Mpuka3s MuHUcTepcTBa NPOMbILWIIEHHOCTU U ToproBnu ot 14 nroHa 2013 r. Ne 916 "O6
yTBepxaeHuun NMpaBun opraHM3auum NpoM3BOACTBA U KOHTPONA KavyecTBa
neKapcTBeHHbIX cpeacTB”

18 cenTabps 2013

B cooTtBeTcTBUM C YacTbio 1 cTaTbn 45 GegepanbHoro 3akoHa ot 12 anpensa 2010 r. Ne 61-93
"O6 obpalieHnn nekapcTBeHHbIx cpeacTs” (CobpaHmne 3akoHogaTenscTBa Poccumnckon
depepaummn, 2010, Ne 16, cT. 1815, Ne 26, cT. 3446) 1 noanyHkTom 5.2.18.31 nyHkTa 5
MonoxeHns o MuHUCTEpCTBE NPOMBILLNIEHHOCTU 1 ToproBnn Poccunckon degepaumn,
yTBEPXKOEHHOrO NoctaHoBreHnem lNpaButensctea Poccunckon ®egepaumm ot 5 ntoHs 2008 r.
Ne 438 (CobpaHue 3akoHogaTensctBa Poccunckon ®epepaunn, 2008, Ne 42, c1. 4825; 2009,
Ne 3, cT. 378, Ne 6, cT. 738, N2 11, cT. 1316, Ne 25, cT. 3065, Ne 26, cT. 3197, Ne 33, cT1. 4088;
2010, Ne 6, cT. 649, N2 9, cT1. 960, Ne 26, cT. 3350, Ne 31, cT. 4251, Ne 35, cT1. 4574, Ne 45,

cT. 5854; 2011, Ne 43, c1. 6079, Ne 46, cT. 6523, Ne 47, cT. 6653, 6662; 2012, Ne 1, cT. 192,
Ne 43, cT. 5874, 5886; 2013, Ne 5, cT. 392) npukasbiBato:

1. YTBepauTb npunaraembie MNMpaBuna opraHnsaumm NpoM3BoAcTBa U KOHTPOSIS KayecTBa
NeKapCTBEHHbIX CPEACTB.

2. KoHTponb 3a nCnonHeHMeM HaCTOSLLIEro NpMKasa OCTaBrsio 3a CoOboN.

MwuHucTp 0.B. MaHTypoB
3apeructpupoaHo B MuHiocte PP 10 ceHTabpsa 2013 .

PerncrpayunoHHsin Ne 29938

NMpaBuna opraHnM3auum NPoM3BOACTBA U KOHTPOJIA KayecTBa NleKapCTBEHHbIX CPeAcTB
(yTB. npukazom MuHuctepcTBa npomMbIwsieHHOCTU U Toprosnu P® ot 14 nroHa 2013 r.
Ne 916)

. O6wume nonoxeHus

1. MNpaBuna opraHn3aumm NPON3BOACTBA M KOHTPOJIS KAYeCTBa NleKapCTBEHHbIX CPeACTB (aanee
- Mpaeuna) yctaHaBnueaoT TpeboBaHNsS K OpraHM3aLumMm Npon3BoACTBa U KOHTPOIS KayecTBa
neKapCTBEHHbIX CPEACTB ANst MeAMLIMHCKOrO NPUMEHEHUSI U BETEPUHAPHOTO NPUMEHEHMS.

2. MNpaBuna pacnpocTpaHaTCs Ha BCe BMAObl NeKapCTBEHHbIX CPeACTB U yCTaHaBNMBatoT
obLume TpeboBaHUSA K opraHM3aLun X NPon3BOACTBA U KOHTPONS KAYecTBa, a Takke
cneumanbHble TpeboBaHUS K opraHusaumnm NPOM3BOACTBA OTAENbHbIX BUAOB eKapCTBEHHbIX
cpencTs.

3. HacTtoswume lNpaBuna He pacnpocTpaHsaTCs Ha BONPOChI OXpaHbl TpyAa nepcoHana,
3aHATOro B NPOU3BOACTBE, Ha obecneyeHne NPoOMbILLIIEHHON 6e30NacHOCTH, NOXXapHOM
6e3onacHocTn, B3pbiIBOOE30MACHOCTN, XMMUYECKON 6E30MacHOCTU, CAaHUTAPHO-TMIIMEHNYECKON
©e3onacHOCTN 1 MHOW Be30nacHOCTN NPU NPON3BOACTBE NEKAPCTBEHHbIX CPEACTB, a Takke He
3aTparmBaloT BOMPOChl OXpaHbl OKpyKatowen cpeabl. [pnHaTMe HeobxoanMbIX Mep B
yKa3aHHbIX Crnyyasx siBAsieTCA HenocpeacTBEHHON 0693aHHOCTLIO NPOM3BOANTENS B
COOTBETCTBUM C HOPMATMBHbIMM NpaBOBbIMK akTaMn Poccunckon degepaumm.

Il. TepMuHbI 1 onpeaeneHus

4. Ina uenen HacTosawmx [NpaBun NCNONb3YTCA Crieayowme OCHOBHbIE NOHATUA:



BannoH - KOHTeHep 0BbIYHO LMNNHAPUYECKOW POpMbl, MPUCNOCOBNEHHBIN AN CXKaToro,
CXKVDKEHHOrO MM pacTBOPEHHOIO rasa, OCHaLLEeHHbIN NpMCnocobneHnem s perynnpoBku
CMOHTAHHOTO BblTEKAHMWS ra3a npy atTMocepHOM AaBfeHMM U KOMHATHOW TeMnepaTtype;

Ouonornyeckne areHTbl - MUKPOOPraHn3mMbl, BKIto4ad nojfty4eHHblie MeTogamMu reHHOW
NHXXEHEPUU, KINeTOYHblIe KyIbTypbl 1 3HOONAPA3nNTbI, KaK NaTOreHHble, Tak 1 HeNaToreHHbIE;

OGuopeakTop - 3aKkpbiTas cuctTemMa, Takas kak dhepMeHTep, B KOTOPYH BBOOAT bmuonormyeckume
areHTbl Hapsay € APYIMM CbipbeM Takum 06pa3oM, YTO 3TO NPUBOAUT K UX Pa3MHOXKEHWUIO UMK K
NPOAYLUMPOBAHNIO MU APYIMX BELLECTB NyTEM B3auMoaeNCcTBUS C APYrMM CbipbeM.
BropeakTopbl 06bIMHO CHaBGXKEHbI PerynupyoLmMMmn 1 KOHTPONMPYOLWMMK NpubopamMu, a Takke
npucnocobneHuammn ans aobaeneHns 1 yaaneHus BeLECTB;

Banuaaums - AOKyMeHTanbHo opopMrieHHble AEACTBUS, AatoLne BbICOKYI CTEMNEHb
yBEPEHHOCTM B TOM, YTO MeToAMKa, npouecc, obopygoBaHve, MaTepuan, onepaums unm
cMCTeMa COOTBETCTBYHOT 3a4aHHbIM TpeboBaHNSAM M UX UCMONb30BaHMe OyaeT NOCTOSAHHO
NPUBOANTb K pedyrbTaTaM, COOTBETCTBYHOLUM 3apaHee YCTaHOBMNEHHbIM KpUTEPUAM
NPUEeMIEeMOCTU;

BO3BpaT - BO3BPAT JIEKAPCTBEHHOIO CPEACTBA €ro NPON3BOAUTENO UIN MOCTaBLUUKY;

BO3AYLUHbIN LUMO3 - OrpaHNYeHHOE NPOCTPAHCTBO C ABYMS UM HECKOMbKMMU ABEPSMU,
pacroroXeHHoe Mexay ABYMS UM HECKONMbKMMU MOMELLIEHMSIMU, HAaNnpUMep, pasHbIX KNaccos
4YUCTOThbI, NpefHa3Ha4YeHHoe AN pasaerneHms Bo3ayLHbIX Cpea NOMELLEHWIA NP BXOAE B HUX U
ncnonb3yemMoe Kak Ansi nepexoaa nepcoHana, Tak U Ans nepeMeLleHmst MaTepuanos;

BbICOKO aKTUBHbIE BELLECTBA - XMMUYECKME COEANHEHUS], OKa3blBalOLLME BO3OENCTBME HA
OpraHn3m 4yesioBeka B HU3KNX KOHLUEHTPALNAX;

BbICOKO aKTUBHbIE JIeKapCTBEHHbIE CPeACTBa - NekapCTBEHHbIE CpeacTBa, JatoLme
hapmakonormyeckmm adpdekT B HU3KNX Ao3ax (KOHUEeHTpaumnsXx);

rotToBas NpPoAyKUMA (rOTOBbIW NPOAYKT) - IeKapCTBEHHbIN NpenapaT, KOTOPbIN NpoLues Bce
CTaann TEXHONOIMMYECKOro npouecca, BKIIoYasa OKOHYaTEeNbHY YNaKoBKY;

3anncb - JOKYMEHT, (PUKCUPYHOLLMIA BbINOSHEHNE pa3fnYHbIX AENCTBUN AN AOKa3aTenbCcTBa
COOTBETCTBUSA UHCTPYKLMNAM;

N30MMpOBaHHas 30Ha - 30Ha, 060pyAoBaHHAs COOTBETCTBYHOLLMMN DUINBTPaMU U
YCTpOWCTBaMW NOArOTOBKM BO3aAyxa ANs NpeaoTBpaLleHnsi KOHTaMUHALUU BHELLHEN
OKpYy>)KatoLLeln cpeabl 6BMONoOrMyeckMMm areHTaMmum, NPUCYTCTBYOWMUMN B STOWN 30HE;

n3onsuus - 4eNCcTBUSA no orpaHn4yeHunto pacrnpocTpaHeHnd Bronorn4yecknx areHToB Unu apyrnx
KOHTaMMWHAHTOB 3a Mnpepgeribl ornpeanesieHHoro npocTpaHCTBa,

N30NAUna BTOPMYHag - cuctema nsonauun, npegorepalaroLllas NpoHUKHOBEHME
B1MONOrMYecKkoro areHTa Bo BHELLHIOK OKPY>KaKoLLYO cpeay unu B apyrne paboyme 30Hbl, Y4TO
AOCTUraeTcs UCnosib30BaHMEM MOMELLEHUI CO cneynanbHbIMU CUCTEMaMU NOATOTOBKU
BO3[yxa, HannyMem BO34YLUHbIX LUMO30B U (U1) CTEpUNM3aTopoB AN nepegaym matepuanos
HapyXXy Hapsiay ¢ npouenypamun 6esonacHoro BeaeHus npouecca. Bo MHornx cnyyasax
ncrnonb3yeTcs Ans nosblWeHUs 3PHMEKTUBHOCTU NEPBUYHON U30NALNNK;



n3onsauma nepBuYHas - cMctTeMa nsonsumm, npegoTepallarowiasi MpOHUKHOBEHME
BG1ONOrMYecKkoro areHTa B OKpy>XKaroLLyto cpeay, HenocpeaCcTBEHHO NpunerapLLyio K paboyen
30He, YTO AOCTUraeTcsa NocpeacTBOM UCMOMb30BaHUS 3aKPbITbIX KOHTEMHEPOB MM BOKCOB Ans
©es3onacHoro BegeHnsa bruonornyecknx paboTt Hapsaay ¢ npoueaypammn 6e3onacHoro BegeHus
npouecca;

NHAOMUNPOBAHHBIN - 3apaXKeHHbIN NOCTOPOHHUMM BUONOrMYECKMMN areHTamm W,
crnegoBaTenbHO, CNOCOBHBIN K pacnpoCTPaHEHUIO UHPEKLNY;

NCXOLHOE CbIpbe - 0bLLee NOHATNE, Ucnonb3yemoe Asisi 0603Ha4YEeHNsT UCXOOHbIX MaTepuanos,
peakTMBOB N pacTBoOpUTESNEN, NpeaHa3Ha4vYeHHbIX ANs NPOn3BOACTBaA MPOMEXYTOYHON
npoayKunn nnm hapmaueBTnyeckon cybctaHumm;

KanmbpoBKa - AEMOHCTPaLMs TOro, YTO KOHKPETHLIN NPMOOP U yCTPONCTBO AaeT pe3ynbTaThl
B YCTa@HOBIIEHHbIX NpeAenax no CpaBHEHMUIO C pe3dynbTaTaMu, NofyvyaembiMu nNpu
NCNonb30BaHMM CTaHAapTHOro obpasua unmM conocTaBMMOro co ctaHgapTom obpasua nmbo
3TanoHa BO BCEM COOTBETCTBYIOLLEM AManasoHe U3MEPEHU;

KapaHTUH - CTaTyC MCXOAHOrO Cbipbd, YNAKOBOYHbIX MaTepmUanoB, MPOMEXYyTOYHOMN,
HepacacoBaHHOW UM rOTOBOW NPOAYKLUUKN, U30NMPOBAHHbBIX (PU3NYECKU UNN OPYTUMU
appekTuBHBIMM cnocobamu, A0 NPUHATUSA peLleHns 06 nx ogobpeHnn N OTKNOHEHWM;

KBanuukaumsa - 4encTeusl, yaqoctoBepsowme n noaTBepxaaroime JOKyMeHTanbHO TOT (hakT,
4YTO 0bopyaOBaHME UM BCOMOraTesSibHble CUCTEMbI CMOHTMPOBaHbI AOSMKHLIM 06pa3om,
NpaBuUnbHO OYHKUMOHUPYIOT U AEUCTBUTENBHO NPUBOAAT K OXXMOAEMbIM pe3yrbTaTam.
MoHsaTMe "Banuapaums” asnseTtca bonee LWMPOKUM 1 MHOTrAa BKAOYaeT B cebsi NoHATHE
"KBanugukaumna";

KNneTouyHasi KynbTypa - KneToYHasi Macca, NosflydeHHasi B pe3ynbTaTe BblpalmBaHus in vitro
KNeTOK, N30NMPOBaHHbIX OT MHOFOKINETOYHbIX OpraHW3MOB;

KONNeKTop - YCTPOMUCTBO Unn obopyaoBaHue, npeaHasHayeHHoe A8 OOHOMO NN HECKONbKMX
6annoHoB (KOHTENHEPOB) M NO3BONSAOLLIEE OAHOBPEMEHHO OYUCTUTD U HAMNOJTHUTbL ra3oM
©annoH (KoOHTeNHep);

KOMMNbIOTEPM3MPOBAHHAs CUCTEMA - MPOLIECC UMK onepauus, 06beanHEHHast B O4HO Lenoe C
KOMMbIOTEPHOW CUCTEMOW, BKMOYaKOLEeN BBOA AaHHbIX, UX SNEKTPOHHY0 06paboTKy 1 Bblaavy
MHdOpMaUUK, UCNONb3yeMON ANA JOKYMEHTarbHOro ooopmMIieHns n(unm) ans
aBTOMaTUYECKOro yrnpaBrieHus;

KOHTpONMpyemasi 30Ha - 30Ha, MOCTPOEHHAsi U 3KCMyaTupyemas Takum o6pasoM, YTobbl
KOHTPONMPOBAaTbL BO3MOXXHYHO KOHTaMUHALMIO U Clly4YaliHOe pacrnpoCcTpaHeHme XnBbIxX
MUKPOOPraHn3MoB, KOTopasi 3KCMslyaTupyeTcsi Mpy oTpuuaTenbHOM AABMEHUM MO OTHOLLEHWIO K
CMEXHbIM KnaccuuumpoBaHHbIM NOMELLEHMSIM 1 NO3BONSET 3PHEKTUBHO YCTPaHATb
He3HauYUTENbHbIE KONMYECTBA HAXOASALLMXCS B BO3AYXE MCTOYHUKOB KOHTAMUHALMK, NPU 3TOM
CTeneHb OCYLLECTBIISIEMOrO KOHTPONS 3aBMUCUT OT BUAa MUKPOOPraHnamMa, UCrnosnb3yeMoro B
npouecce;

KOHTPOIb B NpoLecce Npou3BoACTBa (BHYTPUNPON3BOACTBEHHbIM KOHTPOSb,
MeXXonepaLMOHHbIA KOHTPOIb) - KOHTPOSb, BbIMNOMHAEMbIV B XOA4€e TEXHOMNOrMYEecKoro npowecca
C Lenblo NpoOBEPKM COOTBETCTBUS NPOMEXKYTOYHOM NPOAYKUUN 1 (M) NPOAYKLMN 3a4aHHbIM
TpeboBaHUsAM, N0 pe3ynbTaTamM KOTOPOro MOXET BbIMOSTHATLCA KOPPEKTMPOBKA NapaMeTpoB



TexXHororm4yeckoro npouecca. KOHTponb COCTOSIHMSA OKpy»KatoLe cpeapbl M obopyaoBaHus
paccMaTpMBaEeTCs Kak 3fieMEHT KOHTPOS B NMpoLiecce Npov3BOACTBa;

KOHTPOJb KA4eCTBa - KOHTPOIb Ka4yecTBa BKMO4YaeT B cebs oTbop npob, npoBeaeHme
UCMNbITaHWUIA, NPOBEPKN HA COOTBETCTBUE TpeboBaHMAM cneundmkaumin, a Takke npoueaypsl
opraHv3auun, JOKYMEHTUPOBAHUSA 1 BblAaun paspeLleHunst Ha BbInyck;

KPMOreHHbIN cocyp - cocy, NpeaHasHauYeHHbIN AN XpaHeHUs CKUKEHHOTO rasa npu
CBEPXHU3KMX TeMnepaTypax;

nekapCTBEHHOE pacTeHue - Lenoe pacTeHne Unm ero 4actu, UCrnosib3yemble B MeANLMHCKMX
Lensx;

neKkapCTBEHHble CpeacTBa - BeLecTBa Unn nx komomHaumm, BCTynarowme B KOHTaKT C
OpraHnM3mMoM YerioBeka Unn X1MBOTHOIO, NPOHMKaloLLMe B OpraHbl, TKAHW OpraHM3Ma 4yeroseka
UIN XXMBOTHOTO, NPUMEHsIeMble ANA NPOUIIaKTUKKN, AMarHOCTUKK (3a UCKITIOYEHEM BeLLEeCTB
NN X KOMBMHALNIA, HE KOHTAKTUPYIOLLMX C OPraHM3MOM YerioBeka Unm XXUBOTHOrO), NeYeHuns
3aboneBaHus, peabunutauun, ons COXpaHeHus, NpegoTBPaLLEHNS UK NPepbIBaHUS
6epeMeHHOCTU 1 NonyYeHHbIE U3 KPOBU, Niia3Mbl KPOBU, U3 OPraHoOB, TKaHEW opraHn3ma
YyerioBeka Unm XXUBOTHOMO, paCTEHUN, MUHEPASIOB METO4aMN CUHTE3a UNU C NPUMEHEHNEM
Buonormnyecknx TexHonorun. K nekapCtBeHHbIM cpeacTBam OTHOCATCA dhapmaLeBTU4ECKme
cybCcTaHumMm 1 nekapcTBeHHble npenapaTtbl*(1);

neKkapcTBEHHbIN pacTUTENbHLIW Npenapar - fleKapCTBEHHbIN npenapaT, NPoM3BeaeHHbIN UK
N3roTOBIIEHHbINA N3 OOQHOrO BUAA NEKAPCTBEHHOIO PaCTUTENBHOIO CbIPpbsi UNN HECKONMbKMUX BUOOB
TaKOro Cblpbsi U peanudyembliin B pacacoBaHHOM BMAE BO BTOPUYHOM (MOTPebUTeNbCKON)
ynakoBke*(2);

mMaTepuarnbHbIl 6anaHc - COOTHOLLEHUE MeXay KONMYECTBOM NPOAYKLMN UM MaTepuraros,
KOTOpOEe TEOPETMYECKN MOXET UCMONb30BaTLCS B NPOM3BOACTBE M MonyYaTbCs B pedynbraTe
NPOn3BOACTBA, M KONMYECTBOM NPOAYKLMM UNN MaTepuanoB, (PakTUYECKM UCTMONb30BaHHbIM B
npoun3BoAcTBe N aKTUYECKM NONyYeHHbIM B pe3ynbTaTe Npon3BoacTBa, C y4eTOM AOMYyCTUMbIX
OTKITOHEHWA;

HepacdacoBaHHasi NPOAYKUMS - Nobas NPoAyKUMs, Npolleallasl Bce CTagnum TeXHONOrM4eckoro
npouecca 3a UCKIMOYEHNEM NOTPEOUTENBCKON YNAKOBKY;

HOMep cepuun (HOMep NapTun) - yHUKanbHasi KombmHaumsa umdp, 6yks 1 (M) CMMBOSOB,
KOTOpble MAEHTUDULUPYIOT Ceputo (NapTU) U HA OCHOBaHUM KOTOPbLIX MOXHO NpocneanTb
NCTOPUIO ee NPOoM3BOACTBA U peanu3auuun. [pu NnpMcBOEHUN HOMepa cepun NCNOSb3YTCS
apabckue umdpsbl, nocnegHue Yetbipe LMdpbl B HOMepe cepumn 0603HayvaroT MecsL 1 roq
N3roTOBIIEHUS NIEKAPCTBEHHOro CPeacTBa;

nepeKkpecTHasl KOHTaMUHaUWS - 3arpsi3HeHNe NCXOOHOrO Cbipbsi, MaTepuana unv npoaykKLum
APYTMM UCXOOHbIM CbIpbEM, MaTepuanoM Unu NpoayKumen;

noBTopHas obpaboTka - NoBTOpHas 0b6paboTka cepum UM YacTu CepUmn NPOAYKLMMK, He
COOTBETCTBYHOLLEN 3aaHHbIM TPeboBaHUAM, HaYMHAs ¢ ONpedeneHHoN cTaaumn NPoM3BOACTBA
- BBEEHME NPOMEXYTOUYHOW NpoaYyKUUN NN ddapmMaLeBTUYECKol cybcTaHLmK, BKoYas
HECOOTBETCTBYIOLLYIO CTaHaapTaM Unu cneumdukaumm, B NpoLecc NpoM3BoacTea 1
NMOBTOPEHME 3Tana KpucTannusaumm unm Opyrux XMMmn4ecknx Unmn pmusndyeckux MaHunynsauui
(Hanpumep, AMcTUNNAUMS, dunbTpaums, XxpomaTorpadupoBaHne, N3MernbYeHNe), KoTopble



SABMSATCA CTaanen yCTaHOBIIEHHOrO NPOM3BOACTBEHHOIO npouecca. lNpogomkeHve
OCYLLIECTBNEHNS CTaaun Npon3BOACTBEHHOMO NpoLecca Nocre Toro, kak KOHTPOsb B NpoLecce
NpOM3BOACTBAa Nokasar, YTo CTaaunsa He 3aBeplLUeHa, CYMTaeTCs YacTblo 0ObIYHOroO npolecca, a
He NOBTOPHOM 06paboTKOMN;

NMOBTOPHOE UCMOMb30BaHWe - BBEAEHWE NPON3BEAEHHON paHee cepumn npoaykumm TpebyemMoro
KayecTBa (Unv ee YacTu) B APYryo CEPUI0 NPOaYKLMM Ha OnpeaeneHHon cTaamm NnponsBoacTBa;

noceBHas KynbTypa:

cUCTeMa NOCEBHOW KyNbTypbl - CUCTEMA, B COOTBETCTBMM C KOTOPOW NocrefoBaTerbHble cepumn
NPOAYKUMN NPOU3BOAAT U3 OQHOW U TOW Xe rMaBHOW NOCEBHOW KyIbTypbl MNPy onpeaeneHHOM
KonuyecTtBe nepeceBoB (naccaxen). [na obbl4HOro Npom3BoacTBa paboyyo NOCEBHYHO
KynbTypy rOTOBAT U3 rMaBHON NOCEBHOW KynbTypbl. cxoaa ns tpeboBaHum 6e3onacHoOCT 1
3(PPEKTUBHOCTU, NPU NPOM3BOACTBE FOTOBOW NPOAYKLMMK, KOTOPYIO NOSy4vatoT n3 padboyen
NMOCEBHOW KyNnbTypbl, HE AOIMKHO NCNONb30BaTbCA HonbLUee KONMYECTBO NaccaXken U3 rnaBHom
NOCEBHOW KyNnbTypbl, YeM ANS BaKUWHbI, NpoLllewen KnMHuyeckue nccnegoBaHus.
MpouncxoxaeHne 1 KONMYEeCTBO NaccaKen rrinaBHOM NOCEBHOM KynbTypbl U paboveint MOCEBHON
KynbTypbl OOSDKHbI BbITb 0POPMIIEHbl JOKYMEHTarbHO;

rmaBHasi NOCEBHAs KynbTypa - KyfnbTypa MUKPOOPraHnM3MOoB, pacnpeneneHHas n3 ogHoro
obbema NoCEBHOM KyNbTypbl B EMKOCTU B MpOLECcce OAHOW onepauumn Takum o6pasom, YTobbl
obecneunTb OQHOPOAHOCTb, NPEAOTBPATUTL KOHTAMUHALMIO U rapaHTUpOBaTb CTabUbHOCTb.
"MaBHYO NOCEBHYIO KyNbTYPY B XXWUAKOM BUAE 0ObIYHO XpaHAT npu TemnepaTtype MuHyc 70°C
UK HUXe, B IMOOUNN3NpoBaHHOM BrAe - Npy M3BECTHOM TemnepaType, obecneymBatoLLen
CTabUNbHOCTD;

paboyasn noceBHas KynbTypa - KynbTypa MUKPOOPraHW3MOB, NosyYeHHast U3 rMaBHON NOCEBHON
KynbTypbl U NpeAHa3Ha4YeHHas Ans UCnonb3oBaHUs B NponsBoacTee. Paboyyto NoceBHyo
KynbTypy pacnpefensioT B eMKOCTU U XPaHSIT, Kak ONMCaHo Bbile ANs rMaBHbIX NOCEBHbIX

KynbTyp;
NPOAYKLMS - NPOMEXYToYHas!, HepacdacoBaHHasi U roToBast NPOaYKLUS;

NPOM3BOANTENb - NPOU3BOANTENb JIEKAPCTBEHHbLIX CPEACTB - OpraHn3aLms, OCyLLECTBNAOLLASN
NPON3BOACTBO JIEKAPCTBEHHbIX CPEACTB B COOTBETCTBUM C TpeboBaHMAMN PefepanbHOro
3akoHa o1 12 anpens 2010 r. Ne 61-®3 "O6 obpalleHnn nekapCcTBeHHbIX cpeacTs"*(3);

NPOU3BOACTBO - AeATENBHOCTb MO NPOU3BOACTBY SlEeKapCTBEHHbIX CPeaCTB, OpraHN3aunaMun -
NPoOn3BOAUTENAMM NIEKAPCTBEHHbIX CPEACTB Ha OQHOM CTafuu, HECKOSTbKUX UMW BCEX CTaaNSAX
TEXHOMNOrMYeCcKoro npoLecca, a Takke no XpaHeHWo 1 peanusauumn NponsBeaeHHbIX
NeKapCTBEHHbIX CpeacTB*(4), kKoTopasi BKIoYaeT B cebs ocyLLecTBneHne onepauumn m
KOHTPOMS, CBA3aHHbIX C NPUEMKON MaTepuaros, TEXHONTOMMYECKUM NPOLECCOM, YNaKOBKOW,
nepeynakoBKOW, MapKNPOBKOW, MepeMapKUpPOBKON, BbINMYCKOM, XpaHEHNEM 1 peanu3aumen
Npon3BeaeHHbIX NeKapCTBEHHbIX CPeACTB U dapMaLeBTUYECKNX CybCTaHLmI,;

NPOMEXYTOYHas NPOAYKUMS - YaCTUYHO 06paboTaHHOE NCXOL4HOE CbIpbe, KOTOPOE OOMMKHO
NPoOWTK nocneayoLne cragum npoM3BoOACTBa Npexaie, Y4emM OHO CTaHeT HepacdacoBaHHOM
npoaykumnen. B oTHoweHN hapmMaueBTUYECKNX CyOCTaHUMI - MaTepuar, KOTOpbI Nony4vatoT B
Xo4e cTagum TEXHONOrMYEeCcKoro npouecca Npon3eBoacTBa hapmMaueBTUYECKNX CyOCTaHUWIA, U
KOTOpbIN NpeTepneBaeT AanbHENLLIME MOSMEKYNSAPHbIE NPEBpaLLEHNsS UK NogBepraeTca
OYUCTKE Npexae, YeM OH CTaHeT hapMaLeBTHudeckon cybctaHumen. NMpomexyTodHas



npoaykumsi B OTHOLIEHUN dpapMaLeBTMYeCcKon cybcTaHumm B Xoe TEXHOMOrMYeckoro npowecca
MOXeT NoABepraTbCsa UM He NOABEPraTbCs BblAENEHMIO;

npouenypa - 4OKyMeHTanbHO 0oOpMIEHHOE ONUcaHne onepaunn, noanexawmx BbliNOSIHEHWIO,
Mep NPeaOCTOPOXKHOCTU N MEPONMPUATUIA, MPAMO UM KOCBEHHO OTHOCSALLMXCS K MPOU3BOACTBY
NPOMEXYTOYHOWN NPoAyKLUNN, hapmaLeBTUYECKON CyBCTaHL MM N NEeKapCTBEHHOIO CPeACTBa;

neKapCTBEHHOE pacTUTENbHOE CbIpbe - CBEXUE UMW BbICYLUEHHbIE pacTeHUs NMbo 1X YacTu,
ncnonb3yemMble AN NPpon3BOACTBA NEKapCTBEHHbIX CPEeACTB OpraHn3aumsamMm -
NPOV3BOANTENSAMWN NEKAPCTBEHHbIX CPEACTB UM N3rOTOBMEHMS NTEKAPCTBEHHbIX NpenapaToB
anTeYHbIMU OpraHM3aUusaMmn, BeTeEPUHAPHBIMU anTeYHbIMU OpraHn3aumMsaMu, UHONBMAYaNbHbIMU
npeanpuHNUMaTensiMmM, UMeLLMMN NNLEH3NIO Ha ddapMaLeBTUYECKYO AeaTenbHOCTb*(5);

cepusa (naptus) - onpeneneHHoe KONMYeCcTBO MCXOAHOMO Chipbsl, YNAKOBOYHbLIX MaTepuanos Unm
npoaykuuun, nogsepraemoe obpaboTke B 04HOM UNn B psifie nocrnenoBaTesnbHbIX
TEXHOJTOrMYECKNX NPOLLECCOB TakuM 06pa3oM, YTO MOXHO pacCYMTbiBaTb HA OAHOPOAHOCTb
NpoAyKUUN B yCTAaHOBIEHHbIX Npeaenax, npu 3TOM C TOYKM 3PEHUS KOHTPOISi TOTOBOW
npoayKUUn cepus BKNOYaeT B cebsi COBOKYMNHOCTb eANHNL, JO3UPOBaHHOW (hOpMbl
NeKapCTBEHHbIX CPeACTB (NekapCTBEHHON POPMbI), MPOU3BEAEHHbIX U3 OAHOM0 o6bema
NCXOQHOro MmaTepuvana n npoweawnx eauHyo NocrneaoBaTeNlbHOCTb NPOM3BOACTBEHHbIX
onepauuin Unn eguHbIA LUKN CTepunmsaymm, a npu HenpepbIBHOM NPON3BOACTBE - BCE
eaVHNLbI, NPON3BEAEHHbIE B 3a4aHHbI MHTEepBan BpeMeHu. [1nsa 3aBepLueHnst HEKOTOPbIX
3TanoB NPOU3BOACTBA MHOTrAA HEOOXO0AMMO pa3fennTb CEPUIO Ha onpeaeneHHoe KONM4YecTBo
noacepun, KOTopble No3xe 0O6beaNHAIOT AN NONyYeHUs1 OKOHYaTENbHOW OQHOPOAHOWN CEPUN.
[Mpn HenpepbIBHOM NPOM3BOACTBE MOHATME CEPUM AOIMKHO OTHOCUTBLCA K OnpeaeneHHon YacTu
NpoaYKLUNKN, XapaKTepmnayemon ogHOPOOAHOCTbIO. Paamep cepum B 3TOM Criyvae MOXeT
onpenenaTbcsa NM60 PUKCUPOBAHHBLIM KONTMYECTBOM, NIMOO KONMYECTBOM, NPON3BEAEHHBLIM 3a
onpeneneHHbIn NPOMEXYTOK BPEMEHMN;

CXWXXEHHbIe radbl - ra3dbl, KOTOpPblI€ MNP CTaHOAPTHbIX TEMNEpPaType 1N AaBJIEHNN HAaNOJIHEHUA
HaxoaATcs B GannoHe B CKUXKXEHHOM BUAE;

cUCTeMa - COBOKYMHOCTb B3aMMOCBS3aHHbIX AEACTBUIA U TEXHUYECKUX CPEACTB, 0BpasyoLLmX
e[IMHOe Lienoe Ans opraHn3aLym NpOn3BOACTBA U KOHTPOSS KavecTBa NeKapCTBEHHbIX
CpencTs;

cuctema GaHKOB KIEeTOK - cucTemMa, Npu KOTOPOK nocrneaoBaTesibHble Cepun NpoayKumum
NPON3BOAAT M3 KNETOYHbIX KyIbTyp, NpUHagnexalwnx rmaBHoMy 6aHKy KNeToK, KOTOpbI
MONHOCTbIO OXapaKTepM30BaH Ha NOANIMHHOCTb M OTCYTCTBME KOHTaMMHaumn. HekoTopoe
KONMMYECTBO EMKOCTEN rMaBHOro 6aHka KneTok ncnonb3yeTtca Ans gopMmupoBaHus paboyero
OaHka knetok. Cucrtema 6aHKOB KNETOK AOSMKHaA ObITb BanuanpoBaHa Ha onpeaeneHHoe
KONMYECTBO NEPECEBOB UMM KONMYECTBO YABOEHUI NONYNSAUMA, 00 AOCTUMXKEHNSA KOTOPbIX OHU
MOTYT MCMONb30BaTbCA B TEKYLLEM NPON3BOACTBE;

cneumdukaums - nepedeHb UCMbITaHUI, CCbISTOK Ha aHannTUYeckne MeETOANKN U KpUTEPUEB
npuemMnemMocTu, NpeacTaBnaLWmMX cOB0N YNCNOBLIE rPaHuLbl, UHTEPBanbl Unu apyrmue
KpuTepum ans COOTBETCTBYHOLWMX UcnbiTaHui. Cneundumkaumnsa yctaHaBnmueaeT Habop
KpuTepmes, KOTOPbIM AOKEH COOTBETCTBOBATbL MaTepman, YTobbl cuMtTaTbCs NPUeMieMbIM
Ans ero npegnonaraemoro npumMeHeHust. NoHAaTne "cooTBeTcTBME cneundukaunmn” o3HavaeT,
4YTO MaTepwman, NpoLweaLlmni CNbITaHUS COrfacHO NePEeYUCIIEHHbIM aHaNMUTUYECKUM
MeToauKam, COOTBETCTBYET NPUBEAEHHbIM KPUTEPUSM NPUEMNEMOCTH;



CTEPUITbHOCTb - OTCYTCTBUE XMBbIX OpraHn3mMoB. TpeboBaHus K NPOBEAEHNIO KOHTPOSIS
CTEPUITLHOCTU NPUBEAEHbI B COOTBETCTBYIOLMX 06LLEN dhapMaKonenHom cTaTtbe,
hapmakonenHon ctatbe, HOPMaTUBHOW AOKYMEHTaUUN UM HOPMaTUBHOM JOKYMEHTE;

TEXHONOIrMYeCKNI NpoLecc - Bce onepauum, CBsa3aHHble C MPOM3BOACTBOM fleKapCTBEHHOIO
cpenctea Unu gpapMaueBTUYECKOM CyOCTaHUMK, HaYMHAKOLWMECS C NPUEMKN MCXOAHOrO ChipbS,
npogosmkatrmecs obpaboTkom 1 ynakoBKOW 1 3aBepLUatoLLnecs Nosly4eHnemM rotoBom
npoaykuuu;

yrnakoBKa - BCe onepaunmn, BKrtoyasa pacoBKy U MapKMPOBKY, KOTOpble HEOBXOAMMO NPOUTU
HepacacoBaHHOM NPOAYKLUMU, 4SS NONyYeHNa roToBOW npoaykunn. HanonHeHne ctepuneHom
NpoAayKuuK, Kak npaBuno, He criegyeT paccMaTpmBaTh Kak 4acTb npoLecca ynakoBku,
NMOCKOSbKY B MEPBUYHbIE YMAKOBKN NPOAYKUNA 0O3MPYETCH, HO OKOHYaTENbHO He
yrnakoBbIBaeTCs;

yNakoBOYHbLIM MaTepuan - nobon matepunan, NCNoSb3yEMbIN NPU YNakoBKE NEKAaPCTBEHHOTO
cpencTtBa, hapmaueBTMYECKOM CybCTaHLUMM NN NPOMEXYTOYHOM NPOAYKLMK, Kpome nobon
TPaHCNOPTHOM Tapbl AN XpaHEHUSA, TPAHCNOPTUPOBKN UK OTIPY3KK. YNAKOBOYHbIE MaTepuarnsl
noapasfaensTca Ha NEPBUYHBIE N BTOPUYHbIE B 3aBUCUMOCTM OT HanMyuns NpsiMOro KOHTakTa c
nekapCTBEHHbIM CPeLCTBOM;

YNOIHOMOYEHHOE NNLO - PabOTHUK NPOM3BOAUTENSA NIEKAPCTBEHHbIX CPEACTB, UMEOLLMI
BbiCLLEE (hapMaLEBTUYECKOE, XMMUYECKOe Uinn Bronornyeckoe obpasoBaHne nnmdo npu
NPOU3BOACTBE FIEKAPCTBEHHbIX CPEACTB AN BETEPMHAPHOIO NPUMEHEHNSI BETEPUHAPHOE
obpasoBaHue, cTax paboTbl HE MEHee YeM NATb NeT B 06nacTn npon3BoACTBa M KOHTPONSA
KayecTBa NeKkapCTBEHHbIX CPeACTB U aTTECTOBAHHLIN B NOPSiAKE, YCTAHOBIEHHOM
YNOSTHOMOYEHHbIM dhefeparnbHbiM OPraHoM UCMOMHUTESNbHON BriacTn®(6);

4yncTasa 30Ha - 30Ha, NOCTPOEHHAs M AKCMyaTupyemasi Takmm obpa3om, YTO B HEW CBEAEHbI K
MUWHUMYMY NPOHUKaHWe, obpasoBaHMe 1 HaKoMMeHne KOHTaMMHaHTOB B BUAE YacTul, 1
MUKPOOpPraHn3amMoB. Knaccbl YACTbIX 30H onpeaerieHbl B [NpunoxeHun Ne 1 kK HacToswmm
Mpasunawm;

4YucTasi U30NIMPOBaHHas 30Ha - 30Ha, NOCTPOEHHAdA N SKCNNyaTupyeMmasa Takum obpasom, YTo
OHa OQHOBPEMEHHO SIBNSAETCS YACTOW N N30NTIMPOBAHHOM 30HOW;

3K30TUYECKUIN OpPraHMam - BUONIOrMYeCcKnin areHT, Bbi3biBaroLWmMii 3aboneBaHne, OTCYTCTBYHOLLEE
B JaHHOW CTpaHe unu reorpadunyeckon 3oHe, NMbO ABNAKLWMNCA 06BEKTOM NPOUIaKTUYECKMX
Mep U1 NporpaMmbl Mo ero yCTpaHeHio B JaHHOW CTpaHe unm reorpadnyeckon 30He.

lll. OcHOBHbIe TpeboBaHUA K OpraHM3auum NPOou3BOACTBA U KOHTPONSA KavyecTBa
nekapctBeHHbIX cpeacTB (Yactb 1%(7))

dapmaueBTMYECKas cuctema Kavectsa (Ffnasa 1)
MpuHuMn

5. MNpownsBoanTenb AOMKEH NPOM3BOAUTL NEKAPCTBEHHbIE CpeacTBa Tak, YTobbl rapaHTMpoBaTb
NX COOTBETCTBME CBOEMY Ha3HaA4YeHU0, TPeOoBaHUSAM PErnCTPaLMOHHOIO JOCHE UMM NPOTOKOMY
KMMHUYECKOro 1ccnenoBaHus U UCKIIOYUTb PUCK, CBA3AHHbIV C HEYOO0BNETBOPUTENbHBIMU
6e30nacHOCTbIO, Ka4eCTBOM, 3(pPEKTUBHOCTLIO. OTBETCTBEHHOCTb 3@ BbINOMHEHME 3TUX
TpeboBaHMIN HeceT pykoBOACTBO Npoussoautens. Vx BoinornHeHne TpebyeT Hagnexallero
MCMNOMHEHMS cCBOMX 06s13aHHOCTEN NEPCOHANOM pasfnnyHbIX NoapasaeneHnin NpPon3BoanTeNs Ha



BCEX YPOBHSIX, @ TakkKe NoCTaBLMKaMUN 1 OpraHM3aumsimm OnNTOBOW TOProBSiv NeKapCTBEHHbLIMU
cpenctBamu. [Ina JOCTMXKEHUS 3TUX LieNen NpoM3BoANTESNb AOMMKEH pa3paboTaTtb 1
obecneunTb NpaBuUnbHOE PYyHKLUMOHMPOBaHME hapMaLEBTUYECKON CUCTEMbI Ka4ecTBa, KoTopas
BKMNtOYaeT BbINONHeHWe TpeboBaHmin HacToswmx MNMpaBun u ocyLecTBEHNE yrpaBreHns
puckamn onga kadectsa. [ponsBoguTenb OMKEH JOKYMEHTaNbHO 0DOPMUTb
drapmMaLeBTUYECKYO CUCTEMY KayeCTBa U KOHTPONMpoBaTh ee 3PPeKTUBHOCTL. [na
YHKUMOHNPOBAHNA BCEX ANIEMEHTOB (hapMaLeBTUYECKON CUCTEMbI KadecTBa NPoOM3BOaUTENb
AOIMKeH obecneynTb HanmumMe KBanuuunmpoBaHHOro NepcoHana, Hagnexalmx noMeLLeHni,
obopyaoBaHus N TexXHUYEeckMx cpeacTB. OCHOBHbIE NPUHLMMBI YNIPABIEHNSA KAQ4E€CTBOM
opraHMsauunmn NPon3BOACTBA N KOHTPOSIS KadecTBa M ynpaBreHns puckamun ang kavyecrtea
SBMNAIOTCA B3aUMOCBS3aHHbIMW.

PapmaueBTUYECKas CUCTEMA KayecTBa

6. (1.1) YnpaBneHue ka4eCcTBOM Kak BCeOObeMIIOLLIEE NOHATUE, OXBaTbIBaKOLLEE BCE BOMPOCHI,
KOTOpble NO OTAENBHOCTU UMW B LIESIOM BIUSAIOT HA KAYeCTBO NPOAyKUMK, npeactaBnseT cobon
COBOKYMHOCTb OpPraHM3aUMOHHbIX MEP, HanpaBneHHbIX Ha obecneyeHne COOTBETCTBUS
KayecTBa JIekapCTBEHHbIX CPEACTB MUX NpeaHa3HaYeHUHo.

7. (1.2) Hactosawue lNpaBuna npuMeHanTCA KO BCEM CTaAMUSM XU3HEHHOIO LMKNa
NeKkapCTBEHHbIX CPEACTB: NPOM3BOACTBO NleKapCTBEHHbIX NpenapaToB AN KNMHUYECKUX
ncernegoBaHnn, NepeHoc TEXHONOMMN, NPOMbILLIIEHHOE NPON3BOACTBO, NpeKkpaLleHe
NPOM3BOACTBA NeKapCTBEHHbIX cpeacTB. [ponssoanTens BNpase pacnpoCcTpaHnTb
hapmaueBTUYECKYO CUCTEMY Ka4yeCTBa Ha TaKyl CTafuIo XXU3HEHHOrO LMKNa JIeKapCTBEHHbIX
CpeAcTB Kak hapmavueBTnyeckas paspaboTka, 4TO CnOoCcOBCTBYET MHHOBALUAM U NOCTOSAHHOMY
YINYYLIEHWUIO, @ TaKKe YNPOYHEHUIO CBA3N MexXay ddapmaLeBTMYECKON pa3paboTKon 1
NPON3BOACTBOM.

8. (1.3) Npwn paspaboTke HOBOW hbapmaLeBTUYECKON CUCTEMbI Ka4eCcTBa UIu Npu U3MeHEHU
CYLLIeCTBYIOLLEN CUCTEMbBI HEOBXOOUMO YUYMTbIBaTh 0OBEM U CMOXHOCTb AEATENbHOCTU
npounssoauTens. Hekotopble acnekTbl papmMaLeBTUYECKON CUCTEMbI KaYecTBa MOryT
NPUMEHATBLCS K eATENbHOCTN NPOM3BOAMUTESNS B LLENIOM, @ UHbIE - TOMbKO K onpeaeneHHbIM
NPOU3BOACTBEHHbIM Nriowaakam. [Npu aToM adhPekTUBHOCTb BHEAPEHUS bapMaLeBTUYEeCKOM
CUCTEMBbI KayecTBa 0ObIYHO JOKa3blBAETCH Ha YPOBHE NPOU3BOLACTBEHHOWN NOLLAOKN.

9. (1.4) ®apmaueBTU4ecKas cMctemMa kayecTBa, npegHa3HadYeHHasa st NpomM3BOACTBaA
NEeKapCTBEHHbIX CPEACTB, AOIHKHA rapaHTUpPOBaTb, YTO:

a) (i) BbINYCK NiekapCTBEHHOIO CpeAcTBa C COOTBETCTBYIOLMMM MOKa3aTensamMm Kayectsa
AOCTUraeTcsa nocpencTsoM pa3paboTku, NNaHMpOBaHWS, BHEOPEHNS, NOAAEPKAHNS U
HenpepbIBHOrO YCOBEPLLEHCTBOBAHNSA CUCTEMBI;

0) (ii) 3HaHMsa 0 NekapCTBEHHOM CPEACTBE M NPOLIECCE ero Npon3BOACTBA MPUMEHSIOTCA Ha
NPOTSKEHMN BCEX CTAOUM KUIHEHHOIO LMKNA;

B) (iii) nekapcTBeHHbIE cpeacTBa pa3paboTaHbl U UCCreaoBaHbl C y4eToM TpeboBaHui
HacTodAwwmx Npasun,

r) (iv) onepaumm No NpomM3BOACTBY U KOHTPOSIO onpeaenieHbl U1 COOTBETCTBYIOT TpeboBaHUAM
HacTosawwmx MNpasun;

A) (V) OTBETCTBEHHOCTb 1 06513aHHOCTU NepcoHana YeTko onpeneneHsbl;



e) (vi) npuHATLI Mepbl, obecneunBaroLme NPOM3BOACTBO, NOCTABKY U UCMOb30BaHNE
Hagnexawmx NCXOQHOro Cbipbs M YNAaKOBOYHbLIX MaTepuarnos, a Takke NPUHATLI Mepbl Mo
BbIOOPY M KOHTPOSIO MNOCTABLUMKOB M AN NPOBEPKN TOro, YTO KaxKaasi MoCTaBKa OCYLLECTBIEHA
yepes YTBEPXKAEHHYIO Lienb NOCTaBOK;

X) (vii) BHegpeHbl Npouecchl, obecneynBatome ynpaBneHme 4eaTeNbHOCTbIO, NepesaBaemMon
ANSA BbINOSTHEHUSA OPYron opraHu3auuu (ynpasneHue ayTCoOPCUHIOM);

3) (viii) ycTaHOBMEHO 1 NOAEPXKNBAETCA NOCTOAHHOE KOHTPOSMPYEMOE COCTOSIHUE NYyTEM
pa3paboTkM 1 NCNonb3oBaHUsS APPEKTUBHOrO MOHUTOPMHIA N KOHTPOSbHbBIX CUCTEM B
OTHOLUEHUM 3P PEKTUBHOCTM NpoLiecca U Ka4yecTBa fiekapCTBEHHOro CpeacTBa;

n) (ix) pesynbTaTbl MOHUTOPMHIa NEKAaPCTBEHHOIO CPeACcTBa M NPOLIECCOB NPUHMMAIOTCS BO
BHMMaHUe npu BbIMyCcke cepun, Npu paccrnegoBaHum OTKNOHEHWUA U ANs NPUHATUS
npeaynpexaarLmx mep Bo n3bexaHne noteHunanbHbIX OTKIOHEHWI;

K) (X) npoBOAMTCSA HEOBXOAMMBbIN KOHTPOSTb NPOMEXYTOYHOM NPOAYKLUK, KOHTPOSb B npoLecce
NPOM3BOACTBA M OCYLLECTBNAETCHA Banugauus;

n) (xi) ocywiecTBnsieTcsl NOCTOSAHHOE YNyylleHne NocpeacTBOM BHEOQPEHMS
yCOBEpPLLEHCTBOBAHMIA, OCHOBaHHbIX Ha aKkTyasibHbIX 3HAaHUSX NMpoLecca U NPoayKuuu;

M) (Xii) npyHUMAaOTCA Mepbl A51si NEPCNEKTUBHOM OLEHKWN 3anfiaHMpPOBaHHbIX U3BMEHEHNA N NX
yTBEPXOEHNA 0O BHELPEHUS C Y4ETOM YBEAOMIIEHUS U COrnacoBaHUs C YNOSIHOMOYEHHbIM
deaeparnbHbIM OpraHoM UCMONHUTENBbHOM BRAacTu, ecnun aTo TpebyeTcs;

H) (xiii) NpOBOANTCS OLIEHKa NPOBEAEHHbIX U3MEHEHUI MOCIe UX BHeQPEHUs ans
noaTBEPXOEHNSA TOro, YTO LenNb N3MeHeHn bbina A4OCTUTHYTa U YTO 3TO He OTPa3nnioch
HeraTMBHO Ha KadyecTBe NpoayKuuu;

0) (xiv) BO Bpemsi paccrnegoBaHust OTKITOHEHUW, B TOM YMCre NpeanosioXKeHUn O Hannynm
aedekTa npoayKunn 1n Apyrmx Nnpobrem npumMeHsieTcs COOTBETCTBYHOLMI YPOBEHb aHann3a
OCHOBHbIX NPUYMH AaHHbIX HECOOTBETCTBUN. [MPMYMHBI MOTryT ObITb ONpeaeneHbl ¢
NCronb30BaHMEM NPUHLMIMNOB yNpaBneHns puckamu ansa kavyectea. B cnyyae ecnu UCTuHHas
npuynHa HECOOTBETCTBUA HE MOXET BbITb onpeaeneHa JomkHa ObiTb ycTaHOBNeHa Hanbonee
BeposTHasa npuymnHa. B cnyyae ecnu B kadecTBe NpUYnHLI NOJO3PEBAETCA UM YCTaHOBIEHa
yerioBeyeckasi onodKa, Hannume Takom NpUYMHbI AOSMKHO BbITh AOKa3aHo, YTOObI
rapaHTMpoBaTb OTCYTCTBUE CYLLECTBYHOLLMX NPOLECCHbIX, MPoLeayPHbIX U CUCTEMHbIX
ownbok nnm npobnem. No pesynbTatam paccnegoBaHus onpeaensoTcs U NpeanpuHMMaoTCs
COOTBETCTBYHOLLME KOPPEKTUPYOLWME 1 (Unn) npegynpexjarwme aenctens. APPEeKTUBHOCTb
TakuUx OENCTBUN JOMKHA NPOBEPSATLCS U OLIEHMBATLCA NPON3BOAUTENEM B COOTBETCTBUN C
NPUHUMNaMN yrnpaBreHna puckammn Ons KavyecTBa;

n) (Xv) BBOA NEKapCTBEHHbIX CPEACTB B rpaxaaHcknin 060poT A0 BblAayn YNOSTHOMOYEHHbIM
NMLIOM paspeLleHns Ha BbIMYCK He AonyckaeTcs. YNONMHOMOYEHHOE NULO YOOCTOBEPSET, YTO
Kakgas cepus nekapCcTBEHHOro cpeacTtsa bbina npovssefeHa U NPOKOHTPONMpPOBaHa B
COOTBETCTBUN C TpeboBaHNSAMN PErNCTPaLMOHHOIO A0Cke U HacTosawmx MNpasun;

p) (Xvi) npeanpuHATbIE MepPbl 06ecnevmBaloT Ka4eCcTBO JIeKapCTBEHHbIX CPEACTB B TEYEHUE
BCEro cpoka rogHoOCTU Npu X XpaHeHUn u nocrnegyoliem obpalleHuu;



c) (xvii) uMmeeTcs npouenypa NpoBeaeHUs caMouHCNeKUnn n (unu) ayauTa KkadecTsa, B
COOTBETCTBUM C KOTOPOW perynsipHoO oLeHnBarTca aPPeKTUBHOCTb U MPUTOAHOCTb
hapmaueBTUYECKON CUCTEMBI Ka4yeCTBa.

10. (1.5) PykoBOoACTBO HeceT OTBETCTBEHHOCTb 3a Hanuune apdekTmeHom bapmaLeBTUYECKOM
CUCTEMbI KayecTBa, HeOH6XO4MMbIX PECYPCOB, a Takke 3a TO, YTO 06A3aHHOCTH,
OTBETCTBEHHOCTb 1 NOSTHOMOYMS onpeaeneHbl, 4oBeAEHbl 40 CBEAEHUS Kaxaoro paboTHMKa n
BbIMOMHAKTCA BO BCEX NoApasaeneHnsax npon3soamtens. PykoBoaACTBO akTMBHO y4acTBYET B
hapmaLeBTUYECKON CUCTEME KavyeCTBa, YTO rapaHTUpyeT NoaaEPKKY U 3auHTEPEeCOBAHHOCTb
nepcoHana Ha BCeX YPOBHSX 1 BO BCEX NOApa3aerieHnax Npou3BoAnNTENs B
YHKUMOHNPOBaHNN dapmaLLeBTUHECKON CUCTEMbI KayecTsa.

11. (1.6) Heobxoanmo npoBoanTb Nnepuogndeckme 0630pbl OYHKLNOHNPOBAHMUS
hapmaLeBTUYECKOM CUCTEMbI Ka4eCTBa C BOBEYEHMEM B 3TOT NPOLIECC PyKOBOACTBA 415
NOCTOSIHHOrO yIyylleHWs NPoAyKLMU, MPOLECCOB 1 CaMOW CUCTEMBI.

12. (1.7) ®apmaueBTMyeckasi cuctema KadecTtsa LOSMKHA ObITb JOKYMEHTanbHO ohopmneHa.
MponsBoauTenb OOMKEH YTBEPAUTL PYKOBOACTBO MO KAYECTBY UMW aHaNOMM4YHbIA JOKYMEHT,
coaepXallmi onmcaHme CUCTeMbI YrpaBeHUs Ka4ecTBOM, BKMtoYasi OTBETCTBEHHOCTb
pyKoBOACTBaA.

OpraHusaums Npon3BOACTBA U KOHTPOJISl KAaYeCTBa JIEKaPCTBEHHbIX CpeacTB

13. (1.8) Opranunsaums NnpoM3BOACTBA U KOHTPOSIS KAYeCcTBa fIeKapCTBEHHbIX CPEACTB SABMSETCSA
4YacTbH YNpaBNeHUs Ka4eCTBOM, KOTOpPas rapaHTUPYET, YTO NPOAYKUMSA NOCTOAHHO
NPON3BOAMTCA U KOHTPONMPYEeTCH NO CTaH4apTam KadecTBa, COOTBETCTBYHOLLMM €€
npegHasHa4YeHuo, a Takke B COOTBETCTBUN C TpeboBaHNAMM PErnMCTPaLMOHHOro AOChE,
NPOTOKOSIa KMMHUYECKNX UCCReaoBaHUN 1 cneundukanmm Ha 3Ty NpoayKumio.

14. OcHoBHble TpeboBaHus HacToswwmx [MNpasun:

a) (i) Bce Npon3BOACTBEHHbIE MPOLECCHI AOMKHbI ObITb pernaMmeHTUPoOBaHbI, LOSMKHbI
CUCTEMATUYECKN NepecMaTpmBaTbCSA C y4ETOM HAKOMMEHHOrO ONbITa, a TakkKe AOIMKHa
noaTBepXxaaTbCs X CNoCOBHOCTL obecnevnBaTb NOCTOAHHOE NPOU3BOLCTBO NIEKapPCTBEHHbIX
cpeacTts TpebyemMoro kayecTsa B COOTBETCTBMM CO CneunduKkaumsmu;

0) (ii) KpuTHYECKMe cTagmm NPOM3BOACTBEHHOIO NPoOLECCa N CYLLLECTBEHHbIE U3MEHEHUS
npouecca A0SMKHbI MPOMTY Banngaumio;

B) (iii) mormkHbl BbITb 06ecneyeHbl HeObXxoauMbIE YCNOBUS ANA BbINONHEHNA TpeboBaHMN
HacToswwmx MpaBun, BKNOYasa Hanuyne:

Hagnexawmum obpaszom 0b6y4eHHOro nepcoHana, MMetoLLLero Heobxoanmyo KBanmukaumio;
COOTBETCTBYIOLLNX NOMELLEHUI 1 NroLanen;

COOTBETCTBYHOLUMX 060pYyAOBaHNSA U OBCYXNBAHUS;

COOTBETCTBYHLUNX MCXOLHOMO ChiPbS U YNAKOBOYHbIX MaTeEpPUarnos;

yTBEpPXOEHHbIX npoueayp Y MHCTPYKUMW B COOTBETCTBUM C dapmMaLieBTUYECKON CUCTEMOM
Ka4ecTBa;



COOTBETCTBYHOLLMX YCIOBUIA XpaHEHUS! U TPAHCNOPTUPOBKMY;

r) (iv) MHCTPYKUMKM 1 npouenypbl A0SMKHbI ObITb KOHKPETHBIMU, N3NOXEHbI B MMCbMEHHON hopMe
SICHO N OAHO3HAYHO;

A) (V) nepcoHan aosmkeH bbiTb 06yyYeH Haanexallemy BbINOSTHEHMIO NPoLeayp;

e) (vi) B npouecce npoM3BOACTBa OOMMKHbI COCTaBNATLCSA 3anncK (PyKONMMCHLIM Cnocobom un
(MnKn) ¢ NPpUMMEHEHNEM TEXHMYECKUX CPEACTB), JOKYMEHTaNbHO NoaTBepXaatowme akrnyeckoe
npoBegeHne 3TanoB, TPebyeMbiX YCTAHOBNEHHbIMM METOANKAMM U MHCTPYKLMSIMU, a TaKkKe TO,
YTO KOSIMYECTBO M KAa4eCTBO NPOAYKL MM COOTBETCTBYIOT YCTAHOBNEHHBIM HOPMaM;

X) (Vii) OTKIOHEHMS AOIMKHbI BbITb 0OOPMIEHbI AOKYMEHTANbHO U paccreaoBaHbl C Lenbto
onpeaeneHnsi NPUYNHbI OTKITOHEHUS N OCYLLIECTBIIEHMS] COOTBETCTBYHOLLMX KOPPEKTUPYIOLLNX U
npeaynpexaarLwmx 4encTesun,

3) (viii) gocbe Ha cepuio, BKIOYas JOKYMEHTALMIO No peanusaumm, JOSMKHO NO3BONATb
OTCNeXunBaTb NOMHYK MCTOPUIO NPOM3BOACTBA CEPUMN, COCTABNATLCSA B MOHATHON hopme U
XpaHUTbLCS B JOCTYMHOW (POpMeE;

n) (ix) Npun peanusauumn NekapCTBEHHbIX CPeacTB HEOOXOANMO CBECTM K MUHUMYMY BCE PUCKM
AN X Ka4yecTBa M y4nTbiBaTb NpaBunia ONTOBOW TOProBIv NIeKapCTBEHHbIMU CpeaCcTBaMu Ang
MeANLMHCKOro npumMmeHeHns*(8);

K) (X) AoSmKHa ObITb OpraHM3oBaHa cuctTeMa OT3biBa NtobON cepumn NeKkapcTBEHHbIX CPEeACTB 13
obpaweHuns;

n) (xi) AOMKHbI paccMaTpPUBaTLCS NPETEH3MN B OTHOLLEHUN Ka4yeCTBa peanv3oBaHHbIX
NeKapCTBEHHbIX CPEACTB, paccrieaoBaTbCs NPUYNHBI AeEKTOB U NMPUHMMATLCS
COOTBETCTBYHOLLME MEPbI Kak B OTHOLLEHWUW NeKapCTBEHHbIX CPEACTB HeHaanexallero
KayecTBa, Tak U ANs NpeAoTBpaLLeHnst NoAoGHbIX Cry4Yaes.

KoHTponb KauyecTBa

15. (1.9) KoHTponb kavecTBa Bknto4aeT B cebst oT6op npob, npoBeaeHne UCNbITaHUI, NPOBEPKN
Ha cooTBeTCTBME TpeboBaHMsAM cneumdukaLmnin, a Takke npoueaypbl OpraHn3aumm,
AOKYMEHTUPOBAHMS M BblAauu paspeLleHns Ha Bbinyck. Lienb KoHTponsa kayecTBa 3akntovaeTca
B HEJONYLLEHMM K NCMOMb30BAaHUIO UMW peanu3aumm Matepuanos Unv Npoaykumm, He
yOOBNETBOPSAKOLMNX YCTAHOBMNEHHBIM TpeboBaHUAM.

16. OcHoBHble TpeboBaHUS K KOHTPOO KayecTBa:

a) (i) Hanuumne cooTBETCTBYIOLLMX NOMELLEHNA N 06opyaoBaHUSA, 0by4eHHOro nepcoHana u
YyTBEPXAEHHbIX MEeTOANK ANns otbopa Npob, KOHTPOSA U UCMILITAHUA UCXOLHOIO Chipbs U
YyNaKoBOYHbIX MaTepManoB, NPOMEXYyTOYHOW, HepacdacoBaHHOM 1 FOTOBOW NPOAYyKUUK, a
TaKke Npu Heo6xo4MMOCTU A5 MOHUTOPUHIa YCNoBui NPON3BOACTBEHHOW Cpefbl B LieNsax
BbIMOMNHEHUsA HacToawmx MNpasun;

0) (ii) npoBeaeHne oT6opa NPob NCXOQHOrO Chbipbsi M YNAKOBOYHbLIX MaTEpPManos,
NPOMEXYTOYHON, HepacdacoBaHHOW M rOTOBOW NPOAYKLUUM aTTECTOBAHHbLIM NepcoHanomM B
COOTBETCTBUU C METOAMKAMMU, YTBEPXKOEHHLIMU NoApa3aeneHneM KOHTPOSIS KadecTBa,

B) (iii) MeToanKmn ncnbiTaHMm AOMKHbI ObITb BanManpoBaHbl;



r) (iv) coctaBneHne 3anucen (PyKOnNMCcHbIM CnocoboM U (Mnn) C MOMOLLbIO TEXHNYECKNX
CPeAcTB), AOKYMEHTanbHO NoATBepXKAaoLWwmnX, 4To BCce HeobxoamMmMmble MeponpusaTus no otéopy
nNpo6, KOHTPOMO 1 METOANKAM UCTNbITAHUA AEUNCTBUTENBHO NpoBeAeHbl. Bce OTKNOHeHWS
0hOPMIATCH AOKYMEHTANbHO U paccreayTcs;

A) (v) rotoBas npoaykumsa OormkHa cogepaTb hapMaueBTMyeckne cybctaHumm,
COOTBETCTBYHOLIME perncTpaLmMoHHOMY AOCbe MO Ka4eCTBEHHOMY U KONIMYECTBEHHOMY COCTaBy,
a Takke nmeTb Tpebyemyto YNCTOTY, HaaNeXallyro YNakoBKY U NPaBUITbHYIO MapKUPOBKY;

e) (vi) 3anucu, oopMreHHbIe No pesyrbTaTam KOHTPONA U UCMNbITaHUN UCXOOHOMO ChIPbS U
YyNakoBOYHbIX MaTepuanoB, NPOMEXYTOYHOW, HepacgacoBaHHOM 1 FOTOBOW NPOAYKUUN,
AOIMKHbI BbITb conocTasreHbl ¢ TpeboBaHnaMK cneundmnkaumin. OueHka NpoayKUMN JOSDKHA
BKMOYaTb 0630p M OLIEHKY COOTBETCTBYIOLLEN NPON3BOACTBEHHOM AOKYMEHTALUN U OLEHKY
OTKINOHEHWI OT YCTaHOBMEHHbIX NpoLeayp;

X) (vii) HM ogHa cepua NPOAYKUMK He MOXeT ObITb BBEAEHA B rpaXkaaHCkmi 06opoT 4O TOro, Kak
YNONHOMOYEHHOE MU0 HE YOOCTOBEPUT €€ COOTBETCTBUE YCTAHOBIIEHHBLIM TPEOOBaHNAM
cornacHo lNMpunoxeHnto Ne 16 k HacTosawmm NMpasunam;

3) (viii) coxpaHeHMe AoCTaTOYHOro KONM4YeCcTBa KOHTPOIIbHbIX 00pa3L 0B MCXOOQHOIO ChIpbS,
yNaKkoBOYHbIX MaTeprarnoB 1 rOTOBOW NPOAYKUUWN, KOTOPOE NO3BOMNUT NPU HEOBXOANUMOCTHU
NpOBOANTb UCMbITaHWS B Byayuiem B cooTBeTcTBUM C Mpunoxennem Ne 18 k HacTosLwmUm
Mpasunam. O6pasuybl rOTOBOW NPOAYKLUMN AOMKHbI XPaHUTLCS B OKOHYATENbHOW YNakoBKe 3a
NCKIroYeHnem obpasuyos 6onblunx o6bema, macchl Unm rabapuTos.

O630p KayecTBa NpoAyKLUN

17. (1.10) NpounsBoanTenb AOMKEH PEryNAPHO NPOBOANTL 0630pbl KaYecTBa BCEX
npon3BefeHHbIX NeKapCTBEHHbIX NpenapaTos, B TOM YMCIe NekapCTBEHHbIX NpenapaTos,
N3roToBIISIEMbIX TOMBKO Ha 3KCNOPT, C Leribio NOATBEPXAEHMS MOCTOAHCTBA MMELLEerocs
npouecca, COOTBETCTBUA JENCTBYOLWMM CneundmrkaLmamM Kak Ha UICXOAHbIE Cbipbe, TaK U Ha
roTOBYIO MPOAYKLUMIO, O115 BbIABNEHUS TEHAEHUUN U YCTaHOBMEHNA BO3MOXHOCTU YyyLlEeHUs
npoaykuuun n npouecca. Takne 0630pbl AOMKHbI OblTb OPOPMIIEHbI AOKYMEHTAITbHO U
NPOBOANTLCS, Kak NPaBuUo, eXXeroqHo ¢ y4eTom npeabiayLimx o630pos.

18. O630pbl KayecTBa AOSMKHbI BKIKOYATb, NO KpanHen mepe, cnegyrollee:
a) (i) 0630p MCXOAHOrO ChIPbSA N YNAKOBOYHbLIX MaTepmnaros, UCNONb3yeMbIX NPU NPOM3BOACTBE,
0COBEHHO TeX, KOTOPbIE MNOSy4YeHbl OT HOBbIX MOCTABLUMKOB, U OTAENbHbIN 0630p

NPOCNEeXNBAEeMOCTHM Lieny NocTaBoK hapmaLeBTUYECKMX CybCcTaHUMIA;

6) (ii) 0630p KPUTMYECKNX TOUEK KOHTPOMSA B NpOLEecce NpoM3BOACTBA U pe3ynbTaToB KOHTPONSA
roTOBOW NPOAYKLNN;

B) (iii) 0630p BCex cepuin, KOTOPbIE HE COOTBETCTBOBANM YCTAHOBMEHHbLIM Crieundukaumsam, n
pe3ynbTaToB COOTBETCTBYHOLLMX paccrnenoBaHui;

r) (iv) o630p BCex CyLeCTBEHHbIX OTKIOHEHWI U HECOOTBETCTBUI, 0630 CBA3AHHbLIX C HUMM
paccnegoBaHuii, aPEEKTUBHOCTU U pe3yrbTaTUBHOCTU NPEANPUHATBIX KOPPEKTUPYHOLLMX U
npegynpexaarnLwmnx 4enCTBUN;

A) (v) 0630p BCEX N3MEHEHWI, BHECEHHbIX B MPOLIECCHI NN aHANUTUYECKNE METOANKN;



e) (vi) 0630p NoAgaHHbIX, YTBEPXKAEHHbIX UMM OTKIMOHEHHbIX UBMEHEHUIN B PErNCTPALMOHHOE
A0Cbe, a Takke 0030p M3MEHEHMI B JOCbE HAa NeKapCTBEHHbIE npenapatbl, NpegHa3HaYeHHble
TONbKO NS 9KCMNopTa;

X) (vii) 0630p pesynbTaToB NPOrpaMmMbl MOHUTOPUHIA CTabUNBHOCTN U HEBNAroNPUATHBIX
TEeHOEHUNN;

3) (viii) 0630p BCEX CBSA3AHHbBIX C KA4YeCTBOM NPOAYKLUN BO3BPATOB, MPETEH3UN 1 OT3bIBOB, a
TaKke NPOBEAEHHbIX B 3TO BPpEMs paccnefoBaHui;

n) (ix) 0630p AOCTAaTOYHOCTU NOOLIX paHee NPOBeLEHHbIX KOPPEKTUPYHOLLMX OENCTBUN B
OTHOLLEHMM NPOU3BOACTBA NN 06OPYAOBaAHUS;

K) (xX) 0630p NoCTperncTpaumoHHbix 0693aTenbCTB NPY NONYyYEHUN HOBbIX PErMCTPALMOHHbBIX
YAOCTOBEPEHUI UM BHECEHUN U3MEHEHUIN B PErMCTPALMOHHOE O0ChE;

n) (xi) cocTosiHMe KBanudumkaumm COOTBETCTBYOLLMX 060pYyAOBaAHUSA N TEXHUYECKUX CPEOCTB,
HanpyumMmep, CUCTEMbI Harpesa, BEHTUNALMM U KOHOULVMOHUPOBAHUS BO3yXa, CUCTEM
cHabeHnst BOOOMW, CKaTbiMW razamu;

M) (xii) 0630p NbBLIX 4OrOBOPOB, yKa3aHHbIX B NyHKTax 237-255 HacToswmx Npasun, ¢ uenbio
noaTBEPXXOEHNA NX COOTBETCTBUS AEUCTBYOLWMM TpeboBaHMSM.

19. (1.11) B pamkax thapmaLeBTMYECKOM CUCTEMbI KA4eCTBa NPOU3BOAMTENDb U lopUaNYECKoe
nnyo, Ha UMSA KOTOPOTO BblAAHO perucTpaumMoHHOe yaoCToBEPEHUE (ECrN OHU ABNSAIOTCA
pasHbIMW OpraHu3aumsMun), JOMKHbI OLeHMBaTb pe3ynbTaThl 0630pa kKayecTBa NPoayKLMM 1
AenaTb BbIBOA O HEOOXOOMMOCTIN KOPPEKTUPYIOLLNX U Npeaynpexaatowmx eNCTBUN Unu
npoBeaeHust NOBTOPHOM Banuaaumn. [JomkHbl 6bITb pa3paboTaHbl NpoLeaypbl ynpaBneHus u
aHanuaa Takmx OencTBun; 3pPeKTUBHOCTb 3TUX NpoLenyp AormKHa b6bITb NpoBepeHa npu
npoBeaeHU CaMOUHCNEKLNIA.

20. O630pbl KayecTBa MOXHO rpyNNMPOBaThb MO BMAAM NpoayKuun (Hanpumep, TBepable
neKkapCcTBEHHbIE (POPMbI, XUOKME NEKapCTBEHHbIE (POPMbI, CTEPUSIbHBIE NTEKAPCTBEHHbIE
npenapaTbl), eCin 3TO Hay4YHO 0B6OCHOBAHO.

21. Ecnu opuandeckoe nuuo, Ha MMsi KOTOPOro BblAaHO PErmcTpaLmoHHOE YOOCTOBEPEHME, HE
SABMSETCA Npon3BoaMTENEM, MEXAY YKa3aHHbIM JIMLIOM U NPOU3BOANTENEM LOSMKHO ObiTh
3aKIIYEHO cornalleHve, onpegenstouiee coOOTBETCTBYOWME 0693aHHOCTN CTOPOH B
OTHOLLEHMM cocTaBneHna ob63opa kayecTBa.

YnpaBneHue puckamm gnsa KavyecrtBa

22. (1.12) YnpaBneHue pyckamum ans Kkadectsa sBNseTcss CUCTEMaTM3MPOBaHHbLIM NPOLEeCCOM
OLIEHKM PUCKOB O1151 KA4eCcTBa NIeKapCTBEHHOIO CPeacTBa, MX KOHTPONS, nepeaayn
MHpopmauuu, a Takke 0630pa B OTHOLLEHMM YKa3aHHbIX PUCKOB. OTOT NPOLECC MOXET
NPOBOAMNTLCS KaK NEPCMNEKTUBHO, TaK U PETPOCMNEKTUBHO.

23. (1.13) MpuHUMNbI ynpasneHnsa puckaMmmn st KayecTBa:

a) (i) oueHKa pUCKOB ANd Ka4yecTBa OCHOBLIBAETCS HA HayYHbIX 3HAHUSAX, ONbIiTe paboThl B
OTHOLLIEHMM NpoLecca 1, B KOHEYHOM cYeTe, HanpasfieHa Ha 3almTy NaumMeHTa;



) (ii) ypoBeHb ycunun, hopmanumsanmm n 4OKyMeHTanbsHoro oopmeHmns npouecca
yrnpasreHns puckamu Ans kayectsa COOTBETCTBYET YPOBHIO pPUCKa.

MepcoHan (FnaBa 2)
MpuHuMn

24. OpraHusaumns n yHKLUMOHMPOBaHME Hagnexallen cuctemol obecnedeHnst kKadecTea u
Hagnexalero npoM3BOACTBA JIEKAPCTBEHHbIX NpenapaToB 3aBUCAT OT YEr0BEYECKOro
dakTopa. o aTon NnpuynHe Npon3BoanTENb AS1S PELLEHUs BCeX 3a4ay, 3a KOTOpbIe OH
OTBEYaeT, MMeeT J0CTaTOYHOE KONIMYECTBO KBaNMuumMpoBaHHOro nepcoHana. Kaxabin
pabOTHMK 3HAET M MOHMMAET CBOW OOMMKHOCTHbIE 06A3aHHOCTM, KOTOpbIE HEOBX0ANMO
AOKYyMeHTarnbHO opopMuTb. Becb nepcoHan 3HaeT nonoxeHna Hactoawmx lNpasun,
OTHOCSILLMECS K €r0 OEeATENbHOCTU, a Takke NPoXoauT NepBUYHOE M NocneayoLlee
HenpepbIBHOE 00y4eHMe, BKOYAA MHCTPYKTaX MO BbIMOSIHEHUIO TUrMEHNYECKNX TpeboBaHuN.

O6Gwue TpeboBaHuA

25. (2.1) NMpowusBoguTenb OOMKEH MMETb JOCTAaTOYHOE KONMYECTBO NepcoHarna, MMeroLLero
HeobxoaMMyto KBanudukaumo 1 onbiT paboTtbl. Kpyr 4OMKHOCTHLIX 00513aHHOCTEN KaXaoro
paboTHMKA HE OOIMKEH ObITb CITMLLKOM OBLUMPHBIM, YTOObLI MCKMIOYNTL BO3MOXHOCTb
BO3HMKHOBEHWSI PUCKOB 41151 KAa4eCTBa NpoayKLUMW.

26. (2.2) NMpowusBoguTenb OOMKEH UMETb YETKYI0 OPraHM3aunoOHHYO CTPYKTYPY. JOIMKHOCTHbIE
0683aHHOCTN PpabOTHNKOB, 3aHUMAIOLLUX OTBETCTBEHHbIE AOMKHOCTU, JOMMXKHbI OblTb U3MNOXEHbI
B AOJPKHOCTHbIX MHCTPYKUMSX. YKa3aHHble paboTHMKN JOMKHBI 06nagate NOSIHOMOYNAMM,
HeobXoAMMbIMU O115 BbINOSHEHUS BO3MOXEHHbIX Ha HUX PYHKUMIA. X OOMKHOCTHbIE
06s3aHHOCTN MOryT BbITb NepeaaHbl APYrMM Ha3HAYEeHHbIM 3aMeLLaroLmnm paboTHMKaMm,
obnagarLwmm ocTaTouHbIM YpoBHEM KBanudukauuu. Mpu onpegeneHny AOMKHOCTHBIX
06a3aHHOCTEN NnepcoHana NPon3BoANTENb He OOMKEH AonyckaTb CnydYaeB HEOOOCHOBaHHOMO
aybnupoBaHusa obsi13aHHOCTEN U (PYHKUMIM pabOTHMKOB, a Takke CriydaeB, Korga kakne-nnbo
0653aHHOCTK, CBA3AHHbIE C BbINOIHEHNEM TpeboBaHu HacToswmx NpaBun, okasbliBatoTCA He
3aKpenfeHHbIMU HX 33 OOQHUM U3 pabOTHUKOB.

OTBeTCTBEHHbIN NepcoHarn

27. (2.3) K oTBETCTBEHHOMY NEPCOHaNy OTHOCATCA PYKOBOAUTENb NPON3BOACTBA U
pPYKOBOAUTENb NoApa3feneHns KOHTPOmS KayecTBa, a Takke yrnorHomMoYeHHoe(ble) nuuo(a),
€CNnKN NOSTHOMOYUS YNONHOMOYEHHOro(bIX) Nnua(nmu) He BO3NOXEHbI Ha pyKoBOAUTENS
npou3BoACTBa U (MNN) pyKoBOAUTENS Noapa3gesieHnsa KOHTPoss kadectBa. OTBETCTBEHHbIN
nepcoHan gormkeH paboTtatb, Kak NpaBuso, Ha yCrnoBuaX MNOSTHOro paboyero BpeMeHM.
PykoBoantenun nponsBoACTBa U Nogpa3aeneHnsi KOHTPONSA KayecTBa AOSKHbI ObITb
He3aBMCUMbI Apyr OT Apyra. [Ana npoussoguTenen, SBNAOLWNXCS KPYNHbIMU OpraHn3aunsamu,
YyacTb 06s13aHHOCTEN, NPeayCMOTPEeHHbIX NyHKTamun 30-32 HacToswwmx MNpasun, gonyckaeTcs
nepegasatb ApYyrMM paboTHUKaM.

28. (2.4) O6s3aHHOCTM YNONTHOMOYEHHOIO NunLa:

a) (a) ynonHOMO4YeHHOE NMLO OOSMKHO NOATBEPANTD, UTO Kaxaasi Cepusi nekapCTBEHHbIX
cpeacTs, npounsBeaeHHas B Poccurickon ®egepaumm, npomsBeaeHa n ucnbitaHa B
COOTBETCTBUN C AEWCTBYIOLLMM 3akoHoAaTenbcTBOM Poccunckon ®epepaumm n TpeboBaHnaMN
perncTpaunoHHOro Aoche;



0) (b) B OTHOLWEHMM NEKAPCTBEHHLIX CPEACTB, BbIMYLLEHHbIX 3a npegenammn Poccuiickon
depnepaumm, ynorTHOMOYEHHOE NMLIO OOMMKHO NOATBEPANTL, YTO Kaxaas MMMNopTupyemMas cepus
npoayKuun npoLusia npoBepKy B Nopsiake, yctaHoBneHHoM B Poccuinckon denepaumn;

B) (C) yNONHOMOYEHHOE NULLO A0SMKHO JOKYMEHTaNbHO NOATBEPAUTL, YTO NpoLuecc
NPOM3BOACTBA OCYLLECTBIIEH B COOTBETCTBUM C HAcTosawmmm NpaBunamu, a Takke
yOOCTOBEPUTL Nepes BblAadYen KaXKaoro paspeLleHns Ha BbIMyCK, YTO Kaxkaasa cepusi NpoayKumnm
npouseBeaeHa u (Mnun) ncnbiTaHa B COOTBETCTBMM C TpebOBaHMAMM perMcTpaumMoHHOro 4OChe.
29. KBanudukaumsi ynosIHOMOYEHHOroO nnua AoSmKHa COOTBETCTBOBaThL TpeboBaHmAM,
YCTaHOBIIEHHbIM 3aKoHoAaTenbcTBOM Poccunckon degepauymm. YNoHOMOYEHHOE NNLO
AOJTKHO COCTOATH B LWUTATE npomsBoanTens. Ero o6a3aHHOCTM MoryT ObITb NepeaaHbl TOSNbKO
APYromMy ynonHoMo4YeHHoMmy(bIM) nuuy(am).

30. (2.5) OcHoBHble 0683aHHOCTM pyKOBOAMTENSA NPON3BOACTBA:

a) (i) obecneuynBaTb NPON3BOACTBO N XPaHEHME NPOAYKLMN B COOTBETCTBUM C YTBEPXKOAEHHON
AOKyMeHTaumen gns 4oCTKeHnsa HeobxoammMoro KavecTBa;

0) (ii) yTBEpXOaTb MHCTPYKLMM, KacaloLmeca Npon3BoACTBEHHbIX onepauum, n obecneymsaTb
MX TOYHOE BbIMOJSTHEHME;

B) (iii) obecneumBaTb OLEHKY U NognMcaHne NPoM3BOACTBEHHbIX 3anncen YnorHOMOYEHHbIM Ha
3TO NepcoHanom nepej ux nepegayen B nogpasgeneHme KOHTPOons KavyecTBa;

r) (iv) KOHTpoNMpoBaTb PaboTy NOOYMHEHHOIO CTPYKTYPHOIro noapasaeneHusl, cogepxaHme
NMOMEeLLLEHNI, SKCNIyaTaumio U TeEXHNnYeckoe obcnyxmBaHne obopyaoBaHus;

A) (v) obecnevnBaTb NpoBeAeHME COOTBETCTBYHOLLEN Banugauuu,

e) (vi) obecneynBaTtb NpoBeaeHNe HEOBXOOMMOro NEPBUYHOIO 1 NOCNEAYHOLLEro HENPEPLIBHOIO
oByyeHunsa nepcoHana Nog4YMHEHHOro CTPYKTYPHOrO nogapasaeneHus.

31. (2.6) OcHoOBHble 0693aHHOCTM pyKOBOAMTENSA NOAPa3aeNneHns KOHTPONs KayecTBa:

a) (i) ogobpATL UMK OTKINOHATL UCXOOHOE Cbipbe, YNAKOBOYHbLIE MaTepuarnsbl, a Takke
NPOMEXYTOYHYI0, HepactaCoBaHHYO 1 FOTOBYHO NPOAYKLUMIO;

0) (ii) oueHmBaTb AOCbE Ha Cepuio;
B) (iii) obecneuynBaTb NpoBeaeHNEe BCEX HEOOXOANMbIX UCTIbITAHUI;

r) (iv) ytBepxagaTb cneymdukaumm, UHCTPYKUUK No oToopy npod, MeToabl UCNbITAHUA U Apyrue
npoueaypbl N0 KOHTPOSIHO KavyecTBa;

A) (V) yTBepXXaeHne n MOHUTOPUHT UCMONHUTENEN NO A0roBopaM, yKa3aHHbIM B NyHKTax 237-
255 HacTosawmx MNpaBun (MCNbITaHUS MO KOHTPAKTY);

e) (vi) KoHTponupoBaTb paboTy NOAYMHEHHOIO CTPYKTYPHOro NoapasfesieHusi, cogepxaHue
NMOMEeLLLEHNI, SKCNITyaTaumio n TeEXHNnYeckoe obcnyxmBaHne obopyaoBaHus;

X) (vii) obecneumBaTb NpoBEAEHNE COOTBETCTBYIOLLEN Banuaauuu;



3) (viii) obecneunBaTtb NpoBeAeHNE HEOOXOAMMOro NEPBUYHOIO 1 NOCMEQYHOLLENO
HenpepbIBHOrO 00y4YeHWs1 NnepcoHana NOgYNHEHHOro CTPYKTYPHOro noapasaeneHus.

32. (2.7) PykoBoguTenu npon3BoAcCTBa 1 NOApasaeneHns KOHTPOS KayecTBa UMeroT obLme
NN COBMECTHO BbINOSIHAEMblE 06A3aHHOCTU, OTHOCHLLMECS K KAYECTBY, KOTOPbIE BKITHOYAOT B
cebs, B YaCTHOCTW, crneaytoLee:

yTBEPXXAEHME npoLeayp U ApYrmx JOKYMEHTOB, BKIOYasi BHECEHNE U3MEHEHUI B HUX;
MOHWUTOPUHT N KOHTPOSb NPOM3BOACTBEHHOW Cpeabl;

KOHTPOJb NPON3BOACTBEHHOWN MMIMEHBI;

Banuaaumo npoLeccos;

obyyeHune nepcoHana;

YyTBEPXKAEHNE N MOHUTOPUHT MNOCTABLLMKOB MCXOOHOMO Chipbs M YNAKOBOYHbLIX MaTepuarsos;

yTBEpPXOEeHNE U MOHUTOPUHI UCNONHUTENEN No 4OoroBopaM, ykasaHHbIM B nNyHKTax 237-255
HacToswmx MNpasun (KOHTpaKTHbI NPON3BOAUTEND);

onpegeneHme 1 MOHUTOPUHT YCINOBUIA XPaHEHNSI UICXOLHOMO Chipbs M NPOAYKLUNY;
XpaHeHne 3anuncem;
MOHUTOPWUHT COOTBETCTBMUS TpeboBaHNAM HacTosLwmx Mpasun;

NpoBepKy, nccnegoBaHue n B3sTue Npob B LENsiX MOHUTOPMHra hakTopoB, CMOCOBHLIX BNUSATb
Ha Ka4yecTBO NpoayKUMW.

O6y4eHue

33. (2.8) MNpowusBoguTens gomkeH obecneunTtb 06y4yeHne nepcoHana, 4OMKHOCTHbIE
00513aHHOCTIN KOTOPOro npeanonaratoT npebbiBaHMe B NPOM3BOACTBEHHbIX 30HAX U
KOHTPObHbIX Nabopatopusax (BKAYas TEXHUYECKUA N 06CNyXnBatoLWMI NepcoHan, a Takke
pabOoTHMKOB, NPOBOASALLMX YOOPKY), a TakkKe ApYroro nepcoHana, 4eaTenbHOCTb KOTOPOro
MOXeT oKa3aTb BNUAHNE Ha Ka4eCTBO NPOAYKLNN.

34. (2.9) Kpome oCHOBHOro 06yyeHusi, BKNHYarLero Teopuo U NPakTUKy NpUMeHeHUs
HacTosAwmx MpaBun, BHOBb NPUHATBIE HA PaboTy paboTHMKN JOMKHbLI NPONTN NEPBUYHOE
oby4yeHne B COOTBETCTBMUN C 3aKpeneHHbIMM 3a HUMK 0b6a3aHHOoCTAMK. [Mpon3BoanTens
AOJIDKEH Takke NpoBOAMTbL Nocrnenytollee HenpepbiBHOE 00yvyeHne nepcoHarna, nepnognyeckm
OUEeHMBas ero NnpakTu4eckyto acpdekTmBHOCTbL. OByyYeHne nepcoHana AOMKHO NPOBOAUTLCS MO
y4yeOHbIM NporpaMmmMmam, yTBEP>KAEHHbIM COOTBETCTBEHHO PYKOBOAMTENEM NPOM3BOACTBA NMOO
pykoBoguTenem noapasgeneHns KOHTpons kadecTsa. [ponssoanTtens 06513aH XpaHUTb
AOKYMEHTaLUMIo 0 NpoBeaeHnn obydeHus.

35. (2.10) MNepcoHan, paboTatoLwmin B 30HaX, rae KOHTaMuMHauma npeacraBngdeT onacHoOCTb,
HanpuUMep, B YNCTbIX 30HaX UIM B 30HaxX paboThbl C BbICOKO aKTUBHBLIMWN, TOKCUYHBIMMU,
NHPULMPYIOLMMUY UM CEHCUBUNM3MPYIOLLIMMN BELLECTBAMMW, AOIMKEH NPOUTK creumnanbHoe
obyuyeHue.



36. (2.11) MNoceTtutenun unu He npowwealne obyyeHne paboTHUKM He OOMKHbI 4OMNYyCKaTbCs B
NPOWN3BOACTBEHHbIE 30HbI U 30HbI KOHTPONS KavecTBa. [1pn HeobxoaMMOCTU NoceLLeHNs
AaHHbIX 30H yKa3aHHble Nvua JOMMKHbI NpeaBapuUTernbHO MPOUTU NHCTPYKTaX, B YaCTHOCTU, MO
npaBunam JIMYHOM FMrMeHbl U UCMOSb30BaHMIO 3aLUUTHOW oaexabl. 3a 3TUMU NMuaMn JOSDKHO
OCYLLECTBNATLCS TLaTenbHoe HabnogeHue.

37.(2.12) MNpw oBy4eHn JOMKHbI NOAPOOHO Pa3bACHATLCA U 0OCYXOAaTbCA Kak NPUHLMIMbI
obecneyeHnsa kKa4ecTBa, Tak U BCE MepbI, yry4llaloLme nx NnOoHNMaHne 1 ocyLLIEeCTBEHME.

M'MrmeHa nepcoHana

38. (2.13) MNpownssoanTens OoMmKeH pa3paboTaTb 1 BHEAPUTbL KOMMNIIEKC MEPONPUATUIA MO
NPON3BOLCTBEHHOWN MMrMeHe ¢ y4eTOM OCOBEHHOCTEN KOHKPETHOIO NPOM3BOACTBA. YKa3aHHbI
KOMMNSIEKC MEPONPUATUA OOSDKEH coaepaTb npoueaypsbl, kacatowmecs cobniogeHus
TpeboBaHUIN K COCTOSAHMIO 300POBbLS, CaHUTAPHbIX NpaBusl 1 TpeboBaHnn K ogexae nepcoHana.
Kaxxabih pabOTHMK, AOMKHOCTHbIE 06A3aHHOCTM KOTOPOro npegnonaratoT npebbiBaHMEe B 30HaX
NPON3BOACTBA N 30HAX KOHTPOMA Ka4yeCcTBa, AOMMKEH NOHUMATL M CTPOro cobnogaTb 3Tu
npoueaypbl. PykoBogsawmin nepcoHan HeceT OTBETCTBEHHOCTb 3a BbINOSIHEHME NepCOoHanom
npasusl IMYHOM TMIMEHbI N OpraHn3aumo HeobxoauMoro obyyeHus.

39. (2.14) Nluua, npnHMMaemble Ha paboTy, OSMKHbI NPONUTU MELULMHCKUI OCMOTP.
MponsBoaguTenb 06s3aH yTBEPAMTL MHCTPYKLUMUK, obecneymBaroLme ero 0CBe4OMITIEHHOCTb O
COCTOSIHUM 340POBbS NepcoHarna, KoTopoe MOXET NOBNUATbL Ha Ka4yecTBO npoaykuuu. MNocne
NepBUYHOro MEANLMHCKOrO OCMOTpPA AO0MKHbI MPOBOANTLCA pPerynsipHble nocrneayoLwme
MeaNLMHCKME OCMOTPbI NepcoHana.

40. (2.15) NpowussoanTenb OMKEH NPeanpuHATL Mepbl, obecneymBatoLLe HeaonyLeHne nu
C MHEKUNOHHBIMK 3a60N1eBaHNSMN NN OTKPbITLIMU NOBPEXOEHNAMN HA OTKPbITbIX yHacTKax
Tena K Npou3BoACTBY NeKapCTBEHHbIX CPeACTB.

41. (2.16) I'lvua, BxoasiLime B NPOM3BOACTBEHHbIE 30HbI, LOIMKHbI HOCUTb 3aLLMUTHYIO OAeXay,
COOTBETCTBYHLLYHO BbINOSIHAEMbIM B 3TUX 30HaX OnepaLusm.

42.(2.17) B npon3BOACTBEHHbIX 30HAX M 30HaxX XpaHEHNA 3anpeLLaroTcs NpUeM NULLK, NUTbE,
XEeBaHUE UNn KypeHue, a Takke XpaHeHMEe NULLEBLIX NPOAYKTOB, HANUTKOB, TabayHbIX n3genumn
N NYHbIX NEKapCTBEHHbIX NpenapaToB. He gonyckaeTcs nobas AesTenbHOCTb, HapyLlatoLas
YCTaHOBJEHHbIE TMIMEHNYECKME TpeboBaHNA B MPON3BOACTBEHHbIX M APYINX MOMELLEHUSX,
KOTOpasi MOXXeT Oka3aTb OTpuuaTenbHOe BNUAHME Ha Ka4eCTBO NPOAYKLMN.

43. (2.18) Heobxoammo nsberatb HeNOCPEACTBEHHOIO KOHTaKTa pyK nepcoHasna ¢ OTKPbITON
npoaykumnen, a Takke ¢ nobon YacTbio 000pya0BaHMS, KOHTAKTUPYIOLWEN C NPOaYKUMEN.

44. (2.19) MNepcoHan JOrmKeH NPOUTU MHCTPYKTaX No nNpaBusiaM MbITbS PyK.

45. (2.20) CneunanbHble TpeboBaHNS K TMTIMEHE NepCcoHana, 3aHATOro Ha NPOM3BOACTBE
0cOObIX rpynn NpoayKuMu (Hanpumep, CTepUribHbIX NeKapCTBEHHbIX NpenapaToB), OTPaXeHbl B
MpunoxeHnn Ne 1 n MpunoxeHnn Ne 5 k HacToAwmum Npasunam.

NMomeweHna n o6opyaosanHue (Mnasa 3)

MpuvHUKMN



46. NomeweHunsa n obopygoBaHne HeobxoaMMo pacnonaratb, NPOEKTMPOBaTb, CTPOUTb,
OCHallaTb U1 3KCMyaTMpoBaTb Takum o6pa3om, 4Tobbl OHM COOTBETCTBOBANN NPOBOANMbIM
onepauusam. VX nnaHMpoBOYHOE peLLeHnEe U KOHCTPYKLMS LOMKHbI CBOAUTb K MUHUMYMY PUCK
owmnbok n obecnevnBaTb BO3MOXHOCTb 3(PEKTUBHON OUNCTKN 1 OBCMYKNBAHUA B LLENAX
NCKITIOYEHNS NEPEKPECTHON KOHTaMUHALMWN, HAKONNEHUS NbIAN UK TPA3K U NobbIX
HebnaronpuATHbIX hakTOpPOB ANA KaYecTBa NPOAYKLMM.

NMomeweHnsn
O6Gwue TpeboBaHuA

47. (3.1) Npwu ycnosumn cobniogeHnsa Bcex Mep No 3almMTe Npon3BOACTBA OKpyXatoLwas cpeaa
nomeLLEeHNn JoSMKHa NpeacTaBnaTe MUHUMATTbHBIA PUCK KOHTaMUHaLMKM MaTepuanos unu
npoayKuunu.

48. (3.2) OkcnnyaTauus, NpoBeAEHNE TEXHUYECKOro 06CNyXMBaHNUS U PEMOHTA NMOMELLEHUN HE
AOJTKHbI OKa3blBaTb OTPULIATENBHOMO BAIMSIHUSA HA KAa4eCcTBO Npoaykuuun. Yoopka n
AEe3NHAEKLMSA MOMELLEHNIN OOMKHbI NPOBOAMTLCS B COOTBETCTBUM C NOAPOOHbLIMMA
WMHCTPYKUUAMU, YTBEPXKAEHHBIMU NPOMU3BOANTENEM.

49. (3.3) OcBelleHune, TeMmnepaTypa, BNaXXHOCTb U BEHTUNALUSA LOIMKHbLI COOTBETCTBOBATL
Ha3Ha4YeHMIO NMOMELLEHNS U HE OKa3biBaTb NPSMOro UM KOCBEHHOrO HEGaronpuaTHOro
BO3ENCTBUS Ha NIEKAapPCTBEHHbIE CPeacTBa BO BPEMS MX MPOM3BOACTBA U XPaHEHUS, a TakkKe
Ha Hagnexallee PyHKUMoHMpoBaHMe 0b6opyaoBaHNS.

50. (3.4) MNMpu NpoeKkTUpoBaHUKN 1 SKCNyaTauum NOMeLLEeHNN OomKHa ObiTb obecneyeHa 3awmTa
OT MPOHMKHOBEHUS B HUX HACEKOMbIX WS XUBOTHbIX.

51. (3.5) B nomewieHna He gonyckarkoTcs nuua, He MMeroLmMe npasa 4ocTyna B HUX.
Mpon3BoaCTBEHHbIE 30HbI, CKNaLCKME 30HbI N 30HbI KOHTPOSIS KaYecTBa HE AOSMKHbI
NCNoNb30BaTbCA 4151 CKBO3HOrO Npoxo4a nepcoHana, He paboTatoLlero B HUX.

NMpousBoacTBeHHas 30Ha

52. (3.6) lns MMHMMKU3auumM pyucka gnst 340poBbs No4en BCNeacTBNe nepekpecTHoOm
KOHTaMMHaLUUN Npu NPOM3BOACTBE HEKOTOPbLIX IEKAPCTBEHHbIX NPenapaToB, TakMX Kak
ceHcnmbunuaunpytoLwme Bellectsa (HanpuMep, NEHNUUANNHBI) NN Buonornyeckme
NleKapCTBEHHbIE NpenapaTbl (HAaNnpuMep, N3 XNBbIX MUKPOOPraHnM3MOoB), HE0BX04MMO
npegycMoTpeTb cneumanbHO NnpegHa3HayveHHble 1 060cobneHHble nomelleHnsi, obopyaoBaHme
N cpencTtea nx obenyxmnBaHus. B ogHMX 1 TeX ke NOMELLEHUAX HE A0MNyCKaeTcs NPon3BOACTBO
OTAEeNbHbIX BUAOB aHTMONOTMKOB, onpeaenieHHbIX FTOPMOHOB, LIUTOTOKCUHOB, BbICOKO aKTUBHbIX
NEKapCTBEHHbIX CPEACTB 1 NPOAYKUNN, HE ABNSAIOLENCS NekapcTBEHHbLIMU cpeacTBamu. B
NCKMIOYUTENBHbBIX CyYasX NpOM3BOACTBO TakuUX NeKapCTBEHHbIX CPEACTB AOMYCKaeTCa B OAHNX
NOMELLIEHNSAX NPWU pasaeneHnm UMKNoB Npon3BoacTBa No BPEMEHU C cobnogeHneM
cneumanbHbIX Mep NPeaoCTOPOXHOCTM U NPOBeAeHMEM HeOBXoaMMOM Banvaaumn.

53. 3anpelaeTcs NPoN3BOACTBO SA0B TEXHUYECKOrO HAa3HaYeHUs!, TakuX Kak NnecTuumuabl 1
repbuumabl, B NoMeLLeHMsX, UCNOoNb3yeMbiX Ansi NPOU3BOACTBA NeKapCTBEHHbIX CPEACTB.

54. (3.7) NMnaHMpOBOYHbIE pPELLEHNSA NOMELLEHMI O0ITKHbI 0b6ecneynBaTb BbIMOMHEHNE
TpeboBaHWUI K YPOBHIO YNCTOTbI U, MPU HANMYUN BO3MOXXHOCTU, AOSKHbI COOTBETCTBOBATb
NOrMyecKon nocrnenoBaTeibHOCTU NPON3BOACTBEHHbIX onepauun.



55. (3.8) NnaHMpoBOYHbIE peLleHns NPOU3BOACTBEHHbLIX 30H U BHYTPUNPOU3BOACTBEHHbIX 30H
XpaHeHust OOMKHbI obecneymBaTb NocnegoBaTenibHoe U JIOrMYHOe pasMellieHe obopyaoBaHusS
N MaTepuarnos, CBOASLLEE K MUHUMYMY PUCK NepenyTbiBaHUSA pa3fnyHbIX NeKapCTBEHHbIX
CPeACTB NN NX KOMNOHEHTOB, obecneynBaroLLee OTCYyTCTBUE NEPEKPECTHON KOHTaMUHALNN 1
cBofsLlee K MUHUMYMY PUCK NPOMyCKa UM HENPaBWUIbHOIO OCYLLIECTBEHMs Noboro atana npu
NPOW3BOACTBE UMW KOHTPOSe.

56. (3.9) B nomeLLeHnax, B KOTOPbIX UICXOOQHOE Cbipbe U NEPBUYHbIE YNAKOBOYHbIE MaTepuansl,
NPOMEXYTOYHasa UNn HepacdacoBaHHas NPOAYKUMS NOABEPKEHbI BIUSHUIO NPOU3BOACTBEHHOM
cpeabl, BHYTPEHHUE NOBEPXHOCTN (CTEHbI, NOMbl M NOTOSKM) OOMKHbI ObITb rMagkumn, 6e3
Lenen n TpeLmH Ha CTblKax, He JOMXKHbl BbIAENATb YacTuL, a Takke JOSDKHbI JIerko un
3(pPeKTUBHO oumnLLATLCA U, NPU HEOBXOANMOCTU, AE3MHPULMPOBATLCS.

57. (3.10) TpybonpoBoabl, OCBETUTENbHbIE NPUOOPBI, BEHTUNALNOHHbIE YCTAHOBKU U Apyrue
cucTeMbl 06CnyXnBaHMst AOMKHbI BbITb CNPOEKTUPOBAHbI M PACMofoXeHbl Takum 0bpasom,
4YTOObI He ObINo yrnybneHnn, 3aTpyaHSIOWNX NX O4MCTKY. [py HANMYMM BO3MOXXHOCTU JOCTYN K
HUM gns 06cnyXmBaHusa JOMmKeH ObiTb N3BHE NPON3BOACTBEHHBIX 30H.

58. (3.11) To4kn NOAKMOYEHNS K KaHaNM3aunoHHbIM CTOKaM A0JTKHbl ObITb COOTBETCTBYHOLLMX
pa3MepoB 1 060pyaoBaHbl YCTPONCTBaMK ANs NpeaoTepalleHns obpaTtHoro notoka. Mpu
HanMyMm BO3MOXHOCTU creayeT nsberatb OTKPbITbIX CAMBHBIX enobos. Ho ecnu cywecteyeT
HEeobX04MMOCTb X UCNOJTb30BaHUS, OHM A0IMKHbI ObITb HErMyBoKMMK ANst 06NeryeHns OYNCTKK
N Ae3nHdekumn.

59. (3.12) B npon3BOACTBEHHbIX 30HAaX LOSMKHA MCNONb30BaTbCA 3 EKTUBHAA cucTeMa
BEHTUNALMM, UMEIOLLIAsA CPpeacTBa A5 KOHTPONSA NapaMeTpoB BO3ayxa (BKIo4Yas TemnepaTypy
n, rae HeobxoanMMo, BNaXXHOCTb U (oMnNbTpaLmio) B 3aBUCUMOCTM OT BbINyCKaeMOoKn NPoAayKLMK,
BbIMOMHAEMbIX Ornepauumn 1 OKpyxatoLlen cpeabl.

60. (3.13) BaBewmBaHne NCXO4HOrO CbIPbs, KaK NPaBuio, OCYLLECTBIISETCA B OTAEITbHOM,
npegHasHa4YeHHOM Af1sl 3TOro NOMELLLEHNN.

61. (3.14) B Tex cny4asax, korga npomcxoauT obpasoBaHue Nbinn (Hanpumep, Bo BpeMs otbopa
npo6, B3BELUMBAHNSA, CMELLMBAHNSA, MPON3BOACTBEHHLIX ONepauui, yNakoBKM CyXomn
NpoAyKUUK), AOIMKHbI ObITb NPUHATLI CNeumanbHble Mepbl NPeA0CTOPOXKHOCTU B LIENAX
npeaynpexaeHns NepekpecTHOM KOHTaMMHaUUN U 06nerYeHns O4NCTKM.

62. (3.15) MNomeLleHns ansa ynakoBKWM NIEKapCTBEHHbIX CPeACTB AOSMKHbI ObITb crneumanbHO
CMPOEKTUPOBAHBI 1 PACMNONOXeHbl TakKMM 06pa3omM, 4ToObl n3bexaTb NnepenyThiBAHNSA UK
NnepekpecTHOM KOHTaMUHaLUN.

63. (3.16) MNponssoacTBEHHBLIE 30HbI AOITKHbI ObITb XOPOLLUO OCBELLEHbI, 0COOEHHO B MECTax,
roe npoBOAUTCS NOCTOSIHHBIN BU3YyalibHbIN KOHTPOSb.

64. (3.17) KoHTponb B npoLecce Npon3sBoaCcTBa MOXHO NPOBOANTL B MPOM3BOACTBEHHOM 30HE,
€Cnn 3TO He COo34aeT puUcka Anst TEXHOMNOrMYeckoro npowecca.

Cknapckue 30HblI
65. (3.18) Cknaackme 30Hbl 4OSTKHbI UMETb BMECTUMOCTb, 4OCTATOYHYHO ANs YNOPSA0YEeHHOro

XpaHeHUs pasnnyHbIX KAaTEroOpuin MaTepmnanos U NPOAYKLMU: NCXOOHOMO Cbipbs U YNAKOBOYHbIX
MaTtepuarnos, NPOMEXYTOYHOMW, HepacdacoBaHHOM N TOTOBOW NPOAYKLNK, a TaKxKe NpoayKLmK,



HaxosALeNncs B KapaHTUHE, NPOAYKLUMU, paspeLLleHHON AN Bblnycka, OTKITOHEHHOW,
BO3BpaLLEHHOWN UK OTO3BAHHON.

66. (3.19) MNpun NpoekTUpoBaHUM N OCHALLEHUM CKNAACKNX 30H HEOBXoaMMO npeaycmaTpuBaTh
Hagnexawme ycrnosus xpaHeHusi. Cknaackme 30Hbl AOSMKHbI OblTb YACTBIMU N CYXUMMN, B HUX
AOJTKHa nogaepxusaTtbesa Tpebyemas TemnepaTypa. Ecnun TpebytoTcs cneynanbHble YCroBuUs
XpaHeHus (Hanpumep, TemnepaTypa, BNaXXHOCTb), TO Heobxoanmo obecnednBaTb 1 NPOBEPSTb
Takue ycrnoBusi, a Takke OCYyLLEeCTBATb X MOHUTOPUHT.

67. (3.20) B mecTtax npnemMku 1 OTrpy3kmn gOrmkHa OblTb obecneveHa 3alumTa MCXOQHOro Cbipbs,
YNaKOBOYHbLIX MaTEPMarnoB 1 NpoayKUUN OT BO3AENCTBUSA NOroAgHbIX YCHOBUA. 30HbI MPUEMKN
AOJTKHbI BbITb CNPOEKTUPOBaHbI N 060PYA0BaHbI TakuM 06pa3oM, YTOObI Tapy C NOCTyNaloLWmMMm
NCXOOHbIM CbIpbEM M YNAaKOBOYHLIMW MatepmanamMmm MOXHO BbIrio ounwaTs nepen
CKNagnpOoBaHUEM.

68. (3.21) Ecnn pexnm kapaHTMHa obecneynBaeTca XxpaHeHNeM NpoayKuumn B pasaenbHbiX
30HaX, TO 3TW 30HbI AOMXHbI OblTb YeTKO 0603HaYeHbl, a OCTYMN B HUX pa3peLUeH TOSbKO
nepcoHarny, MMeroLemMy COOTBETCTBYOLLME nonHomoums. Jliobas gpyras cuctema,
3aMeHsoWwan pu3nYecknn KapaHTuH, AoSMKHa obecrneynBaTb 3KBUBaANEHTHYO 6e30MacHOCTb.

69. (3.22) OT60p NPO6 NCXOLAHOIO ChIPbA N NEPBUYHBIX YNAKOBOYHbLIX MaTtepmarnos, Kak
npaBuIio, CrieayeT BbINONHATL B oTAeNbHOM 30He. OTOOp Npob, OCyLLECTBNSIEMbIN B 30HE
XpaHeHus1, AOSMKEH NPOBOANTLCA Taknm 06pas3om, YToObl NPpeaoTBPaTUTb KOHTAMUHALMIO UMK
NepeKkpPecTHy0 KOHTaMUHaLMIO.

70. (3.23) [na xpaHeHus 3abpakoBaHHbIX, 0TO3BAHHbIX UM BO3BPALLEHHbBIX NCXOLHOrO CbIpbs,
YNaKOBOYHbIX MaTepMarnoB UnNu NPOAyKUMUM A0MKHbI ObITb NPeayCMOTPEHbI M30NMPOBAHHbIE
30Hbl.

71. (3.24) BbICOKO aKTUBHbIE BELLECTBA U NIEKapCTBEHHbIE CPeACTBa, B OTHOLLEHUM KOTOPbIX
HOpMaTUBHbBIMW NPaBoBbIMK akTaMn Poccuiickon degepaunmn ycTaHOBMEHbI cneynarbHble
YCIOBUSA XpaHEHNS, AOIMKHbI XPaHUTbCA B 6e30nacHbIX U 3aLULLEHHBIX 30HaX.

72. (3.25) [JormkHo ObITb 06ecnevyeHo 6e3onacHoe N HageXHOe XpaHeHe nevaTHbIX
YNaKoBOYHbIX MaTepMarnoB, Tak Kak OHWU CYMTAlOTCSA KpUTUYeckumMmm anga obecneveHms
COOTBETCTBUSA NEKAPCTBEHHOrO CPEeACTBA YCTAHOBEHHBbIM TPeboBaHMAM.

30HbI KOHTPOJSIA KayecTBa

73. (3.26) JlabopaTopum KOHTPOIS Ka4ecTBa OOMMKHbI OblTb OTAENEHBI OT NMPON3BOACTBEHHbIX
30H. OTO 0COBEHHO BaXkKHO Ansi nabopaTopumit NO KOHTPOSIO BUONOrMYecKknx m
MUKPOBUNOIOrMYEeCKMX NIEKAPCTBEHHbBIX CPEACTB M Paanon30TONOB, KOTOPLIE TaKXKE AOIMKHbI
ObITb OTAENEHbI APYr OT Apyra.

74. (3.27) KoHTpornbHble nabopatopmm A0MKHbI ObITb CIPOEKTUPOBaHbI Takum 06pa3om, YTOObI
OHW COOTBETCTBOBaNM TpeboBaHMAM K BbINOMHAEMbIM B HUX pabotam. MNnowaae nabopatopun
AOIMKHA ObITb AOCTATOYHON AN UCKMIOYEHUS NepenyTbiBaHUA N NEPEKPECTHON KOHTaMUHALNN,
a TaKkke Ansa xpaHeHus obpasLoB 1 3anucen.

75. (3.28) [Ina yyBCTBUTENBLHbBIX NPMOOPOB, HYyXXAAIOLMXCA B 3alluTe OT BUbOpauuu,
3MEKTPOMArHUTHbIX NOMEN, BNaXXHOCTU BO34yXa U APYrMx YCIOBUKW, AOSMKHbI ObiTb
npeaycMoOTpeHbl OTAerNbHbIE KOMHATbI.



76. (3.29) Ecnu HopmaTuBHbIMU NpaBoBbIMU akTamun Poccurickon ®efepauumn yCTaHOBIEHDI
cneumanbHble TpeboBaHMA K nlabopatopusim, B KOTOPbIX NPOBOAATCA paboTbl CO
cneunduyeckumMmmn BeLLlecTBaMmm, Hanpumep, GMonorMyeckMMmn nnm paguoakTUBHbIMU
MaTtepuanamu, Takme TpeboBaHus AOMKHbI cobnogaTbes.

BcnomorartenbHbie 30HbI
77. (3.30) KomHaTbl oTAbIXa 1 npyema num AoSMKHbl ObiTb OTAENEHbI OT APYTrNX 30H.

78. (3.31) MNomeLleHna ana nepeogeBaHus, TyaneTbl U AylleBble KabUHbI AOMKHbI UMETb
yOo6HbIV AOCTYM; UX MaHMPOBKa N pasMepbl AOSMKHbI COOTBETCTBOBATb YNCIEHHOCTU
nepcoHana. He gonyckaetcs, 4Tobbl TyaneTbl HeNnocpeacTBEHHO coObLLanunchb C
NPOWN3BOACTBEHHbLIMMW UMW CKNAaACKUMU 30HaMMU.

79. (3.32) MacTtepckue npu HanM4ymm BO3MOXHOCTU LOSMKHbI OblTb OTAEMNEHbI OT
NPON3BOACTBEHHbIX 30H. B criyuyae ecnu xpaHeHMe 3anacHbIX YacTen N UHCTPYMEHTOB
OCYLLIECTBNSAETCHA B NPON3BOACTBEHHOW 30HE, OHN OOMKHbI COAEpXKaTbCsl B NPeYCMOTPEHHbIX
ANs 9TOro KOMHaTax Unuv 3anMparoLLnXcs ALMKax.

80. (3.33) BuBapum gomkHbl ObiTb M30IMPOBaHbI OT APYINX 30H, UMETb OTAENbHbIN BXO4,
(BOCTYN K XXMBOTHLIM) U OTAENbHbIE CUCTEMbI BO34YXONOArOTOBKM.

O6opynoBaHue

81. (3.34) KoHCTpyKUMS, MOHTaX M NOPSOOK TEXHUYECKOro 06CNyXMBaHUA NPON3BOLACTBEHHOMO
obopyaoBaHMsa OOMKHbI COOTBETCTBOBATL €0 Ha3HaYeHUIo.

82. (3.35) PaboTbl N0 peMOHTY 1 TeXHUYECKOMY O0bCnyXMBaHMO 060pya0BaHUSA HE AOSMKHbI
oKasblBaTb OTPMLUATENBHOMO BANAHUS HA KA4eCTBO NPOLYKLMW.

83. (3.36) KoHCTpyKLmMs NpomM3BOACTBEHHOrO 060pyaoBaHMsS A0SMKHA BbITb Takon, YTOObI ero
MOXHO ObINIO NErko un TwaTtenbHO ouYnwaTb. OUNCTKY He06X0aMMO NPOBOAUTL B COOTBETCTBUM C
NoapOBHBIMU UHCTPYKLUMAMM, YTBEPXKAEHHBIMY NpondBoguTenemMm. O6opygoBaHue OOMKHO
coaepXaTbCs TOMbKO B YACTOM U CyXOM COCTOSIHUM.

84. (3.37) IuBeHTapb 1 cpeacTtBa AN yOOPKM U OYUCTKU HE OOSMKHbI ObITb MICTOYHUKaAMM
KOHTaMUHaLuN.

85. (3.38) Ob6opynoBaHme JOMKHO BbITb YCTAHOBNEHO TakuM obpasom, 4Tobbl He JonyckaTb
BO3HMKHOBEHME KaKoro-nmbo prcka ownbok nnm KOHTaMmHaLumio.

86. (3.39) TexHonornyeckoe obopygoBaHME HE AOSMKHO BNUATL Ha KA4Y€CTBO NPOAYKUMA U
npeacTaBnATb ONACHOCTb AN NpoAyKuuKn. YacTtu TexHonornyeckoro obopyaoBaHus,
KOHTaKTUpylowme ¢ npoayKuMen, He AOMKHbI BCTYNaTb C HEM B XMMUYECKYHO peakLuio,
BblAensaTb unm abcopbrpoBaTh BELECTBA, OKasbiBaloLWME BINSHME HA KA4eCTBO NPOAYKLMM.

87. (3.40) TouHoCTb 1 paboumii AnanasoH BECOB 1 APYrMX CPEACTB U3MEPEHUIN SOSKHbI
COOTBETCTBOBATb NPON3BOACTBEHHbLIM U KOHTPOSIbHLIM OnepaLmsM, B KOTOPbIX OHU
NCMonb3YyTCS.

88. (3.41) KannbpoBka 1 noBepka BECOB U APYTNX CPELCTB N3MEPEHUIA, PETUCTPUPYHOLLMX U
KOHTPOJTbHbIX MPMBOPOB AOMKHBI MPOBOAUTLCSA C ONpeaeneHHON NepUoOaNYHOCTbIO



COOTBETCTBYHOLLUMMN MeToAaMn. Pe3ynbTaTbl KanMbpPOBKM U NOBEPKM AOMKHbI ObiTh
AOKYMeHTarnbHO 0hOpPMIEHbI U NoANeXaT XpaHeHuHo.

89. (3.42) CtaumoHapHble TpybonpoBoAbl OMKHbI UMETb MAapKUPOBKY C yKa3aHWeM
NpoOXo4sALMX NO HAM BELLECTB U, ecnun TpebyeTcs, HanpaBneHns noToka.

90. (3.43) TpybonpoBoabl Ans BOAblI OYULLEHHOW, BOAbLI ANSt MHbEKUMIA (AUCTUNNMPOBAHHON,
AENOHN3MPOBAHHOM) 1 Npu HeOBXOANMOCTKN TpybonpoBoAbl AN APYrov BOAbI AOTKHbI
noaBepraTbCsi CaHMTapHoM 06paboTke B COOTBETCTBUMN C MHCTPYKUMSIMU, YTBEPXKOEHHLIMU
Npon3BoAMTENEM, B KOTOPLIX yKa3aHbl npeaenbl MUKPOOHOM KOHTaMUHaLMK N Mepbl,
NPUHUMaeMble B Cryyae UX NpeBblLLEHWS.

91. (3.44) HeucnpasHoe obopyaoBaHne JOMKHO ObITb yaaneHo U3 Nnpon3BOACTBEHHOM 30HbI U
30Hbl KOHTPOMA Ka4yecTBa UNu, No KpanHen Mepe, YeTKO MapKMPOBaHO Kak HEMCMNPABHOE.

HokymeHTauus (Fnasa 4)
MpuHuMn

92. [lokyMeHTauusa coctaBnsieT HeOTbeMNEMYIO YacTb dapMaLeBTUYECKOM CUCTEMbI Ka4yecTBa
N ABNSETCS KIMOYEBbIM 31IEMEHTOM OpraHM3aLmm Npon3BoACTBa W KOHTPOMS KavyecTBa
nNpoayKUMN B COOTBETCTBUM C HacToswmumu Npasunamu. B cucteme ynpasneHusi Ka4ecTBOM
NPOu3BOANTENS YETKO YCTaHaBNMBAKOTCA pasnuyHble BUAbI UCMOMNb3yeMON JOKYMEHTaLmMmn 1
HocuTenen nHopmaumm. [lJokyMeHTaums MOXeT CyLeCcTBOBaTb B pasfivyHbIX (hopmMax, B TOM
yucne Ha ByMaxXHOM, ANEKTPOHHOM UM MHOM HOocUTene. [NaBHOM LeNbio NPUMEHAEMON
CUCTEMbI JOKYMEHTaUUM SBISETCA Co34aHune, yrpaBreHne, KOHTPOISb U perucTpaums Bcem
AEeATEeNbHOCTU, KOTOPasa MOXET HeNocpeaCTBEHHO UM ONOCpeOBaHO BNUSATbL HA BCE acneKThbl
KayecTBa JiekapCTBEeHHbIX cpeAcTB. CucTema ynpaBrneHus Ka4eCTBOM CO4EPXUT JOCTaTOYHO
noapobHble ykaszaHus Ans obecneyeHns Hagnexawero JOKyMeHTanbHOro opopmieHuns
pasnNU4YHbIX NPOLIECCOB U OLIEHKM KaKnX-Nnbo HabnogeHnn. OTn ykasaHust HanpasneHbl Ha
obLiee noHnMaHne TpeboBaHMn C Lenblo AEMOHCTPaUUM nx cobnogeHuns.

93. CyLuecTBYHOT Ba OCHOBHbIX BYAa AOKYMEHTauuKn: Ans BbINOSIHEHNSI TpeboBaHMi
HacToswwmx MpaBun, TO eCTb pernaMmeHTUpyoLLas JOKyMeHTaums, n ang pernctpaumum mnx
cobntogeHuns, To ecTb peructTpupytoLlas gokymeHtTauus. MNpomssogutens obecnevnsaeT
Hagnexatiee cocTaBrneHve ykasaHHON JOKYMEHTaL MM B 3aBUCUMOCTH OT ee BMAa.

94. Npon3BoanTeNb OCYLLECTBNSET KOHTPONb Af1si 06ecneyYeHns TOYHOCTU, LLENTIOCTHOCTH,
AOCTYMHOCTM M OAHO3HAYHOCTN OOKYMEHTOB. PernameHTmpytowme AOKYMEeHTbl AOMKHbI ObITb
AOCTYMHBbI, TO €CTb 3anucaHbl UnNu 3aMKCMpoBaHbl MHBIM CMOCOOOM Ha TakMX HOCUTENSX
NHopMauuK, faHHbIe C KOTOPbIX MOTYT ObITb NOSy4YeHbl B YUnTaemon hopmMe, U He OOMKHbI
cogepxxaTtb OLIMOOK.

Buabl nokymeHTOB

95. OcHoBHOE Ao0Cbe NPOU3BOLACTBEHHOWN NSOWAAKM NpeacTaBnsaeT coOon JOKYMEHT, B
KOTOPOM OnmncaHa opraHmsauma NpomM3BoACcTBa U KOHTPOSIS KayecTBa NEKapCTBEHHbIX CPeAcCTB
B COOTBETCTBUMN C TpeboBaHusMKN HacToswmx Npasun.

96. [locbe Ha ceputo npeacTaBnseT cobor AOKYMEHT, OTpaXkatoLLmii NpoLecc Npon3BoACTBa
Ka)xaown cepumn NpoayKLmMKn, B TOM YKCne Bblgadvy paspeLleHus Ha ee BbiNyck, U Bce (hakTopbl,
BNUAOLLME HA KAa4eCTBO rOTOBOW NpoayKUUM.



97. PeFJ'IaMeHTVIpyI-OLIJ,aFI OOKYMEHTaUunA BKIO4aeT B cebs cnepywowme Buabl AOKYMEHTOB!

cneundvkaumm - OKYMEHTbI, coaepKallme noapobHble TpeboBaHMs, KOTOPbIM AOMKHbI
COOTBETCTBOBATb MCXOAHOE ChIPbe, YNAKOBOYHbIE MaTepuarnsl U NPOAYKUMS, UCNONb3YHOLLNECS
nUnun nony4aemble Npu npomssoacTee. OHU SABNAOTCA OCHOBOW ANS OLEHKM KavyecTBa
NeKapCTBEHHbIX CPEACTB;

NMPOMbILUMEHHbIN PerfnamMeHT, TEXHONOrMYeckme NHCTPYKLMM, BKIOYAst MHCTPYKLMM MO YNakoBKe,
METOANKM UCTIbITaHUI - JOKYMEHTbI, coAepallme noapobHyo nHdopmaumio 060 Bcem
NCMNonb3yeMOoM UCXOOHOM Cbipbe, 000pYyAOBaHNM U KOMMBIOTEPU3MPOBAHHbBIX cUCTEMaXx (Mpu nx
HanMuun), a Takke BCe MHCTPYKLIMU MO OCYLLIECTBIIEHNIO TEXHOMOMMYECKUX NPOLIECCOB,
ynakoBke, 0TOoOpy nNpob 1 npoBeaeHnto ncnbiTaHui. [ae NpMMeHUMO, AOSMKHbI ObITh YKa3aHbl
BCE TOYKM KOHTPOJIsi B NpoLIecce NpOoM3BOACTBA, a TakXKe UCNosb3yeMble NpoLEeCCHO-
aHanNUTUYeCKNe TEXHOMNOMMM BMECTE C KpUTEPUSIMU NPUEMITEMOCTH;

npoueaypsbl (Takke MOryT Ha3blBaTbCA UHCTPYKLUMAMU N CTAaHOAPTHLIMW OnepaLOHHbIMA
npoueaypamu (aanee - COI)) - AOKYMEHTbI, cofgepXKallne ykasaHusi no BbINOSTHEHUIO
onpeneneHHbIX onepauuni;

NPOTOKONbI (MaHbl) - AOKYMEHTbI, coAepKallme ykasaHus Mo NpoBeAeHNo U pernctpaumm
OTAEenNbHbIX onepauunii (Hanpumep, NPOTOKON Banvaaunm, OCHOBHOW NaH Banvaauum);

AOroBOPbI - COrnalleHnsi, 3aKntoYeHHbIE MEXay 3aKa3yunkamm 1 UCNOSTHUTENAMU OTHOCUTENBHO
paboT, KOTOPbIE BbINOSTHAKTCA CTOPOHHUMUN OpraHu3aunsamMm (ayTCOPCUHT).

98. PeructpupytoLas 4OKyMeHTauma (3annucu n (Mnn) otyeTobl) BKIOYaEeT B cebsa cneayouimne
BMAbl JOKYMEHTOB:

3anvcu - JOKYMeHTbI, PUKCUpPYoLLne BbINOSTHEHME Pa3NUYHbIX JEeNCTBUN ONA JoKa3aTenbCcTBa
COOTBETCTBUSA MHCTPYKUMAM, HAaNpUMep, MepornpuaTnm, NponcLLIECTBUI, paccnenosaHnin. B
OTHOLLEHUM CepUn 3annucn JOMKHbI COAepKaTb UCTOPUIO KaXXO0W cepumn npoayKLmu, BKIToYas
ee peanuaaumio. 3anucm cogepkaT UCXOAHbIE AaHHbIe, MCNOoNb3yeMble A5 POPMUPOBaHUSA
apyrux 3anucen. B cnyyae ecnu 3anucu BegyTcs B 9NeKTPOHHON dhopMe, Nnofnb3oBaTenu
nporpaMmHoro obecnevyeHns, Ha KOTOpbIX BO3M0XXeHa OTBETCTBEHHOCTb 3a BeAEeHNEe Taknx
3anucen, AOSMKHbI ONpeaensiTb, Kakme gaHHble Heo6X04MMO NCNONb30BaThb B KA4YECTBE
ncxogHbix. B kayecTBe NCXoaHbIX JOMKHbI ObITb OTPaXKeHbI, N0 KpanHen Mepe, BCe AaHHble, Ha
KOTOPbIX OCHOBbLIBAKOTCA peLUeHNs No KavyecTBy;

AOKYMEHTbI, NOATBEPXAALLME KaYeCTBO (nacnopTa, aHannTU4eCckme NUCTKU, U UHble
aHanorn4yHble JOKyMEHTbI) - JOKYMEHTbI, cogepalume pestoMe pe3yribTaToB UCMbITaHU
06pa3LoB NPOAYKLUUN NN UCXOOHOTO ChIPbS U YNAKOBOYHbLIX MaTtepuarnoB BMeCTe C OLLEHKON
COOTBETCTBUSA YCTAHOBNEHHOM cneundukaumm. B cnyyae ecnu npu nponsBoacTBe cepumn
ncnonb3yeTcs npoueccHo-aHanuTuyeckasa texHonorns (MAT), To oueHka COOTBETCTBUSA cepun
TpebOoBaHUAM PErmcTpaLNoHHOrO AOCbE MOXET OblTb OCHOBaHa (LENMKOM UIM YacTUYHO) Ha
aHanuse [aHHbIX, NapamMeTpoB N pe3ynbTaToB, NOMyYEHHbIX B pearibHOM BpeMeHu (pestome n
OTYETbl 06 OTKIIOHEHUSAX);

OTYETbI - JOKYMEHTbI, CONPOBOXAAKLLME BbINONHEHNE KOHKPETHBIX 3aAaHuUA, NPOEKTOB UMK
paccrnefoBaHuii U oTpaxkaroLume pesynbTaThl, BbIBOAbLI U peKOMeHOaLNN.

NMoaroTtoBka n KOHTPOJIb AOKYMEeHTauuun



99. (4.1) NpowunsBoaunTenb AOMKEH pa3paboTaTb BCe BUAbI AOKYMEHTOB 1 06ecneynTb nx
cobntogeHune. TpeboBaHMSA MPUMEHSIIOTCSA B paBHOW Mepe KO BCEM TUMaM HOCUTENEeN
nHpopmauun. KomnnekcHas cuctema gormkHa ObiTb MOHATHOW, Hagnexawmm obpasom
AOKYMeHTarbHO 0(POPMIEHHON N BanuanpoBaHHOW, U B OTHOLLEHUWN Hee OOIMKEH ObiTb
YCTaHOBIEH JOCTATOMYHbIM KOHTPOMb. HekoTopble AOKYMEHTbI (MHCTPYKLMU U (UNK) 3anncu)
MOryT ObITb CMeLLaHHbIMK N0 PopMe, TO eCTb YaCTb AOKYMEHTa MOXET CyLLEeCTBOBaTb B
9NEKTPOHHOM BUAE, a Apyras 4yacTtb - Ha BymaxxHoM HocuTene. Baanmoceasn n mepbl No
KOHTPOIO B OTHOLUEHWUW OPUrMHAaNoB LOKYMEHTOB, YY4ETHbIX KOMnuin, 00paboTkn JaHHbIX U
3anucen AoMKHbl BbITb YETKO U3NOXEHbI KaK ANsi CMeLlaHHbIX Mo opMe, Tak 1 Ans
OLHOPOAHbIX MO (POPME CUCTEM LOKYMEHTALMU. YYEeT KOMUIN OCYLLLECTBNAETCA B NOpsAKe,
onpegenseMom npoussoguteneM. [JomkHbl 6bITb BHEAPEHBI COOTBETCTBYHOLLME KOHTPOSbHbIE
MEPONPUATUSA B OTHOLLEHUMN SNEKTPOHHBIX OKYMEHTOB, TaknX Kak wWabsioHbl, hopmbl 1
nepBuYHbIe JOKYMEHTbI. [JormkHbI MPOBOAUTLCSA COOTBETCTBYHOLLME KOHTPOSbHbIE MEPONPUATUS
ansa obecneveHns LENOCTHOCTU 3anncen B Te4eHNe cpoka XpaHeHus.

100. (4.2) JomxkeH 6bITb yCTAHOBMAEH NOPAA0K pa3paboTki, 0opMAeHUs, Bblaaum, U3bATUS
AOKYMEHTOB N BHECEHUS B HUX U3MEHEHUN. [JoKyMeHTbl JOMKHbI COOTBETCTBOBATH
TpeboBaHNAM perncTpaunmoHHOro AOCbe, a TakKe AOKYMEHTaM, NogaBaembiM s NONyYeHns
NYLEH3MM Ha NPOU3BOACTBO NEKapCTBEHHbIX CPeacTB. BocnpounsseaeHne opurmHanbHbIX
AOKYMEHTOB C LiefNbto NOSTy4eHUs1 y4eTHbIX KOMUN He OOSMKHO NPUBOANTL K BO3HUKHOBEHUIO
Kaknx-nnbo owmnbok npm KoNMpoBaHUM.

101. (4.3) PernameHTnpytoLe JOKYMEHTbI YTBEPXAAOTCH U NOAMNUCLIBAKOTCA NULamu,
UMeLWUMK NpaBo NoAnucHK, ¢ ykasaHuem aatbl. CogepxaHne JOKYMEHTOB JOITKHO ObiTb
O HO3Ha4HbIM. [IOKYMEHTbI AOSPKHbI UMETb YHUKanbHY0 naeHtTudpukauymo. Heobxoammo
yCTaHaBNMBaTb CPOK AENCTBUSA JOKYMEHTOB.

102. (4.4) PernameHTupytoLime OKYMEHTbI JOITKHbI UMETb JTOTUYHYIO0 CTPYKTYPY,
obecneynBaroLLyto NPOCTOTY UX NpoBepkn. CTUNb N3NOXEHNA AOKYMEHTOB A0SDKEH
COOTBETCTBOBATb X NpeanonaraeMomy NCNosib30BaHUIO.

103. (4.5) JoOKyMeHTbI AOSMKHbI PEryNsSipHO NepecMaTpmBaTbCs U akTyanmM3mpoBaThCs,
Heo6X0AMMO UCKNIYNTE MCMOMb30BaHNE YCTAapEeBLLMX BEPCUN.

104. (4.6) JokymMeHTbl He pekomeHayeTcss OPOPMIISATbL B PYKONUCHOM Buae. Ecnn B JOKyMeHTe
npegycMoTPEHO PYKOMUCHOE BHECEHWE AaHHbIX, TO ANA 3TOro AOJMKHO OblTb 4OCTAaTOYHO
MecTa.

lNMpaBuna Hagnexauwero AOKyMeHTasribHoro ocpopmsrieHus

105. (4.7) BHeceHne pyKOMUCHbIX AaHHbIX JOSIKHO BbIMOMHATLCA YETKO, pa3bopymBo 1 Taknm
obpa3om, 4ToObl BHECEHHbIE AAHHbIE HENb3s BbINO yaanuTb.

106. (4.8) 3anucu crnegyeT BECTU NPW BbIMONTHEHUN KaXXA0ro AENCTBUS U Taknm obpasom,
YTOBbI MOXHO ObINIO NPOCNEeANTb BCIO 3HAYNUMYIO AEATENbHOCTb, KacatoLytocsi MpOM3BOACTBa
nekapCTBEHHbIX CPeaCTB.

107. (4.9) Iltoboe nameHeHne, BHOCMMOE B AOKYMEHT, MOANUCLIBAETCA U aTUPYETCS.
MameHeHne JOMKHO AaBaTb BO3MOXXHOCTb NPOYTEHUS NepBOHaYansHon nHpopmauun. I'oe
NPUMEHUMO, AOMMKHA BbITb YKa3aHa NpUYMHa N3MEHEHUS.

XpaHeHne JOKYMEHTOB



108. (4.10) Heob6xo0anmo 4eTko onpenenuTb, Kakue 3anmcn OTHOCATCS K KOHKPETHOMY BUAY
NPOM3BOACTBEHHOW AEATENBHOCTU U rAe OHM HaxoadaTcsa. Heobxoanumo npeaycmMoTpeTb Mepbl
KOHTpOs, KOTopble 06ecneymBatoT LENOCTHOCTb 3anncen Ha NPOTSPKEHUN BCEro cpoka Ux
XpaHeHwus. [Npyn Heob6Xxo4MMOCTM 3T MepPbI AOMMKHbI ObITb BanMaMpoBaHbI.

109. (4.11) Ocobble TpeboBaHUsA BbIABUTAKOTCH K AOKYMEHTALUN HA CEPUID, KOTOPYIO crneayeT
XpaHUTb B TEYEHME OOHOrO roa nocre OKOHYaHusi Cpoka rogHOCTU 3TOM CEPUX UNN HE MEHEE
NATW NEeT Nocre OUeHKM COOTBETCTBUA CEPUN YNOSTHOMOYEHHbBIM NULIOM (B 3aBUCMMOCTU OT
TOro, Kakon Cpok gonblue). [1ns nekapCTBeHHbIX NpenapaToB, NpeaHa3HayYeHHbIX Ans
KITMHUYECKMX UCCneaoBaHUM, AOKYMEHTALMIO HAa CEPUIO crieqyeT XpaHUTb HE MeHee NATU neT
nocre 3aBepLUEHNS UK NPeKpaLLeHNs KMMHUYECKNX UCCeaoBaHUI, B KOTOPbIX MCNOSb30Banu
3Ty cepuio.

110. (4.12) Ansa gpyrux BMAOB AOKYMEHTALMM CPOK XPaHEHNSA 3aBUCUT OT BUAOB AEATESNbHOCTMH,
KOTOPYIO 3Ta AOKYMEHTauus conpoBoxaaeT. KpuTnyeckyto JOKYMEHTaLMI0, BKITloYasa NCXOAHbIEe
AaHHble (Hanpumep, Kacawlwmnecsa Banungaumm unm ctabunbHOCTK), NOATBEPXKAAOLLNE
NHOPMaLUIO PErNCTPALMOHHOIO AOCbE, HEOOXOANMO XPaHUTb HA NPOTSKEHMM CPOKa
AENCTBUS PErnCTPaLMOHHOrO yaoctoBepeHus. [JonyckaeTCcsa yHUUYTOXaTb OnpeaesieHHyo
AOKYMEHTauUmo (Hanpumep, NUCXO4Hble JaHHble, CONPOBOXAAtoLWMe OTYEThl N0 Banugaunm unm
CTabunbHOCTN), €Cnn AaHHbIE BbINIM 3aMeHEHbI NOSTHbIM KOMMITEKTOM HOBbIX JaHHbIX.
O6ocHoBaHMeE Taknx AeUCTBMIA AOMKHO BbITb 0OPOPMIEHO JOKYMEHTanNbHO. [Npn aToM
HeobXo4MMO yYnTbiBaTb TPEOOBAHUSA K XpaHEHMIO OKYMEHTALMM Ha CEpUIo, Hanpumep, B
cny4ae faHHbIX Mo BanMgaumm npouecca ConpoBoXaatoLwme NCXoaHble JaHHble cneayeT
XPaHUTb, NO KpanHen Mepe, Takoe e BPeM4, Kak U AOKYMEHTALMIO Ha BCE CEPUU, ONIS KOTOPbIX
paspeLleHne Ha BbiNyCK NOATBEPXKAEHO AAaHHLIMU 3TUX BaNVAAUNOHHbIX UCCNeS0BaHUMN.

Cneuundmkaumm

111. (4.13) NpomnssoanTenb JOMKEH UMETb COOTBETCTBYIOLLMM 06pa3oM yTBEPXKAEHHbIE
cneungukaumm Ha NCXo0AHoe Cbipbe, YNaKoOBOYHbIE MaTepuarbl U FOTOBYIO NPOLYKLNIO C
yKaszaHueM aaTtbl YTBEPXAEHWS.

Cneuundukaumm Ha uCxogHoOEe Cbipbe U yNakoBOYHbIE MaTepuanbl

112. (4.14) Cneumndurkaumm Ha NCXOQHOE ChiPbe N YNAaKOBOYHbIE MaTepuarnbl JOSMKHbI
cogepxaTtb (UM AOIMKHbI MPUBOANTLCSA COOTBETCTBYHOLLME CChINKW, rAe NPUMEHNMO)
cnegyollee:

a) (a) onucaHne NCXOAHOrO ChipbA UMM YNAKOBOYHbIX MaTepuarnos, BKIIoYalLLee:

HanMeHOBaHWE N BHYTPEHHUI Ko (Mpy HEOBXOANMOCTI);

CCbIJIKY Ha hapmMakonenHyto CTaTbio, HOPMaTUBHYO OKYMEHTALMIO UIT U HOPMATUBHBIN
[AOKYMEHT;

HanMeHoBaHne yTBepXaeHHbIX NMNOCTaBLWKMKOB U NPONU3BOAUTENTA NCXOOHOIO CbipbA UIA
YNaKOBOYHbIX MaTepuaros;

obpaseL nevyaTHbIX MaTepraros;
6) (b) nHCTPYKLMKM NO 0TO6OPY NPOG M NPOBEAEHMIO UCTbITAHUM,

B) (C) KA4eCTBEHHbIE U KONIMYECTBEHHbIE XapakTePUCTUKN C YKadaHNeM npeaernbHbIX 3HaYeHUN;



r) (d) ycrnosusi xpaHeHUs n mepbl NPeaoCTOPOXKHOCTH;

A) (e) CpoK rogHOCTW.

Cneuuncukaumm Ha NPOMEXYTOUYHYIO U HepaccacoBaHHYHO NPOAYKLUIO

113. (4.15) Cneumndmrkaumm Ha NPOMEXYTOYHYIO N HepachacoBaHHY NPOAYKLUMIO LOSMKHbI
ObITb B HANMYMM Npy ee NpModpeTeHNN UNn oTrpy3Ke 1 NpU UCMONb30BAHUN JAHHbBIX O
NPOMEXYTOYHOW NPOAYKLMN NPU OLIeHKE KavyecTBa roTOBOW NpoayKumMn. 3Tu crneumdukaunm

AOMKHbI ObITb @HanorM4Hbl cneumndukaumnsM, COOTBETCTBEHHO NMMOO Ha NCXOOHOE Chipbe, NMMBOo
Ha roTOBYO MPOOYKLMIO.

Cneundumkaumm Ha roToByr0 NpoAyKLUIO
114. (4.16) Cneundurkaumm Ha rotToByH NPOOYKLMIO AOIMKHbBI coaepaTb criefyowme AaHHble:
a) (a) HaMmeHoBaHWe NeKapCTBEHHOIO CpeacTBa M Ko (Npy HeoB6XoANMOCTN);

6) (b) cocTaB nekapcTBEHHOro CpeacTBa UMM CCbISIKY Ha COOTBETCTBYIOLLYIO hapMaKkonerHyto
CTaTbl0, HOPMATUBHYH JOKYMEHTALMIO UM HOPMATUBHbIA LOKYMEHT;

B) (C) onucaHune nekapcTBeHHON hopMbl 1 NOAPOOHLIE cBEAEHUS 00 yNaKoBKE;
r) (d) nHcTpykumnmn no otéopy Npob 1 NpoBeaEHUIO UCTIbITAHWIA;

A) () Ka4yeCTBEHHbIE U KONMYECTBEHHbIE XapaKTEPUCTUKM C yKasaHWeM OOMNYCTUMbIX
npenenbHbIX 3HaYEHUN;

e) (f) ycnoBus xpaHeHus n Mepbl NPegoCTOPOXKHOCTU NPU UCNONb30BaHUN (rae NPUMEHNMO);
X) (g) CPOK rOAHOCTM.
MpoMbIWNEeHHbIN pernaMmeHT U TeXHONOrM4YeCK1ue MHCTPYKLUK

115. Ha kaxxgoe npomn3BoaMmMoe NiekapCTBEHHOE CPEeACTBO M KaXabli 06bem cepum
HeobXo4MMO UMETb MPOMBILLNIEHHbIN PErnameHT, YTBEPXKOEHHbIN pyKOBOAUTENEM
NPOM3BOAMUTESS NEKapPCTBEHHbIX CPEACTB, U TEXHONOMMYeCKne MHCTPYKUUN.

116. (4.17) NpoMbILNEHHbIN pernameHT BKItoYaeT B cebsa nepeyeHb MCnonb3yeMblX
hapmaLeBTUYeCKMX cybCTaHUUM 1 BCOMOraTeNbHbIX BELECTB C YKadaHMeM KonmyecTsa
KaXkgoro u3 Hux, aHHble 06 ncnonbayemom o6opyaoBaHum, onmcaHme TEXHONOMMYEeCKoro
npouecca 1 MeToAoB KOHTPOSIS Ha BCEX 3Tanax NpoM3BOACTBa JleKapCTBEHHbIX CPeaCTB.
O6wme TpeboBaHNA K CTPYKTYpPE U NHble TpeboBaHMS K COAEPKaHMIO MPOMBbILLIIEHHbIX
pernaMmeHToB YyCTaHOBMEHbl COOTBETCTBYOLLMMN HOPMATUBHBIMW NPaBOBbIMU akTaMm
Poccunckon ®enepaunn.

117. (4.18) TexHONorM4eckme MHCTPYKLMM BKMOYAIOT B Ce0s:

a) (a) maHHble 0 MeCTe ocyLLecTBNEHNS npouecca n 06 OCHOBHOM 060pyAoBaHUK, KOTOpoe
AOJSMKHO NPW 3TOM UCMOSb30BaThCS;



0) (b) meToObl MK CCbINKN HA METOAbI, KOTOPbIE UCMOMb3YTCH AN NOATOTOBKU
NPOn3BOLCTBEHHOrO0 060pYyaOBaHUSA (HAaNpUMeEpP, OYMCTKA, MOHTaX, Kannbposka,
cTepunusaums);

B) (C) MHCTPYKLMM MO NpOBEpPKE TOro, YTo 0bopyaoBaHmne n paboyee Mecto cBOOGOAHbI OT
npeaplayLen NpoayKunmn, HeHYXXHbIX AN 3annaHMpoBaHHOMO npoLecca JOKYMEHTOB U
MaTepranos, a TaKke Mo NpoBepKe YNCTOTbl 060PYAOBaAHNSA U €ro FOTOBHOCTM K criegytoLlemy
npoveccy;

r) (d) nogpo6bHoe onnucaHne kaxgoro AencTeuns (Hanpumep, NPOBEPKM MaTepuraros,
npegBapuTenbHon o6paboTkn, NOPsiAKA 3arpy3kn Cbipbsi, KPUTUYECKUX NapaMeTpoB npoLecca
(Bpemsi, Temnepartypa);

A) (e) MHCTPYKUMM NO BUAaM KOHTPOIS B NPOLIEcce NPOM3BOACTBA C YKa3aHueM A0NYyCTUMbIX
npeaenoB KOHTPONUPYEMbIX NapaMeTpoB;

e) (f) TpeboBaHna Kk xpaHeHUto HepacdacoBaHHOW NPOAYKLNK, BKNOYAA Tapy, MapKUPOBKY U
crneumarnbHble YCrOBMSA XpaHeHus, rae ato TpebyeTcs;

X) (g) cneumanbHble Mepbl NPEeAOCTOPOXKHOCTMU.
MHCcTpyKuMM no ynakoBke

118. (4.19) [Ansa kaxxgoro fiekapCTBEHHOrO CpeacTBa, pa3Mepa U Tuna ynakoBKU AOSMKHbI ObITb
YyTBEPXKAEHbI MHCTPYKUMM MO YNakoBKe, BKIOYAOLWME cneayolmne CBEAEHUSA U CCbIfKM Ha
HUX:

a) (a) HaMmeHoBaHWe NekapCTBEHHOMO NpenapaTta, BKIYas HoMep cepum HepacdacoBaHHOM
NpoAYyKUUN N rOTOBOM NPOAYKLNK;

0) (b) onncaHue ero nekapcTBeHHOM POPMbI 1 JO3UPOBKM (F4e NPUMEHUMO);

B) (C) KONIMYeCTBO NneKapCTBEHHOIO CpeaCTBa B OKOHYaTENbHOM YNaKOBKE, BbipaXXeHHOe B
LWITYKax, eguHuuax maccbl unm obbema;

r) (d) nonHbIN NepeyveHb BCEX HEOOBXOANMbIX YNAKOBOYHbIX MaTepuaros, BKAOYasa nx
KONM4eCTBO, pasMepbl U TUMbl C yKa3aHUeEM KOAa U HoMmepa, OTHOCALLIMXCS K cneundukaumsam
Ha KaXabl yNnakoBOYHbIN MaTepuarn,

A) (e) roe npyumeHumo, obpaseL UnNn KONuK COOTBETCTBYHOLLMX NeYaTHbIX YNAaKOBOYHbIX
mMaTepuanos 1 obpa3supl, ykasbiBaloLMe Ha MECTO HAHECEHUSA HOMepa CepUn 1 cpoka rogHoOCTU

NpoAyKumK;

e) (f) ykazaHnsa no npoBepke 0YMCTKM ncnonb3dyemoro obopyaosaHnsa n paboyero mecrta ot
npegplayLen npoaykuumn, OKYMEHTOB UM MaTepumarnos, KOTopble He TpebytoTca ans
nNpoBeAeHNs 3anfiaHMPOBaHHbIX ONepauni No ynakoBke (YMCTOTa NIMHMM), a TakKe YNCTOTbI 1
rOTOBHOCTM AaHHOro 060pyaoBaHMs K UCMONb30BaHUIO;

X) (g) Mepbl NPeaoCTOPOXHOCTU, BKIOYas TWATENbHYIO NPOBEPKY 30HbI YNAKOBKM U
o6opyaoBaHus, rapaHTUPYOLLME OYUCTKY YNAKOBOYHOW NUHUW Neped Havanom paboThl;

3) (h) onncaHne npouecca ynakoBKW, BKIMKOYasi BCe BaXKHble BCMOMOraTenbHbIe onepauum n
ncnonb3yemoe obopygoBaHue;



n) (i) 0 NMcaHne KOHTPONs B NPOLIECCE NPON3BOACTBA C YKa3aHMsIMKU No O0TOopy Npob u
AO0NYyCTUMbIX Npeaenos.

[ocbe Ha cepuio

119. [locbe Ha ceputo cogepXnT 3annucm No NPoOM3BOACTBY CEPUM, 3anMCK No YNakoBKe CEPUN U
Apyrve OOKyMeHTbl, nogTBepXaatoLune Npom3BoLCTBO CEPUM B COOTBETCTBUM C HACTOSALLMMN
MpaBunamu, a Takke JOKYMEHTbI ANSA peanu3aunmn cepun.

3anucu no NpoM3BOACTBY Cepum

120. (4.20) Ha kaxxgyto Npon3BeOeHHYH0 CEPUIO LOSMKHbI COXPaHATBLCSA 3anmcu no Npou3BoACTBY
cepun, KOTOpble OCHOBLIBAKTCA HA NPOMbILLIIEHHbLIX perfiaMeHTax 1 TEXHOMNOMMYEeCKNX
WMHCTPYKUUAX N cogepXaT cneayoLlyo MHpopMaLuuio:

a) (a) HaMmeHoBaHWe 1 HOMep cepun NPOAYKLNN;

0) (b) maTbl N BpeMsi Ha4ana 1 3aBepLLUEHNSA TEXHOMNOMNMYECKOro NpoLecca, a Takke OCHOBHbIX
NPOMEXYTOYHbIX CTaguMn;

B) (c) dhamunuio(n) n nHuumansl onepaTtopa(oB) KaXkaon OCHOBHOM TEXHONOIMYeCKoWn onepawmm
1, Npy HeobxoOUMOCTH, NNUA, NPOBEPMUBLLETO KaXAYH0 U3 3TUX onepauun,

r) (d) Homep cepuu 1 (UNnN) HOMEpP aHaNMTUYECKOro KOHTPOSS, a Takke haKTU4eCcKn
OTBELLEHHOE KONMMYECTBO MCXOLHOMO Chipbsl KAXK40ro Buaa (BKoYas HoOMep cepumn un
KonuyecTtBo ntoboro fobaBneHHOro pereHepnpoBaHHOro UM nepepaboTaHHOro Cbipbs);

A) (€) OCHOBHblE TEXHOSIOrMYeCcKne onepaumm unn encTBnugd, a Takke OCHOBHOE UCMOorb3yemMoe
obopynoBaHue;

e) (f) 3anncmn Nno KOHTPOSO B NpoLiecce NPON3BOACTBA C YKa3aHUEM UCMOSTHUTENEN U
NonyYeHHbIX pe3ynbTaToB.,;

X) (g) BbIXOA NPOAYKLUMM Ha Pa3riMYHbIX CTaAuAX NPOU3BOACTBA;

3) (h) onnucaHne OTKIIOHEHUM OT NPOMBILUNIEHHOMO pernameHTa N TEXHONTOMMYECKUX UHCTPYKLUUNA,
nognucaHHoe yrnosIHOMOYEHHbIM NIMLOM C YKasaHuem AaTbl;

n) (i) nognuce nuua, OTBETCTBEHHOMO 3a TEXHOIOMMYECKU NPOoLIeCC, C yKkadaHneM Jarhbl.

121. 3anmcu Nno Npon3BOACTBY CEPUN NPOAYKLMN OGOPMIIAIOTCA JOKYMEHTaNbHO
OLHOBPEMEHHO C BbINOHEHMEM COOTBETCTBYIOLLIEN OnepaLmm.

122. B cnyyae ecnu BanvanpoBaHHbIN NPOLECC NoABepraeTcs NOCTOSTHHOMY MOHUTOPUHIY U
KOHTPOS0, TO aBTOMATUYECKM CO34aBaEeMble OTYETbI MOrYT OrpaHN4MBaThbCs O6LLINM
3aKM4YEeHNEM O COOTBETCTBUM M OTYETAMMN 06 OTKIOHEHUAX U (UNIN) OTCTYNSIEHUSX OT
cneumdukaumm.

3anucu no ynakoBke cepumn
123. (4.21) Ha kaxayto npon3BEeAEHHYIO CEPUIO UK YaCTb CEPUN OOMKHbI COXPaHATLCA 3anuncu

no ynakoBke cepuun. OHM JOMKHbI OCHOBLIBATbCSl HA COOTBETCTBYHOLLMX YACTSAX MHCTPYKLUUIA NO
ynakoBKe.



124. 3anncu nNo ynakoBKe cepun OOMKHbI BKNoYaTb B cebs crneayolme aaHHbIE:
a) (a) HaMmeHoBaHWEe 1 HOMEP CEpPUN NIEKAPCTBEHHOIO CPeACTBa;
6) (b) oaTy (gaTbl) M BpemMsa NpoBeAEeHMsT onepauuin No ynakoBKe;

B) (c) dhamunuio(n) n nHuumansl onepaTtopa(oB) KaXkaon OCHOBHOM TEXHOMOIMYECKOW onepawmm
1, Npy HeoBxoaMMOCTH, NNLA, NPOBEPMBLLETO KAXKAYI0 U3 3TUX onepauun;

r) (d) saanucm NpoBepPOK MOEHTUYHOCTU N COOTBETCTBUS MHCTPYKUUAM NO YNaKoBKe, BKNOYas
pesyrnbTaTbl KOHTPOSSA B NpoLecce NPON3BOACTBA;

A) (e) cBegeHnst 06 OCyLLECTBEHHbIX ONepaumsax no ynakoBke, BKOYasa CCbINKN Ha
ncnonb3oBaHHOe 060pyAOBaHNE U YNAKOBOYHbIE NINHWK,

e) (f) obpasupbl NCNONBL30BaHHOIO NEYaTHOro YNakoBOYHOIro MaTepuana, Bkntovasi obpasupl ¢
HaHeCEHHbIMWU HOMEPOM CEPUM, CPOKOM FOAHOCTM 1 MPOYMMUN SOMOSNHUTESbHBIMMU
MapKUPOBOYHbIMU AAaHHbLIMU;

X) (g) onucaHne OTKIOHEHWI OT MHCTPYKLMIA MO yNakoBKe, NOAMUCAHHOE YNOMHOMOYEHHbIM
NMUOM C yKasaHueMm aathl;

3) (h) KONIM4YEeCTBO 1 CCbINIKY HA HOMEP UM HAaMMEHOBaHME BCEX NMeYaTHbIX YNaKOBOYHbIX
MaTtepmarnoB 1 HepacgacoBaHHOM NPOAYKUMN, BblAAHHbIX, MCNOSIb30BAHHbIX, YHUYTOXEHHbIX
UM BO3BPALLEHHbIX HA CKNnagd, a Takke KONM4YeCTBO roTOBOro NpoayKTa Afsi COCTaBIEeHUS
MaTtepuanbHOro 6anaHca. ONeKTPOHHbIA KOHTPOSb B NMPOLIECCe YNaKoBKN ABNAETCS
OCHOBaHMEM A1151 HEBKITHOYEHNSA Takon MHAOpMaLnu;

n) (i) nognncb nuua, OTBETCTBEHHONO 3a NMPOLIECC YNAaKOBKK, C yKa3aHWeM AaTbl.
Mpouenypsl u 3anucu

Mpuemka

125. (4.22) Ha npreMKy Kaxkaowm NocTaBKu KaXK4oro Bnaa UCXO4HOrO Chipbd (B TOM Yucne
HepacacoBaHHOW, MPOMEXYTOUYHOW UITM FTOTOBOW NPOAYKLMM), a TaKKe NEPBUYHBIX, BTOPUYHbIX
N NeYaTHbIX YNaKOBOYHbIX MaTepuanoB AOSMKHbI ObiTb B HANNYMK YTBEPXKAEHHbIE
npou3BoanTENeM npoueaypbl 1 NoATBEPXAAOLLME 3aNUCK.

126. (4.23) 3anucum No npuemke SOSMKHbI coaepXaThb:

a) (a) HanmeHoBaHVe MaTepuana B HaknagHou u Ha Tape;

0) (b) BHYTpM3aBoaCKOE HAaMMEHOBaHME (€CNU OHO OTNNYAEeTCs OT HaMMEHOBaHUS!, YKa3aHHOro
B nognyHkTe "a" HacTodALwero nyHkTa) u (Mnv) kog matepuana (npy HeobxoaMMOoCTH);

B) (C) maty npuemku;
r) (d) HaumeHoBaHMe NOCTaBLMKa U HAMMEHOBAHWE NPOU3BOAUTENS;
A) (e) Homep cepun NPON3BOAUTENS;

e) (f) obiee konNMYeCcTBO NOSTyYEHHbBIX MaTepManoB U YUCIO eOMHUL, YNaKoBOK;



X) (g) HOMep cepuu, NPUCBOEHHbLIN NOcne NpPUeMKu, rae NPUMeHNMO;
3) (h) ntobble cylwecTBEHHbIE 3aMeYaHnS.

127. (4.24) lNpounssoanTensb JOMMKEH YTBEPAUTL Npouenypbl N0 BHYTPU3aBOLACKOW MapKUpOBKe,
KapaHTUHY 1 XpaHEHWIO UCXOLHOIO Chipbs, YNAaKOBOYHbIX U, €CNN HEOBX0AMMO, OPYrmX
MaTtepuarnos.

OT60p Npo6

128. (4.25) NpounssoanTens JOMKEH YTBEPAUTL Npouenypbl No oT6opy nNpob, cogepxaiume
cBegeHuns 06 ncnonb3yemblx MeTogax n o6opygoBaHUM, KONMMYECTBAX, KOTOPbIE AOMKHbI ObITb
oTobpaHbl, 1 NbbIX Nognexalunx cobnogeHnto Mepax NPeaoCTOPOXKHOCTU BO n3bexaHune
KOHTaMuHaumm maTtepuana unm noboro yxyaweHus ero kKayecTtsa.

NMpoBegeHne ncnbiTaHUn

129. (4.26) NpownssoanTernb OOMMKEH YTBEPAUTb METOLAMKN UCMbITAHNUS MCXOLHOIO ChipbS,
YyNaKkoBOYHbIX MaTepuanoB 1 NPOAYKLUMU Ha pasfiMyHbIX CTaguax NPon3BOACTBa C YKa3aHNEM
ncnonb3yemMbix MeToaoB 1 obopyaoBaHus. MNpoBeaeHHbIe NCNbITaHNA 0OOPMIIAIOTCA
AOKYMEHTarbHO.

MHble gencrTBuna

130. (4.27) NpounssoanTens JOMMKEH YTBEPAUTL Npoueaypbl, yCTaHaBnNuaaoLne nopsaok
BbINyCKa 1 3abpakoBKu Cbipbs Y NPOAYKLUWUN, B YHACTHOCTU, BblAa4uu YNONHOMOYEHHbLIM(M)
nmuom(amn) paspeLleHns Ha BbiMyCK roTOBOM NpoayKumu. Bce 3anmcm gosmkHbl 6biTb 4OCTYMNHbI
yrnonHomo4eHHoMy nuuy. [lormkHa ObiTb BHegpeHa cucTema Ans 0003HavYeHns cneumanbHbIX
HabngeHn 1 NobbIX N3MEHEHWNIA B OTHOLLEHUW KPUTUYECKUX OAHHbIX.

131. (4.28) NpomnssoanTenb JOMKEH BECTU N COXPAHATL 3anMcu No peannsauum Kaxaon cepum
npoayKuuun B Lensax obneryeHnsa oT3biBa 3TON cepum B criydae HeobxoaumMocCTu.

132. (4.29) HeobxoaMmo MMeTb MUCbMEHHO MU3M0XEHHbIE NPUHLUMMLI, NPOLEeaypPbl, NNaHbl,
OTYETbI N OTHOCALLMECS K HUM 3anncu NPeAnpUHATLIX 4EACTBUN I COEMNAHHbBIX 3aKMHOYEHUN,
roe NPUMEHMUMO, B OTHOLLEHWUN:

Banugauumn n kBanudmkaumm npoueccos, 060pyaoBaHUs U CUCTEM,;

MOHTaxa n kanmbposkn 060pyaoBaHNS;

nepeHoca TEXHOOrn;

TEXHUYECKOro 06CNy>KMBAHNSA, OYUCTKN U OE3UH(EKLNN;

nepcoHana, Bkni4yasa ngeHtudukaumio nognucen, obyvyeHme Hactoswmum MNpasmunam um
TEXHUYECKMM BOMpOCcaM, NepeogeBaHne u rmrmeHn4eckne TpeboBaHus, a Takke NpoOBEPKY

aPPeKTUBHOCTM OByYEHUS;

MEPONPUATUIN, HanpaBlieHHbIX Ha OCYLLECTBIIEHNE KOHTPOSS NOABEHMS N pacnpoCTpaHeHns
BpeauTeneu;

NPeTEH3UM;



OT3bIBOB NPOAYKLMM;
BO3BpAaTOB NPOAYKUMN;

KOHTPOSISI UBMEHEHUW;

paccrnegoBaHna OTKIOHEHU N HECOOTBETCTBUM;

BHYTPEHHEro ayauTa kayecTtsa u (Unn) cooTBeTCTBMS TpeboBaHnAM HacToAwmx MNpasun;
06006wweHuns 3anmcen (Hanpumep, o63opa KavyecTBa NPoAYKLMM) NpU HEOBXOOMMOCTY;

OLIEHKW, NPOBEAEHHOW B TOM Y/CIEe B MeCTe OCYLLECTBNEHNS AeATeNbHOCTN NOCTaBLyMuKa
(manee - oueHKa nNocTaBsLLMKa).

133. (4.30) NpomnssoanTensb JOMKEH YTBEPANTb OQHO3HAYHbIE MHCTPYKLMKM MO 3KCNyaTauum
OCHOBHbIX €MHUL, NPON3BOACTBEHHOIO M KOHTPOSIbHO-aHANUTUYECKOro 06opyaoBaHMS.

134. (4.31) NpounsBoanTens AOMKEH BECTU PErNCTPALMOHHBIE XXypHanbl Ana Hanbonee
BaXXHOIO UMW KPUTMYECKOTO TEXHOOMMYECKOro U KOHTPOSIbHO-aHaNUTNUYeCcKoro obopyaoBaHms,
a Tarkke An1s NoMeLLeHUn, rae npons3Boansiachk Npoaykums. B 9T xXypHanax gOMmKHbI
pPermcTpupoBaTbCs B XPOHOSIOrMYECKOM nopsake noboe ncnosib3oBaHne 3TUx noMeLLeHnn,
obopyaoBaHMs U METOLOB, NPOBEAEHME KanMBPOBKN, TEXHNYECKOrO 0BCNYXMBAHUSA, O4YUCTKM
UNN peMOoHTa C yKaszaHueM AaTt 1 nNuu, BbIMOSTHUBLLMX 3TU paboThl.

(4.32) MNMpownssoauTesib JOMKEH BECTU y4YeT JOKYMEHTOB B paMKax CUCTEMbl ynpaBneHus
Ka4yeCTBOM.

NMpousBoacteo (FnaBa 5)
MpuHuMn

135. TexHonornyeckne onepawumm oCcyLLECTBISOTCA MO YETKO YCTaHOBIIEHHbIM NpoLeaypam,
OoTBEeYalT HacTosWwmM [NpaBunam anst nonyyYeHus npoaykumm TpedbyemMoro kavecTsa u
COOTBETCTBYHOT NIMLEH3MN Ha NPOM3BOACTBO JIEKAPCTBEHHbLIX CPEACTB U PErmcTpaLmoHHOMY
Aocke.

OO6Gwue TpeboBaHuA

136. (5.1) Npon3BoaCTBEHHbIN NPOLLECC AOIMKEH OCYLLECTBIATBCA U KOHTPOSIMPOBAaTLCS
KBannuumMpoBaHHbIM NepCcoHanom.

137. (5.2) Bce gencrteus, npoBogMMble C UICXOAHBbIMU CbIPbEM, YMAKOBOYHbLIMM MaTepuanamm u
npoAayKuuen, Takme Kak npuemMka, kapaHTuH, otéop npob, xpaHeHe, MapkMpoBKa, Bblgada B
NPOU3BOLCTBO, TEXHONOIMMYECKNIN NPOLIECC, YNaKOBKa U peanu3aumns, A0SDKHbI OCYLLECTBIATLCS
cornacHo npouegypam unm NHCTPYKUUAM, YTBEPXKAEHHbIM NPOU3BoANTENEM, U OPOPMIIATLCA
AOKYyMeHTasbHO.

138. (5.3) Bce noctynatoLine NCXOQHOE Cbipbe U YNaKOBOYHbIE MaTepuarbl JOSMKHbI ObiTb
npoBepeHbI, YTOObI rapaHTUPOBaTb, YTO NOCTaBKa COOTBETCTBYET 3aKka3y. TapHble MecTa

AOJTKHbI BbITh OYMLEHbI (MPY HEOBXOAMMOCTU) U MapPKMPOBaHbI C YkazaHnem Tpebyemom

MHdOpMaLUK.



139. (5.4) dakTbl NOBPEXAEHUS Tapbl 1 yNakoBKW 1 N0ObIe apyrue npobrnemMbl, KOTopble MOryT
HebnaronpuATHO NOBNUATbL HA KA4YE€CTBO MCXOOHOMO ChiPbsi M YNAKOBOYHbIX MaTtepuarnos,
AOIMKHbI 6bITh paccnenoBaHbl, 0OPMIIEHbI JOKYMEHTANbHO, @ MHAOPMALMS O HUX AOSHKHA
ObITb AONOXeHa B NoApasaeneHne KOHTPors KavyecTsa.

140. (5.5) NocTtynatwLme ncxogHoe Cblipbe U YNakOBOYHbIE MaTepuarsl U NPOU3BedeHHas
rotoBasi NPOAYKLMSA OOMKHbI HEMEeANEeHHO NOMeLLaTbCs B KapaHTUH, ENCTBYIOLWMIA MO
NPUHLMNY pasferibHOro XpaHeHusi Unu 3a CHET OpraHn3aunoHHbIX Mep, U COAepPXaTbCs B HEM
A0 NonyvYeHnst paspeLleHnsi Ha UCMOoNb30BaHMe NCXOAHOIO ChipbsA UMK paspeLleHns Ha BbinycK
roTOBOM NPOAYKLIMW.

141. (5.6) Npuremka 3akynaemMom NpoMeEXyTOYHON N HepacacoBaHHOW NPOAYKLMM NPOBOANTCS
B COOTBETCTBMM C NpaBuniaMmu, A4eNCTBYHOLNMMN A1 UICXOLHOMO ChIPbS.

142. (5.7) Bce ncxogHoe cbipbe, YNakoBOYHbIE MaTepuansl U NPOAYKUMIO cnefyeT XpaHuTb B
COOTBETCTBYHOLLMX YCITOBUSAX, YCTAHOBNEHHbIX MPOU3BOANTESNIEM, B ONpeaernieHHOM Mopsiake,
obecrneynBaroLLLeM pasaeneHne no cepnsam 1 yCTaHOBIIEHHYO O4epeaHOCTb NCMOMb30BaHUA
CKMNagcKMx 3anacos.

143. (5.8) NpounssoanTens AOMKEH NPOBOANTL NPOBEPKN BbIXOO0B M MaTepuanbHoro 6anaHca,
4TObbl Y6EeOUTLCA B OTCYTCTBUM OTKIMOHEHWI, NPEBbIWALWNX ONYCTUMbIE NpeaernbHble
3HaYyeHus.

144. (5.9) He ponyckaeTca ogHOBpPEMEHHOE UMK NocreaoBaTesibHoe NpPoBeAeHME onepauun C
pasnMyHbLIMM NPOAYKTaMn B O4HOM N TOM e NOMELLEHNN 3a UCKIIOYEHNEM TEX CryYaeB, Koraa
He CyLLeCTBYET pucKa nepenyTbiBaHWUS U NepeKpeCTHON KOHTaMUHaLMW.

145. (5.10) NpoayKums, MICXOAHOE Cbipbe U YNaKOBOYHbIE MaTepuarbl JOMKHbI ObiTb
3amLLeHbl OT MUKPOBHOWM 1 OpYron KOHTaMUHaUMM Ha BCEX CTaansax NpoOM3BOACTBa.

146. (5.11) MNpun paboTe ¢ cyxumn maTepmanamm n NpogyKumen Heobxoanmo NpuHNMaTb
ocobble Mepbl NPeJOCTOPOXHOCTY MO NpefoTBpaLLeH0 06pa3oBaHNs U pacnpoCTpaHeHUs
Nbinn. 3To0 0COBEHHO BaXKHO Npu paboTe C BbICOKO aKTUBHBIMU Y CEHCUBUNU3NPYIOLLIMMN
BeLLecTBaMu.

147. (5.12) B TeyeHue BCcero BpeMeHu npouecca Npon3BoACTBa BCE UCMONb3yeMble NCXOOHOEe
Cblpbe, yNakoBOYHbIE MaTepuarnbl, Tapa Ans HepacdacoBaHHOW NPOAYKLUUN, OCHOBHbIE
euHuLbl 06opyaoBaHUS 1, Npy HEOBXOOMMOCTH, MOMELLEHNST AOSMKHbI BbITb MapKMpoBaHbI
3TUKETKaMM U UHbIM CNOCOBOM C yKazaHueM Npou3BoAMMON MPOAYKUMU NN
o6pabaTbiBaEMOro MCXOAHOIO Cbipbs Y YNAKOBOYHbLIX MaTeEPUArnoB, a Takke 4O3MPOBKY (rae
NPUMEHUMO) 1 HOMepa cepum NPOU3BOANMON NPOAYKUMKN. Takas MapKupoBKa AOMMKHA TakkKe
yKa3blBaTb CTaUI0 TEXHOOMMYECKoro rnpouecca (rae npuMeHnmo).

148. (5.13) DTUKETKM, NPUKPENNEHHbIE K KOHTENHEPaM, 060PYA0BaHMIO UM MOMELLEHMUSAM,
AOIMKHbI BbITb YETKMMU, OAHO3HAYHbLIMW, YCTAHOBIIEHHOW NPOU3BOANTENEM (POPMbI.
PekomeHayeTca B 4ONOSTHEHME K MH(pOpMaLMK Ha 9TUKETKaX OS5 yKa3aHua ctatyca
NCNoNb30BaTh LBETOBY MapKNPOBKY.

149. (5.14) NpounssoanTensb JOMMKEH KOHTPONMPOBATL NPaBUibHOCTb COeANHEHNSA
TpybonpoBoaoB 1 ApyrMx yacten obopyaoBaHUs, NPUMEHSeMbIX AN TPaHCNOPTUPOBKY
NpoaYKUUN U3 OAHOW 30HbI B OPYrYHO.



150. (5.15) He ponyckatotcs nobble OTKNOHEHUSI OT MHCTPYKUMA Unu MeToauk. Ecnn
NPOU30LLIO OTKITOHEHWNE, TO OHO AOMKHO ObITb MMCbMEHHO CaHKLMOHMPOBAHO NNLIOM,
UMEIOLLIMM COOTBETCTBYHOLLME NMOSTHOMOYNS, C NPUBIIEYEHMEM NPU HEODXOOMMOCTHU
nogpasgeneHns KOHTPonsi Ka4ecTaa.

151. (5.16) B npon3BOACTBEHHbIE MOMELLEHNS MOXET BXOAUTL TONbKO NEePCOHarn, UMeLL i
npaBo OCTyna B HUX.

152. (5.17) B nomeLLeHnax n Ha obopyaoBaHuu, npeaHasHadYeHHbIX Ang NpoM3BoACTBa
NeKkapCTBEHHbIX CPEACTB, HE A0oMycKaeTCca NPOM3BOACTBO NPOAYKLMMU, HE ABNAKOLLENCH
neKapCTBEHHbIMU CpeacTBaMU.

MpepoTBpaLieHMe nepeKpecTHON KOHTaMMHaLMU NpPY NPOU3BOACTBE

153. (5.18) domkHa BbITb MCKNOYEHA KOHTaMUHALMA UCXOL4HOIO ChIpbsl UMW NPOAYKUUN APYTUM
NCXOOHbIM CbipbeM U Npoaykunen. PUck cny4anHon nepekpecTHOM KOHTaMuHauMm BO3HUKaeT
B pe3yrnbTaTe HEKOHTPONIMPYEMOrO pacnpocTpaHeHns MNbifin, ra3os, NapoB, adpo30sen Unm
MUKPOOPraHn3mMoB, B pe3dynbtate 06paboTkm NCXOOQHOro Cbipbs U NPOAYKUMK, BCNEeACTBUE
HanuMyusa octaTkoB Ha 0bopyaoBaHUKM 1 Ha oaexae nepcoHana. CTeneHb pucka 3aBUCUT OT
TMMNa KOHTaMUHAaHTa U KOHTaMUHUPYemou npoaykumn. K Hanbonee onacHbIM KOHTaMUHaHTaMm
OTHOCATCS BellecTBa C BbICOKOW CEHCUBMMN3NPYIOLLIEN aKTUBHOCTLIO, Bruonornyeckune
NeKapCTBEHHbIE NpenapaThbl, CoAepXKaLlme XnBble MUKPOOPraHn3mbl, onpeaeneHHble rOPMOHbI,
LMTOTOKCUYECKNE NIEKAapPCTBEHHbIE NpenapaTthl N ApYyrne BbICOKO aKTUBHbIE BELLECTBa.
Hanbonee onacHou sSBNSeTCA KOHTaMMHaUMSA NeKapCTBEHHbLIX NpenapaToB, NpeaHa3HauYeHHbIX
ANS MHBEKLUMI, a Takke NieKapCTBEHHbIX NpenapaTos, NPUHUMaeMbIX B 60nbLUMX Jo3ax 1 (Unn)
ANUTENbHOE BPEMS.

154. (5.19) nsa npegoTepaLLeHns NEPEKPECTHON KOHTaMUHALUKM A0SMKHbI ObITb
npenycMoTpPEeHbl COOTBETCTBYHOLLME TEXHNUYECKME U (MNN) OpraHM3aunoOHHbIE MEpPbI, B TOM
yucne:

a) (a) NnpoM3BOACTBO B BblAENEHHbLIX 30HaX (006s3aTeNnbHOE ANs TakMX NPOAYKTOB, Kak
NEHNLMNINHBI, XXUBbl€ BaKUMHbI, TEKAapPCTBEHHbIE NpenapaTbl, CoaepKallne Xusble
MUKPOOPraHn3Mbl, 1 HEKOTOPbIE Apyrne Buonormdeckne nekapCTBeHHbIE Npenapatbl) Unm
NPOV3BOACTBO MO NPUHLMMY NPON3BOACTBEHHbIX LIMKITOB (KaMnaHun C pa3aeneHnem Bo
BpeMeHU) ¢ nocrieaytoLien CooTBETCTBYIOLLEN OYUCTKOMN;

0) (b) obecneyeHne BO3QYLIHBIMU LUSHO3aMU U BbITSXKHBIMU YCTPONCTBaMWU;

B) (C) cBedeHne K MUHUMYMY pUcKa KOHTaMUHaLUWUK, BbI3bIBAEMOro PELMPKYsaumnen nnm
NOBTOPHbLIM MOCTYNfIeHMEM HeobpaboTaHHOro UM HegOCTaTOMHO 06paboTaHHOro BO3ayxa;

r) (d) xpaHeHne 3aWwmnTHON OAEXAblI BHYTPWU NOMELLEHUI, B KOTOPbIX 0bpabaTbiBaeTcs
npoaykuus, cosgatowias 0cobeHHO BonbLIOW PUCK NEPEKPECTHON KOHTaMUHALNN;

A) (e) NnpMMeHeHne METOAOB OYMUCTKN U AEKOHTaMUHALMKN C 3BECTHON 3hheKTUBHOCTbLIO, Tak
Kak Headh(heKTUBHO OUULLIEHHOE 060pYyaOBaHNE OOLIYHO ABMAETCA UCTOYHUKOM NEPEKPECTHOM
KOHTaMUHaLUW;

e) (f) ncnonb3oBaHue "3akpbITbIX CUCTEM" NPOU3BOACTBA;

X) (g) KOHTPOSb HanNM4YMsa OCTaTKOB M NPYMEHEHME ITUKETOK, YKa3bIBAKOLLMX CTATyC O4YMUCTKM
obopyaoBaHus.



155. (5.20) NpounssoagnTens JOMKEH NepuoanYeckn NpoBepATL NpoBeAeHne MeponpuUATUN No
npegoTBpaLLEeHUIO NEPEKPECTHOM KOHTaMUHaLUMKN U X 3P(PEKTUBHOCTb B COOTBETCTBUM C
yTBEPXKOEHHBbIMU NpoLeaypamu.

Banunpgauunsa

156. (5.21) Meponpuatrs no Banugaumm AormkHbl ObiTb OCHOBOW NS Haaexalen
opraHusauun Npon3BOACTBA M KOHTPOSSA KayecTBa NeKapCTBEHHbIX CPeACTB B COOTBETCTBUM C
HacToswmmu MNpasunammn. OHWM JOMKHBI NPOBOAUTLCA B COOTBETCTBUN C YCTAHOBIEHHBIMU
npouenypamu. Nony4eHHble pesyrnbTaThl U BbIBOAbLI AOMKHbI ObITb OPOPMIIEHDI
AOKYyMeHTasbHO.

157. (5.22) Npun BBEAEHMM HOBOIO NPOMbILLSIEHHOrO pernaMmeHTa unn HoOBoro MeToga
npoun3eoacTBa HEO6X0AMMO AoKa3aTb UX MPUrOAHOCTL AN CEPUMHOro nponseoacTea. [JomkHO
ObITb AOKA3aHO, YTO AAHHbIN NPOLECC NPOM3BOACTBA NPWU NCNOSTb30BaHUN NPEeaYCMOTPEHHbIX
NCXOOHOrO CbIpbs, YNaKoOBOYHbIX MaTepmanos n o60pyaoBaHMs NO3BOMSET MOCTOSAHHO
Npon3BOANTbL NPOAYKUMIO Tpebyemoro kayecTea.

158. (5.23) CyLiecTBEHHbIE MUBMEHEHNSA NpoLecca NPOM3BOACTBA, BKoYasa noboe nameHeHme
obopyaoBaHMS NN UCXOAHOIO ChIPbA N YNAKOBOYHbIX MaTepuarnos, KOTOPbIE MOTYT NOBMUATL
Ha Ka4yecTBO NpoAyKuUKn 1 (Mnn) BOCNPOM3BOANMOCTbL NpoLEecca, AOIMKHbI MPOMTM Banuaaumio.

159. (5.24) NMpoueccol 1 Npoueaypbl cnegyeTt nogsepraTb Nepnognyeckon pesanngaumm
(noBTOpPHOW Banuaaunn) Ang rapaHTum TOro, YTO OHM OCTaKTCA MNPUroAHLIMU ANA AOCTUXKEHUSA
TpebyembIX pe3ynbTaToB.

UcxopHoe cbipbe

160. (5.25) 3akynka NcxoQHOro Cbipbs SIBMSIETCA BAXXHOW onepaumnen, B KOTOPYH OOMMKEH ObITb
BOBJIEYEH NepcoHan, pacnonararowmnim nogpobHbIMK 1 NONHBIMU CBEAEHUSIMWN O NOCTaBLLMKaX.

161. (5.26) NcxoaHoe chipbe OOMKHO 3aKynaTbCs TONbKO Y YTBEPXKAEHHbIX MOCTaBLLNKOB,
yKa3aHHbIX B COOTBETCTBYIOLLIEN CnieunurkaLmm, 1 npu Hannydmm BO3MOXHOCTH
HenocpeacTBEHHO Y NPOU3BOANTENEN NCXOAHOIO Cbipbs, KOTOPblE ByayT ABNATLCA
MOCTaBLLMKaMM UCXOAHOTO Cbipbs. PekomeHnayeTcs, 4Tobbl cneumgukauumn, yCTaHOBEHHbIE
NpOn3BOANTENEM JIEKapCTBEHHbLIX CPEACTB HA MCXOAHOE Cbipbe, ObINN cornacoBaHbl ¢
nocrasLLmMkamun. Bce acnekTbl NPOM3BOACTBA M KOHTPOMSI MCXOAHOIO Chipbs B OTHOLLEHUN
TpeboBaHM K 0OpaLLEeHNIO, MapKUPOBKe, YNakoBKe, NpoueaypamMm oTOpakoBKM, a Takke
pPacCCMOTPEHMIO NPETEH3NI AOMKHbI ObITb COrnacoBaHbl MeXay Npon3BoauTenem
NEeKapCTBEHHbIX CPEACTB M NOCTaBLLMKOM.

162. (5.27) B kaxxgown nocTtaBke JOIMKHbI NPOBEPSATLCA LENOCTHOCTb YNAaKoBKM M NIIOMO,
COOTBETCTBME yKa3aHHbIX B HaKNagHOW CBeAEeHUN 3TUKeTKaM NnocTaBLLMKa.

163. (5.28) Ecnn ogHa nocTaBKka MCXOLHOIO Cbipbsi COCTOUT U3 Pa3fUYHbIX CEPUN, TO KaXOYH0
cepuio Heobxo4MMo paccMaTpmBaTh Kak OTAENbHYIO B OTHOLWEHUM oT6opa nNpob, npoBeaeHust
NCMbITaHW U BblAa4n pa3peLLEHNS Ha UCMONb30BaHMeE.

164. (5.29) Haxogsweecs B CKnagcKown 30He UCXOAHOE Chlpbe OOSMKHO ObIThb
COOTBETCTBYHOLWMUM 06pa3oM MapknpoBaHo (MyHKT 148 HacToawwmx MNpasun). STUKETKM SOMKHbI
cofepXaTb B TOM Yucrie cnegyoLyo nHpopMaumio:

HanMeHoBaHune npoaykunm n npu Heob6xoauMocTH BHyTpI/I3aBO£I,CKOl7I KoA,



HOMep cepuu NPomn3BoANTENS U (UNK) HOMEP Cepun, NPUCBOEHHBIN NMPU NPUEMKE;

roe npMMeHuMo, CtTaTyc coaepXxmmoro (Hanpumep, "B kapaHTMHe", "Ha ncnbiTaHun",

"paspeLueHo", "3abpakoBaHo");

CPOK FOAHOCTM UNK, rae NPUMeHNMo, AaTy, Nocre KoTopon TpebyeTcs npoBedeHNe NOBTOPHOMO
KOHTPONS.

Ecnu ncnonb3yoTcs NOMHOCTLIO KOMMbIOTEPU3NPOBAHHBLIE CUCTEMbI XPaHEHUS!, TO YKa3blBaTb
BCIO 3Ty MHOPMALIMIO Ha 3TUKETKE He 0bs3aTenbHo.

165. (5.30) NpounssoanTens JOMMKeH yTBEpAUTL Npoueaypbl UM Mepbl, rapaHTupyoLmne
NOASIMHHOCTb COAEPXMMOrO Kaxaoro KOHTeMHepa NCXOAHOro Cblpbs. KOHTENHEpPBI, U3 KOTOPbIX
Ob1nIn 0TOGpPaHbI NPOOLI, 4OMKHBI ObITb NPOMapKMpoBaHbl (NYHKT 216 HacToawmx Mpasun).

166. (5.31) NpounssoanTens JOMKEH UCNONBb30BaTh TOMBKO TO UCXOAHOE Chipbe, KOTOpoe
paspeLleHo noapasaenieHMeEM KOHTPOMS KayecTBa U UMEET HE UCTEKLLNA CPOK rOAHOCTM.

167. (5.32) NcxoaHoe chbipbe OOMKHO BblgaBaTbCsA TOMbKO cheunanbHO Ha3HaYeHHbIMY NMLamm
B COOTBETCTBUM C YTBEPXKOAEHHOW NpoLenypon, YToObl rapaHTUPOBaTb, YTO HYXXHOE UCXOOQHOE
Cblpb€ TOYHO OTBELUEHO UM OTMEPEHO B YMUCTYHO M Haanexalmm obpasomMm MapKMpoBaHHYHO

Tapy.

168. (5.33) domkHa NpoBOANTBLCSA HE3aBUCHMMas NPOBepKa KaXKaoro Bbl4aHHOMO NCXOL4HOro
Cbipbsi, @ TAaKXKe ero maccbl unm obvema. Pe3dynbTaTthl NPOBEPKM AOIMKHbI ObiTb OOPMIEHDI
AOKYMEHTarbHO.

169. (5.34) NcxopHoe cbipbe, BblAaHHOE ANS KaX4ou cepumn, AOSPKHO XPaHUTbLCS BMECTE U
4YeTKO MapKMpOBaTbLCS.

TexHonornyeckme onepauun: NPOMeEXyToyHasi U HepacdacoBaHHas NPOAYKUUSA

170. (5.35) MNepepn Havanom nobor TEXHONOIMYECKON onepauun SOMMKHbI OblTb MPUHATHI MEpPHI,
rapaHTupyoLmne, 4To paboyas 3oHa 1 06opyaoBaHNE OYULLIEHBI M OCBODOXAEHBI OT Ntoboro
NCXOQHOrO CbIpbsl, NPOAYKLUUKN, OCTATKOB NPOAYKUMM WU OOKYMEHTALMK, HE UMEIOLLMX
OTHOLLEHWS K 3anfiaHNpOBaHHOM onepaumu.

171. (5.36) NpomexyToyHas n HepacdacoBaHHaa NPOAYKUNA OOIKHA XPaHUTLCA B
Hagnexalmx ycrnoBusX.

172. (5.37) Kputndeckune npoLecchbl AOSMKHbI NPOUTU Banugaumio (NyHKTbl 156-159 HacTosAwmx
Mpasun).

173. (5.38) domkHbl BbITb NpoBeAeHbl U AOKYMEHTaNIbHO 0G)OpPMIIEHbI BCE HEOOXOANMbIE
MEpPONPUATUA MO KOHTPOIIO B NPOLIECCE NMPOM3BOACTBA U KOHTPO NPON3BOACTBEHHOW Cpeabl.

174. (5.39) JTroboe cyLecTBEHHOE OTKIIOHEHNE OT OXMOAEeMOro Bbixo4a NpoayKLmMm OOSHKHO
ObITb 0POPMINEHO AOKYMEHTANbHO 1 paccrneaoBaHo.

YnakoBO4YHble MaTepuanbl

175. (5.40) 3akynke 1 KOHTPOIO NEPBUYHBIX N NeYaTHbIX YNakoBOYHbIX MaTepunaros, a Takke
obpalleHnto C HUMU HeOBXOANMO YAENATb Takoe Xe BHUMaHWe, Kak N UCXOOQHOMY CbIpbio.



176. (5.41) Ocoboe BHMMaHNe HeobXxoaMMO yaenaTb nevyaTHbIM Matepuanam. OHWM OOITKHbI
XpaHuTbCsl B 6e30nacHbIX YCroBUSIX, UCKITHYAOLWMNX OCTYN NOCTOPOHHMX Nuy,. PaspesaHHblie
3TUKETKN N OpYyrMe pa3po3HEHHbIE NevaTHble Matepuanbl JOMKHbI XPaHUTLCS U
TPaHCNOPTMPOBATLCA Pa3genibHO B 3aKpbITON Tape, UCKNIOYaloLLEN X NepenyTbiBaHMe.
PaspeLueHne Ha ncnonb3oBaHMe YNakoBOYHbIX MaTepmanoB AOSMKHO Bbl4aBaTbCA TOMbKO
cneymnanbHO Ha3HAYEHHbIMW NULLAMW B COOTBETCTBUM C YTBEPXKAEHHOW Npoueaypon.

177. (5.42) Kaxxgon nocTaBke Uiv cepum NepBUYHbBIX UM NeYaTHbIX YNakoBOYHbIX MaTepuasros
AormKeH BbITb NPUCBOEH MAEHTUMUKALMOHHBIN HOMEP NN NOEHTUAUKALNOHHBLIA 3HaK.

178. (5.43) NpocpoYveHHbIe NNu HeNpUrogHble K MCNOSIb30BaHUIO NeYaTHbIe U NepBUYHbIE
yNakoBOYHblE MaTepuasbl JODKHbI ObITb YHUUTOXEHbI C JOKYMEHTanbHbIM 0OOPMIAEHUEM.

Onepauum no ynakoBske

179. (5.44) MNpun cocTaBneHnn NnaHOB onepaunin No yrnakoBke ocoboe BHUMaHME A0ITKHO ObITb
yOeneHo CBe4eHM0 K MUHUMYMY pyUcKa NepPeKpecTHOM KOHTaMUHauUmmn, nepenyTbiBaHUS Unm
noameHbl. He gonyckaeTca ynakoBbiBaTb NPOAYKUMIO pa3finyHbIX BUOOB B HEMNOCPEACTBEHHOM
©nmn3ocTu apyr OT Apyra 3a UCKITYEHMEM CrydaeB, npegycMmaTpuBarroLmnx pmsnyeckoe
pasgeneHue.

180. (5.45) Nepen Havanom onepauunm No ynakoBke AOSMKHbI OblTb NPeanpPUHATLI Mepb,
rapaHTupyoLmne, 4To paboyas 30Ha, yNakoBOYHbIE NIMHUN, NeYaTHbIE MaLUUHbI U OpYyroe
obopyaoBaHMe ABNATCA YACTbIMU U HE coaepkaT Ntodble MCnonb3oBaBLUMECS paHee
NEeKapCTBEHHbIE CPEACTBA, YNAKOBOYHbLIE MaTepuanbl U JOKYMEHTbI, €CNN OHM He TpebytoTca
ANs 3annaHMpoBaHHon onepaunn. O4ncTka NMHUM AOSMKHA NPOBOAUTLCS COrfacHo
yTBEpPXXOEHHOW npouenype.

181. (5.46) HanmeHoBaHWe 1 HOMeEP cepun ynakoBbIBAEMOM NPOAYKLMM A0STKHbI ObITb YKa3aHbl
Ha KakOoM YNakoBOYHOM MECTE UM NINHUMW.

182. (5.47) MNpun nocTynneHnn NpoayKLnn U ynakoBOYHbIX MaTepuarnoB Ha y4acTOK YNaKOBKM
AOJIMKHO ObITb NPOBEPEHO UX KONMNYECTBO, MAEHTUYHOCTb Y COOTBETCTBUE UHCTPYKLUMAM MO
yrnaKkoBKe.

183. (5.48) MaTepurarnbl nepBUYHON YNaKOBKU Nepen Havyanom onepauum HanomHeHUst AOKHbI
ObITb YnCcTbIMU. Heobxoanmo obecneunTb NpegoTBpaLleHme 1 ycTpaHeHne nobomn
KOHTaMMHaLMKN, TAaKOW Kak OCKOSKM CTeKNa U MeTannn4eckne Yactumubi.

184. (5.49) PekomeHayeTCs OCyLLECTBMASATb MAaPKUPOBKY Kak MOXHO BbiCTpee nocrne hacoBkn n
YKYNOpKU. [JormkHbl BbITb NPUHATLI HEOB6XOAMMbIE Mepbl, rapaHTUpYoLLue, YTO He NnpousonaeT
nepenyTbiBaHUSA NN OLLIMOOYHON MapKUPOBKM.

185. (5.50) NpaBnnbHOCTb BLINOMHEHNSA NOObLIX NeYaTHbIX onepawuui (Hanpumep, HaHeCeHns
HOMEpPOB Cepui, Cpoka roqHOCTK), OCYLLIECTBIIAEMbIX NTMBO Kak OTAeNbHas TEXHONOrm4eckas
onepauus, NM6o B NpoLecce ynakoBku, HEOGXOANMO TLLATENBHO KOHTPONMPOBATL U
odopMIATb AOKYMeHTanbHo. Ocoboe BHMMaHME A0MKHO ObITb yAeneHO py4YHOW MapKNpPOBKE,
KOTOpYt0 HEOHXOAMMO perynspHO NepenpoBepsTh.

186. (5.51) Ocobble Mmepbl NPeOOCTOPOXHOCTU AOIMKHbLI COBOAAaTLCA NPU UCNONb30BaAHUN
pa3pe3aHHbIX 3TUKETOK N HAHECEHUN MAaPKUPOBKN BHE NMHUM yNakoBKW. [ns npegoTBpalieHns
nepenyTbiBaHUS Ne4YaTHOro MaTtepuarna pekoMeHa4yeTCs UCNONb30BaTh 3TUKETKN B PyfIOHE
BMECTO pa3pe3aHHbIX 3TUKETOK.



187. (5.52) NpownssoanTenb OOMMKEH NPOBOAUTL MPOBEPKU, rapaHTUPYIOLLME, YTO BCE
3MEKTPOHHbIE YCTPOMCTBA CYNTBLIBAHNA KOAA, CHETUMKN STUKETOK M aHanormyHble ycTpomncTea
paboTaloT NpaBuUIbHO.

188. (5.53) MapknpoBKka ynakoBOYHbIX MaTepuarnoB, HAHECEHHAs! C MOMOLLbIO NeYyaTn unm
METOAOM TUCHEHUSA, AOIMKHA ObITb OTYETNNBOW U YCTONYMBOM K BbILBETAHWUIO NN CTUPAHUIO.

189. (5.54) Npun kOHTpOe Npouecca ynakoBKN NPOAYKUUN Ha NIMHUKN SOSMKHO NPOBEPSATHLCS, B
4YacTHOCTK, cnegytoulee:

a) (a) obLwmin BHELLHWI B YNAKOBOK;

0) (b) KOMNNEKTHOCTb YNAKOBOK;

B) (C) ucnonb3oBaHWe Hagnexalimx BugoB NpogyKuumn 1 ynakoBOYHbIX MaTtepuanos;

r) (d) npaBuNbHOCTb HAHECEHUSA OO0 MapKUPOBKY;

A) (e) NnpaBUNbHOCTb PaboTbl KOHTPOMbHbBIX YCTPOWUCTB Ha NUHUN.

190. O6pasupl, B3ATbIE C YNAKOBOYHOW NNHUW, HE criefyeT BO3BpaLlaTbh NOBTOPHO HA JIMHUIO.

191. (5.55) Ecnv npu ynakoBke NpoayKumMn BO3HUKIN HENpeaBUAEHHbIE 0BCTOATENLCTBA, OHA
MOXeT ObITb BO3BpaLlLleHa B NPON3BOACTBO TOSMbKO NOCIE cneumanbHon NPOBEPKX, NPOBEAEHNS
paccnegoBaHns U C paspeLleHns nuua, UMeLWero CoOOTBETCTBYOLLME NMOSTHOMOYUS.
YKasaHHble 4eACTBMSA OOMKHbI OblTb OPOPMIEHbI B BUAE NPOTOKONAa, KOTOPbIN HEOBX0AUMO
XPaHUTb B YCTAaHOBIIEHHOM MopsiaKe.

192. (5.56) Npwu cywecTtBEHHOM NN HEOOBLIMHOM PACXOXAEHMMU, YCTAHOBNEHHOM BO BpPeMS
coCTaBneHus MatepuanbHoro 6anaHca, Mexagy KormyecTBOM HepacdacoBaHHOW NPOAYKUUN,
nevyaTHOro yrnakoBOoYHOro Matepuana v YMcrom nponsBedeHHbIX eANHNUL, TOTOBOM MPOAYKLMK,
Heob6XxoaMMO NPOBECTU paccriejoBaHNe U YCTaHOBUTb MPUYUHY 3TOrO PacxoXaeHus 4O Bbiaauu
paspeLleHns Ha BbINyCK.

193. (5.57) Nocne 3aBepLUeHUs onepaumi No ynakoBke ntobble 0CTaBLLUMECH YNAKOBOYHbIE
MaTepuarbl C HAHECEHHbIM HA HUX HOMEPOM CEePUN OOMKHbI OblTb YHNYTOXEHbI C
nocneayrLmMM OOKYMeHTanbHbIM odhopmMmneHeM. Bo3spar Ha cknaa HeMapKnMpoBaHHbIX
YyNaKkoBOYHbIX MaTepuanoB NPOU3BOAAT B COOTBETCTBUN C YTBEPXKAEHHON NpoLenypOmn.

FoToBasi npoaykuusa

194. (5.58) [lo BblAa4vm paspeLlleHns Ha BbIMyCK roToBasi NPOAYKUMS LOSMKHA coaepXaTbcs B
KapaHTUHe B YCIIOBUSAX, YCTAHOBMNEHHbIX NPOU3BOAUTENEM.

195. (5.59) [lo MOMeHTa nony4yeHns paspeLleHns Ha BbiMyCcK LOMMKHA ObITb NpoBefeHa OLEHKa
KayecTBa roToBOM NpoayKuMn 1 HeobXoauMOon AOKYMEHTaUUn B NopsaKke, yCTaHOBIEHHOM
nyHktamu 202-236 HacToAwwmx MNpasun.

196. (5.60) Nocne Bbligaun paspeLleHns Ha BbIMyCK roToBasi MPOAYKUUSA OOSMKHA XPaHUTLCS Kak
npurogHasa aAng peanusaumm B yCroBUSAX, YCTAHOBIEHHbIX MPOU3BOAMTENEM.

OTKNOHEHHbIe, NOBTOPHO UCNoJ/ib3oBaHHbIe U BO3BpalleHHble maTepuanbl U NnpoaAyKUuus



197. (5.61) OTKNOHEHHbIE MaTepuarbl U NMPOAYKUUSA OOMKHbI UMETb YETKY0 MapKUPOBKY U
XpaHUTbCS pa3fernbHO B 30HaxX C orpaHnyeHHbIM goctynom. OHM nognexart Bo3sparty
nocTaBsLMKy, NnepepaboTke (ecnm 3TO AOMNYCTUMO) UITN YHUUTOXEHMIO. JTtobble BbINONTHEHHbIE
AEeNCTBUSA AOIMKHbI BbITb 0OPOPMMEHbI JOKYMEHTaNbHO U CaHKLMOHUPOBAHbI NULaMu,
UMELLMMU COOTBETCTBYIOLLNE NMOSTHOMOYNS.

198. (5.62) NepepaboTka OTKNOHEHHOW NPOAYKLMM AOMNYCKAETCSA B UCKITHOYMTENBHbBIX Crydaax
npw yCnoBMM OTCYTCTBUS YXYALLUEHNS Ka4yeCcTBa roTOBOM NPOAYKLUNN U BbINONTHEHNSA BCEX
TpeboBaHun cneundukaumnn. NepepaboTka AOMMKHA OCYLLECTBATLCS B COOTBETCTBUN C
YTBEPXAEHHBIM MPOMbILUNIEHHBIM PErfTAMEHTOM MOCE OLEHKM BO3MOXHOIO pUCKa C
nocreayLwmm JOKYMeHTanbHbIM 0OPMIEHNEM.

199. (5.63) NoBTOPHOE MCNOSbL30BaHNE BCEW CEPUM UMM HYACTU paHee NPOon3BeAeHHbIX CepUn
COOTBETCTBYHLLEro KayecTsa nyteM 06beanHEHUSA C cepuent Takom e NpOoAyKUMM Ha
onpegeneHHon ctagmm Npon3BoacTBa, NPeayCMOTPEHHOW MPOMbILLIEHHBIM PErNTAMEHTOM,
AOMKHO ObITb CaHKLUMOHMPOBAHO 3apaHee C y4eTOM OLeHKM BO3HMKAIOLLMX PUCKOB, BKMOYas
nto6oe BO3MOXHOE BfMSIHUE Ha CPOK roAHOCTU. [JeAaTenbHOCTb N0 NOBTOPHOMY UCMOSb30BaHMI0
AOMmKHa ObITb ohopMneHa 4OKYMEHTanNbHoO.

200. (5.64) Heob6xoamMmMocTb OOMONHUTENBHOIO KOHTPOMSA NGO roTOBOM NPOAYKUMN,
npowealwen nepepaboTky, nNn NpoayKuumn, B KOTOpYyHo Obina BKIHOYEHa NOBTOPHO
MCcnonb3oBaHHaa NPOAyKUMS, onpeaenseT nogpasaeneHne KOHTPOns KadecTsa.

201. (5.65) BosBpalleHHas ¢ pbiHKa NPOAYKUMS, HAZ KOTOPOW BbiN yTpayeH KOHTPOIb CO
CTOPOHbI NMPON3BOAUTENS, A0SIKHA BbITb YHUYTOXEHA, €CINU HE NOATBEPXKAEHO COOTBETCTBME
ee Ka4yecTBa yCTaHOBMEeHHbIM TpeboBaHnAM. PelleHre 0 NOBTOPHOW Npoaaxe,
nepemMapKMpoBKE U NOBTOPHOM MUCMNOSIb30BaHUM MOXET ObITb NPUHATO TOMBKO Nnocne
crneunarnbHOro aHanusa, NPoBeAeHHOro noapasaeneHnemM KOHTPOsA KayecTBa B COOTBETCTBUU
C yTBEPXAEHHON npoueaypon. [Npn aToM HEO6XOANMO yUYNTbIBATb XapakTep NpoayKkumm, ee
npeabICTOPUIO U COCTOSIHME, COBnoaeHMe cneunanbHbIX YCNOBUN XpaHEHNS N BPEMS,
npowegllee ¢ gatbl Bbinycka. MNMpu nobbiXx COMHEHMAX B OTHOLLIEHMN KavyeCcTBa NPOaYKLMM He
AO0nyCcKaeTcs ee NOBTOPHOE MCMNOSIb30BaHNE UM NOBTOPHbIN BbIMYCK, HO OMNYCKaeTCcH ee
Xnmun4deckas nepepaboTka C Lenbio pereHepaumm akTUBHbIX MHIpeaANeHTOB. Bece BbinonHaemble
AEeNCcTBUS A0SMKHbI ObITb 0GOpPMIIEHBI AOKYMEHTAsbHO.

KoHTponb kayectBa (FnaBea 6)
MpuvHUKMN

202. KoHTponb kayecTBa BKkno4aeT B cebst otbop npob, npoBeaeHne UCnbiTaHUn U NPOBEPOK
Ha cOOTBETCTBME TPebOoBaHMAM crieunuKkaunin, MHCTPYKLMIA U OPYTMX OOKYMEHTOB,
opraHusaunto paboTbl, AOKyMEHTaNIlbHOE OhOPMIEHNE M Bbl4ayy paspeLleHnin Ha BbIMycCK.
Llenb KOHTpOns KayYecTBa - He OOMYCTUTb K UCMONb30BaHMIO UMM peanusaumm matepuanbsl Unm
NPOAYKLUMIO, HE YOOBNETBOPSOLLME YCTAHOBMNEHHbIM TpeboBaHnAM. KOHTpOb KavyecTBa He
orpaHunymBaeTca nabopaTtopHbiMu paboTamu, OH AOIDKEH CONPOBOXAATb NPUHATUE BCEX
peLleHnn, KacarLmxca kayecTsa npogykummn. OcHoBononararowmm NpUHLMNOM ns
yOOBIETBOPUTENBHON paboThl NoApa3aeneHnss KOHTPONSA KavyecTBa CYUMTAETCA ero
HEe3aBUCMMOCTb OT NMPOM3BOACTBEHHbIX NoApasaeneHnn (NyHkTbl 5-23 HacToswmx Mpaswun).

O6wme TpeboBaHUA



203. (6.1) B cTpyKType kaxxgoro npon3sBoauTens AOSMKHO ObiTb NOApPa3aeneHne KOHTPons
KayecTBa, He3aBMCUMOe OT ApYrux nogpasgenennin. Pykosoantens 3Toro nogpasgeneHus
AOIMKEH UMETb COOTBETCTBYIOLLYHO KBannumKkaLumo 1 onbiT paboTbl, B €ro NOAYMHEHUN SOMKHbI
HaxXo4MTbCSA OfHA UIM HECKOJSTbKO KOHTPOSIbHbIX NabopaTtopuin. MNoapasgeneHne JOMMKHO ObiTb
obecneyeHo JOCTAaTOUHbIMU pecypcamm, YTOObl rapaHTUPOBaTb, YTO BCE MEPONPUATUA MO
KOHTPOI0 KadecTBa NpoBoaaTcs 3PEEKTUBHO U HAOEXHO.

204. (6.2) OcHoOBHble 0693aHHOCTW PYKOBOAUTENS NOAPa3aAeneHnss KOHTPOA KayecTBa
n3noxeHbl B NyHKTax 24-45 HactoAawumx MNpasun. Ha nogpasgeneHne KOHTPOns kayectsa MoryT
ObITb BO3MOXEHbI MHblEe 0683aHHOCTM, B TOM Yncne pa3paboTka, Banvaauus U BHeAPEHNE BCEX
npoueayp no KOHTPOS KavyecTBa, XpaHeHNEe KOHTPOSIbHbIX 00pa3L0oB MCXO4HOIO ChIpbs,
YyNaKoBOYHLIX MaTepMarnoB 1 Npoaykumnn, obecnevyeHne npaBnnbHON MapKUPOBKM YNAKOBOK C
NCXOOHbIM CbipbeM M NpoAYKUMEN, HabnoaeHne 3a CTabunbHOCTBLIO NPOAYKUMN, yHacTme B
paccrneaoBaHnn NPETEH3UI B OTHOLLEHMM KayecTBa NpoayKumMn. YKkasaHHble 0653aHHOCTH
AOJTKHbI BbINOMHATLCSA B COOTBETCTBMM C YTBEPXAEHHbIMY NpoueaypamMmu 1 npu
Heo6XxoAMMOCTN OPOPMIIATLCA AOKYMEHTANbHO.

205. (6.3) MNpwu oueHKe KadecTBa roTOBOW NPOAYKLUUM AOSMKHbI paccMmaTpuBaTbCs BCe
COOTBETCTBYIOLMNE (PAKTOPbI, BKIOYAA YCIOBUA NPOM3BOACTBA, pe3yribTaTbl KOHTPONSA B
npouecce nNpom3BoAcTBa, 0630p NPON3BOACTBEHHOM AOKYMEHTaUMKM (BKNOYasa JOKYMEHTaLM IO
Ha ynakoBKYy), COOTBETCTBME Cneundukaumnam Ha roToBYH NPOOYKLUMUIO N NPOBEPKY
OKOHYaTEeSIbHOM YNaKoBKM rOTOBOW MPOaYKLNUMN.

206. (6.4) lNepcoHan nogpasaeneHnsa KOHTPONA KadecTBa LOSMKEH UMETb JOCTYN B
NPOV3BOACTBEHHbIE 30HbI Ans 0TOopa Npob 1 NpoBeaeHNs HeOOXOANUMbIX UCCIEeAOBaHUN.

MpaBuna Hagnexawero NnabopaTopHOro KOHTPONSA KayecTBa

207. (6.5) NomeLleHna n obopygoBaHne KOHTPOSIbHbIX NabopaTopuin OSMKHbI COOTBETCTBOBATb
obLWKUM 1 cneumanbHbIM TpeboBaHUAM, NPeabsBSeMbIM K 30HaM KOHTPOINSA KayecTsa,
YCTaHOBMEHHbIM NyHKTaMn 46-91 HacTosawmx MNpasun.

208. (6.6) NepcoHan, nomeLLeHns n obopyaoBaHne nabopaTopun 4OSMKHbI COOTBETCTBOBATL
BMay n o6vemy npon3eoacTBa. B otaenbHbIX cryyYasx AomnyckaeTcs UCMNOoNb30BaHME CTOPOHHMX
nabopaTtopuii Npy yCNoBUN BbINONTHEHUS UMW TPEBOBaHUI, U3NOXEHHbIX B NyHKTax 237-255
HacTosawwmx Npasun, 1 BHECEHNA COOTBETCTBYHOLLNX 3anncen B AOKYMEHTbI MO KOHTPOSO
KayecTBa.

HDokymeHTauus

209. (6.7) [JokymeHTaumsi KOHTPOSbHbIX fTabopaTopun A4OMKHa COOTBETCTBOBATL TPEOOBaHUAM,
N3M0XeHHbIM B NyHKTax 92-134 HacToawumx MNpasun. BaxkHas YacTb 9TON AOKyMEHTauuu
OTHOCUTCS K KOHTPOJTHO KayecTBa.

210. B nogpasgeneHnm KOHTPOIS kKayecTBa OoSmkHa ObiTb Nerko AoCTynHa cneayoLuas
AOKYMEHTaLus:

cneundukaumm; npouenypbl otbopa npoo;

METOAMKN N OKYMEHTbI N0 NPOBEAEHHbLIM UCMbITAHUAM (B TOM YMCE aHanNUTU4ecKme
onepaumoHHble NUCTbI U (M) NnabopaTopHbIE XXypHarbl);

aHanMTU4YecKkne oTyeTbl U (UK) AOKYMEHTbI, NoATBEpKAatoLLMe KayecTBo;



pes3ynbTaTbl MOHUTOPUHIA NPON3BOACTBEHHOWN Cpeabl, rae TpebyeTcs;
NPOTOKONbI Banvgauum MeETOAMK UCTbITAHUIA, TAe NPUMEHMMO;

npoueaypbl U NPOTOKONbI KANMBPOBKN NPUBOPOB U TEXHNUYECKOrO 0BCNYXNMBaAHUSA
obopynoBaHus.

211. (6.8) Iltobas gokymeHTaumsi NO KOHTPOO KayecTBa, OTHOCALLAACS K 3anncsam no
NPOW3BOACTBY CEPUN NPOAYKUUKN, LOMMKHA XPaHUTBLCH B TeYEeHMe OAHOro rofa nocre UctevyeHus
CpOKa rogHOCTU Cepun 1 B TeYEHUE He MeHee MATU NeT Nocre OLeHKN COOTBETCTBUSA cepum
YNOSTHOMOYEHHbIM JIMLIOM B YCTAHOBIIEHHOM nopsigke (NognyHKT "B" NyHKTa 28 HacToALWmX
MpaBun).

212. (6.9) Ina HekOTOpbIX BUOOB AaHHbIX (Hanpumep, pe3yrbTaToB aHaNUTUYECKUX UCTbITaHNUN,
BbIXxO4a rotToBOM NPoAyKLMK, NapaMeTpoB NPOU3BOLACTBEHHON Cpefibl) PEKOMEHAYeTCH XpaHUTb
3anvcu B BUae, No3BosisoLLEeM oLeHBaTh TEHAEHUUN U3MEHEHUS NapaMeTpOB.

213. (6.10) B pononHeHue k nHdopmaLmm, ABRASOLLENCS YacTbo 4OCbE HAa CEPUIO, OOSMKHbI
COXPaHATLCSA U ObITb NErko4OCTYMNHBIMWU APYrMe UCXOOHbIE AaHHbIE, Takne Kak nabopaTopHble
XypHanbl n (Mnun) 3anucu.

OT160p Npo6

214. (6.11) MNpounsBoguTenb AOMKEH OCYLLECTBNATL OTOOP NPob B COOTBETCTBUM C
yTBEPXXAEHHBIMM MpoLeaypammn, KOTopble ONpeaensioT:

cnocob otbopa npobbi;

ncnonb3yemoe obopyaoBaHue;

KonuyectBo obpasua, KOTOpoe AOIMKHO ObITb 0TOOPaHO;

npoueaypbl No pasgeneHuto otobpaHHoro obpasua Ha Yactu (Npu Heo6XoANMOCTN);

TWM 1 COCTOSIHME Tapbl, NUCMOMb3yeMOKn Anisi oTbopa nNpobsbl;

noeHTUgmKaumo Tapbl ¢ 0TobpaHHbIMKM Npobamu 1 Tapbl, U3 KOTOPOKN BblNM 0TOGPaHbI NPOOkLI;

nodble ocobble Mepbl NPeaOCTOPOXKHOCTU, KOTOPbIE HEOBX0AMMO cobntogaTb, 0COBEHHO Npu
oTOope 06pasLOB CTEPUITbHBIX M BPEAHbIX BELLECTB;

YCINOBUSI XpaHEHUS;
npouenypbl N0 OYMCTKE U XpaHeHuto obopyaoBaHus Ans otéopa npob.

215. (6.12) OTo6paHHbIe KOHTPOIbHbIE 06pa3Lbl 4OMKHbBI NPeACTaBnsaATbL CO6oN
npeacTaBUTENbHYIO BbIBOPKY CEPUM MCXOLHOIO ChipbA, YNAKOBOYHbLIX MaTepmnanos Ui roToBON
npoaykuuun. MoryT 6bITb Takke 0TobpaHbl AONOMNHUTENBbHbIE 06pa3Lbl A1 MOHUTOPUHTa
Hanbonee BaXHbIX 3TanoB npoLecca (HanpuMep, ero Havarna unmn oOKOH4YaHus).

216. (6.13) Ha aTukeTke Tapbl ¢ 0oToO6paHHbIMKN 0b6pa3suamMmm 4OSMKHbI ObiTb yKasaHbl ee
cogepxmmoe, Homep cepun, fata otbopa npob, a Takke 0603HaAYEHNE YNAKOBKN, U3 KOTOPOW
3TV Npobbl ObINM 0TOGPaHBI.



217. (6.14) JononHuTenbHble TPeOOBaHNA B OTHOLLEHMM KOHTPOSTbHBIX Y apXMBHbIX 06pasLoB
npueedeHsbl B [NpunoxeHun Ne 18 k HacTosawmm MNpasunam.

NMpoBeneHne ncnbiTaHUM

218. (6.15) MeToanKkn KOHTPONSA KavyecTBa AOMKHbI ObITb BannanpoBaHbl. Bce ncnbitaHus,
npuBeaeHHbIE B PErMCTPaLMOHHOM OOCbE, OOIKHbI ObITb NPOBEAEHBI B COOTBETCTBUM C
YTBEPXXAEHHBIMU METOANKaAMM.

219. (6.16) MNMony4yeHHble pe3ynbTaTbl UCNbITAHMI AOMMKHbI ObiTb JOKYMEHTaNnbHO 0POpPMIEHbI U
NpoBepeHbI A8 rapaHTUM NX COOTBETCTBUA Apyr Apyry. Bce pacyeTbl AOMKHbI TLLATENBbHO
npoBepsATLCS.

220. (6.17) NpoBoguMble UCMbITAHUS OOMKHbI PErMCTPUPOBATLCA C yKa3aHWeM B JOKYMEHTax, B
TOM YmcChne criegyoWmnx JaHHbIX:

a) (a) HaMmeHoBaHMe UCXOOHOrO Cbipbsl, YNAKOBOYHbLIX MaTepMarnoB UnNu NpoayKuum n npu
HeobxoanuMoCTH nniekapcTBEHHON OOPMbI;

6) (b) HOMep cepuun, NPUCBOEHHbBIV NPU NPUEMKe, 1, rae NPUMEHNMO, HOMEpP cepumn
Npon3BOAUTENS, a TaKkke HaMMeHOBaHMe NPon3BOANTENS N (UMW) NOCTaBLLMKA;

B) (C) ccbinka Ha COOTBETCTBYOLLME crieunrkaumm n npoueaypbl UCNbITAHUN,

r) (d) pesynbTatbl UCNbITAHWIA, B TOM Yncre HabnoaeHNs, BbIYUCNIEHUS, N CCbINTKU Ha BCe
AOKYMEHTbI, cofepxalune pesynbTaTbl MPOBEeEeHHbIX aHaNn30B;

A) (e) naTbl NpoBeAEHNSA UCTIbITAHUM;
e) (f) damunum v numymnanel N1y, NPOBOAMBLLNX UCTbITAHUE;

X) (g) dhammnuun 1 nHMumMansl nuu, NPOBEPUBLLUX NPOBELEHNE UCTbITAHUN U pe3yrbTaThbl
BblYUCIEHWI, rAe NPUMEHUMO;

3) (h) oAHO3Ha4YHOE 3aKNYeHNe O Bblgaye paspeLleHnst Unn OTKIIOHEHUM NPoAYKLUMK (Mnn
ApYyroe pelueHne o ctatyce npoaykuun), gata v noannucb OTBETCTBEHHOIO Nnua.

221. (6.18) Bce onepauum no KOHTPOMO B NpoLecce NpoM3BOACTBaA, BKNOYasa Te, KOoTopble
BbIMONHAKTCS B NPOM3BOACTBEHHOWN 30HE NMPOM3BOACTBEHHBLIM NEPCOHANIOM, HE0BX04MMO
OCYLLECTBNATb B COOTBETCTBMM C METOAMKAMM, YTBEPXKAEHHLIMW NoApa3aernieHneM KOHTPOnS
KayecTBa, a Ux pe3ynbTaTbl JODKHbI ObITb 0POPMMAEHbI LOKYMEHTabHO.

222. (6.19) Ocoboe BHMMaHNe HeobxoaMMO yAENATb KavyecTBy nabopaTopHbIX peakTUBOB,
MepHon nabopaTopHON NOCyAbl U TUTPOBAHHBLIX PACTBOPOB, CTAaHAAPTHbIX 06pPa3LuoB n
nuTaTenbHbIX cpeq. VX npurotoBneHne n nogrotoBka AOMKHbI COOTBETCTBOBAThL TpeboBaHNSM
YTBEPXKAEHHbBIX MHCTPYKLINNA.

223. (6.20) JlabopaTopHble pacTBOPbI PEaKTUBOB LOSMKHbI UMETb MapPKUPOBKY C yKa3aHUeM
AaTbl NPUrOTOBIIEHMS U C NOANMUCAMM UCNONHUTENEN. Ha aTnKeTke AomKkeH BbITb yKa3aH CpoK
ro4HOCTU HECTabUITbHBIX PEaKTUBOB M NUTATENbHbIX Cpea U cneunguieckne ycrioBumst Ux
XpaHeHus. [Ina TMTPOBaHHbIX pacTBOPOB HEOOXOANMO yKasbiBaThb AaTy NOCNeaHEro
YCTaHOBIIEHUA TUTPA U COOTBETCTBYIOLLUNI NONPaBOYHbIN KOIPULNEHT.



224. (6.21) Mpn HeoBxoaMMOCTM Ha Tape crnenyeT ykasblBaTb AATy NOMyYEeHUs Kaxgoro
BeLLeCTBa, MCMOMb3yeMOoro Ansa npoBefeHns UCNbITaHUA (Hanpumep, peakTMBoB U
CTaHAapTHbIX 06pasLoB), C COOTBETCTBYIOLLMMUN UHCTPYKLUMSIMU MO €ro UCMOMb30BaHUIO U
XpaHeHuto. B HEKOTOpbIX Cry4asix nocne nonyyeHns unm nepes Ncnonb3oBaHneM peakTnea
MOXET BO3HWKHYTb HEOOXOANMOCTb NPOBEAEHUS €0 UCNbITAHUS HA MAEHTUYHOCTb U (UNnn)
APYroro UcrbITaHus.

225. (6.22) )KUBOTHbIE, UCMOfNb3yeMble A4S KOHTPONSA KOMMNOHEHTOB, UCXOL4HOIO ChIpbs UMK
NpoAyKuuK, SOMKHbI NPU HEOBXOAMMOCTIN NOoMeLLaTbCA B KAapaHTUH nepes Havyanom paboTsl ¢
HUMW. YXOA 33 XXMBOTHBbIMU U UX KOHTPOSb AOSMKHbI BbITb OpraHn3oBaHbl TakuMm ob6pasom,
4yTO6bl 06ECneyYnTb NX NPUrOAHOCTbL ANA NCNONb30BaHUA NO Ha3HayYeHN0. XKNBOTHbIE JOIDKHbI
ObITb MapKMpPOBaHbI, @ AaHHbIE O NpeaLecTByoLen paboTe ¢ HUMK SOMKHbI BbiTb OPOPMIEHDI
AOKYMEHTaIbHO.

Mporpamma nocneayouwero n3y4yeHus CTabmunbHOCTH

226. (6.23) Nocne Bbinycka B obpalieHne HeobxoanmMo NPoOBOANTbL MOHUTOPUHI CTAabMNBHOCTH
NIeKapCTBEHHOrO npenapara B COOTBETCTBUM C MPOrpamMmmMoNn, KoTopasi NO3BOSIUT BbISIBUTb Kakme-
nnbo npobnembl co CTabunbHOCTLIO NEKapCTBEHHOIO nNpenapaTa A4aHHOro coctaBa B
noTpebunTenbCkon ynakoBke (Hanpumep, U3MeHEHNa coaepXaHus npumecen unu npoduns
pacTBOpPEHUS).

227. (6.24) Lenbto nporpammbl NOCneayoLero n3y4eHnsa ctabmnbHOCTU SBRSIETCA MOHUTOPUHT
NeKapCTBEHHOro npenapara B Te4eHne BCero cpoka rogHoCTu 1 onpeaerieHme Toro, YTo OH
COOTBETCTBYET CBOEN crneumdukaunm npyu cobniogeHnm yerioBun XpaHeHus, yKkasaHHbIX B
MapKpPOBKE.

228. (6.25) BblweykasaHHble TpeboBaHNSA OTHOCATCS, FMaBHbIM 00pa3oM, K roTOBbIM
NeKkapCTBEHHbIM NpenapatamM B NOTpebuTenbCKom ynakoBke, HO HEOBXOOUMO TaKKe BKIOYUTb
B NporpaMmy nocrnenyroLlero ndydeHms ctabunbHocTn HepacdacoBaHHy npoaykumio. B
YaCTHOCTU, ecnn HepacacoBaHHY NPOAYKLUMIO XPaHAT ANMTENbHOE BPEMSA A0 YNaKOBKU U
(vnn) nepegaym ¢ NPoN3BOACTBEHHOMO y4acTka Ha y4acTOK YyNakoBKU, HEOOXOANMO U3YUYnTb U
OLEHUTb BNMsIHME 3TOro pakTopa Ha CTabunbHOCTb rOTOBOW MNPOAYKUMM MPU COOTBETCTBYHOLLMX
napameTpax oKpyXatoLen cpeapl. YkazaHHoe TpeboBaHMe NpMMeEHSeTCs Takke K
NPOMEXYTOYHOWN NPOAYKLNN, KOTOPAs XpPaHUTCS U UCMNOMb3YeTCHa B TeYeHe ANUTENbHOro
nepuoga. ViccnegoBaHme ctabunbHOCTM NEKapCTBEHHOIO Npenapara, KOTOpbIA FOTOBUTCS
HenocpeacTBEHHO nepea NpMMEHEHNEM, NPOBOAAT Npu pa3paboTke NekapCTBEHHOrO
npenapara. BknioyeHne Taknx nekapCcTBeHHbIX NpenapaToB B MPOrpaMmmy nocreayoLwero
n3yyeHns ctabunoHocTn He Tpebyetca. OgHako, ecnv NPUMEHMMO, MOXET NPOBOANTLCS
nocnegyollee n3yyeHme cTabunbHOCTM Takoro npenapara.

229. (6.26) MNporpamma nocneayroLero ndydeHust ctabmnbHOCTM AoMKHa BbITb 0dopmieHa
AOKYMEHTarIbHO B COOTBETCTBUMN C TPEOOBAHNAMM, YCTAHOBIIEHHbIMU NyHKTamun 92-134
HacToswwmx MpaBun, a pesynbtaTthl paboTbl 0bopMneHbl B Buge otyeta. ObopyanosaHue,
ncnonb3yemMoe Angd n3yvyeHusi ctabmnbHOCTH (B YaCTHOCTU, KNMMaTUYECKUE KaMepbl), AOIDKHO
ObITb KBANMUUNPOBAHO M AOSMKHO 06CNYKMBATLCS B COOTBETCTBUM C TpeboBaHMsaMMY,
YyCTaHOBMEHHbIMU NyHKTaMn 46-91 HacToswmx Mpasun u MNpunoxeHnem Ne 15 K HacToAWMM
MpaBunam.

230. (6.27) OTtyeT 0 paboTe No nporpaMmme NocrnenyoLero n3y4yeHmsi CtTabunbHOCTU LOMKEH
BKMOYaTb B cebs BeCb Nnepmnoa 40 UCTEYEHNA CpoKa roAHOCTU NPOAYKLUMN 1 cCoaepXaTb, B
4YaCTHOCTM, crneaytoLme AaHHbIe:



HoMep(a) cepun() AnNa pasnmMyHbIX JO3UPOBOK U pa3HbIX pa3mMepoB CEPUN, rae NPUMEHUMO;

AaHHble 0 PU3NYECKUX, XUMUYECKUX, MUKPODOMOOrnyeckmx n Gnonornyecknx metogax
NCMbITAHUN;

KpUTEPUN NPUEMITEMOCTH;
CCbIIKN Ha MEeTOAbl UCTIbITAHUIA;

onvcaHue B1aa yrnakoBKu;

NepMoaNYHOCTb UCTbITAHWUI (TOYKM KOHTPOSSI BO BPEMEHN);

onncaHue yCnoBui XpaHeHust (He06X04MMO UCMONb30BaTh CTaHAAPTU3UPOBAaHHbIE B
HOpPMaTMBHbIX NPaBOBbIX akTax Poccuiickon degepaumnmn ycnosus Ans AnUTeNbHOro UCNbITaHUS
CTabubHOCTM, COOTBETCTBYOLLME AaHHBIM PEFMCTPALMOHHOIO A0Che);

Apyrne HeobxoauMmble nokasaTenu, cneunduryeckme ons 4aHHOro NieKapCTBEHHOro npenapara.

231. (6.28) OT1yeT 0 paboTe No nporpaMmme nocnenyrLero N3y4eHnss CTabunbHOCTU MOXET
OTNMYaTbCHa OT OTYETa O NEpPBOHAYaIbHOM ANUTENBHOM UCMNbITAHUM CTaBUNBHOCTH,
npeacTaBfieHHOro B permMcTpaumMoHHOM A0Cbe, MPpU YCrioBUN 06OCHOBAHNSA 1 AOKYMEHTasbHOro
odpopMIieHMs B OTYeTe (B TOM YUCHE OTNIMYUSA B NEPUOANYHOCTUN UCTIbITAHUN).

232. (6.29) Yuncrno cepuin 1 NEPUOANYHOCTb UCTbITAHMI A0MKHBI 06ecneynBaTb JOCTATOYHbIN
00beM JaHHbIX ANsl NPOBEAEHNS aHanM3a TEHAEHUMIA n3MeHeHus. B nporpammy
nocrenyoLwero N3y4eHns eXXerogHo AoSMKHa BKITOYATbCS, Kak MUHUMYM, O4Ha cepust
NPOM3BEAEHHOMO NIEKAPCTBEHHOIO Npenapara B KaXXaon 403MPOBKE N B KaXXOOM Buae
NepBUYHON yNakoBKW. ICKNIOYeHMeM ABNAOTCS Criyvyaun, Koraa B Te4eHne roga He NponsBeaeHo
HW OQHOW CEpUM AaHHOrO fIEKapCTBEHHOrO npenaparta, ecnvm nHoe He 6yaeT 060CHOBaHO
npounssogutenem. [1ns nekapCTBEHHbIX NpenapaTtos, nocreayruee n3ydeHne ctabunbHoOCTm
KOTOpbIX TpebyeT MCNONb30BaHNSA XXUBOTHbIX M HE CYLLIECTBYET anbTEPHATUBHBIX
BanNMAMPOBAHHbBIX METOAUK, NEPUOANYHOCTb KOHTPOSIS MOXET ObITb yCTaHOBNEHA Ha
OCHOBaHMN OLIEHKN pUCKOB. MoryT ncnonb3oBaTbCs paMOYHble UM MaTPUYHbIE CTPYKTYPbI Mpn
AOKyMeHTarbHOM 0hopMMeHnn, ecnm nx NPUrogHOCTb COOTBETCTBYHOLLMM 006pa3omM Hay4HO
obocHoBaHa.

233. (6.30) B HekoTOpbIX criydasax B nocrenytollee ndyyeHme ctabunbHOCTU SOSMKHbI
BKMOYATLCA AONONHUTENbHBIE cepun. B yacTHOCTM, nocneaytouiee ndyyeHne ctabunbHOCTH
HeobxoanmMo NPoBOANTL NOCHe MBOro 3HaYNTENBHOTO U3BMEHEHNS UM 3HAYUTENBHOMO
OTKITOHEHNS B NpoLecce NpoM3BOACTBA UMM YNAKOBKU. OTO e OTHOCUTCA U K NoBbIM
onepaumsam rno NoBTopHoM obpaboTke, nepepaboTke Unn pereHepaunu.

234. (6.31) PesynbTaThbl NOCneayoLwero n3y4eHns ctabunbHOCTU OOMKHbI ObITb AOCTYMHbI
OTBETCTBEHHOMY MEepPCOoHany n 0CoO6eHHO YNONHOMOYEHHOMY(bIM) nnuy (vuam). Ecnu
nocrnegytollee n3yvyeHme ctabunbHOCTM OCYLLECTBNAETCA HE HA MecTe NPON3BOACTBA
HepacacoBaHHOW UM FOTOBOW NPOAYKLUKN, TO MEXAY Y4aCTBYHOLMMN CTOPOHAMU AOSHKHO
ObITb 0POPMIEHO COOTBETCTBYIOLLIEE CornalleHre. Pe3ynbTaTthl NOCNEeAyoLWero n3y4eHus
CTabUNbHOCTN JOMKHbI HAXOANTLCA HA MeCTe NPOM3BOACTBA A5 NpeAcTaBreHns
YyNONHOMOYEHHOMY dheeparibHOMY OpraHy UCMNOMHUTENBHON BNAcTMy.

235. (6.32) MNpounssoguTenb AOSMKEH aHaNM3MpoBaTh Cyyau Bbixoda 3a npenensbl
crneumdukauumn n CyeCcTBEHHbIE HETUMMYHbIE TeHaAeHUMW. JTlobon NoATBEPXKAEHHbIN BbIXO 3a



npegensl cneuMukaumm nnm CyLeCTBeHHbIe HeraTUBHbIE TEHOEHLUMN OOMKHbI JOBOAUTLCA A0
cBeLeH1s YNorTHOMOYEHHOro heepanbHOro opraHa UCNoNHUTENbLHOM BnacTn. B cooTBeTCTBUU
¢ TpeboBaHUAMM, YCTAHOBIEHHbIMU NyHKTamMK 256-272 HacTosawmx Npasun, a Takke npu
KOHCYrbTauuun ¢ ynorHOMOYEeHHbIM doefieparibHbIM OpraHOM UCMOSTHUTENbHOW BNacTu cnegyeT
paccMOTpPeTb BO3MOXHble AeACTBUSA B OTHOLLUEHUN CEPUN, HAXOASALLMXCH Ha PbIHKE.

236. (6.33) 3akno4eHns No N3y4eHno CTabunbHOCTKN, B TOM YUCNE NPOMEXYTOYHbIE BbIBOAbI,
AOIMKHBbI 0POPMIIATLCA AOKYMEHTanbHO. [laHHble No cTabunbHOCTM cnegyeT noasepraTb
nepuoanyeckomy o63opy.

HdeaTenbHOCTb, NepegaBaeMas AnNs BbINOJIHEHUA OPYron opraHu3auum (ayTCOPCUHT)
(Fnaea 7)

MpuvHUKMN

237. JTtobasn gesaTenbHOCTb, HAa KOTOPYH pacnpocTpaHATCs HacToswme Mpasuna n kotopas
nepegaHa gpyrov (CTOpOHHeN) opraHu3aumm (nepegaHa Ha ayTCOPCUHS), Haaiexallmm
obpa3om onpeaensieTcs, CornacoBbIBAETCA U KOHTPONMPYETCH BO n3bexaHne pasHOUTEHUN,
CMOCOBHLIX MPUBECTU K HEYAOBNETBOPUTENBHOMY KayeCcTBY NPOOYKUMN NI BbINOSTHAEMbIX
paboT. [loroBop Mexay 3akazymMkOM U UCMONTHUTENEM 3aKITOYAETCH C YKa3aHUEM YETKO
onpeaeneHHbIX 06A93aHHOCTEN KaXgon U3 CTOPOH M NpeaycmaTpuBaeT Nopsaok AeNCTBUA U
OTBETCTBEHHOCTb YNOMHOMOYEHHOrO NMua 3a Bblgady paspeLleHmnst Ha BbiMyCK KaXaon cepum

NPOoAYyKUMK.

238. TpeboBaHus, ycTaHOBMEHHbIE NyHKTaMn 237-255 HacToawmx MNpaBun, He OTMEHSIOT
COOTBETCTBYHOLLMX 0051I3aHHOCTEN Npon3BoanTeNnen nNo GOpMUPOBAHUIO PErUCTPALMOHHOIO
A0Cbe N HEOBXOOMMOCTUN HaNN4Ms NULEH3MM HA NPOU3BOACTBO NEKapCTBEHHbIX cpeacTB. OHM
He ycTaHaBnMBaloT OTBETCTBEHHOCTb UCNOSMTHUTENSA N 3aKa3ynka nepen notpedbutenem,
KoTopas onpeneneHa UHbIMY HOpMaTUBHbLIMW NpaBoBbIMKU akTamu Poccunckon denepaumn.

O6Gwue TpeboBaHMA N peKoOMeHZauum

239. (7.1) B poroBop, N0 KOTOPOMY OCYLLECTBSAETCSA nepefayvya gesaTenbHOCTU Ha ayTCOPCUHT,
pekoMeHayeTCsa BKoYaTh YKazaHna Ha NpoayKumio, paboTbl Unn yCrnyrn, ocyLlecTBrneHne
KOTOpPbIX NepesaeTcs Ha ayTCOPCUHT, a TakKe BCe CBA3aHHbIE C TAaKOM AeATENbHOCTbIO
TEXHUYECKME U MHbIE COrMnaLleHns K JOroBopy.

240. (7.2) JoroBop, N0 KOTOPOMY OCYLLECTBNSAETCA Nnepegaya AesaTenbHOCTM Ha ayTCOPCUHT, a
TaKke Bce NPeasIoXeHHbIE N3MEHEHNA TEXHNYECKMUX UMW UHbIX COrfaLleHnin OOSDKHbI
COOTBETCTBOBATb 3akoHoAaTesnbcTBy Poccunckon denepaunm n pernctpaumoHHOMY 0Cbe Ha
COOTBETCTBYHOLLYIO MPOAYKLMIO.

241. (7.3) Ecnu ropmuanyeckoe nmuo, Ha UMs KOTOPOro BbldaHO pernctTpaunoHHoe
yOOCTOBEPEHME, U NPOU3BOANTENb HE ABNAIOTCSA OAHON OpraHM3aumen, To Mexay HUMm
AOJTKHbI BbITh 3aKMO4YEeHbl COOTBETCTBYIOLLME COrMNaLleHNs C y4eTOM MOSIOXKEHUN,
YCTaHOBMEHHbIX NyHKTaMun 237-255 HacTosawmx [Npasun.

3aka3umk
242. (7.4) PapmaueBTUYECKas CUCTEMA KavdeCcTBa 3aka34ymka LOMKHa BKIoYaTh B cebs

KOHTPOIb 1 NPOBEPKY N0OOIN AESATENBHOCTU, NepeaaHHON Ha ayTCOPCUHT. 3akasyunk
rapaHTMpyeT NpoBeAeHNe KOHTPONS AeATENbHOCTU, NepeaaHHOM Ha ayTCOPCUHT. JTOT



KOHTPOJIb AOJKEH BKIMHOYaTb NMPpUHUWUNBLI YynpaBneHna puckamMmm ana Kavyecrtsa U y4YUTbIBaATb
HWXenpmBegeHHbIE MONToXXEHNA.

243. (7.5) o nepenayn oeaTenbHOCTM Ha ayTCOPCUHT 3aKa3ymnk JoSmkeH yoeantecs B
NpPaBoCNOCOBHOCTUN UCMOMHUTENS (B TOM YUCIE B HANMYUKM Y HEFO HEOBXO4MMON B
COOTBETCTBUM C 3aKOHOOATENLCTBOM Poccuickon ®eagepaumm nnuueH3nm), B ero
KOMMNETEHTHOCTU 1 Hanu4ynumn y Hero BO3MOXXHOCTM BbIMOMHUTL 0b6A3aTenscTBa no JOroBopy
Hagnexawum obpasom B COOTBETCTBUM C TpeboBaHuAMUN HacToswmx Mpasun. PekomeHayeTcs
TaKxe BKMYaTb B 0rOBOP NosoxeHus, obecnevmsatoLine BbinosiHeHne TpeboBaHum
HacTosawwmx MNpasun.

244 (7.6) 3aka3uunk SOMMKEeH NpeaoCTaBUTb UCMOMHUTESIO BCIO MHAPOPMaLUIO U CBEAEHUS,
HeobxoauMble ONst HaANeXxallero NCNofHEHNA NpeayCMOTPEHHbIX JOroBOPOM 00513aTenbCTB B
COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuiickon ®egepaumm n permctpaumMoHHbIM 4OCbE.
3aka3uyuvK OOIMKEH rapaHTUpPOBaTh, YTO UCMNONHUTENDb MOSHOCTLIO OCBEAOMIEH 060 BCEX
drakTopax, CBA3aHHbIX C NPOAYKUMEN NN OEeATENBHOCTLIO, NepegaBaeMon Ha ayTCOPCUHT,
KOTOpble MOTyT NpeacTaBNATb ONACHOCTb AN ero NoMeLLeHnn, obopyaoBaHus, NnepcoHana,
NCXOLHOrO CbIPbSA UNW APYron NPOAYKLUMK.

245. (7.7) 3aka3uyuk JOIMKeH KOHTPONMpoBaTh U NPOBEPSTb AENCTBUSA UCMIONHUTENS, a TakKe
BHeApeHWe UCnonHuTenem fmoboro HeobxoaNMOro yny4LleHus.

246. (7.8) 3aka3uuk aBNseTCss OTBETCTBEHHbBIM 3a NMPOBEPKY U OLEHKY 3anucen u pesynbLTaTos,
CBSI3aHHbIX C AeATEeNbHOCTbIO, NepeAaHHON Ha ayTCOPCUHT. 3aka3umk JOmKeH ybeanTbea
CaMOCTOATENBHO UMM Ha OCHOBaHUKM NOATBEPXOEHUSA YNONHOMOYEHHOIO Nnua UCNoSTHUTENS,
YTO BCS MPOAYKUMS U MaTepmarbl, MOCTaBEHHbIE EMY UCMONHUTENEM, OblNM NPON3BEAEHbI B
COOTBETCTBUM C HacTosAwmMMm [NpaBunamm n permcTpaLmoHHbIM LOChe.

UcnonHuTtenb

247. (7.9) VicnonHntenb JOMKEH UMeTb HEOOXOANMbIE 3HAHWUS, OMbIT U KOMMNETEHTHbIN
nepcoHan, a Takke pacnoniaratb COOTBETCTBYHLLMMUN NOMELLEHNAMU, 06OpyaoBaHNEM AN
Hagnexawero ncnosiHeHmst 06sa3aTensCTB No LOroBopy.

248. (7.10) VicnonHnTenb JOMmKeH yAOCTOBEPUTLCH, YTO BCA NpefocTaBneHHas eMy npoaykums,
NCXOQHOE CbIpbe, YNaKoBOYHbIE MaTepuanbl U CBEAEHUSA NPUroAHbl AS UCMOMb30BaHNUS Mo
Ha3Ha4YeHuo.

249. (7.11) VicnonHnTenb He OOMMKEeH nepegaBaTth TPETbEW CTOPOHE paboThbl UK YCIyTN,
nopy4eHHble eMy No Aoroeopy, 6e3 npeaBapuTENbLHOrO PaCCMOTPEHUSA 1 COrNacoBaHus
3akas4dmkoMm. [Npun 3aknoyeHnn cornalleHmnsa Mexzay UCnonHnuTenemM n TpetTben CTOPOHOMN
AOIKHa ObITb 0becneyeHa rapaHTust TOro, YTo MHOPMaUms, BKNoYasi cBeaeHust 06 oLeHke
COOTBETCTBUSA TPETbLEN CTOPOHbI, MPEOCTABNAETCA TakuM e 06pa3oMm, Kak mexay
nepBoOHavanbHbIMU 3aKa34MKOM U UCMONHUTENEM.

250. (7.12) VicnonHnTenb He OOMKeH NPOU3BOANTb HECAHKLMOHUPOBAaHHbIE U3MEHEHUS,
BbIXOASLLME 32 paMKu JOroBopa, NoCcKOMbKy 3TO MOXET HebnaronpuAaTHO NOBMUATL Ha
KayecTBO paboT, NPOBOAMMbBIX A11S 3aKa3yuka.

251. (7.13) VicnonHutenb JOMmKeH NOHUMAaTb, YTO paboTbl, NnepegaBaeMble Ha ayTCOPCUHT,
BKIOYas NpoBeaeHne aHanmaa no 4OoroBopy, NPOBEPSOTCA YNONHOMOYEHHbIMU
denepanbHbIMU OpraHaMmn UCMNOSTHNTENBHOW BNacTu.



[dorosop

252. (7.14) Mexay 3aka3ynmkom v UCNOSTHUTENEM A0SKEH ObITb 3aKmo4eH JOroBOp, B KOTOPOM
pekoMeHayeTcsa onpeaennTb X B3anMHble 06a3aTenbLCcTBa U Npouenypbl nepegayn
NHdOpMaUuK, CBA3aHHbIE C OeATENbHOCTLIO, NepegaBaeMon Ha ayTCOPCUHT. TexHn4eckme
acneKkTbl A4OroBopa AOMKHbI COCTaABNATLCA NMUAMU, MMEOLLMMN COOTBETCTBYHOLLME 3HAHWS,
CBsi3aHHbIE C OeATENbHOCTbIO, NepefaBaeMon Ha ayTCOPCUHT, U HacTosawmmu NpaBunamu.
CornacoBaHHble CTOpPOHaMK YCrOBUsSl AOroBopa U BCE CBA3AHHbIE C JOTOBOPOM TEXHUYECKUE U
WHble cornalleHns, OMKHbI COOTBETCTBOBATL 3akoHoAaTeNnbCTBY Poccumnckon degepaumm mn
perncTpaumoHHOMY A0Cbe.

253. (7.15) B poroBope pekomeHayeTca ykasblBaTb, Kakasi U3 CTOPOH OTBEYAET 3a KaXAbli aTan
AEeATEeNbHOCTU, NepefaBaeMor Ha ayTCOPCUHT (Hanpumep, ynpaBrieHne 3HaHNAMK, NePEHOC
TexHonorun, obecnevyeHne Leny NOCTaBOoK, 3aKNiOYeHNe JOroBopa C TPETbEN CTOPOHOW,
3aKynKy MCXOOHOrO Cblpbs, MaTepMarnoB U UX KA4eCTBO, NPOBEAEHNE UCTbITAHWIA U Bblaavy
paspeLleHmns Ha UCMONb30BaHNE MCXOOHOrO Cbipbs M YNaKOBOYHbIX MaTtepuanos, NpoBeaeHne
NPOV3BOACTBA M KOHTPONA KayecTBa (BKNOYasi KOHTPOSb B Npouecce NpomM3BoaCcTBa, 0THop
obpasuoB 1 nx aHanua).

254. (7.16) Bce 3anucu, cBa3aHHble C AeATENbHOCTLIO, NepefaBaeMon Ha ayTCOPCUHT,
HanpvmMep, 3anMcun NPoM3BOACTBA, aHanm3a u peanusawlmm NpoayKLmm1, a Takke
COOTBETCTBYHLLNE KOHTPOSIbHbIE 06pa3sLbl AOMKHbI XPAaHUTBLCA Y 3aKasunka, Uinm 3akasdmk
AOIMKEH UMETb K HUM JocTyn. JTiobble 3anncu, OTHOCALLUMECS K OLleHKe KavyecTBa NpoayKLumu, B
crny4vae npeabsBnNeHNsa NpeTeH3nin, npeanonaraemoro HECoOOTBETCTBMSA TpeboBaHMSM Unn npu
paccnegoBaHuy B crnydae npeanonoXeHns o panbcudukaumm npoayKumnm OIMKHbI ObITb
AOCTYMHbI 3aKa34vuKy 1M TOYHO onpeerneHbl B ero COOTBETCTBYIOLMX Npoleaypax.

255. (7.17) B poroBope pekomeHayeTcs npegycmMaTpmBaTth NpPaBo 3aka3dnka Ha ayauT
nepegaBaemMon Ha ayTCOPCUHI AeATeNbHOCTU, KOTOpas BbIMOMHAETCS UCMOMNHUTENEM UMK
B3aMMHO COrfiacoBaHHOW TPeTben CTOPOHOWN.

MpeTeH3un n ot3bIB Nnpoaykuun (Fasa 8)
MpuvHUKMN

256. Bce npeTeH3um n nHdopmauus, kacarowmecs notTeHunanbHO HegobpokayeCTBEHHbIX
neKkapCTBEHHbIX CPEACTB, TWAaTENbHO paccrneayTcs B COOTBETCTBMU C YTBEPXKAEHHbIMM
npoueaypamu. NponssoguTtens MMeeT cucteMmy ObICTPOro U apPEeKTUBHOIO OT3bIBa C PbIHKA
NPOAYKUUN C BbISBIIEHHLIMW UIK NpeanosiaraeMbiMy HapyLLEHNAMM KayecTBa.

MpeTeH3un

257. (8.1) MNpounssoguTtenb AOMKEH Ha3HaA4YMUTb paboTHMKA, OTBETCTBEHHOIO 3@ pacCMOTPeHne
NPeTEH3UI U NPUHATUE PELLEHUI, UMEIOLLEro NpaBo NpUBNeKaTb HEOH6Xo4MMbIV NepcoHarn.
Ecnu a1oT paboTHWK He ABNAeTCA YNONHOMOYEHHbIM fINLOM, TO YMOSTHOMOYEHHOE NNLLO
AOJIMKHO ObITb NOCTABMEHO B M3BECTHOCTL 000 BCex (hakTax npeabsBreHnst NpeTeH3un,
paccnegoBaHuii 1 OT3bIBOB NPOAYKLMWW.

258. (8.2) [encTtBnsa No pacCMOTPEHMIO NPETEH3UN Ha NOTEHUMANbHO He4OOpPOKa4YeCTBEHHbIE
NleKapCTBEHHbIE CPeacTBa M MO NPUHATUIO pelleHnsa 06 oT3biBE NPOAYKUNN LOSMKHbI ObITb
N3I10XeHbI B COOTBETCTBYIOLNX YTBEPXKAEHHbBIX NpoLeaypax.



259. (8.3) Illobas npeTeH3ns No KayecTBy NPOAYKUMM A0IMKHA ObiTh 3apernctTpupoBaHa ¢
yKa3aHMeM MCXOOHbIX AaHHbIX U TWaTenbHo paccrnegosaHa. K aton paboTte, kak npasuIio,
crnefyeT npueBnekaTtb NMLO, OTBETCTBEHHOE 3a KOHTPOSb KadYeCcTBa NPOAYKLUN.

260. (8.4) Ecnu obHapy>xeHO 1nn nogo3peBaeTcs HECOOTBETCTBUE KavecTBa Kakon-nnbo cepum
NpoAyKUUN YCTaHOBMNEHHbIM TpeboBaHNAM, HEOHXOAMMO NPUHATL peLLEHNE O NPOBEpPKe
aHanornyHbIX CepuK, a TaKkke TeX CEPU, KOTOPbIE MOTYT BKNOYATb NPOAYKTbI, MONyYEHHbIE NPU
nepepaboTke HegoOBpOKa4YECTBEHHOW CEPUMN.

261. (8.5) PewweHuns n mepsbl, NpUHATLIE NO pedynbTatam pacCMOTPEHUS Nobon NpeTeH3uu,
AOJIMKHbI ObITh 3aperncTpupoBaHbl U BKNOYEHbI B COOTBETCTBYIOLLIEE AOCHE Ha CEPUIO.

262. (8.6) 3anncu paccMOTpeHUs NpPeTeH3n AOSMKHbI PErynsipHO aHann3npoBaTbCs C LeSbio
BbISIBNIEHNA cneumdnyYecKnx 1 NoBTOPSOLWLMXCA (akTOPOB, KOTopble TpebytoT 0coboro
BHMMaHNA 1 MOTYT NPUBECTU K OT3bIBY NPOAYKLUN.

263. (8.7) Ocoboe BHMMaHWEe HEODXO4MMO YAENATb OLEHKEe TOro, SBMSETCA NN NPUYNHON
npeTeH3nn danscnudukaums NPoayKUnN.

264. (8.8) B cnyyae ecnu npoussoanTens NnpeanpuHMMaeT 4eNCTBUSA, ABNAOLMNecs
cneacTBMEM BO3MOXKHbIX OLLMOOK B MPOM3BOACTBE, YXYALLEHNSA Ka4yecTBa NpoayKUumu,
BbIsiIBNEHNS hanbcndmumpoBaHHON NPOAYKLUUN MU OPYTMX CEPbE3HbIX NPOGeM, CBSA3aHHbIX C
Ka4yeCTBOM MpOoAYKLUMU, AOITKEH BbITb MPONH(POPMMPOBAH COOTBETCTBYHOLLNIA YNONTHOMOYEHHbIN
doenepanbHbIA OpraH UCNONMHUTENBHOM BNacTu.

OT13bIB NnpoayKuumn

265. (8.9) MNpounssoguTenb AOMKEH Ha3HA4YUTb paboTHUKA, OTBETCTBEHHOIO 3@ CBOEBPEMEHHbIN
OT3bIB NPOAYKLUMNN C PbiHKA, MMEIOLLErO NpaBo NpuBrekaTtb Heobxoammbln nepcoHan. Kak
npaBumno, 3TOT paboTHMK AOMMKEH ObITb HE3aBMCUMbIM OT NogpasaeneHnin peanusaunm u
MapkeTuHra. Ecnun aToT paboTHUK He ABNSETCS YNOSTHOMOYEHHbBIM JIULOM, TO YNOJTHOMOYEHHOE
L0 O0SMKHO ObiTb 0OCBEAOMITIEHO 0060 BCex hakTax 0T3biBa NPOAYKLMN.

266. (8.10) Mopsipok oT3biBa NPOAYKUMM AOMKEH ObITb pernaMmeHTUpoOBaH yTBEPXKAEHHON
npouenypou, KOTOpyo crneayeT perynsipHo NPoBepPsiTb 1 NPy HEOBXOANMOCTHU nepecMmaTpmnBaThb.

267. (8.11) OT3bIB NPOAYKLNN SOSMKEH OCYLLECTBNATLCA ONepaTMBHO U B Ntoboe Bpemsi.

268. (8.12) KomneTeHTHble OpraHbl BCeEX CTpaH, KyAaa bbina HanpasneHa NpoayKumns, JOSKHbI
ObITb HEMEAIEHHO NH(POPMUPOBAHBI O NPUHATUM peLleHnsa 06 OT3biBe NPOAYKUUN B CBA3M C
nogo3peHnem unm obHapyXeHMem HeCOOTBETCTBMUSA ee KayecTBa.

269. (8.13) 3anncu no oTrpyske JOMKHbI 6bITb AOCTYMNHbBI NULY (Nnuam), OTBETCTBEHHOMY(bIM)
3a OT3bIB NPOAYKLUMU, U coaepKaTb AOCTATOUYHYO nHopMaumo 06 opraHMsaumsix ONToBOW
TOProBMnM NeKapCTBEHHbIMM CPEACTBaMU U NPSAMbIX 3aka34vmkax (agpeca, Homepa TenedoHOB K
(vnn) dpakcos B paboyee n B Hepaboyee Bpems, HOMepa cepuin n 06bembl NOCTABOK), BKIHOYAS
9KCMOPTHbIE NOCTaBKM M NOCTaBKM 06pa3L0B NekapCTBEHHbIX CPEACTB.

270. (8.14) OTo3BaHHY0 NPOAYKUNIO HEOBXOAMMO NPOMapPKNPOBATb U XPaHUTb OTAENBbHO B
BGe3onacHon 30He BMMOTb 40 NPUHATUS peLleHns O ee AanbHenLweM UCnorb3oBaHUU Unu
YHUYTOXEHUMN.



271. (8.15) NocnepoBaTenbHOCTb AENCTBUN NPU OT3bIBE NPOAYKUMM A0IMKHA ObiTb 0opMIeHa
AoKymeHTanbHO. OKOHYaTesbHbIM OTYET JOSPKEH coAepXaTb MaTtepuarnbHbii 6anaHc mexay
KONMYeCTBOM MNOCTaBMeHHOW 1N BO3BPALLEHHOW NPOAYKLUMN.

272. (8.16) OpPeKTUBHOCTb MEPOMPUSATUI MO OT3bIBY NPOLYKLNN SOSMKHA PErynspHo
aHanun3anpoBaTbCS.

CamouHcnekuus (Fnaea 9)
MpuvHUKMN

273. CaMomnHCcneKumMst NpOBOANTCS C LIENbIO MPOBEPKU BbINOSIHEHUSI MPON3BOANTENEM
TpeboBaHun HacTosLwmx MpaBun 1 NpeanoXxeHns HeOHBXOANMbIX KOPPEKTUPYHOLLMX OENCTBUN.

274 (9.1) Bonpocbl, kacarowmecsa nepcoHana, nomMmeLleHnn, obopyaoBaHus, JOKyMeHTauuu,
TEXHONOIMMYeCKOro npouecca, KOHTPONS KadecTBa, peannu3aunmn nekapCTBEHHbIX CPeacTB,
MEpONpUATUIA NO paboTe C NPETEH3UAMU, OT3bIBOB NPOAYKLUM, a TaKKe AeATENbHOCTU MO
npoBeaEeHNI0 CAMOWUHCNEKLMIA, OOITKHbBI PErYNSPHO aHanNM3MpoBaTbCsl B COOTBETCTBUM C
3apaHee yTBepXXAeHHOW NporpamMmMon no onpeaerieHHoOMY rpaduky Ons NpoBepKU Nx
COOTBETCTBUSA NpuHUMNam dapmMaueBTUY4ECKON CUCTEMbI Ka4yeCTBa.

275. (9.2) CamovHcneKkuunsa gormkHa NPOBOANTLCHA HE3AaBUCUMMO U TLATerNbHO cneynanbHO
Ha3Ha4YeHHbIMU KBanNnMUUMPOBaHHBIMMUY NLL@MK, COCTOALWMMU B LUTaTe npoussogutens. Mpu
Heob6XxoaAMMOCTN MOXET OblTb NpOBEeAEH HE3ABUCUMbIN ayanUT NPOM3BOAUTENS AKCnepTamMu
CTOPOHHUX OpraHu3auumn.

276. (9.3) PesynbTaTbl CaMOMHCNEKUMI OOMKHbI ObliTb 0POPMNEHbI AOKYMeHTanbHO. OT4YeThI,
COCTaBfeHHble NOo pe3yrbTatam CaMOUHCMNEKLMI, AOSMKHbI BKIHOYaTh B Ce05 BCHO NOSTyYEHHYHO
NMHpopMauuio 1 HeOBXoAMMbIE KOPPEKTUPYIOLME AENCTBUA (rae npumeHnumo). [lencTeus,
npegnpuHMMaemble No pesynbTataMm NpoBefeHHbIX CAMOUHCNEKUMIA, TaKkke cnegyeT
0POpPMIIATb JOKYMEHTAlbHO.

IV. OcHOBHble TpeboBaHuA K chapmaLeBTUYECKUM CyOCTaHLUAM, UCNOSb3yeMbIM B
KayecTBe ncxogHoro cbipbs (HYactb 1)

BeeaeHue (1)

277. Opuguyeckue nuua, Ha UMst KOTOPbIX BblAaHbl PEMUCTPALMOHHBLIE YOOCTOBEPEHUS, U
NpPOM3BOANTENM AOIMKHbI UCMOMb30BaTh B KAYECTBE UCXOAHOMO Chipbs TONLKO TE
dapmaueBTUYeCKMe cybcTaHUUn, KOTopble Npon3BeaeHbl ¢ cobnogeHnem HacToswmx Mpaswun.

Uenb (1.1)

278. HacTosiwasa rnaBa ycTaHaBnmBaeT TpeboBaHu4, Kacarowmecsa Hagnexawlero
npoun3BoacTBa hapMaLEeBTUYECKNX CYyOCTaHLUNIN C COOTBETCTBYIOLLEN CUCTEMOW YrpaBreHns
kadectBoM. OHa Takke npegHa3HadeHa ans uenen obecneyeHnsa Ka4ectsa N YNCTOThI
AEVNCTBYIOLLNX BELLECTB B COOTBETCTBUMN C NPeabABASEMbIMU K HAM TpeboBaHMAMM.

279. B HacTosLWwen rnaBe TepMUH "Npon3BoACcTBO" BKIOYaeT B ceba BCce BMAbI onepaunn ¢
hapmaLeBTUYECKMMIN CyBCTaHUMAMK: NPUEMKY MaTepuarnos, NPON3BOACTBO, YNAKOBKY,
nepeynakoBKy, MapKMpOBKY, NepeMapKknpoBKy, KOHTPOIIb Ka4eCcTBa, Bblgady paspeLleHns Ha
BbINYCK, XpaHEeHe 1 peanu3aumio, a TaKkke COOTBeTCTBYHOLME Mepbl KOHTpons. TpeboBaHus,
YCTaHOBSEHHbIE HACTOSILLEN NaBOW, ABNAIOTCA 06a3aTenbHbiMU, ecnn MpunoxxeHnammn K



HacTosiwum lMpaBumnam He yCTaHOBMEHbI UHble TpeBOBaHMS, noanexalme NPUMEHEHNIO B
COOTBETCTBYHLLMX CIyyasix, a Takke ecnun cobnogeHne ykasaHHbIX TpeboBaHUN He MOXEeT
OblTb 3aMEHEHO anbTepHATUBHbLIMWU AEACTBUSIMI, 0GecneynsaowmMmn No KpanHen mepe,
9KBUBANEHTHbI YPOBEHb KayeCcTBa NPOAYKLMN.

280. Hactosilwme MNpaBuna He ycTaHasnumBaloT TpeboBaHMs, NpeabaBnsieMble Npu perncrpawmm
dhapmaneBTU4eckmnx cybctaHuun. MNMpomssoauTernb 0683aH BbINONHATE BCce TpeboBaHMS,
YCTaAHOBSEHHbIE NPU BKOYEHUN hapMaLeBTUYECKMX CyOCTaHUMN B rOCy4apCTBEHHbIN peecTp
neKkapCTBEHHbIX CPEACTB.

O6nacTb npumeHeHus (1.2)

281. HacTosiwas rnaBa yctaHaBnmBaeT TpeboBaHMA K NPOM3BOACTBY (hapMaLeBTUYECKUX
cybCcTaHuuMm, NCNonb3yeMbIX B NPOM3BOACTBE NEKApPCTBEHHbIX NpenapaToB AN MeANLNHCKOro
N BETEPUHAPHOIO NPUMEHEHUS, B TOM YMCIIE K NPOM3BOACTBY hapmaLeBTUYECKMX cybCcTaHumm,
nosfly4aeMbIX C UCNOSb30BaHMEM OOHOPCKOW KPOBM UMK NNa3Mbl B KA4EeCTBE UCXOOHOMO ChIpbSl.
OHa npumeHsieTcsa KO BCEM UCXOAHbIM AENCTBYOLLMM BeLlecTBaM COBMECTHO C
MpunoxeHnamm NeNe 2-7 k HacTosawmMm lNpaBunam, rae cogepxaTtcst A0NONHUTESNbHbIE
TpeboBaHusa ons onpeaesieHHbIX BUOA0B OENCTBYHOLLMX BELLECTB.

282. MNyHKTbI 622-644 HacToAwwmx NMpaBun cogepxaT TpeboBaHMA, KOTOPbIE PaCNPOCTPAHATCS
TONbKO Ha NPOM3BOACTBO dapMaLeBTUYECKMX CYOCTaHUMIN, NCMONb3yEMbIX NSl NOMyYeHns
NleKapCTBEHHbIX NpenapaToB, NpeAHa3HayYeHHbIX AN KNMHUYECKMX UCCeaoBaHNN.

283. K npon3BoacTBY CTEpPUIbHbBIX hapmaueBTUYeCKMX cybcTaHumn TpeboBaHma HacTosLLEN
rnasbl MPMMEHUMbI TOMBbKO 40 CTaauu CTepunmusaunn.

284. HacTtosiwas rnaBa He pacnpoCcTpaHSaeTCa Ha NpoLecchl CTepunmMsaumnm n Npon3BoaCcTBa
CTEPUIbHbIX hapMaLEeBTUYECKUX CyBCTaHUNIN B acenTUYeckux ycrioBusax. Takme npoueccol
AOJIMKHbI NPOBOAUTLCA B COOTBETCTBMM C NpMHLMNamMu Hactoswmx [MNpasun, TpeboBaHmusmu,
n3noxeHHbIMu B MNMpunoxeHun Ne 1 kK HacTodawmMm NpaBunam, a Takke B MHbIX HOPMAaTUBHbIX
npaBoBbIX akTax Poccuinckon degepauyum.

285. HacTtosiwas rnasa He pacnpoCTpaHAeTCA Ha LieSTIbHYH0 JOHOPCKYH KPOBb 1 Nasmy,
NMOCKONbKY TpeboBaHMA N0 B3ATUIO U UCMIbITAHMIO KPOBWU ONPeAENAoTCA COOTBETCTBYOLLMMMU
HOpPMaTMBHbIMM NpaBoOBbIMM akTaMn Poccumnckon degepauunm, a Takke Ha HepacacoBaHHbIe
nekapcTBeHHble npenapaTbl ("aHrpo”, "vH 6ank"). Ecrnv HopMaTMBHBIMU NPABOBbLIMU aKTaMm
Poccunckon ®efepaummn yctaHoBMEHbI cneunanbHble TpeboBaHus ana obecnevyeHnss kayecTsa
npu NPOV3BOLCTBE NeKapCTBEHHbIX CPEACTB AN BETEPUHAPHOIO NPUMEHEHNSA NPOTUB

3KTOMapasuToB, Takne TpeboBaHMs OOMMKHbI CObNoaaThCS.

286. VicxogHoe cbipbe Ans nponssoacTea hapmaueBTUYECKUX CyGCTaHLUmMm - 9TO MCXOOHOE
Cbipbe, MPOMEXYTOYHbIE NPOAYKTLI UNK Apyrue hapmaueBTnyeckme cybctaHumm, KoTopble
NCNonb3ylT B NPOM3BOACTBE (hapMaLEBTUYECKNX CYyOCTaHLMIA N KOTOPbIE KaK BaXKHbIN
CTPYKTYPHbIA oparMeHT BBOAAT B CTPYKTYpY hapmaueBTnyeckon cybectaHumm. icxogHoe
Cblpbe A58 NPON3BOACTBa (hapMaLeBTMYECKNX CyOCTaHUMIN MOXeT npruobpeTaTbCsa No
AO0roBOpYy y OAHOr0 UM HECKONBbKMX NOCTaBLLMKOB NIMB0 NpON3BOAUTLCS CAMOCTOATENBbHO.
McxogHoe cbipbe Ans nponsBoAcTBa hapMaueBTUYeCKNX cybcTaHumIn, Kak npaBuso, umeet
YCTaHOBJMEHHbIE XMMUYECKNE CBOMCTBA U CTPYKTYPY.

287. MNponssoanTernb OOMKEH onpeaenuTb U JOKYMeHTanbHO 060CHOBaTL CTaauko, C KOTOPOW
AOJMPKHO HaYMHaTLCA NPOU3BOACTBO (hapMaueBTMyeckon cybctaHumn. [1ns npoueccoB cnHTesa



aTa cTagus onpenensaeTcs Kak cTagnsa BBOAaA B TEXHOMNOMMYECKUN NpoLEeCcC MCXOAHONO Cblpbs
ANs Npon3BoACTBa hapMaueBTUYECKNX cybcTaHumi. [ns apyrux npoueccos (Hanpumep, ans
dpepMeHTaLmmn, IKCTPaKLMU, OYUCTKN) AAaHHYO CTaano onpeaensatoT ¢ y4eTOM KOHKPETHbIX
ocobeHHocTen nponseoacTea. B Tabnuue Ne 1 npuBeaeHbl TpeboBaHMst OTHOCUTENBHO
MOMEHTa, Korga o6bIYHO BBOAAT B NPOLECC MCXOAHOE Chbipbe A4S NPoM3BOACTBa
hapmaueBTUYeCKMx cybcTtaHumn. HaumHaa ¢ aTon ctagun, Ha AaHHbIE MPOMEXYTOYHbIE
nNpoayKTbl 1 (UNK) CTagmMm NPon3BoACcTBa (hapMaueBTUYECKMX CyOCTaHUMIA pacnpoCTPaHSATCA
TpeboBaHuna HacToswen rnasbl. OHKX BKIHOYaKT B ceba Banuaaunio KpUTUYECKMX CTaanm
NPOU3BOLCTBEHHOrO Npouecca, okasbliBaloLWUX BINAHNE Ha Ka4eCTBO papMaueBTUYECKNX
cybecTtaHuun. B 1o ke BpeMs BbIOOp NponsBoauTenem ctagum TEXHONOMMYeCcKoro npowecca ans
npoBeaeHns Banugaumm He obs3aTenbHO 03HavyaeT, YTo 3Ta CTagus ABnseTCs KPUTUYECKOMN.
TpeboBaHust HACTOsILLEN rMaBbl PAaCNpPOCTPaHSAKTCA, Kak NpaBuio, Ha cTaauu, BblAeneHHbIE B
Tabnuue Ne 1 cepbiM hOHOM. DTO HE O3HAYaEeT, YTO B NpoLEeCcce NPOM3BOACTBA LOMKHbI
BbIMOMNHATLCA BCE CTaguu, yKasaHHble B aHHoW Tabnuue. CTporocTb criegoBaHus
TpeboBaHNAM HACTOsILLEN rMaBbl 4OMKHA BO3pacTaTb OT paHHMX CTagun Npou3BOACTBA
hapmaueBTUYECKMX CyBCTaHLUMI K 3aBepLUatoLLMM CTagusamM TEXHONOrMYECKOro npouecca,
0o4nCTKM 1 ynakoBkn. O6paboTky dusmyeckummn metogamm bapmaueBTMYEeCKMX cybcTaHLunm,
TaKyto Kak rpaHynsiumsa, nokpbiTe 0605104Kon nnm pusndeckoe N3MeHeHne pasmepa 4acTtul
(Hanpumep, rpybbii 1 TOHKUIA NOMOST), crieayeT NPOBOAMUTb, MO KpanHeEN Mepe, B COOTBETCTBUM
¢ TpeboBaHuaMM HacToawwmx MNMpaBun. HacToswas rnaBa He NPUMEHSIETCA K CTaansAM, KOTopble
npeLwecTBYOT BBEOEHUIO B MPOLIECC BELLECTB, onpeaeneHHbIX Kak UCXOAHOEe Chipbe Ans
NpPon3BOACTBA (hapMaLEBTUYECKNX CyOCTaHLUN.

288. B HacTosLwwen rnaBe ncnonb3yetca TepMuH "apmauestmnyeckasa cybctaHumna" (PC),
KOTOpbIV criefgyeT paccMaTpuBaTh Kak B3aMMo3aMeHSIeMbI C TEPMUHOM "aKTUBHBLIN
dapmaueBTudeckmni nirpegmeHT" (A®U). TepmuHbl, ynotpebnsaemble B HacTosILLEN rNaBe, U
onpeaeneHnsi 0603HaYeHHbIX UMY MOHATUI (KOTOpbIe NpMBeAeHbl B MYHKTE 645 HacToALWmMX
[MpaBnn) ncnonb3yTCs TOMNBKO ANSA Uenen HacTosLWeNn rnasbl.

Tabnuua Ne 1. NpumeHeHne rmasbl IV HacToAwmx Npasun K Npon3BoACTBY (hapMaLeBTUYECKUX
cybcTaHumm

YnpaBneHue Kka4ecTtBoMm (2)
MpuHunne (2.1)

289. (2.10) OTBETCTBEHHOCTb 3a KAa4eCTBO [JOSMKEH HECTU BECb NEepPCOHarn, 3aHATbIN B
NpPoOn3BOACTBE.

290. (2.11) Kaxxagbi npon3soanTenb A0SMKeH pa3paboTaTb, AOKYMEHTaNbHO 0POPMUTL U
BHeApUTb 3(PPEKTUBHYIO CUCTEMY YNPaBIIEHNSA Ka4eCTBOM NPU y4acTUM pyKOBOASALLErO U
NPOU3BOLACTBEHHOIO NnepcoHana.

291. (2.12) Cuctema ynpaBreHnsa Ka4ecTBOM AO0SPKHA OXBaTblBaTb OpraHM3aunoHHYo
CTPYKTYpY, Npouenypbl, NPOLECChl U PECYPChbl, a TakKe AeATENbHOCTb, HEO6X04MMYIO NS
obecneyveHnsa rapaHTumn cooteetcTBua ®C Bcem TpeboBaHMSM COOTBETCTBYOLLNX
cneumdukaunin B OTHOLLEHUN KayecTBa N YUCTOThl. [Ipon3BoanTens 4OMKEH onpeaenuTb 1
AOKYMEHTarnbHO 0hOpMUTb BCE BUAbI AEATENBHOCTU, UMEIOLLME OTHOLLEHNE K KaYeCcTBy.

292. (2.13) Y npousBogmTens OOMmKHbI ObITb CO34aHbl NoApa3aeneHunst, BbINONMHAKOLWMNE
dyHKUMN 0BecneYvyeHnst U KOHTPONSA KavyecTBa, KOTopble OOMMKHbI ObITb HE3aBUCUMbIMU OT
NPOV3BOACTBEHHOIO nogpasaeneHuns. YkasaHHble (PyHKUMM MOTYT BbINONHATLCA NMnbo



oTAenbHbIMKU NoapasaeneHnaMm obecneyveHns 1 KOHTPONS KavecTsa, Mo MoryT GbITb
BO3IMOXEHbI HA OAHO MULIO UNW TPYNNY NL, B 3aBUCUMOCTU OT pa3MepoB U CTPYKTYpbI
opraHusaLumn.

293. (2.14) HeobxoamMmo TOYHO onpenennTb nny, YNONHOMOYEHHbIX BbldaBaTb paspeLleHne Ha
BbIMYCK MPOMeXyTo4Hou npoaykumm n ©C.

294. (2.15) Bce pencreus, nMetoLme OTHOLLIEHME K Ka4yeCTBY, LOMKHbI 0pOpMNATLCSA
AOKYMEHTarnbHO HEMOCPEACTBEHHO MPU X BbINOTHEHNN.

295. (2.16) Jltoboe OTKNOHEHWE OT YyCTaHOBIEHHbIX NpoLeayp A0SPKHO 0hopMAsATbLCS
AOKyMeHTarnbHO 1 060cHOBbIBaTbCA. HeobxoanmMo npoBoANTL paccnefoBaHNe KpUTUYECKUX
OTKMOHEHUN, a Takke 0POPMNATbL JOKYMEHTaNbHO Takoe paccneaoBaHne n caenaHHble
BbIBOAbI.

296. (2.17) VicxopgHoe cbipbe Anst Nnpon3BoacTBa hapmaueBTUYEeCKUX CybcTaHumm n
Martepuarbl He MOryT ObITb pa3peLleHbl K BbIMYCKY UK UCNOMNb30BaHbl 40 NOSy4YeHUs
yOOBNETBOPUTENBHOIO 3aKMOYEHUs MO pesynbTaTaM OLEHKKU, NPOBEAEHHOW Noapa3aefieHnemM
(noapasgeneHnsaMm) KadecTBa, ecnu y Npon3BoanTenst OTCYTCTBYHOT COOTBETCTBYIOLLNE
CUCTEMBI, paspeLuatoLpne Takoe UCnosib3oBaHne (Hanpumep, BbiNMyCK B CTaTyce KapaHTUHa, Kak
onucaHo B NyHKTe 472 HacTtoAwmx Npasun, nnbo ncnosb3oBaHNe UCXOLHOIO ChipbS UMK
NPOMEXYTOYHOM NPOAYKUUM, OLIEHKA Ka4yeCTBa KOTOPbIX eLle He 3aBepLueHa).

297. (2.18) MNpowusBoguTenb A0SMKEH pa3paboTaTb Nnpoueaypbl CBOEBPEMEHHOIO OMOBELLEHMS
pyKoBoasLLero nepcoHana o6 MHCnekumax ynoriHOMOYEHHOro doeeparibHOro opraHa
NCNOJSTHUTENbHOW BNAcTU, HegocTaTkax B OTHOLLEHUU cobnogeHnsa TpeboBaHnn HaCTOALLNX
MpaBun, gedekrax NPoaYKUUN N O NMPUHATUM COOTBETCTBYIOLWNX Mep (Hanpumep, O
paccMOTPEHNN MPETEH3NN B OTHOLLEHUN KayecTBa, 06 OT3biBax NPoayKLMK, O AEACTBUSX
YNOSTHOMOYEHHOrO peepansHOro opraHa UCMONHUTESTbHOW BracTn).

298. (2.19) [lna [ocTmxXeHUs Lenn ynpasneHnsa ka4ecTtBOM AOSMkHa ObITb BHegpeHa
BCECTOPOHHE pa3paboTaHHas 1 NpaBuibHO OYHKLNMOHUPYHOLAa CMCTEMa KayecTsa,
BKNtovatoLlasn B cebst opraHnsaumto paboTbl No HacToswmm MNpasunam, B TOM YMCne KOHTPOIb
KayecTBa U CUCTEMY YNpaBrieHns puckamu Ang KadecTsa.

Cuctema ynpaBrneHuns puckamm ans Kadecrtsa (2.2)

299. (2.20) YnpaBneHue pyckamu ans Kadectsa ABNSeTcs cucTtemaTuyeckum npoueccom
OLIEHKWN, KOHTPONS, Nnepeaayvn nHdopmauum n ob3opa puckos ansa kadectsa PC. 3ToT npouecc
MOXHO OCYLLECTBNATb KakK NEPCNEKTUBHO, TaK N PETPOCNEKTUBHO.

300. (2.21) Cuctema ynpaBneHna puckamm Ans KayecTBa OSHKHA rapaHTUpoBaThb, YTO:

OLleHKa pMCKOB BasnpyeTcs Ha Hay4YHbIX 3HAHUAX, OMbITE NPOM3BOACTBA U, B KOHEYHOM CYETE,
CBsi3aHa C 3alWnTon naumeHTa nytem obmeHa nHgpopmauuen c npuobpetatenem OC;

YPOBEHb YCUniA, hopManmnsaumm n JOKyMeHTanbHOro ohopMIeHus npoLecca ynpaeneHus
pyckamu Onsi Ka4yecTBa CoM3MepuM C YPOBHEM PUCKOB.

O6sa3aHHOCTM NoapasaeneHns (nogpasaeneHun) kavyecrtsa (2.3)

301. (2.30) NMogpaspeneHue (nogpasgeneHns) Kayectsa LOSMKHO (JOMKHbI) ObITb
BOBIeYEeHO(bl) B peLleHne BCeX BOMPOCOB, OTHOCALLNXCA K KA4eCTBY.



302. (2.31) NogpaspeneHuve (nogpasgeneHnst) kKadecTsa OOSMKHO (OOMMKHbI) paccMaTpuBaTh U
COrnacoBbIBaTbh BCE JOKYMEHTbI, MMEIOLLME OTHOLLEHME K Ka4eCTBY NPOAYKLMN.

303. (2.32) OcHoBHble 0693aHHOCTU He3aBMCMMOro(biX) NnoapasaeneHns (nogpasgeneHun)
KayecTBa He noanexar nepegaye gpyrum nogpasgeneHnsam. 3Tn 0653aHHOCTM AOMKHbI ObiTb
AOKyMeHTarnbHO 0bopMIeHbl 1 BKNOYaTb B cebs1, B YAaCTHOCTW, crieqytoLlee:

a) (1) Bbligavy paspeLueHns Ha BbiMyCcK Unn oTknoHeHne Bcex PC, a Takke Bblgadvy paspeLleHuns
Ha BbINYCK UM OTKITOHEHNE NPOMEXYTOYHON NpOoAYKUUKN, NpeaHa3Ha4YeHHON NS
NCNonb30BaHUsA BHe chepbl KOHTPONSA NPON3BOANTENS;

0) (2) cosgaHne cMcTeMbl Bblgayun paspeLleHns Ha BbiMyCK UM OTKITOHEHUS MCXOAHOrO Cbipbs,
NMPOMEXYTOYHOW NPOAYKLUMK, YNAKOBOYHbLIX MaTepuanoB U MaTepranos 419 MapKUPOBKY;

B) (3) NpoBepKy COCTaBMIEHHbIX 3anncen No NPON3BOACTBY CEPUU U AOKYMEHTOB SlabopaTopHOro
KOHTPOMS B OTHOLLEHMN KPUTUYECKMX CTagun npouecca nepes Bbiaaven paspeLleHns Ha
Bbinyck OC;

r) (4) obecneyeHne paccnegoBaHnst NPUYNH KPUTUYECKUX OTKIIOHEHUI U UX YCTPAHEHUE;

A) (5) cornacoBaHue nnun yTeepxgeHme Bcex cneumngunkaumim n OCHOBHbIX NPOMU3BOACTBEHHbIX
WMHCTPYKUUN,

e) (6) cornacoBaHue unu yTeepxaeHue Bcex npoueayp, KoTopble MOryT OKasblBaTb BNUAHUE Ha
Ka4yeCTBO NPOMeXyTo4YHoW npoaykuum unmn eC;

X) (7) obecneyeHre npoBegeHNss BHYyTPEHHUX ayaMTOB (CAMOUHCNEKLMN);

3) (8) opobpeHne npomsBoanTenen NPoMexXyTouHon npogykumnmn n ®C, paboTtatowmnx no
AOroBopY;

n) (9) yTBepxaeHme n3aMeHeHu, KoTopble NoTeEHUMAaNIbHO MOTyT NOBNUATL HA KA4eCTBO
NpoMeXxyToyHou npoaykuum unmn eC;

K) (10) npoBepKy 1 yTBEPXKAEHME NMPOTOKOSIOB M OTYETOB MO Banugauuu;

n) (11) obecneyeHne NpoBeaeHUS paccrneaoBaHNsa U NPUHATUSA PEeLUEeHUI No NPeTEH3NsSM,
CBSI3aHHbIM C KQ4eCTBOM,;

M) (12) KOHTPOMb CBOEBPEMEHHOIO BbIMOSIHEHNSA TEXHUYECKOro 06CNyXMBaHUS, KannbpoBKN 1
NMOBEPKN KpUTUYECKOro 06opyaoBaHUs;

H) (13) obecneveHne COOTBETCTBYHOLLMX UCMbITAHUIA MCXOOHOMO Chbipbs U MaTepuanos 1
AOKYMEHTarnbHOro ohopMneHns pesynbTaTos;

0) (14) obecneyeHne HanMuMs gaHHbIX O CTABUNBHOCTW NS NOATBEPKAEHNS
yCTaHaBnNMBaeMbIxX AaT NPpOBEeAEHMS NOBTOPHbLIX UCMbITAHUI UM UCTEYEHNSA CPOKOB rO4HOCTM,
a Takke ycnosuin xpaHeHnsa ®C n (Mnun) NpomMexyTo4HON NPOAYKUUKM B TEX Criyvasx, Korga aTto
uenecoobpasHo;

n) (15) nposeneHne 063opoB kavecTBa npoaykumm (NyHkTbl 307-308 HacToswmx Mpaswun).

O653aHHOCTM NO NPOU3BOACTBEHHOMN AeATeNbHOCTU (2.4)



304. O653aHHOCTM NO NPOUN3BOACTBEHHOMN AEATENBHOCTU OOMKHbI OblTb AOKYMEHTaNbHO
odhopMIeHbl 1 BKNOYaTb B ce0s, B YaCTHOCTU, creaytoLlee:

a) (1) paspaboTky, nepecmoTp, yTBEPXKAEHNE N pacnpedeneHne NHCTPYKLMIA NO NPON3BOLACTBY
NPOMEeXyTOYHOM npoaykuum nnn ®C B COOTBETCTBUN C YTBEPXKOEHHOW NpoLenypon;

6) (2) nponssoacTeo PC 1 Npu HEOHBXOAMMOCTU NPOMEXKYTOYHON NPOAYKLUUN B COOTBETCTBUM C
3apaHee yTBepXAEeHHbIMU UHCTPYKLUUSAMMU;

B) (3) paccMoTpeHne Bcex 3anncen rno npovsBoACcTBY Cepumn NPoayKuumM U NOATBEPXKAEHNE
MOMHOTbLI UX 3aMOSIHEHNSI U NOANUCaHUS;

r) (4) obecneyveHne obs3aTenbHOrO AOKYMEHTUPOBAHNSA BCEX OTKIIOHEHUI OT npoLecca
NPOM3BOACTBA M NPOBEAEHNA NX OLEHKN, a TaKKe paccnefoBaHNsa BCEX KPUTUYECKUX
OTKMOHEHWUN N AOKYMEHTaNbHOro 0opMIIEHNS NOSTyYEHHbIX BbIBOAOB;

A) (5) obecneyeHne YNCTOTbI MPOM3BOACTBEHHbBIX MOMELLEHUI 1 MPU HEOOBXOANMOCTMU UX
ne3nHdekumu;

e) (6) obecneyeHne BbINONMHEHUS HEOOXOAMMBIX KaNMBPOBOK, a Takke BEAEHUS N XPaHEHUS
3anucen;

X) (7) obecneyeHune obcnyxmBaHns NoOMeLLEHNI 1 060pPYaOBaHMS, a Takke BeAEHUS U1
XpaHeHns 3anuceu;

3) (8) obecneyeHne NpoBEPKN N CornacoBaHMsi MPOTOKOMNOB Banuaaumm n oT4eToB;

n) (9) oueHKy npegnaraemMblX U3MEHEHU B OTHOLLEHUM NPOAYKLUMK, nNpouecca unm
obopynoBaHus;

K) (10) obecneyeHne kBanmdpukaunum HOBbIX 1 MPU HEOBXOANMOCTM MOAEPHU3NPOBAHHBIX
nomeLLeHnn n obopygoBaHus.

BHyTpeHHMe ayauThbl (camouHcnekuus) (2.5)

305. (2.50) Ona noaTeBepxaeHnsa cootseTcTBms nponssoactesa PC TpeboBaHNAM HACTOSALLNX
MpaBmn Npon3BoauTENb AOIMKEH PErynapHO NPOBOAUTbL BHYTPEHHMNE ayaAnTbl COrNacHoO
YTBEPXAEHHOMY rpaduKy.

306. (2.51) PesynbTaTbl BHyTPEHHErO ayauTa U NocrneayoLlme KOppekTupyrLwme 4encTams
Heo6Xxo0aMMO JOKYMEHTanbHO 0hopMNATL U AOBOAUTL OO CBEAEHMS PYKOBOASALLEro nepcoHana
npoussoanTens. CornacoBaHHblE KOPPEKTUPYHOLLME AENCTBUSA AOMKHbI OCYLLECTBNSATLCA
CBOEBPEMEHHO U 3PPEKTUBHO.

O630p KayecTBa npoaykuun (2.6)

307. (2.60) na noaTBep>xaAeHNSA NOCTOSHCTBA Npouecca Npon3eBoacTea Heob6xoanmo
perynsapHo npoBoauTb 0630p kavectBa ®C. Takme 0630pbl KayecTBa JOMKHbI MPOBOAUTBLCS, Kak
npaBuIio, €XXerogHo € NnocrneayLwmmM AoKyMeHTanbHbiM odopmrieHnem. OHM OOMKHBbI
BKNtoYaTb B cebs, No KpanHen mepe, cnegyollee:

0030p pe3ynbTaToB KOHTPOMS B NPOLIECCE NPON3BOACTBA MO KPUTUYECKMM TOYKAM U UCMbITAHUI
@®C no KpUTMYECKUM NapameTpam;



0630p BCEX CEPUI, HE COOTBETCTBYIOLLNX YTBEPXKOAEHHBIM CcrneumnduKaunsm;

0030p BCEX KPUTUYECKNX OTKNOHEHUIN MU HECOOTBETCTBUI N CBA3AHHbBIX C HAMM
paccnenoBaHuim;

00630p NOObIX N3MEHEHWI, BHECEHHbIX B MPOLIECCHI NN aHaNUTUYECKUE METOLMKMY;
00630p pe3ynbTaToB NPOrpaMmMbl U3y4eHUs1 CTabMUNbHOCTH;

00630p BCex BO3BPATOB, NPETEH3MI N OT3bIBOB, CBSA3aHHbLIX C KAYECTBOM;

0030p 4OCTaTOYHOCTN KOPPEKTUPYIOLLNX AENCTBUMN.

308. (2.61) Heob6xoanumo aHanmM3npoBaTth pe3ynbTaThl ykadaHHOro o63opa n oLueHMBaTb,
cnegyet nv NpeanpuHUMaTh KOppekTupyroLee JencTBue unm NpoBoANTbL NOBTOPHYHO
Banugauuio. O6ocHoBaHME HEOBXOANMOCTM TaKoro KOPPEKTUPYHOLLErOo AENCTBUSA JOITDKHO ObiTh
ohOopMIIEHO AOKYMeHTanbHO. CorrnacoBaHHble KOpPEKTUpPYoLne 0ENCTBUSA OOSDKHbI
OCYLLECTBNATLCA CBOEBPEMEHHO N 3(PPEKTUBHO.

Mepconan (3)
Ksanundukauma nepconana (3.1)

309. (3.10) lNponsBoguTENb OOMKEH UMETb 4OCTATOYHOE KONMMYECTBO NepcoHana, UMerLero
cooTBeTCTBYlOLLEee 0bpasoBaHMe, NOArOTOBKY M (MNK) OnbIT paboTbl ANs1 OCYLLECTBIEHMS
NPOn3BOACTBA NPOMEXYTOYHON npoaykummn n ®C, a Takke Hag3opa 3a X NPOU3BOLACTBOM.

310. (3.11) O6ga3aHHOCTK BCEro nepcoHana, 3aHATOro B Npon3BoACTBE MPOMEXYTOYHOMN
npoaykuun n ®C, formkHbl ObITb TOYHO OnpeaeneHbl U U3NOoXeHbl B MMCbMEHHOW bopMe.

311. (3.12) MNpounssoguTenb AOSMKEH perynsapHO NpoBoauTbL 0byyeHne nepcoHana c
npuBNeYeHneM KBannuunpoBaHHbIX CNeumanmncToB No BoONpocam, CBsA3aHHbIM C KOHKPETHbIMM
onepauusiMu, BbiNonHAeMbIMU PaboTHMKOM, a Takke ¢ TpeboBaHNAMKN HacTosAwmx MNpasun,
UMEIOLLIMMM OTHOLLIEHME K (DYHKLMOHANbHLIM 0683aHHOCTSIM paboTHMka. Heobxoammo Bectun
3anucum no oby4yeHno N NPOBOANTL NEPUOONYECKYIO OLEHKY 0BYyYeHus.

N'rneHa nepcoHana (3.2)
312. (3.20) Mepconan gormkeH cobniogatb CaHUTapHbIE Npasuna.

313. (3.21). MNepcoHan JormKeH HOCUTb YMUCTYHO, COOTBETCTBYIOLLYYO €r0 NPOn3BOACTBEHHOM
AEATENbHOCTM Oaexay, KOTOpyH Npn HeobxoaMMocTu cnegyeT MeHATb. [Anga 3awmThbl
NPOMEXYTOYHOM npoaykumm n ®C oT KOHTaMMHaUUKN NpUM HEO6XOAUMOCTU JOIKHA
NCNOoNb30BaTbCA AONOMHUTENbHAA 3alMTHAA 04eXAa, 3aKpbiBaoLLYHO rOfOBY, L0, PYKU U
KNCTU PYK.

314. (3.22) MNMepconan gormkeH nsberatb HENOCPEACTBEHHOIO KOHTAKTa C NPOMEXYTOYHOWN
npogykunen nnn eC.

315. (3.23) KypeHune, npuem nuLm, NuTbe, XXeBaHMEe U XpaHeHNE NULLEBLIX NPOAYKTOB
AO0NyCKalTCs TOMNbKO B crieumarnbHO npegHasHavyeHHbIX 30HaX, OTAENEHHbIX OT
NPOM3BOACTBEHHbIX 30H.



316. (3.24) MNpun Hannymm y paboTHMKOB MHAEKLMOHHBLIX 3a60NeBaHNn NN OTKPbITbIX
NoBpeXAeHNN Ha He3alMLLEHHbIX y4acTKax NOBEPXHOCTU Tena Takme paboTHUKN OOIMKHbI BbITb
OTCTpPaHeHbl OT y4acTus B paboTe, NOCKONbKY Npu 3ToM KadyecTBo PC nogsepraeTca pucky.
ITroboro paboTHuKa ¢ ABHbIMW NpuU3HaKkamu 3aboneBaHnsa NN OTKPbITLIMU NOBPEXOEHNAMN
KOXw (no pe3dynbTaTam MeanumnHCcKoro obcrnenoBaHusa nnu HabnogeHms) Heob6xogmMmo
OTCTpPaHUTbL OT paboT, NPU BbIMNOMHEHMM KOTOPbIX COCTOSIHUE ero 340pOBbsS MOXET oKa3aTb
HebnaronpuaTHoOe Bo3gencTane Ha kavyectso ®C, 4O BbI3AOPOBEHNS UMK NOSTyYEeHUA
MEeAMLMHCKOro 3aKSi4YeHnss 0 TOM, YTO y4acTue 3Toro paboTHMKa B NPON3BOACTBE He
npeacrasnseT pucka ana 6esonacHoctn unu kadectesa OC.

KoHcynbTaHTbI (3.3)

317. (3.30) KoHcynbTaHTbl N0 BONpocam NPou3BOACTBA U KOHTPOIS MPOMEXYTOYHOW NpOoayKLUMN
unm ®C JomkHbl UMETb COOTBETCTBYOLLEee 0bpa3oBaHMe, NOArOTOBKY M ONbIT paboTbl Unu
nboe Mx coyeTaHme Ans Toro, YTobbl KOHCYNLTUPOBATL NO BONPOCaM, AN PELUEHNSA KOTOPbIX
NX Npurnacunu.

318. (3.31) Heobxoommo BeCTM 3anucu ¢ ykasaHnem amunmm, UMeHu, oTyecTBa (npu
Hanuyun), agpeca n kBanudmrKaumm KOHCYNbTaHTOB, a Takke TMna NpegoCTaBNsSEMbIX UMM

YCIyr.
3AaHusA n nomelleHus (4)
MpoekTupoBaHue n ctpoutenbCTBO (4.1)

319. (4.10) 3gaHusa n NnoMeLLeHNs, Ucrnonb3yemMble nMpy NPON3BOACTBE NPOMEXYTOYHOM
npoaykumm n ®C, Heobxoaumo pacnonaraTtb, NPOEKTUPOBATL M KOHCTPYMPOBATL TaKUM
o6pa3om, 4Tobbl 06ecne"nTb BO3MOXHOCTb X OYUCTKM, OBCNYXMBaAHUSA N (PYHKLMOHNPOBAHUS
B COOTBETCTBMU C TUMOM M CTaamen npom3BoacTBa. [omeLLeHnsa AoMmKHbI MPOeKTUPOBaTLCS
Takum obpasom, 4ToObl CBECTU K MUHUMYMY BO3MOXHYIO KOHTaMuHaumo. Ecnv yctaHoBMEHbI
cneundmkaunm B OTHOLLEHMM MUKPOBMOMNOrMYeckmx nokasaTenen NpoMeXXyToYHOM NPOAYKLUMM
unn ®C, nomeLleHna HeobxoauMOo NPOEKTUpOBaTb TakuM 06pasom, YTOObI N0 BO3MOXHOCTH
OrPaHNYNTL PUCK HEXENaTernbHON MUKPOBHOWM KOHTaMUHALMK.

320. (4.11) 3gaHns 1 noMeLLeHnsa OOMKHbI OblTb 4OCTAaTOYHO NPOCTOPHBLIMU A5 NPABUIIBHOIO
pacnonoxeHus obopyaoBaHUs, XpaHeEHUS N NepeMeLLeHUss MaTepuanos, YTobbI
npefoTBpaTUTb NepenyTbiBaHWE N KOHTaMUHALMIO.

321. (4.12) Ecnu obopynoBaHue (Hanpumep, 3akpbiTble U N30IMPOBAaHHbIE CUCTEMBI)
obecneynBaeT HaAEeXHy0 3aluMTy MaTepuarnos, TO OHO MOXET ObITb PacrnonoXeHO BHe
NOMeLLEHNS.

322. (4.13) MNepemelLeHe maTepmanos 1 NepeaBmKeHne nepcoHana B 3gaHum 1 NOMeLLeHUAX
AOJTKHbI ObITb NPEeAyCMOTPEHbI TakuM 06pa3om, YTobbl NpenoTBPaTUTL NepenyThbiBaHME U
KOHTaMuHauuto.

323. (4.14) JomxHbl ObITb OnpeaeneHbl KOHKPETHbIE 30HbI UMW APYrne CUCTEMbI KOHTPONS AN
cneayoLwmnx onepauunm:

npueMka, naeHTudukauus, otbop Npod 1 KapaHTUH NOCTYNaLMX MaTepMarnos A0 Bblaayu
pas3peLleHns Ha UCMOSIb30BaHNE UK OO OTKNOHEHWS;



XpaHeHWe NPoMeXyTOYHON npoaykumm n ®C B KapaHTMHE A0 Bblgayn paspeLleHmns Ha BbiMyck
UNW 40 OTKIMOHEHUS;

oT60p NPo6 NpomexxyToyHon npoaykunmn n eC;

XpaHeHne OTKMOHEHHbIX MCXOL4HOTMO Chipbs U YNAKOBOYHbLIX MaTepmanoB 40 n3baBrneHns OT H1X
(Hanpumep, Bo3BpaTa, NOBTOPHOM 06pabOTKM UM YHUUTOXEHUS);

XpaHeHWe MaTepunanoB, KOTOPbIe paspeLLeHbl K UCMOMb30BaHMIO;
TEXHomorM4yeckne onepawuum;

onepauum Nno yrnakoBke 1 MapkMpoBKe;

npoBeAeHne nabopaTopHbIX aHanNM3oB..

324. (4.15) MNMpownssoguTenb OOMKEH NPeayCMOTPETb Hann4Me HeobXxoanUMbIX NOMELLEHNIN NS
noaroToBKU NepcoHarna (B YaCTHOCTU, ANS MbITbS PYK) U TyaneTHbIX KOMHAT B JOCTaTOYHOM
KONn4ecTBe M NogAEePXMBaATb B HUX YMCTOTY. K HUM fomkHa BbiTb NoaBeaeHa ropsidas u
XonogHas BoAa, AOSMKHbI ObITb B HANUYMK MbISIO UMW MHOE MOtoLLEee CPeACTBO, BO3AYLUHbIE
CYLUMIIKM UM OAHOPA30Bble NOMOTEHLA. YMbIBaNbHUKM U TyaneTHble KOMHaTbl JOKHbI ObITb
oTAeneHbl OT NPOU3BOACTBEHHbIX 30H, HO NerkogocTynHbl. [ormkHO BbiTb 06ecnevyeHo Hanmune
nomeLLeHnn Ana nepeogeBaHns U Npu Heob6Xo4MMOCTU ANs NPUHATUS AyLia.

325. (4.16) JlaBopaTopHbIe 30HbI, MecTa BbINOfHEHUS NabopaTopHbIX paboT pekomeHayeTca
OTAENATb OT NPON3BOACTBEHHbIX 30H. HekoTopble nabopaTopHble 30HbI, B YaCTHOCTU, 30HbI,
ncnonb3yemMble AN KOHTPONSA B NpoLecce NPOn3BOACTBA, MOXHO pa3mellaTthb B
NMPOM3BOACTBEHHbIX 30HAX NpY YCOBMMU, YTO OnepaLmm TEXHONOrMYECKOro npoLecca He
oKa3bIBalOT HEGNAroNPUATHOIO BIIMSIHUA Ha TOYHOCTb NabopaTopHbIX N3MEPEHNUNA, a
nabopaTopHble paboTbl He OKa3blBalOT HEGNAroNnPUATHOIO BO34ENCTBUSA HA TEXHONOMMYECKUN
npoLecc, NPOMeXyTouHyo npoaykuuto unn eC.

UHXXeHepHble cuctemsbl (4.2)

326. (4.20) Bce nHxeHepHble CUCTEMBbI, KOTOPblE MOTYT MOBANATL Ha Ka4eCTBO NPOaYyKUUN
(Hanpumep, cuctembl obecnedyeHnss Nnapom, razamu, CxaTbiM BO3AYXOM, a TaKKe CUCTEMbI
HarpeBaHusl, BEHTUNSAUMM U KOHOMLUMOHMPOBAHNS BO34yXa), AOSMKHbI MPOVTY KBanNuuKaumtio.
Heobxoanmo cooTBeTCTBYOLWMM 06pa3oM KOHTPONMpoBaTb X paboTy 1 npeanpuHUMaThb
Mepbl, €CNY NpeBbILLEHbI A0NYCTMMbIE Npeaenbl KOHTPONMPyeMbIX NapaMeTpoB.
[MpousBoguTenb OOIMKEH UMETb B HANUYUU YEPTEXN ITUX UHXKEHEPHBLIX CUCTEM.

327. (4.21) MNMpwn HeobxoouMoOCTK criegyeT NnpeaycMaTpmBaTb COOTBETCTBYIOLLME CUCTEMBI
BEHTUNAUMM U DUnbTpauumn Bo3ayxa, a Takke BbITSXKHblE YCTPOUCTBA. QTN CUCTEMbI AOSMKHbI
ObITb CNPOEKTUPOBAHbI M CKOHCTPYMPOBaHbI TakuMm 06pa3om, YTOObl CBECTU K MUHUMYMY PUCK
KOHTaMWHaLMN N NepekpecTHON KOHTaMuHaummn. OHKU Takke OOSMKHbI ObITb CHabXeHbl
obopyaoBaHMeM AN KOHTPOMS AaBreHUst BO3ayxa, Hannmims MMKPOOPraHnM3mMoB (eCnmn 3To
Heob6X0aAMMO), 3anbINEHHOCTN, BNAXHOCTU U TemnepaTypbl, ecrnv 310 TpebyeTcsa Ans 4aHHON
cTagum npomssoactea. Ocoboe BHMMaHWe cnenyeT yaenaTb 30HaMm, B KOTopbix ®C
noABeprarTCca BO3AENCTBUIO OKpYXatoLLen NpousBoACTBEHHOM cpeabl.

328. (4.22) B npon3BOACTBEHHbIX MOMELLEHUAX C peLumpKynaumen Bosayxa cnegyet
npegycMoTpeTb Mepbl N0 NPeaoTBPALLEHNIO PUCKA KOHTaMUHALUN N NepeKpecTHON
KOHTaMuHaLuu.



329. (4.23) CtaumoHapHbie TpybonpoBoabl crieayeT AOMKHbIM 06pa3oM naeHTMumnpoBaThb.
OTO MOXET ObITb CAENAaHO C NOMOLLLIO MAPKNUPOBKM OTAENbHbIX TPYOONPOBOAOB,
COOTBETCTBYHOLLEN JOKYMEHTALMN, CUCTEM KOMIMLIOTEPHOrO KOHTPONSA UMM MHbIMK cnocobamu.
TpybonpoBoabl cnegyeT pacnonaraTb TakMm obpa3om, YToObl n3bexaTb pucka KOHTaMMHaLUK
npoMexyToyHoun npoaykuum unmn eC.

330. (4.24) CtaumoHapHble TpybonpoBoAbl AOMKHbI UMETb COOTBETCTBYIOLLNE pasmepbl U ObiTb
CHab>xeHbl CUCTEMOW BO34YLLHOrO 3aTBOpa Unu, ecnu 3To HeobxoanumMo, YCTPONCTBOM Anst
npegoTBpaLleHns obpaTHOro noToka.

Bopa (4.3)

331. (4.30) Boga, ucnonbsyemas B npomssoactse ®C, gormkHa COOTBETCTBOBATb
npegnonaraeMomy HasHa4yeHuto. CobnogeHne gaHHoro TpeboBaHMsA OOMKHO ObiTb
noaTBepXXAeHo noapasaenieHMeM KadecTea

332. (4.31) KauyecTBO BOAbI, NCMOMBb3YEMON B NPOM3BOACTBEHHOM MNpouecce, AOMKHO
COOTBETCTBOBATb TPeOOBAHNAM HOPMATMBHbLIX NMPaBOBLIX akTOB Poccuickon degepaumm,
npegbaBsSseMbIM K Ka4eCTBY NUTLEBOW BOAbI.

333. (4.32) Ecnn gnsa obecnedveHns kadectBa OC xapakTepuUCTuK NUTbLEBOW BOADI
HeOCTaTOYHO N HeobxoaumMmbl Bonee xecTkme TpeboBaHNA K XUMUYECKUM U (Unn)
MUKPOBUOIOrMYECKMM XapaKTePUCTMKaM BOAbl, AOMKHbI ObITb pa3paboTaHbl COOTBETCTBYHOLLME
cneundukaumm Ha Boay no nM3mMyeckMm CBOMCTBaM, XMMUYECKMM CBOMCTBaAM, O0LLEMY YMcCny
MUKPOOPraHn3mMoB, HEAOMYCTUMbIM MUKPOOPraHMamam 1 (Unn) coaepkaHnio 3HOOTOKCUHOB B
BOAeE.

334. (4.33) Ecnu npousBoauTens nogsepraeT BoAy, UCMONb3yeMyHo B NPOU3BOACTBE,
cneumanbHon obpaboTke Ans AOCTMXKEHUSA ONPeAeneHHOro kKa4yecTea, To npouecc obpaboTku
AOJDKEH NMPONTU BanMaauuo 1 ero Heob6xoaMMO KOHTPONMPOBATL C Y4ETOM YCTAHOBIIEHHbIX
npeaenos.

335. (4.34) Ecnv npoussoauTenb HecTepunbHon C HamepeBaeTCcs MCNOMb30BaTb CBOKO
NPOAYKLUMIO 4N nocrneayoLwero npon3eBoacTea CTEPUIbHOIO fIeKapCTBEHHOMO npenapara unm
yTBEpXOaeT, YTo ero NpoayKumsi NpurogHa ans nosnyyvyeHnsa CTepubHOro fieKapcTBEHHOIO
npenapaTta, TO BoAa, UCnosnb3yemasi Ha NoCneaHnx ctagusax BblAeNeHUs U OYUCTKU, OOITHKHA
noaBepraTtbCst MOHUTOPUHIY N KOHTPOSNIMPOBATLCS B OTHOLLEHMM OBLLIErO KONnnMyecTea
MUKPOOPraHn3mMoB, HEe4OMYCTUMbIX MUKPOOPraHM3MOB 1 SHOAOTOKCMHOB.

PaspeneHue 30H (4.4)

336. (4.40) NMpon3eoaCcTBO NPOAYKLUMN C BbICOKOM CEHCUOUNU3NPYIOLLLEN aKTUBHOCTLIO, TAKOM
Kak NeHNUUNNHBI Unn LedanocnopuHbl, HEO6XOANMO OCYLLIECTBIATL B CneumansHO
BblAENIEHHbIX MPON3BOACTBEHHbLIX 30HAX, KOTOPbIE MOrYT BKMOYATb NOMELLEHUS, 060pya0oBaHME
Ans o6paboTkun Bo3gyxa u TeXHonornyeckoe obopyaoBaHue.

337. (4.41) CneuunanbHO BblAENEHHbIE NPOMU3BOACTBEHHbBIE 30HbI AOKHbI ObITh
npeaycMoTpeHbl Takke AN BEeWeCTB C MHOUUMPYHOLWMMU CBOUCTBAMU, C BbICOKOMN
drapmMakonorM4yeckon akTMBHOCTbIO UITM TOKCUYHOCTLIO (HanpuMep, HEKOTOpble CTeponabl Unn
LMTOTOKCUYECKNE NPOTUBOOMNYXOSIEBLIE CPEACTBA) 3a UCKINIOYEHNEM TEX Cnyyaes, Korga
YCTaHOBIEHbI N OCYLLECTBIIAKTCA BanuaMpoBaHHbIe npouenypbl MHAKTUBaLUKN U (MNIN) OYUCTKM.



338. (4.42) MNpounssoaunTenb AOIMKEH pa3paboTaTb U BBECTM B AENCTBUE MEPbI, HEOOX0aMMbIE
ANs NpefoTBpaLLeHnsa NepekpecTHOM KOHTaMUHaL MM CO CTOPOHbI MepcoHana, a Takke
NCXOOHOrO CbIpbs, YNaKOBOYHbIX MaTepManos, NPOMEXyTOYHOW NpoayKuumn, o6opyaoBaHus u
WHbIX NPeaMETOB, NepeMeLLaroLLMXCs U3 OAHOWN BblAENEHHOW 30HbI B APYTYIO.

339. (4.43) ioGble TexHONoOrM4Yeckne onepaumm (BKNYasa B3seLunBaHme, pa3mon nnm
YMaKOBKY) C BbICOKOTOKCUYHBbIMU HedhapMaLEBTUYECKMMM BELLLECTBAMU, TaKUMUN Kak repomumabl
N NnecTuumnabl, He JONYyCKaeTCsl NPOBOANTL B TEX XKe 34aHMAX U (Unin) Ha TOM e 0b6opyaoBaHUN,
KOTOpble ucnonb3yTces ans npomssoactea PC. PaboTa ¢ TakMmm BbICOKOTOKCUYHBIMU
HedbapmaueBTUYECKMMMY BELLECTBAMM U UX XPAHEHWE AOMKHbI OCYLLECTBATLCA OTAENBHO OT
®C.

OcBelyeHue (4.5)

340. (4.50) Bo Bcex 30Hax JOMKHO ObITb 06ecneyeHO ocBelleHne, Heobxoammoe ans Toro,
4YTOObI NPOBOAMTL OYUCTKY, TEXHMYECKOE OBCNY)XMBAHME U HaaexXallee BbINONIHEHNE
onepauum.

Ctoku n otxoabl (4.6)

341. (4.60) Ctoku, oTxoabl 1 Apyrne otpaboTaHHble MaTepuansl (Hanpumep, TBepable, Xuakue
1 razoobpasHble NoboYHbIE NPOAYKTbI MPOM3BOACTBA) BHYTPU U CHAPYXXKW 30aHUK, a Takke Ha
HenocpeaCcTBEHHO MNpureratLen TeppuTopun HeobxoamMmMo CBOEBPEMEHHO yaansaTh,
obecneynBas 6e3onacHOCTb 1 cobntogas caHuTapHble npasuna. KoHTenHepb! 4ng mycopa u
(Mnn) cToYHbIE TPYObI AOMKHBI BbITh YETKO MPOMaPKMPOBAHbI.

CaHuTapHas o6paboTka n TexHu4yeckoe obenyxusaHue (4.7)

342. (4.70) 3pgaHus, ucnonb3yemMble Npyu Npon3BOACTBE MPOMEXYTOYHOM npoaykumm n ®C,
HeobxoaMMOo Hagnexawum obpasom obcnyxmBaTb, PEMOHTMPOBATbL M COAEPXKaTb B YACTOTE.

343. (4.71) NMpounssoguTenb AOMKEH pa3paboTaTb JOKYMEHTLI, onpeaensiowmne
OTBETCTBEHHOCTb 3a NPOBEAEHMNE CaHUTapHOM 06paboTkK, B KOTOPbLIX NPUBEAEHbI rpadukm
npoBeaeHMs] OYMCTKN, NepeYncrieHbl MeToabl, 060pyaoBaHME N Matepuarnsl, UCNONb3yeMble
NpPW OYUCTKE 34aHUNA N NOMELLEHNN.

344. (4.72) Npn HeobxogMMOCTK Ans TOoro, YTobbl M3bexaTb KOHTaMUHaLUMM 0bopyaoBaHUS,
NCXOOHOrO CbIpbs, yNaKOBOYHbLIX MaTeEpPManoB n Matepuanos AN MapKUPOBKU, NPOMEXKYTOYHOM
npogykunmn n ®C, aormkHbl ObITb Takke paspaboTaHbl NpoLeaypbl MO UCNOSMb30BaHUIO CPEACTB
NPOTUB rPbI3YHOB, MHCEKTULNAOB, OYHIMUMAOB, OYMUraHTOB U CPEACTB OYUCTKUN U
aesnHdekummn OC.

TexHonorun4yeckoe o6opynosaHue (5)
MpoekTupoBaHne n MmoHTax (5.1)

345. (5.10) ObopynoBaHue, NCNoONb3yemoe Npu NPOM3BOACTBE NPOMEXYTOYHON NPOAYKLUN 1
®C, 0OMKHO MMETb COOTBETCTBYHOLLYI KOHCTPYKLIMIO, COOTBETCTBYHOLLME pasMephbl 1
pacnonaraTbCsl B COOTBETCTBUN CO CBOMM Ha3Ha4YeHMEM U Takum obpasom, 4Tobbl nepcoHan
MOT OCYLLECTBIIATb OYUCTKY, A€3NHDEKUMIO (NPU HEOBXOAMMOCTN) U TEXHUYECKOE
obcnyxmBaHue aToro o6opyaoBaHus.



346. (5.11) NoBepxHOCTN 060PYAOBAHUSA, KOHTAKTUPYHOLLME C UCXOAHBIM CbIpbEM,
NPOMEXYTOYHbIMU NpoaykTaMmmn unm ®C, He JOMKHbI BNNATL Ha KQ4Y€CTBO MPOMEXYTOUYHbIX
npoayktoB N ®C 1 N3MEHATb UX XapaKTEPUCTUKM 3a npeaeribl 40MYCTUMbIX 3HaYEHUN,
YCTaHOBJEHHbIX B crieumumkaumnsax.

347. (5.12) TexHonornyeckoe obopygoBaHme He0BXo0AMMO MCMNOMb30BaTh TOSLKO B Npeaenax
pabo4ynx guanasoHoB, YCTAHOBEHHbIX MPU KBanupukawumm.

348. (5.13) OcHoBHOEe 06opyaoOBaHMeE (HanpuMep, peakTopbl, EMKOCTU ANA XpaHEeHUS) 1
CTauNOHapHbIe TEXHONOMMYECKNe NIMHUU, UCNONb3yeMble B MPON3BOACTBE MPOMEXYTOYHOM
npoaykuuun unm ®C, 4omKkHbl OblITb COOTBETCTBYOLLMM 06pa3om NaeHTUPULNPOBaHbI.

349. (5.14) Itobble BewecTBa, HeOOGXOAUMbBIE OS5 PYHKLMOHNPOBaHNA 060pya0BaHUS, Takue
KakK CMasKu, XXMOKOCTW ONsi HarpeBa Unu xnagareHTtbl, He AOIKHbI KOHTaKTMPOBaTL C
npomMexyToyHoun npoaykunen nnmn ®C, yTobbl He M3MEHATL UX KavecTBo. [1ponsBoguTenb
AOJIMKEH NPOBECTW OLIEHKY NMOBbIX OTKNOHEHWI OT 3TOro TpeboBaHus, YTobbl yoeanTecsa, 4To
OTCYTCTBYET HEOGNaronpuATHOE BO3AENCTBME 3TUX MaTepmarnos, BNUSAKOLWEE Ha NPUrogHOCTb
npomMeXxyToyHon npoaykumen nnn ®C gna ncnonb3oBaHnd. Tam rge 3To BO3MOXHO, AOSKHbI
NCrnonb30BaTbCHA CMaskM U Macna, npeaHasHavyeHHble 4515 NULWEBON NPOMBbILLFIEHHOCTMW.

350. (5.15) Bo Bcex cnyyvasix, koraa aTo NPUMEHUMO, SOSMKHO MCNONb30BaThCA 3aKpbITOE UMK
repmMeTUYHO 3akpbiBatoeecs obopygosaHue. [pu ncnonb3oBaHMM OTKPbITOro 060pyaoBaHMsA
NN ero OTKPbITUN HEOBXOAMMO NPUHATE MEPbl MPELOCTOPOXKHOCTU, YTOOLI CBECTU K MUHUMYMY
PUCK KOHTaMUHaLMN.

351. (5.16) Y npousBoguTensa OOMMKEH UMETBCA B HANWMYUKN aKTyarnbHbIA KOMMNSIEKT YepTexen
ncnonb3yemoro obopyaoBaHus, a Takke KpUTUYECKUX CUCTeM 006BA3KM (Hanpumep,
KOHTPOSbHO-N3MePUTENbHbLIX NPUOOPOB, BCNOMOraTeflbHbIX CUCTEM).

TexHnyeckoe obcnyxxmBaHme n ouncTka obopyaoBaHus (5.2)

352. (5.20) MNMpodunaktrnyeckoe TeXHUYeCKoe obcnyxnsaHne obopynosaHms Heo6xoanmMo
NpOBOANTbL B COOTBETCTBMM C YyTBEPXKAEHHBbIMU rpachmkamu 1 npouenypamu, B KOTOPbIX AOSHKHA
ObITb OnpeaeneHa OTBETCTBEHHOCTb 3a UX NpoBefeHue.

353. (5.21) MNpowussoguTenb AOMKEH pa3paboTaTb MHCTPYKLMM MO O4MCTKE 060PYyAOBaAHNSA K
nocrieyoLemy rnosly4eHuIo paspeLleHnsi Ha ero MCnosib3oBaHne Npu NPoON3BOACTBE
npomexxyToyHon npoaykunn n ®C. MNMpoueaypbl O4MCTKN SOMKHbBI OblTb ONMCaHbl 4OCTATOYHO
nogpo6Ho, 4Tobbl onepaTopbl MOMN NPOBOAUTL OYUCTKY 06opyaoBaHUA noboro Tuna
BOCMNPOM3BOANMbBIM N 3PAEKTMBHBIM CMOCOBOM. DTN NpoLeaypbl 4OSKHbI BKIOYATb:
yCTaHOBIEHNE OTBETCTBEHHOCTU 3a OYMCTKY 060pya0BaHUS;

rpadouKkn O4UCTKK, BKITHOYas (Mpy HEOBX0AMMOCTM) rpadoukn caHnTapHon o6paboTku;

rnorHoe onvcaHue MeToaoB U MaTepuaros, BKIOYasi NPUroToBINeHe CPeacTB, UCNOMb3yeMbIX
ANs O4NCTKM 06opyaOBaHMS;

WHCTPYKLMKM No pa3bopke n cbopke kaxaon (npn HeobxoamMmocTn) eanHuubl obopyaoBaHms ans
obecneyeHnsa Hagnexallen OYNCTKM;

WHCTPYKLMM NO yaaneHnio MapkMpoBKn NpeabiayLLen cepum;



MHCTPYKUMK NO 3alnTe YNCTOro O60py,£I,OBaHI/IFI OT KOHTaMMUHauUun nepen ero ncnoJjib3oBaHNeM,

nopsaoK NPOBEPKN YNCTOTbI 000PYA0BaHMS HEMOCPEACTBEHHO NEPE ero UCNoNb30BaHMEM,
€CIN 3TO NPaKTUYECKM OCYLLLECTBUMO;

yCTaHoBreHve (koraa NpMMEHNMO) MaKCMMarbHOro NPOMEXYTKa BPEMEHU MeXay OKOHYaHUeMm
npolecca 1 04UCTKON 0bopyaoBaHUS.

354. (5.22) O6opyanoBaHve 1 NPUHALMNEXHOCTUN OOMMKHbI OYNLLIATBCA, XPaHUTBCA U NpU
Heo6XxoaMMOCTK NoaBepraTbCst CaHUTapHoOM o6paboTke nNn cTepunmM3oBaTbCa Ans
npegoTBpaLLeHns KOHTaMUHaUMM Unn nepeHoca maTepunana, Kotopble MOryT U3SMEHUTb
Ka4yeCcTBO NpoMexyToyHoun npoaykumm n ®C 3a npegenbl, yCTaHOBMNEHHbIE B CneumduKkaumsx.

355. (5.23) Ons obopyaoBaHus, npegHa3HA4YeHHOro ANsi HENPEPbIBHOMO TEXHOMOrMYECKOro
npouecca unu ansa NponsBoACTBa KaMnaHUAMM (MPOU3BOLACTBEHHbLIMU LIMKITaMW)
nocnegoBaTenbHbIX CEpU OHON U TOM Xe NPOMEXYTOYHON NPOAYKLUUN UK OOHOMU U TOW Xe
®C, Heob6Xx0aANMO NPOBOANTL OYMCTKY Yepes onpeneneHHble NPOMEXYTKN BPEMEHN BO
n3bexxaHne HaKoOMMeHMs U NnepeHoca KOHTaMUHAHTOB (HanpuMep, NPOAYKTOB Pa3fioXeHMs Unn
HeJOoMnyCTUMOro KonmyecTsa MUKPOOPraHn3MoB).

356. (5.24) O6opynoBaHue, Ucnonb3yemMoe Ansi NPOM3BOACTBA Pa3HbIX MaTepuarnos, AOKHO
ouYMLLaTLCA B MPOMEXYTKaX Mexay X CMeHON BO nsbexxaHne nepekpecTHoM KOHTaMUHaLUN.

357. (5.25) MNMpownssoguTenb OOMKEH YCTAaHOBUTbL U 06OCHOBaTb KPpUTEPUN NPUEMIIEMOCTU B
OTHOLLIEHMM OCTaTKOB, a TaKKe OCYLLECTBUTb U 06OCHOBaTL BbIGOP Npouenyp OYUCTKA K
MOHILLINX CPeacTB.

358. (5.26) O6opynoBaHme JOMKHO OblTb COOTBETCTBYHOLMM 06pa3oM NpoMapKMpoBaHO B
OTHOLLEHMM €ro COAEPKUMOro N COCTOSAHUS YNCTOThI.

KannbpoBka (5.3)

359. (5.30) KannbpoBKy KOHTPOSbHO-U3MEPUTENBHOIO U aHanNnUTMYeckoro obopyaosaHms (B TOM
yucre BecoB, NPUOOPOB ANt MOHUTOPUHTA), UMEIOLLIETO KPUTUYECKOE 3HAYEHne Ons
obecneveHnsa kKayecTBa NPoOMEXyTOYHON npoayKunmn nnm ®C, HeobxoaMmo NPoBOAUTL B
COOTBETCTBUN C YTBEPXKAEHHBIMU MHCTPYKLUSIMU N YCTAHOBIIEHHBIM rpadonKoM.

360. (5.31) Kannbposka gormkHa NPOBOAMTLCS C UCMONb30BaHNEM COOTBETCTBYHOLLMX
cepTMdULMpPOBaHHbLIX CTaHAAPTOB UMW COMOCTAaBMMOro CO CTaH4apToM obpasua nmubo aTanoHa
(ecnu TakoBble CyLLECTBYIOT).

361. (5.32) 3anucu npoBegeHUsa kKannbpoBOK OOMKHbI COXPAHATLCS.

362. (5.33) Tekywun ctatyc KannmbpoBKN KpUTUYECKOro 00opyaoBaHUs AOMKEH ObITb M3BECTEH
1 faBaTb BO3MOXHOCTb €0 MPOBEPKW.

363. (5.34) He ponyckaeTcs ncnonb3oBaHne npubopoB, KOTOPbIE HE COOTBETCTBYIOT KpUTEPUAM
KannbpoBKM.

364. (5.35) OTKNOHEHUSA OT YTBEPXKAEHHbBIX CTAaH4APTOB KanMOpPOBKN A1 KPUTUYECKMX
npnbopoB Heo6XxoaMMO paccrnenoBaTh, YTOObI onpeaennTb, NOBAMANO NN 3TO HA KA4YeCTBO
NpOMEXYTOYHON nNpoaykummn n ®C, NnpomsBeaeHHbIX C MCMOMb30BaHMEM OAHHOrO 0b6opyaoBaHNA
nocre ero nocnegHemn ycnewwHomn KanmopoBKu.



KomMmnbloTepusnpoBaHHble cuctembl (5.4)

365. (5.40) KomnbloTepnanpoBaHHble CUCTEMbI, OTHOCSALLMECS K HacTosAwmM [Npasunam,
nognexat Banvaauun. O6bem Banngaumm 3aBUCUT OT MHOroobpasusi, CIIOXXHOCTU 1
KPUTUYHOCTM NPUMEHEHUS KOMMBIOTEPU3NPOBAHHBIX CUCTEM.

366. (5.41) Hagnexawue kBanudukaumsa MOHTaxa 1 kBannugukauns gyHKLMOHNPOBAHNUSA
AOIMKHBI MPOAEMOHCTPMPOBAaTb MPUrO4HOCTb KOMMBbIOTEPHOrO 060PYAOBaHUSA 1 MPOrPaMMHOro
obecneyeHnsa ansa BbINOSTHEHUSA NOCTABMEHHbIX 3a4ay.

367. (5.42) Vicnonb3yemoe nporpammHoe obecneyeHne, KOTopoe bbIo KBanmmumpoBaHo, He
TpebyeT npoBeAeHNS NCNbITAHUI TOTO XXe YPOBHS. Ecnu cywecTByoLlas cuctema He npoluna
Banugauuio BO BPEMS YCTAHOBKM, NPU HANMYMmM COOTBETCTBYIOLLIEN AOKYMEHTaLUN MOXHO
NPOBECTU PETPOCMNEKTUBHYIO Banngauuio.

368. (5.43) Heobxogmmo, 4To6bI KOMMBIOTEPU3NPOBAHHBLIE CUCTEMbBI UMENN LOCTATOYHbIV
YPOBEHb KOHTPONSA ANg NpeaoTBpaLLeHms HeCaHKLNMOHMPOBAHHOMO AOCTYNa K AAaHHBIM UK
n3mMeHeHns aaHHbIX. [JormkHa OblTb NpeaycMoTpeHa 3almuTa OT NoTePU AaHHbIX (HAanpuMmep, Npu
BbIKIMOYEHUN KOMNbloTepa). MIHopmauusa o nobbiX M3MEHEHMAX OaHHbIX, O NOCregHeM BBOAE
AaHHbIX, O TOM, KEM W1 KOraa OHu Obinv caenaHbl, NOANEXUT pernctpauuu.

369. (5.44) MNpoussoguTenb AOSMKEH UMETb YTBEPXKOEHHbIE NpoLeaypbl Mo 3KCnyaTauum u
TEXHUYEeCKOMY 06CNY>XMBAHMIO KOMMbIOTEPU3NPOBAHHBIX CUCTEM.

370. (5.45) Ecnu kpuTuyeckme AaHHble BBOAAT BPYYHYHO, HEOBX0AMMO NpeayCcMOTpeTb
AOMNONHUTENBHYO MPOBEPKY TOYHOCTU UX BBEAEHMS. Takyto NPOBEPKY MOXET BbINOSHUTb
BTOPOW onepaTop unM cama cucrtema.

371. (5.46) Cboun B paboTe KOMNbIOTEPU3NPOBAHHbBIX CUCTEM, KOTOPbIE MOTYT MNOBMNATDL Ha
KayecTBO NPOMeXyTouHoW npogykuumn nnn ®C, Ha 4OCTOBEPHOCTL 3anvcen unm pesynbTaTos
UCNbITaHWA, NONeXaTt AOKYMEeHTarlbHOMY OGOOPMIIEHMIO 1 PaCcCrneaoBaHUIo.

372. (5.47) 'ameHeHns1 B KOMNbIOTEPU3MPOBAHHBIX CUCTEMaxX HEOHXO4MMO OCYLLECTBATL B
COOTBETCTBUU C NpoueaypamMu BHECEHUS U3MEHEHUIN, OpMLMAaNbHO UX CaAHKLUOHMPOBATD,
0hOpPMNATbL JOKYMEHTAIbHO 1 TECTUPOBATh. [JOMKHbI COXPAHATLCS 3anncu BCeX N3MEHEHUN,
BKMOYas MoAMMKaLMIO N YCOBEPLLEHCTBOBAHME KOMMbIOTEPHOrO 060pya0BaHMS,
nporpamMmmMHoro obecrnedyeHnss U Apyrmx KPUTUYECKUX KOMMOHEHTOB CUCTEMbI. DT 3anncu
AOIMKHbI ObITh fOKa3aTENbCTBOM TOrO, YTO CMCTEMA NOAAEPKMBAETCA B BaNMAMPOBaHHOM
COCTOSHUMW.

373. (5.48) Ecnu cbon nnm nonomMka cuctembl NPUBOAUT K NOCTOSTHHOW NOTEPE 3anncen,
NPOM3BOANTENb AOIMKEH NPegyCMOTPEeTb CUCTEMY Pe3ePBHOro KONMpoBaHus nHdopmaumm. Bo
BCEX KOMMbIOTEPU3NPOBAHHBIX CUCTEMAX AO0SMKHbI ObITb NPeayCMOTPeHbI CpeacTBa,
obecneymBaroLme 3aWwmnTy OaHHbIX.

374. (5.49) B pononHeHne K KOMMNbIOTEPHOM CUCTEME AO0MYCKAETCA 3anncb AaHHbIX U APYTUM
cnocobom.

HokymeHTaumsa n 3anucu (6)

Cuctema gokymeHTauum n cneuundumkauum (6.1)



375. (6.10) Bce ookyMeHTbI, UMetoLLMe OTHOLLEHUE K NPOU3BOLCTBY NPOMEXYTOYHOM
npoaykuuun unm ®C, HeobxoanmMo CoCTaBnATb, MPOBEPATh, YTBEPXAATb U PpacnpoOCTPaHATb B
COOTBETCTBUU C YTBEPXKAEHHBIMU NpoM3BOANTENEM NpoueaypamMn. Takme OOKYMEHTbI MOryT
ObITb 0POPMIEHbI Kak B MMCbMEHHOM, TaK MU B 3NIEKTPOHHOM BUAe.

376. (6.11) Bbigayy, nepecmoTp, 3aMeHy U1 N3bATUE BCEW AOKYMEHTaLUN HE0OXoaMMOo
KOHTPONMPOBAaTb C COXpaHEHNeM cBefeHu 06 ux npeablayLumx BepCusix.

377.(6.12) NpounssoguTens AOSMKEH OpraHM3oBaTb CUCTEMY XPaHEHUS! BCEX JOKYMEHTOB
(Hanpumep, oTyeToB O pa3paboTke, OTYETOB O MacLLTabmnpoBaHun, OTYETOB O Nepenade
TEXHONOrMn, OTYETOB O Banugaumm npouecca, 3anmcen no oby4yeHuto, 3anncen no
NPON3BOACTBY, AOKYMEHTOB MO KOHTPOSO U 3anncern No peanuaaumm) ¢ ykasaHMeM CPOKOB
XpaHeHUst TaKNX OKYMEHTOB.

378. (6.13) Bce 3anuncu no nponsBOACTBY, KOHTPOSO U peanu3aumm HeobXoANMO XpPaHUTb He
MeHee 1 roga nocre UCTevYeHnsa cpoka roaHoCTU cepun. 3anncu, cogepkallme gaHHbIe
NMOBTOPHbIX UCMbITaHU ®C, AOMKHBbI XPaHUTLCA HE MeHee 3 neT nocne NonHoOn peanuauun
cepun.

379. (6.14) 3anncu HeobxoaMMO BbINOSHATbL HECMbIBAEMbIMY YEPHMUMIAMM B CneunanbHO
npenyCMOTPEHHbIX AN 3TOr0 MecTax cpaasy e nocre BbIMOSIHEHUS onepawumii; nuuo,
cAenasLLee 3anncb, JOJMKHO ObiTb 0603Ha4YeHo. icnpaBneHns B 3anmMcsax OOSMKHbI ObITb
nognucaHbl C NpocTaBneHnemM gatbl. Takme ncnpasneHnst He OOKHbI NPensaTCTBOBATb
NPOYTEHUIO 3aNUCK B ee NepBOHaYanbHOM Buae.

380. (6.15) B TeueHune nepmoga xpaHeHNa opurmHanbl UNn KONun 3annucemn JoMmkHbl bbiTb
NEerkogocCTyMnHbl HA NPOU3BOACTBEHHOW NMOLWAAKE, rAe OCYLEeCTBASNNCL paboTbl, ONUCaHHbIE B
aTMX 3anucsax. [lonyckaeTcsa Takke ObICTpoe NonyYyeHne 3anncen ns gpyrux MecTt XpaHeHus ¢
MOMOLLIbIO ANIEKTPOHHBIX U APYrMX CPeacTB.

381. (6.16) CneuundoukaLmm, MHCTPYKLUN, NpoLeaypbl U 3anmcn MOXHO XpaHuTb Nnbo B
opuruHane, nMbo B BUAE KOMUM, TaKnX Kak OTOKOMMUU, MUKPOUITbMbI, MUKPOULLIM U
apyrue hopmbl TOYHOMO BOCNPOU3BEAEHUS OpUrMHarbHbIX 3anucen. Ecnv ncnonssosanucb
METOAbl YMEHbLUEHNSA OpuUrMHana, Hanpumep, MUKpoMUIbMUPOBaHNE, NN SNEKTPOHHbIE
3anucu, To HeobxoanMMo UMETb COOTBETCTBYIOLLIEE CHMTbIBaKOLLee 06opygoBaHme, a Takke
cpeacTBa AM1s U3roTOBEHMS NEYaATHbIX KOMWUNA.

382. (6.17) MNpounssogmTenb A0MKEH pa3paboTatb 1 0POPMUTL JOKYMEHTANbHO cneundukaumm
Ha UCXOAHOE Cbipbe, NPOMEXYTOYHYIO NpoayKumto (npn HeobxoammocTn), ®C 1 matepumansl
ANA MapKMPOBKKM M YNakoBKW. [JOMNOMHMUTENBbHO MOryT NOHAgo00bUTLCSA cneundukaumm Ha
HeKoTopble Apyrne matepuansl (Hanpumep, BCromoraTesbHble MaTtepuarbl, NPOKNagkn),
ncnosb3yeMble B Xo4e NPOon3BOACTBa NPOMEXYTOYHOM npoaykumm nnn ®C, kotopble MoryT
ObITb KPUTUYECKMMU ON1A KavecTBa. Heobxoammo yctaHOBUTb M 0POPMUTL JOKYMEHTaNbHO
KpUTEpUM NpUemMnemMocTu Ans KOHTPONSA B NpoLecce Npon3BOACTBA.

383. (6.18) Ecnu ncnonb3yrTcsa 3NEKTPOHHbIE NOANUCY HA OOKYMEHTaX, TO OHU OOSMKHbI ObITb
NOeHTUPULNPOBAHbI U 3aLUNLLEHDI.

3anucu o4YUCTKU U Ucnonb3oBaHuAa obopyaoBaHus (6.2)

384. (6.20) B 3anncsax ncnonb3oBaHmsi, O4NCTKN, CaHUTapHOW 06paboTkm u (nnu)
cTepunmsaummn, a TaKkke TeXHMYeckoro obcnyxXnsaHms OCHOBHOIO 060pya0BaHNA AOIMKHbI ObITb



yKasaHbl gaTa, BpeMsi (Npy HeobXoaAMMOCTI), HaMMeHOoBaHWe NPoaYKLMK, HOMEpP KaXXaoin cepum
npou3BeaeHHON Ha 3TOM 060pyAOBaHMM NPOAYKLMM, a Takke N0, KOTOPOe NPOBOAMIIO
OYMCTKY U TEXHMYECKOE 0OCNYXMBaAHME.

385. (6.21) He TpebyeTcsa cocTtaBneHnsa oTaerbHbIX 3anMcen OMUCTKM U UCNOSb30BaHUS
obopyaoBaHus B Criydae, ecnm OHO cneumanbHO npeaHasHadYeHo ans NnpoMsBOACTBa OAHOIO
HanMeHOBaHWS NMPOMEXYTOYHOro npoaykra unu ®C n cepum 3Toro NPOMEXyTOHHOro NpoaykTa
nnm ®C nponsBogaTcs B NPOCNeXnBaeMon nocrnegosaTensHOCTU. B crnyyasx ncnonb3oBaHus
creumanbHO npegHasHa4YeHHoro 0bopyaoBaHNA 3arMCK ero OYUCTKU, TEXHUYECKOro
oGcnyXMBaHUA 1 aKcnnyaTaumm MoryT 6biTb MO0 YacTbio 4OCkEe Ha ceputo, MO0 OTAENbHbIM
AOKYMEHTOM.

3anucu Ha UICXOQHOE Cbipbe, MPOMEXYTOUYHbIE NPOAYKTbI, YNIaKOBOYHbIE MaTepuarnbl U
MaTepuanbl AnA MapKMpoBKU hapmaueBTU4eCcKnx cyoctaHumm (6.3)

386. (6.30) HeobxoamMmo BECTM 3anMcK Ha UCXOLHOE Cbipbe, MPOMEXYTOYHbIE NPOAYKTbI,
yrnakoBOYHblE MaTepuansl, Mmatepuansl ana mapkuposkun ®C, cogepxalume cnegyowime
AaHHbIE:

HanMeHoBaHWe NPon3BoanTENs, NOEHTUMUKALMIO N KOSTIMYECTBO KaXKa0W NOCTaBKU KaXKaom
Cepun UCXOLHOrO CbIpbs, MPOMEXYTOYHOM NPOAYKLUMU UM YNAKOBOYHbIX MaTepuarnos 1
Martepwuarnos ana mapkuposku OC;

HanMeHOBaHMe NOCTaBLUMKA; KOHTPOSbHbLIN HOMEpP (HOMepa) NnocTaBLmKa (eCcnm N3BeCTEH) Unu
Apyron naeHTUUKaLUMOHHbIN HOMEP; HOMEP, NPUCBOEHHbLIN NpW NpUeMKe, U aaTta NPUeMKU;

pe3ynbTaTbl BCeX NPOBeAeHHbIX UCMbITaHWUIA U NPOBEPOK U CAeNaHHbIe Ha NX OCHOBaHUK
BbIBOAbI;

3arnncu, B KOTOPbIX OTCNEXNBAETCA NCMNOJIb3OBaHNE MaTepunasioB;

AOKYMEHTaLMIO MO OLEHKE 1 NPOBEPKE YNakoBOYHbIX MaTtepmnasnioB U Matepuanos ans
MapkmpoBkn ®C Ha COOTBETCTBME YCTAHOBMNEHHbIM CrieundukaLmsm;

OKOH4aTeJIbHO€E peLleHne OTHOCUTESTIbHO OTKITOHEHHbIX NCXO4HOIo CblpbA, npomemyTquon
npoaykKunm nnmn ynakoBO4YHbIX MaTtepumanoB 1 Mmatepunanos Ond MapKnpoBKA C.

387. (6.31) MNpounssoguTenb AOSMKEH XPaHUTb YTBEPXKAEHHbIE 06pa3sLbl TUKETOK ANs
CpaBHEHUSA C HUMM BbIMyCKaeMbIX 3TUKETOK.

MpoMbIWwNeHHbIN pernaMmeHT U TeXHonorn4eckne NHETpykuum (6.4)

388. (6.40) Ons obecneyeHnsa o gHOPOAHOCTU OT CEPUN K CEPUN NPOU3BOAUTENb LOMKEH
paspaboTaTb NPOMbILLNEHHbIE pernaMeHTbl Ans kaxgoro suga PC, KoTopble yTBepXKaatTcs
pykoBoAUTENEM NPOU3BOANTENS, a TaKKe HE3AaBUCUMO NPOBEPSIOTCS, NOANUCHIBAOTCS SIULOM
13 nogpasgenieHns KayecTsa C NpocTaBreHnemM agatbl. Ha oCHOBaHWM MPOMbILLIIEHHbIX
pernameHToB paspabaTtbiBalOTCA TEXHONOMMYECKNE NHCTPYKLUKN AN KaXKA0W CTaganm
TEXHOJOrM4Yeckoro npowuecca u (Unu) ons Kaxgoro Buaa NnpoMeXKyTOYHOW NPOAYKLNN, KOTOpble
noanucbIBalOTCA OAHUM NMLIOM C NPOCTaBNEHNEM AaThl, @ TakKe HE3aBUCMMO NPOBEPSAIOTCS,
noanuncbIBalTCA NULOM M3 NnogpasaeneHns KavyecTBa ¢ NpoCcTaBeHMeM aaThbl.
MpOMBILLNEHHbIN pernameHT BKMOYaeT B ceba nepeyeHb NCMNoNb3yeMbIX MaTtepumarnos C
yKasaHMeM KONMYecTBa KaXkaoro n3 HMX, AaHHble 006 ncnonb3yemom obopyaoBaHum, onmcaHme
TEXHOJTOrMYeCKoro npouecca u MeTogoB KOHTPONs Ha Bcex aTanax npomssoactea OC. Obwue



TpeboBaHUA K CTPYKTYpE U NHble TPeBOBaHNS K COAEPXKaHMNIO MPOMBbILLIIEHHbIX PErNaMeHTOB
yCTaHOBIEHbI COOTBETCTBYHOLLMMN HOPMATUBHBLIMU NPaBOBbLIMU akTamu Poccuiickon
depepaumn.

389. (6.41) TexHONOrM4YeCcKNe NHCTPYKLUUM OOSMKHbI BKIHOYaATb:

HanMeHOBaHWe BbIMyCKaeMOoWn NPOMeXyTOYHOW npoaykumm unn ®C u ctagmm TeXHONOrM4yeckoro
npouecca, a Takke, ecrnv npMMeHMMO, COOTBETCTBYIOLLNIA KOO AOKYMEHTA;

MOSHbIN NepevYeHb NCXOOHOIO Chipbsi U MPOMEXYTOUYHOW NPOAYKLNUN C yKasaHUeM
HaNMEeHOBaHWU NN KOAOB, AOCTATOYHO CreUndUYHbIX AN TOro, YToObl MOXHO ObINO NPOBECTU
naeHTUdUKaLmMIo U onpeaenuTb Nobble cneunanbHble XapakTePUCTUKN KavyecTBa;

TOYHOE yKa3aHue KONMMYECTBa UIM COOTHOLLEHME KaXaoro HauMeHOBaHUS UCMONMb3yeMOoro
NCXOOHOTIO CbIpbsi UM NPOMEXYTOYHOW NPOAYKLUN C yKasaHueM eavHuL, namepeHust. Ecnm
TaKoe KONMUYECTBO He ABNSeTCA (PMKCMPOBaHHLIM, TO HEOOXOAUMO NPMBECTU pacyeT Ans
Ka)k[oro pasmepa cepumn Unm pexmnma TexHonorn4eckoro npouecca. Takke Heobxoammo
yKasaTb OTKNOHEHMS! OT yKa3aHHbIX KONIMYECTB, eCrin OHU 0B60CHOBaHbI;

MECTO OCYLLECTBNEHMS TEXHOMOMMYECKOro NpoLecca U OCHOBHOE TEXHOMOrMYecKoe
obopyaoBaHue, KOTOpoe Mpu 3TOM UCMONb3YETCS;

noapobHble TEXHONOrMYECKNe AENCTBUS, B TOM YUCTIE:
nocrnegoBaTernibHOCTb, KOTOPYO Heobxoaumo cobntoaaTb;
ncnonb3yemMble ananas3oHbl NapaMeTpoB NPoLEeCCa;

yKasaHus no oTéopy npob 1 KOHTPOMIO B NpoLiecce Npou3BOACTBA C yKa3aHUeM Kputepres
NpUemMINemMocTu, Korga 3To Heob6xoanmo;

npeaenbHble CPOKMN 3aBeEPLUEHUSI OTAENbHbIX CTaAUI TEXHOMOrMYeckoro npowecca u (Mnm)
BCEro npolecca B LiefioM, Korga 3To He0OX0AMMO;

oXuaaemble AManasoHbl BbIxoAa NPOAYyKLUMM HAa COOTBETCTBYIOLMX CTaaMsaX npoLlecca unm B
onpeaeneHHoe Bpems;

ocobble ykasaHusi U Mepbl NPeLOCTOPOXHOCTU, KOTopble HeobxoamMmo cobnoaaTb, Unu
COOTBETCTBYHOLUNE NEPEKPECTHBLIE CCbISIKM HA HUX, KOrga 3TO Heobxoanmo;

yKa3aHUsi No XpaHEHMI0 MPOMEXYTOYHON npoaykumm unn ®C anst obecnedyeHnss Mx NpUrogHoOCTU
K MCMONb30BaHMI0, BKIOYasi YNakoBOYHbIV MaTepuarn u MaTepuan ans MapkMpoBKU, a Takke
ocobble yCrnoBUsl XpaHEHWs! C yka3aHWeM CPOKOB, KOrga 3To LenecoobpasHo.

[ocbe Ha ceputo (3anMcu No NPOU3BOACTBY U KOHTPOSIO KavyecTBa) (6.5)

390. (6.50) Ons kaxxgoro npomexxyToyHoro npoaykta n ®C aomkHO 6bITb NOATOTOBNEHO JOCHE
Ha cepuio NPoayKLmK, BKNYatoLwee B cebs NoNHy MHopMaLmMio O NPOU3BOACTBE N KOHTpOrie
KavecTBa Kaxzaown cepuun. BolgaBaemas oopma And BHECEHUS 3anucen no npon3sBoaCcTBYy
AOJIPKHA COOTBETCTBOBATb TEXHOOMMYECKON NHCTPYKUUKN U ABNSATLCA akTyaribHOW BEPCUEN.
Ecnu dbopma gnsa BHeceHUs 3anncen no nponsBOLCTBY CEPUN COCTaBfeHa Ha OCHOBaHMN
OTAENbHON YacTN TEXHONOMMYECKOM MHCTPYKLUNN, TO TaKOW JOKYMEHT AOSMKEH coaepXaTtb
CCbIJIKY Ha UCMNOMb3yeMyto OEeNCTBYHOLLYIO TEXHONOMMYECKY0 UHCTPYKLUMIO.



391. (6.51) ®opmbl 4Nst BHECEHUSA 3annCeEN JOIMKHbI OblTb MPOHYMEPOBaHbI C yKadaHnem
KOHKPETHOro HoMepa cepuun Unm nAeHTUMOUKaLMOHHOro HoMepa, a Takke NnoanncaHbl ¢
npocTtasneHneM aaTbl Npu Bolgadve. Npn HenpepbIBHOM NPOU3BOACTBE KO NPOAYKUUK, a Takke
Aarta 1 BpeMs Bbirycka MOTyT CNYXWUTb OQHO3HAYHbIMU UAEHTUdMKaTOpamMun 4O NPUCBOEHUS
OKOH4YaTesIbHOro HoMepa cepun.

392. (6.52) B pocbe Ha ceputo (3anmcsax no NpoOM3BOACTBY M KOHTPOSIO KayecTBa) NpoayKLum
nocre 3aBepLUEHNS KaXaon BaXXHOW TEXHONOMMYECKOM CTaaumn JOIMKHbI ObiTb YKasaHbl
cnegywouime cBeaeHus:

aarta u, rae NnpyuMeHnMo, BpeMms;

OCHOBHOE Ucrnosb3yemoe obopyaoBaHue (HanpumMep, peakTopbl, CYLUUIKA, MenbHULbI);
cneundmryeckas naeHTUUKaUMa Kaxxaon cepum, BKIYasi Maccy, eanHULLbl N3MepeHus,
HOMepa Cepuir UCXOOHOTO CbiPbsi, MPOMEXYTOYHON NPOAYKLMM UK Nobbix MaTepuanos,
npoLleawnx NnoBTOPHY0 06paboTKy B Xoae NpOM3BOACTBA;

3aperncTpmMpoBaHHble hakTUYeckme pesynbTaTbl KPUTUYECKMX NapamMeTpoB NpoLecca;

AaHHble 0 NbbLIX NPOBEAEHHLIX OTOOPax NpPoo;

MOAMUCY ML, BbINOMHSABLLMX KaXOYH KPUTUYECKYIO cTaauio npu paboTe, a Takke
OCYLLECTBNSABLUMX HENOCPEACTBEHHbIV HAA30p UM NPOBEPKY;

pe3ynbTaTbl UCMbITAHMI B NpoLecce NPOoM3BOACTBa M NTabopaTOpPHbIX UCTbITAHUI;
haKTUYECKMI BbIXOA HA COOTBETCTBYIOLMX CTaaAMUAX UNWN B onpeaerieHHoe BpeMs;
onvcaHne yrnakoBKN 1 MapkKUPOBKM Anst NPOMEXYTOYHON npoaykummn nnmn ©C;

obpasey aTukeTkn Anst PC unm npomexxyTo4HON NpoayKLMK, ECNIN OHU NPOU3BEAEHDbI ANS
npoaaxw;

no6oe 3ameyveHHOe OTKIIOHEHWe, ero oLeHKa, MHpopmaLmsa o0 NPoBeAEeHHOM paccreaoBaHnum
(Npy HEOBXOAMMOCTI) NN CChINKa Ha Takoe paccriefoBaHne, eCnin COOTBETCTBYIOLLNE
[I0KYMEHTbI XPaHATCSA OTAENbHO;

pe3ynbTaTbl KOHTPOIA NpU BblAa4ve pa3pelleHna Ha BbIMNyCK.

393. (6.53) MNpoussoguTenb AOMKEH pa3paboTaTh U YyTBEPAUTL NpoLenypbl, KOTopble
HeobxoaMmo cobniogaTtb Npy paccnegoBaHUM KPUTUYECKNX OTKITOHEHUIA I MPU
HEeCOOTBETCTBUN CEPU MPOMEXYTOYHON npoayKunmn nnm ®C nx cneundukaumsm. Takoe
paccregoBaHne OOMKHO PacnpoCTPaHATLCS U Ha ApYyrne cepum, K KOTOpbIM MOrin 6bl UMETb
OTHOLUEHNE JaHHblE HECOOTBETCTBUA UMM OTKNOHEHUSA.

HokymeHTbI nabopaTtopHoro koHTpons (6.6)

394. (6.60) [JokymeHTbl NabopaToOpPHOro KOHTPOMSA AOIKHbBI BKIOYATL NOMHYHO MHGOPMaLUMIO O
AaHHbIX, MOMyYEeHHbIX B XO4€E BCEX UCMNbITaHWN, NPOBEAEHHbIX ANA NOATBEPXKAEHUS
COOTBETCTBUSA YCTAHOBMEHHbLIM cneumdpurkaumsam n obLuen apmakonernHom ctaTbe,
hapmakonemnHon ctatbe, HOPMaTUBHOW AOKYMEHTaLUN UM HOPMAaTUBHOMY JOKYMEHTY,
BKMNtOYasa nccnegoBaHns N KONMYECTBEHHbIE ONpeaeneHunsi, a UMEHHO:



onucaHne obpasLoB, NONYYEHHbIX AN NPOBEAEHNSA UCTIbITAHUS, BKIIOYaa Ha3BaHUE UCXOAHOro
Cbipbsi, MECTO OTOOpa Npobbl, HOMEP CEPUM NN OPYrON XapaKTepPHbIA Ko, aTy oTbopa npobbl
n, rae NpUMEeHMMo, Konuyectso obpasua, NnpeacTaBeHHOro Ans NPoBeaeHNS UCTIbITAHUR, U
AaTy ero nonyyYeHus;

onncaHune Kaxgoro ncnornb3yemMoro metoga ncnblTaHWUM Unu CCbIJTIKY Ha Takown meToga;

yKkasaHue Maccbl obpasua unv Apyrux eanHuL, namepeHms ans obpasua, ucnonb3yeMoro ans
Ka)k[0ro UCNbITaHUSA, B COOTBETCTBUM C ONUCAHHLIM METOAOM; AaHHbIe O NMPUroTOBMNEHUN U
UCNbITaHUN CTaHAAPTHbIX 00pa3LoB, peakTMBOB U CTaHOAPTHbLIX PAaCTBOPOB UK
COOTBETCTBYHOLLME NEPEKPECTHbIE CChINKY;

MosHble 3anncK BCEX UCXOAHbIX AAHHbIX, NONyYaeMblX B XO4e KaXkOoro UcnbiTaHus, B
AOMorHeHne K rpadukam, Tabnmuam 1 cnekTpam, NonydYeHHbIM C MOMOLLbI NabopaTopHbIX
npunbopoB, Haanexalumm obpasom MAeHTUDULMPOBAHHbIE AN KOHKPETHOrO BelllecTsa U
cepun, NoABepraeMbliX UCMbITAHWIO;

3anncu BCex pacyeToB, BbINMOSHEHHbIX B CBSA3W C NPOBEAEHNEM UCTbITaHUSA, BKNOYas eaNHULbI
n3mepeHnsa, KoaduumeHTbl nepecyeTa n PakTopbl IKBMBANIEHTHOCTN;

N3J10XXEHNE PEe3YIbTaToB NCMbITaHUM N X COOTBETCTBUSA YCTAaHOBIIEHHbIM KPUTEPUAM
NMPUEMIIEMOCTMN,

noannchb nuua, NnpoBOAMBLUEIO KaXXgoe ucnbltaHne, n gaty (,El,aTbI) X nNpoBeaeHnd;

aaTty n noanncb nuua, CBMOETENIbCTBYOLWLEro, YTO OpuUrnHarsbl 3anuncen 6bInn NnpoBEpPEHDLI B
OTHOLLUEHMN TOYHOCTMU, NMOJTHOTbI U COOTBETCTBNA YCTAHOBJIEHHBIM Tpe6OBaHI/IFIM.

395. (6.61) HeobxoomMmo Takke BECTU NOJSIHbIE 3aMUCU C YKa3aHUEM:
NtoObIX NU3MEHEHWI YCTAaHOBMNEHHbIX aHaNUTUYECKUX METOAMK;

nepuoan4yeckon kannbposku nabopaTopHoro o6opyaoBaHnd, annapaTtoB, CPEACTB U3MEPEHUI
N PErMCTPUPYHOLLNX YCTPONCTB;

Bcex ucnbitaHnm ®C Ha cTabUnbHOCTD;
paccnenoBaHUsi OTKNOHEHU OT cneundukaumnin.
0O630p pocbe Ha ceputo (6.7)

396. (6.70) na onpefeneHna COOTBETCTBUSA MPOMEXYTOYHOWN npoaykumnm nnm ©C
yCTaHOBMNEHHbIM crneundmrkaunsam nepen Bolgaven paspeLleHnsi Ha BbiMyCK Cepumn Unu nepeg
ee peanuaaumen gormkHbl OblTb paspaboTaHbl Npoueaypbl, KOTOPbIM HEOOXO0AUMO cnegoBaTh
npv 0630pe 1 yTBEPXKOEHMM 3anncer No NpoM3BOACTBY M NabopaToOpHOMY KOHTPOIO CEpUN,
BKIMOYAs yNakoBKY Y MapKUPOBKY.

397. (6.71) 3anncu no NPoM3BOACTBY Cepun U NabopaTopHOMY KOHTPOSIO KPUTUYECKMX CTaanm
npouecca noanexar NpoBepKe U NOATBEPXKAEHUIO nogpasaernieHmemM (nogpasaeneHnsamMmm)
KayecTBa nepep Bblgayen paspeLlleHns Ha BbiMyCcK Unv nepeq peanusauunen kaxagon cepmmn ®C.
3anncu no npomn3BOACTBY M nNabopaToOpHOMY KOHTPOIIO AN HEKPUTUYECKUX CTagui npouecca
MOryT ObITb NPOBEPEHbBI KBaNMMPULUMPOBaAHHLIM NEePCOHaNIoM NPOM3BOACTBEHHOIO



nogpasfaeneHns UnNu apyrux nogpasaerneHunin B COOTBETCTBUM C NpoLeaypamu,
yTBEPXXAEHHLIMU NoapasgeneHneM (nogpasgeneHnsamMmmn) KavecTaa.

398. (6.72) Bce OTKNOHEHUS, OTYETHI O paccrefoBaHUAX U OTKIOHEHNAX pe3yribTaToB OT
cneumdukaummn HeobxoanMo oLEeHUBaTbL B npouecce 063opa AOCbe Ha Ceputo nepea Bblaayen
paspeLleHns Ha BbINyCK 3TON Cepuun.

399. (6.73) MNogpaspeneHune (nogpasgeneHnst) kKadectsa MoXeT (MOryT) nepegasaTtb
NpPOn3BOACTBEHHOMY NoapasgeneHnto 0683aHHOCTU U NONTHOMOYNSA B OTHOLLEHMM Bblaauun
paspeLleHns Ha UCMONb30BaHNE NPOMEXYTOYHOW NPOAYKLMUN 32 UCKITHOYEHMEM TEX Cry4aes,
Korga npoAaykumnsa npeaHasHadeHa ans noctaBky 3a npegernbl cepbl KOHTPONs
npov3BOANTENS.

Pab6oTta c ncxoaHbIM cbipbemM (7)
O6wwun KoHTponsb (7.1)

400. (7.10) NpounsBoanTenb OOMMKEH YTBEPANTL AOKYMEHTbI, ONUCHIBAOLLNE NPUEMKY,
noeHTndmkaunio, NOMeLLIEHNE B KApaHTUH, XpaHeHne, obpallieHme, otbop npob, npoBeaeHmne
ncnbiTaHUM, a Takke ogobpeHne nnmn oTKNOHEHNE NCXOAHOMO ChIPbA.

401. (7.11) NpounssoanTenu NPoMexyTo4yHoun npoaykumm n (unn) ®C gormkHbl UMETb CUCTEMY
OLEHKM NOCTaBLLMKOB MCXOLHOIO Cblpbs, KPUTUYECKOro ANnd KayecTsa.

402. (7.12) NocTaBKa MCXOOQHOrO Cbipbsl AOMMKHA OCYLLECTBNATLCA NOCTaBLLMKaMK,
yTBEPXKAEHHBIMWU nogpasaeneHmem (nogpasgeneHnsamMmn) kKayectsa, B COOTBETCTBUM C
corracoBaHHbIMM crieunduKkaumnammn.

403. (7.13) Ecnu nocTaBLUMK KPUTUYECKOrO MCXOOHOMO ChIpbs HE SIBIISIETCA €ro
npoun3soguTenem, To NPON3BOAUTENb NPOMEXYTOYHOM NpoAayKumn 1 (Mnn) ®C OormKeH 3HaTb
Ha3BaHWe 1 agpec NPOM3BOANTENSI STOFO UCXOLAHOIO ChIPbA.

404. (7.14) 3ameHa nocTaBLLMKa KPUTUHECKOrO MCXOLHOrO Chipbsi AOSMKHA NPOBOAUTLCS B
cooTBeTCTBUU C NyHKTamu 540-547 HacToawwmx [Npaswun.

NMpuemka u KapaHTuH (7.2)

405. (7.20) Npwn nony4eHun n nepeq NPUEMKON KaxXgoe TapHOEe MECTO C UCXOOHbIM CblpbeEM UMK
rpynna TapHbIX MecT obcnenytoTcs BU3yaribHO Ha NPaBUTbHOCTb MapPKUPOBKK (BKITOYas
COOTBETCTBME HA3BaHUW, UCMOSNb3YEMbIX NOCTABLUMKOM U 3aKa34MKOM, ECININ OHM OTNIMYaOTCS) U
HanMyne noBpeXaeHUn KoOHTeNHepa, NOBPeXAeHHbIX NNoM6, CBUAETENLCTB NOCTOPOHHETO
BMeLLaTenbCTBa U KOHTamMmuHauuu. MicxogHoe cbipbe OOMKHO coaepXaTbCs B KapaHTUHE 0
oTbopa Npob, NPOBEPKN UM NPOBEAEHUSA UCMbITAHUIA N 00 NOMYyYEHNA pa3peLleHns Ha ero
NCMNosib30BaHuMe.

406. (7.21) o cmeLumBaHuWs NOCTYNMUBLUETO NCXOLHOrO ChbiPbsi C UMEKLLMMUCS 3anacamm
(Hanpumep, pacTBOPUTENSAMN UIK 3anacaMn B HAKOMUTENbHbIX OyHkepax) NocTynmBLLee
NCXOLHOE CbIpbe OOMMKHO BblTb 0603HaYeHO Kak COOTBETCTBYHOLEee TPeboBaHNAM K 3TOMY
NCXOOHOMY CbIpbto, Npoluealee HeobxoaMMble UCTIbITAHUS, ECNU NPUMEHUMO, N pa3peLLEHHOEe
Ans ucnonb3oBaHnda. Heobxoaumo paspaboTtaTth npoueaypbl No NpeaoTBpaLLEHNIO OLLIMBOYHON
BbIrPY3KM NOCTYMMBLLErO MCXOL4HOIO Chipbsa B UMEIOLLMIACA 3anac.



407. (7.22) NponsBoanTesib AOSMKEH UCKITIOYUTb BO3MOXHOCTb NEPEKPECTHON KOHTaMUHaLnm
nocTasBku "aHrpo”, ecnu OHa OCyLLEeCTBMSAETCH B €MKOCTAX, He NpeHas3Ha4YeHHbIX creunansHO
ans Hee. [1ns noaTBepXXAEHUS 9TOr0 MOryT UCMNOSIb30BaTbCA OAHO UM HECKOSBbKO CreayroLmx
JOKa3aTeNbCTB:

Hannyme OoKyMeHTa, noarsepxXaaruwero O4NCTKy,;
McnblTaHMe Ha Hann4ne cneaos npmmeceﬁ;
OLeHKa nocTtaBLLUMKa.

408. (7.23) bonbLume eMKOCTU ANna XpaHeHus n obenyxuneatowme nx Tpybonposoabl, MMHUK
HaMOMNHEHWS U Pasrpy3kn SOMKHbI UMEeTb COOTBETCTBYHOLLY MapPKUPOBKY.

409. (7.24) Kaxxgoe TapHOe MeCTO UIn rpynny TapHbIX MECT C UCXOAHbIM CbipbeM (Cepuen
NCXOOHOrO CbIpbsl) HEOBXOAUMO MAEHTUULMPOBATL C MOMOLLLIO XapakTepHOro koga, Homepa
cepun unv Homepa, NPUCBOEHHOTO NPU NpUeMKe. YKasaHHbI HOMepP AO0SKEH NCNOoSb30BaTbCA
npu perncTpaumnm MecToHaxoXxaeHnsa Kkaxxaon cepun. [lomkHa ObiTb cucteMa naeHtTudukaumnm
cTaTyca Kaxaou cepum.

OT160p Npo6 M NpoBeAeHUE UCNbITAHUMA NOCTYNUBLLUUX UCXOQHOIO ChIpbS U MaTepuanos
(7.3)

410. (7.30) nsa nogTBepXxaeHns NOAMMHHOCTM KaXgon CEPUN MCXOLHOIO Chipbsa U MaTtepmnanos
(3a NCKIMOYEHMEM UCXOOHOIO ChIPbS U MaTEPMAanoB, Yka3aHHbIX B MyHKTE 412 HacTOAWMX
MpaBun) Heob6xoaMMo NpoBecTM XOTsl Obl 04HO UcnbiTaHne. Ecnn nponssoguTens nmeet
CUCTEMY OLIEHKM MOCTAaBLLMKOB, TO BMECTO NPOBEAEHUS APYTMX UCTIbITAHUIA MOXXHO
NCNonb30BaTb JOKYMEHT NOCTaBLUMKa, NOATBEPXKAAKLLMNA Ka4eCTBO.

411. (7.31) Npoueaypa yTBEPKAEHNSA NOCTaBLLUMKA OOMMKHA BKIKOYaTb OLEHKY CNOCOBHOCTH
Npon3BOAMTENSA NOCTOSAHHO NOCTABNATL CbIPbe N MaTepuarnbl, COOTBETCTBYHOLLME
cneumdukaumam (HanpMmep, AaHHble 0 Ka4ecTBe npeablayLmx nocTaBok). NMpomssoguTens
npexae Yem CoKpaTuTb 0O bEM UCMbITAHWUA NP BXOAHOM KOHTPOJSE AOSKEH NPOBECTU NOSHbIN
aHanms, Kak MMHUMYM, Tpex cepuii. B ntobom cnyyae nonHbii aHanu3 Heo6xoaMmo NPoBOAUTb
Yyepes onpeaeneHHble NPOMEXYTKM BPEMEHU U CPaBHUBATL €ro pesynbTaTbl C AaHHbIMA
AOKyMeHTa nocTaBLMKka, NOATBEPXKOAOLWEro kKayecTBo. [JoCTOBEPHOCTb AAaHHbIX AOKYMEHTOB,
noATBepPXaatoLLMX Ka4eCcTBO, NOANEXNUT PerynspHoOn NpoBepkKe.

412. (7.32) He TpebyeTcs npoBeAeHne KOHTPOSIS TEXHOSOrMYyeckmx 4ob6aBoK, ONacHoOro unm
BbICOKOTOKCMYHOIO CbIpbsi, APYrMX cneyunanbHbiX MaTepuanos Ui Mmatepuanos,
nepegaBaeMbix B Apyroe nogpasgeneHne nog KOHTponem 3akasuvvka, npu Hanmuum JOKyMeHTa
Npoun3BOANTENS, NOATBEPXKAAOLLErO Ka4eCTBO, YAOCTOBEPSIOLEro COOTBETCTBME ITOMO ChIpbS
yCTaHOBMNEHHbIM TpeboBaHusaM. NoeHTndmrkaums aTux MatepuanoB NpoBoaMTCA NyTeM
BM3yanibHOW MPOBEPKN TapHbIX MECT, 3TUKETOK U perncrtpaumm Homepos cepuin. OTcyTCcTBME
KOHTPOISA TaKoro Cblpbsi HA MeCTe AOMKHO ObiTb 060CHOBAHO 1 0OPOPMITEHO AOKYMEHTANBHO.

413. (7.33) MNpobbl AOMWKHBI BbITE penpe3eHTaTUBHbI 4S9 CEPUM UCXOOHOMO ChiPbsi, U3 KOTOPOW
OHM oTOBpaHbl. B meTogukax otbopa npod AomkHbI ObiTb YCTAaHOBMEHbI YNCMNO TapHbIX MECT, 13
KOTOpbIX HeO6xoamMmo oTbmpaTth Npobbl, N Ta YacTb TAPHOrO MecTa, oTkyaa 6epetca npoba, a
TaKKe KONMYeCTBO Cbipbs, KOTOPOEe AOMKHO BbiTb 0TOBPAHO 13 KaXXAoro TapHoro mecrta. Yucno
TapHbIX MecT Ansa otbopa Npob n pasmep Npobbl 4OMKHbBI ObiTb yKa3aHbl B NnaHe otbopa npob,
B KOTOPOM YYUTbLIBAETCH KPUTUYHOCTb CbipbS, N3MEHYMBOCTbL CBONCTB CbIpbS,



npeaLwecTBYOLWNI ONbIT paboTbl C NOCTaBLUMKOM B OTHOLLEHMM KA4YeCcTBa, a Takke KONMYECTBO,
HeobOxoaumoe Ansa aHanuaa.

414. (7.34) Ot60op nNpob HeobxoanMO NPOBOANTL B ONpPeAENEHHbIX MECTax U B COOTBETCTBUM C
WHCTPYKUMAMM, NpeAHa3HavYeHHbIMY Ansi NpeaoTBpaLLeHns KOHTaMnHaumMm oTobpaHHon Npoobb!
N opyrux matepuanos.

415. (7.35) TapHble mecTa, U3 KOTOPbIX OTOMparoT NPobbl, HEOH6XOANMO OTKPbIBATb OCTOPOXKHO
1 nocne otbopa Npobbl HEMEANEHHO CHOBA 3aKpbiBaTb. Takne TapHble MecTa noanexart
MapKMpoOBKe Ans ykasaHus oakta otbéopa npobbl.

XpaHeHue (7.4)

416. (7.40) ObpaLLeHre ¢ NCXOAHbIM CbipbEM M €ro XpaHeHne AOMKHO OCYLLEeCTBATLCA TakuM
obpa3oM, 4Tobbl NPeaoTBPaTUTL €ro PasroXeHue, KOHTaMUHALUUIO U NEPEKPECTHYHO
KOHTaMUHaLUno.

417. (7.41) NcxopHoe cbipbe, XpaHsweecs B phnbposbix bapabaHax, MeLlKax Unm silmkax He
AOJIPKHO pa3mMellaTbCa Ha nony. YkasaHHOe Cbipbe Heobxoanmo pacnonaratb Takum obpasom,
4YTO6bLI 06EeCnNevYnTb BO3MOXHOCTb NPU HEOOXOANMOCTU NPOBECTM OYUCTKY U OCMOTP.

418. (7.42) NcxogHoe cbipbe JOMKHO XPaHUTBCA NPU TaknX YCrOBUSIX U B TEYEHNE TaKoro
CpOKa, KOTopble He oKa3blBaloT HeGNaronpUATHOro BO34EeNCTBUSA Ha UX Ka4ecTBo.
PekomeHayeTcs cneguTb 3a TeM, YTOObl ICXOAHOE Cbipbe, NOCTYNMBLLEE paHbLue, Oblno
NCNosib30BaHO B NEPBYIO ovepesb.

419. (7.43) HekoTopoe MCXOQHOE Cbipbe B COOTBETCTBYHOLLMX TAPHbLIX MecTax MOXeT
XPaHUTbCS BHE MOMELLEHWI MPU YCIIOBUN, YTO MAEHTUMDULMPYIOLLME STUKETKN OCTalOTCS
pa3bopymBbIMUM, @ TApHbIE MeCTa Hagnexawmum o6pasom oumLaloT nepes BCKpbITUEM U
NCNOSIb30BaHMEM.

420 (7.44) Ona Toro 4tobbl NpefoTBpaTUTh HECAHKLMOHMPOBAHHOE MCMNONb30BaHNE B
NPON3BOACTBE OTKNOHEHHOIO MCXOAHOIO ChlpbS, OHO AOMKHO ObITb NPOMAaPKNPOBAHO 1
Haxo4MTbCsA NOA KOHTPONEM B KapaHTUHE.

NMoBTOpHas oueHka (7.5)

421. (7.50) No mepe HeEOBXOOMMOCTM UCXOAHOE Chipbe LOSMKHO NOABEpPraTbCA NMOBTOPHOM
OLIEeHKe Ans Toro, YToObl oNpeaenuTb ero NPUrogHOCTb ANs UCNOSb30BaHUA (Hanpumep, nocne
NPOAOIKUTENBHOIO XPaHEeHNS NN BO3AENCTBUS TENsa Unm BraXHOCTH).

TexHonorn4yeckuim npoLecc u KOHTpPonb B npouecce nponsBoacTsa (8)
TexHonorn4yeckue onepauum (8.1)

422. (8.10) NcxogHoe cbipbe Ansi NpoOM3BOACTBaA NPOMEXYTOYHOM npoaykumm n ®C cnegyet
B3BELUMBATb UMM OTMEPMBATL B COOTBETCTBYIOLLNX YCINOBUSAX, HE OKa3biBaKOLLMX BIIUSHUSA Ha
ero NpUrogHoCTb ANnsa ncnonb3oBaHus. HeobxogmMmo, YToObI BECbI M YCTPOWCTBA 415

n3MepeHnd obbema MMenn TOYHOCTb, npuemMnemyro and npegnoriaraemMoro ncnosib3oBaHu4.

423. (8.11) Ecnun ncxogHoe cbipbe AENAT HA HECKONBbKO NOPLMA AN NocneayoLwero
NCNONb30BaHMSA B TEXHOOMMYECKMNX ONepaumsix, KOHTENHEP, B KOTOPbIN NOCTynaeT NCXOAHOe



Cblpbe, AOSMKEH ObITb NPUroAHLIM AN 3TOr0 U MapKMpoBaH Taknm obpas3om, 4Tobbl Obina B
Hanuuun cnegyoLas nHopmaums:

Ha3BaHWe UCXOLHOrO ChIpbA U (UNK) ero Koga;

HOMep, MPUCBOEHHbIN NPY NPUEMKE, Ui KOHTPOSbHbIN HOMED;

Macca nnm o6 beM UCXOOQHOrO Cbipbsi B HOBOM KOHTEWHEPE;

npu HeobxoaMmMocTn aaTa NPoBeAEHNS MOBTOPHOM OLEHKN UIM MOBTOPHbLIX UCTbITAHUMNA.

424. (8.12) Heobxogmmo Habnogath 3a KPUTUYECKMMU OnepaumsiMn B3BELLMBAHWS,
OTMEPUBAHUSA UK pa3deneHns N yaoCTOBEPATb NX BbINONHEHME NMOO noaBepraTb UX
3KBMBanNeHTHOMY KOHTposto. Nepen ncnonb3oBaHMEM UCXOAHOTO Chipbs NMPOU3BOACTBEHHbIN
nepcoHan OOMMKeH yaoCTOBEPUTLCA B TOM, YTO OHO AENCTBUTENBHO ABMSAETCA TEM CbIPbEM,
KOTOpOE yKasaHo B oopme 451 3anucu no npon3BoaCcTBY Cepun AN AaHHOW NPOMEXYTOYHOM
npogykummn unm ©C.

425. (8.13) BbinonHeHne Opyrnx KPUTUYECKMX onepaLmii OMMKHO Takke NPOBOAUTLCH NOA
KOHTPOJSIEM BTOPOro crieumanucTa unv noasepraTbCs 9KBUBANIEHTHOMY KOHTPOJO.

426. (8.14) Ha onpeaeneHHbIX CTagmsix TEXHONOMMYECKoro npolecca aktmyeckme Bbixoapl
AOJTKHbI BbITb CONnocTaBneHbl ¢ oxnagaeMbiMn. OXxngaemble BbIXo4bl B COOTBETCTBYHOLLMX
npenenax AoMKHbl ONpeaensaTbCs Ha OCHOBAHUKN JaHHbIX NPOBEAEHHbIX paHee NabopaTopHbIX,
OMbITHBIX U NPOMbILLIIEHHbLIX UCMbITAHUIA. [TPUYMHBI OTKNOHEHUI OT OXXMAAEMOro BbiX0aa,
CBsI3aHHbIE€ C KPUTUYECKMMU CTAAMSAMU NpoLiecca, A0MKHbI ObITb paccrnenoBaHbl, YTOObI
onpenenuTb Ux BAnsSHME (UM BO3MOXHOE BIIUSIHWE) HA KA4eCTBO COOTBETCTBYHOLLMX CEPUIA.

427. (8.15) ITtoboe OTKNOHEHME AOIMKHO BbITb 0POPMMEHO AOKYMEHTANBLHO U OO BSACHEHO.
JTtoboe KpuTnyeckoe OTKINOHEHME OOMKHO ObiTb paccrneaoBaHo.

428. (8.16) TexHONMOrM4eckni ctatyc OCHOBHbIX eauHuL, 060opyaoBaHns AOSMKEH ObITb ka3 aH
nn 60 Ha KOHKPETHbIX eanHMLax obopyaoBaHus, MO0 B COOTBETCTBYIOLEN JOKYMEHTaLMK,
nmbo C UCnonb30BaHMEM CUCTEM KOMMbIOTEPHOrO KOHTPOSS, IMGO C MOMOLLbIO
anbTepHaTUBHbLIX METOAOB.

429. (8.17) NpounssoanTensb JOMMKEH KOHTPONMPOBaTL MaTepuarbl, NpeaHasHa4YeHHble a11s
NoBTOpPHON 06paboTkM unn nepepaboTkn, ANa NpeaoTBpaLLEeHNS HECAHKLIMOHNPOBAHHOIO
NCNoNb30BaHus.

OrpaHuyeHne BpeMeHu BbINONHEeHUs onepauunm (8.2)

430. (8.20) Ecnu B TexHonornyeckon NHCTpykumn (NyHKT 389 HacToswmx Mpaswun)
yCTaHOBMEHbI OrpaHNYeHnsi N0 BpeMeHu, nx Heobxoammo cobnogate Ana obecneveHms
KavecTBa npomMexyToyHoun npoaykuum n ©C. MNpomnssoauTenb OMKEH AOKYMEHTAlbHO
0POPMIIATb OTKIMOHEHUS OT 3TUX OrpaHUYEHNA N MPOBOAUTL NX OLEHKY. Takme orpaHn4yeHuns
MOryT He noTpeboBaTbCA NPU NPOBEAEHMNM TEXHOMOMMYECKOro npouecca A0 AOCTUXKEHUSA
YCTaHOBMEHHbIX 3HAaYeHN NapamMeTpoB (Hanpumep, OCTMXKEHME HeoBXoANMOro 3HavyeHus pH,
rmaporeHnsauus, cylka go npeaBapuTenbHO YCTaHOBNEHHOW BENUYMHBI NapameTpa),
MOCKOSNbKY 3aBepLUeHVe peakummn unv ctaguin npouecca onpegenseTcs nocpeactsom otbopa
npo6 1 ncnbiTaHW B Npouecce NpoM3BoACTBa.



431. (8.21) NpomexxyTouHy0 NPOAYKUMIO, NpeAHa3HayYeHHyo Ans AanbHenwen obpaboTku,
HeobXoAMMO XpaHUTb NpKU onpeaerieHHbIX YCNoBUsX, YTobbl obecneunTb ee NPUrogHoCTb AN
AarbHeunwero Ucrnosib3oBaHNS.

OT60p Npo6 M KOHTPONb B Npouecce nponssoacTaa (8.3)

432. (8.30) NponssoanTenb 4ormkeH paspabotatb U yTBEPAUTb MHCTPYKLUN MOHUTOPUHIA
npouecca 1 KOHTPOINSA BbINOMIHEHNA TEX CTaAuMmn npouecca, KOTopble ABMASTCH NPUYNHON
HEenocTOsIHCTBA NnokasaTtesnien kKadecTsa NpomMexxyToyHoun npoaykumm n ®C. Mopsagok
npoBeaeHUst KOHTPONSA B NpoLecce NpoM3BOACTBa M COOTBETCTBYHOLLNE KPUTEPUU
NPUEMNEMOCTIN OOITKHbI ObITb OnpeaeneHbl Ha OCHOBaHUN MHOPMaLN, NONYyYEHHOW Ha
cTagun pa3paboTku, UnNn Ha OCHOBaHWW NPeALLEeCcTBYOLEro onbiTa Npon3BoACTBa.

433. (8.31) Kputepum npuemnemocTu, Tun n o6 bem NcnbiTaHU MOryT 3aBMCETb OT NPUPOAbI
BbIMyCKaeMbIX NPOMEXYTOYHOW npoaykunn n ®C, peakumm unm ctagum npouecca u CteneHu
BNUSAHUS TEXHOMOMMYECKOro npouecca Ha HeNnoCTOSIHCTBO KayecTBa NpoAayKunn. Ha HavanbHbIX
cTagusix npouecca AonyCTUMo NpPoBeAEeHNEe MEHEE XKEeCTKOro KOHTPOSIS B nNpouecce
NPOu3BOACTBA, TOrAa kak Ha 6onee No3gHMX cTaguax npouecca (Hanpumep, ctagum
BblOENEHNSI N OYUCTKN) HEOBXOANMMO NPOBOANTL Boriee KeCTKUI KOHTPOSb.

434. (8.32) Kpntnyeckme atanbl KOHTPOSA B NpoLiecce Npon3sBoaCcTBa M MOHUTOPUHT
KPUTUYECKMX NPOLIECCOB, BKOYAA TOYKM U METOAbI KOHTPOMSA, OOMKHbI ObITb N3NOXEHBI B
NMMCbMEHHOM BUAE W YTBEPXAEHbI NOAPa3AeNeHNEM KOHTPOSIS KadecTBa.

435. (8.33) KoHTponb B npoLecce Npomn3BoACTBa AOSHKEH OCYLLECTBNATL KBANMOULUMPOBAHHbLIN
NPOM3BOACTBEHHbIN NepcoHan. KoppektnpoBaTtb NpoLecc MOXHO 6e3 npeaBapuTenbHOn
CaHKLUMM nogpasneneHnsa Ka4ecTBa, ecrnn Takast KOppeKTMPOBKa NPOBOANTCH B 3apaHee
YCTaHOBMEHHbIX NpeAenbHbIX 3Ha4YeHUAX, YTBEPXKAEHHbIX NogpasaeneHmem kadecTtsa. Bee
NCMbITaHMS U NX pe3ynbTaTbl 4OMKHbI ObITb MONHOCTLI 0POPMITEHBI AOKYMEHTArNbHO Kak YacTb
A0Cbe Ha cepuio.

436. (8.34) MeTtoabl otbopa npob Ana matepmnanos, Haxo4AaLWMXCA B Npouecce NpoM3BOACTBA,
NpoMeXXyTo4YHON npoaykummn n ®C aomkHbl ObITb NPUBEAEHDBI B MHCTPYKUMSAX, YTBEPXKAEHHbIX
npoussoauTenem. MNMnaHbl otbopa Npob 1 MeToankn AO0MKHbI 6a3npoBaTbCA Ha Hay4YHO
obocHoBaHHOM nopsiake otbopa npob.

437. (8.35) NponssoanTenb 4OMKEH ocyLwecTBnAaTb 0T6op nNpob B npouecce NnpoM3BoacTBa C
ncnonb3oBaHMeEM npoueayp, npeaycMaTpmBaloLmMx NpegoTBpaLlleHne KOHTaMmuHaumm
oToOpaHHOro Marepmana v gpyrom npomexxytouHom npoaykummn nnm ®C. Heobxoanmo
paspaboTtaTtb npouenypbl Ans obecnevyeHnsa CoxpaHeHns LenocTHOCTN 0b6pasLoB nocne
oTbopa.

438. (8.36) Npu npoBegeHN UCMbITAHMIA B NpoLiecce NPON3BOACTBA, KOTOPbIE OCYLLECTBAAT C
Lenbo MOHUTOPUHIA 1 (M) KOPPEKTMPOBKM NPOLIECCA, Kak NpaBuro, He TpebyeTcs
paccrnenoBaTtbh Criydam HECOOTBETCTBMS cneundunkaymsm.

CmewmBaHue cepmMn NPoMeXyTo4YHOW NpoayKuun nnu hpapmaueBTUHEeCKUX CybCcTaHLMN
(8.4)

439. (8.40) B HacTosILen rnaBe CMeLLUMBaHME onpeaensieTcsa Kak npouecc obbegmHeHns
BELLIECTB, COOTBETCTBYHLLMX TpebOBaHMSAM 0QHOM cneundukaumm, ons nonyyYeHuns
OAHOPOAHOM NpOoMeEXYToYHOM npoaykummn nnu ®C. CmelmBaHue B npoLecce Npom3BoACTBa



YacTen ogHON 1 Ton Xe cepun (Hanpumep, 0b6beaMHEHNE HECKOSbKMX 3arpy30K LLEHTPUAQYrm 13
OLHOW cepuun, NONYYEHHOW NpU KpUcTannusauum) unm obbegmHeHne Yacten pasnmyHbixX cepum
Ansa nocnegytouler 06paboTkm cUMTaeTCs YacTblo TEXHONOMMYECKOro npouecca n He
paccMaTpmBaeTCs Kak CMeLLUMBaHuMe.

440. (8.41) CmewmBaHne cepui, He oTBevatowmnx TpeboBaHuaAM cneumdukaunn, ¢ 4pyrumm
cepusiMu ¢ uernbio obecneveHns COOTBETCTBUA Cneundukaumsam aenseTcs HegonyCTUMbIM.
Kaxxgas cepus, Bxogswiasa B COCTaB CMeCU, A0SMKHaA ObiTb Npon3BedeHa No yCTaHOBNEHHOM
TEXHOMNOrnn, MHANBUAYanbLHO UCMbiTaHa 1 JOMKHa COOTBETCTBOBATb YCTAHOBMNEHHbLIM
cneundukaumam nepes cMmeLnBaHneM.

441. (8.42) Onepauyuun cmelnBaHusa npuemMnemMbl, B YaCTHOCTU, ANS:
CMeLUMBaHUA HEBONbLUNX CEpUn ANA YBENMYEHNS pasMmepa cepun;

CMeLUMBaHNSA OCTaTKOB (TO €CTb OTHOCUTENTbHO HEDONMbBLLMX KONMYECTB BblAENEHHOIO
BELLLECTBA) CEpU OQHOM M TOM e NPOMEXYTOYHOM NPOoAYKLMM NN ogHOM 1 Ton xe ®C ans
nosly4eHuss eauHoOn cepuu.

442. (8.43) NpounssoanTenb JOMMKEH KOHTPONMPOBaTb U 0POPMIISATbL JOKYMEHTarbHO NpoLEeCChI
cMmelmBaHus. [NonyyeHHasa B pesynbTaTte CMeLLMBaHNA cepust, rae NpMMeHNMO, OOMMKHA
noaBepraTbCsi UCNbITAHUAM Ha COOTBETCTBME cneundukaymsm.

443. (8.44) [ocbe Ha ceputo, OTpaxatollee cMeluMBaHne, OMKHO obecnevmBaTb BO3MOXHOCTb
06paTHOro NPoCnexXmBaHNA OTAENbHbLIX CEPUIA, N3 KOTOPbIX CAENaHa CMeCh.

444. (8.45) B Tex cnyyasx, koraa guaundeckue xapakrepuctmkm OC aBnsoTCa KpUTUHECKUMN
(Hanpumep, ®C, npegHa3HavYeHHbIe 115 NONyYeHUs TBEPAbIX NeKapCTBEHHbLIX (hOPM Mnn
CYCNeH3unn Ans npuema BHyTPb), onepauumn cMellmBaHnsa HeobxoaumMo BanmampoBaTh, YTOObI
rapaHTMpoBaTb OQHOPOAHOCTb O6beAnHEHHON cepun. Banngaumsa gormkHa BKNoYaTh
npoBefeHne UCMNbITAaHNN KPUTUYECKUX XapaKTePUCTUK (Hanpumep, pacnpeneneHnsa yactuy, no
pasmepam, HacbIMHOW NAIOTHOCTU U NAIOTHOCTW NPU YNNOTHEHUN), HA KOTOPbIE MOXET OKa3aTb
BNUSIHME NPOLIECC CMELLMBaHUS.

445, (8.46) Ecnu cmelmMBaHMe MOXET OKka3aTb OTpuuaTenbHOEe BO3AEeNCTBME Ha CTabUNbHOCTD,
NpPoOn3BOAMTENb AOIMKEH NPOBOAUTL UCMbLITAHUS CTABUNBHOCTN OKOHYaTENbHbLIX CEPUN,
MoNnyYeHHbIX B pe3ynbTaTe CMELLUMBaHUS.

446. (8.47) Jata OKOHYaHMsI CpoKa rogHOCTU Unu aaTta NpoBefeHUst MOBTOPHbLIX UCMbITAHUN
cepum, NoslydeHHOM B pesynbTaTe CMeLnBaHus, OMMKHA OnNpeaensiTbCa Ha OCHOBaHUKM AaTbl
NPOM3BOACTBA CaMbIX CTapbIX OCTATKOB U CaMON CTapon cepum B CMeCH.

KoHTponb koHTamuHauum (8.5)

447. (8.50) JonyckaeTca BHOCUTb OCTaTKM BELECTB (B YaCTHOCTWU, OCTATKW, Hanunwme Ha
CTEHKY U3MENbYNTENS, CIOM BIAXHbIX KPUCTAnNM0OB, OCTaBLUMXCS HA CTeHKax Baka ueHTpudyrm
rnocrie pasrpysku, octaTku, o6pasoBaBLUMECSH B pe3yrbTaTe HEMOMHOW BbIrPY3KN XUOKOCTEN Unu
KpucTannos u3 paboyen eMKOCT NpU NepeHoce BeLecTBa Ha CreayoLyo CTaaumio npouecca)
B nocneyoLme cepum Tom Xe NpoMexyTodHon npoaykumm nnn ®C npu ycrnosun npoBeaeHus
COOTBETCTBYHOLLLEro KOHTporis. Takoe BHeCeHue He JOMMKHO NoBneyb 3a cobon nepeHoca
NPOAYKTOB PasnoXeHust UM MMKPOBHOM KOHTaMUHaLMK, KOTOpble MOTyT OTpuLlaTensHO
NOBNUATbL Ha YCTAHOBIIEHHbIN Npodunb npumecen ®C.



448. (8.51) TexHonorn4eckne onepawmm 4OSMKHbI MPOBOAUTLCSA TakuM 0b6pasom, YTOObI
npegoTBpaTUTb KOHTaMUHALUMIO MPOMEXYTOYHOM npoaykumm nnn ®C apyrumu BeLlectsamu.

449. (8.52) C uenbto NnpegoTBpaLleHns KOHTaMMHaLUUK NPOM3BOANTENb AOMKEH cobniogaTtb
ocoOble Mepbl NPeaocToOpOXHOCTM Npu paboTte ¢ PC nocne ee OUNCTKMN.

YnakoBKa un ngeHtTudumpyowaa mapkupoBka papmaueBTUYECKUX CyOCTaHLUMNA U
NPOMEXyTOYHOM npoaykKumm (9)

O6wwme TpeboBaHua (9.1)

450. (9.10) NpounssoanTens JOMMKEH YTBEPAUTL Npoueaypbl, ONUCbIBalOLUeE NOPSAOK MPUEMKH,
naeHTumKaummn, NnoMeLLeHNs B KapaHTuH, otbopa npod, nccnegosaHus U (Mnu) UCNbITaHUA K
Bbl4aun paspeLleHnst Ha UCNoNb30BaHME YNakoBOYHbIX MaTepmnarnoB U MatepuanoB Ans
MapKUPOBKM, a Takke NOpsSOOoK 0bpaLleHust C TakuMn MmaTepmanavu.

451. (9.11) YnakoBo4Hble MaTepuarbl 1 MaTepuarnsl 4515 MapKMPOBKN OOKHbI
COOTBETCTBOBATbL crieyndukaumnsam. Te n3 HUX, KoTopble He COOTBETCTBYIOT Takum
crneumdukaunam, JOMKHbI OblTb OTKIMOHEHbI A8 NPeoTBPaLLEHMS UX MCMOMb30BaHNS Npu
BbINOJSTHEHUWN onepaunin, 41 KOTOPbIX OHWU HENPUIOOHbI.

452. (9.12) NpownssoanTenb AOMMKEH BECTU 3anUCK NS KaXKAOW NOCTaBKU 3TUKETOK U
YyNaKOBOYHbIX MaTEPMarnoB C YkazaHneM AaHHbIX 00 X NpueMKe, NPOBEPKE MU UCMbITaHWK, a
Takke 06 UX NPUHATUN NN OTKITOHEHUN.

YnakoBo4Hble maTepuansi (9.2)

453. (9.20) Tapa gomkHa obecneunBaTtb Hagexallyro 3amTy OT NOPYN UM KOHTaMUHaL MK
npoMexyToyHou npoaykuum unn ®C Bo BpemMsi TPaHCNOPTUPOBKN N XPaHEHNSA B
npenyCMOTPEHHbIX YCIOBUSIX.

454. (9.21) Tapa gomkHa ObITb YACTOW U, eCnn 3TOro TpebyeT xapakTep NPOMEXYTOYHOM
npogykunn nnmn ®C, nogsepratbCsi caHnTapHon obpaboTke ons obecneyeHns ee NpUrogHoOCTm
ANs UICNONb30BaHNA MO Ha3Ha4YeHUt. Takasa Tapa He OOoMmkHa obnagaTb XMMUYECKOM
aKTUBHOCTbIO, abcopOmpyroL MmN CBOMCTBAMM UM CYXUTb UCTOYHUKOM NMOCTOPOHHNX
npumecen, 4Tobbl He BbI3biBaTb M3BMEHEHUI Ka4eCTBa NPOMEXYTOYHOM npoayKkumm unm ©C
cBepx npeaenbHbIX 3HAa4YEHUIN, YCTAaHOBIIEHHbIX B cneumduKkaumm.

455. (9.22) Ecnn Tapa npeaHasHayeHa ong NoBTOPHOro UCNOSb30BaHWA, OHa OOMMKHaA
OYULLATLCSA B COOTBETCTBUN C YTBEPXKAEHHBIMN UHCTPYKLUMAMU, a BCe NpeablayLime aTUKETKN
AOIMKHbI ObITb YAaneHbl U CcTepThbl.

Bbigaya aTUKeTOK U KoHTponb (9.3)

456. (9.30) [locTyn B 30HbI XpaHEHUS1 STUKETOK A0SMKEH ObITb pa3peLLeH TOMNbKO nuuam,
UMEIOLLIMM COOTBETCTBYHIOLLME NOSTHOMOYNS.

457. (9.31) NpounseoanTenb JOMKEH NPUMEHSATE NpoLeaypbl CONOCTaBMEHNSA KONNMYeCcTBa
BblAaHHbIX, MCMOJIb30BAHHbIX M BO3BPALLEHHbLIX 3TUKETOK AN OLEHKN PaCcXOXOEeHUs Mexay
KONMM4YeCTBOM MapKMPOBaHHbIX YNakoOBOK U KONMYECTBOM BblAaHHbIX 3TUKETOK. PaKThbl
pacxoxaeHus HeobxoauMo paccreaoBaTtb, a NofnyyYeHHble pedynbTaThl JOMKHbI ObITh
yTBEPXAEHbI NogpasaeneHnem (noapasaeneHmsiMm) KayecTaa.



458. (9.32) Bce Hencnonb3oBaHHbIE 3TUKETKN C HOMEPaMu cepuin unu Apyron nevyaTtHom
MHdOpMaUmnen, OTHOCALLIENCS K 3TUM CEPUAM, A0STKHbI ObITb YHUUTOXEHbI. Bo3BpalyeHHble
3TUKETKN HEOBXOOMMO COAEpPKaTb U XPaHUTb Takum 06pa3om, 4Tobbl NpegoTBPaTUTL UX
nepenyTbiBaHMe 1 obecneunTb Hagnexawlyo naeHTMduKaumio.

459. (9.33) YcTapeBLlume 3aTUKETKN SOMKHbI OblTb YHUUTOXEHbI.

460. (9.34) NpounsBoagnTenb AOIMKEH KOHTPONMPOBaTbL 000pyAOBaHME, NCNOMb3yeMoe Ans
nevyaTtaHusa 3TUKETOK NpU onepaunsax ynakoBKku, B Lensax obecnevyeHnsa CoOoTBETCTBUS BCEX
OTTUCKOB NeYaTHOMY TEKCTY, yKa3aHHOMY B 3anuncsix No Npon3BoACTBY CEPUMN.

461. (9.35) OTnevyaTaHHble 3TUKETKN, BbldaBaeMble 4NA onpeaeneHHOn cepumn, JOSMKHbI
TWaTenbHO NPOBEPATHCHA B OTHOLLEHUN X MOANMMHHOCTU N COOTBETCTBUSA YCTAHOBMEHHbIM
TpeboBaHuAM. PedynbTaTbl Takon NPOBEPKM LOMKHbI 0POPMASATLCA JOKYMEHTasbHO.

462. (9.36) ObpaseL, oTneyaTaHHOM 3TUKETKN, COOTBETCTBYHOLLMIA NCNOSb30BAHHbLIM 3TUKETKAM,
HeobXxoaMMO BKMOYaTb B 3anncu No NpousBOACTBY CEPUN.

Onepauum no ynakoBke u mapkupoBke (9.4)

463. (9.40) NpounsBoanTenb OOMMKEH YTBEPAUTb MHCTPYKUMN, NpegHa3Ha4YeHHble ans
obecneyeHnsa NpaBUIIbHOrO NCMOMNb30BaHNA YNAKOBOYHbBIX MaTePUanoB 1 3TUKETOK.

464. (9.41) Nopsagok ocyLwecTBNEHUS onepawmii N0 MapkUpoBKe OOMMKEH UCKoYaTb
BO3MOXXHOCTb NepenyThiBaHUS MaTepuanoB Ans MapkMpoBku. Heobxoommo dgusnyeckoe nnm
NPOCTPaHCTBEHHOE pa3aeneHune paboT, CBA3aHHbIX C Pa3HOM MPOMEXYTOYHOWN NPOAYKUMEN UK
dC.

465. (9.42) OTuKeTKN, Ucrnonb3yemMble A1 MapKUPOBKM HAPY>XHOM MOBEPXHOCTU KOHTENHEPOB C
NpoMeXxXyToyHon npoaykumnen nnn ®C, 0omkHbl cogepXaTb Ha3BaHWe Unm
NOEHTUPUKALMOHHBIN KO, HOMEepP cepun NpoayKUUN N YCITOBUS XPaHEHUS, eCrnn Takas
NHopMauusa ABNSETCS KpUTUYECKon ansa obecneveHms Ka4ecTBa NPOMEXyTOHHOM NPOaYKL MM
nnm ®©C.

466. (9.43) Ecnu npomexyTovHasa npoaykums nnn ®C npegHasHaveHbl 48 TPaHCNoOpPTUPOBKK
3a npegernbl cpepbl KOHTPONSA CUCTEMBI YyNpaBNeHUs MaTepuanamm Npou3BoanNTeNs, TO Ha
3TUKETKE OOMKHbI BbITh TakKe yKa3aHbl Ha3BaHWEe U agpec NPOU3BOANTESS, KONIMYECTBO
COAEPXKNMOro, 0Ccobble YCNoBMsSt TPAHCMOPTUPOBKM M Ntobble cneunanbHblie TpeboBaHus,
YCTaHOBIIEHHbIE (PapMaKOMNENHbIMU CTaTbAMU, HOPMATUBHOW LOKYMEHTaLMENn Unm
HOPMaTUBHBIMW JOKYMeHTaMun. [ina npomMexyTodHon npogykummn n ®C, kotopble UMerT
YCTaHOBJEHHbIN CPOK FOAHOCTU, Ha 3TUKETKE N B JOKYMEHTE, NOATBEPXKAAOLLEM Ka4yeCcTBo,
AOIMKHA ObITb YKasaHa JaTa UCTeYeHNa CpoKa rogHoCTU. [1na npoMeXXyTOYHON NpoayKuumn n
®C, B OTHOLLEHMM KOTOPbIX YCTAHOBMNEHAa AaTa NOBTOPHbLIX UCMbITAaHWI, Takast AaTta LOSKHa
ObITb YKa3aHa Ha 3TUKeTKe 1 (Unn) B AOKYMEHTe, NoATBEPXAAtoLLEM Ka4yeCTBO.

467. (9.44) NpounseoanTenb AOMMKEH NPOBEPUTL NOMeELLEHMS U 06opyaoBaHMe NSl YNaKOBKU U
MapKMPOBKM HEMOCPEACTBEHHO Nepen UX UCMNONb30BaHMEM, YTOObLI Y6eauTbCs, YTO yaaneHbl
BCE MaTepwuarnbl, KOTOPbIE HE HY>XHbl AN CreayoLwen onepaumm ynakoBku. Takas npoeepka
A0JKHa BbITb 0OhopMeHa 4OKYMEHTANbHO B 3anucsax no NPou3BOACTBY CEPUN, B XKypHane
NCNonb30BaHMs MOMELLEHUI 1 aKcnyaTaumm obopyaoBaHUs UM oTpaxkeHa B ApYyron cucteme
OOKyMeHTauuu.



468. (9.45) NpounssoanTenb JOMMKEH NPOBEPUTL YNAKOBAHHYO N MapKUPOBaHHYHO
NPOMEXYTOYHYI0 Npoaykumo unm ®C, ytobbl ybeanTbcs, YTO NepBUYHAs U BTOPUYHaS
ynakoBKa AN cepun umMeeT NpaBusibHY0 MapKMPOBKY. Takas npoBepka AOMmKHa ObiTb YacTbio
onepauuun no ynakoske. Pe3dynbTaTbl ykazaHHON NPOBEPKN JOMKHbI OblTb OTPaXeHbl B 3anMcax
no NPOM3BOACTBY CEPUN NN B AOKYMEHTAX MO KOHTPOSHO.

469. (9.46) YnakoBKk/ C NpOMeXyTOYHOM npoaykumen nnu ®C, noanexaiime TpaHCnopTUPOBKE
3a npegenbl cpepbl KOHTPONSA NPOM3BOAMTENSA, HE06X0AMMO onNTIoMObUpoBaTb Taknm o6pasom,
4yTOObI B Crly4ae HapyLleHUs Unu oTcyTcTBmst NoMbbl nony4vaTtenbs Mor o0paTuTb BHMMaHWE Ha
BO3MOXXHOCTb UBMEHEHNSA COAEPKMUMOTO.

XpaHeHue n peanusauus (10)
XpaHeHue Ha cknaae (10.1)

470. (10.10) NpounssoanTens JOMKEH NpeayCMOTpeTb NOMELLEHUS U TEXHUYECKMEe CpeacTBa,
HeobxoaMMble ANA XpaHEeHNA BCeX MaTepuarnosB B COOTBETCTBMM C YCTAHOBNEHHbIMN
yCroBusaMu (Hanpumep, KOHTPONMpyeMble TeMnepaTtypa 1 BNaXxHOCTb, Korga 3To Heobxoanmo).
Heobxoaumo BecTu 3annucu napameTpoB 3TUX YCITOBUN, €CN OHU ABNAOTCA KPUTUYECKUMU ANS
COXpaHeHus CBOUCTB MaTepuaros.

471.(10.11) NpomnssoanTensb AOMKEH BbIAENUTb OTAESbHbIE 30HbI A1 BPEMEHHOIO XpaHeHUs
HaxoASALLNXCA B KAPAHTUHE, OTKIOHEHHbIX, BO3BPALLEHHbIX UM OTO3BaHHbLIX MaTtepmanos 4o
NPUHATUSA pelleHnst 06 X NCNONb30BaHUK, ECIM HE UMEETCH APYro CUCTEMbI AN
npenoTBpaLLleHNss HenpeaHaMEPEHHOTO UM HECAHKLMOHMPOBAHHOIO NCMNOMb30BaHMS
yKa3aHHbIX MaTepuarnos.

Peanusauus (10.2)

472.(10.20) Peanuaaums ®C n npomMexxyTOYHbIX NPOAYKTOB TPETbMM NMLLAM A0MNyCKaeTcs
TONbKO MOCIe BblAaym nogpasgeneHmem (nogpasneneHmsiMn) KayecTsa paspeLleHnst Ha nx
BbINYCK 1 MOATBEPXAEHMS COOTBETCTBUS CEPUN YNONHOMOYEHHbIM Nuuom. ®C un
NpPOMEXYyTOYHasA NPOAYKUMNA B cTaTyce KapaHTMHa MoryT 6bITb nepedaHbl B 4pyroe
noapasgeneHue, Haxoasieecs B cdhepe KOHTPONs NpOM3BOAUTENS, €CNN 3TO paspeLleHo
nogpasgeneHvem (nogpasgeneHmsamm) Kayectsa u Npyu Hanmymm COOTBETCTBYHOLLMX KOHTPOSSA U
AOKYMeHTauuun.

473. (10.21) Ycnosus TpaHcrnopTnpoBkn ®C 1 NpomMexxyTo4HOW NPOoAYKUUN HE OOSDKHbI
oKasblBaTb OTpMLUATENbHOIO BO3AENCTBUS HA UX KAYeCTBO.

474. (10.22) Ocobble ycrnoBus TpaHCNOPTUPOBKU Ui XpaHeHns ®C nnm npomMexxyTo4Hom
NpoAYKUUKN SOMKHbI OblTb yKa3aHbl HA 3TUKETKE.

475. (10.23) NpounssoanTensb JOMmKeH yoeanTbCsi B TOM, YTO UCMOMHUTENb, OTBETCTBEHHbIN 3a
nepeso3ky ®C nnn npoMexxyTouHOM NpoayKLmMmK, ocBegOMIIEH 00 yCNOBUAX TPAHCNOPTUPOBKN 1
XpaHeHus u cobnogaeT ux.

476. (10.24) MNpowunssoanTenb AOMKEH UMETb CUCTEMY, NMO3BOMSAIOLLYO ObICTPO YCTAHOBUTL NYTU
peanusauumn Kaxxaon cepum NnpomMexyTodHon npogykunmn n (unm) dC B Lenax obecneyeHus
BO3MOXHOCTM MX OT3blBA.

JTabopaTopHbIN KOHTponb (11)



O6wwun kKoHTpons (11.1)

477. (11.10) HesaBucmnmoe nogpasgeneHune (noapasgeneHuns) kavyectsa A0SMKHO (4OSKHbI)
MMETb B CBOEM PaCMOPSKEHNM COOTBETCTBYHOLLME NAabopaTopHbIE MOMELLEHUS U
obopyaoBaHue.

478. (11.11) MNpownssoanTenb OMKEH YTBEPANTb MHCTPYKLMK, OnuckiBatoLwwme otbop npob,
npoBeaeHne UCMbITaHNN, 0goBpeHne uUnu OTKNOHEHNE MaTepmuanos, a Takke JOKYMEHTanbHoe
odopMIIEHME 1 XpaHeHMe nabopaTopHbIX AaHHbIX. BeaeHne nabopaTopHbIX 3anucen OOMKHO
COOTBETCTBOBATb TpebOBAHNAM, YCTAHOBMAEHHbIM NyHKTamun 394-395 HacTodawmx MNpasun.

479. (11.12) Bce cneundumkauyum, nnaHbl otéopa npod 1 METOANKM UCTNbITAHUI OOIMKHbI ObITb
Hay4yHO 060CHOBaHbI U OOSMKHbI rAPaHTUPOBATh, YTO UCXOL4HOE ChbIPbe, MPOMEXYTOYHas
npoaykuus, ®C, aTUKETKM 1 YNaKOBOYHbIE MaTepuasibl COOTBETCTBYIOT O6LLMM
drapmMakonenHbIM cTaTbsiM, oapMakonenHbIM CTaTbaM, HOPMaTUBHOW AOKYMEHTaUUU Uim
HOPMaTUBHOMY JOKYMEHTY MO KayecTBy U (Mnn) ymctoTe. Cneumdurkaumm n MeTOANKN
NCMbITaHWU OOJMKHbI COOTBETCTBOBATL TPEOOBAHUAM PErMCTPALMOHHOIO 4OChE.
[MpounsBoguTenb Takke MOXeT yTBepAUTb crieungukayumn, 4oNonNHaLWmue cneyndukanmm
permcTpaunoHHoro gocbe. Cneyndukaumm, nnaHbl oTdopa Npob n MeETOANKN UCTbITaHUN,
BKIOYas BHOCUMbIE B 3TN JOKYMEHTbI U3MEHEHUS, A0SDKHbI ObITb COCTaBMEHDI
COOTBETCTBYHOLLMM NogpasgerieHMem NpomM3BoanTENS, a TakKe NPoBepPEHbl U YTBEPXKAEHDI
nogpasgernieHvem (nogpasgeneHnsamMn) KayecTsa.

480. (11.13) NpounssoanTens JormKeH yTBepanTb cneumdpukaumm ans ®C, cooTBeTCcTBYOWMNE
o0Lwmm chapMakonenHbiM cTaTbsiM, hpapMakonenHbiM CTaTbsiM, HOPMAaTMBHOW AOKYMEHTaLUK
NI HOPMaTMBHOMY IOKYMEHTY U COornacyroLlmecs ¢ npoLeccoM npon3BoacTsa.
Cneumndmkaumm JomKHbl cogepkaTb TpeboBaHUS K KOHTPOIO Npumecen (Hanpumep,
OpraHMYecKnx U HeopraHMYeCcKnx NpUMecen U OCTaToOYHbIX pacTBopuTenen). Ecnv nveetcs
cneumndukaumsa ans ®C B OTHOLLEHUMN MUKPOONOMOrMYeCKOn YNCTOThbI, TO Ans obuiero
KonmyecTtBa MUKPOOPraHM3MOB U st HEAONYCTUMbIX MUKPOOPraHM3MoB HEOOX04MMO
YyCTaHOBUTb Npeaenbl, Tpebylowmne NpUHATUS Mep B COOTBETCTBUN C Npoueaypamu,
yTBEpXKAEHHbIMU npoundsoguTeneM. Ecnn nmeetcsa cneundukaumnsa gns ®C B OTHOLIEHUN
coAaepXXaHnsa 3HOOTOKCUHOB, TO HEOOXOAUMO YCTAaHOBUTbL COOTBETCTBYIOLLIME Npeaens,
Tpebylowme NpUHATUA Mep B COOTBETCTBUM C NpouenypamMu, yTBEPXKAEHHbIMU
npounssoauTenem.

481. (11.14) Bce npoueaypbl nabopaTopHOro KOHTPONSA AOSMKHbI NPOBOANTLCS B COOTBETCTBUU
C YTBEPXOEHHBIMU NHCTPYKUUAMM N OPOPMIIATLCA B MMCbMEHHOM BUAE BO BPEMS BbIMOSHEHUS.
JTtoBble OTKNOHEHNA OT BbllLEYyKa3aHHbIX Npoueayp A0MKHbI ObITb JOKYMEHTarbHO 0hOpMIIEHbI
C COOTBETCTBYIOLLMM OO bSACHEHUEM.

482. (11.15) Iltobble nonyyeHHble AaHHbIE O HECOOTBETCTBUM cneundmkaymm Heobxoanmo
paccnefoBaTb U JOKYMeEHTanbHO 0OpMIATL COrflacHoO yTBepXxaeHHoW npoueaype. B
COOTBETCTBUM C 3TOM NpoLeaypon Heobxo4MMo NpoaHanM3MpoBaThb AaHHbIE, aTb OLEHKY TOrO,
UMEIOTCS N CyLLeCTBEHHble Npobremsbl, onpeaeniTb HeobXoaAnMbIe KOpPEKTUpYoLLne
AeNCTBNA 1 caenatb BbiBoAbl. JIl060n NOBTOPHbIN 0T6OP Npob 1 (MNK) NOBTOPHbIE UCMBITAHUA
nocrie nosly4eHns pesynbTaTtoB O HECOOTBETCTBUM cneundukaumm Heobxoaumo npoBoanTb
COrnacHo yTBepXXaeHHOW npoueaype.

483. (11.16) NpounssoanTenb JOMKEH NOTOBUTL M MAapKMpPOBaTh peakTuUBbl U CTaHAApPTHbIE
pacTBOpbl B COOTBETCTBUM C YTBEPXKAEHHBIMU MHCTPYKUMSMU. Ha nocyae ¢ aHanMTuyecknmm



peakTMBaMu Uy cTaHgapTHBIMW pacTBOpaMm (eCnmn aTo LenecoobpasHo) AormkHa 6bITb
yKasaHa gata, 40 KOTOPOW OHM MOTYT Mcnosib3oBaTbes ("Mcnonb3oBaTb 4o").

484. (11.17) MNpwn nponssoactee PC (npm HeOBXOANMOCTM) HEOBXOANMO UMETL NEPBUYHBbIE
cTaHaapTHble obpasupl. ICTOYHMK KaXkgoro nepBUYHOro ctaHgapTHOro obpasua aAomkeH 6biTb
3adnKcuMpoBaH B AOKyMeHTaumn. HeobxoanMmo BeCTM 3anncu XpaHeHus Kaxgoro nepBUYHOro
cTaHgapTHOro obpasua 1 ero Cnosib3oBaHMsS B COOTBETCTBUM C peKOMeHZaunsamm
nocTasLumKa. [epBryHbIE CTaHOapTHbIE 06pas3Lbl, NONyYEeHHbIE 3 OPULNATbHO NPU3HAHHBIX
NCTOYHMKOB U XpaHsLLMecsa B COOTBETCTBUMN C pekoMeHAauMsMn NocTaBLuKa, Kak NpasBuio,
ncnonb3yT 6e3 NPoBeAEHNS X UCTIbITAHUNA.

485. (11.18) Npun oTCyTCTBMMN NEPBUYHOIO CTaH4apPTHOro obpasua y oduumanbHO NPU3HaAHHOO
NCTOYHMKa AOMMKEH ObITb pa3paboTaH "BHYTPEHHMI" NEPBUYHbBIV CTaHO4apTHbIM obpased. [Anga
AOCTOBEPHOro yCTaHOBMNEHUS NOANMHHOCTU N YNCTOTbI TAKOro NEPBUYHOIO CTaHAAPTHOIo
obpasua HeobxoaMMo NPOBECTU Haanexawine ncnoitTaHnss. Heobxoammo coxpaHsTb
COOTBETCTBYHOLLYIO AOKYMEHTaUUIO NPOBEAEHUS 3TUX UCTIbITAHWUNA.

486. (11.19) NpounssoanTensb JOMKEH rOTOBUTL, MOEHTUOULNPOBATL, UCNbITLIBATL, YTBEPXKAATb
N XpaHUTb BTOPUYHbIE CTaHAapTHble obpasupbl Hagnexawum obpasom. Nepes nepsbiM
ncnonb3oBaHMeM HeoBXxoauMO onpenensiTb NPUroAHOCTb KaXK4oW Cepum BTOPUYHOIO
cTaHgapTHOro obpasua nyteM cpaBHEHUS C NEPBUYHBLIM CTaHAAPTHbIM 0bpasuom. Kaxaas
cepuvsi BTOPUYHOIo CTaH4apTHOro obpasua JomKHa NepruoamMyeckn nogsepratbCs NOBTOPHON
KBanMdukauum B COOTBETCTBMM C MPOTOKOSTOM.

UcnbiTaHna npoMeXXyTo4HOM npoayKuumu n cpapmaueBTUYecKMx cyoctaHumm (11.2)

487. (11.20) nsa kaxgon cepum NpoMexxyTodHom npogykumm n @C OormkHbI NPOBOAUTHLCH
HeobxoamMble nabopaTopHble UCTIbITAHUA C Lerbio NOATBEPXAEHNS COOTBETCTBUSA
cneundukaumsm.

488. (11.21) Kak npasuno, gns kaxgoro ®C cnegyeT ycTaHaBnmBaTb NPoduib NpMMeCcen,
OnNUCbIBaKOLLNA NOEHTUPULNPOBAHHbIE N HEMAEHTUMULNPOBAHHbLIE NPUMECH, NPUCYTCTBYOLLNE
B TUMWUYHOW Cepun, NOyYeHHOW B pesyrnbTaTe onpeaerieHHoro KOHTPoONMpyemMoro
TexHonormn4yeckoro npouecca. Npodunb Npumecen OOSMKEH BKIIOYATb NOEHTUMUKALNIO UK
KaKyo-nmbo KayeCTBEHHYI aHaNMTUYECKY0 XapaKkTepuUCTUKy (Hanpumep, BpemMs yaepXnsaHus),
npegenbl CoaepX)XaHus Kaxxaon obHapyXmBaemMon NpuMecH 1 Knaccugukaunio Kaxaon
NoeHTUPUUMPOBAHHOM NPUMECH (Hanpumep, opraHN4eckasi U HeopraHnyeckas NpPUMecHy,
pacTtBoputens). Mpodune npumecen, kak NpaBuno, 3aBUCUT OT 0COBEHHOCTEN
TEXHONOrn4yeckoro npouecca u npovcxoxgeHns ®C. B 60nbLWNHCTBE Cny4YyaeB HET
HeobxoamMmocTn onpeaenaTe npodunb npumecen ana C pacTUTENBHOIO UMK XXMBOTHOMO
NPOUCXOXAEHWS.

489. (11.22) MNpocmnb npumecen Yepes onpeaerieHHble NPOMEXYTKN BPEMEHN HEOBX04MMO
cpaBHUBATbL C NpoduemMm npumecen, NpuBeaeHHbLIM B perncTpaLmMoHHOM A0Cbe, UMK C paHee
NonyYeHHbIMN AaHHbIMK, YTOObI 06HapPYXUTb nameHeHus B OC, aBnsaoLLmMecs pesynbTaTtom
N3MEHEHUN UCXOQHOrO Cbipbs, NapamMeTpoB paboTbl 060pyAOBaHUSA NN TEXHOIOMMYECKOrO
npouecca.

490. (11.23) NpomnssoanTenb AOMKEH NPOBOAUTL COOTBETCTBYHOLLME MUKPOOMONOrnyeckme
UCMbITaHUS ONSA KaXXO0W cepum NpoMexXyToudHon npoaykunmn n dC, ecnum nx
MUKpOBMoriornyeckast YNCToTa HOpMUpPyeTCA.



Banupauusa aHanutu4yecknx metoauk (11.3)

491. Banvpauunsa aHannTM4ecknx MeToauK A0SMKHa OCYLLECTBNATLCA B COOTBETCTBUN C
nyHkTamn 511-539 HacTtoswmx MNpasun.

[okyMeHTbI, noaTBepXxaarwme kavectso (11.4)

492. (11.40) nsa kaxgon cepum NpoMexxyTodHon npogykumm nnv ®C gormkeH no sanpocy
BblAaBaTbCA OPUrMHan JOKyMeHTa, NoaTBepXAatoLLero KayecTso.

493. (11.41) JoKkyMeHT, noaTBEPXKAAIOLLUNIN KAa4eCTBO, OOSMKEH coaepXaTb MHopmaumio o
Ha3BaHUN NPOMEXYTOYHOM npoayKumm nnu OC, Bkoyas npyu Heob6xoaANMMOCTN COPT, HOMEP
cepun 1 gaty Bbinycka. Ecnv ana npomexxytoyHon npoaykumm unu ®C yctaHoBneHa gata
NCTEYEHNsI CpoKa rogHOCTK, 3Ta AaTa AOoMMKHa ObiTb YKa3aHa Ha 3TUKETKE U B AOKYMEHTE,
nogTeepxgarLemM kavyectso. Ecnun gnsa npomexytodHon npogykunmn nnm ®C ycraHoBneHa
AaTa NOBTOPHOrO MUCMbITaHWA, TO 3Ta AaTa QOKHa OblTb Yka3aHa Ha 3TUKeTKe u (Mnu) B
AOKyMeEHTe, NoATBepXaaloLeM KavyecTBo.

494. (11.42) B pokymeHTe, NOATBEPKAAOLLEM Ka4eCTBO, AOSDKEH OblTb NpMBEAEH NEpPeYEHb
BCEX MCNbITaHUN, NPOBEAEHHbIX B COOTBETCTBUM C TpeboBaHMsMM 0bLen bapmakonenHom
cTaTby, bapMakonenHom cTaTbm, HOPMaATUBHOWN LOKYMEHTALMN UM HOPMATUBHOIO AOKYMEHTA,
a Tarke TpeboBaHuaMM nokynatens ®C nnm NpoMexxyTo4HOW NPOAYKUUK, BKITHOYas
AonycTuMble NpeaernbHble 3HAYEHUS U NONYYEHHbIe YNCIoBLIE pe3ynbTaThl (rae aTo
NPUMEHNMO).

495. (11.43) [lokyMeHT, NoATBEPXKAAOLLNIN KA4YeCTBO, AOMMKEH ObiTb NognucaH paboTHMKaMm
nogpasgeneHus (nogpasgenieHnin) Kadectsa, UMeELWUMN COOTBETCTBYIOLLME NOMTHOMOYUS, C
npocCTaBfeHNeM gaTtbl U cogepkaTb HAaMMEHOBaHWe, agpec 1 HoMep TenedgoHa
nepBoHa4vanbHOro nponssogutend. Ecnu aHanus 6bin npoBefeH opraHnsaumen,
OCYLLECTBNALLEN NepeynakoBKy NN NOBTOPHYK 06paboTKy, B AOKYMEHTE, NOATBEPXKAAIOLLEM
Ka4yeCcTBO, HEOOX04MMO yKa3aTb ero HaMMeHoBaHue, agpec, Homep TenedoHa 1 ykasaTb
HaMMeHOBaHWe nepBoHa4aribHOro NPoM3BoaUTENS.

496. (11.44) Ecnv opraHnsauusiMn, OCyLLIECTBIISIOLWLMMIN NepeynakoBKy U (M) NOBTOPHYH
06paboTKy, BblAAOTCA HOBbIE LOKYMEHThI, NOATBEPXKAAIOLLME KaYeCTBO, TO B HUX AOSMKHbI ObITh
yKasaHbl Ha3BaHue, agpec n Homep TenedoHa nabopatopum, NPOBOAMUBLLEN aHAnNU3bl. Takne
AOKYMEHTbI, MOATBEPXAAOLLME KAYeCTBO, AOSMKHbI TAKXKe CoaepKaTb CCbIIKY Ha
HanMeHoBaHWe 1 agpec NnepBoHavyanbHOro NPON3BOANTENSA N Ha NepBOHAYanbHbIN JOKYMEHT,
noaTBepPXXAatoLLnA Ka4eCcTBO, KOMUIO KOTOPOro Heobxoanmo npunaraTb.

KoHTponb ctabunbHocTu chapmaueBTUYeckux cyoctaHuymm (11.5)

497. (11.50) NpomnssoanTens JOMKEH pa3paboTaTtb AOKYMEHTaNbHO OPOPMIIEHHYIO NporpamMmmy
NPOLOMKAKLLMXCS UCMNbITAHUIA, NPeaHa3Ha4YeHHY0 NSl KOHTPONsA CTabunbHOCTM
xapaktepuctuk ®C. NonyyeHHble pe3ynbTaThl HEO6XO0AUMO NCNOMBb30BaTh 414
NnoaTBEPXAEHUA HAANEXaLMX YCIOBUN XpaHEHNSA U OaT NPOBEAEHNSA MOBTOPHbLIX UCMbITAHUI
NI UCTEYEHNS CpOKa rOAHOCTW.

498. (11.51) MeToAanKn UcCnbITaHWUI, UCNOSb3YyEMbIE NPU UCCNEA0BAHNUN CTAOUNTbLHOCTU, OOMKHbI
nNponTK Banuaauuto n obecneymBaTb NosyvyeHne HeobXoaNMbIX JAHHbIX O CTaOUNBHOCTM.

499. (11.52) O6pasubl N5 MCNbITAaHUA Ha CTabUbHOCTb HEOBXOAUMO XpaHUTL B Tape,
mMoaenupyoLen notpebutensckyto Tapy (ynakoky). Hanpumep, ecnn ®C peanmsyioT B



MeLLKax, ynakoBaHHbIX B (pnbpoBbie 6apabaHbl, TO 06pasubl ANA UCMbITAHUN HA CTABMNBHOCTb
MOryT 6bITb yNakoBaHbl B MELLKM U3 TOrO e MaTepuana, nomelleHHble B 6apabaHbl MeHbLLEro
pasmepa, U3roToBfeHHbIE N3 MaTepuana, aHanormM4Horo Unn NOEeHTUYHOro Matepuany
unbpoBbix 6GapabaHoB, B koTopbix PC NOCTYynaeT B Npoaaxy.

500 (11.53) Kak npaBuno, B nporpaMmmMy MOHUTOPUHra CTabunbHOCTW ANa noaTBepXaeHna aat
npoBeaeHUsi NOBTOPHbIX UCMbITAHUIW UITU UCTEYEHUSA CPOKa FOAHOCTUN OOITKHbI ObITb BKHOYEHDI
nepsble Tpy peanunsyemMble NPOU3BOACTBEHHbIE cepun. Ecnu gaHHbIe npeaBapuTeribHOro
nccnenoBaHns CBUAETENbCTBYIOT, YTO PC MOXET COXpaHSATb CTabUITbHOCTbL MO KpanHen mepe B
TeyeHue OBYyX NneT, 4onycKaeTCa UCNOoMb30BaTb MEHEE TPEX CEPUN.

501. (11.54) MNocne aToro B nporpamMmmMy NPOLOSMKAKLLMXCS UCMbITAHUA CTabUNbHOCTU
Heob6Xxo04MMO BKMOYaTb, Kak MUHUMYM, OOHY Npou3dBeaeHHyto ceputo PC B rog (3a
NCKINOYEHNEM TeX CryyaeB, Koraa Npon3BOACTBEHHbIE CEPMM B AAHHOM roy He BbiMycKanuch)
N HE MeHee OOHOro pasa B rof NPoOBOAUTbL €€ UCMbITaHUSA A8 NOATBEPXKOEHUSA CTabUNbHOCTH.

502. (11.55) B oTHOoLWwEeHMM OC ¢ KOPOTKUMU CPOKAMN XPaHEHUS UCTbITAHUA HEOBX04MMO
npoBoAMTL Yalle. Hanpumep, ans tex buotexHonormyeckmx, buonornyeckux n apyrmx eC,
CPOKM XpaHEeHMUs1 KOTOPbIX COCTaBNAT OAUH roA U MeHbLle, Heobxoanmo oTémpaTb 06pasLbl
AN UCNbITaHUA Ha CTabUNbHOCTL M MPOBOANTL UCMNBITAHUSA EXXEMECAYHO B TEYEHNE NEPBbIX
Tpex MecsiLeB, a 3aTeM Kaxable Tpu Mecsiua. Ecnm nvetotcs gaHHble, NOATBEPXKAALWME, YTO
ctabunbHocTb PC coxpaHseTcs, TO AONyCKaeTcsa yaNMHEHNE NEPUOAOB MEXAY UCMbITAHNAMM
(Hanpumep, AeBATb MecsLEB).

503. (11.56) MNpun ncnbiTaHMsIX Ha cTabUbHOCTb pekoMeHayeTcs obecnednBaTb COOTBETCTBUE
ycrnoBumn xpaHeHus PykoBoactey MexayHapogHon KoHdepeHuun no rapmoHusaumm "NsyyeHve
CTabunbHOCTM HOBbIX SlekapCTBEHHbIX cybcTaHumn u npenapartos” (ICH Q1A)*(9).

HaTbl nCTe4yeHUs cpoka rogHOCTU U NpoBeAeHUSA NOBTOPHbLIX UcnbiTaHnn (11.6)

504. (11.60) Ecnu npomexxyTouHasi NpoAayKLumMs NpeaHasHadeHa ons nepegaydn 3a npegenbl
chbepbl KOHTPONSA CUCTEMbI YyNPaBNeHUs MaTepuanamm NponM3BoaNTENSA U ONA Hee onpeaenexHa
AaTa UCTevyeHns cpoka rogHOCTU UM NPOBEOEHUSI MOBTOPHbIX UCMNbITAHUIA, TO AO/MKHA ObiTb B
HanMuum nHopmaums, NoATBEPXKAALAA eé cTabunbHOCTL (Hanpumep, onyGrMKOBaHHbIE
AaHHble, pe3ynbTaTbl UCTMbITAHUIA).

505. (11.61) aTtbl uCTe4eHNa cpoka roaHOCTU U NpoBeaeHUs MOBTOPHbIX UCnbITaHun OC
AOJIMKHBbI OCHOBbBIBATLCA Ha pe3yNnbTaTax OLEHKN AaHHbIX, NOSTyYEeHHbIX NPY N3yyYeHnm
ctabunbHocTn. O6bl4HO ans PC ncnonb3yoT AaThl NPOBEAEHMSI MOBTOPHbLIX UCMbITAHUN, @ He
AaTbl UICTEYEHUSA CPOKa rOAHOCTW.

506. (11.62) NpegBapuTeNbHbIE AaTbl UICTEYEHUS CPOKA rOAHOCTU UM NPOBEAEHNS MOBTOPHbIX
ncnbitaHmi ®C MOryT OCHOBLIBaATbCS Ha pe3ynbTaTax, NOfyYeHHbIX AN ONbITHBIX CEPUN, ECNK
1) Ans oNbITHBIX CEPUI NCMONb3YHTCA cnocob Npon3BoACTBa M Npoueaypbl, MoAenMpylLwmne
OKOHYaTeSbHbIN NPOLECC NPOMBbILLSIEHHOIO NPOU3BOACTBA, 1 2) kayecTBO ®C cooTBETCTBYET
KayecTBy BelLlecTBa, KOTopoe ByaeT BbinyCcKkaTbCA B NPOMbILLIIEHHOM MacluTabe.

507. (11.63) Ons npoBeaeHNA NOBTOPHbIX UCMNbITaHWUI HEOBXO0AUMO OTOMpPaTb
penpe3eHTaTMBHblE 00pasLbl.

ApxusHble o6pa3subl (11.7)



508. (11.70) ApxuBHble o6pa3Lbl HEO6XOANMO YyNaKoBbIBaTb U XPaHUTL C LENbl BO3MOXHOM
oLeHKkM kayecTBa cepun OC B ByayLiem, HO He Ansi NPOBEeAEHNS UCTbITAHUI HA CTabUbHOCTb.

509. (11.71) Hagnexawum o6pa3om MapKnpoOBaHHbIE apXuBHbIe 06pa3ubl kaxaon cepumn C
AOJTKHbI XPaHUTLCS B TeYEeHUEe OAHOro rofa nocrie gatbl ICTEYEHUs CpoKa rogHOCTU Cepun,
KoTOopasi onpegenseTcs Npon3BoANTENEM, UK B TEYEHME TPeX feT Nocne peanusauumn cepumn B
3aBNCMMOCTU OT TOr0, KaKOW CPOK aABnsieTcsa bonee anutenbHbIM. ApxmBHblie 0b6pa3subl PC ¢
YCTaHOBEHHOW AaTOM MNOBTOPHbIX UCMNbITAHWUI HEOBXOANMO XPaHUTb B TEYEHNE TpeX NneT
nocre Toro, Kak cepusi Oblna NosIHOCTLIO peanu3oBaHa NPoM3BOANTENEM.

510. (11.72) MNMpwn xpaHeHnn apxmBHOro obpasua HeobxoaNMMO UCMONb30BaTb TaKYHO Ke CUCTEMY
ynakoBKM, B KOTOpPOMK xpaHutcsa ®C, unum Takyro, Kotopas 9kBUBareHTHa CUCTEME YMaKOBKM,
npegHasHa4YeHHOW Ans NpoAaxu, unu obecneymBaeT nyyllyro 3awmTy. Npounssogurtens
AOJDKEH XpaHUTb apXuBHbIV 0bpaseL B KONn4ecTBe, 4OCTaTOMHOM AN NPOBEAEHMS, KaK
MUWHUMYM, OBYX MOSHbIX aHanM30B B COOTBETCTBUM C 06Len dhapMaKkonenHon cTaTben,
drapmMakonenHom ctaTben UM Npu OTCYTCTBUMN hapMaKkonemHon ctaTby - ABYX MNOJSTHbIX
aHann3oB B COOTBETCTBUM C HOPMATUBHOW JOKYMEHTaLuMen Nnm HopMaTUBHBLIM JOKYMEHTOM.

Banupauus (12)
MonuTtuka Bannaauum (12.1)

511. (12.10) MNMpownssognTenb OOMKEH AOKYMEHTaNbHO 0POPMUTL OBLLYYHO NOSNIUTUKY B
OTHOLLEHMM Banuaaumu, ee 3agayn u NpUHLMNbI, BKNOYas Banuaaumo TEXHONOMMYECKMX
npoLeccoB, Npoueayp OYUCTKU, aHaNUTUYEeCKUX MeTOAMK, npoueayp KOHTPOrs B npolecce
NPOU3BOACTBA, KOMMbLIOTEPU3NPOBAHHbBIX CUCTEM, U B OTHOLLEHUN NL, OTBETCTBEHHbIX 3a
pa3paboTKy, MPOBEpPKY, YTBEPXAEHWE U JOKYMEHTanbHOe O(hOpPMIIEHME KaXaoro atana
Banugauuu.

512. (12.11) Kputnyeckne napameTpbl U (UfN) xapakTePUCTUKK, KaK NpaBuIio, criegyet
onpeaensaTb Ha cTagun pa3paboTKM UM HA OCHOBaHUM JaHHbIX NpeaBapUTENbHOro onbiTa
paboTbl; crieqyeT Takke onpenenvTb guanasoHbl 3HAaYEHUA 3TUX KPUTUYECKMX NapaMeTpoB U
(Mnn) xapakTepucTuk, Heobxoaumble ans obecneyeHns BOCNPOM3BOAMMOCTH npouecca. Npu
3TOM Heo6xoaAnMOo:

onpeaennTb KpuTnudeckne xapakrepuctmkn ®C kak npoayKuum;

yKkasaTb napameTpbl Npouecca, KoTopble MOryT BNUATb HA KPUTUYECKME NoKa3aTenn Kayectea
dC;

YCTaHOBWUTb AMana3oH 3Ha4YeHWI Kaaoro KpUTMYeCcKoro napaMmeTpa npouecca, KoTopblit
npeanonaraeTcs UCMNonb30BaTh NPY CEPUIHOM NPOM3BOACTBE U KOHTPOIE npoLlecca.

513. (12.12) Onepauun, KOTOpbIE CYMUTAKOTCA KPUTUHECKUMU ON1S KadecTBa U YnctoTbl OC,
nognexart Banvaauum.

HokymMmeHTaumsa no Banuaauum (12.2)
514. (12.20) Ons kaxgoro npouecca, NoAanexatlero sanvaaunmm, oosmkeH 6biTb paspaboTaH

NPOTOKOM Banuaauun. AToT NPOTOKON AOMKEH ObITb NMPOBEPEH U YTBEPXKAEH Noapa3AerieHneM
(noapasgeneHnsiMmn) kadecTea v ApYrMMy COOTBETCTBYHOLLMMM NOAPa3AeNEeHUSMN.



515. (12.21) B npoTokone Banugaunm OOMKHbI ObITb onpeaeneHbl KPUTUYECKNE CTaann
npouecca v Kputepum NpuemMnemMocT, a Takke BM4 NpoBOAUMON Banugaumm (Hanpumep,
peTpocnekTuBHas, NepcnekTMBHaga, ConyTCTBYHOLLANA) N KONTMYECTBO NMPON3BOACTBEHHbIX
LMKITOB.

516. (12.22) O1yeT 0 Banugaumm JOIKEH CoAepKaTb NepeKkpecTHbIEe CCbINTKM Ha MPOTOKON
Banuaauumn n oboblaTte NoNyyYeHHble pe3ynbTaTbl, 06BbACHATL Ntobble 0BHaPYXEHHbIE
OTKITOHEHNA C COOTBETCTBYHLLMMWN BbIBOAAMM, BKIOYAOLLNMN PEKOMEHOYEMbIE N3MEHEHUS
Ans ucnpaeneHnsa HeoCTaTKOB.

517. (12.23) JltoGble OTKNOHEHMSA OT NPOTOKOMAa Banuaaumm A0MKHbI 6bITb 0hOpMIIEHbI
AOKYMEHTarbHO C COOTBETCTBYHOLLMM ODOCHOBaHUEM.

Ksanudukauums (12.3)

518. (12.30) o Hayana paboT no Banugauum npouecca HeobxoaMMo 3aBeEPLUNTL
KBanudukaumnio KpuTu4eckoro o0opyaoBaHms U BcrnoMoraTenbHbIx cuctem. Keanudukaumio
0ObIYHO MPOBOASAT MO CNeayrLWMM 3Tanam (Mo OTAENbHOCTU UM B COBOKYMHOCTW):

KBanudukauus NpoekTa: JOKyMeHTarnbHO 0hopMIeHHOe NoaTBEPXKAEHNE TOro, YTO
NPeAnoXeHHbI NPOEKT NPOU3BOACTBEHHbIX MOMELLEHMIA, 060PYyA0BaHUSA UM CUCTEM ABMSIETCSH
NMPUro4HbIM AN NPUMEHEHNS NO HAa3HaAYEHWIO.

KBanuduKauns MOHTaXa: JOKYMEHTanbHO 0POpMIIEHHOE NOATBEPXKAEHNE TOr0, YTO MOHTaX
NMOMELLEeHWU, cUCTeM 1 000pyaoBaHNs (YCTAHOBIEHHbIX UM MOANMULNPOBAHHbIX) BbINOMHEH B
COOTBETCTBUN C YTBEPXKAEHHLIM MPOEKTOM, PEKOMEHAALMAMMN U3rOTOBUTENS U (UNK)
TpebOoBaHUAMU NPON3BOANTENS NEKAPCTBEHHbIX CPEACTB.

kBanudunkaums QyHKLUNOHNPOBAHUSA: AOKYMEHTaNbHO 0hOopMIEHHOEe NOATBEPXKOEHME TOrO, YTO
nomeLleHns, cuctemMbl 1 o6opyaoBaHMe (yCTaHOBIEHHbIE NN MOANULMPOBAHHLIE)
YHKUMOHNPYIOT B COOTBETCTBMM CO CBOMM NpeaHa3Ha4YeHNEM BO BCEX NPEeaYyCMOTPEHHbIX
pexunmax paboTbi.

KBanudukauusa akcnnyaTaumm: 4oKyMeHTanbHo opopMreHHOe NOATBEPXKAEHME TOr0, YTO
NMoMeLLeHNs, CUCTeMbl U 060pyaOBaHME NPM COBMECTHOM MCMOMb30BaHUN paboTatoT

3P PEKTMBHO 1 C BOCNPOU3BOANUMbBIMI NOKa3aTeNsMnU B COOTBETCTBUMN C YCTAaHOBMNEHHbIMU
TpeboBaHUAMU N XxapakTepuUCcTMKammn npoLecca.

Mopxoabl kK Banuaauum npouecca (12.4)

519. (12.40) Bannpgaums npouecca NpoBOoAMTCA B LieNISX goKa3aTernbcTBa TOro, 4YTo npouecc,
OYHKUMOHMPYIOLLMIA B Npeaenax yCTaHOBMEHHbIX NapamMeTpoB, obecneunsaeT appekTmBHoE 1
C BOCMNPOU3BOAMMbIMU pe3yribTaTaMn NpPon3BoACTBO MPOMEXYTOYHOM npoaykumm nnm OC,
COOTBETCTBYHOLLMX NpeaBapuUTENbHO 3a4aHHbIM cneumdpurKkaumam 1 nokasaTensam KadecTsa.
PesynbTathl Banugaumm npouecca nognexaT AOKYMeHTarlbHOMY 0(pOpMIIEHUIO.

520. (12.41) CywecTByeT Tp1 NOAXOAA K Banugauumu: nepcnekTuBHasa Banungaums,
COnyTCTBYIOLLANA Banuaaunsa n peTpocnekTnBHas Banugaums. lNepcnektnBHasa Banngaums
SABNSETCA NpeanoyYTUTENbHbIM NOAXOA0M, HO MMEKTCS UCKITHOYEHMS, NO3BOMALLINE
MCcnonb30BaTh Apyrve nogxoapl.

521. (12.42) lNepcnekTMBHYO Banuaaumnio pekoMeHayeTCs BbINONHATL 4S5 BCEX NPOLECCOB,
cBsA3aHHbIX ¢ npounssoacTBoMm PC, Kak ykasaHo B nyHkTe 513 HacTosawmx MNpasun.



[MepcnekTuBHasa Banuaaumnsa, nposogmMmas ans rnpouecca, cBa3daHHOro ¢ nponssogctsom eC,
AOIMKHa ObITh 3aBeplLUeHa A0 Havyarna peanusauunm roToBoro fiekapCTBEHHOro npenapara,
npounsseneHHoro n3 atom ©C.

522. (12.43) ConyTcTBYylOLWAa Banuaaums MoxXeT ObiTb NpoBefeHa NPy OTCYTCTBUM AAHHbIX 414
NOBTOPSAIOLLNXCA TEXHONOMMYECKUX LIMKINOB, €CNn BbIMYLLEeHO orpaHuyeHHoe Yucno cepun ®C,
ecnu cepun ®C Bbinyckanucb peako unu bbiny npomssefeHsl NoCpeaCTBOM BanMAMPOBAHHOMO
npouecca, KoTopbi 6bin MmoguduumposaH. [1o 3aBepLleHnsa conyTCTBYHOLEN Banngaumm cepmm
®C moryT 6bITb BbINyLLEHbI 1 UICNOMb30BaHbI 4515 NPOU3BOACTBA fNIeKapCTBEHHOMO npenapara,
npefHasHa4YeHHOro Ansa peanusauuu, npy ycrnoBum NosiHOro KoHTpons cepumn ©C.

523. (12.44) Kak nckntodeHne MoxeT OblTb NpOBEAEHa PETPOCNEKTUBHAA Banugaumna aons
XOPOLUO OpPraHM30BaHHbIX MPOLIECCOB, B KOTOPbIE HE ObINO BHECEHO 3HAYMUTENBbHbLIX NU3MEHEHNI
ansa nony4derHnss C Tpebyemoro kayecTBa BCNeacTBME M3MEHEHUI UCXOOHOTO Cbipbs,
obopyaoBaHus, CUCTEM, TEXHUYECKNX CPEOCTB UMM TEXHONMONMYEeCcKoro npouecca. Takon
Nnoaxoa K Banuaaumm MoXeT OblTb MCNOMb30BaH, eCrn:

a) (1) onpepeneHbl KpUTUYECKME NOKa3aTenn Ka4ecTea 1 KpUTu4eckne napaMmeTpbl npouecca;

0) (2) ycTaHOBMEHbI Hagnexawme KpuTepum NPUEMNEMOCTM 1 KOHTPONSA B npoLecce
NpOun3BOACTBA;

B) (3) oTcyTCcTBOBanNM CcyLecTBeHHble cbon B xoae npouecca nnm 6pak npoaykumm no
NpUYnHaM, He CBA3aHHbIM C OLIMBKaMu onepaTopa unu otkasamm o6opyaoBaHus;

r) (4) 6binn ycTaHoBNEHbI Npodunu npumecen ana gaHHon eC.

524. (12.45) Cepuun, oTobpaHHble onst peTPOCNEKTUBHON Banvaauumn, A0SMKHbI NPeAcTaBnsaTb
penpe3eHTaTMBHY BbIOOPKY M3 BCEX CEPUN, NPON3BEAEHHBIX 3a NPOBEPSAEMbIN NEPMO, B TOM
yucne nbbix cepuin, He COOTBETCTBYOLLMX cneundukaumsam. MNMpyn 3ToOM KONMYECTBO Taknx
cepuin JOMKHO ObITb 4OCTATOYHbIM AN AoKa3aTenbCTBa NOCTOSAHCTBA npouecca. B uensax
nonyyYeHns AaHHbIX 4ns peTPOCNeKTMBHON Banugauum npouecca MoXxeT ObiTb NpoBeaeHO
NCnbiTaHME apXMBHbIX 0Opa3LoB.

Mporpamma Banmupaaumn npouecca (12.5)

525. (12.50) Konn4ectBo NpoM3BOACTBEHHbIX LIMKIOB, HEOBXOAUMbIX ANs Banugaumm, OMKHO
3aBMCETb OT CMOXHOCTM NpoLecca Unm oT 3Ha4YMMOCTN M3MEHEHMI NpoLecca, NoAneXxaLmx
paccMOTpeHuto. [1na NnepcnekTMBHON 1M COMYTCTBYIOLWEN Banvaauum 4OMKHbI ObiTb
NCNonb30BaHbl AaHHbIE, NOJTyYEHHbIE AN TPeX NocrneaoBaTeNibHbIX MPOM3BOACTBEHHbIX CEPUN
npoayKunn Haanexawiero kayectsa. OgHako MoryT ObITb CUTyaumm, Korga ong gokasaTenbcTBa
NOCTOSIHCTBA Npouecca HeobxoaMMbl OMOMHUTENbHbIE NPON3BOACTBEHHbLIE LMKIbI (HANpUMep,
npouecchbl NPon3BoAcTBa CNoXHbIX PC nnu gnutenbHble npouecckl nponssoacTsa ®C). [ns
OLIEHKM MOCTOSIHCTBA NMpoLiecca Npu peTPOCNEKTMBHOW Banuaaumm, kak npaBuno, Heobxoanmo
nccnegosatb AaHHble ans 10-30 nocnegoBaTenbHbIX CEPUIA, HO NPU COOTBETCTBYHOLLEM
0BOCHOBAHUN 3TO YNCIIO MOXKET BbITb YMEHbBLUEHO.

526. (12.51) Bo Bpemsa npoBeaeHUs nccrnegoBaHnin no Banvaauum npouecca Heobxoanmo
KOHTPONMPOBAThL U NPOBEPSATL Er0 KPUTUYECKME NapameTpsbl.

MapameTpbl NpoLecca, He CBSI3aHHbIE C KAYECTBOM, HanpuMmep, NepeMeHHbIe,
KOHTPOMNMpPYeMbIe B LIeNsAX COKpaLLeHUs NoTpebneHns aHeprum unm Ucrnornb3oBaHms
060py0BaHUS, MOXHO He BKNoYaTb B Banvaauumio npolecca.



527. (12.52) Banngaumns npouecca OOrmKHa NoATBepXaaTh, YTO Npodunb npumecen ans
kaxxgon ®C, HaxoanTcs B 3agaHHbIX npegenax. lNpodunb npumecen OMKEH ObiTb CXOAEH
(MmM6o BbITb NyyLle) ¢ paHee NonyYeHHbIM Npodunem, a Takke (rae 3To NPUMEHNMO) C
npodunem npumMmecen, ycTaHOBMEHHbIM Npu pa3paboTke npouecca unm cepumn,
NCMONb30BaHHbIX A5151 OCHOBHbIX KITMHUYECKNX U TOKCUKONOMMYEeCKUX NccnenoBaHum.

Mepunoaunyeckasa npoBepka BanuampoBaHHbIX cuctem (12.6)

528. (12.60) Cucrtembl 1 npoueccbl He06XxoaAMMO noaBepratb NEPUOANYECKON OLEHKE ANs
NoATBEPXAEHUS TOr0, YTO OHU NO-NPEXHEMY DYHKLMOHUPYIOT NpaBuibHbiM obpa3om. Ecnv B
NpoLECC U CUCTEMY He ObINT0 BHECEHO CYLLECTBEHHbLIX M3MEHEHMI N 0630p KayecTBa
noaTBepAun, 4TO cMcTemMa UnNu nNpoLecc NOCTOAHHO obecnevnBaloT NPON3BOACTBO MaTepuana,
COOTBETCTBYHLLErO cneumdurkaumsam, Kak npaBmuno, OTCyTCTByeT HEOBX0OMMOCTL B
npoBegeHMM NOBTOPHOW Banuaaumu.

Banunpauunsa ounctku (12.7)

529. (12.70) Npoueaypbl O4YUCTKKU, KaK NPaBUIIO, OOSMKHbI MPONTM Banuagauumo. Banvaaumio
OYUCTKM MPOBOASAT B Cryyasix, Npu KOTOPbIX KOHTaMUHALUMS UN NEPEHOC BELLECTB
npeacTaBnsaOT HaMbonbLUy onacHocTb Ans kadvectea ®C. Hanpumep, Ha HaYanbHbIX CTaANAX
TEXHOJIOrM4YeCcKoro npouecca MoXeT He TpeboBaTbCs NPOBEeAEHNA Banuaaunmn npoueayp
O4YNCTKM 06OpYyaOBaAHNSA, ECIN OCTATOYHbIE BELLECTBA yAandaT Ha NocrneayLwmx ctagmsx
OYUCTKN.

530. (12.71) Banngaumns npouenyp O4YUCTKU OOSMKHA OTpaXaTb (PakTUYEeCKNn Xxapakrep
ncnonb3oBaHnsa obopynoBaHud. Ecnun pasHbie PC nnm pasnmyHyo NPOMEXYTOYHYI NPOLYKLNIO
NPOU3BOASAT HA OQHOM M TOM e 060pyAOBaHUN 1 3TO 060PYAOBaHME OYULLIAIOT OAHUM U TEM
e crnocobom, To Ans Banugaumm O4NCTKU MOXHO BbIbpaTb penpe3eHTaTUBHYIO
NPOMEXYTOYHY0 nNpoaykumo unm ®C. Takon BbIBOP AOMKEH OCHOBLIBATLCA HA AaHHbIX O
pPacTBOPMMOCTU N TPYAHOCTAX OYMCTKN, a TakKe Ha pacdeTe npenenbHoro cogepaHus
OCTaTKOB, C Y4ETOM UX aKTUBHOCTU, TOKCUYHOCTM U CTABUNBHOCTMW.

531. (12.72) B npoTokone Banugaumm o4nCTKU AOSMKHbI OblTb onnucaHbl 06opyaoBaHue,
nognexawjee O4MCTKe, Npoueaypbl, MaTepuanbl, MPUEMIIEMbIE YPOBHU OYMUCTKN,
KOHTpONMpyeMble N perynmpyemble napaMeTpbl U aHanuTu4eckne metoaukn. B npotokone
HeobXxo4MMO Takke ykasaTb Buabl 0TOMpaeMbix Npob, cnocobbl nx oTbopa n MapKMpoBKM.

532. (12.73) na obHapyXeHUs Kak HepacTBOPUMBbIX, TaK U PaCTBOPUMbIX OCTaTKOB METOAbI
oTbopa Npob OOMKHbI BKNOYAThb, UICX0OS U3 CUTyaLMn, B3ATME MA3KOB, CMbIBOB U Apyrue
MeToabl (Hanpumep, NPSMYH 3KCTPaKLMIO).

Ncnonb3yemble meToabl oT6opa Npob A0MKHbI NO3BOMATb KOMMYECTBEHHO ONpeaensaTb YPOBHM
OCTaTKOB Ha MNOBEPXHOCTSAX 060opyaoBaHus nocne odnctkn. Metoa otbopa npob nocpeacTtsom
B3SITMS Ma3KOB MOXET OKa3aTbCs NPaKTUYECKN HEOCYLLIECTBMMbIM, ECIIN KOHTAKTMPYIOLLME C
NPOLYKTOM NOBEPXHOCTU ABMAKTCA TPYAHOAOCTYMNHbIMU BCNELACTBNE KOHCTPYKTUBHbIX
ocobeHHOCTen 06opyaoBaHns (Hanpumep, BHYTPEHHME MOBEPXHOCTU LUSTAHIOB, TPAHCMOPTHbIX
TpybonpoBOAOB, EMKOCTM PEAKTOPOB C Y3KMMMU JIOKaMK, a Takke HebonbLuoe No pasmepy
CrnoXxHoe obopyaoBaHune, HaNpMMep, MUKPOHMU3ATOPbI U MUKPOPACNLINNTENN) U (UNK) ecnu
CYLLECTBYIOT OrpaHmyeHuns npowecca (Hanpmumep, obpaboTka TOKCUYHbIX BELLECTB).

533. (12.74) Heobxoanumo ncnonb3oBaTth BanMaANPOBaHHbIE aHaANMUTUYECKNE METOANKN,
obnagatowime AoCTaTOYHON YyBCTBUTENBHOCTBIO ANst OOHapY>XeHNA OCTaTKOB UMK



KOHTaMnHaHTOB. [peaen obHapyXeHust KaXKaon aHanMTUYeCKOM MEeTOAUKN O0SMKEH ObiTh
AOCTaTO4HbIM ANA obHapy>XeHns onpeaeneHHOro NnpMeMnemMoro YpoBHSA octaTka nnm
KOHTaMunHaHTa. [na meToankm HeobxogmMmMo yCTaHOBUTb LOCTUraeMbl YPOBEHb U3BMEYEHNS
BellecTBa. [1pegensl cogepXaHns OCTaTkoB AOSMKHbI ObITb peanbHbIMU, JOCTUXUMbIMU,
npoBepsieMbiMU U OCHOBbLIBATbCS Ha coaepXaHum Hanbonee BpeaHoro octatka. lNMpeaensl
MOXHO yCTaHaBnMBaTb, OCHOBbIBAACb HA MUHUMaIIbHOM 0bnajaroLem N3BECTHOM
(hapmakonormyeckom, TOKCUKONOrM4eckon Unm unsnonornyeckon akTMBHOCTbLIO Konmyectse ©C
nnu ee Hanbornee BpeJHOrO0 KOMMOHEHTA.

534. (12.75) Ons npoueccos, B KOTOPbIX CyLLEeCTBYET HEOOXOANMOCTb CHUXKEHUS 06LLEro
KOnmMyecTBa MUKPOOPraHM3MoB UK 3HOO0TOKCMHOB B OC, nnu ansa gpyrnx npoLeccos, rae
MOXET MMETb 3Ha4YeHMe Takasd KOHTaMMHaumMsa (HanpuMmep, NPoM3BOACTBO HecTepusibHbIX OC,
ncnonb3yemMblx Ans NPOU3BOACTBA CTEPUITbHBIX TEKAPCTBEHHbIX NpenapaTtoB), uccreaoBaHmne
OYUCTKM 1 (UNnN) caHnTapHon 06paboTkn obopyaoBaHMS HEOOXOAMMO NPOBOANUTL B OTHOLUEHUM
KOHTaMMHaLMN MUKPOOPraHn3Mammn n 3HOOTOKCUHAMM.

535. (12.76) lNpounssoauTens AOIMKEH KOHTPONMPOBaTh NpoLeAypbl O4UCTKM C onpeaeneHHON
nepnoanYHOCTbIO Nocne Banvaaunn, 4tobbl yoeamTbes, YTO 3TU Npoueaypbl ABNSTCA
3(pPeKTUBHBIMU NPU UX NCNOSNBb30BaHNUN BO BPEMSA TEKYLLEro TEXHONOMMYECKOro npowecca.
YuctoTy obopyaoBaHus, Korga 3To OCyLecTBUMO, HEOBXOANMO KOHTPONMpPOBaTb NOCPEACTBOM
NpoBeAEeHNsT aHANUTUYECKUX UCMbITAHUIA N BU3yanbHOro ocMoTpa. BusyarnbHbii OCMOTP
Nno3BONseT 0OHaPYXNTb 3HAYUTENbHbIE CKOMMEHNS] KOHTAMUHAHTOB Ha HEDOMbLUNX yYacTKax,
KOTOpble MOryT OKa3aTbCA He OBHapyXeHHbIMU MHBbIM CNOCOBGOM Mpu oT6ope NPob u (1nn)
aHanuse.

Banupauua aHanutu4yecknx metoauk (12.8)

536. (12.80) Ncnonb3yemble aHanUTUYeCKNne METOANKN AOSMKHbI NPOMUTU Banugaumio.
MpurogHoOCTb BCEX UCMOMNb3yEMbIX METOAMK UCMbITAHUA HEOBXOAUMO, TEM HE MEHEE,
NpoBepsATb B pearbHbIX YCIOBUAX MPUMEHEHUS, a pe3yrbTaTbl 0POPMIIATbL JOKYMEHTAarbHO.

537. (12.81) Banngaums MeToank A0SMKHA NPOBOAUTLCS C yH4ETOM XapakTEePUCTUK,
npuBeaeHHbIX B PyKOBOACTBAX NO Banvaauumn aHanutundeckux metogmk. O6bem npoBoANMOM
aHanuUTM4YecKon BanuaaLumm JOMKEH 3aBUCETb OT LIeNIM aHanm3a U cTaaumn TEXHONOTM4YeCcKoro
npouecca nponssoactesa ¢C.

538. (12.82) [lo Hayana Banuaaunn aHannTN4eCcKnx MeToauK 4osmkHa ObiTb NpoBeaeHa
COOTBETCTBYHOLWANA KBanMpukaunsa aHannTnyeckoro obopyaoBaHums.

539. (12.83) Heobxoanmo BeCTM NMosHble 3anncu NbbiX UIBMEHEHUI BaNMaUPOBaHHOM
aHanUTU4ecKkon MetToaukn. Takne 3anncu AoMKHbI OTpaXaTb NPUYNHY U3MEHEHUS U
COOTBETCTBYHOLUME AaHHbIE AN NOATBEPXKAEHNSA TOr0, YTO N3MEHEHME NPUBOLMUT K
pesynbTaTtam, KOTOPbIE CTOSb e TOYHbI U HAOEXHbI, KaK U pe3ynbTaTbl, NOSTy4YEeHHbIE C
NMOMOLLIbKO MPUHATON METOANKN.

KoHTponb nameHeHun (13)
540. (13.10) MNpounsBoanTenb AOIMKEH pa3paboTaTtb CUCTEMY KOHTPONS U3MEHEHWI OS5I OLLEHKM

BCEX U3MEHEHWI, KOTOPblE MOTYT NOBANATL Ha NPOU3BOACTBO N KOHTPOSb MPOMEXYTOYHON
npogykummn n eC.



541. (13.11) NpownsBoanTenb OOMMKEH YTBEPANTb NpoLeaypbl ANs naeHTudunkaumm,
AOKyMeHTarbHOro ooopMsieHnsi, COOTBETCTBYIOLLIEN NPOBEPKN N YTBEPXKAEHUS UBMEHEHNI B
OTHOLLEHMM UCXOQHOrO Cbipbsi, cneundukauum, aHannTUYeckux MeTOANK, MOMELLEHWN,
BCNoMoraTesibHbIX cucTeM, obopyaoBaHus (BKoYasa KOMMNbOTEPHOE 0O0pyaAOBaHME), CTaaun
npouecca, ynakoBOYHbIX MaTepmanos, MatepmarnoB ANg MapKMPOBKK, a TakKe KOMMbIOTEPHOro
nporpaMmmHoro obecneveHus.

542. (13.12) IltoGble NpeanoxxeHnsa no N3MeHeEHMsIM, KacatoLMMCa opraHn3aumm NpomM3BoACTBa
N KOHTPONS Ka4yecTBa NeKkapCTBEHHbIX CPEACTB, AOMKHbI ObITb NOArOTOBMEHbI, MPOBEPEHbI U
yTBepXXAeHbl COOTBETCTBYIOLWNMMY NoapasaeneHnamMm, a 3atemM nposBepeHbl U yTBEPXKAEHbI
nogpasgeneHvem (nogpasgeneHnsamMm) KayecTsa.

543. (13.13) HeobxoanMmo oLueHUTbL BO3MOXXHOE BNUSIHWE NMPEASIOXXEHHOrO N3MEHEHNS Ha
Ka4yeCcTBO NpoMexyToyHown npoaykuum nnn ®C. MNpoueaypa knaccnmkaumm N3MeHEHNn MOXeT
NnoMoYb B onpeaeneHnn obbema nucnsiTaHui, Banugaumm n goKymeHTauumm, Tpebyembix ans
000CHOBaHUSA U3BMEHEHNIN, BHOCMMbIX B BanvanpoBaHHbIN npouecc. M3aMeHeHns MoryT ObiTb
KnaccuguumpoBaHbl (HanpuMep, Kak CcyLeCcTBEeHHbIE NI HECYLLEeCTBEHHbIE) B 3aBUCUMOCTU OT
nx xapakTtepa n obbema, a Takke BANAHUSA, KOTOPOE OHN MOTyT oKkasaTb Ha npouecc. C yyeTom
000CHOBaHHOIO 3aKITO4YEHMSI MPOU3BOANTESNb OOIMKEH ONPEAENnUTb, Kakne AONONMHUTENbHbIE
NCNbITAHUS N UCCNeaoBaHUsA NO Banuaauum Heobxoammbl anst 060CHOBaHMA TakMX U3MEHEHUN.

544. (13.14) MNpwn BHEApPEHUM YTBEPXKAEHHbLIX UIBMEHEHMI HEOBXOANMO NEPECMOTPETL BCE
AOKYMEHTbI, Ha cofep)KaHne KOTOPbIX BAUSIOT 3TN N3MEHEHNS.

545. (13.15) lNocne BHeapeHUsi UIBMEHEHUSI HEODXO4MMO NPOBECTU OLIEHKY NEPBLIX CEPUNA,
NPOn3BEeAEHHbIX UITM UCMNbITAHHBIX NOCINE BHECEHUS] 3TOMO U3MEHEHMUS.

546. (13.16) MNpounssogMTenb AOSMKEH OLEHUTb BO3MOXHOCTb BO34ENCTBUSA KPUTUYECKNX
N3MEHEHUN Ha CTabunbHOCTb U, CriefoBaTeNbHO, Ha YCTAHOBMNEHHbIE AaTbl MOBTOPHbIX
NCNbITAHUA UK AaTbl UCTEYEHUSsT cpoka rogHocTu. NMpu HeobxoanmocTn obpasupl
NpoOMeEXyTOYHON Npoaykunn nnn C, kotopble GbiM NPon3BeaeHbl NOCPEACTBOM U3MEHEHHOTO
npouecca, MoryT 6biTb BBEAEHbLI B NPOrpaMmMy YCKOPEHHOIO N3yYeHUs1 CTabunbHOCTU 1 (Mnn)
BKIMOYEHbI B MPOrpaMMy MOHUTOPUHra CTabumbHOCTMW.

547. (13.17) NpounsBogmTenb AOMMKEH NPONHOPMNPOBATL COOTBETCTBYIOLLNX NPOM3BOANTENEN
NeKapCTBEHHbIX NpenapaTtoB 06 N3MEHEHNAX B YCTAHOBINEHHbIX TEXHONOIMYECKNX NpoLieccax u
npoueaypax KOHTPoss npouecca, KoTopble MOryT NOBNUATL Ha kavecTBo PC.

OTKNoOHeHWe 1 NOBTOPHOE UCMNOoNb30BaHMe maTtepuanos (14)
OTtknoHeHune (14.1)

548. (14.10) NpomexyTouHyto npoaykumo n dC, koTopble HE COOTBETCTBYIOT YTBEPXKAEHHbIM
cneumdukaunam, HeobxoanMMo YeTKO NPOMapPKNMPOBaTbL COOTBETCTBYIOLLIMM 06pa3om U
cofepxaTb B YCNOBUSAX KapaHTMHa. Takas npomexyToyHasa npogykunsa nnm dC moxet
noasepratbcs NOBTOpHOM 06paboTke nnu nepepabotke. OkoHYaTENBHOE peLleHne B
OTHOLLUEHMM OTKINOHEHHbIX MaTepuanoB A0MKHO ObITb 0POPMMAEHO SOKYMEHTarbHO.

NMoBTOpHas ob6paboTka (14.2)
549. (14.20) NoBTOPHOE BBEAEHME B NPOLIECC MPOMEXYTOYHON Npoaykumn unm ®C, Brnovas

NPOAYKLMIO, HE COOTBETCTBYIOLLYIO crieuudukaumnsam, n nx noBTopHas obpaboTka nytem
NMOBTOPEHMS CTaaunM KpUcTannusaumm unm Apyrux COOTBETCTBYOLWMX cTaauin obpaboTku



XUMUYECKUMU U pusndeckumm cnocobamm (Hanpumep, AMCTUNNAUnS, dunbTpaums,
XpomaTorpadumpoBaHue, namesnb4eHne), ABMNSLLMXCA YacTblo YCTaHOBNEHHOIO
NPON3BOACTBEHHOrO Npouecca, 00bl4HO cuMTaroTca npueMmnemMbimu. OgHaKo ecnmn NOBTOpHas
obpaboTka ncnonb3yetcs ansa 6onbLUINHCTBA CEPUMN, TO €€ HE0BXOANMO BKIOYNUTL B KA4eCcTBe
YacTu CTaHOAPTHOro TEXHONOMMYECKOro npouecca.

550. (14.21) MNpogormKkeHne oCyLeCTBNEHUS CTaaumn TEXHOIOrMYECKoro npoLecca nocne Toro,
Kak KOHTPOINb B MpoLEecce Npon3BoaCcTBa Nokasar, YTo CTaaus He 3aBepLUeHa, cYNTaeTCs
YacTblo 00bIYHOrO NpoLecca, a He NOBTOPHOW 0OpaboTKoNn.

551. (14.22) NoBTOpHOE BBEAEHME HENPOPEArMpoBaBLLEro BeLwecTBa B NpoLecc 1 NoOBTOPHOE
npoBeAeHMNE XMMUYECKON peakuum CYUMTaoTCs NOBTOPHOM 06paboTKon, ecnmn 3To He aBnsieTcH
4YacTbH YCTAHOBEHHOrO npouecca. Takon NoBTOpHOM 0bpaboTke AoMmkHaA NpeaLwecTBoBaTb
TwaTenbHas OUeHKa, rapaHTMpytoLLas, YTo 3TO He NOBMANAET OTpULATENBHO Ha Ka4eCTBO
NPoOMeXyTo4YHoM npoaykuum nnn ®C BcneacTeme BO3MOXHOIo ob6pasoBaHns NOGOYHbIX
NPOLYKTOB M BELLECTB, NpopearnpoBaBLUNX CBEPX YCTAHOBIEHHOW HOPMBbI.

MNepepaboTtka (14.3)

552. (14.30) MNMepen npuHATUEM peLleHnsa 0 nepepaboTke cepun, He COOTBETCTBYHOLLINX
crneumdukaunam, HeobxoanmMo NPOBECTU paccrefoBaHne NPUYMH Takoro HECOOTBETCTBUIS.

553. (14.31) Cepun, noaseprHyTble nepepaboTtke, 4OMKHbI ObiTb 06bekTamMum (ecnv Angd 3Toro
€CTb OCHOBaHWs1) COOTBETCTBYIOLLUX OLEHKM, UCTMIbITAHUIA, NCCReaoBaHus cTabnnbHOCTH U
AOKYMeHTarnbHOro oopMreHusi, 4Tobbl rapaHTMpoBaTh, YTO NepepaboTaHHaa NPOAYKLUMA Mo
KayeCTBY 9KBMBarieHTHa NPOAYKLMMN, NPOM3BEAEHHON NOCPEACTBOM NEpPBOHAYaNbHO
yCTaHOBMNEHHOIo NPOM3BOACTBEHHOrO npouecca. Hanbonee uenecoobpasHbiM NOAXOA0M K
Banvaaumm npoueayp nepepaboTku SBnseTca conyTcTByloLas Banuaaums. [aHHbli nogxon,
NoO3BOMNSIET COCTaBUTbL 3anMcu npouenypbl nepepaboTkn, yCTaHOBUTL NOPSIAOK ee NPOBeAEHMS
1 onpefenuTb oxunagaemble pesynbTatbl. ECnv nepepaboTke NoanexuT TonbKo ogHa cepust, To
MOXeT OblTb COCTaBMEH NMMCbMEHHbIV OTYET, a CepUs paspeLleHa K BbinycKy cpasy nocre
NOATBEPXOEHNS ee KadecTBa.

554. (14.32) MNpounssoauTens OOJHKEH YTBEPAUTL NpoLuenypbl 418 cpaBHEHNA Npoduns
npumecen Kaxaon nepepabotaHHON cepumn ¢ Npounamm npumecen cepun, NPon3BeaeHHbIX
nocpeacTBOM yCTaHOBMEHHOro npouecca. Ecnn npumeHsiemble aHanuTuyeckne MeToaukmn He
No3BONSAT Hagnexalumm obpasom oxapaktepmnsoBaTb nepepaboTaHHyo ceputo, TO criegyeT
BOCMNOSb30BaTbCSA AOMNONMHUTENBHLIMU METOANKAMM.

PereHepauusa matepuanoB n pactBoputenen (14.4)

555. (14.40) PereHepauus (Hanpumep, N3 MaTOYHOW XUOKOCTU U ousibTpaToB) peakTUBOB,
npomexxyToyHon npoaykumm nnu ®C cuntaetca onyCcTUMOW NPU HANMYnKM YyTBEPXKOEHHbIX
npoueayp pereHepauun n COOTBETCTBUM pPereHepnpoBaHHbIX MaTepuarnos cneyndukaumsm,
noaxoAswum Ang npeanonaraemoro UCnosib3oBaHUs TakMx MaTepuanos.

556. (14.41) [onyckatoTca pereHepaumsi 1 NOBTOPHOE NCMOMb30BaHME pacTBOpPUTENEN B TEX
Xe unu gpyrmx npoLeccax npu ycrioBuu, YTo npoueaypbl pereHepaunmn KOHTPONMPYHT U
npoBepstoT Anst obecneyeHns COOTBETCTBUSI pacTBopuTenen cneumdpukaunam nepes nx
NMOBTOPHbIM UCMOMBb30BAHMEM USN CMELLMBAHWEM C APYrMMU 0A40BpeHHBIMM MaTepranamu.



557. (14.42) onyckaeTca cMeLlumMBaTb HOBblE U pereHepupoBaHHbIE PacTBOPUTENN U
peakTuBbl, €CIiM B XOZe COOTBETCTBYIOLLMX UCMbITAHWI NoKa3aHa UX NPUrogHOCTb AN BCEX
TEXHOJIOrMYeCcKmxX NpPoLEeCccoB, B KOTOPbIX OHWM MOTYT UCNOSIb30BaTbLCS.

558. (14.43) Vicnonb3oBaHWe pereHepupoBaHHbIX PacTBOPUTENEN, MAaTOYHbIX XXUOKOCTEN U
APYrnx pereHepupoBaHHbIX BELLECTB JOIMKHO ObiTb OPOPMNEHO JOKYMEHTamNbHO.

BoaBparT (14.5)

559. (14.50) MNMpownssogunTenb OOMKEH Haanexatwimm obpasomMm MapkmpoBaTb BO3BPaLLEHHYHO
NMPOMEXYTOYHYIO NPOAYKLMIO U Bo3BpalleHHble PC 1 cogepxaTtb UX B YCNOBUSIX KapaHTUHa.

560. (14.51) Ecnu y npon3BognTensa BO3HUKAOT COMHEHUSA OTHOCUTENBHO cobntoaeHns
Hagnexawmx yCnoBum XpaHeH1s UM TpaHCNoOpPTUPOBKM BO3BPALLEHHON NMPOMEXYTOYHOWN
npoayKuumn unm Bo3epatleHHbix PC 0o unm B npouecce nx Bo3BpaTa Unmnm OTHOCUTENbHO
COCTOSIHUS Tapbl B YaCTX BO3MOXHOMO BIMSAHWS HA KA4eCTBO, TO BO3BpaLLeHHas
NPOMEXYyTOYHas NpoayKuusa unu BosepalleHHble ®C nognexar noBToOpHON obpaboTke,
nepepaboTke NN YHUUTOXEHUIO B 3aBUCUMOCTM OT KOHKPETHOWN CUTYaLUN.

561. (14.52) MNpounssoguMTenb AOSMKEH BECTU 3annUcy Bo3BpaTa NPOMEXYTOYHON NPOLYKLUUN Unn
®C. [nga kaxxgoro Bo3BpaTta B AOKYMeHTauum HeobxoamMmo ykasaThb:

HanMeHoBaHne 1N agpec rpy3onoriydarternd,

HanMeHoBaHWe NPOMeXyToYHOW npoaykuum unn ®C, Homep cepun 1 BO3BPaLLLEHHOE
KONN4eCTBO;

NpUYnHY BO3BpaTa;

yKa3aHue Ha UCMNoNb30BaHNE UMM YHUYTOXEHME BO3BPALLEHHOM MPOMEXYTOUYHOW NPOoaYKLUNN
unm ©C.

MNMpeTeH3un n ot3biBLI (15)

562. (15.10) MNpounsBogMTenb AOIMKEH OKYMEHTaNbHO 0POPMIISATbL U paccrnenoBaTb COrfacHo
YTBEPXXAEHHOW MHCTPYKLUMM BCE MOSyYEHHbIE UM NPETEH3UN OTHOCUTENBHO KavyecTBa
He3aBUCMMO OT TOro, B Kakon oopmMe (YCTHOM MU NMUCbMEHHON) N3SOXEHbI Takne NPeTEH3NN.
563. (15.11) 3anncu paccMoTpeHUs NpeTeH3nn A0SMKHbI cogepXaTb:

HanMeHoBaHWe 1 agpec Nuua, NpegbABMBLLENO NMPETEH3NIO;

hamMunuio, UMs, OTYECTBO (MPU HaNMYKUK), a NP HeOBXOANMOCTIN TaKkKe OOIPKHOCTb Nmua,
npeabsiBUBLLETO NPETEH3MIO, U HOMEpP ero TenedoHa; CyTb NpeTeH3nn (BKNtovasi Ha3BaHue u
Homep cepumn OC);

AaTy NOCTYNNEeHNs NPETEH3NN;

nepBOHavanbHO MPUHATBIE MEPbI C YKa3aHWeM aTbl 1 nuua, NPUHSABLLETO

Mepbl;

AarnbHenwne 4encTBUSA No pacCMOTPEHUIO NPETEH3UM;



OTBET, OTNPAaBMEHHbIV MWLy, NPeSbABMBLLUEMY NPETEH3MIO (BKNOYas AaTy OTNPaBKM Takoro
oTBeTa);

OKOHYaTernbHOEe peLleHne OTHOCUTENbHO CePUM UM NAPTUN NPOMEXKYTOYHON NpoayKLMM Unn
®C.

564. (15.12) 3anncu paccMoTpeHUst NPeTEH3UIN HEOOXOANMO COXPaHATL AN OLEHKN
TeHAEHUWI, YacTOTbl NOCTYMMEHNSA NPETEH3UN U UX CEPbE3HOCTUN NS NPUHATUSA
AOMNONHUTENBHOIO 1, NPY HEOBXOAMMOCTUN, HEMELNEHHOIO KOPPEKTUPYIOLLETO 4ENCTBUIS.

565. (15.13) MNpounsBogunTenb AOIMKEH YTBEPANUTL NpOLEaypy ANna onpeneneHns
006CTOATENLCTB, NPY KOTOPbLIX HEOBXOAMMO paccMaTpmBaTh BONPOC 06 OT3bIBE NPOMEXKYTOUYHON
npogykumn nnm e©C.

566. (15.14) MNpoueaypa OT3biBa AOSMKHA ONpeaensaTb, KTO AOMMKEH NPUHUMATL yvacTue B
oLeHke nHpopmaumm, kak He06xoaANMO HauMHaTbL NPoLEeaypy OT3biBa, KTO AOIKEH ObITb
nponHdopMmnpoBaH 06 0T3bIBE M Kak HEO6X0AMMO NOCTYNaTbh C 0TO3BAHHLIM MaTepUanom.

567. (15.15) B cnyyae cepbe3HON Unn NOTEHUNANbHO YrpoXatoLemn XU3HN CUTyaLmnm
Npoun3BoAMTENb AOMKEH NPOUHGOPMMPOBATL 06 3TOM YNOMHOMOYEHHbIN dhefepanbHbli OpraH
NCMONHUTENbHOWM BNacTU, a Takke KOMMNETEHTHbIE OpraHbl BCEX CTPaH, Kyaa Obina HanpaBneHa

NPOAYKLMSI.
MpousBoacTBo No goroBopy (Bkntroyasa nabopartopun) (16)

568. (16.10) Bce ucnonuutenu, paboTatLime no Aoroopy (Bknovasa nadopatopumn), 4OSKHbI
cobntopatb TpeboBaHusa HacTtoawmx MNpasun. Heobxoanmo yoennts ocoboe BHUMaHne
npenoTBpaLLeHNI0 NEPEKPECTHOM KOHTaMMHaUMK 1 06ecneyeHnto NPOoCeXMBaeMOCTM!.

569. (16.11) 3aka3umk OIMKEH OLEHNBATb UCNONHUTENS, paboTatoLwero no 4oroBopy (Bkno4yas
nabopatopuu), C Lenbo onpeaenieHns COOTBETCTBUS KOHKPETHbIX Onepaumnii, BbINONMHAEMbIX Ha
NPON3BOLCTBEHHbIX NIOWaAKax MCNoNHUTENs, paboTaroLwero no AoroBopy, TpeboBaHnam
HacTosawwmx MNpasun.

570. (16.12) B poroBope, 3aknoyaeMom Mexay 3akasymkoM U UCMOMNHUTENEM, peKOMeHOyeTCs
noapo6bHo onpeaenaTe 0653aHHOCTM CTOPOH B OTHOLLEHUN cobntoaeHnsa TpeboBaHnn
HacToswwmx MpaBun, BKNOYas MepPONpUATUS KaKaoW U3 CTOPOH Mo obecneyeHnto kKayecTea.

571. (16.13) PekomeHgyeTcs npegycmMaTpmBaTb B JOrOBOPE BO3MOXHOCTb 3aKa3dnka
NpPoOBOAMTL ayauT OEeATENbHOCTU UCNONHUTENS Ha COOTBETCTBME TPebOBaAHNAM HACTOALLMNX
MpaBun.

572. (16.14) PekomeHnagyeTcsa npegycMmaTpuBaTb B 4OrOBOpPeE YCrOBME O TOM, YTO UCMONHUTESb
BrpaBe NpuBnekaTb TPETbUX ML, 4SS UCMONTHEHNSA JOroBOpa TOMbKO C COrnacus 3akasyuka.

573. (16.15) NpounsBoacTBEHHbIE N NTabopaTopHble 3anncK HEOHXOANMO XPaHUTb Ha
NPON3BOACTBEHHOW NNOLWAAKE, HA KOTOPOW BbIMOMHANNCL paboTbl. Takme 3anmcu OOMKHbI ObiTb
NEerko AOCTYMHbI.

574. (16.16) PekomengyeTtcsa npegycmaTpuBaTb B 4OrOBOpe YCrOBME O TOM, YTO UCMONHUTESb
He BrnpaBe BHOCUTb M3MEHEHMUS B COMNTAaCOBaHHbIE CTOPOHAMM TEXHOSTOMMYECKNIA NpoLecc,
obopygoBaHue, METOAMKN UCTIbITAHUIA, cneumduKaLmmn, a paBHO B UHbIE YCIOBUS AoroBopa 6e3
cornacuvs 3akasuuka.



OpraHusauum, ocyuiecTBRAKOLWME NepeynakoBKy U (Mnn) nepemMapkupoBkKy (17)
O6nactb npumeHeHus (17.1)

575. (17.10) TpeboBaHus, yctaHOBIEHHbIE NyHKTaMu 575-589 HacTosAwmx Mpasun
pacnpocTpaHATCA Ha OpraHn3aunn, OCyLLEeCTBSIOWNE NepeynakoBKy U (Mnn)
rnepemapKMpoBKY, KOTOpPbIE HE ABNATCA NepBoHavansHbIMu npoudsoantenamm ®C nnu
NPOMEXYTOYHOWN NPOAYKLNN.

576. (17.11) OpraHunsauyuu, ocyLlecTBNAOLWMNe nepeynakosky 1 (Mnn) nepemMapkupoBKY,
AOMKHbI cobntogaTh TpeboBaHMs HACTOSALLLEN rMNaBbl.

MNpocnexunBaeMocTb peannM3oBaHHbIX papMaLeBTUYECKUX CyOCTaHLUMIA U
npomMexyTo4Hou npoaykuum (17.2)

577. (17.20) OpraHunsauuu, ocyLeCcTBNSAOLWMNE NepeynakoBky 1 (Mnn) NnepemMapKMpOoBKY,
AOIMKHbI 06ecneyvnBaTb NOMHYIO NPOCNEXNBAEMOCTb peanmayembix My OC 1 NPoOMEXYTOYHON
npoaykuuun. [ins aToro He0bXoANUMO MMETb U XPaHUTb criefyoLlme AOKYMEHTbI U CBEAEHUS:
HanMeHoBaHMe NepBOHAYanbHOrO NPOM3BOAUTENS;

afpec nepBoHa4anbHOro NPOU3BOANTENS;

3aKasbl Ha NOCTaBKy;

HaknagHble (TPaHCMNOPTHbIE JOKYMEHTHI);

AOKYMEHTaLMI0 O NPUeMKe;

Ha3BaHue unm o6o3HadeHne OC nnm NPoMeXyTOYHOWM NPOAYKLNN;

HOMEP Cepuun, NPUCBOEHHbIV MPOM3BOOUTENEM;

NMHopMaLUIoO O TPAHCNOPTUPOBKE U peanusauunu;

BCE OpUrnHanbl JOKYMEHTOB, MOATBEPXKAAOLWMX KAYECTBO, BKITOYAA AOKYMEHTbI,
noaTreepXxgatoLLne KayecTBo, NOfyyYeHHbIe Nocre nepeynakoBku 1 (MNn) nepeMapkupoBKuY, a
TaKkKe NoslyYyeHHble OT NepPBOHAYanbHOro NPoOM3BOAUTENS;

AaTy NpoBeAeHnst MOBTOPHbIX UCMbITaHWUW UK A4aTy UCTEYEHUS CpOoKa rogHOCTMU.
YnpasneHue kayectBom (17.3)

578. (17.30) OpraHunsauyuu, ocyLecTBNAIOLWMNE Nepeynakosky 1 (Mnn) nepemMapKMpoBKY,
OOIMKHbI CO30aTb U BHEAPUTb 3PMEKTUBHYIO CUCTEMY YNpaBreHns Ka4eCTBOM, KaK yka3aHo B

nyHkTax 289-308 HacToawwmx MNpaBun, a Takke BECTM HEOOXOANMYO AOKYMEHTALMIO.

MNepeynakoBka, nepemapKupoBKa U xpaHeHue chapmaLeBTUYECKUX CyOCcTaHLUN U
npomexyTo4Hou npoaykuum (17.4)

579. (17.40) lNepeynakoBKy, nepemMapkupoBKy 1 xpaHeHne ®C 1 NnpomMexxyToYHON NpoayKLnn
Heob6X0AMMO OCYLLECTBMATbL B COOTBETCTBMM C TpeboBaHNAMKN HacToAwmx Mpasun, 4TobbI



nsbexaTtb nepenyTbiBaHWS UK YyTpaTbl NOANMHHOCTU NB0 YncToTbl @C UNN NPOMEKYTOUYHON
npoayKumm.

580. (17.41) MNepeynakoBky HEOH6XOANMO OCYLLECTBNATbL B COOTBETCTBYIOLLNX YCIOBUAX
NPON3BOLCTBEHHOW Cpeabl ANs NPeAoTBPaLLEHNSA KOHTaMUHALNN UIU NEPEKPECTHON
KOHTaMuHauuu.

CtabunbHocTb (17.5)

581. (17.50) Ecnu ©C nnun npoMeKyTO4YHY NPOAYKLMIO NepeynakoBbIBalOT B Tapy (MePBUYHYIO
YyNaKoBKY), TUM KOTOPOW OTNMYaeTcst OT Ucnosibdyemoro npoussoaguntenem ®C unum
NMPOMEXYTOYHOWN NPOAYKLMUN, TO HEOBX0AMMO UccrneaoBaTb CTabunbHOCTb ANna 060cHOBaHNS
YCTaHOBMEHHbIX AaTbl UICTEYEHUSA CpOKa rOAHOCTU UNK AaTbl NPOBEAEHUS NOBTOPHbIX
NCNbITAHW.

MNepepaya nHdopmauumn (17.6)

582. (17.60) OpraHunsauuu, ocyLecTBNALWMNE NepeynakoBky 1 (Mnn) NnepemMapKUpoBKY,
AOJIMKHbI NepeaaBaTth BCHO MHPOPMaLMIO O KaYecTBe U peLleHUsiX YNONTHOMOYEHHOro
denepanbHOro opraHa UCNOSTHUTENBHOW BRAcTK, NOMy4YeHHyo oT npoussoautens ®C mnu
NPOMEXYTOYHOWN NpoayKunn, npuobpeTtarento, a nHpopmaumo ot npuobpeTtaTens -
npounssogutento ®C nnm NpoMexxyTo4HON NPOAYKLUMN.

583. (17.61) OpraHunsauyuu, ocyLecTBNAIOLNE nNepeynakosky 1 (Unn) nepemMapkupoBky, npu
peanusaummn ®C nnm npomexxyTOYHON NpoayKUUM NpuobpeTaTento JOMKHbI YKa3biBaTb
HanmMeHoBaHWe nNepBoHa4vanbHOro npomssoamTens ®C nnm NPoMeXyTOHHOM NPOAYKLMM 1
HOMep (HOMepa) NOCTaBMSIEMON CepUn.

584. (17.62) OpraHunsauyuu, ocyLecTBNAOLWNe nepeynaxkosky 1 (Mnn) nepemMapkMpoBKY,
065a3aHbl Takke No 3anpocy YNONMHOMOYEHHOro dheeparibHOro opraHa UCMosTHUTENbHON
BNnacTu NpegocTtaBnTb MHGOPMaLMIO O NepBOHa4YansHoM npoussoautene ®C nnm
NPOMEXYTOYHOWN NpoayKunn. MNepBoHavanbHbIN NPON3BOAMTENb MOXET NPeAoCTaBUTb TaKyto
MHdOpPMaUUIO YNOSTHOMOYEHHOMY (heaepanbHOMYy OpraHy UCMOSIHUTENbHOM BacTu
HenocpeacTBEHHO UKW Yepes CBOUX NpeacTaBUTENen.

585. (17.63) B oTHOLWIEHMM OOKYMEHTOB, NOATBEPXKAAIOLLNX Ka4eCcTBO, Heobxoanmo cobnogaTb
cneumanbHble TpeboBaHus, NpeayCMOTPEHHbIe NyHKTamu 492-496 HacTosAwwmx Mpasumn.

Pa6oTta ¢ npeTteH3usasMu u ot3biBamu (17.7)

586. (17.70) OpraHunsauyuu, ocyLecTBNAOLWMNE Nepeynaxkosky 1 (Unn) nepemMapKMpoBKY,
OOJIMKHBI BECTU 3aMUCKU PpacCMOTPEHMUS NPETEH3UI U OT3bIBOB MO Npasuniam, npeaycMoTpeHHbIM
nyHKTaMn 562-567 HacToswmx Npasus, B OTHOLLEHUN BCEX NPETEH3UN U OT3bIBOB, KOTOPbIE
nonagaroT B cpepy Nx OeaTenbHOCTH.

587. (17.71) MNMpn Heo6X0QUMOCTM OpraHM3aLmm, OCyLLECTBNAIOLLME NEepeynakoBKy U (Unn)
nepemapKknpoBKy, AOMKHbI paccMaTpuBaTh NPeTeH3no BMeCTe C NepBOHaYaribHbIM
npoussoanTenem ®C nnn npomexxyTouHON NpoayKuumn, YTobbl onpeaenuTb, crneayeT nn
npegnpuHuMaTh AansHenwmne JencTBUA COBMECTHO C ApyruMu npuobpeTtaTensamm, KotTopble
MOrnM Nony4nTb Takme xe OC nnm NnpoMexyToUHY NPOoAYKUMIO, TIMBO C YNONHOMOYEHHbBIM
dheneparbHbIM OpraHoOM UCNOSTHUTENbHOW BNacTun, NMB0O co BCeEMW 3auHTEPECOBaHHbLIMU
cTopoHamu. PaccrnegoBaHve NpuynHbl NPeTEH3UN UM O0T3biBa AOSPKHO MPOBOANTLCS U
0POpPMNATLCA AOKYMEHTASIbHO COOTBETCTBYIOLLEN CTOPOHOMN.



588. (17.72) Ecnn npeTeH3unsa kacaeTca nepBoHavanbHoro nponssoantena ®C nnu
NPOMEXYTOYHOM NPOAYKUMKM, TO 3anNnCu PaCCMOTPEHUSA NPETEH3UIN, KOTOPbIE BeayT
opraHu3auuu, OCyLLLECTBNSAIOLWME NepeynakoBky 1 (M) nepeMapkupoBKy, OOSMKHbI coaepXaTb
nobble 0TBETLI, NOSTy4YeHHbIE OT NepBoHavanbHoro npomnssoautens ®C nnu NPoMeXKyTo4Hom
npoaykuun (BkroYvas aaTty v NnpegocTaBreHHyo MHopMaUmio).

Pa6oTta c Bo3BpaTtamu (17.8)

589. (17.80) PaboTa c Bo3BpaTtaMmu NpoayKUMM OOSMKHA NPOBOANTBLCS B COOTBETCTBUN C
TpeboBaHUAMMN, yCTAHOBIEHHbIMU NYHKTOM 561 HacToswwmx Mpasun. OpraHm3sauuw,
OCYLLIECTBNAIOLLME NEepeynakoBKy U (M) NnepemMapKNpOoBKY, AOSMKHbI BECTU AOKYMEHTALMIO MO
BO3BpaLLeHHbIM PC 1 NPOMEXYTOUYHON NPOLYKLINN.

CneuunanbHoe pyKoBOACTBO No hapmMaueBTUY4ECKMM CyOCTaHLMAM, NPON3BOANMbIM
nyTem KynbTUBUPOBaHUSA KNeTOK unun coepmeHTaumm (18)

O6wme TpeboBaHus (18.1)

590. (18.10) B nyHkTax 590-621 HacToswux [NpaBun onpegeneHsl cneynansHble TpeboBaHNA
OTHOCUTENBbHO KOHTpOrst ®C nnu NpoMeXXyTo4HOM NPOoAYKLUMN, KOTOPbIE MPON3BOAATCS
NocpeacTBOM KyNbTUBUPOBAHNSA KIETOK UK hepMeHTaumnm ¢ UCnosib3o0BaHMEM NPUPOAHbLIX UK
PEKOMOMHAHTHBIX OpraHM3moB. YKa3aHHble TpeboBaHWs He A0STKHbI paccMaTpuBaTbCS
OTAENbLHO OT APYrnX, MOCKONbKY TpeboBaHWs, NPUBEAEHHbIE B APYIMX NMYHKTAX HACTOSLLMX
[MpaBun, TaKke NPUMEHUMBbI K Takon npogykumu. [na "knaccmyeckmx" npoLeccosB nonyyvyeHus
HNU3KOMONEKYNSIPHbIX BELLLECTB M AN NPOLECCOB, B KOTOPbIX MCMNOMb3YTCA PEKOMONHAHTHBIE U
HepeKkoMBUHaHTHbIE OpraHM3Mbl 4515 NPOM3BOACTBa BEnKoB 1 (MnK) NONMNENTUOO0B, LOSMKHbI
NPUMEHSATBLCA OOHWU U TE XXe NPUHLMMNbLI PePMEHTALMK, XOTSA CTENEHb KOHTPONS nNpu 3ToM byaeT
pas3nuyHon. B gaHHbIX NyHKTaX yKasaHbl 3TU pasnnyns, eCriv OHWN CYLLIECTBYIOT Ha NPaKTUKe.
CTeneHb KOHTPOISt BMOTEXHOMNOIMYECKNX MPOLIECCOB, NCMNOSb3YEMbIX AN NPOM3BOACTBA
©enkoB 1 NONUNEeNTUAOB, BbILE, YEM ANSA KNnacCUYeCcKMUX NpoLeccoB hepMeHTaunu.

591. (18.11) TepmMuH "BMOTEXHONOIrNMYECKUI NPOLIECC" OTHOCUTCS K MCMONb30BAHMIO KITETOK UK
OpraHM3moB, NOJSTyYEHHbIX UM MOAMPULMPOBAHHBIX NOCPELCTBOM TEXHOMOMM
pekombuHaHTHon OHK, rubpngomHon nnu apyron TexHonoruu, ¢ uenbio nponssoactesa eOC.
®C, nony4yeHHble C MOMOLLBI0 BUOTEXHOOrMYECKMX NPOLLECCOB, 0ObIYHO COCTOSAT U3 TaKMX
BbICOKOMONEKYIISAPHbIX COeAMHEHUN, Kak B6enku 1 nonunenTnapl, cneunansHble TpeboBaHns B
OTHOLLEHMM KOTOPbIX NpuBeaeHbl B NnyHKkTax 590-621 HacToawwmx Mpaswun. No TexHonornu
pekombuHaHTHon HK Takke mMoryT 6biTb nonyyeHbl onpeaeneHHble PC ¢ HU3KON
MONEKYNSIPHOM MacCoW, TakMe Kak aHTUOMOTUKN, aMUHOKUCIIOTbI, BUTAaMUHbI U YreBOAbI.
YpoBeHb KOHTporis 3Tux BuaoB ®C aHanornyeH ypoBH0, NPUMEHAEMOMY AN KNacCU4eckon
depmeHTaunu.

592. (18.12) TepmuH "knaccuyeckasa pepmeHTaumsa” OTHOCUTCA K npoueccam nonydenna ®C, B
KOTOPbIX UCMOMb3YTCA NPUPOAHBIE MUKPOOPraHN3Mbl 1 (U1) MUKPOOPraHN3MBbI,
MOAMULMPOBaHHbIE OOLLENPUHATBIMU MeTOgaMK (Hanpumep, NocpeacTBOM 06nydYeHns unm
XMMUYEeCKoro mytareHesa). ®C, nony4vyeHHble NOCPeLCTBOM "Kraccmyeckon bepmeHTaumm”,
0BbIYHO ABNAOTCA NPOAYKTaAMM C HA3KON MOMEKYNSPHOMW MacCoOMn, TakKMMKM Kak aHTUOMOTUMKN,
aMWHOKUCNOTbI, BUTAMWUHbI U Yrnesoabl.

593. (18.13) MNpounssoacTeso PC nnm NPoOMeEXyTOHHON NPOLYKLNN U3 KIETOYHbIX KyNbTyp Unn
MeToaoM chbepMeHTaumn BKNtoYaeT B cebs Takme nNpoLecehl, Kak KyNbTUBUPOBAHME KIETOK UMK
3KCTparnpoBaHue 1 O4MCTKa MaTtepmana, Nosly4eHHOro OT XXMBbIX OPraHN3MoB. OTU NPOLECCHI



MOTYT BKMNtOYaTb AOMNOSTHUTENbHbIE CTaauun, ABNAKOLWMECS YaCTbO MPON3BOACTBEHHOIO
npoLecca, Takme Kak usmko-xummndeckas mogndukaumns. cnonbdyemoe NCXogHoe Chlpbe
(cpeabl, bydepHble KOMMOHEHTbLI) MOXET obecnevnBaTb BO3MOXHOCTb pocTa
KOHTaMUHUPYHOLLMX MUKPOOPraHn3mMoB. B 3aBMCMMOCTIN OT UCTOYHMKA, cnocoba nonyyeHus u
npegnonaraemMoro npumeHeHuss PC nnn npoMexxyTo4HOM NPoAayKUMM MOXET BbiTb HeOBXoaMM
KOHTPOJSb BMOHArpy3kun, KOHTaMMHaUUn Bupycamm un (Unmn) a3HOOTOKCUHaAMK BO BPeEMS
NPOn3BOACTBA N MOHUTOPUHIra npouecca Ha COOTBETCTBYIOLLMX CTaausAX.

594. (18.14) [lna obecneyeHnst kayecTBa NPOMEXYTOYHON Npoaykumm n (nnn) ®C Ha Bcex
CTaansix NpoM3BOACTBA AOMMKEH ObITb YCTAHOBEH HAaAMNeXallmi KOHTPob. HecmMoTps Ha To,
YTO HaCTOSALLAA rNaBa NPMMEHSETCH, HAa4YMHAsA CO CTaaun KyNnbTUBMPOBAHUSA KNETOK Nn
dhepmeHTaumm, npegwecTByolWme ctagum (Hanpumep, cosgaHne 6aHka kneTok) Heobxoanumo
OCYLLECTBNATb NPM HagnexalleM Npon3BoACTBEHHOM KOHTpone. HacToswas rnasa
OXBaTbIBAET KyNbTUBUPOBAHME KNETOK N (hepMeHTaLmio, Ha4YMHasa ¢ TOro MOMeHTa, Korga u3s
GaHka KNeTok u3snekarT rIakoH C KynbTypoW KNeTOK Ansi MCNONb30BaHWs B MPOU3BOACTBE.

595. (18.15) Ina cBegeHNss K MUHUMYMY pUCKa KOHTaMUHaLUMM Npon3BoauTenb AOSDKEH
ncnonb3oBaTh Haanexalee obopyaoBaHMe U NPOBOANTL KOHTPOSb NPOU3BOACTBEHHOM Cpeabl.
Kputepun npyuemnemMocTv Ansa kayectsa Npou3BOACTBEHHOW Cpefbl M YacToTa KOHTPOIS
3aBUCAT OT CTaguMM 1 YCNOBUIA TEXHONOMMYECKOro npouecca (OTKpbITble, 3aKpbiTble Un
N30NNPOBAHHbIE CUCTEMBI).

596. (18.16) Npn TEXHONOrMYECKOM KOHTPOSEe HEOOXOAMMO YYMTbIBaTb:
nogaepxaHue paboyvero 6aHka KNneTok (ecnv OH nMeeTcs);
npaBuWIbHbIA NOCEB U POCT KYNbTYpbl;

KOHTPOSb KPUTUYECKMX paboymx napaMeTpoB BO BPEMS KyNbTUBUPOBAHMS KNETOK U
depmeHTaumu;

KOHTPOSb NpoLecca pocTa KIeToK, UX XK1U3HecnocobHocTu (4nst 60nbLUMHCTBA NPOLLECCOB
KyNbTUBMPOBAHUSA KNETOK) N NPOAYKTUBHOCTU, rAe 3TO NPUMEHNMO;

npoueaypbl cbopa U OYUCTKKU, MPU KOTOPbIX MPOUCXOAUT yaaneHne KNeTok, KNeTOYHbIX
OCTaTKOB Y KOMMOHEHTOB cpe C OAHOBPEMEHHOM 3aLLMTON NPOMEXYTOYHOM NPOAYKLUMU UNn
®C oT KOHTaMUHaLmn (0COBEHHO KOHTaMUHALUM MUKPOBMONOrM4YecKon Npupoabl) u ot
YyXYyALEeHNS Ka4yecTBa;

KOHTPOINb GMOHArpy3ku 1 ypoBHEN 3HOOTOKCMHOB (NMpY HEOBXOAMMOCTN) HA COOTBETCTBYHOLLIMX
cTagusix TEXHOMNOrMYECKOro NpoLecca;

BOMPOCHI BUPYCHOM 6€30MacHOCTH.

597. (18.17) Tam, rae 3TO NPUMEHUMO, JOKHO ObITb JOKA3aHO, YTO KOMMOHEHTbI cpen, 6enku
KNeToK-X03s€eB, ApYyrne CBsA3aHHbIE C MPOLECCOM U COMYyTCTBYHOLLME NPOAYKUMN MPUMECK U
KOHTaMWHAHTbI YaaneHbl.

NopnepxaHne 6aHKa KNeToK U BeaeHue 3anucen (18.2)

598. (18.20) o cTyn k 6aHKkam KNeToK OOSMKEH ObiTb pa3peLleH TONbKO NMuam, MMEKLMM Ha
3TO NOSTHOMOUUS.



599. (18.21) baHku KNETOK AOSMKHbI XPaHUTBLCA B YCNOBUSAX, CneunanbHO npeaHasHadYeHHbIX
ansa obecneveHns nogaepXaHus XmM3HecnoCobHOCTH KNETOK 1 NpeoTBpaLLeHus
KOHTaMuHaLuu.

600. (18.22) MNpounssogMTenb AOSMKEH BECTU U COXPaHATL 3anncu MCNOSb30BaHUS U YCOBUIA
XpaHeHUst PrIakoHOB M3 BAHKOB KNETOK.

601. (18.23) B cnyyae Heob6xoaNMOCTN BaHKM KNETOK AOSMKHbI NEPUOANYECKN NPOBEPSATLCS C
Lenblo onpeaeneHns nx NPUrogHoOCTU AN UCMofb30BaHKS.

602. (18.24) Ecnn HopMmaTuBHBIMKU NpaBoBbIMK akTaMun Poccurickon ®efepauum yCTaHOBEHDI
cneumanbHble TpeboBaHMA B OTHOLLEHUN coaepXaHust BaHKOB KNEeTOoK, Takme TpeboBaHuA
JOJKHbI cobntogaTbea.

KynbTuBupoBaHue knetok unu cpepmentauyums (18.3)

603. (18.30) Ecnu kneTo4Hble cybcTpaTsl, cpeabl, bydepbl 1 rassl Heobxoanmo Ao6aBnATL B
acenTUYeCKNX YCNnoBumsix, TO MO BO3MOXHOCTM AOSMKHbI MCNOMNb30BaTbCSA 3aKPbITble UMK
N30NMpOBaHHbIE CUCTEMBLI. ECniv noceB B nepBOHa4yanbHOM EMKOCTU N nocneaywowmne
nepeHocbl nnu gobaesneHus (B YacTHOCTU, cpen, 6ydepoB) BbINOMHAOTCS B OTKPbITbIX
€MKOCTSX, TO HE06X0ANMO OCYLLECTBNATbL KOHTPOIb U COOTBETCTBYHOLLME NpoLeaypbl Ans
CBeAEeHUS1 K MUHUMYMY pUCKa KOHTaMUHauuK.

604. (18.31) Ecnu MmnkpobHas KOoHTaMMHaUMA MOXET NOBNUATL Ha kavyecTBo PC, To onepaunn
C UCNONb30BaHMEM OTKPbITbIX EMKOCTEN OOMMKHbI MPOBOANTLCS B OOKce, obecnevnsaroLLem
Bronornyeckyto 6e3o0nacHOCTb, UM B NPOM3BOACTBEHHON cpeae, KOHTPONMPYEMOWN TaKUM Xe
obpasom.

605. (18.32) Npwu paboTe ¢ KynbTypamMu KNeToK NepcoHan AoMKeH ObiTb 0OET B cneumnanbHyo
ogexay u cobnogaTb cneumanbHble Mepbl NPESOCTOPOXHOCTMW.

606. (18.33) [1nsa obecneyeHns NOCTOAHCTBA YCTAHOBIIEHHOIO NpoLecca Npon3sBoauTenb
OOJMKEH KOHTPONMPOBaTb KpUTMYECKNEe paboyme napameTpbl (Hanpumep, TemnepaTypy, pH,
CKOPOCTb NepemelumBaHus, nobaBneHne raso, AaBneHue). Takke NPon3BOANTENb AOSMKEH
KOHTPONMpOBaTb POCT, XN3HECMOCOBHOCTL (AN 60MbLUMHCTBA NPOLECCOB KyNbTUBUPOBAHWS
KNeTokK) u, rae aTo NpMMEHMMO, NPOAYKTUBHOCTL KNeTok. Kputnyeckne napameTpsl 6yayTt
pasnuyHbIMK OT NpoLecca K NpoLeccy, U ANs Knaccnuyeckon hepMeHTaumm MOXeT He
notpeboBaTbCA KOHTPOMb ONpeaeneHHbIX NnapamMeTpoB (Hanpumep, XXM3HecnocobHOCTH
KNeToKk).

607. (18.34) O6opynoBaHue, Ucnonb3yemMoe Ans KynbTUBMPOBAHNSA KNETOK, nocne
NCNONb30BaHMA SOMKHO ObITb OYMLLEHO U CTepUnM3oBaHo. NMpn HeobxoanmMocTn
obopynoBaHue Anis NpoBeAeHnst hepMeHTauun Takke JOMKHO ObiTb OYULLEHO, NOABEPrHYTO
caHuTapHon o6paboTke unm cTepunmn3oBaHo.

608. (18.35) lNuTaTenbHble cpeabl nepen Ux UCNonb3oBaHMEM HEOOXOAMMO CTEPUIIM30OBATL
Ans npegoTBpalleHnsa HebnaronpuaTHOro BNnAHMA Ha kavyectso PC.

609. (18.36) lNpounsBoanTenb AOIMKEH YTBEPANUTL NpoLeaypbl 4SS BbIABNEHUA KOHTaMUHALUKN U
onpeaeneHnst AENCTBUKN, KOTOpble HEO6X0AMMO ocyLecTBUTb. K HUM OTHOCATCS npouenypbl
onpeaeneHns BrmMsiHUS KOHTaMUHaLMM Ha NPOaYKLUMIO 1 NpoLueaypbl 4EKOHTaMUHaL MK
obopyaoBaHMs 1 BO3BPALLEHUS €ro K COCTOSIHMIO, MO3BONAOLEMY UCMONb30BaTh 3TO
obopyaoBaHve Ans NPoM3BOACTBA NOCNEnYOLWNX CEPUN.



610. MponssoanTens SOMKEH NP HEOBXOAUMOCTU NAEHTUOMUMPOBATL NOCTOPOHHME
opraHn3mbl, 0ObHapy>XeHHble B Xo4e NpoLeccoB hepMeHTauun, U OLEHUTb BIIMSIHUE UX
NMPUCYTCTBMSA Ha Ka4eCTBO NpoayKuuun. PesynbTaTbl Takmx OLEHOK AOMKHbI OblTb MPUHATLI BO
BHVYMaHWe Npu peLleHnn Bornpoca 0 BO3MOXHOCTU UCMNONb30BaHUA NOMyYeHHOro Mmatepuana.

611. (18.37) lNpounsBoauTens AOSHKEH COXPaHATb 3anvcu CnyyYaes BbIABNEHUA KOHTaMUHALNN.

612. (18.38) Nocne o4ncTkN yHMBepcanbHoro (NpegHasHavyeHHoro Ans NponM3BoAcTBa MHOMMX
BMAOB NPOAyKuMn) o6opyaoBaHMs Mexay LMKriaMm no Npon3BoACTBY Pa3HON NpoayKuun MOXeT
notpeboBaTbCA NpoBeAEHNE JOMNOMHUTENBHbLIX UCNBbITAHUI C LENbIO CBEAEHUS K MUHUMYMY
pucKa NepekpecTHON KOHTaMUHaLMN.

C6op, BbiaeneHue u ouncrka (18.4)

613. (18.40) Ctagum cbopa kak ons yaaneHus KNeTok Unm KneTodHbIX KOMMOHEHTOB, Tak U Ans
cbopa KIeTOYHbIX KOMMOHEHTOB MOCHE pa3pyLUEHUS OOMKHbI OCYLLECTBAATLCA C MOMOLLbO
o6opyaoBaHMs 1 B 30HaX, NpeAHa3HauYeHHbIX 41s CBeAEeHUS K MUHUMYMY pUCKa KOHTaMUHaLU.

614. (18.41) NMpoueaypbl cbopa 1 O4YMUCTKM, NO3BONAIOLLME YOANATb MU MHAKTUBUPOBATb
MUKPOOPraHN3M-NPoAYLEHT, KNeTOYHbIE OCTaTKM U KOMNOHEHTbI cpes (Npu cBeAeHum K
MUHUMYMY pa3pyLUEHMS, KOHTaMUHALUN N CHUXKEHUSA KayecTBa), AOMKHbI obecneyvmBaTb
nonyyeHne NpoMexxyTodHom npoaykumm nnn ®C NoCTOAHHOro KavecTBsa.

615. (18.42) MNocne ncnonb3oBaHus Bce 060pyaoBaHMe AOMKHO ObITb OYULLIEHO M NOLBEPTHYTO
caHuTapHon obpaboTke B yCTaHOBNEHHOM nopsiake. [1pon3BoACTBO HECKOMBbKNX
nocrnegoBaTesibHbIX CEpUn NPOMEXYTOYHON npoayKuun n dC 6e3 oumcTkm obopyaoBaHus
AornyckaeTcs TONbKO B TOM Cryyae, ecriv 3TO He OKasblBaeT BNUAHUS Ha UX Ka4eCTBO.

616. (18.43) Npn ncnonb3oBaHMN OTKPLITbIX CUCTEM OYMCTKA AOSHKHA NPOBOAUTLCA B
KOHTPOSMpPYEMbIX YCITOBUSX MPON3BOACTBEHHOM Cpenbl, 06ecneynBaroLLmnX COXpaHeHne
KavecTBa NpoayKuuu.

617. (18.44) Ecnun obopygoBaHMe UCNonb3yeTcs Ansi NpoOM3BOACTBA Pa3fnyHbIX BUOOB
NPOAYKUMN, TO MOTYT NPUMEHATBLCSA AOMNOSTHUTESbHbIE BUObLlI KOHTPOSIS, Takne Kak
NCcnonb3oBaHMe cneumanbHbIX XpomaTorpaduyeckmx CMos Unm NpoBeaeHne A0NOSTHUTENbHbIX
NCnbITaHUN.

Craauv yaaneHusa wnu nHakTusauum supycos (18.5)

618. (18.50) Ecnn HopmaTUBHbIMM NpaBoOBbLIMK akTamu Poccuickon degeparmm yCTaHOBAEHbDI
cneumanbHble TpeboBaHMA B OTHOLLEHUWN yAAnNeHUs Ui MHaKTUBaLMN BUPYCOB, Takme
TpeboBaHnsa OOMKHbI cObnoaaThbCA.

619. (18.51) Ctaguv yganeHusa n HaKTUBaLuMm BUPYCOB SBIISKOTCA KPUTUYECKUMU CTagusaMun
006paboTkn ANst HEKOTOPbIX NPOLECCOB, U UX HEOBXOAMMO OCYLLIECTBIATL B Npegenax
napameTpoB, NpPoLIeALWMX Banuaaumio.

620. (18.52) MNpounsBoguTenb AOSMKEH NPUHUMATL Haanexawme mepbl NPeAoCTOPOXHOCTM AN
npenoTBpaLLleHnst MOTEHUMANbHON KOHTaMUHALUUK BUpycaMn Npoaykumn, npoLleglen cragum
yaaneHus unu nHakTMeaLumm BUpPYCcoB, OT NPOoAyKUUK, KOTopasi 3TU CTaguun He nNpoLuna.
MoaTomy 06paboTKy B OTKPbITbIX CUCTEMAX HEOOXOAMMO OCYLLECTBNATL B 30HAX, OTAENEHHbIX
OT OpYrMx 3TanoB TEXHONOMMYECKOro npouecca 1 MMeKLLNX oTAenbHble CUCTEMbI 00paboTKK
BO34yXa.



621. (18.53) OgHo u TO e obopyaoBaHue, Kak NPaBuUIIO, HE UCMOSb3YHT HA Pa3SIMYHbIX
cTagmsix oumcTkn. Ecnn Heobxoammo ncnonb3oBaTb O4HO U TO XXe 0bopyaoBaHue, nepea
NOBTOPHbIM MCMNONb30BaAHNEM €ro He06Xxo0aMMO Hagnexawum ob6pa3omMm OUUCTUTL U
noaBeprHyTb caHuTapHon obpaboTke. MNMpom3BoauTenb OOMKEH NpeanpPUHUMaTL Hagnexaliue
Mepbl NPeAOCTOPOXHOCTM AN NPeAO0TBPaLLEHNA BO3MOXHOIO NepeHoca BUPYCOB C
npegbiaywmnx ctagui (Hanpumep, Yepes3 obopygoBaHMe Unu NPoM3BOACTBEHHYIO cpeay).

dJapmau,eBTqucxue cy6CTa|-|u,vm, npegHasHa4vYyeHHble AnA KNMMHN4YeCKUX uccrnegoBaHum
(19)

O6wwme TpeboBaHus (19.1)

622. (19.10) He BCce BMAbI KOHTPONS, ONMCaHHbIE B NPeablayLmnX NyHKTaxX HacTosILLEN rnaBbl,
NPUMeHNMbI NPU NPOU3BOACTBE opurMHansHon ®C, npegHa3HayYeHHOW Ang NpoBeaeHus
nccrnegoBaHnin Bo Bpems ee paspaboTku. B nyHkTax 622-644 HacToswmx MNpasun npuBeaeHsbl
cneumaneHble TpeboBaHms kK aTum OC.

623. (19.11) KoHTponb, ocyuwectensemMbl npun nponssogctee ®C, npeaHasHa4YeHHbIX Ans
KIMHUYECKMX UCCreaoBaHnin, OOMKEH COOTBETCTBOBATL (hase pa3paboTkmn fiekapCTBEHHOIO
npenapaTa, B coctaB kotoporo Bxoant ®C. lNpouecc n MeToamkn nccnegoBaHum AOMKHbI ObITb
rmékumMmmn gnst obecneyeHns BO3MOXHOCTM BHECEHUS UBMEHEHNI NO MEPE HAKOMMEHUS 3HaHUM O
npouecce v NPpoaBMXKEHUS UCCreJoBaHUN NeKapCTBEHHOMo npenapaTa OT AOKIUHUYECKUX
nceneaoBaHnin K KNMHUYECKUM nccregoBaHmsm. Korga paspaboTtka nekapcTBeHHOro
npenapaTa gocturaet craguu, Ha kotopon ®C nonyyaroT Ans NPUMMEHEeHUs B JIieKapCTBEHHOM
npenapaTte, NpeaHasHa4YeHHOM ANs KIMHUYECKMX UCCreaoBaHnin, NPON3BoOAMTENN LOSMKHbI
rapaHTupoBaTtb, 4To ®C npounsseneHbl C MOMOLLbLIO NOAXOAALMNX TEXHUYECKUX CPEeACTB C
NCnonb30BaHMEM COOTBETCTBYHOLLMX NpoLeayp NPpOM3BOACTBA U KOHTPOMA, HEOBXoaUMbIX 45
obecneyeHna kadectea OC.

KayecTtBoO (19.2)

624. (19.20) Npun npounssoacTee ®C, npegHasHAYEHHbIX A9 KNMHUYECKUX UCCreLoBaHNN,
HeobX04MMO NPUMEHSTL COOTBETCTBYOLLME TpeboBaHUA HacToAWwmMX [paBun 1 Hagnexatuyro
npouenypy oaobpeHnsa Kaxkaonm cepun.

625. (19.21) Heobxogmmo opraHm3oBaTb He3aBucMmoe(ble) OT NPOM3BOACTBA NoapasgeneHme
(noapasgoenenusn) kayecTtBa Ans ogobpeHns unm oTKNoHeHus Kaxaownm cepumn OC,
npegHasHa4YeHHoOW Ans KNUHUYECKUX nccnegoBaHum.

626. (19.22) HekoTopble 13 yHKUMIA NO NPOBEAEHMIO UCMNBbITAHWI, BbIMOMHAEMbIX 0ObIYHO
nogpasgerneHuem (nogpasgeneHnsamMmm) KayecTsa, MOXHO OCYLLECTBNATb B APYruX
nogpasgeneHusix.

627. (19.23) MeponpusaTna B OTHOLLEHUN KayecTBa OOJIKHbI BKNKOYATb CUCTEMY UCMNbITaHUN
NCXOLHOrO CbIPpbs, YNakoBOYHbIX MaTepmanos, NPOMeXyTO4YHoM npoaykuum n ©C.

628. (19.24) MNMpownssoaunTenb OOMKEH aHanM3MpoBaTb NPobnembl, CBA3aHHbIE C
Npon3BOACTBOM U kayecTBoM PC, npegHa3HaYeHHbIX ANS KITMHUYECKNX UccnegoBaHuni.

629. (19.25) Tekct mapkmnpoku ®C, npegHasHaYeHHbIX OS5 KMMHUYECKNX NCCreoBaHui,
HeobXxo4MMO Haanexawmum obpasom KOHTPONMpoBaTh. B HEM JOMKHO ObITb Yka3aHo, YTo
BELLIECTBO NpeaHa3Ha4YeHo Ansi uccregoBaTenbCKUX LEnen.



NMomelwweHnsa n o6opyanoBaHume (19.3)

630. (19.30). Bo Bpems Bcex has KNMMHUYECKOrO UCCreaoBaHUS, BKNOYaa UCMNOMb30BaHMe
ONbITHLIX y4acTKOB unu nabopartopui Ans npomssoactea cepun PC, npegHasHaAYEHHbIX NS
KNMMHNYECKMX nccneaoBaHum, AOMKHbI BbiTb NMpeaycMOTpeHbl Npoueaypbl, rapaHTUpyroLmne, YTo
obopygoBaHue npokannbpoBaHO, OYULLIEHO N COOTBETCTBYET CBOEMY HA3HAYEHWIO.

631. (19.31) MNopsgok akcnnyatauum o6opyaoBaHNUS OOSHKEH rapaHTUpPOBaTb NpoBeaeHne
paboT C UCXOOHbLIM ChipbEM TakMMm 06pa3om, YTOObI CBECTU K MUHUMYMY PUCK KOHTaMUHaUMN K
nepekpecTHOM KOHTaMUHaLUN.

KoHTponb ucxogHoro cbipbs (19.4)

632. (19.40) NcxoagHoe cbipbe, ncnonb3yemoe npu npomssogctee PC, npegHasHaYeHHbIX o4
KNMUHNYECKMX nccrnenoBaHuim, Heo6xXxoanmMo oueHMBaTb NOCPeACTBOM NPOBEAEHMS UCTIbITAHUIA
Unu nony4yaTb BMECTE C pe3ynbTaTaMy aHanuaa, NnpoBeAeHHOro NoCTaBLUMKOM.
[MponsBoguTenb Takke AOMKEH NPOBOANUTL UCTbITAHNE NCXOAHOIO Chipbs HA MOANMMHHOCTb.
Ecnun BelecTBo cuMtaeTcsa onacHbIM, TO JOCTAaTOYHO aHanM3a, NPOBEAEHHOIO NOCTABLLMKOM.

633. (19.41) B HekoTOpbIX Cry4Yasax NPUrogHOCTb UCXOL4HOIO Cbipbsi MOXHO ONpeaensTb nepes
NCNONb30BaHMEM Ha OCHOBaHUM pe3ynbTaToB, NOMYYEHHbIX NPU NPOBEAEHNN pPeaKL MM
HebonbLworo macwTaba (To eCTb UCNbITaAHUN PYHKLMOHANBHOW NPUrOLHOCTN), YTO
npegnoyTuTenbHee, YeM NpoBeaeHNe TONbKO aHANMUTUYECKUX UCTbITAHWUIA.

MpousBoacTeo (19.5)

634. (19.50) NpounseoacTeo ®C, npegHa3HaYEeHHbIX AN KIMMHUYECKNX UCCreaoBaHum,
HeobxoamMmo hukcnpoBaTb B NabopaTopHbIX XXypHanax, B 3anMcsax Ha Cepuro UM ¢ NOMOLLbIO
APYrnx NOAXOOAWMX CPEeACTB. DTN JOKYMEHTbI JOMKHbI BKNtoYaTbh MHpopmauuio o6
ncnonb3oBaHMM MatepuanoB, 06 060pygoBaHMM, TEXHONOIMYECKOM MpoLecce, a Takke
Hay4Hble HabnaeHus.

635. (19.51) Oxungaemble BbIXoAbl NPOAYKLUUM MOTYT OTINHATLCA OT OXMAAeMbIX BbIXO40B
NpoAayKuun B NpoLieccax, BbINOSIHAEMbIX B MPOMbILLNIEHHOM MacwTabe, n 6bITb MeHee
onpegerieHHbIMU NO CPaBHEHUIO C HUMKW. PaccnefoBaHns NPUYUH OTKIOHEHWI OT BESTUYUHDI
OXMAAeMOro Bbixoaa He TpebyeTcs.

Banupauus (19.6)

636. (19.60) Ecnu nponsseaeHa ogHa cepus dC nnbo ecnn n3aMeHeHnsa npoLecca Bo BpeMs
pa3paboTkm ®C genarT BOCNPOM3BOACTBO CEpPUI 3aTPYAHUTENbHBIM UM HETOYHbIM,
Banugauus npouecca npoussoactea ®C, npeaHasHauyeHHOM AN KNMHUYECKUX NCCrneaoBaHuin,
00bI4HO HeuenecoobpasHa. Ha aton ctagumn paspaboTtkm kavectBo PC obecneumBaeTca
coyeTaHUEM KOHTPONS, KanMbpoBKN 1 Npy HEOOXOAUMOCTM KBanudukaumm obopyaoBaHus.

637. (19.61) Ecnn cepun npon3BoasaTCs 4SS KOMMEPYECKOro NCnosib30BaHNA, Banngauuio
npouecca HeobxoanmMo NPOBOANTL B COOTBETCTBUM C NyHKTamu 511-539 HacTosawwmx Mpasun,
AaXke ecrv Takme cepumn NpoM3BOAATCS B OMNbITHOM UM OMNbITHO-NPOMBbILLSIEHHOM MacLuTabe.

U3meHeHus (19.7)

638. (19.70) MNpounssogMTenb AOSMKEH BHOCUTL COOTBETCTBYHOLLME U3MEHEHUS BO BPEMS
pa3paboTkm No Mmepe NpMobpeTeHns HOBbIX 3HAHUI 1 pocTa MaclTaba npomnssoacTea. Kaxgoe



N3MEHEHNE B TEXHONOMMYECKOM MpoLecce, cneumdmkaumax nnm MeToamkax cnbiTaHnn
HeobxoauMo Hagnexawmm obpasom perncTpmpoBaThb.

JTaGopaTopHbIN KOHTpOnb (19.8)

639. (19.80) HecmoTps Ha TO, YTO aHANUTUYECKNE METOAMUKN, UCMNOSb3yeMble AS1S1 OLLEHKM
cepumn ®C, npegHasHa4YeHHOW AN KNMHUYECKUX UccrnegoBaHnin, MoryT eLe He NponTn
Banuaauunko, OHM AOIMKHbI BbITb Hay4YHO 0BOCHOBAHDI.

640. (19.81) MNMpownssognTenb OOMKEH OpraHM3oBaTh CUCTEMY XPaHEHUST apXMBHbIX 00pa3LoB
BCEX cepui. JTa cucTema gormkHa obecneynmBaTb COXpaHeHe A0CTaTOYHOro KonuyecTsa
Kaxxgoro apxuBHoro obpasLa B Te4eHue YCTaHOBINEHHOro nepuoga BpeMeHu nocne ogobpeHus,
3aBepLUEeHMs Uy OT3biBa 3asBKM Ha permcTpaumio.

641. (19.82) OnpegeneHne gaTbl UCTEYEHUSI CPOKA rOAHOCTU U AaTbl NPOBEAEHNSA NOBTOPHbIX
UCMbITaHWN, KaK yka3aHo B nNyHkTax 504-507 HacTosawwmx [NMpasun, NpUMEHNMO MO OTHOLLEHUIO K
cywecTtayowmnm ®C, npegHasHavYeHHbIM A115 KITMHUYECKNX ncenegosanunn. nsa Hosbix OC,
HaxXOASALLMXCA HA PaHHUX CTaAMAX KITMHUYECKMX UCCneaoBaHnin, TpeboBaHus, yKa3aHHbIE B
nyHkTax 504-507 HacToswwmx MpaBus, 0ObI4HO HE MPUMEHSAIOTCS.

DokymeHTauus (19.9)

642. (19.90) Cuctema gOKyMEHTaLMN SOSMKHA rapaHTMpoBaTh, YTO MHAOPMaUUS, Nofy4YeHHas
B Xo4e pa3paboTku un npomssoactea PC, npeagHasHaYEHHbIX AN KNUHUYECKUX UCCea0oBaHNN,
OyneT 4omMKHbIM 06pa3om ohopMeHa AOKYMEHTaNbHO 1 AOCTYNHa AN UCMONb30BaHuS.

643. (19.91) PaspaboTka n NnpUMEHEHNE aHaANMTUYECKNX METOOMK, UCMONb3yeMbIX ONS
noaTeepxaeHns Bbinycka cepum ®C, npegHasHa4YeHHON ONs KIIMHUYECKUX UccnegoBaHnm,
AOIMKHbI 6bITb OPOPMIIEHBI JOKYMEHTAsbHO.

644. (19.92) MNMpownssogunTens JOMmKeH pa3paboTaTb N BHEAPUTb CUCTEMY XPaHEHUS 3anncen no
NPOW3BOACTBY M KOHTPOIIO U COOTBETCTBYIOLLEN AOKYMEHTAUUN. JTa cUCTeMa LOMKHA
obecneunBaTb XpaHeHne 3anncen n JOKYMEHTOB B TEYEHNE YCTaHOBIIEHHOrO nepuoaa
BpeMeHn nocrne ogobpeHuns, 3aBepLUeHnsa UnNn oT3biBa 3adBKU HA perncTpaumio.

TepmuHbl n onpeneneHus (20)

645. [Ina uenen HacTosLLEN rNaBbl KPOMe TEPMUHOB U onpeaeneHui, npeaycMoTPEHHbIX
rnasou |l HacToAwwmx MNpaBun, NCNONb3YIOTCH TakKe crieayoLme OCHOBHbIE NMOHATUS:

BuoHarpyska - ypoBeHb 1 BU MUKPOOPraHU3MOB (Hanpumep, Henpuemnemble unm 4onyctumble
MUKPOOPraHn3mbl), KOTOpble MOTyT NPUCYTCTBOBATb B UCXOAHOM CbIpbe, UICXOOHOM Chipbe OS5
NpPon3BOACTBA (hapMaLeBTUYECKON CybCTaHUMN, NPOMEXYTOYHOW NPOAYKLMM UK B
dhapmaneBTu4eckon cybectaHumm. buoHarpysky He cnefyeT cumMTaTb KOHTaMUHaLMEN, ecnn ee
YPOBHM He NPEBbILIAOT YCTaHOBMEHHbIE NpeAerbHble 3HaYEeHUSA NN He OBHapYyXeHbI
MUKPOOpPraHn3mbl, ornpegensemMble Kak HeonyCTUMbIE;

BCNomoraTesbHble MaTtepuarnbl - MaTepuarbl, 3a UCKNIOYEHUEM pacTBOpPUTENEN, KOTOpble
ABMSAOTCA BCNOMOraTeflbHbIMU NPy NMPON3BOACTBE NPOMEXYTOYHOM MPOAYKLUMN NN
hapmaueBTUYECKON CyOCTaHUMM U caMn No cebe He y4acTBYIOT B XMMUYECKOW U
Buonormnyeckon peakumm (Hanpumep, UNbTPYOLLME MaTepuanbl, aKTUBUPOBAHHbIN Yronb);



BbIXO[, OXMWOaeMbl - KONMYECTBO Matepuana unm npoLeHT OT TEOPEeTUYECKOro BbIXoaa,
oXuaaemble Ha NoOON COOTBETCTBYIOLLEN CTaaun TEXHOMOrMYeCcKoro npoLecca, OCHoOBaHHbIE
Ha AaHHbIX, NPeaABapPUTENbHO MOMYYEHHbIX NP NMPOU3BOACTBE 3TOrO MaTtepuana B
nabopaTopHbIX, OMbITHLIX UM NPOMbILLIIEHHBIX YCNOBUSX;

BbIXO[, TEOPETMUYECKUI - KONMYECTBO, KOTOPOE OMNpPeaernieHo Ha OCHOBaHUM KONUYecTBa
ncnonb3yeMoro maTepvana u MoxeT ObiTb NPon3BeaeHO Ha NoboN COOTBETCTBYOLLEN CTaaun
TEXHOJTOMMYECKOoro npoLecca npu yCrnoBum OTCYTCTBUS KAKUX-NTMOO NOTEepPb UMY OTKIIOHEHWUA B
YCINOBMSX peanbHOro TEXHOMOrMYecKkoro npoLecca;

Aarta UcTevyeHus cpoka roqHoCTu - AaTa, yKasaHHasi Ha yrnakoBke 1 (Mnn) aTUKeTKax
dapmaveBTU4ECKOn cybcTaHumm 1 0603HavaloLLas Nepmos BpeMEHU, B TEYEHME KOTOPOro npu
XpaHEHWN B YCTAHOBMEHHbIX YCITOBUAX XapakTePUCTUKN hapmaleBTUYeckon cybcTtaHumm
AOMKHbI OCTaBaTbCA B Npeaenax cneumdukanmmn, n Nno MCTeYEHMN KOTOPOro
hapmaLeBTUYECKYIO CyOCTaHUMIO HENb3S UCMONb30BaTb;

JaTta NMnoBTOPHOIo UCMNbITaHNA - AaTa NpoBeAEHNA MOBTOPHOIO KOHTPOIA MaTtepuana ansa
nogrBepXxXaeHn4d ero npuroaHoCTn Ons AanbHeNLWwero NCcnosnb3oBaHus;

NCXOQHOE Cbipbe ANs NPOoM3BOACTBa hapmaueBTUYEeCKON CybCTaHuum - Cbipbe,
NPOMEXYTOYHas NPOAYKUMA unu gpyrme papmaueBTnieckne cybctaHummn, Kotopble
NCNonb3yKTCH ANS NPOM3BOACTBa hapMaLeBTUYECKMX CyOCTaHLMN N BXOOAT B CTPYKTYPY
hapmaueBTUYECKON CyBCTaHUMKM B KAYECTBE BaXKHOIO CTPYKTYPHOro pparmeHTa. icxogHoe
Cbipbe A58 NPON3BOACTBa (hbapMaLeBTMYECKON CyOCTaHUMN MOXET ObITb NPUOBPETEHO
npoun3soauTeNneM no AOroBopy y O4HOrO UM HECKOSbKMX NOCTaBLUMKOB, NIMBO MOXeT
NPON3BOANTLCA UM CaMOCTOATENBHO. IcxogHoe Chipbe AN NpomM3BoACTBa hapMaLeBTUYECKOM
cybCcTaHuuK, Kak NpaBusio, UMeeT YCTaHOBIIEHHbIE XMMUYECKNE CBONCTBA U CTPYKTYPY;

KOMMbIOTEPHAs cUCTEMA - rPynna KOMMOHEHTOB annapaTHOro obecneyeHns
COOTBETCTBYHOLLIErO NPOrpaMMHOro obecneyeHunsi, CpoekTUpoOBaHHast 1 CMOHTUPOBaHHas
TakuM 06pas3om, YToObl BbIMNONHSATL ONpeaeneHHyo pyHKLUMIO N Habop YyHKLMN;

KOHTaMUHaUWS - HexenaTenbHoe BHECEHME NPUMECEN XUMUYECKOW UM MUKPOBMOorMyeckon
NpUpPOabl UM MHOPOAHbIX BELLECTB B MCXOAHOE Cbipbe, MPOMEXYTOUHY0 Npoaykumnio nnm eC
BO BPEMSI TEXHOTOMMYeCcKoro npotecca, otbopa npob, ynakoBKuU Uin NepeynakoBkX, XpaHeHUs
UNN TPaHCMNOPTUPOBKM;

KpUTEPUN NPUEMNIEMOCTU (A0NYCTUMbIe HOPMbI) - YACTNOBLIE NPeaernbl, UHTepBarbl UNu apyrue
COOTBETCTBYHOLLME MEPLI ANS NPUHATUS pPe3yNbTaToB UCTbITAHWUIA;

KPUTUYECKUWN - TEPMUH, OTHOCALLMICA K NPON3BOLCTBEHHOM CTaauu, YCITOBUIO
TEXHOJIOrM4YecKoro npouecca, TpeboBaHMO UCNIbITAHUI UK NIIOOOMY OPYroMy CyLLIECTBEHHOMY
napamMmeTpy unvm npegMeTy, KOTopble AOSMKHbI KOHTPONMPOBATLCA B Npeaeniax 3afgaHHbIX
Kputepues ana obecneyeHns COOTBETCTBUS JIEKAPCTBEHHOIO cpeacTea 1 (unm)
hapmaueBTUYECKON CyBCTaHUMKM YTBEPXKAEHHOW cneumdurKkaumm;

mMartepwuan - obuee noHaTme, obo3HavaroLlee cbipbe (MCXOQHOE Chbipbe, PpeaKTUBHI,
pacTBOPUTENK), BCOMOraTernbHblE MaTepuarnbl, MPOMEXYTOUYHY NPOAYKLMIO,
dapmaLeBTUYECKyt0 cybCTaHLUMIO, yNakoBOYHbIE MaTepuarnbl, MaTepmanbl 418 MapKMpoBKUY;

MaToO4YHaA XMOKOCTb - OCTATO4YHAA XNOKOCTb MNMocrie npoueccoB Kpuctannnsaumn mnm
BblaeneHusi. MaToyHas XXngkocTb MOXeET cogepXaTb HenpopearnposaBsLLne BeLLLECTBa,



NMPOMEXYTOYHbIE MPOAYKThI, HEKOTOPbIE KONn4ecTBa hapMaLeBTMYeCKOn cybcTaHumm n (1nm)
npumecen. OHa MOXeT ObITb MCNOMb30BaHa ANs AanbHenwen obpaboTky;

obecne4veHne Ka4yecTBa - COBOKYMHOCTb BCEX OPraHM3aLNOHHbIX MEPONPUATUIA, HanpaBreHHbIX
Ha obecne4veHne Toro, YTobbl BCe NeKapCTBEHHbIE CpeacTBa 1 (Unu) dpapmaveBTUYeckme
cybGCcTaHuMM MMEenu KavecTBo, Heobxoanmoe Ansa ux npeanoriaraemoro NPUMeEHeHUs, a Bce
CUCTEMbI Ka4ecTBa Nnoaaep>KmBanucb B paboyem COCTOSHWUN;

OTKITOHEeHMe - OTCTynrieHne ot yTBep)KJJ,eHHOVI MHCTPYKUNN 1NN YCTaHOBJIEHHOIO CTaHOapTa,

nepepaboTka - npoBefeHne O4HOM UIU HECKOMbKNX CTaann, OTANYaoLWNXCH OT
YyCTaHOBINEHHOIo NPOM3BOACTBEHHOIO NpoLecca, ¢ uenbo 06paboTkn Takon NPOMeXyTOYHOM
npoayKuuun unm dpapmMaLeBTU4eCcKon cybCcTaHumMm, KOTopas He COOTBETCTBYET CTaHAapTam Unu
crneundukaunam, ans nonyyYyeHns NPoMeXXyToMHOW NpoayKumMm unn dpapmMmaueBTnyeckon
cybcTaHumMM NnpuemMnemoro KkayecTtsa (Hanpumep, nepekpucTannmaaums ¢ NOMOLLbIO APYroro
pacTBopuTens);

nognucaHo, NoAnuCh - NOAMUCHL NULAa, KOTOPOE BbIMOSHAMNO onpeaeneHHoe AencTBme Unm
OCYLLLEeCTBNAMNO NPOBEPKY. OTa NOANUCH MOXeT BbITb B BUAE MHULIMAMOB, NOSTHOMO PYKOMUCHOMO
BapuaHTa paMunum, UMeHu 1 oT4yecTBa (NpU HanM4mMn), PyKOnmcHoOM noanncu, NMMYHOM nevatu
NN ayTEHTUYHOM N 3aLLMULLIEHHOW 3NEKTPOHHOW NOANUCH;

noapasgeneHve (nogpasaeneHns) kayecTsa - NogpasaerieHme, KoTopoe He3aBNUCUMO OT
MPOU3BOACTBA M BbINOMHAET 06A3aHHOCTU KaK No 06ecrneYeHnto KauecTBa, Tak U Mo KOHTPOIIHO
KayecTBa. ATO MOryT 6biTb MMBO OTAENbHbLIE NoApasaeneHns obecneyeHns KadecTsa u
KOHTPONSA KayecTsa, NGO O4HO NULO UMK rpynna fuL B 3aBMCUMOCTY OT MacLuTaba u
CTPYKTYPbl OpraHm3aLmu;

npUMeCh - NoOON KOMMOHEHT, NPUCYTCTBYHOLLMIA B MPOMEXYTOYHOM NPOAYKLMN UK
hapmaueBTUYECKON CyGCTaHLUMM, HanM4mMe KOTOPOro HexenaTerbHo;

npou3BoanTenb, paboTaloLLmii No JOrOBOPY - NPOU3BOAUTENb, BbINMOMHSIOLNA onpeaeneHHbIN
BMA, NPOM3BOACTBEHHONM OEATENBHOCTM MO NOPYYEHNO NEPBOHAYaNbHOIO NPOU3BOANTENS;

NPOTOKON BanvMaaunn - OKYMEHTanbHO 0OPMIIEHHbIN NNaH, yKkasbiBalOLWWUIA, Kak cnegyet
NpPoOBOAMTL BanvMaauuio, 1 oNpeaensowmi Kputepumn npueMnemMmocTn. B yactHocTu, B
NpoTOKONEe BanMaaumm npomM3BoACTBEHHOMO NpoLuecca AOMKHbI ObiTb yKasaHbl
TexXHonornyeckoe obopyagoBaHue, KpUTUYECKME NapameTpbl NPoLecca 1 ero paboune pexmmvsl,
XapakTepucTukn Npoaykumm, otbop npob, AaHHbIE UCTMbITAHUIA, KOTOPblIE Heobxoammo cobpaTb,
KONMYeCTBO BannAaLUMOHHbIX LMKITOB U NpuemsieMble pe3yrbTaTbl UCMbITaHUM;

npodurib NpUMecen - onucaHne NAeHTUMPUUNPOBAHHBLIX U HENOEHTUPULMPOBAHHBLIX NPUMECEHN,
NPUCYTCTBYIOLWNX B dapMaLeBTUYECKON CyOCTaHLMK;

pacTBOPUTESb - HEOPraHNn4Yeckasa Unn opraHndeckasi XMAKoCTb, UCNOSb3yeMasi B KayecTse
cpenbl N9 NpUroToBNEHUS PaCTBOPOB UMK CYCMNEH3UI NPU NPON3BOACTBE MPOMEXYTOYHON
nNpoAayKunn unm gpapmMaLeBTU4ECKOn CybCcTaHUmm;

CTaHOapTHbIN obpasel, BTOPUYHbIN - cybCTaHLUMsA YCTAaHOBMEHHOMO KAa4YeCcTBa Y YNCTOTbI, YTO
[0Ka3aHO NocpeacTBOM CPaBHEHUS C MEPBUYHBIM CTaHAAPTHLIM 06pa3sL/oM, crnonb3yemMast B
KayecTBe CTaHOapTHOro obpasua Anst TeKyLMxX nabopaTopHbIX aHanN13oB.;



CTaHAapTHbIN obpa3sel, NepBUYHbIN - CyBCTaHUMSA, KoTopasi ABNAETCA NOANMHHBIM BELLECTBOM,
4TO 6bINO AOKA3aHO C MOMOLLbIO PaCLUMPEHHBIX aHANUTUYECKMNX UCTbITaHUI U KOTOpas AOMMKHa
obnagaTtb BbICOKOW CTEMEHbLIO YACTOTbI. DTOT CTaHOAPT MOXET ObiTb: 1) NnonyyeH u3
odhunymnarnbHO MPU3HAHHOMO UCTOYHMKA UK 2) NOMNyYeH NOCpeacTBOM HE3aBUCUMOIO CUHTE3a,
nnu 3) NonyYeH n3 Ucnonb3yemMoro B Npon3BOACTBE BELECTBA C BbICOKOW CTEMNEHbIO YACTOThI,
nnun 4) NpUroToBIeH NocpeaCcTBOM NMocneayoLwen o4NCTKN BeLwecTBa, NCNosib3yemMoro B
NPOU3BOLCTBE;

dapmaueBTuyeckue cybctaHuum (PC) - nekapcTBeHHbIE CpeaCcTBa B BUAE OENCTBYHOLMX
BeLLeCTB BMonormyeckoro, GOTEXHOMNOINMYECKOr0, MUHEPATIbHOIO UITM XUMUYECKOTO
npoucxoxaenus, obnagarmwme dapmakoriormyeckon akTMBHOCTbIO, NpeaHa3HaYeHHble Ans
NpPOn3BOACTBA, N3rOTOBMNEHUS NTEKAPCTBEHHbIX NPEnapaToB 1 onpeaenstowme nx
adppekTnBHoCcTL*(10).

(1)* MyHkT 1 cTaTbn 4 PegepanbHoro 3akoHa ot 12 anpensa 2010 r. Ne 61-®3 "O6 obpalleHun
nekapctBeHHbIx cpeactB" (CobpaHue 3akoHogaTenbcTBa Poccuiickon Peaepaumn, 2010,
Ne 16, cT. 1815).

*(2) MyHKT 14 ctaTtbn 4 ®epepanbHoro 3akoHa ot 12 anpenst 2010 r. Ne 61-93 "O6 obpaleHum
nekapctBeHHbIx cpeactB" (CobpaHue 3akoHogaTenbcTBa Poccuiickon Pepepaumn, 2010,
Ne 16, cT. 1815).

*(3) CobpaHue 3akoHogaTtenbcTBa Poccunckon ®epepaumm, 2010, Ne 16, cr. 1815.

*(4) MyHkT 31 cTatbn 4 ®epepanbHoro 3akoHa ot 12 anpenst 2010 r. Ne 61-93 "O6 obpaleHum
nekapcTBeHHbIx cpeactB" (CobpaHue 3akoHogaTenbcTBa Poccuiickon Peaepaumn, 2010,
Ne 16, cT. 1815).

*(5) MyHkT 13 cTaTbn 4 PepepanbHoro 3akoHa ot 12 anpensa 2010 r. Ne 61-93 "O6 obpalyeHun
nekapcTBeHHbIx cpencts" (CobpaHne 3akoHoaaTenbcTBa Poccuinckon degepaumn, 2010,
Ne 16, cT. 1815).

*(6) YacTtb 7 ctaTtbn 45 ®epepanbHoro 3akoHa oT 12 anpend 2010 r. Ne 61-®3 "O6 obpalueHun
nekapcTBeHHbIx cpeactB" (CobpaHue 3akoHogaTenbcTBa Poccuiickon Peaepaumn, 2010,
Ne 16, cT. 1815).

*(7) 3pecb u ganee no TekcTy NpaBun B ckobkax NpuBOAUTCA HyMepauus CTPYKTYPHbIX €OUHNLY
TeKkcTa, cooTBeTcTBYyOWasa npasunam GMP EC.

*(8) Mpwukas MnHucTepcTBa 34paBOOXPaHEHUS U coLnanbHOro passuTtus Poccumnckon
®epepaumm ot 28 gekabpsa 2010 r. Ne 1222H "O6 yTBepxaeHum [paBmn oNTOBON TOProenu
nekapCTBEHHbIMU CpeaAcTBaMm A58 MEANLMHCKOrO NpuMeHeHns" (3apernctpuposaH B
MuHucTtepcTse toctnuumn Poccuinckon ®epepaumm 04 dpespansa 2011 r., pernctpaumoHHbIN
Ne 19698).

*(9) CnpaBo4Ho: PykoBoacTteso MexayHapoaHOW KOHpbepeHUun rno rapmoHusaumm "UNsyveHve
CTabUNbHOCTM HOBbIX SIeKapCTBEHHbIX cybcTaHuum u npenapatoB” (ICH Q1A) onybnvkosaHo no
agpecy B MH(pOpMaLMOHHO-TENEKOMMYHUKALMOHHON ceTu "NHTepHeT":
http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Quality/Q1A_R2/Step4/
Q1A_R2_Guideline.pdf.



*(10) MyHkT 2 cTaTbM 4 PepepanbHoro 3akoHa ot 12 anpensa 2010 r. Ne 61-93 "O6 obpalyeHun
nekapcTBeHHbIx cpencts" (CobpaHme 3akoHoaaTenbcTBa Poccuinckon denepaumn, 2010,
Ne 16, cT. 1815).

MpunoxeHne Ne 1
Kk Npasunam opraHmnsaumm NpomMs3BoaCTBa
N KOHTPOIS KayecTBa NeKapCTBEHHbIX CPeaCTB

NMpon3BoacTBO CTEepUNbHbIX FIeKaPCTBEHHbIX CPeACcTB
l. MpuHUMN

1. K npon3BoacTBY CTEPUIbHbBIX NEKAaPCTBEHHbIX CPeACTB NpeabsaBnstoTCA 0cobble
TpeboBaHus, YTOObI CBECTU K MUHUMYMY PUCK KOHTaMUHALMWM MUKPOOPraHn3Mamu, YacTuuamm
N NMporeHamun. YkasaHHble NoMnoXeHUs 3aBUCAT OT KBanudukaumm nponsBoaCcTBEHHOMO
nepcoHarna, ero oby4yeHnsi 1 oTHoLleHus k paboTe. [Ins obecnevyeHnst kayecTsa npu
NPOM3BOACTBE CTEPUIbHBIX NPenapaToB HEOOXOAMMO NpPUAEPXKNBaATLCH TLATENBHO
paspaboTaHHbIX 1 BanuaMpoBaHHbIX cnocoboB nponsBoacTBa v npoueayp. KoHeuHas ctagus
NPOM3BOACTBA UIN KOHTPOIb rOTOBOW NPOAYKLUMM HE SBMSOTCA €AMHCTBEHHbLIM CPeACTBOM
obecneyeHnss CTepuUrbHOCTU NN APYrnx nokasaTernen KayecTea NpPoayKLUN.

2. [leTanbHble METOAbI ONpPeaeneHnsa YNCTOTbl BO3ayXa, MOBEPXHOCTEN U APYrnX OObEKTOB
MOHUTOPUHra N0 MUKPOOPraHn3mMam u Yactvuam onpeaeneHbl HopMaTUBHbIMU NMPaBOBbLIMM
aktamu Poccuiickon ®eagepaunn.

Il. O6wme TpebOBaAHUA

3. (1) CTepunbHyO NPOAYKLMIO HEOBXOAMMO NPOU3BOAUTL B YNCTbIX 30HaX, LOCTYM B KOTOPbIE
nepcoHana u (unu) noctynneHme obopyaoBaHNs, NCXOQHOIO Cbipbsi U YNAKOBOYHbIX
MaTepuanoB OOMKHbI OCYLLECTBNATLCS Yepes3 BO3AYLUHbIE LW03bl. B YMCTbIX NOMeLLeHmsaX
(30Hax) oormkeH NoAAepPXKMBATLCS YPOBEHb YMCTOTbI, OTBEYAIOLLINA COOTBETCTBYHOLLEMY YPOBHIO
YUCTOTbI, B HUX HEODXOANMMO NofaBaTh BO34YX, KOTOPbIN NpoLuen Yyepes punbTpbl
cooTBeTCTBYOLLEN 3PIPEKTUBHOCTU.

4. (2) PasnnyHble onepaumm no nogrotoBke KOMMOHEHTOB, MPUroOTOBNEHNIO MPOAYKLUNN 1
HaMoOJSTHEHWIO JOMKHbI OCYLLIECTBIIATLCSA B OTAENbHbBIX 30HaX (MOMELLEHUAX) BHYTPU YUCTON
30HbI (MoMeLLeHuns). TexHonornyeckue onepaumm AenaTca Ha ABe KaTeropun: nepeasi, Korga
NpoayKUMio noaBepranT (PUHULLIHON CTepunusaumm (B nepBUYHON ynakoBKe), U BTOpas, Koraa
onepauun Ha HECKOMNbKUX UM BCEX CTaAMSX BbINOMHAT B aCENTUYECKNX YCITOBUAX.

5. (3) YuncTtble 30HbI (NOMELLEHNS) ANA NPOU3BOACTBA CTEPUBHOM NPOAYKLMK
KnaccuguumpyrTca B COOTBETCTBUM C TPEOYEMbLIMU XapakTePUCTUKAMM MPON3BOACTBEHHOM
cpeabl. Kaxkgas npom3BoacTBEHHas onepaumnsi TpebyeT onpeaeneHHOro YpoBHS YACTOThI
NPON3BOACTBEHHOW Cpeabl B 3KCMyaTUPYEMOM COCTOSIHUW C LIENbIO CBEAEHUSA K MUHUMYMY
pucka KOHTaMMHaLMM YacTMLaMn UM MMKpoopraHnamamm npogykta unm obpabartbiBaemoro
NCXOOHOrO CbIpbsl N MaTEpPMarnos.

6. [Ans obecneyveHnsa cooTBeTCTBUS TpeboBaHMsM B "aKkcnnyaTMpyeMom" COCTOSAHUK, YNCTbIE
30HbI (MOMeELLEHMSA) A0IMKHbI ObITb CIPOEKTUPOBaHbI Tak, YToObI 06ecnevnTb TOHYHO
onpefeneHHbI ypoBEHb YACTOThI BO34yXa B "OCHALLEHHOM" COCTOAHUM.



7. "OcHaweHHOe" coCTosIHME - COCTOSIHNE, B KOTOPOM YNCTOE NOMELLEHME NOCTPOEHO U
YHKLUMOHNPYET, TEXHONOrM4eckoe ob6opyaoBaHne NOMHOCTBIO YKOMMNEKTOBAHO, HO NepcoHan
OTCYTCTBYET.

8. "OkcnnyaTupyemoe" coCTosiHME - 3TO COCTOAHME, NPU KOTOPOM YMCTOE NOMELLIEHNE 1
TexHornornyeckoe obopyaoBaHne yHKUMOHNPYOT B TpebyeMoM pexnme ¢ 3agaHHbIM
KonmyecTtBOM paboTatoLero nepcoHana.

9. TpeboBaHusA K "OCHaLLEeHHOMY" 1 "3KCnnyaTupyemMomy" COCTOSAHUSAM OOSDKHbI ObITh
YyCTaHOBIEHbI 4115 KaXXA0ro YACTOro NOMELLEHNS UK KOMMIIEKCa YNCTbIX MOMELLEHWA.

10. YucTtble 30HbI (NOMELLLEHNSA) NMPU MPON3BOACTBE CTEPUITbHBIX NIEKAPCTBEHHbIX CPeaCTB
nogpasgensaiTca Ha YeTblpe Knacca:

Knacc A - nokanbHas 30Ha Ang NpoBeAeHns onepaunii, NpeacTaBnsaoLWmMX BbICOKUMIA PUCK AN
KayecTBa NpoayKUUKN, B YaCTHOCTW, 30HbI HAMOJTHEHUS!, YKYNOPKK, 30HbI, rAe amnynbl 1
dniakoHbl HAXOOATCSA B OTKPbITOM COCTOSIHUM U BbIMOSTHAKTCS COEANHEHUS YacTen
obopyaoBaHus B acenTnyeckux ycrnosuax. Kak npaeuno, Takme ycnosus obecnevmBaroTcs
naMnHapHbLIM NMOTOKOM Bo3ayxa Ha pabovem mecte. CucteMbl NaMMHAPHOroO NOToka Bo3gyxa
AOIMKHbI obecneymBaTb paBHOMEPHYIO CKOPOCTb Bo3ayxa B AnanasoHe 0,36-0,54 m/c
(HopmaTMBHOE 3Ha4yeHune) Ha paboyer NOBEPXHOCTU, HAXOAALLENCS B OTKPbITON YNCTOM 30HE.
MopnepaHne NammHapHOCTU OOMMKHO ObITb OKa3aHO M NpoBannaMpoBaHo. B 3akpbITbix
n3onaTopax u Gokcax ¢ nepyaTkamn JOMNyCKaeTCst MCNOMb30BaTh O4HOHAMNPaBMNEHHbIA NOTOK
BO34yXa C MEHbLUMMU CKOPOCTAMMU;

knacc B - 30Ha, HenocpeaCcTBEHHO OKpYXatoLliaa 30Hy Knacca A, npeaHasHavYeHHy ans
acenTUYecKoro NPUroToBNEHUS U HaMNoNHEHUS;

knaccbl C n D - ynctble 30HbI AN BbIMONIHEHUA MEHEEe KPUTUYHbBIX CTaaun Npon3BoACTBaA
CTEPUITIbHON NPOaYKLNMN.

lll. Knaccudmkauma 4YMcTbix NOMELEeHMN U YNCTbIX 30H

11. (4) YmncTble NomMeLLeHNs 1 YUCTbIe 30HbI KnaccuduumpytoTes®. MNoaTeepxkaeHne knacca
YNCTOTbI HEOBXOOUMO YETKO OTAENATb OT MOHUTOPUHIA NPOM3BOACTBEHHOWN Cpefbl Npu
nposefeHuu npouecca. MakcumarnbHO JonycTMMas KOHUEHTpaunsa aspo30SbHbIX YacTul, Ans
Kakgoro knacca npusegeHa B Tabnuue Ne 1.

Tabnuya Ne 1

3oHaMakcumanbHO gonycTumoe 4yucrno 4yactuy B 1 Ky6. M Bo3gyxa npm pasmepe 4actul,
paBHOM unu 6onbluem

B ocHalleHHoM B akcnnyatnpyemMom CoCTOAHUMU
COCTOSIHUM
0,5 MKm 5,0 MKm 0,5 MKm 5,0 MKM
A 3520 20 3520 20
B 3520 29 352 000 2900
C 352000 2900 3 520 000 29 000
D 3520 000 29 000 He pernameHTupyeTtca He pernameHTupyeTtcs
12. (5) Ansa yenen knaccmndmrkaumm B 30Hax knacca A MUHUManbHbIM 06bem oTbupaemon

nNpobbl Bo3gyxa A0SmKeH bbITb HE MeHee 1 * ons kaxgon Toukm otbopa npob. Knacc A



cooTBeTCcTBYET Krnaccy MCO 4.8 no nokaszaTento npegenbHOro KonnydectTsa YacTuml, B BO3gyxe
pasmepom * MKM.

Knacc B (B ocHaleHHOM COCTOSAHMM) NO KONMYECTBY adp030SibHbIX YacTuL, COOTBETCTBYET
knaccy ICO 5 no konumyecTtsy 4acTtul, 060mx ykazaHHbIX pa3MepoB.

Knacc C (B ocHalleHHOM 1 3KCnyaTUMpyeMOM COCTOSIHUAX) MO KONMMYECTBY adpO30SIbHbIX
yacTtuy cooteeTcTByeT knaccy NCO 7 n MCO 8 cooTBETCTBEHHO.

Knacc D (B ocHaLleHHOM COCTOSIHMM) MO KONMYECTBY ad3pO030SibHbIX YaCTUL, COOTBETCTBYET
knaccy NCO 8.

[ns nogTBepXAeHUs Krnacca YNCTOTbl MPUMEHSETCA METOAMKA™®, B KOTOPOW perfiamMeHTMpOBaHbI
Kak MMHMMarbHOE KONMYECTBO ToYeK Ansi oTbopa npob, Tak n 06bem Npobbl ¢ y4eToM
npeaenoB AaHHOIOo Knacca A KonmMyecTBa YacTul, HanbonbLuero 13 ykasaHHbIX pa3aMepoB, a
TaKke MeTOA OLIEHKN NOSTyYEHHbIX JAaHHbIX.

13. (6) na noaTBepXxaeHna knacca Heobxo4MMo UCNOoNb30BaTh NOPTATUBHbLIE CHETYMKM
YacTuL C KOPOTKUMUK Tpybkammn ons otbopa Nnpob n3-3a OTHOCUTENTbHO BbICOKOTO YPOBHSA
ocaXgeHus 4yacTuvl, pasmepom * MKM B AMCTaHLUMOHHBIX cuctemMax ans otbopa npob ¢
ANVHHBIMK TpyOKkamu. B crniyyae cuctem ogHOHanNpaBfieHHOro NOTOKa BO34yXa OOKHbI
NCnonb30BaTbCHA N3OKMHETUYECKNE Hacadkm anst otbopa npoo.

14. (7) NogTreepxgeHue Kracca B 3KCnsiyaTmpyemMomM COCTOSHUN JONYCTUMO NPOBOAUTbL BO
BpeMsi paboTbl Unu Npu MOAENMpPoBaHUN pabounx onepauun, Unu npu HanosTHeHNn
nuTaTenbHbIMU Cpeaamu, Kak Toro Tpebyet MogenupoBaHue cuTyaLumm, npyu KOTOpon
UMUTUPYIOTCA NpeaenbHO JoMNYyCTUMbIE NapameTpbl BEAEHUS TEXHONOrMYeCcKoro npowecca npu
caMblx HebraronpuATHbIX hakTopax 1 yCroBusx (ganee - Hauxyawun criyqam)*™.

IV. MOHUTOPUHI YNCTbIX MOMELLEHUN N YUCTbIX 30H

15. (8) HeobxogmMmo npoBOAMTb TEKYLLMA MOHUTOPUHE YUCTbIX NOMELLEHNA N YACTbIX 30H B
nepuoa nx akcnnyatauuun. Todkn otbopa npob Ans TeKyLwero MOHUTOPUHIra BbiOMpatoT Ha
OCHOBE aHarnu3a pMCKOB M pe3yrbTaToB, MOSyYeHHbIX NPU Knaccumkaumm YNCTbIX MOMELLEHNN
N (MNN) YNCTBIX 30H.

16. (9) [lnga 30H knacca A MOHUTOPUWHI YacTUL, OMMKEH NPOBOAUTBLCA HEMPEPLIBHO Ha BCEM
NPOTSHKEHMM KPUTUYECKOro npouecca, Bktoyasa cbopky obopyaosaHus. Mpu Hagnexaiiem
000CHOBaHUM UCKNIOYEHNE COCTaBIAKOT MPOLIECCHI C NPUMEHEHNEM 3arpA3HSIOLLINX BELLECTB,
KOTOpble MOTyT NOBPEAUTb CHETUYUK YaCTUL UK NpeacTaBnATb cOB0M ONacHOCTb, B YaCTHOCTH,
XWBblE OpraHn3mMbl UNN pagmosiorMyeckasi onacHoOCTb. B Takmx cnydasax MOHUTOPUHT cnegyeT
OCYLLECTBNATb BO BpeMs 0ObIYHbIX Ornepauui No HacTporike o6opyaoBaHUSA O MOMEHTA
nosiBNeHuns pucka. Takke HeobxoanMOo NPOBOANTL MOHUTOPMHI BO BPEMSA MOAENNPOBAHUS
onepaunn. B 3oHax knacca A MOHUTOPUHI JOSMKEH MPOBOANTLCS C TAKOM YaCTOTOW U NPU TakoM
obbeme oTOMpaemMbix Npob, 4ToObI MOXXHO ObINO 3adnKCMpoBaTL BCE BMELLIATENLCTBA,
cny4variHble cobbiTMA 1 Nobble NOBPEeXOEeHNA CUCTEMBI, @ B Cryvae BbIxo4a 3a npeaen
npegynpexaeHns - NoaHATb TpeBory. HenocpeacTBeHHO B MeCTEe HaMosfHEHNSA He Bceraa
BO3MO>HO NPOAEMOHCTPMPOBAThL HU3KNE YPOBHM YacTuL, paamepom * 5,0 MKkM B npouecce
HanosiHeHus n3-3a 06pas3oBaHNA YacTUL, UK Kanesnb U3 camoro Npoaykra.

17. (10) PekomeHayeTcs, 4TOObl Takas e cucteMa npMMeHsinach angd 30H knacca B, xoTs
yacTtoTa otbopa Npob MOXeT ObiTb MeHbLIEeN. BaXkHOCTb CMCTEMbI MOHUTOPMHIA YacTul,



AOIKHa ObITh onpefeneHa apPeKTUBHOCTBIO pasaeneHns Mexay pacnonoXeHHbIMU psSaom
30Hamu knaccoB A 1 B. B 30Hax knacca B MOHUTOPUHI JOMKEH MPOBOAUTLCS C TAKOW YacTOTOMU
N COOTBETCTBYIOLMM 06BbEMOM O0TOMpaembix Npo6, YTOObLI MOXHO ObINIO 3adhnKCUpoBaThb
N3MEHEHUS YPOBHS KOHTaMUHaLUMKM 1 nobble yxyaweHna paboTbl CUCTEMBI, a@ B CriyYae Bbixoaa
32 YPOBEHb TPEBOM MOXHO ObIf0 Obl NPUHATL AKCTPEHHbIE MEPbI.

18. (11) CuctemMbl MOHUTOPUHIA a3PO030JIbHBIX YacTUL, MOTYT COCTOSATb U3 HE3ABUCUMBbIX
CYETYMKOB 4acCTuL, U3 CUCTEMbI NOCNea0BaTENbHO PACMONOXEHHbIX ToYeK oTbopa npoo,
NPUCOEeaAMHEHHbIX TPYOONPOBOAOM K OAHOMY CHETYMKY YacTuL, Unn 06bEANHATL 3TW ABa
noaxopa. Npu BbiIGope cncTtemM KOHTPONA JOIMKHbI YYMTbIBaTbCA TpeboBaHMs K pasmepam
Yyactuu. [Npn ncnonb3oBaHUM yaaneHHbIX cMcteM oTbopa npob HeOBXoANMO yunTbIBaTb AMNVHY
TpyboK 1 pagnycbl n3armbos TPyOOK C y4eTOM BO3MOXHOCTM OCeaaHms Yactuu B Tpyokax. Mpu
BbIGOpE CUCTEMbBI MOHUTOPUHIa HEOBXOANMO TaKkKe YYUTbIBaTb NOOOM PUCK, NCXOAALLNIA OT
MaTepuanoB, UCNOSb3yeMbIX B TEXHONOrMYECKOM Nnpouecce, HanpuMmep, Hanmyne XXmBbIx
MUWKPOOPraHn3MOB UNN paanoaKkTUBHbIX NNEKAPCTBEHHbIX NpenapaTos.

19. (12) Npwn ncnonb3oBaHUM aBTOMaTM3NPOBAHHOW CUCTEMbI TEKYLLLETO MOHUTOPUHIa 06beM
npob 3aBMCUT, Kak NpaBuso, OT CKOPOCTN oTBopa Npob ucnonbdyemon cuctemol. O6bem nNpobd
npu TEKYLLLEM MOHUTOPUHIE MOXET OTNnYaTbCcst OT o6bema Npob npy NnpoBegeHUM
KBanMuKaumm YUCTbIX NOMELLEHNA N YNCTbIX 30H.

20. (13) B 3oHax knacca A 1 B MOHUTOPWHI KOHLEHTpaLMK YacTuy, pasMepoM * MKM nmeet
ocoboe 3HayeHme, NOCKOMbKY 3TO ABMSAETCH BaXXHbIM UHCTPYMEHTOM OUArHOCTUKN AN1S paHHEro
BbISIBIIeHNA HECOOTBETCTBUA. MIHOrga nokasatenuv konuyecTsa 4actul, pasamepom * 5,0 MKm
MOTyT ObITb OLIMOOYHBIMWN N3-3a SNEKTPOHHOIO LWyMa, NOCTOPOHHEro CBeTa, Crly4anHoro
cTeyeHnsa obCcToATeNbCTB M Npounx dhaktopoB. O4HaAKo ecnv CHETUYUK NOcNeoBaTeNbHO U
cUCTEMaTUYECKN PErMCTPUPYET Maroe YNCIO YacTul, TO 9TO YKa3blBaeT Ha BO3MOXHOCTb
KOHTaMunHaumm, 4to TpebyeT paccrnenoBaHus. Takue crniydyam MoryT 3abnaroBpeMeHHo
yKasblBaTb HA HEUMCNPAaBHOCTb CUCTEMbI BEHTUMALMM U KOHONULMOHMPOBAHUS, YCTAHOBKM
HaMONHEHNS UM CBMOETENBCTBOBATL O HapyLLUEHUN NpaBui BO BpeMs Hanaakm obopyaoBaHus
UNKW ero aKcnnyaTauum.

21. (14) JonycTnmoe KoNM4eCcTBO YacTuu, Ansi OCHALLEHHOIO COCTOSIHUS, yKa3aHHOe B Tabnuue,
AOJIMPKHO JOCTUraTbCs NOCre KOPOTKOro nepnoga O4NCTKM NPOAOIIKUTENBHOCTBIO 15-20 MUHYT
(HopmaTMBHOE 3Ha4eHMe) Npy OTCYTCTBUM NepcoHana nocne 3aBepLueHns paboTbl.

22. (15) MoHuTopuHr 30H knacca C n D B akcnnyaTupyemMoM COCTOSAHUN JOSKEH
OCYLLIECTBNATLCS B COOTBETCTBUM C NPUHLMNAMN yNpaBrneHns puckamm ans kavyecTsa.
TpeboBaHWs K YPOBHIO TPEBOIM M YPOBHIO AENCTBUSA ByayT 3aBMCETb OT XapakTepa
BbINOJTHAEMbIX orepauun, ogHako B nobom crnyvae JOSMKHO ObiTb AOCTUTHYTO
pekoMeHOOoBaHHOe 3Ha4YeHune "nepuoaa o4ncTkn".

23. (16) pyrne nokasatenu, TakMe kak Temnepatypa n OTHOCUTENbHAs BRAXXHOCTb, 3aBUCAT OT
NPOAYKUMN N XapaKTepa BbIMOMHAEMbIX onepauun. 3T napameTpbl He OOSMKHbI BIIMATb Ha
YyCTaHOBMEHHbIE HOPMaTUBbI YNCTOTbI.

24. (17) MNMpumepbl onepaunn, KOTopble crefyeT BbIMOMNHATL B 30HaX C pasHbIMU Kriaccamu
YNCTOThI, NpMBeAeHbl B Tabnuue Ne 2, a Takke B NyHKTax 35-42 HacToswwero MNpunoxeHus.

Tabnuuya Ne 2

Knacclpumepbl onepauvmn ana npogykuum, nognexawen (pMHUILHON cTepunusauum



(nyHkTbI 35-37 HacToswero MNMpunoxeHus)

A HanonHeHne npoaykumm, KOTOPYIO HENb3s noasepraTb PUCKY KOHTaMUHaUMK

C [MpuroToBneHne pacTBOpoOB, KOTOPbIE HEMB3S NoABEpPraTb PUCKY KOHTAMUHALUN.
HanonHeHuwe npoaykumm

D [MpuroToBneHne pacTBOpPOB M NOArOTOBKA NEPBUYHOM YNAKOBKW, MaTepmanos Ang

nocnegyroLwlero HarnoriHeHn4

Knacc MNMpumepbl onepauun gnsg NpUroToBNeHUs B aceNTUYECKNX YCrnoBusiX (MyHKTbl 38-42
HacToswero [NpunoxeHus)

A AcenTuyeckoe NpUroToBrieHNe 1 HanosIHEHNe
C [MpuroToBneHne pacTBopoOB, noanexawmx punetTpaunm
D Onepauumn ¢ matepmanamm Nocrne Momnku

25. (18) NMpwn BbINONHEHUN aceENTUYECKNX NMPOLIECCOB HEOHXOANMO NOCTOSAHHO NPOBOAUTL
MUKPOOUNONOrMYeCcKnin MOHUTOPUHE C UCNONb30BaHNEM CEAMMEHTALMOHHOIO 1 acnupauMoHHOro
mMeToaoB oTbopa npob Bo3ayxa, oTbopa Npob ¢ NOBEPXHOCTEN METOLOM CMbIBOB TAMIMOHOM U C
NCNoNb30BaHMEM KOHTaKTHbIX NnacTuH. Metoabl oTbopa npob, ucnonb3yemMbie B
3KCNIyaTUpyeMOM COCTOSAHUN, HE OOSMKHbI HAHOCUTL BpeA 3alunTe 30Hbl. PesynbTaThl
MOHUTOPWUHIra OOJPKHbI YYNTbIBATLCSA NPY NpoBeaeHUN 0630pa AOChE HA Cepuio ANs Bblaauun
paspeLleHns Ha BbiNMyCK roTOBOM Npoaykumn. MNocne BbIMOMHEHNSA KPUTUYECKUX Onepauunin
Heobxo4MMO NPOBOANTbL MOHUTOPUHT NOBEPXHOCTEN U NepcoHana. Takke A0MKeH
NPOBOAMTLCS AOMNOSNTHUTENBHbLIA MUKPOBMOMNOrMYECKNn MOHUTOPUHT BHE TEXHONOMMYECKOrO
npoLecca, B YaCTHOCTU, Nocne Banvaauun CUCTEM, OYUCTKU U Ae3nHpeKunn.

26. (19) PekomeHayemble npegernbl Npy MUKPOGUONOrM4eckoM MOHUTOPUHIE YNUCTbIX 30H B
3KCNNyaTUpyeMOM COCTOSIHUM NpUBEaEHbI B Tabnuue Ne 3.

Tabnuuya Ne 3

Knacc PekomeHayemblie npeaenbl MUKPOOHOW KOHTaMUHauumu (a)
B Bo3gyxe, CegumeHTauus Ha Yawky KoHTakTHble nnacTuHbel OTneyaTok nepyaTku

KOE/ky6. m pguametpom 90 mm, KOE amnameTtpom 55 mm, (5 nansbues),
3a4u4(b) KOE/nnactunHa KOE/nep4atka
A <1 <1 <1 <1
B 10 5 5 5
C 100 50 25 -
D 200 100 50 -

MpumevaHue: (a) MNMpuBeaeHbl cpeaHne 3HadeHuns. (b) OTaenbHble NacTUHbI 4Ns
ceauMeHTauum MOryT 3KCNOHMPOBAaTLCS MEHee 4 4acoB.

27. (20) Mo pesynbTatam MOHUTOPUHra YacTuL 1 MUKPOOPraHN3MOB LOSMKHbI ObITb
YCTaHOBIEHbI COOTBETCTBYIOLLMNE NPEeaenbl: YypOBEHb TPEBOMM U YPOBEHb AeNCTBMUSA. B
onepaumnoHHbIX Npoueaypax A0MKHbI ObITb ONMCaHbl KOPPEKTUPYHOLLNE OENCTBUS B Criyyae
NPEeBbILLEHNS 3TUX NPEOENOB.

V. U3onupyowana TexHonorus

28. (21) Vicnonb3oBaHue n3onupytoLen TeXHONormMm CBOANT K MUHUMYMY BMeELLIATENbCTBO
YyerioBeka B NPOU3BOACTBEHHbIX 30HaX, B pe3ynbTaTe Yero 3Ha4nTernbHO CHUKaeTCa PUCK
MUKPOBHOW KOHTaMWHaLMW NPOAYKLUUN, NPOU3BEeAEHHON B aceNTUYECKMX YCrOBUSX, U3
npon3BoACTBEHHOM cpeabl. CyLecTByeT MHOro TUMNOB N30NATOPOB U NepeaaToYHbIX YCTPOUCTB.
N3onsaTop 1 ero KOMNNeKTyoLWmMe JOMKHbI ObITb CKOHCTPYMPOBaHbLI TakuMm 0b6pas3om, 4Tobbl B



COOTBETCTBYHLLEN 30HE 0b6ecnevmBanocb HeobxoaMmoe Ka4ecTBO Bo3ayxa. M3onsaTtopel,
N3roTOBMNEHHbIE U3 pa3HbIX MaTepunanos, B 6OMbLUEN NN MEHbLLEN CTENEHM NOABEPKEHbI
NOBPEXAEHNIO N30NSAUMN N pasrepMmeTusaummn. lNepegaToyHble yCTPONCTBA MOTyT ObiTb
pasHbIMU: OT KOHCTPYKLUNN C OOANHAPHOW U OBOMHOW ABEPLIO 40 NOMHOCTLIO
repMeTU3NPOBaHHbIX CUCTEM, BKIIOYAIOLWKNX YCTPOUCTBA AN CTepunusaumu.

29. (22) MNepepava maTtepunarnoB BHYTPb U HAPYXXy U30nsTopa SABASETCA O4HMM U3 caMblX
B6onbLWMX NOTEHUMANBbHBLIX MICTOYHUKOB KOHTaMuHauumn. O6bI4HO NMPOCTPAHCTBO BHYTPU
n3onaTopa sBMseTcs orpaHN4YeHHON 30HOW A58 NPOBEeAEHNs onepauun, npeacTasnaoLmnx
BbICOKME PUCKM ANA KadecTBa Npoaykumn. B To e Bpema gonyckaeTcs, YTO B pabo4yen 30He
BCEX TaKMX YCTPOMCTB MOXET OTCYTCTBOBaTb NaMUHAPHbIA MOTOK BO34yXa.

30. (23) TpeboBaHua K YMCTOTE BO3OyXa B cpeae, OKpyKatoLen n3onsatop, 3aBUCAT OT
KOHCTPYKLUMKN N30NSATOPA N ero HasHayYeHus. YucToTy aTon cpeabl HeobXo4MMOo
KOHTPONMpPOBAaTb, M AN acenTUYeCKoro Npon3BoACTBa OHa AOJKHA COOTBETCTBOBAThL, MO
KpanHen mepe, Knaccy YictoTbl D.

31. (24) N3onaTtopbl MOryT ObITb BBEAEHbI B 3KCMyaTauMio TONbLKO Nocre NpoBeaeHus
COOTBETCTBYHOLLEN Banugaumn. Banngaums gomkHa yunTbiBaTh BCE KPUTUYECKNE (haKTOpbI
N30NNPYHLLEN TEXHOSOMMKN, B YACTHOCTU, KAYEeCTBO BO3yXa BHYTPU U CHAPYXN U30NATopa,
nopsaoK Ae3nHMEeKUUN n3onsaTopa, Npoueccsl nepeaaym U LenoCcTHOCTb n3onstopa.

32. (25) Heobxoanmo npoBOANTb HEMPEPDLIBHbLIA MOHUTOPUWHS, BKITOYAOLWMIA B ce0s YacTble
UCMbITaHUS repMEeTUYHOCTU N30NATOpa 1 Y3I1oB "nepyaTtky - pykasa".

VI. TexHonorusa "BblayBaHue - HaNnofIHeHUe - repmeTusaunsa”

33. (26) YcTponcTteo "BbloyBaHue - HaNofHeHWE - repmeTusauuns” npeacrasnseTt cobomn
YCTPOWCTBO cneunarnbHOW KOHCTPYKUWW, rAe B OAHOM aBTOMaTU4eCKOM KOMIMIEKCe B TedeHne
OZHOro HenpepbIBHOrO TEXHONOMMYECKOro LMKIa N3 TePMOMacTUYHOIo rpaHynsaTa
OpMMPYIOTCHA YNAKOBKN, KOTOPbIE HAMOMHAKTCH MPOAYKTOM N repMeTU3NpyoTcs. YCTPONCTBO
"BblayBaHue - HanosHeHune - repmeTmsauna”, NCNorb3yemoe B acenTn4eckom npousBOACTBE U
nMetoLLiee 30Hy Krnacca A ¢ apdeKTUBHBbIM NOTOKOM BO3AyXa, MOXeT ObITb YCTAaHOBIEHO, NO
KpanHen mepe, B 30He knacca C npu ycroBuu UCNOSIb30BaHUSA ofexabl, NPUMEHAEMON B 30HaxX
ans knaccos A n (unn) B. MNpounasoacTBeHHas cpefa B OCHALEHHOM COCTOSHUKN LOMKHA
COOTBETCTBOBATb YCTAHOBMEHHBIM HOpMaTUBaM Mo YacTuuamM U MUKpoopraHMsamam, a B
aKcnnyaTmpyeMom COCTOSAHUM - TOSIbKO NO MUKPOOpraHM3mam. YCTPOMUCTBO "BblayBaHuUE -
HanoJsiHeHue - repmeTusaums”, Cnosibdyemoe B NPOu3BOACTBE NPOAYKUMN, nognexallen
PUHULLIHOW CTepunu3auumn, JOIMKHO yCTaHaBnNmMBaTbCs, MO KpanHen mepe, B 30He Kracca D.

34. (27) YunTtbiBag 0COBEHHOCTN yKa3aHHOW TEXHONOrMn, Heobxogmmo obpalatb ocoboe
BHUMaHWe Ha:

KOHCTPYKLMIO 1 KBanudmkaumo obopynoBaHus;

Banuaauuio 1 BOCNPOU3BOAUMOCTb NPOLLECCOB "o4ncTka Ha mecTte" 1 "cTepunmsayus Ha
mecTe";

NMPOCTPaAHCTBO YNCTOro NOMELLIEHMS!, KOTOPOE ABMNSAETCS NPOU3BOACTBEHHOW Cpeaov Ans
pa3MeLleHHOoro Tam obopyaoBaHUs;

obyyeHne onepaTopoB U UX OAEXAY;



AencTeus B Kpl/ITI/I'—IeCKOVI 30HE O60pyﬂ,OBaHMFI, BKNIOYasi BbIMNONIHEHNE NOACOEONHEHUN U
C60pKVI B aCeENTUYECKNX yCIioBUAX OO0 Ha4aslia HanoJIHEHUA.

VII. Mpoaykuuna, noasepraemasi pMHULLHON CTepunu3aumm

35. (28) NogrotoBka KOMMNOHEHTOB MNEPBUYHON YNAKOBKN U APYrMX MaTepmanos 1 Npon3BoaCcTBO
BGonbWMHCTBA BUAOB NPOAYKUMM OOMKHBI NPOBOANTLCA B NPOU3BOACTBEHHOM Cpeae, no
KpanHen mepe, knacca D, 4Tobbl o6ecneunTb OCTAaTOYHO HU3KUIN YPOBEHb PUCKOB
KOHTaMUHaLUMM YacTuuamu U MUKpPOOpraHM3Mamu, noaxoasami ans omnstTpauumn u
ctepunusaumn. Ecnv MmkpobHasa KOHTaMnHauns nNpeacTaBnsieT BbICOKNE UMM OCOBEHHbIe
PUCKM ANS NpoAyKuum (B YaCTHOCTU, Koraa npoayKunsa 9BngeTcs XopoLluen nutaTesibHoON
cpefon Ans pocta MUKPOOPraHn3moB Nnbo ee cTepunuaauumn npegwecTsyeT ANMTerbHbIN
nepvog BpeMeHu, Nnbo TEXHONOrMYECKNA NpoLecc BeeTcs No 6onbLUen YacTu B OTKPbITbIX
€MKOCTSIX), NPUroTOBMEHME crneayeT OCyLWeCcTBNATL B NPOU3BOACTBEHHON cpee knacca C.

36. (29) HanonHeHue npoaykTtamu, nognexawmmMmm (oUHULLHON CTepunmusaumm, A0SHKHO
NPOBOANTLCA B MPOM3BOACTBEHHOWN cpeae, No KpanHen mepe, knacca C.

37. (30) MNMpwu NoBbILLEHHOM PUCKE KOHTaMUHaLMK NPOAYKTa OT NPOU3BOACTBEHHOM Cpeabl, B
YaCTHOCTU, ecnun onepaumm HanofIHEHUS NPOXOAAT MeASIEHHO NN YNAKOBKU UMEIOT LUMPOKOe
ropno, Unn nx HeobxoanMo aepxaTb OTKPbITbIMU B0Siee HECKOSNbKNX CEKYHA, A0 repMeTm3aunm,
HanonHeHne OOSMKHO NPOBOANTLCS B 30HE Kracca A C OKpyXXatoLen cpeaon, No KpamHen mepe,
knacca C. lNpurotoBneHne n hacoBky Masen, KpeEMOB, CYCNeH3Nn 1 aMySibCUi nepes,
UHULWLIHONM cTepunmnsaumen HeobxogMmMo, Kak NMpaBuno, OCYLLECTBNATL B NPON3BOACTBEHHOM
cpeae knacca C.

VIll. AcenTnyeckoe nNnpon3BoaCTBO

38. (31) Onepaunn ¢ KOMNOHEHTaMV NEPBUYHOM YNAKOBKM 1 OPYrMMU MaTepuanamu nocne
MOWKWN OOSTKHbI NPOBOANTLCS B MPOU3BOACTBEHHOW cpeae, No KpanHen mepe, knacca D.
O6paboTKy CTEPUIBHOIO NCXOOHOMO Chipbsi U KOMMOHEHTOB, €CNN B AaribHENLLEM He
npegycMoTpeHa CTepunuaaumsa nnu ctepunmayowas dunbtpaumsa, Heobxoanmo
ocyLecTBnATb B paboyen 30He knacca A ¢ Npon3BoACTBEHHOW cpeaown knacca B.

39. (32) NMpurotoBneHne pacTBOPOB, KOTOPbIE B XO4€ TEXHONOMMYECKOro npouecca nognexar
cTepunuaytoLlen unbTpaumm, JOMKHO NPOBOAMTLCS B NPOM3BOACTBEHHON cpeae knacca C.
Ecnu cTtepunuayrowiasa punbTpaumst He NPOBOAUTCA, TO NOArOTOBKA MaTtepuarnos U
NPON3BOACTBO NPOAYKLUMW OOMKHA OCYLEeCTBAATLCA B paboyein 30He knacca A ¢
NPOn3BOLCTBEHHOW cpedon kracca B.

40. (33) O6paboTKy 1 HaNONHEHWE NPOAYKLMM, MPUTOTOBNEHHOW B aCENTUYECKNX YCIOBUSIX,
Heob6xoaMmo NpoBoAWTbL B paboyen 30He knacca A ¢ NpoM3BOACTBEHHOW cpeaon knacca B.

41. (34) MNepepayy (TpaHCNOPTUPOBKY) HE OKOHYATENbHO YKYNOPEHHbIX MEPBUYHbBIX YMAKOBOK C
npoayKkumnen, HanpumMmep, NMouUNnM3MpoBaHHOW, 00 3aBEPLUEHMS NpoLecca YKYNopKu
Heob6X04MMO OCYLLECTBIATL UK B 30HE Kracca A, Haxogsawencs B NpoM3BOACTBEHHON cpefe
Knacca B, nnu B repMeTnyHbIX NepefaToyHbIX KOHTEMHEpPaX B NPOU3BOLCTBEHHON cpeae
knacca B.

42. (35) MNpurotoBneHne n HanosIHEHWE CTEPUITBbHBLIX Ma3en, KPEMOB, CYCNEH3UN U AMYITbCUIA
Heo6X0AMMO OCyLLECTBNATL B 30HE Knacca A, HaxogsLwencs B NpoM3BoACTBEHHON cpefe



knacca B, ecnun npoaykuma HaxoamMTcst B OTKPbITbIX EMKOCTSAX U B JaNbHEWLLEM He
noaBepraeTcsa crepunuayrollen unbTpauunn.

IX. NMepcoHan

43. (36) B uncTbIx 30Hax AONyCKaeTCs HaxoXaeHne TONTbKO MUHMMarbHO Heo6xoaAnmMoro
KonuyecTBa nepcoHana, YTo 0Co6eHHO BaXXHO AJ1s acenTU4ecKkoro nponssoacrea. lNpoBepku n
KOHTPOJIbHbIE Onepaumm, Npu HanMyYnm BO3MOXHOCTK, crieayeT NpOBOAMTbL, HAXOASACH 3a
npenenamMmm YMCTbIX 30H.

44. (37) Becb nepcoHan (B TOM 4ucrie nepcoHar, 3aHATbI OYUCTKON N TEXHUYECKNM
obcnyxmBaHuem), paboTaroLmii B Taknx 30Hax, LOMMKEH NPOXoanTb perynapHoe obyveHue no
BOMpOcaMm Hagexallero npon3BoAcTBa CTEPUNbHOM NPOAYKLUMW, BKIKOYAs BONPOCHI TMIMEHbI 1
OCHOBbI MUKpobuonornn. Ecnm cywectsyet HEO6XO0ANMOCTb TOro, YTOObLI MOCTOPOHHME NnLa,
He npowleflune Takoro obydeHuns (Hanpumep, paboTatowme No 4OroBopy CTPOUTENN UNN
HanagyMkm obopynoBaHust), HAXOAMANCH B YACTOM MOMELLEHMM, TO YKa3aHHbIEe nnua AOSDKHbI
NPOVTN NOAPOOHLIN MHCTPYKTaX M 3@ HUMU AOSMKHO ObITb YCTAHOBMEHO CTpOoroe HabnwaeHue.

45. (38) Bxop B 30HbI CTEPUIIBHOIO NPON3BOACTBA NepcoHana, paboTatoLero ¢ CbipbeM U3
TKaHEN XMBOTHbIX UM KyINbTypamMmu MUKPOOPraHNM3MOB, KOTOPLIE HE UCMOSb3YHTCA B TEKYLLEM
TEeXHOOorM4yeckoM npouecce, 4ONyckaeTcsl TONbKO B Cnyyae, ecnv nepcoHan cobniogaet
yCTaHOBMEHHbIE Npoueaypbl B OTHOLEHMM BXOAA.

46. (39) Heobxoammo BbINOMNHATE TpeboBaHUA K NMUYHON rMrneHe u Ynctote. lNepcoHan,
3aHATbIV B NPON3BOACTBE CTEPUSIbHBIX NIEKAPCTBEHHbIX CPEACTB, AOSPKEH ObITh
NPOUHCTPYKTUPOBAH O TOM, 4YTO OH 0653aH coobLuaTb 0 NbbIX 06CTOATENBCTBAX, KOTOPLIE
MOryT ObITb MPUYMHON pacnpPOCTPaHEHNA HEAOMYCTUMbIX KONMYeCTBa UNn BUO0B
KOHTaMWHAHTOB; NPV BO3HMKHOBEHMM TakuX 06CTOATENLCTB HEOOX0AMMbI NEpUoanYeckue
MeANLMHCKME OCMOTPbI COTPYAHMKOB. [lencTBus, KOTopble HEO6X0OUMO NpPeanpPUHATL B
OTHOLLIEHMM NMepcoHana, KOTopPbI MOXET CTaTb UCTOYHUKOM MUKPOOHOM KOHTaMUHaLUuUu,
AOJIMKHbI ONPeAenATbCs cneumanbHO Ha3HavYeHHbIM NMLOoM, obnagatowmm HeobxoauMbiMum
NMONTHOMOYNSIMNA.

47. (40) B uncTtbix 30Hax 3anpeLlaeTcs HOCUTb Hapy4YHble Yacbl 1 IOBESNMPHbIE YKpaLLEeHUs, a
TaKxXe UCnorib3oBaTb KOCMETUKY.

48. (41) MNepeoaeBaTtbCsi U MbITbCA HEOOXOAMMO B COOTBETCTBUN C YTBEPXKAEHHLIMMN

npoun3BoaMTENEM UHCTPYKUMSAMU, pa3paboTaHHbIMM TakuMm 06pa3om, YTobbI CBECTYU K
MUHUMYMY PUCK KOHTaMUHaLUUKN ogexabl Ans paboTbl B YACTbIX 30HAX UM BHECEHUS
KOHTAMWHAHTOB B YNCTbI€ 30HbI.

49. (42) Opexpaa v ee Ka4eCTBO OMKHbI COOTBETCTBOBATbL TEXHOIIOrMYECKOMY MpoLeccy 1
knaccy pabo4er 30HbI. Ee Hy)>XHO HOCUTb Tak, 4Tobbl 0becnevnTb 3almTy NPoayKUUKN OT
KOHTaMuHauuu.

50. (43) OnucaHne HeobxooMMon oaexabl AN KaXaoro Knacca YMCTOTbl NOMELLEHUI
NPUBEAEHO HUXKE:

knacc D: Bonochl, a Takke 6opoaa v ycbl (Mpy HanM4nKn) AoSMKHbI 6bITh 3aKkpbiThl. Heobxogmmo
HOCUTb OObIYHbIN 3ALMTHBIN KOCTIOM M COOTBETCTBYHOLLYHO 00yBb nnu 6axunel. JomkHbl 6bITb
MPUHSATLI COOTBETCTBYIOLLME MePbI ANS NpeaoTBpaLLeHms nobor KOHTaMUHaUUN YNCTOWN 30HbI
N3BHE;



knacc C: Bonochl, a Takke 6opoaa v ycbl (Mpy UX HANNU4MM) OOMKHbI OblTb 3aKPbITHI.
Heobxoanmo HoCUTb KOMBUHE30H U BPIOYHBIN KOCTIOM, NIIOTHO obneraroLwunin 3ansacTbs U
UMEIOLLINIA BbICOKUI BOPOTHUK, @ TAKKE COOTBETCTBYIOLLY 00yBb nnu 6axunel. OT ogexabl 1
00yBM NPaKTUYECKM HE OOIMKHbI OTAENSATLCA BOMOKHA U YacTuubl;

knacc A/B: ronoBHo y6op OOIMKEH NOMHOCTBIO 3aKpbiBaTb BOMOCHI, @ Takke 6opoay v ycbl (npu
NX HanM4un), n AoSmKeH BbITb BCTaBEH B BOPOTHUK KOCTIOMA, Ha Nuue HeobxoanMO HOCUTb
MacKy An1s npeJoTBpaLleHns pacnpocTpaHeHns kanenek. Takke HeobxoaANnMOo HOCUTb
COOTBETCTBYHOLUM 06pa3oM NpoCTepUNmM30BaHHbIE N HEONMYAPEHHbIE PE3NHOBbLIE UM
NNacTUKOBbIE NepPYaTKN U NPOCTEPUNINIOBAHHYIO NN NPOAE3NH(ULUMPOBaHHYO 00yBb. HXHME
Kpasi WTaHWH JOSMKHbI ObITh 3anpaBneHbl BHYTPb 06yBK, a pykaBa ofexabl - B nepyaTku.
3awmnTHaa ogexga npakTuyeckn He A0SMKHA BblAeNAaTb BOMIOKOH UMM YacTuu, U A0SMDKHA
3aZiepXmBaTb YacTuLbl, OTAENSLWmMecs oT Tena.

51. (44) Ynuynyo ogexay 3anpeLiaeTcs BHOCUTb B KOMHATbI AN nepeofeBaHus, KOTopble
BeayT B nomeleHus knacco B n C. Kaxabii paboTHUK B 30He knacca A/B JormkeH bbiTb
obecneyveH YnCcTon CTepuUIibHON (MPOCTEPUNN3OBAHHOW MM NPOLLELIEN COOTBETCTBYHOLLYHO
caHnTapHyo 06paboTKy) 3aLMTHOM OOEXO0N Ha Kaxayto paboyyto cMmeHy. [NepyaTku BoO BpeMsi
paboTbl HEO6X0aMMO perynapHo aes3nHduumpoBaTb. Macku 1 nepyaTkm HEO6XOANMO MEHAT,
Nno KpamHen mepe, KaXXayr CMeHy.

52. (45) Opgexay Anst YUCTbIX NOMELLEHNA HEOBX0AMMO ounLLaTh 1 obpabaTbiBaTb TaKNM
obpa3om, 4ToObl OHa BNOCNEACTBMN HE CTAHOBMMAACh NPUYNHON KOHTaMUHaUMK. TN onepawumm
AOMKHbI BbIMOMHATLCHA B COOTBETCTBUN C YTBEPXKAEHHBIMU UHCTPYKUMAMW. [Ns NOArOTOBKK
Takon oAexabl XenaTenbHo MMeTb OTAeNbHbIE NpayveyHble. HenpasunbHaa obpaboTtka
ofexabl noBpexaaeT BONIOKHA TKaHWU, YTO yBeNMYMBaEeT PUCK OTAENEHNSA YacTuLl.

X. NMomewieHun

53. (46) B uncTbix 30Hax BCe OTKPbITbIE MOBEPXHOCTU AOSKHbI ObITh rNagknmum,
HENPOHULIAEMbIMU N HEMNOBPEXAEHHBIMWN, YTOObI CBECTU K MMHMMYMY 0Opa3oBaHue n
HaKoMmeHne 4YacTumy, UM MUMKPOOPraHnM3MoB, a Takke No3BONATb MHOMOKPATHO NPUMEHSTb
MotoLme 1, Npn Heobxo4MMOCTH, Ae3NHpULMPYOLLNE CPeacTBa.

54. (47) s yMeHbLUEeHU HaKoNeHUs Nbifn 1 obneryeHnss ybopku B NOMELLEHNAX HE AOSPKHO
ObITb HE NOAAAIOLLMXCA OYUCTKE YrNyOneHu n AOMKHO BbITb KaK MOXHO MEHbLLE
BbICTYNaOLLMX KpaeB, NOSOK, LWKkadoB 1 obopyaoBaHus. [iBepu JOMKHbI ObiTh
CKOHCTPYMpOBaHbI 6e3 yrnybneHnin, HegOCTYMHbIX AN OYUCTKKU, UCNOSb30BaTb pas3aBUKHbIE
ABEpU HexxenaTternbHO.

55. (48) NogBecHble NOTONKM AOMKHbI ObITb FrEpMETUYHBIMU C LIENbIO NPeAoTBPaLLEHNS
nonagaHnsi KOHTAMUHAHTOB U3 NPOCTPaHCTBA Hag HUMM.

56. (49) MoHTax TpybonpoBoaAOB, BO3A4YXOBOAOB 1 ApPYroro o6opyaoBaHus Heobxoammo
BbINOSHSATL Tak, YTOObI He ObINo YrnyGrneHnn 1 He3aKpbITbIX OTBEPCTUN, a TaKkKe
OTCYTCTBOBasnuM NOBEPXHOCTU, HE AOCTYMHbIE ANSi OYUCTKMU.

57. (50) 3anpeLwaeTcsa ycTaHaBnMBaTbh PakoBUHbLI U CIMBbI B 30Hax knacca A u B,
ncnonb3yemMblix Ans acenTuyeckoro npomssoacTea. B gpyrmx 3oHax Heobxoanmo
npegycmaTpmBaTth paspbiB CTPyM Mexay 06opygoBaHNEM U KaHaNM3aunoHHOW Tpybon
(BopoHKkoM). CTOKM B NOSY B YNCTbIX KOMHATax ¢ 6oree HN3KMM KIaCCoOM YNCTOTbl AOSMKHbI ObITb
obecneyeHbl cuoHamm nnu rmgposaTeopaMm ansa npeaoTepaleHns obpaTHOro noToka.



58. (51) KomHaTbl gns nepeofeBaHnsa A0MKHbI ObITb CKOHCTPYMPOBAHbI Kak BO34YLUHbIE LUMHO3bI
N OOITKHbI UCMONb30BaTbCs Ans obecneyeHns prnsanyeckoro pasgeneHns pasHblx 3Tanos
CMeHbI oaexapbl 1, TakuMm 06pasom, CBOAUTb K MUHUMYMY KOHTaMWHaLUMIO 3aLLMTHON OOeXAabl
MUKpoopraHnamamm n Yactuyamu. OHY JOIMKHbI 3PEKTUBHO 06TEeKaTbCs OTPUNBTPOBAHHBIM
BO34yxoM. 30Ha nepeq BbIXOAOM M3 KOMHATbI (MOMELLEeHNS) Ans nepeogeBaHnsa B OCHaLEHHOM
COCTOSIHUM JOSMKHA UMETb TOT Xe KIacc YNCTOTbl, YTO U 30Ha, B KOTOPYIO OHa BeaeT. B
HEKOTOPbIX CRyyasax Ans BXo4a B YACTbIE 30HbI U BbIXo4a 13 HUX LenecoobpasHo MMeTb
oTAernbHble KOMHaThI (MOMeLLeHUs) Ana nepeogeBaHus. Kak npaBuno, ycTponucTea 4515 MblTbS
PYK OOSMKHbI ObITb TOMBKO B HAa4Yarne KoMHaT A45is nepeogeBaHus.

59. (52) Obe oBepu BO3OYLLHOrO LUS03a HE MOTyT ObITb OTKPbITbl OAHOBPEMEHHO. [1ns
npegoTBpaLLeHns 0QHOBPEMEHHOIO OTKpbIBaHMA Gonee oaHOW ABepu AOMkHa paboTatb
GroKMpoBOYHAsA cucTemMa UM cucTema BM3yarnbHOro U (Mnu) 3BYKOBOIO NpeaynpexaeHus.

60. (53) NMogaya oThUNbTPOBAHHOIO BO34yXa AOSMKHA NOAAEPXKNBATL NONOXKUTENbHbLIN
nepenag AaBneHns OTHOCUTESTbHO NPOU3BOACTBEHHbLIX 30H C Bonee HU3KMM KIlacCcoM Mnpu BCex
paboymx yCnoBusix, a BO34YLUHbIN NOTOK AOSMKEH 3hPeKTUBHO 06TekaTb 30HY. CMEXHble
NOMELLEHNSA C pa3HbIMU Knaccamu YUCTOTbI JOITKHbI MMETb pa3Huuy B aasnexHmn 10-15 Ma
(HopmaTtmBHOe 3Ha4yeHune). Ocoboe BHMMaHWE cneayeT yaensaTb 3awmuTe 30Hbl HaMbonbLLMX
PUCKOB ANs KavyecTBa NpoayKumn, TO eCTb NPOM3BOACTBEHHOW cpeae, HenocpencTBEHHOMY
BINUSIHWIO KOTOPOW NoABepraeTcs NPOAYKUMS UM OYNLLLEHHBIE KOMMOHEHTbI, KOHTAKTUPYHOLLME C
npogykumnen. [lonyckarTca pasHble BapuaHTbl B OTHOLLEHUX Nofgayun Bo3gyxa 1 nepenaga
AaBreHW, KOTopble MOryT noTpeboBaTbCa U3-3a NPUCYTCTBUA HEKOTOPbLIX MaTepuarnos, B
YACTHOCTW, NATOreHHbIX, BICOKOTOKCUYHBLIX, PaAMOaKTUBHbIX UIN XXMBbIX BUPYCOB UMK
BGakTepuanbHbIX Matepuanos, UM NpenapaToB 13 HUX. [N HEKOTOPLIX onepaunin MoXeT ObiTb
HeobxoaMma LeKOHTaMUHaLmMs noMeLleHnn n obopyaoBaHns n obpaboTka Bo3ayxa,
yOansiemMoro U3 YNCTOM 30HbI.

61. (54) Heobxogumo noaTBEPAMTL, YTO HanpaBieHMe BO3AYLUHbIX MOTOKOB HE NpeacTaBnseT
PUCKOB AN KOHTaMMHaUUK NPoAyKTa, B TOM YUChe, creayeT yaAOCTOBEPUTLCS, UTO B 30HY,
npeacTaBnsAoLLYI0 HAanbonbLLIME PUCKM ANSA KaYecTBa NPOAYKTa, C BO3AYLUHLIM MOTOKOM He
NoCTynatT YacTuLbl, ICTOYHUKAMM BblAENEHNSA KOTOPbIX ABMSAKTCA 006CNYXMBaOLLNIA
nepcoHarn, BbinonHseMasi onepauus nnum obopyaoBaHue.

62. (55) JomkHa ObITb NPegyCcMOTPEHA CUCTEMA aBapPUNHOIO OMoBeLLEeHUsSt 06 OTKase CUCTEMBI
BeHTUNAUMK. Ecnn pasHuua B gaBneHnm mexay ABYMS NOMELLEHNAMMN SBRSETCA KPUTUYHON,
Mexay HUMM HeobxoaMMO YyCTaHOBUTL AATUMKM Nepenaga gaBneHuns. 3HadeHus nepenaga
AaBneHns HeobXoaAMMO perynspHO 3anucbiBaTb UM OPOPMAATE AOKYMEHTANbHO UHBIM
crnocobom.

Xl. O6opynoBaHue

63. (56) He gonyckaeTcs, 4TOObI Yepe3 NeperopoaKy, OTAENALLY0 30HY krnacca A unu B ot
NPON3BOACTBEHHOW 30HbI C 6oNnee HM3KOM YMCTOTON BO3ayXa, NpoXoauna neHTa KoHBenepa 3a
NCKITIOYEHNEM Cry4aeB, Korga cama fneHTa noasepraeTcs HenpepbiBHOW CTepunmsasnmm
(Hanpumep, B CTEPUNU3aALMOHHOM TYHHENE).

64. (57) ObopyaoBaHue, PUTUHTN (MeCcTa COeANHEHNS) N 30HbI 0BCMYXXMBaHUSI pEKOMEHOYETCS
NPOEKTMPOBaTh M YyCTaHaBNMBaTb TakuM 06pa3om, 4Tobbl paboTbl ¢ 060pyaOBaHMEM, €ro
TeXHU4eckoe obCrnyxmBaHMe N PEMOHT MOXHO ObIfNIO MPOBOANTL CHAPYXWN YMCTON 30HbI. Ecnu
HeobxoaMma cTepunuaaums, To OHa JOSMKHA ObiTb NpoOBeAeHa NOCre MakCUMarbHO NOSHOM
cbopkn obopyaoBaHUs.



65. (58) Ecnn TexHu4eckoe obcnyxmnBaHme obopyaoBaHMsa GbIIo NPOBEAEHO BHYTPY YNCTON
30Hbl 1 HEOBXOANMbIE HOPMbI YNCTOTbI U (MNIN) acenTukK BbiNn HapyLLEHbl BO BpEMSA 3TOM
paboTbl, TO 30Ha JOMKHa ObITb OYMLLEHA, NPOAE3NHMLMPOBaHa 1 (MnNn) NpocTepunn3oBaHa (B
3aBUCMMOCTM OT TOrO, YTO NOAXOAMT) 4O BO30OHOBIEHUS nNpouecca.

66. (59) YcTaHoBKM onda NOArOTOBKW BOAbI U CUCTEMbI €€ pacnpeaeneHna cnegyer
NPoeKTUpoOBaTb, KOHCTPYMPOBATb M AKCNyaTUpPOBaTb Tak, YTOObl 0becneynTb HagexXHoe
obecne4veHne BogoM COOTBETCTBYHOLLIErO KavyecTBa. VX Henb3sa aKkcnnyaTnpoBaTb CBEPX
NPOEKTHON MOLLHOCTU. Boay Ans nHbekumi HeobxoanmMo Npon3BOANTb, XPaHUTb U
pacnpenensitb Takum o6pasom, YToObl NPeaoTBpaTUTb POCT MUKPOOPraHN3MOB, Hanpumep, 3a
CYeT ee NOCTOSAHHOM UMpKynaumMm npy Temnepatype Bbiwe 70°C.

67. (60) Bce obopynoBaHune, Takoe Kak CTepunmnsaTopbl, CUcTeMbl 06paboTku 1 unbTpaumnn
BO34yXa, BO34YLUHbIE N ra3oBble PUNbTPbI, CUCTEMbI 06pabOTKM, NONYyYEHUS, XPaHEHUS K
pacnpeneneHns Boabl AOIKHbI MOANEXaTb BanugaumMm n NnaHoBOMYy TEXHUYECKOMY
obcnyMBaHUIO, @ Ha X NOBTOPHOE BBEAEHME B SKCMyaTauuio OMKHO ObiTb BblgaHO
paspeLleHne fMLoM, UMELLMM COOTBETCTBYHOLLME NOSTHOMOYUS.

XIl. CaHuTapHas obpaboTka

68. (61) CaHnTtapHas obpaboTka YMCTbIX 30H MMeeT 0cob0 BaKHOE 3HaYeHne. 30HbI
Heo6XxoAMMO TLLATENbHO OYMLLAaTb B COOTBETCTBUMN C YTBEPXKAEHHOW NPON3BOANTENEM
NHCTpyKuMen. B cnyyae npoBeaeHus ae3anHEKUMM OMKHbI MPUMEHATLCA HECKOMbKO TUMOB
Ae3NHMOMUMPYOLWNX CpeacTB. [Ansa BbIABNEHNA pa3BUTUS PE3UCTEHTHBIX LUTAMMOB
MUWKPOOPraHn3MoB HEOOX0AMMO NMPOBOANTbL PErYIsiPHbIA KOHTPOSb.

69. (62) Motowue n gesnHduumpyroLwme cpeacrea HE06XoaMMO KOHTPONMPOBaTb B OTHOLLIEHUN
MMKPOBMOOrM4ecKom YncToThl. VIx pactBopbl HEOOX0AMMO AepXaTb B NpeaBapuUTENbHO
OUYULLIEHHBbIX KOHTENHEpax (Tape) 1N XpaHUTb NNLLb Ha NPOTSXKEHUN YCTAHOBIIEHHbLIX CPOKOB, 3a
NCKITIOYEHNEM TEX PACTBOPOB, KOTOPbIE NPOCTEPUNN30BaHbI. MotoLwwme n aesnHduumpyoLwme
cpencTBa, Ucnonb3yemble B 30HaxX krnaccoB A 1 B, nepea ncnonb3oBaHMEM OOMKHbI ObITb
CTEPWUIbHbIMM.

70. (63) Onst CHMXKEHNST MMKPOBHOW KOHTaMUHaUUN B HEAOCTYMHbIX MecTax MOXeT ObiTb
nonesHa ymuraums YACTbIX 30H.

Xlll. TexHonornyeckumn npouecc

71. (64) Ha Bcex cTagmsix Npon3BoACTBa, B TOM YUCIE Ha CTaansax, NpeaLllecTBYOLWMX
cTepunmsaumm, HeobxoauMOo NPUHUMAaTb Mepbl, CBOAALLME K MUHUMYMY KOHTaMUHALMIO.

72. (65) NMpon3BOACTBO NEKAPCTBEHHbIX CPEACTB MUKPOOMONOrNYeCcKoro NPONCXOXAEHNS U
HaMnoMNHeHe MK B 30HaX, NCNONb3yeMbIX AN NPOM3BOACTBA APYrMX NEeKapCTBEHHbIX CPeAcTB,
He gonyckaeTcs. BakuuHbl, cogepxalwme youtble MUKpOOpraHn3ambl Unn 6akrepmanbHble
9KCTPAaKTbl, NOCIE MHaKTUBaLMM MOTYT BbITb pacacoBaHbl B TEX Xe NMOMELLEHUSIX, YTO U
Apyrve ctepurbHble NeKkapCTBEHHbIE CpeacTBa.

73. (66) Banngaums npoueccos, NpOBOANMBIX B aCENTUYECKMX YCNOBUAX, AOSPKHA BKOYATb
MoOenupoBaHue npouecca ¢ UCNofib30BaHNEM NUTATENbHOM cpeabl (HanosHeHne
nuTaTenbHbIMK cpegamn). MNutaTenbHyo cpegy HeobxoamMmo BbIBUpaTh C y4eTOM
nekapCTBEHHOM (POPMbI JIEKAPCTBEHHOMO npenaparta, a Takke CenekTMBHOCTU, MPO3paYvyHOCTH,
KOHLIEHTpaUUn 1 NPUrogHOCT NUTaATENbHOW Cpeabl ANg cTepunusaumn.



74. (67) MogenvpoBaHue npouecca A0MKHO Hanbonee TOYHO MMUTUPOBATb CEPUNHBIN NpoLEecc
acenTnyecKoro NpoM3BoACTBa U BKMOYaTb B cebs ero nocnegoBarterbHble KpUTUYECKue
cTtaguu. Takke Heo6X04MMO YYUTbIBaTb pasfmyHble BMeLLaTeNbCTBa, KOTOPbIe MOryT
BO3HWKHYTb BO BpeMsi 00bIYHOro Npon3BOACTBEHHOIO NpoLecca, a Takke Cutyauum
"HanxypgLiero cny4yas".

75. (68) MogenupoBaHue npoLecca nNpy nepeoHaYvanbHOM Banngaumm OMKHO BKNOYaTb Tpn
nocnegoBaTenbHbIX YOOBNETBOPUTENBbHbBIX UCMNbITAaHUA NS KaXXAOW CMeHbl onepaTtopos. B
AanbHenwem nx HeobxoaMmo NOBTOPSATb Yepes3 YCTaHOBMEHHbIE NPOMEXYTKN BPEMEHN, a
Takke nocre nboro cyweCTBEHHOrO N3MEHEHNS B CUCTEME BEHTUNALMN U
KOHOMLMOHNPOBAHUSA BO3ayxa, B 000py40BaHMK, NPOLECCE UMK KONMYECTBE CMEH.
MogenupytoLime npouecc UCnbITaHNA OOMMKHbI MOBTOPATLCA ABaXAbl B rof AN KaXX4oW CMEHbI
onepaTopoB M KaXxaoro npouecca.

76. (69) KonnyecTBO KOHTENHEPOB (MEPBUYHbLIX YNAKOBOK), NpeaHa3Ha4vYeHHbIX 4515 acoBKU
nuTaTenbHbIX Cped, OOMKHO OblTb AOCTATOYHbLIM, YTOBLI 06ecnevnTb JOCTOBEPHYHO OLEHKY. B
cny4ae HebonbLINX CEPU KONMYECTBO KOHTEMHEPOB 4115 hacOBKM NUTATENbHbBIX Cpes AOSMKHO,
Kak MMH/MYM, COOTBETCTBOBATb pasMepy cepun npoaykuuun. Heobxogmmo cTpemMmTbes K
OTCYTCTBMIO pOCTa MUKPOOPraHM3MOB, NPy 3TOM nognexaT NPUMEHEHUIO cneayoLmne HOPMbI:

a) ecnu HanonHanM meHee 5 000 eguHML, NPOAYKUMN, HE OOSMKHO ObITb HWU OAHOWN
KOHTaMUHUPOBAHHOWN eaNHULbI;

6) ecnu HanonHanu ot 5 000 go 10 000 eguHML, NpoayKuUK, TO:

ofHa (1) KOHTaMUHUPOBaHHAsA eAuHMLA SBNAETCA OCHOBAHWEM 115 paccnefoBaHUA MPUYUH U
NOBTOPHOWN haCOBKM NUTaTENbHbIX CPea;

ABe (2) KOHTaMUHUPOBAHHbIE eANHULbI - NPOBOAUTCS paccrefoBaHme NPUYNH 1 NOBTOPHAS
Banuaauus;

B) ecnu HanonHanu cebiwe 10 000 eguHul, TO:
ogHa (1) KOHTaMUHUPOBaAHHAs eAnHMLA SBNSIETCA OCHOBAHWEM A5l paccriefoBaHUS NPUYLH;

ABe (2) KOHTaMUHMPOBaHHbIE eAUHULbI - MPOBOAMTCS paccrnefoBaHne NPpUYNH U NOBTOPHAas
Banuaauus.

77. (70) Mpw ntobom KonmyecTse NepPBUYHbBIX YNAKOBOK C NUTATENBHOM CPeaon nepnoanyeckme
cny4an obHapy>xeHUs MUKPOBHOW KOHTaMUHaLMKU MOTYT yKasblBaTb Ha Hannyme HebonbLUnNX
YPOBHEN KOHTAMUHAHTOB, YTO OOJKHO ObITb paccrnenoBaHo. Mpn obHapy>XeHUN 3HaYUTENbHOWN
MUKPOBHON KOHTaMnHaLMM HeobXo4MMO PacCMOTPETb BO3MOXHOE BIMUSIHUE Ha CTEPUIbHOCTb
cepui, BbINyLLEHHbIX MOCIe NPpoBeAeHNSA NoCneaHNX YCreLHbIX UCNbITaHUW C HAanoSIHEHEM
nuTatenbHbLIMU Cpeaamu.

78. (71) Heobxoammo obecneunTb yCnoBus, Npu KOTOpbIX Ntobasa Banvaaumna He co3gaeT puck
ANsi TEXHONOMMYECKNX NPOLIECCOB.

79. (72) VictouHnkn BogocHabxeHus, obopyaoBaHme Ang NOAroTOBKM BOAbI M NPUTrOTOBMEHHASs
BOAa noanexat perynsipHoMy MOHUTOPUHTY Ha HanNu4ne XMMMUYecKnx n Buonornyecknx
KOHTaMWHAHTOB N B HEOBXOOUMbIX CIly4asX HA 9HAOTOKCUHBI. Pe3ynbTaTbl MOHUTOPWUHIA U
nobbIX NPeanpPUHATLIX AENCTBUI HEOBX0ANMO 0POPMIIATL OKYMEHTANbHO.



80. (73) B unctbix 3oHax, 0cobeHHO B Xxo4e npoLecca acenTuyeckoro Nnpon3BoOACTBa,
AeATenbHOCTb NepcoHarna AosmkHa 6bITb MMHUMAanNbLHON, a ero nepeaBmXeHne 4OMKHO ObITb
pa3MepPEHHbIM U KOHTPONMPYEMbIM BO M306exaHne n3bbITOYHOro BblAENEHNS YacTuL U
MUKPOOpPraHn3moB, 00yCrnoBneHHOro NoBbILLEHHOW ABUraTenbHOM akTUBHOCTLIO. TemnepaTypa
N BINAXXHOCTb OKpY>KatoLLlen cpeapbl AOMKHbI OblTb HE O4YEHb BLICOKMMMU, YTOOLI HE CO3aaBaTh
AnckomdopTa ¢ y4eTOM CBOMCTB MUCMNOb3yeMOWN oaexabl.

81. (74) MukpobHas KOHTaMMHALUUSA UCXOAHOIO ChIPbSA 1 MaTepmanoB AoMmkHa ObiTb
MUHUManbHOW. Cneundukaunm Ha HUX OOMMKHbI BKoYaTh B cebsa TpeboBaHus K
MUKPOBUOIIOrMYeCcKom YMcToTe.

82. (75) B unctbix 30Hax He06xoaANMO CBOAUTL K MUHUMYMY HannyMe KOHTENHEPOB U
MaTepuaros, OT KOTOPbIX BO3MOXHO OTAeSIeHMe BOMNOKOH.

83. (76) Heobxoanumo npmHMMaThL Mepbl MO NPeAoTBPALLEHNIO KOHTAMUHALMK FOTOBOM
nNpoAayKuun Yactuuamm.

84. (77) Mo okoOHYaHMM NpoLecca OYNCTKM KOMMOHEHTOB, KOHTEMHEPOB 1 060PYyA0BaHNA C HAMK
HeobxoaMmMo 06xoanTbCA Tak, YTOObI He Npoucxoauna X NOBTOPHAA KOHTaMUHaLUKS.

85. (78) NHTepBarnbl BpeMEHU Mexay MOMKOW, CYyLLKOW N CTepunmsaumen KOMNOHEHTOB,
KOHTENHEPOB 1 000pyA0OBaHMs, a Takke Mexay UxX cTepunmsaumen n nocnenyowmm
NCMNONb30BaHNEM AOIMKHbI ObITb MUHUMANbHLIMU U UMETb OrpaHNYEHME MO BPEMEHMH,
COOTBETCTBYHOLLEE YCINOBUAM XPaHEHUSI.

86. (79) Bpema mexay Hayanom npuroToBreHNs pacTBopa 1 ero ctepunmnsauuen unm
cTepunuaytowen unbTpaumen JOMKHO ObliTb MUHUMAnNbHbLIM. [ns KaXxaoro Buga npoayKumm
HeobXxo4MMO YCTaHOBUTb MaKCMManbHO AOMNYCTUMOE BPEMS C Y4ETOM ee COCTaBa U
YCTaHOBMEHHOro nopsaka XpaHeHus.

87. (80) MNepepn cTrepunumsaumen HEO6Xo0ANMO KOHTPONMPOBATbL YPOBEHb MUKPOBHOM
KOHTaMuHauumn. [OrmkHbI OblTb YCTAHOBMEHbI paboyme rpaHnLbl KOHTaMUHaUMm
HenocpeacTBEHHO Nepea cTepunuaaumnen, KOTopble COOTHOCATCH C 3PMEKTUBHOCTbIO
ncnonb3yemMoro metoga. YpoBeHb MUKPOBHOM KOHTaMUHaL MM HEOH6XOANMO KONMYECTBEHHO
onpenenaTb ANa KaXxaon cepumn Kak npoayKumMm, HanosTHEHHON B aCENTUYECKMX YCMOBUSX, Tak U
npoayKunn, noasepraemon (puHULLIHOM cTepunmsaumn. Ecnv ona nekapcTBeHHbIX NpenapaTos,
noasepraemblx OUHULLHON CTepMnM3aumm, ycTaHoBMNEHbl 6onee XecTkne napameTpbl
cTepunmsaunmn, ypoBeHb MUKPOBHON KOHTaMUHALMN MOXKHO KOHTPONMPOBAaTh TOSbKO Yepe3
COOTBETCTBYHOLLME UHTEPBAsbl BPpEMEHM COrnacHo rpaduky. MNpu ncnonb3oBaHMm cUCTEM
BbIfyCKka Mo napameTpam onpegeneHne MMKpoOHOM KOHTaMUHaUUnM Heobxo4MMo NPOBOAUTb
ANSA KaXaon cepum n paccmaTpuBaTth Kak UCMbITaHWE B npouecce npounssoacTaa. MNpu
HeoBX04MMOCTM A0SKEH OCYLLECTBIATLCS KOHTPOSb YPOBHA SHAOTOKCUMHOB. BCe pacTBopbil,
0C06EHHO MHAY3NOHHbIE XMAKOCTU BonbLioro o6bema, Heobxoanmo noaesepratb
cTepunuaytoLwen unbTpaumm no BO3MOXHOCTU HEMNOCPELCTBEHHO Nepen HanosHEHNEM.

88. (81) KomnoHeHTbI, KOHTENHepbl, 06opyaoBaHune 1 Niobble gpyrve npegMeTbl, Heobxoanmble
B YMCTOWN 30HE, OCOBEHHO npu paboTe B aCENTUYECKMNX YCITOBUSX JOITKHbI ObITb
npoCcTepunNn3oBaHbl U NepeaaHbl Tyaa Yepe3 BMOHTMPOBAHHbIV B CTEHY MPOXOAHOW
CTepunM3aTop ¢ ABYCTOPOHHUM AOCTYMNOM UMM MHbIM CNOCOBOM, NpeaoTBpaLLaoLLmMm
KOHTaMunHaumto. Heroproune rasbl 4OMMKHbI MTPOXOANTL Yepes hunbTpbl, 3adepXKuatoLme
MUKPOOPraHn3Mbl.



89. (82) 3hhekTnBHOCTL NIOOBOro HOBOro NpoLecca AoMMKHA ObiTb NOATBEPXAEHA NPU
Banuaauumn, KOTopyr He0b6X0AMMO PerynsapHO NOBTOPSATb B COOTBETCTBUM C NITAHOM,
YyUMTbIBAKLWLMM rpadurK SKCnnyatauum, a Takke npy nobdom 3HaunTerlbHOM N3MEHEHUN B
npouecce unn obopygoBaHu.

XIV. Crepunusauma

90. (83) Bce npouecchl cTepunuaanmm AomkHbl npontn Banugaumto. Ocoboe BHMMaHue
Heob6XxoaMMOo, ecrniv NpUMeEHseEMbI METOA CTEpPUNU3aLumn He onucaH B [ocyaapCTBEHHOM
dapmakonee Poccurickon ®egepauumn nnm ncnonb3yetcs Ang npoaykra, He ABnstoLLerocs
NPOCTbIM BOAHbLIM Ui MacnsaHbIM pacTBOpoM. [peanoyTuTenbHbIM SBASETCA METOos,
Tepmuyeckon ctepunmsaumn. B nrobom crnyvyae metoq ctepunuaanmm AoSmKeH COOTBETCTBOBATb
NNUEH3UM Ha NPON3BOACTBO U PerncTpaumoHHOMY OOChE.

91. (84) NMepep BbIGOPOM NOBOro Npouecca cTrepunmsaunm HeobxoaMMo NPOLEMOHCTPUPOBATL
C NOMOLLbI0 PU3NYECKMX N3MEPEHNIA N, ECNIN BO3MOXHO, BMONOrM4Yecknx MHANKaToOpPOB, YTO OH
noaxoauT Ansa aHHOW NpoayKumm n acbdekTMBEH ANa JOCTUXKEHUS HEOOXOANMbIX YCNOBUIA
CTEPUNM3aLNN BO BCEX YACTAX KaXaoro Tuna 3arpysku. Banvaauuio npouecca Heob6xoanumo
NOBTOPATb Yepes3 YCTaHOBMEHHbIE rPahMKOM NPOMEXYTKU, HO HE pexe OAHOro pasa B rog, a
Takke BCerga B Crnyyae BHECEHUS CYLLIECTBEHHbIX M3MEHeHUI B obopyaoBaHmne. Heobxoanmo
XPaHUTb 3anuncu ¢ pesynbTaTamu.

92. (85) [1ns adhdheKkTUBHOM CTEPUNM3aLIMN BECb MaTepman B LenoMm SOrmKeH ObiTb NOABEPTrHYT
Heobxoammon obpaboTke, a NpoLecc opraHn3oBaH Takum ob6pa3om, YTOObl rapaHTUPOBaTb, YTO
A0ImKHaa addpeKTUBHOCTb ByaeT AOCTUrHyTa.

93. (86) [1ns BCex npoLEeccoB CTepUNM3aLnmn OOMKHbI ObiTb pa3paboTaHbl 1 OOMKHbI MPONTH
Banugauuio cnocobbl 3arpysku.

94. (87) NpumeHeHne GNONOrMYECKNX MHONKATOPOB AOSMKHO pacCMaTpmMBaTbCA TOMBbKO Kak
AOMNOMNHUTENbHBLIN METOA KOHTPONSA cTepunusaumm. buonornyeckune nHankaTopbl HEOGXOANMO
XPaHUTb N UCMONb30BaTb B COOTBETCTBUN C MHCTPYKUMSMU NPOU3BOAUTENS, @ UX Ka4eCTBO
KOHTpONMpoBaTb MeTo4amMu NO3UTUBHOIO KOHTponsA. B crnyvae ncnonb3oBaHns G1onornyeckmx
NHONKATOPOB HEOBXOANMO NPUHATL CTPOrMe Mepbl, NpeaoTBpaLLatoLmne MUKPOBHYHO
KOHTaMWHaLM0 OT CaMUX MHONKATOPOB.

95. (88) JomkHbl BbITb YeTKO onpeaeneHbl Mepbl, obecneynBatoLLe pasgeneHme NpoayKumm,
npowleawen n He npoweawen ctepunusayunio. Ha kaxxgon Kop3uHe, NoTke Unu apyroun eMKocTun
ANA NpoAYKUUN UM KOMMNOHEHTOB AOSMKHA ObITh YeTKas aTMKeTKa C HAMMEHOBaHWEM
MaTepuarna, HOMEPOM CepPUN N yKasaHUeM, NpoLLest OH cTepunmaaumio unn Het. MNpu
Heob6xoaAMMOoCTN MOryT BbiTb MCNOSMb30BaHbl TakMe MHAMKATOPbI, Kak aBTOKNaBHas NeHTa, ans
yKasaHus Toro, npousia nv cepms (Unm 4acTb Cepun) NpoLecc cTepunmaarmm, O4Hako OHWU He
AaloT JOCTOBEPHOro NoATBEPXAEHUS TOro, AENCTBUTENBHO NN CepUs CTepurbHa.

96. (89) [1ns kaxxgoro uuMkna crepunusaymm HeobxoanmMo COCTaBnATb 3anncn, KOTopble JOMKHbI
ObITb YTBEPXAEHDBI B pamMKax npoueaypbl BblAauyv paspeLleHns Ha BbiMyCK Cepumn.

XV. Tepmuyeckas crepunusauyms
97. (90) Kaxapblin unKn TepMUYECKON CTEpUNM3auUmnmn OrmKeH ObiTb 3annucaH B BUAE gMarpaMmmbl

B KOOpAMHAaTax BpeMs-Temnepartypa B 4OCTaTO4HO 6onbLlom Maclitabe nnm 6biTb
3aperncTpMpoBaH € NOMOLLbIO APYroro COOTBETCTBYHOLEro 060pyA0BaHMs, UMEILLLEro



HeobXxoanMyH NPaBUNBHOCTb U TOYHOCTb. MecTo pacnonoXeHust TeMmnepaTypHbIX AaTYNKOB,
ncnonb3yeMblX Anst KOHTPONs U (UNK) 3anncu, AoSMKHO ObITb ONpeaeneHo BO BPeEMS Banuaauum
N B criy4yae HeobXxoQNMMOCTU Takke NPOBEPEHO C MOMOLLbIO APYroro He3aBUCUMOro
TemnepaTypHOro AaTtynka, pacrnonoXeHHOro B TOM e MecTe.

98. (91) onyckaeTcs ncnonb3oBaTb XMMUYECKNE U BMONOrMYECKMe MHANKATOPbI, HO OHWN He
AOJIMKHbI 3aMeHATb NpoBeaeHne OrU3nyYecknx N3MepeHuin.

99. (92) lormkHO BbITb NPegYCMOTPEHO AOCTAaTOYHOE BPEMS, YTOObI BeCb 0ObEM 3arpy3ku
AOCTUr HeobxoaMMon TemnepaTypbl 40 TOro, kak byaeT HayaT OTCHET BPEMEHU CTEPUM3aLINN.
OTOT Nepmoa AoSmkeH ObITb onpefeneH Angd Kaxaoro Tuna CTepunmayemMon 3arpy3ku.

100. (93) Nocne 3aBepLleHNs BbiICOKOTEMMNEPATypPHOM hbasbl LMKNa TePMUYECKON
CTEpUNM3aLnmn OOMKHbI ObITb MPUHATLI MEPbI NPEAOCTOPOXHOCTU, NpeaoTBpaLLatoLLmne
KOHTaMWHaLMI0 NPOCTEPUNN30BAHHOM 3arpy3kn BO BpeMsi oxnaxaeHus. Jllobas oxnaxagatoLlas
XNOKOCTb UNK ras, KOHTaKTUPYHOLLME C NPOAYKUMEN, AOITKHbI ObITb NPOCTEPUNM30BAHBI, KPOME
crny4aeB, Korga BO3MOXHOCTb MCNOJIb30BaHMSA HErepMeTUYHbIX YNaKoBOK UCKIOYEHa U
npvBeaeHbl COOTBETCTBYHOLLME fOKa3aTENbCTBA.

XVI. Ctepunusauusa napom

101. (94) MNpwu ctepunmsaumm napom HeOH6XOANMO KOHTPONUPOBaTbL TEMMEPATYpPy M AaBeHMe.
PekomeHayeTcs, 4Tobbl cpeacTBa ynpaBneHns bbinm He3aBMCUMbI OT CPEACTB KOHTPONSA U
3anuncbiBaoLLMX YCTPOMUCTB. Ecnu ons aTon uenun ncnonb3yrTcsi aBTOMaTUYECKNE CUCTEMDI
yrnpaBneHust U KOHTPOMS, OHWM OOMMKHbI MPONTU BanMaauuio, YTodbl rapaHTUpoBaTh MUX
cooTBeTcTBNE TpebOoBaHMAM K KpUTUYECKOMY npoueccy. HapylieHmsa B xoge npouecca AOSMKHbI
perncTpupoBaTbCsl CUCTEMOM U HAXOAUTLCS NOA Ha430poM ornepaTopa. B xoae npouecca
cTepunM3aumm nokasaHns He3aBUCMMOro AaTymka TemnepaTypbl HEOOX0AMMO MOCTOSIHHO
CBEPSATb C AaHHbIMM AnarpaMmbl 3anucbiBaoLLEro yCTPONCTBA. [nsa cTepnnn3aTopos,
UMEILMNX CTOK B HE Kamepbl, MOXET BO3HUKHYTb HEOOXOAMMOCTb perncTpaunmn TemnepaTtypbl
B 3TOM TOYKE B TEYEHME BCErO UMKNna ctepunuadaumn. Ecnmn B uukn crepunmsaunmn BXoauT aTarn
BaKyyMMUpPOBaHUSA, TO HEOOXO0ANMMO perynsipHO NPOBOANTL NPOBEPKM KaMepbl HA FrepPMETUYHOCTb.

102. (95) Ctepunusyemble npegMeThbl, HEe HaxoasWmMecs B repMeTUYHbIX YNakoBKax, LOSIKHbI
ObITb 3aBEPHYTbI B Matepwuari, nponyckaroLwmMi BO3ayX 1 nap, HO NpeaoTBpaLLatoLLmii
NOBTOPHYH KOHTaMUHALMIO 3TUX NpeaMeTOoB nocrne crepunmsauyun. Heobxoammo obecneunTtb
KOHTaKT BCEX YaCTen 3arpy3ku CO CTEPUNUIYIOLLIMM areHTOM Npu 3afaHHbIX Temnepartype u
BPEMEHM.

103. (96) Heobxogmmo obecneunTtb, YTOObLI ANA CTEpUNU3aLmMm NPUMEHSIICA Nap Hagnexawiero
KayecTBa, He coaepKaLlmi Takoro KonnmyecTea NpuUMecen, KOTopoe Morno 6bl Bbi3biBaTb
KOHTaMMHaLMo NpoayKunmn nnu obopyaoBaHus.

XVII. CyxoxapoBasi ctepunusauus

104. (97) MNpu cyxoxxapoBow CTepunuaaumm OMmKHbl OblTb NPeayCMOTPEHbI LMPKYNSLMS
BO3[yXa BHYTPM Kamepbl 1 nogaep>xaHne n3bbITOYHOro AaBneHnsa Ana npegorspalleHuns
nonagaHnsi BHYTPb Hee HECTEPUNBHOIO Bo3ayxa. JTlobow nocTynatwLwwmii BHYTPb BO34YyX AOSMKEH
npoxoanTb Yepes punbTpbl Boicokon addektuBHocTn (HEPA-punbTp). ECcnn ctepmnusauus
npegycmaTpmuBaeT yCTpaHEHNE NMPOreHoB, TO Kak YacTb Banugaumm 4ormkHbl ObiTb NpoOBeAEHbI
UCNbITaHWS C NpeAHaMepPeHHbIM NCNONb30BaHNEM 3HOOTOKCUHOB.



XVIIl. PaguaunoHHas ctepunusauums

105. (98) PagnaumoHHyto cTepunmaaumio UCNonb3ykT rmaBHbiM 06pa3om Ans cTepunmsaumnm
TEPMOYYBCTBUTENbHbLIX MaTepmanos u npoaykunn. MHorne nekapcTBeHHble CpeacTaea u
HEKOTOpble YNakoBOYHbIE MaTepmarnbl YyBCTBUTENbHbI K MOHU3NPYHOLLEMY U3MYYEHUIO,
cnegoBaTenbHO, 3TOT MeToA AOMNYCTUM TOSMbKO TOrAaa, Koraa Obino 3KCnepuMeHTanbHO
noaTBEPXXAEHO OTCYTCTBME BPEOHOrO BNUSHMA Ha nNpoaykuuio. Kak npaBmno, obnyyeHne
ynbTpadMoneToBbIM U3NyYEHNEM HE ABNAETCA NPUEMIEMbIM METOAOM CTEPUNM3aALIUN.

106. (99) Bo Bpems npouecca CcTepunmsaunmn JOMKHO NPOBOANTLCA N3MEPEHME NOrNOLLEHHON
A03bl NOHU3MPYIOLLEro nany4veHus. [1ns aToro cnegyeT UCNonb3oBaTh AO3UMETPbLI, MOKa3aHUS
KOTOpPbIX HE 3aBUCAT OT UCNOSIb3yEeMOI MOLLHOCTM A03bl U3Iy4YEHUs1, HO KOTOpbIE
obecneunBaloT KONMMYECTBEHHYIO PErMCTPALMNIO A403bl U3NYYEHWUS, MOTMOLLEHHY CaMoWn
npoaykunen. [osammeTpbl OMKHbI OblTb pa3MeLLeHbl Cpeamn 3arpy3ku B JOCTaTOYHOM
KONMMYECTBE M Ha OOCTAaTOYHO BNM3KOM pacCToAHUM ApYr OT Apyra, YTobbl rapaHTUpPOBaTb
Hanuyne OO3NMETPOB BO BCEX MeECTax, NoABepraemMbix 00ny4eHuto. [nacTtmaccoBblie
A03UMETPbI OOKHbI MPUMEHATLCS NULLb B Npeaenax cpoka 4EUCTBUSA NX KannbpoBKu.
[Moka3aHnsa 0O3MMETPOB HEOOXOANMO CHMMATb B TEYEHME KOPOTKOro OTpe3ka BPEMEHN nocre
obny4yeHus.

107. (100) B kayecTBe cpeacTBa 4OMOMHUTESNIBHOIO KOHTPOSISE MOMYT MCMNOSIb30BaTbCS
Buonornyeckne HOMKaTopbl.

108. (101) Npouenypbl Banugaumm OOSHKHbI FapaHTUPOBaTb, YTO YYTEHO BIUAHUE pa3HOMU
NNOTHOCTU YKIaZKnN CTEPUNN3yemMomn NPoayKLMK.

109. (102) MNpouenypbl 0bpaleHnsa ¢ MatepmanaMmmn SOSKHbI NpeaoTBpaLaTb NnepenyTbiBaHne
mexay 00nyyYyeHHbIMU 1 HeOBNy4YeHHbIMM MaTepranamu. Ha kaxayro ynakoBKy OOSDKHbI ObITb
HaHeCeHbl YyBCTBUTENbHbIE K U3ITyYEHUIO LBETOBbIE MHOMKATOPbLI AN TOro, YTobbl pasnuyaTb
yNakoBKW, NpoLUeALIne 1 He npoweailumne obnydeHue.

110. (103) CymmapHas nornoLieHHas go3a uanyyeHnsa gosmkHa obiTb HabpaHa B TeveHne
BPEMEHN, OTBEAEHHOro Ha NPoLecc CTepunmnsaunn.

XIX. Ctepunusaumsa oKkCMaoM 3TUseHa

111. (104) 3TOT MeTOA MOXET ObITb NCNONBb30BaH TONbKO TOrA4a, Korga HEBO3MOXHO
ncnonb3oBaHne gpyroro cnocoba. Bo Bpemsa Banugaumm npouecca A0MKHO ObiTb AOKa3aHo,
YTO OTCYTCTBYET NoBpexaatllee BNnsHME Ha NPoaYKUMIO, a NpeayCMOTPEHHbIe Ans
Aerasaumm ycrnoBusi U BpeMsi TakOBbl, YTO KONTMYECTBO OCTATOYHOIO rasa u NnpoayKToB peakumm
OyaeT HaxoouTbCsa B AONYCTUMbIX Npeaenax, yCTaHOBEHHbIX ANs AaHHOro Buaa NpoayKumm
unu maTtepuvana.

112. (105) CyLiecTBeHHOE 3Ha4YeHne MMeeT HENOCPEACTBEHHbIM KOHTaKT MexXay rasom u
MUKpoopraHnamamu. Heobxoammo NpuHATbL Mepbl NPeAOCTOPOXKHOCTU OT BKIOYEHUS
MUKPOOPraHn3mMoB B Matepuan (Hanpumep, B KpUCTansbl UNn BbiCyLIEHHbIN 6enok). Bug n
KONMYeCTBO YNaKOBOYHbIX MaTtepuanoB MOryT CyLLLeCTBEHHO NOBMAMUSATL Ha NpoLecc.

113. (106) Nepen ob6paboTkoM ra3aom OOMKHO ObITb 06ecne4YeHo COOTBETCTBME BNAXKHOCTU U
TemnepaTtypbl MaTepuanoB TpeboBaHnsM npouecca. TpebyeMoe A5isi 3TOro Bpemsi AOMKHO
ObITb, MO BO3MOXXHOCTU, MUHUMATbHbLIM.



114. (107) KaxgbI UMkn cTepunuaaumm JoSHKEH KOHTPOIMPOBaTLCS C MOMOLLbIO
COOTBETCTBYHOLUUX BMONOrnYecknx MHANKaToOpPoOB, HEOBX0AMMOE KONIMYECTBO KOTOPbLIX AOMKHO
ObITb paBHOMEPHO pacnpeneneHo no Bcen 3arpyake. MNonyvyeHHas npy 3ToM MHGOPMaLUms
AOJIMKHA COCTaBNATb YacTb JOCbE Ha CEPUIO TOTOBOW MPOAYKLNN.

115. (108) [inga kaxxgoro umkna crepunusaunm JoSmKHbl ObiTb 0OPMIIEHbI 3anNncK C yKazaHnem
BPEMEHW MNOSMHOro 3aBepLUeHUs LMKIa, AaBreHus, TemnepaTypbl 1 BNaXHOCTN B KaMepe BO
BpeMsi npoLecca, a Takke KOHLUEeHTpauun 1 obLero KonuyecTsa UCnorb30BaHHOIO rasa.
[aBneHve n Temnepatypy Heo6XO0ANMO PErmcCTPUPOBaTh Ha NPOTSHKEHUM BCErO LMKIa Ha
anarpamme. 3TU 3anmMcu JOMKHbI COCTaBMATb YaCcTb JOCbE Ha CEePUI0 rOTOBOW MPOAYKLMN.

116. (109) 3arpysky nocrne crepunmusauum HeobxoaAMMO XpaHUTb NO4 KOHTPOEM B YCITOBUAX
BEHTUNAUMMK, YTOObI 06eCcnevnTb CHMKEHMNE COAEPKAHNA OCTAaTOMHOrO rasa 1 NPOAYKTOB
peakLumn 0O YCTAHOBEHHOro npegena. 3ToT Npouecc AOMKEH NPOMTU Banvaaumio.

XX. dunbTpaumsa nekapCcTBEHHbIX CPeACTB, KOTOPbIe He MOryT ObITb NPOCTEPUITU3OBaHbI
B OKOHYaTesNIbHOW ynakoBKe

117. (110) NMpoBeaeHune cTepnnuaytoLlen punbTpaumm He ABNAETCS 4OCTAaTOYHbIM YCIOBUEM
cTepunmsaummn, ecnm BO3MOXHO NPOBEAEHNE CTEPUNM3ALINN NPOLYKUNN B OKOHYATENbHOWN
ynakoBke. [1peanoytuTensHbiM ABNAETCS MeTo cTepunmsaumnmn napomMm. Ecnun npogykumns He
MOXeT ObITb MPOCTEPUNN30OBAHA B OKOHYATENbHOW YNakoBKe, TO PaCTBOPbI UMW XXUAKOCTU
MOrYyT ObITb NPOPUITLTPOBAHbI YEPE3 CTEPUNbHBIA (OUNBTP C HOMUHAIbHBIM Pa3MepPoOM Nop
0,22 MKM (Un1 MeHee) unu Yyepes ounbTP C aHarnorm4YHOM cnoCoBHOCTLIO 3a4epPXMBaTb
MUKPOOpPraHn3mbl B NpefBapuTenibHO NPOCTEPUIN30BAHHbIE KOHTENHEPDLI (YNakoBku). Takune
dunbTpblI MOTYT yAansTb 60NbLUIMHCTBO GakTepun 1 NNecHeBbIX rpnboB, HO HE BCE BUPYChI UIK
MuKonnasmbl. [1oaTomMy gormkHa BbITb pacCMOTPEHa BO3MOXHOCTb AOMNOSTHEHUS NpoLecca
dunbTpaummn Tepmmudeckort 06paboTkon onpeaeneHHoOn CTeneHun.

118. (111) B cBsA3Kn € TeM, 4TO NpU CTEPUNMIYIOLLEN OUAbTPaALMN NO CPABHEHMIO C APYrMMKA
npoueccamun cTepunuaasmm cyLecTsyeT noTeHuManbHbI JONONHUTENBHBIA PUCK,
HenocpeacTBEHHO nepe hacoBKOM peKoMeHLyeTCa NOBTOpHaA unbTpaums yepes
AOMNOJSTHUTENbHbBIV CTEPUNN3YIOLWLMIA (PUNBLTP, 3a4epXXnBatroLLnn MUKPOOpraHnamel. [locneaHo
CTEPUNN3YIOLLYIO (hrnnbTpaumo HE0H6XOANMO OCYLLECTBIIATL Kak MOXHO Bnunxe K MecTty
doacoBKu.

119. (112) Heobxoammo ncnonb3oBaTb PUAbTPbI C MUHUMANbHLIM OTAENEHNEM BOJTOKOH.

120. (113) lNepepn ncnonb3oBaHMEM CTEPUNU3YIOLLErO ounbTpa U cpasy Nnocrie ero
Ncnonb3oBaHMs HEOHXOANMO NPOBEPSATL €ro LLENOCTHOCTb TaKMM METOLO0M, Kak "Touka
ny3blpbka", MeTogoM ANddY3MOHHOIo NOTOKa UK UCNbITaHMEM noA AasneHuem. [Npu
Banuaauun SOSMKHbI oNpeaensaTbCsa BpeMsi, Heobxoanmoe ans ounbTpaumm pacteopa
3agaHHoro obbema, n nepenag gasneHnn Ha ounbTpe. Jliobble CyLeCTBEHHbIE OTKIOHEHUS OT
yKa3aHHbIX NapaMeTpoB BO BpeMS TEKyLLEro NpoM3BoACcTBa HEOOX04MMO perMcTpmpoBaTh U
nccneposatb. Pe3ynbTaTbl 3TUX NPOBEPOK AOIMKHbI ObiTb BKOYEHbI B AOCHE Ha CEPUIO
npogykumn. Cpasy nocre ncnosib3oBaHns Heobxo4MMO NOATBEPXAATb LeSTOCTHOCTb
KPUTMYECKNX ra3oBbIX N BO3AYLUHbLIX PUAbTPOB. LIenoCTHOCTb ApYrnx ounbTPpoB LOSMKHA
noaTBepXxaaTbCs Yepes COOTBETCTBYHOLME MHTEPBAsbl BDEMEHM.

121. (114) He gonyckaeTcs ncnonb3oBaTb OAMH U TOT e unbTp B TeyeHne 6onee ogHoOro
paboyero AHs, 3a UCKIMOYEeHNEM CrnydaeB, Korga BO3MOXHOCTb boriee AnUTensHOro ero
NCronb30BaHWs NOATBEPXAEHa Banugaumen.



122. (115) dunbTp He JOMKEH oKa3biBaTb BNAHWE Ha NPOAYKUUIO, 3alepKMBas ee
WHrpeaneHTbl Unn BblAenss B Hee kakne-nnbo BeLlecTsa.

XXI. OkoH4YaHuMe npouecca Npon3BoACTBa CTePUNbLHON NPoAYKLUM

123. (116) YacTnyHO yKynOopeHHble hriakoHbl NOcne 3aBepLUEHNS NMMOMUITBHOIO BbICYLLUNBAHNUSA
AOJIMKHBI HAXOOUTBLCA B 30HE Kracca A [0 UX OKOHYaTENbHOMo YKynopueaHusi NPoGKOW.

124. (117) KoHTenHepb! (MepBUYHbIE YNAKOBKWN) JOMKHbI ObITb YKYNOpEeHbl COOTBETCTBYOLLMMU
cnocobamu, KoTopble NpoLwnv Banuaauuto. MNMpu ncnonb3oBaHnn MeToda 3ananku, Hanpumep,
CTEKIISIHHbIX UIK NyiacTMaccoBbIX amnyn, Bca npoaykunsa noanexuT 100%-HoMy KOHTPOSo Ha
LenoCTHOCTb. B Apyrnx cny4asix KOHTPOnb LEeNOCTHOCTU NPOAYKUUN OOIDKEH NPOBOANTHCA
yCTaHOBMNEHHLIMN METOA4AMM.

125. (118) Cucrtema ykynopuBaHus oriakOHOB, HarnoSIHEHHbIX B aCENTUYECKNX YCMOBUSIX, HE
SIBMSIETCA NONTHOCTLIO LIENTOCTHOWM 4O TEX NOop, NoKa Ha YKYNopeHHOM NpobKon driakoHe He
Oynet obxaT (3akaTaH) antoMUHUEBBI KONMA4voK (Kpbllka). B cBs3M ¢ aTum 00Xnm konnayka
nocre ykynopmaHusa npobkon Heo6X0ANMO BbINOSTHATL Kak MOXHO paHbLUeE.

126. (119) NockonbKy Npu 0BXMME KOMMayvkoB MOXET BblAENATLCA BOMbLIOe KONMMYECTBO
MexaHn4Yeckux Yyactuu, obopygosaHme ang obxmnma Heobxoanmo pasmellaTb OTAENBHO U
CHabXaTb CUCTEMOM BbITSXKKM BO34yXa.

127. (120) O6x1M KonnNavykoB Ha hrnakoHax MOXeT NPOBOAUTLCS KaK YacTb acenTU4eCcKoro
npouecca ¢ UCNosib30BaHNEM MPOCTEPUIN30BAHHbBIX KOMMAYKOB UMK B YCITOBUAX YNCTOMO
nomeLLeHNsa BHe acenTu4ecKkom 30Hbl. B nocnegHem cnyvyae gonakoHbl AOMKHbI 6bITh
3alumueHbl 30HOM Knacca A, noka He MOKUHYT acenTUYecKyto 30Hy, U B JalbHenLwem
YKynopeHHble npobkamu pnakoHbl OMKHbI OblTh 3aLLMLEHbl NyTEM NO4a4M YNCTOro Bo3ayxa
Knacca A, noka Ha HuUX He ByayT obxaTbl KOnnayku.

128. (121) dnakoHbl 63 NpobKkM NN co cMeLLeHHon NPobKon HeobxoaMMO yaansaTb 40
obxnma konnayka. B crniydyae ecnv npmn o6xmnme KonnayvykoB HE0O6XoAMMO BMeLLaTeNbCTBO
yenoBeka, AN UCKITHYEHMS MPSIMOro KOHTaKTa ¢ dofiakoHaMn 1 MMHUMM3aunum MMKPOBHON
KOHTaMWHaLMM OOSMKHA MCMOMb30BaTbCsl COOTBETCTBYHOLAA TEXHOMOIMS.

129. (122) 3 deKTMBHBIM CPEACTBOM 3alLMTbl MOTyT 6bITb Gapbepbl UM U30MSATOPbI,
orpaHuymBatoLmMe gocTtyn B paboyyto 30Hy, obecneyvnBatolme Tpedyemble yCroBus u
CcBOAALLME K MUHUMYMY NPSMOK AOCTYN YeroBeka K onepauum ooxuma.

130. (123) NepBUYHbIE YNAKOBKN, repMETU3NPOBAHHbIE MO BaKyyMOM (BaKyyMHbIE YNaKOBKW),
OOJIMKHBI MPOBEPATLCA Ha COXpPaHeHne Bakyyma nocrne 3apaHee onpenerieHHoro npoMeyTka
BpeMEHMN.

131. (124) MNepBUYHbIE YNAKOBKN C NPOAYKLMEN ANS NapeHTepanbHOro BBeAeHNs Heobxoammo
NpoBepsATb MHANBUAYAINbHO (MOLWTYYHO) HA HanNn4ne NOCTOPOHHMUX BKIMKOYEHUIN UK OPYTnX
HEeCOOTBETCTBUI MO Ka4yecTBY. BuayanbHbii KOHTPONb AOMKEH NPOBOANTLCS NpU
YCTaHOBMEHHbIX YPOBHSIX OCBELLEHHOCTU U dhoHe paboyero nonsa. Heobxoaumo perynsipHo
NpoBEpPsATb 3peHME 0NepaTopoB, BbIMNOMHSLWMX BU3YyarbHbIl KOHTPOMb (ECnK onepaTopbl
NCNOnNb3YyHT OYKKN, TO NPOBEPKA 3PEHUSA NPOBOAUTCA B O4YKax). B xooe BM3yanbHOro KOHTpons
NpoAayKuun pekomeHayeTcs A40CTaTOYHO YacTo OpraHn3oBbIBaTb NEPEpbIBbI B paboTte
onepaTopoB. [1pn ncnonb3oBaHMM ApYrnx METOAOB KOHTPOMA NPOLLECC KOHTPONsa Heobxoanmo



BanManpoBaTb, COCTOsIHME 060pya0BaHNS HEOGXOAMMO NEePUOANYECKN NPOBEPSITh.
PesynbTaTbl BU3yanbHOro KOHTPONS AOJMKHbI ObiTb 0OpPMIIeHbl JOKYMEHTarbHO.

XXII. KoHTponb KayecTBa

132. (125) NcnbiTaHne roToBbIX NPOAYKTOB Ha CTEPUNBHOCTb HEOHXOANMO paccMmaTpuBaTb
TONbKO KakK 3aBepLUaloLLni 3Tan B CEPUM KOHTPOSbHbLIX MEPOMPUATUNA, rapaHTUPYOLLINX
cTepunbHOCTb. MeToamka ncnbiTaHNsA Ha CTEPUNBHOCTL AOSMKHA ObITb BanuaMpoBaHa ans
Kakgoro npoaykra.

133. (126) B cny4yasix, korga nonyyYeHo paspeLleHne Ha BbiNyCK CTePUbHOM NPoayKLUMn Mo
napameTtpam (Mpunoxenne Ne 17 k HacToswmm NpaBunam), ocoboe BHUMaHNE OOSMKHO
yaenaTbCa Banvaaumm n KOHTPOIKO BCEro TEXHOMOMMYeCcKoro npowecca.

134. (127) Boibopka 0bpa3LoB npoayKLmm, KoTopble Bbinn oTobpaHbl Ans npoBeaeHUs
NCMbITaHMS Ha CTEPUIBbHOCTb, A0IKHA ObITb penpe3eHTaTUBHON 4N BCEN cepun, U
obda3aTenbHO BKItoYaTh 06pasLbl, 0TOOpaHHbIE U3 TEX YacTen cepumn, Ana KOTopbIX
npegnonaraeTcst HaMboNbLUMA PUCK KOHTAMWHALUKW, B YACTHOCTH:

a) (a) anga NpoayKTOB, HAMOSHEHHbIX B aCENTUYECKNX YCIOBUSX, 06pasLbl AOKHbI BKAOYATb
KOHTENHEPbI (MepBUYHbIE YNAKOBKK), B KOTOPbIE MPONCXOAUITIO HANOMIHEHWE B Havarne u B KOHLEe
NPOM3BOACTBA Cepun, a Takke nocne nboro 3HaYNTeNbHOro BMELLaTenbLCTBa;

0) (b) ans npoayKToOB, NPOLLEALINX TEPMUYECKYHO CTEPUMNN3ALMIO B OKOHYATENbHOW YNaKoBKe,
AOJTKHO BbITb yaeneHo BHUMMaHne oTbopy npob 13 noteHumanbHO CaMblX XONOAHbIX YacTen
3arpysku.

* CnpaBoyHo: TOCT P NCO 14644-1 (EN ISO 14644-1).

** CnpaBoOYHO: YKa3saHus o NpoBeAeHUIO UCTbITaHUI ANS NoOATBEPXOAEHNA NOCTOSAHHOIO
COOTBETCTBUSA 3aaHHOMY Kraccy 4nctoTbl npueeaeHsl B ctangapte FOCT P UCO 14644-2 (EN
ISO 14644-2).

MpunoxeHne Ne 2
Kk Npasunam opraHmnsaumm NpomM3BoaCTBa
N KOHTPOIS KayecTBa NeKapCTBEHHbIX CPeaCTB

MpounsBoacTBo GMonornyecknx (B ToM Yncrie MUMMyHoO6MONOrn4ecKknx)
chapmaueBTUUYECKUX CYOCTaHLUM U NleKapCTBEHHbIX NpenapaToB

I. O6nactb npumeHeHus

1. TexHonornsa nponsBoAcTBa OMONOrMYeckmx (B TOM YnCrne MMMyHOBMONOrMYECKNX)
hapmaLeBTUYECKNX CyOCTaHUMN 1 BUONorMYecknx nekapcTBeHHbIX NpenapaToB (ganee -
"Gruonoruyeckue papmaueBTUYeCcKme CyoCcTaHUMM 1 NekapcTBEHHbIE npenapartbl”) aBnsaeTcs
KpUTUYeckum akTopoMm, onpeaenstowmm COOTBETCTBY LN PErYNIATOPHbIA KOHTPOSb.
dapmaueBTMYECKME CyOCTaHUMM N NeKapCTBEHHbIE NpenapaTtbl MOryT ObiTb OnpeaeneHbl Kak
BGuonornyeckune B 3HaYNTENBHOM MEPE UCXOAst U3 TEXHONOMMM UX NPoM3BoACTBaA. HacTosiwee
[MpunoxeHne cny>xMT pyKoBOACTBOM 5151 BCEro cnekTpa buonornyeckmx papmaueBTUYECKNX
cybCcTaHumMiM 1 BMONOrMYecknx NekapCcTBEHHbIX NpenapaTos.



2. TpeboBaHus, yCTaHOBMEHHbIE HACTOALWMM [MprnnoxXeHnem, pacnpocTpaHaTCs Ha
aHTUMBUOTUKM Ha Bronornyecknx ctagusax nx nponssoactea. lNpasuna nponssoacTea
NeKapCTBEHHbIX NMpenapaToB, NONyYeHHbIX U3 PPakLMOHNPOBAHHOW JOHOPCKOW KPOBU UIA
nnasmbl, yctaHosreHs! Mpunoxennem Ne 14 k HacToAwmm MNpaBunam, a Ans HeTpaHCreHHbIX
pacTUTENbHbIX NIeKapCTBEHHbIX NpenapaTos - [MpunoxeHnem Ne 7 k HacToAwmm Npasunam.

3. Hactosiwee lNpunoxeHne pasgeneHo Ha ABe OCHOBHbIE YacTu:

a) (a) O6bwee pykoBoacTBo (Yactb A) - cooep>XUT SONONHUTENbHbIE NpaBua NPON3BOACTBA
Buonornyecknx apmaLeBTUYECKNX CyOCTaHUUIN 1 NEKapCTBEHHbIX NpenapaToB, HaYnHas oT
KOHTPOMS MOCEBHbIX KyNbTyp U BAHKOB KNETOK 1 3aKkaH4YnBasi 3akNiYUTENbHLIMU OnepaumsamMm 1
npoBeAeHNEM UCMbITAHU;

6) (b) CneumanbHoe pykoBOACTBO NO OTAENbHLIM TUNam npoaykumm (Yacte B) - cogepxut
AOMONHUTENBbHOE PYKOBOACTBO ANsi OTAENbHbIX TMNOB B1onornyeckmx bapmMaLeBTUYECKNX
cybCTaHUMIM 1 NekapcTBEHHbIX NpenapaTos.

4. ObnacTtb NnpuMeHeHns HacToswero NpunoXxeHus BKNIOYaeT ABa acrnekra:

a) (a) ctagusa npoM3BOACTBA: 4O TOr0 MOMEHTA, Noka buonornyeckme hapmaueBTnyeckme
cybGCTaHUUKM HE CTaHYT CTEPUNbHLIMWU, OCHOBHbLIM AOKYMEHTOM ANs HUX siBnseTcs rnaea |V
HacToswwmx MNpasun. NpaBuna ans nocnegyrowmnx cTagmin Npon3eBoacTea bronornyeckmnx
neKkapCTBEHHbIX NpenapartoB cogepxaTtcs B rnase |l HacToawwmx MNMpasun;

0) (b) BuA npoaykummn: HacTosee MNpunoxeHne SBAsSeTCS PYKOBOASALLMM LJOKYMEHTOM A4
BCEro cnekrtpa 6monorn4yecknx NekapCTBEHHbIX NpenapaTos.

5. 31K aBa acnekta npegcrasneHbl B Tabnuvue Ne 1. YpoBeHb TpeboBaHuin ycunmeaeTcs no
Mepe nepexoaa OT PaHHUX K MO3AHUM CTagusM Npou3BoacTBa G1onormyeckmnx
dhapmaLeBTUYECKNX CyOCTaHLMIN, OQHAKO NPUHLMNbLI HAcToAWMX MpaBun AOMKHbI
cobntogartbes Bcerga.

6. Ecnv HopmaTuBHBLIMY NpaBoOBbIMY akTamu Poccuickon degepaumm yCTaHOBMEHbI
crneumanbHble TpeboBaHus:

a) (a) anga TKaHen n KNeToK, UCMNoNb3yeMbIX ANA NPOU3BOACTBA NEeKapCTBEHHbIX CPEACTB,
KOTOpble CTaHOBATCA Bronornyeckummn apmaueBTUY4eCcKMMU CyOCTaHUMSAMN 5151 HEKOTOPbIX
BMAOB BMONOrnMYeckmx nekapCTBEHHbIX NpenapaTos;

0) (b) B OTHOLLEHMM BbICOKOTEXHOOMMYHbIX SIeKapCTBEHHbIX NpenapaToB, B KOTOPbIX KPOBb U
KOMMOHEHTbI KPOBU MCMONb3YHTCA B KAYECTBE NCXOQHOMO Cbipbsi B YaCTU YCTAHOBEHUSA
TpeboBaHu K 0TOOPY AOHOPOB, K Ka4YecTBy M 6e3onacHOCT Npu 3abope, TECTUPOBAHUM,
0b6paboTke, XxpaHEHUN N TPAHCMOPTUPOBKE YEITOBEYECKON KPOBM 1 €€ KOMIMOHEHTOB;

B) (C) AN NPpOM3BOACTBA M KOHTPOINSA rEHEeTUYECKN MOANMULIMPOBAHHbBIX OPraHN3MoB, B
OTHOLLEHMM KOTOPbIX AOIMKHA ObITb 0b6ecneveHa 1 cobnogeHa COOTBETCTBYOLLAA N30MALMS U
Apyrue Mepbl 3almTbl HA 06BbEKTax, rae OCyLecTBseTcs Kakas-nmbo paboTa ¢ reHeTU4eckn
MOANULMPOBAHHBIMU MUKPOOPraHn3mMamu, B LENsiX yCTaHOBNEHUS U coObBnoaeHus
COOTBETCTBYHOLLErO YPOBHSA Buonornyeckon 6es3onacHocTu, - Takme TpeboBaHna OOKHbI
cobntogaTbes.

Tabnuua Ne 1. Obnactb NpuMeHeHns HacTosLero MNMpunoxeHus



[I. MpyuHUMN

7. Npoun3BoacTBo BMonorndecknx hapmaLeBTUYEeCKUX CyBCTaHUUI U NEKAPCTBEHHbIX
npenapaToB UMEET CBOK Crneunduky, onpeaensieMyto XxapaktepomM NpoaykLumMm n TeXHonornemn
NpPon3BOACTBA. XapaKkTep NPOM3BOACTBA, KOHTPOSIS U NMPUMEHEHUS BMONOrM4YecKnx
NeKkapCTBEHHbIX NpenapaToB TpebyeT 0cobbix Mep NPeJOCTOPOXKHOCTMU.

8. B oTnnumne ot 0bbl4HbIX NeKapCTBEHHbIX CPEACTB, NPOM3BOAMMbIX C UCMONb30BaHNEM
XMMUYECKUX N (PDU3NYECKMX METOAOB, CNOCOOHBLIX 4EMOHCTPUPOBATL BbICOKYHO CTEMEHb
HaZe>XXHOCTW, NPOM3BOACTBO BMONOrMYecknx papmaLeBTUYECKUX cybcTaHLMi 1
neKapCcTBEHHbIX NpenapaToB BKoYaeT B cebsi ucnonb3oBaHMe 61oNornyeckmx NpoLeccos u
mMaTepuarosB, Takmx Kak KyNbTUBMPOBaHME KINETOK UMK 3KCTparnpoBaHne MaTepuana u3 XuBbix
OpraHn3MoB. Yka3saHHble 61Monormyeckme npoLeccbl MoryT AEMOHCTPMPOBaTL CBOMCTBEHHYHO
UM N3MEHYMBOCTb, YTO NPUBOAMT K CyLLEECTBEHHOMY Anana3oHy NoOOYHbIX NPOAYKTOB
pasnu4yHon npupoabl. Mo3aToMy NPUHLMMLI yNpaBreHUs puckaMu Ans kayectsa 0cobeHHo
Ba)XHbl 1151 AAHHOrO Krnacca MaTepuvarnoB U AOMKHbI cobntogaTtbes npu pa3paboTke MeTo40B
KOHTPOIS Ha BCEX CTaausix MPOU3BOACTBA ANsi MUHUMU3aUny BapmabenbHOCTM U YMEHbLUEHMS
BO3MOXHOCTU KOHTaMMHALIMN N NEePEKPECTHOM KOHTAMUHALMMN.

9. MaTepwuansbl, nUTaTenbHble cpeabl N YCroBUs KyNbTUBMPOBAHUS LENEeBbIX MUKPOOPraHU3MOB,
KYyNbTYp KNETOK, BUPYCOB BO MHOIOM CMOCOOCTBYHOT BO3MOXHOCTU POCTa KOHTAMUHMPYHOLLMX
areHToB. MHOrve nekapcTBeHHbIe NpenapaTtbl UMEKT OrpaHUYEHHY YCTOMYMBOCTD K
LLMPOKOMY CMEKTPY METOO0B OYNCTKM, B OCOBEHHOCTUN K MeToAaM, NpeAHasHa4YeHHbIM Ans
WMHAKTMBALMM UMK YCTPAHEHNS MOCTOPOHHUX BUPYCHbBIX KOHTaMUHAHTOB. [1ns cBeaeHus K
MUHUMYMY BO3MOXHOCTW Takon KOHTaMUHaLMK NPOU3BOANTENb OOIMKEH yAenaTb OCHOBHOE
BHMMaHME NNaHNPOBaHUIO TEXHOMOIMYECKOro NpoLecca, KOHCTPYKUUKM 06opyaoBaHms,
noMeLLeHUn, cuctem obecneyeHmst, yCrioBUSIM NPUroToBreHns n gobasneHus 6ydepos u
peareHToB, 0TOopy NpPob 1 0By4eHuto nepcoHana.

10. Cneundukaumnm Ha NpoAayKLUMIo (B HaCTHOCTH, crneumndukaumum B obLmx papmakonemnHbix
cTaTbsX, hapMakonemnHbIX CTaTbsAX, PErMCTPaLMOHHOE OOCHE) AOMKHbI ONpeaensaTb, MOTyT N
(» ecnu MoryT, TO 0 KAKOW CTENEHN N 0 KaKOW CTaaun) BeLLeCTBa U MaTtepuarnbl UMeTb
onpeaeneHHbIN YpoBEHb OMOHArpy3KM UNn e OHW O0ITKHbI ObITb CTepunbHbIMU. [pon3BoACTBO
TaKkKe QOMKHO COOTBETCTBOBATL APYrnM TpeboBaHNSM, N3NOXEHHBbIM B PErMCTPaLMOHHOM
aocbe Nnbo B NPOTOKOSE KIMHUYECKOro UccreaoBaHns (Hanpmmep, KonmM4ecTBO reHepauun
(yoBoeHuin, naccaxen) mexay noCeBHOM KynbTypon unm 6aHKOM KIeTok).

11. Ons 6uonormyeckmx matepmasnos, KOTOpble He MOTyT ObITb NPOCTEPUNN3OBaHbI (Hanpumep,
nytem punbTpaumm), NPOM3BOACTBO AOMKHO NPOBOANTLCA B aCENTUYECKMX YCNOBUAX ANs
MUHUMN3ALNN PUCKa BHECEHUS] KOHTAaMWHAHTOB. [1na pernameHTaumm onpeaeneHHbIX
NPON3BOACTBEHHBIX METOA0B, HANPUMEpP, AN yAaneHnsa UM NHakTMBauum BUpYCcoB,
HeobXo04MMO PYKOBOACTBOBATLCHA COOTBETCTBYOLMMN YTBEPXKAEHHBIMM NpoLeaypamMu.
MpmeHeHne COOTBETCTBYIOLLENO KOHTPOMS U MOHUTOPMHIA 3a COCTOAHMEM MPOU3BOACTBEHHOM
cpenpbl, 1, rae 3To SABMSeTCH BO3MOXHbIM, CUCTEMbI YOOPKK 1M CTepunmaaumm "Ha mecTte" BmecTe
C MCNONb30BaHMEM 3aKPbITbIX CUCTEM MOXET 3HAYUTENBHO YMEHBLUNTL PUCK CITyYanHOM
KOHTaMuHauum 1 NnepekpecTHOM KOHTaMUHaLUNN.

12. KoHTponb BKNtovaeT B cebs Guonornyeckne aHannTnyeckme Metoabl, KoTopble
XapakrepuayoTca 6onee BbICOKOW CTENEHbI BapnabenbHOCTH, YeM PUBNKO-XUMNYECKME
meToAbl. [oaToMy Npu npon3BoacTBe Buonormdecknx hapmaneBTUYECKUX cybcTaHumin n
NeKkapCTBEHHbIX NpenapaToB KMIOYEBYIO POSb UrpaeT HageXHbI NPOM3BOACTBEHHbIN NpoLecc,
1 ocoboe 3HavYeHne NMeeT KOHTPOIb B NpoLiecce Npon3BOACTBA.



13. Buonornyeckne nekapcTBEHHbIE Npenaparbl, B COCTaB KOTOPbIX BXOAAT JOHOPCKUE TKaHM
UNKN KNETKN, KaK Hanpumep, onpeaeneHHble BbICOKOTEXHOOMMYHbIE NTEKapCTBEHHbIE
npenapaTbl, AOIMKHbI COOTBETCTBOBATL TpeboBaHNAM 3akoHoAaTenbLcTBa Poccuimnckon
degepaumm B HacTu NPOCNEXMBAEMOCTU, YBEAOMITEHMS YIONTHOMOYEHHOro heaepanbHOro
opraHa UCNOSTHUTENbHOW BNacT 0 HEGNAronpUATHBLIX PeakuMsX U KMMHUYECKUX Crydasax B Xo4e
Tepanuu, a TakKke B 4acTu TEXHUYECKMX TpeboBaHM No naeHTudnkaumm, obpaboTke,
NpenoXpaHEeHUIo, XPaHEHUIO N TPAHCMOPTMPOBKE AOHOPCKMX TKAaHEN 1 KneTok. 3abop
MaTepuanoB 1 NpoBeAeHME UCMbITAHUI OOMKHbI NPOBOANTLCS B COOTBETCTBUM C CUCTEMOWN
KayecTBa, N5 KOTOPOW onpenernexbl CTaHAapThl U TEXHUYECKME TpeboBaHuA.

14. buonornyeckue apmaueBTnyeckme cybcTaHLmMmM 1 nekapcTBeHHbIe npenapaTthl AOSMKHbI
COOTBETCTBOBATb TPebOBaHMSIM HOPMATUBHBIX NPaBOBbLIX akToB Poccuiickon deaepaunn B
OTHOLLEHMM YMEHbLLEHUSA pucka nepegayun Bo3byamrtens rybyaTon sHuedanonaTum >XMBOTHbIX
N NaTeHTHbIX BUPYCOB Yepes NekapcTBeHHbIe npenapaTbl AN MeauuUHCKOro NpUMeHEHUs 1
AN NPUMEHEHNS B BETEPUHAPUMN.

lll. O6wee pykoBoacTBo (Yactb A)
MepcoHan

15. (1) NepcoHan, paboTatoLwwmin B 30HaX NPOM3BOACTBA U KOHTPONS BUONOrMyeckmnx
hapmaLeBTUYECKMX CyBCTaHUNIN 1 NekapCTBEHHbIX NpenapaToB (B TOM YMChe nepcoHarn,
3aHATbI OYMCTKOWN, 0BCMY>KUBAHNEM UITM KOHTPOSMEM KavyecCcTBa), JOSDKEH NPOXOANTb 0byyYeHune
N nepuognyeckoe NoBTopHoe obyyeHne B COOTBETCTBUM CO CBOMMM 0BA3aHHOCTAMM U
crneumduKon NpomsBoaMMON NPOAYKLUNN, BKITOYaA BCe 0Cobble Mepbl MPeaoCTOPOXHOCTU A1
3aWmThl NPOAYKLMU, MepcoHana n oxpaHbl OKpyXxatoLlen cpeabl.

16. (2) Anga obecneyeHns 6e30nacHOCTN NPOAYKUMN SOSMKHO NPUHMMAaTbLCA BO BHUMaHWe
3g0poBbe nepcoHana. CoTpyaHWKK, 3aHATbIE B MPOM3BOACTBE, TEXHUYECKOM 0OCIYy>KMBaHUM,
NpoBeAEeHNN UCMbITAHUI N yXoa4e 3a XXUBOTHbIMM (B TOM YMCNe OCYLLECTBASOWME KOHTPONb),
npu He0BXoaMMOCTM OOITKHbI ObITb BaKLMHMPOBaHbI COOTBETCTBYOLLMMU CNeunduyeckuMmm
BaKUMHaMW, a TaKkke AOSMKHbI MPOXOANTb perynsipHble MeanUMHCKNE OCMOTPbI.

17. (3) JTobble 3aboneBaHusA NnepcoHana, KoTopble MOryT HebnaronpmMaTHO NOBMAUATL Ha
KayeCcTBO NpoAyKTa, LOIMKHbI MPEensaTCcTBOBaTb paboTe Takoro nepcoHana B NpovM3BoACTBEHHOM
30He, a COOTBETCTBYIOLLME 3anncu coxpaHaTbes. B nponssoacTee BakuuHbl BLK 1
neKapCTBEHHbIX NpenapaToB Ty6epKynmHa MoryT ObiTb 3aHATLI TONBKO COTPYAHMKMN, KOTOPbIE
perynsipHo NPOXoAAT NPOBEPKY MMMYHHOIO cTaTyca Unu peHTreHonornyeckoe obecnegosaHme
rpyaHon kneTtkn. COTpyaHMKN JOSMKHBI NPOXOAUTE MEAULIMHCKUIA OCMOTP C y4ETOM pUCKa,
KOTOPOMY OHU noaBepXeHbl. MeanumHCcKmii ocMoTp TpebyeTes anga nepcoHana, paboTtatoLiero
C OnacHbIMY OpraHn3Mamu.

18. (4) C uenbto MUHUMU3ALUN BO3MOXHOCTU NEPEKPECTHOM KOHTaMUHALMN HEOBX0ANMO
KOHTPONMpPOBaTb OrpaHMyeHne OBMXKEHNS nepcoHana (B TOM Yncre COTPYOHUKOB CyxObl
KOHTPOMS Ka4ecTBa, cneumannuctoB no obcnyxmnsaHmio n ybopke) Ha OCHOBE MPUHLMIMOB
ynpasreHus puckamu ang kadectsa. Kak npaBuno, He JonyckaeTcs nepexos COTpYAHUKOB U3
30H, A€ BO3MOXEH KOHTAKT C XXMBbIMW MUKPOOPraHu3MamMu, reHeTU4eCcKu
MOANULMPOBAHHBIMU OpraHn3MamMm, TOKCUHaMU UK XXMBOTHbLIMU, B 30HbI, IAe NpoBOaATCA
paboTbl C Apyron NpoayKuMemn, MHaKTUBMPOBAHHOW NPOAYKUMEN NN OPYTMMIU OpraHu3Mamu.
Ecnv nogobHbIx nepexoaoB n3bexatb HEBO3MOXHO, OOITKHbI ObITb NPUHATBI Mepbl ANg
KOHTPOJISi KOHTaMWHALMM COrfacHO NPUHLMMNaM yrnpasreHna puckaMmn st KayecTBa.



NMomelweHnsa n obopyaoBaHme

19. (5) CTeneHb KOHTPONSA NPOU3BOLACTBEHHOW Cpeabl B OTHOLLUEHUN KOHTaMUHALMK YacTuLaMm
N MUKPOOpraHn3Mamu B Npon3BOACTBEHHbLIX MOMELLEHNSAX OOSMKHA COOTBETCTBOBATbL BUAY
hapmaueBTUYECKON CyOCTaHUMK, MPOMEXYTOYHOMN N TOTOBOW NPOAYKUUKN U CTagum
TEexXHonorn4yeckoro npouecca. lpun aTom He06X0AMMO YyUMTbIBaTb YPOBEHL KOHTAaMUHALUK
NCXOOHbIX MaTepmanoB 1 CTENEHb pUcKa A5l rOTOBOro NpoaykTa. B nporpammy MOHUTOPUHra
NPON3BOACTBEHHOW Cpeabl AOMKHbI ObITb AONONTHUTENBHO BKMOYEHbI METOAbLI AN
onpeaeneHns NPUCYTCTBUS Cneunduyecknx MMKPOOpPraHn3amoB (B YaCTHOCTUW, OpraHn3ma-
X035IMHA, OAPOXKEBbIX, MNECHEBbLIX rPNbOB, aHAa3POOHBLIX MUKPOOPraHN3MOB), ECINN Ha 3TO
yKasblBaeT NpoLece yrnpaBneHnsa puckaMmm Ansi KayecTBsa.

20. (6) Npon3BoACTBEHHbIE N CKITAACKME MOMELLEHUS OOITKHbI OblTb CMPOEKTUPOBAHbI C y4ETOM
TpeboBaHWMI K Kraccam YMCTOTbI, a NPOLLECChI CNNaHMPOBaHbl Takum 06pa3om, 4ToObI
npefoTBPaTUTb KOHTaMUHAUMIO MPOAYKLMM NOCTOPOHHUMM BellecTBamMu. NpegoTepalyeHne
KOHTaMunHauun aenseTcs bonee adpdeKTUBHbIM, YeM ee OBHapy>XeHne 1 ycTtpaHeHue, XOTS
KOHTaMUHaLUMA MOXeT NPOABUTBCA BO BPEMS TakuX MPOU3BOACTBEHHbIX MPOLIECCOB, Kak
dhepmMeHTaLmnsa 1 KyNbTUBMPOBAHNE KNETOYHbIX KyIbTyp. KOHTPOSbHbIE U3MEpPEHUs, BKINoYas
KOHTPOSb CUCTEM OBecneyYeHnss U KOHTPOSb MPOM3BOACTBEHHON Cpenbl, OMKHbI NPOBOANTHCA
B COOTBETCTBMM C NPUHLMNaAMK yNpaBrneHus puckaMu Ang kayectsa Ha ydacTkax, rge npoxogat
OTKPbITblE NPOLLECCHI M NPOAYKLMA MOXET ObiTb NOABEPXKEHA HENOCPEACTBEHHOMY
BO3JEeNCTBUIO MPOM3BOACTBEHHON cpeabl (Hanpumep, BO Bpems JobaBneHnsa BCrnoMoraTenbHbIX
BeLLeCTB, cpen, bydepos, ra3oB, paboT BO BpeMsi MPOM3BOACTBA BbICOKOTEXHOMOMMYHbIX
nekapcTBeHHbIX npenapatos). [pu Bbibope nocnegoBaTenbHbIX KIacCoB YNCTOThI B
NPOU3BOLCTBEHHbLIX NOMELLEHNAX U COOTBETCTBYIOLLUMX METOLOB KOHTPOIS MPUHLNMbI
yrnpasreHns puckamu Ans KadecTsa JOSMKHbI yYUTbIBATb MPUHLMNbLI, N3MOXEHHbIE B
cooTBeTCcTBYOLWMX NyHKTax MpunoxeHna Ne 1 k HacToAwmm Npasunam.

21. (7) PaboTa C *u1BbIMU KneTkamu, yCTOMYMBBLIMU K Cpeae NPOM3BOACTBEHHbIX MOMELLEHUN,
AOJTKHA OCYLLIECTBNATLCS B CNeunanbHO NpeaHasHavYeHHbIX NPOU3BOACTBEHHbBIX MOMELLIEHNSX.
Ecnn B npon3BoacTBe NPUMEHSIOTCS NaTOreHHbIe MUKPOOPraHn3ambl (Hanpumep, 1 1 2 rpynnbl
NaTOreHHOCTN), TO TaKkKe HeOBX0aMMO NCMOMbL30BaTh TOSLKO CreunanbHO NpegHasHavYeHHbIe
OISt 9TOro NPOU3BOACTBEHHbLIE MOMELLEHMS.

22. (8) Ncnonb3oBaHne 0gHOro NOMeELLEHUS ANs MTPON3BOACTBA HECKOSBbKNX NEeKapCTBEHHbIX
npenapaToB MOXeT ObITb pa3peLleHo, eCnn NePeYnCriEHHbIE HKE UM SKBUBASIEHTHbIE
drakTopbl U MeponpuATUSA (COOTBETCTBEHHO paccMaTpuBaeMbIM TUNaM NPOAYKLUNN) ABNSKOTCS
4acCTb A(PPEKTUBHON CTPATENMMN KOHTPOMA, HanpaBneHHOW Ha npeaoTBpalleHmne
nepekpecTHOW KOHTaMUHaLuu:

a) (a) 3HaHMe OCHOBHbIX XapaKTEPUCTUK BCEX KITETOK, OPraHn3MoB 1 NMOObIX MOCTOPOHHUX
areHToB (Hanpumep, NaTOreHHOCTb, BO3MOXHOCTb OOHAPY»KEeHUS1, YCTOMYMBOCTb,
BOCMPUMMUYMBOCTb K MHAKTMBaLMK), paboTa ¢ KOTOPbIMU OCYLLECTBASIETCA B OQHUX U TEX XKe
NoMeLLEHNSX;

0) (b) npn npomnsBoAcCTBE NPOAYKLMM N3 MHOTOYUCIEHHBIX ManNeHbLKNX CEPUN, NONTyvYaembIX U3
PasnnMyHOro NCXOAHOrO Chipbs (HAaNpUMeEp, NekapCTBEHHbIE NpenapaTbl HA OCHOBE KNETOYHbIX
TEXHONOrM) Ha cTagmm pas3paboTkn CTpaTernm KOHTPOIS AOIMKHbI YYUTbIBATLCS Takme
hakTopbl, KaK COCTOSAHME 300POBbSA JOHOPOB C LIESIbI0 CHUXKEHUS pUCKa NOSTHOW NoTepu

npoaykumu;



B) (C) NnpedoTBpaLleHme nonagaHus >XMBbIX MUKPOOPTraHU3MOB M CNOP B CMEXHbIE NOMELLEHMS
UnNn Ha obopyaoBaHMe NyTem ornpeaeneHnst Bcex NoTeHumanbHbiX MapLUpyTOB NepekpecTHOM
KOHTaMMHaLMM U UCMNONb30BaHUS 04HOPA30BbIX KOMMOHEHTOB M COOTBETCTBYHOLLMNX
NH)XEHEPHbIX MEPONPUATUIA (HanpuUMep, 3aKpbITbIX CUCTEM);

r) (d) HanMyme MeponpUATUI KOHTPONS MO yAaneHno MUKPOOPraHM3MOB 1 Cnop nepes
nocrieayoLwmm Npon3BoACTBOM ApYyron npoaykumu. Npoueaypbl O4UCTKN U JEKOHTaMUHALUN OT
MUKPOOPraHM3MOB 1 CNOP AO0SMKHbI ObITb OTBaNMANPOBaHbl (B TOM YMChe 4SS CUCTEM
OTONNEHUNA, BEHTUNALMM N KOHOULNOHUPOBAHMSA BO3ayXa);

A) (e) ecnn MUKPOOpPraHn3mbl SBIISKOTCA YCTONYMBBLIMU K YCNOBUAM MPOU3BOACTBEHHOM Cpeabl U
B pacrnopsiXeHun MeKTCA COOTBETCTBYIOLLNE METOAb!, KOHTPOMb NPOU3BOACTBEHHOM Cpeabl,
crneumduyecknin 4ns nosy4yaemMoro MMKpoopraHnama, Heob6xoaMmo NPOBOAUTL B CMEXHbIX
30Hax BO BpeMs NPOM3BOACTBA M NOCHe 3aBepLUeHUss OYUCTKN 1 AeKOHTaMuHaumn. Takke
HY>XHO NMPUHUMATb BO BHUMaHWE PUCKU, CBA3AHHbIE C UCMONb30BaHNEM OnpeaesrieHHOro
KOHTPOSbHO-N3MepUTENBLHOro obopyaoBaHus (Hanpumep, Ansa onpeaeneHns Yactul B BO3ayxe)
B 30Hax, rae NpoBoAAaTCs paboThl C XMBbIMU U (M) CNOPOOBPa3YIOLLIMMN MUKPOOPraH3Mamu;

e) (f) npoaykuus, obopygosaHue, BcnomoratensHoe obopyaoBaHue (Hanpumep, ans
KannbpoBKkM 1M Banugaumm) n ogHopasoBble Matepuanbl AOSMKHbI NepeMeLaTbCsa B npegenax
npeaHa3Ha4YeHHbIX 30H 1 AOMMKHbI YAANSATbCA U3 3TUX 30H Takum o6pa3om, YTobbl
npeaoTBpaTUTb KOHTaMMHALMIO APYrMX 30H, APYrov NPOAYKLUMN Ha pasnnyHbIX CTaanax
NpOM3BOACTBA (B YaCTHOCTK, CrieayeT NpeaoTBpaTUTb KOHTAMUHALMIO MHAKTUBMPOBAHHbIX
NPOAYKTOB UM aHAaTOKCMHOB HEVMHAKTMBUPOBAHHbLIMU NPOAYKTaMK);

X) (g) Npon3BOACTBO HA OCHOBE MpPUHLMNA NPOBEAEHNST OAHOTUMHbIX LUKNOB NPOM3BOACTBA
(kamnaHun).

23. (9) HeobxoamMmocTb Hannumsa cneumanmampoBaHHbIX MOMELLEHWI ANa (PUHULLHOWN
006paboTkM (B YAaCTHOCTU, ANSA NPUrOTOBIIEHUS, HAMOMHEHUS, YNAKOBKN) ByaeT 3aBUCETb OT
nepeyYncneHHbIX Bbille (hakTopoB, a Takke OT 4ONOSTHUTESNbHbBIX (PakTOPOB B OTHOLLUEHUM
cneundmrkn GNONOrMYecKoro NeKapCTBEHHOro Npenaparta u XxapakTepucTuK Apyron NpoayKumm,
BKMOYas nobble Hebuonormyeckne NpoayKTbl, NPON3BOANMbIE B TEX XKe NoMeLleHusx. Ha
3aKNYNTENBHBIX CTaguAX MOryT NnoTpeboBaTbCs Apyrne Mepbl KOHTPOMS onpeaeneHHon
nocrnegoBaTenbHOCTU J06aBNeHNsA BELWECTB, CKOPOCTU NepeMeLlnBaHmns, KOHTPOMNSA BPEMEHM U
Temneparypbl, NpeAenbHOro BpeMeHn BO3AENCTBUA CBETA 1 repMmeTusaumm (nsonsumm), a
TaKke B Npoueaypax OYUCTKN B Criydae Nponunea (paccbinaHus).

24. (10) MeponpuaTtusa u npouenypbl, Heobxoanmble ans obecneveHns 6e3onacHoOCTU
NPON3BOLACTBEHHOWN Cpeabl N NepcoHana, He AOMKHbI NPOTUBOPEUYNTbL MEPOMPUATUSAM U
npouenypam, HeobxoaumMbiM ans obecneveHnst Ka4ecTBa NpPoayKTa.

25. (11) CuctemMbl BO3AyXOMNOArOTOBKM A0SMKHbI ObITb CIPOEKTUPOBaHbI, CKOHCTPYMPOBaHbI U
obcnyxmBaTbCA TakuM 06pasoM, YTOObI UCKITHOYNTE PUCK NEPEKPECTHOM KOHTaMUHaUMK Mexay
pasnNUYHbIMM NPOM3BOACTBEHHBIMWN 30HAMUN. Takke MOXET BO3HUKHYTb HEOOX0OUMOCTb B
OTAENbHbIX CUCTEMAX BO3O4YXOMNOArOTOBKN AN1S onpeferieHHbIX 30H. PelleHne 0THOCUTENbHO
NCNONb30BaHMSA CUCTEM BEHTUNALMN 63 peuLmpKynAaLnmM OOSMKHO OblTb MPUHATO HA OCHOBaHUMK
NMPUHLMMNOB yrpaBreHnsa puckamun Ans KavyecTsa.

26. (12) Paboty co cTepunbHOM NpoayKumMen HeobxoanmMo BECTU B 30HaX C U3ObITOYHbIM
AaBrneHneM, Ho B 0CobbIX 30HaxX B TOYKaX flokanuaaumm naToreHHbIX MMKPOOpPraHM3MoB
HeobxoaMMo co3gaBaTh OTpULATENbHLIN Nepenag AaBneHns Ans npeaoTBpaLleHns



pacnpocTpaHeHnsi KOHTaMUHAHTOB 3a Npeaenbl 3TUX 30H. Ecnn ans paboTbl B acenTu4eckux
YCINOBMSIX C MaTepuanamu, CoCTaBnsOLMMN 0cobbli pUCK (HanpuMep, ¢ NaToreHHbIMU
MUKPOOPraHn3MamMm) UCMorb3yHTCA 30HbI C NMOHMKEHHBIM AaBreHnem unm 6esonacHble GOKchl,
NX crnegyeT oKpy)XaTb 30HaMU COOTBETCTBYHOLLENO Klacca YACTOThbl C M3ObITOYHLIM JaBNEHVEM.
[aHHble nepenaabl 4aBneHUs OMKHbI OblTb YETKO onpeaeneHbl U AOMKHbl HAXOAUTLCSA NoA
MOCTOSIHHBIM KOHTPOMEM C COOTBETCTBYIOLLMMM HACTPOMKaMN aBapUNHOM CUrHanm3aumm.

27. (13) KoHcTpykums obopyaoBaHust, UCNOMb3YyeMOoro Ans paboTbl C XKUBbIMK
MUKpPOOpraHnamMamu n Knetkamu, Brrntovas obopyaosaHue gns otbopa npod, AosmkHa
NCKITH0YaTh BO3MOXHOCTb KOHTaMUHaLMN BO BpeMsi NpoBeaeHns pabor.

28. (14) KoHcTpyKums, obecneunsatoLlas NepBUYHYIO U30NALMIO, AOSMKHA UCKINYaTb PUCK
yTeukn BUONOrMyecknx areHToB B HENOCpPeACTBEHHOE paboyvee NPOCTPaHCTBO, YTO AOJTKHO
ObITb NOATBEPXKAEHO pe3yribTaTaMy TECTUPOBAHUSA C onpeaeneHHoNn NepUoanyHOCTbHO.

29. (15) Mpw HanNMYMM BO3MOXHOCTN peKOMEHAYETCH UCMNOSb30BaTb CUCTEMbI "OYNCTKM Ha
mecTe" n "obpaboTkm napom Ha mecte" ("cTepunusaymm Ha mecte"). KOHCTpYKUNSA BEHTUNEN Ha
dhepmeHTaTOpax AOMKHa NpeaycMaTpmBaTb BO3MOXHOCTb UX CTepUnNn3auumn napom.

30. (16) BoagyLHble punbTpbl 4OMKHBI ObITb rMAPO(OOHLIMU, CPOK X CIYXObl AOSMKEH ObITh
onpeaeneH B npouecce Banuaauny nytem NpoBepKu LIENOCTHOCTU C ONpeaeneHHon
NepuoanNYHOCTbIO COrflacHO COOTBETCTBYIOLLMM NPUHLMNAM YNPaBeHNa pyuckammn gns
KayecTBa.

31. (17) KoHCTpyKUMS OpEHAXKHbIX CUCTEM [OSMKHA NO3BOMATbL NPOBOAUTL 3(P(PEKTUBHYIO
HEeNnTpanu3auuio U AeKOHTaMMHALMIO CTOYHbLIX BOA A5 UCKITIOYEHUS pUCKa NepeKkpecTHOM
KOHTaMmuHauumn. [JormkHo ObiTb 06ecnedeHo BbINONHEHNe TpeboBaHMIM 3akoHO4aTENLCTBA
Poccunckon ®efepaumm ¢ LeNbIO MUHUMU3ALUMN PUCKaA KOHTaMUHALUK OKpY>KaloLen cpeabl B
COOTBETCTBUMN C pUCKaMU, CBA3AHHBLIMU C BMOMNOrMYECKON ONacHOCTLIO OTXO40B NPOU3BOACTBA.

32. (18) BBugy nameH4MBOCTN CBOMCTB BUOMOrMYECKMX NIEKAPCTBEHHbBIX CPeACTB Un
NpoLLEeCCOB MX NPOM3BOACTBA HEOHXOAMMO OTMEPUBATL UIK B3BELLMBATL Kakoe-nmbo
COOTBETCTBYHOLEE U (M) KPUTUYECKOE UCXOOHOE Chipbe (Hanpumep, NuTaTenbHble cpebl U
Oydepsbl) B Xoae TEXHOMOrMYeCcKoro npouecca. B atnx cnyyasix B npon3BoACcTBEHHOM 30HE
AonyckaeTcs XpaHeHne HebonbLUMX 3anacoB 3TOr0 MCXOLHOMO Chlpbsi HA NPOTAXEHUN CPOKa,
YCTAHOBMEHHOr0 Ha OCHOBAHUN COOTBETCTBYIOLLNX KPUTEPUEB (HAaNpmMmMep, ANMTENbHOCTb
NPOM3BOACTBa CEPUN UMW ANNTESNBbHOCTb KaMnaHun).

KuBoTtHble

33. (19) [Ins nponsBoacTBa BMONOrMYECKMX fieKapCTBEHHbIX NpenapaToB UCMONb3YHTCS
pasHble BUAbl XXMBOTHbIX. MOXHO BblAenuTb ABe 6onbLune rpynnbl UCTOYHUKOB:

a) (a) XuBble XMBOTHblE, 06 beAMHEHHbIE B rpynnbl, cTaga, ctan. Hanpumep, 06e3bsaHbl
(BakumHa NpoTMB NoNMoOMUEnNnTa), iowaau, oBLbl U KO3bl (MMMYHHbIE CbIBOPOTKU NPOTUB S40B
3Men N CTONBHSKA), KOLKKN (anneprexbl), KPOMKA, MbILLN U XOMSAKM (BakLMHa NpoTUB
OelleHCcTBa), KO3bl, KPYMHbIN poraTtbi CKOT (TPaHCreHHbIe NPOAYKTbI);

6) (b) TKaHM M KNETKN XXMBOTHOIO NPOUCXOXOEHUSA, N3BMEYEHHbIE N3 YMEPLLBIEHHbIX XXMBOTHbIX
(oBUbI ¥ CBUHBM), UCMOSb3yeMble AN MPOM3BOACTBA BbICOKOTEXHOMOMMYHbIX JIEKapPCTBEHHbIX
npenapaToB UIn Kak Cbipbe AN (PepMeHTOB, aHTUKOArynsaHTOB Y FOPMOHOB.



34. )KMBOTHbIE TaKXXe UCMONb3YTCSA AS151 KOHTPOMA KadecTBa B COOTBETCTBUN CO
cneundukaumamMmm (MMPOreHHOCTb, TOKCMYHOCTL, 6e3BpeaHOCTb, cneunguieckas akTMBHOCTD).

35. (20) B gononHeHue K BbINOSTHEHNIO HOPMATUBHbLIX TPebOoBaHMI B OTHOLLEHUM ryByaTon
3HUeanonaTum XMBOTHbLIX, ApYyrne onacHble areHTbl (B036yamTeny 300HO30B,
aHTPOMO300HO30B XUBOTHbLIX) JOMMKHbI KOHTPONMPOBATLCH U PEMMCTPUPOBATLCS COrflacHO
NOCTOSAHHO OENCTBYIOLLEN NporpaMmMe MOHUTOPUHIa. [ns opraHM3aunm Takmx nporpamm
Heo6Xxo04MMO nony4yaTb KOHCYbTaLMI0 COOTBETCTBYIOLWErO crneyumanucta. B cnyyasax
3aboneBaHns XXUBOTHbIX-LOHOPOB UIN XXMBOTHbIX, KOTOPbIE UCNOJSb3YIOTCA B KAYeCTBE CblpbS,
AOIMKHbI 6bITb NPOBEAEHBbI M 3aperncTpMpoBaHbl COOTBETCTBYIOLLME UCCEeL0OBaHNA Ha npeaMmeT
NPUrOAHOCTU 3TUX XUBOTHBIX M NPUTOOHOCTM XXMBOTHbIX, NPebblBaBLUMNX B KOHTAKTE C 60MbHbLIM
XWBOTHbIM, AN UCMONb30BaHUA NPY NPOM3BOACTBE (B KA4YECTBE MCXOOHbIX MaTepmanoB Unm
NCXOQHOrO CbIpbs), MPU KOHTPONE KayecTBa NpoayKuumn u npu NnpoBeLeHnn UCMbITaHNN Ha
6esonacHocTb. [JomkHa ObiTb pa3paboTaHa npoueaypa peTpoCneKTUBHOrO aHanmaa,
no3eonswas NnpuHMMaTh peLlleHne OTHOCUTENbHO roAHOCTU BMONOrnYeckon
hapmaLeBTU4ECKOM CybCTaHUMM Unn NeKkapCTBEHHOIO nNpenapara, B COCTaB KOTOPOro BXOANUT
NN NP NPON3BOACTBE KOTOPOro MCMONb30BariCA Takon MaTepuar >XMBOTHOIO NPOUCXOXAEHMUS
B Ka4eCTBe MCXOAHOro MaTtepmana unnm NCXoaHoro coipbs. [1ns ycTaHOBNEHUs TOro, Kakas u3
AOHaUMin nocnefHen nokasana oTpyuaTtenbHbIn pesyrnbTaT Ha Hannyne 3abonesaHus, Tam rae
NPUMEHNMO, NPOBOANTCSA NOBTOPHOE TECTUPOBaHME 06pasLioB, COXPAHEHHbIX NPK
npegplayLiemM B3ATUN MmaTepmuana oT TOro Xe X1BOTHOro-A0OHOpa (eCnn TakoBble NMEKTCS), YTO
BNMSAET Ha NPOLECC NPUHATUA OAHHOro peleHus. Mpu onpeaeneHnn nepvoaa n3baTus
XMBOTHbIX U3 NPOrpamMMbl JOMMKEH YYUTbIBATbCH Nepuos BbiBEAEHUS NeKapCTBEHHbIX CPeaCTB,
NCNONb30BaBLUNXCA ANS1 BBEAEHUSA XNBOTHLIM-GOHOPAM UMW XXMBOTHbIM, KOTOPbIE
NCNOSb30Bannchb B KAYECTBE Cblipbs, YTO AOMKHO 6bITb OPOPMITIEHO LOKYMEHTASBHO.

36. (21) Ocoboe BHMMaHME HEOBXOAUMO yaenaTb NPeAOoTBPALLEHNIO N MOHUTOPUHTY
NHMEKUMOHHBIX 3ab0neBaHni y XXMBOTHbIX, KOTOPbIE NCMOMb3YHTCSA B KAYECTBE Cbipbs, MY
XMBOTHbIX-OOHOPOB. [pUHMMaeMblie Mepbl AOMKHbI BKHOYATb KOHTPOSb MCTOYHUKOB,
nomMeLleHnin, NacTouL, KOHTPONb Buonornyeckon 6e3onacHOCTU, PEXNUMOB NPOBEAEHMUS
NCNbITAHWUA, KOHTPOSb BCMOMOraTesbHbIX MaTepmnanoB 1 KOPMOB 41151 XXUBOTHbIX. OCOBEHHY0
3HAYMMOCTb UMEIT MPOBEPKM XKMBOTHbIX, CBODOAHBIX OT cneundurnyecknx natoreHoB. JomKHbl
ObITb onpeaeneHbl TpeboBaHNS K COAEPXKaHNIO N MOHUTOPUHIY 300POBbS OPYIUX XKUBOTHbIX
(Hanpumep, XMBYLLMX B CTasX U ctagax).

37. (22) lns nekapCTBEHHbIX NpenapaToB, NPON3BEAEHHbIX C UCMOMNb30BaHWEM TPaHCIEeHHbIX
XMBOTHbIX, AOMKHA BbITb 0b6ecrneyeHa OTCNeXMBAEMOCTb UCXOOHbIX XXUBOTHbIX,
NCMONb30BaHHbIX A5 CO34aHUS U3 HUX TPAHCTEHHbIX XXUBOTHbIX.

38. (23) Ocoboe BHUMaHWE OOMKHO ObITb YAENEHO BbINOSIHEHMIO TPEOOBAHUI HOPMATUBHBIX
npaBoBbIX akToB Poccunckon ®enepauuu, perynupyrowmx BONPOChl 3alinTbl XXUBOTHBbIX,
NCNosib3yeMblX B 3KCNEPUMEHTarbHbIX LEensiX, B OTHOLLEHUN BUBApWUEB, B KOTOPbIX coaepXaTcs
XMBOTHbIE, YX0A4a 3a XUBOTHbIMU M KapaHTUHa. BuBapuun, B KOTOPbIX COAEPXKATCS XKUBOTHbIE,
ncnornb3yemMble Ans NPon3BOACTBA U KOHTPONS KavyecTBa buonornyeckux papmaueBTUHeCKNX
cybCTaHUMIM 1 NeKapCTBEHHbIX NpenapaToB, A0SKHbI ObITb OTAENEHbI OT 30H NPOM3BOACTBA U
KOHTPONS Ka4ecTBa.

39. (24) [Ins pas3nuyHbIX BUOOB XMBOTHbLIX JOMKHbI ObITb OnpeaeneHbl OCHOBHbIE NOKa3aTenu,
KOTOpble 3aTEM KOHTPONUPYIOT N pernctpupytoT. lNokasaTtenu MoryT BKoYaTb BO3pacT, Nofl,
BEC N COCTOSAHNE 340POBbS XXUBOTHbIX.



40. (25) na npegoTBpaLLeHnNs pucka nepenyTbiBaHWS XXUBOTHbIX, BUONOrMYeCcKnx areHToB U
pes3ynbTaToB NPOBEAEHHbIX UCMbITaHWUI U NpefoTBpaLLEeHNss BO3MOXHbIX ONacHOCTEN, AOMMKHA
CyllecTBOBaTb cUCTEMA UX UOAEHTUUKaUuK.

[JokymeHTauusa

41. (26) na ncxoQHOro Cbipbs M UCXOAHBIX MaTepmanos Ansg NpomM3BoACcTBa BMONOrnyecknx
NeKkapCTBEHHbIX NpenapaTtoB MOXET noTpeboBaTbCs AONONHUTENbHAA nHpopmauusa ob
NCTOYHMKE, NPOUCXOXOEHUN, LLenn NOCTaBOK, METOAE NPON3BOACTBA N MPUMEHSAEMbIX METOAAX
KOHTPOIs kadecTBa Anga obecnevyeHns HeobxoanmMoro obbema KOHTPONS, B TOM Yncne
MUKPOBMONOrM4ecKoro KOHTPOss.

42. (27) Ona HEKOTOPbIX TUMNOB NPOAYKUUK MOXET noTpeboBaTbCs cneunduyeckoe onmcaHne
MaTepuarnos, BXOOSLLNX B CEPUID, B HACTHOCTN, COMATUYECKMX KINETOK, MCNOSb3yeMbIX Mpu
NPOU3BOLCTBE BbICOKOTEXHOMOMMYHbIX SIEKAapCTBEHHbIX NpenapaToB. B oTHOWweHun
ayTONOrM4YHOro NeKkapCTBEHHOro npenapaTa 1 nekapCTBEHHOro npenaparta oT cneumnanbHO
nogobpaHHoOro foHopa, NPOAYKUMA OOMMKHA paccMaTpmBaTbhCA Kak O4Ha Cepusi.

43. (28) [lna nekapCTBEHHbLIX NpenapaTos, Npu NPON3BOLCTBE KOTOPbIX UCMONb3YHOTCSA
4YerioBeYeCKMe KNeTKM UNn TKaHN AOHOPOB, A0IMKHA ObiTb 0becneyeHa nonHas
NPOCNEXMBAEMOCTb, HA4YMHAsA OT UCXOLHOIO CbIPbs U MaTepManos, B TOM YMCne coaepxallas
nHdopmMauuio 060 Bcex BeLeCcTBax, KOHTAKTUPOBABLLMX C KNETKaMU UM TKaHAMU, BNIIOTb 40
noaTBEPXAEHUS NONyYeHNs NekapcTBEHHOrO npenaparta B MecTe ero NnpuMeHeHus.
OAOHOBPEMEHHO C 3TUM A0SmKHA BbITb 0becneyeHa aHOHMMHOCTb MAaUMEHTOB U
KOH(pmnaeHUmManbHOCTb MHGopmaumm 06 nx 3goposbe. COOTBETCTBYHOLLME 3aMUCH,
obecneuynBaroLLne NPOCNEXMBAEMOCTb JIEKAPCTBEHHOIO NpenapaTa, AOMKHblI XPaHUTLCS B
TeyeHue TpmuauaTu neT nocne AaTbl OKOHYaHNA CPOKa roAHOCTU NIEKapCTBEHHOMO npenapara.
Ocoboe BHMMaHWE O0MKHO yaenaTbca obecneyeHmo NpoCcnexmBaemMocTn cneungunyeckmnx
fleKapCTBEHHbIX NpenapaToB 4S5 UCMOSb30BaHNA B 0COObIX CryvasnXx, kKak HanpumMmep KneTkn oT
cneumanbHo nogobpaHHoro goHopa. Npon3BoaCcTBO NeEKapCTBEHHbLIX CPEACTB C
NCNonb30BaHMEM KOMMOHEHTOB KPOBM B KAYECTBE MCXOAHOIO Chipbs UM MaTepuarnoB A0JTHKHO
COOTBETCTBOBATb TpeboBaHNAM 3akoHOAaTeNbLCTBA. [1py NPOM3BOACTBE BbICOKOTEXHOSTOMMYHbIX
NIEKapCTBEHHbIX NpenapaToB AokHa ObITb obecneyeHa NPOCNEXNBAEMOCTb YENTOBEYECKMX
KNeTok, B TOM YMCne reMonoaTMYecknx CTBOMOBLIX KneTok. MeponpusaTtus, obecnednsatoLume
NPOCNEXMBAEMOCTb U XpaHEHNE OOKYMEHTaUMN B TEYEHNE HEOOXOANMOro Nepmnoaa BPEMEHN,
AOJTKHbI BbITb BKITOYEHbLI B TEXHUYECKNE COrfalleHnsa Mexay BOBeYEHHbIMU B TaKytO
AeATeNnbHOCTb CTOPOHAMMW.

NMpousBoacTeo

44. (29) YuntbiBasi BO3MOXHYIO BbICOKYH M3MEHYNBOCTL CBOMCTB BUONOrn4yecknx BeLwecTs 1
NpoayKToB, He0bxoauMo obecneyunTb Ha pasHbIX aTanax XM3HEHHOro LMKIa NPoayKLmm
(Hanpumep, Ha aTane pa3paboTkn Npouecca) NOBbILEHNE HAAEXHOCTU N YCTONYNBOCTU
npouecca, CH/xKasa TeM caMbiM ero BapnabenbHOCTb M MOBbILWAas BOCNPON3BOANMOCTb.
[MoBTOpHaA oLeHKa JOMmKHa NPoBOAMTLCS B NpoLecce 0630poB kKadecTBa NPOAYKLUN.

45. (30) NockonbKy cpenbl U peakTVBbl B YCNOBUSAX KyNbTUBMPOBaHMSA obecneunsatoT pocTt
KNeToK U1 MUKPOOPraHM3MoB, KOTOpbIE, Kak NMpaBuIio, ABNATCA MOHOKYIbTypamu, ocoboe
BHUMaHWe OOIMKHO YAENATLCA CTpaTernn KOHTPOSIS KadecTBa AN rapaHTum npegynpexgeHuns
N MUHUMM3aLUMM BUOHArpy3KkM U CBA3AHHOIO C HEW 3arpsi3HeHns meTabonutamu u
3HOOTOKCUHAMU. [11151 BBICOKOTEXHOSTOMMYHbIX NIEKapCTBEHHbIX NPenapaTtoB Ha OCHOBE KIETOoK,
KOTOpble, Kak NpaBumo, NPoOn3BOAATCS ManbIMn CEPUSAMU, PUCK NEPEKPECTHOM KOHTaMUHaLUK



MeXIy KNeTOYHbIMU NeKapCTBEHHbIMU NpenapaTamMu OT pasHbIX JOHOPOB C Pa3NNYHbIM
COCTOSIH/EM 3[00PO0Bbs AOIMKEH KOHTPONMPOBATLCS COrMacHO YCTAHOBMEHHBIM TpeboBaHMAM 1
npoueaypam.

UcxopHoe Cbipbe N UCXOAHbIe MaTepuanbl

46. (31) CnegyeT 4eTKO onpeaenaTb UCTOYHUK, MPOUCXOXAEHNE U NPUTOAHOCTb BMONOrnMYecKmx
NCXOLHOrO CbIPbS N UCXOOHbLIX MaTepuarnoB 4SS NocneayLwero ux UCnonb3oBaHus (Hanpumep,
KPMONPOTEKTOPbI, NUTAIOLNE KNETKW, peareHTbl, NuTaTenbHble cpeabl, 6ydepbl, CbIBOPOTKM,
epMeHTbI, UMTOKUHbI, hakTopbl pocTa). Ecnu npoBeaeHne HeobXoaMMbIX UCMbITAHNI
3aHMMaEeT MHOro BPEMEHU, O0MNYyCKaeTcs HaunHaTb 06paboTKy MCXoOHbLIX MaTepmanos 4o
Nnosly4YeHnsi pe3ynbTaToB 3TUX UCMNbITAHUIW, HO ANSA UCMOMb30BaHMS 3TUX NCXOOHbIX MaTepuanos
AOJTKHO ObITb YYTEHO UX BUAHWE Ha OpYrne CEpun B Criydae BbisIBIIEHUS HECOOTBETCTBUS U
OLIEHEHbI PUCKN COrnacHoO NpuHUMNam ynpasneHus puckamm ansa kadectsa. B Takux cnyvasx
BblJaya paspeLleHns Ha BbIMYCK Cepun roToBOM NPOAYKLUMN 3aBUCUT OT YAOBNETBOPUTENBHbIX
pes3ynbTaToB UCMNbITAHUIN MCXOAHOIO Chipbs. Ha ocHoBaHMK TpeboBaHU K COOTBETCTBYHOLLUM
cTagmam Npou3BOACTBa AOMMKHA NPOBOAUTLCSA UAEHTUMKALMSA BCEX UCXOOHbIX MaTepuanos.
HononHutenbHble TpeboBaHnsa Anst GUONOrMYEeCcKNX NeKapCTBEHHbIX NpenapaToB U3MOXeEHbI B
rnase Il HacTosawwmx MNpasun u MNMpunoxeHnn Ne 8 k HacToswmm lMNpasunam, a ons
Buonornyeckux papmaueBTnyecknx cybectaHuumn B rmaee |V HacToswwmx Mpaswun.

47. (32) lNpu oLeHKe pUCKOB KOHTaMUHAaLMN NCXOOHOMO Cbipbsi U UICXOAHbBIX MaTepuanoB BO
BpeEMS MX NPOXOXOEHMS MO Lieny NoCTaBok 0coboe BHMMaHMe HeO6X0ANMO yaenaATb PUCKY,
CBsiI3aHHOMY C rybuyarton sHuedanonaTnen XMBOTHbIX U NTATEHTHLIMIU BUpPYycamMun. Takke AOIMKHO
ObITb YAENEHO BHMMAHNE UCXOAHBbIM MaTtepuarnam, HenocpeaCcTBEHHO KOHTaKTUPYOLNM C
TexXHoMnornyeckum obopygoBaHnem unm npoaykumen (Takmum Kak nutatenbHble cpeabl,
ncnonb3yemMble A4S CUMYNALUKM acenTUYECKOro po3nmea, U CMa3oyHble MaTepuanbl, KOTopble
MOrYT KOHTaKTUPOBaTb C NPOLYKTOM).

48. (33) BcneacTtsue Toro, 4TO PUCKM BHECEHUSA KOHTaMUHALMKN U COOTBETCTBYOLLME
nocneacTems Ans roToBOro JiekapCTBEHHOMO nNpenapaTa He 3aBUCAT OT CTaaun NPpOn3BOACTBA,
YCTaHOBMEHMNE CTpaTErnMm KOHTPOSA AN4 3alnTbl NPOAYKUMN, NPUrOTOBIIEHUS PacTBOPOB,
Oydepos 1 gobaBnsaeMbIX KOMMNOHEHTOB AOMKHO OCHOBLIBATLCA HA MPUHLUMNAX U PyKOBOOALLMNX
yKasaHusax, cogepxallmxcsa B COOTBETCTBYOLWMX NyHKTax MNpunoxeHna Ne 1 kK HacToAwmnm
MpaBmnnam. Ocobyto BaXXHOCTb UMEKOT KOHTPOSIbHbIE MEPONPUATUSA, HeobXxoanMbIe Ans
NPOBEPKM Ka4ecTBa NCXOOHbIX MaTepmnanos, a Takke And npouecca acenTuyeckoro
NpoM3BOACTBaA NPOAYKUNN Ha KNETOYHOM OCHOBE, rae doMHULLIHAA cTepunnsaums He sBngeTcs
BO3MOXHOW, @ CNOCOBHOCTL yaaneHnsa MUKPOBOHbIX NOBOYHLIX NPOAYKTOB orpaHmyeHa. Koraa B
perncTpaunoHHOM 4OCbe Ui NPOTOKONME KMMHUYECKNX UCCNeaoBaHUM yCTaHOBIEH
AONYCTUMbIN TUM N YPOBEHb BUOHArpPy3Kkn, HaNpUMep, Ha cTagum NoNyYeHus
dapmaueBTUYeCKOn cybCcTaHuuKM, Toraa cTpaTterns KOHTPONsa AOMKHA npeaycMmaTpuBaTh
cnocoObl, KOTOpPbIMK ByaeT NogAEpPKMBATLCA YCTAHOBIIEHHbIA YPOBEHb BUOHArPY3KN.

49. (34) MNpun HeobxogMMOCTK CTEPUNN3ALUN UCXOAHOIO Chipbsa U MaTepuarnos, Takas
cTepunmaaums, Npyu HanM4YnMm BO3MOXXHOCTU, OOKHA NPOBOAUTLCSA TEPMUYECKMM METOAOM.
Mpn HEOBXOOUMOCTM MOTYT Takke MCNONb30BaTbCA APYrMe COOTBETCTBYHOLLME METOAbI,
NCnonb3yLWKnecsa Ans MHakTMBaumm b1uonornyecknx matepmuarnos (B YaCTHOCTU, paguaums u
dunbTpaums).

50. (35) MoxeT noTpeboBaTbCca NpoBeEAEHME APYTMX MEPONPUSATUIA, B YACTHOCTM,
ncnonb3oBaHMe aHTUOMOTUKOB Ha PaHHUX 3Tanax NPOM3BOACTBA C LieNbl YMEHbLUEeHUS
BGuoHarpysku, KoTopasi BO3MOXHa Npw NOCTaBKe >XMBbIX TKAHEN 1 KreTok. PekomeHayeTcs no



BO3MOXHOCTM n3beraTtb Taknx MEPOMNPUATUI, HO B Crlydae HEOBXO04MMOCTU NX UCMNONb30BaHNE
AOIMKHO BbITb 0O0OCHOBAHO, @ UX MPUMEHEHNE B TEXHONOMMYECKOM NPoLECCe A0SMKHO ObITb
npekpaLleHo Ha cTaguun, ykasaHHOW B permctTpaumMoHHOM JOCbE UM NPOTOKOME KIMMHUYECKNX
nccnegoBaHun.

51. (36) [Insa yenoBe4yecKknx TKaHen n KNeToK, NCMOSb3yeMbIX B KA4ECTBE UCXOAHbIX
mMartepmanoB ang 6uonorn4yecknx nekapCTBEHHbIX CPenCTB, HEOBXOAUMO yYnTbIBaTh
cnegytowme TpeboBaHuS:

a) (a) ux npnobpeTteHne, JoOHAUMS N NPOBEAEHNE UCMbITAHUA LOMKHO OCYLLECTBNATLCA B
COOTBETCTBUU C HOPMAaTMBHbLIMU NpaBoOBbIMK akTamu Poccuinckon degepaumn. OpraHmsaumm,
NoCcTaBnsLLNE NCXOLHOE CbIPpbe, OOIMKHbI UMETL pa3peLleHne YyrnosTHOMOYEHHOro
denepanbHOro opraHa UCMNoONHUTENBHOW BNacTy B COOTBETCTBUM C 3aKOHO4ATENLCTBOM
Poccuinckon ®egepaunn. Hannune Heobxoammbix paspeLlleHnii 4omKHO ObiTb NPOBEPEHO B
pamMKax CUCTEMbI yNpaBreHnst NocTaBkamu;

0) (b) B cnyyasax MMNopTMpOBaHUS TakUX YENOBEYECKUX KNETOK N TKaHEN U3 OPYrnX CTPaH,
AOIMKHbI 6bITb COBNOAEHbI CTaHOAPTbl KOHTPOSIS KayecTBa U 6e30NacHOCTM, COOTBETCTBYHOLLMNE
TpeboBaHNAM HOPMAaTUBHbLIX NPAaBOBLIX akTOB Poccurckon deaepaumm;

B) (C) B HEKOTOPbIX Clyyasix paboTa C Knetkamu 1 TKaHsIMKU, UCNONb3yeMbIMU B Ka4eCcTBe
NCXOAHbIX MaTepuanos Ans GUoNorMyecknx NnekapcTBeHHbIX NnpenapaTos, byaet
NPOU3BOANTLCSH B OpraHM3aumsx no B3ATUIO 1 (UNK) NpoBepKe TKaHeK, B TOM Yucrne ang
CO3[aHuns HavanbHbIX KIMETOYHbIX HAHKOB UIK KNETOYHbIX NIMHUA, NPEeALLEeCTBYOLMX CO30aHUIO
rnaBHoro 6aHka KneTok. B Takux criyyasix B COOTBETCTBMM C 3aKOHOA4ATENLCTBOM Poccumnckon
denepaumm AOMKHO ObITb HA3HAYEHO NNLIO, KOTOPOE OTBEYAET 3a yKasaHHble 3Tanbl paboTbl;

r) (d) oTBETCTBEHHOE NULO B OpraHM3aummn no B3ATUO U (MNK) NPOBEPKE TKaHEN BblaaeT
paspeLleHne Ha UCMNosib30BaHWe TKaHewn 1 KIeToK rnepes ux noctaBkom Nponu3BoauTenNto
nekapCTBEHHOro npenaparta, Nocre Yero NPUMEHSTCA CTaHapTHbIE NpoLeaypbl KOHTPONSA
NCXOAHbIX MaTepuanos. Pe3dynbTaTbl UCMbITAHUI BCEX TKAHEWN N KNETOK, NOCTaBNAEMbIX
opraHusauuen no B3ATUIO N (M) NPOBEpPKe TKaHeW, AOMKHbI ObITb NpeoCTaBeHb!
NpPOV3BOANTESIO NIEKapCTBEHHOrO npenaparta. [JaHHas nHpopmaumnsa 4oSmKHA MCNONb30BaThCS
ANA COOTBETCTBYIOLLErO pasfaeneHnsa matepmanos 1 onpeaeneHns cnocobos xpaHeHus. B
crny4ae HeobxooMMOCTN BO3MOXHA AOCTaBKa TKAaHEN U KNEeTOK NPOU3BOANTENIO
neKkapCTBEHHOro npenapaTa 40 NoslyYeHUs pe3ynbTaToB UCMbITaHUA OT OpraHM3aLmm no
B3ATUIO U (MNIN) NpoBepKe TKaHen. OTO BO3MOXHO MPWU HarM4YmMmM COOTBETCTBYIOLLNX Mep
KOHTpONs ANdA npefoTBpaLleHnsa NnepekpecTHON KOHTaMUHaUUN TKaHAMU 1 KreTkamu. Takas
AOCTaBKa BO3MOXHA C pa3peLleHnsa OTBETCTBEHHOIO Nuua B opraHm3anmm no B3sTuO 1 (Mnn)
npoBepKe TKaHew,

A) (e) TpaHCNOPTUPOBKA YeroBeYEeCKNX TKaHEeN 1 KIeTOK K NPOM3BOLACTBEHHON Nriowlaake
AOJIMKHO OCYLLIECTBNATLCH B COOTBETCTBUM C COrnalleHnemM Mexay OTBeTCTBEHHbIMU
cTopoHamu. [Mpon3BoACTBEHHbIE NIOLLAAKN OOMMKHBI UMETb JOKYMEHTanbHoe NoaTBepXaeHne
cobnogeHnsa COoTBETCTBYOLNX creumdUuyecknx yCnoBun XpaHeHns U TpaHCNOPTUPOBKMY;

e) (f) momkHbl cobrntogaTbea TpeboBaHMS NPOCNEXNBAEMOCTUN, HAYNHANA C OpraHn3auum rno
B3ATUIO U (MIM) NPOBEPKE TKaHEN 40 AOCTaBKU NOMyvaTesnto 1 BKIIoYas MaTepuansl,
HaxO4MBLUMECS B KOHTAKTE C KIEeTKaMU UM TKAHAMMU;

X) (g) OOMKHO ObITb 3aKNKYEHO corfnaleHne Mexay OTBETCTBEHHbIMM CTOPOHaMu (Hanpumep,
npon3sBoaMTENAMU, OpraHn3auusaMm no B3STUIO U (UNN) NPOBEPKE TKaHEMW, CNOHCopamu,



nMuamm, Ha UMst KOTOPbIX BblgaHbl PErMcTpaLMoHHbIE YAOCTOBEPEHMS), KOTOpOe onpeaensieT
cdepbl OTBETCTBEHHOCTM KaXoW M3 CTOPOH (BKIOYasi ykasaHue OTBETCTBEHHbIX U
YNONTHOMOYEHHbIX NnL).

52. (37) B oTHOLIEHMM reHHOM Tepannmn HeobXoaMMO yYnTbIBaTh criegyroume TpeboBaHus:

a) (a) onga npoayKumn, NPon3BeLEHHON C UCNOSTb30BaHNEM BUPYCHLIX BEKTOPOB, UCXO4HbIE
Martepuarnbl ABSKTCA KOMNOHEHTaMW, N3 KOTOPbIX NOMyYeH BUPYCHbIA BEKTOP, TO €CTb
rmaBHbIA BUPYCHbIN NOCEBHOW MaTepuan nnu nnasMmuabl, KOTOPbIMU TPaHCHOULNPYIOT
nakyroLime KneTkn, 1 rmaBHbIn BaHK KNeTOK, CNONb3yeMbl 5151 FIMHUN NaKyOLWMX KIETOK;

0) (b) ansa npoayKunn, NPOM3BEAEHHOWN C UCMNONb30BAHNEM NNa3Mua, HEBUPYCHbBIX BEKTOPOB U
reHeTM4Yeckn MoamduUMPOBaHHBIX MUKPOOPraHN3MOB, 3@ UCKITHOYEHMEM BUPYCOB N BUPYCHbIX
BEKTOPOB, NCXOAHbIMW MaTepuanamMmm SBfsitOTCS KOMMOHEHTbI, UCNOSb3yeMble AN co3gaHus
KNeToK-NpoayLIEHTOB, TO eCTb Nrasmuibl, 6akTepnsa-xo3anH 1 rnaBHbIn 6aHK PEKOMOUHAHTHBIX
MUKPOOPraHN3MOB;

B) (C) 4NSA reHeTU4eCKn MOaNPULMPOBAHHBIX KNETOK UCXOA4HbIMW MaTepuanamMmm aBnaTCs
KOMMOHEHTbI, UCMONb3yeMble AN NoMny4YeHUsi reHeTU4eCKU MOaNMULMPOBAHHbLIX KITETOK, TO
eCTb UCXOAHble MaTepuans! Ans NPON3BOACTBA BEKTOPOB, a TaKXe KIeTKM YerioBeka unm
XWNBOTHbIX;

r) (d) npuHumMnbl HacToAwmx NMpaBun NPUMEHSAIOTCS, HaYMHas OT CUCTEMbI BaHKa KNeTok,
ncnosib3yemMoro Ang npovM3BoACcTBa BEKTOPaA UIu nNriasMmabl, KOTOpble UCNONb3YTCA A1
rnepeHoca reHos.

53. (38) NMpu Npon3BoACTBEHHBIX NPOLECCaXx, B KOTOPbIX KIETKN YerioBeKa U XXMBOTHbIX
NCNONb3yHTCSA B KAYECTBE NUTAIOLLMX KNETOK, 4OMMKEH NPOBOANTLCA COOTBETCTBYOLLNIA
KOHTPOJSTb UCTOYHMKOB, UCMbITAHWUIA, TPAHCMOPTUPOBKM U XpaHEeHUs AaHHbIX MaTepunaros,
BKIOYas KOHTPOSb B COOTBETCTBMM C TpeboBaHMAMM 3aKkoHogaTenbcTBa Poccuiickomn
depepaumn.

Cucrtema noceBHOM KynbTypbl U GaHKa KNeTokK

54. (39) [Ins npenoTBpaLLEeHNs HexxenaTerlbHOro U3MEHEHUS1 CBOMCTB, KOTOPOE MOXET
NPON30NTM BCNEACTBME MHOTOKpPaTHbLIX NMEPECEBOB MM BOMbLUOIO Yncna reHepaumn,
NPOn3BOACTBO BUoNormyecknx papmaueBTUYeCcKux cybcTtaHumMin n iekapCTBEHHbIX NpenapaTos,
nosly4aembiX U3 KynbTyp MUKPOOPraHM3MOB, KyNbTyp KNETOK U Pa3MHOXEHMEM B SMOPUOHAX,
TKaHSAX N opraHax XXUBOTHbIX, AOMKHO BbITb OCHOBAHO Ha cUCTEME rnaBHOW K paboyen
BUPYCHbIX MNOCEBHbIX KyNbTyp W (Mnn) 6aHKOB KNeTok. Takasi cuctema MoXeT ObliTb
HENPUMEHNMOM KO BCEM TUMaM BbICOKOTEXHOMOMMYHbIX JIEKAPCTBEHHbIX NpenapaTos.

55. (40) KonnyecTBo reHepaumi (YABOEHUIN, Naccaxkemn) Mexay noceBHOW KynbTypour Unm
BGaHKoM KneTok n buonornyeckon papmaLeBTU4eCcKon cybcTaHumen nmbo nekapCTBEHHbIM
npenapaTtoM AOMMKHO COOTBETCTBOBATbL TpeboBaHUAM cneundurkaumi B permcTpaumoHHOM
A0Cbe NN NPOTOKOMNE KITMHUYECKNX NCCNEeLOBaHNN.

56. (41) Co3gaHune cnuctem NoceBHbIX KyNbTyp U 6AHKOB KMNETOK, BKMOYasi rnaBHble 1 pabo4yne
NMOCEBHbIE KYNbTYpPbl, JOIMKHO ABMATLCA YACTbiO YNPaBEHUSA XXU3HEHHBIM LIMKIOM NPOSYKLMN 1
NpOBOANTLCA B Hagnexalmx ycnosusax. NponssoacTBeHHas cpefa AoMKHA HAaXOAMTbCA Moj,
COOTBETCTBYHOLLUM KOHTpOSieM ansa obecneveHms 6€30nacHOCTM CUCTEM MOCEBHbIX KyIbTyp U
GaHKOB KMNeTOoK, a Takke nepcoHana, paboTatowero ¢ HUMK. [Npun co3agaHMm NOCEBHbIX KyNbTyp U



©aHKOB KITETOK HE A0NyCKaeTcs OAHOBPEMEHHAas paboTa ¢ ApYyrMMn XUBbIMU UMK
MHULMPYIOLWMMN MaTepuanamMmm (Hanpumep, BUpycaMmu, JIMHUSIMU UK LUTaMMaMu KIeTok) B
OLHOW N TOW >Xe 30HEe UN1 OAHOro N TOro e nepcoHana. [JomkHa O6bITb 4OCTYNHA
AOKyMeHTaums, no3sonstowas obecneynTb NpoCcnexmnBaeMoCcTb CTaann, NpeaLecTBYOLLNX
reHepaumm rmaBHON NOCEBHOW KyIbTypbl UK rMaBHOro 6aHka KneTok, rae MoryT ObiTb
NPUMEHEHbI TONbKO NPUHLUMNLI HacToswmx Mpasun. JaHHaa JOKyMeHTaumMs A0SMKHA BKAOYaTb
MHOPMaLUNIO OTHOCUTENTbHO KOMMOHEHTOB, NCMOSb30BaBLUNXCA BO BpEMS pa3paboTky 1
BO3MOXHO BNUAKOLMX HA 6e3onacHOCTb NpoayKunn (Hanpumep, peareHTbl Guonornyeckoro
NPOUCXOXAEHWUST), OT HA4YarIbHOrO NCTOYHMKA U 40 rMaBHOMO KNETOYHOro UMK rNaBHOro
noceBHoOro 6aHka, ecnm NPUMeHMMO.

57. (42) Mocne dopmMmMpoBaHNA OCHOBHOIO 1 pabodero 6aHKOB KNETOK M MOCEBHbIX KyIbTyp
AOJTKHbI cCOBnNoaaThCs Npoueaypbl N0 KApaHTUHY U paspeLleHmnto GaHKOB K MCNOSTb30BaHMIO.
HomkHbl 6bITb NPOBEAEHBI COOTBETCTBYOLME KBanNMrKaLmsa N UCNbITaHUS B OTHOLLEHWN
KOHTaMUHaHTOB. VX fanbHenwas npurogHoCTb BNOCNeACTBMM A0SMKHA ObiTh NOATBEPXKAEHA
CTabunbHOCTLIO XapakTEPUCTUK 1N Ka4eCTBOM NOCHEAYHOLNX CEPUIA NMPOAYKLNN.
[okasaTenbCTBO CTabUMbHOCTU U BOCMPOM3BOANMOCTU NOCEBHLIX KYSIbTYP UK BAHKOB KIETOK
HeobxoaMmo oopMnATb AOKYyMeHTanbHO. CoaepkaHue 3anmcen JOMKHO NO3BONATb
NPOBOAMUTbL OLIEHKY TEHOEHLMN.

58. (43) NMoceBHble KynbTypbl 1 BaHKKN KNETOK HE0BX04MMO co3aaBaTb, XPaHUTL U
ncnonb3oBaTb TakMM 06pa3om, YTOOb! PUCK X KOHTaMUHALMK MU U3MEHEHUS ObIs
MWHUMarbHbIM (HanpuMmep, XpaHnTb B repMeTUYHbIX KOHTEHepax B XXUAKOM a3oTe). B cnyyae
XPaHEeHUs PasriMyHbIX MOCEBHbIX KYNbTyp 1 GAHKOB KNETOK B O4HUX U TEX e 30HaX Unm ¢
NCNonb30BaHMEM OAHOIO M TOro e 060opyaoBaHMs OOMKHbI OblTb NPUHATHLI MEPbI MO
npegoTBpaLLEeHUIo NepenyTbiBaHUSA U NEPEKPECTHON KOHTaMUHAUUKN C Y4eTOM MHAEKLNOHHOM
npupoabl MaTepuanos.

59. (44) JlekapcTBeHHbIE NpenapaTtbl Ha OCHOBE KIETOK 0ObIYHO NPON3BOAATCA U3 KNETOYHOrO
3anaca, nosly4eHHoro n3 orpaHUYeHHOro KonmyecTBa naccaxen. B otnnume ot oByxypoBHEBOW
CUCTEMbI FNaBHbIX U paboymx BaHKOB KIETOK, KONIMYECTBO NPON3BOACTBEHHbIX LIMKIOB Ha
OCHOBE KNETOYHOrO 3anaca orpaHn4yeHo KONMMYEeCTBOM anuKBOT, NOSTyYEHHbIX NOCre pocTa, U He
pacnpoCTpaHAeTCs Ha BECb XU3HEHHbIN LMK Npoaykumn. NMpoTokon Banvaauumn 4omKeH
YyYMTbIBaTb U3MEHEHUS KNEeTOYHOro 3anaca.

60. (45) EmMkoCTN onga xpaHeHust A0SMKHbI ObITb repMETUYHO 3aKpbITbl U YETKO MapKMpOBaHbI; NX
HeobxoaMMo cofepxaTb Npy COOTBETCTBYIOLLEN TeMnepaType. Heobxoanmo BecTtu
AOKYMEHTArbHbIN YY4eT XPaHALLMXCA EMKOCTEN. TemnepaTypy XpaHeHUs crnenyet HenpepbIBHO
perncTpmpoBaTh, a B yCTaHOBKaX C XXWOKMM a30TOM KOHTPONMPOBaTb €ro ypoBeHb. OTKNOHEHNSA
napamMmeTpoB XpaHEeHUsi OT YCTaHOBMEHHbIX NpeaenoB u nobble NpeanpuHaTbIe
KOppeKTupyoLwme 1 npegynpexaatowme AencTems 4OMKHbl ObiTb 0pOpMeHbl JOKYyMEHTarnbHO.

61. (46) PexomeHayeTca pa3nensatb 3anachl Ha YacTu U XpaHUTb pasaernbHO BO n3bexaHue
nosiHom yTpaTbl. KOHTpOnb MecTopacnonoXeHus gormkeH obecneunBaTth BbINOSTHEHME
yKa3aHHbIX BbllLe TpeboBaHWN.

62. (47) YcnoBust xpaHeHus n 06paboTkmn 3anacoB AOSMKHbI ONPeaenaTbCs COrnacHo TEM Xe
camMblM npoueaypam 1 napameTpam. [locrne B3ATUA KOHTENHEPOB U3 XPaHUIMLLLA NOCEBHOMN
KynbTypbl Unun 6aHka KneTok He AoNyCKaeTCcs Bo3BpaLlaTb UX B XpaHUNULLE NOBTOPHO.

MpuHUMNbLI paboTbl



63. (48) NMpwu ynpaBneHnn N3amMeHeHNAMN C YCTaHOBMEHHOW NEPUOANYHOCTBIO JOSMKHbI
paccMmaTpmBaTbCa 3dEKTLI, BKNHOYAA KyMynsaTUBHbIE 3(PeKTbl UI3MEeHeHU (Hanpumep, B
NPOM3BOACTBEHHbIX Npoueccax), BAMSoLWmMe Ha Ka4ecTBo, 6€30NacHOCTb N 3EKTUBHOCTb
roTOBOrO JIEKAaPCTBEHHOIO NpenaparTa.

64. (49) KpuTnyeckme onepaunoHHble (TEXHONOrM4Yeckue) unm apyrue NCXoaHble napameTpbl,
BNUAOLLME Ha Ka4eCTBO NlekapCTBEHHOro npenaparta, AOMKHbl OblTb onpeaeneHsl,
BanuAMpPOBaHbl, JOKYMEHTUPOBaHbI U NOAAEPXKUBATLCA B COOTBETCTBUN C YCTAHOBMEHHBIMU
TpeboBaHnaMN.

65. (50) CtpaTernsa KOHTpPONA NOCTYNNEHUss UICXOLHOMO Cblpba M UCXOAHbLIX MaTepuanos B
NPOU3BOLCTBEHHbIE 30HbI AOJTKHA OCHOBLIBATLCSA Ha NPUHUMNAX YNpaBreHnsa puckammn gns
KadecTBa. [Jna acenTnyeckmx npoueccoB TEPMOCTOMKNE UCXOAHOE Cblpbe U UCXOAHbIe
Martepuarnbl, nonagaroLme B YACTYHO NN YUCTYIO U U3ONMPOBAHHYHO 30HY LOSMKHbI, NPU
HanMynMm BO3MOXXHOCTU, NOCTYNaTb B HUX Yepe3 NPOXOAHON aBTOKNAB UIM CyX0XapoBoK LuKad.
HeTepmMocCTOnKne ncxogHoe Chipbe N UCXoLHble MaTepuarnbl AOSMKHbI BHOCUTBHCA Yepes
BO34yLUHbIE LWNI03bl C BIIOKMPOBKOM ABEpEN, nogseprasach npoueaypam 3apPeKTMBHOM
caHuTapHon o6paboTkmn noBepxHOCTU. PaspeluaeTca ctepunusaums npeameToB U MaTepmuanon
B APYroM MecTe npu yCroBUKU, YTO OHU COoaepKaT KONM4eCcTBO 06epToK, COOTBETCTBYIOLLINX
4yucny ctagumn, HeobXoANMbIX OS5 MPOXOXKAEHNSA B YUCTYHO 30HY, M BHOCATCH B HEE Yepes
BO3AYLUHbIN W03 C cObNogeHneM COOTBETCTBYIOLLMX MEP NPESOCTOPOXHOCTM NyTEM
caHuTapHon 06paboTKn NOBEPXHOCTEMN.

66. (51) JomkHbl ObITb NOATBEPXKAEHBI POCTOBLIE CBOMCTBA NUTATENbHbIX Cpef C Lenbio
AoKasaTenbCTBa UX NPUrogHOCTU ANs npegnonaraeMoro Ucnonb3oBaHus. NutaTenbHble cpeabl
AOSMKHbI MPU HaNMYMM BO3MOXHOCTU CTepunmnsoBaTbca Ha mecTe. pu nnaHoBon nogayve rasos,
NUTaTENbHbIX CPea, KACMOT UMK LWenoYven, neHoracutenem K pepmeHTepam Npu Hanuyunum
BO3MOXHOCTM pEKOMEHOYETCHA UCMOSb30BaTh CTEPUNU3YIOLLME DUNBbTPbI, BCTPOEHHbIE B NIMHUN
nogauu.

67. (52) JobasneHne BeLLECTB Unn KynbTyp B (0epMEHTEpPLI U ApYyrMe cocyabl, a Takke oTbop
npo6 13 HMX Heo6XoAMMO NPOBOAMUTL B TLWATESNLHO KOHTPONIMPYEMbIX YCNOBUSX ANS
npegoTBpaLLeHns KoHTaMmmHaumn. MNMpu BHeceHnn fobasok nnmn otbope npod Heobxoaumo
KOHTPONMpOBaTb NPaBUSIbHOCTb NOACOEAUHEHNSA COCYOB.

68. (53) Ecnun 910 HEOB6XOANUMO, OOMMKEH OCYLLECTBASATLCA NOCTOSAHHBIN KOHTPOSb HEKOTOPbIX
NPOU3BOACTBEHHbIX NPOLECCoB (Hanpumep, hbepmMeHTaunmn) ¢ BHECEHMEM pe3ynbTaToB
KOHTPOISi B 3anucu no Nnpons3soacTBy cepun. NMpn Npon3BoacTBe C UCMONb30BaHMEM MeToaa
HenpepbLIBHOrO KyNbTMBMPOBaHUS Heobxoammo cobnogaTb cneumanbHble TpeboBaHus K
KOHTPOIO KayecTBa, noanexalime npuMeHeHno B pesyrbTaTte Bblbopa Takoro
NPOM3BOACTBEHHOIO MeTOAaA.

69. (54) NMpouecchbl LeEHTPUEYTMPOBAHUSA U CMELUMBAHUA NPOLYKTOB MOTYT MPUBECTU K
obpa3oBaHuo aspo3onen, N03ToOMy BO U3bexaHne nepekpecTHOM KOHTaMUHaLmMm Takme
npouecchl cnegyeT NPOBOAUTL B N30SIMPOBaHHbLIX 30HaX.

70. (55) Mpwn cnyyanHon yteyke, B 0COGEHHOCTM XUBbIX MUKPOOPraHN3MOB, AOJKHbI ObITb
NPUHATBI HEOTINOXHbIE Mepbl 6e3onacHocTW. [1ns kaxgoro Buga nnun rpynnbl MMKPOOPraHM3MoB
AOJTKHbI ObITb NPEeAyCMOTPEHBI CneynanbHble MEPONPUATUSA MO AeKOHTaMUHauuu. MNpu
NCNONb30BaHMN Pa3fiMyHbIX LUTAMMOB DakTepuii OOHOIo BUAA UK OYEHb MOXOXMX BUPYCOB 3Ta
npouenypa MoxeT 6bITb BannaupoBaHa B OTHOLLIEHWUM TOMBbKO OOHOMO U3 HUX, ECIN Y HUX HET



CYLECTBEHHbIX pa3fivynm B YCTOMYMBOCTU K COOTBETCTBYIOLLIEMY areHTy (areHTam) ans
AEeKOHTaMUHaLUuWW.

71. (56) Ecnu matepwuansl, ucnonb3yrowmecsa ons npons3BoAcTBa U KOHTPON4, BKIOYas
OyMakHble JOKYMEHTbI, ABHO SABMNATCA KOHTAMUHUPOBAHHBIMW, HANpUMep NponnTbIMU
XNOKOCTAMU, a3p030SIiMN NI NOTEHLUMATbHO ONacHbIMU MUKPOOPraHn3Mamu, TO OHU JOSDKHbI
ObITb COOTBETCTBEHHO AE3UHMULMPOBAHbI, UM MHOPMaLMS OOMKHa nepeaasaTbCca ApYyruMu
cnocobamu.

72. (57) MNMpw nHakTMBaLMKN UNn yaaneHum BUpPYCcoB B XOA4e Npou3BoacTBa Heobxoanmo
NPUHUMAaTb Mepbl NPOTUB NOBTOPHON KOHTaMMHaUUn obpaboTaHHON NPOAYKLUK CO CTOPOHDI
HeobpaboTaHHOW NPOAYKLUUMN.

73. (58) ns npo4yKTOB, MHAKTMBUPYEMbIX NpK NoMoLLM Ao6aBneHus peareHToB (Hanpuvep,
MUKPOOPraHn3mbl B Npouecce NpoM3BOACTBa BaKLUMH), NPOLECC AOMKEH rapaHTUpoOBaThb
NOJSTHYI0 MHAKTUBALMIO XMBbIX MUKPOOPraHn3mMoB. [locne TwaTenbHOro CMeLLMBaHus KynbTypbl
N NHAKTUBUPYIOLLEro areHTa JOSKHbI YYNThIBAaTbCA BCE KOHTaKTUPYOLWNE C NPOOYKTOM
NoBEPXHOCTU, NpebbiBaBLUME B KOHTAKTE C KyNbTYpPOMN.

74. (59) Mpw npumeHeHn xpomMmaTorpadpunyeckmx MeTO40B UCMOSb3YIOT pasHble BUAbI
obopyaoBaHus. MNprHUMNbBI ynpaBnieHnst pyuckamum ans KadecTBa LOSMKHbI cobniogatbca npu
pa3paboTke cTpaTernm KOHTPONs COpOEHTOB, KOPMYCOB KOJIOHOK M Apyroro o6opyaoBaHus npu
NX NCNOSb30BaHUM AN NPOU3BOLCTBA B PEXUME KaMnaHui Unmn B Npon3BoACTBEHHOW cpeae,
npegHasHa4YeHHoOW Ansi NpOn3BOACTBA HECKOSbKMX TUMOB NpoayKumn. He pekomeHayeTcs
NCMNONb30BaHME OOHUX N TEX XKe COPOEHTOB Ha pasHbIX TEXHOSTOrMYECKUX CTaansaXx.
Heobxoanmo ycTaHOBUTb KPUTEPUM MPUEMITEMOCTH, YCNOBUSA paboTbl, METOAbI
BOCCTAHOBSEHUS, CPOK CIY>KObl U MEeTOAbI CTEPUNM3ALNN UMK OE3UHAEKLMM KOFTOHOK.

75. (60) JononHuTenbHble MHCTPYKLUUN OTHOCUTENBHO MCMONb30BaHNA 06yYeHHbIX
obopyaoBaHus 1 maTepuanoB nsnoxeHol B [NpunoxeHun Ne 12 k HacToswmm MNpasunam.

76. (61) JomkHa cywecTBoBaTb CUCTEMA, FAPAHTUPYIOLLASA LLeSTOCTHOCTb U repMETUYHOCTb
KOHTEMHEPOB NOCIEe MUX HAMOMHEHMWS, Y MPeayCMOTPEHbI NpoLueaypbl Ha cry4van nobbIix yTevek
U NPOCHINAHUA N NPOSNIMBOB, B CllyYae ecrnv NPOAYKT UM NPOMEXYTOUHbIN NPOAYKT
nNpeacTaBnsaoT 0cobbin puck. [ins onepaumi No po3nuBy 1 yNakoBKe OOSPKHbI CyLLLECTBOBATb
npoueaypbl N0 cobnoaeHno ycnosum, obecneynsBaroLLmMx nogaepxxaHme npoaykra B
YCTaHOBMEHHbIX Npegenax (Hanpumep, Bpems 1 (unv) TemnepaTtypa).

77. (62) PaboTa c KOHTENHepamu (Hanpumep, ¢ amnynamu, ornakoHamu), coaepxaLimmm
Ovonornyeckme areHTbl, 4OIMKHA NPOBOANTLCS Takum 0b6pasom, 4ToObl n3dexaTb
KOHTaMMHaLUUN OPYrmx NekapcTBEHHbLIX NpenapaToB UMK NPOHMKHOBEHUS XXMBbIX areHTOB B
NPON3BOLCTBEHHYHO UM OKPYXKatoLLyto cpeny. [na NpuHATUA peLleHnsa OTHOCUTENBHO
yrnpaBneHust 4aHHbIMU PUCKaMKN OOSMKHbI OblTb MPUHATHI BO BHUMAHUE XXN3HECMTOCOBHOCTb
TakMx OpraHnM3MoB 1 nx bruonornyeckas krnaccudukaums (rpynna natoreHHOCTK).

78. (63) Heobxoaumo yoenatb AOMMKHOE BHUMAHME NOArOTOBKE, MeYaTu, XPaHEHUIO U
HaHEeCEeHM0 3TUKETOK Ha YNaKoBKY, B TOM YMCIe HAHECEHMIO HA NEPBUYHYIO U BTOPUYHYIO
YyNakoBKy cneunguyeckon nHgopmMaumm ansa naumeHT-cneumduyecknx npoaykTos nnm ob
NCrnonb30BaHUN METOAOB FEHETUYECKON UHXEHEPUN. B criyyae ecrnm BbICOKOTEXHOMOMNYHbIE
NleKapCTBEHHbIE NpenapaTbl NpeaHa3Ha4YeHbl AN ayTONOrMYHOro NPUMEHEHNS, Ha STUKETKE
OOIMKHbI YKa3blBaTbCA YHUKANbHbLIM MOEHTUMUKATOP NaLMeHTa U Hagnucb "TonbKo Ans



ayTOJIOrMYHOro NpUMeHeHns". Ecnun BHeLWHAS ynakoBka OTCYTCTBYeT, AaHHaa MHpopmMauns
AOJIMKHA YKa3bIBaTbCA HA NEPBUYHOM YNaKOBKe.

79. (64) B cnyyae ncnonb3oBaHUA CBEPXHU3KUX TeMMNepaTyp XpaHeHUs YCTOMYNMBOCTb
MapKUPOBKM K MCNOSb3yeMblM TeMnepaTypam OOSDKHa OblTb NOATBEPXAEHA.

80. (65) Korga nHgopmaumsa o CoCToAHUN 300POBbS JOHOPA (YerioBeka Uin XXUBOTHOTO),
nmerLLan 3HaYeHne Ans KayecTsa NpoayKumum, CTaHOBUTCS AOCTYMHOW NOCMe 3aKynku, aTo
AOJMPKHO YYMTbIBATbCA B NpoLeaypax OT3bIBa.

KoHTponb KauyecTBa

81. (66) KoHTponb B npoLecce Npon3BoacTBa siBnsieTca bonee BaxHbIM Ansa obecnevyeHns
cTabunbHOCTM KayecTBa Buonornyecknx dapmaueBTUYECKUX CyOCTaHUMN N NTEKAPCTBEHHbIX
npenapartoB, YeM AS1s APYrMX NekapCTBEHHbIX NpenapaTtoB. MexonepaunoHHbIN KOHTPOIb
AOJTKEH OCYLLIECTBNATLCS HAa COOTBETCTBYIOLLUNX CTaausiX NPOU3BOACTBA C LENbl KOHTPONS
YCIOBUN, ABMSOLWMXCA BaXXHbIMW ON1S1 KAa4eCTBa roTOBOro NpoaykTa.

82. (67) B cnyyae ecnu npoMexxyTo4yHble NPOAYKTbI MOTYT XPaHUTbLCH Ha NPOTSXKEHUN
ANUTENBHOro BpeMEHU (OHW, Heaenu unu gonblue), AoSMKHA ObiTb pacCMOTpPeHa BO3MOXHOCTb
BKMOYEHUSA B TEKYLLYIO MPOrpaMmMy MCMblITaHUSA CTabUNbHOCTU TakMX CEpU roTOBOM NPOAYKLMN,
KOTOpble NPou3BeaAeHbl N3 NPOMEXYTOYHbIX NPOAYKTOB C MakCMMarbHbIM NEPUOLOM XpPaHEHNUS
B rpoLiecce Npon3BoACTBa.

83. (68) Ecnun aTo gonyckaeTcs perncTpaumMoHHbIM JOCkbe, AS1S OnpeaeneHHbIX TUMOB KNeToK
(Hanpumep, ayTONOrMYHbIX KIETOK, NCNOSIb3yEMbIX B MPON3BOLCTBE BbICOKOTEXHONOMYHbIX
NeKapCTBEHHbIX NMpenapaToB), KOTOPble MOryT OblTb 4OCTYMNHbI B OFPaHUYEHHbIX KONMYECTBaXx,
npoBeaeHME UCTbITAHUIN U NOPSAOK XPaHEHUS1 KOHTPOSbHbLIX 06pa3uoB MOryT ObiTb NU3MEHEHDI,
4YTO OPOpMNAETCHA AOKYMEHTASbHO.

84. (69) [1nsa KNeTo4YHbIX BLICOKOTEXHOSTOMMYHbIX NleKapCTBEHHbIX CPEACTB TECTbI Ha
CTEPUSTLHOCTb AOSMKHbI NPOBOAUTBLCA Ha KyribTypax KIeToK unm 6aHkax KneTok, cBOBOAHbIX OT
aHTMOMOTUKOB, ANs NONYyYEHNA goKa3aTeNbCTBa OTCYTCTBUSA KOHTaMMHaALUKN BakTepmusiMn un
rpubamu, a TaKkke Ans BO3MOXHOCTM OBHapYXeHNa opraHM3MoB, TpebyoLwmx cneumnanbHbIX
YCITOBUW KyIbTUBMPOBAHUA (€CNN NMPUMEHNMO).

85. (70) CooTBeTCTBYIOLAsA CTPaTErMsi KOHTPONS A0SMKHA OCYLLECTBATLCS ANA NPON3BOACTBA
Bronormyecknx nNekapcTBEHHbLIX NpenapaToB C KOPOTKMM CPOKOM FOAHOCTU, onpeaensiemMbiM B
HacTosLweMm MNpunoxeHnn kak cpok o 14 gHen, Ansa KoTopbix TpebyeTca BbiNyCcK cepun eLle oo
OKOHYaHWNA NPOBEAEHUS UCTbITAHNIW KayecTBa BCEN NapTUM rOTOBOW NPOAYKLUMN (Hanpumep,
nccrnegoBaHne CTepUnNbHOCTK). Tako KOHTPOSMb JOMKEH OblTb OCHOBAH Ha riybokom
NOHMMaHMN CBOWNCTB fleKapCTBEHHOro npenaparta u Npon3BoACTBEHHOMO NpoLecca U JoMMKeH
YUMUTbIBATb KOHTPOSb U XapaKTepPHbIE CBOMCTBA MCXOOHOIO CbIpbsi U UCXOAHBIX MaTepuanos.
Heobxoanmo Hanuumne 4YeTKoro 1 NOsIHOro ONMCaHUsA BCEr NpoLeaypbl BbiMycka, BKNHOYAOLLETO
00513aHHOCTUN OTAENbHbBIX PAabOTHMKOB, Y4aCTBYHOLLMX B OLEHKE NPON3BOLCTBEHHbLIX U
aHanUTM4eCcKux gaHHbIX. [JomkHa NpoBOANTLCSA HENpepbIiBHAsA oueHKa 3ddEeKTUBHOCTH
cuctembl obecrnevyeHnst kKadecTBa, BKNOYasa BeAeHne 3annucen, No3BonsoLmnx oLueHnBaTb
TeHaeHuun. [JomkHbl O6bITb NPeayCMOTPEHLI anbTepPHATMBHbLIE MeToAb! (Hanpumep, bbiCTpble
MUKpOBMonormyeckme MeToabl) NOSy4YEHNA COOTBETCTBYIOLNX PE3YNbTaTOB, NO3BOMSOLLMX
NPOBOAUTL NpeABapuUTeNbHOE NOATBEPKAEHNE COOTBETCTBUS CEPUN B Cryyasix, eCrv
HEBO3MOXXHO NMPOBECTU UCMbITAHNSA rOTOBOrO JIEKAPCTBEHHOrO npenapara n3-3a ero KOpoTKoro



cpoka rogHocTw. MNpoueaypa noaTBepXaeHUs COOTBETCTBUS U BbiNycKka cepum MoxeT
npoBOAMTLCA B ABa M Gonee atana:

a) (a) oueHka OTBETCTBEHHbIM(-bIMW) NMULOM(-aMn) 3anucen, KacarLLMxXcs npouecca
NpOn3BOACTBA CepUn, U pe3ynNbTaToB MOHUTOPUHIa NPOU3BOLACTBEHHOW cpeabl (ecnu
NPUMEHNMO), KOTOpble JOMMKHbI OXBaTblBaTb YCNOBUA MPON3BOACTBA, BCE OTKIIOHEHUS OT
CTaHAapTHbIX Npoueayp W CyLLEeCTBYIOLWME aHanMTuyeckne pesynbtaTtbl ANg NepBUYHOro
paspeLleHus cepumn NpoayKTa K BblMyCKY YNONTHOMOYEHHbIM JIULIOM;

0) (b) oueHka ynonmHOMOYEHHbIM IMLOM Pe3ynbTaTOB OKOHYATENbHbIX aHaNUTUYECKNX
UCMbITaHWUM N OPYron 4OCTYNHOW MHAOPMaL MK ANS 3aKYUTENbHOro NoaTBEPKAEHNS
COOTBETCTBUA CEPUN YCTaHOBIIEHHbIM TpeboBaHUSM.

86. [JomkHa 6bITb NpeaycMoTpeHa npoueaypa, onicbiBatowas HeobxoamMmble MeEPONPUATUSA
(BKnOYas B3aMmogencTBmne ¢ MegUUMHCKUMN paboTHMKaMK), B Criydae nonyyYeHus pesynbtaToB
NcnbITaHUM, BbIXOAALNX 3@ rpaHuLbl cneumdukaumin. Takue criydam OOSMKHbI paccnenoBaTbCs
B NOSIHOM 06beMe, COOTBETCTBYIOLLME KOPPEKTUPYIOLLME N Npeaynpexaatolme 4eNCTBUS,
HanpaBneHHble Ha NpeaoTBpaLLEHNe BO3MOXHOCTU NOBTOPEHUS TaKMUX CIyvYaeB, OOSMKHbI
perncTpmpoBaTbCs LOKYMEHTamNbHO.

IV. CneumnanbHoe pyKOBOACTBO NO OTAENbHbIM TUNam npoaykummu (Yactos B)
INlekapcTBeHHbIe NpenapaTtbl XXMBOTHOro npoucxoxaeHus (B1)

87. HacTtosluee pykoBOACTBO NPUMEHSIETCA K MaTepmanam X1UBOTHOMO NPOUCXOXAEHUS, B TOM
4yucre K matepmanam, noslyYeHHbIM U3 Takux NpeanpusaTuii, Kak CKOTOB6onHKU. NockonbKy Lenm
NOCTaBOK MOTyT ObITb OBLUMPHBLIMU N CAOXHBIMU, AOSTKHbBI MPUMEHATLCA CPeacTBa KOHTPOIS,
OCHOBaHHbIE Ha NPUHLUMNAX ynpaBreHns puckamu ans kadecrtea. [pu aTom Heobxoanmo
yunTbiBaTb TpeboBaHus [focyaapcTBeHHon hapmakonen Poccuickon ®epgepauunm, BKIoYas
npoBeeHne COOTBETCTBYIOLLMX UCMNbITAHUA Ha onpeneneHHblx ctaamax. [JormkHa BECTUCH
COOTBETCTBYHOLLAsA AOKyMeHTauus, obecneyvmBatoLLias NpocrnexXxmBaemMoCTb Lenn NocTaBokK C
YEeTKMM YKasaHMEM POSK KaXaoro y4aCcTHUKA Lienn NocTaBokK, BKAOYas, Kak NpaBuno,
A0CTaToO4yHO NoApobHOe onMcaHue cxeMbl NOCTaBOK.

88. (1) Heobxoammo Hann4ume nporpaMmm MOHUTOPUHIa OnacHbIX AN Yyenoseka 6onesHen
XMBOTHbIX (BETEpMHapHoOe ocBuaeTencTBoBaHme). [Npu oueHke PakTopoB pucka OOSDKHbI
ObITb NPUHATHI BO BHUMaHWE COOOLLEHUS 3acnyXnBatoLwmx 40BEPUE NCTOYHUKOB OTHOCUTENBHO
pacnpocTpaHeHHOCTU 3aboneBaHnsa Ha TePpPUTOPUN rocyaapcTea, B TOM YMCHe coaepalune
MHOPMaUUIO O NMPOBEPKE COCTOSHUS 340POBbS XMBOTHbIX U NporpaMmme(ax) KOHTposis Ha
rocy4apCTBEHHOM MU MECTHOM YPOBHSIX, BKITHOYAsA MEPONPUSATUS KOHTPOMSA UCTOYHUKOB
(Hanpumep, bepmbl UK 3aroHbl 4515 CKOTa), U3 KOTOPbIX MOMyYeHbl XXMBOTHbIE, U KOHTPOSb BO
BPEMS TPAHCMOPTUPOBKN XKNMBOTHbLIX HA CKOTOOOMHI0. O4HON U3 OpraHM3auuin,
OCYLLIECTBNAOLLEN MOHUTOPUHI 3a001eBaeMOCTN XUBOTHbLIX B MUpE, ABNAETCA
MexayHapoaHoe ann3ooTuyeckoe 61opo.

89. (2) CkoTob0MHM OOMKHBI COOTBETCTBOBATL TPEOOBAHNAM, YCTAHOBIIEHHBIM HOPMATUBHbBIMMN
npasoBbIMK akTamu Poccumnckon degepaumm, npu UCNOnb30BaHUN NX B KA4eCTBE NOCTaBLUMKOB
TKaHEeWN XXNBOTHbIX. [JOrmKHbI BbITb NPUHATLI BO BHUMAHWE CBEAEHUS OT YNONHOMOYEHHOIO
deaepanbHOro opraHa UCNoNHUTENBHOW BNacTu, NOATBeEpXaalLwme cobnogeHne TpeboBaHum
6e30nacHOCTM M Ka4yeCcTBa KOPMOB, YCTAHOBIIEHHbIE HOPMATUBHLIMY MPABOBLIMU akTaMu
Poccunckon ®egepaumm n (Mnu) gpyrnx CTpaH, U3 KOTOPbIX Cbipbe MMMOPTUPYETCS B
Poccunckyto degepaumio.



90. (3) MeponpuaTtna no KOHTPOSI NCXOAHOMO ChIPbA U UCXOAHbIX MaTepMarnoB Ha Taknx
npeanpusaTUsX, Kak CKOTOBOMHW, AOSMKHbI BKITOYaTb ONpeaeneHHble 3f1eMEHTbl CUCTEMBI
yrnpaBneHust Ka4ecTBoM Anisi obecneveHns yaoBneTBOPUTENBHOIO YPOBHS NpodeccnoHansHom
NnoAroTOBKW NepcoHarna, NPoCneXxmBaeMocT MaTepmanos, KOHTPOSS U CTabUNbHOCTN.

91. (4) JomnxHbl BbITb NPeayCMOTPEHBI MEPONPUATUSA MO KOHTPOSIKO UCXOOHBIX MaTepuanos Unu
NCXOQHOrO Cbipbs, obecneyvnBatowme npegoTepaLleHe BMeLwaTenbCTB, BIIMAIOWNX Ha
Ka4yeCTBO yKa3aHHbIX MaTepuarnoB Ui Cbipbs, UNK, N0 MeHbLLEN Mepe, NpefocTaBnsaLwme
NMHopMaUuIo 0 NPOBEAEHUM TakUX MepPONPUATUN NPYU NPOABMXEHUM UCXOOHbIX MaTtepuanos
NI UCXOOHOTO Cbipbsi NO NPOM3BOACTBEHHOWN LIENOYKe unm uenoyvke nocrasku. [laHHble
MEPONPUATUSA AOSMKHbI MPOBOAUTLCSA B OTHOLLEHUN NEPEMELLEHMS YKa3aHHbIX MaTepuanos nnm
Cblpbs OT MECT NepPBMYHOro cbopa, NpoBeAeHNst HaCTUYHOW M MOSTHON OYUCTKN A0 MeCT
XpaHeHWs1, HaKOMMeHWs, pasMeLLeHNs N HaxXoXaeHns y nocpeaHnkos. Heobxogmmo
OCYLLEeCTBNATb AeTallbHY pernctpaumio npoBegeHHbIX MEPONPUATUIA B paMKax CUCTEMBI,
obecneynBaroLLeln NPocneXxmnsaeMocTb NPOAYKLUNN, BKITKOYAA perucTpaumio Niobbix HapyLeHni,
CBSI3aHHbIX C HUMW paccrieJOBaHNN U NPUHATLIX Mep.

92. (5) JomkHbl NPOBOANTBLCSA NOCTOSAHHbBIE OLLEHKM NOCTaBLLMKOB UCXOLHOIO ChIPbst M UCXOOHbIX
mMarepwuanos, NnoaTeepxaarwme cobnogeHme TpeboBaHNN KOHTPOISE UCXOAHOMO Chipbs U
NCXOAHbIX MaTepuanoB Ha pasHbIX CTaausix Npom3BoacTea. [pom3BoanTenb JOMKEH UMETb
NOSHYK JOKYMEHTaLUMIO O paccrefoBaHMsaX NPOUCLLECTBUIN, MPOBEAEHHbIX C TLWATENbHOCTbLIO,
COOTBETCTBYHOLLEN 3HAYMMOCTU NpouncLlecTsui. [JOMmKHbI CyLecTBOBaTb CUCTEMBI,
obecneunBaroLme npoeeaeHne aPPEKTUBHBIX KOPPEKTUPYIOLLNX 1 Npeaynpexaarwmx
OENCTBUN.

93. (6) KneTkn, TKaHU 1 opraHbl, UCMNONb3yeMble OS5 NPON3BOACTBA KCEHOMEHHbIX KNETOYHbIX
NeKkapCTBEHHbIX NpenapaTos, OOMKHbl OblTb MOMYYEeHbl UCKITIYNTENBHO OT XMUBOTHbLIX, KOTOPbIE
coepxartcs B HEBOJle B YCITOBUSAX OTCYTCTBUA KOHTAKTa C APYrMMU XXUBOTHBLIMU U
BblpalyMBaloTCsa cneyunanbHO Ana aTux uenen. Hn B koem cnyyae He gonyckaeTcs
NCNONb30BaHME KIEeTOK, TKaHEeN U OPraHoOB AMKUX XMBOTHbIX MW XMBOTHbIX CO CKOTODOEH.
Takke He AonycKaeTcs UCMONb30BaHNE TKAHEN XKUBOTHbIX-OCHOBATENEN (KUBOTHbLIN OpraHm3m,
HeCyLLMI YyXXepoaHbIn reH). Heobxoanmo BecTn HabnogeHne n AOKYMEHTaLUMi0 OTHOCUTENBHO
COCTOSIHUS 300POBbS XXMBOTHbIX.

94. (7) MNpw KCEHOreHHOM KNEeTOYHOW Tepanun n obpaLleHnn KCEHOrEeHHbIX NeKapCTBEHHbIX
npenapaTtoB JOMXHbl cobnogaTbca TpeboBaHMa HOpMaTUBHbBIX NPaBOBbIX akTOB Poccunckom
depnepaumm, kKacaroLmMeca NOCTaBKN U UCMbITAHUN KINETOK XUBOTHbIX.

JlekapcTBeHHbIe npenapaTtbl annepreHos (B2)

95. MicxopgHble matepuarnbl MOryT 6bITb NPON3BeAEHbl NyTEM U3BIIEYEHNS U3 €CTECTBEHHbIX
WUCTOYHMKOB UIN C UCMNOSMb30BaHNEM TeXHONormm pekomoémHaHTHon JHK.

96. (1) [lns rapaHTUK COOTBETCTBUSA MOCTABKN MCXOAHbLIX MaTepuanoB AOSMKHO CyLLECTBOBATb
NX onncaHue, BKIoyaruee Heobxogumble geTanu, B YaCTHOCTU, OOLLLENPUHATOE N Hay4yHoe
Ha3BaHWe, NPOUCXOXAEHNe, Npupoay, Npeaesnbl coaepXaHnst KOHTAMUHAHTOB, METO B3SATUS
TakMx matepmanoB. MaTepuanbl XXMBOTHOIO NPOUCXOXAEHUS OOMMKHbI ObITb MONYyYeHbl OT
3[0POBbIX XXMBOTHbIX. [11151 KONOHWUI (HanpuMep, Krnewen, XXMBOTHbIX), KOTOPbIE MCMOMb3YTCA
OIS 9KCTpaKUMM annepreHoB, A0MKHA CyLLLEeCTBOBATb COOTBETCTBYHOLLIAA CUCTEMA KOHTPONS,
obecneunBatoLlan buonornyeckyto 6e3onacHoCTb. JlekapCcTBeHHbIE NpenapaThl annepreHos
AOJIMKHbI XPaHUTBCA B COOTBETCTBYHOLMX YCIOBUAX, 06ecneynBatoLmx nx Ka4ecTso.



97. (2) Ctagum TEXHONOIrMYECKOro npouecca, BK4vaLlme npeasapuTenbHyo 06paboTky,
3KCTpaKumio, hunbTpauuto, Ananms, KOHLEHTPUPOBaHUE U NModunnsaumto, 40mKHbI 6bITb
AeTanbHO onMcaHbl 1 BanuaupoBaHbl.

98. (3) NMpoueccbl Moanukauumn, ncnonb3ayemble Ansi NPOU3BOACTBA MOANGULIMPOBAHHBIX
3KCTPaKTOB annepreHoB (Hanpumep, anneproMaoB, KOHbIOraToB), AOMKHbI OblTb ONUCaHbI B
COOTBETCTBYHOLLEN JOKYMEHTaUMK. [TpoOMeXyTOYHbIE NPOAYKTbI B TEXHOMOMMYECKOM npoLiecce
AOJTKHbI ObITb MAEHTUULMPOBAHBLI N MPOKOHTPONMPOBAHLI.

99. (4) Cmecun 3KCTpaKTOB ansiepreHoB A0SMKHbI ObiTb NPUrOTOBIEHbLI U3 OTAENbHbIX 3KCTPAKTOB
NCXOOHbIX MaTepmanos, NOMy4YEeHHbIX N3 OAHOro NCTOYHUKA. Kaxkabin OTAeNbHbIA 3KCTPaKT
AOIKeH ObITb onpeaeneH kak otaenbHas apMaueBTMyeckas cyocTaHums.

INlexapcTBeHHbIe NpenapaTbl UMMYHHbIX CbIBOPOTOK XMBOTHbIX (B3)

100. (1) NpounsBoanTenb AOMMKEH yAENATb 0COO0E BHUMAHME KOHTPOSO aHTUreHOB
OMONOrM4YecKoro NPOMUCXOXAEHUS A9 rapaHTUN UX Ka4yecTBa, MOCTOSIHCTBA U OTCYTCTBUSA
no6o4YHbIX areHToB. [loaroToBka MaTepuarnoB, UCNOMb3YEMbIX 411 UMMYHU3aLUMW KNUBOTHBIX
(Hanpumep, ncnonb3oBaHue 1 (UNK) BegeHNE aHTUIEHOB, ranTeH-HOCUTENEN, agbioBaHTOB,
CTabunmManpyroLmMx areHToB), U XpaHEHME TakUX MaTepmuarnoB HENOCPEACTBEHHO Nepes
UMMYHM3aUnen 4OMKHO NPON3BOANTLCSA B COOTBETCTBUN C AOKYMEHTANbHO OOPMIIEHHBIMM
npoueaypamu.

101. (2) Npoueaypbl MMMYHU3aLMK, NCCNELOBaHUS KPOBU U 0TOOpa KPOBU OOKHbI
NPOBOANTLCS B COOTBETCTBUMN C PEMMCTPALMOHHBIM JOCHE.

102. (3) Ycnosusa Nnpon3BoacTBa fieKapCTBEHHbIX NpenapaToB 13 cybparMeHToB aHTUTEN
(Hanpumep, y4acTku cBaA3biBaHUA aHTUreHa Fab u *) n nobble ganbHenwme moandukaumnmn
AOJTKHbI COOTBETCTBOBATb BaNMAMPOBAHHBIM U YTBEPXKAEHHBIM NapameTpam. Ecnv doepmeHThl,
ncnonb3yemMble Npy NPON3BOACTBE, COCTOAT U3 HECKOJTbKMX KOMMOHEHTOB, AOKHA ObITb
obecneyeHa nx CTabunbHOCTb.

BakuuHbi (B4)

103. (1) Npwn ncnonb3oBaHMN AMBPMOHOB NTUL, AOITKHO BbITb 0H6ecneyeHo 340pOBbE BCEX CTaW,
ncnonb3yemMbix Ans X NonydeHns (ans cram, cBoOOAHbIX OT cneundunyeckmx NnaTtoreHos, 1 ons
340pOBbIX CTaN).

104. (2) JomkHa npoBOANTLCA Banuaaumsa LenoCTHOCTU KOHTENHEPOB, UCMONb3yeMbIX OS5
XpaHeHUs NPOMEXYTOYHbIX MPOAYKTOB, M BPEMEHUN UX XPaHEHUS.

105. (3) B 30Hax, cogepalumx xumBble OMONOrM4eckme areHTbl, 3anpeLaeTcsa oTKpbiBaHMe
COCy[0B, COAepXKaLLMX NMHAKTMBUPOBAHHbIE NeKapCTBEHHbIE Npenapatbl, U1 0TOOP NPo6 13 HMX.

106. (4) NocneposaTenbHOCTb NpMbaBNEHNS aKTUBHbIX KOMMNOHEHTOB, a4 bHOBAHTOB U
BCNoOMoOraTesibHbIX BELECTB B NPOLIECCE NPON3BOACTBA MPOMEXYTOYHOIO UIM rOTOBOIO
npoaykTa JoMKHa COOTBETCTBOBATL TEXHOMOIMYECKUM MHCTPYKLNSM.

107. (5) B cnyyae ncnonb3oBaHUsa Ang Npon3BoaCcTBa UMW UCMbITaHUA MUKPOOPraHU3MOoB,

KOTOPbIM MPUCBOEH BbICLLMIA YPOBEHL BMONOMMYECKON ONAacHOCTK (HanpuMep, NaHgeMmn4eckmne
LUTaMMbl) AOIMKHbI ObITb 06ecneveHbl Heobxoanmbie Mepbl n3onaumn. JomkHO ObiTb NONy4YeHO
AOKyMeHTarnbHoe NoATBEPXKAEHME pa3peLLeHnst Ha NPOBeAEHME YNIOMSAHYTbIX MEPONPUATUA OT



COOTBETCTBYHLLMX YNONHOMOYEHHbIX dheaeparnbHbIX OPpraHoB UCMONMHUTENbHOW BRacTu.
[aHHasa gokymeHTauus AormkHa ObiTb B HANMYUKU 1 AOCTYNHA A11S NPOBEPKM.

PekombGuHaHTHbIEe npoaykThl (BS)

108. (1) nsa obecnevyeHnsi NOCTOSHCTBA CBOWCTB JIEKAPCTBEHHOIO NpenapaTta, cogepxatlero
AONyCTUMbIE NMPMMECHK B ONpeaeneHHOM Anana3oHe, OOMKHbI cobniogaTtbca BannampoBaHHbIe
YCIOBUS TEXHONOMMYECKMX NPOLIECCOB NPW POCTE KNETOK, akcnpeccumn 6enka n ounctke. [Ans
obecneveHnsa OTCYTCTBUS BUPYCHOW KOHTaMMHALUUK B ONpeaeneHHbIX TUNax KeTok,
ncnonb3yemMbix B NPON3BOACTBE, MOryT NoTpeboBaTbCs 4ONOMHUTENbHbIE Mepbl. [Ans
NeKapCTBEHHbIX NMpenapaToB, NPON3BOACTBO KOTOPLIX NpeaycMaTpmBaeT MHOrOKpaTHbIe cOopbI
KNeToK npu KynbTUBUPOBAHUKN, €ro NPOAO0IIKUTENbHOCTb A0MKHA HAXOAUTLCS B YTBEPXKAEHHbIX
npegenax.

109. (2) MNpouecchbl 0O4NUCTKM OT HeXenaTenbHbIX NPOAYKTOB, MICTOYHUKOM KOTOPbIX SABASOTCSA
KNeTKM X035iMHa, B YaCTHOCTWN OT 6ENKOB, HYKNENHOBbLIX KMCIOT, YrNeBOAOB, BUPYCOB U APYIUX
npumecen, AOSMKHbI MPOBOAUTBLCA B paMKax ornpeaeneHHbIX BananpoBaHHbIX Npeaenos.

JlekapcTBeHHbIe npenapaTtbl MOHOKIOHaNbHbIX aHTuTen (B6)

110. (1) MoHOKNoOHarnbHble aHTUTENa MoryT 6biTb NPOM3BEAEHbl U3 MbILLMHBLIX U
4YenoBeYEeCKMX rMbpuaomM Unu ¢ NOMOLLbK TeEXHONOrMn pekomomHanTHon OHK. Ona
obecne4veHnsa 6€30NacHOCTX 1M Ka4YecTBa JIEKAPCTBEHHOIO nNpenapara A0JKHbI MPOBOANTLCSA
COOTBETCTBYHOLLME MEPOMNPUATUS KOHTPOMS B OTHOLLEHUN NCXOOHbIX KINETOK (B TOM YuCre,
NUTaKOLWKMX KNETOK, B Cry4ae X UCMNOSib30BaHUSA) N UCXOOHbIX MaTepuarnoB, UCMOMb3yeMbIX ASis
co3gaHusa rmépmnaombl 1 (UNK) NMHUK KNEToK. Heobxoammo yaocToBEPUTLCH, YTO AaHHbIE
MEpPONpPUATUA NPOBOAATCSA B YTBEPXKAEHHLIX Npeaenax. Ocoboe BHMMaHNe O0MKHO yaensaTbCs
AokasaTenbCTBY OTCYTCTBUS BUPYCOB B NleKapCTBEHHOM npenapaTte. [na gokasaTenscTBa
NPUroaHOCTUN NEKAPCTBEHHbIX NPenapaToB, NPOM3BEAEHHbIX HA OAHOWN N TOW Xe
TEXHOJIOrM4YeCKOM OCHOBE, BO3MOXHO UCMONb30BaHNE OaHHbIX, MOSyYEHHbIX MPU UCNbITAaHUK
OAHOrO N3 HUX.

111. (2) JomkHa 6bITb NpoOBeAeHa NPOBEPKA TOr0, YTO KPUTEPUN HA NPOMEXYTOYHOM U
KOHEYHOW CTaamsax NPOM3BOACTBEHHOIO NPOLIECCa KOHTPONMUPYOTCA U HAX0OATCS B
YyTBEPXAEHHbIX Npeaenax.

112. (3) Npoun3BoacTBEHHbIE YCNOBUA ANA NPUrOTOBIEHUS Cyb-pparMeHTOB aHTUTEN
(Hanpumep, Fab, *, scF v) 1 nobbix gpyrnx mogudukaumi (Hanpumep, BBEAEHUS
pagVoaKTUBHbIX METOK, KOHbIOraumm, XMMnU4YeCcKoro CBs3biBaHMs) JOSMKHbI COOTBETCTBOBATb
BaNnMAnpoBaHHbIM NapamMeTpam.

INlexapcTBeHHbIe NpenapaTbl TPAHCreHHbIX XMBOTHLIX (B7)

113. ObecneyeHne NOCTOSTHCTBA NCXOQHOro MaTepuana, nosly4eHHOro n3 TpaHCreHHoro
NCTOYHUKA, ABNseTcsa 6onee npobrneMaTtuyHbIM, YeM NPU UCMONb30BaHUN CTaHOAPTHbIX
HEeTPaHCreHHbIX BMOTEXHONMOrMYECKNX NCTOUHMKOB. CriegoBaTenibHO, OOMKHbLI cobnogaTbea
noBbILEHHbIE TpeboBaHMs ANSA AoKa3aTenbCTBa NOCTOSHCTBA BCEX CBONCTB JIeKapCTBEHHOIO
npenapaTa OT CEPUN K CEPUN.

114. (1) Ana nponssoacTea GUONOrMYeCcKnX NekapCTBEHHbIX NpenapaTtoB MOryT
NCMNonb30BaTbCA Pa3fNMYHbIE BUAObI XKMBOTHLIX, B TOM YMCHE MOryT NPOBOAUTBLCSA B3ATUE U
o4ncTKa BoNornyeckmx xXnagkocten (Hanpumep, Mmonoka). >KMBOTHbIE JOMKHbI UMETb YETKYHO U



YHUKanbHY MapKUPOBKY, 1 AOMKHbI ObiTb NPeAyCMOTPEHb! yGnupyowme Mepbl Ha criyyan
yTpaThbl NEPBUYHOIO MAEHTUMULIMPYIOLLIErO MapKepa.

115. (2) YcnoBusa cogepxaHus 1 yxoaa 3a XXMBOTHbIMU A0JTKHbI obecneynBaTb HAMMEHbLLUNIA
BO3MOXHbI/ KOHTAKT XXMBOTHbIX C MATOrE€HHbIMW areHTamn n 300Ho3aMu. JormkHbl ObITb
pa3paboTaHbl COOTBETCTBYIOLLME MEPDI 3aLLNTLI OKpYyKatoLlen cpeabl. [JJomkHa ObiTb
paspaboTaHa nporpaMmma HabnaeHUs 3a 340POBbEM XMBOTHbLIX C COOTBETCTBYHOLLMM
BHECEHMEM 3anucen B AOKyMeHTaum. Takke AomkHbl ObiTb paccrnenoBaHbl Nobbie
WHUMAEHTBI N onpefeneHo ux BAnaHMe Ha BO3MOXHOCTb JanlbHENLLEro NCNOb30BaHUS
XMBOTHOIO M paHee Mosy4YeHHbIX cepur npoaykumn. Heobxoanmo yaocToBEpPUTLCA, YTO NoOLIE
fleKkapCTBEHHble NpenapaThbl, NPUMEHSABLUMECH A5 NIEYEHNS XUBOTHbIX, HE NPUBEAYT K
KOHTaMuHauum npon3BoaAnMMOro fIeKapCTBEHHOroO Npenapara.

116. (3) JomkHa cywecTBoBaTb AOKYMEHTAUMSA C POAOCIIOBHOM OT XKMBOTHOrO-OCHOBATENS 40
YXUBOTHbIX, MCMOMb3YIOLLNXCA ANS NPOU3BOACTBA. 3anpeLlaeTcsa cMeLllMBaHne matepmarnos,
NOJSTyYEHHbIX U3 Pa3HbIX TPAHCIEHHbIX NIMHUM XXMBOTHbIX, Tak Kak OHY MPOUCXOLAT OT pasHbIX
YKNBOTHbIX-OCHOBAaTenNen.

117. (4) Ycnosus, npu KOTOPbIX NPOM3BOANTCS B3ATUE MaTepmaros, 4OSMKHbI COOTBETCTBOBATL
HOpPMaM perncTpaunoHHOro 40Ckbe M NPOTOKOMa KITMHUYECKUX nccnegoBaHun. ['padumk B3aTmS
Martepwuana u ycrnoBus, NPy KOTOPbIX XXMBOTHbIE MOTYT ObITb UCKMOYEHBI N3 NpoLuecca
NpoOn3BOACTBA NEKApPCTBEHHOIO Npenapara, AOMKHbl COOTBETCTBOBATL YTBEPKOAEHHbLIM
npoueaypam n Kputepusam npmuemMmnemMocTu.

JlekapcTBeHHbIe npenapaTtbl TPaHCreHHbIX pacTteHun (B8)

118. ObecneyeHne NOCTOSAHCTBA NCXOQHOrO MaTepuana, nosly4eHHOro n3 TpaHCreHHoro
NCTOYHUKA, ABNseTcsa 6onee npobrneMaTtuyHbIM, YeM NPU UCMONb30BaHUN CTaHOAPTHbIX
HEeTPaHCreHHbIX BMOTEXHONMOrMYECKNX NCTOUHMKOB. CriegoBaTenibHO, OOMKHbLI cobnogaTbea
noBbILEHHbIE TpeboBaHMs ANSA AoKa3aTenbCTBa NOCTOSHCTBA BCEX CBONCTB NIeKapCTBEHHOIO
npenapaTa OT CEPUN K CEPUN.

119. (1) na npegoTepalleHnsi KOHTaMMHaLMK rNaBHbIX U paboymx TpaHCreHHbIX 6GaHKoB
NOCTOPOHHUMM MaTepuanamm pacTUTENbHOIO NPOUCXOXAEHUS U COOTBETCTBYOLLINMM
NOCTOPOHHUMW areHTamn MOryT NoOHago0bMTLCA OONOSNTHUTENbHBIE MepbI, NpeALecTByOLMNe
Unn criegyroume 3a MeponpusaTusMm, ykasaHHbiMmn B Obuiem pykosoacTtee (MyHKTbl 15-86
HacTosiero MNpunoxeHus). KoHTponb cTabunbHOCTM reHa A0MKeH NpOBOANTLCS Ha
NPOTSKEHMM ONPEOENEHHOrO KONMMYECTBA reHepaLmni.

120. (2) na obecneveHnst NOCTOAHCTBA cbopa ypoxkas OT pasHbiX KyNbTyp pacTeHUN pacTeHus
AOJTKHbI UMETb YETKYIO U YHUKANbHYH MapKUPOBKY, U AOIMKHbI OblTb YKka3aHbl X OCHOBHbLIE
XapaKTepuUCTMKN. B YacTHOCTKU, COCTOSIHME 300POBbSt PaCTEHUIA, BXOASLWMX B KyNbTYypY, OODKHO
KOHTPONMPOBAaTLCA C ONpeaernieHHON NePMOANYHOCTBLIO Ha NPOTSKEHUM Nepuoaa
BblpaLlMBaHuS.

121. (3) JomkHbl 6bITb YCTAHOBMEHbLI MEPbI NPEAOCTOPOXKHOCTM AN 3aWmnTbl KynbTyp. Mo
BO3MOXHOCTN HEOBXOANMO MUHUMN3NPOBATb X KOHTaMUHALMIO MUKPOBNONOrM4eckMmmn
areHTamu 1 NePEKPECTHY0 KOHTaMMHALMIO pacTeHnaMKN apyroro sBuaa. [JomkHbl ObiTb NPUHATDI
Mepbl ANs NpefoTBpaLLeHMs KOHTaMUHaUUKM NekapcTBEHHOro npenaparta Takumu
MaTtepuanamu, kak nectuunabl n yaobperus. [lormkHa 6biTe pa3paboTaHa nporpamma
MOHUTOPUHIra C COOTBETCTBYHOLLUM BHECEHMEM 3anucen B JOKYMEHTaLMIO, TaKKe AOMKHbI ObiTb



paccnenoBaHbl nobble NHUMAEHTHI U onpepnerieHo nx BnmaHne Ha BO3MOXHOCTb AanbHenwero
MCNOJIb30BAHUA KYJbTYpPbl B NPON3BOACTBEHHOM Nnpouecce.

122. (4) JormkHbl 6bITb YETKO ONMCaHbI YCIOBKS, ONpeaensioLwmne cnyyvyaum, Korga pacteHus
MOryT ObITb UCKNIOYEHbI U3 NPON3BOACTBEHHOIO nNpouecca. Heobxoanmo ycTaHoBUTbL Npeaensl
nNpMemMnemMocTu Ans matepuanos (Hanpumep, OCHOBHbIX BEMKOB), KOTOPbIE MOTYT NOMeLlaTb
npouenype o4ncTKM npoaykumn. [ormkHO OblTb NOATBEPXKAEHO, YTO pe3yrbTaThl HAXOAATCH B
npegenax yTBep>XXaeHHbIX HOpM.

123. (5) omkHbl ObITb 3adnKCMpPOBaHbI YCOBMUS OKpYy»KatoLwen cpebl (Temnepartypa, 4oXAab),
KOTOpble MOTYT MOBMMATbL HA KAYECTBEHHbIE XapaKTEPUCTUKM NEKAapCTBEHHOMO nNpenapara, a
TaKxKe Ha NPOU3BOACTBEHHbIN BbIXOA PEKOMBUHAHTHOrO Berka, HadMHas OT BpeMeHU Nocesa,
Ha NPOTSHXKEHUM KYNbTUBMPOBAHUSA U O MOMeHTa cbopa 1 NpOMEXYTOYHOrO XpaHeHs
cobpaHHbIX MaTepuanos. [1pn oopmrIeHnn ykazaHHON JOKYMeHTaL M1 AOMKHbI cobriogaTtbes
TpeboBaHNA HOpMaTUBHbIX NPaBOBLIX akTax Poccunckon ®epepaumm, perynmpyroLmx Bonpochl
BblpaluBaHns u cbopa pacTeHui.

JlekapcTBeHHbIe NpenapaTtbl reHHOW Tepanuu (B9)

124. CywecTByeT HECKOSbKO TUMOB fIeKapCTBEHHbIX NpenapaToB reHHoW Tepanun
(nekapcTBeHHbIE NpenapaTbl FeHHOW Tepanun, Coaep KaLlme nocnenoBaTenbHOCTL(TH)
PEKOMBUHAHTHBIX HYKNEWHOBBIX KACMOT UM FEHETUYECKN MOANMDULMPOBaHHbIV(bIE)
MUKpOOpraHnam(Mbl) unm Bupyc(bl), N NeKkapcTBEHHbIE NpenapaTtbl FEHHOW Tepanuu,
coAaepXallme reHeTUYeCckn MogmduLMpPOoBaHHbIE KITETKN), KOTOPbIE OXBaTbIBAOTCA MyHKTaMU
124-136 HacTogwwero Npunoxenus. [Insa nekapCTBEHHbIX NpenapaToB reHHOW Tepanuu Ha
OCHOBE KNETOK MOTYT NPUMEHATBLCS HEKOTOPbIE NMONOXEHWS, U3NOXEHHbIE B NyHKTax 137-144
HacTodwero lNpunoxeHuns.

125. (1) BcneactBume TOro, YTo KNeTku, Cnofib3dyemble 9 NPOM3BOACTBA JIEKAPCTBEHHbIX
npenapaToB reHHOW Tepanun, NoNyYeHbl Un OT NIIAEN (ayTONOrNYHbIE UMW ansoreHHbIe), Unm
OT XXMBOTHbIX (KCEHOTEHHbIE), CYLLLECTBYET MOBbLILLIEHHbBIA PUCK UX KOHTaMUHaLUMN NOBOYHBbIMU
areHTamu. [1ng n3onsumm aytonornyHbix Matepmarnos, Nosy4YeHHbIX OT MHUUMPOBAHHbLIX
AOHOPOB, AOMKHbI, ObITb NPEeaYCMOTPEHbI 0COObIE MeponpuaTUs. [Ansa Takmx NCXOOHbIX
MaTepuanos, a TakkKe ANsi KPMONPOTEKTOPOB, NUTATESNbHbLIX Cpef, KNeTOK U BEKTOPOB,
HaOEXXHOCTb KOHTPOJIbHbIX U UCMbITATENbHBIX MEPONPUATUIN A0IMKHA ObiTb OCHOBAHA Ha
NPUHUMNAax ynpasneHns puckaMmm st KayecTsa M A0SHKHA COOTBETCTBOBATh
pernctpaunoHHomMy gocbe. Co3gaHHble KIeTOYHbIE NIMHUK ANS MTPON3BOACTBA BUPYCHbIX
BEKTOPOB 1 NPOBEAEHUSI KOHTPOSTbHbIX U UCMNbITaTENbHbIX MEPONPUATUI OOIMKHbI TaKKe
OCHOBbIBaTLCS Ha NpMHUMNAxX ynpaBneHus puckamu ansa kavecrtea. B cnyyae HeobxoammocTtu,
AOJTKHbI UICNOSb30BaTbLCS BUPYCHbIE NOCEBHLIE KYNbTYPbl U CUCTEMbI HAHKOB KNETOK.

126. (2) Ha Bo3aMOXHOe cogepxaHne npumMecen, NOCTOPOHHUX areHTOB U NMePEKPECTHYIO
KOHTaMWHaLMIO BNUSIOT Takue hakTopbl, Kak npupoaa reHeTU4eckoro Matepuarna, Tun Bekropa
(BUPYCHbIV U HE BUPYCHBIWA) U TUM KNETOK, YTO AOSMKHO ObITh Y4TEHO Npu pa3paboTke obLen
cTpatermm MMHMMM3aumm pucka. Ha ocHoBe JaHHOW cTpaTernn JOIMKHbI ObiTb paspaboTaHsbl
TEXHOJIOrMYeCKin NpoLece, CrPOeKTUPOBaHbI NPOU3BOACTBEHHbIE U CKNaaCcKMe NOMeLLeHUs U
obopyaoBaHue, paspaboTaHbl npoueaypbl YOOpKU U AEKOHTaMUHALMK, a TakKe YNaKoBKH,
MapKMPOBKM U peanuaaumn.

127. (3) Npon3BOACTBO 1 UCMbITAHME NEKAPCTBEHHbLIX NpenapaToB reHHon Tepanuu TpebyeT
peLleHuns cneunduniecknx BonpocoB 6€3o0nacHOCTN U KadecTBa rOTOBOrO fIEKAPCTBEHHOMO
npenapara 1 BonpocoB 6€30nacHOCTN NauMeHTOB U nepcoHana. [JormkeH NpMMEHSTLCA NOAXOA,



OCHOBaHHbIV Ha ynpasreHun puckamu, ansa obecneveHma 6e3onacHoOCTM nepcoHana,
OKpYy>KatoLen cpeabl M NauneHTOoB, a Takke NPUHATLI Mepbl KOHTPOMSA COOTBETCTBEHHO
yCTaHOBMEHHOMY Knaccy buonormnyeckon onacHoct. Mepbl no obecneyeHuto 6e3onacHoOCTH
AOJIMKHbI COOTBETCTBOBATbL TPebOBaHMAM HOPMAaTMBHbIX NPAaBOBbIX akTOB Poccumnckon
depepaumn.

128. (4) NepeaBmxeHne nepcoHana (BKo4asi NepcoHar, 3aHATbI KOHTPONEeM KayecTBa, U
obcnyxuBarLmi NepcoHarn) u NOTOKWU MaTepuaros, BKITOYas Te, KOTOPbIE XPaHAT U
NCNbITbIBAKOT (HAaNnpMMep, UCXoaHble MaTepuansl, 06pasubl ANs BHYTPUNPOM3BOLACTBEHHOMO
KOHTpOnsi, 06pasubl rOTOBOro JIeKapCTBEHHOro NpenapaTa u Npodbl NPOM3BOACTBEHHOW Cpeabl)
AOJIMKHbI OPraHM30BbIBaTLCA HA OCHOBE MPUHLMIMOB yNpaBneHnsa puckammn gnsi kadecraa. o
BO3MOXXHOCTM MpY 3TOM UCNOMb3Yy0T O4HOHANpPaBreHHble NOTOKN. [JOMKHO y4MTbIiBaTLCS
nepemeLLeHne mexay 30HaMun, cogepXxalmMmm pasnmnyHble reHeTUYeCKNn MoaAMULMPOBaHHbIE
OpraHM3mbl, U 30HaMW, COAEPKALLMMN FrEHETUYECKM HE MOAMDULNPOBAHHBIE OPraHN3MbI.

129. (5) MNpwn npoekTMpoBaHMM NOMeLLEeHNI 1 060pYyAOBaHNSA OOMKHbI ObITb YYTEHbI BCE
BO3MOXHble CreunanbHble npoueaypbl, Tpebyowmecs ana AeKOHTaMUHaUMM UM OYUCTKM OT
OpraHM3MoB, KOTOpbl€ UCMOMb3YHTCA NPY NPON3BOACTBE NIeKapCTBEHHOrO npenapaTa.
[MporpaMmma MOHUTOPUHIa COCTOSIHUA NPOM3BOACTBEHHOWN CpeAbl, €Crv 3TO BO3MOXHO, JOIDKHA
ObITb JOMNOMNHEHA MeToAaMM onpeaerneHns NPUCYTCTBUS CneLndunyecknx MMKpOOpraHn3MoB,
KyNbTUBMPOBaHNE KOTOPbIX MPOM3BOAUIIOCh.

130. (6) MNpun ncnonb3oBaHUN BUPYCHbBIX BEKTOPOB C OrpaHUY4eHHOM CNOCOBHOCTLIO K
pennmkaummn OOmkKHbl MPUHUMATBLCA MepbI MO NPeAoTBPAaLLEHNIO NonagaHns BUPYCOB ANKOro
TMNa, KOTOPOE MOXET NPMUBECTM K BOZHUKHOBEHMIO PEKOMOUHAHTHBLIX BEKTOPOB, CMNOCOOHLIX K
pennmkaummn.

131. (7) JormkeH GbITb NpegyCMOTPEH NSlaH aBapUHbIX MEPOMNPUSTUI Ha Cry4van
HenpeaBUAEHHOrO BbIBpOCa XMBbIX MUKPOOPraHM3MOoB. [1raH A4omKeH BKIoYaTb onucaHme
METOAOB U npoueayp no U3onsauun MUMKPOOpraHnM3moB, 3aLumTe onepaTtopos, yoopke, no
npoBeAeHV0 AeKOHTaMmHaumm n 6e3onacHoMy BO306HOBMAEHMIO aKcnnyaTaumm. JomkHO 6bITb
OLeHeHo BNusAHME BbIBpoCca Ha fiekapCTBEHHbIE NpenapaTbl, HaXoAsLwWwmnecs B
HenocpeacTBEHHOW 6nIM30CTU, U Ha Ntobble Apyrne nekapCTBEHHbIE NpenapaThbl, Haxogsawmecs
B 30Hax, NOABEPXEHHbIX TaKOMy BblIOpOCY.

132. (8) [lomkHbl ObITb NPegyCMOTPEHbI MEPbI AN OTAENEHUS NOMELLEHNA ANsi TPOM3BOACTBA
BUPYCHbIX BEKTOPOB OT APYrnX 30H. AP PEKTMBHOCTb MEP, UCMONb3yEMbIX AN pa3aenenus,
AoIkHa ObITb Aoka3aHa. Beage, roe aTo npMMeHnMo, crieayeT UCNonb30BaTh 3aKpbiThble
cuctemsl. [lomkeH GbITb NpegoTBpaLleH BbIGPOC BUPYCHOro Matepmana npu otéope o6pasuos,
BBeAeHun 0obaBoK 1 nepegadye maTepuanos.

133. (9) He ponyckaeTcs conyTcTByloLLee NPpOn3BOACTBO PasnmnYHbIX BEKTOPOB reHHOW Tepanuu
B OQHOM 1 TOW e 30He. OQHOBpPEMEHHOE NPON3BOLCTBO HEBUPYCHBIX BEKTOPOB Ha O4HOM
yyacTke AOSMKHO KOHTPONMPOBaTbCA COrNlacHO NPUHUMNAM YNpaBlieHnsa pyuckamm Ansi Ka4ecTsa.
[ormkHa 6bITb NokaszaHa 3PEKTUBHOCTb NpoLeayp nepexoaa Mexay kKaMnaHuamu.

134. (10) Anga obecneyveHnsa NpocnexmnBaeMoCTu NeKapCTBEHHOIO nNpenaparta OT HavanbHbIX
cTaguin (nnasmuabl, LeneBble reHbl U perynaTopHble nocrneaoBaTenbHOCTU, BaHKM KNeToK, a
TakxKe 3anac BUPYCHbIX UM HEBUPYCHbLIX BEKTOPOB) N 40 rOTOBOrO fIeKapCTBEHHOro npenapara
AOIMKHO ObITb B HANU4YMnM getanbHOe onucaHve Npou3BoACTBa BEKTOPOB U reHeTUYECKU
MOANMULMPOBAHHBIX KNETOK.



135. (11) NepeBo3ka nekapCTBEHHbIX NpenapaTos, cogepXaLumx UM COCTOALLNX U3
reHeTUYeCkn MOANMPULIMPOBAHHbBIX OPraHN3MOB, A0JPKHA COOTBETCTBOBaTL TpeboBaHMAaM
3aKoHogaTernbCTBa.

136. (12) K nepeHocy reHoB B KNeTKN-PELMNNEHTbI, KOTOPbIA MPOBOANTCS BHE OpraHn3ma,
npeabsBnalTCa cnegyowmne TpeboBaHus:

a) (a) Takomn npouecc JOMMKEH NPOUCXOAUTE B NOMELLEHNAX, NpeAHa3HaYeHHbIX AN AaHHbIX
AEeNCTBUM N UMEIOLLINX COOTBETCTBYHOLLMIA YPOBEHb U30MSUNN;

0) (b) Heob6x0aNMMO NPUHATL MepbI (BKIoYas TpeboBaHus, yka3aHHble B NyHKTE 24 HaCTOALLEro
MpnnoxeHns) ons yMeHbLUEHNA BO3MOXXHOCTN NEPEKPECTHON KOHTaMUHALNN 1 NepenyTbiBaHNSA
KNeTOoK, MOMyYeHHbIX OT pa3HbIX NaUMEHTOB. [JOImKHO ObITb Takke NpeayCMOTPEHO
Ncnonb3oBaHMe BanvMaMpoBaHHbIX nNpouenyp odncTkn. OgHOBpEMEHHOE UCNOSb30BaHMeE
pa3HbIX BUPYCHbIX BEKTOPOB AOSMHKHO KOHTPONMPOBATLCHA B COOTBETCTBUM C MPUHLMNAMU
ynpaBreHnsa puckamu ang kadectsa. He paspeluaetcsa ncnonb3oBaHNe HEKOTOPbIX BUPYCHbIX
BEKTOPOB (Hanpumep, peTpo- U NEHTMBUPYCOB) AN NPOM3BOACTBA rEHETUYECKM
MOAMMLMPOBAHHbBIX KNETOK A0 AOKa3aTenbCTBa OTCYTCTBUSA B HUX MOCTOPOHHErO BEKTOPA,
CMocoBHOro K pennmkauunuy;

B) (c) TpeboBaHMs NpocnexXmnBaeMoCcTn SOMMKHbI ObITb cobntogeHbl. Heobxoanmo yeTkoe
onpeaeneHne cepumn NPoayKuumM, HauymHasi OT KIeTOYHOrO Cbipbsl U 3aKaH4YMBasi KOHTEMHEPOM C
rOTOBbIM NIEKAPCTBEHHbIM NpenapaTomM;

r) (d) dpuaunko-xmummn4eckne CBOMCTBA NEeKapCTBEHHbIX NpenapaTos, Npu NPOU3BOLACTBE KOTOPbIX
NCNosnb3yrTCs Heburonormyeckne cpeacrTea AOCTaBKU reHa, AOSKHbI ObITb UccnefoBaHbl U
AOKyMeHTarbHO NOATBEPXOEHbI.

JNlekapcTBeHHbIe NpenapaTbl TepanMm COMaTU4eCKUMU KNeTKaMmn U rieKapcTBeHHbIe
npenapaTbl TKaHeBOW UHXeHepuun (B10)

137. [Ins nekapCTBEHHbIX NpenapaToB reHeTU4YECKN MOANULIMPOBAHHBLIX KNETOK, KOTOPbIE He
onpeneneHbl Kak nekapCcTBEHHbIE NpenapaThl FEHHOW Tepanum, MOryT MPUMEHATBCS MYHKTbI
124-136 HacTogwwero [NpunoxeHus.

138. (1) Ana npon3BoacTBa AaHHbIX NIEKAPCTBEHHbIX NPenapaToB M0 BO3MOXHOCTU JOMKHbI
ObITb MCNOMNBb30BaHbl pa3peLleHHbIe UCTOYHUKN (Hanpumep, paspeLUeHHble K MPUMEHEHUIO
neKapCTBEHHble cpeacTBa Unn MeauumHCKne n3genus) JonofHUTENbHbIX MaTepuanos (B
YaCTHOCTU, KNEeTOYHbIX NPOAYKTOB, Buomonekyn, GuomaTtepunanos, NOAAEPKUBAKOLLMX CUCTEM,
MaTpuy,).

139. (2) B cnyyae ecnv nsgenus, BkroYyas Te, KOTopble NMPOuU3BOAAT Ha 3akas, ABNATCS
COCTaBHOM YaCTb FOTOBOW NPOAYKUUK, OOMKHbI cobntogaTbea crieayowme TpeboBaHus:

a) (a) mexay npoussoguTeneM nekapcTBEHHOro npenapara 1 NnponssoauTenemM MeguLmMHCKOro
n3gennst 4OMMKHO ObITb 3aKMYEHO cornalleHne, cogepxatliee JOCTaTOuHYH HopMaLmio O
MEeANLMHCKOM n3genuu, ans Toro, 4tobbl n3dexatb N3MeHeHUs ero CBOMCTB BO BPEMS
NMPOM3BOACTBA BbICOKOTEXHOMOIMYHOIO NIeKapCTBEHHOrO Npenapara. YkasaHHoe cornalleHue
OOJDKHO coaepXaTb TpeboBaHME O KOHTPOSE U3MEHEHUI, NPEANOXEHHbIX ANA MeOULMHCKOro
n3penus;



0) (b) cornaweHne NpomM3BOANTENEM NIEKAPCTBEHHOIO NpenapaTa u NPoM3BOANTENEM
MEeAMLMHCKOro U3genus A0MKHO Takke npegycMmatpmBaTb 06mMeH nHdopmaumnen ob
OTKITOHEHUAX, UMEBLLMX MECTO NPU NPOM3BOACTBE MEANLMHCKOrO N3aenusi.

140. (3) Bcneacrteue Toro, 4TO COMaTMYECKME KNETKN NOMNyYeHbl v OT N0AeN (ayToNornyHble
UIN ansioreHHbIe) UM OT XXUBOTHbIX (KCEHOreHHbIE), CyLEeCTBYET NOBbILLEHHbIN PUCK NUX
KOHTaMnHaumm no6oYHbIMU areHTamun. [ns n3onaumm ayTonornyHbiX MaTtepumanos, NoyYeHHbIX
OT UHPULMPOBAHHBIX JOHOPOB AOMXKHbI, OblTb NPEeAYyCMOTPEHbI 0COObIE MeponpuATUS. [JormkHa
ObITb 0BecneyeHa HaOeXHOCTb KOHTPOSbHbIX U UCTbITaTENbHbLIX MEPONPUATUI AN TaKUX
NCXOAHbIX MaTepuaros.

141. (4) Ecnv HEBO3MOXXHO NPOBECTN CTEPUNN3aLMI0 FOTOBOrO NeKapCTBEHHOIO nNpenapara npu
NOMOLLM CTaHAAPTHbLIX METOA0B, HanpumMep unbTpaumen, ctTagmm TEXHONOIMMYECKOro
npouecca A0MKHbI ObITb NPOBEeAEHbI B aCENTUYECKMX YCIOBUSX.

142. (5) JomkHoe BHMMaHUe HeobxoaMMo yaensTb cneundundeckum TpeboBaHmaM ang Bcex
CTagni KpMOKOHCEepBaLMn, Hanpumep, CKOPOCTN N3MEHEHNSA TeMnepaTyp BO BpeMs
3aMOpaxmnBaH1sa U pasmopakmBaHnda. Tun kKamepbl XpaHeHUs, cCnocobbl pasmeLLeHmns
MaTepuarnoB U NpoLecchl U3BNeYeHUs OMKHbI CBOAUTb K MUHUMYMY PUCK NEpPeKpeCcTHON
KOHTaMunHaumm, obecnevmBaTb Ka4eCTBO NIEKAPCTBEHHbIX NpenapaToB U cnocob6CTBOBaTL NX
npaBunbHOMY nssneyeHuto. [insg obecneyeHnsa 6e3onacHoCTU paboTbl C iekapCTBEHHbIMU
npenapaTtamMy, B COCTaB KOTOPbIX BXOASAT MO3UTUBHbIE CEPOSIOrMYECKMe MapKepbl, a Takke
XpaHeHUs 3TUX NieKapCTBEHHbIX NpenapaToB AOMKHbI NCNONb30BaTbCA JOKYMEHTannbHO
odoopMIiEHHbIE npoLeaypbl.

143. (6) JormkHbl 6bITb NPOBEAEHbI UCMbITAHUSA CTEPUINIBHOCTU Ha NpeaMeT OTCYyTCTBUS
BakTepmnanbHOM UM rpubKoBON KOHTaMWHALMK B KyNbTypax KNeTok unm 6aHkax KrneTok, He
copaepXalmx aHTMOMOTUKK. [lormkHa Takke y4MTbiBaTbCs HEOOXOANMMOCTL onpeaeneHuns
crneumduyecknx MMKPoOOpraHn3mMoB, TpebyoLWnxX crneLmanbHbIX YCNOBUA KyNbTUBUPOBAHUS.

144. (7) B cnyyae Heo6x0AMMOCTM SOMKHA NPOBOAMTLCSA NpOrpaMmma MOHUTOPUHra
CTabunbHOCTU, BKNIOYAOLLAs HanmMyne KOHTPOSbHbIX U apXMBHbIX 06pa3LoB B KONIMYECTBE,
A0CTaTOYHOM NS NpoBeAeHUs JanbHENLUX UCTbITaHUN.

V. TepMuHbI U onpeaeneHus
145. Ins uenen HacToswero MNpunoxeHna Kpome TeEpMUHOB U onpeaeneHu,
npegycMoTpeHHbIx rnason || HacToawmx MNMpasun, NCNONb3yTCA TakKe crefyloLumMe OCHOBHbIE

MOHATUA:

aablOBaHT - XMMUYECKoe unm 6ruonorn4yeckoe BeLLECTBO, ycunmearwuwee NMMYHHYHO peakunto
Ha aHTUIEH;

anneprexbl - BelWwecTBa aHTUFEHHOW UIN ranTeHHOW Npupoabl, CNOCOBGHbIE CEHCUBUNIM3NPOBATL
OpraHn3M ¥ BbI3blBaTb annepruio;

anneprovabl - XAMUYECKN U3MEHEHHbIE ansiepreHbl C MOHMXXEHHOW PeakTUBHOCTbIO
nmmyHornoodynuHa E (IgE);

aHTUreHbl - BelecTBa (Hanpumep, TOKCUHbI, Y4y>XepoaHble 6enkn, 6akTepum, KNeTkn TKaHu),
cnocobHble BbI3BaTb cneumnduryeckme UIMMYHHbIE peakLuu;



aHTMTENa MOHOKIOHAIbHbIE - FOMOreHHas NonynaAunsa aHTUTEN, CNOCOBHbIX NPUCOEOMHATLCS K
€4NHCTBEHHOMY 3annUTONy (aHTUreHHOW AeTEPMUHAHTE), NOMyYeHHasa U3 eAMHCTBEHHOrO KIloHa
NMMAOLNTOB NN C MOMOLLbIO TEXHOMNOrMM pekombuHaHTHon [HK;

aHTuTena noJIKIioHalrlbHbl€ - aHTUTENa, NoJily4eHHbl€ OT HECKOJIbKMX KITOHOB J'IVIM(bOLI,VITOB n
(I/IJ'II/I) Bblpa6OTaHHbIe yerioBe4eCknMm ninm XMBOTHbIM OpraHM3mMom B OTBET Ha BBeAEHNE
adHTUTEeHa,

aHTuTeno - 6enku, npovsseaeHHble B-numdountamm, KoTopble cneunduryeckn cBa3biBatoTCs ¢
onpeneneHHbIMM aHTUreHaMmu. Ha ocHoBe KIntoYeBbIX pasnuymin B METOAAX MX NPOM3BOACTBA
BbIAENSIIOT ABa rMaBHbIX TUMa aHTUTEN: MOHOKIOHAaNbHbIE aHTUTENA U NONMKIOHAaNbHbIE
aHTUTENa;

BGaHK KNeToK - COBOKYMNMHOCTb COOTBETCTBYIOLLMX KOHTENHEPOB, XPAHSLLMXCA B OnpeaeneHHbIX
YCIOBUAX, COAEPXKNUMOE KOTOPbIX MMeeT OQHOPOAHbIM cocTaB. CoaepXnmoe Kaxagoro
KOHTerHepa npeacraBnseT cobomn KpaTHbIM €AMHbIN Ny KNeToK;

Buonormnyeckasa papmaueBTmyeckasa cybctaHums - hapmaleBTudeckas cybcraHums,
npou3BedeHHas C UCMOMb30BaHMEM BUONOIMYECKOrO MCTOYHMKA UM KCTparMpoBaHHas 13
B1MONOrMyeckoro NCToYHMKa, KoTopasi 4OMmkHa BbiTb OXapakTepmnsoBaHa C UCMNOSfb30BaHNEM
PU3NYECKNX, XUMUYECKUX N BUONOrMYECKNX UCMbITAHWIA U KAYECTBO KOTOPOWN onpeaenseTca
3TUMUN UCTBLITAHUSMWN B COYETAHUM C KOHTPOSIEM NPOLLECCOB €€ NPOn3BOACTBA;

Omonornyecknin NekapcTBEHHbIN Npenapar - NIeKapCTBEHHbIN npenapaTt, dapmaueBTuyeckas
cybcTaHuma KoToporo saensaetca Guonormdeckon bapmaueBTMyeckon cybcTaHumnen;

BuoHarpyska - ypoBeHb 1 BU MUKPOOPraHU3MOB (Hanpumep, Henpuemnemble unm 4onyctumble
MUKPOOPraHn3mbl), KOTOpble MOTyT NPUCYTCTBOBATb B UCXOAHOM CbIpbe, UICXOOHOM ChIpbe OS5
NPon3BOACTBA (hapMaLeBTUYECKON CybCTaHUMN, NPOMEXYTOYHOW NPOAYKLMM UK B
dapmaneBTu4eckon cybectaHumm. buoHarpysky He cnefyeT cumMTaTb KOHTaMUHaLMEN, ecnn ee
YPOBHM He NPEBbILIAOT YCTaHOBMEHHbIE NpeaerbHble 3HaYeHUSA NN He OBHapYyXeHbI
MUKPOOpPraHn3mbl, onpegensiemMble Kak HeonyCTUMbIE;

BEKTOp - areHT TPaHCMUCCUKN, NEPEHOCALLMIA FTEHETUYECKYO MHCPOPMAaLIMIO OT OOHOW KNEeTKM Unn
opraHusmMa kK Apyron, HanpvmMep nnasmuapl, TIMNOCOMbI, BUPYChbI;

BMPYCHbI BEKTOP - BEKTOP, NPON3BEAEHHbIN NyTeM MoauduKkauumn Bupyca ¢ NOMOLLbHO
MEeTO0B MOMNEKYNApHOM Bronorn Ans yaepXuBaHns HEKOTOPbIX, HO HE BCEX, MATEPUHCKNX
reHoB Bupyca. [Npu yganeHnn reHoB, OTBETCTBEHHbIX 3a CNIOCOOHOCTb BMpYCa K pennmKaumm,
CO3[aHHbI BEKTOP SABMNSAETCHA HECMNOCOOHBIM K pennukauuu;

BHE XKMBOr0 OpraHn3mMa - NpoLecc, Npy KOTOPOM NpoLeaypbl MPOBOAATCS HA TKAHAX UMK
KneTKax BHE >XMBOro opraHnMama c nocrneyoLwmm Bo3BpaToM TKaHeN Ui KNeToK B XUBOW
OpraHu3mM;

BHYTPU XMBOrO OpraHMama - npoueaypbl, NPOBOAMMbIE BHYTPU XKUBbLIX OPraHU3MOB;

BCroMoraTesbHble BELLECTBA - BELLECTBA HEOPraHNYECKOro U OpraHN4YecKoro
NPOUCXOXAEHMS, UCNOSb3yeMble B NPOLIECCe NPOM3BOACTBA, U3rOTOBIEHMS NIEKAPCTBEHHbIX
npenapaToB ANns NpuaaHns UM HeO6XoaUMbIX (U3NKO-XUMUYECKMX CBOMCTB*, KpOMe
hapmaueBTUYECKMX CyBCTaHUMIA M yNakoBOYHOIO Matepuana;



ranTeH - MoreKyrsia C HU3KON MONEKyNsiPHOW MacCcou, He SBASLWLAACA aHTUreHoM o CBOen
npupoae 40 MOMEHTa KOHbioraumm ¢ "Monekynon-Hocutenem";

reH - nocnegosartenbHocTb [HK, kogupytowas oguH nnm HeckonbKo 6enKkos;

reHeTnyeckn mogmdpuumpoBaHHbii opraHnam (FMO) - nrobon opraHnam, 3a UCKIOYEHNEM
opraHuM3ma 4ernioBeka, B KOTOPOM reHeTUYECKNn MaTepman Obin N3MeHEH Takum o6pasom, 4To
AOCTUYb TAKOro M3MEHEHWs B pe3yrnbTaTe eCTECTBEHHOIO CKpeLLMBaHNS 1 (UNK) eCTECTBEHHOM
pekoMbnHaunm HEBO3MOXHO;

rmépmuaoma - uMmMopTanuaoBaHHas ("6eccmepTHas") NMHMS KNEeTOK, NPOM3BOAsLLANA Kenaemble
(MOHOKIOHanbHbIE) aHTUTENA U 0OLIYHO Norly4Yaemasi NyTeM UCKYCCTBEHHOIO cnnaHna B-
NMMMEOLNTOB C ONYXONEBbIMUN KNEeTKaMu;

rmaBHbIN OAHK KNEeTOK - annkBoTa 0gHOro nyna KneTok, KOTOprVI Obin noJyiy4eH n3 KOHKpPeTHOro
KIMOHa KINeToK npu onpegeneHHbiX yCrnoBuax, pacnpegeneHHad BO MHOXECTBO KOHTeI7IHepOB n
XpaHdwanaca npu onpeaeneHHbIX yCrnoBuaAax;,

rnaBHbIA BUPYCHbIA NOCEBHOW MaTepuarn - annkeoTa O4HOro nyna BUPYCOB, KOTOPbIV Bbin
Nony4YeH N3 KOHKPETHOrO KINoHa BUPYCOB NpW onpeaesieHHbIX YCNOoBUSX, pacnpenerneHHas Bo
MHOXECTBO KOHTEMHEPOB U XpaHsALasacs npu onpegerieHHbIX YCoBUsX;

rMaBHbIN TPaHCTeHHbIN BaHK - anMKBOTa OAHOMO Myra KNeToK TPaHCTEHHbIX PacTEeHUI UNn
YKMBOTHbIX, KOTOPbI ObIf NOMyYeH U3 KOHKPETHOrO KIOHa KNETOK Npu OnpeaeneHHbIX YCrnoBusiX,
pacnpeeneHHasi BO MHOXXECTBO KOHTEMHEPOB U XpaHsLLAsACSA Npy onpeaenieHHbIX YCINOBUSIX;

3aKpbiTas cuctemMa - cuctema, B KOTopon oapmaueBTUdeckas cyocTaHUmnsa unm nekapcTBEHHbIN
npenapaT He UMEKT HENOCPELCTBEHHOIO KOHTAKTa C NPOM3BOLACTBEHHOWN Cpeaown;

30Ha - onpeaeneHHbI Habop NoMeLLeHUn B Npeaenax oO4HOro 30aHusl, B KOTOPbIX
NPOM3BOANTCS OAUH UM HECKOIbKO NEeKapCTBEHHbIX NPenapaToB U KOTOPbIE MMEIOT OTAENbHYHO
CMCTEMY BO34YyXONOArOTOBKY;

300HO03 - VIH(*)eKLI,I/IOHHbIe N NHBA3NOHHbIE 3a00NEBAHNSA KUBOTHBbIX, KOTOpbIE MOTYyT
nepenaBaTbCA YEJIOBEKY;,

MCNONb30BaHWE B YCMNOBUAX U30MALMK - NtobGas AeAaTenbHOCTb, NPY KOTOPOWM reHeTUYeCKN
MOANULMPOBaHHbIE OPraHM3Mbl MOSTy4atoT, KyIbTUBMPYIOT, XPaHAT, TPAHCNOPTUPYHOT,
paspyLLaloT, YHUYTOXAKOT UM UCMONb3YHT KakuM-nnbo cnocobom 1 npu KOTopon
MCMONb3YTCA creumarnbHble Mepbl N30NALMN A4S OrPaHNUYEHUs PacnpoCTPaHEHUS! 3TUX
OpraHn3MoB 1 obecriedeHnsi 6e30MacHOCTM HAaCeNeHNsl U OXpaHbl OKpY)KatoLLen cpeabl;

NCXodHble MaTepuarnbl - BCe Matepuarbl, U3 KOTOPbIX FIeKapCTBEHHOE CPeaCTBO MU
dapmaueBTUYeckasn cybcTaHUmMsa NPOU3BOANTCA UIM IKCTParmpyeTcs, 3a UCKITIYEHNEM
yNaKkoBOYHbIX MaTtepuanoB. [nsa 61onornvyeckmx nekapCTBEHHbIX NpenapaTtoB UCXOOHbIE
Martepuansl npeacTaBnsaoT cobon nobble cybcTaHumm GMONOrMYecKoro NPOMUCXOXAEHUS, Takme
Kak MUKPOOPraHn3mbl, OpraHbl U TKaHW pacTUTENBHOIO UM XMBOTHOIO NPOUCXOXAEHUS, KIETKN
UIN XKNOKOCTU (BKITHOHAsA KPOBb M NNa3mMy) YEroBEYECKOro Ui XXNMBOTHOMO NMPOUCXOXAEHNS, a
Takke BUOTEXHONOrMYECKME KNeToYHble CyoCcTpaThl (PEKOMOMHAHTHBLIE Y MPUPOAHbIE), BKIOYAs
nepBUYHbIE KNETKN;

KIeToYHbIN 3anac - nepBUYHbIE KINETKU, pa3MHOXMBLUMNECA A0 3adaHHOIo KOJin4ecTBa KIeToK,
pasaeneHHble Ha ariMkBOTbl U UCMOJIb3yeMbI€ B Ka4eCTBE NCXOAHOIo Matepuana and



npon3BoacTBa orpaHM4eHHOro KoJim4ecrtea cepvu7| J1IeKapCTBEHHbIX MNMpenapaTtoB Ha OCHOBE
KNeToK;

OTBETCTBEHHOE NMLO - CreLmanbHO Ha3dHa4YeHHOe NULO B OpraHmn3aumm no npon3BoAcTBY
Bronornyeckux (B TOM Ymcrie MMMYHOBMONOrMYecKnx) dhapmMaueBTU4eCKnX cybcTtaHumm n
NeKapCTBEHHbIX NPenapaToB, KOTOPOE HECET OTBETCTBEHHOCTb 3a:

obecne4veHune Toro, 4To Bruonornyecknun matepunan (B TOM YMCne KNeTkn U (Unn) TKaHu
YyenoBeka) Nony4YeH, NPOBEPEH, NCNOMb30BaH B NpoLiecce NPON3BOACTBA fIEKapCTBEHHOMO
CpeAcTBa BKIOYAsA KOHTPOSIb KayecTBa roToBOro NpoAyKTa, a Takke XpaHuncs 1 bl oTnyLeH
B COOTBETCTBUU C 3aKoHOoAaTenbCTBOM Poccunckon depepaumm;

npegocTaBneHne ynosIHoOMOYeHHbIM pegeparnbHbiM OpraHaM UCMNOSNHUTENBHOW BiacTu
Heob6xoamMmon nHopmaunmn OTHOCUTENBHO NPeAnMCaHniA, paspeLleHnii, akkpeguTauum unm
NULEH3MPOBaHUS;

BbINOJSTHEHNE B OpraHM3aLmm no Npon3BoAcTBY BMONorMyecknx (B Tom yncne
NMMYHOBMONOrnYecknx) hapmMmaueBTUYECKNX CyOCTaHLMIA 1 NEKAPCTBEHHbIX NpenapaToB, BCEX
TpeboBaHun 3akoHogaTenbcTBa Poccuinckon egepauum.

OTBeTCTBEHHOE NNLIO AOSMKHO OTBEeYaThb CreayoLMM YCIOBUSIM B OTHOLLEHMM KBaNMUKauum:
UMEeTb BbiCLLEE MeanLMHCKoe, dhbapMaLeBTMYeckoe Unm buonormyeckoe obpasoBaHue;

UMEeTb CTaxk paboTbl HE MeHee ABYX NET B OQHOW UMM HECKOSbKMX OpraHn3aumsx
COOTBETCTBYHOLLEro npoduns.

YKa3aHHble Bblle 0653aHHOCTN OTBETCTBEHHOIO NnLa, MOryT 6bITb NepedaHbl Apyrm nuuam,
UMEIOLLIMM COOTBETCTBYHOLLYIO KBANM@MKaLUMo 1 cTax paboTbl AN BbIMOMHEHNSA 3TUX
obsa3aHHocTeN.

OpraHusaumm no NpomnsBoACTBY BUONOrMYECKMX (B TOM YNCHIE MMMYHOBOMOMNOrMYecKunx)
hapmaLeBTUYECKMX CyBCTaHUNIN 1 NekapCTBEHHbIX NpenapaToB AOMKHbI coobLlaTth B
YNOSTHOMOY€EHHbIV (beaepanbHbI OpraH UCNOSTHUTENBHOM BNactTy hamunmio, UMs 1 0T4ECTBO
(Mpn HanMuun) OTBETCTBEHHOIO NUA, a Takke nuu, KOTopbIM NepefaHbl 0693aHHOCTU
OTBETCTBEHHOIO f1ua, BMECTE C UH(pOpMaLMNEN O KOHKPETHbIX 06A3aHHOCTSAX, KOTOPbIE Ha HUX
BO3IOXEHbI.

Ecnu oTBeTCTBEHHOE NMLIO MNK NKLA, KOTOPbIM NepeaaHbl 06513aHHOCTM OTBETCTBEHHOIO NMLA,
3aMEeHS0TCH Ha NOCTOSAHHOW NN BPEMEHHOW OCHOBE APYrMM fNLIOM, OpraHn3aums rno
NPOn3BOACTBY BUONOrMYECKMX (B TOM YMCrie MMMYHOBMONOrnyeckmx) dhapmaLeBTUHECKNX
cybCcTaHUMIM 1 NekapCTBEHHbIX NpenapaToB JOSMKHA cpa3sy yBe4OMUTb YNOSTHOMOYEHHbIV
dbeaieparnbHbI OpraH UCMONMHUTENBHOM BNACTU O (haMunvm, UMeHU 1 OT4eCTBe (MPpY Hanu4um)
HOBOrO OTBETCTBEHHOrO NvLa 1 Aate ero Ha3HaveHus;

nepeHoC reHoB - NpoLecc NepeHoca reHa B KIeTKU, BKIToYasi CUCTEMY 3KCnpeccuu,
coepallyrocsa B cucteme A0CTaBKW, KOTOpas Ha3blBaeTCs BEKTOPOM. BEKTOp MOXeT BbITb Kak
BUPYCHOrO, TaK 1 HEBUPYCHOIO NponcxoxaeHusi. Nocne nepeHoca reHoB reHeTUYeCKn
MOOMMPUUMPOBAHHbIE KIMETKN TakKe MOTyT HasblBaTbCs "TpaHC(OPMUPOBAHHbIE KNETKU";

nuTatoLwmne KNeTku - KNeTku, UCronb3yeMble B KOMOMHUPOBAHHOM KynbType Ansi NoAaepKaHus
NAPUNOTEHTHOCTM (CMOCOBHOCTM AnddepPeHLMPOBaTLCS B MHOXECTBO CreLmann3mpoBaHHbIX
TUMNOB KIETOK) CTBOMOBLIX KNETOK. [ KynbTypbl YeN0oBeYeCKNX aMOPUOHarbHbIX CTBOMOBbLIX



KNEeToK TUNUYHbIE NUTAIOLLIME CITION COCTOSAT M3 AMBpUoHarnbHbIx hrnbpobnactos mbiwm (QDM)
nnm ambpunoHanbeHbIX hnbpobnacTos Yenoseka (APYH), B KOTOPbIX crneumnanbHbIMKM MeTO4aMM
npegoTBpaLLeHO AefeHue;

nnasmmnga - Yactb [HK, o6bI4HO cyLecTBytowas B 6aktepmanbHOM KneTke B BUAe KOSbLEBOW
CTPYKTYpbl, OTAEMNEHHOMN OT KNETOYHOM XpomMocoM. Nnasmmuga MoxeT ObiTb MogMdpuumpoBaHa ¢
NMOMOLLIbIO METOLOB MONEKYNApHON Bruonornn, BolaeneHa n3 bakrepnanbHOW KNeTKn 1
ncrnonb3oBaHa ans nepeHoca u sBctpamBaHus ee [1HK B reHoM gpyron kneTku;

nogaepxuBatrwas cucrtema (scaffold) - cpeactso nogaepxkun, cpeacTBo 4OCTABKN UK
mMaTpuLa, KoTopble obecneunBatoT CTPYKTYPY UM COLENCTBYIOT MUTPALIMN, CBA3BIBAHWIO NN
TPaHCNOPTY KNETOK U (Mnn) BUONOrnMYeCcKn akTUBHbIX MOSEKYIT;

noMellieHne ansi NPon3BoACTBa HECKONbKUX IeKapCTBEHHbIX NPenapaToB - MoOMeLLeHne s
nocrnefoBaTeNlbHOro NPOM3BOACTBA UMM MPOM3BOACTBA MO NPUHLIMNY KaMnaHW pasnnyHbIX
rpynn 6ruonornyeckmx papmMaueBTUYECKUX CybCTaHUMIA U NeKapCTBEHHbIX NpenapaTos, B
KOTOPOM KOMIMMEKT UCMOMb3yeMoro ob6opyaoBaHnst MOXET ObITb CreuuanuampoBaHHbIM UK
HecneumnanM3anpoBaHHbIM AN KaXXaon oTAeNbHOW rpynnbl CyGCcTaHLUW UK NieKapCTBEHHbIX
npenapaTos;

npeaHaMepeHHbIN BbIOPOC - NpegHaMePEHHbIV BbIMYCK B OKPY)KatoLLyt cpeay reHeTUYeCcKn
MOANULMPOBAHHBIX OPraHM3MOB, ANs KOTOPbIX HE UCMONb3YHTCA crieumanbHbie Mepbl
N30M5LUMKN OIS OFpaHMYEeHUs pacnpoCTpaHEHMs 3TUX OpraHU3MOoB 1 obecnedeHus
6e30nacHOCTM HaceneHns 1 oKpyXxatoLlen cpeabl;

NPOM3BOACTBO MO MPUHLUMMY KaMMnaHui - nocrnegoBaTenbHOe NPOU3BOACTBO psifia CEpUii OQHOTO
1 TOrO e NeKapCTBEHHOro npenapara B Te4YeHne onpeaeneHHoro nepmoaa BpeMeHu, nocrie
KOTOPOro NPOBOASITCA CTPOrne KOHTPOSIbHbIE MEPONPUATUS Nepes NepekntoYeHnem Ha
NPoOu3BOACTBO OPYroro fekapCTBEHHOro npenapara. JlekapCcTBeHHble nNpenapaTtbl He
NPOM3BOAATCA OAHOBPEMEHHO, HO NS UX NPOU3BOACTBA MOXET ObITb MCNONb30BaHO OAHO U TO
xe obopynoBaHue;

npoueaypa peTpoCnekTUBHOIO aHanuaa - JOKyMeHTanbHO oopMIieHHas npoleaypa,
obecneunBatoLLas oTcnexmsaHme dbruonornyecknx papmMmaueBTUYECKNX CybCTaHUMn unm
neKapCTBEHHbIX NpenapaToB HECOOTBETCTBYHOLLLErO KayecTBa BCNEeACTBUE NCMONb30BaHUA
3abpakoBaHHbIX XMBOTHbIX UM YENTOBEYECKMX MaTepuanos n3-3a NPUCYTCTBUS B 3TUX
Martepmanax KoHTamuHupyrowero(Lwmx) areHta(oB) Unn nNpu BbISBNEHUN HEraTUBHbLIX (PakTOpPOB
Y XXMBOTHbIX UMW N0SEN, ABNAIOLLMXCA NCTOYHUKOM 3TUX MaTepUarnos;

pabounii 6aHK KNeToK - rOMOreHHbIN Ny MUKPOOPraHN3MOB UMW KNETOK, MNOMy4YeHHbIX 13
rmaBHOro 6aHka KneTok n 04HOPOAHO pacnpedenieHHbIX B onpeaernieHHOe YNCno KOHTENHEPOB.
Pabouunn 6aHK KNeTok XxpaHUTCA B yCrnoBuax, obecnevmnBatoLLmnx ero CTabunbHOCTb U
Ncnonb3oBaHME B NPOM3BOACTBE;

paboyunii BUPYCHbIN NOCEBHOW MaTepmarn - FOMOreHHbIN Myn BUPYCOB, NOSTyYEHHbIX U3 FMaBHOIo
BUPYCHOIo NOCEBHOro MaTepuana n ogHOPOAHO pacnpefeneHHbIX B onpeneneHHoe Yncro
KOHTeNHepoB. Pabounii BUpYCHbI MOCEBHOW MaTepmar XpaHUTCS B YCIOBUSIX,
obecneunBaroLLmx ero CTabunbHOCTb U UCNOMNb30BaHNE B NPON3BOACTBE;

pabo4nii TpaHCreHHbIN BaHK - FOMOreHHbIN Ny KNEeTOK TPaHCreHHbIX PaCTEHUIA UMW XUBOTHbIX,
NONyYeHHbIX N3 FMaBHOro TpaHCreHHoro 6aHka 1 o4HOPOAHO pacnpeaeneHHbIX B



onpegeneHHoe YMCno KOHTenHepoB. Pabounii TpaHCreHHbIN 6aHK XpaHUTCA B YCIOBUSX,
obecrneynBaroLLmx ero CTabunbHOCTb U UCMOMNb30BaHWE B MPOU3BOACTBE;

cBO6GOAHbIE OT CreundUYEecKUX NaToreHoB - XNBOTHbIE MaTepuarb! (Hanpumep, Kypbl,
3MOPUOHBI UNW KYNbTYpPbl KNETOK), UCNONb3YLUMECs AN NPON3BOACTBA UMM KOHTPOS
KayecTBa GMONOrMYecKnx NekapCcTBEHHbIX NPenapaToB, Nony4YeHHbIE U3 FPYMM XXUBOTHbIX
(Hanpumep, cTag unu ctan), cBOGOAHbIX OT ONpeaeneHHbIX NaToreHoB. Takue ctaga unu ctam
onpeaensitoTCcsa Kak rpynnbl XXMBOTHbIX, KOTOPbIE XUBYT B 00OLLEN cpeae v UMEIT YXaXXnBatoLLMiA
3a HUMM NepcoHar, KOTOPbI He NPebbiBAET B KOHTAKTE C XUBOTHbIMU, HECBOOOAHbLIMU OT
cneundguyecKknx NnaToreHos;

coMaTUYeCKME KIeTKN - BCe KNEeTKN Tena Yyernoseka Unmn >XMBOTHOro, KpoMe penpoayKTUBHbIX
KNeToK. 3TN KNETKM MOryT BbITb ayTOMOrMYHbIMK (OT TOrO XXe nauueHTa), anfnoreHHbIMu (OT
APYroro 4Yenoseka) Unn KCEHOreHHbIMMU (0T XXMBOTHOIO) COMaTUYECKUMU XXMBBLIMU KNeTKamu,
MaHUMNyIsaUmMm ¢ KOTOPbIMU UITU U3SMEHEHUE KOTOPbIX MPOBOANUITUCH B YCIOBUSIX BHE XXMBOIO
opraHu3ma c rnocnegylowumM BBeJeHNeM B OpraHn3m vernoBeka A5 JOCTUKEHNS
TepaneBTMYECKOro, ANarHOCTUYECKOro nm npounakTM4ecKoro 4encTBns;

TPaAHCreHHbIN - OpraHn3Mm, coaepallum B cBoen 0ObIMHOM FEHETUYECKON CTPYKTYype
Yy>KEPOAHbIN reH A5ia akecnpeccumn Guonorndecknx apmaleBTUHECKMX MaTepunanos;

ypOBeHb Buonornyeckom 6e3onacHoOCTu - yCroeus nsonsaunmn, Tpedyowmnecs ans 6esonacHom
paboTbl C MUKPOOPraHM3mMaMmn pasHbiX YPOBHEN NATOrEeHHOCTU, HaYMHaAA OT 4-1 rpynnbl
NaToreHHOCTU (HAaUMEHbLUMI PUCK, ManoBEPOSTHO NPUBOAALLMI K 3ab0neBaHmo YenoBeka) u
A0 1- rpynnbl NATOreHHOCTUN (HaMBbICLLMIA PUCK, BbI3bIBAIOLLNIN TSXKEMbIE NErko
pacnpocTpaHsiemble 3abonesaHus);

yucTas KynbTypa (akCeHu4Has KynbTypa) - KynbTypa, cogepallas OAMHaKoBble
MUKPOOPraHn3Mbl U HE KOHTAMUHUPOBaHHAs NOOLIMU APYrMMU OpraHn3MamMu.

* NyHKT 3 cTaTbn 4 PepepanbHoro 3akoHa ot 12 anpens 2010 r. Ne 61-93 "O6 obpaleHnm
nekapcTBeHHbIx cpencts" (CobpaHne 3akoHoaaTenbcTBa Poccuinckon degepaumn, 2010,
Ne 16, cT. 1815).

MpunoxeHne Ne 3

Kk lNMpaBunam opraHusaumm npon3soacTea

N KOHTPOMS Ka4yecTBa fNekapCTBEHHbIX CPEACTB

NMpousBoacTBo pagnodapmaLeBTUYECKUX FIeKAPCTBEHHbIX CPeacTB

I. MprHUMN

1. NpounseoacTBo pagnodapmaLeBTUYECKMX NEeKapCTBEHHbIX CPEACTB AOMKHO ObITh
OpraHM3oBaHO B COOTBETCTBUM C NpUHUUNamMu, npusegeHHbIMn B rnasax -1V HacToawmx
MpaBun. HacTtoswee lNpunoxeHne yctaHaBnNueaeT crieynarnbHble npasuna ans npou3BoacTea
pagavoapmaLeBTUYECKUX NTEKAPCTBEHHbIX CPEACTB.

2. [Npun npuMmeHeHun HacToAwmx NpaBun HeO6XOANMO yUnTbIBATL CregytoLlee:

a) AaHHoe MpunoXxeHne He pacrnpoCTPaHATCSA Ha U3roToBNeHMe paanodapmMaLeBTUYECKUX
NeKapCTBEHHbIX CPEACTB B anTeYHbIX OpPraHM3auUnsx U BeTepUHaPHbIX anTe4YHbIX OpraHn3aumsx;



6) HacTosLee MpunoXxeHne pacnpocTpaHAeTCs Takke Ha pagnodapmaLeBTUYeckme
NeKkapCTBEHHble CPeaCTBa, UCTOMb3YHLLMECH B KIMHUYECKUX NCCNeaoBaHUsX;

B) TPaHCNOPTMPOBKa paavodapmMaLeBTUYECKUX NTEKAaPCTBEHHbIX CPeACTB BbINOSTHAETCH B
COOTBETCTBUN C TpeboBaHNsMK NO pagnaumnoHHon 6esonacHocTn MexayHapoa4HOro areHTcTea
no atomHon aHeprun (MAFATI) n TpeboBaHMsIMN HOPMATUBHBIX MPABOBbIX akTOB Poccuickom
depepaumm;

r) 4ONyCKaeTCcs UCNoNb3oBaTh METOAbl, OTANYAOLWMNECS OT NPUBEAEHHbIX B HACTOSLLEM
[MprnoXxeHnn, HO NO3BONSAOLLME BLINONHATE TPeboOBaHNA MO 0becneyYeHnto KayecTaa
npoaykuun. Takme mMeToabl AOSMKHbI ObiTb BannanpoBaHbl 1 o6ecneyunBaTb YPOBEHb Ka4YeCcTBa,
He HWXe, YeM ypoBeHb KayecTBa B COOTBETCTBMM C TpeboBaHMAMMU, YCTAHOBMNEHHbIMU
HacTosaWwmM NpunoxeHuem.

Il. BBegeHue

3. (1) MNMpownsBoacTBO pagnodapmMaleBTUYECKUX NEKAPCTBEHHbIX CPEACTB 1 obpalieHne ¢ HUMn
npeacraBnsieT NoTEeHUManbHy ONacHOCTb. YPOBEHb PUCKOB 3aBUCUT, B YAaCTHOCTU, OT TMna
NOHN3NPYIOLLLErO N3NYYEHUs], SHEPTUM U3NYyYEHMS U Nepuoga nonypacnaga pagnoHyKnnaoB.
Ocoboe BHMMaHMe HeObXxoaAnMO yaensaTb NPpeaoTBPALLEHNIO NEPEKPECTHON KOHTaMMUHaUNN,
XpaHEHMIO OCTaTKOB pagNoaKTUBHbIX MaTepranoB U yaaneHuo oTxoa0B.

4. (2) Bcnencreue TOro, YTO HEKOTOPbLIE PagUMOHYKNUAbI UMEKT KOPOTKUM CPOK XpaHEHWS,
ponyckaeTcs BbinyckaTb B 0bpalleHre cogepxalume nx paguodapmauesTnieckme
neKapCTBEHHble CpeacTBa [0 3aBepLUEHNSA UCNbITAHUW KOHTPONSA kKadvecTBa. B aTom cnyyae B
creumanbHON npouenype AomKeH BbITb YeTKO M NOAPOOHO onpeaerieH NopsaoK Bbligaun
paspeLleHns Ha BbINyCK, BKIOYasi OTBETCTBEHHOCTb NepcoHarna u HenpepbiBHY OLEHKY

3 PEKTUBHOCTM CUCTEMBI 0DecnevyeHnsa KadecTBa.

5. (3) ObnacTbio NpMMeHeHUs HacToswero MNpunoxeHns BNsSeTCa AeATEeNbHOCTb
NPOMBbILLMIEHHbIX MPOM3BOACTB, SAEPHbIX LEHTPOB, MHCTUTYTOB M N3O T-LEeHTPOB No
NPOW3BOACTBY M KOHTPOSO Ka4YeCcTBa CriefyoLwwmx TUNOB NPOLYKLUNK:

pagnodapmMaLeBTUYECKMX NEeKapCTBEHHbIX CPEACTB;

pagnodapmMaleBTUYECKNX NnekapCcTBeHHbIX cpeacts ansa MNa3T (MO3MTPOHHO-3MUCCUOHHOM
TOoMorpacgun);

paanoaKkTUBHbIX NpeaLlecTBEHHUKOB A5 NPOU3BOACTBA paanodapmaLeBTUYeCKUX
NeKapCTBEHHbIX CPEACTB;

pPaavoOHYKNUAHBLIX reHepaToOpOoB.

Bua nponsBoacTBa HacTtosiwme Heob6xoaumo BbINONHATL TpeboBaHus rnas -1V
MpaBuna He HacTosAwwmx MpaBun (no mepe NpubNMXeHUs
pacnpOCTpaHmOTca cTagvMu Npou3BOACTBA K FOTOBOMY NPOAYKTY

TpeboBaHuUsA ycunmBaroTcs), BKNtoyas
cooTBeTcTBYOLWMe [prunoxeHus

Pagonodapmauestunyeckue MNpoaykuma Xumundeckni Ctagnm ObpaboTka, AcenTuyeckoe
neKkapCcTBEHHbIE CpeACTBa PeakTopoB U CUHTE3 OYUCTKN NPUrOTOBIEHME, TPOM3BOACTBO
PagonodapmaueBTrnyeckme umkrnoTpoHoB(1) [03upoBaHMe  unn

nekapcTBeHHble CpeacTBa dUHMLIHAaS



ansa MNOT PagmnoaktuBHbIE cTepununsauyus
npeAaLecTBEHHNKN

PaavoHyknuaHble Mpoaykuma TexHonornyecknin npouecc (coopka KOMOHKM,
reHepaTtopbl peakTopoB n reHepartopa, 3apsgka reHepartopa)
LUUKITOTPOHOB(2)

* MyweHb 1 cucTema nepegaydn oT LUMKIOTPOHA K YCTaHOBKE CMHTE3a MOTYT paccMaTpuBaTbCs
Kak nepBasi cTaausi NPOM3BOACTBA (hapMaLEeBTUYECKUX CyOCTaHLMIA.

(1) - Mpoaykumsa, nonyyeHHasi B pesynbTaTe pagnoxXMMUYECKoro BbiaeneHnss paguoHyknunaa ms
06ny4YeHHON pagMoaKkTUBHON MULLIEHW;

(2) - NMpoaykuuns, nonyyeHHasn B pesynbTate pagmoXmMMMUYECKOro BblgerneHns MaTepuHCKOro
paguoHyknuaa n3 obnyyYeHHon pagnoakTMBHOW MULLEHN

6. (4) NponsBoaguTenb roTOBOro pagnodapmMmaueBTUYECKOro fIeKapCTBEHHOIO cpeacTBa LOSMKEH
UMETb OnMMCaHne TEXHONOrMYeckoro npolecca Npon3eoacTea hapmaleBTMYEeCKon CybCcTaHLmu,
roTOBOro NIEKAapPCTBEHHOro CpeacTBa U ykasaTb, Kakne TpeboBaHusa HacToAwmx Mpasun (rnasa
[l vnn rnaea IV HacToswmx MNpaBu) pacnpoCTpaHAKTCA Ha pasfiMyHble TEXHONOrM4Yeckme
onepauuun n (Unu) cTaguu.

7. (5) MNMpownsBoacTeo pagnodapMauleBTUYECKUX NEKAPCTBEHHbIX CPELACTB JOMKHO
BbIMONHATLCA B COOTBETCTBMM C TPEOOBaHMSIMU HOPM paguaumoHHON 6e30MNacHOCTU.

8. (6) MNMponsBoacTBO pagnodapMauleBTUYECKUX NIEKAPCTBEHHbLIX CPEACTB, NpeaHa3HaYeHHbIX
AnNs NnapeHTepanbHOro BBEAEHUS, JOMKHO BbINONHATLCA B COOTBETCTBUN C TpeboBaHNAMM,
npegbaABASEeMbIMU K CTEPUNBHOCTU TaKMX NleKapCTBEHHbIX CPEACTB, C CObMNaeHMEM B
COOTBETCTBYHIOLLMNX CryYasix acenTUYeCKnX ycnoBuim Npon3BoacTBa B COOTBETCTBUN C
MpunoxeHnem Ne 1 k HacToswmm MNpasunam.

9. (7) Cneundumkauum n meToabl KOHTPOMNS KayecTBa pagunodapmaueBTUYecKux
nekapCTBEHHbIX CPeACTB YCTaHOBNEHbI B [[ocyaapcTBeHHOMN dpapmakornee Poccunckonm
depgepaumm nnu B permcTpaunoHHbIX 4OCbE Ha 3TN NIeKapCTBEHHbIE CpeaCcTBa.

KnuHnyeckune nccnegoBaHus

10. (8) Ha npounsBoacTBO pagmodapmaLeBTUYECKMX SIEKAapCTBEHHbIX CPEACTB,
npegHasHa4YeHHbIX Ans KIMMHUYECKNX UCCeaoBaHUIM, pacnpoCcTpaHsTCsa Takke TpeboBaHms
MpunoxeHna Ne 13 k HacToswmm NMpaBunam.

lll. ObecneyeHne KayecTBa

11. (9) ObecneyeHune kadecTBa nNpu NPOM3BOACTBE paanodapmMaLeBTUYECKNX NTEKAPCTBEHHbIX
CpeacTB nmeeT ocoboe 3HaveHre B BUAY MX cneundgurnyeckmx ocobeHHocTen, Mmanbix 06beMoB
CEPUIN N B HEKOTOPbIX CNyYasix HE0OBXO0AUMOCTU UX MEANLMNHCKOrO NPUMEHEHMUS A0 3aBEPLLEHNS
onepaunin No KOHTPOJSIIO KayecTBa.

12. (10) 3awmTa npoayKUUN OT KOHTAMUHALMK U NEPEKPECTHON KOHTaMWHALMK A0SKHA BbITb
obecneyeHa Tak e, Kak 1 Npu NPon3BOACTBE NOOLIX NIEKAPCTBEHHbLIX CPeacTB. B AgaHHOM
crny4vae npeabsBnseTcs AONONHUTENbHOE TpeboBaHMe No 3awmTe NPON3BOACTBEHHOM Cpeabl U
nepcoHarna oT MOHU3UNPYIOLLLETO N3NYYEHNUS.



13. (11) bonbLuoe 3Ha4YeHne nMeeT Haanexawlas permcTpaums AaHHbIX MOHUTOPUHIa
nomeLleHnn n npoueccos. OLeHKa 3TUX AaHHbIX SBISIETCA YacTbio NpoLecca Bblrycka cepun B
obpalleHne.

14. (12) MNpwn nponssoacTee paamoapmMaLeBTUYECKUX NIEKAPCTBEHHbBIX CPEACTB cneayeT B
HeobxoaMmom ob6beme NpoBOANTL KBanMdmkaumo 1 Banvaauunio. [Ans onpegenenuns obbema
paboT No kBanudukaumm n Banuaaunmn OImKeH NPUMEHATLCA NOAX04, OCHOBAHHbI Ha
yrnpaBneHum puckamm, ¢ ocobbiM BHUMaHMEM K KOMOUHaumMm TpeboBaHuin HacToAwmx MNpasun n
pagnaumoHHon 6e30nacHOCTH.

IV. NMepcoHan

15. (13) Bce TexHonorn4eckue onepaumm SOMKHbI BbIMOMHATLCA NEPCOHANIoM, MMeLMM
crneunarnbHy NoAroTOBKy Mo pagnaumMoHHon 6e3onacHocTu. [epcoHarn, 3aHAThIN B
NPON3BOLCTBE, KOHTPOSE Ka4eCcTBa U BbiNyCcke pagnodapmaneBTUYECKUX NeKapCTBEHHbIX
CpeacTB, AOIDKEH NPONTN 0By4veHme, CBA3aHHOE C OCODEHHOCTAMN CUCTEMbI 0becneveHns
KayecTBa pagmoapmaLeBTUYECKNX NTEKAPCTBEHHbBIX CPeACTB. YNOMHOMOYEHHOE NNLO
ABNSAETCA OTBETCTBEHHbIM 3a BbIMYCK paanodapmaueBTUYECKNX NIEKapCTBEHHbIX CPEACTB.

16. (14) NepcoHan, paboTatowmi B 30Hax NPON3BOACTBa paanodapMaLeBTUYECKNX
NeKapCTBEHHbIX CPEeACTB (BKMOYasn NepcoHar, 3aHATbIA YOOPKOM N TEXHUYECKUM
obcnyXuBaHMeM), AOIMKEH MPONTU OONOMHUTENBHOE 00yYeHMe, CBA3AHHOE CO cneumdukon
NPOLIECCOB 1 NPOAYKLMNN.

17. (15) Ecnu npon3BoAacTBEHHbIE NOMELLEHNA 1 060pya0OBaHNE NCNONBb3YIOTCA Takke Ans
npoBeaeHUs UCccrefoBaHNn, TO NepCcoHarn, y4acTBYOLWNA B UCCNeA0BaHUAX, AOIMKEH NPOUTH
oby4eHune HacToswmm Mpasunam. [lenctena no obecneyeHnto KayecTBa 3aKn4atTCs B
paccMOTPEHUN 1 Bblgade paspeLleHns Ha nposegeHue paboT, CBA3aHHbIX C UCCNeaoBaHUSAMMU,
ANSA TOro YToObl UCKITHYNTE UX OMACHOE BIIMSIHWE Ha NPOM3BOACTBO.

V. NMomeLieHunsa n obopyaoBaHue
O6wue nonoxeHus

18. (16) MNpounseoacTBoO pagmodapmaLeBTUHECKMX NIEKAPCTBEHHbBIX CPEACTB AOSMKHO
NPOBOAMTLCS B KOHTPONMPYEMBbIX 30HaX, B KOTOPbIX BbINONHAIOTCA TpeboBaHUSA K
NPOM3BOACTBEHHOM cpeae 1 paanaumoHHon 6e3onacHocTu. Bce TexHonornyeckme onepaumm
AOJTKHbI BbINOMHATLCSA B CrieyuanbHbIX MOMELLEHUAX N Ha creumnansHoM 06opyaoBaHun,
KOTOpble NpeaHa3HaueHbl Ans Npon3BoACTBa paanodapMaLeBTUYECKMX NEKAPCTBEHHbIX
cpeacTs.

19. (17) HeobxoaumMo NpuHATE Mepbl NO NPEAOTBPAaLLEHNIO NEPEKPECTHOM KOHTaMUHAL MK OT
rnepcoHarna, UCXOOHOrO Cbipbs, Matepmanos, paguoHYKNMAoB. Tam, rae 370 BO3MOXHO,
Heo6Xx04MMO NCNONb30BaTb 3aKPbITOE NN n3onNupoBaHHoe obopyaosaHue. MNpu
ncnonb3oBaHMM 060pya0BaHMUS OTKPLITOro TUNa UNu Npu OTKpbiBaHUM 060pya0BaHNS AOMKHbI
ObITb NPUHATHI MEPbI MO CBEAEHMIO PUCKA KOHTAMUHALUUN K MUHUMYMY. [1pn oueHKe pncKoB
HeobXxoaMMO nokKasaTb, YTO YMCTOTa NPOM3BOACTBEHHOW Cpefbl yAOBreTBopAeT TpeboBaHUAM,
npegbaBrseMbiM K TUMNY BbiNyCKaeMoun nNpoayKLuuu.

20. (18) Bxoa B Npon3BOACTBEHHbIE 30HbI AOMKEH OCYLLECTBNATLCSA Yepe3 KOMHaTbl AN
nepeoaeBaHus (CaHNPOMYCKHUKN) U OOIMKEH ObiTb pa3peLleH ToMbKo Ans nepcoHana,
MUMetoLLIEro NpaBo AOCTyna B HUX.



21. (19) Heob6xoammo NpoBOAUTbL MOHUTOPUHT paboymx MecT 1 NPON3BOACTBEHHOM Cpeabl B
OTHOLLEHMM YPOBHSA paguaLmm, KOHUEeHTpaunm 4acTuml 1 MMKpoopraHmamMoB. [opsaok
npoBefeHNs MOHUTOPUHIa yCTaHaBNMBaeTCs Npu KBanudukaumm akcnnyaTaumn.

22. (20) Ins rapaHTum TOro, 4To UCMOsb3yeMble NOMeLLeHNs 1 06opyaoBaHMe COOTBETCTBYIOT
npeabsBrnseMbiM K HUM TpeboBaHUAM 1 NPOLLNY KBanudukaumo, HeobxoammMmo npoBoanTb
npodumnakTuyeckoe TexHNn4eckoe obcnyxmBaHue, KanubpoBKy 1 KBanudukaumo. Takue
paboTbl AOSMKHbI BbINOMHATHCS MOArOTOBIIEHHBIM NEPCOHANOM, a hakT Ux NPOBEAEHNS U
NonyYeHHble pesynbTaTbl JOIDKHbI OPOPMIIATLCA JOKYMEHTarbHO.

23. (21) Heobxoammo npvHMMaTh Mepbl NO 3aLUMTe NPON3BOACTBEHHOM 30HbI OT
pagnoakTUBHOIo 3arpasHeHus. [JomkeH 6biTb OpraHn3oBaH Hagnexalmm KOHTPOsb
pagvoaKTUBHbIX 3arpA3HEHUN NPSAMbIM METOAOM C NMOMOLLbIO JO3UMETPOB UM KOCBEHHO -
METOZIOM Ma3KOB B YCTaHOBIIEHHOM MOpPSAKe.

24. (22) MosepxHocTn 060pyaOBaHUSA, CONpUKacatrLmMecs ¢ NPOaYKTOM, He LOMKHbI BCTynaTb C
HUM B peakuuio, He AOMKHbI HAYEro BblAENATb U He JOIMKHbI abcopbupoBaTb NPOAYKT, YTOOLI
Takum o6pa3omM He U3MEHUTb Ka4yecTBO pagnodapmMaLeBTUHECKOro NekapCcTBEHHOrO cpeacTaa.

25. (23) Peumnpkynsums Bo3gyxa n3 NnOMeLLEHWI, B KOTOPbIX BbINONHAETCA paboTta ¢
paguodapmaLeBTUYECKUMN NEeKapCTBEHHbIMU CPeaCcTBaMU, HEe JOMNYCKAETCs, 3a UCKITHOYEHNEM
crny4aeB, Korga NpUMeHeHne peunpkynauum o6ocHOBaHO. B BbITSXKHbIX cMCTEMaX AOSMKHA ObITb
npegycMoTpeHa 3aLumTa OT 3arpsa3HEHUS OKpyXKatoLLlen cpefbl paguoakTUBHbLIMU YacTuLaMu u
razamu. B KOHTponupyembix 30Hax A0SKHA ObITb NPeayCMOTpeHa 3almTa OT KOHTaMUHaLMK
YacTuyamm 1 MMKpOOpraHn3Mamu.

26. (24) Ons Toro, 4Tobbl HE ONYCTUTbL PACNPOCTPaHEHUS PaaNOaKTUBHbIX YacTuUL, B 30HaX,
roe Haxo4uTCA OTKPbIThIM NPOAYKT, HEOOXOANMO NogaepXmBaTb OTpuLaTenbHoe AaBneHne no
OTHOLLIEHMIO K OKPY>KaloLLMM 30HaM. B TO e BpeMsi NpoayKT 4OrmkeH ObiTb 3alumiLeH oT
KOHTaMWHaLMn 13 Npon3BOACTBEHHOW cpefbl, B TOM YMcne nocpeacTBOM NPUMEHEHUS
BGapbepHOM TEXHONOMMN N BO3AYLUHbIX LUIHO30B, paboTatoLlwmx No NpUHUMY Kackaga AaBrneHun.

MponsBoacTBO CTEePUNLHOM NPOAYKLMK

27. (25) CtepurnbHble paanodapmaleBTUYECKME NeKapCTBEHHbIE CpeaCTBa pasfensnTcs Ha
ABe rpynnbl: fiekapCTBEHHbIE Npenaparbl, BbiMyCKaeMble B aCenTUYeCKNX YCrnoBusx, n
neKkapCTBeHHble npenapaThbl, nognexawme UHULLHOM cTepunu3auun. B nponssoactee
AOIMKEH NoaaepXXMBaTbCA YPOBEHb YNCTOTbI MPOM3BOACTBEHHOWN Cpefbl, COOTBETCTBYHOLLNIA
BMAY BbINOMHSAEMbIX onepaumni. [JlomkHbl cobntogatbcs yctaHoBneHHble MNpunoxeHnem Ne 1 k
HacTosAwmm Mpasunam TpeboBaHMs K YUCTOTE paboumnx 30H, B KOTOPLIX NPOOYKLMSA UIK
nepBuYHasa ynakoBka MOXeT HaXOAUTbCA B KOHTAKTE C OKPYXatoLLUM BO34YXOM.

28. (26) [Ins onpeneneHns TpeboBaHun K nepenagam SaBreHns, HanpaBneHno NOTOKa
BO34yXa 1 ero Kka4ecrtBa MOryT UCNOMb30BaTbCA METOAbl OLEHKN PUCKOB.

29. (27) B 3akpbITbix aBTOMaTMU3NPOBaAHHbLIX CUCTEMAX, NPEeACTaBnsoWmMX cCObon, Kak NpaBuno,
ropsiune Kamepbl C pasmMeLLeHeM B HUX YCTAaHOBOK XMMMUYECKOrO CUHTE3a, CUCTEM OYUCTKM,
cTepunuaytowien gunbtTpaumm "Ha nMHMK", 4OCTaTo4YHO obecneunTb Knacc YmcToTsl C. B
ropsiune Kamepbl, HaxogsaLwmnecs B 3aKpbITOM COCTOSIHUK, AOSMKEH NOA4aBaTbCA BO34yX Nnocre
unbTpaLnn C BbICOKOM CTEMEHDBIO YNCTOTbI. ACenTUYEeCKMe onepaumm JOSMKHbI BbINOSTHATHCA B
30He Kknacca A.



30. (28) o Hauvana npon3BoacTBa cbopka CTepUNbHOro 060pya0BaHNSA U KOMIMOHEHTOB
(TpybOK, cTepUnM3yoLWKNX UnNbTPOB), NOACOEANHEHNE NTMHNIA NOLAYN XKUOKOCTEN K
YKYNOPEHHbLIM FEPMETUYHBbIM CTEPUNbHBLIM (hbnakoHam, AOITKHbI BbINOJTHATLCS B aCENTUYECKNX
YCIOBUSIX.

VI. lokymeHTauus

31. (29) Bce pokymeHTbI, Kacatowmecs npon3BoacTea pagnodapmaneBTUYeCcKmX
NeKapCTBEHHbIX CPEACTB, AOIKHbI pa3pabaTbiBaTbCs, COrnacoBbLIBaTbCS, YTBEPXKOATLCS U
pacnpenensitbcs B COOTBETCTBMM C YTBEPXKAEHHOW NpoLeaypon.

32. (30) TpeboBaHus K UICXOAHOMY CbIpbtO, YNAKOBOYHBIM MaTepuanam, matepmanam gns
MapKUPOBKMK, KPUTUYECKON NPOMEXYTOYHON NPOAYKLMM U rOTOBBIM pagnodapmaueBTUYeCcKUm
NeKkapCTBEHHbIM CPeACTBaM OOIMKHbI ObITb Yka3aHbl B cneundukaumax. JomkHel 6biTb Takke
crneumdukauumn Ha KpUTMYeckne matepuarsl U KOMNOHEHTLI (B YaCTHOCTU, Ha
BCrMomoraTesibHble MaTtepuarbl, yNroTHEHMS, HAbOoPbI A4S CTepunuaytowwen unbTpauun),
ncnonb3yemMble B npoLecce Npon3BoAcTBa U CNOCOOHbIE OKa3aTb KpUTUYECKOE BNUSHME Ha
Ka4yeCcTBO NpoayKLUUW.

33. (31) ns pagnodapmaueBTUYECKNX NEKAPCTBEHHbLIX CPEACTB HEOOX0AMMO YCTAaHOBUTL
KpUTepum npmemnemocTu, BKoYas cneyndukanmm Ha MOMEHT Bbifycka U Ha Nepuoj cpoka
rogHoCTU (Hanpumep, ANs PagnoXMMUYECKON YNCTOTb, 0O bEMHOM aKTUBHOCTH,
PafaVOHYKITMAHOW YNCTOThI U YOENbHOW aKTUBHOCTN).

34. (32) B 3anucax no ncnonb30BaHUIO, OYNCTKE, Ae3aKTUBaLMM UNn CTepunmsaumm,
TEXHUYECKOMY 0OCIY>XMBAHUKO OCHOBHOrO 060pya0BaHUSA AOSMKHbI OblTb YKa3aHbl AaTta n Bpems
BbIMOSIHEHUSA onepaunn, NpocTasneHa Nnoagnuck nuua, BbINOMHUBLLETO paboTy, a npu
HEeobX04MMOCTU TaKKe yKa3blBalOTCS HaMeHOBaHWe NPoayKLMM 1 HOMEP CEPUN.

35. (33) 3anmcu HeobxoaMMOo XpaHUTb B TEYEHUE HE MEHEE TPEX NET, ECNM HOPMATUBHbLIMMU
npaBoBbIMK akTaMu Poccumnckon degepaumm He yCTaHOBIIEH MHOW CPOK XPaHEHUS.

VII. NMpounssoacTeo

36. (34) OgHoBpeEMEHHOE NPOM3BOACTBO PasnnyHbIX paguodapmaueBTUYEeCKNX
NeKapCTBEHHbIX CPEACTB B O4HON pabo4yen 30He (ropayen kamepe, NaMMHapHOW 30He Unu
LKadoy) He JoMNycKaeTcs C Lenblo CBeAeHUs K MUHUMYMY pUcKa NepekpecTHOro 3arpsisHeHns
pagnoakTUBHbIMM BeELLECTBAMU UNN NepenyTbiBaHUA MaTepuarnos.

37. (35) Ocoboe BHMMaHMe HeobxoaMMOo yaenaTb Banuaauun, BKNYas Banvaauunio
KOMMbIOTEPU3NPOBAHHBLIX CUCTEM B cooTBeTCTBUM C NMpunoxeHnem Ne 11 k HacToAWMM
[MpaBnnam. HoBble npouecchl AOMKHbI MPOUTU NEePCNEeKTUBHYO Banugawmio.

38. (36) Kputnyeckme napameTpbl 4OSMKHbI ObITb ONpeaeneHbl 40 UM B Npouecce NpoBeaeHnst
Banugaumn. lNpn aTom crnegyeT onpenenaTtb 4ONyCTUMbIE NpeaesibHble 3HaYEHUS U3MEHEHN
napamMmeTpoB, Heobxoaumble Ansi cTabunbHOro NPoOM3BOACTBA.

39. (37) nsa npoayKkToB, HANOSTHAEMbIX B aCENTUYECKNX YCNOBUSX, LJOIMKEH NPOBOANTLCS
KOHTPOSIb LLE€NOCTHOCTN MEMOBpPaHHbIX (PUNbTPOB, NPUHMMAdA BO BHMMaHWE HeO6X0ANMOCTb
obecneyveHnsa pagmaumoHHON 6e30MacHOCTM N COXPAHEHUS CTEPUNBHOCTY OUIbTPOB.

40. (38) YuntbiBasi pagnauMOHHYI akTUBHOCTb FOTOBOM NPOAYKLMMK, AOMNYyCKAaeTCs HAHOCUTb
MapKMPOBKY Ha NepBUYHYIO YNAKOBKY A0 Havarna npoussoacTea. Ha ctepurnbHble nycrble



3aKpbITble PrIaKoHbl MOXET BbITb HAHECEHA MapKMPOBKa C YaCTUYHOW MHpopmauunen oo
onepauuun HanonHeHWs, NPU 3TOM CTEPUNBHOCTb He AOMMKHA BbITb HapyLLeHa N He AOSMKHO
ObITb NOMEX 4115 BU3yaribHOrO KOHTPOSIS HANOMHEHHbIX (DI1IaKOHOB.

VIIl. KoHTponb kavecTBa

41. (39) PagnohapmaueBTmyeckue nekapcTBeHHbIE CPeacTBa MOryT ObiTb BbIMyLLEHbI 1
NCNONb30BaHbl HA OCHOBE OLIEHKM AOKYMEHTALUN Ha CEPUIO OO0 3aBEPLLEHNSA BCEX XUMUYECKNX
N MUKPOBNONOrMYECKNX UCTIbITAHWIA.

42. OdhopMrneHmne paspeLleHnsi Ha BbiMyck pagmodapmMaLeBTUYECKMX NTEKAaPCTBEHHbIX CPeACTB
MOXeT ObITb BbIMOMIHEHO B ABa U Bonee atana 4o 1 nocne 3aBepLleHns aHanuTU4eCcKoro
KOHTPOSISi B NOSTHOM O6beMe:

a) (a) oueHka ynosITHOMOYEHHbIM NMLIOM A0ChbEe NPOM3BOLCTBA CEPUU, KOTOPOE OOKHO
OXBaTbIBaTb YCIOBUS NPOM3BOACTBA U aHANUTUYECKNIN KOHTPOITb, NPOBEAEHHbIE A0 MOMEHTA
paspelleHust TPaHCNOPTUPOBKM paanodapmaLeBTUYEeCKOro NekapCTBEHHOIO CpeacTea B
ctatyce "kapaHTUH" B KNMHUYECKOe nogpasfeneHue;

0) (b) ynonlHoOMO4YEeHHOE NMLO BblAaeT pa3peLleHne Ha BbinyCcK Nocre npoBeAeHUs OLEHKN
OKOHYaTesbHbIX Pe3yNbTaToOB aHANMUTUYECKOTO KOHTPOSS, BCEX OTKITOHEHUN OT HOPMaIibHOro
npovecca, KoTopble JOMKHbI ObITb 0hOPMMEHbI JOKYMEHTanbHO, 0O0CHOBaHbLI U YTBEPXKAEHDI.
Ecnu HekoTopble pe3ynbTaTbl KOHTPOMS HEBO3MOXHO NOSTYYUTb A0 UCMONb30BaHUSA
neKapCTBEHHOro CPeACcTBa, TO YNOMHOMOYEHHOMY Nuuy criegyeT opopMUTb paspeLleHne Ha
BbIMYCK NleKapCTBEHHOIO CPeACTBa YCIOBHO 40 Havana ero Mcnofnb30BaHUSA 1 OKOHYaTENbHO
0hOpMUTL paspeLLeHne Ha BbIMyCK NeKapCTBEHHOro CPeACcTBa Nocne NonyyYyeHns Bcex
pe3ynbTaToB KOHTPOSS.

43. (40) bonbwKHCTBO pagnodapmaleBTUYECKUX NEKapCTBEHHbIX CPEACTB UCMONb3yeTcs B
TEeYeHMe KOPOTKOro nepmoda BpeMeHu, YTo 06ycnoBneHo KOPOTKMM NepUoaom nonypacnaga
pagVOoHYKIMAOB, MO3TOMY CPOK FOOHOCTU NIeKapCTBEHHOIO CpeaAcTBa LOMMKEH OblTb YETKO
yKasaH.

44. (41) PagnodapmaueBTUYECKNE NIEKAaPCTBEHHbIE CPEACTBA, CoAepKaLlme paguoHyknnabl ¢
6onblwKMM Nepuoaom nonypacnaga, cnegyet KOHTPONMpPOBaTbL HA COOTBETCTBUE BCEM
TpeboBaHUAM 00 0POPMIIEHMS pa3peLLleHst Ha BbIMYCK YNOSTHOMOYEHHbLIM NTULOM.

45. (42) KoHTponb npob moxeT OblTb NpoBeAeH He cpady nocne nx otbopa, 4Tobbl obecneunTb
Tpebyemoe CHWXeHNe YpOBHS akTUBHOCTU. Bce BUAbI KOHTPONS, BKIOYash KOHTPOSb Ha
CTEPUNBHOCTb, AOMKHbLI NPOBOAUTLCS Kak MOXHO ObiCcTpee.

46. (43) YTBepKOeHHas nponssoguTenem npoleaypa AoShKHa ycTaHaBnNnBaTh NOPSA0K OLEHKN
NpOAYKUUKN U pe3ynbTaToB KOHTPOSIS OO OTNPaBKU NPOOYKLMN.

47. (44) Npoaykums, He COOTBETCTBYIOLLAA YCTAaHOBNEHHbIM TpeboBaHMAM, AOSMKHA ObITb
OTKNoHeHa. Ecnv npegycmoTpeHa nepepaboTka matepuana, TO OHa JOMKHA BbINOMHATLCS NO
3apaHee yTBepxaeHHoW npoueaype. [oToBas NpoayKums oSMKHa COOTBETCTBOBATb
yCTaHOBMEHHbIM TpeboBaHUAM, YTO JOSMKHO ObITb NOATBEPXAEHO A0 ee Bbinycka. He
ponyckaeTcsa nepepaboTka BO3BpaLLEeHHOM NpoayKumm, C KOTOpOK criedyeT obpaluatbCs Kak ¢
pagnoakTMBHLIMU OTXO4aMM.

48. (45) B cneumanbHOM npoueaype AoSmkeH ObiTb onpeaeneH nopsaok 4eNCTBUN
YNONMHOMOYEHHOrO n1ua B crnydae obHapy>XeHNs HeCOOTBETCTBMS NPOAYKLUMM TpeboBaHNAM



cneundmkaLum nocre ee oTrpy3Kn 00 UCTEYEHNS CpoKa roAHOCTU. Takue cryyam AomKHbI ObiTb
paccrnefoBaHbl, JOMKHbI ObITb BbINONHEHBI HEOOXOANMbIE NpeaynpexaatoLme n
KOPPEKTUPYIOLLNE MEPONPUATUSA AN HeAonyLWeHNs NoaobHbIX cUTyauuii B byayuwem. 1ot
npouecc AomkeH OblTb 4OKyMeHTanbHo ohopMeH.

49. (46) MNpun HeobxooMMOCTM NPON3BOAUTENL AOIMKEH MH(POPMUPOBATL OTBETCTBEHHbIN
nepcoHan MeauumMHCKon opraHmsaumn. [1ns cogenctansa aToMmy AosmkHa bbiTb obecneyeHa
NPOCIEXNBAaEMOCTb B OTHOLLEHUN paanodapMaLeBTUYECKNX NEKapCTBEHHbIX CPEACTB.

50. (47) JormkeH ObITb YyCTAHOBEH MNOPSAOK KOHTPOMSA NCXOLHOrO Chipbsi U MaTepuanos. [Mpu
BblbOpe 1 yTBEPXKAEHMM NOCTaBLUMKA crieayeT yoeanTbcsa B TOM, YTO NOCTaBNAEMbIE UM
NCXOLHOE CbIPbe N MaTepuarsbl HEM3MEHHO COOTBETCTBYIOT TpeboBaHMsM crieunukaumnn.
McxogHoe cbipbe, YNakoBOYHbIE MaTepmarbl U BCOMOraTesnbHble MaTepuarbl A5 KpUTUYECKNX
NpoLEeCCOB AOMKHbI NPUOBpeTaTbCa TOMLKO Y YTBEPXKAEHHbIX NMOCTaBLLNKOB.

IX. KoHTponbHbIe U apXMBHble 06pa3ubl

51. (48) OT kaxxgon cepumn HepacacoBaHHbIX pagnodapmMaLeBTUYECKMX NEKAPCTBEHHbIX
CpeacTB A0MKHO ObITb 0TOOPAHO AOCTAaTOYHOE KONMMYECcTBO 006pa3LoB, KOTOPbIE OOIMKHbI
XPaHUTLCS HE MEHEE LLIECTU MECSILIEB MOCIE UCTEYEHNSA CPOKA rOAHOCTM rOTOBOM MPOAYKLMMN,
€Cnn NHOE He YCTaHOBIEHO MpY MCNONb30BaHUM NpoLeayp YNpaBlneHns pnuckamu.

52. (49) O6pasupbl UCNONb3yeMOro B NPOM3BOACTBE MCXOAHOIO Chipbs, 32 UCKIMIOYEHNEM
pacTBOpUTENEN, ra3oB U BOAbI, AOJDKHbI XPaHUTLCA HE MEHee OBYX NET nocne Bbinycka
npoayKunn. STOT CPOK MOXET ObITb COKpaLLIEH, ecnn B cneumdurKkaumm Ha cbipbe yYkasaH bonee
KOPOTKMI Nepunog, cTabunbHOCTMW.

53. (50) ns otbopa 1 xpaHeHns Npob MCXOAHOrO Chipbs, MaTepmanos, NPOAYKLNN,
Npon3BeAeHHbIX N0 UHAMBUAYANbHOMY 3aKa3y U B MarbiX KONIMYECTBAxX UM ecrnm nx
XpaHEeHMEe MOXET Bbl3BaTb 0COObLIE TPYAHOCTN, MOXET ObITb OnpeaeneH NHON nopsiaok otéopa
N XpaHEeHus.

X. Peanusauusn

54. (51) lns pagnodapmaueBTUYECKUX NEKAPCTBEHHbIX CPEeACTB AONYyCKaeTcs peanusauus
roTOBOWN NPOAYKLUN B KOHTPOIIMPYEMbIX YCITOBUSAX A0 NOJTyYEHUS Pe3yNbTaTOB BCEX
HeobxoaMMbIX UcnbITaHWi. [1pn 3TOM OOIMKHO ObiTb rAapaHTUPOBAHO, YTO NIEKAPCTBEHHbIN
npenapat He OyoeT NpMMEeHeH B MEAULIMHCKOM OpraHn3aumm 4o nonyvyeHns
yOOBNETBOPUTENbHbIX PE3YNbTaTOB UCMbITAHUI U UX OLLEHKN YMONTHOMOYEHHbIM JTULIOM.

Xl. TepMuHbI U onpeaeneHus

55. [Ina uenen HacToswero MNpunoxeHns KpoMe TEPMUHOB 1 onpeaeneHnin, npeayCMoTPEeHHbIX
rnasown |l HacToswmx [NpaBun, NCNONb3YTCH TakXKe crieayLwme OCHOBHbIE NOHATUSA:

ropsiyas kamepa - U3oNMpoBaHHOE UIN HEU3ONMPOBAHHOE dKpaHMpOBaHHOe paboyee MecTo
[INA NPOM3BOACTBA M 06palleHns C paanoakTUBHLIMKM MaTepuanamu;

NPUroToBrEHUE - NOArOTOBKa Habopa B MeQULMHCKOW OpraHn3aLmm nyTemMm BHECEHUS B HEMO
paavoHyKNMaa, 3rMpoBaHHOMO U3 reHepaTopa, UM C NOMOLLbI PaanoaKTUBHBIX
npeawecTBeHHNKOB. Habopsbl, reHepaTopbl M paanoakTUBHbIE NPeaLleCTBEHHUKM OOMKHbI OblTh
3aperncTpmMpoBaHbl B YCTaHOBNEHHOM NOPSIAKE;



paanoakTUBHbLIV NpeaLIeCTBEHHMK - paauoakTUBHOE BELLECTBO, NpeAHasHa4YeHHoe Ans
BBEOEHNS paguoHYKNOHOM METKWN B ApYyroe BELLECTBO Nepes ero NpMMeHeH1eM;

pagnodapmaLeBTU4ECKME NeKapCTBEHHbIE CPEACTBA - NeKapCTBEHHbIE CPeACTBa, KOTOpble
cofepxaT B roTOBOW 4119 UCMNOMb30BaHUA hopMe OAUH PaaMOHYKNNA UNN HECKOJSTbKO
pagvoHYKIMAOB (paanoakTUBHbBIX N30TOMOB)*.

* NyHkT 10 cTtaTbn 4 ®epepanbHoro 3akoHa ot 12 anpens 2010 r. Ne 61-93 "O6 obpaleHum
nekapcTBeHHbIx cpencts" (CobpaHne 3akoHoaaTenbcTBa Poccuinckon depepaumn, 2010,
Ne 16, cT. 1815).

MpunoxeHne Ne 4
k MNMpaBunam opraHmsauun Npon3BoacTBa
N KOHTPOIIS KayecTBa fekapCTBEHHbIX CpeaCcTB

Ocob6eHHOCTM NPOU3BOACTBA NNEeKapCTBEHHbIX CPeACTB AN BeTePUHAPHOro NpMMeHeHus
(KpoMe MMMYHOOMONOrM4YeCcKUX NIeKapCTBEHHbIX CPeACTB AN BeTEPUHAPHOro
NPUMeHeHuns)

1. Hactoswee MNMpunoxeHne 0OTHOCUTCA KO BCEM fleKapCTBEHHbIM cpefcTBaM Ans
BETEPUHAPHOIO NPUMEHEHUS, 3@ UCKINHYEHNEM NMMYHOBMONOrMYECKMX NeKapCTBEHHbIX
CpeacTB Ans BETEPUHAPHOIO NPUMEHEHUS!, MPON3BOACTBO KOTOPbLIX PeErynupyeTca
MpunoxeHnem Ne 5 k HacTosAwmm [MpaBunam.

I. Mpon3BoACTBO NeKapCTBEHHLIX NpenapaToB NPOTUB 3KTOMapasnMToB

2. (5) HecmoTps Ha orpaHMyeHne, yCTaHOBIIEHHOE MYHKTOM 52 HacToswmx [Npasun,
rfleKapCTBEHHbIE nNpenapaTbl NPOTUB 3KTOMNapasnToB, KOTOPbIE NpeAHa3HadYeHbl 451 HAPY>XHOro
NPUMEHEHNS, OTHOCATCA K JIeKapCTBEHHbIM CpeAcTBaM A4S BETEPUHAPHOIO NMPUMEHEHUS U
BKIMIOYEHbI B NMULEH3MIO Ha NPOU3BOACTBO, MOTYT MPON3BOAUTBLCS U dacoBaTbCA B 30HAX,
npegHasHa4vyeHHbIX 4515 NpoOn3BOACTBa NECTULMAOB, NO NPUHLUMMNY pasdeneHHbIX BO BPEMEHU
umknos npoussogcTea. OgHaKko B 3TUX MOMELLEHNAX HE LOSMKHbI NPOM3BOAUTLCA ApYyrine BUAbI
NeKapCTBEHHbIX CPeACTB Af151 BETEPUHAPHOrO NPUMEHEHNS.

3. (6) [Ins npenoTBpaLLEHNA NEPEKPECTHOM KOHTaMUHALMM NPON3BOAUTENb AOSDKEH
NCnonb30oBaTb COOTBETCTBYHOLLME BaNnUAMPOBaHHbIE METOAbI O4MCTKN. Heob6xoanmMo NpuHATb
Mepbl No obecneveHno 6e30nacHOro XxpaHeHust NekapCTBEHHbIX NpenapaToB Afs
BETEPUHAPHOIO NPMMEHEHUS B COOTBETCTBUM C TpeboBaHnAMM HacToAwmx MNpasun.

Il. Mpou3BoACTBO NEeKapCTBEHHbLIX CPeACTB AN BeTePUHAPHOro NpuMeHeHus,
coaepxawmx NeHUUUNINUHBbI

4. (7) Ncnonb3oBaHve NEHUUUITIIMHOB B BETEPMHAPUKN He NpeacTaBnaeT Takoro pucka ¢ TOYKU
3pEeHns TrMNepceHcndnnmMaanmm XmMBOTHbIX, Kak B Crly4ae UX UCNoSIb30BaHUS YENOBEKOM.
3apernctpmpoBaHHbIe Criydam runepceHcndomnnmsauum y nowagemn n codak ouinm obycnoBreHbl
APYrMMU TOKCUYHBIMK BeLecTBaMu (Hanpumep, MOHOOPHbIMUM aHTMOMOTMKaMK AN fowaaen).
Takvne nekapCTBeHHbIE NpenapaTbl pekoMeHayeTCs NPOU3BOANTb B cneunarbHO
npegHasHa4YeHHbIX N30IMPOBAHHBLIX MOMELLEHUSAX, 3@ UCKITIOYEHNEM Cry4YaeB, Korga
nomeLLeHns npeaHasHadeHbl TOMbKO ANS NPOM3BOACTBA NEKapCTBEHHbIX CpeaCcTB Ans
BETEPMHAPHOro NnpumeHeHns. B niobom cnyyae npomsBoguTenb OOIMKEH NPUHATD BCE
HeobxoaMMble Mepbl MO NPeoTBPALLEHMIO NePEeKPECTHOW KOHTaMHaLUMK 1 obecneyeHunio



Ge3onacHOCTM nepcoHana B COOTBETCTBUM C TpeboBaHnAMKU HacTosAwmx Mpasun. MNpu
NCNosib30BaHMM 0OLLMX MOMELLEHMI NPOU3BOACTBO NPOAYKLNN, coaepxallen NeEHNLUNIINHDI,
AOJMPKHO ObITb OPraHM30BaHO MO NPUHUMNAM pa3feneHHbIX BO BPEMEHW LIMKIOB NPOM3BOACTBA
N OOIHKHO COMPOBOXAATbCA COOTBETCTBYHOLUMM BanMaAMPOBaHHBIMU METOAMKaMU
AeKOHTaMWHALUUN U OYUCTKN.

lll. XpaHeHue obpa3uyoB

5. (8) B cBsa3u ¢ 6onbummm o6beMaMm OKOHYATENbHbIX YNAaKOBOK HEKOTOPbIX JIEKapCTBEHHbIX
CpeAcTB AN BEeTEpMHapHOro NpUMeHeHns (B YacTHOCTHN, o6aBOK), JONYCKaeTCs XpaHUTb
o6pa3sLbl Kakgon cepumn NPoayKLMM He B X OKOHYaTenbHOWM ynakoke. OaHako NponsBoanTENb
[OIMKeH obecneynTb XpaHeHe 40CTaTOYHOro KONMYeCcTBa apXmBHbIX 00pas3LoB KaXaon cepum
NpoayKuun B COOTBETCTBMM C TpeboBaHMAMM HacToswmx MNpaswun.

6. (9) B ntobom cnyyae ynakoBka Ans XpaHeHUsa apxmBHbIX 06pa3LoB formkHa ObiTb
npousBeaeHa U3 Toro XXe marepuana, 4To 1 NnepBuYHast ynakoBka, B KOTOPOW 3TOT NPOAyKT
peanun3yeTcsi Ha pbiHKe.

IV. CTtepunbHble nekapcTBeHHble cpeacTBa ANA BeTepPUHAPHOro NpMMeHeHust

7. (10) B cnyyasx, npeayCMOTPEHHbIX HOPMAaTUBHBIMUW NPaBOBLIMU akTaMn Poccurckom
depepaumun, NnekapCcTBeHHblE CcpeacTBa A5 BETEPUHAPHOro NpUMEHEHUs, noanexatiue
UHULLIHOM CTepunmn3aunmn, MoryT NPON3BOANTLCS B YACTbIX 30HaxX Gonee HM3KOro Krnacca no
CpaBHEHUIo C TeM, Kak 3To onpegerneHo B NMpunoxeHnn Ne 1 kK HacTosawmm Npasunam, HO He
Hwxe knacca D.

MpunoxeHne Ne 5
Kk Npasunam opraHmnsaumm NpomM3BoaCTBa
N KOHTPOIS KayecTBa NeKapCTBEHHbIX CPeaCTB

Oco6eHHOCTU NPOM3BOACTBA UMMYHOOMONOrMYEeCKUX JieKapCTBEHHbIX CpeaAcTB AnsA
BeTePMHaPHOro NpMMeHeHus

l. MpuHUMN

1. Mpon3BoacTBO MMMYHOBMOMOIrMYECKNX NIEKAPCTBEHHbIX CPEACTB AN BETEPMHAPHOI0O
NPUMEHEHNA NMeEeT 0OCOBEHHOCTU, KOTOPbIE HEODXOAMMO YYMTbIBaTb NPU BHEOPEHUU U OLIEHKE
3P PEKTUBHOCTN hapMaLlEBTUHECKON CUCTEMbI KayecTBa.

2. M13-3a 6OMbLLOro KONMYecTBa BUAOB XXMBOTHbIX U COMYTCTBYHOLLMX NATOr€HHbIX
MMKPOOPraHnM3MOB CMEKTP NMPOM3BOANMONM NPOAYKUMMN MOXET BbITb OYEHb LUMPOKUM MU
HebonbLwoM o6beme nponsBoacTBa. [1poM3BOACTBO OOLIYHO OpPraHM3yeTcs No NPUHUMNY
OTAENbHbIX LMKNOB. BBMOy 0coGeHHOCTEN Takoro NPoM3BOACTBA (CTaguy KyNbTUBUPOBAHUS,
OTCyTCTBME (DMHULLHOWM CTEepUnM3aumnmn, MHble 0Co6eHHOCTK) HeobxoamMMa TuwaTenbHasa 3awmTa
NPoaYKUUN OT KOHTaMUHALUKN U NEPEKPECTHON KOHTaMHauuK. [Npon3BoacTBEHHas
oKpy>xatowasn cpefa A0oSMKHA 3alumLaTbCsl, 0COGEHHO NPW NCNONb30BaHUN NATOrEHHbIX UK
3K30TUYECKUX MUKPOOPraHmM3mMoB. [Npn ncnonb3oBaHMM MUKPOOPraHM3MOB, NAaTOreHHbIX A4
yenoBeka, 0CODEHHO TWaTeNnbHO HEOOX0AMMO 3aluLLaTh NepcoHann.

3. C yueToMm ykasaHHbIX (paKTopoB, a Takke BapnabenbHOCTM CBONCTB UMMYHOONONOrMYEeCKnX
neKapCTBEHHbIX NpenapaToB U OTHOCUTENbHO HN3KOM 3 MEKTUBHOCTN NPOBOANUMBIX
UCnbITaHWUM A58 NoNyYeHna 4OCTaTOMHOM MHpopMaLmmn 0 NpoayKunn (B YaCTHOCTU, Npu



KOHTpOIe KayecTBa roTOBOV NPoAyKUun), OCOBEHHO BaXXHOE 3HAYEHUE MMEET
chapmaLeBTUYeCKan cucTteMa kayecTBa.

Il. MepcoHan

4. (1) Bce paboTHuKK (BKMOYas NepcoHar, 3aHMMatoLLMNCA OYUCTKOM U 06CyXMBaHUEM
nomeLleHnn n obopynosaHnsg), paboTatoLime B 30HaX NPoM3BOoACTBA UMMYHOBNONOrMYeCKom
NpoAyKUUK, OOMKHbI NPONTN 0ByYeHne No NNYHOW r’MrmeHe n Mukpobronornum n
AoNonHUTENbHOE 0By4yeHne B COOTBETCTBMM CO CNELNUKON NPOM3BOANMON NPOSYKLMMN.

5. (2) Jluya, oTBeTCTBEHHbIE 32 NPON3BOACTBO M KOHTPOJSb Ka4yecTBa, B COOTBETCTBUM C
BbINOSTHAEMbIMU MU (PYHKUMAMM OOSMKHbI UMETb NOArOTOBKY MO TakKMM NpegMeTam, Kak:
BakTepuonorus, buonornsa, GUoMeTpUs, XMMUs, UMMYHOSOrMS, MeguLmMHa, NapasnTonorus,
dapmauus, dapmakonorus, BUPyconorus U BEeTepuHapusi, a Takke obnagatb HeobxoanmbiMm
3HaHMSIMK NO OXpaHe OKpYKatoLlen cpeapbl.

6. (3) MNMepcoHan JomkeH bbITh 3aLUMLLLEH OT BO3MOXHOIO 3apaXkeHUsi MUKPOOpraHM3Mamu,
ncnonb3yemMbiMn B Npon3eoacTtee. [NMpn ncnonb3oBaHMM MUKPOOPraHN3MOB, SIBASIOLLIMXCS
BO3byanTensmmn 6onesHen Yenoseka, HEOBXOAMMO NPUHMMATL OCOBbLIE MepbI MO 3aLunTe
nepcoHana, paboTaroLLero ¢ 3TMMM MUKPOOPraHM3MamMm UNu SKCNepUMeHTanbHbIMU
YXVUBOTHbLIMMU.

7. B cny4yae Heo6xoaMMOCTM NepcoHan A0MKeH ObITb BakUMHUPOBaH. PaboTHMKM OOMKHbI
npoxoanTb MeanLUuHckoe obcnenoBaHue.

8. (4) Heobxoammo npyHMMaTh COOTBETCTBYHOLME MEPbI NPOTUB NepeHoca MUKPOOPraHN3MOB
noabMn 3a npeaensl NPoM3BOACTBEHHOW 30HbI. B 3aBUCMMOCTM OT BUAa MUKPOOPraHNM3MOB K
Takum Mepam MOryT OTHOCUTbLCS NOSIHOE NepeoaeBaHme 1 0b6a3aTenbHOe NPUHATNE aylia
nepeq BbIXO4OM M3 NPON3BOACTBEHHOMW 30HbI.

9. (5) MNMpwn nponsBoacTBE MMMYHOOMONOrMYECKON NPOAYKLMM 0COBY0 ONacHOCTb NpeacTaBnseT
PUCK KOHTaMWHaLMM N NEPEKPECTHOM KOHTaMMHALMK, Bbi3biIBAEMOW nepcoHanom. [Ans
npeaoTBpaLLeHns KOHTaMUHaUWK, Bbl3bIBAaEMOW NEPCOHANOM, NepcoHan LOSMKEH BbINOSTHATb
psg Mep 1 npoueayp, BKYalLwmx B cebs ncnonb3oBaHme 3alMTHON o4eXabl Ha pasnnyHbIX
cTagmax TEXHONOrMYeCcKoro npouecca.

10. OInsa npenoTBpaLLeHns NepekpecTHOM KOHTaMUHaLUMN NepCcoHan AOMMKEH NnepemeLlaTbcs 13
OLHOW 30HbI B APYryt0 C COBN0AEHMEM NPAaBUIT, UCKITHYAKOLWMX PUCK KOHTaMUHAUMK. OTK
npasuia AoSMKHbl ObITb U3MOXEHbI B UHCTPYKUMK. B TeyeHne pabodero BpemeHu nepcoHarn He
AOSMKEH NepexoanTb N3 30H, rae BO3MOXHa KOHTaMUHaUMS XUBbIMU MUKPOOPraHn3MamMmm unm
coaepXaTcsl XKMBOTHbIE, B NOMELLEHNS, rae paboTatT ¢ ApyrMMmn NnpogyKramm unm
MUKpoopraHnamamu. Ecnu Takux nepemeLleHnin n3bexartb HEBO3MOXHO, NEPCOHAar, 3aHATLIN B
TakoM Npoun3BOACTBE, AOIHKEH CriegoBaTb YETKO YCTAaHOBIEHHBIM METOAMKAM
AEKOHTaMMHaLUUK, B TOM YMCIE BbINOSHATbL CMEHY oaexabl, 00yBK, N N0 Mepe HeobXoaMMOCTH
NpUHUMAaTL AyLu.

11. B uensax npumMeHeHns HacToswero NpunoxeHnsa cumtaeTcsd, YTO NepcoHan He
CTankmBaeTCs C PUCKOM KOHTaMuUHaUum npu BXxode B U30SIMPOBAHHYIO 30HY, r4e KynbTypbl
Haxo4saTCs B repMEeTUYECKM 3aKPbITbIX KOHTEMHEPAX, MOBEPXHOCTb KOTOPbIX NpoLuna
AEKOHTaMMHaLNIO, ECINN B 3TOW 30HE B TEYEHME nocneaHux 12 4yacoeB He Benucb paboThl C
OTKPbITbIMU MUKPOOPraHn3Mamm (3a UCkntodeHnem paboTbl C IK30TUHECKUMU
MUKPOOpraHn3mamm).



Ill. MomeLleHun

12. (6) Npun NpoekTUpoBaHUM NOMELLEHNIN OOMMKHA ObITb NpeayCcMOoTpeHa 3almTa Kak
nNpoayKUUK, TaK U NPOM3BOACTBEHHON cpeabl. ATO MOXET OblTb 4OCTUIHYTO 3a CYET
NCNOSb30BaHMS U30SNTIMPOBAHHbBIX, YACTbIX, YNCTbIX M30NIMPOBAHHbIX MU KOHTPONMPYEMbIX 30H.

13. (7) Onepauyuu ¢ X1BbIMU MUKPOOPraHN3Mamu AOSKHbI MPOBOANTBCA B N30SIMPOBAHHbIX
30HaX. YPOBEHb M30MALMM AOMMKEH 3aBMUCETb OT NAaTOreHHOCTU MUKPOOPraHM3MOB U OT TOrO,
ObININ NN OHKM KNACCUMULMPOBAHbI Kak 3K30TUYECKME.

14. (8) Onepauuun ¢ NHAKTUBMPOBAHHBIMU MUKPOOPraHn3Mammn AOSMKHbI NPOBOAUTBLCHA B YNCTbIX
30Hax. YncTble 30HbI HEO6X0OMMO Takke Ucnonb3oBaTth Npu paboTte ¢ HEMHPULNPOBAHHBIMM
KneTkamu, BblAeneHHbIMU U3 MHOTOKITETOUHbIX OPraHM3MOB, M B HEKOTOPbIX Cryvasix npu
paboTe co cpegamu, NpoLLeALLnMM CTEPUNMSBYIOLLYIO (OUNbTPaLMIO.

15. (9) Onepauuu ¢ OTKPbITbIMU NPOAYKTAMU UM KOMMOHEHTaMWN NEPBUYHON YaKOBKN,
KOTopble He nognexaT AanbHenLwwen ctepunuaasgmm, 4oSKHbl NPoBOANTLCA B Bokce
(ycTaHoBKe) € ogHOHanpaBfeHHbIM (fTaMUHapHbIM) MOTOKOM BO3AyXa Knacca A, Haxoadalemcs
B 30He knacca B.

16. (10) Ecnu npon3BoacTBO MMMYHOBNONOrMYECKMNX NEKapCTBEHHbIX CPeACTB AN
BETEPMHAPHOro NPUMEHEHNA HaxoauTCA B TOM e 3[0aHuK, TO Apyrve onepauun ¢ XvmBbiMU
MUKpPOOpPraHnamMamm (B YHaCTHOCTU, KOHTPOSIb Ka4ecTBa, UCCreJoBaHUA U ANArHOCTMKA) OOMKHBbI
BbINOJTHATLCA B OTAENbHbIX U30SIMPOBAHHbIX NOMeLLeHUsX. CTeneHb U3onsaumMm 3aBUCUT OT
NnaToreHHOCTM AAaHHOro BUAa MUKPOOPraHN3MOB 1 OT TOro, bl 1 OH KrnaccuuunpoBaH Kak
9K30TMYeCKU. Mpun BbINONHEHUM ANArHOCTUYECKUX Onepaumi CyLecTByeT pUCK BHECEHNSA
BbICOKOMNATOreHHbIX MUKpoopraHM3amoB. CTeneHb U3onauumn ofmkHa COOTBETCTBOBATbL BCEM
BblLLeNnepeyYncrneHHbIM puckam. M3onsaums moxeTt notpeboBaTbCa Takke B cryvasx, korga
KOHTPOSb Ka4yecTBa 1 Apyrne onepaumm npoBoaATCSA B 34aHUSX, PpacrnofoXeHHbIX B6Nn3n
NPOWN3BOACTBEHHbIX 34aHUMN.

17. (11) N3onmpoBaHHbIe NOMELLEHUSA OOITKHbI ObITb NErko 4e3MHMPUUNPYEMBIMN N OOSTKHbI
oTBeYaTb criegylowmm TpeboBaHNsaM:

a) (a) oTcyTCTBME NPAMOro BbiIXO4A BEHTUIIMPYEMOrO BO3ayxa Hapyxy;

0) (b) Hann4mne BeHTUNALMM C oBecnedeHnemM oTpuuaTenbHOro nepenaga gaBneHns
(paspexeHust). Bo3oyx oormkeH yaansatbca Yepes punbTpbl BbICOKOI(PEEKTUBHON OYNCTKN
BO3ayxa oT Yactuy (ganee - HEPA-cunbTpbl). Peunpkynsuma Bo3ayxa He JonyckaeTcs, 3a
WCKNIYEHNEM CIlyYaeB PELMPKYISALNM B TOW K€ CaMOW 30HE Npu YyCNOBUM OOMOSNHUTENbHOMN
ouncTtkm Bo3gyxa HEPA-dpunbTpamm (06b614HO 3TO YCrOBME BbINOMHAETCA NPU NPOXOXAEHWUMN
peuMpKynupyoLlero Bosgyxa yepes nputoyHsie HEPA-unbTpbl, KOTOPbIE UCNOSb3YTCA ONK
3TON 30HbI). [MocTynneHne Bo3gyxa M3 04HOW 30HbI B APYry0 AONYCKaeTcs B TOM criyvae, ecnv
BbITSHXKHOW BO34yX NPOXOAUT Yepes [Ba nocrenoBaTtenbHO ycTaHoBneHHbIX HEPA-unbTpa.
Mpn aTOM Npoun3BoaMTENb A0STKEH OCYLLECTBIATL HENPEPbIBHbIN KOHTPOSIb LLEOCTHOCTH
nepBoro unbTpa 1 NpeaycMoTpeTb cpeacTBa 6e30nacHOro yaaneHns BbITSHXHOrO Bo3ayxa B
cnyyae noBpexaeHus aToro punbTpa;

B) (C) BO34yX, BbIXOAALLNA U3 NPOM3BOACTBEHHbIX 30H, B KOTOPLIX NpoBoAnTcs paboTta ¢
3K30TUYECKMMU MUKPOOPraHM3aMamMm, OOMKEH NPOXoaAnTb Yepes ABa nocrnegoBaTenbHO
ycTtaHoBreHHbiX HEPA-cpunbTpa. Npu aToM peunpkynaumsa Bosgyxa mexay
NPOV3BOACTBEHHLIMM 30HAMMW HE AOMYCKAEeTCs;



r) (d) Hannuyme cuctembl cbopa n Oe3nHMEKUMN XKXUOKMX OTXOA0B, BKIOYas
KOHTaMUHUPOBAHHbIN KOHAEHCAT U3 CTepunn3aTopos, buopeakTopoB. TBepable 0TX04bl, B TOM
4yucne Tpynbl XXMBOTHbIX, HEO6X0AUMO Ae3MHPUUMPOBATL, CTEPUNN30BATL UM CXUraThb.
KoHTaMnHMpoBaHHblE PUNbTPLI HEOOX0AMMO yaanaTb 6esonacHbIM cnocobom;

A) (e) komHaTbl 4N4a nepeogeBaHNa OOSMKHbI MPOEKTUPOBATLCS M UCMONb30BaTbCA Kak
BO3AYLUHbIE WI03bl 1 6bITb 060pYyAOBaHbI, P HEOBXOAUMOCTU, YMbIBaNIbHUKAMMK 1 AyLLEBbIMU
kabuHamn. Cxema nepenaga AaBneHus Bo3gyxa AOSMkHa nNpeaoTepallaTh ABUKEHME BO3ayXa
MeXay NPpOn3BOLACTBEHHOW 30HOW U OKPY>XKatoLlen cpeaon, a Takke pUCK KOHTaMUHaLnm
ofexabl, UCNOSNb3yeMON BHE NPOU3BOLCTBEHHOW 30HbI;

e) (f) ana nepemelueHna obopyaoBaHUs HEOBXOAMMO NPesyCMOTPETb CUCTEMY BO3OYLLUHbIX
LUSHO30B, KOHCTPYKLUUSA KOTOPOUW AO0SMKHA NpedoTepallaTb ABUKEHME KOHTaMUHUPOBAHHOIO
BO3ayxa paboyen 30HbI BO BHELLHIOK Cpeay U pUCK KOHTaMnHaumm obopynoBaHNSA BHYTPU
wnto3a. Pasmep wno3a JormkeH No3BosISATb NPOBOAUTL 3(PPEKTUBHYIO JEKOHTaMUHALMIO
NMOBEPXHOCTN NepeMeLLaeMblx MaTepuanoB. PekomeHayeTcsa ycTaHaBNMBaTb Ha ABEPU LLUMO3a
Tarimep, NO3BOSSAOLLMA KOHTPONUPOBaTb BpeMS, IOCTAaTOMHOE ANnA NpoBeaeHus apdeKkTnBHOM
AEeKOHTaMuHauuu;

X) (g) BO MHOMMX cny4asix ans 6esonacHoro yganeHusi 0TXo40B U Nofayvm CTePUnbHbIX
npegMeToB HEO6XOAMMO MCNob30BaTh NPOXOAHOM aBTOKMAB C ABYMS ABEPSMMU.

18. (12) MNepegaToyHbie WO3bl U KOMHATLI 415 NepeoaeBaHns AOMKHbI ObliTb 060pya0BaHbI
ONOKMPYOLWMMU U OPYTMMU NOAXOASALWMMN YCTPOMUCTBAMU, NPENATCTBYOLWNMMA
OHOBPEMEHHOMY OTKpbIBaHMO Bonee Yem ogHon asepu. B komHaTbl Anst nepeogeBaHns
HeobxoaMmMo nogaBaTb OTPUNLTPOBAHHLIN BO34YX TOM XKe CTEMEHMN OYMUCTKU, YTO U OIS
NPON3BOACTBEHHbIX 30H. OHK OOMKHbI ObITb 060PYA0BaHbI CUCTEMaMN yaaneHus BO3ayxa,
obecneuynBaroLLMMM BO3AyX00OMEH, HE3aBNCUMBbIN OT NPOU3BOACTBEHHbLIX 30H. [lepegaTtoyHbie
LUSO3bl AOSMKHbI, KaK NPaBuio, BEHTUNMPOBATLCS TakUM ke 00pa3oM, OAHAKO 4ornycKaeTcs
NPUMEHATb HEBEHTUNUPYEMbIE LUMNI03bl UNN LWMO3bl, 060pyA0BaHHbLIE TONBLKO NPUTOYHLIMMA
cucTtemamm.

19. (13) Ctagmm TexXHONOrMYecKoro npouecca, NPu KOTOPbIX MOXET MPOU30NTN KOHTaMUHaLUNA
npoayKuuun (HanpumMmep, XpaHeHue KrneTok, NPUroToBrieHne cpea, KynbTMBMPOBaHWE BUPYCOB),
AOJDKHbI BbINOMHATHCA B OTAEMNbHbIX 30HaX. Ocobasa npeaocTopoxHoCTb Tpebyetcsa npu paboTte
C XMBOTHbLIMU U NPOAYKTaMM XXMBOTHOIO NPOUCXOXAEHMS.

20. (14) Onepaunn ¢ MMKpOOPraHM3Mamu, NPOSIBIISOLLMMUN BbICOKY YCTONYNBOCTb K
Ae3nHgekummn (Hanpumep, cnopoobpasytowme baktepumn), 4O UX UHAKTUBALMMN AOSDKHbI
BbIMONHATLCA B N30SIMPOBAHHbIX 30HAX, CneunanbHO NpeaHa3HayYeHHbIX ANg NPOBEAEHUS TaKuX
onepauum.

21. (15) B npon3BoaCTBEHHOM 30HE AOMYyCKaeTCa OAHOBPEMEHHO NPOBOAUTL paboThl C
MUKPOOPraHn3mamm TOSIbKO OAHOro BMAa, 3a UCKITHOYEeHNeM NpoLeccoB CMeLLnBaH1S 1
nocnegyrowien hacoBku.

22. (16) MNMponsBoguTenb AOMKEH NPOEKTUPOBATL NPON3BOACTBEHHbIE 30HbI TAaKUM 06pa3om,
4YTOObI NPEeayCMOTPETb BO3MOXHOCTb NPOBEAEHUS Ae3NHMEKLNN NPON3BOLACTBEHHbLIX 30H B
NPOMEXyTKax Mexay NPon3BOACTBEHHBIMW LIMKNaMKU C UCMNONb30BaHNEM BannaMpOBaHHbIX
METOO0B.



23. (17) QonyckaeTcst NpoM3BOACTBO MUKPOOPraHN3MOB B KOHTPOMMPYEMbIX 30HaxX npwu
YCITOBUW, YTO OHO OCYLLIECTBNSAETCA B NOJSTHOCTLIO 3aKPbITOM Y TEPMUYECKU CTEPUNN3YEMOM
obopyaoBaHuu, a BCe COeANHEHWs Nocre 3aBepLueHnst paboTbl n nepea pasbopkon Takke
nogBeprarTca TeEpMUYECKon ctepunmsaumn. [lonyckaeTcs BbINOSIHEHNE COeAMHEHUI NOoS,
NOKanbHbIM fTAMUHAPHbLIM MOTOKOM BO3AyXa Mpu YCIOBUN, YTO UX KOSIMYECTBO OrPaHNYEHO,
NCNOSb3YHTCH COOTBETCTBYIOLME acenTuyeckne MeToabl N OTCYTCTBYET OMacHOCTb YTEUKN.
MapameTpbl Npouecca cTepunuaauumn, UCNonb3yemMoro nepes pasdopkon coeanHEHUIN, LOMKHbI
NPOVTW Banuaaumio Ans BCceX UCNOMb3yeMbIX MUKPOOPraHn3MoB. B npegenax ogHOW 30HbI
pasHble NPOAYKTbl MOryT ObiTb 3arpy>keHbl B pa3Hble G1opeakTopbl TONbKO NPWY OTCYTCTBUM
puUcka criydamHom nepekpecTHon kKoHTamuHaumm. OgHako paboTta ¢ MUKpOOpraHMaMamu, K
KOTOPbIM NpeabaBnATCcA 0cobble TpeboBaHMA N30nALUKN, OMKHA BbINONMHATLCS TOMbKO B
30HaXx, cneumanbHO BblAeNeHHbIX 4515 Takow NpoayKunn.

24. (18) B nomeLweHnax ans Coaep>kaHns XXMBOTHbIX, NpeaHa3Ha4YeHHbIX ANs UCNofb30BaHUS
(Mnn ncnonb3yemblx) B NpON3BOACTBE, HEOOXOANMO NOAAEPKMBATE PEXUM U30NTMPOBAHHON U
(vnn) yncTon 30HbI. Takne nomMeLLeHnsa OomKHbl ObITb OTAENEHbI OT NOMELLEHUN Ans
coaepXXaHnsa Opyrux XXmMBOTHbIX. NomeLlleHns, rae cogep)KaTcs XUBOTHbIE, UCMOMb3yeMble Ans
KOHTPONS KayecTBa NpoayKumn (B TOM Yncne ¢ npuMeHeHNEM NaToreHHbIX MUKPOOPraHM3MoB),
AOJTKHbI BbITb COOTBETCTBYHOLLMM 06pa3oM M30NNPOBaHbI.

25. (19) Joctyn B Npon3BOACTBEHHbIE 30HbI MOXET UMETb TOSIbKO PAaBOTHUKN, MEIOLLME Ha 3TO
paspeLleHne. HeobxoamMmo nmeTb SICHYI0 U KPaTKy MHCTPYKLMIO MO pexnmy AocTtyna B
NPOU3BOLCTBEHHbIE 30HbI, KOTOPYH PEKOMEHOYETCS BbIBECUTb HA CTEHE.

26. (20) JokymeHTaums, cogepxallasa aHHble O NPOM3BOACTBEHHbIX MOMELLEHUSAX, AOIDKHA
ObITb AOCTYNHON B COCTaBE OCHOBHOIO A0CbE NMPOM3BOACTBEHHOW MAOLLAAKM.

27. JomkHa 6bITb 0becneyeHa COOTBETCTBYHOLLAA AeTanM3auns npy onncaHnm
NPOV3BOACTBEHHbIX Y4ACTKOB W 34aHWUI (NYyTEM BKITHOYEHUS MaHOB NOMELLEHNA N NX
3KCMNNMKaumm), HasHa4YeHMs 1 YCNOBU MCNONb30BaHUSA BCEX NOMELLEHWUI, a Takke BUAOB
OMONOrMyYecknx areHToB, ¢ KOTopbIMM NpoBoAnTcs paboTa. [ormkHbl ObITb YETKO 0603HAYEHDI
TaKkKe HanpaBneHusi ABUXEHUS nepcoHana u npoaykuun. HeobxogmMmo ykasatb BUAbI
XMBOTHBIX, COOAEPXKALLMXCH B BUBAPUSX UM APYTrMX NOMELLEHUSX NPON3BOACTBEHHOWN
nnoLiagkn, a Takke Buabl paboT, BbINONHAEMbIX BONN3N NPON3BOACTBEHHOMO yyacTka.

28. [naHbl N30NMPOBaHHbLIX U (M) YUCTbIX NOMELLEHNIA N 30H AOSMKHbI COAEepXaTb OnucaHmne
CXEMbl BEHTUNALUNN C yKa3aHNEM MECT MPUTOKA M BbITSXXKW BO3A4yXa, UCMOSMb3yeMbIX (PUbTPOB
N nx cneumdurkaumin, KpaTtHoOCTEN BO3ayxoobmeHa 1 nepenagos gasneHnsa. Heobxoanmo
yKasaTb, Mexay KakmmMu NoMeLLeHUsIMU NpeayCcMOTPeEH MOHUTOPUHI nepenaga AaBrieHus ¢
NOMOLL b0 MAaHOMETPOB.

IV. O6bopyanoBaHue

29. (21) Ucnonbayemoe obopyaoBaHne JOMKHO BblTb CKOHCTPYMPOBAHO U CMOHTUPOBAHO
Takum obpa3om, 4Tobbl COOTBETCTBOBATL TPEOOBAHUAM ANS KAXA0r0 BUAa NPOaYKLMM.

30. Nepen BBOAOM 060pYyAOBaHNA B IKCMMyaTaLUMIO OHO LOSMKHO NPOUTY KBanuukaumio n
Banuaaumio, a 3aTem NpPoxXoauTb pPerynapHoe TeXHNYECKoe 06CnyXnBaHne n NOBTOPHYHO
Banuaaumio.



31. (22) ObopynoBaHme O0MKHO obecneynBaTth YAOBNETBOPUTENBHYIO NEPBUYHYHO U30MNALMIO
Buonormnyecknx areHToB. KOHCTPYKUMSA U MOHTaXK 060pyA0BaHMSA OOMKHbI NPU HEOBXOANMOCTH
obecneuymBaTtb ero nerkyt 1 apMeKTUBHYIO JEKOHTaMUHALMIO U (M) CTepPUNN3aumio.

32. (23) KOHCTPYKLMSI 1 MOHTaX 3aKpbiTOro 060pyaoBaHnA, NCMOMb3YyeMOro Asisi NepBUYHOWN
n3onaunn BUONOrMYecKNx areHToB, AOSMKHbI NpeaycMaTpmBaTb NPeaoTBpPaLLEHNE YTEYEK,
obpa3oBaHus Kanesnb 1 a3po3onent.

33. Beoabl 1 BbIBOAbBI ra30B A0MKHbI ObIThb 3aLMLLEeHbl TakuMm 06pa3om, 4Tobbl obecnevnBaTtb
HYXXHYH CTENeHb N30MIALMK, HanpuMep, NyTeM UCNOSb30BAHUSA CTEPUNUIYIOLLNX TMAPOPOBHbIX
PUnbTPOB.

34. ina nogauv nnu yaaneHus maTepuanoB HE0OX0AMMO UCMONb30BaTh CTEPUNN3YEMYHO
3aKpbITYO cMCTEMY NGO COOTBETCTBYHOLLME YCIOBMS NAaMUHAPHOIO NOTOKa BO3ayxa.

35. (24) MNMpwn HeobGxoouMoCTK Nepea Ucnonb3oBaHMEM 000pyaOBaHME A0ITKHO
CTEPUNIM30BATLCS NPEeANOYTUTENBHO CYXMM NapoM Noa AasneHnem. [pyrue meTtogbl
NPUMEHNMbI B TOM CIlyvae, ecrnv cBoncTBa 060pyaoBaHNSA HE OOMYCKaKT ero CTepunmaaumio
napom. BaxxHo He nponycTuTb Npu 06paboTke Takne Bnabl 000pyaOBaHMUS, Kak LEHTPUMYrn 1
BOASIHbIE BaHW.

36. ObopynoBaHue, Ncnonb3yemMoe Afs OYUCTKN, pa3aeneHnst UM KOHUEeHTPUPOBaHKS,
AOIMKHO, Kak MUHUMYM, CTEPUNM30BATLCSA NN Ae3MHPULMPOBATLCSA NPy Nepexoae ot
Mcnonb3oBaHUsA OOHOro B1Aaa npoaykTa k apyromy. Heobxoanmo nccrnenoBath BNUsIHUE
MEeTO0B CTepunuaaumm Ha 3 PEeKTUBHOCTb M BannaauUMOHHbIN cTaTyc 060pyaoBaHNS C LIENbO
onpeaeneHnst cpoka ero akcnyaTaumm.

37. Bce mMeToabl CTEPUNN3aALMN A0MKHbI ObITb BANNANPOBaHLI.

38. (25) KoHcTpykumst o6opyaoBaHna JOMMKHA UCKAOYAaTb BO3MOXHOCTb NepenyTbiBaHus
pasnNU4YHbIX OPraHM3MoB UM NPoayKToB. TpybonpoBoAbl, KnanaHbl U UbLTPbI AOSMKHbI
MapKMpoBaTbCA B COOTBETCTBUMU C UX HA3HAYEHUEM.

39. [Ina KOHTENHEepPOB C NHPULUNPOBAHHLIMU N HEUHPULMPOBaAHHBIMW MaTepuanamMmm, a Takxe,
Kak npaBuno, s pasfnyHbiXx OPraHn3MoB Un KNeToK HeobX0ANMO UCNOoNb30BaThb OTAENbHbIE
nHkyb6aTopbl. CogepxaHme B ogHOM MHKybaTope Gonee 04HOro TMna opraHn3mMoB Unn Tuna
KNeToK AonycKaeTcs TOMNbKO B Criydyae NPUHATUS HeoBXoanMbIX Mep Mo repMeTumsaLmu,
NOBEPXHOCTHOW JEeKOHTaMUHaLMK 1 pasgeneHnio KoHTenHepoB. Cocyabl C KynbTypamu u
NPOYMM COAEPXKMMbIM A0SMKHbI ObITb NPOMapKnpoBaHbl MHAnBKMAYanbHo. OuncTka un
Ae3NHEKLMA aTUX COCYya0B U MHKYBaTopoB MOryT 6bITh 3aTpyaHEHbI 1 TpeboBaTb 0COBOro
BHYMaHUA.

40. KoHCTpyKUMS 1 NopsaokK akcnyaTaumMm obopyaoBaHusl, MCNOMb3yeMoro Ans XpaHeHns
OUONOrMYECcKNX areHToB UM NPOAYKTOB, AOIMKHbI MCKIOYaTh Noboe BO3MOXHOE
nepenyTbiBaHME.

41. Bce xpaHswmeca obpasubl AOMKHbI UMETb YETKYIO U OOHO3HAYHY0 MapPKUPOBKY U
HaxXo4MTbCA B KOHTENHepaX, 3aLUMLLEHHbIX OT YyTe4ykn. 3anacbl NOCEBHbIX KYNbTYp KNETOK U
OpPraHn3mMoB JOJTKHbI XpaHUTbLCA B CrieumansHO npegHasHadeHHOM 060pyaoBaHNN.

42. (26) HekoTopble Buabl obopynosaHus (Hanpumep, obopyagoBaHue, Tpebyroliee KOHTPoNns
TemnepaTypbl) 4OIMKHbI ObITb OCHALLEHbI PETUCTPUPYIOLLUMUK YCTPONCTBAMU U (MNN) cUCTEMaMK
curHanusaummn. Bo nsbexaHve otka3oB Takoro obopyaoBaHUsA Npomn3BoaMTENb JOMKEH



COBMECTHO C aHann3oM TEHAEHUMIA B permcTpmpyemblx AaHHbIX OpraHn30BaTb CUCTEMY
NpocMnakTU4eckoro obcnyKMBaHums.

43. (27) 3arpyska NMMoUbHbIX CYLINUbHbBIX YCTAHOBOK JOMMKHA NPOUCXOANTb B YNCTOM U (UNn)
n3onupoBaHHom 3oHe. Onepauun No pasrpyske NMOoUIbHON CyLLIUABHOW YCTAaHOBKM NPUBOAST
K 3arpsisHEHUIO OKpyXKatoLen cpefbl. B ¢Bs3M € 3TUM Npu NCnonb3oBaHUM NIMOMUITbHBLIX
CYLUNITIbHBIX YCTAHOBOK, OTKPbIBAIOLLNXCA C OAHOW CTOPOHbI, YACTOE NOMELLEHNE OOKHO
NPONTU AEKOHTaMUHALMIO 00 NepeMeLleHns B 9Ty 30HY APYron cepum npoaykumu, 3a
NCKMOYEHNEM CEPUIN C OONHAKOBBLIMU OpraHnamamMmn. [JByCTOPOHHME NNMOMUITbHbIE CYLUNSbHbIE
YCTaHOBKU OOSMKHbI CTEPUIIM30BATBLCS NOCMEe KaXXaoro uukria npousBoACTBa, €CNU TONbKO OHU
He OTKPbIBAOTCS B YNCTYIO 30HY.

44. Ctepunuaaums nModuIibHbIX CyLLUIbHbIX YCTAHOBOK A0SMKHA NPOBOAUTLCA B COOTBETCTBUN
¢ nyHkTamu 35-37 HacTosiwero NpunoxeHus. B cnyyae opraHmnsauum paboTt no npuHumny
OTAENbHbIX LMKMOB NMPOM3BOACTBA MX HEOOBXO0AMMO CTEPMNN30BaTb, MO KpaHen Mepe, Nocrne
KaXKgoro uukna.

V. XuBoTHble n BUBapuu

45. (28) O6Lime TpeboBaHMS K COOEPXKAHMIO XKUBOTHbIX, MOMELLEHMAM OS5 HUX, yXoay w
KapaHTVHY NpMBeAeHbl B COOTBETCTBYHOLLMX HOPMATUBHbIX NPaBOBLIX akTax Poccumnckon
depepaumn.

46. (29) BuBapum gomkHbl 6bITb M30NMPOBaHbI OT APYIMX NPOM3BOACTBEHHbIX NOMeLLeHnn. OHn
AOJIMKHbI ObITb CKOHCTPYMPOBaHbI C cOBNtogeHNnEM HEOBXoaNMbIX TpeboBaHMIA.

47. (30) CaHuTapHOE COCTOSIHME XUBOTHbIX, MCNOMNb3yEMbIX B NPON3BOACTBE, HEOOBXOAUMO
oLeHMBaTb, KOHTPONMPOBATb U peErncTpupoBaThb. ECnn HopmaTuBHLIMM NPaABOBLIMU aKTamu
Poccunckon degepauunm ycTaHOBMEHbI NpaBunia obpalleHns ¢ oTAeNbHbIMU BUOAMM XUBOTHbBIX
(Hanpumep, NMHUK XNBOTHbIX, CBOOOAHBLIX OT NATOreHOB), Takne nNpaBuna SOMKHbI
cobntogartbes.

48. (31) XKuBoTHbIE, BMONOrnyeckne areHTbl 1 NPOBOAUMbBIE UCTbITAHUS AOSMKHbI BbITb YETKO
NOEHTUPULNPOBaHbI B COOTBETCTBUM C YCTAHOBIIEHHOM CUCTEMOM BO M3bexaHue pucka
nepenyTbiBaHUS U C LESbio KOHTPOMNHA BCEX BO3MOXHbIX BUAOB ONMACHOCTEN.

VI. Oe3uHdekumsa. YaaneHme orxonos

49. (32) Oe3nHdekuna n (mnn) yaganeHne TBepablX U XXUOKNX OTXO40B MOryT UMETb OCOBEHHO
Ba)XKHOE 3Ha4YeHune npu Npon3BoaCcTBE MMMYHOBMONOrMYecKon Npoaykumn. B cBa3m ¢ aTum
HeobxoauMm TLaTenNbHbIN NOAX0A K MeToaam u 06opyaoBaHU0, NCNOMb3yeMbIM A11s
npeaoTBpaLLeHns 3arpsi3HEHNS OKPY>KaloLLEN cpefbl, a Takke K UX Banvaaumn.

VII. MpoussoacTeo

50. (33) U3-3a wmpokoro pasHoobpasusa npoayKummn, 6oMbLIOro KonMyecTsa cTagmn npu
NPOV3BOACTBE MMMYHOOMOMOrMYECKNX NIEKAaPCTBEHHbIX NPenapaToB 4151 BETEPUHAPHOIO
NPUMEHEHNSA N XapakTepa bnonornyecknx NpoLeccoB ocoboe BHMMaHne HeobxoaMmo yaensaTb
CTporomMmy cobmnoaeHno BanuanpoBaHHbIX TEXHOMOMMYECKMX NPOLLECCOB, MOCTOSAHHOMY
KOHTPOJTHO BCEX TEXHOSTOIMYECKNX CTaaum NPoOM3BOACTBA U NPOBEAEHMIO KOHTPOIIS B npoLecce
npounsBoacTtea. Ocoboe BHMMaHne HeobxoamMmo obpaTTb HA UCXOAHOE Cbipbe, Cpeabl
KyNbTUBMPOBAHUSA N NCMONb30BaHNE CUCTEM MOCEBHbIX KYNbTYp.



VIll. UcxopHoe cbipbe

51. (34) TpeboBaHUA K ICXOOHOMY CbIpblO AOSMKHbI ObITb ONpeaeneHsl B cneumgukaumnsax.
Cneumndurkaumm oomkHbl COAepKaTb AaHHbIE O NOCTaBLUNKE, METOAE NPOU3BOACTBA, Er0 MecTe
pPacnosioXXeHMs U BUOax >XMBOTHbIX, N3 KOTOPbIX NOJTy4YEHO 3TO MCXOOHOE ChIpbe, a TaKkKe O
cnocobax ero kKoHTponsi. Ocob6eHHyH0 porb UrpatoT MUKpPOBMONornyeckne MeToabl KOHTPONS.

52. (35) PesynbTaTthl CNbITAHUN MCXOAHOIO ChipbSA AOMKHbI COOTBETCTBOBATh
cneuundukaumsam. Ecnn nposegeHne UCnbiTaHUW 3aHUMAaET MHOIMO BpEMEHU (Hanpumep,
cBobogHble oT cneundundecknx natoreHoB (SPF) anua (aMOpMoHbI) NTUL), MOXET BO3HUKHYTb
HeobxoamMmocTb 06paboTKM MCXOLHOMO Chipbst 40 NOMYyYEHUS pe3ynbTaToB aHanUTUYECKNX
ncnbiTaHWn. B aTux cnyyasax nonyyeHne paspeLleHns Ha BblMyCK roTOBOW NPOAYKLUUN 3aBUCUT
OT NONOXMUTENbHbBIX PE3YNbTATOB UCMbITAHUSA NCXOAHOIO ChipbS.

53. (36) Ocoboe BHUMaHME HEOBXOOMMO YAENATb AAHHBLIM O cucTemMe obecnedyeHuns KavyecTea
NnocTaBLMKa NPX OLLEHKE COOTBETCTBMS MCTOUHUNKOB CbIpbsl U MaTepUarnoB n obbeme
ncnbiTaHU, Tpebyembix Npu NPoBeAEHNM BXOAHOIO KOHTPONS KayecTea.

54. (37) MNMpw HanM4YMmM BO3MOXXHOCTN HEOBXOOUMO CTEPUNN3OBATb MCXOOHOE Cblipbe
TepMuyeckum metogom. [lonyckaeTcs Ncnonb3oBaTth U Apyrve BanManpoBaHHbIeE METOAbI,
Hanpumep, NOHN3NPYIOLLIEE N3NYyYEHNE.

55. (38) PocToBble cBOMCTBA cpeq A0MKHbI 3apaHee noaTBepX4aTbCA COOTBETCTBYOLLNM
obpasom.

56. (39) MNMpegnouTnTenbHO, YTOOLI Cpeabl CTEPUNN3OBANMCh HA MECTE UMM Ha NUHUMN.
MpeanoyTUTENbHLIM SBNSIETCA METOA TEPMUYECKON cTepunmnaaumn. asbl, cpeabl, KUCNOTbI,
LLLeniouun, NneHoracuTenu n gpyrne BeLLEeCTBa, BBOAUMbIE B CTEPUIbHLIN BMOpeakTop, AOMKHbI
ObITb CTEPUNBHBLIMMW.

Cuctema NnoceBHbIX KyNbTyp U 6aHKOB KNeToK

57. (40) ns npegoTBpalleHns HexenaTeslbHOro U3MeHeHUs1 CBOMCTB, KOTOPOEe MOXeET
NPOU30MTK BCNeACTBME MHOMOKPATHbLIX NEpeceBoB NN BOMbLLIOro Yncna reHepawmin,
NPOn3BOACTBO MMMYHODMOMNOrMYECKUX NeKapCTBEHHbIX NpenapaToB 4115 BETEPUHAPHOIo
NPUMEHEHNSA, NONyYaeMbIX U3 KYyNbTyp MUKPOOPraHN3MOB, KYNbTyp KIETOK, TKaHen Nnu
pasMHOXeHNeM B 3MBPUOHAX U XXMBOTHbIX, JOSDKHO OblTb OCHOBAHO Ha CUCTEME NMOCEBHbIX
KynbTyp unm 6aHKoB KNeToK.

58. (41) KonnyecTBo reHepaumi (YABOEHUIN, Naccaxemn) Mexay noceBHOMW KynbTypou Unm
BGaHKOM KNeToK 1 roTOBOW NpoayKuuen OOMMKHO COOTBETCTBOBAThL TpeboBaHNAM
perncTpaunoHHOro Aoche.

59. (42) NMoceBHble KynbTypbl 1 BaHKKN KNETOK HE0BX04MMO pa3nmnyaTb U KOHTPONMPOBATb Ha
OTCYTCTBME KOHTAMMHAHTOB. [1111 HOBbIX MOCEBHbIX KyNbTyp AOMKHbI ObITb YCTaHOBMEHDI
KpUTepum npuemnemocTu. [loceBHble KynbTypbl U BaHKN KNEeTOK AOMKHbI CO34aBaTbCs,
coaepXaTbCs M MCNOSb30BaTbCHA TakuM 06pa3oM, YTOObl CBECTU K MUHUMYMY PUCK UX
KOHTaMuHaumm nnun nioboro nameHeHus. MNMpu cosgaHnm NoceBHbIX KynbTyp Unn 6GaHKOB KNeTok
He JonyckaeTcs ogHOBpeMeHHas paboTta B TOM e 30He UIn TOro e nepcoHana ¢ Apyrumu
XMBbIMU UNN NHPULMPYIOLWMMKW MaTepuanamu (Hanpumep, BUpycaMmu Unm KNneToYHbIMU
NNHUAMM).



60. (43) Co3gaHune NoceBHOM KynbTypbl UM B6aHKa KNneTok HeobxoanmMo NPOBOANTL C
cobntogeHnem ycTtaHoBMNeHHbIX TpeboBaHUIM K NPOM3BOACTBEHHON cpefe ANnd 3almThbl
NoCeBHbIX KyNbTyp 1 6aHka KneTok, a Takke paboTarowero ¢ HUMM NepcoHana 1 oxpaHbl
BHELLUHEN OKpyXatoLen cpeqbl.

61. (44) MNpowncxoxaeHne, bopma 1 yCrnoBus XpaHeHUs NOCEBHbIX KYNbTYp AOJMKHbI ObITh
MOSTHOCTLIO OMUCaHbl B COOTBETCTBYHOLLEN JOKyMeHTaumMm. Heobxoanmo nmeTb
AoKasaTtenbCcTBa CTabMIbHOCTM M BOCNPOU3BOANMOCTM MOCEBHbIX KyIbTyp U KNeTok. EMKocTn
ANSA XpaHeHUs JOIMKHbI BbITb repMETUYHO 3aKPbIThl, YETKO MapKUPOBaHbI Y XPaHUTBLCS Npu
Tpebyemon Temnepatype. [MponsBoamTenb JOMKEH KOHTPONMPOBATL YCOBUSA XPaHEHNS
NMOCEBHbIX KyNbTyp 1 KNeToK. Heobxoanmo BeCTU TLLATENbHbIN YYEeT KaXa0ro XpaHsLwerocs
KOHTenHepa.

62. (45) K paboTte ¢ maTtepunanom SOMyCKaTCHA TONbKO cneumanbHO Ha3Ha4YeHHbIe paboTHUKMN.
PaboTa gormkHa NpoBOANTLCS NOL KOHTPOSIeM OTBETCTBEHHOrO nuua. PasnnyHblie noceBHble
KynbTypbl 1 6BaHKKN KNETOK HEODXO4MMO XPaHUTb TakuMm oBpa3om, YTobbl He JonycKaTb
nepenyTbiBaHUSA UNN NEPEKPECTHON KOHTaMUHaUuKN. PekomeHayeTca pasaenatb NOCEBHbIE
KynbTypbl 1 6aHKN KNETOK 1 pa3Hble YacTu XpaHUTb OTAENBHO BO M3bexaHne nx NosiHowm
yTparThbl.

MpuHUKNBLI paboTbl

63. (46) B xoge TexHonormyeckmx npoueccoB HeobxoaMmo nsberatb UM CBOAUTbL K MUHUMYMY
obpasoBaHue Kanenb Unu nexbl. lNpouecchbl LEHTPUGYrMpoBaH1s Unn CMELLMBaHNSA, KOTOpbIe
MOTyT NPMBECTU K 06pa3oBaHuUIO Kanenb, A0MKHbI MPOBOAUTLCS B M30SMPOBAHHbIX EMKOCTSAX
U B YMCTbIX U (MNK) N30NMPOBAHHBIX 30HAaX BO M30exaHme nepeHoca X1BbIX OPraHn3MoB.

64. (47) CnyyanHble NponmBbIl XNOKOCTEN, OCODEHHO COAepKaLLUX KUBbIE OPraHN3Mbl,
HeobxoaMmo GbLICTPO 1 6esonacHbIM cNOCOBOM NMKBMAMPOBATL. [Ansa Kaxgoro Tuna
MMKPOOPraHn3mMoB A0JMKHbI MCNOMNb30BaTbLCA BannanpoBaHHble Npoueaypbl AeKOHTaMUHaUUK.
[Mpn MCNonNb30BaHUN Pa3NNYHbIX LUTAMMOB BakTepUn 0QHOrO BMAA UMM OYE€Hb MOXOXKMNX
BMPYCOB Npoueaypa AeKoOHTaMUHaLMM MOXeT ObiTb BannanpoBaHa B OTHOLLEHMM TOJbKO
OLHOr0 M3 HNUX NPWU OTCYTCTBMM CYLLECTBEHHbIX Pa3nnynii B YCTOMYMBOCTU K BO3AENCTBMIIO
JeKoHTaMUHaL MW,

65. (48) Onepaunn, BkntovaroLLmne B cebs nepemMeLLeHne Taknx MaTepmnarnos, Kak CTEPUIbHbIE
cpeabl, KynbTypbl UM NPOAYKTbI, OMKHbI NPOBOANTLCS B NpeaBapuTENbHO CTEPUIN30BaAHHbIX
3aKpbITbIX cucTemax. Ecnm aTo HEBO3MOXHO, onepauumn no NepeMeLLEHNI0O MaTepuarnos
AOJIMKHbI MPOBOAUTLCSA B NaMMHApHOM NMOTOKE BO34yxa.

66. (49) JobasneHue cpea nnm KynbTyp B GBropeakTopbl 1 Apyrue cocyabl JOIMKHO
NPOBOANTLCA B TLWATENbHO KOHTPOMNMPYEMbIX YCIOBUSAX, 06ecnevmBaoLLmx HEBO3MOXHOCTb
BHECEHNSA KOHTaMUHAHTOB. [pu go6aBneHnmn KynbTyp HEOBXO0AUMO TLLATENBHO NPOBEPATH
NpPaBUNbHOCTb COEANHEHUSA COCYA0B.

67. (50) MNMpn HeobGxogumocTu (HanpumMep, Koraa aesa n 6onee bepmeHTaTopa PacnosioXkeHbl B
OZHOW 30He) oTBepCTUA Ansa otbopa npod n BHeceHUs 4o06aBOK N COeANHUTESbHbIE 3NIEMEHTDI
AOJTKHbI CTEPUNN30BaTbLCA NapoM (Nocne NnoacoeavHeHus, nepeq nogaden npoaykra v nepea
oTcoeguHeHnem). B gpyrux cnyvasx gonyckaeTtcsa xummnieckasa Ae3mHGeKLMst BXOOHbIX
OTBEPCTUN U 3alLuMTa COEANHEHNI NOA NaMUHAPHbIM NOTOKOM BO34yXxa.



68. (51) ObopyaoBaHue, nabopaTtopHasa nocyaa, BHELUHNE NOBEPXHOCTU KOHTEMHEPOB C
npoaykunen n gpyrmue nogobHole Matepmansl nepes nepemMeLeHmem n3 n3onmpoBaHHON 30HbI
AOJTKHbI ObITb AE3NHPULMPOBaHLI C UCMOMb30BaHMEM BanuanpoBaHHoro metoga. Ocobyto
npobremy MOXeT Bbl3blBaTb BEAEHME AOKYMEHTALMN HA CEPUIO NPOAYKLUUKN. TONbKO
abCconNtoTHBIM MUHUMYM OOKYyMEHTauumn, Heobxoammon ana cobnogeHnsa tpeboBaHmm
HacToswwmx MNpaBun, 4omKeH NoCcTynaTb B paboyyto 30HY 1 nokMaaTh ee. Npn aBHoOm
KOHTaMMHauun (HaNnpuMep, Kanmnsamu Unm aspo3onsamMm) UM Npu NCNonb30BaHUM 3K30TUYECKMX
MUKPOOPraHn3mMoB DyMakHasa OOKYMEHTaLmMs A0SMKHA Ae3NHULMPOBATLCA B LLUMO3e ANs
nepemeLleHns obopyaoBaHns Unv nepegaBaTbCs C UCMONb30BaHMEM (POTOKONUKN Unn dakca.

69. (52) XKnugkue nnn TBepable 0TX04bl, Takue Kak ckopryna nocne otbopa matepuana us auu,
oAHopa3oBble BYThINM ANA KyNbTyp, HEXenaTenbHble KyNbTypbl UM OMONOrMyeckme areHThbl
HeobXxoaMMO CTepunu3oBaThb UK Ae3nHPUUMPOBaTh nepen Ux yganeHmeM 13 n3onmpoBaHHOM
30HbIl. B HEKOTOpPBIX Cnyyasx NpMemMnemMbIMM CHNTAOTCA U OPYrMe MeToabl, Hanpumep
NCNonb3oBaHMe repMeTUYHbIX KOHTEMHEPOB NN TPyBoNPOBOAOB.

70. (53) MNponsBoguTenb AOMKEH OCYLLECTBNATL TLATENbHbIN KOHTPOMb TOro, YTOObLI B
NPON3BOLCTBEHHYHO 30HY Nonagany TONbKO Te NpeaMeThbl, MaTepuarbl, B TOM Yucne
AOKYMEHTaLMs, KOTOPble OTHOCATCS K MPON3BOAMMON NpoayKumn. [Ins KOHTpons 3a
COOTBETCTBMEM KONNYECTBA BHOCMMbIX U BbIHOCUMbIX MPEAMETOB U MaTepuanos Bo nsbexxaHue
NX HaKOMMeHnsa B NPON3BOACTBEHHOM NOMELLEHUN OOMKHA eCTBOBATb CUCTEMA YYeTa.

71. (54) TepmocTonkmne NnpegMeTbl U MaTepuarnbl JOMKHbI MOCTYNaTh B YACTYIO UM YUCTYHO
N30NMPOBAHHYHO 30HY Yepes3 NPOXOAHbIE aBTOKMAaBbl UMW CyXOXapoBble neyn. HyBcTBUTENbHbIE
K Harpesy npegMeTbl U Matepuanbl JOMKHbI NOCTYNaTb Yepes BO3OYLUHbIV LLM03 C
GnokmpyembiMn OBEPAMUN, Tae 3TU NpeaMeTbl U MaTepuanbl NoABEPratnTCs e3UHMEKLMN.
[onyckaeTcsa ctepunusauma npegMeToB U MaTepuanos B ApYroM MecTe, eCriv OHU NOCTynarT
Yyepes W3 B ABONHOM 060M04ke ¢ cobnogeHmeM HeobxoamMMbix Mep NPeaoCTOPOXKHOCTH.

72. (55) MNMponsBoguTenb AOMKEH NPUHUMATL COOTBETCTBYHOLLME MEPbI NPEeLOCTOPOXKHOCTHN BO
n3bexxaHne KOHTaMMHaALMN U NepenyTbIBAHNA KyIbTYp KNETOK UM MUKPOOPraHM3MOB Ha
NpoTsKeHMM nepmnoaa nHkybauumn. Heobxoammo yTBepanTb METOANKY OYUCTKM U AE3NHGEKLNN
nHKybaTopoB. KoHTelrnHepbl, Haxoaswmecs B MHKyb6aTopax, 4OMKHbI ObiTb YETKO M TLATENbHO
MapKMpOBaHbI.

73. (56) B ogHOM nomelueHnn gonyckaeTca 0gHOBPEMEHHOE NpoBeAEHME Onepaunin ToNbKO C
OLHUM XXMBbIM BMOMOrMYECKNM areHTOM 3a UCKIMIOYEHNEM onepauui No CMELLMBAHUIO U
nocneaytoLen oacoske NN nNpu NCNosib30BaHUN NOMHOCTLIO 3aKPbITbIX cucTeM. B
NPOMEXYTKax Mexay onepaunusamMm ¢ pasnmyHbIMU XUBbIMU OMONOrMYECKMMIN areHTaMm
NPOU3BOLCTBEHHbIE MOMELLEHUS AOSMPKHbI MPOXOAUTL AEe3UHMEKLNIO.

74. (57) MpoayKTbl AOMKHBbI MHAKTMBUPOBATLCA NyTeM AobaBneHns nHakTneartopa ¢
nocriegyoLwmm TwartenbHbIM nepemMelneaHmeM. Nocne aToro cMecb JOSMKHA NepPeHOCUTLCA BO
BTOPOW CTEPUIbHLIN COCY 3a UCKITIOYEeHNEeM crny4vaeB, Korga dopma u pasmep cocyaa
NO3BONSIOT €ro ferko nepesopaynBaTh U BCTPSAXMBATbL TakuMm 06pa3om, YTOObl BCe BHYTPEHHWE
NOBEPXHOCTU CMaYnBanIMCb KOHEYHOW CMECHIO KYNbTypbl U MHAKTMBATOPA.

75. (58) Cocyapl, cogepkalime NMHAKTUBMPOBAHHbIN MPOAYKT, HE A0MYyCKaeTCsa OTKpbIBaThb. M3
3TUX COCYOO0B TaKXKe He AonycKkaeTcs oTompartb Npobbl B 30HaX, rae CoaepKaTcs XuBble
Buonornyeckue areHTbl. Bcro nocneayrowyo 06paboTky MHAKTUBUMPOBAHHbLIX NPOAYKTOB
Heobxo4MMO NPOBOAMTL B YNCTbIX 30HaX kraccoB A 1 B unu B 3akpbiTom 060pyaoBaHuu,
crneumanbHO NpeaHasHa4YeHHOM Ans UHAKTUBMPOBAHHbLIX MPOAYKTOB.



76. (59) Heobxogumo yoenatb ocoboe BHMMaHue BanvgaumMm MeTogoB CTepunmsaunm,
Ae3nHeKUMM, yaaneHnsa BUPYCOB N UX UHAKTMBaLN.

77. (60) HanonHeHne AOMKHO NPOBOANTLCS B TEYEHME KaK MOXHO 6onee KopoTKoro
NPoOMeXyTka BpeMEHW Nocre 3aBepLUEHNa NPON3BOACTBEHHbLIX onepauuin. Emkoctn ¢
HepacdacoBaHHOM NPOAYKLUMEN A0 HaYarna onepaunumn HanosHEHNa A0ITKHbI ObITb repMEeTUYHO
3aKpbITbl, COOTBETCTBYHOLLMM 00pa3oM MapKMpOBaHbl N XPaHUTLCS MPU YCTaHOBMNEHHbIX
TemnepaTypHbIX YCOBUSAX.

78. (61) MNMponsBoguTenb AOMKEH pa3paboTaTb cMcTeMy, obecnevmnBatoLLyo KOHTPOb
LeNTOCTHOCTU N FepMETUYHOCTM YNAKOBOK MOCIE HanoMHEHMS.

79. (62) ®nakoHbl, cogepxallume XmBble BUONOrMYeckne areHTbl, 4OSMKHbI OblTb 3aKPbITbI
KpbILLKaMn Taknm o6pasom, YToObl MCKNHYNTb BO3MOXHOCTb KOHTaMUHALMWU OPYron NpoayKumnm
UNN NPOHNKHOBEHWE XUBbIX areHTOB B APYriMe 30Hbl UM BO BHELLHIOK cpeay.

80. (63) Mexxay HanonHEHNEM MEPBUYHbBIX YNAKOBOK, X MapKMPOBKOW MU YNAKOBKOW MO
pasnMyHbIM NPUYMHAM MOXET NPOWTU ONpPeaAeNEeHHbIN NPOMEXYTOK BpeMeHu. [ponssoantens
AOJDKEH YyTBEPAUTL NpoLeaypbl, ONUCbIBalOLWME NOPSAOK XPaHEHUS HEMAaPKNPOBaHHbIX
KOHTEMHEPOB AN NpeaoTBpaLleHnst BO3MOXHOCTU UX NepenyTbiBaHus n obecneymBarowme
Hagnexawue ycnosus xpaHeHusi. Ocoboe BHMMaHMe HeOBXOANMO yaensiTb XpaHEHUHO
TepmonabunbHON 1 CBETOYYBCTBUTENBLHOM Npoaykumm NponsBoanTens OOMKEH YCTAaHOBUTb
TpeboBaHUA K TemnepaType XpaHeHus.

81. (64) Ha kaxxgowm TeXHONOrM4eckon ctagnmn HeobxoamMmo NPoOBOAMTL CONOCTaBEHNE
haKTUYeCcKoro n oXxngaemoro Bbixoda npoaykumu. Bee cylecTBeHHble OTKIOHEHUS OOMXKHbI
ObITb paccrnegoBaHsbl.

IX. KoHTponb kavyecTBa

82. (65) B obecneyeHnn ctabunbHOCTM Ka4eCcTBa MMMYHODOMONOrMYECKNX NEKAPCTBEHHbIX
cpencts ocoboe 3Ha4YeHNe NMeEET KOHTPOIb B NpoLiecce Npon3BOACTBa. Buapl koHTpons,
KOTOpble MMEIOT peLlatoLLiee 3HaYeHne s OLEHKN KayecTBa (Hanpumep, KOHTPOsb Ha
OTCYTCTBME BUPYCOB), HO HE MOryT ObiTb NPOBEAEHbI B OTHOLLEHWM FOTOBOW NPOAYKLMUN,
AOJIMKHbI BbINOMHATHCSA Ha OAHOM M3 NpeALecTBYHOLNX CTaanin NpoM3BOACTBA.

83. (66) [1nss nOBTOPHOro NpoOBEeAEHUS KOHTPOSIS KadecTBa Cepun NPOLYKLUUN Unu
noaTBEPXAEHUSA pe3ynbTaToB TAKOro KOHTPOMSA MOXET BO3HUKHYTb HEO6XOAUMOCTb XpaHEHUS
aoctatoyHoro o6bema obpasyoB NPOMEXYTOUYHbIX MPOAYKTOB NPU COOTBETCTBYHOLLMX
YCrOBUSX.

84. (67) MoxeT BO3HMKHYTb HEO6XO4MMOCTb HENPEPBLIBHOIO KOHTPOSSA NapaMeTpoB B Xo4e
npouecca npon3soacTsa (Hanpumep, HenpepbIBHOrO KOHTPONS oU3NYeCcKnX napameTpoB B
xoge bepmeHTaumn).

85. (68) Npn HeNpepbIBHOM KyNbTUBMPOBaHUM BUOMOrMYeCcKomn NpoayKumm Heobxoammo
cobntogaTb cneunanbHble TpeboBaHNA K OpraHn3aunmn KOHTPONs KayecTBa NpPoayKUMW.

MpunoxeHne Ne 6
Kk Npasnnam opraHmnsaumm NpomM3BoaCTBa
N KOHTPOIS KayecTBa NeKapCTBEHHbIX CPeaCTB

n pou3BoaCcTBO MEANLUMNHCKUX ra3oB



I. MprHUMN

1. HacTosiwee lNpunoxeHune perynupyet Npon3BoACTBO ra3oB Kak dhapMaueBTUYECKNX
cyberaHuum (PC) n npon3eBoaCcTBO ra3oB A4St MEOULIMHCKOrO NPUMEHEHNS (aanee -
MeanumMHCKMe rasbl). [pon3BoACTBO MEOULMHCKNX ra30B, OTHOCALLMXCA K NeKapCTBEHHbIM
cpencTBam HEOBX04MMO OCYLLECTBNATL COrMacHO COOTBETCTBYHOLMM HOPMATMBHbLIM NPaBOBbLIM
aktam Poccurickon degepaumn.

2. Hactosiwee lMNpunoxeHne He pacnpocTpaHaeTcs Ha nonyyeHne n obpallieHme MeguunHCKnX
rasoB B MEANLMHCKNX OpraHn3aumnsax, ecriv Takon npouecc He ABNAETCA NPOMbILLNIEHHbIM
NPOU3BOLACTBOM.

3. PasrpaHuyeHune mexay npomssoacteom ®C 1 Npor3BoACTBOM NekapCTBEHHbIX NpenapaToB
[AOIMKHO ObITh YETKO ONpeaerieHo B KaXaoM peructpaunmoHHoM aocke. O6bIYHO cTaaum
NMPOM3BOACTBA U OYMCTKM ra3oB OTHOcATCA k NnponsBoacTBy OC. a3kl OTHOCATCS K
neKapcTBEHHbIM MpenapaTtamMm ¢ MOMeHTa NepBOro COXpaHeHUs rasa, npegHasHauYeHHoro Ans
TaKoro UCnonb3oBaHus.

4. B ncknioumnTenbHbIX CryYasix HenpepbiBHbIE MPOLIECCHI, FAe HEBO3MOXXHO NMPOMEXYTOYHOE
XpaHeHue rasa mexay npovssogcteoMm PC 1 Npom3BoOACTBOM fleKapCTBEHHOro npenapara,
HeoGXxoauMo paccMaTpuBaTh Kak NPOM3BOACTBO NeKapCTBEHHbIX NPenapaToB, YTO AOIKHO
OblTb YETKO YKa3aHO B PErMCTPaLMOHHOM [AOChE.

Il. MponsBoacTBO rasoB Kak papmaLeBTUYECKMX cyb6CcTaHL U

5. [asbl kak hapmaueBTMYECKne cyGCTaHLMM MOryT BbiTb NPOM3BEAEHbI NYTEM XUMUYECKOTO
CUHTE3a UM U3 HaTypasbHbIX UCTOYHMKOB, B TOM YMCIE NYTEM UX OYUCTKM (HanpumMep, Ha
3aBoJax Nno BblAENEHMIO ra3oB 13 BO34yxa).

6. (1) MpounssoanTeENDb AOMKEH OCYLLECTBNATbL TEXHOMOIMYECcKMe NpoLEecChl NoNyyYeHus ra3os
yKasaHHbIMM Bbille cnocobamu B COOTBETCTBMM ¢ TpeboBaHuAMM rnasbl |V HacTosAwmx MNpasun,
npu 3TOM:

a) (a) TpeboBaHMsA K NICXOAHOMY Cbipbto A58 hapmaueBTU4eckmux cybctaHummn (nyHkTobl 400-421
HacToswmx MpaBun) He NPUMMEHUMbI K NPON3BOACTBY (hapMaLieBTUYECKNX CyOCTaHLMN - ra3oB
MEeTOAOM pasfeneHns Bo3ayxa (0gHaKo Npou3BoAUTENb AOIMKEH rapaHTUPOBaTh, YTO Ka4eCTBO
NCNonb3yeMoro Bo3ayxa COOTBETCTBYET YCTaHOBNIEHHOMY Y UBMEHEHWS Ka4yecTBa Bo3yXxa 13
BHeLUHen cpedbl He ByayT okasbiBaTb BNUSIHUE HA KAa4eCTBO ra3os, Npon3BoanMblx kak ®C);

0) (b) TpeboBaHNA K HENPEPLIBHOMY U3YYEHNIO CTAaOUITBHOCTM ra3oB Kak dapMaueBTUYECKNX
cyberaHuum (nyHkTbl 497-503 HacToswmx MNpasus), ocyLwecTBAsSIEMOMY C LiESbo
NnoaTBEPXOEHUS YCITOBUM XpaHEHUS U CpOKa rOOHOCTU UIM AaTbl MOBTOPHOrO KOHTPOSISA (MYHKTbI
487-490 HacToswwmx NMpaBun) He NPUMEHSAIOTCA B Criydae, ecnm Ansi NePBUYHOIO U3y4YeHUs
cTabunbHoCcTM BbiNM NCNONBb30BaHbl AaHHbIE, COAEPXKALLMECHA B HAYYHOWN nuTepaType;

B) (C) TpeboBaHMs K KOHTPOSbHLIM N apXMBHbLIM 0bpa3suam (NyHKTbl 508-510 HacToALWMX
[MpaBun) He NPUMEHSIOTCA K ra3am Kak hapmaueBTUYECKUM CyOCTaHUMSM, eCrim
HOpPMaTUBHbBIMW NPaBoOBbIMK akTaMn Poccurckon ®egepauumn He NpeaycMoTPEHO MHOE.

7. (2) MNMpownsBoguTernb OOMKEH NMPOBOANTL MOCTOAHHBLIN MOHUTOPUHT Ka4YeCTBa ra3oB Kak
hapmaLeBTU4ECKMX cybCcTaHUmMn, NPON3BOAMMbIX HEMPEPbLIBHBIM METOA0OM (Hanpumep,
pasgeneHnem Bo3ayxa). Pesynbtatbl MOHUTOPUHIa HEO6XO4MMO XpaHUTb B BUAE,
No3BONSALWEM OCYLLECTBNATb OLEHKY TEHAEHLUMWN.



8. (3) (a) YcnoBus TpaHCMOPTUPOBKM N OCTaBKM HepacdacoBaHHbIX ra3oB Kak
hapmaueBTUYECKMX CyOCTaHUMN JOMKHbI COOTBETCTBOBATL TPeOOBaHMSAM, YCTAaHOBIIEHHbLIM
Ana MeguumMHCKnx ra3oB (NyHKTbl 29-31 HacToswero MNMpunoxeHns);

9. (b) Onepaunn HanonHeHns 6ansIOHOB UM NEPEHOCHbLIX KPUOTEHHbIX EMKOCTEN ra3amm Kak
dapmaueBTUYeckuMn cybctaHumamm Heob6xoammo NpoBOANTbL B COOTBETCTBUM C
TpeboBaHNAMM, YCTAHOBMAEHHBbIMU ANA MEAULMHCKNX ra3oB (NyHKTbl 32-48 HacTosLwero
MpunoxeHus), n TpeboBaHMaMU, yCTaHOBNEHHbIMU NyHKTaMn 450-469 HacTosawmx Mpasun.

Ill. MpousBoACcTBO MEAULIMHCKUX ra3oB

10. lNpon3BoacTBO MEOULIMHCKUX ra3oB, KaK NpaBuiio, OCYLLECTBNAETCS B 3aKPbITOM
obopyaoBaHuu. B CBA3N C 3TUM PUCK KOHTaMWHALMW JAHHOW NPOAYKLUUN N3 NPOU3BOLCTBEHHON
cpenbl ABnseTcs MUHUManbHbiM. OgHaKo CyLecTBYeT PUCK KOHTaMUHAUUKW U NepeKkpecTHOM
KOHTaMnHauun apyrumum rasamm, 0CoO6eHHO npu NOBTOPHOM UCMNOSIb30BaHUM EMKOCTEMN.

11. (4) TpeboBaHus, NpUMeEHSAEMbIE K BannoHaMm, Takke pacnpoCTPaHATCA Ha rpynnbl (CBA3KN)
6annoHoB (3a UCKMIOYEHNEM CITyYaeB XpPaHEHUS N TPAHCMOPTUPOBKM B cneumarnbHbIX
KOHTENHepax).

MepcoHan

12. (5) MNepcoHan, 3aHATbLIN B NPON3BOACTBE M peanu3aumm MeanLNHCKUX ra3oB, LOSMKEH
nponTn oby4eHne nNo opraHM3aumnmn NPON3BOACTBA N KOHTPOSIS Ka4eCcTBa JIEKAPCTBEHHbIX
CPEeACTB NPUMEHUTENBHO K JaHHOMY BMAY NpoAaykuun. MNepcoHan gofmKeH 3HaTb KPUTUYECKN
Ba)KHbl€ aCMeKTbl M1 BO3MOXHYK ONACHOCTb NIEKAPCTBEHHbIX MPenapaToB B BUAE MEANLNHCKUX
rasoB. Boautenu, ocyuiectensiowme nepeBo3ky MeEQNLNHCKUX ra3oB, TakKe AOIMKHbI MPONTK
COOTBETCTBYHOLLEe 0ByyeHue.

13. (6) MNepcoHan npuBnekaemblx NO 4OroBOPY UCMOMNHUTENEN, KOTOPbIN MOXET OKasaTb
BNUSIHWE HA KA4YeCTBO MeOMLUMHCKUX ra3oB (Hanpumep, NepcoHarn, ocyLecTBASALWNIA
TexHn4yeckoe obcnyxmBaHne 6anoHOB N KNanaHoB), AOJMKEH NPONTN COOTBETCTBYIOLLIEE
obyuyeHue.

NMomeweHna n obopyaoBaHue
NMomeweHusn

14. (7) BannoHbl 1 NePeHOCHbIE KPUOTreHHbIE EMKOCTU HEOBXOANMO NPOBEPATD,
noaroTaBnmMBaTb, HAMOMHATL W XPaHUTb B 30HaX, OTAENEHHbIX OT 30H paboTbl C
HemMeaMUMHCKMMK ra3amn. 3anpeltaetca obmeH 6annoHamMmn n NeEpPEHOCHBIMN KPUOrEHHbIMU
€MKOCTSAMU MexXAay 3TUMM 30HamMmu. OQHAKO B OQHUX U TEX XKe 30Hax JOMNYyCKaeTCs KOHTPOb,
noaroToBKa, HanosrHeHne U XxpaHeHne MeauLUUHCKUX U HEMEeOULIMHCKUX ra3oB, ecriv
TpeboBaHUA K HEMEANLNHCKMM rasam COOTBETCTBYHOT TpeboBaHNSAM K MEOULMHCKUM ra3am, a
NPON3BOACTBEHHbIE OMNepauun ¢ HeMeaAUUUHCKUMU ra3aMn OCYLLIECTBIISIKOTCA B COOTBETCTBUMU C
TpeboBaHuAMKN HacToAwmx Mpasumn.

15. (8) NomeLLeHNsa, B KOTOPbIX BbIMOMHAKTCA onepaunn no Nnpon3sBoacTBy, NpoBeaEeHUIO
NCNbITAHUIA N XPaHEHWIO MEOULIMHCKUX ra30B, JOIDKHbI UMETb JOCTaTOYHYO nnowans ans
NCKITIOYEHNS pyCKa nepenyTbiBaHus. [naHmpoBka noMeLweHnn JomkHa obecneyvmBaTsb:

a) (a) oTaenbHblE MapKMPOBaHHbIE 30HbI AN Pa3fNYHbIX ra30B;



6) (b) ogHO3Ha4YHOE 0B603Ha4YeHMe 1 pa3geneHne nycTbix 6annoHOB U (M) NEPEHOCHbIX
KPUOreHHbIX eMKOCTEN, a Takke 6annoHOB 1 (UNN) NEPEHOCHbIX KPUOTEHHBLIX EMKOCTEN,

HaxXo4ALLNXCA Ha pa3HbIX CTagnAax npomn3sBoactBea (Hanpmmep, "oxunpoaet KOHTpONA", "OXngaet

HanonHeHus", "kapaHTuH", "paspelueH", "3abpakoBaH", "rotoB K oTnpaske").

16. Cnocobbl pasgeneHus 3aBUCAT OT Xxapaktepa, 06bema 1 CIOXHOCTU TEXHOIOrMYECKOro
npouecca. Mepamu no pasgeneHnto MoryT ObiTb 30HbI C pa3MeTKaMmn Ha nony, Neperopoakm,
6apbepbl, 0603HAYEHMS.

17. (9) NycTble 6annoHbl U (MNKM) NEPEHOCHbBIE KPUOTEHHbIE EMKOCTM MOCIE COPTUPOBKU UK
TEXHUYECKOro 06Cny>KMBaHNA 1 HanosnHeHHble 6anoHbl 1 (M) NEPEHOCHbIE KPUOTEHHbIE
€MKOCTM HeoBX0aUMO XpaHUTb Mo HaBecamu, 3alnLLaLLMMN NX OT HeGNaronpUATHbLIX
noroAaHbIX ycnosui. HanonHeHHble 6annoHbl 1 (UNM) NEPEHOCHbBIE KPUOTEHHbBIE EMKOCTU
HeobX0AMMO XpaHUTb B YCNOBUSIX, FAPaAHTUPYIOLLMX UX JOCTaBKYy B YACTOM BUAe, OTBEYaloLeM
YCIOBUSAM UX UCMOSb30BaHUS.

18. (10) MNpounsBoanTenb AomkeH obecnevmBaTb 0CObbIE YCNOBUS XPaHEHNS,
cooTBeTCcTBYyOWMNE TpeboBaHNSM PErMCcTpaumMoHHOro AoCkbe (Hanpumep, A4S ra3oBbiXx CMecen, B
KOTOPbIX MPOUCXOANT pasaeneHve gas B criyyae 3aMopaxuBaHus).

O6opynoBaHue

19. (11) O6opynoBaHne OOMKHO ObITb CMIPOEKTMPOBAHO TakMMm 06pa3om, YToObI
rapaHTMpoBaTb, YTO ra3 HarnosNHAETCA B COOTBETCTBYOLLNN KOHTENHep. Kak npaBuso, He
AOJIMKHO ObITb COEAUHEHNI MexXay TpybonpoBoAaMU, NO KOTOPbIM NPOXOAAT Pa3fiMyHbIe rasbl.
B cnyyae ecnu Takue coegmHeHns Heobxoanmbl (Hanpumep, obopyaoBaHue, NCNoSb3yeMoe
AN19 HAaNoMHEHNA CMeCsMN ra3oB), MPOU3BOANTESTb JOIMKEH NPOBECTN COOTBETCTBYIOLLYIO
KBanuduKauuio Ans rapaHTUm Toro, YTo OTCYTCTBYET PUCK NEPEKPECTHON KOHTaMUHaLUK
pasHbIMK razamun. B gononHeHne K gaHHOMYy TpeboBaHMo pacnpenenuTeribHble KONNeKTopb!
AOIMKHbI 6bITb 060PYAOBaHbI cneunUu4eckMMmn coeamHUTENbHBIMKU anemMeHTamu. Ecnm
HOpMaTUBHbBIMW NPaBoBbIMK akTaMmu Poccuiickon degepaunm yctaHoBneHbl TpeboBaHms K
NCNOoNb30BaHUIO pacnpeaennTenbHbIX KOMMEKTOPOB N NX COeANHEHUI C KnanaHamu 6annoHoB,
Takne TpeboBaHMsa OOMKHbI cobniogaTtbes. Micnonb3oBaHne Ha 0gHOM NPOU3BOACTBEHHOM
yyacTke COeANHEHWI, COOTBETCTBYIOLLMX Pas3nNnYHbIM CTaHgapTam, Heob6XoAMMO TLLATENbHO
KOHTPONMPOBATb, TaK e Kak 1 UCMONb30BaHNEe aganTepoB, NPUMEHEHNE KOTOPbIX HEOBXoanMo
B HEKOTOPbIX Cy4asix coequHeHUs cneunduyeckmx CUCTEM HarnomnHeHUS.

20. (12) PesepByapbl Ans XxpaHeHUs U nepeaBmkHbie LMCTEPHbI AN 4OCTaBKM OOMKHbI ObITh
npegHasHa4vyeHbl TONbKO AN O4HOro BMAa rasa onpeneneHHoro kadectsa. MeamumnHckme rasbl
AOMyCKaeTCcsl XpaHUTb UK TPaHCNOPTMPOBATb B TEX e pe3epByapax, YTO U aHaNOrnmyHble
HeMeaULMHCKME rasbl Mpu YCIOBUKM, YTO KA4eCTBO NOCNeLHMX, N0 KpanHen mepe,
3KBMBANeHTHO Ka4eCcTBy MeOMUMHCKUX ra3oB, 1 cobntogatoTca TpeboBaHMs HACTOALLNX
MpaBun. B Takmux cny4asax npovM3BOAUTESNb JOMMKEH OCYLLECTBNATb U AOKYMEHTANIbHO
odopMuUTbL Npoueaypy ynpaBneHuUs puckamu.

21. (13) Obwas cuctema pacnpeneneHnd rasa ¢ Konnekropamm MeguLUmnMHCKOro m
HEMEOULMHCKOro Ha3Ha4YeHnsa gonyckaeTcs NULLb NPy Hann4Ynm BanuampoBaHHOroO MetToaa
HegonyLeHnsa obpaTHOro NoToka rasa M3 HeMeaMUMHCKON CUCTEMbI B MEANLIMHCKYIO.

22. (14) NMpoussognTenb JOMMKEH NMETb KOSNEKTOPbLI HANOSTHEHUS, NPpeAHa3HaYeHHbIe AS1s
OAHOro MEeAULIMHCKOro rasa unu ans onpeaeneHHomn cMecu MeamuuHCKuX rasos. B
NCKMIOYUTENBHBIX CyYasax AonyckaeTcs HanosiHeHWe ra3oB A58 ApYrux MeauuUUHCKUX Lenen ¢



NCMNONb30BaHMEM KOMNMEKTOPOB, NpeAHas3Ha4YeHHbIX AN MeAUUMHCKUX ra3oB, ecnv gokasaHa
Takasi BO3MOXXHOCTb M TakoW NpoLecc KOHTponupyeTcs. B aTux crnyyasix kayecTBo
HEeMeONLMHCKOro rasa JOJMKHO ObITb, MO KpaHen mepe, 3KBUBaNeHTHbIM Ka4yecTBy
MeAMLIMHCKOro rasa u JomkHbl cobntoaaTtbesa TpeboBaHusa HacTosAwmx Mpasun. HanonHeHune
[AOMKHO NPOU3BOAUTBLCS MO NPUHLMIY OpraHM3aumMm LUKNOB NPOM3BOACTBA.

23. (15) PaboTbl N0 pEMOHTY 1 TEXHMYECKOMY 0BCny>KMBaHMO 060pyaA0BaHNA (BKITOYas
OYUCTKY U NPOAYBKY) HE AOIMKHbI BIUSATb HA Ka4eCTBO MeAMLMHCKMX ra3oB. B yacTHocTw,
nNpoM3BOANTENb JOMKEH pa3paboTaTb M AOKyMeHTanbHoO 0popMUTbL MEPONPUSATUS,
NpoOBOAMMbIE MOCNE PEMOHTA U TEXHUYECKOro 0BCNYXMBaHUS, CONPOBOXAAIOLLNXCS
pasrepmeTusaumen cuctem. Nponssoantens JOMKEH rapaHTUpoBaTh, YTO obopyaoBaHue
cBOOOAHO OT NBOM KOHTaMMHaLMK, KOTOpas MOXET OKa3aTb BNIMAHME HA Ka4eCTBO rOTOBOrO
NpoAyKTa [0 ero Bbinycka. [ponssoanTens JOMKEH XpaHUTb 3anncu o NpoBeAeHHbIX paboTax.

24. (16) MNpownssoanTenb JOMKeH pa3paboTaTtb 1 JOKYMEHTanbHO 0hopMUTb Npoueaypsl,
ocyLecTBNAeMble Npu BO3BpaTe LUMCTEPHbI HA y4acTok paboTbl C MeOULIMHCKMMUY ra3aMu nocne
TPaHCNOPTUPOBKN HEMEOULIMHCKOTO ra3a B YCNoBUSX, yKa3aHHbIX B NyHKTe 20 HacTosLwero
MpunoxeHna, nnu nocne onepaumn No TeXxHMYeckoMmy obcnyxmeaHuio. Takas npoueaypa
AOJDKHA BKMOYATh aHaNUTUYeCcKme UCNbITaHUS.

[JokymeHTauusa

25. (17) aHHble, BKIOYEHHbIE B OCbE HA KaXayt Ceputo HanosfHEHHbIX 6annoHoB
(MepeHOCHbIX KPUOrEHHbIX EMKOCTEN), AOIMKHbI MO3BOSIATL NpocneanTb MHdopMaumo 060 Bcex
OCHOBHbIX NapameTpax COOTBETCTBYOLMNX CTaANN HANOMNHEHUS ANSA KaXA0ro HanosIHEHHOMo
6annoHa.

26. [locbe Ha cepuio OOMMKHO coaepXaTb CrieayroLyo MHopMauuio (ecnm aTo NPUMEHMUMO):
a) (a) HaMmeHoBaHWe NPOAYKLUMNU;

0) (b) Homep cepuu;

B) (C) oaty u BpeMsa NpoBeAeHus onepaumm no HanoSIHEHUIO;

r) (d) nepcoHan, BbINOMHABLUMI OCHOBHbIE CTaauu npolecca (Hanpumep, OYUCTKY NIMHUNA,
npuemKky Matepuarnos, NOAroTOBKY NIMHUA HAnomHEHUS, NPOBEeAEHNE HarnoHEHUS);

A) (e) ccbinky Ha Homep(a) cepumn(uin) rasa(oB), KOTOPbIN UCNOMBL30OBascAa Anda onepauumn no
HaMoOMHEHMUIO COrfacHo NyHKTY 32 HacToswero lNpunoxeHus, BKIo4asa ero craTyc
(paspeLueHne K HanoJTHEHUIO);

e) (f) ncnonb3zyemoe obopyaoBaHme (HaNnpUMep, KONEKTOP HanNOMHEHNS);

X) (g) konmyecTBo H6anNOHOB M (M) NEPEHOCHBIX KPUOreHHbIX EMKOCTEN A0 onepauum
HaNOMNHEeHWs, BKNOYas MAeHTUUKALNOHHbIE AaHHbIE KaXX40W EMKOCTU U ee reOMeTpUYeCKnin
obbewm;

3) (h) onepauwnn, BbINONMHEHHbIE A0 HanosiHeHus (NyHKT 41 HacTosiwero NpunoxeHus);

n) (i) kNoyeBble NapameTpbl, HeOOXoaMMble A5 NOATBEPXKAEHUS NPABUIbHOCTU NPOBEAEHUS
onepauun no HanoMHEHMIO NPU CTaHAAPTHbIX YCNOBUSX;



K) (j) pe3ynbTaTbl COOTBETCTBYHOLLUX NPOBEPOK, rAPaHTUPYHOLLKNX, YTO BannoHbl n (Mnu)
NnepeHOCHbIe KPUOreHHbIE EMKOCTW BbInn HaMOMHEHbI,

n) (k) obpaseL, aTUKETKN CEpUK;

M) (1) cneumdmrkaumio NekapCTBEHHOIO CpeacTBa M pe3yribTaTbl KOHTPOSIS KadecTBa (BKMo4vas
CCbISIKM Ha TeKyLlee COCTOsiHMe KannbpoBku 060pya0BaHMS, MCNOMb30BAHHOIO B XO4€e
UCnbITaHWN);

H) (M) KonMYyecTBO 3abpakoBaHHbIX GANMOHOB U (MN) NEPEHOCHBLIX KPUOTEHHBIX EMKOCTEN C
npuBegeHueM Nx UHAMBUAYanbHbIX MAEHTUMUKALNOHHBIX AAaHHbBIX U MPUYNHBI 3a0pakoBKY;

0) (n) noapobHble cBegeHna 060 Bcex NpobrnemMax u OTKITOHEHUSIX, YTBEPXXAEHHOE pa3peLleHme
Ha Noboe OTKNOHEHNE OT MHCTPYKLMIA NO HANOSTHEHWIO;

n) (o) pa3peLLeHne ynosIHOMOYEHHOIO NULLIA Ha BbIMYCK CEPUM C NMPOCTaBMNEHHLIMU 4ATON U
MOANUCHIO.

27. (18) MNMponsBoauTenb AOMKEH XPaHUTb LOCbE Ha KaXayto ceputo rasa, npegHasHavyeHHyo
AN HANOMHEHNS pe3epByapoB B MEONLMHCKNX OopraHmn3auusax. [Jocbe OOMKHO BKIOYaTb
cnegyoLLyo MHpopmMaumo (ecrnm 3TO NPUMEHUMO):

a) (a) HaMmeHoBaHWe NPOAYKLUMNU;

6) (b) Homep cepuu;

B) (C) cCbINKy Ha NOEHTUAUKALMOHHbBIA HOMEP EMKOCTU (LLMCTEPHBI), B KOTOPOW Cepus
paspelueHa K peanusauuu;

r) (d) gaty u Bpemsi onepaumumn no HanosHEHWUIO;
A) (e) nepcoHan, BbINONHUBLUNA HANOJSTHEHNE EMKOCTU (LUCTEPHDI);

e) (f) rtHdopmaLmo 0 eMKOCTU (LMCTEPHE), U3 KOTOPOU NPOU3BOANNOCH HarMOMHEHNE,
MHopmauus o rase, UCMOMNb30BaBLLUEMCH OIS HAMOMNHEHWS;

X) (g) cBegeHus 060 BCex CyLLeCTBEHHbIX AeTansx HanonHeHUs;

3) (h) cneundurkaLmo Ha roTOBbIM NEeKapCTBEHHLIN Npenapar 1 pe3ynbTaTbl KOHTPOMS KayecTBa
(BKIHOYAs CCbINKM Ha TEKYLLIEE COCTOSIHME KanmbpoBkyM 060pyaoBaHNSA, NCMOMb30BaHHOIO B
X04e MCNbITaHWUR);

n) (i) noapobHble cBeaeHns 060 Bcex Nnpobnemax 1 OTKIOHEHUNAX, YTBEPXKAEHHOE pa3peLLeHme
Ha Nob0oe OTKMNOHEHNE OT MHCTPYKLMI MO HAMOJTHEHWIO;

K) (j) paspeLueHme ynosIHOMOYEHHOTO LA Ha BbIMyCK CEPUN C MPOCTaBNEHHLIMU JATOW U
NOANMUCHIO.

28. Ecnn HopmMaTMBHbLIMM NpaBoBbIMK akTamu Poccuinckon degepaumm ycTtaHOBMNEHDI
cneunanbHble TpeboBaHMS K COOEPXKaHWNIO YKa3aHHOro AoCkbe, Takme TpeboBaHNSA OOMKHbI
cobntogartbes.

MNMpouecc npoussoacTBa



I'Iepemeu.l,el-me n AocCTtaBKa KPUOreHHbIX N CXKMXXeHHbIX ra3oB

29. (19) NMepemeLLeHme KPUOTEHHbBIX U CKMKEHHbIX ra3oB C MeCTa NEPBUYHOIO XpaHEHWS,
BKIKOYMasi KOHTPOSb Nepes nepemeLleHnemM, JOSMKHO OCYLLECTBISATbCA B COOTBETCTBUM C
BanNMAMpOBaHHbIMKM Npoleaypamu, paspaboTaHHbIMUY C Lenblo NpeaoTBpaLleHns BO3MOXHOWN
KOHTamuHauun. TpybonpoBoad, No KOTOPOMY NepeMeLLaeTcs ras, AomkeH obiTb 06opyaoBaH
obpaTHbIM KfianaHoM unu Apyrum COOTBETCTBYIOLUM YCTPONCTBOM. [MbBKne coeanHeHus,
HecTauMOHapHble COeaUHUTESbHbIE LUMaHrM 1 cpeacTBa ans coeanHeHust nepes
NCNonb30BaHMEM AOSMKHbI ObiTb NPOMbITbI MOTOKOM COOTBETCTBYIOLLErO rasa.

30. (20) WnaHrun, ncnonb3yemble Ansi HANOSTHEHUSA pe3epByapoB U LNCTEPH, AOSMKHbI ObiTb
obopyaoBaHbl cpeAcTBaMn A5 COeAMHEHMS, crneLumanbHO npegHasHavYeHHbIMKY 415 JaHHON
npoaykuuun. Micnonb3oBaHve aganTepos, NO3BOSIAIOLWMX NOAKITOYATL pe3epByapbl U LUCTEPHDI,
AOIMKHO Hagnexawmm ob6pasom KOHTPONMpoBaTbCA.

31. (21) MNopaya rasa B pesepByapbl, coaepXxallne aHanornyHbIN ra3 Takoro Xe ypoBHS
KayecTBa, MOXET ObITb OCYLLECTBIIEHA NPU HANNYUM NOMNOXUTENBbHbLIX PE3YNbTaToB UCMNbITAHWI
KayecTBa nogaBsaemMoro rasa. Obpaseu, MoxeT ObiTb 0OTOOpaH Kak U3 NogaBaeMoro rasa, Tak u
13 pesepByapa nocne 3aBeplieHnsa nogayn rasa. Ocobble yCrioBns B OTHOLLEHUM KOHTPONS
KayecTBa Npw HaNOMHEHMM pe3epByapoB, PACMONOXKEHHbIX Y NpuobpeTaTenen, N3nNoXxeHol B
NyHKTEe 56 HacTosLero lNpunoxeHus.

HanonHeHne n mapknpoBKa 6annoHOB U NePeHOCHbIX KPUOreHHbIX eMKOCTEMN

32. (22) NMepepn HanonHeHneM 6annOHOB U NEPEHOCHbBIX KPUOrEHHbIX EMKOCTEN cepus(un)
raza(oB) gormkHa(bl) 6bITb MAeHTUMULMPOBaHA(bl) N NPOKOHTPONMpoBaHa(bl) B COOTBETCTBUM CO
cneundukaunamMmm n paspelueHa(bl) 4ng NpoBeeHUs HanomHEHNS.

33. (23) B cnyyae ocywecTBneHns HenpepbIBHbIX NPOLIECCOB AS1si 06ecnevYeHns CoOoTBETCTBUS
rasa cneundukaumsm HeobxogMMo yCTaHOBUTbL COOTBETCTBYHOLLNE TOYKN KOHTPOMS
NpOn3BOACTBA.

34. (24) BannoHbl, NepeHOCHbIE KPUOreHHble EMKOCTU U KnanaHbl JOSTKHbI OTBeYaTb
YCTaHOBMEHHbBIM TEXHUYECKMM cneundukaumsam n TpeboBaHnAaM perncTpaumMoHHOro 4OCke.
OHu gomnxHbl 6bITb NpeaHa3HaYeHbl TONbKO A5 O4HOr0 MEAULMHCKOTO rasa unm
onpegerieHHon cMecu MeaNLMHCKNX ra3oB. bannoHbl 4OMKHbI BbITb MapKnMpoBaHb! C
NCNonb30BaHMEM LiIBETOBOW MapKUPOBKM B COOTBETCTBUM C YCTAHOBIIEHHbIMU TpeboBaHNSMN.
[nsa obecnevyeHns 3aWwmnTbl OT KOHTAMUHaLMKM BannoHbl AOMKHbI BbITb OCHALLEHbI KnanaHamu
yaep>KaHNa MUHUManbHOMo JAaBIEHUSA C MeXaHn3Mamm NpeaoTBpaLLeHms NOTOKa B 06paTHOM
HanpaBneHuw.

35. (25) bannoHbl, NEPEHOCHbIE KPMOrEHHbIE EMKOCTU U KNanaHbl JOIMKHbI ObITb NPOBEPEHDI
nepeq nepBbiM UCMOMNb30BaAHNEM B MPOU3BOACTBE U OOCNYXMBaTbCA Haanexawmm obpasom.
[Mpn ncnonb3oBaHUN N3AENUN MEANLMHCKOrO Ha3HaYeHNs1 UX TEXHUYECKOe 0BCnyXmnBaHue
AOJIMKHO OCYLLIECTBNATLCS COrMacHO MHCTPYKUUAM npoussoantens 6annoHoB, NepeHOCHbIX
KPUOreHHbIX EMKOCTEN 1 KrnanaHoB.

36. (26) Onepaunn No NPoBEPKE N TEXHUYECKOMY OOCNY>KMBaAHMIO HE OOMKHbI OKa3biBaTb
oTpULATENbHOro BO34ENCTBUSA Ha Ka4ecTBO 1 6e30MacHOCTb NIeKapCTBEHHOMo nNpenapara.
Bogoa, ncnonbsyemas ansa ucnbitaHui 6annoHoB ruapocTatmyecknM AaBneHneM, OrmkKHa
oTBe4yaTb TpeboBaHMAM B OTHOLLEHMM Ka4eCcTBa NUTbLEBOM BOAbI.



37. (27) Ons rapaHTUK OTCYTCTBUS KOHTaMUHALUN BHYTPEHHEE COCTOSAAHME BannoHoB A0
YCTaHOBKM KrlanaHa JOSMKHO noasepraTtbCs BU3yarbHOMY OCMOTPY Ha npegMeT OTCYyTCTBUSA
OCTaTKOB BOAbI UMW APYTMX KOHTAMUHAHTOB. YKa3aHHy0 onepaumio HeoBXoaUMO BbINOMHATb
KaK YacTb MPOBEPOK N TEXHNYECKoro obcnyxmsaHna. OHa JOIMKHa OCYLLECTBNATBCS:

B OTHOLLEHNN HOBbIX BannoHoB, BnepBble NCNOJIb3YHLLNXCA ANnA MeANLNHCKNX ra30B,

nocre npoeseneHnd NCNbITaHUN rmgpoctaTtnyecknmMm gasrneHmnem mnnm sKBMBarneHTHbIM
ncnbiTaHMemM C JEMOHTaXeM KianaHa,

Kakabl pa3 npu 3amMmeHe knanaHa.

38. Nocne ycTtaHOBKM KanaH JOMMKEeH HaXo4UTbCA B 3aKPbITOM COCTOAHUM A1
npenoTepalleHns nobor kKoHTaMuHaumn. B cnydae BO3HUKHOBEHNS NHOOLIX COMHEHUN
OTHOCUTESTbHO BHYTPEHHErO COCTOAHNA BannoHa KnanaH AomkeH ObiTb 4EMOHTMPOBAH, a
BHYTpPEHHEE cocTossHMe HanmnoHa NogBeprHyTo OCMOTpy Ans obecnevyeHns yBepeHHOCTH B
OTCYTCTBMM KOHTaMUHaLMN.

39. (28) MNpownsBoanTenb OOMKEH OCYLLECTBATbL TEXHNYECKOE 0OCNYXMBAHNE U PEMOHT
6annoHoB, NePeHOCHbIX KPUOreHHbIX EMKOCTEN U KnanaHoB. [Mpu BbINONHEHUN 3TUX paboT no
A0roBopy paboTbl AOMKHbI BbIMOMHATLCA TONbKO UCMONMHUTENAMMU, YKa3aHHbIMW B Aorosope. B
AOroBOpPbI, B COOTBETCTBMM C KOTOPbIMU paboTbl NepeaarTca Ha ayTCOPCUHT, peKoMeHayeTCs
BKMOYATb TEXHUYECKME YCITOBUSA BbINONTHEHNA Takmx paboT. [pon3soantens AOMKEH
NPOBOANTL NPOBEPKU BbINOSTHEHUSA UCNOSTHUTENAMU YCIIOBUIW LOroBOpa, BKIOYasa yCrnoBus O
cobntogeHun TpeboBaHmi HacToswmx MNpaswun.

40. (29) MNpowusBoguTenb AOMKEH pa3paboTaTb CUCTEMY, NO3BOMSOLLYI0 06ecnevnTb
npocnexmBaemMocTb 6annoHOB, NEPEHOCHbBIX KPUOrEHHbIX EMKOCTEN U KranaHoB.

41. (30) MNpoBepkn, NnpoBoguMbIe Nepen onepaumen HanosTHEHUS, AOSKHbI BKITOYaATb:

a) (a) npoeepky 6annoHOB MO YyTBEPXKAEHHOW Npoueaype B OTHOLUEHUN HAnNM4mMsi OCTaTOYHOO
n36bITOYHOrO JaBnNeHUa Ansa Kaxgoro 6annoHa:

ecnu 6annoH obopyaoBaH KnanaHoMm yaepXaHUs MUHMManbHOro AaBfeHus, TO Npu OTCYTCTBUM
curHana, CBMAETENbCTBYIOLErO O HaNMYnum OCTaTOYHOrO M30bLITOYHOIO AaBrneHus, JOMKHa ObiTb
npoBeAeHa NpoBepKa kranaHa, ecnuv knanaH yHKUMOHUPYeT HENPaBUITbHO, BaNMOH JOSMKEH
ObITb OTNPaBMEeH Ha TEXHUYECKOe 0BCNyXnBaHue;

ecnv 6annoH He o6opyaoOBaH KnanaHoM yaepXaHUs MUHUMAaIbHOro AaBreHns U B GannoHe He
0oOHapy>XeHO OCTaTO4YHOro M30LITOYHOrO AaBMNEHUs, Takon 6GannoH AomkeH ObiTb OTNpPaBneH
ANS NpoBeAeHMs OONONTHUTENbHbBIX UCMbITAHWUIA C LEeNbio NPOBEPKN OTCYTCTBUSI KOHTaMUHALNN
BOOOW UNN OPYrMMM BELLECTBAMM; AOMNOSNTHUTENBbHbLIE MEPbI MOTYT BKMOYaThb BU3YyarlbHbIN
OCMOTpP BHYTPEHHEro COCTOsIHMSA BannoHa, KOTOPbIV NPOBOAMTCS NOCHE OYUCTKU C
NCMNonb30BaHMEM BanvanpoBaHHOMO METOAa;

0) (b) npoBepky TOro, YTO NAEHTUMKALMOHHbBIE ATUKETKN NpeablayLen cepumn oTCyTCTBYIOT;

B) (C) NpOBEPKY TOro, YTO BCE MNOBPEXAEHHbIE NOEHTUPUKALNOHHBLIE 3TUKETKN NPOAYKTa
yOaneHbl N 3aMeHEHbI;



r) (d) BHELIHWI BU3yarbHbIM OCMOTP KaXkgoro 6annoHa, NnepeHOCHON KPUOreHHOM EMKOCTU U
KnanaHa C uernblo BbISIBNEHUS PAaKOBUH, CBAPOYHbIX MPOXUIOB, APYrX NOBPEXOEHUN U
KOHTaMMHaUUN Macrnamu, a Takke npym HeobxoanMoCTN NPOBEAEHNE OYNCTKN;

A) (e) npoBepKy coeamHeHus naTtpybka Kaxkgoro 6annoHa unm nepeHoCHON KPUOreHHOM
€MKOCTM Ha COOTBETCTBMUE TUMY COEAMHEHMUS OIS HAanOIHAEMOro rasa;

e) (f) npoBepky AaTbl cneayoLwero UCnbiTaHWs KnanaHa (ansa KnanaHoB, NoAneXxalmx
nepuoanyecKon NpoBepke);

X) (g) npoBepkKy 6ansioHOB UM NEPEHOCHbLIX KPUOTEHHbIX EMKOCTEN Ha NpeaMeT NpoBeaeHus
BCEX HEOOXOANMbIX UCMbITAHUA (HAaNnpUMep, NPOBEPKY rMAPOCTaTUYECKMM OaBNEHNEM UK
9KBMBANEHTHbIM UCMNbITAHUEM), NPOBEAEHNE KOTOPbIX TPpebyeTca B COOTBETCTBUN C
HOpPMaTUBHbBIMW NPaBoBbIMU akTaMun Poccunckon defepaunm, n NpoBepky AeNCTBUTENBHOCTH
pes3ynbTaToB 3TUX UCMbITAHWUNA;

3) (h) npoBepKy LBETOBOW MapKUPOBKKN KaXKaoro 6anmnoHa B COOTBETCTBUU C PErUCTPaLMOHHbLIM
Aocbe (LuBeToBasi KOAMPOBKA COrflacHO YCTaHOBEHHbIM TPeBoBaHUAM).

42. (31) Pasmep cepumn gomkeH 6biTb onpeneneH B 3aBMCUMOCTIM OT Onepaumnmn HanosHEHS.

43. (32) bannoHbl, BO3BpaLlaeMble Ha NOBTOPHYIO 3anpaBKy, OOMKHbI ObITb TWATENbHO
noAroToBneHbl C LeNblo MUHUMU3AL MM PUCKa KOHTaMUHALUUN B COOTBETCTBUM C
yCTaHOBMEHHbIMY Npoueaypami. MeToamku, BKOYaoLme npouenypbl OTKaunBaHms u (Mnn)
NpoAyBKW, OOIMKHbI ObITb BanNuMAnMpoBaHbl. [N cxaTbIX ra3oB TEOPETUYECKOe coaepaHne
npumecu npu gaeneHun HanonHeHnsa 200 6ap gomkHo coctaenaTb He 6onee 500 06bEMHbIX
yacTten Ha MUNNnoH npu TemnepaTtype 15°C. [Ina gpyroro gaBneHnst onpeaensitoTcs
9KBMBASIEHTHbIE 3HAYEHUS.

44. (33) C uenblo MUHUMM3AUUKM pUCKa KOHTaMUHALUMN NEPEHOCHbIE KPUOrEHHbIE EMKOCTM,
BO3BpaLlaeMble Ha MOBTOPHYIO 3anpaBKy, AOSMKHbI TLWAaTEeNbHO NOAroTaBAMBaTLCS COrfacHoO
yTBEPXKAEHHBIM npoueaypam. B 4acTHOCTKU, NnepeHOCHbIE EMKOCTU, B KOTOPbLIX OTCYTCTBYET
OCTaTOYHOE AaBrieHne, AOIMKHbI ObITb MOArOTOBMNEHLI C UCMOb30BAaHMEM BanuaMpoOBaHHOIO
MeToaa.

45. (34) MNpounssogmTenb AOIMKEH NPOBOAUTL COOTBETCTBYHOLLME NPOBEPKM ANsa obecneveHns
NpaBUIIbHOIO HaNoOMHEHNS Kaxgoro 6annoHa n (Mnn) NeEPEHOCHOM KPUOrEeHHOW EMKOCTN.

46. (35) Kaxkgbln HanonHeHHbIM 6annoH 40 YCTaHOBKU YCTPOMCTBA KOHTPOSSA NEPBOrO BCKPbITUSA
(nyHKT 47 HacTosiwero MNpunoxeHnst) [OMmKeH BbiTb MPOKOHTPONNPOBAH C UCNOSb30BaHNEM
COOTBETCTBYHLLEro MeTofa Ha OTCYTCTBME yTeukun. Micnonb3yembin MeTon KOHTPONS He
AOIMKEH NPUBOANTL K KOHTaMUHaLMM NOBEPXHOCTM naTpybka knanaHa 6annoHa. MNpu Hanuumum
BO3MOXHOCTM TaKOW KOHTPOJTb JOJDKEH OCYLLECTBNATLCA nocne otbopa Bcex obpasuos Ans
KOHTPOSISl KayecTBa.

47. (36) lNocne HanonHeHnst naTpybKku KranaHoB 6anIoOHOB AOSMKHbI OblTb 3aKpPbIThI
Konnaykamu gns 3awuTbl OT KOHTaMMHaUMK. Ha 6annoHbl U NepPeHOCHbIE KPUOTEHHbIE EMKOCTU
AOMKHbI ObITb YCTAHOBMEHbI YCTPOWCTBA KOHTPOSIS MEPBOr0 BCKPbITUS.

48. (37) Kaxxgblh 6annoH unm nepeHocHas KpMoreHHasi eMKOCTb A0SPKHbI ObITb
NPOMapKNpOBaHbI C NOMOLLbIO 3TUKETOK. Homep cepum 1 Cpok roqHOCTM MOryT BbITb YKa3aHbl
Ha OTAENbHOW 3TUKETKE.



49. (38) Npun NnponsBoaCTBE MEQULMNHCKUX ra30B NyTEM CMeLLUMBaHUA ABYX unn 6onee
pPasnnyHbIX ra3oB (B NIMHWMM OS5 HANOMHEHNSA NMOO HeENOCPeACTBEHHO B BannoHax)
Npoun3BoAMTENb AOIHKEH NCMOMb30BaTh BaNMANPOBAHHbBIN METOA CMELLMBAHUSA, KOTOPbIN
rapaHTMpyeT, YTO rasbl AOSDKHbIM 00pa3oM CMellaHbl B Kakgom 6annoHe, n obecneunBaet
rOMOreHHOCTb CMECM.

KoHTponb KavyecTBa

50. (39) Kaxxpgas cepus meguumnHcKoro rasa (6annoHbl, NepeHOCHbIE KPUOreHHbIE EMKOCTH,
pe3epByapbl B MEOULMHCKUX OpraHn3aumsax) AormkHa ObiTb NPOKOHTPONMpOBaHa B
COOTBETCTBUN C YCTAHOBMEHHbIMU TpeboBaHNAMU. B OTHOLLIEHMM KaXO0W cepum AOMKHO BbITh
nony4yeHo paspeLueHne ynosiHOMOYEHHOro Nnua Ha BbIMyCK.

51. (40) MNnaH ot6opa Npob 1 06bEM NPOBOAMMBIX UCMbITAHUIA OOMKHbI OTBEYaTb CneayroLwmnm
TpeboBaHNAM B OTHOLLEHUM BannoHoB (ecnu B Npoueaypax He yCTaHOBMEHO UHOE):

a) (a) ecnu TONbKO OANH MEANLMHCKUI ra3 HanosiHseTca B 6annoHbl C UCNONb30BaHNEM
KONneKTopa, K KOTOPOMY OAHOBPEMEHHO NOACOEANHAKTCA HECKOIBbKO BannoHoB, ra3 4OmKeH
ObITb NPOKOHTPONNPOBAH, Kak MMHUMYM, U3 0gHOro 6annoHa Ans yCTaHOBNEHUS NOANMMHHOCTH
N KONMYECTBEHHOIO onpeaeneHns, obpasubl AOMKHbI OTOMPATLCA OT KaXKAoro Lukna
HaMNoNHeHNs Npu 3aMmeHe 6annoHOB, NOAKITOYEHHbIX K KONMEKTOPY;

0) (b) ecnu TONbKO OANH MEAULMHCKNIA ra3 HanosHsaeTca B 6annoHbl B pamkax OgHOro
NPON3BOLCTBEHHOIO LMKIIa B OANH NPOMEXYTOK BPEMEHMN, TO NO KpanHen mepe oavH 6annoH
NpU KaXKaoMm HENpPEepbIBHOM LMKINE HaMOMHEHNA OOMKEH ObiTb NPOBEPEH HA NOAMMHHOCTL U
Konn4yecTBeHHOe cogepkaHue. [NpMmepom HenpepbIBHOrO LKA HanosiHeHS ABNsieTcs
NPoOM3BOACTBO B Te4eHME OAHON CMEHbI OOHUM U TEM XKE NepPCOoHarioM C UCMNOSIb30BaHNEM
o4HOro obopyaoBaHus U OAHOM cepun rasa, KoTopbln pactacoBbliBasncs;

B) (C) ecnu MeanumnHCKMin ra3 roToBUTCA NyTeM cmelumBaHusa B 6annoHe gByx unu 6onee
pasnU4YHbIX ra3oB U3 OOQHOMO 1 TOrO Xe pacnpeaenuTenbHOro KonnekTopa, To ra3 n3 Kaxxaoro
GannoHa AomkeH GbITb NPOKOHTPONMPOBAH Ha NOASIMHHOCTL U KONMYECTBEHHOE CoAepKaHue
BCEX KOMMOHEHTOB ra3oBo cMecu. B OTHOLLEeHUN BCcnomoraTenbHbIX BELWECTB (Mpu UX
HaNU4MM) ncnblTaHNe Ha NOANMHHOCTb MOXET BbINONHATLCA ANA 04HOro GannoHa 13 Lukna
HaNONHeHWs (UNW AN KaXA0ro HENPepbIBHOIO LMKa HanonHeHns). MeHbLlee Konn4ecTso
6annoHOB MOXeT NOABEPraTbCA UCMbITAHMUSM B Crlydae MCNoNb30BaHUSA BannanpoBaHHbIX
aBTOMaTU3NPOBAHHLIX CUCTEM HAMNONMHEHNS;

r) (d) B OTHOLIEHUN ra3oB, CMELUMBAHNE KOTOPbIX MPOUCXOANT OO HaMOMNHEHUs, HE0OX04MMO
cobnogaTb Te XKe NPUHLMMbI, YTO U B OTHOLUEHUW HAaMOMHEHNSA O4HMM ra3oM, Koraa Ha fiMHun
OCYLLECTBNAETCA HENpepbIBHbIN KOHTPOSTb CMECH ra3oB, NCNOSb3yeMbIX A4S HANOMHEHUS.

52. B oTHOWEHN ra3oB, CMeLUMBaHME KOTOPbIX NPONUCXOAUT OO0 CTaauun HarnosTHEHUS,
HeobXxo4MMO NPUAEPKNBATLCA TEX XKEe NPUHLMMOB, Kak U A4S ra3oB, CMELLUMBaHMNE KOTOPbIX
npoBoguTcA B 6annoHax, npyM OTCYTCTBUM HA JIMHUM HENPEPLIBHOIO KOHTPOSS CMECK rasos,
ncrnonb3yemMblx AN HaNONMHEeHUS.

53. [JomkHbI BbINOJTHATLCS UCMNbITAHUSA HA COAEpPXKaHMe BOAbI, ECNY NPON3BOAUTENEM HE
000CHOBAaHO MHOe.

54. [lonyckaeTcs ncnonb3oBaHne apyrux metoank otéopa o6pasLoB 1 UCMbITaHUA Npy
HanMyumM Takoro e ypoBHsi obecnevyeHns kavecTsa.



55. (41) 3aBepLuatoLime ncnblTaHNs NEPEHOCHbBIX KPUOTEHHbIX EMKOCTEN OOSMKHbI BKNHOYaTb
UCMbITaHMs Ha NOASIMHHOCTb N KONMYECTBEHHOE OnpeaerieHne B K40 eMKOCTU, eCnn MHoe
He NpeayCMOTPEHO yCTaHOBMNEHHbIMW TpeboBaHMAMMU. BbIOOPOYHbIA NOCEPUIAHBIN KOHTPOMb
MOXeT UCMONb30BaTbCs TONbLKO B criyvyae, ecnv 6bino gokasaHo, YTo nepes NOBTOPHbIM
HamnoJIHEHNEM KPUTUYECKME XapaKTePUCTUKN OCTAaTOYHOrO ra3a B KaXKaoW eMKOCTU OCTalnincb
6e3 n3mMeHeHun.

56. (42) He TpebyeTtcsa npoeeneHne otbopa o6pasuLoB Nocrne NOBTOPHOrO HaMNOTHEHMS
KPMOreHHbIX eMKOCTe NpuobpeTaTenen B MecTe UCNonb30oBaHus (pe3epByapbl B MeAULIMHCKNX
opraHu3aumusix UM NepeHoOCHbIE KPUOreHHbIE EMKOCTU) U3 cneumanbHO npeaHasHavYeHHbIX
LUMCTEPH NPU HanNM4YnM AOKYMEHTa, NOATBEPXKAAOLLEro Ka4ecTBo CoaepP>KMMOro UCMOob3yemMon
uncTtepHsbl. Mpu 3ToM nocne nocnegoBaTernbHbIX NOBTOPHbLIX HAMOMHEHWI NPOU3BOANTENb
AOMKeH [oka3aTb, YTO KaYeCTBO rasa B eMKOCTSX Noaaep)KnBaeTcs Ha yCTaHOBNIEHHOM
YPOBHE.

57. (43) He TpebyeTcsa coxpaHaTb KOHTPOSIbHbIE N apXMBHbIe 06pa3subl cepuin NPOaYKLNN, ecnn
3TO He NpeayCMOTPEHO AOKYMEHTALMEN.

58. (44) He TpebyeTca npoBefeHMe NpoaoKatoLWerocs n3y4eHnsa ctabmnbHoOCTH, ecnm
NepBUYHOE U3yYeHne CTabunbHOCTH BbINTO 3aMEHEHO UCMNOSTb30BAHNEM AAHHbIX,
coAepXallmxcsi B Hay4YHOW nutepartype.

TpaHcnopTupoBKa rasoB

59. (45) HanonHeHHbIe ra3oBble 6annoHbl U NEPEHOCHbIE KPUOTEHHbIE EMKOCTU OOMKHbI OblTh
3aLUyLLEHbl BO BpeMS TPaHCMOPTUPOBKX, B YACTHOCTU, OCTaBNAATLCS 3aKa3ynkamM B YUCTOM
COCTOSIHUM, COOTBETCTBYIOLLEM YCMNOBUAM MX AaNbHENLEro NCNOSb30BaHMS.

IV. TepMuHbI 1 onpepeneHus

60. [Ansa uenen HacToswero MNpnnoxeHns KpoMe TEPMUHOB 1 onpedeneHnin, NnpeayCcMoTPEeHHbIX
rnasow |l HacToswmx [NpaBun, NCNONb3YTCH TakXKe CcrieayLwme OCHOBHbIE NOHATUA:

amMObynaToOpPHbIN KPUOTEeHHbIM COCYA - NEPEHOCHON TEPMUYECKN N30NIMPOBAHHBIN KOHTEMHED,
CKOHCTPYMPOBAHHbIN OS5 XpaHEHUS CXXUXEHHOIo KMCopoaa U UCMNonb30BaHNA ra3oobpasHoro
Kncrnopoga Ha oMy Y NaumeHTa;

ras - BELLLECTBO UM CMECb BELLIECTB, KoTopble nNpu gasneHnn 1,013 6ap n Temnepartype nnoc
20°C HaxoasaTcsa NOSHOCTLIO B ra3006pa3HOM COCTOSHUKN Unu npu Temnepatype nntoc 50°C
AaBneHue nx napoe npesbiwaeT 3 6ap;

ras kak dpapmaueBTUYeckas cyocTaHuus - ras, npeaHa3HadYeHHbI Ans UCNONb30BaHUS B
KayecTBe papMaLeBTUYeckon cybcTaHumMm 4ns NPOn3BOACTBa NekapCTBEHHOMO NpenapaTa;

rpynna (cesska) 6anmnoHoB - cObpaHHbIE 1 3aKpenseHHble BMecTe 6annoHbl, NOAKIHYEHHbIE
Yyepes pacnpeaenuTenbHbIN KONNEKTOP, TPAHCNOPTUPYEMbIE N NCNONb3yeMble Kak eanHoe
uenoe;

ncnbiTaHne rmgpocTtaTn4eCcknmMm gaBlieHUEM - UCMbITaHWE, NPoBOAMMOE C LENbIO obecneyveHns
©e30nacHOCTN B COOTBETCTBUM C YCTaHOBJIEHHbIMMW Tpe6OBaHVI$IMVI OnAa NpoBepPKUM TOro, 41o
©annoHbl unn pe3epByapbl MOTYT BblAepPXaTb 3anjiaHMpOBaHHbIE BbICOKME OaBl1E€HUA,

KrnanaH - yCTpOVlCTBO Ona oTKkpbiBaHUA U 3aKpbiBaHUA KOHTeVIHepa;



KnanaH yaep>kaHusi OCTaTOYHOro AaBrieHns - KnanaH, yCTaHOBIEHHbI Ha 6anmnoHe u
noaaepXK1MBatoLLNA B UCMONb30BAaHHOM OanrmoHe AaBreHne Bbille aTMOCHEPHOro C Lenbio
npenoTBpaLLeHnst KOHTaMUHaLUMK BHYTpEHHero o6beMa 6annoHa;

KOHTEWNHep - KpuoreHHbIn cocyq (6ak, umctepHa nnm MobunbHasi KpMoreHHas EMKOCTb ApYroro
Tmna), 6annoH, ceaska 6annoHoB nnu nobasa gpyras ynakoBka, KOTopast HAXOAUTCA B
HenocpeaCTBEHHOM KOHTaKTe C MEOULNHCKMM ra3om;

KPMOreHHbIN ras - ra3, KoTopbln CxXmkaetca npu gasnexdmn 1,013 6ap npu TemnepaType Huxe
muHyc 150°C;

MaKCMManbHbIN TEOPETUYECKMI OCTAaTOYHbIA YPOBEHb NPUMECH - razoobpasHasi NpumMech oT
BO3MOXHOro obpaTHOro NoToka ra3oB, OCTaBLLAACS Nocne npeasaputensHon 06paboTku
GannoHoB nepepn nx HanosHeHneM. PacyeT MakcmarnbHOro TeopeTUYECKOro ypoBHS NpUMecHu
MMeEeT 3HaYeHMe TOSbKO A5 CKaTbIX ra30B Npy NPeanonioXKEHNN, YTO 3TU rasbl BeayT cebs Kak
noearnbHble;

MeANLMHCKNI ra3 - ntobor ras nnu cMechb rasos, SBMsOLMECSH JIeKapCTBEHHbIMU NMpenapaTamu;

O6paTHbIl7I KnanaH - KnanaH, KOTOprVI NOo3BOJIAET NMOTOKY NPOXOoAUTb TOJIbKO B OAHOM
HanpasliEHNN;

oTKauyMBaTb - yAansaTb OCTAaTOYHbIN ra3 U3 KOHTenHepa u (Mnn) CUCTEMbI C NOMOLLbIO Bakyyma
Ao gaeneHns mexblie Yem 1,013 6ap;

NnepeHOCHOW KPUOTreHHbIN COCy. - MePEeHOCHON TEPMUYECKM N30ITMPOBAHHbIA KOHTEWHEP,
CKOHCTPYMPOBAHHbLIN OS151 XPaHEHUS1 B HEM BELLECTB B XXMOKOM COCTOAHUKN. B uensax
npMMeHeHns HactTosawero NpunoXxeHns JaHHbIM TEPMUH HE BKIOYaeT NoHATME "uncrepHa”
(tanker);

npoayBKa - yaaneHne oCTaTO4MHOro rasa U3 KoHTenHepa u (Mnu) CUCTeMbl NyTem
nepBOHavyanbHOro HarHeTaHWsa AaBneHnst C MOMOLLIbIO MCMOMb3YEMOro rasa ¢ nocnenyowmm
cbpocom gaBnenus rasa go 1,013 6ap;

pasgeneHve Bo3ayxa - pasaeneHne aTmocepHoro Bo3ayxa Ha CocTaBnsoLMe ero rasbi
nyTem OpakLUMOHHOWN AUCTUMIALMMN NPU KPUOTEHHbIX TemnepaTtypax;

pacnpeaenuTenbHbIN KonnekTop - 06opyaoBaHNe U yCTPOMCTBO, CKOHCTPYMPOBaAHHbIE ANS
0HOBPEMEHHOIr0 ONMOPOXXHEHUS UMM HaMOMNHEHUS Fra30M OAHOro UM 6onee KOHTENHEPOB;

pesepByap - CTaUMOHaAPHbIN TEPMUYECKN U3ONTMPOBAHHLIN KOHTENHED OS5 XPaHEHUS
CXXWXKEHHOrO UNKW KPUOreHHOoro rasa, Takke HasblBaeMbln "CTaLMOHAPHbIN KPUOreHHbIN cocya”;

cbpoc aaBneHus - onepawmsi No yganeHnto ocTaTtovHOro rasa n3 KOHTenHepa u (Unm) cuctemsl
A0 BENMYMHbI ocTaTovHoro aaenexusa 1,013 6ap nytem coeanHeHnst KOHTeNnHepa n (Unu)
CUCTEMbI C aTMOC(PEPHbIM BO34YXOM;

CcXaTblX ras - ras, pactacoBaHHbIN Mo AaBNeHNEM C LIESbIO TPAHCMOPTUPOBKN, KOTOPLIN
OCTaeTCs NOSTHOCTLIO B ra3006pa3HOM COCTOSAHUN Npy TeMnepaTtype Bbiwe MUHyc 50°C;

CXWMKEHHbIN ras - ras, pacgacoBaHHbIN C Liefblo TPaHCNOPTUPOBKKU, KOTOPbLIN OCTaeTcH
YaCTMYHO XUOKUM UnNun TBepabiM Npu Temnepatype Bbiwe MuHyc 50°C;



UMCTEPHA - TEPMUYECKM N30NTMPOBAHHbIN KOHTENHED, YCTAaHOBIEHHbIV HA TPAHCMOPTHOE
CPeACTBO AN NEePEBO3KN CXMKEHHOIO UM KPUOTEeHHOro rasa.

MpunoxeHne Ne 7
k MNMpaBunam opraHmsauun Npon3BoacTBa
N KOHTPOIIS KayecTBa fekapCTBEHHbIX CPeaCcTB

Mpon3BoacTBO NEeKapCTBEeHHbIX PacTUTESNbHbLIX NpenapaToB
I. MpuHUMN

1. llekapCTBEHHbIE pacTUTENbHbIE NpenapaThl UMEKT CIIOXHYI0 NpMpoay U pa3Hoobpa3sHbie
XapaKkTepuCTMKN, MO ATON NPUYUHE NPU NX NPOU3BOLACTBE 0COBYHO POsb UrpaeT KOHTPOIb
NCXOLHbIX MaTepuarnoB, yCrOBUA XpaHeEHUS 1 nepepaboTkn. IcxogHbIM MaTepmanom npu
NPOM3BOACTBE NEKAPCTBEHHbIX PACTUTENbHbIX MPenapaToB ABMSETCHA ekapCTBEHHOE
pacTuTenbHOEe Cbipbe. JleKapCTBEHHOE pacTUTENBbHOE Chipbe AOMMKHO MMETb Tpebyemoe
KayecTBO, a NOATBepXaatoLLme 3ToT hakT AaHHble AOMKHbI ObITb NPeaoCTaBneHbI
MOCTaBLLMKOM UCXOAHbIX MaTepuarioB NPOM3BOANTEN NIEKAPCTBEHHOIO PacTUTENBHOIO
npenapara. [na obecneyeHnst KayecTsa NEKAaPCTBEHHOTO PACTUTENBHOMO Cbipbs MOXET
notpeboBaTtbcsa 6onee nogpobHas nHpopmaunsa o cnocobe ero NoNyyYeHNs (BblpalmBaHns).
OT60p cemsiH, ycrioBusi KynbTUBUPOBaHNS U cOopa ypoxas ABNSAITCA BaXXHbIMU acnekTamu
KayecTBa NeKapCTBEHHOrO PacTUTENbHOTO Chipbsi U MOTYT BNUSITb HA MOCTOSIHCTBO KayecTBa
roTOBOrO flekapCTBEHHOrO pacTUTENbLHOro Npenaparta. [Ansa uenen Hagnexallero
BblpalLMBaHNsi 1 cOopa pacTEHUIN B OTHOLLEHNN COOTBETCTBYHOLLEN CUCTEMbI 0becneyeHmns
KayecTBa peKOMeHAyeTCsl NPUMEHSITb yTBEpPXKAeHHOe KOMUTETOM MO pacTUTEeNbHbIM
nekapCcTBEHHbIM Npenapatam EBponenckoro areHTCcTea no fiekapCTBEHHLIM CPeACTBaM
PykoBoacCTBO MO NpaBunam Hagnexatlero BoipallimBaHms 1 cbopa NCXOOHOIO Cbhipbs
pactutensHoro npoucxoxaenunsa (GACP)*.

2. HacTtosiwee lNpunoxeHne pacnpocTpaHAeTcs Ha BCe UCXOAHbIE MaTepuarbl pacTUTENBHOIO
NPOUCXOXOEHUS, B TOM YMCIIE Ha NIEKapPCTBEHHOE PaCTUTENIbHOE Chbipbe.

3. OcobeHHOCTM NPUMEHEHUS Pa3NUYHbIX NPaBui, B TOM YMcne HacToswmx Mpaswun, K
NPON3BOACTBY NeKapCTBEHHbIX PpacTUTENbHbIX NPenapaToB NpueBeaeHbl B Tabnmue Ne 1.

Tabnuua Ne 1. OcobeHHOCTN NpuMeHeHna NMpaBun K NPOn3BOACTBY NIeKapCTBEHHbIX
pacTuTernbHbIx npenapaTos(1)

Buabl pabot MNpaBuna Maea IV Mnaea lll
Haanexawiero HacToAWMX HaCTOALWMX
BblpalMBaH1A U MpaBun MpaBun

cb6opa (GACP)
KynbTuBnpoBaHue n cbop pacteHun,
BoZoOpocnen, rpndoB n NUanHMKoB, cOop
aKccynaTtoB (BblaerneHum)
Peska u cywka pacteHui, Bogopocnen,
rpnboB., NULLIANHUKOB U 3KCCyaaToB
(BblaeneHun)(2)
Omxum pacteHmi n neperoHka(3)
N3menbyeHne, obpaboTka akccyaaTos,
AKCTpaKUMs N3 pacTeHun,
dpakuMoHMpoBaHNE, OYNCTKA,



KOHLIEHTPMpPOBaHUe nnu depmeHTaumns
pacTuTernbHbIX cybcTaHumin
HanbHenwasn obpaboTka Ans NnonyvyeHus
nekapcTBeHHOW (PopMbl, BKITtOHas
yNakoBKY NlekapCTBEHHOro npenaparta
MpumeyaHus:

(1) B gaHHon Tabnuue npeactasneHa paclumpeHHasi nogpobHas nHgopmaumsi B OTHOLLEHUN
pasgena no NekapCTBEHHbIM pacTUTENbHbIM Npenapatam Tabnuupbl Ne 1 B rnaee |V HacTosawmx
MpaBsun.

(2) MNMpounssoanTeNn OOMKHBI rAapaHTUPOBAaTb, YTO AaHHbIE CTaauM OCYLLECTBIIAKOTCS B
COOTBETCTBUWN C YyCTAHOBMEHHbIMU TpeboBaHNAMMU. [ns HaYanbHbIX CTagun NPUMEHUMBbI
cTtaHgapTbl PykoBoacTea no npaBunam Haanexallero BbipalmBaHms 1 cbopa MCXo0QHOro
cblpbs pacTutensHoro npoucxoxaeHus (GACP). Hactodawme NMpaBuna npuMeHsaTCs K
NPOU3BOACTBEHHbLIM CTaANSAM PE3KU U CYLLKW.

(3) B oTHOLWIEHNN CTaanin OTXKMMA PaCTEHUN U NeperoHkn (ecnm Heobxoaumo, YTobbl 3Tn
paboTbl COCTABNANN HEOTbEMIIEMYIO YaCTb ONepaLnin 3aroTOBKN C LieSbio COXpPaHEHWS
KayecTBa NpoayKUMM B paMKax yTBepXOEHHbIX cneuundurkaunin) cuntaeTca npuemMnembiM mx
npoBeAeHnE B YCNOBUSX 3aroTOBKWU, €CNU KYNbTUBMPOBaHME OCYLLIECTBNAETCA B COOTBETCTBUM
¢ GACP. Takue ycnoBus criegyeT paccmaTpuBaTb Kak UCKNOYeHNe n 060CHOBbLIBATL B
AOKYMEHTax permcTpaLmMoHHoOro gocke. [ns Taknx paboT, OCyLeCTBASEMbIX B YCNOBUAX
3aroToBKW, He0H6XxoaMMO obecneynTb COOTBETCTBYHOLLYIO JOKYMEHTALMIO, KOHTPOSb U
Banugaumio corfacHo npyHumMnam Hactosawmx Mpasun.

Il. MomeweHnsa n obopyaoBaHume
30HbI XpaHeHus

4. (1) JlekapcTBEHHOE pacTUTENbHOE Cbipbe HEOHXOAMMO XPaHUTb B OTAENbHbBIX 30HaX. ATU
30Hbl AOMKHbI ObITb 3aLUMLLEHBI OT NPOHUKHOBEHNS B HUX HACEKOMbIX U XXMBOTHbIX, OCOBEHHO
rpbI3yHOB. [JOrmKHbI 6bITb NPUHATBLI 3MEKTUBHBbIE MEPbI MO NPe4OoTBPaLLEHMIO
pacnpoCTpaHeHust NMOObIX TaKMX XXMBOTHbLIX U MUKPOOPraHn3MOB, MPUBHOCUMBbIX C
NeKapCTBEHHbIM pacTUTENbHbBIM CbipbeM, AN NPpeaoTBpaLLeHns hepMeHTaunmn nnn pocra
nreceHn, a Takke NepekpecTHon kKoHTaMnHauun. Heobxo4MmMo ncnonb3oBaTh BblAENEHHbIE
30HbI A48 KapaHTMHA NOCTYNatoLLEro NekapCTBEHHOrO PaCTUTENBHOIO CbipbA U NIEKAPCTBEHHOMO
pPacTUTENbHOrO CbiPbSl, Pa3pEeLLEHHOro ANns UCMNoSib30BaHus.

5. (2) 3oHa xpaHeHus OOMMKHa XOPOoLIO BEHTUNMPOBATbLCA. [TopsAoK pa3meLleHnst yNnakoBOK He
AOIMKEH NpensTCTBOBaTb CBOOOAHOM LIMPKYNALMN BO3ayXa.

6. (3) Ocoboe BHUMaHME HEOOXOOMMO YAENATbL YACTOTE U HaaNexawlemy obcnyxmBaHuo 30H
XpaHeHusi, 0cobeHHo Tam, rae obpasyeTcs nbifb.

7. (4) Ecnu ons xpaHeHUst UICXOOHbIX MaTepMarnoB U NeKapCTBEHHbIX PaCTUTENbHbIX
npenapaToB TpebytoTcs ocobble YCNoBUsi B OTHOLLEHUM BNAXXHOCTU, TeMnepaTypbl U 3aLUUTbI OT
cBeTa, Takune ycnoBusi Heobxoanmo obecneymBaTb U KOHTPONUPOBATb.

NMpousBoacTBeHHas 30Ha



8. (5) MNpwu otbope Npob, B3BELLUMBAHUN, CMELLUMBAHUM U APYTUX TEXHONOMMYECKMX Onepaumsax C
NeKapCTBEHHbIM pacTUTESbHBIM CbIPpbEM, CONPOBOXAAILLNXCS NblNeobpasoBaHmeM,
Heo6xoaMMo NpuHMMaTh ocobble Mepbl NO NOAAEPXKAHUIO YACTOTbI, @ TaKkKe Nno
npegoTBpaLLEeHUIO NEPEKPECTHOrO 3arpa3HenHns (yaaneHue noinu, BblaeneHune crneumanbHbIX
nomeLLeHnn).

O6opynoBaHue

9. (6) ObopynoBaHue, UNbTPYHOLLME N NHbIE MaTepuanbl, UCMOMb3yeMbIe B
NpOn3BOACTBEHHOM MpoLecce, AOMKHbI OblTb COBMECTMMbI C PaCTBOPUTENEM, NCMONb3YyEMbIM
ANs 9KCTpakumu, Ans npeaoTBpaLLeHns Kakoro-nmbo BblAENEHNS UNN HeXenaTerbHON
abcopbunmn nekapCTBEHHOIO PacTUTENBLHOMO Cbipbsi, KOTOPbIE MOTYT MNOBMMATL HA MPOAYKLMIO.

lll. AokymeHTauus
Cneuundumkaumm Ha UCXoaQHOE Cbipbe

10. (7) NpounsBoguTenn NekapCTBEHHbIX PAaCTUTESNbHbIX NpenapaToB AOSMKHbI Y6eauTbCs B TOM,
YTO OHW MCMONb3YHT TONbKO TO NEKAPCTBEHHOE PACTUTENBHOE CbIpbe, KOTOPOE NPON3BEOEHO B
COOTBETCTBUM C HacTosiwmmu NMpasunamm (¢ ydyetom Tabnumubl Ne 1 HacToswero MpunoxeHns)
N perucTpaumoHHbIM gocbe. Heo6xoanmo MMeTb NcHepnbIBaOLLY AOKYMEHTALMIO,
KacatoLLytCsl OLeHKM MOCTaBLUNMKOB MCXOLHOMO Cbipbsi PaCTUTENbHOIO NPOUCXOXOEHWS,
npoBeaeHHOM NMBO caMMM NPON3BOAMTENEM NIEKAPCTBEHHOIO pacTUTENbLHOrO npenapara,
nmMbo No ero NopPyvYeHmo NHbIMK Nuamn. PesynbtaTbl OLEHKN NOCTaBLLMKOB B OTHOLUEHUM
NIEKapCTBEHHOIO PacTUTENbHOIO Cbipbsi ABMAKOTCA OCHOBOMOMAaramLnuMm st KayecTsa
NcxogHoro coipbs. MNMpomssoanTens obpallaeT BHAMaHME Ha TO, YTO MOCTaBLLMKN
NEKapCTBEHHOIO PacTUTENbHOIO Cbipbs UM NpenapaTa paboTakT B COOTBETCTBUM C
PykoBoacTBoM Mo npasunam Hagnexallero BolpallimBaHms 1 cbopa MCXOOQHOrO Cbipbs
pactutensHoro npoucxoxaenunsa (GACP).

11. (8) Ansa Toro 4To6LI COOTBETCTBOBATL TPEOOBAHNAM, YCTAHOBMEHHbBIM NyHKTaMn 92-134
HacTosawwmx Mpasun, B cneumdukaunm Ha NekapCTBEHHOE PacTUTENbHOE Cbipbe U
neKapCTBEHHbIE pacTUTENbHbIE NpenapaTbl HE0H6XOAUMO BKITHOYATb:

Hay4YHOe Ha3BaHWe pacTeHUsA B COOTBETCTBUKN C BMHapHOM cuctemon (poa, Buabl, NOABUAbI U
(vnn) pasHOBUOHOCTH, a Takke aBTopa (Hanpumep, JlInHHen), npu HeoBXoAMMOCTHN Takxke
cnegyeT npeactaBuUTb MHYO MHOpMaUno (Hanpumep, Ha3BaHne copTa, XeMOTUNNYECKYHO
pPa3HOBUOHOCTb);

noapobHble AaHHbIE O NPOUCXOXAEHUN pacTeHNs (B YaCTHOCTU, CTpaHa Unn pernoH
npouspactaHns Nnnbo KynbTUBUPOBAHWS, BpeMS U cnocob 3aroTOBKW, BEPOATHO
NCronb30BaHHbIE NeCTULMAbI, BO3MOXHOE paguoakTUBHOE 3arpsi3HeHue);
cBefleHns 0 TOM, Kakasi(ne) YacTb(M) pacTeHnsa ncnonb3yeTcsa(toTcs);

VIH(*)OpMaLI,VII-O 0 cnocobe CYLLUKW, eCIn UCMNOJIb3YHT BbICYLLUEHHbIE PACTEHUA,

onncaHue NneKkapCcrtBeHHOro pactuTeribHOro Cbipb4d, a Takke gaHHble ero Makpo- 1
MUKPOCKONMNYEeCKOro nccnegoBaHU,

AaHHbIE 0 HEOBXOANMbIX UCTIbITAHUSAX HA NOANMHHOCTbL, BKMNOYasi Npu HEO6X0ANMOCTM
UCNbITAHWS Ha NOAMMHHOCTL ANS MHIPEeAMEHTOB C U3BECTHOW TepaneBTUYECKOM akTUBHOCTbLIO
nnM mapkepoB. Ecnu nekapcTtBeHHOe pacTUTENbHOE Cbipbe MOXHO ddanbCcnuumpoBaThb U



(vnn) nogMeHnTb, TO HeobxoaMMbl cneunduyHble anddepeHumpyowme ncnoitTalms. Ons
onpegerneHns NoASIMHHOCTM B pacnopsiXXeHUn JOSMKeEH ObiTb ayTeHTUYHbIN obpasel Ans
CpaBHEHUS;

coaepXxaHve Bnaru B JiekapCTBEHHOM PacTUTESNTbHOM Cbipbe, onpeaendemMoe B COOTBETCTBUN C
TpeboBaHuamu NocyaapcteeHHOM hapmakonen Poccuiickon ®egepaunu;

METOAMNKMN KONIMYECTBEHHOIO onpeaenieHnss KOMNOHEHTOB C M3BECTHOW TepaneBTUYECKON
aKTUBHOCTbBIO UK, ecnn HeobXo4MMO, MapKepoB, a Takke MeToAbl, NPUroaHbIe ANns
onpeaeneHns BO3MOXHOW KOHTaMUHaUUK nectuyuaamm u npegerisi NpueMseMmocTm B
cooTBeTCTBUN C TpeboBaHusmu focyaapcTBeHHon dhapmakonen Poccurickon deaepaunn, nnm,
npu oTCyTCTBMM (hbapmakonenHbix TpeboBaHmin, COOTBETCTBYHOLLMI BaNnnaupoBaHHbIN METOS,
ecnn He 060CHOBaHO MHOE;

METOANKN UCMbITaHW NO onpeaeneHnto rpubkoBon 1 (MiM) MUKPOBHON KOHTaMUHaLUW,
BKMNtOYasa adpnaToOKCUHbI, APYrMe MUKOTOKCUMHBI U MHBa3MO NapasntamMu, a Takke OOnyCTMMble
npenenbl, ecnn Heob6xoanumo;

METOAMKN UCMbITAHUM Ha HanMune TOKCUYHbLIX MeTasfoB, a Takke Ha BO3MOXHbIe
KOHTaMWHaHTbI N MPUMECH, eCIN Heob6xoauMmo;

MEeTOAMKN UCMNbITAHUM Ha Hanu4ne MHOPOAHbLIX MaTepunanos, eciin Heobxoanmo;

Apyrue Bnabl KOHTPONS B COOTBETCTBMM C TpeboBaHmaMu [focygapcTBeHHOM hapmakonen
Poccuinckon ®egepaunn.

12. Ilobas npoBeaeHHas obpaboTka Ans CHXKEHNS rpubkoBOM U (UM) MUKPOBHON
KOHTamMuHaumm nmbo Apyron MHBa3um JOMKHa 0POPMIATLCA JOKYMeHTanbHO. Heobxoammo
UMETb B pacnopsikeHumn cneumdukauum n METOLAMKIN, KOTOPbIe AOMKHbI BKNOYaTbh NOAPOOHbIE
CcBefeHWs 0 npoLecce 06paboTKM M UCNIbITAHUSX, @ Takke NpeaenbHble 3Ha4YeHMs OCTaTOYHOM
KOHTaMuHaumm.

TexHONnorn4yeckue u HCTPYKUUU

13. (9) B TEXHONOrMYECKNX MHCTPYKLMSAX JOIKHbI ObITb ONMCaHbI pas3nMyHble onepaummn,
OCYLLECTBNSAEMbIE C NEKAPCTBEHHLIM PACTUTENbHbLIM CbipbEM, TAKME KaK OYMCTKA, CYLLKa,
n3mernb4YeHne 1 NpocemBaHne, a Takke AaHHblIe O NPOAOIPKUTENBHOCTM U TemMnepaType CYLLKK
N MeTodax, NCNONb3yeMbIX AN KOHTPOSIA pa3mepoB oparMeHTOB KyCOYKOB MM YacTuL.

14. (10) JomkHbl ObITb YTBEPXKOEHHbIE UHCTPYKUUM U 3aMUCK, KOTOPbIE rapaHTUPYIOT, YTO
Kakgoe TapHOe MECTO C fleKapCTBEHHbIM PacTUTENbHBIM CbIPbEM MPOBEPEHO C LIENbHO
oBHapyxeHus Kakon-nmbo danbcmdukaumm, NoAMEHbI, HANNYMA NOCTOPOHHMX MaTepmanos
(Takux kak pparmMeHTbl MeTanna unun cTekna, OCTaTKM XXUBOTHbLIX UMM NX SKCKPEMEHTbI, KAMHW,
necok) iMbo Npn3HaKOB rHUEHNS.

15. (11) TexHONoOrM4yeckne MHCTPYKUMM OOSDKHbI cogepXaTb MeToAbl yaaneHUs NOCTOPOHHUX
MaTtepuarnoB 1 COOTBETCTBYHOLLME METOANKN OUYUCTKN K (Mnn) oTbopa maTepuana
pacTUTENBLHOIO NPOUCXOXAEHUSA Nepen ero XxpaHeHMeM B Ka4yeCTBe paspeLLleHHOro
NeKkapCTBEHHOIO pacTUTENBHOrO Cbipbsa NN Nepes HavyanoMm NpovM3BoACTBa.

16. (12) MHCTpyKUnKM No NpoM3BOACTBY NIEKApPCTBEHHbIX PaCTUTENbHbLIX NPenapaToB AOSTKHbI
BKMOYaTb NOAPO6HbIE CBEAEHMS O pacTBopUTene, NPOAOIPKUTENbHOCTU U TemnepaTtype



3KCTparmpoBaHusi, MHhopmaumio O NobbIX CTaanaX KOHLUEHTPUPOBAHUSA U UCNONb3yEMbIX
crocobax.

IV. KoHTponb kayecTBa
OT60p Npo6

17. (13) MNockonbKy nekapcTBEHHOE pacTUTENbHOE CbIpbe MO CBOEN NpUpoae HeO4HOPOAOHO,
oTOOop Npob 13 HEero AOMKEH OCYLLEeCTBNATL NepcoHan, obnagarwwmin cneynanbHbIMn
HaBblkamun. Kaxxayto ceputo cnegyeTt naeHTuuumpoBaTb N0 AOKYMEHTALMUN Ha 3Ty CEpUIO.

18. (14) Heob6xoanmo coxpaHsiTb KOHTPOSbHblE 06pasLbl TEKAPCTBEHHOIO pacTUTENBHOIO
cblpbs. [1py Npon3BOACTBE MOPOLUKOB HEOOXOANMO COXPaHSATbL 0bpasLbl HEU3MENbYEHHOTO
NeKapCTBEHHOro PacTUTESTbHOMO ChIpbS.

19. (15) MNepcoHan, NpoBOASALLMIA KOHTPOSb Ka4yecTBa, AOIMKEH UMETb CneLnanbHy NoaroToBKy
N ONbIT paboTbl C NEKAPCTBEHHBLIM PACTUTENbHbBIM CbipbEM, MPOMEXYTOUYHbIMU MPOAYKTaAMU UMK
NeKapCTBEHHbIMU pacTUTeNbHbIMW NpenapaTaMu Ansi NPOBeAEHNS UCTbITAHUIA Ha NOASTIMHHOCTb
N HanM4yMe NpUMecen, BbisIBIIEHUS B MOSTyYEHHOM Cbipbe pocTa rpnboB, 3apaxeHust
ambapHbIMV BpeauTensiMun, BbISIBNIEHNS HEOAHOPOAHOCTU ChIPbA.

20. (16) MNoanMHHOCTbL N Ka4eCTBO JIEKAPCTBEHHOIO PaCTUTENBHOIO ChlPbd, MPOMEXYTOYHbIX
NPOAYKTOB U NIEKapCTBEHHbIX pacTUTENbHbIX NpenapaTtoB He06XoAMMO onpeaensTb B
cooTBeTCTBUM C TpeboBaHnsMu FocyaapcTBeHHon hapmakonen Poccuickon deaepaumn,
HOPMaTUBHOW AOKYMEHTaUUN Ui HOPMaTMBHOIO JOKYMEHTA.

* CnpaBoYHO: PykoBOACTBO MO NpaBuiiaM Haanexatllero BolpalimBaHmsa n cbopa McxogHoro
cbipbs pacTutenbHoro npoucxoxaeHus (GACP) onybnvkoBaHo no agpecy B MHPOPMaLMOHHO-
TenekoMMyHUKaLUMOHHOW ceTu "NHTepHeT:
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500
003362.pdf.

MpunoxeHne Ne 8
Kk Npasunam opraHmnsaumm NpomM3BoaCTBa
N KOHTPOIS KayecTBa NIeKapCTBEHHbIX CPeaCTB

OT60p NPo6 MCXOQHOIO ChIPbA U YNAaKOBOYHbLIX MaTepuanos
l. MpuHUMN

1. O160p Npob sBRSIETCA BaXXHOW onepaumen, npu KOTopon oTbrnpaeTcs Tonbko HebonbLuas
YyacTb cepun. [lJocTOBEPHbIE 3aKNIOYEHNS MO OTHOLLIEHUIO KO BCEN CEpUM HE MOTYT
OCHOBbIBATbCS Ha UCMbITAHUSX, NPOBEAEHHbIX HA HENPeACTaBUTENbHbLIX Npobax. MpaBunbHbIN
oTbop npob sABnNseTcs HEOTHLEMIIEMOM YacTbio dbapMaLeBTUYECKON CUCTEMbI Ka4eCTBa.
MpaBuna ot6opa Nnpob yctaHoBnNEHbl NyHKTamn 214-217 Hactoawwmx MNpasun. Hactoqwee
[MpunoxeHne cooepXxuT SONoNHUTENbHbIE TpeboBaHUsA No 0T6opy NPob NCXOAHOrO Chipba U
YyNakoBOYHbIX MaTepuarnos.

Il. MepcoHan



2. (1) Nepconan, npoBoadALLmMI 0TOOP NPO6, OMKEH NPONTM HavYanbHoe obyyeHne n B
nocnegyroLlem perynspHo oby4atbCcsa AUCUMNAMHAM, UMEIOLLMM OTHOLLEHWE K NPaBUibHOMY
oT6opy Npob. Takoe obyyeHne SOMKHO BKIOYaTb pacCMOTPEHUE CreayroLmnX BONPOCOB:

nopsiaok otéopa npob;

YyTBEPXAEHHbIE NPON3BOANTENEM UHCTPYKLMM NO OTOOPY Npoo;
MeToabl U obopyaoBaHMe, UCNoNb3yeMble Npu oToope Npob;
PUCK NEPEKPECTHOM KOHTaMUHaLWW;

Mepbl NPeAOCTOPOXKHOCTU, KOTOPbIE HEOBXOANMO NPUHNUMATL B OTHOLLEHMM HECTabWIbHbIX 1
(Mnn) cTepunbHbIX BELLECTB;

BaXXHOCTb NMPUHATUNA BO BHUMaAHUE pe3yribTaTOB Bmsyaanon OLEHKM BHELLHEero snaa
mMaTtepmnanoB, YNakKOBOK N 3TUKETOK,;

Ba)XHOCTb AOKYMEHTanNbHOro oopMneHus nobbix HENPeaABUOEHHbIX NN HEOObIYHbIX
obCcTOATENBCTB.

lll. AcxopHoe cbipbe

3. (2) NMopnMHHOCTL BCEWN CEPUN UCXOOHOTO CbIpbS, Kak NpaBuiio, MOXeT OblTb rapaHTMpoBaHa
TONbKO TOrAa, Koraa oTAaenbHble Npobbl 6bIIM 0TOBPaHbI U3 BCEX EMKOCTEN U UCMbITaHME Ha
NMOEHTUYHOCTL ObINO NpoBeaEeHO ANs Kaxaowm nNpobbl. [JonyckaeTca otbupaTtb Npobbl TONMLKO U3
YacTu eMKOCTeNn, ecnu paspaboTaHa npolleallas Banugaumo npouenypa, rapaHtmpyrowas,
YTO HY OAHA EMKOCTb C UCXOAHbLIM CbipbeM He Oblfia HenpaBuUbHO MapKMpoBaHa.

4. (3) Mpwu Takon Banvgaunn Heo6XoaAMMO y4nUTbIBaTb, NO KpanHen Mepe, cnegyoLline acnekTbi:

AaHHble 0 NpoM3BOAMTESNE N NOCTaBLUMKE (MX TUN U TEKYLLEE COCTOSHME), a TaKKe UX
noHMmaHue TpeboBaHu HacToswwmx MNpasun;

Hanuume cuctembl obecneveHnst Ka4ecTBa y NPON3BOAUTENS UCXOLHOTO ChIpbS;
YCroBUsi NPOM3BOACTBA, NPY KOTOPbIX MCXOAHOE Cbipbe MNPOU3BOASAT U KOHTPOMNUPYHOT;

XapakTep 1 CBOWCTBA UCXOAHOMO Cbipbsl U NEKAPCTBEHHbIX NpenapaToB, Ans NPou3BoACTBa
KOTOPbIX OHO ByaeT Ucnonb3oBaThCs.

5. lNpu Takon cucteme npoueaypa, npolwealias Banuaaumo n ocesoboxgarowas ot
npoBeAeHust NCMbITaHUN NOASIMHHOCTN UCXOAHOMO Chipbs B KaX40M NOCTyNatoLWen eMKOCTH,
MOXeT ObITb NpuemnemMa gns:

NCXOAHOrO Cbipbsi, MOCTYNaoLLEro oT OAHOIro NPOU3BOAUTENSA UM C OOHOM NPOU3BOACTBEHHOWN
NNOLWaaKu;

NCXOQHOrO CbIpbs, NOCTYNaKLero HeNOCPEACTBEHHO OT MPOM3BOAUTESS UM B €MKOCTH,
onevyaTtaHHON NPOU3BOAMTENEM, NPUYEM ITOT NOCTABLLMK UMEET Be3ynpeyHyto penyTauuio, 1
ecnv NpoBOAATCS perynsipHble ayauTbl cUCTeMbl obecneveHmns kayecTsa NPon3BoanTeNns
nokynaTtenem (Npon3soguTenem rekapCTBEHHOro npenapara) unm opuynansbHo
aKKpeaANTOBaHHbLIM OPraHoOM.



6. Takas npoueaypa He MOXeT YAOBNETBOPUTENBHO MPONTI BanuaaLuio 1 NCNOMb30BaThLCS
ans:

NCXOAHOrO Cblipbsi, MOCTABMNSEMOro NocpeaHMKamm, korga npovM3BoanUTENb HEM3BECTEH UMK He
noaBepraeTcsi ayauTy;

NCXOHOTO Cbipbs, UCMONb3YEeMOro Ans Npou3BoAcTBa NapeHTeparnbHbiX NeKapCTBEHHbIX
npenapaTos.

7. (4) KayecTBO Cepumn UCXOOHOTO Cbipbst MOXET ObiTb OLEHEHO NpM OTOOPE U NPOBEAEHU
UcnbITaHWs NpeacTaBuTenbHON Npobbl. [Ana aTon uenu mMoryT 6bITb UCMONb30BaHbI NPO6LI,
oTOGpaHHbIE ANSA UCNbITaHWA NoANMHHOCTU. KonuyecTBo npob, 0TOOpaHHbIX ANs NonyYeHus
npeacraBUTENbHOM NPOBbLI, JOMMKHO ObiTb ONpeAeneHo CTaTUCTUYECKN N yKa3aHo B NiaHe
oT6opa npob. KonmyectBo oTaenbHbIX NPo6, KOTOpbIe MOTyT BbITb CMeLLaHbl A5
dhopmmpoBaHna cpeaHen Npobbl, Takke OOMKHO ObiTb ONpeaeneHo ¢ y4eToM Buaa Cblpbs,
CcBeLEeHMI O NOCTaBLUMKE U OAHOPOAHOCTU cpeaHen npobsbl.

IV. YnakoBo4YHble MaTepuarnbl

8. (5) B nnaHe no ot6opy npob ynakoBOYHbIX MaTtepmasnoB LOSMKHO ObiTb Y4TEHO, MO KpanHewn
Mepe, crnegytowee: nonyyYyeHHoe KonmyecTBo, Tpebyemoe ka4ecTBO, Xxapakrtep matepvana
(HanpumMep, NepBMYHbIE YNAKOBOYHbIE MaTepuansl 1 (Mnn) NnevyaTHble YNakoBOYHbIE
MaTtepuarnsbl), MeETOAbl NPOM3BOACTBA, a Takke CBeAeHUsA 0 cucteMme obecneveHns KayecTaa
NPOM3BOANTENS YNAKOBOYHbIX MaTepMarnoB, OCHOBaHHbIE Ha pe3ynbTaTax NpoBeaeHNs
ayanToB. KonnyectBo oTbupaembix Npod A0MKHO BbITb onpeaenieHo CTaTUCTUYECKN U yKa3aHo
B NnaHe no otéopy npoo.

MpunoxeHne Ne 9
k MNMpaBunam opraHmsauun Npon3BoacTBa
N KOHTPOIS KaYecTBa fekapCTBEHHbIX CPeaCcTB

Mpon3BoacTBO XUAKOCTEN, KPEMOB U Ma3en
l. MpuHUMN

1. 2Kngkoctun, Kpembl 1 Ma3n 0COBEHHO NoaBepPXeHbl MUKPOBHOM 1 MHOW KOHTaMUHaLUN.
MoaTomy Heo6xoaAMMO NpUHMMAaTL crieumanbHble Mepbl No NpeaynpeXxXaeHnio nobon
KOHTaMUHaLMWN.

Il. MomeLwweHunsa n obopyaoBaHue

2. (1) Onsa 3awmTbl OT KOHTaMUHaLMK NPY NPON3BOACTBE U NepemeLleHumn npoayKLmm
pekoMeHOyeTCs UCMNOoMb30BaTh 3aKpbITble CUCTEMBI. [TPOM3BOACTBEHHbIE 30HbI, B KOTOPbIX
HaxXo4MTCS OTKPbITast NPOAYKUMS UK OTKPbITbIE YNCTbIE YNAKOBKK, Kak NpaBusio, Heobxoammo
3PPEKTUBHO BEHTUNUPOBATL OTPUNBTPOBAHHLIM BO34YXOM.

3. (2) KoHCTpyKUMS 1 pacnonioXXeHne peakTopoB, EMKOCTEN, Tpy6onpoBoaOB M HACOCOB
AOJTKHbI NpegycMaTpmBaTth YO0OCTBO UX OYUCTKM U, MPU HEOBXOOUMOCTU, CAaHUTapPHOM
06paboTkn. B yacTHOCTK, B KOHCTPYKLMKN 060pYya0BaHUS OOMKHO ObiTb CBEAEHO K MUHUMYMY
HanmMyne HeJoCTYMHbIX 30H UM Yy4acTKOB, B KOTOPbIX MOTYT CKaniMBaTbCA OCTaTKM NPOAYKLUUM,
cosfaBas cpedy Ans pasMHOXeHUS MUKPOOPraHN3MOB.



4. (3) Mpun HanM4mMmM BO3MOXHOCTW He crnefyeT UCnonb3oBaTh annapaTypy 13 ctekna. Kak
npaBumno, Yactu obopyaoBaHUS, KOHTAKTUPYIOLLME C NPOAYKUNEN, OOIMKHBI ObITb M3roTOBMNEHDI
N3 BbICOKOKa4YeCTBEHHOW HepXXaBetoLlen cranu.

lll. MpousBoacTBO

5. (4) Heob6xoanmo ycTaHOBUTL M KOHTPONMPOBATb KA4YE€CTBO UCMONb3YEMOM BOAbI B
OTHOLLEHUMN XUMUYECKON N MUKPOBMONOrMyeckom YncToTol. Bo nabexaHune pucka pasmHOXEHNS
MUKPOOPraHn3mMoB 0OCny>XMBaHME CUCTEM NOATOTOBKN BOAbI AOMKHO ObITb OpraHn3oBaHo
Haanexawum obpasom. Nocne nbon XuMmn4eckon caHnTapHom obpaboTkm cuctem
noaroTOBKN BOAbl MX HEOGXOAMMO NPOMbIBaTb B COOTBETCTBMM C NPOLEAYypPOK, NpoLLeaLLen
Banuaaumio, Kotopasi rapaHTUpyeT NonHoe yaaneHne Ae3nHMUUUpYoLWmnX CpeacTs.

6. (5) Ka4yecTBO Cbipbsi, NONTly4aeMoro B eMKOCTAX 60onbLLoro ob6bema, A0MKHO NPOBEPATLCA A0
NX NepemeLleHnsi B EMKOCTU AN XPaHEHWS.

7. (6) Heobxoanmo KoHTponNupoBaTb Nepenady Cbipbsi No TpybonpoBogam, 4TobbI
rapaHTMpoBaTb UX NOCTYNSIEHNE B HY>KHOE MECTO.

8. (7) B nomelLeHusix, roe CoAepXKUTCsa OTKPbITas NPOAYKLUMS UM OTKPbITbIE YACTbIE YNaKOBKY,
He [ornycKaeTcsl HaxoXaeHne MaTepuarnos, OT KOTOPbIX BO3MOXHO OTAeNeHne BONOKOH U
APYrMX KOHTaMUHAHTOB (Hanpumep, KapToH UK AepeBsiHHbIE NOAAO0HbI).

9. (8) Bo Bpemsi hacoBkm HeobxoanumMo obecneunTb CoOXpaHeHEe OQHOPOAHOCTU CMECEN,
CYCMNeH3un N UHbIX HepacdacoBaHHbIX NPOAYKTOB. Npouecchl cmelumBaHnA U oacoBKU AOITKHbI
npontu Banuaauuto. Ocoboe BHMMaHMe Heobxoanumo yaenaTtb obecneyeHnto 0 gHOPOAHOCTH
CMecu B Ha4arne, nocrie 0CTaHOBOK M B KOHLE NpoLiecca HanoIHEHWS!.

10. (9) Ecnu roToBbI NPOAYKT YNakoBbIBAETCSA HE cpady, He0b6X0aANMO YCTaHOBUTb
MaKkCuMarsnbHO AONYCTUMOE BPeMS O €ro ynakoBKW, a Takke COOTBETCTBYHOLLME YCIOBUS
XpaHeHus1, KOTopble crnegyeT cTporo cobnioaaTsb.

MpunoxeHne Ne 10
Kk lNMpaBunam opraHusaumm nponssoacTea
N KOHTPOMS KavyecTBa fNeKkapCTBEHHbIX CPEACTB

Mpon3BoacTBO A03UPOBaAHHbLIX a3P030JIbHbIX NEeKapCTBEHHbIX NpenapaTtoB noa
AaBreHueM Ans MHransauum

l. MpuHUMN

1. NMpoun3BoaCcTBO ad3p030sibHbIX NIEKAPCTBEHHbIX NpenapaToB No4 AaBfeHUeEM C SO3UPYOLWMMHU
KnanaHamu, npegHasHayeHHbIX A8 nHranauumn, tpedyeTt ocoboro BHUMaHus n3-3a
cneumdunyeckoro xapakrepa aTom nekapcteseHHon opmbl. OHO AOSHKHO OCYLLECTBNATLCS B
YCMOBUSIX, CBOAALUNX K MUHUMYMY KOHTaMUHALMIO MUKpOOpraHnamamm n 4yactmuamm. O4veHb
BaXKHO Takxke obecneunTb KA4YEeCTBO AeTarnemn knanaHa, a B criydae CyCrneH3nm - nx
OAHOPOLHOCTb.

Il. O6wme TpebOBaAHUA

2. (1) Kak npaBusio, MCnonb3yTca ABa MeToga NPOU3BOACTBA U HaNoMHEHNSA:



a) (a) cuctema AByXCTagUMHOIO HaMoNHEHNA (HanosHEHWE Noa, AaBNEHNEM):
dapmaueBTU4eckasi cybcTaHLmMsa cycnenaupyeTcs B NPonesnsieHTe ¢ BbICOKOW TeMnepaTypou
KMNEeHUs, 003y CYyCneH3un nogatoT B KOHTENHEP, BCTABNSAT M 0OXMMaIOT KnanaH 1 Yepes LUToK
KnanaHa BBOOAT NPONENEHT C HU3KOM TeMNepaTypor KUNEHNs Ans nNofy4YeHnsi roTOBOro
NleKapCTBEHHOrO npenapara, Npy1 3TOM NoAAEPKMBAKOT AOCTATOYHO HU3KYH TemMNepaTypy
cycneHsunn hapmaueBTnyeckon cybcTaHumm B NponensieHTe aAns CHUXKEeHUS NoTepb 3a cyeT
ncnapeHus;

0) (b) npouecc ogHOKPATHOro HaNOMHEHUs (XONoAHOEe HaMosHEHNEe): hapMaLeBTUYECKYHO
cybCcTaHumMIo cycneHaMpyoT B CMECK NPOMenfeHToB U coaepKaT CyCrneH3nto nog gaBneHvemM
NN NpU HU3KOM TemnepaType, NMMH6O OAHOBPEMEHHO NOA AABMEHNEM U NMPU HU3KOM
Temnepatype, 3aTeM NPOBOAUTCS HaMNOSIHEHNE YNAKOBKWN CYCMNEeH3MeN B OOUH NPUEM.

lll. MomeweHusa n obopyaoBaHune

3. (2) Mpon3BoacTBO M HAMOMHEHNE NPU HaNM4YMM BO3MOXHOCTM HEOOXOAMMO NPOBOAUTL B
3aKpbITbIX CUCTEMAX.

4. (3) 3oHa, B KOTOPOW NPOAYKUMS NN YUCTbIE KOMMOHEHTbLI COAepXaTCs OTKPbITbIMU, AOIDKHA
CcHabxaTbCcst 0OTOUNBTPOBAHHLIM BO3QYXOM M COOTBETCTBOBATbL TPEOOBaAHMAM K
NpPoOu3BOACTBEHHOM cpefe, Mo KpanHen mepe, krnacca D. BxoauTb B 30HYy cnegyet vyepes
BO3[YLUHblE LUITHO3bI.

IV. NMpon3BoacTBO U KOHTPOJSb KayecTBa

5. (4) Josupytowme knanaHbl Ansg aspo3onen aenaTca 6onee CroXHbIMU MO CPAaBHEHUIO C
OONbLUMHCTBOM YCTPOMWCTB, UCMOMb3yeMbIX B (hapMaLeBTUYECKOM MPOMbILLUIEHHOCTUN. JTO
AOJTKHO BbITb YYTEHO B cneumdurKkaumsax Ha HUX, a Takke npu otéope npob 1 UcnbiTaHUAX.
Ocoboe 3HavyeHne nmeeT NpoBeaeHne ayanta papMaueBTUYECKON CUCTEMbI KayecTBa y
npoun3soauTensa O3MPYOLWNX KanaHoB.

6. (5) Bce xXnakocTtu (B TOM YMCIE XMUOKNE UIKN CKMXKEHHbIE MO AaBreHneM ra3zoobpasHble
NPONENMEHTbI) AOIMKHbI ObITb NPOUABLTPOBaHLI ANSA yAAneHus YacTul, pa3Mep KOTOpbIX
oonblwe 0,2 MkM. Tam, rge 3710 BO3MOXHO, peKOMeHAyeTCA NpoBeAeHne AONONHUTENBHOMN
dunbTpaunm HENOCPEACTBEHHO NEpe HanoIHEHNEM.

7. (6) KoHTenHepbl 1 knanaHbl HEOH6XOANMO OYMLLATL COrflacHO BannaupoBaHHOW npoueanype,
KOoTopasi COOTBETCTBYET HAa3HaAYEHUIO NNEKAPCTBEHHOrO npenapara n obecneymBaeT OTCyTCTBME
noOoM KOHTaMMHaLUWK, TaKOW Kak KOHTaMUHaLUS TEXHOJTIOTMYECKMMIN BCroMoraTenbHbIMU
mMarepuanamm (Hanpumep, CMa30o4YHbIMU) UM MUKPOOHasA KOHTamMuHaums. locne o4ncTkm
KnanaHbl JOMKHbI XPaHUTBLCA B YUCTbIX 3aKPbITbIX EMKOCTSAX, TakKe OOMKHbI ObITb NPUHATHI
Mepbl NPeAOCTOPOXHOCTU, NpeaoTBpaLlaoLLMe KOHTaAMUHALMIO BO BPEMS NOCMEaYOLNX
onepauun, Hanpumep, Npy oToope Npo6. YNakoBKM AOMKHbI MOCTyNaTh Ha NMMHUIO HANosTHEHUSN
B YACTOM BMAE UIM OYMLLATLCS Ha NIMHUM HEMOCPELACTBEHHO Nepen HanofIHEHNEM.

8. (7) Heobxoammo obecnevnTb 04HOPOLHOCTL CYCMNEH3UN B TOYKE HANOSTHEHUSA B XO4€ BCEro
npoLecca HanosHeHus.

9. (8) Npwn ncnonb3oBaHMM MeToAa ABYXCTAAUNHOIO HANOMHEHUS OS5 AOCTUXKEHNS
npaBuIIbHOrO COCTaBa He0bXxo4MMO 0BecnevnTb TOYHY0 MacCcy BBOANMbIX BELLECTB HA 06enx
ctagusx. [Moatomy Bo MHOrux cnyyasx uenecoobpaseH 100%-HbIn KOHTPOSb MacChbl Ha KaxXaom
ctagum.



10. (9) KoHTponb nocne HanonHeHus OOSMKEeH NOATBEPAUTL OTCYTCTBUE yTeuek. [TpoBepky Ha
Hanu4yve yTedvek cnegyeT NPOBOAUTL Tak, YTOObI HE JONYCTUTb MUKPOBHOW KOHTaMUHALMN Nnn
OCTaTO4HOW BNaru.

MpunoxeHne Ne 11
Kk Npasunam opraHmnsaumm NpomMs3BoaCTBa
N KOHTPOIS KayecTBa NleKapCTBEHHbIX CPeaCTB

KomMnbroTepnuanpoBaHHble CUCTEMbI
l. MpuHUMN

1. HacTtosiwee MNpunoxeHre NnpuMeHsieTcsl Ko BCeM Trnam KOMMbITEPU3NPOBAHHbLIX CUCTEM,
NCNONb3yeMbIX B pamKax AesATeNbHOCTU, perynupyemon TpeboBaHnsamMmn HacToswmx Mpasun.

2. KomnbloTepmanpoBaHHasa cuctema npeacrasnsaet cobor Habop NporpamMMHbIX U annapaTHbIX
KOMMOHEHTOB, KOTOPble COBMECTHO BbIMOMHAT onpeaeneHHble (PyHKUMK.

3. NMpuMeHeHne KOMMNbLITEPU3NPOBAHHOM CUCTEMbI JOMKHO ObiTb BAaNnaMpoBaHo,
MHPOPMALNOHHO-TEXHOMNOMMYecKas MHPPaCTPYKTypa OOKHA NPONTU KBanUdUKaLumio.

4. Ecnu KOMNbOTEPM3MPOBAHHAs CUCTEMA 3aMEHSIET PyYHOE ynpaBrieHne, 3TO He JOJMKHO
NPUBOAMUTL K CHUXXEHUIO KAa4eCcTBa NPOAYKLUKN, TEXHOIIOrMYECKOro KOHTponsa unm obecneyenuns
kadyectBa. ObLime pnckm npouecca He A0KHbI BO3pacTaThb.

Il. O6wme TpeboBaHuA
YnpaBneHue puckamum (1)

5. YnpaBneHue pyckamun A0MKHO MPUMEHSATLCSA B TEYEHME KUSHEHHOTO LiMKNa
KOMMbOTEPU3NPOBAHHON CUCTEMbI B LIENSX 0becrnevyeHns 6e30nacHOCT NaLMeHToB,
LIeNOCTHOCTM AaHHbIX U KayecTBa NPoAyKUunU. B pamkax cuctembl ynpaBneHus puckamm
peLleHns No o6bemMy BanuaaLMOHHbIX UCTIBITAHWUIA 1 NPOBEAEHUI0 KOHTPONEN LIeNOCTHOCTU
[aHHbIX JOIMKHbI OCHOBLIBATLCA HA 06OCHOBAHHOM U AOKYMEHTanbHO 0DOPMIIEHHOW OLEHKe
PUCKOB KOMMbIOTEPU3NPOBAHHOW CUCTEMBI.

MepcoHan (2)

6. Heobxoammo nogaepxmBaTb TECHOE COTPYAHNYECTBO MEXAY BCEM 3HAYMMbLIM MEPCOHANOM,
BOBMNEYEHHbIM B JaHHbIA NPOLIECC, TAaKUM Kak Bnaaenew, npoilecca, Bnagenew, cucTeMbl,
YNOSTHOMOYEHHbIE NULA 1 TEXHUYECKMIA NepcoHarn. Becb nepcoHan OOMmKeH MMETb
HeobxoaMMyto KBanudukaumo, ypoBeHb AOCTYyNa 1 onpefeneHHble NofIHOMOYNA ans
BbIMONMHEHUSI BO3MOXEHHbIX HAa HEro 06A3aHHOCTEN.

MNMocTaBwWKKKM N npoBangepbl yenyr (3)

7. (3.1) B cnyyae ecnu gng noctaBku, yCTaHOBKN, HACTPOWKK, 3aaHUsS KOHGUrypauuu,
WHTErpMpoOBaHUSA, Banuaaunmn, TEXHNYECKOro obcnyxmBaHus (B TOM Yncne yepes yaaneHHbIn
A0CTyN), MOANUKALUN NN NOLAAEPKAHNSA KOMMNBIOTEPU3MPOBAHHBIX CUCTEM, OKa3aHNs
CBSA3aHHbIX C HUMM yCnyr nnmn obpaboTkm AaHHbIX NPUBIEKaTCA TPeTbM Nvua (B YaCTHOCTMH,
MOCTaBLUMKKN, NpOBanaepbl YCyr), TO Mexay NpoM3BoanTeNneM 1 ykasaHHbIMU TPETbUMMN
nMuamMmn 3akni4aroTca AoroBopbl. TakuMy AOoroBopaMy pekoMeHayeTCcs ycTaHaBnmBaTb
OTBETCTBEHHOCTb TPETbMX MKL 3a Haanexatlee UCnosiIHeHne cBonx 06s13aHHOCTEN.



8. (3.2) KoMNeTeHTHOCTb U Ha4EeXHOCTb NOCTABLLMKOB SABMISOTCS KNOYEBbIMU YCOBUAMUN
Bbl6Opa nocraBLLMKa NporpamMMHOro npoaykra nnu ycnyr. HeobxoaumMmocTb OLeHKM NocTaBLLMKa
AO0JTKHA ObITb OCHOBaHA Ha OLIEHKE PUCKOB.

9. (3.3) [lokymeHTaums, npunaraeMasi K KOMMEpPYECKM BbiNMyCKaeMbIiM FOTOBbIM 41151
NCNONb30BaHMsA NPOrpamMMHbIM NMPOAYKTaM, AOSMKHA ObITb pacCMOTPEHa YNOSTHOMOYEHHbIMMN
paboTHMKaMn Npom3BoaMTENS Ha NpeaMeT COOTBETCTBUSA TpeboBaHMAM NPon3BOANTENS.

10. (3.4) Mndopmauusa o cucteme KavyecTea U oLeHKax NoCTaBLUMKOB UM pa3paboTynkoB
nporpaMmmHoro obecneyeHns n yCTaHOBIIEHHbIX KOMMNbIOTEPU3NPOBAHHbLIX CUCTEM AOSMKHA ObITb
AOCTyMHa ANs NpefoCTaBneHns nuuam, OCyLLeCTBASIOWUM NPOBEPKY, Mo nX TpeboBaHuio.

lll. Crapus npoekra
Banupauus (4)

11. (4.1) BanugauynoHHasa OOKYMEHTaUmnsa 1 oT4YeTbl JOMKHbI OXBaTbiBaTb COOTBETCTBYIOLLNE
CTann XN3HEHHOrO LMKIia KOMMNbITEPU3MPOBAHHOW cucTeMbI. [IponssoanTens AOMKEH
0o60oCHOBaTb CBOM CTaHA4apTbl, MPOTOKOSbI, KPUTEPUM NPUEMIIEMOCTU, NPOLEaYPbl U 3anncu Ha
OCHOBE OL|EHKMN PUCKOB.

12. (4.2) BanugaumoHHas AOKYMEHTaUMs OOMKHA BKAOYaTb 3anmMcu KOHTPOSSt U3MEHEHUIN
(ecnv NpMEHMMO) 1 OTHETBI O NOBLIX OTKNOHEHUSX, BbISIBIIEHHbIX B X04€ npouecca
Banuaaumn.

13. (4.3) omkeH 6bITb B HANM4YMK TEKYLLMIN NepeyeHb (peecTp) BCeEX UCNOSb3YEMbIX
KOMMNbIOTEPU3NPOBAHHBLIX CUCTEM C yKa3aHMeM nx yHKLMOHANbLHOCTW, NoanaatoLLen noa
TpeboBaHusa HacTosAwmx Npasun.

14. [INs KpUTUYECKNX KOMMbIOTEPU3NPOBAHHBLIX CUCTEM AO0IMKHbI ObITb B HANN4YMM NogpodHoe
TeKyllee onnucaHme pmnanyecknx 1 Norm4ecknx B3aMmocBsa3en, NOTOKOB AaHHbIX U
NHTEeppencoB ¢ gpyrumm cucteMamm unu npoueccamm, Tpebyemoie pecypcbl BCErO
KOMMbOTEPHOro 060pyaoBaHMS N NPOrpaMMHOro obecneveHns, 4OCTYMNHbIE MEpbI
©e3onacHoCTW.

15. (4.4) Cneundmkaumm TpeboBaHUM Nonb3oBaTENS AOIHKHBI ONUCbIBATb HEOOXOANMbBIE
JYHKUMM KOMMBIOTEPU3UPOBAHHON CUCTEMbI HA OCHOBE [JOKYMEHTAasIbHO OPOPMITEHHON OLIEHKU
PUCKOB 1 BNUSIHUSA C TOYKM 3peHuns cobnioaeHna Hactoswmx MNMpasun. TpeboBaHus
nosib3oBaTensi AOSMKHbI MPOCEXNBATBCA Ha NPOTAXKEHUM BCErO XXU3HEHHOIO LMKNa
KOMMbOTEPU3NPOBAHHOWN CUCTEMDI.

16. (4.5) NpounsBoanTenb AOMMKEH NPeLNPUHATL BCE MEPbI, rapaHTUpyoLLne, 4To
KOMMNbOTEPM3MPOBaAHHasi cuctema paspaboTaHa B COOTBETCTBUU C HAAMeXallen CUCTEMOM
yrnpaeneHus kayectBoM. [locTaBLUuK AOMKeH ObITb OLEHEH COOTBETCTBYHOLLMM 06pa3om.

17. (4.6) C uenbto Banugaumm KOMNbIOTEPU3UPOBAHHbLIX CUCTEM, U3rOTOBIEHHbIX MO
MHOnBMAYanbHOMY 3akasy Unm moamuLMpoBaHHbIX B COOTBETCTBUN C TpeboBaHUSMHA
3aKkasuuka, Heobxoammo paspaboTaTb JOKYMEHTMPOBAHHYIO NPOLeaypY OLEHKU KadecTBa U
3KCNNyaTaLMOHHbIX XapakTePUCTUK KOMMbIOTEPU3NPOBAHHOM CUCTEMbI Ha BCEX aTanax ee
XW3HEHHOro UMKna ¢ 0popMIiIEHMEM COOTBETCTBYHOLLMX OTHETOB.

18. (4.7) Heobxogmmo npefcTaBuTb AoKasaTeNbCTBa COOTBETCTBUS METOA0B U CXEM
TECTUPOBAHUSA KOMIMbLIOTEPU3NPOBAHHOW CUCTEMbI. B YaCTHOCTM, AOMKHbI ObITb PACCMOTPEHBI



npegensl napameTpoB cUcTeMbl (MpoLecca), rpaHumubl AaHHbIX 1 06paboTka owmnboK.
HeobxoomMmo gokyMeHTaneHo 0popMUTb OLIEHKY COOTBETCTBUSA NPUMEHEHNS
aBTOMATU3NPOBAHHbIX CPEACTB TECTUPOBAHMSA U PEXMMOB X paboThbl.

19. (4.8) Ecnu gaHHble nepeBogaTCs B Apyron doopmaT unm CUCTEMY AaHHbIX, Banngaums
AOSMKHA BKNOYaTb NPOBEPKY HEM3MEHHOCTU 3HAYEHNA U CMbICa JaHHbIX B Npouecce nx
MuUrpaumn.

IV. Ctagua akcnnyaTtauum
HaHHble (5)

20. KomnboTepM3nMpoBaHHbIE CUCTEMBbI, OCYLLIECTBASOLLME 3NEKTPOHHBI OOMEH AaHHbIX C
APYrMMKU CUCTEMaMU, AOSMKHbI BKIIOYaTb COOTBETCTBYHOLLME BCTPOEHHbIE CPEACTBA KOHTPOSS
npaBunbHOro 1 6esonacHoro BBoAa 1 obpaboTkn AaHHbIX C Lefblo MUHUMN3aLUNN PUCKOB.

KoHTponb TouHoCTH (6)

21. Ans KpUTUYECKNX AaHHbIX, BBOAMMbIX BPYYHYO, HEOO6XO0OMMO NPeaycMOTPeTb
[AOMONTHUTENbHbIA KOHTPOMb TOYHOCTU BBOAA AaHHbIX. ATOT KOHTPOIb MOXET OCYLLEeCTBNATLCS
BTOPbIM OMNepaTopOM MIK C NOMOLLbIO BanvaMpoBaHHbIX 3MEKTPOHHbIX cpeacTB. KpUtuyHocTb 1
noTeHuunanbHble NOCNeaCcTBUSA OLMOOYHOrO UM HEMPaBUIBHOIO BBOAA AAHHbLIX B CUCTEMY
AOIMKHbI OXBATbIBATLCA CUCTEMOW YNpaBneHnst puckamm.

XpaHeHue gaHHbIX (7)

22. (7.1) JaHHble JOMKHbI ObIThb 3aLUULLEHBI OT NOBPEXOEHNA Kak PU3NYECKUMUN, TaK U
3NEKTPOHHbIMU Mepamun. CoxpaHeHHble AaHHble OOMKHbI NPOBEPSATLCA HA 4OCTYMHOCTb,
YNTAEMOCTb M TOYHOCTb. [10CTYN K AaHHbIM AOMKeH ObITb 06ecneyeH Ha NPOTSKEHUN BCETO
nepuvoa nux XxpaHeHus.

23. (7.2) Heobxoammo BbINONHATL perynapHoe pe3epBHOE KONMpoBaHME BCEX HEOOXOAMMbIX
AaHHbIX. COXpPaHHOCTb M TOYHOCTb Pe3epPBHbIX KOMUK, a Takke BO3MOXHOCTb BOCCTAHOBMEHMS
AaHHbIX AOJMKHbI 6bITh NPOBEPEHBI B MpoLiecce Banuaaumm n nepuognyeckm
KOHTPONMpoOBaTbLCA.

PacnevaTku (8)

24. (8.1) Heob6x0aUMO MMETb BO3MOXHOCTb NOSTYHYEHUS YETKMX NeYaTHbIX KOMUA OaHHbIX,
XPaHSALWMNXCA B 3NEKTPOHHOM BUAE.

25. (8.2) [Ins 3anncen, CONpOBOXAAOLLNX paspeLleHme Ha BbiMyCK Cepun, AOMMKHa ObiTb
npegycMoTpeHa BO3MOXHOCTb MOSTyYEHNS pacneyaTok, YKasblBatoLmnX, U3MEHSNNCHL NN Kakue-
nnbo AaHHble C MOMEHTa MX NepBOHaYanbHOro BBOAA.

KoHTponbHble cneabl (9)

26. Ha ocHoBe OLleHKM pUCKOB HEOHXOAMMO yaenuTb BHUMAHNE BCTPaMBaHUIO B CUCTEMY
BO3MOXHOCTUN CO3[1aHNs 3anncemn BCcex CyLeCTBEHHbIX U3MEHEeHUN 1 yaaneHui, CBA3aHHbIX C
obnacTtblo gencTeus HacToawmx MNpasun (cuctema, cosgatoLas "KOHTPOrbHble creabl™).
[MpUYNHBI TaKNX CBA3AHHbIX C HAcToAWMMHK [1paBunamm MaMeHeHUn unn yaaneHnm gaHHbIX
AOIMKHbI 6bITb OhOPMIIEHBI JOKYMEHTanbHO. KOHTponbHbIE cneabl OMKHbI ObITb 4OCTYNHBIMUA,



NMEeTb BO3MOXHOCTb NX Npeobpa3oBaHns B MOHATHYIO ANs nonb3oBaTtenent opmy, perynspHo
NPOBEPSATLCS.

YnpaBneHue nameHeHMAMU n koHcpurypaumen (10)

27. JTtobble N3BMEHEHNSA B KOMMNBbIOTEPU3NPOBAHHOW CUCTEME, BKINOYAA KOHUrypaumio
CUCTEMBI, OOITKHbI MPOBOANTBLCS TONBLKO KOHTPONMPYEMbIM COCOBOM B COOTBETCTBMM C
YCTaHOBIIEHHOM NpoLeaypon.

Nepuoaunyeckasn oueHka (11)

28. KomnbioTepM3MpPOBaHHbLIE CUCTEMbI OOMKHbI MEPUOLAMNYECKM OLEHNBATBLCA OIS
noaTBEPXXOEHNSA TOro, YTO OHM OCTalTCSA B BanNMANPOBaHHOM COCTOSAHUM U COOTBETCTBYIOT
TpeboBaHuaM HacTosAwmx MNpasun. Takme OUeHKM OOMKHbI BKMOYaTb, B Cnyyae
HeobX0AMMOCTU, OLEHKY TeKyLLero ananasoHa yHKUMOHambHbIX BO3MOXHOCTEN, 3anmcen
OTKITOHEHUN, c6oeB, Npobnem, nctopmm o6HOBNEHUM, OTHETHLI 00 3KCMNyaTaumm, HaOEeXHOCTH,
3aLUULLEHHOCTUN 1 O BanuaaunoHHOM cTaTyce.

3awumrTa (12)

29. (12.1) na obecneyeHns 4OCTynNa K KOMMNbOTEPU3NPOBAHHOW CUCTEME TOSTbKO NiMLaMu,
UMEIOLLIMMM Ha 3TO NpaBo, He0BXoaAMMO MCnonNb3oBaTh OU3NYECKMNE U (UNN) NOTUYECKME
anemMeHTbl KOHTpors. CooTBETCTBYOLWME CNOCOOLI NPeaoTBpaLLEHNA HECAHKLMOHNPOBAHHOMO
AOCTyna K CMCTEME MOTyT BKNtoYaTh B ce65 MCNONb30BaHUE KNOYEN, KapTodek 4OCTyna,
nepcoHanbHbIX KO4OB C NaponsamMu, GBUOMeTpUYECKNX AaHHbIX, OrpaHUYeHns OCTyna K
KOMMNblOTEPHOMY 060pYyA0BaHNIO N 30HAM XPAHEHUSA OaHHbIX.

30. (12.2) CTeneHb 3amTbl 3aBUCUT OT KPUTUYHOCTU KOMMNbIOTEPUINPOBAHHOW CUCTEMBI.

31. (12.3) Co3gaHue, nsMeHeHne 1 aHHyNMpoBaHWe nNpas 4OCTyna AOSMKHO ObiTb
3aperncTpmpoBaHo.

32. (12.4) JomxkHa ObITb pa3paboTaHa cuctema ynpaBneHus gaHHbIMU U JOKYMEHTaMu AN
noeHTUMKaumm onepaTopoB, OCYLLECTBIISIOWNX BXOA, a TaKkkKe ANs pernctpaumm MusMeHeHus,
noaTBEPXOEHNA NN yaaneHusa OaHHbIX, BKoYas gaTy 1 BpeMs.

YnpasneHue nHuungeHtamum (13)

33. Bce nHUmMaeHTbl (HenpeasuaeHHbIe criydaun), BKIYas CUCTEMHbIE COOU 1 OLIMBKN OaHHbIX,
AOIMKHbI ObITh 3anncaHbl U oueHeHbl. Heobxoammo yCTaHOBUTb OCHOBHYO MPUYUHY

KpUTUYECKMX COOEB M MCMNOSb30BaTh 3Ty MH(POPMaLMIO B KAYECTBE OCHOBbI KOPPEKTUPYHOLLMX U
npegynpexaarmLwmx AencTBUN.

AnekTpoHHas noanuck (14)

34. OneKkTpoHHbIe 3anncK MoryT BbiTb NOANUCAHbI B 3NTEKTPOHHOM BUAE. ONEKTPOHHbIE
MOANUCY OOMKHbI:

a) (a) B pamkax opraHmM3aumm UMeTb Takoe e 3Ha4YeHne, Kak PyKOMUCHbIE NOAMUCH;
6) (b) 6bITb HEPa3PLIBHO CBA3AHHBIMW C COOTBETCTBYHOLLUMM 3aNUCAMMU;

B) (C) BKNtoYaTb BpeMS 1 gaTty, Koraa OHu Bbiniv NoCTaBnEeHbI.



Bbinyck cepum (15)

35. Ecnn gnsa perucTtpaumm npouenypbl 0400peHns 1 Bbifycka Cepun UCMosb3yeTcs
KOMMbIOTEPU3NPOBAHHAA CMCTEMA, OHa JOSMKHA NpeaocTaBNATbL 4OCTYN ANSA BbiNycka cepum
TONbKO YNOSTHOMOYEHHOMY NULY, @ TaKKe A0SMKHA YETKO MAEHTUMUUMPOBATL U
perncTpmpoBaTb YyNosIHOMOYEHHOE NMLIO, KOTOPOe 0406puIIo 1 BbINYCTUIO CEPULD. DTHU
AENCTBUS OOSMKHbI OCYLLECTBNATLCA C UCNOSTb30BAHNEM 3N1EKTPOHHOW NOAMUCH.

HenpepbiBHOCTL paboTbi (16)

36. C uenbto obecneveHnsa paboTocnocobHOCTN KOMMNBIOTEPU3NPOBAHHbBIX CUCTEM,
COMPOBOXAALWMNX KPUTUYECKME NMPOLLECChl, HEOBX0AUMO NPUHATE Mepbl NPESOCTOPOXHOCTU
ANS rapaHTUM HENPEPLIBHOCTU NOAAEPXKKM 3TUX NPOLIECCOB B Clyyae BbiXxo4a CUCTEMbI U3
CTpO4 (Hanpumep, C UCNOfb30BaHMEM PYYHOM UMK anbTepHaTUBHOM cUCTEMbI). Bpewms,
HeobxoaMmoe 4N BBEAEHUSA B ENCTBME alNbTEPHATUBHbBIX CPEACTB, AOSTHKHO YYMTbIBATb PUCKN
N COOTBETCTBOBATb KOHKPETHOWM KOMMbIOTEPU3NPOBAHHOW CUCTEME U CONPOBOXOAAEMOMY
paboyeMy npoueccy. AT Mepbl A0SMKHbI ObITb HaANeXxaLwmm o6pazom 0OoOpPMIIEHbI
AOKYMEHTarbHO U NMPOBEPEHDI.

ApxuBuposBaHue (17)

37. [JaHHble MOTryT apXMBMPOBaTLCA. DTN AaHHbIE AOJMKHbI MPOBEPATLCA HA AOCTYMHOCTb,
yooOCTBO UTEHUA N LENOCTHOCTb. ECnn B KOMNbIOTEPU3NPOBAHHON CUCTEME HEOBXOAMMO
NPOBECTU CYLLEeCTBEHHbIE N3MEHEHMUS (HanpUMep, KOMMNbLITEPHOro 060pya0BaHNSA NN
nporpaMmHoro obecnedenus), omkHa 6bITb obecneyeHa n NpoBepeHa BO3MOXHOCTb
BOCCTaHOBNEHNSA AaHHbIX.

V. TepMuHbl 1 onpeaeneHus

38. [lna uenen HacToswero NpunoXxeHns Kpome TEPMUHOB U onpeaeneHuin, NpeayCMoTPEHHbIX
rnasou |l HacTosAwwmx MNpaBun, NCNONb3YIOTCH TakKe criefyoLme OCHOBHbIE NOHATUS:

Bnageney npouecca - rimuo, OTBETCTBEHHOE 3a pa6oqvu7| npouecc;

Bnageney CMCtembl - Ninuo, OTBETCTBEHHOE 3a OOCTYMNMHOCTb N TEXHNYECKOE O6CJ'Iy>KVIBaHVIe
KOMI'IbI-OTepI/I3I/IpOBaHHOl7I cucTeMbl 1 6€30NacHOCTb AaHHbIX, HAXOASLWMXCSA B 3TON CUCTEME;

XXM3HEHHbBIN LUK - BCE CTaann CyLLECTBOBaHUSA KOMMbIOTEPU3NPOBAHHON CUCTEMbBI OT
hopmmpoBaHNA NepBoHaYanbHbIX TpebOBaHWIA 40 NpeKpaLleHNsa 3KCnnyaTaumm, BKoYas
NPOeKTUPOBaHWE, onpeaeneHne TeEXHNYECKNx TpedoBaHui, NnporpaMmMmpoBaHme,
TECTUpPOBaHUe, yCTaHOBKY, paboTy 1 o6CcnyxmMBaHue;

NHPOPMALIMOHHO-TEXHONOrMYeckas MHAPPACTPYKTypa - KOMMbIoTepHoe 06opyaoBaHue 1
nporpaMmMHoe obecrneyeHne, Takoe Kak ceTeBoe nporpammHoe obecrneyeHme u onepaLmnoHHbIe
CUCTEMbI, KOTOPbIE MO3BOSSAKT NMPUMEHUTL UX A5 BLINOMHEHUS onpeaeneHHbIX MYHKLNI;

KOMMbIOTEPU3MPOBAHHAs CUCTEMA, M3rOTOBIIEHHAsI NO UHAMBUAOYANbHOMY 3aKasy -
NHAMBUAOYaNbHO CNPOEKTMPOBaHHAs KOMMbIOTEPU3NPOBAHHAs cucTema ans obecneyeHus
KOHKpPETHOro paboyero npolecca;

NPUNoXeHne - NporpaMmMmHoe obecneveHne, yCTaHOBNEHHOE Ha onpeaeneHHon nnaTtgopme
NN KOMNbIOTEPHOM 060pyA0BaHNN 1 NpeAoCcTaBnsaLee cneumanbHble PyHKUMOHaNbHbIE
BO3MOXXHOCTWU;



cepunHoe nporpaMmMHoe obecrneyeHune - KOMMEpPYECKN OOCTYNMHOE nNporpammMmHoe obecneyeHue,
NPUrogHOCTb KOTOPOro A NCNOoSb30BaHNA NPOAEMOHCTPUpPOBaHa 60MNbLLIMM KONUYECTBOM
rnonb3oBaTenemn.

MpunoxeHne Ne 12
Kk Npasunam opraHmnsaumm NpomMs3BoaCTBa
N KOHTPOIS KayecTBa NeKapCTBEHHbIX CPeaCTB

Ucnonb3oBaHne MOHM3UPYIOLLEro U3NTy4YeHUsi B MNPOM3BOACTBE NIeKapCTBEeHHbIX
npenapaToB

1. MNpounssoauTensb NPOAYKUMA, OAN1S KOTOPOW MOHU3UpYoLee obnyvyeHme SBNaeTca COCTaBHOM
4YaCTbl TEXHOMNOMMYECKOro npouecca, AOSMKEH Takke pyKOBOACTBOBATLCA HOPMATUBHBLIMU
npasoBbIMU akTaMu Poccunckon denepaunn, pernameHTUpyoLwmnMm NCnosib3oBaHne
NOHN3NPYIOLLLErO N3NYyYeHNs Npu NPON3BOACTBE NIEKapCTBEHHbLIX CPEACTB.

|. BBepeHue

2. NloHn3upytoLee M3ny4eHne MoxeT UCMNoNb30BaTbCA B NPOM3BOACTBEHHOM NpoLlecce Ans
PasnuYHbIX LIenen, BKIYasi CHUXKEHNE CTeneHn BuoHarpysku 1 cTepunmaaumo UCXoaHOro
CbIpbsi, KOMIMOHEHTOB YNAKOBKWN UMK NPOAYKLMM, a Takke 06paboTkM npenapaToB KPOBMW.

3. Ncnonb3yeTcst ABa B1Aa MOHU3UPYIOLLENO U3NYYEHUS: raMMa-n3nyyeHme oT paanoaKkTUBHOMO
NCTOYHMKA U BbICOKOSHEPreTUYecKoe 3M1eKTPOHHOE n3nyyeHue (6eTa-usnyyeHue), nony4yeHHoe
C NMOMOLLIO YCKOpUTENS.

4. Mpwn raMMa-un3sny4eHnn MoryT ObiTb MCMNONb30BaHbl ABa Pa3fMYHbIX pexxuma 06paboTKu:

a) (i) NTOPUMOHHBIN pEeXMM: NPOAYKUUSA pa3MeLLaeTcs B (PUKCUPOBAHHOM MOJIOXKEHUN BOKPYT
NCTOYHMKA U3IYyYEHUSA N HE MOXET ObITb 3arpyeHa Unm BbIrpyxeHa, noka OTKPbIT UCTOYHUK
NOHU3MPYIOLLEro U3nyyeHuns;

0) (ii) HenpepbIBHbIN PEXMM: aBTOMATU3NPOBAHHAA CMCTEMA TPAHCNOPTUPYET NPOAYKLMIO B
Kamepy ons o65y4eHnsi MUMO OTKPbITOrO MCTOYHUKA NOHU3UPYIOLLLErO U3Ny4YeHns, nepemMeLLaeT
ee C COOTBETCTBYHOLLEN CKOPOCTLIO NO 3a4aHHOMY MapLUpyTy, a 3aTeM BbIBOAUT U3 KaMepbl.

5. PagvaumoHHble yCTaHOBKM C YCKOPUTENSIMU 3NIEKTPOHOB: NPOAYKLMIO NepeMeLatoT Yyepes
HenpepbIBHbIA UM NYNbCUPYIOLLMIA NMY4OK 3NIEKTPOHOB BbICOKOW aHEpruun (6eta-nsnyyexue),
pa3BepTKY KOTOPOro NPoM3BOAAT B 060MX HanpaBneHusX neprneHanKynsipHO K NnepemMeLleHmto
npoayKumm.

Il. OTBeTCTBEHHOCTb

6. (1) PagnaunoHHyo 06paboTKy nekapcTBEHHbIX NpenapaToB MOXET NPOBOAUTL
HenocpeacTBEHHO €€ NPomn3BOAUTENb UK NO AOrOBOPY C HAM OpraHu3aums, Mmerowias B
pacnopsKeHNn pagnaunoHHyro YCTaHOBKY. [1pn 3TOM KaXabi U3 HUX AOSMKEH UMETb
COOTBETCTBYHOLLYHO NULIEH3MIO Ha NPOM3BOACTBO NNEKAPCTBEHHbLIX CPEACTB.

7. (2) MNMpownsBoguTernb HeceT OTBETCTBEHHOCTb 3@ Ka4eCTBO NPOAYKLMU, B TOM YKUCHe 3a
pesynbTaTbl BO3OENCTBUSA NOHU3NPYIOLLEro nsnyderHus. OpraHusaums, npoeoasLLas
pagnaunoHHyto 06paboTKy, HeceT OTBETCTBEHHOCTb 3a TO, YTOObI KaXxkaas ynakoBka nonyvvna
[03y, onpegeneHHyo nponssoautenem (B TOM Ymcne camas yganeHHas oT UCTOYHMKA
N3Ny4YeHns ynakosKa C NpoayKumen).



8. (3) Tpebyemas no3a ¢ 060CHOBAHHBLIMU NPeaenbHbIMU 3HAYEHNAMM A0IKHA ObITh yKa3aHa B
perncTpaumMoHHOM AOCbE Ha NIeKapCTBEHHbIV Npenapar.

lll. Jo3umeTpusn

9. (4) oanmeTpus - 3TO M3MEPEHNE NOrMOLLEHHON 403bl MOHU3NPYHOLLETO U3MNYyYeHUs C
MOMOLLbIO A03UMETPOB. [ToHMMaHne NPUHUKUNOB PpaboTbl U NpaBUbHOE UCNOSb30BaHME
TEXHVKM UMEIOT BaXKHOE 3HaYeHue AN Banvaaumm, BBoga YCTAHOBKWU B 3KCNyaTaumio 1
KOHTpOIs npotecca.

10. (5) Kanubposka kaxkgon napTumn paboymx 4O3MMETPOB AOMMKHA ObiTb NpOCreXmBaeMomn
BMMNOTb 40 HAUMOHAIbHOIO Ui MeXayHapoaHOoro aTanoHoB. Cpok 4eNCTBUSA KanmbpoBKu
AOIMKeH ObITb yCTaHOBMNEH, 060CHOBaH M CTPOro BblAEpIKaH.

11. (6) nga onpeneneHnsa naMeHeHNsa NokasaHun WTaTHbIX 4O3MMETPOB nocne obny4YeHns un
npu nx KannMbpoBKe OOMMKEH MCNONb30BaTLCA OAWH M TOT Xe npubop. MNMpn ncnonb3oBaHum
pasHbIX NPMBOPOB OHWN AOMKHbI ObITh KANMOPOBaHbI B aDCOMOTHbLIX eANHULIAX MOrNOLLEHNS.

12. (7) B 3aBMCMMOCTI OT TUMNA UCMNONb3yEMbIX JO3MMETPOB HEOHXOAMMO y4NTbIBATb
BO3MOXHbI€ MCTOYHMKN NOrPEeLLUHOCTEN, BKNOYas BNAXXHOCTb, U3MEHEHNSA TeMnepaTypbl,
nepvog BpeMeHn mexay obnyyeHnem n namepeHmem, a Takke MOLHOCTb NOrfoLWeHHON 4O3bI.

13. (8) AnuHy BOMHbBI Npnbopa, MCNOoNb3yeMOro Ansi U3MePEHNUSs USBMEHEHUI B NOTOLLEHNN
A03UMETPOB, 1 NpMBOoP, MCNOMb3yeMbIV ANA N3MEPEHNSA TOMLLMHbI JO3UMETPOB, HEOH6X0AMMO
perynspHo NpoBepsATb NyTEM KanubpoBKku Yepes onpeaeneHHble BpeMeHHbIe MHTepBansb,
YCTaHOBMEHHbIE HA OCHOBAHUMN CTabUbHOCTU, Ha3Ha4YeHns n cnocoba npumeHeHus npubopa.

IV. Banugauusa npouecca

14. (9) Banngaums - 310 gencTBme, foKasblBatoLLee, YTO NPoLECC, TO €CTb NOMNyYeHne
npoaykunen 3agaHHoOW NOrnoweHHoM 403bl, JOCTUraeT oXuaaeMblx pesynbtaTtos. Ecnv npu
NCMONb30BaHNN NOHU3NPYIOLLIETO N3ITy4YEHUS B NPOM3BOACTBE NIEKAaPCTBEHHbBIX CPEACTB
HOpPMaTMBHbIMM NPaBOBbIMU akTaMn Poccunckon degepaumm yctaHoBEHbI AOMNOSTHUTENbHbIE
TpeboBaHuA K Banuagaumn, Takme TpeboBaHus AOMKHbI cobnogaTbes.

15. (10) Banngauma gormkHa BknovaTb B cebs cocTaBneHme KapTbhl 4O3HOMO NOJist, YTOObI
YyCTaHOBUTb pacnpeeneHne norfoweHHon 403kl BHyTpU 06ny4aemMoro KOHTenHepa ¢
npoaykunen npu onpeaeneHHon cxeme pasmMeLLeHnsa NnpoayKUunmn B HEM.

16. (11) TexHnyeckmne TpeboBaHUs K npoueccy obryvyeHns AOSKHbI BKoYaTh B ceb4, B
4YaCTHOCTU, creaylLlee:

a) (a) nogpobHble ceBegeHna 06 ynakoBke NpoayKLnu;

6) (b) cxemy(bl) yknagkm NpoayKUMM BHYTPU KOHTENHepa anga obnyyenna. Ecnv B obnyyaemom
KOHTENHEepe HaxXOoASaTCH pasnunyHble BUAbI NpoayKumMm, ocoboe BHMMaHWe HeobxoauMo yaensaTb
TOMy, 4YTOObI NNIOTHAA NPOAYKUMA NOMy4YMna NOMHY A03Y U HE 3KpaHMpoBarna gpyryto
npoaykuuio. Kaxabi cnocob yknazku B KOHTENHEP pasHbiX BUAOB NPOAYKLMM AOSMKEH BbITb
onpegeneH B COOTBETCTBYHOLLEN npoLueaype 1 OrKeH NPonUTU Banvaaumio;

B) (C) cxeMy pacnofnoXeHUss KOHTEMHEPOB BOKPYT UCTOYHMKA (MOPUUOHHBIN PEXUM) UIn
MapLLpyT o6ny4YaemMbix 06BHEKTOB BHYTPU Kamepbl A5 001yyYeHns (HeNpePbIBHbIM PEXUM);



r) (d) BepxHee 1 HWXXHee npeaenbHO JoMNYyCTUMbIe 3HA4YEeHUS MOrMOLWEeHHON A03bl N3NyYeHus
ANA NpoAyKUUM U COOTBETCTBYIOLLUME METOAbl JO3UMETPUM;

A) (e) BepxHee N HWxKHee npeaernbHble 3Ha4YeHNs NOornoLweHHoN A03bl U3NnyYyeHus ans
obry4yaemoro KoHTeNHepa 1 COOTBETCTBYIOLLME MeTOObl JO3UMETPUN A1 KOHTPONSA 3TON
NOrnoLweHHOn O03bi;

e) (f) apyrve napameTpbl NnpoLecca, BKIIYas MOLHOCTb NOMMOLWLEHHOM 403bl, MakCUMarnbHOe
BPEMS 3KCMNO3NLUK, YNCIO IKCMO3NLMIA, KONIMYECTBO LMKNOB 0BnyYeHus.

17. Ecnu obny4yeHne NnpoBOAAT MO AOroBopy, TO B TAKOM AOroBOpE pekomMeHayeTcs
npegycMoTpeTb, MO KpanHen mepe, NognyHKTbl "r* n "g" nyHkra 16 HacToswero NpunoxeHus,
onpegenswoLmne TexHu4yeckne TpeboBaHus K npoueccy obnyyeHus.

V. BBoa ycTaHOBKM B 3KCnsyaTauuio

O6wme TpeboBaHNA

18. (12) Boa B aKkcnnyaTaumio - 3TO 9KCNepUMEHTarnbHO NOSTly4eHHOE N JOKYMEHTaNbHO
ohopMMeHHOE [OKa3aTENbCTBO TOr0, YTO pagnaunoHHas ycTaHoBKa npu paboTe B
COOTBETCTBUMN C TEXHMYECKMMM TpeboBaHNSMN K NpoLeccy NOCTOSAHHO byaeT paboTtaTh B
3apaHee yCTaHOBMEHHbIX Npegenax. CornacHo HacToswemy NpunoxeHuio 3apaHee
yCTaHOBMEHHbIE Npeeribl - 3T0 MakCMMarnbHOe U MUHUMAarnbHOE A0NYCTUMbIE 3HAYEeHUS 003bI,
npegHasHa4yeHHoON Ans nornoweHnsa obnyyaemblM KOHTENHEPOM. VI3meHeHns B paboTe
YCTaHOBKM, KOTOPbIE MOTYT NPUBECTU K BbIXO4Y 3HAYEHWI MOrnoLLEeHHON KOHTENHEPOM 403kl 3a
3TV Npeaensbl, HX MPU Kaknx YCNoBUSIX HE AOSMKHbI NponcxoanTb 6e3 Begoma oneparopa.

19. (13) Beoa B akcnnyaTaumio JOMKEH BKNOYaTh B cebs cnefyowmne afieMeHTbl:

a) (a) nnaHnpoBaHue;

6) (b) cocTtaBneHue KapTbl 4O3HOrO NONS;

B) (C) LOKyMeHTanbHoe ohopMIeHue;

r) (d) onpegeneHne TpeboBaHMI K MOBTOPHOMY BBOAY YCTAHOBKW B 3KCMNIlyaTaumio.
UcTouyHMKM ramma-nanyyeHus

KoHcTpyKkuus

20. (14) MornoweHHas [o3a, nonyvyeHHasa onpeaeneHHon YacTbio 061y4aemMoro KoHTenHepa B
nobon onpeaeneHHoOn ToYKe BOKPYr U3ny4vaTerns, 3aBUcuT, B YaCTHOCTU, OT CneayoLmx
hakTOpOB:

a) (a) aKTMBHOCTb M reoOMeTpUs UCTOYHUKA U3NYYEHUS;
6) (b) paccTosiHMe OT UCTOYHMKA A0 KOHTENHEPA;

B) (C) NpOAOMKUTENBHOCTL 0BNyYEeHNs, KOHTPONUPYEMAs TaluMEPOM USIN CKOPOCTbIO ABMKEHNS
KoHBeWepa,;



r) (d) coctaB n NNIOTHOCTb MaTepuana, BKNoYas apyryto NpoayKUno Mexay UCTOYHUKOM Y
onpeaeneHHOW YacTblo KOHTENHEpPaA.

21. (15) CymmapHas nornoLeHHasa 0o3a 3aBUCUT Takke OT MapLupyTa, Mo KOTOPOMY ABUXYTCH
KOHTENHEPbI NPU HEMPEPBLIBHOM peXxnme obry4eHus:, UM oT CXeMbl 3arpy3ku nNpu NOpPLUOHHOM
pexume o0bny4eHus:, a Takke OT KONMYecTBa LUKNOB 06nyyeHus.

22. (16) Mpwn pukcupoBaHHOM MapLUpyTe (Mpy HENPEPBLIBHOM 00yYeHUN) Unu npu
hbUKCMPOBaHHOM CxemMe 3arpy3ku (Mpy NOPLUOHHOM pexmme 0bnyyeHns), a Takke npu
NMOCTOAHHOW MOLLHOCTWN UCTOYHMKA U BUAE NPOAYyKUUN OCHOBHbBIM NapameTpoOM YCTaHOBKM,
KOHTPONMpyeMbIM onepaTopoMm, ABNAETCA CKOPOCTb KOHBEMEpPa U BPpeMS, YCTaHOBMNEHHOE Ha
Tanmepe.

CocTtaBneHue KapTbl AO3HOIo nonAd

23. (17) MNMpw cocTaBneHun KapTbl 4O3HOroO Nons kKamepa Ans obnyyeHus gormkHa obiTb
3anosiHeHa KOHTeNHepaMn ¢ MynsXxamu nnu obpasuamm NpoayKumm o0gHOPOAHON NITIOTHOCTH.
[o3nmeTpbl OOMKHbI ObITb PACNONOXeHbl HE MEHEE YEM B TPEX 3aMOSIHEHHbIX KOHTENHEpPaX,
KOTOpble NPOXOAAT Yepes nanyyarenb. T KOHTENHEPbI A0SMKHbI ObITb OKPYXXEHbI
aHanorn4yHblMM KOHTEMHEPAMU NN MYTshKaMn NPOAYKUMK. Ecrin npoayKuma yrnoxeHa
HepaBHOMEPHO, [O3MMETPbI LOMKHbI ObITb pa3mMeLLeHbl B 60nbLUEM KONMYECTBE KOHTENHEPOB.

24. (18) PacnonoxeHne go3MMETPOB 3aBUCUT OT pa3mepoB 0065y4aeMoro KOHTENHepa.
Hanpumep, ans koHTenHepos pasmepoM 1x1x0,5 M, 4O3MMETpPbI MOryT pacnonaratbCs B y3nax
TpexmepHon peleTkn ¢ warom 20 cM C y4eTOM BHELLUHEN MOBEPXHOCTU KOHTENHEpa. Ecnun
npegnonaraemMble 30Hbl C MAaKCUMasnbHOM N MUHMMAIbHOW A403aMU U3BECTHbI 13 NpeablayLumnx
ONbITOB, TO YaCTb 4O3MMETPOB MOXET ObITb N3bATA N3 30H CO CPEAHMMUN 3HAYEHUAMU 03 U
nomeLLeHa B 30Hbl C 9KCTpPeMaribHbIMWN 3Ha4YeHNAMM A03bl ¢ warom 10 cm.

25. (19) B pesynbTaTe 910K Npouenypbl 40MMKHbI OblTb onpeaeneHbl MMHUManbHas 1
MaKkcuMManbHas 403bl, NOrfoLeHHbIe NPOAYKUMEN U NOBEPXHOCTbIO KOHTENHEpPa Npu 3aaHHbIX
napamMmeTpax YyCTaHOBKW, NIIOTHOCTU NPOAYKUMN U CXEME 3arpy3Ku.

26. (20) B ngeansHoM cnyyae ans onpeaeneHuns KapTbl JO3HOro Nons HeobxoamMmo
NCNonb30BaTh 3TANOHHbLIE AO3UMETPbI, MOCKOMNbKY OHMU MMEKT BOMbLUY TOYHOCTb. Takke
A0MNYyCTUMO UCMNONb30BaHNE 0ObIYHbIX 4O3MMETPOB, HO PEKOMEHOYETCS pasMeLLaTb psSaoM C
HUMW 3TanoHHbIE O3MMETPbLI B MeCTax, rae npegnonaratTcsa MUHUManbHas 1 MakcMmarnbHas
A03bl, 1 B 0ObIYHO KOHTPONMMPYEMOM MECTE B KaX4OM MOAENIbHOM KOHTerHepe Ans 00nyyeHus.
[MonyyeHHble 3HaYeHUs NOrNOLEHHON 003bl OyayT MMETL CnyYarHy NOrpeLlHoCTb, KoTopas
MOXeT ObITb onpeaeneHa nyTemM MHOTOKPaTHbIX N3MEPEHWIA.

27. (21) 'amepeHHasa 0bObl4HBIM JO3MMETPOM MUHMManbHaa Habngaemas 4o3a,
HeobxoamMmasa ansa rapaHTum TOro, YTo BCe 0BnyYeHHble KOHTENHEPbI NOTYYUITM MUHUMATIBbHYHO
Tpebyemyto 403y, JOMKHA OblTb yCTAaHOBMNEHA HA OCHOBAHWUW 3HAHUS Cry4anlHOW NOrPEeLIHOCTU
N3MepPEeHns WTaTHbIX JO3UMETPOB.

28. (22) Bo Bpemsa onpefgeneHns kapTbl AO3HOMO Nosisi NnapameTpbl YCTaHOBKM HEOBX0AMMO
nogaepXmBaTb NOCTOSAHHbIMU, KOHTPONUPOBATb N PEMMCTPUPOBATL UX. DTN 3anNnUcn BMECTE C
pesynbTatamu JO3UMETPUM U APYTMMU NOSTYYEHHBIMU 3anncaMM HEOBXOAMMO COXPaHSATb.

PagnaunoHHble YCTaHOBKU C YCKOpPUTENAMU IJIEKTPOHOB

KoHcTpyKkuus



29. (23) NMornoweHHas go3a NOHU3UPYIOLLEro U3Iy4YeHNsa B NPOAYKUMU 3aBUCUT OT CreayroLmnx
OCHOBHBbIX DaKTOpPOB:

a) (a) xapakTepuCTUKM NMy4dKa, a UMEHHO: SHEPrusi ANIEKTPOHOB, CPEeAHUIM NOTOK NyYKa, LWMpUHa
pa3BepPTKM U PABHOMEPHOCTbL Nyyka no LWMPUHE pa3BepTKu;

6) (b) ckopocTb KOHBEWNEPA;
B) (C) cocTaB 1 NIIOTHOCTb NPOAYKUUN;

r) (d) coctas, NNOTHOCTb U TOMWMHA MaTepuana, HaxoasiLLerocsi Mexay BbIXOAHbIM OKHOM U
obny4yaemomn 4acTbio NPOAYKLMY;

A) () paccTosiHMe OT BbIXOAHOIO OKHa [0 KOHTenHepa.

30. (24) OcHOBHbIMKW NapamMeTpamMu, KOHTPONMPYEMbIMU ONepPaTopoM, SABIISKOTCA
XapaKTePUCTMKKN Ny4YKa U CKOPOCTb KOHBEKNepa.

CocTtaBneHue KapTbl AO3HOro nonAd

31. (25) MNMpwn cocTaBneHnn KapTbl 4O3HOrO NONA JO3UMETPLI HEOH6XO0AMMO pacnonarate Mexay
CNOSIMM FOMOrEHHOrO NMOrNoOTUTENS, MOLENUPYHOLLErO peasibHY0 NPOAYKLMIO, UNN MeXay
cnosimm o6pasLoB NPOAYKLUUM OAHOPOLAHOM NNOTHOCTM TakK, YTOObl HEe meHee 10 namepeHuin
Oblnn NnpoBeaeHbl B Npeaenax MakcumanbHoro npobera anekTpoHoB. Heobxoammo Takke
cobnogatb TpeboBaHUA, U3MNOXEHHbIE B NyHKTax 24-27 HacToswero [NpunoxeHus.

32. (26) NMpwu onpegeneHnn KapTbl 4O3HOrO NONA NapamMeTpbl pagnalMoOHHON YCTaHOBKM
Heobxoa4MMo noaaepKuBaTb NOCTOSIHHLIMU, KOHTPONMPOBATL U PETMCTPUPOBATL UX. DTU
3an1cu BMecCTe ¢ pesyrnbTaTaMmn JO3MMETPUM U APYrMMIN NOSTyHEHHBIMW 3annUcsiMn HeobxoaMmo
COXPaHATb.

MoBTOpPHLIN BBOA YCTAHOBKU B 3KCNJyaTaLuio

33. (27) Mpoueaypa NOBTOPHOro BBOAA B KCMNSIyaTauMIo A0SHKHA NPOBOAUTBLCS 3aHOBO KaXKablin
pas, Korga npoucxoaaT U3MeHeHUs npouecca unm napameTpoB pagnaLMOHHON YCTaHOBKM,
CNoCcobHbIE MNOBNUATL HA pacnpeneneHne NormnoweHHo Ao3bl B 0651y4aeMOM KOHTENHEpe
(Hanpumep, Npu 3ameHe cTepxxHen obnyyatens). O6bem paboT N0 NOBTOPHOMY BBOAY B
3KcnnyaTaumo 3aBUCUT OT CTEMNEHN U3MEHEHNI, BHECEHHBIX B KOHCTPYKLUMIO 06ny4aTens
pagnaLlmMoHHOM YCTAaHOBKM UMK B KOHUrypaumio 3arpysku. [pn Hanndmm coMHeHumn npoueaypy
NMOBTOPHOrO BBOAA YCTAHOBKM B 3KCMyaTaunio Heob6xoamMmo NpoBeCTM 3aHOBO.

VI. NMomeLueHusn

34. (28) MNomelleHns cnegyeT NPOEKTUPOBaTb M AKCAyaTUpoBaTh TakuMm 0b6pasom, YTobbI
06ny4YeHHble KOHTEHepbl ObinNn oTaeNeHbl 0T HeObNy4YeHHbIX BO N3bexaHne nepekpecTHOn
KOHTaMunHaumn. Ecnv matepransl ob6pabaTtbiBatoT B 3aKpbITbIX KOHTENHepax Ans 0bnyveHus, To
HeT HeobXxo4MMOCTH OTAENATL hapMaLeBTUYECKNE N HedbapMaLleBTUYECKNE MaTepuansl apyr
OT Apyra npu ycnosum, 4to B nocriegyowiem He byaeT pucka Ux KoHTaMuUHaLmK.

35. Jltob6as BO3MOXXHOCTb 3arpsi3HEHUS NPOAYKLUNN paguoHYKIMaAaMmn OOSMKHA OblTb UCKNOYEHA.

VIl. TexHONOrM4yeckum npouecc



36. (29) KoHTelHepbl ¢ NnpoayKumnen HeobxoamMmo 3arpyxaTb B COOTBETCTBMM CO CXEMOM(aMm)
3arpysku, yCTtaHoBfieHHOW(bIMMW) B NpoLecce Banvaauuu.

37. (30) Bo Bpemsa npouecca no3y obnydeHunsa ans obnyyaemblix KOHTEMHEPOB HEOOX0ANMO
KOHTPONMPOBAaTh C UCMOSIb30BaHMEM NPOLUEALINX aTTeCTaLMI0 JO3UMETPUYECKUX METOANK.

3aBUCUMOCTb MexXay 3TOM 4030 U 40301, NOrfOLLEHHOM NPOoaYKUMEN BHYTPU KOHTENHEPA,

AO0SKHa BbITb yCTAaHOBMEHA NPU Banvaauum npouecca n BBoAe paavaunoHHOW YCTaHOBKU B
aKcnnyaTaumio.

38. (31) [Ins Toro 4ytobbl pasnuyaTb 0651y4eHHbIE N HEOBYyYEHHbIE KOHTENHEPDLI, HEOBXOANMO
NCNonb30BaTb NHANKATOPbLI MOHN3UPYLOLWEro nanydeHnsa. OgHako Takme HaMKaTopbl He
AOMMKHbI UICNOMNBb30BaTLCH B KAYECTBE €AMHCTBEHHOMO CPEACTBA Pa3NINYEHUSA UK Kak
€[MHCTBEHHbIV NOKa3aTeNb yO0BNETBOPUTENbHbIX pe3yribTaToB 06paboTku.

39. (32) OgHoBpeMeHHY0 06paboTKy pasHbIX BUAOB NPOAYKUMN B OOHOWN 3arpys3ke B
paguaumMoHHON Kamepe HeobXxo4MMO NPOBOAMTL TONBbKO TOrga, Koraa no pesynbtaram
aKcnnyaTaumm yCTaHOBKU MW MO APYrMM AaHHbIM YCTAHOBIIEHO, YTO MOrMOLLEHHAs 403a B
KakOoM OTAENbHOM KOHTEMHEPE HaxoauTCA B yCTAHOBMEHHbIX Npeaenax.

40. (33) Ecnu Tpebyemasa gosa nanyyeHus nony4vyaercsa 6onee 4em 3a O4HY SKCNO3ULMIO UMK
BGonee Yyem 3a o4MH NPOXOA Yepes pagnaunoHHYH Kamepy, 3TO AOJMKHO OblTb COrnacoBaHo C
IOPUONYECKUM FIMLIOM, Ha MMS KOTOPOro BblAaHO perucTpaumoHHoe yaoctoseperue. Npu atom
yKasaHHas [o3a JomkHa OblTb NonydeHa B TeYeHne npeaBapuTenibHO YCTaHOBEHHOTO
npomexyTka BpemeHn. KOpngnyeckoe nmuo, Ha MM KOTOPOro BblAaHO perncTpaumoHHoe
yOOCTOBEPEHME, AOIIKHO ObiThb YBEAOMITEHO O HE3anaHNPOBaHHbIX NepepbiBax BO BPEMS
o6ny4eHuns, ecnvm OHW YOSIMHAT npouecc 0bny4eHns CBbILE 3apaHee CornacoBaHHOro
BPEMEHMN.

41. (34) ObnyyeHHas npoayKumst Bceraa AoskHa 6biTb oTAeneHa ot HeobnyvyeHHon. Cnocobbl
AOCTUXKEHUS 9TOro BKMOYAKOT B cebs Mcrnonb3oBaHWe MHAMKATOPOB paanauun (nyHKT 38
HacToswero NpunoxeHust), a Takke COOTBETCTBYIOLLYHO MIMAaHNUPOBKY NOMELLEHUN (MYHKT 34
HacToswero NpunoxeHus).

Namma-nsnyvarenn

42. (35) MNpun HenpepbIBHOM pexume 0651y4eHns 03MMETPbI JOMKHbI ObITb pacnonoXeHsbl
Takum ob6pasom, 4Tobbl Nog BO3OENCTBUEM U3NYYEHUS OAHOBPEMEHHO HaXO4UUCb HE MEHEE
ABYX LO3MMETPOB B TEYEHME BCEro npouecca.

43. (36) Npu NOpUMOHHOM pexnmMe He MeHee ABYX AO3MMETPOB AOSKHbI NoABepraTbCs
BO34ENCTBMIO NOHU3NPYIOLLLErO M3fyYEeHNS B MecTax nofyyYeHns MMHUManbHOW A03bl.

44. (37) MNpwn HenpepbIBHOM pexume obryvyeHnsa gormkHa b6biTb NpegyCcMOTpeHa NHAMKaUNS
Tpebyemoro paboyero NonoXXeHnst LCTOYHMKA. [onoXXeHne NCTOYHMKA N OBUXKEHME KOHBENEpa
AOIMKHbI ObITb cBAA3aHbl 6r1okMpoBKor. CKOPOCTb ABMXKEHUS KOHBEepa Heob6XxoaMmMOo NOCTOSAHHO
KOHTPONMPOBAaTb U PErMCTPUPOBATD.

45. (38) MNpun nopLMOHHOM pexnme 0bnyyeHns nepemeLleHne NCTOYHMKa 1 BPEMS SKCMO3ULUK
ANSA KaXaon cepum NpoayKummn SOMKHbI KOHTPONMPOBATLCS U PErMCTPUPOBATLCS.

46. (39) [lna nony4yeHus xenaemon 403bl HEOOXOOMMO KOPPEKTUPOBaTb BpeEMS 00yyYeHus n
CKOPOCTb ABWKEHUSA KOHBENEepa C y4eTOM pacnaga unm 4o3apsakm UCTOYHUKA nanydeHnsa. Cpok



AENCTBNSA NapaMeTpOB YCTAHOBKMN UM CKOPOCTU KOHBEepa Heobxoanmo onukcupoBaTtb
AOKYMEHTarbHO 1 CTporo cobnoaathb.

PagnaunoHHble YCTaHOBKMU C YCKOPUTENSAMU 3NEKTPOHOB
47. (40) B kaxabli KOHTENHEP OOMMKEH ObiTb NOMELLEH JO3UMETP.

48. (41) Heob6xoanmo HenpepbiBHO PErMCTPUPOBATL CpeaHee 3Ha4YeHne NoToka nyyka, S3Hepruo
3NEKTPOHOB, LUMPUHY pa3BEPTKU U CKOPOCTb KOHBenepa. ITU napamMeTpbl, 3a UCKNIOYEHNEM
CKOPOCTM KOHBerepa, HeoBXoANMO KOHTPONMPOBAaTh B yCTAHOBMNEHHbIX Npeaenax,
onpeferieHHbIX BO BpeMS BBOAA B 3KCNIyaTaumio, MOCKOMbKY OHU NoABEPKEHbI CMIOHTaHHbIM
N3MEHEHNAM.

VIil. AokymeHTauus

49. (42) Konn4ecTtBo NOCTYNUBLLMX KOHTEMHEPOB M KOHTEMHEPOB, NPOLLEALLMX 0BydYeHne n
BbIBE3EHHbIX C NPON3BOACTBEHHOM NIOLWAAKN, OIDKHO COBMNagaTb M COOTBETCTBOBATb
3HaYeHUAM, yKa3aHHbIM B CONPOBOAUTENBHON AOKYMEHTaLmK. JTiobble pacxoxaeHnsa AOMKHbI
perncTpupoBaTbCs 1 paccnenoBaTbCs.

50. (43) OnepaTtop pagnaLmMOHHON YCTAaHOBKM AOJKEH YAOCTOBEPSATb B MMCbMEHHOM BUAE
AnanasoH 3Ha4YeHUI MOrnoLEHHbIX 003, MONYYEHHbIX KaXXOblM KOHTEMHEPOM NPU KaXKaomn
3arpyske unu B cepumn npoayKuun.

51. (44) TexHonornyeckme 3anncu n 3anncu rno KOHTPOI ANS KaX4on cepun npoayKumnu,
npoweallen obnyvyeHne, OMKHbI NPOBEPSATLCA U NOAMNUCLIBATLCS CreLmanbHO HadHAYeHHbIM
NMLIOM N COXpaHsaTbCs. MeToa n Mecto XxpaHeHust 4OMKHbI ObiTb COrnacoBaHbl MeXay
opraHusauuen, nposoamBLLEN 0bnydYeHne, N KPUANYECKUM NULOM, HA UMS KOTOPOTO Bbl4aHO
perncTpauuoHHoe yaOoCTOBEPEHNE HA NeKapCTBEHHbIN Npenapar.

52. (45) JokymeHTaums, OTHOCALAsACA K Banvgaumm pagnaumnoHHOM YCTaHOBKN, OOMMKHA
XPaHUTbCS B TeYEHME OAHOro roga nocrne UCTe4YeHnst Cpoka rogHOCTU UNK, No KpanHen mepe, B
TeYeHne NATK NeT Nocne Bbinycka nocnegHen npoaykumm, npoweaten obnyvyeHne Ha aTomn
yCTaHOBKe, B 3aBUCMMOCTM OT TOr0, Kakon nepuop AosbLue.

IX. Mukpobuonornyeckuin KOHTPOsb

53. (46) OTBETCTBEHHOCTb 3a MUKPOBMONOrMYECKUIA MOHUTOPUHI HECET NPOM3BOANTESb
NEKAPCTBEHHbIX CPEACTB. ATOT MOHUTOPUHI MOXET BKITHOYaTb MOHUTOPUHT NPOM3BOLACTBEHHOW
cpeabl M KOHTPOINb NpoAyKUuMK neped obnyyYeHnem, Kak yCTaHOBMEHO B permcTpaLMoOHHOM
AOCbe.

MpunoxeHne Ne 13

Kk Npasunam opraHmnsaumm NpomM3BoaCTBa

N KOHTPOSISl KAYEeCTBA fNleKapCTBEHHbIX CPEACTB

JlekapcTBeHHbIe npenapartbl AN KNMHUYEeCKMX uccriegqoBaHumn

I. MprHUMN

1. IlekapcTBeHHbIE NpenapaTtbl 4N KIIMHUYECKUX UCCNeaoBaHU AOMKHbI ObiTb NPOM3BEAEHbI B

COOTBETCTBUM C HacToALMMN MpaBunamm 1 ¢ y4eToOM MOroXKEHUI COOTBETCTBYOLLIMX
HOpPMaTMBHbIX NPaBOBbLIX akToB Poccuiickon ®enepaumm B 3aBUCMMOCTM OT cTaaun pa3paboTku



nekapcTBeHHoro npenapata. Metoapl paboTtbl 4OMKHbI ObITb TMBKMMK, YTOOLI 06ecneYnBaThb
BO3MOXXHOCTb BHECEHWSI UBMEHEHWI NO Mepe pacLUMPEHMs 3HaHUIM O MPoLEecce, N OOIDKHbI
oTBeYaTb CTaguu pa3paboTKkn NekapCTBEHHOro npenapara.

2. Mpu KNNHUYECKNX NCCIeaoBaHMAX MOTYT BO3HUKHYTb AOMOMHUTENbHbIE PUCKM ANS
Y4YacTBYIOLLMX B HUX NMauMeHTax Nno CpaBHEHMIO C pUCKaMK AN TEX NaLUMeHTOB, KOTopble
NPVYHUMAaIOT 3aperMcTpUpoBaHHbIE NIeKapCTBEHHbIE NpenapaThbl.

3. MNpumeHeHne HacTosiwmx MpaBmn K NPON3BOACTBY UCCeayeMblX NekapCTBEHHbIX
npenapaToB HanpaBfiEHO Ha UCKITIOYEHME PUCKOB A1 MAUMEHTOB, a Takke Ha To, YTobbl Ha
pe3ynbTaTbl KNMHUYECKUX UCCNEOOBAHMIA HE NOBNUSNM HeAOCTaTOYHble 6e30MacHOCTb,
KayecTBO MM ahPEKTUBHOCTL JIEKapCTBEHHOIo Npenapara, ABnsLWnecs: crnegcTBMeM ero
HeHagnexaliero nponssoacTea.

4. B paBHON Mepe 3TK TpeboBaHna npeaHasHayveHbl Ansa obecneyeHnst NOCTOAHCTBA OT CEpUM K
cepun O4HOro M TOrO e UCCreayemMoro fiekapCTBEHHOro npenapara, UCnosib3yemMoro B O4HOM
UIn B pasHbIX KNMHUYECKMX UCCEeAoBaHUSX, a Takke AN JOKYMEHTanbHOro ohopmmieHns n
060CHOBaHUA N3MEHEHNI B npoLecce pa3paboTky Takoro NnekapCTBEHHOro npenapara.

5. Npoun3BoACTBO UCCreayeMbIX NIeKapCTBEHHbIX NpenapaToB CBA3aHO C AOMOMHUTESTbHON
CMNOXHOCTbIO MO CPABHEHUIO C MPOM3BOACTBOM 3apEerMcTpMpoBaHHbIX NIEKapCTBEHHbIX
npenapaToB U3-3a OTCYTCTBUSA YCTAHOBIIEHHbIX Npoueayp, CYLIECTBYOLWNX pasnuynin B Cxemax
KIMMHNYECKMX nccneaoBaHum 1, Kak CrieicTBMe, pasHbix TpeboBaHW K ynakoBkam,
Heob6X0AMMOCTN paHOOMM3aLUMK U KOOMPOBaHUS (MackMpoBaHUA, NCNONb3oBaHue "crienoro”
MeToAa), a Takke M3-3a 60NbLLIOro pucka NepPeKkPecTHOM KOHTaMMHaUUKN 1 nepenyTbiBaHUSA
nekapcTBeHHbIX NpenapaTtoB. Kpome Toro, faHHble 06 3EKTUBHOCTM U TOKCUYHOCTH
nekapCcTBEHHOro npenapaTta MoryT 6biTb HEMOMHLIMW, Banyaaumnsa npouecca MOXeT ObiTb
HEenoJSIHOM NN MOryT UCMONb30BaTLCA 3aperncTpMpoBaHHbIE NeKapCTBEHHbIE Npenaparhbl,
KOTOpble ObInn NepeynakoBaHbl NN HEKOTOPLIM 06pa3zoM MoanduumnpoBaHsbl. [lepcoHan
Npoun3BOANTENS AOSMKEH NPOWUTU NOArOTOBKY MO MPUMEHEHUI0 HacToswmx Npasun B
OTHOLLEHMM UCCeayeMbIX NeKapCTBEHHbIX NnpenapaTtoB. [JomkHO ObiTb yCTaHOBMEHO
B3aMMOOENCTBUE CO CMOHCOPaMM KIMHUYECKUX UCCeAoBaHnI, KOTopble SBNATCA
OTBETCTBEHHbLIMW 3a OPraHM3aunio KNMHUYECKUX UCCefoBaHNn, BKIOYas Ka4yecTBO
nccnegyemMblx nekapcTBeHHbIX NpenapaToB. Bo3pociuas CnoXHOCTb TEXHONOMMYECKMX
npoueccoB TpebyeT NPUMEHEHNS BbICOKO3IMEKTUBHON hapMaLeBTUYECKON CUCTEMBI
KayecTBa.

6. Hactodawmm MNpunoxeHnem Takke ycTaHOBMEHbI TpeboBaHUSA K 0hOpMIeHNIO 3aKasos,
OTrpy3Kke, TPaHCNOPTUPOBKE N BO3BPATY fIEKApPCTBEHHbIX NpenapaToB, NpeaHa3HavYeHHbIX Ans
KNMHUYECKMX UCCeaoBaHUN.

neKapCTBeHHble npenapartbl, He ABNdAOWLMeCcA nccrnegyeMbiMmn

7. MauuneHTam MoryT BbITb NpeaoCcTaBneHbl NekapCTBEHHbIE NpenapaThbl, KOTOpble He SABMAITCS
nccnegyembiMun npenapatamu, nnauebo nnn npenapatamm cpaBHeHUs1. Takme neKkapcTBEHHbIE
npenapaTbl MOryT MPUMEHATLCA B Ka4eCTBE COMyTCTBYHOLLEN Tepanuu Unn s okasaHus
MeANLMHCKOW NMOMOLLM C Uerblo NPOoUNakTuKn, OUarHoCTUKN U neveHns, n (unm)
BCreacTBMe HeobxoanumocTu obecneyeHns naumeHTam MmeamumMHCKoro yxoga. Takve
npenapaThbl TakKe J0MyCKaeTCA NPUMEHSTb B COOTBETCTBUN C MPOTOKONOM KITUHUYECKOro
nccnegoBaHns € Uenbio CTUMYNMPOBaHUS (OU3NOSTOrMYECKOM peakummn. 3TN NekapCTBEHHbIE
npenapatbl He ABMASIOTCH UCCreayeMbIMU NIEKAPCTBEHHbIMU NpenapaTtaMmm 1 MoryT ObiTb
npegocTaBfieHbl CNOHCOPOM unu uccriegosaternemM. CrnoHcop AOMKEH rapaHTUpoBaThb, YTO



AaHHble NeKapCTBEHHbIE NpenapaTbl COOTBETCTBYIOT 3asiBMEHUIO O Bblaaye paspelleHust Ha
npoBeAeHne KIMHUYECKOro UCCneaoBaHus n uMetoT Tpebyemoe ans Lenv uccneaoBaHus
kayecTBO. [1py 3TOM OH JOIMKEH NPUHATbL BO BHUMAHME UCTOYHMK NEKAPCTBEHHbIX NPenapaTos,
ABMNSOTCA NU Takme NeKapCTBeHHble npenapaThbl 3aperMcTpupoBaHHbIMU U ObINK NN OHK
nepeynakoBaHbl. PekomeHayeTcs npuBnekaTb K 3Tol paboTe ynorHOMOYEHHOE NULIO U
YyYMTbIBaTb €r0 MHEHME.

ﬂuu,el-lsupoaal-me npoun3BoacTtea n noaroToBkKka K npuMmeHeHnro

8. Kak nonHoe npon3BoAcTBO, Tak 1 OTAEeNbHble CTaaumn NPpoM3BOACTBA UCCNeayeMbIX
NeKapCTBEHHbIX NpenapaToB, a Takke pasnnyHble NPOLECChl UX pasfaeneHust, ynakoBKU Unn nx
nepenava nognexart NULEH3NPoBaHuUIo. JTMLEH3UA Ha NPOM3BOACTBO NIEKAapPCTBEHHbIX CPeacTB
He TpebyeTcsa AN NOAroTOBKU K MPUMEHEHUIO UCCeayeMbIX NeKapCTBEHHbIX NpenapaToB B
MEANLIMHCKUX OpraHn3aLmsx.

9. B pamkax ykasaHHbIX MOMOXeHU noa nogroToBKOW K NPUMEHEHUI0 MOHUMAaeTCA NPOCTOn
npouecc, Takown Kak:

pacTBOPEHWNE N ancneprupoBaHne UCcreayeMoro riekapCTBEHHOro npenapaTta Ans ero
BBEAEHMS NaUNEHTY, Unu

pasBefeHVe NNn cMeLlnBaHne nccrnenyembix(oro) nekapcTBeHHbIX(0ro) npenapartos(a) ¢
ApYyryMm BelecTBOM (BeLecTBamm), UCronb3yeMoro(bix) Kak HOCUTENb C Lienblo BBEAEHUA
nekapCcTBEHHOro npenaparTa.

10. CmewmBaHne HECKONbKUX UHIPeaMEHTOB BMeCTe, BKIToYas AENCTBYIOLLEE BELLECTBO, C
Lernbio NonyyYeHns UccreayemMoro fiekapCcTBEHHOroO npenapaTta He sSBfisieTcs NoaroTOBKOM K
NPUMEHEHNIO.

11. Vccnenyembin nekapCTBEHHbIN NnpenapaT AoSmKeH ObiTb B HAaNM4Mm o npoecca
NoaroTOBKN K MPUMEHEHWNIO.

12. NMpouecc NoaroToBKN K NPUMEHEHNIO PEKOMEHYETCHA OCYLLECTBIATbL HENOCPEeACTBEHHO
nepen BBeAeHUEM.

13. Takon npouecc AoMmKeH ObITb N3NOXEH B 3asiBIIEHNN O Bblgaye pa3peLleHuns Ha
npoBefeHne KIMHNYECKOrO UCCrneaoBaHns n (Mnn) 4ocbe nccrnenyemoro nekapcTBeHHOro
npenapaTa 1 B NPOTOKONE KIMMHUYECKOro UCCreaoBaHnsa nmbo B COOTBETCTBYOLLEN
WHCTPYKUUK, UMEKLLENCHA B MEANLMHCKOM OpraHn3aumu.

Il. TepMuHbI 1 onpeaeneHus

14. [1ns uenen HacToswwero MNpunoxeHnsa ncnonb3yTcs crneayrowme OCHOBHbIE MOHATUSA:
A0Cbe Ha NeKapCTBEHHbIN npenapar - KOMMMAEKT AOKYMEHTOB, COAEPXKaLLUX BCHO MHAOPMaLNIO
(MNK ccbINKK Ha COOTBETCTBYHIOLLME OOKYMEHTbI), HEOBX0AUMYHO ANA COCTaBNeHus NoApPO6HbIX
WHCTPYKUUI MO NPOM3BOACTBY, YNAKOBKE, KOHTPOIO Ka4yeCcTBa, BblAave pas3peLleHns Ha BbiMycK

cepuvm 1 oTrpy3Ke UCCrneayemMoro nekapcTBeHHOro npenapara;

3aKkas - 3afjlaH1e Ha NPoOu3BOACTBO, YNAKOBKY W1 (Mnn) 4OCTaBKy onpenerieHHoro Konnyecrtsa
enHNY uccreayembix(oro) nekapcTBeHHbIX(0ro) npenapaTtos(a);



UMMNopTEpP NUCCrneayemMoro fekapcTBEHHOro CpeacTBa - NMMLUOo, MMetoLee NpaBo Ha UMMOPT
nccnegyemoro fiekapCTBEHHOro npenapaTa, oopMIIeHHOE B COOTBETCTBUN C HOPMATUBHbLIMU
npasoBbIMK akTamu Poccurickon depepaumm;

nccnegoBarerb - U3NYeckoe NnLo, Hecyllee OTBETCTBEHHOCTb 3a NPOBeAEeHME KITMHUYECKOro
nccnegoBaHns B MEOULMHCKOW opraHm3auun. B cnydae npoBeneHus nccneaoBaHus B
MeOWLUNHCKOM opraHvM3auumn rpynnon nuu, nccrieqoBatenemM (MMeHyeMbIM Takke rmaBHbIM
nccnegosaTeneM) sSiBNsieTCA pyKoBOAUTENb FPynmbl;

nccrnegyemMbll NekapCTBEHHbIN Npenapar - fIeKapCTBEHHbIN npenapaT unu nnauebo,
nccrnegyemMble Unn UCNosib3yemMble B Ka4ecTBe npenapaTta CpaBHEHUS NpU NpoBeaEHNN
KNUHMYeckoro ncenegoBaHus. K nccnegyemMboiM niekapCTBEHHbIM nNpenapaTtaM OTHOCATCA Takke
yXKe 3aperncTpupoBaHHbIE NTEKAPCTBEHHbIE NpenapaTbl, eCNn crnocob UX NPUMEHEHNSA NNK
NPOn3BOACTBA (NekapCTBEHHas hopMa UMK yNnakoBKa) OTNiMYaeTca OT 3apermcTpMpoBaHHOro, a
TakKe B CIiyvyae Mx UCNonb30BaHNSA Mo elle He 040OPEHHBIM MOKa3aHUAM UMK ANs NofyvYeHns
AONOSTHUTENBHOWN MHAOPMaLUK 00 yxKe 3aperMcTpupoBaHHOM NekapcTBEHHOW hopMme;

KnMHM4yeckoe uccnegosaHue - nioboe ncenegosaHue, NPoOBOANMOE C yHacTMeM YeroBeka B
KayecTBe cybbeKkTa ANs BbISABMEHUS UM NOATBEPXKAEHUSA KINMHUYECKUX, (hapMakonornyeckmx u
(vnn) gpyrnx gpapmakoguHaMmmnyecknx addeKkToB nccneayemMmoro(bix) fiekapCTBEHHOMO(bIX)
npenapaTta(oB) 1 (Mnn) ANSA BbISIBEHNSA HeXenaTeNbHbIX peakLmii Ha Hero (Hux), n (Mnun) ons
n3y4eHus ero (Mx) BcacbiBaHus, pacnpeneneHus, metabonmama n BolBE4EHUSA C LENbio OLEHKM
ero (ux) 6esonacHoct n (Mnn) adPEKTUBHOCTMU;

OTrpy3ka - onepaumm no ynakoBke Ansi OTFPY3KM 1 N0 TPAHCNOPTUPOBKE 3aKa3aHHbIX
nccnegyemblx nekapCcTBEHHbIX NpenapaTos;

npenapaTt CpaBHEHMS - UCCNeayeMbll NEKAPCTBEHHbIV NpenapaT Unn 3aperncTpUpoBaHHbIN
neKapCcTBEHHbIV NpenaparT (Ans akTUBHOro KOHTpons) nMbo nnauebo, ncnonb3yemble Ans
CpaBHEHUS NpY NPOBEAEHNN KITMHNUYECKNUX UCCIEeA0BaHNN;

PaHAOMU3aLMOHHbBIN KOA - CMIUCOK, MO3BONSAIOLLNIA YCTAHOBUTL, KaKyto Tepanuio ¢ y4eToM
paHAoOMM3aLMKM NosyYaeT Kaxabli NauneHT;

paHooMM3aums - MpoLEecc pacnpeaeneHnsl NauMeHToB Mo rpynnamM fevYeHnst Unmn KOHTPons
cryyariHbIM 06pa3oM, NO3BOMSOLLMIA CBECTU K MUHUMYMY CYObEKTUBHOCTb;

"cnenon" metoa ("MackmpoBka") - MeToa, Npy NPMMEHEHMM KOTOPOro oAHa nnmn 6osnee CTOPOH,
y4acTBYHOLLMX B UCCNeaoBaHNN, He MHOPMUPOBAHbLI O NPOBOAUMOM(bIX) TepaneBTUYeCKOM(MX)
Ha3HadYeHuun (HasHaveHuax). MNMpocTton "cnenon" meTon 03Ha4YaeT HeOCBEAOMIEHHOCTb
nauueHTta(oB), a 4BONHON "cnenon" MeTos - HEOCBE4OMITEHHOCTb O NMPOBOAUMOM(bIX)
TepaneBTUYEeCKOM(MX) Ha3Ha4YeHUn (Ha3HavyeHusX) nauneHTa(oB), uccnegosatens(en),
Habnogatenen 1 B HEKOTOPbIX CriyYasx nuvu, aHanm3npyoLwmx nosyyYyeHHble AaHHble. B
OTHOLLEHUM NCCIeayeMOro fiekapCTBEHHOMO npenapaTta "crnenon” meToa o3HavaeT
npegHamMepeHHy MackKMpOBKY MAEHTUYHOCTU 9TOro fIeKapCTBEHHOro npenapaTa B
COOTBETCTBUUN C MHCTPYKUMAMU CNOHCOpa. PackpbiTue Kofa (CHATME MacKUPOBKM) O3HavaeT
packpbiTUe NHdopMaLunKn, NO3BOSAOLWEN MAEHTUDULMPOBATL paHeEE 3aMaCKUPOBAHHbLIN
neKapCTBEHHbIN nNpenapar;

CMNOHCOP - punanyeckoe nmuo, ocyLlecrtendrollee opraHm3auunto nposegeHnAa KImHM4YeCKoro
nccregoBaHn4a nekapCrBeHHOro npenapata ana megnumMHCKOro npuMeHeHu4.



lll. YnpaBneHue kayecTBOM

15. (1) PapmaveBTrMyeckas cuctema KkavecTtsa, paspaboTaHHasa 1 NpoBepeHHas
npon3eoauTenemM, AoJMKHa COOTBETCTBOBATL TpeboBaHMSAM HacToswmx MpaBun, oTHoCAWMMCSA
K nccrnegyemMbiM NieKapCTBEHHbIM NpenapartaMm, AoJkHa OblTb AOKYMeHTanbHO odopMieHa n
AOCTYMHa CrNoHcopy.

16. (2) Cneymdmkaumm n TEXHONOMMYECKNE MHCTPYKLMM HA UCCneyemMble NekapCTBEHHbIE
npenapaTbl MOryT UBMEHATLCA B NpoLecce nx pas3paboTkn, HO Npu 3ToOM HeOBXxoaAMMO
obecnevnTb NX NONHbIA KOHTPOMb U NPOCMEXNBAEMOCTb BCEX U3MEHEHUA.

IV. NMepcoHan

17. (3) Becb nepcoHan, oeAaTenbHOCTb KOTOPOro CBA3aHa C uccnenyemMbiMn fiekapCTBEHHbIMN
npenapaTtamMmu, JOSMKEH NPONTM COOTBETCTBYOLLEE 0by4yeHne, CBA3aHHOE CO cneumduKon
AAHHOro BMAa NpoayKUmK.

18. [Jaxe B cniyyasix, korga wraT pabOTHUKOB HEMHOIOYUCHEHHbIN, 5151 NPOM3BOACTBA KaXKaomn
CEpUN UccrneayeMblx NEKAapCTBEHHbIX NpenapaToB AOMKEH ObiTb onpeaeneH oTAeNbHbIN
nepcoHan, oTBeYaLLn 3a NPOM3BOACTBO U KOHTPOSIb KayecTsa.

19. (4) YNonHOMOYEHHOE NULOo AOMKHO 06ecneynTb Hannume COOTBETCTBYHIOLLMX CUCTEM,
oTBevarLwmux TpedboBaHnAM HacTosiwero NpunoxeHus. [nsg 3Toro ynofHOMOYEHHOE NnLo
AOJPKHO UMETb Haanexallyo NOAroTOBKy B 06nactu pa3paboTkm NekapCTBEHHbIX NpenapaToB
1 NpoBeAEHUs KITMHUYECKNX nccnegosaHnin. PykoBoACTBO A8 YNONIHOMOYEHHOro nuua no
OLleHKe nccnenyemblx nnekapcTBeHHbIX NpenapaToB NpuBeaeHo B NyHKTax 61-65 HacToswero
MpunoxeHus.

V. NomeleHuns n obopyaoBaHue

20. (5) MNpwn paboTte ¢ uccnegyembiMun niekapcTBEHHLIMY NpenapaTamu MHopmaLms o
TOKCMYHOCTW, aKTUBHOCTU U CEHCUBUITN3NPYIOLLIMX CBOMCTBAX MOXET OblTb HEMOHOW, B CBA3U C
3TUM NPOU3BOANTENDb AOSMKEH yAENsATb 0CO60e BHUMaHMe CBEAEHMIO K MUHUMYMY PUCKOB
nepekpecTHOM KoHTaMuHauun. KoHCTpyKumst o6opyaoBaHnst U NOMELLEHNI, METOLbI UCTIbITAHUIA
N KOHTPONS, a Takke npegenbl 4ONYCTUMbIX KOHLEHTPaLMI OCTaTKOB MOCEe OYUCTKU AOSMKHbI
YyUMTbIBaTb XapakTep ykasaHHbIX pUCKOB. B COOTBETCTBYIOLLMX CriyYasix NPon3BOANTENb
AOIMKeH obpallaTe BHUMaHWe Ha opraHmnsaumio paboTbl NPOU3BOACTBEHHLIMU LIMKNAMM
(kamnaHuamm). Mpun BLIGOPE MotOLEro cpeacTBa HEOBXOAUMO YYMTbIBaTb PACTBOPUMOCTb
nekapCcTBEHHOro nNpenapaTa Ans KIIMHUYECKNX nccnegoBaHni.

VI. JokymeHTauus
Cneuuncukaumm n MHCTPYKLUUN

21. (6) Cneundunkauyunm (Ha UCXo4HOE Cbipbe, NEPBUYHBLIE YNAKOBOYHbIE MaTepuarnsl,
NPOMEXYTOYHbIE NPOAYKTbI, HepacdaCoBaHHYHO U FOTOBYIO NPOAYKLUUIO), perfiamMmeHThl,
TEXHOSTOrMYeCKNEe NHCTPYKLMN U MHCTPYKLMM MO YNaKoBKE A0SMKHbI OblTb HACTONBKO MOSHbIMMU,
HACKOJbKO 3TO NO3BONSET CYLIECTBYOLINN YPOBEHb 3HaHMI O NpoaykTe. Mo xony pa3paboTku
fleKapCTBEHHOro npenapara nx Heobxo4MmMo NeprUoanNYEeCcKn oLeHMBaTb U 0OHOBNATL (Npwu
HeobxoamMmocTu). B kaxxgon HOBOW BEpCUM OOMKHbI ObITb YUTEHBI CaMble NOCNEeAHNE OaHHbIE,
ncrnonb3yemas B HacTosiLLee BpeMsi TexHonorus, TpeboBaHusa MocygapcTBeHHON dhapmMakoneun
Poccunckon ®enepaumm n HopMmaTUBHBIX NpaBoBbIX akToB Poccurickon ®eaepauun. Hosas
BEpCUs O0SPKHA Takke CoAepKaTb CCbINKY Ha nNpeablayLuyto Bepcuto onst obecneyeHus



NpOCneXnBaemocTu nameHeHui. MponssoanTens OMMKEH YTBEPAUTL Npoueaypy ans
BHECEHMS NOObIX N3MEHEHWI, KOTOPbIE MOTYT MOBNUSITL HA KAYECTBO UCCeayeMoro
nekapCcTBEHHOro npenapaTta, B YaCTHOCTU, Ha ero cTabunbHOCTb M BUO3KBUBANEHTHOCTb.

22. (7) ObocHoBaHUA 451 BHECEHUSA UBMEHEHNIN LOSMKHbI OblTb JOKYMEHTanbHO OOPMIIEHbI.
MponsBoauTenb OOMKEH NPOAHANU3MpPoBaTh BNUSHNE BHECEHHbBIX NBMEHEHUIN HA KA4YeCTBO
nccnegyemoro nekapCcTBEHHOro npenapara U Ha NPOBOANMbIE KIMHUYECKME UCCNenoBaHus.
PesynbTaThl Takoro aHanmsa 4oSmkHbl 6bITb 0hOPMMAEHbI LOKYMEHTabHO.

3aka3

23. (8) 3akas gomkeH cogepxaTtb TpeboBaHMe Ha NPOU3BOACTBO M (MNN) yNaKOBKY
onpeAeneHHoro Yncrna eauHnL, Npoaykuumn n (unun) ee oTrpysky. 3akas Nnpon3BoaMTENIO
HanpaBnsieTcsl CNOHCOPOM UMM NMLIOM, AENCTBYHOLUM MO ero nopyveHuto. 3akas AomKeH bbITb
odopmsieH Ha ByMaXKHOM HocuTene n (MNKn) B ANIEKTPOHHOM BUAE U BbITb A4OCTATOYHO YETKNM
BO nsbexaHve pasHouTeEHU. 3aka3 AOMKEH ObiTb YTBEPXKAEH NULOM, UMEIOLLMM
COOTBETCTBYHLLME NOSTHOMOYMS, U UMETb CCbISIKY Ha AOCbE Ha NEKAapPCTBEHHbIV NpenapaT n Ha
NPOTOKOS KIMHUYECKNX UCCNEeSOBaHNN.

[ocbe Ha nekapCTBEHHbIN Npenapar

24. (9) Jocbe Ha nekapCTBEHHLIN NpenapaT A0SMKHO HENPEPLIBHO OOHOBMNATLCSA NO Mepe
pa3paboTkm nekapcTBeHHOro npenapata. py 3ToM npousBoanTens A0MKeH obecneunTb
NpOCnexXnBaemMocCTb NpeablayLLIMX BEPCUMIN JOCbE HA NIeKapCTBEHHbIN npenapar.

25. [locbe Ha nekapCTBEHHbIN NpenapaTt A0SPKHO BKMAOYaTb B cebd, B 4aCTHOCTK, cneaytowme
AOKYMEHTbI (M coaepkaTb CCbISIKU Ha HUX):

CI'IGLI,I/I(*)I/IKaLI,VIVI N aHanmTn4yeckne MeTognkn Ha NCXogHoe Cbipbe N yNnakoBOYHbIE MaTepuanbl;

cneumduKkaumm 1 aHanuTUYeckme METOANKM Ha NMPOMEXYTOUHYH0, HepacdaCcoBaHHYH U
rOTOBYIO NMPOAYKLMIO;

TEXHONOIrnM4eCckmne MHCTPYKUnn;
MEeTOANKN KOHTPOIA B rnpouecce npon3BoacTBa,;
YTBEPXAEHHYIO KOMUIKO 3TUKETKMN;

NPOTOKOJbl KIMMHUYECKUX UCCefoBaHWiA U, B COOTBETCTBYHOLLUX CryYasXx, paHAOMU3aLMOHHbIe
KoObl;

A0roBOpbI C UCMOSTHUTENAMMU, YKa3aHHble B NyHKTax 237-255 HacTtoawwmx MNpasun (npu
HeobXxo4MMOCTK);

JaHHble 0 CTaOUNBbHOCTY;

YCITOBUSA XpaHEHNSA N TPaHCMOPTUPOBKMW.

26. NpuBeaeHHbIN NepeYvyeHb JOKYMEHTOB MOXET U3MEHATLCA B 3aBUCMMOCTU OT
nekapCcTBEHHOro npenapaTa u ctaguu ero paspaboTkn. Cogepxallascs B JoCbe UHopmauus

OOJ1XHa CIy>XXUTb OCHOBOM npn oueHke roToBHOCTU AJ1A NMPpUeMKN U Bblaayn pa3peLleHna Ha
BbIMYCK KOHerTHOVI cepumn ynoJIHOMOYEHHbIM JIMLIOM, KOTOPOE AOJTXHO MMETb AOCTYMN K Takoun



nHdopmMauuun. Ecnu pasHble cTagmm npouecca NPoM3BOACTBA OCYLLECTBISAT Ha pa3HbIX
yyacTKax, rie OTBETCTBEHHOCTb HECYT pa3Hble YNONIHOMOYEHHbIE NnLa, A0onycKaeTca BeCTU
OTAenNbHble JOCkbE C OrpaHUYeHHON MHGopMaumren, NMetoLLLen OTHOLLIEHME K AeATeSNIbHOCTU Ha
COOTBETCTBYHOLUUX yYacTKaXx.

PernameHT 1 TexHonorn4yeckue MHCTPYKUUU

27. (10) Kaxxgas npon3BoaCcTBEHHASA onepauus unv onepauus no oTrpyske AoSmKHa
BbIMONHATLCA B COOTBETCTBMM C YETKOW U JOCTATOYHO MOJSTHOM MHCTPYKUMEN N COMPOBOXAAaTbCSA
ooopMNeHMEM COOTBETCTBYIOLWMX 3anucen. Ecnu onepaums He SBNsSeTCs NOBTOPSAEMON, TO He
00s13aTenNbHO COCTaBNATb PErNAMEHT U TEXHOMNOIMMYECKME MHCTPYKLUMK. 3anucn nmeroT ocoboe
3Ha4yeHue AN NOAroTOBKM OKOHYaTENbHbIX TEKCTOB JOKYMEHTOB, KOTOpbIe ByayT
NCNonb30BaTbCA NPU CEPUMHOM NPOU3BOACTBE MOCHE NONYyYEeHUsI PErMCTPaLMOHHOIO
yOOCTOBEPEHNSA Ha NIEKAaPCTBEHHbIV Npenapar.

28. (11) UHpopmaums, cogepxalasncs B IOCbE Ha NIeKapCTBEHHbIV Npenapart, JOMKHa
ncnonb3oBaTbcs Npu paspaboTke NOgPOOHBLIX MHCTPYKLMIA MO NPOU3BOACTBY, YNakoBKe,
UCMbITaHUAM O KOHTPOMA KavyecTBa, YCNOBUAM XpPaHEHUS U TPaHCNOPTUPOBKM.

MHCTpyKuMKM no ynakoBke

29. (12) Uccnenyemble nekapCTBEHHbIE NpenapaThbl, Kak NpaBuio, 4OSMKHbI YNaKoBbIBaTbCA
MHOMBUAYANbHO AN KaXgoro nauueHTta. Konnvyectso eanHUL, ynakoBbiBaeMOW NpoayKLnm
AOJIMKHO ObITb OnNpefeneHo 40 Havyarna onepaunin no ynakoBke C y4eTOM KONu4ecTBa eanHuL,
HeobXxoaMMbIX NS NPOBEAEHMST KOHTPONSA KayecTBa, 1 0Tbopa apxuBHbIX 06pasLoB Ang
XpaHeHus. [locrne OKoHYaHMS ynakoBKM U MapKUPOBKM HEOBXOANUMO COCTaBUTbL MaTepuasbHbIN
B6anaHc, YToObl rapaHTUPOBaTb NPaBUIbHbBIV YHET KaXKA0ro Buaa NpoayKunmn Ansi KaXKaomn
cTaguy Npov3BOACTBa.

3anucu no NnPpon3BOoACTBY, KOHTPOJIIO U YNAaKOBKe cepun npoayKuuum

30. (13) [Jocbe Ha ceputo AOMKHO coaepKaTb 4OCTAaTOYHO NOAPOOHY0 HOPMaLUIO ANns
TOYHOrO NMPOCNEXMBaAHMS NOCNEeA0BaTENBHOCTM onepaunin. 3To 4OCbE OOMKHO cCoaepaTb BCE
CyLLIeCTBEHHbIE 3amMeydaHnsi, 000CHOBLIBaOLLIME NCMNONb30BaHHbIE NPOLEeAYPbl NN BHECEHHbIE
N3MEHEHNS, AatoLLMe HOBYIO MHGOPMaLMIO O NeKapCTBEHHOM MnpenapaTe 1 No3Bonswme
YyCOBEpPLLEHCTBOBATbL NPON3BOACTBEHHLIE ONepaLni.

31. (14) 3anucu Nno NPon3BOACTBY CEpUM NPOAYKLNN OOIMKHbI XPaHUTLCA HE MeHee NATU neT
nocrie 3aBepLUeHNs Unn npekpaLLeHns NocreaHero KIMHUYECKOro UccreaoBaHus, B KOTOPOM
Oblnia ncnonb3oBaHa aTa cepusi.

VII. NMpounssoacTeo

YnakoBO4YHble MaTepuanbl

32. (15) B cneundmkaumnsax n MeToAMKax KOHTPOIS KavyecTBa AOMKHbI OblTb MPeayCMOTPEHbI
crieumarnbHble Mepbl N0 NPeAoTBpPaLLEHMIO CITyYanHOro packoaupoBaHUs 1U3-3a pasnnynmn
BHELLHEro Bnaa pasHblX Cepui ynakoBOYHbIX MaTepuarnos.

TexHonornyeckue onepauum

33. (16) Ha ctagnn pa3paboTkn nekapCTBEHHOro npenaparta HeobxoanmMo onpeaennTb
KpUTU4eckne napameTpbl 1 BUObl KOHTPOIS B NPOLIECCE NPOM3BOACTBA. BpemeHHble



napameTpbl 1 BUAblI KOHTPOMA B NpoLuecce NpoM3BoACTBa MOryT ObiTb onpeaeneHbl Ha OCHOBE
npnobpeTeHHOro onbITa, B TOM Y1cne npeablayLwmx nccnegoBaHui no paspaboTke.
OTBETCTBEHHbIV NepcoHan A0MKeH yaenaTtb ocoboe BHUMMaHue pa3paboTke Heo6XoanuMbIX
WHCTPYKLMI M NOCTOSAHHOMY MX COBEPLLEHCTBOBAHMIO C Y4E€TOM OnbITa, NpuobpeTtaemMoro B
npouecce Npon3BoacTBa. YCTAHOBMEHHbIE N KOHTPONMpyeMble napameTpbl A0SMKHbI ObITb
0060CHOBaHbI B COOTBETCTBUM C UMEKLLIENCH B AaHHOE BpeMs nHdopMaumnen.

34. (17) JonyckaeTcs He NpoBOANTL Banugaumo TEXHONOMMYECKUX NpoLeccoB Npon3BoacTea
nccnegyemMblx nekapcTBeHHbIX NpenapaToB B 06beme, npegycmMaTpuBaemMoM Ans CepUnHOro
npouseBoacTea. B niobom cnydae nomelleHns n obopyaoBaHme AOmkHbl ObiTb
KBanuduumpoBaHsbl. [Ina cTepurbHbIX NekapCTBEHHbIX NpenapaTos Banuaaums npoLeccos
cTepunmMsaumm AomkHa NPOBOANTLCS B TOM e 00beme, Y4TO 1 ANs 3aperncTpupoBaHHbIX
nekapCTBEHHbIX NpenapaTtos. B cooTBeTCcTBYOWMX cny4dasx, Ans obecneyeHna 6e3onacHoCcTH
BMOTEXHOMNOrMYECKNX NNEKAPCTBEHHbIX NPenapaToB A8 KINMHUYECKUX nccnegoBaHum
Npoun3BoOAUTENb AOMMKEH NOATBEPANUTL 3PIEKTUBHOCTb UHAKTMBALMKN U (MNKN) yaaneHus
BMPYCOB U (Mnn) Apyrnx npumecen Gnonornyeckoro NPONCXOXAeHNst B COOTBETCTBUN C
Hay4YHbIMW NpUHUMNaMU 1 MeTo4aMu, U3MOXEHHbIMU B COOTBETCTBYHOLLUX PYKOBOACTBAX.

35. (18) Banvpauna acenTnyeckmx NpoLEeccoB npeacTaBngeT 0cobyto TPYAHOCTb NpU MarbixX
pasmepax cepui NpoayKumu. B aTux cnyvasx 4ncno eguHmL npoaykKumm, HanonHAeMbIX
cpeaamun, MOXeT OblTb paBHO HanbornbLueMy pa3mepy cepun npoaykunn. MNMpu Hannyuum
BO3MOXXHOCTU (B TOM Yncrne Ans ummTauum npouecca) Npou3BoaMTENb AOMKEH HAMNOMHATD
cpeaamun HanbornbLLee YACHO eAnHUL NPoAYKUMn Ana obecnedeHns 6onblien JOCTOBEPHOCTU
pe3ynbTaToB. HanonHeHne 1 repmeTnsanms SBNATCSA NPENMYLLECTBEHHO PYYHBIMW UMK
nonyaBToOMaTUYECKMMKN ONepaumnsaMmmn, NpeacTaBnAoLWMMN PUCK ANst CTEPUNBHOCTU. B cBs3mn ¢
3TMM He0OX0AMMO yAEeNUTb NOBbILLEHHOE BHMMaHMe oby4eHunio nepcoHana u NnpoBeaeHNI0
BanvagauMm MeTogoB acenTU4eckoro Npon3BoaCcTBa C y4acTUEM Kaxaoro oneparopa.

Tpe6oBaHusA K npenapaTy cpaBHeHUs

36. (19) Ecnu npenapat cpaBHEHUS NOABEPraeTCcs USMEHEHUAM, NPOM3BOAUTESNb LOSMKEH
obecnevnTb AOCTYNHOCTb AaHHbIX (Hanpumep, No CTabunbHOCTU, CPaBHUTENBHOMY U3YHEHNIO
pacTBOPMMOCTU, BUOAOCTYMHOCTI), NOATBEPXKAAIOLLNX, YTO TAKUE UBMEHEHUS HE OKaXYT
CYLLECTBEHHOIO BIUSAHNA HA UCXOAHbIE NapaMeTpbl Ka4ecTBa 3TOro NiekapCTBEHHOIoO
npenaparTa.

37. (20) Cpok rogHoCTM NpenapaTa CpaBHEHUS, yKa3aHHbIN Ha NepBOHaYasribHOW ynakoBkKe,
MOXEeT He coBnagaTb CO CPOKOM rof4HOCTUY npenaparta, nepeynakoBaHHOro B APYryto yrnakoBKy,
He ob6ecneyvnBaloLLyO 3KBMBAIEHTHbIV YPOBEHb 3aLUMThLI UM €CNKN Takasi ynakoBka
HecoBMeCTMMa C npenapatoM. B cBA3M ¢ 9TMM CNOHCOp unu nuuo, AeUCTBYOLLEe OT ero
UMEHW, OOMKHbI onpeaennTb npuemnemyto aaTy, 40 KOTOPOUW A0MyCKaeTCa UCMOob30BaTb
npenapar, yunTbiBas Npupoay npenaparta, XapakTepuUCTUKM YNaKoBKU U YCITOBUSA, B KOTOPbIX
OyaeT xpaHUTbCA 3TOT NpenapaT. HoBbIN CPOK rogHOCTU A0SMKEH ObITb 0GOCHOBAH U HE MOXET
npeBbILWaTh CPOK MOAHOCTU, YKa3aHHbIA Ha nNepBoHayanbHon ynakoske. CpoK roqHOCTU AOMKeH
COrnacoBbIBaTbCS C ANIUTENBHOCTbLIO KITMHUYECKOro nccrnegoBaHus.

Onepauum no kogupoBaHutio ("cnenon” merton)

38. (21) Ecnun nccnepyemMble nekapcTBEHHbIE NpenapaTbl KOAUPYOT, TO AOSMKHbI ObITh
paspaboTaHbl cMCTEMbI, 0becnevmBatoLLMe KOOUPOBKY U €e COXPaHEHNE, HO Npu
HeobXxo4MMOCTM NO3BONALWNE NOEHTUULNPOBATL 3aKoAMPOBaHHYHO ("cneny") NpoayKuuio,
B TOM YuMCNe HOMepa Cepuin ccriegyemMoro fiekapcTBEHHOro npenapara 4o onepaummn no



kogupoBaHuto. MponssoanTens OOMKEH NPEAYCMOTPETL BO3MOXHOCTb GbICTPON
naeHTUUKaLMmn nccneayemoro nekapCTBEHHOMO NpenapaTta B 3KCTPEHHbIX Criyyasix.

Kop paHpomusauum

39. (22) B vHCTpYyKLMAX JOMKHbBI BbITb ONMCaHbl BCe NpoLeaypbl N0 CO34aHuio, 3awuTe,
pacnpegeneHnto, 06paboTke n xpaHeHuo NbOoro koga paHooOMU3aLUmm, NCNONb30BaHHOIO AN
ynakoBaHHbIX UCCrieayeMbIX NIEKapCTBEHHbIX NPenapaTtoB, a Takke MeToAbl PackpbITUSA Koaa.
[MponsBoguTenb OOMMKEH BECTM COOTBETCTBYHOLLME 3aNNCU.

Onepauum nNo ynakoBke

40. (23) MNpwn ynakoBke Uccreayemoro fiekapCTBEHHOro npenapaTta MOXeT oka3aTbCs
Heo6XxoaMMbIM OQHOBPEMEHHOE HaxoXaeHne pasnnyHbiX BUAOB NPOAYKLMN HA O4HON
yNakoBOYHOM NMHUU. [ponsBoanTens AOMKEH CBECTU K MUHUMYMY PUCK NepenyTbiBaHUS
NeKapCTBEHHbIX NpenapaToB NyTeM BbINOSTHEHUS COOTBETCTBYOLMX npouenyp v (unm)
npUMeHeHnsa cneymnanbHOro obopyaoBaHns U COOTBETCTBYOLWEro obyyeHnsa nepcoHana.

41. (24) Onepaunn No yrnakoske U MapKMpPOBKE UCcreayeMblX NekapCcTBEHHbIX NpenapaTos
MoryT ObITb 6onee CnoXHbIMN 1 NOABEPXKEHHLIMU OLIMBKaM, KOTOpble TPYAHEE BbISABMATbL, YEM
npv NPOM3BOACTBE 3apErMcCTPUPOBaAHHBIX NEKAaPCTBEHHbIX NpenapatoB. OCO6EeHHO 3TO
KacaeTcsa uccnegyemblx NekapCcTBEHHbIX NpenapaToB C MOXOXUM BHELLUHMM BUAOM Npwu
ncnonb3oBaHum "cnenoro" metoga. B cBsa3u ¢ aTum TpebyeTca npuHMMaTb ocobble Mepbl No
npegoTBpaLLeHunio oLMBOK B MapkKUpOBKe, Hanpumep, 3a cyeT cBegeHnsa 6anaHca STUKETOK,
OYUCTKN NNHUN, OCYLLECTBIIEHNS KOHTPOMS B NpoLecce NpoM3BoACTBa crneumanbHO 06yYeHHbIM
nepcoHasrom.

42. (25) YnakoBKa A0SKHa rapaHTUpoBaTb COXPAHHOCTb UCCreayeMoro fekapCTBEHHOMO
npenapara B HagnexawemM COCTOSAHUN MPU TPaHCMOPTUPOBKE U XPaHEHUU B MPOMEXYTOYHbIX
NyHKTax HasHa4vyeHus. BTopnyHasa ynakoBka JormkHa ObiTb Takom, 4Tobbl Obino cpasy 3amMeTHO
ee BCKpbITMe unu nboe nHoe BMeLLaTenbCTBO BO BpeMS TPaHCNOPTUPOBKMU.

MapkupoBka

43. (26) B Tabnuue Ne 1 o6beanHeHbl TpeboBaHus, cogepxalumecs B nyHkTax 43-48
HacTosuero MpunoxeHns. MapknpoBka gomkHa obecneymBaThb 3alnTy NaumneHTa,
BO3MOXXHOCTb NPOCNEXMBAHUSA U MAEHTUdUKaLWM NeKapCTBEHHOro npenapara u
nccnegoBaHms, a Takke cnocobCcTBoBaThb NPaBUITbHOMY NPUMEHEHUIO UCCIEQYEMOro
nekapcTBEeHHOro npenapara.

44. Ha aTukeTKax A0SPKHA coaepaTbCs cnegyowas nHdopmauus, ecnm He 060CHOBaHoO ee
OTCyTCTBME (HanpumMep, Npu HanM4ynmn LEeHTpann3oBaHHOW 3NIEKTPOHHOW CUCTEMbI
paH4OMU3MPOBAHHOIO KOANPOBAHUS):

a) (a) HaumeHoBaHMe (MM4), agpec n HoMep TenedoHa CrnoHcopa, PUANYECKOro Nnua,
NPUBMEYEHHOrO0 CNOHCOPOM K OpraHn3aunm NnpoBeaeHus KINIMHUYECKOro UccrneaoBaHus (aanee -
KOHTpaKTHasa nuccrnegoBaTtenbckas opraHn3aums) unm nccnegosartensa (OCHOBHOIO KOHTAKTHOrO
nviua ans nonyyYeHns nHdopMaumm OTHOCUTESBHO NIEKApPCTBEHHOrO npenapaTta, KNMHUYEeCKoro
nccnenoBaHns U ANa 3KCTPEHHOrO packoANpPOBaHUS);

0) (b) nekapcTBeHHas popma, cnocob BBeAEHUS, KONMMYECTBO JO3MPOBAHHbLIX €OUHUL, U B
crnyyae nposefeHnsa OTKPbITOro nccrneoBaHus - HAaUMEHOBaHWe 1 (Mnu) wudp
rfieKapCTBEHHOro npenapara 1 ero 403MpOoBKY U (UN) akTUBHOCTb;



B) (C) HOMep cepuun n (MNn) Kog, ANs UAEHTUUKaALUN COAEPXNMOro 1 ornepaummn rno yrnakoBKe;

r) (d) Homep (koa) nccnenoBaHusl, NO3BONAOWMIA NOEHTUUUMPOBATL UCCreg0oBaHMeE,
MEANLMHCKYIO OpraHm3aunio, nccriegoBaTenst U CNoHcopa, eCin 3TO HE yKa3aHo B APYromM
MecTe;

A) (e) noeHTUMUKaLNOHHBIN KO NaumMeHTa n HoMmep BU3nTa (Mpu Hanu4mn);
e) (f) damunusa n nHnumansl nccnegoBaTens (ecnu He ykasaHo B noanyHkTax "a" nmnu "r");

X) (g) ykasaHusi o MCNosib3oBaHUIO (MOXET BbITb NpMBEAEHA CCbIfiKa Ha NMNCTOK-BKNaabILL
nmbo Aapyron NOACHUTENbHbIN JOKYMEHT, NpeAHa3HadYeHHbIM AN nauMeHTa unv nuua,
OCYLLECTBNAOLLEro BBEAEHME NTEKapCTBEHHOro npenapara);

3) (h) Hagnucb "0Na KNMHUYECKUX nccnegoBaHum';
n) (i) ycnoBusi XxpaHeHus;

K) (j) CpPOK MCNONb30BaHUA C YKa3aHMeM Mecsua 1 roga Takum obpasom, 4Tobbl n3bexaTb
nobon HeonpeaeneHHoCcTn (MOXeT BbITb yKazaHa garta, 40 KOTopon Heobxoanmo
NCNoNb30BaTh JIeKapCTBEHHbIN NpenapaTt Anga KNMHUYECKUX UCCreaoBaHUN, CPOK FOOHOCTU UK
AaTta NoBTOPHOro KOHTpons);

n) (k) Hagnuck "XpaHuTb B HEQOCTYNHOM AN1s1 AeTeEN MecTe", 3a UCKINYEHNEM CriyvaeB, korga
nekapCTBEHHbIM NpenapaT npeaHasHayeH ansi UCNonb30BaHMS TOSbKO B YCNOBUSIX
cTaumoHapa.

45. (27) Agpec n Homep TenedoHa OCHOBHOIO KOHTAKTHOrO nuua angd nepegadun nHpopmaumm
OTHOCUTESTbHO NIEKAaPCTBEHHOMO nNpenaparta, KIMHUYECKOro NcCcrneaoBaHnsa N 9KCTPEHHOTO
packoanpoBaHUSA MOTyT ObITb HE YKa3aHbl HA 9TUKETKE, ECNY NAUNEHTY NpeaoCTaBreHbI
WHCTPYKUMS NO NPUMEHEHNIO UM KapTOYKa, Ha KOTOPOWM yKa3aHbl 9TU AaHHble, a Takke AaHa
WMHCTPYKLMSA AepxaTb UX Npu cebe NOCTOSAHHO.

46. (28) aHHble oomKkHbl O6bITb NPMBEAEHbI HA PYCCKOM si3blke. [aHHble, yKa3aHHbIe B

nyHkTe 44 HacTosiwero MNpunoxeHus, JOMKHbI HAXOAUTLCS Kak Ha NepPBUYHON, TaK N Ha
BTOPUYHOW yrakoBKe (KpOMeE CryyaeB, ONUcaHHbIX B NyHKTax 47-48 HacTosiwero MNpunoxenuns).
TpeboBaHus K cogepXaHo MapKUPOBKN Ha 3TUKETKax Ha NEPBUYHOM U BTOPUYHOM YNaKOBKax
npuBeaeHbl B Tabnuue 1. Takke Ha aTUKeTKax MOXeT OblTb NpyBeAeHa MHOopMaLMa Ha OpYruxX
A3blKaX.

47. (29) B cnyyasix, korga uccrnegyemblin iekapCTBEHHbIV Npenapart, nepegaBaeMbll NauneHTy
U nNuuy, OCyLLECTBISIOWEMY BBeAeHNe UccneayemMoro fiekapcTBeHHOro npenapara,
COMNpPOBOXJaeTCs BTOPUYHOW YNaKoBKOW, CoAepallen MHpopmaLmio, yKkasaHHYo B NyHKTe 44
HacTosiero MNpunoxeHns, MapkMpoBKa NepPBUYHON YNakoBKM (Mnun nroboro 3anevyataHHoOro
A03MPYIOLLErO YCTPOMCTBA, COAepXKaLlero NepBMYHYO YNakoBKy) AOSMKHA coaepXaTtb
cnegyoLLyo NHpopMaLnio:

a) (a) HaMmeHoBaHWe (MMs1) CoHCOpa, KOHTPaKTHOW MCCreaoBaTeNbCKOM OpraHn3auum unm
nccneposartens;

0) (b) nekapcTBeHHas dopma, cnocob BBeaeHUs (MOXET He yKa3blBaTbCA AN TBEPAbIX
nepopanbHbiX QOPM), KONMYECTBO A03MPOBaHHbLIX EAUHUL, U B CIlyYae NpoBeAEeHUsI OTKPbITOro



nccnepoBaHvs - HAaMMeHoBaHve U (Mnun) Wndp NeKkapcTBEHHOIO npenaparta v ero 403MPOBKY U
(Mnn) aKTMBHOCTb;

B) (C) HOMep cepun 1 (MnNn) koA ANs naeHTUdUKaLmMmM CogepXumMoro 1 onepawmm rno ynaxkoBke;
r) (d) Homep (koa) nccnenoBaHusl, NO3BONAOWMIA NOEHTUUUMPOBATL UCCeg0oBaHMeE,
MeaMLMHCKYI0 OpraHn3aumnio, nccrnegoBaTtens U CroHCopa, eCriv 3TO HE YKa3aHo B ApYroM
MecCTe;

A) (e) noeHTUMUKALNOHHBIN KO NaumMeHTa n HoMmep BU3nTa (Mpu Hanu4mn).

48. (30) Ecnu nepBrnYHON ynakoBKOW ABNAEeTCA 6nnctep unm oHa MeeT Manbii pasmep
(Hanpumep, amnyrbl, HA KOTOPbIX HE MOTYT ObITb pa3MeLLEHbl AaHHbIE, YKa3aHHble B NyHKTe 44
HacTosiwero MNpunoxeHuns), AomkHa ObiTb NPeayCcMOTPeEHa BTOPUYHASA YNakoBKa C 3TUKETKON,

coaepXkallen 3Tu aaHHble. [py 3TOM Ha NePBUYHONM YNaKOBKE AO0MKHbI OblTb YKa3aHbl:

a) (a) HanmeHoBaHNe (MMS) COHCOPa, KOHTPaKTHOWM UccneaoBaTeNbCKON opraHn3aumm unm
nccnenosartens;

6) (b) cnocob BBeAeHUSA (MOXHO He ykasbiBaTb A58 TBEPAbIX NepoparbHbiX OpM), U B Cryvae
npoBeaeHUst OTKPbITOro UCCrefoBaHUS - HAMMEHOBaHWe 1 (Unn) WNp NnekapCTBEHHOMo
npenapara u ero o3VpoBKa 1 (MNN) aKTUBHOCTb;

B) (C) HOMep cepuun n (Mnn) Kog, ANs MaeHTUUKauUn CoOAepXMmMoro n onepaumm rno ynakoBke;
r) (d) Homep (Kog) nccrnegoBaHus, NO3BONSAWNIA MOAEHTUDULMPOBATL UCCNefoBaHue,
MEeOVLMHCKYI0 OpraHu3aumio, uccnegosaTens v CrioHcopa, eCrnn 31O He YKa3aHo B ApYrom
mecTe;

A) (e) noeHTUMUKALNOHHBIN KO NaumMeHTa n Homep BU3nTa (Mpu Hanu4mn).

Tabnuuya 1. CymmapHasa nHgopmMaumnsa o MapkmpoBke (NyHKTbl 43-48)

a) HaumeHoBaHue (Mms), agpec 1 Homep TenedoHa OBLUUA CITYYAN Ons
CNoOHCcoOpa, KOHTPAKTHOMN UccrneaoBaTeNlbCKOW OpraHM3auum  NepBUYHOMN YNAKOBKU U
unu nccnepoBartens (OCHOBHOro KOHTaKTHOro nuua Ans BTOPUYHOW YNaKOBKM
nony4YyeHuss MHPOpPMaL MM OTHOCUTENBLHO JIeKapCTBEHHOrO (nyHKT 44)

npenapara, KfIMHM4YeCKOro uccrnenoBaHus n ans
3KCTPEHHOro packoaupoBaHus);
NHdopmauums, ykasaHHas B
noanyHkrax "a"™(1) -"n"

MEPBNYHAA YITAKOBKA
Ecnn nepBu4Hyto ynakoBky
N BTOPUYHYHO YNAKOBKY
XpaHAT BMecTe (NYHKT 47)
*(5)
MHpopmaums, ykaszaHHas B
nognyHkrax "a"*(2) "6"*(3)
llBll llrll "ﬂ"

6) nekapcTBeHHas popma, cnocob BBeAEeHUS, KONNYECTBO

A03UPOBaHHbLIX €AUHUL, 1 B Criydae NpoBeAeHUs OTKPbITOro



nccrnegoBaHnd - HaMeHoBaHue U (Unu) Wndp NekapCTBEHHOTO
npenapaTa 1 ero 4o3npoBkKa u (MnNn) akTUBHOCTb; B) HOMEP
cepun n (Mnun) Kog Ana naeHTUrKaumm coaep>xMmoro u
onepaunn No ynakoBke; r) Homep (ko) nccnegoBaHus,
No3BONANLWMIA NOEHTUMUNPOBATL UCCeaoBaHue,
MEeAVLMHCKYIO OpraHn3aumio, nccnegoBartens U CrnoHcopa, ecrnu
3TO He yKasaHo B ApYyroM MecTe; A1) UAEHTUPUKALNOHHBIN KoL
nauueHTa n Homep BuauTa (Npu Hanu4un); €) hammnus u
MHULManbl nccnegoBartens (ecnv He ykasaHo B nognyHkrax "a"
nnm "r'"); ) ykasaHusi no UCnosib3oBaHuio (MOXeT BbITb
npvBeaeHa CCbifika Ha NUCTOK-BKNaapbIw nmbo apyrom
NOSACHUTENbHbLIN OKYMEHT, NpeAHa3HavYeHHbIN ANs naumeHTa
U nuua, ocyLLecTBNAILEro BBegeHe nekapcTBeHHOro

npenapara);

3) Hagnuces "[na KNMHUYeCKMX nccnegosaHuin'; 1) ycrnoBus MEPBUYHAA YINAKOBKA
XpaHeHUs; K) CPOK UCMONb30BaHNSA C YkadaHnem Mecsua nroga  bnuctepbl nnu ynakoBku
Takum o6pas3om, YTobbl n3bexartb Nbon HeonpeaeneHHoCTH Maroro pasmepa

(moxeT 6bITb YKa3zaHa gata, 40 KOTopon Heobxogmmo (nyHkT 48)*(5)
Mcnonb3oBaTb J'IeKapCTBeHHbIVI npenapart, CpOK roqHOCTUN Unun [/IHq_)opmaU'mﬂ, yKasaHHada B
AaTa NOBTOPHOro KOHTPONs); ) HAaANUCb "XpaHuTb B nognyHkrax "a"*(2)
HeOCTYNHOM Ans AeTen MecTe", 3a UCKNIYEHNeM Criyvaes, "6"*(3),*(4) "8" "r" "o"

Korga nekapCcTBeHHbIN nNpenapart npefHa3HaveH ang
NCronb30BaHWS TONbKO B YCMOBUSX CTaunoHapa
MpumeyaHus:

*(1) Agpec n Homep TenedoHa OCHOBHOIO KOHTAKTHOrO fiMua Ansi NofnyyYyeHns nHgopmaumm
OTHOCMUTENbHO NeKapCTBEHHOrO npenapara, KNMHUYECKOro nccneoBaHust U 9KCTPEHHOIO
packoaMpOBaHNS MOXET He CoaepKaTbCsa Ha 3TUKETKE, eCN NaUMEHTY NpeaoCTaBeHbI
WMHCTPYKLMSA NO NPUMEHEHMIO NEKAPCTBEHHOIO Npenaparta Unm KapTouka, rae ykasaHbl 9Tu
AaHHble, a TakkKe JaHa UHCTPYKLMSA OepXaTb Ux npu cebe Bce Bpems (MyHKT 45 HacTosLwero
MpunoxeHus).

*(2) He HyxHO pa3melLaTb agpec 1 Homep TernedoHa OCHOBHOIO KOHTaKTHOro nuua ans
MHpopMaLUN OTHOCUTESTBLHO NEKapCTBEHHOIO npenapara, KIMHUYECKOro nccrneaoBaHus 1
9KCTPEHHOro packoAMpPOBaHUS.

*(3) Cnocob BBEAEHNSA MOXHO He yKasblBaTb ANSA TBEPAbIX NepopanbHbIX JIeKapCTBEHHbIX
doopm.

*(4) MOXHO He yKasblBaTb NieKapCTBEHHYIO (POPMY M KONMMYECTBO LO3UPOBAHHbBIX €ANHULL.

*(5) Ecnun Ha BTOpPUYHOW yrakoBKe COAEPXXUTCA MHpopMauns, npuBeaeHHas B NyHKTe 44
HacTodwwero lNpunoxeHuns.

49. (31) Ana nosicHeHMs yKa3aHHOW Bbille MHGOpPMaLumm MoryT ObiTb MCMOMb30BaHbl CUMBOJbI
nnu nuktTorpammbl. MoxeT ObITb NpeacTaBneHa LONONHUTENbHaA MHdopMauus,
npenocTepexXeHns n (Mnm) MHCTPYKLMM Mo oBpaLLeHnto C NekapCTBEHHbIM NpenapaToMm.

50. (32) B cnyyae npoBefeHns KNMHUYECKUX UCCNeLOoBaHWI, Koraa:

a) HEeT HeobX04MMOCTM B OTAESbHbIX npoueccax nponm3soacTtea UM yrnakoBKHU,



0) npu nccnegoBaHUM UCNONb3YHTCA NEKapPCTBEHHbLIE CPEACTBA, 3apErMCTPUPOBAHHbIE,
npoun3seneHHbIE NN UMMOPTUPOBAHHbBIE B COOTBETCTBUM C 3aKOHO4ATENbCTBOM Poccuickon
depepauymm;

B) B UCCeJOBaHNM NPYHUMALOT y4acTue nauueHTbl ¢ TeMU 3aboneBaHnsaIMU, KOTOpble
COOTBETCTBYHOT NOKa3aHUSAM K MPUMEHEHMIO, YTBEPXKAEHHbLIM NPY PErMcTpaumm, - Ha NepBUYHOM
ynakoBKe Tak, YTOObl He 3aKpbITb OPUrMHANBbHYI 3TUKETKY, AOMONTHUTENBHO AOMKHbI ObITb
npuBeAeHbl creayolime gaHHbIe:

(i) Ha3BaHMe (MMS) CNoHCOopa, KOHTPAKTHOW UCCneaoBaTeNnbCKON opraHmM3aumnm unm
nccneposartens;

(i) Homep (koa) nccnenoBaHUs, NO3BONAKOLWMIA NOEHTMUUMPOBATD MELULIMHCKYHO
opraHusauuio, uccnegosartens n cybbekrta nccneaoBaHus.

51. (33) Ecnn HeobxoamMmo n3MeHnTb aaTy, A0 KOTOPOW MOXET MCMNONb30BaTbLCA UCCneayemMbiin
fleKapCTBEHHbIN nNpenapat, Ha yNakoBKYy JOKHA OblTb HAHECEHA AONOSNTHUTENbHAA 3TUKETKA.
Ha pononHuTenbHOM aTUKeTKe A0SKHA ObITb Yka3daHa HoBasi AaTta, A0 KOTOPOW JOnyCKaeTcs
NCnonb30BaTh fIEKAPCTBEHHbIN NpenapaT, a Takke NOBTOPHO yKa3aH HOMEpP CepuMn.
[loNONHUTENbLHYIO 3TUKETKY MOXHO HaknemeaTb MOBEPX CTAapon AaTbl UCMOSb30BaHWA, HO OHa
He [JOJMKHa 3aKpbiBaTb MCXOOHbIN HOMEP CEpUMU, KOTOPbI HEOBXOANM ANt KOHTPONS KayecTBa.
HaHeceHne JonONHUTENbHOW 3TUKETKM OOSMKHO OCYLLECTBIIATLCA OpraHm3aumsamMmm, MMeoLwmmm
NNLEH3UI0 Ha NPON3BOACTBO NIEKAPCTBEHHbIX CPEACTB UNN NNLEH3UI0 Ha bapMaLeBTUYECKYHO
AesaTenbHOCTb (XpaHeHne NekapCTBEHHbIX NpenapaToB ANa MEOULMHCKOrO npumeHeHns). Mpu
HeobX04MMOCTU HaHECEHME AO0MNOSTHUTENBHOM 3TUKETKN MOXET OCYLLECTBATLCS B
MeANLMHCKOW opraHn3aumm bapmaueBTUYeCKMM PpabOTHUKOM JaHHOW OpraHu3aumm Unu nog
€ro KoOHTponem, MMbo MeauLMHCKUM paboTHUKOM MeOULIMHCKON OpraHM3aunm B COOTBETCTBUM C
TpeboBaHuaMM 3akoHogaTenbcTBa Poccuinckon denepaumn. Ecnm 3To0 HEBO3MOXHO,
HaHeceHWe OOMONHUTENBbHON 3TUKETKM MOXET OCYLLECTBNATb MOHUTOP KIMHUYECKOMO
nccnegoBaHnd, KOTOpbIA NPOLLEN COOTBETCTBYHOLWEE 0byyYeHne. YKasaHHyo onepawmto
Heobxo4MMOo NPOBOAMTL B COOTBETCTBUN C HacToswmmu NMpaBmunamum, cneumanbHbIMU U
CTaHOapTHLIMW OMnepaunoHHbLIMK NpoueaypamMun, a Npu Heobxo4MMOCTH nepeaaBaTb UX
BbIMOSIHEHWE APYron opraHn3auumn no gorosopy. lNpoBegeHve ykaszaHHOW onepaumm OOSKeH
KOHTponMpoBaTb Apyron paboTHuK. HaHeceHne AONONHUTENBHOM 3TUKETKN SOSMKHO ObiTb
TwaTtenbHbIM 06paszom 0POPMIIEHO AOKYMEHTArbHO Kak B AOKYMEHTaX KITMHUYECKOro
nccnegoBaHns, Tak U B 4OCbE Ha Cepuio.

VIIl. KoHTponb kavecTBa

52. (34) MNMockonbKy npouecchl MOryT ObITb HE OKOHYATENbHO ONpeaeneHbl UM He B MOSTHON
Mepe BanuamMpoBaHbl, He06XxoaAnMO yaenaTtb ocoboe BHMMaHne ucnblitTaHusam gnga obecneyeHms
rapaHTuUmM TOro, YTO Kaxaasa cepus NpoayKLMmM COOTBETCTBYET crieumdmkaumm.

53. (35) KoHTponb kayecTBa HEO6XOANMMO OCYLLECTBNATL B COOTBETCTBUM C JOCHE HA
neKkapCcTBeHHbIN npenapart. [lpon3BoanTenb JOMKEH NPOBOAUTL NPOBEPKY 3PPEKTUBHOCTU
KOOMPOBaAHUSA U LOKYMEHTarbHO OhOpMIISTL ee pe3ynbTaThl.

54. (36) Obpasubl nccnegyemblx fieKapCTBEHHbIX NpenapaToB A0SPKHbI XPaHUTLCA B ABYX
uensax: ana obecneyeHma Hannuusa obpasua Ans aHanMTUYECKMX UCMbITaHUI U Ans
obecneyeHns Hann4ms obpasua roToBoro fIekapcTBEHHOro npenapaTa. Takum obpasom,
ob6pasLibl MOXXHO pa3fgenuTb Ha ABe KaTeropuu:



KOHTPOJbHbIN 06paseL - 0bpasubl CEpUN NCXOOQHOIO Cbipbsl, YNAaKOBOYHbLIX MaTepManos,
NeKkapCTBEHHOro NpenapaTa B NEPBUYHONM YNaKOBKE UM FOTOBOMO JIeKapCTBEHHOrO npenapara,
KOTOpble XpaHAT AN NPOBEeAEHNS aHann3a B criydae BO3HMKHOBEHUSA Takon HEOBX04MMOCTM.
[MponsBoauTENb OOMKEH COXPaHATL 06pasLbl C KPUTUYECKMX MPOMEXKYTOUHbIX CTagun
(Hanpumep, co cTagun, nocne KOTopbIX NpeaycMaTpMBaeTCa NPOBEAEHNE aHANNTUYECKNX
nccnegoBaHUi M Bblgada paspeLleHnin Ha Bbinyck) 1 0bpasubl MPOMEXYTOUHbIX MPOAYKTOB,
KOTOpble NOCTaBMSATCA 3a Npeaenbl 30Hbl KOHTPOSA NPOU3BOAMTENS, ECMNN 3TO NO3BONSAET
cTabunbHOCTL 06pa3LOB;

apxmBHbIN obpaseL, - o6paseL, B OKOHYaTENbHOW yNakoBKe, 0TOOpaHHbIN U3 cepumn roToBOM
npoaykuuun. Ero xpaHaT B Lenax nogTBepXaeHnsa naeHTn4yHocTu. Hanpumep, B TedyeHne cpoka
XpaHeHusi cepum MoXeT noTpeboBaTbCa OCMOTP 0b6pasLa unm ynakoBkv, MapKUPOBKK,
WHCTPYKLMM NO NPUMEHEHMIO, NONyYeHne nHopMaLmm 0 HOMepe CeEpUnN N CPOKe rOAHOCTW.

55. Bo MHOrMx cny4asx KOHTPOJSbHbIE U apXUBHbIE 06pas3Lbl FOTOBOM NPOAYKUMU NOEHTUYHbI 1
ABMAKOTCA egMHMLaMM NPOAYKLMM B OKOHYaTENbHOM yNnakoBKe. B Taknx cnyyasix KOHTPOSbHbIE
N apxmBHble 0bpa3subl MOryT paccMaTpuBaTbCA Kak B3anMmo3aMeHssemble. KOHTPOIbHbIE K
apxuBHble 0bpa3sLbl MCCreayemMoro fIekapCTBEHHOMO npenapaTa, B TOM Yucne
3aKo4MpPOBAHHOIO NEKapCTBEHHOIO nNpenapaTta, A0MMKHblI COXPaHATLCS HE MEHee ABYX NeT
nocrne 3aBepLUeHns N nNpekpaweHnsa NocneaHero KNMHUYeCcKoro nccneaoBaHusi, B KOTOPOM
ncrnonb3oBanacbh faHHas cepus (B 3aBUCUMOCTM OT TOr0O, Kakor 13 Nnepnogos AofbLUe).

56. NponsBoanTenb OOMKEH yAensaTb BHUMaHME XpaHEeHMIO apXMBHbIX 06pa3LoB 4O TeX nop,
noka He GygeT coCTaBIiEH OTYET O KMMHUYECKOM MCCreagoBaHuu, ansa obecnevyeHns
BO3MOXXHOCTM NOATBEPXKAEHUS MAEHTMYHOCTM NEKAapCTBEHHOIO npenapaTta, YTo Heobxoanmo
npu paccrnegoBaHnax HenpeaBMaeHHbIX CryvyaeB UM NPoTUBOPEYNBBIX PE3YNbTAaTOB TaKMUX
nccnegoBaHuUn.

57. (37) MecTo XpaHeHUst KOHTPOSbHbIX N apXMBHbLIX 0O6Pa3LIOB AOSMKHO ObITb OnpeaeneHo B
cornaleHun Mexay CroHCOpoM 1 npounssoguTenem(amm).

K Takum mectam Heobxoammo obecneunTb CBOEBPEMEHHbBIM AOCTYN NpeacTaBUTENen
YNOSTHOMOYEHHOro heepansbHOro opraHa UCMONMHUTENbHOW BracTu.

58. KoHTponbHbie 06pasLbl rOTOBOro JIeKapCTBEHHOMO npenapaTta AoMKHbI COXPaHATLCA B
Poccunckon ®efepaunm unu B TpeTben cTpaHe, ecnu mexay Poccurckon ®egepauven u
TpeTben CTPaHON-IKCMNOPTEPOM CYLLECTBYIOT COrflalleHnsl, KOTOpble rapaHTUPYIOT, YTO
npounssoauTenb nccnegyemMoro nekapcTBEHHOro npenapara npugepXxmBaeTcs npasus
Hagnexawero npou3BoACTBa, TpeboBaHMSA KOTOPbIX HE HUXe TpeboBaHU HacToAwmx MNpasun.
B nckniountenbHbIX cnyyasax KOHTpOrnbHble 06pa3ubl FOTOBOrO SiekapCTBEHHOrO npenapara
MOFYT XPaHUTbLCA Y NPOM3BOANTENS B TPETbEN CTpaHe. B ykazaHHOM crnyyae 370 JOMKHO ObITb
060CHOBAHO U JOKYMEHTaNnbHO OPOPMIIEHO B BUAE COrnaLleHnst Mexay CrnOHCOpOM,
nmnoptepom B Poccuiickyto ®efepaumntio n NnpomsBoamnTenemM nekapcTBEHHOro npenapara B
TpeTben cTpaHe.

59. KonnyecTtBo KOHTPOMbHbLIX 00pa3LoB A0MKHO ObITb 4OCTATOMHBIM As NPOBEeAeHUs He
MeHee ABYX MOMHbIX aHanUTUYECKUX UCCIeaoBaHUn cepumn NpoayKLun B COOTBETCTBUN C
TpeboBaHUAMW 0Cbe Ha NEKapCTBEHHbIN NpenapaT, NoAaHHOro B YNONTHOMOYEHHbIN
denepanbHbIi opraH UCMONHUTENBHOW BNAacTy ANS Nony4YeHus paspeLleHus Ha nposeaeHne
KNMHMYECKOro UccrneaoBaHus.



60. [ns apxmBHbIX 0Opa3L 0B JONYCKAETCHA XpaHUTb MHCPOPMALUIO B OTHOLLEHUN OKOHYaTESNbHO
yNakoBaHHbIX eQUHUL, NTeKapCTBEHHbIX NpenapaToB B BUAE NMUCbMEHHbIX UITN 3NEKTPOHHbIX
3anucen, ecnu Takme 3annucu obecneynBaroT AoCTaTouHy0 nHopmaumto. B nocnegHem
crny4yae cuctemMa xpaHeHusi OMKHa COOTBETCTBOBaTb TpeboBaHUAM, YCTaHOBMNEHHbIM
MpunoxeHnem Ne 11 kK HacTosawmM [paBunam.

IX. Bblaaya paspelueHusi Ha BbiNyCK cepun

61. (38) He gonyckaeTcs Bblgada paspeLlleHmnsi Ha BbINyCK UCCrnenyeMblX nekapCTBEeHHbIX
npenapaToB 4O TeX NOp, Noka yNnosIHOMOYEHHOE L0 HEe YOOCTOBEPUT BbIMOMHEHNE
YyCTaHOBMEHHbIX TPe6OBaHUIN C yHETOM MONOXEHUI, NPEAYCMOTPEHHbIX NyHKTamMn 62-63
HacTodwero lNpunoxeHuns.

62. (39) Ha BbINONHEHNE YNONHOMOYEHHbLIM NTMLIOM CBOMX 06SA3aHHOCTEN B OTHOLLIEHNN
nccrnegyemMblx NIEKapCTBEHHbIX NpenapaToB BAMSIOT pasHble (hakTopbl, KOTOPbIE NEPEYUCTIEHDI
HUXe:

a) NekapcCTBEHHbIN nNpenapaT nponseeaeH B Poccunckon denepaumm, HO He 3aperMcTpmMpoBaH
B Poccunckon ®efepaumn: npu nogaye 3asiBfieHMst Ha Bblgadvy paspeLleHuns Ha npoBeaeHne
KIMHWUYECKOro nccnegoBaHus Heo6xoaMmMo yaoCTOBEPUTL, YTO UCCNEAYEMbIN NTEKAPCTBEHHbIN
npenapaT NpoM3BeaeH N NPOBEPEH B COOTBETCTBUMN C TpeboBaHMsaMKN HacToswmx [Npaswun,
A0Cbe Ha NeKapCTBEHHbIW Npenapar, a Takke YTO UMeeTCa COOTBETCTBYHOLLAA NHGopMauus,
npegocTaBfieHHasi COHCOPOM YMOSIHOMOYEHHOMY doeeparibHOMY OpraHy UCMOMHUTESNbHON
BracTu;

0) nekapCTBEHHbIN NpenapaT 3apernctpmpoBaH B Poccunckon degepaummn, noctaBnsaeTcs
opraHusauunen onToBoW TOProenun, KoTopast Haxoautcsa B Poccunckon denepaumm, He3aBUMCUMO
OT TOro, rae NPoOn3BOAMTCA NeKapCTBEHHbIM Npenapar: 4eNUCTBYIOT TpeboBaHus,
nepeyvncrieHHble B NoanyHKTe "a" HacToALWEero NyHkTa, Ho 06 beM NpeaoCTaBNEHHbIX AAaHHbIX
MOXeET ObITb OrpaHNYeH NOATBEPXKAEHNEM TOr0, YTO fIeKapCTBEHHLIN NpenapaTt COOTBETCTBYET
3asIBMEHNIO Ha Bblgayvy pa3peLleHnsi Ha NPOBEeAEHNE KITMHMYECKOro nccnenoBaHms u niobon
nocnegytowien oopaboTkm C Lenbio KOOUPOBaHUS, OCYLLECTBNEHUS crieumanbHON YNakoBKN UIn
MapKMPOBKM ANSA 3TOro nccnegoBaHus. [locbe Ha NEKAPCTBEHHbIN NpenapaT Takke MOXET ObiTb
OrpaHnyeHHbIM N0 06beMY (MYHKTbI 24-26 HacTosiwero MNpunoxeHuns);

B) NeKapCTBEHHbIN nNpenapaTt UMNOPTUPOBAH HEMOCPEACTBEHHO U3 TPETbEN CTPaHbI:
HeobXxo4MMO NOATBEPAUTL, YTO OH NPOM3BEAEH N NPOBEPEH B COOTBETCTBUM C NpaBuiamm
Hagnexawero npoM3BoOACTBa, TPeOOBaHMS KOTOPbLIX HE HUXE, YeM TPeBOBaHUSA HACTOALLIMX
MpaBun, 4OCbe Ha NekapCTBEHHbIM Npenapar, a Takke YTO UMEEeTCs COOTBETCTBYHOLLas
MHdopMauus, NpegocTaBneHHasi COHCOPOM YNOSTHOMOYEHHOMY doeepanbHOMY OpraHy
NCMNONHUTENBbHOW BRacTU Npu nogave 3asiBfieHNs Ha Bblaady paspeLleHuns Ha npoBeaeHne
KNMHM4YecKoro nccnenosaHna. Ecnm nccnegyemble nekapcTBeHHbIE npenapaTbl BBE3eHbI U3
TPeTbeN CTPaHbI U ABNAIOTCSA OOBEKTOM cornalleHuns, NPUHATOro mexay Poccunckon
depepaumen n 3ToM CTpaHOW, HaNPUMeEpP TakuUM, Kak corfialleHne 0 B3anMHOM NpU3HaHUK,
noboe nogobHoe cornaweHne npegycmaTpuBaeT NPUMEHEHNe TpeboBaHW B OTHOLLEHWN
3TOro NIeKapCTBEHHOrO nNpenapaTta, He HWXe, Yem TpeboBaHmna HacToswwmx Mpasun. MNpu
OTCYTCTBMM COrnaLleHnsi 0 B3aMMHOM MPU3HAHUKN YNONHOMOYEHHOE NNLO Ha OCHOBE
MHdOpMaLUUmM O CUCTEME KayecTBa NPOM3BOAUTENS AOSTHKHO YCTAHOBUTb, YTO MPUMEHSIOTCSA
TpeboBaHNA He HMXEe, YeM TpeboBaHUA HacToAwmx MNpaeun. ATy MHOpPMaLUUIo, Kak NpaBuno,
nony4aroT NyTem yvyactus B ayaute hapmaueBTMYECKON CUCTEMbI Ka4ecTBa NPOU3BOANTENEN.
1 B nepBoMm, 1 BO BTOPOM Criy4ae ynosITHOMOYEHHOE JIMLIO MOXET BbINOSHUTb OLIEHKY



COOTBETCTBUA HAa OCHOBaHUM LOKYMEHTaUWW, NpeaoCTaBneHHOM Npon3BoanTenemM u3 4pyrom
cTpaHbl (NYHKT 63 HacToswero NpunoxeHus);

r) Npy BBO3€ NpenapaToB CPaBHEHUS, KOrAa HEBO3MOXHO rapaHTMPOBaTh, YTO Kaxaas cepust
npoaykumm Gbina nponsseneHa B COOTBETCTBUN C TpeOOBaHMSIMU HE HUXe, YeM TpeboBaHMs
HacToswwmx MpaBun, ynonHOMOYEHHOEe NULO AOIMKHO NOATBEPAUTL, YTO KaxKaas
npousBedeHHas cepusi NpoLuia Bce BUAbl KOHTPOMS U UCTIbITAHUIA, HEOOX0AMMBIX ANS
NOATBEPXXOEHUS ee KayecTBa, a TakkKe YTO UMEeeTCs COOTBETCTBYOLIAsA MHopMaums,
npeaocTaBnieHHasi COHCOPOM YMNOfIHOMOYEHHOMY dbefiepanbHOMY OpraHy UCMONMHUTENbHOM
BMNacTu Npu nogaye 3asiBfieHMs1 Ha Bblgayy paspeLleHnss Ha NpoBedeHMe KITMHUYECKOro
nccrnegoBaHus.

63. (40) NMpwn oueHke Kaxxgonm cepun NPoayKUMK Nepen Bblayvyen paspeLleHunst Ha Bbinyck
AOMKHbI ObITb pacCMOTPEHbI cneaytoLme akTopbl, 06CTOATENLCTBA U AOKYMEHTHI:

A0Cbe Ha ceputo, B TOM YnUCe 3anncu No KOHTPOSO KayecTBa, 3anmcu no KOHTPOSo B
npouecce NpoM3BOACTBA U 3anNncu paspeLleHns Ha BbIMyCK, CBUOETENbCTBYOLWMNE O
COOTBETCTBUM CEPUN NPOAYKLMN OOChbE HA NIEKAapCTBEHHbIN Npenapar, 3aka3sy, NPpoTOKony
nccnegoBaHna 1 Kogy paHgoMmmsauuun. B aTm 3anmcm SOMmKHbI ObiTb BHECEHbI BCE OTKIOHEHUS
UIM BHECEHHbIE B NNTAHOBOM MOPSAKE N3MEHEHUS, a Takke Ntobble AONONTHUTENbHbIE NMPOBEPKM
NN ncnbiTaHus. 3anucu AomkKHbl ObITb MOSTHBIMU U AOMMKHbI ObITb COrnacoBaHbl NEPCOHANIOM,
YNOSTHOMOYEHHbBIM Ha 3TO B COOTBETCTBUM C (hapMaLeBTUYECKON CUCTEMOWN KavyecCTBa;

YCrOBUsi NPOM3BOACTBA;
AaHHble 0 Banuaauum obopyaoBaHus, NPOLIECCOB M METOOUK;
npoBepKa OKOHYaTerNbHOM YNaKOBKY;

pe3ynbTaTbl NOObLIX aHANN30B UMW UCTbITAHWUIA, NPOBEAEHHbIX NOCIE MMMOPTUPOBAHUS, €CIK
HeobxoanMmo;

OTYETbl O CTAOUIBHOCTMY;
AaHHble O NOCTaBLUMKE M NPOBEPKE YCINOBUIA XpaHEHUSI U TPAHCMOPTUPOBKY;
oT4yeThbl 06 ayaMTax cUCTeMbl kayecTBa NPOM3BOAUTENS;

AOKYMEHTbI, MOATBEPKAAOLME NPaBO NPON3BOAUTENS Ha NPOU3BOACTBO UCCeayeMbIX
neKapCcTBEHHbIX NpenapaToB (BKMoYas npenapaTtbl CPpaBHEHMWS) HA 9KCMOPT, BblAaHHbIE
YNONTHOMOY€EHHbIM heeparnbHbIM OpraHOM UCMOSTHUTENBbHOW BRacTy;

TpeboBaHNA HOpMaTUBHbIX NPaBOBLIX akToB Poccuiickon degepaumm B OTHOLLEHUN
perncTpaumoHHOro Aockbe, NpuMeHsieMble TpeboBaHusA HacToAwmx MNMpasun u nobble
noaTBepPXAeHUs YNOonHOMOYEHHOro oeepasibHoOro opraHa UCNosTHUTENbHOW BNacTu O
cobntogeHun TpebosaHuin HacToswmx Npasun;

UHblEe PAKTOPbI, KOTOPbIE YNOMHOMOYEHHOE MULIO CHMTAET 3HAaYMMbIMU B OTHOLLIEHUM KaYecTsa
cepun.

64. 3Ha4YMMOCTb BblLLENPMBEAEHHbIX (aKTOPOB 3aBMCUT OT CTPaHbl, B KOTOPOW NPOM3BOAAT
nekapCTBEHHbIV Npenapar, NPoM3BOAUTENS, CcTaTyca permcTpaumm nekapcTBEHHOro npenapara
(3apeructpupoBaH nun oH B Poccuiickon degepaumm nnu B TpeTbUX CTpaHax), a Takke oT ¢asbl



KnuHn4yeckomn paspaboTkn. CnoHCop AOMKEH rapaHTMpoBaTh, YTO BCE (PaKTOpPbl, NMPUHATbLIE BO
BHVYMaHWE YyNOSTHOMOYEHHbBIM NULOM, BbINOSHSOLLMM OLIEHKY CepUN, COOTBETCTBYIOT
MHdOpMauuK, NpeaocTaBrieHHON YNONMHOMOYEeHHOMY doeiepanbHOMY OpraHy UCMOMHUTENBHON
BNacTu Npu nogave 3asiBfeHns Ha Bbigady paspeLlleHns Ha NpoBeAeHne KITMHUYECKOro
nccrnegoBaHna (NyHKT 68 HacToswero NpunoxeHus).

65. (41) Ecnun uccnenyemble nekapcTBeHHbIE NpenapaTthl NPOU3BOAAT N YNaKoBbIBAKOT Ha
pas3HbIX y4dacTKax, 3a KOTOpPble HECYT OTBETCTBEHHOCTbL pa3Hble YNONTHOMOYEHHbIE NNLA,
AOITKHbI BbITh cobnoaeHbl TpeboBaHus, ycTaHoBneHHbIe [MpunoxeHnem Ne 16 K HacTosLWmMM
MpaBunam.

66. (42) Ecnun HacTosawmmu MNpasunamu, a Takke NHbIMWU HOPMaTUBHBIMUM NMPaBOBbLIM aKTam
Poccuinckon ®egepaunmn npegycMoTpEeHO OCYLECTBIIEHNE onepaLmi No ynakoBke unm
MapKMpoOBKE B MEOULMHCKOW opraHmM3aummn papmMaueBTn4ecknm paboTHUKOM UM Nog, ero
KOHTponem, nmbo MeanuuHCKMM paboTHUKOM MEOULIMHCKON OpraHmM3aummn, yaoCTOBEPEHMS
AaHHbIX onepauuin ynorHOMOYEHHbIM NULIOM He TpebyeTcs. OgHako CNOHCop HeceT
OTBETCTBEHHOCTb 3a obecneyeHne Haanexallero OKyMeHTanbsHoro ohopmneHnsa gaHHoN
AeATenbHOCTN, COOTBETCTBME TpeboBaHUAM HacTosAwmx NMpasmn n Nnpn He0BXo4MMOCTH
AOJMKEH NPOBOANTL KOHCYMbTaLMKM C YNONHOMOYEHHBIM SINLOM.

X. TpaHcnopTuUpoBKa

67. (43) iccnenyemble nekapCTBEHHbIE NpenapaThbl 4OSMKHbI OCTaBaTbCs MO KOHTPOSIEM
CMOHCOpa A0 3aBEPLLEHNSA OBYX3TaMHOM Npoueaypbl Bbldaum paspeLLleHns Ha BbIMyCK: OLLEHKM
COOTBETCTBUSA YMNOSTHOMOYEHHbIM NIULOM U BblAa4n CMOHCOPOM pa3speLLEeHNS Ha BbIMyCK AN
NCNonb30BaHMs B KMMHUYECKOM MCCreaoBaHUN nocne cobnioaeHnsa ycTaHOBNEHHbIX
TpeboBaHun. Oba atana AomkHbl ObiTb 0GOPMIIEHBI AOKYMEHTAsNbHO, a 3anncu A0SKHbI
XPaHUTbCS HENOCPEACTBEHHO Y CMOHCOpA UNn y nvua, KOTopoe AENCTBYET OT €ro UMEHM.

68. (44) TpaHCNOPTMPOBKY UCCeayeMbIX NeKapCTBEHHbIX NpenapaToB He06xoaUMo
OCYLLECTBNATb B COOTBETCTBUM C UHCTPYKLUNAMU, NPEAOCTaBNEHHbIMU B pacnopsikKeHne
CMOHCOPOM UMW NULLOM, AENCTBYHOLLUM OT €ro UMeHM.

69. (45) o nocTtaBku nccnegyemblix nekapcTBEHHbIX NpenapaToB K MecTy NpoBeaeHus
nccnegoBaHui OMKHbI ObiTb YCTAHOBMEHbI NpaBMia No packogmpoBaHUI0 NEKApPCTBEHHbIX
npenapaToB NepCoHasIoM, MMEIOLLMM COOTBETCTBYIOLLME MOSTHOMOYMS.

70. (46) Heobxoaumo xpaHuTb NoAPO6HbIN NepeveHb OTIPY>KEHHOM NPOAYKLUMN, COCTaABNEHHbIN
npounssogutenem nnn nmnoptepom. Ocoboe BHMMaHME TpebyeTcsa yaenaTb TOYHOCTU YKa3aHus
HanMeHOBaHWA 1 agpeca nonyyatens.

71. (47) MNepepnayy nccnegyemblix nekapcTBEHHbIX NpenapaToB U3 04HOro Mecta NpoBedeHus
nccnegoBaHuii B Apyroe HeobxoaMMo NpoBOAUTb TOMBKO B UCKMIOYUTENBHbIX Cry4YasiX.
Mopsgok Takon nepefayn OomKeH ObiTb YCTAHOBMEH CTaH4APTHOW onepaumoHHOM
npouenypoun. Heobxoanmo NpoBepUTbL COBOKYMHOCTb MMEIOLLMXCS O NeKapCTBEHHOM
npenapaTe CBeAeHUN 3a TOT Nepuos, Korga OH Haxo4urncs BHe KOHTPOIs NPOU3BOANTENS,
HanprmMep, C NOMOLLBIO OTYETOB O MOHUTOPUHIE KITMHUYECKUX UCCNefoBaHUA NN perncTpaumnm
YCrOBU XpaHeHNs Ha npebiayLiemM MecTe nNpoBedeHnsa nccregoBaHnin. Takas npoBepka
AOJIMKHA YYMTbIBATLCS NPU OLLEHKE BO3MOXHOCTM nepefayn npoaykuun. K yyactuio B npoBepke
Heo6xoaMMOo NpuBRekaTb YNOHOMOYEHHOE NnLO. Mpy HEOBXOANMOCTM NEKaPCTBEHHbIN
npenapart AomkeH 6bITb BO3BpaLLeH NPOn3BOAUTENIO ANA NMOBTOPHON MapKUPOBKK U ANS ero



OLIEHKM YNMONTHOMOYEHHbIM NLOM. Heob6xoaumMo XpaHuTb 3anucu 1 obecrnednBaTthb NOMHoe
oTcrneXxunBaHue noaoOHbIX Nepenau.

XI. NMpeTeH3nun

72. (48) BbiBOAbl No pesynbTtatam noboro paccnenoBaHusi, NPOBeLEHHOIO B CBA3N C
NOCTYNNEHMEM NPETEH3UN MO KAa4YeCTBY NEKApPCTBEHHOIO npenapara, paccmaTpuBaloTCA
NpoOu3BOANTENEM UM UMMOPTEPOM M CIIOHCOPOM (€CNN 3TO HE OA4HO M TO e Nnuo). B atom
AOJTKHbI y4acTBOBaTb YNOMHOMOYEHHOE NNLO U Nnua, OTBETCTBEHHLIE 3a NPOBEAEHNE
COOTBETCTBYHLLErO KIMMHNYECKOro UCCnefoBaHns, YTOObl OLEHUTb BO3MOXHOE BIIUSIHNE
NpeTeH3nmn Ha KNMHNYECKoe uccrneaoBaHne, pa3paboTky nekapcTBEHHOro npenapara u
naLMeHToB.

XIl. OT3bIBbI U BO3BpaThHI
OT3bIBbI

73. (49) NMopsaok oT3bIBa Uccnenyemblix NekapcTBEHHbIX NpenapaToB N ero JOKYMEHTanbHOro
ohopmneHns OMmKeH BbiTb cornacoBaH Mexay ClOHCOPOM U NPOU3BOAUTENEM UMK
nMNopTepom (ecrnm aTo He OAHO U TO Xe Nnuo). iccnegosaTenb Y MOHUTOP KITMHUYECKOTO
nccnegoBaHns AOSMKHbI MOHMMAaTh CBOM 06A3aHHOCTU NPW BbINOSIHEHUN OT3bIBa.

74. (50) CnoHcop A0MKeH rapaHTUpoBaTh, YTO NOCTaBLUMK NOOOro npenaparta CpaBHEHUS UNn
APYrnx NeKapCTBEHHbIX NPenapaToB, UCMNOMNb3yeMbIX B KITMHUYECKOM UCCNeaoBaHnn, UMeeT
CUCTEMY ANS N3BELLEHNS CNOHCopa 0 HEOBXOAMMOCTIN OT3bIBa NMOOOro NOCTaBEHHOMO
rleKapCTBEHHOro npenapara.

Bo3Bparthbl

75. (51) BosBpaT uccneayembix fekapCTBEHHbIX NpenapaToB AOSMKEH OCYLLECTBNATLCS B
COOTBETCTBUN C TpeBOoBaHMSIMIN CNOHCOPA, YCTAHOBIIEHHbIMM B COOTBETCTBYIOLLMX Npoueaypax.

76. (52) BosBpalleHHble uccrnegyemble fiekapCcTBeHHbIe npenapaTthl A0SKHbI ObITb YETKO
naeHTudmumnpoBaHbl. OHM OOMKHbI XPaHUTLCSA B crieunanbHO npeaHasHavyeHHON
KOHTpONMpyemMoun 30He. HeobxoanumMo CoxXpaHATb 3anmcu no y4eTy BO3BpaLLEHHbIX
nekapCTBEHHbIX NpenapaTos.

XIll. YHnYTOXEeHue

77. (53) CnoHcop HeceT OTBETCTBEHHOCTb 38 YHUYTOXEHNE HEUCTNOSb30BAHHbIX U (UIn)
BO3BpaLLEHHbIX UCCneayeMblX NIeKapCTBEHHbIX NpenapaToB. He gonyckaeTcs yHUYTOXEHME
nccnegyemMblx nekapCcTBEHHbIX NpenapaTtoB 6e3 nonyYyeHns NMCbMEHHOro paspeLleHns
cnoHcopa.

78. (54) Ons kaxgon MeguLmMHCKON opraHmM3aumm, NpoBoasLen KIMHu4eckoe nccnegosaHve, n
Kakgoro nepuoga nccrnegoBaHus CroHCOop U Nnuo, JeNCTBYIOLLEE OT ero UMeHW, JOMKeH
duKkcupoBaTtb, COCTaBnNATb 6GanaHc 1 NPOBEPSATbL KONMYECTBO UCCIeLyeMOro fiekapCTBEHHOIO
npenapara, KOTOpoe MNOCTaBMEeHO, UCMOMb30BAHO 1 BO3BPALLEHO. YHUYTOXEHME
Hencnonb30BaHHbIX UCCIedyeMbIX JIeKapCTBEHHbIX NpenapaTos Ana JaHHOW MeaNLNHCKON
opraHusauun unu aHHoro nepuvoga nccnegoBaHuim 4onyckaeTcs OCyLWecTBATb TOMNbKO nocre
TOro, Kak 6ygeT npoBeAeHO paccrnenoBaHue, NpeaocTaBNeHo yYaOBNETBOPUTENBHOE
06BbACHEeHNe NbbIM HECOOTBETCTBUAM, @ TakKe COCTaBMeH MaTepuarbHbii 6anaHc.
[okymeHTanbHoe odpopmMrieHre onepauun No YHNYTOXEHUIO NeKapCTBEHHOMo npenapara



HeobXxo4MMo BECTM TakuM 06pa3om, YTobbl CylLleCcTBOBaria BO3MOXHOCTb MOArOTOBUTL OTYET
000 Bcex onepaunsax. 3annucm no YHUYTOXEHUIO HEOBXOAUMO XPaHUTL Y CNOHCcopa.

79. (55) B cnyyae yHN4TOXEHUSA uccreayemMblx fiekapCTBEHHbIX NpenapaToB CMNOHCOPY AOJTKEH
ObITb NPeACTaBneH akT C ykazaHueM AaTtbl UM MHOW AOKYMEHT 06 YHUYTOXeHUU. B aTnx
AOKYMEeHTaxX AO0SMKHbI BbITb yKa3aHbl HOMepa cepuin 1 (Mnu) Kogpl naumMeHToB (NMnbo obecneveHa
BO3MOXHOCTb UX OTCMEXMBaHUSA), a TaKkKe KONMMYECTBO YHUYTOXEHHbIX JIEKapCTBEHHbIX
npenapaTos.

MpunoxeHne Ne 14
Kk Npasunam opraHmnsaumm NpomM3BoaCTBa
N KOHTPOIS KayecTBa NeKapCTBEHHbIX CPeaCTB

MpounsBoncTBO NeKkapCcTBEHHbIX NpenapaTos, Nosly4YaemMbIiX U3 JOHOPCKOW KPOBU UK
nnasmbl

|l. TepMmuHbI M onpegeneHus
1. Ons uenen Hactoswero MpunoxeHna Ncnonb3yTcs cneayowme OCHOBHbIE NMOHATUSA:

KOMMOHEHT KPOBM - TepaneBTUYeckasi COCTaBMsoLLan KPOBU (3pUTPOLNTLI, NTENKOLMUTDI,
TpomMBoUMTbI U Na3ma), KoTopasi MOXKeT ObiTb NOArOTOBMEHA Pa3fMYHbLIMU METOAAMU;

KpOBb - LiefibHasi KpOBb, KOTOpas B3dATa y AoHopa u obpaboTaHa gns TpaHcdysmm unu ans
AanbHenwero Npon3BoACTBa;

JleKapCTBEeHHbIe MnpernaparTbl, NofyvYyaemMble N3 ,EI,OHOpCKOI7I KpOoBU Unn nna3mbl - rneKkapCTBeHHbIE
npenaparbl Ha OCHOBE KOMIMNOHEHTOB KPOBW, Npon3BeaeHHbIE NMPOMbILLJTIEHHBIM cnocobow;

obpaboTka - Nobon 13 aTanoB NONy4YeHMUs KOMNOHEHTOB KPOBU, KOTOPbIV OCYLLECTBIISIeTCA
nocrie B3ATUS KPOBW Nepes nonyvyeHMeM KOMMOHEHTa KpOBUM, Hanpumep, cenapauus n
3aMOpo3Ka KOMMNOHEHTOB KpoBu. B HacToswem MNpunoxeHnn nog o6paboTkon 4ONONTHUTENBHO
NMOHMMaIOT BbINOSTHAEMblE B OpraHM3aLmsx no B3ATUIO KPOBW onepaLmmn, KOTopble SBMSITCS
cneunduyeckumMmn ans nnasmbl, UCNoNb3yeMon Anst PpakUMOHNPOBAHNS;

OCHOBHOE [0Cbe Mna3mbl - OTAENbHbIA AOKYMEHT, KOTOPbIA HE BXOAMUT B perncTpaumMoHHoe
AO0Cbe Ha NeKkapCTBEHHbIN NpenapaT. YKaszaHHbIN JOKYMEHT COAEPKUT BCIO HEOOXOAMMYHO
nogpo6HyH0 MHOPMALMIO B OTHOLLEHUN XapaKTEPMUCTUK LeNTbHOWM AOHOPCKOM Miasmbl,
NCronb3yeMom Kak UCXOAHOEe Cbipbe AN NPOn3BOACTBa MPOMEXYTOUHbIX opakuum u (unum)
cybdpakumin, BCnoMoraTenbHbIX BELECTB U hapMaLeBTUYECKMX CyOCTaHLNMn, KOTopble
ABMISOTCA YaCTbio NSia3Mbl, NleKapCTBEHHbIX NpenapaTosB Unv usgenum MeamumnHCKoro
Ha3HayYeHus;

OTBETCTBEHHOE JMNLO - cneunarnbHO Ha3Ha4YeHHOe NMMLUO B OpraHmn3aunn no B3ATUIO U NMpOBEpKe
KPpOBU, KOTOPOE HECET OTBETCTBEHHOCTb 3a:

obecne4veHne Toro, YTo KPOBb UMM €€ KOMMOHEHTbI OblNn B3ATbI 1 MPOBEPEHbI B KAXXO0M
eaVHNLEe He3aBMCUMO OT UX NpeaHa3Ha4vYeHns], a Takke 3a To, YTO (B Cnyyae npegHasHadYeHus
Ansa TpaHcdy3nm) nx obpaboTka, XxpaHeHMe 1 OTNycK Obinn Npon3eeaeHbl B COOTBETCTBUN C
3akoHogartenbcTBoM Poccuinckon ®egepaunu;



npegocTaBfieHne YNoSIHOMOYEHHbIM dbefepanbHbIM OpraHam UCMONHUTENbHOW BacTn
Heobxoanumon nHpopMaLmm OTHOCUTENBHO NPeANUCaHUA, pa3peLLeHnin, akkpeauTauum nnu
NULEH3NPOBAHNS;

BbINOJSIHEHWE B OpraHM3aLmm rno B3ATUIO U NMPOBEPKE KPOBU BCeX TpeboBaHmi
3akoHopaTtenbcTBa Poccuickon denepaumn.

OTBETCTBEHHOE NULIO AOMMKHO OTBEYaTb cneagywowmm ycnosmdam B OTHOLLEHNN KBaJ'IVI(*)VIKaLI,VIVIZ
MMETb BbICLLEE MeaMLUMHCKOe unm buonornyeckoe o6pasoBaHV|e;

UMETb CTaxk paboTbl HE MeHee ABYX NET B OQHOM UM HECKOSbKMX OpraHn3aumsix no B3ATUIO K
NpoBepKe KPOBU, OCYLLECTBIIAIOLMX 3ab0p 1 (Mn) UCNbITaHNA KPOBW YenoBeka, ee
KOMMOHEHTOB, UIN UX NOMy4YeHne, XpaHeHE U pacnpeaenexHume.

YKa3aHHble Bblle 06513aHHOCTN OTBETCTBEHHOIO NnLa, MOryT 6bITb NepedaHbl ApyrMm nuuam,
UMEIOLLIMM COOTBETCTBYHOLLYIO KBANM@MKaLUMO 1 CTax paboTbl AN BbIMOMHEHNSA 3TUX
obsa3aHHocTeN.

OpraHusaumm no B3sTUO M NPOBEPKE KPOBU AOIMKHbLI COOOLWATb B YNOSTHOMOYEHHbIN
defepanbHbI OpraH UCNONHUTENBbHOW BAAcTU daMuimio, UMs U OTYECTBO (NPU Hann4um)
OTBETCTBEHHOIO NULA, a TakKe Nuu, KOTOpPbIM NepenaHbl 06593aHHOCTM OTBETCTBEHHOIO NLA,
BMECTe C MHopmaLmen 0 KOHKPETHbBIX 00S3aHHOCTAX, KOTOPbIE HA HUX BO3MOXEHbI.

Ecnu oTBeTCTBEHHOE NMLIO MNK NKLA, KOTOPbIM NepeaaHbl 06513aHHOCTM OTBETCTBEHHOIO NMLA,
3aMEeHS0TCS Ha NOCTOSAHHOW NN BPEMEHHOW OCHOBE APYrMM fULIOM, OpraHn3aumns rno B3sTUIO U
npoBepKe KPOBU OOMKHA cpa3y yBeAOMUTb YNONIHOMOYEHHbIN dbeeparibHbIN opraH
NCNOJSTHUTESbHOW BNAcTN O hamMuninm, UMeHu 1 oT4ecTBe (NpU HaNU4MmM) HOBOro
OTBETCTBEHHOrO Nuua 1 aaTe ero HasHa4yeHus;

nnasma gns opakuMoHNPOBaHUS - XUAKas YacTb JOHOPCKOW KPOBU, KOTOpas ocTaeTcs nocne
OTAEeneHUs KNeToYHbIX KOMMNOHEHTOB KPOBU, OTOBpaHHAsA B KOHTEMHEP C aHTUKOArynsHToMm,
nmbo KoTopas ocTaeTcsa Nocrne cenapaumm ¢ NOMOLLBbK HENPEPLIBHON hunbTpaumm nnm
LEeHTPUMYrnpoBaHUs KPOBWU C aHTUKOAryrissHToOM BO Bpems npoueaypbl adgepesa. [Nnasma ans
bpakLUMOHNPOBaHUA NpedHas3HayYeHa A5 NPOU3BOACTBA NIEKapCTBEHHbIX NpenapaTos,
nosilydaembixX U3 nnasmbl, KOTOpble ONUCbIBaKOTCA B [0OcyaapcTBeHHOM (hapmakonee
Poccunckon ®egepaumn, B HaCTHOCTU, anbbyMuHa, hakTopoB CBEPThIBAHUS KPOBU U
NMMYHOrNobynMHa YenoBekKa;

npenapaTbl KpOBM - fleKapCTBEHHbIE npenapaTbl, NofyYeHHble U3 JOHOPCKOWM KPOBU UK
nnasmbl;

nporpaMmma gopakLMOHMPOBAHNA MO JOrOBOPY AS1 TPETbUX CTPaH - hpakumoHMpoBaHue no
AOroBOpY Ha NpeanpuaTUN No PpakuNOHNPOBAHMUIO UMK MPOM3BOACTBY NEeKapCTBEHHbIX
npenapaToB U3 JOHOPCKOW Nriasmbl, KOTOpoe HaxoauTcs B Poccuinckon degepaumm, ¢
NCNOoSIb30BaHMEM NCXOAHOIO Cbipbs N3 APYrMX CTPaH, Npu 3TOM NpousBefeHHas NpoayKunsa He
npegHasHavyeHa onsa npumeHeHna B Poccunmnckon depepauuu;

opraHun3auus No B3ATUIO U NPOBEPKE KPOBU - OPUANYECKOE NULO, KOTOPOE HeceT
OTBETCTBEHHOCTb 3a /1000 acnekT B3ATUS U NPOBEPKM JOHOPCKOM KPOBM UITN KOMIMOHEHTOB
KPOBM HE3aABMCMMO OT MX AanbHenLero npeaHasHavyeHns:, a Takke 3a ux o6paboTKy, XpaHeHue
1 NoCTaBKy B Criyyae, Korga oHU npeaHasHayeHbl Ans TpaHcdy3un. OTOT TEPMUH He



pacnpocTpaHsieTcs Ha 6aHKM KpoBK B BONbHMLIAX, HO PacnpOCTPaHSIeTCs Ha opraHM3aumm, B
KOTOpbIX NPOBOAAT nra3madepes;

dpakuMoHMpoBaHMe, NnpeanpusTie no PpakLuMOHNPOBAHUIO - TEXHOMOMMYECKMIM NpoLecc Ha
npeanpusaTum (NpegnpusaTum No pakuMOHMPOBAHNIO), BO BPEMS KOTOPOro BblAENSA0T
KOMMOHEHTbI Nia3mbl C MOMOLLBI0 Pa3SIMYHbIX (PU3NYECKNX U XMMUYECKNX METOO0B, Hanpumep,
Takux Kak ocaxzaeHue, xpomartorpadus.

Il. O6nactb npumeHeHus (1)

2. (1.1) MNMonoxeHna HacTosiwero MNpunoxeHnsa pacnpoCTPaHAKTCA Ha NeKapCTBEHHbIE
npenapaTbl, Nosiydaemble U3 JOHOPCKOW KPOBU Unv Nna3mbl, (opakLUMOHNPOBAHHOW B
Poccunckon ®epepaummn nnm nmnoptmpoBaHHon B Poccuinckyto ®epepauuio. Hactosuwee
[MpunoxeHne pacrnpoCcTpaHAeTCs TakKe Ha UCXOOQHOE Cbipbe OS5 TakuX NekapCTBEHHbIX
npenapaToB (Hanpumep, AOHOPCKYO nriasamy). YcTaHOBMEHHbIE HAacToAWMM MNpunoxeHnem
TpeboBaHNA NPUMEHNMbI TaKKe K CTabunbHbIM ddpakumMsM JOHOPCKOW KPOBW UIK Mnasmbl
(Hanpumep, anbbyMunHa), KOTOpble BKMOYAKOT B U34eNnUs MeAULMHCKOrO Ha3Ha4veHus.

3. (1.2) Hactoswee lNpunoxeHne yctaHaBnmMBaeT cnewmanbHble TpeboBaHNA B OTHOLLEHNN
NPOV3BOACTBA, XPaHEHUSI U TPAHCNOPTUPOBKM LOHOPCKOMW Nria3Mbl, UCMOMb3yeMON AN
hbpakLMOHNPOBaHUA 1 ANS NPON3BOACTBA fNIEKAapCTBEHHbIX NpPenapaTos, NoyvyaemMbiX U3
AOHOPCKOW KPOBU UMK Na3Mbl.

4. (1.3) B HacToswem NprnoxkeHnn ycTaHOBIEHbI CneLmanbHble NONOXEHWS B CriyYasix, koraa
NCXOOHOE CbIpbe UMMOPTUPYETCH N3 TPETLUX CTPaH, a Takke B Cnyyaax nporpamMmm
hbpakLMOHNPOBAHUSA NO AOrOBOPY ANA TPETbUX CTPaH.

5. (1.4) Hactoswee lNpunoxeHne He NPUMEHSETCSA B OTHOLLEHNM KOMMOHEHTOB KPOBM,
npegHasHa4vyeHHbIX Ans TpaHcdy3nn.

lll. MpuHUMNbI (2)

6. (2.1) JlekapcTBeHHble nNpenapaTbl, NofnyyYyaemMble U3 JOHOPCKOM KPOBU UMK Nria3Mbl (a Takke
nx papmaueBTU4ecKne cybcTaHumm, NCNonb3yemble Kak ICXOOHOE Cbipbe), LOMKHbI
COOTBETCTBOBaTb TpeboBaHMsAM HacTosaLwmx Npasur, a Takke permcTpaumoHHOMY A0Cbe Ha
nekapcTBeHHbIN npenapaT. OHM paccmaTpuBaloTCA Kak BUonornyeckne nekapCTBeHHbIE
npenapaTbl U ICXOOHOE Cbipbe, B KOTOPbIX coaepXaTcsa buonorndyeckne cybctaHumm, Takme Kak
YyerioBeYecKme KneTku Unn XXUOKoCcTu (BKNoYasa KpoBb unv nnasmy). Becnegcreme
Buonornyeckon NpUpoAbl UCTOYHUKOB Cbipbs MOCNefHNe UMEIOT onpeaeneHHble XapakTepHble
ocobeHHOCTW. Hanpumep, ncxogHoe Cbipbe MOXET BbITb KOHTAMUHUPOBAHO MHPULMPYHOLLUMMN
areHTamu, B 0cobeHHoCTN BUpycamu. [1oaTomy kadecTBo 1 6e30MacHOCTb Takmx
NeKapCTBEHHbIX NpenapaToB 3aBUCAT OT KOHTPOSIS UCXOAHOIO ChiPbSA U UCTOYHMKA ero
NPOUCXOXOEHUS, a TaKkKe OT JalNbHENLLMX TEXHONOMMYECKNX Npoueayp, BKNovas NPoBEpPKY Ha
MHEKUNOHHbIE MapKepsbl, yaaneHue U MHaKTMBaLunio BUPYCOB.

7. (2.2) Bce chapmaueBTMyeckne cybctaHunmn, UCNosb3yemMble Kak MICXOL4HOE Cbipbe As
nekapCTBEHHbIX NpenapaTos, OOMKHbI 0TBeYaTb TpeboBaHMaM HacToswmx MNpasun (MyHKT 6
HacToswero [MpunoxeHusi). B OTHOLWEHN B3STUS U MPOBEPKM UCXOAHOMO Chipbsl, NOSTy4aemMoro
13 JOHOPCKOW KPOBM UIK Nria3Mbl, HEOBXOOUMO NPUAEPXKMBATLCA HUXECTeAYOLWNX
TpeboBaHuin. BasaTre 1 npoBepka AOMKHbI MPOBOANTLCA B COOTBETCTBMM C HaANeXallemn
CUCTEMOWN KayecTBa, TpeboBaHNSIMN COOTBETCTBYIOLLMX HOPMATUBHBIX MPaBOBbIX aKTOB
Poccuiickon ®epepaunn n cneundukaumsamn. JormkHbl BbINOMHATLCA YCTAaHOBINEHHbIE



HOpMaTUBHbBIMW NpaBoBbIMK akTaMu Poccuiickon Pepepaumm TpeboBaHUsA B OTHOLLEHUN
NpoCnexvBaemMoCTV OT AOHOPA A0 peunnmMeHTa n B OTHOLLEHUN YBEOOMMEHN O MOBOYHbIX
AENCTBUSAX N HexenaTenbHbIX peakumsx. [Npn aTom Heob6xo4MMo pyKOBOACTBOBATHLCA
"ocynapctBeHHOM hapmakoneen Poccuinckon denepaumn.

8. (2.3) MmnopTupoBaHHOE 13 TPETbUX CTPaH NCXOOHOE Cbipbe AN NPOM3BOACTBA
NleKapCTBEHHbIX NpenapaToB, NofnyyYyaeMbiX U3 JOHOPCKOW KPOBW UMK Masmbl, €CNN 3TH
NeKapCTBEHHbIE NpenapaTbl NpeaHa3HavYeHbl ANs NPUMEHEHNS Unu peanusaumm B Poccnmnckon
depnepaumm, OOMMKHO OTBEYATb HOPMaM He HUXKe, YeM AencTteytowwme B Poccunckon
degepaumm HoOpMbl B OTHOLLEHUM CUCTEM KayeCcTBa OpraHu3aumi No B3STUIO N MPOBEPKE KPOBMW.
Takke AomKHbl cobnoaaTbCs YCTaHOBEHHbIE HOPMATMBHbLIMU NPAaBOBbLIMW akTamu
Poccunckon ®enepaunmn TpeboBaHMs Mo NPOCNEXNBAEMOCTM OT OHOPA A0 peunnmeHTa n B
OTHOLLEHUM YBEOOMMNEHUN O NOBOYHBLIX 4ENCTBUSX N HEXeNnaTelbHbIX peakumsx n
obecneunBaTbCA COOTBETCTBME YCTAHOBMNEHHBIM HOPMATUBHBLIMM NMPaBOBbLIMU aKTaMu
Poccuinckon ®egepaunmn TpeboBaHNAM K KPOBU U €€ KOMMOHEHTaM.

9. (2.4) NMpwn BbINONHEHUN NpOorpaMmm PpPakLMOHUPOBAHNA MO JOrOBOPY C TPETbUMU CTpaHaMu
NCXOQHOE Cbipbe, MMMOPTUPOBAHHOE U3 APYrnX CTPaH, AOMKHO COOTBETCTBOBATb
yCTaHOBMEHHbIM HOPMAaTUBHbLIMUK NPaBoOBbIMY akTamu Poccunckon ®epepaumm TpeboBaHNAM.
PaboTbl, npoBogumble B Poccurickon degepaumm, 4OMKHbI B MOSTHOM Mepe COOTBETCTBOBATb
HacToswmm Npasunam. Heob6xoanumo BbINOMNHATL AencTteytowwme B Poccuiickon ®egepauun
TpeboBaHUA B OTHOLLEHUM CUCTEM KadeCTBa OpraHm3aumnm no B3STUIO U NPOBEPKe KPOBU. Takxke
AOIMKHbI cCOBNoAaThCs YCTaHOBMEHHbIE HOPMATMBHBIMW NPaBOBbIMU akTamn Poccuickom
®enepaumm TpeboBaHUA NO NPOCNEXNBAEMOCTN OT JOHOPA A0 peLunueHTa n B OTHOLLEHUN
yBeAOMISIEHUIN O NOBOYHBIX AEUCTBUSAX U HEXeNaTenbHbIX peakuusax n obecneynBaTbCs
COOTBETCTBME AEeNCTBYOLWUM TpebOoBaHUAM K KPOBU U ee KOMMOHEHTaM.

10. (2.5) HacTtoswme lNMpaBnna pacnpoCTpaHAKTCA Ha BCe CTaguu nocne B3ATUS U NPOBEPKU
KpoBwu (Hanpumep, obpaboTka, BKNOYasa pasgeneHune, 3aMmoposka, XpaHeHne n
TpaHCNopTUpOBKa K NnponssoauTento). Kak npaBuno, ykazaHHas AeAaTerlbHOCTb AOSMKHaA
HaxoauTbCA B chepe OTBETCTBEHHOCTU YMOSTHOMOYEHHOro Nuua npounssoantens. Ecnu
cneumdudeckne atanbl 06paboTkm npegHa3Ha4YeHHON ANs PPaKUNMOHUPOBAHMSA Na3mbl
NPOBOASTCH B OpraHn3auunmn no B3STUIO N NPOBEPKE KPOBUM, B TAKOW OpraHn3aunumn MoXeT ObiTb
crneunaribHO Ha3Ha4YeHo YNONIHOMOYEHHOE NULO, OAHAKO ero NPUCyTCTBUE U OTBETCTBEHHOCTb
MOryT He coBnagaTb C NPUCYTCTBMEM N OTBETCTBEHHOCTbLIO OTBETCTBEHHOro nuua. [ns
paspeLLeHns Takom cutyaumm n gns obecneyeHns Toro, YTo 0693aHHOCTN YNOSTHOMOYEHHOIO
nvua, NnpeaycMoTpeHHblIe HOpMaTUBHBIMW MpaBoBbIMKU akTaMmu Poccuickon deagepauumn,
BbINOSTHAIOTCA Hagnexawmm obpasom, NnpeanpusaTie no ppakLuMoOHMPOBaHNIO (MPON3BOANTEND
NleKapCTBEHHbIX NpenapaToB) B COOTBETCTBUM C NyHKTammn 237-255 HacTosawmx MNpasun
OOJTDKHO 3aKNYUTb JOroBOP C OpraHu3aumen no B3sTUIO N NpoBepKe KPoBU. B ykasaHHbIN
AOroBOp pekoMeHOyeTCH BKIYaTh COOTBETCTBYOLWME 06893aHHOCTN 1 NoapobHble TpeboBaHNA
ansa obecneveHns kadectBa. OTBETCTBEHHOE NULO OpraHmn3aumm No B3ATUIO N NPOBEPKE KPOBU
1 YNOSTHOMOYEHHOE NUUO NPeanpuaTUs No PpakLMOHMPOBaHNIO (Mpon3BoauTeNs
NeKapCTBEHHbIX NMpenapaToB) AOMKHbI NPUHMMAaTb y4acTue B COCTaBfeHUN Takoro 4Orosopa.
Ana noaTBepXaeHns Toro, 4To opraHM3aums no B3STUIO U NPOBEPKE KPOBU UCMOSMHSAET YCroBUA
TaKoro Jorosopa, ynofIHOMOYEHHOE NMLO AOIMKHO obecnedntb NpoBeAeHNEe COOTBETCTBYHIOLLMX
ayanToB.

11. (2.6) CneuynanbHble TpebOBaHUA K AOKYMEHTALMN N OpYyrMe MEPONPUATUSA B OTHOLLEHWM
NCXOQHOrO CbIpbs AN15 NoslyYaeMblX U3 MrasMbl NekapCTBEHHbIX NPenapaToB yKasbiBaloT B
OCHOBHOM [10Cb€e MNfa3smbl.



IV. YnpaBneHue kayectBOM (3)

12. (3.1) YnpaBneHue ka4eCTBOM LOSMKHO OXBaTbiBaTb BCE CTaamm OT oTbopa AOHOPOB A0
NnocTaBKku roToBoK npoaykuuun. Heobxoammo cobnogatb yCTaHOBNEHHbIE HOPMATUBHbLIMMN
npaBoBbiMK akTamu Poccuiickon ®egepaummn TpeboBaHMs B OTHOLLEHMN NPOCEXNBAEMOCTH
KaK Ha aTane, npeaBapsoLLIEM MOCTaBKy Nna3Mbl Ha NpeanpuaTue no pakuMOHNPOBAHUIO, TakK
N Ha 3Tane NoCcTaBKK, a TaKkkKe Ha BCEX CTagusX, CBA3AHHbIX CO B3ATUEM U MPOBEPKOM
AOHOPCKOW KPOBM UNK Nria3dMbl, NpeaHa3Ha4YeHHbIX A4S NPOM3BOACTBA JIEKAPCTBEHHbIX
npenapaTos.

13. (3.2) C60p KpOBM MM NNa3mMbl, KOTOPbIE NCMOJSL3YHTCSA Kak MCXOOQHOE Cbipbe As
NPON3BOLACTBA NeKapCTBEHHbLIX NpenapaToB, HE06X0AMMO NPOBOAUTL B OpraHn3aumsix no
B3STMIO M NPOBEPKE KPOBW, a MPOBEPKY NPOBOAMTbL B nabopaTtopusix, KOTOpblE MPUMEHAIOT
CUCTEMbI Ka4yecTBa, OTBeYalLme yCTaHOBMNEHHbIM HOPMATUBHbLIMM NMPaBOBbLIMU aKTaMu
Poccuiickon ®egepaunm TpeboBaHMAaM, MMEIOT COOTBETCTBYIOLLIEE pa3peLleHne, BblgaHHOE
YNOSTHOMOY€EHHbIM dhefeparnbHbiM OPraHoOM UCMOMHUTESNbHON B1AaCTu, U Nnoanexart
perynsapHoMy WHCMEKTUPOBaHMIO B COOTBETCTBUM C 3aKoHoL4aTeNnsCTBOM Poccumnckon
depepaumn. NMpn HanMuuKM y NnponssoanTens nporpamm ppakunoHMpoBaHus No 4oroBopam
ANSA TpeTbuX CTpaH OH 06513aH yBe4OMUTbL 06 3TOM YNOSTHOMOYEHHbIM doefepanbHbI OpraH
NCMNONHUTENbHOW BRacTu.

14. (3.3) B cnyvae nmnopTta nnasmbl U3 TPETbUX CTPaH OHa A0SDKHA NOCTaBMIATLCS TOMNbKO
yTBEPXKAEHHBIMW NOCTaBLUMKaMN (Hanpumep, opraHm3aunsmMm no B3sTUIO U MPOBEPKE KPOBM,
BKMNtOYasA BHELLHME cknaabl). Takne nocTaBLMKN OOMKHbI ObITb YKa3aHbl B cneundukaumnsax Ha
NCXOLHOE CbIpbe, YCTAHOBMNEHHbIX NpeanpuaTnemM no opakuMoHNPOBAHUIO U
npon3BoOaMTENEM, U YTBEPXKOEHbBI YNONIHOMOYEHHbLIM doeaeparnibHbIM OpraHOM UCNOMHUTENBHOMN
BNacTu B criydasix U B nopsigke, npeayCcMoTPEHHbIX HOPMATUBHbLIMY MPaBOBbLIMU aKTamu
Poccunckon ®enepaumn, a Takke yrnofTHOMOYEHHbBIM JIMLIOM NpeanpuaTnd no
dpakLUNoOHMPOBaHMIO, pacnonoxeHHoro B Poccurckon degepaumm. OueHka n Bblgaya
paspeLleHnst Ha Ucnonb3oBaHMe nrasmbl (NasmMbl 4N ppakuMOHMPOBAHNS) KaKk MCXOLHOIo
CbIpbS OCYLLECTBIISETCH B COOTBETCTBUM C NMYHKTOM 39 HacToswero NpunoxeHus.

15. (3.4) MNpeanpusatne No pakuMoOHMPOBAHUIO UM NPOU3BOAUTENb MOTOBLIX JIEKAPCTBEHHbIX
npenapaToB LOSMKHbI NPOBOAMTL KBaNU@UKaLMo NOCTaBLIMKOB, BKIOYAs OLLEHKY NOCTaBLLMKOB
B COOTBETCTBMM C YTBEPXKOEHHLIMW Npoueaypamn. Heobxoanmo NpoBOANTb PErynsipHYHO
NOBTOPHYHO KBanNMmKaLmio NOCTaBLLMKOB C y4ETOM NOAX0AA, OCHOBAHHOIO Ha OLEHKE PUCKOB.
16. (3.5) MNpeanpuatne no pakuMoHMPOBAHMIO NN NPOU3BOANTESb FOTOBbLIX JIEKAPCTBEHHbIX
npenapaToB AOSMKHbI 3aKMOYNTb JOrOBOPLI C OpraHmn3aumMsamMm No B3ATUIO U NPOBEPKE KPOBU,
KOTOpble ABNAIOTCS NOCTaBLUMKAMMU.

17. B Takne goroBopbl peKOMEHOYeTCS BKIOYaTb, B YACTHOCTU, CrieyroLme yCrnoBus:
onpeaeneHne 0643aHHOCTEN N OTBETCTBEHHOCTMU;

TpeboBaHNA K CUCTEME KavyeCTBa U LOKYMEHTaUUW;

Kputepum otbopa 4OHOPOB M NPOBEAEHNE UCTIbITAHWUI;

TpeboBaHUS K cenapaumm KpoBM HA KOMMOHEHTLI KPOBU M NNasmy;

3aMOpO3Ka Mniias3mbil,



XpaHeHWe 1 TPaHCNOPTUPOBKAa NnasMmbl;

NpOCNeXnBaemocTb U MHPOPMMPOBaHME NOCAE caayvm U B3ATUSA KPOBM (B TOM YMCe O
no6o4HbIX adppekTax).

18. Ha npegnpuaTtim no dopakumMOHNPOBAHNIO U Y NPOU3BOAUTENS JIEKAPCTBEHHbIX
npenapaToB OOMKHbI ObITb B HANUYNKN pe3ynbTaTbl UCMbITAHUI BCEX €AMHUL, UCXOL4HOrO CbIpbS,
NOCTaBIIEHHbIX OpraHM3auuen No B3ATUIO U NpoBepKe KpoBu. Ecnn kakas-nmbo n3 ctagun
OCYLLECTBNSAETCA Ha OCHOBAHUKN OOroBopa cybnoapsaa, Takom AOroBop OOMMKEH ObiTb
3aKsitoyeH B NMCbMEHHON hopMeE.

19. (3.6) na nnaHMpoOBaHuUs, OLEHKN N OKYMEHTarnbHOro opopmMreHns BCeX U3MEHEHWHN,
KOTOpble MOryT OKa3aTb BIIMSIHWE Ha Ka4yecTBO U 6e30nacHOCTb NPOAYKLUN NNn
NpOCneXMBaeMoCTb, LOMKHa ObITb YCTAHOBMEHA HaAnexXallasi cuctema KOHTPOMst UIBMEHEHUM.
Heobxoaumo oueHuBaTb NoTeHuuarnbHoe BNusHWe npegnaraeMblx UsMeHeHnn. [lomkHa ObiTb
onpegeneHa Heobxo0ANMMOCTb JONONTHUTESNbHBIX UCMbITAHWIA UK NPOBEAEHNSA Banuaauum,
0COBEHHO Ha CTaansiX MHaKTMBaLUUKU U yaaneHusi BUPYCOB.

20. (3.7) Ons MMHMMKU3aUnM PUCKOB, CBA3AHHbBIX C MHPULMPYIOLWUMN areHTaMn 1 HOBbIMU
MHULMPYIOLWMMN areHTaMu, OoMKHa ObiTb BHEAPEHA Haanexaliass cuctema Mep B
OoTHoweHun 6e3onacHoCcTW. Takast cuctema LOrKHa BKIoYaTb B cebsi OLLEHKY PUCKOB Ans TOro,
YTOOBbI:

onpenenvTb BpeMS yaep>KMBaHUSA NpoM3BOACTBEHHOIO 3anaca (Bpemsi BHyTPEHHEro
KapaHTuHa) nepen 06paboTkon nnasmbl, YTOObI N3bATL A03bl, KOTOPbLIE BbI3bIBAIOT COMHEHUS
(mo3bl, B3ATbIE B TEYEHME Nepuoga onpeaesieHHoro HopmMmaTUBHLIMY NMPaBOBLIMU akTaMu
Poccunckon ®epepaunn, npexage Yem 0yaeT yCTaHOBMEHO, YTO A03bl, B3ATbIE€ OT JOHOPOB C
BbICOKMM PUCKOM, OOMKHbI OblTb MCKMNOYEHbI N3 06paboTKM, HanpumMep, B CBA3N C
NONOXUTENbHBIM Pe3yNbTaToM TecTa);

YYUTbIBATb BCE aACMNEKTbI, CBA3aHHbIE CO CHM)XEHMEM KOJTM4YeCcTBa BUPYCOB U (VIJ'IVI)
UCNbITAHNAMWM Ha VIH(*)I/ILI,VIpyI-OLLl,I/Ie areHTbl Unn nx aHanoru,

onpeaenTb BO3MOXHOCTWN CHUXXEHMS KONMYECTBA BUPYCOB, ONPeAennTb pasMep cepun
NCXOOHOTO Cbipbsi U ApYrve CyLLEeCTBEHHbIE acrekThbl npoLuecca Npou3BOACTBa.

V. NMpocnexuBaeMoCTb U MEPONPUATUSA, NPOBOAUMbBIE NOcne B3ATUA KpoBu (4)

21. (4.1) JomkHa ObITb OpraHM3oBaHa cucTema, No3BOSIAOLLAs NPOCNEeANTb KaxXayto COaHHYH
403y KPOBM MK Nia3Mbl OT 4OHOPA M Npoueaypbl ee B3ATUSA Yepes opraHn3auuio no B3ATUO U
NpoBepKe KPOBM 00 CEPUN NIEKAPCTBEHHOrO NpenapaTta, a Takke B 00paTHOM HanpaBreHuu.

22. (4.2) JomnxHa 6bITb onNpeaeneHa OTBETCTBEHHOCTb 3a MPOCNEXMBAEMOCTb NPOAYKLMNN
(oTcyTcTBME Kakoro-nnbo atana He gonyckaeTcs):

OT JJOHOpa U [03bl, B3ATON B OpraHM3auumn no B3sTUIO 1 NPOBEPKE KPOBU, A0 NpeanpusaTUs no
bpaKLMOHNPOBAHUIO, YTO SABMSAETCA 00A3aHHOCTBLIO OTBETCTBEHHOIO NMLIA OpraHM3aLmm no
B3ATUIO U NPOBEPKE KPOBMU;

OT NPeanpuUATUS No pakLMOHMPOBAHMIO 0O NPOU3BOAMTENS NEeKapCTBEHHOro npenapaTta u
noboro cybnogpsayumka, He3aBMCUMO OT TOTO, ABMSIETCSA NI OH MPOU3BOAUTENEM
nekapCcTBEHHOro npenapaTa unu n3genus MeguunHCKOro Ha3HauyeHust, YTo SABnsieTcs
06A3aHHOCTbIO YNONTHOMOYEHHOrO Nnua.



23. (4.3) JaHHble, HeobxoaMMble AN NOMAHOW NPOCNEXNBAEMOCTU, OOMKHbI XPaHUTLCS He
meHee 30 neT, ecnv nHoe He yCTaHOBMNEHO 3akoHoAdaTenbcTBoM Poccuinckon denepaumn.

24. (4.4) OJoroBsopsbl, ykasaHHble B MyHKTe 16 HacToswero [NpunoxeHus, Mexay opraHM3aumsmu
no B3ATUIO U NPOBEpPKE KPOBM (B TOM YMCIE KOHTPOSbHBIMKU flabopaTopuamm) 1 npeanpustmemM
no opakuMoOHMPOBAHMIO NN NPOU3BOANTENEM BKIOHAIKOT YCNOBUSA, onpeaensoLlune, 41o
NPOCEeXMBaeMOCTb U MEPONPUATUA MOCNEe B3ATUS KPOBM OXBaTbIBAKOT BCIO LIEMOYKY OT B3ATUSA
nnasmbl 4O BCEX NPOU3BOAMTENEN, OTBETCTBEHHbIX 3a BblAady pa3peLleHunsi Ha BbiMyCK rOTOBOW
npoayKuuu.

25. (4.5) OpraHnsauumn nNo B3ATUIO U NPOBEPKE KPOBWU OOMMKHbI YBEAOMIIATb NpeanpusaTmue rno
PpaKkLMOHNPOBAHMIO UITM MPOU3BOANTENS O KAKOM-NMBO crnyyae, KOTOPbIA MOXET NOBMUATL Ha
KayecTBO unm 6e3onacHoOCTb NPOoAyKLUMK, a Takke coobLiaTe APYryro BaXKHY MHGOPMaLMIO,
Nosly4YeHHyI0 nocne npuema goHopa UNu Bbigaun paspeLleHmnsi Ha BbiNyCK Nna3mbl, Hanpuvep,
obpaTtHyto nHdopmaumo (MHGPOpMaLMIO, MONYYEHHYIO Nocne B3ATUS KpoBM). Ecnu
npegnpusiTie nNo opakuMOHNPOBAHUIO UM NPON3BOAUTENb HAXOOATCHA Ha TEPPUTOPUM APYromn
CTpaHbl, MHpopMaLno Heobxoammo coobLlaTb Npon3BOAUTENID, Haxoasdllemycs B Poccuiickon
depnepaumm, OTBETCTBEHHOMY 3a Bblady paspeLleHunsi Ha BbiMyCK JIeKapCTBEHHbIX NpenapaTos.
B o6oux cnyyaax takas MHopmaLms, ecrnv OHa MMeeT OTHOLLEHME K Ka4ecTBYy 1 6e3onacHoCcTH
roTOBOW NpoAyKuuK, AormkHa ObiTb AoBeAEHa 4O CBeAEHMS YNONTHOMOYEHHOro heaepanbHoro
opraHa UCNoJSTHUTENbHOW BNacTu, B BEAEHUN KOTOPOro HaxoaaTcs npeanpuaTtune no
PpaKkLMOHNPOBAHNIO UM MPON3BOAUTESb.

26. (4.6) B cnyyae ecnu pesynbTaToM MHCNEKTUPOBAHUS YNOSTHOMOYEHHbBIM dheaeparbHbIM
OpraHoOM UCMOSHUTENbHOW BAcTU OpraHM3aummn no B3ATUIO U NPOBEPKE KPOBU ABNAETCS
aHHYNMPOBaHME NULEH3MN, HEOBXOANMO TaKKe HanNpaBUTb YBEOOMIIEHME B COOTBETCTBUM C
NyHKTOM 25 HacToswero NpunoxeHns.

27. (4.7) B ctaHgapTHbIX ONepaunoHHbIX Npoueaypax 40MKHO ObITb ONMCaHO yrnpasreHne
MHdopMaumnen, Nofy4eHHON Nnocne B3ATUA KPOBU, MPU 3TOM OSTKHbI ObITb YYTEHbI
NNUEH3NOHHbIE TpeboBaHMA 1 Npoueaypbl MUHPOPMNPOBAHUSA YMONTHOMOYEHHOIO
degepanbHOro opraHa UCNonHUTENbHON BNactu. MeponpuaTus, NpoBoAMMbIE NOCHE B3ATUS
KPOBW, OOMMKHbI OCYLLIECTBIATLCS B COOTBETCTBUM C TPEOOBAHUAMUN, YCTAHOBNEHHBIMMA
HOpPMaTMBHbIMUM NpaBoOBbIMM akTaMn Poccumnckon degepauunm.

VI. NMomewieHua n o6opyanosaHue (5)

28. (5.1) B uensix ceegeHns K MUHUMYMY BO3MOXXHOCTU MUKPOBHON KOHTaMUHaLMM Nnm
BHECEHWS MOCTOPOHHEro Matepuara B Cepuio nra3mMbl OTTanBaHve n obbeguHeHne eguHuL,
nnasmMbl JOITKHbI MPOU3BOAUTLCS B 30HAX, KOTOPblEe COOTBETCTBYIOT YCTAHOBNEHHbLIM
MpunoxeHnem Ne 1 k HacTosAwmM MNpaBunam TpeboBaHMSM Knacca YNCTOTbI HE HUXe Kracca
D. Heob6xoanmo ncnonb3oBaTb COOTBETCTBYHOLLYO OAeXAY, BKNOYAsh Mackn Ha nuue v
nepyatku. Bce apyrne onepaumm ¢ OTKPbITOW NPOAYKUMEN B XO04e TEXHOIOMMYECKOro npowecca
OOJTKHbI OCYLLIECTBIIATLCS B YCIIOBUSAX, KOTOPbIE YAOBNETBOPAOT COOTBETCTBYHOLLUM
TpeboBaHUAM, ycTaHOBIEHHbIM [punoxeHnem Ne 1 k HacTtoswmm MNpasunam.

29. (5.2) B cooteeTcTBUM TpeboBaHMAMU, yCcTaHOBNEHHbIMY [punoxeHnem Ne 1 Kk HacToALWmMM
[MpaBunam, OOMKEH OCYLLECTBNATLCA perynsipHbIi MOHUTOPUHT MPOM3BOACTBEHHON
oKpy>atowen cpeabl, 0CO6EHHO BO BPEMS OTKPbIBAHUS KOHTEMHEPOB C Ma3MON, a TakKe BO
BpeMS NpoLLeCccoB OTTanBaHUsA U 06beanHeHNs. [JomKHbI 6bITb YCTAHOBIEHbI KpUTEPUA
npuemMnemMocTu.



30. (5.3) Npun npomnsBoaCTBE NEKAPCTBEHHbIX NpenapaTos, NoslyYyaeMbiX U3 JOHOPCKOW nnasmbl,
AOJTKHbBI MCNOSb30BaTbCA COOTBETCTBYHOLLME METOAbI MHAKTMBALMN UNW yOaneHnsa BUPYCOB U
NPUHUMAaTBCA MePbI N0 NPeOTBPALLEHMIO KOHTaMUHaUMKM 06paboTaHHON NPOAYKUUN eLle He
obpaboTaHHOW npoaykuuen. [Ana craguim TEXHONOrMYeCcKoro npouecca, KotTopble NpoBOAATCS
nocre BUPYCHOW MHaKTUBaLUuKM, HEO6X0ANMO MCMNONb30BaTh CneumanbHO NpeaHa3HauYeHHble
OTAenNbHble NomeLlleHns u obopyaoBaHme.

31. (5.4) Ons Toro 4Tobbl HE CO34aBaTb PUCKM KOHTaMUHALMK TEKYLLEro Npou3BOACTBa
BMpYCaMu, KOTOpPble NCMONb3YTCA BO BPEMS BannAaLUMOHHbIX UCMbITAHUIW, Banugauus
MeTOJ0B CHWXEHUSA KONUYeCTBa BUPYCOB He JOSMKHA NMPOBOANTLCS C UCMNOSTb30BaHNEM
NPON3BOACTBEHHbLIX TEXHUYECKUX CpeacTB. Banugaumio B ykazaHHOM crydae Heobxoammo
NpOBOANTbL B COOTBETCTBMM C TpeboBaHMAMMU, YCTAHOBNEHHBIMU COOTBETCTBYOLLIMMN
HOpPMaTMBHbIMUM NpaBoBbIMM akTaMun Poccunckon degepauumm.

VII. NMpounssoacTteo (6)
UcxopHoe cbipbe

32. (6.1) icxogHoe cbipbe A0MKHO oTBeYaTh TpeboBaHusaM ocygapcTBEHHOW dhapMakonemn
Poccunckon ®efepaunn, a Takke yooBrneTBOPSATb YCIIOBUSM, KOTOpPblE coAepXaTcs B
COOTBETCTBYHOLLEM PErMCTPaLMOHHOM A0Cbe, B TOM YMCe B OCHOBHOM [0CbE Mna3Mbl.
YKasaHHble YCroBUs BKITOYAKOTCA B 4OroBop (MyHKT 16 HacTodwero MNpunoxeHnsa) mexay
opraHusauunen no B3ATUIO U NPOBEPKE KPOBU U NpeanpuaTuemM no pakumoHMpoBaHuo nnbo
npounssoauTenem. CobnogeHune ykasaHHblx TpeboBaHM HEOBXOANMO KOHTPONMPOBaTb C
NMOMOLLIbIO CUCTEMbI KayecTBa.

33. (6.2) icxogHoe cbipbe ansa nporpaMmm opakLMOHUPOBaHUSA MO JOrOBOPY 4SS TPETbUX CTpaH
AOJIMPKHO COOTBETCTBOBaTb TpeboBaHMAM, NpesyCMOTPEHHbLIM NYHKTOM 9 HacTosILLEero
MpunoxeHwns.

34. (6.3) B 3aBucnmocTtn ot Tuna cbopa (Hanpumep, cbop LenbHOM KPOBU MM aBTOMaTUYECKUI
adepes) moryT notpeboBaTbCs pas3nuyHble ctagum obpaboTtkn. Bece ctagmum obpaboTku
(Hanpumep, pasgenexHve, B TOM YnCne LeHTpudyrmposaHmne, otoop npob, MapkMpoBka,
3aMopaxnBaHue) OOSMKHbI ObITb onpeaeneHbl B UHCTPYKUUAX.

35. (6.4) Heobxoaumo nsberatb Kakoro-nmbo nepenyTbiBaHUsS eanHNUL, 1 06pa3uoB, 0COHBEHHO
BO BPEMSI MAPKMPOBKM, a Takke Kakon-nnbo KoHTaMUHauuK, Hanpmmep, Npu oTpesaHnm
CErmMeHToB TPYOOK MnK YKyNOopMBaHUM KOHTEHEPOB.

36. (6.5) 3amopaxunBaHue ABNSEeTCA KPUTUYECKON CTaauen BblaeneHnsa npoTenHoB, KOTopble B
nnasme ABNATCA NabunbHbIMKU, HaNpUMep, pakTopoB cBepTbiIBaeMOCTU. [10 3TOM NpuynHe
3aMopaxnBaHue SOMKHO OCYLLECTBATLCA C MOMOLLbI BanMANPOBaHHbIX METOAOB Kak MOXHO
ObicTpee nocne B3saTUA KpoBW. [pn 3ToM HEOBX0AMMO NpuaepKmBaTbcsa TpeboBaHMin
"ocypapctBeHHOM hapmakoneun Poccuinckon denepaumn.

37. (6.6) YcnoBus xpaHeHUs U TPaHCNOPTUPOBKN KPOBW UIK Masmbl K NPeanpusiTMio no
pakLMOHNPOBAHUIO OOMXHbI ObITb OnpeaeneHbl U JOKYMEHTanbHO 0OpMIIeHbl Ha BCEX
aTanax uenu noctasku. Mpegnpusatve no ppakuMoHMPOBaHNIO HEOBXO4MMO YBEAOMMSATL O
nobbIX OTKMNOHEHMSAX OT YCTAaHOBMNEHHOW TeMmnepaTtypbl. Heobxoanmo ncnonb3oBaTb
obopyaoBaHue, KOTOPOE NPOLLSIO KBanudukawumio, 1 npouenypbl, KOTOPbIE NPOLUN
Banuaaumio.



OueHKa 1 Bblaaya paspellueHUs Ha Bbinyck Nna3mbl gns pakumoHUpoBaHus,
MCNosib3yeMomn Kak UCXOAHOe Cbipbe

38. (6.7) PaspeleHune Ha Bbinyck nnas3mMbl Ans gpakumoHMpoBaHus (U3 KapaHTMHA) MOXeT
NPOUN3BOANTLCS TOSLKO NOCPEACTBOM CUCTEM W NpoLeayp, KOTopble obecneynBaroT KadecTBo,
HeobxoaMmoe Ans NPOM3BOACTBa roTOBOW NpoAykumn. MNMnasma MoxeT ObiTb NOCTaBneHa
NpeanpusaTUIO Mo OPaKLUMOHUPOBAHUIO UITM NPOU3BOAUTENIO TOMBbKO NOCIE AOKYMEHTanbHOro
noaTBePXAEeHUS OTBETCTBEHHbLIM NULIOM (MK B CrnyYae B3ATUSA KPOBU UMK Masmbl B TPETbUX
cTpaHax - fiMLUOM C aHanormyHeiMm 0693aHHOCTSAMN N KBanudukaumen) Toro, YTo nnasma ans
bpakUMOHNPOBAHUSA COOTBETCTBYET TpeboBaHUAM 1 cneumndmKaumsam, yCTaHOBMNEHHbIM B
COOTBETCTBYHOLUUX AOroBopax, a Takke Toro, YTo Bce ctagmm bbinv npoBefeHbl B COOTBETCTBUN
C HacTosawumun Npasunamu.

39. (6.8) Micnonb3oBaHue BCeEX KOHTEMHEPOB C NNa3Mon Ans PpakLUMOHNPOBaHUSA NpK
NOCTYNNEeHUM Ha npeanpuaTne no pakuMOHMPOBAHMIO OOMKHO ObiTb pa3peLleHo
YNOSTHOMOYEHHbIM JIULIOM. Y NOTHOMOYEHHOE NNLO LOSMKHO NOATBEPANTL, YTO Nnasma
COOTBETCTBYET BCeM TpeboBaHUAM hapmakoneriHbix ctaTten [ocygapcTBeHHON hapmakonem
Poccunckon ®efepaumn, a Takke yooBrneTBOPSET YCIOBUSAM COOTBETCTBYHOLLEIO
perncTpaunoHHOro 4ockbe, B TOM YMCIe OCHOBHOIO JOChE Mnasmbl, Unv B criyvyae
NCnonb30BaHWs Nnasmbl ANg nporpaMmm pakuMoHMpoOBaHNA N0 AOroBOPY 4SS TPETbUX CTpaH
BCEM TpeboBaHNAM, NpeayCMOTPEHHBIM NMYHKTOM 9 HacToswero MpunoxeHus.

O6paboTka nnasmbl AnA HpakuMOHUpPOBaHUA

40. (6.9) Ctagum npouecca pakuMoHMPOBaHMS pasnnyatoTcsl B 3aBUCMMOCTM OT NPOLYKLNN U
npounssoauTens. Kak npaBuno, OHM BKOYAKOT pasnmyHble onepaumm ppakunoHMpoBaHus, a
HEKOTOpbIe U3 HUX MOTYT CNOCOBCTBOBATbL MHAKTUBALMW UM yOANEHUIO BO3MOXHOM
KOHTaMMHaLUnu.

41. (6.10) JomkHbl ObITb YCTaHOBMEHbLI TPEBOBaHMS K npoueccam o0beanHeHus, otbopa npob
13 06 beANHEHHON Nasmbl, PPaKLNOHMPOBAHUSA U MHAKTMBALMN U yOANeHNsa BUPYCOB,
KoTopble Heobxoanumo cobnoaaThb.

42. (6.11) MeTogbl, ucnonb3yemble B NpoLiecce BUPYCHOM MHaKTUBaumm, Heobxogmmo
NPUMEHATb CO CTPOrMM cobnogeHnem BanuampoBaHHbIX npoueayp. Takve Metoabl AOSMKHbI
COOTBETCTBOBATb METOAaM, KOTOpble BbINN NCNONb30BaHbI NP Banuaauun npouenyp
BMPYCHOW MHaKTMBaLumun. [JormkHO NpOBOAMTbLCS TLLATEeNbHOE paccnegoBaHne BCex
HeyZaBLUMXCA npouenyp BMpPYCHOW nHaktueauun. CobniogeHne BannampoBaHHOro
TEXHOMNOrMYecKoro npoLecca saBnseTcsa 0oCOOeHHO BaXHbIM B Npoueaypax CHUKEHNUS
KOnu4ecTBa BUPYCOB, NOCKOJSIbKY Kakme-nmbo OTKNOHEHNS MOTyT NpeacTaBnNATb PUCKM ANg
BGe3onacHOCTM roToBoW NpoAyKunn. JormkHbl BbITb B HANWMYMKN NpoLeaypbl, KOTOPbIE YYNTbIBAKOT
yKa3aHHble PUCKMW.

43. (6.12) Kakyto-nnbo noBTOpHYt0 06paboTKy unm nepepaboTKy MOXHO NPOU3BOANTL TOSbKO
rnocre NpoBeAeHNa MePONPUSATUIA NO YNpPaBNEeHNIO pUckamMmm Ang Ka4ecTBa U TONbKO Ha
onpeAeneHHbIX CTagusix TEXHONOMMYECKOro NpoLecca, YTo yka3biBaeTCa B COOTBETCTBYOLLEM
NPOMBILLIEHHOM perfiameHTe.

44. (6.13) JomkHa 6bITb OpraHM3oBaHa cuctema Angd YeTkoro pasgeneHus n (Mnn) pasnuyeHuns
NeKapCTBEHHbIX NPenapaToB UM NPOMEXYTOYHON NPOAYKLMMK, KOTOPbIE NPOLUSN N KOTOPbIE He
NpOLUNN NpoLeaypy CHWXEHUSA BUPYCHOWN HAarpy3ku.



45. (6.14) B 3aBUCMMOCTM OT pesyribTaTta TwaTenbHO NPOBEeAEHHOrO npoLecca ynpasnieHus
puckamu (C y4eTOM BO3MOXHbIX OTNIMYMIA B ANNGEMMNOSIOTMYECKMX LaHHbIX) MOXET ObITb
paspeLleHo NPoM3BOACTBO MO NPUHLMMY NPON3BOACTBEHHLIX LUKITOB B Crly4Yae, eCnu Ha O4HOWN
NPON3BOACTBEHHOW Nnowaake obpabaTbiBalOT Nasmy UNn NPOMEXYTOYHYIO NPOAYKLNIO
PasnMYHOro NPOUCXOXOEHUS, BKIToYas Heobxoammble NpoLeaypbl YHeTKOro pasaeneHus u
HanuMyune yCTaHOBIEHHbIX BaNMNMaUPOBaHHbIX Npouenyp o4nCTKU. TpeboBaHusA Ona Taknx
MEPONPUATUIA OOMKHbI OCHOBLIBATbLCA HA COOTBETCTBYHLLMX HOPMATUBHBLIX NPAaBOBbLIX akTax
Poccunckon ®egepaummn. C nomMoLLbio NpoLecca ynpaBreHnst pyuckamum AoSmKeH bbITb peLueH
BOMPOC O HEO6XOANMMOCTM UCMONb30BaHMSA cneynansHoro obopyaoBaHns B criyvae
peanusauumn nporpaMmm pakLMOHNPOBAHNSA MO JOrOBOPY C TPETbUMU CTPaHaMM.

46. (6.15) Cpok xpaHeHNsa A51s NPOMEXYTOYHOM NPpOoaYyKUUK, NpefHa3HavYeHHOM OS5 XpaHeHUs,
HeobXxoaAMMO yCcTaHaBnMBaTb Ha OCHOBaAHUWN JaHHbIX O CTabuNbHOCTMW.

47. (6.16) JormkHbl BbiTb yCTAHOBMEHbI U JOKYMEHTaNnbHO 0hopmMIieHbl TpeboBaHms K
XPaHEHUIO U TPaHCMOPTUPOBKE NPOMEXYTOYHOM NPOAYKLMU U TOTOBbIX NEKapCTBEHHbIX
npenapaToB Ha Bcex aTanax uenu noctaBok. Heobxoammo mcnonb3oBatb o6opygoBaHue,
KOTOpOE NpoLUo Keanudukauuio, n npoueaypbl, KOTOpble NPOLLAY Banvaauumio.

VIIl. KoHTponb kayecTtBa (7)

48. (7.1) TpeboBaHMs K UCNbITAHUSIM Ha BUPYCbl U Apyrve MHUUUpYyowme areHTbl AOSMKHbI
yCTaHaBNMBaTbLCS C Y4ETOM HOBbIX 3HAHWN 06 NHMPULIMPYIOLWNX areHTax u Hanuyns
BanNMANPOBAHHbLIX METOO0B UCMbITaHUN.

49. (7.2) MNepBbI 0O4HOPOAHBIN NyN NNa3mMbl (HANPUMeEpP, Nocne oTAeNeHns KpuonpeuunuTaTa
OT Nna3mbl) HEOOXOAUMO KOHTPONMPOBATL C MCMOSb30BAHNEM BaNnAMPOBaHHbBIX METOO0B C
Hagnexawemn YyBCTBUTENbHOCTLIO U CNEUNEUYHOCTLIO COMfTaCHO COOTBETCTBYHOLLMM
hapmakonenHblM cTatbsaM [focygapcTeeHHOM hapmakoneun Poccuinckon denepaumn.

IX. Bblgaya paspelueHusi Ha BbiMyCK NPOMEXYTOYHOM U roToBOM npoaykuum (8)

50. (8.1) JomxkeH BbiTb paspeLLeH BbIMYCK TONbKO TakKNX CEpUn, KOTOpble NPON3BEeAEHbI U3
nyroB Nnasmbl, NPU3HaHHbLIX B pe3yrbTaTe KOHTPOMS HeraTMBHbIMU B OTHOLLEHWUM MapKepoB
BMPYCHbIX MHADEKLMI, NepeaaBaeMbiX Yepes KPOBb, a TakKe COOTBETCTBYHOLUMU TpeboBaHNAM
dhapmakonenHblx ctaten ocygapcTeeHHon hapmakoneun Poccuinckon denepaumm (Bkoyas
Kakme-nubo crneumanbHble Npeaensl, orpaHMdmMBatolme cogepxaHne BMpycoB) 1
yTBEPXAEHHbIM cneundmrkaumam (B HaCTHOCTU, OCHOBHOMY [OCbE Niia3Mmbl).

51. (8.2) Bblgaya paspelueHus Ha BbiNyCK MPOMEXYTOYHON NpoayKUUKW, NpeaHasHa4YeHHOoW Ars
AanbHerwen obpaboTkn BHYTPY NMPOM3BOACTBEHHOW NMOLLAAKM UMW MOCTaBKU Ha OPYryto
NPOU3BOLCTBEHHYIO MIOLWAaAKy, a Takke Bbldadva paspeLlleHnsa Ha BbiMyCK roTOBbIX
NeKkapCTBEHHbIX NpenapaToB AOMKHbl OCYLLECTBNATLCS YNOMHOMOYEHHbLIM MULIOM C
cobntogeHnem ycTaHoBMEHHbIX TpeboBaHUN.

52. (8.3) YNonHOMO4YEeHHOE NULIO AOITKHO OCYLLECTBIATh Bblgady paspeLLleHns Ha BbirycK
NPOMEXYTOYHOW U1 rOTOBOW NPOAYKLMN, UCNOSTb3yeMOW AN nporpaMmm opakuMoOHNpPOBaHUS
no JOroBopy Ans TPeTbUX CTPaH, Ha OCHOBaHUM HOPMATMBOB, COrflacOBaHHbIX C 3aKa34YnKkoMm, a
TaKxe B COOTBETCTBMMU C TpeboBaHMAMM HacToswumx MNpasun. Ecnn Takme nekapcTBeHHbIE
npenapaTbl He NpeaHasHa4vyeHbl Ana npuMmeHeHnsa B Poccunckon degepaumm, K HUM MOTyT He
npuMeHsaTbcAa TpeboBaHna hapmMakonenHblx ctaten focygapcTBeHHOM hapmakoneu
Poccunckon ®epepaunn.



X. XpaHeHue obpa3yoB nynoB nna3smbi (9)

53. (9.1) OanH nyn nnasmbl MOXET ObITb UCNONBb30BaH A4S NPOM3BOACTBA HECKOSBbKUX CEPUN U
(nnn) nekapcTBeHHbIX NpenapaToB. KOHTponbHbie 06pa3subl KaXkaoro nyna nnasmbl, a Takke
COOTBETCTBYHLUME 3aNNCU OOMKHbI XPaHUTLCA HE MEeHee Of4HOro roga nocrie OKOH4YaHus cpoka
XPaHEeHUs1 NOMy4YEHHOro U3 3TOro Mnyna nekapcTBEHHOro npenapara ¢ HambonbLIMM CPOKOM
XpaHeHWsi U3 BCEX NIEKAapPCTBEHHbIX NPenapaToB, NOy4YeHHbIX U3 3TOro nyra nnasmb.

Xl. YaaneHue otxoaos (10)

54. (10.1) Heobxogumo ytBepanTb npouenypbl 6€30nacHOro xpaHeHus 1 yganeHnsa oTXo4oB,
OAHOpPAa30BbIX U 3abpakoBaHHbLIX MaTepManoB (Hanpumep, KOHTAMUHUPOBAHHbLIX €ANHUL,
euHUL, OT MHAPULMPOBAHHBLIX AOHOPOB, a Takke KPOBU, Na3mbl, MPOMEXYTOYHOW NPOAYKLNN
WIN TOTOBbLIX NIEKAPCTBEHHbIX NpenapaToB C UCTEKLLIMM CPOKOM rO4HOCTU), YTO AOJTKHO
0pOpPMAATLCA OKYMEHTAmNbHO.

MpunoxeHne Ne 15
Kk Npasunam opraHmnsaumm NpomM3BoaCTBa
N KOHTPOIS KayecTBa NleKapCTBEHHbIX CPeaCTB

Ksanudukauua n sBanmgaums
l. MpuHUMN

1. B HacToswem MNpunoxeHnn nanoxeHol TpeboBaHUs K KBanudukaumm n Banngaumm,
NPUMeEHNMbIE K NPOU3BOACTBY NIEKAapCTBEHHbIX NpenapaTtoB. C Lenbko Joka3aTenbCcTBa
COOTBETCTBUSA NAapaMeTPOB KPUTUYECKNX NpoLieccoB (06opyaoBaHuMs) 3agaHHbIM TpeboBaHUAM
NPON3BOAMTENN LOSMKHbI NPOBOAMTL Banvaauuio NpoLeccoB n 06opyaoBaHUs, MCNOMNb3yeMbIX
npu NPOn3BOACTBE NeKapCTBEHHbIX CPeACTB. Banvaauma Takke NnpoBoanUTCS Npu
CYLECTBEHHbIX N3MEHEHUNSAX B NOMELLEHNAX, 060pya0BaHMM 1 NpoLeccax, KoTopble MOryT
oKasaTb BNUSIHWME Ha Ka4YecTBO npoaykuuun. [Ans onpegenenus coctaBa u oobema paboT no
Banuaaumm HeobxoaMmo UCnonb3oBaTb NOAXOA, OCHOBAHHbIM HA OLIEHKE PUCKOB.

Il. MhaHnpoBaHue Banuaauum
2. Bcio gedarenbHOCTb NO Banuaauun Heobxoammo nnaHnpoeaTtb. KnioyesBble 3N1EMEHTDI
nporpaMmmbl Banvgauum Heobxoammo YeTKo onpenennTb N oPopMUTb JOKYMEHTAsbHO B

OCHOBHOM NJ1aHe Banngaunnm nnm aHanorn4HbiX JOKyMeHTax.

3. OcHoBHOM NnaH Banugaumn gormkeH ObiTb 0606LLaoWmnM OKYMEHTOM, COCTaBMEHHbIM B
NaKOHMYHOWN, TOYHOM N SAICHOW dhopMe.

4. OCHOBHOW NNnaH Banuaauumn JOSMKEH coaepXKaTtb, B YaCTHOCTU, CreayoLLyo MHOpMaLmIO:
a) (a) uenb npoBeAeHUsA Banuaauuu,
6) (b) opraHn3auMoOHHYO CXeMy AeATENbHOCTU NO Banuaauuu;

B) (C) nepeyeHb BCeEX MOMELLEHUI, CUCTEM, 0B0PYA0BaHMS M MPOLIECCOB, NoAIeXaLlmnx
Banuaauuu;

r) (d) dopmy ookyMeHTauumn B BUAE hOpMbl, KOTOPYIO CliedyeT UCMOoNb30BaTh Aflsi MPOTOKOOB
N OTYETOB;



A) (e) nnaHmpoBaHue n rpacuvk BeINnoNHeEHUS paboT;
e) (f) KoHTpOnb N3MeHeHU;
X) (g) ccbINkM Ha cyLecTByOLWne JOKYMEHThI.

5. B cnyyae ocyLecTBneHNst KpYMHbIX NPOEKTOB MOXET BO3HUKHYTb HE0OX0AMMOCTb
COCTaBMeHNsI OTAENbHbIX OCHOBHbIX My1aHOB Banvaauuu.

lll. AokymeHTauus

6. Heobxoammo paspaboTaTb NMUCbMEHHBIN MPOTOKOM C YKa3aHUSMMN OTHOCUTENBHO TOrO, KakUM
o6pasom byayT npoBeaeHbl kBanudukaumsa 1 Banuagauus. Tako NPOTOKON AOMKEH ObiTb
NPOBEPEH 1 yTBEPXKAEH. B npoTokone AomkHbl ObITb YkasaHbl KpUTUYECKUE 3Tambl U KPUTEPUM
NPUEeMIIEMOCTMW.

7. JomxkeH ObITb NOArOTOBMIEH OTYET C NEPEKPECTHLIMU CChIfIKaMM Ha NPOTOKOST KBanndukaumnm
n (nnun) Banuaauumn, odo6bLiarLWmn NonyyYeHHble pesdynbTaTthl, CoaepXallnuin KOMMEHTapum
OTHOCUTESbHO MOBbIX 3aMEYEHHbIX OTKITOHEHWI N BbIBOAbI, BKIOYAs pEKOMEHLYEMbIE
N3MEHEHNS, HeobxoauMble Onst YCTPpaHEHNSA OTKNOHEHUN. JTiobble N3MEHEHNSA, BHECEHHbIE B
nnaH, KOTOPbIN NPMBEAEH B MPOTOKOSE, HEOBXO0AMMO OPOPMNATL AOKYMEHTASTbHO C
COOTBETCTBYHOLWMUM 060CHOBAHMEM.

8. lNocne ycnewHoro 3aBepLleHnsa kKsanndukaunum Heobxoanmo opopMuTbL opuLmansHoe
NMCbMEHHOE paspeLleHne And nepexoaa K criegyrowemy atany Ksanuukaumm n sanvgauun.

IV. KBanudukauua
Keanudumkaumusa npoekra

9. MNMepBbIM 3NEMEHTOM MPOBEAEHMS BanvaaLMn HOBbIX MOMELLIEHUI, CUCTEM UMK
obopynoBaHus SBnsieTcs kBanudukaums npoekTa.

10. Heob6xoanmo nokasaTtb 1 JOKYMEHTanbHO 0hOpMUTL COOTBETCTBUE NPOEKTa TpeboBaHMSM
HacToAwwmx Npasun.

KBanudumkauma moHTaxa

11. KBanudurkaumo MoHTaxa Heob6xo4MmMo NPOBOAUTL ANS HOBbIX UMM MOAMEULNPOBAHHBIX
NoMeLLEHNI, CUCTEM U 060PYAOBaHUS.

12. KBanudukaums MoHTaxa A0ShKHa BKAYaTb cregyrowme afieMeHTbl (HO He
orpaHMymBaTbLCA UMN):

a) (a) npoBepKky MOHTaxa obopyaoBaHus, TPydbonpoBOAOB, BCOMOraTenbHbIX CUCTEM U
nNpnbopoB Ha COOTBETCTBUE YTBEPXKAEHHOMY MPOEKTY, BKMNOYash TEXHUYECKYH LOKYMEHTALMIO,
yepTexu n cneumpmrkaumm;

0) (b) OLEHKY NOMHOTbLI M CONOCTaBIEHNE MHCTPYKLMI NOCTaBLLUMKa NO 3KcnyaTaumm n pabore,
a Tarke TpeboBaHW K TEXHNYECKOMY 0BCMYXMBaHWIO;

B) (C) oueHKy TpeboBaHUM K KannmbpoBKe;



r) (d) npoBepky maTepuaroB, UCNOJIb30BAHHbIX B KOHCTPYKLUUSAX.
KBanndukaumsa pyHKLMOHUPOBaHUA
13. KBanuduvkaumsa pyHKUMOHMPOBaHUS A0SDKHA CrieoBaTh 3a KBanvdurkaumen MoHTaxa.

14. KBanudukauma pyHKUMOHMPOBaHUS A0SPKHA BKAOYATh Cneaylowme afieMeHTbl (HO He
orpaHuyYmMBaTbLCA UMN):

a) (a) ncnbiTaHms, UCXoasa 13 3HaHUM O nNpoueccax, cuctemax u obopyaoBaHuK;

0) (b) ncnbiTaHNa PyHKLMOHMPOBaHNA 060pya0BaHUSA NpU paboymx napamMmeTpax, paBHbIX
BEPXHUM U HXXHUM OOMYCTUMbIM npeaerniam, To eCTb B YCIoBUsAX "Hanxygwero cnyyas”.

15. YcnewHoe 3aBepLueHne kBanugukaumm yHKLNOHMPOBaHMS OOMKHO cnocobcTBoBaTh
OKOH4YaTENbHOMY 0GPOPMIIEHUIO MHCTPYKLNIA MO KannmbpoBKe, SKCrnyaTauum 1 O4UCTKE,
npoBeaeHno 0by4YeHns onepaTopoB, a Takke yCTaHOBNEHUO TpeboBaHNn K
NPOUNAKTUYECKOMY TEXHNUYECKOMY 0OCYXMBaHWNIO. TONBLKO NOCME 3TOro 3aKka3ynkomM MOXET
NPOBOAMUTLCS NPMEMKaA NOMELLEHNIA, CUCTEM U 0B60OPYAOBaHUS.

Ksanudukaumsa akcnnyartauum

16. KBanuduvkauma akcnnyaTaumm BbIMOMHAETCSA Noce yCnewHoro 3aBepLueHns
KBanuukayumm MOHTaxa 1 ksanmgukaumm gyHKLNOHNPOBaHUA.

17. KBanudukauma akcnnyaTaumm goSmKHa BKOYaTh creayowme afieMeHTbl (HO He
orpaHn4MBaTbLCA UMN):

a) (a) ucnblTaHNa ¢ UCNONb30BaHNEM MaTepuarnos, NPUMEHSEMbIX B NMPON3BOACTBE,
BblOpaHHbIX 3aMeHUTEeNen C aHanormyHbIMM CBOMCTBaMM U MOLENUPYIOLLLEro npenaparTa,
pa3paboTaHHble Ha OCHOBaHMM 3HaHMI O NpoLecce, a Takke 0 TEXHUYECKUX cpeacTsax,
cucTemax unm obopynoBaHuu;

6) (b) ncnbiTaHns npu pabounx napameTpax, paBHbIX BEPXHUM N HXKHUM SOMYCTUMbIM
npegenbHbIM 3HaYeHUAM.

18. HecmoTp4 Ha TO, 4YTO KBanuukaumnsa akcnnyataunum paccMaTpmBaeTcs Kak oTAaernbHbIN 3Tan
paboT, B HEKOTOPLIX Criyvasix LenecoobpasHo NpoBOAUTbL ee COBMECTHO C KBanudukaumen
PYHKLUNOHUPOBAHUS.

KBanudmkaumsa yctaHOBMNEHHbIX (MCNOMb3yeMbliX) TEXHUYECKUX CPeACTB, MOMELLeHUN U
ob6opyaoBaHuA

19. Heob6xoanmo nmeTb AaHHble, 060CHOBBLIBAOLLME 1 MOATBEPXKAAOLWME COOTBETCTBUE
paboyvnx KpUTUYECKUX napaMeTpoB 3agaHHbIM TpeboBaHMaM. NHCTpyKUMK No KanmbpoBske,
O4YNCTKE, MPOPUNAKTUHECKOMY TEXHMYECKOMY OBCNYXXMBAHUIO 1 AKCNyaTauuu, a Takke no
00y4YeHnIo onepaTopoB U BEAEHUIO OTHETOB AOSKHbI ObITb JOKYMEHTaNbHO 0POPMIIEHbI.
V. Banugauumsa npouecca

O6Gwue TpeboBaHuA



20. TpeboBaHMsa 1 NPUHLMMBI, N3NTOXEHHbIE B HacTosweM NpunoxeHmm, npuMeHUMBbI K
NPOu3BOACTBY NekapCcTBeHHbIX opM. OHM pacnpoCTpPaHATCA Ha NepBOHaYarnbHyO
Banuaaumio HOBbIX MPOLIECCOB, NOCHeAyLLY0 Banvaauuio U3MeHEeHHbIX MPoLEeccoB n
NMOBTOPHYIO Banuaauuio.

21. Banugauusa npouecca, kak npaBurio, AomkHa ObITb 3aBepLueHa 40 Havana peanusauum m
npogaxu nekapCTBEHHOro npenapaTta (nepcnekTuBHasa Banuaauns). B ncknoumtenbHbIX
cnyvasx, korga Takas Banungaumsa HEBO3MOXXHA, MOXET BO3HUKHYTb HEOOXOAMMOCTb
npoBeaeHns BanugaLmm npoLeccoB BO BpeEMS TEKYLLEro NpoM3BoAcTBa (ConyTCTBYyHOLLas
Banugaums). lNpoueccol, KOTOpbIE YXXe NPOBOAUMNCE B TEYEHNE HEKOTOPOro BPEMEHHN, TaKKe
nognexart Banvaauum (peTpocnekTuBHas Banugaums).

22. N\cnonb3yeMble NOMELLEHMUS, CUCTEMbI U 060pYyaOBaHME AOIMKHbI ObITb KBANMAULUMPOBAHbI,
a aHanUTU4ecKne MeToaMKN UCMbITaHUA - BanugupoBaHbl. [lepcoHarn, npMHMMmarowmi ydactume
B NpoBeAeHUN Banugaumm, 4ormkeH 6bITb COOTBETCTBYOWMM 06pa3om oby4yeH.

23. Heobxoammo npoBoauTb NEPUOANYECKYIO OLEHKY MOMELLEHUIN, cUCTEM, 06OpPYya0BaHUS U
NPOLECCOB C LENbo NOATBEPXKAEHUS UX paboThl B COOTBETCTBUN C 3a4aHHbIMU TpeboBaHNAMMN.

MNepcnekTuBHas Banupauus

24. [NepcnekTnBHas Banugaums A0SMKHA BKAOYATb Creaylowme afieMeHTbl (HO He
orpaHuymBaTbCA UMN):

a) (a) kpaTkoe onucaHune npoLecca;
6) (b) nepeyeHb KpUTUYECKNX CTaam npoLecca, noasnexawmnx NCCneaoBaHuio;

B) (C) nepeyeHb Mcnonb3yemblx NomMeLLeHnn n obopynoBaHus (BKNovas n3aMepuTenbHoe,
KOHTPOJSIbHOE, percTpupytoLlee obopygoBaHue) ¢ ykasaHnem ceegeHumn ob nx kannbpoBske;

r) (d) cneundukaynm Ha roToBy NPOOYKLMIO NPU BbIMYCKE;
A) (e) npu HeobxoaMMOCTM NepeveHb aHaNUMTUYECKUX METOANK,;
e) (f) npegnaraemble TOYKM KOHTPOMSA B MpoLiecce NPon3BoACTBA N KPUTEPUN NPUEMINEMOCTH;

X) (g) npn HeOBXo4MMOCTM OOMNOSTHUTENbHbBIE UCTbITAHUS, KOTOPbIE HEODXO4MMO NPOBECTMU,
BMECTE C KpUTEPUAMU NPUEMIIEMOCTU N Banugaunen aHannTU4YeCcKux MeToguk;

3) (h) nnaH ot6opa npob;

n) (i) meTogbl perncTpaumm 1 OLEHKN pe3ynbTaToB;

K) (j) dyHKUMM 1 06A3aHHOCTY;

n) (k) npegnonaraemMbli rpacuk BeINOHEHNSA paboT.

25. C nomoLLblo YCTaHOBMEHHOrO npouecca (MCrnonb3yst KOMMNOHEHTbI, COOTBETCTBYIOLLME
cneumdukaunsam) MOXHO NPOU3BECTU PSiA CEPUIA TOTOBOW NPOAYKLMM NPU OBbIYHBLIX YCITOBUAX.
TeopeTnyeckn KonMYeCTBO BbINONTHEHHbBIX MPOM3BOACTBEHHbIX LUKIOB U CAeNaHHbIX

HabnaeHW AOIMKHO BbITb A4OCTATOYHbLIM OS5 TOro, YToObl MO3BONNTL YCTAHOBUTL OObLIYHYHO
CTeneHb N3MEHYMBOCTM U TEHAEHLMM, a Takke NoNyyYnTb HeoBXo0ANMOoe KONMMYECTBO AaHHbIX



ANs oueHkW. [ins Banuaaumm npoLecca CYNTaeTcsl 4OCTAaTOUYHbIM BbINOMHUTL TPK
rnocreaoBaTenbHbIE CEPUN UMW LKA, NPU KOTOPbIX NapamMeTpbl HAXOAATCA B 3a4aHHbIX
npeaenax.

26. Pasamep cepuu npu Banugaumy AormKeH ObiTb paBHbIM pa3Mepy Cepur Npu NPOMbILLIIEHHOM
BbIMyCke NPOAYKLUNN.

27. Ecnu npegnonaraetcda npoga)xa unm noctaBka cepumn, Npon3BeeHHbIX NPy Banugaumn, To
YyCNnoBusi UX NPON3BOACTBA A0STKHbI NOSIHOCTBIO COOTBETCTBOBATL PErMCTPaLnMoHHOMY 4OChe U
TpeboBaHnAM HacTosAwmx [Npasun, BKOYas yooBNETBOPUTENbHbBIN peaynbTaT NpoBeaeHns
Banuaaumn.

ConyTtcTBylowWwas Banugauus

28. B vcknounTternbHbIX cnyyasx 4onyckaeTca HaunHaTb CepunHoe Npon3BoacTBO 40
3aBepLleHust NporpaMmmbl Banvaaumn.

29. PelueHne 0 npoBeaeHnn ConyTCTBYOLWEN Banuaaumm A0SMKHO 6biTb 060CHOBaHO,
AOKYMEHTarIbHO O(POPMIIEHO U YTBEPXOEHO NULIAMN, UMEIOLLIMMU COOTBETCTBYOLLEE
NoNHoOMou4Me.

30. TpeboBaHMs kK AOKYMEHTaLUN ONA CONYTCTBYHOLWEN Banngaumm aBnaTCs TaKUMN Xe, Kak U
TpeboBaHuA, yCTaHOBMNEHHbIE 419 NEePCNEKTUBHON Banvaauun.

PeTpOCHEKTVI BHaA Banungauusa

31. PeTpocnekTuBHas Banvgauus MoXxeT NPOBOANTLCS TOSNbKO Arlsi XOPOLLO O0TpaboTaHHbIX
npoueccoB. [MpoBefeHNe peTpOCNEKTUBHOM BanMaaunm He JOMyckaeTcsl, ECNY B COCTaB
npoaykumm, TEXHONOMMYECKMI NpoLecc nnm obopyaoBaHme HegaBHO Oblfn BHECEHDI
N3MEHEHMS.

32. PeTpocnekTnBHasa Banugaumsa ykasaHHbIX NPOLIECCOB OCHOBbLIBAETCA Ha NpeaLlecTBYOLWNX
AaHHbIX. [1pn aTOM TpebyroTcsa cocTaBneHme cneumanbHOro NpoToKoa U 0T4yeTa, a Takke
npoBeneHne 063opa AaHHbIX NPeaLecTBYOLEN SKCnyaTauum ¢ Bblaavyen 3aknioyYeHns n
pekoMeHaaunn.

33. CTOYHMKM AaHHbIX NG Takow Banuaauun SOSMKHbI BKNOYaTb (HO HE OrpaHnYMBaTbCa UMK)
3anucu rno NPou3BOACTBY M yNakoBKe cepui NPOaYKLMK, KOHTPOSbHbIE KapTbl NPON3BOACTBA,
XypHarbl NpoBeAeHNst TEXHUYECKOro 06CnyXnBaHus, AaHHble 06 N3MeHeHnsaX B nepcoHane,
nccnegoBaHns BO3MOXHOCTEN NpoLecca, faHHble O FOTOBOW NpOoAyKLUK, B TOM YUCrie KapThbl
TEHAEHUMI, a TaKkke pesynbTaTbl U3y4eHUs ee CTabuUbHOCTM NPU XpaHEeHUH.

34. Cepun npoayKuumn, oTobpaHHble A51s NPOBEAEHUS PETPOCNEKTUBHOM Banuaauun, A0MKHbI
ABNATLCHA NpeacTaBUTENbHOM BbIOOPKOW AN BCeX CEPUN, NPOM3BEAEHHbIX B TEYEHME
paccMaTpuBaeMoro nepuoaa, B TOM YMCIe BCEX CEPUIA, HE COOTBETCTBYHOLLNX
cneundvkaumnsam. Konnyectso cepuii NPpoayKLUMK OOIMKHO ObiTb AOCTAaTOYHbLIM AN TOro, YTOObI
[oKasaTb CTabunbHOCTL NpoLecca. [pu NnpoBeaeHn peTPoCnekTUBHONM Banuaaumm npotecca
MOTyT NOHaA00OUTLCS AOMNONMHUTENbHbIE UCTIBITAHUSA apXMUBHbLIX 00Pa3LOB ANs Nony4YeHus
HEeobX04MMOro KonmyecTsa Unm HeobxoaMMoro Buaa AaHHbIX.

35. [1ns oueHKkn cTabmnbHOCTM Npouecca Npy NpoBegeHUN PeTPOCTNEKTMBHON Banugauum
HeobxoaMMOo BbINOMHUTL aHanua AaHHbix No 10-30 nocnegoBaTenbHO NPOU3BEAEHHBIM



cepusiM, 04HaKO MNPV HaNM4YnmM CoOTBETCTBYHOLLEr0 060CHOBaHUS KONMYECTBO UCCIEeAyeMbIX
cepuii MOXeT ObITb YMEHbLLEHO.

VI. Banngaumsa o4YncTKku

36. Banvaaumio o4MCTKM HEOOXOANMO NPOBOAUTL ANsi TOro, YToObl NOATBEPAUTL
a(bPeKTMBHOCTb Npoueaypbl o4ncTkn. O6oCHOBaHWE BbIOpaHHbLIX NPeAenoB AN NePeHOCUMbIX
OCTaTKOB NPOAYKTa, MOKLLMX CPEACTB, a Takke MUKPOOHON KOHTaMUHALMMK LOMKHO
OCHOBbIBaTbCS Ha CBONCTBAX NMPUMEHSIEMbIX MaTepuanoB. 3T NpeaenbHble 3Ha4YeHUs JOIMKHbI
ObITb pearnbHO AOCTUXUMBIMU U NPOBEPSEMbIMMU.

37. Ansa obHapyxeHUs 0CTaTKoB UIN KOHTAMUHAHTOB HEOOXOAMMO MCMONb30BaTh
BanvMaMpoBaHHbIE aHanUTU4eckne metoamku. Mpenen obHapyXeHUs AN KaXKaon
aHanNUTUYECKoM METOAUKN A0MKEH ObITb JOCTATOYHBIM AN TOro, YTOObI OOHaPYXUTb
YyCTaHOBINEHHbIN JONYCTUMbIV YPOBEHb OCTaTKa UMM KOHTaMUHaHTA.

38. Kak npaBuno, Heobxo4Mmo NpPoBOAMTL Banvaauunio TOMNbKO NpoLeayp OYUCTKM
NoBEPXHOCTEN 000PYA0BaHMSA, KOHTAKTUPYOLWMX C Npoaykunen. OgHako Heob6xoauMo yaensaTb
BHUMaHue n getansam obopynoBaHus, HE KOHTAKTMPYOLWKUM ¢ npoaykunen. Heobxoammo
NPOBOAUTL Banngauuio AIMTENbHOCTM NHTEPBANoB BPEMEHM MeXay OKOHYaHMeM npoLlecca u
OYUCTKOM, a TakkKe Mexay OYMCTKOM M Havanom creaytowiero npouecca. [ormkHbl ObiTb
onpeaeneHbl MeToabl OYUCTKU U MHTEpPBarbl BpeMeHU Mexay npoBeeHUeM OYUCTKM.

39. 1ns npoueayp OYMCTKU, CBA3AHHbBIX C O4eHb CXOAHBbIMW NPOAYyKTamMu 1 npoueccamu,
ponyckaeTcs BblbpaTb NpeacTaBUTENbHbLIN PAS CXOAHbBIX MPOAYKTOB M NpoLeccoB. B Takmx
crny4asix MOXXHO NPOBECTU OOHO BanuiaunoHHOE nccrnegoBaHue ¢ UCNofnb3oBaHNeM nogxoaa
"HauxyaLwmm criydan”, npym KOTOPOM YYTeHbl BCE KpUTU4eckne dakTopsbl.

40. Ins Banvaaumm npoueaypbl O4YMCTKN AOCTATOYHO YCMELIHOro NpoBeaeHnst Tpex
nocnegoBaTenbHbIX LIUKIOB OYNCTKMU.

41. MeTop "vcnbITbiBaTb 4O TEX NOpP, NOKa He ByaeT YANCTO" HEe 3aMeHsAeT BanMaauuio
npoueaypbl O4UCTKMU.

42. Ecnun vyaandaemble BellecTBa ABNATCA TOKCUYHBIMU UMK ONaCHbIMUK, TO B NopsAdKe
NCKIMKOYEHNA BMECTO HMX MOXXHO MCMNOJ1b30BaTb Npenapartbl, MoaenmpyroLine q)I/I3I/IKO-
XUMUYECKME CBONCTBA TakMX BELLECTB.

VIl. KOHTpONb U3MeHeHnn

43. lNpounsBoauTenb OOMKEH YTBEPAUTL NpoLeaypbl C ONMcaHneM OENCTBUN, KOTopble
HeobxoauMo NpeanpuHATb, eCN NpegnonaraeTcs U3MeHeHNe UCXOAHOrO Cbipbsi, KOMMOHEHTOB
npoayKra, TEXHONOrM4Yeckoro obopyaoBaHus, NnapamMeTpPoOB OKPYKatoLLLEN NPON3BOLCTBEHHOWN
cpenpbl (Mnu yyacTka), cnocoba nponsBoacTBa UM MeToda KOHTporns unm noboe gpyroe
N3MEHEHNE, KOTOPOE MOXET NOBMUATL HA KAYECTBO NPOAYKLMN UM BOCNPON3BOAMMOCTb
npouecca. [Npouenypbl KOHTPONA N3MEHEHUI OOIMKHbI 06ecneynTb NosyvYeHne JOCTaToO4HOro
KONMYecTBa AaHHbIX AN NOATBEPXAEHUSA TOr0, YTO UBMEHEHHbIV NPOLECC NO3BONSET Nony4vaTtb
npoaykunio TpedyemMoro ka4yecTsa, COOTBETCTBYIOLLYIO YTBEPXKAEHHBbIM cneundukaumsm.

44. Ha Bce U3MeHeHMs1, KOTOpble MOryT OKa3aTb BNUSIHUE Ha Ka4eCTBO MPOAYKLMN UMK
BOCMNPOM3BOAMMOCTb MpoLiecca, AOMKHbI OblTb NOAaHbI 3asBKM B pamkax dhapmaLeBTUYeCKOoM
cMCTeMbl KayecTBa. Takme N3MeHeHUs A0MKHbI ObiTb JOKYMEHTaNbHO OOPMIEHbI,
yTBepXaeHbl. HeobXxoaMMo OLEeHUTb BO3MOXXHOE BIUSIHUE N3MEHEHWUI B NMOMELLIEHUSIX,



cucTeMax 1 06opyaoBaHMKM Ha NPOAYKLUMIO, B TOM YMCIE NPOBECTM aHanNn3 puckoBs. [JormkHbI
ObITb ONpeaeneHbl He06X0AMMOCTb U 06 beM NOBTOPHONM KBanMdUKaLumMm n NoBTOPHOM
Banvaauuu.

VIII. MoBTOpHasa Banuagauus

45. Heob6xoammo NpoBOAMTb NEPUOANYECKYIO OLEHKY MOMELLEHUIA, cucTeM, 060pyaoBaHUS U
npoLeccoB, BKNoYas npouenypbl O4NCTKN, ANA NOATBEPXKOEHNSA UX COOTBETCTBUSA 3aaHHbIM
TpeboBaHuaMm. Ecnu cylecTBeHHbIE N3MEHEHWSI OTCYTCTBYHOT, TO BMECTO NOBTOPHOM
Banuaauumn OCTaTOMHO COCTaBUTb OTYET, CBUOETENbCTBYHOLNN O TOM, YTO MOMELLEHMS,
cucTembl, 060pyaoBaHNE U NPOLLECCHI COOTBETCTBYHOT YCTAHOBMEHHbLIM TPEOOBaAHNAM.

IX. TepMuHbI 1 onpepeneHns

[nsa yenen HacToswero MNpunoxeHna Kpome TEPMUHOB U onpeaeneHni, NpeaycMOTPEHHbIX
rnasou |l HacTosAwwmx MNpaBun, NCNONb3YIOTCH TakKe crieayoLime OCHOBHbIE NOHATUS:

aHanm3 pMCKOB - METO/ OLIEHKW 1 ONMUCAHUS KPUTUYECKMX NapamMeTpoB npu YHKLMOHMPOBaHUN
obopyaoBaHusl, CUCTEM UMK NpoLiecca B CBA3M C YCTaHOBEHHOW ONaCHOCTbIO;

Banuaaumns OYUCTKU - IOKYMEHTanbHO 0dOpMIIEHHOe NOATBEPXKAEHME TOro, YTO YTBEepXKAeHHas
npoueaypa o4McTKM obecnedmBaeT Takyo YMCTOTy o6opyaoBaHns, KoTopas Heobxoauma ans
NPOV3BOACTBA NEeKapCTBEHHbIX CPEACTB;

Banuaaums npouecca - JOKyMeHTarnbHO 0opMIIeHHOE NoATBEPXKAEHNE TOro, YTO NpoLecc,
BbINOJHSAEMbIN B pamMKax yCTaHOBMEHHbIX NapamMeTpoB, ocyLlecTBnsaeTcs 3eEKTUBHO,
BOCMPOU3BOAMMO M NPUBOAUT K NPOU3BOACTBY NEKAPCTBEHHOMO Npenapara, COOTBETCTBYIOLLEro
3apaHee YCTaHOBMNEHHbIM crneundmrkaumnsam 1 xapakTepmucTmkam KayecTBa;

KBanuMduKaunsa MOHTaxa - JOKyMeHTarbHO 0(POpMINeHHOe NOATBEPKAEHME TOr0, YTO MOHTaX
nomeLleHnn, cuctem n obopyaoBaHns (YCTaHOBIIEHHbIX MM MOAUMULNMPOBAHHLIX) BbIMOSTHEH B
COOTBETCTBUN C YTBEPXKAEHHBLIM NPOEKTOM N peKOMeHJaunaMmM nx Nnpom3BoauTens;

KBaJ'II/I(*)I/IKaLI,VIFI NpoeKTa - JOKYyMEHTalIbHO Oq)OpMJ'IeHHOG nogreBepXxageHme Toro, 4To
I'IpG,D,J'IO)KGHHbIVI NPOEKT NPon3BOACTBEHHbIX NoMeLLEHNI, O60pyﬂ,OBaHVI$I NN CUCTEM 4ABIIAETCA
npurogHbiM AnA npMMeHeHnAa no HasHa4eHuio,

KBanupukauns yHKLMOHMPOBAHNS - LOKYMEHTarnbHO 0hOpMIeHHOe NOATBEPXKAEHME TOrO,
YTO MOMeLLeHUs, cucTembl M ob6opygoBaHue (YyCTaHOBMEHHbIE UMM MOANULMPOBAHHbIE)
bYHKUMOHUPYIOT B COOTBETCTBUM C NpeabsBnsieMbIMn TpeboBaHMSMN BO BCEX
npeaycMOTPEHHbIX pexxumax paboThbl;

KBanudukauus akcnnyatTaumm - 4OKyMeHTanbHo opopMreHHoe NOATBEPXKAEHME TOr0, YTO
NMOMeLLEeHUs, CUCTEMbI U 060pPyaOBaHUE NPU COBMECTHOM UCMONb30BaHUN paboTatoT

3 PEKTUBHO 1 C BOCMPOM3BOAMMbBIMI NOKa3aTENAMN B COOTBETCTBUM C YTBEPXKAEHHBIMU
TpeboBaHUAMM N XapakTePUCTUKAMKN NPOLIeCcCa;

KOHTPOSb U3MEHEHUI - OKYMEHTaNbHO OPOPMITEHHbIN MOPAA0K, COrMacHO KOTOPOMY
KBanMuumpoBaHHble NpeaCcTaBUTENM PasfnyHbIX cheumanbHOCTeN paccMaTpuBatoT
npeanoXeHHble NN (PaKTUYECKN BHECEHHbIE UBMEHEHUS, KOTOPbIE MOTYT NOBNUATL Ha
BanNMAMPOBAHHOE COCTOSIHME NMOMELLIEHNN, 060pYyA0BaHMS, CUCTEM UK npoueccos. Llenb
TaKOro KOHTPON4 - onpeAeniMTb He0BXoAMMOCTb MEPONPUATUIN, KOTOPbIE AOSMKHbLI 0becnevnTb 1
AOKYyMeHTarbHO YAOCTOBEPUTL NoAdepXaHne CUCTEMbI B BaNMANPOBAHHOM COCTOSIHUM;



MOJenupyloLwumn npenapar - Mmatepuar, KOTOpbI MO CBOUM (PU3NYECKUM U, MO BO3MOXXHOCTN,
XUMUYECKNM XapaKTepPUCTMKaM (Hanpumep, BA3KOCTU, pa3mepam vactul, pH) 6nm3ok npoaykTy,
B OTHOLLEHUN KOTOPOro NpOBOANTCA Banvaaumsa. Bo MHOrMX cnydasix 3TUMM XxapaktepucTukamm
MOXeT obnagaTb cepusi npenapara-nnauebo (Nnpogykra, He coaepkalero dapmareBTUYecKomn
cybcTaHumm);

HanxXygwum cnyyvam - onpegeneHHble CTaHAapTHbIMK OnepauMoHHbIMI NpoLeasypamMm YCnoBus
NN KOMMNJIEKC YCITOBUA, OTHOCALLMECH K BEPXHUM U HMXKHUM NpeaernbHbIM 3Ha4YeHnsiM paboymx
napamMeTpoB npouecca 1 CBsA3aHHbIM C HUMUK hakTopam, KOTopble 0b6ycnoBnmBaroT
HanbonNbLLY0 BEPOATHOCTb NOSIBNEHNSA c60s B npouecce unm 6paka B NPOAYKTE MO CPaBHEHMIO
C ngeanbHbIMM YCNoBuAMU. Takne ycnoums He 06s3aTenbHO NpMBOASAT K COO0 B npoLecce unm
nosiBneHuto 6paka B NPOAYKTE;

rnepcnekTMBHasa Banuaauus - Banuaaums, BbINOMHAeMas [0 Havyana CepUnHOro Npon3BoacTea
npoaykumu, npegHasHa4yeHHoN Ans peanvsauuu,;

NMoBTOpHas Banuaauus - NOBTOPEHME Banvaaumm npolecca ans obecrneyvyeHus rapaHTum Toro,
YTO M3MEHeHMs B npouecce 1 (Mnn) obopyaoBaHUN, BHECEHHbIE B COOTBETCTBMU C NPOLIeaypou
KOHTPONS N3MEHEHUI, He yXyALLatT XapakTePUCTUKX NpoLiecca U Ka4yecTBO NpoayKUUN;

peTpoCneKkTMBHasA Banuaaums - Banuaaumsi CepuinHoro npoLecca Nnpons3BoacTBa peann3yemoro
npoaykTa, OCHOBaHHas Ha cobpaHHbIX AaHHbIX O NPOM3BOACTBE M KOHTPOSE Cepuii NpoayKumm;

conyTcTBYOLLIAA Banuaaums - Banungauus, BbINofHAeMasi BO BpeMsi TEKYLLEro (CepuinHoro)
npou3BoAcTBa NpoaykUMmM, NnpegHasHauYeHHoN Ans peanusauum.

MpunoxeHne Ne 16
Kk Npasunam opraHmnsaumm NpomM3BoaCTBa
N KOHTPOIS KayecTBa NeKapCTBEHHbIX CPeaCTB

MNoaTBepxaeHne yNnorTHOMOYEHHbIM JIMLIOM COOTBETCTBUA Cepumn NpoAyKLUUN C Lenblio ee
Bbinycka

. O6nactb npumeHeHus (1)

1. (1.1) HacTtoswee lNMpunoxeHue onpeaenseT Nopsaok NoATBEPKOAEHNS COOTBETCTBUS,
BbIMOSIHAEMOrO YNOSTHOMOYEHHbIM fINLOM, NPY BBOAE B rpaXgaHCKM 060poT cepun
nekapCTBEHHbIX CPeACTB (B TOM YMCIe 3aperncTpupoBaHHbIX UKW NPON3BEAEHHbIX A5
3KCnopTa fleKapCTBEHHbIX NpenapaTtos).

2. (1.2) Hactoswee lNpunoxeHue Takke pacnpocTpaHAeTCa Ha cnyyau, Korga nponsBoacTBo
cepuv NpoayKUMn Unn npoBefeHne aHanm3oB pasgeneHo Ha HECKOSMbKO 3TarnoBs, BbINOSTHAEMbIX
B pa3HbIX MeCcTax Ui pasHbIMU NPOU3BOAUTENAMU, a TaKKe Korga cepuio NPoOMeXyTOYHOW Unm
HepacacoBaHHOM NPOAYKLMM pas3genstoT Ha ABe U Bonee cepmm roToBOWM NPOaYKLNN.
HacTtosuwee MNpunoxeHne MoxeT ObiTb MPUMEHEHO K NEKAapCTBEHHbIM Npenapartam,
npegHasHa4YeHHbIM AN KITMHUYECKUX UCCnefoBaHni.

3. (1.3) Ecnun HopmaTuBHbIMK NpaBoBbIMK akTaMmun Poccurickon ®eepauunmn yCTaHOBIIEHDI
crneumanbHble TpeboBaHMA K BBOAY B rpaXkaaHCKM 060pOT HEKOTOPBIX NpenapaToB KPOBU U
NMMYHOBUNONOrMYECKNX NIeKapCTBEHHbIX NpenapaToB, TakMe TpeboBaHNSA AOMKHbI
cobntogartbes.



4. (1.4) OcHoBHble TpeboBaHWS K BbIMYCKY CEpUM NPOAYKLMM NPUBOAATCA B COOTBETCTBYIOLLMX
perncTpaumoHHOM AOCbe, NPOMbILUSIEHHOM perfnamMeHTe 1 cneumdukauyunax. NonoxeHus
HacToswero NpnnoxeHust NPUMEHSAIOTCH B YacTU, He NPOTUBOPeYaLLen TakKMM OCHOBHbLIM
TpeboBaHuAM.

Il. MpuHUMnN (2)

5. (2.1) Kaxxgasi cepusi roToBOM NPOAYKUMM AOMKHA NOMYy4YnUTb OT YNONTHOMOYEHHOrO Nnua
NOATBEPXXOEHNE ee COOTBETCTBUS YCTaHOBMNEHHbIM TpeboBaHMsM [0 ee Bbinycka Ha
BHYTPEHHUI PbIHOK UITN HA 3KCMOPT.

6. (2.2) Uenamun perynupoBaHnsa npoueaypbl BbiMycka cepun NpoayKUUKN ABIAKOTCA:

rapaHTusi TOro, 4To cepusa bbina NpomsBeaeHa 1 NPOBEPEHA B COOTBETCTBUN C NMNLEH3NEN Ha
NPON3BOACTBO NleKapCTBEHHbLIX CPEACTB, TPeOOBaHMSMU PErMCTPaLMOHHOIO A0ChHe,
TpeboBaHuaMM HacTosAWwmx [Npasun, a Takke UHbIMU TPeBOBaAHUAMUN, YCTAHOBNEHHBIMMA
HOpMaTUBHbBIMW NPaBoOBbIMK akTaMun Poccurckon ®epepaunn, nepen ee BblMyCKOM;

rapaHTna Toro, 4to npu HeobXxo4MMOCTM NccnenoBaHuUs 6pa|<a UM oT3biBa cepun
YMNOJIHOMO4YEHHOE JTNLO, KOTOPOE BbiAario pa3pelleHne Ha ee BbllyCK, 1 COOTBETCTBYIOLLINE
3anncun moryTt ObITb Nnerko VI,EI,GHTI/I(*)I/ILI,VIpOBaHbI.

lll. BBepeHnue (3)

7. (3.1) MNMponsBoacTBO Cepun NiekapCTBEHHbIX CPEACTB, B TOM YMCIIE KOHTPOJSb Ka4ecTBa,
pasgenseTca Ha cTaguu, KOTOpble MOTYT BbIMOSTHATLCA Ha Pa3HbIX NPOU3BOACTBEHHbIX
nnowazkax u pasHbiMy npounssogutenamun. Kaxaas cragus 4OSMKHA BbINOSHATLCS B
COOTBETCTBUMN C TpebOoBaHNSMWN NPOMBILLIIEHHOrO pernaMmeHTa, TpeboBaHNAMN HACTOALLMX
[MpaBnn 1 MHbIX HOPMAaTMBHbLIX MPaBOBbIX akTOB Poccunckon degepaumn. YNonHOMOYEHHOE
nvuo, ocyulecTeraoLee npouenypy NOATBEPXKAEHUSI COOTBETCTBUSA CEPUN rOTOBOW NPOAYKLUMU
yCTaHOBMEHHbIM TpeboBaHUAM nepep ee BbiMyCKOM, OMKHO PYKOBOACTBOBATLCA YKa3aHHbIMU
TpeboBaHnaMN.

8. (3.2) Ha npakTuke 0gHO yNnosIHOMOYEHHOE NNLO MOXET He 3HaTb OCOBEHHOCTEN Kaxaoro
aTana npou3BoAcTBa. YNOMHOMOYEHHOE N1, KOTOpPOoe NoaTBepXaaeT COOTBETCTBME Cepum
roTOBOW NpoAyKUUK, NO OTAENbHBLIM BONPOCaM MOXET ONUPaTbCs Ha 3aKMioYeHNa apyrux
YNOMHOMOY€EHHbIX NnL. B Takmx criyyasx ynonHOMOYEeHHOe N1LO AOMKHO BbITh 3apaHee
yBEPEHO B HAOEXHOCTU 3TUX 3aKMIOYEHNA, UCXOOS U3 NINYHOIO OMbITa UM Ha OCHOBAHUK
noaTBEPXOEHNSA, MOMYYEHHOro OT APYrMX YNONHOMOYEHHbIX ML, BHYTPWU YCTaHOBIEHHOWN
CUCTEMbI KayecTBa

9. (3.3) NMpwu BbINONHEHUN OTAENBLHBIX CTaAUN NPOU3BOACTBA B APYron CTpaHe aHasrormyHble
TpeboBaHNA K COOTBETCTBUIO NPON3BOACTBA M NPOBEAEHNIO KOHTPOIS KavyecTBa
npeabaBSAITCA U K y4aCTHUKY NPOU3BOACTBA B 3TOW cTpaHe. B 3Tom cnyyae nponsBoacTBO
NeKapCTBEHHbIX CPEACTB Takke AOMKHO OCYLLECTBIATLCA B COOTBETCTBUM C TpeboBaHNAMM
perncTpauuoHHoro gocke. lNponssoautens JOMMKEH UMETh NMNMLEH3UI0 Ha OCyLLeCTBIIeHMe
CBOEWN AeATerNIbHOCTU B COOTBETCTBMM C 3aKOHOM CBOEWN CTPaHbl U BbINOSHATL TpeboBaHUA
HacToswmx MNpasun unn NnpaBnn Haanexawlero NPon3BoACTBa fNeKapCTBEHHbIX CPeCTB,
TpeboBaHUA KOTOPLIX HEe HUXe, YeM TpeboBaHMs HacToawmx [MNpaswun.

IV. O6wme Tpe6oBaHus (4)



10. (4.1) Pasnu4yHble cTagumn (aTanbl) NPOU3BOACTBA, BBO3a, KOHTPOSIS U XpaHEeHUS O4HOW N TON
Xe cepun roToBoKr NpPoayKLmMK nepes ee BbiMyCKOM MOTyT OCYLLECTBNATLCHA Ha pasHbIX
NPOM3BOACTBEHHbIX Nrowagkax. Bce aTn NnponsBoACTBEHHbIE NOLWAAKNA AOIKHbI ObITh
NULEH3MPOBaHbI N OOSMKHbI OCYLLLECTBNATb AeATENbHOCTb Mo KOHTPOMEM, No KpanHen Mepe,
OZHOr0 YNOfIHOMOYEHHOro nnua, NoATBepXaatLero COoTBETCTBUE 3TON cepumn
yCTaHOBMNeHHbIM TpeboBaHuAM A0 ee Bbinycka. OaHako Hagnexallee npon3BoacTBO
KOHKPETHOW cepun NpoayKUMN HE3aBUCUMO OT Yncna 3a4eCTBOBAHHbLIX NPOU3BOLACTBEHHbLIX
NNoLWaaoK AOMKHO HAaX0AMTbCA Nog o6LWUM Ha430pPOM YNOTHOMOYEHHOIo Nnua,
noaTeepXxgarLero COoTBETCTBME 3TON Cepum roTOBOW NPOAYKLUN YCTAHOBIIEHHbLIM
TpeboBaHUAM nepes BbiMyCKOM.

11. (4.2) Pasnu4yHble cepum npoayKLmMmM MOryT Npon3BOAUTLCA UM MMNOPTUPOBATLCS U
BbIMYCKaTbCs B pa3HbIX CTpaHax, MMetoLwmx cornawenune ¢ Poccunckon degepaumen o
B3aMMHOM NPU3HaHMM YCrOBUA NPON3BOACTBA N peanu3aunn. [Npun aTom nuuo, Ha UM
KOTOPOro BblAAHO PErncTpaunmoHHOe yOOCTOBEPEHNE, a TaKKe Kaxkaas NPOn3BOACTBEHHAS
nnowazka, MMetoLLasi NpaBo Ha BbIMYCK Cepun NPoayKUMn, OOIMKHbI UMETb B CBOEM
pacnopsXeHnn TOYHOe yKasaHue agpeca niowagkmn, Ha KOTopon Bbina BbinyLeHa KOHKpeTHas
cepvsi NPoayKLmm1, 1 MHdopmaumo 06 ynonHOMOYEHHOM NnLe, OTBETCTBEHHOM 3a
noaTBepX4eHne COOTBETCTBUS ee KavyecTBa YCTaHOBMNEHHbIM TpeboBaHNAM.

12. (4.3) YNnonHOMOYEHHOE NULIO, NOATBEPXKAAKOLLEE COOTBETCTBUE CEPUM FTOTOBOM NPOAYKLMMK
YyCTaHOBMEHHbIM TpeboBaHMSAM nepea Bblaayven paspeLleHns Ha BbiMyCK, MOXET OCHOBbIBaTb
CBO€ peLleHne Ha NMUYHOM 3HaHUKN BCEX UCMOSb3yEMbIX B MPOM3BOACTBE NMOMELLEHUI U
npoLEeccoB, onbiTa y4acTBOBaBLUErO B NPON3BOACTBE NepcoHana n NpUMeHsiEMON CUCTEMBI
KadecTBa, B paMKax KOTOPOWM OCYLLECTBIISIETCA NPON3BOACTBO. YKazaHHOE YNOSIHOMOYEHHOEe
NNLO MOXET Takke onmpaTbCs Ha 3aKkno4YeHne Co CTOPOHbI 04HOro unm bonee
YNOAHOMOYEHHbIX 1L, O COOTBETCTBUM MPOMEXYTOUYHbIX CTaann NPoM3BOACTBA
YyCTaHOBMEHHbIM TpeboBaHUsM.

13. Takoe 3aknoyeHne, BblgaBaemMoe ApYrmMmn ynosTHOMOYEHHbIMUY NIMLAMN, OOSHKHO ObiTh
0hOpMMNEHO JOKYMEHTaNbHO 1 AOMKHO YETKO onpeaenaTb NnpeameT NOATBEPXKAEHMS
cooTBeTCcTBUA. [MopagoK noaTBEPXKAEHNSA AOMKEH ObiTb 0OPMIEH AOKYMEHTAlbHO.

14. (4.4) Nopsagok NnoaATBEPXKAEHMUS, YKa3aHHbIM B NyHKTe 13 HacTosiwero MNpunoxeHus, A0MKeH
cobntogaTbCAa BO BCEX CriyyasXx, Korga yrnoiHOMOYEHHOE ML ONUPaeTCs Ha 3aknoyeHne
APYroro ynosiHoMOYeHHOro nuua. Takon JOKYMEHT AOSMKEeH COOTBETCTBOBATbL MOMOXEHNSAM,
npeasycMOTPeHHbIM NyHKkTamu 237-255 HacTtoawmx MNpasun. YNONHOMOYEHHOE N1,
noaTreepxjatoLLlee COOTBETCTBME CepUM FOTOBOW NPOAYKLUUN YCTAHOBIIEHHbLIM TpeboBaHNAM,
OOJTDKHO rapaHTUpOBaTb BbIMOSIHEHNE MEPONPUATUN, onpeaeneHHbIX B YKa3aHHOM JOKYMEHTE.
dopma OOKYyMEHTa, B KOTOPOM M3MOXEH NOPSAOOK NOATBEPXKAEHNS, AOIMKHA COOTBETCTBOBATb
B3aMMOOTHOLLEHNSAM CTOPOH. Hanpumep, Takon AOKYMEHT MOXET NpeacTaBnsaTb CO60N
CTaHAapTHY OnepauroHHYIo Npoueaypy Npou3BoanTENa UNN JOroBOP MeXAy pasnuyHbIMU
NPoOn3BOAUTENAMM, AaXe €CIiM OHU BXOOAT B OLHY U Ty Xe rpynny KOMnaHun.

15. (4.5) YKkasaHHbI 4OroBOp MeXAy Npou3BOAMTENSIMM BKItoYaeT B ceba 06593aTenbcTBO CO
CTOPOHbI NOCTaBLLUMKa HepacdacoOBaHHOIO UMM MPOMEXYTOYHOro NPOAYKTa CTaBUTb B
N3BECTHOCTb nony4arensi(en) npogykumm 060 BCEX OTKINOHEHUSX, pe3ynbTaTax, BbIXOASALWMNX 3a
pamMKu cneundukaunin, HeCooTBETCTBMAX TpeboBaHNAM HacTosAwmx Mpasun, paccrnegoBaHusx,
NPeTEH3NAX NN OPYrmx COBbITUSX, KOTOPbIE AOSPKHO NPUHUMATb BO BHUMAHUE
YNOMHOMOYEHHOE N0, OTBETCTBEHHOE 3a NOATBEPXKAEHME COOTBETCTBUSA CEPUN FOTOBOW
NpoAayKuun BCEM YCTAHOBMNEHHBIM TpeboBaHMAM.



16. (4.6) Ecnu ana gokymeHTansHOro opopmMreHnsa NnogTBepXXaeHna COOTBETCTBUA U Bblaauu
paspeLLeHns Ha BbIMYCK CepUN MPOAYKLUN NCNOMNb3YIOT KOMMBbIOTEPU3NPOBAHHYIO CUCTEMY,
Heobxoammo obpaTnTe ocoboe BHUMaHME Ha BbINONHEHME TpeboBaHWA, NPeayCMOTPEHHbIX
MpunoxexHnem Ne 11 k HacToswmm NpaBunam.

17. (4.7) Npun HanNV4MM NOATBEPXKAEHNA COOTBETCTBUS CEPUM rOTOBOM NPOAYKLMU, BbIAAHHOMO
YNONHOMOY€EHHbIM NNLIOM, He TpebyeTcs NOBTOPEHUS 3TOW npoLeaypbl B CTpaHax, MMELWKX C
Poccuiickon ®egepaumen cornaleHne 0 B3aMMHOM NPU3HaHUKU pe3ynbTaToB Nogo6HOM
npoueaypsbl.

18. (4.8) BHe 3aBMCUMOCTM OT KOHKPETHbLIX MEPONPUATUN MO NOATBEPXKAEHUIO COOTBETCTBUS U
BbIMYCKY Cepumn JOMKHa CcyLecTBoBaTb npoueaypa 6biCTporo BbISBIIEHUS U OT3biBa BCEN
npoayKuuun, KoTopast MOXeT NPpeAcTaBNATb ONACHOCTb A1s noTpebutenen.

V. NMpoBeaeHune NcnbITaHMU U BbIMYCK Cepun npoaykuum, nponsseaeHHon B Poccuinckon
Penepauum (5)

19. (5.1) B cny4ae ecnv npon3BoaCcTBO PaCMNoOSIOXEHO Ha O4HOM NULLEH3UPOBAHHOM
NPOW3BOACTBEHHOW NoLaake:

Ecnu BCce cTagnmn npomnsBoaCTBa M KOHTPOSS OCYLLECTBIAKTCA Ha O4HOW NPOM3BOACTBEHHOM
nnowiagke, BbiNOSIHEHNE OTAEMbHbIX MPOBEPOK U KOHTPOSIbHbLIX onepauuii MoXeT ObiTb
nepegaHo apyrum nuuam. YNoraHOMOYEHHOE UL 3TOW NPOM3BOACTBEHHOM NNOLWAOKM,
noaTeepxaarLlee COOTBETCTBME CEPUN FOTOBOW NPOAYKLMU, OBbIYHO HECET NEPCOHANbHYH
OTBETCTBEHHOCTb 32 JOCTOBEPHOCTb Pe3ynbTaToOB NPOBEPKN B paMKaxX yCTaHOBIIEHHOM
cucteMbl kadectBa. OgHaAKO YNOSTHOMOYEHHOE NIMLIO MOXET NPUHUMATL BO BHUMaHME Takke
3aKIMOYEHNS O COOTBETCTBMM YCTAHOBMNEHHbIM TPeOOBaHNAM NPOMEXKYTOYHbLIX CTaaun,
BblAaHHbIE OPYTMMU YNOSTHOMOYEHHbIMM NMLAMW Ha 3TOW NnoLwagke, KoTopble HECYT
OTBETCTBEHHOCTb 3a 3TW CTaauN.

20. (5.2) B cnyyae ecnu pasnu4yHble cTagmMm Npon3BOACTBA BbINOSTHAKTCA HA Pa3HbIX
NPOU3BOACTBEHHbIX NSIOWazaKax O4HOro Npon3BoaAnTENS:

Ecnu pasnunyHble cTaamm NponsBoacTBa CEPMU NPOAYKLIMM OCYLLECTBISAITCS Ha pasHbiX
NPOM3BOACTBEHHbIX MMoLlaaKkax B npeaenax oaHou opraHMsauumn (HesaBmMcrMMo OT TOro,
pPacnpoCTPaHAETCA N Ha HUX OfHa U Ta e NULIEH3UA Ha NPOU3BOACTBO NEKApCTBEHHbIX
CpPeacTB UMK HET), TO YNONTHOMOYEHHOE NLIO A0MKHO OTBeYaTh 3a Kaxayt CTaauio
npounssoacTea. MoaTBepkaeHne COOTBETCTBUSA CEPUMN FOTOBOWM NPOAYKLMN YCTAHOBMNEHHbLIM
TpeboBaHUAM AOIMKHO BbIMOMHATLCS YNONHOMOYEHHbLIM NULIOM NPOU3BOAUTENS, KOTOpoe NGO
HeceT NnepcoHarbHy OTBETCTBEHHOCTb 3a BCe CTaauy Npov3BOACTBA, MO0 NPUHMMAaET BO
BHMMaHUWe 3aKIio4YeHUs O NpeaLecTBYOLNX CTaausx, caenaHHble YNoNHOMOYEHHbIMY NLamMMu,
OTBETCTBEHHbIMM 33 3TV CTaauUMN.

21. (5.3) B cnyyae ecnu HekoTopble NPOMEXYTOYHbIE CTaguu NMPOU3BOACTBA OCYLLECTBNATCS
no JOroBopy Apyron opraHusaumen:

OpaHa unn 6onee NPOMEXYTOYHbIX CTaauN NPOM3BOACTBA U KOHTPOS KayecTBa MOryT
BbINOSTHATBCS B APYron opraHnsaumm no 4oroBopy B COOTBETCTBUMN C NOSIOKEHNAMM,
npeaycMoTpeHHbIMU NyHKTaMun 237-255 HacToawmx Npasusi. YnonHOMoYeHHOe nnuo
3aKas4dmka MOXeT NPUHMMAaTb BO BHUMaHME 3aKto4eHNEe YNONHOMOYEHHOIO N1ua NCNOSTHUTENS
O COOTBETCTBYHIOLLEN CTAANN, HO OHO HECET OTBETCTBEHHOCTb 3a obecneyeHme Toro, 4Yto aTa
paboTa BbINOMHAETCA B COOTBETCTBMM C YyCNOBUAMM Aorosopa. lNoareepxaeHne cooTBETCTBUS



cepun roToBOM npoaykunm yCtaHOBJTIEHHbLIM Tpe6OBaHVIFIM OOJTKHO ObITb BbIMNOMHEHO
YMNOJIHOMOYEHHbIM JTMLUOM nNpon3BoanTesid, OTBETCTBEHHOIO 3a BbIMYCK CeEpuUn NpoayKunn.

22. (5.4) B cnyyae ecnu 13 cepumn HepacdacoBaHHOM NPOAYKUMN HA pa3HbIX
NPOM3BOACTBEHHbIX NrioLagKkax Npon3BoAATCA HECKOMNbKO Cepur roTOBOW NPOAYKLUMU, KOTOPbIe
BbIMYCKaKTCA HA PbIHOK HA OCHOBaHUM OOHOIO PErucTpaLmMoOHHOrO yaoCTOBEPEHUS:

a) (5.4.1) YNonHOMOYEHHOE N0 NPOM3BOAUTENSA, UMEIOLLLETO JTIULIEH3MNIO HA NPOM3BOACTBO
NeKapCTBEHHbIX CPEACTB, BbiNyCKalLLee ceputo HepacdacoBaHHOW NPOAYKLNN, MOXET
noaTBepXaaTb COOTBETCTBUE BCEX CEPUI FOTOBOW NPOAYKUUKN nepes ux BbiMyckom. B atom
cny4yae yrnosiHoMoO4YeHHoe nNuuo nnbo 6epeT Ha cebsa nepcoHanbHy0 OTBETCTBEHHOCTL 3a BCE
CTaguu NpoM3BOACTBa, NTIMOO NPUHMMAaET BO BHMMAHME 3aKITOYEHNSA B OTHOLLEHUM CTaanmn
dacoBku 1 (MNK) ynakoBKW, BblAaHHbIE YNOMHOMOYEHHbIMUY NMLAMW NMOLLAAOK,
OCYLLIECTBNAOLLMX 3TU CTaauu;

0) (5.4.2) JonyckaeTcsa Takke NOATBEPXKAEHNE COOTBETCTBUS KaXXO0N CEPUN rOTOBON
NPOAYKUMN SO MOMEHTA €€ BblMycka YNOTHOMOYEHHbIM JIMLIOM NPOU3BOAUTENS, KOTOPbIN
BbIMOJSTHUIT 3aKNKYUTENBHYIO onepauunto hacoBkn n (Unn) ynakoeku. B aTom crnyyae
YNOSTHOMOY€EHHOE NnLo Nnbo 6epeT Ha ceba nepcoHanbHy OTBETCTBEHHOCTb 3a BCe CTaaun
npon3BoaCcTBa, NMOO NPMHUMAET BO BHUMAHME 3aKIOYEHNE O KA4eCcTBE CEPUN, NOSTy4YEHHOE OT
YNOSTHOMOYEHHOrO NiMLa C MecTa Bbinycka cepum HepacdacoBaHHOW NPOLYKLNNK;

B) (5.4.3) Bo Bcex cnyyasx opraHusaumm npoM3BOACTBaA rOTOBOW NPOAYKLUMM B pasHbiX MecTax
Ha pa3HblX MPON3BOACTBEHHbIX MIoLWanKkax B paMmKkax OgHOro perucTpaumoHHOro
yOOCTOBEPEHNSA OOMMKHO ObITb OnpeaeneHo ogHO NMUo (Kak NpaBuno, YNOAHOMOYEHHOE NNLO
npounssoauTensa cepum HepacacoBaHHOW NPOAYKLUUKN), KOTOPOE HeCceT MOSHYI0
OTBETCTBEHHOCTb 3a BbIMYCK BCEX CEPUI FOTOBOW NPOAYKLUMN, NOSTYYEHHbIX N3 O4HOW Cepun
HepacdacoBaHHOM NPOAYKUMK. ITO NNLO AOIMKHO 3HATb O NOOLIX Npobnemax, CBA3aHHbIX C
Ka4yecTBOM ntobON cepun rotToBOW NPOAYKLMMK, U KOOPANHUPOBATL OCYLLIECTBIIEHME BCEX
HeobXxoaMMbIX Mep, NpeanpUHMMaeMbIX B CBA3WN C Hann4nem npobnemMbl B OTHOLLEHMUW CEPUN
HepacacoBaHHOMW MPOAYKLUMMN.

HecmoTps Ha To, YUTO HOMepa cepuit HepacdacoBaHHOW U rOTOBOW NPoAYyKUUK Heobsa3aTenbHO
AOJTKHbI coBnagaTth, HEOOX04MMO AOKYMEHTanbHO 0hOPMUTL CBA3b MEXAY HOMEepammn 3Tnx
cepun, 4Tobbl MOXHO BbINO 06ecneunTb NpocneXxnBaHme Npu ayauTe.

23. (5.5) B cnyyae ecnu 13 ogHon cepumn HepactacoBaHHOW NPOAYKLUN B pa3HbIX MecTax Ha
pasHbIX MPOU3BOACTBEHHbIX MroLwaakax acyTcsa u (Unv) ynakoBbIBatOTCH HECKOSTbKO cepum
roTOBOW NPOAYKLUUKN, KOTOPbIE BbINYCKATCA HA OCHOBAHUWN Pa3HbIX PErMCTPaLMOHHbBIX
yOOCTOBEPEHUN (YTO MMEEeT MeCTO, Harnpumep, Koraa TpaHCHaUMoHanbHasa KoMmnaHus srnageeT
HaUMOHaNbHbIMU PErMcTpaunoHHLIMWN YOAOCTOBEPEHUSMN Ha NIEKAapCTBEHHbIM Npenapar B
HEeCKOIbKMX rocygapcTBax unv nponsBoauTerib BOCMPOU3BEAEHHbIX TeKapCTBEHHbIX
npenapaToB npuobpeTtaeT HepactacoBaHHbIN NIeKapCTBEHHbIV Npenapart, dacyeT u (Mnu)
yNakoBbIBAET €ro, 1 BblNMyCKaeT roTOBbIN TEKAPCTBEHHbIV NpenapaT No cBOeMy cO6CTBEHHOMY
perncTpaumoHHOMY yOOCTOBEPEHMNIO):

a) (5.5.1) YnonHoMo4eHHOE n1uo Npon3BoaMUTESNS FOTOBOW NPOAYyKUMKM, noaTBepXaatowee
COOTBETCTBME CEPUN FOTOBOW NPOAYKLUUN YCTAHOBIIEHHLIM TPEBOBAHUAM, MOXET MO0 B3ATb Ha
cebsa nepcoHanbHy OTBETCTBEHHOCTb 3a BCE CTaauu NPOM3BOACTBA, MO0 OCHOBLIBATLCS Ha
3aK4YeHNN, NOSTYYEHHOM OT YNOSIHOMOYEHHOIO NLa NPOM3BOANTENSA HepacdacoBaHHOM

npoaykumu;



0) (5.5.2) Jllobas npobnema, cBA3aHHasA C Ka4ecTBOM 1000 cepum roToBOM NPOaYKUUN,
NCTOYHMKOM KOTOPOW MOrfa SBUTbCA MCXOOHas cepust HepacacoBaHHON NPOAYKUUK, AOSHKHA
ObITb cOObLLEHA YNONMHOMOYEHHOMY NNLYY, OTBETCTBEHHOMY 3a NOATBEPXKAEHNE KayecTBa 3TON
cepumn HepacdacoBaHHOM NpoayKumn. Nocne aToro ykazaHHoe ynosIHOMOYEHHOE NNLLO JOMKHO
npeanpuHATbL BCe HeOOXoanMble AENCTBUS B OTHOLUEHUN BCEX CEPUIA FOTOBOW NPOAYKLNN,
npousBefeHHbIX U3 JaHHOW cepumn HepacgacoBaHHOM Npoaykuuun. MNopagok 4encTBUiA B 3TOM
crniyyae osmkeH ObiTb YCTAHOBIEH B COrnalleHuu.

24. (5.6) B cnyyae ecnu cepuio rotoBor NpoAyKUUKM 3aKynaeT n peanuayeT Npon3sBoguTerb,
UMEIOLLINI NTULIEH3UIO HAa NPOU3BOACTBO JIEKAaPCTBEHHbLIX CPEACTB B COOTBETCTBUM C
CcOBCTBEHHbIM PErMcTpauUmMoOHHbIM YOOCTOBEPEHNEM (YTO UMEET MECTO, Hanpumep, Koraa
npoun3BoauTENb, MOCTaBMAKOLWMIA BOCNPOU3BEOEHHbLIN NTEKAPCTBEHHbIN NpenaparT, ABfseTcd
NMLIOM, HAa UMS KOTOPOro BblAAHO PerncTpaunoHHOe yOOCTOBEPEHNE Ha NEKapCTBEHHbIN
npenapat, NPOM3BOANMbIN APYrMM NPOn3BOaUTENEM), U NEPBbLIN NPON3BOAUTENDb 3aKynaeT
roTOBY NPOAYKUMNIO, COOTBETCTBME KOTOPOW eLle He Bblno NOATBEPXKAEHO ee
Npou3BOANTENEM, U BbiNyCKaeT ee Ha OCHOBaAHWN COBCTBEHHON NMLEH3UN Ha NPOU3BOLACTBO
NeKapCTBEHHbIX CPEeACTB U COBCTBEHHOIO PErMcTpaumMoOHHOro yaoCTOBEPEHWS:

YNOMHOMOYEHHOE N0 NPOU3BOANTENS, 3aKynatoLLero NPoAyKLUMIO U HEe NMEIOLLIETO
AOKYMEHTarnbHbIX pe3ynbTaToB NOATBEPXKAEHMS €€ COOTBETCTBUS, JOJIKHO CaMOo NOATBEPANTb
COOTBETCTBME YCTaHOBIEHHbIM TpebGoBaHNSIM 3TON CEPUM FOTOBOWN NPOAYKUMK nepes ee
BbIMyCKOM. Mpn 3TOM YNONHOMOYEHHOE NULO 3aKynatoLLero Npon3BoanTENs NPUHMMAET Ha
cebs OTBETCTBEHHOCTb 3a BCe CTaauy NPOM3BOACTBA UM OCHOBLIBAETCS Ha 3aKIOYEHUMN O
KayecTBe cepun NPOAYKLMN YNOTHOMOYEHHOTO fua NPoN3BoAUTENSA-NOCTaBLYMKA.

25. (5.7) B cnyyae ecnu nabopaTtopusi KOHTPONA Ka4yeCcTBa NeKapCTBEHHLIX NpenapaTos u
NPoOn3BOAMTENb ABMASAIOTCA Pa3HbIMU OpraHn3aLmsiMn:

YNonHoMo4eHHoe nnuo, NoATBepXaatoLee CoOoTBETCTBUE CEPUM FOTOBOW NpoayKLUK
yCTaHOBMNEHHbIM TPeOOBaHUSAM, MOXET NPUHSTL HA cebsl OTBETCTBEHHOCTL 3a flabopaTopHble
UCnbiTaHUs, NPOBeAeHHble NoaobHON nabopaTopmen, Unn y4nuTbiBaTb NOATBEPXKAEHNE B
OTHOLLEHUM UCMbITaHUI, BblAAHHOE APYrMM YMNOSTHOMOYEHHbIM NULOM. [pu OTCYTCTBUM Takoro
NOATBEPXXAEHNS YNONTHOMOYEHHOE NLIO AOMKHO 3HaTb paboTy AaHHoN nabopatopun u
MeTOANKM, NPUMEHSIEMbIE B HEWN ANS NOATBEPXKAEHUS COOTBETCTBMS KayecTBa AaHHOW rOTOBOM
npoayKumm.

VI. O65a3aHHOCTK yNnONHOMO4YeHHoro nuua (6)

26. (6.1) MNepepn ocywecTBneHneM npoueaypbl NOATBEPXKAEHUS COOTBETCTBUA CEPUM FOTOBOM
NpoaYKUMN OO MOMEHTA €€ BbIMyCcKka YNONTHOMOYEHHOE NULIO AOIMKHO yOeanTbCsl, B YaCTHOCTH,
B BbINOJIHEHUW CrieayoLwmnx TpeboBaHM:

a) (a) cepusi roToBOM NPOAYKLMN U MPOLECC €€ NPOM3BOACTBA COOTBETCTBYHOT NOSIOXKEHNSAM
HOPMaTUBHbIX JOKYMEHTOB;

0) (b) cepus rotoBoKr NPOAYKLMM NPOM3BEAEHA B COOTBETCTBMN C TPEOOBAHNAMM HACTOALLINX
MpaBun, a gns cepumn NPoOAYKUUN, UMNOPTUPYEMOI U3 APYTUX CTPaH - B COOTBETCTBUM C
npaBuiaMn Hagnexawero nNpoM3BOACTBa JIEKAPCTBEHHbLIX CPEACTB, MO KparHen Mepe,
TpeboBaHUA KOTOPbIX HE HUXKE, YeMm TpeboBaHMs HacToswmx MNpasun;

B) (C) OCHOBHbIE MpoLEeCcChl NPOM3BOACTBA U METOAbl KOHTPONS BanMaMpOBaHbl, YYTEHbI
chakTnyeckme ycroBmsi NPON3BOACTBA M LOCbE HA CEPUI0 MPOAYKUMMU;



r) (d) nobble OTKNOHEHUS NN 3anflaHNPOBaHHbIE U3MEHEHUSA B TEXHOMNOMMYECKOM npoLecce
NN KOHTPONe KayecTBa bbinu yTBepXaeHb! NnuamMmu, UMeLWMMn HeobxoamMMble MOTHOMOYUS,
COOTBETCTBYHOLLMI YNOSTHOMOYEHHbIN pefepanbHbli OpraH UCMOMHUTENBLHOW BNacTu
ocBeZJOMIEH O NIOBLIX N3MEHEHUSAX, TPEOYIOLLMX BHECEHNS UBMEHEHUI B perncTpaLMoHHoe
A0Cbe UMW NIMLIEH3UI0 Ha NPOU3BOACTBO JIEKAaPCTBEHHbLIX CPEACTB, U MOfy4YeHo paspeLleHne
YNONHOMOYEHHOro heeparibHOro opraHa UCMoMHUTENbHOW BNACTU HA BHECEHWNE TaKuX
N3MEHeHUN,

A) (e) npoBeaeHbl Bce HeOBX0ANMbIE MPOBEPKN U UCNbITAHUA (B TOM YMCrie AONOSTHUTENbHbIN
oTOOop Npob, MHCNEKTMPOBAHME, MPOBEPKM U UCTbITAHUS, BbI3BAHHbLIE OTKIIOHEHUAMM B
TEXHOJOrM4YeckoM npoLecce uUnu BBMAY NiiaHOBbLIX N3MEHEHNI);

e) (f) bokymMeHTauma no NPomM3BOACTBEHHOMY MPOLIECCY M KOHTPOJSIO KayecTBa cocTaBneHa n
yTBEpPXKAEHA NepCOoHarom, MMeLWUM HeOBX0ANMbIE MOTHOMOYMS;

X) (g) BCce ayanTbl NPOBEAEHbI B COOTBETCTBUM C TpeOoBaHUSIMU cUCTEMbI 06ecnedyeHns
KayecTBa;

3) (h) NpUHSATBLI BO BHMMaHUe Bce hakTopbl, KOTOPbIE, MO MHEHWUIO YNOSTHOMOYEHHOIO NnLA,
ABNAOTCS CYLLECTBEHHbIMW Arsi KaYeCTBa AaHHOW cepun NPOAYKLUUN.

27. YNONHOMOYEHHOE NULIO0 MOXET UMETb AOMONHUTENbHbIE 06A3aHHOCTN B COOTBETCTBUM C
3akoHoaaTternbcTBoM Poccunckon denepaumm nnm AoSmKHOCTHBIMU NHCTPYKLNAMM,
yTBEPXAEHHLIMY MPOM3BOAUTENEM.

28. (6.2) YnonHomMo4YeHHOe NnLo, NoATBEPXKAAOLWEE COOTBETCTBME NPOMEXYTOYHOM CTagum
NPON3BOLCTBA B COOTBETCTBMM C NyHKTaMn 12-13 HacTosiwero NpunoxeHus, BbINOSHAET
0683aHHOCTK, aHanNorn4Hble 06593aHHOCTAM, YKa3aHHbIM BbiLLe, MO OTHOLLUEHUIO K 3TOW CTaauun.

29. (6.3) YNONHOMOYEHHOE NULIO AOSHKHO NoaaepXunusaTb CBOK KBanudukawumo Ha
COBPEMEHHOM YPOBHE B CBETE AOCTUXKEHUIN HAaYyYHO-TEXHUYECKOro nNporpecca v y4nTbiBaTb
N3MEHEHNSA B CUCTEME YNPaBfeHUs Ka4eCTBOM, MMEKLLME OTHOLLEHME K MPOAYKLMM,
COOTBETCTBME KOTOPOM YCTAHOBMEHHbIM TpeboBaHUAM NnoaTBEPXKAAET YNOSTHOMOYEHHOE NNLO.

30. (6.4) MNMpw npuBneyYeHNn ynosHOMOYEHHOIO N1LA K NOATBEPXKOEHUIO COOTBETCTBUS CEpUN
NPOAYKLUNN, KOTOPYH OH 3HAEeT HeJOCTaTOYHO (HanpMmep, Npu 0CBOEHMN HOBOrO Buaa
NPOAYKUMN U NPy NEPEXOAE Ha Apyroe npeanpusaTre), ynorHOMOYEHHOE NULO A0SMKHO
Nosly4YnMTb COOTBETCTBYHOLLME 3HAHUSA N ONbIT, HEOOXOAMMbIE AN BbINOSTHEHUS 3TUX
00s13aHHOCTEN.

31. B cooTBETCTBUM C HOPMATUBHBLIMM NPaBOBbIMK akTaMn Poccurckon degepaumm Ha
YNONTHOMOYEHHOE L0 MOXET ObITb BO3M0XXeHa 00513aHHOCTb YBEAOMIIATL YMNONTHOMOYEHHbIN
deaeparnbHbI OpraH UCNONMHUTENBHOM BAaCTM O TAKOM U3MEHEHWUN, YTO MOXET noTpeboBaTb
NOBTOPHOWN aTTecTauuu.

VIl. TepmMuHbl 1 onpepenenuns (7)

32. Ana uenen HacToswwero MNpnnoxeHns KpomMe TEPMUHOB 1 onpeaeneHnin, npeayCcMoTPEeHHbIX
rnasow |l HacToswmx [NpaBun, NCNONb3YTCH TakXKe CcrieayLwme OCHOBHbIE NOHATUA:

oLieHKa COOTBETCTBUS CEPUN FOTOBOW NPOAYKLUN - OKYMeHTarlbHoe odopmneHme
COOTBETCTBUSI CEPUM TOTOBOW NPOAYKLMUN YCTAaHOBMNEHHLIM TpeboBaHNsIM O €€ BbINycKa;



NoATBepXXaeHue - NoOANUCaHHOE CBMAETENBCTBO TOro, YTO NPOLIECC UMW UCTbITAHUS
BbIMOJTHEHbI B COOTBETCTBUM C TpeboBaHuAMK MpaBun opraHm3aLmm NPOn3BOACTBa U KOHTPOIS
KayecTBa NekapCTBEHHbIX CPeACTB U TpeboBaHUAMM, YCTaHOBMNEHHbLIMU NPY rOCYAapCTBEHHOM
perncTpawmm, cornacoBaHHoe B NMMCbMEHHON hopMe C YNONMHOMOYEHHBIM NULIOM, OTBEYAIOLLNM
3a OLIeHKY COOTBETCTBUSI CEPUMN FOTOBOWM NPOAYKLMN [0 ee BbiNycKa;

cepwua rotToBou npoaykunn - cepuda npoaykuumn B OKOH4YaTeSIbHON ynaKoBKe, rotoBas K BblMyCKY;

cepusa HepacacoBaHHOW NPOAYKUUM - CEPUS NMPOAYKLUMN YCTaHOBNEHHOIO Npu perncrpaumm
nekapCTBEHHOrO NpenapaTa pa3mepa, rotoBas K pacoBke, OKOHYaTeNbHOW ynakoske, finbo
HaxoAsaLaaca B UHAMBUAYaANbHbIX yNakoBKax U rotoBas Ana KOMMNIIEKTOBaHMUS OKOHYaTelbHbIX
ynakoBok. Cepusi HepacdacoBaHHOM NPOAYKUMN MOXET COAEpPKaTb, HANPUMEP, XXUAKNI
HepacacoBaHHbIM NPOAYKT, TBepAbIE NEKapCTBEHHbIE POPMbI (TABNETKN UK Kancynbl) Unm
HaMNOMNHEHHbIE aMMynbl;

cornalleHue o B3anMHOM NPU3HaHUK - cornalleHme o B3aMMHOM MPU3HaAHUM MHCNEKLMIA CO
CTpaHOW, B KOTOPOW NPON3BOAATCA (M3 KOTOPOW NOCTaBMIAKTCA) BBO3UMbIE NEKApPCTBEHHbIE
cpencTBa;

MpunoxeHne Ne 17
k MNMpaBunam opraHmsauun Npon3BoacTBa
N KOHTPOIS KayecTBa flekapCTBEHHbIX CPeaCcTB

Bbinyck no napameTpam
I. MpuHumn (1)

1. (1.1) Beinyck no napameTpam - 3TO CUCTEMA BbiNyCKa NPOAYKLUMN, rapaHTUpYyoLLas, 4Yto
npoaykuus obnagaet TpebyembiM Ka4eCTBOM, Ha OCHOBaHUN MHApOpMaLMK, NOSTyYEHHOW BO
BpeMsi NPOM3BOACTBEHHOIO NMPOLLECCa, a Takke Ha OCHOBAHWUM COOTBETCTBUS ONpeaeneHHbIM
TpeboBaHuAM HacToAwmx MpaBmn, OTHOCALLMMCS K BbIMyCKY MO NapameTpam.

2. (1.2) Bbinyck no napameTpam SOMKEH yOOBNETBOPSATb OCHOBHBIM Tpeb0oBaHNAM HACTOSALLNX
[Mpasun, BkNto4as cootTseTcTByOWME [TPUNOKEHUSA K HAM N N3MNOXEHHbIE HUXE TpeboBaHUS.

Il. Beinyck no napameTpam (2)

3. (2.1) MNMpoBegeHne BceobbEMIIOLLIETO KOMIMIIEKCA NPOBEPOK N KOHTPOSIS NnapaMeTpoB B
npouecce Npon3BoacTBa MOXeET obecneunTb 6onee BbICOKYO rapaHTUIO COOTBETCTBUA FOTOBOW
npoayKuumn crneumdukaumm, Yem NCnbiTaHUs roTOBOM NPOAYKLMN.

4. (2.2) Beinyck no napameTpam MOXeT ObiTb paspeLleH B OTHOLLEHUN HEKOTOPbIX
creumanbHbIX NapamMeTpoB B Ka4eCTBe anbTepHaTUBbl TPaAULMOHHOMY UCMNbITAHWUIO FOTOBOW
npoaykumn. Paspeluatb BbIMNyCK MO napameTpam, OTKasblBaTb B HEM UMW aHHYNMPOBaTb
paspeLleHne Ha BbIMyCcK Mo napameTpam AOSMKHbI COBMECTHO JOMKHOCTHbIE nuua
YNONTHOMOYEHHbIX dhefiepanbHbIX OPraHoOB UCMOSNHUTENbHOM BacTu, B KOMMETEHLNIO KOTOPbIX
BXOOUT OLUEHKa NpoAyKUMn Npy perucTpaumm n npoBefeHne HCnekumnin no cobrnoaeHnto
HacTosawwmx MNpasun.

lll. Bbinyck no napameTpam Ans ctepusibHou npoaykumm (3)

5. (3.1) MNMyHkTamm 5-21 HacTosiwero MNpunoxeHnsa yctaHoBNeHblI TPeBOBaHMS K BbINMyCKYy MO
napameTpam roToBov npoaykumm 6e3 npoBegeHns UCNbITaHUsS Ha CTEPUIbHOCTb. VcknoveHme



NCMNbITAHNA Ha CTEPUITIBHOCTb ABJITAETCA NpaBOMEPHbLIM TOJIbKO NMpU HarM4ynm ycrnewHoro
noaoTBepXXaeHud Toro, 4To 3apaHee yCTaHOBJIEHHbIE YCNOBUA MNMpu Bannagaunm npouecca
cTrepunm3aumnnm ObInn OOCTUTHYTHI.

6. (3.2) VcnbiTaHnsa Ha CTEPUITBHOCTL NO3BOSIAKT OOHAPYXNTb TONBKO 3HAYUTENbHbIE
HapyLleHnst B cucteme obecnedyeHnss CTepUbHOCTMW.

7. (3.3) Bbinyck no napameTtpam gonyckaeTcsl TONbKO B TOM Crlyyae, ecnv napameTpbl
npouecca ctepunmsauumn cepumn NPoayKUUN rapaHTUPYIOT, YTO BanvMAMPOBaHHbLIA Npouecc
cTepunmsaunmn obecneymBaeT CTEPUITbHOCTb MPOAYKLNN.

8. (3.4) Bbinyck no napameTpam JornyckaeTcs TOMbKO A9 JIeKapCTBEHHbIX NpenapaTos,
noanexawux UHULLIHON CTepunu3aunmn B NnepBUYHON YNakoBKe.

9. (3.5) [lns BbIiNycka no napamMmeTpam MOryT ObiTb PACCMOTPEHbI METOAbLI CTEPUIN3aLNH,
npegycmaTpuBatoLme B COOTBETCTBUM ¢ TpeboBaHmamu focygapcTBeHHOM hapmakoneu
Poccunckon ®egepaummn ncnonb3oBaHne napa, Cyxoro xapa u MOHU3NPYHOLLETo U3NyYeHus.

10. (3.6) Bbinyck no napameTpam He NpUMEHSIETCA NpU NPON3BOACTBE COBEPLLUEHHO HOBbIX
NleKapCTBEHHbIX NpenapaToB, TaK Kak yA0OBNeTBOPUTENbHbIE pe3yfibTaTbl UCMbITAHUI Ha
CTEPUNbHOCTb B TEYEHNE ONpeaeneHHOro nepmoga BpeMeHN ABSOTCS YacTbio KpUTepueB
npuemMnemMocTu. B oTaenbHbIX Cryyasix 4aHHble UCMbITaHUA Ha CTEPUIBHOCTD, YXKe NMetoLmecs
Ans apyrux npenapaTtoB, MOXHO cYMTaTb OCTAaTOYHbIMUM 4SS HOBOrO npenapaTta, B KOTOPbIN
BHECEHO TOSbKO HE3HAYUTENBHOE N3MEHEHNE C TOYKN 3peHns obecnevyeHnsa CTepunbHOCTH.

11. (3.7) Heobxoanmo NnpoBOANTL aHaNM3 PUCKOB CUCTEMbI O6ecneyYyeHns CTePUIIbHOCTH,
HanpaBfeHHbIN Ha OLEHKY pUCKa BbiMyCKa HECTEPUIbHON NPOAYKLUHN.

12. (3.8) MNpegbioyLmi onbIT paboTbl NPON3BOANTENSA NEKAPCTBEHHbIX NPenapaToB SOMKEH
CBUAETENbCTBOBATbL O COOTBETCTBUM €ro Npon3soactea TpeboBaHamM HacToswmx Npasun.

13. (3.9) MNpw oLEeHKe COOTBETCTBMS NPOU3BOACTBA TpeboBaHMsAM HacToALWmMX [paBun AOMKHbI
YUYUTBIBATLCA BbISIBIIEHHbIE CIlydan HapyLUEHUS CTEPUNIbHOCTU NPOAYKLUUMN, a TaKKe pe3ynbTaTbl
NCMbITaHUM Ha CTEPUINBHOCTb AAHHOIO JIEKAPCTBEHHOMO NpenapaTa C TOYKM 3pEHUS
NleKapCTBEHHbIX NpenapaToB, CTEPUNN3YEMbIX TaKUM Xe UM aHanormyHbiM cnocobom.

14. (3.10) YyacTok npoM3BOACTBaA U CTEpPUNM3aLIMN JOMKEH OblTb 0becneveH
KBannduumMpoBaHHbIM UHXEHEPOM, MMEKLUM OnbIT paboTbl N0 06ecnevyeHnto CTEPUNBHOCTH, U
KBannduumMpoBaHHbIM MUKPOOMONOrom.

15. (3.11) PaspaboTka n nepBmyHasa Banvaaums npoaykta AormkHbl obecneymBaTb, YTO Npu
cobnogeHnn Bcex COOTBETCTBYIOLLMX YCNOBUIW ByAeT BbiNyCKaTbCA NPOAYyKUUA OOUHAKOBOIO
KavecTBa.

16. (3.12) Cuctema KOHTPOMSA N3MEHEHUI OOSMKHA NpeaycMaTpmBaTh UX aHanm3 NnepcoHarnom,
obecneynBaroLLMM CTEPUSTBHOCTb.

17. (3.13) HeobxogmMmo opraHM3oBaTb CUCTEMY KOHTPOSSE MMKPOBHOW KOHTaMUHaL MK
NeKkapCTBEHHOro NpenapaTa nepes crepunmsaumen.

18. (3.14) dormkHa 6bITb UCKIOYEHA BO3MOXHOCTb NepenyThiBaHUS NPOAYKUMW, NpoLlewen
He npollelen ctepunuaaumio, 4To obecnevmsaeTcs nyTeM U3nNYeCcKoro pasgeneHns
NPOAYKLUMN U NCNOMb30BaHMEM 3fIEKTPOHHbLIX CUCTEM, NPOLUEeaLINX Banugaumio.



19. (3.15) 3anncu no cTtepunuaaumm HeobxoaAMMo NPOBEPATb HA COOTBETCTBUE TpeboBaHNAM
crneumdukauumn ¢ npuBNeYeHNEM He MeHee OBYX HE3aBUCUMMbIX CUCTEM KOHTPOSIS. Takon
KOHTPOJSIb MOXET NPOBOAMTLCH ABYMS COTPYAHUKAMU UNU COTPYAHUKOM U KOMMbIOTEPHOWN
cCUcTemon, npolleallen sanugaumio.

20. (3.16) MNepen BbINYCKOM Kaxgowm cepumn NnpoayKummn Heobxoanmo SONONHUTENBHO
noaTBepAnTb cneayollee:

BCe ninaHoBble pa6OTbI Nno TEXHNYECKOMY O6CJ'Iy)KI/IBaHI/II-O N TeKkyLime npoBepKkn Ncnorsb3yemMoro
cTepunmn3aTtopa BbIMNOJIHEHDI,

BCE PEMOHTHbIE pa6OTbI N NSMEHEHUA COorflacoBaHbl C NHXXEHEePOM U MVIKpO6VIOJ'IOFOM, KOTOpbIE
HECYT OTBETCTBEHHOCTb 3a Mnpouecc crtepunm3auni;

ncnonb3yemMble NpnbopbI NPOLLNKU KanmbpoBKy (MOBEPKY);
CPOK AEWCTBMA Banugauumm ctepunmsatopa Ans AaHHOM 3arpys3kn He UCTEK.

21. (3.17) Ecnu BblgaHO paspeLLeHne Ha BbIMyCK Cepumn NPoAyKLUK No napameTpam, TO
peLleHns O BbIMyCKE UM OTKITOHEHUN CEPUM MPOAYKLUMN OOMKHbI ObITb OCHOBaHbI Ha
TpebOoBaHUAX YTBEPXKAEHHbIX MHCTPYKLMIA B YacTu Bbinycka no napameTpam. [Npu
HEBbIMNONMHEHUM 3TUX TPebOoBaHUIN BbIMYCK NPOAYKLUMM MO NapameTpaM He JonycKaeTcs aaxe
npw yCrnoBMK YCNELLIHOro NPOBEAEHNS UCMbITAHNSA Ha CTEPUNBHOCTb.

IV. TepMmuHbl 1 onpeaeneHus
22. ina uenen HacTtoswero NpnnoxeHnus NCNoSb3yTCA cnefyoLlmne OCHOBHbIE MOHATUS:

BbIMYCK MO NapaMeTpaMm - CUcCTeMa Bblinycka NPOAYKUNUW, KOTOpasi 4aeT rapaHTUIo TOro, YTo
npoaykums UMeeT TpebyemMoe kayecTBO, Ha OCHOBE MHGOPMaLMK, NONYyYEHHOM B Xoae
NPON3BOACTBEHHOIO MpoLiecca U B COOTBETCTBUMN C KOHKPETHbLIMW NpaBunamMy opraHnsaumm
NPON3BOACTBA N KOHTPOIS Ka4ecTBa NEKapCTBEHHbIX CPEACTB, CBA3aHHLIMU C BbIMYCKOM MO
napameTpam;

cuctema obecrneyeHuns CTEPUNBHOCTU - KOMMIEKC Mep No o6ecneyeHmnto CTEPUbHOCTH
npoaykumn. [ns nekapcTBEHHbIX NPenapaToBs, Noanexalumx QUHULLHON CTepuUnmnsauumn, aToT
KOMMNMeKc Mep BkNtoyaeT B cebs criegytolee:

a) (a) pa3paboTKy NekapCTBEHHOro npenapaTa;

6) (b) 3HaHME 1, N0 BO3MOXHOCTU, KOHTPOSIb MUKPOBNONOTrMYECKMNX XapaKTEPUCTUK MCXOLQHOMO
CbIpbS Y TEXHOMNOMMYECKMX BCMOMOraTernbHbIX CPeacTB (Hanpumep, rasoB 1 CMa3o4yHbIX
mMartepuaros);

B) (C) npoBeAeHMEe KOHTPONSA KOHTaMUHAUUKW B Xo04e TEXHONOrM4Yeckoro npolecca ans
npegoTBpaLleHns nonagaHus MUKPOOPraHM3mMoB B MPOAYKLMIO N UX PA3MHOXEHUS, YTO OObIYHO
AOCTUraeTcs NnyTemM OYUCTKU U CaHUTapHOM 06paboTkM NOBEPXHOCTEN, KOHTAKTUPYHOLLMX C
npoaykuuen, npeaynpexaeHns KOoHTaMmHaumm n3 Bo3agyxa nocpecrsoM nposeneHns paboT B
YUCTbIX MOMELLEHUSX, MPOBEAEHMEM TEXHONOMMYECKOro npoLecca ¢ orpaHUYeHnsaIMn Bo
BPEMEHN W1, B COOTBETCTBYIOLLMX CIly4asx, MCMOMb30BaHNEM CTaaun unbTpauum;

r) (d) npegoTepalleHve nepenyTbiBaHNA NPON3BOACTBEHHbLIX MOTOKOB CTEPUNN30BAHHON Y
HEeCTepuUrM30BaHHOW NPOAYKLUNN;



A) (e) NOCTOsIHHOE AOCTMXKEHUEe KadeCcTBa NpoayKuuu;
e) (f) npouecc ctepunmsauuu;

X) (g) cMctemy Ka4ecTBa B LLlefIOM, B TOM YMCNe CUCTEMY 0DecneyYeHns CTepUNbHOCTH, a
WMEHHO: KOHTPOJSIb U3MEHEHNIN, 0ByYeHEe NepcoHana, Hanmyne yTBepXaeHHbIX
NPOM3BOAMTESNEM UHCTPYKUUIA, KOHTPOMb NPU BbINyCKe NPOoaYyKUUK, NNaHOBOE TEXHUYECKOe
obcnyxusaHue, aHanna cboes B paboTe, npeoTepaLleHme owmnbok No BUHE NepcoHana,
Banuaauuio, KannmbpoBKy (MOBEPKY)

MpunoxeHne Ne 18 (19)
Kk MpaBunam opraHm3auun Npon3BoacTBa
N KOHTPOSS KayecTBa fIeKapCTBEHHbIX CPeACTB

KoHTponbHbIe n apxuBHble 06pas3ubl
l. O6nacTtb npumeHeHus (1)

1. (1.1) HacTtoswwee lNMpunoxeHne yctaHaBnuBaeT TpeboBaHMs K OTOOPY U XpaHEHUIO
KOHTPOSbHbIX 06pa3L0B NCXOAHOrO Chipbsl, YNaKOBOYHbIX MaTepuasnos Unn roToBOM NpoayKumm
N apXmMBHbIX 06pa3L0B rOTOBOM NPOAYKLMN.

2. (1.2) CneumanbHble TpeboBaHMS B OTHOLLEHUN NTEKAPCTBEHHbIX NpenapaTos,
npefHasHa4vYeHHbIX AN KIMHUYECKNX UccrnenoBaHun, yctaHoBneHbl [NpunoxeHmem Ne 13 k
HacToswmm Npasunam.

3. (1.3) HacTosiwee MNpunoxeHne Takke pacnpocTpaHAeTca Ha paboTy C apXMBHbIMU
obpasLamu nekapCcTBEHHbIX CPEACTB, peanuadyembixX (MMMOPTUPYEMbIX) HECKOMNBbKUMMN
opraHusaunsammn onToBOW TOProBNM NeKapCTBEHHbIMU CpeaCcTBaMM.

Il. MpuHUMN (2)

4. (2.1) Obpasubl XpaHaT Ans OOCTUXKEHUS OBYX LiENen: BO-nepBbiX, 4ToObLI o6ecneuntb
Hann4ne obpasua ong aHanUTUYECKUX NCCreaoBaHNin, BO-BTOPLIX, YTOObI 06ecneunTs Hanuvne
o6pasLa NonHOCTLI0 roToBOM Npoaykumn. C y4eToM AaHHbIX Lenen obpasubl MoryT 6biTb
noaeneHbl Ha ABe KaTeropun:

KOHTPOnbHbIN 0bpaseL - obpaseL, 0TOOpaHHbIN N3 CEPUN NCXOAHOTO Cbipbsl, YNAaKOBOYHOrO
MaTepvana unv rotToBow NPoAYKLMKN, KOTOPbIA XpPaHUTCHA ANA NPOBEAEHUSA aHanm3a B Te4YeHne
CpOKa rogHoCTM Cepumn B Criydae BO3HMKHOBEHUS Takon Heobxoaumoctn. Heobxoanmo
COXpaHATb 06pasLbl, 0TOOPaHHbIE HA KPUTUYECKUX MPOMEXYTOYHbIX CTaamsax (Hanpumep,
rnocre KoTopbIX NpeaycMaTpmBatoTCs NPoOBEAEHNE aHANUTUYECKUX NCCeaoBaHWM 1 Bbiaava
paspeLleHnin Ha BbiMyck), 1 06pasLbl MPOMEXYTOYHbIX NPOAYKTOB, KOTOPbIE NOCTaBMAKTCA 3a
npeaenbl 30Hbl KOHTPONA NPOM3BOAMTENS, ecnn CTabunbHOCTb 06pasLIOB 3TO AOMNYCKaET;

apxuBHbIK 0bpasel - obpasel, B OKOHYaTeNbHOM ynakoBke, OTOBPaHHbIN U3 CEpUN rOTOBOW
NPOaYKLUNKN, KOTOPLIN XPaHAT B LIENAX NOATBEPXKAEHNSA NOEHTUYHOCTU. Hanpumep, B TeyeHune
CpOKa XpaHeHus cepum MoryT notpeboBaTbCa OCMOTP o6pasua UM ynakoBkM, MapKUpPOBKY,
WHCTPYKLUUKM MO NPUMEHEHUIO, MOMNyYeHne nHdopmarmm 0 HOMepe Cepun 1 Cpoke rogHocTu. B
NCKMIOYUTENBHBIX CnyyasX ykasaHHoe TpeboBaHne MOXeT BbiTb cobnogeHo 6e3 xpaHeHus
aybnukaToB 06pasLoB, B YACTHOCTU, €Crin HEOONbLLME CEPMM YNAKOBbLIBAKOT AS1S Pa3HbIX
PbIHKOB UNW NpPX NPOU3BOACTBE OYEHb JOPOrMX NekapcTBEHHbIX NpenapaToB.



5. Bo MHOrMx criy4asix KOHTPOJbHbIE U apXMBHble 06pasLibl FOTOBOW NPOAYKUUN UAEHTUYHBI U
ABNAIOTCS eanHMLaMN NPoaYKUMM B OKOHYaTENbHOM ynakoBke. B Takmx cnyyasix KOHTPOSbHbIe
N apxmBHble 06pas3Lbl MOTyT paccMaTpuBaTbCs Kak B3avMO3aMeHsIEMbIE.

6. (2.2) Y npounsBogutens, mnopTepa Unun Ha NnpeanpusaTun, rae BblgaeTca paspeLleHne Ha
BbIMYCK cepun (Kak ykasaHo B nyHkTax 20-25 HacToswwero MNpunoxeHnsa), AOMMKHbI XPaHUTbLCS
KOHTPOJIbHbIE U (MNK) apXMBHbIe 06pa3sLbl KaXK4on cepum roToBOM NpoayKumun, a 'y
NPOV3BOANTENS - KOHTPOSbHbIE 06pasLbl KKA0W CEPUN NCXOAHOIO Chipbs (MCKOYEHUS
ykasaHbl B nyHKTe 10 HacToswero NMpunoxeHus) n (Mnu) NpoMexyToyHon npoaykumm. Ha
KakOon Npoun3BOACTBEHHON NiioLagke, OCyLLEeCTBAIOWEN YNakoBKY, AOMKHbI XPaHUTbCA
KOHTPOmbHble 06pasLbl KaXXaon cepun NePBUYHBIX YNAKOBOYHbBIX MaTepUanos 1 neYaTHbIX
mMaTepuanos. [lJonyckaeTcs BKNoYaTb NevyaTHble MaTepuasbl B COCTaB KOHTPOSbHbLIX U (1K)
apXMBHbIX 06pPa3L OB roTOBOW NPOOYKLMMU.

7. (2.3) KoHTpornbHble 1 (Unn) apxuBHble 00pa3Lbl XapakTepusyrT CEpPU0 rOTOBOW NPOAYKUMA
NN UCXOOHBIX CbIPbS U MaTepuanos, ABNAITCA NPUNOXKEHNEM K JOCbE Ha CepUIo U MOryT ObliTb
OLeHeHbIl, B YaCTHOCTU, B Cryyae npeabsBrieHns NPeTeH3nn K Ka4eCTBY JIeKapCTBEHHOTO
npenapara, NPOBEPKM COOTBETCTBUA TpeboBaHUAM, YCTAHOBMEHHbLIM MPU rocyaapCcTBEHHOM
perucrtpauum, NpoBepKU MapKUPOBKM N YNaKOBKM NN NPU NpoBepKe YNONTHOMOYEHHbIM
deaeparnbHbIM OpraHoM UCMONHUTENbHOM BRacTu (MHCNEKLMeEN).

8. (2.4) Heobxoammo BecTn 3anucu ansa obecneveHms npocnexmnsaeMocTn obpasuos. 3anmcu
AOMKHbI BbITb 4OCTYMNHbBI YNOSTHOMOYEHHbIM (befepanbHbIM OpraHaM UCMNOSNTHUTENBHOW BracTu.

lll. AnuTenbHOCTbL XpaHeHUA (3)

9. (3.1) KoHTpornbHble 1 apxmBHble 06pa3Lbl KaXX40W cepun roToBor NpoayKumMmM Heobxoanmo
XpaHWTb, NO KparHen Mepe, B Te4eHne CpoKa rofHOCTU CEPUN N OOHOIO roga nocne UctTedeHus
cpoka rogHocTu. KOHTponbHbIN 06pasel, AomKeH ObiTb yNakoBaH B €ro NepBUYHYHO yNakoBKy. B
crniydae ecnu nepBrvYyHas ynakoBka ABMASETCH 04eHb BOMbLUOWN, KOHTPOIbHbLIM OBpaseL, MoXeT
ObITb yNakoBaH B YNaKoOBKY, COCTOSILLYIO U3 TOrO Xe Matepuana, Y4To 1 nepBuyHasl ynakoska, B
KOTOPOW BbiNycKaeTcs nekapCcTBeHHbIN npenapat. CooTBETCTBYOLNE yKa3aHUs B OTHOLLEHUN
UMMOPTUPYEMBIX FIEKapCTBEHHbIX NPenapaTos AnA BETEPUHAPHOIO NPUMEHEHUs KpoMe
NMMYHOBUNONOrMYEeCKNX NieKapCTBEHHbIX NpenapaToB NPMBOAATCA B NyHKTax 5-6 MNpunoxeHus
Ne 4 k HacTosAwMM [NpaBunam.

10. (3.2) O6pasLbl MICXOAHOIO Chipbs (KPOME pacTBOPUTENEN, ra3oB U BOAbI,
npeaHas3Ha4YeHHbIX NSt TEXHONIOrMYECKNX Lenen) AOIMKHbI XPaHUTLCS B TEHEHNE HE MEHee
ABYX NET nocrie BbiNycka NekapCTBEHHOro npenapaTa, ecnv 6onee AnuTenbHbIA Nepuog He
npeanycMoTPEeH COOTBETCTBYHLLMMN HOPMATUBHBIMU NPaBOBbIMU akTamn Poccuiickomn
depnepaumn. YkasaHHbIN nepmno MOXeT ObiTb COKpaLleH, ecnv B cneundukaumm ykasaH bonee
KOPOTKWUN Nnepnof CTabunbHOCTU Cbipbs. YNAKOBOYHbLIE MaTepuarnbl AOIMKHbI XpPaHUTBLCS B
TeYeHne cpoka rogHOCTN COOTBETCTBYIOLLLErO rOTOBOrO NpoAyKTa.

IV. KonnyecTBO KOHTPOSbHbLIX U apXUBHbIX 0Opa3LoB (4)

11. (4.1) KonnyecTtBo KOHTPOSbHbLIX 06pa3LoB LOMKHO ObiTb 4OCTATOYHbIM ANSA NPOBEAEHUS HE
MEHee YeM OBYKPaTHOro NOSIHOrO aHanMTUYECKOro KOHTPOS CeEpUn NPOAYKLUK B COOTBETCTBUN
C TpeboBaHUAMM, YCTAHOBIEHHbIMM NPU rOCYAapPCTBEHHOM permctpaummn. Npun HeobxoanmocTu
OIS KaXXOoro Buaa aHanmTU4eckoro KOHTPONs AOSMKHbI MCNOJb30BaTbCA HEBCKPLITLIE YMAKOBKM.
JTtoBble nckntoyeHns n3 atoro TpeboBaHna OOMKHbI ObiITb 000OCHOBAHbLI U COrfiacoBaHbl C
YNONHOMOYEHHbIM befeparnbHbIM OpraHoOM UCMONHUTENBHOW BNAcTHU.



12. (4.2) Ecnv HopMmaTUBHBLIMM NMPaBoOBbIMY akTamu Poccuinckon degepanmm ycTaHOBIEHbI
TpeboBaHNA B OTHOLLEHUM KONMYeCTBa KOHTPObHbIX 06pa3LoB 1 apxuBHbIx 06pasuoB, Takue
TpeboBaHNA OOMKHbI cOONOAAaTLCA.

13. (4.3) KoHTponbHble 06pa3Lbl A0SMKHbI ObITb NpeAcTaBUTENbHBIMU A4S CEPUN UCXOLAHOIO
CblpbS, MPOMEXYTOYHOM UM FOTOBOW NPOAYKUUKN, N3 KOTOPOM OHM OTOBpaHbI. [1ns KOHTpons
Hanbonee KPUTUYECKMX ITANOB npoLecca (B YaCTHOCTU, Ha4ana unm KoHua npouecca) MoryT
oTOMpaTbcsa OOoNoNHUTENbHbIE 06pas3ubl. Ecnv npouecc ynakoBku cepum BegeTcs B Xoae ABYX
n Bonee oTAenNbHbIX onepawumi No ynakoBke, TO MNOCIE Kaxaon U3 aTux onepauumn Heobxoammo
oTOMpaTh HE MeHee OAHOro apxmBHOro obpasua. Jltobble ncknveHnsa n3 aToro TpeboBaHns
AO0STKHbI 6bITb 060CHOBaHbI U cornacoBaHbl C COOTBETCTBYHOLMM YNOTHOMOYEHHbIM
denepanbHbIM OpraHoM UCMONHUTENbHOW BRacTu.

14. (4.4) Heobxogmmo obecneyvnTb, YTOObI B TEYEHNE OAHOrO roga nocne UCTe4YeHnsa cpoka
rogHOCTU NnocnenHen Npon3BeaeHHON CEPUN UMENUCH B HANMYMK UNK ObINn NErko OOCTYMHbI
BCe Heobxoanmble aHanUTU4eckne matepuarnsl 1 060pyaoBaHME C LiENbo NPOBELEHMUS BCEX
npuBeAeHHbIX B cneundukaunum NcnbiTaHUn.

V. YcnoBus xpaHeHus (5)

15. (5.1) XpaHeHne KOHTPOSbHbIX 06pa3uoB roTOBOW NPOLYKLNN U ddapMaLeBTUYECKMX
cybGCTaHUUIM OOMKHO OCYLLECTBNATLCA B COOTBETCTBUN C TpeOOBAHNAMM HOPMATUBHbBIX
npaBoBbIX akToB Poccunckon degepaumn.

16. (5.2) YcnoBusi XxpaHeHus OOMKHbI COOTBETCTBOBATbL TPEOOBAHMSIM, YCTAHOBIIEHHbIM NPW
rocy4apCTBEHHOM permctpaumm nekapCTBEHHOro cpeacTsa (Hanpumep, XpaHeHue npu
NMOHWXXEHHOW TeMmnepaType, ecnu TpebyeTcs).

VI. CornaweHus (6)

17. (6.1) Ecnu nuuo, Ha MMSA KOTOPOTo BblAAHO perucTpaumMoHHoOe yOOCTOBEPEHUE, He SABMSeTCA
OLHOBPEMEHHO IOPUANYECKAM NTULIOM, OTBETCTBEHHbIM 3a BbIMYCK CEpUn NPoAyKUUnN B
Poccuiickon ®egepaunmn, 0693aHHOCTb N0 0TOOPY M XpaHEHMIO KOHTPOSbHbLIX Y apXUBHbIX
obpa3sLoB JormkHa ObITb onpeaeneHa B cornalleHnn Mexagy CTopoHaMu B COOTBETCTBUN C
nyHKTammn 237-255 Hactoawumx MNpasun. 3To Takke KacaeTcsa criyvaes, Korga Kakas-nnbo
AEeATeNbHOCTb NO NPOU3BOACTBY UMW BbIMYCKY CepUn NPOaYyKUUN NPOBOANTCA HA TOU
NPOM3BOACTBEHHOM NSioLWaake, KoTopas He NPUHAANEXUT NPON3BOAMTENID, OTBEYatoLLEMY 3a
cepuio npoaykuumn, obpaiuatowytocs B Poccunckon ®epepaunn. MNopsagok otéopa n xpaHeHus
KOHTPOSbHbIX M apXMBHbIX 06pa3uoB Aa Ka4on NPOn3BOACTBEHHOM NOWAAKN, BOBIEYEHHON
B MPOM3BOACTBO, JOMKEH OblTb onpeAeneH B cornalleHnm Mexay npon3soanTensamm, KoTopbiM
3TN NPOM3BOACTBEHHbIE MIOLWAAKM NpUHagnexar.

18. (6.2) YNonHOMOYEHHOE NNLI0, KOTOPOE BbiOAET pa3peLLeHme Ha BbiMyCK cepumn
NleKapCTBEHHOrO npenapara, AoOSMKHO ob6ecneynTb 4OCTYMHOCTb BCEX COOTBETCTBYOLLNX
KOHTPOJIbHbIX M apXMBHbIX 06pa3LoB B TeYEHNE NpueMnemMoro BpemeHu. MNMpn HeobxogumocTun
BCe TpeboBaHWs B OTHOLLEHUN TAKOro A0CTyna yCTaHaBMMBAKOTCS B COrnaLleHnn.

19. (6.3) B cny4ae ecnv B NpoM3BOACTBE rOTOBOM NPOAYKLMN 3a4eNCTBOBAHbI HECKOSTbKO
NPON3BOLCTBEHHbLIX NIIOWAA0K, NpUHagnexalmnx pasHblM NPOM3BOAMUTENAM, Hanu4mne
cornaweHun Mexay ykasaHHbIMU NPoOn3BOAUTENAMU ABISETCA KNHOYEBLIM YCITOBUEM
cobntogeHnsa TpeboBaHui No 0T6OPY N MECTY XpPaHEHUSA KOHTPOSTbHbIX M apXUBHbIX 00pasLoB.



VII. KoHTponbHbie o6pa3ubl. Obwme nonoxeHus (7)

20. (7.1) KoHTponbHble 06pa3subl npegHasHavyeHbl Ang NnpoBeaeHust aHanmsa u 4OSMKHbI ObiTb
NEerko AOCTYNHbI ANns nabopaTtopun, UMELLIEN BannaMpoBaHHbIE METOAMNKM NPOBEAEHUS TAKOro
aHanmsa. O6pasubl NCXOL4HOrO CbIPbs, UCMOMb3YEMOro B NPOM3BOACTBE JIEKAPCTBEHHbIX
npenapatoB B Poccuiickon degepaumm, n obpasibl roTOBOW NPOAYKUMN AOSPKHBbI XPAaHUTLCA Ha
TOW NPOM3BOACTBEHHOM NnoLiaake, Ha KOTOPOM OCYLLECTBIISAETCS NPOU3BOLACTBO rOTOBbIX
nekapCTBEHHbIX NpenapaTos.

21. (7.2) NMopsagok obpalleHnss ¢ KOHTPOSbHbIMM 0Bpa3LaMmn roToBbIX fIEKAPCTBEHHbIX CPEACTB,
NPOU3BOAMMbBIX B APYIrNX CTpaHax:

a) (7.2.1) B cnyyae ecnu mexay Poccuickon denepavmen n CooTBETCTBYOLUM roCcy4apCTBOM
3aKIIH0YEHO cornalleHne 0 B3auMHOM MPU3HAHUKU, KOHTPOSbHble 06pasLbl MOryT oTbupatbeca u
XPaHUTbCS Ha TOW NPOM3BOACTBEHHOWN NIoLlagke, Ha KOTOPOW OCYLLECTBNSETCHA NPOM3BOACTBO.
OTO AOMKHO ObITb 0POPMIEHO cornalleHnem (B COOTBETCTBUM C NyHKTamun 17-19 HacToswero
MpunoxeHna) mexagy umnoptepom B Poccuiickon degepaumm n nponssoauTenem,
Haxo4saLWMMCA 3a ee npegenamu;

0) (7.2.2) B cnyvae ecnu Poccunckas degepaumsi He UMEET C COOTBETCTBYHOLLMM
rocy4apCTBOM COrfialleHnst 0 B3auMMHOM NPU3HaHMW, KOHTPOSbHbIE 06pa3Lbl rOTOBOM
NPOAYKLUMN OOIMKHbI OTOMPATLCA N XPaHUTLCA Ha NPOM3BOACTBEHHOM MroLlaake,
pacnonoxeHHon B Poccunckon ®egepaumm. OT6op 06pa3uoB AOMKEH BbIMNOTHATLCA B
COOTBETCTBUM C cOrnalieHmem (cornalieHmssMmn) mexay BCeM1 3anHTEPECOBaHHbLIMMN
ctopoHamu. OBpasLbl pEKOMEHAYETCH XpaHUTb TaM, rAe NPOBOAMIICA KOHTPOSb NPOAYKLUUKN Npu
ee BBO3€;

B) (7.2.3) KOHTPOIbHbIE 0OpasLbl ICXOOHOIO Chipbs U YNAKOBOYHbLIX MaTepManoB OOMKHbI
XPaHUTbCS TaM, rAe OHM UCMOMb30BaNUCh 4515 NPOU3BOACTBA FOTOBbLIX JIEKAPCTBEHHbIX
npenapartos.

VIIl. ApxuBHble o6pa3ubl. O6wme nonoxeHus (8)

22. (8.1) ApxmBHble 0bpa3sLbl 4OMKHbI NPEACTaBMATbL CEPUD FOTOBbLIX JIEKAPCTBEHHbIX
npenapaToB B TOM BUAe, B KOTOPOM OHU peanuaytotcsa B Poccunckon ®efepauumn n moryt
NCNoNb30BaTbCA OS5 KOHTPOMSA C Lenblo NOATBEPXKAEHNSA COOTBETCTBUS TpeboBaHUAM,
YCTaHOBMEHHbLIM NPU roCygapCTBEHHOW perncTpaunn, n nHeim TpeboBaHnaM, yCTaHOBEHHbBIM
HOpPMaTMBHbLIMM NPaBOBbIMU akTaMn Poccurckon degepaumm. ApxmeHble obpasupl
pekoMeHOyeTCa XpaHUTb Ha nroLagke, Ha KOTOPOM Haxo4uMTCs YNONHOMOYEeHHoe Nnuo,
BblAaBLLEE paspeLleHne Ha BbiNyCK NPOaYyKLUMN.

23. (8.2) B cooTtBeTCTBUM C NYHKTOM 22 HacTosiwero NpunoxeHus B criydae ecnu uMeeTcs
AeWCTByloLLEee cornalleHne 0 B3aMMHOM MPU3HaHUU U KOHTPOSbHbIE 06pasLbl XpaHATCA y
npou3BOaMTENS, HaxoasdLerocs 3a npegenamm Poccunckon degepauum (nognyHKT "a"
nyHkTa 21 HacToswero MpunoxeHus), oTaenbHble apXuBHbIE 06pa3ubl JOIDKHbI XPaHUTLCS B
Poccunckon ®enepaunn.

24. (8.3) ApxmBHble 06pasLbl AOMKHbI HAXOAUTBCA Ha NPOM3BOACTBEHHOW MNoOLLaKe,
npuHagnexatien NponsBoaUTENIO, UMEOLLEMY NULIEH3MIO Ha NMPOM3BOACTBO NeKapCTBEHHbIX
CPeAcTB, M BbITb 4OCTYMHLIMU AN YNONHOMOYEHHOro beepanbHOro opraHa UCNOSTHUTENbHOM
BNacTu.



25. (8.4) Ecnu B nocnegoBaTenbHOCTM "BBO3 - NPOLLECC YNAKOBKM - KOHTPOIb - BbIMyCcK cepun’”
yyacTtByeT 6onee ogHoro nponssogutens B npegenax Poccurickon ®egepauuu, To
OTBETCTBEHHOCTb 3a 0TOOP 1 XpaHeHne apxuBHbIX 06pa3LOB AomKHA ObITb onpeaeneHa
cornawleHnem (cornaweHnammn) Mexay BCeEMU y4acTBYHOLWUMU CTOPOHAMN.

IX. KoHTponbHbIe U apXUBHbIe 06pa3Lbl NPOAYKLUU, UMMNOPTUPYEMON (peannsyemMomn)
HECKOJNIbKUMM OpraHM3aumMsaMmm onToBOWM TOProBfiU fieKapCTBEHHbIMU cpeacTBamm (9)

26. (9.1) Ecnu BTOpUYHYIO YNakoBKY SiekapCTBEHHOrO npenapaTa He BCKpbIBaKOT, TO
Heob6X0AMMO XpaHUTb TOMBbKO MCMOSb3yeMbl YNakoOBOYHbIV MaTepuan, NOCKOMNbKY PUCK
nepenyTbiBaHUS NPOAYKUUN HE3HAYUTENEH NN OTCYTCTBYET.

27. (9.2) Ecnun BTOpUYHYHO yNakoBKY BCKPbIBAIOT, HAanpumep, 4515 3aMeHbl KApTOHHOW Nayky nnu
WHCTPYKLMM NO NPUMEHEHMIO, TO HEOBXO0AMMO OTOMpPaTh OOUH apXMBHbIA OBpasel Ansa Kaxaomn
onepauuu npouecca ynakoBKW, Tak Kak CyLlecTByeT pUCK nepenyTbiBaHUA NPpoAyKUnnN B
npouecce ynakoBku. [lomkeH 6bITb NpegyCcMOTPeH NOpSAoK, NO3BONSAOLWLMIA BbICTPO
onpenenvTb BUHOBHOTO B nepenyTbiBaHUW (NPON3BOAUTENb UM OpraHu3auus onToBOW
TOProBNN NeKapCTBEHHbIMY CPeaCcTBaMM), TaK Kak OT 3TOro 3aBMCUT 06 bEM OT3biBAEMON
npoayKuuu.

X. KoHTponbHbIe 1 apxuBHbIe o06pa3ubl B cny4vyae nukBuaauum nponssoautens (10)

28. (10.1) MNocne nukBngaumMm NponsBoauTENs U NpekpaLleHns (B pesynbtaTe aHHYNMMpoOBaHUSA
UM NCTEYEHUS CPOKa AENCTBUS) NULIEH3UN HA NPOU3BOLCTBO NleKapCTBEHHbLIX CPEACTB B
npoaxke MOXeT OCTaTbCs BOMbLUIOE KOMMYECTBO CEPUI NPOU3BEAEHHBIX 3TUM
Npoun3BoaMTENEM NEKAPCTBEHHbIX NMPenapaToB C HEUCTEKLLMM CPOKOM rogHoCcTu. [ns
OCTaloLNXCA Ha pPbIHKE Cepui NPOn3BOAUTENb AOIMKEH 3aKMO4YUThL AOroBOpbLI MO nepegaye
KOHTPOJbHbIX M apXMBHbIX 06pa3uoB (a Takke COOTBETCTBYHOLLEN AOKYMEHTALMNK, KacatoLLencs
HacTosawwmx NpaBun) Ha xpaHeHne B NpeaHa3Ha4YeHHoe anisi 3Toro mecto. [Nponssoantenns
OOIMKEH NpeaCcTaBuTb B YNOMHOMOYEHHbIV dbefeparbHbI OpraH UCNOMHUTENBHOW BriacTu
A0Kas3aTenbCTBO TOr0, YTO NPUHATBLI 4OCTAaTOYHbIE MePbI MO XpaHeHuto, a obpasubl, ecnu
HeobXxo4MMO, MOTyT ObITb NIErKO4OCTYMHbI ANA NPOBEAEHMS OLLEHKM 1 aHanuaa.

29. (10.2) Ecnu npousBoanTeNb HE MOXET NPeanpUHATb YKasdaHHblIe Mepbl, TO BbINONIHEHNE
HeobXoaMMbIX AENCTBUIN MOXET ObITb NepefaHo Apyromy npomssoamTento. JInuo, Ha nvs
KOTOPOro Bbl4aHO perMcTpaunoHHoe yaoCToBEpPEHNE, HECET OTBETCTBEHHOCTb 3a TaKyto
nepegavy (yHKUMIM 1 3a NpeacTaBrieHne Bcern Heobxoanmon nHpopmaumm ynonHOMOYEHHOMY
deaepanbHOMY OpraHy MCNOSNTHUTENbHOM BNacTu. JInyo, Ha MSA KOTOPOro Bbl4aHO
perncTpaunoHHoe yaoCTOBEPEHNE, OSMKHO COrfiacoBaTth C YNOMHOMOYEHHbIM heaepanbHbIM
OpraHoM UCMOSTHUTESIbHOM BNACTU AOCTAaTOYHOCTb MEpP MO XPaHEHUIO KOHTPOSIbHBIX N apXUBHbIX
obpasuos.

30. (10.3) O1n TpeboBaHUA pacnpoOCTPaHATCA TakKe Ha Cnyyan NMKBMAauMmM NpomM3BoACTBa,
HaxogsLerocs 3a npegenamn Poccuiickon ®egepauun. B aTom criydae umnoptep HeceT
OTBETCTBEHHOCTb 3a obecneyeHme Toro, YTo yKasaHHble JOroBOPblI XPAHEHUS 3aKMHYEHbI U
cornacoBaHue ¢ YNONIHOMOYEHHbIM heaepanbHbIM OpraHoM UCMNOMHUTENBHOW BNacTn
npoBeaeHo.
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