/WIIN
INPUHATUIO PUCKOB. Llenbl0 KOHTPOJISI PUCKOB SIBJISETCS CHUKEHHE PHUCKOB [0
prUemMiIeMoro ypoBHs. Koan4uecTBo MpUIIOKEHHBIX 1J1 KOHTPOJS PUCKOB YCHIIHMA
JOJDKHO ~ OBITh  MPOMOPLMOHAIBHO BaXHOCTH  pPUCKOB. [[ns mnoHuMaHus
ONTUMAJLHOTO YPOBHS PHUCKOB JIMIIA, OTBETCTBEHHBIC 3a MPUHSITHE PEIICHUS,
MOTYT MCIIOJIb30BaTh pa3HbIE MPOIIECCHI, B TOM YHCIIE aHAIHN3 «BBIT0Aa-3aTPaThl».
KoHTpoJIb pUCKOB JOMIKEH COCPEAOTOUUTHCS HA TAKUX BOMPOCAX:
e [lpeBbImIaeT Jiu pUCK IPUEMIIEMBIN YPOBEHB?
e Y10 MOXET OBITh CIIETIAHO JIJISi CHUYKCHUS WIJIM YCTPAHCHHS prUcKa?
o KakoB npuemieMsblii 6amaHC MEXIy BBITOJ0M, pUCKaMu U pecypcamu’?
e BO3HUKAIOT 7M1 HOBBIE PUCKU B PE3YJbTATe MPOBEACHUS KOHTPOJIS
YCTaHOBJICHHBIX PUCKOB?
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CHMKeHHEe PHCKOB COCPEIOTOYEHO Ha IMpolleccax YMEHBIICHUS WU
YCTpAaHEHUsI PHUCKOB JUIsl KayecTBa IMpPU  MPEBBIILICHUM  YCTAHOBJIECHHOIO
(mpuemnemoro) ypoBHA (cM. puc. 1). CHUXKEHHE PUCKOB MOXKET BKJIIOYATh MEPHI,
npearnpuHIMaeMble JJIi YMEHbIIIEHUSI TSKECTU W BEpOATHOCTH Bpena. Kak vactb
CTpaTernu KOHTPOJS PHUCKOB MOTYT HCIOJB30BaThCS MPOLIECCHI, YIIYYIIAIOLINE
CIIOCOOHOCTh K BBISIBJICHMIO OINACHOCTM W PHUCKOB JJisi KadecTBa. BHeapenue
MEPOIPUATHI 110 CHUYKEHHUIO PUCKOB MOKET MPUBOJIUTH K BHECEHHIO HOBBIX PHUCKOB
B CHUCTEMY WIM K BO3pPacTaHUIO 3HAYMMOCTU JPYIMX CYIIECTBYIOIIUX PHCKOB.
Takum oOpa3oMm, mocie BHEAPEHUS MPollecca CHUKEHUS PUCKOB MOXKET OBITh
1eJIECO00pa3HBIM TIEPECMOTPETh OOIIYI0 OLIEHKY PHUCKOB Ui yCTAHOBJICHHS U
OLICHKU KaKOT0-JIN0O BO3MOKHOTO U3MEHEHHUSI PUCKOB.

IIpunsiTHE PUCKOB — 3TO PEIICHUE NPUHATH PUCKU. [[pUHSTHE PUCKOB MOXKET
OBITh (POPMATLHBIM PEIICHUEM TIPUHSATH OKOHYATEIBHBIC PUCKH WIIM MOXKET OBITh
MACCUBHBIM  pEIICHUEM, €CJIM OKOHYATEJIbHbIE PUCKA HE  YCTAHOBIICHBI
OTHOCHUTENBHO HEKOTOPBIX BHUJIOB BpEla AaK€ HAWIYYIIHWE IpaBWIa YIPABICHUS
pUCKaMHU JJIsl KQ4€CTBA HE B COCTOSIHUM IOJIHOCTBIO YCTPAaHUTh pUCKH. [Ipy Takmx
YCIOBHUSIX ~MOXKET OBbITh MPHUHATO PEIIEHHE O TOM, YTO HCIOJIb3YyeTCs
COOTBETCTBYIOIIAs CTPATETUsl YIPABICHUS PUCKAMU JIJIsi KAYECTBA U YTO PUCKU TSt
KayecTBa CHIDKEHBI JI0 YCTAaHOBJIEHHOro (mpuemyieMoro) ypoBHsA. Takoi
(YCTaHOBJICHHBII) TPUEMIIEMBI YPOBEHb OYyJIET 3aBUCETh OT MHOTHX IapaMeTpoOB U
JIOJKEH OBITh OMPEETIEH B KaX/I0M OT/AEIBHOM CITy4ae.

4.5. UudopmupoBaHue 0 pucKax

NudopmupoBanne o0 PpHCKAX — 3TO pacnpeneicHue WHHOPMAINH
OTHOCHTEJIHHO PUCKOB U YIPABJICHHS PUCKAMU MEXKTY JIMIIAMHU, OTBETCTBEHHBIMH
3a TPUHIATHE peImIeHus, ©W ApyruMu junamMud. CTOpPOHBI MOTYT  OBITH
pouH(POPMHUPOBAHBI Ha JIFOOOH CTaIuK MpoIecca YIpaBiIeHUsl puckamMu (CM. puc.
1 HacTosIIEero TOKyMEHTa: MyHKTUPHBIE CTpelikn). CreayeT Hajiexamum 00pa3om
nH)OPMUPOBATH O Pe3yJibTaTax MpoIlecca YIPaBJICHHUS PUCKAMH ISl KauecTBa U
OoQOPMIISITH UX JOKYMEHTAIBHO (CM. pUC. | HACTOSIIEro JOKYMEHTA: HeMpephIBHAS
ctpenka). JlomkeH ObITh 00MEH MHGOPMAITUEH MEXITy BCEMH 3aUHTEPECOBAHHBIMU
CTOPOHAMU; HANpUMEp, MEXKIAY MPEICTABUTEISIMUA YIOJTHOMOYEHHBIX OPTraHOB H
MIPOMBITIUICHHOCTH, MEXIY TPEICTaBUTENSIMH TMPOMBINIJICHHOCTH U TAalUEHTOM,
MEXTY BHYTPCHHUM MIEPCOHAIIOM KOMITaHHH, MpeACTaBUTEIAMU
MIPOMBITIUICHHOCTH M YIIOJITHOMOYEHHOT'O OpraHa W T.J. BKITIOUeHHBIC CBEICHHSI
MOTYT KacaThbCsl CYIIECTBOBAHMS, XapakTepa, (OpMBI, BEPOSTHOCTH, TIKECTH,
MIPUEMIIEMOCTH, KOHTPOJIS, PACCMOTPEHHS, CIIOCOOHOCTH K BBISBJICHHUIO WITH
JIPYTUX acleKTOB PUCKOB JUIA KadecTBa. HeT HEoOXoaumMocTH MH()OPMHUPOBATH O
KKJIOM Cydae MPUHATHS PUCKOB. MHGpOpMUpOBaHUE O PEIICHUH B OTHOIICHHUH
VOpaBJICHUS  PUCKAMHM  JUIsl  KadyecTBa  MEXKIY  MPOMBIIUICHHOCTHIO U
YIOJHOMOYCHHBIMU ~ OpraHaMd  MOXeT dS()QPEKTUBHO OCYIIECTBISATHCS IO
UMEIOIUMCST KaHajlaM, B COOTBETCTBUU C YCTAHOBJICHHBIMH HOPMAaTHBHBIMU
MPaBOBBIMH aKTaMHU U PYKOBOJICTBAMH.
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4.6. O030p puckoB

VYnpaBieHue pUCKaMU JOJDKHO OBbITh IOCTOSHHO JEMCTBYIOLIEW 4YacThblO
npolecca ynpaeieHus kadecTBoM. CrenyeT BBECTM MeXaHM3M o0030pa WU
MOHUTOPHHIA COOBITHH.

Pe3ynbrarel mporecca ynpaBlIeHHs PUCKaMHU CJENYeT IMepecMaTpuBaTh C
YY4E€TOM HOBBIX 3HaHUH U onblTa. Eciau mporecc ynpaBieHHMs pUCKAMM s
KayecTBa ObLI HayaT, €ro CieayeT MPOJ0JIKATh Ul TOro, 4YTOObl paccMaTpuBaTh
COOBITHS, KOTOPBIE MOTYT MOBIUSATH Ha MPEABIAYIIEE PELUICHHE B paMKax Ipolecca
yIpaBICHUS PUCKaMHU ISl KayecTBa, HE3aBUCHMO OT TOTO, SBISAIOTCS JIU 3TU
COOBITHSl  3aIUIAaHMPOBAHHBIMU  (HampuMep, 0030p KayecTBa MPOAYKIUH,
WHCICKIUU, ayIuThl, KOHTPOJIb H3MEHEHHWI) WJIM He3alIaHWPOBAHHBIMU
(HampuMep, OCHOBHasl MPHYMHA TPU PACCICIOBAHUM HECOOTBETCTBHSI, OT3bBIB).
Yacrora 11000ro 0030pa 10KHA OCHOBBIBATHCSA HAa YpOBHE pUCKOB. O030p PUCKOB
MOJKET BKJIIOYATh MEPECMOTP PEIICHUS O NMPUHATHH PUCKOB (IyHKT 4.4 TaHHOTO
JIOKYMEHTA).

5. MeropoJiorust ynpaBJjeHUs pUCKAMH

VYnopaenenne puCKamMH Ui KayecTBa OCHOBBIBAETCS HA HAYYHOM H
IIPAKTUYECKOM  MOAXOAEC K MNpuHATHIO pemeHnid. OHO  NpeaycMaTprBaeT
JOKYMEHTAJIbHO O(QOPMIICHHBIE, IOHATHBIE W BOCIPOM3BOJUMBIE METOABI IO
OCYILIECTBJIIEHUIO J3TalloB Ipollecca YIpaBlCHUS pPUCKaMHU JUId KadyecTBa Ha
OCHOBAaHMM HMMEIOUIUXCSl 3HAHUHA OTHOCHUTENILHO OLEHKH BEPOSITHOCTH, TSKECTH U
MHOTJIa CIOCOOHOCTH K BBISIBJICHUIO PUCKOB.

TpaguMOHHO OLEHKY PUCKOB JUJIsI KadecTBa M YOPAaBICHUE UMHU
OCYIIECTBISUIM C IOMOLIBIO Pa3HbIX HEPOpPMaNbHBIX CIIOCOOOB (HaIpHUMeEp,
AMIIUPUYECKUX W/UIIM BHYTPEHHUX METOJMK), KOTOpbIE 0a3UpOBaJIUCh, HAPUMED,
Ha KOMOMHAIMU HAOMIOICHUM, TEHACHIMI U Ipyroil HHPopMaluu. DTH MOAXOAbI
NPOJOJDKAIOT 00€CleynBaTh TMOJIE3HOW HMHPOpPMAILME, 4YTO MOXET OKa3aTh
MIOMOIIIb B TaKMX BOIPOCAX, KaKk paboTa C MPETeH3UsIMH, AEPEKThI, OTKIOHECHUS,
pacnpeziesieHue pecypcoB.

Kpome Toro, mpeacraButenn ¢GapMaleBTUUECKON MPOMBINIICHHOCTH U
YIIOJTHOMOYEHHBIX OpPraHOB MOTYT OIICHHBATh PUCKA U YIOPABIATb HMH C
NOMOUIbIO IMPU3HAHHBIX MHCTPYMEHTOB YIIPABJICHUS PUCKOM /WM BHYTPEHHUX
npoueayp (Hampumep, CTaHAApTHBIX ONEpallMOHHBIX npouenyp). Huxe npusenen
HE MCYEPIBIBAIOLINI IMepeueHb HEKOTOPBIX TAaKUX HHCTPYMEHTOB (IETaIbHYIO
uHdopmaruio cM. B JlononHenuu | u B paznene 8 1aHHOTO JOKYMEHTA).

e (OcCHOBHbBIE BCIIOMOTaTeNbHbIE METOABl YNpaBICHUS pPHUCKOM (OJIOK-
CXEMbl, KOHTPOJIbHBIE KapThl U TOMY MOJI00HOE).

e AHanu3 pexuMoB W mocienctBuii otkazoB (Failure Mode Effects
Analysis — FMEA).

e AmHamnM3 pPEKHMOB, MOCICACTBHM W KpuUTHYHOCTH oOTka3zoB (Failure
Mode, Effects and Criticality Analysis — FMECA).

e Amnanu3 nepepa omubok (Fault Tree Analysis — FTA).

e AHajnM3 ONACHOCTeH M KPUTHYECKHE KOHTposibHbie Touku (Hazard
Analysis and Critical Control Points — HACCP).
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e Anaim3 omacHOCTH " paborocnocodoHoctn (Hazard Operability
Analysis — HAZOP).

e [IpenBapurensHbiii ananu3 onacHoctu (Preliminary Hazard Analysis —
PHA).

e PamkupoBaHue U QHUILTPAIIUSI PUCKOB.

e COOTBETCTBYIOIINE CTATUCTHYCCKUE METO/IBI.

6. BHeapeHue ynpaBJ/ieHUs PUCKAMU ISl KaYecTBa

B IPOMBIIIJIEHHOCTL U HAI30PHYIO A€ATEIbHOCTD

VYmpasienue — pucKaMH  JUII  KadecTBa  SIBISETCS  IPOLIECCOM,
CHOCOOCTBYIOIIUM MPHUHITUIO HAYYHO OOOCHOBAHHBIX U MPAKTUYECKUX PEIICHHIMA
IpU €ro MHTerpauMd B cHcTeMbl KadecTBa (cM. Jlomonmnenuwe II Kk maHHOMY
JNOKyMeHTy). Kak oTMedeHoO BO BCTYIUIEHHWH, HaJJIeXKallee I[PUMEHEHHE
YIPABJICHUS PUCKAMHM JUIsl KQUE€CTBA HE YCTpaHsAET 00sA3aHHOCTEN NpeiCTaBUTENEeN
IPOMBIIIUIEHHOCTH COOJIIOAATh YCTAaHOBJICHHBIE TPEOOBAHUS YIOJIHOMOYEHHBIX
opranoB. OpHako 3((EeKTHUBHOE YIpaBICHWE PUCKAMU JJIsI KauyeCTBa MOXKET
CHOCOOCTBOBATh MPUHATHIO Jy4ylIIMX M 0Oojiee OOOCHOBAHHBIX PELICHUM, 4TO
IPEIOCTaBUT MPEJICTABUTENSAM YIOJHOMOUYEHHBIX OpPraHOB OOJBIIYI0 TapaHTHIO
CIIOCOOHOCTH TMPEANPUSATHS YIPaBIATh MOTEHLUUAJIbHBIMU pPHUCKaMH, a TaKxkKe
MOKET MOBJIMATh HAa MacliTad M YPOBEHb HENOCPEICTBEHHOTO KOHTPOJSA CO
CTOPOHBI YIOJIHOMOYEHHOIO opraHa. Kpome TOro, ymnpaBieHUE pPHUCKaMU UL
KauecTBa MOXET CHOCOOCTBOBATH JYYIIEMY HCIIOJIb30BAHUIO PECYPCOB BCEMU
CTOPOHAMH.

OOGyuenue mpolieccaMm YIpaBJICHUs PUCKAMU JIJI1 KaueCTBa Kak paOOTHUKOB
IPOMBIIUIEHHOCTH, TaK U COTPYJHUKOB YIIOJITHOMOYEHHBIX OPraHOB, 00ECIIEYMBAET
Jy4dlllee NOHUMAHHE INPOLIECCOB MNPUHATHUS PEIICHWM W CO3HAacT JOBEpUE K
pe3yapTaTaM YIpaBJICHUS PUCKAMH I KAYECTBA.

VYIpaBiieHHEe pUCKaMU JUId KauecTBa CIENYyET BHEAPATH B CYILIECTBYIOLIYIO
JeSTEIbHOCTh U JIOJDKHBIM 00pa3oM 0popMIIsTh TOKyMeHTalnbHO. B JlononHenun
Il x JTaHHOMY JTOKYMEHTY IpPEJICTaBICHbI IIPUMEPHI CUTYALlUH, KOT1a IPUMEHEHUE
npolecca yupaBJIeHUs] pUCKaMHU Ui KauyecTBa MOXET 00ecreunTh UH(popMalueH,
KOTOpasi MOET ObITh HCIOJIb30BaHA B  Pa3jIMYHOM  JACSITENBHOCTH B
dapmaneBTuueckoil cdepe. OTU NpUMEpPbl MPHUBEACHBI TOJNBKO C  LEJIbIO
WUIKOCTPAlMM W HE MOTYT pacCcMaTpuBaThbCs Kak OKOHYATEIbHBIM U
MCUYEPIBIBAIOIINY [TEpEYEHb. JTH NPUMEPHI HE TPEAHA3HAUYEHBI 111 YCTAHOBJICHUS
KAKUX-JIMOO HOBBIX TPEOOBAHMI B JOMOJHEHUE K TPeOOBAaHUSAM, YCTAaHOBJIECHHBIM
JNEUCTBYIOIIUM 3aKOHOJATEIBCTBOM.

[Tpumepsnl INPOU3BOJICTBEHHONM  JEATEIBHOCTH U JIEATEIBHOCTH
YIOJHOMOYEHHBIX opraHoB (cM. Jlononnenue Il k JaHHOMY JOKYMEHTY):

e VYIpaBJiieHUE KAYECTBOM.

ITpumepsl MPOU3BOICTBEHHBIX ONEpalui U AeATeIbHOCTH (CM. JlonomHeHue

II kK ;TaHHOMY TOKYMEHTY):
e Pazpabotka.
e [lomenieHusi, 000pyaOBaHUE U CUCTEMBI 0OECTIEUECHHS.
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VYrpaBineHue UCXOAHBIM ChIPEM U MaTEPHUATIAMHU.

[TponsBoacTBO.

JlaGopaTopHBIil KOHTPOJIb M UCTIBITAHNUE CTAOMIIEHOCTH.
e VYmakoBKa U MapKUPOBKA.

[Ipumepsbl nesATeIbHOCTH YIOJIHOMOYEHHBIX OopraHoB (cM. Jlononnenue 11 k
JTAHHOMY JJOKYMEHTY):

e HHcnekTupoBaHUE U OIIEHKA JIEATEIbHOCTH MPEIIPUSITHS.

[TockonbKy pelieHus yoIHOMOYEHHBIX OPraHOB MPUHUMAIOTCS OT/IEIBHO B
KOKI0M cTpaHe (perumoHe), oOliee NOHMMAaHUE M MPUMEHEHHE MPUHIUIIOB
yIpaBICHUS PUCKAMU ISl Ka4eCTBA MOXKET CIIOCOOCTBOBATh B3aMMHOMY JOBEPHUIO
U TpPUHATHIO OOJ€e COIVIACOBAHHBIX PEUIEHUH MPEACTABUTEISIMU PA3HBIX
YIOJHOMOYEHHBIX OpPraHOB Ha OCHOBaHMHM OJWHAKOBON uHpopmanuu. Takoe
COTPYOHUYECTBO MOKET OBITh BaXHBIM TMpPH pa3pabOTKEe TMOIUTUKH H
PYKOBOJAIIMX JOKYMEHTOB, KOTOPHIE BBOJIAT MPAKTUKU YIPABIEHUS PUCKaAMU IS
KayecTBa U CIIOCOOCTBYIOT UX BHEIPEHHUIO.

7. TepMUHBI U oIpeaeIeHUA

Ananu3 puckoB (risk analysis): OrneHka prCKOB B CBSI3U C YCTAHOBJIICHHOM
OIAaCHOCTBIO.

Bpen (harm):Ymiep6, HaHEeCCHHBIN 370POBBIO UeJIOBEKa, B TOM YHCIIC BPE/,
SIBJISIFOIIIUICS CIICICTBHEM YTPAThl KAUeCTBA MPOYKIINU WIH €€ IPUTOTHOCTH.

Kuznennnrii muka npoxykmuu (product lifecycle): Bce ¢asbr xusHu
NPOMYKIIMK OT HAYaJIbHOW pa3pa0OTKH, NpeObIBaHUsS B 000poTE H IO
IPEKPAIICHUS CYIIECTBOBAHUS MPOIYKITUH.

3aunTepecoBanHas cropoHa (Stakeholder): Kakoe-nu0o suito, rpymma Jui
WM OpTaHu3alus, KOTOPbIe MOTYT BJIHMATh HAa PUCKU JIMOO HA KOTOPBIX MOTYT
BIIUATh PHUCKU, JHOO KOTOPBIC CUYHMTAIOT CEOs HAXOMASIIMMHUCS O] BIMSHUEM
puckoB. Jluia, OTBETCTBEHHbIC 3a MPHUHATHE PEIICHHH, TaKXKe MOTYT OBbITh
3aMHTEPECOBAHHONW CTOPOHOW. B  TaHHOM JOKyMEHTE IEpBOCTENEHHBIMU
3aUHTEPECOBAHHBIMU CTOPOHAMH SIBJISIFOTCS TAIMEHT, METUIIMHCKUN pabOTHHK,
YIIOJHOMOYCHHBIN OpPraH U MpeanpusTHE-TIPOU3BOAUTEI.

Nnentudpuxanus pucka (risk  identification):  Cucrtemarudeckoe
UCTIOIb30BaHNE UH(POPMALIUHU TS BBISABICHUS MOTCHIIMAIBHBIX HCTOYHUKOB Bpea
(omacHOCTH) CO CCBIIKON HAa pACCMOTPEHHE PUCKA MIIH ONMCAHUE MTPOOIICMBI.

HNudopmupoBanue o puckax (risk communication): Pacmpenenenue
UH(pOpMAIMK O PUCKAX U YNPABICHHUIO PUCKAMU MEXIY JIMIIOM, OTBETCTBEHHBIM
3a MPUHATUE PELICHUS, U IPYTUMU 3aMHTEPECOBAHHBIMU CTOPOHAMH.

KauecrBo (quality): Crenenb cOOTBETCTBHS TPeOOBAaHHSIM XapaKTEPUCTHK
HPOJIYKIIMU, CACTEMbI HITH ITpoIiecca.

KonTpoan puckon (risk control): /IeiicTBuS MO BBITOJHEHUIO PEIICHUH ITO
YIPaBJICHUIO PUCKAMH.

JInmo(a), orBeTcTBeHHOE(bIE) 3a MpuHsATHE pemenumii(decision maker(s)):
JIutio(a), umeroniee(re) COOTBETCTBYIOIIYI0 KOMIIETCHIIMIO W TIOJITHOMOYHUS IS
NPUHSITAS HaUICKANIMX M CBOCBPEMEHHBIX PEIICHUH MO BOMPOCAM YIPABICHUS
pPHCKaMU ISl KauecTBa.
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O030p puckos (risk review): O630p WM MOHHUTOPUHT HTOTOB/PE3YJIETATOB
npoliecca yrnpaBJIeHUs] PUCKaMU C y4eToM (ITpU HeOOXOAMMOCTH) HOBBIX 3HAHHH U
OITbITa OTHOCHUTEIILHO PHCKOB.

Oomasn omenka puckoB (risk assessment): CucremMaTudeckuil IMporece
dbopmupoBanus nHGOPMAIHHU i1 00eCIICUeHUsI IPUHSITHS PEIICHUIA B OTHOIIICHUH
PUCKOB B paMKax Ipoliecca ympaBieHuss puckamu. OH COCTOMT U3
UICHTU(HUKAIIMA OMACHOCTH, a TaKXe aHajiu3a M OICHKU PUCKOB, CBSI3aHHBIX C
BIJIMSTHUEM JTOM ONACHOCTH.

Onacnoctsb (hazard): IToTeHITMaIBHBINA UCTOYHHUK BpE/Ia.

Ounenka pucka (risk evaluation): CpaBHeHue mnpearnonaraeMoro pucka c
YCTAHOBICHHBIMH ~ KPUTEPHSMH IPUEMIIEMOCTH PHCKa C HCIOJb30BaHHEM
KOJIMYECTBCHHONW M KAYECTBEHHOM INKAJbl C IENbI0 ONPEICICHHUS 3HAYUMOCTH
pHcKa.

IpunsarTue pucka (risk acceptance): Perienrie NpuHITH PUCK.

Puck (risk): KomOuHaiuist BepOATHOCTH PUUUHEHHS BPE/Ia U TSHKECTH 3TOTO
Bpea.

Cucrema kauvecrBa (quality system): CoBOKYImHOCTh BCEX aCIIEKTOB
CHCTEMBI, KOTOpas BHEAPSACT MOJUTHKY B OOJaCTH KadyecTBa M OOCCIICYMBACT
JOCTH)KEHUE 1IEJIeH B OTHOILIICHUY Ka4eCTBa.

Cuum:kenne puckoB (risk reduction): Mepbl, peanpUHATBIC IS CHIKCHHS
BEPOSATHOCTH MMPHUYUHEHHS BPEIa M CEPhE3HOCTH STOTO BpE/a.

CnocodoHocTh k BoisiBjeHuIo (detectability): Bo3MoXHOCTh BBISIBUTH HITH
YCTAaHOBMTD HAJIMYKE, PUCYTCTBHE WK (DAKT OMACHOCTH.

Tennenmus (trend): CTaTHCTHYSCKUN TEPMHH, O3HAYAIONIMI HaIpaBIICHUC
WJIU CTENIEHb U3MEHEHUS TEPEMEHHOMU(BIX).

TpeooBanus (requirements): SIBHbIC WM mpeAriojaraeMbie MOTPEOHOCTH
WIA OXHUIAHWSA TMAIMCHTOB WJIM 3all[ATHUKOB HMX HHTEPECOB (HAmpumep,
MEIUIMHCKUX  PAOOTHUKOB, pPaOOTHUKOB  YIOJHOMOYEHHBIX OpraHoB U
3aKOHOJATEJIbHBIX OPraHOB). B JTaHHOM JOKyMEHTE «TpeOOBaHUs» O3HAYAIOT HE
TOJBKO  YCTAHOBJICHHBIC 3aKOHOM, 3aKOHOJATEJIbHBIC WJIM HOPMATHUBHBIC
TpeOOBaHHUsI, HO TaKKe MOTPEOHOCTH U OXKHUJAHHUS.

TsixkecTsb (Severity): Mepa BO3MOXKHBIX ITOCJIEICTBUIN OMAaCHOCTH.

Yupasiaenue puckamu (risk management): Cucremarudeckoe mpuMEHEHHUE
TIOJIUTUKY YIIPABJICHHUS Ka4eCTBOM, MPOIEIYP U MPABUII C IEJIbIO OOIIEeH OIEHKH,
KOHTPOJIS, 0030pa PUCKOB U COOTBETCTBYIOIIETO HH()OPMUPOBAHUSI.

YupaBiienue puckamm Ui kadecrBa (quality risk management):
Cucrematnueckuii mporecc oOHIeil OIEHKHU, KOHTPOJIS, HUHPOPMHPOBAHUSA MU
0030pa PHUCKOB JUIS KauecTBa JICKAPCTBEHHOrO IMperapara Ha MPOTSHKEHHH
’KM3HEHHOT'O [UKJIa JIEKaPCTBEHHOTO Mperapara.

Jlonoanenue |

METOJAbIM UHCTPYMEHTHLI YIIPABJIEHUSA PUCKAMUA

Ilemb 3TOro MOMOJHEHHS — TPEJIOCTaBUTh OOIMMK 0030p M CCHUIKM Ha
HEKOTOpPbIE OCHOBHBIE MHCTPYMEHTBI, KOTOPHIE MOTYT OBITh HCIIOJIH30BaHbBI MPH
YOPaBJIE€HUM PUCKAMU [ KAyeCcTBa B MPOMBIIUIEHHOCTH U JI€ATEIIbHOCTH
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YIIOJIHOMOYCHHBIX OPIraHOB. OTH CCBUIKH MNPUBCACHBI C MCJIbIO PACHIMPCHUA
3HAaHUU U MMpeaO0CTaBJICHHUA Ooiee ,HeTaHBHOﬁ I/IH(bOpMaIII/II/I OTHOCHUTCIIBHO
KOHKPCTHOI'O MHCTPYMCHTA VIIPABJICHHA PUCKAMH IJI1 Ka4CCTBA. OTO0T IICPCUCHDb
HC ABJISICTCA MCUCPIIBIBAIOIIHNM. Baxxno OTMCTUTDb, YTO HU OAWMH HMHCTPYMCHT HJIH
Ha60p HHCTPYMCHTOB HC MOKCT OBITH INpUMCHUM KO BCCM ClIy4asaM, KOI'ld
HCITIOJIB3YIOT YIIPABJICHUC PUCKAMM IJIS1 KAUCCTBA.

I.1. OcHoBHBIE BcIOMOTraTe/IbHbIE METOAbI YIIPABJICHUS PUCKAMU
HexoTopbiMu M3 MPOCTBIX CPEACTB, KOTOPHIE IIMPOKO IMPUMEHSIOTCS IS
CTPYKTYpHU3aLlUH YIIPABJICHUS PUCKAMU IMYTEM YHOPANOYEHUS NAHHBIX WU LA
COZICUCTBHUSI PUHATHUIO PEIICHNUM, SIBISIOTCS:
e biok-cxemsl.
e KOHTPOJIBHBIE KAPTBHI.
e Kapruposanue nporuecca.
e JluarpaMMbl IPUYMH U CJIEACTBHI (TaKKe Ha3bIBaeMbl€ JUArpaMMaMH
WvkaBbel WU TUarpaMMaMi «PBIOHIA CKEIeT).

|.2. Anaqm3 pexxumoB U mociaencrBuii orkazos (Failure Mode Effects
Analysis — FMEA)

FMEA nipenna3HayeH Juisi OIICHUBAHUS XapakTepa MOTEHIIMAIbHBIX OTKa30B
IIpU TMPOBEJEHUM INPOLECCa, a TAKKE BO3MOXKHBIX IOCIEIACTBUN OTKA30B JUIS
pe3ynbTaTa mporecca W/WiId XapaKTepUCTUKU MPOAYKIUU. Eciu BUIBI OTKa30B
YCTaHOBJICHBI, CIEAYET IPUMEHATh CHUKEHUE PUCKOB C LEJIbI0 YCTPaHEHUS,
OTPAHUYEHHUS, YMEHBIICHUS WJIM KOHTPOJS MOTEHUUAIBHBIX OTKa3oB. FMEA
3aBUCHT OT NOHUMAaHUA NPOAyKUHH U mpouecca. FMEA merogudecku pasgenser
aHaJIM3 CJOXHBIX MPOLIECCOB HAa CTaJAWHU, KOTOPHIMU MOXHO YIPaBISATh. ITO
MOIIHBIA WHCTPYMEHT [Jisi OOOOILEHHOIO PAacCMOTPEHHUs XapakTepa BaXKHBIX
OTKa30B, (haKTOpOB, CIOCOOCTBYIOIIMX TAaKUM OTKa3aM, M  BO3MOXHBIX
MOCJIEICTBUNA TAKMX OTKA30B.

Bo3moskHbIe cepbl NpUMeHEeHUs

FMEA MO0XHO NMPUMEHATHh K 000PY/IOBAHUIO W MOMEIICHUSM, a TaKXKe IS
aHaJIN3a TEXHOJOTUYECKOU OIEpalMy U €€ BIHSIHUS Ha NPOIYKIMIO WIK HPOLECC.
FMEA omnpenensieT sJeMEHTHI/ONEpalii CUCTEMBI, JENaloNue €€ YSI3BUMOM.
Pesynsratet FMEA MoryT OBITH MCIOJIB30BaHBI KaK OCHOBA JJisl TIJIAHUPOBAHMS
anb0 TOCHEAYyIOIIero aHanmu3a, Ju00 Il PEeKOMEHJAIMHA OTHOCUTEIHHO
MCIIOJIb30BaHUs PECYPCOB.
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|.3.AHau3 pe:kuMoOB, MOCJIeACTBU M KpUTHYHOCTH OoTKa3zoB (Failure
Mode, Effects and Criticality Analysis — FMECA)

FMEA wmoxeT ObITh paciiupeH, 4ToObl BKIIOUHMTH TaKXKE HCCIICIOBAHHE
CTCTICHH TSOKECTH TIOCIEACTBHM, COOTBETCTBYIOMIEH BEPOSTHOCTH CIIyJacB
OTKa30B, a TaKXXe€ CHOCOOHOCTH WUX BbIABICHUA. Takum o6Opaszom, FMEA
CTAaHOBHTCS aHAJIM30M XapakTepa, IMOCIEACTBUN U KpUTHYHOCTH OoTKa3oB (Failure
Mode, Effects and Criticality Analysis — FMECA). Jlns mpoBeaeHHs TaKoOro
aHaNM3a JOJHKHBI OBITH YCTAHOBJICHBI CIIEITU(DHUKAITIN HA TIPOAYKITHIO U mporecc. C
nomombto FMECA Moryr OBITh yCTaHOBJICHBI TOYKH, TJ€ HEOOXOIUMBI
JOTIOJTHUTENBHBIC TTPEAYITPEKAAIOIINE MEPHI, YTOOBI CBECTH PUCKH K MUHIMYMY.

Bo3Mmo:kHble cepbl NpUMeHeHUs

[Mpumensite FMECA B ¢apmanieBTHUECKON NPOMBIIUICHHOCTH CIIEAYeT
MIPEUMYIIIECTBEHHO JIJII OTKA30B M PHUCKOB, CBSA3aHHBIX C IPOM3BOJICTBEHHBIMHU
nporieccamu, oxaHako npuMeHenne FMECA »>tuM He orpaHuyuBaeTCs.
Pesynbratom FMECA sBisieTcsl OTHOCHTENbHAsI «IIKaJlay pHUCKa ISl KaXKJI0TO
BHJIa OTKa3za, C IIOMOINBIO KOTOPOH TMPOBOIAT paHKUPOBAHHE PEKHMOB Ha
OCHOBAaHHWU OTHOCHUTEIHLHOTO PHCKA.

|.4.Ananu3 nepeBa ommook (Fault Tree Analysis — FTA)

Ananmmu3 aepesa ommbok (FTA) — 3T0 moaxo/, Ipeanoiararoiuid Haauaue
HECOOTBETCTBUI (DYHKIIMOHAJIBHBIX XapaKTEPUCTUK MPOAYKIMH WK npouecca. C
MOMOILBIO 3TOT0 MHCTPYMEHTA OIIEHUBAIOTCS OJHOPA30BbIE OMIMOKH CHUCTEMBI
(WJIM 4acTU CHUCTEMBI), HO MOTYT ObITb OOBEIMHEHBl MHOMXECTBEHHBIE (DAKTOPHI
OTKa3a IMyTE€M YCTAaHOBJIEHHS NMPUYMHHBIX LENO4YeK. Pe3ynbTaThl NpeaCcTaBIsIOT B
BUJIE WJUTIOCTpalMK B (hopMe JepeBa BUAOB O0TKa30B. Ha kaxk1oM ypoBHE JiepeBa
KOMOMHAIIUM BUJOB OTKa30B MOTYT OBbITh ONUCAHbl C IMOMOIIBIO JIOTMUYECKUX
onepatopoB («w», «uau» u aAp.). FTA 3aBUCHUT OT NOHMMaHUS 3KCIEPTAMHU
npolecca B IJIaHE YCTAHOBJICHUS! IPUYMHHBIX (PAKTOPOB.

Bo3MmoskHbIe cdepbl NPUMEHEHHS

FTA MOXHO TpUMEHSTH JUIsl YCTAHOBJIEHUS IMYyTH K OCHOBHOW MpUYWHE
orkaza. FTA wmoxer ObITh NpPUMEHUM [IJIi PACCIENOBAaHUS TPETCH3UN WM
OTKJIOHEHUH, YTOOBI JOCTUYD MOJHOTO MOHUMAHUS UX OCHOBHBIX MPUYUH U YTOOBI
rapaHTUPOBATh, YTO 3AIJITAHUPOBAHHBIC YIYUYIIEHUS MMO3BOJIAT MOJHOCTHIO PELIUTh
npo0JieMy U He MPUBEAYT K BOBHHUKHOBEHUIO JIPYrux mpobsieM (TO €CTh pelieHue
OJTHOM TpOOJIEMBbI HE JOJKHO SIBISATHCA MPUUYMHOW APYrol mpoOsieMsl). AHaIW3
JepeBa omuOoK siBsieTcss dPOEKTUBHBIM MHCTPYMEHTOM JJIsl OIIEHKH TOTO, Kak
MHOKECTBEHHbIE (DaKTOphl BIUSAIOT Ha JaHHyl mpobsemy. Pesynbratom FTA
SIBJIIETCSl BU3YyaJIbHOE BBIpa)keHHe BUAOB 0TKa30B. FTA mosneseH kak it o01iero
OIICHUBAHUS PUCKOB, TaK U I pa3padaThIBAIONIUXCS TNIAHOB MOHUTOPHHTA.
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|.5.AHanu3 onacHocTeii U KpUTHYECKHEe KOHTPOJbHbIe Touku (Hazard
Analysis and Critical Control Points — HACCP)

HACCP sBnsercss cCUCTEMHBIM, MPEAYNPEKIAIONIM U TPOPUIaKTUIECKUM
WHCTPYMEHTOM Il OOCCTCUeHUs] KadyecTBa, HANEKHOCTH M O€30MacHOCTH
OPOJAYKIUUA. DTO CTPYKTYPUPOBAHHBIN MOAXOJ C MPUMEHEHHEM TEXHHUYECKUX U
HAYYHBIX TIPUHIIAIIOB I aHAN3a, OLICHKH, MPEAYIPEKICHIUS 1 KOHTPOJIS PUCKOB
WJIA HEOJIaroNMpHUsTHBIX TIOCIIEICTBUN OMTACHOCTH, KOTOPBIC SIBJISTFOTCS PE3YJIBTaTOM
TUTAHUPOBAHMUS, Pa3paO0TKH, MPON3BOJICTBA U IPUMEHEHUS TTPOTYKITHH.

HACCP cocTout u3 cieayromux CeMH 3TaroB:

1) npoBencHue aHaiamza 0e301macHOCTH u OTpeieJICHHE
IpeIyNpekIaoMnX Mep A KaXI0i CTauu mpolecca;

2) ompejelieHue KPUTHISCKUX KOHTPOJIBHBIX TOYCK;

3) yCTaHOBJICHHE KPUTUICCKHX TPEICTIOB;

4) yCTaHOBJICHHE CUCTEMbI ITPOBEPKH KPUTHUECKUX KOHTPOJIBHBIX TOUCK;

5) ompeneneHne KOPPEKTUPYIOIIMX MEPONPHUITHH, KOTOPBIC JOJDKHBI
ObITh TPOBEACHBI, €CIM TPU MOHUTOPUHIE YCTAaHOBJIEHO, YTO
KPUTUYECKUE KOHTPOJIbHBIE TOUKH SBJISIFOTCS HEKOHTPOJIUPYEMBIMU;

6) BBeAcHHE cHCTEeMblI moaTBepkacHus, uro cuctema HACCP paGoraer
3¢ HeKTUBHO;

7) yCTaHOBJICHHE CUCTEMbI XpaHCHHUS 3aITUCCH.

Bo3MmoskHbIe cepbl NPpUMeHeHUs

HACCP moxeT ObITh MpUMEHEH AJIsi OMPEICIICHUs PUCKOB, CBSA3aHHBIX C
(bu3MYECcKO, XMMHUYECKOW U OHOJIOTMYECKOM OIMAacCHOCTBIO (B TOM YHUCIHE
MUKpOOHOW KOHTamuHauuei), u ynpasinenuss umu. HACCP naumbosiee moneseH,
€cIM TIOHMMaHWe TPOAYKUHUU M Tpouecca SBISETCS JOCTATOYHO MOJHBIM IS
o0OecnieyeHnss UJIEHTU(PUKALMN KPUTUYECKMX KOHTPOJBHBIX TOYeK. Pesymbrarom
HACCP  saBnsercss uH(pOpManus OTHOCUTEIBHO  YIPABJICHUS  PUCKaMH,
obriervaromas MOHHUTOPUHI KPUTHYECKMX TOYEK HE TOJBKO B  XOE
IIPOU3BOJICTBEHHOI'O MPOLECCA, HO U HA APYTHUX dTanax *KU3HEHHOTO [MKIIA.

|.6. Ananu3 omacHocteii m padorocnocooHocTn (Hazard Operability
Analysis — HAZOP)

HAZOP ocHoBaH Ha TeOpHH, TOMYCKAIOMICH, YTO CIy4al PUCKOB SIBIISIOTCS
CIIEICTBUEM OTKJIOHECHHUs OT 3allNIaHUPOBAHHBIX WM pabounx mapameTpoB. OH
SBIISIETCS. CHCTEMHBIM METOJOM «MO3TOBOTO INTypMa» Ui HWACHTU(UKAINN
OMACHOCTH C WCIOJIb30BAHHEM TaK HA3bIBAEMBIX «HAMPABISIIOMINX CJIOBY.
«Hampagsnstrore cnoBay (HampuMep, «HET», «OO0JIBIIEY, «KMHONH YeM», «4acCTh...» U
T.J1.) IPUMEHSIOT K COOTBETCTBYIOIUM IMapamMeTpaM (Hampumep, KOHTaMHHALWA,
TEeMIepaTypa), AJii TOr0 YTOObl MOMOYb YCTAHOBUTH BO3MOXKHBIE OTKJIIOHEHHSI OT
OOBIYHBIX WJIM 3aIUIAHUPOBAHHBIX MapaMeTpoB. YacTo UCHOIb3YIOT TPYIILY JOACH
CO 3HAHMSIMH U OIBITOM, OXBAaTHIBAIOIIMMU Pa3pabOTKy Mpoliecca UM MPOAYyKTa U
€ro MpuMeHEHHeE.
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Bo3moxxHbIe cepbl NPUMEHEHUs

HAZOP  MoOXker mnOpuUMEHATBCS  OTHOCUTEIBHO  IPOU3BOJACTBEHHBIX
MIPOIIECCOB, B TOM YHUCJIE MPU KOHTPAKTHOM NPOU3BOACTBE, @ TAKKE B OTHOLIECHUU
MOCTABIIMKOB, OOOPYJOBaHUS M TOMEIIEHUN Il TPOU3BOJACTBA AKTHUBHBIX
dbapmaneBTHYECKUX CyOCTaHIMI U JIeKapCTBEHHBIX mpernapaToB. Takke HAZOP
MPEUMYIIIECTBEHHO TMPUMEHSETCS] B (PapMalleBTUYECKON MPOMBIIUIEHHOCTH JIJIS
otieHKu Oe3omnacHoctu mpouecca. Kak u B ciiyuae HACCP, pesynbTaToMm aHanmsa
HAZOP sBnsercs nepedeHb KPUTHUECKUX ONEPALMMA JUIsl YIPaBICHUS pPUCKaMHU.
OTo obneryaer peryjaspHbldi MOHUTOPUHI KPUTHYECKUX TOYEK B XOJE
IIPOU3BOJICTBEHHOTO MTPOLECCA.

L7.lpenBaputeannbiii  anaau3 omacHocru (Preliminary Hazard
Analysis — PHA)

PHA sBiseTcss ”HCTpyMEHTOM aHaiu3a, OCHOBAaHHOIO HA MCIIOJIb30BaHUU
IPEABIAYIIErO ONbITA WIA 3HAHUM B OTHOLIEHUU OIACHOCTH WM OTKa3a, C LIEJIBIO
ONpenieNeHUs] IpYrux (akTOpoB ONACHOCTH, ONACHBIX CUTyallud M CiIydaes,
KOTOpBIE MOT'YT OBITh IPUUMHON BpeJla, @ TAKKE C LEJbIO OLIEHKH UX BEPOSITHOCTH
OTHOCHUTEJIBHO JAaHHOW JAEATENBHOCTH, TAHHBIX TEXHUYECKUX CPEACTB, MPOILYKIIHH
Wi cucteMbl. HCTpyMeHT 3akitouaeTcst B: 1) uaeHTu(UKanuu BO3MOKHOCTEN
TOTO, YTO IPOU3OUJET CIy4yal, CBA3aHHBIM C PUCKOM; 2) KAaUECTBEHHOW OLICHKE
MacmTabda BO3MOXKHOTO TMOBPEXKACHHS WIM Bpeda i 3J0pPOBbS, KOTOpHIE
ABJIAIOTCS  CIEACTBUEM; 3) OTHOCHUTEIBHOM pPaH)XHUPOBAHWU OIMACHOCTH C
UCITOJIb30BAaHUEM KOMOWHALWU TSKECTU MOCIEICTBUM M BEPOSTHOCTH Cilydas; a
TaKxe 4) onpeAesIeHnH BO3MOKHBIX KOPPEKTUPYIOMIMNX JEHCTBUM.

Bo3mo:kHbIe cepbl NpUMeHeHHs

PHA MoxeT ObITh TIOJIE3HBIM MPY aHATU3€ CYIIECTBYIOMINX CUCTEM HIIU MPU
BBISIBJICHUM MEPBOCTEINIEHHON OMACHOCTH, €CIIM OOCTOSITENIbCTBA HE TMO3BOJISIOT
npUMEHsATh OoJjiee MacmTabHbli croco6. PHA MoxkeT ObITh OpUMEHHM K
TUTAHUPOBAHUIO MPOAYKIIMH, TIPOIIecca M MOMEIICHHH, a TaKXKe JUIsl OIEHKU THUIIOB
OMMACHOCTU JJIS OCHOBHOM MPOAYKIIMH, TMOTOM [IJIi BUJOB MPOAYKIIUU €, B
KOHEYHOM UTOT€, /U OTAeNbHOro mpoaykra. PHA HaubGosnee yacto mpuMeHseTcs
Ha paHHMX JTamax pa3paboTKH MPOEKTa, Korjaa Maio MHGOPMAIMK OTHOCUTEIHHO
JeTajel IUJIaHa WIM OINEPalMOHHBIX Mpoleayp; TakuMm oOpazom, PHA wyacto
SBIISIETCSL TIPEABAPUTENBHBIM WHCTPYMEHTOM [JISl TOCIEAYIOIINX HCCIICIOBAHHIA.
Kak mnpaBuno, OmacHOCTb, YCTAaHOBJIEHHYNO npu npumeHennn PHA, B
MOCTIEAYIONIEM OIIEHWBAIOT C TMOMOIINBI0 JIPYTMX HWHCTPYMEHTOB YIIPaBJICHUS
pUCKaMH, YKa3aHHBIX B IAHHOM pa3Jele.

1.8. Pan:kupoBanue u puiabTpanus pucKkoB

PamwxupoBanue u QuibTpanus pPUCKOB SBISETCA HWHCTPYMEHTOM IS
CPaBHEHHUSI M PAHXUPOBAHUs PUCKOB. PaHXKMPOBaHUE PUCKOB CIIOKHBIX CHCTEM,
KaKk  TpaBmwio, TpeOyeT  OICHKA  MHOTOYHMCICHHBIX  Pa3sHOOOpPa3HBIX
KOJIMYECTBEHHBIX M KA4E€CTBEHHBIX (DaKTOPOB IS KaXJAOro pucka. MHCTpymeHT
3aKJTIOYAETCS B Pa3/elICHUM OCHOBHOW CBSI3aHHOM C PHUCKOM TpOOJIeMbl Ha
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MHO’KECTBO KOMIIOHEHTOB, UTO HEOOXOANMO Il puKcauu (HakTOpOB, CBSI3aHHBIX
C puckoM. DTu (HaKTOphl OOBEAMHSAIOT B OAHY OTHOCHUTENIbHYIO KAy PHCKOB,
KOTOPYIO MOXXHO MPHUMEHSATH U PaH)XUPOBAHUSI PUCKOB. «DMIBTPH), KOTOPHIE
NPEICTaBIAIOT c000i 3HaYMMble ()aKTOpPBI WM TPAHUIBI YPOBHEH pPUCKA, MOTYT
OBbITh MCIIONB30BaHBI AJIS TPafallii UM PAHXKHPOBAHUS PUCKA B COOTBETCTBUUC
LEJISIMU YIIPABIICHHSI U MTOJTUTHKH.

Bo3MmoskHbIe cepbl NPpUMEeHEeHHs

PamxupoBanue u  (QuabTpalui0 PUCKOB MOXKHO MPUMEHSTh IPHU
OTIpe/ICTICHUH TPHUOPUTETOB JIJIsl MHCIIEKIIUK/ayAUTa MPOU3BOICTBEHHBIX YYaCTKOB
CO CTOPOHBI YIOJHOMOYEHHBIX OpPraHOB WJIH CO CTOPOHBI IPEACTaBUTEIEH
npeanpuaTuid. MeTobl paHXUPOBAHUS PHUCKOB SBIIIOTCA IOJIE3HBIMH, B
YaCTHOCTH, B CUTyalUsX, KOTJa PUCKU M MOCIEACTBUS, KOTOPHIMU HEOOXOIUMO
yIpaBIATh, SBJSIOTCS pPa3HOOOpPa3HBIMU UM NIPEJICTaBISIIOT TPYAHOCTH  JJIs
CPaBHEHUS MNpPHU NPUMEHEHUU TOJBKO OJHOTO HWHCTPYMEHTA. PaHkupoBaHHe
PUCKOB 1e1ecoo0pa3Ho, €clu i1 YOpaBJIEHUS B paMKax OJHOM U TOM ke
OpPraHM3allMOHHOW CXE€Mbl HEOOXOIMMO OIIEHUTh KaK KOJMYECTBEHHO, TaK H
KA4ECTBEHHO OLICHUBAEMBIE PUCKHU.

1.9. CooTBeTcTBYIOIIHE CTATHCTHYECKHE METO/IbI
CratucTuyeckre METObl MOTYT CIIOCOOCTBOBATH YIIPABIECHUIO PUCKAMM JIJIs
KauecTBa W oOjerdarb ero ocyuectsieHne. OHU 00ecrneynuBaOT BO3MOKHOCTh
3 (})EKTUBHON OLEHKA [IaHHBIX, T[OMOTAalOT IMPU ONPEJIEICHUU BAKHOCTH
HaOopa(oB) JaHHBIX, a TaKXKe CIOCOOCTBYIOT MNPUHATHIO Oojiee MpaBUIIbHBIX
pemienuii. [lepeyeHb HEKOTOPBIX OCHOBHBIX CTATUCTHYECKUX METOAOB, LIMPOKO
MPUMEHSEMBIX B (papMalleBTUYECKON MPOMBIIIJIEHHOCTH, BKIIIOYAET:
® KOHTPOJIBHBIE KapThl, HAIIPUMED:
— IPUEMOYHBIE KOHTPOJIBHBIE KAPTHI;
— KOHTpOJIbHBIE KapThl JJisi apuU(PMETHUECKOro CpEeIHero ¢
NpeaynpexIaoIUMH TPaHULAMU;
— KOHTPOJIbHBIE KAPThI KYMYJISITUBHBIX CYMM;
— KOHTposbHbIe KapThl Lllyxapra;
— B3BEILIECHHOE CKOJIB3AIIEE CPENTHEE;
iaHupoBanue sxcnepumertoB (Design of Experiments — DOE);
TUCTOIPAMMBI;
nuarpammel [Tapero;
aHAJIM3 BO3MOYKHOCTEM IIpolLiecca.

Jonoanenue 11

I[loTeHUa/IbHOE TIPUMEHEHHE YIPABJICHUSA PUCKAMH I
KadecTBa

Oto JlomonHEHHWE TIPEIHA3HAYEHO [  ONpPEACICHUS BO3MOXKHOTO
IIPUMEHEHUSI NPUHLMUIIOB U MHCTPYMEHTOB YIIPABJIICHUS PUCKAMH JISI KayecTBa
MPEICTABUTEISIMA KAaK MPOMBIIUIEHHOCTA, TaK M YIOJHOMOYEHHBIX OPraHOB.
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OpHako BBIOOP KOHKPETHBIX WHCTPYMEHTOB YIPABICHUS PUCKAMHU TOJTHOCTHIO
3aBUCUT OT crielu(puIecKuX GakToOB U OOCTOATEIbCTB.

[IpuBeneHHbIC TPUMEPHI MPEACTABICHBI JIJIS WILTIOCTPAIIUN; OHU SIBJISIOTCS
TOJIBKO PEKOMEHJAIIUSIMH I10 BO3MOXKHOMY IMPHUMEHCHHIO YIIPABJICHUS PHCKaAMHU
U1 KadectBa. JlanHoe J[omoTHEHHE HE TpeIHAa3HAYCHO TSl YCTaHOBJICHUS JTIOOBIX
HOBBIX TpeOOBaHWK B  JOMOJHCHHE K TpeOOBAaHUSAM, YCTaHOBJIICHHBIM
JEHCTBYIONTUM 3aKOHOJIATEIHLCTBOM.

I1.1. YupasJjienue puckamu 1A KayecTBa KaK 4acTh
HHTEIPUPOBAHHOI0 YIIPABJICHUS KA4YeCTBOM
JJoxkymMeHTAUA

Jist  0630pa  ACUCTBYIOIIMX BEPCUH ©  COONMIOACHHMS] TpPEOOBaHMIA,
YCTaHOBJICHHBIX JACHCTBYIOIINM 3aKOHOAATEIILCTBOM.

Jist  ompeneneHUss HEOOXOAUMOCTH W/UIU  pa3pabOTKU  COJEPIKaHUS
cTaHAapTHBIX onepanroHHbix nporeayp (COIloB), pyKOBOACTB U T.II.

O0y4yenne u odOpa3oBaHue

JUis  ompeneneHus 1LEIeCOOOpa3HOCTH HaudajJbHOrO OOY4YeHHs W/Win
IOCTOSTHHBIX IIMKJIOB OOYYEHHs, OCHOBBIBAIOIIMXCS Ha OOpa30BaHUU, OIBITE U
TPYAOBBIX HAaBbIKaX I€pPCOHANA, a TakXke JUIsl [EePUOJUYECKON OLEHKU
IIPOBENCHHOI0 00y4YeHus (Hanpumep, ero 3p(HEeKTUBHOCTH).

JUist onpeneneHusi 3HaHUW, ONbITA, KBATU(UKALMOHHBIX XapaKTEPUCTUK U
(bu3MYECKUX BO3MOXKHOCTEN, KOTOPHIE TO3BOJISIIOT MEPCOHAIY BBINOJIHATH padoTy
IPaBUJIBHO U HE OKa3bIBaTh OTPHUIATEIHHOIO BIUSIHMS HA KAYECTBO MPOJAYKIIUH.

HecoorBercTrBHE KauecTBa

C wmenpt0o oOecnieYeHHs] OCHOBBI JUJIA  ONpENeNieHUus W OICHKHU
MOTEHIUAJIBHOTO BJIMSIHUSA HAa KAa4€CTBO MPOAYKIIUH BO3MOKHBIX HECOOTBETCTBUH,
MPETEH3UM, TEHICHUWW, pPacClICIOBAHUN, pE3yJbTATOB, HE COOTBETCTBYIOIIMX
crienuuKaIyu 1 T.1., a Takke THPOPMUPOBAHUS O HUX.

Hnst  comeiictBus HWHPOPMUPOBAHUIO O PHUCKE U ONpPENENICHUH B
COTPYAHUYECTBE C YIOJTHOMOYEHHBIM OPraHOM COOTBETCTBYIOIIETO MEPOIPHUSATHUS
(HampuMep, OT3bIB) B CBSI3M CO 3HAYUTEIBHBIM J1€(PEKTOM.

AyauT/MHCIIEKIIUA
JIns yCTaHOBJIEHUS 4YacTOTHI M O0OJIACTU ayJUTOB, KaK BHYTPEHHHUX, TaK U
BHEIIIHUX, C YYETOM TakKuX (PaKTOPOB, KaK:
e TpeOoBaHMs JCHCTBYIOIIETO 3aKOHOIATEJILCTBA;
® TEKyIIee COCTOSHUE OOIIeT0 COOTBETCTBUS M  COBOKYIHOCTH
MMEIOIIUXCSA CBEACHUM O TPEANPUITAN WIH MPOU3BOJACTBCHHON
IUIOIIAJIKE;
® HAJEKHOCTh JACATEIBPHOCTH KOMIIAHWM B IUIAHE YIPABJICHUS PUCKAMHU
JUUISL KQueCTBa;
® CJIO)KHOCTb y4acTKa,;
® CJI0OKHOCTb IMPOU3BOJCTBEHHOIO MTPOIIECCA;
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CJIOKHOCTH MPOAYKIIMH U €€ TePANeBTUUECKOS 3HAUCHNUE;

KOJIMYECTBO U 3HAUUMOCTH JiehekTa (Harnpumep, OT3bIBOB);

PE3yNbTAThl PEABIAYIINX ayIUTOB/UHCIICKITHIA;

3HAYNTEIbHBIC W3MEHEHHUS ITOMEIICHU, 00OpYyIOBaHUS, IMPOIECCOB,

KJIFOUEBOIO MEPCOHAIA;

® ONBIT MPOU3BOJCTBA MPOIYKIUU (HAMpUMEp, YacToTa MPOU3BOACTBA,
00bEM M KOJTMYECTBO CEPHii);

® pe3ynbTaThl  UCHBITAHMM B O(UIMAIBHBIX  TOCYAapCTBEHHBIX

KOHTPOJIbHBIX JTA0OpaTOPHUSIX.

IMepuoanueckuii 0030p

Jlyst BBIOOpA, OIIEHKH M OOBSICHEHUSI JAHHBIX, KOTOPBIC CBUICTEILCTBYIOT O
TEHJICHIIMU B paMKaxX 0030pa KauecTBa IMPOYKIIHH.

Jsist 0OBsICHEHUST TAaHHBIX MOHUTOPUHTA (Hampumep, JJisi CUCTEMATHUYeCKOU
OLICHKU HaJJIeKAIEro MPOBEJCHUs MOBTOPHOM BaIMJALMKA WM U3MEHEHUU TPHU
otbope npoo).

Yupasienne u3MeHeHUSIMH / KOHTPOJIb U3MEHEHHU I

Jlns ympaBlieHHsT U3MEHEHUSIMM Ha OCHOBAaHUM 3HAHUW M HUHPOpMAIUU,
MOJIY4YE€HHOU BO BpeMmsi (hapMaIrleBTUUECKOM pa3pabOTKH 1 MPOU3BOJICTBRA.

JIns1 OLIEHKH BIUSHUS U3MEHEHUN HA COOTBETCTBUE TOTOBOM MPOAYKIIHH.

JIst OlleHKH BJIMSIHUSI HA KAue€CTBO MPOIYKIMH M3MEHEHUW, BHECEHHBIX B
MPOU3BOJICTBEHHBIE TUIOMIAAKA, O0OPY/I0BAaHUE, MATEpUAJIbl, MPOU3BOJICTBEHHBIN
MPOLIECC, WU TIEPEHOCOB TEXHOIOTHH.

JIns  ompeneneHWss ~ COOTBETCTBYIOIIMX  MEPOIPHUSITUHA,  KOTOPBIE
MPEAIIECTBYIOT BHECEHUIO M3MEHEHHUS], HAIIPUMED, ITONOIHUTEIbHbBIE UCTIBITAHUS,
kBaymMpukanus (mMoBTOpHAsA KBaM(UKaLK), Baauganus (MOBTOPHAS BaJMIAIINA)
WM HHPOPMUPOBAHUE YITOTHOMOYEHHBIX OPTraHOB.

IHocTosiHHOE yiIy4lIeHUE
Jns copercTBUs IMOCTOSHHOMY YIIYUIIEHUIO MPOLECCOB HA IPOTSIKEHUU
YKU3HEHHOTO LIUKJIA POTYKIMH.

I1.2. YnpaBiieHne pUCKaMH Ui KAa4eCTBA KaK 4YacTh JAeSATEeJbHOCTH
YIIOJITHOMOYEHHBIX OPraHOB

NHcnexknusi M cucTeMaTH4YeCKas OLeHKA 1eITeJIbHOCTH

JIist coneicTBUS pallMOHAIBHOMY Paclpe/lesIEHUI0 PEeCypcoB, B TOM YHCIIE,
HalpuMmep, s IJIAHUPOBAHUS HWHCIEKIMA W WX YacTOThl, a TakXke [
IpOBEJCHUS MHCHEKIUI U ux oobema (cM. «Ayaut» B nyHkre 1 [onmonnenus Il
HACTOSAILETO TOKYMEHTA).

JUis OLIEHKM 3HAaYMMOCTH, Harpumep, JaedekTa, BO3MOXXHBIX OT3BIBOB U
JAHHBIX, TOJIyYEHHBIX IPU UHCIIEKTUPOBAaHUU.

Jis  ompeneneHuss  HEOOXOAMMOCTH M BHJA  MPEAYCMOTPEHHBIX
3aKOHOJATEIBCTBOM MEPOIIPUATUI MO pE3yIbTaTaM MHCIEKLIHH.
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Jnst  omenkn  wmHOpPMAIMK, MPEIOCTABICHHOW  MPEICTABUTEIISIMHU
OPEINpUsITHA, B TOM 4YHWCIE€ HHPOPMAIMH OTHOCUTEIHHO (apMaleBTHUECKOM
pa3paboTKH.

JUJ1s1 OTICHKY BIIMSTHUS TTPEAJIaraeMbIX OTKJIOHEHUH HITH N3MEHEHUH.

Jl1is omipeniesieHusi pUCKOB, KOTOPBIE CIEAyeT 00CYKAaTh C MHCIICKTOPaMH U
OKCMIEPTaMU JUIsI COACHCTBHS JIyYIIEeMy MOHUMAHHUIO TOTO, KaK PHCK MOXKHO
KOHTPOJIUPOBATh WU KaK OH KOHTPOJHpYyeTcs (HampuMep, BBITYCK IIO

napaMerpaMm, TpoIlecCHO-aHaiMThH4eckas TexHonorms  (Process  Analytical
Technology — PAT).

I1.3. YnpaBiaeHne pucKamMu VISl Ka4eCTBa KaK 4acTh pa3padoTKu

JIns nmaHMpOBaHMS KadecTBa MPOAYKLIMU W TEXHOJOTHYECKOTO Ipolecca,
YTOOBI ITOCTOSTHHO IIOJTy4YaTh MPOAYKIIUIO c (byHKIIMOHATLHBIMH
XapaKTePUCTUKAMH, COOTBETCTBYIOLIMMH €T0 Ha3HAYECHUIO.

Jlist pacimpenusi 3HaHUA OTHOCUTENBHO (PYHKIIMOHAIBHBIX XapaKTEPUCTUK
NPOAYKIIMM B 3aBUCHUMOCTH OT W3MEHEHHUSI XapAKTEPUCTUK CHIPbS B IIUPOKOM
JuanasoHe (HampuMep, pacrpeielieHue YacTHIl 10 pa3Mepam, CoJIepKaHue BIIary,
PEOJIOTHUECKUE XAPAKTEPUCTUKH), WU3MEHEHUS TEXHOJOTWYECKHUX OTNepalnuil u
[1apaMeTpoB IIpoLecca.

JIns  OLIEHKM  KPUTUYECKUX  XApAaKTEPUCTUK  HMCXOJHOTO  CHIPBA,
pacTBOpUTENIEH, UICXOAHOTO ChIPBS ISl aKTUBHBIX (papMalleBTUYECKUX CyOCTaHIMI
(ADC), camux ADC, BcmoMoratelbHbIX BEIIECTB WM YITaKOBOYHBIX MaTEPHUAIIOB.

JUIst  yCTaHOBJIEHUSI COOTBETCTBYIOUIMX CHEHU(UKALMI, ONpeAeTIeHHs
KPUTHYECKMX DapaMeTpoB IIpolecca M OpraHu3aluyd IPOU3BOJCTBEHHOTO
KOHTpOJIS (HampuMmep, Ha OCHOBAaHMU HH(POPMAIUU O KIMHUYECKU 3HAUYUMBIX
MOKa3aTeligX KauyecTBa, MOJYyYEHHON Ha »Tane (hapManeBTHYECKOW pa3paboTKu, a
TaK)X€ 0 BO3MOXXHOCTH KOHTPOJIMPOBATh X B XOJI€ MTPOLIECCA).

JIns1 CHU KEHHMsI HETIOCTOSIHCTBA NTOKA3aTeNel KauecTna:

® CHIDKEHHE KOJM4YecTBa Ne(PEKTOB MPOIYKIIMU, HCXOIHOTO CHIPhS H
MaTepualos,;
® CHIKECHUE OTKIIOHEHUH ITPU ITPOU3BOJICTBE.

JI1s1 OlleHKU HEOOXOJMMOCTH JOTIOJHUTENIBHBIX UCCIIEIOBaHUI (Hampumep,
OMOAKBUBAJICHTHOCTh, CTA0WJBHOCTH) TMPU MACIITAOUPOBAHUM U TIEPEHOCE
TEXHOJIOTUU.

J171s1 uCNob30BaHMUs KOHILIENIUN «ITPOCTPAHCTBA MTPOEKTHBIX TAPaMETPOBY.

I1.4. YnpasieHume pucKaMH [JIA KadyecTBA MO OTHOUIIEHHIO K
MPON3BOJICTBEHHBIM MOMEIEHUAM, 000PY/I0OBAHUIO M CHCTEeMAaM o0ecrne4yeHust
IIpoexkT NpOU3BOACTBEHHBIX MOMeNIeHUH / 000pyA10BaAHUS
JInst onpeneneHus COOTBETCTBYIOIIMX 30H MPHU MPOECKTUPOBAHUU 3[aHUUN U
MPOU3BOJICTBEHHBIX IOMEIICHUH, HAIPUMED:
® HaIpaBJICHWE MOTOKOB MaTEPUAIIOB U MIEPCOHATIA;
® CBEJCHHE K MUHUMYMY KOHTaAMUHAIIUH;
® MEpOIPHUATHS IO KOHTPOJIIO apa3uToB;
® MpeaynpexAcHUE NepenyThIBaHNUS,
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e CpaBHEHHE 000PYIOBaHUS OTKPHITOI'O U 3aKPBITOTO THIIOB;

® CpPaBHCHME YHCTBIX MOMEIIECHHUI C H30JUPYOIIEH TEXHOJIOTHEH;

e CICIHHWAIBLHO IMPEIHA3HAUYCHHBIC WM BBIJCICHHBIC MPOU3BOICTBCHHBIC
MOMEIICHH/000pyI0BaHNE.

Jlis  ompenesieHHsT COOTBETCTBYIONIUX MAaTEepHAIOB OOOpPYJAOBAaHUS H
KOHTCHHEPOB, KOHTAKTHPYIOIIUX C NPOAYKIHMEH (HampuMep, BBIOOp MapKu
HEPIKABCIOIIEH CTaJIH, CAIbHUKOB, CMa30YHBIX MaTEPUAIIOB).

JIns ompeneneHuss COOTBETCTBYIOIIMX CHCTEM oOecredeHus (Hampumep,
nap, rasbl, MCTOYHHK MUTAHUS, COKATHIA BO3JyX, CHCTEMa HarpeBa, BEHTHIIAIUN U
KOHJIUITUOHUPOBAHMS BO3/IyXa, BOJIA).

JInst onpeiesieHusl COOTBETCTBYIOIIETO MPOGMIAKTHICCKOTO 00CTYKUBAHHSI
CBSI3aHHOT'O JIPYT C JPYroM 00OpyAOBaHUs (Hampumep, MepeucHb HEOOXOIAUMBIX
3allaCHbBIX 4acTeil).

AcCneKTbl THTHEHbI B TOMEIeHUsIX

JIIst 3amUThl TIPOIYKIIMM OT OMACHOCTH CO CTOPOHBI MPOU3BOJICTBECHHOM
CpeIlbl, B TOM YHCIIC XUMHUYCCKUX, MUKPOOHOJIOTHICCKUX U (PU3UIECKUX (haKTOPOB
OMAacHOCTH (HampUMep, OMpeiesieHne HaJIekKaled OACKIbl M OpTaHU3aIHs
rapaepoOHOH, aCIEKThl TUTUEHBI).

JUis  3amMThl TPOU3BOJCTBEHHOM Cpellbl U TEpCOHaja OT OMAacHOCTEH,
CBSI3aHHBIX  C  TMPOM3BOJUMON  MPOAYKIMEH  BCIEACTBHE  IEPEKPECTHOM
KOHTAMUHAITUH.

Kpasmpukanus npou3BoACTBEHHBIX NOMeNIeHUi / 000pyA0BaHNs / CUCTEM
o0ecrieyeHust

Jlns ompeneneHus o6siacTh W Maciutaba KBaduUKalMA TOMEIIEHUMH,
3JaHUN U TEXHOJIOTMYECKOro 000py0BaHus, a TAKKe JIabOpaTOpHBIX TPHUOOPOB (B
TOM YHCJIE HAJIeXKAIINX METOJIOB KaTMOPOBKH ).

Ouncrka 000pyA10BaHMSA U KOHTPOJIb IPOU3BOACTBEHHOM CPe/AbI

JIns panMOHANIBHOTO PACHpENEieHUs YCWIMM W TPUHATHAS PELICHUU,
YUUTBIBAsl MpeJHA3HAuYCHHE OO0OpYyNOBaHUS (HANpPUMEp, MHOTOIIEIEBOE WIIU
CHEeLMAIbHO TMpeJHa3HAYeHHOE OOOpyJOBaHUE, CEpUHHOE MPOU3BOACTBO WIIH
HENPEPBIBHBIN TEXHOJOTUYECKUI Mpoliece).

Jl1s onpeniesieHyst IpeieioB MPUEMIIEMOCTH I BaIUAAUN OYUCTKH.

KaanOpoBka / npoduaakTuyeckoe 00CayKUBaAHHE
JIist  yCTaHOBIIGHWS  COOTBETCTBYIOIIMX TpauKOB  KaTHMOPOBKH |
PO(PHIIAKTUIECKOTO OOCTYKUBAHHMS.

Komnbrorepubie cucremMbl W 000pyIOBaHHe, KOHTpOJHMpyeMoe ¢
MOMOIIbI0 KOMIILIOTEPOB

Jliist BbIOOpa KOH(PUTYpallMM KOMITBIOTEPOB M MIPOTPAMMHOT0 00€CTeueHUs
(Hanpumep, MOJyJIbHAs, CTPYKTYpPUPOBaHHAsA, YCTOWYMBAS K COOSIM CHCTEMA).

Jli onpezenenus Maciitada BaJluJalvu:
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UAeHTUDUKANS KPUTHICCKUX (PYHKITMOHAIBHBIX TTAPAMETPOB;
BBIOOp TpeOOBaHUI M KOHCTPYKIINH;

IpOBEpKa KOJIOB;

MacITad UCIIBITAHUI U METO/IBI HCIIBITAHUT;

MPaBUIBLHOCTD AJICKTPOHHBIX 3aMUCEN U MOAMMUCEH.

ILS. YnpasiieHue pucCKaMM ISl KayeCcTBa KaK 4YacThb YIPaBJICHUS
HCXOJHBIM CbIPbeM M MaTepHATIAMU

OmnpenereHue W OLECHKAa MOCTABIIMKOB M NPOM3BOAMTENEH IO
KOHTPAKTY

Jlist obecniedeHusl BCECTOPOHHEN OLEHKH MOCTAaBIIMKOB M IMPOU3BOJUTENCH
110 KOHTPAaKTy (HampuMep, MPOBEACHUE UX ayJUTa, COMIAIIECHUS C MOCTABIIUKAMHU
OTHOCHUTEJIPHO KaueCTBa).

HUcxoaHoe cbipbe
JI7g OLIEHKW pa3inuyvii 1 BO3MOKHBIX PUCKOB JUIS KQUECTBA, CBA3AHHBIX C
M3MEHYHBOCTHIO HCXOJHOTO CBHIPhsI (HAPUMED, CPOK XPaHEHHsI, CXeMa CHHTE3a).

Hcnonb30BaHne HCXOAHOTO CHIPbSI M MATEPHATIOB

JUIst onpeneneHuss TOoro, SBJISIFOTCS JIM IMIPUEMIIEMBIMH JUISI MCIIOJIb30BAHMUS
UCXOJHOE CBIPBE M MaTepHallbl, HaXOIAIIMECS B KApaHTUHE (Hampumep, Ui
JAIBHENIIETO TEXHOJIOTUYECKOTO MTPOLIECCa).

JUist onpeneneHuss HaJJIEkKAIIEro OCYIIECTBICHHS MOBTOPHOW 00pabOTKH,
nepepabOTKU, UCIIOJIb30BaHUS BO3BPAILEHHON NPOAYKIUH.

YciaoBus XxpaHeHUs1 M ONITOBOI TOPrOBJIM, TOTUCTHKA

JIJIsl OIEHKH TOJHOTHI COTJIAIICHWH MO 00ECIEUYEeHUI0 COOTBETCTBYIOIIUX
YCIIOBUM XpaHEHUS! U TPAHCTIOPTUPOBAHUS (HAMpUMEp, TEMIEpaTypa, BIaKHOCTS,
KOHCTPYKITUSI KOHTEHHEpa).

st ompeneneHus BIUSHUS HECOOTBETCTBUU B YCIOBUSX XPAaHCHUS U
TPAHCIIOPTUPOBAaHMS (HAIIPUMEp, «oOecIeueHne Xo0a040Bok memm» - cold chain
management) Ha Ka4yecTBO MPOAYKIIUU C YYETOM HOPMATUBHBIX TPEOOBAHMIA.

Jist  dyHKUIMOHUpPOBaHUS WHOPACTPYKTYphl (HampuMmep, BO3MOXKHOCTH
oOecrieuynBaTh HAJJICKAIUE YCIOBUS  OTTPY3KH, BPEMEHHOTO XpaHEHUS,
oOpallieHre ¢ ONMacHbBIMH MaTepHalaMd W TTOJKOHTPOJBHBIMHA BEIIECTBAMH,
TaMO>XEHHAsl OYMCTKA).

Jlnis  npenocraBienuss  uHGopManumu 00  0OECHEUEHHM  MPUTOAHOCTH
JICKapCTBEHHBIX TPETaparoB (HalpuMep, PAHKHUPOBAHUE PUCKOB IS IICTIH TIOCTABOK).

I1.6. YnpaBieHue puckamu AJ1s1 Ka4ecTBa, KAK 4YaCTh IPOU3BOACTBA

Baangauus

Jlnis onpenenenus o0acTy U MaciiTada AesITeNbHOCTHU 110 TIOATBEPKICHUIO,
KBaIM(UKALMKA U BalIUJalUuU (HalpuUMep, aHATUTHYECKUE METOJMKH, MPOLECCHI,
000pyZ0BaHUE U MPOIEYPHI OUUCTKH).
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Jlnst onpenenenusi Macmrada MOCIENYIONUX JACUCTBUI (Hampumep, oTOop
po0, MOHUTOPHHT M TTOBTOPHAsS BAUIALIHS).

JIns pasrpaHuYeHUs KPUTUYECKUX U HEKPUTUUYECKUX CTaAuil IMpouecca s
MTOMOIIH B IJIJAHUPOBAHUH BaJTUAAMOHHBIX UCIIBITAHUM.

OT00p npod / ucnbiTaHUE B X0/4€ MPOU3BOJACTBA

JIJIsl OLIEHKM 4YacTOThl U MaciliTaba KOHTPOJBHBIX HCIBITAaHUI B Ipoliecce
MPOU3BOJICTBA (HampuMep, Uisi 0OOCHOBAHUSI YMEHBIIICHUST 00beMa WCTIHITAHUN B
YCIIOBHSIX JOKA3aHHOT'O KOHTPOJIA).

JUtt oueHKM W OOOCHOBAaHUSI MCIIONB30BAaHUS MPOLIECCHO-AHATUTHYECKON
TEXHOJIOTUM BMECTE C BBIITYCKOM I10 IMapaMeTpam U BBIITYCKOM B PEAIbHOM BPEMEHHU.

IlnanupoBaHue NpPoOU3BOJCTB

JIisi  yCTaHOBIIEHHMST COOTBETCTBYIOILIEIO IUIaHA TPOU3BOJNICTBA (HampUMep,
CIEeUAILHO TIPEIHA3HAYEHHOE TIPOU3BOICTBO, MPOU3BOJICTBO KAMITAHUSIMU (IIMKJIAMU
MIPOU3BOJICTBA) U OYEPETHOCTH COITYTCTBYIOIIMX TEXHOJIOTMYECKHX IPOIIECCOB).

II.7. YnpaBjieHue pucKaMu JJIsi Ka4eCTBA KaK 4acTh J1a00PaTOPHOIO
KOHTPOJISI U HCNIBITAHUN CTA0MIBHOCTH

Pe3yabTaThl, HE COOTBETCTBYIOLIUE ClIeNUPUKALMAM

JInsi yCTaHOBJIEHUSI BO3MOKHBIX OCHOBHBIX MPUYMH U KOPPEKTUPYIOIIUX
MEpPONIPUATAA B XOJE PACCIEAOBAaHUSA pPE3YyJbTAaTOB, HE COOTBETCTBYIOIINX
cnenupUKausM.

Ilepuoa 10 mpoBeaeHHs] MOBTOPHBIX MCNBITAHMH / JaTa OKOHYAHMS
CPOKa rOAHOCTH

JIns OLEHKM NpaBUIBHOCTUM XPAHEHUS W MCHBITAHUM MPOMEXYTOYHOMN
MPOAYKIINH, BCIOMOTaTEIbHBIX BEMIECTB U UCXOAHOTO ChIPbSI.

I1.8. YnpasjieHue pucCKaMH I KadyeCcTBAa KAK 4YacTh YNAKOBKH M
MAapPKHUPOBKHU

IIpoexTHpOBaHUE YIIAKOBOK

JIns1 MpOeKTUPOBaHUS BTOPUYHOM YIIAKOBKH, ITPEIHA3HAYEHHOM JJIS 3aLUATHI
MEPBUYHON YIMAKOBKM MPOAYKIIMU (HarpuMep, 4TOObl 0OECMEeUUTh MOJJTUHHOCTD
MPOIYKIUHU, Pa300PUMBYIO HAJIIUCh HA ITUKETKE).

Br100p cucTeMbl YKYNIOPKH KOHTEHHepa
Jns  omnpeneneHuss KPUTHYECKUX XApPAKTEPUCTUK CUCTEMBI  YKYIIOPKHU
KOHTENHEpA.

KoHTpoJb 3THKETOK

JIns mnaHupoBaHus IPOUEAYP KOHTPOJISI STUKETOK, YUYUTHIBASI BO3MOKHOCTh
MEepEeNyThIBAHKS STUKETOK Pa3HOU MPOAYKLIHH, B TOM YHUCJIE PA3HBIX BEPCUN OJTHOU
Y TOU K€ 3TUKETKH.
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OAPMAIEBTHYECKASA CUCTEMA KAYECTBA

IIpeauciaosue

[IpousBoguTensaM JIEKapCTBEHHBIX CPEACTB cJleayeT pa3paboTath U
BHEIpUTh A PexTuBHYIO (HapMaleBTUUECKYI0 CHUCTEMY KadecTBa, YTOOBI
o0ecneunTh COOTBETCTBUE TpeOOBaHUSAM HacTosmux [IpaBui u npuaepKuBaTHCS
MOJIOKEHHM, N3J10°KEHHBIX B raase 1 yactu [ HacTtosmux [IpaBui.

JIaHHBI JOKYMEHT SIBJISIETCS TpUMepoM (apMaleBTUYECKOW CHUCTEMBI
KaueCcTBa, KOTOpas MpeJHa3HAaYeHa JJIsl MTOJHOTO KU3HEHHOTO LIMKJIA MPOMYKIUU.
CrnenoBaTellbHO, TaHHBIA JTOKYMEHT BBIXOJUT 32 paMKH TpeOOBaHUN HACTOSIIUX
[IpaBui1, KOTOpBIE, 32 UCKIFOUEHUEM MPOU3BOICTBA JEKAPCTBEHHBIX CPEACTB IS
KIIMHUYECKUX HCCIICOBAHNM, HE PACHPOCTPAHSIIOTCS HA Ty YaCTh KU3HEHHOTO
IIMKJIa, KOTOpas CBsi3aHa ¢ pa3paboTkoii. B cBsA3M ¢ BHeIpeHWEM JaHHOTO
nokyMeHTa riaBbl 1 u 7 yactu [ Hactosimero PykoBojacTBa OblTH IEPECMOTPEHBI, a
rinaBa 2 yactu | Hacrosimiero PykoBoacTBa OyeT nepecMoTpeHa i COTrJlacoOBaHUs
MNOHSATUH U TEPMHUHOB, HCIOJb3YEMbIX B JAHHOM JIOKyYMEHTE. JlaHHBI TOKYMEHT,
CoJlep>KaHUE KOTOPOro JOMOJHsAET TpeOoBaHuA Hacrosmux [lpaBun, sBisercs
peKoMeHaaTeNbHbIM. VCrob30BaHuE TAHHOTO JOKYMEHTa Oy/ieT criocoOCTBOBAThH
WHHOBALMSAM, IOCTOSHHOMY VIYYIIEHUIO M YCWICHHIO B3aUMOCBSI3U MEXIY
(dapmaiieBTHUECKOM pa3paboTKOM U MPOU3BOJACTBEHHON JAESTENIbHOCTHIO.

1. ®apmaneBTHYECKasA CHCTEeMAa KayecTBa

1.1. Beaenue

Hacrossmmit  noxkymeHnt rapmonmsupoBan ¢ Pykosoactsom ICH QI0,
KOTOpPOE OMHUCHIBACT MOJIEIb 3P(HEKTUBHON CUCTEMBI YIIpaBICHUS KaueCTBOM JIIsI
dbapmareBTUUECKOH TPOMBIIIUICHHOCTH (Zanee — (apMareBTHYECKass CUCTEMa
KauecTtBa). B KOHTEKcTe MaHHOTO JOKYMEHTa TEpMUH «(papmarieBTHYeCKas
CHCTEMa KayeCTBa» OTHOCUTCS K MojiesiH, onrucanHou B jokymenTe ICH Q10.

B  mokymente ICHQI10 omnmcana eauwHas BCECTOPOHHSS — MOJICIb
apexTrBHON (hapMarieBTUUECKON CHCTEMBI KadecTBa, KOTOpasi OCHOBBIBACTCS Ha
KOHIICTIIIMK KadecTBa MeXIyHapoJHON opraHu3aiuu mo crangaprusaiuu (1S0),
BKJIIOYAET COOTBETCTBYIOLIME MOJOXKEHUS MPABUI HAJIEXKAIIEro MPOU3BOJICTBA U
nononnser AokymeHTel ICH Q8 «®apmaneBtuueckas paspaborka» u ICH Q9
«YrpaBiaeHue puckaMu 1Ji KauecTBay. HacTosuii TOKYMEHT SBJISIETCS MOJIEIIbIO
U1 (hapMalleBTUYECKOM CUCTEMbl KauecTBa, KOTOpas MOXKET MPUMEHSTHCS Ha
Pa3IMUHBIX ATanax >KU3HEHHOrO IMKJA MPOAYKIUU. BOJBIIMHCTBO MOJIOXKEHUN
JAHHOTO JIOKYMEHTa, MPUMEHSIEMbIX K TMPOU3BOACTBEHHBIM MPEANPUITHSIM,
noAPOOHO M3JIaraeTcs B Ipyrux paszzaenax Hactosmmx [IpaBun. JlaHHBINA TOKYyMEHT
HE TpeJHa3Ha4YeH JJIsl YCTAHOBJICHUS] KAaKUX-TMOO HOBBIX IMOJIOXKEHUH, KOTOpPHIE
BBIXOJIIT 32 paMKH JCHCTBYIOIIMX HOPMATUBHBIX TpeOoBaHuil. [lomoxeHwus,
coJieprKallliecsi B JaHHOM JIOKYMEHTE, JOMOJIHST Hactosiume I[IpaBuna u He
SIBJISFOTCSI 00s13aTETLHBIMH.

Hacrosiimmii JOKyMeHT CIIy>KHUT JOKa3aTeIbCTBOM TOT0, YTO IMPOU3BOIUTENIN
U YIIOJHOMOYEHHbIE OpraHbl MOAAEPKUBAIOT () (PEeKTUBHYIO (hapMalleBTHUECKYIO
CHUCTEMY KaueCTBa C IEJIbI0 YIYUIIEHUS Ka4eCTBa U JIOCTYITHOCTH JIEKAPCTBEHHBIX
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npenaparoB BO BCEM MHpPE B HHTepecax 3ApaBooxpaHeHus. llpumenenue
HACTOSIIIET0 JOKYMEHTa Ha MPOTSXKEHHH >KMU3HEHHOTO LMKJIA MPOAYKIUU Oyner
CIIOCOOCTBOBATh MHHOBAILIMSM U MOCTOSIHHOMY YJIYYIICHHIO, & TAK)KE YITPOUHEHUIO
CBS3M  Mexay (apmaineBTHUECKOM — pa3pabOTKOM W MPOU3BOACTBEHHOU
JEeSATEIBbHOCTBIO.

1.2. O61acTh NPUMEHEHHA

Hacrosimuii JOKyMEHT pacmnpocTpaHseTcsl Ha CHUCTEMbI, 00ecreynBaromme
dbapmaneBTUYECKyl0  pa3pabOTKy U MPOU3BOJCTBO  (papMarleBTUYECKUX
cyOctanuuii (akTuBHBIX ¢apmaneBTuyeckux cyocranuuid, A®DPC), a Takxke
JIEKapCTBEHHBIX MPENapaToB, BKIIOYasl JIEKAPCTBEHHbIE OMOTEXHOJIOTHYECKUE WU
OMOJIOTUYECKUE JIeKAPCTBEHHBIE IMpenaparbl, Ha MPOTSHKEHUH BCEX HTAroB
YKU3HEHHOT'O LIUKJIA MPOAYKIIUH.

DNeMEHThI HACTOAIIETO JOKYMEHTA JOJKHBI MPUMEHSTHCS COOTBETCTBEHHO
Y TPONOPLHUOHATBHO KaXIAOMY A3Taly >KU3HEHHOrO IHUKJIA MPOAYKIUU C y4ETOM
pa3IuuuMii MEXJIy HUMU W Pa3IudHOM MeNM Kaxaoro srtama (cM. pasuen 3
HACTOSAILETO TOKYMEHTA).

B KOHTEKCTe HACTOSIIEro JOKYMEHTa JKM3HEHHBIA IMKI MPOAYKIHH
BKJIIOYAET CIEAYIOIIYI0 MPOU3BOJCTBEHHYIO AEATENBHOCTh IS HOBBIX M YXKE
CYILLECTBYIOIUX JIEKAPCTBEHHBIX MPEMAPATOB:

o ®dapmarieBTUUYECKAs pa3pabOTKa

— PaszpaboTtka akTuBHOM (hapMaleBTUUECKON CyOCTaHIINH,

— Pa3pabotka cocrtaBa (BKJIOUasi CUCTEMY «KOHTEHHEp/CpPEACTBO
YKYIOPKU»);

— IIpou3BOJCTBO JIEKAPCTBEHHBIX MPENapaTroB sl KIMHUYECKUX
HCCIEI0BaHUM;

— Paszpabotka cucTembl JOCTaBKU (€CIH 3TO HEOOXOIUMO);

— Pa3paboTtka TexHOJIOrHYECKOro Mpolecca U MaclITabupoOBaHUE;

— PazpaboTka MeTOauK aHaNIU3A.

e [lepenoc TexHosnornu

— Tlepenoc HOBOI MPOAYKIIUK U3 pa3pabOTKU B TPOU3BOICTBRO;

— IlepeHoc TEXHOJOTMM TPOU3BOJCTBA 3aPETUCTPUPOBAHHOMN
OPOAYKIIUM BHYTPU WM MEXKAY HPOU3BOJCTBEHHBIMU WIIU
KOHTPOJUPYIOIHUMHU MOAPA3ACICHUSIMH.

e [IpoMbIIEHHOE IPOU3BOACTBO

— [lpuoOpereHne U KOHTPOJIb UCXOAHOTO CHIPhSl U MaTEPHAJIOB;

— IlpenocraBineHne mNOMENIEHUWN ISl NOPOU3BOJACTBA, CHUCTEM
oOecrieueHusi 1 000PyJOBaHUS;

— Texunonorunueckuit mpouecc (BKJIOYas yIaKOBKY U MAPKHUPOBKY);

— KouTposas kauecTBa n o0ecrieueHrne KauecTBa;

— Beblgaua pa3penieHus Ha BhIMYCK TPOAYKIIUY;

— XpaHeHue;

— Peanuzanus (3a HCKIIIOUEHHEM ONITOBOUM TOPTOBIIN).

e IlpekpanieHue BblllycKa IPOTYKIIMU
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— XpaHeHue TOKyMEHTAIUY,
— XpaHeHue 00pasIioB;
— IIponmomxkaroiasicsi olleHKa MPOYKIIMU U COCTaBJIECHUE OTYETOB.

1.3.B3auMOCBSI3bJAHHOT0 [IOKYMEHTa ¢ TpPeOOBAHUSIMH HACTOSIIIUX
IIpaBua, cranaapramu 1SO u nokymentom ICHQ7

TpeboBanus nacrosmux I[lpaBun, PykxoBoactBo ICH Q7 «IlpaBuia
HAJUIeKAIEro IMPOU3BOACTBA AKTUBHBIX (hapMalleBTUUECKUX CYOCTaHIMI» U
PykoBoncTBa cucteMol ympaBiieHHs KadecTBa [SO  gBASIOTCS  OCHOBOM
HACTOSIIETO AOKYMEHTAa. [[Js MOCTHKEHHS W3JI0KECHHBIX HIDKE LEJeH TaHHbINA
JOKYMEHT paciiupsieT Hactosmue [IpaBuna onrcaHneM XapaKTEpHBIX AJIEMEHTOB
CUCTEMBbl KAauecTBAa M OTBETCTBEHHOCTH PYKOBOACTBA. JIaHHBIA JOKYMEHT
oOecreuynBaeT MOJEIb, COYETAIONIYI0 (PapMalleBTUYECKYI0 CUCTEMY KayecTBa Ha
BCEX ATalax »XU3HEHHOIO LHMKJIAa MPOIYKIHUH ¢ TpeOOBaHUAMH HacTosmmX [IpaBui
JUISL UX COBMECTHOTO IIPUMEHEHUS.

TpebGoBanusa Hacrosmux [IpaBun He HampaBiIeHbl HEMOCPEACTBEHHO Ha BCE
3Tamnbl )KU3HEHHOTO LMKJIA MPOAYKUHMH (HAmpumep, Ha pa3paboTKy). DJIEMEHTHI
CHUCTEMBI KauyeCTBa U OTBETCTBEHHOCTh PYKOBOJCTBA, ONMCAHHBIE B HACTOSIIEM
JOKYMEHTE, MPEIHAa3HAYEHbI I COJACUCTBUS PUMEHEHUIO HAYYHBIX IOJXO0/I0B U
IIOAX0/JI0B, OCHOBAHHBIX Ha OLICHKE PUCKOB, HA Ka)KJIOM JTaIle )XU3HEHHOI'0 LIMKJa
OPOAYKIHMH, CIIOCOOCTBYSI TEM CaMbIM IOCTOSSHHOMY YJIYYIIEHHUIO MPOAYKLHU Ha
IIPOTSKEHUN BCETO KU3HEHHOIO LIUKJIA.

1.4. B3auMoCBsI3b HACTOALET0 JOKYMEHTA C MIPUHIUNIAMH

rocy1apcTBEHHOT0 KOHTPOJIA

[IpuHIMIBI TOCYAAPCTBEHHOTO KOHTPOJISI B OTHOUIEHUU OIPE/IeTICHHON
MPOAYKIIUU VI NPEANPUSTUSI-TIPOU3BOUTENS JOJKHBI COOTBETCTBOBATh YPOBHIO
MPOJYKIIMUA, TOHUMAHUIO TPOIECcca, pe3ysibTaTaM YIPaBIECHUS PUCKAMH IS
kauectBa ©W  A(PGeKTUBHOCTH  (apMalleBTUYECKON  CHUCTEMbl  KayecTBa.
DddexTuBHOCTh (apMalleBTUYSCKOM CHCTEMBI KadecTBa IIOCJIE €€ BHEAPCHHS
MOXXET TIOJITBEPXKAAThCS B OOBIYHOM pEXUME TMPU MPOBEACHUM HWHCIICKIIHI
MPEANPUATUAS YIOJTHOMOYEHHBIMH oOpraHamu. I[loTeHuaibHbie BO3MOKHOCTHU
YIIYUIICHHUS] HAYYHBIX ¥ OCHOBAaHHBIX Ha aHAJIW3€ PUCKOB HAIA30PHBIX IMOAXOOB,
n3noxkeHsl B JlomomHenun 1 Kk HacrosmeMy JOKyMeHTy. IIpuHummnsr
rocyJ1IapCTBEHHOTO KOHTPOJIS OTIPEICIISIFOTCS COOTBETCTBYIOIIUM
3aKOHOATEIHCTBOM.

1.5. Iesn HacTOSIIEr0 JOKYMEHTA

Bueapenne wmoxpenu (apMareBTHUECKOM CHCTEMBI KadecTBa JOJDKHO
MPUBECTH K JOCTHXKEHHUIO TPEX OCHOBHBIX II€JIEH, KOTOpPbHIEC IOMOJHSIOT WU
COBEpIICHCTBYIOT TpeOoBaHust Hacrosmux [IpaBui.

1.5.1. locTub peaju3anum NPpoAyKUIMH
Co3naTth, BHEIPUTh U TOJJIEPKUBATH CHUCTEMY, KOTOpas oOecleunBaeT
MOCTAaBKy MPOJAYKIMM C  TOKa3aTeJsIMA  KadyeCTBa, COOTBETCTBYIOIIMMU
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MOTPEOHOCTSIM ~ TAITUEHTOB, MEIUIMHCKUX PAOOTHUKOB, YIOJHOMOYCHHBIX
OpraHoB (BKJIOYas COOTBETCTBUE YCTAHOBJEHHBIM TpPEeOOBAaHUSAM), a TaKXKe
BHYTPEHHHUX U BHEIIHUX MOTPEOUTEINEH.

1.5.2. YCcTaHOBHUTD M NOJAEPKUBATH KOHTPOJIHPYEMOe COCTOSTHUE

Pazpabortate M wucnonab3oBath 3((PEKTUBHBIE CUCTEMBI MOHUTOPUHTA H
KOHTPOJIs1 3PPEKTUBHOCTH Mpoliecca U KauecTBa MPOAYKIIMH, 00ecrieunBas, TaKuM
o0pa3oM, TapaHTHIO MPUTOTHOCTH M BO3MOKHOCTEH mporieccoB. [Ipu opranuzamnum
CUCTEM MOHUTOPHHIA U KOHTPOJSI MOKET ObITh MOJIE3HBIM YIPABICHUE PUCKAMHU
JUISI KAYEeCTBA.

1.5.3. Cnoco6cTBOBATH NOCTOSIHHOMY YJIyYIIEHUI0

BoIsSBISITE M BHEAPSATH COOTBETCTBYIOIIME METOMBI YIYYIICHHS KadecTBa
OPOAYKIMM W  TPOLECCOB, CHIKEHHS UX  HECTaOMIBHOCTH, BBOJAUTH
MHHOBALIMOHHBIE PEIICHUs U yJIydlaTh (papMalleBTUUECKYI0 CHUCTEMY KauecTBa,
o0OecnieunBasi, TakuM 0Opa3oM, IOCTOSHHOE YJOBJIETBOPEHHE MOTPEOHOCTEH B
OTHOILIEHWU KadecTBa. [Ipu BBISIBIEHWM NPUOPUTETHBIX OONacTed, TpeOyroIuX
IOCTOSIHHOTO YJIYyYIIEHHs, MOKET OBbIThb IOJIE3HBIM YIPABIECHUE PUCKAMHU IS
KayecTBa.

1.6. CpeacrBa yaydlleHusi: yIpPaBJeHHE 3HAHMAMU M YIPABJICHUE
PHCKAMH /ISl KAaYeCTBa

VYipaBiaeHUEe 3HAHUSAMHM W YNPABICHHE PUCKAMH JUIsl KAa4ecTBa SIBISIOTCS
CpEICTBaMH, KOTOpbIE€ JAIOT BO3MOXXHOCTb MNPEANPUATUSAM JPQPEKTUBHO U
YCIIEIIHO BHEAPUTHh HACTOSIIMNA JOKYMEHT. DTH CpelcTBa OyIyT COCOOCTBOBATH
JOCTH)KCHHIO €€, ONMCAHHBIX B IIYHKTE 1.5 HacTOSIIEro IOKyMEHTa, WU
0o0ecreurnBalOT OCHOBAHMS [UIsl NMPUHATHS PEUICHUM, OCHOBAHHBIX HAa HAaYYHbIX
3HAHMSIX U 3HAHUSAX O PUCKAX MO OTHOLIEHUIO K KAYECTBY MPOAYKIIUH.

1.6.1. YnpasiieHue 3HAHUSAMU

3HaHUAMU O TPOAYKIIMW W TpoIieccaXx HEOOXOAUMO YIPaBIATh IPHU
pa3paboTKe, Ha MPOTHKCHUM TIEpUOa HAXOXKACHHUS MPOAYKIIMU Ha PBIHKE M JI0
MpPEKpalIeHUs] €€ TPOU3BOJACTBA M MEIUIIMHCKOTO TpuMeHeHus. Hampuwmep,
NEATEILHOCTh TIpH  pa3pabOTKe ¢ HWCIOJB30BAHMEM HAYYHBIX  TOJIXOJIOB
obecricunBaeT 3HAHHWE TMPOAYKIIMM M TOHMMaHHE IMPOIECCOB. YTIpaBJICHUE
3HAHUSMH SIBJISIETCS CHCTEMATHYECKUM IIOXO0JIOM, KOTOPBIH 3aKIF0YaeTcs B
NpUOOPETCHUH, aHajdu3e, HAKOIUICHWH | PacIHpOCTpaHCHUH HWHQPOpPMAIUU O
MPOIYKIIMUA, TEXHOJOTHMYECKMX TPOIeccaXx U  KOMIOHEHTax. VcToYHMKH
nH(pOpMaIu BKIIOYAIOT B ceOs, HO HE OIPaHUYMBAIOTCS, IICPBUIYHBIMU 3HAHUSIMU
(oOmien3BecTHBIE WM JIOKYMEHTaJbHO OG(OPMIICHHBIC BHYTPH MPEIIPUSITHSN),
UCCIIEIOBAaHUSIMU B 00J1acTH (hapMalleBTUYECKUX Pa3padO0TOK, JAEATEIbHOCTBIO IO
MEPEHOCY TEXHOJIOTHH, WCCICIOBAaHUSAMHU 10 BaJIMIAlMA  TPOIECCOB HA
NPOTSHKCHUHM  KU3HEHHOTO  ITMKJIA  TPOJYKIIMH, OIBITOM  IMPOW3BOJCTBA,
WHHOBAIIUSMH, TTOCTOSHHBIM YJIYUYIIEHUEM M JIeITeIbHOCTBIO, HAMPaBJICHHOW Ha
yIpaBJICHHE U3MEHEHUSIMH.
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1.6.2. YnpaBjieHue PUCKAMMU JJISI Ka4eCcTBa

VYipaBiaeHue pUCKaMHM I KayecTBa SIBISIETCS HEOTBEMIIEMBIM  OT
3¢ ¢deKkTUBHON (papManeBTUUECKONW CHCTEMbI KauecTBa. OHO MOXKET OOECHEeUuTh
npo(UIAKTUYECKUM MOAXO0J K BBISIBICHHUIO, HAyYHOW OLIEHKE M KOHTPOJIIO
NOTEHUUAIbHBIX PHUCKOB I KadecTBa. OJTO CIOCOOCTBYET IOCTOSSHHOMY
yJIydimieHuto 3(Q(EeKTUBHOCTH Ipoliecca U KayecTBa MPOAYKLIMU Ha BCEX dTamax
KU3HEHHOIO0 1UKJIa MNOpoAyKIUU. JIoOKyMeHT «YHpaBleHHE pHCKaMU s
KauecTBa», coaepxkanmica B yactd |l Hacrosmmx IlpaBwi, mnpencraBiser
OPUHIUIOBI U IPUMEPBl HHCTPYMEHTOB MO YIPABJICHHUIO PUCKAaMU ISl Ka4ECTBa,
KOTOpBhIE MOTYT MPUMEHSATHCS K PA3NIUYHBIM acmekTaMm (apMaleBTHIeCKOro
KauecTBa.

1.7. O0cyx)aeHue CTPYKTYPbI M COICPKAHUS

a) Crpykrypa, oOpraHuzamusi ¢  JOKyMEHTalibHOe  odopmIieHHE
dbapmaneBTUYECKON CUCTEMBI KauecTBa JTOJIKHBI OBITh YETKO
CTPYKTYPUPOBAHHBIMA W TIOHSTHBIMU JUIS OOJIETYEHHUS OOIIEro MOHMMAaHUS |
MOCJIEIOBATEILHOTO MPUMEHEHHUSI.

b) DjeMeHTBl  HACTOAIIETO0  JIOKYMEHTa  JOJDKHBI  NPUMEHSTHCS
COOTBETCTBEHHO M MPOIMOPIHMOHAIBHO KaXJIOMYy OJTamy KHU3HEHHOTO IIMKJIa
IPOJAYKIMU C YYETOM PA3IMYHON LETU KaXIOro 3Tana U MMEKUIUXCS 3HaHWHM O
HEM.

c) IIpu pazpabotke HOBOM (hapMaleBTUUECKON CUCTEMbl KaueCTBa WU MPHU
MOU(DUKALIUKM CYIIECTBYIOIIEH CHUCTEMbl HEOOXOJMMO YYUTHIBAaTh O0BEM U
CIIOKHOCTh JACSTENbHOCTH mpeanpustus. B crpykrypy dapmaneBTruueckoit
CHUCTEMBbI Ka4yeCTBa JOJDKHBI OBITh BKJIIOYCHBI COOTBETCTBYIONIUE TPUHITUIIBI
YIOPABJICHHUS] PUCKAMH. XOTS HEKOTOPBIE aCHEKThl (papMarleBTUYECKONW CHUCTEMbI
KauecTBa MOTYT NPHUMEHSTHCA K JCATEIBHOCTH BCETO MPEANPUITHS, a WHBIE —
TOJIBKO K OMNpEISNICHHBIM MOApa3AeieHusM, dS(PQPEeKTUBHOCTh BHEAPEHUS
dbapmareBTUYeCKOW CHUCTEMbl KadecTBa OOBIYHO JEMOHCTPUPYETCS Ha YPOBHE
NO/Ipa3/ICIICHUS.

d) dapmameBTHyeckas ~ cHCTEMa  KauecTBa  JOJDKHA  BKIIIOYATh
COOTBETCTBYIOLLIME TPOIECCHI, PECYpPChl M OTBETCTBEHHOCTb Ui OOECIEUeHMSI
KauecTBa pabOT MO KOHTPAKTY W 3aKYIKH ChIPbSi U MaTe€pUaJOB, KaK OMUCAHO B
IyHKTE 2.7 HACTOSALIErO TOKYMEHTA.

e) B pamkax ¢apmanieBTHYECKON CUCTEMBI KAYECTBA, KaK OMKUCAHO B pa3/eie
2 HACTOALIETO JOKYMEHTA, TOJKHA OMPENEIAThCS OTBETCTBEHHOCTh PYKOBO/ICTBA.

f) dapmaineBTyeckas cucTeMa KadecTBa JOJ/DKHA BKIIIOUYATh CIICTYHOILIUC
AJIEMEHTHI: MOHHUTOPUHT 3(P(EKTUBHOCTH TMpoIecca M KadecTBa MPOAYKIIUH,
KOPPEKTUPYIOIINE U MPETYNPEKIAIONTUE ICHCTBUSA, YIIPaBICHUE U3MEHEHUSIMU U
IIPOBEPKH CO CTOPOHBI PYKOBOJCTBA, KaK OIMCAaHO B pasjeie 3 HacCTOSIIEro
JTIOKYMEHTA.

g) OcHOBHBIE TmMOKa3aTeau pe3yJbTATUBHOCTU JIODKHBI BBISBISTHCS U
WCIIOJIB30BAThCA  JIJIT  TIPOBEPKH  A((PEKTUBHOCTH TPOIIECCOB B pamMKax
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dbapmareBTUYECKOd CHCTEMbl KadeCTBA, KaK OMHUCAHO B paszzene 4 HaCTOSIIETo
JIOKYMEHTA.

1.8. PykoBoaCTBO 10 Ka4eCTBY

JlomxHO OBITH pa3paboTaHO PYKOBOJACTBO MO KaueCTBY WJIM PaBHOIICHHBIN
JIOKYMEHT, BKJIIOYAIOIIMNA onucaHue (QapMalieBTUYECKON CHCTEMbl KauyecTBa.
Onucanue JOJKHO COAEPKaTh:

a) [lonutuky B 00slacTH KadyecTBa (OMMCHIBAETCSA B pas3jieie 2 HACTOSIIETO
JIOKYMEHTA)

b) Chepy npumenenus hapmMarieBTHISCKONH CUCTEMBI Ka4eCTBa.

Cc) Ormpeaenenne TPOLECCOB B paMkax (HhapMaleBTUUECKOW CHUCTEMBI
KaueCcTBa, a TAKXKE UX MOCIEAOBATEILHOCTH, B3aUMOCBS31 U B3aMMO3aBUCHUMOCTH.
Kapter niporteccoB u rpaduku MOTOKOB MOTYT OBITh TOJIE3HBIMA MHCTPYMEHTaAMHU
JUTs1 O0JIeTYeHUsl OMUCaHUs UX B rpa)uuecKoM BUJIE.

d) OTBEeTCTBEHHOCTh PYKOBOJICTBA B pamMKax (hapMaleBTHUECKOW CHCTEMBI
KauecTBa OMUCAHBI B pa3jielie 2 HACTOSIETO JOKYMEHTA.

2. OTBEeTCTBEHHOCTHh PYKOBOJACTBA

PykOBOACTBO NpeanpusITHS HECET OTBETCTBEHHOCTHh 3a YCTAaHOBJIICHUE H
o0ecrieueHrne  BBIIIOJHEHUS  00s3aTEIbCTB ~ OTHOCHUTEIBHO  KadyecTBa U
3¢ dexkTUBHOCTH (hapMalleBTHUECKOW CHCTEMbl KauecTBa HA YPOBHE MPEIIPHUSITHS
B LIEJIOM.

2.1. O0s13aHHOCTH PYKOBO/JCTBA

a) Ilpu moctmxeHuu neneil B cpepe KauecTBa BhICIIEE PYKOBOJICTBO HECET
OCHOBHYIO OTBETCTBEHHOCTh 3a oOecrieueHue BHeApeHUus IPEPEKTUBHOU
(dapmaleBTUUECKON  CHCTeMbl  KayecTBa,  ONpeleleHHe  00s13aHHOCTEH,
OTBETCTBEHHOCTH M NIOJIHOMOYHM, TOBEJAECHUE UX /10 CBEJICHUS IIEPCOHANA, & TAKXKE
UX HCIIOJHEHUE BO BCEX MOAPA3ACICHUSIX TPEATPUATHS.

b) PykoBOACTBO TOJIKHO:

1) YdacTtBOBaTh B pa3paboTKe, BHEAPECHHH, MOHUTOPUHTE U TIOJICPKAHUU
(dapmaleBTUUECKON CUCTEMbI KaueCTBa;

2) JleMOHCTpPHPOBATH CUJIBHYIO U OYEBUJIHYIO HOJJIEPKKY
(hapManeBTUYECKON CUCTEMBI KaUeCTBA U rapaHTUPOBATH €€ BHEIPEHUE
Ha BCEX YPOBHSX NPEAPUITHS;

3) OOecrnieunBaTh CYIIECTBOBAHUE CBOEBPEMEHHBIX U 3(PPEKTHBHBIX
CPEICTB CBSI3W M MPOUEAYpP paclpocTpaHeHus HUHopManuu amis
JIOBEJCHUS] CBEJCHM O mpolremMax KayecTBa N0 PYKOBOJACTBA
COOTBETCTBYIOILIETO YPOBHS;

4) Ompenensath  NEPCOHAIBHBIE U KOJUICKTHBHBIC  OOS3aHHOCTH,
OTBETCTBEHHOCTb M IIOJJHOMOYMS, a TaKXe B3aUMOCBSI3H BCEX
CTPYKTYPHBIX MO/Ipa3/IeICHUH, MMEIOIIHX OTHOLIEHUE K
dbapmareBTUUECKO CHCTeME KadecTBa. | apaHTUpoOBaTh, 4YTO JTHU
B3aMMOCBSI3M YCTAHOBJIEHBI U MOHATHI HA BCEX YPOBHAX OPraHU3ALMHU.
TpeOyetcs HaJnuue HE3aBUCHUMOTO oTIena/moapasieieHus,
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OTBETCTBEHHOTO 3a  KAaueCTBO, HMEIOLIEr0 IOJHOMOYMS  Ha
OCYUIIECTBJICHUE  ONPENEICHHBIX  OO0S3aHHOCTEH, CBA3AHHBIX C
(dbapmaneBTUYECKON CUCTEMOM KauecTBa;

5) IlpoBOIUTh TPOBEPKH B OTHOIICHUH A(PPEKTUBHOCTH Mpolecca U
KauecTBa MPOAYKIIMH, a TAKXKE (papMalleBTUYECKON CUCTEMbl KauecTBa;

6) IloaepxuBaTh MOCTOSHHOE YIYYIICHHE;

7) BbIIensaTh COOTBETCTBYOIINE PECYPCHI.

2.2.I1oJuTHKA B 00J1aCTH KaYecTBa

a) Bricmee pykKoBOJICTBO JOKHO YCTAaHOBUTH TIOJUTHKY B 00JIacTH
KauecTBa, KOTOpas OIKCHIBaCT OONIME IIeIM M HaIMpaBIICHUS JACATCIBHOCTH
MPEANPUATHS B OTHOIIICHHH Ka4eCTBa.

b) IMonuTrka B 00JIACTH KadecTBa JOJDKHA BKJIIOYATH ICJIM BBIMOJHEHUS
YCTAaHOBJICHHBIX ~ HOPMAaTHUBHBIX  TpeOOBaHMU, a TakkKe CIOCOOCTBOBATH
MOCTOSTHHOMY YJTyUIIIEHUIO (hapMarieBTHICCKON CUCTEMBI Ka4eCTBa.

C) IlommTka B oOJacTH KadecTBa JOJDKHA JIOBOJMTHCS JIO CBEICHHUS M
MMOHUMATKCS TIEPCOHATIOM Ha BCEX YPOBHSX MPEAIPHITHS.

d) Jlns obGecriedeHus MOCTOSHHOW S(PQPEKTUBHOCTH IMOJMTHKA B 00JIACTH
KauecTBa JIOJDKHA TIEPUOINIECKH ITePECMaTPUBATHCA.

2.3.11lnanupoBanmne KayecTBa

a) Briciiee pykoBOJICTBO JIOJDKHO OOECIIEUMBAThH OMPEIENICHUE U JIOBEJICHUE
JI0 CBEJICHUS 1IeJiel KauecTBa, HEOOXOIMMBIX JIJIsi BHEAPEHUS MOJUTHUKUA B 00JIaCTH
Ka4ecTBa.

b) Ilenn kayecTBa MOJIKHBI MOJJICPKUBATHCS HA BCEX COOTBETCTBYIOIIMX
YPOBHSIX IPEATPUSATHS.

C) llenum kadecTBa JOJKHBI COOTBETCTBOBATh CTPATErMUYECKUM IJIaHAM
NPEANPUSTUS U COTIACOBBIBATHCS C MOJUTUKON B 00JIACTH KauyecTBa.

d) PykoBOACTBO IOJKHO MPEIOCTaBISTh COOTBETCTBYIOIIUE PECYPCH H
oOydeHHe JIJIsl JOCTUKEHUS Leeil KauecTBa.

e) Crnenyer ycCTaHaBIWBaTh, KOHTPOJMPOBATH, IMOCTOSHHO JTOBOAUTH J10
CBEJICHUSI W BBIMOJHATH IMOKa3areau 3(PEPEeKTUBHOCTH, KOTOpHIE CIyXaT Mepou
JTOCTHKEHHUS LIeJIel KauecTBa, Kak OMMcaHo B pasnene 4.1 HacToAIero JOKyMEHTa.

2.4. Yupasiienune pecypcamu

a) PyKoBOACTBO JOJIKHO OMPENENATh U MPEIOCTABISATh COOTBETCTBYIOUINE U
JI0OCTaTOUYHBIE pecypchl (denoBedeckre, (MHAHCOBbIE, MAaTEpUATIbHbIE, IOMEIICHUS
U 000pyJIOBaHME) A BHEAPEHUS U MOJAepx aHUs (papManeBTUUECKONW CHCTEMBI
KayecTBa U MOCTOSHHOTO YJIy4llIeHUs €€ 3PPEeKTUBHOCTH.

b) PykoBoacTBO MODKHO OOecmeunBaTh HaJJIeKaIlee HCIOIb30BAHNE
PECYPCOB  COOTBETCTBEHHO MPOIYKIIMH, TMPOILECCY W TMPOU3BOJICTBEHHOM
TUTOMIAJTKE.

2.5. Buyrpennuii o00MeH nndpopmanueit
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a) PykoBOJICTBO AOKHO 0OECHEUNUTh YCTAHOBJIIEHHE W BHEJIPEHUE BHYTPU
NPEANPUATHS MEXaHU3MOB COOTBETCTBYIOILIETO0 0OMeHa HH(POpMALIHEH.

b) Ilporeccel oOMmena wuHpOpMaIME TOJDKHBI O0CCIIEUHBATHL IEpeaady
MOTOKa COOTBETCTBYIOIIEH HH(MOPMAIIUU MEXKTY BCEMHU YPOBHIMHU KOMIIAHUU.

c) Ilpomeccet  obOMena  wuHpOpMalMe  JOJDKHBI  OOecIieuyrBaTh
COOTBETCTBYIOIIIYIO U CBOEBPEMEHHYIO Mepeaady uHdopMaiuu 00 orpeaesieHHbIX
npo0biemMax ¢ KaueCTBOM MPOIYKIHU U ¢ (hapMaleBTUYECKON CUCTEMOM KayecTBa.

2.6. IIpoBepka co CTOPOHBI PYKOBOACTBA

a) Bpbicillee pyKOBOJCTBO MOCPEACTBOM MPOBEACHUSI MPOBEPOK CO CBOECH
CTOPOHBI JOJKHO HECTH OTBETCTBEHHOCTH 3a YIIpaBiCHHE (apMaleBTUUECKOU
CHUCTEeMON KadecTBa nJsi oOecrmedeHuss €€ 3PGEeKTUBHOCTH M IMOCTOSHHOTO
COOTBETCTBHS TPEOOBAHUSM.

b) PykoBOJACTBO JODKHO OIIEHUBATH PE3YJIbTATHI MEPUOTUUECKUX MTPOBEPOK
3¢ (EeKTUBHOCTH Tpoliecca U KauecTBa NPOAYKLMH, a Takke (apMalieBTHUECKON
CUCTEMBI KaueCTBa, KaK OIIMCAHO B pas3zeiiax 3 U 4 HACTOALIErO JOKYMEHTA.

2.7. Yunpasiaernue padoraMM N0 KOHTPAKTY MW 3aKylaeMbIMHU
MaTepuajaMu

dapmareBTHUYECKass CHCTEMa KadecTBa, BKIIOYAs OMHUCAHHYI0 B OSTOM
paszene OTBETCTBEHHOCTh PYKOBOJCTBA, PACHpPOCTPAHSETCS HAa KOHTPOJIb U
IPOBEPKY KAaKUX-INOO pabOT MO KOHTPAKTy U KaueCTBO 3aKyNAeMOr0 MCXOJHOTO
ChIpbsl U MaTepuanoB. I[Ipon3BoauTENs JEKAPCTBEHHBIX CPEJICTB HECET, B
KOHEYHOM Cue€Te, OTBETCTBEHHOCTh 3a TApPAaHTHIO TOrO, YTO OCYLIECTBISIOTCS
IPOLECCHI 17151 00ecTeYeHHs] KOHTPOJIsl pabOT MO KOHTPAKTy M KOHTPOJIS KauecTBa
3aKyMae€MbIX HCXOJHOTO CBIpbSl W MAaTE€pHaioOB. DTU MPOLECCHl JIOJKHBI OBITh
O00BEIMHEHBI C YIIPABICHUEM PUCKAMU Il KaYeCTBa U TOJIKHBI BKJIFOUATh:

a) [IpoBenenue orneHKU (HapUMep, MyTeM MPOBEACHUS ayJAUTOB, KOHTPOJIS
UCXOAHOTO CHIPbSI M MaTEpUajOB, MPOBEACHUSA KBaJU(PUKAIIMU) HUCTIOTHHUTENCH
paboT MO KOHTPAKTy M TOCTABIIMKOB CHIPhS. Takas OIEHKa MPOBOAUTCS O
POBEJCHUS padOoT MO KOHTPAKTY WM JI0 BRIOOpA MOCTABIIMKOB UCXOTHOTO CHIPbSI
¥ MaTepuajioB Ha MPEIMET MX MPHUTOJHOCTH U COOTBETCTBHUS TPEOOBAHHSIM IS
BBITIOJTHEHHSI TaKuX pPaOOT WM TOCTaBKA HMCXOJHOTO CHIpbS M MaTepUajoB C
UCTIOJIb30BAaHUEM YCTAHOBJIEHHOM 11€TTH TTOCTABOK.

b) Omnpenenenne cdep OTBETCTBEHHOCTH M IPOIECCOB  Iepeaadn
uHbOpMallMl B OTHOLIECHUH paboT, CBA3aHHBIX C KayeCTBOM, B KOTOpbIE
BOBJICUEHBI 3aMHTEPECOBAHHBIE CTOPOHBI. B OTHOLIEHNHN pabOT MO KOHTPAKTY 3TO
JOJDKHO OBITh BKJIIOYEHO B IUCHBMEHHOE COTJIAIICHHE MEXKAY 3aKa3uuKoM U
UCTIOJTHUTEJIEM.

¢c) MOHUTOPUHT M TpPOBEpKa NEATEIBHOCTH HCIOJIHHUTENS WM KayecTBa
UCXOMHOTO CHIPhSI M MaTepuajoB OT IMOCTAaBIIMKA, a TaKXKe OINpeaelicHHe |
BHEJIPEHUE JIFOOBIX HEOOXOIUMBIX YIIYUIICHHM.

d) MOHUTOPHHT UCXOTHOTO CHIPhSI U MaTEPHANIOB AJI TapaHTUU TOTO, YTO
OHU TIOJIYY€HBI U3 YTBEPKACHHBIX HCTOYHUKOB C UCITOJIb30BAHUEM COTIIACOBAHHOM
e MTOCTaBOK.
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2.8. YnpaBJiieHue n3MeHEHUSIMU B MIPaBe COOCTBEHHOCTH HA MPOAYKIUIO

Kornma mpoucxoauT HM3MEHEHHE B IpaBe COOCTBEHHOCTH Ha IMPOIYKIIHIO
(HammpuMep, B pe3yibTaTe IOKYIIKH), PYKOBOJICTBO JIOJDKHO TIPUHUMATH BO
BHUMAHUE CII0HOCTh 3TOTO Ipoliecca U rapaHTUPOBaTh, YTO:

a) Jma kaxmoil 3aJeiCTBOBAHHOM B MPOIIECCE CTOPOHBI OIpesescHa
TEKyI[asi OTBETCTBEHHOCTh;

b) [lepenana Bcs HeoOxoaMMast HHPOpPMALIHSL.

3. IlocrosinHoe yJayuineHue 3((PeKTHBHOCTH Ipouecca u

Ka4eCcTBA MPOAYKINH

B 3TOM pazzene onucaHbl 1EIM Ha Pa3IUYHBIX dTanax >KM3HEHHOTO ILMKIIA
OPOAYKIMU, a TakKe 4YeTbIpe XapaKTepHBIX OJJeMeHTa (apMalleBTUYECKON
CUCTEMBI KauecTBa, KOTOpbIE pacHIMPAIOT TpeOoBaHus Hactosmmx [lpaBun s
JOCTIDKEHUSI TIeJIe JTaHHOTO JIOKYMEHTa, OmpeeieHHBIX B pasaene 1.5. Otor
paszen He u3MeHseT TpeboBanus HacTosAmux [IpaBui.

3.1. llesin Ha 3TAanax KU3HEHHOTO IUKJIA MPOXYKIIUA
Huxe onucansl ey Kaxaoro 3Tana »KU3HEHHOTO IUKIJIa TPOYKIIUH.

3.1.1. ®apmaneBTH4YecKasi pa3padoTkKa

Llenbto pgesTenpHOCTH MO  (papMallEeBTUYECKOM pa3paboOTKe sBISETCA
pa3paboTka MpPOAYKIMM M Tpoliecca €€ MPOU3BOJACTBA JJsi IOCTOSHHOTO
o0ecrieueHnss OXHUJAEMbIX XapaKTEpPUCTUK M YIOBJIETBOPEHUs] MNOTPeOHOCTEH
NAIMEHTOB, MEIUIIMHCKUX PAOOTHUKOB, TPEOOBAHUHN YIIOJIHOMOUYEHHBIX OPTaHOB U
BHYTpeHHUX noTpedutesnei. [Toaxonsl k hapMaieBTHUECKON pa3pabOTKe OMUCAHbBI
B COOTBETCTBYIOIIMX  HOPMATHUBHBIX  MpPaBOBbIX  akTax.  Pe3ynbTarhl
MCCJIEIOBATENBCKUX PA00T U KIMHUYECKUX HMCCIIEOBAaHUM, KOTOPhIE HE BXOIAT B
chepy NPUMEHEHHUs HACTOSAILETO TOKYMEHTA, SIBJISIOTCS UCXOAHBIMU TaHHBIMU IS
(dapmaneBTUYECKON pa3pabOTKH.

3.1.2. [lepeHoC TEXHOJIOTUH

Llenb mesaTenbHOCTH, CBA3aHHON C TIEPEHOCOM TEXHOJIOTHH — 3TO Tiepeaada
3HAHUU O MPOJYKIIUU U TPOIIECCE OT Pa3padOTIMKOB K MPOU3BOTUTEIISIM, a TAKKE
BHYTPH WM MEXKIY IPOU3BOJICTBEHHBIMH IUIOMAAKAMHU IS TPOU3BOJICTBA
NPOAYKIIMHM, COOTBETCTBYIONIEH CBOEMYy TIpPEIHA3HAYCHUIO. OTH  3HaHUSA
COCTaBJISIIOT OCHOBY TpOIlecca TMPOM3BOJICTBA, CTPATETHH KOHTPOJIS, MOAX0JA K
MIPOIIECCY BaJTUIAINN U HEPEPHIBHOTO YITYUIIICHUS.

3.1.3. IIpomMbllLIEHHOE TIPOU3BOICTBO

[lenu MpOMBIIIIEHHOTO TMPOM3BOJCTBA BKJIIOYAIOT MPOU3BOJCTBO MPOIAYKIIUH,
COOTBETCTBYIOLIEH CBOEMY IPEJHA3HAUYECHUIO, YCTAHOBJIEHUE W IMOIJIEpKaHHUE
KOHTPOJIMPYEMOIO COCTOSIHUSL M CIIOCOOCTBOBAHME ITOCTOSHHOMY  YIyYILIEHHIO.
dapmalieBTHUECKas CHCTEMa KauyecTBa JIOJDKHA O0€CledyrBaTh IMOCTOSIHHOE
HNOAJIEPKAHUE IKEJIAEMOI0 KauecTBA IPOAYKIMH, JOCTHKEHUE HEOOXOANMON
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3pdexTuBHOCTH Tporecca, COOTBETCTBUE  PA3IMUHBIX CPEACTB  KOHTPOJIS,
onpenesieHHe ¥ OIEHKY BO3MOXHOCTEW YIYYIIEHHs, a TaKKe MOCTOSHHOE
yBEIIMUCHUE 00beMa 3HAHUI.

3.1.4. IIpexkpanieHue Npou3BOACTBA MPOAYKIMH

Llens MeponpuaTUid MO NPEKPAIICHUIO MPOU3BOJACTBA MPOAYKIIUU —
b (dexTUBHOE YINpaBiieHWEe KOHEYHBIM 3TAlOM >KM3HEHHOrO IHKJIA MPOAYKIUU.
Jns ynpaBiieHHsT MEPONPUSATUSIMU IO MPEKPAIICHUIO MPOU3BOJICTBA MPOAYKIIUU
JIOJKHBI UCTIOJIB30BAThCSI MPEABAPUTEILHO YCTAHOBIICHHBIC MOJXOJbl: XpaHEHHUE
JIOKyMEHTAITUU U 00pa3IloB, OCTOSIHHASI OIICHKA MPOAYKIMH (HampuMmep, padoTa ¢
MPETCH3USAMH U UCTIBITAHUS CTA0MIBHOCTH), COCTABICHUE OTYETOB B COOTBETCTBUH
C YCTAaHOBJICHHBIMU TPEOOBAHUSAMU.

3.2. DjemeHTHI (papMaLeBTUYECKOH CUCTEMbI Ka4eCTBa
DNEMEHThI, OINHCAHHBIE HWKE, YaCTUYHO BXOJAT B JPYrHE pasfensl U
npwiokenuss Hacrosmmx [IpaBuin.  Takad Mozens npenHa3sHadyeHa IS
YCOBEPIIEHCTBOBAHMSI 3TUX J3JEMEHTOB C LEIBI0 COJICHCTBHS NPUMEHEHUIO
IIOX0/a K KauyecTBY, OCHOBAaHHOIO Ha >XMU3HEHHOM MMKJIE IPOAYKIHH. ITO
CJIEIYIOLME YETHIPE DJIEMEHTA:
e Cucrema MoHHUTOpPHHra 3((EKTUBHOCTM Ipolecca U KadecTBa
IPOYyKINH;
e Cucrema KOppeKTHPYIOUMX U npeaynpexaaromux aeiicteuit (KAITA);
e Cucrema ynpaBieHUs U3MEHEHUSIMU;
e [IpoBepka co CTOpPOHBI PYKOBOACTBA 3(PPEKTUBHOCTH Ipolecca Hu
KauecTBa MPOAYKIIHH.

OTHU 3JEMEHTHI JTOJKHBI IPUMEHSITHCS COOTBETCTBEHHO U MPONOPLIUOHAIBHO
KOKJOMY M3 3TANoOB KM3HEHHOT'O IUKJIA MPOAYKIHMHU C YYETOM PA3NTHUUNA MEXKIY
HUMHU M PA3JIMYHOM LW Kaxaoro stamna. Ha kaxxaom sTane »U3HEHHOro IUKJIa
NPOAYKUMU MPEANPUATHS JOJDKHBI OLEHUBATh IEPCIEKTUBBI ISl BHEAPEHHS
MHHOBAIIMOHHBIX MOJIXO0/I0B MO YIYYIIEHUIO KauecTBa MPOAYKIUH.

Onucanue KaXIOro 53JIEMEHTa 3aBeplIaeTcs Tabiuued ¢ mIpuMepamu
IPUMEHEHUSI KAXKIOTO 3JIEMEHTAa K KOHKPETHOMY JTally >XM3HEHHOTO LMKJIa

MIPOAYKIIUU.

3.2.1. Cucrema MOHUTOPHHra 3QPeKTUBHOCTH NMpoLecca M KavecTBa
NPOAYKIUH

[Ipon3BoauTEIM  JIEKAPCTBEHHBIX CPENCTB  JOJDKHBI  3aIJITAHUPOBaTh U
OCYILECTBIISITh CUCTEMY MOHUTOpPUHTAa APQPEKTUBHOCTH TMpolecca W KayecTBa
NPOIYKLIMU, a Takke oOecreynBaTh MOACPKAHUE KOHTPOIMPYEMOTO COCTOSHHSL.
OheKTUBHOCTH CHCTEMBI MOHUTOPUHTA MPEYCMaTPUBAET 00ECIICUEeHHE MOCTOSIHHOM
MPOU3BOAUTENILHOCTH MPOLIECCOB U CPENICTB KOHTPOJIS 7Sl TPOU3BOACTBA MPOMYKIIMU
YKEJIaeMOTr0 Ka4ecTBa U BbISIBIECHUS cep ISl TOCTOSIHHOTO YYYILICHHS.

Cucrema MOHUTOpUHra 3PGEKTUBHOCTH MpoIecca U KadecTBa MPOAYKIIHH
JOJDKHA!
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a) Mcnonb3oBaTh yHpaBi€HUE PUCKAMM JUIsl KadyecTBa ISl yCTAHOBJICHUS
CTpaTerMd KOHTpoJii. Takas CTpaTerusi MOXKET BKIIOYaTh IapaMeTpbl U
XapaKTEPUCTUKH, OTHOCSIIMECS K AKTUBHBIM (hapMalleBTUUECKUM CYOCTAHLIMSAM,
UCXOAHOMY CBIPbIO M KOMIIOHEHTAaM JIEKapCTBEHHBIX IIPENapaToB, YCIOBUSIM
JKCIUTyaTallMM IOMEIIEHUH M  00OpYyJOBaHMs, KOHTPOJIO B  Ipolecce
IPOU3BOJCTBA, ClEUU(UKALNUAM Ha TOTOBYIO NPOAYKLHIO, a TAKXKE CBSI3aHHBIC
METOJBI U YacTOTY IPOBEJAECHUS MOHUTOPUHIA U KOHTpoJA. CTpaTrerus KOHTPOJL
JOJDKHA ~ CHOCOOCTBOBAaTH  CBOEBPEMEHHOW  OOpaTHOM/MpsAMON  CBSI3U U
COOTBETCTBYIOIIUM KOPPEKTUPYIOIIMM U MPEIYTPEKAAIOIUM ACHCTBUSAM.

b) ObGecrieunBaTh MHCTPYMEHTHI JJI1 U3MEPEHHS M aHAU3a MMapaMeTpoB U
CBOMCTB, ONpPENEIEHHbIX B CTPAaTE€rMd KOHTPOJIA (HAmpUMep, YyIpaBJCHHE
JAHHBIMHU U CTATUCTUYECKHE HHCTPYMEHTHI).

C) AHanu3upoBaTh IMApaMETpPbl M XapaKTEPUCTHKH, ONPEIEICHHbIE B
CTpaTerMd  KOHTpPOJIA, JJi1  IOATBEPXKICHUS  IOCTOSIHHOM  paboTel B
KOHTPOJIMPYEMOM COCTOSIHUM.

d) OnpenenuTs UCTOYHUKH OTKJIOHEHUH, KOTOPbIE BIUAIOT Ha 3(PPEKTUBHOCTD
npouecca U Ka4eCTBO NPOMYKIUH, C LEIBI0 BO3MOKHOIO ITOCTOSIHHOIO YIIyYIIIECHUS,
HaIlPaBJICHHOTO HA CHU)KEHUE WM KOHTPOJIb U3MEHYHBOCTH.

e) CoxepxaTth HHPOPMAIIMIO O KAYECTBE MPOIYKIUH, IOCTYHUBIIYIO B BUJE
OoOpaTHOH CBSI3U Kak OT BHYTPEHHHUX, TaK U OT BHEIIHUX HCTOYHHUKOB, HAIIPUMED,
NPETEeH3UH, OTKa3bl OT NPOAYKUHH, HECOOTBETCTBUS, OT3bIBBI MPOAYKIHUH,
OTKJIOHEHHUS, ayAUTOPCKHE MPOBEPKA U MHCHEKUIUU YIOJIHOMOYEHHBIX OPraHOB M
UX 3aKJIFOUYEHHUS.

f) OOecneunBaTh 3HAHWSAMHU JUIA YJIyYIICHWsT TIOHUMaHHS TIpoIlecca,
pacIMpATh MPOCTPAHCTBO IMPOEKTHBIX NapamMeTpoB (€Cid OHM YCTAHOBJIEHBI) U
JaBaThb BO3MOKHOCTh TPUMEHEHHS HMHHOBALIMOHHBIX MOAXOJOB K BaJWJalUU
nporecca.

Ta6auna |. [Ipumenenne cucreMbl MOHMTOPUHTA 3(PPeKTHBHOCTH IpoLecca U KayecTBa
NPOAYKIMH HA NPOTSIKEHUH )KU3HEHHOT0 IIMKJIA MPOAYKINHU

dapmaneBTHYECKASA Ilepenoc TexHoJi0ruu IIpoMbiIeHHOE IIpexpamenue
pa3pa0oTka NMPOU3BOACTBO NMPOU3BOACTBA
NMPOAYKINH
IlomyueHHsle 3HaHUS | MOHUTOPHHT IIpU Yertko onpenenennas | Ilpu npekparieHnn
0 IpoLecce U MPOBEICHUH PadoOT 110 CHUCTEMa MOHMTOPUHTA | MPOHU3BOACTBA MOHUTOPHHT
MPOAYKINU U MacIITabuPOBAHUIO b PEKTUBHOCTH (Taxoi KaK MCTIBITAHUS
pe3yabTaThl UX MOXXET 00ecTeunThb mpolecca 1 Ka4ecTBa | CTaOMIIBHOCTH) JOJDKEH
MOHHMTOPUHTA, [IPEBAPUTENBHYIO OLICHKY | TPOAYKIUH JOJKHA MIPOAOIIKATHCS 110
MOJTy4YeHHBIE B sdpdexTUBHOCTH TIporiecca | MPUMEHSITHCS JIJIs 3aBEpILEHUS BCeX
mpoliecce pa3paboTKH | M YCICUIHOE BHEPEHUE B | 0OeCIIeueHHs uchbITaHui. B
JIEKapCTBEHHOTO [IPOU3BOZCTBO. 3HAHMS, 3¢ GEKTUBHOCTH B COOTBETCTBHH C
mpernapara, MOXHO MIOTy4eHHBIE BO BPEMSI KOHTPOJIHPYEMOM YCTaHOBJICHHBIMH
WCTIOTIB30BaTh IS TIepeHoca TEXHOJIOT Uil U COCTOSIHMH U JIJISt TpeOOBaHUIMH,
YCTaHOBJIEHHS MacIITaOMpOBaHUs, MOTYT | BBISIBICHHA cdep, HCTIBITAaHUS] HEOOXOANMO
CTpaTeruy KOHTPOJIS OBITh TIOJIE3HBIMU JIJIS TpeOyIomux MIPOAOIIKATh IPOBOJUTE HA
Ha JTare JanbHEeHIeH pa3paboTku YIIy4ILIEHHUS. JIEKAPCTBEHHBIX
MIPOM3BO/ICTRA. CTpaTerry KOHTPOJISL. Tpernaparax, HaXO/SIIIXCs
B obopoTe.
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3.2.2. CucremMa KOPPEeKTHPYIOIINX U MPeAyNpPexIA0IuX JeicTBUIl

[IponsBoauTenb JEKAPCTBEHHBIX CPEICTB JOHKEH HMETh CHUCTEMY IO
OCYILECTBJICHUIO KOPPEKTUPYIOIIUX M MPEAYNPEKIAOIMUX IEUCTBUN, KOTOPHIE
ABJISIIOTCSL  PE3YJIBTATOM paCCIEIOBAaHMS MPETEH3UM, OTKAa30B OT MPOAYKIHWH,
HECOOTBETCTBUM, OT3bIBOB, OTKJIOHEHUH, ayJIUTOPCKUX 3aKJIFOUCHUN U MHCIIEKIINI
YIOJIHOMOYEHHBIX OpPraHOB, a TAKXKE€ TEHICHLHWW, BBIABICHHBIX MPU MPOBEICHUU
MOHUTOpUHTa 3(P(EKTUBHOCTH Tpolecca M KadecTBa NpoAaykiuu. C 1elnbro
BBISIBJICHUS OCHOBHOM MPUYMHBI B  IPOLECCE  PacCleNOBaHUSA  JOJDKEH
WCITOJIB30BATHCS CTPYKTYPUPOBAHHBIN MOAXO0A. YPOBEHb YCHIHNH, (hopMad3aIiun
U JIOKyMEHTaJIbHOTO O(GOpPMIICHHS paccieIOBaHUs JOHKEH OBITh COpa3MEpHBIM
YPOBHIO PHUCKOB COTJIACHO JOKYMEHTY «YTPABICHHE PHUCKAMU I KAaueCTBa»
yactu |l mHactosamux IlpaBuin. Pe3yapTaToM METONONOTMU KOPPEKTUPYIOIIHUX U
NPEeAYNPEXIAOMMX ISHCTBUIA JOHKHO OBITh YIIyUIIEHHE TPOAYKIUU U MpoLecca,
a TaK)Ke€ yJIy4dlICHHUE IOHUMaHUA MPOAYKIUH U MPOoLecca.

Ta6auna |l. [Ipumenenne cucTeMbl KOPPEKTHPYIOIIMX U NMPeayNPe:KIA0MMX AeiicTBUI Ha
NPOTSI’KEHUH KU3HEHHOI0 MKJIA MPOAYKIHH

dapmaneBTHYECKAS IIepeHoc TexHoJI0r MU IIpombinIeHHOE IIpexpaienne
pa3paloTka NPON3BOJCTBO NMPOU3BOACTBA
NMPOAYKINH
Uccnenyrot KAIIA moxer Crnenyer ucnionb3oBate | Cucrema KAITA

M3MCEHYMBOCTD
MPOIYKIIUN WK
npotecca.
Metononorus KAITA
MOXET OBITh IOJIC3HOM,
Kor;a
KOPPEKTUPYIOLIUE U
MpEeAyIIPEKIAI0IINE
JICCTBUS BHEAPEHBI B
UTEPaTUBHYIO CXEMY U
mporiecc pa3paboTKH.

UCIIOJIb30BaThCS B
kadecTBe 3¢ (HEeKTUBHOI
CHUCTEMBI 00paTHOM
CBSI3U, OPSAMOU CBA3H U
MOCTOSIHHOTO
YITyYIIeHHS.

cuctemy KAITA, npu
3TOM JOJKHA
OLIEHUBATHCS

3¢ (heKTUBHOCTH
MPEINPUHSTHIX
JeHCTBAN

JIOJDKHA MPOJI0JKATh
IMPUMCHSATBCS ITIOCJIC
MpeKpaneHus
MIPOM3BOJICTBA
npoayKuuu. J{omKHO
YUUTBIBATHCSA BIIMAHUC
Ha MPOAYKITHIO,
KOTOpast OCTaeTcs B
000poTe, a TaKKe Ha
JPYTYIO MPOAYKIIHIO, HA
KOTOPYIO MOTJIO OBITh
OKa3aHO BIIUSIHHUE.

3.2.3. Cucrema ynpaBJjieHUs] U3MECHCHUAMHU

HNuHoBanumu,

ITOCTOSIHHOC

YIIy4lIEHHUE,

pe3ynbTaThl

MOHHUTOPHHIA

s dexTuBHOCTH mponecca U kadecTBa npoAaykiuu u cucrema KAITA nmpuBoasT k
u3MeHeHusM. [l TpaBWIIBHON OLIGHKH, YTBEPXKIACHHS ¥ BHEAPEHHUS JTHUX
WU3MEHEHUHN MpeAnpusITHe JODKHO HUMETh 3((EKTHBHYIO CHCTEMY YIpPaBICHUS
U3MEHEHUSIMHU.

B obmem ciyyae nMeercst pa3Huila B COOMIOACHUU (POPMATBLHON CTOPOHBI
IPOLIECCOB YIPABJICHUS U3MEHEHHUSIMH /10 TIEPBOHAYAIBHOMN MMOaYu JOKYMEHTOB B
YIOJHOMOYEHHBIM OpraH M IOCle MOJaud, €CIM HW3MEHEHUS K TIOJaHHBIM
JIOKYMEHTaM MOTYT TpeOOBaThCsl B COOTBETCTBUU C YCTaHOBJICHHBIMH HOPMAaMH.

Cucrema ymopaBiieHUSI M3MEHEHMSIMH OOECIEUYHMBAET  OCYILIECTBICHHUE
MOCTOSTHHOTO, CBOEBpeMeHHOro M s¢¢ekTuBHOro yinyuienusd. OHa JOKHA
o0ecrieunBaTh BBICOKYIO CTEMEHb YBEPEHHOCTH B TOM, YTO H3MEHEHHE HE
IpUBENIET K HEMPEICKAa3yEeMbIM MOCIEICTBUSIM.
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Cucrema ynpaBieHHUs] U3MEHEHUSIMU B 3aBUCUMOCTHU OT ATANOB KU3HEHHOTO
IIUKJIa TPOAYKIIUH JOJDKHA BKIIIOYATH CIIEAYIOIIEe:

a) YnopaBiieHUE pUCKaMU JJIsl KaueCTBa, KOTOPOE JOJIKHO HCHOJIb30BaThCS
JUI. OLEHKU IMpeajaraéMblX HW3MEHEHUH. YPpOBEHb YCUIMI M COOJIO/IeHUE
¢dopmanbHOCTEH MPH OIIEHKE JOJKHBI COOTBETCTBOBAThH YPOBHIO PUCKOB,

b) Ouenky mpemiraraeMbiXx W3MEHEHHWH B OTHOIICHUU PETUCTPAIMOHHOTO
J0Che, BKIIIOYasi MPOCTPAHCTBO MPOEKTHBIX MapaMeTpoB (€CIM OHU yCTAaHOBJICHBI)
W/WIHA TEeKylllee MOHUMaHUe MPOAYKIMHU U mpoieccoB. [JomkHa OBITH MpoBeneHA
OLIGHKAa JJsi ONpeeNieHHuss TOoro, TpeOyeTcs I BHECEHHWE W3MEHEHHUU B
PETrUCTPALIMOHHOE JOChEe B COOTBETCTBUU C YCTAHOBJICHHBIMH HOpMamu. Pabota
BHYTPU TpaHHI] MPOEKTHHIX MapaMeTPOB HE CUUTACTCS M3MEHEHHEM C TOYKH
3peHUs] HOPMATUBHBIX TpeboBaHui. OHAKO, C TOUKH 3peHUs (hapMareBTHUECKON
CHCTEMbI KauecTBa, BCE M3MEHEHHsI JOJDKHBI OIICHUBATHCS C MOMOIIBI0 CHCTEMBI
yIpaBJIeHUs] H3MEHEHUSIMU Ha TPEANPUITHH;

) IIpennoxeHHble U3MEHEHUS JOJIKHBI OLIEHUBATHCS TPYIIION HKCIEPTOB,
KOTOpbIE MMEIOT HEOOXOJMMBIN OMNBIT U 3HAHMUS B COOTBETCTBYIOLIEH 00Js1acTH
(Hampumep, B cdepe papManeBTUYECKOW pa3pabOTKU, MPOU3BOJICTBA, KAUECTBA,
MEAMIIMHBI, B3aWMOJEWUCTBUA C YHNOJHOMOYEHHBIMH oOpraHamu). JlOmKHO
rapaHTUPOBATHCS, UTO U3MEHEHHSI 0OOCHOBAHbBI C TEXHUYECKON TOUKU 3peHus. J{is
npeIaraéMoro U3MEHEHHUsI CIeAyeT YCTaHOBUTh Oy Tyline KpUTEPUU OLIEHKH;

d) omkHa OBITH TPOBE/ICHA OLEHKA MPOBEICHHBIX M3MEHEHWH IOCIe MX
BHEJIPEHUS JIJIsl TTOATBEPIKIIEHUSI TOTO, YTO 1Ie€Jh U3MEHEHUHN Oblla TOCTUTHYTa U
YTO ATO HE OTPA3MIOCH HETATUBHO HA KaYECTBE MPOTYKIUH.

Taoauna 1ll. IlpumeHeHue cucTeMbl
JKH3HEHHOT0 IMKJIA NPOAYKIHH

YupaBJjicHUsI HU3MCHCHHUAMH HaAa TMPOTHKCHUU

dapMmaneBTHYECKASA IlepeHoc TexHOJOTHH IIpombinienHoe IIpexpanienue
pa3paloTka NPON3BOJCTBO NMPOU3BOACTBA
NPOAYKIUH

W3meHeHue sBnsieTcs
HEOTHEMJIEMOW YaCThIO
npoiiecca pa3padoTKU U
JTOJKHO OBITH
o(opmIIeHO
JIOKYMEHTAJIbHO.
Crenenb
(hopMabHOCTH
mpoliecca yrpaBieHHs
WU3MEHEHUSIMH JIOJDKHA
COOTBETCTBOBATH
CTaIuu
(bapManeBTH4eCKOM
pa3paboTKu

CucremMa ynpaBJeHUs
M3MEHEHUSIMH JI0JDKHA
obecreunThb
yrpaBiieHHE U
JIOKYMEHTAJIbHOE
odopMIIEHHUE TTOIIPABOK,
BHECECHHBIX B MPOIIECC
IpY TIEpeHoCce
TEXHOJOTHH

[Ipu npomeIIIIIeHHOM
MIPOM3BOICTBE JOJDKHA
OBITH BHE/IpEHA
oduHanbHas cucTeMa
yIpaBJICHUS
W3MEHEHHUSIMH.
Kountpous,
OCYIIIECTBIISIEMbIN
OT/EJIOM Ka4yecTBa,
JIOJDKEH 00ecneynBaTh
COOTBETCTBYIOIIIHE
OIIEHKH, OCHOBAHHEIE Ha
HayYHBIX 3HAHUSIX U
3HAHUSAX 110 aHATTU3Y
PHUCKOB

JItoOble u3MeHeHHs
rocyie MpeKpameHust
MPOM3BOICTBA
MPOIYKIIMU JOJKHBI
MPOXOIUTDH Yepe3
COOTBETCTBYIOIIYIO
CUCTEMY YITPaBIICHUS
M3MEHEHUSMU

3.2.4. IIpoBepka co CTOPOHBI PYKOBOACTBA 3(PPeKTUBHOCTH NMpoIecca u

Ka4ecTBa NPOAYKIMH

[IpoBepka co CTOpPOHBI PYKOBOJCTBA JOJKHA T'apaHTUPOBATh YMPABIICHUE
OPOAYKIMK Ha

3 PEKTUBHOCTHIO

nporecca  u

Kady€CTBOM
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KU3HEHHOI'O IMKJIAa MOPOAYKIMU. B 3aBUCUMOCTM OT pa3mepa M CIOXKHOCTH
CTPYKTYPbI MPEIIPUITHS, TPOBEPKA CO CTOPOHBI PYKOBOJICTBA MOXKET COCTOSITh U3
CepUM MPOBEPOK HA PA3JIMYHBIX YPOBHSAX ympasieHus. OHa J0DKHA BKIIOYATh
CBOEBpPEMEHHBIN U 3(PPekTuBHBIA OOMEH HHpOpMAIME, a TaKKe MEXaHU3MBI

NOBEAECHUSI  JI0

CBCACHU

BBICHICTO

PYKOBOJICTBA

uHpopManm 0

COOTBETCTBYIOIIUX MPOoOJIeMax, CBA3aHHBIX C KAYECTBOM, JJISl UX OLICHKHU.
a) Cucrema IpoBEPOK CO CTOPOHBI PYKOBOJICTBA JAOKHA BKIIIOYATh:
1) Pe3ynbTaThl HHCIIEKIIUI YIIOJITHOMOYEHHBIX OPTaHOB U UX 3aKJIIOYCHUS,

ayIUTOpPCKUE U

Jpyrue

OIICHKH,

YIIOJITHOMOYCHHBIMU OPTaHAMU;
2) Ilepuomuueckue 0030pHI
BKITIOYATH:

I.  OLIEHKY

CTCIICHU

Ka4yeCcTBa MPOIYKIIUH,

YJIOBJIETBOPEHHOCTH

o0s3aTenbpCcTBa

nepen
KOTOpPBIE MOTYT

norpedureneit

MIOCPEACTBOM PACCIEAOBAHUS IPETEH3UM U MPOBEICHUS OT3bIBOB
IPOAYKIINH;

Il. 3aKIOYeHHMs 10 pe3ysibTaTaM MOHHUTOpUHTa 3()(HEKTHBHOCTH
Ipolecca U KauecTsa NpOAYyKILINH;

lli. 3¢GeKTUBHOCT, W3MEHEHHH Mpolecca M MPOIYKIHUH, BKIIOYAs
KOTOpBIE€ SBIBIIOTCS  PE3YJIbTaTOM KOPPEKTUPYIOIIUX U
PEAYIPEKIAIOIINX JEUCTBUMN.

3) JIroOble MOCIEAYIONIMEe MEPOIPHITHS TOCIE MPOBEPOK CO CTOPOHBI
PYKOBOJCTBA.

b) Cucrema mpoBEpOK €O CTOPOHBI PYKOBOJICTBA JIOJDKHA OIPENCISTH
COOTBETCTBYIOIINE MEPONPUATHSI, TAKUE KAK:

TE,

1) VYayumieHue mporecca IpoOr3BOACTBA M IPOAYKIIUH;
2) OOecreueHue

pecypcamy,

OpraHu3aius

nepepacnpeziesieHue pecypcos;
3) IlpuoOpereHue U pacnpoCcTpaHEHUE 3HAHHIA.

oOy4eHus

157858305

Taoauua V. [IpumeHeHne MPpoBepPoOK €O CTOPOHBI PYKOBOACTBA 3(PPeKTUBHOCTH MpoLecca
M Ka4eCTBa MPOAYKIHN HA NPOTHKEHNUH )KU3HEHHOT0 MKJIA POAYKIIUA

dapmaneBTHYECKAS IIepenoc TexHoJ0rMHU IIpombimieHHOE IIpexpamenne
pa3paloTka NPON3BOJCTBO NMPOU3BOACTBA
NMPOAYKINH
ITonxonel, ocHoBaHHble | [lomxoabl, ocHoBanHBIE | IIpoBepka co ctoponsl | IIpoBepka co cTopoHBI
Ha MPOBEPKAX CO Ha MIPOBEPKax co PYKOBOJICTBA PYKOBOJCTBA
CTOPOHBI PYKOBOJICTBA, | CTOPOHBI PYKOBOJICTBA, | JOJIKHA OBITH JI0JDKHA BKJIXOYaTh
MOT'YT IPUMEHATHCS JIOJDKHBI IPUMEHSTHCS CTPYKTYPUPOBAaHHOMI TaKHe JJIEMEHTHI,

JUIst oOecTieueHHst
COOTBETCTBUS
pa3paboTKH MPOTyKITUH
Y TEXHOJIOTUYECKOTO
npouecca.

JUTs 00ecTIeYeHUs
BO3MOXKHOCTH
MPOU3BOICTBA
pa3paboTaHHOM
MPOIYKIMU B
MIPOMBIIIJICHHOM
Macrmiraoe.

CHCTEMOM, KaK 3TO
H3JI0KEHO BBIIIIE, U
JIOJKHA COAEeMCTBOBATH
MIOCTOSIHHOMY
YIIy4IIEHHUIO.

KaK CTa0MIILHOCTD
MIPOIYKIINH U
paccienoBaHue
MIpETeH3Ul B
OTHOLLIEHUU €€
Ka4yecTBa.
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4. IlocTrosiHHOe YyJayulneHue (apManeBTHYECKON CHCTEMbI

Ka4dYeCcTBa

B »sTom pasaciic  OIMHCAaHbl  MCPOIIPUATHA, KOTOPLIC H€06XOI[I/IMO
OCYHICCTBILATL HJIA YIIPABJIICHUA WM IOCTOAHHOTIO YIYUYIICHUA (bapMaHGBTI/I‘{CCKOﬁ
CHCTCMBI Ka4CCTBa

4.1. IlpoBepka ¢apManeBTHYECKONl CHCTEMbl KayecTBa CO CTOPOHbI
PYKOBO/JCTBA

PykoBoICTBO  TOMDKHO  HMCHONB30BaTh  (OpMaibHBIE MPOIECCHl IS
MPOBEJCHUS MEPUOJUYECKUX MPOBEPOK (hapMalleBTHUECKONH CHCTEMbI KauecTBa.
Takue npoBepKU AOKHBI BKIKOYATh!

a) CucreMy Mep UIS JTOCTHIKEHHS II€JICH, CBS3aHHBIX C (hapMareBTHUECKON
CUCTEMOM Ka4yecTBa;

b) Ouenky mokazareneii 3pPEKTUBHOCTH, KOTOPHIE MOTYT UCIIOJIE30BAThCS JIJISI
npoBepKu 3(P(PEKTUBHOCTU MPOLIECCOB B paMKaxX (apMalleBTUYECKOW CHCTEMBbI
KaueCTBa, TAKUX Kak:

1) Mperen3un, ortkiaoHenusi, KAITA u mpomeccel  ympaBlIcHHUsS
WU3MEHEHUSIMU;

2) OOpatHas CBSI3b B OTHOIIICHUU Pa0OT 10 KOHTPAKTY;

3) Ilporecchl caMOOIICHKH, BKITFOYasi OICHKH PUCKOB, aHAIIN3 TCHICHITHIA
U ayJIUThI;

4) BHeNIHUE OIICHKH, TAaKUE KaK HHCIEKIIUN YIIOJTHOMOYCHHBIX OPTraHOB H
WX 3aKJIFOUEHUS, & TAKXKE ayIUThl IOTPEOUTEIIEH.

4.2. MOHMTOPMHI BHYTPEHHMX M BHEIIHHMX (AaKTOPOB, KOTOpBIE
BJMAKOT HA (papManeBTHYECKYI0 CHCTEMY KayecTBa

®dakTopbl, NPOBEPSEMbIE PYKOBOJCTBOM, MOTYT BKJIHOYATh:

a) HoBble HOpmaTHBHBIE TpeOOBaHMS, PYKOBOJACTBA W MyOJMKaUUU
OTHOCUTEIBHO KaueCTBa, KOTOPbIE MOTYT BIMSATH Ha (hapMaleBTUUYECKYIO CUCTEMY
KauecTBa;

b) HMuHOBammu, CHOCOOHBIC YIAYYIIUTh (HApPMAIECBTHUECKYIO CHUCTEMY
KauecTBa;

C) 3MeHeHus yCJIOBUH U LIeNel NeATeIbHOCTH;

d) M3meHeHus B ipaBe COOCTBEHHOCTH Ha MPOAYKIIHUIO.

4.3. Pe3yJbTaThl MIPOBEPKHU CO CTOPOHBI PYKOBOJACTBA 1 MOHUTOPUHTA

Utorn mnpoBepku ¢apMaieBTUYECKOM CHUCTEMbI KadyeCTBA CO CTOPOHBI
PYKOBOJICTBA W MOHHMTOPHMHTa BHYTPEHHUX U BHENIHUX (DAKTOPOB MOTYT
BKJIIOYATH:

a) VYiayumienwe ¢apMareBTUYECKOH CHCTEMbl KadyecTBa U CBSI3aHHBIX
ITPOLIECCOB;

b) Pacmpenenenue wiu mepepacrnpesiesicHHe PeCypCcoB W/HWIH O0y4YeHHE
IIEPCOHAIIA;

¢) IlepecMOTp MOJUTHKHY B 00J1aCTH KadyecTBa U IeJiel KauecTBa;
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d) JoxymeHTampHOe O(GOpMIIEHHE pPE3yIbTATOB IMPOBEPKH CO CTOPOHBI
PYKOBOJACTBA W TPEANPUHATHIX JCHCTBHI, a TakKe CBOEBPEMECHHBIH U
apexTrBHBIN 0OMEH MHpOpMaIel 0 HUX, BKIOYass HHPOPMHUPOBAHUE BBICIIETO
PYKOBOJICTBA O COOTBETCTBYIOIIIUX PE3YJIbTATaX.

5. TepmuHbI U onpeae/IeHUA

Tepmunbl ICH u 1SO ucnonb3yroTcs B HACTOSIIEM JOKYMEHTE TaM, IIe B
HUX BO3HHKAET HEOOXOAMMOCTh. B KOHTEKCTE HACTOSIIIEr0 JOKYMEHTa €CJIH CJIOBa
«TpeboBaHUe», «TPEOOBAHMS» WIH «HEOOXOIUMO)» TOSBISIOTCS B OMpEACIICHUU
ISO, To oHU He 00s3aTeIBFHO OTPAKAIOT HOPMATUBHBIC TpeOoBaHus. Eciu He ObLIO
BO3MOXXHOCTH TpuMeHuTh onpeaeneHus ICH wmu 1SO, O6pumn paspaboTaHbl
(GOpMYITMPOBKY JIJIS1 KICTIOIH30BAHUS MX UMEHHO B HACTOSIIEM IOKYMCHTE.

Bo3mozknocTh mpomnecca (capability of a process): CriocoOHOCTB mpoiiecca
CO3/1aBaTh MPOIYKINIO, KOTOpas OyaeT COOTBETCTBOBaTh TPEOOBAHUSAM K ITOU
npoaykiun. KoHIenIus BO3MOKHOCTH MTPOIIECca TAKXKE MOXKET OTPECIIAThCS MIPH
TIOMOIIA CTATUCTHYECKUX TEPMUHOB.

Boiciiee pykoBoacTBo (senior management): Jlumo (JiMia), KOTOpPBIC
PYKOBOJST M OCYIIECTBIISIFIOT Ha BBICIIIEM ypPOBHE KOHTPOJb 32 JEATEIHHOCTHIO
NPEIIPHUSITHS WIH 32 €r0 OTACIBHOM IJIOMIAJKON, a TaKKe UMCIOT ITOJTHOMOYUS U
OTBETCTBEHHOCTh, YTOOBI 3aJICHCTBOBATH PECYPChl NPEANPHUATHS WIA €ro
OTIEJILHON IIJIOIIAIKH.

JleATeJIbHOCTD, TiepeaaBaeMasi IJisl BbHINOJHEHHsI APYroil OpraHu3amuu
(ayrcopcunr) (out sourced activities): JleareapbHOCTh, OCYIIECTBIsIEMAas
HOJIPSTYUKOM TI0 TUCBMEHHOMY JIOTOBOPY € 3aKa3YHUKOM.

HMunoBamust  (innovation): BHeapeHune  HOBBIX  TEXHOJOTHH WK
METOJI0JIOT U H.

KauecTBo (quality): Cremenb, B KOTOpPOH COBOKYIIHOCTh HEOTHEMIIEMBIX
CBOMCTB MPOYKITUH, CHCTEMBI WJIH MPOIIECCa COOTBETCTBYET TPSOOBAHUSIM.

KonTponupyemoe cocrosinme (State of control): Ycnosue, npu xotopom
KOMIUIEKC KOHTPOJIBHBIX MEPONPHUSTHN ITOCTOSTHHO OO0€CIIeYMBAcT CTaOHMIIBLHYIO
3¢ (HEKTUBHOCTH TIPOIIecca U KaueCTBO MPOIYKITUH.

KoppexTupywmme  ngeiicrBue  (corrective  action):  [leiicTBue,
HAIpPaBJICHHOEC HA YCTPaHCHHWE IPUYHMHBI BBISBICHHOTO HECOOTBETCTBHS HIH
JIPYroM HEXKENaTeNbHOW cUTyaluu. [IpuMedanne: KOPpPEKTHPYIOLIEE EMCTBHE
OCYILECTBIISIOT Il MPEAOTBPAICHUS MMOBTOPHOIO COOBITHSA, B TO BpEeMs Kak
NpeayIPEkKAA0NIEE NEHCTBUE OCYIECTBIISIOT IS TIPEIOTBPAIICHUS COOBITHSL.

OopaTtHast cBsizb / npamas cBsa3b (feedback / feed-forward): O6partnas
CBSI3b — 9TO MOJAU(HUKAINSA WM KOHTPOJIb MPOIecca WM CHCTEMbI UCXOMS M3 UX
pesynbratoB win dddextuBHocTU. [IpsimMast cBsi3b — 3TO MoauduKaus WA
KOHTPOJIb TIPOIIeCCa UCXOS M3 UX OKUIACMBIX PE3yIbTaTOB MIIN d()(PEKTHBHOCTH.
OOpaTHyIO CBSI3b / IPSIMYIO CBSI3b MOJKHO TEXHHYECKH UCIIOJIH30BaTh B CTPATCTHH
KOHTPOJIS ITPOIIecCa M KOHIICTITYaJIbHO — B YIIPABJICHHH Ka4eCTBOM.

InanupoBanue kavectBa (quality planning): Yacte ympaBieHus
KauyeCTBOM, HANpaBJICHHAs Ha YCTAaHOBJICHHE IIeJICH KadecTBa W OIpeACIICHUC
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HEOOXOMUMBIX OINEPAIIMOHHBIX TMPOIECCOB M COOTBETCTBYIOIIMX PECYPCOB IS
JOCTHDKEHUS [IeJIeH KauecTBa.

Ioxa3zarenn »¢pdexkruBHocTu (performance indicators): M3mepsiembie
3HAYCHUS, UCIIOIb3yEeMbIC JIJIsl KOJTMUSCTBCHHOTO BBIPAKCHUS LIEICH KayecTBa s
oTpakeHHs 3PPEKTUBHOCTH OpraHU3alMH, MPOIECCa M CHCTEMBI; B HEKOTOPBIX
pPETHOHAX UCIIOIB3YETCsI TEPMHUH «METpHKa () (HEKTUBHOCTIY.

Moautuka B o6gactu kavecrBa (quality policy): OOmwme uemu wu
HampaBjIeHUE JEATEIbHOCTH OPraHM3alid OTHOCHUTEIBHO KauyecTBa, KOTOPBIC
ournanbHo HOPMYITUPYIOTCS BBICIIUM PYKOBOJACTBOM.

IMocTrosinnoe  yayumenue (continual improvement): IlocTosHHas
JCSITEIbHOCTh, HAMpaBJICHHAS Ha YyBEJIHUYEHHE CIIOCOOHOCTH COOTBETCTBOBATH
TpeOOBaHUSM.

Ipenynpexnaromee  aeiicrBue  (preventive  action):  JleiicTBue,
HAMpaBJICHHOEC Ha YCTPaHCHHE NPUYMH MOTCHIIMAIBHBIX HECOOTBETCTBUH WIIN
JPYTUX HEXeNnaTeabHBIX cuTyaluil. [IpuMeuanue: mpemynpexaaroiiee AeHCTBUC
BBIMOJIHSACTCS JIJIS TIPEAOTBPAILICHUST COOBITHS, B TO BPEMsS KaK KOPPEKTHUPYIOIICe
JCHCTBHE — IS TIPEAYIPEKICHUS TIOBTOPHOTO COOBITHSL.

IIpocTpaHcTBO MpoeKTHBIX mapamerpoB (design space): MHoromepHast
KOMOUWHAIIMS W B3aMMOJICHCTBUE Pa3IMYHBIX MCXOHBIX MEPEMEHHBIX (HAIpUMED,
CBOWCTB MaTEepHAJIOB), a TAKKe MapaMeTpOB Mpoliecca, P KOTOPBIX JTOKa3aHO
o0OecrieueHue KauecTRna.

Peamu3anus npoxykimun (product realisation): JlocTimkeHne mpou3BoICTBA
OPOAYKIMH C TIOKa3aTeIMA KadeCTBa, COOTBETCTBYIOIIMMHU IOTPEOHOCTSIM
HAIMEeHTOB, MEAMIMHCKUX PaOOTHHUKOB, YIOJHOMOUYEHHBIX OpPraHoOB (BKJIIOYAs
COOTBETCTBHC  YCTAHOBJEHHBIM  TpeOOBaHUAM), a TakKe  BHYTPEHHHX
NoTpeOuTENEeH.

PykoBoacrBo mo kavecrBy (quality manual): JlokyMeHT, H3araromiuii
CHCTEMY yIPaBJICHUS Ka4eCTBOM, IPUMEHIEMYIO B OpraHU3al[HH.

CpencrBo yayumenusi (enabler): MuctpymMeHT uiam mporecc, KOTOPBIi
o0ecreyrBaeT CpeCTBa JJIs JOCTHIKEHHS LICITH.

Crparerust xouTpoas (control strategy): 3amiaHupOBaHHBIA KOMILIEKC
MEPONPHUATHNA MO KOHTPOJIFO, OCHOBAHHBIM HA MOHMMAHUU JTAHHOW MPOIYKIHU U
npoiiecca, 4to obecrneunBacT 3(H(HEKTUBHOCTD Mpolecca ¥ KaueCTBO MPOTYKIIHH.
DTOT KOMIIICKC MOKET BKIIIOYaTh KOHTPOJb IMapaMeTpPOB M XapaKTEPUCTHK,
OTHOCSIIMXCS K aKTHBHBIM (DapMalleBTUUYECKUM CyOCTaHIIUSIM, HCXOJIHOMY CHIPBIO
U KOMIIOHEHTaM JICKAPCTBEHHBIX IPEMapaTroB, YCIOBHSAM  OKCILIyaTalluu
IOMEIIeHHH W  00OpyaOBaHHs, KOHTPOJIK B MPOIECCE IMPOU3BOICTBA,
crennUKaIUsIM Ha TOTOBYIO IIPOAYKIIMIO, & TaKXKe CBA3aHHBIE METOIBI K YaCTOTY
IPOBEAECHUS MOHUTOPHHTA U KOHTPOJISL.

VYnpasiaenue 3Hanusvm (knowledge management): CucremaTHuecKuit
noaX0a K cOOpy, aHaau3y, HAKOIUICHHIO M PAaCIpOCTPaHCHHIO HH(OPMAIHH O
IPOIYKIIUH, TPOU3BOICTBEHHBIX MPOIECCaX U KOMIIOHEHTAX.

VYnpasiaenue wu3Menenusimu (change management): CucremaTuueckuii
NOJIXOA K MPEIIOKEHHUIO, OIEHKE, YTBEP)KICHHIO, BHEIPEHHUIO M TPOBEPKE
V3MEHEHUN.
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Ynpasienue puckamm s kadecrBa (quality risk management):
Cuctematuveckuid mporecc Juis OOIIed OLEHKH, KOHTPOJIS, Iepeaadyu
uHpOpMaIMd U 0030pa PUCKOB JIJII KavyeCTBa JICKAPCTBCHHBIX MpPENapaToB Ha
NPOTSDKEHUM KU3HECHHOTO IIUKJIA PO TYKIIHH.

dapmaneBTHueckasi cucrema kadecrBa, ®CK (pharmaceutical quality
system, PQS): Cucrema ynOpaBicHHs I HampaBlICHHS W KOHTPOJIA
(bapMareBTHUECKOW KOMIIAHUY B OTHOIIICHUU Ka4eCTBa.

Henan xauyecTBa (quality objectives): Cpeactsa npeoOpa3oBaHHs MOJTUTHKA
B 00JIaCTH KauecTBa U CTPATETUil B U3MEPSIEMYIO JIESITEIbHOCTb.
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Jlononnenue 1
INOTEHIMUAJIBHBIE

BO3MOXHOCTUYJNYUYIIEHUAHAYYHBIXH OCHOBAHHBIX
HA AHAJIN3E PUCKOB HA/I3OPHBIX ITOAXO10B*

HpI/IMe‘laHI/ICZ* HaCTOHH_[ee AOIIOJIHEHUEC OTpaXacT IOTCHIHAJIBHBIC BO3MOXKHOCTHU

yJaydli€Hud IMoAXO0A0B, KOTOPLIC

MOr'yT TIPUMCHATHCA  YIOJHOMOYCHHBIMU OpraHaMu.

dakTHuecKuit HaI[3OpHBII71 mponecc onpeacisA€TCa COOTBETCTBYIOIIUM 3aKOHOAATCIIbCTBOM.

ILnan peiicrBuit

IloTeHnuanbLHass BO3MOKHOCTh

1. CooTBeTCTBOBATH TPEOOBAHUSAM HACTOSIIIUX
ITpaBun

CooTBeTcTBHE — 00513aTEIHLHO

2.JlemoncTpHupoBaTh 3 HEKTUBHYIO
(hapMaIeBTUYECKYI0 CUCTEMY Ka4eCTBa, BKIIFOUAs
3¢ (HEeKTUBHOE UCTIONH30BAHUE TPUHIIAIIOB
YIpaBJICHUs PUCKaMU JUTS KadecTBa (HarmpuMep,
HACTOSIIUI TOKYMEHT M JOKYMEHT «Y IpaBJICHUC
pUCKaMu i1 KauecTBay HacToauwmx Ilpasun).

Bo3M0OXHOCTD IS
e  YBEJIMYCHHUS UCTIONH30BAHUS MOJXO0/IOB,
OCHOBAHHBIX Ha aHAJIM3€ PUCKOB, IPU
MIPOBEJICHUH UHCTICKITUI
YHOJTHOMOYEHHBIMU OpPTaHaAMH.

3. JeMOHCTpUpOBaTh NOHUMAaHUE MPOIYKLIUU U
mpotiecca, BKirtodas 3(h(peKTHBHOE HCIIOIb30BaHNE
MPUHIMIIOB YIIPABICHHUS PUCKAMU [T Ka4eCTBa
(HampuMmep, TOKYMEHT «YTIpaBJIeHHE PUCKaAMU ISt
KadecTBa» HacToAMX [IpaBui u 1oKyMeHT
«®DapmarnieBTHYecKas paspadorka» (ICHQS).

Bo3moxxHOCTE A5t

®  COJNEHCTBHS HAyYHO-000CHOBAaHHOU
oLIeHKe (apMaLeBTHYECKOr0 KauecTBa;

e obecrnieueHHs BO3MOKHOCTH MPUMEHEHHS
WHHOBAIIMOHHBIX ITOJXO0I0B K IIPOLIECCY
BaJIAALINH;

e  BHEIPEHHS MEXAaHU3MOB BBIAAYH
paspelIeHus Ha BBIIYCK B peajlbHOM
BpPEMEHH.

4. lemoHCTpUpOBaTh 3PPEKTUBHYIO
(bapManeBTHUECKYIO CUCTEMY Ka4ecTBa
MOHMMaHHKE MPOITYKINH U MPOIIECcCa, BKIFOYas

3¢ (HEeKTUBHOE UCIIOIB30BAHUE TPUHIIUIIOB
yTpaBiicHUS PUCKaMU [T KauecTBa (Hampumep,
HACTOSIINI JOKyMEHT, JOKyMEHT
«DapmarnieBTuueckas pazpadortka» (ICHQS) u
JOKYMEHT «YTIpaBJICHHE PUCKAMH JJIsl KAUueCTBa
Hacrosmux [IpaBm).

Bo3MOKHOCTE 1J1s:

e  YBEJIMYECHHUS UCIIONb30BAHUS OAXOI0B,
OCHOBAaHHBIX Ha aHAJIU3€ PUCKOB, IPU
MPOBEACHUM UHCTIEKIUI
YIIOJTHOMOYEHHBIMU OpTraHaMU;

®  COJIEHCTBUS Hay4YHO-000CHOBAHHOW
OIICHKE (DapMalleBTUYECKOTO KaueCTBa;

®  ONTUMHU3AIUN HAYIHO-OOOCHOBAHHBIX U
OCHOBAaHHBIX Ha aHAJIM3€ PUCKOB
MPOLECCOB U3MEHEHUH, BHOCUMBIX 1OCJIE
perucTpanru JeKapCTBEHHBIX CPENICTB, s
HM3BJICYCHUS MaKCUMaJIbHON MOIB3EI OT
VHHOBAlU{ U OCTOSIHHOTO YIYUIICHHUS;

e o0ecrneueHus: BO3MOXHOCTH MPUMEHEHUS
WHHOBAIIMOHHBIX MOJIX0/IOB K IIpOLiecCy
BaJIAIAIIHNH;

e BHEIPEHUS MEXaHU3MOB BbIIAUU
pa3pelIeHus Ha BBIIIYCK B pE€aIbHOM
BPEMEHU.
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JlonotHeHue 2

CXEMA MOJIEJIN ®PAPMAIIEBTHYECKOMN CUCTEMBI
KAYECTBA B COOTBETCTBAUUA

CHACTOAIINM NTOKYMEHTOM

(I)apMaueBaneCKaﬂ CucreMa Kavdecrea

dapmaneBTHYECKas Ilepenoc IIpombllLIeHHOE IIpexpamenue
pa3p360TKa TEXHOJOINHU MPOU3BOJACTBO NMpou3BOJACTBA
T F e w e e e e e e e e e e e
e e L e i
A P R R e ) e A
;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;; EHEE EEE i 3
1 o e e L
p (911 ap aThbl VI KIIMHUYECKHUX SEggEAnAR RN AN A NSRS RS AR A A A R
N e RS
HNCCJICAOBAHUHN TR Wb 1 B Y 3 B o R e
B rrha bbb, W G Tk B b b
.................................... T e T e o o o 0 o bttty
P R - e A e R 0 R 0 0
it e A e A e b R
e T T T i

TCTBCHHOCTb PYKOBOJICTBA

CucreMa MOHUTOPUHIA 3(P(PeKTUBHOCTH MPOLECCOB H KAYeCTBA NPOAYKIMHU
Cucrema koppekTupywuux / npeaynpexiawmux aeiicreuii (KAITA)
JJ1eMeHTBI Cucrema ynpasjieHHsI U3MEHEHUSIMH

OCK IIpoBepKa Co CTOPOHBI PYKOBOACTBA

YupasiieHue 3HAHUSIMH
CpeacrBa

yayqiueHust Yrnpas/ieHne puckamMu AJ1si KauecTBa

Ha mnpencraBieHHON cxeMe IOKa3aHbl OCHOBHBIE OCOOEHHOCTH MOJETHU
dapmaneBTuueckoir cucrembl kadectBa (PCK). dapmaneBThueckas cucrema
KauecTBa OXBAaThIBAET BECh JKMU3HEHHBIM ULWKJI NPOAYKLMH, BKIKOYas
(dapmaineBTHUECKyI0  pa3pabOTKy, TEpEeHOC TEXHOJOTUH, MPOMBIIUICHHOE
IIPOU3BOJICTBO M IPEKPAILEHUE MPOU3BOJICTBA, KaK IMOKA3aHO B BEPXHEW YaCTH
cxeMbl. @apmaneBTHUecKass CHUCTEMa KauecTBa paclmpseT TpeOOBaHUS
Hacrosamux [IpaBun, kak mokazaHo Ha cxeMme. Cxema TakKe MOKA3bIBAET TO, YTO
TpeOoBaHusl  HacToAmMx IlpaBun  pacmpocTpaHsIOTCS Ha  MPOU3BOJICTBO
JIEKAPCTBEHHBIX MPENApaTOB I KIMHUYECKUX UCCIIETOBAHUM.

Cnengyromuii  rOpU3OHTAIBHBIA ~ OJIOK ~ WJUIIOCTPUPYET  BAXXHOCTb
OTBETCTBEHHOCTH PYKOBOJICTBA (KOTOpasi pa3bsCHIETCS B pa3fesie 2 HACTOSIIETO
JIOKyMEHTa) B OTHOIIEHMHM BCEX OJTAalOB >XU3HEHHOrO IHKJIa MNpPOoAyKIuu. B
CIEIYIOUIEM 33 HHUM TOPU30HTAIBHOM OJIOKE NPUBEACH MEepeyYeHb 3JIEMEHTOB
(dapMaleBTUUECKON CHUCTEMBbl KauecTBa, KOTOpbIE SBISIOTCS OMOPHBIMM ISt
Mozaenmn PCK. DTu 37n€MEHTHI CIeQyeT COOTBETCTBEHHO W IPOINOPLMOHAIBHO
OPUMEHATh K Ka)XJAOMy 3Tally >»XWU3HEHHOIO IHMKJIA, OCO3HaBas BO3MOKHOCTH
BBISIBJICHUSI c(hep ISl HOCTOSITHHOTO YITyUIIeHHUS.
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B Habope ropu3oHTAIBbHBIX OJOKOB B HW)KHEH YacTH CXEMBI IMOKa3aHBI
CPEACTBA YJYUIICHUS: YNPABICHUE 3HAHUSAMU M YIPABICHUE PUCKAMU IS
KaueCTBa, KOTOPBIE MNPUMEHSAIOTCA HAa NPOTSHKEHUU BCEX 3TANOB KU3HEHHOTO
HUKIa. OTU CPEACTBA YIYYIICHUS I[IOMOTaloT IMpU JOCTHXKEHUU  LEel
dbapmaneBTHUYECKON CUCTEMbl KauecTBa B OTHOILICHUU MPOU3BOJICTBA MPOAYKIIUH,
COOTBETCTBYIOILIEH CBOEMY IpPEAHA3HAYECHUIO, YCTAHOBIICHHS M TOJAJEPKAHUS
KOHTPOJIMPYEMOTO COCTOSIHUS U COAECHUCTBYIOT HOCTOSIHHOMY YJIyUILICHHIO.
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MEXKAYHAPOJAHBIE TAPMOHU3NPOBAHHBIE TPEBOBAHUA
K CEPTU®OUKALIUUN CEPUHN

OcHOBHBbIE TPeOOBaAHUSA

B HacrosmeM JOKyMEHTE U3JI05KEHBI MEXITYHAPOIHbIE TAPMOHU3HUPOBAHHBIE
TpeOOBaHUS K COJIEPKAHUIO cepTU(UKaTa Cepun JEKapCTBEHHOTO CPEICTRA.

Kaxnyro ceputo eKapCTBEHHOTO CpPEACTBA, B TOM YHUCIE MEPEMEIAEMYIO
MEXIy CTpaHaM{, B KOTOPBIX COONIOAAIOTCS TpeOOBaHMSI HAIJIEKAIIETO
IPOU3BOJCTBA, HEOOXOIMMO CONPOBOXKJIATh CEPTU(UKATOM CEPUH, BBIJAHHBIM
IIPOU3BOJUTEIIEM JIEKAPCTBEHHOT'O CPEACTBA.

Takoil cepTudukaT BBIJACTCS TMOCJIE IOJHOTO KAa4eCTBEHHOIO M
KOJIMYECTBEHHOTO  aHajlu3a  BCEX  JCWCTBYIOUIMX  BEIIECTB M HHBIX
COOTBETCTBYIOIIUX MHIPEIUEHTOB U1 TapaHTHM TOTO, YTO KayecCTBO
JIEKapCTBEHHOI'O CPEJCTBA COOTBETCTBYET BCEM TPEOOBAHUSM PErHMCTPALIMOHHOTO
nocke. Ceprudukar cepur AOHKEH MOATBEPKIATh, UYTO CEPUS COOTBETCTBYET
cnenuuKanusaM U MPOU3BENECHA B COOTBETCTBUU C PETMCTPALlMOHHBIM J0Cche. B
cepTu@uKare JOKHBI OBbITh MPUBEAEHBI NOAPOOHBIE CcleUUPUKAIUKA Ha
JIEKapCTBEHHOE CPEICTBO, CCHUIKM HA AHAJIUTHYECKUE METOMbI, IOJyYCHHbIE
pe3yNbTaThl AHATUTUYECKUX MCHBITAHWM, a TakXke JOHKHO —COAEpPKaThCA
INOATBEP)KIAEHUE TOrO, YTO 3aMKUCH IO IPOU3BOACTBY, YHNAKOBKE M KOHTPOIIIO
KayecTBa CEpUU MPOBEPEHBI U CJENaH BBIBOA 00 MX COOTBETCTBUU TPEOOBAHUSAM
Hactosammx [lpaBun. CepTudukar cepuu OODKEH OBITH MOANMCAH JIUIIOM,
OTBETCTBEHHBIM 3a IOATBEP)KIACHUE TOTO, YTO CEPHUsl IMPUTOJHA K BBIIYCKY B
peanu3aiuio Win AJs HOCTaBOK/3KCIOPTA.

Opranusanus, peanu3youas JEKapCTBEHHOE CPENCTBO, JOJDKHA MOJyYNUTh U
COXpaHSITh BBIJAHHBIM mpousBoauTesneM ceptudukar. I[lo 3ampocy 3TOT
cepTUPUKAT JOJDKEH OBITh JIETKOJOCTYNEH COTPYIHHUKAM YIOJHOMOYEHHBIX
opraHoB. Takoil cepTudukat Npou3BOAUTENSI O COOTBETCTBUM CEPUU MOKET UMETh
0co00€e 3HaYeHue ISl TOro, YTOOBI HE MPOBOJAUTH OBTOPHBIM KOHTPOJIb, €CIIA 3TO
pa3perieHo COOTBETCTBYIOIIMMHU HOPMATUBHBIMU MTPABOBBIMHU aKTaAMHU.

[Ipu HEOOXOAUMOCTH TaKOW CepTU(PHKAT TAKKE MOXKET OBbITh BbIAAH IS
MPOIYKLMHU, HE SIBJISIOIICHCS TOTOBBIM JIEKAPCTBEHHBIM IpENapaToM, TaKOM Kak
IpPOMEXYTOUHAas MPOAYKLHMs, HepachacoBaHHAsE WJIM YAaCTUYHO YINaKOBAaHHas
IPOIYKIHS.

Takoit ceptudukar Takke MOXKeT OBITh BbJIAH Ha  aKTHUBHBIC
(dapmalieBTUUECKHUE CYOCTaHLIMU M UCCIIEAyeMble JIEKapCTBEHHbIE IpernapaThl,
UCIIOJIB3yEMBbIE B KIMHAYECKHX HCCIEAOBaHUAX. PEKOMEHIyeTCsl HMCIOJIb30BaTh
TEPMUHOJIOTHIO, KOTOpas npuseaeHa B CinoBape K 1aHHOMY J[OKyMEHTY.
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Conep:xkanue ceprudukaTa cepuu JeKAPCTBEHHOI0 CPeACTBA

[Ipumedanue: s 3KBUBAJEHTHOCTH TepMuHOsNoruu cMm. [loscHenus u cioBapb
TEPMHUHOB.

N

[BJIAHK [TPOM3BOJIUTEJIA]

=

Ha3Banue npoaykuuu

Crpana — umnopTrep

Homep perucTpalimoHHOTO YJOCTOBEPEHHUS WM HOMEp pa3pericHus

Ha MIPOBEICHUE KIIMHUYECKUX MCCIICIOBAHUM

J103upOBKa/aKTHBHOCTH

JlexapcTBeHHas popma

Pasmep u Tun ynakoBku

Howmep cepun

JlaTa mpou3Bo/ICTBA

JlaTa OKOHUYaHUs CPOKa TOAHOCTU

0. HazBanus, aapeca W HOMepa JUIEH3UM BCEX MPOU3BOACTBEHHBIX

TUTOMIAZ0K ¥ MECT MPOBEJICHUSI KOHTPOJISI KauecTBa

11. CeptudukaTsl COOTBETCTBUS TpeOoBaHUsAM HacTosmmx IlpaBum s
BCEX IUIONIA/I0K, PUBEJICHHBIX B IMyHKTE 10

12. Pe3ynbpTaThl aHAINU30B

13. KommenTtapuu

14. 3asgBnenue o cepTuPUKannu

15. ®damMunust U JOHKHOCTH/3BAHUE JIMIIA, BBIJABIIETO pa3pelleHue Ha
BBITTYCK CEPHH

16. Iloxamuchk nmuIia, BRIIABIIETO pa3peliecHue Ha BRITYCK CEpUN

17. Jlara moamucaHus

w N

HoOooo~No O~

IlosicHeHMsI M CJIOBAapPb TEPMHUHOB

Ha3Banue npoxykuuu

[TateHTOBaHHOE Ha3BaHWE, TOProBOE€ Ha3BaHUE WM MPUCBOCHHOE
Ha3BaHUE B CTPaHE-UMIIOPTEPE (B 3aBUCUMOCTH OT TOTO, YTO MPUMEHUMO).
B cnyuae nekapCTBEHHBIX IpenapaToB s KIMHUYECKUX MCCICIOBAaHUN —
HOMEp KOJIa, COJICPIKAIIUICS B 3asBKE HAa KIMHUYECKHUE HCCIICI0BaHUS.
Crtpana — umnoprep

Homep peructpanuoHHOro yJ10CTOBEPEHUs WX HOMEP pa3pelieHus Ha
NnpoBe/ieHNe KIMHUYECKHX MCCIeI0BAHNM

Homep peructpaiinoHHOTO yJI0CTOBEpPEHHUS Ha JIEKApCTBEHHOE CPEACTBO B
cTpaHe-uMIopTepe. B  ciaydae JeKapCTBEHHBIX TMpenapaTtoB s
KJIMHAYECKUX HCCIIEIOBAaHUM — HOMEp pa3pelieHHus Ha TMpPOBEACHHUE
KJIMHAYECKUX MCCICAOBAaHUM WJIM CChUIKA Ha HccieaoBaHus (mpu
HaJIM4yun).

J103UpOBKAa/aKTUBHOCTD
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o

10.

11.

12.

13.

14,

Ha3spanne M KOJIMYECTBO B €AMHHUIE JIEKaPCTBEHHOM (OpMBI BCex
aKTUBHBIX (papMalleBTUYECKUX CyOCTaHLMI/KOMIOHEHTOB. B  ciyuae
JIEKApCTBEHHBIX IIPENapaToB I KIMHUYECKUX HCCICIOBAaHUM, BKIHOYas
wianebo, crnoco0d MpenocTaBleHUs TakoW HH(OpMALMM HE JOJKEH
CIIOCOOCTBOBATh PACKOJUPOBAHUIO «CIIENIOT0)» UCCIEIOBAHMS.
JlekapcTBenHnasi ¢popma, Haripumep, TaOJIETKH, KarCybl, Ma3y.

Pa3Mep u TNl ymHakoBKH

JomxHa ObITh yKa3aHa BMECTHUMOCTb KOHTEHHEpa M €ro TUI (HampuMmep,
amIyJbl, (GIaKOHBI, OJUCTEPHI U T.I1.).

Homep cepun

Nnn HOMEp mapTuM, OTHOCAIIMKWCS K IPOAYKIUHU. YHUKAJIbHAA
KoMOMHanus 1ugp, OyKB UM CUMBOJIOB, HACHTU(DULIMPYIOIIAsl CEPHUIO0, TIO
KOTOPOU MOKHO IPOCIIEIANTh UCTOPHUIO ITPOU3BOJICTBA U ONITOBOM TOPTOBIIN
CEpHH.

Jata npousBoacTea

B cooTrBercTBUM ¢ HalMOHAIBHBIMU (PETMOHAIBHBIMHM) TPEOOBAHUAMU
CTPaHBI-UMIIOPTEPA.

/laTa OKOHYAHHUS CPOKA FOJHOCTH

Pa3menieHHas Ha KOHTEWHEPE/3TUKETKE Jata, JJIsl ONPEesICHUsI BPEMEHH,
Ha MPOTSHKEHUM KOTOPOIO OKUIAETCS, YTO NPOLYKIHUS IIPHU €€ XPAHCHUH B
TpeOyeMBbIX YCIOBHUSAX COOTBETCTBYET YTBEPKJICHHBIM B CTpaHE-UMIIOPTEPE
cnenupUKanusaM, AEMCTBYIOIIMM B T€YEHUE BCETO CPOKA TOJHOCTH; MOCHE
ATOM aThl MPOAYKIUIO TPUMEHSThH HE CIENYET.

Ha3Banusi, agpeca m HoMepa JHMUEH3MH BcCeX IPOU3BOIACTBEHHBIX
IVIOIIAJA0K M MeCT NMPOBEACHU KOHTPOJISI Ka4ecTBa

Crenyer yka3aTb BCE€ NPOM3BOJCTBEHHBIE IUIOIAIKH, CBSI3aHHBIE C
JaHHBIM TPOU3BOACTBOM, BKJIIOYas YHNAKOBKY/MapKHPOBKY U KOHTPOJIb
KayecTBa CEpPUM C YKa3aHMEM Ha3BaHUsA, ajJpeca M HOMepa JIMLEH3HH.
Ha3Banus u aapeca AOKHBI COOTBETCTBOBATh YKA3aHHBIM B JIMLIEH3UU HA
IIPOU3BOJICTBO.

Ceprudukarsl cooTBeTcTBUS TpeOGoBaHMAM Hactosiux IlpaBun nuis
BCeEX ILIOIIAA0K, NPUBEIeHHBIX B MyHKTe 10

Crnenyet ykazaTh HOMEpa CEPTH(PUKATOB

Pe3yabTaThl aHAJIU30B

Cnenyer mnpuBECTHM YTBEpXKACHHbIE CHeUU(UKALMU, BCE IMOIYUYEHHBIE
pe3ynbTaTbl M CCHUIKM Ha NPUMEHEHHbIE METOAbl (MOXHO MPHUBECTH
CCBUIKY Ha OTIEIbHBIM TOANMHUCAHHBIA M JATHUPOBAHHBIN cepTH(UKAT
aHaan3a, KOTOPbIN TOKEH ObITh MPUIIOKEH).

KomMmenTapuu

Kakas-mn6o momomuutTenpHass uHOOpMaIUsi, KOTOpask MOXKET ObITh
MOJIE3HOM I  UMIIOpTEepa W/WIM HHCIEKTOPa, MOATBEPIKIAIOIIEro
COOTBETCTBUE CEpUM (HAIpUMEp, CHELHMAIBHBIE YCIOBUS XPaHEHUS WIH
TPAHCIIOPTUPOBAHUSA).

3asiBiieHne 0 ceprupurkanumn

173



15.

16.
17.

3asiBiieHUE JIOJKHO OXBAaTHIBaTh MIPOU3BOJICTBO, BKJIFOYAst
yaKOBKY/MapKUPOBKY U KOHTpOJIb kauecTBa. Heo0X0uMo MCHOIb30BaTh
cneayromui TekcT: «HactosmmMm s moATBEpXkAar0, YTO MPUBEACHHAs
BbIllle MHMOpMAaIUsl SBISETCS JOCTOBEPHOM U TOYHOM. OTa cepusd
OPOAYKIMK TMPOU3BENCHA (BKIIIOUas YIMAaKOBKY/MapKUPOBKY U KOHTPOJb
KauecTBa) Ha BbIIICYKa3aHHOMN MPOU3BOJICTBEHHOMN IIJIOMIAKE (TUIOMIAIKAX )
B TOJHOM COOTBETCTBUU ¢ TpeOoBaHusiMu [lpaBun opraHuzanuu
MPOM3BOJCTBA U KOHTPOJS KAYECTBA JIEKAPCTBEHHBIX CPEACTB, 4 TAKXKE B
COOTBETCTBHUHM CO CHEHUPUKAIUIMHU, COJICPHKANTUMHUCS B PETUCTPALIOHHOM
JI0ChE CTPAHBI-UMITOPTEPA WM B JOChE CrieNU(UKAIIi Ha JTEKAPCTBEHHBIH
npenapar B CIydae JICKAPCTBEHHBIX MPENapaToB [l KIMHAYECKHAX
MCCIIeIOBaHMM. 3anucu 0 MPOU3BOJICTBY, YIIAKOBKE U aHAJIU3Y MPOBEPEHBI
M YCTAaHOBJEHO WX COOTBETCTBHE TpeOoBaHusM IIpaBun Hamiexamen
IPOU3BOJICTBEHHON NIPAKTHUKHU.

®amuians ¥ J0JKHOCTh/3BaHHME JIMIA, BbIAABLIEr0 pa3pelieHue Ha
BBIIYCK CepUH

Bxitouass HazBaHue W ajpec MUIOMAAKH, eciu B myHKTe 10 mpuBeneHo
OOJIBIIIE OJTHOM TITOIIAIKH.

Hoanucek Muua, BeIAABIIEr0 pa3penieHue Ha BBIILYCK CepUU

JlaTa moanmucaHusi

CJIOBapb IKBUBAJICHTHbBIX TCPMHUHOB,

HCII0JIb3yeMbIX B cepTU(PUKaTE
IIpuMeuyanue. DTOT CIIOBAPH HE SIBISETCS NCUEPIIBIBAIOIIINM.

JlelicTByIOIIME BEIIECTBA = aKTUBHBIE (hapMaIleBTUUECKHE
cyOcTaHIMKI/KOMITOHEHTHI (active substances = active pharmaceutical
ingredients/constituents).

Cepus = naptus (batch = lot).

JlekapctBennas ¢opma (dosage form = pharmaceutical form).
[Mpoussoautens (manufacturer = fabricator).

[TpouseoacTro (Manufacturing/manufacture = fabrication).

JIunensus Ha npousBoAcTBO (Manufacturing authorisation = establishment
license).

JlexapctBennoe cpeactso (medicinal product = pharmaceutical product = drug

product).
KonTpounb kauecTBa = ucnwitanus (quality control = testing).
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Ipuioxenue 1
INPOU3BOJACTBO CTEPUJIBHBIX JIEKAPCTBEHHbBIX CPEJICTB

IMpuHnun

K mpou3BOACTBY CTEPUIIBHBIX JIEKAPCTBEHHBIX CPEICTB TPEIBSIBIISIOTCS
ocoObie TpeOoBaHUS, 4YTOOBI CBECTH K MHHHMYMY pHUCK KOHTAaMHHAIIUU
MHUKPOOPTraHU3MaMH, YaCTHIIAMU M MUporeHamu. [Ipu 3TOM MHOTO€ 3aBHCUT OT
KBaJTH(HUKAIIMKA TPOU3BOJCTBEHHOTO TEPCOHANA, €ro OOyYeHUs] U OTHOIICHHS K
pabote. Oco00 BakHOE 3HAUYEHHE UMEET OOecleyeHne KauecTBa; Npu
IPOM3BOJICTBE CTEPWIIBHBIX IPEMapaToB HEOOXOAMMO CTPOTO MPUICPKHBATHCS
TIIATEIEHO Pa3pabO0TaHHBIX W BAJIMAMPOBAHHBIX CHOCOOOB TMPOU3BOJCTBA U
npoueayp. Hukakas KoHeuHas CTaausi MPOM3BOACTBA WM KOHTPOIb TOTOBOM
NPOIYKIIMM HE MOXXET pPAacCMaTpPUBaThCS Kak CIUHCTBEHHOE CPEACTBO
o0ecrieyeHns CTePUIIbHOCTY WM IPYTHX TOKa3aTenel KadecTBa MpOayKIUH.

IIpumeuanue: Hacrosmue [IpaBuna He ycTaHABIMBAIOT JETATBHBIE METO/IbI
OIIpEIeICHUs] YUCTOTHl BO3JyXa, MOBEPXHOCTEH W Mp. MO MHUKPOOPTaHW3MaM H
gacturaMm. JIOmomHHUTENbHYI0 HWH(POPMALMIO MOXKHO TOJYYUTh U3 JAPYTHX
HOPMATUBHBIX M TEXHUYECKHX JOKYMEHTOB.

OO0mue TpedOBaHMS

1. CTepuibHYI0 MPOAYKIUIO HEOOXOAWMO NPOU3BOIAUTH B YHCTHIX 30HAX,
JOCTYyIl B KOTOpbIE MEpCOHala W/WIM MOCTYIUIEHHE OOOpYyIOBaHUS, MCXOJHOTO
ChIpbS W MaTEpUalOB JOJDKHBI OCYIIECTBIIITBCS 4epe3 BO3AYIUHbIE LIIO3bL. B
YUCTBIX TIOMEIICHUAX (30HaX) JAOJDKEH TMOJAEPKUBATHCS YPOBEHb YHUCTOTHI,
OTBEYAIOIIMI COOTBETCTBYIOLIEMY CTaHAAPTy YHCTOTBI, B HHUX HEOOXOJUMO
NoJlaBaThb ~ BO3AYX, KOTOpPBIA Tpomiend 4yepe3 (UIBTPbl  COOTBETCTBYIOIIEH
3¢ (HEeKTUBHOCTH.

2. PaznuyHble omepanuu MO MOArOTOBKE KOMIIOHEHTOB, MPUTOTOBJIEHUIO
OPOAYKUMHA M HAMOJHEHHUIO CJEAYET OCYIIECTBIATh B OTAENbHBIX 30HAX
(momernieHusIX) BHYTPH YUCTON 30HBI (MOMEIIEeHHS ). TEeXHOJIOrM4eCKUe onepauu
JeNATCA Ha JIB€ KaTeropuu: mepBasi, KOrjaa MpoAyKLIHIO MOJABEPraroT (PUHUIIHON
cTepwin3alui (B TMEPBUYHOM YHAKOBKE), W BTOpas, KOIjJa olepalud Ha
HECKOJIbKHMX WJIM BCEX CTAUSX BBINOJIHAOT B aCENITHYECKUX YCIOBHSIX.

3. Yuctble 30HbI (IOMELIEHUS) ISl IPOU3BOJCTBA CTEPUIBHON MPOIYKIIUU
KJIACCU(PUIMPYIOTCS B COOTBETCTBUM C TpeOyeMbIMH XapaKTEPUCTUKAMU
IPOM3BOACTBEHHON cpenbl. Kaxaas mnpou3BOACTBEHHas onepauus TpedyeT
OINPEJEICHHOIO YPOBHS YUCTOTHI MPOU3BOJICTBEHHOW CpEbl B SKCILTyaTUPYyEMOM
COCTOSIHUU C LIEJIbIO CBEJCHUSI K MUHUMYMY pUCKa KOHTAMUHAIIMU YacCTUIIAMU WU
MUKpPOOpPraHU3MaMHu TMPOAYKTa WM 00padaThiBA€MOr0 MCXOJHOTO ChIPbS U
MaTepHaoB.

Jist  obecriedeHHs] COOTBETCTBUS TPEOOBAHMSIM B  «IKCILUIyaTUPYEMOM)
COCTOSIHUHU, 3TU 30HBI (IOMEUIEHUS) JOJIKHBI ObITh CIPOEKTUPOBAHBI TaK, YTOOBI
o0ecneunTh TOYHO OMNpeAeNIEHHbIH YPOBEHb YMCTOTHI BO3yXa B «OCHAILIEHHOM)
cocTossHUUA. «OCHAIIEHHOE» COCTOSIHUE - COCTOSIHUE, B KOTOPOM YHCTOE
NOMEIIEHUE TOCTPOEHO U (QYHKUMOHHPYET, TEXHOJOIMUYECKOe O0OpyIOBaHUE
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MOJHOCTBHIO YKOMIIJIEKTOBAHO, HO MEPCOHAN OTCYTCTBYET. «IJKCILIyaTUPYEMOE»
COCTOSIHUE - 3TO COCTOSIHUE ITPU KOTOPOM YHUCTOE MOMEIIEHUE U TEXHOJIOTHYECKOE
o0opyaoBaHue (PYHKIITMOHUPYIOT B TPEOYEMOM peXUME C 33JJaHHBIM KOJUYECTBOM
paboTaroiero nepcoHania.

TpeGoBaHUs K «OCHAIICHHOMY» M «JIKCILUIyaTUPYEMOMY» COCTOSIHUIO
JIOJDKHBI OBITh YCTAHOBJICHBI JIJISI KaXJOr0 YUCTOrO MOMEIICHHS WM KOMIUIEKCa
YUCTBIX IOMEIIECHUI.

Uucteie  30HBI  (NIOMEIIEHMSI) TPU  MPOU3BOJACTBE  CTEPUIBHBIX
JIEKaApCTBEHHBIX CPEJICTB MOAPA3ACISIIOTCS Ha YEThIPE Kilacca.

Kiacc A - mokanbHas 30Ha JUIA IPOBEACHUS ONEpPalid, MPEICTABIAIOMINX
BBICOKMII PpHUCK JUIsl KauecTBa NPOJAYKIIMH, HAmpUMEp, 30HBI HAIOJHEHUS,
YKYIIOPKH; 30HBI, TJI¢ aMIlyjbl U ()JIAKOHBI HAXOJATCS B OTKPBITOM COCTOSIHUM U
BBITIOJTHSFOTCSl COSAMHCHUS YacTeil 000pyI0BaHUS B aCENTHYECKUX yclIoBUax. Kak
paBujo, TaKUe YCJIOBHUS OOECIEUMBAIOTCS JaMUHAPHBIM IMOTOKOM BO3JyXa Ha
paboueM mecte. CUCTEMBI JIAMUHAPHOTO MOTOKA BO3/yXa JOJDKHBI 00ECreynBaTh
PaBHOMEPHYIO CKOpPOCTh Bo3ayxa B jauanazone 0,36-0,54 wm/c (HOpMaTHBHOE
3HaueHHue) B paboueil 30HE OTKPHITOrO uucTtoro nomemienus. llognep:kanue
JAMUHAPHOCTU JIOJDKHO OBITh JIOKa3aHO U MPOBATMAMPOBAHO. B  3aKkpbITHIX
u30JsTOpax M OOKcax C  MepyaTKaMH  JIOMYCKAeTCs  MCIOJIb30BaTh
OJIHOHAIMPABJICHHBIN NOTOK BO3/lyXa C MEHBIIUMH CKOPOCTSIMHU.

Knacc B - 30Ha, HENOCpPEACTBEHHO OKpyXkawmas 30HY Kiacca A,
NpeaHa3HAYCHHYIO ISl aCENITUUECKOTO MIPUTOTOBIICHUS U HATIOJTHEHUS.

Knaccet C v D - 4yncThI€ 30HBI JJ1s1 BBITIOJTHEHUSI MEHEE KPUTUYHBIX CTaaui
MIPOU3BO/ICTBA CTEPHIIHLHOMN MPOTYKIIUH.

Knacenpukanus 4yucThbIX MOMEIEHUN M YUCTBIX 30H

4. UucTele TOMENICHUS W YHCTBIE 30HBI CIIEIYeT KIacCHU(PHUIIMPOBAThH IO
['OCT UCO 14644-1. IloaTBepkaeHUE KJIacca YUCTOTHI CIEAYET YETKO OTICISAThH
OT MOHUTOPHWHTa TIPOM3BOACTBEHHOW Cpeabl MpHU MPOBEACHUM TpoIlecca.
MakcuMallbHO JOTYCTUMAasl KOHIIEHTPAIMS ad’PO30JbHBIX YaCTHI[ TSI KaKIOTO
KJIacca MpuBeJieHa B Ta0JHIIE.

3oHa MaxkcuManbHO J0MYCTUMOE YUCIIOo YacTull B 1 Ky0. M Bo3ayxa
MIPH pa3Mepe YacTUIl, PABHOM HIIM OOJIbIIEM
B ocHarmieHHOM cocTOsIHUN B skcrutyatupyemMom coCTOSHUM
0,5 Mxm 5,0 MKM 0,5 Mxm 5,0 MKM
A 3520 20 3520 20
B 3520 29 352 000 2900
C 352000 2 900 3520 000 29 000
D [3520000 29 000 He pernamentupyercs He pernamentupyercs

5. Jlns moAaTBEp)KICHHSI COOTBETCTBUSA KiacCy A MHHHMAIBHBIA 00BEM
oTOUpaeMoil MpoOBI BO3IyXa JOKEH OBITH He MeHee IM° IS Kakmol TOUKH
orbopa mpob. Krmacc A cootBerctByer kiaccy MCO 4.8 no mnoxasatento
IpeeTbHOTO KOJIMYECTBA YacTHUI] B Bo3ayxe pasmepom > 5,0 mkm. Kmacc B (B
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OCHAIIIEHHOM COCTOSIHMH) TO KOJUYECTBY a’3pPO30JIbHBIX YAaCTHI] COOTBETCTBYET
kiaccy UCO 5 no xonuuyecTBy yacTul] 000ux ykazaHHbIX pazmepoB. Kmacc C (B
OCHAILIEHHOM M 3KCIUTyaTUPYEMOM COCTOSIHHMSIX) IO KOJIMYECTBY a’3pPO30JIbHBIX
yactul] cootrBercTByeT kinaccy MCO 7 u UCO 8 coorBerctBenHo. Kmace D (B
OCHAILIEHHOM COCTOSIHMM) IO KOJUYECTBY a’dpPO30JIbHBIX YaCTHUI[ COOTBETCTBYET
kinaccy MCO 8. lnsa moareepxkaenus kiaacca B crangapre 'OCT MCO 14644-1
YCTaHOBJICHA METOJIMKa, B KOTOPOH pErJaMEeHTUPOBaHbl KaK MHHHMAJIbHOE
KOJIMYECTBO TOYEK Il 0TOOpa mpoO, Tak U 00BEM MIPOOBI C YUETOM TIPENEIIOB
JAHHOTO KJIacca IS KOJIMYEeCTBA YaCTHI] HAMOOJBIIIETO U3 YKa3aHHBIX pa3MEpPOB, a
TaK)K€ METOJ] OLICHKH TIOJyYCHHBIX TAHHBIX.

6. Jlns moaTBepxkIeHUA Kiacca CIEAyeT HCIOJIb30BaTh MOPTATHUBHBIC
CUETYHKHU YaCTHUI[ C KOPOTKUMHU TpyOKamMu Ajisi 0TOOpa mpod M3-3a OTHOCUTEIBHO
BBICOKOTO YPOBHSI OCQKJICHUS YaCTHI[ pazMepoM > 5,0 MKM B IHUCTaHIIMOHHBIX
cuctemMax s oTtbopa mnpoO ¢ AIMHHBIMEU TpyOkamu. B ciywae cucrem
OJIHOHATIPABJIICHHOTO IMOTOKA BO3/lyXa CJIEAYET HUCIOJIb30BaTh HM30KMHETHYECKUE
HacaJIKu 1151 oTO0opa mpoo.

7. TloaTBepklieHHE Kilacca B OIKCIUTyaTUPYEMOM COCTOSIHUM JOIYCTHMO
MPOBOJIUTH BO BpeMsi pabOThl WK MPU MOJACIUPOBAHUU PabOUYUX OIepaiui, Win
IpU HANOJHEHUU TMUTATEIbHBIMH CpPElIaMH, KaK TOro TpedyeT MOJECIUpPOBAHUE
«HAMXYAIIETO0  Ciay4yas». YKa3aHus 10 TPOBEJACHUIO  UCHBITAHUM  JUIs
MOATBEP)KIACHUS TOCTOSHHOTO COOTBETCTBUS 3aJaHHOMY KJIACCy YHCTOTHI
npuBeneHsl B crangapte 1SO 14644-2.

MOHUTOPHMHT YUCTHIX MOMEIIEHUN U YUCTHIX 30H

8. Crnemgyer mUpOBOIUTH TEKYIIMH MOHUTOPUHI YHCTBIX IOMEIIEHUNA U
YUCTBIX 30H B MEPHOJI UX JKCIuTyaTtanuu. Touku oTOOpa mpod Mg TEKYIIETo
MOHHUTOPHHTA BEIOMPAIOT HA OCHOBE aHAJIM3a PUCKOB U PE3YJIbTATOB, IMOTYYCHHBIX
TIPY KJIaCCU(PUKAIMK YACTHIX TTOMEIICHUH W/WIIH YUCTBIX 30H.

9./1us 30H Knacca A MOHHTOPUHT YaCTHUL CIEAYET NMPOBOAUTH HENPEPHIBHO
Ha BCEM MPOTSHKCHUH KPUTHYECKOTO Tpoliecca, BKIOYas cOOpKy 00OpyaOBaHMUS.
[Ipu Hamnexamem O0OOCHOBAHWM HCKIIOYEHHWE COCTaBIIAIOT TIPOIECCHI  C
MPUMEHEHUEM 3arps3HSIONINX BEIIECTB, KOTOPHIE MOTYT MOBPEAUTH CUETUHK
YaCTHI] WA MPEJCTaBIATh COOON OMacHOCTh, HAIPUMED, KUBbIE OPTaHU3MbI WU
paZMOaKTUBHBIE BEIIECTBA. B Takux ciiydasix MOHUTOPHUHT CJIEIYET OCYIECTBISATh
BO BpeMs OOBIYHBIX OIEpaluid MO HACTPOWKE OOOpYyIOBaHMS 1O MOMEHTa
MOSIBJICHUSI pHCKa. Takxke cleayeT TMpOBOJAUTh MOHUTOPUHT BO BpeMs
MOJIeTMpOBaHus oreparuii. B 30Hax kimacca A creayer mpoBOJUTH MOHUTOPHHT C
TaKOW YaCTOTOW W TIPU TakOM 00beMe OTOMpaeMbIX MPOO, YTOOBI MOXKHO OBLIO
3aUKCHPOBATh BCE BMEIIATEIBCTBA, CIIyYalHbIC COOBITHS U JTHOOBIC TIOBPEIKICHUS
CHUCTEMBI, a B CITydac BBIXOJA 3a Mpeei MPeayNpPeKACHUS MOKHO OBIIO TTOTHSTH
TpeBory. llpm3HaHo, YTO HE BCerma BO3MOXKHO MPOJIEMOHCTPHPOBATH HU3KHE
YPOBHH YacTHIl pa3MepoM > 5,0 MKM HEMOCPEJICTBEHHO B MECTE HAITOJIHCHHS B
IpoIlecce HaNOJHEHUsS W3-3a 00pa3oBaHMsI YacTHI[ WM Karelb W3 CaMoro
MPOTYKTA.

10. PexoMeHyeTcsi, 4TOOBI Takasi k€ CHCTeMa MPUMEHSJIACh JJIsl 30H Kjacca
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B, xots wacrora orbOopa mpoO® MoxkeT ObIThb MeHbIeH. BakHOCTh cucTembl
MOHHUTOPHHIa YacTHIl JIOJDKHA OBITH ompeneneHa 3PQPEeKTUBHOCTHIO pa3fesieHus
MEXIy pacIojOKEHHBIMUA PAIOM 30HaMH kiaccoB A u B. B 30nHax kmacca B
CJIeJIyeT MPOBOJIUTH MOHUTOPUHT C TAKOM YaCTOTOM U COOTBETCTBYIOLIUM 0OBEMOM
oTOMpaeMbIX MpoO, 4YTOOB MOXKHO OBUIO 3adUKCHUPOBATh HM3MEHEHUSI YPOBHS
KOHTaMUHAIMK U JII0Oble yXYAIIEHUS padOThl CUCTEMBI, a B ClIydae BBIXOJA 3a
YPOBEHBb TPEBOTH MOKHO OBLIIO OBl PUHATH IKCTPEHHBIE MEPHI.

11. CucremMbl MOHHMTOpPUHIA a3pO30JIbHBIX YAaCTUL[ MOTYT COCTOSITh W3
HE3aBUCUMBIX CUETYMKOB YACTHUII, U3 CUCTEMBI ITOCIEA0BATEIBHO PACIOI0KEHHBIX
TOYEK OTOOpa TpoO, MPUCOCTUHEHHBIX TPYOONPOBOJOM K OJHOMY CUCTUYHKY
YacTUl, WIA OOBEIMHATH 3TU JBa mnoxaxoxaa. llpm BbIOOpe cUCTEM KOHTPOJIA
ClIeyeT Y4YWTHIBaTh TpeOOBaHMA K pasMmepaM dyacTuil. [Ipm HCHOIB30BaAaHUH
yIaJeHHBIX CUCTEM OTOOpa Mpol cleayeT yUYWUTHIBATh JJIUHY TPYOOK M pagnycChl
U3ru0OB TPYOOK C y4eTOM BO3MOXKHOCTH OCelaHus dYacTul] B TpyOkax. Ilpum
BbIOOpPE CHCTEMBl MOHHUTOPHMHIA CJEAYyeT TaKXe YUUThIBaTh JIOOOM pPHCK,
UCXOJSIIMHA OT MAaTepuajoB, HCIOJIb3YEMBIX B TEXHOJIOTHMYECKOM IIPOLECCE,
HallpUMEp, HAJIWM4YM€ OJKUBBIX  MHUKPOOPTraHW3MOB WM  PaJUOAKTHBHBIX
JIEKapCTBEHHBIX IIPENapaToB.

12. Tlpm WCHONB30BAHMM ABTOMAaTU3MPOBAHHOM CHUCTEMBI TEKYILIETrO
MOHMTOPUHIa 00bEM MpOO 3aBUCHUT, KaK MPABUIIO, OT CKOPOCTU OTOOpa mpod
UCIONIb3yeMol cucteMbl. OO0beM Npo0d MpU TEKYUIEM MOHUTOPHHIE MOMKET
OTIMYaThCs OT O0beMa NPoO0 TMpPU MPOBEIECHUM KBATU(PUKALMU YHUCTHIX
MOMEIICHUI U YUCTHIX 30H.

13. B 3onax knacca A 1 B MOHUTOPHHI KOHIIEHTPAIMU YACTHUIl pa3MEPOM
>5.0 MKM wuMeeT o0co00oe 3HAuYeHHE, IOCKOJIbKY JTO SABISIETCS BaXHBIM
MHCTPYMEHTOM JMArHOCTUKH Il PAHHETO BBISBIEHUS HEecOOTBEeTCTBUS. MHorma
NoKa3aTelu KOJMYECTBA 4acTHll pa3MepoM > 5.0 MKM MOTYT ObITh OLIMOOYHBIMU
U3-3a DJIGKTPOHHOTO IIyMa, IOCTOPOHHETO CBETa, CIYYalHOTO CTEYEHUS
00CTOATENLCTB U T.I. OAHAKO €CIIM CYETUHK MOCIIEA0BATENbHO U CUCTEMAaTUUYECKH
PETHCTPUPYET MAJIOE YHMCIO YacTHIL, TO 3TO YKa3blBa€T Ha BO3MOXKHOCTH
KOHTaMHHAllUM, 4YTO TpedyeT paccienoBaHus. Takue ciaydyam  MOTYT
3a0JIarOBpEMEHHO yKa3blBaTh Ha HEHUCIPABHOCTb CHCTEMbl BEHTWIALUU U
KOHJIUIIMOHUPOBAHUS, YCTAHOBKM HAIOJHEHUS WIM CBHUJETEIBCTBOBATH O
HapyILIEHUHU TPaBUJ BO BpEeMsI HAJIAJKU 000PYI0BAHUS UITU €TI0 HKCILTYaTal|H.

14. [lomycTumMoe KOJHMYECTBO YAaCTHUI[ JIsI OCHAIIEHHOTO COCTOSIHHS,
yKa3zaHHOe B TaOauIe, [JOJDKHO JOCTHraThCs TOCIE€ KOPOTKOro MepHojaa
BocCTaHOBJIeHUS 15-20 MUH (HOpMaTUBHOE 3HAYEHUE) MPU OTCYTCTBUU MEepCcOHAla
MOCJIE 3aBEPILECHUS PaOOTHI.

15. Mounutopunr 30H knacca C m D B 3KCrulyaTHpyeMOM COCTOSIHUU
CJIEyET OCYIIECTBIATH B COOTBETCTBUU C NIPUHIMIIAMY YIPABICHUS PUCKAMM IS
KayecTBa. TpeboBaHUs K YPOBHIO TPEBOTH M YPOBHIO JAeHCTBUsI OyayT 3aBUCETH OT
XapakTepa BBINOJHAEMbIX ONEpaluid, OJHAKO JOJDKHO OBbITh JIOCTHTHYTO
PEKOMEHJJOBAaHHOE 3HAYEHHE «IIEPHO]Ia BOCCTAHOBICHUS».

178



16. [dpyrue mnokas3aTenu, Takue KaK TeMmIeparypa M OTHOCHUTEIbHas
BJIQKHOCTB, 3aBHCAT OT MPOJYKIMU M XapaKTepa BBIMOJHIEMBIX ONepauui. DTu
napaMeTphl HE TOJIKHBI BIIUSATh Ha yCTAaHOBJICHHbIE HOPMATHBBI YHCTOTHI.

17. Ilpumepsl onepanuii, KOTOpble CIeAyeT BBHIOIHATh B 30HaX C Pa3HBIMU
KJlacCaMU YHUCTOTHI, MPHUBEICHBI HIKEe B Tabuuie (CM. Takke MyHKThl 28-35
nanHoro [Ipunosxenus).

Knacc [Tpumepsl onepanuii A1 TPOAYKIMH, TTOATEKAIEH QUHHUIITHON
creprmzanuu (cMm. myHKThl 28-30 nanHoro [Ipunoxxenus)

A HanosineHue npoaykuuu, KOTOPYIO HEJb3s MOABEPTraTh PUCKY KOHTAMUHALIUU

C [IpuroTroBieHue pacTBOPOB, KOTOPHIE HEJIB3S I10/IBEPTaTh PUCKY KOHTAMUHALIUH.
Hanonnenue npogyknuu

D [Ipurorosnenue pacTBOPOB U NOATOTOBKA IEPBUYHOM YIAKOBKHU, MATEPUATIOB
JUIS TTOCJIEYIOIETO HAIOJTHEHMSI

ITpumepsl oneparuii 1y IPUrOTOBICHUS B ACEIITUYECKUX YCIOBUAX
(cm. myHKTHI 31-35 nannoro Ilpunoxenus)

A AcenTuyeckoe NPUroTOBJICHUE U HAIOJHEHUE

C ITpurorosiieHre pacTBOPOB, NOyIEKAIUX (PUIBTPALUU

D Omnepanuu ¢ MaTepraiaMy 1MOCIe MOMKHU

18. Tlpu BBHIMOJHEHUH ACENTHYECKUX TMPOIECCOB HEOOXOJIMMO YaCTO
MPOBOJUTH MHKPOOMOJIOTHUYECKUIT MOHUTOPUHI C HCIIOJb30BAHUEM BO3AyXa
CEIMMEHTAIIMOHHOTO U aCIUPAIMOHHOTO METOJOB 0TOOpa Mmpobd Bo3myxa, oTObopa
npo0 C TMOBEPXHOCTEH METOJOM CMBIBOB TaMIIOHOM K C HCIHOJb30BaHUEM
KOHTaKTHBIX TJIaCTHH. MeTo ikl 0TOOpa P00, UCIIONB3yeMbI€ B SKCIUTYyaTHPYEMOM
COCTOSIHUH, HE JOJKHBI HAHOCHUTH BPEJ 3alllUTe 30HBI. Pe3ylbTaThl MOHUTOPHUHTA
CJIeAyeT YUYUTHIBAThH MPU NMPOBEICHUHN 0030pa 3aMuceil Mporu3BOACTBA CEPUHU (JI0CHE
Ha CEpUIO) JUIs BBIIAUM pa3perieHus Ha BBITYCK TOTOBOW mpoaykmuu. Ilocie
BBITIOJIHEHUSI ~ KPUTHUYECKUX  OMeparuil  cieayeT NPOBOAUTH  MOHUTOPHUHT
MoBepXHOCTEH u mepcoHana. CreayeT TakKe TMPOBOAUTH JIOMOJHUTEIBHBIN
MUKPOOMOJIOTUYECKUI MOHUTOPUHT BHE TEXHOJIOTHYECKOTO MpOIecca, HalmpuMep,
MOCJI€ BAJIMJAIIUN CUCTEM, OUYUCTKU U JE3UH(PEKIIUU.

19. PexoMeHayembie Tpeaesbl MpU MUKPOOMOJIOTHYECKOM MOHUTOPHUHTE
YUCTBIX 30H B IKCITyaTUPYEMOM COCTOSTHUU TIPUBEACHBI B TAOJIHIIE.

Kitace PexoMeHnyemMble npeensl MUKpOOHON KOHTaMUHAIUY ()
B Bo3nyxe, CenumenTanust Ha | KonTtaktHble miactuibl | OTHEYaTOK MEpUaTKU
KOE/ky6. m YalKy AMaMeTpOM JUaMETPOM 55 MM, (5 manbueB),
90 MM, KOE 3a 4 4 (b) KOE/mnactuna KOE/nmepuarka
A <1 <1 <1 <1
B 10 5 o) S)
C 100 50 25 -
D 200 100 50 -
IIpumeuanne:

(a) IlpuBeneHsl cpeiHUE 3HAUECHUSL.
(b) OtnenpHbBIE TUIACTUHBI I CEAMMEHTAIIUNA MOTYT SKCIIOHUPOBATHCS MEHee 4 4acoB.
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20. ITo pesynpTaTaM MOHUTOPHHIA YacCTHUIl U MUKPOOPTAaHU3MOB JOJKHBI
OBITh YCTAHOBJICHBI COOTBETCTBYIOIIME TMPEACNIbl: YPOBEHb TPEBOTU M YPOBCHD
JIercTBUsA. B omepanMOHHBIX — Tpoleaypax  JOMKHBI ~ OBITb  OIKMCAHBI
KOPPEKTUPYIOIIHE ACHUCTBUS B CITy4yae MPEBBIIICHUS dTUX MPE/IEIIOB.

N3oampyromast TeXHOJI0THs

2]1. Hcnonp30BaHME H30JIMPYIOLIEH TEXHOJOIMM CBOAUT K MHUHUMYMY
BMEIIATEIbCTBO YEJIOBEKAa B IIPOM3BOJACTBEHHBIX 30HAX, B PE3YJIbTATE YETO
3HAUUTENIbHO CHI)KAETCS PUCK MHUKPOOHOM  KOHTaMHUHAIlMM  MIPOAYKIIHH,
IIPOU3BEICHHON B AaCENTHUYECKUX YCIOBUAX, W3 IPOU3BOJACTBEHHOM CpEIBL.
Cy1ecTByeT MHOTO THIIOB M30JIATOPOB M MEPENATOYHBIX YCTpOUCTB. M30msaTop u
€ro KOMIUIEKTYIOIINE JOJIKHBI OBITh CKOHCTPYHPOBAHBI TAKUM 00pa30M, 4TOObI B
COOTBETCTBYIOLIIEH 30HE OOeCHeynBaloch HEOOXOIMMOE KauyecTBO BO3/yXa.
N30asTOphI, U3rOTOBIEHHBIE W3 Pa3HBIX MATEPHUAJIOB, B OOJbIIEH WM MEHbILIEH
CTEIICHH  TMOJABEPKEHBl MNOBPEXKACHUIO H30JLILUM W PA3repMETU3ALUU.
[lepenatounblie yCTPONCTBA MOTYT OBITh Pa3HBIMU: OT KOHCTPYKILHMI C OJIMHAPHOU
WJIM IBOMHOW JABEPBIO 10 MOJHOCTHIO TEPMETU3UPOBAHHBIX CUCTEM, BKIHOYAOIINX
YCTPOMCTBA JUIsl CTEPUIIM3ALIAH.

22. Ilepenaya MaTepHAIOB BHYTPh U HAPYKY U30JIATOPA SIBISETCSA OJHUM U3
camMblX OOJBIIMX MOTEHUUAJIbHBIX HCTOYHUKOB KOHTaMUHaIMH. OOBIUHO
IIPOCTPAHCTBO BHYTPHU U30JIATOPA SBJIAETCA OTPAHUYEHHON 30HOU I IPOBEACHUSA
onepanui, IpeacTaBIAOIIMX BBICOKME PUCKH Ul KayecTBa NMpoAyKuuu. B 1o xe
BpeMs JIOMYyCKaeTcs, 4YTo B pabouell 30HE BCEX TAKUX YCTPOWCTB MOKET
OTCYTCTBOBATb JJAMUHAPHBIN ITIOTOK BO3yXa.

23. TpeboBaHUsI K YHCTOTE BO3[yXa B CpElE, OKPYXKAIOIIEH H30JIATOD,
3aBUCAT OT KOHCTPYKIIMM HM30JTOpa M €ro Ha3HadeHus. YHCTOTYy 3TOM Cpenasl
cleayeT KOHTPOJMPOBAaTh, W JJISI ACENTHUYECKOIO0 IPOM3BOJACTBA OHA JOJDKHA
COOTBETCTBOBATH, MO KpallHENW Mepe, KJIACCY YUCTOTHI D.

24. MN3onatopsl MOTYT OBITh BBEIEHBI B SKCIUIyaTalMI0 TOJBKO I[OCIHE
MIPOBEJEHNsI COOTBETCTBYIOLIEH BaIMAAUMKU. Banupanus IOMKHA YYUTHIBATH BCE
KpUTHYEeCKHUE (PAaKTOPhI U30JIUPYIOLIEH TEXHOJIOTUH, HallpUMEpP, KaueCTBO BO3yXa
BHYTPU U CHApyKU H30JIATOpA, MOPANOK NE3UH(EKINH H30JATOPa, MPOLIECCHI
nepesadyu v NEI0CTHOCTh U30JIATOPA.

25. Heo6xonuMo MpOBOAUTH HENPEPHIBHBIA MOHUTOPHUHI, BKIIOYAIOMINN B
ceOs yacTble HCHBITAaHUS TEPMETUYHOCTU H30JIATOpAa U Y3JIOB «IE€pPUaTKU —
pyKaBa».

TexHoM0rNst «BHIIyBAHNSA/HATIOJTHEHUSA/TEPMETH3 AN

26. YCTpOWCTBO «BBIIyBaHHE/HATIOJHEHNE/TEPMETH3ALINSD) TPEACTABIISCT
co00# YCTpPOMCTBO CHEIUAIBLHON KOHCTPYKIIMHU, TJI€ B OJTHOM aBTOMATHYECKOM
KOMIUIEKCE B TEUEHHE OJHOTO HEMPEPHIBHOIO TEXHOJOTMYECKOrO IMKIAa U3
TEPMOIUIACTUYHOTO TpaHyJsATa (OPMHUPYIOTCS YIAKOBKH, KOTOPBIE HAIOJIHSIOTCS
MPOJTYKTOM u TePMETU3UPYIOTCHI. YcrpoiicTBo «BBIyBaHUE
/HanoMHEHUE/TepMeTHU3alUs», UCHOJIb3yEMOE B ACENTHUYECKOM IPOU3BOJCTBE U
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uMeronee 30Hy kimacca A ¢ 3¢p(EKTUBHBIM TMOTOKOM BO3yXa, MOXET OBITh
YCTaHOBJIEHO, MO KpaitHeil Mepe, B 30He kiacca C MpH yCIOBUM UCIOJIb30BAHUS
OJIeXbl, TpUMEHsIEMO B 30HaX sl kiaccoB A/B. IlpousBojcTBeHHas cpena B
OCHAILIEHHOM COCTOSIHMM JIOJDKHA COOTBETCTBOBATH YCTAHOBJIECHHBIM HOpMAaTHBaM
M0 YacTHUIIAM U MUKPOOPTaHU3MaM, a B KCIUTyaTUPYEMOM COCTOSIHUU - TOJILKO T10
MUKpOOpraHu3MaM.  YCTPOMCTBO  «BbIJyBaHME/HANOJHEHUE/ TEPMETU3AIINY,
UCIIOJIb3yeMOE€ B TPOM3BOJCTBE  MPOJIYKUUH, TOJJIeKalmed  (HUHUAIIHON
CTEPWJIM3ALIMH, TOJKHO YCTaHABIMBATHCS, IO KpalHEW Mepe, B 30He Kiacca D.
27. YuutbiBasi 0COOCHHOCTU 3TOM TEXHOJIOTHH, CJIEAYeT OOpaTUTh 0co00e
BHUMaHUE Ha:
® KOHCTPYKIHIO U KBaTU(UKALKIO 000PYIOBAHMUS,
® BAMJAIMIO U BOCIPOU3BOJUMOCTD MPOIIECCOB «OYMCTKA HA MECTE» U
«CTEepUIIM3alUs Ha MECTEN;
® [IPOCTPAHCTBO YUCTOTO MOMEIICHHS, KOTOpOe SIBJISICTCS
MIPOU3BOJICTBEHHOMN CPeo JIJisi pa3MENICHHOTO TaM 000pyA0BaHUS;
e 00y4yeHHUE OMEepaTOPOB U UX OJCKIY;
® JICHCTBUS B KPUTHUYECKOW 30HE 0OOPYIOBaHMsI, BKIIOYAs BHITIOTHEHHUE
HOJICOEIMHEHUI U COOpPKM B aCENTUYECKMX YCIOBHIX J0 Hayaia
HAIOJTHEHMUSL.

Ipoaykuus, nmoasepraemMasi GMHUIIHON CTEPUITH3ALMH

28. IloAroroBka KOMINOHEHTOB MEPBUYHON YIIAKOBKU U JAPYTMX MaTepHaIOB
U TPOU3BOACTBO OOJBIIMHCTBA BHJOB MPOAYKIIUU JIOJDKHBI TPOBOJAMUTHCS B
MPOU3BOJICTBEHHON cpejie, Mo KpaitHe Mepe, kiacca D, 4toObl oOecneduThb
JIOCTATOYHO  HU3KUM  YPOBEHb PHUCKOB KOHTAMHHAIIMM  YacTUUAMH U
MUKpPOOpPTraHU3MaMH, MOAXOIAIMN Iis (QuibTpauud u crepuinsanud. Ecnm
MUKpOOHasi KOHTAMHUHAIUSI MPECTABISET BBICOKHE WM OCOOCHHBIE PUCKH IS
MPOJYKIIMK (HarpuMep, KOTJa MPOAYKIUS SBISETCS XOPOIIEH MMUTATEIbHOM
Cpeloi sl pocTa MHUKPOOPTaHW3MOB JIMOO €€ CTEPHJIM3AIMU TPEAIIeCTBYET
JUTUTENIbHBIA TIEPUOJl BPEMEHH, JIMOO TEXHOJOTHYECKUN TMPOIECC BEIETCS IO
OOJBIIIECH YaCTH B OTKPBITBIX €MKOCTSIX ), IPUTOTOBJICHUE CIEAYET OCYIIECTBISATh B
MPOM3BOJACTBEHHOM cpene kiacca C.

29. HamonHeHue NpoayKTamu, MOJICXKAIIMMU (PUHUIIHONW CTEPUIM3ALINH,
JIOJKHO TTPOBOJUTHCS B MPOU3BOJACTBEHHOM Cpelie, Mo KpaiiHel mepe, kinacca C.

30. Ilpm  TOBBIIEHHOM  pPHUCKE  KOHTAMMHAUMU  MPOAYKTAa  OT
MPOM3BOJACTBEHHOW CpEibl, HAIPUMEP, €CJIU OMNEpPaldd HAMOJIHEHUS MNPOXOJIAT
MEJIJIEHHO WJIM YIAaKOBKU MMEIOT IIUPOKOE TOpJio, UM UX HEOOXOIUMO JIepKaTh
OTKPBITHIMH 00Jie€ HECKOJIbKUX CEKYH]I 0 TepMETH3allK, HAMOJHEHUE JOJIKHO
MPOBOJIUTHCS B 30HE Kjacca A ¢ MPOU3BOJICTBEHHOM CpeloH, Mo KpailHel Mepe,
kinacca C. IlpurotoBnenue um (pacoBky Maseil, KpeMOB, CyCIEH3UH U 3MYJIbCUI
nepea GUHUIITHONW CTepUIM3aIMe HEeoOXOauMO, KaK MPaBUIIO, OCYIIECTBISATH B
MPOU3BOJICTBEHHOM cpeae kiacca C.
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AcenTuueckoe MMpoun3BoJACTBO

31. Onepauyu ¢ KOMIIOHEHTaMH NEPBUYHOW YHAKOBKM M JIPYTrUMHU
MaTepuaiaMy MocJie MOMKHU JOJKHBI TPOBOAUTHCA B IPOU3BOJICTBEHHOM Cpejie, Mo
KpaiiHelr wmepe, kmacca D. OOpabOTKy CTEpUIBHOTO HCXOTHOTO CHIPbS U
KOMIIOHEHTOB, €CJIM B JaJbHEWIIEM HE NPEIyCMOTPEHA CTEPUIIM3ALMS WU
CTepUIM3YIoIas (PUIbTpaIus, CIeAyeT OCYIIECTBISATh B paboueii 30He kiacca A ¢
MPOU3BOACTBEHHOM Cpeion kiracca B.

32. IIpuroroBiieHHE pPAcCTBOPOB, KOTOpPHIE B XOAE TEXHOJOTHYECKOTO
mpoliecca MOJUIeKaT CTePUIM3YIONIel (UIbTpaly, JOJDKHO IPOBOJUTHCA B
npousBojAcTBeHHOM cpene kiacca C. Ecnm crepuiusyromast QuibTpanus He
MPOBOAMUTCS, TO TOATOTOBKY MAaTE€pUAIIOB W IPOU3BOJACTBO  IMPOAYKIUHU
HEOOXOJMMO OCYIIECTBISATh B paboueill 30He Kiacca A C MPOU3BOJCTBEHHOM
cpenou kiacca B.

33. [IpoBoauth 00pabOTKY M HAIOJHEHHUE MPOIYKIUH, TPUTOTOBICHHON B
aceNTUYECKUX YCIIOBUSX, CIEAyeT B pabouei 30He Kjacca A ¢ IPOU3BOICTBEHHOM
cpenoi kiacca B.

34. Tlepemady (TpaHCIOPTUPOBAHHME) HE OKOHYATEIBHO YKYIOPEHHBIX
MEPBUYHBIX YMAaKOBOK C TPOAYKIMEH, Hampumep, JIuoPUIU3UPOBAHHOMN, 10
3aBEpILEHU MpoIecca YKYIIOPKA HEOOXOAUMO OCYIIECTBIISITh WIM B 30HE Kjlacca
A, HaxoJsllelcs B MPOU3BOACTBEHHOW cpele Kiacca B, Wim B repMeTHYHBIX
nepesaTOYHbIX KOHTEMHEpaxX B NPOU3BOACTBEHHOM cpene kiacca B.

35. IIpuroToBiieHHE U HANOJHEHUE CTEPUIIBHBIX Ma3el, KPEMOB, CyCIIEH3UI
U OMYJIbCUM HEOOXOJIMMO OCYIIECTBISTH B 30HE Kjacca A, HaxonsIencs B
MIPOU3BOJICTBEHHOM cpele kiacca B, ecnu mpoayKiusi HaXOAUTCS B OTKPBITBHIX
E€MKOCTSIX U B TaJIbHEUIIIEM HE TIOJIBEpraeTcsl CTEPUIN3YIONeH GuibTpauu.

IHepconan

36. B 4ncThIX 30HAX JOMYCKAE€TCS HAXOXIAEHUE TOJBKO MHHHMMAJIBHO
HEOOXOMMOro KOJIMUYECTBA MEepCOoHala; 3TO OCOOCHHO Ba)XKHO JIJISl aCENTUYECKOTO
pou3BoACTBa. [IpOBEPKU M KOHTPOJIBHBIE ONEpALUU CIEAYET, 10 BO3MOXKHOCTH,
IIPOBOJUTH, HAXOACH 32 MPEIEIAMH YHACTHIX 30H.

37. Bech mepcoHan (B TOM 4YHCIE€ TEPCOHAJT, 3aHATHIA OYMCTKOM U
TEXHUYECKUM OOCTYKMBaHHEM ), paOOTAIONIUN B TaKUX 30HAX, IOJHKEH MPOXOIUTH
peryisipHoe o0y4yeHue IO BOIpOcaM HaJIEKAUIEro MPOU3BOACTBA CTEPUIIBLHOM
IPOAYKUMH, BKJIKOYAs BOINPOCHl TUTHMEHbI M OCHOBBI MHUKpoOuosoruu. Ecmum
HE00X0AUMO, YTOObI TOCTOPOHHHUE COTPYIHUKH, HE POUIEANINE TAKOTO O0yUYEeHHUS
(Hanpumep, paboTarlmMe MO KOHTPAKTY CTPOUTENM WM  HaJaJ4yuKd
00Opy/l0BaHUsl), HAXOAWJIUCh B YUCTOM IIOMEHICHHH, TO OHU JIOJDKHBI OBIThH
0JIpOOHO MPOUHCTPYKTUPOBAHBI, U 32 HUMHU JIOJKHO OBITH YCTAHOBJIEHO CTPOroe
HaOJIOICHUE.

38. He momyckaercsi BXOJ B 30HbI CTEPUIILHOTO MPOM3BOJICTBA MEPCOHANIA,
paGoTaromiero ¢ ChIpbeM W3 TKaHeW JKMBOTHBIX WJIM  KYJbTypaMu
MUKpPOOPTraHU3MOB, KOTOpPBIE HE HCIIOJNB3YIOTCSA B TEKYLIEM TEXHOJIOTMYECKOM
npoliecce, eciau NepPcoHal He MPUIEPKUBAETCS CTPOTUX M YETKO YCTAHOBJICHHBIX
IPOLEyp B OTHOILIEHUH BXO/A.
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39. HeoOxoauMo BBIMOJHATH TPeOOBaHHUS K JIMYHOM TUTHEHE U YHUCTOTE.
[lepconain, 3aHSTBIA B MPOU3BOJICTBE CTEPUJIBHBIX JIEKAPCTBEHHBIX CPEJCTB,
JIOJDKEH OBITh MPOUHCTPYKTUPOBAH O TOM, YTO OH 00s3aH cOOOLIATh O JHOOBIX
00CTOSITENILCTBAX, KOTOpPbIE MOTYT OBITh NPUYMHON  PACIPOCTPAHCHHUS
aHOMAJIBHOT'O KOJIMYECTBA UM BUJIOB KOHTAMUHAHTOB; PU BO3HUKHOBEHUH TAKUX
OOCTOSITENILCTB ~ HEOOXOJMMBI  MEPUOAMYECKUE  MEAUIMHCKAE  OCMOTPHI
COTPYIHUKOB. JlefcTBUs, KOTOpble HEOOXOIMMO MPEANPUHATH B OTHOIICHUH
nepcoHana, KOTOPBII MOXET CTaThb HCTOYHMKOM MHUKPOOHOW KOHTaMHHAIIWH,
JOJIKHBI OIPEACIIATHCS CIENAIbHO HA3HAYEHHBIM KOMIIETEHTHBIM JIULIOM.

40. B 4yMCTBIX 30HAX 3alpeniaeTcsi HOCUTh HAapy4YHbIE Yachl U HOBEJIMPHBIC
YKpAaIIeHUs, a TAKXKE HUCIOJIb30BATh KOCMETHKY.

41. IlepeoneBatbcs U MBITbCS HEOOXOJIMMO B COOTBETCTBHH C TUChbMEHHBIMU
UHCTPYKIUSAMHU, pa3pabOTaHHBIMU TaK, 4YTOOBI CBECTM K MHHHUMYMY PHCK
KOHTAMUHALIMM  OJICKAbl JJii pabdOThl B YHCTBIX 30HAX WM BHECECHHS
KOHTAMUHAHTOB B YHCTBIE 30HBI.

42. Opexna U ee KauyecTBO JOJDKHBI COOTBETCTBOBATH TEXHOJIOTMYECKOMY
npoueccy U kinaccy pabouedl 30Hbl. Ee Hy)XHO HOCUTH TakK, yTOObI OOECHEUUTh
3aIIUTY NPOAYKIUU OT KOHTAMUHAIWU.

43. Onucanne HEOOXOAMMOM OAEXKIbl I KaXAOro Kjacca HPHUBEIEHO
HUDKE.

e Knacc D: Bomocel, 6opoma u ycbl (IIpU HAJIUYMU) JIOJDKHBI OBITH
3aKpbIThl. ClielyeT HOCUTh OOBIYHBIA 3alllUTHBIA  KOCTIOM |
COOTBETCTBYIOIYI0O OO0YBb WM Oaxuibl. JIOMKHBI OBITH TPHUHSTHI
COOTBETCTBYIOILIME MEPBI IJIsl MPEIOTBPAILECHUS 000 KOHTAMUHALIUN
YUCTOW 30HBI U3BHE.

e Kiacc C: Bonochl, a Takke 00poaa M ycbl (IpU UX HATUYHUU) JTOJHKHBI
ObITh 3aKkpbIThl. HeoOXommMo HOCHTH KOMOWHE30H WM OprOYHBIM
KOCTIOM, IUIOTHO OOJIETAIOIIMII 3aIsiICTbsi M HMEIOIIUH  BBICOKHH
BOPOTHHK, a TAK)KE€ COOTBETCTBYIOIIYIO 00YBb UK O0axwibl. OT OACKIbI U
00yBU NPAKTUYECKU HE TOJKHBI OTACISATHCS BOJIOKHA W YACTULIBI.

e Kitacc A/B: ronoBHo#i y0op AOKEH MOTHOCTHIO 3aKPhIBATh BOJIOCHI, a
TaKkxe 0opoay W ycol (IpU UX HAJIWYMU); OH JOJKEH ObITh BCTAaBJIEH B
BOPOTHUK KOCTIOMa; HEOOXOAMMO Ha JIMIE HOCUTh MacKy MAJis
IIPENOTBpALICHUs]  paclpoCTpaHeHus Kanenek. Crnegyer HOCUTH
COOTBETCTBYIOIIUM 00pa30M MPOCTEPUIM30BAHHBIE U HEOIyAPEHHbIE
PE3MHOBBIE WJIM IUTACTUKOBBIE MEPUYATKH U MPOCTEPHIIN30BAHHYIO HIIU
poe3nHPUIIMPOBaHHYIO 00yBb. HYKHUE Kpasi IITaHUH JTOJKHBI OBITH
3arpaBJieHbl BHYTPb 00YBH, a pyKaBa OJICXk bl — B MIEpYATKU. 3aIIUTHAS
oJleXJa MPaKTUYECKU HE JOJKHA BBIJEIATh BOJOKOH WJIM YacTHUI] U
JIOJKHA 33JIep>KUBATh YaCTULIbI, OTJCISIOUIMECS OT TeNa.

44. Y anuHyro OfeX /1y 3arpeniacTcss BHOCUTh B KOMHATHI 1JIsl [IEPEOICBAHMS,
KOTOpble BeayT B nomelenus kinaccoB B u C. Kaxapiii paboTHUK B 30HE Kiiacca
A/B nomkeH ObITb OOECHEYEeH YUCTOM CTEPUIIbHOU (IPOCTEPUIIM30BAHHOW WITU
MPOIIIEIIeH COOTBETCTBYIOIIYIO CAHUTAPHYIO 00pa0OTKY) 3alIUTHON OJEKI0U Ha
KKyl pabouyro cMmeHy. llepuatku Bo Bpemsi paboThbl HEOOXOJIMMO PETYIISIPHO
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ne3nH(UIMpoBaTh. Macku M mepyaTkd HEOOXOIMMO MEHSTh, M0 KpaiHel mepe,
KQKYH0 CMEHY.

45. Opexay Al 4YMCTBIX IOMELIEHUH HEOOXOAMMO OYMINATh |
oOpabaTeiBaTh TakuM 00pa3oM, 4YTOOBI OHa BIIOCJIEJCTBUM HE CTaHOBMJIACH
IIPUYMHON KOHTAMUHALMHA. DTH OIEpaly CJIECIYET BBIIOJIHATH B COOTBETCTBUU C
IIMCBMEHHBIMU MHCTPYKUUAMH. JJI1 NOArOTOBKM TaKOM OJAEKIbI KEJIATEIBHO
UMETh OTHEeJbHbIE NpadeuHble. HenpaBuibHass oOpaboTKa OIEXIbl MOBPEKAAET
BOJIOKHA TKaHU, YTO YBEJINYMBAECT PUCK OTAECICHUS YACTHII.

IHomemenus

46. B 4iCTBIX 30HAX BCE OTKPBITHIC MTOBEPXHOCTH JOJKHBI OBITH TTIAAKUMH,
HEMIPOHUIIAEMBIMA W HEMOBPEKICHHBIMH, YTOOBI CBECTH K MHHHUMYMY
o0pa3oBaHME M HAKOIUICHWE YaCTHI[ WJIM MUKPOOPTAaHU3MOB, a TAKXKE MO3BOJISATH
MHOTOKpPAaTHO NMPUMEHSATh MOIOIIKE M, IPU HEOOXOJUMOCTH, JE3UHPUIIUPYIOIINE
CpelcTBa.

47. Jlns yMeHbIIEHUsS HAKOIUIGHWs TbhUIM M OOJerdyeHus YOOpKH B
MOMEIICHUSIX HE JIOJDKHO OBITh HE MOJAIONIUXCS OUUCTKE YIIIYOJICHUH U JTOJKHO
OBITH KaK MO>KHO MEHBIIIE BBICTYTAIOIINX KPaeB, MOJIOK, MKahoB U 000pyI0BaHUSI.
JIBepu NOKHBI OBITH CKOHCTPYHUPOBAHBI 03 yriayOJieHWd, HEAOCTYMHBIX IS
OYHUCTKH; 110 ITOU K€ MPUUUHE HEXKEIaTeIIbHO UCIIOJIb30BATh Pa3ABUKHBIC IBEPH.

48. TlonBecHble TOTOJKKA JOJKHBI OBITh TEPMETUYHBIMHU C  IIEJIbIO
MIPEIOTBPAIICHUS TIOTTaTaHus] KOHTAMHUHAHTOB M3 MTPOCTPAHCTBA HAJl HUMH.

49. MoHTax TpyOOIpPOBOAOB, BO3AYXOBOJOB M JPYroro 00OpYyIOBaHHUS
CJIETyeT BBITIOJMHATH TaK, YTOOBI HE OBLIO YTIyOJEHUI W HE3aKPBITHIX OTBEPCTHH, a
TaK)X€ OTCYTCTBOBAJIA MTOBEPXHOCTH, HE JTOCTYITHBIC JIsI OUUCTKH.

50. 3ampemaeTcsl ycTaHaBIMBATh PAKOBHHBI U CJIMBBI B 30HaX Kiacca A/B,
UCIIOJIb3YEMBIX JUISl aCEeNTHYECKOTO MPOU3BOJACTBA. B NIpyrux 30HAX CleayeT
MpeaycMaTpuBaTh Pas3pbiB CTPYH MEXKAY OOOpYyAOBaHHMEM U KaHAJIU3alMOHHOM
TpyOoit (BopoHkoif). CTOKM B MOy B UACTHIX KOMHATax ¢ 00Jiee HU3KUM KJIACCOM
YUCTOTHI JOJDKHBI OBITh OOecreueHbl CU(POHAMHM WM TUAPO3aTBOPAMU IS
MpeIO0TBpaIIeHUs] 00paTHOTO MOTOKA.

51. Komuatel miis mepeojieBaHus JOHKHBI ObITh CKOHCTPYHMPOBAHBI Kak
BO3JIYIIHBIE IILTIO3BI M JTOJDKHBI UCIIONB30BaThCA i obecreueHus (HUu3ndecKoro
pasfienieHus pa3HbIX STaloOB CMEHBI OACKIBl M, TaKUM O0pa3oM, CBOAHWTH K
MHUHAMYMY KOHTaMUHAITIO 3aITUTHONW OC)KIbI MUKPOOPTaHU3MaMH U YACTHUIIAMHU.
Onu 101KHBI 3P(HEKTUBHO 00TEKaTHCS OTPUIBTPOBAHHBIM BO3AYXOM. 30HA MEpea
BBIXOJIOM U3 KOMHAThl (TMIOMEIICHUS) [JI TIePEOJICBAaHUS B OCHAIICHHOM
COCTOSIHMH JIOJDKHA UMETh TOT JK€ KJIacC YHCTOTHI, YTO M 30HA, B KOTOPYIO OHA
BelleT. B HEKOTOpBHIX CllydasX IJis BXOJa B YMCTHIC 30HBI M BBIXOJIAa M3 HUX
11e71€CO00pa3HO UMETh OT/EIbHBIC KOMHATHI (TIOMEIeHust ) s mepeoieBanus. Kak
MPaBUIIO, YCTPOUCTBA JJISI MBIThS PYK JIOJDKHBI OBITH TOJBKO B HaYajie KOMHAT JUIs
NIEPEOICBAHMS.

52. O6e nBepu BO3AYIIHOTO TIUIF0O3a HE MOTYT OBITh  OTKPBITHI
onHOBpeMeHHO. [[ns1 mpenoTBpaiieHus OJHOBPEMEHHOTO OTKpPBIBaHHS Oosee
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OTHOW JBepH JOJDKHA paboTaTh OJOKMPOBOYHAS CHUCTEMa WM CHCTEMa
BU3YaJIbHOTO W/UJTU 3BYKOBOI'O MPEAYTPEKACHUSI.

53. Tlomaya OTGUABTPOBAHHOTO BO3AyXa JIOJDKHA  MOJJIEPKUBATH
MOJIOKUTENIbHBIA TIepenaja JaBieHUS OTHOCUTEIBHO MPOU3BOACTBEHHBIX 30H C
0oJee HU3KUM KJIACCOM TPH BCEX pabOUYMX YCIOBHUSAX, a BO3JYIIHBIA TOTOK
noikeH 3 PexkTuBHO 00TeKaTh 30Hy. CMEKHbIE TOMEIICHUS C Pa3HbIMU KJlacCaMu
YUCTOTHI I0JDKHBI UMETh pa3Hully B AaBieHuu 10-15 [1a (HopmaTuBHOE 3HAUECHHE).
Oco0oe BHHMMaHuE CIEAyeT YACNATh 3aIUTE 30Hbl HAMOONBIIUX PHUCKOB JIS
KauecTBa MPOAYKIHH, TO €CTh MPOU3BOACTBEHHOW Cpe/ie, HEMOCPEACTBEHHOMY
BIIMSHUIO KOTOPOM TMOABEpPraeTcs MPOAYKIUS WIM OYHUIICHHBIE KOMIIOHEHTHI,
KOHTAKTUPYIOILIKE ¢ MpoayKiuen. JlomyckaroTcsi pa3Hble BAPUAHTHI B OTHOIICHUU
nojavyv BO3JlyXa M Tepenaja JaBJICHUM, KOTOpbIE MOTYT MOTPeOOBaThCS H3-3a
MPUCYTCTBUS HEKOTOPBIX MaTepualoB, Harpumep, MaTOrE€HHBIX,
BBICOKOTOKCUYHBIX, PAJMOAKTUBHBIX WM KUBBIX BUPYCOB WM OaKTEepUATIbHBIX
MaTepHayioB, WX TpenaparoB U3 HUX. JlJi1 HEKOTOPBIX Omeparuii MOXKEeT ObITh
HEeoOXoaMMa JCKOHTaMUHAIlMA TIOMEIICHUH W 000pynoBaHUS U 00paboTKa
BO3/1yXa, YJIaJIIEMOr0 U3 YNCTON 30HBI.

54. Crnegyer HarmIsigHO MPOJAEMOHCTPUPOBATh, YTO  HAIpPaBJICHUE
BO3AYILIHBIX MOTOKOB HE MPEACTABIIIET PUCKOB JI1 KOHTAMUHAUUUA MPOAYKTa,
HaIpUMED, CIECIYET yIOCTOBEPUTHCS, YTO B 30HY, IIPEICTABIIAIONIYI0O HAUOObIITNE
PUCKH ISl KauecTBa MPOAYKTa, C BO3AYUIHBIM IMOTOKOM HE MOCTYMAOT YaCTHIIbI,
UCTOYHUKAMHU BBIJICJICHUS KOTOPBIX SBISIIOTCA OOCITYXKHBAIOIIUM MEpCOHAI,
BBITIOJTHSIEMAs! omepalus uiu o00py10BaHuUE.

55. Caenyetr mpeayCMOTPETh CUCTEMY aBapUHHOIO OIMOBEIICHUS 00 OTKa3e
CUCTEeMbl BEHTWISIIIMU. Eciii pa3Hulla B JAaBJICHUU MEXKIY JBYMsI MOMEIICHUSIMHU
SBJISIETCS KPUTUYHOM, MEXIY HUMU HEOOXOAMMO YCTAaHOBUTH JATYMKU Tepernaja
JaBleHusl. 3HAYCHUs TIeperajia JaBJICHUS HEOOXOJMMO PEryJspHO 3aluChIBATh
Wi 0hOpMIISTh TOKYMEHTAIILHO UHBIM CIIOCOOOM.

Ob6opynoBanue

56. He nomyckaetcs, 4ToObI yepe3 Mmeperopoaky, OTACISIONIYIO 30HY Kilacca
A umu B oT mpou3BOACTBEHHOM 30HBI C 0OJiee HU3KOM YHMCTOTOM BO3yXa,
IpOXOJWiia JIEHTa KOHBeWepa 3a MCKIIIOUEHHWEM CJy4yaeB, KOrjJa cama JIeHTa
NOJIBEPTraeTcs HENpPEpBhIBHOM CTEpUIIM3alUU (HalpUMep, B CTEPUIM3ALUOHHOM
TyHHEJIE).

57. Hackoibko 5TO BO3MOXKHO TMPAKTHYECKH, 00OpymOBaHHUE, (DUTUHTHU
(MecTa COEIMHEHHUS) U 30HBI OOCITYKMBAHUS JIOJDKHBI OBITH CIIPOSKTUPOBAHBI U
YCTaHOBJICHBI TAKUM 00pa3oM, 4TOOBI pabOTHI C 000PYAOBaHUEM, €TO TEXHHUECKOE
oOCITy’)kKMBaHHE W PEMOHT MOXXHO OBLIIO TIPOBOAMTH CHAPYXHM YMCTOW 30HBI. Ecim
HEo0X0[Ma CTepUIIM3AIlHs, TO OHA JIOJDKHA OBITh IPOBEEHA MOCIe MAKCUMAIBHO
MOJTHOM COOpPKU 000pYIOBAHUS.

58. Ecnum TexHuueckoe oOcCHyKMUBaHUE OOOpYAOBaHUSI ObLIO MPOBEACHO
BHYTPH YUCTOW 30HBI M HEOOXOJMMBICE HOPMBI YHCTOTHI W/MJIU ACENTHKU OBLIH
HapylIeHbl BO BpeMms JToW paboThl, TO 30Ha JODKHA OBITH OYHINEHA,
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npoAe3uH(UIIMPOBaHa /WM MPOCTEPUIIN30BaHa (B 3aBUCUMOCTH OT TOTO, 4YTO
MOJXO/MT) 0 BO30OHOBJIEHUS Ipolecca.

59. VYcraHOBKM [Isi TOATOTOBKM BOJBI U CHUCTEMBI €€ pacipeieleHus
CIIelyeT TMPOECKTUPOBATh, KOHCTPYHUPOBATh W OSKCIUIyaTUPOBaTh TaK, YTOOBI
oOecreyuTh HaAEKHOE O0ecrnedeHre BOJI0M COOTBETCTBYIOLIEro KauecTBa. Mx
HEJb3d SKCIUTyaTUPOBAaTh CBEPX MPOEKTHOM MoIHOCTH. Bomy mis uHbEKUUN
HEOOXOJIMMO TPOU3BOJUTH, XPAaHUTh W PACHPEACNSITh TaKUM 00pa3oM, YTOOBI
IPEIOTBPATUTh POCT MHUKPOOPTaHMW3MOB, HANpPUMEP, 32 CYET €€ MOCTOSTHHOMN
[UPKYJISAIUK TIpH Temieparype Boitie 70°C.

60. Bce o0opynoBanue, Takoe Kak CTEPUIIM3ATOPHI, CUCTEMBI 00paOOTKH U
buabTpanuy BO3MyXa, BO3AYIIHBIC W Ta30Bble (DHIBTPBI, CUCTEMBI 0OpabOTKH,
MOJTyYeHUs, XpaHEHHUS U paclpeAesieHUs] BOJbI TOJDKHBI MOANEKATh BaTUAALUN U
IUTAHOBOMY TEXHHUYECKOMY OOCIY)KMBAaHHIO; HAa HX TIOBTOPHOE BBEJICHHE B
HKCILTYaTaINIO JOJKHO OBITh BBIJIAHO pa3pelleHuUE.

Canurapus

61. CanutapHas oOpaOOTKa YMCTBIX 30H UMEET 0CO00 BAKHOE 3HAUCHHUE.
30HBI HEOOXOJMMO TIIATEJIbHO OYHWINATh B COOTBETCTBUM C MUCHBMEHHOMN
UHCTpyKIMe. B ciayuae mnpoBeneHus ne3MH(QEKIMU CIEIyeT MNPUMEHSThH
HECKOJIBKO THUIIOB JAC3MHOUUUPYIOIMX cpeactB. Jlyis BbIABICHUS Pa3BUTHUS
PE3UCTEHTHBIX MITAMMOB MHMKPOOPTaHHU3MOB CIEAYET NPOBOIAUTH PETYISAPHBIN
KOHTPOJIb.

62. Moromue W JAe3UHOUIMPYIOMIKE  CPEACTBA  HEOOXOAMMO
KOHTPOJIUPOBAaTh B OTHOIIEHMH MHKPOOMOJIOTMUECKOM YHCTOTHL. WX pacTBOpbI
CIIEyeT Jep:KaTh B MPEIBAPUTEIBLHO OUMIICHHBIX KOHTEIIHEpax (Tape) U XpaHUTh
JUIIb Ha MPOTSKEHUU YCTAHOBJIEHHBIX CPOKOB, 32 UCKIIIOUEHHUEM TE€X PACTBOPOB,
KOTOpbIE MPOCTEPUIIM30BaHbL. Mowmue U JIe3MHUUUPYIOIINE CPEACTBa,
UCIIOJIb3yeMble B 30HaX KjaccoB A u B, mepen ucnonab30BaHUEM JOKHBI OBITh
CTEpUJIbHBIMHU.

63. i cHuXeHusT MUKPOOHON KOHTAMHMHAIIMM B HEAOCTYIHBIX MecTax
MOKET OBbITh MOJI€3HA (PyMUTALUS YUCTHIX 30H.

TexHoJ0rHYecKuil mpouecc

64. Ha Bcex cragusx TmpOW3BOJCTBA, B TOM YHUCIE Ha CTaIUsX,
MPEALIECTBYIOIUX CTEPUITU3ALMHA, HEOOXOIUMO NPUHHMATh MEPHI, CBOAALIME K
MUHHMYMY KOHTAMUHALIHIO.

65. He  nomyckaercs  mpOU3BOJACTBO  JIEKAPCTBEHHBIX  CPEACTB
MUKPOOMOJIOTUYECKOTO TMPOUCXOXKJIEHUS WJIM HAlOJHEHWE HMMH B 30HaX,
UCIIOJIB3YEMBIX I IMPOU3BOACTBA APYIMX JIEKAPCTBEHHBIX CPEICTB; OJHAKO
BaKIMHbBI, coOjepXalue yOWUTble MHKPOOPraHU3Mbl WU  OakTepuaibHbIE
OKCTPAKTHl, TOCJAE MHAKTHBAIMM MOTYT OBbITh pacacoBaHbl B TeX K€
MOMEIICHMSX, YTO U APYTHE CTEPUIIbHBIE JIEKAPCTBEHHBIE CPEICTBA.

66. Bamupanus mnpoueccoB, MPOBOAMMBIX B AaCENTHUYECKUX YCIOBHSIX,
JIOJKHA BKJIIOYATh MOJEIMPOBAHUE MPOIECCAa C HCIOJIb30BAHUEM MUTATENbHOU
cpenbl (HAMOJIHEHWE MNHUTATENbHBIMU cpenamu). llutarenbHyio cpeny cieayer
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BBEIOMPATH C YYETOM JIEKAPCTBEHHOW (hOPMBI JICKAPCTBEHHOTO TMpernapara, a TaKKe
CEJICKTUBHOCTH, MPO3PAYHOCTH, KOHIEHTPALMM W MPUTOJHOCTH MHUTATEIBHON
Cpelbl JJIsl CTEPUIIN3ALINY.

67. MonenupoBaHue TIporiecca JOKHO HaubOojee TOYHO HMHUTHPOBATh
CEpPUHHBIN TIPOIIECC AaCENTHYECKOI0 TPOU3BOJACTBA M BKIHOYaTh B CeOS €ro
MOCJICIOBATEIbHbIC KPUTUUECKHUE CTaIuM. TakkKe ClelyeT YUYUTHIBATh Pa3JInuHbIC
BMEIIATEIbCTBA, KOTOPhIE  MOTYT  BO3HHMKHYTH BO  BpeMsi  OOBIYHOTO
MIPOU3BOJICTBEHHOT'O MPOIECCA, a TAKXKE CUTYAIIUU «HAUXYIIIETO CIIydas».

68. MoaenupoBaHue mpoliiecca MpU MNEPBOHAYAIBHON BaUJALMK JOJKHO
BKJIIOYATh TPH MOCIEI0BATEIbHBIX YIOBICTBOPUTEIbHBIX UCTIBITAHUS I KAXKIOU
CMEHBI OIlepaTopoB. B ganbHelIIEeM UX ClienyeT NOBTOPSITh YEPE3 YCTAHOBJICHHBIC
MPOMEXKYTKA BPEMEHH, a TaKXKe IMOCJE JI000ro CyIIeCTBEHHOTO W3MEHEHHUS B
CUCTEME BEHTWISIMUA U KOHJAUIMOHUPOBAHMUS BO31yXa, B 00OpYyIOBaHUW,
MpoIIeCCE WM KOJUYECTBE CMEH. Kak mnpaBwio, MOACIUPYIOUIAE ITPOIECC
HCTIBITAHUS CJICAYET MOBTOPSATH JABAXIbI B TOJ JJISI KaKJIOW CMEHBI ONEPaTOPOB U
Ka)kKJ[0TO Ipoliecca.

69. KomnuecTBo KOHTEHHEpPOB (IIEPBUYHBIX YMaKOBOK), MpeJIHA3HAYCHHBIX
JU1s1 (PAaCOBKM MUTATEIBHBIX CPel, JOJKHO OBITh JOCTATOYHBIM, YTOOBI 0OCCIICUNTh
JIOCTOBEPHYIO OLICHKY. B citydae HeOOIbIIUX cepuil KOJIMUECTBO KOHTCHHEPOB JIJIs
(hacoBKH MUTATENIBHBIX CPeJl JOJDKHO, KAK MHHHUMYM, COOTBETCTBOBAaTh pa3Mepy
cepuu  npoxaykuuu. HeoO0Xoaumo  CTpeMUTbCS K  OTCYTCTBHIO  POCTa
MUKPOOPTaHU3MOB, IIPU 3TOM CJIEYET MPUMEHSTh TAKUE HOPMBI:

e Ecuu nanonusnu menee 5 000 equHUI NPOAYKIIMHU, HE JIOJTAKHO OBITh
HHU OJTHOM KOHTAMWHUPOBAHHOW €IUHHUIIBI.
e Ecau HanonHsu oT 5 000 7o 10 000 exuHuUIl TPOIYKIIUHU:
a) ogHa (1) KOHTAaMUHUPOBAHHAS €IMHUIIA SBIIICTCSI OCHOBAHUEM JIISI
paccieIoBaHusl MPUYKH W TTIOBTOPHOM (PACOBKY MHUTATEIILHBIX CPET;
b) nBe (2) KOHTAMUHUPOBAHHBIC SIUHMITBI — TPOBOIUTCS
pacciieJoBaHie MPUYUH U TIOBTOPHAS BaTUdAIHs.
e FEcnn panonusuin cseimnre 10 000 exuHur:
a) onHa (1) KoHTaMUHUPOBaHHAs €IUHUIIA SIBJIIETCS OCHOBAHUEM
JIJIs1 pacciieIoBaHusl MPUYKH,
b) nBe (2) KOHTAMUHUPOBAHHBIC SIUHMIIBI — TPOBOIUTCS
paccieioBaHKie IPUYUH U IOBTOPHAS BaJIUAIIMS.

70. IIpu 11060M KOJMYECTBE MEPBUYHBIX YMAKOBOK C MHUTATEILHON Cpenoi
MEepUOANYCCKHE CIydar OOHApy>KeHHsS MHUKPOOHOH KOHTaMHHAIMA MOTYT
yKa3bIBaTh Ha HaJIMUHWE HEOOJBIINX yPOBHEH KOHTAMHWHAHTOB, YTO JIOJKHO OBITH
paccienoBano. [lpu oOHapyXeHUM 3HAYUTETHLHONM MHUKPOOHONW KOHTaMUHAIIUU
ClIeAyeT paccMOTPeThb BO3MOXKHOE BIMSIHUE Ha CTEPWIBHOCTh  CEpHH,
BBIMTYIIICHHBIX ~TIOCJIE TPOBEJCHUS TOCJICIHMX YCIEIIHBIX HUCIBITAHUN C
HaIOJHEHUEM MUTATEIbHBIMU CPEaMHU.

/1. HeoOxoauMo o0GecneunTh YCIOBHS, IPHU KOTOPBIX JIF00ask BaUaaIus HE
CO3/Ia€T PUCK JIJI1 TEXHOJIOTHYECKUX MTPOIECCOB.

72. VICTOYHMKM BOJIOCHAOXXEHMs, 00OpYyIOBaHUE JJIsl MOJATOTOBKU BOJBI U
MPUTOTOBJICHHAs BOAAa TMOJJIEkKAT PEryJIsIpHOMY MOHUTOPUHTY Ha HaJU4yue
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XUMUYECKUX U OMOJOTUYECKNX KOHTAMHUHAHTOB W, B HEOOXOIUMBIX CIIydasx, Ha
OHAOTOKCHUHBI. Pe3ynbTaTbl MOHUTOPWMHIA M JIIOOBIX MNPEANPUHSTHIX JAEUCTBUI
cienyeT opopMISTh JOKYMEHTAIBHO.

73. B 4HCTBIX 30HaX, OCOOEHHO B XOJI€ IIpollecca acCeNTUYECKOro
MPOU3BOJICTBA, JIEATENILHOCTh IEpCOHaja JOHKHA ObITh MHUHUMAJBHOM, a €ero
NepeABMKCHUE TOHKHO OBITh METOJIMYECKUM M KOHTPOJIUPYEMBIM BO U30€kKaHUE
U30BITOYHOTO  BBIICNCHUS YacTUI] M MHKPOOPTaHU3MOB, OOYCIOBJIECHHOTO
MOBBIIICHHONM  JBUTATEJIBHOM AKTUBHOCTHIO. TeMmmepaTrypa ¢ BJIAXHOCTb
MIPOU3BOJICTBEHHOW CpPENbl JIOJDKHBI OBITh HE OY€Hb BBICOKHMMH, YTOOBI HE
CO3/1aBaTh JUCKOMQOPTa C yUETOM CBOWCTB UCIIOIB3YEMOU OJICHKIbI.

74. MukpoOHasi KOHTaMWHAIIAS MCXOJHOTO CHIPhS W MaTEPUAIOB JIOJDKHA
ObITh MHHHUMaNTbHOW. Crnerudukanuu Ha HHAX JOJDKHBI BKIIOYaTh B CeOs
TpeOOBaHMS K MUKPOOMOJIOTUYECKON YHCTOTE.

75. B uMcTBIX 30HaX HEOOXOJUMO CBOJUTH K MHUHUMYMY HaJlWuue
KOHTEHHEPOB M MaTepUaJIOB, OT KOTOPHIX BO3MOXKHO OT/I€JIEHHUE BOJIOKOH.

76. Cnemyer mNpuUHUMATh MeEphl IO MPEIOTBPAIICHUIO KOHTAMUHAIMU
rOTOBOM MPOYKIIMU YaCTUIIAMHU.

77. Tlo OKOHYaHWM TMPOIECCAa OYUCTKU KOMIIOHEHTOB, KOHTEHHEPOB U
00OpyZIOBaHUSI C HUMH CIIETyeT OOXOJUThCA TaK, YTOOBI HE MPOUCXOJUIa HUX
MOBTOpPHAss KOHTAMHUHAIIHS.

78. HHTepBambl BpEeMEHM MEXKIYy MOWKOM, CYIIKOM W CTEpUIM3ALUEN
KOMITOHEHTOB, KOHTEHHEPOB U 000OPYAOBAHMS, & TAKXKE MEKIY UX CTECPHIA3AINCH
U TOCIEAYIOMHUM HCIIONh30BAaHUEM JODKHBI OBITh MHUHUMAIBHBIMH W HMETh
OTpaHUYEHHE 10 BPEMEHU, COOTBETCTBYIOIIEE YCIOBHUSIM XPaHCHHUS.

79. BpeMs Mexay HayajaoM MPUTOTOBJIEHUS PACTBOPA U €0 CTEPUIN3ALUEN
WM CTEPWIN3YIOMEeH (UIbTpAMe NOHKHO OBITh MUHUMAIBHBIM. JIJIsI KaXKaoro
BU/JIA TIPOJIYKIIMU CIIEYEeT YCTAHOBUTH MAKCUMAJIBHO JIOMYCTHMOE BPEMsI C yUETOM
€ro COCTaBa M YCTAHOBJICHHOTO MOPSIKA XPAHCHHUS.

80. TIlepen crepwim3anueld HEOOXOAUMO KOHTPOJIMPOBATH YPOBEHD
MUKpPOOHOW KOHTaMUHaIMH. JIOMKHBI OBITH YCTAaHOBJICHBI pa0OyYue TPAHUIIBI
KOHTaMUHAIIMA HEMOCPEJCTBEHHO Tepe]] CTepUiIn3aleid, KOTOPhIE COOTHOCSITCS C
7 (HEKTUBHOCTHIO HCIIONIB3YEMOTO METOJIa. YPOBEHb MUKPOOHOW KOHTaMHHAIIMH
CIeIyeT KOJIMYECTBEHHO OMPEACNATh s KaKIOH CepuH KakK TPOIYKIUH,
HAIlOJITHCHHOW B AaCENTHYECKUX YCIOBHSIX, TaK W MPOAYKIMH, IOJABEPracMoi
GUHUITHOW cTepuiu3anun. Eciu 1uist IekapCTBEHHBIX MTPENapaToB, MOABEPTaeMbIX
(GUHMUIITHOM  CTEpWIM3AIMU, YCTAHOBJICHBI  0OOJiee  JKECTKHE  IapaMeTphl
CTEpWJIN3AINK, YPOBEHb MHKPOOHOW KOHTAMHHAIIMM MOHO KOHTPOJUPOBATH
TOJILKO dYepe3 COOTBETCTBYIOIIME WHTEPBAJIBI BPEMEHHM COTJacHO Tpaduky. B
cllydae CUCTEM BBIITyCKa M0 TapaMeTpam Onpe/eeHne MUKPOOHOW KOHTaMUHAIIH
CJIeIyeT MPOBOAUTH JIsi KaXKIOM CEpUU M pacCMAaTpUBaTh KaK HCIBITAHUE B
nporecce Npou3BoACTBa. [Ipu HEOOXOAUMOCTH ClleyeT KOHTPOJIUPOBATH YPOBEHb
OHAOTOKCUHOB. Bce pacTBophl, 0COOCHHO HH(Y3MOHHBIC KHUIKOCTH OOJBIIIOTO
o0BeMa, He0OXOAMMO TOBEPTaTh CTEPUIU3YIONIEH (DUIBTPAIIUU TT0 BOZMOXHOCTH
HEMOCPEICTBEHHO MEpe HAllOJIHEHUEM.
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81. KoMmmoHeHThI, KOHTEHHEPHI, 000pYA0BaHUE U JTIOOBIE APYTUE MTPEIMETHI,
HEOOXOJMMbIE B YHCTOW 30HE, OCOOEHHO MpU padoTe B ACENTHYECKHUX YCIOBHUIX
JIOJKHBI OBITh MPOCTEPUIIM30BAHBI M MEPEIaHbl TyAa 4Yepe3 BMOHTHUPOBAHHBIA B
CTCHY TIPOXOAHOW CTEpUJIM3aTOpP C JIBYCTOPOHHHUM JOCTYIIOM WJIH HWHBIM
criocoboM, TPeIOTBpAIIAONIMM KOHTaMUHAIMI0. Heroprouwme Tas3bl JOKHBI
MPOXOJUTH UYepe3 PUIbTPHI, 3aJCPKUBAIONITUE MUKPOOPTAaHU3MBI.

82. DddexkTuBHOCTH JIOOOr0  HOBOrO  Ipoliecca  JOJKHA  OBbITh
MOJTBEPKJEHA TPU BaJHMAalMU, KOTOPYI0O HEOOXOIHMMO PEryJsipHO MOBTODPSTH B
COOTBETCTBUH C TUIAHOM, YYUTBHIBAIOIIMM TpaduK SKCIUTyaTallud, a TaKXkKe MpH
JF000M 3HaYUTEIILHOM H3MEHEHHUH B MPOIIECcce WM 000PYAOBAHUU.

Crepuauszanusi

83. Bce mporuecchl crepuiau3aluu JOJDKHBI MpouTH Bamupanuio. Ocoboe
BHUMAaHHE HEOOXOAMMO, €CIIM MPUMEHSEMBbII METOJ CTEPUIM3ALUU HE ONUCAH B
JICVCTBYIOIIEM W3/IaHUHM COOTBETCTBYIOLIEH DapMakonmen WIM HCIOIb3YETCS IS
NPOJYKTa, HE SBIAIOMIETOCS MPOCTHIM BOAHBIM WM MACISHBIM PacTBOPOM.
[IpeanoyYTUTENbHBIM SIBISIETCS METOJ TEPMUYECKOM crepwin3anuu. B mo0om
clyda€ METOJ CTEepWIM3alUU JIOJDKEH COOTBETCTBOBATh JIMIIEH3UHM  Ha
IIPOU3BOJICTBO U PETHUCTPALIMOHHOMY JIOChE.

84. Ilepen BbIOOpOM mIOOOTO TIpollecca CTEPHIIM3AIMN  HEOOXOIUMO
IPOJAEMOHCTPUPOBATh C MOMOIIBIO (PU3NUECKUX U3MEPEHUN U, €CIIM BO3MOXKHO,
OMOJIOTMYECKUX HWHAMKATOPOB, YTO OH MOAXOAUT JJIs JAAHHONM NPOAYKUHMH HU
3¢ (deKTUBEH ISl TOCTHXKEHUS HEOOXOJUMBIX YCIOBHM CTEpMIIM3AIMM BO BCEX
4acTAX KaXJ0ro THUMa 3arpy3ku. Bamupanuio mporecca HE0OOXOIUMO MOBTOPSTH
Yyepe3 yCTaHOBJICHHbBIE TPAPUKOM MPOMEXKYTKH, HO HE pexXe OJHOIO pasa B roj, a
TaK)K€ BCErJla B ClIy4ae BHECEHUsS CYIIECTBEHHBIX M3MEHEHUH B 00OpYyIOBaHHUE.
Heo0xoaumMo XpaHHUTh 3alIUCH C PE3yJIbTaTaAMHU.

85. Jlyist a3 pexTUBHOM CTEpUIN3ali BeCh MaTepUal B 1IEJIOM JIOJKEH ObITh
MOJIBEPTHYT HEOOXOAMMOUN 00paboTKe, a MpOIlleCC OPraHU30BaH TAKUM O0pa3oM,
YTOOBI TAPAaHTUPOBATh, YTO JOJKHAA 3PPEKTUBHOCTD OYIET JOCTUTHYTA.

86. Jlisg Bcex MpPOLIECCOB CTEPHIIM3AIMU JOJDKHBI OBITH pa3paboTaHbl U
JOJKHBI IPOMTH BaIUIALNIO CLIOCOOBI 3arpy3KH.

87. llpumeHeHre OWOJIIOTUYECKUX HWHIUKATOPOB CJENYyEeT paccMaTpuBaTh
TOJIbKO KaK JIONOJHMTENBHBI METOJ KOHTPOJS CTepwin3auuy. burosormdeckue
UHIMKATOpPbl HEOOXOAMMO XpaHUThb M  MCIOJb30BaThb B  COOTBETCTBUM  C
VUHCTPYKLIMSMHA TIPOU3BOJUTENS, a4 MX KAYECTBO KOHTPOJMPOBAaTh METOAAMU
MO3UTUBHOIO KOHTpOJsi. B ciydae ucnonb3oBaHusl OMOJOIMYECKUX HHAMKATOPOB
HEOOXOJMMO  TIPUHATH  CTPOTME  MEpPbhl, NPEJOTBPAIAONINE  MHKPOOHYIO
KOHTAMUHAIMIO OT CAMUX MHAUKATOPOB.

88. Cnemyer YeTKO ONPEACIUTh MEphbl, OOECIeUHBalOLIME pa3ieicHUuE
MPOAYKLIUY, IIpOLIEAIIEH U HE TIPOLIEAIIEH cTepruin3anuio. Ha Kaxaon Kop3uHe,
JOTKE WA APYrod €MKOCTH AJIg MPOIYKIHMH WM KOMIIOHEHTOB JOJIKHA OBITh
YyeTKas 3TUKETKa C HAaMMEHOBAaHHMEM MaTepHalla, HOMEPOM CEPUHM U YKa3aHUEM,
mpouea OH crepwin3anuio win  HeT. Ilpu HeoOXomumMocTH MOryT ObITh
UCMOJIb30BaHbl TaKWE HMHIUKATOPHI, KaK aBTOKJIABHASA JIEHTA, U1 YKa3aHUS TOTO,
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NpoIUIa JU ceprs (MM 4acTh CEPUM) MPOLECC CTEPUIIM3ALMM, OJTHAKO OHU HE JIAaI0T
JOCTOBEPHOTO OATBEPKACHUS TOTO, IEHCTBUTEIBHO JIM CEPUS CTEPUIIbHA.

89. Jlns xaxaoro LuKIa CTEPUIM3alUd HEOOXOIUMO COCTAaBIATH 3aIUCH.
OHM JOJKHBI OBITH YTBEPXKACHBI, YTO SBISIETCS YacThiO IPOLEAYPhl BbIIAYM
pa3pelieHns Ha BBIITYCK CEPUU.

TepMuueckasi crepun3anus

90. Kaxnprii UMK TEPMUYECKOM CTEPWIIM3ALMU JTOJDKEH OBbITh 3alKcaH B
BUJIC JMarpaMMbl B KOOpAHMHATaX BpeMsi-TeMIlepaTypa B JOCTATOYHO OOJIBIIOM
MacitTabe Wik ObITh 3aPETUCTPUPOBAH C MOMOIIBIO JPYrOoro COOTBETCTBYIOIIETO
000OpyZI0BaHUs, UMEIOIIET0 HEOOXOAUMYIO0 MPaBUIBHOCTH M TOYHOCTh. MecTo
PaCIOJIOKEHUSI TEMIIEPATypPHBIX JTaTYUKOB, UCIOJIB3YEMBIX JIJIi KOHTPOJISA W/WIU
3alUCH, JIOJDKHO OBITh OMNpPEAEICHO BO BpeMsl BaIWJallMM U B Ciyyae
HEOOXOJMMOCTH TaKXe TMPOBEPEHO C TMOMOIIBI0 JPYroro HE3aBHUCHUMOTO
TEMIEPATYPHOTO JATYMKA, PACTIONOKEHHOTO B TOM K€ MECTE.

91. JlomyckaeTcsi HCHOJIb30BAaThb XMMHUYECKHME U  OHMOJIOTHYECKHE
WHJIMKATOPbI, HO OHU HE JIOJKHBI 3aMEHSTh MTPOBEJICHUE (PU3NUECKUX U3MEPECHUM.

92. JIoJKHO OBITH MPETYCMOTPEHO JTIOCTATOYHOE BPEMSI, UTOOBI BECh 00bEM
3arpy3Ku JOCTUT HEOOXOJUMOM TeMmIlepaTypbl A0 TOTO, Kak OyAeT HadyaT OTCYET
BPEMEHU CTEpWIM3AlMKU. DTOT TEPUOJ JIOJDKEH OBITh OMpENeNeH IJisi KaXKIoro
THUIA CTEPUIIN3YEMOI 3arpy3KH.

93. Tlocne 3aBepIieHHs] BHICOKOTEMIIEPATYpHOU (ha3bl IIUKIIA TEPMUUYECKON
CTEpWJIM3AllMM  JIOJDKHBI ~ OBITh ~ TPHUHSATBI ~ MEPhl  MPEJOCTOPOKHOCTH,
MpEAOTBpAIIAONINEe KOHTAMUHALMIO MPOCTEPUIN30BAHHON 3arpy3Kd BO BpeMs
oxjaxnaeHnus. Jlrobas oxiaxmaronias >KHAKOCTh WM Ta3, KOHTAKTHPYIOUIUE C
NPOAYKIIMEH, JODKHBI OBITh MPOCTEPHIM30BAaHbI, KpPOME CJIydaeB, Korja
BO3MOXXHOCTh ~ HCIOJIb30BAHMUSI HETEPMETUYHBIX YIAKOBOK HCKIIOYEHa U
MIPUBEJICHBI COOTBETCTBYIOIIUE JJOKA3aTEIbCTBRA.

Crepunmsanus napom

94. Ilpu crepwim3anuu MapoM clIeAyeT KOHTPOJUPOBATh TEMIEPATYPY H
nasieHue. Kak npaBuio, cpelncTBa ynpaBiI€HUS JOJDKHBI ObITh HE3aBUCUMBI OT
CPEACTB KOHTPOJII M 3alMCBIBAIOIIMX YCTpOMCTB. Ecam g 3ToM  1enu
UCIIOJIB3YIOTCSI aBTOMAaTUYECKAE CUCTEMBI YIPABICHUS U KOHTPOJIS, OHU JOJDKHBI
NPOWTH BadUAAIMIO, YTOOBI TapaHTUPOBATh WX COOTBETCTBHE TPEOOBAHUSIM K
KpUTHYECKOMYy  mpoueccy. Hapymenns B xome  mpomecca  JIOJKHBI
PETUCTPUPOBATLCS CUCTEMOM M HAaXOIUThCA IO HAA30pOM omeparopa. B xone
[polecca CTEePWIM3allMM IIO0Ka3aHUSA HE3aBUCHMOIO JaTdyuKa TeMIepaTypbl
CleAyeT IIOCTOSSHHO CBEpATh C JAaHHBIMU JHAarpaMMbl  3alMCBIBAIOLIETO
ycTpoucTBa. [lnsg CTepwiIn3aTopoB, MMEKIOUIMX CTOK B JHE KaMmepbl, MOXKET
BO3HUKHYTh HEOOXOJUMOCTh PETUCTPALIMU TEMIEPATyphbl B 3TOW TOYKE B TEUCHHUE
BCETO [MKJIA CTepwiIM3auuv. Ecam B LMK CTEpUIM3alMU  BXOAMT JTall
BAKYYMHUPOBAHHUsA, TO CIEAYyEeT 4YacTO IPOBOIWTH IIPOBEPKM KaMephl Ha
r€PMETUYHOCTD.
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95. CrepunuszyeMble TMPEIMETbl, HE HaXOJAIIUECS B TE€PMETHUYHBIX
yHaKkoBKax, JIOJDKHBI OBITh 3aBEPHYTHI B MaTepUall, MPOMYyCKAIOIIMKA BO3AYX U Map,
HO MPEJOTBpPAlIAOIN MOBTOPHYKD KOHTAMHMHAIIMIO 3ITUX MPEAMETOB MOCIE
crepunmsanui. Heobxonumo oOecreyuTh KOHTAKT BCEX YacTed 3arpy3kud Co
CTEPWJIM3YIOIIUM areHTOM MPHU 33JaHHBIX TEMIIEPATypE U BPEMEHMU.

96. Heob6xoaumMo obecrnieunTh, 4TOOBI JIsi CTEPUITU3ALMKU TTPUMEHSIICS Map
HaJJIEKAIIEr0 Ka4ecTBa, HE COJEp KAl TAKOro KOJWYECTBa MPUMECEN, KOTOpOe
MOTJIO OBl BBI3bIBATH KOHTAMUHAIIUIO MPOAYKIIUUA WA 000PYAOBAHUS.

Cyxo:kapoBasi CTepHJIH3ALMA

97. Ilpu cyxoXapoBOW CTEpPUIM3ALUU JOJDKHBI OBITH IPETYyCMOTPEHBI
HUPKYJISUS BO3/lyXa BHYTPU KaMepbl U MOAJIEpP)KaHUE M30BITOYHOIO JIABJICHMS
JUIsl TIPEIOTBpALEHHs MONaJaHusl BHYTPb HEE HECTEpWIIBHOrO Bo3ayxa. JIroOou
MOCTYNAIOMIMA BHYTPb BO3IyX IOJDKEH IMPOXOIUTh dYepe3 (UIBTPHI BBICOKOM
s¢ppextuBHoctn  (HEPA-punbrp). Ecnum crepunmzanus mnpeaycMaTpuBaeT
YCTPAaHEHHE NHPOT€HOB, TO KAaK YacTh BAJUAALMHU JOJDKHBI OBITH IPOBEIEHBI
UCHBITaHUS C MPEIHAMEPEHHBIM HCIIOIb30BAHUEM SHIOTOKCHUHOB.

PagnannonHasi crepuiimsanus

98. PagnaiMoHHYI0 CTEPWIM3ALUI0 HCIOJNB3YIOT TIJIaBHBIM 00pa3zoM s
CTEPWIM3ALMN TEPMOYYBCTBUTEIIbHBIX MATEpPUATIOB U MNPOAYKIHUHU. MHOTHE
JIEKapCTBEHHBIE CPEACTBA U HEKOTOPBIE YIIAKOBOYHBIE MaTEPHAIbl YyBCTBUTEIbHBI
K MOHU3HUPYIOLIEMY HW3JIy4YE€HHIO, CJIEI0BATEIbHO, 3TOT METOJ JONYCTUM TOJBKO
TOTJa, Korga ObUIO 3KCIEPUMEHTAJIbHO MOATBEPKIAEHO OTCYTCTBHUE BPEIHOTO
BIUsSHUA Ha npoaykuuto. Kak mnpaBuno, oOnydeHue yiabTpaduoIeTOBBIM
U3JIyYEHUEM HE SIBIISIETCS] IPUEMIIEMBIM METOAOM CTEPHIIM3ALIHH.

99. Bo Bpems mpoliecca CTEpUIIM3ALUM JOKHO MPOBOJUTHCA HW3MEPEHHUE
NOTJIOIIEHHOM /1036l MOHM3HPYIOIIET0 M3iaydeHus. Jlnsg  a3roro  ciemyer
UCIIOJIb30BaTh JIO3UMETPBI, MOKA3aHUsI KOTOPBIX HE 3aBUCAT OT HCHOJIb3YEMOM
MOIIHOCTH J03bl M3JIy4€HHs, HO KOTOpble OOECHEUYMBAIOT KOJIMYECTBEHHYIO
PETUCTPALIMIO 103l U3JIYYEHHUsI, TOTJIOMIEHHYK) caMOi mpoaykuuen. Jlo3uMeTpsl
JOJDKHBI OBITH pa3MEILIEHbl CPeIu 3arpy3kd B JOCTaTOYHOM KOJMYECTBE M Ha
JIOCTATOYHO OJIM3KOM PACCTOSIHUU APYT OT APYyra, YTOObl rapaHTUPOBATh HAIMYNE
JIO3UMETPOB BO BCEX MecCTax, MOoJABepraemMbix oOmyudeHuto. IlmactmaccoBbie
JO3UMETPBl  CIIEAYyeT MPUMEHSTh JIMIIb B Mpelaeraax cpoka JeHCTBHS HX
KanuOpoBku. [lokazaHust 10O3MMETPOB HEOOXOIUMO CHUMATh B TE€YEHUE KOPOTKOTO
OTpe3Ka BpEMEHU Nociie 00TyUeHHUS.

100. B kawectBe cpeacTBa JOMOJHHUTEIBHOTO  KOHTPOJISI  MOTYT
WCITIOJIB30BATHCS OMOJIOTUUECKUE HHIUKATOPBI.

101. ITpoueaypsl Banuaauu AOTAKHBI TapaHTUPOBATh, UTO YYTECHO BIUSHUE
Pa3HOM IUIOTHOCTHU YKJIAJAKU CTEPUIN3YEMOMN IIPOLYKIIUH.

102. Tlpouenypsl oOpaiieHus ¢ MaTepuajiaMyd JOJKHBI TMPEJOTBPAIIAThH
NepemnyThIBaHUEe MEXKIy OOJYyYeHHBIMH W HEOOJydeHHBIMH Marepuanamu. Ha
KOKIYI0 YIAKOBKY JOJKHBI OBITh HAHECEHbI UYYBCTBUTEIbHBIE K H3IyUYCHUIO
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I[BETOBBIE MHANKATOPHI JJII TOTO, YTOOBI pa3inyaTh YIMAKOBKH, MPOIICIIINE U HE
MpOoLIEIIINe 00IyYeHHE.

103. CymmapHasi MOTJIONICHHAs /1032 M3JIy4YeHHs JIOJDKHA ObITh HaOpaHa B
TE€YEHUE BPEMEHU, OTBEJICHHOTO Ha MPOIECC CTEPUIIU3AIINHU.

CTepI/lJII/I3aIH(IH OKCHUAO0M ITHJICHA

104. DOT1OoT METOH MOXKET OBITh HCIIOJB30BAaH TOJBKO TOINA, KOIJa
HEBO3MOKHO HCIIOJIB30BaHUE Jpyroro crnocoda. Bo Bpems Banupanuu mpolecca
JOJDKHO OBITh  JIOKA3aHO, YTO OTCYTCTBYET MOBPEXKIAIOIIEe BIUSHUE Ha
MPOJYKIIMIO, a IPEAYCMOTPEHHbIE ISl JIera3aliy YCIOBHUS U BpeMsl TaKOBBI, YTO
KOJIMYECTBO OCTAaTOYHOTO Ta3a M MPOAYKTOB peakuuu OyAeT HaxXOJUThCS B
JOMYCTUMBIX TIpeliesaX, YCTAHOBJCHHBIX JUIsl JAHHOTO BHUAA MTPOIYKIUU WU
Marepuania.

105. CyiiecTBeHHOE 3HAUYEHHE MMEET HENMOCPEICTBEHHBIM KOHTAKT MEXIY
ra3oM M MuKpoopranuzMamu. CreayeT TPHUHATH MEpHl MPEAOCTOPOKHOCTH OT
BKIIFOUEHHUS MHUKPOOPTaHW3MOB B MaTepHal (HampuMmep, B KPHUCTAUIBI WU
BBICYIIICHHBI 0enoK). Bua W KOJIMYecTBO YMaKOBOYHBIX MAaTEpPHAIOB MOTYT
CYILLIECTBEHHO MOBJIMATH Ha MPOLECC.

106. Ilepen oO6pabOTKOIl ra3oM MOKHO OBITH 00OECIIEYEHO COOTBETCTBHUE
BJIQXKHOCTH U TEMIIEpaTypbl MaTepuanoB TpeboBaHUsIM Ipouecca. Tpedyemoe nis
3TOTrO BPEMS IOJKHO OBITh, IO BO3MOXHOCTH, MUHUMAJIbHBIM.

107. Kaxxaplii IUKIJI CTEPUIN3ALUN JOJDKEH KOHTPOIMPOBATHCS ¢ MOMOIIBIO
COOTBETCTBYIOIIUX OHOJIOTMYECKUX HHJUKATOPOB, HEOOXOJUMOE KOJUYECTBO
KOTOPBIX JOJDKHO OBITh PaBHOMEPHO pacIpeliesieHO 10 BCe 3arpyske.
[TomyuyenHnass mpu 3ToM uUHGOpMalUs JOJDKHA COCTaBJIATh YacTh 3alMCel,
OTHOCSIIHMXCS K ceprH (J0Che Ha CEPUI0) TOTOBOW MPOTYKIIHH.

108. Jly1g Ka)Xa0ro nuKiia CTEpUIN3ally T0OJKHBI ObITh 0(OPMIIEHBI 3alKUCH
C yKa3aHHEM BPEMEHHU MOJHOTO 3aBEPIICHUS IUKJA, JABJICHHS, TEMIEPaTyphl U
BJIQXKHOCTH B KaMepe BO BpEMs Mpolecca, a Takke KOHUEHTpalMu U OOIIero
KOJIMYECTBA HCIOJB30BAHHOIO ra3a. JlaBineHwe u TemmepaTrypy CJleayer
pEeruCTpUpOBaTh Ha NPOTSHKEHHHM BCErO IMKIA Ha JguarpamMme. OTH 3alucu
JIOJDKHBI COCTABIIATh YacTh 3alKCed, OTHOCSIIUXCA K cepuu (JOChe Ha CEepHIo)
rOTOBOM MPOAYKIIUU.

109. 3arpy3ky mocie cTepwin3aluy CIEAYEeT XpPaHUTh MOJ KOHTPOJEM B
YCIOBUSIX BEHTWISILIMM, YTOObI 00ECIEUUTh CHIXKEHUE COAEpPMKaHHUs OCTAaTOYHOIO
rasa ¥ NpoAyKTOB PEaKIMH 10 YCTAaHOBJIIEHHOTO Mpejena. DTOT MpoIecc T0JIKEH
MIPOWTH BaJIUIALHUIO.

(I)HJILTpaHHH JEKAPCTBCHHBLIX CPEACTB, KOTOPbLIC HE MOIYT

ObLITh NMPOCTEPUIN30BAHLI B OKOHYATEJbHOM YIIAaKOBKE€

110. Ilpoenenue crepuimsyronieid GUIbTPALUA HE SIBISIETCS JIOCTATOYHBIM
YCJIOBUEM CTEPHIIM3ALINM, €CJIU BO3MOXHO MPOBECHUE CTEPUIIN3ALNH TPOTYKIIUN
B OKOHYATEJIbHOW ymakoBKe. [IpeanouTuTenbHbIM SBISETCS METOI CTEPUITM3AIUU
napoMm. Ecnu mpoaykiivs HE MOXET OBITh MPOCTEPUIIM30BAHA B OKOHYATEIHHOM
YyMaKOBKE, TO PACTBOPHI WM JKHIKOCTA MOTYT OBITh MPOGUIBTPOBAHBI Uepe3
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CTepUJIbHBINA (QUIBTP C HOMUHAIBHBIM pa3MepoM mop 0,22 MKM (WM MEHEe) WU
yepe3 GuiIbTp ¢ aHAJOTUYHOM CIOCOOHOCTBIO 33JE€p>KUBATh MUKPOOPTaHU3MBI B
MPEeABAPUTENHLHO MTPOCTEPUIN30BAHHbBIE KOHTEHHEPHI (YIaKoBKH). Takue GuiabTpbl
MOTYT YJalsTh OOJBIIMHCTBO OAaKTEpUil U TIJIECHEBBIX T'PUOOB, HO HE BCE BUPYCHI
win  MukoriazMmbel. [loatoMy momkHa OBITh pPaccMOTpEHa  BO3MOKHOCTh
JIOTIOJTHEHUsI Tpoliecca (PUIIbTpAlMd TEPMHUYECKOM 00pabOTKOM ompeeeHHON
CTEIICHHU.

111. B cBsi3u ¢ Tem, 4TO MPHU CTEPUIIH3YIONIEH (DUIBTPALIUU IO CPABHEHHIO C
IpYruMu poLIECCaAMHU CTEPUIIU3ALINH CYILIECTBYET MOTEHIUATbHBIN
JOTIOJTHUTENbHBIA PHUCK, HEMOCPEICTBEHHO TNiepen (PACOBKOW pPEKOMEHIyEeTCs
NOBTOpHast (UIBTpallds Yepe3 JOMOJHUTENbHBIM CTEPUIU3YIOMMA  (UIBTP,
3aJIepP>KUBAIOIINN MUKPOOpraHu3Mebl. [locnenHion cTepuimn3yonyo GuiIbTpaio
HEO0OXOMMO OCYIIECTBIISATh KaK MOKHO OJIFKE K MECTY (DacOBKH.

112. Cnenyer wucnosb30BaTh (QWIBTPHI C MHHUMAJIbHBIM OTAEICHUEM
BOJIOKOH.

113. Ilepen ucnoab30BaHUEM CTEPUIU3YIOIIETO (GUIBTPA U Cpa3y MOCIE €ro
VICITOJIB30BAHUS CIEAYET IMPOBEPSTH €ro LEJIOCTHOCTh TAKUM METOJOM, KaK «TOYKa
ny3bIpbKa», METOI0M IU((y3MOHHOIO NOTOKA WM UCHBITAHUEM IOJ AABJICHUEM.
[Tpu Banmupauuu cieayeT ONpeneisaTb BpeMs, HeoOxonumoe uisd (UIbTpaluu
pacTBOopa 3aJaHHOTO o00beMa, W Iepemnajx JaBieHUd Ha QuiabTpe; JroObIe
CYLIECTBEHHbIE OTKJIIOHEHUSI OT J3THX MapaMeTpoB BO BpeMs TEKYIIEro
IIPOU3BOJICTBA CIEAYET PETUCTPUPOBATH M HCCIENOBaTh. Pe3ynbTarbl 3THX
IIPOBEPOK JOJDKHBI OBITH BKJIIOYEHBI B COCTAB 3alMCEil, OTHOCAIIMXCS K CEpUU
(mocke Ha cepuro) mnpoaykiuu. Cpa3y TMOCJIe WCIOJB30BAHUS — CIIEIYET
NOATBEPKIATh LEJIOCTHOCTh KPUTUYECKHX Ta30BbIX M BO3AYLIHBIX (UIBTPOB.
[lenoctHocTh  apyrux  (GUIABTPOB  HEOOXOIMMO  MOATBEPKIATh  4epe3
COOTBETCTBYIOILIME NHTEPBAJIbl BDEMEHH.

114. He momyckaeTcsi MCHOJIb30BaTh OJUH M TOT XK€ (PUIBTp B TEUCHUE
Oonee ogHOro pabodero AHA, 3a HMCKIIOUEHHEM CiIydaeB, KOTJa BO3MOKHOCTb
0oJee JUIUTEIBHOTO €ro UCIOJIB30BaHuUs IOITBEPIKICHA BaIUJaIUei.

115. ®unbTp HE NOHKEH OKa3bIBATh BIMSHUE HA MPOAYKIMIO, 3a1€pKUBas
ee UHIPEIUEHTHI WK BbIIEISASA B Hee Kakue-I110o BellecTBa.

OxoHYaHHe nmpolecca NPOU3BOJACTBA CTEPUJIBHON MPOXYKIUN

116. YacTtuuHo yKymopeHHbIe (JIaKOHBI MOCJE 3aBepUICHUs JTHUOPUIBHOTO
BBICYIIIMBAHUS JIOJDKHBI HAaXOOUThCS B 30HE Kilacca A 10 HUX IOJHOTO
YKYNOpUBaHUS IPOOKOH.

117. KoureliHepsl (MEpBUYHBIE YMAKOBKH) JOJKHBI OBITH YKYIOPEHBI
COOTBETCTBYIOIIMMHU  COCOOAMM, KOTOpbIE€  NpouLIM  Banuaanuio. I[lpu
WCIIOJIB30BaHUM METOJa 3alaiiku, HapuMmep, CTEKISHHBIX WM TJIACTMACCOBBIX
ammyJ, Bca mpoaykuus noianexkutr 100%-HOMy KOHTpOJIO Ha IE€JI0CTHOCTh. B
JPYTUX CIOydasX KOHTPOJIb IIEJIOCTHOCTU TMPOAYKIMH JOKEH MPOBOIUTHCS
YCTaHOBJICHHBIMU METOJ/IaMHU.

118. Cucrema ykynopuBaHus (JIaKOHOB, HATOJHEHHBIX B aCENTHUUYECKUX
YCJIOBUSIX, HE SIBJISIETCS TOJIHOCTBIO LIEJIOCTHOM JI0 TEX TOp, MOKa Ha YKYIIOPEHHOM
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npoOKoil rakoHe He OyJeT 00XKaT (3aKaTaH) aJIOMUHUEBBIA KOJIMA4YOK (KPBIIIKA).
B cBs3u ¢ 3TUM O00XHMM KOJIAyka MOCIE YKyNOpHUBaHUS MPOOKON cremyer
BBITIOJIHATh KaK MOKHO paHbIIIe.

119. IlockonbKy mnpu OOKHUME KOJIMAYKOB MOKET BBIACIATHCA OOJBIIOE
KOJMYECTBO MEXAHMYECKUX YacTull, OO0OpyIOBaHME i1 O0XHMa CIeayeT
pa3Mearh OTACIbHO U CHA0XKAaTh €ro CUCTEMOM BBITSKKU BO3/IyXa.

120. OGxuM KOJMaykoB Ha (¢iakoHaAX MOXKET MPOBOAUTHCS KaK YacThb
aCeNTUYECKOr0 MNpoLEecca C HKCIOJIb30BAHUEM MPOCTEPHIIM30BAHHBIX KOJIAYKOB
WIM B YCIOBHSIX YUCTOIO IOMELIEHUS BHE acCENTUYECKOM 30HbI. B mocnegHem
ciydae (IaKoHbBI TOJKHBI OBITH 3allMIICHBI 30HOM Kiacca A, MOKa HE MOKHHYT
aCeNTUYECKYIO 30HY, U B IaJIbHEHIIIEM YKYTIOpEHHBIE MPOOKaMu (hIaKOHBI TOTKHBI
OBITh 3alIUIICHBl MYTEM I0JIa4d YHCTOTO BO3AyXa Kiacca A, MOKa Ha HUX HE
OyyT 00KaThl KOJITAYKH.

121. ®nakonsl 6€3 MPOOKK WU CO CMENICHHOW MPOOKOM cilemyeT ynasiTh
no obxkuma koimadyka. Ecim  npu 00kuMMe  KOJIAuykKoB — HEOOXOAMMO
BMEILIATEILCTBO  YEJIOBEKA,  CJIEAYeT  HCIOIb30BaTh  COOTBETCTBYIOILLYIO
TEXHOJIOTHIO JIJIsl UCKIFOUEHUS MPSIMOr0 KOHTaKTa ¢ (pJJakoHAMH U MUHUMU3ALUU
MUKPOOHOM KOHTaMUHAIIH.

122. DddexkTuBHBIM CpPEICTBOM 3alllUThl MOTYT OBITh Oapbepbl WIH
U30JISITOPBI, OrpaHUYMBAIOIIME JOCTYNl B paldouyr 30HY, OOeclneuuBarolue
TpeOyeMble YCJIOBUSL M CBOJSIIME K MHHUMYMY HpPSIMOMl JIOCTYNl 4YeJlOBEKa K
ornepanuu 00xxKuma.

123.  llepBuuHbIE YIIAKOBKM, TIE€PMETHU3UPOBAHHBIE TIOJ BAaKyyMOM
(BakyyMHbIE YMAaKOBKH), JOJDKHBI IPOBEPATHCS HAa COXpPAaHEHUE BaKyyma IOCIE
3apaHee ONpeeIeHHOTO MPOMEXKYTKA BPEMEHH.

124. TlepBuuHble YNAKOBKM C MPOXYKIMEW Ul MAPEHTEPAILHOTO BBEICHUS
HEOOXOIMMO TIPOBEPSATh WMHIAMBHUIYATbHO (TOIITYYHO) HA HAIWYHE TMOCTOPOHHHUX
BKIIFOUEHUM WIM JIPYTUX HECOOTBETCTBUM IO KayeCTBY. Bu3yanbHbIA KOHTPOJIb
CIIeTyeT MPOBOAUTH NP YCTAHOBJICHHBIX YPOBHSX OCBEIIEHHOCTU U (hOHE pabouero
nond. Crnemyer peryiasipHO IPOBEPATh 3pPEHHE  OIEPATOpPOB,  BBITOIHSIOIMX
BU3YaJIbHBIM KOHTPOJb (€CIM OIepaTropbl HCHONB3YIOT OYKH, TO HPOBEpKA 3pEHHs
NPOBOJUTCS B OYKax). B xome BU3yaJbHOTO KOHTPOJISI MPOAYKIMHU PEKOMEHITyeTCs
JOCTaTOYHO YacTO OPraHW3OBBIBATH IEpEpbIBBI B pabore omeparopoB. [lpu
UCIMOJIb30BAHUM JIPYTUX METOJOB KOHTPOJSl IMPOLECC KOHTPOJS HEOOXOIMMO
BAIMAMPOBATh; COCTOSHME OOOPYHAOBaHMS CIEAYET MEPUOANYECKH TPOBEPSTH.
Pe3ynerarsl BU3yalIbHOIO KOHTPOJIS JOTKHBI ObITh O(hOPMIIEHBI IOKYMEHTAIBHO.

KonTpoJabs kayecTBa

125. HcnplTaHue€ TOTOBBIX TMPOAYKTOB Ha CTEPUIBHOCTH HEOOXOIUMO
paccMaTpuBaTh TOJIBKO KaK 3aBEpIIAIOIIMi  3Tall B CEPUM  KOHTPOJIBHBIX
MEpONPUSTUNA, TapaHTUPYIOIIUX CTEPWIBHOCTh. MeTOoJuKa UCIBITAaHUS Ha
CTEpWJILHOCTH JOHKHA OBITh BaTUAMPOBAHA IS KAXKIOTO MPOIYKTA.

126. B ciyyasix, Korja MHOJIy4EHO pa3pEeIICHHE Ha BBINYCK CTEPUIIbHON
npoaykiuu no mnapamerpam (ITpunoxenne 17 nactosimmx IlpaBun), ciemyer
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yAECIUTh 0C000€ BHUMAHWE BAIWIAIMA U KOHTPOJIO BCETO TEXHOJOTHYECKOTO
nporiecca.

127. Bpibopka oO0Opa3loB MNPOAYKIIMH, KOTOpPbIE OBUIM OTOOpaHBI IS
MIPOBEJICHUS UCTIBITAHUS Ha CTEPUIIBHOCTD, JIOJDKHA OBITH PEMPE3CHTATUBHOMN IIs
BCell cepum, W 0053aTeNbHO BKIIOYATH OOpasilbl, OTOOpaHHBIE M3 TEX YaCTEH
cepuu, s KOTOPBIX TpEArojaraeTcss HauOONBIINKH pPHUCK KOHTAMUHAIUH,
HanpuMep:

d) s TPOIYKTOB, HAINOJHEHHBIX B ACENTHYECKUX YCIOBHSIX, O0Opa3Ilbl
JIOJDKHBI BKITFOUATh KOHTEHHEPHI (MIEPBUYHBIC YITAKOBKH), B KOTOPHIE TIPOUCXOINTIA
HANOJTHEHHE B HAayajie U B KOHIIE MPOM3BOJCTBA CEPUU, a TAKXKE IMOCIE JIF0OOTo
3HAYNTEITHLHOTO BMEIIATEIhCTRA,;

b) s TpPOAYKTOB, MPOMIEAMUX TEPMUUYCCKYIO CTCPHUIM3AIUIO0 B
OKOHYATETHLHON YITaKOBKE, JODKHO OBITH YACIICHO BHHMAaHHE OTOOpY Mpol u3
MOTEHIIMATBHO CaMBIX XOJIOJHBIX YacTel 3arpy3KH.
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Ipuioxkenne 2

IMPOU3BOACTBO BUOJOI'MYECKHUX (B TOM YUCJIE
NMMYHOBHNOJIOT'TYECKUX) AKTUBHBIX
®APMAIEBTUYECKUX CYBCTAHIIMHA U JIEKAPCTBEHHBIX
HHPEITAPATOB JJIs1 MEJUIIMHCKOI'O IIPUMEHEHMU A

Oo0s1acTh NPUMEHEHUSA

TexHonoruss  mpou3BOACTBA  OWUOJOTMYECKMX (B TOM  YHCIIE
UMMYHOOHOJIOTHYECKUX)  aKTHUBHBIX  (papMaleBTUYECKHX  CYOCTaHIMA U
OMOJIOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB [Js MEAUIMHCKOTO NPUMEHEHUS
(mamee - «OWONOrMYECKHE aKTHBHBbIC (hapMalleBTHUECKUE CyOCTaHIIMU U
JIEKapCTBEHHbIE npenapars»), ABIIACTCS KPUTUYECKUM (dakTopom,
ONPENEIAIONMM  COOTBETCTBYIOIIMM  PEryJSITOPHBIA  KOHTposb.  [loaTomy
aKTUBHBIC (hapMaleBTUYECKHE CYOCTAHIIMM M JIEKAPCTBEHHBIE MperapaThl MOTYT
ObITh ONpENENICHbl KaKk OWOJIOTMYECKWE B 3HAUUTENBHOM MeEpe HCXOIsd U3
TEXHOJIOTUH MX IPOU3BOACTBA. JTO [IpmiokeHue CiayKUT PyKOBOACTBOM IS
BCEro CIEeKTpa OWOJIOTMYECKUX AaKTUBHBIX (hapMalleBTUUECKUX CYOCTaHUMHA HU
OMOJIOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB.

Hannoe [IpunoxeHne pa3eineHo Ha JB€ OCHOBHBIC YaCTH:

a) 4YacTb A COACPXKHUT JIONOJHUTENIbHbIE TpaBuUia IPOU3BOJCTBA

OMOJIOTUYECKUX  AaKTUBHBIX  (apMalleBTUYECKUX  CyOCTaHUUA |

JIEKApCTBEHHBIX IpENnapaToB, HAYMHASL OT KOHTPOJISI MOCEBHBIX KYJIbTYp H

0aHKOB KJETOK M 3aKaHYuBas 3aKIIOYUTEIbHBIMU OMNEPALMIMU U

MPOBEICHNUEM UCIIBITAHUM;

b) yacte B conepKUT TOMOIHUTENBHOE PYKOBOJCTBO JJIsI OTACIIBHBIX TUIIOB

OMOJIOTUYECKUX  AaKTUBHBIX  (apMalleBTHYECKUX  CyOCTaHUUA |

JIEKapCTBEHHBIX IPENapaToB.

Oro IlpunoxeHue, Hapsay C HEKOTOPBIMU JPYTMMHU PUIOKECHUIMHU
Hactosimmx [lpaBui, comepxkut ykazanus, nononustomme Yacte | u Yacts I
HacTosauwmx [IpaBui. O6nacts npuMeHeHus: aHHOTO [IpuiioskeHust ConepKUT JiBa
acIeKTa:

a) cTagusl MPOM3BOJICTBA: 10 TOTO MOMEHTA, MIOKAa OMOJIOTUYECKUE aKTUBHbBIE

(apmaiieBTUYECKHE CYOCTaHIIMM HE CTaHYT CTEPUJIbHBIMH, OCHOBHBIM

nokyMeHToM it Hux siBisiercst Yacte |l Hacrosimux Ilpasun. [IpaBuna nms

MOCJEAYIOMUX CTaAud MPOU3BOJICTBA OHOJIOTUYECKUX JIEKAPCTBEHHBIX

npenapatoB coaepkarcs B Yactu | nactosmux Ipasun;

b) Bua mnpoaykuuu: Hacrosimiee IlpuinokeHue SBISETCS PYKOBOISIIAM

JOKYMEHTOM JUIsl BCEro CHEeKTpa OWOJOTMYECKHX JIEKAPCTBEHHBIX

penaparos.

DOTH JBa aclieKTa NpeACTaBlIeHb B TaOimie 1. DTta Tabinuma sBiseTcs
TOJIBKO WJITIOCTPATUBHOM M HE MpeAHa3HayeHa AJii TOYHOIO OMUCaHUsl 00JacTh
npuMeHeHust JaHHoro Ilpunoxkenus. Tak ke, Kak U B COOTBETCTBYIOLIEH
tabnune B Yactu |l Hacrosux [lpaBwii, ypoBeHb TpeOOBAaHUN YCHUIIMBAETCS T10
Mepe mepexofa OT paHHUX K MO3AHUM CTaJusM MPOU3BOJCTBA OMOJIOTMYECKUX
AKTUBHBIX (hpapMaIEeBTUYECKUX CYOCTaHIIUM, OJHAKO TPHUHIUIIBI HACTOSIIUX
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[TpaBun gomxHBI Bceraa coOmoaaThes. BKIIOUeHHEe HEKOTOPHIX PaHHHUX CTaJuid
IPOU3BOJICTBA B 00JIACTh MPUMEHEHMsI JTaHHOTO [IpmiioskeHus He MOJpa3yMeEBaeT,
YTO 3TU CTAAUU OYIAYT MOJUIEKATh PErYJSIPHBIM MPOBEPKAM YIIOJIHOMOYEHHBIMU
OpTraHaMHU.

AHTUOMOTUKM HE  SABISIIOTCA ~ OMOJIOTMYECKUMHU  JIEKAPCTBEHHBIMU
npenaparamy, OAHako TpeOoBaHus dtoro [lpunoxenus Moryt ObITh
UCII0JIb30BaHbl HA OMOJIOTUYECKUX CTAIUAX UX MPOU3BOACTBA. PyKoBOJACTBO 1ist
JIEKapCTBEHHBIX IMPENapaToB, MOJYyYEHHBIX U3 (PPAKIMOHMPOBAHHON TOHOPCKOU
KpOBU WM IUIa3Mbl, onucaHo B Ilpunoxenun 14 nHacrosmux IlpaBun, a nus
HETPAHCTE€HHBIX PACTUTEIBHBIX JIEKAPCTBEHHBIX ITpenapatoB — B [Ipunoxennu 7.

B ompezneneHHbIX ciay4asX B OTHOLUEHUM HCXOJHOTO ChIPbSl MPUMEHSETCS
JPyroe 3aKOHO/IaTeNbCTBO:

() A TKaHEH W KIETOK, HCIOJBb3YyeMBIX I MPOMBIIUICHHOTO

MPOU3BOJICTBA MPOAYKIHMU (TaKOW KaK JIEKaPCTBEHHBIC CpPEACTBA) —

COOTBETCTBYIOIIIEE 3aKOHOJATENILCTBO. Takue TKaHW M KIETKH CTAHOBSTCS

OMOJIOTMYECKUMHU aKTUBHBIMHM (PapMaleBTUUYECKUMU CYOCTaHIMAMM IS

HEKOTOPBIX BUJIOB OMOJIOTMYECKUX JIEKAPCTBEHHBIX MPENaparoB (Harpumep,

JIEKapCTBEHHBIX IPENapaTOB TKAHEBOM WHXKEHEPUH, CIYXKalMX IS

YACTUYHOW WM IIOJHOM 3aMEHbl OTAEIbHBIX TKaHel), s KOTOPBIX

npuMeHsitoTcs TpeOoBaHusi Hacrosimux [lpaBun u apyrue TpeOoBaHMsA K

JIEKapCTBEHHBIM CPEJICTBAM;

(b)) B OTHOIIEHWHM BBICOKOTEXHOJOTHYHBIX JIEKAPCTBEHHBIX CPEJICTB

(ATMP), B KOTOpBIX KpPOBb HJIM KOMIIOHEHTBHI KPOBH HCIOJB3YIOTCS B

KaueCTBE HCXOJHOTO ChIPbSl - COOTBETCTBYIOLEE 3aKOHOJATENIbCTBO,

KOTOPOE YCTAHABJIMBAET TpeOOBaHUS K OTOOpPY JIOHOPOB, K KadecTBY H

0e30macHOCTH TpU  3a00pe, TEeCTUPOBAHUHU, OOpPabOTKE, XPAHCHUIO U

TPAHCIIOPTUPOBAHMIO YEJIOBEYECKON KPOBH U €€ KOMIIOHEHTOB;

(C) TpOW3BOACTBO W KOHTPOJb T'CHETHYECKH MOIAH(DUIIMPOBAHHBIX

OpPraHU3MOB JOJKHBI COOTBETCTBOBAaTh TPEOOBAaHUSM 3aKOHOJATEILCTBA.

JloiokHa OBITH OOecrieueHa M COOJII0JICHa COOTBETCTBYIOIIAS HM3OJISALUS U

Apyrue Mepbl 3allluThl Ha OOBEKTax, IJe OCYILECTBISETCS Kakasi-Inbo

paboTa ¢ reHeTHMYeCKH MOIAU(PUIMPOBAHHBIMU MHKpoopraHuzMamu. Jlns

YCTAHOBJIEHUSI M COOJIIOJCHHSI COOTBETCTBYIOLIEIO YPOBHSI OMOJIOIMYECKON

0€30MACHOCTH JIOJKHO OBITh MOJYYEHO COOTBETCTBYIOILIEE pa3pelieHue

YIOJIHOMOYEHHBIX OpraHoB, eciu TaKOBOE PEeAYyCMOTPEHO

3aKOHOAATENbCTBOM, IMPU 3TOM TaKXe HE JIOJDKHO ObITh HHUKaKUX

MPOTUBOpPEUUH ¢ TpeOoBaHUAMHU HacTosAmX [IpaBuir.
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Taoauna 1. LiuirocTpaTiBHOE PYKOBO/JACTBO 10 NMPOU3BOJACTBEHHOM /1€eATEJILHOCTH B
pamkax objactu npumeHeHus Ilpusiokenus 2.

KINeToK

Tun MpvmMep npoaykumm MpumeHeHve HacToswmx [NpaBun k cTagusam NponsBoacTBa
N NUCTOYHUK (BblAENEHo cepbiM hoHOM)
MaTepvanos
1. XuBoTHoro ["enapwvH, MHCYMWH, C6op pacTteHui, MamenbyeHue, M3onsumsa n ounctka | Mpurotos
unm hepMeHThbI, 6enky, OpraHoB, TKaHewn unu CcMelLnBaHne nexHve,
pacTUTensHoro 9KCTPaKThbl annepreHos, xumkocten' n/mnu nepBnyHas Hanor-
NPOVNCXOXAEHWS: BbICOKOTEXHOMOMMYHbIE obpaboTka HeHve
HETPaHCreHHble neKapCTBEHHbIE
cpeactea (ATMP),
MMMYHHbIE CbIBOPOTKM
2.Bupycbl nnu BupycHble unm CosgaHve n KynbTypa knetok MHaktuBaums npu Mpurotos
HakTepum/cep- GakTepuanbHble noaaepxaHue n/vnn chepmeHTaums HeobxoanmMocTy, neHwve,
MeHTaums/ Kynb- BaKUMWHbI, PepMeHTHI, FMaBHOrO? 1 M30NSALMS N 0OYNCTKA Hanor-
Typbl KNETOK 6enku paboyero 6aHkoB HeHve
KNEeTOK, rMaBHOro 1
paboyero BUPYCHbIX
NMOCEBHbIX
mMarepuanos
3.BuotexHonorus PekomMbuHaHTHbIE CosgaHve n KynbTypa knetok M3onsaums, ounctka, | Mpurotos
/bepmeHTauus/ NPOAYKTbl, MOHOKITO- noagaepxaHue n/vnn chepmeHTaums Moavdmkaums neHwve,
KynbTypbl KNETOK HamnbHble aHTUTena, rnaBHoOro 1 paboyero Hanor-
annepreHbl, BakUWHbI, 6aHKOB KIETOK, HeHve
nekapcTBEHHble rnaBHoM 1 paboyen
npenapaTbl reHHON NOCEBHbBIX KyNbTyp
Tepanuu (BUpYCHbIE U
HEBUPYCHbIE BEKTOPbI,
nnasmugpl)
4. XXuBoTHoro PekombuHaHTHble 6enku, | FmaeHbIN 1 paboyuii M3amenbyeHne, Msonaums, ounctka n | Mpurotos
NPOVNCXOXAEHWSA: BbICOKOTEXHOMOMMYHbIE TPaHCreHHbIN 6aHk CMelLnBaHne Moavdmkaums neHwve,
TpaHCreHHble rneKkapcTBEHHbIE n/vnn nepBuYHas Hanor-
cpeactea (ATMP) obpaboTka HeHue
5.PactutenbHoro | PekombuHaHTHble 6enkv, | TmaBHbIN 1 paboyuii MepauyHas, Mpurotos
NPOVNCXOXAEHMUS: BaKLUWHbI, annepreHbl TpaHCreHHbIM 6aHk BuipalumsaHue, c6op SKCTPaKLuS, nexHve,
TPaHCreHHbIe pacTeHuit’® U30MALWMA, O4NCTKA, Hanmorn-
moanduKaLms HeHve
6.4enoBeyeckoro | ®epmMeHTbl, NONyYEHHbIE C6op xuakocTeir” CwmelunBaHue M3onsumsa u ounctka | lMpurotos
NPOUCXOXAEHUS 13 MOYU, FOPMOHbI n/vnn nepBuYHas nexHve,
obpaboTka Hanor-
HeHve
7.YenoBeyeckoro JlekapcTBeHHble [oHauusa, nocTaeka u [MponssoacTBo [eHeTn4eckas MpurotoB
U/Mnn KMBOTHOIO npenapaTbl reHHON UCMbITAHUSI UCXOOHbIX BEKTOPOB®, MoavdmKaums Kne- nexHve,
NPOUCXOXAEHUS Tepanuu: TkaHewn/ 0O4MCTKa KINETOK 1 TOK BHE OpraHusma, Hanor-
reHeTn4YecKku KneTok® obpaboTka CO3[aHne rnaBHOro 1 HeHVe
MOAVULIMPOBaHHbIE OuuncTka n obpaboTka paboyero 6aHkoB
KNeTku NPOV3BOACTBEHHbIX KIeToK unm
BEKTOPOB® 1 KNETOK | KMETOYHOro 3anaca
JlekapcTBeHHble [oHauus, noctaeka n | CosgaHue rmaBHOro 1 M3onsaumsa kneTok, MpurotoB
npenaparbl Tepanum UCMbITaHUSI UCXOOHbIX paboyero 6aHkoB o4uCTKa KynbTyp, neHve,
CoMaTU4ecKumm TkaHewn/ KINETOK nUnu coefiMHeHne ¢ coefunHe-
KneTkamm kneTok® KIneToYyHoro 3anaca HEKINEeTOYHbIMM Hue,
KOMMOHEHTaMu Hanor-
HeHve
JlekapcTBeHHble [oHauus, nocTtaska u MepBryHas N3onaumsa kneTok, [Mpurotos
npenapartbl UCMbITaHUst UCXodHbIX | 0BpaboTka, nsonsAuusi o4ucTKa KynbTyp, neHve,
TKaHEBOWN NHXEHepUn TkaHen/ M OYUCTKa, Co3aaHne coeauHeHne ¢ coeam-
KneTok® rnmaBHoro u paboyero HEKINETOYHbIMM HeHwe,
6aHKOB KMeToK, KOMMOHEHTaMu Hanor-
3anaca nepBUYHbIX HeHne

Yceunenue tpeGorannii GMP

——

[losicHenuEe TEPMUHOB: CM. ClI0Baph K [Ipunoxenuro 2.

'Cwm. pasgen B1 Ans rpaHuLL, B KOTOPbIX MPUMEHSAIIOTCS NPUHLMMLI HacToswmMX Mpasun
CM. pasgen «Cuctema noceBHON KynbTypbl M 6aHKa KNeToK» Anst paMoK, B KOTOPbIX MPUMEHSOTCS NPUHLMMBI HACTOSALLMX

[Mpasun

3,D,J'I$I BblpallimnBaHuA, y60pKI/I n I'IepBVI‘-IHOVI 06p860TKVI, KOTOPbI€ OCYLLECTBIIAKTCA B NOJNIEBbIX YCINOBUAX, MOXET

NPUMEHATbLCA PyKOBO,ElCTBO no npasunam Haanexatwlero BblipalinuBaHna n 060pa NUCXOOHOIo Cblpba pacTUTesibHOro

NPOUCXoOXOeHnA

‘TIPUMEHSAIIOTCA MPUHLMMLI HACTOSILLMX [1paBUIl, CM. MOSICHUTEMNLHBIN TEKCT B pasaene «O6nacTb NpUMeHeHNs».
°Korga 370 BUPYCHLIE BEKTOPLI, OCHOBHOW KOHTPOMb SBAAETCA TaKUM e, Kak 1 Npu NpoM3BOACTBE BUPYCOB (CTpoKa 2

Tabnuubl)

UenoBe4veckne TKaHu U KNeTKN AOJDKHblI COOTBETCTBOBATb Tpe6OBaHVIHM 3aKkoHoOaTenbCTBa
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IMpurnun

[Tpon3BoaCTBO OMOJOTHYECKUX AKTUBHBIX (hapMalleBTHUECKUX CyOCTaHUUN
U JICKapCTBEHHBIX IIPEMapaToB MMEET CBOIO CIHEHU(UKY, OMPEACIIeMYIO
XapaKTEPOM NPOAYKIUHU U TEXHOJOTUEN MPOU3BOACTBA. XapaKTep MPOU3BOJICTBA,
KOHTPOJISI U MPUMEHEHHUS OMOJIOTUYECKUX JIEKAPCTBEHHBIX MPEnapaToB TpeOyeT
0COOBIX Mep MPEAOCTOPOKHOCTH.

B orinume oT OOBIYHBIX JIEKAPCTBEHHBIX CPEJCTB, IMPOU3BOJUMBIX C
UCIOJIb30BAaHUEM  XMMHUYECKUX M (PU3MYECKHMX  METOJOB,  CHOCOOHBIX
JEMOHCTPUPOBATh BBICOKYIO CTEICHb HaJIe’KHOCTH, POU3BOACTBO
OMOJIOTMYECKUX AKTHUBHBIX (PapMalleBTUYECKUX CYOCTaHIMH M JIEKapCTBEHHBIX
IpernapaToB BKJIIOYAET B ce0s HMCHOJIb30BAaHUE OHOJIOTMYECKUX IPOLECCOB U
MaTepUajIoB, TaKWX KaK KyJIbTHUBHUPOBAaHUE KIETOK WJIM HKCTParupoBaHUE
MaTepuajga U3 JKUBBIX OpPraHM3MOB. OTH OHOJOTHYECKHE MPOLECChl MOTYT
JEMOHCTPUPOBATh CBOWCTBEHHYID MM H3MEHYMBOCTb, YTO MPUBOAUT K
CYLIECTBEHHOMY JMana3oHy NOOOYHBIX MPOJYKTOB pa3IMYHOU MPHUPOABI.
[o3TOMY MpPUHLMIBI YIpaBIEHUS PUCKAMU JJisl KAYECTBA OCOOEHHO Ba)KHbI AJIS
JAHHOTO KJIACCa MATEPUAJIOB M JOJDKHBI COOMIOAATHCS MPHU pa3pabOTKEe METO/I0B
KOHTPOJISL HA BCEX CTAJMSIX MPOU3BOACTBA JJII MUHUMH3ALUU BapuaOEIbHOCTH U
YMEHBIIEHUS BO3MOXHOCTH KOHTAMUHALIMU U TIEPEKPECTHON KOHTAMUHAIUH.

Martepuanbl, OTUTaTEIbHBIE CPEbl U YCIOBUS KYJIbTUBUPOBAHUS LIEIEBBIX
MUKPOOPTraHU3MOB, KYJbTYp KJIETOK, BUPYCOB U T.J. BO MHOI'OM CHOCOOCTBYIOT
BO3MOXKHOCTH pPOCTa KOHTAaMHUHHPYHOUIMX areHToB. Kpome Toro, mHorue
JIEKapCTBEHHBIE IPENapaTbl UMEIOT OIPAHUYEHHYI) YCTOWYMBOCTH K IIHPOKOMY
CHEKTPY METOJOB OUUCTKH, B OCOOEHHOCTU K METOJaM, NpeJHA3HAYCHHBIM JIJIs
WHAKTUBALIUA WM YCTPaHEHMs] MOCTOPOHHUX BHPYCHBIX KOHTAMHHAHTOB. Jliis
CBEICHHUS K MHHUMYMY BO3MOXXHOCTM TaKOW KOHTAaMUHALIMM OCHOBHOE
BHUMaHUE CIEAyeT YIENATh IUIAaHUPOBAHUIO TEXHOJOTMYECKOTO IMpoIllecca,
KOHCTPYKIIMM 00OpyAOBaHUsA, NOMENIEHUM, CUCTEM OOECIEUeHHUs], YCIOBUSAM
MIPUTOTOBJICHUS U J00aByeHUsI OyPepoB U peareHToB, 0TOOpY MPod U 0OYyUECHUIO
nepcoHarna.

Cnemudukanuu Ha MNOpOAYKIUIO (B YacTHOCTH cCHeHudUKaUU B
(apMaKoINEelHbIX CTaThAX, OOMX (hapMAKOMEUHBIX CTAThAX, PETUCTPALMOHHOE
JI0Ch€) JOJKHBI ONPENENsTh, JOJKHBI U (M €Clii /13, TO 10 KaKOH CTENeHu U 10
KakoWl CTaJuM) BeELIeCTBAa M MaTepuaibl HMETh OINpEACNIECHHBIH YpOBEHb
OMOHArpy3KU WJIM K€ OHHM JOJDKHBI ObITh CTEpUIIbHBIMHU. [IpOM3BOACTBO Takke
JOJUKHO ~ COOTBETCTBOBAaTh  JPYTUM  TpeOOBaHUSAM,  H3JIOKEHHBIM B
PETUCTPALIMOHHOM JIOCh€ JMOO B MPOTOKOJE KIMHUYECKOTO HCCIIEIOBAHMUS
(HampuMep, KOJIMYECTBO TeHepauuid (yIBOEHHUH, Macca)keh) MEeXIy IOCEBHOU
KyJIbTYpOI UM OQHKOM KJIETOK).

Jns  OUONOTrMYEecCKUX  MaTepuasioB, KOTOpble HE  MOLYT  OBITh
MPOCTEPUIIM30BaHbl (Hampumep, MyTeM (QuiIbTpanuu), MPOU3BOACTBO JOJKHO
MPOBOJUTHCA B ACENTUYECKUX YCIOBHUSAX JUIsi MUHMMH3ALUUUA PHUCKA BHECEHUS
KOHTaMUHAHTOB. JlJI1 perjaMeHTaludd ONpEeNENEHHBIX IMPOU3BOJICTBEHHBIX
METOAOB, HampuMmep s YJajJeHUus WM WHAKTUBALUM BUPYCOB, CIEIyET
PYKOBOJICTBOBAThCS COOTBETCTBYIOIIMMHU MPOLIETypPaAMH. [Ipumenenue
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COOTBETCTBYIOIIETO KOHTPOJISI U MOHUTOPUHTA 32 COCTOSIHUEM MTPOU3BOICTBEHHOM
Cpellbl, U, TJIe 3TO SIBISETCA BO3MOXKHBIM, CUCTEMbl YOOPKH U CTEPHIIM3ALUU «HA
MEeCTe» BMECTE€ C HCIIOJIb30BAHUEM 3aKPBITHIX CHUCTEM MOXKET 3HAYUTEIHHO
YMEHBIIIUTh PUCK CITy4ailHON KOHTAMUHAIIUU U MEPEKPECTHON KOHTAMHUHALIUY.

KoHTponb 00bIYHO BKIIOYaeT B ce0s OUOJOTMYECKHUE aHATUTUYECKUE
METO/Ibl, KOTOPBIE XapaKTepU3YIOTCs 00Jiee BHICOKOM CTENEHbIO BapruaOeIbHOCTH,
yeMm (PU3UKO-XUMHYECKHE MeTo/bl. [103TOMy mpu MPOU3BOACTBE OMOJIOTUYECKHUX
aKTUBHBIX (hapMaIleBTUUECKUX CyOCTaHIIMA ¥ JIEKAPCTBEHHBIX TIPEIapaToB
KJIFOYEBYIO POJIb UIPAET HAJECKHBIA MPOU3BOJICTBEHHBIN Mpolecc, U 0codoe
3HAYEHHUE UMEET KOHTPOJIb B MPOLIECCE MPOU3BO/ICTBA.

buonorunyeckue nekapcTBEHHBbIE MpeENaparbl, B COCTaB KOTOPBIX BXOMST
JOHOPCKHE  TKAaHU  WJIM  KJIETKH, KaK  HalmpuMep,  OMpeJelICHHbIC
BBICOKOTEXHOJIOTUYHBIC JIEKapCTBEHHBIE cpelcTaa (ATMP), JOJIKHBI
COOTBETCTBOBATh TPEOOBAHUSM 3aKOHOJATENILCTBA B YAaCTU MPOCIECKUBAEMOCTH,
YBEAOMJICHUSI PETYJISTOPHBIX OPraHOB O HEOJArompusiTHBIX PpPEaKIUsIX |
KIIMHUYECKUX CIydasiX B XOJI€ Teparuu, a TAaKKE B YaCTH TEXHUUYECKUX TPEOOBaHUN
1o uCHTU(PUKAIIH, o0OpaboTke, MpEAOXPaHEHUIO, XPaHEHUIO u
TPAHCTIOPTUPOBAHUIO JIOHOPCKUX TKaHEW U KIETOK. 3abop MarepHalioB H
MIPOBEICHUE HWCMBITAHUNA JOJDKHBI TPOBOJUTHCS B COOTBETCTBUM C CHUCTEMOM
KauyecTBa, I KOTOPOM ONpENEICHbl CTaHIApPThl M TEXHUYECKHE TpeOOBaHMUS.
Kpome Toro, TpeboBaHUsI HOPMATUBHBIX MPABOBBIX AKTOB PACIPOCTPAHSIOTCS Ha
MPOCJIEKUBAEMOCTh B OTHOILLIEHUU JIOHOpa (coOMogas KOH(PUACHIHMATBLHOCTD
JIOHOpa) uepe3 CTaJuH, OCYIIECTBIISIEMbIE B YUPEKICHUU MO 3a00py/mpoBepKe
TKaHEeH, W JI0 YYPESXKACHMs, T HCIOJNb3YeTCsl JICKapCTBEHHBIN Tmpemnapar (B
COOTBETCTBUH C TPEOOBAHUSIMU HOPMATUBHBIX MTPABOBBIX aKTOB).

buonornyeckue  akTuBHBIE  (hapMalleBTHUYECKHE  CYOCTAaHUMH U
JICKapCTBEHHBIC  TpernapaThl  JIOJDKHBI ~ COOTBETCTBOBATH  TPEOOBAHUSIM
JNEUCTBYIOIIUX HOPMATUBHBIX MIPABOBBIX AKTOB B OTHOIIEHWN YMEHBIIECHUS PUCKA
nepenaaun Bo30yauTenss TyOdaToil SHIedalonaTuyd KUBOTHBIX U JATECHTHBIX
BUPYCOB 4Ye€pe3 JICKAPCTBEHHBIE MpenapaTrhbl IJs MEAULIMUHCKOTO MNPUMEHEHUS U
JUIS IPUMEHEHUS B BETEpUHAPUHU.

YACTDb A. OBHIEE PYKOBOACTBO

Iepconan

1. Ilepconan, paGotaromuii B 30HAaX MPOU3BOJCTBA U KOHTPOJIA
OMOIOTHYECKUX AaKTUBHBIX (hapMalleBTHUECKUX CYOCTaHIIMA W JIEKapCTBEHHBIX
npernapaToB (B TOM 4YHCIE TIEPCOHA, 3aHATHI OYUCTKOM, OOCITY)KWBAaHHUEM WJIH
KOHTPOJIEM KadecTBa), JOJKCH TPOXOAWTh OOydYeHHE U MEepPHOIUYECKOe
MOBTOPHOE 00yYeHHE B COOTBETCTBHH CO CBOMMH OOS3aHHOCTSIMH U CHEIU(PUKOIM
IPOU3BOAUMON MPOIYKIIMH, BKIIOYasi BCe 0COObIe MEphl MPEAOCTOPOKHOCTH TSt
3alIUTHl IPOAYKIINH, IEPCOHANIA U OKPY’KAIOLLEH CPEeIbl.

2. JIns obecrieueHusi 6€30MACHOCTH MPOIYKIIUUA JOJDKHO MPUHUMATHCS BO
BHUMaHuE 3/0poBbe mnepcoHana. COTpyAHMKH, 3aHAThIE B IPOU3BOJICTBE,
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TEXHUYECKOM OOCITYKMBAaHUH, POBEICHUN UCIIBITAHUHN U yXOJI€ 3a )KUBOTHBIMU (B
TOM 4HCJIE€ KOHTpPOJE), NMPU HEOOXOAUMOCTU JIOJKHBI OBITh BaKIMHUPOBAaHbI
COOTBETCTBYIOIIMMHU  CINEUU(PUUECKUMHU BAaKIUHAMM, a TaKXe MPOXOJUTh
peryisipHble MEIULIUHCKUE OCMOTPBI.

3. JlroOble 3abosieBaHMsI MEpPCOHANA, KOTOPbIE MOTYT HEOJArompUsTHO
NOBJIUATh HA KAuyeCTBO MPOJAYKTA, JOJDKHBI IPENsSTCTBOBATh padbOTe TaKOro
IIEPCOHAJIA B MPOU3BOJICTBEHHON 30HE, 4 COOTBETCTBYIOIIUE 3alIUCH COXPAHATHCH.
B mpowmsBoactBe Bakiuubl BIK W nmekapcTBEeHHBIX mpemapaToB TyOepKyJIWHA
MOTYT OBITh 3aHSTHI TOJIBKO COTPYAHHUKHU, KOTOPBIE PETYIISIPHO MPOXOAST MPOBEPKY
UMMYHHOTO CTaTyca HJIM PEHTTEHOJIOTHUYECKOe OOCIIeOBaHUE TPYIHON KIETKH.
CoTpyaHUKH JOJKHBI MPOXOJUTh MEIUUUHCKHA OCMOTP € Y4YE€TOM pHCKAa,
KOTOPOMY OHM TOJIBEP’KEHBI; MEIULUMHCKHI OCMOTp TpeOyeTcs sl MepcoHana,
paboTarOIIET0 C ONACHBIMU OPTaHU3MaMHU.

4. C uenbr0 MHUHMMM3ALUMUA BO3MOKHOCTH IIE€PEKPECTHONM KOHTAMHUHALMH
HEOOXOJMMO KOHTPOJUPOBATh OIPaHUYEHUE JIBHKEHUS MEpCcCOHalla (B TOM YHUCIIE
COTPYIHHUKOB CIIy>KObl KOHTPOJISI KAa4eCTBA, CHELUAINCTOB IO OOCIYKHBaHUIO U
yOOpKe) Ha OCHOBE MPUHIIMIIOB yIPaBJICHUs pucKaMu Juisl kadecTBa. Kak nmpasuio,
HE JIOIIYCKAeTCA MEPEX0 COTPYIHUKOB U3 30H, IZIe BO3MOXEH KOHTAKT C KMUBBIMHU
MUKpPOOPraHU3MaMH{,  TI€HETHUYECKH  MOAU(PHUIMPOBAHHBIMU  OpPraHU3MaMH,
TOKCMHAMHM WJIH JKUBOTHBIMH, B 30HBI, IJI€ MPOBOJATCA pabOTBl € Jpyrom
POAYKIMEN, NHAKTUBUPOBAHHOW MPOAYKUMENW WU APYTUMHU opraHn3sMamu. Ecim
NOJ00HBIX MEPEX0/I0B U30€kKaTh HEBO3MOKHO, TOJDKHBI ObITh MPUHATHI MEPHI TS
KOHTPOJISl KOHTAMWHALIMM COTJIACHO TIPHUHIIMIIAM YIIPABJIICHUS PUCKaMU U
KAa4eCTBa.

IHomemmenus u 000pya0BaHuE

5. SBnAdch  4acTbIO  CTpaTe€rMM  KOHTPOJS, CTENEHb  KOHTPOJI
MPOU3BOJACTBEHHOM Cpelbl B OTHOIIEHMM KOHTAMUHALMM YaCTULAMH H
MUKpPOOpPraHU3MaMH B TPOU3BOJICTBEHHBIX TOMEIICHUX JIOJKHA COOTBETCTBOBATH
BUJly AaKTUBHOM (papMaleBTUUYECKON CYOCTaHLMU, MPOMEXKYTOUYHOM M TOTOBOM
OPOAYKIMHM M CTaAMM TEXHOJIOTHYecKoro mpouecca. IIpm stom Heobxoaumo
YUHUTHIBATh YPOBEHb KOHTAMHUHAIIMM UCXOJHBIX MATEpUAJIOB U CTENEHb PUCKA JJIs
rOTOBOTO MpOAYKTa. B mporpamMMy MOHHUTOPUHTA TMPOU3BOJACTBEHHOM CpEJIbI
JOJIKHBl ~ OBITH  JTOMOJHUTEIBHO BKJIIOYEHBI METOJABI JUIsl  ONpEJCIICHHUS
OPUCYTCTBUS CHEUU(UUECKUX MHMKPOOPTraHM3MOB (Hampumep, OpraHu3Ma-
X0351MHA, APOXOKEBBIX, IUIECHEBBIX T'PUOOB, aHA’POOHBIX MHKPOOPTaHHU3MOB U
T.J.), €CJIM Ha 3TO YKa3bIBaeT MPOLECC YNPABICHUS pUCKAMH JIJIsl KauecTBa.

6. IIpou3BOACTBEHHbIE M CKJIAQJACKHE TIOMEIICHHS JOJKHBI OBITh
CIIPOEKTHUPOBAHBI C YYETOM TpeOOBaHMI K KJlaccaM YHCTOTBHI, a MPOIECCH
CIUIAHUPOBAaHbl TakUM 00pa3oM, YTOObI NPENOTBPATUTh KOHTAMUHAIIMIO
NPOAYKUMHA TMOCTOPOHHUMH BewiecTBaMu. IIpenoTBpaiieHue KOHTaMUHALUU
apigercss Oonee >(PQPeKTUBHBIM, 4YeM e€ OOHapy)KeHHE U YCTPAHEHHE, XOTs
KOHTaMUHAaIUs1, BEPOATHO, OY/IET MPOSIBISITHCS BO BPEMS TAKUX MPOU3BOJICTBEHHBIX
NpoLECCOB, Kak ¢epMeHTaluus U KyJbTUBUPOBAHHE KIETOYHBIX KYJIbTYP.
KoHTpoJibHbIE U3MEPEHUS, BKIIIOUAsi KOHTPOJIb CUCTEM OOECIEeUEHUsI U KOHTPOJIb
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IIPOU3BOACTBEHHOM CPEAbI, JOJKHBI IPOBOAUTHCA B COOTBETCTBUU C MPUHLUIIAMHU
YIOPABJIICHUS PUCKaMH JUI1 KayeCcTBA HAa Yy4YacTKax, IZ€ IPOXOAIT OTKPBITHIE
IOPOLECChl M, COOTBETCTBEHHO, MPOAYKLUUS MOXKET ObITh  IOJBEp)KEHA
HEMOCPEICTBEHHOMY BO3/ICHCTBUIO IPOU3BOACTBEHHON cpeabl (Hampumep, BO
BpeMs 100aBJI€HHs BCIIOMOTaTEIbHBIX BEIIECTB, cpel, O0ydepoB, ra3oB, paboOT BO
BpEMs IPOM3BOJICTBA BBICOKOTEXHOJIOTUYHBIX JIEKApCTBEHHBIX cpencts (ATMP)).
ITpu BBIOOpPE MOCIENOBATENBHBIX KJIACCOB YHMCTOTHI B IPOU3BOJICTBEHHBIX
MOMEMICHUSX W COOTBETCTBYIOIIMX METOAOB KOHTPOJISI NPHUHIMUIBI YIPABICHUS
pUCKaMH Ui KAayecTBa JOJDKHBI YUYUTBHIBATh IPUHLMIIBI, W3JIOKEHHBIE B
COOTBETCTBYIOIIMX ITyHKTax [Ipunoxenns 1 Hacrosamumx [IpaBuir.

7. PaboTa C )KMBBIMH KJIETKaMH, YCTOMYUBBIMU K CpPEJI€ MPOU3BOACTBEHHBIX
IIOMEIICHNM, JOJDKHA OCYIIECTBIATHCS B CIEHUAIBHO IPEIHA3HAYCHHBIX
IPOU3BOJACTBEHHBIX IMOMENIEHUsX. Ecim B NPOM3BOJACTBE NPUMEHSIOTCS
NAaTOr€HHbIE MUKPOOPTaHM3Mbl (Hampumep, 1| ¥ 2 rpymmnbl DaTOT€HHOCTH), TO
TaKk)k€ HEOOXOJUMO HCIIOJIb30BaTh TOJBKO CHEIHAIBbHO NpeJHA3HAYEHHbIC MJIs
9TOTO IIPOU3BOICTBEHHBIE ITIOMELIEHHUS.

8. Hcronb3oBaHuE OJHOrO IMOMELIEHUs JUIl IPOU3BOJACTBA HECKOIBKHX
JIEKapCTBEHHBIX MPENapaToB MOKET OBITh pa3pellieHo, €CIU NEePEUNCIICHHbIE HUXKE
WIM  DKBUBAJCHTHbIE  (AKTOppl U MEpOonpusTHs  (COOTBETCTBEHHO
paccMaTpuBaeMbIM THIAM HOPOAYKLMH) SABISAIOTCA 4YacThio 3(PPEKTUBHOIM
CTpaTeruy KOHTPOJIS,, HANpPaBICHHOM HA MNPENOTBPALICHHUE NEPEKPECTHOM
KOHTaMUHALINH:

d) 3HaHUWE OCHOBHBIX XAapPAKTEPUCTHUK BCEX KJIETOK, OPTraHU3MOB U JIFOOBIX

MIOCTOPOHHUX  areHToB  (HampuMep, MAaTOr€HHOCTb,  BO3MOYKHOCTh

0oOHapy>XeHUsI, YCTOMYMBOCTh, BOCIPUMMUYMBOCTh K HHAKTUBALIUN), padoTa C

KOTOPBIMH OCYIIECTBIISIETCA B OTHUX M TEX K€ IOMEILECHUSX;

b) npu nMpou3BOICTBE MPOIAYKIIUK M3 MHOTOYUCICHHBIX MaJICHBKHX CEPHI,

[OJIy4a€MbIX M3 Pa3JIMYHOTO HUCXOJHOIO CBHIPbs (HApHUMeEp, JEKaPCTBEHHBIE

npernaparbl Ha OCHOBE KIJIETOUHBIX TEXHOJOTHH) Ha CTaguu pa3paboTKu

CTpaTeruy KOHTPOJIS JOJIKHBI YUUTHIBATHCS Takue (PakTOpbl, KAK COCTOSTHUE

3J10pPOBbSI JIOHOPOB C LEJIBI0 CHUKEHUS PUCKA ITOJTHOW MTOTEPH MPOLYKIINH;

C) IpEeNOTBpallCHHE IOMAJaHUs >KMBBIX MHKPOOPraHM3MOB M CIOp B

CME)XHbIE TIOMEILIEHUS] WIM Ha 00OpYJOBAaHME IyTEM OINPEIENICHUS BCEX

MOTEHIMANbHBIX ~ MapUIPYTOB  MNEPEKPECTHOM  KOHTAMHHALIMK U

WCIIONIb30BAaHUSI ~ OAHOPA30BBIX  KOMIIOHEHTOB M COOTBETCTBYIOIIMX

MHXEHEPHBIX MEPOINPUATUHN (HAPUMEp, 3aKPBITHIX CUCTEM).;

d) Haymure MEpompUATHII KOHTPOJIA MO YAAJCHHIO MUKPOOPTaHU3MOB U

CIIOp Iepen NOCHEAYIOUIMM  IPOU3BOACTBOM  JAPYroMl  MPOIYKLIMH.

[Ipouenypsl OYMCTKM M JACKOHTAMUHAIMU OT MHUKPOOPTaHU3MOB M CIOP

JOJKHBI OBITh OTBAJMAMPOBAHBI (B TOM YHKCJIE U JUISI CUCTEM OTOILICHUS,

BEHTHIIALIMH U KOHIuIMonupoBanus Bo3ayxa (HVAC));

€) eciM MHUKPOOPraHU3MBI SIBJISIOTCS ~ YCTOMYMBBIMH K  YCJIOBHUSIM

IIPOU3BOICTBEHHOM CpEbl U B PACHOPSIKEHUH HUMEIOTCSI COOTBETCTBYIOILINE

METOJIbl, KOHTPOJIb TPOU3BOACTBEHHOW cpeabl, crenupuyecKuil s

MIOJIy4a€MOT0 MUKPOOPIaHU3Ma, CIEAYeT MPOBOAUTh B CMEXKHBIX 30HAX BO
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BpeMs TPOW3BOJICTBA U TOCJIE 3aBEPIICHUS OYMCTKH U JIEKOHTAMHUHAIUH.
Takke HYXHO TPUHHMATh BO BHUMAHUE PHUCKHU, CBSI3aHHbIE C
UCIIOJIb30BaHUEM OTIPEJICIICHHOTO KOHTPOJIbHO-U3MEPUTEIHHOTO
o0opynoBaHusl (Hampumep, IJIs ONpeAeNIeHUs] YacTHI] B BO3JIyX€) B 30HaX,
rj€ TMpoBOJATCS pPabOThl € JKUBBIMH W/HIK  CHOPOOOpa3yIOIUMU
MUKpPOOpPraHU3MaMH;

f)  nmpomykuums, oOopymoBaHHe, BCIIOMOTareibHOE  00OpYyIOBaHHE

(Hanmpumep, I KaTuOpPOBKM W BAJMIAIMHA) W OJHOPA30BBIC MaTEPHUAIIBI

JOJDKHBI TIEpEMENIaThCsl B TIpeAesiax MPeTHA3HAYCHHBIX 30H U JOJIKHBI

VAQIATBCSIT W3 OTUX 30H TaKuM 00pa3oM, dYTOObI TPEIOTBPATHUTH

KOHTAaMUHAIMIO JPYTUX 30H, APYrodl MPOAYKIIMA HA Pa3IUYHBIX CTaJIUIX

MPOM3BOJICTBA  (HampuMep, CIeAyeT TNPeaOTBPATUTh  KOHTAMHHAIIAIO

WHAKTUBUPOBAHHBIX MPOIYKTOB MJIM aHATOKCMHOB HE WHAKTUBUPOBAHHBIMU

IPOJTYKTaMH);

g) MpOM3BOACTBO Ha OCHOBE INMPHHIIMIA MPOBEJACHUS OJHOTUITHBIX IHUKJIOB

IPOU3BOJICTBA (KaMIIaHUK).

9. Heo0xoauMOCTh HaMWuUUs CHEIUAIU3UPOBAHHBIX TOMEIICHUA ISt
buHUITHON 00pabOTKU (HApUMeEp, ISl PUTOTOBIICHUS, HATIOJHEHHUS, YITIAaKOBKH)
OyZneT 3aBUCETh OT IMEPEYMCICHHBIX BbIIe (PAKTOPOB, a TakkKe OT
JOTIOTHUTENBHBIX  (DAKTOPOB B OTHOILIEHWH CHEHU(DUKKA  OHUOJOTHYECKOTO
JICKapCTBEHHOTO TIpermapara W XapaKTePUCTUK APYrod MPOIYKIIMH, BKIIOUAs
JT00BIe HEOMOIOTHYECKUE TTPOTYKTHI, MPOM3BOAMMBIC B TEX e MomenieHusx. Ha
3aKJTIOYUTEIBHBIX CTATUSAX MOTYT TIOTPEOOBAThCS APYTHE MEPBI  KOHTPOJISA
OTIPENCNEHHOW  TOCJIENIOBATEIBHOCTH  JOOABIEHHUS  BEIIECTB,  CKOPOCTH
MEepeMEIINBaHUs, KOHTPOJII BPEMEHH M TEMIEpaTyphl, MPEASTHbHOTO BpPEMEHU
BO3JICHCTBUS CBETA M TePMETH3AIINN/U30JISAINH, a TAKKE B TIPOLCTYypax OYNCTKH B
ClTy4yae IpoJIBa/pacChITaHMmsl.

10. Mepompusituss U TOPOUEAYPHl, HEOOXoauMble [JIsi oOecreyeHus
0€30MacHOCTH  TPOM3BOJICTBEHHON  Cpelbl M TEpCOoHala, HE  JIOJDKHBI
MIPOTUBOPEUUTH MEPOIPHUATHSIM H TMPOIeypaM, HEOOXOTIUMBIM ISl 0OecTieueHus
KauecTBa MPOIYKTa.

11. Cucrembl BO3IYXOMOATOTOBKH JOJDKHBI OBITH  CIIPOCKTHUPOBAHBI,
CKOHCTPYUPOBAaHbI M OOCTY>KHMBAaThbCSI TaKUM OOpa3oM, YTOOBI UCKIIOYUTH PUCK
MEPEKPECTHON KOHTAMHUHAITMN MEXYy Pa3IMYHBIMH MMPOW3BOJACTBEHHBIMHA 30HAMHU.
Taxke MOXKET BO3HHKHYTh HEOOXOAUMOCTh B  OTHCNBHBIX  CHCTEMax
BO3yXOMOJTOTOBKH I OMNpPEACICHHBIX 30H. PemeHue  OTHOCHUTEIHHO
WCITOJIb30BAHUS CHCTEM BEHTHWIAIHMH O€3 PEIUPKYISAIHUH JTOHKHO OBITH MPUHSITO
Ha OCHOBAHWHM TPUHITUIIOB YIIPABJICHUS PUCKAMU JIJIsl KAUSCTBA.

12. PabGoTy co CTepwIbHOW MPOAYKIMEH HEOOXOIUMO BECTH B 30HAX C
M30BITOYHBIM JABJICHUEM, HO B OCOOBIX 30HaX B TOYKAX JIOKAJIM3AIMHA TATOTEHHBIX
MHUKPOOPTaHU3MOB CJIEAYeT CO3/laBaTh OTPHUIATENIbHBIN Tepenaja JaBICHUS IS
MIPEIOTBPAIICHUS PACTIPOCTPAHEHUSI KOHTAMUHAHTOB 3a TPEAeIbl ATUX 30H. Ecmu
JUTsE paboOThI B aCENITUYECKUX YCIOBHSIX C MaTepHUaliaMi, COCTaBIISIONIMMU OCOOBIN
pUCK (HampuMep, C MAaTOT€HHBIMH MUKPOOPTaHHU3MaMH) HCIOJIb3YIOTCS 30HBI C
MOHIKEHHBIM JTaBJICHUEM WK 0e30TacHble OOKCHI, UX CIIEIYeT OKPY>KaTh 30HAMU
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COOTBETCTBYIOIIETO Kjacca YHCTOTHI C UW30BITOUHBIM JaBlieHHEeM. JlaHHbIE
nepenazpl AaBJIECHUS JOKHBI ObITh YETKO ONPEENIEHBI U JJOJDKHBI HAXOAUTHCS O]
IOCTOSIHHBIM ~ KOHTPOJIEM C COOTBETCTBYIOIIMMU HACTPOMKAMU  aBApUITHON
CUTHAJIU3AlHH.

13. KoHcTpykuust 000pyI0BaHUsA, UCHOIB3YEMOIO i pabOThl C KUBBIMU
MHUKpPOOpraHM3MaMl M KJIETKaMH{, BKJItouyas oOopynoBaHHe Il oTrOopa mpoO,
J0JDKHA UCKIIF0YATh BO3MOKHOCTh KOHTAMHMHALIMU BO BPEMsI POBEIEHUS padoT.

14. KoncTpykums, oOecrneuuBaromiasi MEPBUYHYIO H3OJSAIUIO, JOJDKHA
UCKJIIOYaTh PUCK YT€UKH OMOJOTMYECKHX areHTOB B HEMOCPEACTBEHHOE padbouee
IPOCTPAHCTBO, YTO JIOJKHO OBITh MOATBEPKIAEHO PE3yJbTaTaMU TECTHPOBAHUSA C
ONPEEIICHHON NMEPUOJUIHOCTBIO.

15. PexoMeHyeTCs 10 BO3MOKHOCTH MCIOJIB30BATh CUCTEMBI «OYMCTKH Ha
MecTe» M «00pabOTKM mapoM Ha MecTe» («CTEepUIU3allid Ha MECTe»).
KoncTpykuuss BeHTHned Ha  (epMmeHTatopax JOJDKHA IpelycMaTpUBaTh
BO3MOYHOCTb X CTEPWIIN3ALUU TIAPOM.

16. Bo3ayuinbie GUiIbTpbl JOHKHBI OBITH TUAPOGOOHBIMH, CPOK UX CITYKOBI
JOJKEH OBITh ONpezieieH B MPOoIecce BAIUJAUN TyTEM MPOBEPKH LEIOCTHOCTHU C
ONPENEICHHON NEPUOJUYHOCTBI0 COIVIACHO COOTBETCTBYIOIIMM  IPUHLMIIAM
YIIPaBJIEHUs PUCKAMU JJIs1 KaUeCTBa.

17. KoHCTpyKuHs JApEHaXHBIX CHCTEM JOJDKHA IIO3BOJIATH IPOBOJIUTH
3Q()EKTUBHYI0O HEUTpanu3alMil0 W JEKOHTAMUHAIIMIO CTOYHBIX BOJ IS
UCKIIFOUEHHS pUCKA NEPEKPECTHOW KOHTaMUHAUWU. JloMkHO OBITH 0OecrnedeHo
BBINIOJIHEHHE TpeOOBAaHMU 3aKOHOAATENIbCTBA C IE€JIbI0 MHHUMU3ALMHM PHCKA
KOHTaMUHALIMA OKPYXAIOLIEl Cpelbl B COOTBETCTBUU C PUCKAMH, CBS3aHHBIMU C
OMOJOrMYECKON OMACHOCTHIO OTXOI0B IIPOM3BOJICTBA.

18. BBuay U3MEHYMBOCTH CBOMCTB OMOJIOTMYECKUX JIEKAPCTBEHHBIX CPEJICTB
WIM TPOLECCOB HX IMPOU3BOJCTBA HEOOXOAMMO OTMEpPHUBATh WM B3BELIMBATh
KaKkoe-mM00 COOTBETCTBYIOILEE/KPUTHUECKOE HCXOJHOE ChIpbe (Hampumep,
nuTaTeNbHble cpeabl U Oydepbl) B XOJ€ TEXHOJOTMYECKOro mpouecca. B atux
cllydasix B IPOU3BOJCTBEHHOM 30HE JIOMYCKAaeTcs XpaHEHHE HeOONbIINX 3aracoB
3TOr0 MCXOJHOTO ChIPbSl HA MPOTSKEHWH CPOKA, YCTAHOBJIEHHOTO HA OCHOBAaHWH
COOTBETCTBYIOIIUX KPUTEpPUEB (HANPUMEDP, MJIUTEIBHOCTh IPOU3BOJACTBA CEPUU
WIN JUIATEIBHOCTh KaMIIaHUH ).

KuBoTHBIE

19. Jns npousBoAcTBa OHUOJOTMYECKUMX JIEKAPCTBEHHBIX IPENapaTroB
WCIIOJIB3YIOTCSl pa3HbI€ BUJIbI )KUBOTHBIX. MOKHO BBIJICTIUTH JABE OOJIBIIINE TPYIIIbI
MCTOYHUKOB:

a) JKMBBIC >KMBOTHBIE, OObEIMHEHHbIE B TPYIIIbI, cTajaa, ctau. Hanmpumep,

00e3bsiHbl  (BakmMHA  TPOTUB  TOJUOMHENNTA),JIOMIAIA, OBIBl U

KO3bI(MMMYHHBIE ~ CBIBOPOTKM TPOTUB SIIOB 3MEH H  CTOJIOHSKA),

KOIIKU(AJUIepreHbl), KPOJWKH, MBI MW XOMAKHU(BAKIMHA MPOTUB

OelIeHcTBa),K03bl, KPYITHBIM POraThiii CKOT (TPAaHCTEHHBIE TTPOAYKTHI);

D) TkaHM W KIETKH JKHBOTHOIO TPOUCXOXKICHHUS, HW3BJICUYCHHBIC U3

YMEPUIBICHHBIX KUBOTHBIX(OBLIBI M  CBUHBHU), HCIOJIB3YEMBIE  JJIA
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MPOU3BOJICTBA BBICOKOTEXHOJIOTUYHBIX JIEKapCTBEHHBIX cpenctB (ATMP)

WIH KaK ChIpbe Ui (PepMEHTOB, aHTUKOATyJITHTOB M TOPMOHOB.

JKYBOTHBIE TaK)Ke UCIOJIB3YIOTCS [ KOHTPOJISI KauecTBa B COOTBETCTBHUHU
co cnenupuKanusIMu (MMPOTEHHOCT, TOKCUYHOCTH, 0e3BpeaHOCTb,
cnieniuuyeckast akTUBHOCTB ).

20. B nonosiHeHue K BBHIMOJIHEHUIO HOPMATUBHBIX TPeOOBaHUI B OTHOILLIEHUU
ry0yaToil sHIE(daTonaTUN KUBOTHBIX, JPYTrUe OMacHbIe areHThl (BO30YyIUTENH
300HO30B, AHTPOMO300HO30B KUBOTHBIX) JOJDKHBI ~KOHTPOJUPOBATHCA H
PETUCTPUPOBATHCS COTJIACHO TIOCTOSIHHO JEHCTBYIOIIEH MpOorpaMMe MOHUTOPHUHTA.
HeoOxoauma KOHCYNbTAalUS COOTBETCTBYIOIIETO CIELUAINCTA Ui OpraHU3alluu
TaKuX TMporpamMMm. B ciydasx 3a0oJieBaHMs KMBOTHBIX-IOHOPOB WJIM >KUBOTHBIX,
KOTOpPBIE HCIOJIB3YIOTCSI B KA4eCTBE CBIPbS, ITOJDKHBI OBITh TIPOBEICHBI M
3apETUCTPUPOBAHBl COOTBETCTBYIOIINE HCCIEIOBAHUS HA MPEAMET MPUTOTHOCTH
ATUX KUBOTHBIX U MIPUTOAHOCTU KUBOTHBIX, TPEOBIBABIIMX B KOHTAKTE C OOJIbHBIM
JKUBOTHBIM, JIJIi WCIIOJIb30BAHUSI TPU TPOU3BOJICTBE (B KAYECTBE HMCXOHBIX
MaTepHaOB WJIM UCXOJHOTO CHIPbs), IPU KOHTPOJE KadyecTBa MPOIYKIIMUA U TIPH
MIPOBEICHUM HCIBITAaHUNW Ha Oe30macHOCTh. JloMKHA CyIecTBOBAaThH MpOIEaypa
PETPOCIIEKTUBHOTO aHaju3a, MO3BOJIAIONIAS] MPUHUMATh PEIICHHE OTHOCUTEIHHO
TOJTHOCTH OMOJIOTMYECKOW aKTHUBHOM (papMaiieBTUYECKON CyOCTaHIIMU WU
JIEKapCTBEHHOTO Tpernapara, B COCTaB KOTOPOTO BXOAUT WJIU MPU MPOU3BOJCTBE
KOTOPOTO HCIOJB30BAICS TaKOH >XUBOTHBI MaTepwal B KauyeCTBE MCXOJHOTO
MaTepuaja Ui HCXOIHOTO ChIpbs. IS yCTaHOBJIEHHs TOTO, Kakas W3 JOHAIUi
MOCTICIHEW TOKa3aia OTPUILIATEIbHBIA PE3yNbTaT HAa Haau4due 3a00JeBaHMs, €CIU
IPUMEHHUMO, TTPOBOIUTCS MOBTOPHOE TECTHPOBAHUE 00PA3IOB, COXPAHEHHBIX MPHU
IpeapIIyIeM 3a00pe MaTepuaia OT TOTO e KHUBOTHOTO-AOHOpa (€CIH TaKOBBIC
UMEIOTCS), YTO BIHMSET Ha TIPOIECC NPHHATHS JaHHOTO perieHus. [lpu
OTIpEJICICHUH TIepUOa U3BATUS KUBOTHBIX U3 MPOTPAMMBI JTOJDKEH YUYUTHIBATHCS
MIEPHO/]T BBIBEACHUS TEPANIEBTHUECKUX areHTOB, UCIOJIb30BABIINXCS VISl BBEIACHUS
YKUBOTHBIM-JIOHOPAM WJIM KUBOTHBIM, KOTOPBIE HCIOJIL30BAIUCh B Ka4yeCTBE
CBIPbS, YTO JOJKHO OBITH OPOPMIIEHO TOKYMEHTAIBHO.

21. Oco0oe BHUMaAHUE CIEAYET YACNATh MPEIOTBPAIICHIUIO 1 MOHUTOPUHTY
WHDEKITMOHHBIX 3a00JIEBAHUM Y JKUBOTHBIX, KOTOPHIE MCIOJIB3YIOTCS B KA4ECTBE
CBIpbS, M Y JKUBOTHBIX-IOHOPOB. lIpuHMMaemMbie MephI JOJIKHBI BKJIIOYATh
KOHTPOJIb HCTOYHUKOB, TIOMEIIEHUH, MacTOWIa, KOHTPOJIb OMOJOTHYECKON
0€30MMacHOCTH, PEKUMOB TPOBEACHUS HCTBITAHUH, KOHTPOJb BCIIOMOTATEIbHBIX
MaTepuajJoB M KOPMOB Jisi JKMBOTHBIX. OCOOCHHYIO 3HAYMMOCTH JaHHBIC
MPOBEPKH MMEIOT IS JKUBOTHBIX, CBOOOTHBIX OT CICIM(PUICCKUX IMATOTCHOB, B
COOTBETCTBHUH C TPEOOBAHUSIMH HOPMATHBHBIX aKTOB. J[OJDKHBI OBITH OIPEICIICHBI
TpeOOBaHMS K COJCPKAHWUIO W MOHUTOPUHTY 3J0POBBS JAPYTHMX IKHBOTHBIX
(HanmpuMmep, )KUBYIIUX B CTasIX WIM CTaAax).

22. Jlna JeKapCTBEHHBIX IMPEnapaTroB, MPOU3BEIECHHBIX C MCIOJIb30BaHUEM
TPAHCTEHHBIX KUBOTHBIX, JOJDKHA OBITH 0OecIeueHa OTCICKUBAEMOCTh UCXOTHBIX
YKUBOTHBIX, UCTIOJIb30BAHHBIX ISl CO3/IaHUS U3 HUX TPAHCTCHHBIX JKUBOTHBIX.

23. Ocoboe BHUMaHHE JOJKHO OBITh YIEJIEHO HOPMAaTHUBHBIM aKTaM B
OTHOIIEHUU 3aIUTHI JKUBOTHBIX, UCIIOJIB3YEMBIX B IKCIIEPUMEHTATBHBIX IEJIAX, B
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OTHOILIEHWHU BUBAPUEB, B KOTOPBIX COAEPIKATCS KUBOTHBIE, YXOJa 32 )KUBOTHBIMU
U KapaHTHHA. BuBapuu, B KOTOPBIX COIAEP)KATCS KUBOTHBIEC, UCIIOJIB3YyEMBbIE IS
IIPOU3BOJACTBA U KOHTPOJIA KauyecTBa OMOJIOTHYECKUX aKTHBHBIX
(dapmaneBTUUECKUX CYyOCTaHIMI M JIEKApCTBEHHBIX MPENaparoB, JOJKHBI ObITh
OTJIEJIEHBI OT 30H MPOU3BOJICTBA U KOHTPOJIS KA4eCTBA.

24. JIns pa3snUyHBIX BHJIOB JKMBOTHBIX JOJDKHBI OBITh OIpPEAEIICHBI
OCHOBHBIC II0KA3aTENM, KOTOpbIE 3aT€M KOHTPOJUPYIOT W PErUCTPUPYIOT.
[loka3aTenn MOTyT BKIIOYaTb BO3PAacT, IIOJ, BEC M COCTOSHUE 3I0POBbA
KABOTHBIX.

25. JIna npenoTBpanieHus pucka nepenyThIBaHus 1 BO3MOXKHBIX OIIACHOCTEM,
JOJDKHA CYIIECTBOBaTh CHCTEMa HWACHTU(GUKALUU B OTHOUICHHUH JKUBOTHBIX,
OMOJIOTMYECKUX ar€HTOB U MTPOBEACHHBIX UCIIBITAHUN.

JlokymeHTaAIUSA

26. JIns MCXOAHBIX ChIPbs U MaTEPUaIOB JUIsl IPOU3BOICTBA OMOJIOTUYECKUX
JEKapCTBEHHBIX  IPErnaparoB  MOXET  MOTpedOoBaThCcs  JIONOJHUTENbHAS
uHpopMaluss 00 HUCTOYHUKE, MPOUCXOXKACHUM, LENU IOCTAaBOK, METOJIe
IIPOU3BOJICTBA U MPUMEHSAEMBIX METOJAaX KOHTPOJIA KadecTBa JUisl oOecreyeHus
HEO00XO0MMOro 00beMa KOHTPOJISI, B TOM YUCJIE MUKPOOMOJIOTHYECKOTO KOHTPOJIS.

27. Jlid HEKOTOPbIX THUIIOB MPOAYKIMH MOXET MOTpeOOBaTHCS
cnequ(pUyecKoe OMNUCAaHUE MAaTEepUajoB, BXOMSIIUX B CEPUI0, B YACTHOCTH,
COMaTHYECKUX KJIETOK, UCITIOJIb3YyEMBIX npu MIPOU3BOJICTBE
BBICOKOTEXHOJIOTMYHBIX ~ JIEKapcTBEHHBIX cpeAcTB (ATMP). B ciywasx
ayTOJIOTMYHOTO JIEKAPCTBEHHOI'O IIpenapara M JIEKapCTBEHHOIO Ipernapara OT
CHELMATIBHO TOJO0OPAHHOIO JOHOpPA, MPOAYKIUS JTOJDKHA PAcCMaTpUBATBhCS Kak
OJIHa cepusl.

28. JIns nexkapCTBEHHBIX NPENapaToB, IIPU IPOU3BOACTBE KOTOPBIX
UCIOJIB3YIOTCSl 4EJIOBEUYECKHE KIETKHM WM TKaHU JOHOPOB, JIOJDKHA OBITh
o0ecrieyeHa TMOJHAsE MPOCIEKUBAEMOCTb, HAUMHAsg OT MCXOJHOTO ChIpbS U
MaTepuajoB, B TOM YHCJIE cojaepxkamias HHPopManuilo 000 BCeX BELIECTBax,
KOHTAaKTHUPOBABIIMX C KJIETKAMM WJIA TKaHSAMHU, BIUIOTh A0 MOATBEPKICHUS
MOJIyYEeHHS JIEKAPCTBEHHOTO Mpernapara B MECTE €ro NpuMeHeHus. B 1o xe Bpems,
JOJKHA ObITh OOecrieueHa aHOHMMHOCTb IAIMEHTOB U KOH(HIECHIMATIBHOCTh
uHpopmanmu 00 ux 370poBbe. COOTBETCTBYIOIIME 3aMKCH, OOECIIEUMBAIOIINE
MPOCIEKNBAEMOCTh JIEKAPCTBEHHOT'O MpernapaTa, IOJKHBI ObITh COXpaHEHbl Ha
NPOTSHKEHUM TPUAUATH JIET Tocie JaThl OKOHYaHUS CpOKa TOJHOCTH
JeKapcTBeHHOro npenapara. Ocoboe BHUMaHHE JTOJKHO YIEISAThCS 00ECIeUeHUI0
IPOCJICKMBAEMOCTH  CHEIM(PUUECKUX  JICKAPCTBEHHBIX  MpernapatoB  JJs
UCIIOJIb30BaHUSI B OCOOBIX Cllydasix, KaK HalpuMep KJIETKH OT CIeUUuaTbHO
nonoOpanHoro  goHopa.  [IpoW3BOACTBO  JIEKApCTBEHHBIX  CPEACTB €
UCIIOJIb30BAHUEM KOMIIOHEHTOB KpPOBM B KadeCTBE MCXOJHOIO ChIpbS HIIU
MaTepuajoB JIOJDKHO COOTBETCTBOBAaTh TpPeOOBaHMSIM 3aKOHOJATelIbCcTBAa. B
COOTBETCTBUM C 3aKOHOJATEJILCTBOM IPU IPOU3BOJCTBE BBICOKOTEXHOJIOTMYHBIX
JgekapcTBeHHBIX cpeacTB (ATMP) momkHa ObITH OOecreueHa MPOCIeKUBACMOCTh
YeJIOBEYECKMX KJIETOK, B TOM YHCJIE TE€MOMNO3TUYECKUX CTBOJIOBBIX KJIETOK.
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Meponpusitrsi, 00ecTieYuBaIoNUe MPOCICKUBAEMOCTh M XPAaHEHHUE JIOKYMEHTAIINH
B TEUYEHHE HEOOXOAUMOro IMEepHoJa BpPEMEHHU, JIOJDKHBI OBITh BKIIOYEHBI B
TEXHUYECKME COIVIALICHUS MEXIy BOBJICYECHHBIMU B TaKyl [JIEATEIIBHOCTh
CTOPOHAMH.

IMpousBoacTeo

29.  VYuurhiBag  BO3MOXKHYK  BBICOKYIO  H3MEHUYHMBOCTb  CBOMCTB
OMOJIOTMYECKUX BEUIECTB M HPOAYKTOB, HEOOXOIMMO OOECIEeYUTh Ha pPa3HbIX
jTanax >KHU3HEHHOIo IUKJIa HNPOAYKUUH (Hampumep, Ha 3Tame pa3padoTKu
IIpOLECCa) MOBBIIIEHHE HANEKHOCTH U YCTOMYMBOCTH IPOLIECCA, CHUXKAs TEM
CaMbIM €ro Bapua0eIbHOCTD U MOBBIIIAs BOCIIPOU3BOANMOCTD.

[loBTOpHas oOlLEHKAa [JOJDKHA MPOBOJIUTBHCS B IIpoliecce 0030pOB  KayecTBa
IIPOLYKIUU.

30. IlockoybKy cpeabl M PpEaKTHUBbl B YCIOBHMSX KYJbTUBHUPOBAHUS
00ecneunBalOT POCT KJIETOK WJIM MHUKPOOPraHU3MOB, KOTOpbIE, KaK IPaBUio,
SBIISIIOTCSA MOHOKYJIbTYpamMH, 0co00€ BHUMAaHHME JOJDKHO YIEISAThCS CTpaTEruu
KOHTpOJII KadecTBa JUIsd TapaHTUU IPEAYNPEKICHWsS W MHUHUMU3ALUU
OMOHArpy3KH M CBA3aHHOTO C HEH 3arpsi3HEHHs METa0O0JIUTaMU U YHIOTOKCHHAMHU.
J1J1s BBICOKOTEXHOJIOTUYHBIX JiIekapcTBEeHHbIX cpeAcTB (ATMP) Ha ocHOBe KIeTOK,
KOTOpBIE, KaK IIPaBUJIO, IIPOU3BOAATCS MAJIBIMU CEPHUSIMHU, PUCK IIEPEKPECTHON
KOHTAMUHALUKA MEXAY KIETOYHBIMU JIEKAPCTBEHHBIMH IIPENAPATAMHU OT Pa3HBIX
JOHOPOB C pAa3JINYHBIM COCTOSHMEM 3I0POBbs JOJDKEH KOHTPOJIMPOBATHCS
COIVIACHO YCTaHOBJIEHHBIM TPEOOBAaHUAM U MPOLIETypaM.

Hcxoanbie chipbe H MATEPHAJIBI

31. CaengyeT 4eTKO ONpEesiTh UCTOUHHK, MPOUCXO0XKICHUE U IPUTOTHOCTD
OMOJIOTUYECKNX UCXOJHBIX CBIPhS M MaTEpPHANOB Ui TOCIEAYIOIMIETO WX
WCIIOJIb30BaHUsl (HalpuMeEp, KPUOMPOTEKTOPHI, MUTAIOIINE KIETKU, PEarcHTHI,
nUTaTeNbHbIE Cpelbl, Oydepbl, CHIBOPOTKU, (PEPMEHTHI, ITUTOKUHBI, (PAKTOPHI
pocta). Ecau npoBeneHre HEOOXOIUMBIX HCTBITAHUNA 3aHUMAeT MHOTO BPEMEHH,
JOMYCKAaeTCs HAaYMHATh 00pab0TKY MCXOTHOTO CHIPHS JIO0 MOTYYEHUS Pe3yIbTaTOB
OTUX WCIBITAaHUHN, HO JJIS WCIIONB30BAHUS ITHUX HMCXOJHBIX MATEPHUATIOB JTOKHO
OBITh YYTEHO WX BIUSHUEC HA APYTHE CEPUH B CIIydac BBISIBICHUS HECOOTBETCTBUS
W OIIEHEHBI PHCKW COTJIACHO MPUHIIAIIAM YTIPaBIIEHUs pUCKaMH I KadecTBa. B
TaKMX CIydasx BbIJada pa3pelicHHs] Ha BBITYCK CEPUHM TOTOBOM MPOIYKITUH
3aBUCHUT OT YJIOBJICTBOPHUTEIBHBIX Pe3yJbTaTOB UCIIBITAHUN MCXOIHOTO ChIphs. Ha
OCHOBAaHHWH TpPEOOBAaHUN K COOTBETCTBYIOIIUM CTaIUsIM IPOHW3BOACTBA JOJKHA
MPOBOJIUTHCA HACHTU(PHUKAIUS BCEX HCXOJHBIX MaTepuanoB. [[omomHuUTEIbHBIC
PYKOBOISAIIME YKa3aHUsA I OWMOJOTHYECKUX JIEKAPCTBEHHBIX MPEMapaToB
HaxonsaTcas B 4dacthd | w Ilpunoxxkenunm 8, a 171 OWMOJOTHYECKUX AKTHBHBIX
dapmareBTHUecKux cyocTaniuii B yactu [Tnacrosmmx [Ipasu.

32. Ilpu olileHKE PUCKOB KOHTAMHUHAITUU MCXOJIHBIX CHIPhS M MAaTEPHAIIOB BO
BpeMs MX MPOXOXKIEHUS IO IEeMH MOCTAaBOK 0C000€ BHUMAHUE CIEAYeT YIEISITh
PHUCKY, CBSI3aHHOMY C ryoudaTtoil sHIedanonaTued >XKUBOTHBIX. Takke MOKHO

OBITH YACICHO BHUMAaHHME MaTcpurajiaM, HCIOCPCACTBCHHO KOHTAKTHPYIOIIUM C
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TEXHOJOTHUYECKUM  OOOpYyJOBaHHMEM WM  MPOAYyKIHMeW (Kak, HalpuMmep,
NUTATEIbHBIE CpPEIbl, HCIHOJB3yEMbIE JJII MOJACIUPOBAHUS ACENTUYECKOTO
npolecca, M CMa30uyHble MaTepuaibl, KOTOPblE MOIYT KOHTAaKTHPOBAaTh C
IPOAYKTOM).

33. BcueactBue TOro, 4YTO PHUCKM BHECEHHS KOHTAMUHALMM U
COOTBETCTBYIOIIME IOCIEACTBUS JJIi FOTOBOIO JIEKAPCTBEHHOrO Ipenapara He
3aBUCAT OT CTaJAMM IPOU3BOJCTBA, YCTAHOBJIEHHE CTPATETUM KOHTPOJS IS
3alUTHl TPOIYKIMU, TPUTOTOBJICHHUS PACTBOPOB, OydepoB u 100aBIsIEMbIX
KOMIIOHEHTOB JIOJI’KHO OCHOBBIBATHCSA HAa MPUHIIMIAX U PYKOBOISAIINX YKa3aHUSIX,
COZICPKAIMXCA B COOTBETCTBYIOHIMX MyHKTax [lpuioxkenus 1 Hacrosmmx
[IpaBun. OcoOyro Ba)XKHOCTb MMEIOT KOHTPOJIBHBIE MEPOIPUATHS, HEOOXOIUMBIE
JUIS TIPOBEPKH KadecTBa MCXOJHBIX MAaTepHUajioB, a Takke [UIs TMpollecca
ACeNTUYECKOTO MPOU3BOICTBA MPOAYKIIMH Ha KJIECTOYHOW OCHOBE, IJie (PUHUIIHAS
CTEpUJIM3AIUs HE SIBISETCS BO3MOXKHOH, a CIIOCOOHOCTh yJalE€HHUsT MHUKPOOHBIX
noOOYHBIX MPOAYKTOB oOrpaHudeHa. Korzma B perucrpallMOHHOM JIOChE€ WIIU
IPOTOKOJIE KIMHUYECKUX UCCIIEOBAHUM YCTAHOBJIEH JOIYCTUMBIM THUII U YPOBEHb
OMOHarpy3Ky, HallpuMep, Ha CTaJuU IOJIy4€HHUs aKTUBHOHN (hapMaleBTHUECKON
CyOCTaHIIMM, TOIJa CTpaTerusi KOHTPOJS JOJDKHA MpeayCMaTpUBaTh CIOCOOBI,
KOTOPBIMU OYJIET MOAIEP)KUBATHCS YCTAHOBJICHHBIN YPOBEHb OMOHATPY3KH.

34. IIpu HEOOXOAUMOCTH CTEPUIM3ALMN UCXOJHOTO ChIpbS U MaTE€pPHAJIOB,
OHa, MO BO3MOXXHOCTH, JOJDKHA TPOBOJIUTHCS TEPMUYECKUM MeToaoMm. [lpu
HEOOXOJMMOCTH MOTYT TaKXE WCIOJIB30BaThCA JPYTHEe COOTBETCTBYIOIINE
METOJIbI, HCIONB3YIOMNUECS s HWHAKTHBAIMK OWOJOTHYECKHX MAaTepHalioB
(Hanpumep, paguanus U GUIBTpaIus).

35. Moxer mnorpedoBaThCs MPOBEAEHUE JPYTUX MEPONPHUSITHH, B
YaCTHOCTH, WCIOJB30BaHUE AHTUOMOTUKOB HAa PAHHUX dTamax MpPOU3BOJACTBA C
LENbI0 YMEHbIIEHUS OMOHArpy3KH, KOTOpas BO3MOKHA IPU IMOCTAaBKE KHUBBIX
TKaHel u kieTok. CieayeT 1Mo BO3MOXKHOCTH U30eraTh TaKUX MEPOIPHUATHI, HO B
cllyuae HEOOXOJIMMOCTH, MX HCIOJb30BaHUE JOJKHO OBITh OOOCHOBAaHO U HX
OPUMEHEHHE B TEXHOJOIMUECKOM IPOIECCe MOJDKHO OBITh MPEKpaleHO Ha
CTaJlud, yKa3aHHOM B PETUCTPAllMOHHOM JIO0ChE WM MPOTOKOJIE KIMHHUYECKUX
UCCIICIOBAHUM.

36. yia 4YenoBeueCKUX TKaHEH M KJIETOK, MCIOJNb3yeMbIX B KauecTBE
MCXO/HBIX MaTepHAIIOB ISl OMOJIOTHUECKUX JICKAPCTBEHHBIX CPEACTB, HEOOXOIMMO
YUUTBIBATH CIEAYIOIIME TPEOOBAHUSL:

a) WX TMpUOOpeTeHHe, AOHAlMA W TPOBEACHHUE WCIBITAHUA JIOJDKHO

pPETyIMpOBaThCS  HAIMOHAJIBHBIM  3aKOHOJATENLCTBOM. Y UpEXKIICHUS,

MOCTABJIAIONINE HCXOTHOE CBIPhE, JOJDKHBI TONy4YaTh pa3pelicHHe

YIIOJITHOMOYEHHBIX OpPTaHOB B COOTBETCTBUH C 3aKOHOJATeIbCTBOM. Hanmnume

HEOOXOJMMBIX pa3peuieHUid JTOJKHO OBITh MPOBEPEHO B paMKaxX CHCTEMBI

yIpaBJIeHUs IOCTaBKaMU;

b) B ciiy4yasix UMIOPTUPOBAHUS TAKMX YEJIOBEYCCKUX KJIETOK M TKaHEH U3

APYTUX CTpaH, IOJDKHBI ObITH COOJIONEHBI COOTBETCTBYIOIIME CTaHIApPThI

KOHTpOJISI KauecTBa M O€30MacHOCTH, SKBHUBAJEHTHbIE HOPMATHUBHBIM

MIPABOBBIM aKTaM rocyaapcTB-uieHoB Coro3a. 3aKOHOAATEIbCTBOM JIOJKHBI
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ObITh YCTaHOBJIEHbI TPEOOBAaHHUS TMPOCICKUBAEMOCTH U COOOILICHHUS O
CEPbE3HBIX HEXKENATENbHBIX PEaKUUsAX U CEPbE3HBIX HEXKEJATENBbHBIX
SBJICHUSX;
C) B HEKOTOPBIX CIIydasix padoTa ¢ KJIETKaMU U TKaHSMU, UCTIOJIb3YEMbIMH B
KayeCTBE HUCXOAHBIX MaTepUaioB JJisi OMOJIOTMYECKUX JIEKAPCTBEHHBIX
IpenaparoB, OyJIEeT NMPOU3BOAUTHCA B YUPEKICHHUAX MO 3a00py/IpoBEpKe
TKaHEH, Hampumep, A CO3AAHUS HadaJbHBIX KJIETOYHBIX OAaHKOB WU
KJICTOYHBIX JTMHHMA, IPEIIIECTBYIONIUX CO3JaHHIO TTIaBHOTO OaHKa KJIeToK. B
ATUX CIIydasiX, B COOTBETCTBHHM C 3aKOHOJATEIbCTBOM, JOJDKHO OBITh
OTBETCTBEHHOE JIUI0, KOTOPOE OTBEYAET 3a 3TH ITAIbl paObOTHI;
d) oTBETCTBEHHOE JIUIO B YUPEKICHHUH 1O 3a00py/IpOBEpKe TKaHEH BbIIAaeT
pa3pelIeHHEe HAa HWCMOJIb30BAaHWE TKAHEW W KIETOK NEpe] UX MNOCTaBKOU
IIPOU3BOJIUTENO JIEKAPCTBEHHOI'O Mpernapara, IOCIe Yero HPUMEHSIOTCS
CTaHJApPTHBIC IPOLEIYpPbl KOHTPOJSI MCXOAHBIX MaTepHasioB. Pe3yibTaTsl
UCTIBITAHUN BCEX TKAaHEW/KJIETOK, IOCTABISEMBbIX YUPEKACHUEM IO
3a00py/IpoBepKe TKaHEW, JOJKHBI OBbITh MPENOCTaBICHBI MPOU3BOAUTEIIO
JeKapCTBEHHOroO npemnapara. /{anHas nHdopMaius 10JKHA UCIOIb30BaThCA
IUIS COOTBETCTBYIOLLETO Pa3/IeJIEHUsI MATEPHAJIOB U ONPEIEIEHNs CIOCOO0B
XpaHeHus. B ciiyuae He00X0AMMOCTH, BO3MOKHA I0CTaBKa TKaHE! U KJIETOK
IPOU3BOJUTEIO JIEKAPCTBEHHOIO IIpenapara 10 IOJIYYEHUs PE3YJIbTATOB
UCIIBITAaHUI OT yYpexACHUs MO 3a00py/NpoBEpKe TKaHEW. DTO BO3MOMKHO
P HaJU4YUHM COOTBETCTBYIOLIMX MEp KOHTPOJIA I NPEIOTBPAILCHHUS
MEPEKPECTHOM KOHTAMUHALIMM TKAHSAMU U KIETKaMH, Ha 4YTO OBUIO
MOJIy4YeHO pa3pelieHue OTBETCTBEHHOTO JHIA B  YUYPEKIEHUU IO
3a00py/TIpOBEPKE TKAHEH;
€) TpaHCIOPTUPOBAHME  YEJIOBEYECKMX  TKaHEW M  KIETOK K
IPOU3BOJICTBEHHON IIIOIIAJKE TOJKHO OCYLIECTBISTHCS B COOTBETCTBHUHU C
NUCBMEHHBIM  COIVIAIIEHWEM  MEXJIYy OTBETCTBEHHBIMH  CTOPOHAMH.
IIpou3BOACTBEHHBIE  IUIOMIAAKH  JODKHBI  MMETh  JIOKYMEHTaJIbHOE
MOJITBEPKIACHUE COOJIIOICHHSI COOTBETCTBYIONIUX CIENU(PHUUECKUX yCIOBUN
XPaHEHMsI U TPAHCIIOPTUPOBAHUS;
f) momxkHBI coOmomaThCcs TpeOOBaHUS MPOCICKUBAEMOCTH, HAUWHAS C
yupexJaeHus: mo 3a0opy/mpoBepKe TKaHEW A0 AOCTaBKU MOJIydaTeso U
BKJIIOYAsi MaTepUalIbl, HAXOAUBIIHNECA B KOHTAKTE C KJIIETKAMH WJIM TKaHIMU;
g) JOJKHO CYIIECTBOBAThH COrJIAIEHHE MEX]1y OTBETCTBEHHBIMU CTOPOHAMHU
(Hanmpumep, TPOU3BOAMUTENSAMH, YUYPEXKICHUSIMH TIO0 3a00py/mpoBepKe
TKaHeil, CIOHCOpaMu, AEP)KATENsIMU PErUCTPALMOHHBIX YIOCTOBEPEHUN),
KOTOpOE OTpeesieT cepbl OTBETCTBEHHOCTH KaXKI0M U3 CTOPOH (BKIIIOUYAs
yKa3aHUE OTBETCTBEHHBIX U Y TIOJJHOMOUYEHHBIX JIUIT).
37. B oTHOIIEHWH TeHHOW Tepamuu HEOOXOAUMO YUYHUTHIBATH CIIEAYIOIIE
TpeOOBaHUSL:
a) Uil TPOAYKLIMH, NPOU3BEAECHHOM € MCHOJIb30BAHUEM BHUPYCHBIX
BEKTOPOB, MCXOJHBIE MaTEpUAJIbl SBIIAIOTCS KOMIIOHEHTAMH, U3 KOTOPBIX
IIOJy4YE€H BHUPYCHBIM BEKTOpP, TO €CThb IJIABHBIM BHUPYCHBIM IIOCEBHOU
MaTepuag WM IUIa3MHUIbI, KOTOpPbBIE MCIONB3YIOTCS ISl TpaHC(hEKUUu
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MaKyIIMNUX KIETOK, U TJIABHOTO 0aHKa KJIETOK, UCIOJIb3yeMOT0 Il JTUHUU

MAaKyIOMMNX KIETOK;

b) s NOpoAYKIMM, TPOU3BEICHHOM C HCIOJb30BAaHHUEM IUJIa3MUI,

HEBUPYCHBIX BEKTOPOB " reHEeTUYCSCKHU MOIU(DUITIPOBAHHBIX

MUKPOOPTaHU3MOB, 3a HCKJIIOYCHHUEM BHUPYCOB U BHUPYCHBIX BEKTOPOB,

HUCXOAHBIMU MaTepuallaMu SIBJISIIOTCSI KOMIIOHEHTBI, HMCIIOJIb3yEMbIC IS

CO3JIaHUs KJICTOK-TIPOJYIICHTOB, TO €CTh IUIa3MHUJbI, OAKTEPUS-XO35IUH U

TJIaBHBIA 0aHK PEKOMOWHAHTHBIX MUKPOOPTaHU3MOB;

C) I TEHETHYECKH  MOAUQPHUIIMPOBAHHBIX  KJIETOK  HMCXOJIHBIMU

MaTepualiaMH SIBJISIFOTCSI KOMIIOHEHTBI, HCIOJIb3YEMbIE [JIsi TMOJy4YeHUSs

TCHETUYECKU MOIU(UIIUPOBAHHBIX KJIETOK, TO €CTh MCXOIAHBIC MAaTCPHUAIIBI

JUTS1 TPOU3BO/ICTBA BEKTOPOB, a TAKXKE KJIETKH YEJIOBEKA MU )KUBOTHBIX;

d) mpunnumel HacTosmux [IpaBui TPUMEHSIOTCS, HAYMHAS OT CHCTEMBI

0aHKa KJIETOK, UCIIOJIB3YEMOT0 JIJIsi TIPOU3BOJICTBA BEKTOPA MJIM TUTA3MM/IBI,

KOTOPBIE UCTOJIB3YIOTCA JIJISI IEPEHOCA T'EHOB.

38. Ilpu npOM3BOACTBEHHBIX IIpoOllecCaX, B KOTOPHIX YEIOBECUECKUE U
J)KUBOTHBIC KJIETKU HCHOJIB3YIOTCS B KayeCTBE NHUTAIOIIMX KIIETOK, JOJKEH
MPOBOJIUTHCA ~ COOTBETCTBYIOIIMM  KOHTPOJIb ~ MCTOYHUKOB,  HCIBITAHUM,
TPAHCIIOPTUPOBAHMUSI W XPaHEHMS JAHHBIX MaTepUajoB, BKJIIOYasi KOHTPOJb B
COOTBETCTBHH C TPeOOBAHUSIMHU 3aKOHOAATEIILCTBA.

CucreMa MOCEBHOM KYJAbTYPbI U 0aHKA KJIETOK

39. Jlng mpenoTBpallleHus HEXETATEIbHOTO M3MEHEHHSI CBOMCTB, KOTOPOE
MOKET MPOU30MTH BCJIEACTBHE MHOTOKPATHBIX MEPECEBOB WM OOJIBIIOTO 4YHCiIa
reHepalnuii, MPOU3BOACTBO OHOJIOTMYECKMX AaKTUBHBIX (hapMaleBTUYECKHX
CyOCTaHIIM{ W  JIEKapCTBEHHBIX IPErapaToB, IMOJyYaeMbIX U3  KYJIBTYp
MUKPOOPTraHU3MOB, KyJIbTYp KJIETOK HJIM Pa3MHOXKXEHHUEM B 3MOPHOHAX, TKAHAX U
OpraHax >KMBOTHBIX, JOJDKHO OBITh OCHOBAHO Ha CHCTEME TJIaBHOM M paboueil
BUPYCHBIX MMOCEBHBIX KYJbTYp W/ WK OAHKOB KJIETOK. Takasi cucTteMa MOXeET ObITh
HEITPUMEHUMOM KO BCEM THIAM BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX CPEICTB
(ATMP).

40. KomuuecTBo reHepanuil (yJIBOCHUM, MacCakeil) MeEXAY ITOCEBHOM
KyJIbTYpPOl MM OAHKOM KJIETOK M OMOJOTMYECKON aKTHMBHOW (hapMaleBTHUYECKOU
cyOcTaHUMEW M  JIGKapCTBEHHBIM MPENaparoM JOJDKHO COOTBETCTBOBATH
TpeOOBaHMSAM clieUM(PUKAIUA B PETUCTPAMOHHOM JIOChE€ WM TMPOTOKOJIE
KIIMHUYECKUX MCCIECIOBAHNMN.

41. Co3ngaHue CHUCTEM NOCEBHBIX KYJIbTYp U OaHKOB KJIETOK, BKJIIOYas
rJlaBHbIE U pabo4ure MOCEBHBIE KYJIbTYPhI, TODKHO SBIATHCS YACThIO YIPaBICHUS
KU3HEHHBIM LIUKJIOM MPOIYKLIHH U MPOBOJMUTHCS B COOTBETCTBYIOIIMX YCIOBHSIX.
[IpousBoAcTBEHHass cpeda JAOKHA HAXOOUThCA MOJ  COOTBETCTBYIOIIMM
KOHTpOJIEM JJisi oOecrieyeHus] 0€30MacHOCTH CUCTEM MOCEBHBIX KYJIbTYp U OAHKOB
KJIETOK, a TakXKe IepcoHajna, pabortaromero ¢ HUMH. IIpu co3maHuu MOCEBHBIX
KyJbTyp U OAaHKOB KIJIETOK HE JOIyCKAaeTCsl OJHOBpEMEHHas paboTa C IpyruMH
KUBBIMH WM WHOUIUPYIOUIMMH MaTeprajaMu (HallpuMep, BUPYCaMH, JTUHUAMU
WU IITaMMaMHU KJIETOK) B OJHOM M TOM € 30HE€ WJIM OJHOTO U TOrO Ke
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nepconana. JlomkHa ObITh JAOCTYNHA AOKYMEHTAIIMs, MMO3BOJISIONIAsl 00eCeunuTh
MIPOCJIE)KUBAEMOCTh CTAJIUM, MPEAUIECTBYIOIIMX TI'E€HEpPAlUWHU TJIABHOM IOCEBHOMU
KyJIbTYpPhl WJIH TJaBHOTO OaHKa KJIETOK, TJI€ MOTYT OBITh HMPUMEHEHBI TOJIBKO
npuHUOUNbl Hactoamux I[lpaBuwi. JlaHHasg JOKyMEHTauus JOJKHA BKJIKOYATh
UH(OPMAIIMI0O OTHOCUTEIHLHO KOMIIOHEHTOB, MCHOJB30BABIIMXCS BO BpeMs
pa3pabOTKU U BO3MOXKHO BIMSAIONIMX Ha 0€30MaCHOCTh MPOAYKIHMH (HAampUMeEp,
peareHTbl OMOJIOTMYECKOT0 MPOUCXOXKJIEHHUS), OT HAYaJbHOTO HCTOYHHUKA U [0
ITOJTyYEHHsI TEHHO-HHKEHEPHOTO IPOIYKTA, €CIIA PUMEHUMO.

42. ITocne hopmupoBaHUS TIIABHOTO U pabodero 6aHKOB KJIETOK M TJIABHOM U
pabouell MOCEBHBIX KYJIbTYpP JOJDKHBI COONIONATHCS MPOLEAYPHI MO KapaHTHHY U
pa3peleHUI0 K HCIONIB30BaHUIO. JOMKHBI OBITH MPOBEACHBI COOTBETCTBYIOIIEE
KBIM(HUKAMS W HWCIBITAaHWS B OTHOUIEHMM KOHTAaMHUHAaHTOB. VX panpHenmas
NPUTOAHOCTh BIOCJIEACTBUM JIOJDKHA OBITh MOATBEP)KIAEHA CTA0MIBHOCTBHIO
XapaKTEpUCTUK M KAa4eCTBOM MOCIEIYIOIINX CEPU MpoayKuuu. Jloka3aTeiabCTBO
CTaOMJIBHOCTU U BOCIPOM3BOJAMMOCTH TMOCEBHBIX KYJIbTYp WJIM OaHKOB KJIETOK
HeoOXoauMo  oopMIIsATE JOKyMeHTaldbHO. CojepkaHue 3amuced  JOJDKHO
MO3BOJIATH IPOBOAUTD OLIEHKY TEHACHIUN (TPEHIOB).

43. TloceBHble KyJabTYphl U OAHKH KJIETOK CIEIYET CO3JaBaTh, XPaHUTh U
UCIOJIb30BaTh TaKUM 00pa3oM, 4TOObI PUCK MX KOHTAMHHALIMU WU U3MEHEHUS
ObLJT MUHUMAJILHBIM (HaIIpUMeEp, XPaHUTh B T€PMETUYHBIX KOHTEHHEPaX B KUIKOM
azote). B ciyuyae XpaHeHUs pa3jM4YHBIX IOCEBHBIX KYJbTyp U OaHKOB KIJIETOK B
OJTHUX M TEX € 30HaX WU C UCIOJb30BAHUEM OIHOTO M TOTO k€ 000pYyAOBAHUS
JOJDKHBI  OBITh TMPHUHATHI MEpPhl 10 NPEJOTBPAILICHUIO TEPENyThIBAHUA U
NEPEKPECTHON KOHTAMUHAIIUU C YYETOM MH(EKIIMOHHON MPUPOJIbI MATEPUATIOB.

44. JlekapcTBEeHHbIE IIpeNapaTbl HA OCHOBE KJIETOK 3a4acTyl0 MPOU3BOIATCS
13 KJIIETOYHOTO 3aI1aca, MOJy4€HHOTO U3 OrPaHUYEHHOTO KOJIMYECTBA naccaxei. B
OTJIMYME OT JIBYXypPOBHEBOH CHUCTEMBbl TJaBHBIX M pabouux OaHKOB KIIETOK,
KOJIMYECTBO IPOM3BOJCTBEHHBIX I[MKIOB HAa OCHOBE KIETOYHOIO 3araca
OTPAaHWYEHO KOJIMYECTBOM QJIMKBOT, IIOJIYYEHHBIX IIOCI€ pOCTa, U HE
pacIpoCTpaHsaeTCs Ha BECh KM3HEHHBIW LUKII NpoayKuuu. IIporokos Bammpanuu
JIOJKEH YYUTHIBATh U3MEHEHUS KJIIETOYHOTO 3amaca.

45. EMKOCTH ISl XpaHEHUsS JTOJDKHBI ObITh F€PMETUYHO 3aKPBITHI U YETKO
MapKUpOBaHbl; HMX CIEAYET COAEpP)KaTb IPU COOTBETCTBYIOLLIEH TemIeparype.
Heobxoanmo BecTH TOKyMEHTaIbHBIM yueT XpaHsaumxcs eMkocrel. Temneparypy
XpaHEHUs CIENYET HENPEPBIBHO PETMCTPUPOBATh, 4 B YCTAHOBKAax C JKHJIKUM
a30TOM KOHTPOJHUPOBATh €ro ypoBeHb. OTKIOHEHHUS IMAPAMETPOB XPAHEHHS OT
YCTAaHOBJICHHBIX TMPEAEIIOB M JIOObIE NPEANPUHATHIE KOPPEKTUPYIOIIME U
NpeaynpexIarolme JeHCTBUS TOJKHBI ObITh OOPMIIEHBI TOKYMEHTAIBHO.

46. PexoMeHayeTCs pa3ensaTh 3amachl HA YaCTU M XPAHWUTh Pa3lIENIbHO BO
n30exxanne TModHOW  yTpaThl. KOHTpPOJIB  MECTOpPACMONOXKEHUS  JOJDKEH
o0ecrneurBaTh BHITIOJHEHHE YKA3aHHBIX BbIIIE TPEOOBaHUIA.

47. YcnoBus XpaHeHUs M 00pabOTKM 3amacoB JOJDKHBI OIpPEAesSThCS
COTJIACHO TEM K€ CaMbIM IIpoLenypaMm U napamerpam. [locne B3ATHs KOHTEUHEPOB
U3 XpaHWINIIA IOCEBHOW KYJbTYphl / OaHKa KJIETOK HE JOMYCKAaeTCs BO3BpAllaTh
MX B XpPaHWINILE TOBTOPHO.
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IIpyuHOUNBI padoTHI

48. Ilpu ynpaBieHUU W3MEHEHHUSIMU C YCTAHOBJICHHOW MNEPUOJMYHOCTHIO
JOJDKHBI ~ paccMaTpuBaThcsl  d(PQPEKThl, BKIOYas KyMYJIATUBHbIE 3()QeKThI
W3MCHEHUH (HampuMep, B TIPOM3BOACTBEHHBIX IMpoIleccax), BIUSIOMKE Ha
Ka4yecTBO, 6€30MacHOCTh U 3((HEKTUBHOCTH TOTOBOTO JICKAPCTBEHHOTO Tpernapara.

49. Kputudeckue oOIepalMoOHHbIC (TEXHOJIOTHYECKHE) WM JpYyrue
UCXOJIHbIC MapaMeTphl, BIMUSIONIME Ha KadeCcTBO JIEKAPCTBEHHOIO IIpernapara,
JOJDKHBI ~ OBITh  ONpENETICHBbl,  BAJIMAUPOBAHBI,  JIOKYMEHTUPOBaHbl U
MOJJIEP>KUBATHCSA B COOTBETCTBUU C YCTAHOBIICHHBIMU TPEOOBAHUSMU.

50. Crpaterus KOHTpPOJSI TIOCTYIUICHUSI ChIpbsi W MarepuaioB B
MPOU3BOJICTBEHHBIE 30HBI JOJKHA OCHOBBIBATHCS HA MPHUHIUIAX YIPABICHUS
pUcKamMH Ui KadecTBa. J[s acemTHYecKuX MpPOIECCOB TEPMOCTOMKHE ChIpbE U
MaTepHaIbl, TOMAIAIONINE B YUCTYIO WM YUCTYIO/U30JUPOBAHHYIO 30HY JTOJDKHBI,
110 BO3MOXXHOCTH, TIOCTYTIaTh B HUX Y€pe3 MPOXOAHON aBTOKJIAB WU CYX0XKapOBO
mkad. HerepmocToiikue ChpIpbe W MaTepHalbl TOJDKHBI BHOCHUTBCS depe3
BO3JAYIIIHbIC TIUIIO3bI C OJOKUPOBKOM JBEpeH, MOJBEprasch IMpoleaypam
adPexTUBHON caHUTapHON 00pabOTKU MOBEepXHOCTU. Pa3peraeTcs crepuinzanus
MIPEIMETOB M MAaTePHAIOB B JAPYTrOM MECTE MPH YCJIOBHH, YTO OHH COJACpPKAT
KOJIMYECTBO OOEPTOK, COOTBETCTBYIOIIUX YHCIY CTaJuid, HEOOXOJUMBIX JIJIs
MPOXOXKJIEHUS B YHCTYIO 30HY, U BHOCATCS B HEE uepe3 BO3AYIIHBIN ILII03 C
COOJIFOJICHEM COOTBETCTBYIOIIUX MEP MPEJOCTOPONKHOCTU MYTEM CAHUTAPHOM
00pabOTKH TOBEPXHOCTH.

51. JomxHBI OBITH TOATBEPKIECHBI POCTOBBIE CBOMCTBA MUTATEIILHBIX CPEL C
1EJIbI0 JOKA3aTeIbCTBA WX MPUTOJHOCTH JJIsi TIPEANoIaraéMoro MCIoiab30BaHUA.
[TuTaTenpHBIE CPebl JOJDKHBI IO BOBMOYKHOCTH CTEPUIN30BaThCs Ha Mecte. [Ipu
IUTAHOBOM  MOJaye Ta30B, TMUTATENbHBIX CpEl, KHCIOT WIH IIeJIoueH,
neHoracuTenei u T.4. K (pepMeHTepaM Mo BO3MOXKHOCTH CIIEAYET HCIOJIh30BaTh
CTEPWIN3YIOMHNE (PUIIBTPBI, BCTPOCHHBIC B IMHUHU TTOIAYH.

52. Jlob6aBneHne BEIIECTB WM KYJIbTYp B (hepMEHTEPHI U JIPYyTUe COCYIbI, a
Takke OoTOop mNpod0 H3 HUX HEOOXOJUMO TMPOBOJUTH B  TIIATEIBHO
KOHTPOJIUPYEMBIX YCIOBUSX IS MPEAOTBpaIeH!sT KOHTaMUHANWH. [Ipr BHECCHUH
no6aBok wiu  otbope mpod HEOOXOAMMO KOHTPOJIUPOBATh MPABHIHHOCTD
MOJICOEIMHEHUS COCY/I0B.

53. Ecim 310 HEoOX0mMMO, ClIeIyeT BECTH TIOCTOSIHHBIM KOHTPOJIb
HEKOTOPBIX TMPOU3BOACTBEHHBIX MPOIECCOB (Hampumep, (epMeHTaruu) ¢
BHECEHHEM pE3yJIbTaTOB KOHTPOJII B 3alHMCH [0 MPOM3BOACTBY cepuu. [lpu
MIPOM3BOJICTBE C UCIOJIb30BAHHEM METOJIa HEMPEPHIBHOTO KYJIHTUBHPOBAHUS
clieflyeT oOpaTUTh BHUMAHHUE Ha CTeMaIbHbIe TPeOOBaHMS K KOHTPOIIO KAa4eCTBa,
BO3HUKAIOIIUE B PE3YJIbTATe BHIOOPA TAKOTO MPOU3BOICTBEHHOTO METO/IA.

54. Tlpomeccel HEHTPU(GYTHPOBAHUS W CMEIIUBAHUS IPOJYKTOB MOTYT
NpUBECTH K OOPa30BAHHMIO adPO30JICH, MOITOMY BO H30EKaHUE TMEPEKPECTHOMN
KOHTaMHUHAIIMH 3TH TIPOIIECCHI CIETYET MPOBOANTH B U30JIMPOBAHHBIX 30HAX.

55. Ilpu cnyuyallHOW yTeuyke, B OCOOEHHOCTH >KHUBBIX MHUKPOOPTaHHU3MOB,
JIOJDKHBI OBITH TIPUHSATHI HEOTJIOKHBIE Mephbl Oe3omacHOCTH. sl KaKaoro Buaa
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WIA TPYIIBl MUKPOOPTaHW3MOB JOJDKHBI OBITh MPENyCMOTPEHBI CIEHUaTbHbIE
MEpONPUATHS IO JEeKOHTaMUHAUMKU. [Ipu mcrnonp30BaHUM pa3IMYHBIX IITAMMOB
OaKTepuil 0THOrO BUA WIM OYEHb IMOXO0KUX BUPYCOB ATa MPOLIEypa MOKET OBITh
BAJIUJIMPOBAHA B OTHOLICHUM TOJBKO OJHOTO W3 HHUX, €CIM y HHUX HET
CYLIECTBEHHBIX pAa3JIM4Uii B YCTOMYMBOCTU K COOTBETCTBYIOIIEMY areHTy
(areHTam) I IEKOHTAMUHALIMH.

56. Ecnu martepualibl, UCTOIB3YIOUIMECS AJIS MPOU3BOACTBA M KOHTPOJIA,
BKJIIOYasi OyMaXKHblE€ JOKYMEHTBI, SIBHO SBJSIOTCS KOHTAMHHHPOBAaHHBIMU,
HaIPUMEP MPOIUTHIMU KHJIKOCTSIMH, a3pO30JsIMUA WM MMOTEHIUAIBHO OIACHBIMU
MUKPOOPTraHU3MaMU, TO OHH JIOJDKHBI OBITH COOTBETCTBEHHO JI€3MH(HUIIMPOBAHHI,
win nHpopMalus J0HKHA TepelaBaThesl APYTUMH CIIOCOOaAMH.

57. llpy WHaKTHBAaMKA WM YJAJECHUA BHPYCOB B XOJ€ IPOM3BOJCTBA
HEOOXOMMO MPUHUMATH MEPHI MMPOTHUB MOBTOPHON KOHTaMUHAIIMK 00paboTaHHON
MPOJIYKIIUU CO CTOPOHBI HEOOPAOOTAHHON IPOTYKIUH.

58. Jlns mpOayKTOB, MHAKTUBUPYEMBIX IPU MOMOIIH 100aBIICHUSI PEarcHTOB
(Hampumep, MHUKpPOOPTaHU3Mbl B IIPOLIECCE IPOU3BOJCTBA BAaKIMH), IPOLECC
JIOJDKEH rapaHTUPOBATh MOJHYK WHAKTUBALMIO KUBBIX MUKpOOpranu3mos. Ilocie
THIATEJBHOIO CMEIIMBAHUS KYyJBTYPbl W WHAKTHUBUPYIOLIETO AareHTa JOJDKHBI
YUUTBIBaThCSI BCE KOHTAKTUPYIOIIKE C MPOAYKTOM MOBEPXHOCTH, PEObIBABIINE B
KOHTAaKT€ C KYJbTypOH.

59. IIpu npuUMEeHEHUH XpOMAaTOrpauYEeCKuX METOJIOB HUCIOIb3YIOT Pa3HbIE
BUJIbI 000py0oBaHus. [IpUHIMIBI yNpaBieHUs pPUCKAMU Jisi KA4ECTBa JIOJKHBI
coOoaTbCd TpH  pa3padOTKE CTpPAaTErMd KOHTPOJIA COPOEHTOB, KOPITYCOB
KOJIOHOK M Jpyroro o0OpyJOBaHUs MPU WX KCIOIB30BAHUU ISl IPOU3BOJACTBA B
peXUME KaMIaHWd WIA B TOMEIICHUSX i1 NPOU3BOJICTBA HECKOJIBKHX
JIEKapCTBEHHBIX IMpenaparoB. He pekoMeH1yeTcsl HCIOAb30BAHUE OJHUX U TEX e
COPOEHTOB Ha Pa3HbIX TEXHOJIOTMYECKUX cTaausax. CienyeT yCTaHOBUTh KPUTEPUU
IPUEMJIEMOCTH, YCJIOBHS pabOThl, METOJbl BOCCTAHOBIJICHHUS, CPOK CIYXObl U
METO/Ibl CTEPUIIN3ALNN WIH Je3UH(EKINN KOJIOHOK.

60. Jlnsg pmambHEHMIIMX HMHCTPYKIUH  OTHOCHTEIBHO  HCIIOJIB30BaHHS
o0Jy4eHHbIX 00OpyIOBaHMs M MaTepuanoB cM. [lpunoxkenue 12 HacTosIUX
IIpaBui.

61. [omxkHa cCylllecTBOBaTh CHUCTEMA, TapAaHTUPYIOMIAs IEJIOCTHOCTh U
TEePMETUYHOCTh KOHTEHHEPOB TMOCJIE€ MX HANOJHEHUs, U MPEeLyCMOTPEHbI
MPOLIEYPHI HA CIy4yail JI0O0BIX YTEUEK UM MPOCHIIAHUI/TIPOJIMBOB, B CIIy4Yae €CiH
OPOAYKT WM TPOMEKYTOUYHBIM MNPOAYKT NPEICTABISAIOT OCOObIA puck. [lns
ornepauuid MO PO3JIUBY M YIAKOBKE JOJDKHBI CYUIECTBOBAaTh MPOLEIYpPHI IO
COOJIIOJICHUIO  YCIIOBUHM, oOOecrneuuBarouMX  MNOAJEpKaHHE  NPOJAyKTa B
YCTaHOBJICHHBIX Mpefenax (Hanpumep, BpeMs W/ Ui TeMIepaTypa).

62. PaboTa ¢ koHTeiHepamu (ammysiamu, (prakoHaMH U Jp.), COACPKAITUMHU
OMOJOTUYECKUE areHThI, TODKHA MPOBOAUTHCS TaKUM 00pa3oM, YTOOBI M30eKaTh
KOHTaMHHALIMK JPYTUX JIEKAPCTBEHHBIX MPENApaToOB MM MPOHUKHOBEHMS KUBBIX
areHTOB B IIPOM3BOJICTBEHHYIO WM OKPYXarolyto cpeay. st IpuHIATHS peleHUs
OTHOCHUTEJIbHO YIPABJICHUS JaHHBIMU PHUCKAMHU JOJDKHBI OBITh HPHUHATHI BO
BHUMaHUE KU3HECTIOCOOHOCTh TAaKWX OpPraHU3MOB M UX OHoOJIOrHYecKas
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kiaccudukanys (Tpyria maToreHHOCTH ).

63. Cnenyer yaensTh 10JKHOE BHUMAaHHUE OATOTOBKE, I€YAaTH, XPAaHEHUIO U
HAHECEHMIO 3TUKETOK Ha YMAaKOBKY, B TOM YHCJIE HAHECEHUIO HA NEPBUYHYIO U
BTOPUYHYIO  YNAKOBKY  creuupuyeckod  uHpopMauumum A HAlUEHT-
crieUQHUUYECKUX TIpernaparoB (MPOMYKTOB) WM 00 WCIIOJNIL30BAaHUU METOJIOB
TEHETUYECKOM  MHXKeHepuu. B ciydae, ecim  BBICOKOTEXHOJIOTMYHBIE
aekapctBeHHble cpeactBa  (ATMP) npennazHaueHsl A ayTOJIOTMYHOTO
NPUMEHEHHUs, Ha ITUKETKE IOJDKHBI YKA3bIBaTbCS YHHMKAJIBHBIN WIACHTHU(PHUKATOD
NaIMeHTa U HAAMHUCh «TOJBKO JJISl ayTOJIOTMYHOTO IPUMEHEHHSD (@ €CITU BHEIIHSIS
yIIaKOBKa OTCYTCTBYET, TO TOTJa JaHHas MHGOpMaIus JODKHA YKa3bIBaTbCsS Ha
NEPBUYHON YIIAKOBKE).

64. B ciydyae WuCHONBb30BaHUS CBEPXHHU3KHX TEMIEPATYpP XpaHEHUs
YCTOMYMBOCTh MAapKHPOBKUA K HCIOJIB3yEeMbIM TeMIlepaTypaM JOJKHA OBITh
IIOJITBEPIK/ICHA.

65. Korna mHpopMamus 0 COCTOSIHUM 370pPOBbSl JOHOpa (YeIOBEKa WM
KUBOTHOI'0), HUMEIOUIasi 3HAu€Hue [UIsi KauyecTBa MPOAYKIUH, CTaHOBUTCA
JOCTYIHOM NOCTIE 3aKyNKH, 3TO I0JDKHO YUUTHIBATHCS B MPOLIEypax OT3bIBA.

KoHTpoJb kayecTBa
66. KonTponb B mpoliecce MPOU3BOJCTBA SIBISETCS 00Jie€ BaXKHBIM IS

obecrnieuyeHus CTaOMIIBHOCTHU KauecTBa OMOJIOTUYECKUX AKTUBHBIX
dbapmaneBTUYECKUX CyOCTaHIIMM M JICKAPCTBEHHBIX MPENapaTroB, YeM ISl IPYTUX
JEKApPCTBEHHBIX  MpenaparoB.  MEXONEpalMOHHbIM ~ KOHTPOJb  JOJIKEH

OCYULIECTBIIATHCS Ha COOTBETCTBYIOLIUX CTAIUAX IMPOU3BOJICTBA C LEIBI0 KOHTPOJIS
YCIIOBUM, SBJISIONINXCS BOXKHBIMU JIsI KAYECTBA TOTOBOTO MPOAYKTA.

67. B ciaydasx, Korma NMPOMEXKYTOYHBIE TPOIYKTHI MOTYT XPaHUTHCSA Ha
NPOTSKEHUU JUTUTENIBHOTO BPEMEHU (JHM, HEIENW WM JAOJBIIE), TOJKHA OBITh
paccCMOTpEHa BO3MOKHOCTh BKJIIOUEHHS B TEKYUIYI0 IPOrpamMMmy HCIbITaHUS
CTaOMJIBHOCTH  CE€pUil TOTOBOM MPOAYKIMU, KOTOpbIE TMPOU3BEACHBI U3
POMEKYTOUHBIX MPOAYKTOB C MaKCHUMAJIbHBIM IEPUOJOM XpPaHEHUsl B Ipoliecce
IPOU3BOJICTBA.

68. Jlns omnpeneneHHbIX TUIOB KIETOK (HampuMep, ayTOJOTWYHBIE KIIETKH,
UCIIOJIB3YEMBIE B IIPOM3BOJCTBE BBICOKOTEXHOJOTHUYHBIX JIEKAPCTBEHHBIX CPEJICTB
(ATMP)), koTopble MOTYT OBITH JIOCTYIHBIMH B OTPAHUYECHHBIX KOJUYECTBAX M
€CJIM 3TO JIOIYCKAETCS PErMCTPALMOHHBIM JOChE, NPOBEIECHHUE HCIBITAHUA U
MOPSIIOK  XPAaHEHHs] KOHTPOJIbHBIX OOpa3loB MOTYT ObITh HU3MEHEHBI, YTO
oopmiseTcss JOKYMEHTAJIBHO.

69. [Ins1 KIETOYHBIX BHICOKOTEXHOJOTUYHBIX JIEKAPCTBEHHBIX CPENICTB TECTHI
Ha CTEPUJIBHOCTH JOJDKHBI TMPOBOJIUTHCA HA KYJbTypaxX KIETOK WM OaHKax
KJIETOK, CBOOOAHBIX OT AaHTUOMOTUKOB, JUIsl TMOJY4YEHHUs J0Ka3aTeIbCTBa
OTCYTCTBUS KOHTAMUHALIUM OaKTEepUsIMU M IrpuOaMu, a TaKXKe ISl BO3MOXKHOCTH
OOHapy>KeHHUsI OpraHU3MOB, TpeOyIoIunX cCHenuanbHbIX YCIIOBUM
KYJbTUBUPOBAHUS (€CITU TPUMEHHUMO).

70. CooTBeTCTBYIONIAA CTPATETUSI KOHTPOJIA JOJHKHA OCYIIECTBIATHCS IS
MPOU3BOJICTBA OUOJOTUYECKUX JIEKAPCTBEHHBIX MPENAPATOB ¢ KOPOTKUM CPOKOM
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TOJHOCTH, OIpeesisieMbIM B HacTosieM [IpunoxeHun kak cpok 10 14 nuei, ais
KOTOPBIX TpeOyeTCs BBIYCK CEpUU €IIe JO OKOHYAHUS MPOBEACHMS WCIIBITAaHUN
KauecTBa BCEM MapTUM TOTOBOM MPOAYKIMH (HAmpuMmep, HUCCIeAOBaHUE
cTepuwibHOCTH). Takoll KOHTPOJL JOJKEH OBbITh OCHOBaH Ha TIIyOOKOM
MOHUMAHUU CBOMCTB JIEKaPCTBEHHOTO MpernapaTa U Mpou3BOACTBEHHOIO MpoIecca
U JIOJDKEeH MPUHUMAaTh BO BHHMAaHUE KOHTPOJb U XapaKTepHbIE CBONCTBA
UCXOJIHBIX CBhIpbsi M MarepuaioB. HeoOXoauMo HaiMuuMe 4YETKOTO M IOJIHOTO
OMHCaHUs BCEH MPOLENYpbl BBIMTYCKA, BKIIOYAIOMIETO0 OOS3aHHOCTU OTICIIbHBIX
pabOTHUKOB, BOBJICYCHHBIX B OLEHKY MPOU3BOJCTBEHHBIX M aHATUTHYECKHUX
naHHbIX. JlomkHA MPOBOIUTHCS HEMpephIBHAS OlleHKAa 3((EKTUBHOCTH CHUCTEMBI
o0OecrieueHrs KadyecTBa, BKIIOYAasi BEICHHUE 3allMCel, MO3BOJSIOUINX OICHUBAThH
TeHAeHIUU (TpeHAbl). JIoMmKHBI OBITh NMPEAYCMOTPEHBI aNbTEPHATHUBHBIC METOIbI
(Hampumep, OBICTpBIC MUKPOOHOJIOTUYECKUE METO/TBI) TOJTyYeHUS
COOTBETCTBYIOIIUX PE3YJIbTATOB, MO3BOJSIONIUX MPOBOJUTH IPEIBAPUTEIHLHOE
HOJITBEP>KJICHUE COOTBETCTBHSI CEpUH B CIIydasX, €CIIM HEBO3MOXXHO IPOBECTH
UCIBITAaHUSI TOTOBOTO JIEKAPCTBEHHOI'O Ipenapara H3-3a €ro KOPOTKOro CpoKa
rogHoctu. Ilponeaypa moAaTBEpKAEHHUS] COOTBETCTBHUSI U BBIIYCKAa CEPUU MOKET
IPOBOAUTHCA ITyTEM JBYX U OoJiee CTaui:

a)OLICHKa OTBETCTBEHHBIM(-bIMHU) JIMIIOM(-aMH) 3amuced, Kacarolmxcs

npouecca  MNPOU3BOJACTBA  CEPUM, M PE3yJbTaTOB  MOHMTOPUHIA

MPOM3BOJCTBEHHOW Cpefapl (ecld MPUMEHHUMO), KOTOPBIE  JTOJDKHBI

OXBaThIBaTh YCJIOBHS TPOU3BOJCTBA, BCE OTKJIOHEHHS OT CTaHAAPTHBIX

IPOLEAYp M CYIIECTBYIONINE aHAIUTUICCKUE PE3yIbTaThl ISl IEPBUIHOTO

pas3peleHus Ceprur MPOAYKTa K BBITYCKY Y TOJHOMOYEHHBIM JIMIIOM;

b) oueHka YNOJIHOMOYEHHBIM JIMIIOM PE3YJbTaTOB OKOHYATEIbHBIX

AQHAIMTUYECKUX HWCIBITAHUM W JIpyrol JoCTynmHOW MHGOpMALMU AJis

3aKJIFOYUTEIBHOTO TIOATBEPXKICHHUS COOTBETCTBUS CEPUM YCTAaHOBJIEHHBIM

TpeOOBaHUSM.

JlomkHa OBITH MPELyCMOTpPEHa MpOoLEAypa, ONUCHIBAIOIIAsi HEOOXOAUMbIE
MepornpuaTus (BKJIIOYasi B3aUMOJICHCTBHE C MEIUIMHCKUMU DPaOOTHUKAMH), B
clly4ae TIOJIYyYCHHUS PE3YJbTaTOB MCHBITAHWM, BBIXOASIIMX 34 TPAHUIIBI
cneuudukanuii. Takue ciyyan IOJDKHBI pacclefoBaTbCs B IMOJIHOM 00BEME,
COOTBETCTBYIOILIME  KOPPEKTUPYIOIIME U  MpEeaynpekiarolue  JeWCTBUSA,
HanpaBlIEHHbIC HA TPEJOTBPAICHHE BO3MOXXHOCTH TOBTOPEHHUS TAKUX CIydacs,
JIOJKHBI PETUCTPUPOBATHCS JOKYMEHTAIBHO.

YACTDBH B. CIIEHUAJIBHOE PYKOBOICTBO 110
OTAEJIBHBIM TUIIAM ITPOAYKIINU

Bl. JlekapcTBeHHbIE MPeNapaThl ;)KUBOTHOIO MPOMCXO0KICHMSE

DT0  pPYKOBOJACTBO  MNpPUMEHSETCs K  MarepuajaM  KUBOTHOTO
OPOUCXOXKACHUSA, B TOM 4YHCJIe K MaTepuajaM, IOJYyYeHHBIM M3 TaKuX
YUpPEXKIEHUN, Kak CKOTOOOWHHU. [lockonbKy Ienu mOCTaBOK MOTYT OBbITh
OOIIMPHBIMU W  CJIOKHBIMH, JOJDKHBI TPHUMEHSATHCS CPEICTBA KOHTPOJIA,
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OCHOBaHHbIE HA NPUHIUIIAX YMNPABICHUS PUCKaMHM g KadectBa. [Ipu sTom
HEO0OXOJUMO YYUTHIBaTh (hapMakomelHble TpeOOBaHMs, BKIOYas IMPOBEICHUE
COOTBETCTBYIOIIUX HCIBITAHUNM Ha OMNpeJeleHHBIX cTaausxX. JoikHa BeCTUCH
COOTBETCTBYIOIIAs JOKYMEHTAIUsl, 0O0ecreurBaroias NpociaeKUBaeMOCTh IIETH
MOCTAaBOK C YETKUM YKa3aHMEM pOJIM KaXJIOro YYacTHHMKA IIeMHU TOCTaBOK,
BKJIIOYAs, KaK MPaBUIIO, TOCTATOYHO MOAPOOHOE OMKCAHUE CXEMbI TOCTABOK.

1. HeoOxonuMo Hanmuyue mporpaMM MOHUTOPHMHIA OMACHBIX JJIsi YeJIOBEKa
OoJie3HEH KUBOTHBIX (BETEpUHApPHOE OCBUJETENbCTBOBaHUE). [lpu oneHke
(bakTOpoB pHCKa JOKHBI OBITh TPHUHATHL BO BHHMAaHHE COOOIICHUS
3aCITy’)KMBAIOIMX JIOBEpPUE HCTOYHHKOB OTHOCHUTEIBHO PACIPOCTPAHEHHOCTH
3a00NeBaHUsl Ha TeppuTOpuM TrocyaapctBa. OnHON U3 OpraHu3alui,
OCYULIECTBIISIIOIEA MOHUTOPUHT 3a00JI€BAEMOCTH >KHUBOTHBIX B MHpE, SIBIIAETCS
MexnyHapoaHoe 3nu3o0Tudeckoe 0ropo. CooOIIeHns T0MKHBI COMPOBOXKAATHCA
uH(popMalnmeil 0 MpoBEpKE COCTOSHUS 370POBbS >KMBOTHBIX W IIporpamme(ax)
KOHTPOJII Ha TOCYJIapCTBEHHOM M MECTHOM YypoBHsAX. llocienHee BkirodaeT B
ce0si MEpOIPUATUSI KOHTPOJISI UCTOYHUKOB (Harmpumep, pepMbl WU 3arOHbI JIJIs
CKOTa), M3 KOTOPBIX TIOJy4EHbl JKMBOTHBIC, M KOHTPOJIb BO BpeMs
TPAHCIIOPTUPOBAHUS KUBOTHBIX HA CKOTOOOMHIO.

2. CkOoTOOOMHHU JTOJKHBI COOTBETCTBOBATH TPEOOBAHUSAM 3aKOHOATEIHCTBA
IIPU KCIOJb30BAHUHM MX B KAYECTBE IMOCTABIIMKOB TKAHEH YKMUBOTHBIX. [[OJKHBI
ObITh ~ TPUHATHL BO  BHUMAHWE  OTYETHl  YIOJHOMOYEHHBIX  OPraHOB,
noATBEpkKAaIoNIne coOM0IeHIE TPEOOBAHUM O€30MaCHOCTH U Ka4eCTBAa KOPMOB, U
COOTBETCTBHE 3aKOHOAATENIbCTBY OTHOCHUTEJIBHO JKUBOTHBIX W  PAacTEHHM
rocyaapcTB-uieHoB Coro3a U APYruX CTPaH, U3 KOTOPBIX ChIPhE IKCIIOPTUPYETCS
Ha TEPPUTOPUIO TocyaapcTB-uwieHoB Coro3a.

3. MeponpusaTusi 0 KOHTPOJIIO MCXOJHBIX CBhIPbsi U MAaTEPUAJIOB B TaKUX
OpraHu3alusX, Kak CKOTOOOWHH, TOJDKHBI BKIIIOYATh OMPENEICHHBIC SJIEMEHTHI
CUCTEMBI YIIPaBJICHUSI Kaue€CTBOM JIJIsl 00ECIIEUEHUS YIOBIETBOPUTEIBHOTO YPOBHSI
poecCHOHaNBbHON TMOATOTOBKM TE€PCOHANA, IMPOCIEKUBAEMOCTH MaTEPUAIIOB,
KOHTPOJII Y  CTa0WiIbHOCTU. MoOryT OBITh HCHOJB30BaHBI  MEPHI, HE
IPEyCMOTPEHHBIE 3aKOHOJATEILCTBOM IPU YCIOBHUH, YTO OHU OOECIIEUMBAIOT
COOTBETCTBYIOIIUN YPOBEHb KOHTPOJIA.

4. JIomkHBI OBITH MPETYCMOTPEHBI MEPOMPUSATHS MO KOHTPOJIIO MCXOIHBIX
MaTepuaioB WU CbIpbs, OOECIEUMBAIONIME MPEIOTBPAILICHHE BMEIIATENbCTB,
BIIUSIOIIMX HAa KAYECTBO MaTEPHUAIIOB, UJIU, IO MEHBUIEH Mepe, IPEI0CTaBIISAIONINE
nHpOpMaIMI0 0 MPOBEACHUU TAaKUX MEPONPUSITUN MPU MPOJBUKEHUU UCXOTHBIX
MaTepHUaioB WK ChIPbs MO MPOU3BOJICTBEHHOM LIEMOYKE WM LEMOYKE MOCTaBKH.
JlaHHBIE MEpONPHUATHS JOJKHBI TPOBOAUTHCS B OTHOIICHHH TEPEMEIICHUS
MaTepuaioB OT MECT NEPBUYHOrO cOOpa, MPOBEICHUS YACTUYHONM M TMOJHOM
OYHCTKA JO MECT XPAaHEHUs, HAKOIUICHUS, pPa3MEIICHUS W HaXO0XICHUS Yy
nocpetHUKkoB. ClieyeT BECTH JETAlIbHYK) PETMCTPALMI  MPOBEICHHBIX
MEpOTPUSTHI B paMKaxX CHUCTEMBbI, OOECIEUMBAIOIIEH MPOCICKHUBAEMOCTh
MPOJYKIIUK, BKJIIOYAs PETUCTPAIUIO JIFOOBIX HApPYIICHWH, CBS3aHHBIX C HUMH
paccie0BaHuil U IPUHSTHIX MEp.

5. JIOJKHBI TIPOBOJMTHCS MOCTOSIHHBIE ayJIUThl MOCTABIIMKOB HCXOJHOTO
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CBIpbS W MAaTEpPHAJIOB, MOATBEPXKIAONINE COOJOIeHNEe TPEOOBAHUI KOHTPOJIS
MaTepuasioB Ha Pa3HbIX CTAUAX MPOU3BOACTBA. B HaMM4MM M0JDKHA OBITH MOJTHAS
JOKYMEHTAIlUsA O  pPacCleloBaHUSX  IMPOUCIIECTBUH,  IMPOBEICHHBIX  C
TIIATEJIBHOCTbIO, COOTBETCTBYIOIIEH 3HAYMMOCTH MPOUCIIECTBUU. JlOJDKHBI
CYIIECTBOBAaTh  CHUCTEMBI, oOOecleuuBaromue ImpoBeAcHue  APHEKTUBHBIX
KOPPEKTUPYIOIIUX U MPEIYIPEKIAIOMINX TCUCTBHIA.

6. Kierku, TKaHM U OpraHbl, HCIOJb3yEMbIC IS IPOU3BOACTBA
KCEHOTEHHBIX KJIETOUHBIX JIEKAPCTBEHHBIX MPENapaToB, JOJKHBI ObITH MOTYyYEHbI
VCKJIFOUUTEIBHO OT )KMBOTHBIX, KOTOPBIE COJAEPHKATCS B HEBOJIE U30JUPOBAHHO OT
JPYTUX KUBOTHBIX U BBIPAIIEHBI CIIEIUATIBHO IS 3TUX 1enerd. Hu B koeM ciaydae
HE JOMYCKAETCSA UCIOJIb30BAHUE KJIETOK, TKAHEW U OPraHOB JUKUX KUBOTHBIX WU
KUBOTHBIX CO CKOTOOOEH. Takke HE JOMyCKaeTcs WCIOJb30BaHUE TKaHEH
YKUBOTHBIX-OCHOBATEIEH (KMBOTHBIA OpraHU3M, HECYIIUN YY>KEPOJHBIM TEH).
Cnenyer BecTH HaOMOJACHUE M JOKYMEHTAIIMIO OTHOCUTEIBHO COCTOSIHHS
310POBbS ’KUBOTHBIX.

7. Ilpu KCEeHOTeHHOM KIETOYHOH Tepamuu JOJDKHBI — COOIOIAThCS
COOTBETCTBYIOIINE PEKOMEHJAIMA OTHOCUTEIBLHO ITOCTABKU U UCIIBITAHUM KIIETOK
KUBOTHBIX. TpeOoBaHUsS OTHOCUTEIIBHO KCEHOTCHHBIX JIEKAPCTBEHHBIX IPEIapaToB
MPEeAYyCMATPUBAIOTCS COOTBETCTBYIOIIUMU HOPMATUBHBIMU ITPABOBBIMU AKTaAMH.

B2. JlekapcTBeHHbIE NMPeNapaThl aJUIEPreHoB

Martepuansl MOryT OBITh NIPOU3BENEHBI IYTEM  U3BJICUEHHUS U3
€CTECTBEHHBIX UCTOYHUKOB WJIM C UCIOJIb30BAHUEM TEXHOJOTHMHU PEKOMOMHAHTHOM
JIHK:

1. Jlns rapaHTUH COOTBETCTBUS MOCTaBKU MCXOJHBIX MaTepUaOB JOJHKHO
CYIIECTBOBATh MX OINKCAaHWE, BKIIOYAIOINIEe HEOOXOIMMBIC AETalli, HaIpumep,
OOIIETIPUHATOE W HAydyHOE Ha3BaHWE, NPOUCXOXKICHUE, NPUPOJA, MPEICIIbI
CoJep)KaHusl KOHTAMMHAHTOB, METOJA 3abopa Takux wmaTepuaioB. JKUBOTHbBIE
MaTepuajbl JOJHKHBI OBITh TMONYyYEHBI OT 3J0POBBIX >KMBOTHBIX. [ KOnOHUI
(Hampumep, KIemel, XUBOTHBIX), KOTOPBIE HCIOJB3YIOTCS ISl AKCTPAKIHH
aJIJIEpPreHoB, JOJDKHA CYIIECTBOBaTh COOTBETCTBYIOIIAsl CHCTEMa KOHTPOJIS,
oOecreynBaroiasl OMOJOTHUYECKyl0 Oe30macHOCTh. JleKkapcTBEHHBbIE MpenapaThl
alJIepreHOB  JIOJDKHBI ~ XPAHUThCSI B COOTBETCTBYIOUIMX  YCJIOBHSX,
o0ecneunBaroIIUX UX Ka4yecTBO.

2. Craguy TEXHOJOTMYECKOIo MpoIlecca, BKIIOYAIOIINE MPEIBAPUTEIbHYIO
00paboTKy, OKCTpaKLMiO, (QUIbTpaluio, AHaIN3, KOHICHTPUPOBAHUE WIIU
AMO(UIU3AIMIO, TOJDKHBI ObITh JETAIbHO OMMCAHbI U BaJIUIUPOBAHBI.

3. Ilpomeccsl MoauduKanMHM, MCHOIb3yEMble ISl  MPOU3BOJICTBA
MOJU(UIIMPOBAHHBIX ~ OKCTPAKTOB  aJUIGPTCHOB  (HAmpuMep, aUIEpProHJIOB,
KOHBIOTATOB), MOJKHBI OBITH ONHUCAaHBI B COOTBETCTBYIOIICH TOKyMEHTAIIWH.
[TpoMexyTOoUHbIE TPOAYKTHI B TEXHOJOTUYECKOM TIPOIECCE JOKHBI OBITH
UACHTU(DUIIMPOBAHBI M POKOHTPOJIUPOBAHBI.

4. Cmecu DKCTPAKTOB aJJIEPr€HOB JOJKHBI OBITH MPUTOTOBJIEHBI U3
OTJENBHBIX OJKCTPAKTOB MCXOJHBIX MAaTEpPHAIOB, MOJYyYEHHBIX W3 OJHOTO
ucTtouyHnka. Kaxaplii OTHENbHBIA HKCTPAKT JODKEH OBITh OMPEIEeNeH Kak
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OTIIeTbHAS aKTHBHAS (hapMalleBTUIeCKasi CyOCTaHITH.

B3. JlekapcTBeHHBIE IPENapaTbl MMMYHHBIX CbIBOPOTOK

JKHBOTHBIX

1. Ocoboe BHHUMaHHME JOJDKHO YACNIATHCS KOHTPOJIO AHTUTECHOB
OMOJIOTUYECKOTO TMPOUCXOKACHUS I TapaHTUH WX KadecTBa, MOCTOSHCTBA M
OTCYTCTBUS TMOOOYHBIX areHToB. [loAroTOBKAa MaTepuaioB, MCHOIB3YEMBIX IS
WMMYHU3AIAN KUBOTHBIX (HAIpUMeEp, HCIIOIh30BAHNE/BBEACHUE AHTUTCHOB,
ranTeH-HOCUTENIEH, aTbIOBAHTOB, CTAOMIM3UPYIONINX areHTOB), M XpPaHEHNE TaKHX
MaTepHaIOB HEMOCPEICTBEHHO TMepe]] MMMYHHU3AIUEH TOJDKHO MPOU3BOIUTHCS B
COOTBETCTBHH C IOKYMEHTAIHHO 0()OPMIICHHBIMU TTPOIICTyPAMH.

2. Ilpouenypsl MMMYHHU3AIMH, HCCIEIOBaHUS KpOBU U 3abopa KpOBH
JTOJKHBI IPOBOJIMTHCSI B COOTBETCTBHUH C PETHCTPALIMOHHBIM JI0CKE.

3. YcnoBust mpou3BOICTBA JIEKAPCTBEHHBIX MPENapaToB U3 cy0-(hparMeHToB
aHTUTENI (HampuMep, YJYacTKH CBs3bIBaHHMs aHTHreHa Fab u F(ab’),) m mroObie
nanbHemme MoauduKayu JOJKHBI COOTBETCTBOBATH BaJIMJAMPOBAHHBIM U
YTBEPXKJICHHBIM  MapameTrpaM. Eciu  ¢depMeHThl, HCHOJb3yeMble  TMpU
MIPOU3BOJICTBE, COCTOST U3 HECKOJIBKUX KOMIIOHEHTOB, JJOJKHA OBITH oOecrieueHa
WX CTaOMJIBHOCT.

B4. Bakumubl

1. Tlpu uCnoNb30BaHUM IMOPHUOHOB MTHI], JOJKHO OBITH OOECIEeUYeHO
3I0POBBE BCEX CTai, UCMOJB3YyEMBIX JIJISI UX MOJy4YeHHs (U1 cTai, CBOOOIHBIX
OT ceur(pUUECKUX MATOTCHOB, U IS 3I0POBBIX CTai).

2. JlomxkHa NPOBOAWTHCS BadUJAUMs ILEJOCTHOCTH KOHTEHUHEPOB,
UCIIOJB3YEMBIX JIJIS XpaHEHUS MPOMEXKYTOUYHBIX MPOAYKTOB, W BPEMEHU HUX
XpaHEeHUs.

3. B 30Hax, coaepkammx >KHWBbIE OMOJOTMUECKHWE areHThI, 3ampeliaeTcs
OTKpPBIBAHHUE COCYAOB, COJEpXKAIIUX HWHAKTUBUPOBAHHBIC JICKAPCTBEHHBIE
npenaparsl, 1 0TOOp Npod U3 HUX.

4. TlocnemoBaredbHOCTh  MPUOABICHHUS  AKTUBHBIX  KOMIIOHEHTOB,
agblOBAaHTOB M BCIIOMOTAaTEJIbHBIX BEIIECTB B MPOLECCE IMPOU3BOJCTBA
MPOMEXKYTOYHOTO  WJIM TOTOBOTO  MPOAYKTa  JOJKHA  COOTBETCTBOBAaTh
TE€XHOJIOTUYECKUM UHCTPYKLHSIM.

5. B cnywae wucnosib30BaHUS IS MPOU3BOACTBA WM HCHBITAHUI
MUKpPOOPTaHU3MOB, KOTOPBIM TPHUCBOCH BBICIIUNA YPOBEHb OHOJOTHYECKOMN
OMacHOCTH (HampuMep, MaHAEMUYECKHE IITaMMBbl) JOJDKHBI OBITH OOECIeuYeHbI
HEOOXOUMbIE Mephl H30JSIUU. JlOMKHO OBITh TOJYYEHO JIOKYMEHTaJIhHOE
MOATBEPKACHUE pa3pelieHUusT Ha TMPOBEACHUE YIOMSHYTBIX MEpPOIPHUITHI OT
COOTBETCTBYIOIETO(HX) YIOJHOMOYEHHOTO(bIX) opraHa(oB). JanHas
JIOKYMEHTAITUs JJOJDKHA ObITh B HAIMYUU U JIOCTYITHA ISl IPOBEPKHU.

BS. PexoMOMHAHTHBIE POAYKTHI
1. JIns obecrnedeHuss MOCTOSHCTBA CBOMCTB JICKAPCTBEHHOTO Ipemnapara,
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COZIEpIKAILIET0 JAOIYCTHUMbIE NPHUMECH B OIPEACICHHOM JHAaIa30He, JOJDKHBI
COOJIIOAThCS BAIMUPOBAHHBIE YCIOBHS TEXHOJIOTHYECKUX MPOLECCOB NPU POCTE
KJIETOK, JKCIpeccuu Oeska U ouucTke. [[ng obecriedeHus: OTCYTCTBUSI BUPYCHOM
KOHTaMHMHALIMM B OIPEIEICHHBIX TUIAX KIIETOK, UCIOJIb3YEMBIX B IPOM3BOJICTBE,
MOTYT MOTPEOOBATBHCS JIOMOIHUTENIbHBIE Mephl. Il JIEKapCTBEHHBIX NpPENapaTos,
IPOU3BOJICTBO KOTOPBIX IPEIyCMaTpUBAaET MHOTOKpAaTHbIE COOpbI KIETOK IpU
KyJIbTUBUPOBAaHUU, €0  IPOJODKUTEIBHOCTb  JIOJDKHA ~ HAXOIWUTHCS B
YTBEPKICHHBIX Mpeaenax.

2. Ilpoueccbl OYUCTKH OT HEXKENATEIbHBIX OEJIKOB XO3SMHA-IIPOIYLIEHTA,
HYKJIEMHOBBIX KHCJIOT, YIJIEBOJOB, BUPYCOB M JPYIMX IIPUMECEH JOJKHBI
IIPOBOAMUTHCS B PAMKAX ONPENEIICHHBIX BAJIMINPOBAHHBIX IIPEACIIOB.

B6. JlekapcrBeHHbIE NpenapaTbl MOHOKJIOHAJIBHBIX AHTHTEJI

1. MOHOKIJIOHAJILHBIC aHTUTENA MOTYT OBITh MPOU3BEICHBI U3 MBIIIMHBIX WU
YEJIOBEYCCKUX THOPUIOM WIIM C TOMOIIBIO TeXHoJoruil pexomOuHanTHO# JITHK.
Jlnst obecrieueHnst OE30MACHOCTH M Ka4eCTBa JICKAPCTBECHHOTO TperapaTa JOJKHBI
HPOBOJIUTHCS] COOTBETCTBYIOIIUE MEPOIPHSTUSI KOHTPOJISI B OTHOIICHHU UCXOHBIX
KIETOK (B TOM WYHCIE, MHUTAIOIIUX KJICTOK, B ClIydyae WX HCIOJIB30BaHUS) U
VCXOJIHBIX MATEPHUAJIOB, MCIOJIb3YEMBbIX JUIS CO3aHUSI THOPUIOMBI/JIMHUH KJIETOK.
CreyeT  YIAOCTOBEPHUTBHCS, 4YTO  JAHHBIC  MEPONPHATHS  MPOBOAATCS B
yTBEPXKICHHBIX Tpenenax. Ocoboe BHUMAHHUE CIEHyeT YACSITh M0Ka3aTeIbCTBY
OTCYTCTBHSI BHPYCOB B JIGKapCTBEHHOM mpemapate. J[is moka3arenncTBa
IPUTOJHOCTH JICKAPCTBEHHBIX MPEMapaToB, MPOM3BEICHHBIX HA OJHOW M TOM XKe
TEXHOJIOTHYECKOM OCHOBE, BO3MOYKHO HCIIOJb30BAHHUE TAHHBIX, MMOJYYCHHBIX MPU
UCIIBITAHUHU OJTHOTO U3 HUX.

2. JlomkHa OBITh TIPOBEJCHA TMPOBEpPKA TOTO, YTO KPUTCPUH Ha
NPOMEXKYTOYHBIX W  KOHCYHOW CTaJuM  MNPOHM3BOACTBEHHOTO  Ipoliecca
KOHTPOJIUPYIOTCS M HAXOIATCS B YTBEPXKIICHHBIX MpeJIeiax.

3. Ilpou3BOACTBEHHBIC YCIIOBHS JUIS IMPHUTOTOBICHUS CYO-(pparMeHTOB
antuten (Hampumep, Fab, F(ab’),, SCFv) u mo0bix apyrux wmoauduxamnuii
(HanpuMep, BBEJICHHS PAJUOAKTUBHBIX METOK, KOHBIOTAIlMH, XHMHUYECKOTO
CBSI3BIBAHMSI) JIOJDKHBI COOTBETCTBOBATh BAJIMIMPOBAHHBIM MTApaMETPaM.

B7. JlekapcrBeHHbIE IPenaparbl TPAHCTeHHbIX dKMBOTHBIX

OOecrieyeHre ITOCTOSHCTBA HCXOJHOro mMarcpuajia, IIOJYYCHHOIo u3
TPAaHCITCHHOI'O HMCTOYHHKA, ABJACTCA OoJiee HpO6J’I€MaTI/I‘IHBIM, 4yeM IIpH
HUCITOJIB30BAaHUU CTaHAAPTHBIX HCTPAHCI'CHHBIX OMOTEXHOJIOTHYECKUX
HCTOYHHUKOB. CJ'IGI[OBaTeJII)HO, JOJIKHBI CO6J’IIOI[EITBC$I IIOBBIINIICHHBIC Tpe6OBaHI/IH
JJI1 J0Ka3aTCJIbCTBA IMTOCTOAHCTBA BCEX CBOMCTB JICKAPpCTBCHHOI'O IIpfCIlapara OT
CEpUHU K CEpUHU.

1. Inst mpou3BoACTBAa OMOJIOTHYECKUX JIEKAPCTBEHHBIX IMPENapaToB MOTYT
HCIIOJIB30BATHCA PA3JIMYHBIC BUJIbI ) KUBOTHBIX, B TOM HHCJIC MOT'YT IIPOBOANUTLCSA
3a00p ¥ OYMCTKA OMOJOTHYECKUX KHAKOCTEeH (Hampumep, Mosioka). JKUBOTHBIE
AOJDKHBI HMMCTb UYCTKYI0O W YHHUKAJIIBHYIO MApKHPOBKY, MW JOJIKHBI OBITH

NpPEeayCMOTPEHbl  OyONupyIoIMe Mepbl Ha Cciaydail yTpaTbl M[EPBUYHOIO
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UACHTUDUITIPYIOIIETO MapKepa.

2. YcioBus COAEp)KaHUSI M yXOJa 3a >KMBOTHBIMH JOJDKHBI 00€CIIeuYnBaTh
HAaUMCHBIINKA BO3MOJXKHBIM KOHTAKT XHBOTHBIX C TATOTCHHBIMH areHTaMH |
300HO3aMH. JlOMKHBI OBITH pa3paboTaHBl COOTBETCTBYIOIIME MEPHI 3aIlUThI
OKpyXarmel cpensl. JlomwkHa ObITH pazpaboTaHa MmporpaMma HaOIOIEHUS 3a
3IOPOBBREM  JKMBOTHBIX C  COOTBETCTBYIOIIMM BHECEHHEM  3alucedl B
JOKYMEHTaIuio. Takke JOJDKHBI OBITh paccieloBaHbl JIIOObIE WHIUICHTHI U
OMPENENICHO WX BIWSHAE HA BO3MOXHOCTH JAJHEUINETO HWCIOIb30BAHMS
YKUBOTHOTO WU PaHEE TMOJYYCHHBIX cepuid mpoaykiuu. ClaeayeT yI0CTOBEpUTHCA,
YTO JIIOOBIC JICKAPCTBEHHBIC TMpenaparhl, NPUMEHSBIINECS IS JICUCHUS
KUBOTHBIX, HE TPHUBEAYT K KOHTAMHHAIIMM IPOU3BOAUMOTO JIEKAPCTBEHHOTO
npernapara.

3. JlomkHa CyHIecTBOBAaTh JOKYMEHTAIUsI C POJIOCIOBHOM OT KHUBOTHOTO-
OCHOBATEJIsl 10 >KMBOTHBIX, MCIHOJB3YIOMMUXCSA ISl MPOU3BOACTBA. 3ampeniacTcs
CMENIMBAaHUE MaTEepUajoB, IMOJYYEHHBIX W3 PA3HBIX TPAHCTEHHBIX JIMHHUM
YKUBOTHBIX, TaK KaK OHH MPOUCXOAT OT Pa3HbIX )KUBOTHBIX-OCHOBATEIICH.

4. YcnoBusi, Ipu KOTOPBIX TMPOU3BOJUTCS 3a00p MaTe€pUaOB, JOJIKHBI
COOTBETCTBOBATh HOPMaM PETUCTPAIMOHHOTO JTOChE M MPOTOKOJA KIMHUYECKUX
uccienoBanuii. ['paduk 3abopa MaTepuaia M yclIOBUS, IPU KOTOPHIX >KUBOTHbHIC
MOTYT OBITh HCKJIFOUEHBI U3 MpOIlecca MPOU3BOACTBA JIEKAPCTBEHHOIO Tpernapara,
JOJDKHBI ~ COOTBETCTBOBATh  YTBEPXKACHHBIM — TPOIEAYypaM H  KPUTEPHUSIM
MIPUEMIICMOCTH.

B8. JIekapcTBeHHBIE NPENaparbl TPAHCTeHHbIX PACTeHU

ObecrnieueHHEe MOCTOSHCTBA HCXOJHOIO MaTepuana, IOJIYyYEHHOTO U3
TPAaHCT€HHOTO MCTOYHHUKA, sBJseTcs Oojiee MpoOJeMaTUYHBIM, YEM IpHU
UCITOJIb30BaHUH CTaHAAPTHBIX HETPaHCTE€HHBIX OMOTEXHOIOTMYECKUX
UCTOYHUKOB. CIie10BaTENIbHO, TOJKHBI COOJIIOIATHCS TOBBIIIEHHBIE TPEOOBAHNUS
JUISL T0KA3aTENbCTBA MOCTOSIHCTBA BCEX CBOMCTB JIEKAPCTBEHHOI'O Ipernapara OT
CEpUU K CEPHH.

1. Ins mpenoTBpalieHrs KOHTAMUHALIMY TJIaBHBIX U pab0OUnX TPaHCTEHHBIX
OaHKOB TOCTOPOHHHMMH MaTepuajaMH pACTUTEIBHOTO MPOUCXOXKICHUS U
COOTBETCTBYIOIIMMU  IMOCTOPOHHMMH  areéHTaMud  MOTYT  IOHaJOOMUTHCS
JOTIOJIHUTENBHBIE MEPBI, IPEALIECTBYIOLINE WIN CIEAYIOINE 32 MEPOIPUATUSIMH,
ykazaHHbIMH B Hactu A. JIo/KeH MpOBOIUTHCS KOHTPOJIb CTAOMIIBHOCTH IeHa Ha
HPOTSHKEHUH OIPEEIIEHHOTO KOJIMYECTBA FEHEPALIUH.

2. Jlns oOecrieueHusi MOCTOSIHCTBA cOOpa ypokash OT pPa3HbIX KYJIbTYp
pacTeHUM pacTeHHUs AODKHBI MMETh YETKYI0 M YHUKAJIbHYIO MapKUPOBKY, U
JIOJKHBI OBITh YKa3aHbl MX OCHOBHBIE XapaKTePUCTHKHU. B wacTHOCTH, cOCTOsSIHUE
3I0POBbSI PACTEHMI, BXOIALIUX B KYJIBTYpPY, AOKHO KOHTPOJIMPOBATBCS C
ONPEAENCHHON EPUOINYHOCTHIO HA POTSHKEHUU NIEPUO/IA BBIPAILMBAHMSL.

3. JlomxHbl OBITH YCTAHOBJEHBI MEPbI NMPEAOCTOPOKHOCTH JISi 3aIIUTHI
KynbTyp. II0 BO3MOXHOCTH cCleNyeT MHHUMHU3HPOBAaTh HMX KOHTAMUHALWIO
MUKPOOMOJIOTUYECKUMHU areHTaMH M MEePEKPECTHYI0 KOHTAMHHALIUIO PACTEHUSIMHU
apyroro Buaa. JlomkHbl OBITh MPUHATBL  MEpbl Uil  NPEAOTBpALEHUS
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KOHTAMMHALIMM  JICKAPCTBEHHOI'O Mpenapara TAaKMUMHM  MaTepualamMu, Kak
HNEeCTULMIBI U yaoOpenus. JloikHa ObITh pazpaboTaHa mporpaMma MOHUTOPUHTA C
COOTBETCTBYIOILIMM BHECEHHMEM 3aIlMCEd B JOKYMEHTAIUIO, TAK)KE JOJKHBI OBITh
pacciieioBaHbl JII0Oble MHUUACHTHI U ONPEJCIEHO UX BIMSHHUE Ha BO3MOYKHOCTH
JAIBHEMIIETO UCTIOIB30BAHMS KYJIBTYPBI B IPOM3BOJACTBEHHOM IIPOLIECCE.

4. JlomxHBI OBITH YETKO OIPENEIEHBl YCIOBUS, OINPEACIAIOLIUE Cllydau,
KOIJla pacTeHHsT MOTYT ObITh HCKJIIOYEHBbl W3 IPOU3BOJCTBEHHOrO IIpoIECca.
Cnegyer yCTaHOBUTH MpEAENbl NMPUEMIIEMOCTH Il MaTepUalioB (HaIpUMED,
OCHOBHBIX OEJIKOB), KOTOPbIE MOT'YT MOMEIIATh MNPOLEAYPE OYUCTKUA MPOAYKIHUH.
JloiokHO  OBITh  TOATBEPXKAEHO, YTO PE3YJNbTaTbl HAXOIATCA B Ipeaenax
YTBEPKIAECHHBIX HOPM.

5. JlomxHBl OBITH JOKYMEHTAJIbHO O(OPMIIEHBI YCIOBHS OKpYXaromieH
cpenbl (Temmeparypa, M0X[b), KOTOPbIE MOTYT MOBJIHATH Ha KayECTBEHHBIE
XapaKTEPUCTUKHU JIEKAPCTBEHHOI'O IIpenapara, a TakXe Ha IMPOU3BOICTBEHHBIN
BBIXO/I PEKOMOMHAHTHOTO Oejika, HauMHasg OT BPEMEHHU I0CEeBa, Ha MPOTKEHUU
KyJIbTUBUPOBAHUS U 10 MOMEHTa cOOpa 1 MPOMEKYTOYHOI'O XpaHEHUsI COOpaHHbBIX
matepuainoB. [Ipu odopmieHuHn 35TOM NOKYMEHTALMU JIOJDKHBI YUYUTHIBATHCS
OPUHLMIBI, YyKa3zaHHble B [IpaBmiax Hajuiexaiiero BbIpallMBaHUs U cOopa
pPacTEHUI B COOTBETCTBUU C 3aKOHOIATEIILCTBOM.

B9. JIekapcTBeHHbIE IPENapaThl FeHHOM Tepanuu

CymiecTByeT HECKOJIbKO THUIIOB JIEKAPCTBEHHBIX MPENapaToB T'€HHOU
Tepanuu (JEKapCTBEHHbIE IpemnapaTtbl TEHHOM Tepamuu, COJAEpKalue
MOCJIEIOBATENIbHOCTH(TH) ~ PEKOMOMHAHTHBIX ~ HYKJIEHMHOBBIX  KHCIOT  WJIH
TeHETUYECKH MOIU(PUIIMPOBAHHBIN(BIE) MUKPOOPTaHU3M(MbI) WJIH BHUPYC(BI), U
JIeKapCTBEHHBIC TIpemapaThl TEHHOW Tepamuu, COJAepKallhe TEeHETUYECKH
MOJU(PUIIMPOBAHHBIE KJIETKH), KOTOPbIE OXBATBIBAIOTCS JAHHBIM pazaenoM. Jlis
JICKapCTBEHHBIX TMpermapaToB TEHHOW Tepalmud Ha OCHOBE KIETOK MOTYT
MPUMEHSTBCS HEKOTOPBIE TOJIOKEHUS, M3JIOKEeHHbIe B pasnene B10 Yactu B
Hacrosuero [Ipunoxenus.

1. BcnenmctBue TOTO, YTO KIETKH, HCIONB3yeMbIE ISl MPOM3BOJCTBA
JICKapCTBEHHBIX TMpEmapaToB TEeHHOW Tepamuu, TMOJY4YeHbl WM OT JIIoJaeH
(ayTOJIOTMYHBIE WM AJJIOT€HHBIE), WK OT )KUBOTHBIX (KCEHOT'€HHBIE), CYILIECTBYET
NOBBIUICHHBIA PUCK WX KOHTAMMHALIMKM MOOOYHBIMU areHTamu. [{ns uzonsuuum
ayTOJIOTUYHBIX MAaTE€pHAJIOB, TMOJYYEHHbIX OT WH(QUUUPOBAHHBIX JOHOPOB,
JOJKHBI, OBITH IMPEAyCMOTPEHBI 0COOble Mepomnpusatus. g TakuxX HCXOIHBIX
MaTepuajoB, a TaKXKe A KPUONPOTEKTOPOB, MHUTATEIbHBIX CpEl, KIETOK U
BEKTOPOB, HAJEKHOCTh KOHTPOJIbHBIX M HCIBITATEIHBIX MEPONPHUATHI J0KHA
OBITh OCHOBAaHA Ha TMPHHIIMIIAX YIPABICHUS PUCKaMHU JJIsl KauyecTBa M JOJDKHA
COOTBETCTBOBATh PErHCTPAIMOHHOMY Joche. Co37aHHBIC KIETOYHBIC JTUHUU JJIS
NPOM3BOJICTBA BHPYCHBIX BEKTOPOB M  MPOBEACHHUS  KOHTPOJIBHBIX U
UCTIBITATEIBHBIX MEPONPUATUN JOHKHBI TAaKKE OCHOBBIBATHCS Ha MPUHIUTIAX
yOpaBJICHUS] PpUCKAMHU JJis KadecTBa. B ciiydae HEOOXOJUMOCTH, JOJDKHBI
UCTIONIb30BaTHCSl BUPYCHBIC MTOCEBHBIC KYJIBTYPHI M CUCTEMBI 0aHKOB KJIETOK.

2. Ha Bo3MOkHOE colepkaHWe TpHUMecel, TOCTOPOHHUX areHTOB U
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NEPEKPECTHYI0 KOHTAMHUHAIIMIO BIUSIOT Takhe (aKTopbl, Kak mpHUpona
IEeHETUYECKOr0 MaTepuaia, TUIl BEKTOpa (BUPYCHBIM WM HE BUPYCHBIN) U THUI
KJIETOK, 4YTO JOJUKHO OBITh YYTEHO Mpu pa3paboTke oOlel crpaTeruu
MUHUMHU3alUU pucka. Ha ocHOBe MaHHOH cTpaTeruu AOJKHBI ObITh pa3paboTaHbl
TEXHOJIOTHYECKUM TPOLECC, CIPOCKTUPOBAHBI MPOU3BOACTBEHHBIE M CKIIAICKHE
noMmenieHuss U o0opyaoBaHUE, pa3paboTaHbl  Mpolenypbl  yOOpKH U
JEKOHTaMUHALIUH, A TaK)KE YIIAKOBKH, MAPKUPOBKU U pEaTU3aLllH.

3. 1Ipou3BOACTBO M MCIBITAHUE JIEKAPCTBEHHBIX MPENaparoB T'€HHOMU
Tepanuu TpeOyeT peuieHus CIeuPprUUIecKux BOMPOCOB 0€30MacHOCTH U KauecTBa
TOTOBOI'O JIEKAPCTBEHHOT'O Npernapara U BONPOCOB OE€30MaCHOCTH MAalHUEHTOB U
nepconana. JlomkeH TNpUMEHSATHCS TMOAXOJ, OCHOBAaHHBIM Ha YIIPABJICHUU
puckamu, sl oOecriedyeHus: O€30MaCHOCTH NEpCOHaa, OKpYXKarolel cpeabl U
MAIMEHTOB, a TAKKE IIPUHATHI MEPBI KOHTPOJISI COOTBETCTBEHHO YCTAHOBJIEHHOMY
KJlacCy OMOJIOrMYecKOM omnacHocTU. Mepel 1o oOecredeHuo 0e301acHOCTH
JOJKHBI COOTBETCTBOBATh TPEOOBAaHUSAM 3aKOHOJATENBCTBA TIOCYIAPCTB-UJICHOB
Coro3a u, T1e IPUMEHUMO, TPEOOBAHUSAM MEKIYHAPOAHOTO 3aKOHO1aTEIIbCTRA.

4. llepensuxeHue nepcoHana (BKJIIOYas IMEPCOHAN, 3aHATBIA KOHTPOJIEM
KayecTBa, U OOCITYXKMBAIOUIUI MEpPCOHalI) M MOTOKM MaTepHalioB, BKIIOYas Te,
KOTOpBIE€ XPAHAT U UCHBITHIBAIOT (HAIPUMEP, UCXOIHBIE MAaTEepPHAaJIbl, 00pa3Ibl ISl
BHYTPUIIPOU3BOJCTBEHHOTO KOHTPOJIA, O0O0pa3lbl TOTOBOTO JIEKAPCTBEHHOI'O
npenapara U npoObl MPOU3BOJICTBEHHOW Cpeibl) JOJKHBI OPraHU30BBIBATHCS Ha
OCHOBE TPUHILMIIOB YIPABJICHUS pUCKaMU Ui KadecTBa. [lo BO3MOKHOCTH mipm
OTOM  HCHOJI3YIOT  OJHOHAIIPABIICHHBIE IOTOKU. JIODKHO — yUMTBIBATBHCSA
IEpEMEIIEHNE MEXKIy 30HAMH, COACPKAIMMMH  paA3JINYHBIE TEHETUYECKU
MOJU(PUIIMPOBAHHBIE OPTraHU3Mbl, W 30HAMH, COJEPKAUUMU TEHETUYECKU HE
MOJU(PUIIMPOBAHHBIE OPTAHU3MBI.

5. Tlpu mNpOEKTHPOBaHUHU TOMEIICHUH W OOOPYIOBaHUS JOKHBI OBITH
YUTE€Hbl BCE BO3MOXXHbIE CIELMaJbHbIE NPOUEAYpHl, Tpedyrolmmuecs A
JNEKOHTAMUHALUA WIM OYUCTKA OT OPraHU3MOB, KOTOPBIE HCIOJB3YIOTCS IPU
IIPOU3BOJCTBE  JIEKAPCTBEHHOIO Ipenaparta. lJIe BO3MOXHO, Iporpamma
MOHMTOPHUHIA COCTOSIHUSI IMPOW3BOJCTBEHHOM Cpeibl JOJKHA OBbITh JOIMOJIHEHA
METOJaMU  ONpPENEICHUS NPUCYTCTBUS CIEUU(DUUECKUX MHUKPOOPTaHU3MOB,
KyJIbTUBUPOBAHUE KOTOPBIX MPOU3BOJUIOCH.

6. Ilpm HCHONB30BaHMM BHUPYCHBIX BEKTOPOB C  OIPAHUYEHHOMN
CIOCOOHOCTBIO K PEIUTMKAIIMK JTOJKHBI PUHUMATBCSI MEPBI 110 MPEJOTBPALLIEHUIO
NOMNaJaHusl BUPYCOB JUKOIO TUIA, KOTOPOE MOKET MPHUBECTH K BO3HUKHOBEHHUIO
PEKOMOMHAHTHBIX BEKTOPOB, CIOCOOHBIX K PEIIMKALIMU.

7. JomxeH ObITh MPEAYCMOTPEH IJIaH aBapUIHBIX MEPONPUATHI HA ciay4yai
HEIpPEeABUACHHOTO BBIOPOCA KMBBIX MUKPOOPTraHW3MOB. [lnaH jgoikeH BKIOYATh
OMMCAHWE METOJOB M MPOUEAYp MO H30JALUMH MHKPOOPraHU3MOB, 3alIUTE
orepaTopoB, yOOpKe, MO TMPOBEACHUIO JEKOHTAMHHALUK U 0Oe30macHoOMY
BO30OHOBJICHHIO JKCIUTyaTanuu. JIOJDKHO OBITH OIIEHEHO BIHUSHUE BBHIOpOCa Ha
JIeKapCTBEHHBIE IpenapaThl, HAXOIAUINECS B HETOCPEICTBEHHOW OMU30CTH, M Ha
ar00ble  Ipyrue  JeKapCTBEHHbIE  MpemapaThl, HaxoJslIMecss B  30HaX,
M0JIBEP>KEHHBIX TAKOMY BBIOPOCY.
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8. JlomxHBI OBITH MPEAYCMOTPEHBI MEPHI JIJIsl OTACNCHUS MOMEIICHUN IS
MPOU3BOJICTBA BUPYCHBIX BEKTOPOB OT JpYyrux 30H. O(PPeKTUBHOCTH Mep,
UCIIOJIB3YeMBIX Il pa3felieHus, JOoJbkHa ObITh JoKa3aHa. Besnme, rae at1o
OPUMEHUMO, CJEIyeT HCIOIb30BaTh 3aKpbIThie CHUCTeMBbL. JlokeH ObITh
IpeaoTBpaIleH BhIOPOC BUPYCHOTO Marepuaia mpu oTOope oOpas3loB, BBEIACHUU
n00aBOK U Mepejaye MaTeprasoB.

9. He pomyckaercss COMyTCTBYIOIIEE MPOU3BOJACTBO PA3JIMUHBIX BEKTOPOB
TEHHOM Tepanud B OJHOM W ToW ke 30He. OJHOBPEMEHHOE IPOU3BOJICTBO
HEBHUPYCHBIX BEKTOPOB Ha OJIHOM YYacTKE JOJHKHO KOHTPOJUPOBATHCS COIJIACHO
NPUHLIAIIAM YIIpaBJICHUS pUCKaMH JUis KadecTBa. JlompkHa OBITH MOKa3aHa
3¢ (HEeKTUBHOCTH MPOIEAYP MEPEeX0/ia MKy KaMIaHUSIMHU.

10. Ins oOecrieyeHust MpOCIIEKUBAEMOCTH JIEKAPCTBEHHOIO Ipernapara ot
HayaJIbHBIX  CTaAWi  (MWIa3MUAbl, LEJIEBbIE TE€Hbl W  PEryJIATOPHbIE
MOCJIEIOBATEIBLHOCTH, OAHKHU KJIETOK, a TAKXKE 3arac BUPYCHBIX WU HEBUPYCHBIX
BEKTOPOB) U J0O TOTOBOI'O JIEKAPCTBEHHOTO IpernapaTa JOHKHO ObITh B HAJIMYUU
JETANbHOE ONnMCcaHue IPOU3BOJICTBA BEKTOPOB U TE€HETUYECKU
MOJU(ULIUPOBAHHBIX KIIETOK.

11. IlepeBo3ka JIEKapCTBEHHBIX NPENAPATOB, COACPKAIMX WA COCTOSIIMX
U3 TEHETUYECKHM MOAU(PHUIMPOBAHHBIX OPraHU3MOB, JIOJKHA COOTBETCTBOBATh
TpeOOBaHUAM 3aKOHOAATEIbCTBA.

12. K nmepeHOCy T'€HOB B KIIETKM-PELUIIACHTBI, KOTOPBIA MPOBOAUTCS BHE
OpraHu3Ma, MPEAbIBIISIIOTCS CIEAYIOIINE TPEOOBAHMS:

a) TakolM  mpouecc  JOJDKEH ~— NPOUCXOAUTh B IMOMEUICHUSX,
MPEIHA3HAYEHHBIX IS TAHHBIX JIEMCTBUN M UMEIOIINUX COOTBETCTBYIOIIUHI
YPOBEHb M30JIALINH;

b) HeoOXoaMMO MPHUHATH MEpbl (BKJIOYash TpeOOBaHUS, YKa3aHHbBIE B
nyHkre 10 Yactu A Hactosimiero IlpunoxkeHusi) sl yMEHbIIEHUS
BO3MOXHOCTH I€PEKPECTHON KOHTAMUHALMWU W NEPENYThIBAHUS KIIETOK,
HOJIyYEHHBIX OT Pa3HbIX MAMEHTOB. J[OKHO OBITH TAaKXKe MPELyCMOTPEHO
UCIIOJIb30BAaHUE BaJUAMPOBAHHBIX MPOLEAYP OUYMCTKH. OIHOBPEMEHHOE
UCII0JIb30BAHUE Pa3HBIX BUPYCHBIX BEKTOPOB JIOJKHO KOHTPOJUPOBATHCS B
COOTBETCTBUM C IPUHLMUIIAMHA YIPABICHUS pUCKaMH Uil KadecTBa. He
pa3pelaeTcsi UCIOJIb30BAHUE HEKOTOPHIX BUPYCHBIX BEKTOPOB (Hampumep,
peTpo- W JIEHTUBHUPYCOB) Uil MPOM3BOACTBA  TI'€HETHUYECKHU
MOAU(PUIMPOBAHHBIX KJIETOK 10 J0Ka3aTelbCTBA OTCYTCTBHUS B HUX
MTOCTOPOHHETO BEKTOPA, CIIOCOOHOIO K PEIJIMKALINH;

C) TpcOOBaHUS TMPOCICKHBACMOCTH  JIOJDKHBI ~ OBITH  COOJIFOJICHBI.
HeoOxonumo dYeTkoe omnpeneineHUue Cepud MNPOAYKUUH, HAauhHasg OT
KJIETOYHOTO ChIPhSl ¥ 3aKAHUMBAsi KOHTEWHEPOM C TOTOBBIM JIEKAPCTBEHHBIM
Ipenaparom;

d) ¢usuko-xuMHUUYeCKMe CBOWCTBA JIEKAPCTBEHHBIX TMIPEMapaToB, IPHU
MIPOU3BOJICTBE  KOTOPBIX HCHOJB3YIOTCSA HEOMOJOTHYECKHUE CpelCTBa
JOCTaBKM TIe€Ha, JOJDKHBI OBITh HCCIIEAOBaHBI U JIOKYMEHTAJIBHO
MTO/ITBEPKICHBI.
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B10. JlekapcrBeHHbIE NpenapaThbl TEPANMM COMATHYECKUMHU

KJIETKAMU U JIEKAPCTBEHHbIE MpPenaparbl TKAHEBOM NHKEHEPUH

JIist  eKapCTBEHHBIX TMPENapaToB TEHETUYECKH MOJIUMDUIIMPOBAHHBIX
KJIETOK, KOTOpbIE HE OMpeNeNIeHbl KaK JIEKApCTBEHHbIE IpenapaThl T'€HHOU
Teparuu, MOTYT HPUMEHATHCS HEKOTOphIE aclekThl paznena B9 nacTosmiero
[IpunoxeHnus.

1. [Jns Tnpou3BOACTBA JAaHHBIX JIEKAPCTBEHHBIX IperapaToB IO
BO3MOXXHOCTH  JIOJDKHBI ~ OBITh  MCIOJB30BaHBl  pPa3peIICHHbIE UCTOYHHUKHU
(HanpuMep, pa3pelICHHbIE JIEKAPCTBEHHBIE CPEACTBA WM MEIULIMHCKUE U3IETUS C
mapkupoBkoid CE, o3Havaromeid cooTBeTcTBUE EBponeickuM cTaHAgapTam)
JIOTIONIHUTENBHBIX ~ MaTepuasoB (B  YaCTHOCTH, KJIETOYHBIX  MPOIYKTOB,
OHOMOJIeKYJI, GMoMaTepruaIoB, MOJACP>KUBAIOIINX CUCTEM, MATPHII).

2. B ciyyasix, korjna uzienusi, BKIOYas Te, KOTOpbIe MPOU3BOJISAT HA 3aKas,
SBJISIIOTCSI  COCTAaBHOM 4acTbl0 TOTOBOM MPOAYKIMH, JOJDKHBI COOJIIOJAThCA
cleyrone TpeOoOBaHMS:

a) JODKHO OBITh B HAIMYUM THUCbMEHHOE COIJIAIICHHE MEXIy

OPOU3BOAMUTENEM  JIEKAPCTBEHHOIO  Ipemapara U MNPOU3BOAUTEIIEM

MEJMIMHCKOTO M3/ENHUs, B KOTOPOM JOJDKHA COJEPKAThCS JTOCTATOYHAS

nHpopMaIsg O MEAMIIMHCKOM HU3JICJIUM, YTOOBI M30eXaTh W3MEHEHUS €ro

CBOMCTB BO BpeMsI IPOU3BOJICTBA BBICOKOTEXHOJIOTMYHOIO JIEKAPCTBEHHOIO

cpeactBa (ATMP). CornameHue JOKHO COAEpKaThb TPeOOBAHHE O

KOHTPOJIE U3MEHEHUH, MPEI0KEHHBIX TSI METUITTHCKOTO H3CIH;

b)cormamenne AOMKHO TaKXKe MpeaycMaTpuBaTh 0OMeH MHpopmalmeld 00

OTKJIOHEHUSX, UMEBIIIUX MECTO P MPOU3BOJCTBE MEAUIIMHCKOTO U3ICTHSI.

3. BeneacTBue TOro, 4To cOMaTHMYECKUE KIETKH MOJMYYEHBbl WIK OT JIIOJEH
(ayTOJIOTMYHBIE WJIM AJJIOTEHHBIE) UM OT KMBOTHBIX (KCEHOTE€HHBIE), CYILIECTBYET
MOBBINICHHBI PUCK MX KOHTAMHUHAIIMU TMOOOYHBIMH areHTamu. JlJis u30smuu
ayTOJIOTUYHBIX MATE€pUAJIOB, TOJYYCHHBIX OT WHQPHUIIMPOBAHHBIX JOHOPOB
JIOJDKHBI, OBITH TIPEIYCMOTPEHBI 0cOoObIe MepornpusiTus. [JomkHa ObITh 0OecrieueHa
HAJIC)KHOCTb KOHTPOJIBbHBIX U UCTIBITATEIbHBIX MEPOTIPUATUN JIJIS1 TAKMX UCXOIHBIX
MaTepHasoB.

4. Ecnu HEBO3MOXXHO MPOBECTH CTEPUIIM3ALNIO TOTOBOTO JIEKAPCTBEHHOIO
npernapara Mpy MOMOIIY CTaHAAPTHBIX METOJIOB, HanpuMep (GUIbTpaIUuel, CTaIuu
TEXHOJIOTUYECKOr0 TMpolecca JOJKHBI OBITh MPOBEIECHBI B  aCENTHUYECKHX
YCIIOBHUSIX.

5. JoKHOE BHUMaHUE CINEAYEeT YACNIATh CHEU(PUUECKUM TPEOOBAHUSAM IS
BCEX CTaJNil KpUOKOHCEPBAIIMU, HAIPUMEP, CKOPOCTH U3MEHEHHS TEMIIEPATyp BO
BpeMs 3aMOpPKMBAHMUS M Pa3MOpKUBaHUSA. THM KaMepbl XpaHEHUS, CIIOCOObI
pa3MelieHNs MaTepralioB U MPOLECCH N3BICUEHHSI TOJKHBI CBOJUTH K MUHUMYMY
PUCK TEpPEKPEeCTHOM KOHTaMUHAIMHM, oOecreuynBaTh KauyeCTBO JIEKapCTBEHHBIX
IpernapaToB U COCOOCTBOBATh WX MPaBUILHOMY H3BJIeUeHUIO. [ oOecnieueHus
Oe3omacHOCTH pabOThl C JIEKApPCTBEHHBIMHM IIperapaTaMH, B COCTaB KOTOPBIX
BXOJSIT TIO3UTHBHBIE CEPOJIOTHUYECKHE MapKepbl, a TaKXe XpaHEHUs ITHUX
JIEKapCTBEHHbIX  MpENapaToB  JOJDKHBI ~ HMCIOJB30BAaThCsl  JOKYMEHTAJIBHO
o(OpMIICHHBIE POLIETYPHI.
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6. JlomkHbl OBITH TPOBEACHBI HCIBITAHUS CTEPUIHBHOCTH HA TMPEIMET
OTCYTCTBUS OaKTEpHUATbHON WM TPUOKOBOM KOHTAMHHAIIMM B KYJbTYypaX KIJIETOK
WK 0aHKaX KJIETOK, HE COJepkalluX aHTUOMOTUKH. JloJKHA TaKKe YUUTHIBATHCS
HEOOXOJMMOCTh OIpENeNICHUs CIEIUPUISCKUX MHUKPOOPTaHU3MOB, TPEOYIOIIUX
CIEHHUAIBHBIX YCIOBUM KYJIbTUBUPOBAHUSL.

7. B caydae HeoOXOAMMOCTH JOJDKHA MPOBOJUTHCA IMPOTrpaMMma
MOHUTOpPUHTA CTaOWIBHOCTH, BKIIIOYAIOIIAs HAJIMYUE KOHTPOJIBHBIX U apXUBHBIX
00pasIoB B KOJUYECTBE, JOCTATOYHOM I TPOBEACHUS NaTbHEHIIINX UCTIBITAHUMA.

C.]'IOBapl) TEPMHUHOB, HCITOJIB3YEMbIX B le’IJIO)KeHI/lI/I 2

B cnoBapb BKJIFOUEHBI TOJIBKO TEPMUHBI, UCTIONB3yeMbIe B [IpuinoxeHun 2 u
TpeOyroIIne pacMpeHHOr0 OOBSICHEHUs. B MaHHOM clioBape MPUBOMATCS TaKKe
CCBUIKM Ha ONPEIEICHUS, CYIIECTBYIONINE B 3aKOHOJATEILCTBE WU JPYTUX
UCTOYHHUKAX. B MOTMOIHEHNE K TaHHOMY CJIOBApIO MCIOJIB3YETCs OOIIMiA CIOBAaph
TEPMHHOB U OllpeaeneHnid Hactoamux [IpaBu.

AnproBant (adjuvant): XmMHYeCKOe WM OHOJOTHYECKOE BEIISCTRBO,
YCHJIMBAIOIIEE UMMYHHYIO PEaKITUIO HAa aHTUTECH.

AxTHBHas (apmaneBTHUecKas cyocranmus (active substance):semectso,
KOTOPOE MOXKET UMETH JIF000€ YKa3aHHOE HIDKE IPOUCXOXKICHHUE:

— YeloBeYeCcKoe (HampuMmep, AOHOPCKas KPOBb WM Tperaparbl JTOHOPCKOM
KpPOBH);

— JKHUBOTHOE (HampuMmep, MHUKPOOPTaHM3MBbI, II€JIbleé >KUBOTHBIC, YacTU
OpTraHOB, CEKPETHI )KUBOTHBIX, TOKCHHBI, IKCTPAKTHI, MpenapaThl KPOBH);

— pactuTenabHOE (HampuMep, MHUKPOOPTAHM3MBI, PACTCHHS, YacCTH PaCTCHHH,
BBIJICIICHUS PACTEHUH, DKCTPAKTHI);

— XWMHYECKOoe (Hampumep, TPOCThIC BEIIECTBA, MPUPOIHBIE COCIUHCHUS,
COCJIMHEHUS, TOJYyYEHHbIE TyTeM XHUMHYECKOW MOIU(GUKAIUN WK
XUMHYECKOTO CHHTE3a).

Anneprennl (allergens): BerecTBa aHTUICHHOM WIIM TalTEHOBOW MPHPO/IHI,
CIIOCOOHBIE CCHCUOMIM3UPOBATH OPTaHU3M U BBI3BIBATH AJJICPTHIO.

Aaneprouapi(allergoids):  XuMHYeCKM  W3MEHEHHBIE  aUIEPreHbl ¢
MOHMKCHHOM peakTUBHOCTHIO mMMYyHoTT00ymuHa E (I1gE).

AnTHurenbi(antigens): Bemiectsa (HarpuMep, TOKCHHBI, YyKEPOIHbIC OCITKH,
OakTepuu, KJIETKM TKaHM), CIOCOOHBIE BBI3BATH CHEIU(PUUECKUE HMMYHHBIE
peaKIum.

Anrtureno(antibody): Genku, npousBeneHHsie B-nmumdorutamu, KoTopbie
crenuUUecKr CBS3BIBAIOTCS C OMNMpEAeNieHHBIMU aHTUTreHamu. Ha ocHoBe
KITIOYEBBIX PA3JIMIMi B METOJAX MX MPOW3BOJICTBA BHIICISIOT JBA IJIABHBIX THIIA
aHTHTEI:

MoHokaoHaabHbIle  aHTHTea  (monoclonal  antibodies  (MAD)):

TOMOTEHHAsl TOMYJSIUS AHTHUTEN, CIHOCOOHBIX TMPUCOCIUHATHCS K

€IMHCTBEHHOMY OSIUTOMNY (AaHTUTEHHOW JETEePMUHAHTE), TOJyYCHHAs U3

CIMHCTBEHHOTO KJIOHAa JHUMQOIMTOB WIM C TIOMOIIBGI0 TEXHOJIOTHH

pekomoObunanTHOM JIHK.
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I[HoaukIoHAIbHBIE  AHTHTEJA (polyclonal antibodies):anTurena,

MOJYYEHHBIE OT HECKOJBKMX KJIOHOB JIMM(OIMTOB W BbIpaOOTaHHBIC

YEJI0BEYCCKUM HJIM KUBOTHBIM OPTaHM3MOM B OTBET Ha BBE/ICHHE aHTUTCHA.

Bank kierok (cell bank):coBokymHOCTE COOTBETCTBYIONIUX KOHTEHHEPOB,
XpaHAIIUXCS B  ONPEACICHHBIX YCIOBHSX, COJCPKHMOE KOTOPBIX HMEET
OJTHOPOIHBIN cocTaB. Kakaplii KOHTCHHEp COJEPKUT AITMKBOTYOJHOTO ITyJia
KJICTOK.

Buojsiornyeckas aktuBHas apmaneBTuyeckas cyocranumus (biological
active  substance): aktuBHas  (QapmarieBTHUECKash CyOCTaHIHMS  KOTOpas
NPOM3BEJCHA C  WCIOJB30BAaHHMEM  OHMOJIOTUYECKOTO  WCTOYHHWKA WA
DKCTparupoBaHa W3 OWOJOTUYECKOTO HWCTOYHHWKA, KOTOpas JIOJDKHA OBITh
OXapakTepU30BaHA C  HCIONb30BAaHHEM  (PU3MYECKUX, XUMHUYECKUX U
OMOJIOTUYECKUX HWCIBITAHMA W KA4eCTBO KOTOPOH OMpEeneNseTcss OSTHUMH
UCTIBITAHUSAMH B COYETAHUM C KOHTPOJIEM IMIPOIIECCOB €€ MPOU3BOJICTBA.

Buosornuecknii  nexapcrBennniii  mpemapat (biological medicinal
product):yiekapcTBeHHBIN Tpemnapar, akTHBHas (apMalieBTHYecKas CyOCTaHIIUS
KOTOPOTO SIBJIETCS] OMOJIOTUYECKOM aKTUBHOM (papManeBTH4ecKoi CyOCTaHIHEH.

Buonarpyska (bio burden): ypoBeHb W BHJ MHUKPOOPTaHHU3MOB (TO €CTh
HEMpHEeMJIEMbIC WM JOMYCTUMbIE MHUKPOOPTaHH3MBbI), KOTOpPBIC COJCPIKATCS B
UCXOJJHOM  CBIpbE,  MUTATENBHOW  Cpele,  OHMOJNIOTHYECKMX  AKTHBHBIX
(bapMareBTHUECKUX CYOCTaHIUAK, MPOMEKYTOUYHBIX MPOIYKTAX WA TOTOBBIX
JICKapCTBEHHBIX Mperaparax.

BekTop(vector): areHT TpaHCMHCCUH, TICPEHOCSINUNA TI'CHETHUYECKYIO
MHPOPMAIIAIO OT OJHOM KJIETKU WM OpraHu3Ma K JPYroi, HalpuMep IUIa3MUjbl,
JIMTOCOMBI, BUPYCHI.

Bupycubiii  BekTop(viral  Vvector):BekTop, TpPOW3BEACHHBIH  IyTEM
MoauduUKaK BUpPyca C IOMOIIBI0 METOJOB MOJCKYJISIPHONH OHOJIOTHH JIJIsI
yICpKUBAHUS HEKOTOPhIX, HO HE BCEX, MATCPUHCKHX TEHOB Bupyca. [lpu
yIAJICHWH TEHOB, OTBETCTBEHHBIX 3a CIOCOOHOCTh BHpYCa K PpEIUIMKAIIHH,
CO3JJAaHHBIN BEKTOP SBJISCTCSI HECIIOCOOHBIM K PETLTUKAIIHH.

Bue :xuBoro opranmsma(ex-vivo): mpoiiecc, Mpud KOTOPOM MPOIEAYPHI
HPOBOMASATCS HAa TKAaHSIX WM KJICTKaX BHE XMBOTO OPraHM3Ma C MOCIIEAYHOIIUM
BO3BPATOM TKAHEW WJIN KJIETOK B KUBOW OPTraHU3M.

BuyTpu kuBoro opranusma (in-vivo): nporeaypsl, IPOBOJIUMBIE Ha KHUBBIX
OpraHmu3Max.

Bcmomorartennnoe  BemiecrBo(excipient): c¢m.  ompejicneHne B
3aKOHO/IATENILCTBAX rOCyAapcTB-wieHOB Coro3a.

Fanten (hapten): Mmojekyna ¢ HHU3KOW MOJICKYJISIPHOM Maccoi, He
SBIISIONIASCS AQHTUTCHOM II0 CBOCH TPUPOAE JO MOMEHTa KOHBIOTAIUU C
«MOJIEKYJIOW-HOCHUTEJIEM.

I'en (gene): nocnenosatenprocts JJHK, koaupyrorias oauH WK HECKOIBKO
OeJKOB.

Ienernueckn MoaudumupoBanubiii opranmsm (I'MO) (genetically
modified organism (GMOQO)): mo6oii opraiusm, KpOMe YeIIOBEKa, ¢ U3MEHCHHBIM
TEHCTUYCCKMM MAaTEePHAIIOM, OTJIMYAIONIUMCS OT TEHETHUECKOr0 MarepHala,
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KOTOPBIA TMOJy4aeTCss IMPH ©CTECTBEHHOM CIApUBAHMK W/WIH €CTECTBEHHOM
PEKOMOUHAIINH.

I'mopupoma (hybridoma): mmmopranu3oBanHas («OecCMEpTHasS») JIMHHUS
KJICTOK, TPOM3BOJAIIAS KejlaeMble (MOHOKIOHAIBHBIC) aHTHUTENa W OOBIYHO
nojiydaeMasi IyTeM HCKYCCTBEHHOTO CIIMSHUS B-TUMQOIUTOB C OIMyXOJICBBIMH
KJICTKaMH.

I'naBubiii 6ank kiaerok (master cell bank, (MCB)): anukBoTa ofHOIO IMyJsa
KJICTOK, KOTOpas, Kak MpaBuiIo, Oblaa IMOJydeHa M3 KOHKPETHOTO KJIETOYHOIO
KJIOHA TMIPH OIPEICICHHBIX YCAOBHSIX, pacupesesicHa BO MHOXKECTBO KOHTEHHEPOB
Y XPAHUTCS MPH ONPEACICHHBIX YCIOBHSIX.

I'naBHBIH BUPYCHBIN MoceBHOW MaTepuaa (master virus seed, (MVS)) —
CM. IIPMBEICHHOE BBIIIIE OMPE/ICIICHUE, HO B OTHOIIICHHH BHPYCOB.

I'naBHblii TpaHcrenHblii 6ank (Master transgenic bank):ananoruuno
OIPEICIICHUIO TJIABHOTO 0aHKa KJIETOK, HO B OTHOIICHUM TPAHCTECHHBIX PACTCHUI
WJIN )KUBOTHBIX.

3akpbiTass cucrema (closed system): cucrema, B KOTOpPOW aKTHBHAs
(apMarieBTHUECKas CyOCTaHIIMSA WM JICKAPCTBCHHBIM MpenapaT HEe MOBEPIKEHBI
HETIOCPEJICTBEHHOMY BJIMSHUIO TIPOM3BOJICTBCHHOM CPEIBI.

3oHa (area): onpe/esicHHbINA HA0OP MOMEIIECHHU B MTpe/IesiaX OqHOIO 31aHu,
B KOTOPBIX MPOU3BOJUTCS OJUH WM HECKOJIbKO JICKAPCTBEHHBIX IMPENapaToB M
KOTOPBIC HMEIOT OTAEIBHYIO CHCTEMY BO3yXOIMOATOTOBKH.

300H03 (ZOONOSIS):MHDEKITMOHHBIC U MHBA3UOHHBIC 3a00JICBaHUS KUBOTHBIX,
KOTOpBIE MPH OIPEAETICHHBIX YCIOBUIX MOTYT IE€PEAaBaThCs YETOBEKY.

Hcnoab3oBanne B ycaoBusix wu3oJsimam (contained use): mroGas
JCATEIBHOCTh, TPH KOTOPOW T'€HETHYCCKH MOIU(PHUIIMPOBAHHBIC OPTaHU3MbI
NOJIy4YaloT,  KYJIbTHBHPYIOT,  XpaHAT,  TPAHCHOPTHPYIOT,  pa3pyllaor,
YHUYTOXKAIOT WM HCHOJB3YIOT KaKUM-JIHMOO0 Cmoco0OM W TMpU  KOTOPOH
UCTIOJB3YIOTCS  CHCIMalbHbIE ~ MEpPhl  M3OJAIUMH I OTpaHHYCHUS
pacrnpocTpaHeHHs dTHX OPraHU3MOB M oOecrieueHus 0€30MaCHOCTH HACEICHHS 1
OKPY>XaroIIEeH Cpebl.

Hcxoanoe chipbe (raw materials): gro0bie cyOCcTaHIIMHU, UCTIONB3YEMBbIC IS
NPOM3BOICTBA MJIM SKCTPArMPOBaHMs aKTUBHBIX (hapMaIleBTUYECKUX CYOCTaHIIMH,
HO HE SBJSIONIMECS WX MCTOYHMKOM, TaKHWE KaK PEareHThbl, CPEIbl IS
KyJIbTUBHUPOBAHUS, CHIBOPOTKA TENSAYbMX AMOPHUOHOB, J00aBKU U Oydepsl as
XpomaTorpaduu u ap.

Hcxoanbie maTtepuassl (Starting materials): Bce maTepuainsl, U3 KOTOPBIX
akTHBHas (papmarieBTHUECKass CyOCTAaHIMS IPOM3BOAMTCSA WM DKCTPArHPYETCH.
Jlnst  OMONIOTHYECKUX  JIEKAPCTBEHHBIX IIPEHapaToB HCXOJHBIC MaTepUaIbI
MPEACTABISAIOT CO0OM J00bIe CYOCTaHIIMM OHOJIOTMYECKOTO TMPOUCXOKICHUS,
TaKWe KaK MHUKPOOPTaHW3MbI, OpPraHbl U TKaHW PACTUTEIBHOTO HJIM >KHBOTHOTO
NPOMCXOXICHHUS, KICTKH WM OJKUAKOCTH (BKIIOYas KpPOBb M IUIa3MYy)
YeJIOBEYECKOrO MJIM KMBOTHOT'O MPOUCXOXKICHHUS, a TaKKe OMOTEXHOJOTHUECKHUE
KJIETOUHBbIE CyOCTpaThl (PEKOMOMHAHTHBIC W MPHPOIHBIC), BKIIOYAS MEPBUYHBIC
KJICTKH.

Kaerounsiii 3amac (cell stock):mepBuuHbie KIETKH, Pa3MHOKHUBIIUECS 10
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33JJaHHOTO KOJIMYECTBA KJIETOK, AJTMKBOTHI KOTOPBIX OTOWPAIOTCS ¥ UCTIOIB3YIOTCS
B KaueCTBE MCXOJHOTO MaTepHalia Jisi POU3BOICTBA OTPAaHUICHHOTO KOJIMYECTBA
Cepuii JIEKapCTBEHHBIX MPETapaToB Ha OCHOBE KJIETOK.

OrBercrBennoe jguno (Responsible Person, (RP)): Cm. omnpenesneHue B
[Tpunoxxenuu 14 vactosimux [Ipasui.

Ilepenoc renoB (gene transfer): mpomecc mepeHoca I'eHa B KIETKH,
BKJTIOUAIOIIUI B ce0s1 CUCTEMY SKCIIPECCUH, COJEPIKAIIYIOCS B CUCTEME JTOCTaBKH,
KOTOpasi Ha3bIBaeTCS BEKTOPOM. BeKTOp MOXeT OBITh KaK BHPYCHOTO, TaK H
HEBUPYCHOTO  MPOUCXOXJeHHs. [locie mepeHoca TEeHOB, T'eHETHYECKH
MOIU(DUIIIPOBAHHBIC KJICTKH TaKKe MOTYT UMETh Ha3BaHHC
«TpaHCPOPMUPOBAHHBIC KIICTKH.

INuraromue wiaerkum (feeder cells): xnetkm, wucmonbp3yemble B
KOMOWHHPOBAaHHOW  KyJbType U1  TOJJACPX.aHHWS  ILIIOPUIIOTEHTHOCTH
(cocobHOCTH MU dHEPEHITMPOBATECS B MHOKECTBO CHEIHATN3UPOBAHHBIX THUIIOB
KJIETOK) CTBOJIOBBIX KJIETOK. JIJIsi KyJbTYphl HYEIIOBEYECKHMX ASMOPHOHAIBHBIX
CTBOJIOBBIX KJICTOK THITUYHBIC THUTAIOIIAE CJIOW COCTOST M3 AMOPHOHAIBHBIX
¢bubpobiactoB Meimm (OOM) win >MOpUOHATBHBIX (UOPOOIACTOB UYelOBeKa
(DY), B KOTOPBIX CHECIHATLHBIMA METOIaMHU TIPEOTBPAIIICHO JICTICHHE.

Inasmupa  (plasmid): gacte JIHK, o00ObluHO cCymiecTByromas B
OaKkTepuaTbHON KIETKE B BHJIE KOJBIIEBOW CTPYKTYPHI, OTICICHHON OT KJICTOYHOM
XPOMOCOMBI; IIa3MHJIa MOXKET OBITh MOTU(PHUIIMPOBAHA C ITOMOIILIO METOIOB
MOJICKYJISIPHOIM OMOJIOTHH, BBIJEIICHA U3 OaKTEpHUaIbHON KIIETKH M HCIOJIh30BaHA
JU1s IepeHoca 1 BerpanBanus ee JJHK B reHoM npyroit KieTku.

IMonnep:xuBaromas cucrema (scaffold): cpencTBo mommepikku, cpeacTBo
JOCTaBKM WJIM MAaTpPHIIA, KOTOPhIC OOCCIICUYUBAIOT CTPYKTYPY WM COACHCTBYIOT
MUTPAIUH, CBA3BIBAHUIO HJIH TPAHCIIOPTY KJIETOK W/WJIM OMOJIOTHUSCKHA aKTUBHBIX
MOJICKYII.

Ilomemenne Jis MNPOW3BOACTBA HECKOJBKHX JIeKAPCTBEHHBIX
npenaparoB (multi-product facility): momemienne st TOCIEIOBATEIHLHOTO
MIPOW3BOJICTBA WJIM TIPOU3BOJICTBA IO MPUHIIAITY KAMITAHWHA PAa3JTMYHBIX TPYII
OMOJIOTUYECKUX AKTHUBHBIX (HhapMalleBTUUYECKUX CYOCTAHIIMM W JIEKapCTBEHHBIX
NPEIapaToB U B KOTOPOM KOMIUICKT MCIOJIb3yeMOT0 000pYI0BaHUS MOXKET OBIThH
CTHCIIMATM3UPOBAHHBIM WM HECTICITUATM3UPOBAHHBIM I KaKIIOTO OTIEIHHOTO
TUTIA CYOCTaHIIMI MK JICKApCTBEHHBIX MPEapaToB.

IMpennamepennniii BIOpoc (deliberate release): nmpennamMepeHHBIH BBITYCK
B OKDPY)KAIOIIYI0 Cpely TCHETHYECKHM MOJM(DHUIIMPOBAHHBIX OPraHU3MOB, IS
KOTOPBIX HE HCHOJB3YIOTCS CIEIHAIbHBIC MEPhl HM30JAIUN IS OrpaHUUCHUS
pacipoCTpaHEHHs STUX OPTaHU3MOB M o0ecrieueHUs 0€30MaCHOCTH HACEJICHUS U
OKPY>KaroIIEeH CPEBI.

IMpousBoacTBo mo npuHOMNy Kammanmii (campaigned manufacture):
MOCJIEZI0BATEIILHOE MPOU3BOACTBO Psia CEPUi OJTHOTO M TOTO XKE JICKAPCTBEHHOTO
nperapata B TEYCHHE OIPEICICHHOrO IIeprUoJa BpPEMEHH, IIOCie KOTOPOTo
MPOBOAATCS CTPOTHE KOHTPOJIBHBIC MEPOINPHUATHS TIepe]] TEepeKIIIoueHuEeM Ha
IIPOM3BOJICTBO JIPYrOTO JICKApPCTBEHHOTO Tpernaparta. JIekapcTBeHHBIE TIpermapaThl
HE TIPOM3BOIATCS OIHOBPEMEHHO, HO [UISI WX TIPOU3BOJCTBA MOXET OBIThH
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WCTIOJIB30BAHO OJTHO U TO K€ 000pyIOBaHHE.

IMpomexxyrounass mpoaykmmsa (intermediate product):Cm. «TepMutubl u
ompeneneHus» Hacrosmux llpaBun u «TepmuHBl u ompenencHus» Yactu
IlracTostmux IIpaBu.

Ipouenypa perpocnekTuBHoro anajm3a(look-back): moxymenTanbHo
oopmiieHHas mTporeaypa, OOECIeUnBarOIasl OTCIS)KHBAHUE OMOJOTHICCKUX
aKTUBHBIX (apMaleBTHUECKUX CYOCTAaHIIMA WM JICKaPCTBEHHBIX IMPENapaToB
HECOOTBETCTBYIOIIECTO KAdeCTBA BCIEICTBUE HCIOIB30BAaHMS BBHIOPAKOBAHHBIX
KUBOTHBIX WJIM 4YEJIOBEYSCKUX MATEPHANIOB M3-3a MPHUCYTCTBHUS B ITHX
MaTtepualiax KOHTAMUHUPYIOMIETO(IIIUX) areHTa(oB) WM TPU  BBISIBICHUU
HETaTUBHBIX (PaKTOPOB Y KUBOTHBIX WJIM JIFOJICH, SIBIISFOIIUXCS HCTOYHUKOM 3THX
MaTepHUAJIOB.

Pabounii 6ank kiaerok (working cell bank(WCB)): romoreHHbBIH 1Ty
MUKPOOPTaHU3MOB HJIM KJIETOK, IOJTYYCHHBIX W3 TJaBHOTO OaHKa KIETOK |
OJTHOPOJTHO PaCIpe/ICIICHHBIX B OTIPE/ICIICHHOE YUCIIO KOHTeHepoB. Pabounii 6aHk
KJIETOK XpaHUTCSI B YCJIOBUAX, OOECHEYMBAIOIIMX €ro CTa0WIBHOCTh U
UCTIOJIb30BaHUE B MPOU3BO/ICTBE.

PaGouuii BUpycHbI moceBHoil matepuan (working virus seed (WVS)):
CM. TIPUBEJICHHOE BHIIIE OMPEEICHNE, HO OTHOCUTEIBHO BHPYCOB.

PaGoumii TpaHcrennwlii 6amk (working transgenic bank): cwm.
NIPUBEJICHHOE BBIIIC ONPEICICHUE, HO OTHOCUTEIFHO TPAHCTEHHBIX PACTCHHH HITH
YKUBOTHBIX.

Cpodoanblie oT cnenmpuyeckux mnaroreHoB (Specified pathogen free
(SPF)): >xuBOTHBIC MaTepuaibl (HApUMEp, Kypbl, 3MOPHOHBI WU KYJIbTYPHI
KJIETOK), WCIIOJNB3YIOIIMECs JUIS TPOU3BOJCTBA MIJIM KOHTPOJS KadyecTBa
OHMOJIOTMUECKUX JICKAPCTBCHHBIX IMPEIapaToB, MOJYyYEHHBIC M3 TPYIII JKUBOTHBIX
(HampuMep, cTajg WM cTail), CBOOOJHBIX OT OIpPEIEICHHBIX MaTOreHOB. Takue
CTaJla WU CTau OMPEACIIAIOTCS KaK TPYIIIbI )KUBOTHBIX, KOTOPHIC KHUBYT B OOIICH
cpelle M UMEIOT yXa)KUBAIOIIUN 33 HUMH IIEPCOHAJ, KOTOPHIH HE NMpeObIBacT B
KOHTAKTE C )KHBOTHBIMHU, HE CBOOOHBIMHU OT CIEIU(PUICCKUX MTATOTCHOB.

Comatnueckue KJerku (somatic cells): Bce kieTku Tena YeaoBeKa HIIH
KUBOTHOTO, KpPOME PEMPOMYKTUBHBIX KJICTOK. OTH KICTKH MOTYT OBITh
ayTOJIOTUYHBIMU (OT TOTO K€ IMAIMEeHTAa), AJJIOTEHHBIMU (OT APYTroro YeJIOBEKa)
WIH KCECHOTEHHBIMH (OT JKMBOTHOTO) COMATHYCCKMMH JKMBBIMH KJIETKAMH,
MaHUIYJISIUA ¢ KOTOPHIMH HJIM M3MCHEHHE KOTOPBIX IMPOBOIMIIMCH B YCIIOBHUAX
BHE XMBOT'O OpraHM3Ma C MOCJCIYIOIIUM BBEJICHHEM B OPTaHU3M YEJIOBEKa IS
JOCTH)KEHUSI TEPaNeBTUYECKOTO, JAMArHOCTHYECKOTO WM MPO(PUIAKTHUECKOTO
JIEUCTBUSL.

Tpancrennbrii (transgenic): opranusMm, cojaepiKamuii B CBOCH OOBIYHOM
TCHETHYECKON CTPYKTYpe UYKCPOIHBIM TEH I 3KCIPECCHH OMOJIOTHUYSCKUX
(bapmareBTHUEeCKUX MaTepUaoB.

YpoBeHb OuoJornyeckoii 0eszomacHoctu (biosafety level (BSL)):
yCIIOBUSL ~ H30JiAUMH,  TpeOyromuecs  ang  Oe3omacHo — paboTel ¢
MUKpPOOPTaHU3MaMH Pa3HBIX YPOBHEH NMaTOTEHHOCTH, HadyWHAs OT 4-U TPyIIIBI
MATOTEHHOCTH (HAaUMEHBITUI PUCK, MAIIOBEPOSTHO MPUBOASIINNA K 3a00JICBAHHIO
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YeJoBeKa) M A0 -6 rpynmnel NaTOr€HHOCTH (HAUBBICHIMN PHUCK, BBI3BIBAOLIUI
TSXKEJIbIC JIETKO PACIIPOCTPAHICMbIC 3a00JICBaHMS ).

YUnucras  KyabTypa (aKceHHMYHasi  KyabTypa) (Mmono  sepsis
(axenic)):xynpTypa, coaecpikaiias OJAMHAKOBBIC MHKPOOPraHM3MbI H  HE
KOHTaMUHUPOBAHHAS JTFOOBIMH JPYTUMH OpTraHH3MaMH.
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IIpunoxenne 3
MMPOU3BOACTBO PAIMOPAPMALNEBTUYECKUX
JIEKAPCTBEHHBIX CPEACTB

HpuHuun

[IpousBoacTBO pagrodapMarieBTHUECKUX JIEKAPCTBEHHBIX CPEACTB  JIOJKHO
6I>ITI) OpraHn30BaHO B COOTBCTCTBUU C IIPUHIOUIIAMH, IIPUBCACHHBIMU B YaCTAX Tull
HACTOSAIINX HpaBI/IJ'I. I[aHHOC HpI/IJ'IO)KCHI/IC YCTAHABJIMBACT IIpaBHJIA, CHGHI/I(i)I/I‘{eCKI/Ie
JI IIPOU3BOACTBA paI[I/IO(bapMaHeBTI/I‘ICCKI/IX JICKaAPCTBCHHBIX CPCIACTB.

IIpumeyanus:
I. Hannoe IlpuiokeHue HE pacHpoOCTPAHITCS Ha  H3TOTOBJICHUC
paanodapmaneBTHIECKUX JIEKApCTBEHHBIX CPEACTB B

CHEIMATU3UPOBAHHBIX anTekax (B OONBHUYHBIX WU JIEHCTBYIOIIUX
CaMOCTOSITENIFHO) C MCIIOJIb30BAHUEM PAJHOHYKIHIHBIX T€HEPAaTOPOB U
HAaOOpPOB  pearecHTOB B~ COOTBETCTBHH  C  HAIMOHAJIBHBIM
3aKOHOJAaTEIbCTBOM rocy1apcTB-wieHoB Coro3a.

Ii. B coorBercTBUM ¢ TpeOOBAHUSMHU pPATUANMOHHON OE30MACHOCTH
OTBETCTBEHHOCTh 3a TMPUMEHEHHUE pauallii B MEIULMHCKUX IIeJIAX
JeKAT HAa  MEOWIHMHCKUX  paboTHukax. [lpm  mpumMeHeHHH
paanogdapmaleBTUIECKUX JI€KapCTBEHHbIX CpEICTB B
JUArHOCTMYECKUX M TEPaNeBTUYECKUX  LEIAX JODKHO  OBITh
00ecreueHo HaJTMuKe CIEUaINCTa 10 MEAUIIMHCKON (PU3HKeE.

li. [anHoe [Tpunoxxenue pacmpocTpaHsIeTcs TaKKe Ha
paanogdapmalieBTUUECKHUE JIEKAPCTBEHHBIE CPEJICTBA, UCIOJIb3YIOLIHECS
B KJIIMHUYECKUX UCCIIETOBAHUSIX.

iv. TpancnoptupoBanue  paanodapMaleBTUYCCKHX  JICKAPCTBEHHBIX
CPEICTB BBHIMOJHSIETCSI B COOTBETCTBUM C TPEOOBaHHUSIMH  TI0
paauanuMoHHONW Oe3omacHOCTH  MEXAyHapoJIHOIO areHTcTBa 1o
atomMHor »Heprun (MAI'ATD) u TpeOOBaHUAMH HOPMATHUBHBIX
MIPABOBBIX aKTOB rocynapcTB-uieHoB Coro3a.

V. MoryT uCnoib30BaThCs METOJbI, OTJIMYAIOIINECS OT MPUBEICHHBIX B
naHHoM [lpunoskeHnr, HO TO3BOJIAIONINE BBITIOJIHATH TPEOOBAHUS TIO
00eCreuyeHn0 KayecTBa MPOAYKUUHU. VHbIE METOAbl JTOJKHBI OBITh
BaJIMIMPOBAHbI U 00ECTIeYnBaTh YPOBEHb KauecTBa, 10 KpailHel mepe,
HKBUBAJICHTHBINA TpeOoBaHMsIM aanHoro [Ipunoxkenus.

BBenenue

1. TIpousBoacTBO paguodapMareBTUYECKUX JICKAPCTBEHHBIX CPEICTB U
06pameHI/Ie C HUMHA HpeI[CTaBJI}IeT HOTGHHI/IaJ'IBHyIO OIIACHOCTB. ypOBeHB pI/ICKOB
3aBUCHUT, B HaCTHOCTHU, OT THUIIA I/IOHI/I3I/Ipy}OHIGFO I/ISHY'-IGHI/ISI, BHCPFI/II/I I/ISJ'Iy‘-IeHI/IH
n nepnoz[a nonypacna):[a paI[I/IOHYKJ'H/II[OB. 000606 BHUMAHHUC cnenyeT y,[[eJISITB
npcaoTBpaiCHUIO HepereCTHOﬁ KOHTaMHUHAaIlnuy, XPaHCHHUIO OCTAaTKOB
paI[I/IoaKTI/IBHI)IX MaTepI/IaJ'IOB 51 y,[[aJ'IeHI/IIO OTXOJ0B.

2. U3-3a TOro, 4ro HEKOTOpPHIE PAAUOHYKIHABI HMEIOT KOPOTKHUH CPOK
XpaHeHus, JOIMyCKaeTcs  BBIIyCKaTh B OOpalleHue cojepiKalue X
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paanodapManeBTHYECKUE JEKAPCTBEHHBIE CPEICTBA JI0 3aBEPIICHUS HWCTIBITAHUN
KOHTpPOJIsI KayecTBa. B 3ToM cilydyae B cHenuaibHOM Mpolenype JOJKEH ObITh
YETKO ¥ TOJIPOOHO OMpe/eeH NOPSAI0K BbIAauu pa3pelieHusl Ha BBITYCK, BKIIOYAs
OTBETCTBEHHOCTh MEPCOHANA U HEMPEPHIBHYIO OLICHKY d(PPEKTUBHOCTH CHUCTEMBI
oOecreyeHus: KauecTna.

3. OGnacTpio mpuMeHeHus: JaHHoro llpunoskeHus sIBIsSETCS AESITENbHOCTh
MIPOMBIILICHHBIX MTPOU3BOJICTB, SAEPHBIX LIEHTPOB, HHCTUTYTOB U [IDT-1IeHTpOB
10 IPOU3BOJICTBY U KOHTPOJIIO KAYECTBA CIAEAYIONIUX TUIIOB MPOTYyKIINH:

e paanodapManeBTHUIECKUX JIEKAPCTBEHHBIX CPEJICTB;

e paanodapManeBTHUYECKUX  JIEKAPCTBEHHBIX  cpenactB st [I9T
(MO3UTPOHHO-3MHUCCHOHHOM TOMOTpadun);
® DPaJMOAKTHUBHBIX MPEIIECTBEHHUKOB LTSt MIPOU3BOJICTBA

paanodapmMaleBTHUECKUX JIEKAPCTBEHHBIX MPENapaTos,;
® PaIVMOHYKJIMIHBIX T€HEPATOPOB.

Bun npousBojactea Hacrosmme Crnenyet BbInonHATh TpeOoBaHus yacteit 11 u [
IIpaBuna HacTtosamux [IpaBuia (1o Mepe npudInKEHUs
HE pacnpo- CTaJy IPOU3BOJICTBA K TOTOBOMY
CTPaHSIOTCS MPOAYKTY TpeOOBaHUS YCUITUBAIOTCS ), BKITIOYAs
<*> COOTBETCTBYIOIHME NPUIIOKCHU
Pannodapmanentu- IIponykums Xumu- | Cranuun ObpaboTka, AcenTuue
YECKHE JICKAPCTBEHHBIC | PEAKTOPOB U yec- OYHMCTKH | MPUTOTOBJICHUE, CKOE
CpeacTBa HHUKJIOTPOHOB KU JI03UPOBaHUE MpOu3-
PannodapmaneBTu- CHHTE3 BOJICTBO
YECKHUE JIEKAPCTBEHHBIC WIIN
cpencta mis [I19T (dbuHMLI-
PannoaxkTnBHEIC Has
MPEAIIECTBEHHUKHU CTepH-
JIM3aIHs
Papnonyknuaneie [Tponyxuums TexHnonornueckuit mporiecc (COOpKa KOJIOHKH,
TE€HEepaToOPhI pPEaKTOpOB U reHeparopa, 3apsjaKa reHeparopa u T.I1.)
LIUKJIOTPOHOB

<*> MuiieHbp W CHUCTEMa IepeJayd OT M[HUKJIOTPOHAa K YCTAHOBKE CHHTE3a MOTYT

paccMaTpuBaTbCA KaK II€pBas

cyOCTaHIIHM.

cragust

IMPOU3BOACTBA

AKTHBHBIX q)apMaI_IeBTI/ILICCKI/IX

b. [Tponykuusi, moydyeHHasi B pe3yJabTaTe PaJuOXUMUYECKOTO BBIICICHUS PaHOHYKIINIA U3
00JTy4eHHON pauO0aKTUBHOW MUIIEHH;
2). IIponykuus, moslydeHHass B pe3ysbTaTe PaJUOXMMHUUYECKOTO BBIACIEHUS MAaTEpUHCKOTO
PaaMOHYKIINIA U3 O0IYYEHHON PaInOaKTUBHOW MUIIIEHU

4. TlpousBoauTenb TOTOBOTO paauo(apManeBTUYECKOro JEKapCTBEHHOTO
CpEICTBa JOHKEH MMETh OINMCAHHWE TEXHOJIOTMYECKOTo Ipolecca MPOU3BOACTBA
aKTUBHOU (hapMaleBTUUECKOW CyOCTaHIIMM, TOTOBOIO paano(apMalieBTUHYECKOro
JIEKapCTBEHHOI'O CpPEJICTBA W yKa3zaTh, Kakue TpeOoBaHUs HacTosmux IIpaBui
(wactb 1 wmm Il) pacnpocTpaHsrOTCS Ha PA3JIMYHBIC TEXHOJOTHUYCCKHUC
oTieparuu/CTaIuu.
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5. TlpoumsBoactBo paanodapMareBTUYECKUX JICKAPCTBEHHBIX CPEICTB
JIOJDKHO BBITIOJIHATBCS B COOTBETCTBUU C TPEOOBAaHUSIMU HOPM PaJMAIlMIOHHOMN
0€30MacHOCTH.

6. IlpousBoacTBo paanodapManeBTUUECKUX JIEKAPCTBEHHBIX CPEJICTB,
MpEeIHA3HAYCHHBIX JUIsl MapEHTEPATbHOTO BBEJEHUS, JIOJDKHO BBIMOIHITHCS B
COOTBETCTBHUM C TpeOOBAaHUSAMU, NPEIBIBIIEMBIMU K CTEPHIBHOCTH TaKUX
JIEKapCTBEHHBIX CPEACTB, C COOJIOJIEHUEM B COOTBETCTBYIOUIMX CIIydasx
ACEeNTUYECKUX YCIOBUM MPOMU3BOACTBA B cooTBeTcTBUU C llpunmoxennem | k
HactosiuM [IpaBuitam.

7. Coeuudukad ¥ METOAbl KOHTPOJS KadecTBa paauodapMarieBTHUECKUX
JIEKapCTBEHHBIX CpeACTB ycraHapinuBatorcsi B @Dapmakonee Coro3a MO0 B
HaIIMOHAJBHBIX (PapMakoresx rocynapcTB-wieHoB Coro3a WM B PErUCTPALMOHHBIX
JI0CHE Ha 3TH JIEKAPCTBEHHBIE CPECTBA.

Kiaunanueckue HCCIIeJ0OBAaHUA

8. Ha mpousBojacTBO paanodapMaleBTUYECKUX JICKAPCTBEHHBIX CPEJICTB,
IpPEIHA3HAYEHHBIX U1l KIMHUYECKUX HCCIEAOBAHUM, PACHpPOCTPAHSIOTCS TaKKe
TpedoBanus [Ipunoxenus 13 k Hacrosumm [IpaBunam.

Obecnieyenue KayecTna

9. OOecrieyeHue KauecTBa MpU MPOU3BOACTBE paanodapMaleBTHUECKUX
JIEKapCTBEHHBIX CPEJICTB MMEET 0CO00€ 3HAYEHHWE B BHJYy HUX CHEUU(DUUECKHX
0COOEHHOCTEM, MalbIX 00BEMOB CEpUid U B HEKOTOPBIX CIydasX HEOOXOJUMOCTH
UX MEIUIMHCKOTO IPUMEHEHUS 10 3aBEPILICHUS KOHTPOJISI KAYECTBA.

10. 3ammTa npoayKIMK OT KOHTAMUHALIUKA U MIEPEKPECTHON KOHTAMUHALIMU
noJDKHA OBITh oO0ecredeHa TakK K€, Kak W TMpU TPOU3ZBOJCTBE JHOOBIX
JIEKapCTBEHHBIX cpeAcTB. HO B JaHHOM cilyyae NpeabsBIsSETCS AOMOJIHUTEIBHOE
TpeOOBaHME IO 3alllUTe€ [POU3BOJCTBEHHOW cpeAbl W IMepcoHaisa  OT
MOHM3UPYIOIIETO U3Iy4YeHUs. DTO O3HAYaeT, UTO cUCTeMa OOeCIeUeHnsl KauecTBa
IpUOOpEeTaeT UCKIIIOUUTENBHO BaXKHOE 3HAUCHHUE.

I11. OdeHp BaxHBIM SBISETCA TUIATEIbHAS PETUCTPALMS  JTAHHBIX
MOHHUTOpPUHIA MOMEILIEHUN U TpoleccoB. OLEHKa 3TUX JAaHHBIX SBIISAETCS YaCThIO
Ipoliecca BhIITyCKa CEpUH B OOpalleHHe.

12. Tlpu npousBoacTBe paanodapMaleBTHUECKUX JIEKAPCTBEHHBIX CPEICTB
cieayeT B HEOOXOIMMOM OOBheMEe MPOBOJUTHh KBATM(UKAIMIO U Bauaanuto. s
ompenesieHus: o0beMa paboT 1Mo KBaTMUKAMU W BalMJAUUM  JIOJDKECH
NPUMEHATHCA TMOAXO0J, OCHOBAHHBIM HAa YIPaBJICHUU pUCKAMHU, C OCOOBIM
BHUMaHHEM K KOMOWHAIuu TpeOoBaHWW HacTosimmx [IpaBun u paguanmoHHOU
0€30IaCHOCTH.

IMepconan

13. Bce TEXHONOrMYECKUE OMNEpPAlMM AOJDKHBI BBINOIHATECS TEPCOHAIIOM,
UMEIOIIMM CTICIUATIFHYIO0 TIOATOTOBKY IO paaualiMoHHON Oe3omacHoctu. [lepconarn,
3aHATHIM B TPOM3BOJICTBE, KOHTPOJIE KAa4eCTBAa M BBIMYCKE PariohapMarieBTHUECKIX
JIEKapCTBEHHBIX CPEJICTB, JIOJDKEH MPOUTH COOTBETCTBYIOIIEEe OOy4YEHHUE, CBSI3AHHOE C
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OCOOCHHOCTSIMM ~ CHCTEMbI ~ OOECIeYeHus KadecTBa  paanodapMarieBTU4eCKuX
JIEKAPCTBEHHBIX CPEACTB. YIIOJHOMOYEHHOE JIMLIO HECET MOJIHYI0 OTBETCTBEHHOCTH 32
BBIITYCK pasino(apMaleBTUUECKUX JIEKAPCTBEHHBIX CPEJICTB.

14. [lepconann, paboTarouuii B 30Hax IIPOU3BOJICTBA
paanogdapmMaleBTUHUECKUX JEKApCTBEHHBIX CPEACTB (BKIIIOYAs 3aHATHIN yOOpKOU U
TEXHUYECKUM OOCITy’)KUBAHHUEM), JOJDKEH IPOWUTH JOIMOJIHUTENIbHOE OOydeHUe,
CBSI3aHHOE CO CHELM(PUKON MPOLIECCOB U MPOTYKIUH.

15. Ecnu mpou3BOJICTBEHHBIE MOMEIICHUSI 1 000pYyAOBAaHUE UCIOIb3YIOTCS
TaKKe ISl TPOBEACHUS UCCIENOBAaHUM, TO HUCCIEA0BATENbCKUN IEPCOHAT TOJKEH
npoidtn o0yuyeHue HacrosumMm IIpaBunam. Cnyxba oOecrnedueHHs KadecTBa
JIOJKHA paccMaTpUBaTh U 1aBaTh pa3pellieHUe Ha MIPOBEICHUE padoT, CBA3AHHBIX C
UCCIICIOBAaHUSIMH, JJIS TOTO YTOOBl MCKJIIOUUTh HMX OMNAcCHOE BIMSHUE Ha
IIPOU3BOJICTBO.

IHomemenust u 000pya0BaHUE

OO01me noJio:KeHus

16. IlIpousBoacTBO paanoapMalleBTUYECKUX JIEKAPCTBEHHBIX CPEJICTB
JIOJDKHO TPOBOJIUTHCS B KOHTPOJUPYEMBIX 30HAX, B KOTOPBIX BBITOJHIIOTCS
TpeOOBaHMs K TMPOU3BOJCTBEHHOM Cpele U pagualMoHHOW Oe3omacHocTu. Bcee
TEXHOJIOTUYECKHE ONEPALMM JOJDKHBI BBIIIOJHATBCA B IIOMEIICHHUAX M HA
00opy10BaHUH, CIEUATBHO IpeIHa3HAYCHHBIX TUISL MIPOU3BOJICTBA
paanodapmMaleBTUUECKUX JIEKAPCTBEHHBIX CPEICTB.

17. Cneagyer npuHATP MEpPbHl MO MPEAOTBPALLECHUIO IEPEKPECTHOU
KOHTaMHHALIMKA OT IEPCOHANIA, UCXOJHOTO CHIPbS, MATEPUAJIOB, PAAUOHYKINIOB U
np. Beszme, rme 3T0 BO3MOXHO, CIEAYeT HCIIOIb30BAaTh 3aKpPBITOE HWIIU
U30JUpOBaHHOE 0oOopynoBanue. [Ipu ncnonb3oBaHWKU 00OPYIOBAHUSI OTKPBITOTO
TUIAa WK OPU OTKPHIBAHUU 00OPYJOBaHUS CIEAYET MPUHATH MEPHI MO CBEICHUIO
pUCKa KOHTaMUHAIMU K MUHUMYyMY. [Ipu olleHKe pHUCKOB ClelyeT MoKa3aTb, YTO
YUCTOTA MIPOU3BOICTBEHHOM Cpelibl yIIOBIIETBOPSIET TpeOOBAHMSIM,
NPEABABISIEMBIM K TUITY BBIITYCKa€MOM MPOIYKIUU.

18. Bxoa B mNpOM3BOACTBEHHBIE 30HBI JOJDKEH OCYIIECTBISITHCS YEpe3
KOMHATBhI JUIsl TI€pPeoJieBaHUs (CAHMPOMYCKHUKH) U JOJDKEH OBbITh OTpaHUYeH
TOJIBKO JUJIS1 IEPCOHAJIA, UMEIOLLETO MIPaBo OCTYIA B HUX.

19. Cnenyer npoBOAUTh MOHUTOPUHT pabOYMX MECT U MPOU3BOJICTBEHHOMN
cpeabl B OTHOLIGHWHM YPOBHS  paJuallid, KOHIEHTpAaUWW YacTULl H
MUKpOOpraHu3MoB. llopsaok NnpoBeneHUsT MOHHUTOPHMHIA YCTaHABIIMBACTCS IIPU
kBampukanuu dxcruryataruu (PQ).

20. [Inst rapaHTHUH TOTO, YTO HCIOJIb3yeMble NMOMEILIEHUS U 000pyI0BaHUE
SBJIAIOTCS. COOTBETCTBYIOIIMMHU M TPOUIEANIMMU KBaJu(UKAIMIO, HEOOXO0AUMO
IPOBOJUTH MPOPHUIAKTHUECKOE TEXHUYECKOE OOCTy)KMBaHUE, KaIUOpPOBKY U
KBAIM(PUKALHMIO. DT  pabOThl  JIOJDKHBI  BBIMOJHATHCA  MOATOTOBJIEHHBIM
nepcoHanoM, a (akT UX NPOBEICHUS M TOJYUYCHHbIE PE3yIbTaThl JIOJKHBI
0QOpPMIISTHCA JOKYMEHTAIBHO.

21. Cnenyer mnpuHATH MEPHI IO 3alIUTE MPOW3BOJCTBEHHOW 30HBI OT
PaaMOaKTUBHOIO 3arpssHeHus. ClelyeT OpraHu30BaTh HaAJIEXKAUIUH KOHTPOJIb
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PAIMOAKTUBHBIX 3arpsi3HCHUI MPSIMBIM METOJOM C MOMOUIBIO JTIO3UMETPOB HIIH
KOCBEHHO — METOJIOM CMBIBOB B YCTAHOBJIEHHOM MOPSIIKE.

22. TloBepxHOocTH OOOpYAOBaHMS, COMpHUKACAIOUIUECS C TMPOAYKTOM, HE
JIOJDKHBI BCTYyNaTh ¢ HUM B PEAKIIMIO, HUYETO HE BBIJIEIATh U HE abcopOMpoOBaTh
MPOJIYKT, YTOOBI TaKUM oOpazom HE U3MEHUTh KauecTBO
paarnodapMalieBTHYECKOTO JIEKapCTBEHHOTO CPEJICTRA.

23. Penupkyndnus Bo3ayxa W3 IOMENICHUH, B KOTOPBIX BBIMOJIHSAETCA
pabota ¢ paanodapMaleBTUUECKUMU JICKAPCTBEHHBIMU  CpPEJCTBAMH, HE
JOMYCKAeTCs, 3a HCKIIOYEHHEM CIIy4aeB, KOTJa NPUMEHEHUE PpPELMPKYISALNUN
000CHOBaHO. B BBITSKHBIX cHCTEMax JOJKHA OBITH MPEAyCMOTPEHA 3alluTa OT
3arps3HEHUS] OKPYKAIOIIEeW cpelbl paguOaKTUBHBIMU 4YacTUIAMM U Ta3amu. B
KOHTPOJIMPYEMBIX 30HaX JOJKHA ObITh MPEAYCMOTPEHA 3aIUTA OT KOHTAMUHAIIUU
YaCTUIIAMU U MUKPOOPTaHU3MaMHU.

24. Yto0Obl HE TOMYCTUTH PACTIPOCTPAHEHHUS PAJUOAKTUBHBIX YACTHUIl, MOXKET
OKa3aThCsl HEOOXOAMMBIM B 30HaX, TJ€ HAXOAMUTCS OTKPBITHIA MPOIYKT,
NOAJACPKUBATh OTPULIATEIBHOE JABJICHHE [0 OTHOLIECHUIO K OKPYXAIOUIUM 30HAM.
B TO e Bpems cieayer 3allUTUTh MOPOAYKT OT KOHTAMUHALIMK W3
MPOU3BOJICTBEHHOUM Cpellbl. ITO MOXKET ObITh JIOCTUTHYTO 3a CUET MPUMEHEHHS
OapbepHOl TEXHOJOTMU W BO3AYIIHBIX [UIIO30B, PAa0OTAIOIMIUX IO MPHUHIUITY
KacKaJia JaBJICHUII.

IIpou3BoACTBO CTEPUIBbHON NPOAYKIMH

25. CrepunbHbie paguodapMareBTUIECKUE JIEKApCTBCHHBIC CpEICTBa
pa3densioTCd Ha JBE TPYINIbL: JEKAPCTBEHHBIC MpPENapaThbl, BBIMYCKAEMBIE B
aCeNTUYECKUX YCIOBHUAX, U JIGKAPCTBEHHbIC MTpenapaThl, MoiexKamme GUHUITHON
cTepuin3auvi. B mpou3BOACTBE IOMKEH MNOAACPKUBATHCA YPOBEHb YHCTOTHI
IIPOU3BOACTBEHHONW CpEIbl, COOTBETCTBYIOIIUN BHIY BBINIOJHIEMBIX OIEPALAN.
JlomKkHBI  COOMIOATRCA TpeOOBaHUS K YHCTOTE pabouuMx 30H, B KOTOPBIX
NPOAYKIMS WM TE€pPBUYHAs YNAKOBKA MOKET HAXOAWThCA B KOHTAaKTE C
OKPYXAIOIUM BO31yXOM, IipuBeeHHbIe B [Ipunoxxennn | nacrosmux [Ipasui.

26. Jlna onpeneneHus TpeOOBaHUMN K TepernanaM JaBiCHUS, HAMPABICHUIO
IIOTOKA BO3/yXa M €r0 KauyeCTBa MOT'YT UCIIOJIb30BATHCA METObI OLICHKU PUCKOB.

27. B 3aKpbITBIX aBTOMATU3WPOBAHHBIX CUCTEMAX, MPEACTABIISIFOIINX COOOi,
KakK IMPABUJIO, TOPAYUE KaMEPhI C PA3MEIICHUEM B HUX YCTAHOBOK XMMHYECKOTO
CHUHTE3a, CHUCTEM OYHUCTKH, CTEpUIIU3YIOIICH (QuiIbTpaluu «HA JIMHUNY,
JIOCTATOYHO obecneuynTh kiacc yucToThl C. B ropsiume xamepbl, HaXOsIIMecs B
3aKPBITOM COCTOSIHUH, TOJIKEH MOJIaBaThCA BO3IYX MOcie PuiabTpaluu ¢ BICOKOU
CTEMEHBIO YUCTOTHL. ACENTUYECKUE OINepaluyd AOJDKHBI BBITIOJHATHCS B 30HE
Kiacca A.

28. Jlo Hauwama mpou3BOACTBA COOpKa CTEPHJIBHOTO OOOpYIOBaHUS W
KOMITOHEHTOB (TpYOOK, CTEpUIM3YIONUX (DUIBTPOB), TOJICOCAMHEHUE JHUHUN
MO/MauM KUJAKOCTEH K YKYNMOPEHHBIM T€PMETHYHBIM CTEPHIBHBIM (hJIaKoHaM,
JIOJKHBI BBITIOJTHATHCS] B ACENITUYECKUX YCIOBHSIX.
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JToxkyMeHTaM A

29. Bce MOKyMeHTHI, Kacarolyecs Mpou3BOJACTBA paarnodapMaleBTHIeCKUX
JIEKapCTBEHHBIX CPENICTB, JODKHBI OBITh pa3pabOTaHbl, COTIACOBAHBI, YTBEPKICHBI
Y BBIIAHBI B COOTBETCTBUU C MUCbMEHHOMN MPOLEAYPOI.

30. TpeboBaHus K HCXOJHOMY CBIPHIO, YIIAKOBOYHBIM MaTepHaliam,
MaTepuansaMm JUisi MapKUPOBKH, KPUTHYECKUM MPOMEKYTOUHBIM MaTepHaliaM |
TOTOBBIM paano(dapMalieBTUUECKUM JIEKAPCTBEHHBIM CpEACTBAM JOJKHBI OBITh
yKazaHbl B coenudukanusax. JomkHbl OBITh Takke CHEUMPHUKAIUU Ha
KPUTHUYECKHE MaTepualbl U KOMIIOHEHTHI (BCIIOMOTraTelbHbIE MaTEpUalbl,
YIUIOTHEHHUSI, HAOOPBI AJI CTEPUIIN3YIOIIEH (PUIBTpalluu U JIp.), UCHOJIb3yEMbIE B
IPOLIECCE MPOU3BOJICTBA U CLIOCOOHBIE OKa3aTh KPUTUUECKOE BIMSHUE HA KAYECTBO
IPOAYKLIMH.

31. Jlna paanodapMalleBTHUECKUX JIEKAPCTBEHHBIX CPEICTB CIEAYeT
YCTaHOBUTh KPUTEPUU MPHUEMIIEMOCTH, BKIIOYas CHEIU(PUKAIUKA HA MOMEHT
BBIIIYCKA M Ha MEpUOJ CpPOKa TOJHOCTH (Hampumep, s PaguoXUMUYECKOU
YUCTOTHl, OOBEMHON AKTUBHOCTH, PATUOHYKIMIHOM YHCTOTHI M YIECIbHOU
aKTUBHOCTH).

32. B 3amucsiXx 1O WCHOJIb30BAHUIO, OYUCTKE, JAC3UH(EKIUU WU
CTEPUIIN3ALINH, TEXHUYECKOMY OOCITYKUBAHUIO OCHOBHOTO O0OPY/IOBAHMS CIIETYET
yKa3bIBaTh JIaTy U BpeMs BBINOJIHEHUS OINEpaliy, JAOKHA ObITh MOJANKCH JIMLA,
BBIMIOJHUBIIETO  paboTy, M, TpU HEOOXOAMMOCTH, CIEAYeT YKa3bIBaTb
HAaMMEHOBaHHUE ITPOYKLIUH U HOMEDP CEpUMU.

33. 3anmcH cieyeT XpaHUTh B TEUEHUE HE MEHEE TPEX JIET, €CIU UHOE HE
YCTaHOBJICHO 3aKOHOJATENBCTBOM IOCY1apCTB-wIeHOB Coro3a.

IIpoussoacreo

34. OnHOBpEMEHHOE MPOMU3BOJICTBO PA3IUYHBIX pPaauodapManeBTHICCKUX
JIEKapCTBEHHBIX CPEACTB B OJHOM paboueil 30HE (ropsiuel Kamepe, JaMHUHApHON
30He WU mKady) HE JOMYyCKAaeTCsl C IIeJIbI0 CBEIEHHWS K MUHHUMYMY pHCKa
MEPEKPECTHOrO 3arpsiI3HEHUS PAJUOAKTUBHBIMU BEIIECTBAMH WM MEPEMYyThIBAHUS
MaTepuaoB.

35. Ocoboe BHUMaHUE CIIEYET YIENATh BAJUIAINK, BKIIOUYAs BaJldIAlUIO
KOMITBIOTEPU3UPOBAHHBIX CUCTEM B COOTBETCTBUU C [Ipunoxxenuem 11 Hactogmmx
[IpaBui1. HoBble nponecchl JOKHBI TPOUTH NEPCHIEKTUBHYIO BATUAALUIO.

36. Kputnueckue mapaMeTpsl CIenyeT, KaK MPaBUIIO, ONPEIEIATh 10 WIH B
nporecce npoeAeHus Bamaanuu. [Ipu sTom crnexyer onpenenars IOMyCTUMBIE
npejebHble 3HAaUeHUsI U3MEHEHUN MapaMeTpoB, HEOOXOIUMbIE JIJI CTAOMIHLHOTO
IIPOU3BOJCTBA.

37. Jlnda mpoyKTOB, HAIOJHSEMBIX B ACENTHYECKUX YCIOBHUSX, CIIEIYET
MPOBOJIUTH KOHTPOJIb IIEJIOCTHOCTH MEMOpaHHBIX (DUIBTPOB, NpPUHUMAs BO
BHUMaHHE HEOOXOJAMMOCTh OOECIeUeHUsI paguallMOHHOW OE€30MmacHOCTH |
COXpaHEHUS CTEPUIILHOCTH (QUIHTPOB.

38. VYuutreiBasg paaMAllMOHHYI0 AKTUBHOCTh TOTOBOM  MPOAYKIIUH,
JIOIYCKAeTCsl HAHOCUTh MApPKHUPOBKY Ha MEPBUYHYID YMAKOBKY JO Hadajia
npou3BoJicTBa. Ha cTepuiibHbIE TyCThi€ 3aKpbIThie (IAKOHBI MOXET OBITh
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HaHECeHa MapKUPOBKA C YAaCTUYHOM HHQOpMAIMEH 1O omepanud HaIloJHEHUS,
IIPU 3TOM CTEPUIBHOCTh HE JOJDKHA ObITh HapylleHa W HE JOJDKHO OBITh MOMEX
JUISL BU3YaJIbHOTO KOHTPOJISI HAIIOJHEHHBIX (PJIaKOHOB.

KonTpoJb KayecTBa

39. HekoTopsie pamnodapMaiieBTHUECKHE JEKapCTBEHHBIE CPEACTBA MOTYT
OBITH BBIMYIIIEHBI U UCIIOJIb30BaHbl HA OCHOBE OLIEHKHU JTOKYMEHTAIIMH Ha CEPUIO0 JI0
3aBEPILECHUS BCEX XUMUYECKUX U MUKPOOHUOIOTHYECKUX UCTIBITAHUM.

Odopmiienre  paspelieHdsi Ha  BBIMYCK  paanodapManieBTHUECKUX
JIEKapCTBEHHBIX CPEJICTB MOKET OBbITh BBIMIOJIHEHO B JBa W 0o0Jiee 3TAroB /10 U
MOCJIE 3aBEPIICHUS AHATTMTUYECKOTO KOHTPOJISL B ITOJIHOM 00beMe:

d) OLICHKAa HA3HAYCHHBIM JIMIIOM 3alliCeil MO TPOM3BOJCTBY CEpHH,
KOTOpO€  JIOJDKHO  OXBaThIBaTh  YCJIOBHS ~ IMPOU3BOACTBA  H
AHAIMTHYECKUI KOHTPOJb, MPOBEAEHHBIE 10 MOMEHTAa pa3pelICHUS
TPaHCIOPTUPOBKHU paanodapMaleBTHYECKOTO JIEKapCTBEHHOTO
CPEJICTBA B CTATYCE «KAapaHTHH» B KIMHUYECKOE MOAPA3/ICIICHUE;

b) YnoaHOMOYeHHOE JIMIIO BBIJIACT pa3pelicHUE Ha BBIMYCK IOCIHE
MPOBEICHUS OLICHKM OKOHYATENbHBIX PE3YJIbTATOB aHAIMTHYECKOIO
KOHTpPOJISI, BCEX OTKJIOHEHHH OT HOPMAaJIbHOIO IPOIECCa, KOTOPHIE
JNOJDKHBI ~ OBITh  OQOPMIJIEHBI ~ JTOKYMEHTaJbHO, OOOCHOBaHBl MU
yTBEPKJAEHBI. Ecau HEKOTOpbIE pPE3yJIbTaThl KOHTPOJISI HEBO3MOKHO
NOJIYYUTh IO HCIIOJB30BAaHUS  JIEKAPCTBEHHOI'O  CPEICTBA, TO
Y10IHOMOYEHHOMY JIMILY CleAyeT OQPOPMHUTH pa3pelieHue Ha BBIIYCK
JIEKapCTBEHHOI'O CPEICTBAa YCIOBHO 1O Hayajga €ro MCHOJb30BAHMS H
OKOHYATeJIbHO O(OPMHUTH pPAa3pElICHHUE Ha BBIIYCK JIEKAPCTBEHHOI'O
CpEJICTBA MOCJIE MOJYyYEHHUs BCEX PE3yJIbTaTOB KOHTPOJIS.

40. bonbIMHCTBO paanodapMaleBTHUECKUX JEKAPCTBEHHBIX CPEICTB
UCIIOJIB3YyEeTCSI B TEUYEHHE KOPOTKOrO IE€pHOJia BPEMEHH, 4YTO OOYCIOBIIEHO
KOPOTKUM IE€PUOIOM MOJypacnaga paauoHyKIUI0B, TO3TOMY MX CPOK T'OAHOCTU
JOJIKEH OBITh YETKO YKa3aH.

41. PamuodapMaileBTUYECKHE JIEKQpPCTBEHHBIE CPEJCTBa, COJEpIKaIIUe
PaAMOHYKIIUBI C OOJBIIMM MEPUOIOM TMOIypacnaja, CieayeT KOHTPOJIUPOBATh HA
COOTBETCTBHE BCEM TpEOOBaHUAM 10 OGOPMIICHHS pa3pelieHuss Ha BBIITYCK
YIIOJTHOMOYEHHBIM JIMLIOM.

42. Koutpoas nmpod MOXET ObITh MPOBENECH HE cpazy Mociie X oTdopa,
4yToOBl OOecneunTh TpeOyemMoe CHU)XKEHHME YpOBHS aKTUBHOCTH. Bce BHIbI
KOHTPOJISI, BKJIOYasi KOHTPOJIb Ha CTEPUIIBHOCTb, JOJKHBI OBITH NMPOBEACHBI Kak
MOXHO OBICTpEe.

43. IlucbMmeHHas mnpoueAypa JAODKHA YCTaHaBIMBATH MOPSAIOK OIECHKU
MPOIYKIMU U PE3YJIbTATOB KOHTPOJISA IO OTIPABKH MPOAYKIIHH.

44. Tlpogykuusi, HE COOTBETCTBYIOIIAsl YCTAaHOBJICHHBIM TpPeOOBaHUSM,
J0JKHA ObITh OTKJIOHEeHa. Ecnu mpenycmoTpeHa nepepadoTka MaTrepuana, TO OHa
JOJDKHA  BBIIOJHATBCA MO  3apaHee YTBEPXKIAECHHOW mpouenype. I'orosas
MPOJYKIHMS TOKHA COOTBETCTBOBATH YCTAHOBJIEHHBIM TPEOOBAHUSIM, YTO JOJIKHO
ObITh TOATBEPKIEHO JI0 e€e Bbilycka. He gomyckaercs mnepepaboTka
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BO3BpAIICHHON MPOJYKIMH, C KOTOpPOWM cleayeT oOpamarbcs Kak ¢
ParMOaKTUBHBIMU OTXOJaMH.

45. B crmenuanpHOW TMpoleaype MODKEH OBITh OINpeNeieH MOpPsIoK
necTBUi  YIIOTHOMOYEHHOIO JIMIia B cllydyae OOHapyKeHHS HECOOTBETCTBHUS
OPOAYKIIUHN TPEOOBAHUM CrieHU(BUKAIIINH TTOCIIE €€ OTTPY3KU IO UCTEUCHHUS CPOKa
rogHoctd. Takue cioy4am JOJDKHBI OBITh PAcCiIENOBaHBI, JIOJDKHBI OBITH
BBIIIOJIHEHBl ~ HEOOXOJMMBIE  MPEOYNPEeKIAOIUe W KOPPEKTUPYIOIINE
MEPOIPUSITHS AJIS1 HEJOMYIIECHUS MOJOOHBIX CUTyalluid B Oyay1ieM. DTOT MPOIEcC
JIOJIKEeH OBITh JOKYMEHTaIbHO OOPMIICH.

46. Ilpu HeoOXOAUMOCTH clieqyeT WH(GOPMUPOBATh OTBETCTBEHHBIN
MepcoHal MEIUIIMHCKOTO y4upexkJaeHus. s conedcTBUSL 3TOMY JIOJDKHA OBITh
o0ecrieueHa TMPOCIEKUBAEMOCTh B  OTHOLIEHUH  paanodapMaleBTUUECKUX
JICKapCTBEHHBIX CPEJICTB.

47. JlomxeH OBITb YCTAHOBIJIEH MOPSAOK KOHTPOJIS MCXOJHOTO CHIPbS H
matepuaiioB. [Ipu BEIOOpe M yTBEpKICHUH ITOCTABIUKA CIIEAYET YOSTUTHCS B TOM,
YTO [OCTABJIIEMbIE UM HCXOJHOE ChIPbE U MaTepUajbl HEU3MEHHO COOTBETCTBYIOT
TpeboBaHusM crneuupukanuii. McxoqHoe ChIpbe, yMaKOBOUHBIE MaTepUaNbl U
BCIIOMOTATENIbHBIE ~ MaTephaibl A  KPUTUYECKUX  IPOLIECCOB  JOJDKHBI
nproOpeTaThCs TOJNBKO Y YTBEPKICHHBIX TOCTABIIUKOB.

KoHTpoJibHbIE 1 apXUBHBbIE 00pPa3LbI

48. Ot kaxnod cepun HepachacoBaHHBIX paauodapMaleBTHUECKUX
JIEKapCTBEHHBIX CPEACTB JOJDKHO OBITh OTOOPAaHO JOCTATOYHOE KOJUYECTBO
0o0pa3loB, KOTOpbIE [OJDKHBI XPAaHUTbCSI HE MEHEE IIECTH MECSILEB IOCIe
VCTEYEHUS] CPOKAa FOJAHOCTU T'OTOBOM NPOAYKUMH, €CIIM MHOE HE YCTAaHOBJICHO B
MpoLIeCcCe YIPABJICHHS pUCKaMHU.

49. OOpasupbl HUCIMOJB3YEMOI0 B MPOU3BOJCTBE MCXOJHOIO CHIPbS, 3a
VCKJIFOUEHUEM PacTBOPUTENIEH, ra30B U BOJIbI, JOJKHBI XPAaHUThCS HE MEHEE JIBYX
JIET TOCJ€ BbINyCKa MPOAYKIHMH. DTOT CPOK MOXKET OBITh COKpAlleH, €Clid B
cnenuuKauy Ha ChIphe YKa3aH 00Jiee KOPOTKUI NEPHOJ] CTAOMIIBHOCTH.

50. Ilo cormacoBaHui0 C YINOJTHOMOYEHHBIM OPraHOM MOXKET ObITh
OMpEJENeH HWHOM TMOpSAOK OTOOpa M XpaHEHHs MpoO0 MCXOJHOTO ChIPbs,
MaTepHaJIoB, NPOAYKIUH, MTPOU3BEACHHBIX MO WHAMBUAYAJIbHOMY 3aKa3dy WU B
MaJbIX KOJMYECTBAX UM €CIIM UX XpPaHEHUE MOXET BbI3BaTh OCOOBIE TPYIHOCTH.

Peanuzanusa

51. lna paarodapMalieBTUUECKUX JIEKAPCTBEHHBIX CPEJICTB JOMYCKAETCs
peanu3anus TOTOBOM MPOAYKIHMH B KOHTPOJMPYEMBIX YCIOBHUAX IO IMOJTYYEHUS
pe3yabTaTOB BCEX HEOOXOAMMBIX HcnbITaHui. [lpu 3TOM HOWKHO OBITH
rapaHTUPOBAHO, UTO JIGKAPCTBEHHBIM mpenapar He OyIeT NpPHUMEHEH B
MEIUIMHCKOM YUYPEXICHUH A0 MOJYYEHHS YAOBJIETBOPUTENIBHBIX PE3YJIbTaTOB
VCIIBITAaHUI U UX OLICHKU Y TOJITHOMOYEHHBIM JIULIOM.
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TepMuHbI U onpeaeIeHUs

Iopsiuasn xamepa (hot-cell): DxpanupoBanHoe pabGouee MmecTo s
IPOM3BOJICTBA M OOpAICHUs C PaJHMOaKTUBHBIMU MaTepuaiamu. [ opsiuas kamepa
HE 00s13aTeIBHO JIOJKHA OBITH H30JISITOPOM.

IMpurorosienne (preparation): IlomroroBka Habopa B MEIUIIMHCKOM
YUPSKIACHUN IIyTEM BHECEHUS B HEr0 PAJUOHYKIIMIA, JJIFOUPOBAHHOTO U3
reHepaTropa, WM C TOMOIIbI PATUOAKTUBHBIX TMPEANICCTBEHHUKOB. Habopsl,
reHepaTopbl W PAaaMOaKTUBHBIC  MPEANICCTBEHHUKH  JOUKHBI  OBITH
3apErHCTPUPOBAHBI B YCTAHOBICHHOM MOPSIJIKE.

PagnodapmaneBTHyecKHe JEeKAPCTBEHHbIE CPEICTBA - JCKApCTBCHHBIC
CpPEIICTBA, KOTOpBIE COJCPXKAT B TOTOBOW [UIS KCIOJIb30BaHUS (HOpME OJMH
PATMOHYKJIH] UM HECKOJIBKO PAJMOHYKIIUIOB (PAJHOAKTHBHBIX U30TOIIOB).

PaamoakTuBHbIi mpenmecrBennuk (radiopharmaceutical precursor) —
paJlMOaKTHBHOE BEIICCTBO, IMPEIHA3HAYCHHOE I BBEACHUS PATHMOHYKIUIHOM
METKH B JIDYTO€ BEIIECTBO TEepe]l €r0 NPUMECHCHHEM.

Ynoanomouennoe Juno (Qualified Person): Dto nuro, Ha3HaueHHOE
IPOM3BOJMUTEIIEM  JICKAPCTBEHHBIX  CPEACTB,  KOTOPOE  OCYIIECTBISCT
MOJTBEPXKICHUE  COOTBETCTBUS  JIGKAPCTBCHHBIX  CPEIACTB  TPeOOBaHUSM,
YCTAHOBJICHHBIM TPHU HMX TOCYJIApCTBEHHON pPErvCTpaldd, W TapaHTHPYET, UYTO
JICKapCTBEHHBIC CPEJCTBA MPOM3BEACHBI B COOTBETCTBUH C TpPeOOBaHHSIMHU
Hacrosux [IpaBui. O0s3aHHOCTH Y TOJTHOMOYEHHOTO JIHI[A JIETATLHO ONKCAHBI B
rinase 2 yactH | u [lpunoxenun 16 nacrosmux [Ipasui.
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IIpunoxenue 4

IMPOU3BOACTBO JIEKAPCTBEHHBIX CPEJACTB IJIAA
BETEPUHAPHOI'O IPUMEHEHUA

(KPOME UMMYHOBHUOJIOI'MYECKUX JTEKAPCTBEHHbBIX
CPEJACTB JIAA BETEPUHAPHOI'O IIPUMEHEHMS)

H&CTOHHICC HpI/IJ'IO)KCHHC OTHOCHUTCA KO BCCM JICKAPCTBCHHBIM CPCACTBAM
A1 BETCPUHAPHOIO IIPUMCHCHHA, 34 HCKIIOYCHUCM I/IMMYHO6I/IOJ'IOFI/I'-IGCKI/IX
JICKAPCTBCHHBIX CpCACTB IJIs1 BCTCPHUHAPHOIO IIPHUMCHCHUA, IIPOHU3BOACTBO
KOTOPLIX paCCMaTprUBACTCA B OTACIIBHOM HpI/IJ'IO)KCHI/II/I K HaCTOAIIIUM HpaBI/IJ'IaM.

IIpou3BOACTBO 100aBOK K JIEKAPCTBEHHBIM KOpMaM

B Hacrosimem ITpumoskeHnu UCTIOIh30BaHbI CIICTYIOIINE TEPMHHBIL:

JlexapcTBennble kopma (medicated feeding stuff): Jliobas cmech
JIEKapCTBEHHBIX(0T0) CPeACTB(a) Il BETEPUHAPHOIO NMPUMEHEHHS] U KOpma(oB),
BBIITyCKaeMasi B TOTOBOM BHJI€, TIpeAHA3HAUCHHAS JJII KOPMJICHUS KUBOTHBIX 0€3
nanbpHeie o0paboTKH, KOTOpasi paccMaTpUBaETCs KaK JIGKAPCTBEHHOE CPEJICTBO
M3-32 CBOMX JICUEOHBIX WU MPOQUIAKTHUYECKUX CBOUCTB.

Jlo00aBKH K JieKapcTBEeHHBIM KopMaM (mpemmukcbl) (pre-mix): JlroObie
JICKapCTBEHHBIE CPEACTBA JUISI BETCPUHAPHOTO TPUMEHECHHS, IPHUTOTOBICHHBIC
3apaHee IS TOCTEAYIOUIETO HCIIOJIb30BaHUS B TPOHM3BOJACTBE JIEKAPCTBEHHBIX
KOPMOB.

1. TIlpousBoacTBO A00aBOK K JIEKAPCTBEHHBIM KOpMaMm  TpeOyeT
UCIIOJIb30BaHUsl OOJIBLIOTO KOJIMYECTBA PACTUTEIBHOTO CBHIPbS, MPHUBJICKAIOLIETO
HAacCeKOMBIX M TpbI3yHOB. [loMemieHust il HpPOM3BOACTBA J100aBOK ClEAyeT
MIPOEKTUPOBATH, 000PYI0BATh M IKCIUTyaTUPOBATh TAKUM 00pa3oM, 4TOOBI CBECTH
K MUHUMYMY OTMAaCHOCTb TPOHUKHOBEHHSI HACEKOMBIX U TPBI3YHOB (YacTh I, myHKT
3.4 mwnacrosmux IIpaBun). C menbio OOpbOBI ¢ HUMHU CJEIYET TMPOBOAUTH
pEryssipHy0 00paboTKy OMEIICHH.

2. U3-3a OGonbmioro oObema MbUIH, OOpa3yrOIIEHCsS MpU MPOU3BOJICTBE
Hepac(hacOBaHHBIX BEUIECTB MJs J100aBOK, 0co00€ BHUMaHUE HEOOXOIUMO
yIENSATh MepaM IO OOJETYCHHIO OYUCTKH TIOMEUIEHHH W TMPEIOTBPAILCHUIO
nepekpectHo koHTtamuHaumu (4acth I, myHkT 3.14Hactosmmx Ilpasun),
HampuMep, MPUMEHEHHIO TEPMETUYHBIX TPAHCIOPTEPOB M MBUICHIOTIOTUTENCH.
Hcnonb3oBaHue Takoro OOOpYIOBaHMS HE  HCKJIIOYAaeT HEOoOXOAMMOCTh
PETYJISAPHON OUUCTKU MPOU3BOICTBEHHBIX TTOMEIICHHIA.

3. Cnenyer obecneynTh €IUHOOOpa3ue BBIMOIHEHUS (OT CEPUU K CEPHUN)
CTaluil TEXHOJOTHYECKOro TMpoIlecca, KOTOPbIE OKa3bIBAIOT CYIIECTBEHHOE
OTpHUIIATEIFHOE BIMSHUE HAa CTaOWIBLHOCTH AaKTHUBHBIX BEIICCTB (HAMpPUMED,
UCIIOJIb30BaHUE Mapa MNpy MPOU3BOICTBE TPAHYII).

4. Ilpon3BoAcTBO 100ABOK 11€E€CO0OPA3HO OPraHU30BBIBATH B CHEI[HAIBHO
MpeTHa3HAYCHHBIX 30HaX, BBIHECEHHBIX 3a MIpPEIeIIbI OCHOBHBIX
IPOM3BOJCTBEHHBIX IMOMEIICHWH. B NpoTHBHOM cilydae O3TH CIEIUATBHO
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npeIHa3HaYeHHbIE 30HBI CIIEAYET OKPYXHUTh Oy(epHbIMH 30HAMHU, YTOOBI PHUCK
KOHTaMUHAIMU APYTUX MPOU3BOICTBEHHBIX 30H ObIJT MUHUMAJIbHBIM.

IIpou3BOACTBO  JIeKAPCTBEHHBLIX  IMpenaparoB  NPOTHB

IKTONAPA3UTOB

5. HecMmoTps Ha orpaHuueHue, ykazaHHOE B yacTu I, myHkTe 3.6HacTosmux
[IpaBuii, JIeKapCTBEHHbIE NpenapaThl MPOTUB SKTOMAPA3UTOB, MpETHA3HAYCHHBIE
JUIS. HApY>KHOTO MNPUMEHEHHUsI, OTHOCAIIUECS K JEKAPCTBEHHBIM CPEICTBAM JJIsi
BETCPUHAPHOTO TMPUMEHEHUS W BKIIOUCHHBIE B JIMIICH3UIO Ha MPOU3BOICTBO,
MOTYT TPOW3BOAUTHCA M HANOJHATHCA B 30HAX, MPEJHA3HAYCHHBIX IS
MPOU3BOJICTBA TECTUIIUJIOB, IO MNPUHIMUITY pPa3JeJICHHBIX BO BPEMEHH IUKIIOB
npou3BojicTBa. OJHaKO B 3TUX MOMEIICHUSAX HE JTOJHKHBI IPOU3BOIUTHCS APYrUe
BU/IbI JIEKAPCTBEHHBIX CPEJICTB ISl BETEPUHAPHOTO TPUMEHEHUSI.

6. g mnpenoTBpalleHHs] TNEPEKPECTHOW  KOHTAMHUHAIIMU  CIEIYET
UCIIOJIb30BaTh COOTBETCTBYIOIIME BaJIMAUPOBAHHBIE METOABI OYMCTKU. Cienyer
OPUHATE MEphl 10 oOecreyeHuto Oe30MacHOr0 XpaHEHUs JIEKapCTBEHHBIX
npenaparoB JjIsi BETEPUHAPHOIO NMPUMEHEHHS] B COOTBETCTBUU C TPEOOBAHUSIMU
Hacrosmux [IpaBui.

IIpou3BOACTBO JIeKAPCTBEHHBIX CPEACTB /IJI BETEPHHAPHOTO

NIPUMECHCHUA, COACPKAINUX NCHUIINJIJINHBI

7. Ucnionb30BaHME NEHUIMVIMHOB B BETEPUHAPUU HE MPEICTABISAET TaKOTO
pUCKa C TOYKM 3pEHMsS] TUIEPCEHCHOWIM3AlMU KXUBOTHBIX, KaK B clyyae HX
UCIIOJIb30BaHUs YEJIOBEKOM. 3apETUCTPUPOBAHHBIE CIy4Yau TMIEPCEHCUONIN3aluu
y Jomaneid U cobak ObLIM OOYCIIOBJIEHBI APYTMMHM TOKCUYHBIMU BEIIECTBAMHU
(manpumep,  HWOHOGOPHBIMU  AHTHOMOTMKAMH Uil Jomanei).  Takwue
JIEKapCTBEHHBIE Ipenaparbl PEKOMEHIYETCs MPOU3BOAWTH B  CIELHMAIBHO
IpeJHa3HaYeHHbIX W30JMPOBAHHBIX MOMEHICHUSIX (d4acTh I, myHKT 3.6 HacTOALIMX
[IpaBui), HO ATa pEKOMEHJALMsI MOXKET HE PacHpOCTpaHAThCA Ha Clydyau, KOrja
MOMEIICHHS MTPeHa3HAYEHbl TOJIBKO ISl MMPOU3BOJCTBA JIEKAPCTBEHHBIX CPE/ICTB
JUIsL  BETepUHApHOro mnpumeHeHus. OJHaKO HEOOXOIMMO TMPUHATH  BCE
HEOOXOAMMbIE MEpPHI MO MNPEJOTBPAIICHUIO TEPEKPECTHON KOHTAMHHALIMK U
oOecrieyeHnt0 0e30MacCHOCTH IMEpCOHala B COOTBETCTBUM C TpeOOBaHUSIMHU
Hactosimmx IlpaBun. Ilpu wmcnonb3oBaHMK OOIIMX MOMEIIEHUNA MPOU3BOACTBO
NPOAYKIUHU, COAEp)KAIEHd MEeHUIWUIMHBI, JOHKHO OBITh OPraHM30BaHO IO
NPUHIMIAM PA3ACIICHHBIX BO BPEMEHM LHKJIOB IIPOM3BOACTBA M JIOJKHO
COMPOBOXKJATHCSI ~ COOTBETCTBYKOLUIMMHM  BaJIMJAMPOBAHHBIMU  METOJIUKAMMU
JEKOHTaMUHALUNA U OYUCTKH.

XpaHeHue 00pa3uos

(uactp 1, nynkr 1.4, moamyHkT Viii u myHkr6.14

Hacrosimuux IpaBui)

8. B cBsi3u ¢ OonbIIMME 00beMaMU OKOHYATEIBHBIX YITAKOBOK HEKOTOPBIX
JIEKAPCTBEHHBIX CPEACTB Il BETEPHHAPHOTO MPUMEHEHUs (B YaCTHOCTH,
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N00aBOK), JJIsl MPOU3BOAMUTENS MOXKET OKa3aThCsl HEYHAOOHBIM XPaHUTH OOpasIlbl
KOKIOW CepuM MNPOAYKIMM B KX OKOHYATEJIbHOM ynakoBke. OpHako
MPOU3BOJAMTENb JODKEH OO0ECHeUuTh XpaHEHHE JOCTATOYHOTO KOJUYECTBa
apXUBHBIX 00pa3IOB KaXJI0W CEpUM MPOIYKIUU B COOTBETCTBUH C TPEOOBaHUSIMHU
Hacrosmux [IpaBui.

9. B nmobomM citydae, ynakoBKa JJisi XpaHEHHs] apXUBHBIX 00pa3IoB JI0JKHA
OBITH MPOU3BEJIEHA U3 TOTO K€ MaTepHalia, YTO U MEePBUYHAS YIIAKOBKA, B KOTOPOM
3TOT MPOJIYKT PEANH3YETCS HA PHIHKE.

CrepuibHbIe JIEKAPCTBEHHbIE CPEICTBA

JJISl BETEPUHAPHOI0 IPMMEHEHU S

10. JlekapcTBeHHbIE CpeACTBAa JUIsl  BETEPUHAPHOIO  MPUMEHEHHS,
nojJiexaniye (UHUIIHON CTEPUIIU3AIMU, MOTYT MPOU3BOJUTHCS B YHCTHIX 30HAX
OoJee HU3KOTO Kiacca, ueM 3To Tpedyercsa B [lpunoxkenun Inactosimux [IpaBun
(ecnu permieHre 00 ATOM TMPUHATO YIOTHOMOYEHHBIM OPraHOM), OJHAKO Kiacc
YUCTOTHI MOMEIIIEHUIN JOJIKEH ObITh HE HUXeE D.
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Ipuioxenue S

IMPOU3BOJACTBO UMM YHOBUOJIOI' TYECKHUX
JIEKAPCTBEHHBIX CPEJACTB

JJIA BETEPUHAPHOI'O ITIPUMEHEHUSA

HpuHuun

[Ipou3BOACTBO HUMMYHOOMOJIOTUYECKUX JIEKAPCTBEHHBIX CPEACTB  JIs
BETEPUHAPHOTO MPUMEHEHUS HUMEET psii OCOOCHHOCTEH, KOTOpbIE CleIyeT
IpPUHUMATh BO BHUMAaHHUE MPU BHEAPEHUH U OLIEHKE 3(PHEKTUBHOCTH CUCTEMBI
oOecrieyeHus: KauecTna.

N3-3a GOJBIIOTO KOJMYECTBA BHUAOB JKMBOTHBIX U COIYTCTBYIOUIUX
NATOT€HHBIX  MHUKPOOPTaHMU3MOB  CIEKTp MPOAYKIMU, MPOU3BOAMMON  Ha
NPEANPUATAA, MOXET OBITh OYEHb IMUPOKUM TpPU HEOONBIIOM O00BEME
MPOU3BOJCTBA. B CBA3M C 3THUM TNPOU3BOJACTBO OOBIYHO OPTAaHU3YETCS II0
NPUHITMIY OTACNBHBIX ITMKIOB. bomee Toro, BBUAY OCOOCHHOCTEH ATOTO
MIPOU3BOJICTBA (CTaINU KYJIbTUBUPOBAHUSA, OTCYTCTBHE (DMHUIITHON CTEPHIIA3AIIUN
U T.JI.) HEoOXoauMa TIHIATENbHAS 3alldTa MPOAYKIMH OT KOHTAMHHAIIMH W
MEPEKPECTHOM KOHTaMHHAIMU. [Ipom3BOJICTBEHHAas cpeda JOJDKHA — OBITh
3aIUIeHa, OCOOCHHO TIPW WCIIOJIh30BAaHUM TATOTCHHBIX WU JK30THYCCKUX
MUKpoopraHu3MoB. [Ipu HCMNONB30BaHUM MHMKPOOPTaHU3MOB, MATOTEHHBIX IS
4eJIoBeKa, 0COOCHHO TIIATENILHO CIEAYET 3aluiaTh paboTaroNil TepCcoHal.

C yueroMm »9TuUx (GaKTOpOB, a TaKke BapuaOCIbHOCTH CBOWCTB
UMMYHOOHUOJIOTHYECKUX JIEKAPCTBEHHBIX MPENaparoB U OTHOCHUTEIIBHO HU3KOU
3G ()EKTUBHOCTH MPOBOAMMBIX HUCHBITAHUN JJIS1  TMOJYYEHUS JIOCTATOYHOM
uHoOpMaIUUu O NPOAYKIUU (B YACTHOCTH, MPU KOHTPOJIE KadyecTBa TOTOBOM
MPOIYKIIMN), CHCTeMa OOecCIeueHus KadecTBa MPHUOOpeTaeT OCOOCHHO Ba)KHOE
3HaueHue. [Ipu mpon3BOACTBE MMMYHOOHMOJOTHYCCKUX JIEKAPCTBEHHBIX CPEICTB
JUTSI BETEPUHAPHOTO TTPUMEHEHHUST 0COOYIO POJIb UTPAET TOCTOSHHBIN KOHTPOJIb 3a
coOJIIoIcHuEeM BceX TpeOOBaHMM, M3JI0KEHHBIX B yacTu | Hacrosmux [lpaBui u
nanHoMm [lpwtokernn. CremxyeT TPOBOAUTH HEMPEPHIBHYIO OIEGHKY JaHHBIX,
MOJIy9aeMbIX B XOJA€ KOHTPOJII  PA3JIMYHBIX  aCIeKTOB  IMPOM3BOJCTBA
(o0opynoBaHue, MOMEIICHUS, MPOAYKIMS U T.M.) HA COOTBETCTBHE TPEOOBAHUAM
Hactosiux [IpaBui. Pemenust u nelcTBUsl, TPEAIIPUHATHIE HA OCHOBAHUM 3TOMU
OIICHKH, JIOJKHBI OBITH 0()OPMIICHBI IOKYMEHTAJILHO.

IMepconan

1. Bce coTpynHuku (BKJIOYasi MEPCOHAN, 3aHUMAIOIIUNUCS OYUCTKOU U
oOcyKMBaHHEM), pabOTaroNe B 30HAX MPOU3BOJCTBA MMMYHOOMOJIOTHYECKOU
MPOYKIIMHU, TODKHBI IPOUTH OOYYECHHE TI0 JTUYHOW TUTHUEHE U MUKPOOUOJIOTUHU U
JOTIOTHUTEIPHOE O0Y4YeHHE B COOTBETCTBHHM CO CHEIU(MUKON MPOU3BOAUMON
MPOTYKITUH.

2. JIuita, OTBETCTBEHHBIC 3a MPOU3BOJCTBO U KOHTPOJIb KAYECTBA, JOJIKHBI
UMeTh 0a30BYIO TIOJITOTOBKY IO CIEAYIONINM MpeaMeTaM (BCEM HIJIM HEKOTOPHIM):
OakTepuoJorun, OWONOTHH, OWOMETPUM, XHUMHH, HMMYHOJIOTHH, MEIHIIMHE,
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napasuToiIoruy, ¢apmanuu, (papMakoIOruu, BHPYCOJOTHM U BETEPUHAPUH, a
TaK)K€ HEOOXOAMMBIE 3HAHUS 110 3aLUTE OKPYKAIOLIEH cpeabl.

3. IlepcoHan pomkeH OBITh 3allMIIEH OT BO3MOXKHOIO 3apa)KeHMs
MUKpPOOpPraHU3MaMH, WCIOJIb3YyEMBIMU B Ipou3BOACTBe. IIpm wucnosp3oBaHuN
MUKpPOOPTraHU3MOB,  SABIIIOIIMXCS ~ BO30yauTenssMu  OOJe3HE  4elloBeka,
HEOOXOMMO MPUHMMATh OCOOBIE MEpBl MO 3alllUTEe MEPCOHaa, pabOTAIOLIETO C
TUMHU MUKPOOPraHU3MAMM WM SKCIIEPUMEHTAIbHBIMU )KUBOTHBIMH.

B cnydae HeoOXommmocTH TepcoHan JOKHBI OBITh BakmWHHpPOBaH. OH
JOJKEH POXOJIUTh METULIMHCKOE 00CIIeIOBAaHUE.

4. HeoOXxogumo MpUHUMATh COOTBETCTBYIOIIME MEPBHI NPOTUB IEpPEHOCA
MHKPOOPTraHU3MOB JIFOJIbMH 32 ITPEAEibl POU3BOACTBEHHOM 30HbI. B 3aBucMMocTH
OT BUJA MUKPOOPTaHW3MOB K TAKUM MEpaM OTHOCATCS IIOJHOE MEPEOJEBaHUE U
00s13aTeIbHOE MIPUHSTHE AYIIa MEePE] BHIXOOM U3 MPOU3BOICTBEHHOM 30HBI.

5. Ilpu npou3BOACTBE HUMMYHOOHMOJIOTMYECKONH MPOIYKIUH OCOO0YIO
OIACHOCTbH MPEACTABIISIET PUCK KOHTAMUHALMU W NMEPEKPECTHOW KOHTAMHMHALIMH,
BBI3BIBAEMOM IIEPCOHAIIOM.

JUisi  mpenoTBpalieHuss  KOHTaMUHALMM,  BBI3BIBAEMOM  IIEPCOHAIIOM,
IpeyCMAaTPUBAETCSl BBINOJHEHUE psAa MEp M IPOLEAYp, BKIIOYAIOMIUX B ceOs
VCITOJIB30BAHUE 3aIUTHOM OJEXKIbl Ha PA3JIMUHBIX CTAIUAX TEXHOJOTMYECKOTO
rporecca.

JIns mpenoTBpanieHus NMEPEKPECTHOM KOHTAMUHALIMM IIEPCOHAN JOJDKEH
nepeMenaTbCsl U3 OJHOM 30HBI B APYTYIO C COOJIOIEHUEM MPABUJI, UCKITFOUAIOIINX
PUCK KOHTaMHUHALIMHU. DTHU TMpaBUJIa JIOJDKHBI OBITh U3JI0KEHBl B MHCTPYKIMHU. B
T€YeHUEe paboyero BPEMEHH NEPCOHAJ HE JIOJDKEH MEePEeXOJUTh U3 30H, IIe
BO3MOYKHAa KOHTAMMHAIIMS KUBBIMH MHUKPOOPTaHM3MaMU WM COJEpKATCH
KUBOTHBIE, B TIOMENICHMs, TJe padoTalT C APYTMMH NOPOAYKTaMU WIIU
MUKpoOpranusmMamu. Ecnum Takux nepeMeneHuil u30exaTb HEBO3MOXKHO,
NIEPCOHAJ, 3aHATBIA B TAKOM IIPOMU3BOJACTBE, JOJDKEH CJIEAOBaThb YETKO
YCTAaHOBJICHHBIM METOJMKAM JIEKOHTAMHHAIIMK, B TOM YHCJIE BBINOJIHATH CMEHY
OJIeXK/1bl, 00YBH, U, 10 MEpe HEOOXOAUMOCTH, IPUHUMATD JTYIII.

Cunraercs, 4TO MEPCOHAN HE CTAJIKUBAETCS C PUCKOM KOHTAMUHALWU MpU
BXOJIE B W30JIMPOBAHHYI 30HY, [J€ KyJIbTYpbl HaXOASATCA B TIE€PMETHYECKH
3aKpBITBIX KOHTEHHEPAX, MOBEPXHOCTh KOTOPBIX MPOILIA AEKOHTAMUHALUIO, €CIIH
B OTOM 30HE B TeyeHUE mnociaeAHuX 12 4 He Beluch padoOThl C OTKPBITHIMU
MUKpOOpraHu3MamMu (32  MCKJIOYeHHeM  paboThl € 3K30THYECKUMU
MUKpPOOpPTraHU3MaMHu).

IToMmemenus

6. [Ipu npoeKTHpOBaHNU MTOMEIICHUH T0KHA ObITh MPETyCMOTPEHA 3aIUTa
KakK HpO}IYKI_II/II/I, TaK U HpOHSBOJICTBGHHOﬁ CpC)IBI. 3TO MOXECT 6BITB )IOCTI/IFHYTO 3a
CUCT MHMCIIOJIB30BaAHUSA I/ISOHI/IpOBaHHBIX, YUCThIX, IH/ICTBIX/I/I?)OJII/IpOBaHHBIX nJIn
KOHTPOJIUPYEMBIX 30H.

7. Onepam/m C JXHUBBIMH MI/IKpOOpFaHI/ISMaMI/I JOJI’)KHBI HpOBOI[I/ITBCH B
I/ISO.HI/IpOBaHHBIX 30Hax. ypOBCHB N30JA0UU JOJDKEH 3aBUCCTh OT INATOI'CHHOCTU
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MUKPOOPTaHU3MOB H OT TOTO, OBUIM JIM OHU KJIACCH(PUITMPOBAHBI KAk
DK30TUYECKHE.

8. Omepauny ¢ WHAKTUBUPOBAaHHBIMA MHKPOOPraHU3MAaMHU  CIEAYET
MPOBOJAUTh B YHUCTBHIX 30HAX. YHCTBIE 30HBI CIEAYET TAKKE HMCIOJIb30BAaTh IpU
pabote ¢ HEeMHGUIUPOBAHHBIMHU KJIETKAMH, BBIICIEHHBIMU U3 MHOTOKJIETOYHBIX
OpraHU3MOB, U B HEKOTOPBIX ClydasX Ipu paboTe co cpelamu, MPOIIEIIIUMU
CTEPUIIU3YIONLYIO (DUIIBTPAIHIO.

9. Onepanuu ¢ OTKPBITBIMH MPOJYKTAMHU WM KOMIIOHEHTaMH MEPBUYHOMN
YIOAKOBKHM, KOTOpBIE HE IIOJUIeKAT JaJbHEWIIEW CTepUIM3aluu, CIEayeT
MPOBOAUTH B OOKCE (YCTAaHOBKE) C OJHOHANPABICHHBIM (JIAMUHAPHBIM) MTOTOKOM
BO3/yXa Kjlacca A, HaXOsAIIEeMCs B 30HE Kinacca B.

10. Ecnu mpou3BOACTBO MMMYHOOHMOJIOTHYECKUX JIEKAPCTBEHHBIX CPEJICTB
JUIsl BETEPUHApPHOIO MPUMEHEHUsS HAXOOUTCA B TOM JK€ 3[JaHUU, TO JpYyrue
olepalru ¢ >KUBBIMU MUKpPOOpPraHU3MamH (KOHTPOJIb KauecTBa, UCCIEIOBAHUS U
JIMAarHOCTUKA W T.II.) JIOJDKHBI BBITMOJHATHECA B OTICIBHBIX H30JUPOBAHHBIX
noMemeHusix. CTeneHb M30JSLUUM 3aBUCUT OT MMATOM€HHOCTHM JAaHHOIO BHUJA
MUKpPOOPTaHU3MOB U OT TOTO, ObUT JIM OH KJIACCU(PHUITUPOBAH KaK SK30THUYECCKUH.
[Ipy BBINOJHEHUM JUArHOCTUYECKUX OMNEpAIMi CYHIECTBYET PHUCK BHECEHUS
BBICOKOIIATOTEHHBIX ~ MHUKPOOPraHU3MOB.  YPOBEHb  M30JSILIUM  JOJDKEH
COOTBETCTBOBATh BCEM  BBIIICTIEPEUNUCICHHBIM pHUCKaM. M3onsuuss Moxer
NOTPeOOBAThCS TAKXKE B CIy4asix, KOI/Ia KOHTPOJIb KayecTBa U JAPYTUe Olepanun
MPOBOJATCA B 3AaHUSIX, PACHIOJIOKEHHBIX BOJIM3U MPOU3BOICTBEHHBIX 3JaHUM.

11. M3onupoBaHHbIE TOMENIEHUSI TOJKHBI OBITH JIETKO J1€3UH(PUIIUPYEMBIMU
Y JI0JOKHBI BBITIOJIHATBCS CIIEYIONIUE TPEOOBAHUS:

a) OTCYTCTBHE MPSMOTO BBIXOJ]a BEHTHJIMPYEMOTO BO3AyXa HAPYKY;

b) HanmMuue BEHTWISALMH C OOCCIICYCHHUEM OTPHUIATCIILHOTO Iepernaa
napiieHus (paspexxenus). Bo3ayx pomxeH ynanarbess uepe3 HEPA-
bunbTpel. Perupkynsanus Bo3ayxa He JOMyCKaeTcs, 3a UCKIIOYEHUEM
CIy4acB PEHUPKYJISLIMA B TOM K€ CaMOM 30HE€ TIPU YCJIOBUH
JOTIOHUTENbHOU 0ouncTKU Bo3ayxa HEPA-dunberpamu (0O0BIMHO 3TO
YCJIOBUE BBINOJHAECTCS MPU MNPOXOKICHUH PEHUPKYIUPYIOIIETO
Bo3nyxa uepe3 nputouHbie HEPA-GuabTphl, KOTOphIE HCHOIB3YIOTCS
JUIst 9TOM 30HBI). [locTymieHnune BO3ayXa W3 OJHOM 30HBI B JPYTYIO
JIOMYCKAaeTCsl B TOM CJIy4ae, €CIU BBITSHKHOM BO3AYX MPOXOAMT Yepes
nBa mnocneaoBaTenbHo yctaHoBieHHbIXx HEPA-dunbrpa. Ilpu stom
JIOJKHBI OBITh MPEIYCMOTPEHBI HEMPEPHIBHBIN KOHTPOJIb 1IEJIOCTHOCTH
nepBoro (UIbTpa W CpeacTBa O€30MacCHOTO YJAJECHUSI BBITSHKHOTO
BO3/lyXa B cllyyae MOBPEXIACHUS 3TOTO (DUIIBTPA;

C) BO31AyX, BBIXOASINWNA W3 MPOU3BOJACTBCHHBIX 30H, B KOTOPBIX
MPOBOJUTCS paboTa ¢ SK30THYECKUMU MUKPOOPTaHW3MaMH, JOJHKCH
MPOXOJAUTh Yepe3 JBa IMOCIeI0BaTeIbHO YcTaHOBIEHHbIX HEPA-
bunbTpa. [Tpu TOM PELUUPKY TSNS BO3/yXa MEXKTY
MPOU3BOJICTBEHHBIMU 30HAMU HE JOMYCKAETCS;

d) Hamuume cucTeMbl cOOpa U AE3UH(EKIUH KUIKUX OTXO0B, BKIHOYAsS
KOHTAaMUHUPOBAHHBIN KOHJEHCAT U3 CTEPHIIM3ATOPOB, OMOPEAKTOPOB U
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T.II. TBCpI[BIe OTXOIbl, B TOM YHCIIC TpPYIIbl XHWBOTHBIX, CJIICAYCT

Je3UH(PHUITUPOBATD, CTCPUIIN30BaTh WJIN COKUTATh.
KoHTaMuHHpOBaHHBIC (QHIBTPEI HEOOXOAWMO YAAIATh OC30MaCHBIM
CIIOCOOOM;

€) KOMHATBI JUIs MEPEOICBaHUs CIEAYeT MPOSKTUPOBATh U UCIIOIH30BATh
KaK BO3AYILIHbIE UUIIO3bI U 000pYIOBaTh, MPU HEOOXOIUMOCTH,
yMBIBAJIbHUKaMU U JTylIeBbIMH KaOMHamMu. CxeMa repenaja JaBJICHUS
BO3/yXa JOJDKHA MPEIOTBpalllaTh ABM)KEHUE BO3yXa Mexay paboueit
30HOU U OKPYXAIOLIEH CPEIO, a TAKKE PUCK KOHTAMUHALIMU OJICKIbI,
UCITOJIb3yEMOW BHE paboyeli 30HbI;

f) nns mepememenust oOopymoBaHHsS JODKHA OBITH IPEIyCMOTpPEHA
CUCTEMAa BO3IYIIHBIX NUIFO30B, KOHCTPYKLHUSA KOTOPOM JIOJKHA
IpefoTBpallaTh JABM)KEHHUE KOHTAMUHUPOBAHHOTO BO3AyXa paboueid
30HBI BO BHEIIHIOI CpEIy U PHUCK KOHTAaMUHAIMKA OOOpYJAOBaHMS
BHYTpM 1UIIO3a. Pa3Mmep ImUI03a JOKEH IO3BOJATH INPOBOAUTH
3p(EeKTUBHYIO  JEKOHTAMHHALIMIO TOBEPXHOCTH  MEpEMEIIaeMbIX
MarepuasioB. PEekoMeHIyeTcsl yCTaHABIMBATh HA JIBEPH IILII03a TailMep,
MIO3BOJISIONINN KOHTPOJIUPOBATh BPEMSI, TOCTATOYHOE ISl IIPOBEICHHUS
a(PeKTUBHON JEKOHTAMUHAIINH;

g) BO MHOTHX CITy4asix JJisi 0€30IacHOTO yIAJCHHs] OTXOJOB M II0JIa4u
CTEpWJIBHBIX IMPEIMETOB HEOOXOJAMMO HCIOIb30BAaTh IMPOXOAHOM
aBTOKJIAB C IBYMsI IBEPSIMH.

12. TlepematouHble NUTIO3BI W KOMHAThl [JI TNEPEOACBAHUSA CIEIYET
o0opyAoBaTh OJIOKHUPYIOUIMMU WM JAPYTUMH TOIXOIAIIMMU YCTPOWCTBAMH,
NPENSATCTBYIOUIMMHU OJTHOBPEMEHHOMY OTKPBIBAaHUIO OoJjiee 4eM OAHOW JBepu. B
KOMHATBI JJI IEpE0IeBaHus ClIeayeT M0AaBaTh OTPUIBTPOBAHHBIN BO3yX TOM XKe
CTETIEHU OYHMCTKH, YTO W JJIsl IMPOU3BOJCTBEHHBIX 30H. OHHU [OJKHBI OBITH
000py10BaHbI CUCTEMaMH yAAJICHUS BO31yXa, 00CCIICUNBAIOIIMMHI BO3yX000MEH,
HE3aBUCUMBII OT NMPOM3BOJCTBEHHBIX 30H. llepenaTouynble NMUTIO3bI JOJIKHBI, KakK
MPaBUJIO, BEHTUIIUPOBATHCS TaKUM K€ 00pa3oM, OJIHAKO JTOMYCKAETCs MPUMEHSTh
HEBEHTWJIMPYEMbIE ILII03bI WM IUIIO3bI, 000PY/TOBAaHHBIE TOJBKO MPUTOUYHBIMHU
CUCTEMaMU.

13. Ctaguu TEXHOJIOTMYECKOTO Mpoliecca, IPU KOTOPBIX MOXKET MPOU30UTH
KOHTAMUHALIMS ~ TPOAYKUMU  (XpaHEHHE  KIETOK, MPUTOTOBIIEHHUE  CpE,
KyJIbTUBUPOBAHUE BUPYCOB M T.II.), JIOJDKHBI BBINOJHATHCS B OTIEIBHBIX 30HAX.
Oco0ast mpegoCTOPOKHOCTh TpeOyeTcsl pHU padoTe ¢ KUBOTHBIMH U MPOAYKTAMHU
YKUBOTHOT'O TIPOUCXOKICHUS.

14. Onepauy ¢ MHKPOOPTaHU3MaMH, TMPOSBISIIOIIMMHA  BBICOKYIO
YCTOMYMBOCTD K Je3uH(EKIMU (Hanmpumep, criopoodpasyroiiue 0akTepuu), 10 UX
WHAKTUBAIIUU CJIEyET BBINOJHATL B HW30JUPOBAHHBIX 30HAX, CHEHUAIBHO
MpeAHA3HAYEHHBIX ISl TPOBEACHUS TAKUX OMEePALIHi.

15. B npon3BoACTBEHHOH 30HE ClIEyeT OJHOBPEMEHHO MPOBOJIUTH PabOTHI
C MHUKpPOOPraHM3MAaMHM TOJBKO OJHOIO BHJA, 3a MCKIOYEHUEM IPOLIECCOB
CMELIMBAHUS U NOCJIETYOLIEr0 HAITOJIHEHHUS.
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16. Cnenyer mpoeKTUpOBATh MPOU3BOACTBEHHBIE 30HBI TaKUM 00pa3oM,
YTOOBI IPEAYCMOTPETH BO3MO>KHOCTh IIPOBEIACHUS ne3uH(eKnnuu
MIPOU3BOJICTBEHHBIX 30H B IPOMEXKYTKAX MEXIY IMPOU3BOACTBEHHBIMU LIUKIAMH C
MCIIOJIb30BaHUEM BaIUANPOBAHHBIX METOJIOB.

17. JlomyckaeTcss MpPOU3BOACTBO MHUKPOOPTaHU3MOB B KOHTPOJIHPYEMBIX
30HaX MpU YCIOBUU, YTO OHO OCYIIECTBISETCS B IOJHOCTBIO 3aKpPBITOM U
TEPMUYECKH CTEPUIM3yeMOM OOOpYJOBaHWUH, a BCE COCIUHEHUS TIOCIe
3aBepiIeHus paboThl W Tepea pa30OpKOM TakKe IMOABEPTalOTCS TEPMUUYECKOM
crepuinu3anuu. Jlomyckaercs  BBIIOJHEHUE COECOUHEHUN TMOJ  JIOKaJIbHBIM
JaMUHApHBIM MTOTOKOM BO3JyXa MPH YCIOBUH, YTO UX KOJIHMYECTBO OTPAaHUYEHO,
UCIIOJIB3YIOTCSL  COOTBETCTBYIOIIME ACENTUYECKHE METOAbl M  OTCYTCTBYET
OnacHOCTh yTeuku. [lapamerpsl mponecca CTepuiaM3anuu, UCIOJIb3yeMOTO NeEpeEn
pa30opKoil COeMHEHHM, MOJKHBI MPOWUTH BaIHAALMIO ISl BCEX HCIIOJIb3YEMBbIX
MUKpPOOpPraHu3MoOB. B mpenenax oAHOW 30HBI pa3Hble MNPOAYKTHI MOTYT OBIThH
3arpy’K€Hbl B pa3Hble OMOPEAKTOPBl TOJBKO MPHU OTCYTCTBUU PUCKA CIyyalHOU
nepeKpecTHOM KoHTaMuHauu. OaHako paboTa ¢ MUKpOOPraHU3MaMH, K KOTOPhIM
IPEIbSABISAIOTCA 0COObIE TPeOOBaHUS U3O0JIALIMHU, JOJIKHA BBIIOJIHATHCS TOJIBKO B
30Hax, CIIELUAIBHO BBIICIICHHBIX ISl TAKON POAYKIUU.

18. B momemeHusx s COAEPKAHUS >KUBOTHBIX, MPEIHA3HAYEHHBIX IS
UCIOJIb30BaHUsl (MM HCIOJIb3YEMBIX) B IPOM3BOICTBE, CIEAYET MOJACPKUBATH
PEXKUM U30JIUPOBAHHOMN W/WIIM YUCTOU 30HBI, UX CIEAYET OTAEIATh OT MOMEIIECHUN
JUISL COZIEpXaHUsl JIPYruX >KUBOTHBIX. [lomerieHus, rae coaepkarcs KUBOTHbBIE,
UCITIOJIb3yEeMbI€ NI KOHTPOJISI KauecTBa NPOAYKIUHU (B TOM YHCIIE C TPUMEHEHUEM
NATOT€HHBIX MHKPOOPTIaHU3MOB), JIOJDKHBI OBITh COOTBETCTBYIOIIHMM OOpa3zom
U30JUPOBAHBI.

19. Jloctynm B mpOM3BOACTBEHHBIE 30HBI MOYKET MMETHh TOJIBKO IIEPCOHAII,
UMEIoUMil Ha 3To paspemieHne. HeoOxoaumMo HMETh SICHYIO M JIAKOHMYHYIO
IMCBMEHHYIO HHCTPYKLUHIO IO PEXUMY JOCTyla B IPOU3BOJICTBEHHBIE 30HBI,
KOTOPYIO PEKOMEH/yETCsI BBIBECUTH Ha CTECHE.

20. Texnuyeckas NOKyMeHTanus (OCHOBHOM (haiisl) mpeanpusTus MOJKHA
CoJepKaTh HEOOXOAUMBIE TaHHBIE O IPOU3BOJACTBEHHBIX TOMEILIEHUSX.

JlomkHa ObITh oOecrieueHa COOTBETCTBYIOIIAs AETaau3alus Mpy ONMHCAHUU
IPOU3BOJCTBEHHBIX YYaCTKOB M 3/1aHUM (IIyTe€M BKJIFOUEHUS TJIAHOB MOMEILIEHUH U
UX DKCIUTMKALMM), Ha3HAYEHHS] W YCJIOBHMM HMCIOJIb30BaHUS BCEX MOMELIEHUH, a
TaK)X€ BUJOB OMOJOTMYECKUX ar€HTOB, C KOTOPBIMU MPOBOAUTCA padoTa. J{omKHbI
OBITh YETKO 00O3HAYEHBI TAKXKE MOTOKU MepcoHana u mpoaykuuu. Heobxoammo
yKa3aTh BUJbI KUBOTHBIX, COJIECPKAIIMXCA B BUBAPUIX WM JPYTUX MOMEIIECHUSX
NPEeANpUATHS, a TaKKe BUIbI padOT, BBIMNOJHSAEMbIX BOJU3U MPOU3BOJACTBEHHOTO
y4dacTka.

[[nanel W30JUPOBAHHBIX W/MIW YHUCTBIX TOMEIICHHWHA W 30H JOJDKHBI
coJlepKaTh NMPUHUMUITMAIBHYIO CXEMY BEHTWISILMU C YKa3aHUEM MECT MPUTOKA H
BBITSDKKHA BO3/yXa, MCTHOJb3yeMbIX (UIBTPOB U UX CrenudUKaui, KpaTHOCTEH
BO3yXxo0oOMeHa M mnepenaaoB naBieHus. CreayeT yka3aTb, MEXKIY KaKUMHU
NOMEIICHUSAMYU TPEAYCMOTPEH MOHUTOPUHI II€pEenajga JaBJIEHUS C IOMOIIBIO
MaHOMETPOB.
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Ob0opynoBanue

21. HUcnonp3yemoe o00OpynOBaHUE MAOKHO OBITh CKOHCTPYHPOBAaHO H
CMOHTHUPOBAHO TaK, YTOOBI COOTBETCTBOBATh CHEUU(DPUUECKUM TPEeOOBAHUAM IS
KQ)KJI0T0 BUJA NPOAYKIUH.

Ilepenq BBOAOM 00OpYIOBaHHS B 3KCIUTyaTallMIO OHO JOJDKHO IPOUTH
KBATM(UKALIMIO U BaIMJAIUIO, a 3aT€M MPOXOJUTh PETYISIPHOE TEXHUUYECKOE
00CITy>KMBaHHUE U TIOBTOPHYIO BAJIUIALIUIO.

22. Ob6opynoBaHue JOKHO  00O€CIEeUMBATH  yIOBIETBOPHUTEIILHYIO
NEPBUYHYIO M3O0JIALMI0 OMOJOTUYECKUX areHTOB. KOHCTPYKIHMS M MOHTax
00OpyZIOBaHUsl JIOJDKHBI, NMPU HEOOXOJUMOCTH, OOECredyrBaTh €ro JIETKYI0 |
3P PEKTUBHYIO JCKOHTAMHHAIIUIO U (WJIN) CTCPHIU3AIIHIO.

23. KoHCTpyKIIMS U MOHTaX 3aKpbITOTO 000PYI0BaHUs, UCIIOJIB3yEMOTO JIJIs
NEPBUYHON HM30JSIIMA  OMOJOTHMUECKUX areHTOB, JOJDKHBI TPeayCMaTpUBaTh
IpEeI0TBpalIEHUE YTeUeK, 00pa30BaHMs Kallelb U a3po30JIeil.

BBoael W BBIBOABI Ta30B JIOJDKHBI OBITH 3alIMIIEHBI TaK, YTOOBI
oOecrieunBaTh HYXKHYIO CTENEHb H30JLMH, HANPUMEp, MYyTEM HCIOIb30BAHUS
CTEPUIIM3YIOIUX THIPOPOOHBIX (PUIBTPOB.

JUis  nojauu  wWiM  yAAJIEHHS MAaTepuajoB  CIEIYEeT HCHOJb30BaTh
CTEPUJIM3YEMYIO  3aKpBITYIO CHCTEMY JHOO COOTBETCTBYIOIIHME  YCJIOBHS
JJAMUHAPHOTO IMOTOKA BO3/1yXa.

24. IIpu HEOOXOIMMOCTH IEpes HCIONIb30BAaHUEM O0OPYJOBaHHE CIEAYET
CTEPHUJIN30BATh MIPEANIOYTUTENBHO CYXUM IIAPOM I0J JaBiIeHUuEM. [[pyrue MeToasl
OPUMEHUMBI B TOM Cllyyae, €Clid CBOMCTBa 0OOPYIOBaHMSI HE AOIYCKalOT €ro
CTEpWIM3AIMI0 MapoM. BaXXHO He NpOmycTUTh MpU 00pabOTKE Takue BHJIbI
00opy0BaHUs, Kak IIEHTPpU(YTH U BOJISTHbIC OAHH.

O0OopynoBanue, HUCMIOJIb3YEMOE I  OYHMCTKH, pAa3[elieHHs WU
KOHLEHTPUPOBAHMS,  JIOJDKHO, KaK  MHHUMYM,  CTEPWIM30BaThCA  WJIHU
Ne3UH(PUIUPOBATHCS MPU MEpPeXoJe OT OJHOrO0 BHJAA MPOAYKTa K JIpPYromy.
Heobxoaumo uccienoBaTh BIMSHUE METOAOB CTEPHIIM3AIMU HA 3PPEKTUBHOCTD U
BAJIMJAIMOHHBIA CTaTyC OOOpYIOBaHUSA C IEJNbI0 ONpPENENEHUsT CpOKa €ro
AKCILTyaTalMH.

Bce MeTobpl cTepuimn3auny JOJKHBI ObITh BATHIUPOBAHBI.

25. KoncTpyknus o00OpyIOBaHHS JOJDKHA HMCKJIOYATh BO3MOYKHOCTH
NEPeNnyThIBAHNS PA3IUYHbIX OPraHu3MOB WM HNPOAYKTOB. TpyOonpoBOJb,
KJIanaHbl ¥ GUIBTPBI JOJHKHBI MApKUPOBATHCSI B COOTBETCTBUU C MX Ha3HAYCHHUEM.

JUis  KOHTEWHEPOB C HWHQUUUPOBAHHBIMM U  HEUH(DUIHUPOBAHHBIMU
MaTepuajgamH, a TakKe, KaK MpaBuio, JUIsl pa3jIMYHbIX OPraHU3MOB WJIU KIIETOK,
ClIeyeT MHCIOJNb30BaTh OTHENbHbIE HHKyOaTopbl. CoaepkaHHE B  OJIHOM
MHKyOaTope Oojiee OJHOrO THUIA OPraHM3MOB WJIM THUMA KIETOK JOIYyCKaeTcs
TOJIBKO B CITyyae MPUHATHS HEOOXOJMMBIX MEP MO repMETU3ALINH, TOBEPXHOCTHON
JEKOHTAMUHALUA M pa3lieleHuIo KOoHTeiiHepoB. Cocynbl ¢ KyJIbTypamMu U Tp.
JOJKHBI OBITh MPOMApPKUPOBaHbl MHAMBUyAIbHO. OUUCTKA U 1€3UH(EKIUS ITUX
COCYJIOB M HWHKYOATOpOB MOTYyT OBITh 3aTPyJHEHBI M TpebOBaTh 0COOOTO
BHUMAaHUSI.
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KoHcTpykiius u mopsok SKCIUTyaTaluu 00OpyAOBaHUS, HCIOIb3yEMOTO
JUIsL XpaHEHUs OMOJIOTMYECKUX AareHTOB WM IMPOAYKTOB, JOJDKHBI HMCKIIIOYATh
J11000€ BO3MOXKHOE MEPENyThIBAaHUE.

Bce xpansmmecs oOpa3lbl JOKHBI HMMETh YETKYIO M OJHO3HAUYHYIO
MapKHpPOBKY M HaXOIUTHCA B KOHTEWHEpAX, 3AIIMILCHHBIX OT YTEUKH. 3aIachkl
IIOCEBHBIX KYJIBTYP KIJIETOK M OpPraHWU3MOB JOJDKHBI XPAHUTHCA B CIICLHAIBHO
peIHa3HaYeHHOM 00OpYy/10BaHUU.

26. Hexotopeie Buasl o0opymoBaHHS (Hampumep, O0OOpyIOBaHHE,
Tpebyroiee KOHTPOJISI TEMIIEPATYPHI) JOJKHBI OBITH OCHAILICHBI
PETUCTPUPYIOIIMMUA ~ yCTPOMCTBAMM W/WJIM CHCTEMaMu CHrHanu3anuu. Bo
n30eXaHne OTKAa30B COBMECTHO C aHaJM30M TEHACHIMHA B PETHCTPUPYEMBIX
JAHHBIX CIIEAYET OPTaHW30BaTh CUCTEMY MPOPUIAKTHIECKOTO O0CTYKUBAHUSI.

27. 3arpy3ka TMOQUIBHBIX CYIINIBHBIX YCTAHOBOK JOJDKHA MPOUCXOUTH B
YU CTON/M30IMPOBaHHOM 30HE. Onepanuu No pasrpyske JIMOQUIBHON CYIIUIbHON
YCTAaHOBKH MPUBOJAT K 3arps3HEHUIO OKPY’KAIOIIEW cpenbl. B cBsA3u ¢ 3TuM npu
UCIOJIb30BaHUU JTUO(QUIBHBIX CYHIMJIBHBIX YCTAHOBOK, OTKPBIBAIOLIUXCSA C OJAHOMN
CTOPOHBI, YHCTO€ IIOMEIICHHE JOJDKHO IIPOWTH  JEKOHTaMUHALUIO [0
NIEPEMEIIECHNS B 3Ty 30HY JIPYrodl Cepuy NPOAYKLMWH, 332 HCKIIOUEHHUEM CEPHM C
OJIMHAKOBBIMM  OpraHu3Mamu. JIByCTOpOHHHE  JHO(UIbHBIE  CYUIMJIbHBIE
YCTAaHOBKH JOJDKHBI CTEPUIIM30BATHCS IOCIIE KaKAOr0 LMKJIAa MPOU3BOJICTBA, €CIIN
TOJIBKO OHU HE OTKPBIBAIOTCS B YUCTYIO 30HY.

Crepunuzanys TMOQUIBHBIX CYIIMJIBHBIX YCTAHOBOK JOJDKHA ITPOBOJUTHCS
B COOTBETCTBMM C NMYHKTOM 24 nmanHoro Ilpwnoxenus. B ciaywdae oprannszanuun
paboT MO NPUHUUIY OTIAENAbHBIX LMKJIOB IPOM3BOJACTBA HX  CIEAYET
CTEPUJIN30BATh, 10 KPAMHEN Mepe, TOCIE KaXI0TO UKIIA.

KuBoTHBIC M BUBAPUU

28. OOmue TpeboBaHUs K COJICPKAHUIO )KUBOTHBIX, MOMEILICHUSIM sl HUX,
yXOJly U KapaHTUHY TPHUBEACHBI B COOTBETCTBYIOIIUX HOPMATHUBHBIX MPABOBBIX
aKTax.

29. BuBapuu 10MKHBI ObITH M30JIUPOBAHBI OT APYTHUX MPOU3BOICTBEHHBIX
nomMemieHuit. OHM  JIOJKHBI  OBITh  CKOHCTPYUPOBAaHBI C  COOJIFOJICHUEM
HEO0OXOUMBIX TPeOOBAHUH.

30. CaHuTapHOE COCTOSIHUE YKMBOTHBIX, MCIIOJIB3YEMBIX B IMPOU3BOJICTBE,
HEOOXOJMMO  OIEHWBATh, KOHTPOJIMPOBATH U  peructpupoBath. [IpaBuna
oOpalieHusi ¢ HEKOTOPHIMH BHUJIAMH >KUBOTHBIX (HampuMmep, JUHUU >KUBOTHBIX,
CBOOOJTHBIX OT IMATOT€HOB) NMPUBEIEHBI B CICIIUATBHBIX PYKOBOJCTBAX.

31. XKuBoTHBIC, OMOJIOTHUECKHUE areHThI ¥ MPOBOANMBIC UCTIBITAHUS JOJKHBI
OBITh YE€TKO MJACHTU(UIIMPOBAHBI B COOTBETCTBUU C YCTAHOBIICHHOM CHCTEMOU BO
n30eKaHue pUCKa MEPEeNyThIBAaHUS U C I1IEJIbI0 KOHTPOJIS BCEX BO3MOXHBIX BHOB
OIIaCHOCTEM.

Je3undexuus. YaajaeHme 0Txo10B
32. Jlesundexuus w/miM ynajqeHUe TBEPIbIX U KUJIKUX OTXOJO0B MOTYT
UMETh OCOOCHHO Ba)KHOE 3HAYEHME MPU IMPOU3BOJCTBE UMMYHOOHOJOTHYECKON
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mpOayKIMA. B CBsSI3W ¢ 3TUM HEOOXOIWM TIIATEIBHBIM TOAXOM K METOJAaM |
000py0BaHUIO, UCTIOIB3YEMBIM JJI MPEOTBPAILICHUS 3aTPSI3HEHUST OKPY KAIOIIeH
Cpellbl, a TAKXKE K X BaJIUJAIUU.

IIpousBoacTBo

33. U3-3a mmpokoro pa3zHoOoOpasus MPOIYKIIHH, OOJBIIIOTO KOJIMYECTBA
CTaJuil MpU MPOU3BOJCTBE MMMYHOOMOJOTUYECKUX JIEKAPCTBEHHBIX IMpEnapaToB
JUTsl BETEPUHAPHOTO MMPUMEHEHHUS U XapakTepa OMOJIOrMYeCKUX MPOLIECCOB 0c000e
BHUMAaHHE CIEAyeT YACISITh CTPOrOMY  COOJIOJEHUIO  BaJIUIUPOBAHHBIX
TEXHOJIOTUYECKHUX MPOIIECCOB, MOCTOSIHHOMY KOHTPOJIO BCEX TEXHOJOTUYECKHX
CTaJMi MPOU3BOJICTBA U MIPOBEJICHUIO KOHTPOJISI B MPOIECCE TIPOU3BOJICTBA.

Ocoboe BHUMaHUE clieqyeT OoOpaTUTh Ha HMCXOIHOE ChIpbE, MaTepualbl,
Cpellbl KyJIbTUBUPOBAHMS M UCIIOJIb30BAHUE CUCTEM ITOCEBHBIX KYJBTYP.

HNcxoaHoe chipbe U MaTepHAJIbI

34. TpeboBaHUs K UCXOJAHOMY CHIPbIO M MaTepuaiaM JIOJKHBI ObITh YETKO
OIpe/eNieHbl B JIOKYMEHTAIbHO O(GOpMIIEHHBIX crenudukanusax. Cnenudpukanuu
JOJDKHBI COJEpPKaTh JTaHHBIE O MOCTaBIIMKE, METOJAE IMPOU3BOJACTBA, €r0 MECTE
PAcoOJIOKEHUS U BUJIaX KUBOTHBIX, U3 KOTOPBIX MOJIYYEHO 3TO HCXOAHOE ChIPhE U
MaTepuaibl, a TaKKe O crnocodax ero KOHTpoJisi. OCOOEHHYIO0 pPOJib HUrparoT
MUKPOOHOJIOTUYECKHE METObI KOHTPOJIS.

35. Pe3ynbTaThl UCHBITAHUA HMCXOJHOTO CHIPbS M MaTEPHATIOB JOJIKHBI
COOTBETCTBOBATh crenupukanusaM. Ecin mpoBeiaeHHE HCHBITAHUNA 3aHUMAET
MHOT'O BpPEMEHHU (Hampumep, cBOOOAHBIE OT crenupuieckux mnaroreHoB (SPF)
gifila  (SMOPHOHBI) MTHI[), MOXET BO3HUKHYTh HEOOXOJUMOCTh O00pabOTKU
VCXOJHOTO CBIPbS M MAaTE€pUalOB JO NOJYYEHHUS PE3yIbTaTOB AHATUTUYECKUX
UCOBbITaHUW. B 3TUX Ciydasx IIOJydeHUE pa3pelIeHuss Ha BBITIYCK T'OTOBOU
INPOAYKIHN 3aBUCUT OT IOJIOKUTEIBHBIX PE3YJIbTaTOB HCIBITAHUS HCXOJHOTO
CBIPbSl I MaTE€pPUAJIOB.

36. Ocoboe BHUMaHHE CIICIyEeT YACISATh JaHHBIM O CHCTeMe oOecrieueHus
KAauecTBa IIOCTaBUIMKA IIPU OLEHKE COOTBETCTBUS HCTOYHUKOB CBIpbI U
MaTepuasioB U OObEME WCIBITaHUM, TpeOyeMbIX NpHU MPOBEACHUH BXOJHOTO
KOHTPOJISI KauecTBa.

37. Tam, TIe 3TO BO3MOXHO, CIEAYET CTEPUIM30BATH MCXOJHOE CBIPbE U
MaTepuanbl TEPMUYECKUM MeEToAoM. JlomyckaeTcss HUCIONb30BaTh W JIpYyrue
BaJIMMPOBAHHBIE METO/IbI, HAIIPUMED, HOHU3UPYIOIIEE U3ITyUECHHE.

Cpennl

38. PoctoBbie CBOHCTBAa Cpe€l MOJDKHBI 3apaHee IMOATBEPKAATHCA
COOTBETCTBYIOIIMM 00pPa30M.

39. IlpeanodyTuTeabHO, YTOOBI CpeAbl CTEPHIN30BAIUCH HA MECTE WM Ha
auHud. [IpeanoyTuTeIbHbIM SBJISIETCS METOJI TEPMUUYECKON cTeprin3ainuu. [ assl,
Cpelbl, KHCIOThI, WIEJIOYH, MEHOTaCUTEId W JIPyTHe BEIIEeCTBA, BBOAUMBIE B
CTEPHIIBHBIN OMOPEaKTOp, JOJDKHBI OBITh CTEPUIIHBHBIMHU.
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CucreMa MoCeBHBIX KYJbTYP U 0AaHKOB KJIETOK

40. [Ins npenoTBpallleHHs] HEKENAaTEeIbHOT0 U3MEHEHHsI CBOMCTB, KOTOPOE
MOKET MPOU30MTH BCJIEACTBHE MHOTOKPATHBIX MEPECEBOB WA OOJIBIIOTO 4YHCIIa
reHepanuii, Mporu3BOJCTBO MMMYHOOMOJOTHYECKUX JIEKAPCTBEHHBIX MpENnapaToB
JUIsl BETEPUHAPHOIO MPUMEHEHHU, MOJYyYaeMbIX U3 KYJIbTYp MHKPOOPTaHH3MOB,
KyJIbTYp KJIETOK, TKaHEH MM Pa3MHOKEHUEM B IMOPHOHAX U KUBOTHBIX, JOJKHO
OBITh OCHOBAHO HA CUCTEME MOCEBHBIX KYJIbTYp WM OAHKOB KJIETOK.

41. KomuuecTBo reHepauuii (yABOSHUM, TIAacCaKeW) MEXIy IOCEBHOM
KyJIbTYpPOU MM OAaHKOM KJIETOK M TOTOBOW MPOAYKIIUEH TOJIKHO COOTBETCTBOBATH
TpeOOBAHUSIM PETUCTPALIMOHHOTO JIOChE.

42. IloceBHble KyJIbTYpbl M OaHKU KIJIETOK CIEIYyeT COOTBETCTBYIOIIUM
o0pa3oM pasnuyarh M KOHTPOJIUPOBATH HA OTCYTCTBHE KOHTAMUHAHTOB. [l
HOBBIX TIOCEBHBIX KYJIBTYP JOKHBI ObITh YCTAaHOBIICHBI KPUTEPUH MPUEMIIEMOCTH.
[ToceBHbIE KyJnbTypbl M OaHKH KJIETOK JOJDKHBI CO3[1aBAThCS, COAEPKAThCA M
UCIIOJIB30BAaThCA TakuM 0Opa3oM, YTOObl CBECTUK MHHMMYMY pHCK HX
KOHTaMHUHALMKA WIH JIF000r0o u3MeHeHus. Ipu co3gaHuy mOoCeBHBIX KYJbTYp WIH
OAHKOB KJIETOK HE JIOIyCKaeTCs OJHOBPEMEHHAsl padoTa B TOM )K€ 30HE WJIM TOTO
K€ IMEpCOHAla C JPYrMMHU JKMBBIMU WM WHDUIMPYIOIIMMHA MaTepuagaMu
(HanpuMep, BUPYCaMH UJIM KJIETOUHBIMU JIMHHUSIMHU ).

43. Co3gaHue TIOCEBHOW KyJIbTYphl WM OaHKa KJIETOK HEOOXOAUMO
IPOBOAUTH C COOJIIOEHUEM YCTAHOBJIEHHBIX TPEOOBAHMUN K NPOU3BOJICTBEHHOM
cpele IS 3alMThI OCEBHBIX KYJIBTYp UM OaHKa KJIETOK, a TakKe pabOTaroIEero ¢
HUMU [IEPCOHAJIA U BHELIHEN OKPYXKAIOLIEH CPEIbI.

44. IlpoucxoxneHue, ¢opMa M YCIOBUS XPAHEHHUS IOCEBHBIX KYJIBTYp
JOJDKHBI  OBITh IOJIHOCTBIO OIMCaHbl B COOTBETCTBYIOLIEH JIOKYMEHTALUH.
HeoOxoaumo wHMeTh JI0Ka3aTeNbCTBA CTAOMJIBHOCTM W BOCHPOU3BOJMMOCTHU
MOCEBHBIX KYJIbTYP U KJIETOK. EMKOCTH ISl XpaHEHHSI JOJIKHBI OBITh T€PMETUYHO
3aKpbIThl, YETKO MApPKUPOBAaHbI M XPaHUTbCA MpU TpeOyeMol TemIiepaType.
VYcnoBuss  XpaHeHuss HEOOXOAMMO  JODKHBIM — 00pa3oM  KOHTPOJIMPOBATh.
Heo6xo1uMo BecTH TIHIATEIbHBIN yUeT KaX0T0 XPaHIIErocsi KOHTeHHepa.

45. K pabore ¢ marepuajioM JIOMYCKAIOTCS TOJBKO CHEIUAbHO
Ha3HAUYEHHbIE COTPYIHUKH. Pabora p0mKHA NPOBOAMTHCS MOJ KOHTPOJEM
OTBETCTBEHHOTO Jinla. Pa3nuuHble MOCEBHBIE KYJIbTYpbl U OaHKU KJIETOK CIEAYeT
XpaHUTh TakKuM O0Opa3oM, 4YTOOBI HE JONMyCKaTh TMEpPeNyThIBAaHUS WU
NIEPEKPECTHON KOHTAMHUHALMU. PeKOMEHyeTCs pa3iesaTh TOCEBHBIE KYJIbTYPhI U
OaHKM KJIETOK U pa3Hble YaCTU XPaHUTh OTAEIbHO BO H30€KaHHWE HUX IOJIHOM
yTpPAaTBHL.

IIpuHUIMIBI PA00THI

46. B xo1e TEXHOJOTMYECKHUX MPOIECCOB CIeNyeT n30eraTb Uil CBOJUTH K
MUHUMYMY OOpa3oBaHME Kamenb Wid neHbl. [Iponeccsl neHTpudyrupoBaHus Uim
CMEIIIMBAHUSA, KOTOPbIE MOTYT MPUBECTH K OOpa30BaHUIO Karleib, JOJKHBI
IPOBOANUTHCA B M30JIMPOBAHHBIX €MKOCTSIX WJIM B YUCTBIX/M30JIMPOBAHHBIX 30HAX
BO M30eKaHue MepeHoca JKUBBIX OPraHU3MOB.
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47. CrydaifHble TPOJUBBI KUAKOCTEH, OCOOCHHO COJEP)KAIUX >KUBBIC
OpraHu3Mbl, HEOOXOJUMO OBICTPO U 0€30MACHBIM CITOCOOOM JIMKBUAUPOBATH. [
KOKJIOTO THIA MHMKPOOPTaHHU3MOB CIIEYyeT HCIOIb30BaTh BaJUAUPOBAHHbIE
npoueaypbl JeKoHTaMHHAIMU. [IpM HMCHOJIB30BaHUM  PA3JIMYHBIX IITAMMOB
OaKTepuil OTHOTO BUAA WM OYEHb IMOXOKUX BUPYCOB ATa MPOLIETypa MOKET OBITH
BaJIUJMPOBAHA B OTHONIEHUH TOJBKO JUIsI OJHOTO W3 HHX, €CIM Y HHUX HET
CYLIECTBEHHBIX C MCHBITAHHBIM AareHTOM pa3iMuuid B  YCTOMYMBOCTH K
BO3JICHCTBHIO ICKOHTAMHUHAITIH.

48. Onepanuu, BKIIOYAIONIME B ce0sl TepeMEIlIeHUE TAKUX MaTEepPUaIoB, Kak
CTEpWIbHBIE CpeAbl, KYJIbTYpbl WM TMPOMYKTHI, JOJKHBI TIPOBOIAUTHCS B
MIPEABAPUTEIILHO CTEPUIIM30BAHHBIX 3aKPBITHIX CHCTeMaX. ECii 3TO HEBO3MOXKHO,
oTiepaIiy Mo MEePEMENICHUI0 MaTePHAIOB JOJKHBI MMPOBOJUTHCS B JTAMHUHAPHOM
MOTOKE BO3AyXa.

49. JlobGaBneHue cpen WM KyJbTyp B OHOPEAKTOPHI U JAPYTHE COCYIIbI
JOJDKHO ~ TPOBOAUTHCS B TIIATEIBHO  KOHTPOJMPYEMBIX  YCIIOBHSIX,
00eCIeynBaOIINX HEBO3MOXHOCTh BHECEHUSI KOHTaMUHAHTOB. [Ipu nobaBneHun
KyJbTYp HEOOXOAUMO TIHIATEIBHO MPOBEPATH MPABUILHOCTH COCIMHEHUSI COCY/IOB.

50. Ilpu HeoOxomuMocTu (HampuMmep, Korja JBa u Ooisiee depmeHTaTOpa
PacIoJioKEHbI B OJTHOM 30HE) OTBEpCTUA A1 0TOOpa MpoO U BHECEHHs T0OABOK U
COCJIMHUTENBHBIE  JJIEMEHThl  JIOJDKHBI ~ CTEpUJIM30BaThCs  mapoMm  (mocie
MOJICOSMHEHUS, TIepe]] MOJavYei MPOIyKTa M IMepes OTCoeanHeHneM). B npyrux
CIIyJasX JOIyCKaeTCsl XUMUYeCKash Ae3UH(EKINUS BXOIHBIX OTBEPCTHH W 3aIuTa
COCIMHECHUH IO IJAMUHAPHBIM MIOTOKOM BO3TyXa.

51. OOopynoBanue, mnabopaTopHas IIOCy/Ja, BHEIIHUE IOBEPXHOCTH
KOHTEHHEPOB C TMPOJAYKUMEW U Jpyrue TNOoJ0OHBbIE MaTepHalbl IMepes
MEePEeMEIICHIEM U3 HW30JIMPOBAHHON 30HBI JODKHBI OBITh JAC3WH(DUIIMPOBAHBI C
WCIIOJIb30BAaHUEM BAJIMJIMPOBAHHOTO MeToAa (CM. BbIIE MYyHKT 47 TaHHOTO
[Tpunoxenust). OcoOyro mpoOJIeMy MOXKET BBI3BIBaTh BEJACHHE JOKYMEHTAIIUM Ha
CEepUI0  TPOAYKIUU. TOJNBKO  aOCOMIOTHBIH  MHUHUMYM  JOKYMEHTAIWH,
HEeoOXomuMon st coOmoaeHuss TpeboBanmit HacTtosmux [IpaBui, goimxeH
MOCTyINaTh B pabouyr 30HY M TMOKumath ee. [lpu sBHOW KOHTaMUHAIIUU
(HampuMep, KaruisMU WX a’pO30JsIMU) WM TMPU UCTOIH30BAHUU DK30THUECKUX
MUKpPOOPTaHU3MOB OyMaXkHasi JOKyMEHTAIusl JOJKHA Je3UH(UIIMPOBATHCS B
HUTI03€ IS TIepeMenieHus] 000pyI0BaHHUS WM TIEPeIaBaThCs ¢ MUCIOIB30BAHUEM
dboTokonuu unu ¢akca.

52. Kunkue wid TBEpAbIE OTXOJbl, TaKME KaK CKOpJyMa Tocyie oTtdopa
MaTepHuaa u3 sSull, OJHOPA30BbIC OYTHUTH JIJISl KYJIBTYpP, HEXKEIIaTeIbHbIC KYJIbTYPHI
win  OWOJIOTUYECKHWE  areHThl  IeecoO0pa3HO  CTEPWIM30BAaTh WM
NE3UH(PHUITMPOBATh TIEPE]l UX yAaJleHHEeM W3 W30JMPOBAHHOW 30HBI. B HEKOTOPBIX
CIIyJasiX MPUEMJIEMBIMH CUYUTAIOTCS W JPYTUE METOJbI, HAIPUMEP HCTOIb30BAHHE
TepMETUYHBIX KOHTEHHEPOB WK TPYOOIIPOBOIOB.

53. Heo0GxoauMo OCYIIECTBISATH TIIATENbHBIA KOHTPOJIb TOTO, YTOOBI B
MPOU3BOJICTBEHHYIO 30HY MOMAall TOJBKO T€ MPEAMETHI, UCXOIHOE CHIPhE H
MaTepHuaybl, B TOM YHUCJE JOKYMEHTaIlUs, KOTOPbIE OTHOCSATCSA K MPOU3BOIUMOM
npoaykiuu. JIas KOHTpoJis 3a COOTBETCTBMEM KOJIMYECTBA BHOCHUMBIX U
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BEIHOCHMBIX TMPEAMETOB W MAaTEPUATIOB BO M30€KaHWE WX HAKOIUICHUS B
MPOU3BOICTBEHHOM MOMEIIEHUH A0 KHA IeCTBOBATh CUCTEMA YYeTa.

54. TepmocToiikue nMpeaMeTsl U MaTepHallbl JOJKHBI MOCTYNAaTh B YUCTYIO
WIM YUCTYI0 H30JUPOBAHHYIO 30HY 4Yepe3 MPOXOJHBbIE aBTOKJIABbI WIIU
CyXO)KapoBble Tmeud. YyBCTBUTEIbHBIE K HAarpeBy IMpeAMETbl W MaTepHalibl
JOJDKHBI TIOCTYIIATh Yepe3 BO3AYIIHBIN MUTI03 C OJOKUPYEMBIMU IBEPSMHU, TJE STH
npeaMeTbl W Marepuanbl  noiBepraiorcs — nesuHdeknuu.  Jomyckaercs
CTEpPWIM3ALIMS MPEIMETOB U MAaTEPUATIOB B JPYrOM MECTE, €CIIM OHU MOCTYIAIOT
yepe3 MUII0O3 B JABOWHOM 000J0YKE C COONIOACHHEM HEOOXOJUMBIX Mep
PEA0CTOPOKHOCTH.

55. Bo u30exxaHne KOHTaMUHALUWW WIM MEPENyThIBAHUS KYJIbTYp KIETOK
WM MUKPOOPTaHW3MOB Ha TPOTSHKEHUU TepHoJia HMHKYOalnu HEOO0X0IUMO
MIPUHUMATh MEPBI TIPEIOCTOPOKHOCTHU. [[0JDKHA CYIIECTBOBATH METOAMKA OYUCTKU
u Je3uHpexkuun uHKyOatopoB. KoHTelHephl, Haxonsmuecs B HHKyOaTopax,
JIOJDKHBI OBITh YETKO U TIHIATEIbHO MAaPKHUPOBAHBI.

56. B 0IHOM TIOMEIICHUH JIOMYCKAETCS OJIHOBPEMEHHOE MPOBECHUE
orepanuid TOJIBKO C OJHUM KUBBIM OHOJOTUYECKHM areHTOM, 33 UCKIIOYCHUEM
orepalnuii Mo CMEIIMBAHUIO U MOCIeAyIomed (pacoBke WM MPU HCHOIb30BAHUU
MOJIHOCTBIO  3aKPBITHIX CHCTEM. B TpOMeXyTKax MeEXAy OMNepalusiMu C
pa3IMYHBIMM ~ KUBBIMM  OHOJIOTUYECKUMH  areHTaMH  IPOW3BOJICTBEHHbBIC
MOMEIIEHUSI T0JKHBI MPOXOAUTH YP(HEKTUBHYIO AE3UH(EKITUIO.

57. 1lpoaykThl  HOJXKHBI  HWHAKTUBUPOBATHCA  MyTeM  J100ABIICHHS
WHAKTHBATOpa C IOCIECAYIONIMM TIIATEIBHBIM TepeMemurBanueM. [locie 3Toro
CMECh JOJDKHA MEPEHOCUTHCS BO BTOPOM CTEPUIIBHBIA COCYH, 3a HCKIIOUECHHEM
cily4yaeB, Korja popma U pa3Mep cocyjia O3BOJISIOT €ro JIETKO NepeBOpaunuBaTh U
BCTPSIXUBATh TaKUM 00pa3oM, 4TOOBI BCE BHYTPEHHHE IMMOBEPXHOCTH CMAaYUBAJINCh
KOHEYHOM CMEChIO KYJIbTYpa/UHAKTHUBATOP.

58. Cocynpbl, coaepKallle WHAKTUBHUPOBAHHBIN MPOAYKT, HE JOMYCKAaETCs
OTKpBIBATh, U3 ITUX COCY/IOB TAK)KE HE JIOMYyCKAaeTCsl OTOMpaTh MPOOKI B 30HAX, I
coliepsKaTcsl KMBbIE OHMOJOTMYECKHUE areHThl. Bcio mocnemyromyro o0paboTKy
WHAKTUBUPOBAHHBIX MTPOIYKTOB CIEAYET MPOBOAUThH B YMCTHIX 30HAX KJIACCOB A U
B wumm B 3akpbiToM 000pYIOBaHWM, CIENHAIBHO MpEAHA3HAYEHHOM  JIs
WHAKTUBUPOBAHHBIX MPOIYKTOB.

59. HeoOxoaumo yaensTh 0co00€ BHUMaHHUE BaJMJALUMK METOOB
CTEpWIN3AINH, Te3NHPEKIINH, YIATCHUS BUPYCOB U MHAKTHBAIIHH.

60. HamonueHnue cienyeT MNPOBOAUTH B KaKk MOXKHO 0Oojiee KOPOTKHi
MPOMEKYTOK BPEMEHHU IIOCJIE 3aBEPIICHHUS IMPOU3BOACTBEHHBIX omepamuid. [[o
Hayajga oOIepalry HANOJHEHUS E€MKOCTH ¢ HepacpacoBaHHOM MPOAYKIueH
JOJDKHBI OBITh TEPMETHYHO 3aKPBITHI, COOTBETCTBYIONIUM 00Opa30M MapKHPOBaHbBI
Y XPAHUTHCS MPU YCTAHOBIICHHBIX TEMITEPATYPHBIX YCIOBHUSIX.

61. JlomkHa cymecTBoBaTh CHCTeMa, OOecreuMBaronmas KOHTPOJb
I[EJIOCTHOCTH ¥ TEPMETUYHOCTH YIIAKOBOK MOCJIE HATIOTHEHUS.

62. dnakoHbI, COAEPKAINE KUBbIE OMOJIOTHYECKUE areHThI, IOJDKHBI OBITh
3aKPBITHI KPBIIIKAMH TaKUM 00pa3oM, 4ToObl oOecreunBaiach HEBO3MOXKHOCTh
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KOHTaMHUHALIMU JPYTOd MPOAYKIIUU WIH IPOHUKHOBEHUE KUBBIX ar€HTOB B IPYTHe
30HBI WJIM BO BHEIIHIOIO CPELy.

63. Mexay HaloJHEHHEM IMEPBUYHBIX YIAaKOBOK, HMX MAapKUPOBKOH H
YIaKOBKOM MO Pa3JIMYHbIM IPHYNHAM MOXKET IPOMTH ONpeIeIeHHBINA TPOMEKYTOK
BpeMmeHu. JIoikHBI ObITh  pa3paboTaHbl M JOKYMEHTAJIbHO  OQOPMIICHBI
IPOIIETyphl, OMHICHIBAIOIINE MOPSAIOK XPAaHEHUsI HEMAapPKHUPOBAHHBIX KOHTEHHEPOB,
o0ecreynBaroIne HEBO3MOKHOCTh MX TEPEMyThIBAHUS U HaJJICKAIIUE YCIOBUS
xpaHeHusa. Ocoboe BHHMaHHE CIENyeT YAEISATb XPAaHEHHIO TepMOJAOUIbHOM U
CBETOUYBCTBUTEIBFHOW NPOAYKIHMHU. TemmepaTypa XpaHEHHUs JOJDKHA OBbITh
yCTaHOBJICHA.

64. Ha xaxgoill TEXHOJOIMYECKOW CTaguu  CleAyeT IPOBOJUTH
COIIOCTaBJICHUE pEalbHOIO M TEOPETHYECKOTro BbIXoJa mpoaykuuu. Bcee
CYIIECTBCHHBIC OTKJIIOHEHHSI TOJKHBI OBITH pacCieI0BaHbI.

KonTpoJub kauecTBa

65. B oOecrneyeHnn CTaOWIBHOCTH KayeCcTBA HMMYHOOHOJOTMYECKUX
JEKapCTBEHHBIX CPEACTB 0CO000€ 3HAYEHHE HMEET KOHTpPOJIb B Ipolecce
IPOU3BOACTBA. BHIBI KOHTPOJIA, KOTOPBIE HMEIOT pellarollee 3HAYeHHE s
OLICHKM KauyecTBa (HaIlpuMep, KOHTPOJIb Ha OTCYTCTBHE BHUPYCOB), HO HE MOTYT
OBITh IPOBEJCHBl HA TOTOBOW MPOMYKLUH, JAOJKHBI BBINOJHATHCS HA OJHOU U3
IPEAMIECTBYIOIIUX CTAAUNA TPOU3BOICTBA.

66. JIJi1 NOBTOpEHMSI WM MOATBEPIKACHUS PE3YyIbTATOB KOHTPOJI KauyecTBa
Cepur MPOAYKLHUHU MOKET BO3HUKHYTb HEOOXOJMMOCTh XPAHEHHUS JOCTATOYHOTO
o0BbemMa 00pa3loB MPOMEKYTOUHBIX IPOAYKTOB IIPU COOTBETCTBYIOIINX YCIOBHSIX.

67. MoxeT BO3HUKHYTh HEOOXOJUMOCTbh HENPEPBIBHOIO  KOHTPOJIS
apaMeTpoB B X0JI€ IIpoLecca IPOU3BOACTBA (HAIPUMEp, HEIPEPHIBHOTO KOHTPOJIS
(bu3MYEeCKUX MapaMeTpoB B X0€ (PEpPMEHTALIMH).

68. Pacnpoctpanennoi MIPAKTHUKOMN ABJISIETCS HEINPEPBIBHOE
KyJIbTUBUPOBaHUE OMoNornueckoi mpoaykuuu. [lpu Takom mMetoae npou3BoACTBa
HEO0OXOAMMO MPUHATH BO BHUMaHHUE 0COObIE TpeOOBaHUS K OPTraHU3aUU KOHTPOJIS
KauecTBa MPOAYKIIMH.
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IIpunoxenne 6
MNPON3BOACTBO MEJUIIUHCKUX I'A30B

HpuHumun

[Ipon3BOACTBO ra3oB, OTHOCAIIMXCS K JIEKAPCTBEHHBIM CPEACTBaM (J1anee —
MEIULMHCKHE Ta3bl) CIEIYET OCYLIECTBISITh COIJIACHO COOTBETCTBYIOIIUM
HOPMATHBHBIM NPaBOBbIM akTaM. J[anHOe IIpuioxkeHnue mocBAIEeHo IPOU3BOICTBY
ra3oB Kak akTUBHBIX (apmaneBTuueckux cyocranuuii (ADC) u npousBOACTBY
ra30B JUIsl MEIULMHCKOTO PUMEHEHUS (MEIUIIMHCKUX Ia30B).

Pasrpannuenne Mexnay npousBoactsBoM  ADC  u IpPOU3BOACTBOM
JIEKapCTBEHHBIX IPENapaToB JOJDKHO OBITh YETKO OIpPEAEICHO B KaXKIOM
perucTpallMoHHOM Jiocke. OOBIUHO CTaguU NPOU3BOACTBA M OYHCTKH Ta30B
oTHOCAT K mpousBoAcTBY ADC. K mpous3BOACTBY JIEKAPCTBEHHBIX IpenapaToB
OTHOCAT Ta3bl, IIOCTyNAKIIME Ha MOCICAYIOINE IJTanbl W3 KOHTEWHEPOB
IIEPBUYHOrO XPAHEHHS.

IIpounsBoacTtBo razoB kak ADPC crexayer OCyIIECTBIATh B COOTBETCTBHUH C
TpeboBanusiMu Yactu |lHacrosiuux IlpaBun, nanHoro IlpunokeHuss um Apyrux
cootBeTcTBYOIMX [Ipnnoxennii Hactosmmx [IpaBuin.

[Ipon3BOACTBO MEIUIIMHCKHUX TAa30B CIEAYET OCYIIECTBIATh B COOTBETCTBUU
c TpeboBanusimu Yactu lnacrosmux [lpaBun, nanHoro IlpunoxeHus um apyrux
cootBeTcTBYIOIMX [Ipriioxennit Hacrosamumx [Ipasut.

B HCKIIOUMTENBHBIX CiIy4asX HENpEPBIBHBIE IPOLECChl, HAyuHas C
UCXOTHOTO ChIpbsd s mpousBoactBa ADC 10 mpou3BOACTBA JIEKAPCTBEHHOIO
mpernapara, TIJ€ HEBO3MOXXHO IIPOMEXYTOYHOE XpaHEHHE Trasa, Cleayer
paccMaTpuBaTh KakK ITPOU3BOJACTBO JIEKAPCTBEHHBIX IPENAPaTOB. ODTO JOJDKHO
OBITh YETKO YKa3aHO B PETUCTPAIMOHHOM JIOChE.

Hannoe IIpunoxxenne He pacrpocTpaHsAeTCs Ha MPOU3BOACTBO U OOpallleHHue
MEIMIMHCKUX Ta30B B MEAULMHCKUX YUYPEKIECHUAX, €CIM TaKOW IpoLecC He
ABJISIETCA TPOMBINUIEHHBIM TIPOU3BOJACTBOM. T€M HE MEHEE, COOTBETCTBYIOLIUE
paznensl gaHHoro [IpuioxkeHuss MOryT OBITh MCHOJB30BAHbI B KAYECTBE OCHOBBI
JUTSl OpraHU3aluu ATOU PabOTHI.

IIpoussoacTBo rasos

KAaK AaKTUBHBIX ()apMalieBTHYECKUX CYOCTaAHIIMH

['a3pl Kkak akTUBHBIE (papMalleBTUYECKHUE CYOCTaHIMM MOTYT OBITb
IIPOU3BEAECHBI IyTEM XMMHYECKOTO CHUHTE3a WJIM W3 HaTypajbHBIX MCTOYHHUKOB
nyTeM, MPU HEOOXOAUMOCTH, UX OUUCTKU (HarpuMep, Ha 3aBOAAX MO BBIJICICHUIO
ra3oB U3 BO3/1yXa).

1. TexHONOrM4YECKME MPOLECCHI MOJYUYEHUS T'a30B STUMHU JIBYMSI METOJAMHU
ClIeyeT OCYIIECTBISITH B COOTBETCTBUU ¢ TpeOoBanusiMu Yactu |lHacTosmmx
[IpaBui, ipu 3TOM:

a) TpeOOBaHUS K MCXOJHOMY CBHIPBIO JIJISi aKTHBHBIX (hapMaIeBTHYCCKUX
cyocranuuii (vacts I, paznen 7 nacrosimumx [IpaBuit) He MPUMEHUMBI K
MPOU3BOJICTBY AKTUBHBIX (papMalleBTUYECKUX CYOCTaHIMH — Ta30B
METOJIOM pa3felieHuss Bo3Ayxa (OJHAKO IPOU3BOIUTEND JOJDKEH
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rapaHTUpPOBAaThb, YTO KAa4CCTBO HCIIOJB3YyCMOI'O BO3JlyXa COOTBCTCTBYCT
YCTAHOBJICHHOMY W M3MCHCHHMA KauC€CTBA BO3JyXa U3 BHEILIHEH Cpeanbl
HC 6y,HYT OKa3bIBATh BJIMAHHUC HA KAa4YCCTBO I'a30B, IIPOU3BOAUMBIX KaK

ADC);
b) TpeOoBaHMs K HENPEPHIBHOMY H3YYCHHUIO CTAOWJIBHOCTH Ta30B Kak
aKTUBHBIX (apmareBTHueckux cyoctanuuii (yacte I, mynkr 11.5

HacTosAmmx [IpaBmi), ocCyliecTBIsIEMOMY C ILEJIbIO IOATBEPHKACHUS
YCIOBUM XpaHEHHs M CpPOKa TOJHOCTH (WM JaThl MOBTOPHOIO
KoHTpoJisA) (wacTh |l myHkT 11.2 HacTosiuumx [IpaBui) HE MPUMEHSIOTCS
B Cly4yae, €CIM B KAyeCTBE JIAHHBIX IEPBUYHOTO H3yYEHHS
CTaOMIBLHOCTH OBUTH MCIOJIb30BAHbI IUTEPATYypPHBIEC TaHHBIE;

C) TpeboBaHUS K KOHTPOJBHBIM M apXWUBHBIM oOpasnam (dacts |l myHKT
11.7 nacrostmmx IlpaBwil) HE TPUMEHSIOTCS K ra3aM KakK aKTHBHBIM
(apmaLieBTUUECKUM CYyOCTaHIUAM, €CIIU HE OIPEECICHO UHOE.

2. Cuenyer mpOBOOUTH IIOCTOSIHHBIM MOHMTOPMHI KAauecTBa Ta30B Kak
aKTUBHBIX (hapMalleBTUUECKUX CYOCTaHLIMHA, MPOU3BOJUMBIX HEIPEPHIBHBIM
METOJIOM (HampHuMep, pasJieJIeHueM Bo3yxa). Pe3yabTaThl MOHUTOPHUHIA CIETYET
XPaHUTH B BUJIE, ITO3BOJISIOIIEM OCYILECTBIATh OLIEHKY TCHICHIIMM.

3. Kpowme Toro:

a) YCIIOBHS TPaHCIIOPTHPOBAHUS U JOCTaBKU Hepac(hacoBaHHBIX T'a30B KaK
aKTUBHBIX (PapMalleBTUUECKUX CyOCTaHLIMIA JOJIKHBI COOTBETCTBOBATH
TpeOOBAHMSIM, YCTAHOBJIECHHBIM JIJI1 MEIULIMHCKUX Ta30B (ITyHKTHI 19—
21 nannoro IIpunoxenus);

b) omepanuu HamomHEHHS OAJUIOHOB WJIM TEPEHOCHBIX KPHOTEHHBIX
€MKOCTEeH  rasamMm  Kak aKTUBHBIMU (apmManeBTUYECKUMHU
CyOCTaHUMAMH CJEIYyEeT MPOBOJUTH B COOTBETCTBUU C TPEOOBAHUSIMH,
YCTAaHOBJICHHBIMU JJISI MEIUIMHCKUX Ta30B (MyHKTH 22-37 maHHOTO
[Mpunoxenusi), u TpeboBanusiMu pasnena 9 wyactu llHacTosmmx
[IpaBui.

HpOI/I3BO):[CTBO MEJUINHCKHUX I'a30B

[Ipou3BOACTBO MEIUIIMHCKUX Ta30B, Kak MPaBUJIO, OCYILIECTBIISIETCA B
3aKpBHITOM 000pyIOBaHMU. B CBS3M C 3THUM pHUCK KOHTAMUHAIIUM JIAHHOM
MNPOAYKIIMM W3 MPOU3BOJICTBEHHOM CpeAbl SBISAETCS MHUHHUMabHBIM. OHAKO
CYILIECTBYET PUCK KOHTaMHHAIMU (WJIM MEPEKPECTHON KOHTaMHHAUUU APYTrUMU
ra3aMiu), B OCOOEHHOCTH MPHU TOBTOPHOM HCIIOJIb30BaHUN €MKOCTEH.

4. TpeboBanusi, MpUMEHsieMbIe K OallJloHaM, CJIEeAyeT TakKe MPUMEHSTh K
rpynnaM  (cBsi3kam) OalJIOHOB (32 HMCKIIOUYCHHEM Ciydas XpaHCHHs U
TPAHCIIOPTUPOBAHUS B CIICIIUAJIBHBIX KOHTEHHEPaX).

IIepconan

S. Ilepconan, 3aHATHIN B IMPOU3BOACTBE U PEATM3ANMHA MEIUIMHCKUX Ta30B,
JOJDKEH  MPOMTH  COOTBETCTBYyIoLlee oOydeHwe Hacrosumm  [IpaBuiiam,
cnenupruyeckoe B OTHOUIEHUHU ATOTO BHJa MPOAYKIMH. [lepcoHan noikeH 3HAThH
KPUTHYECKHN BaXKHBIE aCIIEKThI U1 BO3MOKHYIO OMIACHOCTH ISl TAIUEHTOB, KOTOPYIO

256



MOTYT TIPEACTABISITH COOON JIEKApCTBEHHBIE Mpemnaparbl B BUAC MEAUIIMHCKUAX
ra3oB. Boautenu, OCyHIECTBISIONIME TEPEBO3KY MEIUIIMHCKUX Ta30B, TaKKe
JIOJKHBI OBITH 00YYEHBI IO COOTBETCTBYIOIICH MTPOrpaMMe

6. [lepcoran mOAPSATINKOB, KOTOPHI MOXKET OKa3aTh BIMSHUE HA KaUYECTBO
MEAWIIMHCKUX Ta30B (HAIpUMEp, IEPCOHAJ, OCYIICCTBIIONNN TEXHHUYECKOE
oOciy)XrBaHHE OaJJIOHOB WJIM KJIAllaHOB), TOJDKEH IPOWUTH COOTBETCTBYIOIIEE
oOydeHwue.

IHomewmenus u odopyaoBaHue

IHomewmenus

7. banyoHbl U NEPEHOCHBIE KPUOTEHHBIE EMKOCTH HEOOXOAMMO MPOBEPSTH,
NOJArOTaBINBATh, HAMOJIHATh U XPaHUTh B 30HAX, OTIAEIEHHBIX OT 30H palOTHI C
HEMEJUIMHCKUMHM Tra3aMH. 3anpemaercss oOMeH OamioHaMH (TIEpEHOCHBIMHU
KPUOTEHHBIMU €MKOCTSIMU) MEXIY 3TUMHU 30HaMU. OJHAKO B OJHUX M Te€X XKe
30Hax JIOIyCKAeTCs KOHTPOJIb, MOJAIOTOBKA, HAMOJIHEHUE M XPaHEHUE JPYTUx
ra3oB, €CJId TpeOOBAHUA K HUM COOTBETCTBYIOT TPEOOBAaHUSAM K MEIUIIMHCKUM
ra3aM, a IPOU3BOJCTBEHHBIC OIEpAllMUd OCYLIECTBISIOTCS B COOTBETCTBUU C
TpeOoBaHUsAMU HacTosux [IpaBuit.

8. IloMemnieHusi, B KOTOPBIX BBINOJHSIOTCS ONEPALMHA IO MPOU3BOJCTBY,
IIPOBEJICHUIO HCIIBITAHUM M XPAHCHHIO MEIHWIHMHCKUX TIa30B, JOJDKHBI HMETh
JOCTAaTOYHYIO IUIOLIAAb JJI WCKIIOYEHMs pHUCKa nepenyTbiBaHud. [lmanupoBka
MOMEIICHHUH JTOJKHA 00€CTIeYnBaTh:

a) OTIeNbHBIC MAPKUPOBAHHBIC 30HBI JUISI PA3JINYHBIX T'a30B;

b) onHO3HAauHOE 0003HAUYEHWE W  pa3[elieHue IMyCThIX OauIOHOB
(mIEepeHOCHBIX KPUOTEHHBIX €MKOCTeM) U OalloHOB (MEPEHOCHBIX
KPUOTEHHBIX  €MKOCTEH), HaxXO[sAUIMXCs Ha pPa3HbIX  CTagusaX
OPOM3BOJACTBA  (HAIpUMEp, «OXKUAAET  KOHTPOJIA»,  «OXKUAAET
HAIlOJIHEHUS», «KAPAaHTHH», «PAa3pELICH», «OTKJIOHEH», «IrOTOB K
OTHPABKE»).

Crioco0, ucnoab3yeMbli Ui TOCTHKEHUS Pa3IMUHbIX YPOBHEHN pa3/ieneHus,
3aBHCUT OT XapakTepa, oObeMa M CJIOXHOCTH TEXHOJIOTHUYECKOro Ipoliecca.
Mepamu 1o pa3fesneHnto MOryT ObITh 30HBI C pa3METKaMH Ha IOJTy, IEpEeropoKy,
Oapbepbl, 0003HAYCHHUS U JIP.

9. IlycThie OauIOHBI/IEPEHOCHBIE KPUOTEHHBIE €EMKOCTH TOCIE COPTUPOBKHU
WIM TEXHUYECKOro OOCIHy)KMBaHUS M HAlNOJHEHHbIE OaNIOHbI/TIEPEHOCHBIE
KPUOTE€HHbIE €MKOCTH CIEAYyeT XPaHWUTh MOJl HaBECaMH, 3alUIIAIOIMIMMHU HUX OT
HEONAaronpusITHHIX MOTOAHBIX YycioBUi. HamonHeHHble OayIOHBI/TIEPEHOCHBIE
KPUOT€HHbIE €MKOCTH CJIEyeT XPaHUThb B YCJOBUSX, TaPAHTUPYIOIIUX HUX
JIOCTaBKY B YHMCTOM BHUJIE, KOTOPBIM OTBEYAET YCJIOBHUSIM, B KOTOPHIX OHH OyAyT
UCITOJIB30BAThCA.

10.  Homxubl  obOecreyuBaThCS ~ OCOOBIE  YCJOBHSL  XpaHEHUS,
COOTBETCTBYIOLIME TPEOOBAHUSAM PETUCTPALMOHHOIO JIOChE, HANpUMEp, IS
ra3oBbIX CMeceil, B KOTOPbIX NPOUCXOAMT paszaencHue ¢a3 B ciaydyae
3aMOpaXKUBaHUS.
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O6opynoBanue

11. O6opynoBaHue AOKHO OBITH CIIPOCKTUPOBAHO TaKUM 00pa3zoM, YTOOBI
rapaHTUPOBATh, YTO HAJUICKAIUN Ta3 HAIOJIHSAETCS B HAJJIEXKAIIUA KOHTEHHep.
Kak mpaBuio, He JOMKHO OBITh COCIMHEHUNA MEXIy TpyOOIpoBoJaMu, IO
KOTOPBIM TPOXOJAT pa3iiMyHble ra3bl. B ciydae, Korja Takue COEIUHEHHUS
HeoOXxoauMbl (Hampumep, OOOpYJOBaHUE, WCHOIB3YEMOE IS HAIOJHECHHUS
CMECSIMU Ta30B), MyTeM MPOBEJCHUS KBATU(PUKAIIMK HEOOXOUMO TapaHTUPOBATh
OTCYTCTBHE PUCKA IMEPEKPECTHON KOHTAMUHAIINK PAa3HBIMU razaMu. B nomonHeHue
K OJTOMY pacHpeIeIUTEeIbHBIC KOJIJICKTOPHl JOJDKHBI OBITH  00OPYIOBaHBI
cnenupuIecCKuMu COCTMHUTEILHBIMU AIIEMEHTaMHU. TpebGoBanus K
WCITOJIb30BAHUIO  PACTIPEICTUTEIBHBIX KOJUIGKTOPOB W WX COCAMHCHHH C
KJIallaHaMi ~ OaJUIOHOB MOTYT OBITh  YCTAaHOBJIEHBI B  COOTBETCTBYIOIIHUX
HOPMATHBHBIX IMPABOBBIX aKkTaX. VcTHoigp30BaHWE HAa OJHOM IMPOW3BOIACTBEHHOM
y4acTKE COEJMHEHUHN, COOTBETCTBYIOIIMX PA3JIMYHBIM CTaHJIapTaM, CJeayeT
THIATEJIBHO KOHTPOJUPOBAaTh, TaKXKe, KaK U HCIOJb30BAHUE aJalTEPOB,
MPUMEHEHUE KOTOPHIX OBIBAET HEOOXOIUMBIM B HEKOTOPBIX CIydasX COCIMHECHHUS
crenupUIecKUX CUCTEM HAIOJIHEHHUS.

12. Pe3epByaphl aii XpaHEHUS U TEPEABMKHBIC LIUCTEPHBI JJISI JTOCTABKU
JIOJDKHBI OBITh TpEHAa3HAYEeHbl TOJBKO JUIsl OJHOTO BHUJA Ta3a OIMPEJEICHHOIO
KauecTBa. MeIUIIMHCKUE Ta3bl JIOMYCKAETCS XPAaHUTh WM TPAHCIOPTUPOBATH B
TeX K€ pe3epByapax, YTO W aHAJOTUYHBIC HEMEIUIIMHCKHUE Ta3bl, MPHU YCIOBUH,
YTO KA4eCTBO TOCIAEAHUX, 110 MEHBIIEH Mepe, DJKBHBAJICHTHO KadeCTBY
MEIUITMHCKUX Ta30B M COOMOMar0TCs TpeOoBaHus HacTosmmx [IpaBun. B Takmx
CIIyJasiX JO/HKHO OBITh OCYIIECTBIIEHA M JOKYMEHTAIHLHO OGOpMIICHA MPOIeaypa
YIPABJICHUS PUCKaAMHU.

13. Ob6mias cuctema pacnpeiesieHus ra3a ¢ KOJUIEKTOpaMU METUIIMHCKOTO 1
HEMEJIUIIMHCKOTO  Ha3HAuYeHWsI TpuemiemMa JIMIIb B CIy4ae  HaJu4us
BAJIUJMPOBAHHOTO  METOJa HEAOMYIIeHHs oOoOpaTHOro TMOTOKa rasza u3
HEMEJUITUHCKON CUCTEMBI B MEUITMHCKYIO.

14. JlomkHBI OBITH CTIEIMAIBHO TTPEIHA3HAYCHHBIC KOJUIEKTOPHI HATIOTHEHUS
JUISL OJTHOTO MEIUIIMHCKOTO Tra3a WU JJIsl ONPEJSICHHOW CMEeCH MEIUITUMHCKHUX
ra3oB. B HCKIIIOUUTENBHBIX CIydasX TOMYCKAeTCs HAMOJHEHHUE Ta30B IS APYTHUX
MEUIIMHCKHUX IIeJIed C HCMOJb30BAaHHEM KOJUIEKTOPOB, MpEAHA3HAYEHHBIX IS
MEIUITMHCKUX Ta30B, €CIM JOKa3aHa Takas BO3MOXHOCTh W BECh IPOIIECC
HaxXOJUTCS TOJ KOHTpoJeM. B 3THX cioydasx KadecTBO HEMEIUIIMHCKOTO Tas3a
JOJDKHO OBITh, 1O KpallHEeW Mepe, paBHBIM TpeOyeMOMYy KadeCTBY MEIHITMHCKOTO
raza M JIOJDKHBI CcOOoatrhesi TpeOboBaHus HacTosimux I[IpaBun. HamonHenue
JOJDKHO MPOU3BOIUTLCS 10 MPUHIIAITY OPTaHU3aIUH IIUKJIOB ITPOW3BOCTRA.

15. PaGoTbl 1O PEMOHTY M TEXHUYECKOMY OOCIYKMBAHHIO 000PYIOBaHUS
(BKJTIOUAs OYMCTKY M TIPOJIYBKY) HE JOJDKHBI BIMSATH Ha Kau€CTBO MEIUIIMHCKUX
ra3oB. B wacTHOCTH, cleayeT pa3paboTatb U JOKYMEHTAIBHO OGOPMHUTH
MEpPOTIPUATHS, TPOBOJAUMBIC IOCIE PEMOHTA W TEXHUYECKOTO OOCITyKMBaHUS,
BKJIIOYAIOMIETO  pasrepMmern3ainuio cucreM. (OcCOOEHHO BaKHOUM  SIBIISICTCS
JEMOHCTpAIUsl TOTO, YTO 00OpyIOBaHWE CBOOOJHO OT JIO0OW KOHTaMHHAIIWH,
KOTOpasi MOXET OKa3aTh BIMSHHUE HAa Ka4e€CTBO TOTOBOTO MPOJYKTa JO BBHIMyCKa
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€ro B peayin3aluio. 3anucHu NPOBEAECHHBIX Pa0OT JOKHBI COXPAHATHCS.

16. Cnenyer pa3paboTaTh U JOKYMEHTaJIbHO O(QOPMUTH MPOLETYPHI,
OCYUIECTBJISIEMbIE MPU BO3BPATE IIMUCTEPHBI HA YYACTOK pabOThl ¢ MEIUIIUMHCKUMHU
razaMd (Mocie TPaHCHOPTUPOBAHUS HEMEAMIIMHCKOTO Tra3a B  YCIOBUSX,
yKa3aHHBIX B MNyHKTe 12 nanHoro I[lpuiokeHus, WM mocie onepauudid Io
TeXHUYECKOMY oOciykuBaHuio). Takasg mpoueaypa [OJDKHA — BKIIIOYATh
aHATMTUYECKHUE UCTIBITAHUS.

JoxkymMeHTAUA

17. ]JlanHBlE, BKJIIOYEHHBIE B JOCHE HAa KaXAYK CEPUI0 HANOJHEHHBIX
0aIOHOB (TMEPEHOCHBIX KPUOTEHHBIX EMKOCTEH), JOJKHBI OOeCreurBaTh IS
Ka)XJO0r0 HAMoOJHEHHOTO OayIoHa MPOCISKUBAEMOCTh HH(pOpMAIM 000 Bcex
OCHOBHBIX TapaMeTpax COOTBETCTBYIOIIMX CTaJWil HAMOJHEHUS. 3allucH,
OTHOCAIIMECS K cepud (IOChe Ha CEpUI0) JODKHBI, KaK TPaBUJIO, COJCPXKATh
CICAYIONIYI0 HH(pOpMAITHIO:

a) HaMMEHOBAHHUE MPOTYKIINH;

b) HOMEp cepuu;

C) mara ¥ BpeMsl MPOBEJCHHUS ONEPAIiH 110 HAIOJHEHUIO;

d) mepcoHa, BBIOIHSBIIAN CYNIECTBEHHBIC 3TAllbI TIpoliecca (Harmpumep,
OYUCTKY JIMHUW, TIOJIy4YEeHHUE HCXOJHOTO ChIpbSi W MaTEpHUaJOB,
MOJITOTOBKY JIMHUY HAMOJIHEHUS, TPOBEJCHIE HAMIOJIHEHUS U TIp.);

e) cceuika Ha HOMep(a) cepuu(uii) ra3a(oB), KOTOPBIH UCTIOIL30BANICS IS
omepalui 10 HANOJHEHUIO COIJIaCHO NYHKTy 22  JaHHOrO
[Tpunosxenus, BKITIOYas €ro cratyc (pa3peieHue K HalmoJIHEHUIO);

f) obGopymoBanme, KOTOpOE HCHONB30BATIOCH (HANPUMEpP, KOJUICKTOP
HaIIOJIHEHHUS );

g) KOJMYeCTBO OaJJIOHOB/TIEPEHOCHBIX  KPHUOTCHHBIX E€MKOCTCH 70
ofepaliyd HaMOJHEHHS, BKIIOYas WACHTU(PUKAIMOHHBIC JIaHHbBIC
KaXKI0W EMKOCTH U €€ T€OMETPUUYECKU 00beM;

h) omeparuu, BBIMOJHEHHBIC 10 HamojJHEHHUs (cM. MyHKT 30 JaHHOTO
[Tpunoxenus);

1) KJIIOYeBBIE  MapaMeTpbl, HEOOXOJMMBIC  JJIS  IOJATBEPKICHUS
MPaBUJIBHOCTH  TPOBEACHUS  ONEpalldd 10  HAMOJIHEHUIO TIpH
CTaHJIAPTHBIX YCIIOBUSX;

J) pe3ynbTaThl COOTBETCTBYIOIIUX IPOBEPOK, TapaHTUPYIOIIUX, YTO
OaJITIOHBI/TIEPEHOCHBIE KPUOTEHHBIE EMKOCTH ObLITN HAIlOJIHEHHBI,

K) oOpaserl 3STUKETKH CepuH;

I) cmenudukanms JIeKapcTBEHHOTO CPEICTBA W PE3YJIbTAaThl HCIIBITAHUM
M0 KOHTPOJIIO KauecTBa (BKJIIOYAs CCBHUIKM HAa TEKYIIEe COCTOSTHHE
KaJTuOpOBKU 000pYA0BaHUs, UCIIOIB30BAHHOTO X0/1€ UCTIHITAHU);

M) KOJIMYECTBO ~ OTKJIOHEHHBIX  OAJUIOHOB/TICPEHOCHBIX  KPHOTECHHBIX
€MKOCTE! C TPUBEACHUEM MX WHIWBUIYAIbHBIX HUICHTH(PUKAIIMOHHBIX
JAHHBIX U IPUYUHBI OTKJIOHEHUS,

n) moapoOHBIE CBeAcHHS 000 Bcex mpobsieMax M OTKIOHCHHSX,
YTBEPKACHHOE pa3pelieHne Ha J00e OTKIOHEHHE OT UHCTPYKIUH 110
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HATIOJTHEHHUIO;

0) paspelieHue YTOJHOMOYEHHOTO JIMI[a Ha BBINYCK CEpUM, Jara Hu
TIOJIITUCH.

18. JIOKHBI ~ COXpaHATBCA  JIOChE Ha  KaXAyl0 CEepUI0  rasa,
NpeIHA3HAYCHHYIO ISl HAIIOJTHEHUS PE3EPBYapOB B MEIUIIMHCKUX YUPEIKICHUSIX.
TpeOoBanusi K  COJACP)KAaHUIO TaKWX JIOChE 3aBHCIT OT TpeOOBaHMU
COOTBETCTBYIOIINX HOPMATHBHBIX IPABOBBIX aKTOB, HO, KaK MPAaBHUIIO, JOCHE
JIOJDKHBI BKITIOYATH CIIECIYIONTYI0 HH(POPMAIIHIO:

d) HaMMEHOBAaHWE MPOYKIIHH;

b) HOMEp cepuw;

C) CChUTIKa Ha HWICHTH()HUKAIMOHHBI HOMEpP EMKOCTH (IIMCTEPHBI), B
KOTOPOI cepusi pa3pelieHa K peatn3aluy;

d) nara u Bpems oreparyu 1o HaIlOJIHEHUIO;

€) TepCOHa, BHIMOJIHUBIINN HAIOJIHEHUE eMKOCTH (IIMCTEPHBI);

f) undpopmanus o emkocTH (IUCTEpPHE), W3 KOTOPOW MPOU3BOIHIOCH
HamojHeHWe, wuH(opMamuss O Tra3e, UCHOJIb30BaBIIEMCS IS
HATIOJTHCHWS,

g) cBeaeHust 000 BCEX CYIIECTBEHHBIX JICTANIAX HANIOJHCHHUS,

h) crnenmdukaus Ha TOTOBBIM JEKApCTBEHHBIN Mpermapar U pe3ysibTaThl
KOHTPOJII KadecTBa (BKJIIOYAs CCHUIKM Ha TEKYIIEe COCTOSIHHE
KaJIMOPOBKU 000PYy10BaHUS, UCIIOIB30BAHHOTO B XO/€ UCIIBITAHUN);

1) moapoOHBIe cBexeHUs 000 BceX MpodieMax M OTKJIOHCHHSX,
YTBEPKIECHHOE pa3pelicHre Ha JTF000e¢ OTKIIOHEHUE OT MHCTPYKIIHUHU I10
HAIIOJTHCHHUIO;

J) paspemicHue YIOJHOMOYCHHOI'O JIMIIA Ha BBITYCK CEpUH, JaTa H
TIOJIITUCH.

IIpoussoacTso

IlepemenieHue M JOCTABKA KPUOTEHHBIX U CAKUKEHHBIX Ia30B

19. TIlepememnieHne KpPUOTEHHBIX WJIM CXKWKEHHBIX Ta30B C MeCTa
MEPBUYHOTO XPAHEHHUsI, BKIIIOYAs KOHTPOJb TMepe] MepeMerieHueM, CIaeayeT
OCYIIECTBJISTh B  COOTBETCTBUM C  BaJWJAMPOBAHHBIMU  TPOIEAYpaMH,
pa3pabOTaHHBIMU C 1EJbI0 TPEIOTBPAIICHUS] BO3MOXHOW KOHTAMUHAIIWH.
TpyOompoBoa, MO KOTOPOMY TepeMeliaeTcsl ras3, JO0KEH ObITh 000pyAOBaH
oOpaTHBIM KJIAallaHOM HWJIM JIPYTUM COOTBETCTBYIOIIMM YCTPOMCTBOM. I mOKme
COCIMHCHUS, HECTAIMOHAPHBIC COCAMHUTEIBHBIC MUIAHTH W CPEACTBA IS
COCIMHECHUS TIEpPea HCIOJB30BAaHUEM JIOJDKHBI  OBITh  MPOMBITHI  ITOTOKOM
COOTBETCTBYIOIIETO Ta3a.

20. HInanry, WCHOB3YEeMBIC JJI HAMOJIHEHHUS PE3epBYapOB W ITUCTEPH,
JOJDKHBI ~ OBITH  000PYIOBaHBI CPEACTBAMH [IJII COCIUHEHWSI, CICIHAIBHO
MpeIHA3HAYCHHBIMA JJIST  JTaHHOW TPOAYyKIWU. Vcmosib3oBaHUE aaanTepos,
MO3BOJISIONINX TOKIIIOYATh PE3EPBYAPHI U IIUCTEPHBI, TOJDKHO KOHTPOJIUPOBATHCS
HaJJIeKaIIM 00pa3oMm.

21. [ogaua raza B pe3epByaphl, COAEpKaIUe aHAJOTUYHBIA a3 TAKOTO Ke
YPOBHSI KauecTBa, MOXET OBITh OCYIIECTBJICHA MPH HAIMYUU TOJOKUTEITHHBIX
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pE3yNbTaTOB HWCHBITAHUNA KadecTBa mojaBaeMoro rasza. OOpasem MOXeT ObITh
oTOOpaH Kak M3 I0/aBaeMOro rasa, Tak M W3 pe3epByapa IMOCIE 3aBEpIICHUS
1I0JIa4H Ta3a.

Ilpumeuanue: ocoObie Mepbl B OTHOIIEHWW HAIMOJHEHUS PE3EpPBYapoB,
PacCIoJIOKEHHBIX Y MOTpeOuTenel, u310KeHbl B MyHKTe 42 HacTosmux [IpaBu.

HanmonnHeHue W MapKHpPOBKa O0aJIJIOHOB M NEPEHOCHBIX KPHOTCHHBIX
eMKOCTeH

22. Ilepen HanogHeHueM OajIOHOB M NEPEHOCHBIX KPUOTEHHBIX €MKOCTEU
cepusi(un) ra3za(oB) ToJKHA(BI) OBITH unaeHTuuIpoBaHa(bl) u
MIPOKOHTPOJIUPOBAHA(BI) B COOTBETCTBUU CO CHEIU(MUKAIUSAMU U paspericHa(bl)
JUTSl IPOBEJICHUST HAITOJIHEHHS.

23. B cnydae HENMpEpBIBHBIX IMPOLECCOB, ONPEAEIECHUE KOTOPBIX JAaHO B
paznene «[Ipunumm» nanHoro Ilpunoxenus, Ay odecrneyeHus: COOTBETCTBUSA rasa
celMUKaUsIM CJIEeIyeT YCTaHOBUTb COOTBETCTBYIOIIME TOYKH KOHTPOJI
IIPOU3BOJICTBA.

24. BamioHbl, NEPEHOCHBIE KPUOTECHHBIE EMKOCTH M KJIANAHbl JOJIKHBI
OTBEYaTh YCTAHOBJICHHBIM TEXHUYECKUM crHenudukanusM U TpeOOBaHUIM
perucTpaliMoHHOro Jocbe. OHU JOJKHBI OBbITh TNpEAHA3HAUEHBl TOJIBKO JUIA
OJTHOTO MEJIMLHMHCKOrO Tra3a WM ONpPENEJIEHHONM CMeCH MEIUIMHCKUX Ta30B.
bBanioHbl TOMKHBI OBITh MAPKUPOBAHBI C UCIIOJIB30BAHUEM IIBETOBON MAPKHUPOBKH
110 COOTBETCTBYIOIIUM CcTaHaapTaM. [[ns obecrieueHrs COOTBETCTBYIOLIEH 3allUThI
OT KOHTaMUHAllUM OaJIOHBl CJEAyeT OCHAIATh KJanaHaMu yJep KaHHs
MUHUMAJIBHOTO JIaBJICHUS C MEXaHU3MaMHU MPEJOTBPAILIECHUS MOTOKA B 0OpaTHOM
HaIlpaBJICHUMU.

25. bajuloHbl, NEPEHOCHBIE KPHOTE€HHBIE E€MKOCTH M KIAMAHbl CIIEAYeT
IIPOBEPATH INEpPe] NEPBBIM HCIOJB30BAHUEM B IPOM3BOJACTBE M  CIEAYET
oOcinyXuBaThb  HaJuiexkamuMm  obpazom. Ilpm  Hcmonb3oBaHUM — W3AEIHM
MEIUIMHCKOIO  Ha3HayeHus, uMewmux MapkupoBky CE, TexHHuyeckoe
o0CITy’)KMBaHHE JTOJKHO OCYIIECTBIISATHCS COTJIACHO MHCTPYKIIMSIM MPOU3BOIUTENSL.

26. Onepanuu MO MPOBEPKE M TEXHHUUYECKOMY OOCITYKMBAHHUIO HE JOJKHBI
OKa3bplBaThb OTPULATEIIBHOTO BO3/ACWCTBHSA HA KadyecTBO U 0E30MacCHOCTD
JIEKapCTBEHHOI0 Tpenaparta. Bopga, ucmonb3yemasi 1Jis HUCIHBITAHUM OalIOHOB
TUAPOCTATUYECKUM JABJICHUEM, TOJKHA ObITh KAK MUHUMYM MUTHEBOTO KA4eCTBA.

27. Jna rapaHTMM OTCYTCTBHS KOHTAMHMHAUMW BHYTPEHHEE COCTOSIHUE
OQJIJIOHOB JI0O YCTAHOBKHM KJIallaHa JIOJDKHO TMOJIBEPraThCsl BU3YalbHOMY OCMOTPY
Ha TpeIMET OTCYTCTBHMSI OCTATKOB BOJbl WJM APYIMX KOHTAMUHAHTOB. Ty
OMepalyi0 CIEAYeT BBIMOJHATH KAaK 4YacTh TMPOBEPOK U  TEXHUYECKOTO
oOciyxuBaHus. OHa JOHKHA OCYIIECTBIISATHCS B CIIy4asiX:

® HOBBIX OaJIOHOB, BIIEPBbIE HCHOJB3YIOUIMXCA Ui MEIUIIMHCKUX
ra3os;

® [I0CJIE€ IPOBEACHMS HCNBITAHUNA THIPOCTATHYECKUM JIABJIICHUEM WM
HKBUBAJIEHTHBIM HUCIIBITAHUEM C JIEMOHTAXEM KJIAlaHa;

® KXl pa3 Mpu 3aMeHe KiarnaHa.
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[Tocne ycTaHOBKHM KJamaH JODKEH HAXOJIUTHCS B 3aKPBITOM COCTOSTHUU JIJIS
peaoTBpalleHusl 000 KOHTaMUHAIMU. B cilydyae BO3HUKHOBEHHUS JHOOBIX
COMHEHHI OTHOCHUTENIbHO BHYTPEHHEI0 COCTOSIHUS OajsIoHa KJIaraH JAOJKEH OBbITh
JEMOHTHPOBAH, a OAJJIOH MOABEPTHYT BHYTPEHHEMY OCMOTPY ISl oOecredeHus
YBEPEHHOCTH B OTCYTCTBUU KOHTAMHUHAIIUU.

28. IlpousBoauTens JEKAPCTBEHHBIX MIPENapaToB HECET OTBETCTBEHHOCTH 3a
TEXHUYECKOE OOCIy)KMBaHWE M PEMOHT OaVIOHOB, IMEPEHOCHBIX KPHUOTEHHBIX
eMKOCTel W KjamaHoB. [Ipu BBITONHEHWH ATHUX PabOT MO KOHTPAKTy PabOTHI
JOJDKHBI ~ BBITTOJHATBCS TOJIBKO YTBEP)KICHHBIMU HUCIOJHUTETSIMA.  JIOTHKHBI
UMETHCS KOHTPAKTHI, COJEPIKAIINE TEXHUUYCCKHUE YCIOBHS BBIMOJHEHHUS TaKHUX
pabot. CnemyeT MPOBOAUTH ayIUT KOHTPAKTHBIX UCIIOTHUTEIICH I 00eCIIeUeHUs
YBEPEHHOCTH B COOJTFOICHIH UMHU COOTBETCTBYIOIIUX CTaHIAPTOB.

29. JlovkHa OBITh B HAJWYMM CHCTEMa, IIO3BOJIIONIAS OOCCIICUHUTH
MPOCIEKUBAEMOCTh OAJIJIOHOB, NMEPEHOCHBIX KPUOTEHHBIX EMKOCTE! U KJIallaHOB.

30. ITpoBepku nepen oneparyeil HaroJIHEHUSI IOJDKHBI BKIIIOYATh:

a) B ciydae OaJJIOHOB, MMPOBEPKY MO YCTAHOBJICHHOM MPOIEype HATUYNS
OCTaTOYHOTO U30BITOYHOTO JJABJICHUS JUIsl KaXKI0T0 OajioHa:

e eciu 6aiioH 000pyIOBaH KJIANaHOM YAEpKaHUS MUHUMAJIbLHOTO
TABJICHUS, TO MPYU OTCYTCTBUHU CHTHAJIA, CBHICTEILCTBYIOMIETO O
HAJIMYAA OCTATOYHOTO HW30BITOYHOTO JABJICHHS, JOJDKHA OBITH
MIPOBEICHa TPOBEpKa KJamaHa; eclid KjiamaH (YHKIHOHUPYET
HETpaBUILHO, 0AJIIOH JTOJDKEH OBITH OTIPABIICH Ha TEXHHYECKOE
o0cITyKUBaHUE;

e ecau OaytoH He  00OpPYIOBaH  KJIAMaHOM  YJEp>KaHHS
MUHUMAJIBHOTO JIaBJieHHsI W B OauloHe HE OOHapyk eHO
OCTAaTOYHOT'O0 H30BLITOYHOI'O HABJICHHUS, TaKOW OaaoH IOJDKEH
OBITH OTIIPABIICH JIJI IPOBENCHUS JOTIOTHUTEIBHBIX UCTIBITAHUN
C TIEJBbI0 TPOBEPKH OTCYTCTBUS KOHTAMHUHAIIMKM BOJOW WIIU
JIPYTUMU BEIIECTBAMH; JOTOJTHUTEIBHBIC MEPHI MOTYT BKJIFOYATh
BU3yaJIbHBIN OCMOTP BHYTPEHHETO COCTOSTHUS OallJIOHa, KOTOPBIT
MIPOBOIUTCS ocJie OYHCTKH C HCITOJIb30BaHUEM
BaJIUMPOBAHHOTO METO/Ia;

b) nmpoBepky mis rapaHTHH TOTO, YTO HJCHTHU(PUKAIMOHHBIC STHKETKU
MPEABIAYIIEH CEPUH OTCYTCTBYIOT;

C) HpOBEpKYy TOTO, 4YTO BCE MOBPSKICHHBIC HIACHTU(UKAIMOHHBIC
ATUKETKH MPOAYKTa YJaJICHbI U 3aMECHEHBI;

d) BHEIIHUI BH3yaJbHBI OCMOTP KaXAOro OaljoHa, MEPEHOCHOH
KPUOTCHHOW €MKOCTH W KJalaHa C IIeJbI0 BBISBICHUS PAKOBHH,
CBApPOYHBIX TPOXKHUTOB, JPYTrUX TOBPSXKICHUA UM KOHTAMUHAIIUU
MacjaMu, IpU HEOOXOAMMOCTH MPOBEACHUE OYNCTKH;

€) IPOBEPKY COCAMHEHMs MaTpyOKa KaXKaoro OajyloHa WM TMEPESHOCHOMN
KPUOTCHHOW €MKOCTH Ha COOTBETCTBHE THITY COCIAMHCHHS IS
HAITOJTHSIEMOTO Ta3a;

f) mpoBepky HmaThl ClAEAYIONIEr0 WMCIBITAHHWS KiamnaHa (JIs KJIalaHoB,
MOJIIeXKAIIMX TTePUOINIECKON TTPOBEPKE);
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g) npoBepKy OaNIOHOB MM TEPEHOCHBIX KPUOTEHHBIX EMKOCTEU ISt
oOecrieyeHusi rapaHTHUU TMPOBEACHHS BCEX HEOOXOAMMBIX MCIIBITAHUMN
(HanpuMep,  TPOBEPKY  THAPOCTATHYECKUM  JaBICHHEM  HIIU
HKBUBAJICHTHBIM  HCIBITAHUEM), TPEOYEMBIX COOTBETCTBYIOIIMMHU
HOPMATUBHBIMHU TPABOBBIMU AKTaMHU, U MPOBEPKY ACHCTBUTEIHLHOCTU
pe3yAbTaTOB 3TUX UCIBITAHUI;

h) mpoBepky LBeTOBOW MapKHPOBKH Ka)JIOTO OAJIJIOHA B COOTBETCTBHU C
pPErHCTPAallMOHHBIM ~ Joche  (IBETOBas  KOAMPOBKA  COIJIACHO
COOTBETCTBYIOIIMM HOPMATUBHBIM MPABOBBIM aKTaMm).

31. Pasmep cepum moJDKEH OBITH OMPEICIICH B 3aBUCHMOCTH OT OIepaIiuu
HAITOJIHEHHS.

32. bannoHbl, BO3BpallacéMble Ha IMOBTOPHYIO 3alpaBKy, IOJKHBI OBITH
TUIATENBHO TMOATOTOBJIEHBI C LEJIbI0 MHUHUMHU3ALMH pHUCKAa KOHTAaMUHALWU
COrJIacHO TPEOOBAHUSIM PETMCTPALIMOHHOTO J0Che. METOAMKH, BKIIOYAIOIINE
IpoLeAypbl OTKAUMBAHUS U/WUJIH IPOYBKH, TOJKHBI ObITh BaJIUIUPOBAHBI.

IIpumeuanue: [[1s cKaTblX ra3oB TEOPETUUYECKOE COAECPKAHUE IPUMECU
npu AaBieHur HanosHeHust 200 6ap 10HKHO cocTaBlsATh He O6osee 500 00beMHBIX
yacted Ha MwumMoH npu 15°C. [Insg aApyrux JaBlICHUR OOpPENeNIOTCA
SKBUBAJICHTHBIC 3HAYECHUS.

33. C uenbro MUHMMHA3AMNA PUCKa KOHTAMUHALIAN TIEPEHOCHBIE KPUOTEHHBIE
€MKOCTH, BO3Bpallla€Mble Ha TOBTOPHYIO 3alpaBKy, JOJDKHBI TIIATEJIBHO
MOATOTABINBATECA COTJIACHO MPOLEAYpaM, OINHCAHHBIM B PErHUCTPALIMOHHOM
J0oche. B 4acTHOCTH, MEPEHOCHBIE EMKOCTH, B KOTOPBIX OTCYTCTBYET OCTaTOYHOE
JABJICHUE, JTOJDKHBI OBITh MOJATOTOBJIEHBI C MCHOJIb30BAaHUEM BaJIUAMPOBAHHOTO
METOo/A.

34, Jlns oOecriedyeHusi TapaHTUM TPABHIBHOTO HAMOJHEHUS KaXKJI0TO
OasIoHa/IepEeHOCHOM KPUOTEHHOMN €MKOCTH cleayer POBOJIUTH
COOTBETCTBYIOILIHE ITPOBEPKHU.

35. Kaxaplii HamoOJHEHHBIM OaJJIOH O YCTAaHOBKH YCTPOWCTBA KOHTPOJIS
nepBoro  BCKpeITUs (yHKT 36 nmanHoro llpunoskenust) JOMKeH  OBITH
IIPOKOHTPOJIMPOBAH C UCIOJb30BAHUEM COOTBETCTBYIOIEIO0 METOA HA OTCYTCTBUE
yTeuku. Mcronb3yeMblii METOT KOHTPOJIS HE JOJKEH MPUBOAUTH K KOHTAMUHAILIUU
MOBEPXHOCTH MarpyOKa KianaHa OajuloHa, U, MO BO3MOXKHOCTH, TAKOW KOHTPOJIb
JOJIKEH OCYUIECTBIIATHCS MOCIIE 0TOOpa BCeX 00pa3LOB AJIs1 KOHTPOJIS KauecTBa.

36. Ilocne HamojiHeHHWs MNaTPyOKH KJIamaHOB Oa/UIOHOB JOJDKHBI OBIThH
3aKPBITHI KOJIMAYKaMHU JIJISl 3a1UTHI OT KOHTaMUHaluu. Ha GanioHsl U mepeHOCHbIE
KPUOTE€HHbIE EMKOCTHU JIOJKHBI OBITh YCTAHOBJIEHBI YCTPOMCTBA KOHTPOJISI IEPBOTO
BCKPBITHS.

37. Kaxxnprit 6aiioH mWiv MEPeHOCHass KPUOTEHHAs €MKOCTh JIOJKHBI OBITh
IIPOMAPKUPOBAHbI ¢ MOMOUIBIO 3THKETOK. HoMep cepum U CpoK TOJHOCTH MOTYT
OBITh YKa3aHbI HA OT/ICTTLHOM ITUKETKE.

38. Ilpu npou3BOACTBE MEAUIIMHCKUX T'a30B IIyT€M CMEUIMBAHUS JIBYX WJIU
OoJnee pa3NIMYHBIX Ta30B (B JIMHUU JJIs HANOJHEHUS JUOO0 HEMOCPEICTBEHHO B
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6aJ'IJ'IOHaX) JOJDKCH HMCIIOJIb30BAaTHCA BaJII/II[I/IpOBaHHblﬁ METOA CMCIINBAaHMA,
KOTOpBIﬁ rapanTupycT, 4TO ra3ol JOJKHBIM 06p8,30M CMCIIIaHbI B KaXXJJOM OaoHe
1 TOMOT€HHOCTh CMECH o0OecIiedcHa.

KonTpoJab kavyecTBa

39. Kaxxnas cepusi MEIMIIMHCKOTO Ta3a (OaJJIOHbI, IEPEHOCHBIE KPUOTEHHbIE
€MKOCTH, pe3epByapbl B  MEIUIMHCKUX  YUPEKICHUSX) JIOJDKHA  OBIThH
MMPOKOHTPOJIUPOBAHA B COOTBETCTBUHM C PETUCTPALMOHHBIM JOCHE W MOJYUYUTH
paspenieHne Y HOJTHOMOYEHHOTO JIMIA Ha BBITYCK.

40. Ilmam otbGopa mpoOd W 00BEM MPOBOJUMBIX HCIHBITAHUN JOJKHBI
OTBEYATh CJICAYIOMUM TpeOOBaHWSIM B OTHOIICHWMH OauTOHOB (eciau B
PETUCTPAIMOHHOM JOChE HE YCTAHOBJIEHO UHOE):

d) eClIM TOJIBKO OJWH MEIHWIIMHCKHIA Tra3 HAIOJHACTCA B OaUIOHBI C
UCIIOJIb30BAaHUEM  KOJUIEKTOpa, K  KOTOPOMY  OJHOBPEMEHHO
MOJICOCUHSIOTCS  HECKOJIbKO  Oa/ioHOB, Ta3  JOJDKEH  OBITh
MPOKOHTPOJIUPOBAH, KaK MHHHUMYM, M3 OJIHOTO OajjioHa Jyis
YCTAHOBJICHHSI TOJJIMHHOCTA M KOJIMYECTBEHHOI'O ONPEICIICHHUS;
oOpasibl JODKHBI OTOUPAThCA OT KaXKIOTrO IMKIJIA HAIMOJHEHHS TMpU
3amMeHe OAJIJIOHOB, TOJKITIOYEHHBIX K KOJUIEKTOPY;

b) ecnmu TONBKO OMWUH MEIUIIMHCKHMI Ta3 HAMOJHSACTCS B Oa/sIOHBI B
paMKax OJHOTO IPOU3BOJACTBEHHOIO IMKIA B OJUH IPOMEKYTOK
BPEMEHHU, TO, MO KpailHell wMepe, OauH OaIoH NpPH KaKIOM
HEMPEPHIBHOM IIMKJIE HAMOJHEHHUS JOJDKEH OBITh TIPOBEPEH Ha
MOJJIMHHOCTh M KOJIMYECTBEHHOE  cojepxkanue.  [Ipumepom
HENPEPHIBHOTO IIMKJIA HATIOJTHEHHUS SIBJISIETCS IPOU3BOJCTBO B TCUCHUE
OJIHOM CMEHBI OJTHUM U TEM K€ MEPCOHATIOM C UCMOJIb30BAHUEM OJTHOTO
00OpyZI0BaHUS U OJTHOM CEpUH raza, KOTOPhIN pac(hacoBBIBAICS,

C) eclii METUIIMHCKHIA I'a3 TOTOBUTCS MyTEM CMEIIMBAHK B OaJIJIOHE IBYX
win  Oojee  pa3IMYHBIX Ta30B W3 OJHOTO M TOTO  JKe
pacnpeenuTeIbHOr0 KOJUIEKTOpa, TO ra3 U3 KaKI0ro 0auioHa JOJIKEH
ObITh TMPOKOHTPOJIUPOBAH HA TMOJJIMHHOCTh M  KOJMYECTBEHHOE
COAECPKAHUE BCEX KOMIIOHEHTOB Ta30BOM cmecH. B oTHomeHuun
BCIIOMOTATENbHBIX BEIIECTB (MPU WX HAJIWYMU) WCIBITAHUE Ha
MOJJIMHHOCTh MOKET BBINOJHATHCA JJIsI OAHOrO OajijloHa W3 IHKIa
HaroJHeHus (WM JUisl KaXKJ0r0 HENPEpPhIBHOTO ITUKJIA HAMOJIHEHUS).
MeHblliee KOTUYECTBO OANIOHOB MOJKET IMOJIBEPraThCsl UCIBITAHUSAM B
ClIy4yae WCIOJb30BAHUS BAJIUAUPOBAHHBIX  ABTOMATU3HPOBAHHBIX
CHUCTEM HaIOJIHCHUS,

d) B OTHOIIEHWH Ta30B, CMCIIMBAHHWE KOTOPBIX MPOUCXOTUT JO
HAIlOJIHCHUSI, CJIEYeT COOJIIoaTh TE€ K€ TMPUHIHUIBI, YTO W B
OTHOILIIEHUM  HANOJHEHUST OJHUM Ta30M, Korjga Ha JIMHUHU
OCYILECTBIISIETCS HETPEPHIBHBI KOHTPOJIb CMECH Ira30B, UCIOJIb3yEMBbIX
JIJIS1 HAITIOJTHEHUSI.

B oTHoOlIEHHM Ta30B, CMENIMBAHUE KOTOPBIX MPOUCXOAMUT A0 CTaAUHU
HaIOJHEHUSI, CIEAYET NPUIEPKUBATHCS TEX K€ MPUHIUIIOB, KaK U s
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ra3oB, CMEIIMBAaHUE KOTOPBIX MPOBOAUTCS B OauioHax, MpH
OTCYTCTBMM Ha JIMHUM HENPEPBIBHOTO KOHTPOJS CMECH TIa3oB,
UCIIOJIb3YEMBIX ISl HATTOJTHEHUSI.

JIOJDKHBI  BBITIOJIHATBCS HCHOBITAHUS HA COJIEPKAHUE BOJbI, €CIA HE
YCTaHOBJIEHO UHOE.

Bo3moxxHO wucrnonb3oBaHUE APYrMX METOAMK OTOOpa oOpasloB U
UCTIBITAHUM TpU HAJIUYUK, KaK MHUHMMYM, TaKOro € YPOBHS oOOecreyeHus
KauecTBa.

41. 3aBepliarolMe HCMOBITAHUSA MEPEHOCHBIX KPUOTEHHBIX €MKOCTEH
JOJDKHBI BKJIKOYAaTh UCTIBITAHUS HA MOJJIMHHOCTh U KOJMYECTBEHHOE ONpPENEIICHUE
B KaX/IOH €MKOCTH, €CIIM WHOE€ HE MPEAYCMOTPEHO B PETUCTPALMOHHOM JIOCHE.
Br160pouHBI OCEPUITHBIA KOHTPOJb MOXET HCIIOJNb30BAaThCS TOJIBKO B ClIydae,
ecnu ObUIO MNPOAEMOHCTPUPOBAHO, YTO IIE€pe] IMOBTOPHBIM HANOJIHEHHEM
KPUTHUYECKUE XapaKTEPUCTUKU OCTATOUYHOI'O raza B KaKJI0M eMKOCTH OCTaIUCh 0€3
V3MEHEHUN.

42. He Ttpebyercs mnpoBeneHue oTOOpa 00pa3LOB IOCIE MOBTOPHOIO
HAIOJHEHUSI KPUOTEHHBIX €MKOCTEW MOTpeOuTeNnell B MeCTe HCIOIb30BaHUS
(pe3epByapbl B MEIUIMHCKUX YUPEXKJIEHUSAX WU TEPEHOCHbIE KPUOTECHHBIE
€MKOCTH) U3 CIELHaIbHO NPEJHA3HAYCHHBIX LUCTEPH MpPU HATUYUM JOKYMEHTA,
INOATBEP/KIAIOLIEIO KAauyeCTBO COJEPKMMOr0 ILHCTEPHBI, CONPOBOKIAOIIETO
nocTtaBky. OgHAKO MPU TOM IOCJE MOCIEAOBATENbHBIX TOBTOPHBIX HAMOJIHEHUI
CIIEIyeT MPOJAEMOHCTPUPOBATh, YTO KAYECTBO ra3a B €MKOCTAX MOJAECPKUBACTCS
Ha YCTaHOBJIEHHOM YpPOBHE.

43. He TpeOyeTcsi COXpaHATh KOHTPOJIbHBIE M apXWMBHBIE OOpa3lbl CEpHid
IPOIYKIUHU, ECIH 3TO HE MPETYCMOTPEHO TIOKYMEHTALUEH.

44. He  TpeOyeTcs  MpPOBEICHHE  MPOAOKAIOIICTOCS  M3Y4YCHUS
CTaOMJILHOCTH, €CJIM TIEPBUYHOE H3yYEHHE CTAOWJIBHOCTH OBLIO 3aMEHEHO
oubmuorpaduyeCKUMH TAHHBIMHU.

TpancnoprupoBaHue ra3os

45. HanonHeHHbIe Ta30BbIe OAJIOHBI U MEPEHOCHBIE KPUOTEHHBIE €MKOCTH
JIOJDKHBI  OBITh 3allIMIIEHBl BO BpeMs TPAHCIOPTHPOBAHWSA, B YAaCTHOCTH,
JIOCTABJIATHCS 3aKa3UMKaM B YHCTOM COCTOSIHUM, COOTBETCTBYIOIIEM YCIOBHUSIM HX
JAIbHENIIIETO UCTIONBb30BAHUS.
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TepMuUHBI U onIpeeIeHUs

AMOyaaTopHbiii  kpuoreHnnlii cocyn (home cryogenic  vessel):
[IepeHOCHOM TEPMUYECKH M30JUPOBAHHBIA KOHTEWHEP, CKOHCTPYUPOBAHHBIN IS
XpaHEHUs! CKMKEHHOTO KUCIOPOJa U MCIOJIb30BAaHUS Tra3000pa3HOrO KHUCIOPOJa
Ha JIOMY y MallleHTa.

Bannon (cylinder): KonreitHep 00BIYHO NHMIMHIPHYECKOW (QOPMBEI,
MPUCIIOCOOICHHBIN JIIT  CXKATOTO, CXKM)KCHHOTO WJIM PAcTBOPEHHOTO Trasa,
OCHAIIICHHBIN MPUCIIOCOOICHUEM JIJISl PETYIMPOBKHA CIIOHTAaHHOTO BBITEKAHUS Ta3a
pu aTMOC(EPHOM JIaBJICHUHM U KOMHATHOU TeMIIepaType.

I'a3z (gas): BemiecTBo miam cMech BelIeCTB, KOTOpbie mpH gaBieHun 1,013
6ap u Temmeparype +20°C HAXOIITCS MOMHOCTHIO B Ta3000Pa3HOM COCTOSHUH HIIH
npu +50°C nanenue nx MapoB MpeBbIIacT 3 Oap.

a3 kak akTuBHas ¢apmaneBTH4Yeckas cyocranuus (active substance
gas): [l'a3, mpeaHa3HAYEHHBIM [JIsi KCHOJIB30BAaHUS B KA4eCTBE aKTUBHOMU
dbapmaieBTHUECKOI CyOCTaHIIMM ISl TPOM3BOICTBA JIEKAPCTBEHHOTO Mpemnapara.

I'pynma (cBsizka) OamumonoB (cylinder bundle): coOpannbie u
3aKpeIJICHHbIE BMeCTe OaJUIOHBI, MOJKIIOYEHHBIE dYepe3 pachpeeuTeIbHBIN
KOJUIEKTOP U TPAHCIOPTUPYEMBIE U UCTIOIb3yeMbIe KaK €IUHOE IEI0e.

HcnbiTanue ruapocratudeckuM aasienueM (hydrostatic pressure test):
HcnpiTanue, IpoBOAMMOE C 1IENIbI0 00ecriedeH sl O€30MaCHOCTH B COOTBETCTBUH C
TpeOOBAHUSIMU HAIIMOHAIBHBIX U MEXIYHAPOIHBIX HOPM JJI TPOBEPKH TOTO, UTO
OaIJIOHBl WJIM pe3epByapbl MOTYT BBIJIEPKAaTh 3aIUIAHUPOBAHHBIE BBICOKHE
JTABJICHUS.

Kaanan (valve): YcTpoiicTBo /i OTKphIBaHUS U 3aKPbIBAaHMSI KOHTCHHEPA.

Knanan yaep:kaHusi octaTouHoro aasjeHusi (minimum pressure retention
valve): Kianan, ycTaHOBIEHHBIM Ha OaJyIOHE W MOMJICPKUBAIOIIUN B
UCTIONb30BaHHOM  OajuioHe  JaBlieHHWE  BBIMIE  aTMOC(PEPHOTO C  IENbBIO
NpeI0TBpaIeHUs] KOHTAMUHAIIMK BHYTPEHHEro o0beMa OaioHa.

Konreitnep (container): Kpuorennslii cocyn (0ak, LHCTEpHA WA
MOOMJIbHASI KPUOT€HHAsi €MKOCTh JIPYroro Tuma), OajjIoH, CBA3Ka OAJJIOHOB WM
aro6asi Ipyrasi yrmakoBKa, KOTOpas HaXOJUTCS B HETMOCPEICTBEHHOM KOHTAKTE C
MEAUIIMHCKUM Ta30M.

Kpuorennnlii ra3 (cryogenic gas): I'a3, kotopsiii mpu masienuu 1,013 Gap
CKIDKASTCS TIPH TeMrepatype Hike munyc 150°C.

MakcuMaJIbHbI  TEOPEeTHYECKUIN OCTATOYHBLIA YPOBEHb MPHUMECH
(maximum theoretical residual impurity): 'a3000pa3Has mpuMech OT BO3MOXHOTO
oOpaTHOrO TMOTOKa Ta30B, OCTAaBINAACS IIOCJIE TMPEABAPUTEIBHON 00pabOTKH
OaJUIOHOB Tepel WX HamoJIHeHHWeM. PacueT MakCMMallbHOTO TEOPETUYECKOTO
YPOBHS MIPUMECH UMEET 3HaYeHHE TOJBKO IJISl CHKATHIX Ta30B B MPEAIOJIOKECHUH,
YTO 3TH T'a3bl BEIYT ce0s Kak UIcalIbHEIE.

Menunmunckuii raz (medicinal gas): Jlro0oii ra3 wiam cMech Ta3oB,
SIBIISIFOIIIMECS JIEKAPCTBEHHBIMHU TTpeTapaTamH.

Ooparnblii kaanman (non-return valve): Knaman, KOTOpBIi MO3BOJISET
MOTOKY MPOXOAUTH TOJIBKO B OJJTHOM HaIPaBJICHUH.
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OTkavyuBaTh (evacuate): VY nanare OCTaTOYHBIN ras u3
KOHTEMHEepa/CUCTeMbl C TIOMOIILI0 BaKyyMa JI0 AaBjeHus MeHble yem 1,013 Oap.

IlepenocHoii kpuorennnlii cocya (mobile cryogenic vessel): IlepenocHoi
TEPMUYECKU W30JUPOBAHHBIA KOHTEWHEP, CKOHCTPYUPOBAHHBIM NJIi XpaHEHUS B
HEM BEHIECTB B XHUAKOM cocTOosHUU. B koHTekcTe manHoro IlpunoskeHus 3TOT
TEPMHUH HE BKIIIOYAET MOHATHE «IEcTepHa» (tanker).

Ipoayska (purge): YaaneHue OCTATOYHOTO ra3a U3 KOHTEHHEPa/CUCTEMBI
MyTEM MEPBOHAYAIHLHOI'O HATHETAHMS JABJICHUS C MTOMOIIBIO UCIOIB3YEMOro ras3a
Cc mocneayrommumM copocoM nasieHus rasa ao 1,013 Gap.

Pa3nesienne Bo3ayxa (air separation): Pa3menenue armochepHoOro Bo3ayxa
Ha COCTAaBIIAIONINE €0 Ta3bl MyTeM (PAKIMOHHON TUCTUIUIAINHA TTPU KPUOTCHHBIX
TeMIreparypax.

PacnpeneanTteabHblii  kostekTop (manifold):  OGopymoBanue  wiu
YCTPOMCTBO, CKOHCTPYMPOBAHHBIE JUIsI OJHOBPEMEHHOTO OMOPOXKHEHUS WITU
HAIOJIHEHUSI Ta30M OJIHOTO WJIK 00Jiee KOHTEHHEPOB.

Pezepmyap (tank): CrarnmoHapHblii TEPMHYCCKH U30JIMPOBAHHBIN KOHTEHHEP
JUISL XpaHEHUs CXKKCHHOTO WM KPUOTEHHOrO Ta3a, TaKKe Ha3bIBaeMblIi
«CTallMOHApHBIA KproreHHsIl cocym» (fixed cryogenic vessel).

Copoc paBiaenms (vent): Omepaius Mo ymajJCHHIO OCTATOYHOrO rasa M3
KOHTEHHEpa/CUCTEMBbI JI0 BEIMYUHBI OCTaToyHOro napienus 1,013 Gap myrem
COEJIMHEHUS KOHTEMHEpa/CUCTEMBI C aTMOC(EPHBIM BO3TYXOM.

Cxarprii raz (compressed gas): I'a3, pachacoBaHHBIA O] JaBICHHEM C
LEJbI0 TPAHCIOPTUPOBAHUS, KOTOPBIM OCTA€TCS MOJHOCTBIO B Ta3000pazHOM
COCTOSIHHH TIpH TemrepaType Bbime mumyc 50°C.

Cxwmxennblii ra3 (liquefied gas): T'a3, pachacoBaHHBI C IIENBIO
TPAHCIIOPTUPOBAHUS, KOTOPBIM OCTAETCS YACTUYHO KUJKUM WIM TBEPABIM MpHU
Temieparype Bbite muayc 50°C.

Iucrepna (tanker): B konTekcte manHoro IlpuiaoxkeHHs — TEpMHYECKU
M30JIMPOBAaHHBIM KOHTEWHEP, YCTAHOBJICHHBIM Ha TPAHCHOPTHOE CPEACTBO IS
MEPEBO3KU CIKMKEHHOTO WJIM KPUOTEHHOTO Ta3a.
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Ipuioxenne 7
IMPOU3BOACTBO JEKAPCTBEHHbBIX
PACTUTEJIBHBIX ITPEITAPATOB

HpuHuun

JlexapcTBEHHBIE PACTUTENBHBIC TPEMapaThl UMEIOT CIOKHYIO MPUPOIY H
pa3HOOOpa3HbIe XapaKTEPUCTUKHU, B CBSI3U C YEeM IPHU UX IPOU3BOJCTBE OCOOYIO
poJIb  WrpaeT KOHTPOJIb MCXOJHBIX MAaTE€pUAlOB, YCJIOBUM XpaHEHUS U
nepepadoTKHU.

HcxonHpiMu ~ maTepuaiaMd  OpU  TPOU3BOJACTBE  JIEKAPCTBEHHBIX
pacTUTENbHBIX  IpenaparoB  MOTYT  ObITh ~ HeoOpabOOTaHHBIE  pPACTEHWS,
pacTUTENBHOE CBhIPbE WM TPOMEKYTOUYHBIE MPOAYKTHI. PacTuTenbHOE ChIpbe
JOJDKHO MMETh TpedyeMoe KadecTBO, a TMOJTBEPKIAIOIINE 3TO JaHHBIC JTOHKHBI
OBITh  TPEIOCTaBICHBI  MPOWU3BOAUTEIIO  JICKAPCTBEHHOTO  PACTUTEIHHOTO
npenapara. Jlis oOecnedeHus TOCTOSHHOTO KadecTBa PACTUTEIBLHOTO CBIPhS
MOXET oTpedoBaThCsl OoJiee nmoapoOHast uHGoOpMaIUs O croco0e ero MoJydeHust
(BeIpamuBanusi). OTOOp ceMsiH, YCJIOBUS KyJIbTUBHUPOBAHUS M cOopa yposkas
SIBJITFOTCSI B&KHBIMHU aCIEKTaMH Ka4eCTBA PACTHUTEIBHOTO CHIPhSI M MOTYT BJIHSTH
Ha MTOCTOSTHCTBO KayeCTBa TOTOBOTO JICKAPCTBEHHOTO Tpenapara. Pekomenmanmm B
OTHOIIEHUU COOTBETCTBYIOIIEH CUCTEMBI OOECIIEYEHHUs KadyecTBa MO IpaBUiIaM
HaJJIeKAIIero BhIpallluBaHus U cOopa pacTeHul npuBeaeHsl B JokyMeHTe HMPC
(The Committee on Herbal Medicinal Products — KomurteT mo pacTuTelbHBIM
JIEKapCTBEHHBIM TipenapataM EBpomeiickoro areHTCTBa IO JIEKAPCTBEHHBIM
cpeactBam) «Guideline on Good Agricultural and Collection Practice for starting
materials of herbal originy («PykoBoacTBO MO TpaBUIaM HaJJICKAIIETO
BBIPAIIMBAHMS U cOOPA HCXOJHOTO CHIPBSI PACTHTEIBHOTO TIPOUCXOKICHHS ) .

Jannoe IIpuiiokeHHE pacnpoCTpaHSAECTCS HA BCE HCXOIHBIC MaTECpUAIIbI
PaCTUTEBHOTO MPOUCXOKACHUS: JICKAPCTBEHHBIC PACTEHUS, PACTUTEIIBHOE ChIPHE
U TIPOMEKYTOUYHBIC MPOAYKTHI U3 PACTUTEIIBHOTO CHIPHSI.

NnmrocTpanus IpUMEHEHHS Pa3IMYHbBIX MPaBUJI, B TOM YHCJIE HACTOSIINX
[IpaBun kK MPOM3BOJCTBY JICKAPCTBEHHBIX PACTUTEIBHBIX MPENapaToB, MPUBEACHA
B Ta0JuIIe.

1
PGKOMCHI[yeTCSI IMOJIb30BAaThCs YKAa3aHHBIM PYKOBOACTBOM HO IPUHATUA B IrOCydapCTBaAX-
yineHax Coro3a TapMOHU3UPOBAHHOTO ¢ HUM HOPMATHBHOTO IIPABOBOI'0 aKTa.
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Tabnuua, nuIoCTpUpyoIIas NPUMEHEHUE PA3IMYHbIX TPABUI
K POM3BOJICTBY JIEKAPCTBEHHBIX PACTHTENLHBIX MPENAPATOB *

IIpaBuna Yacre Il | Yacrs |
HaJJIeKalero | HACTOSIL | HACTOSI
Buasl pador BbIpAIUBa- HX ux
HHS U cOopa IIpaBuan | IIpaBua
(GACP)

KyneruBupoBanue u cOop pacTeHwmid, BOIOpociei, rpuOoB u
JUIIAHHAKOB, COOP DKCCYAATOB (BBLACTICHII)

Peska u cymika pacrenuii, Bogopociei, rpuoos,
JIMIIAHHUKOB M 9KCCYIaTOB (BBIJICICHUIN)*

OTXUM pacTeHUH U TIeperoHKa™**

N3mensuenne, 00paboTKa IKCCYIATOB, IKCTPAKIIUS U3
pacTeHuid, ppaKIMOHMPOBAaHUE, OYHCTKA,
KOHIICHTPUPOBaHUE WIH (PEPMEHTALIUS PACTUTEIBHBIX
cyOcTaHnui

Janbreiimas 00paboTKa I MOTydeHus JIEKapCTBEHHOM
(hopMBI, BKITIOYAs YIAKOBKY JICKAPCTBEHHOTO ITperapara

Ipumeuanus:

* Tlpou3BoguTenu AODKHBI TapaHTUPOBATh, YTO JIaHHBIE CTaJAMH OCYIIECTBIISIIOTCS B
COOTBETCTBHUHM C YCTAaHOBICHHBIMU TpeOoBaHWsMU. [[Jisi HaYadbHBIX CTAAWA TPUMCHUMBI
CTaHIAPThl HaJUIeXallled MPAKTUKU BBIpAIIMBAHUA M cOOpa [ HCXOJHBIX MAaTepuajoB
pacturensHoro  npoucxoxneHuss (GACP). Hacrosmue IlpaBuna mnpuMeHsoTcs K
IIPOU3BOACTBEHHBIM CTaIHsAM PE3KU U CYIIKH.

** B OTHOIIEHWH CTaauil OT)KUMa PACTEHUH U MEPErOHKH (eCiIu HEOoOXOAMMO, 9TOOBI 3TH padOTHI
COCTABIISUIM HEOTHEMJIEMYIO YacTh OINEpaluii 3arOTOBKH C LEJIBI0 COXPAHEHHs KauecTBa MPOLYKIHHU B
paMKax YTBCPIKIACHHBIX CHCHI/I(I)I/IKEIHI/II\/'I) CUUTACTCA MPUCMIICMBIM UX IMPOBCACHUC B YCJIOBHAX 3arOTOBKH,
€ClIM KyJbTUBHUpOBaHHE ocyuecTBisierca B coorBercTBuM ¢ GACP. Takue ycnoBus cuegyer
paccMaTpuBaTh Kak MCKIOYEHHUE U 0OOCHOBBIBATH B JOKYMEHTaX PErMCTPALMOHHOrO Aoche. JIst Takux
paboT, OCYLIECTBISEMbIX B YCIOBHAX 3arOTOBKH, HEOOXOAMMO OOECHEUUTh COOTBETCTBYIOILYIO
JOKYMCHTalWIO, KOHTPOJIb U BaAJIMAAINIO COTJIACHO IMPUHIHIIAM HACTOAIINX HpaBI/IH. Ha}Z[SOprIe Opra”bIl
MOTYT MPOBOJUTH HHCIEKTHPOBaHME TaKuX pabOT € LENbI0 OLEHKH COOTBETCTBUSI HACTOSIIUM
[IpaBunam.

IHomenrenust u 000py10BaHUE

30HbI XpaHeHUst

1. PacTuTenbHOE ChIpbE CIEIyEeT XpaHUTh B OTACIBHBIX 30HaX. JTH 30HBI
JOJKHBI OBITh 3aIMIIEHBI OT MPOHUKHOBEHHS B HUX HACEKOMBIX U YKUBOTHBIX,
0COOEHHO TpBI3yHOB. JIOMKHBI OBITH HPUHATHI 3P(PEKTUBHBIE MEPHI O
NPENOTBPAICHUIO  pAcClpOCTPAaHEHUs  JIIOOBIX ~ TaKMX  JKUBOTHBIX M
MUKPOOPTaHU3MOB,  MPUBHOCUMBIX  C  PACTUTENbHBIM  CBIpbEM,  JUIS
OpefoTBpalleHus] (EepMEHTAlM WM pPOCTa IJIECEHHM, a TaKXe IEePeKPEeCTHOM
KoHTamMuHauuu. Crenyer HCIOoJIb30BaTh BBIIEICHHbIE 30HBI JJI KapaHTHHA
MOCTYIAOIIET0 PACTUTENBHOTO CHIPbSl M PACTUTENBHOIO CBHIPbS, Pa3pelIEHHOrO
JUTSl UICTIOJIb30BAHMSL.

4 o

B nannoii Tabnuue npeacTaBiieHa pacuMpeHHas noipooHas HHPOpMaIsl B OTHOILIEHUU
pasjziena o JeKapCTBEHHBIM pacTUTENIbHBIM IpenapaTtaM Tadauis! | B yactu |l HacTosmmx
[IpaBui.
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2. 3o0Ha XpaHEHHA JOJDKHA XOpOIIO BEHTWIMpoBaThbesd. Ilopsmok
pa3MelIeHNs] YMAaKOBOK HE JOJDKEH INPENsATCTBOBAaTh CBOOOJHON LMPKYJISALMU
BO3/yXa.

3. Ocoboe BHUMaHHME CIEQYeT YAENATh YHUCTOTE M HaJJIeKaIIEeMy
00CITy’>KMBaHHIO 30H XpaHEHHUsI, 0COOCHHO TaM, I'7ie 00pa3yeTcs IbLIb.

4. Jlnga XpaHEHUs HMCXOJHBIX MaTepUalOB U PACTUTENBHBIX IMPENapaToB
MOTYT TpeOOBaThCsI 0COOBIE YCIOBUS B OTHOLUEHUM BIAXXHOCTH, TEMIEPATyphl U
3alUTHI OT CBETA; TAKUE YCIOBHS CIEAYyEeT 00eCeYnBaTh 1 KOHTPOIUPOBATH.

IIpousBoacTBeHHAs 30HA

5. Ilpu otbope mpoO, B3BEIIMBAHWW, CMEIIMBAHUU U JAPYTUX
TEXHOJIOTHYECKUX OIEpalusix C pacCTUTEIbHBIM CBIPEM U MPOMEXYTOUHBIM
IPOIYKTOM, COINPOBOKIAIOIIMXCS MbLICOOPA30BAHUEM, CJIEAYEeT NPUHUMATh
0coOble Mepbl M0 MOAJEPKAHUIO UYUCTOTHI, @ TaKXe IO IPEIOTBPALICHUIO
IIEPEKPECTHOrO  3arpsA3HeHus (yJaJeHue TbUIM, BBIICICHHE CIEHHAAIBHBIX
MTOMEIIEHUH U T.I1.).

Oob6opynoBanme

6. O6opynoBaHue, (UIBTPYIOIIUE MaTepHadbl U T.I., UCIOIb3yeMbIC B
IMPOU3BOACTBCHHOM IIPOLUECCCE, TOJIPKHBI OBITH COBMECTHUMBI C PaCTBOPHUTCIICM,
HCIIOJIB3YCMbBIM JISA OKCTPAKIOWH, AJIA MPCIOTBPAICHUA KaKoro-inoo BBIACJIICHUA
WM HEXeNaTelIbHON a0COpOIMU PACTUTENBHOTO ChIPhs, KOTOPbIE MOTYT MOBJIHUSThH
Ha TIPOTYKITHIO.

JJokymeHTauus
Cneundukannu Ha HCXOAHOE ChIPbe
7. Ilpou3BoAUTENN JEKAPCTBEHHBIX PACTUTENbHBIX MPENapaToOB IOJKHbI
yOenuTbcsi B TOM, YTO OHHM MCHOJB3YIOT TOJBKO TE€ HCXOJHBIE MaTepuabl
PACTUTENBHOIO MPOUCXOXKACHUS, KOTOPbIE MPOU3BEIECHBI B COOTBETCTBUM C
HacTosimuMmK  [IpaBunaMu W perucTpalMoHHBIM J0ChE€ (B COOTBETCTBUU C
TabnuIel naHHOro npuioxkeHus). CiaeayeT UMETh B HAMYMHU HCUEPIBIBAIOUIYIO
JOKYMEHTALMIO KAacaTeJIbHO ayJuTOB IIOCTABIIMKOB HWCXOJHBIX MAaTepHaJIOB
pPacCTUTEIBHOTO MPOUCXOXKACHUS, MPOBEACHHBIX JHUOO CAaMHMM MPOU3BOJIUTEIEM
JIEKapCTBEHHOI'O PACTUTENBHOIO Ipernapara, JJM00 1o ero nopy4yeHuto. PeaynpraTsl
ayJIUTOB B OTHOILLEHWU PACTUTEIBHOIO CBHIPbS SBIISIFOTCS OCHOBOIIOJIATAOIIMMHU
JUIsL KauecTBa MCXOJHBIX MaTepuaioB. [IponsBoauTens A0KEeH yOEAUTHCS B TOM,
YTO MOCTaBIIUKU PACTUTENBHOTO ChIphsi/IpenapaTa paboTalOT B COOTBETCTBHU C
MpaBUJIaMH HaJJIEKAIEero BhIpauBanus u coopa pactenuii (GACP).
8. UTOOBI COOTBETCTBOBATH TPEOOBAHUSAM, YCTAHOBIEHHBIM B yactu | (TnaBa
4) nacrosmux IlpaBui, B cneuu@ukanvy Ha pacTUTENIbBHOE ChIpbe/TpernapaThl,
CJIeIyeT BKIIIOYATh:
— Hay4yHO€ Ha3BaHUE PACTECHHMS B COOTBETCTBUM C OMHAPHON CHUCTEMOM
(pon, BUIBI, TMOJABHJIBI/PAa3HOBUIHOCTH, a TaKXe aBTopa (Hampumep,
JIlunHei); mpu HEOOXOAMMOCTH TAKXKE CJIENyeT MPEACTaBUTH IPYTYIO
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COOTBETCTBYIOIIYI0O HMH(GOPMAIMIO, TaKyl KaKk Ha3BaHHE COpTa W
XEMOTHUIMYECKYIO Pa3HOBUIHOCTD;

— TMOJPOOHBIE TAHHBIE O TMIPOUCXOXKIECHUN PACTEHUS (CTpaHa WM PETUOH
pou3pacTaHusi MO0 KyJIbTUBUPOBAHUS, BPEMSI M CIOCOO 3aroTOBKH,
BEPOSITHO MCIMOJIb30BAHHBIE MECTULIM/bI, BO3MOXKHOE PaJIHMOAKTHUBHOE
3arpsi3HEHUE U T.1.);

— CBEJICHMS O TOM, Kakasi(Ke) 4acTh(HM) paCTeHUs UCTIOJIb3YETCA(FOTCSA);

— wuHPOPMAIMIO O CIOCO0E CYIIKH, €CJIIM HCIOJb3YIOT BBICYIICHHBIE
pacTeHus;

— OIMCAaHHUE PACTUTEIBHOTO CHIPbS, a TaKXe€ JaHHBIE €ro Makpo- U
MHUKPOCKOITUYECKOTO UCCIIEI0BaHUM;

— JIaHHBIE O HEOOXOAMMBIX MCIBITAHUSAX HA MOJJIMHHOCTD, BKIIOYAS MPU
HEOOXOJMMOCTA WCHBITAHUS Ha TOJJIMHHOCTH JJII WHTPEIUEHTOB C
M3BECTHOM TEPANEBTUYECKOM AKTUBHOCTBIO WM MapkepoB. Ecnu
pacTUTENbHOE ChIphE MOXKHO (hanbcuUIMPOBATH/ TIOJIMEHUTD, TO
HeoOxoaumbl crnenupuunbie nuddepennupyronme ucnbiTanus. s
ONpeJeNICHUs]  MOJUIMHHOCTA B PACIOPSIKEHUM  JIOJDKEH  OBITh
ayTeHTUYHBIN o0pa3ell 1Jisi CPaBHEHHUS,;

— COJIEp)KaHME BJard B PACTUTEIILHOM ChIPhE, OIpEaeIsieMoe B
COOTBETCTBHHU C (hapMaKONEHHBIMU TPEOOBAHUAMU;

— METOAUKHU KOJUYECTBEHHOTO OMPEICIICHUS] KOMIOHEHTOB ¢ M3BECTHOM
TEpareBTUYECKON aKTUBHOCTBIO WJIM, €CIM HE0OXOAUMO, MAapKEpOB;
METO/Ibl, MPUTOJHBIC JIs OMpEEICHUS BO3MOXKHOM KOHTaMHUHAIIMH
NeCTUIMIAMU W TpeAeNibl  NPUEMJIIEMOCTH B  COOTBETCTBUHM C
dbapmakonedHbIMU  TpeOOBaHUSIMH,  WJIH, TPU  OTCYTCTBUHU
dbapmakornelHbIX TpeOOBaHUN, COOTBETCTBYIONIUN BaJIHIUPOBAHHBIN
METO/1, €CJTU He 000CHOBAHO WHOE;

— METOJUKH UCIIBITAaHUI 10 ONpeIeNIeHNI0 TPUOKOBON W/MIIM MUKPOOHOM
KOHTaMHUHAIIMK, BKIIOYas a(IaTOKCHHBI, APYTHe MHUKOTOKCHHBI H
WHBA3UI0 Tapa3uTamMu, a TakXke JOMYyCTUMbIC TIpeJeibl, €eClu
HEOOXOINMO;

— METOJIWKH WCTBITAHUNA HAa HAIMYHME TOKCUYHBIX METAJIJIOB, a TaKXE Ha
BO3MOYKHBIE KOHTAMUHAHTBI U IPUMECH, €CIIM HE0OXO0IUMO;

— METOJUKH WCIBITAHUNM HAa HAJIWYUE WHOPOIHBIX MAaTEpPHUAIOB, €CIU
HEOOXOINMO;

— JIpyrde BHIbI KOHTPOJS B COOTBETCTBHH C (papMakomeHHBIMU
TpeOOBAHUSIMU.

JIro0yro NpoBeeHHYIO 00paboOTKy JJIsi CHIDKEHHS TPUOKOBOM/MUKPOOHOM
KOHTAMUHAIIMM WM JIPYrodl HWHBA3UM CJeayeT OQOpMIISTh JOKYMEHTAIBHO.
HeobxoaumMo uMeTh B pacCTOPSKEHUU CHEMU(UKAIMA U METOJHWKH, KOTOpHIC
JIOJDKHBI BKITIOUATh MTOJAPOOHBIE CBEJICHUS O TIpoliecce 00pabOTKU M UCTIBITAHUSX, a
TaK)Ke Mpee/IbHbIC 3HAUYEHUS OCTATOYHON KOHTAMUHAIUH.
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TexHoJIOTMYEeCKHEe HHCTPYKIUH

9. B TEXHOJOrMYECKUX MHCTPYKLUSAX JTOJIKHBI OBITH ONHCAHBl pa3IUYHbIE
Ollepalliy, OCYIIECTBISIEMBIE C PACTUTEIBHBIM CBIPHEM, TAKHUE KaK OYHCTKa,
CYILIKa, U3MEJIbYCHUE U NPOCEUBAHME, A TAKXKE JAHHBIC O IIPOJOJDKATEIBHOCTH U
TEMIIEpaType CYLIKH M METOJAaxX, HCHOJb3YEeMbIX JUIsI KOHTPOJS pa3MepoB
(parMeHTOB KyCOYKOB MJIM YACTHII.

10. HdomkHbl OBITh TNHCbMEHHBIE HWHCTPYKIUU U 3alMCH, KOTOPBIE
rapaHTUPYIOT, YTO KaXJas Tapa C PACTUTENIBHBIM CBIPEM IPOBEPEHA C LEJBIO
oOHapyKeHUs KaKOW-Tn00 (haabCuUKAIIN/TTIOAMEHBI I HATAYHUS TTOCTOPOHHUX
MaTepUajoB, TAKMX KaK (JparMEeHTHl METaJlIa UM CTEKJIa, OCTATKU KUBOTHBIX MU
UX 3KCKPEMEHThI, KAMHU, IIECOK U T.[., JINOO MPU3HAKOB THUEHUSI.

11. TexHomornueckne MHCTPYKUMHU JOJKHBI COAECPKATH METOBI yIAJTICHUS
MOCTOPOHHUX MAaTE€PUAJIOB M COOTBETCTBYIOLIME METOJIMKH OYHCTKH/0TOOpa
MaTepuala pacTUTEIBHOIO MPOUCXOXKIACHUS IIEpPel €ro XpaHEHUEM B KadeCTBE
Pa3peLIEHHOr0 PACTUTEIBHOTO CHIPhS WU MEPE]l Ha4aJIoM IIPOU3BOICTBA.

12. MHCTpyKIMM IO HMPOU3BOACTBY PACTUTENBHBIX IPENapaToB JOJIKHBI
BKJIIOYaTh TMOJAPOOHBIE CBEIACHHUS O PACTBOPUTENE, MPOJOJDKUTEIBHOCTH U
TEMIEpAType  JKCTparupoBaHusi,  HUHPOpManmMiO O  JIOOBIX  CTagusX
KOHIIEHTPUPOBAHUS U UCTOJIb3YyEMBIX CIIOCO0aX.

KonTpoJub kauecTBa

OT160p npod

13. IIoCKONBKY pacTUTENBHOE CBIPHE IO CBOEHW MPUPOAE HEOTHOPOIHO,
otbop mpoOd U3 HEro [JO/KEH OCYIIECTBIATh MEPCOHAN, O00JaJaroiui
CHelMaJbHBIMU HaBblkaMu. Kaxayro cepuro cieayeT WIASHTHUPHUIMPOBATH IO
JOKYMEHTALMU Ha 3Ty CEPHIO.

14. CnenyeT coXpaHATh KOHTPOJIbHBIE 00pa3Ibl PAaCTUTENBHOTO ChIpba. [Ipu
IPOM3BOJCTBE TOPOLIKOB CJEIYyEeT COXpaHATh oOOpa3lbl HEU3MEIbYEHHOIO
PaCTUTEIBHOIO ChIPbSL.

15. Ilepconan, mnOpoOBOAAIIMIA KOHTPOJIb KauyecTBa, JIOJDKEH HMETh
CHEeLMAJIbHYI0 TMOATOTOBKY M ONBIT pabOThl C PACTUTEIbHBIM  CBIPHEM,
NPOMEKYTOUYHBIMU  MPOAYKTAMH WM  JIEKAPCTBEHHBIMU  PACTUTEJIbHBIMU
npenaparaMu JJIsl IPOBEICHUS UCTIBITAHUI HA MOJJIMHHOCTD U HAJM4KE MPUMECEH,
BBISIBJICHUS B TMOJYYEHHOM CBIPbE pOCTa TPUOOB, 3apa)k€HUs amMOapHBIMU
BPEAUTENSIMU, BBISABICHHS] HEOJJHOPOAHOCTHU ChIPhS U T.II.

16. IlommMHHOCT M Ka4eCTBO PACTUTENIBHOTO CBIPbS, MPOMEXKYTOUHBIX
MPOJIYKTOB M JIEKAPCTBEHHBIX PACTUTENIbHBIX MPENapaToB CIEIyeT ONPEAENiATh B
COOTBETCTBHU C HOPMAaTHUBHOW JIOKYMEHTAIUEH.
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Ipuioxenue 8
OTBOP ITPOBb UCXOJAHBIX
N YITAKOBOYHbBIX MATEPHUAJIOB

HpuHuun

Ot6op mpoO sBiIsIETCS BaXKHOW OMepanueil, Mpu KOTOpOil oTOMpaeTcs
TOJIbKO HeOoublIast 4acTh cepud. JlocTOBEpHBIE 3aKIIFOYEHHS IO OTHOIICHHUIO KO
BCEl cepuu HE MOTYyT OCHOBBIBAaTbCS Ha WCIBITAHUSAX, IPOBEJICHHBIX Ha
HeTpeACTaBUTeNbHBIX Mpobax. Takum oOpa3oM, MpaBHIBHBIA OTOOp TPOO
SIBIISIETCS HEOTHEMJIEMON YaCThIO CHCTEMbI 00ECTICUeHHSI KaueCTBa.

Ipumeuanue. OT60p NMpod paccMaTpuBaeTcs B TiaBe 6 yactu |HacToAmmx
[IpaBun  (cMm. nyHkTel  6.11-6.14).  Jlannoe  IlpuiokeHwe  COAEPKUT
JOTIOTHUTENBHBIC yKa3aHUS 10 OTOOpYy MpoO WCXOAHBIX U YIMAKOBOYHBIX
MaTepHUaoB.

IMepconan
1. Tlepconan, mpoBojsuMd OTOOpP MpoO, MOJDKEH NPONUTH HayalabHOE
oOy4eHHEe W B TOCICAYIOIIEM PETYIIPHO 00ydaThCS AUCITUIUIMHAM, HMEIONUM
OTHOIIIEHHE K MpaBUILHOMY OTOOpY mpod. Takoe oOydeHHE JODKHO BKIIOYATH
PacCMOTPEHHUE CIAEAYIOMNUX BOTIPOCOB:
— TOpsIIOK oTOOpa Mpoo;
— TIMCBbMEHHBIC HHCTPYKIIUU 110 OTOOPY Mpo0;
— METOJbl U 000PYI0BaHUE, UCIIOJIb3yEMbIE ITPU 0TOOPE MPO0;
— PHCK MEePEeKPECTHON KOHTAaMUHAINN;
— MepBbI IPEIOCTOPOKHOCTH, KOTOPhIE HEOOXOIUMO IPUHUMATH B
OTHOIIEHUHU HECTAOWIIbHBIX U/WIIA CTEPUIIbHBIX BEIIECTB;
— B@XHOCTb MPUHSTHS BO BHHUMAaHHUE PE3YJIbTATOB BU3YAJIbHOU OIICHKH
BHEIITHETO BHJIa MaT€PUAJIOB, YIIAKOBOK U ATUKETOK;
— B@XHOCTh JIOKYMEHTAJIBHOTO O(GOPMIICHHUS ITIOOBIX HEMPEIBUICHHBIX
WA HEOOBIYHBIX 00CTOSTEIILCTB.

Hcxoanbie MaTepuaibl

2. IlogmMHHOCTB BCEM CEPUU MCXOAHBIX MATEPUATIOB, KAK MPABUIIO, MOKET
OBITHh TAPAHTUPOBAHA TOJBKO TOT/A, KOI/IA OTAENIbHbIE MPOObI OBLIIM OTOOpaHBI U3
BCEX EMKOCTEH M HUCHBITAHME HAa WACHTHUYHOCTH ObUIO MPOBEAEHO ISl KaXAOu
npoObl. [lomyckaercss oTOupaTh NpoOBI TOJBKO M3 YAaCTH E€MKOCTEH, eciu
pa3zpaboTaHa npoleaas BaJugaluio Mpoleaypa, rapaHTUpYyIoLas, 4To HU OJIHa
€MKOCTb C UCXOJHBIMU MaTepuaiaMH He Oblla HEMPaBWIBHO MapKUpOBaHa.

3. Ilpu Takoi BalIMIAaUMHM CIENYET YYHUTBIBATh, IO KpaWHEW Mepe,
CJIEIYIOLUE aCIIEKTHI:

— JIlaHHbIE O MPOM3BOJAWTENE M TOCTABIUMKE (MX THI M TEKyLIEe
COCTOSIHUE), a TAKXKE UX MOHUMaHue TpeOoBaHui HacTtosmx [IpaBui;
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— HaAJIMYUE CUCTEMbI 00€CTICUCHUS Ka4eCTBA Y TPOU3BOAUTEIS UCXOTHBIX
MaTepHuaoB;

— YCJOBHMS TPOU3BOJCTBA, MPU KOTOPHIX HCXOJHbIE MaTepuabl
MPOU3BOJISIT U KOHTPOJIUPYIOT;

— XapakTep M CBOMCTBAa HWCXOJHBIX MATEPUAJIOB M JIEKAPCTBEHHBIX
MpenaparToB, A MPOU3BOCTBA KOTOPHIX OHO OYIET UCIIOIh30BaThCS.

[Ipu Takoit cucreme mpoueAypa, NpoUIeAlIas  BaIWJAUI0 U
OCBOOOXKJAIOIIasi OT MPOBEACHHUS HCIBITAHUWA  TMOJIMHHOCTH  UCXOJHBIX
MaTepHaioB B KaKI0M MOCTYIAIOIIEH eMKOCTH, MOKET ObITh MpUeMIieMa JIs:

— HCXOJHBIX MaTE€pPUAJOB, MOCTYNAIOIIUX OT OJHOTO MPOU3BOAUTENS UITU
C OJTHOTO TPETPHUSATHUS;

— HWCXOMHBIX  MaTEpPHAJIOB, IMOCTYMAOIINX  HEMOCPEACTBEHHO  OT
MPOU3BOAMTENS WJIM B €MKOCTH, OICYaTAHHOW TIPOU3BOJUTEIIEM,
MIPUYEM 3TOT IOCTABIIMK HMMEET Oe3yNpedHyI PEIyTaluio, M ECIH
MPOBOJISATCA PETYJISIPHBIE ayIUThl CUCTEMBI O00OECIEUEHUsS KauecTBa
MPOU3BOAMTEINA  TMOKyHaTeaeM (MPOU3BOJIUTENEM JIEKApCTBEHHOTO
npenapara) win opUIHaIbHO aKKPEIUTOBAHHBIM OPTaHOM.

Takas mponeaypa HE MOXET YJIOBJICTBOPUTEIHHO MPOUTH BaJUAAIMIO U
UCIIOJIb30BAThCS JJIS:

— MWCXOJHBIX MATEpPUATOB, IIOCTABISIEMBIX IOCPEAHUKAMHU, KOTJA
MIPOU3BOINTEIIb HEU3BECTEH WIIH HE TTOABEPTACTCS ayAUTY;

— HWCXOMHBIX  MAaTEepUalOB,  HUCIOJB3YeMBIX I MPOW3BOJCTBA
napeHTePabHBIX JIEKAPCTBEHHBIX MPENapaToB.

4. KadecTBO cepuu HUCXOJHBIX MAaTE€PUAIOB MOXET OBITH OIICHEHO MpH
0TOOpE U TPOBENCHUM HCIBITAHUS TMPEACTABUTEIBHOM MpoObI. s 3TOM 1enm
MOTYT OBITh HCTOJB30BaHbl IPOOBI, OTOOPAHHBIC /JII UCTIBITAHUM TMOIJIMHHOCTH.
KonuvectBo mpo0O, OTOOpaHHBIX [JIsi TOJYYEHUS TMPEIACTaBUTEIBHOM MPOOBHI,
JIOJDKHO OBITH OMpENENIeHO CTAaTHCTHYECKHM M YKa3aHO B IJIaHe OTOOpa mpoO.
KonudecTBo  OTAENBbHBIX TPOO, KOTOPHIE MOTYT OBITh CMEIIaHBl  JIs
dbopmupoBaHus cpeaHen MPoObl, TAKXKE JOJKHO OBITh OMPEEICHO ¢ YYeTOM BUA
CBIPBSI, CBEJICHUH O MOCTABIIMKE W OJHOPOJAHOCTH CPEIHEH MPOOHI.

YnakoBo4HbIe MaTepHAJIbI

5. B mmane mo otGopy mpoO YMakOBOYHBIX MaTEPHAIOB JOKHO OBITh
YUTEHO, [0 KpailHeW Mepe, Cclieylollee: MOJYyYeHHOE KOJIMYECTBO, TpedyeMoe
Ka4yecTBO, XapaKTep MaTepuaia (HampuMmep, MepBUYHbIC YIIAKOBOYHBIE MATEPHAIIBI
W/WIA TIeYaTHbIE YIMaKOBOYHBIC MAaTE€pHANIbl), METOIbl MPOM3BOACTBA, a TaKKe
CBEJICHUSI O CHUCTEME OOECHEYEeHMs] KayecTBa MPOU3BOAUTENS YIMAKOBOYHBIX
MaTepuaioB, OCHOBAHHbIE Ha pe3yJjbTaTax MpoBeAeHUs ayauToB. KoimuecTBo
O0TOMpaeMbIX MPOO AOHKHO OBITH OMpPEAEIEHO CTATUCTUYECKH M YKa3aHO B IJIaHE
1o otbopy npoo.
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IIpunoxenne 9
MNPOU3BOACTBO KUIAKUX U MATI'KUX JIEKAPCTBEHHBIX
®OPM

HpuHuun

Kunkue u MmsArkue nexkapcTBEHHbIE (OPMBI B OCOOCHHOCTH IOABEPKEHBI
MUKpPOOHOW W WHOW KOHTamMHHaIMu. I[loaToMy HeoO0XoaMMO MPUHUMATh
CIICHHUAJIBHBIC MCPBI 110 IPCAYIIPCKACHHUIO J'II-O60ﬁ KOHTaAaMHWHAIIUH.

ITomeimenusi 1 000pyI0BaHUE

1. JIms 3amuThl OT KOHTAMHUHAIIMM TIPH TMPOU3BOACTBE U TEPEMEIICHUN
MPOAYKIUU PEKOMEHAYyEeTCs HCITOJI30BaTh 3aKpBIThIC CHCTEMEL.
[Ipon3BOACTBEHHBIE 30HBI, B KOTOPHIX HAXOAWTCS OTKPHITAS TMPOMYKIHS WM
OTKPBITHIC YUCTHIC YITAKOBKH, KaK MPABWIO, ClAeaAyeT 3PPEeKTHBHO BEHTUINPOBATH
OT(UILTPOBAHHBIM BO3IYXOM.

2. KoHCTpyKIIUS U PacIOOKEHUE PEaKTOPOB, EMKOCTEH, TPyOOIPOBOJIOB U
HACOCOB  JIOJDKHBI ~ TIPEAyCMaTpuBaTh yAOOCTBO WX OYUCTKA W, TIPH
HEOOXOJMMOCTH, CaHUTapHOM 00paboTku. B YacTHOCTH, B KOHCTPYKIIUHU
000py1I0BaHUS JOJKHO OBITh CBEICHO K MHHUMYMY HAJIMYKME HEIOCTYIHBIX 30H
WM YYaCTKOB, B KOTOPBIX MOTYT CKaIlJIMBAThCS OCTATKU MPOJYKIIMH, CO3/1aBas
cpeay Ui Pa3MHOKEHHS MUKPOOPTaHU3MOB.

3. I1Io BO3MOXXHOCTH HE CJIeIyeT MCIIOIb30BaTh almapaTypy U3 crekia. Kak
MPaBUJIO, YaCTH 00OPYAOBaHHUS, KOHTAKTUPYIOIIHNE C IPOAYKIIUEH, JOJDKHBI OBITh
M3TOTOBJIEHBI U3 BEICOKOKAYE€CTBEHHOM HEPHKABEIOIICH CTAJIH.

IIpousBoacTeo

4. CnemyeT yCTaHOBUTh M KOHTPOJIUPOBATh KAYECTBO HCIOIB3yeMOU BOIBI B
OTHOIIEHUU XUMUYECKON N MUKPOOHOJIOTHYECKON YUCTOTHI. Bo n3bexanue prucka
Pa3MHOXEHUST MUKPOOPTaHU3MOB CJEAYyeT HaJJIeKaluM 00pa3oM OpraHU30BaTh
oOCITy’)KMBaHHE CHCTEM TOATOTOBKH Bojbl. [locime mr000M  XMMHUYECKOM
CaHUTapHON 00PabOTKH CHCTEM IIOJATOTOBKH BOJBI MX HEOOXOAUMO IPOMBITH B
COOTBETCTBHM C MPOUEAYPOM, MPOILICAIIEH BalHUIAlMI0, KOTOpas TapaHTUPYET
MOJIHOE yJIaJieHUE Ae3UH(OUIINPYIOIITUX CPECTB.

5. KadecTBO ChIphs, OJy4aeMOro B €MKOCTAX OOJBIIOTO 00beMa, CleayeT
MIPOBEPSATH 10 UX MEPEMENICHUS B €MKOCTHU JIJIsl XpAHEHUS.

6. Creqyer KOHTPOJIMPOBATh MEpelady ChIpbs MO TPyOONpoBOAaM, 4TOObI
rapaHTUPOBATh UX TOCTYIICHUE B HY’)KHOE MECTO.

7. B nmomenieHusx, re COACPKUTCS OTKPBITas MPOIYKIMS WM OTKPHITHIC
YUCThIE YIAKOBKHM, HE JIOMYCKAeTCAd HAXOXKJICHHE MAaTepUalioB, OT KOTOPBIX
BO3MOXXHO OTJIEJIEHUE BOJIOKOH M JPYTUX KOHTAMUHAHTOB (HampuMep, KapTOH WU
JIEPEBSIHHBIE TIOJIJIOHBI).

8. Bo Bpems acoBku HEOOXOIUMO 00ECTIEUUTh COXpPaHEHUE OJTHOPOTHOCTH
cMmecel, cycrien3uit u T.1. [Iporiecchl cMmemmuBaHus U (PacOBKU JOJKHBI MPOUTH
Bamuaanuio. (Ocoboe BHMMaHHE  HEOOXOIMMO  YyIENsATh  0OECICUCHUIO
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OJTHOPOJHOCTH CMECHM B Hayajie, I0CJI€ OCTaHOBOK M B KOHLE Mpouecca
HAIOJIHEHHUS.

9. Ecnam roTOBBIA TPOAYKT YIAKOBBIBAETCS HE cpa3y, HE0OX0AUMO
YCTAaHOBUTh MAKCHUMAJbHO JOIYCTUMOE BpeMsl 1O €ro YINaKOBKH, a TakKxke
COOTBETCTBYIOIIIUE YCIOBHS XpaHEHUSI, KOTOPBIE CIIEYET CTPOrO COOIIOATh.
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Ipunoxenne 10

IMPOU3BOJICTBO JO3UPOBAHHBIX ADPO30JIbHBIX
JEKAPCTBEHHBIX ITPEITAPATOB IIOJI JIABJIJEHUEM
JIJISI THT AJISIOUI

IMpuHnun

[Tpon3BOACTBO a3p0O30JIbHBIX JIEKAPCTBEHHBIX MPENapaToB MO/ IABJICHUEM C
JO3UPYIOIIMMU KJlaraHaMu, NpeIHa3HAYeHHbBIX JUJI MHTAJSLHN, TpeOyeT 0co00ro
BHUMaHUSI U3-3a CIEHU(UYECKOr0 XapakTepa 3ToW JexapcTBeHHOM (opMmbl. Ero
HEOOXOJMMO  OCYUIECTBIIATH TMPH  YCIOBUAX, CBOJIIMX K MHUHUMYMY
KOHTAMHUHALIMIO MHUKPOOpPTaHM3MaMHd M 4acTHHamMu. OYeHb BaXXHO TaKke
o0ecneunTh KadecTBO JeTajlell KiamaHa, a B CJly4dae CYCINEH3HH — HX
OJTHOPOJHOCTb.

OO01me TpedoBaHUA
1. Kak mpaBuiio, HCTIOTB3YIOTCS IBa METO/1a MTPOU3BO/ICTBA M HATIOJTHEHUSI.

a) CucreMa JIByX CTQJMWHOTO  HAIOJHEHUSA  (HAIMOJIHEHUE O]

JIaBJICHHUEM ).
AxtuBHast  (apmarieBTHUECKass CyOCTaHIMsSI CyCICHIUPYETCS B
IPONEJJIEHTE C BBICOKOM TeMIepaTypoill KWIIEHUs, 103y CYCIEH3UU
NOJIAl0T B KOHTEIHEP, BCTABIAIOT U 00KMMAIOT KJIallaH U 4epe3 LITOK
KJlallaHa BBOJST NPONEIJICHT C HU3KOW TeMIlepaTypod KUIEHHs IJis
IOJly4YEeHUsI TOTOBOIO JIEKapCTBEHHOro mpemapata. Ilpu sToM
HNOJICPKUBAIOT  JTOCTATOYHO  HU3KYI0 TEMIEepaTypy CYCIEH3UU
aKTUBHOM (papmalleBTMUECKONM CyOCTaHIMU B MPOIEUIEHTE JIs
CHIDKEHUS TIOTEPh 3a CUET UCTIapeHusl.

b) IIporecc 0JHOKPATHOTO HAMIOJHEHHUS (XOJIOTHOE HATIOJHEHUE).
AKTHBHYI0 (hapMaleBTUUYECKYIO CYOCTaHLUIO CYCHEHAUPYIOT B CMECH
NPOMEJUICHTOB W COJAEPKAT CYCIEH3WI0 TOJ JaBleHHEM WIH TpU
HU3KOW TeMIeparype, WIH OJHOBPEMEHHO TMOJ [AaBICHUEM U TMpH
HU3KOW TemmepaType. 3aTeM TNpPOBOAWUTCS HAINOJHEHHE YHIaKOBKU
CYCHEH3UEN B OAUH IIPUEM.

ITomemenust 1 000py10BaAHUE

2. IIpon3BOACTBO M HAMNOJHEHHUE CIECAYET MNPOBOJANUTH, IO BO3MOYKHOCTH, B
3aKPBITHIX CUCTEMAX.

3. 30Ha, B KOTOPOW NPOAYKLHMS WJIM YUCTHIE KOMIIOHEHTBI COAEpMkaTcs
OTKpPBITHIMH,  JOJDKHa  CHAOXaTbCsi  OT(QUIBTPOBAHHBIM  BO3AYXOM  H
COOTBETCTBOBAaTh TPEOOBAHUSM K TPOM3BOJICTBEHHOW Cpejie, MO KpaiHel mepe,
Kkjacca D; BXOAHUTH B 30HY CJEeAyeT 4epe3 BO3AYIIHBIE IIITIO3bI.

IIpou3BOACTBO M KOHTPOJIb KA4eCTBA
4. Jlo3upyromue KianaHbl IJig a’po30Jiel SBISIOTCA 00Jiee CIOXHBIMHU IO
CPaBHEHMIO C OOJBIIMHCTBOM YCTPOMCTB, MCMOJIb3yeMbIX B (hapMarleBTUYECKOM

IMPOMBIIIJICHHOCTH. 910 JOJIDKHO OBITH YUYTCHO B Cl'IeI_II/I(l)I/IKaLII/ISIX Ha HUX, a TaKXKC
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npu otOope npod u ucnbiTaHusIX. Ocoboe 3HaUeHUE MMEET MPOBEACHHUE ayauTa
CUCTEMBbI O0ECIIEUEHUs KaUyeCTBa Y IPOU3BOAUTENS JO3UPYIOIINX KIIAIIaHOB.

5. Bce xuakoctu (Hampumep, XUAKUE WIM CXKMKEHHBIE TOJ JaBICHUEM
ra3oo0pa3Hble MPOMNEUIEHThI) JODKHBI OBbITh NPO(UIBTPOBAHBI Ul yAaJCHUS
4acTull, pa3Mep KoTopbix Oosbmie 0,2 MKM. Eciau 3TO BO3MOXKHO, JKEJIaTEIbHO
OPOBEJCHUE  JOIMOJHUTENbHOM  (QUIBTpAllMM  HEMOCPEICTBEHHO  HEpen
HAIOJTHEHUEM.

6. KonrteitHeppl W  KiamaHbl HEOOXOJMMO  OYMILATH  COIJIACHO
BAJIMAUPOBAHHON  MPOULEAYpE, KOTOpast COOTBETCTBYET  HA3HAYEHUIO
JIEKapCTBEHHOTO Tpemnapara U 0o0ecreurnBaeT OTCYTCTBUE JII00OW KOHTaMHHAIIWY,
TaKOW KaK KOHTaMUHALWSA TEXHOJIOTMYECKMMH BCIOMOTATEIbHBIMH MaTEpHAIaMU
(HampuMmep, CMa304YHBIMH) WM MHUKpoOHas koHTamuHaius. [locie o4ucTkH
KJIAIIaHbI CJIEIYET XPAHUTh B YHCTBIX 3aKPBITBIX EMKOCTSIX; KPOME TOTO, JOJIKHBI
OBITh IIPUHSTHI MEPBI MIPETOCTOPOKHOCTH, MTPENOTBPALLAIOLINE KOHTAMUHALIUIO BO
BpeMs MOCIIEAYIOINX ONepanuii, Hampumep, Hpu oTOope npoO. YMaKoBKH
JOJDKHBI IIOCTyNaTh Ha JIMHUIO HAMOJHEHUS B YUCTOM BHJE WM OYMIIATHCSA Ha
JIMHUY HENOCPEIACTBEHHO MEPE] HAIIOJIHEHUEM.

7. HeoOxoaumo 06ecrieuyuTh OJHOPOIHOCTh CYCIIEH3UU B TOUKE HATIOJTHEHHUS
B XOJI€ BCETO MPOLECCA HATIOJHEHUS.

8. llpum wWCHonb30BaHWM METOAA JBYXCTAJAWWHOIO HAIIOJHEHMS U
JOCTHXKEHHSI TPABUIIBHOTO COCTaBa HEOOXOAUMO OOECHEYUTh TOYHYIO Maccy
BBOJMMBIX BEIIECTB Ha 00eux craausx. lloaromy BO MHOrux ciydasx
nenecoobpazeH 100%-Hblif KOHTPOJIb MACChl HA KaXI0W CTaauHu.

9. KoHTpoJb 1ocne HAIlOMHEHUS JOJKEH MOATBEPAUTh OTCYTCTBUE YTEUEK.
[IpoBepky Ha HamuyWe yTE4YeK CIeAYyeT IMPOBOJIUTH TaK, YTOObI HE JOMYCTHUTh
MUKpPOOHOW KOHTAMHHALIMY WJIM OCTATOYHOM BJIary.
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Ipuioxenue 11
KOMIIBIOTEPU3NPOBAHHBIE CUCTEMBI

HpuHumun

JlanHo€ [Tpunoxenue [IPUMEHSETCS KO BCEM TUIIAM
KOMHI)IOTepI/ISI/IpOBaHHBIX CHUCTEM, I/ICHOJ'H)3yeMBIX B paMKax ACATCIIBHOCTH,
perynupyeMoit TpeboBaHusaMH HacTosuux I[IpaBun. KommbroTepusupoBaHHas
CUCTEMaA IIPCACTABIIACT CO60ﬁ Ha60p IMPOrpaMMHBIX U allllapaTHBIX KOMIIOHCHTOB,
KOTOPBIC COBMCCTHO BBIINMOJHAIOT OIIPCACIICHHBIC ®YHKHHH

HpI/IMeHeHI/IG KOMHBI—OTGpI/IBI/IpOBaHHOﬁ CUCTCMBI JOJI2KHO 6I>ITI>
BaJIUJIUPOBAHO, HMH(POPMAIIMOHHO-TEXHOJIOTHYECKasi HH(PPACTpyKTypa JOJKHA
MPOUTH KBaTH(HUKAIUIO.

Ecnu xoMIbroTEpU3UpOBaHHAS CUCTEMA 3aMEHSIET PYYHOE YIIPABJICHUE, 3TO
HEC OOJIZKHO HpI/IBO,Z[I/ITB K CHMXCHHIO Kadc€CTBa HpOI[yKLII/II/I, TCXHOJIOI'MYCCKOI'O
KOHTpOJIsI WM oOecrieyeHus: KadectBa. OOLIME PHUCKU Ipoliecca HE JIOJKHBI
BO3pAacCTaTh.

OO0mue TpedOBaHMS

1. Ynpasiienue puckamu

VYnpaBrienue puckaMu JOJIKHO MPUMEHSTHCS B TEUCHUE KU3HEHHOTO LHKJIIA
KOMIBIOTEPU3UPOBAHHON CHUCTEMBl W TMPHUHUMATh BO BHUMaHHE O€30MacCHOCTH
MAIMEHTOB, 1IEJIOCTHOCTh JAHHBIX M KayeCTBO MPOAYKIHU. B pamkax cHUCTEMbI
yIOpaBICHUS PHUCKAMH pEHICHUS MO O0bEeMY BalWJAAIMOHHBIX HWCHBITAHUN U
IPOBEJCHUIO KOHTPOJEH IEJOCTHOCTH JaHHBIX JOJDKHBI OCHOBBIBATHCS Ha
O0OOCHOBaHHOM M JOKYMEHTalbHO  OQOpPMJIICHHOM  OIICHKE  PHCKOB
KOMIBIOTEPU3UPOBAHHOM CUCTEMBI.

2. Ilepconan

Cnenyetr nmoaaepKuBaTh TECHOE COTPYIHHUYECTBO MEXKIYy BCEM 3HAYHMMbBIM
MepCOHAJIOM, BOBJICUEHHBIM B JaHHBIM MPOIECC, TAKUM Kak Biajesel Ipolecca,
BJIaJIEJICI] CUCTEMBI, Y IOJITHOMOYEHHBIE Nuiia U Texaudeckuit (IT) mepconan. Bech
MepcoHal JOJDKEH UMETh COOTBETCTBYIONIYIO KBAIM(PUKAIUIO, YPOBEHb JOCTYyNa U
ONPEAECICHHYI0 OTBETCTBCHHOCTh JJISl BBITIOJHEHUS BO3JIOKEHHBIX Ha HEro
00sI3aHHOCTEH.

3. ITocraBMKY U poOBaiiiepbl yCJayr

3.1. Ecnm 3anmeiicTBOBaHbI TpeThbU JuLA (HAaIpuMep, MOCTaBLIUKH,
IIpOBaiiiepbl yCIyr)HaOpUMep, U MOCTAaBKH, YCTAaHOBKHM, HAaCTPOWKH, 3aJaHUs
KOH(QUTYpallMi, WHTEIPUPOBAHHUSA, BaJUAALNN, TEXHUYECKOTO OOCTYKHUBAHUS
(Hampumep, uepe3 yAAJNEHHBIA JOCTYI), MOAU(UKAIMM WIH TOJACpPKAHUSI
KOMIBIOTEPU3UPOBAHHBIX CHUCTEM, CBSI3aHHBIX C HHUMH YCIYr WIH 00pabOTKu
JaHHBIX, TO JOJDKHBI UMEThCS Hajuiexalle O(OpPMIIEHHBIE JIOTOBOPHI MEXIY
IPOU3BOAUTENEM U JIIOOBIMHU TPETbUMH JIMIIAaMU. B 3THX oroBopax AO0KHA OBITH
YETKO YCTAaHOBJIEHA OTBETCTBEHHOCTb TPETHUX JHIl. AHAJOTWYHBbIE TPEOOBAHMS
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ClleyeT TMpPEenbsABIATh K MOJApa3felieHusM HWH(GOPMALMOHHBIX TEXHOJOTHIl
MIPOU3BOIUTEIIS.

3.2. KoMIIETeHTHOCTh U HA/IEKHOCThH MOCTABUIUKOB SIBJSIOTCS KIIOUEBBIMU
YCIOBUSIMU  BBIOOpAa TMPOBAiIEpOB MPOrPAaMMHOIO TPOJAYKTA WMIMA  YCIYT.
HeobxoaumocTh ayauTa 101KHA OBITH OCHOBaHA HA OIICHKE PUCKOB.

3.3. JloxymeHTanus, npujiaraéMas K KOMMEPUYECKH BBIITYCKA€MbIM TOTOBBIM
JUISL MCIOJIb30BaHUSI MPOrPaMMHBIM MPOAYKTaM, JOJDKHA OBITh paccMOTpeHa
YIOJHOMOYEHHBIMH TPEICTABUTEISIMA 3aKa3dhMKa Ha TPEeaMET COOTBETCTBUS
TpeOOBaHUSIM MOJIH30BATEIS.

3.4. Undopmanus o cucTteMe KadecTBa W ayauTax ITOCTABIIUKOB WM
pa3paboTUYMKOB IPOrpaMMHOT0 o0ecrniedeHus u YCTaHOBJICHHBIX
KOMIBIOTEPU3UPOBAHHBIX CHUCTEM JOJDKHA OBITH JOCTYMHA JJISl MPEIOCTaBICHUS
MHCIIEKTOpaM 10 UX TPeOOBaHUIO.

Craaus npoexkra

4. Baauganusa

4.1. BamumanuoHHas JOKYMEHTAlMsd H OTYEThl JOJDKHBI OXBAaThIBaTh
COOTBETCTBYIOIIHNE CTAUU KUZHEHHOTO IIUKJIa KOMITbIOTEPU3UPOBAHHON CUCTEMBI.
[IpousBoauTenu JOMKHBI OBITH CHOCOOHBI OOOCHOBAaTh CBOU CTAHAAPTHI,
MIPOTOKOJIbI, KPUTEPUM TPUEMIIEMOCTH, MPOLIEAYPHl M 3alMCH HA OCHOBE OICHKHU
PUCKOB.

4.2. BanupanydoHHasi IOKyMEHTAIMs JOJDKHA BKJIIOYATh 3alMCU KOHTPOJIS
M3MEHEHHUM (eClId MPUMEHUMO) M OTYETHI O JIOOBIX OTKJIOHEHHSX, BBISIBJICHHBIX B
X0JI€ TIpoIiecca BaJu/Ialiu.

4.3. JlomkeH OBbITh B HaIUYMM TEKYIIMH IiepedeHb (peecTp) Bcex
UCIOJB3YEMbIX  KOMIIBIOTEPU3UPOBAHHBIX  CHUCTEM  C  yKa3aHUEM  HX
(GYHKIIMOHATBLHOCTH, OANaAatome moj TpedboBanus Hactosmux [IpaBun.

JIns KPUTHUUYECKUX KOMIBIOTEPU3UPOBAHHBIX CHUCTEM JIOJDKHBI OBITH B
HaJW4YUW TMOAPOOHOE TEKyllee OmucaHue (PU3MYECKUX U JIOTUYECKHUX
B3aMMOCBSI3€M, MOTOKOB JAHHBIX U WHTEP(PEHCOB C IPYyrUMH CHUCTEMaMH WJIU
npoieccaMu, TpeOyeMbI€ pPeCypchbl BCEro KOMIBIOTEPHOTO OOOpYAOBaHUSA U
MPOrPpaMMHOTr0 00ecrieYeHusl, JOCTYIHbIE MEPbl OE30MaCHOCTH.

4.4. Cnernudukanuu TpeOOBaHUN TOJIH30BATENS JIOJDKHBI  OMKCHIBATH
HEOOXOMUMBIC (PYHKIHMH  KOMITBIOTEPU3UPOBAHHOM CHCTEMBI Ha  OCHOBE
JTOKYMEHTAJIBHO O(OPMJICHHON OIICHKM PHUCKOB M BIMSHHUS C TOYKH 3PEHUS
coomoaeHus Hactosmmx [IpaBun. TpeOoBaHus  MOJb30BaTENS  JOJDKHBI
MPOCJICKUBATHCS Ha MPOTSKEHUHN BCETO YKM3HEHHOT'O LMKJIa
KOMITbIOTEPU3UPOBAHHON CUCTEMBI.

4.5. 3aka3uuky cienyer NPEANpPUHSATH BCE MEpbI, FapaHTHUPYIOLIUE, 4YTO
KOMITBIOTEPU3UPOBAHHAS CUCTEMa pa3paboTaHa B COOTBETCTBUU C HaJJIexKallen
CUCTEMOW yIpaBJICHHS KadecTBOM. [locTaBmIMK JOJDKEH OBITh  OILICHEH
COOTBETCTBYIOIIMM O00OpPa30M.

4.6. C 1enpi0 BaIMIAIMU KOMIIBIOTEPU3UPOBAHHBIX CUCTEM, U3TOTOBJIEHHBIX
M0 WHAWBUIyAJIbHOMY 3aKa3dy WIM MOJIU(DUIIMPOBAHHBIX B COOTBETCTBUU C
TpeOOBAHUSIMU 3aKa34MKa, CJICIyeT pa3padoTaTh JOKYMEHTUPOBAHHYIO MPOLETYPY
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OLIEHKHM KauecTBa M 3KCIUTyaTallUOHHBIX XapaKTEPUCTUK KOMIBIOTEPU3UPOBAHHOM
CHCTeMBbl Ha BCEX OJTalax €€ »JKU3HEHHOro IMKiIa ¢  odopmieHueM
COOTBETCTBYIOIINX OTYETOB.

4.7. CnenyeT npeacTaBUTh JOKA3aTEIbCTBA COOTBETCTBUS METOJOB U CXEM
TECTUPOBAHUSI KOMIIBIOTEPU3UPOBAHHON CHUCTEMbl. B yacTHOCTH, JOJKHBI OBITH
paccMOTpeHBbI Mpeesbl MapaMeTpoB CHCTEMBI (TIpoliecca), TPaHUIBl JAHHBIX U
obpaboTka ommbok. Crnenyer TOKyMEHTaabHO O(OPMUTH OLIEHKY COOTBETCTBHS
NPUMEHEHHS aBTOMATHU3WPOBAHHBIX CPEACTB TECTUPOBAHMUS M PEKUMOB HX
padoTHL.

4.8. Ecnu naHHbIE MEPEeBOJATCS B APYroil opmaT UM CHCTEMY JIaHHBIX,
BaJHMAalMs JOJDKHA BKJIIOYATh MPOBEPKY HEU3MEHHOCTH 3HAYCHHs] M CMBICIA
JAHHBIX B MPOIIECCE UX MUTPALIUH.

Craaust 3kcIIyatanuu

5. laHHbIE

KoMmbproTepu3npoBaHHBIE  CHCTEMBI, OCYIICCTBIIIONINE  DJICKTPOHHBIN
OOMEH MaHHBIX C JAPYTUMH CHCTEMaMH, JOJDKHBI BKJIIOYATh COOTBETCTBYIOIIHE
BCTPOCHHBIE CPEJICTBA KOHTPOJISI MPABUIIBHOTO U OE3011aCHOTO BBOJIa U 00pabOTKHU
JAHHBIX C TETbI0 MUHUMH3AITUN PUCKOB.

6. KoHTpoJb TOYHOCTH

JInsi KpUTUYECKUX JTaHHBIX, BBOJUMBIX BPYUYHYIO, CIEIYET MPELyCMOTPEThH
JIOTIOJIHUTENBHBIM KOHTPOJIb TOYHOCTHM BBOJA JIaHHBIX. JTOT KOHTPOJIb MOKET
OCYILIECTBIISITECA BTOPBIM OMNEPATOPOM MM C MOMOIIBI BaJMIUPOBAHHBIX
ANEKTPOHHBIX  cpeacTB. KpUTHYHOCTP MW  MNOTEHIMAIBHBIE  TOCIEICTBUS
OMMOOYHOTO WM HENPAaBWIHHOTO BBOJA JAaHHBIX B CHUCTEMY JOJDKHBI
OXBaThIBATbCS CUCTEMOU yMpPaBJICHUS PUCKAMU.

7. XpaHeHue TaHHbBIX

7.1. JlaHHbBIE AOJKHBI OBITH 3AIUILEHBI OT MOBPEXKACHUN KaK (PU3NYECKUMH,
TaK M JJIEKTPOHHBIMU Mepamu. COXpaHEHHBIE JaHHBIE JOJKHBI MPOBEPSITHCA Ha
JOCTYITHOCTh, YHUTA€MOCTh W TOYHOCThb. JlOCTym K [aHHBIM JOJIKEH ObITh
o0ecriedeH Ha MPOTSHKEHUH BCEro Neproia UX XpaHEeHHU .

7.2. Cnemyer BBINOJHATH PETYJSPHOE PE3EPBHOE KONMPOBAHME BCEX
HEOOXOIUMBIX JaHHBIX. COXpaHHOCTh U TOYHOCTh PE3EPBHBIX KOMHUN, a TaKxkKe
BO3MO>XHOCTh BOCCTaHOBJICHUSI JTaHHBIX JOJDKHBI OBITH IPOBEPEHBI B IMpoIliecce
BAJIMJALMU U IEPUOIUYECKH KOHTPOIMPOBATHCS.

8. Pacnneuatku

8.1. Heo6x01uMo uMeTh BO3MOKHOCTh MOJIYYEHUS] YETKUX MEYaTHBIX KOMUI
JAHHBIX, XPAHALIUXCS B JJIEKTPOHHOM BUJIE.

8.2. Jlma 3ammced, CONMPOBOXKIAIOIIMX pPa3pEIICHHE HA BBIITYCK CEpPHH,
CIIelyeT MPETyCMOTPETh BO3MOKHOCTH MOJYYEHHUS! PACIEUaTOK, YKa3bIBAIOIIMX,
W3MEHSUINCh JIM KaKue-I1u00 JaHHbIe C MOMEHTA X MEPBOHAYAIBHOTO BBOJIA.
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9. KoHTpOJILHBIE CJIeAbI

Ha ocHOBe OIleHKM PHCKOB CJIEIyeT YACIHTh BHUMAaHUE BCTPAMBAHUIO B
CHUCTEMY BO3MOJKHOCTH CO3JIaHUs 3alliceld BCEX CYIIECTBEHHBIX H3MCHCHHHA M
yIaJICHUH, CBS3aHHBIX C O0JAcThIO JCHCTBUSA Hactosmux IlpaBui (cucrema,
co3aromias «KOHTPOJIbHBIC CACAB»). [IpUYMHBI TaKMX CBS3aHHBIX C HACTOSIIIMMH
[IpaBunaMu W3MEHCHMH WM yIaJCHUH JaHHBIX JOJDKHBI OBITH O(GOPMIICHBI
JOKyMEHTaNbHO. KOHTpOJIbHBIC CJEABl JOJDKHBI OBITH JIOCTYITHBIMH, HMETh
BO3MOXKHOCTh WX MpeoOpa3oBaHWs B MOHATHYIO IS TIOJb30BaTelei Gopmy,
PETYISPHO MPOBEPSITHCS.

10. YnpasJieHue u3MeHeHUAMM U KOH(pUTrypauuei

JIrobble u3MeHEeHusT B KOMIIBIOTEPU3UPOBAHHOM cHCTEME, BKIIOYas
KOHQUTYpAIMIO CUCTEMBI, JOJKHBI MPOBOIUTHCS TOJBKO KOHTPOJIUPYEMBIM
C0cOOOM B COOTBETCTBHHM C YCTaHOBJIEHHOH NMPOLIETypOil.

11. Ilepuoanyeckas oleHKA

KomneroTepu3upoBaHHbIE CHUCTEMBI JOJDKHBI MEPUOIUYECKH OIICHUBATHCS
JUIS TIOATBEPKACHUS TOTO, YTO OHM OCTAIOTCS B BaJIMIUPOBAHHOM COCTOSIHUM W
COOTBETCTBYIOT TpeOoBaHUsAM HacTosmmx [IpaBun. Takue OIEHKH JOJKHBI
BKJIIOYaTh, B CJlIydae HEOOXOJMMOCTH, OIIEHKY TEeKYIIero Jauara3oHa
(YHKIIMOHATBHBIX BO3MOXXHOCTEH, 3amuceil OTKIOHEHUM, cOoeB, MpoodiIeM,
ucTopur oOHOBJIIeHWH (Upgrades), orderbl 00 JKCIUTyaTallid, HaJICKHOCTH,
3aIUIIEHHOCTH U O BaJTMIAIIMOHHOM CTaTycCe.

12. 3ammura

12.1. JlomxHbl HMETbCSI B HanW4YUM (U3UYECKUE W/UIU JIOTUYECKUE
AIIEMEHTHl KOHTpOJIA Il OOecredeHusl AOCTyNa K KOMITbIOTEpU3UPOBAHHOMN
CUCTEME TOJbKO YIMOJIHOMOYEHHBIM Ha TO jJulaM. COOTBETCTBYIOIIHE CIOCOOBI
IIPENOTBPALIECHUS] HECAHKLIIMOHUPOBAHHOIO JOCTYIIA K CUCTEME MOT'YT BKJIFOUaTh B
ce0sl UCIOJB30BAaHUE KIIOUEH, KapTOYeK JOCTyMa, NEPCOHAIbHBIX KOJOB C
napossiMU, OMOMETPUYECKUX JaHHBIX, OTPAHMUYEHUS JTOCTyNa K KOMIIbIOTEPHOMY
000pyI0BAaHUIO U 30HAM XPAaHEHUS JAHHBIX.

12.2. CreneHp 3alldThl 3aBUCUT OT KPUTHYHOCTH KOMITbIOTEPU3UPOBAHHON
CUCTEMBI.

12.3. Co3nanue, ”3MEHEHHE U AaHHYJIMPOBAHKE MPaB JIOCTYMA JOJKHO OBITH
3apEruCTPUPOBAHO.

12.4. JlomxHa ObITh pa3paboTaHa CcUCTEMA YHOPABJICHHUS JAaHHBIMH U
JOKyMEHTaMU JJIs UIEHTU(PUKALMK OTIEPATOPOB, OCYIIECTBIIAIONINX BXO/, a TAKKE
JUISL pETUCTpallii U3MEHEHMsI, TOATBEPKIACHUS WM YJAJIeHUs] NTaHHBIX, BKIIOYas
JIaTy U BpeMs.

13. YopasJjieHne MHIMAEHTAMH

Bce unHnmneHTsl (HempeaBUAeHHBIE Cydyan), BKIIOUYas CUCTEMHBIE COOM H
OIMMOKA MaHHBIX, JODKHBI OBITh 3amucaHbl M OmeHeHbl. ClenyeT yCTaHOBUTH

282



OCHOBHYIO TIPHUYMHY KPUTHUYECKHX COOEB WM HCIOJIH30BaTh 3Ty HMH(OpMAIUIO B
Ka4eCTBE OCHOBBI KOPPEKTUPYIOIIUX U MPEAYNPEKIAIONINX TCUCTBUN.

14. JjeKTpOHHAS MOANUCH
DJIEKTPOHHBIC 3allMCH MOTYT OBITh MOJNUCAHBI B JJICKTPOHHOM BHJIE.
DJIEKTPOHHBIC MOAMMUCH JTOTKHBI:
a) B paMKaxX NpEINpHIATHS UMETh TaKOe K€ 3HAUYCHHE, KaK PYKOIHMCHBIC
TIOAIINCH,
b) OBITH HEpa3pPHIBHO CBA3aHHBIMHU C COOTBETCTBYIOIIMMH 3aITHCSIMH,
C) BKIJIIOYATh BPEMs H JaTy, KOTJa OHU OBLIH ITOCTABJICHBI.

15. Beinyck cepuu

Ecniu pns  peructpamuu  mpouenypbl OJOOpPeHHS U BBIIYCKa CEpUU
UCIOJIB3YETCSl KOMIBIOTEPU3UPOBAHHAS CUCTEMA, OHA JIOJDKHA MPENOCTaBIIATH
JOCTYII JUI BBIIYCKa CEPUU TOJBKO YIIOJHOMOYEHHOMY JIMIly, & TaKXeE JIOJKHA
YEeTKO UACHTU(PULIMPOBATh U PETUCTPUPOBATH COTPYJHHUKA, KOTOPBIA OJ00pHI U
BBITYCTWJI CEPHUI0 B PEANU3ALMIO. OJTU JIEUCTBUS JOJDKHBI OCYLIECTBISTBCSA C
VCITOJIB30BAHUEM AJIEKTPOHHOM MOJIHUCH.

16. HenpepbIBHOCTH padoThI

C wmenpto obecrieyeHus: pabOTOCHOCOOHOCTH KOMIBIOTEPU3UPOBAHHBIX
CHUCTEM, CONPOBOXKJAIOIINX KPUTHYECKUE MPOIECChI, CIEAYET MPUHATH MEPHI
MPEAOCTOPOKHOCTH JIJIsl TAPAHTUH HETIPEPHIBHOCTH MOJICPKKH ITUX MPOIECCOB B
ClIyyae BBIXOJAa CHUCTEMBbI U3 CTpOs (HAmpUMEp, C MCHOJIb30BAHUEM PYUYHOU WIIU
albTEPHATUBHOM cHUCTEMBI). Bpems, HeoOxonumoe [Jisi BBEJCHUS B JCHCTBHE
albTEPHATUBHBIX CPEJCTB, JOJKHO VYYHUTHIBATH PUCKH M COOTBETCTBOBAaTh
KOHKPETHON KOMIIBIOTEPU3UPOBAHHON CHCTEME U COMPOBOXKIAEMOMY pabouemy
mporeccy. OTH Mepbl JIOJDKHBI  OBITh  Ha/JIekKAIIMM  00pa3oM  o(opmIIeHbI
JOKYMEHTAJIBHO U MPOBEPEHBI.

17. ApxuBupoBaHue

JlaHHBIE MOTYT apXMBUPOBATHCS. OTH JAHHBIE JOJKHBI MPOBEPATHCS HA
JIOCTYITHOCTh, YJI00CTBO YT€HHS U LIETTOCTHOCTh. EClii B KOMITBIOTEPU3UPOBAHHON
CUCTEME HEOOXOJMMO TMPOBECTH CYIIECTBEHHBbIE W3MEHEHHUS (Hampumep,
KOMITBIOTEPHOTO 00OPY/IOBaHUS WM NPOrPAMMHOTO OOECHedeHHusl), CIeAyeT
o0ecrneunTh U TPOBEPUTH BO3MOKHOCTh BOCCTAHOBJICHUS JIaHHBIX.

TepMuHBI U onIpeaeICHUSA

Bunapnenen mpomecca (process owner): JIuio, OTBETCTBEHHOE 3a pabouunii
nporecc.

Baanenen cumcrembl  (System owner): Jlumo, OTBETCTBEHHOE 3a
paboTOCIOCOOHOCTH M OOCITYKMBAHUE KOMIIBIOTEPU3UPOBAHHON CUCTEMBI, & TAKKE
3a 3aIUTy HAXOSIIUXCS B HEW JaHHBIX.

Kusnennbrii  muka  (lifecycle): Bce  cragmm  cymiecTBoBaHUs
KOMIBIOTEPU3UPOBAHHOW  CHUCTEMBI  OT  (OPMHUpPOBaHUS  TEPBOHAYAIBHBIX
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TpeOOBaHUI O TPEKpamIeHUs] dKCIUIyaTallid, BKJIOYas IPOSKTHPOBAHMUE,
OTNpe/eNieHNe TEeXHUYECKUX TpeOOBaHUU, NPOTpaMMHUpPOBAHUE, TECTUPOBAHUE,
YCTaHOBKY, pa0doTy 1 00CTyKUBaHUE.

NudpopManuoHHO-TEXHOJOTHYECKAsI HHpacTpyKTypa (IT-
infrastructure): KommbioTepHoe 000pya0OBaHHE M MPOTrPaMMHOE OOECIICUYCHHE,
TaKO€ Kak CeTEeBOEC MPOTPaMMHOE OOECICUYCHHE U OIEpallMOHHBIC CHCTEMBI,
KOTOpPBIC JCNat0T BO3MOXKHBIM (DYHKITHOHUPOBAHNE TIPUIIOKEHUH.

KomnblorepusupoBanHasi cucTema, M3rOTOBJIEHHAS o
uHIUBHAYyadIbHOMY 3aka3y (Bespoke / Customized computerized system):
MHauBUIyaIbHO CHPOCKTUPOBAHHAS KOMITBIOTCPU3WPOBAHHAS CHUCTEMa IS
oOecrnieueHns KOHKPETHOTO pabodero mporiecca.

Ipuaoxenne (application): IIporpaMMmHOe oOecrieueHUE, YCTAHOBICHHOE
Ha orpeaeneHHON wiaTopmMe/KOMIBIOTEPHOM 000pyIOBaHUH u
MIPEIOCTABIISIONIEE CTIeIMaTbHbIC (DYHKITMOHATBEHBIC BOZMOYKHOCTH.

Cepuiinoe nporpammuoe ooecneuenne (commercial of the shelf software):
KomMmepueckn TOCTymHOE MporpaMMHOE O0€cledeHHe, MPUTOAHOCTH KOTOPOTO
JUIS  WUCTOJB30BAaHUS  MPOJEMOHCTPHpPOBAaHA  OOJBIIMM  KOJMYECTBOM
II0JIb30BAaTEIIEH.

Tpetbsi cropona (third party): CTopoHbl, KOTOpbIC HE HaXOASATCS B MPAMOM
MO TYMHCHUH JIepKATeIIs JIUIICH3UH Ha TTPOU3BOJICTBO JICKAPCTBCHHBIX CPEJICTB.
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Ipunoxenue 12
NCITIOJIb30OBAHUE NOHU3UPYIOLEI'O U3JIYYEHUSA
B ITPON3BOACTBE JIEKAPCTBEHHBIX ITPEITAPATOB

IIpumeuanue. [IpousBoguTenb NPOAYKIMH, IJii KOTOPOH HMOHU3UPYIOIIEE
oOJyyeHue SIBISETCA COCTaBHOM YacCThIO TEXHOJOTHYECKOIo Ipoliecca, JOHKEeH
TaK¥Ke PYKOBOJICTBOBAThCS HOPMATUBHBIMU IPaBOBBIMU aKTaMH,
pPETJIAMEHTUPYIOIIMMHA ~ UCMOJb30BAHUE  HMOHU3UPYIONIETO  W3JIY4YEHUs] TpU
MIPOU3BO/ICTBE JICKAPCTBEHHBIX CPEJICTB.

Beenenue

Nonuzupyroniee n3aydyeHrne MOXKET HCHOJIb30BAThCS B MPOU3BOJACTBEHHOM
Ipolecce A Pa3IUYHbIX IIeNied, BKIIIoYash CHUKCHHE CTETEeHW OMOHATPYy3KH U
CTEPWJIN3AINIO0 HUCXOJHOTO CHIPbS,, KOMIIOHCHTOB YMAaKOBKH WM TMPOMYKIIMH, a
TaK)xe 00pabOTKM penapaToB KPOBU.

Hcnonp3yeTcs nBa BUAa MOHM3UPYIOMIETO M3ITyUEHUsS: TaMMa-U3ITydeHUE OT
pPaOaKTUBHOTO MCTOYHHKA M BBICOKODHEPTETHYECKOE AIEKTPOHHOE H3IIydeHHE
(6eTa-u3nydeHue), MOJTYYCHHOE C MOMOILBIO YCKOPUTES.

[Tpu ramMmma-u3IydeHUHd MOTYT OBITh UCITOJIB30BAHBI JIBA PA3IMYHBIX PEKAMA

00paboTKH:

I. TOPIUOHHBIA PEKUM: MPOIYKIMS pa3MeIiacTcss B (PUKCHPOBAHHOM
MOJIOKEHUU BOKPYI MCTOYHHMKA W3JIYYEHUS U HE MOXET OBITh
3arpy’keHa WJIW BBITPY)KEHA, MOKa OTKPHIT UCTOUHUK MOHHU3UPYIOIIETO
U3ITy4CHUS;

Il. HenpepbIBHBIA PEIKUM: aBTOMATH3MPOBAHHAS CHCTEMa TPAHCTIOPTUPYET
MPOIYKIIMIO B KaMmepy I OOJydYEHUS MHUMO OTKPBITOTO HCTOYHHKA
WOHM3UPYIOIIETO W3Iy4YEHHs, TEepeMeniaeT €€ C COOTBETCTBYIOIIEH
CKOPOCTBIO TI0 33JaHHOMY MapuUIpyTy, a 3aTeM BBIBOANT U3 KaMEpHI.

PagnanuionHeie yCTaHOBKH C YCKOPUTENSIMU AJIEKTPOHOB: MPOIYKITHIO

MEPEMEIIAIOT Yepe3 HEMPEPBIBHBIA WA TMYJIbCUPYIONIUN ITyYOK AJICKTPOHOB
BBICOKOW 2HEpruu (OeTa-u3iIydeHue), pa3BepTKy KOTOPOro MPOU3BOIAT B 000UX
HaIpaBJICHUAX MEPIICHIUKYIISAPHO K MIEPEMEIICHUIO MTPOTYKITHH.

OTBEeTCTBEHHOCTh

1. PagmammonHass oOpaboOTKa MOXKET OCYIIECTBISTHCS HEMOCPEICTBEHHO
IIPOU3BOJIMTENIEM JIEKAPCTBEHHBIX CPEJACTB WJIM IO KOHTPAKTY C OpPraHHU3alueH,
MMEIOLIEH B PACIOPSIKEHUHM PAJUalMOHHYI0 yCTaHOBKY. lIpm aTOM Kaxkapii w3
HUX JIOJDKEH UMETh COOTBETCTBYIONUIYIO JIMIIEH3UIO Ha MPOU3BOACTBO WU/UIIM UHBIE
paspenieHusi, Ipe1yCMOTPEHHbIE 3aKOHOAATEIbCTBOM.

2. ITpousBoaAUTENb JIEKAPCTBEHHBIX MPENapaToB HECET OTBETCTBEHHOCTH 3a
KaueCTBO MPOAYKIMHU, B TOM YHCIIE 332 PE3yJIbTaThl BO3JACHCTBUS MOHU3UPYIOIIETO
u3nydeHus. OpraHuzamusi, NOpOBOJAIIAS paAUAlMOHHYI0 00pabOTKy, HeceT
OTBETCTBEHHOCTb 32 TO, YTOOBI KaXKJasi yIaKOBKa MOJIy4HIIa 103y, ONPEAeIEHHYIO
IIPOU3BOAMTENIEM (B TOM YHMCJE yHaKOBKa C NMPOAYKIMEH, camMas yJajeHHas OT
VCTOYHHKA U3ITyYEHHUS).
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3. Tpebyemast m03a ¢ 0OOCHOBaAaHHBIMH MPEICTLHBIMI 3HAYECHUSMH JTOJDKHA
OBITh YKa3aHa B PErHCTPAIIMOHHOM JIOChE Ha JICKApCTBEHHBIN Mpemnapar.

Jo3umerpus

4. Jlo3aumeTpusi — 3TO U3MEPEHHE MOTJIOLIEHHON J03bl MOHH3UPYIOLIETO
U3IIy4EHHUs] C TMOMOIIBIO J03UMETPOB. lloHMMaHue NPUHUMIOB padOThl H
IIPaBUJIBHOE MCIIOJIB30BAHUE TEXHUKU MMEIOT BAKHOE 3HAUYCHUE IS BaJIMJALINU,
BBO/Ia YCTAHOBKY B DKCILIYaTAMIO U KOHTPOJIS MpoLecca.

5. KanmmbOpoBka kaxaod mnapTuu paboyux JJO3UMETPOB JOJDKHA OBITh
IIPOCIIEKUBAEMOM BIUIOTH JO HALMOHAIBHOIO WIIM MEXIYHApPOIHOIO 3TAJIOHOB.
Cpok nelcTBUS KalMOPOBKHM JIOJKEH OBITh YCTAHOBJIEH, OOOCHOBaH M CTPOTO
BBIJICPKaH.

6. Jlisa onpenenieHns W3MEHEHUsl MOKa3aHWil IITATHBIX JO3UMETPOB MOCIE
OOJy4YeHHsI U TPU UX KAITUOPOBKE, KaK MPaBUIIO, JOJKEH UCIOIb30BATHCS OJUH U
TOT ke npubop. Ilpu Hcnonab30BaHMM pa3HBIX NPUOOPOB OHU JOJKHBI OBITh
KaJIMOpOBaHbI B @0COJIIOTHBIX €IMHHIIAX MOTJIOIIECHHUS.

7. B 3aBUCMMOCTH OT THIIA HCIHOJB3YEMBIX JO3MMETPOB HEOOXOINMO
YUUTHIBATh BO3MOXKHBIE€ HMCTOYHUKH TIOTPEIIHOCTEN, BKJIKOYAs BIIAXKHOCTD,
U3MEHEHUS TEMIIEPATyphl, IEPHO] BPEMEHU MEXIY OOJIyUYEeHHEM U U3MEPEHHUEM, a
TaK)K€ MOLTHOCTb ITOTJIOIIEHHOW J103bI.

8. JlnuHy BOJIHBI MPUOOpPA, KUCIOJB3YEMOrO AJsi U3MEPEHUs] U3MEHEHUH B
HOTJIOUIEHUH JT03UMETPOB, U MPHUOOP, UCIOJIB3YEMBIN JIJIs1 U3MEPEHUSI MJIOTHOCTU
IOTOKA, CJIEIYET PEryJIIPHO MPOBEPATh MyTEM KaTIMOPOBKU 4Yepe3 OIpe/eICHHbIE
BPEMEHHbIE WHTEpBaJIbl, YCTAaHOBJICHHbIE HAa OCHOBaHMM CTaOWUJIBHOCTH,
Ha3HAa4YeHMsI U crlocoda MPUMEHEHUsI TPUOopa.

Baauaauus npouecca

9. Bamupamusa — 3TO JIEMCTBHE, JOKa3bIBaKOIIEe, YTO MPOIIECC, TO €CTh
MOJIyYCHUE TPOAYKIMEH 3aJaHHOW MOTJIOMIEHHOW J03bl, JOCTUTAET OKHUIAEMBIX
pe3ynbTatoB. bosee mosHo TpeOOBaHUS K BATHAAIMKA TIPUBEACHBI B HOPMATUBHBIX
IIPABOBBIX AKTaX IO MCIIOJb30BAHUIO MOHU3UPYIOLIETO U3JIYYEHHUS B IPOU3BOJICTBE
JIEKApCTBEHHBIX CPEJICTB.

10. Banupanus Ago/pKHAa BKIIHOYaTh B Ce0sl COCTABJICHUE KapThl JO3HOTO
Mojsi, YTOObl YCTAaHOBUTH pACHpPEACICHUE TMOTJOIMIEHHOW 1036l BHYTPHU
00Jly4aeMOro KOHTEHEepa ¢ MPOAYKIIUEH MPU OMPEACICHHON CXeMe pa3MEIlCHUs
MPOAYKIIUU B HEM.

11. Texnuueckue TpeOOBaHUS K Mpoleccy OOJy4eHHs, KaK MHHHMYM,
JIOJKHBI BKJIFOYATh B Ce04:

a) moApoOHBIEe CBEACHUSA 00 YIAKOBKE MPOYKIIHH;

b) cxemy(bl) yKJIaIKud TPOAYKIMH BHYTPH KOHTEHHepa s OOJIydYCHHS.
Ecim B oOnyuaeMoM KOHTEHWHEpE HaAXOAATCS PAa3IUYHBIC BHUIIBI
OPOAYKIIMH, 0cO00€ BHHMAaHHE HEOOXOAMMO YIENIATh TOMY, YTOOBI
IJIOTHAs MPOAYKIHUS MOJy4Wia TOJHYIH J03y M HE SKpaHupoBaia
Ipyryto mpoaykiuto. Kaxapiii cnoco® ykiaagku B KOHTEHMHEP pa3HbIX
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BUJIOB MPOAYKIIMU  JOJDKEH OBITh ONUCAaH B  TEXHUYECKOM
JIOKYMEHTAIIUHU U TOJKSH MPOUTH BaTHIAIUIO;

C) cXeMy pacroJIOKCHUSI KOHTCHHEPOB BOKPYT MCTOYHHUKA (TIOPLIMOHHBIN
PeXKHM) WIM MapHIpyT OOJIydaeMbIX OOBEKTOB BHYTPH KaMmephbl IS
o0JsrydeHus (HeTpephIBHBIN PEXUM);

d) BepxHee W HMXKHEE TPEACIBHO JOMYCTHUMBIC 3HAUCHHS MOTJIOIICHHON
7036l M3IYYCHHS] IS TPOAYKIHH (M COOTBETCTBYIOIIME METOIBI
JIO3UMETPUHN);

€) BepxHee M HIWKHEE IMpeAcbHbIC 3HAYCHHS IOTJIONICHHOW JIO3bI
U3ITydeHusT Uil  00JydaeMoro KOHTEHHEpa ¥ COOTBETCTBYIOIIHEC
METO/IBI JO3UMETPHH JIJIs1 KOHTPOJIS ATON MOTIIOMEHHOMN 035

f) npyrme mapameTphl mporiecca, BKJIIOYAs MOIIHOCTH TOTJIOIICHHOM
J03bI, MaKCHUMaJIbHOE BpPEMS OJKCIO3WIUH, YHCIO OSKCIO3UITUH,
KOJIMYECTBO IUKIIOB OOTYYCHHS U TIP.

Ecnu oGiydyeHue mpoBOAST MO KOHTPAKTY, TO B ATOM KOHTPAKTE JOJIKHBI
OBITh OIKCaHbBI, 0 KpalHeW Mepe, MOAMYHKTHI d) W €), periaMeHTHUPYIOIIHE
TEXHUYECKHE TPeOOBAHUSA K MPOIECCY O0TyUSHUSI.

BB0/1 YCTAHOBKHM B IKCILIyaTALNIO

OO0wme TpedoBaHUA
12. BBoxg B »3KCIUlyaTallMI0O — 3TO SKCIEPUMEHTAIBHO IOJYYEHHOE U
JOKYMEHTAIbHO O(QOPMIIEHHOE JI0KA3aTEJIbCTBO TOTO, YTO pPaJdallMOHHAs
YCTAHOBKA IMpU paboTe B COOTBETCTBUU C TEXHUYECKUMH TPEOOBAHUAMHU K
npoleccy IMOCTOSSHHO Oyner paboTarb B 3apaHee YCTAaHOBJICHHBIX MpEAENax.
CornacHo naHHoMmy [lpunokeHuro, 3apaHee YCTAHOBIICHHBIE MPEAEIbl — 3TO
MAaKCUMAJIbHO€ U MUHUMAJIbHOE JIOMYCTUMbIE 3HAUYEHUS J103bl, MPEIHA3HAYCHHON
JUTsl TIOTJIONIEHUsT 00ydyaeMbIM KoHTelHepoM. M3meHeHuss B paboTe yCTaHOBKH,
KOTOpBIE MOT'YT MPUBECTH K BBIXOAY 3HAUYCHUH IOIJIOIIEHHON KOHTEMHEPOM J03bI
3a 3T TpEeNebl, HU NPU KaKUX YCIOBUSAX HE JOJDKHBI MIPOUCXOAUTH 0€3 Beroma
oreparopa.
13. BBox B OKCIUIyaTanuio JOJDKCH BKIIOYaTh B Ce0S  CICAYIOIIUE
AIIEMEHTBI:
a) TUIAHUPOBAHHE;
b) cocraBieHue KapThl JO3HOTO ITOJIS;
C) JMOKyMEHTaJIbHOE 0(OPMIICHUE;
d) ompenenenne TpeOOBaHWN K TIOBTOPHOMY BBOJAY YCTaHOBKH B
AKCILTYaTAaLHIO.

N CcTOYHNMKN raMMa-u3J1y4YeHUus
Koncrpykuus
14. TlornomienHas A03a, MOJy4YeHHAs! ONpeeIeHHON YacThlo 00JydaeMoro
KOHTElHepa B JIIOOOM ONpeneNeHHON TOuYKe BOKPYr H3JIydaTelns, 3aBHCHUT, B
NEPBYIO OUEpeb, OT CIASAYIOUINX (DAaKTOPOB:
a) aKTUBHOCTH M T€OMETPHH MCTOYHHMKA U3ITyUCHHS;
b) paccrostHHS OT HCTOYHMKA 10 KOHTEHHEPA;
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C) TPOMOJDKUTEIHHOCTH OOIYyYEHHUsS, KOHTPOIUPYEMOW TaWMEpoOM WIH
CKOPOCTbIO IBUJKEHUSI KOHBEHEPA;

d) cocraBa W TIUIOTHOCTH MaTepHaia, BKIIOYas JAPYIYIO MPOIYKIIUIO
MEX/1y HICTOYHUKOM U OIpEIEICHHON YacThiO KOHTEHWHEpa.

15. CymmapHas mNorjolieHHas J03a 3aBUCUT TakXke OT MapuIpyTa, IIO0
KOTOPOMY JBUXYTCS KOHTEUHEPHI IPU HENPEPHIBHOM PEKUME OOITYUECHHUSI, UJIU OT
CXEMBI 3arpy3Kd IpHU HNOPLIUOHHOM PEXHUME OOJIy4EHHs, a TaKkKe OT KOJIWYECTBA
ITUKJIOB OOJTyYCHHUSI.

16. IIpu ¢ukcupoBaHHOM MapuipyTe (IpU HETPEPHIBHOM OOTYUCHHH) WU
npu GUKCUPOBAHHOMN CXeMe 3arpy3kd (IIpH MOPIUOHHOM PEXHUME OOJIydeHHs), a
TaKk)K€ TMPU MOCTOSHHOW MOIIHOCTH HCTOYHUKA U BUJAE MPOIYKIUU OCHOBHBIM
napaMeTpoM YCTaHOBKH, KOHTPOJIUPYEMBIM OIEpPaTOpOM, SIBISIETCS CKOPOCTh
KOHBeepa Wil BpeMsi, yCTAaHOBJICHHOE Ha TaliMepe.

CocraBJjieHHe KapThl J03HOTO MOJIS

17. Ilpu cocTaBiaeHUH KapThl JO3HOIO MOJISI KaMepa AJisl 00JIydeHus JoJKHA
ObITh 3allOJIHEHA KOHTEHHEpaMu C MyJBSDKaMU WM IPEICTaBUTENIbHBIMU
oOpasnamMu MPOAYKLIUU OJHOPOJHOM IJIOTHOCTH. JlO3MMETPBl JOJKHBI OBITH
pacIlONOKEHbl HE MEHEe 4YeM B TpexX 3allOJHEHHBIX KOHTEHHEpPax, KOTOpPbIE
OPOXOJAT Yepe3 Hu3NydaTelb. OTH KOHTEHWHEpHl JOJDKHBI OBITH OKpPYKEHbI
AHAJIOTUYHBIMA KOHTEHMHEPAMHM WJIM MYJBSDKAMU NpOAyKUuU. Ecnu mpoxykuus
YIIOXKEHA HEPABHOMEPHO, JO3UMETPHI JOJDKHBI OBITh pa3MeElleHbl B OOJbLIEM
KOJINYECTBE KOHTEUHEPOB.

18. PacnosiokeHue JO3UMETPOB 3aBUCUT OT pa3MEPOB 00JIydaemMoro
KOHTeHepa. Hampumep, mist koHTenHepoB pasmepom 1x1x0,5 m, mo3umeTpsl
MOTYT PacIojiaratbCsl B y3JaxX TPEXMEPHOW pemeTku ¢ marom 20 cM ¢ ydeTroM
BHEIIHEW IMIOBEPXHOCTM KOHTEHMHepa. Ecinm mnpenamosiaraembele  30HBL  C
MAaKCUMAJIBHOM M MUHHMMAJIbHOM J103aMU U3BECTHBI U3 MPEABIAYIIUX OIBITOB, TO
YacTh JI03UMETPOB MOXKET ObITh M3bATA U3 30H CO CPEIHUMH 3HAYCHUSIMH 103 U
NIOMEIIIEHA B 30HBI C IKCTPEMAIBHBIMH 3HAYEHHUSIMH J103bI ¢ 1m1arom 10 cm.

19. B pesynpraTe 3TOM HOpOUEAYPbl JOJKHBI OBITH  OIpPENEICHbI
MUHUAMaJIbHass W MakCUMajibHas J03bl, IOTJIOIIEHHBIE NPOAYKLIUEH U
IIOBEPXHOCTBIO KOHTEMHEpa NIPU 3aJaHHBIX IAPAMETPAX YCTAHOBKH, INIOTHOCTH
MPOAYKIIUHU U CXEME 3arpy3KH.

20. B nuaeanbHOM ciiy4yae JuIsl ONPEAEIEHUS] KapThl JHO3HOTO TOJs CIETYET
UCIIOJIb30BaTh JTAJIOHHBIE JO3UMETPbI, IOCKOJIbKY OHHU HMMEIT OOJBUIYIO
TOYHOCTh. TakXke [OMyCTMMO HCIOJIb30BAaHUE OOBIYHBIX JO3UMETPOB, HO
PEKOMEHAYETCS pa3MeIlaTh PSAOM C HUMH 3TAJIOHHBIE JO3UMETPBI B MECTaX, TJIE
NpeanojaraloTcsi MHUHMMallbHAasi W MaKCHUMallbHas JI03bl, U B  OOBIYHO
KOHTPOJIUPYEMOM MECTE€ B KaXXJIOM MOJEIbHOM KOHTEWHepe sl OO0JIydeHHs.
[TommyueHHble 3HA4YeHHMs] TOTJIOUIEHHOM [03bl OyAyT HMETh CIy4yalHYIO
HNOTPEIIHOCTh, KOTOpas MOXXET OBbIThb ONpeJesieHa IyTeM MHOTOKPaTHBIX
U3MEpPECHU M.

21. V3mepeHHas OObIUHBIM JO3UMETPOM MUHUMAajbHasl HaOro1aeMas /1034,
HeoOXoumasi JUIsl TapaHTUU TOTO, YTO BCE OOJIyYE€HHbIE KOHTEHHEpHI MOJIYyUNIIH
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MUHUMAJIbHYIO TpeOyemMylo 03y, JOJKHA OBITh YCTaHOBJIEHA HAa OCHOBAaHUU
3HAHUS CIYYaHON NOTPENTHOCTH U3MEPEHUS IITATHBIX I03UMETPOB.

22. Bo Bpems omnpeneneHus KapTbl JO3HOTO MOJISI MapaMeTpbl YCTaHOBKHU
HEOOXOIMMO MOJJIEPKUBATH MOCTOSTHHBIMU, KOHTPOJIUPOBATH U PETUCTPUPOBATH
UX. DTHU 3allUCH BMECTE C PE3yJbTaTaMU JO3UMETPUH U IPYTHUMHU MOJYYECHHBIMU
3aMUCSAMH CIIETYET COXPAHSITh.

PagnanmoHHble YCTAHOBKH € YCKOPUTEJISIMH 3JIEKTPOHOB
KoncTpyknus
23. TlorsomieHHas 1032 HOHU3UPYIOIIETO U3ITYUYSHHS B TIPOIYKIIUH 3aBUCHUT,
B TIEPBYIO OYEPEllb, OT CIEAYIOIINX OCHOBHBIX ()aKTOPOB:
d) XapaKTepUCTUKU Ty4YKa, a MMEHHO: DHEPIHH JJIEKTPOHOB, CPEIHETO
MOTOKA TIy4Ka, IMUPUHBI Pa3BEPTKH M PABHOMEPHOCTH IMydYKa IIO
IIMPUHE Pa3BEPTKHU;
b) ckopocTu KOHBeliepa;
C) cocTaBa ¥ IUIOTHOCTH MPOAYKIIUH;
d) cocraBa, TUIOTHOCTH W TOJIIMHBI MaTepuana, HAaXOJSIIETOCSd MEKIY
BBIXOJIHBIM OKHOM M 00JIy4aeMO# 4aCThIO MPOAYKIIHH;
€) paccTOSIHUS OT BBIXOJHOI'O OKHA JI0 KOHTEHHEpa.
24. OCHOBHBIMH TTapaMeTpaMH, KOHTPOJIUPYEMBbIMU OIIEPATOPOM, SIBIISFOTCS
XapaKTEPUCTHKH MyYKa U CKOPOCTh KOHBEWepa.

CocraBJjieHHe KapThl J03HOTO MOJIS

25. Ilpm cocraBineHMM KapThl [JO3HOTO IIOJIA JIO3UMETPBI  CIIEAYET
pacnosiaraTb  MEXJy CJIOSIMH T'OMOI€HHOIO IOTJIOTUTENSA, MOJEIUPYIOLIEro
peaNbHYl0 MPOAYKIMIO, WIA MEXAY CIOAMH pealbHOW MpeacTaBUTENbHON
MPOAYKIIUM OJHOPOAHOM MJIOTHOCTU TakK, 4TOObl He MeHee 10 m3mepeHui ObLIU
NPOBENECHBl B TIpejesiax MaKCUMaJIbHOrO ImpoOera 3ieKTpoHoB. Heobxoaumo
TaKKe CcoOJ0aTh TpeOOBaHMs, U3JIOKEHHbIe B NyHKTax 18-21 maHHOrO
[IpunoxeHus.

26. IIpu ompenesneHUM KapThl JO3HOTO IOJISI MApaMETpbl pagualdOHHON
YCTAaHOBKA HEOOXOJUMO TOJAJEPKUBATh IOCTOSIHHBIMH, KOHTPOJHMPOBATH U
PErHCTPUPOBATh UX. DTH 3alIMCH BMECTE C pe3yJbTaTaMU JTO3UMETPUU U JAPYTUMHU
NOJIYYEHHBIMH 3aIIUCSAMU CIELYET COXPAHSTH.

IToBTOPHBIN BBOJ YCTAHOBKH B IKCILIYyaTALM IO

27. Ilpouenypa MOBTOPHOIO BBOJA B 3KCIUTYaTAIUIO TOJKHA MPOBOJIUTHCS
3aHOBO K&XKIbI pa3, KOTrJa MPOUCXOAIT MU3MEHEHHUs Ipolecca WIA MapaMeTpoB
panvallMOHHOM  YCTaHOBKHM, CIOCOOHBIE  TMOBJIMATH HA  pacHpeesieHue
NOTJIOUICHHOM [J03bl B 00JyyaeMOM KOHTeiHepe (Hampumep, NOpU 3aMeHe
crepxHeit obmyudarens). O0beM pabOT MO MOBTOPHOMY BBOJY B JKCIUTyaTalHIO
3aBHCUT OT CTENEeHU HW3MEHEHUH, BHECEHHBIX B KOHCTPYKIHUIO OOIydaress
pajvalMOHHONM YCTaHOBKM WM B KoH(purypamuio 3arpy3ku. [lpum Hammuum
COMHEHHMI Mpoleaypy MOBTOPHOIO BBOJA YCTAHOBKM B IKCILTyaTalUIO CIIETYET
IIPOBECTH 3aHOBO.
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HHomemenus

28. TlomMewmeHus ciaeayer NOPOEKTHPOBAaTh M 3KCIUTyaTUPOBAaTh TaKHUM
o0pa3om, 4ToObI 00TyUYeHHBIE KOHTEHHEPH! ObUIH OTAENIEHBI OT HEOOIYYEHHBIX BO
n30e)KaHNe TEePEKPEeCTHOW KOoHTaMHuHAnuu. Eciam marepuansl oOpabaThiBalOT B
3aKpBITBIX KOHTEHHepax uisi OOJy4eHHs, TO HET HEOOXOAMMOCTH OT/ENATH
dapManeBTHUECKHE W HepapMaleBTUYSCKHE MaTepHaabl Jpyr OT JApyra Ipu
YCJIOBHH, YTO B MOCTIEIYIONIEM HE OYAeT pucKa UX KOHTAMUHAIIHH.

JIro0asi BO3MOKHOCTH 3arps3HEHUS MPOAYKLIUU PAJAUOHYKIHIAMHU OJDKHA
OBITh UCKJTIOYEHA.

TexHOJOruYecKuil mpouecc

29. KonTelHepsl ¢ IMPOAYKLMEHW CIIENyeT 3arpykaTb B COOTBETCTBHHM CO
cxemoii(aMu) 3arpy3ku, yCTAaHOBJICHHOU B MIPOIIECCE BAJIUIALINH.

30. Bo Bpems mporiecca /103y OOJIydeHHs JJIsi 00TydaeMbIX KOHTEHHEPOB
HEOOXOIMMO KOHTPOJHMPOBATh C MCIOJb30BAHUEM MPOLIEAIINX ATTECTALHIO
JIO3UMETPUYECKUX METOAUK. 3aBUCHUMOCTh MEXAY OTOW 030 M J1030M,
MOTJIOIIEHHON NPOAYKIMENH BHYTPH KOHTEWHEpa, JOJHKHA ObITh YCTaHOBJIEHA TIPH
BAJIMJIALIMK TIPOLIECCa ¥ BBOJE PAJAUAIIMOHHON YCTAHOBKH B IKCILTyaTallHIo.

31. Jlms Toro, uToObl pa3niuyaTh OOJy4YEHHbIE U HEOOJyYCHHbIC
KOHTEHHEphl, HEOOXOJMMO  HCMOJb30BaTh HMHIAUKATOPHl  HMOHU3HUPYIOIIETO
m3inydeHud. OIHAKO UX HE CIEAYET HCHOJIb30BaTh B KAau€CTBE E€AUHCTBEHHOTO
CPEACTBA Pa3IMYCHUS] WA KaK €IUHCTBEHHBIN MOKA3aTellb YJIOBJICTBOPUTEIBHBIX
pe3yJbTaToB 0OPabOTKH.

32. OpgHoBpeMeHHYIO OOpabOTKy pa3HbIX BHUAOB MNPOAYKIMU B OJHOU
3arpy3ke B paJMallMOHHOM KaMepe ClIeqyeT MPOBOAUTH TOJIBKO TOTa, KOrjaa Io
pe3ynbTaTaM 3KCIUTyaTalliyd YCTAaHOBKU WM MO JPYTUM JaHHBIM YCTAHOBJIEHO, YTO
NOTJIOIIEHHAs 1032 B Ka&XJIOM OTAEJIbHOM KOHTEHHEpE HAaXOAMUTCS B
YCTaHOBJICHHBIX MpeJenax.

33. Ecnu tpeOyemasi 103a M3JIy4yeHMs] ToJydaeTcs OoJjiee ueM 3a OJIHY
HKCTIO3MIIMIO MM OoJiee YeM 3a OJIMH MPOXOJ Yepe3 pagualMoOHHYI0 KaMepy, 3TO
JOJKHO OBITh COIJIACOBAHO C JIEPXKAaTEJIeM PErucTPalMOHHOTO YAOCTOBEPEHUS;
KpOME TOTO, 3Ta J03a JOJKHA OBITh TMOJydYeHa B TEYCHHE MPEIABAPUTEIHHO
YCTAHOBJIEHHOTO  NPOMEXYTKAa BpeMeHU. [lepxkaTenp  perucTpalioOHHOIO
YIOCTOBEPEHUS JIOJDKEH OBITh YBEAOMIIEH O HE3aIUIAaHWPOBAHHBIX TEPEPHIBAX BO
BpeMsi OOJyyeHUs, €CIM OHU YMJIMHSIOT Mpolecc OOJydYEeHHs CBBILIE 3apaHee
COIJIaCOBAaHHOT'O BPEMEHH.

34. OOnyueHHass MNPOAYKLUMS BCerga JOJKHA OBITh OTHEJIeHAa OT
HeoOyuyeHHOU. CrocoObl JOCTHXKEHHUSI ATOTO BKJIIOUYAIOT B ce0sl MCIOJIb30BaHUE
MHAUKATOpOoB paauanuu (myHKT 31 panHoro IlpunoskeHusi) U COOTBETCTBYIOILIEH
MJIAaHUPOBKH NomeneHui (myHKT 28 nanuoro [Ipunoxenus).

I"'amma-usayuareb
35. Ilpu HempepbIBHOM peXHUME OOJTYyUYEeHHUS ITO3UMETPHl JOJDKHBI OBIThH
pacmoyioKeHbl TakuM  00pa3oM, UTOOBI IMOJ  BO3JAEHCTBUEM  M3Iy4YEHUS
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OJIHOBPEMEHHO HAXOJUJIUCh HE MEHEE [IBYX JIO3UMETPOB B TEUEHUE BCETO
npoiiecca.

36. Ilpu MOPIIMOHHOM pEXHME HE MEHEe IBYX JT03UMETPOB JIOJKHBI
MOJIBEPraThCs BO3JCUCTBUIO MOHU3UPYIOMIETO HM3IYyYEHHUS B MECTaX MOJIyYCHUS
MUHUMAJIbHOM J03BI.

37. Ilpu HempepbIBHOM peKUME OOTydeHHUs JOJKHA OBITh MpPEeayCMOTpEeHa
UHAUKalus —TpeOyemMoro paboyero mojokeHus ucTouHuka. [lonoxkeHue
WCTOYHWKA W JABWKCHUE KOHBEHEpa JOJKHBI OBITh CBS3aHBI OJIOKUPOBKOHM.
CKOpoCTh JBIKEHHS KOHBeWepa HEOOXOAMMO TIOCTOSHHO KOHTPOJHMPOBATH H
PErUCTPUPOBATH.

38. Ilpu mOPIMOHHOM peXUME OOMYyUYEeHHUS MEpPEMEIICHUE HCTOYHHKA U
BpEMsI SKCIIO3UINU JJI KaXI0W Cepur MPOAYKIUU JOJKHBI KOHTPOJIUPOBATHCS U
PETUCTPUPOBATHCA.

39. Jlns mosydeHHsl »KeldaeMoM J03bl CIeAyeT KOPPEKTHpPOBaTh BpeMs
o0JydeHHUs M CKOPOCTh JBM)KCHHSI KOHBEHepa C yuyeToM pacraja Wi J03apsIKu
UCTOYHUKA u3NMydyeHus. Cpok AEHCTBHUS NapaMETPOB YCTAHOBKU WIIM CKOPOCTHU
KOHBelepa cienyeT GUKCUPOBATh JOKYMEHTAIBHO U CTPOTO COOIOIATD.

Pannaunonmﬂe YCTAaHOBKH C YCKOPUTCJIAMMU 3JI€KTPOHOB

40. B xaxx11pIii KOHTEHHED JTOHKEH OBITh MOMEIICH JT03UMETP.

41. HeoOGxonuMo HEMpPEphIBHO PETHCTPUPOBATH CPEIHEE 3HAUCHHE IOTOKA
My4yKa, SHEPTUIO 3JEKTPOHOB, IIMPUHY PA3BEPTKHM M CKOPOCTh KOHBeWepa. ITu
apaMeTphl, 32  HCKJIIOUECHHEM CKOPOCTH KOHBeEMepa, HE00XO0IMMO
KOHTPOJIMPOBATh B YCTAaHOBJIEHHBIX MpEAEax, ONPEACICHHBIX BO BpEMs BBOJA B
AKCIUTYaTalMI0, MOCKOJIbKY OHU MOABEP>KEHBI CHIOHTAHHBIM U3MEHEHUSIM.

JJokymeHTau st

42. Konn4ecTBO MOCTYNUBIINX KOHTEWHEPOB U KOHTEMHEPOB, MPOIISAIINX
00JydyeHre U BBIBE3CHHBIX C MPEANPUATHS, JOJDKHO COBNAAATh 1 COOTBETCTBOBATH
3HAUEHUSAM, YKa3aHHbBIM B  COINPOBOJUTENIHHOM  JOKyMeHTanuu. JIroObie
PACXOXKICHUS JOJKHBI PETUCTPUPOBATHCS U PACCIEN0BATHCH.

43. Omnepatop paAMallMOHHOM YCTAHOBKM JOJDKEH YIOCTOBEPSTH B
MAUCbMEHHOM BHJI€ TUANA30H 3HAYCHUH MOTJIOIIEHHBIX 03, TOJTYUYEHHBIX KaXKIbIM
KOHTEMHEPOM MPH KaXKIOU 3arpy3Ke WA B CEPUU IPOTYKIIUH.

44. TexHOJOTrMYECKHUE 3aIMCH M 3allMCU MO KOHTPOJIO ISl KaXIOW cepuun
MPOAYKIUHU, MPOIIeANIe oO0JydeHHUe, JOJKHBI MPOBEPATHCS U TMOIIMUCHIBATHCS
CIEUUAIBHO HA3HAYECHHBIM JIMIOM W COXPaHATHCA. METOI M MECTO XpaHEHUs
JIOJDKHBI OBITH COTJIACOBAHBI MEXIIy OpraHu3aIfeil, TPOBOIUBIIEH OOIyYeHUE, U
JIepKATEJEM PErUCTPALIMOHHOTO YIOCTOBEPEHHUSI HA JIEKAPCTBEHHBIM Mpenapar.

45. loxyMeHTanus, OTHOCSIIAsACS K BaJMJAlUKA PaJAAlIMIOHHON YCTaHOBKH,
JIOJDKHA XPAHUTHCS B TEYEHHE OJHOIO roja IMOCJE UCTEYEHUS] CPOKa TOJHOCTH
WM, TO KpanhHEeW Mepe, B TEUYEHHE IISITH JIET II0CJIE BBIIYCKAa MOCIEIHEU
MPOIYKIIAU, TPOIIEANIeH 00TydeHrue Ha ATOM YCTAHOBKE, B 3aBUCUMOCTH OT TOTO,
KaKOM MEepUO JOJIbIIE.
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MukpoOHO0JI0rH4eCKU KOHTPOJIb

46. OTBETCTBEHHOCTh 32 MHKPOOMOJIOTMYECKUI MOHUTOPHUHI HECET
IPOU3BOJIUTEINb JIEKAPCTBEHHBIX CPEACTB. DTOT MOHHUTOPHUHI MOXKET BKJIIOYATh
MOHUTOPHHI  NPOU3BOJCTBEHHOM Cpeapl M KOHTPOJb MPOAYKLIHUU Tepen
00JIyueHUEM, KaK YCTaHOBJIEHO B PETUCTPALIMOHHOM JIOChHE.
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Ipunoxenue 13
JIEKAPCTBEHHBIE ITPEITAPATBI _
JJIA KIMHUYECKUX NCCJIIEJOBAHUU

HpuHuun

JlexapcTBEeHHBIE TIpemaparbl IS KIMHUYECKUX WCCICIOBAHUN JOJDKHBI
OBITh TMPOHW3BEJICHBI B COOTBETCTBUM C HactosumMu [IpaBunamu. Crenyer
NpUHAMATh BO BHHUMaHUE M JPYrde€ COOTBETCTBYIOIIME PYKOBOACTBA B
3aBUCHUMOCTH OT CTauu pa3pabOTKH JIEKapCTBEHHOIO mpemnaparta. MeToabl
paboThl JOMKHBI OBITH TMOKUMH, YTOOBI OOECIEYHMBATh BO3MOYKHOCTh BHECEHUS
W3MEHEHMM 110 Mepe paclIMpeHus 3HaHUW O IIpoIlecce, W OTBeYaTh CTaIuu
pa3paboOTKH JICKAPCTBEHHOTO IIpenapara.

[Ipn KIMHWYECKUX HCCICIOBAHUSIX MOTYT BO3HHKHYTH JOTIOJHUTEIHHBIC
pUCKH Il CyOBEKTOB WCCIICIOBAHWN IO CPAaBHEHHWIO C TMAIMEHTAMH, KOTOPHIE
MPUHUMAIOT 3apETHCTPUPOBAHHBIC JICKAPCTBEHHBIC TIpemapatrhl. [IpumeneHune
HacTosmmXx [IpaBmi K TIPOM3BOJACTBY JICKAPCTBEHHBIX TMPEMAPATOB IS
KIMHAYECKUX WCCIICIOBAaHUN HEOOXOAUMO [JIi TOTO, 4YTOOBI TapaHTUPOBATh
CyOBEKTaM HCCIEAOBAHUS OTCYTCTBHE PHUCKOB, a Tak)Ke YTOOBI Ha PE3yJbTaThI
KIMHUYECKUX MCCIENOBAaHUNM HE MOBIMUSIM HEJOCTaTOYHBIE O€30MacHOCTb,
KadecTBO WM 3(GOEKTUBHOCTD, SBISIOMIMECS CICICTBHEM HEHAJJICKAIIETO
MPOU3BOJICTBA. B paBHOI Mepe 3T TpeOoBaHUS MpeHa3HAYCHBI ISl 00eCTICUeHUs
MTOCTOSTHCTBA OT CEPUM K CEPUH OJHOTO U TOTO K€ JICKAPCTBEHHOTO IIpernapara Jijis
KIMHUYECKUX HCCIEOBAHUM, HCIOJIB3yeMOro B OJHOM WMIM B  pa3HBIX
KIIMHUYECKUX HCCIICIOBAHMAX, a TakKe ISl JOKYMEHTaJbHOTOo O(GOPMIICHHS W
000CHOBaHMS M3MCHEHHH B IIporiecce pa3pabOTKH TaKOTo JIEKapCTBEHHOTO
npenapara.

[Ipon3BOACTBO  JIGKAPCTBEHHBIX  TPEMapaToB IS  KIMHUYECKUX
WCCJICIOBAHUMA CBSI3aHO C JIOTIOJHUTEIBHOW CJOKHOCTBIO IO CPAaBHCHHIO C
3apETrUCTPUPOBAHHBIMU  JICKAPCTBEHHBIMU  TIpemapaTaMl  H3-3a  OTCYTCTBUSA
YCTaHOBJICHHBIX TPOIIEAYpP, Pa3HBIX CXEM KIMHUYECKUX HCCICAOBAHMM M, Kak
CJICICTBHE, Pa3HBIX TPEOOBAHUN K yITAaKOBKAaM, HEOOXOIUMOCTH PaHIOMHU3AIUU U
HCIIOJIB30BaHUs «CIICTIOr0» METo/1a (MACKUPOBKH), a TAK¥KE M3-3a OOJIBIIIOTO PUCKa
MEePEKPECTHOM KOHTAMUHAIIMM M TIEPEIyThIBAHUS JICKAPCTBEHHBIX ITPEIapaToB.
Kpome toro, manabie 00 53(PGEKTHBHOCTH W TOKCHYHOCTH JIEKAPCTBEHHOTO
mpernapara MOryT OBITh HEMOJHBIMH, MOXET OTCYTCTBOBATH IOJIHAS BaJIUAaIds
mporiecca WM MOTYT HCIIOJIb30BaThCA 3apEeTHCTPUPOBAHHBIC JIEKAPCTBEHHBIC
mpernapaTrbl, KOTOpble OBUIM TEPEYIMaKOBaHBl MM HEKOTOPBIM  00pa3om
Mou(HUIIMPOBaHbl. B CBSI3M ¢ 3TUM MEPCOHAI JOJDKEH B IOJIHOW Mepe IMOHUMAaTh
Hactosmue [IpaBuiia B OTHOIICHUH JIEKAPCTBEHHBIX MPEMApaTOB I KIMHUYSCKHX
UCCJIENOBAHUM W TPOWTH COOTBETCTBYMOIIee oOydeHue. JloiKHO  OBITH
YCTAaHOBJICHO B3aUMOJICCTBHE CO CIIOHCOPAMH KIMHHUYECKHUX HMCCIICIOBAaHWN, Ha
KOTOPBIX JIGKHUT BCS OTBETCTBEHHOCTH IO BOIPOCAM KIIMHWUYECKHX MCCIICIOBAHU,
BKJIFOYAsl KA4eCTBO JIEKAPCTBEHHBIX MIPETapaToB JIJIs KIMHUYECKUX HCCIICIOBAHUH.
Bo3pocmias CI0)KHOCTh TEXHOJIOTHYECKHX TIPOIECCOB TpeOdyeT NpPHUMEHEHHS
BBICOKO3(()EKTUBHOM cHCTEMBbI 00€CTIEUEeHHUsI KaueCTBa.
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B nannom IlpunoxkeHnu Takke yCTaHOBIEHBI TPEOOBaHUSA K OGOPMIICHHIO
3aKa30B, OTIPY3KEe, TPAHCIOPTUPOBAHUIO U  BO3BpaTy MAaTEepUANIOB A
KIIMHUYECKUX HCCIECIOBAHUM, KOTOpPHIE B3aMMOCBA3aHbl W JOIOIHAIOT IpaBUia
HaJJIeKaleH KIIMHUYECKON IIPAKTUKHU.

Ipumevyanus
JlekapcTBeHHbIE TMpenaparbl, He SBJIAKIIHECH HCCIAeAYeMbIMHU
cpeacTBamMu
Cy6T)GKTaM KIIMHNYCCKUX I/ICCJ'IGI[OBaHI/Iﬁ MOI'yT OBITh IMpCa0CTaBJICHBI
JICKAPCTBCHHBIC IIPCIIAPAThI, KOTOPBLIC HC ABJIIIOTCA HCIIBITYCMBIM IIPCIIAPATOM,
HJ'IaHC6O WK IIPpCIIapaToM CpPaBHCHUA. Takue JICKApCTBCHHBIC IIPCIIapaTbl MOI'YT
INPpUMCHATBHCA OJIA COHYTCTBy}OHICﬁ TCpAIlM WJIN JI1 OKa3aHUsA MGHHHHHCKOﬁ
IoMOIIIM € 1ICJIIbKO HpO(l)I/IJ'IaKTI/IKI/I, JUArHOCTHUKU HJIN JICUCHUA, 1/um BCJICOCTBHC
HGO6XOI[I/IMOCTI/I oOecrneyeHus aACKBATHOTI'O MCAUITUHCKOI'O yxoza,
NPELYCMOTPEHHOIO Il CYOBEKTOB UcCcielnoBaHM. Takue cpenctBa Takxke
AO0ITYCKACTCA IMPUMCHATL B COOTBECTCTBHUH C ITPOTOKOJIOM HMCCICAOBAHMA, OJISA TOI'O
YTOOBI BBI3BATh (DU3MOJIOTMYECKYIO PEAKIUI0. DTH JIEKAPCTBEHHBIE MPENapaThl HE
ABJIAIOTCA JICKAPCTBCHHBIMHA IIpCIIapaTaMu I KIWMHUYCCKUX I/ICCJIeI[OBaHI/Iﬁ u
MOT'YyT OBITH IMPEAOCTABJICHBI CIIOHCOPOM HJIM HUCCJIICOAOBATCIICM. CHOHCOp JOJDKECH
rapaHTupoOBaATb, YTO AJAHHBIC JICKAPCTBCHHLBIC IIPCIIAPATBI COOTBCTCTBYIOT 3aIIPOCY
(BaHBKe) Ha pa3pCHICHUC IIPOBCACHUSA KIIMHHUYCCKOI'O HCCICAOBAHHA W HMCIOT
Tpe6yeMoe JJI1 €I UCCIIEAO0OBAHHNA Ka4d€CTBO. HpI/I 9TOM OH OOJIKCH IIPUHATH BO
BHHUMAaHUC HCTOYHHUK  JICKAPCTBCHHLIX IIpCIapaTos, ABIIAKOTCA JIn OHU
34apPCTUCTPHUPOBAHHBIMH  JICKAPCTBCHHLIMU  IIPCIIApaTaMU U ObIM JI1 OHHU
IICPCYITaKOBAHEI. PGKOMGHI[YGTCH IIPUBJICKATb K 9TOU pa60Te Y1ojaHOMOYEHHOES
JIMOO U YYHUTBIBATHL €I'0 MHCHHC.

JInueH3upoBaHue NPOU3BOACTBA M MOATOTOBKA K IPUMEHECHUIO
Kak nomHOe€ npouW3BOACTBO, TaKk M OTHEIBHBIE CTAJAMM MPOU3BOJCTBA
JIEKAPCTBEHHBIX MPENaparoB s KIWHUYECKUX MCCIEHOBAaHUW, a TaKkKe
pa3IMYHbIE IPOLIECCH UX pa3lEiICHMs, YIAKOBKM WIM HUX [epefaya IO0JJIeKarT
JuIeH3upoBaHuto. OIHAKO TaKoe JTMLEH3UPOBAaHUE HE TpeOyeTcs JUIsl OATOTOBKU
K DPUMEHEHMIO JIEKaPCTBEHHBIX IIPENAapaToB IMEpe] MCIOJIb30BAHUEM WIIU
YIAKOBKOMW, €CJIIM OTU IIPOLIECCHI OCYILUECTBISAIOT B MEAMIMHCKUX YUPEKICHUIX
(dapmaneBThl WM JpPyTHUe JIMLA, KOTOPbIE HUMEIOT IOJHOMOYHUS OCYIIECTBIAThH
TaKue IPOLIECCHI, a TAKXKE €CJIM JICKaPCTBEHHBIC IIperaparhbl Uil KIMHUYECKHUX
UCCIICAOBAHUM NIPEIHA3HAYEHBI IS HCIOJb30BAHUS HCKIIOYUTEIBHO B OJTHUX
YUPEKIACHUIX.
B pamkax ykasaHHBIX IIOJIOKEHUW II0J IIOATOTOBKOM K HPUMEHEHUIO
CJIeIyeT IOHUMATh IPOCTOU ITPOLIECC, TAKOU KAK:
® DpACTBOPEHME WIIA JUCIIEPTUPOBAHUE JIEKAPCTBEHHOI'O Ipernapara i
KIIMHUYECKUX MCCIENOBAHUM Ul BBOJA JIEKAPCTBEHHOI'O Ipernapara
CYOBEKTY UCIIBITAHUS, WIN
® pa3BelICHHUE WM CMEIINBAHUE JICKAPCTBEHHBIX(OT0) MpenapaTros(a) ass
KJIIMHAYECKUX MCCIIEJOBAaHUM C JAPYTMM BEIIECTBOM (BEIIECTBAMU),
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KOTOpPO€  NPHUMEHSIOT KAK  HOCHTENIb C  LEIbI0  BBEJCHHS
JIEKapCTBEHHOT'O Mpenapara.

CMelmBaHUE HECKOJBKHUX MHIPEIMEHTOB BMECTE, BKIIIOUas AECHCTBYIOLIEE
BELIECTBO, C LIEJBI0 IOJYUYEHHUs JIEKApCTBEHHOIO Ipemnapara A KIMHUYECKHUX
UCCIIEJOBaHMM, HE SBJISIETCS MOATOTOBKON K IPUMEHEHHUIO.

JlexkapcTBEHHBIN mpenapar sl KIMHUYECKUX HCCIECAOBAHUN YK€ JOJKEH
OBITh B HAJIMYMHU JI0 [TPOLIECCa MOATOTOBKU K IPUMEHEHHUIO.

[Ipouiecc MOArOTOBKM K MPUMEHEHHIO CIEAYET, HACKOJIBKO 3TO BO3MOKHO,
OCYULIECTBJISITh HEMOCPEACTBEHHO NEPE]T BBEICHHUEM.

Takoil mnpouecc HOMKEH OBITh yKa3aH B 3adBICHUM Ha IIPOBEICHUE
KJIMHUYECKHUX UCCIIEOBAHMI/I0ChE UCCIEAYEMOTO JIEKAPCTBEHHOTO MpernapaTa 1 B
IPOTOKOJIE KIMHUYECKOIO MCCIENOBAHMS WM COOTBETCTBYIOLIEM JIOKYMEHTE,
MMEIOIIEMCS Ha KIIMHUYECKOU 0ase.

TepMuHBI U onIpeeIeHUsA

Jlocbe Ha JekapcTBeHHbIi mpemapar (product specification file):
KOMIUIEKT JOKYMEHTOB, COJAEp)KaIuX BCIO WHGOpPMAIUIO (MM CCHUIKH Ha
COOTBETCTBYIOLIME JOKYMEHThI), HEOOXOAMUMYIO JUJIsi COCTaBJIECHUS MOJIPOOHBIX
WHCTPYKIIMA TI0 TIPOW3BOJCTBY, YIIAKOBKE, KOHTPOJIO KadecTBa, BhbIIaye
paspeleHrss Ha BBITYCK CEPUM W OTTPY3Ke JICKApCTBEHHOTO Iperapara JJis
KJIMHUYECKUX HUCCIICTOBAHUM.

3aka3 (order): 3agaHWe Ha TPOM3BOJCTBO, YIIAKOBKY H/MJIHM JIOCTaBKY
OMPENICICHHOTO KOJIMYECTBA EIMHUI] JICKAPCTBEHHBIX(0OTO) mpenaparoB(a) s
KJIMHUYECKUX HUCCIICIOBAHUM.

HccnemoBarenn (investigator): JIumo, OTBETCTBEHHOE 3a IPOBEJICHUE
KJIMHUYECKOTO HCCIENOBAaHUS B MEAWIIMHCKOM yupexknaeHuu. [lpu mpoBemeHuu
KJIMHUYECKOTO  HCCIENOBaHMSA TPYIIOW JIMI  HMCCIENOBATENeM  SIBISIETCS
PYKOBOAMTENb  TPYIIBI, KOTOPHIH MOXET  Ha3bIBaThCS  OTBETCTBEHHBIM
UCCIIEIOBATEINEM.

Kaunnueckoe uccaenoanme (clinical trial): MccnenoBanue, npoBoaumoe
Ha JIIOIAX — CyOBEKTax WCCIEAOBAHUS JUIS BBISBICHUS WM TOITBEPIKICHUS
KIIMHAYECKUX, (PapMaKOJIOTHUECKUX W/WIM Jpyrux (HapMakoIuHAMUYECKHUX
3¢ (DexToB JIeKapCTBEHHBIX(0T0) MpenaparoB(a) s KIMHUYECKUX HCCIEIOBaHUIN
W/WIW 1714 BBISIBIIEHUS MMOOOYHBIX PEaKLMii Ha HEeTOo (HUX), U/WIIK JUIsl ©3yUYEHHUSI €T
(ux) abcopO1MK, pacrpeaesieHns, MeTad0In3Ma U BIBEJECHUS C LEIbI0 OLEHKH €TO
(ux) 6e3omacHOCTH W/UIH 3G (PEKTUBHOCTH.

Kon pangomu3zanum (randomization code): Ilepeuenn, coaeparuii
ONMCaHUE JICYCHUS, HA3HAUEHHOTO KaXJIOMY CyOBEKTY HCCIEIOBAHUSA C yUETOM
paHIOMU3aIINH.

JlekapcTBeHHbIM  mpemapar /Ui  KJIMHMYECKHUX  HCCIAeI0BAHUM
(investigational medicinal product): AktuBHas (apmarieBTHUYEeCKass CyOCTaHIHMS B
JeKapCcTBEHHON (opMe wmimm 11anebo, HCCiIeqyeMble WM HCIOJB3YeMbIE B
Ka4yecTBE Tperapara CpaBHEHUS TPY MTPOBEICHUHN KIMHHYECKOTO uccienoBanms. K
JICKapPCTBEHHBIM IperapaTaM I KIMHHYECKUX HCCIICIOBAHUN OTHOCSTCS TaKKe
y)K€ 3aperUCTPUPOBAHHBIC JIEKAPCTBEHHBIE TNpENaparbl, €CIU CHOco0 UX
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NPUMEHEHUsT WM TPOU3BOACTBA (JeKapcTBeHHas ¢GopMa WIM YIIaKOBKA)
OTJIMYAETCS OT 3apETrUCTPUPOBAHHOIO, a TAKXKE B CIIy4yae MX HCIOJIb30BaHUA IO
eme He OJO0OpEHHBIM TMOKA3aHUSM WM JUIsl TOJY4YeHHUS JIOMOJHHUTEIIbHON
uHdopmaIuu o0 yKe 3aperuCTPUPOBAHHOM JIEKapCTBEHHOU (opMe.

Orrpy3ka (shipping): Omepanuu 10 ynakoBke [Uisi OTTPY3KH M IIO
TPaHCIOPTUPOBAHUIO 3aKa3aHHBIX JIEKAPCTBEHHBIX MpENnapaToB JJsi KIMHUYECKHUX
HUCCIIEeI0OBaHUM.

IIpenapatr cpaBuenusi (comparator product): Hccremyemslii  wim
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Tpernapart (T.e. aKTUBHBIN KOHTPOJIb), JIMOO
1ane6o, UCIOB3YyeMbIN(0€) KaK KOHTPOJIb B KIIMHUYECKOM HCCIIEI0BaHUN.

IIpousBoauTesib/uMnopTep JIEKAPCTBEHHOT 0 npemnapara st
KJIMHNYEeCKHX wuccaenoBanmii (manufacturer / importer of investigational
medicinal products): Jluio, wuMeromee JHIEH3WIO Ha IPOU3BOACTBO WM
paspelieHue Ha  BBO3  JIGKAPCTBEHHOTO  Mpemaparta Juisl  KIMHUYECKHX
UCCJICIOBAHUM, BbIJIJAHHBIE B YCTAHOBJICHHOM IOPSI/IKE.

Panpomusanust  (randomisation): Tlpouecc pacnpeneneHus CyObEKTOB
UCCJICIOBAHUSI 10 OCHOBHBIM M KOHTPOJBHBIM TpyHIaM C HCIHOJb30BaHUEM
DNIEMEHTAa CIy4alHOCTH C TIENbl0 CBEACHHUA K MHUHUMYMY BO3MOXKHOCTU
HEOOBEKTUBHOTO 3aKITIOUCHHUSL.

«Cnenoe» muccaenoBanue («ciaemoin» merox) (blinding): Ilpomemypa
KIMHUYECKUX HWCCIIEIOBaHUM, TMpHU KOTOPOM OAHa WM Oojiee CTOPOH,
YYaCTBYIOIIMX B HCCIEJOBAaHUU, HE HWH(POPMHPOBAHBI O MPOBOAUMOM(BIX)
TepaneBTUYECKOM(MX) Ha3HaueHuu (HazHaueHusix). lIpoctoil «cnemnoi» MeTon
O3Hau4aeT HEOCBEAOMIIEHHOCTh CYObEKTa(0OB) UCCIIEIOBAHMS, @ TBOMHON «CIEHON»
METOJT — HEOCBEJOMJIEHHOCTh O NPOBOAMMOM(BIX) TepaneBTUYECKOM(UX)
Ha3HaueHUU (HA3HAYCHMIX)CyObeKTa(OB) HCCIEIOBaHUS, HcCcaeaoBarens(ei),
HaOmoaTenied U B HEKOTOPBIX CIy4yasx JIHI, aHAIM3UPYIOIIMX TOJTyYEHHBIC
JaHHble. B OTHOIIEHWM JIeKapCTBEHHOTO TMpemapara Juisi  KIMHUYECKHX
UCCJICIOBAHUM  «CIIEMOM» METOJ] HCCIEAOBaHUS O3HA4yaeT MPEeIHAMEPEHHOE
MAaCKHPOBAaHUE WICHTHYHOCTH JTOTO JIEKAPCTBEHHOTO TMpemnapara B COOTBETCTBUU
C yKa3aHusIMH crHoHcopa. PackoaupoBaHue(CHATHE MACKHUpPOBKH) O3HAYaeT
packpbIThe UHpOpMAIUK 00 UICHTUYHOCTH JICKAPCTBEHHOTO TIpernapara.

Cnoncop (sponsor): ®usuveckoe IO, MPEANPHUITAC, YIPSKICHUE WIH
OpraHu3ainus, HECyIIMe  OTBETCTBEHHOCTh 3a  Hayall0  KJIMHUYECKOTO
MCCJIEIOBAHUSI, €TO OPTaHU3AIUI0 U/UU (PMHAHCUPOBAHUE.

YnpasiieHre KauecTBOM

1. Cucrema o0ecniedeHusi KayecTBa, pa3paboTaHHas W TPOBEpPEHHAas
MPOU3BOJAUTENIEM WM HUMIOPTEPOM, IOHDKHA COOTBETCTBOBATh TPEOOBaHUSIM
HACTOSAILIMX TMPaBWI, OTHOCSAIIMMCS K JIGKAPCTBEHHBIM IMpemapaTam s
KIMHUYECKUX HMCCIEAOBaHUMN, TOJDKHA OBITH JOKYMEHTAIBHO O(OpMIIeHA B BUIEC
NUCBMEHHBIX TPOLEAYp M JODKHA OBITh JOCTYIHA CIOHCOPY KIMHUYECKOTO
UCCIIETOBaHMUS.

2. CneunpukalMi ¥ TEXHOJOTHYECKHE WHCTPYKLUHUU Ha JIEKapCTBEHHBIE
npenaparbl A KIMHUYECKUX HCCIEAOBaHUN MOTYT U3MEHATHCS B MPOLECCE UX
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pa3pabOTKH, HO TPH ATOM HEOOXOAMMO OOECHEYUTh WX TMOJHBIA KOHTPOJIbh U
MPOCIIC)KUBAEMOCTh BCEX N3MEHEHHIA.

Ilepconan

3. Becp mepcoHan, AEATEIBHOCTh KOTOPOI'O CBSA3aHA C JIEKAPCTBEHHBIMHU
npenaparaMy sl UCCIEA0BAHMM, JOJDKEH MPONTH COOTBETCTBYIOLIEE O0y4YEHUE,
CBSI3aHHOE CO CHELM(PUKON JaHHOTO BUJA IPOAYKIIHH.

Jlasxxe B ciiydasix, KOrja KOJMYECTBO BOBJIEUEHHOTO IMEPCOHANAa Majo, JIJs
IPOU3BOJCTBA KaXJI0M CEpUM JOJDKEH OBbITh ONpENENeH OTIENbHBIA IEpCOHAl,
OTBEYAIOLIHI1 32 MPOU3BOJICTBO U KOHTPOJIb KA4ECTBA.

4. YIOJTHOMOYEHHOE JIULO JI0JKHO 00€CIIEYUTh HATMYUE COOTBETCTBYIOIINX
CUCTEM, OTBevarolux TpeOoBaHUsAM naaHHoro llpunoxenus. [lns  asrtoro
YIOJIHOMOYEHHOE JMII0 JOJDKHO HMMETh XOpOIIYI0 IMOATrOTOBKY B 00JlacTH
pa3pabOTKM  JICKAPCTBEHHBIX  MpPEMapaToB M MPOBEACHHUS  KIMHUYECKHX
uccieoBaHuil. PykoBOACTBO st YNOJHOMOYEHHOTO JIMIA 1O  OLEHKE
JIEKapCTBEHHBIX NPEMapaToB sl KIMHUYECKHX MCCIEJOBAaHUN MPUBEIEHO B
nyHkTax 38-41 nactosiero Ilpunoxenus.

IHomemenust u 000py10BaHUE

5. Ilpu pabore ¢ JIEKapCTBEHHBIMHU TIpernapaTamMu i KIMHUYECKUX
uccie0BaHui nHpopMaIusi 0 TOKCUYHOCTH, aKTUBHOCTH U CEHCUOMIU3UPYIOIIHNX
CBOMCTBaX MOXET OBITh HEMOJHON, B CBS3U C YEM CIEAYeT YAEIATh 0co0oe
BHUMAHHE CBEJCHUI0O K MHUHUMYMY PHCKOB TMEPEKPECTHON KOHTAMHUHAIUU.
KoHcTpykiusi 000pynoBaHus U MOMENIEHUM, METOJbl UCTIBITAHUI U KOHTPOJS U
npeaensl  AOMYCTHUMBIX KOHLEHTPALMIT OCTaTKOB TIOCJIE OYHMCTKH JOJIKHBI
YUUTHIBATh XapakTep OdTUX puckoB. Crenyer oOpamarb BHUMaHHE Ha
OpraHu3alui0 padOThl MPOU3BOJCTBEHHBIMU IUKIAMHU (KaMITAHUSIMH), €CIH 3TO
BO3MOXHO. [Ipy BEIOOpE MOIOIIETO CPEJCTBA CIEAYET YUYUTHIBATH PACTBOPUMOCTH
JIEKapCTBEHHOTIO TMpernapara.

JToxkyMeHTanMA

Cneundukannu 1 HHCTPYKIHMH

6. Cnemuduxamuu (HA WCXOIHOE CBHIPbE, TEPBUYHBIC YITAKOBOYHBIE
MaTepuayibl, MPOMEKYTOUHbIE TMPOAYKTHI, Hepac(hacoBaHHYIO U TOTOBYIO
MPOAYKIIUIO),pETJIAMEHTBI, TEXHOJOTHUYECKUE WHCTPYKIMU M HMHCTPYKUUU IO
YHaKOBKE JOJKHBI OBITh HACTOJIBKO TIOJHBIMH, HACKOJIBKO JTO TIO3BOJISET
CYLIECTBYIOIIMI YypOBE€Hb 3HaHMi o mpoaykre. Ilo xomy pa3paboTku
JIEKapCTBEHHOI'O Mpernapara ux cleAyeT MEepPUOJUYECKH OIEHUBATh U OOHOBJISATH
(mpu HEoOXO0AMMOCTH). B Kak1o¥i HOBOW BEpCHM JOJKHBI OBITh YUYTEHBI Camble
NOCJIETHUE JIaHHbIE, HCIOJb3yeMas B  HACTOSIIEe BpeMs  TEXHOJOTHS,
HOpMaTUBHBIE W (dapMakomneiHble TpeOOBaHHUs, HOBas BEPCHUS JOJDKHA TaKkKe
COlepKaTh  CCBUIKY Ha  MPEAbIAYIIYIH0  BEPCHI0, UYTOOBI  00€CHedHuTh
MPOCIEKNBAEMOCTh. JIt00ObIe M3MEHEHUS, KOTOPHIE MOTYT UMETh MOCTEACTBUS JIJIS
KauecTBa JICKapCTBEHHOTO TMpernapaTa, B YAaCTHOCTH ISl €r0 CTa0MIBHOCTU M
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OMO3KBHUBAJIEHTHOCTH, CJIEYET BHOCUTh B COOTBETCTBHM C IHUCbMEHHOMN
MPOLIEAYPOH.

7. Cnenyer AOKYMEHTAIbHO O(DOPMIISITH NMPUYMHBI BHECEHMS] W3MEHEHUM;
JOJDKHBI  OBITh MCCIIEIOBaHBI M JOKYMEHTAIbHO OGOPMIICHBI TOCIEACTBUS
U3MEHEHUs] B OTHOIIEGHWM KaudecTBa JIEKQPCTBEHHOrO TMperapaTta W JIIOOBIX
TEKYIINX KIMHUYECKUX UCCIIECTOBAHUM.

3aka3

8. 3aKa3 IoJDKEH conep)kaTh TpeOOBaHKE HA MMPOU3BOJICTBO W/WIIH YIIAKOBKY
ONPENENEHHOr0 YHCJa €AWHUIl NPOAYKUUHA W/WIM ee OTrpy3Ky. 3akas
IPOU3BOAUTENIO JAaeTCs CIOHCOPOM HJIM JIMIOM, JEWUCTBYIOIIMM TIO €ro
MOpYYeHUIO. 3aKa3 JOHKeH ObITh O(OpMIIEH B MHUCHMEHHOM BHJIE (HO MOXKET
nepeaBaThCsl M AJIEKTPOHHBIM CHOCOOOM) W OBITh JOCTATOYHO YETKUM BO
n30exaHue pa3HOUYTEHUH. 3aKa3 JOKEH ObITh O(UIIMATBHO YTBEPXKIEH U UMEThH
CCBUIKY Ha JIOChE Ha JICKAPCTBEHHBIM MpernapaT W Ha MPOTOKON KIMHUYECKUX
UCCIICIOBAaHUM.

Jlocbe Ha JIeKapCTBEHHBIN Npenapar

9. Jocbe Ha nekapCcTBEHHBIM mpemaparT (cMm. paznen «TepmuHbsl u
onpeneneHus» AaHHOro IIpuiokeHus) NOJKHO HENpPEphIBHO OOHOBISTHCS 1O
Mepe pa3paboTKH JIEKapCTBEHHOrO Ipernapara, o0ecredrBasi COOTBETCTBYIOIIYIO
MPOCIEKUBAEMOCTh MPEAbIAYIINX Bepcuil. Jlochbe MOMKHO BKIIOYATh B CeOs
CJIeIyIOUIME JOKYMEHTHI (MIJIM COIEPKATh HA HUX CCHUIKH):

e creuu(uKauMyi U AHATUTUYECKHE METOAMKHA HAa HMCXOJHOE ChIpbEe H
YIaKOBOYHBIE MaTE€pPHAJIbI;
e crHenu(pUKaUUd M aHAJIUTHUYECKUE METOJUKH Ha MPOMEKYTOUYHYIO,
Hepac(acoBaHHYIO U TOTOBYIO MPOAYKIINIO;
TEXHOJIOTHYECKHE HHCTPYKLINU;
METOJMKHN KOHTPOJISl B IPOLIECCE MPOU3BOJICTBA;
YTBEPKJICHHYIO KOIIHIO 3TUKETKH;
COOTBETCTBYIOIIME IPOTOKOJIBI KIMHUYECKUX HCCIEIOBAHUNA U KOJbI
pangoMu3anuu (Ipu HEOOXOAUMOCTH);
® COOTBETCTBYIOIIME TEXHUYECKUE COIVIAILEHUS C 3aKa3uukamu (Mpu
HEO0OXOMMOCTH);
® JaHHBIC O CTAOMIBLHOCTH,
® YCIIOBHS XPAaHEHUS U TPAHCIIOPTUPOBAHMSL.

IIpuBeneHHBI BbIIIE NEPEUYECHb HE MPEAHA3HAYEH I YCTAHOBIICHHUS
OTpaHUMYEeHUN W He sABIAeTCS ucyepnbiBalomMM. OH MOXET HU3MEHSTHCS B
3aBUCUMOCTH OT JIGKapCTBEHHOTO TIpenapara M CTaJuM €ro pa3padoTKU.
Copepxkamasics B ocke MH(pOpMaIMs JO0HKHA CIY>KUTh OCHOBOM MPH OLIEHKE
TOTOBHOCTH ISl IPUEMKHU U BBIJJAYM Pa3pelleHHs] Ha BBITYCK KOHKPETHOM Cepuu
YOTHOMOYEHHBIM JIMIIOM, KOTOPOE AOJKHO MUMETh JOCTYI K 3TOW MH(POpMaLUU.
Ecnu pasnbple craguu mpolecca MPOU3BOACTBA OCYIIECTBISIIOT Ha pPa3HbIX
ydacTKaX, T[J€ OTBETCTBEHHOCTb HECYT pa3Hble YIOJHOMOYEHHBIE JIMIIA,
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JIOTIYCKAeTCsl BECTH OTAENBHBIE JOChE C OTpaHUMYEHHOW MH(pOpMalueH, UMEroIen
OTHOULIEHUE K JESATEIBHOCTA Ha COOTBETCTBYIOIIMX y4aCTKaX.

PerjiaMeHT M TEXHOJIOTMYECKHE HHCTPYKIMHU

10. Kaxmasg mpou3BOACTBEHHAs ONEpalus WIA Omnepauus MO OTTPy3Ke
JIOJDKHA BBINOJHATBECA B COOTBETCTBMM C YETKOM M JOCTAaTOYHO IOJHOU
NUCPMEHHOW WHCTPYKLHEH U COMpOBOXKAAThcs odopmieHueMm 3amnuceil. Ecmm
oreparysi He sIBIsIeTCS MOBTOPSEMOIl, TO HE 00s3aTENIFHO COCTABIIATh PETIAMEHT U
TEXHOJIOTMYECKUE UHCTPYKIMH. 3alIUCH UMEIOT 0C000€ 3HAUECHUE JIsl TOATOTOBKU
OKOHYATEJIbHBIX TEKCTOB JIOKYMEHTOB, KOTOpbIE OYyIyT HCIIOJIB30BAaThCA IPH
CEpPUMHOM ITPOU3BOCTBE MOCIIE NOJIYYEHHS PETUCTPALMOHHOIO yIOCTOBEPEHMUS.

11. Uudopmanuro, coaepkaiiyrocs B JOChe Ha JIEKAPCTBEHHBIN Mpenapar,
CJIeyeT UCIOJb30BaTh MPU pa3pabOTKe NETaJbHBIX MUChMEHHBIX UHCTPYKIMM 110
IIPOU3BOJCTBY, YIAKOBKE, HCIBITAHUAM JUIsI KOHTPOJISI KadecTBa, YCIOBHAM
XpaHEHUs U TPAHCIIOPTUPOBAHUS.

NucTpyknum no ynakopke

12. JlekapcTBeHHbIE mpemnapaTbl s KIMHAYECKUX HCCIENOBAHUM, Kak
NpaBUiIO, JOJDKHBI YIAKOBBIBATHCA HWHAUBUAYAIBHO ISl KaXIOro CyObekTa
uccienoBanuii. KomuyecTBo ennMHUIl yaKOBBIBAEMOM MPOAYKUUU JOJIKHO OBITH
ONPENENICHO 10 Hadaja OIepaluid MO YMAaKOBKE C YYETOM KOJIMYECTBA E€IMHUL,
HEOOXOJMMBIX ISl TIPOBEJICHUSI KOHTPOJI KayecTBa, U apXUBHBIX 0Opa3loB MJis
xpaHeHus. Ilocine okoHYaHMsI YIAKOBKM M MapKHpPOBKH HEOOXOJUMO COCTaBUTh
MaTepuagbHbId OajaHc, 4TOObI TapaHTUPOBATH MPABWIBHBIM yYeT KaKJOro BHJA
IPOLYKINH JUISl KQXKI0M CTaAUU IIPOU3BOJICTBA.

3anucu Mo MpPoOM3BOJACTBY, KOHTPOJIIO M YNAKOBKEe CEpUM NPOAYKIUU
(1oche Ha cepuI0)

13. 3anmcu 1Mo MPOM3BOJCTBY, KOHTPOJIO W YIMAKOBKE CEPUU TPOIAYKITUH
(mochbe Ha cepuio) TOJDKHBI COACPIKATh JOCTATOYHO MOAPOOHYIO HH(GOPMAITUIO IS
TOYHOTO MPOCJICKUBAHUS MOCIEIOBATEIIBHOCTH OIEpaluii. DTU 3aMUCH JTOJKHBI
COJIEpKaTh BCE CYIIECTBEHHbIC 3aMEUaHUsi, 0OOCHOBBIBAIOIINE HCIIOIb30BAHHBIC
MPOIEAYpPhl WJIM BHECEHHBIE M3MEHEHHUS, KOTOPhIE PACHIUPSIOT CYIIECTBYIOIIUE
3HaHUS O JICKAPCTBEHHOM TMpernapare U TO3BOJSIOT YCOBEPIIECHCTBOBATH
MIPOM3BOJICTBEHHBIC ONEPAIUH.

14. 3amucu 1Mo TPOU3BOJCTBY, KOHTPOJIIO U YHAKOBKE CEPHUU IPOIYKIIMH
(moche Ha cepHi0) MOJKHBI XPAHUTHCS HE MCHEE IISTH JIET IOCIIE 3aBEPIICHUS M
O(pHUIIMAIBHOTO TPEKpaIIeHUs TOCICIHEr0 KIMHUYECKOIO0 MCCIICIOBaHUsA, B
KOTOPOM ObljIa UCITOJIhb30BaHa 3Ta CEPHS.

IIpousBoacTBo

YnakoBoYHbIe MATEPHAJIbI

15. B cmneuudukanusx W METOAMKAX KOHTPOJS KadecTBa CIEIyeT
MPEyCMAaTPUBATh CIEHUAJIbHBIE MEPbl [0 IMPEAOTBPALICHUIO CIYy4YalHOTO
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PAaCKOIMPOBAHMS H3-3a PA3JIMYMM BHEIIHErO BHMJA PA3HBIX CEPUN YIIAKOBOYHBIX
MaTepUalIoB.

TexHoJIOrHYeCcKUe onepanuu

16. Ha cragum pa3pabOTKM JIEKapCTBEHHOIO TMperapara ClieayeT
ONpENECIUTh KPUTUYECKHE TMapaMeTpbl W BHJABI KOHTPOJIA B  MpoIlecce
NpoU3BOJACTBA. BpeMmMeHHble mapamMeTpbl W BHABl KOHTPOJII B IpoIliecce
MIPOU3BOJICTBA MOTYT OBITh TIOJYYCHBI U3 TPHOOPETECHHOTO OTBITA, B TOM YHCIIE U3
MPEABIAYIUX HCCIeNoBaHUN 10 paspaborke. KirodueBoil mepcoHan IOJDKEH
YAEIATh 0c000€ BHUMaHHE pa3padOTKEe HEOOXOAMMBIX HWHCTPYKIIUH U
MMOCTOSTHHOMY WX COBEPIICHCTBOBAHHWIO C YYE€TOM OIbITa, MPUOOPETaeMOro B
MPOIIECCe TIPOM3BOJICTBA. YCTAHOBIICHHBIE W KOHTPOJHPYEMBIC TapameTphbl
JOJDKHBI OBITh OOOCHOBAaHBI B COOTBETCTBUU C HMMEIONIEHCS B JIaHHOE BpeMs
uHpopMmarmei.

17. He o0si3aTebHO MPOBOAUTH BAIUJIALIMIO TEXHOJOTHMUYECKUX IMPOIIECCOB
MPOU3BOJICTBA JICKAPCTBEHHBIX IMPENapaTtoB [JIsi HUCCIENOBaHUM B oOBEME,
npeaycMaTpuBaeMoM JJIsi  CEPUMHOTO MPOU3BOJACTBA, HO TOMEIICHUS W
o0OpyZl0OBaHUE  JIOJDKHBI ~ OBITh  KBAIM(PUIMPOBAHBL.  JI7Is  CTEpUIIBHBIX
JICKapCTBEHHBIX TMpenapaToB BaJMJAlUS MPOIECCOB CTEPUIM3ALUU JOJDKHA
MPOBOJUTHCA IO TEM JKE€ CTaHAapTaM, 4YTO W JUIsl 3aperuCTPUPOBAHHBIX
JICKapCTBEHHBIX TMpemapartoB. [lpum HeoOXoguMoCTH, IS TapaHTHUPOBAHUS
0e30macHOCTH  OMOTEXHOJOTHYECKHX JICKAPCTBEHHBIX IPEMapaToB  CICAYET
JI0OKa3aTh  WHAKTUBAIMIO/yIalleHWe BHUPYCOB  W/WIIM  JPYTHUX  NpuUMecei
OMOJIOTUYECKOTO MPOWCXOKIACHHUSI B COOTBETCTBHU C HAYYHBIMHU MPUHIATIAMHA H
METO/IaMH, U3JI0KEHHBIMH B COOTBETCTBYIOIIUX PYKOBOJACTBAaX, NCHCTBYIONIUX B
JAHHOM 001acTH.

18. Banunmanus acenTHYECKUX MPOIIECCOB MPECTABISET 0COOYIO0 TPYAHOCTD
IpU MaJbIX pazMepax cepuid MPOAYKIHH. B 3TuX ciiydasix KOJIU4eCTBO MEPBUUHBIX
YMaKOBOK, HAMOJHSEMBIX CpelaMd, MOXET OBITh paBHO HAMOOJBIIEMY pa3Mepy
cepur npoaykuuu. [1o Bo3MOXXHOCTH (B TOM YHCIE JUIsi UMHUTAIMH TPOIlecca)
ClIelyeT HAINOJHATh CpelaMUd OOJIbIlIee YWCIO €IUHUIl MPOAYKIIUU  JUIS
oOecrieueHusi  OOJbIIEH  JOCTOBEPHOCTH  pe3ynbTaroB.  HamomHenue
repMeTH3aIus SIBJISIFOTCS MPEUMYIIECTBEHHO PYYHBIMU WIH
MOJIyaBTOMAaTHYCCKUMH ~ OTEpaIusIMA,  NPEACTABISIIONIAMUA  PUCK IS
CTEpWJILHOCTH. B CBSI3M C 3THM CIIEIyeT YICIUTh ITOBHINICHHOC BHUMaHUE
OOy4YeHHUIO TepCoHala W TMPOBEACHHUIO BAIUIAIMM METOJOB AaCENTUYECKOTO
MIPOM3BOJICTBA C YIaCTUEMKAXKIOTO OTlepaTopa.

TpeOoBanus kK npenapary cpaBHEeHUs!

19. Tlpu m3MeHEHHSX JEKApCTBEHHOTO Mpernapata o0beM HHPOpMAIUUA O
HEM (Harpumep, Mo pe3yJbTaTaM HCCIIEIOBAHUS CTaOMIbBHOCTH, CPABHUTEIHLHOMY
TECTY KUHETHKHU PacTBOPEHHUsI, OMOJAOCTYITHOCTH) TOJKEH OBITh JOCTATOUHBIM JJIs
JI0Ka3aTeNbCTBA TOTO, YTO 3T U3MEHEHUS HE OKaXYT CYIIECTBEHHOTO BIUSHUS Ha
UCXOJHbIE TapaMeTphbl Ka4ecTBa 3TOr0 JIEKAPCTBEHHOIO IIpernapara.
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20. Cpok TOAHOCTH TpernapaTa CpaBHEHUS, YKa3aHHbBIN Ha EPBOHAYAIBHOM
yIMaKOBKE, HE MOKET ObITh TAKUM K€ JJIsl MePEeyNaKOBAHHOIO B IPYTYIO YIIAKOBKY
npenapara, Kotopasi MOXKET He 00eClIeUuTh SKBUBAJICHTHBIN YPOBEHb 3aIIUThHI UM
MOXET OBITh HECOBMECTUMON ¢ mpenaparoM. [losTomy croHcop WM JHIIO,
JEUCTBYIOIIEE OT €ro HMMEHHU, JOJDKHBI ONPEACINTh NPUEMIIEMYIO 1ary, A0
KOTOpPOM CJIEIyeT HCMOJIb30BaTh MpENapar, HpU 3TOM CIEAYyeT MPHUHITh BO
BHUMaHWE MPUPOAY Mpenapara, XapaKTEPUCTUKH KOHTEWHEpA W YCIOBHS, B
KOTOpBIX OyZeT XpaHuTbcs mpenapaT. HOBBI CpOK TOMHOCTH JOJIKEH OBITh
00OCHOBaH W HE MOXET TIPEBBINIATh CPOK TOMHOCTH, YKa3aHHBIM Ha
NEepPBOHAYANBHON ynakoBke. CpoOK TOJHOCTH JIOJDKEH COTJIAaCOBBIBATHCSA C
JUIUTEIIBHOCTHIO KIIMHUYECKOTO HCCIIEOBAHUSI.

Onepauyu 1o KOAUPOBAHUIO («CJIEMO» METON)

21. Ecnn nexapCTBEHHbIE Npenapatbl KOAUPYIOT, JOJDKHBI ObITh CHUCTEMBI,
o0ecreunBaOIIe  JOCTUKEHHE UM  COXPAaHEHHWE  KOJUPOBKH, HO  IIpH
HEOOXOMMOCTH I103BOJIAIOIIME UACHTU(DULIUPOBATH 3aKOAMPOBAHHYIO
(«cnemnyro») IpOAYKIMIO, B TOM YHCIIE HOMEPA CEpUil JIEKApCTBEHHOTO IpernapaTa
710 onepanuu 1o koauposanuio. Creyer npeaycMOTpeTh BO3MOKHOCTh ObICTPOM
UACHTU(UKALIMY JIEKaPCTBEHHOTO Iperapara B SKCTPEHHBIX CIydasX.

Koxa panpomusanumn

22. B UHCTPYKIUAX AOJKHBI OBITh OMUCAHBI BCE MPOIEAYPHI MO CO3/IaHUIO,
3allMTe, pacrpeaesieHruo, o0paboTKe U XPaHECHUIO JIFOOOro KoJa paHI0MHU3AINH,
WCIIOJB30BAaHHOTO  JUIsl  YIIAaKOBAaHHBIX  JIGKAPCTBEHHBIX  MpemapaToB s
KIIMHUYECKUX UCCIEOBAHUM, a TaKKe METO/bl pacKpbITus Koja. Cienyer BBECTH
COOTBETCTBYIOIIIHE 3aTUCH.

Onepauuu no ynakoBke

23. Ilpm ynakoBke JEKAPCTBEHHOTO Ipenapara id KIMHUYECKHX
UCCIIEJOBAaHUM MOXXET O0Ka3aTbCs HEOOXOIMMBIM OJHOBpPEMEHHOE oOpalleHue
MPOAYKLUHU Pa3JIMYHbIX BUJAOB HA OJHOM M TOM K€ YNAaKOBOYHOM JIMHUHU. [[omxeH
ObITh CBEJCH K MUHUMYMY PUCK MEpEenyThIBaHUS JIEKApPCTBEHHBIX IpenapaToB
OyTeM  BBIOJHEHUS  COOTBETCTBYIOLIUX NPOLEAYp W/WIM  HpPUMEHEHUs
CHEUaIbHOTO 00O0PYAOBAHMS U COOTBETCTBYIOLIETO 00YYEHUs IEPCOHAIA.

24. Onepauyy No yImakoBKE U MapKUPOBKE JIEKAPCTBEHHBIX MTPENAPATOB IS
KJIIMHUYECKUX HCCIEJOBaHMM MOTyT ObITh 0OoJiee CIOXKHBIMU M OoJjee
MO/IBEP>KEHHBIMU OIIHUOKaM (KOTOPBIE TPYIHEE BBISBIIATH), YEM MIPU TPOU3BOICTBE
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX mpenapaToB. OcoOEHHO ATO KacaeTcs
JIEKapCTBEHHBIX MpPENapaTroB C MOXO0XUM BHEIIHUM BHUIOM IpPH HCIOIb30BAaHUU
«cuenoro» meroga. B cBs3u ¢ 3TuM TpeOyeTcsi mpuHUMATh OCOObIe MEpHI IO
IPEeIOTBPALICHUIO OLIMOOK B MapKUPOBKE, HAPUMEDP, 32 CUET CBeACHHUs OanaHca
TUKETOK, OYMCTKH JIMHWUHW, KOHTPOJIS B MPOLECCE MPOU3BOJCTBA CIIELUAIBHO
OOYyYEHHBIM MTEPCOHATIOM.

25. VYnakoBka JOJDKHA TapaHTHPOBAaTh COXPAHHOCTb JIEKAPCTBEHHOIO
npenapara JUisl KIMHAYECKHX HCCIEAOBAHUM B HAJJIEXKAIIEM COCTOSHUU IPU
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TPAaHCIIOPTUPOBAHUM W XPAHEHWHW B TPOMEKYTOUYHBIX IYHKTaX Ha3HAYCHUS.
Bropuunasi ynakoBka HOJKHA OBITh TakoW, 4YTOObI OBLJIO cpa3y 3aMETHO ee
BCKPBITHE WIH JIF000€ MHOE BMEIIATEILCTBO BO BPEMSs TPAHCTIOPTUPOBAHUS.

MapkupoBka

26. B Tabnuie 1 cyMmmupoBaHbl TpeOOBaHHUs, COIeprKaIUecs B MyHKTax 26-
30 mnactosmero Ilpunoxenus. MapkupoBka [0JDKHAa OO€CleuuBaTh 3aIIUTY
CyOBeKTa HCCIEeIOBAaHUN, BO3MOXKHOCTh MPOCIEKUBAHUA U WACHTU(PUKALMH
JIEKapCTBEHHOTO TIperapaTa W WCCICIOBAHUA M CIIOCOOCTBOBATH IPABUIHLHOMY
MPUMEHEHUIO JICKQPCTBEHHOTO Tperapara sl KIMHWYECKHX uccieaoBaHuii. Ha
ATUKETKAaX JTOJDKHA COACPKATHCA CleAyrolas nHGOopMaIms, €clii He 000CHOBAHO
ee OTCyTCTBHE (Hampumep, MPH HAIWYWKA [EHTPATH30BAHHOW 3JIEKTPOHHOU
CHUCTEMBI PAaHJOMHU3UPOBAHHOTO KOJIUPOBAHUSA):

d) HauMEHOBaHHWE (MMs), ajapec ©W HOMep TeledoHa CIIOHCOpa,
KOHTPAKTHOM HCCIE0BATEIbCKON OpraHu3alid WU HCCIIe0BATENs
(OCHOBHOE KOHTAaKTHO€ JIMIO [JIi HH(OpPMAIMU OTHOCHUTEIIBHO
JICKapCTBEHHOI'O TMpemnapara, KIMHUYECKOTO WCCIEIOBAaHUS W JUIS
HKCTPEHHOTO PACKOIUPOBAHUS);

b) nmexapctBeHHas ¢opma, criocod BBEJCHHS, KOJIUYECTBO JTO3UPOBAHHBIX
CAVHUIl, U B CIly4ae TMPOBEJACHUS OTKPBITOIO HCCICAOBAHUS -
HAaUMEHOBaHUE/IM(DP  JIEKAPCTBEHHOIO npenapara  H ero
JI03UPOBKA/aKTUBHOCTD;

C) HOMEp Cepud W/WIA KO JUIS HICHTH(PHUKAIUKA COJICPKUMOTO H
OTIepaIly IO YIIaKOBKE;

d) Homep (xom) wcciIeIOBaHUS, TIO3BOJSIONIMN WICHTU(OUIMPOBATH
WCCJICIOBAHNE, MEIUIIMHCKOE  YUYPSKICHHWE, HCCIECIOBaTeIs W
CIIOHCOPA, €CJIA ATO HE YKa3aHO B IPYTOM MECTE;

e) uaeHTH(PHUKAIIMOHHBIH HOMEp/TIeueOHBIN HOMEpP cyOBeKkTa
KJIIMHAYECKOTO UCCIEAOBAHMS U MPYU HEOOXOAMMOCTA HOMED BU3UTA;

f) ¢damunusa v uHUIMATB HccTeaoBaTeNs (€CIM HE YKa3aHO B MyHKTax a)
v d));

Q) MHCTPYKLHS IO NMPUMEHEHHIO (MOXET OBbITh MpHBEICHA CChUIKA Ha
JUCTOK-BKJIQJGINI ~ JIMOO  JIPYroil  TMOSCHUTENbHBIA  JIOKYMEHT,
MpEIHA3HAYCHHBIA I CYOBEKTa KIMHHUYECKOTO HWCCIICIOBAHMS WM
JUIIa, KOTOPOE BBOJMT JICKAPCTBEHHBIN TIperapar);

h) magmucek "ToNBKO IS KIMHUYECKUX UCCIACAOBAHUI" MIIM aHAJIOTHUHAS
(bopMyIMpOBKa;

1) yCIIOBHSI XpaHEHWUS;

J) CpOK HCHOJB30BaHUSA C YKa3aHHMEM MecCslla W Toja TakuM o0pasom,
yTOOBl M30€XaTh JIIOOOW HeompeeIeHHOCTH (MOXeT ObITh YyKazaHa
Jara, JIO0 KOTOpOW HEOOXOAUMO HCIOJB30BaTh JICKAPCTBEHHBIN
nmpenapar, CpoK rOAHOCTH WJIH J1aTa MOBTOPHOTO KOHTPOJIs );

K) mamgnuch «XpaHWTh B HEJAOCTYIIHOM I JE€TeH MecTe», 3a
UCKIIFOUCHHEM  CJIy4daeB,  Korja  JICKApCTBEHHBIM  mpemnapar
MpeIHa3HAYEH JIJIs1 UCTIOJIb30BAHUS TOJBKO B YCJIOBHSIX CTallMOHApA.
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27. Anpec u HOMep TenedoHa OCHOBHOTO KOHTAKTHOTO JIMIIA IS TIepeaadn
uH(OpMAIMM  OTHOCHUTENIbHO  JIEKAPCTBEHHOrO  Mpernapara, KIMHUYECKOTrO
UCCJIEIOBAHUSI U DKCTPEHHOTO PACKOJUPOBAHUS, MOTYT OBITh HE YyKa3aHbl Ha
ATUKETKE, €CIH CYOBEKTy HCCIEAOBaHUS TMPEAOCTABICHb HWHCTPYKIMUS IIO0
MIPUMEHEHUIO WM KapTOuyKa, Ha KOTOPOW yKa3aHbl 3TH JaHHbIE, a TAaK)Ke JaHa
WHCTPYKIIUS AEPHKATh UX MPU ceOe MOCTOSHHO.

28. JlanHble AOJKHBI OBITH MPUBEIACHBI HA OPUIIMATBLHOM SI3bIKE (SI3bIKAX)
CTpaHbl, rJae OyAeT NPUMEHSATHCS JEKAPCTBEHHBIN mpenapaTr sl KIMHUYECKUX
uccienoBanuii. JlaHHble, NMpUBENEHHBbIE B NyHKTE 26 paHHOro Ilpunoxenus,
JIOJKHBI HAXOJIUThCSl KaK HA MEPBUYHOM, TaK U HAa BTOPUYHOM yIMakoBKe (Kpome
ciyyaeB, onucaHHbX B nyHKTax 29 u 30 manHoro Ilpunoxenust). TpeGoBanus k
COJICP’)KaHUIO0 ATUKETOK HAa MEPBUYHON W BTOPUYHON yMaKOBKax IPUBEICHBI B
tabnume 1. Takxke Ha 3TUKETKAaX MOXET OBITh IpHUBEACHA HH(MOPMAITUS HA JPYTUX
A3BIKAX.

29. Ecnu nexkapCTBEHHBIM TMpemapar TMOJATOTOBIEH sl CyObekTa
UCCIICIOBAHUM WM JIMIA, KOTOPOE€ BBOJUT JIEKAPCTBEHHBIN IMpenapar, B
MEPBUYHOM KOHTEMHEpPE BMECTE€ CO BTOPUYHOW YMAKOBKOH, KOTOpBIE CIEIYET
OCTaBJISAITb BMECTE, U HA BTOPUYHOM YIIAKOBKE COAEPIKATCS TaHHBIEC, IPUBEICHHbBIC
B MyHKTEe 26 gaHHoro I[lpuioxkeHus, Ha ATHUKETKE MEPBUYHOrO KOHTEWHepa (Wiu
J000T0 YKYMOPEHHOTO JO3UPYIOIIET0 YCTPOMCTBA, COJEPIKAIIETO MEPBUYHBIN
KOHTEIHEP) ToKHA ObITh YKa3aHa clieiyroiasi nHGopMalus:

a) HaWMeHOBaHWE (WUMs) CIIOHCOpA, KOHTPAKTHOM HCCIIECIOBATEIbCKON

OpraHW3alWU WU UCCIEI0BATENS;

b) nexapcTBenHas (opma, crocod BBeleHUS (MOKHO HE yKa3bIBaTh JUIS
TBEPJIbIX JIEKAPCTBEHHBIX (HOPM ISl IPUMEHEHUSI BHYTPb), KOJIHUYECTBO
JO3UPOBAHHBIX €IUHUI] W B CIydae TMPOBEIACHUS OTKPBITOrO
MCCJIeIOBaHMsI HAaMMEHOBaHUE/ MU(]p JIEKapCTBEHHOTO Tpernapara u ero
JIO3UPOBKA/aKTUBHOCTD;

C) HOMEp CepHH W/WIH KO I UACHTU(PHUKAIIMHA COACPKUMOTO M OTepariiu
M0 YIIaKOBKE;

d) HOomMep (kOm) WCCIIEOBAaHUS, TO3BOJSIOMIMNA  HMIACHTU(DUIIUPOBATD
UCCIIEIOBaHNUE, MEIULIMHCKOE YUPEKIECHUE, UCCIIEN0BATENsS U CIIOHCOPA,
€CJIM 3TO HE YKAa3aHO B JIPYTOM MECTE;

e) wuAeHTU(UKAIMOHHBIA HOMEp/JIeueOHbI HOMEp CyOBbeKTa KIIMHUIECKOTO
UCCIIEIOBAHUSI ¥ IPU HEOOXOAUMOCTH HOMED BU3HTA.

30. Ecnu mepBUYHON YNAKOBKOMW SIBsIETCS OJIMUCTEp MM OHA MMEET MaJlblid
pasmep, HalpuMep amIlyJibl, Ha KOTOPhIX HE MOTYT OBITh pa3MeEIleHbl JaHHBIC,
NpUBEICHHbIE B MNyHKTe 26 Hactosimero IlpwioxkeHusi, AokHa OBITH
MpeayCMOTpEeHa BTOpPUYHAS YMaKOBKAa C JTUKETKOM, cojepralied 3T JaHHbIC.
Tem He MeHee, Ha IEPBUYHOMN YITaKOBKE JTOJDKHBI OBITh YKA3aHBbI:

a) HauMMeHOBaHHWE (MMs) CIIOHCOpA, KOHTPAKTHOW HCCIeI0BATEIbCKON
OpraHU3alvy U UCCIIE0BATEIS;

b) cmoco6 BBeaeHHs (MOKHO HE yKa3bIBaTh IS TBEPBIX JIEKAPCTBEHHBIX
dbopM ns MpUMEHEHHUS BHYTPh), B ClIydae MPOBEACHHUS OTKPHITOTO
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UCCIIEIOBaHMsI HAMMEHOBAaHUE/ (P JIEKapCTBEHHOTO Mpenapara u ero
J03UPOBKa/aKTUBHOCTD;

C) HOMEp Cepuu W/WIM KOA Ml WACHTH(DUKAMH COACPKUMOTO U
OIEpaLnU 10 YIAaKOBKE;

d) Homep (KOI) WCCIIC[IOBaHUs, TO3BOJSIOIIUN HACHTH(PUIUPOBATH
UCCIIC/IOBAaHNE, MEAMIMHCKOE  YYpeXKIEHHE, HCCIeIOoBaTeNd U
CIIOHCOPA, €CIIM 3TO HE YKa3aHO B IPYTOM MECTE;

e) MAeHTH(HUKAIIMOHHBIHI HOMeEp/neueOHbIN HOMED cyOBbekTa

KIIMHUYCCKOTI'0 UCCIICAOBAHUA U 1IPU HeO6XOI[I/IMOCTI/I HOMCD BU3HTA.
Taoauna 1 — CymmapHnas uHpopMaus o MapkupoBke (IyHKTBI 26-30)

a) HanMeHOBaHME (MMs), ampec W HOMep TenedoHa CIOHCOpa,
KOHTPAaKTHOH  HCCIIEIOBATEILCKOM OpraHM3aluu WU

uccienopareis (OCHOBHOE KOHTAKTHOE JIMIIO JUIS MH(DOpMaIUu OBIIUNI COYYA
OTHOCUTENIBHO JIEKApPCTBEHHOI'O IIpernapaTra, KIMHHYECKOro J1s mepBUYHON YIAaKOBKH U
HCCTIEAOBAHMS U ISl SKCTPEHHOTO PACKOIUPOBAHMS); BTOPUYHOHN YIaKOBKH (TIYHKT 26)
b) mexapctBenHas Gopma, croco0 BBeIEHHS, KOIHMYECTBO

JO3MPOBAHHBIX €IUHMIL, U B CIy4yae NPOBENEHUS OTKPBHITOrO Hngopmarus,
WCCIIC/IOBaHUSl -  HAUMEHOBAaHWE/IMUQPpP  JEKAPCTBEHHOTO ykasaHHaid B IIyHKTax
mpemnapara u ero J03UpOBKa/aKTHBHOCTE; a-k

C) HOMEp CEepUH W/WIH KO U1 UACHTU(HUKALINN COAEPKIMOTO

U yKa3aHWe ONEePAIMH 10 YIIaKOBKE;
d) HOMEp (xom) HCCIIEIOBAHN, TIO3BOJISFOIIIMIA
UICHTH()UIMPOBATH MCCIEI0BAHME, MEIUIUHCKOE YUPEKICHHUE,
HCCIIeIoBATENsl U CIIOHCOPA, €CIM 3TO HE YKa3aHO B JAPYroM

MECTE;
IIEPBUYHAS YITAKOBKA

Ecnu nepBuyHyto ynakoBKy
Y BTOPUYHYIO YIIAKOBKY
xpaust BMecTe (myHKT 29) °

€) HuIeHTU(UKAIMOHHBI HOMEp/Ie4eOHbIi HOoMep CcyObeKTa
KJIMHUYECKOTO HCCIEJOBAaHMS M TIPH HEOOXOIMMOCTH HOMEp
BU3WTA;

f) damunust 1 MHUIMATBI WCCiIenoBaTeNs (€CliM HEe YKa3aHO B

nyHkrtax a) uiu d)); Wudopmarusi,
g) MHCTPYKIHsA IO NPUMEHEHHIO (MOXKET ObITh INpHBEIEHA yKa3aHHas B IyHKTax
CChUIKA HA JHUCTOK-BKJIAQABIII JTHOO IPYro MOSICHUTEIHHBIN a bcde

JOKYMEHT, TpEeIHAa3HAYeHHBIH & CyOBEeKTa KIMHUYECKOTO
WCCIIEIOBAaHNUS WJIM JIMIA, KOTOPOE BBOJHUT JIEKapCTBEHHBIN
npernapar);

h) maamuck "ToabKO AT KIMHUYSCKUX UCCIICTOBAaHUH" HTH
aHaJoruyHas OpMyJIUPOBKa;

1) YCIIOBUS XpaHEHHS; MHNEPBUYHAS YITAKOBKA
j) CPOK HCIIOJIb30BaHHsI C yKa3aHHEM Mecslia W rojia TaKuM Bructephl Witk yakoBKH MaJoro
o0Opa3oM, 4ToOBI M30€kKaTh JIFOO0H HEONPEISIeHHOCTH (MOXET pasmepa (yHKT 30) °
OBITh yKa3aHa jaTa, A0 KOTOPOH HEOOXOJMMO HCIIOJIb30BATh

JIGKapCTBEHHBI  mpemapar, CpOK TOTHOCTH WM  JaTa Nupopmarnus,
MOBTOPHOTO KOHTPOJIS); yKa3zaHHas B TyHKTaX

k) Haamuch «XpaHUTh B HEIOCTYITHOM JUIS JETeH MecTe», 3a a’ b**cde
UCKIIIOYEHHEM CIIy4aeB, KOrJa JICKapCTBEHHBIH Mpernapar

MpeJHa3HAaYeH /IS  KCIOJb30BAaHHS TOJBKO B  YCIOBHUSIX
cTalroHapa.

IIpumeyanus.
: Anpec u HoMmep TeneOoHA OCHOBHOTO KOHTAKTHOTO JIMIA JUIS TOMyYeHHs WH(OpPMAIUM OTHOCHTEIHLHO

JIEKapCTBEHHOT0 TMperapara, KIMHHYECKOTO HCCIIENIOBAHMS M SKCTPEHHOIO PACKOAMPOBAHMS MOXKET He
COJIEP)KAThCSl Ha JTHKETKE, €CM CYOBEKTY HCCICOBAHUS IPEJIOCTABICHbl MHCTPYKIHMS IO MPUMEHEHHIO
JIEKapCTBEHHOTO TIperiapara WM KapTouKa, TJie YKa3aHbl 3TH JaHHBIC, a TAKXKE JlaHa HHCTPYKIHUS JIePKaTh HX
npu cede Bee BpeMst (CM. IyHKT 27 nanHoro Ilpuinoxkenust).
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? He HyXHO pa3MeIaTh agpec W HOMep Tene(OHa OCHOBHOTO KOHTAKTHOTO JHIA IS HH(pOPMAIUH
OTHOCHTEJHHO JIEKAPCTBEHHOTO TIpernapaTa, KIMHUIECKOTO UCCIET0BAHNUS H SKCTPEHHOTO PAaCKOINPOBAHUS.
*IIyTh BBECHHS MOKHO HE YKa3bIBaTh B CIydae TBEPIBIX JICKAPCTBEHHBIX (hOPM IUTS TIPUMEHEHHS BHYTDb.

* MOXHO HE yKa3bIBaTh JICKAPCTBEHHYIO GOPMY H KOJTHYECCTBO JO3HPOBAHHBIX CIUHHIL.

® Ecin Ha BTOPHMYHON YMAKOBKE COJEPKUTCS MHGMOPMALMS, NPUBEACHHAs B IyHKTe 26 TaHHOTO
[Tpunoxenus.

31. Jlnsg mnoscHeHHMs YyKa3aHHOW Bbllle WHGOpPMAIMM MOTYT OBbITh
UCIIOJIb30BAaHbl CHMBOJIBI WM NHKTOTpaMMbl. MoskeT ObITh HpelcTaBiieHa
JOTIONTHUTENbHAsT HUHQOpMALUs, TNPEJOCTEPEKEHUS W/WIM HUHCTPYKIUU 110
OOpaIeHuIo C JICKaPCTBEHHBIM MPETapaToOM.

32. B ciy4ae KIMHUYECKHAX UCCIEA0BAaHMM, KOraa

— HET HEOOXOAMMOCTH B OTICIBHBIX TMPOIECCaX TMPOU3BOJICTBA WIH
YIAKOBKH,

— MpU  HCCIENOBAHWU  UCIOJIb3YIOTCS  JIGKAPCTBEHHBIE  CPEJICTBA,
3apETUCTPUPOBAHHbBIC, TMPOU3BEACHHBIE WU  HUMIIOPTUPOBAHHBIC
COTJIACHO JEHCTBYIOIIEMY 3aKOHOIATEIIbCTRY,

— B UCCIEAOBAaHWM TMPUHUMAIOT y4YacTHE MAIMEHTBl C TEMH
3a00JIeBaHUSIMU,  KOTOPHIE  COOTBETCTBYIOT  TMOKa3aHUsIM K
MPUMEHECHUIO, YTBEPKIECHHBIM IIPU PETUCTpAIIUH,

Ha OpPUTMHAJIBLHOM KOHTEWHEpE TakK, UYTOOBI HE 3aKPhITh OPUTHHAIBHYIO ATUKETKY,
JOTIOJIHUTENIHHO JTOJKHBI OBITh IPUBENICHBI CIEAYIOITUE JaHHBIE!

I. Ha3BaHuWe (MMs) CIIOHCOpPA, KOHTPAKTHOTO  HCCIICJ0BATEIIbCKOM
OpraHW3alvy WU UCCIEI0BATEIS;

Ii. HOMEp (KOJ) WCCIICJOBaHUs, TIO3BOJISIONIUN HMICHTH()UIIUPOBATH

MEJUITMHCKOE YUPEXKICHHUE, UCCIEA0BATENs U CyObeKTa UCCIIeIOBAHUS.

33. Ecnmu HeoOXO0AMMO U3MEHHTHh JaTy, J0 KOTOpOH HeoOX0IuMO
UCIIOJIb30BaTh JIEKAPCTBEHHBIM TmpenapaTr sl KIMHUYECKUX HCCIEAOBaHUM,
CJeyeT HAHECTU Ha YNAKOBKY JONOJHUTENbHYIO 3TUKETKY. Ha gomonHuTensHON
ATUKETKE JO0JKHA ObITh YKa3aHa HOBas Jara, 0 KOTOPOH CIEIyEeT MCIOIb30BaTh
JIEKapCTBEHHBIM TIpenapaT, a TakKe TOBTOPHO YKa3aH HOMEpP CEpHHU.
JIONOJIHUTENBHYI0 ATHUKETKY MOXHO HaKJIEWBaTh IOBEPX CTapoil  JaThl
WCIIOJIB30BaHUs, HO OHA HE JOJDKHA 3aKphIBaTh HCXOJHBIA HOMEpP CEpHUM, 4YTO
HEOOXOIMMO JJIsl KOHTPOJISl KauecTBa. JTa Onepalus JI0KHA OCYIIECTBIATHCS Ha
NPEANPUSTANA, UMEIOIIEM JUIEH3UI0 HAa MPOU3BOACTBO JICKAPCTBEHHBIX CPEICTB.
Opnnako, ecia 000CHOBAHO, ATO MOXKET OCYIIECTBIISITHCS B HCCIEAOBATEIIbCKOM
yupexaeHu (papMaieBToOM, MPOBOISIIMM KIMHUYECKUE UCCIIEI0OBAHUS, JINOO 10T
€ro HaOJIOZICHUEM, a TAKXKe IPYTUM METUIIMHCKIM PaOOTHUKOM B COOTBETCTBHH C
TpeOOBaHMSIMU JIEHCTBYIONIETO 3aKOHOAATENbCTBA. ECIM 3TO HEBO3MOXKHO,
OMEpaIMi0  MOXKET (MOryT) OCYLIECTBJISITh MOHHUTOP(bI)  KIMHUYECKOTO
WCCJIETIOBAHUSI, KOTOPBIN MPOIIET COOTBETCTBYIOIIEE 00yueHne. Takyto omneparuro
CJIeAyeT OCYIIECTBISATh COTJIAaCHO MPUHIIUIIAM HacTosuX [IpaBui B COOTBETCTBUU
CO CINENUAIbHBIMH M CTAaHJAAPTHBIMH OIEPAlMOHHBIMU TIpOLEAYpaMU U, TPH
HEO0OXOJIMMOCTH, TI0 KOHTPAKTY; MPOBEJCHUE OINEpallii JTIOHKHO KOHTPOJIUPOBATH
BTOpOE JUIO. [[OMOJHUTENBHOE STUKETUPOBAHUE CIIEAYeT TIHIATEIbHBIM 00pa3oM
o(OpMIISITh TOKYMEHTAIBHO KaK B JJOKYMEHTaX KJIMHUYECKOTO HMCCIICIOBAHMS, TaK
U B 3aIUCAX, OTHOCSIIMXCS K CEpUH (JIOChEe Ha CEPHI0).
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KonTtpoab kayecTBa

34. TlockoabKy MpoOIECChl MOTYT OBITh HE CTAaHAAPTU30BAHHBIMHM WM HE B
MOJTHOM Mepe BaJMAWPOBAHHBIMH, BO3pacTaeT 3HAYCHHE UCHBITAHUN IS
o0OecrieueHrs TapaHTUU TOTO, YTO Kaxaas cepus MNPOAYKLUHUU COOTBETCTBYET
cienu(uKay Ha Hee.

35. KoHTponp KadecTBa HEOOXOIMMO OCYILIECTBISITH B COOTBETCTBUU C
JI0OCb€ Ha JIEKapCTBEHHBII Mpenapar U corinacHo MH(GoOpMaluu, NpegoCTaBIeHHON
CIIOHCOPOM YTIOJTHOMOUYEHHOMY OpraHy NpH 3asiBKE Ha MPOBEACHUE KIMHUYECKOTO
uccienoanus. Ciaenyer NpoBOAUTH MPOBEPKY 3PPEKTUBHOCTH KOAUPOBAHUS U
pe3ysbTaThl €€ 0POPMIIATH JOKYMEHTAJIBHO.

36. O0Opa3ibl JEKAPCTBEHHBIX MPENapaToB sl KIMHUYECKUX UCCIIETI0BAaHUM
XpaHATCSA B JABYX ILENSAX: BO-TIEPBBIX, ISl OOecTeueHUs: Hamuuus obOpasua AJis
AHAJIMTUYECKUX HCIBITAHUNA M, BO-BTOPBIX, AJs1 oOecriedeHus Haiudus obOpasia
FOTOBOTO JIEKAPCTBEHHOIO Mpernapata. Takum o0pa3oMm, 00pas3ubl MOXKHO
pa3aenuTh Ha JIBE KaTerOpUH:

Kontponbubeiii obpazer; (reference sample): oOpasubl cepuu HMCXOIHOTO
CBIPBS, YMAKOBOYHBIX MAaTEpPUANIOB, JEKApPCTBEHHOTO Mpemapara B MEPBHYHOM
yIIAKOBKE WM TOTOBOTO JIEKAPCTBEHHOTO TMpernapara, KOTOpbIe XpaHsT s
IPOBEJCHUS aHalIM3a B Cllydae BO3HHUKHOBEHMs Takoil HeoOxomumoctu. Crenyer
COXPaHATh 00pa3lbl ¢ KPUTUUYECKUX MPOMEKYTOUHBIX CTaauil (Hampumep, mocie
KOTOPBIX MpEAyCMaTpUBAaeTCs IPOBEICHUE AHATUTHUUECKUX MCCIEAOBAHUN MU
BblIaya pa3pelICHU Ha BBITYCK) U 00pa3lbl MNPOMEXKYTOUYHBIX NPOAYKTOB,
KOTOpBIE MOCTABJIAIOTCS 3@ NpPEeNbl 30Hbl KOHTPOJIS MPOU3BOAMTENS, €CIU
CTaOMIIBHOCTH 00Pa3IIOB ATO MO3BOJISET.

ApxuBHbI oOpaser; (retention sample) - oOpaserr B OKOHYATEIBHOM
yHakoBKe, OTOOpaHHBbIM W3 CEpUM TOTOBOM MpoAyKIMH. Ero xpanar B memsx
MOJITBEPXKICHUST MIESHTUYHOCTH. Hampumep, B TedeHHE CpOKa XpaHEHHUs CEepUu
MOJKET MOTPeOOBATHCA OCMOTP 00pasiia MM yIMaKOBKH, MAPKUPOBKH, HHCTPYKITHH
10 IPUMEHEHHUIO, TTOJTydYeHrne HHPOPMAIIUU O HOMEpE CEPUU U CPOKE TOAHOCTH.

Bo wMHOrmx ciay4asx KOHTPOJIBHBIE M apXWMBHBIE O00paslbl TOTOBOM
NPOAYKIIMM HACHTUYHBI U SIBJSIFOTCS €AUMHHUIIAMHM TPOAYKIUHA B OKOHYATEIHHOMN
ynakoBke. B Takux ciydasx KOHTPOJIbHBIE U apXWBHbIE OOpa3lbl MOTYT
paccMaTpuBaThCS Kak B3auMo3aMeHsieMble. KOHTpOJIbHbIE U apXHBHBIE 00pa3iibl
JIEKapCTBEHHOI'0 Tpernapara Uil KIMHUYECKUX HCCIEIOBaHUM, B TOM 4YHUCIE
3aKOJJUPOBAHHOI0 JIEKApPCTBEHHOTO IpernapaTa, JOKHBI COXPAHSTHCS HE MEHee
JBYX JIET IIOCJIE€ OKOHYaHUS WIM OQUIMAIBHOTO NPEKpaIIeHHs] IOCIEIHEro
KJIMHUYECKOI0 HCCIEAOBaHUsA, B KOTOPOM HCHOJb30Bajach JaHHas cepus (B
3aBHCHMOCTH OT TOTO, KAKOH M3 TIEPUO/I0B JOJIbIIIE).

CrnenyeT yaenuTh BHUMaHUE XPAHEHUIO apXWBHBIX 00pasloB 10 TeX TOp,
nmoka He OyJeT COCTaBIIEH OTYET O MPOBEICHWU KIMHHYECKOTO HCCIIEIOBaHUS,
9TOOBI obecrnevnThb BO3MOYKHOCTh MIOJITBEPKICHUS UJACHTUYHOCTH
JEKapCTBEHHOTO  Mpemapara, 4YTO  HEOoOXOoauMO  TpU  paccieIOoBaHHIX
HENPEIBUJCHHBIX  CIly4aeB MW  TPOTUBOPEUYHMBBIX  PE3YJIbTATOB  TaKHX
HUCCIIeI0OBaHUMH.
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37. Mecto xpaHeHHsS KOHTPOJBHBIX M apXHUBHBIX 0Opa3lOB JOHKHO OBITH
ONpPENEICH0O B  TEXHUYECKOM  COTJIAIIEHHMM  MEXAYy  CIIOHCOPOM |
POU3BOAUTENIEM(SIMU), HEOOXOAUMO OOECIIEYUTh K HUM CBOEBPEMEHHBIN J0CTYM
YIOJIHOMOYEHHOT'O OpraHa.

KoHTtposbHble 00pa3siibl TOTOBOTO JIEKAPCTBEHHOTO Tperapara JdOJKHBI
COXpaHAThCSA B rocynapcre-uiieHe Coro3a WM B TPEThEU CTpaHE, €CIU MEXKIY
rocynapctBoM-uieHoM (Coro3a M TPETbEl CTPAHOW-3KCIOPTEPOM CYIIECTBYIOT
COrJIAIIEHHs, KOTOpbIE TapaHTHUPYIOT, YTO MPOU3BOJIUTENb JIEKAPCTBEHHOIO
mpenapaTta JUisl KIMHUYECKUX HCCICOBaHUM MpuAepKUBaeTcss TpeOOBaHUM
IpaBUJI HAJUIEKAIEr0 IPOU3BOICTBA, KAK MUHUMYM, SKBHUBAJIEHTHBIX HACTOSLIUM
[IpaBunam. B HCKIIOUHMTENBHBIX CIydasgX KOHTPOJIbHBIE OOpa3lbl TOTOBOrO
JIEKapCTBEHHOI'O Ipenapara MOTYT COXPAaHSATBbCS Yy MPOU3BOAUTENS B TPEThEH
CTpaHe, B TaKOM Clly4a€ 3TO JOJKHO OBbITh OOOCHOBAHO U JIOKYMEHTAJIbHO
0 OpPMJIEHO B BUJIE TEXHHUUYECKOTO COTJIAIICHUS MEX]y CHIOHCOPOM, UMIIOPTEPOM B
rocyaapctBo-wieH Coro3a M NIPOU3BOAUTENEM JIEKAPCTBEHHOIO IIpenapara B
TPEThEN CTPAHE.

KonnuecTBO KOHTPOJIBHBIX OOpa3sLOB JOHKHO OBbITh JOCTATOYHBIM JIJIS
IIPOBEJICHUSI HE MEHEe 4YeM JBYKPAaTHOIO AHAJIMTHYECKOTO KOHTPOJS CEpPUH
IPOAYKIIMH B COOTBETCTBUU C TPEOOBAHUSAMU JIOChE HA JIEKAPCTBEHHBIN Mpenapar,
IIOJJAHHOTO B YIOJHOMOYEHHBIM OpraH Uil TIOJyYEHMs] pa3pelicHuss Ha
MPOBEICHUE KIMHUYECKUX UCCIEAOBAHMM.

JUiss  apXuBHBIX 00pa3lOB JOMYCKAETCS XpPaHUTh HMHPOPMALMIO B
OTHOUIEHUM OKOHYATEJIbHO YIAaKOBAaHHBIX €IMHUIL JICKAPCTBEHHBIX MPENapaToB B
BU/JIE MUCbMEHHBIX WJIU 3JIEKTPOHHBIX 3AMHCEH, €CIIM TaKUE 3aIIUCU 00eCTIeUnBaIOT
JOCTaTOYHYI0 MHpopManuio. B mocienHem ciayyae cucremMa XpaHEHHUs JI0JKHA
COOTBETCTBOBATH TpeboBaHusAM [Ipunoxenus 11 nacrosmumx [IpaBui.

Bbigaya paspenieHus Ha BBIILYCK CepUi

38. He pomyckaercs Bblaya pa3pelieHUss HA BBIITYCK JIEKAPCTBEHHBIX
npenaparoB i ucciaegoBaHuil (cM. myHKT 43 Hacrosiuiero Ilpunnoxkenus) 1o tex
1op, NoKa YTOJHOMOYEHHOE JIMIO HE YIOCTOBEPUT BBIIIOJIHEHUE YCTAHOBICHHBIX
TpeboBaHuii U TpeboBaHuii naHHoro IlpuioxeHus (cM. MyHKT 39 HacTOAILEro
[TpunoxxkeHusi). YNOJIHOMOYEHHOE JIMIO JIOJDKHO  YYUTHIBaTh  (DaKTOPBI,
npuBeieHHbIe B MyHKTE 40 HacTosimero [IpunoxeHust.

39. Ha BbimonHeHHe YNOJHOMOYEHHBIM JIMIIOM CBOMX OOS3aHHOCTEH B
OTHOUIEHUHM JIEKAPCTBEHHBIX MPENapaToB Uil KIMHUYECKUX HCCIEAOBAHUM
BJIMSIIOT pa3Hble (PaKTOPbI, KOTOPBIE EPEUNCIICHBI HIKE:

a) JlekapcTBeHHBIN Tpenapar HpousBeaeH B rocyaapcrBe-wieHe Coro3sa,
HO He 3apeructpupoBaH B rocyaapcte-uieHe Corosza. IIpu mogaue
3asiBJICHUS] HA MPOBEJCHUE KIMHUYECKUX HCCIEIOBAHUA HEOOXOAMMO
3aCBUCTENIbCTBOBATh,  YTO  JIGKAPCTBEHHBIA  mpemapar  Jyis
KJIIMHUYECKUX MCCIIEeI0BaHUN MPOU3BEJEH U MPOBEPEH B COOTBETCTBUU
c TpeOoBaHusIMU HacTosux IlpaBui, a0cke Ha JIEKapCTBEHHBIM
npernapar, a TakXe YTO HMEETCS COOTBETCTBYIOLIash HH(pOpMalus,
MPEIOCTaBIEHHAs! CIIOHCOPOM YIIOJTHOMOYEHHOMY OpraHy.
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b) JlekapcTBeHHBIN Tmpemapar 3aperucTPUpPOBaH B TOCYIAPCTBE-WICHE

d)

Coro3a, MOCTaBISIETCS AUCTPUOBIOTOPBI, KOTOpass HaXOAUTCS B
rocynapctee-uieHe Coro3a, HE3aBUCUMO OT TOrO, TAE MPOU3BOAUTCS
JIeKapCTBEeHHbIN mpemnapaT. OO0s3aHHOCTH, KOTOpHIE YKa3aHbI BBIIIE,
OCTaIOTCSl TEMHU K€, HO 00BEM MPECTaBICHHBIX JAHHBIX MOXET OBITH
OTPaHUYEH TMOATBEPKICHUEM TOrO, YTO JIEKAPCTBEHHBIN mpenapar
COOTBETCTBYET  3asBJIICHHI0  HAa  MPOBEICHHE  KIMHUYECKUX
UCCIICMOBAaHUA W JIIOOOW TIOCIEAYyIoIe O00pabOTKM C  IEJbIo
KOJUPOBAHMS,  OCYIIECTBICHHS  CHEIUAJIbHOW  YHNAKOBKHM  WIH
MapKUpOBKH I 3TOro wuccienoBaHus. Jlocke Ha JEKapCTBEHHBIN
mpernapaT TakkKe MOXKET ObITh OTPaHUYCHHBIM 10 00beMy (CM. IYHKT 9
nanHoro [lpunoxenus).

JlekapcTBeHHBI TIpenapaT HWMIOPTHPOBAH HEMOCPEICTBEHHO U3
TpeThel CTpaHbl: HEOOXOIMMO 3aCBHJIETEILCTBOBATH, YTO OH
IIPOU3BEIEH U MPOBEPEH B COOTBETCTBHM C ITPaBUJIAMU HAJJIEKAIIETO
MPOU3BOJICTBA, KAaK MHUHUMYM, OSKBHUBAJICHTHBIMU  HACTOSIIUM
[IpaBumiiam, 10Che HA JIEKAPCTBEHHBIN IPEMNapar, a TAKKe 4TO UMEETCS
COOTBETCTBYIOLIAsE ~ MH(pOpMaLus, MPEAOCTaBICHHAas CIHOHCOPOM
YIOJHOMOYEHHOMY OpraHy IIpy IOJAade 3asBICHUS Ha IPOBEIACHUE
KJIIMHUYECKOTO0 HCCIIeIOBaHMs. Eciii JeKkapCTBEHHbIE IpenapaThl s
KJIIMHUYECKUX UCCIIEIOBAaHUI BBE3E€HBI U3 TPEThEU CTPaHbl U SBISIOTCS
OOBEKTOM COTJIAIIEHUS, MPUHATOIO MEXAY TOCYJapCTBOM-UJIECHOM
Cor3a W O3TOM CTpAaHOM, HANpUMEP TaKUM, KaK COIJIAIEHHE O
B3aMMHOM NpU3HAHUH, moboe no100HOe corJalleHue
peaycMaTpuBaeT MpPUMEHEHUE TpeOOBAHMM B OTHOUIEHUH 3TOTO
JIEKapCTBEHHOI'O Tpernapara, SKBUBAJIEHTHBIX HacTodmuM [IpaBumnawm,.
[Ipy  oTCyTCTBMM  COTJlallEHUss O  B3aUMHOM  IPU3HAHUU
Y1nonHOMOYEHHOE JIMII0 HA OCHOBE MH(OpMAalUK O CUCTEME KauecTBa
IPOU3BOJUTENS IOJDKHO YCTaHOBUTH, YTO MPUMEHSIOTCS TpeOOBaHMUS,
SKBUBAJICHTHBbIC HacTosmmM [lpaBuiam. IO1y wuHbOpMAIHIO, Kak
MPaBWIO, IMOJY4YalOT IyTEM Yy4YacTHsl B ayJuTe€ CHUCTEM KayecTBa
npousBoaurene. M1 B mepBoM, 1 BO BTOPOM CiIydae Y IIOJTHOMOYEHHOE
JUII0 MOXET BBIMOJHUTH OIIEHKY COOTBETCTBUSI Ha OCHOBAaHUH
JTOKyMEHTAIMH, IPEIOCTABICHHOW MPOU3BOUTENEM U3 IPYTOM CTPaHBI
(cm. myHKT 40 nanHoro [lpunoxenus).

[Ipu BBO3e TmpemaparoB CpaBHEHHS, KOLJa HEBO3MOXHO MONYYHUTh
rapaHTHIO TOTO, YTO KaXAas cepusl MPOAYKLUMH ObUla NMPOM3BEACHA B
COOTBETCTBUM C  TpeOOBaHUSIMH, SKBUBAJCHTHBIMH  HACTOSALIUM
[TpaBunam, YNOJIHOMOUYEHHOE JUIO JTOJDKHO 3aCBUIECTEIIBLCTBOBATH, YTO
KaXJas TpOW3BENEHHas Cepusi Npolula BCE HEOOXOAWMBIE BUJIbI
KOHTPOJIA U UCTIBITAHUH, HEOOXOAMMBIE JIJIsl TIOATBEPKICHHSI €€ Ka4eCTBa,
B COOTBETCTBUH, a TaK)X€ YTO MMEETCS COOTBETCTBYIOLIas HH(pOpMaLus,
NPEJOCTABICHHAs! CIOHCOPOM YIOJHOMOYEHHOMY OpraHy IpH Iojade
3as1BJICHUS Ha MIPOBEACHNE KIMHUYECKUX UCCIIEIOBAHHA.
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40. Ilpu oueHKe KaXXJI0M cepuu MPOAYKLIHMH NEpE] BblIayeil pa3penieHus Ha

BBIITYCK CJIEYET paCCMaTpUBATh:
® 3aIHCH, OTHOCALIMECS K CEPUM (JOChE HA CEPHIO), B TOM UHUCIIE 3aIIUCH IO

KOHTPOJIFO KayeCTBa, 3alMCH IO KOHTPOJIO B IPOLECCE MPOU3BOICTBA U
3aIlMCH Pa3peIICHUs] Ha BBITYCK, CBUJECTEILCTBYIOIIME O COOTBETCTBUU
JIOChbE Ha JICKAPCTBEHHBIN IIPENApar, 3aKa3y, IPOTOKOIIy MCCICAOBAHUSA U
KOAy paHIoMH3alud. B 3Tu 3amucu JOKHBI OBITh BHECEHBI BCE
OTKJIOHEHHMsI WJIM BHECEHHBIEC B IUIAHOBOM MOPSAAKE U3MEHEHUS, a TAKKE
J100bIe JTOTIOTHUTENbHBIC MPOBEPKUA WM HCIBITAaHHS. 3allUCH JIOJHKHBI
OBITh MOJHBIMH M COIVIACOBAHBI NIEPCOHAIIOM, YIIOJIHOMOYEHHBIM Ha 3TO B
COOTBETCTBUM C CUCTEMOU Ka4eCTBa;
YCIJIOBHS IIPOU3BOJICTBA;
JaHHbIE 00 BaIMJIaUU 000pYy10BaHUs, IPOLIECCOB U METO/IUK;
IIPOBEPKY OKOHYATEIIbHON yIIaKOBKU;
pe3ynbTaThl JIFOOBIX aHAIM30B WJIM UCIBITAaHUH, IPOBEIECHHBIX MOCIE
UMIIOPTUPOBAHUS, €CIIU HEOOXOAUMO;
OTYETHI O CTAOMIIBHOCTH;
e JaHHbIE O [IOCTABUIMKE H IIPOBEPKE YCIOBUU XpaHEHUA U

TPaHCHOPTUPOBAHMUS;
® OTYETHI 00 ay/IUTAaX CUCTEMBI KaueCTBa MPOU3BOIUTES;
® JJOKyMEHTBI,  NOATBEPXKJAIOIIME  MPaBO  NPOU3BOAMUTENS  Ha

MPOU3BOJICTBO  JICKAPCTBEHHBIX  MpENaparoB JUIsl  KIMHHUYECKUX
UCCJIeNOBaHUM (BKJIIOYAash Tpemaparbl CpPaBHEHHsS) Ha  OKCIOPT,
BBIJIAaHHBIC YTIOJITHOMOYEHHBIMU OpraHaMU CTPaHbBI-IKCIIOPTEPA;

e 1pu HEOOXOIAMMOCTH HOPMATHBHBIC TpPEOOBAaHUS B OTHOIICHHUH
PETUCTPAIIMOHHON TOKyMEHTAllUW, TPUMEHSIEMbIE TPeOOBaHUS TPABUI
HaJUIeKaIEero Npor3BOACTBa U JH00bIe OQULIUATIBHBIE MOATBEPKACHHUS
BBITIOJTHEHHSI TPEOOBaHUI MPaBUI HAJIJIEKAIIETO POU3BOJICTBA;

e Bce Jpyrue (QakTopbl, KOTOpble YIOJHOMOYEHHOE JIUIIO0 CYUTAeT
3HAYMMBIMU JJII KAYeCTBa CEPUHU.

3HAUYUMOCTH BBHIIEHPUBEACHHBIX (PAKTOPOB 3aBUCHUT OT CTPAHbI, B KOTOPOH
MPOU3BOSAT JICKAPCTBEHHBIM TMperapaT, NpearnpusTUs-NPOU3BOIUTENS, CTaTyca
perucTpalnuyd  JIEKapCTBEHHOTO  Tpernapara  (3aperucTpupoBaH 1M OH B
rocynapctBe-uieHe Coro3a Wi B TPEThUX CTpaHax), a Takke OT (pa3bl pa3padOTKHU.
CroHCOp MTOJDKEH TapaHTHPOBaTh, YTO BCe (DaKTOPHI, MPUHATHIE BO BHUMAaHHE
YTOTHOMOYEHHBIM  JIUIIOM, BBITIONHSIONIUM OLIEHKY CEpUH, COOTBETCTBYIOT
uHbOpMaIlMK, TMPEIOCTABICHHON YIMOJHOMOYEHHOMY OpraHy TMpH [ojaye
3asBIICHUS] HA TIPOBEACHHE KIMHUYECKHX HCCICIOBaHHWMA (CM. Takke MyHKT 44
nanHoro [Ipunoxxenus).

41. Ecnu nexapCTBEHHBIE Tpemaparbl sl KIWHUYECKUX HCCIICIOBAHUM
MPOU3BOMSIT U YIMAKOBHIBAIOT HA pa3HBIX YYacTKax, 3a KOTOPhIE HECYT
OTBETCTBEHHOCTh pa3HbIC YIIOJHOMOYCHHBIC JIMIA, HEOOXOAMMO BBITIOIHSTH
TpeboBanwus [Ipunoxxenns 16 nHactosmux [Ipasun.
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42. Ecnum corjiacHO JEHCTBYIOLIEMY 3aKOHOJATEIbCTBY YINAaKOBKAa WM
MapKHPOBKa OCYIIECTBISETCS B MCCIEN0BATEIBLCKOM YUPEXKICHUH (papmaiieBToM,
yYacCTBYIOUIMM B TIPOBEACHUU KIMHHUYECKOTO WCCIEAOBAaHUSA, WM O]l €ro
HaOroieHneM, JHO0O0 JPYruM METUIIMHCKUM pPAaOOTHUKOM, TO KOHTPOJb OSTON
JESATEIIbHOCTH HE BXOJUT B O00S3aHHOCTU YTOJIHOMOYEHHOro juma. OpHako
CIIOHCOP HECET OTBETCTBEHHOCTh 3a TapaHTHUIO TOro, YyTO paboTa HaJJIekKalluM
o0pa3oM JOKyMEHTaIbHO OGOpMIIEHA ¥ BBIIIOJHEHA B COOTBETCTBHH C
TpeboBanusiMu Hactosimux [IpaBuin. Ilo 3ToMy Bompocy OH JOMKEH MOMYyYUTh
UHPOpMAaLKIO OT Y IOJTHOMOYEHHOT'O JIUIIA.

TpancnoprupoBanue

43. JlekapCTBEHHBIE MpENapaThl IJsl KIMHAYECKUX MCCIECIOBAHUM JOJKHBI
OCTaBaThCs MOJ KOHTPOJIEM CIIOHCOpA 10 3aBEPLICHUS ABYXATAMHOW MPOUELYPHI
BBIJIAYX Pa3pEUICHUs HA BBITYCK: OLEHKH COOTBETCTBHS Y IOJHOMOYEHHBIM JIMIIOM
Y BBIIAYX CIIOHCOPOM PAa3PEILICHUs HA BBITYCK JUIsl HCIIOJIB30BAHMS B KIIMHUYECKUX
VCCJIETOBAHUSIX nocJie co0roieHus TpeOoBaHMIt JEHUCTBYIOLIETO
3akoHojarenbcTBa. O0a 3Tama JOJKHBI ObITh O(OPMIICHBI JOKYMEHTAJIBHO, a
3alMCH JOJDKHBI XPAHUTBHCS HEMOCPEACTBEHHO Y CIOHCOPAa WM Yy JIMIA, KOTOPOE
NercTBYET OT ero umeHu. (I'apmoHu3npoBaHHbIi (hopMaT cepTUPUKaTa CEpUN s
oOJeryeHrs NEepeMEIIeHHs] JEKapCTBEHHBIX NPEnapaTroB s KIMHUYECKUX
UCCJIEIOBAHUM MeX Ay rocynapcrsamu-uieHamu Coro3a, npuBesieH B JlonosHeHnn
1 x Hacrosmemy [lpunoxenuro). CIOHCOp AOJDKEH TapaHTHPOBATh, YTO BCS
noApoOHass uHdOpMalMs, KOTOpas MPUIIOKEHA K 3asBJICHUI0 HAa TPOBEACHUE
KJIIMHAYECKOTO  HUCCJENIOBAHMS, PACCMOTPEHAa YIOJIHOMOYEHHBIM JIMIOM U
OTBEYaeT HH(OpMaLMM, KOTOpas YTBEp)KIEHA YHNOJHOMOYEHHBIMU OpraHaMHu.
JlomxkeH ObITh O(QOPMIIEH COOTBETCTBYIOLMN JOTOBOP O BBIIOJHEHUH 3TOTO
TpeOoBaHus. C MPaKTUYECKOW TOUKHU 3pEHUS, HAWIYUIIUM CIIOCOOOM BBIITOJIHEHUS
TUX TPEOOBAHUU SBJISETCS KOHTPOJb WM3MEHEHUH B JOChE Ha JIEKAPCTBEHHBIN
npenapar, 4To JOJDKHO OBbITh BKJIIOUEHO B TEXHHUYECKOE COIVIALICHHE MEXIY
Y IIOJTHOMOYEHHBIM JIMLIOM U CIIOHCOPOM.

44. TpaHCIOPTUPOBAHHME JIEKAPCTBEHHBIX IPENApaToB JUIsl KIMHUYECKUX
UCCJIEIOBAHUM CJIEyeT OCYUIECTBISTh B COOTBETCTBUM C HWHCTPYKIMSIMH,
MPEIOCTABIEHHBIMU B PACIIOPSKEHUE CIIOHCOPOM WIIM JIULIOM, JEHCTBYIOLIUM OT
€ro UMEHHU.

45. Jlo TmOCTaBKM JIEKApCTBEHHBIX MpPENaparoB Uil  KIMHUYECKHUX
UCCJIEIOBAHUM K MECTY MPOBEACHUS HUCCIEAOBAHUI JOJKHBI OBITh YCTAHOBJICHBI
npaBuia Mo PacKOAUPOBAHUIO JIEKAPCTBEHHBIX MPENapaToB YIOJHOMOUYEHHBIM Ha
TO MEPCOHATIOM.

46. Cnenyer XpaHWTh TMOAPOOHBIA TEPEUYCHb OTIPYKCHHOU MPOIYKIIUH,
COCTaBJICHHBIN TMPOU3BOAUTENEM WM UMHIOpTepoM. Oco0oe BHUMaHUE CIEAyeT
YAEIATh TOYHOCTH YKa3aHUsl HAMMEHOBAHUS U aJpeca MoTydaTesis.

47. Tlepenady J€KapCTBEHHBIX MpenapaToB ISl UCCIAEAOBAHUNA M3 OJHOTO
MecTa IMPOBEACHUS HCCIENOBAHMM B APYroe CIeAyeT IPOBOAWTH TOJBKO B
UCKIIIOUUTENBHBIX ciayyasx. [lopanok Takol mepefadu JOJKEH ObITh YCTAHOBJIEH
CTaHIAPTHOM oOmNepalMoHHON mpoueaypoil. Cienyer nNpoBEPUTh COBOKYITHOCTH
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MMEIOIIUXCSL O JIEKAPCTBEHHOM IMpernapare CBEJAEHUU 3a TOT MEPUOJ], KOorja OH
HAXOJIMJICS. BHE KOHTPOJISI MPOU3BOJUTENS, HAIpUMeEp, C MOMOIIbI0 OTYETOB O
MOHUTOPUHIEC KIMHUYECKUX MCCIIEIOBAHUN WIIU PETUCTPAIMU YCIOBUN XpaHEHHUS
Ha TpEIBIIYIIeM MeCTe MPOBEACHUs uccieqoBaHui. Takas mpoBepka JOJKHA
YUUTHIBATHCSI TIPU OLIEHKE BO3MOKHOCTH Tepenaud mnpoaykuuu. K ydactuio B
pOBEpKE HEOOXOMMO MPUBJIEKATh Y OJIHOMOYEHHOE JuIlo. [Ipu HeoOxoaumocTu
JIEKapCTBEHHBIN TIpernapar CJeAyeT BEpHYTh MPOU3ZBOJUTEIIO0 WU APYroMy
MMEIOIIEMY Ha TO MPaBO MPOU3ZBOAMUTEINIO JJISi IOBTOPHOM MApKUPOBKHU U JUISI €70
OLICHKH YTIOJIHOMOYEHHbIM JuloOM. ClielyeT XpaHUTh 3alucu U 0OecreyuBaTh
MIOJTHOE OTCIICKUBAHHUE MOAOOHBIX Mepeaay.

IIperen3un

48. BbiBoabI MO pe3yibTaTaM JIIOOOTO paccieoBaHus, MPOBEICHHOTO B
CBSI3M C TOCTYIUIGHHEM MPETEeH3MHM [0 KA4eCTBY JIEKApCTBEHHOTO Mpemnapara,
JOJDKHBI  OBITh  OOCYXKZICHBI MEXAY NPOU3BOAMUTEIIEM WM HMMIIOPTEPOM U
CIIOHCOPOM (€CIM ATO HE OJHO W TO K€ JIUI0). B 3TOM JOJDKHBI y4yacTBOBAaTh
YTIOTHOMOYEHHOE  JIMIIO HW  JIMI@a, OTBETCTBEHHBIE 3a  IMPOBEICHHUE
COOTBETCTBYIOIIETO KIMHUYECKOTO HCCIEAOBAHUSA, YTOOBI OIEHUTH BO3MOXKHOE
BJIMSTHUE TIPETEH3UN Ha KJIMHUYECKOE MCCIIEIOBaHME, pa3paboOTKy JEKapCTBEHHOTO
npenapara u cyObeKTOB HCCIIEIOBAaHUH.

OT13bIBBI U BO3BPAThI

OT13bIBBI

49. Tlopssmok OT3bIBA JIEKAPCTBEHHBIX MNPENapaToB Ui KIMHUYECKHUX
UCCIIEJOBAaHUM U €ro JOKYMEHTAJIbHOTO O(OPMIICHUS JOKEH ObITh COIVIAaCOBaH
MEXy CIIOHCOPOM U IIPOU3BOAUTENIEM WM UMIIOPTEPOM (€CIIH 3TO HE OAHO U TO
*e ymno). MccenemoBarens M MOHUTOP KIMHUYECKOIO MCCIEIOBAaHUSA JOJDKHBI
MOHUMATbh CBOM O0S3aHHOCTHU IPU BBIIIOJHEHUH OT3bIBA.

50. CroHCcOp OJKEH rapaHTUpOBaTh, YTO MOCTABILMK JHOOOr0 mpernapara
CPAaBHEHUS WM JPYIMX JIEKQpCTBEHHBIX IIPENapaTroB, HCIOIb3YEMBIX B
KJIIMHAYECKOM MCCIIEJOBAaHWU, HMMEET CUCTEMY [UIsl M3BELIEHUS CIIOHCOpa O
HEOO0XOJMMOCTH OT3bIBA JIFOOOI0 OCTABIEHHOTO JIEKAPCTBEHHOT'O TIpenapara.

Bo3Bpartsl

51. JlekapcTBEHHBIE TIpENapaThl JIJs1 KIMHAYECKAX HCCIICIOBAHUMN CIIEAYET
BO3BpAIllaTh € COOJIFOJIEHHEM YCJIOBHM, YCTAHOBJEHHBIX CIIOHCOPOM U
M3JI0’KEHHBIX B YTBEPKJACHHBIX TMCbMEHHBIX MPOLIEAYPAX.

52. BosBpallleHHbIE JI€KAPCTBEHHBIE TMpenaparbl s KIMHUYECKUX
WCCJICIOBAHUM JOJKHBI OBITh 4YeTKOo oO0o03HaueHbl. WX criemyeT XpaHUTh B
CIEUHUAIBHO TPEeIHa3HAYCHHOW KOHTpoiupyemon 30He. Cieayer COXpaHsTh
3aIlMCH IO YYETY BO3BPALIEHHBIX JIEKAPCTBEHHBIX NIPENApPATOB.

YHUUYTOXKEHUE
53. CrioHCOp HECeT OTBETCTBEHHOCTh 3a YHHUYTOKEHHE HEMCIIOJb30BaHHBIX
W/WIM  BO3BpAIICHHBIX  JIGKAPCTBEHHBIX  MpenaparoB s KIMHUYECKHUX
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uccnenoBanuii. He nomyckaercs yHUUYTOXXEHUE JIEKAPCTBEHHBIX MPENapaToB s
KJIIMHAYECKUX UCCJEeIOBAaHUM 03 TMOJy4YeHUss MUCbMEHHOIO pa3pelieHusl OT
CIIOHCOpA.

54. Jlng Kaxaoro MecTa MPOBEACHMS UCCIENOBAaHUM M KaXXJIOro Mepuoja
UCCJICIOBAHUS CIIOHCOp WJIM JIMII0, JACUCTBYIOIIEE OT €ro HMEHH, JOJHKEeH
(buUKCUpOBaTh, COCTaBIATH OallaHC M MPOBEPSTh KOJUYECTBO JIEKAPCTBEHHOTO
npenapara, KOTOpO€ IMOCTaBJIEHO, MCIOJb30BAHO M BO3BPAIICHO. YHHUYTOXCHHE
HEUCTOJIb30BAHHBIX JICKAPCTBEHHBIX MPEMApaTOB JI KIMHUYECKUX UCCIEIOBAHUN
JUIi  JTAHHOTO MeCTa TMPOBEICHUS HWCCIEIOBAHMI WM JAHHOIO Iepuojaa
WCCJICIOBAHUM CIIEAyeT OCYIIECTBISATh TOJBKO IMOCJE TOr0, KaK OyJeT MpOBEICHO
paccieloBaHUE U YJIOBJICTBOPUTEIBHO OOBSICHEHBI JIOOBIE HECOOTBETCTBHUS, a
Takke OyJeT COCTaBlIeH MarepuaibHBIN OanmaHc. JlIokyMeHTalbHOE OhOpMIICHUE
omnepaluil Mo YHUYTOXKEHUIO JIEKapCTBEHHOTO IpenapaTta HEoOXOAUMO BECTH
TakuM 00pa3oM, 4TOOBl MOKHO OBLIO MPEICTAaBUTH OTYET 000 BCEX OMEpalUsX.
3anucy 1o yHUYTOKEHUIO CIEAYET XPaHUTh Y CIIOHCOPA.

55. B ciiy4ae yHUUTOXEHUS JIEKAPCTBEHHBIX MPEMapaToB il KIMHUYECKUX
MCCJIEIOBAHUM CIIOHCOPY JOJKEH OBITh MPEACTABIEH aKT ¢ YKa3aHUEM JIaThl WU
JPYro TOKYMEHT 00 YHHUUTOXEHUH. B 3THX JOKyMeHTax cieayeT 4eTKO yKa3aTh
HOMEpA Cepuil W/WIM HOMEpa MAIMEHTOB (WJIM OOECIEeYUTh BO3MOKHOCTH HX
OTCJIC)KUBAHUS ), U KOJIMYECTBO YHUUTOKEHHBIX JIEKAPCTBEHHBIX IIPENapaToB.

Jlonmosinenue 1

[BJIAHK ITPOU3BOAUTEJIA]
Conepxxanue cepTudukara cepuu

1) HasBanue (Ha3BaHUsA) JIEKapCTBEHHOTO(BIX)
npenapara(oB)/uaeHTuduKaropa(oB) JEKapCTBEHHOTO TIpermapara B
COOTBETCTBHH C 3aBKOM Ha MPOBEJIEHNE KIMHUYECKOTO HCCIICIOBAHUS, B
3aBUCUMOCTH OT TOTO, YTO MPUMEHUMO.

2) Howmep(a) EudraCT (OOmieeBpomneiickas 0a3a MaHHBIX KIMHHYECKUX
MCCJIEIOBAHMI ) 1 HOMEP KOJIa TPOTOKOJIA CIIOHCOPA, TIPU HATMYUHU

3) Jlo3upoBka
Ha3Banme ¥ KOJMYECTBO B €IWHUIE JO3bI BCEX aAKTHBHBIX
dbapMalieBTUUECKUX  CyOCTaHIMN 111 KaXJOTO  JIEKQpPCTBEHHOTO
npenapara Jyisi KIMHUYECKUX UCcCienoBaHnui (BkiIovas miamnedo). Criocod
MPEIOCTaBIICHUsT TakoW WHGOpPMAIIMM HE JOJDKEH CIIOCOOCTBOBATh
PACKOJAMPOBAHHIO «CJIETIOTO» MCCIIEAOBAHNS.

4)  JlekapctBeHHas (opma.

5) Pa3mep ymakoBku (KOHTeWHepa) M THI (Hampumep, (IaKOHBI, OyTHUIH,
onucTepsl).

6) Howmep naptun/cepum.

7) Jlata OKOHYaHHMS CpOKa TOJHOCTH / TOBTOPHOIO KOHTPOJS / CPOK
HCITOJIH30BaHUSI.
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8)

9)
10)
11)

12)
13)

Ha3Banne u azapec MNPOU3ZBOAMUTEINS, TJ€ HAXOJIUTCS BBIAAIOIIEE
cepTu@uKar YoJIHOMOYEHHOE JIHIIO.

Howmep nmiieH3nn Ha IpOM3BOACTBO IS IUIOMIAIKH, YKa3aHHOW B ITYHKTE 8.
KomMmMmenTapuu/npumeyanusi.

JIrobas nonosHUTENbHAS MHGOPMAIIHS, KOTOpast SBISETCS CYIECTBEHHON
110 MHEHHIO Y TIOJTHOMOYEHHOTO JIUIIA.

3asBieHue o cepTudUKaIIu

«HacTositquM s MTOATBEpKIar0, YTO O3Ta CEpUsl COOTBETCTBYET
TpeOOoBaHUSAM (BBIOMpAETCs COOTBETCTBYIOMIAs (hopMa MOATBEPKICHUS,
UCXO/Sl WX HWKENEPEUUCICHHBIX BO3MOXHBIX BapHaHTOB TOCTABKU
JIEKapCTBEHHBIX MpenapaToB):

a) JlekapCTBEHHBIM Mperapar MPou3BeeH B rocymapcre-wicHe Corosa,
HO HE 3aperucTpupoBaH B rocympapctBe-wieHe Coroza. Ilpu momaue
3asBJICHUS] Ha MPOBEACHUE KIMHUYECKUX MCCIEOBAaHUIA HEOOXOIUMO
3aCBUJIETENBLCTBOBATh,  4YTO  JICKAPCTBEHHBIM  TIpemapar Ul
KIIMHUYECKUX UCCIIEIOBAHUIA MMPOU3BEEH U IIPOBEPEH B COOTBETCTBUN
c TpeOoBaHMsiMKA Hactosmux [IpaBui, mOocke Ha JIEKapCTBEHHBIN
npernapar, a TaKkKe 4YTO HMEETCS COOTBETCTBYIOIIAas WH(OpMAIs,
MIPENOCTABICHHASI CIIOHCOPOM YITOTHOMOYEHHOMY OpIaHy.

b) JlexapcTBeHHBIN HpenapaT 3aperuCTPUPOBAH B TOCYIapCTBE-UICHE
Coro3a, mocCTaBISE€TCS AUCTPUOBIOTOPBI, KOTOpas HaXOAUTCS B
rocygapcrBe-uieHe  Coro3a, HE3aBUCMMO OT  TOro, TIJe
MPOU3BOJIUTCS JIEKAPCTBEHHBIN Tpernapar. O0s3aHHOCTH, KOTOPhIE
yKa3aHbl BBIIIE, OCTAIOTCS TEMU K€, HO 0O0BEM MPE/ICTABICHHBIX
JAHHBIX MOXET OBITh OrpaHWYEH MOATBEPKIECHHUEM TOr0, YTO
JIEKAQpCTBEHHBIA  MpemapaT  COOTBETCTBYET  3asBIICHHIO  Ha
MIPOBEJICHNE KIMHUYSCKUX MCCIICIOBAHUN U OO0 MOCICTYIOIICH
00paboTKe ¢ IeJIbI0 KOJUPOBAHMS, OCYIISCTBICHHUS CIICIIHAIBHOM
YIAKOBKH WJIM MapKUpPOBKHU I ATOrO HccienoBaHus. Jlocke Ha
JIEKapCTBEHHBIN MperapaT TakKe MOXKET ObITh OTPaHUYEHHBIM T10
o0veMy (cM. myHKT 9 Ilpunoxenus 13 nacrosimmx [IpaBun).

C) JlekapcTBEeHHBIN MpenapaT HMIIOPTUPOBAH HEMOCPEACTBEHHO U3
TpeThel CTpaHbl: HEOOXOJIMMO 3aCBUACTEIILCTBOBATh, 4YTO OH
MPOU3BEACH U TMPOBEPEH B COOTBETCTBUM C TPEOOBAHUAMH, Kak
MUHUMYM, OKBUBAJICHTHBIMU  M3J0KEHHBIM B  HACTOSIIUX
[IpaBwiax, A0che Ha JEKApPCTBEHHBIM NpemapaTr, a TakXe 4YTO
MMEETCS  COOTBETCTBYIOIIAas MH(OpManMs, MpeloCTaBICHHAS
CIIOHCOPOM YTIOJTHOMOYEHHOMY OpraHy IpHU Mojiaue 3asBJICHUS HA
MPOBEJICHNE KIMHUYECKOT0 HCClieIoBaHus. Eciu jexkapCcTBEHHBIC
npenaparsl JUisl KIMHUYECKUX UCCIEJOBAHUN BBE3EHBI U3 TPEThEH
CTpaHbl U SBJISIFOTCS OOBEKTOM COTJIAIICHUS, MPUHATOTO MEXIY
rocynapctBoM-usieHoM Coro3a M 3TOM CTpaHOW, HAIPUMEP TAKUM,
KaK COTJIAallICHHEe O B3aWMMHOM TMPHU3HAHWH, JH000€ MOoJ00H0e
COTJIAICHWE  MpeAyCMaTpuBaeT  NpUMEHEHHWE  TpeOOBaHUM,
SKBUBAJIICHTHBIX HacTosiuMm [IpaBuiam, B OTHOLIEHUH 3TOTO
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JCKapCTBEHHOTO TipermapaTta. [IpW OTCYTCTBHUH COIJIAIICHUS O
B3aMMHOM TPHU3HAHUKA YIIOJHOMOYCHHOE JIMIO HAa OCHOBE
uHbOpMaIlid O CHCTEME KadecTBa IPOU3BOJUTEIISA JJIOJDKHO
YCTaHOBUTH, YTO IPHUMEHSIOTCS TpeOOBaHHS, SKBHBAJICHTHBIC
HactosmuM  [lpaBuinam. Oty uHpOpManuioo, Kak IIpaBUio,
IOJy4aloT IIyTeM yd4acThs B  ayJguTe CHUCTEM KadecTBa
npousBoguTeneii. M B mepBoM, M BO BTOPOM Clydac
YTOJTHOMOYEHHOE JIMIIO MOYKET BBITOJIHUTH OIEHKY COOTBETCTBUS
Ha OCHOBAaHWU JIOKYMEHTAIINH, ITPEIOCTABICHHON IIPOU3BOIUTEIEM
U3 IpyTOU CTPAHBL.

14) ®amunus YOITHOMOYESHHOTO JIUIA, TOAIMMCABIIETO CepTU(UKAT

15) Tloamwmcek

16) Jlarta mogmucaHus

[HosicuuTeIbHASA 3aNIUCKA

JlexapcTBeHHbIE TpernapaThl i KIMHUYECKUX HCCIIEIOBAHUNM HE MOTYT
ObITh MCIOJIb30BaHbl B KIMHUYECKOM UCCIIEIOBAHUM B TOCYAapCTBaX-4ieHaX
Coro3a 10 OKOHYaHUS ABYXATAITHOM MPOLIEYphI, OIMCAHHON B MyHKTE 43 TaHHOTO
[Tpunoxenust k HactosiuuM [IpaBunam. [lepBoiit aTan — goMmKHA OBITH 3aKOHYEHA
U oopmiieHa JOKYMEHTAJIbHO CepTU(DUKAIUS KaXIOW cepurd Y OJHOMOYEHHBIM
JUIIOM TIPOU3BOJUTES WJIM HMMIOpTEpa B COOTBETCTBHM C TIyHKTOM 13
HacTosero JlonoiHeHus.

Ceputo JIEKapCTBEHHOTO TIpemapaTra sl KIWHAYECKUX WCCIICIOBaHUM,
COMPOBOXKIAEMYIO0 TIOJAMHUCAHHBIM Y TIOJTHOMOYEHHBIM JIMIIOM CepTH(PHUKATOM
cepud, HE CJIEAyeT TMOABEpPraTh MAJIBHEHIINM TIPOBEPKAM OTHOCHUTEIHHO
IOJIOKEHHM, YKa3aHHBIX B IyHKTe 13 Hacrosmero JlomonHeHus mpu ee
NepeMEeNIeHHH B Mpejenax rocyaapcTB-wieHoB Coro3a, eciii 3aKOHOIAaTeIbCTBOM
rocynapctB-wieHoB Coro3a He mpeaycMoTpeHo uHoe. Jlnga oOnmerdeHus
CBOOOJHOTO TEpEeMENICHUs] JIEKAPCTBEHHBIX TMPENaparoB s KIMHUYECKUX
UCCJIEIOBAHUM MEXIy rocynapcTBamu-wieHamu Coro3a cojep)KaHue TaKUX
cepTuduKaToB JIOJIKHO COOTBETCTBOBATH IPUBEACHHOMY BBIIIIE
rapMOHU3UPOBAHHOMY (hopmaTy. ITOT PopMaT TaKKEe MOXKET ObITh MPUMEHEH JIJIS
cepTUPUKAUUA CEpU, TPETHA3HAYCHHBIX JUIsI WCIIOJIb30BAHUS B TOCYJapCTBE-
ynere Coro3a, B KOTOPOM HAaXOIUTCS MMPOU3BOIUTEND WIIH UMITOPTED.
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Ipunoxenne 14
MPOU3BOACTBO JJEKAPCTBEHHBIX ITPEITAPATOB,
HHOJYYAEMBIX U3 TJOHOPCKOU KPOBU NJIM IIJIA3MbI

TepMuHBI U onIpeAeICeHUSA

Kommnonent kposu (blood component): TepaneBTuueckast cocTaBIIsOIIas
KPOBH (SPUTPOIMTHI, JICHKOIIUTHI, TPOMOOITUTHI U TJIa3Ma), KOTOPast MOXET OBITh
MOJITOTOBJICHA PA3IMYHBIMUA METOJIAMH.

Kposs (blood): LlenbHas kpoBb, KOTOpas B3sTa y AOHOPA K 00paboTaHa s
TpaHc)y3un WK IS NaTbHEHIIEro MpOru3BOICTBA.

JlekapcTBeHHbIE MpenapaThl, NMoJy4aeMble U3 JIOHOPCKOW KPOBH HJIH
maa3mbl (medicinal products derived from human blood or human plasma):
JlekapcTBeHHBIC TIpermapaThl HAa OCHOBE KOMIIOHCHTOB KpPOBH, KOTOpPBIC
IPOU3BEICHBl  MPOMBINIICHHBIM  CIIOCOOOM  HA  TOCYAapCTBEHHBIX WM
HETOCYIaPCTBCHHBIX MPEAPUATHIX.

OopadoTka(processing): Jlro0oli W3 3TamoB TOJyYEHUS KOMIIOHCHTOB
KPOBH, KOTOPBIM OCYIIECTBISIETCS Tocie 3abopa KpOBU Tepea MONydeHHEeM
KOMIIOHCHTa KpOBH, HaIlpUMEp, Cerapaius  3aMOpO3Ka KOMIIOHEHTOB KpoBH. B
naHHoM [IputoskeHnu mor 06paboTKOM TOTOTHUTEIEHO IIOHUMAIOT BBITTIOJTHICMBIC
B YUPSXKICHHSIX 1O 3a00py KpPOBH  OTEpalud, KOTOPBIC  SBISIOTCS
crenupUIeCKUMH IS TI1a3Mbl, UCTIOIB3YEMOM JUTst (PpaKIIMOHUPOBAHUSI.

OcnoBHoe noche miasmbl (Plasma Master File — PMF): OtnenbHblit
JIOKYMEHT, KOTOpPBI HE BXOJUT B PETUCTPAIMOHHOE JIOChE Ha JIEKApCTBEHHBIN
nperapar. B HEM COIEpKUTCS BCS COOTBETCTBYIOIIAs MOApOoOHas nH(popmamus B
OTHOIIICHUU XapPaKTEPUCTUK IEIbHOH JTOHOPCKOMW IIIa3Mbl, HCIOJIb3YeMOW Kak
UCXOJTHOE ChIphE HJIsi NPOU3BOJACTBA MPOMEXKYTOUHBIX (Ppakuuid/cyOdpakuuid,
BCIIOMOTATENIbHBIX BEIIECTB M AaKTUBHBIX (apMaleBTUYCCKUX CYOCTaHIIHH,
KOTOPBIC SIBJISIOTCS YACThIO ILJIa3Mbl, JICKAPCTBCHHBIX MPENapaToB WM H3ACITUN
MEAMIIMHCKOTO HA3HAYCHHMSL.

OtBercrBennoe Jmno (Responsible Person): CnenmansHo HazHaYeHHOE
JMIO B YUPEKIEHUAX MO 3a00py/POBEPKE KPOBH,

1. KoTOpOE HECET OTBETCTBEHHOCTH 34!

— oOecrieyeHre TOTO, YTO KPOBH MIIM €€ KOMITIOHCHTHI OBLUTH B3ATHI U
MIPOBEPCHBI B KAXJIOH €IWHUIC HE3aBUCHUMO OT WX IpEIHA3HAYCHUS, a
TaKKe 3a TO, 4TO (B Cllydae MpeaHa3HAuYeHHUs I TpaHCPy3uu) ux
00paboTKa, XpaHEeHHE U OTIIYCK ObLIM MPOU3BEACHBI B COOTBETCTBUH C
3aKOHOJIATEILCTBOM;

— TPEJOCTaBJICHUE COOTBETCTBYIONICH WH(GOPMAIMK YIIOJIHOMOYCHHBIM
OpraHaM B OTHOIIICHHH MPEANUCAHUI, pa3peIleHni, akKpEAUTALINN UIH
JMIICH3UPOBAHUS;

— BBIMOJHEHUE B YYPESKIACHUU TO 3a00py/IPOBEPKE KPOBH BCEX
TpeOOBaHUI 3aKOHOJATEIILCTBA.

2. OTBETCTBEHHOE JIMIO JOJDKHO OTBEYATh CICAYIOIIUM YCJIOBUSM B
OTHOIIICHUH KBaJTU(UKALINN:
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— HWMETh BhICIIEe 00pa30BaHKE B 00IACTH MEIUIIUHBI WJIH OHUOJIOTHH;

— HWMETh CTaXX pabOThl HE MEHEee JBYX JIET B 00JIaCTH 3a00py/TIPOBEPKU
JIOHOPCKOW KPOBU M KOMITOHEHTOB KPOBH WJIM UX 00PaOOTKH, XpaHCHHUS
WIN pactpeesieHusl.

3. O0s3aHHOCTH OTBETCTBEHHOTO JIMIIA, YKA3aHHBIC BHIIIE B MyHKTE 1, MOTYT
OBITh TIEpeaHbl APYTHM JIUIAM, KOTOPHIC JODKHBI MMETh COOTBETCTBYIOIIYIO
KBaJIM(DUKALIMIO U CTAX PaOOTHI /I BHIIOTHEHHS 3TUX 00s13aHHOCTEH.

4. VupexnaeHuss 10 3a00py/mpoBepKe KpPOBU JOJKHBI COOOIIUTH B
YIOJHOMOYCHHBIN opraH ¢aMuianio (UMs, OTYECTBO) OTBETCTBEHHOTO JIAIA C
00s13aHHOCTSIMH, YKa3aHHBIMU BBIIIIE B TyHKTE 1, a Tak:Ke IPYruX JIMII, YKa3aHHbIX
BBIIIE B MyHKTE 3, BMECTE C MHGOpMAIIMEH 0 KOHKPETHBIX 00S3aHHOCTSX, KOTOphIE
Ha HUX BO3JIOKECHBI.

5. Eciii OTBETCTBEHHOE JIMIIO WJIM JIMIA, YKa3aHHBIE BBIIIE B MYHKTE 3,
3aMEHSIOTCA Ha TIOCTOSHHOW WJIM BpPEMEHHOW OCHOBE, VYUYpEXKICHHE IO
3a00py/TIpOBEpPKE KPOBU JIODKHO Cpa3y YBEIOMHUTH YIMOJTHOMOYEHHBIH OpraH o
dbammwiu (MMEHHU, OTYECTBE) HOBOTO OTBETCTBEHHOIO JIMIlAa W JaTe €ro
Ha3HAYCHMUSI.

Inasma ana ¢paxkauonupoBanmsi(plasma for fractionation): JKumoxas
9acTh JOHOPCKOM KpOBH, KOTOpas OCTACTCS IIOCIIC OTACICHHS KJICTOYHBIX
KOMITOHEHTOB KPOBH, OTOOpaHHAs B KOHTEHHEDP C aHTUKOATYJISTHTOM, WA KOTOpas
OCTaeTcs TIOCJIEe Celapaldd C TOMOIBI0 HENPEPHIBHON (QUIBTpAUA WIIH
HEeHTPU(PYTUPOBAHUS KPOBU C aHTUKOATYJISIHTOM BO BpeMs Ipolenypbl adepesa.
Ona npenHa3HavYeHa JIJIsl TPOU3BOJICTBA JIEKAPCTBEHHBIX MIPENapaToB, MOJIYIaeMbIX
U3 IUIa3Mbl, B YAaCTHOCTH, ajbOyMHHa, (HaKTOPOB CBEPTHIBAHUS KPOBU U
UMMYHOTJIOOYJIMHA YeJIOBEKa.

Ipenapater kpoBu (blood products): rekapcTBeHHBIE TpenapaThl,
MOJIYYeHHBIC U3 IOHOPCKOW KPOBU WJIH TUIa3MBlI.

IIporpaMmma (pakuMOHMPOBAHUS MO KOHTPAKTY /AJsl TPEeTbUX CTPaH
(third countries contract fractionation program): ®pakIMOHHPOBAHKE IIO
KOHTPAKTy Ha TMPEANpHITHH 10 (PAKIHOHUPOBAHUIO WM TMPOU3BOJICTBY
JICKapCTBEHHBIX TIPEMapaToB W3 JOHOPCKOW TIIa3Mbl, C HCIIOJIB30BaHUEM
UCXOIHOTO CBIPbS U3 TPETHhUX CTpaH (rocyaapctB He wieHOB Coro3a); MpPU 3TOM
MpOU3BECHHAs MPOAYKIMSA HE MpeaHa3HaueHa I OOpalleHus HEe TePPUTOPUN
Coro3za.

Ynoanomouennoe Juno (Qualified Person): Dto nuio, Ha3HaueHHOE
MPOU3BOJUTENIEM  JICKAPCTBEHHBIX CPEIICTB, KOTOpO€e OCYIIECTBIISIET
MOATBEP)KICHUE  COOTBETCTBUS  JICKAPCTBEHHBIX  CPEACTB  TPEOOBAHHSM,
YCTAaHOBJICHHBIM TPU MX TOCYJAPCTBEHHOW PETUCTPAIMH, W TapaHTUPYET, YTO
JICKapCTBEHHBIE CPEJICTBA TMPOM3BEICHBI B COOTBETCTBHUM C TPEOOBaAHUSIMU
Hactosimmx [IpaBuin. O0s3aHHOCTH Y TTOJITHOMOYEHHOTO JIMIA JIETAIbHO OMTUCAHBI B
riase 2 yactu | u [lpunoxenun 16nactosumux [Ipasui.

Yupexnenne 1o 3a6opy/mpoBepke Kkposu (blood establishment):
VYupexxaenue, KOTOpOE HECeT OTBETCTBEHHOCTh 3a JII0OOM acmekT 3abopa u
IIPOBEPKH JOHOPCKOH KpPOBH WJIM KOMIIOHCHTOB KPOBH HE3aBUCHMO OT HX
JTaTbHEHIIETo TpeTHa3HAYCHHS, a TAK)KE 32 MX 00pabOTKy, XpaHECHUE U TIOCTaBKY B
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ciyyae, KOIJa OHH MpeaHA3HAYeHbl IS TpaHChy3uH. OITOT TEPMHH HE
pacmpocTpaHseTcss Ha OaHKM KPOBHM B OOJBHHIIAX, HO PaCIPOCTPAHSACTCS Ha
YUPEIKACHUS, B KOTOPBIX MPOBOAT M1a3madepes.

DpakuMOHUPOBaHME, npeanpusTue no (ppakuMOHUPOBAHUIO
(fractionation, fractionation plant): ®pakunoHupoBaHHE — 3TO TEXHOJOTHUYECCKHIA
IpoIecC Ha MPEANPHUITHN (IPEANPUATHH 10 (PPAKIMOHUPOBAHHUIO), BO BpEeMs
KOTOPOTO PAa3JIeIISIFOT/OYHIIAI0T KOMITOHEHTBI IUIa3Mbl C TIOMOIIBIO Pa3IMIHBIX
GU3NUeCKHX W XHUMHYCCKHX METOJIOB, HANpPUMEp, TaKUX Kak OCaKICHHE,
xpomarorpadus.

1. O0sacTh IPUMEHEHUSA

1.1. Tlonoxenust Hacrosimero IlpuiiokeHus pacnpoCTpaHSIIOTCS Ha
JIEKapCTBEHHBIE TMPENapaThl, MOJIy4aeMble W3 JIOHOPCKOW KpPOBU WM ILIA3MBI,
(pakUMOHUPOBAaHHOW WJIM HMMIOPTUpPOBaHHOM Ha  Tepputopuro  Corosa.
[Ipunoxenue pacrnpocTpaHseTcsl TaKKe Ha HCXOJHOE CbIpbe I TaKUX
JIEKapCTBEHHBIX MpENnapaToB (HampuMep, JOHOPCKYIO IMia3my). DTH TpeOOBaHUs
IPUMEHUMBI TaKXe K CTaOWIBHBIM (PpAKUUSAM TOHOPCKOW KPOBHU WIIM IJIa3Mbl
(HammpuMmep, anbOyMHHA), KOTOPbIE BKIIOYAIOT B W3JEIUA MEIUIMHCKOTO
Ha3HAYEHHUS.

1.2. Hannoe IlpunokeHue ycTaHaBIMBAE€T CHELHUAIbHbIE TPeOOBaHUS
HacTtosimmx  IIpaBun B OTHOIIEHMM ~ NPOM3BOJACTBA,  XpPAaHEHU WU
TPAHCTIOPTUPOBAHUS JOHOPCKOM IJIa3Mbl, UCIIOIb3yeMON sl (PpaKIIMOHUPOBAHUS
W JUI1 IPOU3BOJCTBA JIEKAPCTBEHHBIX IMPENApaToOB, IMOIYYAaEMbIX W3 JOHOPCKOMN
KPOBU WJIH IUIA3MBI.

1.3. B nanHoM IIpuiiokeHUM YCTaHOBJIEHBI CHELMAJIbHBIE IIOJIOKCHHS B
cllydasiX, KOrja MCXOAHOE ChIpb€ MMIIOPTUPYETCS U3 TPEThUX CTPaH, a TAKXKE B
Cllydasix mporpaMm (ppakiiMOHUPOBAHUS [0 KOHTPAKTY JUIsl TPETbUX CTPaH.

1.4. Jlannoe IlpuyiokeHrne He NPUMEHSAETCS i1 KOMIIOHEHTOB KpPOBH,
NpeIHa3HAYEHHBIX JJIs1 TpaHCY3HUU.

2. llpyHOUn

2.1. JlexkapcTBeHHBIE Npenaparsl, MOJy4aeMble U3 JOHOPCKOW KPOBH HWIIU
m1a3Mbl (a2 TakKe UX aKTHBHBbIE (DapMalleBTUUECKHE CyOCTAHIIMM, UCIOJIb3yEeMblIe
KaK MCXOJHOE ChIPbE), MOJKHBI COOTBETCTBOBATh TPEOOBAHUSM HACTOSILIUX
[IpaBun, a Takke PEerMcTpallMOHHOMY J0ChE€ Ha JIEKAPCTBEHHBIM mpemnapar. OHU
paccMaTpHUBaIOTCS KaK OHMOJIOTMYECKUE JIEKAPCTBEHHBIE MPENapaTbl U HCXOAHOE
ChIpb€, B KOTOPBIX COJAEpX aTcsi OWOJOTMYECKUE CYOCTaHIMM, TaKhe Kak
YEJIOBEUECKHUE KIETKU WM JKUIKOCTU (BKJIrOUas KpOBb WM Iu1a3my). Benencreue
OMOJIOTMUYECKON PUPOJIbI UICTOYHUKOB CHIPhS, MOCIEIHNE UMEIOT ONpPEEICHHbIE
XapakTepHble ocoOeHHocTH. Hampumep, HCXOAHOE CBHIphE MOXKET OBITh
KOHTAMUHHPOBAHO HWHQUIUPYIOUIUMH areHTaMd, B OCOOEHHOCTH BHPYCAMHU.
[ToaTomMy KayecTBO M 0€30MaCHOCTh TAKUX JIEKAPCTBEHHBIX MPENapaToB 3aBUCUT
OT KOHTPOJISI UCXOAHOTO CBIPbS M HWCTOYHHMKA €r0 MPOUCXOXKACHMS, a TAKKE OT
JTaMbHENIINX TEXHOJIOTHYECKUX NPOLEAYP, BKIIOYAsi MPOBEPKY Ha MH(PEKIIMOHHbIE
MapKephbl, yAaJIEHUE U HHAKTUBAIUIO BUPYCOB.
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2.2. Bce akTuBHBIE (PapMaleBTUYECKHE CYOCTAHIIMM, HCIOJb3YEMBIE Kak
UCXOAHOE CBIpbE JUISl JIEKAPCTBEHHBIX IpPENapaTroB, JOJDKHBI OTBEYATh
TpeOoBaHusM Hacrosiiuux [IpaBun (cm. myHkr 2.1 ganHoro Ilpunoxenus). B
OTHOILIEHUHU 3a00pa U MPOBEPKU MCXOAHOTO CHIPbsl, OJYyYaEMOT0 U3 JOHOPCKOMN
KPOBM WM  IUIA3Mbl, HEOOXOIMMO  TPUACPKHUBATHCS  HHKECIETYIOIINX
YCTaHOBJIEHHbIX TpeOoBaHWil. 3a00p M MpPOBEpPKY CJIEAyeT MPOBOAUTH B
COOTBETCTBUM C HaJUIeXkKalled CUCTEMOM KayecTBa, COOTBETCTBYIOIIMMHU
cTanmapramu u crnenupukanusmu. Kpome Toro, HeoOXOAMMO BBIMOIHATH
neicTByromue TpeOOBaHUS B OTHOIICHHM TPOCIEKHUBAEMOCTH OT JIOHOpa J0
pEeUMIMEHTa W B OTHOLICHWH YBEIOMIICHHM O CEpbE3HBIX HEXKEIaTeIbHbIX
peaklUMsX M CEpbE3HBbIX HEXKENaTeNbHbIX sBJICHUIX. Kpome Toro, cuenyer
PYKOBOJICTBOBAThCS (papMaKONEHHBIMU TPEOOBAHUSIMU.

2.3. HWMnDoptupoBaHHOE U3 TPETBUX CTPAH MCXOJHOE CBIPbE IS
IPOU3BOJCTBA JIEKAPCTBEHHBIX IPENAPATOB, MOJYYAEMBIX M3 JIOHOPCKOM KpPOBH
WIM IUIa3Mbl, €CJIIM O3TU JIEKAPCTBEHHBIC IIpenaparsl IpeAHa3HAYeHbl UL
IPUMEHEHUSI WM pacnpelencHuss B rocypapcrBax-uneHax Coroza, JODKHO
OTBEYATh HOPMaM, 3KBUBAJICHTHBIM JICCTBYIOIIMM B rocyaapcTBax-wieHax Corosa
B OTHOUIEHMM CHCTEM KauyecTBa YUpEKICHHH 1o 3a0opy/mpoBepke KpoBH. Takke
JOJKHBI COOJIOAATBCA YCTaHOBJIEHHbIE TPEOOBaHUS MO IMPOCIEKUBAEMOCTH OT
JOHOpa 10 PpEUMIIMEHTa M B OTHOLUIEHWM YBEIOMIJIEHMHM O CEPbE3HBIX
HEXEJATeNbHbIX PEAKIHSIX M CEpPbE3HBIX HEKENIATENbHbIX SBICHHUSIX, a TaKKe
o0ecreynBaTbCsl COOTBETCTBUE JIEWCTBYIOIIMM TPEOOBAHUSIM K KpOBH U €€
KOMITOHEHTaM.

2.4. Ilpu BBINOJIHEHUH MOPOrpaMM (PPaKIIMOHUPOBAHUS IO KOHTPAKTY C
TPETPUMHU CTPAHAMHU HMCXOJHOE ChIpbE, HUMIOPTUPOBAHHOE W3 JPYIHMX CTpPaH,
JOJDKHO ~ COOTBETCTBOBATh JICMCTBYIOIIMM B rocynapctBax-ujeHax Coroza
TpeOoBaHusM. PaboThl, mpoBoAMMBIE B rocynapcrBax-uieHax (Coro3a, JOKHBI B
IIOJIHOM MeEpe COOTBETCTBOBaTh HactoAmuM IIpaBunam. CienyeT BBITOIHATH
TpeOoBaHus, AelcTBytomre B Coro3a B OTHOIIEHUU CUCTEM KaueCcTBa YUpPEkKACHUN
mo 3a0opy/mpoBepke KpoBH. Takke JOJDKHBI COOJIFOAAThCS YCTAaHOBJICHHBIC
TpeOOBaHUS MO MPOCIECKUBAEMOCTH OT JOHOpA J0 PELUUIUEHTa U B OTHOIIECHUU
YBEIOMIICHMA O CEPbE3HBIX HEXKENATENbHBIX pPEAKUUAX W HEXKEIATeJIbHbIX
SBJICHUSX, a TaKKe 00eCleuynBaThCsl COOTBETCTBUE JIEHCTBYIOIIUM TPEOOBAHUAM K
KpPOBU U €€ KOMIIOHEHTaM.

2.5.Hacrosimue [IpaBuiia pacinpocTpaHsSIOTCS Ha BCE CTaAMM Tociie 3abopa u
IPOBEPKU KpOBH (Hampumep, oOpaboTka (BKJIOYash pas3AelieHHEe), 3aMOpO3Ka,
XpaHEHHEe M TpaHCHOPTUpOBaHWE K mpousBoautTento). Kak mnpaBuio, 3t1a
NEeSATEIbHOCTh JTOJKHA HAXOJUTHCS B cepe OTBETCTBEHHOCTH Y OJIHOMOYEHHOIO
JUIA OPeaNpusiTUs, KOTOPOe UMEET JHUIEH3UIO Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX
cpenctB. Ecim cnemmduyeckue dtanel 00paOOTKH, NPEIHA3HAYCHHOWU JUIS
(GpakMOHUPOBAHUS IUIA3MbI, MPOBOJAATCA B YUPEXKICHUM IO 3a00py/mpoBepke
KPOBH, B HEM MOXET OBbITh CIEHUAIbHO HA3HAUYEHO YTOJIHOMOYEHHOE JIHIIO,
OJIHAKO €ro MPUCYTCTBUE W OTBETCTBEHHOCTh MOTYT HE COBIAJaTh C TEMH,
KOTOpPBIE  BBINOJHSAET  OTBETCTBEHHOE  Juuo. Jlig  paspemieHuss  3TOH
cnenuuyeckod CUTyalluu u Uil o0ecrnedeHuss TOoro, 4YTo O0OsI3aHHOCTH
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YOoTHOMOYEHHOTO JIUIA, TPEyCMOTPEHHbIE 3aKOHOIAaTEIbCTBOM, BBITIOIHSAIOTCS
Ha/JIeKAIMUM 00pa3oM, TpeanpusTue Mo (GppakiurOHUPOBAHUIO (TPOW3BOAUTENH
JICKapCTBEHHBIX IMpEmapaToB) JODKHO HMMETh JOTOBOP C YUPESKICHUEM IO
3abopy/mepepaboTke  KpoBH. JloroBop JOMKEH OTBEeYaTh TPEeOOBAHUSM,
ONMMCaHHBIM B TinaBe 7 4vactu l|Hacrosmux [lpaBwin, B HEM YyCTaHABIMBAIOTCS
COOTBETCTBYIOIIME OOS3aHHOCTH W TOJAPOOHBIC TpeOOBaHHS I OOCCIICUCHHS
kauectBa. OTBETCTBEHHOE JIMIIO YUYPEXKICHUS MO 3a00py/NpoBEepKe KpOBU U
YTHOTHOMOYEHHOE JIUIO MPEANPUATUS MO0 (HPAKIUOHUPOBAHUIO (TIPOU3BOAUTENS
JIEKapCTBEHHBIX MPENapaToB) AOJKHBI MPUHUMATh YYAaCTHE B COCTABICHUU TAaKOTO
noroBopa. Jlias MOATBEp)KIEHHUS TOrO, YTO YUpEeXIEHHE MO 3a00py/mpoBepke
KPOBH HCIIOJIHAET YCJOBHS TaKOrO JOTOBOPa, YTMOJHOMOYEHHOE JIUIO JIOJKHO
00ecreunTh MPOBEJCHIE COOTBETCTBYIOIINX ay/IUTOB.

2.6. CnenmanpHbie TpeOOBaHUS K JOKYMEHTAIMN U JPYTHe€ MEPOIPHUSITHS B
OTHOIIICHWH HUCXOMAHOTO CHIPbS JUIsl TIOJIY4YaeMbIX M3 IUIa3Mbl JIEKaPCTBEHHBIX
IPEnapaToB yKa3bIBAalOT B OCHOBHOM JIOChE I1JIa3Mbl.

3. YupaBiieHne Ka4eCTBOM

3.1. YnpaBneHue KadecTBOM JOJDKHO OXBaThIBaTh BCE CTAaJUU OT OTOOpa
JIOHOPOB 10 MOCTAaBKM FOTOBOW NMpoayKUuuu. CieayeT BBINOJHATH JEHCTBYIOLIUE
TpeOOBaHUSI B OTHOILIEHUU MPOCIEKUBAEMOCTH Ha 3Tale, MNpeABapsAroIIeM
MOCTaBKY IUIa3Mbl Ha MpEeANpUsTHE MO (PaKUMOHUPOBAHUIO, M HA caMm 3Tall
MOCTaBKH, a TaK)K€ BCEX CTaJWM, CBSI3aHHBIX C 3a00pOM U MPOBEPKOU TOHOPCKOM
KpPOBM WJIM IUIa3Mbl, MPEJHA3HAYEHHBIX [JI1 MPOU3BOJACTBA JIEKAPCTBEHHBIX
penaparos.

3.2. 3a00p KpOBH WM IJIa3Mbl, KOTOPbIE HCIOJB3YIOTCS KaK CBIPHE IS
MIPOU3BOJICTBA JIEKAPCTBEHHBIX IMPENapaToB, CIEAYET MPOBOAUTH B YUPEXKICHUSIX
no 3a00py/TIpoBepKE KPOBH, a MPOBEPKY MPOBOAUTH B JIA0OPATOPHUSAX, KOTOPbHIE
MPUMEHSIOT CHCTEMbl KadecTBa, OTBEUAIONINUE JIEHCTBYIOIIMM TPEOOBAHUSM,
MMEIOT COOTBETCTBYIOLIEE Pa3pEUICHUE, BBIJAHHOE YIIOJJHOMOYEHHBIM OPraHOM, U
NOJIJIEKAT PEryJSIPHOMY HHCHEKTUPOBAHHIO B COOTBETCTBUHU C JACHCTBYIOLIUM
3aKOHOJATEIbCTBOM.  [Ilpm  HamMumm y  TPOM3BOAMTENSA  MPOrpamMm
(bpakMOHUPOBAHUS IO KOHTPAKTaM JIJisi TPEThUX CTPaH, OH 00s513aH YBEIOMUTH 00
3TOM YIIOJIJHOMOYEHHBII OpraH.

3.3. B ciywae wumMnopra IulasMbl U3 TPETbUX CTPaH OHa JOJDKHA
MOCTABISATHCS ~ TOJBKO  YTBEP)KIACHHBIMH  TOCTaBIIMKAMU  (Hampumep,
VUPEKICHUSIMU IO 3a00py/POBEPKE KPOBU, BKJIIOUAs] BHEIIHHUE CKJIAJbI). ITH
MOCTABIIMKM JIOJKHBI OBITh yKa3aHbl B CHEUU(PHUKAIMAX HAa HCXOJHOE ChIPBE,
YCTAaHOBJICHHBIX ~ MpEANpUsITHEM 1O  (PaKUMOHUPOBAHUIO/TIPOU3BOJCTRY, U
YTBEPKJICHBI YIIOJTHOMOYEHHBIM OpraHoM (HarpuMep, Nociae HHCIEKTUPOBAaHUSA), a
Takke YTOJHOMOYEHHBIM JIUIIOM TIpeaAnpusaTus o ¢ppakuuonuposanuio B Corosa.
B nynkre 6.8 mannoro IlpuioskeHus omucaHa OIIEHKA W BbIJada pa3pelieHus Ha
WCITOJIb30BAHUE TUTa3MBbI (TT1a3MbI JUTsSl PPAKITMOHUPOBAHMSI) KAK UCXOTHOTO CHIPHS.

3.4. llpenmpusitue 10 (PpPaKUIHOHUPOBAHUIO/TIPOU3BOJUTENIb TOTOBBIX
JIEKapCTBEHHBIX MPENapaTtoB B COOTBETCTBHUM C NHUCHBMEHHBIMHU MPOIEAypaMu
JIOJDKHO TIPOBOJUTH KBaJTU(UKAIIMIO MTOCTABITUKOB, BKIItOUas UX ayauThl. Ciaemxyer
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IPOBOANUTH PETYIAPHYIO MOBTOPHYIO KBAJIU(PUKAIIMIO TOCTABUIMKOB C YYETOM
MO/IX0/1a, OCHOBAaHHOT'O HA OLIEHKE PUCKOB.

3.5. llpenmpusitue 10 (PPaKIMOHUPOBAHUIO/TIPOU3BOAUTENH TOTOBBIX
JIEKapCTBEHHBIX MpENapaToB JODKEH 3aKIIOYUTh MHCbMEHHBIE JOTOBOPHI C
YUpEexKACHUSIMU MO 3a00py/IPOBEPKE KPOBU, KOTOPHIE SBIISAIOTCS OCTABIIMKAMHU.

B kaxaoMm TakoMm A0roBope JOJIKHBI OBITh OTPaXEHbl, KaK MHHHUMYM,
CJIETYIOIIUE aCIEKThI:

— olpezesieHne 00s13aHHOCTEN U OTBETCTBEHHOCTH;

— TpeOoBaHUS K CUCTEME KaueCTBa U JIOKyMEHTAIINH;

— KpuTepuu 0TOOpa JIOHOPOB U MPOBEICHUE UCIIBITAaHU;

— TpeOoBaHUS K pa3/IeJICHUIO0 KPOBU HA KOMIIOHEHTHI KPOBHU U TIJIa3MYy;

— 3aMOpO3Ka IUIa3MBl;

— XpaHEHUWE U TPAHCIOPTHUPOBAHUE IJIa3MBbl;

— MPOCIEKUBAEMOCTh U UH(POPMHUpPOBaHHUE TIOCTE cAaun/3abopa KpoBH (B
TOM YHCIIC O HeXKEIATEIbHBIX SIBICHHSX).

Ha npennpusarun no ¢pakunmoHUpOBaAHUIO/IPOU3BOJUTENE JIEKAPCTBEHHBIX
IpenapaTroB JOKHBI ObITh B HAJIMYUU PE3YyJbTaThl HCIBITAHUN BCEX EOMHUI]
CBIPbsI, MIOCTABJICHHBIX YUpPEKIECHUEM M0 3a00py/mpoBepke kKpoBu. Kpome storo,
ao0asi CTaaMsi, BBIIOJHEHHAs IO CyOmoapsay, JOJKHA OBITh MPEeayCMOTpEHa
MUCbMEHHBIM JOTOBOPOM.

3.6. [Ins mumaHupoBaHUS, OUEHKH W JOKYMEHTAJIBHOTO OQOpMIEHHUS BCEX
W3MEHEHUH, KOTOpbhlE MOTYT OKa3aTh BIIMSHHE Ha KayecTBO M 0E€30IacCHOCTb
OPOAYKIMHM WU TPOCIIEKUBAEMOCTb, JODKHA OBITh YCTaHOBJIEHA HaJJIeKalas
cUcTeMa KOHTPOJs u3MeHeHui. Heo0XoqumMo oneHuBaTh NOTEHUIUATbHOE BIUSHUE
IIpeIIaracMpIx U3MCHECHUM. Crnenyer ONPENEIUTh HEOOXOIMMOCTh
JIOTIOJTHUTEIBHBIX UCTBITAHUHN WM MPOBEACHUS BaIUJAMHN, OCOOCHHO Ha CTaJusAX
WHAKTUBALMU U YJaJIEHUsI BUPYCOB.

3.7. Inst MUHUMHU3alMK PUCKOB, CBA3AHHBIX ¢ MHOUIUPYIOUIMIMH areHTaMH
¥ HOBBIMM WHQUUUPYIOIIUMHU areHTamH, JOJDKHA ObITh BHEIpEHa HajJiexalias
cucTeMa Mep B OTHOUIEHMHM Oe3omacHOCTU. Takas cucTtema JOJKHA BKIKOYATh B
ce0s OIIEHKY PUCKOB JJIsl TOTO, YTOOBI:

— ONpeAeNIUTh BpeMs yAEpKUBaHUS MPOU3BOACTBEHHOrO 3amaca (Bpems
BHYTPEHHETO KapaHTWHA) mepesl 00paboTKOM miia3mMbl, YTOObI U3BATH
7103bl, KOTOpbIE BBI3BIBAIOT COMHEHHMsS (J103bl, B3ATble B TEUCHUE
NepuoAa ONPEIEICHHOIO 3aKOHOJATENbCTBOM, NpPEXKAEe ueM Oyaer
YCTaHOBJICHO, YTO JO03bl, B3fAThIE OT JOHOPOB C BBICOKHM PHCKOM,
JOJDKHBI OBITM HMCKJIIOUCHBI M3 00pabOTKHM, HAlpUMEp, B CBSI3H C
MIOJIOXKUTEIIBHBIM PE3YJIBTATOM TECTA);

— YYHTBIBATh BCE ACMEKTHI, CBSI3aHHBIE CO CHIKEHUEM KOJIMUYECTBA BUPYCOB
W/WIIM UCTIBITAHUN Ha MH(UIUPYIOIIME areHThl UM UX aHAJIOTH;

— ONpeAeNUTh  BO3MOXXHOCTM  CHIDKEHHSI  KOJIMYECTBA  BUPYCOB,
ONPENENNUTh Pa3Mep CEPUU UCXOIHOIO ChIPbS U APYIHE CYLIECTBEHHBIE
aCIeKTHI IpoLecca MPOU3BOICTBA.
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4. IIpocJies;knBaeMOCTh U MEPONIPUATHS MOCJIE 3200py KPOBU

4.1. JlomxkHa OBITh B HAJIWMYUHA CHUCTEMa, KOTOpas JaeT BO3MOXHOCTH
MPOCIIEKUBAEMOCTH OT JOHOpa JO J03bI, 3a0paHHON B YUYPESKICHHH II0
3a00py/IpoBepKe KPOBH, U Jaliee, 10 CEPUH JIEKapCTBEHHOTO Mpenapara, a Takxke
B 00paTHOM HampaBlICHUH.

4.2. JlomkHa OBITH OMpeEeeHa OTBETCTBEHHOCTh 3a IMPOCIICKUBAEMOCTD
IPOYKIMU (OTCYTCTBHUE KAaKOTO-IH00 3Tara He JOMYyCKaeTcs):

— OT JIOHOpa M JI03bI, B35TON B yUpPEKACHUH 110 3a00py/TIPOBEPKE KPOBH,
JI0 TIPEPUATHS TI0 PPAKIIMOHUPOBAHUIO (ITO SBIIAECTCS 00A3aHHOCTHIO
OTBETCTBEHHOTO JIUIIA B YUPEKJIECHUU IO 3a00py/IIPOBEPKE KPOBH);

— OT TpPemnpusATds 10 (PPAKIUOHUPOBAHHUIO JIO TPOU3BOJUTEIS
JICKapCTBEHHOTO  TIpermapaTta ©  Kakoro-mubo  CyOmoapsauvka,
HE3aBUCUMO OT TOTO, SBISIETCS JM OH  NPOU3BOJUTEIIEM
JICKapCTBEHHOTO TIperapara Wik W3ACIAS MEIUIIMHCKOTO Ha3HAYCHHS
(9TO sIBNISIETCS 00SI3aHHOCTHIO Y TOJTHOMOYEHHOTO JIUIIA).

4.3. JlanHble, HEOOXOIUMBbIE JIJIS TIOJIHOM MPOCIEKUBAEMOCTH, HEOOXOIUMO
XpaHuTh He MeHee 30 JIeT, eclii MHOE HE YCTaHOBJICHO 3aKOHO1aTeILCTBOM.

4.4. ]JloroBophl, yka3zaHHble B NyHKTe 3.5 manHoro [lpunoxeHusi, Mexmy
YUpEXKIACHUSIMUA 10 3a00py/mpoBepKe KpPOBU (B TOM YHUCIIE KOHTPOJIbHBIMU
JabopaTopusMH) U TPEINPUSATAEM MO0 (PPaKIMOHUPOBAHUIO/TTPOU3BOAUTEIIEM
JOJDKHBI TaPaHTHPOBATh, YTO MPOCISKHUBAEMOCTh M MEPOTPHUATHS TOCTE 3a0opa
KPOBH OXBAaTHIBAIOT BCIO IETh OT 3a0opa IuUTa3Mbl 0 BCEX IPOU3BOAMUTEIEH,
OTBETCTBEHHBIX 32 BBIJIaUy Pa3peIICHU Ha BBITYCK TOTOBOW PO TYKITHH.

4.5. VYupexaeHus 10 3a00py/TIPOBEPKE KPOBU JODKHBI  YBEJIOMIISITH
NPEANPUATHE 10 PPaKIIMOHUPOBAHUIO/TIPOU3BOIUTEIIS O KAKOM-JIUOO CITydae, KOTOPHI
MOXKET TIOBJIMATh Ha KAa4eCTBO WM OE30MAaCHOCTh MPOMYKIMH, a TaKkKe O JPYyrou
BOKHOW MH(OPMAITMH, TIOTyYSHHOH IMOCIIE MMPUeMa JTIOHOPA WK BBIZAYM Pa3peIICHUS
Ha BBIITYCK IJIa3Mbl, HanlpuMmep, 00paTHyto HHPopMaIuo (MHPOpMAIHIO, TOTy4YEHHYIO
nocne 3abopa kpoBu). Ecmu mpeanpusitie mo (pakiimOHUPOBAHUIO/ TIPOU3BOIUTEND
HAXOIWTCSI HAa TEPPUTOPUM JIPYroM CTpaHbl, HMHMOPMALMIO CIETyeT COOOUTUTH
MIPOU3BOIUTENIO, HAXOASIIEMycsi B TocyaapcrBe-wieHe Coro3a, OTBETCTBEHHOMY 32
BBIJIa4y Pa3pellieHHs Ha BHITYCK JIEKAPCTBEHHBIX MpernaparoB. B 00oux ciy4asx Takas
uH(pOpMAIHsI, €CIM OHa WMEET OTHOIICHWE K KaueCTBY M O€30MacHOCTH TOTOBOM
MIPOIYKIINH, TOJDKHA OBITH JOBE/ICHA /IO BEIOMa YITIOJIHOMOYEHHOTO OpraHa, B BEICHUN
KOTOPOTO ~ HAaXOMUTCS  TPEANpHuATHE 10  (HPaKIMOHUPOBAHUIO/TIPOU3BOAUTEITH
JICKapCTBEHHBIX TPEMaparoB.

4.6. B cmyyae, ecnu pe3ysibTaTOM HMHCIEKTUPOBAHUS YIOJHOMOYEHHBIM
OpraHOM YUYPEXACHHUS TIO 3a00py/TIPOBEpPKE KPOBHU SBJSACTCS aHHYJIUPOBAHHEC
CYIIECTBYIOLIEH  JMIIeH3UMW/cepTuduKkara/pa3perieHus, HEOoOXOAUMO  TaKxke
CIEeNaTh YBEAOMJICHHE, KaK YKa3aHO B MyHKTE 4.5 nanHoro IIpunoxenus.

47. B craHmapTHBIX OIEPAIMOHHBIX MPOIEAypax IODKHO OBITh OITHUCAHO
ympasiieHre WHGOPMAIIEH, MOMYyYeHHOW MOcie 3a0opa KPOBHU, MPU ATOM JIOJDKHBI
ObITb yYTEHBI JIMIIEH3MOHHBIE TpPEOOBaHUA W TPOIEAYPHl UH(POPMUPOBAHUS
YIIOJIHOMOYEHHBIX ~ OpraHoB. HeoOxoauMo  mpemrycMOTpeTh  COOTBETCTBYIOIIHUE
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MEpOTIPUSITUST  TOCiIe  3a00pa KpPOBH, KOTOPBIE YCTAHOBJICHBI TPEOOBAHUSIMU
3aKOHOZATEIbCTBA.

5. Ilomelnenuss 1 000pyI0BaHUE

5.1. C uenbto cBeieHsl K MUHUMYMY MUKPOOHOW KOHTaMUHALIMY WJTH BHECEHHS
IIOCTOPOHHETO Marepuaa B CEPUIO0 IUIa3Mbl OTTAMBaHUE M OOBEIUHEHUE ETUHHUIL
IUIA3MBI CIIEYET IIPOM3BOANUTH B 30HAX, KOTOPBIE COOTBETCTBYIOT YCTAHOBJICHHBIM B
[Mpunoxennn 1 Hacrosmumx IlpaBun TpeGoBaHMSM Kilacca YMCTOTHI He MeHee D.
Crnenyer MCHONB30BaTh COOTBETCTBYIOLIYIO OJCKIY, BKJIXOYAs MACKM Ha JMIE U
nepyarkd. Bee apyrue onepanyy ¢ OTKPBITOM NPOXYKIMEN B XOA€ TEXHOJIOIHYECKOTO
nporecca  CIeQyeT OCYLIECTBISTh B YCIOBUAX, KOTOPBIE  YAOBJIETBOPSIOT
COOTBETCTBYIOUMM TpeboBanusaM [Ipunoxkenus 1 Hactosmux [IpaBu.

5.2. B coorBerctBuu TpeOoBanusimu [lpunoxenuss 1 Hactosmmx [IpaBun
CIIEAYET OCYILIECTBISATh PETrYJSPHBI MOHUTOPUHI TMPOU3BOJICTBEHHOM MW CpENPL,
0COOEHHO BO BpeMs OTKPBIBaHMsSI KOHTEHHEpPOB C IUIA3MOM, a TakKe BO BpeMs
NPOLIECCOB OTTaWBaHUSI U OObeNMHEHMA. JODKHBI OBITh YCTAHOBJIEHBI KPUTEPHUU
NPUEMIIEMOCTH.

5.3. Ilpm mpou3BOACTBE JIEKAPCTBEHHBIX IPENAPATOB, ITOIYYAaE€MbBIX W3
JIOHOPCKOM TUIa3Mbl, JOJDKHBI HCIIOJIB30BAaThCA COOTBETCTBYIOIIME METObI
VMHAKTHBALMU WIH YAAJICHHS BUPYCOB U IPUHUMATHCA COOTBETCTBYIOILIUE MEPBI 110
OpEeJOTBPALICHUIO  KOHTAMHUHAlMM  OOpaOOTaHHON  MPOMYKUMU  €lle  He
oOpaboTaHHON mpoxykuuen. s ctanuil TEXHOJOTUYECKOTO MpOIecca, KOTOpPhIE
IIPOBOJATCS IIOCJIE BUPYCHOM HMHAKTHBALMHU, CJIEAYET MCIOJIB30BaTh CIELUAIBHO
npeIHa3HaYeHHbIE OTAENIbHbIE TIOMEIIECHUS U 000pYyI0BaHUE.

5.4. Jlnsa Toro, 4troObl HE cCO3[aBaTh PUCKA KOHTAMUHAIMM TEKYILErO
MIPOU3BOJICTBA BUPYCAMH, KOTOPBIE HCIIOJIB3YIOTCS BO BpEMs BaJIUJALMOHHBIX
UCIIBITAaHUM, BaJIMJALMIO METOJOB CHWXEHHUS KOJIMYECTBA BUPYCOB HE CIEAYET
IPOBOJUTh C MCHOJB30BAHMEM TPOU3BOJCTBEHHBIX TEXHUYECKUX CPEICTB.
Banmupanuio B yKa3aHHOM — cloy4dae  CIEQyeT  NIPOBOJUTH  COIVIACHO
COOTBETCTBYIOIIMM HOPMATUBHBIM MPAaBOBbIM aKTaM.

6. IlpousBoacTBo

Hcxoanbie MaTepuabl

6.1. Hcxomnble wmaTepuanbl JOJDKHBI COOTBETCTBOBATh TpPEeOOBaHUSIM
COOTBETCTBYIOIIUX (papMaKOMEHHBIX CTaTei, a TaKKe YJIOBJIETBOPSTH YCIOBUSM,
KOTOPBIE COAEPHKATCSA B COOTBETCTBYIOIIEM PETUCTPALIMOHHOM JIOCHE, B TOM UHCIIE
B OCHOBHOM JIOChE€ IUIa3Mbl. OTH TpeOOBaHUS JOJKHBI OBITh H3JI0KEHBI B
INMCBMEHHOM JoroBope (cM. mnyHKT 3.5. naHHoro IlIpwioxeHus) wmexnay
VUPEeKICHHUEM 1O  3a00py/ipoBEpKE  KPOBU W TOPEANPUSITHEM IO
(bpakuroHUpOBaHUIO/ Mpou3BoaUTENEM. VX crneayeTr KOHTPOJIUPOBAThH € MTOMOILBIO
CUCTEMBbI Ka4eCTBa.

6.2. Hcxonmuble wmatepuansl Juisi nporpamMMm  (GpakUMOHUPOBAHMS IO
KOHTpPakTy /g TPETbUX CTpaH JOJDKHBI COOTBETCTBOBATH TPEOOBAHUSM,
yKa3aHHBIM B TyHKTE 2.4 nanHoro [Ipunoxenus.
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6.3. B 3aBucumocTtu oT Tumna 3abopa (Harmpumep, 3a00p LEIbHON KPOBU WIIH
aBTOMATHYECKUN adepe3) MOryT moTpeOOBaThCsl paszIMUHbIE CTaauud 0O0pabOTKH.
Bce cragum o6paboTku (Hampumep, LEHTpUPYTrUpoBaHHWE HW/WIM pasJielieHue,
oTO0op mpo0, MapKUPOBKA, 3aMOpaXKMBaHWE) JAOHKHBI OBITH OMNpEAESiCHbl B
MUCbMEHHBIX HHCTPYKIUSX.

6.4. Cnenyer mu3beraTb Kakoro-imOoO MepenyThbIBaHUS €AUHUI] U 00paslioB,
0COOEHHO BO BpeMsI MApKUPOBKH, a TAKKE KaKOW-THOO KOHTaAMUHAIINH, HATIPUMED,
P OTPE3aHUU CETMEHTOB TPYOOK/yKyOPHUBAaHIUN KOHTEHHEPOB.

6.5. 3aMopakxrBaHUE SABJSETCS KPUTHUECKOM CTaIUEN BBIIEIECHUS POTENHOB,
KOTOpbIE B IUIa3Me SIBISIOTCS JTAOWIBHBIMU, HapUMEpP, (PaKTOPOB CBEPTHIBAEMOCTH.
[TosTOMy 3aMOpa)KMBaHUE CIETYET OCYIIECTBIATH C TMOMOIIBIO BaJIMAMPOBAHHBIX
METOJIOB KaK MOXKHO ObicTpee mocie 3abopa kpoBu. Ilpm 3ToM HeoOXoanmo
IpUACPKUBATHCS TPEOOBAHHIA COOTBETCTBYIONINX (PAPMaKOTICHHBIX CTaTeH.

6.6. VYcioBusi XpaHEHUST W TPAHCIOPTHPOBAHWS KPOBU WM IUIA3MBI K
OPEANpUATUIO 10  (PAKIMOHUPOBAHUIO  JIOJDKHBI ~ OBITh  ONpENeNieHbl U
JOKYMEHTAJIbHO O(OpMIICHBI Ha BCEX OJTamax Ienu noctaBku. O Kakux-muoo
OTKJIOHEHHUSIX OT YCTAHOBJICHHOM TEMIIEpaTypbl CIEAYET YBEAOMIIATH MPEANPHUITHC
no (QpakuuoHupoBanuto. HeoOxoqumo uCHonb30BaTh 000pYIOBaHUE, KOTOPOE
NPOILIO KBATM(PHUKALKUIO U TPOLIEAYPbI, KOTOPbIE IPOLUIH BAJIMIALHIO.

Ouenka/Bbl1avya pa3pelieHusi Ha BBIYCK MJIA3MBbI IS

(ppakuuoHUpOBaHUSA, HCIIOJIb3YEMOI KAK UCXOAHOE ChIpbe

6.7. Pa3perienre Ha BBITYCK IUIa3Mbl s (PPAKLIMOHUPOBAHUS (M3 KapaHTUHA)
MOXET IPOM3BOAUTBECS TOJBKO IIOCPEACTBOM CHUCTEM H  IIPOLENYp, KOTOpBIE
o0ecneynBaroT KayecTBO, HEOOXOIMMOE JJIsi IPOU3BOACTBA TOTOBOM IMPOTYKLIUM.
[nazma MOXET OBITH IIOCTaBJICHA HPEATPUSTUIO 1o
(bpaKIMOHUPOBAHUIO/ TIPOU3BOAUTEIO TOJIBKO nocJe JOKYMEHTAJIbHOTO
MOATBEPXK/ICHUS] OTBETCTBEHHBIM JIMIIOM (WM, B ciyyae 3a0opa KpOBW/ILIa3Mbl B
TPETHUX CTPAHAX, JIULIOM C SKBUBAJIECHTHBIMHU 00SI3aHHOCTAMU M KBaTH(PUKAIMEn) Toro,
YTO M1azma Juisd (PpaKMOHUPOBAHUS COOTBETCTBYET TPEOOBAHUAM U CIIEHU(PHUKALIUSAM,
YCTAHOBJIEHHBIM B COOTBETCTBYIOIIMX MUCbMEHHBIX JOIOBOPAX, a TAKKE TOTO, YTO BCE
CTaauy ObUTH MPOBEIEHBI B COOTBETCTBUHU C HacToAmMH [ [paBunamu.

6.8. Mcnonb3oBaHue BceX KOHTEHHEPOB € TUIa3MOil it (PpaKLMOHUPOBAHUS
Opy TOCTYIUIEHUM Ha MNpeanpusTHe Mo (PaKIMOHUPOBAHUIO JIOJKHO OBITh
pa3pemieHo  YIOJHOMOYEHHBIM JIMLIOM. YIIOJHOMOYEHHOE JIMIO JIOJDKHO
HOJITBEPANUTH, YTO IJIa3Ma COOTBETCTBYET BCEM TpeOOBaHUSAM (hapMaKOIEHHbIX
CTaTel, a TaKKe YJOBJIETBOPSIET YCIOBUSAM COOTBETCTBYIOLIETO PETMCTPALOHHOTO
JI0OCbE, B TOM YHCJIE OCHOBHOIO JOChE IUIa3Mbl, WM, B CIIy4ae HCIOJIb30BaHUS
IUIa3Mbl JUIsL IporpamMMm  (PpakMOHUPOBAHUS MO KOHTPAKTYy MAJSl TPETbUX CTpaH,
BCEM TpeOOBaHMSIM, YKAa3aHHBIM B MyHKTE 2.4 nanHoro [Ipunoxenus.

Oo0padoTka ma3mel AJ1s1 PpPaKUMOHUPOBAHUA

6.9. Ctaguu npornecca (pakImOHUPOBAHUS PA3TUYAIOTCS B 3aBUCUMOCTH OT
NPOAYKIIMK U mpousBomuTens. Kak mnpaBuiao, OHU BKIIOYAIOT Pa3JIMYHbIC

323



ormepai  (PaKIUOHUPOBAHUS/OUYUCTKH, a HEKOTOpPble M3 HHUX  MOTYT
CIIOCOOCTBOBATh MHAKTUBAIMU W/WJIH YIAJICHUIO BOBMOXKHON KOHTaMUHAIUH.

6.10. Cnenyer ycTaHOBUTH TpeOOBaHHUA K IpolieccaM o0beIUHEHUs, 0TOOpa
npod u3 O0BEAUHEHHOW TUTa3Mbl, (PPAKIIMOHUPOBAHUS/OUUCTKA M WHAKTUBAIIMH/
yIaJICHUs BUPYCOB U CTPOTO UX MPUIEPKUBATHCSI.

6.11. MeTtopl, UCTIOJIb3yEMbIE B ITPOIIECCE BUPYCHOW MHAKTUBAILIUU, CICAYET
IPUMEHSITH CO CTPOTUM COOJIIOACHUEM BaIUAUPOBAHHBIX MPOILEAYP. DTH METOIbI
JIOJDKHBI  COOTBETCTBOBATh METOJAaM, KOTOpble OBUIM HMCHOJIb30BaHbl MpHU
BaJIUJAIMU NIPOLENYp BUPYCHOW MHAKTUBAaUWU. CleyeT BBINOJIHATH TUIATEIbHOE
paccieloBaHHE BCEX HEYAABIIMXCA MPOUEAYp BHUPYCHOHM HMHAKTUBALWU.
CobmroieHne BaIuINPOBAHHOTO TEXHOJIOTHYECKOTO MpoIiecca SIBISIETCS 0COOCHHO
BaXXHBIM B IMPOLEAYpax CHIKEHUS KOJIUYECTBA BUPYCOB, MOCKOJIBKY KaKHe-JIHOO
OTKJIOHEHHS MOTYT MPEACTABIATh PUCKU ISl O€30MACHOCTU TOTOBOM MPOIYKIUU.
JloJKHBI OBITh B HAJIMYUU MPOLIETYPbl, KOTOPHIE YYUTHIBAIOT 3TH PUCKH.

6.12. Kakyro-mub60 MOBTOpHYIO 00pabOTKy WM TepepadoTKy MOXKHO
IIPOU3BOJIUTH TOJBKO MOCIE IMPOBEICHUS MEPONPUATHI 10 YIIPABICHUIO PUCKAMMU
JUIsL KA4ECTBA M TOJBKO HA OINPEJEICHHBIX CTAIUAX TEXHOJOTMYECKOTO IpoLecca,
YTO YKa3aHO B COOTBETCTBYIOILIEM PETUCTPALMOHHOM JIOCHE.

6.13. JlomwkHa OBITh cHCTEMA i YETKOTO pa3JieieHUs/pa3InyeHUs
JIEKapCTBEHHBIX NPENapaToB WM ITPOMEKYTOUYHON NPOLYKIMH, KOTOPBIE MPOIILIN
NpoLENypy WHAKTUBAIMW/yIaJ€HUs BUPYCOB U TE€X, KOTOPBIE €II€ HE MPOILIN
TaKylo MpOUEAYPY.

6.14. B 3aBuCMMOCTM OT pe3ynbTara TLIATEIbHO IIPOBEIACHHOIO IMpoLecca
VIPABJIECHUSI PUCKAMU (C YYETOM BO3MOXKHBIX OTJIMYMK B 3MUIEMHOIOTMYECKUX
JTAHHBIX) MOXET OBITh Pa3pelieHO MPOU3BOJCTBO MO MPHUHIIMITY MTPOU3BOJICTBEHHBIX
IUKJIOB B  Cllyyae, €ClIM Ha  OJAHOM  TMpEeNNpuaTdd  00padaThiBaroT
IU1a3MY/TIPOMEXKYTOUHYIO  MPOAYKIHMIO Pa3IMYHOIO TPOUCXOKICHHUS, BKIIOYAs
HEOOXOJMMbIE MPOLEAYPbl UYETKOTO pa3lelieHHs W HaJliuue YCTAHOBJICHHBIX
BATMJIMIMPOBAHHBIX TIPOIEAYP OUMCTKU. TpeOoBaHMS Il TAKUX MEPOINPHUSITUN
JIOJKHBI OCHOBBIBAaThCSI Ha COOTBETCTBYIOLMX HOPMATHUBHBIX MPaBOBbIX akTax. C
NOMOLIbIO TpOIlecCca YINpaBJICHUS pHUCKAMU JODKEH OBbITh pelIeH BOIpoC,
HEOOXOJMMO JIM HCIOJIb30BaTh CIEHUAIbHOE OO0OpYJOBaHHE B CIydae IMporpamMm
(bpaKIMOHUPOBAHUS TIO KOHTPAKTY C TPETHUMH CTPaHAMHU.

6.15. JIns mpomMeKyTOYHOM MPOAYKIMHU, MPEAHA3HAYCHHON JIsI XpaHEHUS,
CJIelyeT YCTAHOBUTH CPOK XPAHEHHUS Ha OCHOBAaHUH JaHHBIX O CTAOMIIBHOCTH.

6.16. [omxHbl OBITH YCTAHOBJIEHBI M JOKYMEHTAIbHO O(OpPMIIEHBI
TpeOOBaHMs K XPAaHEHUIO U TPAHCIIOPTHUPOBAHUIO MPOMEKYTOUHOU MPOAYKIUU U
TOTOBBIX JIEKAPCTBEHHBIX IMpENapaToB HAa BCEX ATamax Lenu noctaBku. Criemyet
UCIIOJIb30BaTh O0OpPYAOBaHUE, KOTOPOE MPOLUIO KBAIU(PHUKALKIO U MPOLEIYPHI,
KOTOPBIE MPOLUIH BAIAJALUIO.

7. KoHTpOJIb KauecTBa

7.1. TpeboBaHusl K MCHBITAHUSAM Ha BUPYCHl WIH APyrvue UHQUUUPYIOIIHE
areHThl CJIElyeT YCTAaHABIMBATh C yYE€TOM HOBBIX 3HAHUU 00 WHOUIHUPYIOIIUX
areHTax v HaJIu4Ms BUJIMAUPOBAHHBIX METOJOB UCIIBITAHUN.
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7.2. IlepBblil ONHOPOIHBIM MyJ IUIA3Mbl (HAIpUMEp, IOCIE OTIACICHUS
KPHUOIIPELUINTATA OT IyJIa TUIa3Mbl) CIELYyEeT KOHTPOJIUPOBATh C UCIOJIb30BaHUEM
BAIMIUPOBAHHBIX  METOAOB €  HAUIEKAIIEW  YyBCTBUTEIBHOCTBIO U
CHELM(PUYHOCTHIO COIVIACHO COOTBETCTBYIOUIUM (papMaKOIEHHbIM TPEOOBAHUSIM.

8. Bbi1aua pa3peunieHust Ha BBINYCK NPOMEXKYTOYHOMN

U FOTOBOW NPOAYKIUU

8.1. JlomkeH OBITh pa3penieH BBITYCK TOJBKO CEpPHUil, NPOU3BEACHHBIX W3
MYyJIOB TUIa3Mbl, KOTOPBIE ObLTN MPU3HAHBI B PE3YJIbTaTe KOHTPOJISI HETaTUBHBIMHU B
OTHOILIEHUU BUPYC-MapKepOB/aHTUTE a TaK¥kKe COOTBETCTBYIOIIUX
dbapmakonelHbIM TpeOoBaHUSIM (BKIIIOYAs KaKHe-TUOO CIelualbHbIE Mpenesbl,
OTrPaHUYMBAIOLINE COJIEpPKAHUE BHUPYCOB) M YTBEPXKACHHBIM clieHU(UKALUAM
(Hampumep, OCHOBHOMY J10ChE IUIa3MBbl).

8.2. Bblmaua paspemieHUss Ha BBIIYCK MPOMEXYTOYHOW MPOTYKIUH,
OpeJHa3HAaYeHHON Ui JajbHeilmell o0paObOTKW BHYTPU MNPEANPUATUS WIIH
IIOCTaBKM Ha JPYrod MpeAnpusTHE, a TakKe BblJaya pa3pelieHHs] Ha BBITYCK
TOTOBBIX JIEKapCTBEHHBIX IpenapaToB JOJKHA OCYIIECTBIISATHCS
YIOJTHOMOYEHHBIM JIULIOM C  COOJIIOJIEHUEM TpeOOBaHUNM  YTBEPKIACHHOI'O
PETUCTPALIMOHHOTO J0ChHE.

8.3. YIOIHOMOYEHHOE JIMIO JOJDKHO OCYLIECTBIIATh BbLIAUy pPa3pelICHUs Ha
BBIITYCK TPOMEKXYTOUHONW WM TOTOBOM TMPOMYKIMH, HCIIOIB3yeMOW Ui MpOrpaMM
(bpakIMOHUPOBAHUS TIO KOHTPAKTY JJISI TPETbUX CTpPaH, HA OCHOBAaHWM HOPMATHBOB,
COIIACOBAHHBIX C 3aKa3UMKOM, & TaK)KE B COOTBETCTBHH C TPEOOBAHMSMH HACTOSIIINX
[paBun. Ecnu Takue nekapCcTBEHHBIE TIpEMapaThl HEe MPeAHA3HAYEHBI IS peaTn3aliin
Ha Tepputopun Cor03a, K HUM MOTYT HE IIPUMEHAThCS (hapMakoreiHbple TpeOOBaHHs
YCTaHOBJIEHHBIE B rocyaapcTBe-wieHe Coro3a.

9. XpaHeHue 00pa3uoB MyJ0B IJIa3Mbl

9.1. OnuH myn mIa3Mbl MOXKET OBITh MCIIOJB30BaH ISl MPOU3BOJICTBA
HECKOJIbKUX CEpHM W/WIM JIeKapCTBEHHBIX MpernapatoB. KOHTpoibHBIE 00pa3iibl
Ka)XJ0TO MyJia IJIa3Mbl, a TaKK€ COOTBETCTBYIOIIME 3aMKMCH CJICAYET XPaHUTh Ha
MEHEE OJHOTO TOJla MOCJE OKOHYAHUS CPOKa XPaHECHUs IMOJYYCHHOrO M3 3TOrO
myJia JIGKAPCTBEHHOTO IIperapara ¢ HauOOJBIIMM CPOKOM XpaHEHHUS M3 BCEX
JIEKApCTBEHHBIX MPENAPATOB, MOJTYUYEHHBIX U3 ATOTO ITyJia MIa3Mbl.

10. Yaanenue oTxonoB

10.1. Crnenyer uMeThb NMUCBMEHHBIE MPOLENYpPhl OE30MACHOIO XPaHEHUs U
yAQJEHUs] OTXOJIOB, OJHOPA30BbIX M OTKJIOHEHHBIX MarepuajioB (Harpumep,
KOHTAMUHHPOBAHHBIX EAWHUL, €AUHULl OT WHQUIMPOBAHHBIX JIOHOPOB, a TAKXKE
KPOBH, IUIa3Mbl, MPOMEXKYTOUHOM TMPOAYKIMUA WM TOTOBBIX JIEKAPCTBEHHBIX
OpenaparoB C MCTEKIIMM CPOKOM TOJHOCTH), YTO JOJDKHO —O(OpPMIISTHCS
JOKYMEHTAJIBHO.
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Ipuioxenue 15
KBAJIMOUKALINA U BAIIMJALUA

IMpuHnun

1. B pamHom [IpuioXeHWM ONMHMCAHBI TNPUHIUNBI KBATU(PUKALUNA |
BaJTUAINH, TPUMEHUMBIC K TIPOM3BOJICTBY JIEKAPCTBEHHBIX mpernapaToB. C 1enbio
JIOKA3aTeIbcTBA  COOTBETCTBHMSI ~ MAapaMETPOB  KPUTHYECKUX  IPOIIECCOB
(oOopymoBaHus) 3amaHHBIM TPEOOBAHUSIM  TPOUZBOJMUTEIN  JICKAPCTBEHHBIX
CPEICTB JOJDKHBI TPOBOJWUTH BAJIHMIAIAIO TIPOIECCOB H  00OpyIAOBaHUS,
WCITOJIB3YEMBIX TPU TIPOM3BOJICTBE JICKAPCTBEHHBIX CPEACTB. Bammmanus Takxke
MIPOBOJIUTCS TIPH CYIIECTBEHHBIX M3MCHEHHSIX B IMOMEIICHUSAX, 000PYIOBaHUHU H
mporeccax, KOTOpbIe MOTYT OKa3aTh BIUSHUE HAa KAadeCTBO MPOMYKIWHU. Jlyis
OTIpe/ieNICHUs] cocTaBa W 0ObeMa paboT MO BalWAAlUU CJIEAYEeT HCIOIh30BaTh
MOJIXOJ/I, OCHOBAaHHBIM Ha OIEHKEe PUCKOB. COracHO TPeOOBAHUSAM HACTOSIIMX
[IpaBun, TpOM3BOAMUTENN JOJKHBI OMpPENENUTh, Kakas padoTa IO BaluJalluu
He0o0XoauMa JUIsl TOATBEPKIACHUSI KOHTPOJISI KPUTUUECKHUX aCEKTOB MPOBOJAUMBIX
UMU KOHKpEeTHbIX omepanuil. CylllecTBEHHbIE HW3MEHEHHUS, BHOCHMbBIC B
MOMEIIeHHE, 000pYI0BaHUE U MPOIECChI, KOTOPHIE MOTYT MOBIUATH HA KAYECTBO
MIPOIYKITAN, JOJKHBI TPOUTH BaMaannio. [[1s onpeaenenus 00macTu MpoBEACHUS
1 o0beMa BaJIHMJAIMHA CJICAYET WMCIOJIB30BaTh IOAXO0J], OCHOBAHHBIA HAa OIICHKE
PHUCKOB.

IlnanMpoBaHue BaJIUIAUA
2. Bcro gedarensHOCTh MO BalWJalMK CIEAyeT IUIaHUpoBaTh. KiroueBble
AIIEMEHTBHl NPOrpaMMbl BajlUAAlMM CIEAYEeT YETKO ONpEeAeNuTh U O(QOpMUTH
JIOKYMEHTAJIBHO B OCHOBHOM IlJIaHE BAJIMAAIIMU WA SKBUBAJIEHTHBIX JOKYMEHTAX.
3. OCHOBHOM TJIaH BaJdUJAIMU JOJKEH ObITh 00O0OMIAIOIIMM JTOKYMEHTOM,
COCTABJICHHBIM B JJAKOHUYHOM, TOUHOM U SICHOUN popMe.
4. OCHOBHOM IUIAH BAJIHWJALMM JOJKEH COJEpXkKaTh, KaK MHUHUMYM,
CJIEAYIONIYI0 HH(pOpMAIIHIO:
a) 1eJb MPOBEICHUS BATUIAIIH;
b) opraHmzanuoHHYIO CXeMy JESITEIBHOCTH M0 BaJIH/AIINY;
C) mepeyYeHb BCEX MOMEIICHH, CHUCTeM, OOOpYIOBaHHS W IPOIECCOB,
NOJUIEXKAIINX BAIUJALNN;
d) ¢opmy mokymenTanmu: Gopmy, KOTOPYIO CIEIyeT HCHOJIb30BaTh IS
IIPOTOKOJIOB M OTYETOB;
) TulaHMUpOBaHHE U rpadUK BHITIOIHEHUS padoT;
f) xoHTpOSH M3MECHEHUN;
g) CCBUIKH Ha CYIICCTBYIOIINE JTOKYMCHTHI.
5. B crayyae BBINOJHEHHUS KPYMHBIX MPOEKTOB MOMKET BO3HUKHYTh
HEO0OXOAMMOCTb COCTaBJICHUS OT/IECIbHBIX OCHOBHBIX MJIAHOB BAJIM/IALIUH.

JJoxkyMeHTaMA
6. Cnenyer pa3paboTarh NMHCHMEHHBIA MPOTOKOJ C YKa3aHUSMH, KaKUM

o0Opaszom OyJieT npoBe/ieHa KBIM(pUKAIUS U BaduAaIus. Takoil TpoTOKOJI TOJKEH
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OBITH TIPOBEPEH U YTBEPXKIEH. B MpOTOKOIE JOMKHBI OBITh YKa3aHbI KPUTHIECKUE
STambl U KPUTEPUHU TIPUEMIIEMOCTH.

7. HoimkeH OBITH IOATOTOBIICH OTYET C IEPEKPECTHBIMH CCBHUIKAMH Ha
MPOTOKOJI KBaM(PUKAIIMK W/WIW  BallMJalUKM, OO0O0OIIAONIUN  IOJTyYeHHbIS
pe3yabTaThl, COJACpXKAIMH KOMMEHTApPHH OTHOCHTCIIBHO JIFOOBIX 3aMEUEHHBIX
OTKJIOHCHUH M BBIBOJIbI, BKJIFOYAsk PEKOMCHTyEMbIC U3MCHCHHS, HEOOXOIUMBIC JUTSI
YCTpaHCHHSI OTKJIOHCHMH. JIroOble W3MCHCHHMS, BHECCHHBIC B ILJIaH, KOTOPBIH
npuBeACH B TPOTOKOJNE,  ciaeayeT  opopMiIsATh  JOKYMEHTAIBHO  C
COOTBETCTBYIOIIUM OOOCHOBAHHEM.

8. Tlocnme ycmemHoro 3aBepiieHHUS KBaTU(PUKAIMK clIeAyeT O(GOpMHUTH
oduIManbHOe TMUCHMEHHOE paspelieHue I Mepexoja K CICIYIONEMy JTamy
KBATM(UKAIINHA U BAJTAAIIH.

KBasmmmpukauus

KBanmuduxkauus npoexra

9. IlepBbIM 3JIEMEHTOM MPOBEACHUS BAIUAALMN HOBBIX MOMEIIECHUM, CUCTEM
WK 000PYJIOBAHMSI SIBIIIETCS KBATU(UKALIHS IPOCKTA.

10. Cnenyer nmokasaTh U JOKYMEHTAIBHO OPOPMUTH COOTBETCTBUE MPOEKTA
TpeboBaHusM HacTosmux [IpaBui.

KBanudukanus MoHTa)Ka

11. Kpamudukanuio MOHTaxa CjleAyeT MPOBOAUTH JJIsI HOBBIX WM
MOAM(PUIMPOBAHHBIX TOMEILIEHUN, CUCTEM U 000PYAOBaHUSI.

12. KBanudukanus MOHTaxa J10JKHA BKIIIOYATH CIIECIYIONIUE JIEMEHTHI (HO
HE OIPAaHUYMUBATHCS UMU):

a) TPOBEPKY MOHTa)Ka obopynoBaHus, TpyOOINpPOBOIOB,
BCIIOMOTATENbHBIX ~ CUCTEM W  NPUOOPOB  HA  COOTBETCTBHE
JEUCTBYIONTUM TEXHUYECKUM YepTEKaM U CreruDUKAIUIM;

b) olleHKY MOJHOTBI W CONOCTaBJICHHWE MHCTPYKIMH IMOCTABIIMKA 10
IKCIUTyaTaliii U pabore, a Takke TpeOOBaHUU K TEXHUYECKOMY
00CITy>KUBaHUIO;

C) oleHKy TpeOOBaHUI K KaTHOPOBKE;

d) mpoBepky MaTepHasoB, HCIIOJIb30BAHHBIX B KOHCTPYKIIHSX.

Kpanudukauusi yHKIIUOHUPOBAHUS
13.  Kpamuduxanuss  (GyHKUMOHUPOBAHUS  JIOJDKHA  CJEIOBaTh 32
KBIM(PUKALIMEH MOHTaXa.
14. Kpanudukanusa (QyHKIIMOHMPOBAaHUSA IOJDKHA BKIIIOYATh CJEAYIOIINE
AJIEMEHTHI (HO HE OTPAaHUYUBATHCSA UMH):
d) WCOBITAHWS, WCXOMAs W3 3HAHMH O TMpoleccax, CHCTEeMax |
000pyI0BaHUY;
b) wcnbiTanuss  QyHKIIMOHUPOBAHUS  O0OpYyMOBaHHMS pH  pabOUYHMX
napameTpax, paBHbIX BEPXHUM M HM)KHHUM JOITYCTHUMBIM IPEIEIaM, TO
€CTh B YCIIOBUSAX «HAUXY/LIETO CIydasn.
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15. YcnemHoe 3aBepuieHue KBanupukanuu (QyHKIMOHUPOBAHUS JOKHO
CIIOCOOCTBOBATh OKOHYATEIbHOMY OGMOPMIICHHIO WHCTPYKIMH IO KaauOpOBKe,
IKCIUTyaTalldl W OYHCTKE, NPOBEACHUIO OOY4YeHHS OIEepaTopoB, a TaKxKe
YCTAHOBJICHUIO  TpeOoBaHMM K  NPOPHUIAKTHYECKOMY  TEXHHYECKOMY
00CITy’)KMBaHUI0. DTO MO3BOJIUT IPOBOAUTH OPUIHAIBHYIO IPUEMKY ITOMEILLEHU,
CHCTEM B 000pyIOBaHHUS.

KBanmudukanus 3xcrmiyarauuu

16. Kamudukanus 5SKCIUTyaTallud BBIMOJHSAETCS IIOCJIE  YCIEIIHOTO
3aBepIICHHS KBATH(PUKAIIMN MOHTaXa U KBaU(UKauu GyHKIIMOHUPOBAHHUSL.

17. Ksamudukanus dSKCIUTyaTallud JOJDKHA BKJIIOYATh  CIEAYIOLIUE
AJIEMEHTHI (HO HE OTPAaHUYUBATHCS UMM ):

d) WCIBITAHUS C HCIOJIb30BAaHHEM pEATbHBIX HCXOIHOTO CBIPhS U
MaTepuajoB,  INPUMEHSEMBIX B  IPOU3BOJCTBE,  BbIOpaHHBIX
3aMEHUTENIEN C AHAJIOTMYHBIMU CBOMCTBAMU WJIA MOJEIUPYIOIIETO
npenapara, pa3paboTaHHblE Ha OCHOBAaHMM 3HAHMUA O Ipolecce, a
TaK)Ke O TEXHUYECKUX CPEACTBAX, CHCTEMAaX UM 000PYyI0BaHUH;

b) ucnbiTaHus Tpu paboOYMX TMapaMeTpax, PaBHBIX BEPXHUM M HUKHUM
JOIYCTUMBIM IIpEeIaM.

18. XoTs kBanmuduKanus 3KCIUTyaTallil pacCMaTpUBAETCS KaK OTIEIbHBIN
sTan paboT, B HEKOTOPBIX CIy4asx LEIecO00pa3HO MPOBOAMTH €€ COBMECTHO C
KBaIM(PUKaIuen PyHKIIMOHUPOBAHUS.

KBanmupukauuss  yCTAHOBJIEHHBIX  (HCIOJIB3YeMbIX) TEXHHYECKHX
CPeACTB, IOMELEeHU U 000PYA0BaAHUA

19. HeobxoauMo MMETh JaHHbIC, OOOCHOBBIBAIOIIME U MOJTBEPKIAOIIUE
COOTBETCTBHE pPabOYMX KPUTHUYECKUX I[apaMEeTPOB 3aJlaHHBIM TPEOOBAHUSIM.
Kpome Ttoro, crienyer JOKyMEHTAIbHO O(DOPMUTH MHCTPYKIHUU TIO KaTIUOPOBKE,
OUYHUCTKE, MPOYUIAKTUUECKOMY TEXHUYECKOMY OOCITY>KMUBAHUIO M DKCIUTyaTaIlllu, a
TaK)Ke 10 OOYUYEHHIO OTIEPATOPOB U BEJICHUIO OTYETOB.

Baauapauus npouecca

OO0mue TpedoBaHMsI

20. TpebGoBanuss ¥ TNPUHUUIBI, KPaTKO M3JO0KEHHbIE B JaHHOM
[IpunoxeHuu, NPUMEHUMBbl K MPOU3BOJCTBY JIEKapCTBEHHBIX (opMm. OHHU
pacnupoCTpaHsIOTCS Ha MEPBOHAYAIBHYIO BAJIMJALMIO HOBBIX MPOLECCOB,
MOCJIEYIOUTYI0 BATUAALMIO U3MEHEHHBIX MPOLECCOB U NOBTOPHYIO BAJIUAALIMIO.

21. Bamumpanms mporecca, Kak NpaBUiIO, JOKHA OBITH 3aBeplieHa JI0
HayaJla peaju3alli W MpOJaXKW JIEKApCTBEHHOrO mpenapara (IepcrneKTHUBHAs
BanuAanus). B UCKIIOUMTENBHBIX CIy4asx, KOrJa Takas BaJIMJALUs HEBO3MOXKHA,
MO’KET BOBHUKHYTh HEOOXOIMMOCTh MPOBEACHUS BAIUJAIIMHU IIPOLIECCOB BO BpEMsI
TEKYLIEro MPOU3BOJACTBA (COMYTCTBYIOIIAs Basaanus). IIpoueccel, KoTopsle yxe
IPOBOJWINCh B TEUEHHWE HEKOTOPOrO0 BPEMEHH, TAKXKE IMOMJIEkKAT BATUAALUU
(peTpocneKTUBHAS BAJIUIALIKSA ).
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22. Vcnonb3yeMble MOMEIIEHUs, CHCTEMbl U 000pYAOBaHUE JOJDKHBI OBITH
KBAIM(PUIIUPOBAHbI, & AHATUTUYECKUE METOJIMKH MCIBITAHUNA — BaJIUIUPOBAHBI.
[lepconasn, mpuHUMAIOIINUNA y4YacTUe B MPOBEACHUM BaWIAIUMHU, JOJKEH OBITh
COOTBETCTBYIOIIUM 00pa3oM O0yUeH.

23. Cneagyer NpoOBOAWUTH IMEPUOJUYECKYIO OIIEHKY IMOMEIICHUM, CUCTEM,
000pyZ0BaHUS U MPOIECCOB C LEJIbIO MOATBEPKICHUS UX pa0OThl B COOTBETCTBHUU
C 33JJaHHBIMH TPEOOBAHUSIMHU.

IlepcnexkTUBHAS BaTuAALUs

24. TlepcnekThBHas BaJIMAALMS JTOJDKHA BKIIIOYATH CIEAYIOIIME 3JIEMEHTHI
(HO HE OrpaHUYMBATHCS UMH):

a) KpaTKoe OIMCaHue MpoIiecca;

b) mepeueHr  KpPUTHYSCKHMX  CTagudl  TpoIiecca, IO ITEKATITAX
HCCJIEIOBAHMUIO;

C) MepeyYeHb HCIOJb3YEMbIX  IOMEIICHHUI/000pyIOBaHUs  (BKIFOYAs
HU3MEPUTEIHLHOS/KOHTPOIBHOE/PETUCTPUpPYIOIIee  000pyIoBaHUE) C
yKa3aHHUEM CBEICHHH 00 UX KaJIUOpPOBKE;

d) crenudukanuy Ha TOTOBYIO MPOAYKIUIO ITPH BHIITYCKE;

e) mpu HEOOXOJUMOCTH TEPEUCHb aHATTMTUIECKUX METOJUK;

f) mpennaraeMbie TOYKM KOHTPOJIS B IPOLIECCE IPOU3BOACTBA U KPUTCPHH
IPUEMIIEMOCTH;

g) 1pu HEOOXOAMMOCTH JOTIOJIHUTEIILHBIC UCIIBITAHHSI, KOTOPBIC CICIyET
NPOBECTH, BMECTE€ C KPHUTEPUSIMU TPUEMIIEMOCTH | BaluAalren
AHAIMTUIECKUX METOJTUK;

h) uran or6opa mpoo;

1) MEeTOJbI PETUCTPAIIMU U OIICHKHU PE3yJIbTATOB;

J) dyHKIMYM 1 00s3aHHOCTH;

K) mpenmosiaraeMslii rpaduK BITOJHEHHS PadoT.

25. C momoIpl0 yCTaHOBJIEHHOTO Tpoliecca (MCHONb3ysd KOMITOHEHTHI,
COOTBETCTBYIOLIME CHEIU(PHUKALMAM) MOKHO NPOU3BECTU PSI CEpUl TOTOBOM
OPOAYKIMH MPHU OOBIYHBIX YCIOBUSAX. TEOPETHUECKH KOJIMUYECTBO BBIITOJHEHHBIX
IPOU3BOACTBEHHBIX IUKIOB U  CHCIAHHBIX HAOIIOACHUNW JIOJDKHO  OBITh
JIOCTaTOYHBIM, YTOOBI TO3BOJIUTh YCTAHOBUTH OOBIYHYIO CTETIEHb U3MEHUYMBOCTHU U
TEHJCHIINU, a TAaKXKe MOJYYUTh HEOOXOIMMOE KOJMYECTBO JAHHBIX JJISI OLICHKH.
Jns  BamupanuyM  mpolecca  CYUTACTCS  JOCTATOYHBIM  BBIMIOJHUTH — TpPU
MOCNIeIOBAaTeNbHBIE CEPHUH/IMKIA, TPH KOTOPBIX MapamMeTpbl HAXOIATCS B
3aJJaHHBIX Mpeeiax.

26. Pa3mep cepum npu BaduAallM JOJDKEH ObITh PaBHBIM pa3Mepy Cepuu
IIPY TPOMBIIIIJIEHHOM BBIMTYCKE MPOTYKITUH.

27. Ecnu npenmnonaraercsi nmpoja)xa Wid MOCTaBKa Cepuid, MPOU3BEICHHBIX
Opu  BajWJalud, TO VYCIOBUS HMX IPOU3BOJACTBA JOJDKHBI  MOJHOCTHIO
COOTBETCTBOBATh PETUCTPALIMOHHOMY J0Che U TpeOoBaHUAM HacTosmuux llpaBui,
BKJIIOYasl yIOBJIETBOPUTEIbHBINA PE3yIbTAT MPOBEICHUS BATUAALINH.
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ConyTcTBylomasi BajJauaamus

28. B HCKIIOUMTENBHBIX CJydasxX JOIMYCKAeTCs HauyuHATh CEepUiHOe
IIPOM3BOJICTBO JI0 3aBEPIIICHUS MPOTPAMMBbI BaTHAAIUH.

29. Pemienvue o MpOBEJACHUHU COIYTCTBYIOIICH BaJIMJIAIMKM JOJDKHO OBITh
000CHOBaHO, JOKYMEHTAJIbHO O(OPMIICHO M YTBEPXKJICHO JIMIIaMU, UMEIOIITUMHU Ha
ATO MPaBO.

30. TpeGoBaHUs K JOKYMEHTALIMH JIJISl COMYTCTBYIOIICH BaJIUIAIIAN SBIISTFOTCS
TaKUMHU K€, KaK U TpeOOBaHHs, YCTAHOBIICHHBIE JJIsI IEPCIIEKTUBHOMN BaJIMIAlIUH.

PerpocnekTuBHAasi Baauaanus

31. PerpocriekTrBHAsA BaauIausi MOXKET MPOBOJUTHCS TOJIBKO JJISI XOPOIIO
oTpaboTaHHbIX TpoueccoB. lIpoBeneHune ee He OMyCKaeTcs, €CIM B COCTAaB
OPOAYKIIMM, TEXHOJOTUYECKUI TMpolecc MWIM OO0OpyIOBaHUE HETABHO OBLIH
BHECEHBI N3MECHEHUSI.

32. PerpocnekTvBHas BajluJalMs TaKUX IPOIECCOB OCHOBBIBAETCA Ha
MPEANIeCTBYIOMUX JaHHBIX. [Ipu 3TOM Tpebyercsi cocTaBieHUE CIEIHATBHOTO
NpOTOKOJAa M OT4eTa W TpoBeleHHEe 0030pa JaHHBIX MPEIIIECCTBYIONICH
AKCIUTYaTallly C BbIAAYEH 3aKIF0YEHUS U PEKOMEHIAIUN.

33. VcToyHukH AaHHBIX IS TaKOW BalWAAIMHM JOJDKHBI BKJIIOYATh (HO HE
OTPaHUYMBATHCS UMHM): 3AIMMCH IO MPOU3BOACTBY M YIAKOBKE CEPHUM MPOIYKIUH,
KOHTPOJIBHBIE KAapThl MPOU3BOJICTBA, JKYpPHAJbl MPOBEACHUS TEXHUUYECKOTO
oOcnyKMBaHMs, JaHHble 00 UW3MEHEHUSX B I[EPCOHANE, HCCIEAOBAHMS
BO3MOXXHOCTEH Mpolecca, JaHHbIE O TOTOBOM MPOJIYKIIMH, B TOM YHCJIE KapTbl
TEHJICHIINH, a TaK)Ke PE3yIbTaThl U3YUYEHUSI €€ CTAOMILHOCTH IIPU XPAHCHUH.

34. Cepun npoAyKIMH, OTOOpaHHBIE ISl MPOBEJIECHUS PETPOCIIEKTUBHOMN
BAJIUJIALINM, JTOJKHBI SIBJSITHCSI TPEACTABUTEIILHOM BBIOOPKOM I BCEX CEpHid,
MIPOU3BEAECHHBIX B TEUEHHUE PACCMATPUBAEMOr0 MEpUOAa, B TOM UHCIIE BCEX CEPUH,
HE COOTBETCTBYIOIIMX crenudukanusm. KomnyecTBo cepuil MpoayKIIMU JTOJHKHO
OBITH TOCTATOYHBIM, YTOOBI JI0Ka3aTh CTaOMIBHOCTH Mporecca. [Ipu npoBeaeHun
PETPOCTIEKTUBHON BaJIWJAIMK TIPOIlecCa MOTYT MOHAT0OUTHCS JOTOTHUTEIbHBIC
UCIIBITAHUS] APXUBHBIX 00PA3IOB JJIS MOTYYSHUSI HEOOXOAMMOTr0 KOJINYECTBA WIIH
HEO0OXOAMMOT0 BUIA TAHHBIX.

35. Jlns  omeHkW  CTa0WIBHOCTM  Tpollecca TMpU  MPOBEICHUU
PETPOCTIEKTUBHOW BaJHMJallMK CJIEAYeT BBIMOJIHUTH aHaimu3 AaHHeix 1o 10-30
MOCJEAOBAaTEILHO  MPOU3BEJCHHBIM  CEpUsIM,  OJHAKO  MpPU  HAJIUYUU
COOTBETCTBYIOILIETO OOOCHOBAaHHUS KOJIMYECTBO MCCIEIYEMBIX CEpUI MOMKET OBITh
YMEHBIIICHO.

Baauganusa o4McTKH

36. Banuaamuio O4uCTKY CIeIyeT MPOBOAUTH JJIsi TOTO, YTOOBI TOATBEPIUTH
3¢ (HEeKTUBHOCTH TIporienypbl O4rCTKH. OOOCHOBAaHKE BHIOPAHHBIX TMPEICIIOB IS
MEPEHOCUMBIX OCTATKOB TPOAYKTa, MOIOIIHUX CPEACTB, a TaKke MHKPOOHOM
KOHTaMUHAIIMU JIOJPKHO OCHOBBIBATHCSl HA CBOMCTBAX MPUMEHIEMBIX MAaTEPHUAIIOB.
DT TpefeNbHbIE 3HAY€HUS JOJDKHBI OBITh pPEaTbHO JOCTHKUMBIMH |
MIPOBEPSEMBIMHU.
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37. Jlns oOHapy>keHHSI OCTAaTKOB WJIM KOHTAMHUHAHTOB CJICAYET MCIOJb30BaTh
BaJIMIMPOBAHHBIC aHAIUTUUYECKHE MeToAuKHu. IIpenen oOHapykeHus s KaXKIou
AHATUTUYCCKONM METOJMKH JODKEH OBITh JJOCTATOYHBIM JIJISI TOTO, YTOOBI OOHAPYKUTh
YCTaHOBJICHHBIN JOMYCTUMBIA YPOBEHb OCTATKA UJIM KOHTAMUHAHTA.

38. Kak mpaBuio, HEOOXOAMMO TPOBOJUTH BaJUJAIIUIO TOJIBKO IPOIEAYP
OYHCTKH MOBEPXHOCTEH 000pYAOBaHHUS, KOHTAKTUPYIOIIHUX C MpoayKiuei. OgHako
cleayeT yAensATh BHUMaHHE U JeTajsiM 00OpYyJI0BaHMS, HE KOHTAKTUPYIOUIUM C
npoaykiuen. ClrenyeT TPOBOAUTH BalWJALUIO JJIMTEIBHOCTH HWHTEPBAJIOB
BPEMEHH MEXAY OKOHYAaHHWEM MPOLIECCA U OUMCTKOM, a TAKKE MEXKIY OUYUCTKOU U
HayajgoMm cieaywomiero mnpouecca. CreayeT ONpeAeauTh METOAbl OUYUCTKU U
HMHTEPBAJIBI BDEMEHU MEXY MPOBEICHUEM OUUCTKH.

39. lna npoueayp OYMCTKH, CBSI3AHHBIX C OYEHb CXOAHBIMU MPOJYKTAMH H
MPOIIECCAMM, JOIMYCKACTCS BBIOPATh MPEACTABUTEIBHBIN ST CXOAHBIX MPOIYKTOB
U TpoleccoB. B Takux ciy4asgX MOXHO IIPOBECTH OJHO BaJIUAAllMOHHOE
HCCJICIOBAHUE C MCIOJIB30BAHUEM MOJAXO0Ja «HAUXYAIIMN Cllydaid», Ipu KOTOPOM
YYTEHBI BCE€ KPUTHUECKHE (PAKTOPHI.

40. [dnsa Bamumamuyd OpOUEAypbl OYMCTKH JIOCTATOYHO  YCIEIIHOTO
MIPOBEJICHUS TPEX MOCIIECA0BATEIbHBIX LIMKJIOB OUHNCTKH.

41. MeToa «HMCHBITBIBaTh 10 TEX IOpP, ITOKa HE OYyJIET YUCTO» HE 3aMEHSET
BAIMAAIIAIO TTPOLETYPhI OUUCTKH.

42. Ecnu ynansieMble BEIIECTBA ABJISIOTCS TOKCHYHBIMU WJIA OMACHBIMU, TO
B TOpSJIKE MWCKJIIOUYCHHS BMECTO HHUX MOXKHO HCMOJb30BaTh MPOJIYKTHI,
MoJeIUpYyIomue GU3NKO-XUMUUECKHNE CBOMCTBA TAKMX BEIIECTB.

KoHTpoab u3MeHeHu

43. Heo0xoquMO MMETh MHCbMEHHBIE MPOLEIYpPhl C OMUCAHHEM JEWCTBUM,
KOTOPBIE CJIEAYET MPEIIPUHATD, €CIIU MPEANONIAraeTcsi U3BMEHEHUE UCXOAHOTO ChIPbS,
KOMIIOHEHTOB ~ MpPOAYKTa,  TEXHOJIOTMYECKOT0  O0OOpyAOBaHMs,  IapaMeTpoB
MIPOU3BOJICTBEHHON CpeAbl (MM ydYacTka), CHocoda MNpOM3BOACTBA WM METOMAA
KOHTPOJI WJIM JI'000€ JIpyroe M3MEHEHHUE, KOTOPOE MOXKET MOBIUATH Ha KauyeCTBO
NPOIYKIMKM WJIM BOCIIPOM3BOAMMOCTH mporiecca. [Ipouenypbl KOHTpOIsi U3MEHEHUI
JOJDKHBI ~ O0ECHEeUYUTh MOJyY€HUE JIOCTAaTOYHOIO KOJMYECTBA JAHHBIX  JUIA
NOATBEPKIICHUS TOTO, YTO M3MEHEHHBIN MTPOLECC MO3BOJSET MONYy4aTh MPOAYKLUIO
TpeOyeMOro KauecTBa, COOTBETCTBYIOIIYIO YTBEPHKICHHBIM CIIEIIU(PUKAIUSIM.

44. Bce W3MEHEHMS, KOTOpbIE MOTYT OKa3aTh BIIMSHUE Ha KayeCTBO
OPOAYKIMM WJIM BOCHPOU3BOAMMOCTh IPOLIECCa, OJKHBI OBITh OQHUIMAIBHO
3asBJICHBI, JOKYMEHTaJIbHO O(OpMIIEHBI M yTBEpKIAeHbl. HeoO0XoauMo OLEeHUThH
BO3MO)KHOE BIIMSIHUE W3MEHEHUH B MOMEIIEHUSAX, CUCTEMaX U O00OpYyIOBAaHUU Ha
OPOJAYKIMIO, B TOM YHCJE MPOBECTH aHanu3 puckoB. CremyeT omnpeneiauThb
HEO0OXOAMMOCTh U 00bEM MOBTOPHON KBATM(PUKALUUA U TOBTOPHOM BaJIMJAIUU.

IloBTOpHas Bauxauus

45. Cnenyer NpoBOAWUTH IMEPUOJMYECKYIO OLEHKY IOMEIICHHI, CHCTEM,
000pYZ0BaHUS U TPOLIECCOB, BKIIOYAs MPOLEAYPHl OYUCTKHU, JUIS MOATBEPKIACHUSI
UX COOTBETCTBUS 3a/JlaHHBIM TpeOoBaHMSM. Eciu cCyliecTBeHHblE H3MEHEHHUs
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OTCYTCTBYIOT, TO BMCCTO HOBTOpHOﬁ BajImganun JOCTATOYHO COCTAaBUTH OTHYCT,
CBHI[@TCHI)CTBYIOH_II/IIZ O TOM, YTO IIOMCHICHHA, CUCTCMBbI, O60py,Z[OBaHI/I€ )41
IMpOoHCCChl COOTBETCTBYIOT YCTAHOBJICHHBIM Tpe6OBaHI/I51M.

TepMuHBI U onIpeAeICeHUSA

TepMI/IHBI, OTHOCAIIHUECA K KBaJ'II/I(I)I/IKa]_II/II/I 1 BaJlugallu U HE BKIIFOUCHHBIC
B O6HII/Iﬁ pas3acia «TepMI/IHBI U OIPCACICHUA» HACTOAIMMNX HpaBI/IH, IMPUBCACHDBI
HHKC B IaHHOM HpI/IJIO}KCHI/II/I.

Anamm3 puckoB (risk analysis): MeToa OLIEHKH M ONMUCAHUS KPUTHUESCKHUX
napaMeTpoB MpH YHKIIMOHUPOBAHUK 000y IOBaHHMS, CHCTEM HJIU MPOIIecca.

Bammpanus ounctku (cleaning validation): JJokymeHTaabHO 0(OPMICHHOE
MOJTBEPXKJICHUE TOTO, YTO YTBEPXKACHHAS TPOIEAypa OYHUCTKH OOECIeYrBACT
TaKyl0 YHCTOTYy OOOpYIOBaHUsS, KOTOpas HeoOXoAwMa JUisi TIPOHU3BOJICTBA
JICKapCTBEHHBIX CPEJICTB.

Bammpanus npouecca (process validation): JlokyMmeHTanbHO 0(hOPMIICHHOE
TIOJITBEPXKJICHUE TOTO, YTO TIPOIIECC, BBITIOJHICMBI B paMKaX yCTaHOBJICHHBIX
napamMeTpoB, OCYHIECTBISETCS 3(P(EKTUBHO, BOCIHPOU3BOAMMO W MPHUBOJIUT K
NPOM3BOJICTBY  JIEKAPCTBEHHOTO  TIpenaparta, COOTBETCTBYIOIETO  3apaHee
YCTAHOBJICHHBIM CIICITU(BUKAIIUAM U XapaKTePUCTHKAM KaueCTBa.

Kpamnpukamus monrazka (installation qualification, 1Q): lokymeHTanbHO
oopMiIeHHOE TOATBEP)KACHHWE TOTO, YTO MOHTaX IIOMEIICHHHA, CHCTEM WU
00opyZ0BaHusl  (YCTAaHOBJICHHBIX WM MOAM(DHUIMPOBAHHBIX) BBINOJIHEH B
COOTBETCTBUHM C YTBEPHKICHHBIM IIPOEKTOM, PEKOMEHIAIMSIMHU MPOU3BOIUTEINS
U/WIi TpeOOBAHUSIMH TOJIE30BATEIIS.

Kpanuduxamusa mnpoekrta (design qualification, DQ): lokyMeHTalIbHO
opopMiIeHHOE  TOATBEPXKICHHE  TOTO,  YTO  MPEUIOKCHHBIA  MPOEKT
NPOM3BOJICTBEHHBIX  IOMEIICHUH, OOOpPYJOBAaHUS WM CHCTEM  SIBISICTCS
NIPUTOHBIM TSI TPUMEHEHHUSI 10 Ha3HAYCHHUIO.

Kpanmuduxamusa dynxumonuposanusi (operational qualification, OQ):
JlokyMeHTaIbHO O(POPMIICHHOE MOATBEPIKICHHE TOTO, YTO TMOMEIICHUS, CHCTEMBI
¥ 000py/i0oBaHuE (YCTAaHOBJICHHbIE WU MOAU(DUUIMPOBAHHBIE) (PYHKIMOHUPYIOT B
COOTBETCTBUHM C MPEIBSIBISIEMBIMA TPeOOBAHUSAMU BO BCEX NPEIYCMOTPEHHBIX
pexkuMax padoThI.

Kpaimmpukamusa  skcrmuryaramuu(performance  qualification,  PQ):
JlokyMeHTaIbHO O0(pOPMIICHHOE MOATBEPKICHHE TOTO, YTO TOMEIICHHUS, CHCTEMBI
U 000pyIOBaHWE TIPU COBMECTHOM HCIIOB30BAaHUU PaOOTAOT d()PEKTUBHO U C
BOCIPOM3BOJAMMBIMU  TIOKA3aTCIIMA B  COOTBETCTBUH C  YTBEPXKICHHBIMHU
TpeOOBAHUSAMU M XapaKTEPUCTHKAMHU MTPOIIECCa.

Koutposs m3menenmii (change control): JlokymeHTanbHO OQOpMIICHHBIN
HOPSIZIOK, COMIACHO KOTOPOMY KBAJTM(HUITMPOBAHHBIC IPEACTABUTEIN Pa3JIMYHBIX
CIICIMATBHOCTeH PACCMATPUBAIOT TPEAJIOKECHHbIC WM (AKTUYCCKU BHECCHHBIC
W3MEHCHUS, KOTOPBIC MOTYT TOBIIHSTh HAa BATMIUPOBAHHOE COCTOSHUE ITOMEIICHUH,
00OpyIOBaHMs, CUCTEM WM TpoleccoB. Llemb Takoro KOHTPOJISE — OMNpENesUTh
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HEOOXOMUMOCTh MEPOIIPUSATHHA, KOTOPBIC IODKHBI O0ECHEYHTh M JTOKYMEHTAJIbHO
YIIOCTOBEPUTD TIOIICPIKAHNUE CUCTEMBI B BAJIIUPOBAHHOM COCTOSTHHH.

Mopenupyrwomuii npenapar (Simulated product): Marepuan, KOTOpbIi 10O
CBOMUM (U3WYECKMM U, TI0 BO3MOXHOCTH, XHUMHYECKHUM XapaKTePHCTUKaM
(HampuMep, BS3KOCTH, pa3mepaMm yacTuil, pH W mp.) OOM30K NPOIYKTY, B
OTHOIIICHUH KOTOPOTO TMPOBOIMTCSA Balujalus. BO MHOTHX Ciy4asx 3TUMH
XapaKTePUCTHKAMHU MOJXKET 00J1aaTh cepHsl Iperapara-mianedo (Mpoaykra, He
COJICPIKAIIEro aKTUBHOTO MHIPEIUCHTA).

Hauxynmmii  cayyaii  (worst case): OmnpeneneHHbIE CTaHIAPTHBIMU
OIEPAIMOHHBIMU MPOLEAYPAMHU YCIOBHS HWIIH KOMIUIEKC YCIIOBHH, OTHOCSIIHECS K
BEPXHUM W HIDKHHM TPEACIbHBIM 3HAYCHHSIM Pa0dOYMX IapaMeTpoB Ipoliecca u
CBS3aHHBIM ¢ HUMHU (aKTopaM, KOTOpPhIE OOYCIOBIMBAIOT HAUOOJBIIYIO
BEPOSITHOCTH MOSIBJICHHSI COOsI B TIpoliecce Wik AedeKra MpoayKTa Mo CPAaBHEHHIO C
UJICaIbHBIMKM YCIIOBUSIMH. Takue yCJOBUs HE 005A3aTeIbHO MPHUBOIAT K COOIO B
IpOIIeCCe WK TMOSBJICHHUIO Ae(eKTa MPOayKTa.

IepcnexTuBHasi Bajduwpamus  (prospective  validation): Bamumpanus,
BBIIIOJIHAEMAss 70  HayajJa  CEPUHHOrO0  TPOM3BOJACTBA  HPOAYKIIUH,
NpeHa3HAYCHHOM [T pea3aliyH.

IMoBTopHas Basmaamus (re-validation): I[ToBropenue Bajnugalyu mpoiecca
Ui 00eCTeUeHHUs] TapaHTHH TOTO, YTO W3MEHCHHS B IPOIECCEe/000PYI0BaHUH,
BHECCHHBIE B COOTBETCTBUHU C IMPOIEAYPOH KOHTPOJS U3MEHCHHH, HE yXY/IIIAlOT
XapaKTEPUCTUKH MPOIecca U Ka4eCTBO MPOIYKIIHH.

PerpocnexkTuBHasi Bagmaanms (retrospective validation): Banmnmarus
CepHIfHOrO TMpoIecca MPOU3BOJCTBA PEATM3yeMOro IMPOJIYKTa, OCHOBAHHAs Ha
COOpaHHBIX JAHHBIX O MPOU3BOICTBE M KOHTPOJIC CEPHIA IPOTYKIIUH.

Cucrema (system): Kowmmiekc 000pymaoBaHHs, HUMEIOIIEro oOIIee
Ha3HAYCHUE.

ConyrcrBylomasi Baaumanusa  (concurrent  validation): Bammparus,
BBIMOJIHAEMAss BO BpeMsl TEKYIIEro (CEpHiHOr0) MPOU3BOACTBA TMPOIYKIIHH,
npeHa3HAYCHHON [T peaTi3aliyH.
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Ipunoxenne 16

HNOATBEPKAEHUE YIIOJTHOMOYEHHBIM JINIIOM
COOTBETCTBHUSA CEPUM TPOAYKIIUN

C LHEJBbIO EE BBIIIYCKA

1. O6s1acTh NIPUMEHEHUSA

1.1. B nannom Ilpunoxxenun Hactosmmx [IpaBuil yCTaHOBJIEHBI MOPSAOK
MOATBEPAKIACHUSA COOTBETCTBHSI, BBIMIOIHAEMOr0 YIIOJHOMOYEHHBIM JIMLIOM, U
TpeOOBaHMs K BBINYCKY CEpHil, 3apEeTUCTPUPOBAHHBIX WM MPOU3BEICHHBIX JIs
AKCMOPTA JEKAPCTBEHHBIX NPENapaToOB.

1.2. B IlpuioxkeHUHn pacCMOTPEHBI TaKKe Cllydau, KOTJa MHpOU3BOACTBO
CEpUU NPOJAYKIMU WIH MPOBEJCHUE aHAIU30B PA3/ICICHO HAa HECKOJIBKO 3TaroB,
BBITOJIHSIEMBIX B PA3HBIX MECTaX WA PA3HBIMU MPOU3BOAUTEIAMU, a TAKKE KOra
CepHUI0 MPOMEXKYTOYHON MM Hepac(haCOBAaHHOW MPOIYKIMH Pa3JesioT Ha JBE U
Oosiee cepuit roroBod mpoaykuuu. Jlannoe IlpunokeHue MOXKET OBITh TaKKe
IIPUMEHEHO K JIEKapCTBEHHBIM ITpenapaTaM sl KIMHUYECKUX MCCICAOBAaHMM, Ha
KOTOpBIE  PAacOpOCTPaHSAIOTCS  JPYTH€  3aKOHOJATENIbHBIE  IIOJIOKEHUS U
CICHMAIM3UPOBAHHbIC TpaBWiIa, TpuBencHHble B [lpwinoxennn 13 HacTosIMX
[IpaBui.

1.3. Hacrosimiee IlpuiioxkeHne HE ONHUCHIBAET BCE BO3MOXHBIE MEPBIL,
MPUHATHE KOTOPBIX JOMYCTUMO C TOYKH 3pEHHS 3aKoHoAaTenbcTBa. OHO HE
KacaeTcsl TaKKe pa3pelleHUs] Ha BBIIYCK CEPUU CO CTOPOHBI Y TIOJITHOMOYEHHOIO
opraHa, KOTOpO€ MOXKET UMETh CeU(PUKY Uisi HEKOTOPBIX MpenapaToB KPOBH U
UMMYHOOHMOJIOTHYECKUX JICKAPCTBEHHBIX MIPENapaToB.

1.4. OcHOBHbBIE TpeOOBaHMS K BBIMYCKY CEpUU MPOAYKIIMU MPUBOIITCS B
peructpaumoHHoM nocke. [lonoxkenus Hacrosmero [IpunokeHuss IPUMEHSAIOTCS B
00J1acTH, HE MPOTUBOPEYAIIEH 3TUM OCHOBHBIM TPEOOBAHUSIM.

2. IHpuHumun
2.1. Kaxnmas cepuss TOTOBOM MNPOAYKUHWH JOJDKHA IIOJYYHUTH  OT
YIIOJTHOMOYEHHOTO JIMIA IOATBEPXKACHUE €€ COOTBETCTBUSA YCTAaHOBJIECHHBIM
TpeOOBaHUSM JI0 €€ BbIITycKa Ha BHYTPEHHUHN PIHOK MJIM Ha SKCIIOPT.
2.2. llensMu perynupoBaHMsI MPOLENYpPbl BBIMYCKa CEpUU NPOAYKIIHMU
SABJISIIOTCS:
® TapaHTHs TOTO, YTO cepusi Oblja MPOU3BEIECHA U MPOBEPEHA COTJIACHO
TpeOOBAHMSM JMIEH3UU HA TPOU3BOJICTBO, PETUCTPALIMOHHOTO JOChE U
Hacroamux [IpaBun wiIM aHAJNOTMYHBIX MPABUI  HAJIEXKAIIETO
MIPOU3BOJICTBA APYrOM CTpaHbl, NPU3HAHHBIX OSKBHUBAJICHTHBIMU
HactosimuM [lpaBuiam, a Takke JIOOBIM APYTMM COOTBETCTBYIOIIMM
3aKOHOJATEIbHBIM TPEOOBAHUSAM NIEPE]] €€ BBIITYCKOM;
® TapaHTHs TOrO, YTO MPH HEOOXOAMMOCTH UCCIIEIOBaHMS AeeKTa WiIn
OT3bIBA  CEPUM  MOTYT  OBITh  JIETKO  HMIAECHTU(PHUIMPOBAHBI
YIIOJTHOMOYEHHOE JIMI0, KOTOPOE BBIATIO PAa3pEIICHUE HA €€ BBIMNYCK,
Y COOTBETCTBYIOLIUE 3AIUCH.
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3. Beenenue

3.1. IIpou3BOACTBO cepuUM JIEKAPCTBEHHBIX MpENapaToB, B TOM YHCIIE
KOHTPOJIb KayeCTBa, pa3/eiisieTcsd Ha CTAaJUH, KOTOpPbIE MOTYT BBINOJHATHCS Ha
pa3HbIX MPOM3BOACTBEHHBIX IJIOMIAAKAX M Pa3HbIMU IpoU3BoAMTEIsIMH. Kaknas
CTaaMs JOJKHA BBIMOJIHATHCSA COIJIACHO COOTBETCTBYIOIIEMY PETUCTPALMIOHHOMY
J0che, TpeOOBaHUAM HacTOsIMX [IpaBHil M JEMCTBYIOIIEMY 3aKOHOIATENIbCTBY.
OTUM JOJDKHO PYKOBOJCTBOBATHCS YTOJIHOMOYEHHOE JIMLO, OCYIIECTBISIOLIEE
OpoLEAYypY IOATBEPKIEHUS COOTBETCTBUS CEpPUHM TOTOBOM  MPOIYyKUIUHU
YCTaHOBJIEHHBIM TPEOOBAHUSAM IE€PE]] €€ BBIITYCKOM.

3.2. B ycnoBusAX MNPOMBIIIJIEHHOIO MPOU3BOJACTBA, KakK IPaBUIIO, OJHO
YOJTHOMOYEHHOE JIMLO HE UMEET BO3MOXHOCTH TIIATENIBHO HU3YYUTh KaXKIyIO
CTa[MI0 MPOU3BOJCTBA. YTOJIHOMOUYEHHOE JIMIO, KOTOpPOE IOATBEPAKIAET
COOTBETCTBHE CEPUU TOTOBOW NPOAYKLUMHU, MO OTIAEIbHBIM BOIIPOCAM MOXKET
ONMMPAThCA HA 3aKIIOUYEHHS JPYTrUX YIOJIHOMOYEHHBIX JHI. B Takux ciayyasx
YIOJIHOMOYEHHOE  JIMLO  MPEABAPUTENIbHO  JIOJDKHO  YOCTOBEPUTHCS B
00OCHOBAaHHOCTH TAaKOTO JIOBEpUsl MO0 HCXOAS W3 JIMYHOIO OMbITa, JUOO Ha
OCHOBAHHMM TMOJTBEPKACHUS APYTMMH YIIOJIHOMOYEHHBIMU JIMIAMHU B pPaMKax
IIPU3HABAEMOU UM CUCTEMBbI KaUeCTBa.

3.3. IIpu BBIIOJIHEHUM OTAEJIBHBIX CTAAUN IIPOU3BOJICTBA B TPETHEN CTpPaHE
aHAJIOTUYHbIE TpPeOOBaHMUS K COOTBETCTBUIO NPOU3BOJACTBA M IPOBEICHUIO
KOHTPOJISI KAYECTBA MPEABABISIOTCS U K YYaCTHUKY IPOM3BOJICTBA B 3TOM CTpaHE.
B »3TOM ciydae NpOM3BOACTBO JIEKAPCTBEHHBIX IIPENApaToB TaKKe JIOJDKHO
OCYILECTBIISITECS B COOTBETCTBUM C TPEOOBAHUSIMU DPETUCTPALMOHHOIO JOCHE.
[IpousBoauTeNs JOKEH HMETh JIMIEH3UIO Ha  OCYLIECTBICHHE  CBOECHU
JESTEIbBHOCTH B COOTBETCTBUHU C 3aKOHOM CBOEH CTpaHbl U BBINOIHITH TPEOOBAHUS
HacTosimmx [lpaBun wnM mpaBWJl HaJJIEKAIIErOo MPOU3BOJICTBA, KAK MUHUMYM,
HKBUBAJIEHTHBIX HacToAMM [IpaBunam.

3.4. HekoTopbIM HCHNOJB3YEMBIM B JaHHOM lIpuiioxkeHun TepMUHAM
NPUCBOEHBl KOHKPETHbIE 3HAYEHMs, MpUBEIEHHbIE B paziene «TepMuHbl u
onpeaeneHus» qaHHoro Ilpunoxenus.

4. O0mme TpedOBAHUA

4.1. Paznuusble cTaguu (3Tambl) MPOM3BOJCTBA, BBO3a, KOHTPOJA H
XpaHEHUs OJTHOW M TOM K€ CEpUU I'OTOBOM MPOAYKLHH NEPEL €€ BBIITYCKOM MOTYT
OCYILIECTBJISITECA HA pa3HbIX IPOM3BOJACTBEHHBIX IUIOMIAJAKax. Bce 3T
IIPOU3BOJICTBEHHBIE TUIOMIAAKA JOJDKHBI UMETh OJHY WJIM Pa3/elIbHbIE JTULEH3UU
Ha TIPOU3BOJACTBO M OCYUIECTBJIATH AECATEIBHOCTH MOJ KOHTPOJIEM, IO KpanHen
Mepe, OAHOTO YTIOJHOMOYEHHOTO JIMLA, IMOATBEPKIAIOIIETO COOTBETCTBUE 3TOU
Cepur YCTaHOBJIEHHBIM TpeOOBaHMSIM 10 ee Bbimycka. OpHako HaaJexaliee
IIPOM3BOJCTBO KOHKPETHOM CE€pUM NPOAYKLIMHM, HE3aBUCUMO OT 4YHUCJa
3aJIeICTBOBAaHHBIX YYacTKOB, JIOJDKHO HAaXOJWUTHCA IMOA OOIIMM Haa30poM
YIIOJTHOMOYEHHOTO JIMLA, ITOATBEPKIAAOIIET0 COOTBETCTBUE ITOU CEPUU T'OTOBOU
OPOAYKIIMH YCTAHOBJICHHBIM TPEOOBAHUSIM IE€PEJT BBHITYCKOM.

4.2. PaznuuHple cepuM NPOAYKUMH MOTYT IPOU3BOJMTBCA  WIIU
MMIIOPTUPOBATBCSI M BBIMYCKAaTHCS B IMPOJAXKY B Pa3HBIX CTpPaHax, MUMEOIIHMX
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corjamieHue ¢ rocyaapcrsamu-uieHaMu Coro3a 0 B3aMMHOM NPU3HAHUU YCIIOBUI
MpOM3BOJICTBA M peanu3anuu. Ilpy 3TOM Aepkarenb PErucTpamoOHHOTO
YAOCTOBEPEHUS, a TaK¥KE KaXK1asi MPOU3BOACTBEHHAS IUIOIIAKa, UMEIOIAsl PaBO
Ha BBIYCK CEPUU MNPOAYKLHH, JOJKHBI UMETh B CBOEM PACIOPSIKEHUUA TOYHOE
yKazaHue ajpeca IUIOMIAJKA, HAa KOTOpOH Oblja BBIMYIIEHA KOHKPETHAsl cepus
OPOAYKIMUA, U HHPOpMALKMIO 00 YTOJIHOMOYEHHOM JIMIIE, OTBETCTBEHHOM 3a
MOATBEPKIECHUE COOTBETCTBHS €€ KaUeCTBA YCTAHOBJIEHHBIM TPEOOBAHUSIM.

4.3. YNOJTHOMOYEHHOE JUIO, NOATBEPKIAIOIIEE COOTBETCTBUE CEPHH
TOTOBOM MPOAYKIHMH YCTaHOBJIEHHBIM TPEOOBAHMSIM NEpE] BblAAUel pa3perleHus
Ha BBIMYCK, MOXET OCHOBBIBATh CBOE€ PEIICHHWE Ha JHMYHOM 3HAaHUU BCEX
UCIIOJIB3YEMBIX B TIPOM3BOJCTBE  IOMELIEHWH W  MPOLECCOB,  OIBITE
y4acTBOBABUIETO B MPOM3BOJCTBE NEPCOHATIA U MPUMEHAEMON CHCTEMBbI KayeCTBa,
B paMKax KOTOPOHM OCYIIECTBIIAETCS MPOU3BOACTBO. OHO MOXKET TaK)K€ OMUPATHCS
Ha 3aKJIIOYEHHE CO CTOPOHBI OJHOrO WM OoJjiee YIMOTHOMOYEHHBIX JIHI[ O
COOTBETCTBUU IIPOMEKYTOUHBIX cTagui IIPOU3BOJICTBA MPUHATON
YIIOJIHOMOYEHHBIM JIMLIOM CHCTEME Ka4eCTBa.

Takoe moOATBEp)KIEHME, BBIAABAEMOE JAPYIMMHU  YIIOJHOMOYEHHBIMU
JUIAMH, TOJKHO OBITh O(OPMIIEHO TOKYMEHTAIBHO U JIOJDKHO SICHO ONPEIENATh
IPEAMET MOATBEPKIACHUSA COOTBETCTBHs. IIpOoBOIMMEBIE 711 BBIOJIHEHUS 3TOMN
3aJlaydl CUCTEMATUYECKUE MEPONPUATHS JOJKHBI ObITh YKa3aHbl B MUCHMEHHOM
JIOTOBOPE.

4.4. JloroBop, yKa3aHHBI BbIlIE, TpeOyeTcs B TeX Cciydasdx, Korjaa
VYTO0JIHOMOYEHHOE JIMIO ONMHPAETCA Ha 3aKIIOUYEHHE IPYroro YHOJHOMOUYEHHOTO
Juna. DTOT JOTOBOP AOJDKEH B IIEJIOM COOTBETCTBOBATH MOJIOKEHHSIM IJaBbl 7
HacTosimmx [IpaBui. YIOJIHOMOYEHHOE JHMIO, MOATBEP)KIAIOIIEE COOTBETCTBUE
CepUM  TOTOBOM  MPOAYKIMM  YCTAHOBJIEHHBIM  TPEOOBAHMSM,  JOJKHO
rapaHTUPOBaTh BBIOJHEHWE MEPOIPHUATHI, OMNPENEIECHHBIX B YKa3aHHOM
JIOTOBODE. dopma TaKoro JIOTOBOPA JOJDKHA COOTBETCTBOBATh
B3aMMOOTHOIIEHUSM CTOpOH. Hampumep, OHO MOXET MNpeaCTaBIsATh COOOMH
CTAaHJAPTHYIO OINEPALMOHHYI0 MPOLUEIYypY B paMKax MOPEANpUSITUS WIH
OoQUITMANTBHBIA JOTOBOP MEXIY Pa3IMYHBIMHU MPEANPHUATUSIMU, AaKE €CIU OHH
BXOJSAT B OJHY U Ty %€ I'PYIITYy KOMIIAHUN.

4.5. VYxa3zaHHBIA JOTOBOpP JOJKEH BKIIOYATh B ceOs 0053aTeNbCTBO CO
CTOPOHBI TIOCTaBUIMKA HEpacpacoOBAaHHOTO WM MPOMEKYTOUYHOTO MPOAYKTA
CTaBUTh B W3BECTHOCTh mMoJiydaTensi(ed) MpoAYKIMU 000 BCEX OTKIOHEHUSX,
pe3ynbTarax, BBIXOJAIIUMX 3a paMKh choeluduKaiuii, HECOOTBETCTBUSIX
TpeOoBaHMsIM HacToAmux I[lpaBui, paccienoBaHUsX, MPETEH3USIX WU JPYTUX
COOBITHSIX, KOTOpPbIE JOHKHO MPUHUMATh BO BHUMaHUE YTOJHOMOYEHHOE JIUIIO,
OTBETCTBEHHOE 32 MOATBEPKICHUE COOTBETCTBUSL CEPUU TOTOBOI MPOIYKIIMU BCEM
YCTaHOBJICHHBIM TPEOOBAHUSIM.

4.6. Ecmm nmns  AOKyMEHTAIBHOTO  OGOPMIICHHUS  TOJATBEPIKICHUS
COOTBETCTBUS M BBIAAYM PA3PELICHUS HA BBITYCK CEPUH MPOAYKLIMH MUCIOJIB3YIOT
KOMIIBIOTEPU3UPOBAHHYIO CHCTEMY, CJEAyeT OOpaTuTh 0co00€ BHUMaHHE Ha
BBHITIOJIHEHUE TpeOoBaHmid, mpuBeaeHHbIX B [Ipunoxenun 11 nacrosmux [IpaBui.
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4.7. llpu Hanmuuuu TOATBEPXKACHHUS COOTBETCTBUS CEPUM TOTOBOM
OPOAYKIMH, BBIIAHHOTO YIOJHOMOYEHHBIM JIMLIOM, HE TpeOyeTcs MOBTOPEHUS
3TOM MpoLEeaypbl B CTpaHaX, UMEIIMX C TrocyaapcrBamu-wieHamu Coro3a
COIJIallIEHUE O B3aMMHOM IPU3HAHUU PE3YJIbTATOB MOI0OHOM MPOLETypHI.

4.8. BHe 3aBUCHUMOCTH OT KOHKPETHBIX MEPONPUATUN MO MOATBEPKICHUIO
COOTBETCTBHUSI M BBIIIYCKY CEpUN JOJDKHA CYIIECTBOBATh IpoLeaypa ObICTpOro
BBISIBJICHUSI U OT3bIBAa BCEH MPOAYKLUHU, KOTOPas MOXKET NPEACTABIATh OIACHOCTh
JUIS IOTpeOuTeNelt BCieACTBUE AeeKTa cepui.

5. IIpoBeaeHne UCIBITAHUN M BBINYCK CEPUM MPOAYKIMH,

NPOU3BEACHHON B rocygapcreax-4jenax Corwsa

5.1. IIpou3BOACTBO  pAaCHOJIOKEHO HAa  OJHOM  JIMIIEH3UPOBAHHOMN
MIPOU3BOJACTBEHHOM TUIOIIAIKE.

Ecmu Bce CTaaun IIPOU3BOACTBA WM KOHTPOJIA OCYIICCTBIIAIOTCA Ha OI[HOﬁ
HpOHSBOIICTBGHHOfI II0IaaAKe, BBIIIOJIHCHHUC OTACIBHBIX IIPOBCPOK MOIKCT OBIThH
[nepcaaHo ApPyrumM JIMIaM. VY1101HOMOYEHHOEC JINITO 9TOM HpOPBBOI[CTBGHHOﬁ
IUIoIAaaAKHU, IIOATBCPIKAAOIICC COOTBCTCTBUC CCPUU rOTOBOM IMpOAYKIHNH, OOBIYHO
HCCCT IICPCOHAIIbHYIO OTBCTCTBCHHOCTD 34 3TO B paMKax YCTaHOBJIeHHOﬁ CHUCTEMBI
Ka4yeCTBa. OI[HaKO OHO MOKCT IIPUHUMATh BO BHUMAHHNC TAKIKC ITOATBCPIKIACHNC B
OTHOLICHUM IPOMEXYTOUHBIX CTaJAWM, BBIJAHHOE HA YYacTKE JPYTHUMHU
VY10 THOMOYEHHBIMU JMaMu, KOTOPbIC HECYT OTBETCTBCHHOCTD 3a 3THU CTAUU.

5.2. PaznuuHble CTaauu MPOU3BOJICTBA BBIMOJHSIIOTCA B Pa3HBIX MECTaX.

Ecan pa3IuyHbIC cTaguu MIPOU3BOJCTBA cepuu MPOAYKIIUU
OCYIIECTBIISIIOTCA HAa PA3HBIX MPOU3BOACTBCHHBIX IUIOMIAJIKAX B IpEeiaax OJIHON
OopraHu3aiuu (He3aBUCUMO OT TOTO, PACHPOCTPAHSECTCS JIM Ha HUX OJIHA U Ta XK€
JUIICH3US HAa MPOM3BOJCTBO WM HET), TO YIOJHOMOYEHHOE JHIIO0 JOJHKHO
OTBEYATh 3a KAXKIAYIO CTaaul0 Mpou3BOJACTBAa. [loATBEpKIEHHUE COOTBETCTBHUS
CEepPUHU TOTOBOM MPOJIYKIIMH YCTAaHOBJIECHHBIM TPEOOBAHUSM JOJDKHO BBIMOJHATHCS
YOTHOMOYEHHBIM JIMIIOM TIPOU3BOIUTENS, KOTOPOE MO0 HECET MEePCOHATLHYIO
OTBETCTBEHHOCTh 32 BCE CTQJWH IPOM3BOJICTBA, JIMOO NMPUHHMAET BO BHHUMAHHE
3aKJIFOYEHHUS] O TMPEAUIESCTBYIOIIMX CTaAuAX, CJHIECJIIAHHBIE YTOJHOMOYEHHBIMU
JINIIAaMH, OTBETCTBCHHBIMH 3a 3TH CTaJIMU.

5.3. Hekoropeie mpoOMEXKYTOUHBIE CTAIUM MPOU3BOJCTBA OCYIIECCTBISIOTCS
10 KOHTPAKTy APYTrOM OpraHu3alrei.

Onna wunu Oosiee MPOMEKYTOUHBIX CTaAWil MPOM3BOACTBA M KOHTPOJIS
KaueCcTBa MOTYT BBITIOJHATHCS B IPYTOM OpraHU3alliy M0 KOHTPAKTY JiepKaTesieM
JULEH3UMH HA MPOMU3BOACTBO. YIIOJIHOMOYEHHOE JIMLO 3aKa34hMKa MOXKET
IPUHUMATh BO BHUMAaHHUE 3aKJIIOUYECHHE YIIOJHOMOYEHHOIO JMIA MCIIOIHUTENS O
COOTBETCTBYIOILLIEH CTa U1, HO OHO HECET OTBETCTBEHHOCTh 33 FAPAHTHUIO TOTO, YTO
3Ta paboTa BBIMOJHSAETCS B COOTBETCTBUH C YCIOBUSIMU MHUCHMEHHOTO JOrOBOPA.
[TonTBEp)KA€HUE COOTBETCTBUSL CEPUM TOTOBOM MNPOAYKIUU YCTAHOBIJIEHHBIM
TpeOOBaHMUSIM  JODKHO  OBITh  BBIMOJHEHO  YTOJHOMOYEHHBIM  JIMIIOM
MPOU3BOIUTEISL, OTBETCTBEHHOTO 32 BBIITYCK CEPUU MPOAYKIIUH.
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5.4. 3 cepun HepachaCOBAHHOM MPOMYKIMHU HA pPa3HBIX MPOU3BOJCTBEHHBIX
IUIOIIA/IKAX TPOU3BOMATCS HECKOIBKO CEpPU TOTOBOM MPOMYKIIUH, KOTOpBIE
BBIITYCKAIOTCSl HA PHIHOK HA OCHOBAaHUM OJJHOTO PETHCTPAIMOHHOIO YAOCTOBEPEHHS.
DTO MPOUCXOIUT, HAPUMEP, B CIy4ae OIHOTO PETHCTPALMOHHOIO YIOCTOBEPEHUS,
€CJIM BCE YYAaCTKH 1O (PACOBKE HAXOMAATCS HA TEPPUTOPUH OJHOTO rOCYIapCTBa-UIeHA
Coroza.

5.4.1. YOOnHOMOYEHHOE MO JAepKareis JUUEH3UMH Ha MPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJCTB, BBHIMYCKAIOIIEe CEepHi0 HepachacoBaHHOU
OPOAYKLUMH, MOMKET NOATBEPKIAaTh COOTBETCTBUE BCEX CEpuUid
FOTOBOM TPOAYKUMM TEpel WX BBITYCKOM. B 3TOoM cmydae
YTHoTHOMOYEHHOE JMIo Jubo Oeper Ha cels NEpCOHAIBHYIO
OTBETCTBEHHOCTh 32 BCE CTAUU MPOU3BOJICTBA, JTUOO MPUHUMAET BO
BHUMAaHHE 3aKJIIOYEHHUS O KaueCTBE CepUil MPOAYKIUH, MOJTyYCHHbIC
OT YTNOJHOMOYEHHBIX JHUI C MECT BBIIYyCKa CEpUH TOTOBOM
IPOIYKIHU.

5.4.2. Jlomyckaercs TakKe IMOJITBEPKACHUE COOTBETCTBUSA KAXKIOU CEepuu
rOTOBOM HPOIYKLUHH 10 MOMEHTa €€ BBIIyCKa YIIOJIHOMOYEHHBIM
JULOM  NPOU3BOJAUTENS,  KOTOPBIM  BBIIOJHWI  ITOCJIEIHIOO
IIPOU3BOJICTBEHHYIO OIEPALMIO, IIPEAMIECTBYIONIYIO BBITYCKY CEpUU
roToBOM mpoaykuuu. B 3TOoM ciiyyae oHo nmnbo Oeper Ha cels
NEPCOHATIbHYIO0 OTBETCTBEHHOCTh 3a BCE CTaJHMH MPOU3BOACTBA, JTUOO
NPUHUMAET BO BHUMAaHUE 3aKIOYEHUE O KayeCTBE CEpUH,
MOJIy4YEHHOE OT YTIOJIHOMOYEHHOrO JIMIA C MECTa BBINYCKa CEpUu
Hepac(acoBaHHOU MPOAYKITUU.

5.4.3. Bo Bcex ciyyasx OpraHW3alMHi NPOU3BOACTBA TOTOBOM MPOIYKIIVHU B

Pa3HBIX MECTax Ha Pa3HbIX MPOU3BOJICTBEHHBIX IIOMIAAKAaX B paMKax
OJHOTO  PErHMCTPAllMOHHOTO  yJIOCTOBEPEHMsS]  JIOJDKHO  OBITh
ONpENENICHO OJHO JUIO (Kak MpaBWiIo, YTOJIHOMOUYEHHOE JHIIO
IPOU3BOAUTENS CEepUM Hepac(hacoBaHHOW MPOIYKIUHU), KOTOPOE
HECeT IMOJIHYI0 OTBETCTBEHHOCTh 3a BBIINYCK BCEX CEpUN T'OTOBOMU
MPOJYKIIMU, TOJYYEHHBIX U3 OJIHOM cepuu HepachacoBaHHOU
OPOAYKIIMU. ITO JIMIO JOHKHO 3HATh O JHOOBIX IIpobiieMax,
CBSA3aHHBIX C KayeCTBOM JIIOOOW CEpHHM TOTOBOM MPOAYKLUUHU, H
KOOPJIMHUPOBATh  OCYIIECTBIEHHE BCEX HEOOXOAMMBIX  MeEp,
NPEANPUHUMAEMBIX B CBSI3M C HaJM4YMEM NpPOOJEeMbl B OTHOLUEHUU
cepuu HepachacoBaHHOUN MPOTYKIIUH.
XoTs HoMepa cepuii HepachacoBaHHOM M TOTOBOM MPOAYKIIUU
HE00s13aTeNbHO JOJKHBI COBIMAAaTh, HEOOXOAMMO JOKYMEHTAJIBHO
0(OPMUTH CBSI3H MEKIYy HOMEPAMH ITHUX CEPHl, YTOOBI MOKHO OBLIO
o0ecneunTh IPOCIeKUBAHNE IPU ayIUTE.

5.5. U3 cepun HepacdacoBaHHOW MPOMYKIIMU B PA3HBIX MECTAaX Ha Pa3HBIX
IIPOM3BOJICTBEHHBIX  IUIOMIAJKAaX IPOU3BOAMTCS HECKOIBKO CEpUd  T'OTOBOU
NPOIYKIMH, KOTOpBIE BBIMYCKAIOTCS HAa OCHOBAHWU PA3HBIX PETUCTPALMOHHBIX
YAOCTOBEPEHUI. DTO MPOUCXOIUT, HAPUMEDP, KOIJa TPAaHCHALMOHAJIbHASI KOMIIAHUS
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BJIJICET HALIMOHAIBHBIMHU PETHCTPALMOHHBIMU YIOCTOBEPEHHUSIMH HA JIEKAPCTBEHHBIN
mpernapar B HECKOIbKMX rocygapcrBax-uieHax (Coro3a WiIM  NPOU3BOIUTEND
BOCTIPOM3BE/ICHHBIX JIEKAPCTBEHHBIX MpEnaparoB MpuoOpeTaeT HepachacoBaHHBIN
JIEKApCTBEHHBIN TpEmapar W BBIIYCKAET TOTOBBIM JIEKAPCTBEHHBIM Ipenapar Io
CBOEMY COOCTBEHHOMY PETHCTPAIIMOHHOMY yIOCTOBEPEHHUIO.

5.5.1. VYNoiHOMOYEHHOE JIMIO MPOU3BOIUTENSI TOTOBOM MPOMYKIIUH,
NOATBEPKIAIONIEE  COOTBETCTBUE CEPUM  TOTOBOM  MPOAYKIUH
YCTQHOBJICHHBIM TpeOOBaHUSAM, MOXET JMOO B3ATh Ha cels
MEPCOHATIHYIO OTBETCTBEHHOCTbH 3a BCE CTAa/IMW MPOU3BOCTBA, JINOO
OCHOBBIBAaTbCSl Ha 3aKIIOYEHHH, ITOJIyYEHHOM OT YIIOJIHOMOYEHHOIO
JIMLIa IPOU3BOUTENS Hepac(hacoOBaHHON MPOAYKIHUH.

5.5.2. Jliobasa npoOnema, cBsi3aHHAsI C KaueCTBOM JIIOOOH cepuu rOTOBOM
MPOIYKLIHUH, ICTOYHUKOM KOTOPOU MOTJIA SIBUTHCA UCXOJHAS Cepus
HepachacoBaHHOM  MPOAYKIMH, JIOJDKHA  OBITh  cOOOIlEeHa
VYIIOJIHOMOYEHHOMY JIMILY, OTBETCTBEHHOMY 3a IIOATBEPKICHUE
KayecTBa 3TOi cepuu HepachacoBaHHOU mpoxykiuu. [locie storo
YKa3aHHOE YTIOJHOMOYEHHOE JIMLO JOJDKHO MPEIIPUHATh BCE
HEOOXOAUMbIE JEUCTBUS B OTHOLIEHUM BCEX CEpUl TOTOBOMU
OPOAYKLIMH, MPOU3BEIACHHBIX M3 JAHHON cepuM HepachacoBaHHOU
npoaykuuu. Ilopsnok nedcTBUM B 3TOM cCilydae JOJKEH OBITh
YCTaHOBJICH B TUCbMEHHOM COTJIAlIEHUU.

5.6. Cepuro TOTOBOM TNPOAYKIHMH 3aKyNAaeT W PEAIU3YET AEpKaTelb
JULEH3UN Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUM C
COOCTBEHHBIM PErMCTPALMOHHBIM YOCTOBEPEHUEM. DTO MPOUCXOAUT, HAIPUMED,
KOTJa MPEaNpUATHE, ITOCTABILIOIEE BOCIPOU3BEACHHBIM  JIEKAPCTBEHHBIN
nmpenapar, SBIIETCS  JEp)KAaTElIeM PEruCTPaAalMOHHOTO  yAOCTOBEPEHMS Ha
JIEKapCTBEHHBIN IIpernapar, MNPOU3BOAMMBIM APYTMM HOpeanpustueM. B 3tom
cllyyae IepBOE MPEAUpUATHE 3aKylacT TIOTOBYH) IPOAYKLHIO, COOTBETCTBUE
KOTOpOW elle He ObUIO TMOATBEP)KICHO MPOU3BOJAWTENEM, U BBIYCKAET €€ Ha
OCHOBAaHUM COOCTBEHHOW JIMIICH3UM Ha TPOU3BOACTBO U  COOCTBEHHOTO
PEruCTPalMOHHOTO YAOCTOBEPEHMUS.

B sToit curyauuu YINOJIHOMOYEHHOE JMUO NPENIPUATHS, 3aKYIAOLIETO
IPOAYKIHIO U HE MMEILIErO JOKYMEHTAIBHBIX PE3YJIbTaTOB MOATBEPKICHUS €€
COOTBETCTBHS, JOJDKHO CaMO NOATBEPAUTH COOTBETCTBUE YCTAHOBJIEHHBIM
TpeOOBAHMSIM ATOW CEpUM TOTOBOM MPOAYKUHMHU Teper ee BbimyckoMm. [lpu stom
YIOJIHOMOYEHHOE JIMIO 3aKYMalolIero NpeanpusiThs NpUHUMAeT Ha ceos
OTBETCTBEHHOCTbH 3a BCE CTAJINH IPOU3BOACTBA UM OCHOBBIBAETCS HA 3aKIIIOUCHUHU
O KAauecTBE CEpPUM MNPOAYKUMH YIIOJTHOMOYEHHOTO JIMLIA MIPEANPUSATHUSA-
ITOCTABIIIMKA.

5.7. JlabopaTopusi KOHTpPOJS KadyecTBa JIEKAPCTBEHHBIX IMIPEMapaToB U
IIPOU3BOMTEIIb JEKAPCTBEHHBIX MIPENAPATOB SIBISIIOTCA PA3HBIMU OPraHU3ALMSIMHU.

YIIOJTHOMOYEHHOE JMI0, MOATBEPKAAIOIIEE COOTBETCTBUE CEPUU TOTOBOMU
OPOAYKIIMM  YCTAHOBJCHHBIM TpEeOOBAHUSAM, MOXKET TPUHATH Ha ceds
OTBETCTBEHHOCTh 3a J1a0OpaTOpHbIE HCHBITAHUS, MPOBEACHHBIE MOIO00HOM
nabopartopueil WM YYWUTHIBaTh MOATBEP)KICHHE B OTHOUICHUHM WCIIBITAHUH,
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BBIJJAHHOE JPYTMM YTOJHOMOYEHHbIM JUIOM. IIpu OTCYyTCTBUM TakKoro
MOATBEPKACHUA YIOJIHOMOUYEGHHOE JIMIIO JOJDKHO 3HaTh paboTy JaHHOU
7a00paToOpud W METOJWKH, TpPUMEHSeMble B HEW i1 TOATBEPKIACHUS
COOTBETCTBHSI KaueCcTBa JaHHOW TOTOBOM MPOTYKIIUH.

6. O0s13aHHOCTH YIIOJTHOMOYEHHOI0 JIMIA

6.1. [lepen ocyriecTBIeHUEM TTOATBEPKIACHUS COOTBETCTBUS CEPUU TOTOBOM
MPOAYKITUU JI0 €€ BBIMyCKa YIOJHOMOYEHHOE JIMIO JOKHO TapaHTHUPOBATh, KaK
MUHHMYM, BBITIOJIHCHUH CJICAYIOIINX TPEOOBAHMIA:

a) cepuss TOTOBOM MPOAYKIMH W  IpPOIECC €€  IMPOM3BOACTBA
COOTBETCTBYIOT MOJIOKEHUSIM PETUCTPALIMOHHOTO JI0CHE;

b) cepus roToBOH NPOAYKIMH TNPOM3BEACHA B COOTBETCTBHH C
TpeboBaHmsIMU HacTosmux IlpaBun, a s cepud TPOAYKITUH,
UMIIOPTUPYEMOI U3 TPETbUX CTpPaH — B COOTBETCTBUHU C MpPaBHIAMHU
HAJJIEKANIETO0 IPOU3BOJACTBA, IO KpalHEW Mepe, SKBUBAJICHTHBIMHU
TpeboBaHUsIM HacTosux [IpaBu;

C) OCHOBHBIC  TIPOICCCHI  IMPOM3BOJCTBA W  METOABI  KOHTPOJII
BAJIUJIUPOBAHBI; YYTEHBI (PAKTUYECKUE YCJIOBUS MPOU3BOACTBA B
3aITACAX, OTHOCAIIUECS K CEpUU (JIOChE Ha CEPHIO) MPOTYKITUH;

d) n1ro0ble  OTKIOHEHHS WM  3alUIAaHMPOBAHHBIC  HM3MCHCHHS B
TEXHOJIOTUYECKOM  IIPOIlECCe MM  KOHTpOJIE KadecTBa  OBbLIM
YTBEP)KJCHBI ~ OTBETCTBEHHBIMU  JIMI[AMHK B COOTBETCTBUU  C
ompeneieHHOW cucteMoii. O JI00BIX HM3MEHEHHUSAX, TPEOYIOIINX
BHECCHUSI M3MEHEHHUSI B PETUCTPALIMOHHOE JOChE WM JIMIICH3UIO Ha
MIPOU3BOJACTBO, OCBEIOMJIEH COOTBETCTBYIOIIUM Y IIOJHOMOYCHHBIN
OpraH U TMOJYYEHO €ro pa3pelieHre Ha BHECEHUE TaKOT0 U3MECHEHUS;

€) mpoBeIeHBI BCE HEOOXOIUMBbIC TIPOBEPKU M MCHBITAHUS (B TOM YHCIIC
JOTIOJIHUTENBHBIM  OTOOpP Mpo0, WHCIEKTUPOBAHUE, TMPOBEPKU U
UCIIBITAHUSI, TIPOBEACHHBIE BBUAY OTKJIOHEHHH B TEXHOJOTUYECKOM
MPOIIECCEe WU BBUY IJIAHOBBIX U3MEHEHUN);

f) nmokyMmeHTalus 1O MPOM3BOJCTBEHHOMY MPOIECCY M KOHTPOIIIO
KauyeCcTBa COCTABJICHA U YTBEPK/ICHA YIIOJTHOMOUYECHHBIM MEPCOHATIOM;

g) Bce ayauThl IPOBEACHBI B COOTBETCTBHHM C TPEOOBAHHMSIMH CHCTEMBI
o0OecIreYeHMsT KauecTBa;

h) npuHaTEl BO BHHMMaHue Bce (DAKTOPBI, KOTOpbIE, [0 MHEHHIO
YNOJIHOMOYEHHOTO JIWIIA, SIBJISIIOTCS CYIIECTBEHHBIMM I KaueCcTBa
JTAHHOW CEpUH MPOLYKIIHH.

YnonHomoueHHBIM opraH rocygapctBa-uieHa (Coro3a BEAET peecTp JIuIl
aTTECTOBAaHHBIX B  KadecTBe  YTMOJHOMOYEHHBIX JIMI[  MPOU3BOJUTEICH
JeKapcTBEHHBIX cpeactB Coroza.

VYIOIHOMOYEHHOE JIMII0 MOXKET HMMETh JOINMOJIHUTEIbHBIC OO0S3aHHOCTH B
COOTBETCTBHHM C 3aKOHOJIATEILCTBOM HJIM JOJKHOCTHBIMU MHCTPYKIIUSIMU.

6.2. Y1o1HOMO4YEHHOE JINIIO, MOATBEPKAAIOIIECE COOTBETCTBHE
MPOMEXKYTOUYHOM CTaJAWM TPOU3BOJACTBA COrJIaCHO TMYHKTY 4.3 JaHHOTO
[IpunoxxeHusi, UMEET TaKUe K€ BBINICYKa3aHHbIE 00S3aHHOCTH MO OTHOILICHHUIO K
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ATOM cTaauu (€CIHM B JIOTOBOPE MEXTY YIOJTHOMOYEHHBIMH JIMIIAMH HE YKa3aHO
Jpyroe).

6.3. YIIOJIHOMOYEHHOE JIMIO JODKHO TOJACPKUBATH CBOIO KBATU(HUKAIIHIO
Ha COBPEMEHHOM YPOBHE B CBETE JOCTHKCHHUI HAyIHO-TEXHUIECKOTO Mporpecca u
YUUTHIBAaTh U3MCHEHUS B CHCTEME YIIPABJICHHS KaueCTBOM, UMEIOIINE OTHOIICHHE
K TPOAYKIHUH, COOTBETCTBUE KOTOPOH  yCTaHOBJICHHBIM  TpPeOOBaHUSIM
MOATBEPKIAET Y TIOJIHOMOUYEHHOE JIUIIO.

6.4. Ilpu npuBnedyeHnr YMOJTHOMOYEHHOTO JHUIIA K TIOATBEPKICHHUIO
COOTBETCTBHS CEpUH MPOAYKIIMH, KOTOPYIO OH 3HAET HEIOCTATOYHO (HAmpUMED,
Py OCBOCHHMM HOBOTO BHAA TPOAYKIIMA WIA TPH TEPEXoae Ha Jpyroe
MpEANpUATHAEe), YIIOJHOMOYEHHOE JUII0 JOHKHO TOJYyYHUTh COOTBETCTBYIOITHE
3HAHMS U OIBIT, HEOOXOAMMBIC VISl BBITIOJTHEHUS dTUX 00s3aHHOCTEH.

B cooTBeTcTBHMM ¢ HAIMOHAIBHBIMUA TPEOOBAaHUSAMH Ha YTIOJTHOMOYEHHOE
JUI0 MOET OBITh BO3JIOKEHA OO0S3aHHOCTh YBEIOMIISTH YTIOJTHOMOYEHHbBIC
OpraHbl O TAKOM U3MEHEHHUH; 3TO MOKET MOTpeOOBaTh OBTOPHOM aTTECTAIINH.

7. TepMUHBI U oIpeaeIeHUA

OHpGI[eJ'ICHHBIC CJIOBAa M CJIOBOCOYCTaHHA B JAaHHOM HpI/IJ'IO)KCHI/II/I
HCIIOJB3YIOTCA B OIIPCACICHHBIX 3HAYCHUAX, YKA3aHHBIX HHIKC. Taxxe ciaenyer
06pamaT5051 K O6H1€My pasacity «TepMI/IHLI " OIIPCACIICHUS HACTOAIMINX HpaBI/IJ'I.

HWmnoprep (importer): [epxarenb JUICH3MH HA UMIOPT JICKApPCTBEHHBIX
IpenaparoB U3 TPEThUX CTPaH, €CIIM TaKOBAas MPEIyCMOTPEHA 3aKOHOIATEIHCTBOM.

Ounenka cooTBeTcTBUsl cepuu rorooii mpoxykmum (certification of the
finished product batch): JlokymeHTanbHOe OGOPMIICHHE COOTBETCTBUS CEPHH
TOTOBOW MPOAYKIIMH YCTAHOBICHHBIM TPEOOBAHMSIM IO BBITTyCKa CEPHUH.

IMonTBep:xxkaenne (confirmation): IToamucanHoe CBUAECTEILCTBO TOTO, YTO
NPOIECC WJIM WCIBITAHUS BBIMOJIHEHBI B COOTBETCTBUU C TpeOOBaHUSMU
HacTosuwx [lpaBun m TpeOOBaHUSIMU, YCTAaHOBJICHHBIMH TPHU TOCYJapCTBEHHOM
pEerucTpanuu, COriaCOBaHHOE B MUCbMEHHON (popMme ¢ YTIOTHOMOYEHHBIM JIUIOM,
OTBEUAIOIINM 32 OLIEHKY COOTBETCTBHS CEpHUU TOTOBOM MPOAYKIIUHU A0 €€ BBITYCKa.

Cepusi roroBoii mpoaykmum (finished product batch): B konTekcre
HacToswmero IlpunoxkeHuss oO3HA4aeT CEpUI0 MPOAYKIUM B OKOHYATEIBbHOMN
yIaKOBKE, TOTOBYIO K BBIMTYCKY.

Cepusi nepacdacoannoii mpoaykuum (bulk production batch): Cepus
OPOJAYKIIMA C Pa3MEPOM, YCTAHOBJICHHBIM TPU PETUCTPAIMH JIEKAPCTBEHHOTO
npenapara, JuO0 TroToBas K (HacoBKE B OKOHYATENIbHYIO YIIAKOBKY, JIHOO
HAXOJAMAsACA B WHIWBHUAYAJIbHBIX YIMAKOBKAX W TOTOBAas IS KOMIUICKTOBAHUS
OKOHYATeNbHBIX ymakoBokK. Cepus HepacacoBaHHOW MPOAYKIHUHM MOKET
CONep)KaTh, HANpUMeEp, KUAKUH HepachacOBaHHBIH TPOAYKT, TBEpPIbIC
JeKapcTBEHHbBIE (DOPMBI (TaOJIETKH WJTU KAICYJIbl) WJIM HATIOJIHEHHBIC aMITYJIbI.

Cornamenue o B3aumuom npusnanun (Mutual Recognition Agreement -
MRA): Cornamenue o B3aMMHOM MPU3HAHUM WHCIIEKIUN CO CTPAHOM, B KOTOPOU
MIPOU3BOATCS (U3 KOTOPOH MOCTABIISIFOTCS) BBO3UMBIE JICKAPCTBEHHBIE CPE/ICTBA.
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Ynoanomouennoe Jjumo (Qualified Person): Drto numo, Ha3HaYeHHOE
IPOM3BOIUTENIEM  JIEKAPCTBEHHBIX  CPEACTB,  KOTOPOE  OCYIIECTBIISIET
HOATBEPXKIECHUE  COOTBETCTBHS  JIEKAPCTBEHHBIX  CPEICTB  TpeOOBaHUSAM,
YCTAHOBICHHBIM IIPH HMX TOCYJApCTBEHHON DPErHCTpalyy, W TapaHTHPYET, UYTO
JIEKApCTBEHHBIC CPEICTBA IIPOM3BEIAECHBI B COOTBETCTBUH C TPEOOBaHHMSIMHU
HacTosmmx [IpaBuia. O0s3aHHOCTH Y ITOJIHOMOYEHHOTO JIMIIA JCTAIbHO OIMKMCAHbI B
rinase 2 yactv | u B qannoMm IIpunoskenunn k HacTosmmM [IpaBuiam.
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Ipuioxenne 17
BBIIIYCK 11O TAPAMETPAM

1. lIpuHOUI

1.1. OnpeneneHne «BBITYCK IO IapaMeTpam», UCIOJIb3YEMOE B JIAHHOM
[IpunokeHun, OCHOBAaHO Ha OINPEIACICHUH, MPEII0KEHHOM EBponenckon
OpraHu3aldeld MO Ka4yeCTBY, M IIOAPAa3yMEBACT CUCTEMY BBITYCKA IMPOAYKIIHUH,
JAIOUIYI0 TapaHTHIO, 4YTO MPOAYKIHUsS oOjamaer TpeOyeMbIM KadyecTBOM, Ha
OCHOBaHUM MH(POpPMAIUH, IOTYYEHHON BO BpeMs IPOU3BOACTBEHHOIO IIpoLiecca, a
TaK’K€ Ha OCHOBAaHUM COOTBETCTBUS OIPEAEICHHBIM TPEOOBAHUSAM HACTOSLINX
[IpaBui, OTHOCSAIIMMCS K BBIIYCKY I10 ITapaMETPAM.

1.2. Bemyck 10 mnapaMeTrpaM JOJDKEH YAOBJIETBOPSATh OCHOBHBIM
TpeboBaHusAM Hactosiux IlpaBui, Bkitoyass cooTBeTcTByrouue IlpunoxeHus k
HUM U U3JI0’)KEHHbIE HUKE TPEOOBAHUS.

2. Beinmyck mo mapamerpam

2.1. IlpoBeneHue BCEOOBEMIIIOIIETO KOMILUIEKCA MPOBEPOK U KOHTPOJISA
napaMeTpoB B MPOILECCE NPOU3BOACTBA MOMKET OOecleuuTh 00Jiee BBICOKYIO
TapaHTHIO COOTBETCTBHUS TOTOBOM MPOAYKIMHU CHEUU(UKAIMN, YEM HCIIBITAaHUS
TOTOBOW MPOIYKIIHH.

2.2. Bpimyck 1m0 mnapamMeTrpaM MOXET OBITh pPa3pelieH B OTHOIICHHH
HEKOTOPBIX CHEUAIbHBIX MapaMETPOB BMECTO OOBIYHOTO HCHBITAHHUS TOTOBOM
npoaykiuu. Paspemare BBIIYCK 1O mapamerpaM, OTKas3blBaTb B HEM WU
AHHYJIMPOBAaTh pa3peliCHHEe Ha BBIIYCK IO IapaMeTpaMm JOJDKHBI JIMIA,
OTBEYAIOIME 3a OLEHKY MPOAYKLHMH, COBMECTHO C  MHCIEKTOpPATOM,
OTBETCTBEHHBIM 3a co0Jto/IeHue HacTosux [IpaBui.

3. Bellmyck mo mapaMeTpam Uil CTEPUJILHON NMPOAYKIUH

3.1. B aToM pa3zznene ycTaHOBJIEHBI TpeOOBaHUA K BBITYCKY IO MapaMeTpam
rOTOBOM MPOAYKIMU O€3 MPOBEACHUS UCIBITAHUS HAa CTEPUIBHOCTh. VckimoueHue
WCIIBITAHUSI HAa CTEPUIBHOCTBH SBISETCS INPABOMEPHBIM TOJIBKO TMPHU HAJUYUU
YCHEIIHOTO IMOATBEPKACHUS TOTO, YTO 3apaHEE YCTAaHOBJIEHHBIE YCIOBHS IpHU
BaJIUJAIMU NPOLECCa CTEPHIIU3AIIUN OBUIN IOCTUTHYTHI.

3.2. HcnoelTanme Ha  CTEPUIBHOCTH  MPEIOCTABISIET  BO3MOXHOCTh
OOHapy>KUTh TOJIbKO 3HAYWTEIbHBIE HAPYLIEHUS B CHUCTEME OOeCIeUeHHs
CTEpUIIBHOCTH, YTO OOYCIIOBJIEHO CTATUCTUYECKUMHU OTPAHUUYEHUSIMU METOA.

3.3. BeImyck 1o mapamerpaM JOITyCKaeTCsl TOJIbKO B TOM CJIy4ae, €CIIU JAHHbIE,
JIOKa3bIBAIOIIME MPABWILHOCTH MpOLEcca CTEPUIN3ALMU CEpUH, CaMH 10 ceOe JaroT
JOCTaTOYHYI0 TapaHTHIO TOTO, YTO 3alIAHWPOBAHHBIA M BAJMAWPOBAHHBIN IIPOLIECC
CTepUIIN3AIIMU 00ECTIEUNBAET CTEPUIBHOCTD MTPOITYKIIUH.

3.4. B HacTos1iee BpeMs BBIITYCK IO MapaMeTpaM JOIYCKAETCS TOJIbKO IS
JIEKapCTBEHHBIX MpenapaTroB, MNOAJeXamuX (UHUIIHON CTepuiIM3aluud B
IIEPBUYHOM YIIaKOBKE.

3.5. Ins BbIIyCKa IO mapaMerpaM IMPUMEHSIOTCS METOIbl CTEPUIN3ALINH,
NpeaycCMaTpUBaOIINEe B COOTBETCTBUU C JIEUCTBYIOIIMMH (hapMaKkonerHbIMU
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TpeOOBaHUSIMHU UCMOJIB30BAHUE Tapa, CyX0KapoOBOTO CIocoba U MOHU3UPYIOLIETO
U3ITy4EHHUS.

3.6. Belmyck IO IapamMerpaM HE IIPUMEHSETCS IPH MPOU3BOJCTBE
COBEPILIEHHO HOBBIX JIEKAPCTBEHHBIX IPENapaToB, TaK KaK yIOBICTBOPHUTEIBHBIC
pe3yibTaThl HCIBITAHUN HA CTEPWIBHOCTH B TEUYEHHUE OIPEICIICHHOIO IEepUoJa
BPEMEHHU SBIIIOTCS YacTbIO KPHUTEPUEB IIPUEMIIEMOCTH. B OTHENBHBIX Ciydasx
JTAHHBIE UCIIBITAaHUS HA CTEPUIIBHOCTbD, YK€ UMEIOLIUECS Ul APYTUX IIPEnaparos,
MOXHO CYHMTaTh JOCTaTOYHBIMHM JIJIi HOBOI'O Ipemnapara, B KOTOPbIA BHECEHO
TOJIbKO HE3HAYUTEIbHOE U3MEHEHUE C TOUKHU 3PEHUS 00€CTICYCHHS CTEPUIBHOCTH.

3.7. CriemyeT BBINOTHUTH aHAIN3 PUCKOB CHUCTEMBI 00ECTICUCHHUS CTEPUITBHOCTH,
HAaIIPaBJICHHBIA HA OLIEHKY CITy4aeB BBIITyCKa HECTEPUIBHON MPOTYKIIMH.

3.8. Ilpempiaymuii  ombIT  pabOTHl  TPOW3BOAUTENS  JIEKAPCTBEHHBIX
IpenapaToB JOJKEH CBHJIETEIBCTBOBATH O COOTBETCTBUU €ro IPOU3BOJICTBA
TpeOoBaHUAM HacTosmux [IpaBui.

3.9. Ilpu omeHKE COOTBETCTBHS IPOU3BOJCTBA TPEOOBAHUSM HACTOSIIUX
[IpaBun cieayeT y4UTHIBaTH BBISBICHHBIE CIy4Yaud HAPYLICHHS] CTEPHIIBHOCTH
INPOAYKINH, a TaKXKe pe3yibTaTbl HCIBITAHUM HAa CTEPWIBHOCTH JaHHOTO
JIEKapCTBEHHOI'O IIpenapara ¢ TOYKM 3PEHUS JIEKapCTBEHHBIX IIpENaparos,
CTEPUIIM3YEMbIX TAKUM K€ WJIM aHAJIOTUYHBIM CIIOCOOOM.

3.10. Ha yyacTke Nmpou3BOACTBAa M CTEPWIN3ALMHU, KaK MPABWIO, JOJLKHBI
ObITh B HAJIMYMK KBATHM(PUUUPOBAHHBIA WHXKEHEP, UMEIOIIUNA OMNBIT pabOThI MO
00€eCIEeYEeHUI0 CTEPUIIBHOCTHU, U KBAIM(PUIIMPOBAHHBIA MUKPOOHUOJIOT.

3.11. Pa3paboTka ¥ mepBOHayaidbHas BaTUAAIUsl JOJKHBI TapaHTUPOBATH,
YTO MpU COONIOZCHUM BCEX COOTBETCTBYIOIIMX YCIOBHM OYIET BBINYCKAThCA
IPOJIYKT OJIMHAKOBOTO KaYeCTBA.

3.12. Cucrema KOHTpPOJS HW3MEHEHMH JOJDKHA MpPEeIyCMaTpuBaThb HX
paccMOTpeHHE EPCOHAIOM, 00ECTIEYNBAIOIIUM CTEPUIBHOCTb.

3.13. CnenyeT opranu3oBaTh CUCTEMY KOHTPOJISI MUKPOOHON KOHTaMUHAIIUU
JIEKapCTBEHHOTI'O IIpenapara rnepes CTepuiIn3anren.

3.14. JlomxHa OBITh MCKIIFOYEHA BO3MOXKHOCTH MEPENyTHIBAHUS MTPOIYKIIUH,
opouienuel ¥ He Npouleilel CTepuwIn3aluio, 4YTO OOECleYMBAETCs IyTEM
¢uznyecKoro pasiencHus NPOAYKIMH WM HCIOJIB30BAHUEM 3JIEKTPOHHBIX
CUCTEM, MPOLIEAIINX BaIHUIALHNIO.

3.15. 3anucu 1no CTEpUIM3alMM CIEAYET IPOBEPAThH HA COOTBETCTBHE
TpeOOBaHMAM cHelU(PUKALMK C MPUBJICYCHHUEM HE MEHEE ABYX HE3aBUCUMBIX
CUCTEM KOHTpPOJIsi. Takoi KOHTPOJIb MOXET MPOBOJUTHCA IBYMS COTPYIHUKAMHU
WJIA COTPYAHUKOM U KOMITBIOTEPHOM CUCTEMOM, MPOIIEAIIEN BATUIALINIO.

3.16. Ilepen BhIMYCKOM KaXI0il CEpUM MPOAYKIIUU CIEAYET JOMOTHUTEIHHO
NOATBEPIUTH CIEAYIOLIEE:

— BCE IUIAHOBBIE PAa0OTHI MO TEXHUYECKOMY OOCIY)KHBAHUIO U TEKYIIHE
IIPOBEPKH MCHOJIB3YEMOI0 CTEPUIIN3ATOPA BBITIOJHEHBI,

— BCE PEMOHTHBIE paObOThl U MOAU(PUKAIIMH COTJIACOBAHBI C HH)XEHEPOM U
MUKpPOOHOJIOTOM, KOTOpPhIE HECYT OTBETCTBEHHOCTh 3a IMpOIEecC
CTepUITU3ALINH;

— HCHOJb3yeMbIe MPUOOPHI IPOUUTH KATHMOPOBKY (TIOBEPKY);
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— CTEpUJIM3ATOP HA HACTOAIIMNA MOMEHT BAJIMAUPOBAH JJIsl CTEPUIIM3ALUU
3arpy3Ky JAHHOTO THIIA.

3.17. Ecmm BBIOAHO pa3pelieHuE Ha BBIIYCK CEpUU IPOAYKLUHH I10
napameTpam, TO PEIICHUS O BBIITYCKE WM OTKJIOHEHHH CEPUHN MPOIYKIIMH JTOJKHBI
OBITh OCHOBaHbI Ha TPEOOBAHMSIX YTBEPHKACHHBIX ClIeU(UKALUN B YaCTH BBITyCKa
no napamerpaM. IIpy HEBBINOJHEHUWH 3TUX TPEOOBAHUN BBITYCK MPOIYKLHH I10
napamMeTpaM HeE JOMYCKAaeTcs AaKe IpPU YCIOBUU YCIEIIHOIO MPOBEACHUS
UCIIBITAaHUS HA CTEPUIIBHOCTb.

TepMuHBI U onIpeAeICHUSA

Boinyck mo napamerpam (parametric release): Cructema BbIITyCKa MPOIYKIIHY,
JaroIas TapaHTHIO, YTO TPOAYKIHS 00agaeT TpeOyeMbIM KaueCTBOM, HA OCHOBAHUM
uH(pOpMaINK, TIOTYYSeHHOW BO BpeMs IPOM3BOJCTBEHHOIO TMpOIlecca, a TaKkke Ha
OCHOBaHMU COOTBETCTBUSI ONpPEACTICHHBIM TpeOoBaHMAM Hactosimwmx  [lpaBu,
OTHOCSIIIIUMCS K BBIITYCKY TIO ITapaMeTpaM.

Cucrema obecneuenusi crepuabHocTu (sterility assurance system):
Komrmieke mMep 1mo 00ecrieueHHIo CTEPUITBHOCTH TPOTYKITHH. J{JIsi TeKapCTBEHHBIX
npenapaToB, MOJUICKAIMUX (DUHUIIHOW CTEPWIM3AINU, 3TOT KOMIUIEKC Mep
BKJIIOYAET B ce€0sl ClienyIoIee:

a) pa3paboTKy JIEKapCTBEHHOTO Mperapara;
b) 3Hanme ¥, TO BO3MOXHOCTH, KOHTPOJIb MHUKPOOHOIOTUICCKUX

XapaKTEPUCTHK HCXOJTHOTO CBIPBS U TEXHOJIOTHYECKHUX
BCIIOMOTATENbHBIX ~ CPEACTB  (HampuMmep, Ta30oB M CMa304YHBIX
MaTepHayioB),

C) MPOBEIACHUEC KOHTPOJS KOHTAMHHAIIMM B XOJ€ TEXHOJOTHYECKOTO
npouecca JUisli NPEeJOTBPALLICHHs IONAJaHUs MHUKPOOPraHU3MOB B
OPOAYKIMIO M HUX Pa3MHOXKEHHsS. ODTO OOBIYHO JIOCTUTAeTCs IyTeM
OYHMCTKU U CaHUTApHON 0O0pabOTKM MOBEPXHOCTEN, KOHTAKTHPYIOLIUX C
NPOAYKUHMEHN, MPeAyNpekIeHUS KOHTAMUHAIIMK U3 BO3/1yXa MOCPEACTBOM
NpoBeACHNUs  pabOT B UYUCTBIX  TOMEUICHHAX, MPOBEICHHEM
TEXHOJIOTUYECKOr0 Mpolecca C OrPaHWYEHUSIMA BO BpPEMEHH U, B
COOTBETCTBYIOIIMX CITy4asix, UCIOIb30BAHUEM CTAIANN (DUIBTPALIVH;

d) mpenoTBpamieHre  TEpeNyThIBAaHUS  MPOU3BOACTBEHHBIX  IOTOKOB
CTEPUIM30BAHHON Y HECTEPUIM30BAHHOW MPOAYKIINH;

€) TOCTOSIHHOE AOCTIDKEHHE KauecTBa MPOAYKIIUH;

f) mporecc crepunzaiumy;

g) cucTeMy KauecTBa B IICJIOM, B TOM YHCIIE CHCTEMY OOeCHeueHHs
CTEpUJILHOCTH, @ UMEHHO: KOHTPOJIb U3MEHEHUI, 00yueHue epcoHaia,
HaJIM4YME€ T[HCbMEHHBIX HWHCTPYKLUH, KOHTPOJIb TPH  BBIIIYCKE
IPOIYKLNH, IUTAHOBOE npoUIaKTHIECKOE TEXHUYECKOE
oOcy>KMBaHHUE, aHalu3 cO0eB B pabOTe, MPEAOTBpaIlEHNE OMMOOK IO
BUHE [IepCOHAJIA, BaJUAALINIO, KaTUOPOBKY (TOBEPKY) U T.A.
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Ipunoxenne 19
KOHTPOJIBHBIE 1 APXUBHBIE OBPA3ILbI

1. ObsacTh IPpUMEHEHUSA

1.1. lannoe Ilpmnoxenue Kk HacrosmuMm lIpaBunam ycraHaBinBaeT
TpeOOBaHUSA K OTOOPY M XpaHEHHIO KOHTPOJbHBIX OOpa3lOB HMCXOAHOTO ChIPbS,
YIaKOBOYHBIX MAaTEpUajoB MM TOTOBOW MPOAYKIMH W apXUBHBIX OOpa3IoB
TOTOBOW MPOIYKIIHH.

1.2. CnenuanbHble TpeOOBaHHSA K JIEKAPCTBEHHBIM IIperaparam Ui
KJIIMHUYECKUX MCCIeN0BaHnM puBeacHsl B [Ipunoxenun 13nacrosmumx [Ipasun.

1.3. Hacrosimee IIpunoxkeHue Takxke CONECPKUT PYKOBOASAIIME YKa3aHUS B
OTHOLIECHUU otbopa aApXUBHBIX o0Opa31os JULSL napajIeIbHO
UMIIOPTUPYEMBIX/IIOCTABIIIEMBIX JIEKAPCTBEHHBIX IPETapaToB.

2. IlpuHuun

2.1. OOpa3upl XpaHAT C ABYMs ILEISIMU: BO-TIEPBBIX, YTOOBI OOECIEUHUTH
Hanmuuue oOpasta Uisi aHAIUTUYECKUX WCCIEAOBAHUN, W, BO-BTOPBIX, YTOOBI
o0ecneunTh HaJIMYue 00paslia MOJHOCThIO FOTOBOM Mpoaykiuu. O06pasiibl, TAKUM
00pa3oM, MOTYT OBIThH MTO/IETICHBI HA JIBE KATETOPUU:

KonTtposnsHblii 00paser (reference sample) — o6paserr, 0ToOpaHHBII U3 cepun
UCXOJHOIO CBHIPbS, YIIAKOBOYHOI'O MaTepHaja WM FOTOBOW MPOIYKIUH, KOTOPBIH
XpaHUTCS JUIsl IPOBEJCHUS aHalIM3a B TEUEHUE CPOKA TOJTHOCTU CEpUHU B Cilydae
BO3HMKHOBEHHUSI Takoll HeoOxomumoctu. CrnemyeT coxpaHATh  0Opasiibl,
O0TOOpaHHBIE HAa KPUTHUECKUX IPOMEXYTOUHBIX CTaausAxX (Hampumep, TMocie
KOTOPBIX TPEAYyCMaTpPUBACTCS MPOBEICHUE AHATUTHUYECKUX WCCICAOBAHUNA U
BbIIaya pa3pelICHU Ha BBIMYCK) W MPOMEXKYTOUHBIX MPOIYKTOB, KOTOpHIE
MOCTABIISIOTCA 32 TPEJENbl 30HbI KOHTPOJSI MIPOU3BOIUTENS, €CIIA CTaOMIBHOCTh
00pasIoB ATO JIOMYCKAET.

ApxuBHbI oOpaser; (retention sample) — oOpaselr B OKOHYATEIBHOM
yHakoBKe, OTOOpaHHBbIM W3 CEpUM TOTOBOM MpoAyKIMH. Ero xpanar B memsx
NOJTBEPKIEHUS UIEHTUYHOCTH. Hampumep, B TeueHUEe cpoka XpaHEHUs CEpuu
MOJKET MOTPeOOBATHCA OCMOTP 00pa3lia WM YIaKOBKH, MApKUPOBKU, HHCTPYKLIUN
0 MPUMEHEHHUIO, TIOJyYeHUue UH(pOpMALlMU O HOMEpPE CEpUU U CPOKE T'OJHOCTH.
MoryT OBITh HCKIIOUHUTENIbHBIE OOCTOSITENIbCTBA, KOT/Aa ATO TpeOOBaHWE MOKET
ObITh coOmosieH0 0e3 XxpaHeHus: AyOnuKaTtoB oOpaslloB, HAMpHUMEp, €CIH
HEOOJIbIIINE CEpUU YNAKOBBIBAIOT ISl Pa3HbIX PHIHKOB WJIM IPH IPOU3BOJCTBE
OYE€Hb JIOPOTHX JIEKAPCTBEHHBIX MIPETapaToB.

Bo wMHOrmx ciy4asx KOHTPOJIBHBIE M apXWMBHBIE 0O0paslbl TOTOBOM
NPOAYKIIMM HACHTUYHBI U SIBISIFOTCS €AMHHUIIAMU TPOIYKIIMHM B OKOHYATEIHHOM
ymakoBke. B Takux cllydasx KOHTPOJBHBIE W apXWBHBIE OOpaslbl MOTYT
paccMaTpuBaThCs KaK B3anMO3aMeHsIEMBIC.

2.2. Y mpou3BoAMTENs, UMIIOpTEpA WM Ha TMPEANPHUSTHH, TI€ BBIIACTCS
paspellieHue Ha BBINYCK cepuM (KaK YKa3aHO B IMYyHKTax 7 M 8 JaHHOTO
[TpunoxeHusi) MOMKHBI XPAHUTHCS KOHTPOJIBHBIC W/WIW apXHWBHBIE OOpPa3Ilbl
KaXXI0W cepuy TOTOBOM MPOAYKLMH, & Y IPOU3BOIUTEINS — KOHTPOJIbHBIE 00pa3Iibl
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KOKJOM CEepUM HMCXOAHBIX MaTepuajgoB (KpOME HCKIIOYEHHA — CM. HYHKT 3.2
nanHoro Ilpunokenus) w/uam npoMexyToyHod mnpoaykuuu. Ha kaxaom
OPEINpPUITUH, OCYLIECTBIISIOIIEM YIAKOBKY, CIIEAYeT XPaHUTb KOHTPOJIbHBIE
o0Opa3ipl KaXIOW CEepUM IEPBUYHBIX YNAKOBOUHBIX MAaTEpHUaJOB M IE€YATHBIX
maTepuanoB. JlomyckaeTcss BKJIIOYaThb II€YaTHbIE MaTepualbl B COCTaB
KOHTPOJIbHBIX /WM apXUBHBIX 00pa31I0B TOTOBON MPOAYKIIHH.

2.3. KoHTposibHBIE W/WIM apXUBHbIE OOpAa3lbl BHICTYNAIOT B KadyeCTBE
CBUJETENBCTBA O CEPUU TOTOBOM MPOIYKLUMH WIA UCXOJIHBIX MAaTEPUAIOB U MOTYT
OBITh OLIEHEHBI B CIIy4ae, HalpUMeEp, NPEIbSABICHUSA MNPETEH3UI B OTHOLIECHUU
KayecTBa JIEKAPCTBEHHOIO Ipenapara, 3alpocoB KacaTeJbHO COOTBETCTBUS
PETUCTPALIMOHHOMY JIOCh€, 3alpPOCOB IO TOBOAY MAapKUPOBKW/YIAKOBKU HIIH
OTYeTa 10 MOHUTOPHUHTY O€30I1aCHOCTH JIEKapCTBEHHOI'O Mpenapara.

2.4. CnenyeT BeCTH 3allUCH JUls 00€CTIeUeHUs IPOCIeKUBAEMOCTH 00pa3LoB;
3aIlUCH JJOJKHBI OBITh JOCTYIIHBI YIIOJIHOMOYEHHBIM OpraHaM.

3. 1M TeJbHOCTh XPAHEHUSA

3.1. KoHTposbHBIE M apXWBHbIE OO0pa3lbl KaXIOH CEpUd TOTOBOU
MPOAYKIMU CJIENYET XPAHUTh, KAK MUHUMYM, B TEUEHUE CPOKA FOJHOCTH CEPUU U
OJIHOTO T0/la MOCJE UCTEYEHUsI CpoKa rogHOCTU. KOHTponbHBII 00pasel H0KeH
OBITh YIIAKOBAaH B €r0 MEPBUYHYIO YITAKOBKY MJIM B YIIAKOBKY, COCTOSIIYIO U3 TOTO
K€ Mmarepuana, 4YTO M IIepBUYHAs YNAKOBKAa, B KOTOPOM BBIIIYCKAaeTCsA
JIEKapCTBEHHbINM  mpemnapar (yka3aHuss B OTHOIICHUM  HMIIOPTHPYEMBIX
JIEKApCTBEHHBIX  MpENapatoB i  BETEPUHAPHOTO  IPUMEHEHUS, KpOME
UMMYHOOHMOJIOTHYECKUX JIEKAPCTBEHHBIX MPENaparoB, JaHbl B MyHKTax 8 W 9
[Tpunoxenus 4nactosmux [Ipaswn).

3.2. OOpa3ipl UCXOAHOTO ChIPhs (KpOME pacTBOPUTEIICH, Ta30B WJIH BO/IbI,
MpEeIHA3HAYEHHBIX JIJIl TEXHOJIOTMYECKUX LIeNeH) OJKHBI XPAHUTHCS B TEUEHUE
HE MEHee JABYX JIeT MOcCJe BBINYCKa JIEKAPCTBEHHOrO Mpemnapara, ecid Oosee
JUIMTEIBHBIA TIEpUOJ HE IMPEIyCMOTPEH COOTBETCTBYIOUIMMU HOPMAaTUBHBIMU
MPaBOBBIMHM aKTaMU. JTO MEPUOJA MOXKET ObITh COKpAIEH, €CIU B cHelupUKaIIU
yKa3aH 00Jiee KOPOTKHUI MEPHUO]T CTAOUIBLHOCTH ChIPhsl. Y TaKOBOYHBIE MaTEpHaIbI
JOJDKHBI XPAaHUTBCS B TEUYEHHE CPOKA TOJHOCTH COOTBETCTBYIOIIETO T'OTOBOIO
MpPOAYKTAa.

4. Kosim4ecTBO KOHTPOJIbHBIX U APXUBHBIX 00pa310B

4.1. KonndecTBO KOHTPOJIBHBIX 00pa3loB AOJKHO OBITh JOCTATOUHBIM JIJIS
MIPOBEICHUSI HE MEHEE YeM JBYKPATHOTO IOJIHOTO AHAIMTUYECKOTO KOHTPOJISA
CepuH TPOIYKIIMA B COOTBETCTBUU C TPEOOBAHMSIMU PETHCTPALIMOHHOTO JIOChE,
OIICHEHHOTO ¥ YTBEPXKJICHHOTO  COOTBETCTBYIOIIMM  YIOJTHOMOYEHHBIM
opraHom/opranamMu. B ciydae HEOOXOIUMOCTH CIEIyeT I KaxJAoro BHUAA
AHATMTUYECKOTO KOHTPOJIA HCIIOJIb30BaTh HEBCKPBHIThIC yMakoBKH. JItoObie
HCKJIFOUEHHUS M3 3TOro TpeOOBaHMS JOJDKHBI OBITh OOOCHOBAHBI M COTJIACOBAHBI C
COOTBETCTBYIOIIUM YITOJITHOMOYEHHBIM OPTaHOM.
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4.2. Heobxoaumo coOmroaaTh AEHCTBYIOMME B TPeOOBaHHUS B OTHOIICHUU
KOJMYECTBA KOHTPOJBHBIX OOpa3loB H, TMPH HEOOXOJAMMOCTH, aPXHUBHBIX
00pasIioB.

4.3. KoHTponbHBIC 00pa3ibl JOJDKHBI OBITh MTPEACTABUTCIIBHBIMU JJISI CEPHH
HCXOJITHOTO CHIPhSI, TIPOMEXYTOYHOW WJIM TOTOBOM IMPOJYKIIMH, U3 KOTOPOH OHHM
oToOpaHbl. [ KOHTpOJIsT HanboJiee KPUTHUYCCKUX ATAIloOB IMpoliecca (HarpuMmep,
HaJaJia MM KOHIIA ITPoIlecca) MOTYT OTOMPATHCS JOTIOJHUTEIbHBIC 00pa3iibl. Ecim
MIPOIIECC YITAKOBKH CEPUH BEACTCS B XOJIE IBYX M 00Jiee OTACIBHBIX ONEPAIH 10
YIaKOBKE, TO TOCJE KaXAOW M3 ITHX OMNEparfii ciemyeT oTOupaTh HE MEHee
OJTHOTO apXWBHOTO 0Opa3ia. JIFoOble NCKITIOYEHHS U3 3TOTO TPEOOBAHUS JOJIKHBI
ObITh OOOCHOBaHBI W COTJIACOBAaHBI C COOTBETCTBYIOIIUM YITOJTHOMOYEHHBIM
OpraHOM.

4.4. HeoOxoaumo oOecIieuuTb, YTOOBI €llle OAWH T'0J MHOCJIE HCTECUYCHMS
CpOKa TOAHOCTH IIOCJICAHECH MPOW3BEACHHOW CEpUU HMEJIUCh B HAIMYUU (WM
OBLTM JIETKO JOCTYIHBI) BCE HEOOXOJIMMBIC aHAJUTUYECKHUE MaTepualbl U
o00Opy/IoBaHUE C IIEJBI0 MPOBEJICHMUS BCEX IPUBEACHHBIX B CHEIUPUKAIMH
HCIIbITAaHUH.

5. YciaoBus XpaHeHUus

5.1. XpaHuTh KOHTPOJIbHBIE OOpa3llbl TOTOBOW MPOIYKIIMU M aKTHUBHBIX
(bapMaHGBTI/I‘IGCKI/IX CY6CTaHHI/Iﬁ CICaycCT COI'JIaCHO Tpe60BaHI/I}IM
COOTBCTCTBYIOIIHNX HOPMATHUBHBIX ITPABOBBLIX dAKTOB.

5.2. YcnoBus XpaHCHUA  OOJDKHBI  COOTBCTCTBOBATDL Tp€60BaHH51M,
YCTAHOBJICHHBIM IIPpH PCTUCTPAIUMKU JICKAPCTBCHHOI'O CPCACTBA (HaHpI/IMep,
XpaHEHUe TIPU MTOHWKEHHON TeMIIepaType, €Ciu Tpedyercs).

6. IlucbMeHHBIE COTJIAIIEHUS

6.1. Ecnm pepxarenb PErucTpallMOHHOTO YJIOCTOBEPEHMS HE SIBISIETCS
OJIHOBPEMEHHO IOPUAUYECKUM JIMIIOM, OTBETCTBEHHBIM 3a BBIMYCK CEPUU
OpOAYKIMH B rocyaapcrBax-uieHax Coro3a, 00s13aHHOCTb M0 OTOOPY M XpaHEHUIO
KOHTPOJIbHBIX/apXUBHBIX 00pa3IOB JODKHA OBITH OINpeeneHa B MUChMEHHOM
COIJIAIIIEHUH MEXAY JBYMSI CTOPOHAMHM B COOTBETCTBHM C TJIaBOM 7 4actu I
Hactosimmx IIpaBwi. DTo Takke Kacaercs Cly4yaeB, Korja Kakas-iuoo
NeSATEIbHOCTh MO MPOU3BOACTBY WJIM BBIITYCKY CEPUU MPOIYKIUU MPOBOJUTCA HE
Ha TOM MpPEANPUATHH, KOTOPOE HECET OTBETCTBEHHOCTh 3a CEPHUI0 MPOIYKIIUH,
oOpamaroniytocsi B rocyaapcrBax-uieHax Coroza. ITopsimok oTtOopa u XpaHeHus
KOHTPOJIBHBIX M apXUBHBIX 00pA3I[0B JIJIsl KAX0TO MPEANPUATHS, BOBICYUEHHOTO B
MIPOU3BOJICTBO, JOHKEH OBITh OMpENesieH B MHCHhbMEHHOM COTJIAIIEHUU MEXIY
HUMH.

6.2. YNOJTHOMOYEHHOE JIMLO, KOTOPOE BBIJAET PA3PELICHHE Ha BBITYCK
CepUU  JIEKAPCTBEHHOIO IMpernapara, JOHKHO TapaHTUpPOBaTh, UYTO  BCE
COOTBETCTBYIOIIUE KOHTPOJIbHBICE W apXUBHBIE OOpaslbl OYyIyT JOCTYIHBI B
TeUeHue mpuemsieMoro BpemeHu. [Ipu HeoOxommmocTn Bce TpeOOBaHUS B
OTHOUIEHUH TaKOTO JAOCTYyMa YCTaHABIMBAIOTCS B MUCbMEHHOM COTJIALIEHUU.

6.3. Eciiu B mpou3BOACTBE TOTOBOM MPOAYKIIMK MPUHUMAET ydacTue OoJiee
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OJHOM NPOU3BOACTBEHHOM IUIOIIAJAKH, TO HAJIWYME IUCbMEHHBIX COIIALICHUAN
SIBJIIETCSl KJIIOYEBBIM YCJIOBUEM Ui TpeOOBaHUN K OTOOpY M MECTy XPaHCHHUS
KOHTPOJIBHBIX U aPXHUBHBIX 00pa3IoB.

7. KonTpoJsbHbie 00pa3ubl. O01ue mosoxeHust

7.1. KonTpoJsibHble 00pa3ipl MpeaHA3HAYCHBI ISl MPOBEICHUS aHaIu3a U
JIOJKHBI OBITH JIETKO JOCTYIHBI AJisi 1a00paTOpUH, UMEIOIICH BalUAHNPOBAHHBIC
METOIUKUA ero mnpoBeaeHus. OOpas3ibl HCXOJHOTO CHIPbS, HCIOJIB3YEMOTO B
MIPOM3BOJICTBE JIEKAPCTBEHHBIX IMpenapaToB B rocyaapcTBax-wieHax Coro3a, u
oOpa3ipl TOTOBOM MPOAYKUMU JOJDKHBI XPAaHUTHCS Ha NPEANpUATAUA -
MIPOM3BOUTEIIE TOTOBBIX JIEKAPCTBEHHBIX MPEMapaTOB.

7.2. JInst TOTOBOM MPOAYKIIMH, POU3BEICHHON B APYTUX CTpaHax:

7.2.1. Ecnum cTpaHa HMEET COIVIAIIEHHE O B3aUMHOM MpPU3HAHUU C
rocynapcrBamu-uieHaMu Coro3a, TO KOHTPOJIbHBIE 00pasLbl MOTYT OTOMpPAThCA U
XpaHUTBHCS Ha MPEANPUATUU-TIPOU3BOAUTENE. ODTO JOJKHO OBITH O(POPMIIEHO
NUCBbMEHHBIM COTJIallleHHeM (KaKk YKa3aHO BblIE€ B paszaene 6 JIaHHOTO
[TpunoxkeHusi) Mexay HUMIOPTEPOM BHYTpU rocyaapcTB-uieHoB Coroza u
IPOM3BOJUTENIEM, HAXOAAIUMCS 32 €€ MpeesiaMu.

7.2.2. Ecnu cTpaHa HE HMMEET COIVIAICHUS O B3aMMHOM IIPU3HAHUHU C
rocyaapcTBamu-uieHamu Coro3a, TO KOHTPOJbHBIE 00pasilbl TOTOBOM MPOAYKIIUU
clieqyeT OTOMpaTh W XpaHUTh HAa  YINOJHOMOYEHHOM  TPEANpPUSATHH,
pacmojoxeHHOM B rocynapctBax-uieHax Coroza. OtOop 00pas3oB AOMKEH
BBITIOJHATHCSI B COOTBETCTBHM C MHCHMEHHBIM COTJIAIIEHHEM (COTJIAIICHUSIMH)
MEXIy BCEMH 3aHMHTEPECOBAHHBIMH CTOpOHaMH. PeKoMeHIyeTcss XpaHUTh
oOpasibl TaM, Ii€ MPOBOAWICS KOHTPOJIb IPOIYKIUH IIPU €€ BBO3E.

7.2.3. KoHTpoibHbIe 00pa3ibl HMCXOJHOTO CHIPbS M  YHAKOBOYHBIX
MaTepUajoB CIEAyeT XPaHUTh TaM, IJl€ OHU MCIOJIb30BAINCH IS IPOU3BOJICTBA
TOTOBBIX JIEKAPCTBEHHBIX MPENapaToB.

8. ApxuBHbIe 00pa3ubl. O01IKME MOJI0KEHUS.

8.1. ApxuBHBIE O00pa3lbl JOJDKHBI MPEACTABIATH CEPUI0 TOTOBBIX
JIEKapCTBEHHBIX IPENaparoB B TOM BHJE, B KOTOPOM OHa pealu3yercs B
rocynapcrBax-uieHax Corw3a M MOXKET MOHaJ0OUTbCA Ui KOHTPOJIS C LEIbIO
NOATBEPKIACHUS COOTBETCTBUS TpeOOBaHUSIM, YCTaHOBJICHHBIM npu
rOCy/lapCTBEHHOM  pErucTpaluy, WIM  TpeOOBaHUSAM  3aKOHOJATENIbCTBA
rocynapctB-wieHoB ~ Coroza  (MCKIIOYash  TEXHMYECKHE  XapaKTepUCTUKU
NpoayKUKK). B cBsI3u ¢ 3TUM apXuBHBIE 00pa3iibl TOJKHBI XPAHUTHCS B Mpeaenax
rocyaapctB-uieHoB Coro3a. PexomeHayercs XpaHWThb MUX B MECTE€ HaXOXKICHUS
Y0IHOMOYEHHOTO JIMIIA, BBIIABIIETO pa3pellieHue Ha BhIMYCK MPOAYKIUH.

8.2. B coorBercTBUM ¢ myHKTOM 8.1 manHoro IlpunoxkeHus, ecin umeercs
JEUCTBYIOLIEE COTJIAIIEHUE O B3aMMHOM MPU3HAHUU W KOHTPOJIbHBIE 00pasiibl
XpaHATCS y TMPOU3BOAMUTENS, HaXOAAIIErocsl B CTpaHe 3a MpeaeiamMu rocyaapcTB-
yneHoB Coro3a (cM. Bbille TYyHKT 7.2.2 manHoro IlpuioxkeHwus), OTAENbHBIC
apXUBHBIE 00pa3Ibl TOJKHBI XPaHUThCA B rocyaapcrBax-uieHax Coro3a, eciu 3T0
IPELYCMOTPEHO ACHCTBYIOIIMM 3aKOHOAATEIICTBOM.
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8.3. ApxuBHbIe 00pa3Ibl AOKHBI HAXOIUTHCS HAa MPEANPUITAN, UMEIOIIEM
JULIEH3UI0 Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJCTB, U OBITh JTOCTYNHBIMH JJIS
IIPEACTABUTEIIEN YIIOTHOMOYECHHBIX OPTraHOB.

8.4. Eciin B IOCIEN0BATEIBHOCTH «BBO3 - MPOLIECC YIIAKOBKU - KOHTPOJIb -
BBIIYCK CEpUI» y4acTBYET Oojiee OHOIO IPOU3BOAUTENS B MIPEAEIaxX TOCy1apCTB-
ysieHoB Co103a, TO OTBETCTBEHHOCTh 32 OTOOP M XpaHEHHE apXMBHBIX 00pa3LOB
JOJDKHA OBITh OIpezesieHa MUCbMEHHBIM COTJIAIEHUEM (COTJIAICHUSMH) MEXKITY
Y4aCTBYIOIIMMHU CTOPOHAMM.

9. KoHTpoJbHBIE M apXMBHbIe O00pa3subl MNPOAYKIHH,
napajuielbHO HMMIOPTHPYeMOH / mNapa/uleJibHO IOCTABJIAEMOM

TUCTPUOBIOTOPOM

9.1. Ecnu BTOpHYHYIO yIIAaKOBKY JIEKAPCTBEHHOT'O IIPENAapaTa HE BCKPBIBAIOT,
TO CIEAYET XPAHUTh TOJIBKO MCIIOIb3YEMBIA YITAKOBOYHBIM MAaTe€pHall, TIOCKOJIBKY
PHUCK NEPENYTHIBAaHUS MPOAYKINN HE3HAYUTEIIEH NI OTCYTCTBYET.

9.2. Ecnm BTOpPHYHYIO YIIAKOBKY BCKPBIBAIOT, HAIpPUMEp, I 3aMEHBI
KAPTOHHOW MayKy WM UHCTPYKLUHHU MO MPUMEHEHHIO, TO CIEIYyEeT OTOMpPATh OAHMH
apXUBHBIA oOpazell Uid KaXIOM oOmIepaluu Ipolecca YMNaKOBKH, TaK Kak
CYILLECTBYET PUCK IEPEMYThIBAHUA IPOLYKLUMHU B Ipolecce ynakoBku. Cienyer
OPEeIyCMOTPETh TMOPSAOK, MO3BOJSIOUIMI OBICTPO ONpPENEIUTh BUHOBHOIO B
NEePENyThIBAHUN (IIPOU3BOAUTENb WU JTUCTPUOBIOTOP), TAK KaK OT 3TOrO 3aBUCUT
00BEM OT3bIBAEMON MPOIYKIIHH.

10. KonTpoJabHble H apxXuBHbIe 00pa3ubl B Ciy4ae

JIMKBMIAIUHU NPEANPUATUS-TIPOU3BOAUTEIIS

10.1. B ciyyae nuKBUOAUWM{ TNPEINPUATHSA-TIPOU3BOINTENSI M OT3bIBA
(aHHYTUpOBaHMS, MCTEUEHUS CpPOKa JEWCTBUS) JIMLUEH3UM HA MPOU3BOACTBO B
OpOJake MOXKET OCTaTbCs OO0JIBIIOE KOJIWYECTBO CEpUN MPOU3BENECHHBIX ITUM
IIPOU3BOJUTENIEM JIEKAPCTBEHHBIX IPENAPATOB C HE WCTEKIIMM CPOKOM T'OAHOCTH.
JI1g ocTarommxcsl Ha pbIHKE CEpHU NMPOU3BOIUTEND JIOJDKEH COCTABUTH JETaJbHbIC
COIJIAIIEHUs MO TMepeJadye KOHTPOJBHBIX M apXHMBHBIX OOpa3loB (a Takxke
COOTBETCTBYIOIIEH JIOKyMEHTAllUM, Kacaromieiics Hactosmux [IpaBun) Ha
YIOJHOMOYEHHBIM Y4acTOK IO XpaHeHUo. [Ipon3BoauTeNb TOJKEH COrjaacoBaTh €
YIOJHOMOYEHHBIM OPraHOM JOCTaTOYHOCTh NPHUHATBIX MEpP IO XPaHEHHIO W
BO3MOXKHOCTh Teperayu oOpasloB MJisi MPOBEACHHUS OLICHKM W aHaiu3a, MpU
HEO0OXOAUMOCTH.

10.2. Ecnu mpou3BOAUTENL HE MOYKET MPEAIPUHATH YKa3aHHBIE MEPBI, TO
BBINIOJIHEHUE HEOOXOAMMBIX JEUCTBUH MOXET ObIThb TMEpPEeAaHo APYyroMy
npousBoauTeNto.  Jlepkarenb  perucTpallMOHHOTO  YAOCTOBEPEHHUSI  HECEeT
OTBETCTBEHHOCTh 3a TaKylo Imepeaadyy (yHKUMM M 3a MOpeacTaBlIE€HUE BcCe
HE00X0MMON MH(POpPMAIIMN YIOJTHOMOYEHHOMY oprany. Kpome Toro, oH 1oimkeH
COrJacoBaTh C YNOJHOMOYEHHBIM OpPraHOM CTpaHBbI, IJl€ HAaXOIWUTCS CEpUs C HE
UCTEKIIMM CPOKOM TOAHOCTH, JOCTATOYHOCTh MEP MO XPAHEHUIO KOHTPOJIbHBIX U
apXUBHBIX 00PA3IIOB.
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10.3. DOtu TpeOoBaHUS PACIPOCTPAHSIOTCS TAKXKE HA CIOydall JTMKBUIAINH
MIPOM3BOJICTBA, HAXOIAIIETOCS 3a TpeenaMu rocyaapcts-awieHoB Coroza. B atom
cllydae WUMIIOPTEpP HECEeT OCOOYI0 OTBETCTBEHHOCTh 3a 00ECIEYeHHE TOrO, YTO
yKa3aHHbIC COTJIAIIEHUsS HMMEIOT MECTO W YTO TPOBEJCHO COIJIACOBAaHUE C
COOTBETCTBYIOIIMM(H) YITOJTHOMOYEHHBIM(M) opraHoM(aMu).
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TEPMHUHBI 1 OITPEJAEJIEHUSA

[IpuBeneHHBIC B TaHHOM pasfeie OMpESICHUs MPUMEHSIIOT K TePMHUHAM,
KOTOpBIC HUCTOJB3YIOTCS B HacTosmmx llpaBmiax. DTH TEpPMUHBI MOTYT HUMETh
JpyTHe 3HAYCHUS BHE KOHTEKCTa HacTosmux [IpaBu.

Bananc (reconciliation): CooTHoIeHHe MEXIy KOJUYECTBOM MPOJYKIIUH
WIM MaTepHuajoB, TPOU3BEACHHBIX WJIA HCIOJIb30BAHHBIX TEOPETUYECKU W
(dakTHUecKu, MPUHUMAsi BO BHUMaHHE OOBIYHYIO BaprHaOeIbHOCTb.

Baaaon (cylinder):Konreiinep, npeaHa3HaueHHBIA JIJI XpaHESHUS Ta3a IO/
BBICOKHM JIaBJICHHEM.

Bank kiaerox (cell bank): 3to cucrema, mocpecTBOM KOTOPOM MTPOU3BOJIAT
NocJeI0BaTeIbHbIE CEPUH MPOAYKIIMH C HCIOJB30BAaHUEM KIETOYHBIX KYJIBTYP,
OpUHAUICKAINIMX OJHOMY M TOMY JK€ TJaBHOMY OaHKy KieTok. Jlms
NPUTOTOBJICHHUSI pabouero OaHKa KIETOK UCIOIB3YeTCsl HEKOTOPOE YHCIIO
KOHTCHHEPOB M3 TJIABHOTO OaHKa KiIeTok. CucteMy OaHKa KJICTOK BAIMIAUPYIOT B
OTHOIIICHUW KOJHMYECTBA MEPECEBOB WM KOJMYECTBA YIBOCHUH MOITYJISIHH, IO
JOCTH>KEHUS] KOTOPBIX OHU MOTYT UCIIOJIB30BAThCS B TEKYIIIEM ITPOU3BOJICTBE.

I'naHbIf O0ank kietok (master cell bank): ITomHOCTRIO OXapakTepU30BaHHAS
KyJIbTypa KIETOK, paclpelelicHHas B KOHTEHHEphl 3a OJHY OIepaIuio,
oOpabatbiBaeMasi BMECTE€ TaKUM 00pa3oM, YTOOBI 00ECTIEUUTh €€ OJTHOPOJHOCTD, U
coxpaHsiemasi TakUM CIIOCOOOM, 4YTOObI OO0eCHneuuTh CTAOMIBHOCTh. OOBIYHO
TJIaBHBIA OaHK KJIETOK XpaHAT NpH TeMiiepaType Munyc 70 °C nmu ke,

PaGounii 6ank kierok (working cell bank): Kymerypa kierok, oToOpanHast
U3 TIABHOTO OaHKa KJIETOK W TMpEeAHa3HAueHHas JIs MOATOTOBKH KIETOYHBIX
KYJbTYpP, UCIOJIb3YEMBIX B TEXHOJOTMYECKOM mporecce. OObuHO pabouuii OaHK
KJIETOK XPaHUTCs IpH Temreparype munyc 70 °C win Hike.

Buosornuyeckue arentnl (biological agents):MukpoopraHusmMsl, BKItOYast
MOJlyYEHHBIC METOJaMW T'eHHOW WHXXCHEPUHU, KJICTOYHBIE KYJBTYPhl |
9HJIONIAPA3HTHI, KaK TAaTOTCHHBIC, TAK H HEMTATOTCHHBIC.

Buopeaxrop (bio generator): 3akpbiTast cucTema, Takast Kak epMeHTaTop, B
KOTOPYIO BBOJAT OWOJIOTMYECKUE areHThl HApsAy C JIPYTHM CHIPbEM TaKuM
o0pa3oM, 4TO 3TO MPUBOJMUT K WX PA3MHOKCHUIO WM K MPOIYIIMPOBAHUIO MU
JIPYTHX BEHIECTB IIyTEM B3aMMOJICHCTBUS C JPYTUM ChIpbeM. bropeakTops
OOBIYHO CHA0KEHBI PETYIUPYIOIIMMHA U KOHTPOIUPYIOIIMMU TpUOOpaMu, a TaKKe
MPUCTIOCOOICHUSIMH I COeTUHEHUS, T00aBIECHNUS U YIAJICHUs BEIIECTB.

Bammpanus  (validation):  JleiicTBus, KOTOpbIe B COOTBETCTBUU C
HacTosmmMu [IpaBuiaM U 1OKa3bIBAIOT, YTO OMpENeIeHHAas METOJUKa, MPOIecc,
000pyIOBaHUE, CHIPhE, NEATEITHHOCTh WM CHCTEMa JCHCTBUTEIBHO MPUBOIAT K
OKHJIA€MBIM pe3yJibTaTaM (CM. TaKkKe TEPMHUH «KBATHU(PUKALIHS).

Bosepar (return):OtmpaBka Ha3al NPOU3BOIUTEIIO WM JUCTPUOBIOTOPY
JICKapCTBEHHOTO TIperiapara He3aBUCHMO OT HAIHYUs JTe(eKTa.

Bozaymmnblii mutio3 (air-lock): OrpanndenHoe IpoCTPaHCTBO ¢ IABYMsSI HIIH
HECKOJIbKUMH JBEPSMH, PACIOJOKEHHOE MEXKIy JBYMS WIH HECKOJIbKUMHU
MOMEIIEHUSIMHU, HAIPUMEpP, Pa3HBIX KJIACCOB YMCTOTHI, CIYyXaIlee I KOHTPOJIS
MIOTOKA BO3JIyXa MEXIy ITHMH IOMEIICHUSIMH, KOT/Ia B HUX HE0OXOIUMO BOWTH.
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Bo3aymHbie TUTIO3bI  pEHA3HAYAIOTCS W UCIOJB3YIOTCS Kak IS Mepexojia
NepCcoHaIa, TaK M JIJIs IEpEMEIICHNs MaTEpPHUaoB.

BcnomoraresibHOe BemecTBO: BelectBo, 3a HCKIIOUCHHEM aKTUBHBIX
(dapManeBTHIECKIX CyOCTaHIMA, BXOASAIIEE B COCTAaB JICKAPCTBEHHOTO Mperapara
JUTSL TIPUJIAHKST eMY HeOOXOUMBIX CBOWCTB.

I'otoBass  mpoaykmuss  (roroBeiii  mpoaykr)  (finished  product):
JlexkapCcTBEHHBIN TIpemapaT, KOTOPBIA MpOIIeN BCE CTaJWH TEXHOJIOTHYECKOTO
mporiecca, BKIII0Yas YKJIAJIKy B OKOHYATEIbHYIO YIIAKOBKY.

3anuce (record):Cwm. rnaBy 4 dactu | HacTostmux [IpaBui.

N3onupoBannas 3oHa (contained area): 3oHa, TmTOCTpOeHHAs U
IKCIUTyaTHpyeMass TakuM oO0pa3oM (u 0OOpyJOBaHHAs COOTBETCTBYIOIIMMH
cuctemMaMu 00paboTkum ¥ (QUIbTparMu BO3AyXa), YTOOBI TMPEIOTBPATHTH
KOHTaMHUHAIMIO TTPOU3BOJICTBEHHOM Cpebl OMOJOTHYCCKUMU areHTaMu WU3HYTPHU
30HBI.

M3oasimus  (containment):/leiicTBUsS 10 OTPAaHUYCHHUIO PACIPOCTPAHCHHS
OMOJIOTUYECKUX areHTOB WJIM JIPYTUX KOHTAMUHAHTOB 3a MPEAEIbl ONPeIeICHHOTO
MIPOCTPAHCTBA.

[MepBuunas u3omnsmus (primary containment): Cuctema U30JIAIIUH, KOTOpas
MpeoTBpaIlaeT MPOHUKHOBEHHE OWOJOTHYECKOTO areHra B  OJM3IIekKalIyIo
MPOU3BOJICTBEHHYIO 30HY. OTO JIOCTUTAETCS HCIOJb30BAHUEM  3aKpPBITHIX
KOHTEHHEPOB WJIM OOKCOB JyIsi 0€30MacHOro BeICHHS OMOJOTHYECKUX paldoT
HapsIy ¢ MpoleaypamMu 0e30MacHOTo BEICHUS MpoIiecca.

Bropuunas wsomstmmst  (Secondary containment): Cucrema  HW3OJISIIHH,
MpeIoTBpaIiaas MPOHUKHOBCHHE OWOJOTUYECKOTO areHTa BO BHEIIHIO
OKpY)KaIOIIyI0 Cpeay Wi B Jpyrue pabodme 30HBL. ITO JTOCTUTACTCS
WCITOJIb30BAaHUEM TMOMEIICHUH CO CHCHUAIBHBIMA CHCTEMaMH TIOJTOTOBKH
BO3JlyXa, HAJTUYHEM BO3JYIIHBIX NUIO30B W/HWIA CTEPUIM3ATOPOB IS MEepeaadu
MaTepHaioB HaApYX Ky HapsAy C IMpoleaypaMu 0€301macHOro BeleHus mpoiecca. Bo
MHOTHX CIydasX HCIOJb3yeTCs JUIsl TOBBIMIEHUS S(PPEKTUBHOCTH TMEPBUYHOMN
U3OJISIUH.

NuduunpoBanHbIii (infected): 3apakeHHBIH TIOCTOPOHHUMH
OMOJOTUYECKUMH areHTaMu U, CIIEIOBATEIbHO, CIIOCOOHBIM K PaclpOCTPaHEHUIO
uHDEKIuY.

Hcxonnbie martepuaanl (Starting material): JIroboe  BeIIeCTBO,
UCITOJIB3yeMOE TIPH TIPOU3BOJICTBE JICKAPCTBEHHOTO TIperapara, 3a UCKIIYCHUEM
YIaKOBOYHBIX MaTEPHAIIOB.

Kamm6poBka  (calibration): Psn  omepamnwmii, TPOBOJUMBIX  TPH
OTIPEJICIICHHBIX YCIOBHAX, MOCPEICTBOM KOTOPHIX YCTaHABIMBAIOT COOTHOIIICHHUEC
MEXIy  3HAYCHUSAMH,  PETHCTPUPYEMBIMH  KOHTPOJIBHO-H3MEPHUTECIBHBIMU
npubopamMu  (CUCTEMaMM),lJId  U3MEPCHHBIMH  3HAYCHUSIMU  XapaKTEPHUCTHK
MaTepUaJioB M 3HAYCHUSIMU COOTBETCTBYIOIIMX WM3BECTHBIX BEIMYMUH  JUJIS
CTaHJIAPTHBIX 00Pa3IIoB.

Kapantun (quarantine): Craryc HCXOAHOTO CBHIPbS, YIaKOBOYHBIX
MaTepuayioB, MPOMEXKYTOUYHOH, HepacpacOBaHHOM WM TOTOBOM TMPOIYKIUH,
W30JUPOBAHHBIX (U3MUECKH WM JpyruMu S(PPeKTUBHBIMU criocobamu, [0
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BBIHECEHHSI PEIICHHUS 00 UX BBIMYCKE MU OTKJIOHCHHH.

Kpanmuduxamusa (qualification): JleiicTBus, yIOCTOBEpPSIOIIHE, YTO
KOHKpETHOE 000pyJ0BaHUE padoTaeT MPaBWIILHO W JCHCTBUTENBHO BEICT K
OXKHJIaeMbIM pe3yiibTaraM. [IOHATHE «BajHMIAlMs» SBISCTCS OoJiee IUPOKUM M
WHOTIa BKJIFOYACT B Ce0sl MOHATHE «KBATU(DUKAITUSY.

Kaerounas kyabrypa (cell culture): Kierounas macca, mojydeHHas B
pe3yabTaTe BhIpAIIMBaHuUs IN VItr0 KIETOK, U30JUPOBAHHBIX OT MHOTOKJICTOYHBIX
OpPraHU3MOB.

Koaaekrop (manifold): YcrpoiictBo wim o0opymoBaHue, TO3BOJIIONICE
OJIHOBPEMEHHO HAMOJIHITh T'a30M HECKOJbKO 0auIOHOB (KOHTEHHEPOB) U3 OJIHOTO
UCTOYHHKA.

KomnblorepusupoBanHasi cucrema (computerized system): Cuctema,
BKJIIOYAOIAs BBOJI JAHHBIX, HX 3JICKTPOHHYIO 00pabOTKY M BbIAauy HH(GOPMAIIHH,
ucronb3yemass JIMOO i1 JOKYMEHTalbHOrO  O(opMJCHHUs, JIMOO I
ABTOMATHYECKOTO yIPaBJICHUS.

Kontponupyemasi 3oma  (controlled area):3oma, mocTpoeHHass W
9KCIUTyaTHpyeMas. TaKuM 00pa3oM, 4TOObI KOHTPOJIMPOBATH BO3MOXKHYIO
KOHTAMUHAIIMIO W CJIy4ailHOE pACIpOCTPAaHEHUE KHMBBIX OPraHU3MOB (MOXKET
UCTIOJIb30BATHCS cucTeMa BO3/1yXOMOATOTOBKH, PUOJIU3UTEIIBHO
cooTBeTcTBYOMmAs kimaccy D). CreneHb OCYIIECTBISEMOIO KOHTPOJS JOJIXKHA
3aBHCETh OT IPUPOABI OPraHU3Ma, MCIIOJIB3yeMOro B mporecce. Kak MuHHMYM,
KOHTPOJHpyeMass 30Ha JOJDKHA OKCIUIyaTHPOBATBHCS IPU  OTPHIATCIHHOM
JABJICHUHU 10 OTHOIICHHIO K CMEKHBIM IOMEIIEHUSAM M IO3BOJATh 3(h(EKTUBHO
YCTPAaHATh HE3HAYMTEIIbHBIE KOJMYECTBA HAXOAIIMXCS B BO3IyXE HMCTOYHHKOB
KOHTaMUHAI[HH.

KonTposanr B mpomecce npousBoacTrBa (in-process control): Ilposepku,
OCYIIECTBIIIEMbIC BO BPEMsI TEXHOJIOTHYECKOTO MPOIiecca B MEISIX €ro KOHTPOJIS U
pY HEOOXOMMOCTH PErYJIMPOBAHHUS ISl 00ECIICUCHHsI COOTBETCTBUS MPOAYKIIUN
cnienngukaiusamM. KoHTpoIb MPOU3BOICTBEHHON CPe/Ibl MM 000PYIOBAHUS TAKKE
MOJKET PacCMaTPUBATHLCS KaK 4aCTh KOHTPOJIS B IIPOIECCE MPOM3BO/ICTRA.

Kontpoas kauecra (quality control): Cm. nynkr 1.4 rmaBel 1 dvactu
InacTostmux [Tpasu.

Kpuorennsiii cocyn (cryogenic vessel): Konreitaep, npegHazHaueHHBIN IS
XpaHCHHS COKIDKCHHOTO ra3a Py CBEPXHU3KUX TEMIIEpaTypax.

JlekapcTBeHHOE pacTUTEbHOE Chipbe: CBE)KHE MM BBICYIIICHHBIC PACTCHUS,
IPUObI WK JIMIITAHHUKH JTHOO MX YaCTH, IEIbHbBIE MIIH U3MEITBICHHBIC, HCIIOIb3yEeMbIC
TSI TIPOM3BOJICTBA JICKAPCTBEHHBIX CPEICTB.

JlekapcrBennoe cpeactso (medicinal product): Cpencrso, npeacrasisioiee
coOOM WM cojaeprKalllee BEIIeCTBO WM KOMOWHAIIMIO BEIIECTB, BCTYIAOIIEE B
KOHTaKT C OPraHM3MOM YeJIOBeKa, MpeIHa3HAYEHHOE I JICYCHHs, MPO(UIAKTUKH
3a00JI1€BAHUI YEJIOBEKA WM BOCCTAHOBJICHMS, KOPPEKIIMH WM H3MEHCHHUS €ro
(U3NOTOTUIECKUX byHKIHI MOCPEICTBOM (hapMaKoIOrMYECKOTO,
UMMYHOJIOTHYECKOTO JTM00 MeTabOJMUECKOr0 BO3ICHCTBUS WM JUIA JAHArHOCTUKH
3a00JIEBAaHUI U COCTOSTHHI YEIOBEKA.

JlexapcTBenHblii pacruteannbiii npenapar (herbal medicinal product):
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JlekapcTBeHHBIN IIpenapar, COJAEpXKalluid B KA4EeCTBE AKTUBHBIX KOMIIOHEHTOB
UCKIIIOUUTETFHO JIEKAPCTBEHHOE PACTUTEIBLHOE ChIpbE W/WIIM Tpenaparbl Ha €ro
OCHOBE.

MOHUTOPUHT NPOU3BOACTBEHHOH Cpelbl — HAOMIOACHUE 332 COCTOSHHEM
O0OBEKTOB TIPOM3BOJCTBEHHOW cCpelbl (TOoMelleHus, O00OpyJOoBaHUE, BO3IYX
paboueil 30HBI, TEXHOJOTUYECKHE CpPEbl, TIEPCOHAN) JJiA OnpeieneHuss u (Uin)
npeIcKa3aHusi MOMEHTa Niepexojia B MPeeIbHOE COCTOSIHUE Ha OCHOBE CPaBHEHUS
U3MEPEHHBIX MMapaMeTPOB C 3alaHHBIMH 3HAUYCHUSIMHU.

HepacdacoBannas mnpoaykmusi (bulk product): Jlrobas mnpomykius,
mpomienias BCE CTaAUM TEXHOJIOTMYECKOTO Tpolecca 3a HCKIIUYEHHUEM
OKOHYATEIbHOM YIIaKOBKH.

Homep cepum; wnomep maptum (batch number or lot number):
OtnuuutensHass koMmOuHamuss 1udp, OYKB W/HIM CHUMBOJOB, KOTOpas
UJCHTUGUIUPYET cepuio (MapTHIO) U HA OCHOBAHUU KOTOPBIX MOXHO MPOCIEAUTH
UCTOPHIO €€ MPOU3BOJICTBA U peaTU3aliy.

IMepexpectHass koHTamMuHamus  (Cross  contamination):3arpsi3HeHue
UCXOJTHOTO CBHIPbSl WJIM MPOIYKIHUU JPYTUM HMCXOIHBIM CBHIPBEM WU JPYrou
MPOAYKLIHEN.

IMepepa6oTka (reprocessing): IlepepaboTka Bcell WM 4YacTH CEpPHUH
OPOAYKIIMA  HENPUEMJIEeMOTO0  KayecTBa  Ha  ONpPENENCHHOM  cTajauu
TEXHOJOTHYECKOT0 MpoIiecca TakK, YTOObI €€ KaueCTBO MOTJIO CTaTh MPUEMJIEMBIM,
MOCPEACTBOM OJTHOM MJTM HECKOJBKUX JTOTIOTHUTEIBHBIX OTIEPAITHiA.

IMoBTOpHOE McnoJib30BaHMe (fecovery): BeeneHue mpou3BeICHHON paHee
CepUU MPOIYKIHMH TpeOyemMoro kauecTBa (WM €€ YacTH) B JPYIyI0 CEpUI0
IPOAYKIIMH Ha OTIPEACTICHHON CTaJANH MTPOU3BOICTBA.

IMoceBnasi KyJabTypa (Seed lot):

Cuctema noceBHo# KynbTypsl (Seed lot system): Cucrema, B COOTBETCTBUH C
KOTOpPOM IOCJIEOBATENBHBIE CEPUU MTPOAYKLIMH MPOU3BOAAT U3 OAHOM U TOU XKe
TJIABHOW TOCEBHOM KYJIBTYpPhl TIPU OIPEACICHHOM KOJUYECTBE TIEPECEBOB
(maccaxeit). [{s1 0ObIYHOTO TPOU3BOACTBA PAOOUYIO MMOCEBHYIO KYJIBTYPY TOTOBSIT
U3 TJIaBHOM MOCEBHOW KyJibTyphl. Mcxons w3 TpeboBaHuii 0€30MacHOCTH U
3¢ (HEKTUBHOCTH, MIPU MPOU3BOJCTBE TOTOBOM MPOIYKIUHU, KOTOPYIO MOIYYaroT U3
paboueii MOCEeBHOW KyJIbTYpPbl, HE JIOJDKHO HUCIIOJIB30BAThCS OOJIbIIEe KOJIUYECTBO
MacCaA)KE M3 TJIaBHOM IIOCEBHOM KyJNbTYpBI, Y€M JUISl BaKUWHBI, IPOLICIIIEH
KIMHUYECKHE MccleoBanus. [[porcxoxaeHne U KOJIMYECTBO MaccaKel TIIaBHOMN
MIOCEBHON KYJNbTYPHl U pabodeil MOCEBHON KyJIbTyphl AOJKHBI OBITH OQOPMIICHBI
JIOKYMEHTAJIbHO.

I'maBHass  moceBHass  KyabTypa  (master seed lot):  Kymerypa
MUKPOOPTaHU3MOB, paclpeiielieHHass U3 OJHOTO 00beMa TOCEBHOH KyIbTYpHl B
€MKOCTH B TMpOIleCCe OMHOM oOmepanuu TakKuM oO0pa3oMm, 4ToOBl 00eCTICYHTh
OJTHOPOJHOCTH, MPEAOTBPATUTh KOHTAMUHAIIUIO U TapPaHTUPOBATh CTAOMIBHOCTS.
['maBHYIO TTOCEBHYIO KYJIBTYPY B KHJIKOM BHJI€ OOBIYHO XPaHAT IIPHU TEMIIEpaType
munyc 70°C wnm Hmwke, B JTUOQWIM3UPOBAHHOM BHAE - TMPU HU3BECTHOU
TeMIiepaType, 00ecreunBaroie CTabuIbHOCTD.

PaGouas moceBHas  kymbTypa (working seed lot):  Kymaerypa
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MHKPOOPIaHW3MOB, TOJy4eHHAss W3 T[JIABHOW IOCEBHOH  KYyJIbTYphl U
npeHa3HauYeHHas JUIsl MCIOJIb30BaHUS B IMPOU3BOACTBE. Pabodyio MOCEBHYIO
KYJBTYPY paclpeiessiioT B EMKOCTH M XPaHAT, KaK OMHCAHO BBIIIC JUISI TJIaBHBIX
HIOCEBHBIX KYJIBTYD.

Mpoumssoaurenr  (Manufacturer):  opranuszaiusi,  OCYIICCTBIISIOIIAS
JCSITEILHOCTD O MPOU3BOJICTBY JICKAPCTBEHHBIX CPEJICTB.

IMpousBoacrBo (manufacture):Bce omepanuu 1Mo 3akymnke HCXOJIHOTO
CBIPbSI, MaTE€pHajgOB M IPOIYKIHH, TEXHOJIOIHMYECKOMY IIPOIECCY, KOHTPOJIIO
KayecTBa, BbIJA4Ye paspelicHHs Ha  BBINYCK, XPaHEHHIO, peaau3aliu
JIEKapCTBEHHBIX CPEJCTB U 110 COOTBETCTBYIOIIEMY KOHTPOJIIO.

IMpousBoacTBeHHass  miomaaka: TepputopuaibHO  000COOICHHBIH
KOMILIEKC IPOM3BOAUTEINIA JIEKAPCTBECHHBIX CPEACTB, MNPEIHA3HAYCHHBIA IS
BBIITOJIHEHHUSI BCETO IPOIECCa MPOU3BOACTBA JIGKAPCTBEHHBIX CPEACTB WM €ro
OIIPEICIICHHOW CTaTUH.

IMpome:xxyrounass mpoaykuusi  (intermediate  product):  Yactuuno
00paboTaHHOE MCXOHOE ChIPhE, KOTOPOE JIOJDKHO MPOWUTH MOCIEAYIOIINE CTaIuH
IIPOM3BOJICTBA MPEK/C, YEM OHO CTaHET Hepac(hacOBaHHOM MPOAYKITUCH.

IMpouexypa (procedures): Omnucanue O00S3aTCIBHBIX JUIS BBIMTOJIHCHHS
OIepaluii U Mep MPEJOCTOPOIKHOCTH, a TAKKE BCEX HEOOXOTUMBIX MEPOTIPHUSITHH,
OCYIIECTBICHUE KOTOPBIX TPSAMO WM KOCBEHHO CBS3aHO C IPOM3BOACTBOM
JICKapCTBEHHOTO CPEJICTBA.

PagnodapmaneBTinyeckoe JIEKApCTBEHHOE CPeaCTBO (radio
pharmaceutical): Jlroboe JiekapCcTBEHHOE CpPEICTBO, KOTOPOE B TOTOBOM JUIS
OPUMEHCHHS  BHMJC COIACPXKHMT OJWH HWJIM  HECKOIbKO  PaIHOHYKIHIOB
(paarOaKTHBHBIX U30TOIOB), BBEJACHHBIX B HETO B MEAMIIMHCKUX HENISX.

Cepusi; naptus (batch or lot): OmnpeneneHHOe KOJWYECTBO HMCXOJIHOTO
CBIPbs, YIAKOBOYHBIX MAaTEPUAJIOB WJIM MPOAYKIIMH, MOJBEpPracMoe o0paboTKe B
OJHOM WM B PsA€ TOCIEI0BATEIBHBIX TEXHOJOTHYECKUX IPOIECCOB TaKUM
o0pa3oM, 4TOOBl pacCUUTHIBaTh Ha / 00ECIeYnBaTh OJHOPOJAHOCTH MPOIYKIIUU. (B

TAKOM BH/IC BKJIFOUUTH B TNIOCCAPHIA)

HpI/IMeanI/IC. I[J'If[ 3aBCPUICHUA HCKOTOPBIX 3TAIlOB IMPOU3BOJACTBA MHOT A HCO6XOI[I/IMO
pa3leIUTh CEPUI0 HA ONPECIICHHOE KOJIMYECTBO MOJCEPUii, KOTOPBIC MO3KEe OOBEAMHSIOT JIs
MMOJIYYCHHUA OKOHYAaTEJIbHOMI OI[HOpOI[HOﬁ Cepuu. HpI/I HCIIPEPBIBHOM MPOU3BOACTBEC IIOHATHC
CepUU JIOJDKHO OTHOCHTBCS K OIPENCICHHOW YacTH TMPOAYKIHH, XapaKTepHU3yeMoi
OIHOPOJAHOCTBIO.

[TpuMeHNMO TakKe CIeayrolee ONpeNeeHue CEpUr B OTHOIIEHUH KOHTPOJSI TOTOBOM
MMPOAYKIIUHU: ((HpI/I KOHTPOJIC TOTOBOM IMPOAYKIIMU CUUTACTCA, YTO K CEpUH JICKAPCTBECHHOI'O
npernapaTra OTHOCSITCSI BCE €IMHUIIBI JAaHHOW JIEKApCTBEHHOU (hOPMBI, KOTOpbIE MPOU3BEACHBI U3
OQHOT'O UCXOJHOI'0 KOJIMYCCTBA MAaTCpraia U IMPOIIJIN OAHY U TY K€ CCPUIO TPOU3BOJACTBCHHBIX
OHepaHHﬁ WM OII€pallui0 110 CTCpUIM3alluHu, WX TIPpHU HEIPEPLIBHOM TEXHOJIOTHYCCKOM
mponecce BCC CAMHUILIBI, TPOU3BCICHHBIC B ,Z[aHHBII‘/JI nepuoa BpEMCHN)).

Cxunxennnie ra3bl (liquefiable gases): I'a3bl, KOTOpBIE MPH CTaHIAPTHBIX
TEMIIEPATYPEe U JIABJICHUH HAMOJHCHUS HAXOAATCS B OaJUIOHE B COKMIKEHHOM BHUJIC.

Cucrema (system):Perymupyemass MOJenb B3aMMOCBSI3aHHBIX JCHCTBHHA |
TEXHUUYECKUX CPEIICTB, O0BEIMHEHHBIX JIJISl CO3/IaHMsI OPraHU30BAHHOTO IIEJI0TO.

Cneuuduxanms (specification): Cm. rnay 4 yactu | HacTosmx [Ipasu.

CrepuibHocThb (Sterility): OrcyrcTBHe )UBBIX opraHu3mMoB. TpeOoBaHus K
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NPOBEJACHUIO KOHTPOJIA CTEPWJIBHOCTH TMPHUBEACHBI B  COOTBETCTBYIOIEH
dapwmakoriee.

Tapa (container) — u3genue - 3JIEMEHT YHAKOBKH, MPEIHA3HAYCHHOEC IS
pa3MeneHus MPOTYKITHH.

Texnonormuecknii mpomecc (production): Bce omepaiiuu, CBsI3aHHBIE C
MIPOW3BOJCTBOM  JIEKAPCTBEHHOTO  CPEACTBA, HAYMHAIOIIMECS C TMPUEMKHU
UCXOIHOTO  CHIpbS, MPOJOJDKAIONINECS OOpaOOTKOW ©  YHAKOBKOW U
3aBepIIAIOIINECS MOTyYeHUEM TOTOBOM MPOAYKIIHH.

YnakoBka (packaging): Bce onepanum, Bkitodast pacoBKy ¥ MapKUPOBKY,
KOTOpbIE HEOOXOAMMO TMPOWUTH HepacPacOBAHHOM MPOIYKIMH, YTOOBI CTaTh
TOTOBOW MPOIYKIIHEMN.

[Ipumeuanne. HanosiHeHrWe CTEpUIIBHOW NPOAYKLIHMH, KaK MPABUIIO, HE
ClIeyeT paccMaTpUBaTh KaK 4acTh MpOIecca YIMaKOBKHU, MOCKOJIbKY B IEPBUYHBIC
YITAKOBKY TIPOAYKIIHSI TO3UPYETCS, HO OKOHYATEIFHO HE YITaKOBBIBACTCSI.

YnakoBounblii marepuan (packaging material): JlroGoii matepuai,
UCIOJIB3YEMBIH TPU  YHNAKOBKE JIEKAPCTBEHHOI'O CpPEJCTBA, KpOME JIH00OM
TPAHCIIOPTHON Taphl ISl TPAHCHIOPTHPOBAHUS WM OTTPY3KH. YTIaKOBOYHBIC
MaTepuaabl OTHOCATCS K MEPBUYHBIM WJIA BTOPUYHBIM B 3aBUCHMOCTH OT TOTO,
OpeJHa3HaYeHbl OHM JJIsi HENOCPEACTBEHHOIO KOHTaKTa C JIEKapCTBEHHBIM
CPEICTBOM WJIH HET.

Yucrasn 3oma (clean area): 3oHa, B KOTOpPOW KOHTPOJIHPYETCS
NPOM3BOACTBEHHAs] Cpela Ha HalWYie KOHTAMUHHPYIONIMX YacTHI |
MUKPOOPTaHU3MOB, TMOCTPOCHHAsI W DJKCIUTyaTHpyeMmash TakKuM oOpa3oM, 4YTOOBI
YMEHBIIIUTH TPOHUKHOBEHNE, 00pa30BaHUe U COXpaHEHHE KOHTAMHHAHTOB BHYTpHU
30HBI.

[Iprmeuanune. Pa3znmnuHble ypOBHM KOHTPOJII IMPOU3BOJCTBEHHOM CpEabI
yctaHoBJieHbI B [Ipunoxxenun 1 Hactosiuux [IpaBui.

Yucrasi/u3zoampoBanHas 30Ha (Clean contained area): 3ona, mocTpoeHHas
U SKCIUTyaTHpyemasi TaKUM 00pa3oM, 4TO OHA OJTHOBPEMEHHO SIBJISETCS YUCTOM M
V30JIMPOBAHHOW 30HOM.

OK30THYecKHiT opraHu3M (exotic organism): buosorudeckuii areHr,
BbI3bIBAIONIMM  3a0o0jieBaHUE, OTCYTCTBYIOLEE B JAaHHOM CTpaHe WU
reorpau4ecKkoil 30He, MO0 ABJISIOMUNC 00BEKTOM NPOQUIAKTUYESCKUX MEP UIIH
IPOrPaMMBI 110 €T0 YCTPAHEHHUIO B JaHHOW CTpaHe WK reorpaduyeckoil 30He.
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