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(pea. ot 18.12.2015) [JoKyMeHT npepocTasneH KoHcynbranTaoC
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3apeructpupoaHo B MuHtocte Poccum 10 ceHTabpsa 2013 r. N 29938

MWHUCTEPCTBO NPOMbILWIEHHOCTU U TOPFOBJIM POCCUUCKOW ®EOEPALIUN

NMPUKA3
ot 14 nroHa 2013 r. N 916

OB YTBEPXXOEHMW NPABUI
HAONEXALLEW NPOU3BOACTBEHHOWU NMPAKTUKU

Cnncok N3MeHsILWNX AOKYMEHTOB
(B peq. Mpukasa MuHnpomtopra Poccum ot 18.12.2015 N 4148)

B cootBeTcTBUM C YacTbio 1 cTaTtbu 45 depepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpalleHuu
nekapcTBeHHbIx cpeacTs” (CobpaHue 3akoHoaaTtenbcTBa Poccuickon ®enepauun, 2010, N 16, cT. 1815; 2012, N 26,
CT. 3446; 2014, N 43, c1. 5797; N 52, cT. 7540; 2015, N 10, ct. 1404; N 27, ct. 3951; N 29, ct. 4359, cr. 4367,
odmumanbHbIn WMHTEepHeT-nopTan npaBoBOM MHdopMaLnn http://www.pravo.gov.ru, 15.12.2015, N
0001201512150001) wn nognyHktom 5.2.18(31-1) MNMonoxeHuss 0 MuHMCTEPCTBE MPOMBILLIIEHHOCTU W  TOProBnU
Poccuiickon ®epepauun, ytBepxgeHHoro noctaHosneHvem Npasutensctea Poccuiickon depepaumm ot 28.11.2015
N 1283 (CobpaHue 3akoHogaTtenbcTBa Poccunckon ®egepaumu, 2008, N 24, cT. 2868; 2009, N 3, cT. 378; N 25, cT.
3065; 2010, N 6, cT. 649; N 9, cT. 960; 2011, N 43, cT. 6079; N 46, cT. 6523; N 47, c1. 6662; 2012, N 43, cT. 5886;
2013, N 23, cT. 2909; 2014, N 9, cT1. 923; N 37, cT. 4961; 2015, N 14, c1. 2118; N 27, cT. 4080; N 40, cT. 5563; N 44,
cT. 6136; N 49, cT. 6976) npukasbiBato:

(npeambyna B pea. Npukasza MunnpomTtopra Poccun ot 18.12.2015 N 4148)

1. YTBEepanTb npunaraemole [paBuna Hagnexaiien npon3BoaCTBEHHON MPaKTUKK.
(B pea. MNpukasa MuHnpomTtopra Poccum oT 18.12.2015 N 4148)

2. KoHTponb 3a UCMOMHEHNEM HACTOSLLEr0 NpuKka3a OCTaBmsio 3a COOoN.

MuHucTp
O.B.MAHTYPOB

YTBEpXOeHb!
npukazoM MuHnpomTtopra Poccun
oT 14 nona 2013 r. N 916

_ MPABUINA )
HALNEXALUEA NPOU3BOACTBEHHOW NPAKTUKM

CrmMcoK N3MEHSILLNX JOKYMEHTOB
(B peq. Mpukasa MuHnpomtopra Poccum ot 18.12.2015 N 4148)

I. OBLWWME MOJNTOXXEHNA

1. MNpaBuna Hapgnexawien Npons3BoACTBEHHOW NpakTuku (ganee - lMpaBuna) yctaHaenueatoT TpeboBaHusa K
opraHu3aumm MNpou3BOACTBA M KOHTPOMsS KayecTBa JIEKApPCTBEHHbIX CPeACTB AN MELVUUHCKOTO MPUMEHEHUA U
BETEPUHAPHOIO NPUMEHEHMS.

(B peq. Mpukasa MuHnpomTtopra Poccum ot 18.12.2015 N 4148)

2. NpaBnna pacnpoCcTpaHATCA Ha BCe BUAbI NIEKAPCTBEHHbBIX CPEACTB U yCTaHaBNuBaoT obLwme TpeboBaHmsa K
opraHmsaummM Mx MpPOU3BOACTBA M KOHTPOMS KayecTBa, a Takke cneuuanbHble TpeboBaHWMs K oOpraHusauum
Npon3BoACTBa OTAENbHbLIX BUOOB NEKapCTBEHHbIX CPeACTB.

3. Hactosiwme T[lpaBuna He pacnpoCTpaHSlOTCA Ha BOMPOCbI OXpaHbl Tpyda MNepcoHana, 3aHAToro B
Npon3BOACTBE, Ha obecrnevyeHne nNpoMmbilfieHHOW Oe3onacHoCcTH, noxapHon 6esonacHocTu, B3pbiBOGE30MacHOCTH,
XMMmMyeckon 6e3onacHoOCTW, CaHWTapHO-TUrMeHndYeckonm GesonacHoCTM U MHOM 6e3onacHOCTM MNpyu  NPOM3BOACTBE
NeKapCTBEHHbIX CPEACTB, a TAKKe He 3aTparMeatoT BONPOChI OXpaHbl OKpy»KatoLen cpefpl. [NpuHATUE HEOBXOANMbIX
Mep B yKasaHHbIX Crydasix sBnsieTcs HenoCpeACTBEHHON 0083aHHOCTLIO MNpoM3BOAUTENS B COOTBETCTBUU C
HOpMaTUBHbLIMM NPaBOBLIMU akTaMu Poccunckon degepaumn.
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II. TEPMWHbI 1 OMNMPEOENEHNA

4. [Ins uenen HacToswmx NMpaBmn UCNonb3yTCs cneayoLlwmne OCHOBHbIE NOHATUSA:

GanmnoH - KOHTENHep OObIYHO UMAMHAPUYECKON (POpPMbl, NMPUCMOCOBIEHHBIA AN CKATOro, CXWMXXEHHOro Wnu
pacTBOPEHHOro rasa, OCHAaLLEHHbIN npucnocobneHnem p[nst peryrnupoBKW CMOHTAHHOMO BbITEKaHWUs rasa npwu
aTMocepHOM AaBfeHUn 1 KOMHaTHOW Temnepartype;

BGuonorvyeckme areHTbl - MUKPOOPraHu3ambl, BKMOYasi NONy4YeHHble MEeTO4aMM FEHHOW WHXEHEepUW, KIeTOYHble
KyTNbTypbl M 3HOONAPa3suTbl, Kak NaTOreHHble, Tak U HENaTOreHHbIE;

OropeakTop - 3aKkpbiTasi CUCTEMA, Takas Kak hepMeHTEp, B KOTOPY BBOOAT Guonornyeckne areHTbl Hapsigy C
OPYrMM CbipbeM Takum 06pasom, YTO 3TO NPUBOAUT K UX PA3MHOXEHMIO UMK K NPOAYLIMPOBAHMIO UMW OPYIrUX BeLLECTB
nyTemM B3anMoOencTsns ¢ opyrum cbipbeM. bruopeaktopbl 06bIMHO CHaBXEHbI PerynmpyrowWmnMmn U KOHTPONMPYOLLMMUY
npmubopamu, a Takke npucnocobneHmammn ansa o6aBneHnsa U yaaneHnsi BELLECTB;

Banupauus - SOKyMeHTanbHO 0POpMIIEHHbIE AEACTBUS, LAKOLLME BbICOKYIO CTEneHb YBEPEHHOCTM B TOM, 4TO
MeToAuKa, npouecc, obopynoBaHue, MaTtepuar, onepauus UM cucteMa COOTBETCTBYIOT 3adaHHbIM TpeboBaHMSM U
MX MCronb3oBaHMe OydeT MOCTOSHHO MPUMBOAUTHL K pe3yrbTaTtaM, COOTBETCTBYHLUMM 3apaHee YCTaHOBIEHHbIM
KpUTEPUAM NPUEMITEMOCTMU;

BO3BpaT - BO3BpAT NeKapCTBEHHOro CpeacTBa ero NPOn3BOAUTENIO UM NOCTABLLMKY;

BO3AYLUHbIN LLMO3 - OFpaHUYEHHOE NPOCTPAHCTBO C ABYMS NN HECKOMNBKUMU ABEPSMN, PACONOXeHHoe MexXay
OBYMS UM HECKOSbKMMM NMOMELLEHNAMM, HAaNPUMeEp, PasHbIX KNacCoB YACTOTbI, MpefHas3Ha4yeHHoe [AMA pasferneHust
BO3AYLWHbLIX Cped MOMELLEHUN MpU BXOAE B HUX M MCMONb3yeMOe Kak And fnepexoda nMepcoHana, Tak v angd
nepemMeLLeHns MmaTepuarnos;

BbICOKO aKTMBHbIE BELLECTBA - XMMUYECKME COEANHEHMS, OKa3blBaloLLMe BO3AENCTBNE HA OPraHn3m 4YernoBeka B
HU3KMX KOHLEHTpaLusX;

BbICOKO aKTMBHble NEeKapCTBEHHble CPeACcTBa - NeKapCTBeHHble CpeAcTBa, Aawlime dapmaKkonornyeckuia
ahbdeKT B HU3KMX [03axX (KOHLEHTpaLmsX);

rotoBas npoAaykumsi (roTOBbI MNPOAYKT) - JlIeKapCTBEHHLIM npenapaT, KOTOpbi Mpowen Bce cTaguu
TEXHOJIOrMYEeCKOoro npouecca, BKIoYasi OKOHYaTENbHYIO YNaKOBKY;

3anNuCb - AOKYMEHT, (DMKCUPYHOLLUIA BbINOSTHEHNE Pa3fUYHbIX OEWNCTBUN ONs gOKas3aTenbCTBa COOTBETCTBMS
WHCTPYKUUAM;

N30MMpOBaHHas 30Ha - 30Ha, 00OpyAOBaHHas COOTBETCTBYHOLUMMU UILTPAaMM U YCTPOWCTBAMWU MOLTOTOBKM
BO3Qyxa [ANns NpedoTBpaLleHWst KOHTaMMHauMW BHELLHEW OKpyXatlwen cpedbl OUonormyeckummn — areHtamu,
NPUCYTCTBYHOLUMM B 3TON 30HE;

n3onauns - eNCTBUA MO OrPaHNYEHUI0 PACcNpPOCTPaAHEHMS BUONTOMMYECKMX areHTOB UM APYrMX KOHTaMWHAHTOB
3a npegenbl onpeaeneHHoro NpoCTpaHCTBRa;

n3ondauns BTOpUYHada - cuctemMa M3onsiuuu, npefoTBpallatolliasi NPOHMKHOBEHME OMONOrM4ecKkoro areHta BO
BHELLHIOK OKpY>KatoLLyto cpegy unu B Apyrne pabouyume 30HbI, Y4TO AOCTUraeTcsl MCMNONb30BaHWEM MOMELLEHWIA CO
crneumanbHbIMM CUCTEMAMWU MOATOTOBKM BO34yXa, HaNMMYMEM BO3AYLUHbIX LUMKO30B M (UNKN) CTEPUIM3aTOpPOB AN
nepegayn mMaTtepuanoB HapyXy Hapsiay C npoueaypamu GesonacHoro BegeHus npouecca. Bo MHorux cnydasix
ncnonb3yeTcs AN NoBblWeHUs 3EeKTUBHOCTU NEPBUYHON U30NALUN;

n3onauns NepBuYHasa - cuctema u3onauun, npegoTBpallarlas NPOHMKHOBEHME OMOnorMdyeckoro areHTa B
OKpY>KaloLLy0 cpefly, HEemnocpeACTBEHHO npunerawwyi kK paboderr 30He, 4YTO [OOCTUraeTca NocpencTBOM
NCMNOSb30BaHMsA 3aKpbITbIX KOHTEHEPOB unn BGokcoB Anst GesonacHoro BedeHust Buonornyecknx paboT Hapsgy C
npouenypamu 6e3onacHoro BegeHnsi NpoLecca;

NMHPMLUMPOBAHHbIN - 3apaXXEHHbIV MOCTOPOHHUMM BMONTOrMYECKMMN areHTamMu 1, CrieaoBaTeNibHO, CMOCOBHbINA K
pacnpoCTpaHeHuo MHMEKLMN;

NCXOAHOE Cbipbe - 0bLlee MoHATUE, MCMonb3yeMoe Ansi 0603HAYeHUs UCXOLHbIX MaTepuanoB, PeakTUBOB W
pacTBopuTenen, npegHasHaYeHHbIX Ans NPOM3BOACTBA MNPOMEXYTOYHOW NpOAyKUMM unn  hapmaleBTU4ecKomn
cybcTaHumu;

KanmbpoBKa - OEMOHCTpauusi TOro, YTO KOHKPETHbIn npubop wunu YCTPOMCTBO [JaeT pesynbTatbl B
YCTaAHOBIEHHbLIX Mpedenax no CpaBHEHUIO C pe3ynbTatamu, MonyvYaeMbiMM MPU  UCMOSMb30BaHMM CTaHOAPTHOrO
obpasuya unu conocTtaBMMOro CO CTaHgapToM obpasua nmMbo 3TanoHa BO BCEM COOTBETCTBYHOLIEM guanasoHe
N3MepeHnii;

KapaHTUH - CTaTyC MCXOOHOrO CbIpbsl, YNaKOBOYHbLIX MaTepuanoB, NPOMEXYTOYHOW, HepacdacOoBaHHOW Wnn
roTOBOM NPOAYKLMUN, N30NTMPOBAHHBLIX hN3NYECKN NN APYrMMU 3dEKTUBHBIMK crnocobamn, A0 NPUHATUS peLLeHus
00 X 0g0BOpPEeHUN UNK OTKIOHEHUU;

KBanMpukaumst - OENCTBUS, YOOCTOBEpSsOME W MNOATBEPXAAKWME OOKYMEHTanbHO TOT dakT, uTo
obopyaoBaHue unu BcrnomoratesibHble CUCTEMbI CMOHTMPOBAHbI JOMKHBIM 00pa3oM, MpaBUiibHO (OYHKLMOHUPYIOT ©
OEeNCTBUTENBHO NPUBOASAT K OXXugaembiM pedynbTatam. [NoHsaTue "Bannpaums” aenaetca 6onee WMpoOKUM M mMHOr4a
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BKMoYaeT B cebs noHATMe "kBanudukaumns”;

KMeTouyHas KynbTypa - KIeTOoYHas Macca, MofydeHHas B pesynbTaTe BblpallMBaHusa in  Vitro KNeTok,
N30NMPOBaHHBLIX OT MHOTOKNETOYHbIX OPraHW3MOB;

KONNEeKTop - YCTPOMCTBO MUnu obopyaoBaHwe, npedHa3HavyeHHoe Ans OAHOro WM  HEeCKOnbKux GanmnoHos
(kOHTEMHepOoB) 1 NO3BOMNAOLLEE OAHOBPEMEHHO OYUCTUTL M HAMOMHUTL ra3om H6anmnoH (KOHTenHep);

KOMMNbIOTEPU3MPOBAHHas cUCTeMa - Mpouecc unu onepaums, obbeanHeHHas B OAHO Liernoe C KOMMbITEPHOM
CMCTEMOWN, BKIoYaloLLen BBOA AaHHbIX, UX 3MNEKTPOHHYH 06paboTky u Bbligadyy MHOpMauuu, UCMonb3yemMon Ans
AOKyMEHTarnbHOro opopmneHunst u (unu) Ans aBTOMaTUYEeCcKoro yrnpasneHus;

KOHTpONnMpyemas 30Ha - 30Ha, MOCTPOEHHas K 3JKcnnyatupyemas Takum obpasom, 4Tobbl KOHTPONMPOBATb
BO3MOXHYIO KOHTaMWHALMIO U CllyvyaHOe PacrnpoCTPaHEHWE >XMBbIX MUKPOOPraHM3MOB, KOTOpas aKchnyaTupyeTtcs
npu oTpuuaTenbHOM AaBfieHWM MO OTHOLUEHMIO K CMEXHbIM KnacCcudULMPOBAHHBIM MOMELLEHUSM U MO3BOMseT
3(pHEKTUBHO YCTPaHATL He3HauUTENbHbIE KONMUYECTBa HaxXoAAWMXCA B BO3AyXe WMCTOYHUMKOB KOHTaMWHaLMKU, Mpu
3TOM CTENEeHb OCYLLIECTBNAEMOro KOHTPOSIS 3aBUCUT OT BMAA MUKPOOPraHn3ma, Mcnosnb3yemMoro B npouecce;

KOHTPOSb B NMpoLecce MNPOU3BOACTBA (BHYTPUMPOM3BOACTBEHHbIA KOHTPOSb, MEXOMEPaLNOHHbIN KOHTPOSb) -
KOHTPOIb, BbINOMHAEMbIA B XOA4€ TEXHOOrM4YecKoro npouecca C Lerbio NPOBEPKM COOTBETCTBUS MPOMEXYTOYHON
npodykuMm un (unu) npPoAyKuMM 3agaHHbIM TpeboBaHusM, MO pesynbTataMm KOTOPOro MOXET  BbINOMHATLCSH
KOpPEeKTUpOBKa napaMeTpoB TexHomornyeckoro npouecca. KOHTpPOMnb COCTOSIHUSA — OKpyXawlen cpegbl  Wmnu
obopynoBaHNs paccMaTpyBaeTCs Kak arieMeHT KOHTPOIS B nNpouecce NpousBoacTBa;

KOHTPOSb Ka4yecTBa - KOHTPOIb KadecTBa BkMtoyaeT B cebst otbop npob, npoBegeHne UCnbITaHW, NPOBEPKM Ha
cooTBeTCTBME TpeboBaHMAM creundukaumin, a Takke npoueaypbl OpraHusauuv, AOKYMEHTMPOBaHWUA W Bblgauu
paspeLleHnst Ha BbIMycCK;

KPUOTrEHHbIN COCYA - COCyA, MpedHasHadeHHbIi AN XpaHeHUs CXWKEHHOro rasa npu  CBEePXHU3KUX
Temnepartypax;

nekapcTBEHHOE pacTeHUe - Lenoe pacTeHne Unu ero YacTtu, Mcnofb3yemble B MEAULMHCKUX Liensix;

nekapcTBeHHble CPEACTBA - BELLECTBa U X KOMOMHaUMK, BCTynaloLlme B KOHTaKT C OpraHM3MoM YeroBeka
WM XMBOTHOTO, MPOHUKalOWWe B OpraHbl, TKaHW OpraHv3ma 4erioBeka WuM XMBOTHOMO, MNpUMEHsIeMble ONns
nponNakTnkn, AMarHoCTUKM (3a UCKIMIOYEHMEM BELLECTB UM UX KOMOWMHAUMIN, He KOHTaKTUPYHILIMX C OpraHW3mMoMm
YyernoBeka MMM XMBOTHOrO), fneveHus 3abonesaHus, peabunuTtaumn, ANA COXPaHeHus, NpeaoTBpalleHus Wunu
npepbiBaHNs 6epeMeHHOCTU U NONYyYEHHbIE U3 KPOBU, NNasMbl KPOBW, U3 OPraHoB, TKAHEN OpraHm3Ma 4enoseka unu
XMBOTHOrO, pacTeHU, MUHepanoB MeTodaMu CUHTe3a WM C MNpPUMEHeHneMm buonornyeckux TexHonormn. K
neKkapCcTBEHHbIM CpeAcTBaM OTHOCATCA hapMaLeBTUYeckue cybcTaHLMmM U NekapCTBEHHbIE NpenapaTtbl <*>;

<*> TyHKT 1 cTaTbn 4 ®egepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-d3 "O6 ob6palleHnn nekapCcTBEHHbIX
cpeacts" (CobpaHue 3akoHogaTenbcTBa Poccunckon ®egepaumn, 2010, N 16, ct. 1815).

NeKapCTBEHHbIN pacTUTENbHbLINA Npenapar - NeKapCTBEHHbIV Npenapart, NPOM3BEAEHHbIN UM U3FOTOBMNEHHbIA U3
OOHOr0 BMAA NEKAPCTBEHHOTO PACTUTENBHOIO CbIPpbsl UIIM HECKOSbKUX BMAOB TAKOrO Cbipbs U peanu3yemblii B
paccacoBaHHOM BMAE BO BTOPUYHOW (NOTPEOUTENBCKON) YNAKOBKe <*>;

<*> [MyHKT 14 cTaTbn 4 GegepanbHoro 3akoHa oT 12 anpensa 2010 r. N 61-d3 "O6 obpaweHun nekapCTBEHHbIX
cpeacts" (CobpaHue 3akoHogaTenbctBa Poccunckon ®egepaumn, 2010, N 16, c1. 1815).

mMaTepuanbHbil 6anaHc - COOTHOLIEHVME MeXdy KOMMYeCcTBOM MPOAYKUMM WM  MaTepuanoB, KoTopoe
TEeopeTMYECKN MOXKET UCMONb30BaTbLCA B MPOM3BOACTBE M NOMyYaTbCs B pesynbTaTe NpoM3BOACTBA, U KONMYECTBOM
npodyKkuMm unu matepuanos, dakTU4ecKM WCMONb3OBaHHbIM B MPOM3BOACTBE W (PaKTUYECKM MOMYyYEeHHbIM B
pesynbTaTe Npon3BOACTBA, C y4ETOM AOMYCTUMBIX OTKIIOHEHWN;

HepacdacoBaHHas NpoAykums - nobas NpoayKumus, npoLlleallas Bce CTaaMn TEeXHOMOrM4Yeckoro npolecca, 3a
UCKIMoYeHeM NOTPeBUTENLCKON YNAaKoBKY;

HOMep cepuu (HOMep napTuM) - YHUKanbHas komOuHaumsa uudp, OykB M (UNKM) CMMBOMOB, KOTOPblE
NMOEHTUDULMPYIOT ceputo (MapTU) U Ha OCHOBaHWMM KOTOPbIX MOXHO NpOCreauTb UCTOPUI0 ee MPOW3BOACTBA WU
peanusauuu. lMpn NpUCBOEHNM HOMEepa Cepun UCNOonb3yrTCs apabckme umMdpbl, NocneaHne YeTblpe Ludpbl B HOMepe
cepumn 0603Ha4aloT MecsL, U rof U3roToBMEHWS NIeKapCTBEHHOrO CPEACTBa;

nepekpecTHasi KOHTaMUHaLUMS - 3arpsa3HEHNE NCXOOHOrO Cbipbs, MaTepuana unu Npogykunm ApYyruM UCXOAHbIM
CblpbeM, MaTepuanom nnu NpoayKumen;

nosTopHas obpaboTka - noBTopHad obpaboTka cepum MNKM YacTu cepun NPOAYKUMW, He COOTBETCTBYHOLLEWN
3agaHHbIM TpeboBaHNAM, Ha4YMHasa ¢ onpeaenieHHoON CTaaMn NPOM3BOACTBa - BBEAEHUE MPOMEXYTOYHOW MpOoAyKUUK
unu dapmaveBTMyeckon cybcTaHumm, BKIYasa He COOTBETCTBYIOWYIO CTaHdapTaMm wnu cneuudumkaumm, B npouecc
NMPOW3BOACTBa M NOBTOPEHME 3Tana Kpuctannusauuv unv Apyrux XUMUYECKUX Unn  U3MYEeCcKUX MaHunynsaumuni
(Hanpumep, gucTnnnauus, dunbTpaums, xpomartorpadupoBaHue, W3MeENbYeHWe), KOTOopble SABMSITCA CTagven
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YCTaHOBMNEHHOrO NPOU3BOACTBEHHOrO Mpouecca. [podormkeHne OCyLWeCTBNeHUs CcTaguv  NPOU3BOACTBEHHOIO
npoLecca nocre Toro, Kak KOHTPONb B MpoLecce MpouM3BOACTBa Mokasar, YTO CTaausi He 3aBeplleHa, cuMTaeTcs
YyacTbio 0ObIYHOrO NpoLiecca, a He NOBTOPHON 06paboTkon;

MOBTOPHOE MCMONb30BaHUe - BBEAEHME NPOU3BEOEHHON paHee cepumn Npoaykuumn Tpebyemoro kayecTsa (Mnm ee
4YacTu) B OPYryto Cepyo NPOAYKLUN Ha onpeaeneHHon cTagnm NpomM3BOACTBa;

noceBHas KynbTypa:

cucTeMa NoCceBHOM KynbTypbl - CUCTEMa, B COOTBETCTBUM C KOTOPOW MNocnefoBaTeribHble Cepuu MnpoayKumu
NPOM3BOLAT U3 OOHOW M TOW Xe rMaBHOW MOCEBHOWN KynbTypbl NpY ONpeAeneHHOM KONTMYECTBE NeEPECEBOB (Maccaxen).
[nsa o6bIMHOro NPpoM3BOACTBa paboyyo MOCEBHYIO KyNbTypy FOTOBAT M3 [MaBHOW MOCEBHOW KynbTypbl. Vcxogsa u3
TpeboBaHun Ge3onacHOCTM M 3PHEKTUBHOCTM MPU MPOM3BOACTBE FOTOBOW MNPOAYKUMM, KOTOPYHO MonyyarwT K3
paboyer NOCEBHOW KyrbTypbl, HE AOJMKHO UCNONb30BaThCA OOrblUee KONMMYECTBO MacCaXewm U3 rMaBHOW MOCEBHON
KynbTypbl, YeM AN BaKUUHbI, NpOLIeALlen KNnHMYeckue uccneposaHus. NpouncxoxgeHne U KONMMYecTBO MacCaxen
rMaBHOWM MOCEBHON KyNbTypbl M paboyert NOCeBHOW KynbTypbl AOMKHbI ObITb 0OPMEHbl AOKYyMEHTArbHO;

rmaBHasi NOCEBHas KyrnbTypa - KynbTypa MWKPOOPraHM3MOB, pacnpefeneHHas u3 ofgHoro obbema MoceBHON
KynbTypbl B €MKOCTM B Mpouecce OAHOW onepauuu TakuMm obpasom, 4Tobbl 0b6ecneuntb OLHOPOAHOCTb,
NpegoTBpaTUTb KOHTaMMHAUMIO U rapaHTMpoBaTb CTabunbHOCTb. [MaBHYO MOCEBHYH KynbTypy B >KMOKOM BuAe
00bIYHO XpaHAT npu TemnepaTtype MuHyc 70 °C vnu HWxe, B NMOUNIM3NMPOBAHHOM BuAE - MpU  U3BECTHOM
TemnepaTtype, obecnevymsatoLlent CTabuUnbHOCTb;

pabouasi noceBHas KynbTypa - KyrnbTypa MMKPOOPraHW3MOB, MOMy4YeHHas U3 FMaBHOW MOCEBHOW KynbTypbl M
npegHasHadeHHas 4ns UCMoNb30BaHMsA B NPOM3BOACTBE. Pabo4yto NOCEBHYIO KyNbTypy pacnpefensioT B eMKOCTU U
XPaHsT, Kak ONMMCaHo BbILLE A1 IMaBHbIX MOCEBHbIX KyIbTYp;

NPOAYKUMS - MPOMEXYTOYHas, HepacdacoBaHHas 1 rotoBas NPoAyKUMS;

npoussoauTens - NPOU3BOAUTESNb NEKAPCTBEHHbLIX CPEACTB - OpraHM3auus, OCyLLeCTBRSAWas NpovM3BOACTBO
nekapCTBEHHbIX CpeacTB B COOTBETCTBUM ¢ TpeboBaHuamn degepansHoro 3akoHa oT 12 anpens 2010 r. N 61-93 "O6
oOpalleHnn nekapcTBeHHbIX cpeacTs” <*>;

<*> CobpaHue 3akoHogaTenbcTBa Poccunckon ®egepaumm, 2010, N 16, cT. 1815.

MPOW3BOACTBO - AeATENbLHOCTb MO NPOU3BOACTBY NEKAPCTBEHHbIX CPEeACTB, OpraHM3aLusaMm - NPoU3BOaNTENAMM
nNeKkapcTBEHHbIX CPeACTB Ha OOHOWN CTafMW1, HECKOMbKMX UMK BCEX CTAAMSAX TEXHOMOMMYECKOro NpoLecca, a Takke Mo
XpaHeHWIO 1 peanunaaummn Npon3BeaeHHbIX NIeKapCTBEHHbIX CPEACTB <*>, KoTopas BKMoyaeT B ceGs OCyLecTBMeHue
ornepauuit 1 KOHTPONS, CBSI3aHHbIX C MPUEMKOW MaTepuarioB, TEXHONOIMMYECKMM TMPOLIeCCOM, YMNaKoBKOW,
nepeyrnakoBKOW, MapKUPOBKOW, MNepemMapKUpPOBKOMW, BbIMYCKOM, XpaHEHWEM W peanusauuei Npou3BeaeHHbIX
NeKapCTBEHHbIX CpeAcTB 1 dhapMaLeBTUYECKMX CybCcTaHLui;

<*> [MyHkT 31 cTaTbn 4 GenepansHoro 3akoHa ot 12 anpensa 2010 r. N 61-®3 "O6 obpalieHun nekapCTBEHHbIX
cpenctB" (CobpaHue 3akoHogaTensctea Poccuiickon Pepepaumm, 2010, N 16, cT. 1815).

NMPOMEXYTOYHas MNPOAYKUMS - YacTMYHO 00paboTaHHOE MCXOOHOE Cbipbe, KOTOpPOEe [AOJMPKHO  MPONTU
nocnegyowme ctagum nNpousBoaCcTBa Mpexae, YeM OHO CTaHeT HepacdacoBaHHOM npoaykumen. B  oTHoweHun
hapmaLeBTMYecknx cybctaHumi - martepuan, KOTOPbIM MOMyyalT B XO4e CTagui TEexXHOMOrm4yeckoro mnpouecca
npomsBoacTBa (papMaLeBTUYECKMX CyOCTaHLUMN, W KOTOPbIA npeTeprneBaeT AanbHenlMe  MOneKkynsipHble
npeBpalleHns WM NOABEPraeTcad O4YMCTKE Mpexae, YeM OH CTaHeT apMaueBTUYeCKon cybcTaHuuen.
MpomexyToyHast NpoAyKUMs B OTHOLLEHMM hbapmaueBTUYECKOW CyOCcTaHuum B XO4e TEXHOMOrM4eckoro npolecca
MOXET NnoaBepraTbCs N He NoABEepPraTbCs BblAENEHWIO;

npouegypa - [OOKYMEHTanbHO OQOPMIIEHHOE OMuMcaHWe onepauuni, noasfexawux BbIMONTHEHUIO, Mep
NPegoCTOPOXHOCTU 1 MEPOMNPUATUI, MPSMO UMM KOCBEHHO OTHOCALLUXCS K NPOM3BOACTBY NMPOMEXYTOYHON NPoayKUnK,
drapmavneBTnYeckon cybcTaHUmMm Unm nekapcTBEHHOro CPeACTBa;

NeKkapCTBEHHOE PaCTUTENIbHOE ChIPbE - CBEXUE UMM BbICYLUEHHbIE PaCTEHUs NMOO WX YacTW, UCNOMb3yemble
ONs1 NPOM3BOACTBA JIEKAPCTBEHHbIX CPEeACTB OpraHM3auusiMnm - NPOU3BOAUTENSIMUA NEKAPCTBEHHbLIX CPEACTB  WIK
W3rOTOBIIEHUSI  NIEKApPCTBEHHbIX  MpenapaTtoB  anTeYHbIMU  OpraHM3auusiMM, BeTEPUMHapHbIMK  anTeYHbIMU
OpraHusaumMsiMi, UWHOMBUOYaNbHBIMW  MpeanpUHUMaTENSMKN, WUMELWMMN  JINULEH3NK Ha  bapMaueBTUYECKyto
0esaTenbHOCTb <*>;

<*> yHKT 13 cTtaTbn 4 PepepanbHoro 3akoHa oT 12 anpensa 2010 r. N 61-®3 "O6 ob6palleHun nekapCTBEHHbIX
cpenctB" (CobpaHue 3akoHogaTensctBa Poccuiickon Pegepaumm, 2010, N 16, ct. 1815).

cepvisi (NapTus) - onpeAeneHHoe KONMYECTBO MCXOAHOMO Cbipbsi, YNaKOBOYHbLIX MaTepuanoB Wnu MPOAYKUWM,
noaeepraemoe 06paGoTke B OAHOM UMW B psafe MocregoBaTenbHbIX TEXHONOrMYECKMX MPOLECCOB TakuM 0Bpasom,
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YTO MOXHO paccynTbiBaTb HA OOHOPOAHOCTb MPOAYKLMU B YCTAHOBMEHHbIX npefernax, npu 3TOM C TOYKU 3pEHUs
KOHTPOMSsi rOTOBOW NPOAYKLUMMK Cepusi BKIMOYAET B cebsi COBOKYMHOCTb €AMHUL, JO3MPOBaHHOM POPMbl JTIEKAaPCTBEHHbIX
CpeAcTB (NlekapCTBEHHON hOpPMbl), MPOM3BEAEHHBIX N3 OAHOIo 06beMa NCXOLHOro MaTepuana 1 nNpoweawmnx eanHyo
nocrefoBaTeNbHOCTL MPOM3BOACTBEHHBLIX ONepauun WM €AMHbIA UMK CTepunmMsaumu, a npyu  HenpepbiBHOM
Npon3BOACTBE - BCE €4MHULbI, MPOM3BEAEHHbIE B 3aaHHbIN NHTEPBaN BpeMeHu. [Ins 3aBepLUeHUs HEKOTOPbIX 3TanoB
Npon3BoACTBa UHOrAa HEOOXOAUMO pa3fenuTb Ceputd Ha onpeaeneHHoe KOMUYEeCTBO MNOACEPUM, KOTOpble MO3Xe
00beAVHSAOT ANA NOMy4YeHNst OKOHYaTeNbHOM 0AHOPOAHOM cepun. MNpu HeNnpepbIBHOM NPOU3BOACTBE MOHATUE Cepuun
OOIMKHO OTHOCUTBLCS K ONpeaeNnieHHON YacTu NPOAYKLUN, XapaKTepudyemon OgQHOPOAHOCTbIO. Pa3mep cepun B 3TOM
crnyyae MOXeT onpedenstbcsi Mo (UKCUPOBAHHBIM KONMUYECTBOM, MO0 KONMMYECTBOM, MNPOU3BEOEHHbIM 3a
onpeaeneHHbI NPOMEXYTOK BPEMEHM;

CXKWXKEHHbIE rasbl - rasbl, KOTOpble MPU CTaHAAPTHbIX TeMnepatype U AaBfeHWM HamnoSIHEHWS HaxoOaATCcs B
6annoHe B CXMXEHHOM BUAE,

CUCTEMA - COBOKYMHOCTb B3aMMOCBSI3aHHbIX AENCTBUA M TEXHUYECKUX CPEACTB, 0bpasyllmx eanHoe uenoe
[ONs opraHM3aLmm NPon3BOACTBaA U KOHTPOIIS KaYecTBa NIeKapCTBEHHbIX CPeACTB;

cuctema GaHKOB KIETOK - CUCTEMa, MpPU KOTOPOW MocrnegoBaTesibHble Cepum MNPOAYKUMM MNpoM3BOAAT U3
KNETOYHbIX KynbTyp, NpUHagnexawmx rnaBHoMy OaHKy KIeToK, KOTOpbIA MOJSIHOCTbIO —OXapakTepu3oBaH Ha
NOAJSIMHHOCTb M OTCYTCTBME KOHTaMMUHaUUN. HEKOTOPOE KONMMYECTBO EMKOCTEN IMaBHOMrO GaHKa KNeToK UCnonb3yeTtcs
ana  dopmunpoBaHua paboyero ©OaHka knetok. Cuctema ©OaHKOB KNeTOK AorkHa OblTb BanugupoBaHa Ha
onpeaeneHHoe KoNMYecTBO NepeceBoB NN KONMYECTBO YABOEHU NONynaunn, A0 OOCTUMXKEHUS KOTOPbIX OHU MOryT
NCnonb30BaTbCs B TEKYLLEM NPOU3BOACTBE;

cneumdurkaums - NnepeyeHb UCMbITAHUA, CCLINTOK Ha aHanuTUYeckne MeTOOUKM U KpUTEPUEB MPUEMIIEMOCTH,
npeacTaBnAwLMX cobon YMCNoBbIE rpaHuLbl, UHTEPBArbl UMK APYIMe KPUTEPUM ONsS COOTBETCTBYHOLMX MCMbITAHWUN.
Cneundmkauunsa yctaHaBnmBaeT HAabop KpUTEPUEB, KOTOPLIM AOIMKEH COOTBETCTBOBATL MaTepuarn, 4tobbl cuMmtaTbes
npuemnemMbiM ANS ero npegnonaraemoro npumeHeHus. MNMoHsaTue "cooTBeTcTBUE cneuudmkaumm" o3HayvaeT, 4To
MaTepuan, npowealnin UCMNbITaHUA COrMacHO MNEePEeYUCNIEHHbIM aHanNUTUYeCKUM MeTOAMKaM, COOTBeTCTBYeT
NpuUBEAEHHbIM KPUTEPUAM NPUEMITEMOCTMU;

CTEPWUIIBHOCTb - OTCYTCTBME >XMBbIX OpraHM3MoOB. TpeOOoBaHWS K MNPOBEAEHUIO KOHTPOMS CTEPUITbHOCTU
npuBeLeHbl B COOTBETCTBYHOLUMX 0OWen dapmakonenHon cratbe, ¢apMakonemHonW cTaTbe, HOPMAaTUBHOMN
OOKyMEeHTauum nnm HoOpMaTMBHOM LOKYMEHTE;

TEXHOMOrM4Yecknn NpoLecc - BCe ornepauuun, CBsA3aHHble C NMPOU3BOACTBOM NEeKapCTBEHHOro cpeactsa unu
hapmaLeBTUHECKON CyOCTaHLUMM, HAYNHAIOWMECH C MPUEMKM UCXOLHOrO Chbipbs, NpoAorikatowmecs obpaboTkon u
yNakoBKOM U 3aBepLualoLnecs Nony4eHnem roToBon NpoayKunm;

ynaKkoBKa - BCe ornepauumu, BKntovas acoBKy Y MapKMPOBKY, KOTOpble HEOBX0OUMO MPONTN HepacdgacoBaHHON
npoayKuum, 4ns noslydeHrs rotoBor npoaykuun. HanomHeHue cTepunbHOM NPOAYKUUKM, Kak npaBuno, He cregyeT
paccmaTtpvBaTb Kak 4YacTb Mpouecca YnakoBKW, MOCKOSbKY B MEPBUYHbLIE YMAKOBKW MPOAYKLMS [03UpyeTcs, HO
OKOHYaTEeNbHO He YNaKkoBbLIBAETCS;

YMaKOBOYHbIA MaTepuan - nboi martepuan, UCnonb3yembli Npu  YMNakoBKE JIEKAapCTBEHHOrO CpeacTBa,
dhapmaLeBTUHECKON CyOCTaHLMM UM NPOMEXYTOYHON NPOAYKUUN, KpOMe NtoOOo TPaHCMOPTHON Tapbl AN XpaHEHUS,
TPaHCMOPTUPOBKN UMK OTIPY3KU. YMAKOBOYHbIE Martepuanbl MNOApPa3denslTcss Ha NepBUYHbIE U BTOPUYHbIE B
3aBMCUMOCTM OT HaNU4Ms NPSAMOrO KOHTAKTa C IEKAapCTBEHHLIM CPEACTBOM;

YNOMHOMOYEHHOE nnUO - paboTHMK NpPOM3BOAUTENSA FEKAPCTBEHHbIX CPEACTB, WMEKLWUA  BbiCLLEE
dapmavueBTnYeCKoe, Xummudeckoe unu buonormdeckoe obpasoBaHMe MO0 nNpyv NPOU3BOACTBE JeKapCTBEHHbIX
CPeACTB ANns BeTepnHapHOro NpMMeHeHUst BeTepMHapHoe obpasoBaHue, cTax paboTbl HE MeHee 4YeM NsATb feT B
obnacTn Npon3BoACTBa U KOHTPONSA KayecTBa NEKAPCTBEHHbLIX CPEACTB M aTTECTOBAHHbIV B MOPSAAKE, YCTAHOBIIEHHOM
YMNOSTHOMOYEHHbIM beaeparnbHbIM OPraHOM UCMONHUTESNBHON BNacTn <*>;

<*> YacTtb 7 ctatbu 45 ®egepansHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpalueHun nekapcTBEHHbIX
cpeacts" (CobpaHue 3akoHogaTensctBa Poccunckon ®enepaumn, 2010, N 16, ct. 1815).

yncTas 30Ha - 30Ha, MOCTPOEHHAsA M IKCMfyaTvpyemasl TakuMm obpasoM, YTO B HeW CBedeHbl K MUHUMYMY
NpOHUKaHne, 06pa3oBaHMe U HaKOMMEHNEe KOHTaMUHAHTOB B BUAE YacTuL, U MUKPOOPraHuamoB. Kraccbl YMCTbIX 30H
onpeaeneHs! B NpunoxeHnn N 1 k HacToswmm Npasunam;

yncTas M30NUPOBaHHas 30HA - 30Ha, MOCTPOEHHas W 9KcnfyaTtupyemas Takum obpasom, 4YTO OHa
OLIHOBPEMEHHO SIBNSIETCA YNCTOM U U3ONIMPOBAHHON 30HOW;

9K30TUYECKMIA OpraHmaM - OMONOrMYECKUIA areHT, Bbi3blBalOLWMI 3aboneBaHue, OTCYTCTBYKOLEE B AaHHOMW
CTpaHe unu reorpadunyeckon 30He, Moo ABMAILWMIACA OOBEKTOM NPOUNAKTUYECKX MEp WU MporpaMmbl Mo €ro
YyCTPaHEeHWo B AaHHOW CTpaHe MImn reorpacn4eckon 30He.

IIl. OCHOBHbIE TPEBOBAHNA K OPTAHU3ALMN MPON3BOAOCTBA
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N KOHTPONA KAYECTBA JIEKAPCTBEHHbBIX CPEACTB (HACTb | <*>)

<*> 3pecb u panee no Tekcty [MpaBun B cKoOkax MpuBOAUTCA HyMepauusi CTPYKTYPHbIX €OWHWL, TEKCTa,
cooTBeTcTBYOLWas npasunam GMP EC.

OAPMALEBTUYECKAA CUCTEMA KAYECTBA (I'TIABA 1)
MpuHUmMn

5. lpousBogutenb [OMKEH NPOU3BOAWTL JEKAPCTBEHHbIE CPEACTBa Tak, 4TOObl rapaHTMpoBaTbh WX
COOTBETCTBME CBOEMY Ha3HayeHuto, TpeboBaHUAM PEerncTpaumMoHHOro [0Cbe WM MPOTOKOMY  KMMHUYECKOro
nccrefoBaHUA M UCKMOYMUTL  PUCK, CBA3AHHbIM € HEyOOBreTBOPUTENbHbIMM  6Ee30MacHOCTbI,  KayecTBOM,
achdekTuBHOCTBIO. OTBETCTBEHHOCTL 3a BbINOMHEHNE 3TUX TpeboBaHWMI HeceT PyKOBOACTBO npou3BoguTend. Wx
BbINOSNTHEHNE TpebyeT Haanexallero WCMofiHEHUs CBOMX 0OS13aHHOCTEN MepcoHanoM pasnuuyHbiX NoAapasferneHui
NPON3BOAMTENS HA BCEX YPOBHSX, a TAKKE MOCTaBLUMKAMM M OpraHu3aumsiMm OMNTOBOW TOPrOBIM JEKapCTBEHHbLIMMW
cpeactBamn. [Ina OOCTUKEHUSA 3TUX LEnen NpousBOAMTENb OOMKeH paspabotatb u obecneynmTb MpaBunbHOE
PYHKUNOHNPOBaHUE (bapMaLeBTUHECKON CUCTEMbl KayecTBa, KOTopasd BKMNIOYAeT BbINONHEHWEe TpeboBaHui
HacTosALwmx MpaBun 1 ocyllecTBneHe ynpaBreHusa puckamm ons kadectsa. [ponssoauTens JOMKEH JOKYMEHTarnbHO
ohopMUTb papMaLeBTUHECKYHO CUCTEMY Ka4yecTBa U KOHTPONMpoBaTb ee 3peKTUBHOCTb. Ona pyHKUMOHMPOBAHMS
BCEX OJIEMEHTOB (papMaLeBTMYECKO CUCTEMbI KadecTBa MpoM3BOAUTENb [OMKeH obecneuntb Hanuyne
KBanMuuMpoBaHHOIo NepcoHana, Hagnexawmx noMelweHun, obopyaoBaHMs U TexHu4deckux cpeactB. OCHOBHble
NPUHLMMBI YNpaBneHnsi Ka4eCTBOM OpraHu3aumm NpomM3BoACTBa M KOHTPONSA KayecTBa WM ynpaBrieHus puckamu ans
KayecTBa ABMSAKTCS B3aMMOCBA3aHHbIMM.

CDapmau,eBTquCKaﬂ CuctemMa Ka4yecrtBa

6. (1.1) YnpaBneHue Ka4yeCcTBOM Kak BCeoObeMmniollee MOHATME, OXBaTbiBalOLEE BCE BOMPOCHI, KOTOpbie MO
OTAENbHOCTU UMK B LLENTIOM BIMSAIOT Ha Ka4yeCTBO NPOAYKUMMK, NpeacTaBnseT cobor COBOKYMHOCTb OpraHu3aunoHHbIX
Mep, HamnpaBreHHbIX Ha obecrneyeHne COOTBETCTBUSA KaueCTBa NeKapCTBEHHbLIX CPEACTB UX NpeaHa3Ha4yeHuHo.

7. (1.2) Hactoswue lNMpaBuna npuMeHSAOTCA KO BCEM CTaMsIM XXU3HEHHOMO LMKMNa feKapCTBEHHbIX CPeacTB:
NPOM3BOACTBO NEKAPCTBEHHbIX MPenapaToB A1 KIMHNYECKMX UCCNEAOBAHWI, MEPEHOC TEXHOMOMMMU, MPOMbILLIIEHHOE
NpOM3BOACTBO, NPEKpaLleHne NPOM3BOACTBA JIEKApPCTBEHHbIX cpedcTB. [lponsBoauTens BnpaBe pacnpoCTPaHWUTb
hapMaLeBTUYECKYI0 CUCTEMY KadeCTBa Ha TaKyl CTaguio XXM3HEHHOTO LWKMa JeKapCTBEHHbIX CPeacTB  Kak
dapmaueBTnyeckasa paspaboTka, YTO CNOCo6CTBYET MHHOBALMAM M MNOCTOSHHOMY YIYULLEHUIO, @ TaKkKe YNPOYHEHUIO
CBA3M Mexay hapMaLeBTUYEeCKon pa3paboTkor U MPpon3BoaCTBOM.

8. (1.3) Mpu pa3paboTke HOBOW hapMaLlEBTUHECKON CUCTEMbBI KavyecTBa WM MPU U3MEHEHWUM CYLLECTBYHOLLEWN
CUCTEMbI HEOOXOOAMMO Y4uTbIBaTb OOBEM W CINOXHOCTb AEATENbHOCTM NpousBoautens. HekoTopble acnekTbl
dhapmaLeBTUYECKON CUCTEMbI KAYECTBA MOTYT MPUMEHATBCA K AEeATENbHOCTUM MPOM3BOAMTENS B LEMNOM, a WUHblE -
TONMBKO K  OMNpederneHHbiM  MpPOM3BOACTBEHHbIM  mnowagkam. [lpy  aToM  apdPeKkTMBHOCTb  BHeOpeHus
hapmMaLeBTNYECKON CUCTEMBI KayecTBa OObIYHO JOKa3bIBAETCS HA YPOBHE NMPOU3BOACTBEHHON MMOLLAAKM.

9. (1.4) ®dapmaveBTHYECKasd CUCTEMA KavyecTBa, NpeAHas3HadYeHHas Ansi NPOU3BOACTBA NeKapCTBEHHbIX CPEACTB,
[JOIMKHa rapaHTMpoBaTh, YTO:

a) (i) BbINycKk rekapCTBEHHOr0 CpeAcTBa C COOTBETCTBYHLIMMW MNOKa3aTeNsMU KavecTBa [[OCTUraeTcs
nocpeacTBOM pa3paboTku, MIaHWPOBaHUS, BHEAPEHUS, MNOAAEPXKaHUA W HENpEepbiBHOIO YCOBEPLUEHCTBOBAHMS
CUCTEMBbI;

0) (ii) 3HaHMA 0 NekapCTBEHHOM CpPeACTBE M MpPOLiecce ero NpoM3BoACTBa MPUMEHSIIOTCSA Ha MPOTSKEHUN BCEX
CTaui XU3HEHHOrO LIMKNa;

B) (iii) nekapcTBeHHbIE CpefcTBa pa3paboTaHbl U nccnenoBaHbl ¢ y4eToM TpeboBaHMi HacTosAwmx MNpaeun;

r) (iv) onepauum Mo MNpPOM3BOACTBY WM KOHTPOSIO OnpeferneHbl M COOTBETCTBYIOT TpeboBaHMSAM HacCTOSALWMX
Mpasun;

a) (v) OTBETCTBEHHOCTb U 0683aHHOCTM NepcoHana YeTko onpeaeneHsl;

€) (vi) npuHATLI Mepbl, obecnevrBaloLne NPoON3BOACTBO, MOCTABKY U MCMOMb30BaHWE Haanexalunx MCXOQHOro
CbIpbsl M YNAKOBOYHbIX MaTepuanoB, a Takke NPUHSTLI Mepbl MO BbIGOPY U KOHTPOMKO MOCTaBLUMKOB W ANS NPOBEPKM
TOro, 4YTO KaXkaas nocTaBka OCyLLeCTBNeHa Yepes yTBePXKAEHHYIO LieMb NOCTaBok;

X) (vii) BHegpeHbl npouecchl, obecneynBatolLme ynpaBneHne AeaTenbHOCTb0, NepeaaBaeMon ANs BbINOMHEHNUS
Opyrou opraHusaumm (ynpaBrneHue ayTCOPCUHIOM);

3) (viii) ycTaHOBMNEHO M MOOAEPXKMBAETCA MOCTOSTHHOE KOHTPOSIMPYEMOE COCTOSIHME MyTem pas3paboTku wu
ncnonb3oBaHnsA 3hPEKTUBHOrO MOHUTOPUHIA U KOHTPOJSIbHbIX CUCTEM B OTHOLIEHMM 3(PEEKTUBHOCTM MnpoLecca U
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KayecTBa NekapCTBEHHOro cpeacTBa;

n) (ix) pesynbtaTbl MOHUTOPUHIa JNIEKAPCTBEHHOrO CpeacTBa M MPOLECCOB MPUHMMAOTCA BO BHUMaHWE MNpu
BbIMyCKE CEpUW, MPWU paccrefoBaHWM OTKIIOHEHUM W ONs NPUHATUMS Npedynpexgarlmx Mep BO  usbexaHue
NoTeHUManbHbIX OTKITOHEHWI;

K) (X) NpoBOANTCS HEOOXOAMMbIN KOHTPOSTb MPOMEXYTOYHOW NPOAYKLMUN, KOHTPOMb B NpOLIecce NPON3BOACTBa U
ocyLlecTBRseTcs Banugaums;

n) (xi) ocyLecTBNAETCA NOCTOSAHHOE YIydlUeHNe NocpeacTBOM BHEAPEHNS YCOBEPLUEHCTBOBaHUA, OCHOBaHHbIX
Ha aKkTyarbHbIX 3HaHWAX NpoLecca U NpoayKUnu;

M) (xii) NnpyHMMalOTCA Mepbl 4N NEePCNEKTUBHON OLIEHKM 3aMnflaHUPOBAHHbLIX U3MEHEHUA N UX YTBEPXOEHUS 00
BHEOPEHMS C y4ETOM YBEAOMIEHUSA U COrNacoBaHns C YNOSIHOMOYEHHbIM ddefeparbHblM OPraHOM MCMOSTHUTENBHON
BNacTu, ecrim 3To TpebyeTcs;

H) (xiii) npoBOANTCS OLEHKa NPOBEAEHHbIX U3MEHEHUN Mocne WX BHeApeHWs Ans MNOATBEPXAEHUS TOro, 4To
uenb n3MeHeHun bblna 4OCTUrHYTa U YTO 9TO HE OTPA3UNOCh HEraTUBHO Ha KayecTBe NPoayKUMU;

0) (xiv) BO BpeMsi paccriefoBaHuUsi OTKITIOHEHWI, B TOM YMCre NPEANOSIOKEHUN O Hanu4un aedekta Npoaykunum u
Opyrx npobnem, NpMMEHSETCA COOTBETCTBYIOLLNIA YPOBEHb aHanu3a OCHOBHbLIX MPUYUH AaHHbIX HECOOTBETCTBUMN.
MpuymHbl MOryT BbITE ONPEAEneHbl C MCNONb30BaHNEM MPUHLMMNOB yrNpaBfieHus puckamn Ans kadectBa. B cnyvae
€CNnM UCTUHHAasA MPUYMHA HEeCOOTBETCTBUSA He MOXeT ObiTb onpefeneHa, AofkHa ObiTb ycTaHoOBneHa Hauvbonee
BeposATHasA npuynHa. B cnyvae ecnu B kadyecTBe NpUYUHbLI NOJO3PEBaETCH UMM YCTaHOBMEHa YernoBeyeckas owmnbka,
Hanuume Takom NPUYMHBI 4OMKHO OblTh AOKa3aHO, 4TOObl rapaHTMpoBaTb OTCYTCTBME CYLLECTBYIOLUMX MPOLECCHbIX,
npouenypHbIX WM CUCTEMHBIX OWMOOK wunu npobnem. [lo pesynbTaTtam paccnefoBaHus OnpefenswTca U
NpeanpyHMMAlOTCA COOTBETCTBYIOLLME KOPPEKTUpylowue un (unu) npegynpexgawwmne aenctsus. OPdPeKTUBHOCTb
Taknx OeACTBUMA AOMKHA NPOBEPATHCA U OLLEHUBATLCS NPOM3BOAMTENEM B COOTBETCTBMM C NMPUHLMNAMU YNPaBreHns
pvckamMmn s Ka4ecTsa;

n) (xv) BBOA mNEKapCTBEHHbIX CPEACTB B rpaxaaHCKMi o60opoT A0 Bbl4ayu YMNOFHOMOYEHHbIM NULOM
paspeLleHnst Ha BbIMYCK He AonyckaeTcs. YNONHOMOYEHHOE NNLIO YAOCTOBEPSIET, YTO Kaxaas cepusi NekapCTBEHHOro
cpencTsa Obina nponsBedeHa U MPOKOHTPONMPOBaHa B COOTBETCTBUM C TpeOOBaAHWSIMM PErMcTpaumoHHOrO [OCbe U
HacToswwmx MNpasun;

p) (xvi) NpeanpuHATbIE Mepbl 0GecnevnBaroT KayecTBO JIEKAPCTBEHHbIX CPEACTB B TeYEeHMEe BCEro cpoka
rOAHOCTM MPU UX XPaHEHUN 1 nocneayroLem obpatleHnu;

¢) (xvii) nmeeTca npoueaypa NpoBeaeHNss CaMOUHCNEKLMM U (MN) ayauTa KavyecTBa, B COOTBETCTBUN C KOTOPOWN
perynsipHo oueHnBaloTcs 3PMEKTUBHOCTL U MPUTOAHOCTL hapMaLeBTUYECKON CUCTEMBI KayecTBa.

10. (1.5) PykoBoAcTBO HeceT OTBETCTBEHHOCTb 3a Hamuume 3deKTMBHOM hapMaueBTUYECKOA CUCTEMBI
KayecTBa, HE0OX0OUMbIX PECYPCOB, a Takke 3a To, YTO 00A3aHHOCTWN, OTBETCTBEHHOCTb U MOMTHOMOYMS OnpefeneHsbl,
JoBedeHbl [0 CBeOEeHWs Kaxgoro paboTHMKa M BBIMOMHSAOTCA BO BCEX MOApasdeneHusx npousBoauTens.
PykoBoacTBo akTMBHO ydactByeT B (hapmaueBTUYECKON CUCTEME KayecTBa, YTO rapaHTupyeT MoOAepXKy |
3aUHTEPEeCcOBaHHOCTL NepPCoHana Ha BCex YPOBHSIX U BO BCEX NogpasferneHnsx NponsBoanTens B hyHKLMOHUPOBaHUN
hapmaLeBTUYECKON CUCTEMbI KayecTBa.

11. (1.6) Heobxoanmo npoBogmnTb Nnepmnogmyeckue 063opbl PYHKUMOHNPOBAHMSA (hapMaueBTUHECKOA CUCTEMBI
KayecTBa C BOBJIEYEHNEM B 3TOT NMPOLLECC PYKOBOACTBA 419 MOCTOSIHHOIO YNyYLUIEHUS NPOAyKLUMK, MPOLECCOB U CaMon
CUCTEMBI.

12. (1.7) ®apmaueBTUYeCcKas cuctema KadecTsa JOSPkHa ObiTb AOKyMeHTanbHO odopmneHa. NpoussoguTens
OOMKeH yTBepAUTb PYKOBOACTBO MO KayeCTBY UMW aHanorMyHbll  AOKYMEHT, coAepXaluin onucaHue Ccuctemsl
yrnpaBrneHus Ka4ecTBOM, BKITOYas OTBETCTBEHHOCTb PYKOBOACTBA.

OpraHu3sauus NponsBoACTBa U KOHTPOSSA kayecTBa
NeKapCTBEHHbIX CPeaCTB

13. (1.8) OpraHusaums Npou3BOACTBA W KOHTPOMS KayecTBa JeKapCTBEHHbIX CPEeACTB SABMASETCA 4acTbio
yrpaBrneHus KavyecTBOM, KOTOpas rapaHTupyeT, YTO MpoAyKUMs MOCTOSHHO MPOW3BOAMTCA W KOHTPONUPYyeTcs Mo
CTaHgapTam KayecTBa, COOTBETCTBYIOLWIMM ee nNpefHasHayeHuto, a Takke B COOTBETCTBUM C TpeboBaHMAMU
perncTpaumoHHOro AoCkbe, MPOTOKONA KIMHUYECKMX UCCNeaoBaHniA 1 cneumdmkaummn Ha 3Ty NPOAYKLUMIO.

14. OcHoBHble TpeboBaHua HacToswmx Mpasun:

a) (i) Bce npou3BOACTBEHHbLIE MPOLIECCHI AOMKHbI OblTb pernaMeHTUpOBaHbl, OOSMPKHbI  CUCTEMATUYECKM
nepecMaTpmBaTbCs C YY4E€TOM HaKOMMEHHOro OMnblTa, a Takke [JOSbkKHa MNOATBePXAaTbCsad WX  CNOCOBHOCTb
obecneunBaTb MOCTOSIHHOE MNPOW3BOACTBO IEKApPCTBEHHbIX CpeAcTB TpebyeMoro KadecTtBa B COOTBETCTBUM CO
cneumdmrkaumamu;

6) (ii) kpuTHUECKMe ctaguvM NPOU3BOACTBEHHOrO npouecca M CyLeCTBEHHble M3MEHEeHMs npouecca AOSMKHbI
NPONTU Banuaauuio;

B) (iii) 4ormkHbI BbITb 06ecneyeHbl HeO6X0AMMbIE YCNOBUSA AN BbINONHEHUA TpebosaHui Hactoswmx [Npasun,
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BKITIOYas Hanmume:

Hapnexalimm obpa3oM oby4eHHOro nepcoHana, UMeLLEro He0GXoaNMYIO KBaNMMUKaLIMIO;

COOTBETCTBYIOLLMX NOMELLEHWUI U NNowaaen;

COOTBETCTBYHOLLMX 060OPYyA0OBaHNS U 0OCIY>XMBAHWS;

COOTBETCTBYHLNX NCXOOHOIO CbipbA U YNAaKOBOYHbIX MaTepuanos;

yTBEPXAEHHbIX MPOLEAYP Y MHCTPYKLUMIA B COOTBETCTBUM C hapMaLleBTUHECKON CUCTEMON KayecTBa;

COOTBETCTBYIOLLMX YCINOBUIA XpaHEHUS U TPAHCMOPTUPOBKM;

r) (iv) MHCTPYKUMM W MNpoueaypbl OOIMKHbI OblTb KOHKPETHLIMU, M3MNOXEHbI B MUCbMEHHOW (hOpPME SICHO U
OOHO3HaYHO;

a) (v) nepcoHan gormkeH 6biTb 06y4eH HagnexalemMy BbINOSIHEHMIO NpoLenyp;

e) (vi) B npouecce npov3BOACTBA [AOMXKHbl COCTaBNATbLCA 3anvMcu  (PYKOMMUCHbIM CcrocoboMm u  (unun) ¢
NPUMEHEHNEM TEXHUYECKUX CPEeACTB), AOKYMEHTanbHO MNoATBepxAatolme dakTmyeckoe npoBedeHne 3JTaros,
TpebyemblX yCTaHOBINEHHBIMU METOAUKAMM U UHCTPYKUUSAMK, a Takke TO, YTO KONMMYECTBO U KayeCcTBO MpogyKuuu
COOTBETCTBYIOT YCTAaHOBINEHHLIM HOPMaM;

X) (vii) OTKNOHeHMs1 JOMKHbI ObITb OOPMIEHbI AOKYMEHTaNbHO U paccrnefoBaHbl C LEenblo onpeaeneHus
NMPUYMHBI OTKMOHEHUSI U OCYLLECTBIIEHUSI COOTBETCTBYHOLLMX KOPPEKTUPYIOLLMX U Npeaynpexaaowmnx 4enCTBUi;

3) (viii) mocbe Ha cepuio, BKMNoYas JOKYMEHTALMIO N0 peanu3aumm, OOIMKHO MO3BOMATb OTCMEXuBaTb MOSHYIO
NCTOPWIO NPON3BOACTBA CEPUUN, COCTaBNATLCS B NMOHATHOW hOpPME M XPaHUTLCSt B AOCTYMHOW hOpME;

1) (ix) Npu peanunsaunm NeKapCcTBEHHbIX CPEACTB HEOOXOAUMO CBECTU K MUHUMYMY BCE PUCKM AN UX KadecTBa
W yunTbiBaTb NpaBuiia ONTOBOW TOProBN NeKapCTBEHHBIMU CPEACTBAMM ANSt MEANLMHCKOrO NPUMEHEHUS <*>;

<*> [pukaz MuHUCTEpPCTBa 3OpaBOOXpPaHEHMS U couumanbHoro passutms Poccunckon depepauym ot 28
nekabpst 2010 r. N 12221 "O6 ytBepxgeHumn [MpaBun ONTOBOM TOPrOBMM JIEKAPCTBEHHbIMU CpeacTBamMu  [Ais
MeaMLMHCKOro npumeHeHus" (3apeructpuposaH B MuHnctepctae toctuumnm Poccunckon ®epepauun 4 pespana 2011
r., peructpaumoHHsin N 19698).

K) (X) AomkHa ObiTb OpraH13oBaHa cucTema oT3biBa 160 cepum NekapCTBEHHbIX CPeacTB U3 00paLLeHus;

n) (xi) AOSMKHBI paccMaTpUBaTLCS NPETEH3UN B OTHOLLEHUM KavyeCcTBa peanin3oBaHHbIX TeKapCTBEHHbIX CPeacTB,
paccneaoBaTbCa NPUYMHbLI AedEKTOB U MPUHUMATLCH COOTBETCTBYIOLLME Mepbl Kak B OTHOLUEHWM MeKapCTBEHHbIX
CPeACTB HeHaanexallero kayecTea, Tak U Ansa npeaoTepalleHns NogobHbIX cryyaes.

KOHTpOJ'Ib Ka4vyecTtBa

15. (1.9) KoHTponb kayecTBa BkNO4YaeT B ceba oTtbop npod, npoBedeHuWe MCMbITAHWUA, MPOBEPKM Ha
COOTBETCTBME TpeboBaHMAM creundukaumin, a Takke npoueaypbl OpraHusauuv, OOKYMEHTUPOBAHMS W Bblgauu
paspeLueHnsi Ha Bbinyck. Llenb koHTpons kavyecTBa 3akno4aeTcsl B HEAONYLLEHUM K MCNOMb30BaHMIO UNN peanu3auuu
MaTepuarnoB Unv NPoayKUMK, He YAO0BNETBOPSIIOLLMX YCTAHOBIEHHBIM TPeBGOBaHMAM.

16. OcHoBHble TpeboBaHMSA K KOHTPOIIO KAa4YecTBa:

a) (i) HanuumMe COOTBETCTBYIOLLUMX MOMELLEHUA U OOOpYyAOBaHUS, OOy4YEeHHOro mepcoHana v yTBEPKAEHHbIX
MeTOoAWK AN oTbopa Npod, KOHTPONS M UCTbITAHWUI UCXOOHOTO ChiPpbS U YNAKOBOYHbBIX MaTepuarnoB, NMPOMEXYTOYHOW,
HepacdacoBaHHOMW W [OTOBOM MpogykumyW, a Tawkke npu HeobxoAMMOCTM [ONA  MOHWTOPUHra YCrioBWK
NPOW3BOACTBEHHOW CPefbl B LIeNsIX BbINOMHEHUS HacToswmx MNpaeun;

6) (i) npoBepeHne oTbOopa nNpPob6 MCXOQHOTO CbipbS M YNAKOBOYHbIX MaTepuarnoB, MNPOMEXYTOYHON,
HepacdacoBaHHOMW W T[OTOBOW MpOOYKUWM aTTECTOBAHHbIM MEpPCOHarioM B COOTBETCTBMM C  METOAMKaMMU,
yTBEPXXOEHHBIMY NOAPa3aeNieHNEM KOHTPOISA KavyecTBa;

B) (iii) MeETOAMKIN NCNBITAHUIN OOIMKHBI ObITh BaNnMaNPOBaHbI;

r) (iv) coctaBneHue 3anmcen (PyKOMUCHbIM CMNOCOBOM M (MnM) C MOMOLUBKD TEXHUYECKUX CPeacTB),
OOKyMEHTarnbHO NOATBEPXAALWUX, YTO BCE HEOOX0AMMbIE MEPONPUATUSA N0 OTOOPY NPO6, KOHTPOMIO M MeToaMKaMm
UCMbITaHWN AeACTBMTENbHO NpoBeeHbl. Bce OTKMoHeHNs ohopMISoTCA AOKYMEHTarNbHO U paccneayTcs;

4) (v) rotoBas npoaykumsi [OIbkHA copepxaTb papmaueBTUYeckne cyOcTaHuun, COOTBETCTBYHOLUMNE
pervcTpaumoHHOMY OOChE MO KaYeCTBEHHOMY M KONMYECTBEHHOMY COCTaBy, a Takke MMeTb Tpebyemyl 4ucToTy,
Haanexallyto ynakoBKy U MPaBUITbHY0 MapKUPOBKY;

e) (vi) 3anucu, oPopMIIEHHbIE MO pe3ynbTataM KOHTPOSIS U UCMbITAHUN UCXOAHOrO Chipbsi M YNAKOBOYHbIX
mMaTepuanoB, NPOMEXYTOYHOW, HepacdacoBaHHOW W TOTOBOW MPOAYKUUW, [AOMKHbl ObiTb COMOCTaBMEHbl C
TpeboBaHuaAMKM cneumdmkaumin. OueHka NpoAyKUMM [OMKHa BKoYaTb 00630p M OUEHKY COOTBETCTBYIOLLEW
NPOM3BOACTBEHHOW AOKYMEHTALMN N OLLEHKY OTKIIOHEHWUI OT YCTAHOBMEHHbIX NMpoueayp;

X) (vii) HW ogHa cepus MpogyKuMM He MOXeT ObiTb BBeAeHa B rpaxgaHckMi obopoT Ao Toro, Kak
YMOSTHOMOYEHHOE NULIO HE YOOCTOBEPUT €€ COOTBETCTBME YCTaHOBMNEHHbIM TpeboBaHusiM cornacHo lMNpunoxexuio N
16 k HacToAwmMm Npasunawm;
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3) (viii) coxpaHeHMe [OO0CTaTOYHOrO KOMMYECTBA KOHTPOJSIbHLIX OOpasuLoB WMCXOOHOrO Chipbsi, YMNaKOBOYHbIX
mMaTepuanoB U FOTOBOW NPOAYKLUMKN, KOTOPOE MO3BONUT MPU HEOBXOAMMOCTM MPOBOAUTL MCMbiTaHus B Oyayuiem B
cootBeTcTBMU C MpunoxeHnem N 18 k HacToswwmm MNpaBunam. OBpasubl FOTOBOM NPOAYKUMU OOMKHbI XPaHUTbLCS B
OKOHYaTENbHOM YNakoBKe, 3a UCKINtoYeHneM obpasuoB 6onblunx obbema, maccbl U rabapuTos.

O630p kavecTBa NpPoAyKLUMM

17. (1.10) TlponsBoguTeEnb [OIDKEH PpEerynsapHo npoBoauTb 0030pbl  KadecTBa BCEX MPOU3BEAEHHbIX
rnlekapCTBEHHbIX NpenapaToB, B TOM YKCIe NIEKAPCTBEHHbIX NpenapaTtoB, M3roTOBNSEMbIX TOMbKO Ha 3KCMOPT, C LeNblo
NOATBEPXKAEHUSA MOCTOSIHCTBA MMEIOLLErocd mnpouecca, COOTBETCTBUS AENCTBYIOWUM CneumdukauusMm Kak Ha
NCXOOHOE Cbipbe, Tak M Ha roTOBYI MPOAYKUMIO, AN BbISBNEHUS TeHAEHUMW W YCTaAHOBIIEHWS BO3MOXHOCTM
ynyyLeHus npogykumm n npouecca. Takue 0630pbl AOMKHbI BblTb 0POPMIIEHbl JOKYMEHTaNbHO W NPOBOAUTLCS, Kak
npaBuIo, eXerogHo C y4eToM npeapiayLimnx 063opos.

18. O630pbI kKa4ecTBa AOMKHbI BKMOYATh NO KparlHeW Mepe crieqytoLlee:

a) (i) 0630p NCXOOHOrO ChbIPbS U YNAKOBOYHbLIX MaTepuasnoB, UCMOMb3yeMbIX MPU MPON3BOACTBE, OCODEHHO TeX,
KOTOpble MOSTlydeHbl OT HOBbIX MOCTaBLUMKOB, W OTAENbHbIN 0030p MNPOCAEXMBAEMOCTU LENM MNOCTaBoOK
hapmaLeBTMYecknx cybctaHuni;

6) (i) 0630p KpPUTUYECKUX TOYEK KOHTPOMs B Mpouecce MNpou3BOACTBA U pe3ynbTaToOB KOHTPONS rOTOBOW
NPOAyKuUM;

B) (iii) 0030p BCcex cepuii, KOTOpble HEe COOTBETCTBOBANM YCTAHOBMEHHbLIM crneunduKauusm, n pesynbTaToB
COOTBETCTBYIOLLUX paccnegoBaHni;

r) (iv) 0630p BCex CyLeCTBEHHbIX OTKITOHEHUI UM HECOOTBETCTBUIA, 0030p CBA3aHHbLIX C HUMW paccegoBaHui,
3(pPHEKTUBHOCTU 1 pe3ynNbTaTUBHOCTY NPEANPUHSTBLIX KOPPEKTUPYIOLLMX 1 NpeaynpexaatoLmx 4encTeum;

A) (v) 0630p BCEX N3MEHEHWI, BHECEHHBIX B MPOLIECCHI MW aHanMTU4eckne MeToamku;

e) (vi) 0630p NogaHHbIX, YTBEPXKAEHHbIX WM OTKIMNOHEHHbIX W3MEHEHUA B perncTtpauMoHHOe AoCbe, a Takke
00630p M3MEHEHUI B JOCLE Ha flekapCTBEHHbIE MpenapaTkl, NpegHa3HavYeHHble TOMbKO A8 3KCNopTa;

X) (vii) 0630p pe3ynbTaToB NPOrpaMmbl MOHUTOPUHIa CTAabUNBHOCTM U HEBNAroNPUSATHBLIX TEHOEHLUNIA;

3) (viii) 0ob30p BCcex CBA3aHHbIX C KayeCTBOM MpPOAYKUMM BO3BPATOB, MPETEH3UM U OT3bIBOB, a Takke
NpOBEeAEHHbIX B 3TO BpeMs paccrefoBaHuin;

n) (ix) ob3op [ocCTaToMHOCTU MOBLIX paHee NPOBEAEHHbIX KOPPEKTUPYIOLMX AENCTBUA B OTHOLUEHUM
npounssoacTea unv obopyaoBaHus;

K) (x) 0630p MOCTPErncTpaLnoOHHbIX 00A3aTENbCTB NPU MOMYYEHUM HOBbIX PErMCTPaLMOHHBLIX YOOCTOBEPEHMWN
U BHECEHWM U3MEHEHWUI B PErMCTPALMOHHOE JOCHE;

n) (xi) cocTtosiHMe KBanudUkaLuMM COOTBETCTBYIOLLUMX 000pPyAOBaHMS WM TEXHUYECKMX CpencTB, HanpuMmep,
CUCTEMbI HarpeBsa, BEHTUMALUN U KOHAMLNOHMPOBaHNS BO3Ayxa, CUCTEM CHabXeHWs BOOOW, CxKaTbiMM rasamu;

M) (Xii) 0630p ntoBLIX AOroBOPOB, YKasdaHHbIX B NyHkTax 237 - 255 HacTosAwmx Mpasun, ¢ Lenbio nogTeepXaeHus
MX COOTBETCTBUSA AEUCTBYIOLLMM TpebOoBaHUSAM.

19. (1.11) B pamkax dpapmMaLeBTUHECKON CUCTEMbI KayecTBa MpPOU3BOAUTENb WU HOPUOUYECKOE NMLO, Ha UMS
KOTOPOro BbIOAHO PErMCTpPauMOHHOE YAOCTOBEPEHWE (eCcny OHW SABMASIOTCA pasHbIMU - OpraHvM3aumsiMm), LOJDKHbI
oueHVBaTb pe3ynbTaTbl 0630pa KayecTBa MpoAyKuMuM U denaTb BbiBO4 O HEOOXOOUMOCTU KOPPEKTMPYHOLWMX U
npegynpexgawmnx 4eNCTBUA UM NpoBeAeHUs NOBTOpHOW Banugaumu. [JormkHbl 6biTb paspaboTaHbl npoueaypbl
yrpaBneHus 1 aHanuaa Takmx evcTBuin; aEKTUBHOCTL 3TUX NpoLeayp OOSMKHa BbITb MpoBepeHa npu nNposeaeHuK
CaMOUWHCNEKUNN.

20. O6G30pbl ka4yecTBa MOXHO rpynnupoBaTb MO BuAam Mpogykuuu (Hanpumep, TBepAble NeKapCTBEHHble
OpMBI, XnaKMe nekapcTBeHHbIE (POPMbI, CTEPUIBbHBIE NTIEKAaPCTBEHHbBIE NpenapaTthbl), eCnu 3TO Hay4YHO 0B60CHOBAHO.

21. Ecnu topuandeckoe nuuo, Ha MMS KOTOPOrO BblAaHO PerMcTpauvMoHHOE YAOCTOBEpPEHWe, He SBnseTcs
npomssoguTenem, Mexagy YyKasaHHbIM JULOM M MpousBoguTeneM [OO/MKHO ObiTb  3aKMOYEHO  CornalleHwue,
onpegensoLlee COOTBETCTBYHOLLME 06513aHHOCTU CTOPOH B OTHOLLEHMU COCTaBreHns ob3opa kadecTsa.

YHpaBneHme PUCKaMun OAnA Ka4yectBa

22. (1.12) YnpaBneHue puckamu st KayectBa SBMSETCS CUCTEMATU3NPOBAHHBIM MPOLIECCOM OLEHKU PUCKOB
Onsi Ka4ecTBa NeKapCcTBEHHOrO CPEeACTBa, WX KOHTPONS, nepedadn uMHdopmauumn, a Takwke o63opa B OTHOLLEHMM
yKa3aHHbIX PUCKOB. OTOT NPOLLECC MOXET NPOBOAMTLCS KaK NEePCNeKTUBHO, Tak U PETPOCMNEKTUBHO.

23. (1.13) MpuHUMNLI yNpaBneHUsa puckamu Ans Kayecrsa:

a) (i) oLleHKa pMCKOB AN1A Ka4eCTBa OCHOBBIBAETCS HA HAYYHbIX 3HAHMSX, OMbITE paboTbl B OTHOLLEHMW NpoLecca
M B KOHEYHOM CYETE HarnpasrieHa Ha 3aluTy NauneHTa;

0) (ii) ypoBeHb ycunun, hopmanunsaumm n JoOKyMeHTanbHoro ohopmIieHns npoLecca yrnpaeneHnsl puckamm ans
KayecTBa COOTBETCTBYET YPOBHIO pUCKa.
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MEPCOHAI (FMABA 2)
MpuHUmMn

24. OpraHmsaumsa 1M yHKUMOHMPOBaHWE Haanexawewn cucteMbl obecneyvyeHWss kadecTBa M Haanexaliero
NPOM3BOACTBA NEeKapCTBEHHbLIX NPenapaToB 3aBUCAT OT YenoBeveckoro hakropa. [1o aTor npuynHe npounssBoanTeErb
OnNs pelleHns Bcex 3ajay, 3a KOoTopble OH OTBevaeT, MMeeT [OCTaTOYHOe KOMNMWYEeCTBO KBanvMduUUpOBaHHOMO
nepcoHana. Kaxablin paboTHWMK 3HaeT M MOHMMaeT CBOW [OSMKHOCTHble 0653aHHOCTW, KOTOpble HeobXxoauMo
OOKyMeHTanbHO odopmMutb. Becb nepcoHan 3HaeT nonoxeHwus Hactosawwmx [lpaBun, OTHOCAWMECA K ero
OEeATeNbHOCTH, a Takke NPOXOAUT NepBUYHOE M nocnegyoliee HenpepbiBHOE OOyyeHue, BKIOYas WMHCTPYKTaxX no
BbINOMHEHWNIO TMIMEHNYECKNX TpeboBaHUN.

O6wume TpeboBaHus

25. (2.1) lMpomusBoautenb OOMKEH MMETb [OCTAaTOMHOE KONMMYEeCTBO MepcoHana, MMELWEero Heobxoaumyto
KBanumkaumio n onbIT paboTbl. Kpyr 4OMKHOCTHBIX 0653aHHOCTEN KaXK4oro paboTHUKa He OOMmKeH ObiTb CIULLIKOM
OBLUMPHBIM, YTOBbI UCKIIOYNTE BO3MOXHOCTb BO3HUKHOBEHWNSI PUCKOB AN KavyecTBa NpoayKLUn.

26. (2.2) NMpounssoanTenb OOMKEH WUMETb YETKYH OpraHM3aumOoHHYK CTPYKTYpY. [JOrmKHOCTHble 06s3aHHOCTU
paboTHUKOB, 3aHUMAIOLLMX OTBETCTBEHHbIE AOIMKHOCTW, AOSMKHbI ObiTb U3MOXEHbl B AOMKHOCTHBLIX WHCTPYKUMSX.
YKa3aHHble paboTHWKN A0mMKHbI 0bragaTtb NOSIHOMOUYNSAMU, HEOOXOAUMBIMU ANS BbIMONHEHNS BO3MOXEHHbIX Ha HUX
dyHKUMN. X OMKHOCTHbIE 0653aHHOCTN MOTYT BbITb NepeAaHbl APYrMM Ha3HaYeHHbIM 3aMeLlalrolmmM paboTHUKaM,
obrnagarLwum JOCTaTouHbIM ypPoBHEM kBanudukauun. Npn onpegeneHnyn OOMKHOCTHLIX 0B6si3aHHOCTEW nepcoHarna
npon3BoauTENb He AOMMKeH AonyckaTb crydyaeB HeOoBOCHOBaHHOro AybnupoBaHus ob6s3aHHOCTEN UM PYHKLUIA
paboTHUKOB, a TaKke CrydyaeB, Korga kakume-nnbo o6s13aHHOCTU, CBA3aHHbIE C BbINOMHEHMEM TpeboBaHNA HACTOSALLMX
MNpaBwun, oka3blBalOTCA He 3aKpenfeHHbIMA HX 32 O4HUM U3 pabOoTHMKOB.

OTBeTCTBEHHbIN NepcoHan

27. (2.3) K oTBeTCTBEHHOMY nepcoHany OTHOCATCA pykoBoAUTENb MpPOM3BOACTBA W PyKOBOAMUTENb
noapasgeneHus  KOHTPONs  KadecTBa, a Takke YMNONHOMOYeHHoe(ble)  nuuo(a), ecnu  NOfIHOMOoYMS
YMONMHOMOYEHHOro(bIX) nuua (Nvu) He BO3MOXEeHbl Ha PyKoBOAUTENA Mpou3BOACTBA W (MnM) pykoBoaUTENs
noapasaeneHns KOHTpons kavectBa. OTBETCTBEHHbIN NepcoHan [ofkeH paboTtaTtbh, Kak NpaBumo, Ha YCroBMAX
nonHoro paboyero BpemeHu. PykoBoauTenu npou3BoACTBa M MoApasfeneHns KOHTPOMs KavecTBa AOIMKHbl ObiTb
HesaBuCKMbl Apyr oT Apyra. [nd nponssoguntenen, SBNSIOLWNXCA KPYMNHbIMU OpraHnsauusMuy, 4actb 06s3aHHOCTEW,
npeaycmoTpeHHbiX nyHkTamn 30 - 32 HacTosawmx [Npasun, gonyckaeTcs nepefasath ApyruM paboTHUKaM.

28. (2.4) O6A3aHHOCTM YNOMHOMOYEHHOrO nuua:

a) (a) ynormHOMOYeHHOe nWUO [OSPKHO MoATBEpPAMTb, UTO Kaxaas Cepwusi feKapCTBEHHbIX CPeACTB,
npoussedeHHas B Poccuinckon ®egepaumn, npousBedeHa W uUCMbiTaHa B COOTBETCTBUM C  OEWCTBYIOLUMM
3akoHogartenbcTBoM Poccuiickon deagepaumm n TpeboBaHMsMM permcTpaLmoHHOro 4OChe;

6) (b) B OTHOWeEHMM neKapCTBEHHbIX CPEACTB, BbIMYLEHHbIX 3a npegenamu Poccuiickon deagepaumu,
YMOSTHOMOYEHHOE NULO AOMKHO NOATBEPAUTL, YTO Kaxkaas uMnopTupyemasi cepus npoaykuuMu npoluna npoBepKy B
nopsiake, ycraHoBneHHoMm B Poccunckon ®enepauuu;

B) (C) yNOfIHOMOYEHHOE NULIO AOSHKHO AOKYMEHTanbHO NOATBEPAUTL, YTO NPOLECC NPOU3BOACTBA OCYLLECTBMEH
B COOTBETCTBMWM C HacToswwmmu [NpaBunamu, a Takke yOoCTOBEPUTb Neped BblAayen KaXgoro paspelleHus Ha
BbIMYCK, YTO Kaxpgas cepus NpoaykuuuM npousBegeHa M (unu) ucnbliTaHa B COOTBETCTBMM C TpeboBaHuAMM
pervcTpaumoHHOro 4OChe.

29. Keanudukaums ynonHOMOYEHHOro nuua AOfKHa COOTBETCTBOBaTb TpeboBaHUAM, YCTaHOBMEHHbLIM
3akoHogaTenbcTBOM Poccuinckon Pefepaumm. YNONHOMOYEHHOE NNLO [AOSMKHO COCTOATb B LUTaTe MNpou3BoauTens.
Ero o6a3aHHOCTM MOryT BbiTh NepefaHbl TONBKO APYrOMY YNOSTHOMOYEHHOMY(bIM) Nuuy(am).

30. (2.5) OcHoBHbIe 06513aHHOCTM PYKOBOANTENS NMPON3BOACTBA:

a) (i) obecneunBaTb NPOM3BOACTBO U XpaHEHNE NPOAYKLUMN B COOTBETCTBUN C YTBEPXKAEHHON LOKYMEHTaLMen
AN AOCTMKEHNS HeOBXOAMMOrO KavyecTBa;

6) (ii) yTBepxaaTb WMHCTPYKUMMK, Kacalolmecs Npou3BOACTBEHHbLIX onepauun, u obecneuvmBatb WX TOYHOE
BbINOMHEHNE;

B) (iii) obecneunBaTtb OLEHKY 1 NOANNCAHNE NPOU3BOACTBEHHbIX 3anncen yNorTHOMOYEHHbIM Ha 3TO NepCcoHarnom
nepea nx nepegaden B nogpasgernieHne KOHTPons KayecTsa;

r) (iv) koHTponupoBaTb paboTy NOAYMHEHHOrO CTPYKTYPHOrO NOApa3derieHnsi, COAEPXaHue MOMELLEHWN,
aKcnnyaTaumio 1 TexHnyeckoe obcnyxusaHne obopynoBaHus;
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4) (v) obecneynBaTb NpoOBEAEHNE COOTBETCTBYIOLLEN Banuaaunm;

e) (vi) obecneumBaTtb npoBegeHWe HeOOXOAMMOro MEPBUYHOIO M MOCMEAYILWEro HenpepbIBHOIO 00y4YeHus
nepcoHana nog4YvMHEeHHOro CTPYKTYPHOro nogpasgeneHust.

31. (2.6) OcHoBHbIe 0683aHHOCTM PYKOBOAUTENS MNOAPAa3AeNeHMs KOHTPOIS KayecTsa:

a) (i) opobpATb MNM OTKMOHATb UCXOOHOE Chbipbe, YNakOBOYHbIE MaTepuanbl, a TakKe MNPOMEXYTOUHYIO,
HepacdacoBaHHYIO 1 rOTOBYIO MPOOYKLNIO;

6) (ii) oLeHMBaTb 4OCLE Ha CEepuIo;

B) (iii) obecneunBaTb NpoBeaeHNE BCEX HEOOXOOUMBIX UCMbITAHWUIA;

r) (iv) yTBepxgaTb cneuyudmkaumm, MHCTpyKUumM no otbopy nNpob, MeToabl UCMbITAHUA U Apyrve npoueaypbl no
KOHTPOIIO KayecTBa;

a) (V) yTBep>xaeHne n MOHUTOPWHI UCMIOMNHMTENE N0 AOroBopam, ykadaHHbIM B nyHkTax 237 - 255 HacToawmx
MpaBun (MCMbITaHUA MO KOHTPaKTY);

e) (vi) koHTponupoBaTb paboTy NOAYMHEHHOTO CTPYKTYPHOTO MOOPA3AENeHnsl, copepXaHue MOMELLEHUN,
3KcnnyaTaumio 1 TexHnyeckoe obcnyxmaHne obopygoBaHUS;

X) (vii) obecneunBaTb NpoBEAEHNE COOTBETCTBYOLLIEN BanMaaumm;

3) (viii) obecneunBaTtb npoBedeHME HEOOXOAMMOrO MEPBUYHOIO M MOCHEAYHOLWEr0 HENpepbIBHOMO 00yyYeHust
nepcoHana nog4YvMHEeHHOro CTPYKTYPHOro nogpasgeneHus.

32. (2.7) PykoBogutenu NnpouM3BoOACTBa 1 NoApasaeneHns KOHTPoONA KadecTBa MMelT oblime unnm COBMECTHO
BbIMONHsiEMble 0653aHHOCTW, OTHOCSILLMECS K Ka4eCTBY, KOTOpbIe BKIOYAlOT B cebs, B YaCTHOCTU, criegytoLlee:

yTBEPXXAEHUE MpoLeayp M ApYrMX JOKYMEHTOB, BKITOYas BHECEHNE U3MEHEHWUI B HUX;

MOHWTOPWHI U KOHTPOITb MPON3BOACTBEHHON Cpeabl;

KOHTPOMb MPON3BOACTBEHHOW MMIVIEHBI;

Banuaauuo NpoLeccos;

obyyeHune nepcoHana;

YyTBEPXAEHME U MOHUTOPUHI NOCTaBLLMKOB MCXOAHOMO ChIpbs U YNAKOBOYHbLIX MaTepuaros;

YyTBEPXAEHWE U MOHUTOPUHI UCMOSTHUTENEN No AoroBopam, ykasaHHbIM B nyHKTax 237 - 255 Hactosawux MNpasun
(KOHTPAKTHbIV MPON3BOANTESD);

onpegeneHne U MOHUTOPUHT YCIOBUN XpaHEeHWst NCXOOHOTO CbipbSA U MPOAYKLUN;

XpaHeHune 3anucen;

MOHUTOPWHI COOTBETCTBUS TpeboBaHMaM HacTosawmx Mpasun;

NpoBepPKy, UccriefoBaHne 1 B3saTUe Npob B LENsX MOHUTOPMHra (PakTOpOB, CMOCOOHbIX BIUSATL Ha KayecTBO

npoayKumun.
O6yueHue

33. (2.8) MNMpoussogutens AomkeH obecneynTb oByyeHue nepcoHana, AOMMKHOCTHble O0BS3aHHOCTU KOTOPOro
npegnonaratoT npebbiBaHWe B NPON3BOACTBEHHbIX 30HAX UMM KOHTPOSbHbIX flabopaTtopusax (BKMoYaa TEXHUYECKUA |
obcnyxvBalLWMin NnepcoHarn, a Takke paboTHMKOB, NPOBOAALLMX YOOPKY), a Takke ApYyroro nepcoHana, AedATenbHOCTb
KOTOPOro MOXeT OKasaTb BfIUSHNE Ha Ka4eCTBO NPoayKUMM.

34. (2.9) Kpome oCHOBHOro 06y4eHus, BKIHOYAKOLEro TEOPUKO M NPaKTUKY NPUMEHEeHUs Hactoswmx [lpasun,
BHOBb MPUHATbIE HA paboTy paboTHUKM OOSMKHBI NPONTH NepBMYHOE OByYeHne B COOTBETCTBUM C 3aKpenrfeHHbIMM 3a
HUMKU oBA3aHHOCTAMK. [lponsBoauTENnb [OIMKEH Takke MpPOBOAMTL Mocrneaylee HenpepbiBHOe obyyeHue
nepcoHana, nepuOAMYECKM OLeHMBas ero npaktudeckylo adpdektmBHocTb. OO6yyeHne nepcoHana [OOMKHO
NpoBOANTLCS MO Yy4ebHbIM MporpaMmam, YTBEpPXAEHHbIM COOTBETCTBEHHO pyKOBoAMTENeM npou3BoacTBa nmbo
pykoBoguTenem nogpasfeneHus KoHTpons kavecTsa. [NponssoanTens 0643aH XpaHUTb AOKYMEHTaLMI0 O NpOBeAEHUN
0o0yueHus.

35. (2.10) MNMepcoHan, paboTatowmin B 30HaX, rae KOHTaMUHALMA NPeaCcTaBnseT OnacHOCTb, HAaNpPUMep, B YNCTbIX
30Hax WNW B 30Hax paboTbl C BLICOKO AKTUBHLIMU, TOKCUMYHBLIMWU, UHAULIMPYIOWMMU UIU  CEHCUBUMM3NPYIOLLUMU
BelllecTBaMu, JOIMKEH NPOWTU creunanbHoe obyyeHue.

36. (2.11) TlNocetutenn wnM He npowedwmne obyyeHMe paboTHUMKM He [OOfKHbl  JonyckatbCs B
NPON3BOACTBEHHbIE 30HbI U 30HbI KOHTPONS KadecTtsa. pyn HeobxoANMMOCTU NoCeLLEeHNS AaHHbIX 30H YKasaHHble nuua
OOMKHbI NpeABapuUTenbHO MPOWTU MHCTPYKTaX, B YACTHOCTM, MO MpaBuiaM JIMYHOM TUMMEHbI U UCMOMb30BaHUIO
3almTHOM ogexabl. 3a 3TMMU NMuamMmn JOMKHO OCYLLEeCTBNATLCA TwaTtenbHoe HabnoaeHue.

37. (2.12) MNpn obyyeHnn [OMKHBI NOAPOBHO PasbACHATLCA M 06CYXAATbCA Kak MpUHUMNLI  obecnedyeHus
KayecTBa, Tak 1 BCce Mepbl, yny4liatoLme nx NoHMMaH1me 1 ocyLLecTBrneHue.

Mmrnena nepcoHana

38. (2.13) MNMpomnssoauTenb AomkeH paspaboTaTb U BHEOPUTb KOMMIEKC MEPONPUATUA MO NMPOU3BOACTBEHHON
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rmrmeHe C y4eToM OCOBGEHHOCTEN KOHKPETHOro MpOoM3BOACTBA. YKa3aHHbIA KOMMMEKC MeponpuATMA  [OOSKEH
cofepXxaTtb npoueaypbl, Kacawwmecs cobnofeHnss TpeboBaHMn K COCTOSIHUIO 3[00POBbsi, CaHMTAPHbIX MpaBuI U
TpeboBaHui K opexae nepcoHana. Kaxabin paboTHMK, OOIMKHOCTHble 00S3aHHOCTM KOTOPOro npegnonaratT
npebbiBaHNe B 30Hax MPOM3BOACTBA M 30HaX KOHTPOMsS KayecTBa, AOMKeH MoHMMaTb U CTporo cobnwogatb 3atu
npouenypbl. PykoBoasLwmMin nepcoHan HeceT OTBETCTBEHHOCTb 3a BbIMOMHEHWE NEPCOHANOM NpaBui fIMYHON UMMEHBI
1 opraHusauuo Heob6xoanmoro obyveHums.

39. (2.14) Nvuua, npuHMMaemble Ha paboTy, OOMKHbI MPONTM MeAMUMHCKMA ocMmoTp. [NpousBoauTens 06sa3aH
yTBEPAUTb MHCTPYKUMK, 06ecneynBatoLLmMe ero 0CBE4OMIIEHHOCTb O COCTOSIHMM 300POBbS NepcoHana, KoTopoe MoXeT
MOBNUATb Ha Ka4eCcTBO Npoaykuun. Nocne NepBMYHOrO MEAMLIMHCKOrO OCMOTPa AOJDKHbI NMPOBOAUTLCS PErynspHble
nocneayowime MeguumMHCKne OCMOTPbI NepcoHana.

40. (2.15) TlpousBoauTenb QJOSKEH MpeanpuHATb Mepbl, obecneunBaowme HegonyweHne nuy ¢
WMH(EKUMOHHBIMU 3a60MeBaHNUAMN UMK OTKPLITLIMU MOBPEXAEHUSMU Ha OTKPLITBIX Y4YacTkax Tena K MpousBoACTBY
nekapcTBeHHbIX CPeaCcTB.

41. (2.16) Nnua, Bxoasawme B NPOM3BOACTBEHHbBIE 30HbI, AOMKHbI HOCUTb 3aLLMTHYIO OAEXAY, COOTBETCTBYIOLLYHO
BbINOMHAEMbIM B 3TUX 30HaX onepaunsim.

42.(2.17) B npon3BOACTBEHHbIX 30HAX M 30HAX XPaHEHUS 3arnpeLlarTcs NpUeM MUKW, NMUTbE, XEBaHWe Wnn
KypeHue, a Takke XpaHeHMe MULLEBbIX NPOAYKTOB, HAMWTKOB, TabayHbIX W3OENUA U JIMYHBLIX FEKAPCTBEHHbIX
npenapatoB. He gonyckaetcsa niobas OeaTenbHOCTb, Hapyllawwas YCTaHOBMEHHbIE TUrMeHndYeckme TpeboBaHus B
NPON3BOACTBEHHbIX U OPYrMX MOMELLEHUSX, KOTOpas MOXeT oKa3aTb OTpuuaTteribHoe BIIMAHWE Ha KayecTBO
NPOAYKUUN.

43. (2.18) Heobxoommo n3beraTb HEMOCPEACTBEHHOIO KOHTAKTaA PYyK MepcoHana C OTKPbITOW MpOoAyKUuMen, a
TakKke ¢ Nobor YacTblo 000PYAOBAHUS, KOHTAKTMPYIOLLEN C NPOSYKLUMEN.

44. (2.19) MNMepcoHan AomKeH NPONTN MHCTPYKTaX MO NpaBunam MblTbsi PyK.

45. (2.20) CneumanbHble TpeboBaHUA K TMrMeHe nepcoHana, 3aHATOro Ha MnpOM3BOACTBE OCOOLIX rpynn
npoaykuun (Hanpumep, CTepuUnbHbIX NEeKapCTBEHHbIX NpenapaTtoB), oTpaxeHsb! B [NpunoxeHnn N 1 un MNpunoxeHun N 5
K HacTosawwmm Mpasmnam.

MOMELLEHNA M OBOPYOOBAHMUE (IMABA 3)
MpyHUMn

46. lMomelleHnss n obopygoBaHue HeobGxodMMO pacrionaratb, MPOEKTUPOBaTb, CTPOUTb, OCHallaTb WU
3KCMyaTMpoBaTb TakuM 06pas3oM, 4ToObl OHWM COOTBETCTBOBANM MPOBOAMMbBIM onepauusiM. WX nnaHMpoBOYHOE
peLUeHME U KOHCTPYKLMS JOMKHbI CBOAUTL K MUHUMYMY PUCK OLIMGOK 1 obecrneynBatb BO3MOXHOCTb 3DEKTUBHOW
OUMCTKM 1 OBCMYXMBAHUA B LIENSAX UCKNIOYEHNUA NEPEKPEeCTHOW KOHTAMMHALMMW, HAKOMMEHNUS MbINU U TPA3K U MoBbIX
HeBnaronpusATHbLIX hakTOPOB AN KayecTBa NpoayKLuu.

MNomelleHns
O6wme TpeboBaHus

47.(3.1) Npu ycnosun cobriiofeHnss Bcex Mep Mo 3almTe NpousBOACTBa OKpyXxawlas cpefja MoOMeLleHUn
[OIKHa NpeacTaBnsaATb MUHUMAIbHbBIA PUCK KOHTaMUHALLMKM MaTepuanos U NpoayKLmu.

48. (3.2) 3OkcnnyaTtauusi, NpoBeAeHVNE TEXHUYECKOTO OOCMNYXXMBAHWSE U PEMOHTA MOMELLEHUIN He [OOIDKHbI
oKasblBaTb OTPULATENBHOIO BIIUSIHUS HA KadecTBO Npoaykuuun. YOopka un ae3vH@EeKuUMss MNOMELLEHUA OOSKHbI
NPOBOAMTbLCS B COOTBETCTBUM C NOAPOOHLIMU MHCTPYKLMAMU, YTBEPXKOEHHBIMU MPOU3BOANTENEM.

49. (3.3) OcselleHune, TemnepaTypa, BMaXHOCTb W BEHTUNAUMA [OOMKHbI COOTBETCTBOBaTb Ha3HaAYEHUIO
NMOMEeLLIEHUS U HE OKa3biBaTb MPSIMOro UM KOCBEHHOro HeGNaronpuMaTHOrO BO3AENCTBUSA Ha NeKapCTBEHHbIE CpeacTBa
BO BPEMSs UX NMPOU3BOACTBA M XpaHEHUS, a Takke Ha Haanexawee OyHKUMOHUPOBaHMe 060opyLoBaHMS.

50. (3.4) Tpu nNpoekTUpOBaHWM W 3IKCMMyaTauum MNOMELLeHUA [ormkHa ObiTb obecneveHa 3awmta oOT
NPOHNKHOBEHMUS B HUX HACEKOMbIX U KNBOTHBIX.

51. (3.5) B nomeLueHnsa He gonyckaloTcsa nuua, He nvetoLLme npaea 4ocTyna B HMX. [pon3BOACTBEHHbIE 30HbI,
CKMafCKMe 30Hbl 1 30Hbl KOHTPOMNS KAa4YeCTBa HEe [OIDKHbI UCNONb30BaTbCA ON19 CKBO3HOIO Mpoxoda nepcoHana, He
paboTaloLLero B HUX.

np0M3BOﬂ,CTBeHHaﬂ 30Ha

52. (3.6) Ons MMHMMM3auMM pUCKa AN 340POBbsl OAEN BCNeaCcTBUE MEPEKPECTHOM KOHTaMMHaLMKM Npu
Npon3BOACTBE HEKOTOPbIX JIEeKapCTBEHHbIX MnpenapaTtoB, TaKMX Kak ceHcm6|/|n|/|3V|pyrou.u/|e BeLllecTBa (Hanpmmep,
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NEHUUUNNHBI) UM BuonorMdeckne nekapcTBeHHble MpenapaTbl (Hanpumep, W3 KMBbIX  MWKPOOPraHW3MoB),
HeoOX0AMMO NpedycCMOTPEThb crneumanbHO npedHa3HayvyeHHble 1 0060cobMeHHble MoMeLLeHnsl, obopyaoBaHne U
cpencTtsa ux obcnyxmBaHus. B ogHMX M Tex e MOMELLeHMsX He AonyckaeTcs MpOou3BOACTBO OTAErNbHbIX BUOOB
aHTMOMOTUKOB, ONpPeaerneHHbIX TOPMOHOB, LUTOTOKCMHOB, BbICOKO aKTMBHbIX fEeKapCTBEHHbIX CPeacTB UM MpoAdyKumu,
He ABMsOLWEeNncs nekapCTBEHHbIMU CPeAcTBaMn. B NCKNIOUMTENBHBIX Cry4yasiX MPOU3BOACTBO TakUX JFIEKAPCTBEHHbIX
CpeAcTB AomnycKaeTcs B OOHUX NOMELLEHUSIX NPU pa3fgeneHnun LUKNoB Npou3BOACTBa NO BpeMeHW C cobrniogeHvem
cneumanbHbiX Mep NPegoCTOPOXHOCTU U NPOBEAEHMEM HEODXOAMMON Banugauun.

53. BanpelyaeTca NpoOM3BOACTBO SIAOB TEXHUYECKOrO HasHA4YeHWsi, Takux Kak nectvumabl U repbuvumabl, B
NMoMeLLEeHMAX, UCMONb3yeMbIX AMsi NPOM3BOACTBA fIeKapCTBEHHbIX CPeACTB.

54. (3.7) NnaHMpOBOYHbIE pELLEHNSA MOMELLEHUI JOIMKHBbI obecneymBaTb BbIMONTHEHNE TPEeOOBaHUA K YPOBHIO
YACTOTBI W, MPUM  HanMMYUM  BO3MOXHOCTW, [OJDKHblI  COOTBETCTBOBATb  JIOrMYECKOW  MOCHeAoBaTeNbHOCTU
NPON3BOACTBEHHbIX OnepaLuun.

55. (3.8) MNnaHMpoBOYHbIE peLleHUss NPOU3BOLACTBEHHbIX 30H U BHYTPUMNPOU3BOACTBEHHbLIX 30H XpaHeHUs
OOMkHbI obecneyvmBaTb NOCNeAOBATENBHOE U NOrMYHOE pasMelleHne obopydoBaHMS M MaTepuarnoB, CBOASLLEE K
MUHUMYMY PUCK MepenyTbiBaHWs PasfMYHbIX JIEKAapCTBEHHbIX CPEACTB WMAM UX KOMMOHEHTOB, obecnedymBatoLlee
OTCYTCTBME MEPEKPECTHOW KOHTaMMHauum W CBOAsWEEe K MUHUMYMY PWUCK MpoMnycka WM HenpaBWiibHOIro
OCYLLIECTBNEHMS NobOoro atana Npy NPON3BOLACTBE UMM KOHTPOIE.

56. (3.9) B nomelLeHnAX, B KOTOPbIX UCXOAHOE Chipbe U NEPBUYHbIE YNAKOBOYHbIE MaTepuanbl, NpOMeXyTo4Has
unu HepacdacoBaHHas NPOAYKUUSA MOABEPXEHbl BMAUSHUIO MPOU3BOACTBEHHOW cpefbl, BHYTPEHHUE MOBEPXHOCTU
(CTeHbI, NoNbl U NOTOJNKM) AOMKHBI ObITb rMagkMMn, 6e3 LWenen N TpeLLMH Ha CTbiKaX, He AOMKHbI BbIAENSATb YacTul, a
Takke SOIMKHbI Nerko 1 3hPeKTMBHO OYMLLATLCA U NPy HEOBXOAMMOCTM AE3NHMDULIMPOBATHLCS.

57. (3.10) TpyGonpoBoabl, OCBETUTENbHbLIE MNPUOOPLI, BEHTUMSLMOHHbIE YCTAHOBKM W OpPYyrue CUCTEMbI
obcnyxmBaHust OOMKHbI OblTb CMPOEKTUPOBAHbI M PacCMONOXeHbl TakMM 06pa3oM, 4YTobbl He Obino  yrnybnenun,
3aTPYAHSOLWKUX X O4UCTKY. [Mpy HammMuum BO3MOXHOCTM AOCTYN K HUM Ans obCcnyxmBaHUs [OSMKeH ObiTb U3BHE
NPON3BOACTBEHHbIX 30H.

58. (3.11) Toukn MOOKMOYEHMS K KaHANMU3aUMOHHbIM CTOKaM [OIDKHbI ObITb COOTBETCTBYHOLLUMX Pa3MEPOB U
obopynoBaHbl yCTponcTBaMM ANis NpefoTBpalleHus obpaTtHoro mnoToka. [lpu HanMumm BO3MOXHOCTWM crnegyet
nsberaTb OTKPLITbLIX CIIMBHbIX Xenobos. Ho ecnu cyuwectByeT HEOBXOANMOCTb NX UCMONb30BAHUSA, OHU AOMXKHbI ObITh
Hernyobokummn gnsi obnerdeHnst OYNCTKN U OE3NHPEKLMN.

59. (3.12) B npou3BOACTBEHHbLIX 30HAaX AOMMKHA WCMNOMNb30BaThCAa 3PEEKTUBHAA CUCTEMA BEHTUMSALMM,
nmetoLLasa cpeacTBa AN KOHTPOS NapameTpoB Bo3ayxa (BKMtoyas TemnepaTtypy U, rge HeobXxooumo, BRaXHOCTb U
uNbTPaLMIO) B 3aBUCUMOCTU OT BbiMyCKaeMoW NMpoayKLMK, BbINMOMHAEMbIX ONepaLmin 1 OKpyxXatoLen cpefbl.

60. (3.13) BaBelumBaHMe UCXOOHOIO CbIpbs, KaK MPaBUITIO, OCYLLECTBMSIETCA B OTAENbHOM, NpeaHa3Ha4YeHHOM
AN 3TOro NoOMeLLEeHMN.

61. (3.14) B Tex cnyyasx, korga npoucxoaut obpasoBaHue Mbinn (Hampumep, BO Bpems oTbopa npob,
B3BELUMBAHUSA, CMELUMBAHUSA, MPOM3BOACTBEHHbLIX OMNepaunii, YNakoBKU CYXOW MPOAYKUMM), OOSMKHbI OblTb MPUHATHI
cneumanbsHble Mepbl NMPeJoCTOPOXHOCTU B LIENAX NpeaynpexneHust NepekpecTHOM KOHTaMmuHauum u obnerdeHus
OYUCTKN.

62. (3.15) MomeLyeHnsa onsa ynakoBKu NeKapCTBEHHbIX CPeACTB AOMKHbI ObiTb CrleuuansHO CNpPOEKTMPOBaHbI U
pacnonoxeHbl Takum obpasom, 4Tobbl nsbexaTb nepenyTbiBaHWS UMW NEPEKPECTHON KOHTaMVHaUNN.

63. (3.16) MNMpomnsBoacTBEHHbIE 30HbI AOMKHbI ObITb XOPOLLO OCBELLEHbI, OCOOEHHO B MecTax, rge npoBOAMTCA
NOCTOSAHHbIN BU3YyarbHbIA KOHTPOIb.

64. (3.17) KoHTponb B npoLiecce Npon3BoACTBA MOXHO MNPOBOAUTbL B MPOU3BOACTBEHHOW 30HE, €Cnu 3TO He
co3JaeT pucka Anst TEXHONOrM4eckoro npotecca.

Cknapckue 30Hbl

65. (3.18) Cknagckme 30HbI AOMKHbI MMETb BMECTUMOCTb, AOCTaTOYHYIO ONiS  YNOPSOOYEHHOro  XpaHeHust
pasnuyHbIX KaTeropMm mMaTepuanos U NPOAYKLMU: MCXOOHOIO CbipbA M YNakoOBOYHbIX MaTepuanos, NMPOMEXYTOYHOWN,
HepacdacoBaHHOW 1 rOTOBOW NPOAYKLMM, @ TakkKe NPOAYKLMM, HaX0OALWENCa B KapaHTUHe, NPOAYKUNW, paspeLleHHON
Ans BbiMycka, OTKNOHEHHOW, BO3BPaLLEHHOW UM OTO3BaHHOMN.

66. (3.19) MNpn NPOEKTUPOBAHUN N OCHALLEHUN CKNaACKUX 30H HeobGXoaMmo npedycMaTtpuBaTh Haanexaiwme
ycnosus xpaHeHus. Ckrnagckune 30Hbl JOMKHbI BbITb YNCTBIMM U CYyXMMU, B HUX OOIMKHA nogaepxuBatbca Tpebyemas
Temnepatypa. Ecnn TpebytoTcs cneumanbHble YCNOBUSA XpaHeHus (Hanpumep, TemnepaTypa, BMaXHOCTb), TO
HeobxoaMMo obecneymBaTh U NPOBEPATb TaKMe YCIOBUS, a TakkKe OCYLLECTBMNATb UX MOHUTOPUHT.

67. (3.20) B mecTax npuemkum n oTrpy3ku gormkHa bbiTb obecrneyeHa 3alimTa MCXOQHOMO Cbipbsl, YMaKOBOYHbIX
mMaTepuanoB U NPOAYKUMM OT BO3AENCTBUA MOTOAHbIX YCMOBWIW. 30HbI MPUEMKN AOMKHbI OblTb CMPOEKTUPOBaHbI U
obopyaoBaHbl TakuM o6pa3om, 4Tobbl Tapy C MOCTyNawoWUMN UCXOOHBIM CbiPpbeM W YNAKOBOYHBIMW MaTepuanamu
MO>HO ObINo ounwaTh Nepen cknagnpoBaHueMm.

KoHcynbTaHTlINOC

www.consultant.ru Crpanvua 13 n3 170
HafeXxHasa npaBoBan noaAepXXkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MNpukas MuHnpomTtopra Poccum ot 14.06.2013 N 916

(pea. ot 18.12.2015) [JoKyMeHT npepocTasneH KoHcynbranTaoC
"O6 yTBepXaeHUM MNpaBu HaaneXxallen Npon3BoACTBEHHON M... Aata coxparennsa: 29.01.2016

68. (3.21) Ecnu pexxum kapaHTuHa obecnevmBaeTcs XpaHEHNEM MPOAYKLMM B pa3gesibHbIX 30HaxX, TO 3TU 30HbI
OOMKHbI ObITb YeTKO 0603HAYeHbl, @ AOCTYN B HWX pa3peLleH TONbKO MepcoHany, MMELEeMy COOTBETCTBYHOLUNE
nonHomouus. Jliobas gpyrasi cuctema, 3ameHsLwas puandecknii KapaHTuH, AomkHa obecneynBaTb SKBMBANIEHTHYHO
BesonacHoCTb.

69. (3.22) OT60p NPo6 MCXOOHOrO CbIpbS M MEPBUYHbLIX YMAKOBOYHbIX MaTepuarnos, Kak MpaBumno, criegyer
BbINOMHATE B oTAeNnbHOM 30He. OT6op Mpob, OCyWeCcTBAsSieMbll B 30HE XpaHEHUS, OOSMKEH MPOBOAMTLCA TakuM
o6pa3oM, 4TOObI NPefoTBPaTUTL KOHTAMUHALMIO UM NEPEKPECTHYHO KOHTaMUHALMIO.

70. (3.23) Ans xpaHeHus 3abpakoBaHHbIX, OTO3BaHHbLIX WM BO3BPALLEHHbIX WCXOOHOIO Cbipbsi, YNMaKOBOYHbLIX
MaTepuasnoB UNn NPoayKUMW OOIMKHbI ObITb MPpegyCMOTPEeHbl U30NMPOBaHHbIE 30HbI.

71. (3.24) BbICOKO aKTUBHbIE BELLECTBA U JIEKAPCTBEHHbIE CPEeACTBa, B OTHOLUEHUM KOTOPbIX HOPMaTUBHbLIMU
npaesoBbIMK akTamu Poccunckon ®enepaumm ycTaHOBMNEHbI CNeLManbHble YCITOBUSA XPaHEHUS!, OOMKHbI XPaHUTbCA B
Be3onacHbIX 1 3aLMLLEHHBIX 30HaX.

72. (3.25) JomkHo 6bITb 06ecneveHo Ge3onacHoe U HageXXHoe XpaHeHNe NevyaTHbIX YNakoBOYHLIX MaTepuarnos,
TaK KaK OHW CYMTAOTCS KPUTUYECKUMN Anst obecrneyeHms COOTBETCTBUSI NIEKAPCTBEHHOIO CpeacTBa YCTaHOBIEHHbBIM
TpeboBaHUSM.

30HbI KOHTPONS KayecTBa

73. (3.26) lNabopaTopun KOHTPOMsl KayecTBa OOMKHbl OblTb OTAENEHbl OT MNPOM3BOACTBEHHbLIX 30H. J3TO
0COBEHHO BaXXHO ANA nabopaTopuii Mo KOHTPOITK BUONOrMYeckUX U MMKPOBMONOrMYECKNX NEKAPCTBEHHBIX CPeacTB U
pagnomn3oTONoB, KOTOpble TakkKe AOMKHbI OblTb OTAEMNEHbI APYr OT Apyra.

74. (3.27) KoHTponbHble nabopaTopum [OMKHbI ObiTb CMPOEKTUPOBaHbl Takmm o6pa3oM, 4TOObl  OHM
cooTBeTCTBOBanu TpeboBaHMAM K BbINOMHAeMbIM B HUx pabotam. [lnowage nabopatopun gomkHa ObiTb
[OCTaTOYHOWN AN UCKIIOYEHUST NepenyThiBaHUS U NEPEKPECTHON KOHTaMMHaLMK1, a Takke Ang xXpaHeHus obpasuoB U
3anvcen.

75. (3.28) [Anst 4yyBCTBUTENbHBLIX NPUOOPOB, HYXKAAKLUXCA B 3aliMTe OT BMOpauun, SMNeKTPOMarHUTHbIX MONewn,
BMaXXHOCTU BO34yXa U APYrMX YCNOBUN, AOMKHbI OblTb NPeayCMOTPEHbI OTAENbHBIE KOMHATHI.

76. (3.29) Ecnu HopmaTuBHbIMM MpaBoBbIMM akTamm Poccuiickon Pepepauumn ycTaHOBMEHbI CneumarnbHble
TpeboBaHus K nabopatopusiM, B KOTOPbIX MPOBOAATCA paboTbl CO cneunduyeckummn BeLecTBaMu, Hanpumep,
duonormyeckuMmn Nnu pagnoakTUBHbIMKM MaTepuanamMmu, Takne TpedoBaHns A0MkHbI cobnoaaThes.

BcnomoraTenbHble 30HbI

77. (3.30) KomHaTtbl oTAbIXa U Npyema Nym OOIMKHbI ObITb OTAENEHbI OT APYIMX 30H.

78. (3.31) MNomeLeHunsa ons nepeogeBaHus, TyaneTbl U gylleBble KabuHbl AOMKHbI UMETb YAOOHbLIA A0CTYN; UX
nnaHMpoBKa M pasmepbl OOMKHbI COOTBETCTBOBATb UMCMEHHOCTU nepcoHana. He ponyckaetcs, 4ToObl TyaneThbl
HernocpeacTBEHHO COOOLANMCh C NPON3BOACTBEHHBLIMUN UM CKNNAACKUMM 30HAMMU.

79. (3.32) MacTtepckve NpyM HanMyum BO3MOXXHOCTU OOMKHbI ObiTb OTAENneHbl OT MPOM3BOACTBEHHbLIX 30H. B
cny4ae ecnu xpaHeHue 3anacHbIX YacTenl N MHCTPYMEHTOB OCYLLIECTBNSIETCS B MPOM3BOACTBEHHOM 30HE, OHU AOSKHbI
cogepXaTtbCs B MPeAyCMOTPEHHBIX N1 3TOr0 KOMHaTaxX MUy 3anuparoLLmMxcs sumkax.

80. (3.33) BuBapun gomkHbl ObITb 30MMpOBaHbl OT APYTMX 30H, UMETb OTAENbHbIN BXO, (AOCTYN K XMBOTHBLIM) 1
OTAEeNbHbIE CUCTEMbI BO34YXOMNOArOTOBKN.

O6opynoBaHue

81. (3.34) KoHCTpyKUMS, MOHTaX U NOPSAAOK TEXHUYECKOro 06CnyXMBaHUA MNpoOun3BOACTBEHHOrO 06opyaoBaHMSA
[OJIDKHBbI COOTBETCTBOBATL €0 Ha3HAYEHMH.

82. (3.35) PaboTbl MO PEMOHTY M TeXHUYECKOMYy OBCMyXuBaHUKO O0DOPYAOBaHUA He [OMKHbl OKasbliBaTb
OTpULATENBHOIO BNNSAHUS Ha Ka4eCTBO MPOAYKLMM.

83. (3.36) KoHcTpyKkuusa nponsBoacTBEHHOro 0b6opyaoBaHns foIMkHA ObiTb TaKoM, YTOObI €ro MOXHO ObINo nerko
n TwatenbHo ouvwartb. O4yucTky HeobxoaMmMO nNpoBOAUTE B COOTBETCTBMU C MOAPOOHBIMW  MHCTPYKUUSIMU,
yTBepXaeHHbIMy npoussoaguTenem. ObopyaoBaHme OOMKHO COAepKaTbCs TONMbKO B YCTOM U CYXOM COCTOSIHUW.

84. (3.37) luBeHTapb 1 cpeactea Ans YOOPKM 1 OUMCTKN HE AOIMKHbI OblTb MCTOYHUKAMM KOHTaMUHaLU.

85. (3.38) ObopynoBaHue JOMKHO ObITh YCTAHOBMEHO TakMM 06pa3oM, 4Tobbl He AonyckaTb BO3HUKHOBEHWE
Kakoro-nmbo pucka oLwMBOoK UM KOHTaMUHALMIO.

86. (3.39) TexHomornyeckoe obopydoBaHWE He [OIDKHO BIMSATb HA KAYeCcTBO NPOAYKUMM W NPeAcTaBnATb
OMNacHOCTb ANSA NpodyKumu. Yactn TexHonornyeckoro obopyaoBaHnsl, KOHTaKTUpYOLWKne C MNPOAYKUUEN, HE LOJIKHbI
BCTyNaTb C HEW B XMMWYECKYIO peakuumio, BbldensTb unu abcopbupoBaTb BellecTBa, OKasblBalolMe BAMSHWE Ha
KayecTBO NPOAYKLUN.
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87. (3.40) TouHocTb M pabounii guanas3oH BECOB W APYrMX CPeACTB W3MEpPEeHW OOMKHbl COOTBETCTBOBATb
NPON3BOACTBEHHBIM U KOHTPOSBbHBIM OnepaLmsim, B KOTOPbIX OHU UCMONb3YHTCS.

88. (3.41) KanubpoBka 1 MnoBepka BECOB WM APYrUX CPEOCTB U3MEPEHUNA, PErMCTPUPYHOLLMX U KOHTPOJIbHbLIX
NprMbOopPOB OOSMKHBI MPOBOAUTLCH C OMNpPeAerieHHON MePUOAMYHOCTLI0O COOTBETCTBYOWMMU MeTogamu. Pesynbrathbl
KannbpoBKN 1 NOBEPKM AOSMKHbI OblTb AOKYMEHTaNbHO 0hOpMIEHbl U NoANEXaT XPaHEHUIO.

89. (3.42) CraumoHapHble TpybonpoBoAbl OOMKHbI UMETb MapKMPOBKY C yKazaHMeM MPOXOAALUMX MO HUM
BELLECTB U, ecnu TpebyeTcs, HanpaBneHns notoka.

90. (3.43) TpybonpoBogbl AONA BOAbl  O4YWLLEHHOW, BOAbl AN WHBEKUUA  (BUCTUNNIMPOBaHHOMN,
OEVOHU3MPOBaHHOW) 1 Npu HeobxoaumMocTn TpybonpoBOAbl AN APYron BoAbl OOJPKHbI MOABEpPraTbCsi CaHUTapHOMN
0o6paboTke B COOTBETCTBUM C WMHCTPYKUUSMU, YTBEPXKAEHHbIMW MPOM3BOAMTENEM, B KOTOPbIX YyKa3daHbl npegenbl
MUKPOBHOW KOHTaMUHALMN N Mepbl, NPUHUMAEMbIE B Crlydae X MpeBbILLEHNS.

91. (3.44) HencnpaBHoe obopyaoBaHue OOMKHO ObiTb yaaneHo U3 Npou3BOACTBEHHOM 30HbI U 30HbI KOHTPOMS
KayecTBa UNu No KpanHen Mepe YeTKO MapKUpOBaHO Kak HeucnpasHoe.

OOKYMEHTAUWA (TTIABA 4)
MpyHUMnN

92. [okymeHTauusa coCTaBnsSeT HEeOTbeMIMEMYK 4YacTb papMaLeBTUYECKON CUCTEMbl KayecTBa U ABNAeTcH
KMOYEBbIM 3NIEMEHTOM OpraHv3aumy NPoOn3BOACTBA U KOHTPOMS KayecTBa NPOAYKLUUN B COOTBETCTBMM C HACTOSALLMMMU
MpaBunamu. B cucteme ynpaBreHMst KayecTBOM MPOU3BOOMTENS YETKO YCTaHaBNMBAKTCS pasfnuyHble Buabl
ncnonb3yemMon JOKyMeHTauum n Hocutenen uHdopmauun. [JoKyMeHTaums MOXET CyLeCTBOBaTb B PasfMYHbIX
dopmax, B TOM YMcne Ha ByMaKHOM, SNIEKTPOHHOM WS MHOM HocuTene. [MaBHOM UeEeNblo MPUMEHSEMON CUCTEMBI
JOKyMeHTauum aBnseTcs co3faHue, ynpasreHue, KOHTPOMb U perncrpaums Bcern AeATeNbHOCTU, KoTopas MOXeT
HEenocpeacTBEHHO MMM OMNOCPEOOBaHHO BNUATb Ha BCE acneKkTbl KadyecTBa JleKapCTBEHHbIX cpeacTtB. Cucrema
yrpaBrneHus KayecTBOM COOEPXWUT [[OCTaTodHO MoApoOHble yKasaHua AOna  obecneyeHus  Hagnexailero
OOKYMEHTanbHOro odOopMNEHNsT pPasnUYHbIX MPOLECCOB W OLEHKM Kakux-Nmbo HabnwogeHun. ITU  ykasaHus
HanpaerieHbl Ha o0Lee NoHMMaHne TpeboBaHWI C LeNblo AEMOHCTPaUMK UX cobnogeHus.

93. CyLLecTBYIOT ABa OCHOBHbIX BMAa AOKYMEHTALMK: ONs BbINONHEHNA TpeboBaHui Hactoawmx [Mpaeun, TO
€CTb pernameHTupylollass AOKYMeHTauus, W Ana  perucrpaumm wux cobnogeHus, TO eCTb  peructpupytowas
JokymeHTauums. Mpoussoautens obecneynBaeT Hagexallee cCocTaBreHne ykasaHHON JOKYMEHTaUUM B 3aBUCMMOCTH
OT ee Buaa.

94. lMpomnsBoanTENb OCYLLECTBMSIET KOHTpONb AN obecneyvyeHnss TOMHOCTW, LENOCTHOCTWU, OOCTYMHOCTU W
O[HO3HAYHOCTM AOKYMEHTOB. PernamMeHTupyrolmne OOKYMEHTbl OOSDKHbl ObiTb OOCTYMHbI, TO €CTb 3anucaHbl Unn
3adMKCUPOBaHbl MHBbIM CMOCOBOM Ha TakMX HOCUTENSX MHAOPMALUKN, OaHHbIE C KOTOPbIX MOryT ObiTb MOMy4YeHbl B
ynTaemom bopMe, U He JOSMKHbI coaepKaTb OLUMBOK.

Buabl 4OKyMeEHTOB

95. OCHOBHOE [Oo0Cbe MPOM3BOACTBEHHOM MNIIOWAAKMA NMpenctaBnseT cobon OOKYMEHT, B KOTOPOM onucaHa
opraHusaumsi NPOM3BOACTBA W KOHTPOSISI KayecTBa JfIEKAPCTBEHHbIX CPeACTB B COOTBETCTBMM C TpeboBaHMAMMU
HacTosALwmx Mpasun.

96. [locbe Ha ceputo NpeactaBnseT cobol OOKYMEHT, OTpaXKaloLuii NpoLecc MpoM3BOACTBA KaXK4oOW cepum
NPOAYKUUK, B TOM YUCTIE Bblaayy paspelleHus Ha ee BbINycK, U Bce (pakTopbl, BAUSIOLWINE HA KA4YeCTBO FOTOBOW
NPOAYKUUN.

97. PernameHTupytoLLas JOKYMeHTauUus BKITloYaeT B cebs cneayoLwime Buabl JOKYMEHTOB!

cneumndukaumm - OAOKYMEHTHI, coaepxawme nogpobHble TpeboBaHWsi, KOTOPbIM [OOSMKHbI COOTBETCTBOBATb
UCXOAHOE Cbipbe, YNakoBOYHbIE MaTepuansl 1 NPOAYKLUMS, UCMOMb3YIOWNECS UNu nonydaemblie npu npousBOLCTBE.
OHU 9BNAKTCA OCHOBOW 1151 OLEHKM KayeCTBa fekapCTBEHHbIX CPEACTB;

NMPOMbILLIIEHHBIN PErNAaMEHT, TEXHOMOrMYECKUE WMHCTPYKLUWUW, BKMOYAs WHCTPYKUUKU MO YNaKOBKE, METOAMKM
UCMbITaHW - OOKYMEHTbl, cogepXawme nogpobHy uHgopmauuo o060 BCEM WCMONMb3YEMOM WCXOOHOM ChIpbe,
060opyaoBaHNM M KOMMbIOTEPU3MPOBAHHBIX CUCTEMax (MPU UX HaNM4YUK), a Takke BCE UHCTPYKLUN MO OCYLLECTBIIEHNIO
TEXHOMOrMYecKnx NpoLLeCcoB, ynakoBke, oToopy Npob6 M nNpoBeAeHMIO ucChbiTaHui. [[4e NpUMEeHUMO, OOMXKHblI ObiTh
yKasaHbl BCE TOYKM KOHTPOMs B MpoLecce NpOM3BOACTBA, a Takke WCMNOMb3yeMble MpOLLEeCCHO-aHanMTuyeckmne
TEXHOMOrMM BMeCTe C KpUTEpUSIMU NPUEeMNemMocTy;

npouenypbl (Takke MOryT HasblBaTbCSA WHCTPYKUMSIMW WM CTAHOAPTHBIMWM  OMNEPAUMOHHBIMK  NpoLesypamMm
(nanee - COIN)) - BOKyMeHTEI, coaepXallume yka3aHus Mo BbIMNOMHEHWIO onpefenieHHbIX onepauuni;

NpoTOKONbI (MMaHbl) - OOKYMEHTbI, COAepXalliMe YyKa3aHus No MPOBEedEHVMI0 W perncrpauum OTaeNbHbIX
onepaumi (Hanpymep, NPOTOKOM BanvaaummM, OCHOBHOW MMaH Banugauun);
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"O6 yTBepXaeHUM MNpaBu HaaneXxallen Npon3BoACTBEHHON M... Aata coxparennsa: 29.01.2016

OOrOBOPbI - COMNaLLeHNst, 3aKIMYEHHbIE MeXAY 3akasvymkaMy U UCMONHUTENSAMU OTHOCUTENBHO paboT, KoTopble
BbINOMHATCSH CTOPOHHUMU OpraHn3aunsiMm (ayTCOPCUHT).

98. Peructpupytowiast QOKyMeHTauus (3anucu n (unun) otyeTsbl) BKMOYaAeT B cebs criegylowimne Buabl JOKYMEHTOB:

3anncuy - AOKYMEHTbI, PUKCUPYIOLLME BbIMOSTHEHWE Pa3fnuYHbIX OEVWCTBUA AONs [OoKa3aTenbCTBa COOTBETCTBUS
WHCTPYKUUSAM, Hanpumep, MeponpuaTuiA, NPOUCLLECTBUI, paccrnefoBaHuMn. B oTHOWeEHWM cepun 3anucu  LOKHbI
cofepXaTb UCTOPUIO KaXa0oM cepun NPOOYKLMKU, BKMOYaa ee peanu3auuio. 3annucu copepxaT UCXOAHble OaHHbIe,
ucnonb3dyemble ana GopMmpoBaHMsa Opyrux 3anucen. B cnyvae ecnu 3anucu BedyTCcs B SNEKTPOHHOW hoOpMe,
nonb3oBaTeny NporpamMmmMHoOro obecneyeHmnsl, Ha KOTOpPbIX BO3MOXXEHa OTBETCTBEHHOCTb 3a BEAEHWE TaKMX 3arnuvcen,
OOMXKHbI onpefensitb, Kakme AaHHble HeobOXO0AMMO WCMONb30BaTb B KayecTBe MCXOAHbIX. B kayecTtBe UCXOQHbIX
OOMXKHbI BbITb OTPaXXeHbI, NO KpaHEN Mepe, BCe AaHHbIE, Ha KOTOPbIX OCHOBbLIBAIOTCA peLUeHMs MO KayecTBy;

OOKYMEHTbl, noaTBepXaatolimMe KavecTBO (MacnopTa, aHanuTUYeckue JUCTKW, W WHble  aHanornyHble
OOKYMEHTbI), - AOKYMEHTbI, COAepXaliue pestome pesynbTaToB UCMNbITaHMW obpasuoB NPOAYKLMU UMM UCXOOHOro
CbIpbSl U YNIAKOBOYHbIX MaTepranoB BMeCTe C OLLEHKOW COOTBETCTBUSA YCTaHOBMNEHHOW cneuudukaumm. B cnyyae ecnu
npv NPOM3BOACTBE CEPUU WCMONb3YEeTCA MpoueccHo-aHanuTuveckasa TexHonorusa (MAT), TOo oueHka COOTBETCTBUS
cepun TpeboBaHUSAM PErMcTpaLMoHHOro AOCbe MOXeT OblTb OCHOBaHa (LeSTMKOM UMM YaCcTUYHO) Ha aHanu3e OaHHbIX,
napamMeTpoB M pe3ynbTaToB, NOMYYEHHbIX B pearnbHOM BpeMeHu (pe3tomMe 1 OTHETbI 06 OTKITOHEHUSAX);

OTYEThI - AOKYMEHTbI, CONPOBOXAAOLLME BbIMOMHEHNE KOHKPETHBIX 3aaHui, NMPOEKTOB MMM paccnegoBaHuin U
OoTpakaloLne pesynbTaTbl, BbIBOALI U pEKOMEHAALMM.

MNogroToBka n KOHTPOJ1b AOKYMEHTaL NN

99. (4.1) MNMpousBoanTenb OOMMKEH pas3paboTaTb BCe BuAbl OOKYMEHTOB M obecneuntb WX cobriogeHue.
TpeboBaHMA NPUMEHSIIOTCS B paBHOW Mepe KO BCEM TunaM HocuTenen nidopmauun. KomnnekcHaa cuctema [OImKHA
ObITb NOHATHOW, HagNexal M obpasoM AOKYMEHTanbHO OOPMIIEHHOW W BanMAMPOBAHHOW, W B OTHOLUEHUM Hee
OOIKeH ObITb yCTAHOBMNEH [OCTATOYHBIN KOHTPOIb. HEKOTopble AOKYMEHThI (MHCTPYKUMK U (MNK) 3anMcK) MoryT ObiTb
CMeLlaHHbIMK Mo popMe, TO eCTb YacTb JOKYMEHTA MOXET CYLLECTBOBATb B 3NIEKTPOHHOM BMAE, a Apyrasi YacTb - Ha
BymaxxHoMm HocuTene. B3aumocBsian n Mepbl MO KOHTPOMK B OTHOLUEHMU OPUIMHANoB AOKYMEHTOB, YYETHbIX KOMWW,
06paboTkn OAaHHbIX U 3anucen OOIMKHbI ObITb YETKO W3MOXEHbl Kak AN CMEeLaHHblX no d¢opMme, Tak W Ans
OLHOPOAHbIX NO hopMe cucTeM [OKYMEHTaLMK. Y4YeT KOMWMA OCYLLUECTBMSIETCS B MOpsiAKe, onpeaensemMom
npounssoguTenem. [omkHbl ObiTb BHEAPEHbl COOTBETCTBYIOLUME KOHTPOSIbHbIE MEpPonpuUATUA B OTHOLUEHWUU
3NEKTPOHHbIX [AOKYMEHTOB, TaKuMX Kak LWabnoHbl, OopMbl U MNEepBUYHblE [OKYMEHTbI. [OMKHbI MNMPOBOAUTLCS
COOTBETCTBYIOLLNE KOHTPOJIbHbIE MEPOMNPUATUA AN obecneyeHns LenoCTHOCTU 3anncen B TeYEHNE CPOKA XPaHEHUS.

100. (4.2) JomkeH ObITb YCTaAHOBIEH MOPSAOK pa3paboTku, oopMneHus, Bblaayn, U3bATUS OOKYMEHTOB U
BHECEHWS B HUX U3MeHeHWIN. [JoOKyMeHTbl AOMMKHbI COOTBETCTBOBATbL TPEOOBaHUAM PErMCTPALIMOHHOIO JOCkE, @ TakkKe
OOKyMeHTam, nogaBaemMbiM 4118 NONyYeHns NMLEH3UN Ha MPOM3BOACTBO NIEKaPCTBEHHbIX CpeacTB. BocnpousseaeHne
OpUrMHaNbHbIX AOKYMEHTOB C Liefblo NOSTyYEeHUS YHETHbIX KOMWUIA HE AOMKHO NPUBOAUTL K BO3SHUKHOBEHMUIO KaKUX-nNnbo
OLIMBOK NpW KOMMPOBaAHUN.

101. (4.3) PernameHTupyoLwme OOKYMEHTbl YTBEPXAATCA WM MOAMNMUCBIBAOTCA NULAMW, MMEHLWMMU NpaBo
noanucu, ¢ ykasannem gatbl. CogepxxaHne OOKYMEHTOB [OIDKHO ObiTb OAHO3HAYHbIM. [JOKYMEHTbl LOIDKHBI UMETb
YHUKanbHy ngeHtudmrkaumo. Heobxogumo yctaHaBnnBaTb CPOK AENCTBUS JOKYMEHTOB.

102. (4.4) PernameHTMpytoLLMe AOKYMEHTbI OMKHbI UMETb JIOTUYHYO CTPYKTYpY, obecneumBalollyto npocToTy
ux nposepkun. CTUNb U3NOXKEHNA AOKYMEHTOB JOIMKEH COOTBETCTBOBATL MX NpeanonaraemMomMy UCNOMb30BaHMIO.

103. (4.5) JokyMeHTbI OIMKHbI PErynsipHO NepecMaTpuBaTbCs U aKTyanmnsmpoBaTbCs, HEOOXOOMMO WCKITHUUTD
NCMNOMb30BaHNe YCTapeBLUMX BEPCUMN.

104. (4.6) JokyMeHTbl He pekoMeHaYyeTCsl 0POPMIIATb B PYKONMMCHOM Buae. Ecnu B AOKYMEHTe npenycMOTpeHO
PYKOMUCHOE BHECEHUE AaHHbIX, TO AN 3TOro AOMKHO ObITb AOCTAaTOYHO MeCTa.

I'Ipanma HagneXxawlero JOKyMeHTallbHOro OCi)OpMJ'IeHI/Iﬂ

105. (4.7) BHeceHne pyKOMUCHBIX AaHHbIX JOIMKHO BbINOMHATLCS YETKO, pa3bopynBo U Takum obpasom, 4YTOObI
BHECEHHbIe AaHHble Henb3s Oblio yganuTb.

106. (4.8) 3anucu cnegyeT BECTU NPU BbIMOSTHEHUN KaXXA0ro AEACTBUS U TakuM 00pasom, YTOObI MOXHO OblIno
npocrneauTb BCIO 3HAYMMYHO AEeATENbHOCTb, KacatoLLytocs NMPpOM3BOACTBA NIEKapCTBEHHbIX CPeacTB.

107. (4.9) Joboe unsmeHeHwe, BHOCMMOE B OOKYMEHT, MOANWUCbIBaeTcs W gatupyetcs. MsMeHeHue [OmkHO
JaBaTb BO3MOXHOCTb NMPOYTEHUSA NepBOHAYanbHom nHdopmaumn. 'ae NnpuMeHMMo, OofmkHa ObITb yKasaHa npuyYnHa
N3MEHEHUS.

XpaHeHne LOKYMEHTOB
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108. (4.10) Heob6xoouMo YeTKO onpenenuTb, Kakne 3anmcu OTHOCSTCSA K KOHKPETHOMY BMAY NPOU3BOACTBEHHON
OeATenbHOCTM U rOe OHM HaxoadaTtcsd. HeobxoaMmo npedycMmoTpeTb Mepbl KOHTPOMs, KoTopble obecnevvBatot
LeNOCTHOCTb 3anucen Ha NPOTSHKEHUN BCEro cpoka MX XpaHeHus. Mpu HeobxoaumocTu 3TM Mepbl AOIMKHbI ObiTb
BanuaMpoBaHbl.

109. (4.11) Ocobble TpeboBaHUS BbIABUralOTCA K AOKYMEHTAUMM Ha Ceputo, KOTOPYIO criegyeT XpaHuTb B
Te4YeHne OAHOro roga Mocne OKOHYaHWS Cpoka rogHOCTUM 3TOM Cepunm UNM He MeHee NHATU NeT nocrne  OueHKU
COOTBETCTBUSA CEPUM YNONTHOMOYEHHBIM NULIOM (B 3aBUCMMOCTU OT TOrO, KakoW Cpok Jonblie). [nsg nekapCcTBEHHbIX
npenapaTtoB, NpeAHa3HavYeHHbIX AN KIMHUYECKUX UCCreaoBaHUi, OOKYMEHTauMilo Ha Cepuio crieqyeT XpaHuTb He
MeHee MATW NeT Nocre 3aBepLUeHNs Uy NpekpaLLeHns KIMHUYECKNX UCCNeaoBaHun, B KOTOPbIX MCNOMb30Banu 3Ty
cepuio.

110. (4.12) Onsa gpyrnx BUOOB AOKYMEHTaL MU CPOK XpaHEHMS 3aBUCUT OT BUMAOB AeATeNnbHOCTW, KOTOPYH 3Ta
AOKyMeHTauus conpoBoxaaeT. Kputuyeckyro JOKyMeHTaumu, BKIoYas UCXodHble AaHHble (HanpuMmep, Kacatlimecs
Banuaauum unu ctabunbHOCTH), NoATBePKaaoLme MHopMaLmMIio PerMcTpaLMoHHOro Aocbe, HeE06X0AMMO XPaHUTb Ha
MPOTSXKEHUN CpOKa [OEWCTBMA PEerMcTpaumoHHOro YyaocToBepeHus. [onyckaeTca yHWUYTOXaTb onpederieHHyto
AOKyMEHTauMIo (HanpMmep, UCXo4Hble JaHHble, COMPOBOXAaLWuMe oOTYeThbl MO BanMgaunm unv ctabunbHoOCTM), ecnu
AaHHble ObiNM 3aMeHeHbl MOMHbIM KOMMMEKTOM HOBbIX AaHHbIX. OBOCHOBaHWe Takmx AeNCTBUA [OMKHO ObiTb
odpopMneHo AOKyMeHTanbHo. MNpu 3ToM HEOBXOAMMO yunTbiBaTh TpebOBaHNS K XPaHEHUIO AOKYMEHTAUMM Ha Cepuio,
Hanpumep, B criydae AaHHbIX No Banugauum npouecca ConpoBoXaatLlme UCXodHble AaHHble crneayeT XpaHuTb, No
KpanHerh Mepe, Takoe Xe BpeMs, Kak U JOKYMEHTaumilo Ha BCe Cepuu, ONA KOTOPbIX paspelleHve Ha BbIMyck
NOATBEPXXAEHO AaHHBbIMW 3TUX BanvMAaUMOHHbIX UCCegoBaHWN.

Cneundukaunm

111. (4.13) lNpounssoanTens AOMKEH MMETb COOTBETCTBYKOLUM obpa3om yTBepxAeHHble cneumdukaumn Ha
NCXOOHOE Chbipbe, YNakoBOYHbIE MaTepuarnsl 1 FOTOBYHO NPOAYKLMIO C yKasaHWeM AaTbl YTBEPXKAEHUS.

CI'IeLI,VICbVIKaLI,VIVI Ha NCXOAHOE Cbipbe N YNaKOBO4YHbIE MaTepuarbl

112. (4.14) Cneuudpmkaumm Ha NCXOOHOE CbiPbe U YNaKoBOYHbIE MaTepuarnbsl 4OMKHbI COaepXKaTb (MM LOIDKHbI
NPUBOANTLCHA COOTBETCTBYIOLLME CCLIMKU, FAe NPUMEHUMO) creaytoLlee:

a) (a) onucaHue NCXOOHOro Cbipbs UMW YNaKoBOYHbLIX MaTeEpUanos, BKIOYatoLLEee:

HaumeHoBaHVe 1 BHYTPEHHWI Kog (Npy HeobxoamMMocCTw);

CCbIfIKY Ha (hapMaKOMNenHy CTaTblo, HOPMATUBHYIO OKYMEHTaLMIO NN HOPMATUBHBIA JOKYMEHT;

HauMeHOBaHVWe YTBEPXAEHHbIX MOCTaBLUMKOB W MNPOU3BOAMTENS WCXOAHOMO Cbhipbf  MNM  YNAKOBOYHbIX
MaTepu1aros;

obpaseL neyaTHbIX MaTepnanos;

6) (b) UHCTPYKLUMKM Mo 0TOOPY NPOG 1M NPOBEAEHUIO UCMbITAHWIA;

B) (C) KAYeCTBEHHbIE N KONMYECTBEHHbIE XapaKTEPUCTVKN C YKazaHWeM MpeaeribHbIX 3HaYEeHW;

r) (d) ycnoBums xpaHeHns 1 Mepbl NPeoCTOPOXKHOCTH;

a) (e) cpok rogHoCTM.

Cneuudmkaumm Ha NPOMEXYTOUHYIO U HepacdacoBaHHY NPOAYKUMIO

113. (4.15) Cneuudmkaumm Ha NPOMEXYTOYHYIO U HepacdacoBaHHYO NPOAYKLMIO OOJPKHbBI ObITb B HANUYMKU NPK
ee nprobpeTeHnn nnu OTrpysKke 1 NP1 NCNOMb30BaHUM AAHHBIX O MPOMEXYTOYHON MPOAYKUMM MPU OLEHKe KayecTBa
roTOBOW NPOAYKUMK. ITU cneumndurkaumm OOrmKHbl ObiTb aHanorMyHel cneuudukaunsm, CoOTBETCTBEHHO nnbBO Ha
ncxogHoe Cblpbe, NGO Ha rOTOBYO NPOAYKLMIO.

CﬂeLIM(*)I/IKaLIMVI Ha roToByr NpoayKuuto

114. (4.16) Cneumdukaumm Ha roToByt NPOAYKUMIO AOIMKHBI coaepXaTb Ccreaylolmne gaHHble:

a) (a) HaMMeHoBaHWe NeKapCTBEHHOrO cpeacTea 1 ko (MpyM HeobXoAMMOCTN);

6) (b) cocTtaB NnekapCTBEHHOrO CpeacTBa WM CChINIKY Ha COOTBETCTBYIOLLYIO (hapMakonewmHylo cTaTblo,
HOPMAaTUBHY JOKYMEHTALUMIO UM HOPMATUBHbIV LOKYMEHT;

B) (C) onucaHune nekapcTBeHHON hopMbl M NOAPOGHLIE CBeAEHUS 06 yNakoBKe;

r) (d) nHcTpyKuMM No oT6opy NPob 1 NPOBEAEHNIO UCNbITAHNIA;

4) (e) ka4eCTBEHHbIE 1 KONMMYECTBEHHbIE XapaKTEPUCTUKUN C yKasaHNEM AO0NYCTUMbIX NpedenbHbIX 3Ha4YEHNI;

e) (f) ycnoBusi xpaHeHus1 1 Mepbl NPEAOCTOPOXHOCTM MPU UCNONb30BaHUN (r4e NPUMEHUMO);

X) (g) cpok rogHOCTW!.
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npOMbILUJ'IeHHbIIZ pernaMmeHT n TeXHOJI0rmM4eCckne NHCTPYyKUnn

115. Ha kaxgoe npou3BoAMMOE JEKApCTBEHHOE CPEeACTBO U Kaxdblh 06bem cepunm HeobxoguMmo KMETb
MPOMBILUMEHHbIV PEernaMmeHT, YTBEPXOEHHbIN PYKOBOAMTENEM MNPOU3BOAMTENS FNEKApCTBEHHbIX CpeacTs, MU
TEXHONOrMYeCcKMe NHCTPYKLNN.

116. (4.17) TMpOMbILLNEHHBIN pernamMeHT BkMoYaeT B cebs nepeyeHb WCMONb3yeMbix dapMaLeBTUYECKUX
cybcTaHumin 1 BcnomoraTenbHbIX BELWECTB C yKa3aHWeM KOMMYECTBA KaXOoro M3 HWX, AaHHble 06 Mcrnonb3yemMoM
obopyaoBaHNM, OMMCaHUE TEXHOMNOrMYEeCcKoro npouecca M METOLOB KOHTPOMNS Ha Bcex 3JTamax Mnpou3BoacTBa
nekapcTBeHHbIX cpeacTB. Ob6wme TpeboBaHUA K CTPYKType M UHble TPebOBaHUS K COAEPKaHWIO MPOMbILLNIEHHbIX
pernameHTOB yCTaHOBMEHbI COOTBETCTBYHOLLUMMU HOPMATUBHBIMU NMpaBoBbIMK akTamu Poccuiickon ®epepauun.

117. (4.18) TexHoNorMyeckme MHCTPYKLMUK BKOYAIOT B cebs:

a) (a) AaHHble 0 MeCTe OCyLLEeCTBMNeHNs npouecca n 06 0OCHOBHOM 000pyAoBaHUN, KOTOPOE [AOSDKHO Mpu 3TOM
Ncnonb3oBaThCs;

6) (b) meToabl MK CCbINIKM Ha MeToAdbl, KOTOpble WCMOMb3YTCA ANA MNOArOTOBKM MNPOM3BOACTBEHHOMO
obopyaoBaHus (Hanpumep, OUNCTKA, MOHTaX, KanMbpoBKa, CTepUnIM3aums);

B) (C) MHCTpPyKLMM MO MpoBepke Toro, 4yTo obopygoBaHue K pabovee MeCTo CBOOOAHLI OT npeabliayLen
NPOAYKLUN, HEHYXXHbIX ONS 3annaHMpOBaHHOIO NpoLecca AOKYMEHTOB 1 MaTepuanos, a Takke Mo NPOBEpKEe YMCTOTbI
obopyaoBaHWA 1 ero roTOBHOCTU K CrieytoLlemMy npoLeccy;

r) (d) nogpobHoe onucaHve Kaxgoro AencTBus (Hanpumep, MNPOBEPKM MaTepuanos, NpeaBapUTErbHON
06paboTkn, NopsigKa 3arpys3ku Cbipbsi, KPUTUHECKNX MapamMeTpoB npolecca (Bpemsi, Temneparypa);

4) (e) VHCTpyKuMM No BMAaM KOHTPONS B MpoLecce NPOM3BOACTBA C yKa3aHMeM [JOMyCTUMbIX Mpeaenos
KOHTPONMpYyeMbIX NapameTpoB;

e) (f) TpeboBaHus Kk xpaHeHU HepaccacoBaHHOW NPOAYKUMM, BKMOYas Tapy, MapKUMpOBKY W creumarnbHble
YCrnoBWs XpaHeHus, rae aTo TpebyeTcs;

X) (g) cneumanbHble Mepbl NPEAOCTOPOXHOCTMU.

MHCTpyKumm No ynakoBke

118. (4.19) [Ina kaxgoro nekapcTBEHHOrO cpeacTea, pasMepa W Tuna YnakoBKU AOMKHbI BblTb yTBEPXAEHbI
WHCTPYKLMM NO yNakoBKe, BKIoYaloLLMe cneaytoliMe cBe4eHUs UK CCbINKM Ha HUX:

a) (a) HaumeHoBaHMe feKapCTBEHHOro npenapaTa, BKMYas HOMep Cepun HepacdacoBaHHOW NPOAYKUMU U
rOTOBOW NPOAYKLMMU;

6) (b) onncaHne ero nekapcTBEHHON hopMbl U [O3UPOBKM (A€ MPUMEHMMO);

B) (C) KONMYECTBO NeKkapCTBEHHOIO CPeACTBa B OKOHYAaTENbHOW YNakoBKe, BblpaXXeHHOe B LUTyKax, eAuHuuax
Maccbl unn obsLema;

r) (d) nonHbIM NepeyeHb BceX HEOOXOAMMbIX YNAKOBOYHbIX MaTepunaros, BKIOYash UX KOMMYECTBO, pa3mepbl U
TUMbI C YKa3aHWeM Koga Ui Homepa, OTHOCALLMXCS K cneundukaumam Ha KaxKabln ynakoBOYHbIM MaTepwvan;

A) (e) rae mpumeHumo, obpasel MnM KOMUK0 COOTBETCTBYIOLMX MNeYaTHbIX YMakOBOYHbIX MaTepuarnoB W
obpasubl, ykasblBaloLne Ha MeCTO HaHEeCEHUS HOMepa Cepun 1 Cpoka roAHOCTM NPOAYKLMN;

e) (f) ykasaHus no MpoBepKe OYUCTKM UCMOSb3yeMoro obopyaoBaHus M paboyero mecta oT npeablgyLuen
npoayKLu1n, LOKYMEHTOB UMW MaTepmarnos, KOTOpble He TpebyloTca Anst NpoBeAeHUs 3annaHMpoBaHHbIX onepauuin no
ynakoBKe (YMCTOTa NIMHMK), a TaKkKe YNCTOTbl U FOTOBHOCTW AaHHOro 060pyaoBaHMs K NCMOMb30BaHUIO;

X) (g) Mepbl NPegoCTOPOXHOCTM, BKMOYasA TLATenbHYI MNPOBEPKY 30Hbl YMaKoBKM W 0BOpyaoBaHMWS,
rapaHTUpymLLMe OYUCTKY YNaKOBOYHOW NIMHWUM Nepes Hayanom paboThl;

3) (h) onncaHne npouecca ynakoBKW, BKNOYas BCE BaKHble BCMOMOraTernbHble onepauun U Ucnonb3yemoe
obopyaoBaHue;

1) (i) onncaHne KOHTPONSA B NpoLecce NPOM3BOACTBA C ykazaHUsiMU Mo 0TO6opy Npob 1 JoMyCTUMbIX Npeaernos.

[ocbe Ha ceputo
119. docbe Ha cepuio COOEpPXMT 3anucu Mo MNPOU3BOACTBY CEpMM, 3anucu MO YNakoBKE cepuv u  gpyrue
OOKYMEHTbI, MOATBEpXOallimMe MpPou3BOACTBO CEpUM B COOTBETCTBMM C Hactoswumu [lpaBunamn, a Takke
OOKYMEHTbI ANg peanusaLmm cepum.

3anucu no npon3BoACTBY cepun

120. (4.20) Ha kaxxgyto npomnsBefeHHY CEPUO AOMKHbI COXPaHATLCS 3anmMcu No NMPOu3BOACTBY CEpUN, KOTOpbIe
OCHOBbIBAKOTCA Ha MPOMBILWIIEHHbIX pernamMmeHtTax WU TeXHONOMM4YeCckKnx MUWHCTPYKUMAX W cogepxaTt cneayroLwlyro
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WHopmaLmio:

a) (@) HaMeHOBaHWE 1 HOMEpP CepUKn NPOJYKLNK;

6) (b) gaTel M BpeMs Hayana v 3aBepLUEeHNst TEXHONOMMYECKOro NpoLecca, a Takke OCHOBHbLIX MPOMEXYTOYHbIX
cTagum;

B) (C) chammnumio(n) M mHMUManbl onepatopa(oB) KaXXAoOW OCHOBHOW TEXHOMOIMYECKOW onepaumMm u, npwu
Heo6xooMMOCTH, NnLa, NPOBEPUBLLErO KaXayo U3 3TUX onepauun,

r) (d) Homep cepumn u (MNM) HOMEP aHaANUTUYECKOrO KOHTPONS, a Takke (PakTU4eCKM OTBELUEHHOE KONM4ecTBO
NCXOOHOIO ChIpbsl KaXA40ro Buaa (BKYasi HOMEp CEpUMU U KONMYecTBO Ntoboro [obaBneHHOro pereHepuMpoBaHHOIoO
U nepepaboTaHHOro Cbipbsl);

4) () OCHOBHbIE TEXHONOIMYECKMEe onepaunm Nnn AencTems, a Takke OCHOBHOE MCMNONb3yemMoe 0bopyaoBaHme;

e) (f) 3anmcm No KOHTPOMO B NpoLiecce NpON3BOACTBA C YKa3aHNEM UCTIONTHUTENEN U MOSYYEHHbIX pe3yNbTaToB;

X) (g) BbIXOA NPOAYKUMM HA Pas3NNYHbIX CTaaMsiX NPoOn3BOACTBa;

3) (h) onncaHue OTKNOHEHWUI OT MPOMbILLIIEHHOIO pPerfameHTa U TEXHOMOrMYECKUX WHCTPYKUUIA, nognMcaHHoe
YMOSTHOMOYEHHbIM JINLIOM C yKa3aHueM AaTbl;

n) (i) nognmcb nNyua, OTBETCTBEHHOIO 3a TEXHOMNOIMYECKUIA NpoLiece, C ykasaHneM aTbl.

121. 3anuMcm NO Npou3BOACTBY Cepuu MpoayKumm OdOPMIATCA OOKYMEHTanbHO OOHOBPEMEHHO C
BbINOSTHEHNMEM COOTBETCTBYIOLLEN ONepaunn.

122. B cnyyae ecnu BanuauMpoOBaHHbLIA NpoLecc noasepraeTcsl NOCTOAHHOMY MOHUTOPUHIY U KOHTPOMO, TO
aBTOMATUYECKN CO34aBaEMblE OTYETbI MOTYT OFPaHNYMBaTLCA OOLLUMM 3aKIIOYEHNEM O COOTBETCTBMU U OT4eTamu 00
OTKIMOHEHMAX U (MN) OTCTYNNEHMAX OT cneuundmrkaumm.

3anucum no ynakoeke cepumn

123. (4.21) Ha kaxayto nponsBegeHHy0 CEPU0 UMK YacTb CepuM AOIDKHbI COXPaHATLCA 3anncyu Mo YNakoBKe
cepun. OHM JOIMKHBI OCHOBLIBATLCA Ha COOTBETCTBYIOLMX HYaCTAX MHCTPYKLMIA NO yNaKoBKe.

124. 3anvcuy no ynakoBKe CeEpUn OMKHbI BKMNoYaTh B ce0s crnefyrolime gaHHbIe:

a) (a) HanmeHOBaHWe 1 HOMEp CepuKn NEKAPCTBEHHOIO CPeACTBa;

6) (b) gaty (aaTtbl) N BpeMs NpoBeAEeHMS onepaLmii No ynakoBKe;

B) (C) hammnumio(n) N mHMUManbl onepatopa(oB) KaXXaoW OCHOBHOW TEXHOMOIMYEeCKon onepaumMm u, npwu
HeobXx0AMMOCTU, NLa, NPOBEPUBLLETO KaXaytlo 13 3TUX onepauui;

r) (d) sanucu NpoBEepPOK WOEHTUYHOCTU W COOTBETCTBUS WHCTPYKLUUSAM MO YMNakoBKe, BKMYas pesynbTarhbl
KOHTPOs B MpoLiecce Npon3BoACTBa;

a) (e) cBegeHnst 06 OCYLLECTBMEHHbIX OnepauMax Mo YMakoBKE, BKIOYaA CCbIKM Ha WCMNONb30BaHHOE
o6opynoBaHne 1 yNakoBOYHbIE NNHUWY;

e) (f) obpasubl MCNONBL30BAHHOIO MEeYaTHOro YMakoBOYHOrO Martepuana, Bkntovas obpasubl ¢ HaHECEHHbIMU
HOMEpPOM Cepun, CPOKOM rOAHOCTU U NPOYUMU AONONHUTENBHBIMU MapKMPOBOYHLIMU OAHHBLIMU;

X) (g) onucaHue OTKIOHEHMIN OT MHCTPYKLMIN NO yNakoBke, MOANNCAHHOE YNOMTHOMOYEHHbLIM JIMLOM C yKa3aHWeM
narbl;

3) (h) KonMMYecTBO M CCbIKY HA HOMEpP WM HaMMEHOBaHME BCEX MeYaTHbIX YMaKOBOYHLIX MaTepuarnoB U
HepacdacoBaHHOW NPOAYKLUUN, BblAAHHbIX, MCMOMb30BaHHbIX, YHUYTOXEHHbLIX UMM BO3BPALLIEHHbIX HA CKMNad, a Takke
KONMMYeCTBO rOTOBOrO NpPoAyKTa ANns COCTaBneHus martepuanbHoro 6anaHca. OneKTPOHHbBIM KOHTPOMb B Mpouecce
yrnakoBK/ SIBNSIETCA OCHOBaHUEM AN HEBKIMHOYEHUS Takon nHdopmaumm;

n) (i) nognmcb nNuua, oTBETCTBEHHOIO 3a NPOLIECC YNaKoBKW, C Yka3aHueMm Aathbl.

Mpoueaypbl 1 3anucu
Mpuemka

125. (4.22) Ha npueMKy Kaxxon NoCTaBKM KaXKaoro Buaa UCXOAHOMo Chipbsl (B TOM 4MUcrie HepacdacoBaHHOM,
NPOMEXYTOYHOW UMM rOTOBOW NPOAYKLMM), @ TaKKe MEPBUYHBLIX, BTOPUYHBIX U MeYaTHbIX YMAKOBOYHbIX MaTepuaros
OOMXKHbI BbITh B HANMYMK YTBEPXKOEHHbIE MPON3BOANTENEM NPOoLEeaypbl M NOATBEPXKAALINE 3aMy1CK.

126. (4.23) 3anucu no Nnpuemke OOMMKHbI coaepXaThb:

a) (a) HanmeHoBaHWe maTepmana B HaknagHoW 1 Ha Tape;

6) (b) BHyTpM3aBoackoe HaumMeHoBaHWe (ECnM OHO OTNMYAETCS OT HAUMEHOBaHWS, yKadaHHOro B noanyHkre "a"
HacTosLLEero nyHkTa) u (unu) kog matepmana (npu HeobxoguMocTw);

B) (C) 4aTy NpuemKu;

r) (d) HaumeHoBaHVe NocTaBLLMKa U HAMEHOBaHUE NPON3BOANTENS;

a) (e) Homep cepum NPON3BOAMUTENS;

e) (f) obLuee KoNMYEeCTBO NOSYYEHHBIX MaTeEPManoB U YMCNO €ANHNL, YNAKOBOK;
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X) (g) HoMep cepuun, NPUCBOEHHbIN NOCNEe NPUEMKM, rae NPUMEHNMO;

3) (h) nobble cyLecTBEHHbIE 3aMeyaHus.

127. (4.24) MNMponseoguTenb AOIMKEH YTBEPAMTbL Mpoueaypbl MO BHYTPM3aBOACKOW MapKUPOBKE, KapaHTUHY W
XPaHEeHM0 UCXOAHOTO ChIPbsl, YyNaKoOBOYHbIX U, €CIM HEODX0AMMO, OPYTNX MaTepuanos.

OT60p Npob

128. (4.25) lMpoussogutenb OOMKEH yTBEpPAUTH Mpoueaypbl No oTtbopy npob, cogepxkawme cBefeHus o6
ncnonb3yembix MeTogax 1 00opyaoBaHUK, KONMMYecTBax, KOTOpble OOIMDKHbI ObITb 0TOBpaHbl, U NHOObLIX Noanexalnx
cobntogeHnto Mmepax NpeaoCTOPOXHOCTM BO u3bexaHne KOHTaMMHAUMM Martepuana unu noboro yxyaleHust ero
KayecTtBa.

MpoBeaeHne UcnbITaHWi

129. (4.26) lNMpowusBoguTenb AO/MKEH YTBEPAMTb METOAMKM WCMbITAHUS WCXOAHOrO ChIpbsi, YMaKOBOYHbIX
MaTepuanoB M MNPOAYKUMW Ha pasfU4HbIX CTaausax MpoM3BOACTBA C YKa3aHMEM WCMOMb3yeMblX MEeTOdOB W
obopynosaHus. lNpoBeaeHHbIe NCMbITaHMA 0POPMNAITCA AOKYMEHTAaNbHO.

WHble pencteud

130. (4.27) [lpomsBoauTenb [OMKEH YTBepOuTb MNpoueaypbl, yCTaHaBNMBaKOLWME MOPSOOK BbiNycka W
3abpaKkoBKK CbIpbs 1 MPOAYKUMK, B YaCTHOCTU, BblAayu YMOJTHOMOYEHHbLIM(M) NMUOM(aMK) paspeLleHns Ha BbIMyCK
roToBouW npoaykumun. Bece 3anucu gosmkHbl 6bITb 4OCTYMHBI YNONHOMOYEHHOMY nnuy. JomkHa B6bITb BHegpeHa cuctema
ans o6o3HayveHns cneumanbHbIX HAbNAEeHUA N NOOBIX U3MEHEHWI B OTHOLLEHUN KPUTUYECKMX AaHHbIX.

131. (4.28) MNpownssoauTensb AOMKEH BECTU U COXPaHATb 3aMMc MO peanu3auun Kaxaow cepun MNpoaykumMui B
uensax obneryeHns oT3biBa 3TON CEPUM B Crydae HEOOXOAMMOCTH.

132. (4.29) HeobxoguMoO MMeETb MNUCbMEHHO W3MOXEHHbIE MPUHUMNbI, Mpoueaypbl, MMaHbl, OTYETbl U
OTHOCSLLMECS K HAM 3anvcu NPpeanpuHATLIX AENCTBUMA UMK cOeNaHHbIX 3aKMioYeHni, rae NpUMeHMMO, B OTHOLLEHWM:

Banuaauum N Keanudukalmm npoLeccos, obopynoBaHnst U CUCTEM;

MOHTaxa 1 kanmbpoBkn obopyaoBaHus;

nepeHoca TEXHONOIMI;

TEXHUYECKOro 06CNYXMBaHUA, OYUCTKN U Ae3nHEEKLM;

nepcoHana, BKMyasi geHTMduKkauuo nognucen, obyyeHme HacToswmM NpaBunam n TEXHUYECKUM BOMpocam,
nepeogeBaHue 1 rmrmeHnyeckme TpeboBaHus, a Takke NnpoBepky adhdeKTMBHOCTM 06y4eHUS;

MEPONPUSTUI, HAaNPaBIIEHHbIX Ha OCYLLLECTBINEHNE KOHTPOMS NOSIBIEHMS U pacnpoCTpaHeHNs BpeanTenen;

npeTeH3uni;

OT3bIBOB NPOAYKLNY;

BO3BPATOB NPOAYKLUN;

KOHTPOMNS N3MEHEHNI;

paccnefoBaHUs OTKITOHEHUA N HECOOTBETCTBUN;

BHYTPEHHEro ayauTa KkayecTtsa u (Unm) CooTBeTCTBUSA TpeboBaHUsAM HacToswmx MNpasun;

0606LLeHns 3anucen (HanpumMep, ob3opa kavecTsa NPOAYKLMU) NPy HeOBXOANMOCTMH;

OLIEHKWN, MPOBEEHHON B TOM 4uCne B MeCTe OCYyLIeCTBNEeHUs OeATeNnbHOCTU MOoCTaBlUMKa (Janee - oueHka
nocrasLymKa).

133. (4.30) lNponsBogmnTenb JOIMKEH YTBEPAUTL OAHO3HAYHbLIE MHCTPYKLMUK MO 3KCNyaTauun OCHOBHBLIX €AWHWL
NPOM3BOACTBEHHOIO M KOHTPOSbHO- aHanMTnyeckoro obopyaoBaHms.

134. (4.31) lNpownssoguTens [OOMKEH BECTU PErMCTpPaLMOHHbIE XypHanbl And Havbonee BaXHOro wnm
KPUTUYECKOrO TEXHOMOrMYECKOro M KOHTPONbHO- aHanuTuyeckoro obopyaoBaHus, a Takke Ons NOMELLEeHWH, raoe
npousBogunacb NpoAaykums. B aTuX >XypHanax LOIDKHbI PErncTpupoBaTbCs B XPOHOMOMMYECKOM nopsifgke mnoboe
UCMomnb3oBaHWe 3TUX MNoMmelleHun, obopyaoBaHMss WM METOAOB, MNpOBedeHMEe KannbpoBKM,  TEXHUYECKOro
06CnyXMBaHWS, OYUCTKN UMM PEMOHTA C YKa3aHUeM AaT 1 NUL, BbIMONTHUBLLMX 3TW paboThbl.

(4.32) MpomnsBoguTenb AOIMKEH BECTM YYET JOKYMEHTOB B pamMKax CUCTEMbI YNPaBEHNs] KAYECTBOM.

MPOU3BOACTBO (MMABA 5)
MpuHumMn

135. TexHomorMyeckue onepauun OCYLLECTBMAIOTCA MO YETKO YCTAHOBMIEHHbIM MpouedypamM, OTBeYaroT
HacToawwmM [paBunam AN MonyyYeHus npoaykumuu Tpebyemoro KkavecTBa M COOTBETCTBYIOT TULEH3MM Ha
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NPOM3BOACTBO NIEKAPCTBEHHbIX CPEACTB U PErMCTPaLMOHHOMY O0ChE.
O6wme TpeboBaHus

136. (5.1) Npon3BoaCTBEHHBINM NPOLECC AOIMKEH OCYLLECTBNATECS M KOHTPONMPOBATLCS KBanNnuuMpoBaHHbIM
nepcoHanom.

137. (5.2) Bce geincTtus, NpoBOANMbIE C UCXOAHLIMU ChIpbEM, YMaKOBOYHbIMKM MaTepuanamm v npoayKUmen,
Takve Kak Mpuemka, KapaHTuMH, oTOop npob, XpaHeHue, MapkUpOBKa, Bblgada B MPOM3BOACTBO, TEXHOMOrMYECKUN
npouecc, ynakoBka W peanusauus, OOIDKHbl OCYLLECTBRATbCA COMMacHoO npouedypam WM UHCTPYKUUSAM,
yTBEPXXOEHHBIM MPON3BOANTENEM, U OPOPMNATLCA AOKYMEHTAarbHO.

138. (5.3) Bce noctynatowime MCXO4HOE Chipbe M YNakOBOYHbIE MaTepuanbl OOMKHbl ObiTb NpOBEPEHbl, YTOObI
rapaHTMpoBaTh, YTO NOCTaBKa COOTBETCTBYET 3aka3y. TapHble MecTa JOIMKHbI ObITh OumMLLeHbl (Mpy HEOBXOANMOCTH) U
MapKMpPOBaHbI C yka3aHuem TpebyemMon nHgopmaumu.

139. (5.4) ®akTbl NOBpeXaeHNs Tapbl 1 YNAKOBKM U Ntobble Apyrne NnpobneMbl, KOTopble MOTYyT HebnaronpuaTHO
MOBMUATb HA KAYECTBO MCXOOHOIO ChIpbS U YNAKOBOYHbBIX MaTepuarnoB, OOIDKHbI ObiTb paccnegoBaHbl, 0OpPMIIEHBI
OOKyMeHTanbHo, a MHopmaumsi 0 HAX AOMKHa bbITb JONOXEHa B NoAgpasaeneHne KOHTPOA KavyecTsa.

140. (5.5) MNocTynatoLme ncxogHoe Chipbe M YNakoBOYHbIE MaTepuanbl U NpouM3BeAEHHasl roToBasi NPOAyKuus
OOIDKHBbI HEMEeANeHHO NOMELLAaTbCA B KApaHTUH, OENCTBYIOLUMA NO NPUHLUMNY pasfenbHOro XpaHeHust unu 3a cyet
OpraHn3aLMOHHbLIX Mep, U COAepXaTbCs B HEM A0 NOMy4YeHUs paspeLleHns Ha UCMOob30BaHUe UCXOAHOr0 Chipbs UMU
paspeLUeHnst Ha BbIMYCK rOTOBOW NPOAYKLMN.

141. (5.6) MNprnemka 3akynaemon NpoMexXyTO4YHON n HepaccacoBaHHON NPOAYKUMM MPOBOANTCH B COOTBETCTBUM
C npaBunamu, 4erNCTBYIOLWMMM A58 UCXOOHOIO ChIPbS.

142. (5.7) Bce ncxoagHoe cbipbe, yNakoBOYHbIE MaTepuarbl Y NPoayKUMIO CrieayeT XpaHnTb B COOTBETCTBYOLLMX
YCNOBUSX, YCTaHOBMNEHHbIX MPOM3BOAUTENEM, B ONpeaAeneHHOM nopsiake, obecneynsaroleM pasgeneHme no cepusim
W YCTaHOBMNEHHYIO 04epPeHOCTb UCMONb30BaHNS CKNaZCKMX 3anacos.

143. (5.8) lNMpousBoguTens [OMKEH NPOBOAWUTbL MPOBEPKM BbLIXOAOB M MaTepuanbHoro ©OamnaHca, 4ToObl
ybeanTbcs B OTCYTCTBUM OTKIIOHEHWI, NPEBbLILIAKLWNX AOMYCTUMbIE NpeAenbHbIe 3HAaYEHMS.

144. (5.9) He ponyckaetca OAHOBPEMEHHOE WM MOCNeAoBaTeNbHOE MPOBEAEHME Onepauuin C pasnnyHbIMU
npodykTtamm B OOHOM M TOM >X€ MOMELLEHMM, 3a WCKIIOYEHMEM TeX CryvyaeB, KOrga He CylecTByeT pucka
nepenyTbiBaHWS UMW NEPEKPECTHON KOHTaMUHALIMW.

145. (5.10) MpopgyKumsi, ICXOOHOE ChIPbe N YNAKOBOYHbIE MaTepuarnbl A0MKHbI ObiTb 3alULLEHBI OT MUKPOBHON
1 Opyron KOHTaMMHaL MM Ha BCEX CTaansX NPOM3BOACTBA.

146. (5.11) lMpn pabote ¢ cyxumn maTepuanamm u NpoayKumMenn HeobXoAMMO MpUHMMAaTb Ocobble Mepbl
NpeaoCcTOpOXHOCTM MO NpeaoTBpaLLeHnto 06pasoBaHNs U pacnpoCTpaHEHUsI NbIK. ATO 0COOEHHO BaXXHO Npu paboTe
C BbICOKO aKTUBHbIMU U CEHCUBUNN3NPYIOLLIMMW BELLECTBAMM.

147. (5.12) B TeuyeHne Bcero BpeMeHM rMpouecca NPOU3BOACTBA BCE WCMOMb3yeMble WCXOOHOE Cbipbe,
yNakoBOYHbIE MaTepuanbl, Tapa Afs HepacgacoBaHHOW MPOAYKUMMW, OCHOBHblE eAuMHULbl 0bopydoBaHus W, nNpu
HeOOXOAMMOCTU, MOMELLEHUS [AOMKHbl OblTb MapKUPOBaHbl 3TUKETKAMWM WM MHBbIM CMOCOOOM C  yKasaHWeMm
NpoM3BOAMMON MpOJyKUMM unu obpabaTblBAEMOro MCXOAHOTO Chipbsi M YMAKOBOYHbIX MarepuanoB, a Takke
[03MpoBKN (r4e MPUMEHMMO) M HOMEpa Cepun MPOM3BOAMMON MPOAYKUMKW. Takad MapKMpoBKa [OMKHa Takke
yKasblBaTb CTaAUI0 TEXHOTOMMYECKOro npolecca (rae npuMeHnMMo).

148. (5.13) OTukeTKkn, NpUKPEnneHHble K KOHTenHepam, obOopyLOBaHWIO UMW MOMELLEHUAM, AOMKHbI OblTb
YeTKUMU, OAHO3HAYHbIMW, YCTAHOBMNEHHOW NponsBoauTenemM popMbl. PekomeHayeTcs B AOMNOMHEHNE K WHopmaumnm
Ha aTMKeTKax ONs yka3aHus cTaTyca MCnosib30BaTh LBETOBYIO MapKMPOBKY.

149. (5.14) MNponsBoauTenb OOIMKEH KOHTPONMPOBATbL MPaBUITbHOCTb COEAMHEHMSI TPyOONpPOBOAOB U APYrMX
Yyacten obopyaoBaHus, MPUMEHSIEMbIX A9 TPAHCMOPTUPOBKM NPOAYKLUUN U3 OOHOM 30HbI B APYTYHO0.

150. (5.15) He ponyckatoTcs ntobble OTKMOHEHMS OT MHCTPYKUMIA Unu metoamk. Ecnu npousowno oTKnoHeHwue,
TO OHO [O0MKHO ObITb MUCbMEHHO CaHKUMOHWPOBAHO MULOM, WMEKLWMM COOTBETCTBYIOLLME MOMHOMOYMS, C
npvBneYeHneM npyu HeobxoaMMoCTM NnogpasneneHns KOHTPOns KadecTBa.

151. (5.16) B Npon3BOACTBEHHbIE MNOMELLEHNSI MOXET BXOAMTb TOSNbKO MEPCOHarn, MMEKWMIA NpaBo AOoCTyna B
HUX.

152. (5.17) B nomelueHuax n Ha obopygoBaHuM, npedHasHayYeHHbIX ANS NPOU3BOACTBA JIEKAPCTBEHHbIX
CPeACTB, HE [oNyCKaeTca NPOM3BOACTBO NPOAYKUNN, HE ABMNAOLWENCS NeKapCTBEHHbIMU CPeACTBAMM.

MpenoTBpalleHne nepekpecTHON KOHTaM1HaL MK Npyu NPon3BOACTBE
153. (5.18) JormkHa ObiTb MCKMNOYEHA KOHTaMWHAUMS MCXOOHOrO CbipbsS MNU NPOAYKUUW OPYTMM UCXOOHbIM

Cblpp€EM UNM  npoaykuuen. Puck crnydamHOW MNepeKkpecTHOM  KOHTaMMHauuKM  BO3HMKAeT B pesynbTaTe
HEKOHTPONUPYEMOr0 pacrnpoCTPaHEeHUs MbiNu, ra3os, NapoB, aspo3ofied MM  MUKPOOPraHu3moB, B peasynbraTe

KoHcynbTaHTlINOC

www.consultant.ru Crpanuua 21 n3 170
HafeXxHasa npaBoBan noaAepXXkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MNpukas MuHnpomTtopra Poccum ot 14.06.2013 N 916

(pea. ot 18.12.2015) [JoKyMeHT npepocTasneH KoHcynbranTaoC
"O6 yTBepXaeHUM MNpaBu HaaneXxallen Npon3BoACTBEHHON M... Aata coxparennsa: 29.01.2016

06paboTKn UCXOOHOrO Chbipbsi M NPOAYKUMMW, BCNEACTBME Hanuuusa OoCTaTkoB Ha obopygoBaHuM M Ha ogexae
nepcoHana. CTeneHb pucka 3aBUCUT OT TUMa KOHTaMWHaHTa U KOHTaMUHMpyemown npoaykumm. K Hanbonee onacHbIM
KOHTaMMHaHTaM OTHOCHATCA BellecTBa C  BbICOKOW  CEHCUOUNMU3MpYIOWEN  akKTUBHOCTbIO,  Buomnornyeckue
nekapCTBeHHblE Npenaparbl, CoAepXallue XUBble MUKPOOPraHM3Mmbl, OMNpPeAerieHHble TOPMOHbI, LIMTOTOKCMYECKUE
neKkapcTBEHHbIe Npenapathbl U ApyrMe BbICOKO aKTUBHble BellecTBa. HaubGonee onacHon siBNSETCA KOHTaMUHaUWSA
nekapCTBEHHbIX NpenapaToB, NPeAHa3Ha4YeHHbIX AN UHBEKUUIA, a TakKe NekapCTBEHHbIX NpenapaToB, NPMHUMAaEMbIX
B OonbLUMX Jo3ax v (Mnu) onNuTenbHoe Bpems.

154. (5.19) [Ons npegoTBpalleHMs] MEepekpPecTHOM KOHTaMMHauMW [OIDKHbl  ObiTb  NPeayCcMOTPEHbI
COOTBETCTBYIOLLNE TEXHUYECKNE U (MK) OpraHM3aunOHHbIE MEPbIl, B TOM YMCHE:

a) (a) Nnpons3BOACTBO B BbIOEIEHHbIX 30HAX (00si3aTeNbHOE ANSA TakUX MPOAYKTOB, KaK MEHULUMNNUHBI, XMBblE
BaKLUMHbI, NIEKapCTBEHHbIE Npenaparbl, COAEPXKaLLME XMUBble MUKPOOPraHU3Mbl, U1 HEKOTOpble Apyrve 6uonoruyeckue
neKkapcTBeHHbIe npenaparthbl) U NPOM3BOACTBO MO NPUHLUMMY NPOU3BOACTBEHHBIX LIMKIOB (KaMmnaHui ¢ pasgeneHnem
BO BpEMEHMU) C nocneayoLen cCoOoTBETCTBYIOLLEN OYNCTKOMN;

6) (b) obecneyeHme BO3OYLUHLIMW LUIO3aMU U BbITSXXHBIMWU YCTPONCTBAMMU;

B) (C) cBegeHWe K MWHMMYMY pUCKA KOHTaMuMHauuW, BbI3bIBAEMOrO PELMpPKYNAUMENn WM MOBTOPHbLIM
nocTynreHnem HeobpaboTaHHOro UNn HegoCTaTOuYHO 06paboTaHHOIO BO3AyXa;

r) (d) xpaHeHune 3aWnTHOW OAEXAbl BHYTPW MOMELLIEHUI, B KOTOPbIX OBpabaTtbiBaeTca npodykuus, cosgaroLiasi
0COBEeHHO BOMbLUION PUCK NEPEKPECTHON KOHTaMUHaLNK;

n) (e) npumeHeHVe MeTOAOB OYMCTKU W AEKOHTaMMHauuM C U3BECTHOM 3(PEKTUBHOCTBIO, TakK Kak
Hea(pHEKTUBHO OUULLIEHHOE 0B60PYAOBaHNE OOBIYHO ABMSETCA MCTOYHUKOM NEPEKPECTHON KOHTaMUHaLUNW;

e) (f) ncnonb3oBaHme "3aKpbITbIX CUCTEM" MPON3BOACTBA;

X) (g) KOHTPOMb HaNU4YMUsi OCTATKOB M NPUMEHEHNE ITUKETOK, YKa3blBaKOLLMX CTATyC OYUCTKM 06OpYyAOBaHUS.

155. (5.20) T[lpousBogunTenb [OIDKEH NEPUOAMYECKM MPOBEPSATb  NPOBedeHVMe  MeponpusaTUiA  no
npeaoTBpaLLeHNIO NEPEKPEeCTHON KOHTaMuHauum n ux 3¢QEeKTUBHOCTb B COOTBETCTBUM C  YTBEPXAEHHLIMU
npoueaypamu.

Banvpauyus

156. (5.21) MeponpusTusa no Banvaaumm AormkHbl OblTb OCHOBOWM NSt HAANeXallen opraHn3almm NPon3BoACTBa
N KOHTPONS KayecTBa feKapCTBEHHbIX CPeACTB B COOTBETCTBUM C  HacTtodAwmmu [lpaBunamu. OHW  OOMKHbI
NPOBOANTLCHA B COOTBETCTBUM C YCTAHOBMNEHHBLIMW Npoueaypamu. [NonyyeHHble pesynbTaTbl U BbIBOAbI OOJKHbI ObITb
0hOpMMEHbI AOKYMEHTamNbHO.

157. (5.22) Tlpn BBegeHUM HOBOrO MPOMBILWIIEHHOrO perfiaMeHTa WM HOBOrO MeToda Mpou3BOACTBA
HeobXx0aMMO JoKasaTb MX NPUFOAHOCTb ANSt CEPUNHOIO Npou3BoacTea. [OomKHO BbiTb AOKa3aHO, YTO JaHHbIN nNpouecc
Npon3BOACTBa NpY UCNOMb30BaHMM NPEAYCMOTPEHHBIX MCXOOHOIO Chipbs, YNAaKOBOYHbIX MaTepuarnoB 1 obopyaoBaHNs
Nno3BonsieT NOCTOSIHHO NPOM3BOAUTL NPOAYKLMIO TpebyeMoro kavecTBa.

158. (5.23) CyLecTBEHHbIE N3MEHEHWS NpoLecca NPOM3BOACTBA, BKModas noboe uameHeHne obopynoBaHus
WIIN NCXOOHOTO CbIpbsl U YMaKOBOYHbLIX MaTepuasnoB, KOTOpble MOryT MOBMMATL Ha KayecTBO MNpOAykuun u (Mnm)
BOCMPOM3BOAMMOCTb NpoLecca, AOIMKHbI MPONTY Bannaaumio.

159. (5.24) Tpoueccbl M npouedypbl crieqyeT nogBepratb MNepuoguyeckon pesanugauum  (NMOBTOPHON
Banugauun) Ansa rapaHTum TOro, YTO OHU OCTAKTCA NPUrOAHLIMU ANl AOCTUXEHUS TpebyeMbix pe3ynbTaToB.

McxoaHoe chipbe

160. (5.25) 3akynka UCXOOHOro Chipbs SIBMSIETCS BaXKHOW oOnepauuen, B KOTOPYH AOMmKeH ObiTb BOBIEYeEH
nepcoHan, pacnonaratowmi nogpobHbIMY U NOMHBLIMW CBEAEHNSMM O MOCTaBLUMKaX.

161. (5.26) WNcxogHoe cbipbe OOSMKHO 3aKynaTbCs TOMbKO Y  YTBEPXKOEHHbIX MOCTaBLUMKOB, YKa3aHHbIX B
COOTBETCTBYIOLLEN cneundmKauum, 1 Npyu HanMunum BO3MOXHOCTU HEMOCPEACTBEHHO Y NPOU3BOAUTENEN WUCXOOHOro
Cblpbsi, KOTOpble OyayT SIBNSATLCA MNOCTaBLUMKAMW WCXOAHOrO Cbipbs. PekomeHayeTtcsi, 4Tobbl cneumndukaumm,
YCTaHOBIEHHbIE MPOM3BOAMTENEM JEKAPCTBEHHbIX CPEACTB Ha WUCXOOQHOE Chbipbe, ObIMM  cornacoBaHbl  C
nocrasLmKamn. Bce acnekTbl NpOM3BOACTBA M KOHTPOMS MCXO4HOTO Chipbs B OTHOLLEHMMN TpeboBaHU K obpalleHuto,
MapKMpPOBKe, YNaKoBKe, npoueaypam oTbpakoBk/, a Takke pPacCMOTPEHWI0 MPEeTEeH3W OOSKHbl ObiTb COrnmacoBaHbl
MeXxay NpoM3BOAMTENEM feKapCTBEHHbIX CPEACTB U MOCTaBLLUKOM.

162. (5.27) B kaxgon nocTtaBke AOMXKHbI MPOBEPSATLCH LENOCTHOCTb YMNakoBkKM M nNrnomb, cooTBeTCTBME
yKa3aHHbIX B HaknagHon cBeeHnin 3TMKeTKam nocTaBLuKa.

163. (5.28) Ecnn ogHa nocTaBka MCXOAHOMO Cbipbsi COCTOUT W3 PasfMYHbIX CEpUA, TO KaXayl Ceputo
HeoOX0OMMO paccMaTpvBaTb Kak OTAENbHYK B OTHOLWEHMM oTbopa npob, MpoBeAeHWs UCMbITaHWA U Bblauu
paspeLUeHnst Ha NCMOoNb30BaHMe.

164. (5.29) Haxogsuieecss B CKNagckon 30HE MCXOOHOE Cbipbe AOIMKHO ObiTb COOTBETCTBYHOLMM 0Opa3om
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MapkupoBaHo (nyHKT 148 HacTosiwmx [MpaBun). 3TUKETKU [OIMDKHbI coAepXaTb B TOM 4MUCre CreayroLlyro
MHdOpMaLnIo:

HavMeHOBaHue NPOAYKLMU 1 MPU HEOOXOOUMOCTUN BHYTPU3aBOACKON KOg;

HOMep cepun Npou3BoANTENS U (M) HOMEpP cepun, NPUCBOEHHbLIV NPU MPUEMKE;

roe npvMeHUMo, CTaTyCc cogepXvmoro (Hampumep, "B KapaHTuHe", "Ha wucnbiTaHun", “"paspeLueHo”,
"3abpakoBaHo0");

CPOK FOQHOCTW UMK, rae NPUMEHMMO, ATy, NOCNe KOTOpon TpebyeTcst NpoBeaeHMe NOBTOPHOIO KOHTPOJISI.

Ecnu mncnonb3yloTcs MOMHOCTBH  KOMMBbIOTEPUM3NPOBAHHbIE CUCTEMbI XPaHEHUsl, TO YKasbiBaTb BCH 3Ty
MH(OPMAaLMIO Ha 3TUKETKE He 0bA3aTeNbHO.

165. (5.30) lNMpousBoauTens [OMKEH YTBEPOUTb Npoueaypbl WK  Mepbl, rapaHTUpylLmMe MNOAJSIMHHOCTD
COAEPKNMOTO KaXkaoro KOHTerHepa NCXOAHOro Cbipbs. KOHTEHepbl, U3 KoTopbIX 6binvM oToBpaHbl NPobbl, AOMKHbI
ObITb NpoMapkmpoBaHbl (MYHKT 216 HacTosAwmx Mpasun).

166. (5.31) lNMpousBoauTens OOMKEH MWCMNOMb30BaTb TOMbKO TO WCXOAHOE Chipbe, KOTOpOEe paspelleHOo
noapasgeneHmem KOHTPOMst Ka4ecTBa N MMeET HE UCTEKLUMIA CPOK FOQHOCTMU.

167. (5.32) NicxogHoe cbipbe OOIMKHO BblAaBaTbCS TONbKO creunarnbHO HadHaueHHbIMUY NLaMn B COOTBETCTBUN
C YTBEPXXAEHHOW Nnpoueaypon, YTobbl rapaHTUpOBaTh, YTO HYXXHOE NCXOOHOE Cbipbe TOYHO OTBELLEHO Ui OTMEPEHO B
YNUCTYIO M Hagnexawmm obpa3om MapKMpOBaHHYO Tapy.

168. (5.33) JomkHa npoBoANTLCA HE3aBUCUMMAs NPOBEPKa KaX4oro BbIAAHHOMO MCXOAHOTO Chipbsl, a Takke ero
Macchl unn obbema. Pe3ynbTaTbl NPOBEPKU AOMMKHBI BbiTb 0hOPMMEHbI 4OKYMEHTAbHO.

169. (5.34) WcxopHoe cbipbe, BblAaHHOE AN KaXOoW Cepun, [OOJDKHO XPaHWUTbCA BMECTE U YETKO
MapKMpOBaTbCS.

TexHonormyeckme onepawumn: NPOMeXyTouHas
1 HepaccacoBaHHasi NPoayKLUMS

170. (5.35) lNepen Havanom nOON TEXHOMOrMYECKOW oOMnepauum [OIKHbl  OblTb  MPUHATLI  MEpbI,
rapaHTupyowme, 4to paboyass 3oHa u obopydoBaHME OYULLEHBI M OCBODOXAEHbI OT FOOOro MCXOOHOrO ChIpbS,
NPOAYKUUN, OCTATKOB MPOAYKUMM UNN AOKYMEHTALMMW, HE MMEIOLLMX OTHOLLEHMS K 3anfiaHMpOBaHHOWM onepaumm.

171. (5.36) NMpomexyTouHas n HepacdacoBaHHas NPOAYKUNS OOIMKHA XPaHUTLCSA B Haanexawmnx ycrnoBusx.

172. (5.37) Kputndeckue npouecchl 4OMMKHbI NPOWTU Banugaumio (MyHkTbl 156 - 159 HacTosawmx MNpasun).

173. (5.38) JomkHbl ObITb NpoBeAeHbl U OOKYMEHTarbHO OQOpPMIIeEHbl BCE HEOOXOAMMbIE MepOoNnpuUATUS MO
KOHTPOIIO B MpoLecce Npon3BoACTBa U KOHTPOIK NPOM3BOACTBEHHON Cpeabl.

174. (5.39) Jltoboe cyLLeCcTBEHHOE OTKIOHEHUE OT 0XNOAEMOro BbiXxo4a MPOAYKUMM AOIMKHO ObiTb OhOpPMIIEHO
OOKyMeHTanbHO 1 paccrnegoBaHo.

YnakoBO4YHblE MaTtepuanbl

175. (5.40) 3akynke 1 KOHTPOIO NEPBMYHBLIX U NMEeYaTHbIX YNAKOBOYHbLIX MaTepuanoB, a Takke obpalieHuto c
HUMK HeobXoaMMO yAensiTb TaKoe Xe BHUMaHWE, Kak U1 UCXO4HOMY CbIpbiO.

176. (5.41) Ocoboe BHMMaHuWEe HeOOXOAMMO yAensiTb neyaTHbIM MmaTepuanam. OHW [OMKHbI XPaHUTbCHA B
BesonacHbIX YCnoBuMsX, UCKMYAOLWMX AOCTYN NOCTOPOHHMX nuu. Paspes3aHHble 3TUKETKM M Opyrne paspO3HEHHbIe
nevyaTHble MaTepuarbl OMKHbI XPaHWUTLCS U TPaHCNOPTUMPOBATLCA Pa3fernibHO B 3aKpbITOM Tape, UCKMYalowen ux
nepenytblBaHne. PaspelleHve Ha MCNonb3oBaHWE YNaKOBOYHbBIX MaTepuarnoB [OIDKHO  BbldaBaTbCA  TOMbKO
crneymanbHO Ha3Ha4YeHHbIMY NMLAMKN B COOTBETCTBMU C YTBEPXKOEHHON Npoueaypown.

177. (5.42) Kaxxgo nocTaBke UM CEPUM NEPBUYHBIX UMM MeYaTHbIX YNaKOBOYHbIX MaTepuarnioB OOMKeH ObiTb
NPUCBOEH MAEHTUPUKALNOHHBIN HOMEpP NN AEHTUMUKALMOHHBIA 3HAK.

178. (5.43) lMpocpoyeHHble WM HEMpPUrogHble K WUCMOMb30BaHWIO MeYaTHble MM MePBUYHbIE YNaKOBOYHbIE
MaTepuanbl AOMMKHbI BbITb YHUUYTOXEHbI C AOKYMEHTarnbHbIM OPOPMIAEHNEM.

Onepau,vwl no ynakoBke

179. (5.44) Tpwn cocTaBneHnn MnaHoOB onepauui No ynakoBke 0coboe BHMMaHuMe OOMMKHO OblTb yaeneHo
CBELEHNI0 K MUHUMYMY pUCKa MEPEKPECTHOW KOHTaMMHauuKW, nepenyTbiBaHWs unv nogMmeHbl. He pgonyckaetcs
ynakoBbIiBaTb NPOAYKUUIO PpasnuMyHbIX BUOOB B HEMOCPEACTBEHHOM 6MM30CTU Apyr OT Apyra, 3a MUCKYEHUEM
cny4yaes, NpefycMmaTpuBaoLLnx usnyeckoe pasgeneHue.

180. (5.45) MNMepen Havanom onepauumii NO ynakoBKe AOMKHbI OblTb NPEANPUHSTHI MEpPbI, FrapaHTUPYLME, YTO
paboyasi 30Ha, yNakoOBOYHbIE NIMHWM, MEYaTHbIE MaLUVHbI U Apyroe 000pygoBaHUE SIBAAOTCA YUCTBIMU U HE codepxaT
nobble NCNONb30BaBLUMECS paHee fekapCTBEHHbIE CPEACTBA, YyNakoBOYHbIE MaTepuarnbl UM OOKYMEHTbI, €Crlu OHU
He TpebytloTca Ana 3annaHMpoBaHHOM onepaumn. OuucTka NUHUW OOSMKHA MPOBOAUTBHCS COrMacHO YTBEPXKAEHHON
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181. (5.46) HaumeHoBaHVE N HOMep Cepun YMaKOBbIBAEMOW MNPOAYKLUMN OOMKHbI OblTb yKasaHbl Ha KaKgoMm
YyNakoBOYHOM MECTE WM JIMHUN.

182. (5.47) MNpw nocTynneHnn NpoAyKUMM W YMNAKOBOYHbIX MaTepuarioB Ha y4acTOK YMakoBKM AOSMKHO ObITb
NPOBEPEHO NX KONNYECTBO, NOEHTUYHOCTb M COOTBETCTBME MHCTPYKLMAM MO YNaKOBKE.

183. (5.48) MaTepuanbl NepBUYHON YNAKOBKU Nepes HavyanoMm onepawmmn HanonHeHst A0MKHbl ObiTb YMUCTbIMMU.
Heobxogumo obecneuntb npegoTBpalleHne M ycTpaHeHue mobor KOHTaMuHauuW, TakoW Kak OCKOMKW CTekna u
MeTannmyeckme Yactuupl.

184. (5.49) PekomeHOyeTCsi OCYLLECTBMSATb MapKMPOBKY Kak MOXHO ObiCTpee nocrne pacoBKM U YKYMOPKM.
[ormxkHbl 6bITb NPUHATEI HEOOXOAMMbIE MEpbI, FapaHTUPYIOLLME, YTO HE NPOM3oMAET nepenyTbiBaHUA MM ownboyHon
MapKUpOBKM.

185. (5.50) MpaBunbHOCTL BLINONHEHMS NOOLIX NeYaTHbIX onepauni (HanpuMep, HaHeceHUs HOMEpPOB Cepui,
CpOKa rogHoOCTU), OCYyLLEeCTBNAEMbIX NMOO Kak OTAeNbHasi TeXHorornyeckaa onepaums, nubo B npouecce YnakoBKM,
HeoOXOAMMO TLlaTeNbHO KOHTPONMPOBaTb U 0POPMAATL AOKYMeHTanbHo. Ocoboe BHMMaHWe OOMMKHO ObiTb yAeneHo
PYy4HOWM MapKUPOBKE, KOTOPYIO HEOOXOOUMO perynsipHO NepenpoBepsiTh.

186. (5.51) Ocobble Mepbl MPegoCTOPOXHOCTM LOMKHbI COOMAATLCA MNPU  MCMONb30BaHMM  pa3pe3aHHbIX
3TUKETOK M HaHECEHMU MAapPKUPOBKN BHE IMHUKM ynakoBkW. [ns npepoTBpalleHnsa nepenyTbiBaHUA MedaTHoro
MaTepuana pekoMeHAyeTCs UCMoMb30BaTb 3TUKETKM B PYFIOHE BMECTO pa3pe3aHHbIX 3TUKETOK.

187. (5.52) MNpownssoamnTens JOMKEH NPOBOAUTL NPOBEPKU, rapaHTUPYIOLLNE, YTO BCE SMEKTPOHHbIE YCTPOWCTBA
CUYUTBIBAHUA KOAa, CHETYUKM STUKETOK M aHaNorMyHble YyCTPOMCTBa paboTatoT NpaBUbHO.

188. (5.53) Mapk1poBKa ynakoBOYHbIX MaTepuarnoB, HAHECEHHAs C MOMOLLbIO MeYaTn UM MeTodoM TUCHEHWS,
[OIDKHA ObITb OTYETNIMBOW N YCTONYMBOWN K BbILBETAHUIO UITN CTUPAHWUIO.

189. (5.54) lMpu koHTpOMe npouecca ynakoBKW MPOAYKUMW Ha NWHWAM OOIMKHO NPOBEPSATbCH, B YACTHOCTH,
cnegylwowlee:

a) (a) obLLMIN BHELLHWI BUA, YNAKOBOK;

6) (b) KOMMMEKTHOCTb YNaKOBOK;

B) (C) ncnomnb3oBaHWe Haanexalmx BugoB NpoAyKLMN N YNTAKOBOYHbIX MaTepuanos;

r) (d) npaBmnbHOCTb HaHECEHMS OO0 MapKUPOBKY;

4) (e) npaBnnNbHOCTb paboThbl KOHTPOSbHBIX YCTPONCTB Ha NNHWMW.

190. O6pasLbl, B3siTble C yNaKOBOYHOW NMHUK, HE CriefyeT Bo3BpallaTh NOBTOPHO Ha NUHWUIO.

191. (5.55) Ecnn npu ynakoBke NpogyKuMy BO3HUKNM HenpeaBuAeHHble 0BCTOATENbCTBA, OHA MOXET ObITb
BO3BpalleHa B MPOU3BOACTBO TONBKO MOCHE CneunanbHON NPOBEPKU, MPOBEAEHNUS] pacCrefoBaHNA M C paspeLleHus
nvua, UMelLero COOTBETCTBYKOLLME MONTHOMOYMUSA. YKasaHHble OEeNCTBMA [OOMKHbl ObiTb OgOpMIeHbl B Buae
NpOTOKONa, KOTOPbIN HEO6XOOUMO XpPaHUTb B yCTAHOBIIEHHOM MOPSAKE.

192. (5.56) lMpu cywecTBEHHOM NN HEOOLIYHOM PACXOXAEHMMW, YCTAHOBIIEHHOM BO BpPEMsi COCTaBMEHMS
MaTepuansHoro banaHca, Mexagy KOrM4ecTBOM HepacdacoBaHHOW NPoayKUMK, Ne4aTHOro YNakoBOYHOrO MaTepuana
N YUCIIOM MPOU3BEOEHHbLIX €4WHML, TOTOBOM MPOAYKUUM HeobXoOAMMO MNpPOBECTM paccrefoBaHMe U YCTaHOBUTL
NPUYMHY 3TOrO PacXOXAEHUS 4O Bbl4Aa4M paspeLleHnst Ha BbIMycCK.

193. (5.57) locne 3aBeplleHWs onepauui MO yNakoBKe foOble OCTaBLUMECS YMaKOBOYHbIE Marepuanbl C
HaHECEHHbIM Ha HMX HOMEPOM CepUN AOIMKHbI OblTb YHUYTOXEHbI C NOCNEAYOLWMM AOKYMEHTanbHbIM OOPMIEHUEM.
BosBpaT Ha cknag HeMapKMpOBaHHbIX YMAKOBOYHbIX MaTepuanoB MPOU3BOASAT B COOTBETCTBUMM C YTBEPXKOEHHOMN

npouenypon.
oToBasi NnpodyKumns

194. (5.58) [lo BblgayM paspelLeHns Ha BbIMyCK roTOBas MPOAYKUMS OOMMKHA codepXaTbCsl B KapaHTUHE B
YCNOBMSAX, YCTAHOBMNEHHbIX MPON3BOANTENEM.

195. (5.59) o MOMeHTa nony4veHus paspelleHUs Ha BbIMyCK OOIMKHa ObiTb NpoBedeHa OueHka KadvecTBa
roTOBOW MpPOJYKUMU M HeoOXoAMMOW OOKYMEHTauuu B MOpsiAKe, YCTaHOBMEHHOM nyHkTamu 202 - 236 HacToswmx
Mpasun.

196. (5.60) Nocne Bblaaun paspeLleHns Ha BbiMyCcK roToBas NPoAYKLUMS OOIDKHA XPaHUTLCA Kak MpuUrogHas anis
peanusauum B yCNoOBUAX, YCTAHOBIIEHHbIX MPON3BOAUTENEM.

OTKNOHEHHBbIE, MOBTOPHO MUCNOJNb30BaHHbIE N BO3BpalLlEeHHble
mMaTtepuanbl U NpoayKuna

197. (5.61) OTKNOHEHHbIE MaTepuanbl M NPOAYKUMS OOMKHbl UMETb YETKYI0 MapKUMPOBKY W XpPaHUTbCSA
pasgernbHO B 30HaX C orpaHuydeHHbiM goctynom. OHM nognexart BO3BpaTy MoCTaBLUMKY, nepepaboTtke (ecrnu 3T0
OOMYyCTMMO) MU YHUUTOXEHMIO. J1ioOble BbINOMHEHHbIE OENCTBUSA O0SMKHbI ObiTb OOPMMEHbI LOKYMEHTANbHO W
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CaHKUMOHNPOBaHbI NMLAMU, UMEOLLMMN COOTBETCTBYIOLLME NOMTHOMOYNS.

198. (5.62) MNepepaboTka OTKMNOHEHHOW MNPOAYKLUUWM OOMYCKAETCS B WCKMHYMTENbHBLIX CIyyasix Npu yCroBuu
OTCYTCTBUS yXyALLUEHWS KayecTBa roTOBOM NPoAyKLUMN U BbINONHEHUs Bcex TpebosaHuin cneundukaumi. MNMepepaboTka
OOMMKHa OCYLLECTBRATLCA B COOTBETCTBUM C  YTBEPXKAEHHBbIM MPOMBILMAEHHLIM PEerfnamMeHToM MNocne  OLEeHKU
BO3MOXHOIO pycKa ¢ nocneayoLwmmMm 4OKyMeHTarnbHbIM 0popMIIEHNEM.

199. (5.63) T[loBTOpHOE WCMOMb3OBaHWE BCENW CepuUM WNMU  YacTU paHee MNpPOU3BEOEeHHbIX Ccepui
COOTBETCTBYIOLLIErO KayecTBa MyTeM OObEeAMHEHWs C cepuelnt Takon Xe NpoAyKUMW Ha orfpederneHHoW cTaavu
NPON3BOACTBA, MPEAYyCMOTPEHHOW MPOMBbILMEHHbIM PEerfiaMeHToOM, AOMKHO ObiTb CaHKUMOHWPOBAHO 3apaHee C
YYETOM OLIEHKN BO3HMKaIOLMX PUCKOB, BKMOYas noboe BOSMOXHOE BNUSIHNME Ha CPOK rogHocTW. [eatenbHOCTb no
MOBTOPHOMY MCMOMb30BaHUIO AOMKHA BbiTb OhopMeHa JOKYMEHTabHO.

200. (5.64) HeobxoammocTb AOMOSHUTENBHOrO KOHTPOMNsS NOOOM rOTOBOM MPOAYKUMM, NpOoLUefLlen
nepepaboTky, UM NPOAYKUUW, B KOTOPYK ObiNa BKMOYEHa MOBTOPHO MCMOMb3OBaHHAas npoaykuusi, onpegenser
noapasgeneHne KOHTpOrns KayecTsa.

201. (5.65) BosBpalleHHasi C pblHKA MpPOOYKUWsl, Hag KOTOpOW Obin yTpayeH KOHTPOMlb CO CTOPOHbI
NPON3BOAMTENS, AOIMKHA ObITb YHUUTOXEHa, eCrnv He NOATBEPXKAEHO COOTBETCTBME €€ KayecTBa YCTaHOBIEHHbIM
TpeboBaHvaM. PelueHne O MOBTOPHOW Mpofaxe, NnepemMapkvpoBKE WMV MOBTOPHOM WCMOMb30BaHUM MOXET ObiTb
MPUHATO TONbKO MOCHE crneunanbHOro aHanvsa, NpoBeAeHHOro nogpasgeneHmemM KOHTPONsa kayecTsa B COOTBETCTBUM
C yTBepxaeHHou npoueaypon. MNpu 3TOM HeobxoAMMO YyuuTbiBaTb XapakTep npogykuuu, ee npeabiCTopuio U
COCTOsiHMe, cobriofeHne crneunanbHbiX YCMOBUMI XpaHEHUst U BpeMms, npolwlellee C AaTbl Bbinycka. [pu nobbix
COMHEHUSIX B OTHOLLEHWW KayecTBa NPOAYKUMU He OOMNycKaeTCcs ee MOBTOPHOE MCNOMb30BaHWe Wiv MOBTOPHbIV
BbIMYCK, HO OOMNycKaeTCs ee Xumuyeckas nepepaboTka C Uenbl pereHepauuy akTWBHbBIX WHrpeaneHToB. Bce
BbIMONHAEMble AENCTBUS AOMKHbI BbITb 0POpMMNeHbl AOKYMEHTanbLHo.

KOHTPOJ1b KAYECTBA (I'J1ABA 6)
MpuHumMn

202. KoHTponb kayecTBa BKkIto4aeT B cebsi 0oTOop npob, npoBegeHne UCTbITaHWIA U MPOBEPOK Ha COOTBETCTBME
TpeboBaHnaM cneunduKaLnn, WHCTPYKUMA W OpYrMX OOKYMEHTOB, oOpraHu3aumio paboTbl, [OOKyMeHTarnbHoe
odhopMreHne 1 Bblgady paspeLleHnid Ha Bbinyck. Llenb KOHTponsa kavecTBa - He AONYCTUTb K WUCMONb30BaHUO WU
peanusauuv matepuarnbsl N1 NPOAYKUMIO, He YAOBETBOPSOLLME YCTaHOBMEHHbIM TpeboBaHmnaM. KoHTponb kavecTBa
He orpaHuuMBaeTcsl nabopaTopHbIMM paboTamu, OH JAOMKEH COMPOBOXAATb MPUHSTUE BCEX PELUEHWUN, KacaloLLMXCS
kayecTBa npogykuun. OcHoBoMonaraLwum NPYHLMIOM AN yOOBNETBOPUTENbLHOM paboThl NogpasgeneHns KOHTpons
KayecTBa CUATAETCs ero He3aBUCKMMOCTb OT NMPOM3BOACTBEHHbLIX NoApasaeneHun (MyHkTbl 5 - 23 HacToswwmx MNpasun).

O6bwwme TpeboBaHus

203. (6.1) B cTpykType kaxgoro npou3BOAMTENS [LOIDKHO ObiTb NoApasdenieHne KOHTPONs KavecTsa,
He3aBMCMMOE OT ApYrnx nogpasgenennn. PykoBoguTtenb 3TOro nogpasaeneHns OOMMKEH MMEeTb COOTBETCTBYHOLLYHO
KBanMdukaumo 1 onbiT paboTbl, B €ro NOgYMHEHWUM OOMMKHbI HAXOAMUTbLCA OOHA WM HECKOSIbKO KOHTPOJIbHbIX
nabopatopui. NogpasgeneHne omkHO ObiTb obecnevyeHo AOCTaTOYHbIMKM pecypcamu, Y4Tobbl rapaHTMpoBaTb, YTO
BCE MEPOMNPUSTUSA NO KOHTPOSO KadecTBa NPOBOAATCS 3(PHEKTUBHO U HAOEXKHO.

204. (6.2) OcHoBHble 06513aHHOCTM PYKOBOAUTENS NOAPa3aeNeHns KOHTPOSA KadecTBa U3NoXeHbl B MyHKTax 24
- 45 nactoswumx NMpaeun. Ha nogpasaeneHne KOHTPOsS KadecTBa MOryT ObiTb BO3MOXEHb! MHbIe 0653aHHOCTM, B TOM
uncrie paspaboTka, Banugauus M BHeOgpeHMe BCEX MNpouedyp MO KOHTPOSO KayecTBa, XPaHEHWE KOHTPOJSIbHbIX
00pasyoB MCXOQHOMO Cblpbsl, YNAKOBOYHbIX MaTepuarnoB M npogykuuun, obecnevyeHne npaBUIIbHOM MapKUPOBKU
YNakoBOK C WCXOOHbIM ChIpb€M W NpPOAyKUMEW, HabnogeHve 3a CTabunbHOCTBK  NPOAyKuuKW, yyacTue B
paccrnegoBaHUU NPETEH3UN B OTHOLLEHMM KadyecTBa Npoaykuuun. YkasaHHble 00A3aHHOCTU AOMKHbI BbIMNOMHATLCA B
COOTBETCTBMM C YTBEPXKAEHHBIMU Npoueaypamm 1 Npyu HeobxoanmMocTy ohpopMIATECA AOKYMEHTArbHO.

205. (6.3) lMNpu oueHke kavecTBa FOTOBOW MPOOYKUWMWM AOIMKHbI paccMaTpuBaTbCsi BCE COOTBETCTBYHOLLME
ghaKkTopbl, BKMYas YCrNOBUS MNPOM3BOACTBA, pe3ynbTaTbl KOHTPONS B MNpouecce Mpou3BoAcTBa, 0030p
NPOVN3BOACTBEHHOW OOKYMEHTauuMn (BKMoYas OOKYMEHTaUMIO Ha YMaKoBKy), COOTBETCTBUE crneuudukaumsam Ha
rOTOBYIO MPOAYKLMIO U NPOBEPKY OKOHYATENBHON YNaKOBKN FOTOBOW MPOAYKLIMW.

206. (6.4) MNepcoHan nogpa3feneHns KOHTPONs KayecTBa AOMKEH MMeTb OOCTYN B MPOM3BOACTBEHHbLIE 3OHbI
ans otbopa npob 1 NnpoBeaeHUst HE0BXOAUMbIX UCCNeaoBaHUNA.

I'Ipanu'la Haanexatwlero na6opaTopHoro KOHTPOJIA Ka4ecTBa

207. (6.5) lNMomeweHna n obopyaoBaHMe KOHTPOSbHbLIX nabopaTtopun OOMKHbI COOTBETCTBOBATbL O6LWMM 1
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cneumanbHblM TpeboBaHUSM, MpeabsABNAeMbIM K 30HaM KOHTPOSsS KavyecTBa, YCTAHOBMEHHbIM MyHKTamu 46 - 91
HacTosAwwmx MNpasun.

208. (6.6) NepcoHan, noMeleHnsa n obopyaoBaHue nabopaTtopuii AOMMKHbI COOTBETCTBOBATb BMAY M 0ObeEMy
npom3BoacTBa. B oTgenbHbIX cryyasdx [AOMyckaeTCsi WUCMOMb30BaHWE CTOPOHHWX nabopaTtopuin npu  yCrioBum
BbINOMHEHNS UMK TpeboBaHWI, U3NOXEHHbIX B NyHKTax 237 - 255 HacTosAwmx [pasun, n BHECEHNST COOTBETCTBYOLLUX
3anncen B JOKYMEHTbI MO KOHTPOSIO KavyecTsa.

OokymeHTaumns

209. (6.7) JokymeHTauus KOHTPONbHbIX TabopaTopuin AOIMKHA COOTBETCTBOBATL TPEOOBAHUAM, U3NOXKEHHBIM B
nyHkTax 92 - 134 Hactoswux Npasun. BaxHas YacTb 3TOM AOKYMEHTaLMM OTHOCUTCS K KOHTPOSIO KayecTea.

210. B nogpasgeneHnn KOHTPoONs kayecTBa AofkHa BbiTb Nerko 4OCTynHa crneyloLwasa AoKyMeHTauums:

cneuundunkauuu;

npouenypbl 0T60pa nNpoo;

METOAMKN 1 AOKYMEHTbI MO NPOBEAEHHbIM UCMbITAHUSAM (B TOM YMNCIE aHaNUTUYECKME OMepauMOHHbIE NIUCTBI U
(nnn) nabopaTopHbIe XXypHarbl);

aHanuMTu4ecKkne oT4yeThbl U (M) LOKYMEHTbI, MOATBEPXKAAMOLLNE KAYECTBO;

pesynbTaTbl MOHUTOPUHIa NPON3BOACTBEHHON cpeabl, rae TpebyeTcs;

NPOTOKONNbI BanugaumMm MeToanK UCTbITaHWIA, rAe NPUMEHUMO;

npouenypbl U NPOTOKOSbI KANMBPOBKM NPUOOPOB U TEXHUYECKOTO 06CNYyXMBaHWUA 060pyaoBaHMS.

211. (6.8) Illobas goKymeHTaumMs Mo KOHTPOM KayecTBa, OTHOCSLLASCS K 3anmMcsaMm Mo MpOu3BOACTBY Cepui
NPOAYKUUN, AOIMKHA XPaHMTBCS B TEYEHNE OQHOTO roga Mocre WCTeYeHMs Cpoka rogHOCTUM CEpUM M B TeYEeHWe He
MeHee NATK NeT NOCre OLEHKN COOTBETCTBUS CEPUN YNONTHOMOYEHHbIM JIMLIOM B YCTAHOBMEHHOM nopsigke (NOAnyHKT
"B" nyHkTa 28 HacTosawwmx [Npasun).

212. (6.9) Onsa HekoTopbIX BMAOB AaHHbIX (Hanpumep, pesynbTaToB aHanuTUYEeCKUX WCMbITaHUA, BbIXOAa
roTOBOWM NPOAYKLMUN, NapameTpoB MPON3BOACTBEHHON Cpefbl) PEKOMEHOYETCS XPaHUTb 3anucu B Buae, No3BossoLWEM
OLUEeHVBaTb TEHAEHUNN U3MEHEHUSA NapaMeTpoB.

213. (6.10) B gononHeHune kK MHGopmMauumn, ABMASIOWENCS 4YacTbld AOCbEe Ha CEpPUO, AOSMKHbI COXPAHATLCA W
ObITb NErkogoCTYMHbIMU APYrMe UCXOOHbIE AaHHble, Takne Kak nlabopaTopHbIe XXypHarnbl 1 (MnK) 3anucu.

OT60p Npob

214. (6.11) [llpousBoauTenb [OOIDKEH OCYLLECTBIATL OTOOpP Npo0 B COOTBETCTBUM C  YTBEPXKOEHHLIMU
npouenypamu, KOTopble ONpeaensioT:

cnocob otbopa npobsi;

ncnonb3dyemoe obopynoBaHue;

KOnmM4ecTBO 0bpasLa, KOTOpPoe LOMKHO ObITb 0TOOPaHO;

npouenypbl No pasgenexHuto oTobpaHHoro obpasua Ha YyacTu (Npy HeobxXxoaAnMOoCTK);

TUMN U COCTOSIHME Tapbl, UCMONb3yeMON AN oTbopa Npobbl;

noeHTnmrKauunio Tapbl ¢ 0To6paHHBIMK MpobGamMu 1 Tapbl, U3 KOTOPOK ObinM 0To6paHbl NPO6HLI;

nobble ocobble Mepbl NPEAOCTOPOXHOCTU, KOTOPbIE HEOOX0ANMO cobntoaaTth, 0cobeHHO npu oTbope obpasLoB
CTEPUIbHbIX U BPELHbIX BELLECTB;

YCIOBUS XpaHEHWs;

npouenypbl N0 OYUCTKE U XpaHeHuto obopyaoBaHusa ons otoopa npob.

215. (6.12) OToGpaHHbIe KOHTPONbHbIE 00pas3Lbl OOIMKHbI MPEeACTaBnsATb COOON NpeAcTaBUTENbHYH BbIOOPKY
CEpPUN UCXOAHOMO Cbipbsl, YNakOBOYHbIX MaTtepuanoB WnuM roToBoW npoaykuun. MoryT ObiTb Takke oOTOOpaHbI
OOMNONHUTENbHbIE 00pas3ubl AN MOHUTOpUHra Haubonee BaXHbIX 3TanMoB Mpouecca (Hanpumep, ero Havana wunm
OKOHYaHus).

216. (6.13) Ha aTukeTke Tapbl ¢ 0TOOpaHHbIMKM 0OpasLamMu [OIMKHbI ObITb yKasaHbl ee CoAepXuMmMoe, HOMep
cepun, gata otbopa npob, a Takke 06o3HaYEeHNE YNaKOBKM, U3 KOTOPOW 3T Npobbl OblNM 0TOBpPaHsI.

217. (6.14) JononHutenbHble TpeOOBaHNS B OTHOLLEHUN KOHTPOJIbHLIX M apXMBHbIX 0Opa3uoB NpUBEAEHbLI B
MpunoxeHun N 18 kK HacToAwmm MNpasunam.

MpoBeneHue UcnbiTaHWi

218. (6.15) MeToOMKM KOHTPONS KavecTBa LOIMKHbI ObITb BanuaupoBaHbl. Bce ucnbiTaHus, NpuBeLeHHbIE B
perncTpaumoHHOM A0Cbe, AO0MMKHbI ObiTb NPOBEAEHLI B COOTBETCTBUN C YTBEPKAEHHBIMU METOANKAMM.

219. (6.16) Nony4eHHble pe3ynbTaTbl UCMbITAHUIA JOJMKHBI ObITb JOKYMEHTaNbHO 0hOPMITEHbI 1 MPOBEPEHbI A1
rapaHTUM Ux COOTBETCTBMS ApYr Apyry. Bce pacyeTbl 4OMKHbI TLATENbHO NPOBEPSATLCS.
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220. (6.17) MNMpoBoanMble UCNbITAHUSA OOMKHbI PErMCTPUPOBaTLCA C YKa3aHWMEM B [JOKYMEHTax, B TOM 4ucne
crnegylLwmnx aHHbIX:

a) (@) HaMMeHOBaHUE VICXOAHOMO ChbIpbsl, YNaKOBOYHbIX MaTepuanoB WAV MPOAYKUUM U NpU HEODXOAMMOCTU
nekapcTBeHHOW OOPMbl;

6) (b) Homep cepuun, NPMCBOEHHbIN NPY NPUEMKE, U, TAe NPUMEHUMO, HOMEpP cCepuy NPOU3BOAUTENSHA, a Takke
HavMeHOoBaHWe NpPoun3BoanTENs 1 (MNK) NOCTaBLLMKa;

B) (C) CCbIfnika Ha COOTBETCTBYIOLLME crneundurKaumm n npouenypbl MCNbITaHWI;

r) (d) pesynbraTbl MCMbITAHUA, B TOM 4Yucre HaONIOOEHWS, BbIMUCIIEHWS,, U CCbIIKW Ha BCE [AOKYMEHTHI,
cofepalime pesynbTaTbl MPOBEAEHHbIX aHaNM30B;

n) (e) maTbl NpoBeaeHUs NCMbITaHWUN;

e) (f) damunum n nHMumansl nNuu, NPOBOAMBLLMX UCTbITAHNE;

X) (g) bamunumn 1 MHUUManNbLI Nud, NPOBEPUBLLMX NPOBEAEHWE WUCMbITAaHUW W pesynbTaTbl BblYUCNEHUN, rae
NPUMEHUMO;

3) (h) ogHO3HaYyHOE 3aKkntoYeHne O Bblgave paspeLleHnst U OTKITOHEHUN MpoayKunM (MM Opyroe pelleHne o
cTaTyce NpoayKuun), Aata u NoOANUCb OTBETCTBEHHOIO Nuua.

221. (6.18) Bce onepaunm no KOHTPOSK B MpoLiecce MNpOM3BOACTBA, BKMHOYAsi Te, KOTOPblE BbIMOSHSKTCS B
NPOM3BOACTBEHHOW 30HE MPOM3BOACTBEHHBIM MNEepcoHanoMm, Heobxooumo OCyLecTBASATb B COOTBETCTBUM C
MeToaMKamu, yTBEePXOEHHbIMW NogpasaeneHnemM KOHTPONs KayecTBa, a UX pesynbTaTtbl AOMKHbl 6biTb OOpMIeHbI
OOKYMEeHTanbHo.

222. (6.19) Ocoboe BHMMaHWE HeOOXOAMMO YOenATb KadecTBy JlabopaToOpHbIX pPeakTMBOB, MEPHON
nabopaTopHoW NocyAbl 1 TUTPOBaHHbIX PaCTBOPOB, CTaHAAaPTHbIX 00pa3uoB U NMTaTenbHbIX cpeq. VIx npurotoBneHvne
M NOAroTOBKa AOIMKHbI COOTBETCTBOBATL TPEOOBaAHNAM YTBEPXKAEHHbBIX MHCTPYKLIMA.

223. (6.20) JlabopaTopHble pacTBOPbl PEakTMBOB [OOSPKHbl WMMEeTb MapKMpoBKY C YyKkasaHvem Aathbl
NPUroTOBMNEHUS U C NOANUCAMW UCMoNHUTENen. Ha aTukeTke AomxkeH ObiTb yka3aH CpPOK FOAHOCTM HecTabunbHbIX
peakTMBOB M NUTaTeNbHbIX CPeA M cneuunduieckme ycnoBust UX XxpaHeHus. [ns TMTPoBaHHbLIX pacTBOPOB HEOOX0AUMO
yKasbiBaTb AaTy NOCMeOHEro yCTaHOBIEHNSI TUTPA M COOTBETCTBYIOLLMIA NONPaBOYHbIA KOI(PPULNEHT.

224. (6.21) lMpn HeobGxoAMMOCTM Ha Tape cnedyeT ykasbiBaTb AaTy MOMyYeHUs KaXdoro BeLLecTBa,
MCnonb3yemoro And npoBedeHus UCMbITaHWA  (HanpyMMep, peakTMBOB W CTaHOapTHbIX  obpasuoB), C
COOTBETCTBYIOLUMUN NHCTPYKUUSMU NO €r0 UCNOMNb30BaHMIO U XpaHeHuto. B HekoTopbIX criyyasx nocne nonyvyeHus
UNn nepea MCNoNb3oBaHMEM peakTUBa MOXET BO3HWKHYTb HEeOBXOAMMOCTb MNPOBEAEHMS €ro MUCMbITaHUs Ha
WMOEHTUYHOCTb 1 (UIn) APYroro UCMbITaHUS.

225. (6.22) )KnBOTHbIE, UCNONb3yeMbIE AM1S1 KOHTPOMsSi KOMMOHEHTOB, MCXO4HOTO Chipbs UMW MPOAYKLUMMW, OOJIKHbI
npy HeOOXOAMMOCTM NOMeLLaThCs B KApPaHTUH Nepef Havyanom paboTbl C HAMUW. YX04 3@ >KUBOTHBIMM U UX KOHTPOIb
OOMXKHbl OblTb OpraHu3oBaHbl Takmm 06pas3oM, 4ToObl obecneunTb WX MNPUrogHOCTb Afs WUCMOMb30BaHWS MO
HasHa4vyeHuo. XXMBOTHbIE JOSMKHbI ObITb MapKUpOBaHbI, a AaHHbIe O NpeaLwecTByloLwen paboTe C HUIMWU OOMKHbI OblTb
odpopMMeHbl AOKYMEHTamnbHO.

I'Iporpamma nocnenywowiero nay4eHua crabunbHocTn

226. (6.23) MNocne Bbinycka B obpalieHne HeobxoamMmMo NpoBOANTE MOHUTOPUHE CTabUNBHOCTM NIeKapCTBEHHOIO
npenapaTta B COOTBETCTBMM C NPOrpaMMON, KOTOpasi NO3BOMNUT BbISIBUTL Kakve-nnbo npobnembl co CTabunbHOCTbIO
nekapCTBEHHOro npenapaTa AaHHOro cocTaBa B NOTPEOUTENbCKOW YynakoBKe (HampuMmep, M3MEHEHUs codepxaHus
npumecen unu Npounst PpacTBOPEHUS).

227. (6.24) Uenbio nporpammbl nocnegymwowero M3ydYeHus  cTabunbHOCTM  SIBNSAETCA  MOHUTOPUWHT
rfiekapCTBEHHOrO npenapaTta B TeYeHMe BCEro Cpoka rogHOCTU U OnpefdeneHne Toro, YTO OH COOTBETCTBYET CBOEW
cneundmrkaumm npm cobniogeHnmn yCnoBui XpaHeHm s, ykasaHHbIX B MapKMpOBKe.

228. (6.25) BblweykasaHHble TpeboBaHWS OTHOCATCH, rMaBHbIM 06pa3oM, K TFOTOBbIM JIEKAPCTBEHHbIM
npenapaTtam B NOTPebUTENbLCKOM YNakoBke, HO HEOBXOAMMO TakkKe BKIIOYMTL B MporpaMMy nocriegyowero nsyyeHus
cTabunbHOCTM HepacdacoBaHHyl0 Npoaykuui. B uacTHOCTM, ecnum  HepacdacoBaHHYO MPOAYKLUIO  XPaHAT
ONUTENbHOE BPeEMS 4O YNAKOBKU U (MNN) Nepeaaym ¢ Npou3BOACTBEHHONO y4acTKa Ha y4acToK yNakoBKu, Heobxoanmo
M3yunTb U OLUEHUTb BIUSHME 3TOro pakTopa Ha CTabMIbHOCTbL [OTOBOW MNPOAYKLUMU MpU  COOTBETCTBYHOLLMX
napameTpax OKpyxXawLlen cpefbl. YkaszaHHOe TpeboBaHMe MPUMEHSIETCA TakkKe K MPOMEXYTOYHOM MNPOAYKLUW,
KOTOpasi XpaHUTCS U MCNONb3yeTcs B TedeHne AnnTenbHoro nepuoga. iccnegosanme ctabunbHOCT NeKapCTBEHHOIO
npenaparta, KOTOpbI FOTOBUTCSA HENOCPEACTBEHHO Nepe NpUMeHeHneMm, NpoBOAAT Npu paspaboTke nekapcTBEHHOro
npenapara. BknioyeHne Taknx nekapcTBeHHbIX NpenapaToB B MporpamMmmy MocrneayoLero ndy4eHns ctabunbHocT1 He
Tpebyetca. OgHako, ecnv NPUMEHMMO, MOXET MPOBOAMTBCS MOCMeayolee U3ydYeHne CTabuNbHOCTU TaKoro
npenapara.

229. (6.26) MNMporpamma nocnegyroLwero n3y4eHmst CTabunbHOCTU JOIMKHA ObiTb OYOpMIIeHa OOKYMEHTanbHO B
COOTBETCTBMM C TpeboBaHWUsIMW, YCTaHOBMNEHHbIMU NyHkTamMu 92 - 134 HacTosAwmx NMpaBun, a pesynbtaTtbl paboThbl
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odopmneHbl B Buae oTyeTa. OOGopygoBaHWe, UCMNONb3yemoe NS U3YyYeHUst CTabunbHOCTUM (B 4aCTHOCTW,
KNMMaTu4yeckne Kamepbl), OOIDKHO ObiTb KBanuUUMpPOBAHO W OOMKHO OOGCNyXuBaTbCd B COOTBETCTBUM C
TpeboBaHNSIMN, YCTAHOBMEHHbIMM NyHKTamMu 46 - 91 HacTtoswmx [Mpasun u MNpunoxeHnem N 15 k HacTosWUM
MpaBunam.

230. (6.27) O1yeT 0 paboTe nNo nporpamme NOCMNEAYOLEro N3y4eHns cTabunbHOCTN AOMKEH BKNoYaTb B cebs
BECb Nnepuoa 0o UCTedeHUs cpoka roaHOCTU NPOAYKLUMM U COAepXKaTb, B YAaCTHOCTU, CrieaytoLllme AaHHble:

Homep(a) cepun(i) Ana pasnuyHbIX JO3UMPOBOK U pasHbIX pa3MepoB Cepuin, rae NPUMEHUMO;

OaHHbIE O (PU3NYECKNX, XMMNYECKUX, MUKPOOMONOrMYECKMX M BUOMNOrMYECKUX METOAAX UCNbITAHWIA;

KpUTEpUM NpMeMIieMocTy;

CCbINIKM Ha MeTOAbl UCTIbITaHWI;

onucaHue Braa ynakoBKM;

NepUoOaNYHOCTb UCTbITAHWUI (TOYKU KOHTPOIS BO BPpEMEHN);

onuncaHue ycroBuii XpaHeHus (He0OXOAMMO UCMONb30BaTb CTaHAAPTU3MPOBaHHbIE B HOPMAaTUBHbLIX MPaBOBbIX
akTax Poccuickon Pegepaummn ycrnosus AN ANUTENBHOTO MCNbITAHUS CTabWbHOCTW, COOTBETCTBYHOLLME OAHHBLIM
pervcTpaumoHHOro 4oChe);

apyrve HeobxoamMble nokasatenu, cneunduyeckne Ans JaHHOro fiekapCTBEHHOro npenapara.

231. (6.28) OtyeT 0 pabote MO MporpaMme MNoOCnedywLero U3ydyeHus CTabunbHOCTU MOXET OTnMyaTbCA OT
oTyeTa O nepBoHavyanbHOM ANUTENBbHOM UCMBbITAHUU CTabuUnbHOCTU, NPEeACTaBNEHHOr0 B PerucTpauuoHHOM [OChbe,
npuv ycnoBum 000CHOBaHUSA U LOKYMEHTANbHOMO 0gOpMIIeHMst B oT4eTe (B TOM 4uCrie OTNMYMUSt B MEPUOLAMYHOCTU
UCMbITaHWN).

232. (6.29) Yucno cepuii 1 NEPUOANYHOCTb UCTIbLITAHMI LOMKHbI obecnevMBaTb AOCTATOYHbIA 00bEM AaHHbIX
ONd npoBedeHVs aHanu3a TeHOEHUMN uaMeHeHusi. B mporpammy nocrnegylowero u3yvyeHust eXerogHo [AorhkHa
BKMOYATbCA KaK MUHUMYM OfHa Cepusi NPOU3BEAEHHOrO JIEKAPCTBEHHOrO Mpenapara B KaX4oW [O3MpoBKE U B
KaXkgoMm Buae nepBUYHON YNakoBKU. VICKNOUYeHMEM SBSIOTCA cryvau, Korga B TeYeHwe roga He npou3BedeHO Hu
OOHOW CEpUN [OaHHOrO JeKapCTBEHHOrO npenapaTa, ecnv uHoe He OygeT oOocHoBaHO npowusBoauTenem. [ns
nekapCTBEHHbIX NpenapaToB, NocneayLlee nlyvyeHne cTabunbHOCTH KOTOPbIX TPEOYET NCMOMb30BaHMSA XUBOTHBLIX U
He CyLLlecTByeT afnlbTepHaTMBHbIX BannanpoBaHHbIX METOAMK, MEPUOANYHOCTb KOHTPOIS MOXET ObITb YCTaHOBIEHA Ha
OCHOBaHWUM OLeHKM pUcKkoB. MoryT mcrnonb3oBaTbCA pPaMOYHblE UMM MaTpuyHble CTPYKTYPbl MPU OOKYMEHTaNbHOM
0POPMITEHUN, ECITN UX NPUTOAHOCTb COOTBETCTBYIOLLMM 06pa3om Hay4yHO 06oCHOBaHa.

233. (6.30) B HekoTOpbIx crnydasx B nocrneaylowee U3ydeHne CTabunbHOCTW OOSMKHbI - BKNOYaThCA
JononHuTenbHble cepun. B yacTHocTu, nocnegytouiee m3ydeHue CTabunbHOCTM HEeOOXOAMMO MpPOBOAWMTL MNocne
noBOoro 3Ha4YUTENBHOIO N3MEHEHMWS UMW 3HAYMTENBHOIO OTKIMOHEHWS B MpoLecce MpPOM3BOACTBA WM YMAKOBKU. 3TO
e OTHOCUTCA M K NobbIM onepauusamM no NoBTOpHoW obpaboTke, nepepaboTke nnu pereHepaunm.

234. (6.31) Pe3ynbTatbl nocriegytoLliero M3yyeHnss CtabunbHOCTM LOMXKHbI ObiTb LOCTYMHbI OTBETCTBEHHOMY
nepcoHany nm ocobeHHO ynonHomodeHHOMY(bIM) nuuy (Muam). Ecnmv nocnepywowlee wmsyveHue CTabunbHOCTU
OCYLLECTBMSIETCS HE Ha MeCcTe NPOU3BOACTBA HepacdacoBaHHOM UMY FOTOBOW MPOAYKLMK, TO MEXAY Y4YacTBYHLLUMU
CTOPOHaMM [OJIKHO ObITb OGPOPMIIEHO COOTBETCTBYHOLLEE cornaweHve. PesynbTaTtbl Mnocnenyrowero maydeHus
CTabUNbHOCTU OOMKHbI HAXOAMUTBLCS HA MecTe NMPOU3BOACTBA AN NPeACTaBNeHMs YyNONHOMOYEHHOMY heepansHomy
OpraHy UCNONHWUTENbHON BracTu.

235. (6.32) [lMpousBoauTenb AO/MKEH aHanM3MpoBaTb CryvauM BbiXxoda 3a npedenbl crneuudukaumm u
CYLLECTBEHHbIE HETUMNU4YHbIE TeHaeHumn. JIlobor noaTBEPXKAEHHBIM BbIXOA 3a npefensl cneundukaumm  unm
CYLLIECTBEHHbIE HEraTMBHbIE TEHAEHLMN AOMKHBI JOBOAUTLCSA OO CBEAEHMS YNONHOMOYEHHOro dhefeparnbHOro opraHa
MCMNOMHMTENBHOW Bnactu. B cooTBeTCTBMM C TpebOBaHUSAMW, YCTAHOBMEHHbIMU MyHKTaMu 256 - 272 HacToswmx
MpaBur, a Takke Npu KOHCYNbTaLUMK C YNOMHOMOYEHHBIM dhedeparnibHbIM OPraHOM MCMONMHUTENBHOW BnacTu crnegyet
paccMOTPETb BO3MOXHbIE AENCTBUS B OTHOLLEHWN CEPUIA, HAXOOSLMNXCS Ha PbIHKE.

236. (6.33) 3aknoyeHnss No U3yyeHuto CTabunbHOCTM, B TOM UYMUCE MPOMEXYTOYHbIE BbIBOAbLI, AOSMKHbI
0hOopMIIATLCA AOKYMEHTarnbHO. [laHHbIe N0 CTabUNbHOCTY cnegyeT nogsepratb NepMogMyYeckomy 063opy.

OEATENBHOCTb, MEPEJABAEMASI NS BLINONHEHNS OPYTOM
OPIAHW3ALIMM (AYTCOPCWHI) (TNABA 7)

MpuHUmMn

237. Iliobasa aearenbHOCTb, Ha KOTOPYIO pacrnpoCTpaHaTCa HacTodwme lNpaBuna n koTopas nepegaHa apyrow
(cTopoHHeN) opraHu3aumy (NepegaHa Ha ayTCOPCUHN), Hagnexaiwium obpa3oM OnpeaensieTcs, CornacoBbiBaeTCs U
KOHTpONMpyeTcs BO N30exaHne pa3HOYTEHNI, CNOCOBHLIX NMPUBECTY K HEYAOBNETBOPUTENBHOMY Ka4yecTBY NPOAYKLMU
U BbINONHAEMbIX paboT. [oroBop Mexay 3aka3uyvMkOoM W UCMOMHMTENEM 3akmiyaeTcsi C yKasaHWeM 4YeTko
onpeeneHHbix 00513aHHOCTEN KaXXOOW M3 CTOPOH WM MpedycMaTpuBaeT MOPSAOK LEWCTBUM U OTBETCTBEHHOCTb
YNOSTHOMOYEHHOTO NLA 3a Bbidayy paspeLlleHns Ha BbIMyCK KaXaon cepum npoayKumm.
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238. TpeboBaHus, ycTaHOBMEHHble NyHkTamu 237 - 255 HacTosiwmx MpaBun, He OTMEHSIOT COOTBETCTBYIOLLMNX
obs3aHHOCTeNn npom3soanTenel No opMmnpoBaHMIO PerMcTpaLMoHHOro OCke U HEOOXOAMMOCTN HanmMums FIMLEH3NUM
Ha NPOW3BOACTBO fleKapCTBeHHbIX cpeacTB. OHWM He ycTaHaBMMBAKOT OTBETCTBEHHOCTb WCMOMHWTENS WM 3akasyuka
nepea notpebuTtenem, koTopas onpeaeneHa MHbLIMM HOpMaTMBHBLIMU NPaBOBbLIMK akTamu Poccuiickon ®eaepavumn.

O6wwme TpeboBaHMA U pekoMmeHaaLmm

239. (7.1) B goroBop, N0 KOTOPOMY OCYLLECTBIAETCS Nepefada AeATeNbHOCTM HA ayTCOPCUHI, PEKOMEHZyeTCst
BKITIOYaTb YKa3aHUs Ha NPOAYKUUi0, paboTbl UMM yCryru, OCyLIeCTBIEHME KOTOpbIX MepefaeTcsl Ha ayTCOPCMHI, a
Takke BCe CBA3aHHbIE C TAKON OEATENbHOCTBIO TEXHNYECKME N MHbIE COrMaLLeHNs K OroBopy.

240. (7.2) Jorosop, No KOTOPOMY OCYLLUECTBNAETCA nepegada OedTenbHOCTU Ha ayTCOPCUHI, a Takke BCe
NpeanoXeHHble U3MEHEHUS TEXHUYECKMX UMW WMHbIX COrnalleHUWn [OMKHbl COOTBETCTBOBATb 3aKoOHOOATENbCTBY
Poccuiickon ®enepauuu n peructpaumoHHOMY A0Cbe Ha COOTBETCTBYHOLLYIO MPOAYKLNIO.

241. (7.3) Ecnu topuguyeckoe nvuo, Ha WUMS KOTOPOrO BblAaHO pPEerncTpauMoHHOe YOOCTOBEpPeHME, W
Npon3BOAMTENDb HE ABMSTCA OAHON OpraHn3auuen, To MeXay HUMMU OOMKHbl ObiTb 3akMYeHbl COOTBETCTBYHOLLME
corfnaleHnsa ¢ y4eToM MNOSIOKEHUN, YCTaHOBMEHHbIX NyHKTaMu 237 - 255 HacToAwmx Npasun.

3akasuuk

242. (7.4) ®apmaLeBTMYECKasa CUCTEMA KavyeCcTBa 3aKa34yMka OMKHaA BKIMoYaTb B ce0SA KOHTPONb M MPOBEPKY
ntobon AeaTenbHOCTN, NnepeaHHON Ha ayTCOPCWHT. 3aka3vuK rapaHTUpyeT NpoBeAeHWe KOHTPONs AeATerbHOCTH,
nepeaaHHoON Ha ayTCOPCUHT. STOT KOHTPOMb AOSMKEH BKMAOYaTh MPWHUMMLI YNpaBreHWs puckaMu Ans KavecTBa M
YUUTbIBATb HKENPUBEAEHHbIE NMOSIOXEHUS.

243. (7.5) o nepepayn OeATENbHOCTM Ha ayTCOPCUHI 3aka3uuk AOImkeH ybeauTbcs B npaBoOCnoOCOBHOCTU
NCMONHUTENS (B TOM YMCIie B HanmuMuuMm y Hero HeobxoaMMoW B COOTBETCTBMM C 3akoHodaTenbcTBom Poccuickon
depepaumn nMUEH3UN), B €ro KOMMETEHTHOCTM U HanWyMM y Hero BO3MOXHOCTM BbIMOMNHWUTL obs3aTtenbcTBa Mo
AOroBopy Hagnexawum obpasom B COOTBETCTBMM C TpeboBaHusMu HacToawmx [Mpasun. PekomeHayeTcs Takke
BKNtOYaTb B AOroBOpP NonoxeHus, obecneyvsaroLume BbinonHeHne Tpebosanuin HactoAwmx MNpaswn.

244, (7.6) 3akas3umk OOIMKEH NPeoCTaBUTb UCMONTHUTENIO BCIO MHGpOpMALMIO U CBeAeHuns, Heobxoaumble AN
Haanexallero UCMNOMHEeHUs NpeayCMOTPEHHbIX OOroBOpOM 06A3aTenbCTB B COOTBETCTBUM C  3aKOHOAATENbCTBOM
Poccuinckon ®egepauunn 1 perncTpaumoHHbIM Aocke. 3akasuuk JOMKEeH rapaHTMpoBaTh, YTO UCMONHUTESb MOSTHOCTLIO
ocsegomsieH 060 Bcex hakTopax, CBA3aHHbIX C NPOAYKUMEN WUNW OeATenbHOCTbIo, nepefaBaemMoV Ha ayTCOPCMHT,
KOTOpble MOryT NpeAcTaBnsaTe ONACHOCTb ANA ero noMeLLeHnin, 06opyaoBaHnsa, nepcoHana, MCXOOQHOro Cbipbs UMv
Opyron NpoayKumm.

245, (7.7) 3aka3yvk OOIMKEH KOHTPONMPOBATb W MPOBEPATb AEWCTBUS MCMOMNHWUTENS, a Takke BHeApeHue
nucnonHuTenem noboro HeobxoanUMOro ynyyLleHus.

246. (7.8) 3aka3uuk ABnSeTCs OTBETCTBEHHbLIM 3a MPOBEPKY U OLEHKY 3anvcern U pesyrnbTaToB, CBA3aHHbIX C
OeATenbHOCTbIO, NepeaHHON Ha ayTCOPCUHI. 3aka3uuk OOoMmkeH ybeanTbCsi CaMOCTOSTENbHO WM Ha OCHOBAaHMM
MOATBEPXAEHNS YMONHOMOYEHHOrO NWLA MCNOMHUTENS, YTO BCHA MPOOYKUMSA M MaTepuarnbl, MNOCTaBfEHHble eMy
ncnonHuTenem, 6einn npomssefeHsl B COOTBETCTBUM C HacToAwWwmMm Npasnnammn U perucTpaumoHHbIM JOChe.

WcnonHutenb

247. (7.9) cnonuutenb OOMKeH MMeTb Heobxoaumble 3HaHWS, OMbIT M KOMMETEHTHbIA MepcoHarn, a Takke
pacnonaratb COOTBETCTBYIOLLMMW NOMELLEHMSMW, 000pYyAOBaHNEM ANS HaAnexallero UcrnosiHeHus ob6a3atenscTe Mo
[OroBopy.

248. (7.10) VcnonHutenb AOOMKEH yOOCTOBEPUTLCS, UTO BCS NPenoCTaBfieHHast eMy npoayKuus, UCXOopHoe
Cbipbe, YNaKkoBOYHbIE MaTepuansl U CBeAEHUS NPUroaHbl AN UCNOMNb30BaHWS NO Ha3HAYEHMIO.

249. (7.11) UcnonHutenb He [OmKeH NepefaBaTb TPETbEN CTOPOHE paboTbl UMM YCNYrn, MOPYYEHHbIE eMy MO
Jorosopy, 6e3 npefBapuTENBHOIO PAcCMOTPEHMS U COMMacoBaHMA C 3aka3yukoM. [lpy 3akmoyeHuMn cornaileHus
MeXay UCMIONTHUTENEM U TPETLEN CTOPOHOM AOSHKHa ObiTb OobecneyeHa rapaHTusl TOro, YTO WHMopMauus, BKo4vas
cBefeHnss o6 oOueHKe COOTBETCTBUS TPETbEW CTOPOHbI, MPEAOCTaBMseTCs TakMM >Xe o0pas3om, Kak Mexay
nepBoHaYarnbHbIMU 3aKa34YMKOM U UCMOSTHUTENEM.

250. (7.12) UcnonHnTenb He JOSMKEH NPON3BOAUTL HECAHKLMOHUPOBAHHbIE U3BMEHEHUS, BbIXOASLIME 3a paMKu
[0roBopa, NoCcKoJSIbKy 3TO MOXeT HeBnaronpmaTHO NOBMUATL Ha KAYECTBO paboT, MPOBOAMMbIX OIS 3aKa34duka.

251. (7.13) WcnomHuTenb [JOOMKEH MNOHUMATb, 4YTO paboTbl, NepefaBaeMble Ha ayTCOPCUHI, BKM4Yas
NpoBefeHMe aHanuaa no JoroBopy, NPOBEPSOTCS YNONTHOMOYEHHbIMU doegepanbHbiMA OpraHamMu UCMNOSTHUTENbHOWN
BNacTu.
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[oroBop

252. (7.14) Mexny 3aKka34ymMKkoM M UCMOMHUTENEM A0JMKEH ObITb 3aKMNOYeH 4OroBOp, B KOTOPOM pPEKOMEHOYeTCs
onpegenuTb UX B3auMHble obsizaTenbCTBa M npoueaypbl nepedayn MHOpPMaumu, CBA3aHHblE C OEATENbHOCTbLIO,
nepegaBaeMoOn Ha ayTCOPCUMHI. TeXHWYeckue acnekTbl AOroBopa [AOSPKHbl COCTaBMAATbLCA NULAMM, UMEHLMMU
COOTBETCTBYIOLLME 3HAHUSA, CBSA3a@HHble C [OEeATEeNbHOCTbI, MNepefaBaeMol Ha ayTCOPCUMHI, U HACTOALLMMU
MpaBunamu. CornacoBaHHble CTOPOHaMM YCMNOBUSA JOMOBOpPa U BCE CBA3a@HHble C [JOrOBOPOM TEXHWYECKUMe WU WHble
cornaweHust JOIMKHbI COOTBETCTBOBATbL 3akoHoAaTenbCcTBY Poccuiickon degepaunm n permctTpaunoHHOMY oCke.

253. (7.15) B goroBope pekoMeHAYeTCH yKa3blBaTb, Kakasi U3 CTOPOH OTBEYAET 3a KaKablil aTan OesaTeNnbHOCTH,
nepegaBaemMol Ha ayTCOPCUMHI (Hanpumep, ynpaBneHue 3HaHusSMW, MepeHoc TexHonoruu, obecnedeHue uenu
MOCTaBOK, 3akMioYyeHne [OoroBopa C TpeTbenW CTOPOHOW, 3aKynKy WCXOOHOrO Cbipbs, MaTepuanoB U WX Ka4vyecTBo,
npoBefeHne UCNbITaHWI 1 BblAavy pa3peLleHns Ha UCMOoMNb30BaHME UCXOOHOTO CbipbS M YNAKOBOYHbLIX Martepuarnos,
npoBefeHne NPOM3BOACTBA M KOHTPONA KayecTBa (BKM4as KOHTPOSb B NpoLiecce Npon3BoacTea, oTbop o6pasuoB u
nx aHanma)).

254. (7.16) Bce 3anucu, cBsAzaHHble C OEATENbHOCTLIO, NMepedaBaeMON Ha ayTCOPCUHI, HamnpuMep, 3anucu
NpoM3BOACTBA, aHanv3a W peanusauum nNpoayKuMu, a Takke COOTBETCTBYHOLUME KOHTPOfbHble obpasubl OOSMKHbI
XPaHUTLCA Y 3aKasyuka, Uin 3aKkasvmk OIDKEH MMETb K HAM AocTyn. JTtobble 3anncu, OTHOCALLMECS K OLEHKe KavyecTBa
npoaykuum, B criydae npeabsiBrieHUs npeTeHsui, npegnonaraemMoro HecoOTBETCTBUMS TpeboBaHUAM wunu npu
paccrnefoBaHuy B crniydae npepnornoxeHns o canbcudukaumm npogykumm OOIKHbI ObiTb AOCTYMHbI 3aKa34yuky W
TOYHO onpeferneHbl B ero COOTBETCTBYIOLLMX NPoLeaypax.

255. (7.17) B poroBope pekomeHOyeTcs npedycmatpvBaTb NMPaBO 3akas3uvMka Ha ayguT nepedaBaeMon Ha
ayTCOPCUHI OeATENbHOCTM, KOTOPAs BbINOMHAETCS UCMIONHUTENEM UMW B3aMMHO COrflacoOBaHHOWM TPETbeN CTOPOHOMN.

MPETEH3U N OT3bIB MNMPOOYKUWW (TNABA 8)
MpuHumMn

256. Bce npeTeH3nn 1M MHGopMauus, Kacawwmecss NnoTeHumManbHO HegobpoKayeCTBEHHbLIX JeKapCTBEHHbIX
CpeAcTB, TWaTeNbHO paccnenylTcsi B COOTBETCTBMM C YTBEPXAEHHbIMU npoueaypamu. [lpomsBoguTtens umeet
CUCTEMY ObICTPOro U 3PEKTUBHOrO OT3blBa C pPblHKA MPOAYKLMM C BbISIBIEHHBIMU UKW npegnonaraembiMm
HapyLUeHAMM KavyecTBa.

MNpeTeHauun

257. (8.1) MpownseBoguTtenb O0/MKEH Ha3HaunTb pPabOTHMKA, OTBETCTBEHHOIO 3a PACCMOTPEHWE MNPETEH3UN U
NPUHATUE PELLEHUI, UMEIoLEro NpaBo MpuBnekaTb Heobxoaumbl nepcoHan. Ecnu a1oT paboTHUK He gaBnseTcs
YMNONHOMOYEHHbBIM FIULIOM, TO YNOMHOMOYEHHOe NNLI0 AOIMKHO ObiTb MOCTaBNEHO B M3BECTHOCTb 000 Bcex dhakTax
NnpeabsaBneHns NPeTEH3UN, paccnefoBaHWi U OT3bIBOB NPOAYKLMU.

258. (8.2) [leicTBMSA NO paCCMOTPEHUIO NPETEH3UI HA MOTEHUManbHO HeaoOpOKa4YeCTBEHHbIE JEKAPCTBEHHbIE
cpeactsa M Mo NPUHATUIO pelleHnss o6 OT3biBe NPOAYKUMM OOMKHbI OblTb M3MOXEHbl B COOTBETCTBYHOLLMX
YTBEPXKAEHHbIX NpoLueaypax.

259. (8.3) llobasa npeTeH3nst No Ka4yecTBy NPOAYKUUN A0MKHA ObITh 3aperucTpMpoBaHa ¢ ykazaHMeM MCXOOHbIX
AaHHbIX 1 TWaTenbHO paccnegoBaHa. K aton paboTe, kak npasBuno, crnegyet NpuBrnekaTb NULO, OTBETCTBEHHOE 3a
KOHTPOIb KayecTBa NpoayKuum.

260. (8.4) Ecnn obHapyxeHO unu nogo3peBaeTcsl HECOOTBETCTBME KayecTBa KaKOW-NMOO cepumn MNpoayKumm
yCTaHOBMNEHHbIM TpeboBaHNsAM, HEOOXOAMMO NPUHATE PeLLEHMEe O MPOBEPKE aHaNorMyHbIX CepUi, a Takke TeX Cepun,
KOTOpbl€ MOTYT BKMoYaTb NPOayKThbl, MOMyYeHHbIe Npu nepepaboTke HeagoBbpoKkayeCTBEHHON cepun.

261. (8.5) PewweHna n mepbl, NpuHATbIE MO pesynbTaTaM PacCcMOTPEHUS FOON NpeTeH3un, OOMKHbI BbiTb
3aperucTpupoBaHbl 1 BKMOYEHbI B COOTBETCTBYIOLLEE OChE Ha Cepulio.

262. (8.6) 3anncu paccMoTpeHust NPeTEeH3Wn OOSPKHbI PErynspHO aHanu3npoBaTbCA C LieNbi0  BbISIBNEHWS
crneununyecknx n NOBTOPSOLWUXCA hakTopoB, KOTOpble TPebylT 0cobOro BHMMAHWS M MOTYT MPUBECTU K OT3bIBY
NPOAYKUUN.

263. (8.7) Ocoboe BHMMaHWe HeOOXOAMMO yOenATb OUEHKe TOro, SABMASeTCA NWM MPUYMHON NpeTeH3uu
hanscudrkaumns NPoAYyKLUN.

264. (8.8) B cnyyae ecnu npoussoauTens npeanpuHUMaeT OeUCTBUS, ABMSOWMECs CneacTBUEM BO3MOXHbIX
OWMOOK B MPOU3BOACTBE, YXYALIEHWs KayecTBa MpoOyKuuu, BbISBMEHUS danbCuULMPOBaHHONW NPOAYKUUN UMK
OPYrMX Cepbe3HbiXx Mpobrem, CBA3aHHbIX C KayeCcTBOM MpoAyKUMM, [JOMKeH OblTb  MpPOMHGOPMUPOBAH
COOTBETCTBYHOLLMI YNOSTHOMOYEHHbIN dheaepanbHbli OpraH NCNOSTHUTENBHOM BacTu.
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OT3bIB N poaykumnn

265. (8.9) lNpomnsBoantenb [OMKEH Ha3HaA4MTb pPabOTHMKA, OTBETCTBEHHOIO 33 CBOEBPEMEHHLIN OT3bIB
NPOAYKUUM C PbiHKa, UMEIOLLEro NpaBo npuBrekaTb Heobxoanmbin nepcoHan. Kak npasuno, 3ToT pabOoTHWUK LOIDKEH
OblTb HE3aBWCUMbIM OT MoApasfdeneHui peanusaumnm u MapketmHra. Ecnm a1oT  paboTHMK He gBnseTcs
YMOSTHOMOYEHHbIM NIULOM, TO YMOSMIHOMOYEHHOE NULO OOMKHO ObiTb ocBegoMrieHO 060 Bcex akrax oOT3biBa
npoayKumn.

266. (8.10) MNMopsgok oT3biBa NPOAYKUMM OOIMKEH ObiTb pernameHTMpoOBaH yTBEPXAEHHON Npoueaypown, KOTOPYH
crnegyeT perynspHo NpoBepsATb U Npu HeobXxoaUMOCTH NepecMaTpuBaTh.

267. (8.11) OT3bIB NpoAyKLMN OOSMDKEH OCYLLECTBNATLCS ONepaTMBHO U B Ntoboe Bpems.

268. (8.12) KomneTeHTHbIe OpraHbl BCex CTpaH, kyaa bbina HanpaBneHa npoayKumsi, 4OMMKHbI ObITb HEMEANEHHO
WMHOPMUPOBAHBLI O MPUHATUM pelleHns 06 OT3blBe MPOAYKUMM B CBA3WM C NOAO3PEHWEM uNu ObHapyXeHuem
HECOOTBETCTBUS €€ KavyecTBa.

269. (8.13) 3anucu no oTrpy3ke OOIMKHbI ObITb AOCTYMHbI NUUY (Muam), OTBETCTBEHHOMY(bIM) 3a OT3biB
NPOAYyKUUN, U copepXaTb AOCTaTOYHYH MHGopmauuio o6 opraHvM3aumsix OMNTOBOW TOProBMNW NEKapCTBEHHbIMU
cpeAacTBaMun M NpsIMbIX 3akasyunkax (agpeca, Homepa TenedoHoB 1 (unun) dakcos B pabodyee n B Hepabouvee Bpewms,
Homepa cepuin n 06 beMbl NOCTABOK), BKIKOYAst SKCMOPTHbIE MOCTAaBKM M NOCTaBKM 06pa3LoB NEKAaPCTBEHHbIX CPEACTB.

270. (8.14) OTo3BaHHYIO NPOAYKLMIO HEOBXOANMO NMPOMAPKUPOBATb U XPaHUTb OTAenbHO B 6e3onacHon 3oHe
BMMOTb 0 NPUHATUSA peLLeHns O ee AanbHeNnLeM UCMOMNb30BaHUM UINU YHUUTOXEHUN.

271. (8.15) NocnepoBaTenbHOCTL ENCTBUIA MPU OT3bIBE NPOAYKUMW AOIMKHA OblTb 0hopMIieHa AOKYMEHTamnbHO.
OkoHyaTenbHbIN OTYET [JOIMKEH coAepXaTb MaTepuanbHbll 6anaHc Mexgy KONMMYeCTBOM MOCTaBfIEHHOW U
BO3BpaLLEHHOWN NPOaYKLUMN.

272. (8.16) S peKTMBHOCTL MEpPONPUATUIA NO OT3bIBY NPOAYKLUN AOMKHA perynspHO aHann3mpoBaTbCs.

CAMOUWHCMNEKUWA (TTIABA 9)
MpuHUMn

273. CamouHCcneKkums NpoBOANTCS C LeNbio NPOBEPKM BbINOMHEHNS Npou3BoaMTenem TpeboBaHUN HacToSAWMX
MpaBun 1 NpeanoXeHUs He06XO0ANMbIX KOPPEKTUPYIOLLNX OENCTBUNA.

274 (9.1) Bonpochbl, kacatoLmecs nepcoHana, noMeLeHnii, obopyaoBaHusi, OOKYMEHTaUMM, TEXHONOMMYecKoro
npoLecca, KOHTPOMsl Ka4yecTBa, peanu3auny NeKapCTBEHHbIX CPeACTB, MEPOMpUATMI No paboTe C NpeTeH3nsiMu,
OT3bIBOB MPOAYKUUN, @ TaKKe AeATENbHOCTM NO NMPOBEAEHNI0 CAMOVHCNEKLUIA, OOMKHbI PErYMsiPHO aHanu3npoBaTbCs
B COOTBETCTBUM C 3apaHee YTBEPKOAEHHOW NporpamMmmoin no onpegeneHHoMy rpadumky ons npoBepK/ UX COOTBETCTBUSA
npvHUunamM apmaleBTUYeCKON CUCTEMbl KayecTBa.

275. (9.2) CamMouHCNeKuMss JOIMKHa NPOBOAUTBLCA HE3aBMCMMO W TWATENbHO chneumanbHO HasHayYeHHbIMU
KBanMduLUMpOBaHHbIMW NMLAaMK, COCTOALLMMU B LWITaTe nponssoautens. MNpm Heo6xoanMocTn MoxeT ObiTb NpoBeaeH
He3aBMCUMbIN ayauT NPOU3BOANTENS 3KCMEPTaMy CTOPOHHUX OpraHu3aLmin.

276. (9.3) PesynbTaTbl CaMOVHCNEKUMI OOIMKHbI ObITb 0POPMIIEHBI AOKYMEHTarbHO. OTYEThl, COCTaBIEHHbIE MO
pesynbTataM CaMOWHCMEKUUA, OOIDKHbI BKMOYaTb B cebs BCIO MOMyYeHHyH WHGOpMauuio un  Heobxoanmbie
KoppeKkTupytowme aencrteusa (rge npumeHumo). [enctsus, npeanpvHMMaemble N0  pesynbTatam  MNpOBeAEHHbIX
CaMOUWHCNEeKUNI, Takke criegyeT opopMNATb JOKYMEHTanbHO.

IV. OCHOBHbIE TPEBEOBAHUA K PAPMALEEBTUYECKUM CYBCTAHUMAM,
NCMONb3YEMbIM B KAHECTBE MCXOOHOIO CbIPbA (HACTb 1)

BBEOEHVE (1)

277. I‘OpM,EI,M‘-IeCKI/Ie mua, Ha UMA KOTOPbIX BbldaHbl pernctpauMoOHHble yOOCTOBEpPEHUA, U npomnssoguTenmn
AOOJIXHbl UCMOJIb30BaTb B Ka4deCTBe WCXOAOHOIo CbipbA TOJIBKO Te d)apmaueBqueCKme Cy6CTaHLI,VIl/I, KOTOpble
nponsseneHbl C cobntogeHnem HacToALLMX rlpaBl/IJ'I.

Lenb (1.1)

278. Hactoswas rmaBa yctaHaBnuBaeT TpeboBaHWs, Kacaloowmecs Hagnexaiwiero npou3BOACTBa
dapmaLeBTMHeCKMX cybCTaHUUn C COOTBETCTBYHOLLIEN CUCTEMON yrnpaBneHus kadectBoMm. OHa Takke npefHasHadeHa
and uenen obecneveHns kKa4ecTsa M YMCTOThI AENCTBYIOLLMX BELECTB B COOTBETCTBUM C MPEObsBASEMbIMU K HUM
TpeboBaHusIMN.

279. B HacTtosawen rnaBe TepMuH "MpoM3BOACTBO" BKMWOYaeT B cebsa Bce Buabl onepauunm c
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dhapmaLeBTUYECKUMM CyBCTaHUMAMW: MPUEMKY MaTepuanos, NPOU3BOACTBO, YMAKOBKY, MepeynakoBKy, MapKUpPOBKY,
nepemMapKMpOBKY, KOHTPOMb KauyecTBa, Bblgayy paspelleHusi Ha BbIMyCK, XpaHeHWe W peanus3auuio, a Takke
COOTBETCTBYIOLLNE MEpPbI KOHTPOnNS. TpeGoBaHNs, YCTaHOBMEHHbIE HAaCTOSLLEN NaBoii, SIBMSIOTCS 06s3aTenbHbIMU,
ecnu MpunoxeHnsiMu K HacTosWwMM MpaBunam He yCTaHOBMEHbl MHble TpeGoBaHWs, nogsiexailiye MPUMEHEHUIO B
COOTBETCTBYIOLLMX Cny4Yasx, a Takke ecnu cobniogeHne ykasaHHbIX TpeGoBaHui He MOXeT ObiTb 3aMeHeHOo
anbTepHaTUBHbIMKU AeiCTBMSAMM, oGecrnedynBaloWmUMM MO KpalHei Mepe 3KBMBANEHTHbI YpoBeHb KadecTsa
NpoayKUun.

280. Hactosiwme T[lpaBuna He ycTaHaBnMBalOT TpeGoBaHWA, MpeabsBrsieMble MNpU  perucrTpauum
dhapmaueBTuyecknx cybctaHumii. [MpousBoamTenb 0053aH BbIMOMHATL Bce TpebGoBaHWUsi, YCTaHOBIEHHble Mpu
BKITHOYEHUN (hapMaLeBTUYECKNX CYOCTaHLMIA B rOCYAapCTBEHHbIN PEECTP NEKapCTBEHHbLIX CPEACTB.

O6nacTb npumeHeHus (1.2)

281. HacTosiwas rnaea ycrtaHaBnvMBaeT TpeboBaHUSA K MNPOM3BOACTBY (hapMaueBTUYECKUX CyOCTaHUMNA,
MCMNoMb3yeMbIX B NMPOM3BOACTBE fIeKapCTBEHHbLIX NPenapaToB Ansi MEAVLUHCKOTO M BETEPUHAPHOIO MPUMEHEHUS, B
TOM 4YKcChe K Npou3BoACTBY (hapmMaLeBTUYECKNX CyOCTaHUMI, NOMyYaeMbiX C UCMONIb30BAaHMEM OOHOPCKOW KPOBU WU
nnasmbl B KAYECTBE MCXOOHOTO Cbipbs. OHa NPUMEHSIETCS KO BCEM UCXOAHbBIM AENCTBYIOLWMM BeELLEeCTBaM COBMECTHO
¢ MNpunoxennsmn N N 2 -7 k HacToswum [paBunam, rge cogepxaTtca [OOMONHUTEmNbHble TpeboBaHus Ans
onpefeneHHbIX BUAOB OENCTBYHOLLNX BELLECTB.

282. TyHKTbl 622 - 644 HacToAwwmx NMpaBun copepxat TpeboBaHMSA, KOTOpblE PAcNpOCTPAHAKTCA TOSbKO Ha
NpOM3BOACTBO (papMaLeBTUYECKMX CyOCTaHUMWA, WUCMONb3yeMbiX AMS MOJyYeHUs FNeKapCTBEHHbIX MpenapaTtos,
npegHasHavYeHHbIX ANst KNMHUYECKUX UCCregoBaHui.

283. K nponsBoACTBY CTEPUIBbHBIX hapMaLeBTMYECKMX CyOCcTaHUmMA TpeboBaHMs HACTOSLLEN rMaBbl MPUMEHUMBI
TOMbBKO A0 CTaguu cTepunusauum.

284. Hactoduwaa rnaBa He pacnpocTpaHAeTCd Ha npoueccbl CTepunusauum U npomsBOACTBA CTEPUIIbHbIX
dapmaLeBTUHECKMX CyBCTaHLUIM B acenTUYECKUX YCNOBUSIX. Takue Npouecchl AOMKHbI MPOBOAUTECA B COOTBETCTBUM
€ npuHuMnamu HactoAwwmx Mpasun, TpeboBaHWsaMM, nsnoxeHHeiMu B lMpunoxenun N 1 k HacTosawwmm lMNMpaBunam, a
Takke B MHbIX HOPMATUBHBIX MPaABOBLIX akTax Poccuiickon ®epepauuu.

285. HacToswas rmaBa He pacnpocTpaHSeTCs Ha LerbHY0 JOHOPCKYI0 KPOBb 1 Mna3my, NOCKOMbKY TpebosaHus
No B3ATUIO U UCTIbITAHUIO KPOBM ONPeaEnsoTCa COOTBETCTBYOLLMMU HOPMATMBHBIMW NPaBoBbIMU akTamu Poccuinckon
depepaumu, a Takke Ha HepacacoBaHHbIE NeKapCTBEHHbIE Npenaparthbl ("aHrpo”, "uH 6ank"). Ecnun HopmaTMBHBIMM
npaBoBbIMK akTamu Poccuiickon ®egepaunn yCTaHOBMEHbI cnelmanbHble TpeboBaHus gns obecnedyeHusi kadecTBa
npy NPOM3BOACTBE EKAPCTBEHHbIX CPEACTB ANSA BETEPUHAPHOro MPUMEHEHUS NPOTMB 9SKTOMapasvToB, Takue
TpeboBaHWs AOMMKHbI cObntoaaThCS.

286. VicxogHoe cbipbe Ana npou3BoacTBa (hbapMaueBTUYECKMX CyOCTaHUMM - 3TO WUCXOAHOE  Chbipbe,
NPOMEXYTOUHbIE NPOAYKTHI UMW Apyrue dapmaueBTMyeckne cybCcTaHLMK, KOTOpble MCMOMb3yT B MPOM3BOACTBE
hapMaLeBTUHECKMX CYOCTaHUMA W KOTOpble KaK BaXHbIA  CTPYKTYPHbIA dparMeHT BBOOAT B CTPYKTYpY
dapmavreBTMyeckon cybctaHummn. MicxogHoe cbipbe AN MpouM3BoAcTBa (hbapmMaueBTUYECKMX CyOCTaHUMIM MOXET
npuobpeTaTbCsl MO OOMOBOPY Yy OAHOIMO WM HECKOSIbKUX MOCTaBLUMKOB nMOO Mpou3BOAUTBECS CaMOCTOATEMbHO.
NcxogHoe cbipbe Ans npousBoAacTBa papmaueBTUYECKMX CybCTaHUMW, Kak npaBWuio, UMEET YCTaHOBIEHHblE
XUMUYECKME CBONCTBA U CTPYKTYPY.

287. lNpoussoauTenb OOMKEH onpedennTb U OOKYMeHTanbHO OOOCHOBaTb CTaauilo, C KOTOPOW [OIKHO
Ha4YMHaTbLCS NPOM3BOACTBO hapMaLueBTUYECKOW cybcTaHumu. [Ins npoueccoB cnHTe3a aTa ctagusl onpegensieTcss kak
cTagusl BBOAA B TEXHOJOMMYECKUI NPOLLECC MCXOQHOMO Chipbs AN MPOM3BOACTBA (hapMaueBTUYECKUX CYOCTaHLMNA.
[nga gpyrmx npoueccoB (Hanpumep, Ans epMeHTaumm, 3KCTPaKLUmM, OYNCTKN) AaHHYI0 CTaguio ONpeaensioT C y4eToM
KOHKpETHbIX ocobeHHocTel npousBoacTBa. B tabnvue N 1 npuBeneHbl TpeboBaHNsE OTHOCUTENBHO MOMEHTa, Koraa
00bI4YHO BBOASAT B MPOLIECC UCXOOHOE Chbipbe AN NPOM3BOACTBa (hapmaueBTMYECKMX cyOcTaHumi. HaumHaa c aTon
CTagun, Ha [aHHble NPOMEXYTOYHbIE NPOAYKThbl M (MNKM) cTaauMuM NPOUM3BOACTBA hapmaueBTMYEecKUX cybcTtaHuumi
pacnpocTpaHsioTcs TpeboBaHusa HacToswen rnasbl. OHWM BkMYalT B cebs Banvpauuto KPUTUMYECKUX CTaaui
NPOM3BOACTBEHHOIO NPOLIECCA, OKa3bIBAKLLMX BIINSHME Ha Ka4eCcTBO hapMaueBTUYECKNX cybcTaHumiA. B To e Bpems
BbIOOp npou3BoauTENEeM CTaguyM TEXHOMOrMYeckoro npouecca Ans MNpoBeAeHus Banujauum He obA3aTenbHo
O3HayvaeT, YTO 3Ta CTagus ABNSAETCA KpMTnYeckon. TpeboBaHNs HaCTOSLWEN rMaBbl PAacNpOCTPaHSOTCS, Kak npaBuio,
Ha cTaguu, BbigeneHHole B Tabnuue N 1 cepbiM OHOM. OTO HE O3HAYaeT, YTO B MpoLecce MPOM3BOACTBA OOJDKHbI
BbINOSMHATLCS BCE CTaAuMM, YKa3aHHble B AaHHOM Tabnuue. CTporocTb criefoBaHus TpeboBaHWsIM HaCcToALLEeN rnaBbl
JOIMKHa Bo3pacTaTb OT paHHUX CTaguMin Npou3BoAcTBa hapmaueBTUYECKMX CyOCTaHUMI K 3aBepLUalMM CTaavsam
TEXHOJIOMMYECKOro npoLecca, O4YMCTKM U ynakoBku. OO6paboTky duanyeckumm meTodamu apMaueBTU4EeCKnx
cybCcTaHumn, Takyto Kak rpaHynsaums, NoKpbiTMe 060M04YKOM Mn hmanyeckoe M3MeHeHne pasMepa yacTuy (Hanpuwmep,
rpyobin M TOHKUIA MOMOJ), criegyeT NpPOBOAUTH MO KpalHem mepe B COOTBETCTBUM C TPeOOBaHWSMU HACTOSILLUX
MpaBun. Hactoswasn rnaBa He NPUMEHSAETCA K CTaausiM, KOTOpble NpPeaLwecTBYOT BBEOEHUI0 B NPOLECC BELLECTB,
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ONpeferneHHbIX Kak UCXOOHOE Chipbe AN MPOM3BOACTBA (hapMaueBTUYECKUX CyOCTaHLNNA.

288. B HacTodwen rmaBe ncnonb3yeTca TepMuH "dhapmaueBTuyeckas cybcrtaHuus" (PC), koTopbli cnegyet
paccmaTtpuBaTb Kak B3auMO3aMEHSIEMbIN C TEPMUHOM "aKTUBHbIA dhapmaueBTUYeckuin nHrpeameHT" (AOU). TepMuHblI,
ynoTpebnsiemble B HacTosILLEN rMaBse, 1 onpeaerneHnss 0603Ha4YeHHbIX UMW MOHATUI (KOTOpPble MPUBEAEHbI B MYHKTE
645 HacTosAwmx NpaBnn) MCNONb3YHTCA TONBKO ANS Lenen HacTosILLEeN rmaebl.

Tabnuua N 1. NMpumeHeHune rnaebl [V HacToswmx MNpaBun K Npon3BoACTBY hapMaLeBTUIECKMX cybcTaHuui

Twun Cragum npomssoncTBa ®C, Ha KOTOPEIE pacHpocTpaHAeTcsa TJjasa 1V
IPOU3BOLCTBA HacToammx IlpaBuil (BHEIOEJIEHE CEPEIM QOHOM)
XyMmndaeckoe ITpomsBOOCTBO BBeneHme B [Ipom3BOOCTBO Brimesienme |O6paboTka
IPOMU3BOLCTBO MCXOOHOTO CHPLA |IpoLecc IPOMEXYyTOUHOTO |M OUMCTKa |bu3muecKuMM
g oC MCXOIOHOTO nponykTa (oB) MeTomaMu u
CBIPb A IOJIA YIIaKOBKa
IPOM3BOIACTBA
oC
®C, nosiyuaemele |[COOp OpPTaHOB, Peska, BBeneHue B BrlmesieHue |OBpaboTka
M3 CHPbS XMOKOCTEN WM CcMelBaHue npouecc M ouMCTKa |dusnuecKmMM
KUBOTHOTO TKaHEen n (mnm) MCXOIOHOTO MeToOmaMu u
IIPOMCXOXIOEHMA IIepBUYHaA CBIPbA IJIA YIIakKkOBKa
obpaboTka npouszsoncTaa @C
®C, mnosydaemele |COOp pacTeHUM Peska u BeenmeHue B BeigesieHne |O6paboTka
M3 CHPbS IepBUYHASL npouecc M ouMcCTKa |dusruecKuMM
PacTmUTEJIBHOTO SKCTpaxKumsa MCXOOHOTO MeToOoamMm m
IIPOMCXOXIOEHMA CBIPbA IJIA YIIakKkOBKa
npouszsoncTaa @C
PacTuresbHeE Cbop pacTeHM Peska u - HanepHenmas | O6bpaboTka
3KCTPaKTH, IepBUYHASL SKCTpakuus | dusmuueckumMm
MCIIOJIb3YyEMEIE B SKCTpaxKumsa MeToOoamMm m
xauecTBe OC yIakoBKa
®C, cocroamme CBbop pacTeHmit u|Peska u - - ObpaboTka
us (1) (1m11m1) busmyue cKUMU
pas3MeJibUYeHHBIX KYJIb TUMBUPOBAHUE | UBMEJIbUeHM e MeTonaMm u
MM PacTEePTHX B|u cOOpP yrnakoBKa
IIOPOLOK
pacTeHuMn
Buorexnosorusa: |Cos3nmaHue INonmepxaHue |KyneTuBuporBaHue |BreimesneHmne |[O6paboTka
bepmMeHTaALMS U TJIaBHOTO U pabouero KJIETOK U (MJIM) |M oumMcCTKka |OdusmuecKMMU
(vmm) pabouero OaHKOB |DaHKa KJIETOK |bepMeHTalMsa MeToIaMu u
KYJIb TBMPOBAHME | KJIETOK YIIakKkOBKa
KJIETOK
"Knaccuueckaa" |CospmaHue lonmepxaHue |BBOI KJETOK B BeigesieHne |O6paboTka
bepmeHTaumsa nyg|BaHKa KIJIETOK BaHKka KJIETOK |Npolecc M ouMCTKa |dusmuecKmMM
npouszsoncTtea ¢C bepmMeHTaLVM MeTomaMm u
yInaxkoBKa
\
YcuneHne TpeOoBaHUM \
/
/

YNPABJIEHVE KAHECTBOM (2)

MpuHumnbl (2.1)
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289. (2.10) OTBETCTBEHHOCTb 3a Ka4eCTBO AO/MKEH HECTU BECh NEepCoHarn, 3aHATbIA B MPOU3BOACTBE.

290. (2.11) Kaxgbm npousBOAMTENb [JOIMKEH paspaboTaTtb, AOKYMEHTanbHO o0odopMUTL U BHEOPUTb
3(hPEKTUBHYIO CMCTEMY YNPaBIIEHNst KAYECTBOM MPU y4acTUM PYKOBOASLLErO U MPOU3BOACTBEHHOIrO NepcoHana.

291. (2.12) Cuctema ynpaBneHus kKa4eCTBOM AOMKHa OXBaTbiBaTb OpPraHM3aLWOHHYK CTPYKTYpy, npoueaypbl,
npoLiecchbl U pecypcbl, a Takke AeATenbHOCTb, Heobxoaumy ansa obecneveHus rapaHtum cootBeTcTBuss OC Bcem
TpeboBaHNsIM COOTBETCTBYIOLUNX CrNeuMdUKaLuin B OTHOLUEHUM KavyecTBa W 4UCTOThbl. [lpom3BoauTenb [OIMKEH
OonpefennTb U JOKYMeHTanbHo 0opMnTb BCE BUAbLI 4EATENBHOCTU, MMEIOLLNE OTHOLLEHME K Ka4YeCTBY.

292. (2.13) Y nponsBoguTens OOMKHbI ObiTb CO34aHbl NoapasaeneHus, BeinonHsawwme GyHKUMKM obecrneyeHunst
N KOHTPOIS Ka4ecTBa, KOTOpble AOIMKHbI ObITb HE3aBMCMMbIMU OT MPOU3BOACTBEHHOrO MnoAapasgeneHvs. YkasaHHble
YHKUUN MOTYT BbINOMHATHCA MO0 OTAEMNBbHBbIMU NoapasaeneHnsiMm obecneyeHns n KOHTpons kadecTsa, NMbo moryT
ObITb BO3NOXEHbI HA OA4HO NULO UMK rPYNNy N1l B 3aBUCMMOCTU OT pa3MepoB U CTPYKTYPbl OpraHu3aumm.

293. (2.14) Heobxooumo TOYHO OMPEedEenUTb NnL, YNOMIHOMOYEHHbIX BblAaBaTb paspelleHNe Ha BbIMycK
NpoMeXyTo4Hon npoaykumnm n eC.

294. (2.15) Bce pencrtsus, uMMerWMe OTHOLIEHWE K KayecTBy, [OOIMKHbI OMOPMASATbLCA OOKYMEHTarnbHO
HenocpeaCTBEHHO NPU X BbIMOMTHEHUN.

295. (2.16) Jlioboe OTKNOHEHWEe OT YCTaAHOBMNEHHLIX Mpouedyp AOMKHO OMOPMNATLCA AOKYMEHTanbHO |
obocHoBbIBaTbCA. HeobxoaMmo npoBoAUTb paccrnefoBaHUe KPUTUMYECKUX OTKIOHEHUW, a Takke 0dopMnsThb
[OKyMeHTanbHO Takoe paccriefjoBaHvne U caenaHHble BbIBOAbI.

296. (2.17) UcxogHoe cbipbe ans nponssoacTea hapMaLeBTUIECKUX CybCcTaHuum n matepuanbsl He MOryT ObiTb
paspelleHbl K BbIMYCKY WM MCMNOMNb30BaHbl A0 MOMyYeHUS YAOBETBOPUTENBHOMO 3aKkMioYeHWst NMo pesynbraTam
OLEHKWN, MpoBedeHHON noapasdeneHvem (nogpasgeneHvsiMu) KayecTtBa, €CnvM Yy Npou3BOOUTENS OTCYTCTBYHOT
COOTBETCTBYIOLLME CUCTEMDI, paspeLlaloLLme Takoe MCMnonb3oBaHmMe (Hanpumep, BbiMyCK B CTaTyce KapaHTMHA, Kak
OnucaHo B NyHkTe 472 HacTosAwmx NMpaBun, NMbo UCNonb30BaHNE NCXOLHOMO ChiPbS UMW NPOMEXYTOYHOM NpOoayKUUuK,
OLleHKa kayecTBa KOTOpbIX eLle He 3aBepLueHa).

297. (2.18) MNpownssognTenb JOMKeH paspabotaTb npoueaypbl CBOEBPEMEHHOINO OMOBELLEHMS PYKOBOASLLEro
nepcoHana o6 WHCMEKUMSIX YMOSTHOMOYEHHOro defepanbHOro opraHa MCMOSNHUTENbHOW BAAacTW, HedocTaTkax B
OTHOLWeHun cobniogeHns TpeboBaHun HacToAwmx Mpasun, gedektax NPOAYKUUM U O MPUHATAM COOTBETCTBYIOLLMNX
Mep (Hanpumep, O pacCMOTPEHWW MNPETEeH3WMN B OTHOLWEHUM kavecTBa, 06 OT3biBax nNpoayKuuMu, O OEencTBusAX
YNONHOMOYEHHOro befieparnbHOro opraHa UCNONHUTENBHON BNAcTw).

298. (2.19) Ona [OCTWKEHMSA Lenu YynpaBneHWs KayecTBOM [OofkHa ObiTb BHeJpeHa BCEeCTOPOHHE
pa3paboTaHHasi u NpaBuUbHO PYHKLMOHMPYIOLLAs CMCTEMA KadecTBa, BKoyarwasa B cebs opraHmsaumio pabotbl no
HacTosAwmMM [paBunam, B TOM YMCIEe KOHTPOIb KA4eCTBa M CUCTEMY YNPaBIieHNs pUCKaMm A1 Ka4ecTsa.

Cucrtema ynpasneHus puckamu ans kavecrtea (2.2)

299. (2.20) YnpaBneHue puckamn Ans KayecTBa SIBMsieTCA CUCTEMaTUYECKUM MPOLLeCCOM OLEHKWM, KOHTPOns,
nepegaym nHcdopmaumm 1 ob3opa puckos ansa kadectsa PC. ITOT NPOLLECC MOXKHO OCYLLECTBMASATL KAk NEPCMNEKTUBHO,
Tak 1 peTPOCNEKTUBHO.

300. (2.21) Cuctema ynpaBrneHus puckamu ans kadecTsa AOSHKHA rapaHTUpoBaTb, YTO:

OLEeHKa puckoB 0a3mpyeTcsi Ha HayyHbIX 3HaHWSX, ONbiTe MPOU3BOACTBA U B KOHEYHOM CYeTe CBsidaHa C
3almTon nauueHTa nytem obmeHa nHgopmauuen ¢ npnobpetatenem ®C;

YPOBEHb yCUNuUi, dopManu3aumm n OOKYMEHTanbHOro odopmMmieHus npouecca ynpasneHus puckamn Ans
KayecTBa COM3MEPUM C YPOBHEM PUCKOB.

O6s13aHHOCTN NogpasaeneHns (nogpasaeneHuin) kadecTea (2.3)

301. (2.30) Noagpaspenenve (noapasgeneHns) kadecTBa AOMKHO (OOMKHbI) ObiTb BOBMEYEHO(bl) B peLueHue
BCEX BOMPOCOB, OTHOCALLUXCS K KAYECTBY.

302. (2.31) Nogpaspenexve (nogpasgenenns) KayecTsa AOMMKHO (OOJPKHBI) paccMmaTtpuBaTb U COrnacoBbiBaThb
BCE JOKYMEHTbI, MMEIOLLME OTHOLLIEHNE K Ka4eCTBY MPOAYKLMMW.

303. (2.32) OcHoBHble 00si3aHHOCTU Hes3aBucMMOro(bix) noapasgeneHus (noapasferneHvin) KadectBa He
nognexart nepegaye gpyruMm nogpasgeneHusam. OTn 00s1I3aHHOCTU JOIMKHbI ObITb JOKYMEHTanbHO OdOpMMEHbl U
BKIto4aThb B cebsi, B YaCTHOCTK, criegyloLuee:

a) (1) Bblgayvy paspeLleHms Ha BbiNyck Uiu oTKNoHeHue Bcex OC, a Takke Bblgady pa3peLleHnst Ha BhINYCK WIu
OTKIMOHEHME MPOMEXYTOYHOW NPOAYKUMM, MpefHasHa4yeHHOW AN MCMOoNb30BaHUA BHE Ccdepbl  KOHTPOIS
npounsBoguTens;

0) (2) cosgaHue cucTeMbl Bbiga4vm pa3peLLeHns Ha BbiMyCK UITM OTKITOHEHWSI CXOOHOIO Cbipbsl, MPOMEXYTOYHON
NPOAYKUUN, YNAKOBOYHbIX MaTepuanos 1 Matepuanos Ans MapKUpoBKUY;
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B) (3) NpoBepKy COCTaBMEHHbIX 3anMcei N0 NPou3BOACTBY CEpUM U AOKYMEHTOB nabopaTopHOro KOHTpoNns B
OTHOLLUEHMWN KPUTUYECKMX CTafMIN Npouecca nepen Bblaaven paspeLleHms Ha Boinyck OC;

r) (4) obecneveHne paccrnefoBaHUs MPUYNH KPUTUYECKMX OTKITOHEHWI U NX YCTPaHEHNE;

a) (5) cornacoBaHue unu yTeepxaeHune Bcex cneumndmkaumn n OCHOBHbIX NPON3BOLACTBEHHBIX MHCTPYKLINIA;

e) (6) cornacoBaHve nnu yTBEPXAEHME BCeX Mpouenyp, KOTOpble MOryT OKa3biBaTb BMMSHME HA KayeCcTBO
nNpoMexyTovHon npogykumnm unu eC;

X) (7) obecneyeHne npoBeaeHUS BHYTPEHHUX ayAMTOB (CaMOVHCNEKLMN);

3) (8) ogobpeHue nponsBoanTENen NPoMeXyTo4HoW npoaykummn n ®C, paboTarLwmux no 4Orosopy;

n) (9) ytBepxgeHve WM3MEHEeHW, KOTopble MOTEeHUMarbHO MOryT MOBMWSATb HA Ka4yeCcTBO MNPOMEXYTOYHON
npogykuum nnn eOC;

K) (10) npoBepky 1 yTBEPXKOEHME NPOTOKOMOB M OTYETOB MO Banuaaumu;

n) (11) obecneyeHve NpoBeAeHUS paccrefoBaHUSA U MPUHATUSA PelleHUA No NPEeTeH3UsM, CBA3aHHbIM C
KayeCcTBOM,;

M) (12) KOHTPOSb CBOEBPEMEHHOIO BbIMOSTHEHUA TEXHUYECKOTO OOCMYyXMBaHMS, KannubpoBKM W MOBEPKU
KpuTuyeckoro obopyaoBaHus;

H) (13) obecneyeHne COOTBETCTBYIOLLMX MCMbITAHUA MCXOLHOMO CbIpbS M MaTepuanoB U OOKYMEHTaNbHOro
odhopMneHns pesynbTaTos;

0) (14) obecneyeHne HanUuMa [aHHbIX O CTaAbOUNBHOCTM ANA NOATBEPXOEHUS YCTaHaBNMBaeMbIX Aat
nNpoBeaeHUs MOBTOPHbLIX WUCMbITAHUA UMM UCTEYEHUS CPOKOB FOAHOCTWU, a Takke YycrnoBun xpaHeHus OC u (unu)
NPOMEXYTOYHOW NPOAYKUMM B TEX CryYasx, koraa aTo uenecoobpasHo;

n) (15) npoBegeHne 0630poB kavecTBa npoaykumm (NyHkTbl 307 - 308 HacTosAwmx MNpaswun).

0OB6sa3aHHOCTV NO NPOU3BOACTBEHHOW AeATenbHOCTH (2.4)

304. O0GaA3aHHOCTN MO MPOU3BOACTBEHHOW AEATENbHOCTM [OOSKHbI ObiTb [AOKYMEHTanbHO OMOPMIIEHbI U
BKItoYaThb B cebsl, B HACTHOCTK, criegyloLLee:

a) (1) paspaboTKy, MepecmoTp, YTBEPXKAEHNE 1 pacnpedeneHne NHCTPYKLUMIA No MPOU3BOACTBY MPOMEXYTOYHOM
npoaykuumn nnm ¢C B COOTBETCTBUM C YyTBEPXKOEHHON NpoLeaypo;

6) (2) npoussogctBo ®C M NpuM HEOBXOAMMOCTU MPOMEXYTOYHOM MPOAYKLMM B COOTBETCTBUM C 3apaHee
YTBEPXKAEHHBIMU MHCTPYKLMSMU;

B) (3) paccmoTpeHue Bcex 3anucei no NPOU3BOACTBY Cepuu NPOAYKUUM W MOATBEPXOEHWEe MOMHOTbl KX
3anoriHeHNs 1 NognucaHus;

r) (4) obecneyeHne obGA3aTENBHOIO LOKYMEHTMPOBAHWSI BCEX OTKIIOHEHUA OT Mpouecca Mpou3BoacTBa MU
NpoBeAeHUs UX OLEHKM, a Takke paccrnefoBaHUs BCEX KPUTUYECKMX OTKIMOHEHWA U OOKYMEHTanbHOro odopmMIieHus
NOmyYeHHbIX BbIBOAOB;

A) (5) obecneyeHne YNCTOTbI MPOM3BOACTBEHHbBIX NOMELLEHNIA U NP HEOBXOANMOCTU X AE3MHDEKLUN;

e) (6) obecneyeHne BbINOMHEHNST HEOOXOAMMbIX KanMbpoBOK, a Takke BeAeHNst U XpaHEHUs 3anuncen;

X) (7) obecneyeHne obCnyxmMBaHMSA MOMELLEHUIA 1 060PYAOBaHMS, a TakKe BEAEHWS N XpaHEHUS 3anucem;

3) (8) obecneyeHme NPOBEPKM M COrNacoBaHNsi NPOTOKOMOB Banugaumm u OTYETOB;

n) (9) oueHKy npeanaraembliX U3MEHEHMI B OTHOLLEHUN NPOAYKLUMMK, Npouecca unm obopyaoBaHus;

K) (10) obecnedyeHne kBanMdUKaLUM HOBLIX U MPU HEOBXOAMMOCTM MOLEPHU3UPOBAHHBLIX MOMELLEHUA |
obopyaoBaHus.

BHyTpeHHue ayauTsbl (CamonHcnekums) (2.5)

305. (2.50) Ons nopTtBepxaeHust cooTBeTcTBMS npom3BoactBa OC TpeboBaHuaM HacToswmx [pasun
Npon3BoaMTENb AOIMKEH PEryNSPHO NPOBOANTL BHYTPEHHME ayAUTbl COTNAcHO YTBEPXKOEHHOMY rpadouky.

306. (2.51) PesynbTaTbl BHYTPEHHEro ayaurta W nocrefyloliMe KoppekTupylowmne [enctBus Heobxoanmo
[OKyMeHTanbHO ohopMnaTb U JOBOAUTL 0 CBEAEHMS PYKOBOASLLEro nepcoHana npoussoautens. CornacoBaHHble
KOppPEeKTUpYyoLLMe OEVCTBUS LOIMKHBI OCYLLECTBNATLCSA CBOEBPEMEHHO U 3 EKTUBHO.

O630p kavecTBa Npoaykuumn (2.6)

307. (2.60) Ans noaTeBepxaeHWs MOCTOSIHCTBA Mpouecca MponsBoAcTBa HEOBXOAMMO perynsipHO NpoBOAUTL
0630p kayvectBa ®C. Takme 0630pbl kayecTBa AOMKHbI NPOBOAUTLCH, Kak NpPaBWIio, €XerogHo C Mocrneayolmm
AOKyMeHTanbHbIM ochopmneHmem. OHM JOMKHbI BKMtovaTh B cebsi Mo KpanHewn Mepe criegytoLlee:

0630p pe3ynbTaToB KOHTPOMsS B MpoLecce MpPOU3BOACTBA MO KPUTUYECKMM Touykam u ucnbitannn PC no
KPUTMYECKMM napameTpam;

00630p BCeX cepuii, He COOTBETCTBYIOLLMX YTBEPXAEHHBIM crnieundmrkaumsam;
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00630p BCEX KPUTMHECKMUX OTKIOHEHWI M HECOOTBETCTBUI M CBSA3AHHBIX C HAMUW paccrefoBaHui;

0630p NOGbIX U3MEHEHMWIN, BHECEHHbIX B MPOLIECCHI MW aHaNUTUYeCKUe METOAMUKM;

00630p pe3ynbTaToB NPorpamMmbl U3y4eHUs CTabUnbHOCTY;

0630p BCex BO3BPATOB, MPETEH3MUI 1 OT3bIBOB, CBA3AHHbIX C KAYECTBOM;

00630p AOCTAaTOYHOCTU KOPPEKTUPYHOLLMX AENCTBUN.

308. (2.61) Heobxogumo aHanuaupoBaTb pe3ynbTaTbl ykazaHHOro o63opa W oueHuWBaTb, cnegyeTt nu
npeanpuHMmMaTh KOPPEKTUpYyloLLiee AeNCTBME U NMPOBOANTL NOBTOPHYIO Banuaaumio. ObocHoBaHMe HeobxoanmocTu
TaKOro KOPPEKTMPYIOLLErO AEACTBMS OMKHO OblTb OhOpPMIIEHO AOKYyMeHTanbHO. CornacoBaHHble KOppeKTUpytoLme
OEeNCTBUS LOSMKHbI OCYLLECTBMSITHCA CBOEBPEMEHHO U 3DEKTUBHO.

MEPCOHAN (3)
Keanudukauus nepcoHana (3.1)

309. (3.10) TlpomsBoguTenb [AO/MKEH MMeTb [OOCTAaTOYHOE KONMMYECTBO MNepcoHana, WMeLLero
COOTBETCTBYIOLLIEE 0OpasoBaHMe, NOArOTOBKY W (MnM) oOMbIT  paboTbl  Ans  OCYLECTBIEHUS NPOW3BOACTBA
npomMexyTovHon npogykumm n ®C, a Takke Hag3opa 3a Nx NPon3BoACTBOM.

310. (3.11) O6Gs3aHHOCTM BCEro nepcoHarna, 3aHATOro B MPOU3BOACTBE MPOMEXYTOYHOM npoaykumm u OC,
OOIMKHBI ObITb TOYHO onpeAeneHbl U U3NOXeHbI B MMCbMEHHON hopME.

311. (3.12) [lMpousBoguTenb [AOMKEH pPerynspHoO MNpPOBOAMTbL OOyYeHMe nepcoHana C NpUBIEYEHNEM
KBanunuUMpoBaHHbIX CrNeuManucToB Mo BOMPOCaM, CBS3A@HHbIM C KOHKPETHbIMU OnepauusimMu, BbIMOSTHAEMbIMU
paboTHMKOM, a Takke C TpeboBaHWsMM HacToAwmMx [lpaBun, UMELWMMNU OTHOWEHNE K (YHKLMOHAmNbHbBIM
o6sa3aHHOCTAM paboTHuka. Heobxogumo BecTun 3anncu no oby4eHnto 1 NPOBOANTL NEPUOAMNYECKYIO OLEHKY 0By4eHUs.

'rueHa nepcoHana (3.2)

312. (3.20) NepcoHan gomkeH cobniogaTb CaHUTapHbIE MpaBuna.

313. (3.21) lMNepcoHan [OMmMKEeH HOCUTb YUCTYH, COOTBETCTBYIOLLYIO €ro MPOU3BOACTBEHHON [OEATENbHOCTU
ogexagy, KOTopyt npu HeobxogumocTu crnegyeT MeHdATb. [ns 3awmuTbl NpOMEXyTodHon npogykumm un ®C ot
KOHTaMuHaLmm1 npu HeobXo4MMOCTU OOSMKHA UCMOMNb30BaTbCA [OMNONHUTENbHAA 3allMTHas OAeXAa, 3aKpblBaloLLyHO
ronoBy, NUUO, PYKN U KUCTU PYK.

314. (3.22) NepcoHan gomkeH n3beratb HENOCPEACTBEHHOIO KOHTAKTa C MPOMEXYTOYHOW npoaykumen nnm eC.

315. (3.23) KypeHue, npMemM num, NnTbe, XXeBaHWE U XpaHEHNE NULLEBLIX MPOAYKTOB OOMYCKaKTCA TONbKO B
crneunanbHO NpegHa3Ha4YeHHbIX 30HaX, OTAENEHHbIX OT MPOU3BOACTBEHHbBIX 30H.

316. (3.24) MNpu Hannumm y pPabOTHWKOB WMHMEKLUNOHHbBIX 3ab0neBaHnn WM OTKPbITbIX MOBPEXAEHMN Ha
He3alLMLLEeHHbIX y4acTkax MOBEPXHOCTU Tena Takme paboTHUKM OO0MKHbl ObiTb OTCTpaHeHbl OT yyacTua B paboTe,
NMOCKONbKy Npu aToM kavectBo PC nopBepraetcs pucky. Jlloboro paboTHMKa ¢ ABHbIMY Npu3HakaMmu 3abonesaHns unm
OTKPbITBIMU NMOBPEXAEHUAMYU KOXM (MO pe3ynbTaTam MeauUMHCKOro obcrnefoBaHus unum HabnogeHus) HeobxogmMmo
OTCTPaHUTb OT paboT, NpW BLIMOSIHEHMU KOTOPbLIX COCTOSHME €ro 340pOBbs MOXET oOka3aTb HebraronpustHoe
Bo3gencTBme Ha kadyectso ®C, 40 BbI3AOPOBMNEHUSA UM NONYYEHUS MEAMLIMHCKOIO 3aKIMiO4YEHN O TOM, YTO y4yactue
3TOro paboTHUKa B NPON3BOACTBE HE NpeAcTaBnsieT pucka ana 6esonacHoctTn unm kadectea PC.

KoHcynbTaHThl (3.3)

317. (3.30) KoHcynbTaHTbl MO BoOMpocam MpPOM3BOACTBA M KOHTPONS MPOMEXYTOYHOM npoaykumm unm dC
OOMKHbI MMETb COOTBETCTBYHOLLIEE 0bpa3oBaHue, NOATOTOBKY M ONMbIT paboTel unu nwboe ux codeTaHuwe AN TOro,
4TOObI KOHCYNBTUPOBATL MO BONPOCAaM, A1 PeLLeHNs KOTOPbIX X NPUrnacunu.

318. (3.31) Heobxoanmo BecTu 3anmcu ¢ ykasaHuem amunuu, MMeHun, oTyecTBa (Npy Hanuuun), agpeca u
KBanmMdurKaLmmn KOHCYNbTaHTOB, a TakkKe Tuna npegocTaBnsaemblX UMy YCHyr.

30AHNA U TIOMELWEHWUA (4)
lMpoekTupoBaHue u ctponTtenscteo (4.1)

319. (4.10) 3pgaHna M nomeLleHnsi, ucnornb3yemMble Mpu NPOM3BOACTBE MPOMEXYTOYHOM npoaykuum n OC,
HeoOXxoaMMO pacnonaratb, MPOEKTUPOBaThL U KOHCTPYMPOBaTb Taknm 00pa3omM, 4ToObl obecnevnTb BO3MOXHOCTb WX
OYMCTKN, OOCNYXKMBaHMUA N (PYHKLUMOHMPOBAHUSA B COOTBETCTBUM C TUMOM U CTaguen npoussoacTtea. lMomelleHus
OOMKHbl MPOEKTUPOBATbLCA TakMM 06pa3om, 4ToObl CBECTM K MUHMMYMY BO3MOXHYIO KOHTamuHauuio. Ecnn
yCTaHOBMEHbI cneumdukaumm B OTHOLEHUN MUKPOBNOMNOrMyecknx nokasarenen NnpoMexKyTouHon npogykumm unu eC,
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nomMeLleHns HEOOXO4MMO NPOEKTUPOBaTb TakMM 0Opa3oM, YTOOLI MO BO3MOXHOCTU OrPaHNYNTL PUCK HEXenaTerbHON
MUWKPOGHOW KOHTaMUHaLMW.

320. (4.11) 3gaHus N NoMeLLeHUs A0MKHbI ObITb 4OCTATOYHO MPOCTOPHLIMU ANsi NMPAaBUIIbHOTO PAaCMONOXeHMWS
06opynoBaHns, XpaHEHUS U NepeMeLLLeHns MaTepmnanos, YToObl NpegoTBpaTUTL NepenyThiBaHNE U KOHTaMUHALUMIO.

321. (4.12) Ecnn obopyooBaHue (Hampumep, 3akpbiTble WU U30NUPOBaHHbIE CUCTEMbI) obecnevmBaeT
HaOEeXHYH0 3allnTy MaTepmnanoB, TO OHO MOXeT ObITb pacrnofioXXeHO BHE NOMELLEHMS.

322. (4.13) NepemelleHre maTepurasnoB 1 NepeaBmkeHNe nepcoHana B 30aHNM 1M MOMELLEHUAX OOJDKHbI ObiTb
NpeaycMoTpeHbl TakuM ob6pasomM, YToObI NpeaoTBpaTUTL NepenyTbiBaHUE Y KOHTAMUHALIMIO.

323. (4.14) OomkHbl ObITb onpeaeneHbl KOHKPETHbIE 30HbI WM OPYrMe CUCTEMbl KOHTPONsS ANsl crnegylomnx
onepauun:

npuemMka, ngeHtTudgukaums, otbop Npod 1 KapaHTMH MOCTynawLWMX MaTepuanoB A0 BblgayuM paspelleHnst Ha
NCNonb30BaHUE NN 0 OTKIMOHEHUS;

XpaHeHWe NPOMEXYTOYHOW npoaykumm u ®C B KapaHTMHe OO0 Bblgadu paspelleHus Ha BbINyCK UnvM Ao
OTKIMOHEHNS;

oT60p Npob npomexyTovHon npoaykuum n OC;

XpaHeHWe OTKITOHEHHbIX MCXOAHOMO Chipbsi U YNaKOBOYHbIX MatepuanoB A0 u3baBreHunss OoT Hux (Hampumep,
BO3BpaTa, MOBTOPHON 06paboTKM MNN YHUUTOXEHUS);

XpaHeHne MaTepuanoB, KOTOpbI€ pa3peLLeHbl K UCMOMb30BaHUIo;

TeXHOnormyeckne onepauuu;

onepawun No ynakoBke 1 MapKnpoBKe;

npoBeAeHne NabopaTopHbIX aHaNM3oB.

324. (4.15) lMpousBognTenb OOMKEH NpenycMOTpeTb Hanuune HeoOXOAMMbIX MOMELLEHWMIA ANs MOLArOTOBKM
nepcoHana (B 4aCTHOCTU, AN MbITbS PYK) U TyaneTHbIX KOMHAT B 4OCTAaTOYHOM KONMYECTBE M MOAAEPXMBATb B HUX
unctoTy. K HUM gomxkHa ObiTh NogBeaeHa ropsdasi U XonoaHas BoAa, AOMKHbI OblTb B HaAnNUUMM MbIFIO UMM UHOE
MoloLlee CpeacTBO, BO3AYLUHbIE CYLUUIKM UMW OOHOPa30Bble MONoTeHua. YMbIBaNbHUKM U TyaneTHble KOMHaTbl
OOMXKHbI OblTb OTAENEHbl OT MPOU3BOACTBEHHBIX 30H, HO NErkoAoCTYMHbl. JOMKHO ObiTb 00ecneyeHo Hanuyne
nomMeLleHnin 4ns nepeocgeBaHns v Npu HeobxoguMoCTy Ans NPUHATUSA QyLia.

325. (4.16) JlabopaTopHble 30HbI, MecTa BbINONHEHUSA nabopaTopHbIX paboT pekoMeHAyeTCcsa OTAensiTb OT
NPON3BOACTBEHHBIX 30H. HekoTopble nabopaTtopHble 30HbI, B YACTHOCTM, 30Hbl, MCMOMb3yeMble ANsl KOHTPOMs B
npoLiecce nNpousBOACTBa, MOXHO pasMellaTb B MNPOU3BOACTBEHHbIX 30HaX MNpW YCrOBUKW, YTO onepauuu
TEXHOJSIOrMYECKOro NpoLecca He 0Ka3biBalOT HEGNAronpUATHOrO BAINSIHUSA HA TOYHOCTbL JNTAabopaTopHbIX U3MepeHwun, a
nabopatopHble paboTbl He OKasbiBalOT HEOMaronpuATHOrO BO3OENCTBMSA Ha  TEXHOMOrMYECKUA  MnpoLecc,
NPOMEXYTOYHYI0 npoaykuuto unm eC.

UhxxeHepHble cuctembl (4.2)

326. (4.20) Bce nHxeHepHble CUCTEMBI, KOTOPbIE MOTYT NOBMUATL Ha KAYECTBO NPOAYKLMM (Hanpumep, CUCTEMbI
obecneyeHns Napom, ra3amu, cxaTbiM BO3AYXOM, @ TaKKe CUCTEMbI HAarpeBaHusl, BEHTUNALMM U KOHOULMOHUPOBAHNS
BO34yxa), OOMMKHbI MPONTK KBanudukaumo. HeobxoamMMo cooTBETCTBYHOLNM 0O6pa3oM KOHTPONMpoBaTb UX paboTy u
npeanpvHMMaTb Mepbl, €Crn MpeBbllleHbl AONYCTUMbIE MPeAenbl KOHTPONMpyemblx napameTpoB. [lpoussoguTens
OOIDKEH UMETb B HANUYMU YEPTEXM ITUX UHKEHEPHBIX CUCTEM.

327. (4.21) MNpun HeobxooumocTu crnedyeT npegycMatpuBaTb COOTBETCTBYHOLLME CUCTEMbI BEHTUASLMM U
unbTpaumMm BO34yXa, a Takke BbITSXKHbIE YCTPOWCTBA. OTWM CUCTEMbI [OSPKHbI ObiTb CNPOEKTUPOBaHbI U
CKOHCTPYMpPOBaHbl TakuM 06pa3om, YTOObl CBECTU K MVMHUMYMY PUCK KOHTaMUHAUUM U NEPEKPECTHON KOHTaMUHaLWW.
OHu Takke AOMKHbI OblTb CHabXeHbl 000pPYAOBaHMEM AN KOHTPONSA AaBEHUS BO3ayxa, HanMynsi MUKPOOPraHU3mMoB
(ecnn 3TO0 HEOGXOOMMO), 3ambIIEHHOCTU, BRAXHOCTM M Temnepartypbl, ecnn 370 TpebyeTca And AaHHOW CTaguu
npomssoactea. Ocoboe BHMMaHue cnegyeT yaenaTb 30Ham, B koTopbix ®C noaBepraloTcs  BO3OENCTBUIO
OKpyXatoLLen NPoOM3BOACTBEHHOWN Cpebl.

328. (4.22) B npon3BoaCTBEHHbIX MOMELLEHUNAX C peLMpKynsaLmMen Bo3ayxa cnegyet npegycMoTpetb Mepbl Mo
NpeLoTBPALLEHUNIO pUCKa KOHTaMUHALUUN U NEPEKPECTHOWM KOHTaMUHaLMW.

329. (4.23) CtaumoHapHble TpybonpoBoabl crieagyeT A0MKHbIM 06pa3oM naeHTMduumpoBaTtb. ATO MOXeT ObiTb
CAenaHo C MOMOLLbID MapKMPOBKM OTAENbHbIX TPyOOMpPOBOAOB, COOTBETCTBYIOLLEN [OOKYMEHTauun, CUCTEM
KOMMbIOTEPHOrO KOHTPONA UM MHbIMKM cnocobamu. TpybGonpoBoabl crnegyeT pacnonaratb Takum obpasom, 4TOObI
nsbexaTb pucka KOHTaMUHALMN NPOMEXYTOYHOW npoaykumm unn eC.

330. (4.24) CtaumoHapHble TpybonpoBOAbl AOMKHLI MMETb COOTBETCTBYHOLLME pa3Mepbl U ObiTb CHaGXeHbI
CMCTEMOW BO3AYLLUHOMO 3aTBOpA WK1, ecriv 3To Heobxoaumo, YCTPOMCTBOM Ansi NpeaoTBpaLLeHns obpaTHOro NoToka.

Bopa (4.3)
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331. (4.30) Bopa, wucnonbdyemass B npowussoactee PC, pgomkHa COOTBETCTBOBaTb MpegnoriaraemMomy
HasHa4veHuto. CobnogeHne gaHHoro TpedoBaHmsa AOMKHO ObITb MOATBEPXKAEHO Nogpa3gefneHemM KavecTea.

332. (4.31) KauyectBO BOAbl, WCMONb3yeMOW B MNPOU3BOACTBEHHOM MpoOLlecce, [AOIMKHO COOTBETCTBOBATb
TpeboBaHNsAM HOPMATMBHbIX NPaBOBbIX akToB Poccunckon ®egepauun, npeabaBnsemMbiM K Ka4eCTBY NMUTLEBOW BOAbI.

333. (4.32) Ecnu ana obecneyenns kadectBa PC xapakTepUCTUK NMTLEBOWN BOALI HEAOCTATOYHO N HEODXOANMBI
bonee xecTkme TpeboBaHUA K XUMUYECKUM U (MNN) MUKPOBUONOrMYECKUM XapakTepUCTUKaM BOAbl, OOSMKHbI ObiTb
pa3paboTaHbl COOTBETCTBYHOLLME CrneuMdukauum Ha BoAay MO U3MYECKUM CBOWCTBAM, XMMWYECKMM CBOWCTBAM,
obLLeMy YMCIy MUKPOOPraHM3mMoB, HEAOMYCTMMbIM MUKPOOPraHnamam 1 (Mnu) cogepxaHunio 3HAOTOKCUHOB B BOAE.

334. (4.33) Ecnu npounssoanTens nogsepraeT BoAY, UCNONb3yeMyHo B MPOU3BOACTBE, creuunanbHoi obpaboTke
AN AOCTWKEHWS onpeaeneHHoro kayecTsa, To npouecc 06paboTkM JOIMKeH NPONTM Banvaauuio 1 ero Heobxoammo
KOHTPONMpOBaTh C y4€TOM YCTaHOBIEHHbIX NPEAENoB.

335. (4.34) Ecnu npowusBoguTens HectepunbHon ®C HamepeBaeTCs UCNONb30BaTb CBOK NPOAYKUUIO ANS
nocriegyoLlero NponsBOACTBa CTEPUIBbHOIO NEKapCTBEHHOro npenapata Wnn yTBepxaaeT, 4YTo ero npoaykums
npurogHa Anst Nony4YeHnsi CTepUbHOro NIEKapCTBEHHOIO Npenaparta, To BOAa, UCMoNb3yemasi Ha MOCnegHNX CTagusax
BbIOENIEHNS 1 OYUCTKU, OOMMKHA NoABepraTtbCst MOHUTOPUHIY U KOHTPOMNMPOBATLCHA B OTHOLLEHMM obLLero konuyecTtsa
MUWKPOOPraHn3moB, HeAONMYCTUMbIX MUKPOOPTraHN3MOB 1 3HAOTOKCHHOB.

Pasgenenwne 30H (4.4)

336. (4.40) Mpon3BoacTBO NPOAYKLMUN C BbICOKOW CEHCUOMIU3NPYIOLLEN aKTUBHOCTBIO, TAKOW KaK MEHULWUNINHLI
unu uedanocnopuHbl, HEO6XOAMMO OCYLLECTBNATb B CeunarnbHO BblAENEHHbIX NMPOVM3BOACTBEHHbLIX 30HAX, KOTOpble
MOTYT BKItoYaTb NOMeLLeHus, obopyaoBaHue ansi o6paboTkm Bo3gyxa 1 TeXHONormdeckoe obopyaoBaHue.

337. (4.41) CneumnanbHO BblgerneHHble NMPOU3BOACTBEHHbIE 30HbI OOSMKHbI ObITb MPegyCMOTPEeHbl Takke Ans
BELWECTB C UHUUMPYIOLWUMU CBOMCTBaMMU, C BbICOKON (DapMakonorMyeckon akTMBHOCTbIO WM TOKCUYHOCTLIO
(HanpumMep, HekoTopble CTepoudbl UMW LUTOTOKCUYECKME MPOTUBOOMYXOMEBbIE CPeacTBa), 3a MCKNIOYEHUEM Tex
Crny4aeB, KOrfa yCTaHOBIEHbI U OCYLLIECTBNATCA BanMaupoBaHHbIe NPoLeaypbl MHaKTUBALMK U (MITN) OYUCTKMN.

338. (4.42) TlpousBoauTenb [OMmKeH paspaboTatb U BBECTM B [OENUCTBME Mepbl, Heobxoaumble Ans
NnpegoTBpaLLEHUs NePEKPECTHON KOHTAaMUHALIMKN CO CTOPOHbI MEPCOHana, a Takke WCXOOHOr0 Cbipbsl, YMaKOBOYHbIX
MaTepuanoB, NPOMEXYTOYHOW Mpoaykumu, obopyaoBaHWs W MHbIX NPEeaMeToB, NepeMeLlalrmnxcs u3 OgHOW
BblAE€MNEeHHOM 30HbI B APYryto.

339. (4.43) JlobGble TexHomornyeckue onepauuy (BKMIOYas B3BELUMBAHWE, pa3MoOn WM yNakoBKy) C
BbICOKOTOKCUYHBIMK HedhapmaLeBTUYECKMMM BELLECTBAMM, TakMMM Kak repovumabl M nectuuuapl, He OonyckaeTcs
NpOBOAWTb B TEX Xe 3A4aHuAX U (nn) Ha TOM xe obopydoBaHuM, KOTopble ucnonb3yloTcsa Ans npoussopctea OC.
PaboTa ¢ Takumm BbICOKOTOKCMYHBIMWU HedhapMaLeBTUYECKUMUN BELLLECTBAMU U MX XPaHEHME OOMKHbI OCYLLECTBNATLCH
otaenbHo oT ®C.

OcBelueHue (4.5)

340. (4.50) Bo Bcex 30Hax OOIMKHO ObITb 0becnevyeHo ocBelleHne, Heobxoammoe ans Toro, 4Tobbl NPOBOAUTL
OYUCTKY, TEXHMYECKOE OOCNYXNBaHNE U HaAMexallee BbiNoriHeHNe onepawuii.

Ctokn 1 otxoapl (4.6)

341. (4.60) Ctoku, oTxoabl 1 Apyrue oTpaboTaHHble MmaTepuansl (HaNnpUmep, TBEpAbIe, XUAKUe 1 rasaoodpasHblie
nobo4yHble MPOAYKTbI MPOU3BOACTBA) BHYTPU WM CHapyXW 34aHWMW, a Takke Ha HENocpedCTBEHHO NpureraroLLen
TeppuTopun HEOOXOANMO CBOEBPEMEHHO YaAansaTh, obecneymBas ©e3onacHoOCTb M cobntogas caHuTapHble npasuna.
KoHTenHepbl Ans mycopa u (unun) CTovHble TPyObl AOMMKHBI BbITb YETKO NPOMapKMpPOBaHbI.

CanutapHas obpaboTka 1 TexHnyeckoe obcnyxusaHue (4.7)

342. (4.70) 3paHus, vcrnonb3yemMble MpyU MPOU3BOACTBE MPOMEXYTOYHOW npoaykumm n ®C, Heobxoammo
Hagnexawwmm obpasom obcnyxunBaTb, PEMOHTUPOBATL U COAEPXaTb B YACTOTE.

343. (4.71) [lMpoussogutenb [OMXeH pa3paboTate [AOKYMEHTbl, Onpedensiowme OTBETCTBEHHOCTb 3a
npoBefeHne caHuTapHo 06paboTku, B KOTOPbIX NpUBEAEHbI rpadduKM NPOBEAEHNS OYUCTKWU, MEepedYncrieHbl MeToabl,
obopynoBaHune 1 maTepurarnbl, MICNOMNb3yeMble NPU OYNCTKE 3A4aHUIA U NOMELLEHNIA.

344. (4.72) MNpun HeobxooMMOCTK ANs Toro, YTobbl n3bexaTb KOHTaMMHaLMM 060PYA0BaHNS], UCXOLHOTO ChipbS,
YyNaKoBOYHbIX MaTepuarnos U MaTepuanos 45151 MapKUPOBKK, NPOMEXYTOYHON npoaykuumn n ®C, OomkHbl BbITb Takke
paspaboTaHbl npoueaypbl MO MCMNONb30BaHUIO CPEACTB NPOTUB MPbI3YHOB, MHCEKTULMAOB, (PYHrMUnaoB, yMUTaHTOB 1
CpPeAcTB O4UCTKM 1 ae3nHdekumn OC.
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TEXHONOIMNMYECKOE OBOPYOOBAHUE (5)
MpoekTnpoBaHue n moHTax (5.1)

345. (5.10) O6opynoBaHue, UCMONb3yemMoe Npu MPOU3BOACTBE MNPOMEXYTOYHOW npoaykumm u ®C, A0mKHO
UMeTb COOTBETCTBYIOLLYIO KOHCTPYKLIMIO, COOTBETCTBYIOLLME pa3Mepbl M pacnornaratbCAa B COOTBETCTBUM CO CBOUM
Ha3Ha4yeHneM 1 Taknm obpasom, YTobbl NepcoHan MOr OCYLLECTBIATL OYMCTKY, Ae3nHdekuuto (Nnpy HeobxogumocTwn)
N TEXHMYEeCKoe 0OCnyXnBaHe aToro 06opyaoBaHuS.

346. (5.11) TlNoBepxHOCTM 0OOpPYAOBaHUS, KOHTAKTUPYKOLLME C UCXOOHBbIM  CbipbEM, MPOMEXYTOYHbLIMM
npogyktamu unu ®C, He OOMKHblI BNUSITb HA KA4YeCTBO MPOMEXYTOYHbIX MPOAYKTOB U PC U U3MEHATb WX
XapaKkTepucTHKM 3a npeaenbl 4oMYCTUMbIX 3HAYEHMWIN, YCTaHOBMNEHHbIX B cneLmdguKaLmsix.

347. (5.12) TexHomnornyeckoe obopydoBaHWe HeOOXOAMMO WUCMONb30BaTh TOMbLKO B nNpegenax paboymx
OManasoHOoB, YCTaHOBIEHHbIX NpY KBanudukaumm.

348. (5.13) OcHoBHOe 00OpyaoBaHWE (Hanpumep, pPeakTopbl, EMKOCTM AN XpaHeHMs!) U CcTauMoHapHble
TEXHOMOIMYEeCcKMe NMHUKU, UCMONb3yeMble B MPOU3BOACTBE MPOMEXYTOYHOW npodykumm vnn PC, pormkHbl ObiTb
COOTBETCTBYOLLUM 06pa3om naeHTUMMLMPOBaHbI.

349. (5.14) Jlobble BewecTBa, HeobxoauMble ANA OYHKUMOHMPOBaAHUSA OBOPYAOBaHMSA, TakMe Kak CMasku,
XKMOKOCTW AMsi HarpeBa Unn xnagareHTbl, He AOMMKHblI KOHTaKTUPOBAaTb C MPOMEXYTOYHOM npogykumen unn ®C, 4Tobbl
He U3MEHSITb UX kayecTBO. [MpousBoanTENnb AOMKEH MPOBECTM OLIEHKY MNOOLIX OTKIOHEHMIM OT 3TOoro TpeboBaHus,
4yTOObI yBEONTLCH, YTO OTCYTCTBYET HEDBNAroNnpUsiTHOE BO3AENCTBME 3TUX MaTepuarioB, BNUSKOLLEE Ha MPUrogHOCTb
npomMexxyTovHon npogykumen nnn ®C ons ncnonb3oBaHus. Tam, rae 3T0 BO3MOXHO, AOMKHbI UCMONb30BaTLCA CMa3sku
1 mMacna, npegHasHay4yeHHble AN NULLEBOW NPOMBILLIEHHOCTY.

350. (5.15) Bo Bcex cny4vasx, Korga 9TO MPUMEHMMO, OOSPKHO MCMONb30BaTbCH 3aKpbITOe WU repmMeTudHO
3aKpbiBatoLLleecsa obopygoBaHve. py 1Cnonb3oBaHMM OTKPLITOrO OOOPYAOBaHUS UMW €ro OTKPbITUM Heobxoaumo
NPUHATbL MepPbl NPegOCTOPOXHOCTU, YTOObLI CBECTU K MUHUMYMY PUCK KOHTaMUHaLWW.

351. (5.16) Y npousBoanTensi AOMMKEH UMETLCS B HanM4yuMu akTyarnbHbI KOMMJIEKT YEepTEXEN MCMosib3yeMoro
0o0opyaoBaHUsA, a TakKe KPUTUYECKMX CUCTEM OOBA3KM (HanpuMMep, KOHTPOSIbHO-U3MEPUTENbHbIX NpnbopoB,
BCMOMOraTesibHbIX CUCTEM).

TexHu4yeckoe obcnyxuBaHve 1 ouncTka obopyaosaHus (5.2)

352. (5.20) lMpodunakTuyeckoe TexHnyeckoe obcenyxnBaHue obopynoBaHusi HeobGXOAMMO MpoBOAUTL B
COOTBETCTBMM C YTBEPXKOEHHbIMU rpadmkamn U npouegypamu, B KOTOpPbIX [JOIKHA ObITb onpegeneHa
OTBETCTBEHHOCTb 3a MX MPOBEAEHNE.

353. (5.21) NpounssoanTens OMmMKeH pa3pabotaTe UMHCTPYKLUUW MO O4UCTKe obopydoBaHus M nocregyloLemy
NONyyYeHMo paspeLleHns Ha ero UCrnonb3oBaHWe nNpu NPON3BoACTBE NPOMEXYTOUYHOM npoaykumm u OC. lNpoueanypsl
OYMCTKM AOMKHbI ObITb ONMCaHbl 4OCTAaTOYHO NOAPOOHO, YTOOLI ONepaTopbl MOrMM NPOBOANTL OYNCTKY 0O0pyAOBaHMSA
noboro TMna BOCNpOM3BOAMMbIM U 3(PEKTUBHBIM CNOCOOOM. 3TN Npoueaypbl AOIMKHBI BKIOYATb:

yCTaHOBMEHNE OTBETCTBEHHOCTU 3a OYUCTKY 000OpyaOBaHUS;

rpaduKn OYUCTKM, BKITHOYas (Npy HeobxoanmocTun) rpadmkn caHuTapHon obpaboTkuy;

MofnHoe onvcaHve MeTOA0B U MaTepuarnoB, BKMYas MNPUrOTOBEHWE CPeaCTB, MUCMOMb3yeMblX AN OYMCTKU
obopynoBaHus;

WHCTPYKUUM Nno pa3bopke 1 cbopke kaxaow (NpyM HEOOXOAMMOCTU) eauHuLbl 0bopygoBaHusa anst obecneveHns
Haanexallen O4YnUCTKY;

WHCTPYKLUM MO yOaneHuio MapKMpoBKW NpeablayLlen cepuu;

WHCTPYKLUUN NO 3awmTe Yynctoro obopynoBaHmst OT KOHTaMUHALMK Nepes ero MCnonb30BaHMEM;

NMOpsiAOK MPOBEPKU YUCTOTbl 0DOOPYAOBaHUA HENOCPEACTBEHHO Mepen ero UCMoMb30BaHWEM, €Cnn  3TO
NpakTU4eCcKn OCYLLLECTBUMO;

yCTaHOBMeHUe (Korga NpMMEHUMO) MaKCUMarnbHOro NPOMEXyTka BpeMEHVW MEXAy OKOHYaHMeM npouecca U
O4MCTKOW 060OpyaOBaHUS.

354. (5.22) O6opynoBaHMe M NPUHAANEXHOCTU OOSDKHbI OYULLIATLCS, XPAHUTBCS W MNpU  HEOOXOAMMOCTU
nogsepraTbCs caHNTapHoOn obpaboTke MM CTEpMnM3oBaThCs ANs NPEeAoTBPALLEHUss KOHTaMWHaUMM MM nepeHoca
MaTepuana, KoTopble MOryT U3MEHUTb Ka4eCTBO NPOMeXyTouHon npoaykuum n ®C 3a npegensl, YCTAHOBMEHHbIE B
cneundunkaumnsx.

355. (5.23) Ans o6opynoBaHusi, NpeaHa3HayYeHHoro Anst HeMpepbIBHOIO TEXHONOMMYECKOro npouecca unu ans
NpOM3BOACTBA KaMMaHWsMUM (MPOWM3BOACTBEHHLIMU LMKNAMKW) MNOCNedoBaTeNibHbIX CEepUA  OAHOM UM TOW  XKe
NMPOMEXYTOYHOW NpoAyKUMM unn ogHown n Ton xe PC, Heobxooumo MPOBOAUTH OYMCTKY 4Yepe3 onpegerneHHble
NPOMEXYTKN BPEMEHMU BO U3bexxaHne HakonmneHnst U nepeHoca KOHTaMWMHAHTOB (Hanpumep, NPOAYKTOB pasfoXeHust
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U1 HeJoMnycTUMOro KonnyecTsa MUKPOOPraHM3mMoB).

356. (5.24) ObopynoBaHue, MCMOMb3yeMoe Ans MPOM3BOACTBA Pa3HbIX MaTepuaroB, AOIDKHO OYULLATBCS B
NPOMEXYTKax MeXay X CMEHOMN BO n3bexaHne nepekpecTHON KOHTaMUHaLUN.

357. (5.25) lMNpowusBoanTenb OOIMKEH YCTaHOBUTb U ODOCHOBATbL KPUTEPUM MPUEMSIEMOCTM B OTHOLLEHMWM
OCTaTKOB, @ Takke OCyLLecTBUTb U 060CHOBATL BbIOOP NpoLeayp O4YMCTKM U MOKOLLUX CPEACTB.

358. (5.26) Ob6opynoBaHne AOMKHO ObITb COOTBETCTBYHOLMM OOpa3oM NPOMAapKMPOBAHO B OTHOLLEHUM €ro
COAEPXKNMOTO Y COCTOAHUS YNCTOThI.

Kanubposka (5.3)

359. (5.30) KannbpoBKy KOHTPOMBbHO-U3MEPUTENBHOIO U aHanNMTU4eCcKkoro obopynoBaHnst (B TOM YUCIE BECOB,
npubopoB ANsi MOHUTOPWHIa), UMEILLEro KpUTuyeckoe 3HadeHne And obecneyeHust KavyecTBa MNPOMEXYTOHHON
npogykuum nnm ®C, HeobxoouMo NPOBOAUTL B COOTBETCTBUN C YTBEPXKOEHHLIMU WMHCTPYKUUSIMA U YCTAHOBIIEHHBLIM
rpaconKom.

360. (5.31) KanubpoBka [omkHa NPOBOAMTLCS C MCMOSIb30BaHMEM COOTBETCTBYIOLLUMX CEepPTUPULMPOBAHHBLIX
CTaHAapTOB MM COMOCTaBMMOIO CO CTaHAAPTOM obpasua nMbo aTanoHa (ecnv TakoBble CyLLECTBYHOT).

361. (5.32) 3anucu npoBeaeHUs kannbpoBOK JOMKHbI COXPaHATHCS.

362. (5.33) Tekywmin ctatyc KanubpoBKM KpUTUYECKOro obopyaoBaHMsS OOMMKeH OblTb M3BECTEH M AaBaThb
BO3MOXHOCTb €ro npoBepKMu.

363. (5.34) He ponyckaeTtcsi ucnonb3oBaHne NpnbopoB, KOTOPbIE HE COOTBETCTBYIOT KPUTEPUSIM KannoOpoBKu.

364. (5.35) OTKNOHeHMSs OT YTBEPXXOEHHbIX CTAaH4APTOB KanMbpoBKM ANA KpUTUYECKMX NpubOopoB HeobGXoamMmo
paccrnegoBaTb, 4TOObl OMNpedenuTb, MOBAMANO JIM 3TO Ha KayeCTBO MPOMEXYTO4YHOM npogykumm u  OC,
Npon3BeAeHHbIX C UCNOMb30BaHNEM AaHHOro obopyaoBaHMs NOCMe ero nocregHern yenewHon kanubposku.

KomnbloTepuanpoBaHHble cuctemsl (5.4)

365. (5.40) KomnbloTepranmpoBaHHblE CUCTEMbBI, OTHOCSLLMECS K HacToswum NpaBunam, nognexaT Banugauuu.
O6bem Banugauum 3aBUCUT OT MHOroobpasusl, CrOXHOCTU U KPUTUYHOCTU MPUMEHEHUS KOMMbIOTEPU3NPOBaHHBLIX
CUCTEM.

366. (5.41) Hagnexawwme kBanuukaums MOHTaxa W KBanudukaums QYHKUMOHMPOBAHUS  OOSKHbI
NpPoAEMOHCTPMPOBaTL NPUroAHOCTb KOMMNBbIOTEPHOro 060pYA0BaHNS U NPOrpamMMHOro obecnedeHns Ana BbINOMHEHMWS
MoCTaBreHHbIX 3a4au.

367. (5.42) Ncnonb3yemoe nporpaMMHoe oOecrneyeHune, KOTopoe Obio KBanvdpuuupoBaHO, He Tpebyet
npoBeAeHUs UCMbITaHUA TOro xe ypoBHA. Ecnun cyujecTBylowas cuctemMa He npowna Banugauuio BO Bpems
YCTaHOBKU, MPU HanMynmM COOTBETCTBYIOLLEN AOKYMEHTaLMN MOXHO NPOBECTUN PETPOCMEKTMBHYIO Bannaaumio.

368. (5.43) Heobxoammo, 4Tobbl KOMMLIOTEPU3UPOBAHHBIE CUCTEMbI UMENN AOCTATOYHLIN YPOBEHb KOHTPOIS
Anst npefoTBpalleHnsl HeCaHKUMOHUPOBAHHOIMO [O0CTyna K AaHHbIM WM U3MEHeHWs AaHHbIX. [orkHa ObiTb
npegycMoTpeHa 3alimTa OT MoTepu AaHHbIX (Hanpumep, Npu BbIKIOYEHUW KoMmnbioTepa). MHdopmaums o niobbix
N3MEHEeHUsIX AaHHbIX, O MOCNeAHeM BBOAE AaHHbIX, O TOM, KEM 1 KOrAa OHu Bbinv caenaHbl, NOANEXUT perncTpaumm.

369. (5.44) lMpousBoauTenb AO/MKEH MMETb YTBEPXAEHHbIE Mpoueaypbl MO 3SKChnyaTtaumm U TEXHUYECKOMY
06CnyXMBaHWIO KOMMBIOTEPU3NPOBAHHBLIX CUCTEM.

370. (5.45) Ecnn kputuyeckme OaHHble BBOAAT BPYYHY, HeobxoAuMo npeaycMOTpeTb AOMOSNHUTENbHYIO
NPOBEPKY TOYHOCTU UX BBEAEHUS. Takylo NPOBEPKY MOXET BbIMNOSTHUTL BTOPOKM onepaTop Unu cama cuctema.

371. (5.46) Cbon B paboTe KOMMbIOTEPU3NPOBAHHBIX CWUCTEM, KOTOPblE MOryT MOBMAMATL Ha KayecTBO
NPOMEXYTOYHOM npodykuun unn PC, Ha [OCTOBEPHOCTb 3anvMcel unu pesynbTaToB MCNbITAHWWA, MNoAnexaT
AOKyMeHTanbHOMy O0(OPMIEHUIO 1 paccnefoBaHuio.

372. (5.47) NameHeHUs B KOMMbIOTEPU3MPOBAHHBIX CUCTEMaX HEeOBXOAMMO OCyLecTBRATb B COOTBETCTBUU C
npouegypamu BHECEHNUS U3MEHEHWUIA, OPULIMaNbHO UX CaHKLMOHUPOBAaTb, OPOPMASATL AOKYMEHTarbHO U TECTUPOBaTb.
[omkHbl COXpaHATBLCA 3arnnMcn BCEX W3MEHEHWW, BKITOYas MoAMUKauMIo U YCOBEPLUEHCTBOBAHME KOMMbLIOTEPHOIO
obopyaoBaHuWs, NPOrpaMMHOro obecneyeHnss U ApYrux KpUTUYECKMX KOMMOHEHTOB CUCTEMbl. OTU 3anucyu OOIDKHbI
ObITb AOKa3aTENBLCTBOM TOMO, YTO CUCTEMA NOAAEPKMBAETCH B BANMANPOBAHHOM COCTOSIHUM.

373. (5.48) Ecrnn cbon vnm nonoMka CUCTEMbI MPUBOAUT K MOCTOSIHHOW MOTepe 3anucen, Npou3BOAMTENb
OOMKeH NpegycMOTpeTb CUCTEMY PEe3epBHOro KonuposaHwus wHGopmaumn. Bo Bcex KOMMbIOTEPU3NPOBAHHbIX
cucTemMax JOIMKHbI BbITb MPegycMOTpeHbl cpeacTBa, obecnevmBarowne 3almTy AaHHbIX.

374. (5.49) B pononHeHve K KOMNbIOTEPHON cUcTeME AOMNYCKAeTCs 3anvcb AaHHbIX U APYrMM CrocoGoM.

OOKYMEHTALMS! 1 3ATICU (6)

Cunctema gokymeHTauum un cneundukaumm (6.1)
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375. (6.10) Bce OOKYMEHTbI, MMELNE OTHOLUEHME K MPOM3BOACTBY MPOMEXYTOYHOW npoaykumm unmn OC,
HeoOXOOMMO COCTaBnATb, MNPOBEPATb, YTBEPXAaTb W pPacnpoCTpaHsATb B COOTBETCTBUM C  YTBEPXKAEHHbBIMM
npoussoguTenem npouegypamu. Takne JOKYyMEHTbl MOryT ObiTb 0POpMIIEHbI KaK B MMCbMEHHOM, TaK U B 3NIEKTPOHHOM
BUae.

376. (6.11) Boligayy, nepecMoTp, 3aMeHy UNn U3bATUE BCEN OOKYMEeHTauuu HeobxoaMMO KOHTPONMpoBaTb C
coxpaHeHueM cBeeHun 06 nx npeablayLmnx BEPCUsX.

377. (6.12) NpomnsBogmTenb OOIMKEH OpraHM3oBaTh CUCTEMY XPaHEHMS BCEX LOKYMEHTOB (Hanpumep, oT4ETOB O
pa3paboTke, OTYETOB O MacLiTabupoBaHWM, OTYETOB O Nepedade TEXHOMOrMM, OTYETOB O Banvaauum npouecca,
3anvcen no obyyeHunto, 3anncer No NPon3BoACTBY, AOKYMEHTOB MO KOHTPOMIO U 3anucewn no peanv3aunm) ¢ ykasaHuem
CPOKOB XPaHEHWUS TakuX JOKYMEHTOB.

378. (6.13) Bce 3anvcu no nponsBOACTBY, KOHTPOMO M peanu3aumm HeobxoauMMo XpaHuTb He MeHee 1 roga
nocrne WUCTEeYEeHUss cpoka rogHOCTU cepun. 3anucu, cojepxalumMe AaHHble MOBTOPHbIX UcnbiTaHui PC, [OMMKHbI
XpaHUTbCA He MeHee 3 neT nocrie NoMHOoN peanuaaumm cepun.

379. (6.14) 3anncn HeobOXoOUMO BbIMOSNHATL HECMbLIBAEMbBIMW YEpHUIIAaMX B CreumanbHO NpeayCMOTPEHHbIX
ON9 3TOro MecTax cpasy e nocre BbINOMHEeHNs onepaunni; nvuo, caenasllee 3anvcb, AOMKHO ObiTb 0603HAYeHO.
WcnpaBnennss B 3anmcsax AOMKHbl ObiTb MognucaHbl C NpocTaBneHveM gaTbl. Takue ucnpaBneHus He  OOMKHbI
NpensaTcTBOBaTb NPOYTEHUIO 3aMNUCK B ee NepBOHaYansHOM Buae.

380. (6.15) B TeueHne neprona xpaHeHUst opurMHanbl UK KOMMKM 3anucein AOMKHbl ObiTb NErkogoCTynHbl Ha
NPOM3BOACTBEHHOWN MIOWaaKe, rAe OCYyLEeCTBAANMCb paboTbl, ONMCaHHble B 3TUX 3anucax. [donyckaetcss Takke
ObICTpoe nonyyeHne 3anmMcen n3 Apyrnx MECT XpaHEHUS C MOMOLLIbIO 3NEKTPOHHbBIX Ui APYrMX CPeacTB.

381. (6.16) CneuundukaLmm, MHCTPYKLUK, NPOLIeAYpbl U 3anncu MOXHO XpaHuTb Nnbo B opurnHane, nnbo B Buae
KONWUW, TakMx kak dOToKONUW, MUKPOMUNIBbMbI, MUKPOMUWIM unn apyrme opmbl TOYHOTO BOCMPOU3BEOEHMS
opurMHanbHbIX  3anucen.  Ecnnm  mcnonb3oBanucb mMeToabl YMeHbLUEHNS opurMHana, Hanpuwmep,
MUKPOMUIbMUPOBAHNE, UMW 3MEKTPOHHbIe 3anucu, TO HeobXoAMMO MMETb COOTBETCTBYIOLLEE CuUMTbIBalOLLee
obopynoBaHue, a Takke CpeAcTBa ANs M3rOTOBMNEHUS NevaTHbIX KOMUA.

382. (6.17) NpounsBoanTenb OOIMKEH pa3paboTatb 1 0POPMUTL AOKYMEHTANbHO crneuudukaumMm Ha WCXOQHOe
Cbipbe, MPOMEXYTOYHYHO Mnpoaykuuto (npu HeobxogumocTtn), ®C u MaTepuanbl ANA MaAPKUPOBKM U YMaKOBKW.
[ononHnteneHo MOryT noOHagobuTbca crneumdumKkauum Ha HeKoTopble  ApyrMe  martepuanbsl  (Hanpumep,
BCMOMOraTernbHble MaTtepuarnsl, NpokNagkM), UCrnonb3yemMble B Xo4e Mpou3BoACcTBa NMPOMEXYTOYHON MpOoOyKUUUA UIu
®C, koTopble MOryT OblTb KPUTUYECKMMM ANs kavecTBa. HeobGxoaMmMo ycTaHOBUTbL M OOPMUTb AOKYMEHTanbHO
KpUTEpMM NpMeMEMOCTI AN KOHTPOA B Mpouecce Npou3BoacTBa.

383. (6.18) Ecnu wncnonb3yloTCA SMNEKTPOHHblE MOAMUCKM Ha OOKYMEHTax, TO OHU [OOIMKHbl  OblTb
NMOEHTUMULMPOBAHbI U 3aLLULLEHBI.

3anucu o4nCTKM 1 Ncnonb30BaHMsA obopyaoBaHus (6.2)

384. (6.20) B 3anucsax Mcnonb3oBaHUS, OYUCTKW, CaHUTapHOW 06paboTkm u (Mnu) cTepunusauun, a Takke
TEXHUYECKOro 0OCNYXMBaAHMS OCHOBHOTO 060pYA0BaHWUst JOMKHbI ObITh YKasaHbl 4aTa, Bpemsi (Npu HeobxogumocTw),
HaMMeHOBaHMe NPoAYKLMN, HOMEP KaXOO0N CEPUN NPOM3BEAEHHON Ha 9TOM 060pyA0BaHNM NPOAYKLMK, @ Takke NnLo,
KOTOpOe NPOBOAMIIO OYMCTKY U TEXHNYECKoe 0bCnyxnBaHue.

385. (6.21) He TpebyeTtca cocTaBneHust OTAEMbHbIX 3anuCel OYUCTKM U UCNONb3OBaHWA 0b6opyaoBaHUS B
criyyae, ecnum OHO crneuuanbHO MpeAHa3HayeHo Ans NPOM3BOACTBA OZHOMO HauMMEHOBAaHWS MPOMEXYTOYHOro
npoaykta mnn ®C un cepunm 3TOrO MNPOMEXYTOYHOro npogykta unu ®C npousBogsATcs B MNpOCreXuBaemoi
nocrnefoBaTenbHOCTM. B cnydasix MCnonb3oBaHWs creumanbHo npeaHasHadyeHHoro obopyaoBaHUs 3anucu  ero
OUYMCTKUN, TEXHUYECKOrO 0BCMYXMBaHWUS N 3KCNyaTaumm MoryT 6biTb NMGO YacTblo JOCkE HA cepuio, MO0 OTAENbHbLIM
OOKYMEHTOM.

3anuncu Ha UCXoOHOE Chipbe, MPOMEXYTOYHbIE
NPoAYKTbl, YNaKoBOYHbIE MaTepuanbl U maTepuanbl As MapKUpPOBKM
hapmauneBTNYeCKkux cybctaHuun (6.3)

386. (6.30) HeobxogmMmMo BecTU 3anucu Ha WCXOOHOE Cbipbe, MNPOMEXYTOYHbIE MNPOAYKTbI, YMNAKOBOYHbIE
mMaTepuansl, Matepuansl Ans MapkupoBku OC, cogepxalume cnegyowime AaHHble:

HauMeHoBaHVe NPON3BOAUTENS, MAEHTUMUKALMIO N KONIMYECTBO KaXXAOW MOCTaBKU KaXOOW Cepuu WMCXOLHOro
CbIpbsl, MPOMEXYTOYHOW NPOAYKLMM UMW YNAKOBOYHbLIX MaTepManoB U MatepuanoB Anst Mmapkuposku ©C;

HanMMeHOBaHWe MOCTaBLUMKa; KOHTPONbHBLIA HOMEp (HOMepa) nocTaBluKa (ecnvM W3BECTeH) WunuM  Apyron
NAEeHTUDMKALMOHHBIA HOMEP; HOMEP, MPUCBOEHHbIN NPY NpUeMKe, 1 AaTa NPUEeMKM;

pe3ynbTaTbl BCEX NPOBEAEHHbIX UCMbITAHWIA UMW NPOBEPOK M CAENaHHble HAa X OCHOBaHWW BbIBOAbI;
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3anvcu, B KOTOPbIX OTCNEXMBAETCS UCMNONb30OBaHWE MaTepuarnos,;

AOKYMEHTaLMIo N0 OLEHKE M NpOBEpKe YMaKOBOYHbIX MaTepuarnoB M MaTepuanoB ana mapkuposkn ®C Ha
COOTBETCTBME YCTAHOBMIEHHbIM Creundukaumsam;

OKOHYaTernbHOe pelleHne OTHOCUTENbHO OTKMIOHEHHBLIX WCXOAHOrO Cbipbs, MPOMEXYTOYHOW NPOAYKUMW WUnn
yNakoBOYHbIX MaTepuanos n Mmatepunanos Ana mapkuposkn ®C.

387. (6.31) lMpoussoauTenb OOMKEH XpaHWUTb YTBEpPXAEHHble obpasubl 3TUKETOK ANS CPaBHEHUS C  HUMM
BbIMyCKaeMbIX 3TUKETOK.

[MpOMbILINEHHBIA pernamMmeHT U TEXHONOrMYeckne NHCTpyKLmn (6.4)

388. (6.40) Ona obecneyeHuss OOHOPOAHOCTU OT CEPUM K CEpPUM MNPOU3BOAMTENb [OSMKEH paspaboTtatb
NPOMBbILLIIEHHbIE pernamMenThl Ans kaxgoro Buga ®C, KoTopble YTBEPXOAIOTCH PyKOBOAUTENEM MPOU3BOAUTENS, a
Takke HE3aBUCUMO NPOBEPSIOTCS, NOAMMCLIBAIOTCS NULIOM M3 NoapasnefieHns KadecTBa ¢ npoctaeneHMemM gatel. Ha
OCHOBaHUM MPOMBILLSIEHHbIX PErfaMeHTOB pa3pabaTbiBaldTCA TEXHOMOMMYECKNE WHCTPYKUMU ONIS KaXOOW cTaguu
TEXHOJMOrMYECKoro npouecca M (Mnu) Ons Kax4oro BuAa NPOMEXYTOYHOM MpoJyKumW, KOTOpble MOAMMCHIBAKOTCS
OOHUM §NWUOM C MNpOCTaBneHveM pfatbl, a TaKKe He3aBWCMMO MNPOBEPSIOTCH, NOAMUCLIBAOTCA MMUOM U3
noapasgeneHnst kadectsa C npocTaeneHveM faTbl. [MpOMbILNEHHBIR pernameHT BKMYaeT B cebs nepeyeHb
NCMNOSb3yeMbIX MaTepmUanoB C yKasaHWeEM KOMNMYECTBA KaXX4oro M3 HUX, AaHHble 00 ucnonb3yemom o06opynoBaHUu,
onncaHme TEXHONOMMYeCcKoro npoLecca  MeTOAOB KOHTPONSA Ha Bcex aTtanax npoussoactea PC. Obwme TpeboBaHus
K CTPYKTYpPE U MHble TPeOOBaHMSA K COAEPXKAHMIO MPOMBILMEHHBIX PErfiamMeHTOB YCTaHOBMEHbI COOTBETCTBYHOLLMMMU
HOpMaTMBHbLIMW NPaBOBbLIMK akTamu Poccuiickon ®epepaunn.

389. (6.41) TexHONMOrM4YECKNE MHCTPYKLMN OOIDKHbI BKITOYATh:

HavMeHoBaHWe BbiNyCckaeMon NPOMEXYTOYHON npogykumm unu ®C 1 ctagmm TEXHONMOrMYecKoro npouecca, a
Takxke, ecrnv NpMMEHNUMO, COOTBETCTBYIOLLMIA KOA, JOKYMEHTA;

MOMHbIV NepeyYeHb NCXOOHOIO Cbipbs Y MPOMEXKYTOYHOM MPOAYKUUU C yKasaHWMEM HaUMEHOBaHWMA WU KOOOB,
JOCTaTovyHO crneumduyHbIX Anst TOro, 4YTobbl MOXHO ObIIO MPOBECTU WAEeHTUMKaUMIO U onpedenvTb nobble
crneunarnbHble XapakTEPUCTUKN KavyecTBa;

TOYHOE yKa3aHue KONMYecTBa UM COOTHOLLEHME KaXAoro HavMEHOBaHWsi UCMOSfb3yeMOro MCXOAHOMO Cbipbs
NN NPOMEXYTOYHOM MpOOYKUMM C YyKasaHWeM eauHuL uamepeHus. Ecnu Takoe KoOnM4ecTBO He siBNsieTcs
PUKCMPOBAHHBLIM, TO HEOBXOAMMO NPUBECTU pacyeT ANA KaXOoro pasmepa Cepum WU pexuma TEXHONOrMYeCcKoro
npouecca. Takke HeobXo0OANMO yka3aTb OTKIIOHEHWUSI OT yKa3aHHbIX KONMYECTB, eCIIM OHN 0OOCHOBAaHbI;

MECTO OCYLLIECTBINEHMS TEXHOIOMMYECKOrO MpoLecca U OCHOBHOE TexHorormdyeckoe obopygoBaHue, KoTopoe
Npv 9TOM UCMNOMb3yeTCs;

noAapobHbIe TEXHONOrMYeckne OENCTBMS, B TOM YUCTIE:

nocnenoBaTenibHOCTb, KOTOPYH HeOb6XoaMMO cobnioaaTh;

ncrnonb3yemble guanasoHbl NapameTpoB NpoLecca;

ykasaHus Mo otbéopy Npob 1 KOHTPOM B Mpouecce Mpou3BOACTBA C YKa3aHWEM KpUTEpUEB NPUEMIIEMOCTH,
Korga aTo Heobxoaumo;

npegernbHble CPOKN 3aBEPLLEHUS OTAENbHbIX CTaAMN TEXHOMOMMYECKOro npouecca M (Mnu) BCero npouecca B
uenom, korga ato Heo6xoanmo;

OoXugaemble anmanasoHbl Bbixoga NPOAYKLUUM Ha COOTBETCTBYIOLMX CTagusix npouecca unu B onpeaeneHHoe
BpeMS;

ocobble ykaszaHus M Mepbl NPefoCTOPOXHOCTU, KOTOpble HeobxoauMMo cobntogaTtb, UM  COOTBETCTBYHOLLME
NnepeKpecTHbIE CChINIKM Ha HUX, KOraa 3To HeoOX04MMO;

yKa3aHus MO XPaHEeHW MNpoMexyTodHonm npogykumm urm ®C gna obecneveHnss ux MNPUrogHoCcTM K
MCMNOMb30BaHMIO, BKITHOYas YMNakoBOYHbLI MaTtepuan u matepuan and MapkMpoBKM, a Takke ocobble ycrnoBus
XpaHeHMWs C Yyka3aHMeM CPOKOB, Koraa aTo uenecoobpasHo.

[ocbe Ha ceputo (3anvcy No NPON3BOACTBY U KOHTPOSHO
KayecTBa) (6.5)

390. (6.50) Onga kaxgoro npomexyTtodHoro npogykra n ®C gormkHO ObiTb MOATOTOBMEHO OOCHE Ha CEpUIo
npoaykuun, BkItovawllee B cebs NomHyl MHgopmauuio O NPOM3BOACTBE M KOHTPONE KavyecTBa Kaxaon cepuu.
BblgaBaemas ¢opma Oons BHeceHMsi 3anuMcert Mo NPOM3BOACTBY [OJPKHA COOTBETCTBOBATb TEXHOMOMMYECKON
WHCTPYKUUN U ABNATLCS akTyanbHOW Bepcuen. Ecnv dopma gna BHECEeHWs 3anuceil Mo MNpou3BOACTBY CEpPUM
cocTaBfieHa Ha OCHOBaHWUM OTAENbHONM YacTy TEXHONOrMYECKON MHCTPYKLUMK, TO TaKOW [OKYMEHT [OMMKEH coaepXaTb
CCbINIKY Ha UCMOMb3yeMYyH AENCTBYHIOLLYH TEXHOMOMMYECKYHO UHCTPYKLUMIO.

391. (6.51) ®opmbl AN BHECEHUS 3anMcelt 4OMKHbI OblTb NPOHYMEPOBaHbI C YKa3aHWMEM KOHKPETHOro Homepa
cepun nnn I/I.EI.eHTI/I(bI/IKaLl,I/IOHHOFO HOMepa, a TaKke nognnucaHbl C nNpocTtaBlieHMeM p[atbl NpU  Bblgade. |-|pl/l
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HenpepbIBHOM MPOM3BOACTBE KOA MPOAYKUUW, a Takke faTa U BpeMs BblNyCka MOryT CMYXUTb OAHO3HAYHbIMU
naeHTudurkaTopammu 4o NPUCBOEHNST OKOHYaTENIBHOTO HOMEepa CEpUN.

392. (6.52) B pocbe Ha ceputo (3anmMcax MO MPOM3BOACTBY WM KOHTPONKO KayecTBa) NpoayKuMu nocre
3aBEepLUEHNS KaXXa0W BaXKHOW TEXHOSOMMYECKON CTaany OOIMKHbI ObITb yKa3aHbl criegylolme CBeaeHus:

aarta u, rae npuMeHUMOo, BpeMS;

OCHOBHOE ucrnonb3yemoe obopyaoBaHue (Hanpumep, peakTopbl, CYLUNIKA, MeNbHULbI);

cneundudeckas naeHTUUKaUna Kaxaon cepuu, BKMYas Maccy, eAuWHWLbl U3MepeHus, Homepa cepuin
NCXOOHOIO CbIpbs, MPOMEXYTOUYHOM NPOAYKLUN UK NIoObIX MaTepuanos, NpoLieiLmx NOBTOPHYD 06paboTky B xone
Npon3BOACTBA;

3aperncTpupoBaHHble akTU4eckne pesynbTaTbl KpUTUYECKMX MapamMeTpoB NpoLecea;

AaHHble 0 NbbIX NPoBeAEHHbIX 0T6opax Npob;

noanucu nuy, BbINOMHABLUMX KaXAYl KPUTUYECKYKD CTagulo npu paboTe, a Takke OCYLLUEeCTBRASBLUMX
HenocpeacTBEHHbIN HAA30p UMK MPOBEPKY;

pe3ynbTaTbl UCMbITAHUIA B NPOLIECCE NPOM3BOACTBA M NTabopaTopHbIX UCTMbITAHWIA;

(haKTU4ECKuN BbIXOA HA COOTBETCTBYHOLLMX CTAAMSAX UMK B onpederneHHoe BpeMs;

onuncaHve ynakoBKU 1 MapKMpOBKU AN NPOMEXYTOYHOM npoaykuun unm eC;

obpasey, aTmkeTkn ang OC nunm NPOMEXXyTOUYHOM NPOAYKLMUN, ECIM OHU NPOU3BEAEHbI AN NMPOAAXKMN;

nwoboe 3amMeyeHHOe OTKIMOHEHWe, ero oueHka, WHdopMauus O MNpPOBEAEeHHOM paccrnegoBaHun  (nNpu
HeOOXOAMMOCTI) MUIN CCbISIKa Ha Takoe paccrefoBaHUe, eCrv COOTBETCTBYHOLINE AOKYMEHTbLI XPaHATCS OTAENBHO;

pes3ynbTaTbl KOHTPOSISA MPU BblAaye paspeLLeHnsi Ha BbIMyCK.

393. (6.53) NMpounsBoanTenb AomkeH paspaboTaTb M YyTBepAUTb Npoueaypbl, KoTopble HeobxoguMmo cobniogaTb
npuv paccrnegoBaHUmM KPUTUYECKMX OTKIOHEHWI UMW MPU HECOOTBETCTBUM CEPUIN MPOMEXYTOYHOM npoaykumn nnn eC
ux cneumdukaumsam. Takoe paccrnefoBaHne AOMKHO pacrnpoCTPpaHATbLCA U Ha Apyrne cepum, K KOTopbiM Mornn Gbl
UMETb OTHOLLUEHWE AaHHble HECOOTBETCTBUSA UMY OTKITOHEHNSI.

HokyMeHTbl TabopaTopHOro KoOHTpors (6.6)

394. (6.60) [dokymeHTbl rlabopaTOpHOro KOHTPOMsl AOSKHbI BKMYATh MOJSIHYHO WHGOpMaumMilo O [aHHbIX,
MOMyYeHHbIX B XOA4E BCEX WCMNbITaHWA, MNPOBEOEHHbIX AN MNOATBEPXKAEHWS COOTBETCTBUS  YCTAHOBMEHHbLIM
crneundukaumam n obwen dapmakonenHon ctaTbe, (papmakoneHom cTaTbe, HOPMATMBHOW OOKYMEHTauuu unu
HOpMaTMBHOMY JOKYMEHTY, BKMO4as UccrneoBaHus U KONMYECTBEHHbIE onpeaeneHnsi, a UMeHHO:

onuncaHve obpasuoB, NOMyYeHHbIX 4518 MPOBEAEHNS] UCTMbITAHWSA, BKIIOYAsS Ha3BaHWE WCXOLHOMO Cbipbsi, MECTO
oTbopa NpoOdbl, HOMEP cepun UK OPYron XapakTepHbln Kod, daTy oTbopa npobbl W, rge NpUMMEHUMO, KONTMYECTBO
obpasua, NpeacTaBneHHOro Ans NPOBEAEHUS UCNbITAHUA, U 4ATy €ro NonyyYeHus;

OnMcaHne Kaxaoro UCnosb3yeMoro MeToAa UCNbITaHWIA UMK CCbINKY Ha Takon MeTof;

ykasaHue Maccbl obpasua unum gpyrux eavHul usMepeHus Ans obpasua, UCMonb3yemoro Ans  Kaxaoro
UCMbiTaHWs, B COOTBETCTBUM C OMNUCAHHbIM METOAOM; [aHHblE O TNPUrOTOBMEHUN W WCMbITAHUU CTaHOAPTHbIX
06pasL0oB, peakTUBOB M CTaHOAPTHbIX PaCTBOPOB UM COOTBETCTBYHOLLME NEPEKPECTHbIE CCISNKU;

MOSHbIE 3aMNMCK BCEX UCXOAHbIX AaHHbIX, MOJTyYaeMbIX B XO4e KaX4oro UCNbITaHWs, B AOMOJIHEHUE K rpadukam,
Tabnuuam © cnekTpam, MOflyYeHHbIM C MOMOLLbI JlabopaTopHbiXx nNpubopoB, Hagnexawwmm obpasom
NOEHTUDULMPOBAHHbIE NS KOHKPETHOIO BELLECTBA U CEPUN, NOABEPraeMbIX UCMbITAHUIO;

3arnucy BCcex pac4eToB, BbINOMHEHHbIX B CBSI3W C MPOBEAEHUEM WUCMbITaHWS, BKIOYas eOuHULbI U3MEPEHMs,
K03hULMEHTbI NepecyeTa 1 haKkTopbl IKBUBANEHTHOCTMY;

N3NOoXeHNe pe3ynbTaToB UCMbITAHWUI U UX COOTBETCTBUS YCTAHOBIIEHHbLIM KPUTEPUSIM NPUEMITEMOCTH;

MOANUCH N1LA, MPOBOAMBLLETO KaX40e UCNbITaHWe, u AaTy (4athbl) MX NPOBEAEHNS;

AaTy M NoAnUCb nuua, CBUAETENbCTBYIOLLEro, YTO OpurMHanbl 3anvcen ObinMv NPOBEpeHbl B  OTHOLLEHWUU
TOYHOCTM, MOSHOTbI U COOTBETCTBUS YCTAaHOBIEHHbIM TPebOBaHUSAM.

395. (6.61) Heobxoammo Takke BECTU NOMHbIE 3anUCK C YKa3aHUEM:

NoObIX NU3MEHEHWUI YCTAHOBIEHHbIX aHANUTUYECKUX METOANK;

nepuogmnyeckon kanubposku nabopaTopHoro obopydoBaHWs, annapaTtoB, CPeacTB  U3MEPEHUA U
PErMcTpUpYLLMX YCTPONCTB;

BCcex ucnbiTaHun ®C Ha cTabunNbHOCTB;

paccrneaoBaHUs OTKIOHEHU OT cneunduKaumi.

0630p gocke Ha ceputo (6.7)
396. (6.70) [Ons onpegeneHust COOTBETCTBUS MPOMEXYTOUHOW npoaykumm wunu  PC  ycTaHOBNEHHbIM

cneunduKkauuam nepeq Bbihavel paspelleHnsl Ha BbIMYCK Cepuy WUnv nepes ee peanusaument JOIKHbl ObiTb
paspaboTaHbl NpoLeaypbl, KOTOPLIM HEOBXOAMMO CriefoBaTh Npy 0630pe 1 yTBEPXKOEHUMN 3anucein No NpPou3BOACTBY
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1 nabopaTopHOMY KOHTPOJIO CEPUIA, BKIMOYas YNakoBKY U MapKUPOBKY.

397. (6.71) 3anucu nNo Npou3BOACTBY Cepui M nabopaTOpHOMY KOHTPOS KPUTMYECKMX CTagui npouecca
noanexaTt MpOBEepKe W NOATBEPXAEHWIO noapasfaeneHneMm (nogpasgeneHusMy) KadecTBa nepej Bblaaden
paspeLleHns Ha BbIMyCK v nepepq peanudauunen kaxagon cepum OC. 3anucu no npousBoactBy u nabopatopHomMy
KOHTPOMK ANA HEKPUTUYECKUX CTaaumi npouecca MoryT ObiTb NpOBEpeHbl KBaNMMUUMPOBAHHBIM MEPCOHANoM
NPOn3BOACTBEHHOrO NoApa3aeneHnsa unu Apyrux nogpasgaeneHvin B COOTBETCTBMM C NpoLeaypamu, yTBepXOeHHbIMU
nogpasgeneHnem (nogpasgeneHnsammn) kKadecTaa.

398. (6.72) Bce OTKMOHEHMS, OTYETbl O paccrefoBaHUAX U OTKIMOHEHUAX pe3ynbTaToB OT  cneumndukauunn
HeoOXx04MMO oueHMBaTb B npouecce 063opa AoCke Ha cepuio Nepes Bbigayen pa3peLleHns Ha BbiMyCK 3TON CEpUN.

399. (6.73) MNoppasgeneHue (nogpasgeneHus) kadectBa MOXeT (MOryT) nepegaBaTb MNPOU3BOLACTBEHHOMY
nogpasgeneHnto 06513aHHOCTU U MOSMTHOMOYMS B OTHOLLEHMM Bbl4a4uM pas3peLLeHns Ha NCNOMb30BaHME NPOMEXYTOUYHOM
NpoayKUUM 3a UCKMIOYEHNEM TeX CnyyaeB, Korga npoaykuusa npedHasHadeHa Ang MOoCTaBku 3a npefensl cdepsbl
KOHTpOIs NnpounssBoauTens.

PABOTA C UCXOOHbIM CbIPLEM (7)
O6wwii koHTponb (7.1)

400. (7.10) lMNpowussoguTens OOMKEH YTBEpAUTb [OOKYMEHTbI, OMuCbiBaloWMe MpuemMKky, UAeHTUdUKaLmio,
rnomMeLleHne B KapaHTUH, XpaHeHne, obpalleHune, oTbop nNpod, NpoBeAeHUE UCMbITAHUA, a Takke opfobpeHve wnu
OTKITOHEHWE UCXOOHOIO ChIPbS.

401. (7.11) MNMpomnsBogutenu nNpomMexyTodHon npoaykumm u (unn) PC OOMKHbI MMETb CUCTEMY OLIEHKM
NOCTaBLUMKOB MCXOOHOIO Cbipbs, KPUTUYECKOrO AN1S KayecTsa.

402. (7.12) [llocTaBka WUCXOOHOrO CbIpbA [OOSMPKHA OCYLUECTBRATbCA NOCTaBLUMKaMK, YTBEPXAEHHbIMM
nogpasgeneHnem (nogpasgeneHnamun) kadecTsa, B COOTBETCTBUM C COrfMacoBaHHbIMK cneumndurkaunuamu.

403. (7.13) Ecnu nocTtaBLUK KPUTUYECKOTO WCXOLHOMO CbipbS HE SABMSIETCS €ro npov3BOAMTENEM, TO
Npon3BoamMTENb NPOMEXYTOYHOW npodykumm u (unu) ®C gormkeH 3HaTb Ha3BaHWE M agpec NPOUM3BOAUTENS 3TOro
NCXOOHOIO ChIPbS.

404. (7.14) 3ameHa noCTaBLUMKA KPUTUYECKOTO WMCXOLHOrO Cbipbs [OMMKHA NPOBOAUTLCA B COOTBETCTBUM C
nyHkTamn 540 - 547 HacTosawmx lNMpasun.

Mpuemka n KapaHTuH (7.2)

405. (7.20) MNpw nony4yeHun n nepea NpPMEMKON Kaxgoe TapHOe MECTO C MCXOAHbLIM CbiPpbEM UINK rpynna TapHbIX
MecT obcnenyroTca BU3yanbHO Ha MNPaBUIIbHOCTb MapKMpPOBKM (BKMOYas COOTBETCTBME Ha3BaHWW, MCMNOMNb3yeMbIX
NOCTaBLLMKOM U 3aKa34nKOM, €CNN OHY OTNMYAKOTCA) U HAnMumne MOBPEXOEHUA KOHTeNHepa, NoBpeXAeHHbIX Mromo,
CBMAETENbCTB MOCTOPOHHEro BMeLLaTenbCTBa WNM KOHTaMuHauuu. MIcxodHOe Cbhipbe [OIMKHO CoAaepXaTbCs B
KapaHTMHe Jo oTbopa Npob, MPOBEPKM WUNU MPOBEOEHUS WCMbITAHUA WM [0 MOJyYeHUS paspelleHus Ha ero
NCMNorb30BaHue.

406. (7.21) Jo cmewmBaHMa MNOCTYNMBLUETO MWCXOOHOIO Cbipbd C WMEKLWMMUCA 3anacamy (HanpuMmep,
pacTBOPUTENAMW UMM 3anacamu B HakoMUTEeNbHbIX OyHKepax) MOCTynuMBLUEE WCXOOHOE Cbipbe [OIMKHO ObiTh
0603Ha4YeHO Kak cooTBeTCTBylOLWee TpeboBaHMAM K 3TOMY WCXOOHOMY CbIpblo, Mnpolefwee Heobxoanmble
UCMbITaHWS, eCnu NPMMEHMMO, U pa3peLleHHoe AN Mcnonb3oBaHus. Heobxogmmo paspaboTtaTe npouenypbl Mo
NpefoTBpaLLEHUNIO OLUIMOOYHON BbIFPY3KU MOCTYNMUBLLENO UCXOOHOIO Chipbs B UMEIOLLUIACA 3anac.

407. (7.22) NponsBoauTenb OOIMKEH UCKITIOUNTD BO3MOXHOCTb NEPEKPECTHOW KOHTaMMHaLMKN NOCTaBKM "aHrpo”,
€CI1 OHa OCYLLECTBMNAETCA B €MKOCTSAX, He MpedHa3HayeHHbIX crneuuansHo Ang Hee. [ns NoATBEpXOEHUS 3TOro
MOTyT MCMONb30BaTbLCH OAHO UMW HECKOMbKO CNeayLnX AoKa3aTenbCTB:

HanuMune JOKyMeHTa, MOATBEMKAAIOLLErNO OYNCTKY;

UCNbITaHMe Ha Hanuuue cneaoB NpUMecen;

OLleHKa MoCTaBLUMKa.

408. (7.23) bornbluMe eMKOCTU ONsi XpaHeHus n obcnyxmnearlme nx TpybonpoBOAbl, JIMHUM HAMOSIHEHUST U
pasrpy3kv OOIMKHbI UMETb COOTBETCTBYHOLLYIO MapKUPOBKY.

409. (7.24) Kaxxgoe TapHOe MeCTO uUnm rpynny TapHbIX MECT C UCXOAHbIM CbipbeM (Cepuen MCXOOHOrO Cbipbs)
HeoBbXx0AMMO MOEHTUMDULMPOBATL C MOMOLLLIO XapakTePHOro koga, HoMepa cepuv UM Homepa, NPUCBOEHHOro Mpu
npuemMke. YkasaHHbIN HOMeP OOIMKEH UCNONb30BaTbCA MPU perucTpauumn MeCTOHaxXOXAeHUs Kaxaon cepuun. [JorkHa
ObITb CUCTEMA MAEHTUUKALUN CTaTyCca KaXXaon cepun.

OT60op npob 1 NpoBegeHne NCMNbITAHUI NOCTYNUBLUNX UCXOAHOrO
cblpbs 1 MaTepwuanos (7.3)
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410. (7.30) Ona noartBepXOeHMs MOOJIMHHOCTM KaXKOOW CepuM WMCXOOHOro Cbipbs M MmaTepuanoB (3a
WCKIIOYEHVNEM UCXOLHOIO ChiPbs N MaTepmanos, yka3aHHbIX B NyHKTe 412 HacToswwmx NpaBun) Heobxogumo NpoBeCcTU
xoTa 66l 0gHO ucnbiTaHne. Ecnu npoussBogutenb MMeeT CUCTEMY OLEHKM MOCTaBLUMKOB, TO BMECTO MNpOBedeHus
OPYrx UCMbITaHUA MOXHO MCMNOMb30BaTh JOKYMEHT NOCTaBLUuKa, MOATBEPXKAAIOLWNIA KAa4YeCTBO.

411. (7.31) MNMpouenypa yTBEpXOEHUA MNOCTaBLUMKa AOIDKHA BKMOYaTb OLEHKY CMNOCOBHOCTU Mnpou3BoauTens
NOCTOSAHHO NOCTaBNATb CbiPbe U MaTepuansl, COOTBETCTBYHOLUME crneundukaunam (Hanpumep, OaHHble O KayecTBe
npeabiayLwmx noctasok). [MponssoguTens Npexae YeM COKpaTUTb OOBEM UCMbITAHUIA MPU BXOAHOM KOHTPOSe, AOIDKEH
NPOBECTM NOMHBIN aHaNU3 Kak MUHUMYM Tpex cepun. B mobom criyyae nonHbI aHanm3 HeobxoAMMO MNpPOBOAUTH
Yyepes onpegeneHHbIe NPOMEXYTKN BPEMEHM U CPaBHMBATb €ro pesynbTaTbl C AaHHbIMW JOKYMEHTa MOCTaBLUMKA,
noAaTBepxaatolero kadectBo. [JOCTOBEPHOCTb [AaHHbIX [OOKYMEHTOB, MOATBEPXKOAIOWMX KayecTBO, MOANEXUT
perynspHon NpoBepkKe.

412. (7.32) He TpebyeTcsa npoBeaeHNe KOHTPOIIA TEXHOMOrMYecknx Ao6aBoK, ONacHOro WM BbICOKOTOKCUYHOIO
Cblpbsl, APYrMX cneumanbHbiX MaTepuanoB WM MaTepuarnoB, NepefaBaeMbiX B [OpPYroe nogpasgeneHve nopg
KOHTPOMEM 3aka34yuvka, NPy Hanu4mMm OOKyMeHTa NpOM3BOAMTENS, NOATBEPXAAlLWEro KayecTBO, yOOCTOBEPSIHOLLErO
COOTBETCTBME ITOrO Cbipbsi YCTAHOBMEHHbIM TpeboBaHuaM. MaeHTndukauma 3Tux maTtepuanoB NPOBOAUTCH MyTeEM
BMU3yanbHOM NPOBEPKU TapHbIX MECT, 3TUKETOK 1 peructpanmm Homepos cepuin. OTCYTCTBME KOHTPONSA TaKOro Cbipbsi
Ha MecTe JOIMKHO BbITb 060CHOBAHO U 0HOPMNEHO OOKYMEHTANBHO.

413. (7.33) Mpobbl AOMmKHbI ObITb penpe3eHTaTUBHbI 41151 CEPUM UCXOLHOTO ChIpbs, U3 KOTOPOW OHU 0TOGpaHbI. B
MeToankax oToéopa npob JOMMKHBI ObITb YCTAHOBMEHbI YNCIIO TAPHbIX MECT, U3 KOTOPbIX He0OX0AMMO oTbMpaTh NPoOkI,
M Ta YacTb TapHOro MecTa, oTkyada 6epeTcsi npoba, a Takke KONIMYECTBO Chipbsl, KOTOPOE JOJMPKHO ObiTb OTOOpaHoO 13
KaXkgoro TapHoro mecta. Yncno TapHbIX MecT Anst oToopa npod 1 pasmep npobbl OOMKHbI ObITb yKasaHbl B MnaHe
oT6opa Npob, B KOTOPOM YyUUTLIBAETCH KPUTUYHOCTb CbIpbsl, U3AMEHUYMBOCTb CBOWCTB Chipbsi, NPEeALeCTBYOWMIA ONbIT
paboTbl C NOCTaBLUMKOM B OTHOLLEHUM KayeCTBa, a Takke KonmM4yecTBo, Heobxoanumoe Ans aHanusa.

414, (7.34) OT160p NPpo6 HEOOXOAMMO NPOBOANUTL B OMNPeAEeNeHHbIX MeCTax U B COOTBETCTBUN C MHCTPYKLUMSMU,
npegHasHa4YeHHbIMY 4NS NpefoTBpaLLEHUSA KOHTAMUHALMKM OTOOpaHHOW Npobbl U ApYrux MaTepuarnos.

415. (7.35) TapHble MecTa, 13 KOTOpbIX OTOMpatloT Npodbl, HE06XO0AMMO OTKPbIBaTb OCTOPOXKHO U Mocre oTbopa
nNpobbl HeMeaIeHHO CHOBa 3aKpbiBaTb. TakvMe TapHble MecTa noarnexar MapKMpoBKe AN ykasaHusa dakta oTbopa
npoobbl.

XpaHeHue (7.4)

416. (7.40) ObpaleHne c NCXOOHbIM ChIPbEM U €r0 XpaHeHWEe AO0SHKHO OCYLLECTBNATLCS Takum obpa3om, YTOoObI
NpegoTBPaTUTL €ro pasnoXeHne, KOHTaMUHaLMIO N NEPEKPECTHY0 KOHTaMUHALMIO.

417. (7.41) NcxogHoe cbipbe, xpaHsweecs B dubpoBbix GapabaHax, Mewkax wnNM swWuMkax, He [OOMKHO
pasMewiatbca Ha nony. YKasaHHOe cbipbe Heobxoaumo pacnonaratb Takum obpasom, 4Tobbl obecneunTb
BO3MOXHOCTb NPy HEOBXOAMMOCTU NPOBECTN OYUCTKY Y OCMOTP.

418. (7.42) VicxogHoe cbipbe AOMKHO XPaHMTBCS NMPU TakMX YCIIOBUSIX U B TEYEHUE TaKOro CpoKa, KOTOpble He
OKa3bIBalOT HEGNaronpusTHOrO BO3AENCTBMA Ha UX KavyecTBo. PekomeHgyeTcs cneguntb 3a TeM, 4TOObl MCXOAHOe
Cblpbe, MOCTYNuBLUEE paHbLLe, BbIN0 NCMOMb30BaHO B MEPBYIO OMepeab.

419. (7.43) HekoTopoe ucxogHoOe Cbipbe B COOTBETCTBYIOLIMX TapHbIX MeCTax MOXEeT XPaHWUTbCA BHe
noMeLeHUn Npu  YCrnoBUW, YTO WOEHTUMPUUMPYIOWIME STUKETKM OcTalTcs pasbopymBbiMK, a TapHble MecTa
Hagnexawmm o6pa3om o4MLLaloT nepes BCKPbITUEM M UCTIONb30BaHMEM.

420 (7.44) Ons Toro u4TtobObl NpegoTBpaTWTb HECAHKLUOHMPOBAHHOE WCMOMb30BaHWE B MPOU3BOACTBE
OTKIMOHEHHOMO MCXOAHOTO ChIpbsi, OHO AOJMKHO OblTb MPOMapKMPOBaHO M HAXOOUTLCS MOA KOHTPOSIEM B KapaHTUHE.

MoBTOpHas oueHka (7.5)
421. (7.50) Mo mepe HeobBXOAMMOCTM UCXOOHOE Chlpbe AOIMPKHO MOABEPraTbCs MOBTOPHOW OLEHKEe AN Toro,
4yTobObl ONpefennTb ero MPUrogHOCTb ANIA UCMOMb30BaHWUA (Hanpumep, Nocre NPOAOIIKUTENBHONO XpaHeHWs Wnu

BO34ENCTBUS Tenna unm BJ'Ia)KHOCTVI).

TEXHOMNOMYECKUI MPOLIECC U KOHTPOJIb B MPOLIECCE
NMPOW3BO/CTBA (8)

TexHonornyeckne onepauum (8.1)

422. (8.10) NcxogHoe cbipbe Ansi NPOU3BOACTBA NPOMEXYTOYHOM npoaykumm u ®C cnenyeT B3BeELUMBATL WIK
OoTMepuBaTb B COOTBETCTBYIOLLMX YCIOBUAX, HE OKa3blBalOLMX BITUAHUA Ha €ro npurogHoCTb AnA UCNOJb30BaHUA.
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Heobxogumo, 4TOObI Becbl M YCTpPOWCTBA AN M3MepeHuMs obObema MMEenuM TOYHOCTb, NpUeMSIEMY0  Ans
npegnonaraemMoro MCnosib30BaHusl.

423. (8.11) Ecnn mcxogHoe cbipbe OenaT Ha HEeCKONbKO MOopuuin  Ons Nocnegylwero WCMnosfb3oBaHWsS B
TEXHOMNOMMYECKNX OMnepaunsix, KOHTENHepP, B KOTOPbIA MOCTyNaeT MCXOOHOE Cbipbe, AOMMKEH ObiTb NMPUrOAHBIM ANs
3TOro M MapknpoBaH Takum obpasom, 4Tobbl Bbina B HanMumm cnegyowas nHpopmaums:

Ha3BaHWe UCXOAHOrO Chipbs U (MNN) ero KoA;

HOMep, MPUCBOEHHbIV NPU NPUEMKE, UM KOHTPOSbHbIA HOMEP;

mMacca unm obbem NCXOOHOIO Cbipbsi B HOBOM KOHTENHEPE;

npu HEOOXOAMMOCTU AaTa NpoBeAeHMS MOBTOPHOW OLEHKU UMW MOBTOPHbIX UCTIbITAHWIA.

424. (8.12) Heobxogumo HabnogaTb 3a KPUTMHECKMMW OMepauusiMyM  B3BELUMBAHUS, OTMEPMBAHUSA WIK
pasgeneHna 1M yaoCTOBepATb WX BbIMOMHEHME nubo noaeepratb WX 9SKBMBANEHTHOMY KOHTpom. [lepen
NCNONb30BaHNEM WUCXOAHOrO Chipbsi NMPOW3BOACTBEHHbIA NEepcoHan [[OIMKEeH YAOCTOBEPUTBCS B TOM, UTO OHO
OencTBUTENbHO ABMNSETCH TEM CbipbeM, KOTOPOE yKa3aHo B (hopmMe AN 3anMcu no Npou3BOACTBY Cepun Ang AaHHOW
NpoOMeXyTo4HoN npogykumnm unm eC.

425. (8.13) BbinonHeHWe ApPYrMxX KPUTUYECKUX onepaLmii JOMKHO Takke NpoBOAUTLCA MOA KOHTPOSIEM BTOPOro
crneumnanucTa unm nogsepraTbCs 9KBUBaANEHTHOMY KOHTPOSHO.

426. (8.14) Ha onpepeneHHbIX CTagusax TEXHOMOMMYECKOro npouecca pakTUyeckne BbIXOAbl AOMMKHbI ObiTb
COMoCTaBreHbl ¢ oxunaaemoimu. OxunaaemMble BbIXOAbl B COOTBETCTBYHOLUUX Npefenax AOMKHbl onpeaendaTtbcs Ha
OCHOBaHWM [aHHbIX NPOBEAEHHbIX paHee nabopaTOpHbIX, OMbITHBIX MM MPOMbILIEHHBLIX WUCMbITAHWA. [PUYUHBI
OTKIMOHEHUI OT OXWOAEMOr0 BbIXOAA, CBA3AHHbIE C  KPUTUYECKMMW CTagusMy  npouecca, [LOIMKHbl  ObITb
paccrnenoBaHbl, YTOObI ONPeaenuTb UX BNUSIHUE (MM BO3MOXXHOE BIIMSIHWME) HA Ka4eCTBO COOTBETCTBYIOLLMX CEPUNA.

427. (8.15) Itoboe oTKNOHEHUE JOIMKHO ObITb OYOPMITIEHO JOKYMEHTANbHO U 0ObsACHEHO. Jltoboe KpuTuyeckoe
OTKIMOHEHWEe JOIMKHO BbITb paccnegoBaHo.

428. (8.16) TexHOMNorMyeckuim CTatyC OCHOBHbLIX eaunHuL, obopydoBaHus [OorkeH ObiTb ykadaH nubo Ha
KOHKPETHbIX e4MHMLLax 06opynoBaHus, NMMbo B COOTBETCTBYIOLLEN LOKYMEHTauun, nMbo C WUCMNOMb30BaHMEM CUCTEM
KOMMbIOTEPHOIO KOHTPOSS, MO0 C NOMOLLbIO anbTEPHATMBHBLIX METOAOB.

429. (8.17) [lpousBoanTenb [OOMKEH KOHTPONMMpOBaTb MaTepuanbl, NpefgHa3Ha4YeHHble Afs MOBTOPHON
0o6paboTkn nnn nepepaboTkn, A4nNs NpegoTBpaLLEHUS HECAHKLNOHMPOBaHHOIO UCMOMb30BaHuS.

OrpaHuyeHne BpemMeHu BbINONHeHUs onepauui (8.2)

430. (8.20) Ecnn B TexHOMNOrM4eckon MHCTpyKumn (nyHKT 389 HacToswmx MNpaBun) ycTaHOBMNEHbI OrpaHuyeHust
no BpemeHun, ux Heobxogumo cobnogaTe Ans obecrnedyeHWs KavecTBa NPOMEXYTOYHOW npogykummn un dC.
MNpounssoanTens JOMKEH AOKYMEHTanbHO OhOPMIATL OTKNOHEHUS OT 3TUX OrpaHUYeHWn M MPOBOAUTb UX OLEHKY.
Takne orpaHuyeHns MOryT He notpeboBaTbCs MpYM MPOBEAEHUM TEXHOMOrMYeckoro npouecca [0 AOCTUKEHMWS
YCTaHOBMEHHbIX 3HAYeHW napamMeTpoB (Hampumep, OOCTUXKEHUE HeobXOoAMMOoro 3HadveHus pH, ruaporeHusaums,
CyLLKa [0 NpeaBapuTeribHO YCTaHOBIIEHHOW BENUYMHBLI NapameTpa), MOCKOMNbKY 3aBeplueHue peakuuin unn cragun
npouecca onpegensieTca nocpeacTsomM oT6opa Npob 1 UcnbITaHW B NpoLecce Npou3BOACTBa.

431. (8.21) lNpomexyTouHy0 MPOAYKUMIO, NMpeaHa3Ha4YeHHyt [nOnsl AdanbHenwern o6paboTkn, Heobxoanmo
XpaHWUTb Npu onpefeneHHbIX YCnoBusx, YTobbl obecneyunTtsb ee NpUrogHOCTb AN AaNbHENLLEro UCMONb30BaHWS.

OT160p npob 1 kOHTPOIb B Npouecce npoussoacTaa (8.3)

432. (8.30) MNMpoussoguTens JOSMKeH pa3paboTaTb U yTBEPAUTb MHCTPYKLUM MOHUTOPMHIA NpoLiecca 1 KOHTPons
BbIMOMHEHNST Tex CTaauMh Mnpouecca, KOTopble SBMASATCA MNPUYMHON HEMOCTOSIHCTBA MoKasaTenen KayecTBa
npomMexxyTovHon npogykumm n ®C. MNopagok npoBedeHWs KOHTPOMS B NpoLecce NPOvM3BOACTBA M COOTBETCTBYHOLLME
KpUTEepMM MNpMeMneMocTu AOMKHbl ObiTb OMpederneHbl Ha OCHOBaHUW MWHQOpPMauun, MNOMYYEHHOW Ha CTaauu
pa3paboTku, UM Ha OCHOBaHMK MpeaLecTBYOLLEro onbiTa Npou3BoaCcTBa.

433. (8.31) Kputepun npuemnemoctu, Tun 1 obbemM UCNbITaHUA MOTyT 3aBUCETb OT MPUPOAbI BbIMyCKAeMbIX
NPOMEXyTOoYHON npogykumm n ®C, peakumm unu ctagum npowecca n CTENEHN BIINSHUSA TEXHOJOTMYECKOro npouecca
Ha HEMOCTOSIHCTBO KayecTBa npoaykumn. Ha HavdanbHbIX cTagusx npouecca ONyCTUMO NPoBedeHNe MEHEE KECTKOro
KOHTPOMsi B MnpoLecce NPOM3BOACTBA, Torda kak Ha Oonee no3gHMX cTagusix npouecca (Hanpumep, CTaguu
BblAEMNEHUS U O4YUCTKM) HEODXOAMMO NPOBOAMTL Bornee XeCTKMUIA KOHTPONb.

434. (8.32) Kputnyeckume atanbl KOHTPOMs B Npouecce NpoM3BOACTBA U MOHUTOPUHI KPUTUYECKUX MPOLIECCOB,
BKITHOYAs TOYKM U METOLbI KOHTPOSS, AOMMKHBI ObITb M3NOXEHbLI B MMCbMEHHOM BMAE U YTBEPXAEHbI MogpasfAeneHnem
KOHTPOsi Ka4YecTBa.

435. (8.33) KoHTponb B npouecce nNPOU3BOACTBA AO/MKEH  OCYLWIECTBNATb  KBANMUUUPOBAHHbLIN
NpOM3BOACTBEHHbIV NepcoHarn. KoppekTnpoBaTtb npouecc MOXHO 6e3 npeaBapuTenbHOM CaHKUMW noAapasgeneHus
KayecTBa, eCnv Takas KOPPEKTMPOBKA MPOBOAMTCA B 3apaHee YCTaAHOBIIEHHbIX MpedenibHbIX 3HaYeHUsx,
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YyTBEPXXAEHHbIX NoApasaeneHnem kadectBa. Bce ncnbiraHus n nx pesynbtatbl AOSMKHbI ObITb MONTHOCTHH 0POPMITEHBI
OOKYMEHTarnbHO KakK YacTb JOCbE Ha CepuIo.

436. (8.34) MeToapbl oTbopa nNpob Ansa maTepuarnoB, HAXOASLMUXCS B NPOLECCe NPON3BOACTBA, MPOMEXYTOUYHOWN
npoaykunm n ®C gomkHbl 6bITb NPUBEAEHbI B UHCTPYKUUSIX, YTBEPXKAEHHbLIX NpoudsoanTeneMm. MNnaHbl oT6opa npob u
METOAMKN OOSMKHbI 6a3npoBaThCsl HA Hay4YHO 0OOCHOBaAHHOM nopsiake oTbopa npoo.

437. (8.35) MNMpoussogutenb JOMKeEH ocyLwecTBnsaTs oT6op Npob B npouecce Npou3BoacTBa C MCMNONb30BaHUEM
npoueayp, npegycMaTpuBalwLlWmMxX nNpegoTBpalleHne KOHTamuHaumMum — OoToOpaHHoOro martepvana W Apyrown
npomMexyTovHon npogykumm mnn PC. Heobxogmmo paspabortaTe npouenypbl Ans obecneyeHus CoXpaHeHus
uenocTHocTu obpasuoB nocne oTbopa.

438. (8.36) lNpn npoBeaeHMM UCMbITaHWIA B MpoOLlEecCe MPOM3BOACTBA, KOTOpPbIE OCYLLUECTBASAIT C LEbio
MOHMTOPUHTa 1 (M) KOPPEKTMPOBKM MpOLIECCa, Kak NpaBumIio, He TpebyeTca paccrnefoBaTb Clyvyan HECOOTBETCTBMS
crneumdukaLmsim.

CwmeluvBaHne cepuit NPOMEXYTOYHOM NPOoaYKLUM
unu dapmaueBTnYecknx cybctanumi (8.4)

439. (8.40) B HacTosiwenm rnaBe CMeLUMBaHWE oOnpefensieTca kak npouecc obbeavHeHus BeLlecTs,
COOTBETCTBYIOLNX TpeboBaHUAM ogHON cneuudukaumm, Ons nonyyvyeHns OAHOPOLHON MPOMEXYTOYHOM NPOOYKLMU
unn ®C. CmewrBaHMe B NpoLiecce NPOM3BOACTBA YacTel OLHOM M ToW xe cepun (Hanpumep, obbeguHeHue
HECKOJTbKMX 3arpy30K LLEHTpUAYrn n3 ogHoM cepun, MOSTyYEeHHOW Mpu KpucTannusauum) unn obbeanHeHne 4YacTen
pasnuyHbIX Ccepui Ans nocnegylowen o6paboTkm cuuTaeTcs YacTblo  TEXHOMOIMMYEcKoro mnpouecca W He
paccmaTpvBaeTCs Kak CMeLLMBaHue.

440. (8.41) CmewmBaHune cepun, He oTBe4valoLMxX TpeboBaHnsaM cneuudmkaumi, ¢ ApyrumMn cepmsiMm € Lenbio
obecneyeHns COOTBETCTBUSA crieuundunkaumam asnaeTca HegonyctumbiM. Kaxkgas cepus, BxoasiLiaa B COCTaB CMecH,
JOrkHa ObITb Mpou3BeaeHa No yCTaHOBINEHHOW TEXHOMOMMU, UHAMBUAYANbHO UCMbITAHA U OOMKHA COOTBETCTBOBATb
YCTaHOBIEHHbIM creuundmrKaumnsam nepes CMeLUNBaHNEM.

441. (8.42) Onepauun cMeLInBaHUS NPUEMIEMbI, B YAaCTHOCTK, ANs:

cMeLwmnBaHns HebonbLLMX Cepun Ans yBenuyeHus pasmepa cepuu;

CMELLMBaHNA OCTaTKOB (TO €CTb OTHOCUTENBHO HEBONBLLMX KONMYECTB BbIOENIEHHOrO BELecTBa) CEpUn OGHON U
TOW e NPOMEXYTOYHON NPOAYKLUN UK ogHoM 1 Tor xxe ®C Ana nonyyvyeHus eanHon cepun.

442. (8.43) NpoussoanTenb OOMKEH KOHTPONMpPoBaTb N OPOPMNATL AOKYMEHTanbHO MPOLIECChl CMELLMBAHUS.
MonyyeHHas B pe3ynbTaTe CMELUMBaAHUA Ccepus, rge MpUMEHMMO, [OIPKHA MNoABepratbCs  MCMbITaHUSAM  Ha
COOTBETCTBME CneundPuKkaumnsam.

443. (8.44) [Jocbe Ha cepuio, OTpaXalwllee CMeluMBaHWe, OO0IMKHO obecrneymBaTb BO3MOXHOCTb OGpaTHOro
NPOCreXnBaHnst OTAENbHbBIX CEPUIA, N3 KOTOPbIX cAefNaHa CMEeCh.

444. (8.45) B Tex cnyyasx, korga dmsmdeckue xapakrepuctukm @C asngaoTca kputndeckumu (Hanpumep, C,
npegHasHayeHHble s NonyyYeHnss TBepAblX NeKapCTBEHHbIX (POPM UK CyCNeH3un Ans npuema BHYTPb), onepauuu
CMeLUMBaHNst HEOOXOAMMO BanvMaMpoBaThk, YTOObI rapaHTMpoBaTh OAHOPOAHOCTE O06beauHeHHoOW cepun. Banvpauus
OOMKHa BKIYaTb MPOBEAEHWE MUCMBbITAHUA KPUTUYECKUX XapakKTEPUCTMK (Hampumep, pacnpefeneHus yactuy no
pasmepam, HacCbINMHOM NAOTHOCTM M MAIOTHOCTU MpU YMNMOTHEHMM), Ha KOTOpble MOXET OKa3aTb BMsSiHWE MNpoLecc
CMEeLLMBaHUA.

445, (8.46) Ecnu cmeluvBaHne MOXET oKasaTb oTpuLaTensHoe Bo3AenCcTBme Ha CTabunbHOCTb, NPOU3BOAMUTESb
OOIMKEeH NPOBOANTb UCMbITAHUSA CTAaBUINBHOCTU OKOHYATENbHBLIX CEPUIA, NOMNYYEHHbIX B Pe3yrbTaTe CMEeLLUMBaHUS.

446. (8.47) ata okOH4YaHUSA cpoka rogHOCTM UIK AaTa NpoBeAEeHMS MOBTOPHbLIX UCMBbITAHUA CEPUN, NOMNYy4YEHHOMN
B pe3ynbTaTe CMELUUBaHUS, OIDKHA OnNpeaensitbCs Ha OCHOBaHMU AaThl MPOU3BOACTBA CaMblX CTApblX OCTATKOB MIU
camou CTapon cepun B CMeCW.

KoHTponb koHTamuHauum (8.5)

447. (8.50) [onyckaeTtcs BHOCWUTb OCTaTKM BeLeCTB (B YacCTHOCTM, OCTaTKW, HanWMWe Ha CTEHKY
N3MenbYmTeNs, Cron BNaXHbIX KPUCTANOB, OCTaBLUMXCS HA CTEHKax 0aka LeHTpudyrn nocrne pasrpy3ku, OCTaTKM,
obpaszoBaBLUMECs B pe3ynbTaTe HEMOMHON BbIrPY3KM XXUOKOCTEN UMW KPpUCTanmoB u3 paboven emKocTy Nnpyu nepeHoce
BELLECTBA Ha CreayoLLyto CTaguio NpoLiecca) B NOCNeAyoLne cepum TOM Xe MPOMEXYTOYHOW npoaykumm mnm OC
npuv yCcrnosun npoBeaeHnsi COOTBETCTBYIOLLEro KOHTPONs. Takoe BHECEHNE He OOMKHO MnoBneys 3a cobor nepeHoca
NPOAYKTOB Pa3foXeHUs1 UM MUKPOOHOW KOHTaMUHALMK, KOTOPble MOTYT OTpULLATENbHO NOBIUATL HA YCTAaHOBMEHHLIN
npodunb npumecen PC.

448. (8.51) TexHomnorMyeckne ornepauun OOJDKHbI MPOBOAUTBCS Takmm obpasom, 4Tobbl npenoTBpaTUTbL
KOHTaMMHaLMIO MPOMEXYTOYHOW npoaykumn nnn ®C gpyrnmm BewecTBamm.

449. (8.52) C uenbio nNpeaoTBpalleHnst KOHTaMWHaUMM Mpou3BOAUTENb AOMMKEH cobniogatb ocobble mepbl
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NpeaocTopoXXHoCcTH Npu paboTe ¢ PC nocne ee OUUCTKN.

YMAKOBKA N MOEHTNONUNPYIHOLLAA MAPKUPOBKA ®APMALIEBTUYECKNX
CYBCTAHLNW N NPOMEXYTOYHOW MNPOAOYKLINN (9)

O6wwe TpeboBaHusa (9.1)

450. (9.10) TlpousBoguTene [OOMKEH yTBEpAUTb NPOLEAypbl, OMNWCbiBaKLWME MNOPSOOK  MPUEMKM,
naeHTudrKaumm, NoMeLLeHNs B KapaHTuH, oTbopa npo0, uccnegoBaHus u (MUNW) UCMbITaHUS U Bbidadyy paspeLleHus
Ha MCMONb30BaHNE YNakoBOYHbIX MaTepuarnoB M MaTepuanoB ANS MapKMpoBKW, a Takke nopsagok obpaiieHus ¢
TakumMm mMatepuanamu.

451. (9.11) YnakoBouHble MaTepuanbl W MaTepuanbl AN MapKUPOBKM  OOMMKHbI  COOTBETCTBOBATb
cneundurkaumam. Te U3 HUX, KOTopble HE COOTBETCTBYIOT TakMM Crneumdukauusam, AOMKHbl OblTb OTKIOHEHbI Ans
NpefoTBPALLEHUSA UX MCMOMNB30BaHUS NPY BbINOSIHEHUN Onepaumii, AN KOTOPbIX OHW HEMPUIOAHbI.

452. (9.12) NpounsBoauTenb OOIMKEH BECTU 3aNMNCK OIS KaXKO0W NOCTaBKM 3TUKETOK U YNAKOBOYHbIX MaTtepuarnos
C yKa3aHMeM faHHbIx 06 Ux npuemMke, MPoOBEPKE UIN UCMbITaHMK, @ Takke 06 X MPUHSATUN UK OTKITOHEHMWMN.

YnakoBo4yHble MaTepuansl (9.2)

453. (9.20) Tapa gomkHa obecneydrBaTb HaANEXaLlyto 3aLUNUTy OT MOPYM UM KOHTaMMHaUUW NPOMEXYTOYHON
npoaykuum nnm ®C Bo Bpems TpaHCMOPTUPOBKM U XPaHEHWSI B MPEAYyCMOTPEHHbIX YCITOBUSX.

454. (9.21) Tapa gormkHa 6bITb YACTOM 1, €Cnn 3TOro TpebyeT xapaKkTep NPOMEXYTOYHOM npoaykumm munn OC,
noasepraTbCsl caHuTapHow obpaboTke Ans obecneyeHuss ee MNPUrogHOCTM ANS MCMOMb30BaHWMSA MO HAa3HaAYeHWMIo.
Takast Tapa He pJomkHa obnagaTb XUMUYECKOW aKTUMBHOCTbIO, abcopOupylowuMM CBONCTBAMU UMK CRAYXUTb
WUCTOYHMKOM MOCTOPOHHMX MPpUMeCceW, YTOObl HE BbI3biBaTb M3MEHEHMWI Ka4eCTBa NPOMEXYTOYHOM npogykumm unu eC
CBepX MpefesnbHbIX 3HAYEHWUA, YCTaHOBIEHHBIX B CNeLMdmKaLmm.

455, (9.22) Ecnn Tapa npegHasHayeHa Anis MOBTOPHOrO MCMOSfb30BaHMS, OHA [OJbKHA o4yMwaTbCs B
COOTBETCTBMM C YTBEPKAEHHBIMU MHCTPYKUMSIMU, @ BCE NPeAbIayLUNE 3TUKETKN AOMKHbI ObITb yaaneHbl unm crepTol.

Bblaaya aTMkeTOoK M KOHTponb (9.3)

456. (9.30) Joctyn B 30HbI XpaHEHWs JITUKETOK [OMKeH OblTb paspelleH TOMbKOo nuuaM, UMEKLLUM
COOTBETCTBYIOLLNE MOSTHOMOYHSI.

457. (9.31) [lMpousBoautenb [OMKEH MNPUMEHATb MPOLEAypPbl COMOCTABIIEHUS KONMYECTBA  BblAAHHbIX,
NCNOSb30BaHHbIX N BO3BPALLEHHbIX 3TUKETOK AN OLEHKM PacXOXOEHUs MEXAy KONMMYeCTBOM MapKMPOBaHHbIX
YNaKoBOK U KONMUYECTBOM BblAAHHbLIX 3TUKETOK. DakTbl pacxoxaeHus Heobxoammo paccrnefoBaTb, a MONyYeHHble
pe3ynbTaTtbl JOMMKHbI ObITb YTBEPXAEHBI NoApa3feneHnemM (NogpasaeneHnusMn) KadecTea.

458. (9.32) Bce Heucnonb3oBaHHblE 3TUKETKM C HOMEpaMK CEpUA UMW OPYro neyaTtHom wHdopMaumen,
OTHOCSILLENCS K 3TUM CepusiM, OOMMKHblI ObiTb YHUYTOXeEHbI. Bo3BpalleHHble 3TMKETKM HeobXooumo coaepxaTb U
XpaHuTb Takum obpasom, 4Tobbl NPefoTBPaTUTL NX NepenyThiBaHNe 1 obecnevnTb Hagnexallyo ngeHTudrkaumio.

459. (9.33) YcTapeBLUne 3TUKETKN JOIMKHbI ObITb YHUUTOXEHbI.

460. (9.34) NponssoguTenb AOMKEH KOHTPONMpoBaTbh 060pya0oBaHMe, UCNOMNb3YyeMOoe ANA nevyaTtaHus 3TUKETOK
npuv onepaumsix ynakoBku, B Lensax obecrnevyeHnss cOOTBETCTBMSA BCEX OTTUCKOB MeYaTHOMY TEKCTY, yKa3aHHOMY B
3anMcsx No NPoOn3BOACTBY CEPUN.

461. (9.35) OTnevaTaHHble STUMKETKW, BbldaBaemble AN OMpeferieHHON Ccepun, [OOIMKHbl  TWaTenbHO
NpOBEPATECA B OTHOLLEHWMU WX MOANMHHOCTM U COOTBETCTBUS YCTaHOBMEHHbIM TpeboBaHusM. PesynbTatbl Takoun
NPOBEPKN A0IMKHBbI 0POPMAATLCA AOKYMEHTArbHO.

462. (9.36) ObpaseL, oTNnevYaTaHHOW 3TUKETKU, COOTBETCTBYIOLLMIA MCMOMb30BaHHbIM 3TUKETKaM, Heobxoaumo
BKMOYaTb B 3anvcy NO NPOU3BOACTBY CEPUN.

Onepauuu no ynakoBke 1 MapkupoBke (9.4)

463. (9.40) TlMpoussoguTenb [AOMXKEH yTBEpPAUTb WHCTPYKUWMM, MpefHasHadeHHble pAana  obecneyeHus
NpaBuUbHOrO UCMOMb30BaHNS YNAKOBOYHbLIX MaTepuaroB U 3TUKETOK.

464. (9.41) Tlopagok ocylwecTBNeHWs onepaumini N0  MapKMpoOBKE [OOMKEH WUCKMYaTb BO3MOXHOCTb
nepenyTbiBaHUS MaTepuarnoB AN MapkUMpoBKW. HeobGxoguMmMo dumanmyeckoe MM MNpPOCTPAHCTBEHHOE pasfeneHue
paboT, CBSI3aHHbIX C pa3HOM MPOMEXYTOYHOW npoaykumen nnm eC.

465. (9.42) DTUKETKN, UCNONb3YEMbIE A4S MAPKUPOBKN HAPY>XHOW MOBEPXHOCTN KOHTEMHEPOB C NMPOMEXYTOUYHOM
npoaykuuen unu ®C, QomkHbl cogepXaTb HasBaHue UNn MAEHTUUKALMOHHBLIA KoAd, HOMEpP Cepuu Mpogykumm u
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YCIOBMS XpaHEHUs], eCrin Takas MHhopMaL s SIBNAETCA KpuTuydeckon ans obecrnedeHuss kavyectBa NPOMEXYTOYHON
npogykuum nnm ®C.

466. (9.43) Ecnn npomexyToyHass npoaykumst unm O®C npegHasHayeHbl AN TPaAHCMOPTUPOBKU 3a Mpedensl
cdepbl KOHTPONS CUCTEMbI YNPaBEHUs MaTepranamu Nnpou3BoauTensi, TO Ha 3TUKETKe OOIMKHbI ObITb TakkKe yKasaHbl
HasBaHve W agpec Npou3BOOUTENSs, KONUYECTBO COAEPXKMMOro, OcoOble YCNOBMSA TPAHCMOPTUPOBKU U ntobble
crneumanbHble TpeboBaHWs, YCTaHOBMNEHHbIe apMakoNenHbIMN CTaTbaMKU, HOPMAaTMBHOW [OOKYMEeHTauunen unu
HOpMaTUBHLIMKU [OKYMeHTaMu. [ng npoMexyToyHon npoaykumm u ®C, KoTopble WUMEHT YCTaHOBMEHHbIA CPOK
rOOHOCTU, Ha 3TUKETKE U B AOKYMEHTE, NOATBEPXKAALEM KAa4eCcTBO, AOIMKHA OblTb yKasaHa daTa WUCTEeYeHUs cpoka
rogHocTu. [ns npomexxyTouHow npodykumm n ®C, B OTHOLLIEHUN KOTOPbIX YCTAHOBIIEHA AaTa MOBTOPHbIX WUCMbITAHWN,
Takas gata gormkHa ObiTb ykazaHa Ha 9TUKeTKe M (1) B JOKYMEHTe, MOATBEPXKAAloLWLEM KayecTBo.

467. (9.44) MNMpoussogutenb JOMKEH NPOBEPUTL NOMeLLeHUss u obopydoBaHMe AN YNakoBKA U MapKUPOBKM
HenocpeacTBEHHO Nepea UX UCNoMb3oBaHMeEM, YTobbl yoeauTbea, YTO yaaneHbl Bce MaTepuansbl, KOTOPbIE HE HYXHbI
Ansi criefytoLlent onepauum ynakosku. Takad npoBepka AomkHa ObiTb oopmieHa AOKYMeHTanbHO B 3anucsx Mo
NPOM3BOACTBY CEPUM, B XypHare MCNonb30BaHWs MOMELLEHWMIA U JKChnyaTaumy obopydoBaHWs UMM OTpaxeHa B
OpYyron cucteme JOKYMeHTauuu.

468. (9.45) MNMponseoguTenb AOMKEH MPOBEPUTL YMAKOBAHHYO U MApPKMPOBAHHYHO MPOMEXYTOUHYI0 MPOAYKLMIO
unn ®C, ytobbl yoeamTbCs, YTO NepBUYHAs U BTOPUYHAS YNakoBKa AN CepMn UMeeT NPaBUNbHY0 MapKMpPOBKY. Takas
npoBepka AomkHa 6bITb YacTbio onepalmm No ynakoeke. Pe3ynbTaTbl yKazaHHOW NPOBEPKU A0MKHbI OblTb OTpaXKeHbl B
3anucsax no Npon3BoACTBY CEPUM UMK B JOKYMEHTaX No KOHTPOSHO.

469. (9.46) YnakoBKM C NpoOMeXyTodHON npogykumen unu ®C, noanexawime TpaHCMOpTMPOBKE 3a MNpegenb
cdepbl KOHTPOMsS NpoM3BOAMTENS, HEOBX0ANMO onNnomMbupoBaTh TakMm 06pa3omM, YTOObl B Cryvyae HapyLUEHUA Wnu
OTCYTCTBMSA NAOMObI NonyyYaTenb MOr 06paTuTb BHUMaHue Ha BO3MOXHOCTb U3MEHEHNST COOEPXKNMOTO.

XPAHEHWE M PEATTM3ALNA (10)
XpaHeHue Ha cknage (10.1)

470. (10.10) NpownssoguTenb OOIMKEH NPEenyCMOTPETb MOMELLEHUSs N TEXHUYECKMEe CpeAcTBa, Heobxoaunwmble
O XpaHeHWss BCEX MaTepuarioB B COOTBETCTBUMM C YCTAHOBIIEHHbIMU YCMOBMAMMK (Hanpumep, KOHTPOMMpyeMble
TeMnepaTypa 1 BNaxHOCTb, Koraa 3To Heobxoammo). Heobxoanmo BecT 3anucu napameTpoB 3TUX YCMOBWUA, eCnu
OHU ABMAOTCH KPUTUYECKMMUN ONA COXPaHEHNSA CBOMCTB MaTepmnanos.

471. (10.11) MNMpounsBoguTenb OOMKEH BbIAENWUTb OTAENbHbIE 30HbI AN BPEMEHHOIO XPaHEHNsT HaXOOAWMXCA B
KapaHTWMHEe, OTKIOHEHHbIX, BO3BPALUEHHbIX WM OTO3BaHHLIX MaTepuanioB [0 TMpUHATUS pelleHnMs o6  unx
MUCMNONb30BaHMMU, €CrM  He WMeeTcs [ApyroM cuctembl Ans  npegoTBpalleHuns  HernpeaHaMepeHHOro  Unu
HECaHKLMOHMPOBAHHOIO UCMOSTb30BaHUSA YKa3aHHbIX MaTepuarnos.

Peanusauus (10.2)

472. (10.20) Peanuszauma ®C n NpoMeXyTOYHbIX NMPOAYKTOB TPEeTbMM fuuam [OoMnyckaeTcs TOSfbKo Mocne
Bblgaym nogpasgenexHvem (nogpasgeneHnsamn) KayecTBa paspeLLeHnst Ha UX BbIMYCK U NOATBEPXKAEHUSA COOTBETCTBUS
cepun ynonHoMo4YeHHbIM nmuom. ®C 1 npomexyTodHas npoaykums B ctatyce kapaHTuHa moryT ObiTb nepegaHbl B
Apyroe nogpasgeneHve, Haxogsweecs B cdhepe KOHTPOMs NPOU3BOAUTENSA, eCny 3TO paspelleHo nogpasgeneHvem
(nogpasgeneHnsiMm) ka4ecTsa u Npu HanNM4YnMmM COOTBETCTBYOLLMX KOHTPOMS U JOKYMEHTaLNK.

473. (10.21) Ycnosua TpaHcnopTupoBkn ®C U NPOMEXKYTOYHOM MPOOYKUMM HEe [OJDKHbl  OKasblBaTb
oTpvLaTENbHOrO BO3AENCTBUS HA MX KA4eCcTBo.

474. (10.22) Ocobble ycnoBusi TPAHCMOPTUPOBKN NN XpaHeHnst PC unm nNpoMeXXyTOYHOM MPOAYKLUMM LOMKHbI
ObITb yKa3aHbl Ha 3TUKETKE.

475. (10.23) NpownssognTens AOMKeH yoeanTbCca B TOM, YTO UCMNOSMHUTENb, OTBETCTBEHHbLIN 3a nepeBo3ky PC
Uy NPOMEXYTOYHOM NPOAYKLUMKN, OCBEAOMIEH 00 YCNOBMAX TPAHCMOPTUPOBKN U XpaHeHMs 1 cobnogaeT mx.

476. (10.24) MNponssoanTenb AOMKEH UMETb CUCTEMY, MO3BOSSAOLWYIO ObICTPO YCTAHOBWUTL NMYTU peanusauuu
KaXXOON cepun NpOMEXYTOYHONM npogykumm n (unmn) ®C B Lensx obecnevyeHns BOSMOXHOCTU X OT3bIBa.

NABOPATOPHBIN KOHTPOIb (11)
O6wmn koHTponb (11.1)
477. (11.10) HesaBucumoe nopgpasgerneHue (MogpasnerneHuns) kadectBa LOMKHO (OOIMKHbI) MMETb B CBOEM

pacnopsieHuy cooTBETCTBYHOLME nabopaTopHble NomeLleHus n obopyaoBaHue.
478. (11.11) lMNpoussoanTenb AOMMKEH YTBEPAWUTb WHCTPYKUMKW, OnucbiBarowme oTbop npob, npoBeaeHue
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ucnbiTaHuin, ogobpeHne Mnu OTKIIOHEHME MaTepuarnioB, a Takke [JOKyMeHTanbHoe OdOpPMIEHNE W XpaHeHue
nabopaTtopHbIX AaHHbIX. BegeHne nabopaTopHbIX 3anucen AOMKHO COOTBETCTBOBATbL TPEOOBaHUAM, YCTAHOBINEHHBIM
nyHktamu 394 - 395 HacTosAwwmx MNpasun.

479. (11.12) Bce cneuudmkaumm, nnaHbl oT6opa Npod M METOAMKM WCMbITAHUA OO0IMKHbI OblTb  HAY4HO
000CHOBaHbl M AOMKHbI rapaHTUpPOBaTb, YTO UCXOOQHOE Cbipbe, MNPOMEXYTOYHast npogykums, PC, I3TUKETKM W
YNaKkoBOYHblE MaTepuarnbl COOTBETCTBYIOT OOLWMM papMakonemHbiM CTaTbaM, dapMakonenHbIM  CTaTbsaM,
HOPMaTUBHOM [OKYMEHTauuu WNu HOPMaTMBHOMY [AOKYMEHTY MO KadecTtBy u (unu) umctote. Cneumcpukauum wn
METOAMKN UCMbITaHUI [OJPKHBI COOTBETCTBOBATb TPeOOBaHWSIM pPernmcTpauMoHHOro gocke. lMpousBoguTens Takke
MOXeT yTBEpAWTb crneuudmkaumm, JononHsawwme cneumdrkaumm permcTpauuoHHoro gocke. Cneumdmkauymm, nnaHb
oTbopa Nnpob 1 METOAMKN UCTbITAHWI, BKITHOYas BHOCUMbIE B 9TU JOKYMEHTbI UBMEHEHMS, AOMKHbI ObiTb COCTaBMEHbI
COOTBETCTBYIOLUM MOApasdeneHnemM npousBoanTENs, a Takke NpoBepeHbl M yTBepXKAeHbl nogpasgeneHnem
(noppasgeneHnsMun) kavecTsa.

480. (11.13) T[lpousBoguTens [JorkeH yTBepauTb cneundmkaumm pna OPC, cooTBeTCTBYyOLWME OOWMUM
dhapmakonenHbiM cTaTbsM, hapMakonenHbiM CTaTbsiM, HOPMaTUBHOW JOKYMEHTaLUUN UM HOPMAaTUBHOMY [OKYMEHTY
M cornacywowumecs ¢ npoueccom npoussoactea. Crneuudmkaumm OOSmMKHbI cogepXaTb TpeboBaHWs K KOHTPOMo
npumecen (Hanpumep, opraHNYeCKNX U HEOPraHMYECKNX MPUMECEN N OCTaTOYHbIX pacTBoputenen). Ecnm mmeetcs
cneumdpukaums ansa OC B OTHOLEHNN MUKPOBMONOrMYECKOM YACTOThI, TO 4515 OOLWEero KonmMyectBa MUKPOOPraHM3MOB
W Ons HegonycTUMbIX  MWKPOOPraHM3mMoB HeoOXOAMMO YCTaHOBWUTb Mpefenbl, Tpebylime npuHATMS Mep B
COOTBETCTBUM C npoueaypamu, yTBepXAeHHbiMU npoussoautenem. Ecnv umeetcsa cneumdukaums ana OC B
OTHOLUEHMN CcOAepXXaHUs 3HOOTOKCUHOB, TO HeobxoAMMO YCTaHOBWUTb COOTBETCTBYHOLUME Npedensl, Tpebdywoume
MPUHATMS MEp B COOTBETCTBUM C MpoLeaypamMu, YTBEPKAEHHbIMU MPOU3BOOUTENEM.

481. (11.14) Bce npoueaypbl nabopaTOpHOrO KOHTPONSA AOSMKHbI MPOBOAMTLCA B COOTBETCTBMM C
YTBEPXKAEHHBIMUN UHCTPYKUUAMU U OPOPMAATBECS B MMCbMEHHOM BMAE BO BPEMS BbINOMHEHMS. J1lobble OTKIOHEHNS OT
BblLLeyKa3aHHbIX NpoLeayp OOMKHbI ObITb JOKYMEHTaNnbHO 0OPMIIEHbI C COOTBETCTBYIOLLMM OO BbSACHEHUEM.

482. (11.15) Iltobble nonyyYeHHble AaHHbIE O HECOOTBETCTBMM cneumdukaumm HeobXO4MMO paccriefoBaTh U
OOKyMeHTanbHo odopMnsATb COrMacHoO YTBEPXAEHHON nNpoueaype. B cooTBeTCcTBMM € 3TOM Npoueaypont Heobxoanmo
npoaHanuampoBaTh JaHHbIE, AaTb OLEHKY TOro, MMETCS N CyLLIEeCTBEHHbIE NMPOoOneMbl, onpegenvTs Heobxoanmble
KOPPEKTUpYHLLIME OENCTBUA U caenaTtb BbiBoAbl. J1l0OOM NOBTOPHbIM OTOOP Npo6 M (MNK) MOBTOPHLIE WCMbITAHUSA
nocne nonyyeHus pesynbTaTtoB O HECOOTBETCTBUM cneundukaLmm HeobxoAMMO NPOBOANTL COrMAacHO YTBEPXOEHHON
npoueaype.

483. (11.16) lMpoussoauTens OOMKEH rOTOBUTb M MapKMpoOBaTb pPeakTUBbl W CTaHOapTHble pacTBOpbl B
COOTBETCTBUM C YTBEPKAEHHBIMU WMHCTPYKUMSIMUA. Ha nocyge ¢ aHanuTMyeckMMu peakTMBamMu WUnv cTaHAapTHBIMU
pacTBopamu (ecnu 3TO uUenecoobpasHo) AomkHa ObiTb ykaszaHa gaTta, 4O KOTOPOW OHM MOryT WCMOMb30BaTbCs
("vcnonb3oBatb o0").

484. (11.17) MNpwn npoussoactee ®C (npn HeobxoaMMoOCTM) HEOBXOOAMMO MMETb MEepPBUYHbIE CTaHAapTHbIE
obpasubl. ICTOYHUK KaXkgoro nepBMYHOro ctaHgapTHoro obpasua JormkeH 6biTb 3adukcupoBaH B OOKYMEHTauuu.
Heobxooumo BecT 3anvMcy XpaHEHUs KaXJoro MepBMYHOrO CcTaHgapTHOro obpasua W ero MUCMnonb3oBaHUS B
COOTBETCTBMM C peKOMeHAauMaMmn noctasLmka. [epBnyHble cTaHdapTHele obpasubl, NoMny4YeHHble M3 odumumansHo
NPU3HAHHbIX UCTOYHMKOB M XPaHSLLMECH B COOTBETCTBUMN C pEKOMEHAALMAMUN NOCTaBLLMKA, Kak NPaBuUo, WUCMOMb3yT
6e3 npoBeaeHNs NX UCMbITaHWNA.

485. (11.18) lpn OTCYTCTBMM MNEPBMYHOrO CTaHAapTHOro obpasua y oduumanbHO NPU3HAHHOMO UCTOYHMKA
OomkeH ObITb paspaboTaH "BHYTPEHHWA" NepBUYHbLIN CTaHAapTHbIM obpasey. [OnA AOCTOBEPHOrO YCTaHOBMEHUSA
MOASIMHHOCTM WM YUCTOTbl TaKOro MEepPBUYHOrO0 CTaHAapTHOro obpasua HeobxoouMO MpPOBECTW Hagnexaiiune
ucnbeiTaHms. Heobxoanmo CoxXpaHsATb COOTBETCTBYHOLLYIO AOKYMEHTALMIO MPOBEAEHUSA 3TUX UCTIbITAHWNA.

486. (11.19) lNpomnsBoauTenb AOMKEH FOTOBUTb, MAEHTUULMPOBATL, UCMbITLIBATL, YTBEPXAATb U XpPaHUTb
BTOPWUYHbIE CTaHdapTHble o06pasubl Hagnexawumm obpasom. [leped nepsBbiM  UCMOMb30BaHWEM HEOOXOAMMO
onpenenaTe NPUrogHOCTb KaXKAOW CepuM BTOPUYHOrO CTaHOAapTHOro obpasua nyTeM CpaBHEHMS C MEPBUYHBIM
CTaHOapTHbIM obpasuom. Kaxagas cepusi BTOPUYHOIO cTaHgapTHOro obpasua AorkHa nepuoauyveckn noasepraTbes
NOBTOPHOW KBanudukaLmm B COOTBETCTBUU C NPOTOKOSIOM.

WcnblTaHust NpomMeXXyToYHOM NpoayKuum 1 hapmaueBTUYeCKUX
cybetaHumm (11.2)

487. (11.20) OAns Kaxgon cepuu MPOMEXYTOYHOW npoaykumn n ®C OomkHbl NpoBOAUTLCA Heobxoaumble
nabopaTopHble UCMbITAHUSA C LieNblo NOATBEPXKAEHNS COOTBETCTBUS cneumdukaumnsam.

488. (11.21) Kak npasuno, gnsa kaxgoro ®C cnegyeT ycTaHaBnuBaTb Npodunb NPUMECEN, OMUCHIBAIOLLMNA
NnOeHTUUMPOBaHHbIE U HEMOEHTUMDMLMPOBAHHLIE MPUMECU, MPUCYTCTBYHOLUME B TUMUYHOW CEPUM, MOJTYYEHHOW B
pes3ynbTaTe onpeaeneHHoro KOHTPONMPYEMOro TEXHONOMMYECKOro npouecca. [Npodunb npuMecen JOMMKEH BKIHOYATb
NOEHTUMKALMIO UK KaKyH-NTMO0 KaYeCTBEHHYIO aHaNUTUYECKYO XapaKTepUCTUKY (HanpuMmep, BPEMS yOepXUBaHWS),
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npegenbl CoaepXaHust Kaxaon obHapyXvMBaemMoOW MNPUMMECUM W KnaccuduKaumio Kaxgon wuaeHTUduumpoBaHHON
npuMecu (Hanpumep, opraHM4yeckas U HeopraHudeckasi npuMmecu, pacteoputens). MNpodunb npumecen, kak npasuIio,
3aBMCUT OT OCODEHHOCTEW TexXHOMorM4eckoro npouecca u npoucxoxgeHuns ®C. B OonbwKMHCTBE crnyvaeB HeT
HeobxoaMMOoCTu onpeaensaTts npoduns npumecer Ansa PC pacTUTENBHOIO UMK XXMBOTHOMO NMPOVCXOXAEHUS.

489. (11.22) Mpodunb npumecen 4vepes onpeaeneHHble NPOMEXYTKM BpeMeHM HeobXOAMMO cpaBHMBATb C
npocomnem npumecen, NpuMBEAEHHbIM B PErMcTpauuoHHOM [0Cbe, WKW C paHee MOMyYeHHbIMU AaHHbIMU, YTOObI
0OHapyXuTb M3MeHeHusi B PC, sBngawowmecs pesynbTaToM U3MEHEHUIA UCXOLHOrO Chipbsi, NapameTpoB paboThbl
060opya0BaHNST UMM TEXHOIOTMYECKOro npouecca.

490. (11.23) lNpomnsBoguTenb OOMKEH MPOBOAUTL COOTBETCTBYHOLLME MUKPOOMOMOrMyYeckne UcnbiTaHnsa ans
KaXXOon cepum NpoMexxyTodHon npogykumm n ®C, ecnm nx mukpobronormyeckasi Yactota HOpMUPYeTCs.

Banupauumsa aHanutnyeckux metoamk (11.3)

491. Banvgaums aHanuTU4ecKUx MeTOAMK [OMKHa OCYLLeCTBMAATbLCA B COOTBETCTBUMM C nyHkTamu 511 - 539
HacTosLwmx Mpaswun.

[okymeHTbl, noaTBepxaatowme kavectso (11.4)

492. (11.40) Ons KaxOgon cepuu NPOMEXYyTOYHOW npogykumn wnu ®C OormkeH no 3anpocy BblaaBaTbCs
opurMHan JoKyMeHTa, NogTBEepXKAatoLwero kKayecTso.

493. (11.41) [OokymeHT, NOATBEPXOAMOLWMA KaA4YeCcTBO, [OOIDKEH coaepxaTb WHAOPMaLMIO O Has3BaHWUU
NpoOMeXyTo4HOM npogykumm unu ®C, Bkmoyas npyu HeobxoanmMocTh CopT, HOMEp cepum 1 gaTy Bbinycka. Ecnv gns
nNpomeXXyTouHoM npogykummn unm dC yctaHoBNEHa AaTta NCTEYEHUS CPOKa rO4HOCTU, 3Ta AaTta AofkHa ObiTb yKkasaHa
Ha 9TUKETKe U B OOKYMEHTe, MOATBepXaawllem kadectBo. Ecnu gns npomexyTouyHow npogykumm unm OC
yCTaHOBIEeHa gaTa NOBTOPHOMO UCMbITaHUSA, TO 3Ta AaTta JOJPKHA ObiTb yKaszaHa Ha 3TUKETKE U (Mnu) B OOKYMEHTE,
NOATBEPXKAAILLEM KA4YeCTBO.

494. (11.42) B pokymeHTe, NOATBEPXKAAKLEM Ka4eCTBO, JOIMKEH ObITb NPUBEAEH MNMEpPEeYeHb BCEX MWCMbITaHWUN,
NPOBELEHHbIX B COOTBETCTBUM C TpeboBaHMAMM oOLWen apmakonenHon cratbk, apmakonemHom cTaTby,
HOPMATUBHOM [OKYMEHTauuUn WNn HOPMAaTMBHOIO [JAOKYMEHTa, a Tawkke TpeboBaHusamu nokynatens PC wnu
NPOMEXYTOUHOM NPOAYKUUK, BKIOYAA AOMYCTUMblIE npeferibHble 3Ha4YeHUs U MOMyYeHHble YUCIOBble pesynbTaTbl
(roe aTo NpPMMEHMMO).

495. (11.43) OokyMeHT, NOATBEPXOAIOLLMIA Ka4eCcTBO, AOMkeH ObiTb nognvcaH paboTHWKamMu noppasfeneHus
(nogpasgenennii) kadecTBa, MMEHLWMMUM COOTBETCTBYIOLLME MOJSIHOMOYMS,, C MPOCTaBMeHMeM JaTbl U coaepxaTb
HavMeHoBaHue, agpec n Homep TenedoHa MepBOHaYanbLHOro npousBoauTens. Ecnu aHanu3 6bin npoBedeH
opraHusaumen, OCYLLECTBMAOWEN NepeynakoBKy WM MOBTOPHYH 00OpaboTKy, B [OOKYMEHTe, noATBepXaaroem
KayecTBo, HeoOXoOMMO Yykas3aTb €ro HauMmeHoBaHWe, agpec, Homep TenedgoHa M YykasaTb HauMeHoBaHue
nepBOHa4anbHOro NPoM3BoANTENS.

496. (11.44) Ecnu opranmsauusMn, OCYLLECTBMASIOWMMU NEPEYNaKoBKY M (Mnn) MNOBTOPHYHO 06paboTky,
BblJAlOTCH HOBblE JOKYMEHTbI, MOATBEPXKAAIOLME KAYeCTBO, TO B HUX AOIDKHbI ObITb yKasaHbl HasBaHue, agpec U
Homep TenedoHa nabopaTtopun, NPOBOAVBLLEN aHaNU3bl. TakMe OOKYMEHTbl, NoATBepXaalolne KavyecTBO, OOJIKHbI
TakkKe CoOAepXaTb CCbIIKYy Ha HauMMEHOBaHWE M afpec NepBOHayanbHOro NpouM3BOAUTENS M Ha NepBOHAYarnbHbIN
OOKYMEHT, NOATBEPXAALLNIA KaYeCTBO, KOMUI0 KOTOPOro HE0OBX0ANMO NpunaraTb.

KoHTponb ctabuneHocTn dhapmaueBTnyeckmx cybctaHumim (11.5)

497. (11.50) T[pousBoaunTenb [JormkeH paspaboTaTb  AOKYMEHTanbHO  OGOPMIIEHHYKD  MpPOrpammy
NPOAOIMKAIOLLNXCA UCMIbITAHWIA, NPEeAHA3HAYeHHYI0 ONsi KOHTpons ctabunbHocTn xapaktepuctnk OC. [lonyyeHHble
pesynbTatbl HEOOXOAMMO NCNONBL30BaTh ANS NOATBEPXKAESHUA HaaNexallumMx YCNoBuUMA XpaHeHUs U AaT npoBefeHUs
NOBTOPHbIX UCMbITAHUI NN UCTEYEHMS CPOKa FOAHOCTN.

498. (11.51) MeToaMKM WCMbITAHUIA, MUCNONb3yeMble MNpPU UCCREefOBaHUM CTAabOUNBHOCTWU, LOIDKHBI MPONTH
Banvaauuio n obecneuynBaTb NofyvyeHne HeobxoanMbiX 4aHHbBIX O CTabUABHOCTW.

499. (11.52) OOpasubl Ans UCMbITaHMA Ha CTabUNBbHOCTb HEOOXOAMMO XpaHWTb B Tape, MOAENUpPYoLLEn
notpebutenbckyto Tapy (ynakoBky). Hanpumep, ecnu ®C peanusyloT B MeLUKax, YMNakoBaHHbIX B (¢ubpoBbie
BapabaHbl, TO 06pa3ybl ANA UCNBITAHUI Ha CTabUNBHOCTL MOTYT ObITh YNaKkoBaHbl B MELLKU U3 TOro Xe maTepuana,
nomeLleHHble B 6apabaHbl MeHbLIEro pa3mepa, W3roTOBMEHHbIE M3 MaTepuana, aHanorMyHoro UM WOEeHTUYHOrO
maTepuany dnbpoBbix 6apabaHoB, B koTopbix ®C noctynaeT B Npogaxy.

500. (11.53) Kak npaBuno, B nporpaMMy MOHUTOPWHra CTabWibHOCTU AN NOATBEPXKAEHMS OaT NpoBedeHus
MOBTOPHbIX WCMbITAHUA WM UCTEYEHWUs CpOKa FOAHOCTM OOSKHbI ObiTb BKMOYEHbI MEpBble TPU peanusyembie
NPOn3BOACTBEHHbIE cepun. Ecnu gaHHble npefBapuTenbHOrO UCCNeaoBaHUs CBUOETENbCTBYOT, 4To ®C  moxeT
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COXpaHATb CTabunbHOCTb MO KpaHen Mepe B TeYeHne ABYX NeT, oNyCKaeTCs UCMONb30BaTb MEHEE TpexX CepuUN.

501. (11.54) Nocne aToro B NporpamMmmy NpOAOIHKAOLLMXCSA UCMbITAHUA CTabWIbHOCTM HEOOXOAMMO BKMOYaTb
Kak MUHMMYM OfHy npoun3BefdeHHyto cepuio ®C B rog (3a MCKNIOYEHMEM TexX CryyaeB, Korga npou3BOOCTBEHHbIE
cepun B JaHHOM oAy He BbIMyCKanuMCb) U HE MeHee OOHOro pasa B rod MpPoOBOAUTE €€ WUCMbiTaHus Ans
NOATBEPXAEHUSA CTabUNBHOCTH.

502. (11.55) B oTHOoweHun ®C ¢ KOPOTKMMM CpPOKaMu XpaHEHUs MUCMbITaHUs HeobxoAMMo NPOoBOAUTL Yalle.
Hanpumep, anst Tex 6uotexHonornyecknx, buonornyeckux n apyrux ®C, cpoku xpaHeHUst KOTOPbIX COCTaBNSAOT OOWMH
rog WM MeHblle, Heobxooumo oTbupaTb 0Opasubl AN MUCMbITAHUA Ha CTabMIbHOCTb M MPOBOAWTL UCMbITAHUSA
€XEeMEeCSYHO B TedyeHue nepBbIX Tpex MecdaueB, a 3aTemM kKaxable Tpyu Mecsdua. Ecnvm umeroTcs gaHHble,
noAaTeepxaatowme, 4to ctabuneHocTe PC coxpaHAeTCs, TO 4ONyCKaeTCs yaIMHEHE NepuogoB MeXay WUCTIbITaHUAMU
(Hanpumep, AeBATb MecsLEB).

503. (11.56) MNpu ucnbiTaHMAX Ha CTabMNbLHOCTL pekomMeHayeTcsi obecneymBaTb COOTBETCTBME YCMOBUN
xpaHeHuss PykoBoactBy MexayHapogHo KoHdepeHuMn no rapmoHmsauum "M3yyeHne CTaburnbHOCTM HOBbIX
nekapcTBeHHbIX cybcTaHumi n npenapaToB” (ICH Q1A) <*>.

<*> CnipaBoyHO: PykoBoactBo MexayHapogHoW KOHdepeHumMrM no rapMoHusauum "3yyeHne ctabunbHOCTM
HOBbIX FeKapCcTBeHHbIX cybctaHuun wn  npenapatosB” (ICH Q1A) onybnukoBaHo no  agpecy B
NHOPMALMOHHO-TENEKOMMYHUKaLMOHHON cetn "UnTepHeT":
http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Quality/Q1A_R2/Step4/Q1A_R2_Guideline.pd
f

[aTbl uCcTeyeHns cpoka rogHOCTU 1 NPOBEAEHNSI MOBTOPHbIX
ucneitanmm (11.6)

504. (11.60) Ecnu npomexxyTouHas npoaykumsa npefHasHadeHa Ang nepefjayunm 3a npegenbl cepbl KOHTPOnsS
CUCTEMbI yNpaBreHns matepuanaMmm NpoM3BoOaMTENS U ANA Hee onpeferieHa gata WCTeYeHUs cpoka FogHOCTU WM
NpoBeAEeHUS MOBTOPHbIX UCTIbITAHWIA, TO AOMKHa ObiTb B HanM4MmM uHdopmauus, NoATBepKAawlWas ee cTabunbHOCTb
(Hanpumep, ony6rMKoBaHHbIE AaHHbIE, pe3yribTaTbl UCMbITAHWNA).

505. (11.61) JdaTbl ucteyeHmss cpoka [rOLHOCTM WM NPOBEAEHMS MNOBTOPHbIX uchbiTaHun OC  [OOMKHbI
OCHOBbIBATbCA Ha pesynbTaTax OUEHKM AaHHbIX, MNOMYyYEeHHbIX NpU MU3ydyeHun crtabunbHoctn. OO6biMHO ana dC
NCNonb3ytloT AaTbl NPoBeAeHUs NOBTOPHbLIX UCMbITAHUIA, a HE AaTbl UICTEYEHNS CPOKa rOOHOCTMU.

506. (11.62) MNpepBapuTenbHble faThl ICTEYEHNSI CPOKA FOAHOCTM UM NPOBEAEHNS NMOBTOPHbIX MchbITaHun OC
MOTyT OCHOBbIBATbCH Ha pe3yrbTatax, NoNy4YeHHbIX AN ONbITHLIX CEpUi, ecnu: 1) Ans OnbITHLIX CEPUA UCMONb3YHTCA
cnocob npoussoacTBa U Npoueaypbl, MOAENUPYOLLME OKOHYaTENbHbIN MPOLECC NPOMBILLFIEHHOro Npou3BoacTBa u 2)
kayectBo ®C COOTBETCTBYET KayeCTBY BeLleCcTBa, KOTopoe ByaeT BbiNyCckaTbCs B NPOMbILLNIEHHOM MacluTabe.

507. (11.63) Ona npoBeAeHUs NOBTOPHLIX UCTbITAHWUI HEOBXOAMMO OTOMpaTh penpeseHTaTuBHbIE 06pa3sLbl.

ApxuBHble 0bpasupl (11.7)

508. (11.70) ApxuBHble 06pasLbl HEOGXOAMMO YNAKOBbIBATb M XPAHUTL C LieSTbi0 BO3MOXHOW OLIEHKM KayecTBa
cepun ®C B BygyLiem, HO He Ans NPOBeAEHUS UCTbITAHUIN Ha CTabUNBHOCTb.

509. (11.71) Hagnexawmm obpa3oM MapkuMpoBaHHble apxuBHble o6pasubl kaxgon cepun DC  OOMKHBI
XpaHUTbCA B TeYyeHWe OJHOro roga nocrne Aatbl WCTEYEHUS Cpoka roOHOCTU Cepun, KoTopas onpepensieTcs
npon3BoguTENeM, UMK B TEYEHUE TPEX NET MOCIe peanv3aunm cepumn B 3aBMCMMOCTU OT TOTO, KakoW CpPOK sIBNSeTCSA
bonee anutenbHbIM. ApxmBHble 06pasubl PC ¢ yCTaHOBEHHON JATOW NOBTOPHbIX UCTbITAHUI HEOOXOAMMO XpPaHUTb B
Te4yeHue Tpex NeT nocre Toro, Kak cepus bbina NOMHOCTBLIO peanu3oBaHa NPoOU3BOaUTENEM.

510. (11.72) Npwn xpaHeHnn apxmBHoro obpasua HeobBXO0AMMO MCMONb30BaTh TaKyl XE CUCTEMY YMaKOBKW, B
KoTopon xpaHutca C, unu Takyto, KoTopas dKBMBareHTHa CUCTEME YNakoBKU, NpeAHa3HayYeHHoW ANg Npoaaxu, unu
obecneunBaeT ny4wyio 3awuTy. NMponssoanTenb 4OMKEH XPaHUTb apXUBHbIN Obpasel, B KonuyecTse, AOCTaTOYHOM
AN npoBefeHust Kak MMHMMYM OBYX MOJSIHbIX aHanM3oB B COOTBETCTBUM C oOLWen dapMakonenHon craTben,
drapmakonenHom ctaTben unm Npm oTCYTCTBUN hapMaKoNemnHoM CTaTby - ABYX NOSIHbLIX aHanuM3oB B COOTBETCTBUU C
HOPMaTUBHOWM AOKYMEHTaunen unm HopmMaTBHbIM JOKYMEHTOM.

BANMMOALINA (12)
MonuTtuka Banupauum (12.1)

511. (12.10) MNMpounsBoanTenb AOMKEH JOKYMEHTANbHO 0POPMUTL OOLLYIO MOMIUTUKY B OTHOLLUEHMM Banupauuu,
ee 3aJa4yn 1 npuHuunel, BKNK4Yaa Banunaauuio TeXHONOrm4ecknx npoueccos, npoueayp OYUCTKU, aHannTU4ecKnx
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MeTOAVK, Npoueayp KOHTPONS B npouecce Npous3BoAcTBa, KOMMbIOTEPU3MPOBAHHBIX CUCTEM W B OTHOLUEHWM Nnuu,
OTBETCTBEHHbIX 3a pa3paboTKy, MNpPOBepKy, YTBEPXAEHWEe W [OOKyMeHTanbHoe OdOopMIIeHne Kaxgoro atana
Banugaumu.

512. (12.11) Kputnuyeckue napameTpbl 1 (MNN) XapakTEPUCTUKN, KaK NPaBuIio, CnegyeT onpeaensatb Ha cragum
pa3paboTku nnn Ha OCHOBaHWUM OaHHbIX NPEeABapPUTENBHOTO ONnbiTa paboThl; cNeayeT Tawke onpedenvTb AnanasoHbl
3HAYEHUA OTUX KPUTUYECKMX MapameTpoB W (UNK) XapakTepucTuk, Heobxogumble ang  obecneyeHus
BOCMNpPOU3BOAMMOCTY npouecca. [Mpu 3ToM Heo6xoanMo:

onpenenuTb Kputndeckne xapakrepmuctnkn ®C kak NnpoayKuuu;

ykasaTb MapamMeTpbl npoLecca, KoTopble MOryT BNMATb Ha KpUTMYeckme nokasarenu kadectesa ®C;

YCTaHOBWTb OManasoH 3Ha4YeHW Kaxgoro KpUTMYEeCcKoro mapamMmeTpa npouecca, KOTOpbId MpeanonaraeTcs
ncnonb3oBaTh Npu CEpPUNHOM NPOM3BOACTBE M KOHTPOMe npouecca.

513. (12.12) Onepauun, KOTOpblE CUUTAKOTCA KPUTUYECKMMM AOns kadectBa M uuctotel ®C, nognexar
Banugaumu.

[okymeHTauusa no sanngauum (12.2)

514. (12.20) Ona kaxgoro npouecca, Noanexaiiero Banugauun, JomkeH ObiTb paspaboTaH NpOTOKON
Banuaauun. ATOT NPOTOKON AOMKeH OblTb MPOBEPEH U YTBEPXAEH NogpasaeneHnem (noapasgeneHmsamMm) kayectesa u
OpYyrumMu COOTBETCTBYIOLLMMN NoApasaeneHUs Mu.

515. (12.21) B npoTokone Banuaauum A0MKHbI ObiTb onpegeneHbl KpUTUYeCKne cTagum npouecca U Kputepuu
npueMnemMocTM, a Takke Bug MpPoOBOAUMON Banugaumm (HanpuMmep, PeTPOCMNEKTMBHAsSA, MNepCrneKkTMBHas,
COMYTCTBYIOLLAS) U KONTMYECTBO NPON3BOLACTBEHHbBIX LIUKIIOB.

516. (12.22) OTtyeT 0 BanMugauum [OSDKEH COAEPXKaTb MEPEKPECTHbIE CCbIIKM HAa MPOTOKON Banugauunm wu
obobwaTe nonyyeHHole pesynbTaTbl, OOBACHATL noOble OOHApyXXeHHble OTKMNOHEHUSI C COOTBETCTBYHLLUMU
BbIBOJAMM, BKMIOYAOLLMMU pEKOMEHAYEMblE N3MEHEHUS ANs UCrpaBneHnss HeLOCTaTKOB.

517. (12.23) Jlobble OTKNOHEHWs OT NPOTOKOMa BanuMaauun OOMKHbl OblTb OOPMIIEHBI OOKYMEHTANbHO C
COOTBETCTBYIOLLMM 06OCHOBaHMEM.

Keanudwmkaums (12.3)

518. (12.30) o Hayana paboT no Banugaumm npotecca HeobxoanMo 3aBepPLUMTL KBanuuKaunio KpUTUHECKOro
obopyaoBaHMs M BcrnomoraTenbHblX cucTeM. KBanudwukaumio o0O6blMHO MpOBOAST MO crepyrolwum atanam  (no
OTAENbHOCTU UMK B COBOKYMHOCTH):

KBanudukaums npoekTa: AOKyMeHTanbHO OdopMIIeHHOe MOATBEPXKAEHWE TOro, YTO MPEensioXEeHHbIA MPOEeKT
NPOM3BOACTBEHHbIX MOMELLLEHUI, 0O0PYA0BaHUS UM CUCTEM SBNSIETCS NPUrogHbIM A4S MPUMEHEHMS MO HAa3HAYeHWIo.

KBanudukaums MoOHTaxa: LOKYMEeHTanbHO odopMIIeHHOe MOATBEPXKOEHWE TOro, YTO MOHTaX MNOMELLEHUN,
cuctemM u obopynoBaHus (YCTAaHOBIEHHBLIX UM MOAUMULNPOBAHHbBIX) BLINOMHEH B COOTBETCTBUWN C YTBEPXKAEHHLIM
NMPOEKTOM, PEKOMEHAALMSIMU U3rOTOBUTENS U (MNK) TPeOoBaHUAMW NPOU3BOAUTENS NNEKAPCTBEHHbLIX CPEACTB.

kBanudmnkaumsa yHKLMOHNMPOBAHUSA: OOKYMeHTarbHO OOPMIIEHHOE MOATBEPXKAEHME TOro, YTO MOMELLEHUS,
cucTeMbl 1 0bopyaoBaHue (YCTaHOBIEHHbIE UM MOAMMULMPOBaHHbLIE) (DYHKLUMOHUPYIOT B COOTBETCTBUM CO CBOUM
npegHasHadeHnem BO BCEX MPeayCMOTPEHHbIX pexxmmax paboTbl.

KBanudmrkaums aKcnyaTauumn: JoKyMeHTanbHO ohopMIIeEHHOE NoATBEPXKAEHME TOr0, YTO NOMELLEHMS!, CUCTEMBI
n obopyaoBaHue Npyv COBMECTHOM UCMONb30BaHMN paboTatoT achEKTUBHO U C BOCMPOU3BOAUMbBIMY NOKa3aTensaMm B
COOTBETCTBMU C YCTAHOBIIEHHLIMU TPEGOBaHNAMU 1 XapakTepUCcTUKamu npoLecca.

Moaxoppl k Banugauuu npouecca (12.4)

519. (12.40) Banupaums npouecca MpPoOBOAMTCA B LUenAx AokasaTensCcTBa Toro, 4TO  npouecc,
PYHKLMOHMPYOLWMIA B Npefenax yCTaHOBMNEHHbIX NapameTpoB, obecnevmBaeT aheKTUBHOE U C BOCNPOM3BOAMMBLIMU
pesynbTataMmy NPOM3BOACTBO MPOMEXYTOYHOW NpoayKumm unu ®C, COOTBETCTBYIOLMX NPeABapUTENbHO 3adaHHbIM
cneuMdukaumssM M nokasatensiM kadecTBa. PesynbTaTbl BanvMgaumMyM npouecca Mognexart AOKYMEHTarbHOMY
0dopMIIEHMIO.

520. (12.41) CywecTByeT Tpu Noagxo4a K Banugauun: nepcnekTuBHas Banugauuns, conyTcTBylolas Banvpaums
N peTpocnekTuBHasi Banugauus. lNepcnekTnBHasa Banuaauna sBnseTca NnpeanoyTUTenbHbIM NOAXOAOM, HO MMeETCH
UCKIIOYEHUs1, NO3BOMSAIOLLNE NCNONB30BaTh ApYyrMe Noaxoabl.

521. (12.42) lMepcnekTUBHYO Banupaumilo pPeKOMeHOYeTCHA BbIMNOMHATL AMS BCEX MPOLIECCOB, CBA3AHHbIX C
nponssoacTeoM OC, kak ykazaHo B nyHkTe 513 HacTosiwux [NpaBun. [NepcnekTMBHasa Banvaauusi, NpoBoavMMasi Ans
npouecca, cBaA3aHHOro ¢ npoussogctBom PC, pgomkHa ObiTb 3aBeplueHa [0 Hadyana peanusauum roTOBOro
nekapcTBEHHOro npenapara, npounssefeHHoro n3 aton ¢C.
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522. (12.43) ConytcTBylowas BanugauuMss MOXeT OblTb npoBedeHa Mpu  OTCYTCTBUM  AaHHbIX  ANA
NMOBTOPSIOLLMXCS TEXHOMOMMYECKUX LMKIOB, €CfM BbIMyLIEHO OrpaHuyeHHoe uyucrno cepun ®C, ecnm cepumn PC
BbIMyCKanMCb pPeOKo WnM Obinyv NpOV3BEAEHbl MOCPEACTBOM  BanuOUPOBAHHOIO MNpouecca, KoTopbid  6bin
mogudmumpoBaH. [lo 3aBepLueHns conyTcTaytowen sanugaumm cepumn ®C moryT ObiTb BbIMyLIEHbI M UCMOMb30BaHbI
ONs NpOM3BOACTBA JIEKAPCTBEHHOrO npenapara, npedHasHaydeHHoro pAns peanusauum, npu  ycrioBUM MOSHOro
KoHTpons cepuii C.

523. (12.44) Kak wcknodeHMe MOXeT OblTb MNpoBeAeHa pPEeTPOCMEKTMBHAas Banujaums Ans  XOpoLlo
OpPraHM30BaHHbLIX MPOLECCOB, B KOTOpPble HEe ObINI0 BHECEHO 3HAYMTENbHbIX W3MEHeHUN Ans nonyyexHms <OC
Tpebyemoro kayecTsa BCreCcTBME M3MEHEHUIN NCXOOHOIO Chipbs, 000PYA0BaHUSA, CUCTEM, TEXHUYECKNX CPEACTB UMK
TEXHOMOrMYEeCKOro npouecca. Takon NOAX0A K Banugaunm MoxeT OblTb UCNOMb30BaH, Cu:

a) (1) onpeaeneHbl KpUTUYECKME MOKa3aTenn kKayecTBa U KpUTUYECKNE NapaMeTpbl NpoLecca;

0) (2) ycTaHOBMNEHbI Hagnexalune KpUTepUn NPUEMNEMOCTU U KOHTPOIS B NpoLecce NPpou3BOACTBA;

B) (3) oTCyTCTBOBaNM CyLLeCTBEHHbIE COOM B XOA4€E npoLiecca unu 6pak npogyKuum no npuymMHam, He CBSI3aHHbLIM
C owmbkamu onepartopa unm oTkasamy 06opya0BaHMS;

r) (4) 6bInn ycTaHoBMNEHbI Npodunnun npumecen ans gaHHon ¢C.

524. (12.45) Cepun, oTObGpaHHblE AN PETPOCMEKTMBHOM  Banvgaumu, [OOMMKHbI  NPeACTaBnsiTb
penpeseHTaTUBHYIO BbIGOPKY N3 BCEX CEPUI, MPOM3BEAEHHBIX 32 NPOBEPSEMbIN NEPUOA, B TOM 4Yncrie NobbiX Cepuin,
He COOTBETCTBYKOLIUX creumdpukaumsam. pn 3TOM KONUYECTBO TakMX CEepui AOMKHO OblTb [AOCTaTOYMHbIM AN
[oKasaTenbCTBa NOCTOSIHCTBA npoLecca. B Lensax nonyvyeHusa gaHHbIX ANs peTpoCrneKkTUBHOM Banupauuu npouecca
MOXeT ObITb NPOBEAEHO UCMbITAHNE apXMBHBLIX 06Pa3LoB.

Mporpamma Banuaaumm npouecca (12.5)

525. (12.50) KonuyectBo NpOM3BOACTBEHHLIX LMKIOB, HEOOXOAMMBIX ONA Banuaaumu, OOMKHO 3aBuceTb OT
CNOXHOCTU nNpoLuecca Unn oT 3HaYUMOCTU M3MEHEHNIN NpoLEecca, NoAneXxalmx pacCMOTpeHMto. [1nsa nepcnekTmBHOM K
CONyTCTBYIOLEN BanugauuMnm OOMKHblI OblTb UCMNOMb30BaHbl AaHHble, MOMyYeHHble ANs Tpex nocnefoBaTenbHbIX
NPOV3BOACTBEHHBIX CEpUA MPOAYKUMM Hagnexawiero kadectBa. OpgHako MoryT ObiTb cuTyauuu, Korga Aans
[oKasaTenbCTBa MOCTOSIHCTBA Mnpouecca HeobxoauMMbl AOMOSNHUTENbHbIE MPOU3BOACTBEHHbIE LMKMbI  (HanpuMmep,
npoLecchbl Npon3BoacTBa crnoxHbix C unu gnuteneHble npoueccbl npoussoactea ®C). [ons OLEHKM MOCTOSIHCTBA
npoLiecca npuv peTpoCneKkTUBHON Banuaauun, kak npasuno, Heobxoaumo wuccnepoBaTb AaHHble ana 10 - 30
nocnefoBaTenbHbIX CEPUIA, HO MPU COOTBETCTBYHOLLLEM 0OOCHOBaHUM 3TO YNCIIO MOXET ObiTb YMEHbLLEHO.

526. (12.51) Bo BpeMs NpoBeAeHUs1 nccnegoBaHnii No Banugaumm npouecca HeobXxoguMO KOHTPONMpPOBaTb U
NnpoBepsiTb €ro KpuTudeckMe napameTpbl. [lapameTpbl npouecca, He CBsi3aHHble C Ka4yeCTBOM, Hanpumep,
NnepeMeHHbIe, KOHTPONMPYEMbIE B LIENSIX COKpalleHUs MNoTpebneHus SHEpruu unmM MCnosib3oBaHMs 00OpyaoBaHUS,
MOXHO He BKIYaTh B Banvaauumio npouecca.

527. (12.52) Banugaumsa npouecca JofmkHa noareepxaatb, 4To npoduns npuMmecen Ans kaxaon ®C HaxoauTes
B 3agaHHbix npegenax. MNpodunb npumecert JosmkeH ObITb cxodeH (N0 ObiTb Myylle) C paHee Mony4YeHHbIM
npodwunem, a Takke (rae aTo NPMMEHNMO) C NPodUNeEM NpUMECEN, yCTaHOBMNEHHBIM Mpu pa3paboTke npouecca unm
CEpPVIA, UCMOJSTb30BaHHbIX AJ151 OCHOBHbIX KITMHUYECKMX N TOKCMKONOIMYECKUX UCCegoBaHun.

lMepuoanyeckasn npoBepka BannanpoBaHHbix cuctem (12.6)

528. (12.60) CucTtembl 1 npoLeccbl HE06X0AMMO NoABepraTb NEPUOANYECKON OLeHKe Ans NOATBEPXKAEHMS TOro,
YTO OHW MO-NpPeXHeMy PYHKUMOHMPYIOT npaBuibHbiM obpasom. Ecnm B mpouecc unum cuctemy He 6blno BHECEHO
CYLLECTBEHHbIX M3MEHEeHN 1 0630p kavecTBa NOATBEpPAWs], YTO CMCTEMa WM MPOLEeCC MOCTOSHHO obecneynBaloT
NPOW3BOACTBO Marepuana, COOTBETCTBYIOLLEro cneumdukauusamM, Kak npaBuno, OTCYTCTByeT HeobXxoaMmocTb B
npoBeAeHnn NOBTOPHOW Banuaaumu.

Banugaums ounctkm (12.7)

529. (12.70) Mpouenypbl OYNCTKM, Kak MpaBuUno, AOJMKHbI MPONTU Banugauuio. Banngauuio o4ncTkM NPOBOASAT B
cny4asx, Npu KOTOpPbIX KOHTaMWHaLMSA UM NEePEHOC BELLeCTB NpeacTaBnsoT HanbonblLUyo ONacHOCTb Ans KayecTea
®C. Hanpumep, Ha HavanbHbIX CTagusAx TEXHOMOIMYECKOro mnpouecca MOXeT He TpeboBaTbCcA npoBeneHus
Banvaauum npoueayp o4MCTKM obopydoBaHUs, eCnm OCTaTouHble BellecTBa yAansioT Ha nocneayowwmnx cragusx
OUYUCTKN.

530. (12.71) Banugauma npouenyp OYUCTKM [OJDKHA oOTpaxaTb (akTUYeCcKUA XapakTep MCMofb30BaHUs
obopynoBanus. Ecnu pasHble C mnn pasnuyHyo NPOMEXYTOYHYH MPOAYKUMIO NMPOM3BOAAT Ha OOHOM M TOM Xe
o6opynoBaHuy 1 aTo o6opyaoBaHME OYULLAIT OJHMM U TeM Xe cnocobom, TO ANd Banugaumm OYMCTKA MOXHO
BbIBpaTb penpeseHTaTMBHYO NPOMEXYTOYHYO npoaykumio nnm ®C. Takor BbIBOP AOMKEH OCHOBLIBATbCS HA AaHHbIX

KoHcynbTaHTlINOC

www.consultant.ru Crpanuua 54 n3 170
HafeXxHasa npaBoBan noaAepXXkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MNpukas MuHnpomTtopra Poccum ot 14.06.2013 N 916

(pea. ot 18.12.2015) [JoKyMeHT npepocTasneH KoHcynbranTaoC
"O6 yTBepXaeHUM MNpaBu HaaneXxallen Npon3BoACTBEHHON M... Aata coxparennsa: 29.01.2016

O PacTBOPUMOCTU U TPYAHOCTAX OYUCTKM, @ TakkKe Ha pacyeTe nNpefenbHOro COAepXaHUs OCTaTKOB, C Yy4eTOM UX
aKTMBHOCTM, TOKCUYHOCTU Y CTAabUNBHOCTW.

531. (12.72) B npoTokone BanMaaumm O4UCTKM OOJDKHbI ObITb onvMcaHbl 06opyaoBaHWe, MOASeXallee O4YUCTKE,
npouenypbl, MaTepuarnbl, NpUemMrnemMble YPOBHW OYWUCTKW, KOHTPONUPYEMbIE W perynupyemble napameTpbl u
aHanuTu4eckme Metoauku. B npotokone Heo6xoauMo Takke ykasaTb Buabl oTOMpaembix npod, cnocobbl ux otbopa wu
MapKUpOBKH.

532. (12.73) Ona obHapyXeHMs1 KaK HepacTBOPMMbIX, Tak U PacTBOPUMbIX OCTaTKOB MeToabl oTbopa npob
OOMKHbI BKINOYaTb, UCXOOA M3 CUTyauuu, B3ATME Mas3KOB, CMbIBOB WKW JApyrMe MeTodbl (Hanpumep, NpaMyto
3KCTpakumio). Ucnonbdyemble MeTodbl oTbopa nNpo® [OMKHBI MO3BONATbL KONMYECTBEHHO Onpedensitb  YpOBHU
OCTaTKOB Ha NMOBEPXHOCTAX 0bopyaoBaHusa nocne ounctkn. Metog otbopa npob NnocpeacTBOM B3ATUS Ma3KoB MOXET
oKas3aTbCA MPaKTUYECKM HEOCYLLEeCTBUMbIM, €CrM  KOHTaKTUpylolWmMe C MNPOAYKTOM MOBEPXHOCTUM  SBMNATCA
TPYOHOOOCTYNHBIMW ~ BCNEACTBUE  KOHCTPYKTMBHBIX OcobeHHocTer obopyaoBaHus  (Hanpumep, BHYTPEHHME
NMOBEPXHOCTM LUMAHIOB, TPAHCMOPTHLIX TPYOONPOBOAOB, EMKOCTM PEAKTOPOB C Y3KMMU MoKaMn, a Takke Hebonblioe
no pa3mepy CroXHoe obopyoBaHNE, HAaNPUMEP, MUKPOHU3ATOPbI U MMKPOPACMbLINUTENW) U (UNN) €Cnn  CYLLEeCTBYIOT
orpaHu4eHus npotecca (Hanpumep, 06paboTka TOKCUYHBIX BELLECTB).

533. (12.74) Heobxoammo wcnonb3oBaTb BanMOUPOBaHHbIE aHanNUTUYECKMe MeToauku, obnagawume
[0CTaTOYHOWN YyBCTBUTENbBHOCTBIO AN OOHapYXXeHMs1 OCTATKOB UM KOHTaMMHaHTOB. [lpegen oGHapyXeHUs Kaxaomn
aHanuMTU4ecKkon MeTOAMKN [OMmKeH OblTb AOCTATOYHbIM Ansi ODHapyXeHus onpedeneHHoro npuemMnemMoro YpoBHS
ocTaTka Unm KOHTaMuHaHTa. [ns MeToaukm HeobXxoaAnMOo YCTaHOBUTL AOCTUraeMblil ypOBEHb WU3BIEYEHUS BELLECTBA.
Mpenensl cogepXaHusa OCTaTKOB AOMKHbI OblTb pearbHbIMU, OOCTWXUMbIMW, NPOBEPSIEMbIMA UM OCHOBbLIBATbCA Ha
cofepxaHum Havbornee BpedHoro ocratka. [lpegenbl MOXHO YyCTaHaBnuBaTb, OCHOBbLIBAACb HA MWHUMAlbHOM
obnagaroLemM n3BecTHon hapmMakonorm4eckom, TOKCUKONIOrMYECKOn nmn pmsmonormieckorn akTMBHOCTLIO KONNYecTBe
®C unu ee Hanbonee BpegHOro KOMMOHEHTA.

534. (12.75) Ana npoueccoB, B KOTOpbIX CyLleCTByeT HEeOOXOAMMOCTb CHWXeHUs obLiero Konuyecrsa
MUKPOOPraHM3moB unu aHgoTokcnHoB B ®C, vnu Ana Apyrux npoueccoB, rae MOXeT WMeTb 3HadeHue Takas
KOHTamuHauus (Hanpumep, NPoOM3BOACTBO HecTepunbHbix ®C, wucnonb3yembix AN NPOU3BOACTBA CTEPUITbHBLIX
NeKapCTBEHHbIX NpenapaToB), UCCreAoBaHNEe OYUCTKM U (MNN) caHUTapHOM 00paboTknm obopyaoBaHWs HeobXoanmo
NPOBOANTbL B OTHOLLUEHUWN KOHTaMUHALMWM MUKPOOPraHu3mMamm 1 SHAOTOKCMHaMM.

535. (12.76) NpounssoanTenb OMKEH KOHTPONMPOBaTh NpoLeaypbl OYNCTKU C ONpeaeneHHON NepuoanYHOCTbIO
nocrne sanugauun, 4todbl yoeamTbes, YTO 3TU npoueaypbl sABNATCA 3(EKTUBHBIMUA NPU MX UCNONb3OBaHUN BO
BPEMS TEKYLLEro TEXHOIOrMYeckoro npouecca. YuctoTy obopynoBaHusl, Korda 9TO OCYLEeCTBMMO, HeobxoouMmo
KOHTPONMpOBaTb MOCPEACTBOM MPOBELAEHUS AHANUTUYECKMX WCMbITAHUA W BM3yanbHOTO OCMOTpa. BusyanbHbin
OCMOTP MO3BONSET OOHAPYXKUTb 3HAYNTENbHbLIE CKOMMEHNS KOHTAMWHAHTOB Ha HEBONbLUMX y4acTKax, KOTopble MOryT
oKasaTbCs He 0BGHapYXEeHHbIMU MHbIM CMOCOO0OM Mpu oT6ope Npob u (unn) aHanuse.

Banupaumsa aHanutnyeckux metoauk (12.8)

536. (12.80) Wcnonb3yemble aHanMTU4eCKMe METOOUKM LOIDKHbI NPOWTW Banupauuto. [purogHocTb BCex
NCNosb3yeMbIX METOAMK UCTbITAHWUIA HEOOXOAMMO, TEM HE MEHee, MPOBEPATL B pearnbHbIX YCIOBUSAX MPUMEHEHUS, a
pe3ynbTatbl 0POPMIIATE AOKYMEHTANbHO.

537. (12.81) Banugaums MeTOAMK [OMKHa MPOBOAMTBCSA C YYETOM XapakTepUCTUK, NPUBEOEHHbIX B
pPYKOBOACTBax MO BanuaauuMmM aHanutudeckux metogmk. Ob6bemM npoBOAMMON aHaANUTUYECKOW Banufauuun LOMKeH
3aBMCeTb OT LieNM aHanmsa 1 ctTagmm TEXHONOrM4YeCcKoro npouecca npomnssoactea dC.

538. (12.82) Jo Havana BanvMauum aHanUTUYECKMX METOAMK AOofkHa ObiTb NpoBedeHa COOTBETCTBYHOLLAst
KBanMdukaumsi aHanmTu4eckoro obopyaoBaHus.

539. (12.83) HeobxogmMmo BecTM MOMHble 3anncu JnbbIX W3MEHEHWA BanuMOUPOBaHHOW aHaNMTUYECKOWN
MeToAMKN. Takne 3anmcy JOIMKHbI OTpaxaTb NPUYMHY M3SMEHEHMS U COOTBETCTBYIOLLME AaHHbIE ANS NOATBEPXAEHUS
TOro, YTO M3MEHEeHWe MNPUBOLMT K pes3ynbTaTaM, KOTOpble CTOMb X€ TOYHbl W HadexXHbl, Kak U pe3ynbTaTbl,
NonyyYeHHbIe C NOMOLLbIO NPUHATON METOLMKM.

KOHTPOJ1b UBMEHEHWI (13)

540. (13.10) TllpousBoguTenb OO0/MKEH pas3paboTaTb CUCTEMY KOHTPOMS WU3MEHEHWA ANA OLEHKM BCexX
NU3MEHeHN, KOTOPbIE MOTYT MNOBNUATL HA MPOM3BOACTBO U KOHTPOSb NPOMEXYTOYHOM npoayKLmm n ®C.

541. (13.11) [NpousBoauTenb [OMXEH YTBepAuUTb Mpoueaypbl AN uMAeHTUdUKaLMM, [OOKYMEHTarbHOro
0hOpPMMEHUs;, COOTBETCTBYIOLLEN MNPOBEPKN W YTBEPXKAEHUA MW3MEHEHUA B OTHOLUEHUW WCXOLHOTO  ChIpbS,
cneumMdukaunii, aHanuMTUYecKnx MeToauK, MOMELLEeHUn, BCMOMOraTesibHbIX cucTteM, 00opyaoBaHus (BKto4as
KOMMbIOTEPHOE O0OOpydoOBaHME), CTagui Mpouecca, YNakoBOYHbIX MaTepuanoB, MaTepuarnoB AN MapKMPOBKW, a
Takke KOMMbTEPHOro NPorpamMmMHoOro obecnevyeHus.
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542. (13.12) Jliobble NpeAnoXeHUss No M3MEHEHWUsM, KacalLMMCs OpraHMsauum NpouM3BOACTBA U KOHTPOMS
KayecTBa NIeKapCTBEHHbIX CPEACTB, AOMKHbI OblTb MOArOTOBIEHbI, MPOBEPEHbI U YTBEPXOEHbI COOTBETCTBYHOLLMMU
noapasgeneHusmMu, a 3aTeM NPoBEpPeEHbI 1 YTBEPXKAEHbI Nogpa3feneHnemM (NogpasgeneHusamm) KadecTsa.

543. (13.13) HeobxogMMoO OLEHUTb BO3MOXHOE BIIMSIHUE MPEASIOKEHHOTO W3MEHEHWsI Ha KadecTBO
npomexxytodHon npogykummn unu ®C. lMpoueaypa knaccudukaumm M3MEHEHUA MOXET MOMOYb B OnpeaeneHun
obbema ucnbITaHWW, Banuauunm u JoKyMeHTauun, Tpebyembix Ansi 0BOCHOBaHWS W3MEHEHUN, BHOCUMbIX B
BanvAMPOBaHHLIN npouecc. MaMeHeHMs MoryT ObiTb KrnaccuuuMpoBaHbl (Hanpumep, Kak CyLIECTBEHHblE WK
HeCyLLLECTBEHHbIE) B 3aBMCMMOCTU OT X Xapaktepa U obbema, a Takke BIMSHWS, KOTOPOE OHM MOTyT OKasaTb Ha
npouecc. C yyeToM OBGOCHOBAHHOIO 3aKMOYEHWUs MPOU3BOAUTENb AOMMKEH OMpPenenuTb, KakMe OOMOSIHUTENbHbIE
UCMbITaHWS 1 UCCNeaoBaHns No Banuaaumn Heobxoanmbl Anst 060CHOBaHNS TakuX U3MEHEHWN.

544. (13.14) lMpun BHegpeHMN yTBEPXOEHHbIX U3MEHEHUWN HeobXoOuMO MepecMOoTpeTb BCe AOKYMEHTbl, Ha
cofepaHne KOTOpbIX BIIMSIOT 3TU U3MEHEHNS.

545. (13.15) Nocne BHeApeHUs1 M3MEHEHUSA HEOBXOAMMO NPOBECTU OLIEHKY NEPBLIX CEPUIA, MPOM3BELAEHHBIX UK
NCMbITaHHbIX NOCIE BHECEHUSA 3TOMO0 N3MEHEHNS.

546. (13.16) lMponsBoanTenb AO/MKEH OLEHUTb BO3MOXHOCTb BO3OENCTBUS KPUTUYECKMX W3MEHEHUIA Ha
CTabunbHOCTb 1, criegoBaTernbHO, Ha YCTAHOBMEHHbIE AaTbl MOBTOPHbLIX WUCMbITAHWMA UMW AaTbl UCTEYEHUA CpokKa
rogHoctu. lpu HeobxooumocTn obpasubl NPOMEXYTOYHOW npodykumm wunn PC, koTopble OblNn npousBedeHbl
nocpeacTBOM M3MEHEHHOro npoLecca, MoryT ObiTb BBEAEHbI B NPOrpaMmy YCKOPEHHOIO M3yYeHUst CTabunbHOCTU U
(Mnn) BKMNOYEHBI B NpOrpamMmmMy MOHUTOPUHIra cTabunbHOCTY.

547. (13.17) NpounsBoanTenb SOMKEH MPOUHAOPMNPOBATL COOTBETCTBYHOLLIMX MPON3BOANTENEN NEKAPCTBEHHBLIX
npenapaTtoB 06 M3MEHEHMAX B YCTaHOBMEHHbIX TEXHOMOMMYECKMX Mpoueccax M npoueadypax KOHTPons npoLecca,
KOTOpble MOTryT NOBMAUSATb Ha ka4yecTBo PC.

OTKNOHEHWME N MOBTOPHOE NCIMONb30OBAHNE MATEPWAJIOB (14)
OTtknoHeHne(14.1)

548. (14.10) NMpomexyTouHyto npoaykumto n ®C, KoTopble HE COOTBETCTBYIOT YTBEPXOEHHBIM crneundmrkaumnsam,
HeobX0AMMO 4eTKO NPOMapKkMpoBaTb COOTBETCTBYHOLMM 0O6pasomM u codepxaTb B YCNOBMSIX KapaHTMHa. Takad
npoMexyTovHas npodykumsa nnv ®C mMoxeT noasepraTbCsi NOBTOpHON obpaboTke nnu nepepaboTtke. OkoH4YaTernbHoe
peLleHne B OTHOLLEHWUN OTKMOHEHHbIX MaTepranoB AOMKHO ObiTb 0POPMIIEHO AOKYMEHTamMbHO.

lMoBTOpHasi obpaboTka (14.2)

549. (14.20) NoBTOpHOE BBEAEHUE B NPOLECC NPOMEXYTOYHON npoaykumm unn ®C, BKNYas NpPoAyKUMIO, He
COOTBETCTBYIOLLYIO cneuudgukaLmsam, 1 ux noBtopHas obpaboTka nyteM MNOBTOPEHMS CTaguu Kpuctannusauum wunm
OPYrMX COOTBETCTBYIOLLMX CTagMn 06paboTkM XMMUYECKMMU U hmanyecknmm cnocobamm (Hanpumep, SUCTUNNSALMS,
dunbTpaumsa, xpomartorpadupoBaHme, U3MENbYEHNE), SABNSILINXCA YacTbl) YCTAHOBIIEHHOIO MPOWM3BOACTBEHHOIO
npouecca, obbl4HO cunTaroTcd npuemnembiMi. OgHaKo ecrniv NoBTopHasa obpaboTka ncnonb3yeTtcs And OonbIUHCTBA
cepui, To ee Heob6XoAMMO BKIMIOYNUTL B KAYECTBE YacTu CTaHAAPTHOrO TEXHONOMMYECKOro npouecca.

550. (14.21) NpogomkeHne oCyLLLECTBIIEHUS CTaaumn TEXHONOMMYECKOro NpoLecca nocne Toro, Kak KOHTPOSb B
npouecce NpPOM3BOACTBA MoKasan, YTo CTaaus He 3aBeplueHa, cYMTaeTcd YacTbio OObIMHOrO npouecca, a He
NoBTOPHOW 06paboTKoN.

551. (14.22) lNoBTOpHOE BBEAEHUE HeMpopearMpoBaBLUEro BELLECTBA B MPOLECC M MOBTOPHOE MNpOBEAEHUE
XUMWUYECKON peakLum CHUTaKOTCS MOBTOPHON 06paboTKOM, ecriv aTo He SIBNAETCS 4YacTbio YCTAHOBIEHHOMO MpoLiecca.
Takon noBTOpHOW 06paboTKe AOMKHA NpeALecTBOBaTh TWAaTeNnbHasa OLEHKa, rapaHTMpyloLas, YTo 3TO He MnoBnuseT
oTpULATENBHO Ha Ka4eCTBO MPOMEXYTOYHON nNpoaykumm nnn ®C BCrneacTBMe BO3MOXHOIO 0bpasoBaHMs NMOBOYHbIX
NpoAyKTOB 1 BELLECTB, NpopearMpoBaBLUNX CBEPX YCTAHOBIEHHOW HOPMbI.

MepepaboTka (14.3)

552. (14.30) lMepen npuHATMEM peLLEHUS O nepepaboTKe cepuil, He COOTBETCTBYHOLUMX crneumdpukaumsm,
Heob6Xxo4MMO NPOBECTU paccriefoBaHmne NPUYNH Takoro HECOOTBETCTBUS.

553. (14.31) Cepuun, noaBeprHyTbie nepepaboTke, AOMKHbI OblTb OOBbEKTaMu (ecnu Ansa 3Toro eCTb OCHOBaHUSA)
COOTBETCTBYIOLLUX OLIEHKWU, WUCMbITAHUNA, UCCNEenoBaHWUs CTaOWNBbHOCTU M LOKYMEHTaNbHOr0 0gOpMIIEHMUS, YTOObI
rapaHTMpoBaTtb, 4YTO nepepaboTaHHas NpPoOAYKUMS MO Ka4yecTBY 9SKBMBANEHTHA MpoAyKuuMW, MNpOou3BeneHHON
NMOCpPEeACTBOM MepBOHAYanbHO YCTAHOBIIEHHONO MPOU3BOACTBEHHOrO npouecca. Hanbornee uenecoobpasHbIv
NoAxoAoM K Banugauum npoueayp nepepaboTku sBNAeTca conyTCTBylowWasn Banmgauns. JaHHbin nogxon no3sonser
COCTaBMTb 3anucu npoueaypbl nepepaboTku, YCTaHOBUTH MOPSAOK €€ MPOBEAEHWS U OMpefenvTb OXugaemble
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pe3ynbTaTtbl. Ecnn nepepaboTke NoanexuT TOMNbKO ogHa cepusi, TO MOXET OblTb COCTaBfEH MUCbMEHHbIA OT4YET, a
cepus paspeLueHa K BbiNycKy cpa3y Nocrne NoATBEPXKAEHUSA ee KadecTBa.

554. (14.32) lMpousBoanTenb AOIMKEH YTBEPAUTb MpPOLEAypbl ANs CpaBHEHUs Npoduns npuMecen Kaxkaown
nepepaboTaHHON cepun ¢ NPOUNAMU NPUMECEN CEPUN, MPOM3BEAEHHbBIX MOCPEACTBOM YCTaHOBJIEHHOrO MpoLecca.
Ecnn npumeHsemble aHanuUTUYecKMe METOOMKM He MO3BOMST Hagnexawmm obpasoMm oxapakTepusoBaTb
nepepaboTaHHyl0 cepuio, TO criefyeT BOCNONb30BaTbCA AOMOMHUTENbHBIMU METOAUKAMMU.

PereHepauusa matepuanos u pactsoputeneii (14.4)

555. (14.40) PereHepauus (Hanpumep, U3 MaToYHOM XUOKOCTM U PUNbTPaATOB) PEeaKTMBOB, MPOMEXYTOYHON
npoaykuum nnm SC cumtaeTcs 4ONYCTUMOW NPU HanuyMm YTBEPXKAEHHbIX Npoueayp pereHepaumMm u COOTBETCTBUM
pereHepuMpoBaHHbIX MaTepuanos crneuudukaumam, NoAXoAsaWMM AN npeanonaraeMoro  MUCMNonb3oBaHUSA  Takux
MaTepunanos.

556. (14.41) JonyckatTcsa pereHepauust U NOBTOPHOE MCMOJMIb30BaHNE pPacTBOPUTENEN B TeX Xe UNu Jpyrux
npoLeccax npu ycrioBuu, YTO NPoLEeaypbl pereHepaL M KOHTPONMPYIOT U NPOBEPSIOT Anst o6ecneyeHns COOTBETCTBMUS
pacTBopuTenen cneuudukaumsaMm nepen WUX MNOBTOPHbIM MCMNOMNb30BaHMEM WM CMELUMBaHMEM C  OpYrMMu
0400peHHbIMN MaTepuanamu.

557. (14.42) JonyckaeTca cMelumMBaTh HOBbIE U pereHepupoBaHHbIe pacTBOPUTENN U peakTuBbI, €Cnu B Xode
COOTBETCTBYIOLLUX UCMbITAHWUI NOKa3aHa WX NPUrOAHOCTb AN BCEX TEXHOMOMMYecKMX MpoLEeccoB, B KOTOPbIX OHU
MOTyT UCMONb30BaTHLCS.

558. (14.43) Wcnonb3oBaHWe pereHepMpoOBaHHbIX pPaCTBOPUTENEN, MAaTOYHbIX XUOKOCTEW U OpPYruX
pereHeprMpoBaHHbIX BELLECTB AOIMKHO BblTb OPOPMIIEHO AOKYMEHTamMbHO.

BosBpar (14.5)

559. (14.50) MNpomnsBogmTenb JOMMKEH Hagnexawmm obpasomM MapKMpoBaTb BO3BPALLEHHYK MPOMEXYTOYHYHO
NPOAYKUUO Unu Bo3BpalleHHble PC n cogepxaTtb NX B YCIOBUSIX KApPaHTUHA.

560. (14.51) Ecnu y npon3BoguTernst BO3HMKaOT COMHEHUSA OTHOCUTENbHO COBNIOAEHUA Haanexalumx yCroBun
XPaHEHUs1 UNU TPaHCMOPTMPOBKM BO3BPALLEHHOM MPOMEXYTOYHOM NPOAyKUuMM unu Bo3BpalleHHbix ®C oo wnm B
npoLiecce ux BO3BpaTa UMM OTHOCUTENBHO COCTOSIHMS Tapbl B 4acTW BO3MOXHOIMO BfWSIHUS HA KayecTBO, TO
BO3BpaLleHHas NPOMEXYTOYHasa NPoAyKUUs Unu Bo3BpaLlleHHble PC nognexaT NoBTOpHOM 06paboTke, nepepaboTke
UIN YHUHTOXEHMIO B 3aBUCUMOCTM OT KOHKPETHOW CUTyauun.

561. (14.52) lNpounsBoauTenb OOIMKEH BECTU 3anucy BO3BpaTa MpPOMeXyTodHon npoaykumm mnn OC. [Ons
Ka)kgoro Bo3BpaTta B JOKYMeHTauMm HeobxoaMMo yKasaTb:

HavMeHOoBaHue 1 agpec rpysononyyatens;

HanMeHOBaHWe NPOMEXYTOYHOW npoayKuun nnu ®C, Homep cepum 1 BO3BpaLLEHHOE KONMYECTBO;

NpUYUHY BO3BpaTa;

yKa3aHue Ha UCNOMNb30BaHWE UITN YHUYTOXEHNE BO3BPALLIEHHOM NPOMEXYTOYHON npogyKumm nnm ®C.

MPETEH3MN N OT3bIBbI (15)

562. (15.10) NpounssoanTenb AOMKEH JOKYMEHTanbHo opopMnATL U paccnegoBaTb COrMacHO yTBEPXOEHHON
WHCTPYKLUN BCE NOMYYeHHbIE UM NPETEH3NU OTHOCUTENBHO KaYecTBa HE3aBMCMMO OT TOro, B Kakon copme (yCTHOWM
U MUCbMEHHOW) U3NOXKEHbI TaKne NPeTEH3UN.

563. (15.11) 3anncy paccMOTpeHUs NpeTeH3nii A0SMKHbI coaepXaThb:

HavMeHOoBaHue 1 agpec nvua, NpegbaBUBLIETO NPETEH3NIO;

dhamunuio, MMs1, OTYECTBO (NPY Hanmu4uMKn), a nNpyM HeobxoAMMOCTM Takke AOSPKHOCTb Nuua, NpeabsBMBLLETO
NpeTeH3unto, 1 HoMep ero TenedoHa;

CyTb NpeTeH3un (Bkrovas HazsaHue n Homep cepumn ®C);

OaTy NOCTyNfeHns NpeTeH3nu;

nepBOHaYarbHO NPUHATbIE MEPbI C YKasdaHWeM AaTbl M Nnua, NPUHABLLETO MEPbI;

JanbHenwne OencTBUA MO PaCCMOTPEHUIO NPETEH3UM;

OTBET, OTNPABIEHHbIN NUUy, NPeabsaBMBLLEMY NPETEH3MIO (BKMoYas gaTy OTNpaBKu Takoro oTeeTa);

OKOHYaTernbHOe peLleHne OTHOCUTENBbHO CEpUn Uy NapTUn NPoMeEXyTOYHOW Npoaykummn nnu eC.

564. (15.12) 3anucu paccMoTpeHust NPEeTEH3MN HeobOXOOUMO COXPaHATb AN OUEHKM TeHAEHUMR, 4acToThbl
NOCTYMMEHUSI NPETEH3NI N UX CEPbE3HOCTM A1 NPUHATMSA OOMONTHUTENBHOIO U, NPU HEOBXOOUMOCTWN, HEMEOJIEHHOrO
KOPPEKTUPYIOLLIErO AENCTBUSI.

565. (15.13) MNMpounsBoanTenb OMKEH YTBEPAMTL NpoLeaypy ANst onpenerneHnss obCcToATenbCTB, NpU KOTOPbIX
HeobxoQMMO paccmaTpuBaTb BONPOC 06 OT3bIBE MPOMEXYTOUHOM npoayKuumn nnn eC.
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566. (15.14) Npouenypa oT3bIBa AOMKHA ONpeaensiTb, KTO AOMKEH NPUHUMAaTL y4acTue B oLeHKe nHdopmalmu,
Kak HeOOXO4MMO HaYMHaTbL MpoLeaypy OT3bIBa, KTO AOIMKEH OblTb NPOMHAOPMMPOBaH 06 OT3biIBE M Kak HeobGXxooumo
nocTynaTb C OTO3BaHHbIM MaTtepuanom.

567. (15.15) B cniyyae cepbe3HOM 1Unv NoTEHUMANbHO YIPOXaloLWEN KU3HU CUTyauumn NpOUM3BOAMTENb OOJDKEH
nponHdopmupoBate 06 9TOM YMNOMHOMOYEHHbIN defepanbHbIl OpraH  WUCMOMHMTENBbHOW BMAAcTM, a Takke
KOMMeTeHTHbIE opraHbl BCex CTpaH, kyaa bbina HanpasneHa NpoayKLuus.

MPOMN3BOACTBO MO AOrOBOPY (BKITKOYAA JTABOPATOPUW) (16)

568. (16.10) Bce ucnonHuTenu, paboTatowime no gorosopy (Bkodasi nabopartopun), OOIMKHbI cobniogaTb
TpeboBaHuns Hactoawmx [Npasun. Heobxogumo ypenuTb 0coboe BHMMaHMe MpegoTBpaLlLeHnio NepekpecTHON
KOHTamMunHaLun n obecneyeHunto NpocnexmBaeMocTu.

569. (16.11) 3akazunk OMMKEH OLleHMBATb UCTIONHUTENS, paboTatoLlero nNo 4OroBopy (BkMoyasi nabopatopum),
C Lenbl onpeaeneHnss COOTBETCTBUA KOHKPETHBIX OMNepauui, BbIMNONHAEMbIX Ha MPOU3BOACTBEHHbLIX MNloLagKax
ucnonHuTens, paboTatoLLero no 4oroBopy, TpeboBaHnsM HacToswwmx Mpasun.

570. (16.12) B goroBope, 3aknio4aeMoOM MEXAY 3aKa3uMKOM W WUCMONIHUTENEM, pPEeKOMeHAyeTcs MoapobHOo
onpegenaTtb 00A3aHHOCTM CTOPOH B OTHOWeHuMU cobnogeHua TpeboBanun Hactodwwmx [pasun, Bknoyas
MEepPONPUATUSA KaXOoW U3 CTOPOH No obecrneyeHunto kadecTBa.

571. (16.13) PexkomeHayeTca npegycMaTpuBatb B [JOroBope BO3MOXHOCTb 3akaszyuka MpoBoAUTb ayauT
OEeATEeNbHOCTUN UCMOSNTHUTENSA Ha COOTBETCTBME TpeboBaHUAM HacTosawmx Mpaswn.

572. (16.14) PekomeHayeTcsl npegycmaTpvBaTb B [OMOBOPE YCMOBME O TOM, YTO WCMONHUTENb BrnpaBe
npvBnekaTb TPETbUX NWL ANS UCMIONHEHNS OroBOPa TOSBKO C COrfacust 3aka3yuka.

573. (16.15) lNpounsBoaCTBEHHbIE M NabopaTopHbie 3anMcn HeoDXOAMMO XpPaHUTb Ha MPOM3BOACTBEHHOM
nnowagke, Ha KOTOPOW BbIMOSNHANUCE PaboThbl. Takue 3anncy AO0MKHbI ObITb NErko OCTYMHbI.

574. (16.16) PexkomeHOyeTca npegycmaTpuBaTb B [OrOBOPE YCMOBME O TOM, YTO WCMOMHUTENb HE BrpaBe
BHOCWTb M3MEHEHUS B COrMacoBaHHblE CTOPOHaMM TEXHOMNOMMYECKUIA NpoLiecc, 00opyaoBaHUe, METOOUKMA UCTbITaHWNA,
cneundmrKaummn, a paBHO B MHbIE YCMOBUSI OroBopa 6e3 cornacusi 3aka3uyuka.

OPTAHU3ALIMW, OCYLLECTBNSAIOLWME MEPEYMNAKOBKY
W (M) NEPEMAPKWUPOBKY (17)

O6nactb npumeHeHua (17.1)

575. (17.10) TpeboBaHus, ycTaHOBMEHHbIE NyHKTaMn 575 - 589 HacTosAwmx [MpaBun, pacnpoCcTpaHSTCS Ha
OopraHusaumm, OCyLLECTBNAOLME NEPEYNAKOBKY U (M) NEPEMAPKMPOBKY, KOTOPbIE HE SBNSAIOTCA MNepBOHAYanbHbIMU
nponssogutenamm ®C nnu npoMexyToHHON NpoayKLUmnn.

576. (17.11) OpraHusauum, OCyLLECTBSIOWME NepPeynakoBky U (M) NepemMapkUpoBKYy, OOMKHbI cobntogatb
TpeboBaHNst HACTOSALLEN MMaBbI.

MpocnexunBaemMocTb peann3oBaHHbIX hapmMaLeBTUYECKNX CyBCTaHLm
N NPOMEXYTOYHOW npoaykumm (17.2)

577. (17.20) Oprannsauun, ocyLLECTBNSAOLIME NEPEYNaKkoBKy U (M) NepeMapKMpoBKy, AOMKHbI obecrnevmBaTb
MOSHYIO NPOCEXMBAEMOCTb peanuayembix MM ®C 1 NpoMeXXyTo4HOM npoaykumu. na atoro HeobxogumMo MMETb U
XpaHuTb criegyoLmne JOKYMEHTbI U CBEOEHNS:

HavMeHOBaHWe NepBOHaYanbHOro NPOM3BOANTENS;

agpec nepBoHa4arnbHOro Npon3BoauTens;

3aKkasbl Ha NOCTaBKY;

HaknagHble (TPaHCMOPTHbIE AOKYMEHTbI);

OOKYMEHTaLMIO O MPUEMKE;

HasBaHue nnun ob6osHadeHne OC nnm NPomMeXyTOYHON NPOAYKLUNK;

HOMep cepun, NPUCBOEHHbIN MPON3BOANTENEM;

NMHopMaLMIO O TPAHCNOPTUPOBKE U peanu3auuu;

BCE OpurnHanbl AOKYMEHTOB, NOATBEPXKAAIOLLMX Ka4eCcTBO, BKIOYasa AOKYMEHTbI, MOATBepXAalLmne KavyecTBo,
nonyyeHHble Mocre nepeynakoBkM W (MNKU) nepemMapkMpoBKW, a Takke MoMnyyYeHHble OT MepBOHayarbHOro
Npon3BOANTENS;

AaTy NpoBefeHWs MOBTOPHbIX UCMbITAHUIA UK JaTy UCTEYEHMS CPOKa FO4HOCTW.

YnpaeneHue kavyectsom (17.3)
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578. (17.30) OpraHusauum, OCYLLECTBMSIOWME MNEPEYNakoBKy M (MNv) NepemMapkUpOBKY, OOMKHbI CO34aTb U
BHeOpPUTb 3(OOEKTMBHYIO CUCTEMY YNpaBeHUs Ka4eCcTBOM, KaK ykasaHO B nyHkTax 289 - 308 HacToswwmx Mpasun, a
TaKkke BECTV HEOBXOANMYI0 JOKYMEHTaLUMIO.

MNMepeynakoBka, NnepeMapkMpoBKka 1 XxpaHeHue dapMaleBTU4EeCKnX
cybcTaHuuin 1 NpoMeXyTOYHOM npoaykuun (17.4)

579. (17.40) lNepeynakoBKy, NepeMapkupoBKy M XxpaHeHne ®C M NpPOMEXYTOYHOW NpoayKuMu Heobxoommo
OCyLLECTBNATb B COOTBETCTBUM C TpeboBaHnsamMm HacTosAwmx [Npasun, 4tobbl n3bexaTtb nepenyTbiBaHWS WM yTpaThbl
NOANMHHOCTY NMMB0 YncToThl PC MM NPOMEXYTOYHOWN NPOJYKLNW.

580. (17.41) lNepeynakoBKy HeOOXOOUMO OCYLLECTBMATbL B COOTBETCTBYHOLLMX YCIOBUSIX MPOU3BOACTBEHHON
cpeabl ANg npeoTBpaLleHUs KOHTaMUHaUUM MNu NnepekpecTHOn KOHTaMUHaUuu.

CrabunbHocTb (17.5)

581. (17.50) Ecnn ®C nnm NnpoMexxyTOYHYI0 NPOAYKLUIO NepeynakoBbiBaloT B Tapy (MEPBUYHYIO YNAKOBKY), TuM
KOTOPOW OTNMYaeTcs OT ucnonb3yemoro npoussogutenem ®C unm nNpomexyToyHOM npoaykuun, To Heobxoanmo
nccnefoBaTb CTabunbHOCTb AN 060CHOBaHMSA YCTAHOBMEHHbIX AaTbl WUCTEYEHUA CPpoKa FOAHOCTM WnM  AaThbl
npoBeAeHUs NOBTOPHbIX UCMbITAHWIA.

Mepepaya nHdopmavmm (17.6)

582. (17.60) OpraHusaunn, ocyLLeCTBASIOWME NepeynakoBky U (MnM) nepemapkupoBKy, AOIDKHbI NepefaBaTb
BCIO MH(pOpMaumMio O KayecTBe U pelleHUsX YNONMHOMOYEHHOro defepanbHoro opraHa WCMNOMHUTENbHOW BNACTU,
nony4yeHHyto oT npoussogutens ®C unu NpomexyTO4HOW NpPOAyKUMKW, npuobpeTartento, a WHgopmMauuo oT
npuobpeTtaTens - npoussogutento ®C nnm NpoMexxyTo4HON NpoayKLUnK.

583. (17.61) OpraHusauum, ocyLLeCTBNAIOLME NEpPeynakoBky U (MnvM) NepemMapkupoBKy, npu peanusaumm OC
UNN  NPOMEXYTOYHOM MpoAyKUuMW npuobpeTatento AOMKHbl  yKa3biBaTb HauMEHOBaHWEe  MepBOHAaYarbHOro
npoussoaunTens ®C nnv npoMexxyToYHON NpogyKumum n Homep (HoMepa) NocTaBNAEMOomn cepun.

584. (17.62) OpraHu3aumy, OCYLLECTBMAIOLME MNEpeynakoBky W (Unn) nepemMapkMpoBKy, 0bsidaHbl Takke Mo
3anpocy YMOSIHOMOYEHHOro doeeparnbHOro oOpraHa WCMOMHUTENBHOW BriacTu MpeaocTaBuTb WMHGOPMAaUMIoO O
nepeoHa4vanbHoM npounssoguTene ®C nnvM NpPoMeXyTo4yHOM npoaykuun. [NepBoHayanbHbI MPOM3BOAUTENb MOXET
NpegocTaBuUTb  Takyld UWHGOPMaUMO  YNONMHOMOYEHHOMY begepanbHOMy OpraHy  WCMOSTHUTENbHOWM  BRacTu
HenocpeaCTBEHHO MIn Yepes3 CBOMX NpeacTaBuTeNen.

585. (17.63) B oTHOLIEHMM JOKYMEHTOB, MOATBEPXKAAOLLUNX KayecTBO, Heobxoammo cobniopgath cneumansHble
TpeboBaHWs, NpefyCMOTpPEeHHbIe NyHKTaMu 492 - 496 HacTosawmx MNpasun.

PaboTa ¢ npeTeH3namun n otabiBamu (17.7)

586. (17.70) OpraHu3saunu, OCyLLECTBASIOLLME NepeynakoBKy U (UNK) NnepeMapKMpoBKy, OOIMKHbI BECTU 3anucu
paccMOTPEHUS NPETEH3NUM M OT3bIBOB MO MNpasuniamM, NpeaycMOTPEHHbIM MyHkTaMu 562 - 567 HacTosawmx MNpasun, B
OTHOLLEHMWN BCEX NPETEH3NI M OT3bIBOB, KOTOPLIE NOMagaoT B cepy MX AeATENbHOCTU.

587. (17.71) INpn HeOBXOAMMOCTM OpraHu3aLmun, OCYLLECTBNAKOLIME NEPEYNakoBKy M (Mnv) nepemapKUpoBKY,
OOIMKHbI paccMaTpuBaTb MPETEeH3MI0 BMeCTe C MepBoHavanbHbiM npoussogutenem ®C mnm nNpoMexxyTOYHOW
npodykuun, 4tobbl onpegenutb, criedyeT N NpeanpuHMMaTh danbHenwne [encTBUA COBMECTHO C  Apyrnmu
npuobpetatensamu, KOTOpble MOMMM Mony4ntb Takne xe @PC  unmM  MNPOMEXYTOYHY NpoAaykumio, nmbo ¢
YMOSTHOMOYEHHbIM ~ befepanbHbIM - OpraHoOM  UCMONMHUTENbHON Bnactu, nuMbo co BCEMM  3aMHTEPEeCOBaHHLIMU
cTopoHamu. PaccrnegoBaHue Npu4mHbl NPETEH3UM UKW OT3biBa JOSMKHO NPOBOAUTLCA U ODOPMNATLCA AOKYMEHTaNnbHO
COOTBETCTBYIOLLIE CTOPOHOWN.

588. (17.72) Ecnu npeTeH3us KacaeTcsa nepBoHayanbHoro nponssoautens ®C nnu npomexxyTouHon NpogyKuuu,
TO 3anMCU PaccMOTPEHMS MNPeTEeH3WN, KOTOopble BedyT opraHu3auuu, OCYLLeCTBNSAWME nepeynakoBky w  (unn)
nepemMapK1MpoBKy, OOSMKHbI coaepxaTtb Ntobble 0TBEThIl, MOMyYeHHble OT nepBoHayanbHoro npoussogutens ®C wnm
NPOMEXYTOYHOWN NpoayKumu (BKNoYas gaTy v npegocTaBeHHYo MHopMauuio).

Pabota c Bo3spaTamu (17.8)

589. (17.80) Paborta c Bo3BpaTamu NpoAyKUUM OOSHDKHA MPOBOAMTLCA B COOTBETCTBMM C TpeboBaHMAMM,
YCTaHOBMEHHbIMU  MYHKTOM 561 Hactoswmx [Npasun. OpraHusauumun, OCyLIEeCTBNSAOWME nepeynakoBky u (unwu)
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nepemMapkKmMpoBKy, AOJIKHbl BECTU JOKYMEHTaUno No BO3BpaLleHHbIM PCu npomemyTquoM npoaykumun.

CMELMANBHOE PYKOBO/CTBO MO ®APMALIEBTUYECKNM
CYBCTAHLMSIM, MPON3BOAMMBIM MYTEM KYNIbTUBUPOBAHMSI KNETOK
NN GEPMEHTALIMM (18)

O6wume TpebosaHua (18.1)

590. (18.10) B nyHkTax 590 - 621 HacTosawwmx MpaBun onpegenexbl crneuvanbHble TpeboBaHUS OTHOCUTENBHO
koHTpons ®C nnm npomMexyTo4HON NPOAYKLUN, KOTOPbIE NPOM3BOASTCA NOCPEACTBOM KyNbTMBUPOBAHMSA KMIETOK WIK
depMeHTaummM € MCnonb3oBaHUMEM MPUPOAHBLIX UNMN PEKOMBUHaHTHLIX OpraHuM3moB. YKadaHHble TpeboBaHus He
OOSDKHBI paccMaTpuBaTbCsl OTAENbHO OT APYruX, MOCKOMNbKY TpeboBaHUs, NpMBeAEHHbIE B APYrUX NYHKTaX HACTOSALLMX
MpaBun, Takke NpMMEHUMbI K Tako npoaykumn. [Anga "knaccudeckux" npoLeccoB MOMyYeHUs HU3KOMOMEKYNSPHbIX
BELUECTB U AN MPOLLECCOB, B KOTOPbIX MCMONb3YOTCA PEKOMOWHAHTHbIE U HEPEKOMOWHaHTHbIE OpraHW3Mbl ONs
npomn3soacTsa 6ernkoB 1 (UNKn) NONMNEeNTUAOB, AOIMKHBI MPUMEHATBECA OOHU U TE Xe MPUHUMNbI hepMeHTaumMm, XoTs
cTeneHb KOHTPOIS Npu 3Tom ByaeT pa3nuyHon. B gaHHbIX NyHKTax yKasaHbl 3TW pasnunyuns, eCnn OHU CyLLEeCTBYHOT Ha
npaktuke. CTeneHb KOHTPOMs BGUOTEXHOMOrMYECKMX MNpOLEeCCOB, MWCMONb3yeMblX ANnA npoussBoacTBa 6enkoB u
NonNuNenTuaoB, Bbllle, YeM AN KNacCUYeckux npoLeccoB hepmeHTaLmm.

591. (18.11) TepMuH "OMOTEXHONMOMMYECKNIA NPOLIECC” OTHOCUTCA K WUCMONb30BaHUIO KIMNETOK UM OpraHu3MoB,
NOMy4YeHHbIX U MOANULMPOBAHHBIX MOCPEACTBOM TEXHONOMMM pekombuHaHTHo OHK, rubpugomHon wunu gpyron
TexHonormu, ¢ uensto npoussogctsa PC. ®C, nonyyeHHble C MOMOLLBD BUOTEXHOMOMMYECKMX MPOLLECCOB, OObLIYHO
COCTOSAT M3 Takmx BbICOKOMOJIEKYNSAPHbIX COEAMHEHWMW, Kak 6enku v nonunentuabl, cneuuanbHble TpeboBaHua B
OTHOLLIEHMW KOTOPLIX MpuBeaeHbl B NyHkTax 590 - 621 HacTosAwmx Mpasun. Mo TexHonorun pekombuHaHTHon [HK
Takke MOryT ObITb nonyyeHbl onpefeneHHole ®C C HU3KOM MOMEKYNSIPHOM MacCOW, Takme Kak aHTUOUOTUKM,
aMUHOKUCIOTbI, BATAMUHbI U yrieBofbl. YpOBeHb KOHTpond aTux Buaos ®C aHanornyeH ypoBHIo, npuMeHsieMoMy Anis
Knaccuyeckon goepMeHTauuu.

592. (18.12) TepmuH "knaccuyeckas cepmMmeHTauma" OTHOCUTCS K npoueccam nonydeHnss ®C, B KOTOpPbIX
NCMNOMb3ylTCA NPUPOAHbIE MUKPOOPraHmM3ambl M (MNKW) MUKPOOPraHu3mbl, MOAUMUUMPOBaHHbIE OOLLENPUHATLIMA
MeTogamu (Hanpumep, NocpencTBOM OOMy4YeHUs nnn Xumudeckoro myrtareHesa). @C, nonydeHHble MOCPEeACTBOM
"knaccuyeckon depMeHTaummn”, obblMHO SABNAKTCS NPOAYKTAMW C HU3KOW MOMEKYNAPHON Maccol, TakMMu Kak
AHTUOMOTUKN, aMUHOKUCIOTbI, BUTAMUHbI U YTNEBOAbI.

593. (18.13) lMpoussogctBo PC MM NPOMEXYTOYHON MPOOYKUMM U3 KMETOYHbIX KynbTyp WKW METOOOM
depMeHTaLmm BKIloYaeT B cebs Taknme MnpoLecehbl, Kak KyNbTMBMPOBAHME KIETOK WM 3KCTparMpoBaHUE M O4YMCTKa
MaTepuana, MOJSlyYEHHOTO OT >KMBbIX OPraHM3mMoB. OTWU MPOLECChl MOrMyT BKMOYaTb AOMONHUTENbHbIE CTaduu,
ABNSAOLLMECS YaCTbio NPON3BOACTBEHHOIO NpoLecca, Takne kak usmko-xmmmyeckas mopgudumkaums. VMcnonbsyemoe
UCXoaHoe cbipbe (cpeabl, bydepHble KOMMOHEHTbI) MoOXeT obecneuvMBaTb BO3MOXHOCTb POCTa KOHTaMWUHUPYHOLLMX
MUWKPOOPraHu3amoB. B 3aBnucumMocTy oT mMcTodHMKa, cnocoba nonyvyeHus u npegnonaraemoro npumeHeHus ®C unu
NPOMEXYTOYHON MPOAYKUMM MOXET ObiTb HeoOXOAMM KOHTPOSfb OMOHArpysku, KOHTamuvHauum Bupycamm v (Mnm)
3HOOTOKCMHaMM BO BPEMS MPOM3BOACTBA M MOHUTOPUHIA NpoLecca Ha COOTBETCTBYOLLMX CTaOUsIX.

594. (18.14) Ona obecneyeHuss kadyecTBa MPOMEXYTOYHOM npoaykumm u (unu) OC Ha Bcex Ccraausix
NpoM3BOACTBA AOMKEH OblTb YCTAHOBMEH Hagnexawun KoHTponb. HecmoTpA Ha TO, 4TO HacToswas rnasa
NPUMEHSAETCSH, HauMHasi CO CTagun KynbTUBMPOBAHUSA KNETOK unn epmeHTaumu, npegwecTsyoliMe cragum
(Hanpumep, co3gaHme B6aHka KeTok) Heo6XoAMMO OCYLLECTBNATbL NPYM HaanexaleMm NPOou3BOACTBEHHOM KOHTpOIe.
HacToswasa rnaBa oxBaTblBaeT KyNbTUBMPOBAHMNE KNETOK UNN (DepMeHTaUM0, HauyMHas C TOro MOMEHTa, korga w3
DaHKa KneTokK M3BnekatT ONIakoH C KyrnbTypow KNeToK A9 UCMOoNb30BaHUSA B MPOU3BOACTBE.

595. (18.15) Ina cBegeHust K MWHMMYMY pPUCKa KOHTaMuMHaLUMM MNPOU3BOAMTENb [OOJMKEH WCMNOfb30BaTh
Hagnexawiee obopydoBaHve W MPOBOAMTb KOHTPOMb MPOU3BOACTBEHHOW cpefbl. Kputepun npuemnemoctu ans
KayecTBa NPOU3BOACTBEHHOW Cpefbl U YacToTa KOHTPONSA 3aBUCAT OT CTaaAMM U YCIOBUA TEXHONOMMYECKOro npouecca
(OTKpbITbIE, 3aKPbIThIE UMW U30NTMPOBAHHbLIE CUCTEMBI).

596. (18.16) Npn TEXHONOrMYECKOM KOHTPONE HEOOXOAMMO YUYNTLIBATL:

nogaepxaHune pabdoyero 6aHka KneTok (ecrv oH nmeeTcs);

npaBWibHbBIN MOCEB N POCT KyNbTypbl;

KOHTPOIb KPUTUYECKMX paboumx napameTpoB BO BPEMSI KyNbTUBMPOBAHUS KIETOK U doepMeHTauuu;

KOHTPOMb Mpouecca pocTa KNeTok, MX XM3HEeCnocobHOoCTU (ANns BonbLMHCTBA MPOLECCOB KyNbTUBUPOBAHUSA
KNeToK) 1 NPOAYKTUBHOCTU, rAe 3TO NPUMEHUMO;

npouenypbl cbopa n 0YUCTKM, NPY KOTOPbIX MPOUCXOAUT yOaneHne KNeTok, KIMeTOYHbIX OCTAaTKOB Y KOMIMOHEHTOB
cpen C OOHOBPEMEHHOW 3aLUMTON NPOMEXYTOYHOW npoaykumm unu ®C oT koHTaMuHaumm (OCODEHHO KOHTaMUHaLMK
MUKPOBUONOrMYeckon Npupoabl) U OT yXyALIEeHUS KavyecTBa;

KOHTpONb OuMoHarpysku m ypoBHEW SHAOTOKCMHOB (MpM HEOOXOAMMOCTM) Ha COOTBETCTBYHOLLMX CTaausix
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TEXHOSOrM4YeCcKoro npolecca;

BOMNPOCHI BUPYCHON 6e30NacHOCTMU.

597. (18.17) Tam, rae 310 NPMMEHMMO, AOIMKHO ObITb [OKA3aHO, YTO KOMMOHEHTLI cped, Oenknm KreTOoK-X03seB,
Opyrue cBsi3aHHble C NPOLIECCOM M COMYTCTBYOLLME NPOAYKLUN NPUMECU N KOHTAMUHAHTbI yaarneHsbl.

MopaepxaHne 6aHka kneTok 1 BegeHue 3anucen (18.2)

598. (18.20) JocTyn k 6aHKkaM KNeToK AOMKeH ObiTb pa3peLleH TOMNbKO N1uamM, UMEKLLUM Ha 3TO NOSTHOMOYMS.

599. (18.21) BaHku KNeTOK OOIMKHbI XPaHUTLCS B YCIOBUSAX, CrieuuarnbHO npegHasHavyeHHbIX ans obecneveHus
noaaepKaHust XXM3HecnocobHOCTM KNETOK U NpedoTBpaLLEeHNs KOHTaMHauum.

600. (18.22) MNpousBoanTenb OOMMKEH BECTU U COXPAHATb 3anvMCy  MCMOMb30BaHMS W YCIOBUA XPaHEHMUS
hNakoHOB U3 6aHKOB KMNETOK.

601. (18.23) B cnyyae HeoOXoAMMOCTM 0aHKM KNEeTOK [OSKHbI NEepuoaMyeckn NpPOBEPHATbCS C  LEenbio
onpefenennst ux NPUrogHoOCTU ANS UCNOMb30BaHMS.

602. (18.24) Ecnn HopMaTMBHBIMK NpaBoOBbIMM akTamu Poccuiickon degepaumm yCTaHOBIEHbI crelmarnbHble
TpeboBaHMsI B OTHOLLEHUN Ccoaep)KaHnsA 0aHKOB KIETOK, Takue TpeboBaHUsA O0MKHbI cobnogaTbea.

KynbTuBnpoBaHue knetok unu pepmertaums (18.3)

603. (18.30) Ecnu kneTouHble cybcTpaThl, cpeapl, Oydepbl U rasbl Heobxogumo [06aBnATb B acenTUYecKux
YCIOBMSX, TO MO BO3MOXHOCTM JOJDKHbI MCMOMNBb30BaTbCA 3aKpbiTble MMM U30MMpPOBaHHble cucTembl. Ecnv noceB B
nepBoHa4aribHOM €MKOCTW WM MNocreaylolme nepeHocbl unu gobaeneHus (B 4YacTHocTu, cpen, Oydepos)
BbIMOSTHAOTCH B OTKPbITbIX EMKOCTSAX, TO HEOHXOOMMO OCYLLECTBMSATL KOHTPOSb M COOTBETCTBYHOLLUME Mpoueaypbl Ans
CBeLeHNs K MMHMMYMY pUCKa KOHTaMUHaLN.

604. (18.31) Ecnu mukpobHas KOHTaMMHaUWs MOXET MOBNMUATbL Ha kadectBo PC, TO onepauum c
NCMNOMb30BaHNEM OTKPbITLIX EMKOCTEW [OJDKHbI MPOBOAMTLCA B Ookce, obecneuymBarollem OMONOrMyeckyto
BesonacHoCTb, N B NPOM3BOACTBEHHOW Cpeae, KOHTPONMMPYEMON Taknum e o6pasom.

605. (18.32) lMpu paboTe c KynbTypamu KINETOK NMepcoHan AOormkeH ObiTb OAeT B creuunanbHylo ogexay W
cobnogaTe cneunarnbHble Mepbl MPegoCTOPOXHOCTY.

606. (18.33) [na obecneyeHnss NOCTOAHCTBA YCTAHOBMIEHHOrO npouecca nNPOU3BOAMTENb AOMMKEH
KOHTpONMpoBaTb KpuUTuMdeckue pabouve napameTpbl (Hanpumep, Temnepartypy, pH, ckopocTb nepemeluvBaHus,
nobaBneHve rasoB, fgaeneHue). Takke NPoOM3BOAMTENb OOJPKEH KOHTPONMPOBATb POCT, XKM3HECMOCOOHOCTb (ans
BonbLUIMHCTBA NPOLECCOB KyNbTUBMPOBAHUSA KITETOK) U, rAe 3TO NPUMEHMMO, MPOOYKTMBHOCTb KNeToK. Kputuyeckue
napameTpbl 6yoyT pasnvMyHbiIMM OT Mpouecca K npoueccy, W Ans Kaccuyeckon epMeHTaumMm MOXeT He
notpeboBaTbCs KOHTPOSb ONpeAeneHHbIX NapaMeTPoB (HanpuMep, XN3HECMOCOOHOCTH KIETOK).

607. (18.34) Ob6opynoBaHue, Mcnonb3yeMoe Ans KyNbTUBMPOBAHUS KMNETOK, MOCIe WUCMOSb30BaHUSA OOIMKHO
ObITb OuMLLEHO M cTepunuaoBaHo. Mpu HeobxoammocTu obopydoBaHue Ans NpoBedeHus depMeHTauun Takke
OOIMKHO ObITb OYULLEHO, NOABEPrHYTO CaHUTapHOW 06paboTKe UM CTEPUIM30BAHO.

608. (18.35) T[uTaTtenbHble cpedbl nepeg WX WUCMNONb3OBAHWMEM HeOOXoOMMO CTepunuioBaTb Ans
npenoTBpaLleHnst HebraronpUSATHOro BNMUsIHMSA Ha kadecTeo PC.

609. (18.36) NpownssognTenb AOMKEH yTBEPAUTb NpoLeaypbl AN BbIABMEHUA KOHTaMuMHauMuM 1 onpegeneHus
OencTBuin, KoTopble He0BXOAMMO ocyLLecTBUTb. K HUM OTHOCATCA NpoLeaypbl onpefeneHns BNUAHUS KOHTaMuHaumu
Ha NpoayKLUMIo 1 NpoLeaypbl AeKOHTamuHauMM obopyaoOBaHUS M BO3BpaLLEHMS ero K COCTOSIHMIO, MO3BOMSOLLEMY
ncnonb3oBaTh 3TO 0O0pyAOBaHMeE A9 NPOM3BOACTBA NOCNEAYOLNX CEPUN.

610. TlpousBoguTens [OOMKeH Mpu HeobxoAUMMOCTM UAEHTUMUUMPOBAaTb MNOCTOPOHHUE  OpPraHU3Mmbl,
OoBHapyXeHHbIe B XO4€e NpoLeccoB hepMeHTaummn, 1 OUEHWUTb BIUAHME WX MPUCYTCTBUS Ha KayecTBO MPOAYKLUW.
PesynbTaTbl TakMx OLEHOK [OOIMKHbI ObITb MNPUHATbBI BO BHUMAHWE NpPU peLleHMM Bompoca O BO3MOXHOCTMU
NCNonb30BaHUA NOMy4YEHHOro MaTepuana.

611. (18.37) lNpoussognTens OOMKEH COXPAHSTb 3arnncu Cnyyaes BbiiIBEHNUA KOHTaMUHALMN.

612. (18.38) [locne o4MCTKM YHMBepcanbHOro (MpegHasHa4yeHHOro Ansi MNpou3BOACTBA MHOMMX  BMAOB
npoaykuumn) obopyaoBaHus Mexay LMKnamy no nponsBoacTBY pa3HoW NPoayKUMM MOXeT noTpeboBaTbCs NpoBeaeHne
OOMOSTHUTENbHBIX UCTIBITAHWI C LENbl0 CBEAEHMS K MUHUMYMY PUCKa NEPEKPECTHON KOHTaMUHaLUNN.

C6op, BblgeneHue n ounctka (18.4)

613. (18.40) Ctaguu cbopa Kak ONA yAaneHus KNeToK WM KIeTOYHbIX KOMMOHEHTOB, Tak M Aans cbopa
KINETOYHbIX KOMMOHEHTOB MOCME paspyLUeHUs OOIMKHbl OCYLLECTBNATLCS C MOMOLWbO 000pydoBaHMS U B 30HaX,
npegHasHayYeHHbIX ANsa CBEAEHMS K MUHUMYMY pycKa KOHTaMUHaLMN.

614. (18.41) Tlpouegypbl cbopa M OYWUCTKW, MNO3BONAKLWIME yOanATb WM MHAKTUBMPOBAaTb
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MUWKPOOPraHU3M-NpoAYyLIEHT, KNETOYHbIE OCTaTKM W KOMMOHEHTbI cped (NpyM CBEAEHUU K MUHUMYMY paspyLUeHus,
KOHTaMMHaLMN U CHWXKEHUS KavyecTBa), AOMKHbl obecneymBaTb MOSyYeHWE MPOMEXYTOYHOW npoaykumm unn eC
MOCTOSIHHOIO Ka4yecTBa.

615. (18.42) MNocne ucnonb3oBaHusa Bce 060pyaoBaHME OOMKHO ObITb OYMLLEHO M MOABEPrHYTO CaHUTApPHOM
obpaboTke B yCTaHOBMEHHOM nopsake. [Mpon3BOACTBO HECKOMbKUX MNOCReAoBaTeNbHbIX CEPUA  MPOMEXYTOYHOW
npogykuum n ®C 6e3 o4ncTkn obopyaoBaHMS AOMYCKAETCH TONbKO B TOM CriyYae, eCrv 3TO He OKa3blBaeT BIUAHUS Ha
NX KayecTBO.

616. (18.43) MNpn MCNONb30BaHMN OTKPLITLIX CUCTEM OYUCTKA [OOJPKHA NPOBOAUTBCA B KOHTPONUPYEMbIX
YCINoBMSAX MPOU3BOACTBEHHOW cpefbl, 06ecneynBatoLLmX COXpaHeHe KayecTBa NpogyKunm.

617. (18.44) Ecnn obopyaoBaHme ucnonb3yeTcsa Ans NpOoM3BOACTBA pasfiMYHbIX BUOOB MPOAYKUMWU, TO MOTyT
NPUMEHSTLCA AOMNONHUTENbHbIE BUAbI KOHTPOMS, TakMe Kak MCMOoMb30BaHMEe creuuanbHbIX XpoMaTorpaduyeckmx
CMOJ1 UK NPOBEAEHNE OOMOSNTHUTENbHbLIX UCTIbITAHWIA.

Craguu yganeHus unm nHaktmeawummn smupycos (18.5)

618. (18.50) Ecnn HopmaTMBHBIMK NpaBoBbIMM akTamu Poccuickon denepaumm yCTaHOBIEHbI crelmarnbHble
TpeboBaHWsI B OTHOLLEHUN yOanNeHus Unm NHakTuBaumm BUPYCOB, TakMe TpeboBaHMsa JOMKHbI cobnogaTbhes.

619. (18.51) CTaguu yaaneHns n UHakTMBauun BUPYCOB SBMSIOTCH KPUTUYECKUMMU cTagusamu obpaboTkm ans
HEKOTOPbIX NMPOLECCOB, M UX HEOOXOAMMO OCYLLECTBIATL B NPeAenax napaMmeTpoB, NpoLIeALnX Banuaaumio.

620. (18.52) TlpousBoauTenb [OIDKEH MNpPUWHMMATb  Hagnexawme Mepbl  NpPegoCTOPOXHOCTU  AnS
NpegoTBpaLLEHUs NMOTEHUMANbHOW KOHTaMMHAaLUMU BuUpycamu MpoAdyKuMu, Mpoledwen CcTaguum yganeHus wnm
WHaKTMBauuy BUPYCOB, OT NPOAYKUMMK, KOTOpasi 3T cTaguu He npowna. Moatomy o6paboTky B OTKPbITbIX CUMCTEMAx
HeoBOXOAMMO OCYLLECTBATb B 30HAX, OTOAENEHHbIX OT APYrMxX 3TanoB TEXHONOMMYECKOro mpouecca M MMEHLKMX
oTAenbHble cucTembl 06paboTkun BO3ayxa.

621. (18.53) OgHO U TO ke obopynoBaHMe, Kak NPaBUIIO, HE UCTONbL3YIOT Ha PasfMyYHbIX CTagusix OuYMCTKN. Ecnu
HeoOX0AMMO UCMOMb30BaTh OOHO M TO Xe 0obopyaooBaHue, nepes MOBTOPHBIM MCMOMb30BaHMEM €ro HeobXxoauMMo
Hagnexawmm obpa3om OYNCTUTb U NOABEPrHYTb CaHUTapHOM obpaboTke. [lpov3BoauTeENnb OOIMKEH NpeanpuHMMaTh
Hagnexawme Mepbl NPEedOCTOPOXHOCTM AN MpefoTBpalleHnsi BO3MOXHOIO MepeHoca BUPYCOB C  MNpeablgyLumx
cTagun (Hanpumep, Yepes obopyaoBaHMe nnm NPOU3BOACTBEHHYIO cpeay).

®APMALIEBTUYECKWE CYBCTAHUWMW, MPEAHA3HAYEHHbLIE
ANA KIMMHNYECKMX NCCINEOOBAHNMA (19)

O6wume TpeboBaHmsa (19.1)

622. (19.10) He BCe BUAbBI KOHTPONS, ONUCAHHbIE B NPeAbiayLMX MYHKTax HacTosaWwen rmasbl, NPUMEHUMbI MpU
Npoun3BoAcTBe opurnHansHon ®C, npegHa3HayYeHHOM NS NPoBeAEeHMA UCCIefoBaHUn BO BpemMsi ee paspaboTku. B
nyHkTax 622 - 644 Hactosiwmx MpaBun npuBegeHbl cneunanbHble TpeboBaHus K aTnm OC.

623. (19.11) KoHTponb, ocyuwecTBnsembin npu npomseoactee OC, npegHasHayeHHbIX ANA  KITMHUYECKUX
nccrnegoBaHuin, AOMKEH COOTBETCTBOBaTL (hasde pa3paboTKM NekapCTBEHHOroO npenapara, B COCTaB KOTOPOro BXOAWT
@C. lpouecc M MeToAMKM MCCnenoBaHui AOMKHbI ObiTb MMOkMMKM ana  obecnevyeHns BO3MOXHOCTU BHECEHMS
NU3MEHEeHN N0 Mepe HaKoMMeHMs 3HaHWI O NPoLIeCCe U NPOABUMXEHMS UCCNe0BaHUN NekapCTBEHHOro npenapara oT
OOKIMMHUYECKNX WCCNEeAOBaHWI K KNMHMYECKUM uccriegoBaHusaM. Korga paspaboTka nekapcTBEHHOro npenapaTa
Jocturaet cragum, Ha koTopon ®C nony4valoT Ans NpMMEHEHUs B TeKapCTBEHHOM npenapare, npegHa3Ha4YeHHOM Ans
KMMHUYECKUX WCCregoBaHMA, MNPOM3BOAMTENW AOIMKHbI rapaHtupoBatb, 4To @PC npousBedeHbl C  MOMOLLbLIO
NOAXOASALUMX TEXHUYECKUX CPeAcTB C MCMONb30BaHMEM COOTBETCTBYIOLLMX Mpoueayp NPOM3BOACTBA M KOHTPONS,
HeobxoauMmbix Ans obecneveHus kayectsa OC.

KauectBo (19.2)

624. (19.20) MNMpu npomseogctee ®C, npegHasHa4YeHHbIX AN  KIMHUYECKUX WCCRedoBaHU, Heobxoanmo
NPUMEHATb COOTBETCTBYKOLWME TpeboBaHusa HacToswwmx [paBun n Hagnexaiwylo npouenypy ogobpeHus Kaxaon
cepum.

625. (19.21) HeobxogMmo opraHu3oBaTb He3aBucuMoe(ble) OT Npou3BOACTBA  NogpasgeneHuve
(noppasgenenus) kadecTBa AN 0A400pEeHNst NN OTKITOHEHUS Kaxkaon cepun PC, npegHa3Ha4YeHHOM ANst KIMMHUYECKMX
nccriegoBaHum.

626. (19.22) HekoTopble U3 OYHKUUIA MO MPOBEOEHUI0 WUCMbITAaHMKW, BbIMOJTHAEMbIX OObIMHO nogpasgerieHnem
(nogpasgeneHnsiMn) kayecTsa, MOXXHO OCYLLIECTBNSATL B APYTMX NOAPA3AENEHUSIX.

627. (19.23) MeponpuaTnsa B OTHOLLIEHUN Ka4eCTBa OOIDKHbI BKITOYaTh CUCTEMY MCMbITAHUA UCXOLHOIO ChIpbS,
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YNaKoBOYHbIX MaTepuanos, NPOMEXYTOYHOW npoaykumm n ®C.

628. (19.24) MNponsBoanTenb OOMKEH aHanNM3nMpoBaTbk NpobneMbl, CBA3aHHblIE C MPOU3BOACTBOM M KayeCTBOM
®C, npegHasHaYeHHbIX 118 KITMHUYECKNX NCCNeaoBaHNN.

629. (19.25) Tekct mapkupoBkm PC, npegHasHayeHHbIX ON1S KIMHUYECKUX MWCCrefoBaHui, Heobxoammo
Hagnexawum obpa3om KOHTponupoBaTb. B Hem OomkHO ObiTb yKaszaHO, 4YTO BELLECTBO MpeaHasHadeHo nAnsi
nccnenoBaTenbCkux Lienen.

MomeleHuns n obopygosanue (19.3)

630. (19.30). Bo Bpemsi Bcex a3 KINMHNUYECKOro UccnenoBaHusl, BKAKOYAs WMCMNONb30BAHME OrMbITHBIX Y4YaCTKOB
unu nabopaTtopun ansa npomssoacTtea cepui OC, npegHasHauYeHHbIX AN KMMHUYECKUX NCCNEAO0BaHUN, OOSMKHbI ObiTb
npeaycMoTpeHbl Npoueaypbl, rapaHTupyowme, 4to obopyaoBaHue MNpokanubpoBaHO, OYULLIEHO U COOTBETCTBYET
CBOEMY Ha3Ha4eHMuIo.

631. (19.31) Mopsgok akcnnyataumn obopyaoBaHMA OOIMKEH rapaHTUpoBaTh NpoBedeHMe paboT C MCXOAHbIM
CblpbeM Takum 06pa3om, YTobbl CBECTU K MMHUMYMY PUCK KOHTAMUHALIMN 1 NEPEKPECTHON KOHTaMUHALUN.

KoHTponb ncxogHoro cbipbs (19.4)

632. (19.40) UcxogHoe cbipbe, ucnonb3dyemoe npu npoussoncTse PC, npeaHasHayeHHbIX ANA KIAMHUYECKUX
nuccrieqoBaHun, HeobxoOAMMO OueHMBaTb MOCPEACTBOM MNPOBEAEHMS WCMbITAHMA  WAM  nofyYyaTb BMeCTe C
pesynbTataMu aHanu3a, NpoBedeHHOro nocTaBlMkoM. [lpoun3BoauTenb Takke [OOMKEH MPOBOAMTL WUCMbITaHWE
MCXOOHOrO Chipbs Ha NOAMHHOCTL. ECnv BewecTBO cuMtaeTcd onacHbiM, TO AOCTaTOMHO aHanu3a, npoBegeHHOro
MOCTaBLLMKOM.

633. (19.41) B HekoTOpbIX Cy4asx NPUrogqHOCTb MCXOLHOMO ChiPbsi MOXHO ONpeaenaTb nepes Ucnosib3o0BaHNEM
Ha OCHOBaHUW pe3ynbTaToB, NOJYYEHHbLIX NPU MPOBEAEHUN peakumMn Hebonblioro Macwtaba (ToO ecTb MCNbITaHWi
PYHKLMOHaNbHOW NPUrogHOCTH), YTO NpeanodTUTENbHEE, YEM NMPOBEAEHNE TOSNBKO aHANUTUYECKMX UCTIbITAHWNA.

MpounssoacTteo (19.5)

634. (19.50) MpowussoactBo PC, npefHa3HaYeHHbIX ANS  KAVMHUYECKUX WUCCNeAoBaHun, Heobxoanmo
dukcrMpoBaTb B NabopaTopHbIX XXypHarnax, B 3anmncsax Ha CEpUo UM ¢ NOMOLLbIO APYIMX MOAXOASILUUX CPeAcTB. JTu
OOKYMEHTbI AOMKHbI BKINtoYaTh MHopmaumio 06 ncnonb3oBaHun matepuanos, 06 obopyaoBaHWMK, TEXHONOMMYECKOM
npovecce, a Takke Hay4Hble HabnogeHns.

635. (19.51) Oxupgaemble BbIXOAbl NPOAYKLUM MOTYT OTNMYATLCA OT OXMAAEMbIX BbIXOOOB MPOAYKUMM B
npoueccax, BbINOMHSAeMbIX B NPOMbILLIEHHOM MacwTabe, n OblTb MeHee OonpeaeneHHbIMU MO CPaBHEHUIO C HUMMW.
PaccnenoBaHnsi NpUYMH OTKIMOHEHWIA OT BENUYUHBLI 0XXMAAEMOro BbiXxogda He TpebyeTcs.

Banngaums (19.6)

636. (19.60) Ecnu npounsseaeHa ogHa cepusa ®C nubo ecnm n3aMmeHeHuss npouecca BO Bpemsi paspabotku dC
AenalwT BOCMPOU3BOACTBO Cepuid 3aTpyAHMTENbHBIM MMM HETOYHbIM, Banugaumsi npouecca npoussoactea PC,
npefgHasHadYeHHoOW Ans KIMHUYeCKUX uccnegosaHui, obbldHO HeuenecoobpasHa. Ha atom crtaguu  paspaboTku
kayectBo ®C obecnednBaeTcsi coveTaHMEM KOHTPOMs, KanuMbpoBKM M MNpuU HEOOXOAMMOCTM  KBanudukauum
obopynoBaHus.

637. (19.61) Ecnn cepum npomsBogAaTCcs [Onsi KOMMEPYECKOro WCMonb3oBaHWs, Banupauuio npouecca
HeobxooMMO MPOBOAMTL B COOTBETCTBUM C nyHkTamu 511 - 539 HacTtosawmx [lMpaBun, gaxe ecnu Takne cepum
NPOM3BOAATCH B OMbITHOM UMW OMbITHO-NPOMbILLSIEHHOM MacLuTabe.

NameHeHuns (19.7)

638. (19.70) MNpomnsBoanTenb AOMKEH BHOCUTbL COOTBETCTBYHOLLME U3MEHEHNS] BO BPeEMS pa3paboTkum Mo mepe
nNpruobpeTeHNss HOBbIX 3HaHUI 1 pocTa maclwTaba nponssoacTea. Kaxgoe nameHeHne B TEXHOMOMMYECKOM npoLiecce,
cneundmrKaumax nnm MetTogukax ucnbiTaHni Heobxoammo Hagnexawum obpasom perncTpnpoBaThb.

JTaBGopaTtopHkIn koHTpoOrb (19.8)
639. (19.80) HecmoTpst Ha TO, YTO aHaNUTUYECKME METOAUKM, UCnonb3yemble ans oueHkn cepun OC,

npegHasHayYeHHoOW Ans KNMHUYECKUX UCCNeQoBaHUA, MOTYT ellle He NPoNTM Banuaauuio, OHWM OOSMKHbI OblTb Hay4yHO
obocHoBaHbI.
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640. (19.81) MNponsBoanTenb AOMKEH OPraHN30BaTb CUCTEMY XPaHEHUS apXMBHbLIX 0Opa3LoB Bcex cepuii. dTa
cucTemMa JofmkHa obecnednBaTh COXpaHEHWE LOCTATOYHOIrO KONMYeCTBa KakAoro apxvMBHOro obpasua B TeyeHue
YyCTaHOBIMEHHOIO Neproga BpeMeHu nocrne ogodpeHnsi, 3aBepLUeHns Unn 0T3biBa 3asBKM HA permctpaumio.

641. (19.82) OnpegeneHune gaTbl UICTEYEHUS CPOKA FOAHOCTU U AaThl MPOBEAEHNS] MOBTOPHLIX WCMbITAHUA, Kak
ykasaHo B nyHktax 504 - 507 Hactodwwux [IpaBun, NPMMEHUMMO MO OTHOWEHWIO K cyuwecteyowmm DC,
npeaHasHayYeHHbIM NS KNMHUYecknx ncenegosaHui. Anga HoBbix PC, HaXoOAWMXCA HA PaHHUX CTAAMAX KITMHUYECKMX
nccregoBaHuin, TpeboBaHus, ykasaHHble B NyHkTax 504 - 507 HacToswmx MpaBun, 06bIMHO HE NPUMEHSOTCS.

HokymeHTaums (19.9)

642. (19.90) Cnctema OOKyMeHTauMyM [OSbKHA rapaHTMpoBaTb, YTO WHGOPMauWs, MONyyYyeHHas B Xode
paspaboTtku u npounssoncTea PC, npegHasHayYeHHbIX ANS KNUHUYECKUX UCCrefoBaHuin, GyaeT AOommkHbIM obpasom
odopmIieHa JOKYMeHTanbHO 1 AOCTYMNHa AN UCMOMb30BaHuUS.

643. (19.91) PaspaboTka M NpMMEHEHME aHanUTUYEeCKUX METOOUK, WUCMNOMb3yeMblX Ans MNOATBEPXKAEHUS
Bbinycka cepumn ®C, npeaHasHa4yeHHON ONsi KITMHUYECKMX UCCIe40BaHNNA, AOMKHbI OblTb 0OPMITIEHBI JOKYMEHTAsBHO.

644. (19.92) MNMpounsBoguTenb O0MKEH pa3paboTaTb 1 BHEAPUTb CUCTEMY XPaAHEHUsT 3anucen no Npon3BoaCTBY U
KOHTPOMO M COOTBETCTBYIOLLEN [AOKYMEeHTaumm. 3Ta cucTtemMa [ofkHa obecneunBatb XpaHeHWe 3anucen U
[OKYMEHTOB B TeYeHMe YCTaHOBMEHHOMO Nepruoaa BpeMeHn nocrne ogobpeHus, 3aBepLleHnst UnM OT3bliBa 3asiBKM Ha
perucrpauumio.

TEPMWHbI 1 ONPEQENEHNA (20)

645. [Ins uenewn HacTosALWen rnasbl KPOME TEPMUHOB U onpedeneHvin, npegyCcMoTpeHHbIX rmason || HacToawmx
MpaBwun, UICNONb3YHTCS Takke crieayoLmne OCHOBHbIE NOHATUS:

OuoHarpy3ka - YypoOBeHb W BWO MUKPOOPraHUW3MOB (Hanpumep, Henpuvemnemble WAM  OOMNYCTUMbIE
MWKPOOPraHn3Mbl), KOTOpble MOryT MPUCYTCTBOBaTb B WMCXOAHOM Cbipbe, WCXOAHOM Cbipbe Ans MpovM3BOACTBA
dhapmaueBTU4EeCKON CyGCTaHLMM, MPOMEXYTOYHOM NpoayKUMn nnm B dapmaueBTnyeckon cybctaHumn. BuoHarpysky
He cregyeT cunTaTb KOHTaMWHaLUMEN, eCrin ee YPOBHU He NPEeBbILLAloT YCTAHOBMEHHbIE NpeAerbHble 3HaYeHUs unu
He oBHapyXeHbl MUKPOOPraHn3Mbl, onpeaensieMble kak HeJonyCTUMBbIE;

BCNoMoraTtenbHble MaTtepuanbsl - MaTepuarnbl, 3a MWCKIMIOYEHMEM pacTBOPUTENEN, KOTOpble SBNATCHA
BCromoraTesibHbIMW NPU NPOU3BOACTBE NPOMEXYTOYHON NPOAYKLUMN Un hbapMaLeBTUYeckon cybcTaHumMn © camu no
cebe He y4yacCTBYWT B XMMMUYECKOW MWnM Oumonormyeckon peakumm (Hanpumep, unbTpyowmne martepuvansl,
aKTUBMPOBAHHBIN yronb);

BbIXOA OXMAaeMbI - KONMYECTBO MaTepuana unv npoLeHT OT TEOPETUYECKOro BbIXOAA, OXuaaemMble Ha nobon
COOTBETCTBYHLLEN CTaAUN TEXHOOIMYECKOro NPOLIecca, OCHOBAHHbIE Ha AaHHbIX, NPeaBapuTeNbHO NOMYYEHHbIX Mpu
NPON3BOACTBE 3TOro Marepuana B nabopaTopHbIX, ONbITHLIX UMW NPOMbILLIMEHHbIX YCIOBUSIX;

BbIXO[ TEOPETUYECKUI - KOMMYEeCTBO, KOTOpOEe OnpedeneHO Ha OCHOBaHMWM KOnM4yecTBa MCMOoSb3yemMoro
mMaTepuana u mMoxeT ObiTb nNpousBedeHO Ha NOOON COOTBETCTBYIOLLEN CTaguM TEXHONOrM4ecKoro npouecca npu
YCIOBWM OTCYTCTBMSA KakMX-MB0 NoTepb Unn OTKIOHEHWUI B YCIIOBUAX peanbHOro TEXHOMOMMYeCcKoro npoLecca;

AaTta uCTeyeHuss cpoka rogHoOCTW - faTa, yKasaHHas Ha ynakoBke W (Mnu) aTukeTkax dapmaueBTU4ecKon
cybcTaHumm 1 ob6o3HavatoLLas nepmos BpEMEHW, B TEYEHME KOTOPOrO MPWU XPaHEHWM B YCTAHOBIMEHHbIX YCIOBUSIX
XapakTepucTuKkn chapmMaLeBTUHECKON CybCTaHLMmM OOMKHBI OCTaBaThCsA B NpeAenax cneuudukauuii, n no nUctedeHmnm
KOTOporo papmaLeBTUYECKY0 CyOCTaHUMIO HeMb3s UCNOMNb30BaTb;

AaTa NoBTOPHOro MCNbITaHUSA - AaTa NPOBeAeHWS NOBTOPHOrO KOHTPOMNS MaTepuana Ans noaTBepXAeHWs ero
MPUrOAHOCTM ANS AaNbHENLIEro UCMoNb30BaHWs;

NCXOAHOE Cbipbe AN NPOU3BOACTBa hapMaLleBTUHECKON CyOCTaHUMM - Cbipbe, MPOMEXYTOYHas NPOAYKUMNS unu
apyrve apmaueBTudeckme cybcTaHuMM, KOTOpble WUCMONb3YWTCA ANs  NPOM3BOACTBA  (papMaLEeBTUYECKUX
CcyOCTaHLMA N BXOAAT B CTPYKTYPY dhapmMaLeBTUHECKON CyOCTaHUMM B KaYeCTBE BaXXHOIO CTPYKTYpPHOro dparmeHTa.
McxogHoe cbipbe 4N Npou3BoAacTBa hapMaLeBTUYecKon cybcTaHumm MoXeT ObiTb npuobpeTeHo npou3BoauTenem
Mo JOroBOPY Y OAHOMO UMM HECKOMNbKMX NOCTaBLUMKOB, MO0 MOXeT MpoM3BOAUTLCS UM camocTosTenbHo. McxogHoe
Cbipbe AN Npou3BoACTBa dhapmaueBTUYecKkon cybCcTaHuMM, Kak npaBufo, WMMeeT YCTaHOBMEHHble XUMWYeckue
CBOWCTBA N CTPYKTYPY;

KOMMblOTEPHAs cuUcTema - rpynna KOMMOHEHTOB annapaTHOro obecneyeHuss M COOTBETCTBYIOLLEIO
nporpammHoro obecneyeHusl, CNpoOeKTMpOBaHHAsi M CMOHTWPOBaHHas TakMM 006pa3oM, 4TOObl BbIMOMHATH
onpegeneHHyo yHKUMIO unu Habop OyHKUNIA;

KOHTaMUHaUWs - HexxenatenbHoe BHECEHNE MPUMECEN XMMUYECKOW WM MUKPOBMONOrnyeckon npupoabl unu
WHOPOAHbIX BELLECTB B MCXOOHOE Cbipbe, NPOMEXYTOYHy npoaykumio wunu ®C BO Bpems TEXHOMOrM4ecKoro
npouecca, otbopa Npob, ynakoBkW UNu nepeynakoBkU, XpaHEHNS 1 TPaHCMOPTUPOBKMY;

KpUTEPUM  NPUEMNEMOCTU  (OOMYCTMMbIE HOPMbI) - YWCMOBble Mpedenbl, WHTEpBanbl WM gpyrue
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COOTBETCTBYIOLLNE MepPbI AN NPUHATUS Pe3ynbTaToB UCMbITAHWUNA;

KPUTUYECKWIA - TEPMUH, OTHOCSALLUMIACA K MPOW3BOLACTBEHHOW CTafvu, YCIOBUK TEXHOMOMMYecKoro npouecca,
TpeboBaHMIO MCNbITAaHUA MM NO6OMY OPYromMy CyLleCTBEHHOMY MapameTpy WM MNpeaMeTy, KOTopble LOJPKHbI
KOHTPONMPOBAaTbLCS B Npefenax 3agaHHbIX KpuTepures ans obecneyeHns COoTBETCTBUSA JIEKApPCTBEHHOIo cpeacTsa U
(vnn) dapmaueBTnyeckomn cybcTaHumm yTBEPXXAEHHOW crneundmrkaumm;

mMaTepuan - obuee MoHATME, obo3Havawee Cblpbe (MCXOQHOE Chipbe, peakTUBbl, PacTBOPUTENMN),
BCromoraTtesibHble MaTtepuarnbl, MNPOMEXYTOUHYI MPOAyKUMio, dapMaueBTUYeCcKylo CyOCTaHLMIO, YNakoBOYHblE
MaTepuansl, MaTepuarbl AN MapKUpoBKY;

MaTOYHas XUOKOCTb - OCTAaTOYHAasA XMAKOCTb MOCNe MpPOLEeCCOB KpUcTannuMsauun wunu BblgeneHus. MaToyHas
XMOKOCTb MOXET COAepKaTb HenpopearnpoBaBLLME BELLECTBA, MPOMEXYTOYHbIE MPOAYKTbl, HEKOTOPbIE KONM4ecTBa
dapmaueBTnyeckon cydctaHumm un (unun) npumecenn. OHa MoXeT ObITb MCNOMNb30BaHa AN AanbHenwen oopaboTky;

obecneyeHne KayecTBa - COBOKYMHOCTb BCEX OPraHn3aLNOHHbIX MEPONPUSATUA, HanNpaBneHHbIX Ha obecneyeHne
TOro, 4ToObl BCE NekapCcTBEeHHbIE cpeacTBa M (Mnu) dapmaieBTuieckme cybcTaHumMm uMenu KavecTBo, Heobxoaumoe
ONS VX NpeanoniaraeMoro NpUMeHeHUsl, a BCe CUCTEMbI KadeCTBa NogAepXunBanuck B pabo4yeM COCTOSHWK;

OTKIMOHEHWE - OTCTYNJIEHNE OT YTBEPXKAEHHOW MHCTPYKLUMM UNN YCTAHOBIIEHHOTO CTaHA4apTa;

nepepaboTka - npoBedeHME OOHOW WM  HECKOMbKWX CTagun, OTNMYaloWuxcsa OT  yCTaHOBIEHHOTO
NPOM3BOACTBEHHONO npouecca, € Uenblo obpaboTkM TakoW MPOMEXYTOYHOW MPOAYKUMM unv  dapmaueBTUYECKON
cybcTaHuumn, KoTopas He COOTBETCTBYeT CTaHdapTam wnu cneumndukauuam, AnAs M[OofyYeHUs MPOMEXYTOUYHOM
npoaykuMn unu dapmMaueBTMYecKon cybCTaHuMM NpueMnemMoro kadectBa (Hanpumep, nepekpucTannmsaums c
MOMOLLbIO APYroro pacTBOPUTENS);

noAanucaHo, MOAMUCb - MOAMWCH Nuua, KOTOPOE BbLIMOMHANO onpeferieHHoe AEWCTBME UMM OCYLLECTBASAIO
npoBepky. 3Ta NOANUCb MOXeT OblTb B BUAE WMHMLMANOB, MOSIHOTO PYKOMUCHOTO BapuaHTa amMuivv, UMEHU 1
oTyecTBa (MpV HanMyun), PYKONMMCHOW MOAMUCU, NNYHOM MNeyYaTUn UNU ayTEHTUYHOM U 3aLUMLLEHHOW 3NEKTPOHHON
noanucu;

noapasgeneHne (nogpasgeneHvs) kadectsa - noapasferieHve, KOTopoe Hes3aBMCMMO OT Mpou3BoacTBa MU
BbINOMHAET 0083aHHOCTM Kak No ObecrneyeHuto KayecTBa, Tak M MO KOHTPOM KadecTBa. OTO MOryT ObiTb nmbo
oTAenbHble Nnogpasgenenns obecnevyeHnss KayecTBa U KOHTPONS KavecTsa, NMOO OAHO NMUO WM rpynna nuy B
3aBMCMMOCTU OT MacluTaba u CTPYKTypbl OpraHM3auny;

npumMechb - N06OM KOMMOHEHT, MPUCYTCTBYIOLUMIA B MNPOMEXYTOYHON npogykumm unu apmaueBTuyeckomn
cybcTaHuun, Hanuume KOTOporo HexenaTenbHo;

npoussoauTenb, paboTalowui NO  LOrOBOpPY - MNPOU3BOAMTENb, BbIMOMHAOWMA  OnNpeaeneHHbIn  Bug
NPOM3BOACTBEHHOW AEATENBHOCTM NO MOPYYEHUIO NEPBOHAYANBHOIO NPOV3BOANTENS;

MPOTOKON Banupauun - [OOKYMEHTanbHO OQOPMIIEHHbIA MNNaH, YyKasbiBaloOWMK, Kak crnegyet nNpoBOAUTb
Banvgauuio, 1 onpeaensitowmi Kputepum npuemnemocTu. B yactHocTr, B npoTokone Banvaauum npon3BogCcTBEHHOIO
npouecca [OSMKHbl ObITb yKa3aHbl TexHorormyeckoe obopyaoBaHue, KpuTMYecKkMe napameTpbl npouecca W ero
paboune pexunmbl, XapakTEPUCTUKN NPOAYKUMK, OTOOP Npob, AaHHble WUCMbITaHUMKW, KOTopble Heobxogumo cobpathb,
KONMMYECTBO BanuOauMOHHbLIX LIMKIOB U Mpuemnemsle pesyrnbTaTbl UCNbITaHUN;

npodune MpUMecen - OMUCaHWe  WUOEHTUMUUMPOBAHHBIX W HEMOEHTUMULMPOBAHHBLIX  MPUMECEN,
NPUCYTCTBYIOLLMX B hapmaueBTuieckon cybcTaHumuy;

pacTBOpuTENb - HEOpraHuveckass Unu opraHMyeckas XWAKOCTb, WUCMonb3yemasi B KayecTBe cpefbl Ans
NPUroTOBMEHNS PACTBOPOB UMW CYCMEH3WIN NPy NPOU3BOACTBE NMPOMEXYTOYHOW MpOoAyKUMM unm dapmMmaueBTUYeCKon
cybecTaHuuu,

CTaHAapTHbI obpasel, BTOPWUYHBIA - CyOCTaHUMSA YCTAHOBMEHHOrNO KayecTBa W YMCTOThbl, YTO [OKa3aHo
NOCPELCTBOM CPaBHEHMS C MEPBUYHBIM CTaHAApPTHBIM 006pa3LoM, UCToNb3yemasi B Ka4ecTBe CTaHAapTHoro obpasua
ONS TeKyLmx nabopaTopHbIX aHanM3o0B;

CTaHOapTHbI obpasel, MepBUYHBIN - cybcTaHuus, KoTopasi ABMASeTCH NOAJIMHHBLIM BELeCTBOM, 4YTO Obino
[0Ka3aHO C NOMOLLbIO PaCLUMPEHHbIX aHaNUTUYECKUX UCTbITaHWI, 1 KOTopas AorkHa obnagatb BbICOKOW CTEMNEHbHo
YNCTOTbI. OTOT CTaHAapT MoxeT 6blTb: 1) nonydyeH M3 oduuManbHO NPU3HAHHOMO UCTOMHMKA WNK  2) NOnydeH
NoCpeACcTBOM HE3aBUCMMOIO CUMHTE3a, Unn 3) NofydeH U3 KCMonb3yeMoro B NPOM3BOACTBE BeLUECTBA C BbICOKOM
CTeneHbl YUCTOTbI, UNKn 4) NpUroToBreH MNOCPEACTBOM MOCMNEAyHOLWEN OYUCTKM BeLLeCcTBa, MCMNONb3yemMoro B
Npon3BOACTBE;

dapmaueBTnyeckne cybctaHumm (PC) - nekapcTBeHHble cpefcTBa B BuAe [OENCTBYIOWMX BELLECTB
Buonornyeckoro, OUMOTEXHOMOMMYECKOro, MUHEpPanbHOr0 WM  XMMUYECKOro  MpoucxoxaeHus,  obnagatowme
hapMakonormyeckon akTUBHOCTbIO, MpeAHasHadYeHHble Ansg MNpou3BOACTBA, W3rOTOBMEHWUS  NeKapCTBEHHbIX
npenapaToB 1 onpegensowme nx ahPeKTUBHOCTb <*>.

<*> [yHKT 2 cTaTbn 4 ®epepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-03 "O6 ob6palleHnn nekapCcTBEHHbIX
cpeacts" (CobpaHue 3akoHogaTenbcTBa Poccunckon ®egepaumn, 2010, N 16, ct. 1815).
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MpunoxeHue N 1
Kk MpaBunam Hagnexatlewn
NPOn3BOACTBEHHOW MPaKTUKK

NMPOM3BOACTBO CTEPUIbHbLIX JIEKAPCTBEHHbLIX CPEACTB
[. MPUHLUMN

1. K npon3BoAcTBY CTEPUIbHBIX NTIEKAPCTBEHHbLIX CPEACTB NPEeAbSBNSIOTCS 0cobble TpeboBaHusl, YTobbl cBECTU
K MUHUMYMY PUCK KOHTaMMHaLUMM MUKPOOPraHU3mMaMu, YacTuuamm 1 nuporeHamu. YkasaHHble NMoNOXeHUsl 3aBUCAT OT
KBanudukaLuum nporMs3BoACTBEHHOIO NepcoHara, ero obyyYeHnst 1 oTHoLEHUst K paboTe. [ns obecneyeHuss kadvectsa
Mpu MNpPOM3BOACTBE CTEPUIbHBIX MpPenapaTtoB HeoOXOAUMO MNpUAEPXKMBATLCH TLIATenbHO pa3paboTaHHbIX U
BanuaMpoBaHHbIX cnocoboB npoussoacTea M npoueayp. KoHeuyHas crtagusi Npou3BOACTBA UMM KOHTPONb TOTOBOWM
npoayKUMN He SIBNAOTCA €AMHCTBEHHbIM CPEACTBOM obecneyeHuss CTEPUNbHOCTM UK OPYrMX MokasaTeneln kavecTsa
npoayKumnun.

2. [leTanbHble MeTOAbI ONpeaeNieHnst YACTOTbl BO3ayXa, NMOBEPXHOCTENW U APYrMX OBGBHEKTOB MOHMTOPWHra Mo
MWUKpOOpPraHnamaM 1 YyacTuuam onpegerieHbl HopMaTMBHbBIMY NMpaBoBbIMK akTaMu Poccuiickoin egepaumu.

II. OBWME TPEBOBAHNA

3. (1) CtepunbHyto npoayKuntio HeobXoaAMMO NMPOM3BOANTL B YMCTbIX 30HaX, OOCTYNn B KOTOpble MepcoHana u
(vnn) noctynneHne obopya0BaHNS, UCXOOHOIO ChIPbS U YNAKOBOYHbLIX MaTepManoB AOIMKHbI OCYLLECTBMSATLCS Yepe3
BO34yLIHblE WIHO3bl. B 4ncTbIX nomelleHusx (3oHax) OOMKEH MOAAEPXUBATLCS YPOBEHb YWUCTOTbI, OTBEYaOLLUA
COOTBETCTBYIOLLEMY YPOBHIO YMCTOTbl, B HUX HeOOXOAMMO MoAaBaTb BO3A4yX, KOTOPbIN Mpolien 4vepe3 unbTpbl
COOTBETCTBYIOLLEN 3PPEKTUBHOCTMW.

4. (2) PaznnyHble onepaumm No NoaroToBKE KOMMNOHEHTOB, MPUIOTOBEHWIO NPOAYKUUA U HAMOMHEHUIO [OJKHbI
OCYLLECTBNATLCA B OTAENbHbLIX 30HaX (MOMELLEHMSAX) BHYTPY YUCTOM 30HbI (MOMeLLeHus). TeXHonormyeckme onepauum
OensaTca Ha [Be kaTeropuu: nepsas, Korga npoaykuuvio nogsepratoT (UHWLLHOM CcTepunu3aumm (B NEPBUYHON
yrnakoBKe), 1 BTopas, kKoraa onepauum Ha HECKOJTbKUX UMK BCEX CTAOUSAX BbIMOJTHAKT B aCENTUYECKMX YCIOBUSX.

5. (3) YucTtble 30HbI (NOMELLEHMS) ONS MPOU3BOACTBA CTEPUITbHOW MPOAYKLUMM KNacCUPUUUPYHTCS B
COOTBETCTBUM C TpeByeMbIMU XapakTepUCTUKaMM NMPON3BOACTBEHHON cpedbl. Kaxaass npou3BOACTBEHHAsA onepauums
TpebyeT onpeneneHHOro YpoBHSA YMCTOTbl NPOM3BOACTBEHHOW Cpedbl B 3KCNNyaTUPyeMOM COCTOSIHUM C  LEnbio
CBeAEHMS K MMHUMYMY pUcKa KOHTaMMHaLUMM YacTuuamn Unm MrkpoopraHMaMamun npogykta unu obpabaTbiBaemoro
NCXOOHOrO Cbipbs 1 MaTepraros.

6. na obecneyeHms cooTBETCTBUSA TpeboBaHUSAM B "aKCNnyaTMpyeMoM" COCTOSHUUN YUCTbIE 30HbI (MOMELLEHNS)
OOMXKHbI BblTb CNPOEKTUPOBAHbI TaK, YTOObI 0Gecneyntb TOYHO OMpefderneHHbIi YPOBEeHb YMCTOThbl BO3gyxa B
"OCcHalleHHOM" COCTOSIHUN.

7. "OcHalleHHOe" COCTOSIHME - COCTOsIHME, B KOTOPOM YMCTOE MOMELLEHUE MOCTPOEHO U  (PYHKUUOHUPYET,
TexHornornyeckoe obopyaoBaHMe NOMHOCTbIO YKOMIMIIEKTOBAHO, HO MepcoHan OTCyTCTBYET.

8. "Okcnnyatupyemoe" coCcTosHME - 3TO COCTOSIHME, MPW KOTOPOM YMCTOE MOMELLEHME WU TEXHONOorMdyeckoe
o6opynoBaHne OyHKLMOHNPYIOT B TpebyemMoM pexmme ¢ 3agaHHbIM KONnM4yecTBOM paboTaroLlero nepcoHana.

9. TpeboBaHus Kk "ocHaLLeHHOMY" 1 "aKCnyaTUpyeMoMy" COCTOSTHUAM OIMKHbI ObITb YCTAHOBIEHbI ANSA KAX40ro
YNCTOro nomMeLweHna nim KomMmnriekca YnCcTblx I'IOMeLIJ.eHI/IVI.

10. YncTble 30HbI (MOMELLEHMS) NPU NMPOU3BOACTBE CTEPUIBbHBIX NTIEKAPCTBEHHbBIX CPEACTB NOApa3aensoTcs Ha
YyeTblpe Knacca:

Knacc A - nokanbHas 30Ha A7 MPOBEAEHWsl onepauni, NPeacTaBnsWNX BbICOKUA pPUCK ANs KadecTBa
NPOAYKUUN, B YACTHOCTM, 30Hbl HAMOMHEHWs, YKYMOPKW, 30HbI, r4e amnynbl U (OrakoHbl HaxoOdATCsl B OTKPbITOM
COCTOSIHMM U BbIMNOSHSAOTCSA COeOUHEHUs YacTer 0b6opyaoBaHWs B acenTUyeckux ycroBusx. Kak npasuno, Takue
ycnosus obecrneyvBaloTcs NamvHapHbIM NMOTOKOM Bo3fdyxa Ha pabodyeM mecte. CUCTEMbl NlaMUHApPHOro MoTokKa
BO3Qyxa OOIMKHbI obecneymBaTb pPaBHOMEPHYK CKOpPOCTb Bosdyxa B AuanasoHe 0,36 - 0,54 m/c (HopmaTuBHOE
3HayeHue) Ha paboyen NOBEPXHOCTU, HAXOAALLENCs B OTKPbLITOW YACTON 30He. MogaepkaHme NaMMHapHOCTU JOMMKHO
ObITb JOKA3aHO U MPOBaNMAMPOBaHO. B 3akpbITbix n3onaTopax u 6okcax ¢ nepyaTkamy [OMyCKaeTcs MCMoNb30BaThb
OOHOHanNpaBIiEHHbIN MOTOK BO34yXa C MEHBLUMMW CKOPOCTSIMU;

knacc B - 30Ha, HemocpeaCTBEHHO OKpyXailwas 30Hy kracca A, npegHasHa4YeHHyl [AOns  acenTuyeckoro
NPUroToBlNeHnA N HanosrHeHnA,
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knaccel C U D - yncTble 30HbI ONSA BLIMNONHEHUS MEHee KPUTUMYHLIX CTagui NPOW3BOACTBA CTEPUNbHOM
NpoAyKUMn.

1. KNTACCUOUKALNSA YNCTBIX MOMELLEHNM U YACTLIX 30H

11. (4) YncTble nomelleHns M 4YUCTble 30HbI Knaccuduuupytotes <*>. [lMoaTBepAaeHWe knacca YuCToThl
HeobX0AMMO YeTKO OTAEeNATb OT MOHMTOPUHIa NPOM3BOACTBEHHOW Cpeabl Mpu NpoBeAeHn npouecca. MakcMmaneHo
AonycTMas KOHLEHTPaLMsA aspo30nbHbIX YacTuL AN KaXaoro Knacca npueegeHa B Tabnvue N 1.

<*> CnpaBouHo: FTOCT P VCO 14644-1 (EN ISO 14644-1).

Tabnuua N 1
3oHa | MakcmmanbHO JonycTuMoe Ymcro Yactuy B 1 ky6. M Bo3gyxa npu pasmepe 4acTul, paBHOM Unn
GonbLuem

B ocHalLeHHOM COCTOSHWM B akcnnyatMpyemom cocTosiHM
0,5 MKM 5,0 MKkM 0,5 MKM 5,0 MKkM

A 3520 20 3520 20

B 3520 29 352 000 2900

C 352 000 2900 3520 000 29 000

D 3520 000 29 000 He pernameHTupyetcs He pernameHTupyeTtcs

12. (5) Ans uenen knaccudukaumm B 30HaxX krnacca A MWHMMAarnbHbI 06beM OTOMpaemMon npobbl BO3gyxa
JormkeH ObiTb He mMeHee 1 M3 gna kaxgow Todkm oTbopa npob. Knacc A cootBetctByeT knaccy MICO 4.8 no
rnokasaTerno NpeaeribHoro KoNMYecTsa YacTuL B BO3ayXe pasmepoM = 5,0 MKM.

Knacc B (B ocHaleHHOM COCTOSIHUK) MO KONMMYECTBY a3p030fibHbIX YacTul, cooTBeTcTBYeT knaccy MCO 5 no
KONMYeCTBY YacTul, 060mx ykasaHHbIX pa3MepoB.

Knacc C (B ocHaLLEeHHOM 1 3KCNyaTMpyeMOM COCTOSAHMSAX) MO KONMMYECTBY adp030SibHbIX YacTuUL, COOTBETCTBYET
knaccy MCO 7 u CO 8 cooTBeTCTBEHHO.

Knacc D (B ocHalLeHHOM COCTOSIHUM) MO KONMYECTBY a3p030MbHbIX YacTuL, cooTBeTcTBYyeT knaccy NCO 8.

[Ona noaTBepXOeHUst Krnacca 4UCTOTbl NPUMEHSIETCA MeToaumka <*>, B KOTOpPOW perfiaMeHTMpOoBaHbl Kak
MMHUMarbHOE KONMYEeCTBO TOYEK And oToopa npob, Tak u 06bem MNpodbl C y4eToM MNpPeAernoB AaHHOro Knacca Aanis
KOnmn4yecTBa 4acTuL, HamborbLUEro U3 ykasaHHbIX pa3MepoB, a Takke MeToq OLEHKM NOJTyYeHHbIX AaHHbIX.

<*> Cnpaso4Ho: [OCT P NCO 14644-1 (EN ISO 14644-1).

13. (6) Onsa noaTBEPXAEHUA Knacca HeobxoaMMOo MCMOMNb30BaTh NOPTATUBHbIE CYETYMKM YacTUL, C KOPOTKUMM
Tpybkamu ana ot6opa npo6 M3-3a OTHOCMTENBLHO BLICOKOMO YPOBHSI OCaXAEHWs YacTuy pasMepoM =50 MKM B
AVCTaHLMOHHBIX CUCTEeMax Ansa oTéopa npob ¢ AnNvHHbIMKU Tpybkamu. B cnyyae cucteM ogHOHanpaBfieHHOro MnoToka
BO3AyXa AOIMKHbI UCNOSb30BaTbCA N3OKMHETUYECKNE HAacaakun Ansa otbopa npoo.

14. (7) MNogTBepkgeHne knacca B 9KCNyaTupyeMoM COCTOSHMM JOMYCTMMO NPOBOAUTL BO BpeMs paboTbl mnu
npyv MogenupoBaHuM pabounx onepauvin, UM NpU HamnofmHEeHUWW nuTaTenbHbIMW cpejamu, Kak Toro Tpebyet
MogenupoBaHue cuTyauuu, nNpu KOTOPOW WMWUTUPYIOTCA NpedernbHO  JOoMyCcTUMble  napaMeTpbl  BedeHus
TEXHONOrM4YeCcKoro npowecca npu caMmbix HebnaronpusaTHbIX pakTopax 1 YCNoBUAX (4anee - HauxXyALnn cnyyam) <*>.

<*> CnpaBO4HO: YKasaHusd No NpoBedEeHWI0 UCMbITaHW ONA NoATBepXOEeHMS MOCTOSIHHOrO COOTBETCTBUS
3agaHHOMY Knaccy unctoTel npusegeHsl B ctaHgapte FOCT P CO 14644-2 (EN ISO 14644-2).

IV. MOHUTOPUHI YACTbIX MOMELLEHUN U YACTbIX 30H

15. (8) HeobxoamMmo MpoBOAUTH TEKYLUMA MOHWUTOPMHI YUCTbIX MOMELLEHUA U YUCTbIX 30H B MNEPUOL UX
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akcnnyataumn. Todkn oTbopa npob® Ons Tekywero MOHMTOpPMHra BbIOMpalOT Ha OCHOBE aHanusa PUCKOB U
pe3ynbTaTtoB, MNOYYEHHbIX NPU KNAcCUMUKALUN YUCTBIX MOMELLEHUIA U (MITN) YACTBIX 30H.

16. (9) OAns 30H knacca A MOHWTOPWHI 4acTuL, OOIMKEH MPOBOAWUTLCA HEMPEPbIBHO Ha BCEM MPOTSXEHUU
KpMTUYECKOro npouecca, Bkrodas cbopky obopygosaHus. Npu HagnexaweMm 060CHOBaHNN UCKITHOYEHNE COCTaBnsAT
NPOLIECCHI C NPUMEHEHNEM 3arpA3HAOLLMX BELLECTB, KOTOPbIE MOTYT NOBPEANUTb CYETUYMK YacTul, UnvM npeactaBndaTb
cobor OnacHOCTb, B YAaCTHOCTHU, XXUBbI€ OpPraHn3Mbl U pagmnonormyeckas onacHocTb. B Takmx cnyyasx MOHUTOPWHT
crnegyeT OCyLLECTBMATL BO BPEMsi 0ObIYHBLIX Ornepauuii No HacTpoike o6opyaoBaHMA 4O MOMEHTa MOSIBIEHUST puUcka.
Takke HeoOXO4MMO NPOBOANTbL MOHUTOPWHI BO BPEMSI MOAENUPOBaHMA onepauni. B 3oHax knacca A MOHUTOPWHT
OOMKeH NpoBOANTLCHA C TaKOW YacTOTOW M Npy TakoM o6 beMe oTbrpaembix Npob, 4TOObI MOXHO ObINO 3admKcnpoBaThb
BCe BMelLaTenbCTBa, CryyavHble COObITUS M Mobble NMoBpexAeHus CUCTEMbl, @ B Clyvae BbIxoda 3a npegen
npegynpexgeHna - MNOoAHATb TpeBory. HenocpeocTBEHHO B MeCTe  HanofHeHMs He  Bcerga  BO3MOXKHO
NPOAEMOHCTPUPOBATL HU3KWE YPOBHWU 4acTul, pasmepoM = 5,0 MKM B NpoLiecce HarnonHeHus ms-3a obpasoBaHus
YacTuy, UNK Kanernb U3 cCamoro NPoayKTa.

17. (10) PekomeHayeTcs, 4TobObI Takas e cucteMa npuMeHsanach Ans 30H knacca B, xota yactota ot6opa npob
MOXeT ObITb MeHbLUen. BaxHOCTb CUCTEMbI MOHWTOPWHra 4Yactuy, AofmkHa ObiTb onpegerneHa 3ddEKTUBHOCTLIO
pasgeneHnss Mexay pacrnonoXeHHbIMU psgoM 3oHamu knaccoB A 1M B. B 3oHax knacca B MOHMTOpPUWHr gomxeH
NPOBOAMTLCA C TaKOW 4acTOTOM W COOTBETCTBYHLMM 0OO0BbLEMOM OTOMpaembix npob, 4YTOObI MOXHO  Oblno
3adUKCUpPoBaTb N3MEHEHMS YPOBHSI KOHTaAMUHALMM 1 Nobble yxyaleHns paboTbl CUCTEMbI, @ B Criyvyae Bbixoda 3a
YPOBEHb TPEBOM MOXHO 6bIN0 Bbl NPUHATL SKCTPEHHbBIE MEpbI.

18. (11) CucteMbl MOHUTOPUHIa a3pPO030fbHbIX YAaCTUL, MOTYT COCTOSATb M3 HE3aBUCUMbIX CHETYMKOB 4acTuu, u3
CUCTEMbI MOCNEeOoBaTENbHO PACMONOXEHHbLIX TOYeKk oTbopa npod, NMpUcoeguHEHHbIX TPyOonpoBOOOM K OLHOMY
CYETUYUKY 4YacTul, vnn obbeauHATb 3TM ABa nogxoga. [pn BbIOOpe CUCTEM KOHTPOMS AOMKHbI  YYUTbIBATHCH
TpeboBaHus k pa3mepam YacTtu. [pu MCnonb3oBaHUKM yaaneHHbIX cuctem otbopa npob HeobXOoAMMO y4uTbIBaTb
AnNunHy TpyboK 1 pagunycbl n3rnbos TPYOBOK C yHETOM BO3MOXHOCTM oceaHus Yactuy B Tpyokax. Npwu Beibope cuctembl
MOHUTOPWHra HEeoOXOAMMO TakkKe YuYuTbiBaTb MOOOM pUCK, MUCXOOAWMIA OT Marepuanos, WCMOMb3yeMbiX B
TEXHOMOrM4YecKkoM npoLecce, Hamnpumep, Hanmyne >XUBbIX MWKPOOPraHM3MOB UMW PaMOaKTUBHBLIX NeKapCTBEHHbIX
npenapaTos.

19. (12) MNMpu ncnonb3oBaHMM aBTOMATU3MPOBAHHOW CUCTEMbI TEKYLLErO MOHUTOPUHra 06bem Npob 3aBuCUT, Kak
npaBuno, OT CKOpocTu oTbopa npob mcnonb3dyemon cuctembl. O6bem Npod Npu TEKYLLEM MOHUTOPUHIE MOXET
oTnmyaTtbcs oT obbema nNpob Npu NpoBeaeHUN KBanNUUKaLMmM YUCTbIX MOMELLEHNIN N YNCTbIX 30H.

20. (13) B 3oHax knacca A U B MOHUTOPWHI KOHLEHTpauuu 4Yactuy pasmepoMm =5.0 MKM umeeT ocoboe
3HayeHue, NOCKONbKY 3TO ABMAETCA BaXXHbIM MHCTPYMEHTOM OUArHOCTUKM AN paHHEro BbISIBNIEHWS HECOOTBETCTBUS.
WMHoraa nokasarteny KonmyecTsa YacTul, pasmepoM = 5.0 MKM MOTyT 6biTb OLUMBOYHBLIMM U3-3a 3MEKTPOHHOMO LyMa,
MOCTOPOHHErO0 CBeTa, Cry4YalHOro cTeyYeHus oOCToATenbCTB M MNpodnMx daktopoB. OgHako €ecnvM  CYeTYMK
nocnefoBaTenbHO U CUCTEMATUYECKN PErmMCTpUMpYyeT Marioe YMCro 4acTuy, TO 3TO yKa3biBaeT Ha BO3MOXHOCTb
KOHTammHauum, 4To TpebyeT paccrnenoBaHus. Takue cnydam MOryT 3abnaroBpeMeHHO yKkasbiBaTb Ha HEUCNPaBHOCTb
CUCTEMbI BEHTUMALUN N KOHOULMOHUPOBAHWS, YCTAHOBKM HaMOMHEHNST UM CBUAETENbCTBOBaTL O HAPYLLUEHUW NpaBui
BO BpeMs Hanagkm obopyaoBaHMsa U ero akcnnyaTauum.

21. (14) Jonyctumoe KONWYECTBO YacTuL, AfS OCHALLEeHHOro COCTOSIHWUSA, ykasaHHoe B Tabnuue, OOIMKHO
JocTuraTbCsl Nocne KOPoTKOro nepuoaa o4YUCTKM NPOSOIDKUTENBHOCTLIO 15 - 20 MUHYT (HOpMaTUBHOE 3HaveHue) npu
OTCYTCTBMM NepcoHana nocrie 3aBepLueHns padoTol.

22. (15) MoHuTOopuHr 30H knacca C m D B aKkcnnyaTUpyeMOM COCTOSIHUM [OOJDKEH OCYLLECTBIATLCA B
COOTBETCTBMM C MPUHUUNAMM YNpPaBIieHWs pUckamMu Onis KavecTBa. TpeboBaHUSA K YPOBHIO TPEBOMM U YPOBHIO
nenctens OyayT 3aBMCETb OT XapakTepa BbIMOSIHAEMbIX Onepauun, ogHako B nobom cnyvyae [OMKHO ObiTh
OOCTUTHYTO pEKOMEHAOBaHHOE 3HavYeHue "nepmuoaa OYnCTKA".

23. (16) Opyrue nokasaTtenu, Takme kak Temnepatypa U OTHOCUTENbHAA BMaXHOCTb, 3aBUCAT OT NPOOYKLUUU U
XapakTepa BbIMOMTHAEMbIX onepauui. OTM NnapaMeTpbl HE AOMKHbI BNIUATb Ha YCTAHOBIEHHbIE HOPMATUBbI YACTOTbI.

24. (17) lNpumepbl onepaumn, KOTopble creayeT BbIMOSHATL B 30HAaX C pa3HbIMU KNaccaMy YACTOTbI, NPYBEAEHbI
B Tabnuue N 2, a Takke B nyHKTax 35 - 42 HacToswero MNpunoxeHus.

Tabnuua N 2

Knacc MprmMepbl onepaunii Ang NPoayKLMMK, noanexallen puHUWHON cTepunuaanmm (NyHkTsl 35 - 37
HacTosLero MpunoxeHus)

A HanornHeHne npoaykumm, KOTOPYIO HENb3a noasepraTb PUCKY KOHTaMUHaLUUM
C anFOTOBJ'IeHI/Ie pacTBOpPOB, KOTOPbIE HENb34 NoABepratb pPUCKYy KOHTaMUHaLUNN. HanonHeHune
KoucyanaHTl'Imoc www.consultant.ru Crpanvua 68 ns 170
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NpoayKuun
D MpuroToBreHne pacTBOPOB M NOArOTOBKA NEPBUYHON YNaKOBKW, MaTepnarnos O

nocneagytouwiero HanosfiHeHuA

Knacc MpuMepbl onepaunii ANg NPUroToBAEHUS B aCeNTUYECKNX YCnoBusaX (MyHKTbI 38 - 42
HacTtoswero MNMpunoxexus)

A AcenTrnyeckoe NpUroToBreHne U HanomnHeHne
C MpuroToBneHne pacTBOPOB, Nognexawmnx unsTpaumm
D Onepauunu ¢ maTepranamm nocre MOmKku

25. (18) MNpw BbINOMTHEHUN acenTUYECKUX MPOLECCOB HEOOXOANMO NMOCTOSIHHO NPOBOANTL MUKPOBUONOrMYECKMI
MOHWUTOPWHT C UCMONb30BaHNEM CEAMMEHTALMOHHOIO M acnupaunoHHOro MeToaoB oTbopa npob Bosdyxa, oTtbopa
Npo6 ¢ NOBEPXHOCTEN METOAOM CMbIBOB TAMIMOHOM U C UCMOMb30BaHMEM KOHTAKTHbIX MracTuH. Metoaksl otbéopa npob,
NCMNomb3yemble B 3KCMITyaTUPYEMOM COCTOSIHUW, HE OOMMKHbI HAHOCUTL Bpes, 3aluuTe 30Hbl. Pe3ynbTaTtbl MOHUTOPUHTa
OOMKHbI yYMTbIBATbCA MpU MpoBefeHnn o63opa [OCbe Ha Cepuio Ans Bblgavu paspelleHuns Ha BbiMyCK FOTOBON
npogykuun. ocne BbLIMOMHEHNS KPUTUYECKUX onepaumi HeobXoaMMO NPOBOAUTb MOHWUTOPWHI MOBEPXHOCTEN W
nepcoHana. Takke JOIMKEH NPOBOAUTLCSA OOMNONHUTENBHBIN MUKPOOMONOrMYECKUA MOHUTOPUHI BHE TEXHOMOMMYECKOrO
npotiecca, B YaCTHOCTM, NOCre Banuaauum cMCTeM, OUUCTKN N Ae3NHGEKLNN.

26. (19) PekomeHayeMmble npeaensl Npy MUKPOOMONOrMYECKOM MOHUTOPUHIE YUCTLIX 30H B 3KCMIyaTUpyeMoMm
COCTOSIHMM NpuBeAeHbI B Tabnuue N 3.

Tabnuua N 3
Knacc PekomeHayemble npegernsl MUKPOBHON KOHTaMuHauum (a)
B Bo3ayxe, CeonmeHTauma Ha KoHTakTHble nnactuHbl | OTnedaTtok nepyaTku (5
KOE/ky6. m yawky gnameTtpom 90 anameTpom 55 mm, nanbueB), KOE/nepuaTtka
MM, KOE 3a 4 4 (b) KOE/nnactuHa
A <1 <1 <1 <1
B 10 5 5 5
C 100 50 25 -
D 200 100 50 -
MpumeyaHue:
(a) MpuBeneHsbl cpeaHne 3HadYeHus.
(b) OTAenbHble MNACTUHBI ANS ceaUMEHTaLMN MOTYT SKCMIOHMPOBATLCA MeHee 4 4acos.

27. (20) Mo pesynbTaTaM MOHMTOPWMHIA 4YacTWL, M MUKPOOPraHW3MOB AOMKHbI OblTb YCTaHOBIEHbI
COOTBETCTBYIOLLME Npeaesibl: YPOBEHb TPEBOMU M YPOBEHb OEWCTBUS. B onepaumoHHbIX Mpoueaypax OOMmMKHbl ObiTb
onu1caHbl KOPPEKTUPYIOLLME AEWCTBUS B CllyYae NpeBbILLEHNUs 3TUX NPeaerioB.

V. UBONUPYIOLWAA TEXHOJIOIM A

28. (21) Wcnonb3oBaHne M30NUPYIOLLEN TEXHOMOIMM CBOAMT K MWHMMYMY BMELUATENbCTBO 4YeroBeka B
NMPON3BOACTBEHHbIX 30HaX, B pe3ynbTaTe Yero 3HaYNTENbHO CHMXaETCs PUCK MUKPOBHOW KOHTaMMHaLUMU NPOAYKLUMMK,
NPOun3BeAEeHHOWN B aCenTUYECKNX YCNOBUSX, U3 NPOM3BOACTBEHHON cpeabl. CyllecTByeT MHOro TUMOB M30MATOPOB U
nepegaToyHbIX YCTPONCTB. VI301ATOp 1 ero KOMMneKTyLwme A0MMKHbI OblTb CKOHCTPYMPOBaHbI Takum obpa3om, 4Tobbl
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B COOTBETCTBYHOLLEN 30He 06ecneumBanock HeobxoaMMoe kavyecTBO Bo3ayxa. 3onaTopbl, N3roToBNeHHbIE U3 PasHbIX
MaTepuanoB, B OOMnblUeN WAM MEHbLUE CTENEHU MOABEPXKEHbI MOBPEXAEHWIO W30MAUUMM W pasrepmeTv3auum.
MepenatoyHble yCTPOMUCTBA MOTYT ObITb Pa3HbIMU: OT KOHCTPYKUMIA C OAMHAPHOW 1N ABONHOW ABEPbLI0 A0 MOSIHOCThLIO
repMeTU3NPOBaHHbIX CUCTEM, BKITHOYAIOLLMX YCTPOWCTBA ANs CTepunm3aunm.

29. (22) Mepepava maTepuanoB BHYTPb M HapyXy u3ondtopa sABNSEeTCA OAHUMM U3 caMbiX BonbLUMX
NoTeHUManbHbIX UCTOYHUKOB KOHTaMuHauuMu. OBbIMHO NPOCTPaHCTBO BHYTPU U30MATOpa SBNAETCS OrpaHNUYeHHON
30HOW Ans NpoBeAeHus onepauui, NpeacTaBnsloWMX BbICOKME PUCKM ONA KadecTBa npoaykumu. B To xe Bpewms
JornyckaeTtcs, YTo B paboyen 30He BCEX TaKMX YCTPONCTB MOXET OTCYTCTBOBaTb flaMUHAPHbIA MNOTOK BO34yXa.

30. (23) TpeboBaHus K YMCTOTE BO3AyXa B cpeae, OKpyXatoLLe N30MATop, 3aBUCAT OT KOHCTPYKLUUK Mn3onatopa
M ero HasHa4eHus. YncToTy aTon cpefbl HEOOXOOUMO KOHTPONMpPOBaTb, U AN acenTUYecKoro Mpou3BOACTBA OHa
[OJDKHA COOTBETCTBOBATL, MO KpanHewn mepe, knaccy 4nctotsl D.

31. (24) Usonatopbl MoryT 6biTb BBEAEHbl B 3KCMMyaTauuto TONbKO MOCMe MNpoBedEeHUS COOTBETCTBYIOLLEN
Banvpauun. Banvpauusa gomkHa yuuTbiBaTb BCE KPUTUYECKME (DaKTOpbl U3ONUPYIOLWEN TEXHONOrMn, B Y4acTHOCTW,
KayecTBO BO34yxa BHYTPM U CHapyXu M3onsatopa, Nopsifok AesuHdekumm u3onsatopa, npouecchl nepejayv u
LeNOCTHOCTb M3ondaTopa.

32. (25) Heobxoaumo npoBOAMTL HEMPEPbLIBHbLIA MOHUTOPUHI, BKAOYawWmMin B cebss yacTble WCMbiTaHUA
repmMeTUYHOCTM M30NATOPA M Y3NoB "nepyaTky - pykasa".

VI. TEXHOJOIMA "BblAYBAHUE - HANONHEHWE - TEPMETU3ALINA"

33. (26) YctpowcTBO "BblayBaHME - HarosiHEHWE - repMeTu3auus” npencraBnsieTr cobol  YCTPOMCTBO
crneumnanbHOW KOHCTPYKUWMW, rge B OAHOM aBTOMAaTMYECKOM KOMMEeKce B TeyeHWe OJHOro HenpepbiBHOTO
TEXHOSMOrMYECKOro uUMKna M3 TepMOMnnacTUYHOro rpaHynata (OpMUPYOTCA  YNakKoOBKW, KOTOPbIE HAaMOSHSATCS
NPOAYKTOM WU repMeTU3MpYoTCA. YCTPOMCTBO "BblAyBaHWE - HaMNofHeHWe - repmeTusaums”, ucnonblyemoe B
acenTMyeckoM MPOM3BOACTBE M MMelowee 30HY krnacca A ¢ 3(dEKTUBHBIM MOTOKOM BO3Adyxa, MOXEeT ObiTb
YyCTaHOBIEHO, MO KpanHen Mepe, B 30He Kkrnacca C npu ycrnoBuy MCNONb30BaHUS ogexabl, MPYMEHSEMON B 30HaxX Ans
knaccoe A u (unm) B. TlpomsBoacTBeHHas cpeda B OCHALWEHHOM COCTOSIHUM [OJPKHa COOTBETCTBOBATH
YyCTaHOBMEHHbIM HOpMaTMBaM MO YacTuuam M MUKPOOpraHu3aMam, a B 9IKCMyaTpyeMOM COCTOSHMM - TOMbKO MO
MUKpOOpraHuamam. YCTPOWCTBO "BblayBaHuWe - HaMoOfHEeHWe - repMeTusaums”, ucnonb3yemoe B MNPOV3BOACTBE
npoaykuum, noanexatien UHULLIHON CTepunuaaunmn, AOMKHO yCTaHaBNMBAaTLCH, MO KpanHen Mepe, B 30He krnacca D.

34. (27) YuntbiBas 0coOBEHHOCTN YKa3aHHOWM TEXHOMOMMK, Heobxoammo obpallatb 0co00e BHUMaHKE Ha:

KOHCTPYKLMIO U KBanudukauuio odopynoBaHus;

Banuaaumio n BOCNPOM3BOAMMOCTbL NPOLECCOB "o4nCTKa Ha MecTe" 1 "cTepunmsaumnsa Ha mecte"”;

MPOCTPAHCTBO YNCTOrO NOMELLEHNS], KOTOPOE SABMSIETCA MPOU3BOACTBEHHOW Cpedon ANA pasMeLLeHHOro Tam
obopyaoBaHus;

obyyeHune onepaTopoB 1 UX oaexay;

OENCTBUST B KpUTUYECKOW 30He o6opyaoBaHMs, BKMYasi BbINOMHEHWE MNOACOEOMHEHMW U cOOpkM B
acenTMYecKMX YCroBUSIX 40 Havana HanomHeHus.

VII. NIPOAYKLUUA, MOABEPTAEMASA ®VHWLLIHOW CTEPUIIN3ALIMN

35. (28) MNMoaroToBKka KOMMNOHEHTOB NEPBUYHON YNAKOBKN 1 APYrMX MaTepuanoB M MNpOM3BOACTBO BonbLUMHCTBA
BMAOB MPOAYKUMM OOSKHbI MPOBOAMTLCS B NMPOWM3BOACTBEHHOW Ccpede, MO KpalHeh wmepe, knacca D, 4ToOblI
obecneynTb JOCTAaTOYHO HU3KMIA YPOBEHb PUCKOB KOHTaMMHALUM YacTULaM1M U MUKPOOPraHn3Mamu, Noaxoaswmni ans
dunbTpaumm n ctepunuaaummn. Ecnu mnkpobHas kKoHTamMnHauus NpeacTaBnseT BbICOKME UMM OCODEHHbIE pPUCKU Ans
NpoAyKUUM (B YaCTHOCTU, KOrga NpoayKuns SABMSETCS XOPOLEeNn NUTaTenbHON Cpedon AN pocTa MWKPOOPraHM3MOB
nnbo ee cTepunusaunm NpeaLlecTsyeT ANUTENbHbBIA NEpUog BpeMEHN, MO0 TEXHONMOMMYECKMIA NPOoLEecC BeaeTcsa no
DonbLue YacTu B OTKPbITbIX EMKOCTSAX), MPUroTOBMEHME cneayeT OCyLLEeCTBNATL B NPOU3BOACTBEHHON cpede Knacca
C.

36. (29) HanonHeHue npogykTamu, nognexawmmm GOUHULLHOW CTepunusauun, AOMKHO MNPOBOAUTLCS B
Npon3BOACTBEHHOW cpeae, No KpanHen mepe, kracca C.

37. (30) MNMpwn NOBbLILLEHHOM PUCKE KOHTAaMMHALUKW NpoAyKTa OT MPOU3BOACTBEHHON Cpedbl, B 4aCTHOCTU, €Cnu
onepauum HarnosTHEHUS MPOXOAAT MEANEHHO UMM YNAaKoOBKM UMEKOT LIMPOKOE FOpro, MM KX Heobxoammo aepxatb
OTKPbITbIMU BOriee HECKONbKUX CEKYHA A0 repMeTu3auun, HarnoriHeHue OO0SMPKHO MpOoBOAUTLCHA B 30He kracca A C
OoKpy>XatoLlen cpefon, No kpamHen Mepe, knacca C. lpurotoBneHve u acoBky Masewn, KPemoB, CYCNneHs3un u
aMynbcun neped GUHNLLHON CTepunmMsaumneit Heobxoamnmo, Kak NpaBuso, OCyLLECTBNASATL B MPON3BOACTBEHHOW cpefe
knacca C.

VIIl. ACENTUYECKOE NPON3BOACTBO
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38. (31) Onepauun ¢ KOMMOHEHTaMX MEPBUYHOM YNAKOBKW W APYrMMU Matepuanamy nocrie MOWKW [AOKHbI
NpOBOANTbLCHA B MPOU3BOACTBEHHOW Cpefe, No KparHen mepe, knacca D. O6paboTKy CTepuIibHOrO MCXOOHOIO Chipbs 1
KOMMOHEHTOB, €Cnu B JdalfbHehWweM He npedycMOoTpeHa CcTepunu3aums wunvm crepunuaylowas  dunbTpaums,
Heobx0aMMO OCyLLEeCTBNATEL B paboyen 30He knacca A ¢ NpoM3BOACTBEHHOW cpeaon knacca B.

39. (32) MpuroToBneHne pacTBOPOB, KOTOPbIE B XOA4E TEXHOMOrMYECKOro npoLecca noanexar CTepunuayloLlen
dunbTpaumm, JOMKHO NPOBOANTLCA B NPOM3BOACTBEHHON cpede knacca C. Ecnu cTepunuayrowas unbtpauns He
NpoBOAWTCSA, TO NOArOTOBKA MaTepuarnioB M NPOM3BOACTBO NMPOAYKUMM OOIMKHBI OCYLLECTBNATLCA B paboyven 30He
Knacca A ¢ Nnpon3BoACTBEHHOM cpenon knacca B.

40. (33) O6paboTky M HaMoNHEHWe MpOoAYKLMMK, NMPUrOTOBIIEHHOW B acCenTUYEeCKUX YCMoBUSX, HeobxoamMmo
npoBoAuTb B pabo4en 30He knacca A ¢ Npon3BOACTBEHHOW cpefon knacca B.

41. (34) Nepepady (TPaAHCNOPTUPOBKY) HE OKOHYATENbHO YKYNMOPEHHbLIX MEPBUYHLIX YMAKOBOK C MPOAYKUUEN,
Hanpvmep, NMMOMUNM3NPOBaAHHON, A0 3aBepLUeHUs Mnpouecca YKyNMOpkM HeoOXOAUMO OCYLUEeCTBMATb WM B 30He
Knacca A, HaxogsLLencs B NPOM3BOACTBEHHON cpefe kracca B, unn B repmMeTuyHbIX NepefaTtodHbiX KOHTeWHepax B
NpPoun3BOACTBEHHOM cpefe knacca B.

42. (35) lNpurotoBneHne M HamnosHEHWE CTEPUSIbHbIX Ma3el, KPEMOB, CYCMEH3WMM U 3MYyIbCU Heobxoaumo
OCyLLEeCTBNATb B 30HE Knacca A, HaxogsLencs B NPon3BoACTBEHHON cpefe knacca B, ecnv npoaykuma HaxoguTcs B
OTKPbITbIX EMKOCTSIX U B AanbHeNLWeM He NoaBepraeTcs CTepunumayoLwen punbTpaumn.

IX. MEPCOHAI

43. (36) B umcTbix 30HAX [OOMYyCKAeTCs HaxOoXOEeHUEe TONbKO MMHUMMAanbHO HeobXxoaumMoro Konm4yecTtsa
nepcoHana, Yto OCOBEHHO BaXXHO ANs acenTMYecKoro npousBOACTBA. [1pOBEpPKM M KOHTPONbHbLIE onepauuu, npwu
Hanu4MM BO3MOXHOCTU, creayeT NPOBOAUTb, HAXOASCh 3a Npeaenammy YUCTbIX 30H.

44. (37) Becb nepcoHan (B TOM 4YuChe MepcoHan, 3aHATbIA OYUCTKOW W TexXHUYEeCKUM obcnyXvMBaHUEM),
paboTaloLLmMi B TaKUX 30HAX, JOIMKEH NPOXOAUTb perynsipHoe obyyeHne no BoOMpocaM Hagnexailero npoussoacTBa
CTEPUNbHOW NPOAYKLMM, BKITKOYAs BOMPOCHI TMIMEHbl U OCHOBBI MUKpobuonormm. Ecnu cyuwlecteyeT HeobGxooumocTb
TOro, YToObl MOCTOPOHHME ML, He NpoLleLune Takoro obyveHus (Hanpumep, paboTtarowme No AOroBopy CTPOUTENU
UInn HanagunkM obopyaoBaHus), HAXOAUNNCL B YNCTOM MOMELLEHUN, TO yKa3aHHble Nnua OOMKHbI NPOUTU NOAPOGHbIN
WHCTPYKTaX 1 3a HUMU AOSMKHO BbITb YCTAHOBMNEHO CTporoe HabnoaeHve.

45. (38) Bxoa B 30HbI CTEPUITBLHOIO MPOM3BOACTBA NepcoHana, paboTalLero ¢ CbipbeM U3 TKAaHEN XXMBOTHbIX
UK KyNbTypamy MUKPOOPraHM3MOB, KOTOPbIE HE UCMOSb3YHTCA B TEKYLLEM TEXHONOMMYECKOM NpoLiecce, A0NyckaeTcs
TONbKO B Cry4yae, ecrnv nepcoHan cobniogaeT yCTaHOBIEHHbIE MpoLeaypbl B OTHOLLEHWM BXOAA.

46. (39) Heobxooumo BbIMOMHATL TpeboBaHMA K JIMYHOW TUrMeHe w uuctote. [lepcoHan, 3aHATbIN B
NPOn3BOACTBE CTEPUSIbHBLIX NEKAPCTBEHHbLIX CPEACTB, AOMKEH OblTb NMPOUHCTPYKTUPOBAH O TOM, 4TO OH 00sA3aH
coobLaTh 0 Nobbix 06CTOATENLCTBAX, KOTOPbIE MOTYT ObITh NPUYMHON PacNpOCTPaHEHUS HEAOMYCTUMBIX KONMYecTBa
U1 BUOOB KOHTAMUHAHTOB; NPY BO3HUKHOBEHUN TaKMUX OOCTOSATENbLCTB HEOOXOOUMBI NEPUOLUYECKUE MELMULMHCKME
OCMOTPbI COTPYOHUKOB. [JENCTBUSA, KOTOPble HEOOXOAMMO MNPEeAnpPUHATE B OTHOLLEHWM MepcoHana, KOTOpbIN MOXeT
CTaTb WCTOYHWKOM MWKPOOHOM KOHTaMuMHauuW, OOSDKHbI OMpefensatbCd  CneumarnbHO  Ha3HaYeHHbIM  FNLIOM,
obnagatowmm HeobXoANMbIMK MOMHOMOYUAMN.

47. (40) B umcTbix 30Hax 3anpewiaeTtcsi HOCWUTb HapyyHble Yacbl M OBENUPHbIE YKpaLleHWs, a Takke
NCNonb30BaTb KOCMETUKY.

48. (41) MNepeopeBaTbCs U MbITbCA HEOBXOOAMMO B COOTBETCTBUM C YTBEPXKAEHHBLIMW MPOU3BOOUTENEM
WHCTPYKUUAMUW, pa3paboTaHHbIMU TakuM obpa3oM, 4ToObl CBECTM K MWHUMYMY PUCK KOHTaMuMHauuuM ogexabl Ans
paboTbl B YNCTbIX 30HAX UM BHECEHWSI KOHTAMWHAHTOB B YMCTbIE 30HbI.

49. (42) Opexpa v ee Ka4yeCTBO [OOIMKHbI COOTBETCTBOBATbH TEXHOJIOMMYECKOMY MpPOLIECCY M Knaccy pabouen
30HbI. Ee Hy)XHO HOCUTb Tak, 4TOObI 06ecneynTb 3alnTy NPOAYKLUUN OT KOHTaMUHaLUN.

50. (43) OnuncaHne HeobxoanMON oaexabl ANS KaXaoro Krnacca YMCTOThbl MOMELLEHMI NPUBEAEHO HUXKE:

knacc D: Bonocbl, a Takke 6opoga M ycbl (NpyM HanMM4YuKM) OOSMKHbI ObITb 3akpbiThl. Heobxoammo HocuTb
OObIYHBIN 3aLUTHBIN KOCTIOM U COOTBETCTBYHOLLYIO 00yBb MK Gaxunbl. JOMmkHbI ObiTb MPUHATLI COOTBETCTBYHOLLME
Mepbl 418 NpegoTBpaLLeHUs obon KOHTaMUHaUUM YACTON 30HbI N3BHE;

knacc C: Bonocehl, a Takke 6opoga v ycbl (Mpy MX HanMyuumn) AOSMKHbI ObiTb 3akpbiTbl. Heobxoammo HocuTb
KOMOWHE30H MnM OpHOYHbBIA KOCTIOM, MMOTHO OOMerawwuin 3ansacTbd M MMEKLWUN BbICOKUI BOPOTHUK, a Takke
COOTBETCTBYIOLLYI0 00yBb Unn 6axmnbl. OT ogexabl M 00yBM NPaKTUYECKM HEe OOSMKHblI OTAENATbCS BOJIOKHA wUnn
YacTuLbl;

knacc A/B: ronoBHoM y6op OOMKeEH NOMHOCTBLIO 3aKpbiBaTb BOMOCHI, @ Takke 6opoay v ycbl (Mpy UX Hanu4uun), u
OOMKeH ObiTb BCTaBMEH B BOPOTHWK KOCTIOMAa, Ha Jivue HeobXooumo HOCUMTb Macky AN npedoTBpalleHus
pacnpocTpaHeHus Kanenek. Takke HeobxoAMMO HOCUTb COOTBETCTBYHOLIMM 0Opa3oM NpoOCTEPUNN3OBaHHbIE U
HeonygpeHHble Pe3NHOBLIE UMM MNACTUKOBLIE MEPYATKM M NMPOCTEPUNIUIOBAHHYKD MMM  NPOAE3NHMULMPOBAHHYIO
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00yBb. HXHWE Kkpas LTaHUH JOMKHbI ObITh 3anpaBneHbl BHYTpb 00yBUY, @ pykaBa ofexabl - B nepyatku. 3awuTHas
o4exaa NpakTU4eckn He JOSKHA BblAENSATb BOMOKOH UM YacTuL M AOMKHA 3adepXmnBaTb 4acTuubl, OTAenstoLlmnecs
oT Tena.

51. (44) YnuuHyto ogexay 3anpeLlaeTcss BHOCUTb B KOMHATbI 4SS Nepe0AeBaHUs, KOTOpble BeAyT B MOMELLEHUS
knaccoe B n C. Kaxgbim paboTtHuk B 30He knacca A/B pomkeH ObiTb obecnevyeH YMCTOM  CTEPUITbHOM
(MpocTEepUnM30BaHHOW UK NpoLUleLlelt COOTBETCTBYIOLLYIO CaHUTapHY 06paboTKy) 3aLUTHOW OAEXO0N Ha KaxAayto
pabouyto cmeHy. lNepyaTkn Bo Bpems paboTbl HeoOXooumo perynsipHo gesvHduumpoBaTb. Macku n nepyatku
HeOOXOAMMO MEHSITb, MO KpaHEN Mepe, KaXaylo CMEHY.

52. (45) Opgexay Anst YNCTbIX NOMELLLEHNIA HEOOX0ANMO ounwaTh 1 obpabaTtbiBaTh TakMMm obpas3om, 4TOOblI OHa
BMOCNEACTBUN HE CTAHOBMIACh NPUYMHON KOHTaMUHAUMWU. DTN onepaumm OO0JDKHbI BbIMOJIHATLCA B COOTBETCTBUMM C
YTBEPXKAEHHBIMU MHCTPYKUMAMKU. NS noaroToBKM TakoW OAEXAbl >KernaTenbHO WMEeTb OTAENbHble npaveyHble.
HenpaeunbHasi 06paboTka ogexabl NoBpexaaeT BOSIOKHA TKaHU, YTO yBENMYMBAET PUCK OTAENEHMS YacTULL.

X. MOMELWEHWA

53. (46) B umcTbix 30Hax BCE OTKPbITbIE MOBEPXHOCTM [OOSKHbI ObITb rMNagkuMu, HEMPOHULAEMbIMU W
HEMNOBPEXAEHHBbIMKN, YTOObI CBECTU K MMHMMYMY 0Opa3oBaHMe U HaKOMMeHMe YacTul, N MUKPOOPraHM3MOB, a Takxke
NO3BOMATb MHOIOKPaTHO NPUMEHATH MOKOLLME U, NPY HEOBXOANMOCTU, Ae3nHMUMpYIOLLMe CPeaCTBa.

54. (47) Ona yMeHbLUEHMS HaKOMMeHWUs Mbinu U obnerdeHns ybopkM B MOMELLEHUSX He OOMMKHO ObiTb He
NoAAaKLLMNXCS OYNCTKE YINYyONeHnii n JOMKHO ObiTb KaK MOXHO MEHbLUE BbICTYMALWMX Kpaes, MOJOK, LWKadoB K
o6opynoBaHus. [JBepu JOMKHbI ObITb CKOHCTPYMPOBaHbI 6€3 yrnyoneHn, He4OCTYMHbIX AN OYMCTKW, UCMONb30BaTb
pas3aBWXHbIE ABEPU HEXenaTenbHO.

55. (48) [llopBecHble MOTONMKM AOMKHbI OblTb rEPMETUYHBIMKM C Lenbl MNpeaoTBpalleHnss nonagaHus
KOHTaMWHaHTOB 13 NPOCTPAHCTBA HaZ HUMW.

56. (49) MoHTax TpybonpoBoAoB, BO34yXOBOAOB U Apyroro obopyaoBaHMs HEO6X0OUMO BbIMOMHATL TaK, YTOObI
He ObINo yrnybneHnin n He3akpbITbIX OTBEPCTUI, @ TakKe OTCYTCTBOBANMN MOBEPXHOCTU, HE AOCTYMHbIE A4St O4YUCTKN.

57. (50) 3anpeluaeTcs ycTaHaBnvMBaTb pPakoBMHbI M CrMBbl B 30Hax knacca A n B, ucnonb3yembix Ans
acenTnyeckoro npomnssoAcTea. B gpyrmx 3oHax Heobxoaumo npegycMmaTpmBaTh paspbiB CTPyU Mexay obopyaoBaHMem
N KaHanmM3auMoHHon Tpybon (BopoHkor). CTOKM B MOMy B YUCTbIX KOMHaTax C Gonee HU3KMM KnacCoM YUCTOThI
OOMMKHbI B6bITb 06ecneyeHbl cupoHamy Unm rnaposaTBopaMu Ang npefoTepalleHms obpaTHOro NoToka.

58. (51) KomHaTbl Ans nepeofeBaHUs AOMKHbl OblTb CKOHCTPYMPOBAHbI Kak BO34YLUHbIE LUMO3bl U OOSKHbI
ncnonb3oBaTbCcsa AN obecneyeHnss PU3M4ECKoro pasgeneHns pasHbiX 3TarnoB CMEHbl ogexabl W, Takum obpasom,
CBOAUTb K MWHMMYMY KOHTaMuMHaumilo 3alMTHOM ofexabl MWUKpoopraHmamamu u 4vactmuamu. OHM  OOJDKHBI
achdpekTnBHO obTeKaTbCA OTHUMNBTPOBAHHLIM BO3OyxOM. 30Ha nepes BbIXOOOM W3 KOMHATbl (MOMELLeHWs) ans
nepeoaeBaHns B OCHALLLEHHOM COCTOSIHMM AOMKHA MMETb TOT e KIacc YMCTOTbI, YTO M 30HA, B KOTOPYHO OHa BeaeT. B
HEKOTOPbIX cryvyasax ANns BXOA4a B YMCTble 30Hbl U BbIXOAa M3 HUX LenecoobpasHo UMeTb OTAENbHble KOMHaTbI
(nomeLLeHuns) ons nepeogeBanus. Kak npaBuno, ycTpocTea Ans MbiTbs PyK AOMKHbI ObiTh TONBKO B Havane KoMHaT
ONns nepeofeBaHus.

59. (52) Ob6e OBepy BO3QYLUIHOIO LWUMHO3a HE MOryT ObiTb OTKPbITbl OAHOBPEMEHHO. [ns npefoTBpalleHust
OOHOBPEMEHHOIO OTKpbIBaHUs Gonee ogHom ABepw AomkHa paboTatb OnokupoBoyHass cuctema wnmM cuctema
BU3yanbHOro 1 (Mnn) 3ByKOBOTO MpeaynpexaeHus.

60. (53) lMNogaya oTMNBLTPOBAHHOIO BO3AyXa AOMKHA MOAAEPXKMBATb MONOXMUTENbHbLIA Nepenag AaBneHus
OTHOCUTENBHO NPOU3BOACTBEHHbLIX 30H C 6OMee HN3KNUM KnaccoM npu Bcex paboumx ycrnoBusiX, a BO3AYLUHbIA MOTOK
JorkeH addekTnBHO 00TeKaTb 30HY. CMEXHbIE NOMELLEHNSI C PA3HbIMU KNaccamm YUCTOTbI JOMMKHbI UMETb PasHULLy
B Aasnexumn 10 - 15 Na (HopMmaTuBHOEe 3Ha4veHne). Ocoboe BHMMaHWe crnegyeT yaensaTb 3almTe 30Hbl HanbomnbLUMX
PpWCKOB AMs KayecTBa MpogyKkuuu, TO eCTb NPOM3BOACTBEHHOW Ccpede, HENOCPeACTBEHHOMY BIUSIHUIO KOTOPOW
noggepraeTcs MNpPOAYKUMS MMM OYULLEHHbIE KOMMOHEHTbI, KOHTaKTUpylowWme ¢ npogykumen. [onyckarTcs pasHble
BapvaHTbl B OTHOLLEHMM Nogayvn Bo3ayxa v nepenaja AaBneHui, koTopble MOryT notpeboBaTbCcs U3-3a NPUCYTCTBUSA
HEKOTOPbIX MaTepuanos, B YaCTHOCTU, NMaTOreHHbIX, BbICOKOTOKCUYHbIX, PaOMOaKTUBHBIX WU XUBbIX BUPYCOB UMK
DakTepuanbHbIX MaTepuanoB, WUNU npenapaTtoB M3 HUX. [Nsi HeKoTopbIX onepauun MOXeT OblTb Heobxoguma
OEKOHTaMVHauusi noMeLleHnin n obopynoBaHus 1 obpaboTka Bo3ayxa, yaansieMoro U3 Y4CToN 30Hbl.

61. (54) HeobxogmMmo noaTBepauTb, YTO HanpaBfieHWE BO34YLUHbIX MOTOKOB He MNpPeAcCTaBrfsieT PUCKOB AJis
KOHTaMuHaLuMm NpoaykTa, B TOM YMChe criefyeT yaoCTOBEPUTBLCS, YTO B 30HY, NPeACTaBNAlLYy0 HaubonbLlune pucku
Ons KayecTBa MpoAyKTa, C BO3AYLUHbIM MOTOKOM He MOCTYnakT 4acTuubl, UCTOMHMKaAMW BblAEMNEeHUs KOTOpPbIX
SABNSATCA 00CNY>XMBAKLLMIA NEpPCOHar, BbIMOMIHAEMas onepaums nnm obopyaoBaHume.

62. (55) JomkHa BbITb NpeaycMOTpeHa cUCTEMa aBapUHOTO onoBeLleHns 06 OTKase CUCTEMbI BEHTUNALMM.
Ecnu pasHuua B gaBneHun mexay ABYMSI NOMELLEHNSIMU SBMASETCHA KPUTUYHON, MexXay HUMKU HeobXxoanmo yCTaHOBUTb
AaTyvkn nepenaga gasneHus. 3HayeHus nepenaga gaBneHus HeobxoaMMO perynsipHo 3anucbiBatb UM ogopMNATb
[OKYMEHTanbHO UHbIM CNOCOGOoM.
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Xl. O6OPYJOBAHWE

63. (56) He ponyckaetcs, 4Tobbl Yepes Neperopoky, OTAENALWY 30HY kracca A unu B ot npon3BoacTBEHHON
30HbI C bonee HM3KOM YMCTOTON BO3AyxXa, Npoxoauna neHTa KoHBenepa, 3a UCKMoYeHneM criydaes, Korga cama feHTa
noagepraeTcs HeENpPepbIBHOM CTEpMnM3aLmm (Hanpumep, B CTEpUNM3aLMOHHOM TYHHENE).

64. (57) ObopynoBaHue, PUTUHIM (MECTa COEAMHEHNS) U 30HLI OOCNY>XUBaAHUS PEKOMEHOYETCHA MPOEKTUPOBAaTL
M yCcTaHaBnuBaTb Takum obpasoM, 4ToObl paboTbl ¢ obopyaoBaHMEM, €ro TexHWYeckoe OBCNyXMBaHME UM PEMOHT
MO>HO ObINI0 MPOBOAUTE CHaPYXW YNCTOM 30HbI. ECnn Heobxoguma ctepunuaaums, To oHa OormkHa OblTb MpoBeAeHa
nocrie MakcMmMmaribHO NosiHoM cbopkn obopyaoBaHUS.

65. (58) Ecnn TexHuyeckoe obcnyxuBaHne oOOpyaoBaHUA ObiNo NPOBEAEHO BHYTPU YMCTOM 30HbI W
Heo6Xxo4MMble HOPMbI YACTOTbI U (MMN) acenTuky Obinu HapyLleHbl BO BpeMs 3Tol paboTbl, TO 30Ha [OMKHA ObiTb
ouulleHa, npoaesnHduLmMpoBaHa W (MnNu) npocTepunu3oBaHa (B 3aBUMCUMMOCTM OT TOro, 4YTO MNOAXOAMT) [0
BO30OHOBNEHMS NpoLecca.

66. (59) YcraHOBKM Ons MOArOTOBKM BOAbI M CUCTEMBbI €€ pachnpeferneHvns criegyeT MNpoeKTUpoBaTh,
KOHCTpyupoBaTb U 9KCMfyaTMpoBaTb Tak, 4YTOObl obecneunTb HagexHoe obecnedyeHne BOOOW COOTBETCTBYHOLLETO
KayecTBa. VIx Henb3sa akcnnyaTnpoBaTb CBEPX MPOEKTHOM MOLLHOCTU. Boay Anst MHbekumii Heobxoanmmo Npon3BoauTb,
XpaHWUTb 1 pacnpeaendatb TakuMm 06pa3oM, 4YTobbl NpeaoTBpaTUTb POCT MUKPOOPraHM3MOB, HampuMep, 3a cyeT ee
NOCTOSAHHOM LMPKynauuu npy temnepaTtype Boiwe 70 °C.

67. (60) Bce obopynoBaHue, Takoe Kak CTEpWUnM3aTopbl, CUCTEMbl 00paboTkM W uUNbTpauMM BO3OyXa,
BO34yLUHbIE N ra3oBble (PUNBbTPbI, CUCTEMbI 0OPabOTKM, MOMYyYEHWs, XpPaHEHUS M pacnpeferieHns BoAbl OOJIKHbI
noanexaTb Banugauuu 1 NraHoBOMY TEXHUYECKOMY OOCMNY>XMBaHMIO, a HA UX NOBTOPHOE BBeAEHME B 3JKCniyaTauuio
[OIMKHO ObIThb BblAAHO pa3peLleHne NMuoM, MMEKOLWUM COOTBETCTBYIOLLME MONTHOMOYUS.

Xll. CAHUTAPHAA OBPABOTKA

68. (61) CanntapHas obpaboTKka YMCTbIX 30H UMeeT 0Co0b0 BaKHOE 3HayeHue. 30Hbl HeobxoouMo TaTenbHO
oyUwaTb B COOTBETCTBMM C YTBEPXKOEHHOM MPOM3BOAUTENEM WHCTpPyKUMen. B crydyae npoBedeHus aesnHdekumnn
OOMKHbl MPUMEHSATLCS] HECKONMbKO TUMOB AE3VHMUUUPYIOWMX CPeAcTB. Ons BbiSBNEHUS pPasBUTUS PE3UCTEHTHbIX
LITAMMOB MMUKPOOPraHM3mMoB HeOOX0AMMO NPOBOAUTE PEryNSAPHbIA KOHTPOSb.

69. (62) Motowme W [e3vHUUMPYIOWME CPeAacTBa HeobxoAMMO  KOHTPONMMpoBaTb B OTHOLUEHUU
MUKpoGUuonormdeckon YncToThl. MIx pactBopbl HEOOXOAMMO AepXaTb B NpeaBapUTENbHO OYULLEHHBLIX KOHTENHepax
(Tape) n XpaHuUTb NUWb Ha MPOTSHKEHWM YCTAHOBIIEHHBIX CPOKOB, 3a MWCKIIIOYEHWEM Tex pacTBOPOB, KOTOpbIe
npoctepunuaosBaHbl. Mowwue 1 AesnHpUuupylowme cpeactsa, ucnonb3yemMble B 30Hax knaccos A u B, nepepg
NCNonb30BaHMEM AOIMKHbI OblTb CTEPUNBbHBLIMU.

70. (63) Onsa cHWxeHNss MUKPOBHOWM KOHTaMMHALUMW B HEOOCTYMNHBIX MecTax MOXeT ObiTb nonesHa cymuraumns
YNCTBIX 30H.

Xlll. TEXHONOTMMYECKWI MPOLIECC

71. (64) Ha Bcex crtaguax nNpou3BOACTBA, B TOM 4YWCNEe Ha CTagusax, MNpealecTBYOLWMX CcTepunusauum,
Heo6Xo4MMO NPUHUMATL Mepbl, CBOAALLNE K MUHUMYMY KOHTaMUHALMIO.

72. (65) Npon3BOACTBO NEKAPCTBEHHbLIX CPEACTB MUKPOOMONOrMYECKOro MPOUCXOXKAEHNS UITN HAMOJTHEHWE VMM
B 30Hax, MWCMNonb3yeMblX ANA MpOM3BOACTBA [APYruX IekapCTBEHHbIX CpPeAcTB, He JonyckaeTtcs. BakuwuHbl,
cogepxaiwime ybuTble MUKPOOpraHuMaMbl WM OakTepuanbHble 3KCTPakTbl, MOCMe WHaKTMBauuuM MOryT ObiTb
paccacoBaHbl B TEX Xe NOMELLEHUSIX, YTO U APYrne CTepurbHbIe NIeKapCTBEHHbIE CpeacTBa.

73. (66) Banugaumsa npoueccos, NPOBOAUMbIX B aCENTUYECKUX YCIOBUSIX, OOJPKHA BKMYaTb MOAENMpOBaHUE
npoLiecca C MCMNonb3oBaHMEeM nNUTaTenbHOM cpefdbl (HanonHeHve nuTaTtenbHbIMU cpefamu). lNMutaTenbHylo cpeny
HeobXxoaMMO BbIOMpaTb C Yy4eTOM rleKkapCTBEHHOW (QOpMbl NeKapCTBEHHOro npenapaTa, a Takke CenekTMBHOCTW,
NpO3payvyHOCTH, KOHLEHTPaLUN 1 NPUrOAHOCTU NUTATENBHON Cpeabl ANS CTepunusaumu.

74. (67) MogenupoBaHue npouecca A0SMKHO Hanbonee TOYHO MMUTUPOBAaTb CEPUIAHbLIN NMPOLIECC acenTU4ecKoro
NpoM3BOACTBA M BKMOYaTb B cebsa ero nmocrnegoBaTefibHble KpUTUYEeCkue ctaguun. Takke HeobxoaMMO y4uuTbiBaTb
pasnuyHble BMeLIaTenNbCTBa, KOTOPblE MOryT BO3HMKHYTb BO BpeMsi 0ObIMHOro Npon3BOACTBEHHOIO NpoLecca, a Takke
cuTyauum "HamxygLiero cny4das”.

75. (68) MopenvpoBaHne npouecca nNpu NepBoHa4yanbHOW BanuaalMuM  OOIDKHO — BKMYaTh  Tpwu
nocnefoBaTenbHbIX YOOBNETBOPUTESNBbHbIX WCMbITAHUSA [ANA KaXOOW CMeHbl onepatopoB. B panbHeriwem  umx
HeoOXOAMMO MOBTOPSATE Yepe3 YCTaHOBIEHHbIE MPOMEXYTKM BPEMEHW, a Takke nocrie mwboro CylecTBEHHOro
N3MEHEHNSI B CUCTEME BEHTUNSALMM U KOHOULMOHMPOBAaHNS BO34yxa, B 0DOpygoBaHuM, npouecce Wnm KonvyecTse
cmeH. MogenupyoLwme npoLecc UCNbITaHUS JOIMKHbI MOBTOPATLCS ABaXAbl B 04 4SS KaXO0M CMEHbl onepaTopoB U
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Kaxxgoro npouecca.

76. (69) KonnyecTtBo KOHTENHEPOB (MEPBUYHBIX YNAKOBOK), NPeAHa3Ha4YeHHbIX ANna (hacoBKU NMTATENbHBLIX cpes,
OOIMKHO ObITb AOCTaTOYHBbIM, YTOObLI O0bGecneunTb OOCTOBEPHYK OueHKy. B cnydae Hebomnblux cepuii KONMMYECTBO
KOHTENHEepoB 4118 (PacoBKM NUTaTEeNbHbIX cpeq OOJPKHO, KaKk MUHUMYM, COOTBETCTBOBaTb pa3Mepy Cepun npoayKumu.
Heobxoanmo cTpeMuTbCs K OTCYTCTBUIO pOCTa MUKPOOPraHU3MOB, MpUM 3TOM MoAfiexaT NPUMEHEHUO criegyouime
HOPMbI:

a) ecnu HanomnHsnmu meHee 5 000 eavHuy, MpogyKuWMW, HE OOMKHO ObiTb HU OOHOWM KOHTaMWHUPOBAHHOM
eOVHNLbI;

6) ecnu HanonHsnm ot 5 000 go 10 000 eguHUL, NPOAYKUUK, TO:

ogHa (1) KOHTaMUHMPOBAaHHAas efuHWUa SBMSETCH OCHOBaHWEM Afs paccrefoBaHUs MPWYUH M NMOBTOPHON
acoBKM NUTATENbHbLIX CPEA;

OBe (2) KOHTaMUHUPOBaHHbIE eAMHULbI - NPOBOAUTCA paccnefoBaHe NPUYMH U NOBTOPHadA Banvaaums;

B) ecnu HanonHanwu ceelwe 10 000 eguHuy, TO:

ofHa (1) KOHTaMUHMPOBaHHas eguHKLLA ABMAETCS OCHOBAHWEM Afsl paccriefoBaHUs NPUYNH;

OBe (2) KOHTaMVMHUPOBaHHbIE €AVHULBI - NPOBOAUTCS paccrefoBaHUe NPUYMH 1 NOBTOPHAas Banugauus.

77. (70) MMpu noBOM KONMMYECTBE MEPBUYHBIX YMAKOBOK C MUTATENbHOWM CpPedon nepuoanyveckme criyvyau
0BHapyXeHUs MUKPOBHON KOHTaMMHaLUM MOTYT yKa3biBaTb Ha Hannune HebOonbLUMX YPOBHEW KOHTaMWHAHTOB, YTO
JOMKHO ObITb paccnenoBaHo. [lpu  oBHapy>XeHUW 3HaAYUTENbHOM MUKPOOHOM KOHTaMuHauuMM  Heobxooumo
paccMoTpeTb BO3MOXHOE BIIUSIHNE Ha CTEPUITbHOCTb CEPUNA, BbIMYLLEHHbIX NOCIe NPoBeAeHUs NOCNeaHUX YCMEeLUHbIX
UCMbITaHWI C HAMOJTHEHWEM NUTaTENbHBIMU Cpegamu.

78. (71) Heobxognmo obecneuntb yCnoBusi, Npu KOTOPbIX fobas Banvgauus He co3gaeT puck Ans
TEXHOJOIMYECKMX NPOLIECCOB.

79. (72) NcTtouHunkn BogocHabxeHus, obopygoBaHme st NOAroTOBKU BOALI M NPUIOTOBIIEHHAA Boga noanexat
perynsapHoOMy MOHUTOPUHTY Ha HanuumMe XMMmM4eckux u BMonornyecknx KOHTaMMHaAHTOB U B HEOBXOOUMBIX Cnydasix Ha
3HOOTOKCUMHLI. Pe3ynbTaTbl MOHUTOPWMHra U NoObIX NpeanpuHATBIX  OEWCTBUA  Heobxoammo  odopMNATb
OOKYMEHTanbHo.

80. (73) B umcTbIx 30Hax, ocobeHHO B xo4e npoLecca acenTu4eckoro Npon3BOACTBa, AeSATENbHOCTb NepcoHana
OOMKHa ObITb MMHMMAIBLHON, @ ero NepeaBmKeHne JOIMKHO ObiTb pa3MepeHHbIM 1 KOHTPONMpyeMbiM BO u3bexaHue
N36bITOYHOrO BbIAENEHNSA YacTUL, U MUKPOOPraHM3MOoB, OOYCMOBMEHHOTO MOBbLILLEHHOW ABUraTeNbHOW aKTUBHOCTLIO.
Temnepatypa M BNaXHOCTb OKpyXatlolle cpedbl AOMKHbl OblTb HE O4YeHb BbICOKMMMU, 4YTOObI He co3agaBaTb
auckomdpopTa ¢ y4eTOM CBOMCTB UCNOSb3yeMON oaexabl.

81. (74) MwukpoOHasa KOHTaMUHAUMA WCXOOHOIrO Cbipbsi WU MaTepuanoB [OMMKHa ObiTb  MWHUMANbHOWM.
Cneuundukaumm Ha HUX SOIDKHbBI BKIOYaTh B ceba TpeboBaHMs K MUKPOOMONOrMYeCKON YMCTOoTE.

82. (75) B uncTbix 30Hax HeOOX0AUMO CBOAMTL K MMHUMYMY Hanmyne KOHTEMHEPOB 1 MaTepuanoB, OT KOTOPbIX
BO3MOXHO OTAENEHNE BOSTOKOH.

83. (76) Heobxogumo npuHMMaTh Mepbl MO NpeAoTBPALLEHNIO KOHTaMWUHALMM FOTOBOW NPOAYKLMU YacTULaMU.

84. (77) Mo okoHYaHUM npoLiecca OYNCTKN KOMMNOHEHTOB, KOHTEMHEPOB M 000PYAOBaHUS C HUMWU Heobxoanmo
obxoauTbca Tak, YTobbl HE Mponcxoanna Ux NOBTOPHas KOHTaMUHaUMS.

85. (78) VHTepBanbl BpeMeHM Mexay MOWKOW, CYLLUKOW W CTepunusaumen KOMMOHEHTOB, KOHTEMHEPOB WU
o6opynoBaHus, a Takke Mexagy ux ctepunusaumen n nocrneayoLmm NCnonb3oBaHMeM AOIMKHbI OblTb MUHUMAaNbHbBIMU
N UMETb OrpaHnYeHme No BPEMEHU, COOTBETCTBYIOLLEE YCITOBUSIM XPaHEHMS.

86. (79) Bpema mexagy HayanoMm nNpUroTOBIEHWS pacTBopa WM ero Ccrepunu3auvMen uUnuM CTepurnuayoLlen
unbTpaumen JOMKHO OblTb MUHUManbHbIM. [Ns kaxaoro Buga npoaykumm HeobxoaMmo YCTaHOBWUTbL MaKCUMarbHO
JOMyCcTMMOE BPEMS C YYETOM €€ COCTaBa M YCTAHOBITEHHOIO NOPSAKa XpaHEHUS.

87. (80) MNepea cTrepunusaumen HEOOXOANMO KOHTPONMPOBaTb YPOBEHb MUKPOOHOW KOHTaMuUHaUuKU. [OmKHbI
ObITb yCTaHOBMNeHbl paboune rpaHvubl KOHTaMUHAUMKM  HEMNOCPEeACTBEHHO Mepeqd cTepunusauuen, KoTopble
COOTHOCATCA C 3(EKTUBHOCTBIO MCMOMb3YyeEMOro MeToga. YpPOBEHb MUKPOOHOW KOHTaMuHauuM Heobxoaumo
KONMYECTBEHHO ONpefensTb AN KaXOoW cepun Kak Npoaykuuu, HamofHEeHHOM B acenTUYecKUX YCroBUAX, Tak U
npoaykuun, noasepraemMon (puHULIHOWM cTepunu3auuun. Ecnv Ong nekapcTBeHHbIX npenapaToB, MOABepraemMbix
(PUHWLLHOM CTepunM3auny, YCTaHOBMEHbl 0Oonee XecTkue napameTpbl CTEpPUNU3aLuKn, YpOBEHb MUKPOOHOM
KOHTaMMHaLMN MOXHO KOHTPONMPOBATbL TOMbKO Yepe3 COOTBETCTBYHOLIME MHTEpBarbl BPEMEHU COMMacHoO rpaduky.
Mpu ncnonb3oBaHWM CUCTEM BbIMycKa MO mapameTpaM oOnpederieHne MUKPOOHOW KOHTaMmuHauum Heobxoammo
NPOBOAMUTb AN KaXXA0W CeEpUM 1 paccmaTpmBaTb Kak WCMbITaHME B npouecce npousBoactBa. [pn HeobxoammocTu
OOIMKEH OCYLLECTBATLCHA KOHTPOMb YPOBHSA 3HOOTOKCMHOB. Bce pacTtBopbl, OCOGEHHO WHGY3MOHHbIE XWUAKOCTU
fonbloro obbemMa, HeobxooMMO MOABepraTb cTepunuaylollen dunbTpaumMm no BO3MOXHOCTU  HEMNOCpPenCTBEHHO
nepen HanosHEHNEM.

88. (81) KoMnoHeHTLI, KOHTEMHEPbI, 060pyAoBaHMe 1 Ntodble apyrue npeamMeTbl, HE0OXoANMbIE B YNCTON 30HE,
0COBeHHO Mpu paboTe B acenTU4ecKMx YCroBMSX OOMMKHbI OblTb MPOCTEPUNN30BaHbl U MNepedaHbl Tyda 4epes
BMOHTUPOBAHHbBIA B CTEHY MPOXOAHOW CTEpMnM3aTop C [OBYCTOPOHHWM  OOCTYNMOM WM UHBIM  Clocobom,
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npefoTeBpaLlaloLMM KOHTaMuUHauuio. Heroproune rasbl JOMKHbI NPOXOAMTL 4epe3 uUNnbTpbl, 3ajepkuBarolime
MUWKPOOPraHn3mbl.

89. (82) 3dhdekTMBHOCTL NM0HGOro HOBOro MpoLecca AoSkHa ObiTb NOATBEPXAEHaA NpU Banuaauum, KOTOPYH
HeobX0AMMO perynspHoO NOBTOPSATb B COOTBETCTBMM C MITAHOM, YYUTbIBAOWMM rpadvKk JKCnnyaTaumm, a Takke npu
nobom 3HAYMTENBHOM N3MEHEHMM B NpoLiecce unu obopygoBaHun.

XIV. CTEPUNN3ALINA

90. (83) Bce npouecchbl cTepunusaumm AoMmkHbl nponTtn Banvaaumio. Ocoboe BHUMaHMe Heobxogumo, ecnuv
NpUMeHsAEeMbI METOA CTepunusaumm He onucaH B [ocygapctBeHHOM hapmakonee Poccuiickon Pepepauun mnm
nucnonb3yeTcs Ansa NpoAyKTa, He SABMSLWErocs NPpoCTbiM BOAHBIM MW MacnsiHbiM pacTBOpoM. [pegnovtuTenbHbIM
SBMSieTCA MeToq TepMudeckon crepunusaumm. B nwbom cnydyae meton crepunusaumm [OSMKEeH COOTBETCTBOBaTb
NNLEH3MM Ha NPOU3BOACTBO U PErMCTPaLMOHHOMY A0Che.

91. (84) MNepepn BeIGOpOM MOOOro mpouecca cTepunu3aumm HeobxoAMMO NPOAEMOHCTPUPOBATL C MOMOLLBIO
PU3NYECKNX U3MEPEHUI U, ECITM BO3MOXHO, OMONOrMYeCcKMX MHOUKATOPOB, YTO OH NMOAXOAWT 4SS AaHHOW NpoayKunum 1
acpdekTuBEH ONA OOCTMXKEHUS HeobXoAMMbIX YCMOBUW CTEpunm3aumMmM BO BCEX 4acTaxX KaXZoro Tuma  3arpysku.
Banugaumtio npouecca He06X0AMMO NOBTOPATL Yepe3 YCTAHOBIEHHbIE rPaddMKOM MPOMEXYTKUA, HO HEe pexe OAHOro
pasa B rof, a Takke Bcerga B Cnyyae BHECEHMUS CYLLIECTBEHHbIX U3MEHEHWI B obopyaoBaHue. Heobxoanmo XxpaHuTb
3anucu ¢ pesynbTaTamu.

92. (85) ns achdeKkTMBHONM CTEpPMNM3aLIMM BECb MaTepuan B LEeNoM JOMKeH ObiTb NoABEpPrHyT HeobxoanMon
o6paboTke, a npoLecc opraHn3oBaH Takum 0b6pa3oM, 4YTOObI rapaHTMpoBaThb, YTO AOMKHaA 3cdeKkTuBHOCTL OyaeT
OOCTUrHyTa.

93. (86) [nsa Bcex nmpoueccoB CTepunusaumMm OOMKHbl ObiTe padpaboTaHbl M OOSMKHBbI MPONTU Banuaauuio
cnocobbl 3arpysku.

94. (87) NprMeHeHne BUONOrMYecKkMX MHONKATOPOB OOIMKHO paccMaTpuBaTbCs TONMBbKO KaK AOMOSTHUTENbHbIN
METOZA KOHTPOIs cTepunu3aumn. buonormyeckne nHamkaTtopbl HEOOXOAMMO XPaHUTL U NCMOMNb30BaTb B COOTBETCTBUM
C VIHCTPYKUMAMU MNPOU3BOOUTENS, @ MX Ka4eCTBO KOHTPONMpOBaTb MEeTodamy MO3WTUBHOIO KOHTpons. B cnydvae
NCMNomnb30BaHNs BUONOrMYECKUX MHONKATOPOB HEOOXOOUMO MPUHATL CTPOrMe Mepbl, NpegoTBpaLlaolme MUKPOOHYHO
KOHTaMMHaLMIO OT CaMUX NHONKATOPOB.

95. (88) omkHbl BbITE YeTKO onpedeneHsl Mepbl, obecnevvBarowne pasgeneHve NpoaykLuum, NpoleaLlen n He
npowlelien ctepunusaumio. Ha kaxxgon KopsvHe, NOTKE WNU OPYron eMKOCTU ANS MPOAYKUMM MMM KOMMOHEHTOB
JOmkHa ObiTb YeTkas 3TMKETKAa C HaMMEHOBaHMEM MaTtepuana, HOMEPOM CepUMM W YyKasaHWeM, NpoLlen OH
cTepunusauuio unm Het. lNpu HeobGxoguMOCTM MOryT ObiTb MCMONb30BaHbl TakMe WHAOMKATOPbI, Kak aBTOKMaBHas
neHTa, AN yKkasaHus Toro, npowna nv cepust (MM 4YacTb Cepun) Mpouecc CTepunusaumn, OOHAKO OHM He JaioT
[OCTOBEPHOIo NOATBEPXKAEHUS TOr0, AENCTBUTENBHO NN CEPUSA CTEpPUIbHA.

96. (89) Onsa kaxgoro uuMkna crepunusauum HeoBXOAMMO COCTaBNATb 3anucK, KOTopble [OMXHbl ObITb
yTBEPXAEHbI B paMKkax npoueaypbl BblAayn paspeLleHns Ha BbiMyCK CepUN.

XV. TEPMUYECKAA CTEPUITN3ALINA

97. (90) Kaxgplv UuKn TepMUYeCcKon cTepunusauumn AormkeH 6biTb 3anncaH B BUAe guarpammbl B KOOpAuHaTax
BpeMs-TemnepaTypa B JocTatodHo 6onblwioM MacwTtabe wnu ObiTb 3aperncTpupoBaH C MOMOLLLIO  ApYroro
COOTBETCTBYHOLEro 0b60pyaoBaHMs, UMEIOLLEro HeobxoaMMyo MPaBUIIBHOCTb M TOMHOCTb. MecTo pacnonoxeHus
TemnepaTypHbIX 4aT4YMKOB, UCMOMb3yeMbIX ANs KOHTPONst U (Unu) 3anvcu, JOJKHO ObiTb onpedeneHo BO BPeEMS
Banvgauum n B criydyae HeobxoOMMOCTVM TakkKe MPOBEPEHO C MOMOLLBK APYroro He3aBUCUMOrO TemnepaTypHOro
AaTynka, pacnosioXeHHOro B TOM e MecTe.

98. (91) OonyckaeTcsa ncnonb3oBaTb XMMUYECKUE N BUONOTMYECKME MHONKATOPBI, HO OHW HE [OMKHblI 3aMEHATb
nposefeHne PU3NYECKUX U3MEPEHNIA.

99. (92) fomkHo ObITb NPEaYCMOTPEHO LOCTATOMHOE BPEMS, YTOObI BECb 00BEM 3arpy3ku 4OCTUI HEOOXOAMMON
TemnepaTypbl 40 TOro, Kak byaeT Ha4yaT oTCYeT BPpEMEHM CTepunm3aumnn. OTOT Nepuog AOMKeH ObiTb onpeaeneH Ans
Ka)KOoro Tvna CTepunnayemon 3arpy3sku.

100. (93) Nocne 3aBepLUeHUs BbICOKOTEMMNEPATYPHONM (hasbl LUKNa TEPMUYECKON CTEPUNM3aALUN LOMKHbI OblTb
MPVHATBI MePbl NPEAO0CTOPOXHOCTU, NpeaoTBpaLLaloWmMe KOHTaMUHaLMI0 NPOCTEPUNM30BaHHON 3arpy3ku BO BpeMs
oxnaxaeHus. Jliobaa oxnaxgawlwas >XWOKOCTb UMM a3, KOHTaKTUpylwue ¢ npoaykuuen, [AOMmKHbl  ObiTb
NpOCTEPUNN30BaHbLI, KPOME Cry4aeB, Koraa BO3MOXHOCTb WUCMOMb30BaHUS HerepMeTUYHbIX YNakoBOK WMCKMYEeHa U
npvBeAeHbl COOTBETCTBYIOLLME JOKA3aTENbCTRA.

XVI. CTEPUNTN3ALINA NMAPOM
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101. (94) MNpwn cTepunmnsauumn Nnapom HeobXoOUMO KOHTPONMPOBaTL TEMMNepaTypy 1 AaBneHne. PekomeHayeTcs,
4YTOObI CpeAcTBa ynpaBneHus Obinv He3aBUCUMbI OT CPEACTB KOHTPONSA M 3anvcbiBaloLLMX YCTPorcTB. Ecnn ana aton
Lenu NCrorb3yTcs aBTOMaTUYECKME CUCTEMBI YIPABMEHUS U KOHTPOSSl, OHW AOMKHbl MPOWTM Banugauunio, 4ToObl
rapaHTMpoBaTb MX COOTBETCTBME TpeboBaHNAM K KpMTUYECKOMY Mpoueccy. HapylweHns B xode npouecca LOJKHbI
perncTpmpoBaTbCa CUCTEMON U HAXOAUTBLCA NMOoA HAA430poM onepartopa. B xoge npouecca ctepunusaumm nokasaHus
He3aBMCMMOro AaTyuka TemMmnepaTtypbl HEOOXOAMMO MOCTOSIHHO CBEpPATb C AaHHbIMW AuarpamMmbl 3arnucbiBaOLLErO
yCcTpoKncTea. [na cTepunm3aTtopoB, UMEILLMX CTOK B AHE KaMepbl, MOXET BO3HWMKHYTb HEOOGXO4MMOCTb perMcrpauum
TemnepaTtypbl B 3TOW TOYKE B TEYEHME BCEro UMKna crepunu3aumn. Ecnv B uUMKn cTepunu3aumy BXOAWT aTan
BaKyyMMUpOBaHUs, TO He0HBXOOUMO perynsipHO NpOBOANTb MPOBEPKM KaMepbl Ha FrepMETUYHOCTb.

102. (95) Ctepunuayembie NnpeameTbl, HE HAXOAAWMECS B repMETUYHbIX YNaKoBKaX, AOSHKHbI OblTb 3aBEPHYTHI B
MaTepwuarn, NpornyckawLmn BO3AyX 1 nap, HO NpegoTBpaLLaoLLMiA MOBTOPHYI0 KOHTAMUHAUMIO 3TMX NPegMeToB nocne
ctepunusaummn. Heobxoammo o6ecneynTb KOHTAKT BCEX YacTen 3arpy3ku CO CTEPUNUIYIOLLUM areHToOM nNpu 3adaHHbIX
TemnepaType U BpEMEHMU.

103. (96) Heobxoammo obecneunTb, 4TOObI 4N1A CTEpMnn3aumMm NpUMEHSANCA nap Hagnexallero kavecrtsa, He
COAEepXXallMn Takoro KOnuM4yecTBa MNpuMMecen, KOTOpoe MOrfo Obl BbI3biBaTb KOHTaMMHAUMIO MPOAYKUUW  WIN
obopyaoBaHus.

XVII. CYXOXAPOBAA CTEPUNUSALINA

104. (97) lMpu cyxoxapoBOW CTepunM3aumm OOIDKHbI ObITb MPeayCMOTPEHbl LIMPKYNAUUS BO34yXa BHYTPU
Kamepbl U nogaepxaHve n3bbITOYHOrO AaBneHus AN npegoTBpalleHns nonagaHus BHYTPb Hee HeCTepUribHOro
Bo3ayxa. Jltobon nocTynamwLwmMi BHYTPb BO34YX OOIDKEH MPOXoauTb yepe3 (unbTpbl BbICOKOW 3(pEEKTUBHOCTM
(HEPA-counnbTp). ECnn ctepunusaums npegycmaTpmMBaeT yCTpaHeHUe NMMPOreHoB, TO KakK YacTb Banugauuv OOIDKHbI
ObITb MPOBEAEHbI UCNbITaHWUS C NPeAHaMepPEHHbIM UCMONb30BaHMEM SHOOTOKCUHOB.

XVIll. PADMALMOHHAA CTEPUITM3ALINA

105. (98) PaguaumoHHyt0  CTepunmM3auMio  UCMONb3ylT  [MaBHbIM  obpasoM aAna  cTepunumsauuu
TEPMOYYBCTBUTENbBHbLIX Matepuanos n nNpoaykumn. MHorve nexkapCTBEHHble CpPeacTBa U HEKOTOpPble YNakOBOYHbIE
MaTepuanbl YyBCTBUTENbHbI K MOHU3UPYIOLLEMY U3MYYEHUIO, CriefoBaTeNbHO, 3TOT MEeToq AONYCTMM TOMbKO TOraa,
Korga ObIno 9KCNepUMMEHTanbHO MOATBEPXOEHO OTCYTCTBME BPEOHOro BNMSHWS Ha npoaykuuio. Kak npaswno,
ob6nyyeHune ynbTparoneToBbIM U3NTyYEHMEM He ABMSETCA NPUEMNIEMbIM METOAOM CTEPUIU3ALIMN.

106. (99) Bo Bpemsi npouecca CTepunu3auun [OIDKHO MNPOBOAUTLCS W3MEPEHWE MOrTOLWEHHOW [03bl
MOHM3NpYIOLLEro manydeHud. Ona aToro cregyeT WCNonb30oBaTb AO3UMETPbI, MOKa3aHWsi KOTOPbIX HE 3aBUCAT OT
NCNonb3yemMon MOLLHOCTU [03bl M3MNy4YeHUs, HO KOTOopble obecneyvvBaloT KOMMYECTBEHHYIO perncTpaumio  [o3bl
N3NyyYeHusi, MNOrMOLLEHHYO camMon npoaykunen. [dosumeTpbl AOMKHbI OblTb pasMelleHbl Ccpean 3arpysku B
[OCTaTO4YHOM KONMMYECTBE M Ha JOCTAaTOYHO ONM3KOM paccTosHUM Apyr OT Apyra, 4Tobbl rapaHTMpoBaTb Hanuyve
[03MMETPOB BO BCEX MeCTax, noAasepraemMbix 0bnyveHuto. NnactmaccoBble 4O3MMETPbI LOIMKHBI MPUMEHATHCA UL
B Npefenax cpoka AerCTBUS UX KanmbpoBkn. [NokasaHusa O03MMeTpoB HeEobXoAMMO CHMMAaTb B TEYEHWE KOPOTKOro
oTpeska BpeMeHM nocrne obryyeHus.

107. (100) B kadectBe cpeactBa AOMOMHWUTENBHOTO KOHTPOMNS MOMYT WCMNOMb30BaThCA Ouonornyeckme
WMHOUKaTOPbI.

108. (101) MNpoueanypsbl Banvaaumm AOMKHbI rapaHTUPOBaTh, YTO YUTEHO BNUSHWE pa3HOW MMOTHOCTU YKNaaku
CTEPUNN3YEMON NPOLYKLUN.

109. (102) lNpouenypbl obpalweHuss ¢ MaTepuanamu OOMKHbI NpedoTBpawaTte nepenyTbiBaHNe Mexay
06My4YeHHbIMY 1 HEOOMNyYeHHbIMU MaTepuanamn. Ha kaxkgyro ynakoBKy AOJDKHbI ObITb HaHECEHbl YyBCTBUTESIbHbIE K
N3NyYeHMIo LIBETOBbIE MHAMKATOPLI 4115 TOro, YTobbl pasnuyaTh YNakoBku, NpoLlleme 1 He npollegne obnydeHme.

110. (103) CymmapHasi nornolleHHas [[o3a WusnydeHuss formkHa ObiTb HabpaHa B TeyeHWe BpEMEHM,
OTBEEHHOro Ha npoLecc cTepunusauuu.

XIX. CTEPUITIN3ALINA OKCNOOM STUNTEHA

111. (104) B710T MeToa MOXeT BbITb UCNONB30BaH TOMNbKO TOrda, Korga HEeBO3MOXHO MCMOfb30BaHWE APYroro
cnocoba. Bo Bpemsi BanvagaLumm npouecca JOSMKHO ObiTb [oKasaHo, YTO OTCYTCTBYET MoBpexaalollee BrusiHMe Ha
NPOAYKUUIO, a8 NPEAYCMOTPEHHbIE ANSA Aera3aumm yCcrioBUs U BPeMsi TakoBbl, YTO KONMYECTBO OCTATOYHOrO rasa u
NPOAYKTOB peakuun bynet HaxoguTbCs B AOMYCTUMbIX NPeAenax, YCTaHOBMEHHbIX ANst 4aHHOro BMAa NPOAYKLMN UNn
MaTepuana.

112. (105) CywectBeHHOE 3HA4YEHNE UMEET HEMNOCPEACTBEHHbIN KOHTAKT MeXZy rasoM M MUKpPOOpraHvM3Mamu.
Heobxoanmo npuHATb Mepbl NPEAOCTOPOXHOCTM OT BKMOYEHMS MUKPOOPraHu3MOB B maTtepuan (Hanpumep, B
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KpuCTannbl U BbICYLLEHHbIV 6enok). Bua 1 KonmMy4ecTBO yNakoBOYHbIX MaTepUanoB MOTyT CyLLECTBEHHO MNOBMNUSITL Ha
npovecc.

113. (106) MNepen obpaboTkon raszom AOMKHO ObiTb 0becnevyeHO COOTBETCTBME BIIAXHOCTU U Temnepartypbl
mMaTepuanoB TpeboBaHuaM npouecca. Tpebyemoe Ans 3TOro Bpemsi 4OIMKHO ObiTb, MO BO3MOXHOCTU, MUHUMAIbHBIM.

114. (107) Kaxgbih UMKN CTepunm3auMmM [OOSDKEH KOHTPONMpOBATbCs C  MOMOLLBK  COOTBETCTBYIOLLMX
BMONOrMyYecKMX MHONKATOPOB, HEOBXOOUMOE KONUYECTBO KOTOPbIX AOIMKHO ObITb pAaBHOMEPHO pacnpeneneHo no BCeN
3arpyske. lNMonyyeHHas npy 3TOM MHpOpMaLUs AOMKHA COCTaBMNATbL YacTb AOCbE HA CEPUIO TOTOBOW NPOAYKLMK.

115. (108) Onsa kaxporo LMKNa cTepunmusauum OOMKHbl OblTb OhOpMIIEHbl 3anMcu C yKa3aHMEM BpPEMEHMU
MOMHOMO 3aBEPLUEHUS LMKMNA, OABMEHUS, TemrnepaTypbl U BIaXHOCTM B Kamepe BO BpPEMsS Mpouecca, a Takke
KOHUEeHTpauum u obuwero konmuyecTBa WCMOMb30OBaHHOIO rasa. [aeneHne u  TemnepaTtypy Heobxogumo
PErMCTPUPOBAaTL Ha NPOTSKEHMM BCEro UMKNa Ha guarpamme. OTU 3anncyU OOMMKHbI COCTaBMsiTb YacTb AOCbe Ha
CEeputo roToBOWM NPOJYKLUNK.

116. (109) 3arpy3ky nocne crepunusauum HeobXoOAMMO XPaHWUTb MOL KOHTPOMEM B YCIOBMSIX BEHTUMALUMN,
4YTOObI 0OecneYnTb CHUXKEHME COAEPKaHMSA OCTAaTOYHOrO ra3a M NPOAYKTOB peakuuMu [0 YCTaHOBMIEHHOrO npegena.
OTOT NpoLecc OOIMKEH MPONTM BanvMaauuio.

XX. oUNbTPAUNA NIEKAPCTBEHHBLIX CPELCTB, KOTOPLIE HE MOTI'YT BbITb
MPOCTEPUNMN3OBAHbBI B OKOHYATEJIbHOW YTTAKOBKE

117. (110) MNMpoBeaeHue crepunuaytoLlen punbTpauum He SABMSETCS OOCTATOYMHbIM YCMOBWEM CTEpPUNMU3aLuun,
€CIn BO3MOXHO NpoBeAeHnEe CTepUnM3aumnm NpoayKUMm B OKOHYaTeNbHOW ynakoBke. [MpegnoyTntensHbIM sBNSeTCA
MeToa cTepunusaummn napom. Ecnu npogykums He MoxeT ObiTb NPOCTEPUNN30BaHa B OKOHYaTENbHOW YMaKOBKE, TO
pacTBOpPbI UMK XMAKOCTU MOTYT ObiTb NPOUNBTPOBAHBLI Yepe3 CTEPUITbHBIA (PUNBTP C HOMUHAMNbBHBIM Pa3MepoMm Mnop
0,22 MKM (M MeHee) unu 4vepe3 UNbLTP C aHanoOrM4yHoOm CnocOBHOCTBIO 3afepXuMBaTb MUKPOOPraHM3Mbl B
NnpeLBapuUTENbHO MPOCTEPUNN30BaAHHLIE KOHTEWHEPbLI (ynakoBku). Takue cunbTpbl MOryT yaansTbe OOMbLIMHCTBO
DOakTepu M nnecHeBbiXx rpuboOB, HO He BCE BUPYCbl UNKU MuKoMNMNasMmbl. [lodTomMy [JofkHa ObITb paccMoTpeHa
BO3MOXHOCTb JOMOJTHEHMS Npouecca hunbTpauumn Tepmmuieckor 06paboTKor onpeaeneHHon CTENEHN.

118. (111) B cBA3n ¢ Tem, 4YTO Mpu CTEpPUNM3yLWeEen unbTpauun No CPaBHEHUIO C APYrMMKU MpoLeccamm
CTepunu3aumm CyLlecTByeT MOTEHUManbHbIA  OOMOSNHUTENbHBLIM  PUCK, HEMnocpeacTBEHHO nepen hacoskown
pekoMeHayeTCcs NOBTOpHasa unbTpauusa yepe3 OONOMHUTENbHbLIN CTepuUnuaylowun GuneTp, 3aaepXyBatoLLnii
MUKpoopraHuamel. NMocnegHiol cTepunuayowyo dhunbTpaumio HeoOXO4MMO OCYLLECTBIATL Kak MOXHO Onvke K
MecTy hacoBku.

119. (112) Heobxogumo ucnonb3oBaTb QUILTPbI C MUHUMAalbHLIM OTAENEHMEM BOJTOKOH.

120. (113) [lepem wcnonb3oBaHMEM CTepunuaylowero cwunbTpa M cpasy Mocrne ero  UCnosib30BaHUs
Heo6Xxo4MMO MPOBEPSTb €ro LIENOCTHOCTb TakUM METOAOM, Kak "Touka ny3bipbka", MeTogoM andy3noHHOro noToka
Unun ucnbiTaHMeM nog AasneHuem. MNpu Banvaaumm 4OmKHbl onpeaenaTbcs Bpemsd, Heobxoammoe Ansa cunbTpauum
pacTBopa 3agaHHoro obvema, n nepenag gasneHun Ha dounsTpe. JTiobble CyLeCcTBEHHbIE OTKIIOHEHNST OT YyKa3aHHbIX
napamMeTpoOB BO BPEMS TEKYLLErO NPOM3BOACTBA HEOOXOOUMO perMcTpupoBaTb W uccnegoBatb. PesynbTatbl aTux
NMPOBEPOK AOMKHbl ObITb BKIIOYEHbI B JOCbe Ha cepuio npogykumu. Cpasdy nocrne Mcnonb3oBaHWst Heobxogmmo
NOATBEPXAATb LIESTOCTHOCTb KPUTUYECKMX ra30BbIX M BO3AYLIHbIX PUNbTPOB. LienocTHOCTb Apyrux omunbTpoB AOMKHa
noaTBEPXAATbCA Yepe3 COOTBETCTBYIOLLME MHTEPBANbl BPEMEHN.

121. (114) He ponyckaeTcs ucnonb3oBaTb OAWH U TOT Xe punbTp B TedeHue bonee ogHoro paboyero AHA, 3a
WCKIMIOYEHMEM CIyYaeB, Korga BO3MOXHOCTb Bonee AnUTensHOro ero MCNosb30BaHUs NoATBEPXKAEHA Banvaaunen.

122. (115) PunbTp He OOIMKEH OKa3biBaTb BIIUSHME HA NPOAYKUMIO, 3aAEPXUBAs €€ MHIPEAMEHTbI NN BblAENAs
B Hee kakvne-nnbo BeLlecTsa.

XXI. OKOHYAHME MPOLECCA NPOV3BOACTBA CTEPUIIBHOW MPOLYKLNM

123. (116) YacTnyHO yKkynopeHHble hniakoHbl NOCre 3aBepLUeHUs NUOMUNBHONO BbICYLUMBAHUA OOSDKHbI
HaxoAWTbCA B 30He Krnacca A [0 MX OKOHYaTENbHOro YKynopuBaHus NpooKo.

124. (117) KoHTenHepbl (NepBUYHbIE YMAKOBKW) OOJMKHbI ObITb YKYNMOpPEHbl COOTBETCTBYHOLLMMKU crocobamu,
KoTopble npoLnv Banugaumio. MNpu ncnonb3oBaHMm MeToda 3anankv, Hamnpumep, CTEKNSAHHbIX WM NNacTMacCoBbIX
amnyn, Bca npoaykums nognexut 100%-Homy KOHTPOMO Ha LEeNOCTHOCTb. B apyrux cnyyasax KOHTPOMb LENOCTHOCTU
NpoayKUUM OOIMKEH NPOBOAUTLCHA YCTAHOBMNEHHLIMU METOAAMM.

125. (118) Cuctema ykynopuBaHus (PNakOHOB, HAaMOMHEHHbIX B aCEMTUYECKUX YCIMOBUSX, HE SABMSeTcs
MOMHOCTBIO LENIOCTHOM [0 TEX MNOp, MOKAa Ha YKyNnopeHHOM npobkon drnakoHe He OygeT obxaT (3akaTaH)
antoOMUHMEBBIN KOMNMa4vok (Kpbllwka). B cBs3u ¢ aTum 06XmMM Komnnayka nocne yKynopuBaHusi npobkon Heobxoaumo
BbINOMHATb Kak MOXHO paHbLUe.

126. (119) lMockonbky nNpy OOXMME KOMMaYkoB MOXET BblAENATbCA OOMbLIOE KONMUMYECTBO MEXaHUYECKUX
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YyacTtuu, obopyagoBaHue anst ob6xxmma Heobxoaumo pasmMellaTb OTAENbHO U CHabXaTb CUCTEMON BbITSXKKU BO3AyXa.

127. (120) OGxmMM KoNMNaykoB Ha priakoHax MOXET MPOBOAWUTLCSA KaK YacTb acenTMYecKkoro npoiecca cC
MCMNOMb30BaHNEM NPOCTEPUITM3OBAHHbIX KONMAYKOB UMW B YCMOBUSIX YNCTOrO NMOMELLEHMS BHE acENTUYECKOW 30Hbl. B
nocnegHeM cryyae riakoHbl AOMKHbI OblTh 3alUULLIEHbI 30HOM Knacca A, MoKa He MOKMHYT acenTU4ecKyld 30HY, U B
AanbHenweM yKynopeHHble NpobkaMu onakoHbl AOMKHbI BbiTh 3alUMLLEHbl NyTEM NO4Aa4YM YNCTOro BO3gyxa knacca A,
noka Ha HMX He ByayT obxaTbl KOnnayku.

128. (121) dnakoHbl 6€3 NpobKM MK Co CMeLLLEHHOM NpPobkoi HeobxoaumMo yaansatTb A0 obxuma konnadka. B
cny4yae ecnu npu o6xnme KonnaykoB HEOHXOANMMO BMELLATENBCTBO YeNoBeka, ANs UCKIMIOYEHMS NPSMOro KOHTakTa ¢
dnakoHamMy 1 MUHUMM3aLMN MUKPOBHOI KOHTaMMHaLMKU O0MKHa UCTMOMNb30BaTbCA COOTBETCTBYHOLLAA TEXHOMOMUSI.

129. (122) 3 hekTnBHLIM CPEACTBOM 3aLLMTLI MOTYT ObiTb Gapbepbl NN N30NATOPLI, OrpaHUYnBalOLME OOCTYN
B pabouyto 30Hy, obecneumBarowime Tpebyemble YCNoBMS M CBOASLME K MUHUMYMY MNPAMOW [OCTYM 4YenoBeka K
onepauun obxunma.

130. (123) lNepBHYHbLIE YNaKoBKW, repMeTU3MPOBaHHbIE MO4 BakKyyMOM (BakyyMHble YMaKoOBKW), [OSDKHbI
NPOBEPATLCA HAa COXpaHEeHWEe BakyyMa nocre 3apaHee onpeaenieHHoro NpoMeXyTka BpEMEHMN.

131. (124) lepBUYHbLIE yNaKOBKM C MPOAYKUMEN ANS NapeHTepanbHOro BBeAEHUsI HeOOXOAMMO MpOBEPSITbL
MHAMBUAYanNbHO (MOWTYYHO) HA HanuyMe MOCTOPOHHUX BKIIOYEHWA UMW OPYrMX HECOOTBETCTBUMA MO KayecTBy.
BusyanbHbIn KOHTPOMb JOMKEH NPOBOAUTLCS MPU YCTAHOBIEHHbLIX YPOBHAX OCBELLEHHOCTN U doHe pabodero nons.
Heobxoanmo perynspHo NpoBepsTb 3peHMe OnepaTopos, BbLIMOMHALUX BU3yarbHbIA KOHTPOMb (ecnv onepaTopbl
MCMNOMb3yloT O4YKW, TO MPOBEPKA 3peHus npoBoauTCa B oO4vkax). B xoge BM3yanbHOro KOHTPOMNS NpoAyKuMu
pekomMeHOyeTCsl LOCTAaTOMHO YacTO OPraHM30BbIBaTh NepepbiBbl B paboTe onepaTtopoB. [pu MCMONb30BaHUKU OpYrmxX
METOAOB KOHTPONS MpOLECC KOHTpons HeobOXxoouMMO BanuaupoBaTtb, COCTOsiHME 00OopyaoBaHWsi HeoOXOAMMO
nepmoanyeckn NpoBepsiTb. PedynbTaThl BU3yanbHOro KOHTPONS JOMMKHbI 6biTb 0hOPMMAEHbI AOKYMEHTAarbHO.

XXIl. KOHTPOJIb KAHECTBA

132. (125) UcnbiTaHne roToBbIX MPOOYKTOB Ha CTEPUIbHOCTb HEOOXoOUMO paccMmaTtpuBaTb TOJSBKO Kak
3aBepLUAloLLMIA 3Tan B CEPUM KOHTPOSbHBIX MEPOMNPUATUI, rapaHTUPYHOLLNX CTEPUITBHOCTL. MeToamka MCnbITaHWs Ha
CTEPUNBbHOCTb OOSMKHA ObITh BanmaupoBaHa Ans Kax4oro npogykra.

133. (126) B cnyyasx, korga Mony4yeHo paspelleHne Ha BbINyCK CTEPUIbHOW MpOAyKuMM No napameTtpam (
MpunoxeHne N 17 k HacTodAwmM [NpaBunam), ocoboe BHMMaHWe OOMKHO yAeNATbCs BanuaalMmM M KOHTPOM BCEro
TEXHOMorMyeckoro npowecca.

134. (127) Bbibopka o6pa3uoB NpoayKuuW, KOTOpble ObiMM OTOOpaHbl ANA NPOBEAEHMS MWCMbITAHUS Ha
CTEPUNBbHOCTb, JOJMKHA ObITh penpe3eHTaTMBHOM OIS BCel cepumn n 0ba3aTenbHO BKMOYaTb 00pasubl, oToOpaHHble
13 Tex YacTen cepvu, 45is KOTOpbIX NpegnonaraeTcd HanbonbLWWN PUCK KOHTAMUHALMK, B YaCTHOCTU:

a) (a) ona NpoayKTOB, HAMOMHEHHbLIX B acenTUYECKMX YCroBusax, obpasubl AOMKHbI BKMOYATb KOHTEWHEpDI
(nepBUYHbIE YNAKOBKM), B KOTOPbIE NPOUCXOAMIO HaNosIHeHNe B Havane M B KOHLEe NPOWM3BOACTBA Cepuu, a Takke
nocne nboro 3Ha4YMTENbLHOrO BMELLATENLCTBA;

6) (b) 4na NpoayKTOB, NPOLWEALWNX TEPMUYECKYHD CTEPMIM3AUMI0 B OKOHYATENbHOW YMNakoBKe, AOMKHO ObiTb
yaeneHo BHMMaHne oTbopy npob 13 NoTeHUManbHO CaMbiX XONOAHbIX YaCTEN 3arpy3ku.

Mpunoxexne N 2
K MNMpaBunam Hagnexawemn
NPOM3BOACTBEHHOW NPAKTUKM

NMnPOU3BOACTBO
BUOJNTOMMYECKMX (B TOM YNCJIE IMMYHOBKMONOI’MYECKNX)
®APMALIEBTUYECKMX CYBCTAHLUNN N NIEKAPCTBEHHbIX NMPEMNAPATOB

I. OBJTACTb MPUMEHEHUA

1. TexHomnorusi npousBoAcTBa Ouonorumyecknx (B TOM 4Yucne WMMMyHoBMonorndecknx) dapmMaueBTUYECKUX
cybcTaHuum 1 GuonorMdyeckmx IeKapCTBEHHbIX NpenapatoB (ganee - "Guonoruvdeckue dapmaleBTUYECKME
cybCcTaHUuuKM 1 nekapcTBEHHbIE NpenapaTbl”) ABNSeTCs KPUTUYECKUM (DaKTOPOM, OMpedensitoluM COOTBETCTBYHOLLNIA
perynaTopHbI KOHTPONb. PapmMaueBTUYeckue cybcTaHuMmM 1 NeKapCTBEHHbIE MnpenapaTtbl MOryT ObiTb onpeneneHbl
Kak Ouonormdeckne B 3HAYMTENBHOMW MeEpe MCXoOs U3 TEXHonormm mx npoussoacTtea. Hacrtosuwee [punoxeHue
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CMYXXT PYKOBOACTBOM [ANS BCero cnektpa 6uonorudeckux dapmaueBTnyecknx cybecraHumMn u  Bruonornyeckmx
neKkapCcTBEHHbIX Npenaparos..

2. TpeboBaHus, YyCTaHOBMEHHble HacToAWMM [lpunoxeHnem, pacnpoCTPaHATCA Ha aHTMBMOTWKM  Ha
Buonornyecknx cragusax nx npoussoacTea. [lpasuna Mpov3BOACTBA fEKapCTBEHHbIX NpenapaToB, MOMYYEHHbIX W3
PpaKkLMOHMPOBAHHOM OOHOPCKOM KPOBW UNK Nria3mbl, ycTaHoBneHbl MNpunoxeHnem N 14 k HacTosawmm [Npasunam, a
Onsi HETPaHCTeHHbIX PaCTUTENbHbIX NTEeKapCTBEHHbIX Npenapatos - [MpunoxeHnem N 7 k HacTosilwmMm lMpasunam.

3. Hactoswee lMNMpunoxeHne pasgeneHo Ha ABE OCHOBHbIE YacCTu:

a) (a) Obwee pykoBoacTBo (HYactb A) - COOEPXUT AOMOMHUTENbHbIE MpaBuia NPOU3BOACTBA OMONMOrMYecKmx
dhapmaueBTUYeCKMX CyOCTaHLMIA N NeKapCTBEHHbIX NpenapaToB, HAYMHAasA OT KOHTPOMS MOCEBHbIX KynbTyp M GaHKOB
KNeTOK M 3aKaH4MBas 3aKkmnoumTenbHbIMM onepaumsaMm u NpoBeaeHNEM UCTbITaHWI;

6) (b) CneunanbHoe pykoBOACTBO NO OTAENbHbIM Tunam npogykumm (YacTte B) - cogepxuT gononHutensHoe
PYKOBOACTBO Arlsi OTAENbHbIX TUNOB Bronormyecknx chapmaLeBTUHEeCKMX CyOCTaHLuiA U NekapCTBEHHbIX NpenapaTos.

4. ObnacTb NpMMeHeHns HacTosiLero [NpunoxeHns BKNOYaeT ABa acrnekra:

a) (a) cragus npousBoAcTBa: OO TOrO MOMEHTa, moka Guonornyeckne dapmaueBTuyeckme cybcTaHumMm He
CTaHyT CTEPWUSbHbIMW, OCHOBHbIM OOKYMEHTOM Ans HuX saBnsetca rmasa IV Hactoawwmx [lpaswun. lMpasuna ans
nocriefqyowmx Ccraguin npou3BoacTBa OMONOrMyeckux nekapcTBEHHbIX npenapatoB cogepxatca B rnaee |l
HacTosAwwmx Mpaswun;

6) (b) Bua npogykummn: Hactosiwee [MpunoxeHune SBNAETCS PYKOBOASALWMM OOKYMEHTOM AN BCEro crektpa
Buonornyecknx nekapcTBeHHbIX NpenapaTos.

5. 3Tn gBa acnekta npeacrasneHbl B Tabnuue N 1. YpoBeHb TpeboBaHWiA ycunuBaeTcsa no Mepe nepexoga ot
PaHHMX K NO3AHWM CTaauMam npousBoacTBa Ouonorumyeckmx apmaueBTUYecKnx CybCTaHuMiA, OAHAKO MNPUHLUMMbI
HacTosAwwmx [MNpasun gomkHbl cobnogatbcs Bcerga.

6. Ecnu HopmaTuBHBIMY NpaBoBbIMKU akTamn Poccuiickon Pefepaumm yCTaHOBMEHbI cneunanbHble TpeboBaHNs:

a) (a) Ansa TkaHen 1 KNeToK, UCNOMb3yeMbIX Ans MPOU3BOACTBA NEKAPCTBEHHbIX CPeACTB, KOTOPble CTAHOBATCSH
Buonornyeckumy bapmaueBTUHECKMMU CyOCTaHUMAMW ANS HEeKOTOpbIX BWAOB OWOMOrMYECcKUX neKapCTBEHHbIX
npenaparos;

6) (b) B OTHOLUEHWNW BbICOKOTEXHOMOMMYHBIX NIEKaPCTBEHHbIX NpenapaToB, B KOTOPbIX KPOBb WIIN KOMMOHEHTbI
KPOBM UCMOMb3YTCA B KAYECTBE MCXOAHOIO ChiPbs B YAaCTW yCTaHOBEHMs TpeboBaHui K 0T6OpY AOHOPOB, K Ka4ecTBy
n 6e3onacHocTn npu 3abope, TeCTUPOBaHUN, 0O6paboTke, XpaHEHUM U TPAHCMOPTMPOBKE YENOBEYECKOW KPOBU U ee
KOMTMOHEHTOB;

B) (C) 4N NPOM3BOACTBA M KOHTPONS FEHETUYECKM MOAUMULMPOBAHHBIX OPraHM3MOB, B OTHOLUEHUWN KOTOPbIX
AomkHa bbITb obecneveHa n cobniogeHa COOTBETCTBYOWAA U30NAUMSA U ApyrMe Mepbl 3awuTbl Ha obbekTax, rae
OCYyLLEeCTBNAETCA Kakas-nmbo paboTa C reHeTnyeckn MOANMULMPOBAHHBIMU  MUKPOOPraHMsMamu, B Lensx
YCTaAHOBIEHMS U COOMNOOEHNs COOTBETCTBYHOLLErO YPOBHS Ouomnormdeckon 6esonacHocTv, - Takue TpeboBaHusi
OOMKHbI cobnogaTbes.

Tabnuua N 1. ObnacTtb npuMeHeHnst HacTosLero MpunoxeHus

Tun ¥ MCTOUHMK | [IpuMep NpOonyKLMM [IpuMeHeHMe HacToAmMx [IpaBMjl K CTaAMAM NPOM3BOICTBA (BHIOEJIEHO
MaTepMajos cepeM QoHOM)
1. XmBOTHOTO T'enapmH, WMHCYJVH, Cbop pacTeHMM, Peska, Vzonauusa u [lpuroTosBJieHNe,
283471 bepmeHTE, Oesku, OpPTaHOB, TKaHEMN CcMelMBaHue u ouMcCTKa HarloJIHeHMue
PaCTUTEJIBHOTO SKCTPaKTH MV XUIOKOCTEN (nnm) nepBuU4YHasd
NPOMUCXOXISHNA AJIJIEPTEHOB, <1l> obpaboTka
HeTPaHCTEHHEIE |BBICOKOTEXHOJIOTMYHEIE
JIeKapCTBEHHBIE
npenapatTe, MMMYyHHBE
CEIBOPOTKM
2. BUPYCH WM BupycHele uiu Co3maHMe u KynepTypa KIJIeTOK MHakTMBaLMA [IlpuroToOBJIEHUE,
BaxTepun/ f6akTepyralibHEE nommepxaHue n (mam) npu HallOJIHEHUE
bepMmeHTauys/ |BaxkuMHE, GEpPMEHTH, TJIaBHOTO <2> 1 bepmeHTaUMA HeOoDOXOOMMOCTM,
KYJIb TYPH Oesnkn pabouyero OaHKOB MU30JIAUUS U
KJIETOK KJIETOK, IJIABHOI'O ouMCcTKa
u pabouero
BUPYCHBIX
MIOCEBHEIX
MaTepuasos
3. PexoMOVHaHTHEE Co3maHMe u KynepTypa KIJIeTOK N3omauusa, [IlpuroToOBJIEHUE,
BuorexHomorua NPOOYKTH, nonmepxaHue u (munm) O4YMCTKA, HallOJIHEHUE
KoHcy n
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/bepmenTauus/ MOHOKJIOHAJIbHEIE TJIQBHOTO U bepmeHTaALUA mMoInubmralmsa
KYJIb TYPBL aHTurena, pabouero GaHKOB
KJIETOK aJilepreHsl, BaKLWHE, |KJIETOK, IJIaBHOMU
JleKapCTBEHHBIE n pabouen
npernapaTe I'€HHOM MIOCEBHEIX KYJIETYP
Tepanuu (BUPYCHEE U
HEeBMPYCHEIE BEKTOPEHI,
T1JIa 3MUIIEL)
4. XMBOTHOTO PekxoMOMHAHTHEIE TJIaBHBEI U Peska, Mszomnauusa, [lpuroToBJjeHne,
MIPOMCXOXIEHNA & Gernku, paboumit cCMellMBaHMe U OUuMCTKa U HaIlOJIHEHUuEe
TPaHCT'€HHLIE BBICOKOTEXHOJIOT'MYHEIE | TPAHCTEeHHBM OaHK | (M) [IepBUUHaS MoOubMKaLMsa
JIeKapCTBEHHEIE obpaboTka
npenapartsl
5. PekxoMOMHAHTHEIE TJIaBHBEI U BrpammeaHue, llepBnyYHaA, [lpuroTosJjeHne,
PacTuresnbHOTO OeJyiky, BaKIMHEL, paboumit cbop pacTeHuMn BSKCTPaKUMA, HaIllOJIHEHUue
IPOMUCKOXIEHNS ajJiepIreHs TPAaHCT'E€HHBIM OaHK <3> W3OS,
TPaHCI'eHHLIEe ouMcTKa,
MoOubMKaLMS
6. depMEeHTH, Cbop xmmKocCTen CMemyBaHME U Vizomauus u [IpuroToBJyeHKE,
YeJIOBeUeCKOT'O |NOJIydeHHBEe M3 MOoul, (nnm) nepBUYHaLd oumMcTKa HalOJIHEHMUE
IPOMUCKOXIEHM S T'OPMOHEI oBbpaboTka
7. JlekapCTBEHHEE Hounaumusa, I[lporsBOOCTBO T'eneTuueckasa |l[IpurorosjeHue,
YesioBeueCckoTro npernapaTe I'€HHOM nocraBka u BEKTOPOB <4>, MoIoubmraumsa HaIlOJIHEHUue
n (mm) Tepanmn: MCIBITaHWSA ouMCcTKa KJIETOK U KJIETOK BHE
XKMBOTHOT'O TeHeTUYEeCKU VMCXOOHEIX TKaHel/ obpaboTka opTraHms3Ma,
IPOMUCKOXIEHNU S MOOMOMLMPOBaHHLE KJIETOK <6> OumcTka " coszmaHue
KJIE TKM obpaboTka TJIaBHOTO U
IPOM3BOLCTBEHHBIX pabouero
BEKTOPOB <5> m OaHKOB
KJIETOK KJIETOK WMJIU
KJIETOYHOT'O
3amnaca
JlekapCTBEHHEE Hounaumusa, CosnmaHue Vzonmauusa [lpuroToBJjeHne,
npernapaTe Tepanmuu nocraBka Uu TJIaBHOTO U KJIETOK, COoeIVHeHue,
coMaTuyeCKyMMN MCIBITaHWSA pabouero GaHKOB ourcTKa HalloJIHeHue
KJIe TKaMU VMCXOOHEIX TKaHel/ KJIETOK WJIU KYyJIbTYP,
KJIETOK <6> KJIETOYHOT'O coenMHeHMre C
3amnaca HeKJIe TOUHEIMU
KOMIIOHEHTaMM1
JlekapCTBEHHEE Hounaumusa, llepBMYHaA V3zonmauusa [lpuroToBJjeHKe,
npernapaTe TKaHeBOM nocraBka Uu obpaborka, KJIETOK, coenMHeHue,
VHXEHEePpUN MICIBITaHN S MBOJIAUUS U ourcTKa HalloJIHeHMue
VMCXOOHEIX TKaHel/ ouMcTKa, KYyJIbTYP,
KJIETOK <6> coszmaHue coenMHeHMre C
TJIaBHOTO U HeKJIe TOUHEIMU
pabodero OAHKOB |KOMIIOHEHTaMM
KJIETOK, 3amnaca
IEPBUUHBIX KJIETOK
\
YcuneHne TpeBOBaHMUU \
/
/

TepMMHbIﬂpMBeﬂeHblBHaCTomMeM|1pMﬂOXGHMW

<1> lMNyHkTbI 87 - 94 HacTosAwero MNpunoxeHus.
<2> MyHkTbl 54 - 62 HacToswero MNpunoxeHns.

<3> [Inga BbipalumBaHug, ybopkm 1 nepeuYHONn obpaboTku, KOTOpble OCYLLECTBMSIOTCA B MOMEBbLIX YCMOBUSX,
MOXeT NPUMeEHATbCA PyKOBOACTBO NO nNpaBuiiam Hagnexallero BblpallyMBaHus UM cbopa MCXOQHOTO  Cbipbs
pacTUTENBbHOIO NPOUCXOXAEHWS.

<4> Koraa 370 BMPYCHbIE BEKTOPbI, MPUMEHSIETCSA CTpoKa 2 Tabnumubl.

<5> TpeboBaHMA K 4erOBEYECKMM TKaHAM M KIeTKam, UCMONb3yeMbIM MNPy MPOM3BOACTBE JIEKAPCTBEHHbIX
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CPeACTB, coaepXaTtcs B HOpMaTUBHbIX NPaBoBbIX akTax Poccuiickon ®enepaunn.
Il. MPUHUMN

7. MpounseoacTeo Guonornveckmx apmMmaLeBTUIECKUX CyOCTaHLMIN U NTeKapCTBEHHbIX NPenapaTtoB MMEEeT CBOH
crneunduky, onpegensemMylo XxapakTepoMm nNpoayKuMum W TexXHOMNorvem npousBoAcTBa. Xapaktep npou3BOACTBA,
KOHTPONS U NPUMeHeHUs BUONornYecknx nekapcTBeHHbIX NpenapaTtoB TpebyeT 0cobbix Mep NPegoCTOPOXHOCTY.

8. B oTnuume oT 0ObIYHbIX NEKAPCTBEHHbIX CPEACTB, MPOU3BOAUMBIX C MWCMOSIb30BAHNMEM XUMUYECKUX U
PU3NYECKMX METOO0B, CMNOCOOHBIX AEMOHCTPUPOBATL BLICOKYHO CTENEHb HAAEXHOCTWN, MPOU3BOACTBO OMONOrMYECKMX
hapmaLeBTMYeCcKMx CybCTaHUun 1 NekapCTBEHHbIX MpenapaToB BKAYaeT B cebs ucnonb3oBaHWe OMONornyeckmx
NMpoLEeCcCOB M MaTepuarnoB, TaKMX KakK KyNbTMBMPOBaHWE KMETOK WNW 3JKCTparnpoBaHue Martepmana u3 XuBbiX
OpraHu3moB. Yka3daHHble Buonornyeckme npouecchbl MOryT AEMOHCTPUPOBATL CBOMCTBEHHYIO MM M3MEHYMBOCTb, YTO
NPUBOAWUT K CyLLLECTBEHHOMY AMana3oHy NOGOYHbIX MPOAYKTOB pasnuyHon npupoAasl. MosTomMy NpuHUMNGLI ynpaBneHus
pyckaMm s KadecTBa 0COOEHHO BaXKHbI 4118 JAHHOMO Kracca MaTepuaroB M LOIMKHbI cobnogaTeest npyu paspaboTke
METOAOB KOHTPOMNS Ha BCEX CTaauax Mpou3BOACTBA ANS MUHMMM3AUUW BapuvabenbHOCTM UM YMEeHbLUeHUus
BO3MOXHOCTW KOHTAaMUHALMN N MEPEKPECTHON KOHTaMUHaLUN.

9. Matepwvanbl, nuTatenbHble Cpedbl U YCrOBUS KyNbTUBMPOBaHUS LENEBbIX MWUKPOOPraHU3MOB, KynbTyp
KNeToK, BUPYCOB BO MHOIOM CNOCOBCTBYIOT BO3MOXHOCTM POCTa KOHTaMUHUPYIOLWUX areHToB. MHorne nekapcTBeHHble
npenapatbl UMEKT OrpaHUYeHHYI0 YCTOMYMBOCTb K LUIMPOKOMY CNEKTPY METOA0B OYMCTKU, B OCODEHHOCTM K MeToaam,
npefHasHavYeHHbIM ANs MHAKTUBALUM WKW YCTPaHEHUSI MOCTOPOHHUX BUPYCHBLIX KOHTaMWHaHTOB. [ns cBegeHus K
MUHUMYMY BO3MOXXHOCTW TakoW KOHTaMWHaLMN NpOU3BOAUTENb JOIMKEH YAENATb OCHOBHOE BHUMaHWE NiaHUpOBaHWI0
TEXHOMOIMYECKOro MnpoLecca, KOHCTPyKUMM 00OpyooBaHuSA, MoOMeLeHuin, cuctem obecnedeHus, YyCrnoBusiM
npurotToBnenunsa n gobaenexus 6ydepoB 1 peareHToB, 0T60py Npob 1 0byveHuto nepcoHana.

10. Cneuudpmkauum Ha npoaykumio (B 4acTHOCTM, creuudukaumm B o6WKMX dapMakonenHblX CcTaTbsX,
dhapMakornenHblX cTaTbaX, PErMcTpaLMOHHOE A0Cbe) AOMKHbI ONpeaenaTb, MOryT nv (M ecnu MoryT, TO OO Kakon
CTeneHn 1 0 Kakon cTaguv) BellecTBa M MaTepuanbl MMETb OMNpPeAEerneHHbIl ypoBEeHb OUOHArpy3ku WNnM Xe OHU
OOMXKHbI ObITb CTEpUNbHbIMK. [PON3BOACTBO Takke JOMKHO COOTBETCTBOBATL APYIMM TPEOOBaHUSAM, U3FOXEHHbIM B
pervcTpaumoHHOM Aocbe NBOo B MPOTOKOME KIMHWYECKOTO MCCNedoBaHus (HampuMmep, KONMYeCcTBO reHepauun
(yOBOEeHWI, naccaxemn) Mexay NOCEBHOWN KynbTypow UM 6GaHKOM KNeTok).

11. Ona 6uonornyecknx martepuanos, KOTOpble He MOryT ObiTb MpoCTepunM3oBaHbl (Hanpumep, nyTem
dunbTpaumm), NPON3BOACTBO JOSMKHO NPOBOAUTLCA B aCENTUYECKUX YCINOBUAX AN MUHUMWU3aLUM pUCKa BHECEHUS
KOHTamMmHaHTOB. [N pernameHTauum onpeaeneHHbiX NPOM3BOACTBEHHLIX METOAOB, HanpuMmep, ANs yOaneHus unm
WHaKTMBauun BWUPYCOB, HEOOXOOMMO pPYKOBOACTBOBATbCS COOTBETCTBYHLUMMU YTBEPXKAEHHBIMM MpoLeaypamu.
MpuMeHeHne COOTBETCTBYIOLLIErO KOHTPOSS M MOHUTOPMHIA 3a COCTOSIHUEM MPOU3BOACTBEHHOW cpedpbl, W, rae 3To
SIBMSIETCA BO3MOXHbIM, CUCTEMbI YOOPKM 1 CTepunmnsaumm "Ha Mecte" BMecTe C WCMNONb30BaHMEM 3aKPbITbIX CUCTEM
MOXET 3HAYUTENbHO YMEHbLUUTb PUCK CYy4YarlHON KOHTaMUHALMKN U NePEeKPeCTHON KOHTaMUHaUuu.

12. KoHTponb BkntoyaeT B ceba Ouonornyeckme aHanuTuyeckne MeToAbl, KOTOpble XapakTepusylTca Gonee
BbICOKOW CTENeHb0 BapmnabenbsHOCTU, YeM PU3NKo-XMMrUdeckme meToabl. [103ToMy npu Npom3BOACTBE BUONOrM4ecknx
dhapmaLeBTUYECKMX CYOCTaHUMA W JNIeKapCTBEHHbIX  MpenapaToB  KKYEBYK  pofib  WUrpaeT  HadeXHbIv
NPOM3BOACTBEHHbIN NpoLecc, 1 ocoboe 3HaYeHe UMEeET KOHTPOIb B MpoLecce Npon3BoAcTBa.

13. buonoruyeckune nekapCcTBeHHbIE NpenapaTbl, B COCTaB KOTOPbIX BXOASAT AOHOPCKUE TKaHW MMM KMNeTKW, Kak
Hanpumep, onpegeneHHble BbICOKOTEXHOMOMMYHbLIE JeKapCTBEHHble MpenapaTbl, [AOMKHbI COOTBETCTBOBATHL
TpeboBaHuAM 3akoHopaTenbcTBa Poccuiickon @egepaumm B 4YacTU  MPOCEXMBAEMOCTM,  YBEAOMIIEHMS
YMOSTHOMOYEHHOTO befiepanbHOro opraHa UCMOMHUTENBHOW BNacT O HebnaronpuATHBIX peakuusax WU KITMHUYECKMX
crnyyasix B Xxoge Tepanuu, a Takke B 4YacTu TexHW4Yeckux TpebosaHui no wugeHTMdwukauun, obpaboTke,
npegoXpaHeHnio, XpaHEHNIO U TPAHCMOPTMPOBKE AOHOPCKMX TKaHerW u KneTok. 3abop matepuanoB u npoBedeHue
UCMblTaHWUM OOSMKHbI NMPOBOANTLCHA B COOTBETCTBUM C CUCTEMOW KadecTBa, ANs KOTOPOMW onpedeneHbl CTaHaapTbl w
TexHu4yeckune TpebosaHus.

14. Bnonoruyeckne apmMaueBTMYeckne cyGCcTaHumMM 1 nekapcTBeHHbIe npenapaTbl AOMKHbI COOTBETCTBOBATb
TpeboBaHNsIM HOPMaTMBHbIX NPaBOBbIX akToB Poccunckon Pefepaumm B OTHOLLEHMN YMEHBLUEHUS pucka nepegaydv
BO30OyauTens rybyaton sHuedanonatum X1BOTHBIX U JNATEHTHbIX BUPYCOB 4epe3 NeKapCTBEHHble npenapaTbl Ans
MEeOULMHCKOrO NPUMEHEHUS 1 118 MPUMEHEHUS B BETEPUHAPUN.

[ll. OBLLEE PYKOBOACTBO (HACTb A)
MepcoHan

15. (1) MNepcoHan, paboTalwmin B 30HAX MPOU3BOACTBA M KOHTpoONnsa Ouonornveckmx dapmMaueBTUYECKMX
CyGCTaHUUM N NeKapCTBEHHbIX MnpenapaToB (B TOM YMCMEe MEepCoHarn, 3aHATbIA OYUCTKOW, OBCMNy>XMBAHWEM WK
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KOHTPOSEM Ka4yecTBa), AOIMKEH NPOXOAUTb 00yyYeHMe U Mepuoamnyeckoe MOBTOPHOE OOy4YeHWe B COOTBETCTBUM CO
CBOMMM 06A3aHHOCTSMM U cneunduKkon NPoM3BoANMON NPOaYKUMK, BKNtoYasi Bce 0cobble Mepbl NpeaoCTOPOXHOCTU
ONsi 3aWnThl NPOAYKUMK, NepcoHana n oxpaHbl OKpy>KatoLLel cpefbl.

16. (2) Ansa obecneyeHnsa 6e3o0nacHOCTM NPOAYKLMM SOMKHO NMPUHMMATBCA BO BHUMaHME 300pOBbe MepcoHana.
CoTpyaoHUKM, 3aHATble B MNPOU3BOACTBE, TEXHWYECKOM OBCnyXuBaHWW, MNPOBEAEHUN UCMbITaHWA U yxode 3a
KMBOTHbIMW (B TOM 4YWCIE OCYLLECTBMSKLWNE KOHTPONMb), MPU HEeoBXOAUMOCTU OOMKHbI ObiTb  BaKLMHUPOBAHbI
COOTBETCTBYIOLLUMU CNeLMdUYECKMMU BaKLMHAMU, @ TaKkKe AOMKHbI MPOXOANTL PerynsipHble MeanuMHCKUE OCMOTPbI.

17. (3) NioGble 3aboneBaHust nepcoHarna, kKoTopble MoOryT HebrnaronpuaTHO MOBMUSITL Ha KAa4YecTBO MPOAYKTa,
OOMKHbI NPenaTCTBOBaTb paboTe Takoro mepcoHana B NMPOW3BOACTBEHHOW 30HE, a COOTBETCTBYHOLLME 3anucu
coxpaHATbcsl. B npousBoactBe BakuuHbl BLPK M nekapcTBeHHbIX npenapaToB TyGepkynuHa MoryT ObiTb 3aHATHI
TOMNbKO COTPYAHWKWN, KOTOPbIE PerynsapHoO nNpoXo4AT NPOBEpKYy WMMYHHOro craTtyca Wnu peHTreHorornyeckoe
obcnepoBaHue rpyaHon kneTku. COTPYAHUKM LOIMKHBI NPOXOANUTL MEAULIMHCKUA OCMOTP C Y4E€TOM puCKa, KOTOpPOMY
OHM nogBepkeHbl. MeauLuMHCKMIA ocMOTp TpebyeTcs Ans nepcoHana, paboTatowero ¢ onacHbIMU OpraHM3amMamu.

18. (4) C uenbld MUHUMM3ALMM BO3MOXKHOCTU NEPEKPECTHOW KOHTaMUHaLUM HeOGXOAMMO KOHTPONMPOBaTb
OfpaHMYEHNE OBWKEHMSI NepcoHana (B TOM 4ucrie COTPYAHUKOB CryxObl KOHTPONS KayecTBa, CreLuanvcToB Mo
obcnyxmneaHuo 1 ybopke) Ha OCHOBE MPUHLIMIOB YNpaBieHUs puckamu Ans kavecTsa. Kak npaBuno, He JdonyckaeTtcs
nepexog COTPyAHMKOB U3 30H, TrAe BO3MOXEH KOHTaKT C JXMBbIMM  MUKpOOpPraHmimamu, reHetTn4yeckmn
MOOUMPMLMPOBAHHLIMU OpPraHn3MamMm, TOKCMHAMW WX KUBOTHbIMK, B 30HbI, rAe npoBogsATcs paboTbl C  Opyrou
npoayKumen, MHaKTUBMPOBAHHON MPOAYKUMEN WnW Apyrumu opraHuamamu. Ecnv nogobHbix nepexogoB um3bexartb
HEBO3MOXHO, AOMKHbI BbITb MPUHATLI MEPbI AN KOHTPOS KOHTAMUHALIMKW COTNacHO NMPUHLMNaM ynpaBneHns puckamm
Onsi KayecTBa.

lMomeleHnsa n obopygosaHue

19. (5) CrteneHb KOHTPONA MNPOU3BOACTBEHHOW cpedbl B OTHOLUEHWW KOHTaMUHAUMW YacTuuamum WU
MUWKpPOOPraHuamamm B MNPOM3BOACTBEHHbLIX MOMELLEHUSAX [OMKHA COOTBETCTBOBaTb BuAy (hapMaueBTUYECKOW
cybcTaHuum, MPoOMEXyTOYHOW M rOTOBOW MPOAYKLUMM U CTagum TEXHOMornyeckoro npouecca. lNpu atom Heobxoammo
Yy4uTbIBaTb YPOBEHb KOHTaMMHaLMKN NCXOOHbBIX MaTepuaroB 1 CTeneHb pyUcka AN roToBoro npogykra. B nporpammy
MOHUTOPWHIra NPOU3BOACTBEHHON cpeabl OOIMKHbI ObITb OOMOMHUTENBHO BKMOYEHbl METOAbl Ans  onpeneneHus
NPUCYTCTBUSA Cneunguyeckux MMKPOOPraHN3mMoB (B YaCTHOCTU, OpraHM3Ma-xo3sanHa, ApOoXOKeBbIX, MNEeCHEBbIX rPUOoB,
aHa3pPOOHbIX MUKPOOPraHN3MOB), ECITN Ha 3TO yKa3biBaeT MPOLIECC YNpaBlieHNs pUckamMun NS kavyecTsa.

20. (6) NMponsBoACTBEHHbIE N CKNAACKMEe NOMELLEHMS OOIMKHBI ObITb CMPOEKTMPOBAHbI C y4eTOM TpeboBaHUA K
Krnaccam YMCTOThl, @ MPOLECChl CMMaHNPOBaHbl Taknm 00pa3oMm, 4YTOObl MpegoTBpaTUTb KOHTaMUHAUMIO MPOAYKLUK
MOCTOPOHHMMM BellecTBamu. [lpedoTBpalleHve KOoHTamuvHauunm aBnseTca  bonee  adpdeKkTuBHbIM, Yem ee
obHapyXeHne n yCTpaHeHuWe, XOTs KOHTaMMHaUMA MOXET MpPOSBUTBCS BO BpPEMS TakMX MPOU3BOACTBEHHbIX
NpoOLIeCCOB, KaKk hepMeHTaumsi U KynbTUBMPOBAHME KIETOUHbIX KynbTyp. KOHTpONbHble W3MepeHus, BKMo4as
KOHTPOSb cUCTEM 0BeCneYvYeHnss U KOHTPONb MPOU3BOACTBEHHOW cpenbl, AOIMKHbI NPOBOAUTLCA B COOTBETCTBUMU C
NpVYHUMNaM1 ynpaereHnst puckaMm ONs kadyecTBa Ha yyacTkax, rge npoxoasaT OTKPbITble MPOLECChl M NPoAyKums
MOXeT ObITb MOABEpXeHa HEeNoCpeACTBEHHOMY BO3[AEWCTBMIO MPOM3BOACTBEHHOW cpedbl (Hanmpumep, BO Bpems
nobaBneHnss BcnomoraTenbHbIX BeLllecTB, cped, OydepoB, rasoB, paboT BO BpemMs NpOM3BOACTBA
BbICOKOTEXHOITOMMYHbLIX NEeKapCTBEHHbLIX nNpenapatoB). [lpu BbiboOpe nocnefoBaTenbHbIX KNAacCoOB YUCTOTbl B
NPON3BOACTBEHHbBIX MOMELLEHUAX U COOTBETCTBYIOLLMX METOAOB KOHTPOMS MPUHUUMBLI YNpaBneHua puckamyn Ansd
KayecTBa JOSMKHbI yYUTbIBATb NPUHLIMMLI, N3NOXEHHbIE B COOTBETCTBYIOLWUX NyHKTax [NpunoxeHuna N 1 kK HacToAwmMM
MpaBunam.

21. (7) PaboTa c >XuBbIMM KIeTKamMu, YCTOMYMBBIMW K Cpede MNPOU3BOACTBEHHbIX MOMELLEHUN, [OOJDKHA
OCYLLECTBMNATbCA B CheumnanbHO npegHasHayvyeHHbIX MpPOU3BOACTBEHHbIX MOMeleHnsx. Ecnm B npowusBoactee
NMPUMEHSAIOTCA MaToreHHble MUKPOOPraHuambl (Hanpumep, 1 M 2 rpynnbl NATOreHHOCTM), TO Takke Heobxoanmo
ncnonb3oBaTh TOMbKO CneuManbHO NpeaHasHavYeHHble A8 3TOro NPOM3BOACTBEHHbIE NMOMELLEHMS.

22. (8) icnonb3oBaHne 04HOro nomeLlleHnst Ans NPON3BOACTBA HECKOMNbKUX NEKapCTBEHHbIX NpenapaTtoB MOXeT
ObITb paspelleHo, ecrnv NEPEYNCNIEHHBbIE HUXE WX 3KBMBANEHTHble (haKToOpbl U MeponpusaTUsi (COOTBETCTBEHHO
paccmaTpvBaeMbiM TUNaM MNPOAYKUMM) SBNSAKOTCA 4acTblo 3dEKTUBHOW CTpaTerMm KOHTPOMs, HarpaBreHHOW Ha
npegoTBpaLleHne NepekpecTHON KOHTaMUHaLUN:

a) (a) 3HaHMe OCHOBHbIX XapaKTEPUCTMK BCEX KIETOK, OPraHn3MoB 1 MobbiX MOCTOPOHHUX areHToB (Hanpumep,
NaToOreHHOCTb, BO3MOXHOCTb OBHApY>XeHUS, YCTONYMBOCTb, BOCMPUUMYMBOCTb K MHAKTMBaLMK), paboTa C KOTOpbIMU
OCYLLLECTBMSETCS B OOHUX U TEX XKe NMOMELLEHUSX;

6) (b) npn npomsBoacTBE MPOAYKLUUM M3 MHOFOYMUCIIEHHBLIX MANlEHbKMX CEpui, MOfyyYyaembiX M3 PasfmMyHOro
NCXOOHOIO ChIpbs (HanNpMMep, NeKapCTBEHHbIE NpenapaTbl HA OCHOBE KINETOYHbIX TEXHONOMI) Ha CTaammn pas3paboTku
cTpaTerMm KOHTPOrs OOJMKHbI YYNTLIBATbCA Takme (pakTopbl, Kak COCTOSIHME 300pOBbS JOHOPOB C LIEMbI0 CHWDKEHUSI
pucka NOoMHOM NoTepu NPOLYKLMM;
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B) (C) npepoTBpalleHne nonagaHus XMBbIX MUKPOOPraHM3MOB U CMOP B CMEXHble MOMELLeHMs WNu Ha
obopynoBaHne MyTeM onpefenieHMs BceX MOTeHUManbHbIX MapLpyTOB MNEPEKPECTHOM KOHTaMUHAUMM U
NCMNOMb30BaHNs OQHOPA30BbIX KOMMOHEHTOB U COOTBETCTBYHOLLMX MHXEHEPHBIX MEPONpUATUMIA (HanpuMep, 3aKpbiTbIX
cuUcTeM);

r) (d) Hanm4Me MeponpUATUI KOHTPOMS MO YAANeHWo MUKPOOPraHM3mMOB W Crlop nepeq nocrneayowmum
Npon3BoACTBOM ApYyron npoaykuuu. MNMpoueaypbl OYNCTKA U AEKOHTAMUHALMN OT MUKPOOPraHM3MOB U CMOp AOMMKHbI
ObITb OTBANMANPOBAHbI (B TOM YMCHE A CUCTEM OTOMNMEHMUS, BEHTUNALUN U KOHOMLNOHMPOBAHNUS BO34yXa);

4) (e) ecnn MUKpoopraHuMambl SBASIOTCA YCTOWYMBBLIMW K YCITOBMAM MNPOU3BOACTBEHHOW cCpedbl M B
pacrnopshKeHUNn MMEKTCS COOTBETCTBYIOLME METOAbI, KOHTPOSb MPOU3BOACTBEHHOW Cpefbl, cneumdunyecknin ons
nony4yaemoro MMKpOoopraHuama, Heobxoammo MpoBOAUTE B CMEXHbIX 30HaX BO BpeMsi MpoOM3BOACTBA M Mocrne
3aBEPLUEHNA OYUCTKM M OEKOHTaMWHaUMWU. TakkKe HYXHO MNpuHMMaTb BO BHUMAHWE PUCKM, CBSI3aHHblE C
NCMNonb30BaHWEM OMNPEeAEneHHOro KOHTPOMbHO-U3MepuTenbHoro obopyaoBaHus (Hanpumep, Ans onpegeneHus
YyacTul, B BO3ZyXe) B 30HaX, rae NpoBOoAATCs paboThl C XKMBbIMY U (M) CMOPOooBpasy oMy MUKpOOpraHu3Mamu;

e) (f) npoaykums, obopynoBaHue, BcrnomoraTensHoe o6opyaoBaHune (Hanpumep, A58 KanubpoBk/ U Banuaauum)
1 ogHOpa3oBble MaTepuarnbl AOMMKHbI MepemeLLaTbCsa B Npedenax npefHasHavyeHHbIX 30H WM OOIDKHbI yAansTbCs U3
3TWX 30H Takum obpasom, 4ToObl MpPegoTBpPaTUTb KOHTaMMHAUMIO OPYruMX 30H, OPYrov NPOAYKUMW Ha pasfinyHbiX
CTaausix NpoM3BoACTBa (B YaCTHOCTHW, CnegyeT npegoTBpaTUTb KOHTAMUMHAUMIO WHAKTMBUPOBAHHLIX MPOAYKTOB MMM
aHaATOKCUHOB HEVMHAKTUBUPOBAHHBIMW MPOAYKTaMK);

X) (g) Npon3BOACTBO HA OCHOBE MPUHLMMNA NPOBeAEHNS OAHOTUMHBLIX LIMKMOB NPOM3BOACTBA (KaMnaHuii).

23. (9) HeobxoammocTb Hanmumsa cneumanma3npoBaHHbIX MOMELLEHUA AN PUHULIHON 06paboTkM (B 4aCTHOCTMH,
ONSA NPUrOTOBMEHUS, HAMOJIHEHMS!, YNaKoBKM) OydeT 3aBMCeTb OT MEPEYUCIEHHbIX Bbile (DaKTOpPoB, a Takke OT
OOMOSTHUTENbHBIX PAaKTOPOB B OTHOLLEHUN crieuundmrkn BMoNormyecKoro NekapcTBEHHOro npenapaTta U XxapakTepucTmk
Opyron npoaykumn, Bknto4vas nobble HebuonorMyeckne npoaykTbl, MPOM3BOAMMbBIE B TEX Xe noMmelleHuax. Ha
3aKnoYUTENbHBIX CTagusax MoryT notpeboBaTbCcs ApyrMe Mepbl KOHTPONsS OnpedeneHHoW nocrneaoBaTerbHOCTH
nobaBneHns BeLLecTB, CKOPOCTWM MepeMEeLUMBaHNs, KOHTPOMS BpeMeHuM W TemnepaTypbl, NpeaernbHOro BpemeHu
BO3[ENCTBMSA CBETA M repmeTm3aumm (M3onsumm), a Takke B NpoLiedypax O4YMCTKU B Criyqae Nponmea (paccbinaHus).

24. (10) MeponpuaTtusa n npouenypbl, HeobxoauMmble Ansi obecrneyeHnsi 6e30nacHOCTU MNPOU3BOLCTBEHHOM
cpenpbl 1 nepcoHarna, He AOMKHbI MPOTUBOPEYNTbL MEPONPUATUSAM U npoueaypamM, HeobxoauMmbiM Anis obecneveHns
KayecTBa Npoaykra.

25. (11) Cuctembl BO34yXOMNOAroTOBKM AOIMKHbI ObITb CNPOEKTUPOBAaHbI, CKOHCTPYMPOBaHbLI 1 0BCnyKunBaTbCs
TaknuMm 00pasom, YToDObl UCKIMIOYUTE PUCK MEPEKPECTHOM KOHTAMMHALMU MeXZy PasfnuyHbiMU MPOV3BOACTBEHHLIMU
30HaMu. Takke MOXET BO3HNKHYTb HEOOXOAMMOCTb B OTAENMbHbLIX CUCTEMAX BO34YXONOArOTOBKU ANs onpeferieHHbIX
30H. PelleHne oTHOCUTENBHO MCMOMNBb30BaHUA CUCTEM BEHTUNAUMM ©e3 peurpKynauMm OOSPKHO ObiTb MPUMHATO Ha
OCHOBaHUM NPUHLMMOB YNpaBeHns pyckamMmun Ons kayecTsa.

26. (12) PaboTy co cTepunbHOW npoaykumMen Heobxooumo BeCTW B 30HaX C U3ObLITOYHbIM OaBfEeHWEeM, HO B
0COBbIX 30HaX B TOYKax Iokanu3aumy NaTtoreHHbIX MWKPOOPraHMsMoB HeobxoAMmo co3gaBaTb OoTpuuaTenbHbIN
nepenag AasneHus Ans NpefoTBpalleHus pacnpocTpaHeHUs KOHTaMWMHAHTOB 3a npefensl aTux 3oH. Ecnu  ans
paboTbl B acenTUYecKMx YCIOBUSX C Martepuanamu, COCTaBnsLWMMM OCOBbIN pUCK (Hanpumep, C MaTOreHHbIMU
MUWKPOOPraHn3mMamm) UCMOfb3yHTCHA 30HbI C MOHWKEHHBIM AaBrieHneM nnm 6esonacHble OOKChI, X CreayeT OKpyXaTb
30HaMu COOTBETCTBYIOLLENO Krlacca YNCTOThI C N30bITOYHbIM AaBrneHnem. [JaHHble nepenagbl AaBneHns SOSKHbI ObITb
4YeTKO onpederneHbl U AOMKHbl HaxX04UTbCA MOA4 MOCTOSHHLIM KOHTPONIeM C COOTBETCTBYHOLLMMMW HacTpoMkamu
aBapuUMHOM CUrHanmsauuu.

27. (13) KoHcTpyKumsa o6opynoBaHus, UCMONb3yEMOro AN paboThl C XKUBLIMU MUKPOOPraHM3MamMm 1 KreTkamu,
BKIto4as obopynoBaHme ansg otbopa npob, A0oMmKHA NCKMYaTb BO3MOXHOCTb KOHTAMMHALMM BO BpPeMsi NMpPOBEAEHUS
paboT.

28. (14) KoHcTpykumsi, obecneuvBaiollasi MNEPBUYHYHD M3ONALMIO, [OOIDKHA UCKIHOYATh  PUCK  YTEYKM
Buonormyeckmx areHToB B HEMNOCPeACTBEHHOe paboyee MPOCTPAHCTBO, YTO [OOMKHO ObiTb  MOATBEPXKOEHO
pesynbTataMu TECTUPOBAHUA C onpeaeneHHon NePUOANYHOCTLIO.

29. (15) MNpun HanUuuM BO3MOXXHOCTU PEKOMEHOYETCSA NCMOMNb30BaTb CUCTEMbI "O4MCTKM Ha MecTe" n "06paboTku
napom Ha mecte" ("ctepunusauum Ha mecte"). KOHCTpyKUuus BEHTUINEN Ha ddepMeHTaTopax JOJPKHA NpedycMaTpmBaTh
BO3MOXHOCTb UX CTEPUIM3aLnm Napom.

30. (16) BosgyLwHble unbTpbl 4OMKHbI ObITb TMAPOGOOHBIMK, CPOK UX CRAYXObl OOMMKEH ObITb OonpeneneH B
npouecce Banuaaummn nytem NpoBePKK LLENOCTHOCTH C onpeaeneHHon NepuognyHOCTbIO COrNacHO COOTBETCTBYOLLUM
nNpuvHLMNaM ynpaBreHusa puckaMmm Ang kadecTaa.

31. (17) KoHCTpyKUUSA OpeHaXHbIX CUCTEM [OMMKHA MO3BOMNATb NPOBOAUTb 3(PEKTUBHYIO HenTpanusauuio u
OEKOHTaMVHaUMIO CTOYHbIX BOZ, ANt UCKIIOYEHNS pUCKa MEPEKPeCTHOW KOHTaMuHauumu. JormkHo OblTb obecneyeHo
BbINOMHeHNe TpeboBaHui 3akoHogaTenbcTBa Poccunckon Pegepaumm ¢ Lenbio MUHMU3aUUM pyUcka KOHTaMuHauun
OKpy)KatoLLen cpefbl B COOTBETCTBUN C pUCKaMU, CBA3AHHBbIMK C BMONOrMYecKon ONacHOCTbIO OTXO40B NPOM3BOACTBA.

32. (18) BBugy W3MEHYMBOCTM CBOWCTB OMONOrMYECKUX JEeKapCTBEHHbIX CPeaCcTB MMM MpPOLECcCOB  UX
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Npon3BOACTBa HEOOXOOAMMO OTMEpUBaTb MM B3BELUMBATb Kakoe-Mbo COOTBETCTBYHOLLEE W (MNM) KpUTMYECKoe
NcxogHoe cbipbe (Hanpumep, NuTaTenbHble cpeapbl 1 Oydepbl) B X04e TEXHOMNOrMYECKoro npowecca. B atnx cnyvasx B
NPOn3BOACTBEHHOW 30HE AOMYCKAETCsl XpaHEHME HEBOMbLUMX 3arnacoB 3TOr0 MCXOOHOIrO Cbipbs HA MPOTSKEHUN CPOKa,
YCTaAHOBJIEHHOIO HA OCHOBaHUM COOTBETCTBYIOLLMX KpUTEPUEB (HANpMMep, ANUTENbHOCTb MPOM3BOACTBA CEpUMN UM
ONMTENBbHOCTb KamnaHum).

JKnBOTHbIE

33. (19) Ona npous3BoacTBa OMONOrMYECKMX JIEKApPCTBEHHBIX MNpenapaTtoB WCMNOMb3yHTCA pasHble Buabl
XMBOTHbIX. MOXHO BblAeNWTb ABe 6onbLune rpynnbl UCTOYHWUKOB:

a) (a) »xuBble XMBOTHble, OObeaMHEHHbIE B rpynnbl, ctaga, craum. Hanpumep, obesbsiHbl (BakuvHa npoTvB
nonvomMmenuTa), nowaau, oBubl U KO3bl (MMMYHHbIE CbIBOPOTKU NPOTUB S40B 3MEN 1 CTONBHSKa), KOLWKW (anneprexsol),
KPOJTMKM, MbILLX U XOMSIKU (BakLUHa NpoTUB OeLleHCTBa), KO3bl, KPYMHbIA poraTbiii CKOT (TPaHCreHHbIE MPOAYKThI);

6) (b) TKaHM W KNETKU XMBOTHOTO MPOUCXOXOEHWS, U3BMEYEHHbIE U3 YMEPLUBIIEHHbLIX XUBOTHbLIX (OBUbI U
CBUHbMW), UCMOMb3yeMble AN NPOM3BOACTBA BbICOKOTEXHOMOMYHbIX NIEKapCTBEHHbIX NPenapaToB Ui Kak Cbipbe Ans
hEepMEHTOB, aHTMKOArynsiHTOB ¥ TOPMOHOB.

34. JKMBOTHble TaKkKe WUCNOMNb3YIOTCA AN KOHTPONS KayecTBa B COOTBETCTBMM CO  crneumndumkaumsamm
(MUPOreHHOCTb, TOKCUYHOCTL, BE3BPEaHOCTb, creundmryeckas akTUBHOCTD).

35. (20) B pononHeHne K BbINOMHEHNIO HOPMAaTMBHLIX TpeOOBaHMI B OTHOLUEHMU ryb4yaTow aHuedanonaTum
XMBOTHbIX, ApYyrMe onacHble areHTbl (BO30yguMTenn 300HO30B, AHTPOMO300OHO30B  KMBOTHBLIX)  [OJDKHbI
KOHTPONMPOBaTbCA W PErncTpyMpoBaTbCsl COMMacHO MOCTOSHHO [OEWCTBYIOLLEN MporpaMMme MOHWUTOpuHra. [ns
opraHu3auum Takmx nporpamm HeobxoAMMO nofy4YaTb KOHCYMbTauuMio COOTBETCTBYHOLIEro cneumanucta. B cnydvasx
3aboneBaHns KMBOTHbLIX-AOHOPOB WM XMBOTHbIX, KOTOPbIE WCMOMb3yTCA B KayecTBe Cblpbs, AOMKHbI ObiTb
NpoBedeHbl U 3aperucTpupoBaHbl COOTBETCTBYIOLLME WUCCREefOBaHUSA Ha npegmMeT MPUrogHOCTU 3TUX XKMUBOTHBLIX W
NPUrogHOCTM XUBOTHbIX, NPEOLIBABLUMX B KOHTAKTE C GONbHbLIM XUBOTHBLIM, A1 UCMONb30BaHUA NpW NPON3BOACTBE (B
KayecTBe MCXOOHbIX MaTepraroB UM UCXOOHOrO Cbipbs), MPU KOHTPONiEe KavecTBa NPOAYKUMWM W NpW NPOBEAEeHMM
ucnblTaHuim Ha 6e3onacHocTb. [JormkHa ObITb pa3paboTaHa npoueaypa peTPOCMNeKTUBHOrO aHanu3a, no3sosnsowas
NpVYHUMaTh peLleHne OTHOCUTENBHO roAHOCTM Buonormdeckon hapmaueBTUYeckon CybcTaHumMm unn nekapcTBEHHOro
npenaparta, B COCTaB KOTOPOro BXOAWUT MUIN NpK NPOU3BOACTBE KOTOPOro MCMNOMNb30Barics Takon MaTtepuarn >XUBOTHOro
NPOUCXOXAEHNST B KayecTBE MCXOAHOrO MaTtepuana Wnnm UCXOOHOro cbipbs. [ns ycTaHOBNEHMs TOro, Kakas W3
AOHaUMI nocrnefHew nokasana oTpuuaTenbHbli pe3ynbTaT Ha Hanuyune 3aboneBaHwWs, Tam rge NpPUMEHUMO,
NpPOBOANTCS NMOBTOPHOE TECTUPOBaHME 06pa3LoB, COXPAHEHHbIX MPWU MpeabigyliemM B3ATAM maTepuana OT TOro xe
XMBOTHOrO-JOHOpa (€CnvM TakoBble MMEKTCS), YTO BRMSIET HA MPOULECC MPUHATUSA AdaHHOro pewexus. [pu
onpegeneHny nepmoaa n3bAThs XMBOTHBLIX U3 NPOrpamMMbl AOIMKEH YUUTLIBATbCA NEpUo BbiBEOEHNS NEKapCTBEHHbIX
CcpeacTs, MCMONb30BaBLUUXCA ONA BBEAEHUS XMBOTHBIM-OOHOPaAM WM XKMBOTHbLIM, KOTOpble MWCMNOMNb30Banucb B
KayecTBe CbIpbsl, YTO JOIMKHO BbITb OPOPMNEHO AOKYMEHTANLHO.

36. (21) Ocoboe BHMMaHMe HeobxoAMMO yAensTb NPEAOTBPALLEHMIO W MOHUTOPUHTY MHAEKLMOHHBIX
3aboneBaHWi Y XXMBOTHbIX, KOTOPbIE NCMONb3YIOTCA B KAYECTBE ChIpbsl, U Y XXUBOTHbLIX-OOHOPOB. [1pyHMMaemble Mepbl
OOIMKHbI BKITHOYaTb KOHTPOJSIb MCTOYHMKOB, MOMELLEHWI, NAacTOMLL, KOHTPONb Bronoruyeckor 6€30MacHOCTN, PEXMMOB
NpOBEAEHUSA UWCMbITAHUA, KOHTPOMb BCMOMOraTesibHbIX MaTepuanoB U KOPMOB Anis XMBOTHbIX. OcobeHHyto
3HA4YMMOCTb MMEIOT NPOBEPKN KUBOTHBIX, CBOOOAHBIX OT crneumduyecknx natoreHoB. [ormkHbl ObiTb onpeneneHbl
TpeboBaHWs K COOEPXKaHUIO U MOHUTOPUHIY 340POBbS APYIMX XUBOTHbIX (HanpuMep, XXMBYLLUMX B CTagX UNu ctagax).

37. (22) Ona nekapCTBEHHbLIX NpenapaToB, MPOU3BEAEHHbIX C WCMOMb30BAHUEM TPAHCIEHHbIX >KUBOTHbIX,
JomkHa ObiTb obecneyeHa OTCNEXMBAEMOCTb UCXOOHbIX XMBOTHbIX, MWCMOMb30BaHHbIX ANA CO34aHUSA W3  HUX
TPaHCTEHHbIX XMBOTHbIX.

38. (23) Ocoboe BHUMaHNE JOIMKHO ObITh YAENEHO BLINOMHEHNIO TPebOoBaHUA HOPMATMBHBIX MPABOBbLIX AKTOB
Poccuiickon ®egepauun, perynmpyroLwimx BONPOChl 3aLUUTbl XXUBOTHbIX, UCMOMb3yeMbIX B 9KCNEPUMEHTanNbHbIX LEensXx,
B OTHOLUEHWM BMBApUEB, B KOTOPbIX COAEPXKATCS XMUBOTHbIE, YX04a 3a XXUBOTHLIMU U KapaHTMHa. BuBapuu, B KOTOpPbIX
COOEPXATCS XUBOTHbIE, UCMONb3yeMble ANsi NPON3BOACTBA U KOHTPONS KayecTBa Guonornyeckux papmaneBTnYeckux
cybCcTaHuuin 1 nekapCcTBEHHbIX MpenapaToB, AOMKHbI ObiTb OTAENEHbI OT 30H NPOM3BOACTBA N KOHTPOSA KavyecTsa.

39. (24) Onsa pa3nuyHbIX BUOOB XMBOTHBIX AOMKHbI ObITb ONpeaeneHbl OCHOBHbIE MOKa3aTenu, KOTopble 3aTem
KOHTPOMMPYIOT 1 perncTpupytoT. lNokasaTeny MoryT BKtoYaTb BO3PACT, NOJ, BEC U COCTOSIHNE 300POBbS XKUBOTHbIX.

40. (25) Ona npepoTBpalleHUs pucka nepenyTbiBaHUSA XUBOTHbIX, OMOMOrMYECKMX areHToB U pes3yrnbTaToB
NPOBEAEHHbIX UCMbITaHUA U NPefoTBpaLLEeHUs BO3MOXHbIX OMacHOCTeW, [OOSMKHa CylecTBOoBaTb CUCTeMa UX
naeHTudnkaumn.

[okymeHTaums

41. (26) Ans ncxogHOro CbipbA U UCXOAHbIX MaTepuanoB Afs NpOoM3BOACTBa OMONOrMYecKMX IeKapCTBEHHbIX
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npenapaToB MOXeT NOTpeboBaTbLCA AONOMNHUTENBHAA MHpopMauusa 06 UCTOYHMKE, MPOUCXOXOEHMMN, LN MOCTaBOK,
MeToZe MNPOM3BOACTBA M MPUMEHSAEMbIX METOAax KOHTpONsA kadecTBa Ans obecneyeHuss Heobxogumoro obbema
KOHTPOIsi, B TOM YMCIEe MMKPOBMONOrMYeCcKOro KOHTPOIS.

42.(27) Ana HeKoTOpbIX TUMOB MPOAYKUMM MOXET noTpeboBaTbCcs cneuuduyeckoe onMcaHne MaTtepuaros,
BXOoOALWNMX B cepuio, B HaCTHOCTU, COMaTUYECKUX KINETOK, WUCNosib3yeMblX Mpu Npon3BOACTBE BblICOKOTEXHOJTOMMYHbIX
nekapcTBeHHbIX npenapatoB. B OTHOWEHWM ayTOMOrMyHoOro nekapcTBEHHOro mnpenapata U NeKkapCTBEHHOro
npenaparta oT cneumanbHO NogobpaHHOro JoHOpa, MPOAYKLUMS [OSMKHA paccMaTpuBaThCs Kak ogHa cepusl.

43. (28) Ans nekapCTBEHHbIX NpenapaToB, NpyM NMPOM3BOACTBE KOTOPbLIX MCMOMb3YHTCA YeNloBEYECKUE KITETKM
UM TKaHW OOHOPOB, AOMKHa ObiTb obecrneyeHa MofHas MPOCIEXMBAEMOCTb, HauYMHas OT WUCXOOHOIO Cbipbs U
MaTepuanos, B TOM Ynicne codepxallas uHopmaumio 060 BCEX BeLLeCTBax, KOHTaKTMPOBABLUMX C KIeTKaMu unm
TKaHAMUW, BMNOTb A0 noATBepXAeHUA nMnoJlydYeHUAa neKkapCTBeHHOro npenapata B MeCTe ero npuMeHeHUs.
OpHOBpEMEHHO C 3TUM [oMmkHa OblTb 06ecneyeHa aHOHUMHOCTb MAaUWEHTOB U KOHUAEHUMANsHOCTL WMHopmMauunm
06 nx 3gopoBbe. COOTBETCTBYHOLME 3anucy, obecrneyvBaloliMe MPOCIEXUBAEMOCTb eKapCTBEHHOro npenapaTa,
OOMMKHbI XPaHUTBLCS B TEYeHMe TpuaLaTh NeT nocrne Aatbl OKOHYaHMsS Cpoka FOAHOCTWU flekapCTBEHHOro npenaparTa.
Ocoboe BHUMaHME [JOMKHO YAenATbCAa OOecnevyeHnto MNpOCNeXMBaeMoCTM  CNeundPUYEecKnX fekapCTBEHHbIX
npenapaTtoB ANs UCMOMb30BaHWs B OCOOLIX Criyyasix, Kak Hanpumep KreTku oT chneumnanbHo nogobpaHHOro goHopa.
npOI/I3BO,lJ.CTBO JleKapCTBEeHHbIX CpeacCTB C UCMNOJib30BaHNEM KOMMOHEHTOB KPOBU B KadeCTBe WUCXOOHOro CblpbA UK
MaTepuanoB JOMKHO COOTBETCTBOBaTbL TpeboBaHMSM 3akoHoA4aTeNbCTBa. [1pu Npon3BoaCTBE BbICOKOTEXHOMOMMYHbIX
nekapCTBEHHbIX NpenapaToB [OJPkKHA ObITb obecnevyeHa NPOCNEXMBAEMOCTb YEIOBEYECKUX KMETOK, B TOM 4ucre
remMornoaTUYECKUX CTBOJOBLIX KNeTok. Meponpuatnsi, obecneuvBaloline nNpOCNeXMBaeMoCTb W XpaHeHue
OOKyMeHTaumm B TedeHne Heobxoaumoro neprvona BpeMeHu, JOIMKHbI ObiTb BKMOYEHbI B TEXHMYECKME CornalleHust
MeXOy BOBIIEYEHHBIMU B TaKy0 4eATENbHOCTb CTOPOHAMMU.

MpounsBoacTso

44. (29) YumTbiBasi BO3MOXHYIO BbICOKYD W3MEHYMBOCTb CBOWCTB OMONOIMMYECKMX BELLECTB U MPOAYKTOB,
HeobxoaMMo obecnednTb Ha pasHbiX dTanax XM3HEHHOrO UMKna NPOoAyKuMM (Hanpumep, Ha 3Tane paspaboTku
npoLecca) NoBbILLEHNe HaAEXHOCTU N YCTOMYMBOCTM NpOoLecca, CHXasa Tem caMmblM ero BapnabenbHOCTb U MoBbILLAs
BOCMPOMN3BOANMOCTb. [TOBTOPHAas oueHKa A0MmKHa NPOBOAMTLCS B MpoLecce 0630poB KayecTBa NpogyKLuum.

45. (30) lMockonbky cpedbl U peakTUBbl B YCNOBUSAX KyNbTUBMPOBaHUS oBecneynmBaloT pPOCT KMAETOK Wnn
MWKPOOPraHM3MOB, KOTOpble, Kak MpaBwuIo, SBMASIOTCS MOHOKYNbTypamu, ocoboe BHUMaHUE [OOMKHO YAenATbes
CTpaTerMm KOHTPOMs Ka4yecTBa ANS rapaHTUn NpeaynpexaeHus U MUHMMU3auum GuoHarpyskm u CBSA3aHHOTO C Hen
3arpsAsHeHus metabonutamm 1 3HOOTOKCMHaMU. [1NsA BbICOKOTEXHONOMMYHbIX fIEKapCTBEHHbIX NpenapaToB Ha OCHOBE
KNeToK, KoTopble, Kak NpaBuno, MPOM3BOAATCA ManbiMU CEepuUsiMU, PUCK MNEPEeKPeCTHOW KOHTaMuHauumM Mexay
KNeTOYHbIMW feKkapCTBEHHbIMU MpenapaTamm OT pasHbIX OOHOPOB C PasfU4YHbIM COCTOSHMEM 340POBbS AOITKEH
KOHTPOMNMPOBAaTbLCS COrNacHO YCTaHOBMNEHHbIM TpeboBaHWaM 1 npouedypam.

McxogHoe Cblpb€ U NCXOOHblE MaTepuarbl

46. (31) CnegyeT 4eTKO onpefensitb MCTOYHUK, MPOMCXOXOEHUE U MPUrOAHOCTb OMONOrMYECKMX WMCXOLHOro
CbIpbSl M UICXOLHbIX MaTepUarnos A5 NOCMNeAyloLWero Ux UCNoNb30BaHUA (Hanpumep, KpUOMPOTEKTOPbI, nuTakLme
KNeTkW, peareHTbl, nNuTatenbHble cpedbl, Oydepbl, CbIBOPOTKUA, DEPMEHTbI, LMTOKUHBLI, pakTopbl pocTta). Ecnu
npoBefeHne HeobXOOAUMbIX MCMbITAHUMA 3aHMMaeT MHOro BPEMEHMW, [OMyCcKaeTcA HauMHaTb 00paboTKy WCXOOHbLIX
MaTepuanoB 4O MOMyYeHUst pe3ynbTaToB 3TUX WCMbITAHUA, HO AN MUCMONb30BaHUSA 3TUX MCXOAHbIX Matepuanos
OOIMKHO ObITb YYTEHO X BNUSIHUE HA OPYTME CEpUN B Criyyae BbIIBNEHUSA HECOOTBETCTBUSA U OLEHEHBI PUCKM COTTacHo
NpvHUMNaM ynpasneHnss puckamu Ans kadectsa. B Takvmx cnydasx Bbigaya paspelleHusi Ha BbIMyCK CEpun roToBOW
NpoAyKUUM 3aBUCUT OT YAOBMNETBOPUTENBHBIX PE3YNbTaTOB UCMbITAHUA UCXOLHOMO Chipbs. Ha ocHoBaHuMK TpeboBaHui
K COOTBETCTBYOLLUM CTaANsIM NMPOM3BOACTBA AOMMKHA MPOBOAUTLCA UAEHTUUKALUS BCEX WUCXOOHbIX MaTepuanos.
JononHutenbHble TpeboBaHus Ans BUoNorMyecknx nekapCcTBEHHbLIX MpenapaToB M3noxeHsl B rnaee Il HacToswmx
Mpasun u MpunoxeHnn N 8 k HacTosAwmm lMpaBunam, a 4ns Guonormdecknx apmaleBTMdecknx cybcTaHumun B rnaee
IV HacToswmx Mpaswun.

47. (32) lMNpn oueHke PUCKOB KOHTaMMHALMM UCXOOHOrO Cbhipbsi M UCXOAOHLIX MaTepuarnoB BO BpeEMS KX
NPOXOXOEHUA MO Lenu nocTaBok ocoboe BHMMaHWEe HeobXoaMmOo YAEensiTb PUCKY, CBA3AaHHOMY C rybyarton
3HUedanonaTtMen >XUBOTHbLIX M NaTEHTHbIMW BUpycamMu. Takke [OMKHO ObiTb YyAEeneHO BHUMaHWe WCXOAHbIM
MaTepuanam, HeNoCcpPeaCTBEHHO KOHTAKTMPYHOLLMM C TEXHOSOTMYECKMM 060pyJOBaHNEM UMW NPOAYKLUMEN (TakMM Kak
nuTaTenbHble cpeapl, MCNOoNb3yemble Anst CUMYISLMN aceNTUYECKOro po3fnMBa, M CMasouvHble MaTtepuanbl, KOTopble
MOTYT KOHTaKTUpPOBaTb C MPOAYKTOM).

48. (33) Bcnepcteue TOro, YTo pUCKM BHECEHMS KOHTaMMHALMK U COOTBETCTBYIOLLME MOCNEACTBUS ANS rOTOBOrO
NeKapCTBEHHOro npenapara He 3aBUCAT OT CTaguu NpOM3BOACTBA, YCTAHOBMNEHNE CTpaTerMm KOHTPONS ANs 3almThbl
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npoayKunn, NpuUroToBrieHMst pacTBopoB, OydepoB M A0OaBnseMblX KOMMOHEHTOB [OMKHO OCHOBbIBATbCA Ha
NPVHUMNax U PYKOBOOALLMX YKa3aHMsAX, cogepKallmnxcsa B COOTBETCTBYOLWMX NyHKTax MNpunoxeHusa N 1 kK HacToAwmm
MpaBunam. Ocobyto BaXXHOCTb UMEIOT KOHTPOIbHBIE MEPONPUATUS, HEODXOoAUMBbIE A11S MPOBEPKN KavyecTBa WUCXOOHbIX
MaTepuarnos, a Takke Ans npouecca acenTuyeckoro Npon3BoAcTBa NPOAYKLUUN Ha KNETOYHOW OCHOBE, rae (OUHMLLHAS
cTepunusauus He ABMSIeTCS BO3SMOXHOW, @ CNOCOBHOCTL yAaneHus MUKPOOHbLIX MOBOYHBLIX MPOOYKTOB OrpaHuyeHa.
Koroa B permctpauMoHHOM AOCbe MM MPOTOKONE KIMHUYECKUX WCCNedoBaHWA YCTaHOBMEH AOMYCTUMbIA TUn U
ypoBeHb BroHarpysku, HanpuMmep, Ha CTagum nonyyeHns apmMaleBTU4ecKon cybCcTaHumm, Torga cTpaterns KOHTpons
JOMkHa npegycmaTpmBaTtbh Cnocobbl, KOTOpbIMK OyaeT NoAAePKMBATLCHA YCTAaHOBMEHHBIN YPOBEHb BUOHArpy3Kku.

49. (34) lMNpn HeobxoOMMOCTM CTEPWUNM3aLUN UCXOAHOIO Chipbsi U MaTepuarnos, Takasi cTepunusauus, npu
HanMVuMM BO3MOXHOCTW, OOIDKHA MPOBOAMTBCA TepMuyeckum meTodoM. [lpy HeobxoaMMOCTM  MOryT  Takke
ucnonb3oBaTbCA ApyrMe COOTBETCTBYIOLIME MeToAbl, WCMOoMb3ylwmecs Ans WHakTMBauum  BrMonornyeckmx
MaTepuanos (B 4YaCTHOCTW, paguauus n ounsTpaums).

50. (35) MoxeT noTpeboBaTbCA NPOBEAEHNE APYTUX MEPONPUATUI, B YACTHOCTU, UCMONb30BaHNE aHTUONOTUKOB
Ha paHHMX 3Tanax MpouM3BOACTBA C LENbH YMEHbLUEHUS OUOHarpy3ku, KoTopasi BO3MOXHa MpU MOCTaBKE KMBbIX
TKaHen n KNeTok. PekoMmeHayeTcs Mo BO3MOXHOCTY M3beratb TakMx MEponpuaTuiA, HO B cryyae HeobXoOuMOCTU KX
MCMNomnb30BaHWe OOIMKHO ObiTb ODOCHOBaHO, @ WX MPUMEHEHME B TEXHOMOIMYECKOM mnpouecce AOMKHO ObiTb
npekpaLweHo Ha CTaamm, yKasaHHOM B PErMcTpaLmoHHOM JOChE I MPOTOKONE KIMMHUYECKUX NCCneaoBaHni.

51. (36) Ona yenoBeyeckMx TKaAHEW M KNETOK, MCMOMb3yeMblX B KayeCTBE WCXOAHbIX MaTtepuanoB Ans
Buonornyecknx nekapcTBeHHbIX CpeacTB, He0bXo0AMMO yunTbIBaTh crieaytolime TpeboBaHus:

a) (@) ux npuobpeTeHne, OOHAUMA WM NPOBEAEHME WCMbITAHUI OOMKHO OCYLLECTBMATLCA B COOTBETCTBUM C
HOPMaTuBHbIMW MpaBoBbiMM akTamu Poccuiickon ®epepaunn. OpraHvsauumy, MNOCTaBASAOLWMNE MWCXOAHOE ChIpbeE,
OOMKHbI UMETb pa3peLleHne YNonHOMOYEHHOro dheaepanbHOro opraHa UCMOMHMTENbHOW BnacTu B COOTBETCTBUM C
3akoHogaTtenbcTBom Poccunckon ®egepauun. Hannume Heobxooumbix paspelleHun OOMKHO ObiTb MpOBEPEHO B
pamkax cucTeMbl yripaBrneHus nocTaBkamu;

6) (b) B cnyyasix MMMOPTUPOBAHUS TakMX 4eNOBEYECKMX KIeTOK WU TKaHeW U3 Opyrux CTpaH, OOSKHbl ObiTb
cobnofeHbl cTanHOapTbl KOHTPOSA KadecTBa M 0e30macHOCTU, COOTBETCTBYKOLME TpebOBaHUAM HOPMATUBHbIX
npaBoBbIX akToB Poccuinckon degepauum;

B) (C) B HEKOTOPbIX Criy4Yasix paboTta ¢ Knetkamu 1 TKaHSIMU, NCMOSb3YEMbIMU B KAYECTBE UCXOOHbIX MaTepnarnos
ansa Bbuonornyeckmx nekapcTBeHHbIX npenapartos, OyaeT Npou3BOAMTBCS B OpraHusaumsax Mo B3ATMIO U (Mnwn)
npoBepke TKaHelW, B TOM uucrne AN CO34aHWst HadvanbHbIX KMEeTOYHbIX OaHKOB WMM  KNETOYHbIX  NUHUIA,
npeaLlecTByOWNX CO30aHMI0 MaBHOro OaHka knetok. B Takux cnydasix B COOTBETCTBMM C 3aKOHOL4ATENbCTBOM
Poccuiickon ®egepauum 4omKHO BbiTb HA3HAYEHO NNLIO, KOTOPOE OTBEYAET 3a YKasdaHHble aTanbl pabdoTb;

r) (d) oTBeTCTBEHHOE NMLO B OpraHu3auuMu no B3ATUIO U (UNW) NPOBEpPKE TKaHEN BblAaeT paspelleHne Ha
MCMNOMb30BaHNe TKaHen N KNeToK nepen ux MoCTaBKOW MPOW3BOAUTENO NEKapCTBEHHOrO npenaparta, nocrne 4ero
NPUMEHSAITCA CTaHAapTHbIEe Npoueaypbl KOHTPONSA UCXOAHbLIX MaTepuanoB. PesynbTaTbl UCMbITAHUN BCEX TKaHEM u
KNeTokK, NOCTaBrisieMblX OpraHu3auvMen no B3SATUIO M (MNM) NpoBepke TKaHeW, AOIMkHbl ObiTb NpefocTaBneHsbl
Npou3BOAMTENO  NekapcTBEHHOro npenapata. [aHHad  umHpoOpMauus  JOrbkHa  ucnonb3oBaTbCs  ANA
COOTBETCTBYIOLLErO pasferieHnss matepuarnoB U onpefeneHuss cnocoboB xpaHeHus. B cnyyae HeobxoammocTy
BO3MOXHa [OCTaBKka TKAHEW WU KIEeTOK MPOU3BOAUTENO JIEKapCTBEHHOrO npenaparta A0 MONyYeHus pes3ynbTaToB
UCMNbITaHWI OT OpraHM3auny no B3ATUIO U (UNN) NpoBepKe TKaHen. 3TO BO3MOXHO MPU Hanu4MM COOTBETCTBYHOLLMX
Mep KOHTPpOMS 4518 NpegoTBpaLLeHNs NepekpecTHON KOHTaMUHaUUN TKaHSMU 1 KneTkamn. Takas gocTaBka BO3MOXHA
C paspelueHns OTBETCTBEHHOrO fmua B opraHu3aumm no B3sTuo 1 (Mnu) NnpoBepke TKaHewn;

O) (e) TpaHCrnopTUpOBKa 4YernoBevyecKMX TKAHEW W KNEeTOK K NPOM3BOACTBEHHOW Mriowajke [AOShKHa
OCYLLECTBMNATLCA B COOTBETCTBMM C COMMallEHWEM MeXOy OTBETCTBEHHbIMU CTOpOoHamu. [1poM3BOACTBEHHbIE
nnowagkM OOIPKHbl MMETb [JOKYMeHTanbHOoe noaTBepxaeHne cobniogeHns COOTBETCTBYIOLMX —cneumduiecknx
YCINOBUWIN XPaHEHWUS N TPAHCMNOPTUPOBKY;

e) (f) pormkHbl cobnogaTbca TpeboBaHMA MNPOCIEXMBAEMOCTU, HAauyMHAs C OpraHusaumm Mo B3ATUO U (UNK)
npoBepke TKaHen 0O AOCTaBKW MnorfydyaTento U BKNoYas MaTepuarnbl, HaxXOOUBLUMECS B KOHTaKTe C KMeTKaMu unu
TKaHAMM;

X) (g) L[OMKHO OblTb 3aKMYEHO COrMaweHne Mexay OTBETCTBEHHbIMM CTOpOoHaMu  (Hanpumep,
Npon3BOAMTENSIMU, OPraHN3aLMaMM Mo B3ATUIO U (UNIN) NPOBEPKE TKaHEW, CMOHCOpaMW, NMuamu, Ha UMS KOTOPbIX
BblJaHbl PErMcTpaumMoOHHbIe YOOCTOBEPEHMS), KOTOpoe onpedenset cdepbl OTBETCTBEHHOCTM KaXXOOW M3 CTOPOH
(BKNOYas ykazaHue OTBETCTBEHHbIX U YNONTHOMOYEHHbIX NNLL).

52. (37) B oTHOLWEHNM reHHON TepanuM HeOBXOAMMO yYnTbIBaThb cneayowmne TpebosaHus:

a) (a) ansa nNpoaykuun, MpousBedEeHHON C WCMOSb30BaHWEM BUPYCHBLIX BEKTOPOB, WCXOAHblE MaTtepuansl
SABNSATCA KOMMOHEHTAMM, U3 KOTOPbLIX MOJTyYeH BUPYCHBIN BEKTOP, TO €CThb IMaBHbIA BUPYCHBIN MOCEBHOW MaTepwuarn
Unu Nnasmugpl, KOTOPbIMK TPAHCOULUMPYIOT NaKyoLWKUe KIeTKX, U rMaBHbIn 6aHK KNeTOK, UCMOoMb3yembld AM1S NNHWK
NaKyoLLMX KIeTOK;

6) (b) ona npoaykummn, NPoOM3BEAEHHONW C WCMOMb30BAHMEM MMasMui, HEBMPYCHbIX BEKTOPOB U TFEHETUYECKM
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MOOUPULIMPOBAHHBLIX MUKPOOPraHM3MOB, 3a UCKIMIOYEHWEM BUPYCOB U BUPYCHBLIX BEKTOPOB, NCXOAHBIMW MaTepuanamu
ABMSAOTCA KOMMOHEHTbI, UCMONb3yeMble Afs CO3AaHNsA KNeTOK-NpoaYyLEHTOB, TO eCTb NNa3muabl, 6aKTepus-XO03suH |
rnaBHbIV 6aHK peKOMBUHAHTHBIX MUKPOOPTraHNM3MOB;

B) (C) AN reHeTM4eckn MoaMMULMPOBAHHBIX KMETOK WCXOAHbIMM MaTtepuanamu SBhsioTCS  KOMMOHEHTHI,
ncnonb3dyemble OnNA nonyyvyeHuna reHetnyecku MOLI,VI(*)I/ILLI/IpOBaHHbIX KNeToK, TO eCTb UCXodHble MaTtepuanbl OnA
NPOM3BOACTBA BEKTOPOB, @ TakkKe KNETKN YenoBeka Ui XMBOTHbIX;

r) (d) npyHUMnbl HacToAwmMX [NpaBunn NPUMEHAIOTCA, HAa4YMHasa OT CMCTeMbl 6aHKa KINeToK, UCMonb3yemoro Ans
NPON3BOACTBA BEKTOPa Unv nnasmugbl, KOTOPble NCNOMb3YTCA AN NepeHoca reHoB.

53. (38) MNpw Npon3BOACTBEHHBLIX MpoLeccax, B KOTOPbIX KMETKM YeroBeKa W >XMBOTHbIX WCMONb3ylTCA B
KayecTBe MUTaKOWMX KMeToK, [OSMKEeH NPOBOAMTLCA COOTBETCTBYIOLUMIA  KOHTPOMb  WCTOYHUKOB, WCMbITAHUN,
TPaAHCNOPTUPOBKN U XpaHEeHUA [OaHHbIX MaTtepuarnoB, BKIo4Yasa KOHTPOJSib B COOTBETCTBUU C TpGﬁOBaHI/IFIMI/I
3akoHogaTtenbcTBa Poccunckon ®egepaumu.

Cuctema noceBHom KynbTypbl 1 OaHka KneTok

54. (39) [Ina npeaoTBpalleHns HexenaTenbHOro 3MeHeHNs1 CBOMCTB, KOTOPOE MOXET MPOM30NTU BCNeacTeue
MHOrOKpaTHbIX NEpPeceBOB UMM BONbLUIOrO 4YMcrna reHepauun, Npou3BOACTBO Ouonornyecknx apmaueBTUYECKNX
CyGCTaHUUM U nekapCTBEHHbIX NpenapaTtoB, MofyvYaeMblX W3 KynbTyp MUKPOOPraHU3MOB, KynbTyp KAETOK Wnu
pasMHOXEHMEM B 9MOPUOHAX, TKaHAX U OpraHax XXMBOTHbIX, AOMKHO OblTb OCHOBaAHO Ha CUCTEME rMaBHOM M pabouyen
BMPYCHbIX NMOCEBHbIX KyNbTyp 1 (Mnn) 6aHKOB KNeTok. Takas cucteMa MOXeT ObITb HENMPUMEHMMOW KO BCEM TuMnam
BbICOKOTEXHOMOMMYHbIX JIEKAPCTBEHHbBIX NPEenapaToB.

55. (40) Konun4yecTBo reHepaumin (yABOEHUIN, Maccaxemn) mexay MOCEBHOW KynbTypoW unmM OaHKOM KIETOK U
buonoruyeckor apmaueBTUYeckon cybctaHumen nubo nekapcTBEHHbIM MpenapaTtoM [OMKHO COOTBETCTBOBaATb
TpeboBaHusM cneundmrKaunn B permcTpaumoHHOM JOChE NN NPOTOKOMNE KNMHUYECKUX UCCneaoBaHun.

56. (41) Co3spgaHne cucTeM MOCEBHbIX KynbTyp W GaHKOB KMNETOK, BKMYasi rMnaBHble U paboudne MNoceBHble
KyNbTypbl, LOIMKHO SIBNATLCA YACTbIO YNPaBNeHUs XMU3HEHHbIM LIMKIIOM MPOAYKUMM U MPOBOAMTBCA B Haanexamx
ycnoBusx. [ponsBoacTBeHHast cpega AOMKHa HaxoAuTbCA Mo COOTBETCTBYHOLIMM KOHTponeM ansi obecneveHus
fes3onacHOCTM CUCTEM MOCEBHbIX KynbTyp U GaHKOB KMETOK, a Takke nepcoHana, pabortatwowero ¢ Humu. [lpu
CO30aHNM NOCEBHbIX KyNbTyp 1 BaHKOB KMETOK He AonyckaeTcs oAHOBpeMeHHas pabota C ApYruMu XMBBIMW WM
WHMLMPYOLWMMIN MaTepranammn (Hanpumep, BUpycamu, IMHUAMUW UMK LUTaMMaMU KNEeTOK) B OOHOM U TOW Xe 30He
WnNM OAHOro M TOro e nepcoHana. [domkHa OblTb [AOCTyNMHa [OOKyMeHTauusi, nossonsiowas obecneyuntb
NPOCNEXMBAEMOCTb CTafWN, NPeaLecTBYOLWMX reHepaLun rMaBHON NOCEBHOM KyNbTypbl UK rMaBHOrO 6aHKa KMNETOK,
roe MoryT ObiTb MPUMEHEHbI TONbKO MPUHUMMLI HacToAwwmx [MpaBun. [aHHas OOKyMEHTauus AOMKHa BKIHOYaTb
MHGOPMaLMIO OTHOCUTENBHO KOMMOHEHTOB, UCMOSb30BaBLUNXCH BO BpeMsi pa3paboTkm M BO3MOXHO BMAMSAIOLWMX Ha
BesonacHOCTb NPOAYKLUUK (Hanpumep, peareHTbl BUONOrMYecKoro NMPOUCXOXKAEHNS), OT HayanbHOTO MCTOYHMKA M OO0
rMaBHOroO KNETOYHOrO UMK rMaBHOMO NOCEBHOro BaHka, ecnu NPUMeHNMO.

57. (42) Mocne hOpMMPOBaHUSI OCHOBHOIO M pabodero 6GaHKOB KMNETOK M MOCEBHbLIX KyNbTyp [LOJIKHbI
cobntogaTeca npouedypbl NO KapaHTUHY M paspelleHnto GaHKoB K MCMoNb3oBaHMio. [OmkHbl ObiTb NpoBeAeHbI
COOTBETCTBYIOLNE KBANMMUKALUSA M UCMbITAHUS B OTHOLUEHUM KOHTaMMHAHTOB. VIX p[anbHeWwasi npurogHocTb
BMOCNEACTBMM JOIPKHA ObiTb MoATBEpXKOEHa CTabUNbHOCTBIO XapakTepUCTUK M KayeCTBOM MOCHedylLmnx Ccepun
npogykuun. [okasaTenbCTBO CTabWnbHOCTM U BOCMPOM3BOAMMOCTU MOCEBHLIX KynbTyp Wnu OaHKOB  KNeTok
HeobxoamMMo oopmnATb JoKyMeHTansHo. CogepXaHue 3anncei 4OMMKHO NO3BONATbL NPOBOAUTL OLEHKY TeHOEHLMN.

58. (43) MoceBHble KynbTypbl U GaHKM KNETOK HEOOXOAMMO co3faBaTb, XpPaHUMTb W MCNONb30BaTb TaKUM
06pa3oM, YTOObI PUCK MX KOHTAMWHALUN UM U3MEHEHUS OblN MMHMMArbHLIM (HanpuMep, XpaHuTb B FrepMEeTUYHbIX
KOHTeWHepax B XMOKOM a3oTe). B cnyyae xpaHeHus pasnuyHbIX MOCEBHbIX KyNbTyp U 6aHKOB KINETOK B OOHMX U TEX Xe
30Hax UMM € UCMONb30BaHNEM OZHOIO M TOro e 060pya0BaHUSA AOMKHbI OblTb NPUHATBEI Mepbl MO MpPeaoTBpaLLeHnto
nepenyTbiBaHNsS U NEPEKPECTHON KOHTAMMHALMM C Y4ETOM MHDEKLIMOHHON NPUPOAbI MaTepuanos.

59. (44) JlekapcTBeHHble npenapaTtbl Ha OCHOBE KIEeTOK OObIMHO MPOWM3BOASATCA W3 KMNETOYHOro 3arnaca,
NOMy4YeHHOro N3 OrpaHNYEHHOro KONMYecTBa naccaxen. B oTnmume oT ABYXypOBHEBOW CUCTEMbI MaBHbIX M paboumx
©aHKOB KIETOK, KONMMYECTBO NMPOU3BOACTBEHHBIX LIMKIIOB HAa OCHOBE KIIETOYHOro 3anaca OrpaHU4YeHoO KONMM4ecTBOM
anuKBOT, MOJSTyYEHHBbIX MOCIEe pOCTa, U HE PacnpOCTPaHAETCH Ha BECb XXM3HEHHbIM LMKN npodykumu. [MpoTokon
Banvaauum JOMKEH yYUTbIBaTb U3MEHEHNs KNeTOYHOro 3anaca.

60. (45) EmkocTv ans xpaHeHust JOMKHbI BbITb FEPMETUYHO 3aKpbIThl U YETKO MapKMpoBaHbl; MX Heobxoanmo
cofepaTtb Npu COOTBETCTBYIOLLEN TemnepaType. Heobxoanmo BeCTU AOKYMEHTamNbHbIN Y4ET XPaHSALNXCA €MKOCTEN.
TemnepaTtypy XxpaHeHus crefyeT HenpepbiBHO perucTpMpoBaTth, a B YCTAHOBKaX C XWAKMM a30TOM KOHTPOMMpoBaTb
ero ypoBeHb. OTKNOHEHUS NapaMeTPOB XpPaHEHUS OT YCTAHOBMNEHHbIX MpeaenoB U mbble NpeanpuHATbLIE
KOppeKTUpyoLLme 1 npedynpexgaroLme JeNCTBUSA A0MKHbI ObiTb 0poOpMIIEHBI JOKYMEHTANBHO.

61. (46) PexomeHngyeTcst pa3nensaTb 3anachl Ha YacTu U XpaHUTb pasdenibHO BO M30exaHwe MNOSfHOW yTpaTthl.
KoHTponb MecTopacnonoxeHus gormkeH obecneynsaTh BbINOMHEHWE YKa3aHHbIX Bbille TpeboBaHui.
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62. (47) YcnoBusi xpaHeHus M 00OpaboOTKM 3anacoB [OIMKHbI ONPedensTbCA COrfacHoO TeM Xe CaMbiM
npouenypam n napameTtpam. [Nocne B3ATUSE KOHTENHEPOB U3 XpPaHUMULLLIA MOCEBHOW KynbTypbl MM GaHka KIeToK He
JornyckaeTcs Bo3BpaLlaTe UX B XpaHUNULLE MOBTOPHO.

MpuHUMNBI paboThbl

63. (48) lMpu ynpaBneHUn M3MEHEHUSIMU C YCTAHOBMEHHOW MEPUOAMYHOCTBIO [OMXHbl paccMaTpuBaTbCs
achdekTbI, BKMoYas KyMynsaTuBHble 3chdeKTbI MIBMEHEHMI (HanpuMep, B NPOU3BOACTBEHHbIX Mpoueccax), BrvstoLme
Ha ka4yecTBO, 6e30nacHOCTb 1 3¢pHEKTUBHOCTL FOTOBOIO JIEKAPCTBEHHOTO Npenapara.

64. (49) Kputnyeckme onepaumoHHble (TEXHOIOTMYECKME) UNN OpYyrue WUCXOAHble MapaMeTpbl, BAMSOLWMNE Ha
KayeCTBO IEeKapCTBEHHOro mnpenapaTa, AOMKHbl ObiTb OnNpedeneHbl, BanMAMPOBaHbl, OOKYMEHTUPOBaHbl W
noaaepXuBaTbCsl B COOTBETCTBUM C YCTAaHOBMNEHHbIMU TpeboBaHMAMMN.

65. (50) CtpaTerusa KOHTPOnsa NOCTYMIEHNSI UCXOAHOTO ChiPbS 1 UCXOAHBLIX MaTepuanoB B NPOU3BOACTBEHHbIE
30HbI JOJKHA OCHOBbLIBATbCA Ha MpUHUMMNAX YMpaBreHUst puckamu Ons kadectsa. [ns acenTMyeckux NpoLeccoB
TEPMOCTOVKNE UCXOQHOE ChbIpbE M UCXOAHbIE MaTepuarbl, Monagarlme B YUCTYIO WAM YAUCTY0 M U30NMPOBaHHYIO
30HY AOMKHbI, MPU HaNMYMM BO3MOXHOCTW, MOCTYNaTb B HUX 4Yepe3 MPOXOAHOW aBTOKMaB WM CyxXOXapoBonm Lwkad.
HeTepmocTOnKMe MCXOOHOE Cbhipbe W UCXOAHbIE MaTepuanbl OOIDKHbl BHOCUTBCS 4epe3 BO34yLUHble LWN03bl C
BnokmpoBKkon ABepew, noaseprasach npouenypam adheKkTUBHON caHuTapHon obpaboTkm noBepxHocTn. Paspeluaetca
cTepunusaunsi NnpeamMeToB U MaTepranos B ApYroM MecTe MNpu YCMOBUW, YTO OHU coaepXaT KonmMyectBo 06epTok,
COOTBETCTBYIOLUX YMCMY CTafgui, HeoOXOoOUMbIX ONS NPOXOXAEHUS B YMCTYHO 30HY, M BHOCATCA B Hee u4epes
BO3QYLUHBIA W03 C COBMOAEHMEM COOTBETCTBYHOLLUMX Mep MNPefoCTOPOXHOCTM MyTeM CcaHuTapHon o6paboTkm
NoOBEPXHOCTEN.

66. (51) JomkHbl ObITe NOATBEPXKAEHBI POCTOBLIE CBOMCTBA MUTATENbHbBIX CPen C LEenbi [oKasaTenbcTBa WX
NpUrogHoOCTU Ans npeanonaraemMoro MUCnonb3oBaHudA. [utatenbHble cpefbl AOMKHbI MPU HanMynuu BO3MOXHOCTU
cTepununsoBaTtbcs Ha MecTe. [pu NnaHoBor nogaye rasos, NUTATENbHbLIX Cpel, KUCMNOT UIU LWenoYen, neHoracutenen
K doepmeHTEpPaM Mpu HanM4Ynm BO3MOXXHOCTU PEKOMEHAYETCA NCMOMNb30BaTb CTEPUNU3yOLLME (PUNbTPbl, BCTPOEHHbIE
B NIMHUM NO4AYM.

67. (52) JobaBneHune BELLECTB UK KyNbTYp B PEPMEHTEPLI U ApYrMe COoCyAbl, a Takke OTOop npob M3 HuUX
HeobXx0AMMO MpPOBOAWTL B TWATENbHO KOHTPOMUPYEMbIX YCMOBUAX ANS npeaoTBpalleHus KoHTamuHaumu. [pu
BHeceHun obaBok nnu otbope Npod He0BXo0AMMO KOHTPONMPOBATL NPAaBUIILHOCTL NOACOEANHEHUS COCYAOB.

68. (53) Ecnm 910 HeobxoaMMO, [OSDKEH  OCYLUECTBIATLCA  MOCTOSIHHBIA  KOHTPOSlb  HEKOTOPbIX
NPOM3BOACTBEHHbIX MPOLLECCOB (Hanpumep, bepmMeHTauun) ¢ BHECEHWEM pe3yNnbTaTOB KOHTPOMNS B 3anucu no
nNpon3BoAcTBY cepuu. [py NpoM3BOACTBE C NCMOMb30BaHMEM METOAa HEMPEPLIBHOIO KyNbTUBMPOBAHUS HEOOXOAMMO
cobnogaTe cneumanbHble TPebOBaHUA K KOHTPOMIO KayecTBa, MoArnexaline npuMeHeHWo B pesynbTate Bblibopa
Takoro nNpou3BoACTBEHHOrO MeToaa.

69. (54) [lpoueccbl LEHTPUPYrMpoOBaHUA U CMELUMBaHUSA MNPOAYKTOB MOryT nNpuMBecTn K obpasoBaHuio
asposonen, NO3TOMy BO Wu3bexaHMe NepekpecTHOM KOHTaMMHauMM Takve npouecchbl criegyeT MpoBoAWUTb B
N30MMPOBaHHbIX 30HAX.

70. (55) MMpu cnyvaiHOM yTeuyke, B OCOOEHHOCTM >XUBbIX MWKPOOPraHM3MOB, OOMKHbI ObITb MNPUHSATDI
HeOTNOXHble Mepbl 6e3onacHocTw. [Ns kaXgoro Buaa unm rpynnsl MUKPOOPraHN3MOB OIMKHbI ObITb MpegyCMOTpPEHbI
crneunanbHble MeponpUATMS NO AeKoHTamuHaumu. [NMpu ncnonb3oBaHMM pasnnyHbiX LWITaMMOB BaKkTepuii OQHOrO BuAa
UNN OYEeHb MOXOXUX BUPYCOB 3Ta npouedypa MOXeT bbiTb BanuanposaHa B OTHOLLEHWUM TONBbKO OAHOMO U3 HUX, eCcrnn 'y
HUX HET CYLLECTBEHHbIX Pasnuynii B yCTOMYMBOCTIN K COOTBETCTBYIOLLEMY areHTy (areHtam) Ans AeKoHTammuHaLuuu.

71. (56) Ecnu maTepumansl, MCNONb3YHOLMECS A58 MPOU3BOACTBA U KOHTPONS, BKIoYas OymakHble OOKYMEHTHI,
SIBHO SBMSAIOTCA KOHTAMWHWPOBAHHBLIMW, HAMpuUMep MPONUTLIMU KUAKOCTAMW, a3po30NsiMM UMM NOTEHUMansHO
ONacHbIMU MWKPOOPraHn3MamMu, TO OHW AOIMKHbl OblTb COOTBETCTBEHHO [Ae3UH(MUUUPOBaHbI, MM WUHGPOPMaUMSA
OOMkHa nepegaBaTtbCsa Apyrumu cnocobamu.

72. (57) lMpu uHaKTMBaAUUW UNU yaaneHuM BUPYCOB B XoAe MNpOM3BOACTBA Heo6XoOuMMO NpUHMMaTbL Mepbl
NPOTMB NOBTOPHOM KOHTaMuHauum obpaboTaHHOM NPOAYKLUMM CO CTOPOHbI HE0BPaboTaHHOM NPOAYKLMM.

73. (58) Ona NpogyKTOB, MHAKTUBUPYEMBIX MPU NOMOLLM A0OaBNEHNS peareHToB (HanpuMMep, MUKPOOPraHU3Mmbl
B Mpouecce Mpou3BOACTBA BaKUMH), MNPOLECC [JOJPKEH rapaHTUpOBaTb MOMHYK  MHAKTMBAUMIO  XKMBbIX
MUWKpPOOPraHu3moB. [Nocne TwaTenbHOro CMeLUNBaHNS KynbTypbl U UHAKTUBUPYIOLLEro areHTa OOSMKHbl yYMTbIBaThCA
BCE KOHTaKTMPYHoLLME C NPOAYKTOM NMOBEPXHOCTU, NpebbiBaBLUME B KOHTAKTE C KyNbTYypPOW.

74. (59) MNpwn npumeHeHUn XxpomaTtorpauyeckux MeTOAOB MWCMONb3YT pasHble Buabl obopydosBaHus.
MpuHUMNBI yNpaBneHnss puckamy Lns KadecTBa OOMKHbI cobnogaTtbcss npu  paspaboTke cTpaTernM KOHTPOns
COpOEHTOB, KOPMYCOB KOJIOHOK WM ApYyroro obopyaoBaHWst MpU UX WCMOMb30BaHWMU AN NPOM3BOACTBA B  peEXMME
KaMnaHWi unu B NPOM3BOACTBEHHON cpefe, NpeaHa3HavYeHHOoN AN NPON3BOACTBA HECKONbKUX TUMOB npoadykumu. He
peKkoMeHOyeTCs MCNOMNb30BaHNE OOHUX U Tex e COpPOEHTOB Ha pasHbiX TEeXHOMormdeckux cragusix. Heobxogmmo
YCTaHOBUTb KPUTEPUWN NPUEMMEMOCTM, YCroBUS paboTbl, METOAbl BOCCTAHOBMEHMWS, CPOK CnyXbbl u MeToabl
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cTEpPUNN3aLUN UK AEe3NHAEKLMN KOITOHOK.

75. (60) [ononHuTenbHble WHCTPYKUMM OTHOCWUTENbHO WCMOMb30BaHUA OOMy4YeHHbIX 00opyooBaHUA WU
MaTtepuanos nanoxeHol B [NpunoxeHun N 12 Kk HacTosawmum MNpasunam.

76. (61) JomkHa cylecTBoBaTbL CUCTEMA, rapaHTUPYOLLAst LIeNTOCTHOCTb U TEPMETUYHOCTb KOHTEMHEPOB MOCHe
WX HanonHeHus, U NPeayCMOTPEHbI NPOLEAYPbl Ha CryYan MobbiX yTeYeK Unu MNpocbinaHni U MponnBOB, B Cly4vae
€Crnv NPOAYKT UM NMPOMEXYTOUHbIN NPOAYKT NPeacTaBnsatoT 0cobbIn puck. [Ons onepauuii Mo pos3nuBy M ynakoBke
OOIMKHbl CyllecTBOBaTb Mpoueaypbl No cobriogeHuio ycrnosun, obecneuvBalowmx noaaepXaHne npoaykra B
YCTaHOBIEHHbIX Npedenax (Hanpumep, Bpems 1 (Mnu) Temnepartypa).

77. (62) PaboTta c KoHTelHepamu (Hanpumep, C amnynamu, drnakoHamu), copepXxawumu Buonornyeckme
areHTbl, AOMMKHA NPOBOAMNTBLCS TakuM 06pasoM, YTOObI M3bexaTb KOHTaMUHaUMW APYrMx JeKapCTBEHHbIX NpenapaTos
WNN NPOHUKHOBEHMUST XKMBbIX areHToB B MPOW3BOACTBEHHYIO UMM OKpyXawollyto cpedy. [Ons npuHATUS pelleHus
OTHOCUTENbLHO YMNpaBfeHUs1 AaHHbIMU PUCKAMWU AOMKHbl OblTb MPUHATbI BO BHUMAHWE >XKWM3HECMOCOOHOCTb TaKuX
OpraHM3moB u nx bruonoruyeckasi knaccudmkaums (rpynna NnaToreHHocTy).

78. (63) Heobxooumo yoenstb AOMKHOEe BHUMAHWE NOArOTOBKE, MeYaTu, XPaHEHNIO U1 HAHECEHWUIO 3TUMKETOK Ha
YyNakoBKy, B TOM 4YMUCIl€ HaHECEHW0 Ha MEepPBMYHYKD U BTOPWUYHYIO YMakoBKy crneuuduyeckorn wuHdopmaumm ans
naumeHT-cneunduyecknx NpogykToB nnn 06 UCNOMNb30BaHWM METOAOB FeHEeTUYECKON WHXeHepun. B cnyyae ecrnim
BbICOKOTEXHOINOMMYHbIE FIeKapCTBEHHbIE NpenapaThl NpegHa3HaueHbl Anst ayToNorMyHoro MpPUMEHEHUs!, Ha 3TUKETKe
OOJMKHbI YKa3blBaTbCA YHUKANbHbIA MAEHTUMOMUKATOP NauueHTa u Hagnuch "ToNbKO ANst ayTONOrMYHOIO MpUMEeHeHus".
Ecnu BHeLWHAst ynakoBka OTCYTCTBYET, AaHHasA MHpopMauus LOIMKHA YKa3biBaTLCA HA NEPBUYHONM YMaKOBKeE.

79. (64) B cnyyae wucnonb3oBaHWUA CBEPXHU3KMX TeEMMEpaTyp XpaHEeHUs YCTOMYMBOCTb MapKMpPOBKU K
ucnonb3yembiM TemnepaTypam AofmkHa ObiTb noaTBEpXKAEHA.

80. (65) Korga nHopmaumsi 0 COCTOsIHMM 300POBbS JOHOPA (YernoBeka WM XUBOTHOMO), MMELWas 3Ha4YeHune
ONd KayecTBa NPOAYKLMKN, CTAHOBUTCS AOCTYMHOW NOCHe 3aKynku, 3TO JOMKHO YYMTbIBATLCS B NpoLedypax OT3biBa.

KoHTponb kayecTBa

81. (66) KoHTponb B npouecce Npov3BOACTBa ABMseTcA Oonee BaxHbIM Anis obecneveHns ctabunbHOCTU
KayecTBa Ouonornyeckmx apmaueBTMYeckux CyOCTaHUMA W NeKapCTBEHHbIX MpenapaTtoB, Yem Ans OpYyrux
rniekapCTBEeHHbIX nNpenapaToB. MexonepauMoHHbIN KOHTPOIb AOMKEH OCYLLECTBNATLCA Ha COOTBETCTBYIOLMNX CTaansix
NPOM3BOACTBA C LIENbI0 KOHTPOSS YCNOBUN, SBNSIOLLMNXCSA BaXKHBLIMU 41151 KA4eCTBa roTOBOro NpoayKTa.

82. (67) B cnyyae ecnv npomMexxyTOYHbIe NPOAYKTbl MOTYT XPaHUTbCA Ha MPOTSXKEHUU ANUTENbHOrO0 BpPEeMEHU
(aHW, Hegenu wunu gonblue), JOJMKHA OblTb pacCMOTPEHA BO3MOXHOCTL BKITHOUYEHUST B TEKYLLYHO NPOrpaMmy UCTbITaHWs
CTabUNBHOCTN TaKMX CEpU TOTOBOW MPOAYKLUMKM, KOTOpble MpPOM3BEeAEHbl W3 MPOMEXYTOYHbLIX MPOAYKTOB C
MaKCcMMarbHbIM NEPMOAOM XpPaHEHUS B MpoLecce Npou3BoacTBa.

83. (68) Ecnu ato gonyckaeTcsa perncrpaumoHHbIM LOCbe, ANS OnpeAerneHHbIX TUMOB KNeTok (Hampumep,
ayTONOMMYHBLIX KMETOK, WCMONb3yeMbIX B MNPOM3BOACTBE BbICOKOTEXHOOMMYHbLIX JIEKAapCTBEHHbIX NpenapaToB),
KOTopble MOryT ObiTb OOCTYMHbI B OFPaHUYEHHbIX KOMNWYECTBaX, MPOBEAEHUE WCMbITAHUA U MNOPSAOOK XpaHeHUs
KOHTPOSbHbIX 06pa3sL0B MOryT ObITb U3MEHEHbI, YTO 0OPOPMISAETCA AOKYMEHTArbHO.

84. (69) na KNETOYHbIX BbICOKOTEXHOMOIMMYHbIX NEKAPCTBEHHbBIX CPEeACTB TECTbl Ha CTEPWUMBbHOCTb LOJIKHbI
NMPOBOAWNTLCA Ha KynbTypax KrneTtok unu 6aHkax Knetok, CBOBOAHbIX OT aHTMOMOTMKOB, Ans  MOMNyYeHus
[JokasaTenbCTBa OTCYTCTBUSI KOHTaMUHaUMM GakTepusiMM u rpubamm, a Takke Onisi BO3MOXHOCTM OBHapyKeHus
OpraHM3moB, TpebyoLnxX cneumanbHbIX YCoBUIA KyNbTUBUPOBaHUS (ECNN MPUMEHMUMO).

85. (70) CooTBeTCTBYIOLLAA CTPATErMSA KOHTPOSA AOMMKHA OCYLLECTBRATLCA AN MPoM3BoACTBa OUONormyecknx
nekapCTBEHHbIX NpenapaToB C KOPOTKMM CPOKOM FOAHOCTU, OnpeaensieMbIM B HAcTosiweM NpunoXeHun kak cpok Ao
14 gHewn, onNs KOTOpbIX TPebyeTcst BbINyCK CEPUM eLLe A0 OKOHYaHWSI NPOBEAEHMS UCMbITAHUI KavyecTBa BCel MnapTum
roToBOM NPOAYKUUKN (Hanpumep, uccnegoBaHme CTepuribHOCTH). Takom KOHTPOSb AOMMKEH ObiTb OCHOBaH Ha rry6okom
NMOHMMaHNM CBOWCTB fleKapCTBEHHOrO Npenaparta W Npou3BOACTBEHHOMO NPOLIecca U AOMKEeH YYMTbIBaTb KOHTPONb U
XapaKTepHble CBOMCTBA MCXOLHOMO ChIpbsi MU UCXOOHbIX MaTepuanoB. HeobxoaMmo Hanuyme 4eTKoro U MOJSIHOro
onncaHus BCen npoueaypbl BbiMycka, BKIOYaoLWero 0683aHHOCTN OTAENbHbIX pabOTHUKOB, YYaCTBYHOLLMX B OLIEHKE
NPOM3BOACTBEHHbIX M aHanMTUYEeCKNX AaHHbiX. [OoSkHa npoBOAWUTLCA HenpepbiBHAs oOueHKka 3ddEKTUBHOCTU
cucTeMbl obecnevyeHnst kKayecTBa, BKITOYas BEAEHUE 3anncen, NO3BONALWNX OLeHMBaTb TeHOAeHUMW. [OormkHbl ObiTh
NpegyCcMOTpEeHbl anbTepHaTuBHble MeToAdbl (Hanpumep, ObICTpble MUKpOOMONOrMyeckme MeTOAbl) MNOMAyYeHus
COOTBETCTBYIOLLUX pe3yrbTaToB, MO3BOMSAIOLLMX NPOBOAUTL NpeaBapuTernibHoe NoATBEPXKAEHNE COOTBETCTBUS Cepui
B CNny4asix, ecrim HEBO3MOXHO NPOBECTU UCMbITAHUS FOTOBOIO JIEKAPCTBEHHOrO Npenapara u3-3a ero KOPoTKOro cpoka
rogHocTu. Mpouenypa noaTBEPXKOEHMS COOTBETCTBUS U BbiMyCKa CEPUN MOXET NPOBOANTLCA B ABa U 6onee atana:

a) (a) oueHka OTBETCTBEHHBLIM(-bIMW) NIULIOM(-aMW) 3anucen, KacawLMxcsl npolecca NpousBOACTBa CEpun, U
pe3ynbTatoB MOHUTOPMHIa NPON3BOACTBEHHONM cpedbl (ECNU MPUMEHMMO), KOTOpPblE AOMKHbl OXBaTblBaTb YCIOBUS
NpOM3BOACTBA, BCE OTKIMOHEHWs OT CTaHOApTHbIX Mpouedyp M CyLEeCTBYHLIME aHanuTu4eckue pesynbTaTbl And
NepBUYHOrO paspeLLeHnst cepun NPoayKTa K BbiMyCKy YNONHOMOYEHHbIM FULIOM;
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6) (b) oueHka yMONMHOMOYEHHbLIM JIULOM pPe3ynbTaTOB OKOHYATESbHbIX aHANUTUYECKUX WUCMbITAHUA U OPYron
OOCTYNHON  MHopMauuM Ans  3aKMYMTENbHOTO  NOATBEPXKAEHWUSI COOTBETCTBMSI  CEPUM  YCTAHOBMEHHbLIM
TpeboBaHUSM.

86. [HomxHa ObITb nNpegycMoTpeHa npoueaypa, OnuchiBawwas HeobxoaWMble MeponpusaTus  (BKMYas
B3aMMOENCTBUE C MEOULMHCKUMUN paboTHUKaMK), B Crydae MnosflyvyeHus pe3ynbTaToB WUCMbITaHWK, BbIXOOSALWMX 3a
rpaHuubl cneundukaumin. Takue cryvyanm [OMKHbl paccrnefoBaTbCs B MNOMHOM  obbeme, COOTBETCTBYHOLLME
KOppeKTUpytoLLme 1 npeaynpexaanLme JEVNCTBUS, HAaNpaBleHHble Ha NpeaoTBpalleHMe BO3MOXHOCTU MOBTOPEHMUS
TaKMX Cny4aeB, AOMKHblI PEMMCTPUPOBATHLCA AOKYMEHTaNbHO.

IV. CMELINATIBHOE PYKOBOACTBO MO OTAENbHBIM TUMAM NMPOOYKLINA
(YACTb B)

JlekapcTBeHHbIE NpenapaThbl XMBOTHOrO npoucxoxaeHus (B1)

87. HacTtosilee pyKoBOACTBO MPUMMEHSAETCA K MaTepuanam XMBOTHOMO MNPOUCXOXAEHUS, B TOM u4ucre K
MaTepuanam, MOSfyYeHHbIM W3 TakuxX MNPEeanpusiTUA, Kak CKOTOOOMHW. [lockonbky UenM MoCTaBOK MOryT ObiTb
OBLIMPHBIMM U CRIOXHBIMMK, OOSMKHbI MPUMEHATLCS CPEACTBa KOHTPOMsi, OCHOBaHHble Ha MpUHUMNAX YyhnpaBreHus
puckamu ons kadectsa. Mpu aTom HeobxoauMO yuuTbiBaTb TpeboBaHus focygapcTBeHHOM hapmakonen Poccunckom
®egepaumun, BKNOYas MPOBEAEHWE COOTBETCTBYIOLMX WUCMNbITAHUA Ha onpedeneHHbIX ctaguax. [ormkHa BecTuch
COOTBETCTBYIOLLAsA AOKyMeHTaLms, obecneyvmBatoLlasi NPOCNeXMBaeMocTb LN NoCTaBoOK C YETKUM yKasaHWEM pOru
Ka)KOOro y4acTHMKa Lienu NocTaBoK, BKIOYas, kak NpaBumno, 40CTaTOYHO NogpobHOe onucaHmne CXemMbl MOCTaBOK.

88. (1) Heobxoammo Hanuume nporpaMM MOHUTOPMHIa OMacHbIX Ans 4YenoBeka OONe3Her XMBOTHBIX
(BeTepuHapHOoe ocBuaeTenbCcTBOBaHMEe). lNMpu oueHke (hakTopoB pucka AOMKHbI OblTb MPUHATBI BO BHUMaHWE
COOGLLEHUSA 3acnyXuBawLMX [OBepue WUCTOMHUKOB OTHOCUTENbHO pacnpocTpaHeHHOCTU 3abonesBaHus Ha
TeppuTOpUM rocyaapcTea, B TOM YUCNe codepxalume nHpopmMaumnio 0 NpoBepKke COCTOSHUSA 3[40POBbS XMBOTHLIX U
nporpamme(ax) KOHTPOIA Ha roCy4apCTBEHHOM M MECTHOM YPOBHSIX, BKIHOYAS MEPONPUATUSE KOHTPONS MCTOYHUKOB
(Hanpumep, depmbl UNM 3aroHbl AMs CKOTa), M3 KOTOPbIX MOMyYeHbl >XMBOTHbIE, WM KOHTPONMb BO BpEMS
TPaHCMOPTUPOBKN  KUBOTHLIX Ha ckoTobomHio. OgHOM W3  OpraHusauun, OCYLUECTBNAWENA  MOHUTOPWUHI
3aboneBaemMoCTM XXMBOTHbIX B MUpe, sBnseTca MexayHapogHoe anu3ooTudeckoe 6topo.

89. (2) CkoToboWHM [OMKHBI COOTBETCTBOBATbL TpeboBaHUAM, YCTAHOBMEHHLIM HOPMAaTUBHbLIMWU MPaBOBbIMM
aktamu Poccunckon ®enepaumm, npu UCNonb30BaHUM UX B KAYECTBE NOCTABLUMKOB TKaHEW XMUBOTHbIX. [OMmkHbI ObiTb
MPUHATBI BO BHWMaHWE CBEOEHWst OT YMNONHOMOYEHHOro dpefepanbHOro opraHa UCMOSHWUTENBHOW  BNacTMy,
noAaTeepxaatolme cobnogeHne TpeboBaHMn 6e30MacHOCTM U KavyecTBa KOPMOB, YCTAHOBMIEHHblIE HOPMAaTWMBHBIMU
npaesoBbIMK akTamu Poccunckon ®enepaumm n (Mnv) opyrux CTpaH, U3 KOTopbiX Cbipbe MMNOpPTUPYeTCHa B Poccuinckyro
depepaumio.

90. (3) MeponpusaTUst NO KOHTPOJTHO UCXOOHOIO ChIPbS U UCXOL4HbIX MaTepuarioB Ha Takux NPeanpusiTusix, Kak
CKOTOBOMHW, OOMKHbI BKIOYaTb OnpederieHHble 3MIeMEeHTbl CUCTEMbl YMNpaBreHWs KavyecTBOM Ans obecrneveHus
YOOBMETBOPUTENBHOIO YPOBHSI MPOdECCUOHANbHOM MOArOTOBKM MepcoHana, MNpOCneXuBaeMocTn MaTepuanos,
KOHTPOMsi U CTabnnbHOCTW.

91. (4) JomkHbl ObITb NPEeayCMOTPEHbI MEPOMNPUSTUS MO KOHTPOSIO MCXOAHBLIX MaTepuarnioB UM UCXOAHOro
cblpbsi, obecneymBaloLme npegoTBpaLleHne BMeLlaTenbCTB, BUAIOWNX Ha KavyecTBO YKa3aHHbIX mMaTepuanoB Wmu
Chblpbsi, UMK, MO MEHbLUEW Mepe, NPedoCTaBnsloWMNe MHpOPMaUUIO O MNPOBEAEHUN TakMx MEPONPUATUA Npu
NPOABMXEHUN NCXOOHBIX MaTepuaroB UM UCXOAHOIO Cbipbs MO NPOM3BOACTBEHHOWN LIENOYKE UMK LienoYKe MNOoCTaBKy.
[aHHble MepONpPUATUA OOIMKHBI MPOBOANTLCS B OTHOLLEHUM MEPEMELLEHMS YKa3aHHbIX MaTtepuanoB UMM Cbipbs OT
MECT NnepBUYHOro cbopa, NpoBeAEeHNST YAaCTUYHOM U NMOMHOW OYUCTKM A0 MECT XPaHEHWS, HAaKOMMEHNs], pa3MeLLeHns 1
HaxoXaeHus y nocpeaHnkoB. HeobxoaMMO OCyLLeCTBNATL AeTalnbHY0 perncTpaumnio NpoBeAeHHbIX MepPOnpusaTUA B
pamkax cucTemMbl, obecneuymBaloLleri NPOCNEeXMBaeMoCTb MPOAYKUWMW, BKMAYAas perncrpaumio mobbiXx HapyLleHun,
CBSI3aHHbIX C HUMW paccnenoBaHnii U MPUHSATBLIX Mep.

92. (5) JomkHbl NPOBOANTLCS MOCTOAHHBIE OLEHKU MOCTaBLUUKOB UCXOOHOIO CbIpbSt U MCXOOHbLIX MaTepuarios,
noAaTBepxaatolwme cobniogeHne TpeboBaHUM KOHTPOSS MCXOAHOMO ChipbSl M MCXOAHbIX MaTepuarioB Ha pasHbIX
cTagusx npoussoacTea. [1pov3BoanTent AOMMKEH UMETb MOMHYK AOKYMEHTaLMI0 O paccnefoBaHnsiX MPOUCLLECTBUN,
NPOBEAEHHbIX C TLWATeNbHOCTbIO, COOTBETCTBYIOLLEN 3HAYMMOCTM NPOMCLUECTBUNA. [JOIDKHbI CyLeCcTBOBaTb CUCTEMBI,
obecneunBatoLLme nposegeHne apHEeKTUBHBLIX KOPPEKTUPYIOLLUX U NMpeaynpexaatomx A4encTBUn.

93. (6) KneTku, TkaHW 1 opraHbl, UCnonb3yemMble ANsi NPOU3BOACTBA KCEHOTEHHbIX KMETOYHbIX NeKapCTBEHHbIX
npenapaToB, LOIMKHbI ObITb NOMYYeHbl UCKMIOYUTENBHO OT KMBOTHLIX, KOTOpbIE COAEPXaTCA B HEBOJSIE B YCMOBUSIX
OTCYTCTBMS KOHTaKTa C OPYTMMW XMBOTHBLIMW U BbipalLMBaAOTCS crneunanbHo ans aTux uenen. HW B koem crnyyae He
JOMyCKaeTCs MCMONb30BaHUE KIETOK, TKAHEW M OPraHOB AMKUX XKMBOTHBIX WK XMBOTHBIX CO CKOTODOOeH. Takke He
[OMycKaeTCs UCMONb30BaHNE TKAHEN >XMBOTHBLIX-OCHOBATENEN (KMBOTHBLIM OPraHm3m, HECYLUMI YYyXXEPOOHbIA TeH).
Heobxoanmo BecTn HabnogeHne 1 AOKYMEHTALMIO OTHOCUTENBHO COCTOSIHUSA 300POBbS XUBOTHbIX.
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94. (7) Npw KCEHOrEHHOW KIETOYHOM Tepanumn 1 obpalleHMn KCEHOMEHHbIX JIEKAapPCTBEHHbLIX NPenapaToB SOIMKHbI
cobnogaTeca TpeboBaHMSA HOPMATMBHBIX NPaBOBbLIX akToB Poccuiickon ®epepauny, Kacawwmecs MNocTaBkM U
NCMbITAHWI KNETOK XXMBOTHbIX.

INNekapcTBeHHbIE NpenapaTtbl annepreHos (B2)

95. VicxogHble maTtepuarnbl MOryT ObiTb MPoOM3BeAeHbl MyTEM U3BIEYEHMS U3 €CTECTBEHHbIX WCTOMHWKOB WM C
ncnonb3oBaHNEM TexHonornn pekomoénHaHTHom OHK.

96. (1) Onsa rapaHTM COOTBETCTBMSA MOCTaBKM MCXOOHbLIX MaTepuasnioB [OJDKHO CyLIeCTBOBaTb WX OMUCAaHWeE,
BKITIOYaloLLlee HeOOXoaMMble AeTanu, B YaCTHOCTU, OOLLENPUHATOE M Hay4YHOEe Ha3BaHWe, MPOUCXOXAEHWe, npupoay,
npegenbl cCoaepXXaHust KOHTaMUHAHTOB, METO/ B3ATUA Taknx MaTepuanoB. MaTtepuanbl >XMBOTHOMO MPOUCXOXAEHUS
OOMKHbl OblTb MONy4YeHbl OT 340POBbIX >XMBOTHbIX. [Nsi KOMOHWWA (Hampumep, KneLwen, XMBOTHbIX), KOTOpble
MCMONb3yITCA ANA 3KCTpakuMu annepreHoB, [AOIPKHAa CyllecTBOBaTb COOTBETCTBYIOLLAA CUCTEMA KOHTPOIS,
obecneunBatoLLasn buonornyeckyto 6e3onacHocTb. JleKapCTBEHHbIE MpenapaTbl annepreHoB AOMMKHbI XPaHUTbCA B
COOTBETCTBYIOLLUX YCMOBUSIX, 06ECNeynBaloLLmMX X Ka4eCTBO.

97. (2) Ctagnmn TEXHOMOrMYEecKoro nmnpouecca, BKIHOYaKLWMe npeaBapuTerbHylo 00paboTKy, 3KCTpaKUuIo,
dvnbTpaumio, Avanns, KOHLEHTPUPOBaHNE NN NMOMUNM3aLIMIO, AOIMKHBI ObITb AeTanbHO OnucaHbl U BanuaupoBaHbl.

98. (3) [lpoueccbl Moaudukauum, ucnonb3yemble AN MNPOU3BOACTBA MOAUMULMPOBAHHBIX SKCTPAKTOB
annepreHoB (Hanpumep, ansnepromaos, KOHbIOraToOB), OMKHbI ObiTb OMNMCaHbl B COOTBETCTBYIOLLEN OOKYMEHTauuu.
lMpomMexXyTOYHble  NPOAYKTbI B TEXHOMOMMYECKOM  Mpouecce  OOMMKHbl  ObiTb  MOEHTUUUMPOBaHBI U
NPOKOHTPONMPOBAHbI.

99. (4) Cmecn 3KCTPAKTOB ansiepreHoB OOSPKHbl ObiTb NMPUrOTOBMEHbI U3 OTAENbHbIX 3KCTPAKTOB MCXOAHbIX
MaTepuanoB, MOMYYEHHbIX U3 OOHOrO0 UCTOYHMKA. Kaxkabld OTAEnbHbIA SKCTPaKT AOrmkeH OblTb onpegeneH kak
oTAenbHas dapmaveBTuyeckas cybctaHums.

JlekapcTBeHHbIe NpenapaTbl UMMYHHBIX CbIBOPOTOK >KMBOTHbIX (B3)

100. (1) TlpousBoguTenb [OIMKEH YAenaTb 0coboe BHMMAaHME KOHTPOSI0 aHTUIeHoOB  BMOMornyeckoro
NPOUCXOXAEHWUS ANS rapaHTUM UX Ka4ecTBa, MOCTOSHCTBA M OTCYTCTBMS MOBOYHbIX areHToB. MNoaroToBka maTepuarnos,
ncnomnb3yemblX Ans UMMYHM3ALUMU KMBOTHBLIX (Hampumep, WCMONb3oBaHME W (MnM) BedeHMe aHTUreHoB,
ranTeH-HocUTENen, aabioBaHTOB, CTaOMMM3NPYIOLLUX areHTOB), U XpaHEHWEe TaKMX MaTepuarioB HemnocpencTBEHHO
nepea MMMyHM3aLMen 4OMKHO NPOU3BOAMTLCS B COOTBETCTBUM C JOKYMEHTANIbHO 0POPMIIEHHBIMU NpoLeaypamMu.

101. (2) [MMpouedypbl MMMYyHM3ALMM, MWCCREOOBaHUS KPOBM UM OTOOpPa KPOBU [OSMKHbI MPOBOAMTLCS B
COOTBETCTBMU C PETUCTPALMOHHBIM JOChE.

102. (3) YcnoBusa npon3BoACTBaA NEKapCTBEHHbLIX NpenapaToB u3 cybdparMeHToB aHTUTEN (HanpuMmep, y4acTku

cBsisbiBaHns aHTurena Fab u F(ab’);) u nobble panbHeliuve mogudvkaummM [OMKHBI  COOTBETCTBOBATb

BannaMpoBaHHbIM U YTBEPXAEHHbIM NapamMmeTpaMm. Ecnn (i)epMeHTbI, ncnonb3dyemblie nNpu npom3soacTBe, COCTOAT U3
HECKOINbKMX KOMMOHEHTOB, AOIMKHA ObITb 0b6ecnevyeHa Ux cTabunbHOCTb.

BakuuHbl (B4)

103. (1) MNpw ncnonb3oBaHMM aMOBPUOHOB NTUL, JOIMKHO ObITb 06ecneyYeHo 300pOBbE BCEX CTal, UCMONb3yeMbIX
4nsa ux nonyyeHus (4ns ctan, cBob6oaHbIX OT cneunduyecknx NnaTtoreHoB, U Ang 340pO0BbIX CTan).

104. (2) HdomkHa npoBOAUTBCS Banuaauusi LUeNOoCTHOCTU KOHTEMHEPOB, WCMOMb3yeMblX ANd XpaHeHus
NPOMEXYTOYHbIX MPOOYKTOB, ¥ BPEMEHU UX XPAHEHUS.

105. (3) B 3oHax, cogepXawux >XuBble OMONOrMYecKMe areHThbl, 3anpeLiaeTcsl OTKpbiBaHWE COCYAOB,
cofepKallmx MHAKTMBUMPOBaHHbIE NekapCTBEHHbIE Npenaparbl, U 0TOop NpPob M3 HKX.

106. (4) MNocnegoBaTenbHOCTb NpUGABNEHMS aKTMBHBIX KOMMOHEHTOB, aAblBAHTOB W BCMOMOraTesbHbIX
BELLEeCTB B nMpoLecce MNPOU3BOACTBA MNPOMEXYTOYHOrO UMM rOTOBOrO MPOAYKTA [JOIPKHA COOTBETCTBOBATb
TEXHOMNOrMYECKNUM UHCTPYKLUSAM.

107. (5) B cnyyae ncnonb3oBaHus Anst NPOM3BOACTBA UMM UCTIbITAHUIA MUKPOOPraHM3MOB, KOTOPbIM MPUCBOEH
BbICLUMA YpPOBEHb OMOMOrM4eckon OnacHoCTUM (HanpvMmep, NaHO4EeMWYEecKue LWTamMMbl), OOIMKHbI ObiTb obecneyeHb
HeobOxoauMble Mepbl mM3onaumn. [omkHO ObiTb MOMyYeHO [OKyMEHTanbHOE MOATBEpXAEHVWEe paspelleHns Ha
npoBefeHne YNOMSHYTbIX MEPONPUATUIA  OT COOTBETCTBYIOLLMX  YMNOSMIHOMOYEHHbIX hedeparnbHbIX OpraHoB
NCNONHUTENBLHOM BNnacTu. [JaHHasa AOKYMeHTaums OMmKHa OblTb B HANU4MKM U OCTYNHA ANs NPOBEPKU.

PekomMGuHaHTHbIE NpoaykThl (B5)
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108. (1) Ona obecnevyeHnst NOCTOSIHCTBA CBOMWCTB NEKAPCTBEHHOrO MNpenapara, coAepXallero AonycTuMble
npMMecu B ONpefeneHHoOM [Juanas3oHe, [OOMKHbl COOMaaThCs BanMOUPOBaHHbLIE YCMOBUSA TEXHOMOrMYECKUX
NPOLIECCOB MpW POCTE KIETOK, 3Kcnpeccumn b6ernka n ounctke. [1ns obecnevyeHns oTCyTCTBUS BMPYCHOW KOHTaMUHaLUK
B OMpeAeneHHbIX TUnax KneTok, MCMosib3yeMbiX B MPOU3BOACTBE, MOTYT NOTpeboBaTbCA AOMNONHUTENbHbIE Mepbl. [ns
NeKapCTBEHHbIX MpenapaTtoB, MNPOU3BOACTBO KOTOPbLIX NpegycMaTpMBaeT MHOFOKpaTHble COOpbl  KMETOK Mpu
KyNbTUBMPOBAHWM, €ro NPOAOIHKUTENBHOCTb AOSMKHA HAXOOUTLCA B YTBEPXKAEHHbIX Npeaenax.

109. (2) MNMpoueccbl 04UCTKM OT HeXenaTenbHbIX NPOOYKTOB, UCTOYHUKOM KOTOPLIX SBSIOTCS KNETKM XO35MHa, B
YacTHOCTU OT OGEnkoB, HYKNEWHOBBLIX KWUCMOT, YrNeBOAOB, BUPYCOB W APYrMX MPUMECEN, OOMMKHbI MPOBOAMTLCS B
pamkax onpeAeneHHbIX BanuaMpoBaHHbIX Npeaeros.

JlexapcTBeHHbIe NnpenapaTtbl MOHOKMNOHarbHbLIX aHTuTen (B6)

110. (1) MoOHOKNOHanbHbIE aHTUTENA MOTYT ObITb NPOM3BEAEHDLI U3 MbILLWHBLIX UM YENOBEYECKUX TMOPUaOM Unm
C nomoLbo TexHonormn pekombuHaHTHon OHK. Onsi obecnedeHuss 6e30macHOCTM M KayecTBa J1EKAapCTBEHHOIO
npenapaTa 4OMMKHbl MPOBOANTBLCS COOTBETCTBYIOLLNE MEPONPUATUS KOHTPOMS B OTHOLLEHUM UCXOAHbIX KIETOK (B TOM
yucne, NUTAKLWMX KIMETOK, B CIlydae MX MCMOMNb30BaHWS) M UCXOAHbIX MaTepuanoB, UCMOMb3yeMblX ONA CO34aHus
mbpruaombl U (MnK) NUHUKM KneTok. Heobxoammo yaoOCTOBEPUTBCS, YTO [AaHHble MeponpuaTMS MPOBOAATCA B
yTBEPXAEHHbIX npedenax. Ocoboe BHWMaHWE [OMKHO YAEnATbCA [oKasaTenbCTBY OTCYTCTBMS BUMPYCOB B
nekapcTtBeHHOM npenapaTe. [Ona gokasatenbcTBa MNPUrOAHOCTU NEKapCTBEHHbIX MpenapaToB, NPOu3BeAeHHbIX Ha
OHOW 1 TOW XXE TEXHONOrMYECKON OCHOBE, BO3MOXHO MCMOSb30BaHME AaHHbIX, MOMYYEHHbIX MPU UCMbITAHMU OOHOTrO
U3 HUX.

111. (2) JomkHa 6bITb NpoBefeHa MNpoBepKa TOro, YTO KPUTEPUU HA MPOMEXYTOYHOM M KOHEYHOW CTaamsix
NPON3BOACTBEHHOIO NpoLecca KOHTPOMNMPYIOTCA N HaXOOATCA B YTBEPXKOEHHbIX Npeaenax.

112. (3) Npon3BOACTBEHHbIE YCNOBMS AN NPUrOTOBEHNUs cybdparmMeHToB aHTMTEN (Hanpumep, Fab, F(ab'),

scF v) 1 nmobbIx OapyrMx MoauduKkaumin (Hanpumep, BBeOEeHWUS PaavoaKTUBHbIX METOK, KOHbLIorauuu, XMMUYECKOoro
CBA3bIBAHUS) OOMKHbI COOTBETCTBOBATb BannaMpOBaHHbLIM NapamMeTpam.

JlekapcTBeHHbIE NpenapaTtbl TPaHCreHHbIX XMBOTHbIX (B7)

113. ObecneyeHne NOCTOSHCTBA MCXOQHOIO MaTepuana, Nofly4eHHOro M3 TPAHCrEHHOrO MCTOYHUKA, SBNAETCSH
bonee npobnemaTuyHbIM, YeM NPU UCMOMNBb30BaHUM CTaHAAPTHbIX HETPAHCTEHHbLIX BGUOTEXHOMNOrMYECKNX MCTOYHWUKOB.
CnepoBaTtenbHO, LOMKHBI COOMOAATLCA NOBbILEHHbIE TPEOOBaHMSA AN AOKa3aTeNbCTBa MOCTOSHCTBA BCEX CBOWCTB
rniekapCTBEHHOro npenapaTta OT Cepum K cepuun.

114. (1) Ans npom3BoAcTBa OMONOrMYECKMX JTEKAapCTBEHHbIX NMPenapaTtoB MOryT WUCMOMb30BaThbCA pas3fuyHble
BWAbI XKUBOTHbIX, B TOM YMCII€ MOTYT MPOBOAMTBLCS B3ATUE M OYNCTKA BUONOrMYECcKnX XnarKocten (Hanpumep, Morsoka).
YKVMBOTHbIE JOMKHBI UMETb YETKYIO U YHUKATbHY MapKUPOBKY, U AOIMKHbI ObiTb MpegyCcMOTPeHbl AyGnvpytowme mepsbl
Ha criyyam yTpaTbl NEPBUYHOIO NAEHTUULMPYIOLLEro MapKepa.

115. (2) YcnoBus cogepXaHusi U yxofa 3a XMBOTHbIMW [OMKHbl 0bGecneynmBaTb HaMMEHbLLUUIA BO3MOXHbIN
KOHTaKT XXMBOTHbIX C MATOreHHbIMW areHTamm 1 300Ho3amu. [ormkHbl ObiTb pa3paboTaHbl COOTBETCTBYHOLLME MepbI
3alWmMTbl OKpyXatowen cpegpl. JomkHa ObiTb pa3paboTaHa nporpamma HabnaeHWs 3a 300POBbEM KMBOTHBIX C
COOTBETCTBYIOLLUM BHECEHNEM 3anncen B AOKYMeHTaumto. Takke OMMKHbI ObiTb paccnenoBaHbl No6ble MHUMAEHTBI 1
onpegeneHo nux BAusSHME Ha BO3MOXHOCTb JafibHENLLEr0 UCMOMb30BaHUSA XMBOTHOrO M paHee MofyyYeHHbIX Cepui
npoaykunn. Heobxoanmo yoocToBepuTbCs, YTO Ntobble NekapcTBeHHbIE MNpenapaThl, NPUMEHSBLUMECA ONs NeyYeHust
XUBOTHbIX, HE MPMBEOYT K KOHTaMUHaLUUKW NPOM3BOAUMOrO fieKapCTBEHHOMO Npenapara.

116. (3) JomkHa cywiecTBoBaTb [OOKYMEHTAUUS C POOOCIIOBHOM OT >XMBOTHOrO-OCHOBATENSA OO >KUBOTHBIX,
MCMNOMb3YOLLMXCS A8 Npou3BoAcTBa. 3anpeLlaeTcsi CMeLuvMBaHMe MaTepuanos, NOMyYeHHbIX U3 Pa3HbIX TPAHCTEHHbIX
FIVHUI XMBOTHbIX, TaK KAk OHU MPOUCXOOAT OT Pa3HbIX XXMBOTHbIX-OCHOBAaTENEN.

117. (4) YcnoBus, npu KOTOPbIX MPOM3BOAWUTCH B3ATME MaTepuanoB, AOMMKHbI COOTBETCTBOBaTb HOpMaMm
perncTpaLmoHHOro 4OChbe U NPOTOKONa KMMHUMYECKUX MccnedoBaHui. paduk B3ATUS Matepuana u ycrnosus, npu
KOTOPbIX >XMBOTHbIE MOryT ObITb WCKMIOYEHLI M3 MpoLecca NPOM3BOACTBA JIEKAPCTBEHHOro npenapaTa, LOIMKHbI
COOTBETCTBOBATb YTBEPXKAEHHBIM MPOLEAypaM 1 KpUTEPUSIM NPUEMIEMOCTH.

JlekapcTBeHHbIE NpenapaThl TPaHCreHHbIX pacTteHui (B8)

118. ObecneyeHne NOCTOAHCTBA UCXOLHOIO mMmaTtepuana, nofly4eHHoOro M3 TPaHCreHHOro MUCTOYHUKa, ABNAEeTCA
bonee I'Ip06ﬂeMaTVI‘-IHbIM, 4yeM npun ncnoJyib3oBaHmMn CtTaHAapTHbIX HETPAHCIeHHbIX OMOTEXHONMOMMYECKUX UCTOYHMKOB.
CnepoBaTtenbHO, AOMKHbI COONOAATLCS NOBLILLEHHbIE TpeGOBaHVIFl Ons gokasaTenbCTBa NOCTOSHCTBA BCEX CBOWCTB
JIeKapCTBEHHOrO npenaparta OT Cepun K cepumn.
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119. (1) Ona npepoTBpalleHUss KOHTaMMHaALMKU MaBHbIX U paboyvmx TpaHCreHHbiXx 6aHKOB MOCTOPOHHUMMU
MaTepuanamu pactuTenbHOro NPONCXOXAEHMS U COOTBETCTBYHOLLMMU MOCTOPOHHUMW areHTaMmm MoryT NoHagobuTbes
OOMONHUTENbHBIE Mepbl, NPEeALEecTBYOLIME WU Credylowme 3a MeponpusaTusiMM, ykasaHHbiMum B Obwem
pykoBoacTBe (MyHKTbl 15 - 86 HacTosiwero MpunoxeHus). KOHTponb CTabuibHOCTM reHa [OMKEeH MpoBOAUTBLCS Ha
NPOTSXKEeHUN onpedeneHHoro KonnyecTsa reHepaumm.

120. (2) Anga obecneyeHnsa NOCTOSHCTBa cOopa ypoxasi OT pasHbIX KyrbTyp pacTEHUN pacTeHUsa AOMKHbI UMETb
YETKYI0 1 YHUKANbHYIO MapKUPOBKY, U JOJMKHBI ObITb YKa3aHbl UX OCHOBHbIE XapaKTePUCTMKN. B yacTHOCTK, cocTosiHME
300pOBbs PACTEHUN, BXOOAWMUX B KyNbTypy, OOJPKHO KOHTPONMMPOBATLCA C OMNPEAENIEHHON MEePUOAMYHOCTLI0 Ha
NPOTSHKEHUN Nepuoaa BbipalLMBaHMs.

121. (3) JdomkHbl ObiTb yCTaAHOBMEHbI Mepbl MPEeAOCTOPOXHOCTM ANSA 3awuTbl KynbTyp. 1o BO3MOXHOCTM
Heo6Xxo4MMO MUHUMU3NPOBATL NX KOHTaMMHALMIO MUKPOBMONOrMYeCcKMMN areHTaMu 1 NEPEKPECTHYIO KOHTaMWHALMIO
pacteHuamn apyroro Buaa. LomkHbl ObiTb NPUHATLI Mepbl ANA NpefoTBpalleHUs KOHTaMUHauUUM nekapCTBEHHOro
npenapata TakMMyM MaTepuanamu, kak nectuuuabl u yaobpenus. [HormkHa ObiTb paspaboTaHa nporpamma
MOHWUTOPUHIA C COOTBETCTBYHLUMM BHECEHVMEM 3anvcell B LOKYMEHTauuio, Takke LOIMDKHbl ObiTb paccnenoBaHbl
nodble MHUMOEHTbI U ONPEOENeHO MX BIUSHME Ha BO3MOXHOCTb [JarlbHEWLIEro WCMNOMb30BaHWUS KynbTypbl B
NpOoM3BOACTBEHHOM MpoLecce.

122. (4) JomkHbl ObITb YETKO OMUCaHbl YCrOBWS, Oonpedensiowme criydyam, Korga pacTeHuss MoryT ObiTb
UCKIOYEHbl U3 NPON3BOACTBEHHOrO npouecca. HeobxoaMmMo yCTaHOBUTL NPeaernbl NpuemMnemMocTn Ans marepuanos
(Hanpumep, OCHOBHLIX 6enkoB), KOTOpble MOryT MoMellaTb npoueaype O4YUCTKM npoaykumu. [domkHo ObiTb
NOATBEPXKAEHO, YTO pe3ynbTaTbl HAXOAATCA B NpeAenax yTBepXXAEHHbIX HOPM.

123. (5) JomkHbl 6bITb 3adhmKcMpoBaHbl YCITOBUSI OKpYXXatowwen cpedbl (TemnepaTtypa, AoXAdb), KOTopble MOryT
MOBMNUATb Ha KAYeCTBEHHbIE XapakTEPUCTUKMA NEeKapCTBEHHOIO Mpenaparta, a Takke Ha NPOM3BOACTBEHHbIN BbIXOA
pekoMBUHaHTHOro 6enka, Ha4YnMHas oT BpeMeHMn NoceBa, Ha NPOTSHXKEHUN KyNbTUBUPOBAHMA M OO0 MOMeHTa cbopa wu
NPOMEXYTOUYHOr0 XpaHeHus cobpaHHbix MatepuanoB. [lpy odopMneHMM YyKa3aHHOW [AOKYMEHTauuu [AOSKHbI
cobntogaTeca TpeboBaHMSA HOPMATMBHBLIX NPaBOBLIX akToB Poccuiickon depepaunn, perynupyowmx BOMpPoChI
BblpaLLMBaHus 1 cbopa pacTeHun.

JlekapcTBeHHbIE NpenapaTbl reHHon Tepanuu (B9)

124. CywecTtByeT HECKOSBbKO TUMOB NeKapCTBEHHbIX NpenapaToB reHHOW Tepanuun (nekapcTBeHHble npenapaTbl
reHHOW Tepanuu, cogepxaliue nocrnefoBaTenbHOCTL(TN) PEKOMOUHAHTHBIX HYKNEWHOBBLIX KUCIOT WKW FeHEeTUYECKU
MOOUULMPOBAHHBIN(bIE) MUKPOOPraHnam(Mbl) unu BUpYC(bl), W JeKkapCTBEHHblE MpenapaTbl FEHHOW Tepanuu,
cogepXalime reHeTU4eckn MoaAMPUUNPOBaHHbIE KIETKU), KOTOpble OXBaTbIBAOTCA NyHKTamu 124 - 136 HacTosLero
MpunoxeHus. [Ans nekapCTBEHHbIX MpenapaToB reHHOW TepanvMm Ha OCHOBE KITETOK MOTYT MPUMEHSITbCS HEKOTopble
NOMNOXEHWS!, N3NOXEHHbIe B NyHKTax 137 - 144 HacToswero MNpunoxeHus.

125. (1) Bcneacteue TOro, YTO KNETKKU, MCNONb3yeMble AN NPOU3BOACTBA NIEKAapPCTBEHHbIX MpenapaTtoB reHHOM
Tepanuu, Nony4eHbl UNu oT nrogen (ayTonornyHble NN ansioreHHbIe), NN OT XUBOTHLIX (KCEHOreHHbIE), CyLLlecTByeT
MOBbILUEHHbIV PUCK X KOHTaMUHaLUMM NOBOYHBIMM areHTamu. [nst M3onsumMmn ayTonorMyHbIX MaTepuarnos, NOMyYeHHbIX
OT MHUUMPOBAHHBIX AOHOPOB, AOMMKHbI, OblTb NMPedyCMOTPeHbl Ocobble Meponpuatus. [Ons Takux WCXOOHbIX
MaTepuarnos, a Takke Ans KpUMONpPOTEKTOPOB, NUTaTENbHbIX CPpef, KNeTOK U BEKTOPOB, HAaAEXHOCTb KOHTPOSbHbIX M
ncnbITaTeNbHbIX MEPONPUSATUI SOMKHA ObiTb OCHOBaHAa Ha NPUHLMNAX yNpaBneHus puckammn gnsi Ka4ecTBa U AOSHKHa
COOTBETCTBOBATb perucTpaLmMoHHoMy aocbe. Co3faHHbIe KNeTOYHbIEe NTIMHUKU ANsi NTPOU3BOACTBA BUPYCHbLIX BEKTOPOB U
NpoBeAEeHNST KOHTPOSIbHbIX U UCMbITAaTENbHLIX MEPONPUATUA  [AOMKHbI TakKKe OCHOBbIBATbCSA Ha  NpuUHLMMAaXx
yrnpaBrneHusa puckamn Anst kayectBa. B cnyvyae HeobGXoouMMOCTU OOMKHbI MCMONb30BaTbCA BUPYCHbIE MOCEBHbLIE
KynbTypbl U CUCTEMBbI OAHKOB KMETOK.

126. (2) Ha Bo3MoOXXHOE coaepkaHue npumecer, NOCTOPOHHMX areHTOB N MEPEKPECTHYI0O KOHTaMUHALMIO BINSAOT
Takve dakTopbl, Kak NpUpoAa reHeTUYeCcKoro MaTepumana, Tun Bektopa (BUPYCHbIN UMW HE BUPYCHbIN) U TWUN KMAETOK,
YTO AOIMKHO BbITh YITEHO Npu paspaboTke oblien cTpaTerMm MUHUMU3aUMKW pucka. Ha ocHoBe paHHOW cTpaTteruu
OOMKHbI OblTb paspaboTaHbl TEXHONMOMMYECKUA MPOLECC, CNpPOEKTUPOBaHbl MPOM3BOACTBEHHbIE W CKIaAcKkue
nomeLleHnsa n obopygosaHue, paspaboTaHbl npoueaypbl YOOPKM U JEKOHTAMMHAUMW, @ TaKKe YNakoBKW, MapKUpOBKU
W peanuaauumu.

127. (3) MNpon3BOACTBO W UCMbITaHWE JIEKAPCTBEHHbLIX MNpernapaTtoB reHHOM Tepanuu TpebyeT pelueHus
crneundunyeckux BOMPOCOB 0Oe30macHOCTM M KadecTBa [OTOBOrO NlEKApPCTBEHHOro mnpenapata W BOMPOCOB
©e3onacHOCTU NaumMeHTOB 1 nepcoHana. [lormkeH NPUMEHATLCS NOAX0A, OCHOBaHHbIA Ha yrpaBneHun puckamu, Ans
obecneyeHns 6e30MacHOCTU MepcoHana, OKpyXalollen cpedbl U MauueHToB, a TakkKe NPUHATHI Mepbl KOHTPONSA
COOTBETCTBEHHO YCTaHOBMNEHHOMY Krnaccy buonormyeckon onacHoctu. Mepbl no obecnedeHnto 6e30nacHOCTM JOSKHbI
COOTBETCTBOBaTb TPEOOBaAHNSIM HOPMATMBHBIX NPaBOBbIX akToB Poccuickon ®egepauun.

128. (4) NepenswxeHne nepcoHana (BKMoYas NnepcoHar, 3aHATbI KOHTPOSieM KadecTBa, M OBCryXuBaroLLni
nepcoHan) 1 NOTOKM MaTepuarnos, BKIOYasi Te, KOTOPbIE XPaHAT U UCMbITbIBAOT (Hanpumep, UCXOOHble MaTepuansl,
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obpasubl 4N BHYTPUNPOM3BOLACTBEHHOIO KOHTPONS, 0Opasubl FOTOBOrO JflekapCTBEHHOrO mnpenapata W npobbl
NPOM3BOACTBEHHOW CpeAbl), AOMMKHbI OPraHM30BbIBAaTbCS HA OCHOBE MPUHLIMNOB YNpaBfeHNst puckamm Ansi KadecTBa.
Mo BO3MOXHOCTM NpY 3TOM MCMOMb3YHT OAHOHANpaBfieHHble MOTOKW. [JOMKHO y4MTbIBATbCA MEpeMELLEHNe Mexay
30HaMu, cCopepXalumu pasnuyHble reHeTU4Yeckn MoauduuMpoBaHHbIE OpraHW3Mbl, W 30HaMW, COAepXKallumm
reHeTUYeCKn He MoaNLIMPOBaHHbBIE OPraHN3Mbl.

129. (5) MNpn npoekTMpoBaHUN MOMELLEHNUA U OBOPYAOBaHUA [OMKHbI OblTb Y4YTE€Hbl BCE BO3MOXHbIE
cneumarnbsHble npouenypbl, Tpebytowmecs Ans 4eKOHTaMUHALMKN UMW OYUCTKU OT OPraHM3MOB, KOTOPbIE UCMOMb3YOTCS
npv NPOV3BOACTBE flekapCTBEHHOrO npenaparta. [lporpamma MOHMTOpPMHIa COCTOSIHUS MPOW3BOLCTBEHHOW Cpefbl,
€CnM 39TO BO3MOXHO, [OIPKHa ObiTb [ONOMHEeHa MeTogamMu ONpederneHns MpUCYTCTBUS  cneumdUyecKmx
MUWKPOOPraHU3moB, KyNibTUBMPOBAaHNE KOTOPbIX MPON3BOANIIOChH.

130. (6) lMpn ncnonb3oBaHWM BUPYCHBbIX BEKTOPOB C OrpaHUYEHHOW CMNOCOBGHOCTLIO K pennukaumm SOMKHbI
NpUHUMATbLCS Mepbl MO NPefoTBpaLleHMo nonagaHus BUPYCOB OUKOrO TuMa, KOTOpPOEe MOXeT NpuBecTU K
BO3HUKHOBEHWIO PEKOMOMHAHTHBIX BEKTOPOB, CMOCOBHLIX K pennukauun.

131. (7) JomxkeH 6bITb NPeayCMOTPEH NaH aBapuUnHLIX MEPOMPUATMIA Ha cry4Yyal HenpeaBUOEHHOrO BblOpoca
XKMBbIX MMKPOOpPraHuamoB. [naH gormkeH BKMoYaTb ONMcaHne METOA0B U Mpouedyp Mo M30MAunum MUKPOOPraHWM3MOB,
3awmTe onepatopoB, ybopke, MO NpoBedeHWo AeKOoHTammHauun n 6e3onacHOMy BO30OHOBMEHWMIO JKCMyaTauuu.
[omkHo ObITb OLEHEHO BnUsIHME BbIGpPOCa Ha feKkapCTBEHHbIe MpenapaTbl, HaXOAsWwuecs B HENocpenCTBEHHOM
©nnsocTun, 1 Ha nbble Apyriue NekapCTBEHHbIE Npenapathl, HaxoasaLWmMecs B 30HaxX, NOABEPKEHHbIX TAKOMY BbIGPOCY.

132. (8) JomkHbl ObITb NpegyCcMOTpPeHbl Mepbl ANS OTAENEHUs NMOMELLeHWA Ans Npou3BOACTBA BUPYCHBLIX
BEKTOPOB OT ApYrux 30H. OpdHeKTUBHOCTb Mep, UCTMIONb3yEMbIX AN pa3geneHus, AormkHa ObiTb JokasaHa. Besge, roe
3TO MPMMEHUMO, crnedyeT MCNoNb30BaTb 3akpbiTble cMcTeMbl. [ormkeH ObiTb MpegoTBpalleH BbIOpOC BMPYCHOMO
MaTepuana npu otbope obpasuoB, BBeAeHUM 400aBOK 1 Nepenade mateprarnos.

133. (9) He ponyckaeTtcsa conyTCTBYHOLLEE MPOU3BOACTBO Pa3fMYHbIX BEKTOPOB FEHHOM Tepanum B OOHON N TOM
Xe 30He. OgHOBpEMEHHOe MPOM3BOACTBO HEBUPYCHbIX BEKTOPOB Ha OAHOM Yy4acTke AOMKHO KOHTPONMpPOBaTbCHA
COIMacHoO MpuHUMNam YynpaeleHus puckamu Ans KadectBa. [dormkHa ObiTb MokasaHa 3apdeKkTUBHOCTL NpoLeayp
nepexoga mexagy KaMnaHusmu,

134. (10) Ons obecneyeHnss NpPOCHEXMBAEMOCTM JIEKApPCTBEHHOINO Mpenapata OT HavanbHbIX CTagumn
(nnasmugbl, LeneBble reHbl U perynsaTopHble NocrefoBaTenbHOCTU, BaHKM KMeToK, a Takke 3anac BMPYCHbIX WU
HEBMPYCHbIX BEKTOPOB) U 4O rOTOBOrO JIEKApPCTBEHHOMO NpenapaTta LOPKHO ObiTb B Hanuuum getanbHoe onvcaHue
Npon3BOACTBa BEKTOPOB U reHETUYECKU MOAMPULNPOBAHHBIX KNETOK.

135. (11) [lepeBo3ka nekapCTBEHHbIX MpenapaToB, COAepXallMx UMM COCTOALUX U3  FEeHEeTUYEeCKU
MOONMLMPOBAHHBLIX OPraHN3MOB, 4OMMKHa COOTBETCTBOBATL TpeOOBaHMAM 3akoHOA4ATENbLCTBA.

136. (12) K nepeHocy reHoB B KNETKU-PELIMMUEHTbI, KOTOPLIN MPOBOAMTCS BHE OpraHuama, NpeabsBrsaTCs
cnegyrowmne TpeboBaHns:

a) (a) Takonm npouecc OOMMKEH MPOUCXOAUTb B MOMELLEHUsIX, MpefHa3HAYeHHbIX AN OaHHbIX OEUCTBUA U
UMEILLNX COOTBETCTBYIOLLMIA YPOBEHb U30MALUY;

6) (b) HeOOX0AMMO NPUHATL MephI (BKMoYasi TpeboBaHUSA, ykasaHHble B NMyHKTe 24 HacTtosiwero [punoxeHus)
ONS YMEHbLUEHNS] BO3MOXHOCTU MEPEKPECTHON KOHTAMUHALMU U MNepenyTbiBaHUSA KMETOK, MOMyYEHHbIX OT pasHbIX
naumeHToB. [omkHO ObITb Tawkke NpegyCMOTPEHO WCMOMb30BaHWE BanMAMPOBAaHHbBIX MNpouedyp OYUCTKM.
OpHoBpeMeHHOe UCMOoMb30BaHWe pasHbIX BMPYCHbIX BEKTOPOB [OOJPKHO KOHTPONMPOBATbLCA B COOTBETCTBUM C
NpUHUMNamMn yrnpaeneHus puckammn ns kayectsa. He paspeluaetca ncnonb3oBaHne HEKOTOPbIX BUMPYCHBIX BEKTOPOB
(Hanpumep, peTpo- W FNEHTMBUPYCOB) AN NPOW3BOACTBA FEHETMYECKM MOAUMUUMPOBAHHBIX KMEeTOK A0
JoKasaTenbCTBa OTCYTCTBUSA B HUX MOCTOPOHHENO BEKTOPA, CNIOCOOHOrO K pennukaumu;

B) (C) TpeboBaHMs NpoCnexXnBaemMocT AOMKHbI BbiTb cobntogeHbl. HeobxogmMmMo 4eTkoe onpedeneHve cepum
NPOAYKUUN, HAYMHAS OT KIETOYHOIO ChIpbs U 3aKaH4MBasi KOHTEMHEPOM C FOTOBbLIM JIEKaPCTBEHHBIM NPenapaToMm;

r) (d) dpmaunko-xummnyeckne CBONCTBA JIEKapCTBEHHbIX MpenapaTos, NPy MPOVM3BOACTBE KOTOPbIX MCMOMb3YHTCH
Hebuonornyeckne cpefcTea OCTaBKM reHa, OOIMKHbI ObITb MCCNeaoBaHbl M AOKYMEHTaNbHO NOATBEPXKAEHbI.

JlekapcTBeHHblEe NpenapaTbl Tepanun coMaTU4eCcKUMN KneTkamu
N NekapCcTBEHHbIE NpenapaTtbl TKaHEBOW nHxeHepum (B10)

137. [Ana nekapCTBEHHbIX MpenapaTtoB reHeTUYEeCKN MOAMMULNPOBAHHbBIX KNETOK, KOTOPbIE HE onpeaerneHbl Kak
nekapCTBeHHbIe NpenapaTtbl FeHHOW Tepanuun, MOryT NPUMEHATLCA MNYHKTbl 124 - 136 HacToswero NpunoxeHus.

138. (1) Ons npom3BoACTBa [aHHbIX FEKapCTBEHHbIX MpenapaTtoB MO BO3MOXHOCTU  OOMKHbl  OblTb
NCNob30BaHbl paspeLleHHble UCTOYHUKU (HanpuMep, paspeLleHHble K MPUMEHEHUIO NeKapCTBEHHble CpeacTBa Mnu
MeOUUMHCKUE U13Oenunsl) AONOMHUTENbHbIX MaTepuanoB (B YaCTHOCTW, KIETOYHbIX MPOAYKTOB, OGuomMonekyn,
Ovomatepuanos, NOAAEPKNBAIOLLNX CUCTEM, MATPULL).

139. (2) B cnyyae ecnu usgenus, BKIoYas Te, KOTOpble MPOM3BOOAT Ha 3aka3s, SIBMSAKTCA COCTABHOW 4acTbio
roTOBOM NpOAYKUUKN, OOIMKHBI cobniogaTeca cnegyowme TpeboBaHus:
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a) (a) mexagy npousBoAMTENEM NEKapCTBEHHOro npenapara W npousBoauTeNneM MeAMLMHCKOro usaenus
OOIMKHO ObITb 3aKNIOYEHO COrnalleHne, cogepallee [OCTaTOYHY MHGOpMauuio O MEAMLMHCKOM M3genuu, Ans
TOro, YToObl N30exaTb UBMEHEHUSS €r0 CBOWCTB BO BpPEMSI MPOM3BOACTBA BbICOKOTEXHOMOMMYHOIO J1IEKapCTBEHHOMO
npenaparta. YKaszaHHOe cornalleHne JOIMKHO codepxaTb TpeboBaHMe O KOHTPONie W3MEHEHWN, MPeanoXeHHbIX O1is
MEeAMLMHCKOro u3genus;

0) (b) cornaweHne npom3BoanTENEM NeKkapCTBEHHOrO NpenapaTta U NpPousBoaUMTENeEM MeLMLMHCKOro n3genus
JOMKHO Takke npegycmatpuBaTb 0OMeH uMHdopMaumen 06 OTKIMOHEHMSX, UMEBLUMX MECTO Mpu MNpOU3BOACTBE
MEeOULMHCKOTO M3genusi.

140. (3) BcneacteBne TOro, 4To COMAaTMYECKME KIETKM TMOJTyYeHbl WM OT nogen (ayTonornyHble unm
anmnoreHHble) UNM OT >XUBOTHbIX (KCEHOTeHHbIE), CyLLeCTBYET MOBbILWEHHbIA PUCK MX KOHTaMUHaUMM MNOBOYHBIMU
areHTamu. [1na nsonauum ayTonormyHbIX MatepuanoB, MOMYYEHHbIX OT WHMUUMPOBAHHBIX OOHOPOB, AOMXKHbI ObiTb
npeaycMoTpeHbl ocobble MeponpuaTua. [omkHa OblTb obecneyeHa HaLEXHOCTb KOHTPOSIbHbIX M MCMbITATENbHbIX
MEepPONPUATUIA AN TAaKMX UCXOAHbIX MaTepuarnos.

141. (4) Ecnn HEeBO3MOXHO MNPOBECTU CTEPUNN3ALMI0O FOTOBOrO fIEKAPCTBEHHOIO Mpenapata npyv MOMOLLM
CTaHOapTHbIX METOAOB, Hanpumep unbTpaumen, cTagnum TEXHONOIMYECKOro npouecca JOSMKHbl ObiTb NpOBeAeHbl B
acenTuyecKnX yCroBUSIX.

142. (5) [omxHOe BHMMaHWe HeobxoaMmo ypenaTb crneumduveckum TpeboBaHMsaM ANa BCeX Cragumn
KpMOKOHCEepBaLnm, Hanpumep, CKOPOCTU N3MEHEHMS TEMMNepPaTYp BO BPEMS 3aMOPaXUBaHUA U pasMopaxXmBaHus. Tun
KaMepbl XpaHeHus1, CrocoObl pasMeLLLeHNs MaTepmUanoB 1 NPOLIECCHI U3BMEYEHUS AOMMKHbI CBOOUTL K MUHUMYMY PUCK
NnepeKkpecTHOW KOHTaMuHauuu, obecneumBaTb KayeCTBO JleKapCTBEHHbLIX MpenapaToB WM cnocobcTBoBaTb  UX
npaBunbHOMY u3BreveHunto. [ins obecnedyeHns 6e3onacHOCT paboTbl C NEKapCTBEHHbIMW MpenapaTtaMu, B COCTaB
KOTOPbIX BXOOAT MO3WMTUBHBLIE CEPOSIOrMYECKMe MapKepbl, a TakKe XpaHeHMs 3TUX feKapCTBEHHbIX MpenapaToB
OOJIDKHBI UICNONBb30BaTLCA AOKYMEHTANbHO 0hOpMIIEHHbIE NPOLEeaypbl.

143. (6) JomkHbl ObITb NMPOBEAEHbl UCNBITAHUS CTEPUNBLHOCTM Ha NpeaMeT OTCYTCTBMSA BakTepuanbHOn vnum
rPMOKOBON KOHTaMMHALUMW B KyrnbTypax KNeToK unm 0aHKax KNeTok, He coaepXalmx aHTubmoTuku. [orkHa Takke
yunTbIBaTbCA HEOOXOAUMOCTE OnpeaeneHns cneumpuyecknx MMKPOOPraHn3MoB, TpebyLWMX crneunanbHbIX YCNOBUN
KyNbTUBMPOBaHUS.

144. (7) B cnyyae HeoOXoOMMOCTM [OMKHaA MNPOBOAUTBLCS MNpOrpaMma  MOHUTOPUHra CTabuibHOCTH,
BKMOYaOLWass HanMyne KOHTPOSIbHBIX M apXxMBHbIX 00pasuLoB B KOMMYecTBe, [OCTAaTOMHOM And NpoBeAeHUs
JanbHenLWmnx UCnbITaHUN.

V. TEPMWHbI N OMNMPEOENEHNA

145. Ina uenen Hactosiwero lpunoxeHus KpoMe TEPMMHOB W ONpederieHvi, NpenycMoTpeHHbIX rnason |l
HacTosLmx MpaBun, NCNOMNb3yTCA TakkKe CNeayoLMe OCHOBHbIE MOHATUS:

aabloBaHT - XMMUYeckoe nnm Gruonorvyeckoe BeLLEeCTBO, yCUMMBaKoLLEE MMMYHHYIO peakUMio Ha aHTUreH;

annepreHbl - BellecTBa aHTUreHHOW WU ranTeHHOW Npupoabl, CMOCOOHble CEeHCMOUNM3MPOBaTb OpraHvMam u
BbI3bIBaTb anfepruo;

anneprovabl - XMMUYECKN N3MEHEHHbIE annepreHbl C MOHWKEHHOW PeaKTMBHOCTBLIO MMMyHornobynuHa E (IgE);

aHTUreHbl - BELWEeCTBa (Hanpumep, TOKCUHbI, YyXKepoaHble Oenku, 6akTepum, KNeTkn TkaHn), CnocoOHbIE BbI3BaTb
crneundmryeckne MMMyHHbIE peakumm;

aHTUTena MOHOKITOHasbHbIE - FOMOreHHast MONyNsAUMUS aHTUTEN, CNOCOOHbLIX MPUCOEAUHATLCS K eQUHCTBEHHOMY
anuTony (aHTUreHHOM OeTEePMUHaHTE), MONy4YeHHas W3 €OMHCTBEHHOrO KoHa NMMAOUMUTOB MMM C MOMOLLLIO
TexHonornm pekomouHantTHon OHK;

aHTUTena MONUKIOHANbHbIE - aHTUTEeNna, MONyYeHHble OT HECKOSbKUX KIOHOB NuUMEOoUMTOB ©  (Mnu)
BblpaboTaHHbIE YENOBEYECKUM UMW XKMBOTHBIM OPraHM3MOM B OTBET Ha BBEAEHMNE aHTUreHa;

aHTuTeno - OGenkn, npou3BedeHHble B-numdountamn, KoTopble  crneuudmyeckn  CBA3LIBAOTCA  C
onpefeneHHbIMU aHTUreHaMu. Ha ocHoBe KNtoYEeBLIX pasnuMynii B METOAAX UX MPOU3BOACTBA BbIOENSOT ABa MaBHbIX
TUNa aHTUTEN: MOHOKITOHAsbHbIE aHTUTENAa W NOMMKIOHaNbHbIE aHTUTENa;

GaHK KNeToK - COBOKYMHOCTb COOTBETCTBYIOLUMX KOHTEMHEPOB, XPaAHSALIMXCA B OMNPEAEneHHbIX YCIOBUSX,
COLEPXNMOE KOTOPbIX MMEET OOHOPOAHbIV cocTaB. CoaepXXMMoe Kaxaoro KoHTeriHepa npeacTaBnsieT cobomn KpaTHbIN
€0VHbIN NyN KNeTOK;

buonoruyeckas dapmaueBTMyeckas cybctaHuma - dapmaueBTuyeckas cybcTtaHumsi, npousBefeHHas C
MCMnonb3oBaHMEM OMOMOrMYECKOro UCTOYHUKA WMM  3KCTparMpoBaHHas M3 OMOMOrMyeckoro WCTOMHWMKA, KoTopast
JOMkHa ObITb OxapakTepusoBaHa C UCMOMb30BaAHWEM U3NYECKUX, XUMUYECKMX W OMONMOrMYECKUX MCMbITAHUA 1
KayeCTBO KOTOpPOM onpeaensaeTcs 3TUMMN UCMbITaHUAMW B COYETaHMU C KOHTPOEM NPOLIECCOB €€ NPOU3BOACTBA;

GuonorMyeckuin NeKapcTBEHHbIN MpenapaT - NeKapCTBEHHbI npenapart, dapMaueBTMyeckass cybcTaHums
KOTOpPOro sAABnsieTcsi bruonornyeckorn hapmanleBTUHECKON CyOCcTaHLmen;

OuoHarpy3ka - YpoOBEHb W BWO MUKPOOPraHW3MOB (Hanpumep, Henpuemsnemble WAM  OOMNYCTUMbIE
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MMUKPOOpraHmM3ambl), KOTOPble MOryT MPUCYTCTBOBaTb B WCXOOAHOM Cbipbe, WCXOAHOM Chbipbe And Mpou3BOACTBA
dhapmaLeBTUHECKON CyOCTaHLMM, NPOMEXYTOYHON NPOAYKLUMN UnNn B dpapmalieBTMYeckon cybctaHuun. BuoHarpysky
He criegyeT cuMTaTb KOHTaMUHAUWEN, eCliM ee YPOBHU He MPEeBbLILLAOT YCTaHOBMEHHbIE NpeaesibHble 3HAYEeHUsT UIK
He obHapy>XeHbl MUKPOOPraHM3Mbl, onpeaensemble kKak He4OMyCTUMBbIE;

BEKTOp - areHT TpaHCMUccuun, nepeHoc;m.wu?l reHeTU4eCKyro Mchopmaquo oT Op,HOI7I KNeTkn mnn opraHmama K
Opyron, HanpuMmep nnasmMuabl, IMNOCOMbI, BUPYCbI;

BMPYCHbIV BEKTOP - BEKTOP, MPOU3BEAEHHLIN NyTeM MOoAMdUKALMN BUPYCa C MOMOLLbIO METOO0B MONEKYNApHOM
OuonorMm Oons yaoepXuMBaHUS HEKOTOpbIX, HO He BCEX, MaTepuHCKUX reHoB Bupyca. [lpu yganeHun reHos,
OTBETCTBEHHbIX 3a CNOCOOHOCTb BUPYCa K pennkaLmm, CO34aHHbIN BEKTOP SIBNSIETCA HECMOCOOHLIM K pennnkaLumm;

BHE XMBOIO opraHmM3mMa - NpoLiecc, Npu KOTOPOM Mpoueaypbl NPOBOASTCS HA TKAHSX WU KIETKax BHE >XMBOIO
opraHuama c nocriefyoLwmm BO3BpPaTOM TKAHEN NN KIETOK B XXMBOW OpraHm3m;

BHYTPW XXMBOrO opraHuamMa - npoueaypbl, NPOBOANMbIE BHYTPU XKUBbLIX OPraHU3MOB;

BCNoMoraTenbHble BELWecTBa - BelWecTBa HEOPraHM4Yeckoro WM  OPraHNMYEecKoro  NPOUCXOXAEHUS,
ucnonb3yemble B MpoLEcce NpOU3BOACTBA, W3rOTOBIEHWUsSI JIEKAPCTBEHHBIX MpenapaToB Ans  NpuaaHua UM
HeobxoaMMbIX (PUINKO-XMMUYECKMX CBOWCTB <*>, KpoMe apmMaueBTUYECKMX CcyOCcTaHuMA UM ynakoBOYHOIO
MaTtepuana;

<*> yHkT 3 cTaTbn 4 ®eagepansHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpaleHun nekapcTBEHHbIX
cpenctB" (CobpaHue 3akoHogaTensctea Poccuiickon Pepepaumm, 2010, N 16, ct. 1815).

ranteH - Momnekyna C HWU3KOW MONEKYyNsApHOW MaccoW, He SABNALascd aHTUreHoOM Mo CBOeW npupoge Ao
MOMEHTa KOHborauum ¢ "Morsekynon-Hocutenem";

reH - nocriegoBatensHocTb [AHK, kogmpytoLias oguMH Unn HECKONbKO BENKOB;

reHeTnyeckn MmoanduumpoBaHHbli opraHmam (TMO) - nobon opraHnam, 3a UCKNIOYEHNEM OpraHu3Ma YernoBeka,
B KOTOPOM reHeTMYeCKMIn maTepuman Obin M3MeHeH TakuMm o6pa3oMm, YTO AOCTMYb TaKOro WU3MeEHeHUs B pesyrbTate
€CTeCTBEHHOMO CKPELUMBAHUA U (UNN) eCTECTBEHHOW PEKOMOMHALMN HEBO3MOXHO;

rmbpugoma - mMMMopTanusoBaHHas  ("OeccMepTHas") MMHMA  KNeTOK, MPOM3BOAALWAS  Xenaemble
(MOHOKNOHanbeHbIE) aHTMTEena u OObIMHO Monyvaemas MNyTeM WCKYCCTBEHHOrO cnusHusa  B-numdounTtoB ¢
OMNyXOoneBbIMU KNeTKamu;

rmaBHbIN BaHK KNEeTOK - anuKBoTa OHOro Nyrna KNeTok, KOTOpbIA Obin NonyyYeH M3 KOHKPETHOro KroHa KhneTok
npuv onpeaeneHHbIX YCNoBUsX, pacnpeferneHHass BO MHOXECTBO KOHTEMHEPOB W XpaHALAACA Mpu onpeaeneHHbIX
YCNnoBusX;

rMaBHbI BMPYCHBIA NOCEBHOW MaTepwan - anvkeoTa OAHOrO nyna BUPYCOB, KOTOpbIA Obln nonmyyeH u3
KOHKPETHOro KMoHa BMPYCOB MpW ONpPeAeneHHbIX YCMOoBUSAX, pachnpedeneHHas BO MHOXECTBO KOHTEWHEepoB W
XpaHsiLwascsa npyn onpeaeneHHbIX YCNoBusX;

rMaBHbIN TPAHCreHHbIN 6aHK - annkKBoTa OAHOrO Myna KNeToK TPaHCrEHHbIX PacTeHUA UMW XUBOTHLIX, KOTOPbIN
Obln nonyyYeH M3 KOHKPETHOro KIOHAa KMeToK Npu OnpedeneHHbiX YCroBUSX, pacnpefeneHHass BO MHOXeCTBO
KOHTEMNHEPOB U XpaHALLAACs Npu onpeaeneHHbIX YCroBUSX;

3aKpblTas cuctema - cuctema, B KOTopon hapmaLieBTmyeckas cybcTaHumMa WMnu fekapcTBeHHbIM npenapaTt He
NMEeIOT HENOCPEACTBEHHOrO KOHTaKTa C NPOU3BOACTBEHHON CPeaown;

30Ha - onpegeneHHbIi HAbop NomeLLeHn B npegenax OAHOro 34aHus, B KOTOPbIX MPOU3BOAUTCH OAMH WU
HECKOJTbKO NeKapCTBEHHbIX NPenapaToB U KOTOPbIE UMEIKT OTAENbHYIO CUCTEMY BO3OYXONOArOTOBKY;

300HO3 - MH(PEKLUMNOHHbIE Y UHBA3UOHHbIE 3a60MeBaHNs XNBOTHbIX, KOTOPbIE MOTYT NepefaBaTbCs YENOBEKY;

MCMoNb30BaHME B YCNOBUSX M30MAUMM - ftobas AeaTenbHOCTb, MPU KOTOPOW reHeTU4eckn MoanuUUMpOBaHHbIE
OpraHvM3mbl MONY4aloT, KyNbTUBMPYIKOT, XPaHAT, TPaHCMOPTUPYIOT, PaspylualT, YHWUYTOXalT WM UCMONb3yoT
KakMM-nnbo cnocobom M npuv KOTOPOW WCMONb3YITCA cneunarnbHble Mepbl  M30NAUUMW AN OrpaHnyYeHus
pacnpocTpaHeHns 3TMX OpraHM3moB u obecrneveHns 6e3onacHOCTU HaceneHns 1 oxpaHbl OKpyXatoLlen cpeapl;

ncxogHble matepuansl - BCe maTepuanbl, U3 KOTOPbIX NEeKapCTBEHHOE CcpeacTBO unu apmaueBTnyeckas
cybcTaHLMSA NPOM3BOAUTCS UMW SKCTparmpyeTcs, 3a WCKIIOYEHUEM YNaKoBOYHbIX MaTepuanoB. [ns Guonornyeckux
neKkapCTBEHHbIX NpenapaTtoB MCXOoOHble MaTepuanbl NpeacTaBnsloT cobon nobble cybcTaHummM Bruonornyeckoro
NMPONCXOXAEHWS, TakMe Kak MWKPOOPraHm3Mbl, OpraHbl W TKaHW PacTUTENbHOTO WM XMBOTHOMO MPOUCXOXAEHWS,
KNeTKN UMM XMOKOCTWU (BKMOYas KPOBb M Mra3Mmy) YeroBeYEeCKOro MMM >KMBOTHOMO MPOUCXOXAEHUS, a Takke
BroTexHonornyeckne KnetTovHble cybcTpatbl (PEKOMBUHAHTHBIE N NPUPOAHbLIE), BKINOYAsA NEPBUYHbBIE KNETKM;

KNEeTOYHbIM 3anac - NepBUYHbIE KIMETKW, Pa3MHOXUBLUMECS A0 3a4aHHOMO KONMYeCcTBa KNeToK, pasdeneHHble Ha
anuKBoTbl U UCMNOMb3yeMble B Ka4eCTBE UCXOOHOIro MaTtepuana ansg nponsBoacTBa OrpaHNYeHHOro KormM4yecTea cepun
neKapCTBEHHbIX NpenapaToB Ha OCHOBE KIEeTOK;

OTBETCTBEHHOE NNLIO - cneumanbHO Ha3HaYeHHoe NULI0 B OpraHn3aumm no NpoussBoacTBy Guonormyeckmx (B ToM
yucne MMMyHobuonormyeckmx) apmaueBTUYecKnX CybCcTaHuui U neKapCTBEHHbIX MpenapaToB, KOTOpoe HeceT
OTBETCTBEHHOCTb 3a:
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obecneyeHue Toro, 4to Gronoruvecknii matepman (B TOM 4YuCNe KNeTkn U (Mnn) TKaHW 4YenoBeKa) MOSy4eH,
NpOBEPEH, WMCMOMb30BaH B Mpouecce MNpPOM3BOACTBA JIEKAPCTBEHHOINO CPEACTBA, BKMOYas KOHTPOSb KayecTBa
roTOBOro MpoAykTa, a Takke XpaHwuncd v Obin OTMyweH B COOTBETCTBMM C 3aKoHOA4ATeNnbCTBOM Poccuinckon
depepauuy;

npeaocTaBrneHe YMNONMHOMOYEHHbIM  bedepanbHbiM  OpraHaM  MCMNOSHUTENbHOW  BRactm  Heobxoammon
WMHopMaLIMM OTHOCUTENbBHO NPeanuMcaHnm, paspeLleHnin, akkpeanTaumum unm nNULEH3NPoBaHS;

BbINOMTHEHNE B OpraHu3auMmM Mo npou3BoAcCTBY Ouonornyeckux (B TOM 4ucre UMMYHOOMOMNOrM4eckux)
dhapmaLeBTMHECKMX CyOCTaHUUM U NEeKapCTBEHHbIX NpenapaTtoB Bcex TpeboBaHui 3akoHopatenbcTBa Poccuiickon
denepauymm.

OTBeETCTBEHHOE NMMLO OOMKHO OTBEYaTh CreaytoWwmm YCIOBUSIM B OTHOLLEHUW KBanmduKauum:

UMeTb BbICLLIEe MeanUMHCKoe, hapMaleBTuyeckoe nnm bruonornyeckoe obpasoBaHue;

UMeTb CTax paboTbl HE MeHee ABYX NeT B OAHOMW UMM HECKOMNbKMX OpraHu3aumnsx COOTBETCTBYHOLLEro Npoduns.

YKasaHHble Bbille 00S3aHHOCTM OTBETCTBEHHOIO Nuua MOryT ObiTb MepefaHbl OPYrMM  NuuaMm, WMEHLMM
COOTBETCTBYIOLLYIO KBanumkaumio u ctax paboTbl 415 BbINOSIHEHMS 3TUX 00A3aHHOCTEN.

OpraHu3aummM no npousBoacTBy Ouornornyecknx (B TOM 4YMCe MMMYHOOMONOrMYeckux) chapmMaueBTU4EeCcKnx
CyOCTaHUMM ©N NEKapCTBEHHbIX MpenapaTtoB [AOSMKHblI cooblatb B YMONTHOMOYEHHbI  dhedeparnbHbii - OpraH
NCNOSTHUTENBHOM BNacTn hamununio, UMs U OTY4ECTBO (NPU HaNM4uMM) OTBETCTBEHHOIO NULA, a Takke NuL, KOTOpPbIM
nepeaaHbl 06593aHHOCTU OTBETCTBEHHOMO NULA, BMECTe C MHAhOpMaLUMENn O KOHKPETHbIX 00S3aHHOCTSIX, KOTOpble Ha
HUX BO3MOXEHbI.

Ecnu oTBeTCTBEHHOE NMLO UM NnLa, KOTOPbIM NepedaHbl 06513aHHOCTM OTBETCTBEHHOIO NULA, 3aMEHATCSA Ha
NMOCTOSIHHOW UM BPEMEHHOW OCHOBE APYIUM NIMLIOM, OpraHu3auusi no npou3BOACTBY OGuonornyecknx (B TOM 4ucre
nMmMyHobronormyeckmnx) dpapmaueBTUYecKMX CybCcTaHLMIM 1 NekapCTBEHHbIX NpenapaTtoB AOfkHa cpasy YyBedOMUTb
YMOSTHOMOYEHHbIN heaepanbHbI OpraH MUCMOMHUTENBHON Bractu O amMunvuv, UMEHU U OoT4yecTBe (MpW HanmMunm)
HOBOro OTBETCTBEHHOrO NuLa 1 aate ero HasHaYeHus;

NnepeHoC reHoB - NPOLLECC NepeHoca reHa B KIeTKW, BKIIoYas CUCTEMY 3KCMPeCccum, Coaepxallyocs B CUcTeMe
[OCTaBKu1, KOTopasi Ha3blBaeTCA BEKTOPOM. BekTop MoxeT ObITb Kak BUPYCHOMO, Tak M HEBUPYCHOIO MPOVCXOXAEHUS.
Mocrne nepeHoca reHoB reHeTUYeCkn MoANMULNPOBAHHbIE KITETKM TaKke MOTyT HasbiBaTbCsA "TpaHCOpMUPOBaHHbIE
KneTkn";

nuTalowmne KnetTkn - KNeTKM, Uucnomnb3yemble B KOMOWHWPOBAHHOW KynbType Ans  NoadepkaHus
NIOPUNOTEHTHOCTU (CNOCOBHOCTU AndbcbepeHUnpoBaTbCa B  MHOXECTBO CMELManvM3MpoBaHHbIX TUMOB  KIETOK)
CTBOJIOBbIX KIETOK. [N KynbTypbl YeNOBEYECKUX 3IMOPUOHANbHBLIX CTBOSOBLIX KMNETOK TUMMYHLIE MUTAOLLME CroM
COCTOSAAT U3 aMBpMOoHanbHbIX ubpodbnactos Mbiwn (APM) nnm ambproHaneHbix pubpobnactoB yenoseka (3PY), B
KOTOpbIX crneunanbHbIMM MeToAaMn NpeaoTBpaLLeHO AENEHNE;

nnasmuga - yactb [HK, obblyHO cyuwiecTBylowlad B OakTepuarnbHOM KNeTke B BUAE KONbLEBOW CTPYKTYpbI,
OTAENEHHON OT KMEeTOYHOM XpomocoM. [lnasmumga moxeT ObiTb MogudmumpoBaHa C  MNOMOLLBHO  METOAOB
MOneKynsipHon Guonorun, BelaeneHa n3 6akrepmanbHOWM KNeTKU U UCNOoNb30BaHa Ans nNepeHoca M BCTpavBaHUA ee
OHK B reHoM apyrow KneTku;

nogaepxusatowlas cuctema (scaffold) - cpegctBo noagepxku, CPeAcTBO OOCTaBKM UMM maTpuua, KOTopble
obecneunBaloT CTPYKTYPY UM COAENCTBYIOT MUTPaLMu, CBSA3bIBAHWIO UNN TPAHCMNOPTY KMNEeTOoK M (Mnm) Bronornyecku
aKTMBHbIX MOJIEKYIT;

nomelleHMe [gns  MNpovM3BOACTBA  HECKOMbKMX  JIEKAPCTBEHHbIX MpenapaTtoB -  MOMeLleHMe  Ans
nocrnefoBaTensHOro NpoOM3BOACTBa UMM NPOM3BOACTBA MO MNPUHLMMY KaMMaHUM pasnunyHbIX rpynn Gruonornyeckmnx
hapmaLeBTUHECKMX CYOCTaHUUI 1 NeKapCTBEHHbIX NpenapaToB, B KOTOPOM KOMMIIEKT MCNOMNb3yeMoro 0b6opyaoBaHust
MOXeT ObITb CNeLnanmM3npoBaHHbIM UK HECTIELMATNU3NPOBAHHBIM AN KaXA0W OTAENbHOW rpynnbl CyGCTaHUMiA unm
nekapCTBEHHbIX NpenapaTos;

npegHamepeHHbln  BbIOPOC - MpegHaMepeHHbI  BbiMyCK B OKPYXalollyl  cpegy  reHeTudecku
MOAMPULMPOBAHHBIX OPraHN3MOB, ANSA KOTOPbIX HE NCMOMb3YTCH CneumanbHble Mepbl M30MAUUN NS OrpaHUYeHns
pacnpocTpaHeHusi 3TUX OpraHM3MoB N obecneyeHnsa 6e30NacHOCTM HaceneHUs 1 OKpyXaroLen cpeabl;

NpoOM3BOACTBO MO NPUHLUUMNY KammnaHui - nocnefoBaTenbHoe MNPOUM3BOACTBO psida Cepuit OAHOro U TOro Xe
rnlekapCTBEHHOrO NnpenapaTa B TeYeHMe OnpedeneHHoro nepvoga BpeMEHW, MOocfie KOTOPOro MpOBOAATCH CTporune
KOHTPOSbHbIE MEpPONpUATUS MNeped MEepeKrioYeHnemM Ha MpPOM3BOACTBO [APYroro JekapCTBEHHOro mnpenapara.
JlexapcTBeHHbIe NpenapaTtbl He NPON3BOASATCA OQHOBPEMEHHO, HO ANS UX NPOM3BOACTBA MOXET ObiTb UCMOMb30BaHO
O[HO 1 TO Xe 06opyaoBaHue;

npouegypa pPeTpoCneKkTUBHOro aHanu3a - [OOKyYMeHTanbHO odopMieHHas npouenypa, obecneynsatollas
oTcnexuBaHne  Guonornyecknx  dapMaueBTMYeCkUX — cybcTaHuMnm  unu neKapCTBEHHbIX npenapaToB
HECOOTBETCTBYIOLLIEr0 KayecTBa BCNEACTBME WCMOMb30BaHUSA 3a0pakoBaHHbIX JXMBOTHbIX WM YENOBEYECKMX
MaTepuanoB u3-3a MPUCYTCTBMS B 3TUX MaTepuanax KOHTaMuHUpyowero(lmx) areHTa(oB) WM npv  BbISBIIEHUU
HeraTMBHbIX DAKTOPOB Y XUBOTHbIX UITN NIOAEN, ABMASIOLLMXCSH NCTOYHUKOM 3TUX MaTepuaros;

paboumnit BaHK KNeToK - FOMOrEHHbIN Ny MUKPOOPraHN3MOB UIN KNETOK, NOMyYeHHbIX U3 rMaBHOro 6aHka KneTok
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1 OQHOPOAHO pacnpefeneHHbiX B onpeaeneHHoe YNCno KoHTenHepoB. Pabounin 6aHk KreTok XpaHWUTCA B YCrOBUSX,
obecneynBaroLLmMX ero CTabunbHOCTb U UCMOSb30BaHNE B MPOU3BOACTBE;

pabounii BUPYCHBIN MOCEBHOW MaTtepuan - FOMOreHHbIW Myf BMPYCOB, MOJTyYEHHbIX M3 [MIAaBHOrO BMPYCHOMO
NMOCEBHOro Matepuana u OgQHOPOAHO pacnpefeneHHbIX B OnpeaerieHHoe 4YMCro KOHTenHepoB. Pabouni BUpYCHbIN
MOCEeBHOW MaTepuar XpaHuUTCs B YCNoBUSAX, obecneynBatomx ero cTabmnbHOCTb 1 MCNONb30BaHNe B MPOU3BOACTBE;

paboynit TpaHCreHHbIN 6aHK - FOMOreHHbIN My KNEeTOK TPAaHCreHHbIX PACTEHUIN UMW JKUBOTHbLIX, MOMYYEHHbIX U3
rMaBHOrO TpaHCreHHoro 6aHka W OQHOPOAHO pacrnpeferneHHbIX B OnpedefieHHOe YMCNO KOHTelHepoB. Pabouumn
TpaHCTeHHbI BaHK XpaHWUTCA B YCNOBUAX, 0OecneynBatoLLmx ero cTabunbHOCTb 1 MCNOMb30BaHNe B MPOU3BOACTBE;

cBoboaHblE OT cneundUIecknx NaToreHoB - XMBOTHbIE MaTepuarbl (Hanpumep, Kypbl, SMOPUOHbBI UNU KyNbTypbl
KMNeToK), ucnonb3yoLmecs 4na npon3BoAcTBa UK KOHTPOMS KayecTBa BUoNormyecknux fieKkapCcTBEHHbIX MpenapaTos,
nony4YeHHble 13 rPynmn XXUBOTHbIX (Hanpumep, ctag unm cram), cBobBoAHbIX OT onpederneHHbIX NaToreHoB. Takne craga
UNN cTam onpeaensalTcs Kak rpynnbl XXUBOTHbLIX, KOTOPLIE XUBYT B OOLLe cpefe M MMEKT yXaXvBaloluini 3a HUMU
nepcoHarn, KoTopbil He NpebbiBaeT B KOHTAKTE C XMBOTHbIMU, HECBOOOAHBLIMM OT cneLmguryecknx NaToreHos;

COMaTU4ecKune KIeTkun - Bce KNETKM Tena YesnoBeka Wi XXMBOTHOTO, KpOME penpoayKTUBHBIX KNETOK. OTW KNeTKu
MOTyT BbITb ayTONMOMMYHBIMU (OT TOrO e MauueHTa), anfioreHHbIMn (0T APYroro YeroBeka) WM KCEHOTeHHbIMKU (OT
XKMBOTHOIO) COMaTUYECKMMM XUBbIMU KNETKaMu, MaHUMysLMN C KOTOPbIMU U N3MEHEHME KOTOPbIX NPOBOAUNNCE B
YCNOBMSX BHE XMBOrO OpraHuama C nocregylwmM BBEAEHMEM B OpraHusM 4eroBeka [Ans  AOCTMKEHWS
TepaneBTUYEeCKoro, AMarHOCTUYECKOrO UM NPOdUNaKTUYECKOro AeNCTBUS;

TPAHCrEHHbIA - OPraHu3M, COAEpXaliMi B CBOEN OObIMHOW FEHETUYECKON CTPYKTYpE YYXXEePOAHbLIN reH ans
akcnpeccumn bronornyecknx bapmaueBTUHECKUX MaTepUanos;

ypoBeHb Ouvonornyeckon 6e3onacHocTM - ycrnoBus u3onsuuu, Tpebywowmeca ans GesonacHon paboTbl €
MUWKPOOPraHn3mamy pasHbiX YPOBHEW MaTOreHHOCTW, HayuHas OT 4-i rpynnbl NATOreHHOCTU (HauMEeHbLUMI PUCK,
ManoBeposATHO NpMBOAALWMN K 3aboneBaHMio yenoseka) M Ao 1- rpynnbl NaTOreHHOCTM (HaMBLICLUUIA PUCK,
BbI3bIBAOLNIA TsHKENble Nerko pacnpocTpaHsieMble 3abonesaHus);

yncTas KynbTypa (akCeHudHas KyrnbTypa) - KynbTypa, codepxallias OAMHAaKOBble MWKPOOPraHmambl W He
KOHTaMWHMPOBaHHas NoObIMU APYrMMU OpraHn3Mamu.

MpunoxexHne N 3
K MpaBunam Hagnexawemn
NPOM3BOACTBEHHOW MPaKTUKK

NnPON3BOACTBO PAONODPAPMALIEBTUYECKUX NEKAPCTBEHHbBIX CPEACTB
[. MPUHUMN

1. TNpomussoacTBo pagmodapMaLeBTUYECKUX FeKapCTBEHHbIX CPeACTB [AOMKHO OblTb  OpraHnsoBaHO B
COOTBETCTBMM C MpuHUMnamu, npusedeHHbiMn B rnaeax Il - IV HacToswmx MNpasun. Hactoswee [punoxeHue
ycTaHaBnvBaeT creunanbHble npasuna Ans npoussoacTea pagnodapmaueBTUYECKUX NeKapCTBEHHbIX CPEACTB.

2. MNpw npumeHeHnn HacTosLwmx MpaBun Heob6XoAMMO yunTbIBaTb CrieaytoLLee:

a) paHHoe [punoxeHve He pacnpoCTPaHATCH Ha WM3roToBfeHVWe pagnodapmMaueBTUHECKMX NeKapCTBEHHbIX
CpPeACTB B anTeYHbIX OpraHn3auunsix U BETepUHapHbIX anTeyHbIX opraHn3aumsx;

6) HacToswee MpunoxeHue pacnpocTpaHaeTCcs Takke Ha pagnodapmaLleBTMieckMe NnekapcTBeHHbIe CpeacTBa,
NCMNOMb3yoLMecs B KNMHUYECKUX UCCIEeN0BaHUSX;

B) TpaHcnopTupoBka paguodapmMaLeBTUYECKUX NEeKapCTBEHHbIX CPeaCcTB BbIMOMHAETCA B COOTBETCTBUMM C
TpeboBaHWAMU MO paguaLMoHHo GesonacHocTM MexxayHapoaHOro areHTcTBa no atoMHon dHeprum (MATATI) wu
TpeboBaHNAMN HOPMaTMBHBIX NPaBOBLIX akToB Poccuiickon ®epepaumu;

r) gonyckaeTcs UCMOMnb3oBaTb MeTOAbl, OTNMYalLmecs OT MpuWBEAEHHbIX B Hactoswem [1punoxeHun, HO
Mo3BONSALLME BbINOMHATL TpeboBaHWA MO obecneveHVto kavecTBa Npoaykumu. Takue meToabl [OMKHbl ObiTb
BanuaupoBaHbl U obecneymBaTb YpPOBEHb Ka4vyecTBa, HE HWXEe, YeM YypOBEeHb KayecTBa B COOTBETCTBUUN C
TpeboBaHNsAMM, YCTAHOBIEHHLIMU HacToAWMM MpunoxeHneMm.

II. BBEOEHWME

3. (1) MpounsBoacTeo pagnocdapMaLeBTUYECKMX NTEKAPCTBEHHBLIX CPEACTB 1 O0palleHne C HUMKW MpeacTaBnsieT
noTeHuuarnbHYK OMNacHOCTb. YpOBeHb puckoB 3aBUCUT, B HaCTHOCTU, OT TuUNa WUOHU3MPYHOLLEro usrny4veHua, sHepruum

KoHcynbTaHTlINOC

www.consultant.ru CrpaHuua 98 u3 170
HafeXxHasa npaBoBan noaAepXXkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MNpukas MuHnpomTtopra Poccum ot 14.06.2013 N 916
(pea. ot 18.12.2015) [JoKyMeHT npepocTasneH KoHcynbranTaoC
"O6 yTBepXaeHUM MNpaBu HaaneXxallen Npon3BoACTBEHHON M... Aata coxparennsa: 29.01.2016

n3nyyYeHus v nepvoaa nonypacnaga pagunoHyknuao. Ocoboe BHUMaHue HeoGXoAMMO yaenaTb NpefoTBpaLleHuto
nepekpecTHON KOHTaMUHaUUW, XPaHEHMIO OCTaTKOB pagnoaKkTMBHBIX MaTepPUarnoB U yaaneHnio 0TX040B.

4. (2) Bcnegcteme TOro, YTO HeEKOTOPble PaAMOHYKNUAbI MMEIOT KOPOTKMM CPOK XpaHeHus, [AomnycKkaeTcs
BbiMyckaTb B obpalleHne cogepxawme unx paguvodapmaleBTUYeckue nekapcTBeHHble cpefcTBa A0 3aBeplueHus
UCMnblTaHWN KOHTPONs KayecTtBa. B atom cnydae B cneumanbHOM npouegype AOofmkKeH ObiTb YeTko M nogpobHo
onpeaerneH NopsaokK BblAavu paspeLleHus Ha Bbinyck, BKNoYas OTBETCTBEHHOCTb NepcoHarna u HenpepbIBHYO OLEHKY
3PPeKTMBHOCTM CUCTEMbI 0BECMEYEHMS KayecTBa.

5. (3) Ob6nactblo npumeHeHus HacToswero [punoxeHus sSBNSeTCs AeATeNbHOCTb  MPOMbILLIEHHbIX
NPOWN3BOACTB, AAEPHbIX LEHTPOB, MHCTUTYTOB M M3 T-LEeHTPOB N0 MPOM3BOACTBY M KOHTPOSIO KayecTBa CriedytoLmx
TUMOB NPOAYKLMK:

pagnodapMaLeBTUYECKUX NIEKapCTBEHHbIX CPEACTB;

pagrodapMaLeBTUYECKUX NekapcTBEHHbIX cpeacTs Ang MN3T (N03MTPOHHO-IMUCCUOHHOW TOMOorpadun);

paanMoaKkTMBHLIX NPeALlecTBEHHUKOB AN NPOU3BOACTBA paaModapMaLeBTUYECKUX NEKapCTBEHHbIX CPeACTB;

PaAVOHYKNUAHbIX reHepaTopOB.
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[ata coxpaHeHus: 29.01.2016

Bug npoussoactea Hactosuwume Heobxogumo BeinonHATe TpeboBaHmsa rmae Il - IV HacTosawmx MNpasun
lNpaBuna He (no mepe npubnmkeHusa ctagumn NpomM3BoACTBA K TOTOBOMY NPOAYKTY
pacnpocTpaHsalTcs | TpeboBaHWs yCUIMBAIOTCA), BKIOYAas COOTBETCTBYHOLWME [prnoxeHns
<*>
Pagnodapmauestuyeckune Mpogykuwns XvMunyeckmn Cragum ObpaboTka, AcenTtuyeckoe
neKkapcTBEHHble CpeacTsa peakTopoB n CUHTE3 OUUCTKM NPUroToBnNeHue, npou3BoaCTBO
PagnodapmaueBtmnyeckme LMKNOTPOHOB <1> [031poBaHue nnn pmHnwHas
neKkapcTBEHHble cpeacTsa cTepunuaaums
ana NoT
PagnoaktneHbie
npeaLweCcTBEHHUKN

PagunoHyknuaHble
reHepaTopbl

Mpoaykuns
peakTopoB 1
LMKNOTPOHOB <2>

TexHonornyeckuin npouecc (coopka KOroHKK, reHepaTopa, 3apsiaka
reHepartopa)
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<*> MuwweHb 1 cuctema nepefgadym OT LMKIOTPOHA K YCTAHOBKE CUHTE3a MOryT paccMaTpvBaTbCs Kak
nepBasi CTagusi NPOM3BOACTBa (hapmaLeBTUYECKNX CybcTaHumMn.

<1> T[lpogykumus, nofny4YeHHass B pe3ynbTaTe pPaguoXMMMYECKOro BbiAENEeHUA paauoHyknuga u3
06ny4yeHHON paanoakTUBHOM MULLIEHN.

<2> [Tllpoaykuusa, nornyyeHHas B pesynbTarte pPaguoOXUMMYECKOrO  BbldeneHuss  MaTepUHCKOro
paguoHyknuaa u3 obny4yeHHon pagnoakTMBHON MULLIEHN.

6. (4) NpousBoguTEnb rOTOBOrO pagnodapmaLeBTUHECKOro NeKapCTBEHHOIO CPeACcTBa AOSMKEH UMETb
ONUCaHMEe TEXHOSIOIMYEeCcKoro npouecca NPOM3BOACTBA  (hapmaueBTMYECKOW  cybCTaHUuKM,  rOTOBOrO
nekapCTBEHHOrO CpeacTBa W ykasaTb, kakue TpeboBaHua Hactoswmx [lpasun (rmasa Il nnu rmasa IV
HacTodALwmx [NpaBun) pacnpocTpaHATCA Ha pa3fnuyHblie TEXHONorM4YeckMe onepauum u (Mnu) ctaguun.

7. (5) MNpounsBoacTBo pagmModapMaLeBTUHECKUX JTEKAPCTBEHHbIX CPEACTB [OOJDKHO BbIMOMHATLCS B
COOTBETCTBMM C TpeboBaHMAMN HOPM paanaunoHHon 6e3onacHocTL.

8. (6) lMpousBoacTBo pagnodapMaleBTUYECKMX JEKApPCTBEHHbIX CPEACTB, NpeaHa3Ha4YeHHbIX Aans
napeHTepanbHOro BBEAEHWS, OMMKHO BbIMOMHATHCSA B COOTBETCTBUM C TpeboBaHMAMM, NpeabsBnseMbiMU K
CTEPUNbHOCTU TaKMUX NEeKapCTBEHHbIX CPEeACTB, C COBMoAeHMEM B COOTBETCTBYHOLUMX Crydasix acenTuyeckux
yCrnoBuin Npon3BoacTBa B cooTBeTcTBUM C [NpunoxeHnem N 1 k HacToawmm Mpasunam.

9. (7) CneundukaLmm n MeTOLbl KOHTPOMNSA KayecTBa paanodapMaLeBTUYECKUX NTEKAPCTBEHHbIX CPEACTB
ycTaHoBneHbl B ['ocyaapctBeHHon dhapmakonee Poccuickon denepaumm nnm B permcTpaumMoHHbIX JOCbe Ha
3TV NeKapCTBEHHbIE CpeacTBa.

KnnHnyeckne nccnenosaHus

10. (8) Ha npowusBoacTBo paanodapMaLeBTUHECKUX JIEKAPCTBEHHBIX CPeAcTB, NpeAHa3HayYeHHbIX Ans
KMVHUYECKUX WUCCRefOBaHUN, pacnpocTpaHalTca Takke TpeboBaHusa [Mpunoxennsa N 13 kK HacToAwum
MNpasunam.

[ll. OBECMNEYEHNE KAYECTBA

11. (9) ObecneyeHne kadecTBa NpuU MNPOU3BOACTBE pagnodapmaLleBTUYECKUX FEKapCTBEHHbLIX CPeacTB
nmMeeT ocoboe 3HavYeHne B BUAY UX cneundgunyecknx ocobeHHOCTEN, ManbiX OObEMOB CEPUM U B HEKOTOPLIX
cny4vasix HeobXoANMMOCTU UX MEANLIMHCKOro NPUMEHEHNST 0 3aBEPLUEHUS OnepaLun No KOHTPOSTI0 KayecTea.

12. (10) 3awmTta npoayKkumMM OT KOHTaMMHAUMW U MNEepeKPecTHOW KOHTaMuHauuu JdormkHa 6biTb
obecnedeHa Tak Xe, Kak W npu npou3BoAcTBe nobbiXx NeKapCTBEeHHbIX cpeacts. B pgaHHom cnydvae
npeabsBnsieTcs OOMNONHUTENbHOE TpebOoBaHWe MO 3alnTe MPOM3BOACTBEHHOM cpedbl W MNepcoHana oT
VNOHM3UPYIOLLETO MU3NyYeHUs.

13. (11) bornblioe 3Ha4YeHMEe MMeEET Haanexaiwas perncrpaumst AaHHbIX MOHUTOPWHra MOMELLEHUA U1
npoueccoB. OueHKa 3TUX JaHHbIX SIBMIAETCA YacTbio NpoLiecca Bbinycka cepum B obpalleHme.

14. (12) Tpu npousBoacTBe pagnodapmaueBTUYECKMX JEKapCTBEHHbIX CpPeAcTB crnegyetr B
HeobxoomMMomMm obbeme npoBoAUTb KBanudukauuio v Banuvpaaumo. [Ana onpepeneHus obbema pabot no
KBanudmkaumm n Banmaauum JOMKeEH NPUMEHATLCS MOAX0M, OCHOBAHHLIN Ha yrpaBrieHnn puckamm, ¢ 0CoObIM
BHMMaHNEM K KOMOMHaUun TpeboBaHun HacTosAWwmx NpaBun 1 pagnaumoHHon 6e3onacHoCTH.

IV. MEPCOHAI

15. (13) Bce TexHonormyeckne onepauumn JOMKHbI BbINOMHATLCS MEPCOHAanoM, MMELWMM crneumnanbHyo
NMOAroTOBKY NO paguaumoHHon 6esonacHocTu. NepcoHarn, 3aHATbId B NMPOM3BOACTBE, KOHTPONE KayecTBa U
BbiNycke pagnodapmaLeBTUYECKMX JIEKAapCTBEHHbIX CPEACTB, LOIDKEH NPOWTU O0yyeHue, CBA3aHHOE C
0CODOEHHOCTAMM cuUCTeEMbl o0becredeHust KadvecTBa paanodapMaLeBTUYECKUX JIEKApCTBEHHbIX CPeacTB.
YNONMHOMOYEHHOE NMLO SBMSETCS OTBETCTBEHHbIM 3a BbIMYCK pagnodapMaLeBTUYECKUX JeKapCTBEHHbIX
CpeAacTB.

16. (14) MepcoHan, paboTalowWwmii B 30HaX NPOU3BOACTBA pagvodapMaueBTUYECKUX NeKapCTBEHHbIX
cpencte (BKNOYAs nepcoHar, 3aHATbId YOOPKOM M TEXHUYECKMM OOCIyXMBaHMEM), [LOIDKEH NPOWTU
JononHutenbHoe oby4veHne, CBA3aHHOE CO CneLndUKON NPoLECCOB U NPOAYKLUN.

17. (15) Ecnu nponsBoaCTBEHHbIE NOMELLEHNS] 1 000pYAOBaHNE UCTMONb3YIOTCA Takke ANSA MNpoBeaeHus
nccnegoBaHu, TO MEepcoHarn, yyYacTBYHOLIMA B MCCNEOoBaHWSX, OOIPKEH MNPOWTM OOy4YyeHMe HacTosIMM
MpaBunam. [encTeumsa no obecneyeHnto kadecTBa 3akNio4aTCsl B pacCMOTPEHUN U Bblgade paspelleHust Ha
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npoeegeHne pa60T, CBSI3aHHbIX C WUCCMNeAOoBaHUSIMKM, AN TOro YTOObl UCKIHOYNTL UX OMNacHOe BRUSIHWME Ha
npon3BoacCTBO.

V. MOMELWEHNA N OBOPYOOBAHUE
O0Lue nonoxeHus

18. (16) lNpomnsBoacTBo papmocapMaLeBTUYECKUX NEKAPCTBEHHBIX CPeACTB AOIMKHO MPOBOAMTBCS B
KOHTPONMpYEMbIX 30HaX, B KOTOPbIX BbIMOJHATCA TpeboBaHUSA K NPOM3BOACTBEHHON cpede U pagnalnoHHON
6esonacHocTn. Bce TexHomnormyeckne onepauun OOMKHbl BbIMOMHATLCA B CneuManbHbIX MOMELLEHUSX U Ha
crneumanbHOM 06OpyaoOBaHWW, KOTOpble MpedHasHadvyeHbl ANA  NPoM3BOACTBa  paguodapmaueBTUYHECKMX
nekapcTBEHHbIX CPeaCcTB.

19. (17) HeobxoaMmo NpuHSTL Mepbl MO NPeAOTBPALLEHMIO NEPEKPECTHOM KOHTAMUHALMK OT MepcoHana,
NCXOOHOrO Cbipbsl, MaTepuanoB, PagvuoHyknuaoB. Tam, rge 3TO BO3MOXHO, HeobXooumo MCMOoNb30oBaTb
3aKpbITOE UK N30nmMpoBaHHoe obopyaoBaHue. MNMpu ncnonb3oBaHnM 060pyAOBaHNS OTKPBLITOTO TUMA MM Mpu
OTKpbIBaHNM 060pyA0BaHNS OOIMKHbBI ObITb MPUHATHI MEPLI MO CBEAEHUI0 pUCKa KOHTaMuMHauUUW K MUHUMYMY.
[Mpn oueHke puckoB HeobxoAMMO mMoKa3aTb, YTO YMCTOTa MNPOM3BOACTBEHHOW Cpefdbl YyAOBNETBopsieT
TpeboBaHusM, NpeabABASEMbIM K TUMY BbiNyCKaeMOon NpoayKuun.

20. (18) Bxoa B Npon3BOACTBEHHbIE 30HbI AOMKEH OCYLLECTBNATLCS Yepe3 KOMHaTbl Ans nepeogeBaHus
(caHNpPOMYCKHMKIN) U JOJMKEH ObITh paspeLleH TONbKO AN MepcoHana, UMeLLEero NpaBo 4OCTyNa B HUX.

21. (19) HeobxoanMOo NPOBOANTL MOHUTOPUHI pabovnx MECT U NPOU3BOACTBEHHOW Cpedbl B OTHOLUEHWUU
YPOBHSI pagvauun, KOHUEHTpauuu 4YacTuy W  MWUKpoOopraHmsamMoB. [lopsgok npoBedeHUs  MOHUTOPMHIa
yCTaHaBnMBaeTCs Npy KBanudukaumm akcnnyataumm.

22. (20) Ona rapaHTMM TOro, 4TO MCMonb3yemble MNOMELLleHNss u obopyaoBaHUME COOTBETCTBYIOT
npegbsaBnsieMbiM K HAM TpebOoBaHUSIM M NPOLLNN KBanndukawmo, Heo6xoaumo NpoBOANTL MpodunakTuyeckoe
TexHuyeckoe obcnyxumBaHue, KanubpoBky W kBanudumkaumo. Takve paboTbl  OOMKHbI  BbIMOSHATLCS
MOAroTOBIEHHBIM NMEPCOHANOM, a akT MX NPOBEAEHMS W MOJTyYeHHble pe3ynbTaTbl OOJMKHbI 0hOpPMAATHECA
OOKyMeHTanbHo.

23. (21) HeobxogMmo npvHumaTb Mepbl NO 3almMTe NPOM3BOACTBEHHOW 30HbI OT PaAMOaKTMBHOIO
3arpssHeHusa. [omkeH OblTb OpraHM3oBaH HaanexalwluMh KOHTPOSMb PafMOAaKTUBHBLIX 3arpa3HEHUN MNPAMbIM
MEeTOAOM C MNOMOLLIbIO JO3UMETPOB UMW KOCBEHHO - METOAOM Ma3KOB B YCTAHOBIIEHHOM NopsaKe.

24, (22) MNMoBepxHocTn 0b6opyaoBaHMs, COMpUKacaroLmMecs ¢ NPOAYKTOM, He OOfKHbl BCTynatb C HUM B
peakumto, He AOMKHbI HAYEro BblAeNATb U He AOMKHbl abcopbupoBaTb MpoAdyKT, 4YTOObl TakuM obpa3om He
N3MEHNTb Ka4yecTBO paamodapMaLeBTMHECKOro eKapCTBEHHOMO CpeacTBa.

25. (23) Peuupkynsuua Bo3gyxa U3 MNOMELWEHWA, B  KOTOpbIX  BbiNonHseTcd pabota ¢
pagnodapmMaLeBTUYEeCKUMUN NeKapCTBEHHBIMU CPeACTBaMU, HE AOMNYCKaeTCs, 3a UCKITIOYEHNEM CriyyaeB, Korga
NPYMEHEeHWE pPeLMpKynsaLMM 060CHOBaHO. B BbITSXKHBLIX cUCTEMax [OSKHaA ObiTb MpegycMoTpeHa 3awmrta ot
3arpsi3HEHMST OKpY>KatoLLEen cpeabl paanoaKTMBHLIMU YacTUL.aMy U ra3aMu. B KOHTponMpyembix 30HaxX AOMKHA
ObITb MpegycMOTpeHa 3aLLmTa OT KOHTaMMHaLUK YacTULaM1M 1 MUKPOOPraHn3Mamu.

26. (24) Onsa Toro, 4tobbl HE OONYCTUTb PacNpPOCTPaHEHUS PaaMOaKTUBHBLIX YacTul, B 30Hax, rae
HaxoOuTCs OTKPbITbIA MPOAYKT, HEOOXOAMMO MOAAEPXKMBaTb OTpPULATENbHOE AaBrEeHUEe MO OTHOLUEHUIO K
OKpY>KaloLLMM 30HaM. B To e BpeMsi NpoayKT OOMMKEH ObiTh 3alUuLLeH OT KOHTaMUHaLUMK U3 NPOU3BOLACTBEHHOM
cpenpl, B TOM Yucre nocpeacTBOM NPUMEHEHUS BapbepHO TEXHOMOMMN U BO3AYLUHbIX LUM030B, paboTarwmx
no NPUHLMNY Kackada AaBeHunin.

[Npon3BoaCcTBO CTEPUITBHON NPOAYKLNN

27. (25) CrepunbHble pagnodapmaueBTUYECKME NEKapCTBEHHble CpeacTBa pasfenslTcs Ha Ase
rpynnbl: NekapcTBeHHbIe NpenapaTsl, BbiMyckaeMble B aCeNTUYECKMX YCIIOBUAX, U NeKapCTBEHHbIe npenaparhl,
noanexawine UHULIHON cTepunusaumn. B npous3BoacTBe [OMKEH NOOOEPXKMBATLCA YPOBEHb YUCTOTHI
NMPOM3BOACTBEHHOW Cpefdbl, COOTBETCTBYIOLLMA BUOY BbINOMHAEMbIX onepauuin. [omkHbl cobnogaTbes
ycTaHoBneHHble [MpunoxeHnem N 1 k HacTosawmm MNpaBunam TpeboBaHMs K YMCTOTE pabounx 30H, B KOTOPbIX
NpoAyKUNSA U NepBUYHaAs ynakoBKa MOXET HAaXOAUTLCSA B KOHTAKTE C OKPY>KaKOLLUM BO3OYXOM.

28. (26) Ans onpeneneHus TpeboBaHWI K Nepenagam JaBreHUs, HanpaBrneHuio MOToKa BO3Ayxa U ero
KayecTBa MOryT UCNONb30BaTbCA METO bl OLLEHKN PUCKOB.

29. (27) B 3akpbITbIX aBTOMaTM3NPOBaHHbIX CUCTEMAX, NpeAcTaBnsAlowmnx coboi, Kak npasBurio, ropsyuve
Kamepbl C pasMelleHNEM B HUX YCTAHOBOK XUMWYECKOrO CUHTE3a, CUCTEM OYUCTKW, CTEpPUITM3YIOLLEN
GunbTpaumm "Ha NUHUKN", OOoCTaToudHO obecneunTb knacc umnctoTbl C. B ropsiume kamepbl, Haxogslimecs B
3aKpbITOM COCTOSIHMM, AOSMKEH MOAaBaTbCs BO3QyX nocne unbTpauum C BbICOKOWM CTEMNEHbK YUCTOTHI.
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AcenTudeckne onepauun AOMKHbI BbINOMHATLCA B 30He knacca A.

30. (28) Oo Havanma npou3BoacTBa cOOpKa CTepUnbHOro OOOpYAOBaHUA M KOMMOHEHTOB (TPYOOK,
CTepunuayLmnx GUNbLTPOB), NOACOEAUHEHUE NWHUA MOJAYM KUOKOCTEW K YKYNOPEHHbIM FEePMETUYHBIM
CTepunbHbIM hriakoHaMm, AOIMKHBI BbIMOSHATLCSA B aCEMTUYECKMX YCIIOBUSIX.

V1. AOKYMEHTALMA

31. (29) Bce [oOKyMeHTbI, KacawLimecs npousBoacTBa pagnodapmaueBTUYECKUX NEKAPCTBEHHbIX
cpencTB, AOMKHbI pa3pabaTbiBaTbCs, COrMacoBbiBATLCH, YTBEPXKAATLCA U pacnpedensiteCd B COOTBETCTBUM C
YTBEPXKOEHHOW MpoLeaypon.

32. (30) TpeboBaHMst K UCXOOAHOMY CbIpbtO, YNIAKOBOYHbIM MaTtepuanam, marepvanaMm gns MapKupOBKW,
KpUTMYECKOWN MPOMEXYTOHHON NPOAYKLUUN U TOTOBbIM paanocapMaLeBTU4ECKMM JeKapCTBEHHbIM CpeacTBam
OOIKHbI ObITb YKa3aHbl B cneyndmkaumax. JomkHbl ObiTb Takke cneuudurkaumm Ha KputTndeckme matepumansl 1
KOMMOHEHTbI (B 4aCTHOCTW, Ha BCMOMOraTesNlbHble MaTepuanbl, YNIOTHEHWUsl, HAbOpbl ANA CTEPUIM3YIOLLEN
unbTpaummn), Mcnonb3yemMble B MpoLecce MPOM3BOACTBA M CMOCOOHbIE OKa3aTb KPUTUYECKOE BMWSIHME Ha
KayecTBO MpogyKUnu.

33. (31) Ona pagnodapmaueBTUYECKMX NeKapCTBEHHbIX CpeacTB HeobXxoAumO YCTaHOBWUTb KpUTepuu
npuemMnemMocTu, BKMNoYasa cneuudukaLmm Ha MOMEHT BbiMyCcKka U Ha nepuoa Cpoka roaHOCTUM (Hanpumep, And
pPaanoOXMMUYECKON YNCTOThI, 0O bEMHOM aKTUBHOCTU, PAaAVMOHYKIUAHON YNCTOThI U yAENBHOW aKTUBHOCTM).

34. (32) B 3anucax No MCMONb30BaHMIO, OYUCTKE, Oe3akTMBauuyM UMM CTepunu3aumm, TEXHUYECKOMY
o6CrnyX1MBaHMIO OCHOBHOro obopydoBaHMs OOMKHbI OblTb ykasaHbl AaTa M BpeMmsi BbIMOMHEHUS onepauuu,
npocTaBrneHa nognucb nuua, BbINOMHMBLWIErO paboTy, a npuM HeobBXOOUMOCTM TaKkKe YyKa3blBaloTCH
HaMMeHOBaHWe NPOAYKLMN N HOMEpP CEPUM.

35. (33) 3anuncu HeobxoaMMO XpaHUTb B TEYEHNE HE MEHee Tpex NeT, eCNM HOPMaTUBHLIMU MPaBOBbLIMU
aktamu Poccuiickon ®enepauumn He yCTaHOBMEH MHON CPOK XPaHEHWSI.

VII. MPON3BOACTBO

36. (34) OgHoBpemMeHHOE NPOM3BOACTBO Pa3NUYHbIX pagnodapmMaueBTUYECKNX NEKAPCTBEHHbIX CPeacTB
B OfHOW pabo4en 30He (ropsyer kamepe, TaMUHapHOW 30He UK LWKady) He JonyckaeTcs C Lenblo cBeAeHns K
MUHUMYMY pUCKa MNEpPeKPecTHOro 3arps3HeHns pagvoakTMBHbIMU - BELeCcTBaMu UMM nepenyTbiBaHus
MaTepurarnos.

37. (35) Ocoboe BHMUMaHME HeOoOXoOMMO yOenaTb  Banugauuu, BKItoYas Banugauuio
KOMMNbIOTEPU3NPOBAHHLIX CcUCTEM B cooTBeTcTBUM C [MNpunoxeHnem N 11 k HacTtoawmm [Npasunam. Hosble
npoLecchl AOMKHbI MPONTU NEPCMNEKTMBHYIO Banugaumio.

38. (36) Kputnyeckue napameTpbl OOMKHbI ObiTb OnpefeneHsl OO WM B npouecce npoBeaeHus
Banvpauun. Npn aToM cnegyeT onpefenatb OOMyCTUMble MpedenbHble 3Ha4YeHUs U3MEHEHWU napamMeTpos,
HeoOxoaMMble Anst CTabunbHOro NPOV3BOACTBA.

39. (37) Ona npodyKToB, HaMOMHSEMbIX B aCEMTUYECKUX YCIOBUAX, OOJDKEH NPOBOAUTLCS KOHTPOIb
LEeNOCTHOCTU MeMBpaHHbIX (hUnbTPOB, MPUHMMAas BO BHUMaHne HeobxoaMMoCTb obecneyeHns pagnauyoHHON
Be3onacHOCTU U COXpaHEHUs CTEPUNBHOCTY UNBTPOB.

40. (38) YunTbiBasa pagmaumoHHYHO akTUBHOCTb rOTOBOW MPOAYKLUMM, AOMYCKAETCA HaHOCUTb MapKUPOBKY
Ha NepBWYHYH0 YNaKoBKY 4O Hayana npousBoAcTBa. Ha cTepunbHble MycTble 3aKpbiTble onakoHbl MOXeT ObiTb
HaHeceHa MapKkMpoBKa C YaCcTUYHOW MHAOPMaLMen A0 onepauuyn HanofHEHWs, MPU 3TOM CTEPUSIBHOCTb He
OOMkHa ObITb HapyLUeHa N He JOMKHO ObITb MOMEX AFIS BU3YyallbHOIO KOHTPOSSA HAnoMHEHHbIX (hlTakoHOB.

VIIl. KOHTPOITb KAHECTBA

41. (39) PagnodapmMaLeBTMYECKNE NEKAPCTBEHHbIE CPEACTBA MOTYT ObiTb BbIMYLLEHbI U UCMOMb30BaHbI
Ha OCHOBE OLIEHKM AOKYMEHTaLMn Ha Cepuio OO 3aBepLUeHMs] BCEX XUMUYECKUX U  MUKPOOMOMNOrnyeckmx
NCMNbITAHUN.

42. OchbopmreHme paspeLleHns Ha BbiNyck paanodapMaLeBTUYECKMX FEKAapPCTBEHHbLIX CPEACTB MOXET
ObITb BbIMOMHEHO B ABa M bonee aTana 4o U Nocre 3aBepLleHnNst aHanNMTUYECKOro KOHTPOSS B MOMTHOM O0beMe:

a) (a) oueHka YynNoONHOMOYEHHbIM FMLIOM AOCbe NPOW3BOACTBA CEpUM, KOTOpPOE OOIMKHO OXBaTbiBaTb
YCrOBUSA MNPOU3BOACTBA W  aHanNUTUYEeCKUM  KOHTPONb, NPOBEAEHHble [0 MOMEHTa paspelleHus
TPaHCNOPTUPOBKM paanodapmMaLleBTUHECKOrO NIEKAPCTBEHHOIO CpeAcTBa B cTaTyce "KapaHTUH" B KITMHUYECKoe
nogpasgenexue;

0) (b) ynonHomo4eHHOe nUUO BblOAET paspelleHMe Ha BbIMYCK MOCne MNpPOBeOeHUS  OLEHKU
OKOHYaTEeNbHbIX Pe3ynbTaTOB aHANIMTUYECKOrO KOHTPOSS, BCEX OTKMIOHEHUA OT HOPMAanbHOro npouecca,
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KOTOpble [JOIKHbl ObITb OMOPMMeHbl AOKyMeHTanbHO, O0OCHOBaHbl M yTBepxaeHbl. Ecnn HekoTopble
pesynbTaTbl KOHTPOMNA HEBO3MOXHO MOMYYMTb [0 MWCMOMb30BaHWA feKapCTBEHHOro cpeacTtsa, To
YMNONIHOMOYEHHOMY NuLy criefyeT ohopMUTb paspeLleHne Ha BbiNyCK NEeKapCTBEHHOro cpeacTBa YCMOBHO [0
Hayana ero Ucnosnb30BaHUS U OKOHYaTeNbHO OOPMUTL paspelleHne Ha BbINYCK feKapCTBEHHOro CpeacTaa
nocne nony4YeHns Bcex pesyrnbTaToB KOHTPOSS.

43. (40) BonbwunHcTBO pagnodapmaLeBTUYECKUX NEKapCTBEHHbIX CPEACTB UCMONb3yeTcs B TeyeHue
KOPOTKOro nepmoga BpemeHu, 4To obycroBneHo KOPOTKUM NeprMoaoM nornypacnaga paguvoHyKnuaoB, NO3ToMy
CPOK FOHOCTM NeKapCTBEHHOrO CpeacTBa AOSKEeH OblTb YETKO yKa3aH.

44. (41) PagnogapmaueBTNYeCKue NnekapCcTBEHHbIE CPeACTBA, codepKallume paguoHyKnmabl ¢ 6onbLMM
nepvoaom nonypacnaga, cnegyeT KOHTPONUPOBaTb Ha COOTBETCTBME BCceM TpeboBaHusiM o odopmneHns
paspeLUeHnst Ha BbIMYCK YNONHOMOYEHHbIM FNNLIOM.

45. (42) KoHTponb npob6 MoxeT OblTb NpoBedeH He cpady nocrne wux oTtbopa, 4Tobbl o0becnednTb
Tpebyemoe CHUXeHNEe YPOBHS akTUBHOCTU. Bce BUAbI KOHTPOMS, BKMOYas KOHTPOSb Ha CTEPUITbHOCTb, [AOJDKHbI
NPOBOANTLCS Kak MOXHO GbiCcTpee.

46. (43) YTBepxkaeHHas npousBoauMTenem npouedypa [AOMKHA YyCTaHaBnuBaTb MNOPSAOK  OLIEHKM
NPOAYKLUUN N Pe3ynbTaToB KOHTPONSA A0 OTNPaBKy NPOAYKLMN.

47. (44) Npoaykumsa, He COOTBETCTBYIOLLAS YCTAHOBMEHHbIM TpeboBaHUAM, AOMmKHa OblTb OTKMOHEHa.
Ecnu npegycmoTtpeHa nepepaboTka mMaTepuana, TO OHa [AOMXHa BbINOMHATLCA MO 3apaHee yTBepXOEeHHOW
npoueaype. FoToBas NpoayKuusi 4OMKHA COOTBETCTBOBATb YCTAHOBIEHHBIM TPeOOBaHMAM, YTO OOIMKHO ObiTb
noATBepXXAeHo Ao ee Bbinycka. He gonyckaeTcs nepepaboTka BO3BpaLLeHHOM NpogyKumMn, € KOTopow criegyet
obpaluaTbCs Kak C paanoakTMBHbIMU OTXO4AMMU.

48. (45) B cneumanbHoOM npouenype AOMMKEH OblTb onpeneneH nopsigok OEeNCTBUA YNONTHOMOYEHHOTO
nvua B cnyvae obHapyXeHnst HeCOOTBETCTBUSA NPOoAyKUMM TpeboBaHMAM cneumdrkauum nocne ee oTrpy3km o
MCTEYEeHUs cpoka rogHoCTU. Takvme cnydaum [OSkHbl ObiTb  paccrnefoBaHbl, AOMMKHbI ObiTb  BbIMNOSHEHDI
HeobxoaMMble NpegynpexaatoLime 1 KOPPEKTUPYHOLLME MEPONPUATUSA AN HEAONYLLEHUS MNOAO0OHbIX CUTyauun
B OyayLieM. 3TOT npouecc AomKeH BbiTb 4OKYMEHTarbHO 0POpMIEeH.

49. (46) lNpn HeobXoOUMOCTM NPOU3BOAUTENbL OOIDKEH WH(OPMMPOBATb OTBETCTBEHHLIN MepcoHar
MeOVLUMHCKOW opraHusaumun. [ns cogencTBus 3TOMy [OmkHa ObiTb obecneyeHa npocrnexuBaeMoCcTb B
OTHOLUEeHMN pagmodapMaLeBTUYECKNX NEKapPCTBEHHbIX CPeacTB.

50. (47) DormkeH BblTb yCTaHOBMEH NOPAOOK KOHTPONSA UCXOQHOrO Chipbs U MaTepuarnos. Npu Bbibope K
yTBEPXAEeHUN NocTaBLUMKa cneayeT yoeantbcsi B TOM, YTO MOCTaBAsieMble UM UCXOQHOE Cbipbe W MaTepuanbl
HEeM3MeHHO COOTBETCTBYIOT TpeboBaHMAM crneundukaumin. MicxogHoe cbipbe, YNakoBOYHble MaTepuanbl U
BCMomoraTternbHble MaTtepuansl Ans KpUTUYECKNX NPOLEeCCOB AOMKHbLI MPUOBpeTaTbCa TONbKO Y YTBEPKOEHHbIX
MOCTaBLLIMKOB.

IX. KOHTPOJbHbIE N APXUBHBIE OBPAS3LIbI

51. (48) OT kaxgon cepuu HepacdacoBaHHbIX paganodapMaLEeBTUYECKMX JTEKAPCTBEHHbIX CPEACTB
OOIMKHO ObITb 0TOGPaHO JOCTAaTOYHOE KONMMYEeCTBO 06pas3LoB, KOTOPbIE OOSMKHbI XPaHUTLCA HE MEHee LIecTu
MecsiLeB MOCMe WUCTEYEeHWs Cpoka rOAHOCTU TOTOBOM MpPOAYKUWW, €CRM WHOE He YCTaHOBMEHO npwu
Mcnonb3oBaHuM Npoueayp ynpasneHns puckamm.

52. (49) O6pasubl MCNOMNBL3YyEMOro B NpOM3BOACTBE MCXOLHOMO ChIpbsl, 3@ UCKMIOYEHNEM pacTBOpUTENEN,
rasoB ¥ BoAbl, JOJMKHbBI XPAHUTLCS HE MeHee [OBYX FET Mocrfe Bbinycka NPoAyKuMu. ITOT CPOK MOXET ObiTb
COKpaLleH, ecrniv B crneuudmkaumm Ha cbipbe ykasaH 6ornee KOpoTKMI Nepuog cTabubHOCTU.

53. (50) Ans ot6opa 1 xpaHeHus Npob NCXOOHOrO Chipbs, MaTEPUanos, NPOOYKUWUW, NMPOWU3BEAEHHbIX MO
WHAVMBUOyanbHOMY 3akasdy WM B ManblX KONMYEeCTBax WM €Clu UX XpaHeHWe MOXeT Bbi3BaTb Ocobble
TPYAHOCTN, MOXET BbITb ONpeaeneH NHoM Nopsaok otbéopa n xpaHeHus.

X. PEANIUBALINA

54. (51) Ona paguodapmaueBTUYECKMX JTEKApPCTBEHHbIX CPEACTB AOMycKaeTcsd peanusaumsi roToBOW
NPOAYKUUN B KOHTPONMPYEMbIX YCIIOBUSAX OO MOMyYeHUs pesynbTaToB BCeX HeobxoauMMbiX uchbiTaHui. [pu
3TOM AOIMKHO OblTb rapaHTMpOBaHO, YTO NEKapCTBEHHbIN npenapaT He ByaeT MpuUMEHeH B  MeAMLMHCKON
opraHusaumm oo nonyyYeHus yaoBneTBOpUTENbHbIX Pe3ynbTaToB WUCMLITAHUA U UX OLEHKN YMOSTHOMOYEHHbLIM
NULIOM.

XI. TEPMVHbI 1 OMNMPEOENEHNA

55. [Inga uenen HacToswero MpunoxeHns KpoMe TEPMUHOB W onpedeneHuin, npegyCcMoTpeHHbIX rnasomn I
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HacToAwwmX [Npasun, NCNONb3YITCA Takke cneaytoLlme OCHOBHbIE NOHATUSA:

ropsiyasi Kamepa - M30fMPOBAHHOE WM HeM30NMPOBaHHOE JKpaHMpoBaHHOe paboyvee MecTo AnA
NPON3BOACTBA N 06paLLeHnst C pagnMoakTMBHbLIMW MaTepuanamu;

NpuroToBrieHMe - noAaroToBka Habopa B MeOMUMHCKOM OpraHusauMum MyTeM BHECEHUS B Hero
pagvoHyKknuaa, aMMpoOBaHHOrO M3 reHepaTtopa, WM C MOMOLWbIO PagVoOaKTUBHBIX NpeawecTBEHHMKOB.
Habopbl, reHepatopbl W pagvoakTUBHble MPEeAWEeCcTBEHHUKN OOMXHblI  ObITb  3aperucTpupoBaHbl B
YCTaHOBMNEHHOM MOpPsAKe;

pPaaMoaKkTMBHBIV MpeAlecTBEHHUK - paguMoakTVBHOE BeLwecTBO, MpeAHasHayeHHoe AN BBeAeHus
PaAVoOHYKNMAHOW METKU B ApYyroe BeLeCTBO nepes ero npyMeHeHnem;

pagvodapmaLeBTUYeckne nekapcTBeHHbIe CPEACTBa - NNeKapCTBEHHbIE CPeACcTBa, KOTOpble coaepXaTt B
roToBOMW ANS UCMOMb30BaHWs opMe OOUH PafVNOHYKMWMA WM HECKONbKO PaaMOHYKNMAOB (paguoakTUBHbIX
N30TOMOB) <*>.

<*> MyHkt 10 ctatbm 4 depepanvHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 o6paleHnn
nekapcTBeHHbIx cpeacTts” (CobpaHue 3akoHogatenbcTBa Poccunckon ®epepauun, 2010, N 16, ct. 1815).

Mpunoxexne N 4
K MpaBunam Hagnexawemn
NPOM3BOACTBEHHOW NPAKTUKM

OCOBEHHOCTHU
NPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB AJ1A BETEPMHAPHOIO
NMPUMEHEHWA (KPOME NMMYHOBWONOIMMYECKNX NEKAPCTBEHHbBIX CPEACTB
AnA BETEPMHAPHOIO NMPUMEHEHNA)

1. Hacrosiwee I'Ip|/|n0>KeH|/|e OTHOCUTCA KO BCEM JleKapCTBeHHbIM cpenctBam And BeTepUHapPHOro
NPUMEHEHNA, 3a WCKIKYeHnem VIMMyHO6I/IOJ'IOFI/I‘-IeCKI/|X NNeKapCTBEHHbIX CpeactB And BeTepuHapHOro
NpUMEeHEeHNd, Npon3BoACTBO KOTOPbIX peryrnmpyeTca rlpVIJ'IO)KeHVIeM N 5 K HacToAWMUM npaBI/IJ'IaM.

[. MPON3BOACTBO JIEKAPCTBEHHbIX MPEMNAPATOB
MPOTUB SKTOMNAPA3NTOB

2. (5) HecmoTpss Ha orpaHwyeHve, yCTaHOBIIEHHOE MyHKTOM 52 Hactoswmx [pasun, nexkapcTBeHHble
npenapaTbl NPOTMB 3KTOMApa3nTOB, KOTOpblE NpPeAHa3HayeHbl AN HAPYXXHOro MPUMEHEHMS, OTHOCATCA K
NleKapCTBEHHbIM CpeAcTBaM OJ11 BETEPMHAPHOIO MPUMEHEHUS M BKITHOYEHbI B JIMLEH3UIO Ha MPOW3BOACTBO,
MOTYT NPOMN3BOANTLCS U bacoBaTbCA B 30HAX, NPeAHa3HavYeHHbIX A4Sl NPOU3BOACTBA NECTULMAOB, MO NPUHLMMY
pasgeneHHbIX BO BPEMEHW LUKINOB npou3soacTBa. OgHako B 9TMX MOMELLEHUAX HEe LOMKHbl NMPOU3BOAUTHLCA
Opyrue B/abl NekapCTBEHHbIX CPEACTB AN BeTEPUHAPHOIO NPUMEHEHMS.

3. (6) Ona npepoTBpalleHUs NEPeKpPecTHON KOHTaMuMHauuW Mpov3BOAUTENb AOMKEH MCMNONb30BaTh
COOTBETCTBYIOLNE BanuaMpOBaHHbIE MEeToAbl OYMCTKA. Heobxooumo MpuHATbL Mepbl Mo obecneveHuto
0e30nacHOro XxpaHeHusi NeKapCTBEHHLIX MpenapaTtoB Afsi BETEPUHAPHOIO MPUMEHEHUS B COOTBETCTBUMM C
TpeboBaHnsiMn HacTosawmx Mpasun.

Il. MTPOU3BOACTBO NEKAPCTBEHHbLIX CPEACTB AJ1A BETEPUHAPHOI'O
NMPUMEHEHWNA, COOEPXALWMX MEHNLUNIIINHBI

4. (7) Ncnonb3oBaHne NeEHUUMNIMHOB B BETEPUHAPUN HE MpeacTaBnsieT Takoro puMcka C TOYKU 3pPEHMS
rMnepceHcnbnnuaaunm XXMBOTHbLIX, Kak B CIly4ae UX UCMOSb30BaHMS YENOBEKOM. 3aperncTpmpoBaHHbIE CriyyYau
rmnepceHcnbunuaaumm y nowagen u cobak Obiny 0OycroBneHbl APYrMMM TOKCUMYHBIMW  BellecTBaMu
(Hanpumep, NOHOMPOPHBLIMU aHTUBMOTUKAMK ANg nowagen). Takne nNekapCTBEeHHbIe NpenapaTthl peKoMeHayeTcs
npon3BoauTb B cneuunanbHO npefHasHayYeHHbIX U30MMPOBaHHbIX MOMELLEHUSAX, 33 WCKMYEHWEM Cryyaes,
Koraa noMeLleHusl npeaHasHaveHbl TONbKO A1l NPOU3BOACTBA JIeKApCTBEHHbIX CPeACTB ANs BeTEepUHapPHOro
npumeHeHnsi. B nobom crnyyae npousBoauTENb [OOIDKEH TMPUHATL BCe Heobxogumble Mepbl MO
npeaoTBpaLLEHNIO MEPEKPECTHOM KOHTaMUHaLUMM 1 obecnevyeHnto 6e3o0nacHOCTM NepcoHana B COOTBETCTBUM C
TpeboBaHusMn Hactosawmx [Mpasun. lMpu Mcnonb3oBaHUM OBLIMX MOMELLEHMI MNPOU3BOLCTBO MPOAYKLMK,
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cop,ep>|<au.|,el71 NEHNLUMNNUHBI, AOSMKHO ObITb OpraHn3oBaHoO No npuHUMNam pasgerneHHblX BO BpeMeHU LUKIOoB
npon3soacTea n OOJ1XHO conpoBoOXAaTbCA COOTBETCTBYHOLLNMHA BanmanpoBaHHbIMA MeTogunKammn
AOEeKOHTaMuHaunn n O4YNCTKN.

Ill. XPAHEHME OBPA3LIOB

KoHcynbTaHTln0C: npumeyaHue.
Mo Bonpocy, kacawLweMycss nopsaka XpaHeHus1 TeKapCTBEHHbIX CPeacTB  [Ofi  BeTepUHapHOro
npuMeHeHus, cm. Takke MNpukas MuHcenbxosa Poccun ot 15.04.2015 N 145.

5. (8) B cBsi3n ¢ 6onbwmMy 06 bemMaMy OKOHYATENbHBLIX YMAKOBOK HEKOTOPLIX JTEKAapCTBEHHbIX CPEACTB
OIS BETEPUHAPHOro NpuUMeHeHus (B 4acTHOCTM, A00aBOK), OOMyCKaeTcs XpaHUTb 00pasubl Kaxaow cepumn
NpoayKunum He B MX OKOHYaTenbHoW ynakoBke. OOHAKO nNpou3BOAMTENb [OOIMKEH obecneunTb XpaHeHue
[0CTaTOYHOro KOMMYeCcTBa apXmBHbIX 00Pa3L0B KaXXA0M Cepuum NpoayKuum B COOTBETCTBMM C TpeboBaHuUsiMU
HacToswwmx Mpaswun.

6. (9) B nobom cnydae ynakoBka A5is XpaHEHUS apXMBHbLIX 00pa3LoB AOMKHa ObiTb Npon3BeaeHa U3 TOro
e MaTtepwuana, YTo 1 NepBMYHas ynakoBka, B KOTOPOW 3TOT NPOAYKT peann3yeTcs Ha pbiHKe.

IV. CTEPUIIbHBIE NEKAPCTBEHHbLIE CPEACTBA
A BETEPUHAPHOIO NPUMEHEHUA

7.(10) B cny4asix, npedyCMOTPeHHbIX HOpMaTUBHbLIMU MNpaBoBbIMW akTamu Poccunckon depepauun,
nekapCTBEHHbIE CPEACTBA A1 BETEPUHAPHOIO NPUMEHEHUS, noanexawmne UHULLHOM CTepunusauun, MoryT
Npon3BOOUTLCA B YUCTbIX 30Hax 6Gornee HM3KOrO Kracca MO CPaBHEHUIO C TEM, Kak 3TO OMpederieHo B
MpunoxeHnn N 1 k HacToAwmM NpaBunam, Ho He HuXxe kracca D.

MpunoxexHne N 5
K MpaBunam Hagnexatlewn
NPON3BOACTBEHHOW NPAKTUKM

OCOBEHHOCTHN
NPOM3BOACTBA MMMYHOBMONOIMMYECKNX JIEKAPCTBEHHBLIX CPEACTB
AnA BETEPMHAPHOIO NMPMMEHEHWUA

I. IPUHLIAM

1. Mpoun3BoacTBO MMMYHOBMOMOrMYECKUX JIEKAPCTBEHHBIX CPeacTB ANs BETEPUMHAPHOIO MNPUMEHEHUS
nmeet OCODEHHOCTW, KOTOpble HEOOXOAMMO YuYWUTbiBaTb MNPV BHEAPEHUM U OUeHKe 3deKTUBHOCTU
drapmaueBTU4ECKON CUCTEMbI KavecTBa.

2. MN3-3a 6onbloro kKonu4yecTtsa BMOOB XMBOTHbIX M COMNYTCTBYKOLWMX NATOr€HHbIX MUKPOOPraHn3mMmoB
CMeKTp NpOM3BOAMMON MPOAYKLUMN MOXET ObiTb OYEHb LUMPOKMM Mpu HebonbwoM obbeme npPou3BOACTBA.
Mpou3BoacTBO OObLIMHO OpraHM3yeTcs Mo MPUHUMMNY OTAEeNbHbIX UMKIoB. BBuay ocobeHHOCTel Takoro
npou3BoacTBa (CTagaMv KynbTUBMPOBAHWUS, OTCYTCTBME (PUHULLHOW CTepunu3auun, uHble 0ocobeHHOCTH)
HeoOxoovMMa TwaTenbHas 3awWwmta  MpogykuMM OT  KOHTaMMHAUUM U MEePEKPECTHOM  KOHTaMMHauuW.
[Mpoun3BoacTBEHHAsI OKpyXalolas cpeda AOIPkHA 3almwatbCs, OCOGEHHO MNPV UCMOMb30BaHWM MATOrEHHbIX
nnn 3K30TUYECKMX MUKPOOPraHM3MoOB. I'Ile MCnonb3oBaHMM MUKPOOPraHM3MOB, MATONeHHbIX AOnA 4YesioBekKa,
0CcOBeHHO TLwaTensHO HeobxoanMOo 3alumLaTb NnepcoHan.

3. C yyeTOM yKkasaHHbIX AKTOPOB, a Tawkke BapuabernbHOCTM CBOWCTB MMMYHOOMONOrMYECKMX
NeKapCTBEHHbIX MpenapatoB W OTHOCUTENBHO HU3KOW 3(PEEKTUBHOCTU MPOBOAUMbBIX MWCMbITAHUA  ONis
nonyyYyeHnss JOCTaTOMHOW MHopMauum O npodykumm (B YaCTHOCTWM, MpPM KOHTPOME KadecTBa [OTOBOW
npoaykuun), ocobeHHo BaXKHOE 3HayYeHne nmeeT apMaLleBTMYeckas cMctemMa KadecTBa.

II. MEPCOHAIJ
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4. (1) Bce paboTHuKku (BKNOYasi nepcoHarn, 3aHMMatoLWNACA OYUCTKOM U 0BCNy>XMBAHMEM MOMELLEHUA U
obopyaoBaHus), paboTatowme B 30HaX NPOM3BOACTBA UMMYHOOMOMOrMYeckow MNpodyKUMWU, OOSKHbI MPONTM
obyyeHne No NNYHON rMrneHe N MUKpPoBnonornm n AononHUTeNLHoe oby4YeHne B COOTBETCTBUM CO crieumdurkon
NPOVN3BOAMMON NPOAYKLIMMN.

5. (2) I'lnua, oTBeTCTBEHHLIE 3a MPOM3BOACTBO M KOHTPOSb KQ4YeCTBa, B COOTBETCTBUM C BbIMNOSHAEMbIMU
UMK PYHKLMSMU JOSDKHBI UMETh NOArOTOBKY MO TakMM NpeameTaM, kak: baktepuornorus, buonorus, buomeTpus,
XUMWS, UMMYHOIOTUS, MeauunHa, napasutonorus, dhapmauns, apMakonorus, BUPycororns U BeTepuHapus, a
Takke obnagatb HEOGXOAMMbIMY 3HAHUSIMU MO OXpaHe OKpYXKatoLLen cpeabl.

6. (3) lNepcoHan pomkeH ObiTb 3alWMWEH OT BO3MOXHOIO 3apaXeHWs MUKPOOpraHM3mMamm,
ncrnone3yembiMn B NpounsBoacTee. [Mpn MCNOMNb3oBaHNMM MUKPOOPraHU3MOB, SABASIOLMXCA BO3byaUTENsSMM
bonesHen yenoseka, HeobxoAMMo NpMHMMaTbL 0cobble Mepbl MO 3aliMTe nepcoHana, paboTawwero ¢ 3TUMK
MWKPOOPraHn3Mamm Unu akcnepuMeHTanbHbIMU XXUBOTHBIMMU.

7. B cnyyae Heob6xoaMMOCTM nepcoHan [orkeH ObiTb BakUuHMpoBaH. PaboTHUKM OOMmKHbI NPOXOAWTb
mMeauuuHckoe obcrnegosaHuve.

8. (4) HeobxoanMmo npMHMUMaTh COOTBETCTBYHOLLME MePbl MPOTMB NepeHoca MUKPOOPraHN3MOB NioAbMK 3a
npedensl NPOM3BOACTBEHHOW 30HbI. B 3aBMCMMOCTM OT BMAA MUKPOOPraHUM3MOB K TakuMm Mepam MOoryT
OTHOCUTBLCS NONHOE nepeofeBaHue N oba3atensHoe NpUHATME OQylla nepea BbIXOAOM K3 NPOWM3BOACTBEHHON
30HbI.

9. (5) MNpn npousBoacTBE UMMYHOBMONOrMYECKOW MPOAYKUMM OCOOYK OMacHOCTb MpeacTaBnsieT PUcK
KOHTaMUHaUUM W MNepeKkpPecTHOW KOHTamMuHauuv, Bbi3biBaeMow nepcoHanoMm. [nsg npepoTtBpalleHus
KOHTaMuHauuu1, Bbi3blBaEMOW NepcoHanom, NepcoHan AO0MMKEH BbINOMHATL PS4 Mep U Npoueayp, BKIOYALLMX
B cebs ucnonb3oBaHve 3alMTHON OAEX bl Ha Pa3NNYHbIX CTaaNsaX TEXHONOrMYECKoro npouecca.

10. [ina npegoTBpaLLeHnsa NepekpecTHON KOHTaMUHaUUK MepcoHan AOSMKEH nepemMeLLaTbCa U3 OAHOM
30HbI B ApYryto ¢ cobrnogeHnem npaBur, UCKMYaLWUX PUCK KOHTaMUHauMU. JTU npasBuna JOSKHblI ObiTb
N3MOXeHbl B WHCTPyKUMKU. B TeueHne paboyero BpeMeHVW nepcoHan He AOIKEH MNepexoauTb M3 30H, rae
BO3MOXHa KOHTaMMHALMUS XWBbIMW MWUKPOOPraHM3mMamu WM COAepXaTCs >KMBOTHble, B MNOMELLEHWUs, rae
paboTtatoT ¢ ApyrMmMy NpoayKTaMu UM MUKpoopraHnaMamu. Ecnm Taknx nepemelyeHnn nsbexaTs HEBO3MOXHO,
nepcoHan, 3aHATbI B TakOM MNPOM3BOACTBE, [OOMKEH CrneaoBaTb YeTKO YCTAaHOBIEHHbIM — MeToAMKaMm
AEKOHTaMuHaum1, B TOM YnCne BbINOMHATL CMeHy ofexabl, obyBu, u Mo Mepe HeobXoauMOCTW MPUHMMATb
Aywl.

11. B uenax npumeHeHus Hactosiwero punoXxeHWss cdyUTaeTcsl, YTO MepcoHan He cTankuBaeTcs C
PUCKOM KOHTaMuHaLMKU Npyn BXOAE B U30MNMPOBAHHYIO 30HY, rae KynbTypbl HAXOAATCA B repMeTUYECKN 3aKpbITbiX
KOHTenHepax, NOBEPXHOCTb KOTOPbIX NPOLUIa AEKOHTaMMHALMIo, ECNN B 3TON 30He B TeyeHue nocnegHux 12
4YacoB He BenuCb paboTbl C OTKPbLITBIMA MUKPOOPraHMamamu (3a UCKnoYeHneMm paboTbl C 3K30TUHECKUMU
MUKpOOpraHuamamm).

lll. MTOMELLEHWNA

12. (6) MNMpun NpoOeKTMpOBaHNM NOMELLEHWUI A0MMKHa ObITb NPegyCMOTPeHa 3almuTa Kak nNpoayKumu, Tak u
NPON3BOACTBEHHOW cpefdbl. ATO MOXET OblTb OCTUTHYTO 3@ CYET MCNONb30BaHWS W30MMPOBAaHHbIX, YUCTbIX,
YNCTbIX N30NMPOBAHHBIX UM KOHTPONUPYEMBIX 30H.

13. (7) Onepaumm € XUBbIMW MWKPOOPraHM3Mamu LOMXHbl NPOBOAUTLCA B  W30MUPOBAHHbLIX 30HaX.
YpOBEHb U30MAUUN OOMMKEH 3aBUCETb OT MATOrEHHOCTM MUKPOOPraHM3MOB W OT TOro, ObiM M OHM
KnaccuuumnpoBaHbl Kak 9K30TU4ECKHME.

14. (8) Onepaunn ¢ MHAKTUBMPOBaAHHBIMM MUKPOOPraHu3mMamu AOMKHbl MPOBOAUTBECA B YWUCTBIX 30HaX.
Uuctble 30HbI HeobxoOAMMO Takke WCMonb3oBaTb npu paboTte €  HEMHMUUMPOBAHHBIMK  KMETKaMMU,
BblAEMNEHHbIMMU M3 MHOFOKMETOYHbIX OpraHM3MOB, W B HEKOTOpbIX Cchnyyasdx npu pabote co cpegamu,
npoLleanMn CTEPUNUIYIOLLYIO (UnbTpaLmio.

15. (9) Onepauun c OTKPbITBIMX MPOAYKTAMWU UMW KOMMOHEHTaMW MEPBUYHOW YNAKOBKW, KOTOpble He
noanexaT JanbHenWwen cTepunusauun, OOMKHbl NPoBOAUTbCA B OOKce (YCTAHOBKE) C OAHOHArNpaBreHHbIM
(nammMHapHbIM) NOTOKOM BO3AyXxa Knacca A, Haxoaswemcs B 30He knacca B.

16. (10) Ecnn npou3BoaCcTBO MMMYHOOMOMOrMYECKNX JTEKAPCTBEHHbIX CPEACTB Afs BeTepUHapHOro
NPUMEHEHNST HAXOANTCA B TOM Xe 34aHuu, TO ApYrne onepauun ¢ XMBbIMU MUKPOOpPraHnaMammn (B 4YacTHOCTH,
KOHTPOMb KayecTBa, WUCCMeOOBaHWA W AMarHoCTuka) AOMKHbI BbIMOMHATLCA B OTAENbHbBIX  U30MMPOBaHHbIX
nometleHuax. CTeneHb N3onsUMM 3aBUCUT OT NATOreHHOCTU JAaHHOMO BUAa MUKPOOPTraHNM3MOB M OT TOro, Obin
N OH KnaccndULUMPOBaH Kak aK30TUYECKUIA. [1py BbIMONTIHEHMN OMArHOCTUYECKUX OMnepalui CyLlecTByeT pUCK
BHECEHWS] BbICOKOMATOrEeHHbIX MWKPOOpPraHnamoB. CTeneHb W30MAUMM [OSPKHA COOTBETCTBOBAaTb BCEM
BblLLIENepeYncrneHHbIM puckam. N3onsaumsa moxeT notpeboBaTbCs Takke B Criyyasix, Korga KOHTPOrb KadecTBa u
Apyrue onepawumm NPOBOASTCS B 34aHUSIX, PaCnONOXeHHbIX BOM3N NPOM3BOACTBEHHbIX 30aHUN.
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17. (11) N3onmpoBaHHble NOMELLEHNSA AOMKHbI ObiTb Merko Ae3uHPUUMPYEMbIMA U OOMKHbI OTBeYaTb
cnegyowmnm TpeboBaHUSAM:

a) (a) oTcyTCTBME NPSAMOrO BbIXOA4a BEHTUNMPYEMOro BO34yxa HapyXy;

0) (b) Hanuume BeHTUNAUMM C obecneyeHnem oTpuuaTENbHOIO Mnepenaga OaBneHusa (paspexeHus).
Bosgyx pomkeH yaansaTbCs depe3 (unbTpbl BbICOKOIMMEKTMBHOM OYMCTKM BO3dyxa OT yactuy (ganee -
HEPA-cunbTphl). Peunpkynauns Bo3gyxa He JOMyCcKaeTcs, 3a UCKMI0YEHMEM CryYaeB peLmpKynaumm B TON xe
camoV 30He Npu YCroBUW OOMOMHUTENbHOM O4MCTKM Bo3ayxa HEPA-cunbtpamm (obbluHO 3TO ycnosue
BbIMOMHAETCS NPY NPOXOXAEHUN PELMPKYNMPYIOLLEro Bo3gyxa yepe3 npuToyHble HEPA-cunbTpbl, koTopble
NCMNonb3yloTCH AN 9TOW 30HbI). MocTynneHve Bo3gyxa M3 OQHOM 30HbI B APYryl0 OOMycKaeTcd B TOM cry4ae,
€CNU BbITSXKHOW BO34yX NPOXOAUT Yepes ABa nocrnegoBatenbHO ycTtaHoBneHHblx HEPA-cunbTpa. lMpu atom
npous3soguTenb [AOMKEH OCYLWeCTBNATb HEeMNpepbIiBHbIA KOHTPOMb  LENIOCTHOCTM MepBoro  dwunbtpa U
npeaycmoTpeTb cpeacTea 6e3onacHoOro yaaneHus BolTSXHOMO BO3yxa B Criydae NoBpexaeHus aToro unbTpa;

B) (C) BO3AYX, BbIXOAALLUMIA U3 NPOM3BOACTBEHHbIX 30H, B KOTOPbIX MPOBOANUTCA paboTa C 3K30TUHECKMMMU
MUWKPOOPraHn3amamu, AOMKeH NPOXOAMTb Yepes ABa nocrefoBaTenbHo ycTaHoBrneHHbix HEPA-dwunbTpa. MNpu
3TOM peumnpKynauusa Bo3gyxa Mexay npon3BoACcTBEHHbIMM 30HaMK He A0ONycKaeTcs;

r) (d) Hannume cuctembl cbopa M OE3NHMEKUUN KUOKUX OTXOAOB, BKMOYAS KOHTaMWHUPOBAHHbIN
KOHOEeHcaT M3 CTepunmM3aTopoB, buopeakTopoB. TBepable 0TX0A4bl, B TOM YnCNE TPYMbl XMBOTHLIX, HEO6X0OUMO
Ae3nHduumpoBaTb, CTepunuM3oBaTb MM oxuratb. KOHTaMWHUPOBaHHbIE UALTPLI HEOBXO0AMMO yAanaTb
6e3onacHbIM cnocobowm;

4) (e) koMHaTbl Ons nepeodeBaHWst OOSMDKHbI MPOEKTUPOBATLCS M UCMOMb30BaTbCA Kak BO34yLUHble
Wo3bl M ObITb 0DOpyaoBaHbl, NpyY HEOOXOOAMMOCTW, YMbIBanbHMKaMM W OyleBbiMM KabuHamn. Cxema
nepenaga gaBneHus BO34yxa OOJPKHA NpedoTBpallath OBVXKEHNE BO34yXa Mexay NpOM3BOACTBEHHOW 30HOW U
OKpy)XaloLLen cpeaown, a Takke pUCK KOHTaMUHaALMKW ogexabl, UCNOMb3yeMon BHE NPOM3BOACTBEHHOWN 30HbI;

e) (f) ans nepemelleHna obopyaoBaHua HeobxoAMMO MpeaycMOTpeTb CUCTEMY BO3OYLUHbLIX LUMKO30B,
KOHCTPYKLMSA KOTOPOW JOMKHA NpefoTBpallaTtb ABWXKEHWEe KOHTaMUHMPOBAHHOrO BO3Adyxa pabouven 30HblI BO
BHELLIHIOIO CPealy M PUCK KOHTaMyHauum obopyaoBaHUsl BHYTPM LWiMo3a. Pa3mep wnio3a LOMMKEH MO3BOMATb
NpoBoANTb 3(PMEKTUBHYIO OEKOHTaMMHAUMIO MOBEPXHOCTM MepemMellaeMbix MaTtepuanoB. PekomeHgyeTcs
yCTaHaBnvBaTb Ha [Bepu LW3a TanWMep, MO3BOMSAOWMUA KOHTPONMPOBATL BpeMs, [OCTaTtodHoe Ans
npoBeaeHns apHEeKTUBHON AEKOHTaMUHaLNW;

X) (g) BO MHOrMX cnydasx Ans 6esonacHoOro yganeHus OTX0o4O0B W Mofavu CTepurbHbIX NpeaMeToB
HeobX0AMMO NCNoNb30BaTh NPOXOAHON aBTOKMNAB C ABYMS ABEPAMM.

18. (12) TlepepaToyHble LWIO3bl U KOMHATbl AN NepeofeBaHUsl AOMKHbl ObiTb 0BOpyaoBaHbI
OGnokupylLWwyMMM  MNu - gpyruMn  NOAXOAAWMMY  YCTPOWCTBaMK,  MPEnsaTCTBYIOWUMA  OAHOBPEMEHHOMY
OTKpbIBaHWIO Gonee 4em ogHonW pABepu. B komHaTbl Ans nepeogeBaHus Heobxoammo nogasaTtb
OT(PMNbLTPOBAHHbLIN BO3A4YX TOWN e CTENneHn OYUCTKU, YTO U ANS NPOU3BOACTBEHHbIX 30H. OHM OOMKHbI ObITb
obopydoBaHbl cucTemMamu yaaneHuss Bo3gyxa, obecnevvBalOWMMy  BO3OYXOOOMEH, He3aBUCUMBbIA  OT
NPON3BOACTBEHHbIX 30H. [lepeaToyHble LWNo3bl AOIMKHBI, Kak NPaBuIo, BEHTUNMPOBATLCS TakuM e obpasom,
OOHAKO [OMyCKAaeTCsl MPUMEHATb HEBEHTUMPYEMbIE  LUMO3bl UMW WI03bl, 00OPYAOBaHHLIE  TOJNBKO
MPUTOYHBIMW CUCTEMaMM.

19. (13) CTaguun TEXHONOrMYECKOro NpoLecca, NPu KOTOPbLIX MOXET MPOM3ONTN KOHTaMUHaUUsA NpoayKumnm
(Hanpumep, XxpaHeHne KNeTok, NPUroTOBREHWe cpen, KyrnbTUBMPOBAHWE BUPYCOB), OOSMKHbI BbINOMHATLCA B
oTAenbHbIX 30Hax. Ocobas NpefocTOpOXXHOCTL TpebyeTca npu paboTe C KNUBOTHBIMU 1 NPOAYKTaMMU KUBOTHOIO
NPOUCXOXAEHNS.

20. (14) Onepauun ¢ MUKpOOpPraHM3mMamu, MPOSIBASOWNMA BbICOKYID YCTOMYMBOCTb K Ae3uHekunm
(Hanpumep, cnopoobpa3sylowme GakTepun), OO0 MX MHAKTUBALUW OOMKHbI BbIMNONHATLCA B M30SIMPOBAHHbIX
30Hax, cneunansHoO NpegHasHavYeHHbIX A1S MPOBEAEHUS TakMxX onepauui.

21. (15) B npousBoACTBEHHOM 30HE [OMyCKaeTCd OOHOBPEMEHHO MpoBOAMTL  paboTbl €
MUKpPOOPraHM3amMamy TONbKO OAHOro BMAA, 3a WCKIIOYEHMEM MPOLECCOB CMeLWMBaHWS W nocrneayoLen
dacoBKM.

22. (16) lMpousBoguTenb [OMKEH MPOEKTUPOBaTb NPOM3BOACTBEHHbIE 30HbI Takum o06pasom, 4TOObI
npegycmMoTpeTb BO3MOXHOCTb MPOBEeAeHUst Oe3VHMEKLUN MPOU3BOACTBEHHBIX 30H B MPOMEXYTKaxX Mexay
NPON3BOACTBEHHBIMY LIMKNaMN C UCMOSNb30BaHNEM BanuanpoBaHHbIX METOLOB.

23. (17) JonyckaeTca NpoM3BOACTBO MUKPOOPraHN3MOB B KOHTPONMPYEMbIX 30HaxX Mpu YCAOBUW, YTO OHO
OCYLLECTBMAETCH B NOMHOCTBIO 3aKPLITOM M TEPMUYECKM CTEpUnn3yeMoM obopyaoBaHuW, a BCe COeAMHEeHWUs
nocrne 3aBepleHuss paboTbl U nepes pa3bopKoM Takke NOABEPralTCA TepMUYECKOW CTepunusauuu.
HonyckaeTcs BbINONIHEHNE COEAMHEHWI NOA NOKanbHbIM NaMMHapPHbLIM MOTOKOM BO3AyXa MpU YCIoBUK, YTO MX
KONMMYEeCTBO OrpaHMYeHO, UCMOMb3yOTCS COOTBETCTBYIOLLME acenTUYeckMe MeToAdbl U OTCYTCTBYeT OMacHOCTb
yTeukn. MapameTpbl NpoLlecca cTepunmsauumn, UCNomnb3yemoro nepes pasdopkon coequMHEHUA, OOIMKHbI MPONTK
Banvaauuio Ang BCexX MCNonb3yeMbIX MUKPOOpraHnamoB. B npegenax ogHOW 30HbI pasHble NpogyKTbl MOryT

KoHcynbTaHTlINOC

www.consultant.ru CrpaHunua 108 u3 170
HafeXxHasa npaBoBan noaAepXXkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MNpukas MuHnpomTtopra Poccum ot 14.06.2013 N 916

(pea. ot 18.12.2015) [JoKyMeHT npepocTasneH KoHcynbranTaoC
"O6 yTBepXaeHUM MNpaBu HaaneXxallen Npon3BoACTBEHHON M... Aata coxparennsa: 29.01.2016

ObITb 3arpyXeHbl B pasHble OuopeakTopbl TOMbLKO MNpPU OTCYTCTBUM puUCKA CryYalHOW MEepeKpecTHON
KoHTaMumHaumu. OgHako paboTa C MUKpoopraHMamMamp, K KOTOPbIM MNpeabsiBnsalTcs ocobble TpeboBaHus
N30NsUMn, OOIMKHA BINOMHATLCS TONBbKO B 30HAX, CNeLmManbHO BblAENEHHbIX 4SS TaKo NpogyKuuun.

24. (18) B nomelleHnsix ONs coOepXXaHUsa XMBOTHbIX, MPeAHas3Ha4YeHHbIX ANsl MCMOoNb30BaHus  (Mnu
ncnonb3yembix) B NPOM3BOACTBE, HEOBX0AUMO NOAAEPKNBATDL PEXMM U30ONNUPOBAHHON U (MNN) YMCTOW 3O0HbI.
Takve nomelleHnsa A0MmKHbI OblTb OTAENEHbI OT MOMELLEHUN AN COAEPXKaHUSA APYrUX >XMBOTHbIX. [lomelueHus,
roe CoAepXaTcsl XXMBOTHbIE, UCNONb3yeMble A11s1 KOHTPOIS KayecTBa NpoayKumn (B TOM Yucne ¢ npuMeHeHueMm
NaToreHHbIX MMKPOOPTraHN3MOB), JOJIKHbI ObITb COOTBETCTBYOLLMM 06pa3oM M30NMpOBaHbI.

25. (19) Ooctyn B Npou3BOACTBEHHbIE 30HbI MOIYT MMETb TONbKO pPabOTHUKW, MMEKLWMe Ha 3TOo
paspelueHne. Heobxoanmo MMeTb SICHYIO N KPaTKyl0 MHCTPYKLMIO MO PEXMMYy [OCTyrna B MPOM3BOACTBEHHbIE
30HbI, KOTOPYHO PEKOMEHOYETCS BbIBECUTb Ha CTEHE.

26. (20) OokymeHTauus, cogepxallad AaHHble O MNPOU3BOACTBEHHbIX MOMELLEHUNAX, [OImKHa ObiTb
JOCTYMHOWN B COCTaBe OCHOBHOIMO A0Che NPOU3BOACTBEHHON NMOLLAAKN.

27. OomxHa ObITb obecrnevyeHa COOTBETCTBYHOLLAA AeTanu3aums nNpyv  ONucaHMu MNPOU3BOLCTBEHHbIX
Y4acTKoB M 34aHui (MyTem BKOYEHUS MMAHOB MOMELLEHMIA U UX 3KCMMMKaLMK), HasHadeHust U YCroBui
NCNoNb30BaHUA BCEX MOMELLEHUN, a TakKe BUOOB BUONMOrMYecknx areHToB, ¢ KOTOpbIMM MpoBoauTcs pabora.
HomkHbl 6bITb 4eTKo 0603HayeHbl TakkKe HarnpaBneHWs ABWXEHUS nepcoHana v npogykumu. Heobxogumo
yKasaTb BUAbl XMBOTHbIX, COAEPXKALUUXCS B BUBAPUAX UM OPYrMX NOMELLEHUAX NPOU3BOACTBEHHOW NNOLLAAKM,
a TaKkke BuAbl paboT, BbINOMHAEMbIX BOMM3N NPON3BOACTBEHHOIO y4acTka.

28. lNnaHbl M30MPOBaHHbBIX N (MNN) YACTLIX MOMELLEHWA U 30H [OJDKHbI COAEpXaTb OMUCAHWE CXEMb
BEHTUNSALMM C YKazaHMEM MECT MPUTOKA U BbITSHKKM BO34yXa, MCMOSb3yeMbIX (OUIBTPOB U UX crieumdukaumi,
KpaTHOCTEeN BO3ayxo0OMeHa U nepenagoB AaBrieHus. Heobxoammo ykasaTb, MEXAY Kakumu MOMeELLEHUSIMU
npeaycMoTpeH MOHUTOPUHI Nepenaga AaBreHnsi C MOMOLLbO MaHOMETPOB.

IV. OBOPYOOBAHUE

29. (21) Wcnonb3yemoe obopydoBaHWe [OJMKHO ObiTb CKOHCTPYMPOBAHO W CMOHTMPOBAHO TaKuUM
06pasom, YTOOblI COOTBETCTBOBATL TPEOOBAHMAM AN KAXKO0ro Bnaa NPOayKLUMM.

30. MNepen BBoooM 0bopyaoBaHMs B IKCNyaTaLMio OHO LOMMKHO MPONTY KBAnMduKaumio 1 Banvgaumio, a
3aTeM NpoxXoanuTb perynsapHoe TexXHUYeckoe obcnyxmBaHue 1 NOBTOPHYIO BanuaaLluio.

31. (22) O6opygoBaHue [omkHO obecneunBaTb YAOBMETBOPUTENBHYIO MEPBUYHYIO  U30MSALMIO
Buronormnyeckmx areHToB. KOHCTPYKLNS U MOHTaXX 060pyaoBaHUS AOMKHbI Npu HeobxoammocTu obecneymnBaTb
ero nerkyt 1 apEKTUBHYIO JEKOHTAMUHALUMIO U (M) CTEpUNN3aumio.

32. (23) KoHCTpYKLMSA U MOHTaX 3aKpbITOro obopyaoBaHusi, UCMOMb3YyEMOro Ansd MNepBUYHOM M30MALMK
Buonormyecknx areHToB, OOMMKHbI MpegycMmaTpmBaTb MpefoTBpalleHne yTedek, obpasoBaHusA Kanenb U
aspo3sonen.

33. Beoapl 1 BbIBOAbI ra30B OOMKHbI ObITh 3alyuLeHbl Takum obpasom, 4ToObl obecneumBaTb HYXHYHO
CTeneHb U30N5AUMK, HanpUMep, NyTEM UCMONb30BaHUSA CTEPUNU3YIOLLMX MAPOGOBHBLIX (PUNLTPOB.

34. ns nogayv wunu ypaneHusl matepuanoB HeobXOoOUMO MCMONb30BaTb CTEPUNU3YEMYIO 3aKPbITYHO
cucTemMy nbo COOTBETCTBYHOLLME YCIOBUS TaMUHAPHOMO NOTOKa BO34yXa.

35. (24) lMpn HeobxoaMmocTn neped WUCMNonb3oBaHMEM o06OpyaoBaHME [LOMKHO CTepUnmM3oBaThbCs
NpeanoYTUTENBHO CyX1M NapoMm noA AasneHuem. [pyrue metoabl NPUMEHUMbI B TOM CriyYae, ecriv CBOWCTBA
obopyaoBaHMsa He AONyCKalT ero cTepunuaaunio napom. BaxkHo He nponycTutb npu obpaboTke Takve BuAabl
obopynoBaHus, Kak LeHTpudyrn n BogsaHble 6aHu.

36. ObopynoBaHMe, UCMONb3yemMoe ANsi OYMCTKW, pasdeneHust UM KOHLUEHTPUPOBaHWUS, OOIDKHO, Kak
MUHUMYM, CTEpPUIM30BaTbCA WUNKU OEe3MHMUUMPOBATbCA MpUM Nepexode OT WCMONb30BaHMA OAHOro BuAaa
npogykta k gpyromy. Heobxogmmo uccnegoBatb BRvsiHAE METOAOB CTepunm3aumm Ha 3pHEeKTUBHOCTb U
BanvaaunoOHHbLIV cTaTyc obopyaoBaHWs C Lenblo onpeaeneHns cpoka ero akcnnyataumm.

37. Bce meTOabl CTEpUNM3aLmmn A0KHbI OblTb BaNnnamMpoBaHsb!.

38. (25) KoHcTpykuus obopydoBaHWst OOMMKHA UCKMNOYaTb BO3MOXHOCTb MEpenyTbiBaHWs pasfuyHbIX
OpPraHu3moB MIn NpoaykToB. TpybonpoBoabl, KnanaHbl U UNbTPbl 4OIMKHBI MapKUpoOBaTbCA B COOTBETCTBUU C
UX HasHa4YeHneM.

39. Ina KOHTeWHepoB C MHMUUMPOBAHHBIMU U HEUHMUUUPOBAHHLIMW MaTepuanamu, a Takke, Kak
npaBuno, Ans pasfU4yHbIX OPraHW3MOB WIU KMETOK HeOBXOAMMO WCMNOMb30oBaTb OTAeNbHblIe WHKYb6aTopbl.
CopepxaHve B ogHOM nHKybaTope 6onee oQHOro TMna opraHM3mMoB MU TUMa KeTok AOMyCcKaeTcs TONbKO B
criyyae MpUHATUA HeobXoauMbIX Mep MO repMeTM3auun, MOBEPXHOCTHOM AEKOHTaMMHaLUM U pas3geneHuio
KOoHTerHepoB. Cocyabl C KyfnbTypamMu W MNPOYMM  COAEPXUMbIM  [OIDKHbI  ObITb  MPOMapKUpPOBaHbI
nHamsugyansHo. O4ncTka u ge3nHgeKkums 3TUx CoCyaoB 1 MHKyGaTopoB MOryT ObITb 3aTpyAHEHbl 1 TpeboBaTb
0c0o00ro BHUMaHus.
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40. KoHCTpyKUMS ¥ MOpsOoOK 9IKcnfyataumm ob6opyaoBaHWS, WCMONb3yeMOro [ANd  XpaHeHus
Buonornyecknx areHToB 1Ny NPOAYKTOB, AOMKHbI UCKITHOYaTh M060e BO3MOXHOE nepenyTbiBaHue.

41. Bce xpaHsiwmecs obpasubl AOMKHbI MMETb YEeTKyl0 M OQHO3HAYHY0 MapKMPOBKY W HaXOAMTbCH B
KOHTeNHepax, 3anLLEeHHbIX OT yTe4kn. 3anackl NOCEBHbIX KYMbTYp KNETOK Y OPraHN3MOB OOMKHbI XPaHUTLCSA B
cneunanbHO npegHasHa4YeHHOM obopyaoBaHuK.

42. (26) Hekotopble Buabl obopydoBaHus (Hampumep, obopyaoBaHuwe, Tpebylowee KOHTPONS
TemnepaTypbl) AOMKHbI OblTb OCHALLEHbI PErMCTPUPYIOLLMMU YCTPONCTBaMM U (UNK) cUCTEMaMy CUTHanmn3auum.
Bo n3bexaHue oTka3oB Takoro obopyaoBaHUsA NPoM3BoANTESNb OOMMKEH COBMECTHO C aHanvM3oM TeHAEeHUWn B
perncTpupyeMbIx AaHHbIX OPraHM3oBaTb CUCTEMY NPOPUIAKTUYECKOrO 06CYKMBaHUS.

43. (27) Barpyska nMOMUIIbHbLIX CYLUWMbHbIX YCTAHOBOK [OJPKHA MPOMCXOOUTb B YACTOM U (Unn)
nsonupoBaHHou 3oHe. Onepauun No pasrpyske NMOMUIBHON CYLUMMBbHOW YCTAHOBKN NPUBOAAT K 3arpsi3HEHUIO
OKpyxawlLlen cpeabl. B cBA3M C 9TUM Npu  MCMNOMb30BaHWM  NMOMUIBHBIX  CYLUUMbHBLIX  YCTaHOBOK,
OTKPbIBAIOLLMXCS C OOHOW CTOPOHbI, YUCTOE NOMELLEHNE JOIMKHO MPONTU AeKOHTaMUHaLUUIO 40 NepeMeLLeHns B
3Ty 30HY APYron cepun MPOAYKUMM, 33 WCKIIOYEHMEM Cepuii C OAMHAKOBbIMM OpraHuamamu. [1ByCTOpPOHHUWE
NMounbHbIE CyLUUIIbHBIE YCTAaHOBKM AOMKHbI CTEPUIM30BATLCA MOCHEe KaX4oro uMKna npou3BOACTBa, €Cnu
TONBbKO OHW HE OTKPbIBAIOTCS B YUCTYIO 30HY.

44. Crepvnusaums nMoMUbHbIX CYLUWIbHBIX YCTAHOBOK AOIDKHA MPOBOAUTBCA B COOTBETCTBUWM C
nyHktamn 35 - 37 HacToswwero lMNMpunoxeHus. B cnyvae opraHnsauumn paboT Mo NpuMHUMMY OTAENbHLIX LMKIIOB
NPON3BOACTBA UX HEOOXOAUMO CTEPUIN30BATL, MO KpaHew Mepe, Nocrne KaXaoro Lukna.

V. XMBOTHbIE 1 BUBAPUU

45. (28) Obwwme TpeboBaHMA K COOEPXKAHUIO XKMBOTHLIX, MOMELLEHUAM AMS HWUX, yXody W KapaHTUHY
npuBeLeHbl B COOTBETCTBYIOLLMX HOPMATUBHbIX NPaBOBbIX akTax Poccunckon ®enepaumn.

46. (29) BuBapuu JomKHbI ObITb M30NIMPOBaHLI OT APYrMX NPOU3BOLACTBEHHbIX NOMeLLleHMn. OHU [LOIMKHbI
ObITb CKOHCTPYMPOBaHbI C cCobNogeHNEM HEODXOAMMbIX TpeOOBaHUNA.

47. (30) CaHnTapHOE COCTOSIHME XXMBOTHBIX, UCMONb3YEMbIX B MPOM3BOACTBE, HEOOXOOMMO OLeHUBAaTb,
KOHTpOnMpoBaTb U pernctpmpoBaTb. Ecnu HopmaTuBHbIMKM npaBoOBbIMM akTamu Poccunckon depepaunm
YCTaHOBMEHbI MpaBuna obpalleHns C¢ oTAeNbHbIMA BUOAMM KUBOTHBLIX (Hanpumep, JIMHUKU KUBOTHBIX,
cBOBOAHLIX OT NATOreHoB), TakMe npasuna AOMKHbI cobrogaTbes.

48. (31) >KuBOTHble, OuoOMNorMyeckme areHTbl WM MPOBOAMMbBIE MUCMBITAHUS OOMMKHbI OblTb  YeTKO
NMOEHTUULMPOBAHbI B COOTBETCTBUM C YCTAHOBINIEHHOW CUCTEMON BO U3bexaHue pucka nepenyTbiBaHWs U C
Lienblo KOHTPOMsi BCEX BO3MOXHbIX BUAOB OMAacHOCTEMN.

V1. AESNHPEKUMA. YOANTEHWE OTXOO0B

49. (32) OesunHdekumsa n (unu) yaoaneHve TBepabiX U XKUAKAX OTXOLOB MOMYT UMEeTb OCODEHHO BaXHOe
3HayYeHne Npu NPON3BOACTBE UMMYHOBMONOrMYecko npogykumn. B cBA3M € 9TMM HeobxoauM TuiaTerbHbI
noaxopd K metogam u obopyaoBaHuMio, CMoMnb3yemMbiM AN NPeAOTBPAaLLEHNS 3arps3HEHNS OKpyXatoLLen cpeapl,
a TaKkke K ux sanugauuu.

VII. NMPON3BOAOCTBO

50. (33) M3-3a wmpokoro pasHoobpasunst NpoAayKLMK, OOMbLIOrO KONMM4yecTBa CTagui npyu Npou3BOLCTBE
MMMYHOBMOMOrMYECKNX FEeKapCTBEHHbIX MpenapaToB AN BETEPUMHAPHOro TMNPUMEHEHUS W XapakTepa
Burornormyecknx npoleccoB ocoboe BHMMaHME HEOOXOANMO YAENsiTb CTPOromMy COBNIOOEHNI0 BannanpOBaHHbIX
TEXHOMOrMYECKNX MPOLIECCOB, MOCTOSIHHOMY KOHTPOSIIO BCEX TEXHONOMMYeCcKMx CTagun npou3BoacTBa W
NpoBeAeHUI0 KOHTPONs B npolecce npoussoacTea. Ocoboe BHMMaHWe Heobxoaumo o6paTuTb Ha MUCXogHoe
cblpbe, cpeabl KyNbTUBMPOBAHWSI U UCMOMb30BaHWE CUCTEM MOCEBHLIX KyNbTYP.

VIIl. NCXOOHOE CbIPbE

51. (34) TpeboBaHunsi K WMCXOQHOMY CbIpbl0 AOMMKHbI OblITb  OnNpegeneHbl B cneumMduKkaumsx.
Creuudurkaumm OmKHbI CoAepKaTb AaHHbIe O NOCTaBLUMKe, MeToAe NPou3BoACTBa, ero MECTe PacroNOXeHUs
M BMAAX XMBOTHbIX, U3 KOTOPbIX MOSTy4eHO 3TO MCXOOHOE Chipbe, a TakKke O cnocobax ero KOHTPOMs.
OcobeHHyto pornb UrpatoT MMKpOGUonormieckme MeToabl KOHTPOIS.

52. (35) PeaynbTaTtbl UCMbITAHUA MCXOOHOMO CbIpbSi OOIDKHbI COOTBETCTBOBATL cneuudukaumam. Ecnm
npoBeAeHne NCMbITaHUI 3aHUMaeT MHOTO BpeMeHu (Hampumep, cBOGOAHbIe OT crneuuduryeckux naTtoreHoB
(SPF) aviua (3MBpuoHbI) NTUL), MOXET BO3HUKHYTb HEOBXOAMMOCTL 06paboTkn NCXOAHOrO Chipbs A0 NOMYyYeHus
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pe3ynbTaToB aHanuTUYEeCKUX MUCMbITaHWA. B aTux cnydasx nomnyyeHue paspelleHuss Ha BbIMyCK TOTOBON
NPOAYKLUN 3aBUCUT OT NOMOXUTENbHbBIX PE3YNbTaToB UCNbITAHUSA UCXOOHOTO ChIPbS.

53. (36) Ocoboe BHMMaHWe HeobOXOAMMO YyAenaTb OaHHbIM O cucTemMe obecnevyeHusi KadecTBa
MOCTaBLLMKa NPKW OLLEHKe COOTBETCTBUS UCTOYHUKOB ChIPbSt U Matepuanos 1 obbeme UCnbiTaHui, Tpebyembix
npu NPOBEAEHUN BXOLHOIO KOHTPOMS Ka4yecTBa.

54. (37) MNpwn HanU4Mu BO3MOXHOCTM HEOBXOAMMO CTEepuUnu3oBaTb WCXOOHOE Cbipbe TEPMUYECKUM
metogom. [lonyckaeTca ucrnonb3oBaTb M ApyrMe BanuaMpoBaHHble MeTOAbl, HanpuMep WOHU3MpYoLLee
n3nyyeHue.

Cpegpl

55. (38) PocToBkle cBolcTBa cpef AOMKHbI 3apaHee NoATBEPXKAATbCS COOTBETCTBYOLLMM 0Opa3om.

56. (39) T[peanoytuTenbHo, 4TOObI cCpedbl CTEPUNM3OBANUCL HA MecTe WM Ha  JIMHUW.
MpeanoyTUTENbHBIM ABNAETCA METOA TepMUYEcKoh cTepunusaumu. [asbl, cpefgpbl, KUCNOTbI, LWENnouw,
neHoracuTenu v gpyrve BelecTBa, BBOAVMbIE B CTEPUIbHbIA BUOpeakTop, AOMKHbI OblTb CTEPUNBbHBLIMU.

CuncTtema NoceBHbIX KynbTyp M 6aHKOB KNEeToK

57. (40) Onga npenoTBpalleHUs HexenaTenbHOro U3MeHeHWs CBOWCTB, KOTOpOEe MOXeT MpOoU30onTH
BCNEACTBME  MHOFOKPaTHbIX  MepeceBOB  uUnu  GonbLIoro yncna reHepauun, NpPOM3BOACTBO
MMMYHOBMOMOrMYECKNX JIEKAPCTBEHHbBIX NPenapaTtoB AN BETEPUHAPHOrO MNPUMEHEHWs, MNOfy4YaembiX U3
KyNbTYp MUKPOOPraHU3MOoB, KyfnbTyp KIETOK, TKaHEeW Ui pa3smMHOXEHNEM B 3MOPUOHaxX M KUBOTHbIX, OOJTKHO
ObITb OCHOBAHO Ha CUCTEME NOCEBHbIX KyNbTYp MM HaHKOB KNETOK.

58. (41) KonunuecTBo reHepaunii (yaBoeHU, naccaxemn) mexagy noCeBHON KynbTypon nnu GaHKOM KNeTok
1 rOTOBOW NpPOAYyKLUUeln OOMKHO COOTBETCTBOBATL TpeboBaHMAM PErMcTpaLmoHHOro A0Che.

59. (42) MNMoceBHble KynbTypbl 1 BaHKK KNETOK HEOOXOAMMO pasnuyaTtb U KOHTPONMPOBATbL Ha OTCYTCTBME
KOHTaMWHaHTOB. [N HOBbIX MOCEBHbIX KyNbTyp [AOMKHbl ObiTb YCTAHOBMEHbI KPUTEPUW MNPUEMIIEMOCTM.
[MoceBHble KynbTypbl M 6aHKM KNETOK JOSMKHbI CO30aBaTbCs, COAEPXaTbCA N NCMOMb30BaTbCA Taknum obpasom,
4YTOObI CBECTU K MUHUMYMY PUCK MX KOHTaMWHaUUN Unuv ntoboro nameHeHus. Npun cosgaHnm nNoceBHbIX KynbTyp
unu GaHKOB KIETOK He AonyckaeTca ogHOBpeMeHHas paboTa B TON e 30He UMK TOro e nepcoHana ¢ opyrumm
XKMBbBIMU UMW MHPMUMPYIOLLMMUY MaTepuanamMm (HanpuMmep, BUpycamMu Uim KneToUHbIMU JIMHUSAMU).

60. (43) Co3gaHne noceBHOW KynbTypbl unm OaHKka KNeTok Heobxooumo MpoBOAMTL C cOGMoaeHNEM
YCTaHOBMEHHbIX TpEOOBaHMI K MPOU3BOACTBEHHOW Cpeae AN 3aluThl MOCEBHbIX KynbTyp M OaHka KneTok, a
Takke paboTaroLLero ¢ HUMK NepcoHara n OXpaHbl BHELUHEN OKPYXXatoLLen cpeapl.

61. (44) MNpouncxoxaeHune, opma 1 YCNOBUSA XPaHEHWUsI MOCEBHbLIX KyNbTyp AOMXHbl OblTb MOMHOCTBLIO
onncaHbl B COOTBETCTBYIOLWEN [OKyMeHTauun. HeobxogMmMo wumeTb [okasaTenbcrBa CTaburnbHOCTM W©
BOCMNPOU3BOAMMOCTM MOCEBHbIX KyNbTYp U KNeTok. EMKOCTM Anga xpaHeHns AOMmKHbl ObITb repMeTUYHO 3aKPbITh,
4YeTKO MapKMpoBaHbl U XpaHUTbCA npu Tpebyemown TemnepaType. [pou3BoguTens OOIMKEH KOHTPONMPOBAaTb
YCIOBMS XPaHEHUSI MOCEBHbIX KyNbTyp U KNeToK. Heobxoammo BeCTn TWwaTenbHbIN y4eT KaXaAoro XpaHsiwerocs
KOHTEWHepa.

62. (45) K paboTte ¢ maTepmanom JOMNyCcKalTCA TOMbKO CrneuuanbHO HasHaveHHble paboTHuku. PaboTta
AOMkHa NpoBOANTLCA Mo KOHTPONEM OTBETCTBEHHOIO nnua. PasnuyHble noceBHbIe KynbTypbl U BaHKM KNeTok
HeobXoAMMO XpaHuTb Takum 00pas3om, u4TOObl He [JonyckaTb NepenyTbiBaHUA WAM  NEePeKpecTHOW
KOHTamunHauun. PekomeHayeTcst pa3aensaTb NOCEBHbIE KyNbTypbl M 0aHKM KNETOK U pas3Hble 4acTu XpaHWUTb
OTAEeNbHO BO n3bexaHre ux NomHonm yTpaTbl.

MpuHUMNBI paboThbl

63. (46) B xopme TexHoMnorMyeckux MpoLeccoB HeobxoaMMo usberatb MM CBOAUTb K MUHUMYMY
obpasoBaHue kanesnb 1nu nexol. MNMpouecchbl LeHTpudyrnpoBaHnsa M cMeLLnBaHns, KOTopble MOryT NPUBECTU K
obpa3oBaHuo Kanenb, AOMKHbl MPOBOAMTBCA B W30MMPOBAHHBIX E€MKOCTAX WM B YMCTbIX UK (MMru)
N30NMPOBaHHbIX 30HaxX BO n3bexxaHne nepeHoca XuBblX OPraHM3moB.

64. (47) CnyyalHble NPONMBLI XMAKOCTEW, OCOBEHHO coaepXallMX >XMBble OpraHvM3Mbl, Heobxoanmo
ObicTpO U Oe3onacHbIM cnocobom nuKBMAMpoBaTb. [NA  Kaxgoro Tuna  MMKPOOPraHW3MOB — JOJIKHbI
MCMonb30BaTbCH BanManpoBaHHble npoueaypbl AeKOHTaMyHaumu. Npyu MCNonb30BaHWM PasfnyHbIX LUTaMMOB
GakTepuin 0gHOro B1uAa uUnm o4eHb NOXOXMX BUPYCOB Npoueaypa AeKOHTaMUHALMN MOXeT ObiTb BanuaupoBaHa
B OTHOLLEHMWWN TONBbKO OOHOIO U3 HWUX MPU OTCYTCTBUW CYLLECTBEHHbIX Pa3fnMynii B yCTONYMBOCTU K BO3AENCTBUIO
AeKOHTaMuHaLuuun.

65. (48) Onepauun, BkNovaoLwme B ceba nepemMeLleHne Takux MatepuarnoB, Kak CTepunbHble cpenpl,
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KynbTypbl UMW NPOAYKTbI, AOMKHbI MPOBOAMTLCS B NpeaBapUTENbHO CTEPUITM3OBAHHLIX 3aKPbITbIX CUCTEMAX.
Ecnn aTO HEBO3MOXHO, onepauuu Mo MepeMeLLeHN0 MaTepuarnoB AOMKHbl MPOBOAMTBCA B flaMWHAPHOM
NMoTOKe Bo3gyxa.

66. (49) [JobGaeneHne cpen vnun KynbTyp B GuopeakTopbl M ApyrMe cocydbl OOJDKHO MPOBOAMTBLCHA B
TWaTEeNbHO KOHTPONMPYEMbIX YCIOBUSX, obecneyvmBatoLmMX HEBO3MOXHOCTb BHECEHUSA KOHTaMMHaHTOB. [lpu
nobaBneHun KynbTyp HEOH6X0AMMO TLATENBHO NPOBEPATL NPABUNBHOCTL COEAUHEHNSA COCYAOB.

67. (50) Npn HeobxoagnmocTh (Hanpumep, Korga gsa M bonee depmeHTaTopa pacrnonoXeHbl B OAHON
30HEe) oTBepcTMa And oTbopa npo® u BHeceHuss [00aBOK W COEAMHUTENbHbIE  3ANEMEHTbl  OOMKHbI
CcTepunn3oBaTbCca napoM (mocrne MNOoACOeAMHEHMSs, NMeped nodadyen npoaykta v nepeg oTcoedunHeHwem). B
OPpYrMx crnydasix OOoMycKaeTCcd XMMuYeckas Ae3vHeKkumss BXOAHbIX OTBEPCTUA K 3awuta COeQUHEHUMN MoA
namMnHapHbIM MOTOKOM BO34yXxa.

68. (51) ObopynosaHue, nabopaTtopHas Nocyaa, BHELLHWE MOBEPXHOCTM KOHTEMHEePOB C MPOAYKUMEN U
apyrve nopobHble Martepuanbl nepes  NepeMelleHMeM U3 U30NUPOBAHHOW  30HbI  JOMMKHbI - ObITb
Oe3MHMULMPOBaHbI C UCMOMNb30BaHWEM BanuavMpoBaHHoro metoga. Ocobyio npobnemy MOXeT Bbi3blBaTb
BEeAEHNe AOKyMEHTaLMn Ha Cepuio NpoayKumm. TonbKo abCoMTHBIA MUHUMYM OOKYMeHTauuu, HeobXxoavMmMon
anga cobnogeHunsa TpebosaHui HacToawwmx [Npasun, gomkeH noctynaTe B pabo4yto 30Hy n nokvagaTte ee. [Npu
SIBHOW KOHTaMMHauuu (Hanpumep, KannamMu Wnu aspo3onsaMu) WM NpU  UCMOSIb30BAHUN  3K3OTUYECKUX
MUKPOOPraHM3MoB OymaxkHast AOKYMeHTauusi OOMkHa Ae3nHULMPOBaTbCA B LWIM3e ANA  nepemMeLLeHus
obopyaoBaHnst UnNu nepegasaThbCs C UCMONb30BaHMeEM )OTOKONUN Unu dhakca.

69. (52) XXvgkue wnu TBepable OTXOAbl, TakMe Kak cKopriyna mnocre oTbopa MaTepuana w3 su,
oOHOpa3oBble OyTbINM ANS KynbTyp, HEXenaTeNbHble KynbTypbl MM OGUOMNorMdeckue areHTtbl, Heobxooumo
CTEepuUNN3oBaThb U1 Ae3nHPUUMpOBaTh Nepes Nx yganeHmem n3 n3onmpoBaHHOM 30HbI. B HekoTopbIx cny4vasx
npueMneMbIMKU CYMTAOTCA U Apyrne MeToAbl, Hanpumep WUCMOSib30BaHUE FEePMETUYHbIX KOHTEMHEPOB WU
TpybonpoBoaoB.

70. (53) T[lpousBoguTenb [OOMMKEH OCYLIECTBNATb TLATENbHbIA KOHTPOMb  TOro, 4Tobbl B
NPON3BOACTBEHHYHO 30HY NOMafanu TonbKO Te NpeamMeThl, Matepuanbsl, B TOM 4YUCre OOKYMeHTauusi, KoTopble
OTHOCATCA K MpOM3BOAMMONM MNPOAYKUUW. [ns KOHTPONS 3a COOTBETCTBMEM KOMMYECTBA BHOCUMBIX U
BbIHOCUMbIX MPEAMETOB M MaTepuanoB BO u3bexaHwe WX HaKoMfeHus B MPOU3BOACTBEHHOM MOMELLEHUU
OOJDKHA JencTBOBaTb CUCTEMA yyeTa.

71. (54) TepwmocTorkne npeameTbl M MaTepuanbl AOMKHbI NOCTyNaTb B YUCTYIO WKW YUCTYIO
N30NUPOBaHHYIO 30HY Yepe3 MPOXOAHbIe aBTOKMaBbl UMW CyXoXapoBble neyn. YyBCTBUTENbHbIE K HarpeBy
npeaMeTbl U MaTepuanbl AOMMKHbI NOCTyNaTb Yepe3 BO3AYLIHbIA L3 C ONoKMpyeMbIMW OBEPSIMU, TOEe 3TU
npegMeTbl U MaTepuarnel nogsepratTcsa gesnHdekuun. [lonyckaeTcsa ctepunusaums NpeaMeToB U MaTtepmnanos
B APYroM MecTe, eCrnv OHM MOCTYNaroT Yepes W3 B ABOMHOM 060M0o4ke ¢ cobniogeHneM HeobxoauMMbiX mep
NpeaoCTOPOXHOCTH.

72. (55) [MNpousBoauTenb [OMKEH MNPUHMMATb COOTBETCTBYHOLLIME Mepbl MPefOCTOPOXHOCTM  BO
n3bexaHne KOHTaMUHALMM UMW NepenyTbiBaHUSA KynbTyp KMETOK UMW MUKPOOPraHM3MOB Ha MNPOTSKEHWM
nepuoga nHkybaumm. Heobxoammo yTBepaAnTb METOLAMKY OYUCTKM M Ae3nHEEKLMN UHKYOaTopoB. KoHTenHepbl,
Haxoasimecs B MHKybaTopax, AOMKHbI BbITb YETKO M TLLATENbHO MapKUPOBaHbI.

73. (56) B ogHOM nomellieHn AOornyckaeTcsi OOHOBPEMEHHOE MPOBEAEHME OMnepauuin TOMbKO C O4HUM
XMBbIM OMONOrMYECKNM areHTOM, 3a UCKIMIOYEHNEM Onepaunin N0 CMELUMBAHMIO U MOCMeayoLWen gacoBke Wnu
npy MUCNOMb30BaHWM MOJSIHOCTBIO 3aKPbITbIX CUCTEM. B nmpomexyTkax mexagy onepaumsmMm € pasfnuyHbIMU
XMBbIMW OMONOrMYECKMMM areHTamm NPON3BOACTBEHHLIE MOMELLEHUS AOMKHbI MPOXOANTb Ae3MHpEKLNIO.

74. (57) MNpodyKTbl OOMKHbI MHAKTUBMPOBATbCS MyTeM AOOABMEHUA MHAKTMBATOpa C MOCMEe4yHLUM
TwarenbHbIM nepemMelumBaHmem. lNocne aToro cMech JOIMKHA NEPEHOCUTBCS BO BTOPOW CTEPUITbHBIN cocya, 3a
UCKIMIOYEeHVEM CryyaeB, Korga oopMa 1 pasmep cocyaa No3BOoNSAT ero ferko nepesopaynBaTb U BCTPSAXUBATb
Takum obpa3om, 4YTOObl BCE BHYTPEHHWE TMOBEPXHOCTU CMaYMBaNMCb KOHEYHOW CMEChbI0 KynbTypbl WU
WHaKTMBaTopa.

75. (58) Cocyabl, coaepxallumMe MHaKTMBUPOBAHHbLIA MPOAYKT, He OoMyckaeTcs OTKpbiBaTb. M3 aTux
COCY[O0B TaKke He JonyckaeTcs oTompaTtb Npobbl B 30HAX, r4e COAEpXaTCHA XuBble OMONOrMyeckne areHTbl.
Bcto mocnegyouwyto o6paboTKky MHAKTMBUPOBAHHbLIX MPOOYKTOB HEOOXOOUMO MPOBOAUTE B YMCTbIX 30HAX
knaccoB A n B unu B 3aKkpbiTOM 060pygoBaHuW, crneumanbHO NpedHasHaYeHHOM 71 MHaKTMBUPOBAHHbIX
NpOAYKTOB.

76. (59) Heobxogumo yaenate ocoboe BHUMaHWe Banufauunm MeTOLO0B CTepunu3auuun, Oe3uHpekLumu,
yOarneHusi BUPycoB M UX UHAKTUBALUN.

77. (60) HanonHeHne OOMKHO NMPOBOAMTBLCS B TEYEHUE KAaK MOXHO Oonee KOpOTKOro MNpOMeXyTka
BPEMEHW MOCre 3aBepLUEHNsI NPOM3BOACTBEHHbLIX onepauuni. EMkocTn ¢ HepacdacoBaHHOW Npoaykumen [o
Hayana onepauun HamnofHeHUs [OIDKHbl ObiTb FEePMETUYHO  3aKpbiTbl, COOTBETCTBYHOLWMM 06pa3om
MapKMpOBaHbl N XPaHUTLCS MPY YCTAHOBMEHHbIX TeMNEpPaTypPHbIX YCNOBUSX.
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78. (61) MpoussoguTens JoMKeH paspaboTaTtb cucTemy, obecneuvvBaloLlyto KOHTPOMb LENOCTHOCTU U
repMeTM4HOCTM YNaKoBOK MOCIe HaMOMHEHNS.

79. (62) ®nakoHbl, codepxaline >xmBble Bronormyeckme areHTbl, JOMKHbI ObiTb 3aKPbITbl KPbILLKaMM
Takum 06pasom, YTOObl WCKNIOUMTL BO3MOXHOCTb KOHTaMWHALMW APYrov NpogyKuMm unu MNpOHUKHOBEHWEe
XMBbIX areHTOB B ApYyrne 30Hbl U BO BHELLHIO cpeay.

80. (63) Mexay HamnomHeHWEeM NEepPBUYHbLIX YMAKOBOK, MX MAapKUPOBKOM WM YMaKOBKOM MO PasfnyHbIM
npuyvHaMm MOXeT MNPOWTU onpedeneHHbid MNPOMEXYTOK BpeMeHu. [lpousBoauTens [OIMKEH YTBepauTb
npoueaypbl, OMUCbIBaKOLWME MOPSAOK XPaHEHUS HEeMapKMpOBaHHbIX KOHTEMHEpOB Afs npeaoTBpalleHus
BO3MOXHOCTM NX NepenyTbiBaHWsA U obecrneyvBalolimMe Haanexaiime ycnosus xpaHeHus. Ocoboe BHUMaHue
HeobxoaMMO yaenaTb XpaHeHuto TepMonabunbHOW M CBETOYYBCTBMTENbHOW npoaykumu. [poussoauTtens
OOMKeH ycTaHOBUTb TpeboBaHUA Kk TemMnepaType XpaHeHus.

81. (64) Ha kaxgow TexHonornyeckon cragum HeobxoamMMo NPoBOANTL COMOCTaBneHne akTUYEeCcKoro U
oXuaaemoro Bbixoga Npoaykummn. Bee cyllecTBeHHble OTKIOHEHNS AOMKHbI ObiTb paccnefoBaHbl.

IX. KOHTPOI1b KAYECTBA

82. (65) B obecneyeHnn cTabUNbHOCTM KadecTBa MMMYHOOMOMOrMYECKNX JEKApPCTBEHHbIX CPEACTB
ocoboe 3HavYeHre MMeET KOHTPOrb B NpoLiecce NPou3BOACTBA. Buabl KOHTPOMS, KOTOPble MMET pellatollee
3HaYeHue Ansi OLEHKN KadecTBa (HanpuMep, KOHTPOSb Ha OTCYTCTBME BUPYCOB), HO HE MOTYT ObITb MPOBEAEHbI
B OTHOLUEHMW TOTOBOW NPOAYKUMM, [OOSHKHbI BbIMOMHATLCA HA OOHOW U3 MNpPEeALecTBYHOWMX CcTaguin
npon3BoACTBa.

83. (66) [Ina MOBTOPHOro NPOBEAEHWSI KOHTPOSS KaydecTBa CEpuM MPOAYKUMM WM  MOATBEPXKOEHUS
pe3ynbTaToB TAKOro KOHTPONSA MOXET BO3HUKHYTb HEOOXOOUMOCTb XpaHEHUSA JOCTAaTOYHOro obbema 0bpasuos
NPOMEXYTOUHBLIX NPOAYKTOB MPU COOTBETCTBYIOLLMX YCIOBUSAX.

84. (67) MoxeT BO3HMKHYTb HEOOXOAMMOCTb HEMPEPLIBHOrO KOHTPOMS MapamMeTpoB B Xxode npouecca
Npon3BoACTBa (HanpUmep, HEMPEPbIBHOIO KOHTPOISA hM3nYecknx napameTpoB B xode doepmeHTauum).

85. (68) lMpu HenpepbiBHOM KyNbTMBUMPOBaAHMM OUONMOrMYEecKon npoaykumm Heobxoammo cobrnogatb
cneumanbHble TPeboBaHUSA K OpraHn3aLumn KOHTPOIS KavyecTBa NpoayKumn.

MpunoxexHne N 6
K MpaBunam Hagnexatlewn
NPON3BOACTBEHHOW NPAKTUKM

NnPOM3BOACTBO MEOMLIMHCKMX TA3OB
I. MIPNHLAM

1. HacTosiwee MNpunoxeHue perynupyeT Npon3BoACTBO ra3oB kKak hapmMaLieBTnyeckux cybetaHuun (OC)
W NpOM3BOACTBO rasoB AN MeOULMHCKOrO MpuMeHeHusa (nanee - mMeauumHckue rasbl). [MpomsBoacTtso
MEOULMHCKUX ra3oB, OTHOCSLLMXCS K FleKapCTBEHHbIM cpeacTBaM, HeoOXOoAMMO OCYLLECTBASATb COrMacHo
COOTBETCTBYIOLUM HOPMaTUBHBIM MPaBoBbIM akTam Poccunckon ®egepavmn.

2. Hactosiwee lNpunoxeHue He pacnpocTpaHAeTCcs Ha nonyyeHve n obpalleHne MegUUMHCKMX ras3oB B
MEeOMLMHCKMX OpraHn3aumsix, €Cnn Takom NPoLEece He ABMNSETCS NPOMbILLNEHHbIM NPON3BOLCTBOM.

3. PasrpaHuyeHne mexay npoussoactsom ®C 1 npou3BOACTBOM NEKApPCTBEHHbIX MpenapaTtoB AOMKHO
ObITb YETKO OMpeaeneHo B KAaX40M PeErMcTpaumMoHHoM gocbe. OBbIYHO CTaamMy NPOM3BOACTBA M OYUCTKM rasoB
oTHocaTcA K npousBoactBy ®C. Masbl OTHOCATCA K JEKApCTBEHHbIM MpenapataM C MOMEHTa MepBOro
COXpaHeHus rasa, NpegHa3Ha4YeHHOro A1 Takoro NCMorb30BaHus.

4. B UCKMIOYNTENBHBIX CIyYasx HEMpPepbIBHbIE MPOLECCHI, FAe HEBO3MOXHO MPOMEXYTOYHOE XpaHeHue
rasa mexgy npomssogctsom ®C 1 Npon3BoACTBOM NEKapCTBEHHOTO npenapara, Heobxogumo paccmaTtpuBaTb
Kak NPOM3BOACTBO NeKapCTBEHHbIX NPENapaToB, YTO AOSMKHO ObITh YETKO yKa3aHO B PErMCTpaLMOHHOM AOChHE.

. NIPOV3BOACTBO FA30B KAK ®PAPMALIEBTUYECKMX CYBECTAHLN

5. Ma3bl kak hapmaueBTUYeckne cybcTaHLmmM MOryT BbiTb NPON3BEAEHbI MyTEM XMMUYECKOTO CUHTE3a Ui
N3 HaTyparbHbIX UICTOYHMKOB, B TOM YMCME MYTEM UX OYMCTKM (Hanpumep, Ha 3aBoAax no BbiAENEHUIo rasoB U3
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BO3AyXxa).

6. (1) TlNpousBoauTenb [OIMKEH OCYLLECTBMNSATbL TEXHOMOrMYECcKMe npoLecchbl MOMy4YeHus ras3oB
yKa3aHHbIMY Bbille crnocobamu B COOTBETCTBMU C TpeboBaHuaMuY rmaesbl 1V HacToawwmx Mpaswn, npy 3TOM:

a) (a) TpeboBaHUA K MCXOOQHOMY Cbipblo Ans  dapmaueBTMydecknx cybctaHumn (nyHkTbl 400 - 421
HacTosAwmx [NpaBun) He NpUMMEHUMbI K MPOU3BOACTBY (papmaueBTUYECKMX CyOCTaHUMWA - ra3oB MeToAO0M
pasgeneHunst Bosayxa (O4HaKo NPoM3BOAUTENb AOMKEH rapaHTUpOBaTh, YTO Ka4eCTBO UCMOMb3yeMOro Bo3adyxa
COOTBETCTBYET YCTAaHOBNIEHHOMY M U3MEHEHUs1 KayecTBa BO3[yxa W3 BHELIHeW cpedbl He OyayT okasbiBaTb
BMNMSIHWE Ha KA4eCTBO ra3oB, NPon3BoanMbIX kak PC);

0) (b) TpeboBaHUsA kK HENPEPbLIBHOMY M3Y4YEHNI0 CTabUNBHOCTM ra3oB kak dhapMaLeBTUYECKMX CyBCTaHUMN
(nyHkTbI 497 - 503 HacTosAwwmx MpaBun), ocyLecTBNSAEMOMY C LIENb NOATBEPXKOEHUST YCIOBUA XPaHEHUS U
CpoKa rogHoOCTM Unu Aatbl NOBTOPHOrO KOHTpons (nyHkTbl 487 - 490 HacToswwmx MpaBwn), He NPUMEHSIOTCA B
crnyyae, ecnv Ans NEpBUYHOrO U3y4YeHWss CTabunbHOCTU BbINM MCMONbL30OBaHbl AaHHblEe, codepxalwmecs B
Hay4HoW nuTeparype;

B) (C) TpeboBaHMsA K KOHTPOSIBHBIM U apxMBHbIM obpasuam (nyHkTel 508 - 510 HacToswwmx MNpaBun) He
NMPUMEHSAITCA K rasaM Kak chapmaueBTUYECKMM CybCTaHUMAM, eCcn HOPMaTUBHLIMU MPaBOBbIMU  aKTaMu
Poccwuiickon depgepaumm He NpeayCcMOTPEHO UHOE.

7. (2) T[powusBoguTenb Q[OMKEH MNPOBOAWUTL MOCTOSHHBIN  MOHUTOPUHI KayecTBa ra3oB  Kak
hapmaLeBTMyecknx cybcTaHuun, NPon3BoanMbIX HENPEpPbIBHEIM METOAOM (HanpuMep, pasfeneHnemM Bosayxa).
PesynbTaTbl MOHUTOPYHIa HEO6XOAMMO XPaHUTb B BUAE, NO3BOSSAOLLEM OCYLLECTBMATb OLEHKY TEHAEHLUNNA.

8. (3) (a) YcnoBusa TpaHCMOPTUPOBKM U [OCTaBKM HepacdacoBaHHbIX ra3oB Kak ¢hapmaueBTUHECKMX
cybCcTaHuun JoMmKHbI COOTBETCTBOBATL TPeOOBaHUAM, YCTAHOBMNEHHBIM AN MEOUUMHCKUX ra3oB (MyHKTbl 29 -
31 HacToswero Mpunoxexns);

9. (b) Onepaumm HanonHeHWs ©OanfIOHOB WM MNEPEHOCHbLIX KPUOFEHHbIX E€MKOCTEeW rasamu Kak
hapmaueBTMYeckuMn  cybcTaHumMaMn  HeobxoaMMo MNpPOBOAUTL B COOTBETCTBUM € TpeboBaHUAMMU,
YCTaHOBMEHHBbIMU ANS MEeAULMHCKMX ra3oB (NyHKTbl 32 - 48 Hacrtosiwero [MpunoxeHus), n tpeboBaHuaMN,
yCcTaHoOBMEeHHbIMU NyHKTamu 450 - 469 HacTosawumx MNpasumn.

. NIPON3BOACTBO MEANLIMHCKNX TA30OB

10. Mpoun3BoacTBO MEQMUMHCKMX ra3oB, kak NpaBuilo, OCYLLECTBsieTCs B 3aKkpbiTOM obopyaoBaHun. B
CBSI3M C 3TUM PUCK KOHTaMWHaLUM AaHHOW NPOAYKLMM U3 MPOU3BOACTBEHHOM Cpeabl SBNSAETCA MUHUMASbHbLIM.
OpHako cylecTByeT pUCK KOHTaMUHALMKN UMW NEPEKPECTHOM KOHTaMUHaLUM ApYrMMK rasamu, OCcoBeHHO npw
MOBTOPHOM WCMOSIb30BaHUN EMKOCTEMN.

11. (4) TpeboBaHus, npuMeHsiemble K GannoHaMm, TakkKe pPacnpoCTPaHAKTCA Ha rpynnbl  (CBA3KM)
GannoHoB (3a UCKMOYEHMEM CIyYaeB XpPaHEHUs U TPaHCNOPTMPOBKM B crieumarnbHbIX KOHTeHepax).

MepcoHan

12. (5) lMNepcoHan, 3aHATLIN B MPOM3BOACTBE M peanu3aumm MeOUMUMHCKMX T[a30B, [OOJDKEH MNPOWTH
oby4eHune No opraHn3aumm NPOM3BOACTBA M KOHTPONSA KavyecTBa NeKapCTBEHHbIX CPEACTB MPUMEHUTENbHO K
OaHHOMY BuAy npoaykumun. [epcoHan JOMmMKEH 3HaTb KPUTUYECKM BaXKHbIE acMekTbl U BO3MOXHYH) OMacHOCTb
NeKkapcTBEHHbIX MpenapaTtoB B Buae MeauUMHCKUX ra3oB. Bogurtenu, ocylwecTensowmne nepeBo3ky
MEeOULMHCKUX ra3oB, TaKKe AOIMKHbI MPOATU COOTBETCTBYOLLIEE 0DYYeHNeE.

13. (6) MNepcoHan npuBreKaemMbIX MO AOroOBOPY MCMOMHUTENEN, KOTOPbIA MOXET OKa3aTb BMMSHWE Ha
KayeCTBO MeAMLMHCKMX ra3oB (Hanmpumep, nepcoHasn, OCYLLECTBASKWMNA TEexXHUYeckoe OobCrnyxuBaHue
©annoHOB UK KnanaHoB), AO/MKEH MPONTN COOTBETCTBYOLEE 0bydeHme.

MomelleHns n obopyaoBaHue
NomelneHns

14. (7) BannoHbl M NEpPeHOCHblE KPUOreHHble €EMKOCTM HeobXOAMMO MpoBepsATb, NOAroTaBnMBaTh,
HanomHATb U XpaHUTb B 30HaX, OTAENEHHbIX OT 30H paboTbl C HEMEAMUMHCKMMM razamn. 3anpeliaetcsa obmeH
6annoHamv 1 NepeHOCHbLIMWN KPUOTEHHBIMU EMKOCTAMW MexXay STUMK 3oHamun. OHaKO B OOHMX U TEX Xe 30Hax
[ONycKaeTcst KOHTPOIb, MOArOTOBKA, HAarNofHEHWE U XpaHeHUe MEeOULMHCKUX M HeMeOWMLMHCKMX ra3oB, ecnu
TpeboBaHNs K HEMEOWUUWHCKMM rasaM COOTBETCTBYHOT TpeboBaHMAM K MeauuMHCKUM  rasam, a
NPON3BOACTBEHHbIE OMNepauun ¢ HEMEeOULMHCKUMU ra3amu OCYLLLECTBIIAOTCA B COOTBETCTBMM C TpeboBaHUAMU
HacToswwmx NMpaswun.

15. (8) NomeLLeHns, B KOTOPLIX BbIMOMHATCA onepauuM no NPOV3BOACTBY, MPOBEAEHUIO UCMbITAHUA |
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XPaHEeHVN MEeOMUMHCKUX T[a30B, [OOMKHbI MMETb [JOCTaTouHyk nnowadb ANS  UCKIYEHUMs  pucka
nepenyTtbiBaHus. naHMpoBka NoMeLLeHnn aomkHa obecneynBarhb:

a) (a) oTaenbHbIe MApPKMPOBAHHbIE 30HbI AN Pa3fMYHbIX Fa30B;

©0) (b) ogHO3Ha4YHOE 0603HaYEHNE N pasgeneHne MycTbix GannoHOB UM (MNM) NEPEHOCHBLIX KPUOTEHHbIX
eMKOCTeMN, a Takke 6annoHOB U (MnK) NePEHOCHbIX KPUOFEHHbIX EMKOCTEN, HaxXOASsILMXCS Ha pasHbiX CTaausx
npousBoacTBa (Hanpumep, "oxuaaetr KoHTponda", "oxugaeT HanonHeHus", "kapaHTuH", "paspeLueH",
"3abpakoBaH", "roToB K OTnpaBke").

16. Cnocobbl pa3geneHns 3aBUCAT OT xapakTepa, 06bemMa M CrOXHOCTU TEXHONOMMYecKoro npoLecca.
Mepamu no pasgeneHuto MoryT ObITb 30HbI C pa3mMeTkamu Ha nony, neperopogky, 6apbepbl, 0603HaYEHNs.

17. (9) TMyctble GannoHbl U (MNXM) NEPEHOCHbIE KPUOTr€HHblE EMKOCTM TMOoCfe COPTUPOBKA WU
TEXHUYECKOro OBCNYy>XMBaHWS W HaMofHEeHHble ©0annoHbl U (UNM) NEepeHOCHble  KPUOTeHHble  EMKOCTU
HeOOXOAMMO XpaHWUTb Mo HaBecamy, 3alMLAWUMU UX OT HeGRaronpusATHbIX MOrO4HbLIX  YCHOBUIA.
HanonHeHHble GannoHbl U (UNKN) NEPEHOCHLIE KPUOTEHHbIE E€MKOCTU HeOOXOOUMO XpaHUTb B YCIOBUSIX,
rapaHTUPYOLWMX NX OOCTaBKy B YACTOM BUAE, OTBEYAIOLLEM YCIIOBUSM MX MCMOSb30BaHUS.

18. (10) TlpousBogutens JoMmKeH obecneymBaTb OCOOblE YCMOBWUSI XpaHEHUS, COOTBETCTBYHOLUME
TpeboBaHNAM perncTpaumoHHOro gocke (Hanpumep, Ans ra3oBbiX CMECEW, B KOTOPbIX MPOUCXOAUT pasgeneHve
a3 B cnyvyae samopaxxuBaHus).

Ob6opynoBaHue

19. (11) O6opynoBaHMe OOMKHO ObITb CMPOEKTUPOBAHO TakMM 06pasoMm, YTOObl rapaHTUpOBaTb, YTO ras
HaMoOJHSAETCS B COOTBETCTBYHOLUMA KOHTeWHep. Kak npaBuno, He JAOMKHO OblTb COEOUHEHWMA  Mexay
TpybonpoBogamu, No KOTOPbIM NPOXOAAT pa3nuyHble rasbl. B cnyvae ecnu Takme coeguHeHuss Heobxoammbl
(Hanpumep, obopyagoBaHue, ucnonb3yemMoe [Ans HanofHeHUs CMeCcsMU rasoB), MNpou3BOaUTENb [OOMXKEH
NPOBECTU COOTBETCTBYIOLLYIO KBanuduKaumio ANA rapaHTum TOro, YTO OTCYTCTBYET PWUCK NEepekpecTHOW
KOHTamMnHaLun pa3HbiMy razamu. B gononHeHne Kk gaHHoOMy TpeboBaHWIO pacnpegenuTenibHble KOMNEeKTopbl
OOMKHbI BbITb  00OpyOoOBaHbl  creunduyYeckumMmn coeavHUTENbHBIMU - 3nemMeHTamn. Ecnn  HopmaTyBHBIMM
npasBoBbiMM  aktamum  Poccunckon — degepaumm  ycTaHOBMNEHbl  TpebOBaHMS K UCMOMb30BaHMIO
pacnpegenuTenbHbIX KONNEKTOPOB U UX COEeAMHEeHUM C KnanaHamu OannoHoB, TakMe TpeboBaHMs OOIDKHbI
cobnogaTeca. Mcnonb3oBaHne Ha OZHOM MNPOM3BOACTBEHHOM Y4acTKke COEAMHEHUIN, COOTBETCTBYHOLLMX
pa3nuyHbIM CTaHg4apTam, HeobXxoAMMO TLAaTeNbHO KOHTPONMMPOBATb, Tak e Kak U UCMoNb3oBaHWe afanTepos,
NMPYMEHEHME KOTOPbIX HEOOXOAMMO B HEKOTOPbIX Cy4asx coeanHEHNsT cneumnduIecknx CUCTEM HamnoSHEHUS.

20. (12) PesepByapbl ONA XpaHEHUS W NepeaBWXKHbIE LWUCTEPHbl OM1S OOCTaBKM OOSKHbI  ObiTb
npegHasHadeHbl TONMbKO AN1S OOHOro BMAaa rasa onpefeneHHoro kadvectsa. MeguuumHckne rasbl gonyckaeTcs
XpaHuTb UNN TPaHCMOPTUPOBATb B TEX >Xe pes3epByapax, YTO M aHanornyHble HeMeauUMHCKME rasbl Mpu
YCNOBMKU, YTO Ka4yecTBO MNOCNedHWX, MO KpanHen mepe, SKBMBANEHTHO KavyecTBY MeEAULMHCKUX rasoB, WU
cobniopatotca TpeboBaHMa HacToswmx Npasun. B Taknx cnyvyasx npov3BoanTeNnb OOMKEH OCYLWECTBNATb U
OOKYMeHTanbHO 0pOpMUTb NpoLeaypy yNpaBneHus puckamm.

21. (13) Obwasa cuctema pacnpeferneHnsi rasa C KOnekTopamu MeAWLUMHCKOrO U HeMeaUUMHCKOro
HasHa4YeHust 4ONyCKaeTCs NULLb NPU HanMyMM BanvamMpoBaHHOro MeToda HegonyLeHnss obpaTHOro noToka rasa
13 HeMegULMHCKON CUCTEMbI B MEAMLNHCKYIO.

22. (14) lMNpousBoauTens AOMMKEH MMETb KOMMEKTOPbl HaMOfHEeHWs, npefHasHaJYeHHble Ans OAHOro
MEeOULMHCKOrO rasa unu ans onpegeneHHo cMecu MeAMUMHCKMX rasoB. B mckniouuTenbHbIX  crydasax
OOMycKkaeTCsl HarosfiHeHWe rasoB Ans OPYrMx MeOVUMHCKMX Uenen C  WUCMonb30BaHWeM  KOMeKTOpOoBs,
npegHasHadYeHHbIX ANS MEAWUMHCKMX Tra3oB, eCcnyM [oKa3aHa Takas BO3MOXHOCTb W TakoOM Mpouecc
KOHTponupyeTcs. B aTux cnyyasix KayecTBO HEMEOMLUUMHCKOro rasa [OIDKHO ObiTb, MO KpawHem wmepe,
9KBMBANEHTHbIM KavyecTBYy MeEAMLMHCKOro rasa W OOIKHbl cobrniogaTtbes TpeboBaHus Hactoswmx [pasun.
HanonHeHue JomKHO NPOU3BOAUTLCS MO NPUHLUUMY OpraHM3aumn LMKNoOB Npon3BoaCTBa.

23. (15) PaboTbl MO PeMOHTY U TexHUYecKoMy obGcnyxumBaHuiO 0BOpPyAOBaHMSA (BKMOYAs OYUCTKY U
NPOAYBKY) He LOIDKHbI BNUSTb Ha KA4yecTBO MEOUUMHCKMX rasoB. B yacTHocTW, npousBoguTenb [OOSKEH
paspabotatb M OOKYMeHTanbHO OOPMUTbL MEPOMNPUATUS, MPOBOAMMbIE MOCIIE PEMOHTa U TEXHUYECKOro
obCcnyX1MBaHMs, CONMPOBOXAAILLMXCS pasrepmeTnsauunern cucteM. [NpomssoamTens OMKEH rapaHTMpoBaTh, YTO
obopyaoBaHue cBo60AHO OT MOBOM KOHTAMUHALMK, KOTOPAs MOXET OKa3aTb BMUAHME HA KayeCTBO FOTOBOMO
npoAykTa Ao ero Bbinycka. NponssognTens AOMKEH XPaHUTb 3anvcK o NpoBeAeHHbIX paboTax.

24, (16) T[pousBoguTenb [JofkeH paspabotaTtb WM [OOKYMEHTAnNbHO  OOpPMUTL  MpoLenypsbl,
OCYLLECTBMSAEMbIE MNPV BO3BpaTe UWUCTEPHbI HA Yy4yacTok paboTbl C MEOUUUHCKMMM rasamu nocne
TPaHCMOPTUPOBKM HEMEONLIMHCKOIO ra3a B YCIOBUSX, yKa3aHHbIX B nyHkTe 20 HacToswero MNpunoxexus, wmnm
nocrne onepauun no TexHudeckomy obcnyxuBaHuto. Takas npouegypa AOfKHa BKIHOYaTb aHanuMTuyeckune
ncnbiTaHus.
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HokymeHTauua

25. (17) [daHHble, BKMOYEHHbIE B JOCbE Ha KaOyl CEPUIO HAaMoOJSIHEHHbIX ©OanfoHOB (MEepPeHOCHbIX
KPUOTrE€HHbIX €MKOCTEWN), OOIMKHbI MO3BOMATL NPOcrneauTb MHopMauMio 060 BCEX OCHOBHBIX MapameTpax
COOTBETCTBYHOLUMX CTaAMN HANOMHEHUs ANS KaX40ro HanornHeHHoro 6annoHa.

26. [locbe Ha ceputo JOMKHO cogepXaTb crneayoLyo MHopmauumio (ecnm 3To NPUMEHNMO):

a) (@) HanmeHoBaHWe NpPoaYKLUNM;

©0) (b) Homep cepuu;

B) (C) 4aty n BpeMsi NpoBeAEHMS onepaLmm No HaMOMHEHWIO;

r) (d) nepcoHan, BbINOMHABLUMA OCHOBHblE CTaguwm npouecca (Hanpumep, OYMCTKY FMHUIA, NPUEMKY
MaTepuanos, MOArOTOBKY MMHWUIA HanoMHEHUs, NPOBeAEHNE HAMOSHEHNS);

4) (e) ccbinky Ha Homep(a) cepumn(min) rasa(oB), KOTOPbIN UCMOMb30Bancsa Ans onepauuini No HanoHEHWUIO
cornacHo nyHkTy 32 Hacrtoswero MNMpunoxeHus, BKMNoYas ero craTtyc (paspeLleHne K HanosHeHNo);

e) (f) ncnonbsyemoe obopygoBaHue (HanpuMep, KOIEKTOP HaMoSIHEHUS);

X) (g) Konu4ecTBo BanmoOHOB U (MNN) NEPEHOCHBLIX KPUOTEHHbIX €MKOCTEN A0 ornepauun HanonHeHus,
BKMOYas naeHTUUKALNOHHbIE AaHHbBIE KaXXO0N EMKOCTU N ee reOMEeTPUYECcKnii 06bewm;

3) (h) onepauuwn, BbINONHEHHbIE A0 HanonHeHus (NyHKT 41 HacToswero MNMpunoxeHus);

u) (i) knoyeBble NapamMeTpbl, HeobxoanMble ANs NOATBEPXAEHNUS NPaBUNBbHOCTU MPOBEAEHUs onepauun
MO HaMOSHEHWIO NPY CTaHOAPTHbIX YCIOBUSAX;

K) (j) pesynbTaTbl COOTBETCTBYHLUMX MPOBEPOK, FrapaHTUPYIOLWMX, YTO GannoHbl U (MNM) NepeHOCHble
KPMOreHHble eMKOCTM BbINn HanoMHEHBI;

n) (k) obpaseL aTUKETKN cCepun;

M) (I) cneundmkaumio NekapCcTBEHHOro CpecTBa U pe3ynbTaTbl KOHTPONS KayecTBa (BKMO4Yas CCbINKM Ha
TeKyLlee COCTosiHME kanubpoBkM 060opyaoBaHUSA, UCMONb30BAHHOMO B XOA€E MUCMbITaHUI);

H) (m) konuyecTBO 3abpakoBaHHbIX OannoHOB W (MNM) MNEPEHOCHBbIX KPWUOTEHHBIX E€MKOCTEN C
npvBeAEHNEM NX NHAMBUAYANbHbIX MAEHTUHUKALNOHHBIX OAHHBIX Y MPUYNHBI 3abpaKkoBKy;

0) (n) nogpobHble cBegeHus o060 Bcex nNpobremax U OTKIOHEHMNAX, YTBEPXOEHHOE paspelleHne Ha
noboe OTKNOHEHUE OT UHCTPYKLUIA MO HAMNONHEHWIO;

n) (o) paspeLueHne ynonHOMOYEHHOrO fn1ua Ha BbiMyCK CEpyUM C NPOCTaBMNEHHbIMW A4ATON 1 NOAMUCHIO.

27. (18) lMpousBoauTenb OOMKEH XpaHUTb OOCbe Ha Kaxayl cepuio rasa, npefHasHayeHHyl Ons
HarnosIHEHMS pe3epByapoB B MEANLIMHCKUX opraHn3aumsx. [locbe JOMKHO BKMOYATb CrneayroLLyo MHopMauuio
(ecnun 3TO NPUMEHNMO):

a) (a) HaMMeHOBaHWe NPOAYKLMM;

©0) (b) Homep cepuu;

B) (C) cCbINKy Ha WOEHTUMDUKALUMOHHBIA HOMEP €MKOCTU (LUMCTEpPHbI), B KOTOPOW Cepus paspelleHa K
peanu3saunu;

r) (d) gaty n Bpemsi onepauum no HanosHEHNO;

a) (e) nepcoHarn, BbIMOSTHUBLUMI HANOSIHEHWE EMKOCTU (LIUCTEPHDI);

e) (f) nvHcbopMaumo 0 eMKOCTU (UMCTEPHE), N3 KOTOPOW NPOU3BOAMIIOCH HaMoNHEeHWe, MHdopmauus o
rase, MCNOnb30BaBLUEMCS A1 HAMNOMHEHWS;

X) (g) cBegeHns 060 BCex CyLLEeCTBEHHbIX AeTansax HanornHeHns;

3) (h) cneuundrkaumio Ha roToBbIN NEKapCTBEHHbIM Npenapar 1 pe3ynbTaThl KOHTPOMS KavecTBa (BKroyas
CCbIJIKM Ha TeKyLLee COCTosIHME KanmbpoBKn 060pyaoBaHNst, UCNOMB30BAHHOIO B XOAE UCMbITaHUR);

n) (i) nogpoBGHble cBeaeHns 000 Bcex Nnpobnemax n OTKITOHEHUSIX, YTBEPXKAEHHOE pa3pelleHne Ha fnoboe
OTKIMOHEHME OT MHCTPYKLUMIA NO HAMOMHEHWIO;

K) (j) paspeLueHne ynosTHOMOYEHHOrO NMLa Ha BbIMYCK Cepun € NPOCTaBEHHbIMU AATON U NOAMNUCHIO.

28. Ecnn HopmaTtMBHbIMM MpaBoBbIMU akTamu Poccuiickon depepaumm yCTaHOBREHbI cneuunanbHble
TpeboBaHWA K coAepXKaHuio yka3aHHOro JoCkbe, Takme TpeboBaHNsA A0MKHbI cobnoaaTbes.

Mpouecc nponsBoacTea
MepemellieHne U 0OCTaBKa KPUOTEHHBIX U CKIDKEHHBIX ra3oB

29. (19) MNepemeLLieHMe KPUOTEHHBIX UMM CXMXKEHHBIX Fa30B C MecTa MepBUYHOrO XpaHeHus, BKIoyas
KOHTpONb Mepe MepeMeLLeHNEM, [OIDKHO OCYLECTBMNSATbCS B COOTBETCTBMM C  BanuvOUpPOBaHHbLIMU
npoueaypamu, paspaboTaHHbIMM C LIENbI MpefoTBpaLleHnsl BO3MOXHOW KOHTamuHauuu. Tpy6onpoBog, no
KOTOpOMY nepemMeLLaeTcs ras, 4omkeH 6biTb 06opygoBaH o6paTHLIM KranaHoM U ApYrMMm COOTBETCTBYIOLLMM
ycTponcTeoMm. 'mMbkme coeamHeHus, HecTaumoHapHble COeQUHUTENbHbIE LUNaHMM U CPeACcTBa ANsi COeANHEHMS
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nepea UCMornb3oBaHWeM AO0MKHbl ObITb MPOMbITHI MOTOKOM COOTBETCTBYIOLLLErO ra3a.

30. (20) WnaHru, ncnonb3yemble AnNs HANOMHEHNA pe3epByapoB 1 LIUCTEPH, A0MKHbI 6biTb 060pyA0BaHbI
cpeAcTBaMu AN COEAVHEHUS, crneunanbHO MnpedHasHayYeHHbIMU AN AaHHOW nmpoaykuun. Mcnonb3oBaHue
ajanTepoB, MO3BOMAIOLWMX MOAKMYaTL pe3epByapbl WM UWUCTEPHbI, [OOIDKHO  Hagnexawumm obpasom
KOHTPONMpOBaTbLCS.

31. (21) MNopaya rasa B pesepByapsbl, coaepxaliue aHanornyHbIn ra3 Takoro Xe YpoBHSA Ka4yecTBa, MOXeT
ObITb OCYLLECTBMEHa NPU HanM4Mu MONOXUTENbHbLIX Pe3ynbTaToB UCMbITaHUA KayecTBa MO4aBaemoro rasa.
Ob6pasel, MOXeT ObITb 0TODpaH Kak M3 NogaBaeMoro rasa, Tak MU U3 pesepByapa Nocne 3aBeplUeHUs noaauu
rasa. Ocobble ycrnoBusi B OTHOLLEHWNN KOHTPOISi KAYECTBa MPW HaroriHEHWU pe3epBYapoB, PACMONOXEHHbIX Y
npuobpeTaTenen, U3noxeHol B NyHKTe 56 HacToswero Mpunoxexus.

HanonHeHue u MapKMpoBKa ©annoHoB 1 NnepeHOCHbIX
KPUOreHHbIX eMKocTen

32. (22) MNepen HanonHeHnem ©OanfoOHOB M MEPEHOCHbLIX KPUMOTeHHbIX eMKocTen cepus(um) rasa(oB)
pormkHa(bl) 6bITb naeHTnduLumpoBaHa(bl) U NPOKOHTPONMPOBaHa(bl) B COOTBETCTBMM CO crieumdukaumsMmm m
paspeLueHa(bl) Ana NnpoBeAeHNs1 HANOSTHEHWS.

33. (23) B cny4yae ocyuiecTBneHMs HenpepbiBHbIX NPOLIECCOB AN obecneyeHust COOTBETCTBUS rasa
cneumdmrkaunsMm Heo6XoaMMO YyCTaHOBUTbL COOTBETCTBYIOLLME TOYKU KOHTPOMS NPOM3BOACTBA.

34. (24) bannoHbl, NEPEHOCHbIE KPUOTEHHbIE E€MKOCTU W KnanaHbl LOJDKHbI OTBeYaTb YCTaHOBMEHHBIM
TEXHUYECKNM crneumdrkaumsMm u TpeboBaHMAM permcTpaumoHHOro gocbe. OHM JOMKHBI ObiTb MpegHasHaYveHbl
TONbKO AN OQHOIO MEAMLIMHCKOrO rasa wnu OnpederneHHOW CMecM MeOMUMHCKMX ras3oB. bannoHbl OOMmKHbI
OblTb MapKMpPOBaHbl C MUCMOMb30BaHWEM LIBETOBOW MapKUPOBKM B COOTBETCTBMM C  YCTAHOBMEHHbLIMU
TpeboBaHuaMK. [na obecneyeHns 3alwnTbl OT KOHTaAMUHALMK 6annoHbl AOMKHbI OblTb OCHALLEHbl KnanaHamu
yAepXaHUst MUHMMarnbHOro AaBMneHns C MexaHn3Mammn NpeaoTBpaLleHust NoToka B 0OpaTHOM HanpaBrieHuu.

35. (25) BannoHbl, NepeHOCHbIE KPUOTEHHbIE E€MKOCTM W KnanaHbl OOIDKHbI ObiTb MPOBEpeHbl nepes
nepBbIM MCMONB30BaHNEM B NMPOM3BOACTBE UM OOCMyXMBaTbCA Haanexawwmm obpasom. [pu ncnonb3oBaHum
n3genvn MeguumMHCKOrO HasHadeHUs MX TeXHU4Yeckoe oOCryXKuMBaHMe OOMKHO OCYLLECTBATbCA COrfnacHoO
WHCTPYKLUMSM Npou3BoanTens 6annoHoB, NEPEeHOCHbBIX KPUOrEHHbIX EMKOCTEW U KranaHoB.

36. (26) OnepauuMm no nMpoBepke WU TEXHUYECKOMY OOCNYXMBAHWIO He [OIDKHbl OKa3blBaTb
oTpuuaTenbHOro BO3AeNCTBUS Ha kayecTBO M Ge30NacHOCTb NekapcTBeHHOro npenaparta. Boga, ncnonbsyemas
ONSA vcnbiTaHn ©annoHOB rMApPOCTAaTUYECKMM AaBfiEHMEM, OOJKHa oTBevaTb TpeboBaHMAM B OTHOLUEHMU
KayecTBa NMTbLEBOW BOAbI.

37. (27) Ona rapaHTMM OTCYTCTBMS KOHTaMMHaLMM BHYTPEHHEE COCTOsiHME GannoHOB OO YCTaHOBKM
KnanaHa JOIMKHO NoABepraTbCsi BU3yarlbHOMY OCMOTPY Ha NpPeAMeT OTCYTCTBUSI OCTaTKOB BOAbl UMM OPYrux
KOHTaMWHaHTOB. YKasaHHyl onepaumio HeobXOAMMO BbIMOMHATL Kak 4acTb MPOBEPOK M TEXHUYECKOro
obcnyxmBaHus. OHa JoMmKHa OCYLLEeCTBASATLCA:

B OTHOLLEHMM HOBbIX 6anmnoHoB, BNEPBbIE NCMOMb3YOLWUXCA AN MEANLIMHCKUX ra3oB;

nocrne MpoBEeAEHUs] MCMbITAHUA FMAPOCTAaTUYECKUM [ABIIEHWEM WU IKBMBANEHTHbIM WUCMbITAHWUEM C
OEeMOHTaXeM KranaHa;

Kaxablil pa3 npu 3amMmeHe KnanaHa.

38. MNMocne ycTaHOBKM KnanaH AOJMKEH HAXOOUTLCS B 3aKPbITOM COCTOSIHUM ANs nNpeAoTepalleHus noboi
KOHTamuHauun. B cnyyae BO3HWKHOBEHUS NOObIX COMHEHWI OTHOCUTENBbHO BHYTPEHHEro COCTOSHMSA OannoHa
KnanaH domkeH OblTb OEMOHTMPOBaH, a BHYTPEHHee cocTosiHMe 6annoHa noABEprHyTo OCMOTpY Anis
obecneyeHnst yBepeHHOCTU B OTCYTCTBMM KOHTaMMHALUN.

39. (28) lMpomnsBoanTenb OOMKEH OCYLWIECTBMATb TEXHUYECKOE OOCMyXMBaHME U PEMOHT OanmoHoB,
NepeHOCHbIX KPUOTrEeHHbIX eMKOCTEN U KrnanaHoB. [1pn BbINONHeHMW 3Tux paboT no gorosopy paboTbl SOSMKHBI
BbIMOSHATLCS TONBKO UCMONMHUTENSIMM, YKa3aHHbIMU B AoroBope. B goroBopbl, B COOTBETCTBUM C KOTOPbIMM
paboTbl nepenalTCA Ha ayTCOPCUHI, PeKOMEeHAyeTCs BKoYaTb TEXHWYECKME YCNOBUSI BbIMOSIHEHWUS TaKuX
pabot. lNMpounsBoanTenb AOMKEH MPOBOAMTL MPOBEPKU BbIMOMIHEHUS MWCMOMHUTENSMW YCMNOBUIA [OOroBopa,
BKITHOYaAs yCrioBMs 0 cobnogeHun TpeboBaHuii HacToswmx MNpasun.

40. (29) NMpounsBoanTenb AOMKEH pa3paboTaTb CUCTEMY, NMO3BOJIAIOLLYIH0 06eCcneynTb NPOCEXMBAEMOCTb
6annoHoB, NePEeHOCHbLIX KPMOTEHHbIX EMKOCTEN 1 KnanaHoB.

41. (30) MNpoBepku, NpoBOAMMbIE Nepes onepauuent HanomHeHNs, JOMKHbI BKIHOYaTb:

a) (a) npoBepky 06annoHOB MO YTBEPXAEHHOW npoueaype B OTHOLEHUW HanuMuuMs OCTaTOYHOro
n30bITOYHOrO JaBNeHUs Anst Kaxagoro 6annoHa:

ecnv 6annoH obopyaoBaH KnanaHoM yaepXXaHUst MMHUMAanbHOro AaBleHusl, TO Npy OTCYTCTBMM CUrHana,
CBUAOETENbCTBYIOLLEr0 O HaNMyYnyM OCTaTOMHOIo M3bbITOYHOrO AaBneHud, AormkHa ObiTb nNpoBegeHa npoBepka
KnanaHa, ecnu knanaH (OYHKUMOHWPYET HenpaBuribHO, 6anmnoH gomkeH ObiTb OTMpaBneH Ha TexXHWYeckoe
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ecnu GannoH He obopygoBaH KnanaHOM YAEpXaHWs MWHMMAarbHOrO AaBfeHuss n B OannoHe He
0BHapyXeHO OCTaTOYHOrO M3OBLITOYHOTO AaBMNeHWs, Takon 6annoH gomkeH ObiTb OTMpPaBNeH AN NpoBefeHus
OOMOSTHUTENbBHBIX UCTIBITAHWI C LEeNblo NMPOBEPKN OTCYTCTBUS KOHTAMUHALMW BOAOW Uy APYTMMU BelLleCcTBaMmu;
OOMONHUTENbHbIE MEPblI MOTYT BKMOYaTb BU3yaribHbIi OCMOTP BHYTPEHHEro COCTOSHUS BanmnoHa, KoTopblIv
NPOBOAUTCS NOCME OYUCTKN C UCMONb30BaHMEM BanuMaMpoBaHHOMO METOAA;

©) (b) npoBepky TOro, YTO AEHTUUKALMOHHBIE STUKETKM NPEeAbIaYLLEA CEPUN OTCYTCTBYHOT;

B) (C) NpoBepKky TOro, 4YTO BCE MOBPEXAEHHblE WMOEHTUMUKALNOHHBbIE 3TMKETKM MpoAyKTa YyAarneHbl u
3aMeHeHbI;

r) (d) BHELIHWI BU3yarbHbIN OCMOTP KaXgoro 6ansoHa, NeEpeHOCHON KPMOreHHOW €MKOCTM M KranaHa C
Lenblo BbISBMEHNS PaKOBWH, CBAPOYHbIX NPOXWUIoB, APYrMX NOBPEXAEHWUIN U KOHTaMUHaUUN Macnamm, a Takke
npu HeOBXO0AMMOCTU NPOBEAEHUNE OUYUCTKMU;

A) (e) npoBepky coeauHeHus naTtpybka kaxgoro OannoHa WM MNepeHOCHOW KPWMOreHHOW eMKOCTU Ha
COOTBETCTBME TUMY COEQUHEHUS AN HAMOSTHAEMOro rasa;

e) (f) npoBepKy AaTbl criegyroLLero UcnbliTaHua KnanaHa (4ns KnanaHoB, MOoAMeXallmMx MNepuoamyeckon
npoBepke);

X) (g) nposepky GannoHOB WM NEPEHOCHbLIX KPMOTEHHbIX eMKOCTeW Ha npegmeT NpoBedeHus BCeX
HeOoBXOAMMbBIX WCMbITaHUA (Hanpumep, MNpPOBEpKYy rMAPOCTATUYECKMM [OaBMEHUMEM UMW 3KBUBASIEHTHLIM
ucnbITaHWeM), NpoBedeHMe KOTOpbIX TpebyeTca B COOTBETCTBUM C HOPMATMBHbIMW MPaBOBLIMW aKTamu
Poccuiickon deaepalimum, u NpoBepKy eNCTBUTENBHOCTU Pe3ynbTaToB 3TUX UCTbITaHUN;

3) (h) npoBepky LBETOBON MAapKMPOBKN Kaxkgoro 6anmnoHa B COOTBETCTBMU C PErMCTPaLMOHHBIM [0OChe
(uBeTOBasi KOOUPOBKA COrNACHO YCTAHOBIIEHHbIM TPEGOBaHUAM).

42. (31) Pasamep cepum gomkeH ObiTb onpegeneH B 3aBUCMMOCTU OT Onepauum HanosrHeHUs.

43. (32) bannoHbl, BO3BpalLlaeMble Ha NOBTOPHYHO 3anpaBsKy, OMKHbI ObITb TLATENLHO MOArOTOBMEHbI C
Lenblo MUHUMU3aUUM puUcka KOHTaMUHaUMKM B COOTBETCTBMU C YCTAHOBMEHHbIMWU npoueaypamu. MeTtoamku,
BKITHOYAOLLME NpoLeaypbl OTKauMBaHus 1 (UNn) NPOAYyBKN, AOIMKHbI ObITb BanuaupoBaHbl. [ns oxaTbiX rasos
TeopeTuveckoe copaepkaHue nNpumMecu Npu AaereHun HanonHeHnst 200 6ap AomkHO cocTaBnATb He 6onee 500
00bEMHbIX 4acTe Ha MWUINMOH npu Temnepatype 15 °C. [Ona gpyroro [gaeneHust  onpegenstoTtcs
9KBMBAIEHTHbIE 3HAYEHNUS.

44. (33) C wuenbld MWHMMM3AUUM pUCKA KOHTaMUHAUUM MEPEHOCHbIE KPUOrEHHbIE  EMKOCTH,
BO3BpallaeMble Ha NOBTOPHYIO 3anpaBKy, AOMXKHbl TWATenbHO MOAroTaBNMBaTLCA COMMACHO YTBEPXOEHHbIM
npouegypam. B 4acTHOCTW, NEPEHOCHbIE EMKOCTU, B KOTOPbIX OTCYTCTBYET OCTaTOYHOE [AaBlieHVEe, OOJDKHbI
ObITb MOArOTOBMNEHBI C UCMOMb30BaHMEM BanvMaMpoBaHHOIo MeToaa.

45. (34) TpousBoguTenb [OOIMKEH MNPOBOAMTbL COOTBETCTBYHOLME NPOBEpKM aAns  obecneveHus
NpaBuibHOrO HaMOSTHEHMWS Kaxxgoro 6annoHa u (Mnu) NepeHOCHON KPUOrEeHHOM EMKOCTMU.

46. (35) Kaxxabli HanonHeHHbIN 6annoH 40 YCTaHOBKM YCTPONCTBA KOHTPOMS NEPBOro BCKPbITUSA (NMYHKT 47
HacTosero MNpunoxeHus) AomkeH ObiTb MPOKOHTPONMPOBAH C MCMOMb30BaHWEM COOTBETCTBYHOLLEro MeToda
Ha OTCYTCTBME yTeYKM. Micnonb3yemMblii METOA KOHTPOSS HE JOIMKEH NPUBOAWTL K KOHTAMUHALMN MOBEPXHOCTM
natpybka knanaHa 6annoHa. Npyn HanUuMu BO3MOXHOCTU TakoW KOHTPOIMb OOJMKEH OCYLUECTBRATBCA MOCne
oTbopa Bcex 0b6pa3LoB AN KOHTPONSA KadecTBa.

47. (36) Nocne HanonHeHns natpybku knanaHoB GannoHOB AOMKHbI OblTb 3aKPbITbl KonMmadkamu Ans
3alUMThI OT KOHTaMuHauMu. Ha 6annoHbl 1 NepeHOCHbIE KPUOreHHble eMKOCTU AOIMKHbl ObITb YCTaHOBMEHbI
YCTPOMCTBA KOHTPOINSA NEPBOro BCKPbITUSI.

48. (37) Kaxpgbin 6annoH wnyM nepeHocHast KpMOreHHasi eMKOCTb [OJDKHbI ObiTb MPOMapKUpOBaHbl C
MOMOLLBIO 9TUKETOK. HOoMep cepun 1 CpoK rogHOCTM MOTyT ObiTh YKka3aHbl HA OTAENbHON 3TUKETKE.

49. (38) Npu nponsBoacTBE MEAMLIMHCKUX ra30B MyTEM CMELUMBAHMA ABYX UnNn Gonee pasnuyHbIX ra3oB
(B NnuHMM Ona HanonHeHws nubo HenocpeacTBeHHO B HannoHax) Npou3BoAWTENb AOIDKEH MCMNONb3oBaTb
BanuaMpPOBaHHbIN MeTo CMELUMBaHMUS, KOTOPbIA rapaHTUpyeT, YTO rasbl AOMMKHbIM 06pa3oM CMellaHbl B
Kaxxgom 6annoHe, n obecneynBaeT rOMOr€HHOCTb CMECH.

KOHTpOJ'Ib Ka4yecTtBa

50. (39) Kaxxgasa cepus MeguUMHCKOro ra3a (6ansnoHbl, NepeHOCHbIEe KPMOreHHbIE EMKOCTW, pe3epByaphbl B
MEOULMHCKUX OpraHmsauusix) [OoSkHa ObiTb MPOKOHTPONMpoBaHa B COOTBETCTBUM C  YCTaAHOBMEHHbIMU
TpeboBaHNAMMK. B OTHOLLEHNM KaXXaon cepun SOMKHO BbITh NOMy4YeHO paspeLleHme YyNoraHOMOYEHHOro Nuua Ha
BbIMYCK.

51. (40) MnaH otbopa nNpob6 u 0ObEM MNPOBOAMMBLIX MWCMbITAHUA [OOJPKHbI OTBEYaTb CreAyHLIMM
TpeboBaHMsIM B OTHOLLEHUM BannoHoB (ecnu B npoueaypax He YCTaHOBIIEHO MHOE):

a) (a) ecnu TONBKO OANH MEOULMHCKUIA ra3 HanonHseTca B 6anfoHbl ¢ MCMONb30BaHMEM KOMMekTopa, K
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KOTOPOMY OOHOBPEMEHHO MOACOEANHATCHA HECKONBKO OannoHoB, ra3 AoMmKkeH ObiTb NMPOKOHTPONMPOBAH, Kak
MWHUMYM, U3 OQHOro 6annoHa AN yCTaHOBMNEHUS MOASIMHHOCTM U KONMYECTBEHHOTO OMNpeaeneHus, obpasubl
OOMMKHbI OTOMPAaTLCS OT KaXKAOro LMKIa HanofiHeHUs Npu 3aMeHe 6annoHOB, NOAKITHOYEHHbIX K KOJIIEKTOPY;

0) (b) ecnM TONMbLKO OAMH MEOMUMHCKMA a3 HanosnHAeTcs B GannoHbl B paMKax OAHOro
NPOM3BOACTBEHHOIO LiMKNa B OANH NPOMEXYTOK BpeMeHW, TO Mo KpahHen mepe oauH 6annoH npu Kaxaom
HenpepbIBHOM LMKIe HaMnomHEeHUs1 4OMKeH ObiTb NPOBEPEH Ha NOAMMHHOCTL U KONMMYECTBEHHOE cogep)KaHue.
MprMMepom HeNpPepPbLIBHOTO LiMKINa HaMNoMHEHWUs ABNSETCA NPOU3BOACTBO B TEYEHNE OLHOW CMEHBLI OOHUM U TEM
)Ke NepcoHarnom ¢ UCMofb30BaHNEM OLHOrO 060pyA0BaHNS U OOHOW Cepun rasa, KoTopbli paccacoBbiBascs;

B) (C) ecnv MeguuMHCKUI ra3 roToBUTCS MyTEM CMeLnBaHWs B OannoHe AByX wmnvM Gonee pasnunyHbiX
rasoB M3 OOHOrO U TOrO e pacnpedenuTenbHOro KomfekTopa, TO ra3 uM3 Kaxgoro 6anmnoHa AormkeH ObiTb
NMPOKOHTPONMPOBAH Ha MNOASIMHHOCTb U KONUYECTBEHHOE codepkaHue BCeX KOMMOHEHTOB rasoBoil cmecu. B
OTHOLLEHMWN BCMOMOraTesbHbIX BELLECTB (MPU UX HanM4Ynm) UcnblTaHMe Ha MOOJSIMHHOCTbL MOXET BbINOSHATHCSA
AN ogHoro 6annoHa U3 LuKna HanosfHeHUs (MK A58 KaXX40ro HEMpepbLIBHOMO LUKNa HanornHeHus). MeHbluee
KOnmM4ecTBO OannoHOB MOXET MoABepraTbCsl UCMbITaHMAM B CIlydae WCMOMb30BaHWUA BanuaupoOBaHHbIX
aBTOMATU3MPOBAHHbBIX CUCTEM HAMOJTHEHWS;

r) (d) B OTHOLIEHMM ra30B, CMELUMBAHME KOTOPbIX MPOMCXOOUT 4O HaMoMHeHnsl, Heobxogumo cobniogaTb
Te Xe MPUHUMMNbI, YTO U B OTHOLUEHUN HAaMOSIHEHUS OOHWM [Fa3oM, Korga Ha JIMHWM  OCYLLECTBISIeTCs
HenpepbIBHbIA KOHTPOSIb CMECH ra3oB, UCMOMb3yeMbIX A4S HANONTHEHMS.

52. B OTHOWeEHMN ra3oB, CMeLUMBaHWE KOTOPLIX MPOUCXOAMT OO CTaguW HamorHeHusi, Heobxogoumo
NPUAEPKNBATBECA TEX XKE NPUHLUUMOB, Kak U ANA ra3oB, CMELUMBaHWE KOTOpbIX MPOBOAMTCA B GannoHax, npu
OTCYTCTBMM Ha NMIMHUWN HENPEPLIBHOIO KOHTPOSSi CMECH ra3oB, NCMONb3yeMbIX A5 HaMoHEHUS.

53. [lomxXHbI BbIMONHATLCA UCMbITAHUSA Ha CoAepXaHwe BoAbl, ecrnv npoussBogutTeneM He OBOCHOBaHO
NHoe.

54. [lonyckaeTcs Ucnonb3oBaHWe Opyrnx MeTOAMK 0TOopa 06pasLoB U UCNbITAHUA NPU HaNMYnuM TaKoro
e YpoBHsi obecnedeHust kadyecTsa.

55. (41) 3aBepLiarone UCnbITaHUSA NEPEHOCHBIX KPUOTEHHBIX EMKOCTEN [OJMKHbI BKIHOYATh UCMbITAHUSA
Ha NOANMHHOCTb W KONUYECTBEHHOE OMNpederieHne B KaXdoW €eMKOCTM, eCl WHOEe He npedyCMOTPEHO
YCTaHOBMEHHbIMK TpeboBaHuAMU. BbIGOPOYHBI NOCEPUNHBIA KOHTPOSIb MOXET MCMONb30BaTbCA TOMbLKO B
crniyyae, ecnu ObiNno [Jokas3aHO, 4YTO nepeg MOBTOPHbIM  HAMOMHEHWEM  KPUTUYECKME  XapaKTepUCTUKM
OCTaTOYHOro rasa B KaXxgon eMKOCTU ocTanucb 6e3 n3ameHeHun.

56. (42) He Tpebyetcsa npoBeneHne oTbopa obOpasLoB Mocrie MOBTOPHOIO HAaMOMHEHWUst KPUOTEHHbIX
€eMKOCTElN npuobpeTaTtenen B MecTe WCMNONb3oBaHMs (pe3epByapbl B MEAWLMHCKMX OpraHvM3aumsix Wnm
NMepeHOCHbIE KPUOTEHHbIE €MKOCTM) M3 cneumarnbHO NpeAHa3HaYeHHbIX UWCTEPH MPU HanMynn OOKYMEHTa,
NMOATBEPXKAAMOLLEro Ka4eCTBO COAEPXKMMOro NCMONb3yeMon LmcTepHbl. [pu aToM nocne nocnegoBaTerbHbIX
MOBTOPHbIX HAMNOMHEHUI NPON3BOAUTENL OOSKEH A0OKa3aTb, YTO KAYECTBO rasa B €MKOCTSX noaaepkvBaeTcs
Ha YCTaHOBIEHHOM YPOBHE.

57. (43) He TpebyeTcs coxpaHaTb KOHTPOMbHbIE U apXMBHbIE 0Opas3ubl CEpUn NPoayKUWUWU, €Criv 3TO He
NpeaycMOTPEHO AOKyMEHTaLMeNn.

58. (44) He TpebyeTca npoBedeHWe NPOAOIKAMOLLErocs M3yyYyeHus CTabuibHOCTW, €ecnv nepBUYHOE
n3yyeHne cTabunbHOCTH ObINIO 3aMEHEHO UCNONb30BaHNEM AaHHbIX, COAEPXKaLLMXCS B HAY4YHON nutepaTtype.

TpaHcnopTMpoBKa rasos

59. (45) HanonHeHHble raszoBble 6anmoHbI U NnepeHOCHble KPUOreHHble eMKOCTU OOJTXHbI ObITb 3aLUMLLEHbI
BO BpEMA TPAHCNOPTUPOBKU, B HAaCTHOCTU, AOCTaBIIATbLCA 3aKa34ynkamM B UNCTOM COCTOAHNUN, COOTBETCTBYHOLLEM
ycnosumam nx JanbHeunLwero Ucnonb30BaHus.

IV. TEPMWHbI N ONPEOENEHUA

60. Ang uenen HacTodLero NpunoxeHns kKpome TEPMUHOB U onpeaeneHnii, NnpeayCcMOTPeHHbIX rrason |l
HacTosAwmx [NpaBun, NCNOMb3YTCA TaKkKe CrnefytoLme OCHOBHbIE NMOHATUSA:

aMbynaTopHbIA  KPUOTEHHbIN COCyd, - TMEPEHOCHOM TEPMWUYECKM  U3OSNIMPOBAHHLIN  KOHTEWMHEp,
CKOHCTPYMPOBAHHbIN 451 XPaHEHUS CKIMKEHHOTO KMCNopoda N UCMNofb30BaHWUsS raszoobpasHoro Kucropoga Ha
OOMY Y NauneHTa;

ras - BeLLEeCTBO UM CMECh BELLECTB, koTopble npu aaeneHun 1,013 6ap u temnepatype nntoc 20 °C
HaxoAsITCA MOSTHOCTLIO B ra3006pa3HOM COCTOSAHMM Unn nNpu TemnepaType nntoc 50 °C gaBneHne ux napos
npesbiwaeT 3 6ap;

ras kak cpapmaueBTudeckass cybcTtaHumus - ras, npegHasHa4yeHHbI ANs UCMOMb30BaHWA B KadecTBe
hapmavueBTMYECKON cybCcTaHUMM ANg Npou3BOACTBa NEKAapPCTBEHHOIO Npenapara;

KoHcynbTaHTlINOC

www.consultant.ru CrpaHvua 119 13 170
HafeXxHasa npaBoBan noaAepXXkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MNpukas MuHnpomTtopra Poccum ot 14.06.2013 N 916

(pea. ot 18.12.2015) [JoKyMeHT npepocTasneH KoHcynbranTaoC
"O6 yTBepXaeHUM MNpaBu HaaneXxallen Npon3BoACTBEHHON M... Aata coxparennsa: 29.01.2016

rpynna (cBsiska) 6annoHoB - cobpaHHble U 3aKkpensfieHHble BMecTe OannoHbl, NOAKMYeHHble Yepes
pacnpenenuTenbHbIN KONMEKTOP, TPAHCNOPTUPYEMBIE U UCMONb3YEMbIE KaK €4MHOE LIENoe;

UCMbiTaHWe TMAPOCTAaTUYECKMM [ABMEHUEM - WCMbITaHWe, NpoOBOAMMOE C Uenbl obecneyeHus
6e3onacHOCTN B COOTBETCTBUM C YCT@HOBMEHHbIMM TpeboBaHUAMK ANs MPOBEPKM TOro, 4To 6anmoHbl unm
pesepByapbl MOryT BblAepXaTb 3annaHMpoBaHHbIE BbICOKME OABEHNS;

KnanaH - yCTPOMCTBO AN1S1 OTKPbIBAHMSA U 3aKpblBaHUS KOHTENHEPA;

KnanaH yaep)kaHusi OCTaTOYHOro AaBfieHMs - KnanaH, yCTaHOBMNEHHbIV Ha GannoHe 1 nogaepXvBatoLLunin
B MCMNONb30BaHHOM OannoHe OaBneHue Bbille aTMOCHEPHOrO C LEenbl NPefoTBPALLEHUA KOHTaMUHALMK
BHYTpeHHero obbema 6annoHa;

KOHTEMHEP - KPUOreHHbIN cocyn (Oak, uuctepHa mnm mMobunbHas KpUOreHHas €MKOCTb OPYroro tuna),
6annoH, ceaska 6annoHoB unu nobas gpyras ynakoBka, KOTopasi HAXOAUTCA B HEMOCPEACTBEHHOM KOHTakTe C
MeOULIMHCKUM ra3om;

KPVOreHHbIV a3 - ras, KOTOpbI CXmkaeTcs npy gaenexnumn 1,013 6ap npu Temnepartype Huxe MuHyc 150
OC;

MaKcuMarbHbIA TEOPETUYECKNIA OCTATOYHBIN YPOBEHb MPUMECH - radoobpasHas NpMMecb OT BO3MOXHOTIO
obpaTHOro NOToKa ras3oB, OCTaBLUASACA NOCre npeaBapuTernbHOM 06paboTku GannoHoB Nepes NX HanoMHEHMEM.
PacuyeT MakcMmanbHOro TeopeTuyeckoro ypoBHSA NpYMecH MMeeT 3HavyeHWe TONbKO ANS CXaTbiX rasoB npu
nNpeanonoXeHuu, YTo 3Tu rasbl BeAyT cebs Kak naeansHble,;

MEeOVLMHCKIIA ra3 - ntobol ra3 unm cMech rasos, sSIBNSALINECS NEKAPCTBEHHbIMW NpenapaTamu;

obpaTHbIV KnanaH - KnarnaH, KOTOpbI NO3BOSISAET NOTOKY MPOXOAUTL TOMBKO B OAHOM HarnpaBrneHuu;

OTKauMBaTb - yAansTb OCTaTOYHbIA ra3 M3 KOHTEMHepa U (UnmM) cucTembl C MOMOLLBKD Bakyyma [o
naBneHnst MeHbLue Yyem 1,013 Gap;

NMEepPeHOCHOW  KPUOTEHHbIM  COoCyd - MNEPEeHOCHOW  TEPMUYECKU  M3OMNMPOBAHHBIA  KOHTEMHEP,
CKOHCTPYMPOBAHHbIN A5 XpaHEHUS B HEM BELLIECTB B XWOKOM COCTOSIHUW. B Lensax npuMMeHeHusi HacTosLero
MpunoxeHns faHHbI TEPMUH HE BKMOYaeT NoHATUe "umctepHa" (tanker);

npogyBka - yganeHue OCTaTOYHOro rasa M3 KOHTewHepa M (MnM) cucTembl MyTEM MNepBOHaYanbHOro
HarHeTaHus AaBfieHns C MOMOLLBIO UCTONb3yEeMOro rasa ¢ nocnegywowmmMm copocom gaenenus rasa go 1,013
6ap;

pasgeneHue Bosdyxa - pasgeneHne aTMocdepHOro Bo3dyxa Ha COCTaBrsiowme ero rasbl nytem
hpaKUMOHHOW AUCTUAMALUN NPU KPUOTEHHBLIX TEMMNepaTypax;

pacnpegenuTenbHbll  KOnnektop - obopydoBaHWe WM YCTPOMCTBO, CKOHCTPYMpPOBaHHble  AniA
OOHOBPEMEHHOIO OMOPOXHEHUS UMW HAMNOMHEHWUSI ra30M OLHOTrO MInn 6ornee KOHTENHEPOB;

pes3epByap - CTauMOHAPHbI TEPMUYECKN WM3OSNTMPOBAHHBLIN KOHTEMHEP ANsl XPaHEHUS CXKWKEHHOro MIu
KPMOreHHOro rasa, Takke HasblBaeMbll "CTauMOHaPHbIN KPUOreHHbIN cocyq”;

cbpoc gaBneHus - onepauus Mo yganeHuio OCTaTOMHOrO rasa U3 KOHTeWHepa u (unn) cuctembl OO
BENMUMHbI OcTaTtoyHoro paaerneHus 1,013 Gap nyTem coeguHeHWs KOHTerHepa W (MnM) CcuUcTeMbl C
aTMOCEpPHLIM BO3YyXOM;

CcXKaTbli ras - ras, pacqacoBaHHbIN Mo OaBMEHNEM C LENbl TPaHCMOPTMPOBKKU, KOTOPbLIA OCTaeTcs
MOMHOCTBIO B ra3000pa3HOM COCTOSIHMM Npu TemnepaTtype Bbiwe MyuHyc 50 °C;

CKWXKEHHbIN ra3 - ras, pactacoBaHHbI/ C Lerblo TPaHCNOPTUPOBKU, KOTOPbIA OCTAeTCs YaCTUYHO KUAOKUM
unun TBepabiM Npu TemnepaTtype Boiwe MuHyc 50 °C;

LMCTEpHA - TEPMUYECKN N30NMPOBAHHbIN KOHTEMHEP, YCTaHOBMNEHHbIM Ha TPaHCMOPTHOE CpeacTBo AN
NepeBO3KN CXUKEHHOrO UMY KPUOreHHOro rasa.

MpunoxeHue N 7
K MpaBunam Hagnexawien
NPOV3BOACTBEHHOW MPaKTUKK

NMPON3BOOACTBO NEKAPCTBEHHbLIX PACTUTEJIbHBIX MPEMAPATOB
. MIPUHUWN
1. JlekapCTBEHHble pacTuTenbHble MpernapaTtbl MMET CIOXHYI npupody W pasHoobpasHble

XapakTepucTuku, Mo 3TOM NpPUYMHE MNpPU KX MPOM3BOACTBE OCODOYH ponb WUrpaeT KOHTPOMb WUCXOAHbIX
MaTepuarnos, yCroBUii XxpaHeHns 1 nepepaboTku. NcxodHbiM MaTepurarnoM npy NpousBOACTBE JEKAPCTBEHHbIX
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pacTUTENbHLIX NpenapaToB ABMNSETCA feKkapCTBEHHOe pacTUTernbHoe chbipbe. JlekapCTBeHHOEe pacTuUTenbHoe
Cblpbe OOMKHO uMeTb TpebyeMoe KadecTBO, a MOATBEPXAalolWmMe ITOT akT [JaHHble OOMKHbl ObiTb
NpefoCTaBneHbl MOCTABLUMKOM MWCXOAHbLIX MaTepuarnioB MpOU3BOAUTEND JIEKAPCTBEHHOIO pPacTUTENbHOro
npenapata. [Ina obecneyeHns kayecTBa NeKapCTBEHHOIO PacTUTENbHOIO ChipbsA MOXeT notpeboBaTbcst bornee
nogpobHas wHGopmaumss o crnocobe ero nonyyeHus (BblpawmBaHus). OTGOp  cemsiH,  yCrnoBwus
KyNbTUBMPOBaHWNS 1 cbopa ypoxas SBMATCS BaXHbIMWU acrnekTaMum KayecTBa NeKapCTBEHHOrO pacTUTENbHOro
CbIpbs Y MOTYT BMNATL HA MOCTOAHCTBO Ka4yecTBa rOTOBOrO J1IeKapCTBEHHOrO pacTUTErNbHOro npenapata. [Ons
uener Hagnexawlero BblpalwuBaHua u cbopa pacTeHuin B OTHOLUEHMM COOTBETCTBYIOLLEN CUCTEMDI
obecneyeHnst kavyecTBa pEKOMEHOyeTCa MNpUMeHsATb yTBepxaeHHoe KomuTeToM no  pactutenbHbIM
nekapcTBeHHbIM npenapaTam EBponenckoro areHTCTBa MO feKapCTBEHHbIM cpeacTtBam PykoBOACTBO MO
npaeunamM Hagnexatiero BblpalmMBaHus n cbopa UCXOAHOrO CbipbsA pacTuUTenbHoro npoucxoxgeHunss (GACP)
<*>

<*> CnpaBo4HO: PYKOBOACTBO MO MpaBuiaM Haanexallero BblpalimBaHus M cbopa MCXOOHOro CbIpbs
pacTUTENbHOro NPOUCXOXAEHUS (GACP) onyonnkoBaHo no agpecy B

MHOPMALIMOHHO-TENEKOMMYHUKALNOHHOMN cetn WHTepHeT:
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003362.pdf

2. Hacrosiuee [MpunoxeHve pacnpocTpaHAeTCA Ha BCe WCXOoOHble MaTtepuanbl  pacTUTENbHOro
MPOVCXOXAEHUS], B TOM YWCIE Ha NeKapCTBEHHOE PaCTUTENIbHOE Cbipbe.

3. OCoBEeHHOCTN NPUMEHEHUST Pa3NUYHbBIX MpaBwuil, B TOM 4Yucrie HacTosiwwmx lNpaBun, K Npou3BOACTBY
NeKapCTBEHHbIX pacTUTENbHbLIX MpPenapaToB npveeaeHsb! B Tabnuue N 1.

Tabnuua N 1. OcobeHHOCTV NpuMeHeHus MpaBun K NPOM3BOACTBY NEKAPCTBEHHLIX PACTUTENbHLIX NpenapaTos
<*>

<*> B paHHOM Tabnuvue npeAcTaBrneHa paclumpeHHas nogpobHasa nHopMauus B OTHOLLIEHUM pasgena no
NEeKapCTBEHHbBIM pacTuTenbHbIM NpenapaTtam Tabnuusl N 1 B rmase |1V HacTosawmx Mpasun.

Bugbl pabot MpaBuna maBa IV asa lll
Hagnexawero HaCTOALLMX HaCTOALLMX
BblpalLmMBaHNA n MpaBun MpaBun

cbopa (GACP)

KynbTuBmnpoBaHue n cbop pacteHuin, Bogopocrnen,
rpnboB 1 nuwanHnkos, cbop aKkccygaToB
(BblaeneHnin)

Peska 1 cylika pactenun, Bogopocnen, rpubos,
NVLWaNHUKOB W 3KCCyaaToB (BblaeneHunn) < >

OTXUM pacTeHun 1 neperoHka <**>

M3menbyeHne, 0bpaboTka aKccyaaToB, SKCTpaKuus
n3 pacTeHui, pakLnoHMpoBaHNe, OYNCTKA,
KOHLIEHTpUpOBaHMe unm depmeHTauns
pacTUTEeNbHbIX CyGCTaHLUMI

HanbHeriwas obpaboTka Ans nonyyeHus
nekapCcTBEHHON (popMbI, BKMOYAas YNakoBKY
neKapcTBeHHOro npenapara

MpumeyaHus:

<*> [pon3BoOAMTENN OOMKHbI FAapaHTMPOBaTb, YTO AaHHbIE CTaAUM OCYLLECTBMSIOTCA B COOTBETCTBUM C
yCTaHOBMNEHHbIMK TpeboBaHuaMU. [InNsg HavanbHbIX CTagui NPpUMEHMMbI CTaHAapTel PykoBogcTea no npasunam
Haanexallero BblpallMBaHna 1 cbopa MCXOQHOTO Chipbsi pacTuTenbHoro nponcxoxaernusi (GACP). Hactosiwme
I'Ipanma NMPUMEHAIOTCA K NPON3BOACTBEHHbIM CTaANAM PE3KN U CYLLUKN.
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<**> B OTHOLIEHUWN CTAgUN OTKUMA PacTeHWA U MEepPeroHkM (ecnn Heobxoaumo, 4TOoObl 3T paboThbl
COCTaBMSANMM HEOTHEMIIEMYIO YaCTb OMNepauuii 3aroTOBKM C LIESNIbl0 COXPaHEHUS KayecTBa NPOAYKLMU B pamKax
YTBEPXKAEHHbIX crneuudukaumin) cuMTaeTcs nNpueMnemMbiM WX MNPOBEAEeHME B YCIOBUSAX 3aroTOBKW, €Cnuv
KynbTUBMPOBaHME ocyLlecTBnsieTca B cootBeTcTBum ¢ GACP. Takue ycnoBusa cnegyeTt paccmatpuBaTb Kak
UCKINoYeHEe N 0BOCHOBbLIBATb B AOKYMEHTaX permMcTpaumMoHHOro gocbke. [Ansa Takmx paboT, OCylecTBNseMbIX B
YCNOBUAX 3aroTOBKW, HEOBXoaUMO 0BecneunTb COOTBETCTBYIOLLYIO LOKYMEHTALMIO, KOHTPOMb M Banuaauuio
cornacHo npuHuunam Hactosawmx MNpasun.

II. TOMEWEHWA 1 OBOPYOOBAHWE
30HbI XpaHeHus

4. (1) JlexapcTBeHHOE pacTUTENbHOE Cbipbe HEOOXOOAMMO XPaHWUTb B OTAENbHbLIX 30HaX. 3TU  30Hbl
OOMKHbI ObITh 3aLLMLLEHbI OT MPOHUKHOBEHUSA B HUX HACEKOMbIX WM XXMBOTHbIX, OCOOEHHO rpbI3yHOB. [OMmKHbI
ObITb MPUHATLI 3PEKTMBHLIE MEPblI MO NPEAOTBPALLEHMIO PACNpPOCTPAHEHUS MOObIX TakUX >KMBOTHBIX U
MUKPOOPraHM3moB, MPUBHOCUMbIX C FEKapCTBEHHbIM pacTUTENbHbIM  CbipbeM, QA7  NpedoTBpaLleHus
depMeHTaLUMM UNn pocTa MNNeceHn, a TakKe MEepPeKpecTHOW KOoHTamuHauun. Heobxogumo wucnonb3oBaTb
BblAeneHHble 30Hbl ANl KapaHTMHa NOCTYNalLLEro NeKkapCTBEHHOrO PacTUTENbLHOMO CbipbA U NEKApCTBEHHOMO
pacTUTENBLHOIO Cbipbsl, pa3peLLeHHOro Ang UCNonb30BaHUS.

5. (2) 3oHa xpaHeHWs JOImKHA XOpPOLLIO BEHTMNMpoBaThCS. [opsaok pasMelleHns YyNakoBOK He OOKEH
npensaTcTBOBaTh CBOOOAHOW LIMPKYNALMM BO3OyXa.

6. (3) Ocoboe BHMMaHME HEODOX0ANMO YAENSATb YACTOTE M Haanexawemy obCcny>KMBaH1O 30H XpaHeHus,
ocobeHHO Tam, rae obpasyeTcs Nbib.

7. (4) Ecnn pna xpaHeHUs UCXOOHbIX MaTepuanoB W NeKapCTBEHHbIX pPacCTUTEMNbHLIX MNpenapaToB
TpebyloTcs 0CcoOble YCNOBUSA B OTHOLUEHWM BMAXHOCTW, TemnepaTypbl U 3allWTbl OT CBETA, Takue YCroBuUs
HeobxoaMMo obecnednBaTb U KOHTPONUPOBATh.

lMponssoacTBeHHas 30Ha

8. (5) MNpwn otbope npob, B3BeELUMBAHMM, CMELUMBAHUM U OPYrMX TEXHOMOrMYecKknx onepauusax c
NeKapCTBEHHbIM PacTUTENbHBLIM ChIpbEM, CONPOBOXAALMNXCA Mblieobpa3oBaHNeM, HEOBXOAMMO NpUHMMATb
ocobble Mepbl MO MOAAEPXKAHMIO YWUCTOTHI, @ Takke MO NPEeAOTBPALLEHUIO MEPEKPECTHOrO 3arpsi3HEHUs
(yAaneHue nbinu, BblageneHue cneumanbHbiX NOMeLLeHNI).

O6opynosaHue

9. (6) ObopynoBaHve, UNbLTPYKOLNE U WHble MaTepuanbl, MWCMNOMb3yeMble B MNPOM3BOLCTBEHHOM
npouecce, AOMKHbI OblTb COBMECTUMbI C PacTBOPUTENEM, WCMOSMb3YEMbIM AN 3KCTpakumu, Ans
npeaoTBpaLLeHns Kakoro-nnbo BblAENeHNs UK HexenaTenbHo abcopOuum fekapcTBEHHOTO pPacTUTENbHOMO
CbIpbsi, KOTOPbIE MOTYT MOBMMUSATL HA NPOAYKLMIO.

. AOKYMEHTALWMA
CreundukaLmmn Ha UCXOOHOE Chipbe

10. (7) NpounsBoanTeny NekapCcTBEHHbLIX PACTUTENbHbLIX NMpenapaToB AOMKHbI YOeaAnTbCs B TOM, YTO OHWU
NCMNOMb3yl0T TONMbKO TO NEKAPCTBEHHOE pacTUTENbHOE Cbipbe, KOTOpOe Mpou3BedeHO B COOTBETCTBUMU C
HacTtoswmmu [lMpasunamu (¢ ydetom Tabnuubl N 1 Hactosiwero lMpunoxeHns) U perucTpaumoHHbIM A0Che.
Heob6xoaMmo MMeTb McYepnbIBaoLLYH AOKYMEHTALMIO, KACatoLLYOCA OLEHKA MOCTaBLLUMKOB MCXOOHOMO CbIpbS
pacTUTENbHOro NPOUCXOXAEHWS, NPOBeAEHHON NMMBO caMMm NPou3BOAMTENEM FIeKapCTBEHHOrO PacTUTENbHOMO
npenapara, nMB0 MO ero MopyyYyeHUto WHbIMKW nuuamun. Pe3ynbTaTbl OLEHKM MOCTaBLUMKOB B OTHOLLEHMU
NeKapCTBEHHOrO PacTUTENbHOMO ChipbsA ABMASIOTCA OCHOBOMONAarawWuMyU ANA KayecTBa UCXOQHOTO  ChIpbS.
Mpoussogutens obpallaeT BHUMaHNWe Ha TO, YTO MOCTABLUMKN NEKapCTBEHHOr0 PacTUTENbHOMO Cbipbs UIU
npenapata paboTalT B COOTBETCTBUM C PyKOBOACTBOM MO MNpaBuinaM Hagnexallero BblpawiuBaHus u cbopa
WCXOAHOrO Chipbsl pacTuTenbHoro npoucxoxaerus (GACP).

11. (8) Onsa Toro 4tobbl COOTBETCTBOBATL TPEOOBAHUAM, YCTAHOBMNEHHBLIM NyHKTaMy 92 - 134 HaCTOALLMX
MpaBun, B cneumduKauum Ha nekapCcTBEHHOE pacTUTENbHOE Cbipb€ WNW JeKapCTBEHHble pacTUTenbHble
npenapaTbl HE06X0AMMO BKNOYATb:

Hay4yHOe Ha3BaHWe pacTeHuMs B COOTBETCTBMM C BuHapHoOW cuctemon (pod, BuAabl, noaBuabl v (Mnwm)
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pa3HOBWMAHOCTM, a Takxke aBTopa (Hanpumep, JIuHHen), Npu Heo6XOAMMOCTHY Takke crneayeT nNpeacTaBUTb UHYIO
nHdopmaumo (HanpMMmep, HazBaHMe copTa, XeMOTUMUYECKYI0 Pa3HOBUOHOCTb);

noapo6HbIe JaHHbIE O NMPOUCXOXAEHUN pacTeHust (B YaCTHOCTW, CTpaHa Uv PerMoH npouspacTtannst imbo
KyNbTUBMPOBAHWNS, BPEMS U CMocob 3aroTOBKM, BEPOSITHO MWCMONb30BaHHbIE MNeCcTMuMAbl, BO3MOXHOE
pagnoakTMBHOE 3arpsisHeHue);

cBeJeHus 0 TOM, Kakasi(ne) YacTb(1) pacteHus ncrnonb3yeTca(loTes);

nHdOopMaLmIo 0 cnocobe CyLLKW, eCnv UCTIONb3YHOT BbICYLLIEHHbIE PACTEeHWUS;

onvcaHue NeKapCTBEHHOrO PacTUTENBHONO Cbipbsi, @ TaKkKe AaHHble ero Makpo- M MUKPOCKOMMYECKOrO
nccregoBaHum;

AaHHble 0 HeOBXOAMMbIX UCMBITAHMAX Ha NOANMHHOCTB, BKIHOYas Mpu HeOoOXOAMMOCTU WCMbITaHUA Ha
MOAMWHHOCTE AONA WHIPEAMEHTOB C W3BECTHOW TepaneBTUYECKOW aKTUBHOCTbIO unn MapkepoB. Ecniu
nekapCcTBEHHOE pacTUTENbHOE Cbhipbe MOXHO hanbcuduuuposatb U (MNKM) NOAMEHUTb, TO HeobxoanMbl
cneundunyHble avddepeHumpyowme ucnoltaHus. na onpegeneHns NOANMHHOCTA B PacropsiXeHUN [OIDKeH
ObITb ayTEHTUYHBIN 0bpa3el AN CpaBHEHUS;

coAepXaHue BMnarm B JIEKapCTBEHHOM pacTMTENbHOM Chipbe, OnpedensemMoe B COOTBETCTBMM C
TpeboBaHusimn NocypgapcteeHHOM dhapmakonen Poccuiickon Pepepaumu;

METOAMKN KONMYECTBEHHOrO onpedeneHnss KOMMNOHEHTOB C WM3BECTHOW TepaneBTUYECKOW aKTMBHOCTbIO
unn, ecnyu HeobxoaAMMo, MapkepoB., a Takke MeToAbl, NPUrogHble ANs onpegeneHns BO3MOXHOM KOHTaMUHaL MK
nectTuumMaamv U npegensl NPUeMrIeMoCcTM B COOTBETCTBUM € TpeboBaHuaMu [focynapcTBeHHoW dhapmakoneun
Poccunckon ®degepaumn, wnu, npu  OTCYTCTBUM  hapMakonemHblx  TpeboBaHWA,  COOTBETCTBYHOLLMMA
BanvaMpOBaHHbIN MeToA, ecrin He 060CHOBAHO MHOE;

METOAMKN WCMbITAHUI MO OnpenerieHnio rpubkoBor M (MNKN) MUKPOOHOM KOHTaMUHAUUK, BKITHOYast
anaTtoKCuHbI, ApyrMe MUKOTOKCMHbI M WHBasWio napasutamu, a Takke [onycTuMble npegensl, ecrnu
HeobxoaMMmo;

METOAMKN WCMbITaHUA Ha HanuyMe TOKCUMYHBLIX MeTarnsnoB, a Takke Ha BO3MOXHble KOHTaMWUHAaHTbl U
npvMecH, ecnu Heobxoanmo;

METOAMKUN UCMbITAHUIM Ha HaNM4Yne MHOPOAHbLIX MaTepuarnos, eCnn HeobXxoaumo;

Apyrue Buabl KOHTPOSSI B COOTBETCTBMM C TpeboBaHusiMmn [TocygapcTBeHHOW dhapmakonen Poccuinckom
depepayun.

12. Illobas nposBegeHHasa obpaboTka ANA CHUXEHUS rPUBKOBOM U (MKM) MUKPOBHOM KOHTamMuHaumMn nubo
OPYrov MHBa3WKn A0MmKHa 0OpPMNATLCA AOKYyMeHTanbHo. Heob6xoamMmo nMeTb B pacnopskeHun cneumdumkaumm
N METOLMKN, KOTOPbIE AOIMKHBI BKMOYATb NoapobHble cBefeHNst 0 npouecce 06paboTkM U UCTbITAHMAX, a Takke
npegernbHble 3Ha4YeHNsi OCTaTOYHON KOHTaMUHaLUN.

TexHonorn4yeckme MHCTPYKLUM

13. (9) B TEXHONMOMMYECKMX WHCTPYKUMAX [OOSDKHbI ObiTb  ONMcCaHbl  pPas3fnu4yHble  onepauuu,
OCYLLECTBISAEMbIE C JIEKAPCTBEHHBbIM PACTUTENbHBIM ChIPbEM, TakMe Kak O4MCTKa, CyLUKa, WU3MenbYeHue u
npocenBaHue, a Takke JaHHblEe O NPOAOIHKUTENBHOCTU N TeMMnepaType CyLKU 1 MeTogax, MCMNomnb3yeMblX Ans
KOHTpOMs pa3mMepoB (hparMeHTOB KyCOYKOB 1MW YacTuL,.

14. (10) OomnxkHbl BbITb yTBEPXKOEHHbIE MHCTPYKUMM 1 3aMMCK, KOTOPbIE rapaHTUPYIOT, YTO Kaxdoe TapHoe
MECTO C feKapCTBEHHbIM pPacTUTENbHBLIM ChipbeM MPOBEPEHO C  Uenbilo  OBHapyxeHus  Kakon-nmbo
danbcugukaLmm, NnogMeHbl, HanMyusa NOCTOPOHHUX MaTepuarnos (TakMx Kak dparMeHTbl MeTanna unuM cTekna,
OCTaTKU XMBOTHBIX UIN NX 3KCKPEMEHTbI, KAMHW, NECOK) MO0 NPU3HAKOB THUEHMS.

15. (11) TexHonorMyeckMe WHCTPYKUMM [OOMKHbI COAepxaTb MeToAbl YAaneHUss MNOCTOPOHHUX
mMaTepuanoB W COOTBETCTBYKOLLME METOOUKM O4YucTkM u (Mnm) oTbopa wmartepuana pacTUTENbHOMO
NMPOUCXOXAEHWNS Nepes ero XpaHeHNeM B Ka4eCTBe pa3peLLeHHOro NekapCcTBEHHOro PpacTUTENBHOMO Chipbs UMK
nepen Ha4anom nponssBoacTBa.

16. (12) IHCTpyKUMmM NO NPOU3BOACTBY NEKapCTBEHHbIX pPacTUTENbHbIX MpenapaTtoB [OIMKHbI BKIYATb
noapobHble CBeEAEHMS O pacTBopuTENe, MPOAOIMKUTENBHOCTU U TEMMEPATYPE SKCTParMpoBaHusl, MHGOpMaLuuio
0 NBbIX CTAaAUAX KOHLEHTPUPOBAHMS 1 MCNOJb3yeMbIX Crocobax.

IV. KOHTPOJIb KAYHECTBA
OT60p Npob
17. (13) INocKkonbKy NekapCTBEHHOE pacTUTENbHOE Cbipbe MO CBOEN NpUpoae HEOAHOPOAHO, OTOGop Npob

N3 HEro JOMKeH OCYLLEeCTBNATbL NepcoHarn, obnaaatoLmnii cneumanbHbIMU HaBblikamu. Kaxayio cepuio cneayet
NOEHTUDULMPOBATL MO AOKYMEHTaLUN Ha 3Ty Cepuio.
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18. (14) HeobxoamMmo coxpaHaTb KOHTPOSbHble 00pasupbl NEKapCTBEHHONO PacTUTENBHOMO Cbipbs. [Mpu
NpOM3BOACTBE MOPOLLKOB HEOOXOAMMO COXpaHsiTb 0Opa3sLibl HEM3MENBbYEHHOTO JIEKAPCTBEHHOIO PacTUTENBHOMO
CbIpbSi.

19. (15) NepcoHan, NPoBOASALMNN KOHTPOSb Ka4yecTBa, JOIDKEH MMETb CneunanbHyo NoaroToBKY M OMbIT
paboTbl C NEKAPCTBEHHbIM PaCTUTENIbHLIM CbipbeM, MPOMEXYTOYHBbIMM MPOAYKTAMU UMW  NIEKapCTBEHHBIMMU
pacTuTenbHbIMKM NpenapataMmyv Ang MpoBeAEeHUs UCMbITaHUA Ha MNOAMMHHOCTL W Hanuuue npumecen,
BbISIBIIEHNS] B MOJSlyYEHHOM Cblpbe pocTa rpuboB, 3apaxeHust ambapHbIMM BpeauTensiMv, BbISIBNEHUS
HEOHOPOAHOCTU CbIPbSI.

20. (16) NoAnMHHOCTE U Ka4eCTBO fIeKAapPCTBEHHOIO PacTUTENBHOIO ChIPbs, MPOMEXYTOYHBIX MPOAYKTOB U
NeKapCTBEHHbIX pacTUTENbHbIX NpenapaTtoB HeobxoAMmo onpedensaTb B COOTBETCTBMM C  TpeboBaHusMM
ocypnapctBeHHon hapmakonen Poccuiickon depepaunm, HOPMaTtUBHOW AOKYMEHTAUMU WM HOPMATMBHOIO
OOKyMeHTa.

Mpunoxexune N 8
k MNpaBunam Hagnexatlen
NPOM3BOACTBEHHOIN MPAKTUKU

OTBOP NPOB NCXOOHOIO CbIPbA N YIMAKOBOYHbLIX MATEPVAIIOB
I. IPUHLIAM

1. OT60p Npob ABNSAETCA BaXXHOW onepaumeit, Npu KOTopow oTbmpaeTcs ToNbKo HebonbLIasa YacTb cepum.
[locToBepHbIe 3aKkMiloyYeHUss MO OTHOLUEHMI0 KO BCEW Cepuum He MOryT OCHOBbIBATbCA Ha MCNbITaHUSX,
npoBeAeHHbIX Ha HenpeacTaBuTenbHbIX Npobax. MNpasunbHbI 0T60P NPo6 ABNAETCA HEOTLEMNEMON YacTbio
hapmaLeBTMYeckon cuctemol kadecTtsa. [MpaBuna otbopa npob ycTaHoBMneHbl nyHkTamu 214 - 217 HacToAWwmX
Mpaeun. Hactoswee MNpunoxeHne coaepXunt AoNoNHUTENbHbLIE TpeboBaHWs No 0T6opy NPod NCXOOHOrO Chipbs
N yNakoBOYHbIX MaTepuanos.

II. NEPCOHAN

2. (1) MNepcoHan, npoBogdAwmn 0TOOP NPO6, OMKEH NPOWTU HavanbHoe ObyyeHMe u B nocnegyloLliem
perynsipHo o6y4aTbCs AMCLUMUMITUHAM, MMEIOLLMM OTHOLLEHNE K MnpaBunbHOMYy oT6opy npob. Takoe obyueHue
OOMKHO BKITIOYaTb pacCMOTPEHME CriedyroLLmMX BOMPOCOB:

nopsiaok oTbopa npoo;

yTBEPXOEHHbIE NPOV3BOANTENEM MHCTPYKLMM NO OTOOPY Npob;

meTozbl  obopygoBaHMe, UCMonb3yemMble Npu oToope Npob;

PUCK NEpEKPEeCTHON KOHTaMUHaLUWK;

Mepbl NPeAOCTOPOXHOCTW, KOTOpble HeOOXOAMMO MPWHUMATb B OTHOLUEHWM HecTabunbHbiX W (Mnu)
CTEPUIbHbIX BELLECTB;

BaXXHOCTb MPUHATUS BO BHMMaHWe pe3ynbTaTOB BM3yarbHOW OLIEHKW BHELUHEro BMAa MaTepuarnos,
YMaKOBOK M 9TUKETOK;

Ba)XXHOCTb JOKYMEHTarnbHOro oopmMieHms nobbix HenpeaBUAEHHbIX UM HEOObIYHBIX OBCTOATENBLCTB.

[ll. NCXOOHOE CbIPbE

3. (2) MNMopnMHHOCTL BCEN CEPUN UCXOAHOTO Chipbsi, Kak MpaBuio, MOXeT ObiTb rapaHTUpoBaHa TOJSbKO
Torga, Korga otAaenbHble Npodbl ObinNM O0TOOpPaHbl M3 BCEX EMKOCTEW M UCMbITAHWE Ha WOEHTUYHOCTb Obino
npoBefeHo Ans Kaxaon npobbl. [JonyckaeTcs oTbmpaTtb Npobbl TONMBKO M3 YacTu EMKOCTEN, ecnn pa3paboTaHa
npolleglias Banvgaumio npouenypa, rapaHTupyoLlasi, YTo HA OAHa €MKOCTb C UCXOOHbIM ChipbeM He Obina
HenpaBubHO MapKMpoBaHa.

4. (3) Mpw Takow BanugaumMm HeOOXOAMMO YUNTLIBATbL, NO KpakHen Mepe, criefyroLmMe acnekTbl:

OaHHblE O Mpou3BOAWTENE W MOCTaBLUMKE (UX TUM U TEKyllee COCTOSIHME), a Takke WX MOHWMaHue
TpeboBaHu HacToswwmx MNpaBur;

Hanu4umne cnucTembl obecneyeHnsa kKauecTBa y NPOU3BOANTENST MCXOOHOIO Chipbs;

YCIOBWS NPOU3BOACTBA, NPU KOTOPbIX UCXOAHOE Chipbe MPOM3BOAAT U KOHTPOMMPYIOT;
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XapakTep 1 CBOMCTBA MCXOAHOTO ChlPbs U NEKapCTBEHHbIX NpenapaTos, 4518 NPOon3BoACTBa KOTOPbIX OHO
OyaeT Mcnonb3oBaThCH.

5. MNpu Takon cucteme npouedypa, npowelias Banugaumio u ocsoboxgawwas OT MpoBedeHNs
NCMbITaHWIN NOANIMHHOCTN NCXOAHOIO ChIPbs B KaXA0M NOCTyNatoLLen eMKOCTU, MOXeT BbiTb npuemnema ans:

WUCXOQHOrO ChbIpbs, MOCTYMaKLWero OT OAHOMO0 NPOM3BOAUTENA MIM C OA4HOW NPOM3BOACTBEHHON
nnowagku;

WCXOAHOrO ChbIpbs, MOCTYNAaLWeEro HenocpeacTBEHHO OT MPOM3BOAMTENS UMM B €MKOCTU, onevyaTaHHOM
npounsBoguTenem, NpuyemM 3ToT NOCTaBLUMK MMeeT Be3ynpeyHyio penyTauuio, U ecrim NpoBOASATCA perynsipHble
ayaouTbl cuctembl obecneyeHuss Kayectsa MPOM3BOAMTENS MoKynatenem (MPOW3BOAMTENEM NeKapCTBEHHOro
npenapara) unv oduumanbHO akkpeaMTOBaHHLIM OPraHoOM.

6. Takaa npouenypa He MOXeT YAOBNETBOPUTENLHO NPONTY Banugaumio U NCNonbL30BaTbC AMs:

WUCXOAHOrO Cbipbs, MOCTaBNAEMOro nocpeaHukamun, Koraa npous3BoauTenb HEU3BEeCTEeH WNu  He
noasepraeTcs ayauty;

WCXOQHOTO CbIpbsi, UCMOMb3yeMOro Afis NPOM3BOACTBA NapeHTepanbHbIX fIeKapCTBEHHbIX NpenapaTos.

7. (4) KayecTBO Cepvm UCXOAHOTO Chipbsi MOXET OblTb OLleHeHO npu oT6ope M MpoBeAEeHUN MUCMbITaHWUs
npeacrasuTensHON Npobbl. [ina aTon ueny MoryT 6biTb MCNonb3oBaHbl NpPobbl, O0ToBpaHHbIe AN UCMbITaHWUN
noanvHHoctTn. Konuyectso npob, oTobpaHHbIX Ans MonyyYeHus npeacraBuTeNnbHOW npobbl, OOMKHO ObITb
onpeaerneHo cTaTUCTUYECKU M ykasaHo B nnaHe otbopa npob. KonnyectBo oTaenbHbIX nNpob, KoTopble MOryT
ObITb CMeLlaHbl AN hOpMUPOBaHNA cpefHel Npobbl, Takke AOMKHO OblTh ONpeaeneHo ¢ y4eToM Buaa Cbipbs,
CBe[leHWIn 0 NocTaBLUMKe U OQHOPOAHOCTU CpeaHel Npobbl.

IV. YNAKOBOYHbLIE MATEPWAIbI

8. (5) B nnaHe no otbopy npob ynakoBOYHbIX MaTepuanoB OOMKHO ObITb y4YTEHO, MO KpanHen Mmepe,
criefyioLlee: nonyyeHHoe KonuyecTBo, Tpebyemoe KayecTBO, XapakTtep MaTepuana (Hanpumep, nepBUYHbIE
ynakoBOYHble MaTtepuanbl U (M) neyaTHble YNakoBOYHble MaTtepuanbl), MeTodbl NMPOW3BOACTBA, @ TakkKe
cBefeHns O cucteMe obecrnedyeHWs kavecTBa NPOM3BOAWUTENS YMAKOBOYHBLIX MaTepuanioB, OCHOBaHHble Ha
pesynbTatax nposefeHus ayantos. Konnyectso oTbupaembix Npob AOMKHO BObiTb OonpeaeneHo CTaTUCTUYeCKu
N yKasaHo B nnaHe no otb6opy npob.

Mpunoxexne N 9
k MpaBunam Hagnexatien
NPON3BOACTBEHHOW NPAKTUKM

MPOW3BOACTBO XMOKOCTEW, KPEMOB /1 MA3EMN
I. IPUHLIAM

1. XngkocTn, kpemMbl U Masu 0coBeHHO NoABepXeHbl MUKPOOHOW M MHOW KOHTaMuHauuu. [loaTomy
Heo6XxoAMMO NPVHMMATDL crelyarbHble Mepbl Mo NpeaynpexXaeHuto NioGol KOHTaMUHaLWK.

II. NTOMEWEHWA N OBOPYOOBAHWE

2. (1) Onsa 3awmnThl OT KOHTaMUHALUKM NPU NPOM3BOACTBE U MEepemMeLLeHUn MPOoAYKUMM pEeKoMeHOyeTCs
MCMonNb30BaTh 3aKpbiTble CUCTEMbI. [TPON3BOACTBEHHbIE 30HbI, B KOTOPbIX HAXOAUTCSA OTKPbITas NPOAYKUUSA WK
OTKPbITblE YWCTble YMNaKoBKW, Kak NpaBwuio, Heobxoaumo 3MEKTUBHO BEHTMNUPOBaTb OT(MNbTPOBAHHbLIM
BO34YXOM.

3. (2) KoHcTpykuusi n pacnosnioXeHne peakTopoB, €MKOCTeNn, TpybompoBOOOB WM HACOCOB OOSMKHbI
npegycmartpuBatb yaobCTBO MX OYUCTKU W, Npu HeobxoammocTu, caHuTapHon obpabotkn. B 4vacTHocTh, B
KOHCTPYKUMM 060pyaoBaHUS LOIMKHO OblTb CBEAEHO K MUHUMYMY Hanuyne HeQoCTYMHbIX 30H WM y4acTKoB, B
KOTOpPbIX MOFyT CKannuBaTbCA OCTaTKM NPOAYKLMKN, CO3aaBas cpeay AN pa3MHOXEHUS1 MUKPOOPraHN3MOB.

4. (3) Npn HanNM4MM BO3MOXHOCTM He credyeT UCNoMb30BaThb annapaTypy M3 cTekna. Kak npasuno, yactu
obopyaoBaHWA, KOHTAKTUpYHOLWME C NPOAYKUMEN, AOSMKHbI ObiTb M3rOTOBMNEHbI M3 BbICOKOKa4YeCTBEHHON
HepXXaBeloLen ctanu.
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. MPOMN3BOLACTBO

5. (4) Heobxoanmo yCcTaHOBWUTb M KOHTPONMMPOBaTb Ka4yecTBO WCMOMb3yeMoW BOAbl B OTHOLUEHMU
XUMWYECKON W  MUKPOOMONOrMyeckom u4muctotbl. Bo wmsbexaHne pucka pasMHOXEHUS MUKPOOPraHW3mMoB
obcnyxmBaHne cuctem NoAroToBKU BOAbI AOIMKHO BbITh OpraHM3oBaHo Haanexawmm obpasom. lMocne nroGon
XUMUYECKON CaHUTapHon 06paboTkM cMcTeM NOAroTOBKU BOAblI UX HEOOXOAMMO NPOMbIBaTb B COOTBETCTBUM C
npouenypown, npolleawen sanuaaumio, Kotopasi rapaHTUpyeT nonHoe yaaneHve AesvHuumMpyowmnx CpeacTs.

6. (5) KayectBo cbipbsi, Nony4aemoro B eMKOCTAX Oomnblioro o6bema, LOIDKHO MPOBEpPATbCA A0 UX
nepemMeLLEeHNs B EMKOCTU AN XpaHeHus.

7. (6) Heobxogumo KOHTpoOnMpoBaThb nepedadvy cbipbs No TpybonpoBogam, 4TOObl rapaHTUpOBaTb MX
NOCTYNMEHNe B HyXKHOE MeCTO.

8. (7) B nomelleHusax, roe COOAEPXKUTCSA OTKPbITas MPOAYKUMS WM OTKPbITbIE YUCTble YMaKOBKW, He
JonyckaeTcs HaxoxaeHne maTepmnarnos, OT KOTOPbIX BO3MOXHO OTAENEHNE BONOKOH U APYrMX KOHTaMWHAHTOB
(HanpvMep, KapTOH UNKN AepPEeBSIHHbIE NOAAOHbI).

9. (8) Bo Bpemsi hacoBkm HeobxoamMmo obecneynTb COXpaHeHWe OAHOPOAHOCTU CMECEW, CYCMeH3un u
WHbIX HepactacoBaHHbIX NPOAYKTOB. lNpoLecchl cmelwmBaHus 1 acoBKN AOMKHbI NponTy Banvaaumo. Ocoboe
BHMMaHWe Heobxoanmo yaensaTb obecneyeHno 0gHOPOOHOCTM CMECH B Havane, nocrie OCTaHOBOK U B KOHUE
npouecca HanosHeHWs!.

10. (9) Ecnu roToBbIi NPOAYKT ynakoBbiBaeTCA He cpa3y, HeobxooMMO YCTaHOBUTb MakCUMarnbHO
JOMycTMMOe BPEMS 4O €ro yNakoBKM, a Takke COOTBETCTBYIOLLME YCMOBUSI XpaHEHUS], KOTOPbIE crieayeT CTPOro
cobntopaTh.

Mpunoxenne N 10
K MpaBunam Hagnexawemn
NPOM3BOACTBEHHOW NPAKTUKM

NnPON3BOACTBO
AO3NPOBAHHBLIX ASPO30JIbHbLIX JIEKAPCTBEHHbIX MPEMNAPATOB
noa AABNEHMEM ONA MHFANALINA

I. IPUHLIAM

1. TMpon3BOACTBO a3pO30SibHbIX JeKapCTBEHHbIX MpenapaToB Mod AaBfieHMeM C  O03VpYoLWyUMU
KrnanaHamu, npegHasHavyeHHbIX Ans UHransuuii, TpebyeT ocoboro BHUMaHUS U3-3a crieumdguryeckoro xapakrepa
3TOW rekapcTBeHHOW (opmbl. OHO [OOMKHO OCYLLECTBNATLCA B YCIOBUSIX, CBOASAWMX K  MUHUMYMY
KOHTaMMHaUMIO MUKpoopraHuaMamu u yactuuamu. OyeHb BaXKHO Takke oOecrneunTb KavyecTBO Aetarnen
KnanaHa, a B criyyae CycrneHsuii - UX OAHOPOAHOCTb.

Il. OBIWME TPEBOBAHUA

2. (1) Kak npaBuno, ucnomnb3yloTcs ABa MeToga Npou3BoACTBa U HAMOJTHEHUS:

a) (a) cuctema OBYXCTaAMMHOIO HamofiHEHUs (HaMonHeHue nog AaBrneHuem): apmaueBTU4eckas
cybcTaHuusa cycneHampyeTcs B NponenneHTe ¢ BbICOKOW TeMNepaTypon KUMeHus, A03y CYCneH3un nogatT B
KOHTEVHep, BCTaBMAOT M OOXMMAOT KranaH WM 4Yepe3 LUTOK KranaHa BBOAST MPOMENNEHT C  HU3KON
TemMnepaTypo KUMeHUs ANs MOSfyYeHusi TOTOBOrO fEKapCTBEHHOrO Mnpenaparta, npu 3TOM  noagepkvearoT
JOCTaToO4YHO HU3KYI0 TeMNepaTypy CycrneH3nm dhapMaLeBTUHECKON CyOCTaHUMM B NPOMENIEHTE AN CHKEHUS
noTepb 3a CYET NCMAPEHMS;

©0) (b) NnpoLiecc ogHOKPaTHOrO HarnofHEHUS (XONOAHOE HamnoSIHEHME): hapMaLeBTMYECKYIO CyOCTaHUMIO
CyCrneHaupyoT B CMeCK NPONenieHToB U coaepXaT CyCcrneH3uto noa AaBneHneM Unm npyu HU3KoM Temneparype,
nnMbo ooHOBPEMEHHO MOA AaBNEHMEM U NPU HU3KOW TeMnepaTtype, 3aTtemM MNPOBOAUTCS HaMOSTHEHME YNaKOBKM
CcycneHsunen B OOUH Npuem.

1. NTOMELLEHNA N OBOPYOOBAHUE

3. (2) NMpons3BoaCTBO 1 HAMOMHEHUE MPU HaNMM4YUU BO3MOXHOCTU HEODXOOAMMO NPOBOAWTL B 3aKPbITbIX
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cuctemax.

4. (3) 3oHa, B KOTOPOW MPOOYKUWUS WM YUCTbIE KOMMOHEHTbI COAEPXaTCsl OTKPbITbIMW, [OIDKHA
CcHabXxaTbCs OTUNBTPOBAHHLIM BO34YXOM M COOTBETCTBOBaTb TpeboBaHMAM K NMPOU3BOACTBEHHOW cpede, No
KpanHen mepe, knacca D. Bxoantb B 30HY criegyeT Yyepes BO3ayLUHbIE LUSO3bI.

IV. MTPOU3BOACTBO N KOHTPOJIb KAHECTBA

5. (4) [osvpywowme knanaHbel AN aspo3ofien dABnsTcs Oornee CrOXHbIMM MO CPaBHEHUIO C
BGONBbLUMHCTBOM YCTPOWCTB, NCMOMNb3yeMbIX B (hapMaLeBTUYECKON NPOMBILLNIEHHOCTU. OTO OOJPKHO ObITh YYTEHO
B cneumdmkaumusax Ha HUX, a Takke npu otbope npob u ucnbitaHusx. Ocoboe 3Ha4YeHWe MmeeT MNpoBeaeHune
ayanta hapMaLeBTUYECKON CUCTEMbI KA4YeCTBa Y NPON3BOAMTENS JO3UPYHOLLMX KarnaHoB.

6. (5) Bce xwugkoctm (B TOM 4MUCNE XUAOKME WNN CKWXEHHble Mo [AaBreHneMm rasoobpasHble
NpONenneHTbl) JOSMKHBI ObITb NPOUNBLTPOBaHbI ANA yOaneHus YacTul, pasmep KoTopbix Gonbwe 0,2 MKM.
Tam, rae 310 BO3MOXHO, PEKOMEHAYETCS NPOBeAeHNe OOMNOMHUTENBHON (bunbTpauumn HENOCPEACTBEHHO Nepes
HanosIHEHVEM.

7. (6) KoHTenHepbl 1 KnanaHbl HEOOXoANMMO ouMLaTh COrfacHO BanvAMpPOBAHHOM npouenype, Kotopas
COOTBETCTBYET Ha3HAYEHMIO NEKAPCTBEHHOIO Npenapara n obecneynBaeT OTCyTCTBME NIOOON KOHTaMMHaLMM,
TaKoW Kak KOHTaMMHaLMa TEXHONOrMYeCKMMN BCOMOraTernbHbIMY MaTepranamm (Hanpumep, CMasodHbIMU) Unu
MUKpPOOHasi KOHTaMUHaUMs. ocne o4YMCTKM KranaHbl AOSMKHbI XPaHUTLCS B YMCTbIX 3aKPbITbIX EMKOCTSAX, Takke
OOMKHblI OblTb MPUHATBI  Mepbl  MPEeJOCTOPOXHOCTW, NpedoTBpallallmne KOHTaMUHaUMio BO  Bpewms
nocneayoLwmx onepauun, HanpumMep, npu otéope Npob. YNakoBKM AOMKHbI MOCTYNaTb Ha JIMHUIO HANOMHEHNS B
YNCTOM BUAE WITM OYMLLIATLCH Ha NUHMN HEMOCPEACTBEHHO Nepes HanoNTHEHNEM.

8. (7) Heobxoanmo obecneunTb 0QHOPOOHOCTL CYCMEH3MM B TOYKE HANonHeHns B xo4e BCero npouecca
HanoMnHeHus.

9. (8) MNpu ucnonb3oBaHUN MeToAA ABYXCTAAUNHOIO HaNofHEHUS AN JOCTMKEHUS NPaBUITbHOrO cocTaBa
Heobxo4MMo 06ecneunTb TOYHYIO Maccy BBOOUMbIX BELLECTB Ha 00eunx ctagusax. NMosTomy BO MHOMMX cry4yasx
uenecoobpaseH 100%-HbI KOHTPOJSIb MaCChl HA KaXXOow cTaguu.

10. (9) KoHTponb nocne HanosHeHUs OOIMKEH NOATBEPAUTL OTCYTCTBME yTeudek. [1poBepKky Ha Hanuuve
yTeuek criefyet NpoBOANTL Tak, YTOObI HE JONYCTUTb MUKPOOHOM KOHTaMUHALUMK UM OCTaTOYHOWM Briaru.

Mpunoxexne N 11
k MpaBunam Hagnexatien
NPON3BOACTBEHHOW NPAKTUKM

KOMMbIOTEPN3MPOBAHHBLIE CUCTEMBbI
I. IPUHLIAM

1. Hactosiwee T[lpunoxeHne npuMeEHSIETCS KO BCEM Tunam KOMMbIOTEPU3NPOBAHHLIX CUCTEM,
NCrnonb3yeMblX B paMKax AeATenbHOCTH, perynupyemon TpeboBaHmsaMy HacTosawmx MNpasun.

2. KomnbiloTepusnpoBaHHas cucTema npeacrasnsetr cobon Habop nporpaMMHbIX M annapaTHbIX
KOMMOHEHTOB, KOTOPbIE COBMECTHO BbINOMHAT onpeAeneHHble yHKLUN.

3. MpumeHeHne KOMMbIOTEPU3NPOBAHHOM cuUcTeMbl OOJDKHO ObITb BannanpoBaHo,
NMHOPMALIMOHHO-TEXHOMOrMYeckas UHpaCcTpyKTypa AormkHa NPONTHN KBanudukauuio.

4. Ecnu KoMNbIOTEPU3NPOBAHHAsA CUCTEMA 3aMEHSET PYYHOE yrpaBreHue, 3T0 He AOIMKHO MPUBOAUTL K
CHWXEHWI0 KavecTBa NPOAYKUMM, TEXHONOIMYECKOro KOHTpomns unu obecneveHus kadvectBa. Obwme pucku
npouecca He AOSMKHbI Bo3pacTaTb.

II. OBLUIME TPEBEOBAHWA
YnpasneHue puckamm (1)
5. YnpaBneHve pyckamv AOMKHO MPUMEHATLCH B TEYEHUE KU3HEHHOrO LMKNa KOMMNbIOTEPU3MPOBAHHON

cuCTeMbI B Liensax obecrnedyeHns 6e30MacHOCTU NauUMeHTOB, LIeNMOCTHOCTWM AaHHbIX W KayecTBa npodykuun. B
pamKax CUCTeMbl ynpaBreHUs puckaMu pelleHus No oGbemy BanuOauMOHHBIX WUCMbITAHWA UM MPOBEeOEeHUIo
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KOHTpOﬂeVI LeNTOCTHOCTM AaHHbIX AOMKHbI OCHOBbIBATbCA HA 0OOCHOBAHHOW 1 LOOKYMEHTallbHO OCbOpMJ'IeHHOVI
OuUeHKe pnckoB KOMHblOTepVI3V|pOBaHHOI7I CUCTEMBbI.

MepcoHan (2)

6. Heobxogumo nogaepXxueatb TeCHOe COTpygHWM4YeCTBO MeXay BCeM 3Ha4dMMbiM NepcoHallom,
BOBMNEYEHHbLIM B JaHHbIN npouecc, TakmMm Kak Bragenel npouecca, Bragenel CUuctembl, YNOJIHOMOYEHHbIE
nmua n TEXHUYECKUI nepcoHar. Becb nepcoHan AOOoJnKeH UMeTb H606X0ﬂ,l/|Mle KBaJ'IVI(bI/IKaLI,VIIO, YpOBEHb
AocTyna 1 onpeaenexHHble NoJIHOMOYnA And BbINMOJIHEHUA BO3JTOXKEHHbIX HA HEro 00s1I3aHHOCTEN.

MocTaBwumkn n nposangepsbl ycnyr (3)

7. (3.1) B cnyyae ecnu onsi NoCTaBkW, YCTAHOBKWU, HACTPOWKM, 3aaHUA KOHUIypauumn, UHTErpupoBaHus,
Banvpauum, TexXHu4eckoro obcnyxuBaHusa (B TOM 4ucrie 4vepes yAaareHHbld [ocTyn), moaudukaumm wnm
noaaep>KaHnsa KOMMNbOTEPMU3MPOBAHHBLIX CUCTEM, OKa3aHUS! CBSAA3AHHbIX C HUMM YCIyr MM 00paboTKu OaHHbIX
npuBneKarTCca TPETbU Nuua (B YaCTHOCTW, MOCTaBLUMKK, MPOBanAepbl ycryr), TO Mexay Mpou3BOAUTENEM W
yKa3aHHbIMW TPETbUMM NMLL@MK 3aKITHYaTCA AOrOBOPbLI. TakMMm JOroBopamMu peKoMeHayeTcs yCTaHaBnmBaTb
OTBETCTBEHHOCTb TPETbLUX NUL, 3a Haanexatlee UCNonHeHne CBonx 06sa3aHHOCTEN.

8. (3.2) KOoMNeTeHTHOCTb M HafEXHOCTb MOCTABLUMKOB SABMSKOTCA KIHOYEBLIMU  YCroBMAMU Bblbopa
nocTasLLMKa NPOrpaMmMHOro Npoaykra unm ycnyr. HeobxoanmocTb OLIEHKM NOCTaBLUMKa AOMKHA ObITb OCHOBaHa
Ha OLIEHKE PUCKOB.

9. (3.3) JokymeHTauus, npunaraemass K KOMMEPYECKN BbIMyCKaeMbliM FOTOBbIM [fsi  UCMOJIb30BaHUSA
NporpaMMHbIM NPOAYKTaM, AOIMKHA ObITb pacCMOTPEHa YNOSIHOMOYEHHbIMU paboTHMKaMXM NPOU3BOAUTENS Ha
npeameT COOTBETCTBUSA TpeboBaHUAM NponsBoauTens.

10. (3.4) NHbopmaumsi o cucteme kadyecTBa M OLEHKaX NOCTAaBLLMKOB UINN pa3paboTynkoB NPOrpaMMHOro
obecrneyeHnsi M YCTAHOBMEHHbLIX KOMMbIOTEPU3NPOBAHHBLIX CUCTEM [JofkHa OblTb  AocTymHa  Ans
npeaocTaBrieHns NMLaM, OCYLLLECTBISOLWMUM NPOBEPKY, No Ux TpeboBaHuio.

. CTAONA NMPOEKTA
Banupauus (4)

11. (4.1) BanupaunoHHas OOKyMEHTauus M OTYeTbl AOKHbl OXBaTbiBaTb COOTBETCTBYKOLLME CTaguu
XM3HEHHOTO LMKINa KOMMNbITEPU3NPOBaHHOM cnctemsl. MNMponssoantens gomkeH o60ocHOBaTb CBOM CTaHAapThl,
MPOTOKOSbI, KPUTEPUN NPUEMIIEMOCTU, NPoLEeaypbl U 3arnMcK Ha OCHOBE OLEHKN PUCKOB.

12. (4.2) BanngaumMoHHas OOKYMeHTauus [AOfkHa BKMOYaTb 3anucu KOHTPOMS W3MEHeHun (ecnu
NPUMEHUMO) 1 OTYETHI O NIOObLIX OTKNOHEHUSIX, BbISIBNIEHHbIX B X04€ NpoLecca Banvaauum.

13. (4.3) [HomkeH ObITb B HanmuMuMM TeKylWMA MepeyvyeHb (peecTp) BCEX  UCMOMb3yeMblX
KOMMbIOTEPU3MPOBAHHBIX CUCTEM C yKasaHMeM WX YHKLUMOHANbHOCTW, noanajawwen nog TpeboBaHUs
HacToswwmx NMpaswun.

14. [na KpUTUYECKMX KOMMBIOTEPU3NPOBAHHBIX CUCTEM OO/KHBI ObiTb B HanuuMu nogpobHoe Tekyliee
onvcaHne puan4ecknx 1 Norm4eckux B3aMMocBs3en, MOTOKOB AaHHbIX N MHTEpdENCOB C ApYrMMU cUcTeMamu
unu npoueccamu, Tpebyemble pecypcbl BCEro KOMNbOTEPHOro 060pyA0BaHNSs U NPOrpaMMHOro obecrneyeHus,
OOCTYyMHble Mepbl 6e30MacHOCTH.

15. (4.4) Cneundukaumm TpebOOBaHWA MONb30BATENSA [OOJDKHbI OMUCbIBaTb HeobxoauMble YHKUMK
KOMMbIOTEPU3MPOBAHHON CUCTEMbI HAa OCHOBE AOKYMEHTarbHO O(OPMITIEHHON OLIEHKM PUCKOB U BINSHUA C
TOYKM 3peHus cobnogeHus Hactoawwmx [Npasun. TpeboBaHMa nonb3oBaTensd AOIMKHbI NPOCMEXMBATbLCA Ha
NPOTSXKEHUN BCErO XUIHEHHOMO LIMKNA KOMMbIOTEPU3NPOBAHHON CUCTEMBI.

16. (4.5) [pousBogutenb  JOMKEH  MNPeanpuUHATL BCe  Mepbl,  rapaHTupylowue,  4To
KOMMbIOTEPU3MPOBAHHas cuctema pa3paboTaHa B COOTBETCTBUM C Haamnexalleh CUCTEMOW ynpaBfieHus
KayecTBOM. NocTaBLMK OOIMKEH ObITh OLIEHEH COOTBETCTBYIOLLMM 0OpasoMm.

17. (4.6) C uenbto BanMaLmm KOMNbOTEPU3NPOBAHHBIX CUCTEM, M3TOTOBMEHHbLIX MO WHAWBMAYANbHOMY
3aKkasy unu moanduUMpPOBaHHbIX B COOTBETCTBUM C TpeboBaHuaMM 3akasymka, Heobxoammo paspaboTatb

OOKYMEHTUPOBaHHYO npouenypy OLEHKHN KavyecTBa n aKcnnyaTaynOHHbIX XapakKTepucTtuk
KOMI'IbIOTepI/I3VIpOBaHHOl7I CUCTEMbI Ha BCeX 3Tanax ee XXM3HeHHOoro uukna c OCbOpM.I'IeHVIeM COOTBETCTBYHOLLMNX
OTYETOB.

18. (4.7) Heobxoanmo npefcTtaBuTb AoOKasaTenbCTBa COOTBETCTBMS METOAOB UM CXeM TeCTUpOBaHWA
KOMMbIOTEPU3NPOBAHHON CUCTEMBI. B YacTHOCTW, AOMKHBI BbiTb PaCCMOTPEHbI NpeAesbl NapaMmeTpoB CUCTEMbI
(npouecca), rpaHuubl gaHHbIX KM obpaboTka owwunbok. Heobxoammo [OKyMEHTanbHO OGOPMUTL OLEHKY
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COOTBETCTBUSI NPUMEHEHNS aBTOMATU3NPOBAaHHbLIX CPEACTB TECTUPOBAHUS N PEXMMOB MX paboThI.
19. (4.8) Ecnu paHHble nepeBogsaTca B Opyro dhopMaTt UnmM CUCTEMY AaHHbIX, Banvgauusa OOIDKHa
BKITOYaTb NPOBEPKY HEM3MEHHOCTU 3HAYEHUS 1 CMbICIa JAaHHbIX B NPOLECCe UX MUTpaLnn.

IV. CTAOUA SKCINYATALMNA
OanHble (5)

20. KomnbloTepU3NpOBaHHbIE CUCTEMbI, OCYLLECTBNSOLINE 3NEKTPOHHbI OOMEH OaHHbIX C ApYrMMu
cucTeMamu, [OMKHbl BKMOYATb COOTBETCTBYIOLME BCTPOEHHble CPEeACTBa KOHTPONS MNpaBUMbHOMO W
©e3onacHoro Beoga 1 06paboTkn JaHHbIX C LESbio MUHUMU3aLUUN PUCKOB.

KoHTponb To4HOCTY (6)

21. Ona KpUTUYECKMX [OaHHbIX, BBOAUMbIX BPY4YHYl, HeoBXoAMMO NpedycMOTpeTb AOMOSHUTENbHbIN
KOHTPOINb TOYHOCTM BBOAA AAHHbIX. OTOT KOHTPOSb MOXET OCYLLIECTBMSTbCA BTOPbIM OMepaTopoM Wimu ¢
MOMOLLLIO  BanUOMPOBAHHBLIX SMEKTPOHHbIX CPeacTB. KpUTMYHOCTL W MOTeHUManbHble MocrneacTeus
OLUINGOYHOrO UMK HEMPaBUMBHOIO BBOAA AaHHbIX B CUCTEMY AOSKHbI OXBaTblBaTbCHA CUCTEMOWN YMNpaBneHus
pucKamu.

XpaHeHue gaHHbIX (7)

22.(7.1) JaHHble gomKHbI ObiTh 3alMLLEHbl OT MOBPEXAEHUA KaK (PUNYECKUMU, TaK M SNEKTPOHHLIMU
Mepamn. CoxpaHeHHble JaHHble AOMKHbI MPOBEPATLCA Ha OOCTYMNHOCTb, YMTAEMOCTb M TOYHOCTb. [ocTyn K
AaHHbIM JomKkeH O6bITb 0becneyeH Ha NPOTSHKEHUM BCEro NEPUOAA UX XpaHEHWs.

23. (7.2) Heo6x0anMMo BbIMONHATE perynspHoe pes3epBHOE KOMMPOBaHWE BCEX HeoOXOoAUMbIX OaHHbIX.
CoXxpaHHOCTb M TOYHOCTb Pe3epBHbIX KOMWUIN, @ Takke BO3MOXHOCTb BOCCTAHOBMIEHUS OaHHbIX OOMKHbI ObiTb
npoBepeHbl B Npouecce BanuaaumMn 1 Nepuoanyeckn KOHTponupoBaTbCs.

Pacneuatku (8)

24. (8.1) Heob6x04MMO MMETb BO3MOXHOCTb MOJTyYEHUS! YETKUX NeYaTHbIX KOMUA OaHHbIX, XPaHSALLMXCA B
3MEeKTPOHHOM BMuae.

25. (8.2) Ons 3anucen, cONpoBOXAaOLLMX pa3peLleHne Ha BbIMyCK cepun, AOJPkHaA ObITb NpeaycMoTpeHa
BO3MOXHOCTb MOJSTyYEHUs1 pacrnevartok, yKasbliBatoLMX, M3MEHSNMUCb NN Kakme-nnbo AaHHble C MOMEHTa MX
nepBoHa4anbHOro BBOAA.

KoHTponbHble cneabl (9)

26. Ha ocHoBe OLieHKM p1CKoB HEO6XOAMMO yAennTb BHUMaHne BCTPavMBaHMIO B CUCTEMY BO3MOXHOCTM
CO3[aHusA 3anncen BCex CYLLECTBEHHbIX U3MEHEHU N yOaneHuin, CBA3aHHbIX C 06N1acTbio 4ENCTBUSA HACTOSLLNX
MpaBun (cuctema, cosgatowas "KOHTporbHble cnepl"). MNpUyYnHbl TakuX CBA3aHHBLIX C HacTosWwmMMK NMpaBunamm
N3MEHeHU UnNu yaaneHnin aHHbIX A0MKHbI ObITb 0QOPMeHbl JOKYMeHTanbHO. KOHTpomnbHble cneapl AOMKHbI
ObITb OOCTYMHbIMU, MMETb BO3MOXHOCTb WX Npeobpa3oBaHMA B MOHATHYIO AnA nofb3oBaTenen dopmy,
perynsipHoO NpoBepsATLCS.

YnpaBneHve nameHeHnsMm n koHdurypaumen (10)

27. JltoOble n3aMeHeHns B KOMI'IbPOTepI/IIBI/IpOBaHHOIZ cucrtemMe, BKro4asa KOchMrypau,mo CUCTEMBbI, OOJTXHbI
npoBOANTLCA TOJIbKO KOHTPOJIMPYEMbIM cnocobom B COOTBETCTBUN C yCTaHOBﬂeHHOVI FIpOLI,G,D,ypOVI.

Mepuopgmnyeckas oueHka (11)

28. KoMnboTEpU3MPOBaHHbIE CUCTEMbI AOMKHBI NEPUOANYECKN OLEHMBATLCA ANA MOATBEPXXAEHUS TOro,
YTO OHM OCTalOTCH B BaNUAMPOBaHHOM COCTOSIHUM U COOTBETCTBYIOT TpeGoBaHuaM Hactoswmx Mpaeun. Takue
OLIEHKN OOSKHbI BKMOYaTb, B Criyyae HeobGXoOMMOCTM, OLEHKY Tekylero auanasoHa (yHKUMOHAmbHbIX
BO3MOXXHOCTEI, 3anuceil OTKNoHeHui, cboes, Npobnem, UCTOpMU OGHOBMEHUW, OTYEeTHl 00 SKcrnyaTauuu,
HageXHOCTW, 3aLULLEHHOCTM U O BanuaaluuoHHOM cTaTyce.
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3awuTa (12)

29. (12.1) Onst obecneveHnst 4OCTYMNa K KOMMNbIOTEPU3NPOBAHHON CUCTEME TOJIbKO NULAMMK, MMEKLWMMU
Ha 9TO MpaBoO, HeO6XOOUMO WCMONb30BaTb U3MYECKME U (MNM) JOTUYECKME  3NEMEHTbl  KOHTPONS.
CooTBeTcTBYyHOLWME CNOCOOLI NPeaoTBpaLLEHMS HECAHKLMOHMPOBAHHOIO AOCTYNa K CUCTEME MOTYT BKMYaTh B
cebsi Mcnonb3oBaHWe KrYen, KapTodek OOCTyna, MNepcoHanbHbIX KOAOB C Maponsmu, OGuomMeTpuveckmx
OaHHbIX, OrpaHMYeHns 4OCTyNa K KOMMNbITEPHOMY 060PYAOBaHMIO U 30HAM XPaHEHUS AaHHbIX.

30. (12.2) CTeneHb 3aLLMTbl 3aBUCUT OT KPUTUYHOCTU KOMMbIOTEPU3MPOBAHHON CUCTEMBI.

31. (12.3) CosgaHune, N3MEHEHME N aHHYNMPOBAaHME NpaB 4OCTyNa AOJMPKHO OblTh 3aperncTpMpoBaHo.

32. (12.4) [omkHa ObiTb paspaboTaHa cucTema ynpaBfeHUs [OaHHbIMW W OOKYMEHTaMu  Ansi
noeHTnrkauum onepaTopos, OCYLLECTBIIAIOWNX BXOA, @ TaKkKe NS pernctpauumn n3MeHeHuns, NoaTBepXaeHns
UnNu yaaneHus OaHHbIX, BKIKOYas gaTty u Bpems.

Ynpaenenve nHumgeHtamm (13)

33. Bce UHUMAEHTbI (HenpeaBuaeHHbIE criyyan), BKIYas CUCTEMHblE cbou U OLWIMBKM AaHHbIX, OOIKHbI
ObITb 3anMcaHbl U oLeHeHbl. HeoGXoanMo YCTaHOBUTL OCHOBHYIO MPUYMHY KPUTUYECKUX COOEB M MCMOSb30BaThb
3Ty MH(OPMALMIO B KAYECTBE OCHOBbI KOPPEKTUPYIOLLUX U NPeaynpexaaoLLmx 4edCTBUNA.

OnekTpoHHas nognuck (14)

34. OneKTpoHHbIe 3anncy MOryT BbITb NOAMNMCAHbI B ANEKTPOHHOM BUAe. SNEKTPOHHbIE NOAMUCU LOIDKHBbI:
a) (a) B paMkax opraHusaumm MMeTb TaKOe e 3Ha4YeHne, Kak pPyKOMnMCHbIE NoANucHy;

©) (b) 6bITb HEPA3PbLIBHO CBA3AHHBIMU C COOTBETCTBYHOLLUMMW 3aNnCaMu;

B) (C) BKItoYaTb BPEMSs U AaTy, KOraa OHW ObIN NOCTaBMEHbI.

Bobinyck cepun (15)

35. Ecnu gng  peructpauuMm  npouedypbl  0gobpeHMs M BbiMyCka Cepuu  MCnonb3yeTcd
KOMMbIOTEPU3MPOBAHHAs CcUCTEMa, OHa [OSfbKHa MpefocTaBnATb AOCTyn ANs  BbiMycka Cepun  TOMbKO
YMOSTHOMOYEHHOMY NuLy, a Takke OOfKHa YeTKO MAEeHTUMUUMPOBaTL UM PErucTpupoBaTtb YNOrHOMOYEHHOE
nMuo, KoTopoe 04oBpPUIo 1 BbIMYCTUIO Cepuio. TN OEWCTBMA AOIKHbI OCYLLECTBAATLCA C UCMONb3OBaHWEM
3MEKTPOHHOW NOANUCH.

HenpepbiBHOCTE paboTsl (16)

36. C uenblo obBecneyeHnss paboTOCNOCOBHOCTU KOMMbIOTEPU3UPOBAHHBIX CUCTEM, COMPOBOXAALLIMX
KpUTUYECKNE MPOLIECChl, HeoBXoaMMO MPUHATL Mepbl NPEAOCTOPOXHOCTM AN rapaHTUM  HenpepbIBHOCTY
NoAAEPKKM 3TUX MPOLIECCOB B CNy4ae BbiXxoAa CUCTEMbI U3 CTPOS (HanpuMmep, C UCTONb30BaHUEM PYYHON MUK
anbTepHaTMBHOW cucTembl). Bpemsa, HeoBxoaumoe Ans BBedeHUS B AEWCTBME anbTepHaTUBHLIX CPEACTB,
JOMKHO Y4YUTbIBaTb PUCKM W  COOTBETCTBOBATb KOHKPETHOW  KOMMbIOTEPU3UPOBAHHOM  cucTeme U
conpoBoxaaemoMy pabouyemy npoueccy. T Mepbl OOMKHbI ObiTb Hagnexawum o6pa3om 0dOpMIEHbI
[OKYMEHTasbHO M MPOBEPEHbI.

ApxuunpoBaHue (17)

37. [aHHble MOryT apxuBMpoOBaTbCA. OTU [aHHbIE€ OOIMKHbI MPOBEPATLCA Ha OOCTYMHOCTb, YAOOCTBO
YTEHUS U LEenocTHOCTb. Ecnv B KOMMbIOTEPU3NPOBAHHOW cCUCTEME HEeOBXOAMMO MPOBECTU CYLLECTBEHHbIE
n3MeHeHust (Hanpumep, KOMMbIOTEPHOrO OOOPYAOBaHUSA UMM MnporpammHoro obecnedeHust), OormkHa ObITb
obecneyeHa u NpoBepeHa BO3MOXXHOCTb BOCCTAHOBMNEHUSA AaHHbIX.

V. TEPMWHbI 1 OMPEOENEHNA

38. [Ing uenen HacToswwero MpunoxeHus KpoMe TEPMUHOB W onpedeneHuin, npegycMoTpeHHbIX rnasomn
HacToAwwmx [Npasun, NCNONb3YTCA Takke cneayroLlme OCHOBHbIE NMOHATUSA:

BMNageneL npouecca - nMuo, OTBETCTBEHHOE 3a pabounii NpoLecc;

BnageneL cuctembl - MU0, OTBETCTBEHHOE 3a [OCTYNHOCTb M TexHWYeckoe obcnyxusaHue
KOMMbIOTEPU3NPOBAHHON CUCTEMbI U 6e30NacHOCTb AaHHbIX, HAXOOALMXCS B 3TON CUCTEME;

XWU3HEHHbIV LMK - BCE CTaauMM CyLLEeCTBOBaHUSA KOMMbIOTEPU3NPOBAHHOW CUCTEMbI OT HOPMUPOBaHUS
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nepBoHavanbHbIX TPeGOBaHUI [0 NpeKpalleHUs 3KcrryaTauuu, BKIoYas NpoeKkTUpoBaHue, onpeaeneHue
TEXHUYECKNX TpeBGoBaHWii, NporpaMMUpPOBaHne, TECTUPOBaHWE, YCTaHOBKY, paBoTy 1 06CnyXuBaHue;
MHPOPMaLIMOHHO-TEXHOSOIMYECKasa MHAPACTPYKTypa - KOMMbioTepHoe 060opyAoBaHWe W NporpammHoe
obecneyeHune, Takoe Kak ceTeBoe NporpamMmMHoe obecrneyeHre 1 onepaumoHHbIE CUCTEMBI, KOTOPbIe MO3BONAT
NPUMEHUTb X AN BbINOMHEHWU onpeaeneHHbIX YHKLWIA;
KOMMbIOTEPU3NPOBaHHAsA CUCTEMa, M3rOTOBMEHHaA MO WHAMBMAOYaNbHOMY 3akasy - WHAUBUAYyanbHO
CMNPOEKTMPOBaHHasa KOMMNbIOTEPU3MPOBaHHAsA cUcTeMa ansa obecneyeHns KOHKPETHOro paboyero npolecca;
NpuUnoXeHne - nporpamMMHoe obGecneyeHne, YCTaHOBIIEHHOE Ha onpeaeneHHoi nnatdopme unu
KOMMbOTepHOM 0GopyAoBaHUM U NpeaoCcTaBnsoLee cneumanbHble yHKLMOHamNbHbLIE BO3MOXHOCTY;
cepuiiHoe nporpammHoe obecneyeHMe - KOMMEpPYEckM [OCTynHoe mnporpaMMHoe obecneyeHue,
NPUrOAHOCTL KOTOPOro AMs UCMOMb30BaHMS NPOAeMOHCTPUpPOoBaHa GorbLINM KONMYECTBOM NoMb3oBaTeneil.

Mpunoxexne N 12
k MpaBunam Hagnexatuen
NPON3BOACTBEHHOW NPAKTUKM

NCMNONb30OBAHNE
NOHW3UPYIOLLEINO N3NTYYEHWA B NMPOM3BOOCTBE
JIEKAPCTBEHHbIX MPEMAPATOB

1. MpoussoauTenb NpPoayKUUK, AN KOTOPON MoHU3MpYollee obrnydyeHVe ABMSETCS COCTABHOM 4acTbio
TEXHOSOINMYeCcKoro mnpouecca, [OSKEeH Takke pPyKOBOACTBOBATbCS HOPMATMBHLIMW MPABOBLIMKA  aKkTamu
Poccuiickot  degepaunu, pernameHTUPYIOWMMKA  UCTIONb30BaHWE  MOHM3WPYIOLLEro  M3NyyYeHus  npu
MPOV3BOACTBE JIeKapCTBEHHbIX CPeACTB.

|. BBEOEHNE

2. VioHusmpytoLlee n3nydeHme MoXeT MCNOoNb30BaTbCA B MPOM3BOACTBEHHOM MpoLecce AN pasfnnyHbIX
uenew, BKIYasi CHUXKEHWE CTeNeHN BUOHArpy3ku n CTEPUIM3aLmio MCXOLHOTO Cbipbsi, KOMMOHEHTOB YMaKOBKU
Unu Npoaykumm, a Tarke obpaboTkm npenapaToB KPOBW.

3. Wcnonb3yetrca [OBa BuMAa WOHM3UPYIOLLETO W3NYYEHUs:: raMma-u3rniyyeHne oT pagnmoakTUBHOIO
WUCTOYHMKA U BbICOKOSHEpPreTuyeckoe 3neKTpoHHOEe uanyyeHune (GeTa-uanyyeHue), nonyyeHHoe C MOMOLLbIO
ycKopuTtensi.

4. MNpn ramma-m3ny4eHun mMoryT ObITb NCMOMb30BaHbl ABA PasfmyHbIX pexrMa 0bpaboTku:

a) (i) MOPUUOHHBIV PEeXUM: NPoaYKUMsSt pa3MmeLllaeTcsd B (PMKCUPOBAHHOM MOMOXEHUN BOKPYT UCTOYHMKA
N3MNy4YeHnNst 1 He MOXeT ObITb 3arpyxeHa 1nm BbIrpy>KeHa, noka OTKPbIT MCTOYHMK MOHU3NPYIOLLErO U3NYYEHUS;

©0) (ii) HeNpepbIBHLIN PEXNM: aBTOMATU3MPOBAHHAA CUCTEMA TPaHCMOPTUPYET NPOAYKLUMI0O B kKamepy And
06ny4YeHUs MMMO OTKPbITOrO UCTOYHMKA WOHWU3UPYIOLLIEro M3My4YyeHus, nepemMeLlaeT ee C COOTBETCTBYHOLLEN
CKOPOCTbLIO MO 3aaHHOMY MapLUpYyTYy, a 3aTeM BbIBOOUT N3 KaMepbl.

5. PagvauuoHHble YCTAHOBKM C  YCKOPUTENAMW SMEKTPOHOB: MPOAYKUMIO MepemeLlarnT 4vepes
HenpepbIBHbIN UM NYNbCUPYIOLWUIA  MYYOK 3SMIEKTPOHOB BbICOKOW 3Heprun (GeTa-usnyyeHue), pas3BepTKy
KOTOPOro npou3BogaT B 060Mx HanpaBneHnsax NepneHguKynsapHoO K nepeMeLLeHnio NpogyKumm.

II. OTBETCTBEHHOCTb

6. (1) PagmaunoHHyto 06paboTKy nekapCTBEHHbIX NpenapaToB MOXET MPOBOAUTb HENOCPeACTBEHHO ee
NPON3BOAMTENb MW NO JOFOBOPY C HAM OpraHu3aumsi, MMetoLlasi B PacropsikeHUN pagnaLMoHHYH0 YCTaHOBKY.
Mpw 3TOM KaXabl U3 HUX OOMMKEH WUMETb COOTBETCTBYHOLLYIO SMLEH3UI0 HA MPOU3BOACTBO JIEKAPCTBEHHbIX
CpeacTB.

7. (2) NpounsBoguTeNnb HECET OTBETCTBEHHOCTL 3a KayecTBO MPOAYKLUMKW, B TOM 4ucne 3a pesynbTaThbl
BO3OENCTBUSA MOHMU3MPYOLWero manyyveHus. OpraHusauusi, NnpoBoadllas pagvaumoHHyto o0paboTky, Hecet
OTBETCTBEHHOCTb 3a TO, YTOObI Kaxaasi yrnakoBka Monyuyuna [o3y, onpefeneHHylo npoussogutenem (B TOM
yucne camas yaaneHHas OT MCTOYHMKA U3NYYeHUs yNakoBKa ¢ NpoayKUuuen).

8. (3) Tpebyemasa po3a ¢ OOOCHOBaHHbIMW MpederibHbIMU  3HAYeHUsIMU  OOMkKHa ObiTb yKasaHa B
pPEerMcTpaumoHHOM A0Chbe Ha NekapCTBEHHbI Npenapar.

KoHcynbTaHTlINOC

www.consultant.ru CrpaHvua 131 n3 170
HafeXxHasa npaBoBan noaAepXXkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MNpukas MuHnpomTtopra Poccum ot 14.06.2013 N 916

(pea. ot 18.12.2015) [JoKyMeHT npepocTasneH KoHcynbranTaoC
"O6 yTBepXaeHUM MNpaBu HaaneXxallen Npon3BoACTBEHHON M... Aata coxparennsa: 29.01.2016
. AOBNMETPUNA

9. (4) JosumeTpus - 3TO U3MEPEHWE MOIMOLEHHONW A03bl MOHU3MPYIOLLEro WU3NyYeHUst C MOMOLLbHO
[o3nmeTpoB. oHMMaHMe NpUHUMNOB paboTbl M MNPaBUIIbHOE WCMNOMb30BaHWE TEXHUKA MMEKT BaXKHOE
3HadYeHue Ang Banuaalmum, BBOAa YCTAHOBKM B SKCMyaTaLmio 1 KOHTpONA npouecca.

10. (5) KannbpoBka kaxxgon napTnm pabounx [0O3MMETPOB [OIMKHA OblTb MPOCNEXMBAEMOW BMOTb OO
HaUMOHaNbHOrO UNU MeXAyHapo4HOro atanoHoB. Cpok OeWCcTBUS KannOpoBKM [OSMKEH ObiTb YCTAHOBIIEH,
060CHOBaH 1 CTPOro BblAepXKaH.

11. (6) ns onpeneneHnss M3MeHeHUs1 MOKa3aHWM LUTaTHbIX AO3MMETPOB nocne obnyyeHns M npu mx
KanvbpoBKe AOMKEH UCMOMb30BaTbCA OAMH U TOT ke npubop. lMpn ucnonb3oBaHWM pasHbIX NPUBOPOB OHM
OOIMKHbI 6bITb KanMBpoBaHbl B aBCOMOTHBLIX e4MHULAX NOrMOLLEHNS.

12. (7) B 3aBMCMMOCTM OT Tuna WCMOMb3YEMbIX [O03MMETPOB HEOOXOAMMO Y4MTbIBATb BO3MOXHbIE
WUCTOYHMKN MOrPELUHOCTEN, BKIMOYasi BMaXHOCTb, W3MEHEHWUS TeMnepaTtypbl, MNepuog BPEMEHUM MexXay
obnyyeHMem 1 n3aMepeHreM, a Takke MOLLHOCTb MOrTOLWEHHOW 403bl.

13. (8) AnuHy BOnHbLI Npnbopa, NCNofb3yeMoro Ans USMepeHns U3MEHEHNA B NOITOLLEHMN LO3UMETPOB,
1 Npnbop, NCNoNb3yeMbIN ANst UBMEPEHUSA TOMLLMHbI JO3UMETPOB, HEOOXOAMMO pErynspHO MpoBeEpPsSTb MyTeEM
KannbpoBku Yepe3 onpeeneHHble BpeMEHHble WMHTepBarbl, YCTAHOBMEHHbIE HAa OCHOBaHUMU CTabunbHOCTH,
HasHayeHusi n cnocoba NpMMeHeHns Npubopa.

IV. BAITMOALINA NMPOLIECCA

14. (9) Banvpgaums - 31O OencTBMe, AOKasbiBallee, YTO MPOLECC, TO €CTb MoflydeHue npoayKumnemn
3alaHHON MOrMOLWEHHOW [03bl, [OCTUraeT OXuaaemblix pesynbTaToB. Ecnn  npu  UCnonb3oBaHum
WNOHM3UPYIOLLETO U3IyYEHUST B MPOU3BOACTBE JIEKAPCTBEHHLIX CPeACTB HOPMAaTMBHLIMWM MPaBOBbLIMW akTamu
Poccuinckon ®egepauum ycTaHOBMEHbl OOMNOMHUTENbHbIE TpeboBaHMSA K Banugauuu, Takue TpeboBaHus
OOMKHbI cobnoaaTbes.

15. (10) Banvagaumsi gomkHa BKNtovaTb B ce0si coCTaBreHne KapTbl JO3HOro nosnsi, 4Ytobbl YCTAaHOBUTb
pacnpeeneHne nornoweHHON O03bl BHYTpU 06nyyaemoro KOHTEMHepa C MPOAYKUMEN npu onpeaeneHHomn
cxeme pasmelLeHus NpoayKLUn B HEM.

16. (11) TexHnyeckme TpeboBaHUSA K Mpoueccy obnydeHUs OOMKHbI BKMYaTb B cebs, B 4ACTHOCTMH,
cnepywulee:

a) (a) noapobHLIe cBeageHnss 00 ynakoBke NpoayKLUNN;

0) (b) cxemy(bl) yknagks npooykuuu BHYTPU KOHTerHepa pans obnyyenus. Ecnn B obrnyvyaemom
KOHTEMHEepe HaxogATCsa pasnnyHble BUAbI NPOAYKUUK, 0coboe BHMMaHWe HeobXoaumo yAensTb ToMy, 4ToObl
NNoTHast NPOAYKUMA Nony4vmna nNonHyo 403y U He 3KpaHMpoBana apyryo npoaykumio. Kaxabii cnocod yknagku
B KOHTEMHEP pasHbIX BUAOB NPOAYKLUN OOMMKEH ObITb onpeaeneH B COOTBETCTBYHOLLEN MpoLeAype M OOIDKEH
NpoNTV Banugauuio;

B) (C) cxemy pacrnonoXeHWsi KOHTEWHEPOB BOKPYr MCTOYHUKA (MOPUMOHHBIA PEXUM) WM  MaplipyT
06ny4aeMbix 0OBLEKTOB BHYTPY KaMepbl 41151 0651y4eHnst (HENPEpPbIBHLIN PEXNM);

r) (d) BepxHee M HWXHee NpedenbHO AOMYCTUMbIE 3HAYEHMSI MOrMOWEHHON [O03bl U3NyyYeHus Ans
NpoayKUnmM N COOTBETCTBYHOLLNE METOAbI AO3UMETPUM;

4) (e) BepxHee N HWXHee NpeaerbHble 3HAYEHWUs] MOrMOLLEHHOW A03bl M3NnydeHuss anst obrnyvaemoro
KOHTeVHepa 1 COOTBETCTBYIOLLME METOObI AO3UMETPUUN AS1S KOHTPOSSA 3TOM NOrMOLLEHHON A03bl;

e) (f) apyrme napameTpbl npouecca, BKHOYas MOLLHOCTb MOMMOLWEHHON [03bl, MakCMMarbHOe BpeMs
3KCMO3NLMM, YNCMO IKCMO3MLMIA, KONTMHECTBO LIMKIOB 06ny4eHus.

17. Ecnun obnyyeHne npoBoaAT No JOroBOpPY, TO B TAKOM JOrOBOpe PEKOMEHAYETCHA npeaycMoTpeTb, Mo
KpanHen mepe, noanyHkTel " un "g" nyHkta 16 Hactoswero [lpunoxeHus, onpegensiowme TexHUYeckue
TpeboBaHMsA K npoLeccy obny4veHus.

V. BBO[ YCTAHOBKW B SKCMINYATALNIO
Obwume TpeboBaHus

18. (12) BBoga B aKcnnyataumio - 3TO 3KCNEepUMEHTarnbHO MNOMyYeHHOe W AOKYMEeHTarnbHO odopMIieHHoe
[oKasaTenbCTBO TOrO, YTO pagvauMoHHas ycTaHoBKa Mpu paboTe B COOTBETCTBUM C  TEXHUYECKMMMU
TpeboBaHMAMKM K Mpoueccy MOCTOsHHO byaeT pabotaTb B 3apaHee yCTaHOBMeEHHbIX npedenax. CormacHo
HacTosieMy [MpunoxeHuio 3apaHee YCTaHOBMEHHble npedernbl - 3TO MakCMManbHOe W  MWHUManbHoe
AOMyCTMMble 3Ha4YeHUs J03bl, MpegHas3Ha4YeHHoN Ans nornoweHns obnyvyaembliM KOHTerHepoM. M3meHeHus B
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paboTe yCTaHOBKM, KOTOPbIE MOTYT NMPUBECTU K BbIXOZY 3HAYEHWIN MOrMOLLEHHON KOHTEMHEPOM [03bl 3a 3Tu
npegernbl, HU NPU Kaknx yCroBUsiX He AOMKHbI Mponcxoaute 6e3 Begoma onepaTopa.

19. (13) BBopg B 3KCnnyaTauuio JOIDKEH BKOYaTb B cebs crneaylolme afeMeHTbI:

a) (a) nnaHnpoBaHue;

©) (b) cocTtaBneHune kapTbl 4O3HOIO NONS;

B) (C) AOKYMeHTanbHoe ohopMneHune;

r) (d) onpegeneHve TpeboBaHUn kK NMOBTOPHOMY BBOAY YCTAHOBKM B 3KCMlyaTaLuuio.

VICTOYHVKM ramma-nsnyyeHns
KoHcTpykuus

20. (14) MNornoleHHasa [o3a, NOfyyYeHHas onpeaeneHHon 4YacTbio 06ny4aemoro KoHTewHepa B nobom
onpeeneHHON TouKe BOKPYT U3nyyaTensi, 3aBUCUT, B YaCTHOCTM, OT criedyoLmnx hakTopos:

a) (a) aKTMBHOCTb 1 reOMeTpus UCTOYHMKE U3MNYYeHUs;

©0) (b) paccTosiHne OT UCTOYHMKA OO KOHTEMHEPA;

B) (C) MPOOOMKUTENBHOCTL OBMNyYeHus, KOHTponMpyemass TauMepoM WM CKOPOCTbIO  ABUKEHMWS
KOHBeNepa;

r) (d) coctaB 1 NNOTHOCTbL MaTepuana, BKNoYas Apyryo NPoAyKUMIO MeXay UCTOYHUKOM U onpeaeneHHon
4YacTblo KOHTeNHepa.

21. (15) CymmapHasa normnolleHHas [osa 3aBUCUT Takke OT MapLupyta, Mo KOTOpOMY ABWXYTCS
KOHTEMHEepbl MpPU HEMpepbIBHOM pexume OBNyYeHWs, Unu OT CXeMbl 3arpy3kM Mpu MOPLUOHHOM  pexume
obny4yeHuns, a Takke OT KONMYeCcTBa LUKIOB 0BnyYeHus.

22. (16) lMpu cukcnpoBaHHOM MaplupyTe (MpU HenpepbiBHOM OBMy4YeHWU) Ui npu PUKCUPOBAHHON
cxeme 3arpysku (Mpy NOPLUOHHOM pexume 0brydeHnst), a Takke Npu NOCTOSAHHOW MOLLHOCTM UCTOYHUKA U BUae
NpPoAyKLUN OCHOBHbIM NapameTpOM YCTaHOBKM, KOHTPONMPYEMbIM ONepaTopoM, SBMSIETCA CKOPOCTb KOHBeVepa
nnv Bpems, yCTaHOBMEHHOe Ha Tanmepe.

CocraBneHue KapTbl A4O03HOIo nonsa

23. (17) Mpu cocTaBneHMn KapTbl OO3HOrO MONA kamepa Ans 06nyveHuWs JormkHa ObiTb 3anonHeHa
KOHTenHepamu ¢ Mynskamu nnu obpasuamu NpoaykuuM OOHOPOAHOW NNOTHOCTU. [JO3MMeTpbl AOMKHblI ObiTh
pacnosnoXeHbl HE MeHee YeM B TPeX 3anOSIHEHHbIX KOHTEeNHepax, KoTopble MPOXOASaT yepe3 u3nydyatenb. IOTu
KOHTEeNHepbl AOMKHblI BblTb OKPYXEHbl aHamoOrMyHbIMW KOHTEMHepaMu WM Mynskamu  npoaykunni. Ecnu
NPOAYKUNS YrOXeHa HepaBHOMEPHO, [O03MMeTPbl AOMKHbl OblTb pasmelleHbl B Oonbliem KonmyecTse
KOHTEWHEepOoB.

24, (18) PacnonoxeHne 4O3MMETPOB 3aBUCUT OT pa3aMepoB 06ny4aeMoro KoHTerHepa. Hanpumep, gns
KoHTelnHepoB pasmepoM 1 x 1 x 0,5 M, 0O3UMETpbl MOryT pacnonaratbCs B y3nax TPeXMepHOW peLleTku ¢
warom 20 cM C y4eTOM BHELLHEN NMOBEPXHOCTU KOHTenHepa. Ecnun npeanonaraemMble 30HbI C MakCUMarbHOW U
MWHMMarbHON 403aMW U3BECTHLI U3 NPeablayLLUMX OMbITOB, TO YaCTb A03VMETPOB MOXET OblTb U3bATa U3 30H
CO CpegHNMM 3HaYeHNsIMM 003 U NOMELLEHa B 30HbI C 3KCTPeMarnbHbIMWU 3Ha4YeHUsiMM 003kl € Wwarom 10 cm.

25.(19) B pesynbTate aToW npoueaypbl AOMKHbI OblTb onpegeneHbl MUHUMarnbHas U MakcumarnbHasi
003bl, MOMMOLLEHHble MPOAYKUMEN U MOBEPXHOCTbIO KOHTEWHepa npu 3afaHHbIX MnapameTpax YCTaHOBKM,
NAOTHOCTW NPOAYKLUMMN N CXEME 3arpy3Ku.

26. (20) B npgeanbHOM criydae Ans onpegeneHus KapTbl AO3HOMo nonsi HeobxoauMMo MCNofb30BaThb
3TanoHHble A03MMETPbI, NOCKOMbKY OHWM MMEIOT OOMbluyld TOYHOCTb. Takke [OMYCTUMO WCMONb3OBaHUe
0BbIYHbBIX 4O3UMETPOB, HO PEKOMEHAYETCH pasMeLlaTb PAAOM C HAMU 3TarnoHHble O03MMEeTpbl B MecTax, rae
npegnonararnTca MMHMMarnbHas M MakcumanbHas Ao03bl, U B OBbIMHO KOHTPOMMPYEMOM MeECTe B KaKOoM
MOZENbHOM KOHTenHepe ansa obnyyeHus. INonyyeHHble 3Ha4YeHUs NOrnoLeHHOM A03bl OyayT UMETb CryYanHyto
MOrpeLLIHOCTb, KOTOPas MOXeT ObITb onpedeneHa NyTeM MHOrOKpPaTHbIX M3MEPEHUN.

27.(21) V3amepeHHas 06Obl4HBIM [03MMETPOM MWHUMarbHas Habnpgaemas [osa, Heobxogumasa Ans
rapaHTuy Toro, Y4To BCe 06MyYeHHbIe KOHTENHEPbl MONYyYMnn MUHUManbHylo Tpebyemylo Ao3y, AOmkHa ObiTb
YyCTaHOBMEHa Ha OCHOBaHWMM 3HAHWS CIy4YarHOW NOrPELUHOCTU M3MEPEHNS LWTaTHbIX JO3MMETPOB.

28. (22) Bo Bpemsa onpegeneHus KapTbl AO3HOrO Mons napamMeTpbl YCTaHOBKM  Heobxooumo
noaaepXxuBaTb NOCTOSAHHBIMM, KOHTPONMMPOBaTb U PErMcTpUpoBaTb MX. OTU 3anUcu BMeCTe C pesynbTaTtamu
A03UMETPUM 1 APYTMMU NOSTyYEHHBIMW 3anMCAMU HEOOXOAMMO COXPaHSTb.

PagnaunoHHble YyCTaHOBKM C YCKOPUTENAMM SIIEKTPOHOB
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29. (23) MNornoLeHHasa 4033 MOHM3NPYHOLLEro M3MyYeHns B NPOAYKLUUN 3aBUCUT OT CReayHLUMX OCHOBHbIX
drakTopoB:

a) (a) xapaKkTepuCTHKN MyYKa, 8 UMEHHO: SHePrus NeKTPOHOB, CPEAHUIN NOTOK MyYKa, LWMPUHA pasBepTKu
N paBHOMEPHOCTb Myyka No LWNPUHE Pa3BepTKY;

©) (b) ckopocTb KOHBENEPA;

B) (C) cocTaB 1 NAOTHOCTb NPOAYKUWY;

r) (d) coctas, NMOTHOCTb U TOMNLWMHA MaTepuana, Haxo4saLerocs Mexzay BbIXOAHbIM OKHOM 1 0brnyyaemon
4YacTblo NPOAYKLNW;

4) (e) paccTosiHue OT BbIXO4HOIO OKHa 4O KOHTErHepa.

30. (24) OcHoBHbLIMW MapameTpamMu, KOHTPONMPYEMbIMWU ONEPaTOPOM, ABMNAITCA XapakTEPUCTUKM Ny4dKa U
CKOPOCTb KOHBeWepa.

CocraBneHue KapTbl 4O3HOIo nonsa

31. (25) lNMpu cocTaBneHnn KapTbl JO3HOrO NMons 4O3NMMETPbl HEOOXOAMMO pacnonaratb Mexagy Cnosmu
rOMOreHHOro NOrnoTUTENs, MOAENUPYIOLLErO pearnbHyo NPOAYKLUMI0, NN MeXay cnosamu obpasuoB npoayKuum
OOHOPOLHOW MIIOTHOCTM TakK, YTOObI He MeHee 10 namepeHui ObINM NPOBEAEHbI B Mnpefenax MaKcUMarbHOro
npobera anekTpoHoB. Heobxogumo Takke cobnogatb TpeboBaHWSA, W3MOXEHHble B NyHKTax 24 - 27
HacTtosLero MNMpunoxeHus.

32. (26) MNpwn onpegeneHMn kapTbl OO3HOrO MONisi nNapameTpbl pagnauMoOHHOM YCTaHOBKM Heobxoommo
noagepKuBaTtb NOCTOSTHHbIMU, KOHTPONMPOBATL U PEMMCTPUPOBATL MX. OTU 3anucyu BMECTe C pesyrbTaTamu
0031MeTpun 1 ApYrMMmn NOfy4YeHHbIMU 3anMcaMmnm HeoBXoaUMO COXPaHATb.

nOBTOprIVI BBO[ YCTAaHOBKW B 3KCryatauyunro

33. (27) NMpouenypa NOBTOPHOro BBOA4A B JKCMyaTauuvio [OIDKHA MPOBOAMTLCA 3aHOBO KaAbl pas,
Korga npoucxogsaT U3MEeHeHMs npouecca unv napaMmeTpoB pagnaLoHHON YCTaHOBKM, CNOCOBHbIE MOBMNUATL Ha
pacnpegeneHve MornoweHHoW [o03bl B 0Bfy4yaemMoOM KOHTEeMHepe (Hanpumep, Mpu 3aMeHe CTepXKHen
obnyuatens). O6bem paboT NO NOBTOPHOMY BBOAY B 3KCM/lyaTauMio 3aBUCUT OT CTEMEHW W3MEHEHWHN,
BHECEHHbIX B KOHCTPYKUMIO 06nyvaTens pagvauuoHHON YCTaHOBKM MMM B KOHdWrypauuio 3arpy3ku. [lpu
HanMunMm COMHeHU npoLeaypy NOBTOPHOIo BBOAA YCTAHOBKM B 3KCMyaTaumio Heo6xoanmo NnpoBecTy 3aHOBO.

VI. NOMELLEHUA

34. (28) lNomeLlleHna cnegyeT NPOEKTUPOBATb M IKCNyaTMPOBaTh TakMM 0Opa3om, 4ToObl 06nyYeHHble
KOHTeNHepbl Oblnn oOTAeneHbl OT HeobrnyyeHHbIXx BO u3bexaHue nepekpecTHoW KoHTamuHauun. Ecnu
maTepuanbl obpabaTbiBalOT B 3aKpbITbIX KOHTEMHepax Ans 06nyveHus, ToO HeT HeobxoaAMMOCTW OTAEeNsTb
dapmauesTuyeckme 1 HedapMaLeBTUYECKNEe MaTepuansl APYr OT Apyra npu yCroBuu, 4YTo B NocneaytoweM He
OyaeT pucka ux KOHTaMMHaUuu.

35. JTiob6as BO3MOXHOCTb 3arpsi3HEHUS NPoAyKUMM paauoHyKNnaaMun AomkHa 6biTb NCKNOYEHa.

VII. TEXHONOIMMYECKNW MPOLIECC

36. (29) KoHTenHepbl ¢ NpoayKumern HeobxoaAmMMo 3arpykatb B COOTBETCTBMM CO CXeMon(amum) 3arpysku,
yCTaHOBMEHHOM(bIMW) B MpoLiecce Banuaaunn.

37. (30) Bo Bpemsi npouecca [o3y obnyyeHus Ansg  obnyvyaemblX KOHTEMHEepoB Heobxoanmo
KOHTPONMPOBaTb C WCMNOMb30BaHMEM MpPOLIEAWNX aTTecTauuio OO3UMETPUYECKUX MeToauK. 3aBUCMMOCTb
MeXay 9Tol 40301 1 O0301, MOrMNOLLEHHON NPOAYKLMEN BHYTPY KOHTENHEPA, OOMKHa ObiTb yCTaHOBMEHa Mpu
Banugauum npoLecca 1 BBoge pagnaumoHHON YCTaHOBKM B SKCMyaTaumio.

38. (31) Ona Toro u4TtobGbl pasnuMyaTb OOMy4YeHHble W HeOoBNy4YeHHble KOHTEWHepbl, Heobxooumo
ncnonb3oBaTb  MHAMKATOPbI  MOHM3MpYOWero wusnydenus. OpHako Takue WHAMKATOPbl HEe  OOSDKHbI
MCcnonb3oBaTbCA B KavyeCcTBe €OMHCTBEHHOro CpeacTBa pasfnuMyeHus WNM Kak efMHCTBEHHbIA nokasaTernb
YOOBIETBOPUTESbHLIX Pe3yrnbTaToB 00paboTku.

39. (32) OpgHoBpemeHHy0 06paboTKy pasHbiX BWAOB MPOAYKUMM B OOHOW 3arpy3ke B paavauvoHHON
Kamepe HeobXxoaMmo NpoBOAMTbL TOMBKO TOrAa, Korga no pesyrbTaTam SKCrnyaTtaumMm YCTaHOBKU UM Mo APYTnm
[aHHbIM YCTAHOBIEHO, YTO MOTMOLEHHasi 403a B K&XXAOM OTAENbHOM KOHTEMHEPE HAXOLUTCS B YCTAHOBEHHbIX
npegenax.
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40. (33) Ecnu Tpebyemas fosa usny4veHust nony4vaetcsa bonee 4emM 3a 0gHy 3KCNo3uumio unu Gonee 4yem
3a 0VH NMPOX0[ Yepes3 paanaunoHHy0 KaMepy, 3TO AOMKHO ObITb COrMacoBaHo C PUANYECKUM MNULOM, Ha UMS
KOTOPOro BblAaHO PerncTpaumnoHHoe yaoctoBepeHue. MNpy 3ToM ykasaHHas [03a AormkHa ObiTb monyyeHa B
TeyeHne npeaBapuTENbHO YCTAaHOBMEHHOrO MPOMEXYTka BpemeHw. HOpuauyeckoe nvuo, Ha MMS KOTOPOro
BblJaHO PEerncTpaLmoHHOE YAOCTOBEPEHME, AOMKHO ObITb YBEAOMIIEHO O HE3annaHMPOBaHHbIX MNepepbiBax BO
Bpemsi 06rnyyYeHuns, ecnm oHW YANUHAIOT Npouecc 06ny4eHns CBbille 3apaHee CornacoBaHHOrO BPEMEHW.

41. (34) ObGnydyeHHas npoAdykuus Bcerga [fdomkHa OblTb oTgeneHa oT HeobnyyeHHow. Cnocobbl
JOCTWKEHUS1 3TOrO BKMOYalT B cebs ucnonb3oBaHWe WHAMKATOPOB paauaumum (NyHKT 38 HacToswero
MpunoxeHus), a Takke COOTBETCTBYHOLLYIO NNAHMPOBKY MNOMeLLEeHUI (MyHKT 34 HacToswero MNpunoxeHus).

Mamma-nsny4arens

42. (35) Mpu HenpepbiBHOM peXuMMe 0OMydYeHUs [O03NMETPbl LOIMKHbI ObiTb  PACMONOXeHbl TakuUM
obpaszoM, 4ToObI Mo BO3OENCTBMEM U3MNYYEHUS] OOHOBPEMEHHO HaxOAMMUCb HE MEeHee [BYyX OO03MMETPOB B
Te4yeHue Bcero npotecca.

43. (36) Npn NOPLMOHHOM pEXUME HE MeHee OBYX O03MMETPOB AOSMKHbI NMogBepraTtbCs BO3LAENCTBUIO
VNOHM3NPYIOLLEro U3NyyYeHns B MecTax nonyyYeHns MUHUManbHOW 403bl.

44. (37) MNpu HenpepbIBHOM pexnme 0brydeHus JommkHa BbiTb nNpegycMmoTpeHa mHAaukaums Tpebyemoro
paboyero NonoXxeHws NCTOYHMKA. [MONOXeHWe WCTOYHWKA U OBWXKEHWE KOHBeWepa AOMKHbl ObiTb CBA3aHbI
6roknpoBkon. CKOpOCTb ABWXEHUS KOHBENepa HEOOXOAMMO NOCTOSIHHO KOHTPONMPOBAaTb U PEMMCTPUPOBATh.

45. (38) lNpu NOpUMOHHOM pexume OBNydYeHUs NepeMeLleHMe WCTOYHMKA M BPEMS 3KCMo3uuum Ans
KaXKOOW cepum NpOAYKLMU OOIMKHbI KOHTPONMPOBATBLCS U PErMCTPUPOBATHLCS.

46. (39) Ans nony4eHus xenaemon 4o3bl HEOOXOOUMO KOPPEKTUPOBAaTb Bpems OBMy4YeHWss U CKOpPOCTb
OBWKEHWs KOHBerepa ¢ y4eToM pacnaja unv Ao3apsakm UCToMHUKa uanydeHus. Cpok AencTBuUs napameTpoB
YCTaHOBKM UMM CKOPOCTU KOHBeViepa Heobxoanmo pmkcMpoBaTb AOKYMEHTaNbHO 1 CTPOro cobnoaats.

PaavaunoHHble YCTaHOBKWU C YCKOPUTEITAMU 3J1EKTPOHOB

47. (40) B kaxabln KOHTENHep AOMKeH BbiTb NOMELLEH A03MMETP.

48. (41) HeobxoamMMo HenpepbIBHO perncTpupoBaTb cpefHee 3HayeHue MoToka Myuyka, JHepruio
3MEKTPOHOB, LUMPUHY Pa3BEepTKM U CKOPOCTb KOHBeWepa. ITU MapameTpbl, 3a WCKINIOYEHNEM CKOPOCTU
KOHBewepa, HeobxoaMMO KOHTPONMPOBaTb B YCTAHOBMIEHHbIX Mpedenax, onpederneHHbIX BO BpeMs BBOAa B
3KCNnyaTaumto, MOCKONbKY OHU NOABEPXEHbl CMOHTaHHbLIM U3MEHEHUSAM.

VIIl. QOKYMEHTALINA

49. (42) KonnyecTBO NOCTYNUBLUNX KOHTEMHEPOB N KOHTENHEPOB, NPOoLUEeALWnX 00ydeHne N BbIBE3EHHbIX
C MNPOM3BOACTBEHHOW MMOLWAAKM, [OOMKHO coBMagatb W COOTBETCTBOBATb 3HAYEHUAM, YKa3aHHbIM B
CONpOBOANTENBHOM JOKYMeHTaumn. Jllobble pacxoxgeHus OOMKHbI PErMCTPUPOBATLCA M paccriefoBaThCs.

50. (43) Onepatop pagvauMOHHOW YCTaHOBKM OOIMKEH YOOCTOBEPSATb B MWCbMEHHOM BUAE AManas3oH
3HAYEeHUM MOrMOLEHHbIX 403, MOMYYEHHbIX KaXObIM KOHTEMHEpPOM Mpu KaKOOW 3arpyske unmM B cepuu
nNpoAayKLUnn.

51. (44) TexHonornyeckue 3anmcu 1 3anucu No KOHTPOMK ANS Kaxaow cepum npoaykuum, npollefwien
obny4yeHune, OOMKHbI MPOBEPATLCA Y MOANNCHIBATLCA CNeLManbHO HasHaYeHHbIM JIMLIOM U CoXpaHATbes. MeToa
M MECTO XpaHeHMsi [OMKHbl OblTb COrMacoBaHbl MeXAy OpraHusauuen, nposoamBLuer ob6nyveHue, u
IOPUAMYECKMM JIULOM, Ha WMMS KOTOPOr0 BblAAHO PEerMcTpauMoHHOE YAOCTOBEPEHVME Ha JEeKapCTBEHHbIN
npenapar.

52. (45) JokymeHTaums, oTHOCALLAACA K Banuvgauun paguaumoOHHOW YCTaHOBKW, OOMKHA XPaHUTLCS B
TeYeHne OHOro roga rnocrne UCTeYeHNs cpoka rogHoOCTU UNn, N0 KpamHen Mepe, B TeYeHWe NATU NneT nocne
BbIMycKa nocrnegHen NpoayKLumu, npowelier obnyydeHme Ha 3TON YCTAaHOBKE, B 3aBUCUMOCTUM OT TOrO, Kakow
nepvog gonblLue.

IX. MMKPOBWONOMMYECKA KOHTPOINb

53. (46) OTBETCTBEHHOCTb 32 MUKPOOMONOrMYECKUIA MOHUTOPUHT HECET MPOU3BOAUTESNb JIEKAPCTBEHHBLIX
cpencTtB. ATOT MOHUTOPUHT MOXET BKIHOYATb MOHUTOPUHT MPOM3BOACTBEHHOW CPefbl U KOHTPOMb MPOAyKUMM
nepen obny4yeHnem, kak yCTaHOBMEHO B PErMCTPaLMOHHOM A0Che.
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Mpunoxexne N 13
K MpaBunam Hagnexatlewn
NPON3BOACTBEHHOW NPAKTUKM

NEKAPCTBEHHBIE MPEMAPATbI ANA KMMHUYECKUX UCCNELOBAHNW
I. MIPNHLAM

1. JlekapcTBeHHble npenapaTtbl ANs  KIWHUYECKUX WCCREeAOBaHUA [OIMKHbI ObiTb nNpousBedeHbl B
COOTBETCTBMM C HacTodAmMMHY [paBunamm n ¢ y4eToM MONIOXKEHUN COOTBETCTBYOLLIMX HOPMATUBHBIX MPaBOBbIX
akTtoB Poccuiickon ®egepauum B 3aBUCMMOCTU OT CcTagumn pas3paboTku rekapcTBEHHOro npenapata. MeToabl
paboTbl OOMKHbI ObITb TMOKMMK, 4TOObBI oObGecnednMBaTb BO3MOXHOCTb BHECEHUA W3MEHEHUA NO Mepe
pacliMpeHmns 3HaHWA O Npouecce, N AOMKHbI OTBeYaTb CTaamm pa3paboTku NekapcTBEHHOro npenapaTa.

2. Tpu KNMHNYECKUX UCCNefoBaHNSIX MOTYT BO3HUKHYTb AOMOMHUTENbHBIE PUCKM ANSA YY4aCTBYOLLMX B HUX
naumMeHTax Nno CPaBHEHMIO C puUckaMu ONs TeX MNauMeHTOB, KOTOpble MPUHUMAaOT 3aperncTpupoBaHHbIE
nekapcTBeHHble npenaparbl.

3. lNpumeHeHne HacToswmx [NpaBun K MpPOU3BOACTBY WCCNeayeMblX JIEKAPCTBEHHbBIX MNpenapaToB
HanpaBeHoO Ha UCKIMIOYEHVE PUCKOB ANS MaLMEeHTOB, a Takke Ha TO, YTOObl Ha pesynbTaTbl KIMHUYECKNX
nccrnegoBaHun He NOBUSANW He4OCTaTOYHbIe 6e30MacHOCTb, KayecTBO MM 3P(EKTUBHOCTb NEeKapCTBEHHOIO
npenaparta, SBNsaLmMecs CneacTBUeM ero HeHaanexawero npoM3BoACTBa.

4. B paBHOW Mepe 3Tu TpeboBaHMA nNpegHasHaveHbl Ans obecnedeHns NOCTOSHCTBA OT cepun K cepuu
OOHOr0 M TOrO Xe WUCCrefyeMoro fnekapCTBEHHOro npernapara, MCMNofb3yemMoro B OAHOM UINU B pasHblX
KNMMHUYECKUX UCCIIEOBaHUSX, a Takke ONA AOKYMEHTanbHOro oopmMiieHMs M ODOCHOBaHWUS U3MEHEHUA B
npouecce pa3paboTku Takoro fieKapCTBEHHOrO nNpenapara.

5. Mpoun3soacTBO MccneayeMbiX NeKapCTBEHHbIX NPenapaToB CBA3aHO C AOMNOMHUTENBHON CIOXHOCTbLIO
Mo CpaBHEHUIO C MPOU3BOACTBOM 3aPErMCTPUPOBAHHLIX JEKapCTBEHHbIX MNpenapaTtoB WK3-3a OTCYTCTBUSA
YCTaHOBMEHHbIX Mpoueayp, CYyLEeCTBYIOLWMX Pa3fnyuin B CXemax KIMHUYECKNX nccrneoBaHni U, Kak cneacteue,
pa3Hbix TpeboBaHW/A K ynakoBkam, HeoOXOOMMOCTW paHAoOMM3auMM W KOOUPOBaHWS  (MaCKUMpPOBaHWUs,
ucnonb3oBaHve "cnenoro” metoga), a Takke u3-3a OOMbLIOTO puUcka NEpPEKPECTHOM KOHTaMuMHauumM WU
nepenyTbiBaHUS NeKapCTBEHHbIX MpenapaTtoB. Kpome Toro, AaHHble 06 3(pPEKTUBHOCTM M TOKCUYHOCTU
niekapCTBEHHOrO npenapaTa MoryT ObITb HEMOMHBIMKW, BanvMaauus npouecca MOoXeT ObiTb HEMOMHOMW WU MOryT
MCMNonb30BaTbCA 3aperncTpupoBaHHble MeKapCTBEHHble npenapatbl, KOTopble ObinvM nepeynakoBaHbl UIu
HekoTopbiM oObpasom MoauduumposaHbl. [lepcoHan npou3BoauTens OOSMKEH NPOWTU  MOATrOTOBKY NO
NPUMEHEHWIO HacTosALWMX [paBun B OTHOLLEHWM UCCedyeMbIX flekapCTBEHHbLIX npenapaTtoB. [OrmkHO ObiTb
YCTaHOBMEHO B3aMMOAEWNCTBME CO CMOHCOPaAMWU  KIUHWYECKUX WCCMEAOBaHMNW,  KOTOpble  SBMAKOTCHA
OTBETCTBEHHbIMM 33 OPraHU3auuio  KIMHUYECKUX WCCNedoBaHWiA, BKIHOYAs KavyecTBO UCCMeQyeMblX
nekapCTBeHHbIX mpenapaToB. Bospoclias CroXHOCTb TEXHONOTMYECKMX MNpoueccoB TpebyeT npuMeHeHus
BbICOKO3(PhEKTUBHOWN hapMaLLeBTUYECKON CUCTEMbI KayecTBa.

6. Hactosawmm [MpunoxeHmemMm Takke ycTaHOBMNEHbl TpeboBaHusi K OPOpPMNEHMI0 3aka3oB, OTrpy3ke,
TpaHCNopTUPOBKE W BO3BPATy INEeKapCTBEHHbIX MpenapaToB, MpefHa3HaYeHHbIX Ans  KINUHUYEeCKUX
nccregoBaHun.

JlekapcTBeHHbIe NpenapaTbl, He ABMALLMECS UCCreayeMbiMu

7. NMaumeHTam MoryT OGbiTb NpedoCTaBMieHbl NeKapCTBEHHble MpenapaThl, KOTopble He SABNAKTCA
nccnegyeMbiMU NpenapaTtamu, nnauebo unu npenapatamy cpaBHeHUsi. Takue nekapcTBEHHble npenapaTsbl
MOTYT NPUMEHSITLCS B KAYEeCTBE COMyTCTBYIOLLEN Tepanuy Uin Ans okazaHUs MeAMLMHCKOW MOMOLUM C LEnblo
NPOUNAaKTUKA, AUArHOCTUKU UNN NeYeHusi, u (Mnu) BCneacTBue HeobxoaMMocTu obGecrneyeHus naumeHTam
MeLMUMHCKOro yxoaa. Takue npenapaTbl Takke OOMycKaeTcs MPUMEHSTb B COOTBETCTBMU C MPOTOKOIIOM
KMUHUYECKOro WCCNEedoBaHUs C LeNbio CTUMYMMPOBAHUSA (PU3MOMOrMYEcKon peakuum. OTU MeKapCTBEHHbIe
npenapatbl He SABNAIOTCA MccredyeMbiMU NeKapCTBEHHbIMU NpenapaTaMu M MOryT GOblTb NpenocTaBneHbl
CMoHCcopoM unu nccnegosaTenem. CNoHCop A0MKEH rapaHTUPOBaTb, YTO AaHHbLIE NeKapCTBEHHbIe Mpenaparbi
COOTBETCTBYHOT 3asIBIIEHNIO O Bblgaye paspelleHnst Ha MNpoBefeHMe KITMHUYECKOro MCCredoBaHus U MMeIoT
Tpebyemoe Onsi Luenu uccredoBaHusi KayecTBo. [pu 3TOM OH JOIMKEH MPUHSATb BO BHWMAaHUE WCTOYHMK
NeKapCTBEHHbIX NMPenapaToB, SBASOTCS N Takne NekapCTBEHHbIe NpenapaTbl 3aperucTpupoBaHHbIMKU U Bbinu
N OHY NepeynakoBaHbl. PekoMeHayeTca NnpuBRekaTth K 3Tol paboTe YNonHOMOYEHHOe NULI0 M YyYnUTbiBaTb €ro
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”VILI,eH3I/IpOBaHVIe npon3BoacTBa 1 NoAroToBka K NpuMeHeHUo

8. Kak nonHoe npon3BOACTBO, Tak M OTAerbHble CTaguv NPOM3BOACTBA MCCNedyeMblX feKapCTBEHHbIX
npenapaToB, a TakkKe pasNuyHble Mpoueccbl WX pasgeneHus, YnakoBkM Wnu WX nepejadya nognexart
nuueH3npoBaHuio. JIMueHans Ha NpOM3BOACTBO fleKaPCTBEHHbIX CpeacTB He TpebyeTcsa Ans MoAroToBKM K
NMPUMEHEHMIO NCCreayeMblX SIEKapCTBEHHbIX MpenapaToB B MeANLIMHCKMX OpraHn3aLunsXx.

9. B pamkax ykasaHHbIX NOMOXEHUA NoA NOArOTOBKOW K MPMMEHEHMI0 NMOHMMAaeTCH NPOCTOW npouecc,
TaKou Kak:

pacTBopeHMe unu AWUCMneprupoBaHue Mccrnegyemoro fekapCTBEHHOrO npenapata Ans ero BBeAeHUs
naumeHTy, unm

passefeHve wWnNu cCMelmBaHWe wuccrnefyemMbix(oro) nekapCTBEHHbLIX(Oro) npenapaTtos(a) C  Apyrum
BEeLLIeCTBOM (BeLlecTBaMm), UCMONb3yeMOoro(bix) Kak HOCUTENb C LieNblo BBEAEHWS NlekapCTBEHHOro npenapara.

10. CmelwmBaHMe HECKOMNbKUX WHIPeaMEeHTOB BMeCTe, BKM4Yas AeNCTBylllee BeLlecTBO, C Lenbio
nonyyeHns nccnegyemMoro NekapCcTBEHHOro npenaparta He ABNAeTCA NOAroTOBKOW K MPYMEHEHMUIO.

11. Wccnegyembll nekapcTBEHHbIN npenapaT AoMmKeH ObiTb B HanmuumMu OO0 npouecca NoaroToBKU K
NPUMEHEHWIO.

12. lMpouecc NOAroTOBKM K MPUMEHEHUIO PEKOMEHAYETCS OCYLUECTBNATb HENOCPEACTBEHHO nepen
BBEAEHVEM.

13. Takon npouecc AofmkeH ObiTb M3NOXEeH B 3asBMeHWM O Bblaye paspelleHns Ha npoBeAeHue
KMMHMYECKOro MccrneaoBaHus M (Mnun) Oocbe UccneayeMoro NekapCTBEHHOro npenapata M B NPOTOKONe
KIMUHNYECKOrOo WUCCrefoBaHnsa nmbo B COOTBETCTBYHLIEN WHCTPYKUUW, MMEKLWENcs B  MeOULMHCKOMN
opraHusaumu.

[I. TEPMWHbI N OMPEOENEHNA

14. [Insa uenen HacToswero MNpunoxeHns NCnosb3ytTcsl Cneaywmne OCHOBHbIE MOHATUS:

[OCbe Ha NeKapCTBEHHbIA MnpenapaTt - KOMMMEKT OOKYMEHTOB, COAepXallmx BC WHdopmauuio (unu
CCbIIKW Ha COOTBETCTBYIOLLME AOKYMEHTbI), HEOOXOAMMYIO Ansi COCTaBneHWst NoApOOHbIX WHCTPYKUMIA MO
NMPOM3BOACTBY, YMaKOBKe, KOHTPOMIO KayecTBa, Bbidaye paspelleHnss Ha BbINyCK CepuuM U OTrpyske
nccregyemMoro fiekapCTBEHHOMO npenapara;

3aKa3 - 3aJaHve Ha MPOM3BOACTBO, YMakoBKy WM (UNKM) OOCTaBKy OMpedeNnieHHOro KonmuyecTBa eauHuL
ncecnegyembix(oro) nekapcTBeHHbIX(0ro) npenapatos(a);

UMMNOPTEP MCCrNeayemMoro riekapcTBEHHOro CPEACTBA - NMULO, UMEKOLLLEE MpaBO HA MMMOPT MCCreayemoro
neKkapCcTBEHHOro npenapara, opopMIeHHOe B COOTBETCTBUMN C HOPMATUBHbLIMW NPaBOBbIMU akTamu Poccuickoi
degepauuuy;

uccrnegoBartenb - @u3Mdeckoe nuUO, Hecyllee OTBETCTBEHHOCTb 3a MNPOBEAEHUE  KITMHUYECKOrO
nuccreqoBaHua B MEeAWMUMHCKOW opraHusaumu. B cnyvae npoBedeHuss uccnegoBaHus B MEOULMHCKOW
opraHu3auum rpynnown nuvu uccriegoBatenem (MUMeHyembiM Takke [MaBHbIM WccregoBaTeneMm) sBnseTcs
pyKoBOAWUTENb rpynMbl;

uccnegyeMblvi nekapcTBEHHbIN Npenapar - NekapCcTBeHHbIN npenapar unu nnauebo, uccrnegyemble Wnu
ucrnonb3yemble B KayecTBe Mpenapara CpaBHEHUA Mpu MPOBEAEHWM KIMHUYECKOro uccnepoBanus. K
nccrieqyemMbiM JIEKApPCTBEHHBIM MpenapatamMm OTHOCATCHA TaKKE YXe 3aperMcTpyMpoBaHHbIE NEKapCTBEHHbIE
npenapaTbl, €Cnnm cnocod ux MpUMEHEHMS WM MpPOU3BOACTBa (NekapcTBeHHad opMa WM yrnakoBKa)
OTNMYaeTCs OT 3aperMcTPUpOBAHHOMO, a TakkKe B Clydae UX WCMOMb30BaHMA MO elle He OfoBpeHHbIM
nokasaHusaM Unu Ans nonyyYyeHuns ononHUTenbHOW MHopmMauum 06 yxe 3aperncTpupoBaHHOW neKapCTBEHHON
opme;

KNMHWYeckoe nccregoBaHue - noboe uccrneaoBaHue, NPoBOAUMOE C yyacTMeM YerioBeka B KayecTBe
cybbekta ONnsa BbISABMEHUS WU NOATBEPXOEHMS KIUMHWYECKMX, (papMakomnormvyeckmx u  (Mnuv) Jpyrux
hapmakoanHammnyeckmx adpdekToB mccrnenyemoro(bix) rekapcTBeHHoro(bix) npenaparta(oB) wu (Mnu) ons
BbISIBNEHNSI HEXemnaTeNbHbIX peakuun Ha Hero (Hux), u (unu) ans u3ydeHumss ero (Mx) BcacbiBaHus,
pacnpegeneHus, metabonuama v BblBeAEHUS C LIENbo OLEHKM ero (1x) 6esonacHocTy n (Mnm) apdHeKTMBHOCTY;

OTrpy3ka - ornepauuy no ynakoBKe ANsl OTIPYy3KM M MO TPaAHCMOPTUPOBKE 3aKa3aHHbIX WUCCresyemblX
neKapCTBEHHbIX Npenaparos;

npenapat CpaBHEHUS - WCCregyeMbli JeKapCTBEHHbIM MNpenapat wWnNu  3aperMcTpupoBaHHbIN
neKkapCTBEHHbIV NpenapaTt (455 akTUBHOTO KOHTpond) nubo nnauebo, mcrnonb3yemble AN CpaBHEHUSA Npwu
NPOBEAEHUN KITMHUYECKNX NCCNeaoBaHni;

paHOOMU3ALMOHHbIN KOA, - CMIMCOK, MO3BOMSIOLLMIA YCTAHOBUTL, Kakyto Tepanuio ¢ y4eToM paHaoMu3auun
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nonyyaet Kaxabli NaluneHT;

paHOoMM3aums - NPOLLEeCC pacnpeaerneHns NauMeHToB No rpynnaM NeyYeHns Unv KOHTPONs CryvanHbiM
obpa3om, NO3BONALLMIA CBECTU K MUHUMYMY CyObeKTUBHOCTD;

"cnenon” metog ("MackupoBka') - MeTOA, NpU MNPUMEHEHMM KOTOPOro OpHa unM ©Oonee CTOpPOH,
yyacTBYIOLNX B UCCNEAOBAHNUM, HE MHADOPMUPOBaHbI O MPOBOAMMOM(bIX) TepaneBTU4EeCKOM(MX) HasHavyeHuu
(HasHa4veHusax). MNMpocTon "cnenon” meTo 03Ha4YaeT HEOCBEAOMMNEHHOCTb nauueHta(oB), a ABovHoM "crienon”
MeToA - HEOCBEAOMIEHHOCTb O MPOBOAUMOM(bIX) TepaneBTUYECKOM(MX) Ha3Ha4YyeHuu (Ha3HayeHusX)
nauueHTa(oB), uccnegoBaTtens(ew), Habmogatene’ M B HEKOTOPbIX CrAyyYasx fuvu, aHanusvpyoLwmnx
nony4yeHHble JaHHble. B OTHOLWeHWM uccnegyeMoro nekapcTBeHHOro npenapata "crienon” metod o3HavaeT
npegHaMepeHHyl0 MacKUpOBKY WAOEHTMYHOCTM 3TOr0 feKapCTBEHHOro npenapata B COOTBETCTBUM C
WHCTPYKUMAMK crioHcopa. Packpbitve koga (CHATME MackuMpOBKM) O3HA4yaeT packpbiTe WHdopmaumu,
No3BOMsOLLEN MOEHTMdULUMPOBaTL paHee 3aMacKMPOBaHHbBIN NeKapCTBEHHbIN Npenapar;

CMOHCOP - OpUANYECKOEe JIUUO, OCYLLECTBMSAIOWEE OpraHusauuio npoBefeHUs  KIMHUYEeCKOro
nccneaoBaHNs NekapcTBEHHOro npenaparta Ansg MeauUMHCKOro NpUMEHEeHWs.

. YNPABNEHNE KAHECTBOM

15. (1) dapmaueBTUYECKas cucteMa kKavectBa, paspaboTaHHad M nNpoBepeHHas npou3BoAUTENEM,
OOMkHa COOTBETCTBOBATL TpeboBaHMAM HacTosWmx [NpaBun, OTHOCALWMMCS K UCCriefyeMbIM  JIeKapCTBEHHbIM
npenapaTam, 4ormkHa ObITb JOKYMeHTanbHO 0hopMIIeHa 1 AOCTYMHA CMOHCOPY.

16. (2) Cneundurkaummn n TEXHONOTMYECKNE MHCTPYKUMU Ha Wccrefyemble NekapCTBeHHble npenapathbl
MOTYT M3MEHATLCH B npoLecce ux pa3paboTky, HO MpU 3TOM HeOobx0AMMO 0becneynTb NX MOSHbIA KOHTPOSb U
NPOCNEXNBAEMOCTb BCEX UBMEHEHUN,

IV. MEPCOHAI

17. (3) Becb nepcoHan, OesTenbHOCTb KOTOPOro CBsA3aHa C WCCNeQyeEMbIMU  NEeKapCTBEHHbIMMU
npenapaTamu, OOJDKEH MPOWTM COOTBETCTBYKLLEE OOyYyeHue, CBA3aHHOE CO Crneundukon [aHHOro Buaa
NpoAayKumn.

18. [laxe B cny4asix, korga wrat paboTHUKOB HEMHOrOYUCMEHHbIN, ANs NPOM3BOACTBA Kaxaow cepumn
nccregyeMbix NeKapCTBEHHbIX NpPenapaToB AOMMKEH ObITb onpeaeneH OTAeNbHbIA NepcoHar, OTBevYarlwmin 3a
NPOM3BOACTBO W KOHTPOIb Ka4YecTBa.

19. (4) YnonHoMo4eHHOE N1LO AOSMKHO obecneunTb HanmMyune COOTBETCTBYHOLLMX CUCTEM, OTBEYAMLNX
TpeboBaHusiM HacToswero lNMpunoxernus. Onst 3T0ro yrnofiHOMOYEHHOE NULUO AOMMKHO MMETb Hagnexallyro
noaroToBky B obnactu pa3paboTku nekapCTBEHHbIX NPenapaTtoB U MNPOBEAEHUS KIMHUYECKUX MCCNegoBaHUM.
PykoBoACTBO AN YNONTHOMOYEHHOrO fnuLa no OLEHKe UcCneayeMbix NekapCTBEHHbIX NpenapaTos NpuBeaeHo B
nyHkTax 61 - 65 HacToswero MNMpunoxeHus.

V. NOMELEHNA 1 OBOPYOOBAHUE

20. (5) MNpwn paboTte ¢ nccrnegyembiMU NEKAPCTBEHHbIMU MpenapaTtamu MHgopMaunss O TOKCUYHOCTMH,
aKTUBHOCTU W CEHCUOUNU3MPYIOLLMX CBOWCTBAX MOXET ObITb HEMONHOW, B CBA3M C 3TMM MpOM3BOAUTENb
OOIDKeH yaensTb 0coboe BHVMMaHWe CBEAEHUI0 K MWHUMYMY PUCKOB MEpeKpecTHOM KOHTaMUHaLuW.
KoHcTpykuust o6opyaoBaHWs 1 NOMELLEHUA, METOAbI UCNbITAHUIA U KOHTPONA, a Takke npegernbl OOMYCTUMbIX
KOHLIEHTpaLWin OCTaTKOB NMOC/e O4YMCTKM OOMKHbI YUNTbIBATL XapakTep yYkasaHHbIX PUCKOB. B COOTBETCTBYHOLLMX
cryyasx npovsBoauTenb AOMKeH obpaliaTb BHMMaHMe Ha opraHu3auuio paboTbl MPOM3BOACTBEHHBLIMM
unknamm (kamnaxHuamu). pu BblIGOpe Molowero cpeacrtea HeOBXOAMMO  yyuThbiBaTb  PacTBOPUMMOCTb
neKapCTBEHHOro npenapara Anst KMMHUYECKNX UccrneoBaHui.

VI. BOKYMEHTALMA
Cneundukauum n UHCTPYKLUN

21. (6) Cneundukaumm (Ha UCXOQHOE Cbipbe, NepBUYHbIE YMAKOBOYHbIE MaTepuarbl, NPOMEXYTOYHbIE
NPOAYKTbl, HepacdacoBaHHYO W TOTOBYK MPOAYKUMIO), pPernameHTbl, TEeXHOMNOrM4eckne WHCTPYKUMU U
WHCTPYKUUM NO YNakoBKe OOSKHbl OblTb HACTOMNbKO MOSHbIMW, HACKOMbKO 3TO MNO3BOMSET CyLIEeCTBYHOLLMN
ypOBeHb 3HaHuI O npoaykTe. o xody pa3paboTkun nekapcTBEHHOro npenapara ux HeobxoammMo nepruoanyecku
oueHuBaTtb U OBHOBMATL (MpyM HeobxoaMmocTu). B kakgonm HOBOWM BEpPCUM OOIMKHbI ObiTb YyYTEHblI Camble
nocrnegHve AaHHble, UcCnonb3yemas B HacToswee Bpemsa TexHonorus, TpebosaHus [ocymapCTBEHHOM
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apmakonen Poccuinckon denepaumm 1 HOpMaTUBHBIX MpaBoBbIX akToB Poccunckon depepaumn. Hosas
BEPCUSA OOMMKHA Takke codep)aTb CCbIKY Ha Npeabiayllyto Bepcuio Ans obecnevyeHns npocrnexmBaeMocTu
nameHeHui. NponsBogmTens OOMKEH YTBEPAUTL NPoLeaypy AN BHECEHUSA MOObIX N3MEHEHWIA, KOTOPbIE MOTYT
MOBNUATbL Ha KayecTBO WCCreayemMoro nekapCTBEHHOro npenaparta, B YacTHOCTW, Ha €ero CTabunbHOCTb U
B1OIKBMBANEHTHOCTb.

22. (7) Ob6ocHoBaHMA AN BHECEHUS W3MEHEeHWW [OIMKHbl OblTb  JOKYMEHTanbHO  OOPMIIEHbI.
MpoussoauTenb OOMKEH NPOaHanu3vpoBaTb BMUSHME BHECEHHbLIX W3MEHEHWA Ha KayecTBO WCCrieQyemMoro
NlekapCTBEHHOrO npenapata U Ha MNPOBOAMMbBIE KITMHWYECKME WccrenoBaHusl. PesynbTaTbl Takoro aHanuvaa
OOMKHbI 6bITb 0POPMAEHbI AOKYMEHTaMbHO.

3akas

23. (8) 3akas pormkeH cogepxxatb TpeboBaHMe Ha NPON3BOACTBO U (MIK) YNakoBKy onpeaesieHHoro Yyncna
eavHUL, NPoAYKUMM M (Mnn) ee OTrpysky. 3aka3 NpoM3BOAUTENIO HanpaBrsieTCsi CAOHCOPOM WM JINLIOM,
OEVCTBYIOLLMM MO ero rnopyyeHuto. 3akas AormkeH ObiTb 0opMneH Ha GymaxHOM HocuTene W (Mnu) B
3NEKTPOHHOM BUAE U ObITb JOCTATOYHO YETKMM BO u3bexaHne pasHouTeEHUN. 3akas AOMmKeH ObiTb yTBEPXKAEH
JIMLOM, MMeELLMM COOTBETCTBYHOLWME MOJTHOMOYUNA, N UMETb CCbIJIKY Ha A0Cbe Ha J'IeKapCTBeHHbIIZ npenapart u
Ha NPOTOKON KIMMHUYECKMUX UCCIEeAOBaHUNA.

[locbe Ha nekapCTBEHHbI Npenapat

24. (9) [locbe Ha nekapCTBEHHbIA MNpernapaT OOIMKHO HenpepbiBHO OBHOBMATLCA MO Mepe paspaboTku
nekapcTBeHHoro npenapara. Mpu 3ToM npom3BoanTeNb OOMKEH 06eCcneyYnTb NPOCNEXNBAEMOCTb NPEAbIAYLLNX
BEepCcuiA OCbe Ha NeKkapCTBEHHbIV npenapar.

25. locbe Ha nekapCTBEHHbIV Npenapat AOMKHO BKIoYaTb B cebsi, B YAaCTHOCTU, CriefyroLmne JOKYMEHTbI
(Mnn copepXkaTb CCbINMKN Ha HUX):

crneyndmrKaumMm n aHanuTUYeckMe MeToAMKN Ha UCXOOHOE ChiPbe M YNakoBOYHbIE MaTepuarnbi;

cneundmkaumMm U aHanuTUYecKMe METOAMKM Ha MPOMEXYTOYHYI, HepacacoBaHHYIO W TOTOBYHO
NPOAYKUNIO;

TEXHONOMMYECKNE NHCTPYKLNN;

METOOMKN KOHTPOMS B NpoLiecce Npon3BOACTBa;

YTBEPXKAEHHYIO KOMUIO 3TUKETKY;

NPOTOKOIbI KITMHNYECKNX UCCNEOOBaHNI U, B COOTBETCTBYIOLUMX CIyYasiX, pPaHAOMU3aLUMOHHbIE KOAbI;

OOrOBOPbI C UCTIONTHUTENSAMMN, YKa3aHHble B NyHKTax 237 - 255 HacToswux [NpaBun (npy HeobxoanmocTn);

JaHHble 0 cTabuUNbHOCTY;

YCINOBUS XpaHEHNsI U TPAHCTNIOPTUPOBKMN.

26. MpuBeneHHbIN nepeyvyeHb OOKYMEHTOB MOXET U3MEHATbLCA B 3aBUCUMOCTU OT JIEKAPCTBEHHOIO
npenapata v ctaguu ero paspabotkn. Cogepxallasacs B Jocbe MHGOPMaUMA [OIMKHA CAYXWUTb OCHOBOW MNpu
OLEHKe FTOTOBHOCTU AN NMPUEMKU M Bblga4yu paspelleHnss Ha BbIMYCK KOHKPETHOW Cepur YMONTHOMOYEHHbIM
nMLOM, KOTOPOE AOMKHO UMETb JOCTYN K Takon uHdopmaumn. Ecnv pasHble cTtagmm npouecca npounsBoAcTBa
OCYLLECTBMSAOT Ha pasHblX Yy4acTkax, rge OTBETCTBEHHOCTb HECYT pasHble YMOMHOMOYEHHble nuua,
[onycKaeTcst BECTU OTAENbHbIE JOChE C OrPaHUYEHHON UHOPMaLMEN, MEIOLLEN OTHOLLEHME K OeATENbHOCTU
Ha COOTBETCTBYHIOLLMX y4acTKax.

PernameHT n TexHonornyeckmne MHCTPYKUUN

27.(10) Kaxxgasa npou3BoACTBEHHas onepaums unu onepaums no OTrpy3ke OOSMKHa BbINOMHATLCS B
COOTBETCTBMM C YETKOW W [OCTATOMHO MOMHOM WHCTPYKUMENW K conpoBoXOaTbCs  OOpMIEeHMEM
COOTBETCTBYIOLWMX 3anucen. Ecnvm onepauusi He sABNAeTCA NOBTOpPSeMOW, TO He 06si3aTenbHO COCTaBNSATb
pernameHT 1 TEXHONOrMYeckne MHCTPyKUMKn. 3anucu nmetot ocoboe 3HaveHve Ansd NoAroTOBKM OKOHYaTeNbHbIX
TEKCTOB [JOKYMEHTOB, KOTOpble OyAyT MCnonb30BaTbCsA NPV CEpPUMHOM MNPOM3BOACTBE MOCMe MOoMnyyYeHus
perncTpaumvoHHOro YA0CTOBEPEHWSA Ha NeKapCTBEHHbIV npenapar.

28. (11) NHdopmaums, cogepallascs B 4OCbe Ha NekapCTBEHHbIN npenapaTt, AOMKHa WUCNonb30BaTbCs
npuv paspaboTke NOAPOBHbLIX MHCTPYKLMI MO NPOM3BOACTBY, YMNakoBKe, WUCMbITAHUSAM 711 KOHTPONs KavecTsa,
YCNOBUSAM XPaHEHWNSI U TPaHCNOPTUPOBKMW.

NHCTpYyKUMM MO ynakoBke

29. (12) Wccnegyemble nekapCTBEHHble MpenapaTbl, Kak nNpaBuMoO, [OOSMKHbI  YMNaKoBbIBATbCS
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nHOMBMAYyanbHO AN Kaaoro nauueHTta. KonuuyecTBo eguHUL YNakoBbiBaemoW NpoayKuuuM [OOIKHO ObliThb
onpeaerneHo Ao Hayana onepaumii No yrnakoBKe C y4eTOM KONMYecTBa eauHULL, HeobxoanMbIX ANsl MPOBeAeHUSs
KOHTpOns KayecTBa, 1 oT6opa apxmBHbLIX 06pasLoB ANsA XpaHeHus. [locrne oKkoHYaHUs YnakoBKU U MapKUPOBKU
Heo6X0AMMO COCTaBUTbL MaTepuarnbHblii GanaHc, YToObl rapaHTUpPoBaTb MPaBUIbHBLIA YYET Kaxaoro Buaa
NPOAYKLUMW AN KaXKO0N CTaamMmn Npon3BoACTEa.

3anucum no npon3BOACTBY, KOHTPOJIKO U ynakoBKe cepun npoaykunn

30. (13) docbe Ha ceputo OOMKHO codepXaTb AOCTAaTOMHO MOAPOOHY MHOPMaUM AN TOYHOro
NPOCMEXMBaHUA nocnegoBaTenbHOCTM onepaumi. JTO [A0Cbe [AOMKHO codepxaTb BCE CyLECTBEHHble
3aMeyaHuns, 060CHOBLIBAKOLME MCMOMb30BaHHbIE MpPOLeaypbl UMM BHECEHHbIE WU3MEHEHWUS, OatoliMe HOBYH
WHpopMaLMIO O feEeKapCTBEHHOM MpenapaTe W NO3BONSOLIME YCOBEPLUEHCTBOBATbL MPOU3BOACTBEHHbIE
onepauun.

31. (14) 3anucu No NpoM3BOACTBY CEpuM MPOAYKUUN OOMKHbI XPaHUTbCA He MeHee NATM neT nocne
3aBEpPLUEHUSA UK NPeKpaLLeHNst NOCNEAHEro KIMMHUYECKOro UCCrnefoBaHus, B KOTOPOM Oblnia ncnonb3oBaHa ata
cepus.

VII. MTPON3BOACTBO
YnakoBo4HbIe MaTepuansi

32. (15) B cneuudmkaumax uM MeToAMKax KOHTPOMsl KavyecTBa [OOKHbI ObiTb  NPeayCMOTPEHbI
cneunanbHble Mepbl Mo npeaoTBpalleHuto cnyqaﬁHoro packoampoBaHnA u3-3a pasanmﬁ BHeEWHero Buaa
pasHbIX CEPUIA YNAKOBOYHLIX MaTepMaros.

TexHonornyeckune onepauunn

33. (16) Ha craguu paspaboTkM nekapCTBEHHOro npenapara HeobXxoauMo OnpenenuTb KpuTudeckue
napameTpbl M BUAbl KOHTPONS B npouecce Npou3BoAcTBa. BpemeHHble napameTpbl M BUAbl KOHTPONSA B
npoLecce NpoM3BOACTBA MOryT ObiTb oOnpedeneHbl Ha OCHOBE MpPUOOPETEHHOro onbiTa, B TOM u4ucne
npeablayLumMx nccregoBaHuin no paspaboTtke. OTBETCTBEHHBIV NEPCOHAN AOMMKEH yaensaTb ocoboe BHMMaHue
pa3paboTke HeoOXOOAWMbIX WHCTPYKUMA M MOCTOSAHHOMY WX COBEPLUEHCTBOBAHWIO C Y4eTOM OnbiTa,
npuobpeTaemoro B NpoLiecce Npon3BOACTBA. YCTAHOBMEHHbIE U KOHTPONMpyeMble napameTpbl OOMKHbI ObiTb
060CHOBaHbI B COOTBETCTBMM C MMEIOLLENCS B AaHHOE Bpemsi MHopMaLumen.

34. (17) [Honyckaetcsa He npoBOAUTb BanuMaauuld TEXHOMOrMYEeCKUX MpOoLEeccoB MNPOM3BOACTBA
nccneayeMbix nekapcTBEHHbIX NpenapaTtoB B 00beMe, NpeaycmMaTprBaeMoM Ansi CEpMNHOro npoussoacTea. B
nobom crnyyae nomeleHna u obopyooBaHWe AOMkHbl OblTb  kBanuduuMpoBaHbl. [Onsg  cTepusbHbIX
neKapCTBEHHbIX NpenapaToB Banuaauns nNpoLeccoB CTepunM3aummn AoimKHa NPOBOAMTECA B TOM e obbeme,
YTO W AN 3aperncTpupoBaHHbIX NeKapCTBEHHBIX NMpenapaToB. B cooTBeTCTBYOLWMX Ccryyasnx, Ans obecneyeHuns
6e3onacHoCTM  OMOTEXHOMOIMYECKUX IEeKapCTBEHHbIX npenapaToB AN KNMHUYECKMX  MUccrefoBaHun
npoussoguTens OOMKEH noaTBepanTb 3MEKTUBHOCTb MHaKTMBAUMM U (Mnn) yaaneHus BUPYcoB M (Mnw)
Apyrux npumecen GoONOrM4ecKoro NPOUCXOXAEHUSI B COOTBETCTBMU C HayYHbIMU MPUHUMMNAMW U MeToAamMu,
N3MOXEHHbIMU B COOTBETCTBYIOLLUX PYKOBOACTBAX.

35. (18) Banupauusa acentnyeckmx npoLeccoB npeactasnsieT ocobyo TPyAHOCTb MpU ManbiX pa3mepax
cepuvin NpoayKumn. B aTnx cnyyasx umcno eavHul, NpoaykuMu, HamofHAeMblX cpefamu, MOXeT ObiTb paBHO
HanbonbLlemy pa3mepy cepumn npodykuuu. Mpu Hannuum BO3MOXHOCTY (B TOM YMche ANS umutauum npouecca)
NPON3BOAMTENb AOIPKEH HAMOMHATb cpeAaMu Hauborbluee 4YMCro eduHWL, npodykuuMn ans  obecneveHus
GonbLUe JOCTOBEPHOCTM pe3ynbTaTtoB. HanonHeHne 1 repMeTm3aums SBAsOTCA NPEMMYLLECTBEHHO PyYHbIMU
UnyM noslyaBTOMaTUYeCKMMKU onepaumsMu, NpeacTaBnsloWUMU pUCK ANs CTepunbHOCTU. B cBA3n ¢ aTum
HeobXoaMMO yaenvTb MOBbILEHHOE BHMMaHMe OOy4eHWo mepcoHana v MnpoBedeHuo BanupauvMum MeTodoB
acenTn4yeckoro NPoOM3BOACTBA C y4acTUeM Kaxgoro onepaTtopa.

TpeboBaHus kK npenapaTy CpaBHEHMWS

36. (19) Ecnu npenapat cpaBHEHUs1 NOABEPraeTcs WU3MEHEHWUsIM, NMPOU3BOAUTENb OOMMKEH 0becneynTb
OOCTYMHOCTb  JaHHbIX (Hanpumep, MO CTabWNbHOCTWM, CPaBHUTENBbHOMY W3YYEHUD  PacTBOPUMOCTH,
61oJ0CTYNMHOCTH), NOATBEPXKAALLNX, YTO TAKNE M3MEHEHUSA HE OKaXXYT CYLLECTBEHHOIO BINSHNS HA WUCXOOHbIE
napameTpbl Ka4ecTBa 3TOro NIeKapCTBEHHOrO nNpenapara.

37. (20) Cpok rogHOCTM NpenapaTa CpaBHEHUS, yKa3aHHbIi Ha MepBOHaYarbHOM YNaKOBKE, MOXET He
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coBMagaTthb CO CPOKOM FOAHOCTW MpenapaTta, nepeynakoBaHHOTO B APYrylo YnakoBKy, He obecnevusaroLuyto
9KBMBASEHTHbIN YPOBEHb 3aLUMTbI NN €CINN Takas ynakoBka HecOBMeCcTUMa C npenapatoMm. B cBsA3n ¢ aTum
CMOHCOP UNW NULO, AEWCTBYHOLLEe OT ero UMEeHW, OOSKHbl onpedenvTb Mpuemnemylo gaTy, OO KOTopoWn
AonycKaeTcs UCNoNb3oBaTh Npenapar, yYuTbiBas Npupoay npenapara, XapakTepucTKM YNakoBKM 1 YCrOBUS, B
KOTOpbIX OyAeT XpaHuTbCs STOT npenapart. HOBbIM CPOK rogHOCTU AOMkKeH ObiTb OBOCHOBaH M HE MOXET
npeBbilaTb CPOK rOOHOCTW, YKasaHHbIM Ha nepBoHavanbHoW ynakoBke. CpoOK rOAHOCTU  OOSKeH
COrNacoBbIBaTLCS C ANUTENBHOCTLIO KIMHUYECKOro UCCrefoBaHus.

Onepauuu no kogmposanuto ("crienon” meToa)

38. (21) Ecnu nccnegyemble nekapcTBeHHble mpenapaTbl KOAMPYHIOT, TO OOMKHbI ObiTb paspaboTaHbl
cucTtembl, obecrneumBaloline KOOMPOBKY W €€ COXpaHeHue, HO npu  HeobxoaMmocTu  Mo3BoOnsoLne
noeHTuuumMpoBaTh 3akoaupoBaHHyto ("crienyto") NpoAyKuUMlO, B TOM 4YUChe HOMepa Cepui Uccregyemoro
nekapCTBEHHOrO Mpenaparta [0 onepauuMuM Mo KogupoBaHuto. [lpov3BoguTenb [OIMKEH NpedycMOTpPeTb
BO3MOXHOCTb ObICTPON naeHTUdMKaLnmn NccrneayemMoro ieKapCTBEHHOro npenapara B 3KCTPEHHbIX CIiyyasix.

Kop pangomusauun

39. (22) B MHCTpYKUMSAX OOIMKHbI ObITb ONMCaHbl BCe NpoLeaypbl MO CO34aHuIo, 3alumTe, pacnpeaerneHmio,
obpaboTke M xpaHeHuto nOOro koga paHOOMM3auMW, UCMONb3OBAHHOMO AMS YNaKOBaHHbIX UCCRedyeMblX
neKkapCTBEHHbIX MpenapaToB, a Tawke MeTodbl packpbiTua koda. [lpoussBoguTenb [OMKEH BeCTU
COOTBETCTBYHOLLME 3aMnuCK.

Onepauun No ynakoske

40. (23) lNpn ynakoBke UCCreQyeMOro fiekapCTBEHHOrO Mpenapata MOXEeT okasaTbCsl HeoOXoAMMBIM
OOHOBPEMEHHOE HaxOXAeHNe pas3NuMyHbiX BUAOB NPOAYKLUUN Ha OOHOW YMAaKOBOYHOW NUHWMK. [MpousBoguTenb
OOMKEeH CBECTM K MWHMMYMY PUCK MepenyTbiBaHWS JIeKapCTBEHHbIX MpenapaTtoB MyTeM BbIMOSIHEHMS
COOTBETCTBYIOLLIMX Mpoueayp M (unu) npuMEHeHus cneumanbHoro obopyaoBaHMs U COOTBETCTBYHOLLENO
oby4eHuns nepcoHana.

41. (24) Onepaumm No ynakoBKe U MapKMpoBKe UCCriegyeMbIX JIEKAPCTBEHHbLIX NpenapaTtoB MOryT ObiTb
bonee CNoOXHbIMM W MNOABEPXXEHHBbIMU OLIMOKaM, KOTOpble TPyAHEE BbISIBNATb, YeM MNpuU MNPOM3BOACTBE
3aperMcTpUpoBaHHbIX NIEKAPCTBEHHbIX npenapatoB. OcoOeHHO 3TO KacaeTcs uccrefyemblX FeKkapCTBEHHbIX
npenapaToB C NMOXOXUM BHELLHUM BUOOM NP UCNonb3oBaHnn "cnenoro” metoga. B cBaAsn ¢ atum Tpebyetcsa
npyHMMaTb 0cobble Mepbl NO NPeAoTBPALLEHMIO OLLMOOK B MapKMPOBKe, Hanpumep, 3a cyeT ceegeHnsa 6anaHca
3TUKETOK, OYUCTKU JNMHMKU, OCYLLECTBIIEHUSI KOHTPONS B MpoLecce MpouM3BOACTBa crieumanbHo 00y4YeHHbIM
nepcoHasnom.

42. (25) YnakoBKa AOMKHA rapaHTMpoBaTb COXPaAHHOCTb MCCredyeMoro fieKapCTBEHHOro npenapaTa B
HaanexallemM COCTOSIHUM NpW TPaHCMOPTMPOBKE W XPaHEHWM B MPOMEXYTOYHbIX MYHKTax Ha3HayeHus.
BTopuyHas ynakoBka OoimkHa ObITb TakoW, 4TOObI ObIIO cpa3y 3aMeTHO ee BCKpbiTMe unu nboe uHoe
BMeLLaTeNbCTBO BO BPEMS TPaHCMOPTUPOBKMN.

MapkupoBka

43. (26) B tabnmue N 1 obbeanHeHbl TpeboBaHus, cogepXkawmecsi B nyHktax 43 - 48 Hactosiwero
MpunoxeHns. MapkmpoBka OormkHa obecneunBaTb 3awuTy MauueHTa, BO3MOXHOCTb MPOCMAEXMBAHUA U
noeHTurkauumn nekapCcTBEHHOro npenapaTta U WUCCMeAOBaHUA, a Takke CnocobCTBOBaTb MpaBUITbHOMY
NPUMEHEHMIO UCCeayeMOoro nekapcTBEHHOro npenapara.

44. Ha aTukeTKax JorkHa cofepxaTtbcs cnegytowas nHdopmanmsi, ecnv He o60CHOBaHO ee OTCYTCTBUE
(HanpuMep, NpU HaNMYMK LIEHTPaNM30BaHHON 3NTEKTPOHHON CUCTEMbI PAHAOMM3NPOBAHHOIO KOOUPOBAHMS):

a) (a) HaumeHoBaHue (MMs1), agpec U Homep TenedoHa crnoHcopa, PUANYECKOrO NMUa, NPUBIIEYEHHOTO
CMOHCOPOM K  OpraHuMsauum npoBedeHMs  KNMHWYECKOro  UccriegoBaHus  (gamee - KOHTpakTHas
uccnegoBartenbckad opraHusauus) unum uccnegosatenst (OCHOBHOMO KOHTAKTHOrO nvua ans  nosfyveHus
WMHopMaLIMM OTHOCUTENBHO NEKapPCTBEHHOrO npenapaTa, KMMHUYECKOro WUCCreoBaHus U Onsi SKCTPEHHOro
packoaupoBaHus);

0) (b) nekapctBeHHas copma, cnocob® BBeOEHWsi, KONMMYECTBO [O03MPOBAHHbLIX €OuHWL, U B Chy4vae
NpOBeAEHUS OTKPLITOrO WMCCreaoBaHusl - HaumeHoBaHue u (Mnv) wudp NekapcTBEHHOro npenapaTta v ero
[031POBKY U (M) aKTUBHOCTD;

B) (C) HOMep cepumn 1 (UNK) Kop, 4Nst AEHTUMUKALMM COAEPXKMMOro 1 onepaumm rno yrnakoBke;
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r) (d) Homep (koa) uccnenoBaHUs, MO3BONSAWLUMA MAEHTUPUUMPOBATL UCCnefoBaHWe, MeAULMHCKYHO
opraHusaumio, uccriegoBaTens U CNoHCopa, ECNN 3TO HE yKa3aHo B APYroM MecTe;

a) (e) naeHTUdUKALMOHHbBIV Kof, NauueHTa u HoMep Bu3nTa (Npy Hanuuum);

e) (f) bamunua n nHuumansl nccnegoBaTens (ecnun He ykasaHo B nognyHkrax "a" mnm "r");

X) (g) ykasaHusa no mcnonb3oBaHunio (MOXeT BbiTb MpMBEAEHa CCbifNlka Ha NUCTOK-BKNaabiw nubo apyron
NOSICHUTENbHbIA AOKYMEHT, NpefHasHa4yeHHbld Ons nauueHTa unvM nuua, OCYLLEeCTBRSILWEro BBeAeHue
nekapCTBEHHOro npenapara);

3) (h) Hagnucb "ONns KNMMHWUYECKUX UccregoBaHUn";

) (i) ycnoBus XxpaHeHus;

K) (j) CpoOK MCnonb3oBaHWs C yKasaHMeM Mecsua M roga Takmm obpas3om, 4ToObl usbexatb nobon
HeonpegeneHHoCcTM (MoXeT ObiTb ykasaHa daTta, 4O KOTOpoW HeobxoAMmO MCNonb3oBaTb J€KapCTBEHHbLIN
npenapaT 41 KNMHUYEeCKUX nccnegoBaHuim, CpoK roaHOCTU MNn AaTa NOBTOPHOIO KOHTPONS);

n) (k) Hagnucb "XpaHuUTb B HEOOCTYNMHOM [ANna AeTel MecTe", 3a MWCKNIYeHWeM cryyYaeB, Korga
nekapCTBEHHbIV Npenapart npeaHa3HayYeH Ans UCMOMb30BaHMsA TOMbKO B YCIOBMSAX CTauMoHapa.

45. (27) Agpec n Homep TenedoHa OCHOBHOIO KOHTAKTHOIO nuua Ans nepegaydn uHdgopmaumm
OTHOCUTENBHO NEKAPCTBEHHOro npenapaTa, KIWHWYECKOro WMCCrefoBaHWss U 9KCTPEHHOrO pacKkogvpoOBaHUS
MOryT OblTb HE yKa3aHbl Ha 3TUKETKE, €eCnv MauMeHTy NpegocTaBfieHbl MHCTPYKUMS MO MPUMEHEHUIO WUn
KapTouka, Ha KOTOPOW yKa3aHbl 3TU AaHHble, a Takke AaHa UHCTPYKUUS AepxaTb UX npu cebe NoCTOSAHHO.

46. (28) OaHHble [OMKHbI ObITb NpMBEOEHbl Ha pPycCKOM N3blke. [JaHHble, yka3aHHble B NyHkTe 44
HacTosLero MNMpunoXxeHusl, AOMKHbl HAaXoOUTBLCA KaK Ha MEPBMYHOW, TaKk M Ha BTOPMYHOM ynakoBKke (Kpome
cny4aesB, onncaHHbIX B NyHKTax 47 - 48 HacToswero MpunoxeHus). TpeboBaHus K cogepXaHnio MapKUPOBKM Ha
3TMKeTKax Ha MepPBMYHON U BTOPUYHOW yMakoBKax npuBedeHbl B Tabnuue 1. Tawke Ha 3TUKeTKax MOXeT ObITb
npueegeHa Hpopmaums Ha Opyrux si3blkax.

47. (29) B cny4asx, korga uccriegyemblvi nekapCTBEHHbIN Npenapar, nepeaasaeMblil NauneHTy unu nuuy,
OCYLLECTBMAIOWEMY BBEAEHWE WCCMNedyeMoro nekapCTBEHHOro mnpenapaTa, CONpoBOXAAeTCs BTOPUYHOM
YyNakoBKOM, cofepxallen WHpopMauuio, ykasaHHyto B NyHkTe 44 Hactoswero [MpunoxeHus, MapkupoBKa
NMepBMYHON YNakoBKM (Mnn nobOro 3aneyaTaHHOro OO3WPYIOLLEr0 YCTPOWCTBA, COAEpXKallero nepBUYHYHO
yMakoBKy) JOJKHA CoAaepKaTb CrieayoLLyto MHAOopMaLmio:

a) (a) HaumeHoBaHMe (MMS) CMOHCOpPA, KOHTPAKTHOM WUCCNeaoBaTENbCKOW OpraHusaumm  unu
uccnegosaTens;

0) (b) nekapctBeHHas oopma, cnocob BBeAeHUS (MOXET He yKasblBaTbCsl AN TBepAblX NepopasbHbIX
dopM), KONMUYECTBO [O3UPOBaAHHbIX €AMHUL, M B Clyvyae MpPOBEAEHUS OTKPbLITONO MWCCNeAoBaHusA -
HavMeHoBaHue 1 (Mnun) Wndp NekapcTBEHHOrO Npenapara 1 ero A03MpPOBKY U (UNN) aKTUBHOCTD;

B) (C) HOMep cepuun 1 (UNK) kop, ANst UAEHTUMUKALMM COAEPXKMMOro 1 onepaummn rno yrnakoBke;

r) (d) Homep (Koa) wvccrnegoBaHWs, MO3BOMSIOWMKA MOAEHTUMUUMPOBaTL UCCrefoBaHUe, MeAULUHCKYIO
opraHusaumio, uccriegoBaTens U CNoHcopa, eCNK 3TO He yKa3aHo B APYroM MecTe;

4) (e) noeHTUdUKaLMOHHbIV Ko, NauueHTa u HoMep BusnTa (Npy Hanumuun).

48. (30) Ecnn nepBuYHOM ynakoBKOW SBMsieTCA OnvcTep WM oHa MMeeT Marblil pasmMep (Hanpumep,
amnyrbl, HA KOTOPbIX HE MOTYT ObITb pa3MeLleHbl AaHHbIe, YkadaHHble B NyHkTe 44 HacTtodAwero MpunoxeHus),
AorkHa ObITb MpegyCMOTPEeHa BTOPUYHAsA ynakoBKa C 3TUKETKOW, codepxallend 3Tu gaHHble. [pu aTtom Ha
NepBMYHONM YNAaKoBKE OOIMKHbI ObITb YKa3aHbl:

a) (a) HaumeHoBaHuMe (UMSA) CMOHCOPA, KOHTPAKTHOM MccnefoBaTenbCkoW  OpraHMsauun  unu
uccregosaTens;

0) (b) cnocob BBegeHuss (MOXHO He ykasblBaTb ANS TBEpAbIX MNepoparnbHbiX ¢OpM), U B cry4ae
NpOBeAEHUS OTKPLITOrO WMCCNeaoBaHusl - HaumeHoBaHue u (Mnv) wudp NekapcTBEHHOro npenapaTta v ero
[031poBKa U (UIn) aKTUBHOCTb;

B) (C) HOMep cepuun 1 (UNK) Kop, 4Nst AEHTUMUKALMM COAEPXKMMOro 1 onepauum rno yrnakoBke;

r) (d) Homep (koa) uccnenoBaHus, MO3BONSAWLUMA MAEHTUPUUMPOBATL UCCrefoBaHWe, MeAULMHCKYHO
opraHusauuio, uccriegoBaTens u CnoHcopa, ECNN 3TO He yKa3aHo B APYroM MecTe;

4) (e) naeHTUMUKaLMOHHBIN KO NauMeHTa u HoMep BuU3uTa (Mpu Hanu4um).

Tabnuua 1. CymmapHas nHcdopmMaums o MapknpoBke (MyHKTbl 43 - 48)

a) HauMeHOBaHMe (MMsa), azgpec ¥ HoMep TeJedoHa

CIIOHCOpPa, KOHTPaKTHOM MCCJIenOBaTEIbCKOM

opTaHM3aLumn VI MCCIeIoBaTeNd (OCHOBHOTO OBULIMI CJIYUAN

KOHTAaKTHOI'O JIiia OJI4a IIOJIyYeHMA I/IH@)OpMaLH/H/I ,D;J'IH HepBMHHOﬁ YIIaKOBKUM U

OTHOCUTEJIBHO JIEKAPCTBEHHOTO npenapara, BTOPUYHOM yNAKOBKM (IIYHKT

KJIVMHUYECKOT'O MCCJIeIOBaHMsa WU OIS BKCTPEHHOTO 44)
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PacKoOOMpPOBaHUSA) ;
MubpopMaumsa,
YKasaHHad B IOIOINIYHKTax
"a" <1> - "a"

I[IEPBMUHAS YIIAKOBKA
ECciM NEepBUUHYID YIaKOBKY
Y BTOPUYHYK YINaKOBKY
XpaHAaAT BMecTe (nyHkT 47)
<5>

VupopMaLmsa,
YKasz3aHHAasg B MNOIONYHKTax
0) JekapcTBeHHas ¢opmMa, crioco® BBeIOeHud, "a" <2> "" <3> "p" "p"
KOJIMYECTBO ILOOBMPOBAHHEIX eOMHNI, M B Cllydyae "o"
IpOBeleHUs OTKPEITOT'O MCCJIeNOBaHUS -
HavMeHOBaHue u  (ujiaun) inZioyel JIEKaPCTBEHHOTO
npenapaTta ¥ €ro IOO3UPOBKa U (MJIM) aKTMBHOCTD;
B) HOMeEp cepuM ¥ (MiamM) KOO IJigd MISHTUOMKALUU
COIEPXVMOTO M OIlepaluuyu 10 yIaKOoBKe;

) HOMEP (xom) MCccJenoBaHus, O3B OJISINUM
UIEeHTUQULIUPOBATH uccJenoBaHue, MeIVLIVHCKYI
opraHmM3alMio, MCClIemoBaTeyid WM CIOHCOpa, €eCiu
3TO He yKaszaHO B IOPyI'OM MecTe;

) UOEHTUOMKAUMOHHEIY KON IIallMeHTa UM HOMep
BMBUTA (IpM HaIU4UU) ;

e) damMmIMsa ¥ MHMULMAJE MCCJemoBaTesisd (eciu  He
yKal3aHo B nomanyHkrax "a" wuam "no");

X) YKaszsaHmMsa [0 MCIOJb30BAHMIO (MOXeT OBITH
NpMBEeIEeHa CCBUJIKa Ha JIMCTOK-BKJAIBU KOO IOPpyIToM
MNOSACHUTEJIbHEIM INOKYMEHT, IpeOHas3HauYeHHBM IJig
nauMeHTa WM Juila, OCYHECTBJISIETO BBeleHUe
JIEKAPCTBEHHOT'O Ipenapara) ;

3) Haanmuce "IJ8 KIMHUYUECKMUX MCCJemoBaHum";
1) YCJIOBMSA XPaHEHUI; IIEPBMUHAA YIIAKOBKA

K) CPOK MCHIOJIB30BaHMA C yKa3aHMeM Mecsdalua u BaucTeps MM yHIaKOBKU
roma TakuMM oOfOpasoM, UTOOH M30exaThb JIOOOM MaJjioTo pasMepa (IyHKT 48)
HeolpeneJjleHHOCTM (MOxXeT OBTbH ykas3aHa DaTa, Ho <5>

KOTOPOM HeOOXOIOMMO MCIOJBb30BaTh JIEKAPCTBEHHEM
npenapaT, CPOK I'OIHOCTM MJIM HaTa [IOBTOPHOIO Vudopmauusa,
KOHTPOJNA) ; ykasaHHas B IIOANYyHKTax
J1) Hamonuch "XpaHUTb B HEIOOCTYIIHOM IJid JeTeu "a' <2> "o" <3>, <4> "p"
mecTe", 3a MCKJIIOUEHUEM crydaes, Ko ma "p"o"g"
JIeKapCTBEHHBIN npenapat npelHa3HaueH s
MCIOJIb30BaHMA TOJIBKO B YCJIOBMAX CTalMoHapa

MpumeyaHus:

<1> Agpec n Homep TenedoHa OCHOBHOIO KOHTAKTHOIO nuua And MofyYyeHus  uMHdopmauum
OTHOCUTENbBHO JeKapCTBEHHOro npenapara, KIMHWYECKOro MCCrefoBaHWs M SKCTPEHHOrO  packogupoBaHus
MOXeT He cogepxaTbCsd Ha I3TMKETKEe, €Cnu nauueHTy npeaocTaBreHbl WHCTPYKUMSA MO MPUMEHEHUIO
NeKapCTBEHHOro nNpenapara WUnmu KapToyka, rae ykasaHbl 3TV JaHHble, @ Takke AaHa WHCTPYKUUS AepxaTb KX
npu cebe Bce BpeMsi (MyHKT 45 HacToswero MNpunoxeHus).

<2> He HyHO pa3mMellaTtb agpec 1 HoMep TenedgoHa OCHOBHOIMO KOHTAKTHOro nuua ansg uHdopmauum
OTHOCUTESBHO NIEKapCTBEHHOIO nNpenapara, KIMHNYECKOro NccrieqoBaHns U SKCTPEHHOrO PacKOAMPOBaHWS.

<3> Cnocob BBeAeHUSA MOXHO He yKasblBaTb Afs TBEPAbIX NepoparnbHbIX JIeKapCTBEHHbIX (OPM.
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<4> MOXHO He yKka3blBaTb NekapCTBEHHYO POPMY U KONMYECTBO A03MPOBAHHBLIX €ANHULL.
<5> Ecnu Ha BTOPUYHOWM YMakoBKe COOEPXUTCA WHopmauns, npuBedeHHas B NyHKTe 44 HacTosLlero
MpunoxeHwus.

49. (31) Ona nosiCHeHMs yka3aHHOW Bblwe MHgOopMauum MoryT BbiTb MCNONb30BaHbl CMMBOfbI UMK
nuktorpammel. MoxeT GbITb NpeacTaBneHa AONONHUTENbHas WHgoOpMaUna, npefocTepexeHna n  (unu)
WHCTPYKLUUM NO 0OpaLLEeHNIo C NNekapCTBEHHbIM MpenapaToM.

50. (32) B cnyyae npoBegeHus KNMHUYECKUX UCCrefoBaHUA, Koraa:

a) HeT HeobXoOUMOCTH B OTAENbHbIX NPOLIECCax NPON3BOACTBA UM YNAaKOBKY;

©) Npu nccnegoBaHMM UCMONbB3YIOTCH fNleKapCTBEHHbIE CPEACTBa, 3aperncTpMpoBaHHble, NPOV3BEAEHHbIE
UM UMNOPTUPOBAHHbBIE B COOTBETCTBUUN C 3aKoHOoAaTenbcTBOoM Poccuiickon ®epepaumu;

B) B MCcneaoBaHuv NPYHMMAIOT yd4acTue naumeHTbl ¢ TeMu 3aboneBaHusiMKU, KOTOpble COOTBETCTBYIOT
NokasaHUAM K NPUMEHEHNI0, YTBEPXXAEHHbIM NPU perucTpaumu,

- Ha NePBUYHON YNaKkoBKe Tak, Y4TOObl He 3aKpbiTb OPUrMHArNbHYH ITUKETKY, AOMOSHUTENBHO LOJIKHbI
ObITb MPUBEAEHDI CrieayoLmne AaHHbIE:

(i) HasBaHMe (MMs) cNoOHCOpa, KOHTPAKTHOW UCCIe4OoBaTENbCKOM OpraHn3aumm unm nccnegoBartens;

(i) Homep (kog) wuccnegoBaHMs, MNO3BONAWNMA  NMOEHTMDUUMPOBATL MEOULMHCKYID OpraHusauuio,
uccriegosatens u cybbekta nccregoBaHus.

51. (33) Ecnn HeoOxoguMMO W3MeHMTb [aTy, OO KOTOPOW MOXET WCMNOoNb30BaTbCA MCCNeayeMbIi
NeKapCTBEHHbIN MNpenapaTt, Ha YMNakoBKy [OMkHa OblTb HaHeceHa [JononHuWTenbHas aTuvkeTka. Ha
OOMONTHUTENBHON 3TUKETKE [OIbkHa OblTh yKasaHa HOBas gata, OO KOTOpOM [JOMycKaeTcs MCMonb3oBaThb
nekapCTBEHHbIN npenapar, a Takke MOBTOPHO yka3aH Homep cepun. [ONOMHWUTENbHYI STUKETKY MOXHO
HakrneuBaTb NOBEPX CTApON AaTbl UCMOMb30BaHNsA, HO OHa He OOMKHa 3aKkpbiBaTb MCXOOHbLIN HOMEp cepwuu,
KOTOpbIN Heobxoaum [Ons  KOHTpoOns kayecTBa. HaHeceHwe  OOMOMHUTENBHOW  3TUKETKM  LOKHO
OCYLLECTBMAATLCA OpraHu3auusmy, UMeLWnMn NUUEH3NI0 Ha NPOU3BOACTBO JEKAPCTBEHHLIX CPeacTB unu
NMLEH3MI0 Ha hbapMaLleBTUYECKYIO AEATENbHOCTb (XpaHEHME NEKAPCTBEHHbBIX MpenapaTtoB ANs MeaMLMHCKOro
npuMeHeHus). [lpun HeobXoOUMOCTM HaHeceHue [AOMOMHUTENbHOM 3TUKETKU MOXET OCYLLIEeCTBNATLCA B
MEeOULMHCKOWN opraHusauum dapmaueBTUYeckMM paboTHMKOM AaHHOW OpraHvM3aumyM Unm Mnof ero KOHTPOMeM,
nmmbo  MeauuUMHCKMM  pabOTHMKOM  MEOMLMHCKOM OpraHu3auum B COOTBETCTBMM C  TpeboBaHuAMMU
3akoHogaTtenbcTBa Poccunckon ®efepauun. Ecnn 3T0 HEBO3MOXHO, HaHeCeHWe OOMOSTHUTENbHOW STUKETKU
MOXXET OCYLLECTBNSATb MOHWUTOP KIMMHUYECKOro UCCNeaoBaHNs, KOTOPbIN MpoLlen COOTBETCTBYlOLlee 00y4veHue.
YKasaHHyto onepaumio HE0OX0AMMO NPOBOAUTL B COOTBETCTBUM C HacTosAWMMM [NpaBunamu, cneumanbHbiMU U
CTaHZapTHbIMY ONepaLUoOHHBIMK MpoLedypaMn, a Npu HeobXxoouMOCTU nepefaBaTb WX BbIMOJSIHEHME OPYron
opraHu3auum no gorosopy. lNpoBegeHvne ykasaHHOW onepauuy OOIDKEH KOHTPONMPOBAaTb ApPYron paboTHWK.
HaHeceHve 4ONONHUTENBHOW 3TUKETKM AOIMKHO ObiThb TLATENbHbIM 06pa3oM OPOPMAEHO OOKYMEHTANbHO Kak
B AOKYMEHTaX KIIMHUYECKOro nccneaoBaHns, Tak U B JOCbE Ha CEpUIO.

VIII. KOHTPOIb KAHECTBA

52. (34) MockonbKy npouecchl MOryT ObiTb HE OKOHYaTENbHO OMPeneNieHbl UM He B MOSTHOM Mepe
BanNnanpoBaHbl, HEOOXoaANMO yaensTb 0coboe BHMMaHME UCMbITaHUSM ansa obecneyeHns rapaHTum TOro, YTo
Kaxkgasa cepusi NPoayKLuun COOTBETCTBYET cneLmdukalmn.

53. (35) KoHTpornb kadyecTBa HEOOXOOUMO OCYLLECTBNATL B COOTBETCTBMU C [OCbE Ha JIEKAPCTBEHHbLIN
npenapart. lNponsBoanTenb OOMKEH MPOBOAUTL NMPOBEPKY 3(PMEKTUBHOCTU KOOUPOBAHUSA W AOKYMEHTarbHO
ohopMnATb ee pe3ynbTaThl.

54. (36) Ob6pasupl nccreqyembix NEKAPCTBEHHbIX MpenapaTtoB [OMKHbI XPaHUTBCS B OBYX LEenax: Ans
obecneveHnss Hanmuma obpasua Ana aHanuTUYECKMX UcnbiTaHui M ang obecneyeHuss Hanuums obpasua
rOTOBOrO NleKapCTBEHHOrO npenapara. Takum o6pa3om, 0bpasLibl MOXHO pasaenuTb Ha ABe KaTeropum:

KOHTPOIbHbIA 06pasel, - 0bpasubl CEPUN UCXOLHOTO ChIpbs, YNAaKOBOYHbLIX MaTepManoB, NeKapCTBEHHOMO
npenapata B MEPBMYHON YNakoBKE WM TOTOBOrO JIEKAPCTBEHHOrO MpenapaTta, KOTOpble XpaHAaT Ans
NpoBeAEHUS aHanu3a B Criyvae BO3HUKHOBEHMS Takon HeobxogumocTu. lNpoun3BoauTenb OOMKEH COXPaHATb
0ob6pasLbl C KpUTUYECKNX MPOMEXYTOYHbBIX CTaAMn (HanpmMMep, co CTaaui, Nocne KOTOpbIX MnpegycmatpuBaeTcs
npoBeAeHne aHanUTUYECKMX UCCNEAOBaHMI U Bblgaya paspeLlleHnii Ha BbIMyCK) M 06pasubl MPOMEXYTOYHbIX
NpoAdyKTOB, KOTOpblE MOCTaBMSATCA 3a npedenbl 30Hbl KOHTPOMNS MNpouM3BOAMTENs, €cnv 3TO no3Bonset
cTabunbHOCTb 06pasLoB;

apxuBHbIA 06paseL, - obpaseL, B OKOHYaTENbHONM YNakoBKe, OTOOPaHHbIA U3 Cepuu FOTOBOM MPOOYKLUUN.
Ero xpaHAT B uensx nogTBepXaeHnss MOeHTUYHOCTU. Hanpumep, B TeYeHWe cpoka XpaHEeHust cepuy MOXEeT
notpeboBaTtbcs ocmoTp obpa3sua MM ynakoBKW, MapKMPOBKW, WHCTPYKUMM MO MPUMEHEHMWIO, MOoNydYeHune
MHbopmMaLmmn 0 HOMepEe Cepum U CpoKe rogHOCTH.
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55. Bo MHOIMX criyqasix KOHTPOISbHbIE U apXUBHble 00pa3Libl TOTOBOM NPOAYKLMN UOEHTUYHBI U ABMSOTCA
eOVHVLaMM NPOAYKLMN B OKOHYaTENbHOW YMakoBKe. B Takux criyyasix KOHTPOSIbHbIE W apxMBHble 0bpa3upl
MOTyT paccMaTpuBaTbCs Kak B3aMMo3aMeHsiemMble. KOHTpoOnbHble M apxuBHble 0Opasubl uccregyemoro
neKkapCTBEHHOrO npernapata, B TOM 4uCMe 3aKoAMPOBAHHOIO JIeKapCTBEHHOro npenapaTa, LOJIKHbI
COXPaHATbCA He MeHee [AByX IleT Mocrne 3aBeplleHuss WM MpekpaweHus MocnegHero KnMHUYEeCKoro
uccnenoBaHus, B KOTOPOM UcCNonb3oBanacb faHHasa cepust (B 3aBUCMMOCTUM OT TOrO, Kakon u3 nepuonos
JonbLue).

56. MNMponssoanTenb AOMKEH YAENATb BHUMAHNE XPAHEHMIO apXMBHbIX 00pasLoB A0 Tex Mnop, noka He
OyOeT cocTaBneH OT4yeT O KIMHMYECKOM WCCrefoBaHuu, Ansg obecneyeHuss BO3MOXHOCTM MNOATBEpPXOEHMUS
MOEHTUYHOCTU NEKApPCTBEHHOIO npenapaTta, YTo HeobXxoauMo Npu paccrnefoBaHNsX HENPeABUOEHHbIX CIydYaes
U NPOTMBOPEYMBbLIX PE3YNbTATOB TaKMX UCCIELOBaHNN.

57. (37) MecTo XpaHeHMs KOHTPOIbHbLIX Y apXMBHbIX 06pa3LoB AOMKHO ObiTb ONpeaeneHo B cornalleHum
Mexgy CMnoHcopoM K npousBoguTenem(simu). K Takum mMectam HeobxoaMmo obecneyntb CBOEBPEMEHHbLIN
OOCTyN NpeAcTaBUTENEN YNONHOMOYEHHOTO hefiepanbHOro opraHa UCMoNMHUTENBHOW BNAacTy.

58. KoHTpornbHble 00pasubl rOTOBOro JIeKapCTBEHHOMO NpenapaTta AOMMKHbI COXpaHATbCA B Poccuickom
depepaumm unu B TpeTben cTpaHe, ecnn mexay Poccuinckon degepaumein 1 TpeTbel CTPaHOW-3KCMOPTEPOM
CYLLECTBYIOT COIMalleHUsl, KOTOpbl€ rapaHTUpPYlT, 4YTO MPOU3BOAUTENb WUCCNEeAyeMOro IieKapCTBEHHOMO
npenapaTa npuaepXxmnBaeTca NnpaBun Haanexatlero NPon3BoACTBa, TpeboBaHMsA KOTOPbIX HEe HUKe TpeboBaHMM
HacToAwmx [lpaBun. B  UCKMIOYUTENBHBLIX Crydasix KOHTPOSibHble 00pasubl rOTOBOrO  NEKapCTBEHHOMO
npenapaTa MOryT XpaHUTbCS y NPOU3BOAUTENST B TpeTben CTpaHe. B ykazaHHOM crnydae 3ToO OOMKHO ObITb
0060CHOBaHO M [JOKYMeHTanbHO OQOpPMIIEHO B BWAe COMMalEeHNss Mexgy CMNOHCOPOM, WMMIOPTEPOM B
Poccuiickyto ®egepaumto n Nnpon3BoanTeNeM NEKapCTBEHHONO Npenapara B TPeTbeln CTpaHe.

59. Konm4ecTBO KOHTPOSbHbIX 06pa3LoB AOMKHO ObiTb 4OCTATOYHbIM ANsi NPOBEAEHUS HE MeHee [OBYX
MOMHbIX aHanNUTUYECKMX UCCNEeaoBaHWMMA Cepuu NPoayKUUM B COOTBETCTBUM C TpeboBaHMAMM [OCbe Ha
nekapcTBeHHbIN Npenapat, N04aHHOro B YNOMHOMOYEHHbIN doefeparnbHbli opraH UCNONHUTENBHON BNacTn Ans
nonyyYyeHns paspeLleHnst Ha NpoBefeHNe KITMHUYECKOro NCCNESOBaHNS.

60. [Ins apxvBHbIX 00OpasLOB [OMYyCKAETCA XpaHUTb WMHAPOPMALMIO B OTHOLUEHUW OKOH4YaTEeNbHO
yMakoBaHHbIX e4VHWL, JTeKapCTBEHHbIX MpenapaTtoB B BUAE MUCbMEHHbIX WM 3NEKTPOHHbIX 3anucen, ecnuv
Takue 3anucy obecneumBaroT 4OCTATOUYHYO MHGOpMauuio. B nocnegHem criydyae cuctema XpaHeHus OOJSbKHa
COOTBETCTBOBaTb TpeboBaHUsM, ycTaHoBMNEeHHbIM [MpunoxerHnem N 11 k HacTtoswum MNpasunam.

IX. BbIOAYA PA3PELUEHUA HA BbIMYCK CEPUW

61. (38) He gonyckaeTtcs Bblgada paspeLleHms Ha BbiMyCK MCCeayeMbiX NIEKapCTBEHHbIX NpenapaTtoB Ao
TeX nop, Nnoka yrnoriHOMOYEHHOE NMLO He YAOCTOBEPUT BbINOMIHEHUE YCTAHOBMEHHbIX TpeboBaHWMi C yd4eToMm
NONOXeH, NpegyCMOTPEHHbIX NyHKTamMKn 62 - 63 HacTosLwero MNpunoxeHuns.

62. (39) Ha BbINONHEHWE YMONTHOMOYEHHBLIM JIMLOM CBOMX OOSI3aHHOCTEW B OTHOLLUEHWM WUCCREeLyeMbIX
nekapcTBeHHbIX NpenapaToB BNNAIOT pa3sHble hakTopbl, KOTOPbIE NEPeYNCeHbl HUXE:

a) nekapCTBEHHbIV npenapart npou3sedeH B Poccuiickon ®Pepepaumun, HO He 3apeructpupoBaH B
Poccunckon ®egepauun: npy nogaye 3asiBMEHWS Ha Bbldady paspelleHvs Ha npoBedeHue  KITMHMYECKOro
uccrnegoBaHusa HeobxoaMmo yAOCTOBEPUTb, YTO MCCredyeMbll NEeKapCTBEHHbIN MnpenapaTt npou3BeneH u
NpOBEPEH B COOTBETCTBUM C TpeboBaHMAMU HacToAWwmMX [MpaBun, Aocbe Ha NekapCTBEHHBIN Npenapar, a Takke
4yTO WMeeTcs  COOTBETCTBYOLWAA WHDOPMauMs, nNpeaocTaBneHHas  CMOHCOPOM  YMOSTHOMOYEHHOMY
denepanbHOMy opraHy UCMOMNHUTENbHOW BNAaCTW;

©0) nekapCTBEHHbIV NpenapaT 3apeructTpmpoBaH B Poccuickon degepaumm, NOCTaBNsAeTCA opraHu3aumnemn
ONTOBOW TOProBnn, kKoTopas Haxoantca B Poccuinckon depepaunm, He3aBUCMMO OT TOro, rge npou3BoaMTCS
nekapCTBEHHbIN NpenapaT: OeNCTBYOT TpeboBaHus, NepedmcneHHble B NognyHkTe "a" HacTosawero nyHkTa, HO
o6beM NpedocTaBrneHHbIX AaHHbIX MOXET OblTb OrpaHMyeH noATBEpPXAEHUEM TOro, YTO NeKapCTBEHHbIN
npenapaT COOTBETCTBYET 3asBMNEHUIO Ha BblAadvy paspeLleHus Ha npoBedeHne KNMHUYECKOro UCCnefoBaHnsa U
nobon nocnegyowen obpaboTkn € LEenblo KOOMPOBAHWUS, OCYLLECTBIIEHUS CMNELManbHOM YMaKOBKM WNn
MapKMPOBKM ANs 3TOro uccrieqoBaHus. [locbe Ha NeKapCTBEHHbIV Npenapart Takke MOXET ObiTb OrpaHUyYeHHbIM
no o6bemy (NyHKTbl 24 - 26 HacToswero Npunoxenuns);

B) NeKapCTBEHHbIN npenapaT MMMOPTUPOBaH HEMNOCPEACTBEHHO W3 TPETbEN CTpaHbl: HeobxoaMmo
NOATBEPAMUTL, YTO OH NPOM3BEAEH U MPOBEPEH B COOTBETCTBUM C NpasBunamMm Hagnexaiwiero npovsBOACTBa,
TpeboBaHMsA KOTOPbIX HE Hke, YeM TpeboBaHust HacToAwwmx NpaBun, AoCbe Ha NeKapCTBEHHbIN NpenapaT, a
TaKkKe 4YTO MMeeTCs COOTBeTCTBYyWLWas WHdopMauus, npefocTaBrieHHas CroHCOPOM  YNONTHOMOYEHHOMY
dhegepanbHOMy opraHy WCMNOMHUTENbHOW BMAcTW Mpu nojadvye 3asdBfeHUs Ha Bblady paspelleHust Ha
npoBefeHne KNUHWYecKoro mccrnepgoBaHus. Ecniv muccnegyemble nekapcTBeHHble npernapaTbl BBe3eHbl U3
TpeTben CTpaHbl U ABMASIOTCA OOBLEKTOM cornalwleHusi, NpuHsaToro mexay Poccuiickon ®epepaument n aton
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CTpaHoW, Hanpumep TakuM, Kak cornawleHue O B3auMHOM npusHaHuu, noboe nogobHoe cornalleHve
npegycmatpuBaeT NpuMeHeHne TpeboBaHUM B OTHOLLEHUN 3TOrO JIEKAPCTBEHHOrO MpenapaTta, He HWXE, YeM
TpeboBaHus HacTosAwmx [Npasun. MNpu OTCYTCTBUM COrnalleHns O B3aUMHOM MPU3HaHUN YMOSTHOMOYEHHOE NULO
Ha OcHoBe WH(OpMaUMM O CUCTEME KayecTBa MpPOWM3BOAUTENS [AOMKHO YCTAHOBWUTb, YTO MPUMMEHSAITCA
TpeboBaHusa He Hxe, YeM TpeboBaHua HacToAwmX MpaBun. BTy MHOPMAaLMIO, Kak MpaBumo, Nofy4varT nyTem
yyacTusi B aygute hapmaLeBTUYECKON CUCTEMBI KadyecTBa npoussoauTeneii. 1 B nepsoM, 1 BO BTOPOM Cry4ae
YMOSTHOMOYEHHOE NUUO MOXET  BbINOMHUTL  OLEHKY COOTBETCTBMS Ha OCHOBaHWM  JOKYMeHTauuu,
NpefoCTaBNEHHOW NPOM3BOAUTENEM U3 APYron cTpaHbl (MyHKT 63 HacToswero MNMpunoxeHus);

r) Npy BBO3€e NpenapaToB CPaBHEHWs!, KOr4a HEBO3MOXXHO rapaHTUPOBaTh, YTO Kaaasi cepusi NpoayKLuu
Obina npov3BegeHa B COOTBETCTBUM C TpeboBaHWsAMM He HWxke, 4vem TpeboBaHusa Hactoswwmx [Npasun,
YMOSTHOMOYEHHOE NULIO AOMKHO NOATBEPANTL, YTO KaxKAas NponsBedeHHasa cepus npoLurna Bce Buabl KOHTPOMs
N UCMbITaHU, HeobxodMMbIX ANS MOATBEPXKOEHWUS ee KayecTBa, a Takke YTO MMeeTCs COOTBEeTCTBYHLLas
nHdopmaums, npegocTaBrieHHass CMOHCOPOM YMNOMHOMOYEHHOMY befepanbHOMYy OpraHy WCMOSTHUTENbHOM
BMacTu Npuv nogaye 3asiBieHNs Ha Bbiayy paspeLlleHns Ha NpoBeAeHNE KITMHUYECKOrO NCCNeaoBaHuns.

63. (40) MNpwu oueHke KaXxgon cepumn NPOAYKLUKN Nepesq Bblgayen paspelleHns Ha BbIMyCK OOMKHbI ObiTb
paccMOTpeHbI crneaytome akTopbl, 06CTOATENBCTBA U JOKYMEHTbI:

AOCbe Ha ceputo, B TOM 4YuUCne 3anncu Mo KOHTPOMK KayecTBa, 3annucu Mo KOHTPOMK B npouecce
NpOM3BOACTBA U 3anuUCcU paspeLleHnss Ha BbINycK, CBUOETENbCTBYIOWMNE O COOTBETCTBUM Cepumn MpoayKuuu
A0Cbe Ha NnekapCTBEHHbIV Npenapar, 3akasy, MPOoTOKONY UCCNefoBaHuA U Kody paHgomusaumun. B 3Ty 3anucu
OOMKHbI ObITb BHECEHbLI BCE OTKIMOHEHWS UM BHECEHHbIE B NNIAHOBOM MOPSAAKE W3MEHEHWsl, a Takke nobble
OOMONTHUTENbHbIE MPOBEPKM UMK UCTbITaHWSA. 3anucy AOMmMKHbI OblTe MOMHLIMU W AOMKHbI OblTb COrfacoBaHbl
nepcoHanom, ynosIHOMOYEHHbIM Ha 3TO B COOTBETCTBUM C dapMaLieBTUHECKON CUCTEMON KavecTBa;

yCNoBUS NPON3BOACTBA;

AaHHble 0 Banugauun obopyaoBaHus, NpoLEeCcCoB N METOOMK;

npoBepKa OKOHYaTENbHOW YNaKoBKY;

pesynbTatbl NOObIX aHaNM30B WNW  WUCMbITAHUIA, MPOBEAEHHbLIX MOCME WUMMOPTUPOBAHUSA, €cnu
HeobxoauMmo;

OoT4eThl 0 CTabunbHOCTY;

AaHHble O MOCTaBLUUKE U MPOBEPKE YCNOBUN XPAHEHNSI U TPAHCNOPTUPOBKMY;

oT4eThl 06 ayauTax CUCTEMbI Ka4ecTBa NPON3BOANTENS;

OOKYMEHTbI, noATBepXaatoLmne npaso NPousBoAUTENSA Ha MPOU3BOACTBO UCCNeayeMbIX IeKapCTBEHHbIX
npenapaTtoB (BKNoYas npenapatbl CPpaBHEHWs!) Ha 3JKCMOPT, BblAaHHbIE YMOMHOMOYEHHBIM dedeparnbHbIM
OpraHoM UCMOMHUTENBHOW BNacTu;

TpeboBaHNst HOpMaTMBHbIX NMPaBOBbIX akToB Poccuiickon degepaumy B OTHOLUEHUM PErMCTPaLMOHHOIO
Aocbe, npuMeHsemble TpeboBaHua HacToAwmx [lpaBun u nobble NOATBEPXKAEHUA YNOFTHOMOYEHHOrO
deaepanbHOro opraHa UCNOMHUTENBLHOW BNacTy 0 cobnoaeHnn TpedoBaHnin Hactoswmx MNpasun;

WHble pakTopbl, KOTOPbIE YNONHOMOYEHHOE NULIO CYUTaET 3HAYMMbIMWN B OTHOLLEHUWN Ka4yecTBa CEPUN.

64. 3HauMMOCTb BbILLENPUBELAEHHBIX (PAKTOPOB 3aBMCUT OT CTpaHbl, B KOTOPOW Mpou3BogAT
neKkapCTBEHHbIV  npenapaTt, npou3BoauTensi, cTaTtyca perncrpauumM  fieKapCTBEHHOro  npenaparta
(3apeructpupoBaH nn oH B Poccuinckon ®epepaumm nnm B TpETbUX CTpaHax), a Takke OT asbl KIIMHUYECKON
paspaboTku. CnoHCOp AOIMKEH rapaHTMpOBaTh, YTO BCe (hakTopbl, MPUHATLIE BO BHUMAaHWE YMNOMHOMOYEHHbIM
NWLOM, BbINOMHSIOWMM OLEHKY Cepuu, COOTBETCTBYIOT MHAOPMaLMuU, NpefoCTaBfeHHON YNOMHOMOYEHHOMY
dhegepanbHOMY OpraHy WUCMOMHUTENBHOW BRacTy nNpu nogadye 3asBfieHWs Ha Bblgadvy paspelleHus Ha
NpoBeAEeHNE KITMHNYECKOro uccregoBaHus (MyHKT 68 HacToswero Mpunoxexus).

65. (41) Ecnu uccrnegyemMble nekapCTBEHHblEe NpenapaTtbl MPOU3BOAAT M YMAKOBbLIBAKOT HA pPasHbIX
yyacTKax, 3a KOTOpble HECYT OTBETCTBEHHOCTb pasHble YMONHOMOYEHHblE Nuua, AOIDKHbI ObiTb COGNIOAEHBI
TpeboBaHus, yctaHoBneHHble [NpunoxeHnem N 16 k HacTosawmMm MNpasunam.

66. (42) Ecnn HacTtosiwumm MNpaBunamun, a Takke MHbIMWU HOPMaTUBHLIMU NPaBOBbLIM akTam Poccuickom
®egepaumn nNpegyCcCMOTPEHO OCYLLECTBMEHNE onepauun Mo YNakoBke WM MapKMpoBKE B MeOULMHCKOW
opraHusaumm apMaueBTU4EeCKUM pabOTHMKOM WNW Mog ero KOHTposem, nMbo MeauuMHCKUM pabOoTHUKOM
MEOULMHCKON OpraHv3aumv, YOOCTOBEPEHMS OaHHbIX Onepauui yrnorHOMOYEHHbIM NnUoM He Tpebyetcs.
OpHako CrnoHcop HeceT OTBETCTBEHHOCTb 3a obecrneveHue Hagnexallero AOKYMeHTanbHOro odgopMieHus
OaHHOW [esaTenbHOCTU, COOTBETCTBME TpeboBaHuAM HactoAwmx [MpaBun i npy HEOBXOAMMOCTU OOIDKEH
NPOBOAMUTb KOHCYNbTaLMM C YNONHOMOYEHHbBIM NIULOM.

X. TPAHCIOPTMPOBKA

67. (43) Viccneayemble nekapCTBEHHbIE Npenapatbl JOMMKHbI OCTaBaTbCA MO KOHTPOSieM ChnoHcopa Ao
3aBepLieHunsa ,EI.ByXSTaI'IHOIZ npouenypbl Bbldayn paspelleHna  Ha BbIMNYyCK: OLIeHKMN COOTBETCTBUA
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YMOSTHOMOYEHHbIM NIULIOM W Bbia4yn CMIOHCOPOM paspeLleHns Ha BbIMyCK AfS UCMOMb30BaHUA B KITUHUYECKOM
nccnegoBaHWM nocrne cobniogeHus ycTaHoBMeHHbIX TpeboaHui. Oba aTana 4OMmKHbI ObiTb  OOPMMEHbI
AOKyMEHTanbHO, a 3an1Mcy AOMMKHblI XPaHUTLCSA HEMOCPEACTBEHHO Y CMIOHCOpa UK y nvua, KoTopoe AencTeyeT
OT €ro UMeHW.

68. (44) TpaHCNOPTUPOBKY MCCreQyeMbIX NEKAPCTBEHHbIX MpenapaToB HEOOXOAMMO OCYLECTBNATH B
COOTBETCTBMMU C UHCTPYKLUMAMMW, NPESOCTaBNEHHLIMWN B pacropsKeHne COHCOPOM UNN NULOM, AENCTBYOLLUM
OT €ro UMeHW.

69. (45) [lo nocTaBku Uccneayembix NekapCTBEHHbLIX MPenapaTtoB K MeCTy NPOBEAEeHUs UCCNeLoBaHUn
OOIMKHbl ObITb YCTaHOBMEHbl MpaBwWia MO PacKOOMPOBaHWIO NeKapCTBEHHbIX MpenapaToB MepcoHanom,
NMEOLLMM COOTBETCTBYIOLLME NOMHOMOYNS.

70. (46) Heobxogmmo xpaHWTb NOAPOOHLIA MNepeyvYeHb OTIPYXKEHHOW MPOAYKUUW, COCTaBMEHHbIN
npoussogutenem unu umnoptepom. Ocoboe BHUMaHUe TpebyeTca yaensiTb TOYHOCTU yKa3aHUs HaVMEHOBaHUS
W agpeca nonydvaTens.

71. (47) Tlepepayy wuccrnegyemblx neKapCTBEHHbIX MpenapaTtoB M3 OQHOr0 MecTa MpoBeAeHus
nccnegoBaHWiA B gpyroe Heobxooumo MpPOBOAMTL TOMbKO B MCKMUMTENbHBLIX chyyasx. [lopsgok Takow
nepegayn OOIMKeH ObITb YCTAHOBIEH CTaHOAPTHOW onepauuoHHOW npouegypon. Heobxogumo npoBeputb
COBOKYMHOCTb MMEIOLLNXCSA O NeKapCTBEHHOM npenapaTte CBeAeHU 3a TOT nepuof, Korga OH HaxOAuIics BHe
KOHTpOMs NPOU3BOAUTENS, HAaNpMMep, C NOMOLLBLI0 OTYETOB O MOHWUTOPUHIE KIMMHUYECKUX WCCNedoBaHUn unu
perMcTpaumm yCrnoBun XxpaHeHns Ha npeaslgyliemMm MecTte NpoBefeHnst uccnefoBaHnin. Takas npoBepka AOImKHa
YyUnTbIBaTbCA MPWU OLEHKEe BO3MOXHOCTW nepedadu npoaykumm. K yvactmio B npoBepke Heobxoammo
npuBnekaTb yNornHoOMo4YeHHoe nuuo. Npy HeobXxoAMMOCTHN NekapCTBEHHbIN Npenapart AorkeH ObiTb BO3BpaLLeH
NPON3BOAMTENIO ANs MOBTOPHOW MapKUPOBKM M AN €ro OUEHKU YMONMHOMOYEHHbIM nuuoM. Heobxogumo
XpaHuTb 3anucu n obecneymBaTb NOMHOE OTCNEXMBaHWE NOAOOHbIX Nepeaad.

XI. NPETEH3UN

72. (48) BoiBogbl no pesynbTatam no6oro paccrnegoBaHusi, NPOBEAEHHOIO B CBA3W C MNOCTYMIeHUeM
NMpeTeH3nKn Mo KayecTBYy NEKAapPCTBEHHOro npenapaTa, paccMaTpuMBaloTcs NPOU3BOAUTENEM UMM MMMNOPTEPOM U
CMOHCOPOM (€Crnn 3TO HE OLHO U TO Xe Nuuo). B aTOM O0SMKHBI y4acTBOBAThL YMOSIHOMOYEHHOE NMLO U Nuua,
OTBETCTBEHHbIE 3a NPOBELAEHNE COOTBETCTBYIOLLEIO KIMMHNUYECKOrO UCCIefoBaHUs, YTOObl OLEHUTL BO3MOXHOE
BMNUSIHNE NPETEH3MM Ha KIMHNYECKOEe uccrenoBaHue, pa3paboTKy NekapCTBEHHOMO Npenaparta 1 NaluMeHToB.

Xll. OT3bIBbl 1 BO3BPATbI
OT3bIBbI

73. (49) MNopspok oOT3biBa UcCCnefyeMblX MNeKapCTBEHHbIX MNpenapaTtoB W €ro  [OKyMeHTanbHOro
ohopMIeHNst AOMKeH ObITb COrnacoBaH Mexay CMNOHCOPOM M NPOM3BOAMTENEM UMM MMMOPTEPOM (eCnn 3TO He
OOHO M TO xe nuuo). WccnegoBaTternb M MOHWUTOP KIMHUYECKOTO WMCCeOBaHUs OOSDKHbI MOHMMAaTb CBOM
0693aHHOCTM NP BbINONIHEHUN OT3bIBA.

74. (50) CnoHcop JOMmKeH rapaHTUpoBaTh, YTO MOCTaBLUUK MNto6Oro npenapara CpaBHEHUA WUNN OPYrux
nekapcTBEHHbIX NpenapaToB, UCMOSb3yeMbIX B KNMMHUYECKOM UCCNeaoBaHUW, UMeeT CUCTEMY AN U3BeLLeHUst
cnoHcopa 0 HeobxoAUMOCTM OT3biBa NOOOro NOCTaBNEHHOrO NIeKapCTBEHHOIO NpenapaTa.

BosBparthl

75. (51) Bosspat nccnegyembix nekapCTBEeHHbIX NpenapaToB AOMKEH OCYLLECTBNATLCA B COOTBETCTBUM C
TpeboBaHNsAMM CNOHCOpPA, YCTAHOBNEHHbLIMW B COOTBETCTBYHOLLMX NpoLeaypax.

76. (52) BosBpalleHHble uWccrnegyemble JeKapCTBEHHble MpenapaTtbl  AOMKHbl  ObiTb  YETKO
naeHTudnumpoBaHbl. OHW OOMKHbI XpaHWUTBCA B CMeuuanbHO MpeaHa3HaYeHHOW KOHTPONMPYEeMOW  30He.
Heobxoammo coxpaHaTb 3anMcu No y4eTy BO3BpaLLeHHbIX NlekapCTBEHHbIX NpenapaTos.

X, YHUHTOXEHUE

77. (53) CnoHcop HeceT OTBETCTBEHHOCTb 3a YHUYTOXEHME HENCNONBb30BaHHbIX M (M) BO3BPALLEHHbIX
nccnefyeMblx NekapcTBEHHbIX NpenapaToB. He [OonyckaeTcs YHUUTOXEHWE WCCreayemblX eKapCTBEHHbIX
npenapatoB 6e3 nony4yeHust NMCbMEHHOTO pa3peLLeHUs CMIOHCopPa.

78. (54) [Insa kaxxgon MeguLMHCKOM OpraHu3auum, NpoBoasLLEN KITMHUYECKOE UCCneaoBaHMe, U Kaxgoro
nepvoaa NccnefoBaHns CMOHCOP UMK NMUO, AENCTBYIOLLEE OT €ro UMEHW, OOMKeH (OUKCUPOBaTb, COCTaBMATb

KoHcynbTaHTlINOC

www.consultant.ru CrpaHvua 147 n3 170
HafeXxHasa npaBoBan noaAepXXkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MNpukas MuHnpomTtopra Poccum ot 14.06.2013 N 916

(pea. ot 18.12.2015) [JoKyMeHT npepocTasneH KoHcynbranTaoC
"O6 yTBepXaeHUM MNpaBu HaaneXxallen Npon3BoACTBEHHON M... Aata coxparennsa: 29.01.2016

GanaHc ¥ npoBepsiTb KONMWYECTBO WCCNEAYyeMOro IeKapCTBEHHOro npenaparta, KoTopoe MNOCTaBneHo,
MCMONb30BaHO M BO3BPALLEHO. YHUUTOXEHNE HENCMONb30BaHHbIX MCCreayeMblX NeKapCTBEHHbIX MnpenapaToB
AnNs faHHOW MEAWLMHCKOW OpraHvM3auuMn unu JaHHOrO nepuopa MCccrefoBaHWi [OMyCKaeTcs OCYLUeCTBNAATb
TONBKO Nocne Toro, kKak ByaeT NpoBeAeHO paccnefoBaHve, NpeaoCcTaBneHo YA0oBNeTBOpuTenbHOe O6bACHeHne
nobbIM HECOOTBETCTBMSAM, @ Takke COCTaBfieH MaTtepuanbHbli OanaHc. [lokyMeHTanbHOe odopmneHve
onepauuin Mo YHUYTOXEHUIO FNEeKapCTBEHHOro npenapata HeobxoaMMo BeCcTM Takum obpasom, 4Tobbl
CyLLlecTBOBana BO3MOXHOCTb NOArOTOBUTL OTYET 060 BCex onepaumsix. 3anncu no YHUUYTOXEHMI0 Heobxoanmo
XpaHWTb Yy CrioHcopa.

79. (55) B cnyyae yHUUTOXEHMS MccregyemblX NeKkapCTBEHHbIX MpenapaToB CMOHCOPY AOMKeH ObiTb
npeAcTaBneH akT C ykazaHneMm AaTbl Ui MHOW AOKYMEHT 06 yHUYTOXeHUW. B 3TUX AOKyMeHTax AOMmkHbl BbiTb
yKasaHbl HoMepa cepui 1 (Unu) Koabl NaumMeHToB (IMbo obecnevyeHa BO3MOXHOCTb MX OTCREXMBAHNWSA), a Takke
KONMYECTBO YHUUTOXEHHbIX NeKapCTBEHHbIX NpenapaTos.

Mpunoxexne N 14
Kk MNpaBunam Hagnexatuen
NPON3BOACTBEHHOWN MPAKTUKK

NnPOM3BOAOCTBO .
JIEKAPCTBEHHbIX MPEMAPATOB, NMONYYAEMbIX N3 JOHOPCKOW KPOBU
W MNA3MbI

|. TEPMWHbI N OMNPEOENEHNA

1. Onsa uenen HacToswero MNMpunoxeHus NCNOMNb3yTCA CreayoLmne OCHOBHbIE NOHATUS:

KOMMOHEHT KPOBM - TepaneBTUYeckasd COCTaBNALWas KPOBU (3pUTPOLNTLI, JIENKOUUTBLI, TPOMBOLUTBI 1
nnasma), kotopast MOXeT OblTb NOArOTOBMNEHA Pa3NMYHBIMU METOAAMU;

KpOBb - LiefnbHas KpoBb, KOTOpasi B3sATa y AoHOpa 1 obpaboTaHa Anga TpaHcdysmn unm ans ganbHenLwero
Npon3BOACTBA;

rnekapCTBeHHble Npenapatbl, MoflydaemMble U3 [OOHOPCKOM KPOBM WM MNNasMbl - JIEKAPCTBEHHbIE
npenapaTbl HA OCHOBE KOMIMOHEHTOB KPOBU, NPOM3BEAEHHbIE MPOMbILLIIEHHBIM CNIOCOO0M;

obpaboTka - nobon 13 3Tanos NOMy4YEeHNss KOMMNOHEHTOB KPOBM, KOTOPbIN OCYLLECTBIAETCS Nocne B3ATUA
KpoBUW nepen nonyyeHMeM KOMMOHEHTa KpPOBW, Hanpumep, cenapauusi U 3aMopo3Ka KOMMOHEHTOB KpoBu. B
HacTosileM [MpunoxeHnn nog obpaboTKOM [OMOMHUTENBHO MOHMMAKT BLINOMHSAEMbIE B OpraHvM3aumsix no
B3ATUIO KPOBWM oOMepauun, KOTopble SBNATCA chneuudpmdeckumn  ans  nnasmbl,  UCNofb3yemon  Ans
hpakUNOHMPOBAHNS;

OCHOBHOE [0Cbe NNnasMbl - OTAENbHbIA AOKYMEHT, KOTOPbIA HE BXOAWUT B PErucTpauMoHHOe [OCbe Ha
nekapCTBEHHbIN Npenapar. YKasaHHbIN JOKYMEHT COOepXUT BCHO Heobxoammyto nogpobHyt mHdopmauuio B
OTHOLLUEHUN XapaKTepUCTUK LEeNbHOW [AOHOPCKOM MNna3mbl, WMCMONb3yeMOW KaK WCXOAHOe Cbhipbe AN
NpoM3BOACTBA MPOMEXYTOYHbIX pakuuin u  (unn)  cybcppakumii, BcnomoraTenbHbIX  BELLECTB U
dhapmaLeBTMIeCckMX CyOCTaHUUn, KOTOopble ABMSKTCA YacTbl MNNasMbl, JIEKAPCTBEHHbIX NpenapaTtoB  Wv
n3genvin MeguUmMHCKOro Ha3HayeHus;

OTBETCTBEHHOE NMLO - CeunanbHO Ha3HaYeHHoe NLI0 B OpraHmn3auun no B3STUIO U NPOBEPKE KPOBMW,
KOTOpOEe HeceT OTBETCTBEHHOCTb 3a:

obecneyeHne TOro, YTO KpOBb WUMN €€ KOMMOHEHTbl ObinNn B3ATbl M NPOBEPEHbl B Kaxaow eaunHuue
He3aBMCMMO OT UX NpefHa3HavyeHus, a TaKke 3a TO, 4YTO (B Cnyyae npefHasHadyeHus Ans TpaHcdysun) ux
obpaboTka, XxpaHeHMe WM OTNyck Obln MpousBedeHbl B COOTBETCTBMM C 3aKOHOAaTeNnbCTBOM Poccuiickon
depgepauuu;

npegocTaBrneHne ynosTHOMOYEHHbIM hbefgepanbHbIM OpraHamM WUCMOMHMTENBbHOW Bnactn HeobxoaMmon
MHopMaLMM OTHOCUTENBHO NPeanUcaHni, paspeLleHnin, akkpeanTaumm unm nuLeH3MpoBaHns;

BbIMOSTHEHWE B OpraHmM3aumMmM No B3ATUIO M MPOBEPKE KPOBU BCex TpeboBaHUM 3akoHoOaTENbCTBA
Poccuiickon ®epepauuu.

OTBETCTBEHHOE NULIO JOIMKHO OTBEYaTb CeAyoLWwmnM YCNOBUSIM B OTHOLLEHUW KBanuduKauum:

UMeTb BbICLLEE MeQULMHCKOEe nnm Buonornyeckoe obpa3oBaHue;

UMeTb CTax paboTbl HE MeHee ABYX feT B OAHOW UM HECKOMbKMX OpraHM3aumsax no B3siTUIO U MPOBepKe
KpOBW, OCYLLECTBIAIOLWMX 3ab0p U (MNM) UCNbITAHUSA KPOBW YenoBeKa, €€ KOMMOHEHTOB, WU UX MNOSyYeHue,
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XpaHeHue 1 pacnpeneneHue.

YKasaHHble Bbille 06513aHHOCTM OTBETCTBEHHOIO NLLa MOryT ObITb NepeAaHbl ApYriMM vuam, UMEKLUM
COOTBETCTBYIOLLYIO KBAnMdUKaLmo U CTax pabdoTbl AN BbINONIHEHNST 3TUX 063aHHOCTEN.

OpraHusaumm no B3ATMIO U NPOBEPKE KPOBU OOIMKHbLI CO00LATh B YNOTHOMOYEHHbIN heaeparnbHbI opraH
WCNOSTHUTENBHOM BNacTu amMununio, nms M OT4eCTBO (MpYU HanmuMyum) OTBETCTBEHHOrO nuua, a Takke nuu,
KOTOpbIM nepedaHbl 00A3aHHOCTM OTBETCTBEHHOrO nuua, BMecTe C UWHgopmaumen O KOHKPETHbIX
00513aHHOCTSIX, KOTOPbIE HA HUX BO3MOXEHbI.

Ecnn oTBeTcTBEHHOE NUUO WM Nuua, KOTOpbIM MepefaHbl 0053aHHOCTUM OTBETCTBEHHOro nuua,
3aMEHSAI0TCSA Ha NOCTOSIHHOM UM BPEMEHHOW OCHOBE OPYrMM JMLIOM, OpraHu3auusi no B3STUIO U MPOBEpPKE
KpOBW JOMKHa cpa3sy yBe4OMUTb YNOSTHOMOYEHHbI heaepanbHbIi OpraH MCAONMHUTENbHOW BriacTn o dhamunuu,
UMEHUN N OTYeCTBE (NPWU HaNM4yMn) HOBOrO OTBETCTBEHHOIO NMLA U JaTe ero Ha3HavyeHus;

nnasma ans pakLUMOHMPOBaAHMUSA - XMAKas YacTb JOHOPCKOW KPOBU, KOTOPas OCTaeTCs nocrne OTAeneHus
KNeTOYHbIX KOMMOHEHTOB KPOBW, OTOOpaHHas B KOHTEMHEP C aHTMKOArynsaHTOM, NMMbo koTopas ocTaeTcsd nocrne
cenapawuu ¢ NOMOLLBbIO HEMPEPBLIBHON (hUnbTpauum UnuM LEHTPUGYIrMpoBaHUA KPOBU C aHTUKOAryrsitHTOM BO
Bpems npouenypbl adepesa. lMnasma ang  dpakunMoHMPOBaHWS nNpegHasHadeHa Ansg  Npou3BOACTBA
NEKapPCTBEHHbIX MpenapaToB, MOfy4YaeMbiX M3 Mas3mbl, KOTOpPble OMNUCbLIBAOTCS B [OCyaapCTBEHHOWN
dapmakonee  Poccwuiickon ®epepaumu, B 4acTHOCTW, anbbymuHa, akTopoB CBEPTbIBAHWMS KPOBU U
UMMYHOrnobynuHa 4YenoBeka;

npenapaTbl KpOBU - TeKapCTBEHHbIE NpenapaTbl, NofyYeHHbIe U3 JOHOPCKOW KPOBW MM NNasMmbl;

nporpamma ¢ppakuMoOHNPOBaHMSA NO 4OroBOPY ANS TPETbUX CTPaH - PPaKLNOHMPOBaAHUE MO [OrOBOPY Ha
npeanpusaTumn nNo pakLMoOHNPOBAHNUIO NN NPOM3BOACTBY JIEKapCTBEHHbIX NPenapaToB U3 AOHOPCKOW Nna3mbl,
KoTopoe HaxoguTcs B Poccuiickon ®enepauum, ¢ UCNONb30BAaHMEM WUCXOAHOTO Chipbsi M3 OPYrMx CTpaH, npwm
3TOM NpoM3BeAEHHas NPOaYKLMSA HE NpefHasHavyeHa ans npumeHeHnst B Poccuiickon ®epepauuu;

opraHusauusi No B3siTUIO U NPOBEPKE KPOBU - HOpUAMYECKOE MU0, KOTOPOE HeceT OTBETCTBEHHOCTb 3a
noboi acnekT B3STMS U NPOBEPKN JOHOPCKOM KPOBU UMM KOMMOHEHTOB KPOBM HE3ABUCUMO OT UX AarbHenLlero
npegHasHaveHus, a Takke 3a nx oopaboTKy, XxpaHeHMe 1 MOCTaBKy B Cllydae, Korga OHW NpeaHasHadeHbl Ans
TpaHcdy3nn. OTOT TEPMMH HE pacnpocTpaHsaeTcsa Ha O6aHku KpoBu B OONbHMLAX, HO pacnpoCTpaHsieTcsl Ha
OopraHuMsaumm, B KOTOPbIX NPOBOAAT nnasmadepes;

dpakumMoHMpoBaHue, npegnpuaTme no ppakuMoHNPOBAHUIO - TEXHOMOIMYECKUIA MPOLECC Ha NpeanpuaTum
(MpeanpuaTM NO (PPaKLMOHUPOBAHUIO), BO BPEMSI KOTOPOrO BbIAENSAT KOMMOHEHTbl Mfasmbl C MOMOLLbIO
pasnnyHbIX PU3NYECKMX N XUMUYECKNX METOO0B, HANPUMEP, TaKUX Kak OCa)kaeHune, xpoMmartorpadus.

II. OBNACTb NMPUMEHEHWA (1)

2. (1.1) MNonoxeHusa Hactoswero NpunoxeHWss pPacnpoCTPaHSTCA Ha JleKapCTBEHHbIe npenaparbl,
nonyyaemble M3 OOHOPCKOW KPOBU unu nnasmbl, pakuynoHnposaHHon B Poccuickon depepaunn wnm
umnopTuposaHHon B Poccuiickyio ®depnepaumo. Hactosiwee [lpunoxeHne pacnpocTpaHseTcs Takke Ha
NCXOOHOE Chbipbe AN1A TaKUX JIEKapCTBEHHbIX MpenapaTtoB (Hanpumep, OOHOPCKY Mna3my). YCTaHOBIEHHbIE
HacTosAwmMM MNpunoxeHnem TpeboBaHNS NPUMEHUMBI TAKKe K CTabWmbHbIM (pakunsM LOHOPCKOW KPOBM UMK
nnasmbl (Hanpumep, anbbymMuHa), KOTOpble BKIOYAOT B N3AENNA MEANLMHCKOrO Ha3Ha4YeHus.

3. (1.2) Hactosiwee [lpunoxeHne ycTaHaBnMBaeT crneumanbHble TpeboBaHWss B  OTHOLUEHUMU
Npon3BOACTBA, XpPaHEHUSA N TPAHCMOPTUPOBKM AOHOPCKON Niia3mbl, UCNONb3yemMon Ans ppakunoHUpoBaHUSA U
0N NpoM3BOACTBA NEeKapCTBEHHbIX NpenapaTos, NonyyaemblX U3 JOHOPCKOW KPOBU UMX Nasmbl.

4. (1.3) B HacTosilwem MNpunoxxeHnn yCTaHOBMEHbI CeLmarnbHble NOMOXEHUS B CryYasx, korga UcxogHoe
Cblpb€ MMMOPTUPYETCA U3 TPETbUX CTPaH, a Takke B Cryyasx nporpaMMm OpakLMOHMPOBaHNS N0 AOroBOpy Ans
TpeTbUx CTpaH.

5. (1.4) Hactosiwee lNMpunoxeHne He NPUMEHSAETCHA B OTHOLLIEHMN KOMIMOHEHTOB KPOBU, NpeAHa3HauYeHHbIX
Anga TpaHcysuu.

. NIPUHUMIMBI (2)

6. (2.1) NlekapcTBeHHble Mpenaparbl, NoJslyYaemble M3 AOHOPCKOM KPOBM UIM Mnia3mbl (@ Takke WX
hapmaueBTnyeckue cybctaHumm, UWCNOMb3yeMble Kak MCXOOHOE  Cblpbe), [AOMMKHbl  COOTBETCTBOBATH
TpeboBaHnsaM HacTosiwmx [MpaBun, a Takke PerncTpauumoHHOMY AOCbe Ha NeKapCTBEHHbIA npenapaTt. OHu
paccmaTpuBaloTcs Kak bronormyeckmne nekapcTBeHHbIE NpenapaTbl U UCXO4HOE Chipbe, B KOTOPLIX coAepXaTcs
BGuonornyeckmne cybCcTaHLMK, TaKME Kak YeNOBEYECKME KNETKM UMW XKUOKOCTU (BKIMOYasi KPOBb WM nasmy).
Bcneacteue 6ronorvyeckor npupoabl UCTOYHUKOB Cbipbsi MOCNEAHME MMEKT OMpedenieHHble XapaKTepHble
ocobeHHOCTU. Hanprmep, UCxoOHOEe Cbipbe MOXET ObiTb KOHTAMMHUPOBAHO WHMUUMPYIOLWUMK areHTamu, B
ocobeHHOCTU BMpycaMu. [103ToMy kauecTBO 1 6e30MacHOCTb TaKMX fEeKapCTBEHHbLIX NpenapatoB 3aBUCAT OT
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KOHTPOIS UCXOAHOrO Chlpbsi MU UCTOYHMKA €ro MPOUCXOXAEHUs, a Takke OT AanbHEeMLLMX TeXHONOrmyeckux
npouenyp, BKIoYas NPOBEPKY HA MHAEKLMOHHbIE MapKephbl, yaaneHue n MHakTMBaLMio BUPYCOB.

7. (2.2) Bce papmaueBTMYECKME CyOCTaHUMN, UCMONb3yEMbIE Kak MCXOOHOE Chipbe 115 JIeKapCTBEHHbIX
npenapaToB, OOIMKHbI OTBe4YaTb TpeboBaHuaAM Hactoswmux [MpaBun (NyHKT 6 HacTtosiwero lNpunoxenus). B
OTHOLLEHUN B3SATUS N MPOBEPKM WUCXOAHOrO ChIpbsi, MOMy4aemMoro M3 [OHOPCKOW KPOBW WM MrasMmbl,
Heo6XxoQMMO NpUAEPXKMBATLCS HMKecneaywmnx TpeboBaHui. B3aTue u npoBepka [OMKHbI NPOBOAUTLCS B
COOTBETCTBMM C Haanexallen CMCTeMON kadyecTBa, TPeOGOBaHMAMUN COOTBETCTBYHOLLMX HOPMATMBHBLIX MPaBOBbIX
akTtoB Poccuiickon ®efgepaumm n cneumdmkaunsmi. LomkHbl BbINOMHATLCA YCTAHOBMEHHBIE HOPMAaTUBHbLIMU
npaBoBbIMK akTamu Poccuiickon Pegepaumm TpeboBaHMs B OTHOLUEHMU MPOCMEXMBAEMOCTU OT AOHOpa OO0
peuMnueHTa 1 B OTHOLLIEHUN YBEOOMIIEHNI O MOBOYHbIX AENCTBUAX U HexenatenbHblX peakumsix. [pu atom
Heob6xoQMMO pykoBOACTBOBaTLCA [TOCcygapcTBeHHOM dhapmakoneen Poccuiickon degepaumm.

8. (2.3) VimnopTupoBaHHOEe M3 TpeTbMX CTpaH UCXOOHOE Chbipbe ANs NPOU3BOACTBA NEKapCTBEHHbIX
npenapaToB, Morfiy4aemMbiX W3 [OOHOPCKOM KPOBM UMM MnNasmbl, €CNU 3TU NeKapCTBEeHHble npenapaTthbl
npegHasHadeHbl Ans NpUMeHeHnst unu peanuaaumm B Poccuiickon ®egepaunn, JOIDKHO OTBeYaTb HOpMam He
HWXe, YeM gencteytowmne B Poccurickon ®efepaumm HOpMbl B OTHOLLEHMM CUCTEM KadecTBa oOpraHu3aumi no
B3ATUIO N NMPOBEpPKE KPOBU. Takke OOIMKHbI COOMoa4aThCs yCTaHOBNEHHbIE HOPMATVMBHBIMU MPaBOBbLIMM aKTamu
Poccuiickon depepaumm TpeboBaHWS MO NPOCHEXMBAEMOCTM OT AOHOpa [0 peuunueHta M B OTHOLLUEHUU
yBeAOMMNEHUN O MODOYHbIX OEWCTBUSIX U HEXenaTemnbHbIX peakuusax u obecneumBaTbCA COOTBETCTBUE
YCTaHOBIMEHHbIM HOPMaTMBHBIMK MPaBOBbIMKU akTamu Poccunckonn Penepaummn TpeboBaHUSAM K KpOBU U ee
KOMMOHEHTaM.

9. (2.4) MNpw BbINONHEHMU NPOrpaMm PpaKkUMOHNPOBAHMS MO OOTOBOPY C TPETbMMM CTpaHaMy MCXOAHOE
Cblpbe, MMMOPTUPOBAHHOE M3 OPYrMX CTpaH, [AOMKHO COOTBETCTBOBaTb YCTAHOBIEHHbIM HOPMaTUBHbLIMU
npaeoBbIMK akTamu Poccumnckon ®epepauumn tpeboBaHmam. PaboTsl, npoBogmmeie B Poccuiickon depepauun,
OOJSMKHbI B MOMHOM Mepe COOTBETCTBOBaTb HacTodAwmM [MpaBunam. Heo6xoauMo BbINOMNHATL AEUACTBYOLLME B
Poccuickon ®enepaumm TpeboBaHUs B OTHOLLIEHUM CUCTEM KayecTBa OpraHu3auum Mo B3ATUO U MPOBEpPKe
KpoBu. Takke OOMKHbI cobniogatbCA yCTaHOBMEHHbIE HOPMAaTMBHLIMU MpPaBOBbIMKM akTaMu Poccuinckon
depepaummn TpeboBaHUSA MO NPOCMEXMBAEMOCTN OT AOHOPA A0 PEUUNMEHTa U B OTHOLIEHWU YBEOOMIIEHVA O
NoBOOYHbLIX [OEWCTBUSAX W HeXenaTeNbHbIX peakuusx u obecneumBaTbCs COOTBETCTBME  OEWCTBYIOLLMM
TpeboBaHMSIM K KPOBM 1 €€ KOMMOHEHTaM.

10. (2.5) Hactoswume lNpaBuna pacnpoCcTpaHATCAa Ha BCe CTaauu nocrne B3ATUS U MPOBEPKN KPOBU
(Hanpumep, obpaboTka, BkNoYas pasgeneHve, 3aMopo3ka, XpaHeEHNE U TPAHCMOPTUPOBKA K MPOM3BOAMTEN!O).
Kak npaBuno, ykasaHHasa OeATENbHOCTb AOMKHA HaxoauTbCsl B cdepe OTBETCTBEHHOCTM YMONTHOMOYEHHOrO
nvua npomussoguTens. Ecnn cneunduyeckne atanbl 06paboTKM npegHa3HayeHHoOW Anst pakuMOHUMPOBAHWS
nnasMbl MPOBOAATCA B OpraHvM3aumy no B3SITUIO M MPOBEPKE KPOBM, B TaKOW OpraHu3aumm MoxXeT ObiTb
crneumanbHO HasHayYeHO YMOMHOMOYEHHOE NULO, OAHAKO €ero MpUCYyTCTBME W OTBETCTBEHHOCTb MOMYT He
coBnagaTb C NPUCYTCTBMEM N OTBETCTBEHHOCTLIO OTBETCTBEHHOrO nuua. [ina paspelleHns Takow cuTyauuu u
ansa obecneyeHus TOro, 4YTo 0OS3AHHOCTM YMNOMHOMOYEHHOro nuua, NpPegyCMOTPEHHbIE HOPMaTMBHLIMU
npaBoBbIMW akTamu Poccunckonn ®Pegepauunn, BbIMOMHATCA Hagnexawmm obpas3oM, npeanpusitue no
(opakUMOHMPOBaAHMIO (NPON3BOAMTESNb JIEKAPCTBEHHLIX MpenapaTtoB) B COOTBETCTBMM C NyHKkTamu 237 - 255
HacToswmx MNMpaBnn JOMKHO 3aKNYNTb AOMOBOP C OpraHM3aumen no B3STUIO N NpoBepke KpoBW. B ykasaHHbIN
[OroBOp PEKOMEHAYeTCs BKIYaTb COOTBETCTBYKLME 0083aHHOCTM U nogpobHble TpeboBaHua and
obecnedveHus kavyecTtBa. OTBETCTBEHHOE NMLIO OpraHmn3aLmm no B3ATUIO U MPOBEPKE KPOBU U YNONHOMOYEHHOE
nnuo NpeanpuaTus No pakLMOHMPOBaHUIO (MPOU3BOANTENS NEeKapCTBEHHbIX NpenapaToB) AOMKHbI NPUHUMaTL
y4yacTue B COCTaBIIEHNM Takoro gorosopa. [Ansa noarBepXaeHuns Toro, YTo opraHvM3auusi No B3ATUIO U NPOBeEpKe
KPOBM MCMOMHSET YCIOBMS TaKOro JOroBopa, YMOMHOMOYEHHOE NUUO [OIMKHO obecneuntb npoBefeHve
COOTBETCTBYIOLLUX ayauTOB.

11. (2.6) CneumnanbHble TpeboBaHWS K JOKYMEHTauuUu U Apyrue MeponpusitTus B OTHOLUEHUM WCXOOHOro
Cblpbsl ANg Nony4yaeMblX U3 Nnasmbl NeKapCTBEHHbIX NpenapaToB ykasbiBaloT B OCHOBHOM [JOChe MNMnasMbl.

IV. YNPABINEHVE KAHECTBOM (3)

12. (3.1) YnpaBneHue Ka4eCcTBOM [OMMKHO OXBaTbiBaTb BCE CTagum OT OTOOpa [OHOPOB A0 MOCTaBKM
rotoBor npoaykuun. Heobxogumo cobniogatb yCTaHOBMEHHblE HOPMAaTMBHLIMM  MPAaBOBbIMM  akTamu
Poccuiickon ®egepauumn TpeboBaHWs B OTHOLLEHMM MPOCMEXMBAEMOCTU Kak Ha 3Tane, npeaBapsiolem
MocTaBKy Nnasmbl Ha MpeanpuaTve No PPakuMOHMPOBAHWMIO, TaK M Ha 3Tane MocTaBkW, a Takke Ha BCEX
CTagusx, CBSI3aHHbIX CO B3ATMEM W MPOBEPKON OOHOPCKOW KPOBM WM Mnasmbl, MpeAHasHa4YeHHbIX Ans
NPOVN3BOACTBA JIEKAPCTBEHHBIX NPenapaToB.

13. (3.2) C6op kpoBM MNK Mfasmbl, KOTOPbIE WUCMONb3YOTCA KaK UCXOLHOE Chipbe Afs NPOU3BOACTBA
JleKapCTBEHHbIX npenapaTos, HGO6XO.EI.I/IMO npoBoAuUTb B OpraHu3aumax no B3ATUIO U NpPOBEpKe KpoBWU, a
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NpoBepKy NPoBOAUTL B NabopaTopusix, KOTOPblE MPUMEHSIIOT CUCTEMbI Ka4eCcTBa, OTBEYaloLLME YCTaHOBINEHHbIM
HOPMaTUBHbIMW NpaBoBbIMK akTamu Poccuiickon ®degepaunym TpeboBaHMAM, MMEKOT COOTBETCTBYHOLLEE
paspelleHne, BblJaHHOE YNOMHOMOYEHHbIM doefeparbHblM OpraHoOM WCMONHUTENbHOW BRAcTW, U nognexart
perynsipHoOMy MHCMEKTUPOBAHUIO B COOTBETCTBUMM C 3akoHogaTenbctBoM Poccuiickon Pepepauuun. [pu
HanMMuuyM y MNpomM3BoAUTENS MNpPOrpaMmm (PpakuMOHMPOBAHMSA MO [OroBOopaM Ans TPeTbux CTpaH OH 0bs3aH
yBeAOMUTb 06 9TOM YMNOMHOMOYEHHbIV dheaeparbHbii OpraH UCNONHUTENBHON BNACTU.

14. (3.3) B cnyvyae wumnopta nnasMbl M3 TPeTbMX CTPaH OHa [JOSMPKHA MOCTaBNATLCA  TOMbKO
yTBEPXXAEHHBIMM NOCTaBLLMKaMK (HAaNpMMep, OpraHn3auusMm no B3ATUIO U NPOBEPKE KPOBM, BKIOYas BHELLUHME
cknagpl). Takme NOCTaBLUUKM OOIMKHbBI ObITb yKa3aHbl B cneuudmrkaumsax Ha UCXOQHOE Chipbe, YCTAaHOBMEHHbIX
npegnpusTmeM no  (OPakUMOHMPOBAHUIO UMM  MNpoOu3BOOUTENEM, W  yTBEpXAEeHbl  YMOJTHOMOYEHHbIM
hegepanbHbIM OpraHoM UCMOMHMTENBHOW BIacTU B Cy4asx U B NOpsAAKe, NpedyCMOTPEHHbIX HOPMaTMBHbBIMM
npaeoBbiMM aktamu Poccuickon ®Pegepauun, a Tawke YNOMHOMOYEHHbIM NULOM  NPeanpuaTvs Mo
dhpakumoHmpoBaHuio, pacnonoxeHHoro B Poccuiickon ®Pepepaumm. OueHka M Bblgada paspelleHus Ha
ncnonb3oBaHve nnasmMbl (NNasmbl AN PakuMOHUPOBAHKSA) Kak WCXOOHOIO Cbipbsi OCYLLUECTBNSAETCA B
COOTBETCTBMM C NyHKTOM 39 HacTosLero MpunoxeHus.

15. (3.4) lMpeanpuatne no PaKLMOHUPOBAHMIO WM MPOM3BOAUTENb TOTOBBLIX JIEKAPCTBEHHbIX
npenapaToB AOIMKHbI NPOBOAUTL KBaNnUKaLmio NOCTaBLLMKOB, BKNOYasA OLEHKY NOCTaBLUMKOB B COOTBETCTBUM
C YTBEPXAEHHbIMM npouegypamn. HeobxoaMmo nNpoBOAUTL  PErynspHyld MOBTOPHYKO  KBanudukauumio
NoOCTaBLLMKOB C y4ETOM NOAX0Aa, OCHOBAHHOIO Ha OLEHKE PUCKOB.

16. (3.5) [lpegnpuatve nNoO (ppPakUMOHUPOBAHMIO WM  MPOU3BOAUTENb TOTOBbIX JEKAPCTBEHHbIX
npenapaToB LOJDKHbI 3aKMYWUTbL AOrOBOPbI C OpraHvM3auuMsiMM no B3siTUIO M MNPOBEPKE KPOBM, KOTOpblE
ABNSATCA NOCTaBLUUKaMM.

17. B Takne goroBopbl pekoMeHOyeTCs BKMoYaTb, B YaCTHOCTH, CriedytoLme yCcrioBus:

onpeaerneHne 0683aHHOCTEN U OTBETCTBEHHOCTY;

TpeboBaHMs K CUCTEME KavyecTBa 1 JOKYMeHTauuu,;

KpuTepum oTbopa JOHOPOB M NPOBEAEHNE UCTbITAHUN;

TpeboBaHwus K cenapaumm KpOBWU Ha KOMMOHEHTBI KPOBU U NIasmy;

3amMopo3Kka nnaswbl;

XpaHeHue 1 TpaHCNopPTUPOBKa NnasMmbl;

NpoCNexmBaeMocTb U UHMOPMUPOBAHME MOCME CAayYu U B3ATUS KPOBM (B TOM 4Yucrne O MOBOYHbIX
adppekTax).

18. Ha npeanpusitum no ¢ppakuMOHUPOBAHMIO UNN Yy NPOU3BOAUTENS JEKapCTBEHHbLIX MpenapaToB
OOMKHbI OblTb B Hanuuuym pes3ynbTaTbl WCMbITAHUA BCEX €AWHUL, WCXOOHOro Cbipbsl, MOCTaBIIEHHbIX
opraHu3auuven no B3siTUIO 1 NpoBepke KpoBwu. Ecnn kakas-nvbo u3 cTagun OCYLLECTBISETCS Ha OCHOBaHMU
Joroesopa cybnoapsiaa, Takon AOroBop AOSMKEH ObIThb 3aKmoYeH B MMCbMEHHON hopme.

19. (3.6) [Ans nnaHMpoBaHUs, OLEHKN N JOKYMEHTarNbHOro opopMIeHNs BCEX U3MEHEHWUI, KOTOPLIE MOTYT
oKasaTb BMUSHME Ha KayecTBO W 6e3onacHoCTb NPOAYKUMM UMW NPOCReXMBAeMOCTb, AOSKHA ObiTb
yCTaHOBIEHa Haanexaliasi cucteMa KOHTpons uaMeHeHun. Heobxogumo oueHmBaTb NOTEHLUMANBHOE BUSHWNE
npegnaraembiX u3meHeHun. [omkHa ObiTb onpegeneHa HeOOXOAMMOCTb AOMOSHUTENbHBIX WCMbITAHUA WK
npoBeaeHus Banugaumm, ocobeHHo Ha CTagusax MHaKTMBaLMKU U yaaneHus BUPYCOB.

20. (3.7) Ons MUWHMMM3aAUUWM PUCKOB, CBSA3@HHbIX C WHOUUMPYIOWWMW areHTamum U HOBbIMU
WMHUUMPYIOLLUMK areHTaMu, A0MMKkHa bbiTb BHeApeHa Haanexallas cuctema Mep B OTHOLLEHUW B6e30nacHOCTH.
Takas cuctema JormkHa BKNoYaTh B cebs OLEeHKy pUCKOB Ans TOro, YTobbl:

OnpeaenuTb BPeMs YAEPXUBaAHUS NPOM3BOACTBEHHOMO 3anaca (BpeMsi BHYTPEHHEro kapaHTuHa) nepepg
06paboTKol Nnasmel, YTOObI U3BATL A03bl, KOTOPbIE BbI3bIBAIOT COMHEHUS (403bl, B3STble B TEYEHME Nnepuoaa,
OMNpedernieHHoro HopMaTMBHbIMKM MNpaBoBbiMKM aktamu  Poccunckon ®epgepauun, npexge 4Yem Oyoer
YCTaHOBMEHO, YTO A03bl, B3ATble OT JOHOPOB C BbICOKMM PUCKOM, AOSMKHbI ObITb WCKMOYEHbl M3 0BpaboTku,
Hanpumep, B CBA3WN C MOSNOXUTENbHLIM pe3ynbTaToM TecTa);

YYMTbIBaTb BCE aCMEKTbl, CBSA3AHHbLIE CO CHWXEHWEM KOMnuyecTBa BUPYCOB U (MNW) UCMBITAHUAMW Ha
NMHUUMPYIOLLNE areHThbl UNn UX aHarnoru;

onpeaennTb BO3MOXHOCTU CHWDKEHNSI KONMYEeCTBa BUPYCOB, ONPEAEnUTb pa3Mep Cepun MCXOQHOTO Chipbs
1 gpyrve cylecTBeHHble acnekTbl mpouecca Npou3BoacTea.

V. MPOCNEXUBAEMOCTb W MEPOMPUSATUS, MPOBOAVMBIE NMOCHE B3ATUSA
KPOBW (4)

21. (4.1) JomkHa OblTb OpraHvM3oBaHa cUcTeMa, NO3BONSOLWAs NPOCNeaNTb KaXayH CAaHHY0 403y KPOBU
UK nnasmbl OT JOHOpa M NpoLeaypbl ee B3ATUA Yepes OpraHn3aLmio No B3STUIO U MPOBEPKE KPOBU [0 Cepuu
NeKkapcTBEHHOro npenapara, a Takke B 0GpaTHOM HanpasneHuu.
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22. (4.2) JomkHa ObiTb ONpeaeneHa OTBETCTBEHHOCTb 3a MPOCEXMBAEMOCTb Mpoaykumm (OTCYyTCTBUE
Kakoro-nnbo atana He gonyckaeTcs):

OT JoHOpa M [03bl, B3ATOM B OpraHu3auuMm no B3ATUIO U MNPOBEPKEe KpPOBW, OO0 Npeanpusatus no
hpaKkUMOHMPOBAHWIO, YTO ABMNSETCA 00A3aHHOCTBIO OTBETCTBEHHOIO NULA OpraHM3aumy rno B3ATUIO U NPOBEpPKE
KpoBY;

OT MpeanpuaTUs No pakuMOHUPOBAHUIO OO0 MPOU3BOAUTENSA fEeKapCTBEHHOro npenapata u  noboro
cybnoapsigumka, He3aBMCMMO OT TOrO, SIBMSIETCA N OH MPOW3BOAMTENEeM NeKkapCTBEHHOro npenapata wunu
n3genvsa MeauUMHCKOro Ha3Ha4YeHUs, YTO ABMAETCS 00A93aHHOCTLIO YMOTHOMOYEHHOTO NnLa.

23. (4.3) JaHHble, HeobXoauMble A4S NONTHOWM NPOCNEXNBAEMOCTN, AOIPKHbI XpaHUTbCst He MeHee 30 rneT,
€CInN NHOE He YCTaHOBIEHO 3aKkoHoaaTenbCcTBOM Poccunckon ®enepauun.

24, (4.4) OoroBopbl, yka3aHHble B NyHkTe 16 HacTtoswero [punoxeHus, mexgy opraHusauusmy Mo
B3ATUIO W NPOBEPKE KPOBM (B TOM YMCME KOHTPOSbHbIMM nabopatopusmu) U npeanpusaTueMm  no
hpakUMOHMPOBAHMIO UMW NPOU3BOAUTENEM BKITHOYAIOT YCIOBUSA, Onpedensiowme, 4YTo MpoCrexnsaemMocTb U
MEepOnNpUSATUSA Nocre B3ATUSI KPOBWU OXBATbIBAKOT BCHO LIEMOYKY OT B3ATMS Mna3mbl 4O BCEX MNPOM3BOAMTENEWN,
OTBETCTBEHHbIX 3a Bbi4ayy pa3peLleHns Ha BbiMyCK rOTOBOW NPOAyKUMK.

25. (4.5) OpraHumsaumMm no B3ATUIO M NPOBEPKE KPOBW [OOSMKHbI YBEOOMNATb NpPeanpuaTne mno
hpaKUMOHMPOBAHMIO UM NPOM3BOAMTENS O KAKOM-TMBO Criyyae, KOTOPbI MOXET MOBNUSATbL Ha KayeCcTBO wnu
BesonacHoOCTb NPOAYKUUKN, a Takke cooblatb ApYrylo BaXKHY WHMOPMauMio, NOMyYeHHyl nocne npuema
AOHOpa Unu Bblgaun paspelleHns Ha BbIMyCK MrasMbl, Hanpumep, obpaTHylo nHdopmaumio (MHdopMauumio,
nony4YeHHyto nocne B3ATMA KpoBu). Ecnn npeanpusate no dpakumMoHMpPOBaHMIO U MPON3BOANUTENb HAXOAATCH
Ha TeppuTOpWUM OPYron CTpaHbl, UHOPMAaLNO HeobXoaMMO coobLiaTb NPOM3BOAMTENIO, HAaXOOALWEMYCS B
Poccuiickon deagepaumm, OTBETCTBEHHOMY 3a BblAayy pa3peLleHns Ha BbiMyCK NTeKapCTBEHHbLIX Npenapartos. B
oboux cnydasix Takasa MHGPOPMAaLMS, €CriM OHa MMeEET OTHOLIEHME K KadyecTBy M ©e30nacHOCTM rOTOBON
NpoAyKUUW, AOMKHa BbITb JoBeAeHa A0 cBeAeHUs YNONHOMOYEHHOro dheaepanbHOro opraHa UCNOnHUTENbHOWM
BMNacTu, B BEAEHMN KOTOPOro HaxoAaTcs npeanpuaTMe no pakumoHMpoOBaHMIO UM NPOU3BOaAUTENb.

26. (4.6) B cnyyae ecnu pesynbTatOM WHCMNEKTUPOBAHUS YMONTHOMOYEHHbLIM hefepanbHbiM OpraHoM
NCMNOMHMTENBHOW BNacT! OpraHM3aumyM no B3siTUIO M MPOBEPKE KPOBU SBNSAETCA aHHYNMPOBAaHWE FMLEH3MN,
HeobX0AMMO TaKke HanpaBuTb YyBEAOMIIEHNE B COOTBETCTBUM C MyHKTOM 25 HacToswwero MNpunoxeHus.

27. (4.7) B craHgapTHbIX OMEpauMOHHbIX npouedypax AOMKHO OblTb OMMCaHO ynpasreHue
NHdopmaumen, Nony4eHHON Nocne B3ATUS KPOBU, NPY 3TOM OOSMKHbI ObITb YYTEHbI NULEH3UOHHbIE TpeboBaHuA
U npouedypbl MHMOPMUPOBAHUS YNOMHOMOYEHHOrO dedeparnbHOro opraHa MCMNONHWUTENbHOW  BRacTu.
MeponpuaTnsi, NpoBOAMMbBIE MOCHE B3ATUSI KPOBW, LOIMKHbI OCYLLECTBMNATLCS B COOTBETCTBMM C TpeboBaHMAMN,
YCTaHOBMEHHBIMM HOPMaTMBHbLIMU NMPaBOBbIMU akTamu Poccuickon ®egepauun.

VI. NOMELWEHWA N OBOPYOOBAHMUE (5)

28. (5.1) B uenax cBegeHuss K MUHMMYMY BO3MOXHOCTM MWKPOOHOM KOHTaMWHALMW WM  BHECEHWUS
MOCTOPOHHEro Martepuana B Cepuio Mnasmbl OTTauMBaHve W obbeAvHeHue eauvHUL Nnasmbl  OOMKHbI
NMPON3BOANTLCH B 30HAX, KOTOPble COOTBETCTBYHOT YCTaHOBMEHHbIM lMpunoxernvem N 1 k HacToswmm Mpasunam
TpeboBaHMAM Krnacca YMCTOThl He HUXKe knacca D. Heobxoanmo ucnonb3oBaTb COOTBETCTBYIOLLYIO OAEXAY,
BKITHOYas Macku Ha nuue u nepyaTku. Bce gpyrne onepauum ¢ OTKpbITOM NPOAYKLMEN B XOO4€ TEXHONOrMYEeCKoro
npouecca AOMKHbI OCYLLECTBAATLCS B YCIOBUSX, KOTOPble YAOBMNETBOPSIOT COOTBETCTBYOLWMM TpeboBaHusAM,
ycTaHoBneHHbIM [NpunoxeHnem N 1 k HacToswmm MNpasunam.

29. (5.2) B cootBeTctBMM C TpeboBaHWsIMK, ycCTaHOBMNEHHbIMK [MpunoxeHvem N 1 K HacToAWMM
MpaBunam, OOMKeH OCYLLECTBASATLCA PerynspHbIi MOHUTOPWHI MNPOU3BOACTBEHHON OKpyXatolen cpeabl,
0COBEeHHO BO BpPEMSI OTKPbIBAHUS KOHTEMHEPOB C MMa3mou, a Takke BO BPeEMs MPOLIECCOB OTTaMBaHUS U
o6beamHeHus. JomkHbl B6biTb YCTaHOBMEHbI KPpUTEPUN NPUEMIIEMOCTMN.

30. (5.3) MNMpu Npon3BOACTBE NekapCTBEHHbLIX NpenapaToBs, Nony4YaemMbIX U3 JOHOPCKON MNMnasMbl, OOMKHbI
NCMNomnb30BaTbCA COOTBETCTBYIOLLME METOALI MHAKTUBALMW UNW yaaneHns BUPYCOB U MPUHUMATLCA Mepbl Mo
npegoTepaLLeHnto KoHTamnHaumm obpaboTaHHOM NpoayKumn elle He obpaboTaHHoM npoaykumen. OAna cragun
TEXHONOrMYeCcKoro npowecca, KoTopble NPOBOAATCA MOCIe BUPYCHON MHaKTUBAaLMK, HEOBXOAMMO NCMONb30BaTh
cneumanbHO nNpegHa3HadYeHHble OTAenNbHbIE NoMeLLeHMs 1 obopyaoBaHue.

31. (5.4) Onga Toro 4ytobbl He co3gaBaTb PUCKM KOHTAMMHaLMKM TeKyllero npou3BoAcTBa Bupycamu,
KOTOpble UCMOMb3yTCS BO BPEMS BanvaaLUMOHHbIX UCMbITaHWA, Banuaums MEeTOAOB CHWXKEHUS KonuyecTsa
BMPYCOB He [0MMKHA NPOBOAUTLCS C UCMONb30BaHUEM NPOU3BOACTBEHHbBIX TEXHUYECKUX cpeacTB. Banugaumio B
yKa3aHHOM Ccfyyae HeobxooMMO MpoBOAMTb B COOTBETCTBUMM C TpeboBaHWAMW, YCTaHOBMEHHbIMU
COOTBETCTBYIOLLMMU HOPMATUBHBIMU NPaBoOBbIMK akTamun Poccuinckon degepaumn.

VIl. NIPON3BOACTBO (6)

KoHcynbTaHTlINOC

www.consultant.ru CrpaHvua 152 n3 170
HafeXxHasa npaBoBan noaAepXXkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MNpukas MuHnpomTtopra Poccum ot 14.06.2013 N 916

(pea. ot 18.12.2015) [JoKyMeHT npepocTasneH KoHcynbranTaoC
"O6 yTBepXaeHUM MNpaBu HaaneXxallen Npon3BoACTBEHHON M... Aata coxparennsa: 29.01.2016

McxogHoe Cblpbe

32. (6.1) McxogHoe cbipbe JOMKHO OTBeYaTb TpeboBaHusaM focygapcTBeHHOM dhapmakonen Poccuimnckon
degepaumu, a Takke yaoBNeTBOPSATb YCNOBUAM, KOTOPbIE COAEPXKaTCA B COOTBETCTBYIOLLEM PErncTpaunuoHHOM
Jocbe, B TOM 4ucne B OCHOBHOM [OCbe Mnasmbl. YKasaHHble YCMOBUS BKIKYaAOTCA B OroBop (NyHKT 16
HacToslero lMpunoxeHus) mexay opraHusaumert nNo B3ATUIO W MPOBEPKE KPOBU U MpeanpusatmeMm no
dpakuymoHmpoBannio  nubo  npoussogutenem. CobniogeHve  ykasaHnHbIX  TpeboBaHuMi  Heobxoaumo
KOHTPONMpPOBaTb C MOMOLLIbIO CUCTEMbI Ka4eCTBa.

33. (6.2) VicxogHoe cbipbe ans nporpaMmm ppakuMoHMPOBaHUA MO AOTOBOPY ANSA TPETbUX CTPaH AOSMKHO
COOTBETCTBOBaTb TPeOOBaAHMAM, NPEeaYyCMOTPEHHBIM MYHKTOM 9 HacToswero MNMpunoxeHus.

34. (6.3) B 3aBucumocTu oT TUNa cbopa (Hanpumep, cOop LienbHON KPOBM UM aBTOMaTUYECKMI adhepes)
MoryT notpeboBaTbCs pas3nu4yHble cTaammn obpaboTkn. Bece ctagnm obpaboTkm (Hanpumep, pasgeneHne, B Tom
ynucne UeHTpudyrmposaHme, oTbop nNpob, MapKMpoBKa, 3amMopaxuBaHMe) [OJKHbl ObiTb onpegeneHbl B
WHCTPYKLUUSX.

35. (6.4) Heobxoanmo nsberatb kakoro-nnbo nepenyTbiBaHUSA eanHNL, 1 06pasLioB, 0COGEHHO BO BpeMs
MapKMpOBKKN, a TaKkKe Kakon-nmbo KOHTaMWHAUMW, Hanpumep, Mpu OTpe3aHMM CerMeHToB TpyboK wunu
YKynopvBaHU1 KOHTEMHEPOB.

36. (6.5) 3amopaxuBaH/e ABNAETCA KPUTUYECKON CTaAMen BblaeneHuss NPOTEMHOB, KOTOpble B nnasme
ABNATCA NabunbHBIMK, HaNpPUMep, akTOpOB CBEPTLIBAEMOCTU. 10 3TON MpUYMHE 3aMOpaXmBaHWE LOJHKHO
OCYLLECTBMATLCSA C MOMOLLBIO BanNMAMPOBAaHHbBIX METOAOB Kak MOXHO ObicTpee nocne B3ATust Kposu. [Mpu aTom
HeobxoammMo npuaepxueatbes TpeboBaHum MocygapcTeeHHoM hapmakonen Poccunckon ®egepaumn.

37. (6.6) YcnoBus XpaHeHWss W TPaAHCMOPTMPOBKM KPOBU WMAM Mnas3mbl K NPeanpusaTUiO  no
PpaKkLMOHMPOBAHUIO AOMKHbI ObITb onpedeneHbl U OOKYMEHTanbHO OdOpPMMEHbl Ha Bcex 3Tanax Luenu
noctasku. lMpeanpuaTve No  pPakLUMOHUPOBAHUKD HeOoOXOAUMO YBeLOMMATb O JHOObIX OTKMOHEHUsIX OT
yCTaHOBIEHHOW TeMnepaTypbl. Heobxoammo mcnonb3oBaTb 060pyaoBaHNe, KOTOPOE MPOLLNO KBanudurkauuio,
1 npoueaypbl, KOTOpble NPOLUMW Banuaaumio.

OueHka 1 Bblgava pa3peLLeHns Ha BbIMyCK Mrasmbl
Anst ppakuMoHNPOBaHKSA, UCNOMb3YEMOW Kak MCXOAHOE Chipbe

38. (6.7) PaspeweHne Ha BbINycK nnasmbl AN PPaKUMOHMPOBaHUS (M3 KapaHTMHA) MOXeT
NpOM3BOANTBECS TOMBKO NOCPEACTBOM CUCTEM M Mpoueayp, KOTopble obecrneynBaloT KayecTBO, Heobxogmmoe
ONnd  npou3BOACTBa roTtoBov npogykuun. [Mnasma MoxeT ObiTb  MocTaBneHa NpeanpusiTuio Mo
hPaKUMOHMPOBAHMIO UM NPOU3BOAMTENIO TOMBKO MOCNE AOKYMEHTanbHOro NoATBepXAeHWs OTBETCTBEHHbIM
nMuom (Mnu B cny4vae B3aTUS KPOBW UMK NNasMbl B TPETLUX CTpaHax - MLOM C aHanorM4HbIM1 06A3aHHOCTSMM
W KBanudwmkauumen) Toro, 4TO nmMnasma Ansa  GpPaKkUMOHMPOBAHUS COOTBETCTBYeT TpeboBaHuAM U
cneunduKkaumam, yCTaHOBMNEHHbIM B COOTBETCTBYHLUMX OOroBopax, a Takke TOro, 4Yto Bce crtagun Obinu
NpoBeAeHbl B COOTBETCTBUM C HacToswmmMm MNMpaBrnamu.

39. (6.8) icnonb3oBaHMe BCcex KOHTENMHEPORB C Nia3Mon Ansi pakUMOHMPOBAHNUST NMPU MOCTYMNNIEHUN Ha
npeanpusTue no ppakUMOHNPOBAHMIO AOMKHO ObITb paspeLlleHo YNONHOMOYEHHbIM MMLOM. YNOMHOMOYEHHOE
nMuo OOSMKHO NoATBepAuTb, YTO nNnasma COOTBETCTBYeT BCeM TpeboBaHusaM dapMakonenHbiX craTen
locynapctBeHHon  papmakonen  Poccuiickon  ®defepauumn, a Takke YOOBMNETBOPSAET  YCMOBUAM
COOTBETCTBYIOLLErO PErncTpauuoHHOrO AOCbe, B TOM YWUCIE OCHOBHOTMO [JOCbe Mna3mbl, MM B cryyae
MCMNoMb30BaHWA Mna3mbl Ans MporpaMMm  (OPakuMOHMPOBAHWS MO [JOrOBOpY ANs TPeTbMX CTpaH BCEM
TpeboBaHNaM, NpeayCMOTPEHHbBIM NMYHKTOM 9 HacTodAwero [MNpnnoxeHuns.

O6paboTka nnasmbl Ans gpakuMoHMpPOBaHUS

40. (6.9) Ctagun npouecca (PaKUNOHMPOBAHWUS pPas3nMYalTca B 3aBUCUMOCTM OT MNPOAYKUUN U
nponseoguTens. Kak npaBunno, oHy BKKOYAKT pasnuyHbie onepaumnm pakuMoHMPOBaHNS, a HEKOTOpPbIE U3 HUX
MOTYT CMOCOOCTBOBATb MHAKTMBALMWN UMW YAANeHUO BO3MOXHON KOHTaMUHaUuu.

41. (6.10) OomxHbl BbiITb ycTaHOBREHbl TpeboBaHuA Kk npoueccam obbeauHeHus, otbopa npob u3
06beaUHEHHON NNa3mbl, (PPakUMOHUPOBAHUA N MHAKTUBALMWM UMW YAaneHuss BUPYCOB, KOTOpble HeobGXoammo
cobntoaathb.

42.(6.11) MeTogbl, Mcrnonb3yemMble B MpPOLECCE BUPYCHOW WHaKTMBaLMW, HEOOXOAMMO MPUMEHSATb CO
cTporumMm cobniogeHnemM BanuauMpoBaHHbLIX Npouenyp. Takume MeToAdbl AOMMKHbI COOTBETCTBOBAaTb MeToda,
KoTopble 6binMM MCNOMb30BaHbI MNPV BanupauMu Npoueayp BMPYCHOW MHakTMBaumu. [OMmKHO NpOBOAUTLCS
TWaTenbHOEe paccnegoBaHMe BCeX HeyAaBLUMXCS npouenyp BUPYCHOM  uWHakTMBauun. CobntogeHue
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BanuaMpoBaHHOIO TEXHOMOMMYeCcKoro npoiuecca sBASeTcs OCODEHHO BaXHbIM B Mpouedypax CHWKEHUS
KOnvMyecTBa BUPYCOB, MOCKOJSIbKY Kakme-nnmbo OTKMOHEHWs MOryT NpeAacTaBnsATb pucku Anst 6e3onacHocTu
roToBoW NpoayKuun. [JomkHbl ObiTe B HANUYMKU Npoueaypbl, KOTOPbIE YYUTHLIBAIOT YKa3aHHbIE PUCKU.

43. (6.12) Kakyto-nmbo noBTOpHYyK 00paboTky mnu nepepaboTKy MOXHO MPOM3BOAUTH TOMbKO MOcne
NpoBeAEeHUs MeponpuaTUA MO YMPaBAEHUO pUCKaMW Afs KayecTBa M TOMbKO Ha OMNpederieHHbIX CcTagmsix
TEXHOMNOrMYEeCKOro npoLecca, YTo ykasblBaeTCs B COOTBETCTBYIOLLEM MPOMbILLNIEHHOM pernaMmeHTe.

44. (6.13) OomkHa ObiTb OopraHu3oBaHa cucTeMa [Afs YeTKOro pasgeneHus u (unu) pasnuyeHus
NeKapCTBEHHbIX MpenapaToB WU MPOMEXYTOYHOW MPOAYKLMW, KOTOPblE MPOLUNM U KOTOpble HEe MPOLLSM
npouenypy CHUKEHUS BUPYCHOW Harpysku.

45. (6.14) B 3aBUCMMOCTHM OT pesynbTaTa TLaTenbHO NPOBEAEHHONO NpoLecca ynpaBneHns puckamm (c
YY4ETOM BO3MOXHbIX OTMMYMIA B 3MNUAEMUONOTMYECKUX AaHHbIX) MOXET OblTb pa3pelueHO NpPou3BOACTBO MO
NPUHUMMNY NPOU3BOACTBEHHBIX LIUMKMOB B CriyYae, eCrnv Ha OAHOW NPou3BOACTBEHHOM nnowaake obpabatbisaloT
nnasmy UM NPOMEXYTOUYHYIO MPOAYKLMIO PasfMYHOro NPOMCXOXAEHUs, BKM4Yas Heobxoaumble npoueaypb
4YeTKOro pasfeneHnst U Hannyne yCTaHOBIMEHHbIX BannanpoBaHHbIX Npoueayp ouncTku. TpeboBaHusa ons Takmx
MEPONPUATUI OOMKHbI OCHOBBIBATLCA Ha COOTBETCTBYHLUMX HOPMATMBHbIX MNPaBOBbIX aktax Poccurckon
depepaummn. C NnomoLLbIO NpoLiecca ynpaBleHns puckamm [OIMKEH ObiTb pelleH BOMpoc O HeobXOAMMOCTU
MCMNoMb30BaHWsA crneumanbHOro obopyooBaHUSA B Criydae peanusauuy nporpamm  opakuMoHUMpOBaHUS Mo
A0roBopy € TpeTbUMU CTpaHamu.

46. (6.15) Cpok XxpaHeHusi AOns NPOMEXYTOYHOW NpoAyKUMMW, npedHasHayeHHOoW ANnd XpaHeHus,
HeoOXO4MMO YyCTaHaBNMMBaTb HA OCHOBAHWM OAHHbLIX O CTabMITBHOCTM.

47. (6.16) LomkHbl ObiTb YCTAHOBIIEHbI U OOKYMEHTANbHO OQOPMIIEHbI TPEOOBAHUS K XPaHEHWU0 W
TPaHCNOPTUPOBKE NMPOMEXYTOYHOW MPOOYKLMM M rOTOBbIX NEKAPCTBEHHbIX MpenapaToB Ha BCEX 3Ttanax uenu
noctaBok. Heobxogumo wncnonb3oBatb 0BOpygoBaHMe, KOTOPOEe MPOLWO KBanudukauuoo, 1 npouesypsbl,
KOTOpble NPOLUNN Banvaauuio.

VIII. KOHTPOIb KAYECTBA (7)

48. (7.1) TpeboBaHUsA K MCMbITAHUSIM Ha BUPYCbl WM APYyrMe MHMUUUPYIOLIME areHTbl OOJDKHbI
yCTaHaBNMBaTbCA C y4E€TOM HOBbIX 3HAHWI 00 MHAPULIMPYIOLLNX areHTax 1 HanMuna BanuauMpoBaHHbIX METOLOB
UCNbITaHUN.

49. (7.2) MNepBbI 0gHOPOAHbLIV Ny NNas3Mbl (HAaNpUMep, Nocne oTAeneHUs KpuonpeLmnuTara oT nnasmbl)
HeOOXOOMMO  KOHTpONUpPOBaTb C  UCMOMb30OBAaHWEM  BanuMOUPOBaHHLIX METOOOB C  Hagnexaiwen
YyBCTBUTENMbHOCTLIO M CNEUMAUYHOCTBIO  COrMacHO  COOTBETCTBYHOLLMM  (papMakonewmHbiM  CTaTbsIM
"ocymapctBeHHom hbapmakonen Poccuiickon ®epepauun.

IX. BbIJAYA PA3PELLEHMS HA BbIMYCK MPOMEXYTOUYHOW 1 FOTOBOWM
MPOIYKLWM (8)

50. (8.1) JomkeH GbITb pa3peLleH BbIMYyCK TONTbKO TakMX CEPUN, KOTOPble MPOM3BEAEHBLI U3 MYJTOB M1a3Mbl,
MPU3HaHHbIX B pe3ynbTaTe KOHTPONA HEraTuBHbIMW B OTHOLUEHWM MapKepoB BUPYCHbIX WHAEKUMN,
nepegaBaemMbiXx Yepe3 KpOBb, a Takke COOTBETCTByOWMUMKU TpeboBaHWsaM dapMakonenHblx craTen
[ocypnapctBeHHon  papmakonen Poccuiickon ®epepaummn (Bknoyas kakve-nubo cneumanbHble npegensi,
orpaHu4MBaloLne coaepxaHne BUpYCcoB) U YTBEPXKAEHHbIM crieundurkaumam (B 4aCTHOCTN, OCHOBHOMY [OCbe
nnasmbi).

51. (8.2) Bblgaya paspelleHnss Ha BbIMYCK MNPOMEXYTOYHOM NpoAyKUUKW, MpegHasHavyeHHon ans
AanbHeviwer 06paboTkn BHYTPMNPOM3BOACTBEHHON MAOLWAAKA UM NOCTaBKM Ha APYryld NpPOW3BOACTBEHHYIO
nnowagky, a Tawkke Bbigaya paspelleHus Ha BbIMYCK TOTOBbIX JfIeKApCTBEHHbIX MpenapaToB LOSKHbI
OCYLLECTBMATLCSA YNONHOMOYEHHBIM ULIOM C COBMIoAeHNEM YCTaHOBMEHHbIX TpeboBaHWN.

52. (8.3) YnonHoMOYeHHOE FnMLUO [OOMKHO OCYLLEeCTBMATbL BblAayy paspelleHus Ha  BbIMycK
NMPOMEXYTOYHOW UK rOTOBOW NPOAYKLUMM, UCMONb3yeMOW ANsi NporpamMmm ppakLMOHUpPOBaHWSA NO OrOBOpY ANs
TpeTbUX CTpaH, Ha OCHOBAaHWM HOPMAaTMBOB, COMMAaCOBaHHbIX C 3aKa3yMkoM, a Takke B COOTBETCTBUM C
TpeboBaHnamMu Hactosawmx [lpaBun. Ecnu Takne nekapcTBeHHble npenapaTtbl He MpegHasHaveHbl Ans
npumMmeHeHus B Poccuinckon Pegepaumm, K HUM MOFYyT He MPUMEHATbCS TpeboBaHuA hapMakonemnHbix cTaTen
"ocynapctBeHHon hbapmakonen Poccuiickon ®epepauun.

X. XPAHEHVE OBPA3LIOB IMYJOB MIA3MbI (9)

53. (9.1) OguH nyn nnasmbl MOXeT ObiTb MCMONb30BaH AJ19 MPOM3BOACTBA HECKONbKUX cepui n (unu)
rnekapcTBeHHbIX npenapaTtoB. KoHTponbHble obpasubl Kaaoro nyna nnasmbl, a Takke COOTBETCTBYHOLIME
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3anncu OOJKHbl XPaHUTbLCA HE MeHee OO4HOro roga nocre OKOH4YaHUA Cpoka XpaHeHuaA MoJly4YeHHOro mn3 3Toro
nyna nekapCctBeHHOro npenapara C HanbonbLINM CPOKOM XpaHeHUdA n3 BCeX JIEKAapCTBEHHbIX MpenapaTtoBs,
NoNny4YeHHbIX U3 3TOro nyJsia nia3mbl.

XI. YOANEHME OTXOOOB (10)

54. (10.1) HeobxoguMmo yTBepaouTb Mpouedypbl 6e30nacHoOro XpaHeHWss W yOaneHust OTXOAOB,
0OHOpa30BbIX W 3abpakoBaHHbLIX MaTepuanoB (Harnpumep, KOHTAMUHWPOBAHHbIX €4WHWL, eAuMHUL,  OT
MHULMPOBaHHbBIX JOHOPOB, a Takke KpOBU, Ma3mbl, MPOMEXYTOYHON NPOSYKLUMM UITN FTOTOBBIX JIEKAPCTBEHHbIX
npenapaToB C MCTEKLWNM CPOKOM FOAHOCTU), YTO JOIMKHO OPOPMASATECS JOKYMEHTANbBHO.

Mpunoxexne N 15
K MpaBunam Hagnexatlewn
NPON3BOACTBEHHOW NPAKTUKM

KBAITMOUKALINA N BATMOALNA
I. MIPNHLAM

1. B HacTosileM MNpunoxeHnn n3noxeHbl TpeboBaHUst K KBanudukaumm v Banugauum, NpuMEHUMbIE K
NPOM3BOACTBY JleKapCTBEHHbIX npenapaTtoB. C LUenbld [oKkasaTenbCcTBa COOTBETCTBUSI MNapameTpoB
KpUTMYECKMX npoueccoB (06opynoBaHWs) 3agaHHbIM TpeboBaHWAM MPOM3BOAUTENN [AOMKHbI MPOBOAUTL
Banvaauulo NpoLeccoB M 06opydoBaHWs, WUCMONb3yEMbIX MPU MPOU3BOACTBE J1I€KApPCTBEHHbLIX CPEACTB.
Banugaums Takke NpoBOAMTCS NPU CYLLECTBEHHBLIX M3MEHEHUSIX B MOMELLEHNAX, 060pydoBaHnM U npoueccax,
KOTOpble MOryT Oka3aTb BfMsIHME Ha Ka4yeCcTBO npoaykumMn. Onsi onpegeneHusa coctaBa n obbema paboT no
Banvaauum HeobxoaMMo UCMONb30BaTb NOAX0M, OCHOBAHHbIV Ha OLLEHKE PUCKOB.

II. NTMAHNPOBAHWME BANVOALNN

2. Bcio gestenbHocTb No BanugaumMm HeobxoguMmo nnaHupoBaTb. KniouyeBble 3nemeHTbl MporpamMmbl
Banugauum HeobxoauMO YeTKO onpeaenuTb 1 ohOpMUTL AOKYMEHTANbHO B OCHOBHOM MNIiaHe Banugauum wnm
aHarnorm4yHbIX JOKYMeHTax.

3. OcHOBHOW NraH Banugaumy AomkeH ObiTb 06006LLaoWNM OKYMEHTOM, COCTaBMEHHbLIM B  NTaKOHWYHOWN,
TOYHOW M SICHOW chopme.

4. OCHOBHOW NfaH Banuaauun AOMMKEH coAepXaTb, B YACTHOCTM, CrieayHoLLyo MHOpMaLuio:

a) (a) uenb NpoBeAeHNsT Banugauuu;

©0) (b) opraHM3auMOHHYIO CXeMY AeATENbHOCTM NO Banuaauum;

B) (C) nepeyeHb BCeX NOMELLEHUI, cucTem, 06opyaoBaHMs U NPOLLECCOB, NOAMNEXaLLMX BanMaaumu;

r) (d) cdopmy OokymeHTaumm B Buae dOpMbl, KOTOPYHO crnedyeT MCnonb3oBaTbh AN MPOTOKOMOB U
OTYETOB;

A) (e) nnaHupoBaHue u rpadurk BbINONIHEHNS] paboT;

€e) (f) KOHTpONb N3MEHEHUN;

X) (g) cCbIMKU Ha cyLecTBYOLWME AOKYMEHTHI.

5. B cnyyae ocyLleCTBRNEeHUsa KPYMHbIX MPOEKTOB MOXET BO3HWKHYTb HEeOBXOOUMOCTb COCTaBMeHUs
OTAENbHbIX OCHOBHbLIX Nf1aHOB Banugaumu.

. JOKYMEHTALINA

6. Heobxogumo paspaboTtaTe NMCbMEHHBIN MPOTOKON C yKa3aHUsIMWU OTHOCUTENBHO TOro, Kakum obpasom
OyayT nposedeHbl kKBanumrkauma n Banugauns. Takorm NpOTOKON AormkeH ObiTb NpoBepeH W yTBepxaeH. B
NPOTOKONe AOMKHbI ObiTb YKa3aHbl KpUTUYECKUE 3Tarbl U KpUTEPUM NPUEMIIEMOCTH.

7. [JlormkeH ObiTb NOATOTOBIEH OTYET C NEPEKPECTHBLIMM CChbIfIKaMy Ha NPOTOKON KBanudukaumm un (Mnu)
Banugauun, obobLualoWmMin nofnyyYeHHble pesynbTaTtbl, COAepPXalni KOMMEHTapMu OTHOCUTENbHO MbbIX
3aMeYeHHbIX OTKIOHEHWI 1 BbIBOAbI, BKINOYAs pekOMeHAyeMble U3MeHeHusi, Heobxoammble AN yCTpaHeHus
OTKMOHEHWN. Jllobble M3MEHeHMs, BHECEHHble B MfaH, KOTOpbIA npuBegeH B nNpoToKone, Heobxoammo
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O(*)OpMJ'IFlTb OOKYMeHTallbHO C COOTBETCTBYHOLLNM 000CHOBaHNEM.
8. lMocne yCnewHoro 3asepLieHuns KBaJ'IVId)MKaLI,VIVI HeobxoaMmMo O(*)OpMVITb ocbwu,maanoe NMMCbMEHHOoEe
paspelweHne ana nepexoga K cneagyrouemy atany KBaJ'IVI(*)VIKaLI,VIVI n Banugauunn.

IV. KBAITMOUKALINA
KBanudukarmsa npoekta

9. MNepBbIM 3NEMEHTOM MPOBEAEHUS BanugauuMu HOBbIX MOMELLEeHW, cucTem unu oBopyaoBaHuA
ABMSeTCA KBanudukaums npoexra.

10. Heobxogmmo nokasaTb M [JOKYMeEHTanbHO OMOPMUTL COOTBETCTBME npoekTa TpeboBaHMAM
HacToswwmx MNMpaswun.

KBanudukaums MOHTaxa

11. KBanudukaumo MOHTaxa HeobxoanmMo NpoBOAMTL AN HOBbIX UITM MOANMULMPOBAHHBLIX MOMELLEHUN,
cuctem n obopyaoBaHus.

12. Ksanudpukaumss MOHTaXxa [OIKHa BKMoYaThb crnegyowme anemMeHThbl (HO He OrpaHnYnMBaThbCs UMK):

a) (a) npoBepky MOHTaka obopynoBaHus, TpybonpoBoOoB, BCMOMOraTerbHbIX CUCTEM U MpuUBOpPOB Ha
COOTBETCTBME YTBEPXKOEHHOMY NPOEKTY, BKIOYAA TEXHNYECKYIO AOKYMEHTALMIO, YEPTEXM U cneumdurKkaunm;

©) (b) oLEHKy MONHOTLI M COMOCTaBNEHNE MHCTPYKLMIA NOCTaBLLUMKa MO KCnyaTaumm n paboTe, a Takke
TpeboBaHWU K TEXHUYECKOMY 0OCMY>KMBaAHUIO;

B) (C) oueHky TpeboBaHWI K KannbpoBKe;

r) (d) npoBepky MaTtepuanos, UCNOMNb30BaHHbIX B KOHCTPYKLIUSIX.

KBanudukaumsa pyHKLUMOHMPOBaHUS

13. Keanudukaumsi yHKLUMOHNPOBaHNA AOSMKHA CriefoBaTth 3a KBandukaumMen MoHTaxa.

14. Keanudpvkauma ¢yHKUMOHMPOBAHMSA OOIDKHA BKMOYATb  cregylowne dneMeHTbl (HO  He
orpaHn4MBaTbCs UMU):

a) (a) ucnbiTaHns, Ncxoasa U3 3HaHWUI O NpoLeccax, cucteMax U obopyaoBaHuuy;

©0) (b) ucnbiTanns pyHKUMOHMPOBaHNS obopyaoBaHMA Mpu paboyMx napamMeTpax, PaBHbIX BEPXHUM U
HWXXHMM JONYCTUMbIM NpeaenaM, TO eCTb B YCIOBUSIX "HanxygLiero cny4vas”.

15. YcnewHoe 3aBeplleHVMe  KBanMpukaumm  OYHKUMOHWPOBAHUA  OOMMKHO  CrnocoOCcTBOBaTh
OKOHYaTENbHOMY OCPOPMIEHNIO MHCTPYKLMIA NO KannbpoBke, aKCnyaTauumn n o4McTke, NpoBefeHuto obyveHus
onepaTtopoB, a TakkKe YCTAHOBMEHUIO TpeboBaHWU K NPOMUNAKTUYECKOMY TEeXHUYECKOMY OBCNY>XMBAHWUIO.
TonbKo nocrne 3Toro 3aka34ynMkoM MOXET NMPOBOAMTLCS NpUeMKa NOMELLIEHUIA, cucTeM U 0bopyaoBaHMs.

KBanuduvkaums akcnnyaTtaumm

16. KBanudwmkaums akcnnyataumum BbINOMHAETCA MOCMe YCMELWHOro 3aBeplueHns  Keanudukaumm
MOHTaXa W1 KBanupukauum yHKLUOHNPOBAHMS.

17. KBanudukauus akcnnyataumm OOSDKHA BKNoYaTb Criefylowme 3feMeHTbl (HO He orpaHn4nMBaThCs
nmun);

a) (a) ucnblTaHns ¢ MCMNoNb3OBaHWMEM MaTepuarnoB, MPUMEHAEMbIX B MNPOU3BOACTBE, BbIOPaHHbIX
3amMeHuTenew ¢ aHanornMyHbIMM CBOMCTBaMMN UM MOAENUPYHOLLEro npenapaTta, paspaboTaHHble Ha OCHOBaHUW
3HaHWUI O MpoLiecce, a TaKkke 0 TEXHNYECKUX CPeAcTBax, cuctemax unm obopyaosaHuy;

©) (b) ucnbiTaHns npy pabounx napameTpax, PaBHbIX BEPXHUM WU HWKHUM AONYCTUMBIM MpedenbHbIM
3HaYeHNsM.

18. HecmoTp4 Ha TO, 4TO kBanudukaumsa akcnnyaTauum paccmaTpuBaeTcs Kak oTAenbHbIA aTan paboT, B
HEKOTOpbIX Cny4asx LenecoobpasHo NpoBoANTL ee COBMECTHO C KBanudukaumen dyHKLUOHNPOBaHWS.

KBanudukauns yctaHOBMEHHbIX (MCMOMb3yeMblX) TEXHUYECKNX
CpeacTs, NomeLLeHnn n obopyaosaHus

19. HeoGxoaumo umeTb OaHHble, OGOCHOBLIBalOLWIME W MNOATBEpPXKAalollMe COOTBETCTBME paboumx
KPUTUYECKMX MapamMeTpoB  3afdaHHbiM  TpeboBaHuaM.  UHCTpykuMM No  KanubpoBKe,  O4YUCTKe,
NpoUNakTUYECKOMY TEXHUYECKOMY OBCMY)XXUBAHUIO U 3KCMIyaTauuu, a Takke Nno oby4eHuio onepaTopoB U
BEEHNI0 OTYETOB A0MKHbI BblTh AOKYMEHTaNbHO OPOPMIEHSI.
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V. BANMOALNA MPOLIECCA
OOwume TpeboBaHus

20. TpeboBaHWs U NPUHLUMMBI, U3NOXEHHbIE B HacToswem [MpunoXeHuu, NPUMEHUMbI K MPOU3BOACTBY
nekapcTBeHHbIX opM. OHM pacnpoCTpaHATCS Ha MepBOHaYanbHyl Banuaauuid HOBbIX MPOLLECCOB,
nocneayoLLyo BanMaauuio U3MEHEHHbIX MPOLECCOB M NMOBTOPHYIO Banvaauuto.

21. Banvgauus npouecca, kak npaBuso, A0imkHa OblTh 3aBeplUieHa OO0 Hayana peanusauun U Npoaaxu
nekapCTBEHHOro npenapata (mepcnekTuBHas Banugauus). B unckmouuTenbHbIX cnyvasx, korga Takas
Bannaauna HeBo3MOXHa, MOXET BO3HUKHYTb HGOﬁXO.D,I/IMOCTb npoesegeHna Banungauun npoueccoB BO BpeMA
TekyLero nponssoacTea (conyTcTBylowan Banuaauus). MNpouecchl, KOTOPbIE YXe NPOBOAUNCE B TeYeHue
HEKOTOPOro BPEMEHM, TaKkKe noasiexart Banugaumm (peTpocneKkTMBHasa Banugaums).

22. Wcnonb3yemble MOMELLEHNsI, CUCTEMbI U ODOOpPYydOBaHUE [OIMKHbI ObiTb  KBanMdUUMpOBaHbl, a
aHanMTM4yeckne MeTOOVKM UCNBbITAaHNA - BanuaupoBaHbl. [lepcoHarn, NpvHUMakrLWuin ydyactTue B MPOBEAEHUU
Banugauum, OomkeH ObITb COOTBETCTBYHOLLMM 00pa3omM 00yYeH.

23. HeobxogMmo npoBoAUTbL NEPUOSNYECKYIO OLIEHKY MOMELLEHUI, cucTem, obopyaoBaHnst U MpPOLECCoB
C Lenbto noaTBepXaeHus nx paboTbl B COOTBETCTBUM C 3ad4aHHbIMU TpeboBaHUSAMM.

nepCI'IeKTVIBHaFI Banunaauunsa

24 MNepcnekTnBHas Banvaaumnsa AOMKHA BKIIOYaTb Cleayowmne afeMeHTbl (HO He orpaHnyYnBaTbCs UMK):

a) (a) kpaTkoe onmcaHue npoLecca;

©) (b) nepeyeHb KpUTUYECKUX CTaAMIM Npouecca, Noanexalnux nccnefoBaHuIo;

B) (C) NepeyveHb UCNonb3yeMblx NOMeLLeHN 1 06opyaoBaHUs (BKOYas M3MepUTenbHOe, KOHTPOSbHOE,
pervcTpupytoLee obopynoBaHUE) C ykazaHNMeM cBefeHni 06 nx kanmbpoBKe;

r) (d) cneumdmkauum Ha roToBy NPOAYKLMIO MPU BbIMYCKeE;

a) (e) npu Heo6Xo0aUMOCTHM NepeYveHb aHaNUTUYECKNX METOOVK;

e) (f) npeanaraemble TOYKM KOHTPONS B NpoLecce Npou3BoaCcTBa U KpUTEPUM NPUEMITIEMOCTH;

X) (g) Npu HeOBXOAMMOCTU [OMOSNHUTENbHbIE WUCMbITAHWS, KOTOpble HEeobXxoaumMo MPOBECTM, BMECTE C
KpuUTepmMsamMu npuemMnemMocTu 1 Banugaumen aHanuTnyeckux MeEToaumk;

3) (h) nnaH oT6opa npoo;

n) (i) meToOpl perncTpauum 1 OLEHKN pe3ynbTaTos.;

K) (j) byHKLMM N 06A3aHHOCTM;

n) (k) npegnonaraembivi rpacuk BbINONHEHMS paboT.

25. C nomouwpblo yCTaHOBNEHHOrO  npouecca  (MCMONb3yst  KOMMOHEHTbl, COOTBETCTBYHOLLME
cneummrKaLmnsM) MOXXHO NPOU3BECTU P CEPUA TOTOBON MPOAYKUUM MPU OObIYHBLIX YCMOBUAX. TeopeTuyecku
KONMMYECTBO BbINOMHEHHbIX MPOVU3BOACTBEHHbIX LUKIOB U caeNnaHHbIX HabNaeHU AOMKHO ObITb JOCTATOYHbIM
ONd TOro, 4ToObl MO3BONUTL YCTAHOBUTE OObIYHYIO CTEMEHb M3MEHYMBOCTU WM TEHAEHLUKU, a TaKke MOJyYnTb
HeoOxoOMMOe KONMUYECTBO [faHHbIX ANA oueHkn. [ns Banugauum npouecca CcyYMTaeTcs LOCTaTOYHbIM
BbINOMHMTL TPW nocrnegoBaTernbHbIe CepuM MMM UMKNa, Npu KOTOPbIX NapaMeTpbl HAXo4saTcs B 3adaHHbIX
npepenax.

26. Pa3mep cepuu npu Banngauum AomKeH ObiTb paBHbIM pasMepy cepun npy NPOMbILLIIEHHOM Bbinycke
NPOAYKUUN.

27. Ecnu npegnonaraetcst npofaxa unv nocraeBka Cepun, Mpon3BedeHHbIX MpU Banugaumm, TO YCNoBus
MX NPOM3BOACTBA AOMKHbI MOMHOCTBIO COOTBETCTBOBATL PErMCTPALMOHHOMY 40Cke U TpeboBaHMAM HaCTOALLMX
MpaBwn, BKMOYas yooBneTBOPMTENbHbIN pe3ynbTaT NpoBeAeHUs Banugauun.

ConyTcTByloLLlas Banuaaums

28. B VCKMOUMTENDBHBLIX Clyyasx OOMycKkaeTcsl HavyMHaTb CEepUHOE NMPOU3BOACTBO A0 3aBepLUEHMs
nporpaMmbl Banvgaumm.

29. PelleHne 0 npoBeAeHMM COMYTCTBYIOLWEN Banugauumn LOMMKHO OblTb OOOCHOBAHO, AOKYMEHTanbHO
0hOPMIIEHO U YTBEPXKAEHO NULLAMU, UMEIOLLMMI COOTBETCTBYHOLLEE NOMTHOMOYME.

30. TpeboBaHusA Kk OOKYMeHTaUMM AN COMyTCTBYWOLLEN Banuiaumm SBMSOTCS TakUMKU XKe, Kak |
TpeboBaHWs, yCTaHOBMNEHHbIE AMsi NEPCMNEKTMBHON Banuaauun.

PeTpocnekTusHasa Banugauus
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31. PeTpocnekTBHas Banvaaumsi MOXXeT NpOBOAUTLCS TOMbKO ASI1 XOpPOLWO oTpaboTaHHbIX MpOLEeCcCoB.
lMpoBedeHne peTpOCMNEKTMBHOW BanupauuyM He AONyckaeTcsi, eCnv B COCTaB MpPOOYKUWMW, TEXHOMNOrMYECKUIA
npouecc unm obopyaoBaHne HeagaBHO ObINN BHECEHbLI U3MEHEHNS.

32. PeTpocnekTuBHasi BanuaaLums yka3aHHbIX MPOLECCOB OCHOBBIBAETCA Ha NPeALEeCTBYHOLWMNX AaHHbIX.
Mpn aTOM TPebyOTCS cocTaBneHme cneumanbHOro NPoOToKOMNa 1 0TYETA, a Takke nNpoBeaeHne ob63opa AaHHbIX
npeaLecTByOLLEn aKCnnyaTaumm ¢ Bbigavyen 3aknioveHns 1 pekoMeHaaumn.

33. VIcToYHUKM aHHbIX N8 Takon Banuaalumm AOMKHbl BKNoYaTb (HO He OorpaHMyMBaTbCs UMW) 3anucu
Mo NPOM3BOACTBY M YNaKoOBKE CEPUIA MPOAYKLUN, KOHTPOJSIbHbIE KapTbl MPOW3BOACTBA, XXypHarbl MpPOBEAEHUS]
TEXHUYECKOro 00CNyXXMBaHUSA, AaHHbIE 06 N3MEHEHMSIX B NepcoHarne, NccrneaoBaHnsa BO3MOXHOCTEN MNpoLecca,
OaHHble O rOTOBOM MPOAYKUMW, B TOM YMCNE KapTbl TEHOEHUMNW, a Takke pes3ynbTaTbl U3y4eHusi ee
CTabUNbHOCTN MPU XPaHEHNN.

34. Cepuu npoaykummn, oTobpaHHble Ansi NPOBeAEHUsI PETPOCNEKTMBHOW Banuaaunn, OOMKHbI SBMATHCS
npeacTaBUTENbHON BLIOOPKOW AN BCEX CEPUIA, MPOU3BEAEHHLIX B TEYEHNE pacCcMaTpMBaeMOro nepmoaa, B Tom
ynucne BCEX Cepwuii, He COOTBETCTBYHOLUMX creuundmrkaumam. KonnyectBo cepuii NpoAayKuMU OOMKHO ObiTb
[OCTaTOYHbIM Afs TOro, 4YtoObl gokasaTb CTabunbHOCTb npouecca. [lpy npoBegeHun peTpoCrnekTUBHON
Banugauum npolecca MoryT noHagobuTbCsa AOMNOMHUTENbHbBIE UCMbITAHNS apXMBHbIX 00pa3LUoB AN MNosy4YeHus
HeobxoauMoro KonuyecTea UM HeOOXoAMMOro B1uAaa AaHHbIX.

35. [Ina oueHkn cTabunbHOCTU NpoLiecca nNpu NpPoBeAEHUN PETPOCNEKTMBHON Banuaauum Heobxoammo
BbINONHUTL aHanu3 gaHHbix No 10 - 30 nocnegoBaTenbHO MPOU3BEAEHHBIM CEPUSIM, OLHAKO NPU Hann4um
COOTBETCTBYIOLLEr0 060CHOBaHWSA KONMMYECTBO UCCNEOYEMbBIX CEPUIN MOXET ObITb YMEHBLLEHO.

V1. BAlTIMOALMNA O4YNCTKU

36. Banupaumio o4mcTkM HeobxogMmo npoBoAWTb Ans Toro, 4Tobbl MoAaTBEpPAUTb 3MEKTUBHOCTL
npouenypbl ounctkn. ObocHoBaHME BbIOpaHHbIX NPedenoB AN NEePEeHOCUMbIX OCTaTKOB MpOoAyKTa, MORLLMX
CpeAcTB, a Takke MUKPOOHOMW KOHTaMMHALUMW [OOIMKHO OCHOBbLIBATbCSI HA CBOWCTBAX MPUMEHSIEMbIX
MaTepuanoB. OTU NpeaerbHble 3Ha4YeHNs1 4OMKHbI ObITb peanbHO AOCTVXXUMBIMU U MPOBEPSAEMbBIMU.

37. [Ina obBHapyxeHUsi OCTaTKOB WMIIM KOHTAaMMHAHTOB HEOOXOAMMO WCMONb30OBaTh BanuaupoBaHHbIE
aHanuTuyeckme metoguku. lNpegen oBOHapyXeHMs ONS KaXOoW aHanuMTUYecKoW METOAMKM [OO0SmKeH ObiTb
JOCTaTOYHbIM  Ans Toro, 4Tobbl OOHApPYXWUTb YCTAHOBMEHHLIN AOMYCTUMBLIA  YPOBEHb OCTatka Wnu
KOHTaMMHaHTa.

38. Kak npaBwno, HeobxoaMmo MpoBOAWUTL Banuiauui TOMbKO NPOLEeayp OYMCTKA MOBEPXHOCTEN
060pyaoBaHUS, KOHTaKTUMpYOLWMX C npoaykumen. OpHako Heobxoaumo yAensATb BHUMaHWE W geTansm
000pyaoOBaHUSA, HE KOHTAKTUPYHLWUM C npoaykumen. HeobxoomMmo npoBoAUTb Banugauuvio  OfMTENbHOCTU
WHTEPBAIOB BPEMEHM MeXOy OKOHYaAHMEM MpOoLiecCa WU OYUCTKOM, a TakKe Mexay OYMCTKOM M Hadarom
cnepytowero npouecca. JomkHbl GbITb onpedeneHbl METOAbl OYUCTKM U UHTEpBanbl BPEMEHU MexXAay
npoBeaeHNEM OYNCTKN.

39. [inga npoueayp OYUCTKU, CBA3AHHBLIX C OYEHb CXOAHbIMM MPOAYKTaMM M npoueccamu, OonyckaeTcs
BblOpaTb NpeAcTaBUTENbHLIN pPsig CXOAHBLIX MPOAYKTOB M MPOLECCOB. B Takmx cryvasix MOXHO MPOBECTU OOHO
BanuaaunoHHoe uccrnegoBaHne ¢ UCNoNb3oBaHMEM Noaxona "Hauxyalwumm crydyan”, npM KOTOPOM YYTeHbl Bce
KpuTnyeckne akTopbl.

40. Anga Banuaaumn npoueaypbl O4UCTKM JOCTATOYHO YCMNELLIHOMo NpoBeAeHUs Tpex nocrneaoBaTeribHbIX
LMKITOB OYUCTKMN.

41. MeTog "vnchbiTbiBaTb A0 Tex MOp, nMoka He OyaeT 4ucTo" He 3aMeHsAeT Banvaauuilo npoueaypbl
OYUCTKM.

42. Ecnu ygansieMble BeLLECTBa SABMSAKTCSA TOKCUMYHBIMWA MMM OMacHbIMW, TO B MOPSiAKE WCKIOYEHUS
BMECTO HUX MOXXHO UCMONb30BaTh Npenapatbl, MOAenMpyoLwme Musnko-XxmuMmyeckne CBOMCTBA TakMX BELLECTB.

VIl. KOHTPOINb M3MEHEHUI

43. MpoussoanTenb OOMKEH YTBEPAMTb Mpoueaypbl C ONUcaHWeEM [AEWCTBMI, KOTopble HeobXxoaMmo
npeanpuHATb, ECRK NpeanonaraeTcs U3MeHeHNe UCXOAHOTO Cbipbsi, KOMMOHEHTOB MPOAYKTa, TEXHOOrMYECKOro
obopyaoBaHUA, NapaMeTPOB OKPYKatoLen Npon3BoACTBEHHOM cpeabl (MnNn ydacTka), cnocoba npom3BoacTBa
UnyM MeToaa KOHTPOMs Unu Noboe Apyroe u3MeHeHne, KOTOpoe MOXET MOBMMATbL HA Ka4yeCTBO MPOAYKUMU Mnu
BOCMPOM3BOAMMOCTL Mpouecca. [lpouenypbl  KOHTPOMst W3MEHEHWA [OOMKHbI  0Becneyntb  MonyyeHue
OOCTaTOYHOro KONMMYecTBa AaHHbIX AN NOATBEPXKAEHWUSI TOr0, YTO U3MEHEHHBIN NpoLecc Mo3BONSIET nony4vaTb
npoayKumuio TpebyemMoro kayecTsa, COOTBETCTBYIOLLYIO YTBEPXKAEHHBIM CrieumndpuKaumsm.

44, Ha BCe UW3MEHeHMsl, KOTOpble MOryT oOKasaTb BMMSIHUE Ha KA4YeCTBO MPOAYKUUW WK
BOCMNPOnU3BOAMMOCTb npouecca, OO0JDKHbI ObITb nogaHbl 3adBKM B paMKax cbapmaueBqueCKoﬁ CUCTEMDbI
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KayecTBa. Takve M3MeHeHUs JOMKHbI ObITb JOKYMeHTanbHO odopMIieHb!, yTBEPXXAeHbl. HeobxoamMmMo oueHUTb
BO3MOXHOE BIUSIHUE N3MEHEHWI B NMOMELLEHUSIX, CUCTEMAX U oOOpyLOBaHMM Ha MNPOAYKLMIO, B TOM 4ucne
NpOBECTW aHanm3 puckoB. [lomkHbl ObiTb onpeaeneHbl He06XoaMMOCTb U 06BEM MOBTOPHOW KBanudukaumm wm
NOBTOPHOW Banuaaumu.

VIII. MTOBTOPHAA BANMOALINA

45. HeobxoanmMo NpoBoauTb Neproamnyeckyto oLeHKy NoMeLLEeHW, cucTem, 06opyaoBaHNsa U NPOLIeCCOB,
BKIOYasa npoleaypbl OYUCTKW, ONS MOATBEPXAEHUS KX COOTBETCTBUS 3afaHHbIM TpeGosaHuaM. Ecnu
CYLLECTBEHHbIE U3MEHEHUS OTCYTCTBYHOT, TO BMECTO MOBTOPHOW BanuaauMu OOCTATOYHO COCTaBUTb OTYeT,
CBMUAETENbCTBYOWMNA O TOM, 4YTO TMOMELLEHUS, CUCTEeMbl, OBOpydOBaHME W NPOLECChl COOTBETCTBYIOT
yCTaHOBMNEHHbLIM TPeBOBaHUAM.

IX. TEPMWHbI 1 OMNMPEOENEHNA

[Ons uenen HacToswero [punoxeHns KpoMe TEPMUHOB U OnpefesieHun, npeaycMoTpeHHbIX rnasown |l
HacCToALLMX I'Ipanm, MCNONb3YIKOTCA TakKXe cneaytoume OCHOBHbIE NMOHATUA!

aHanmM3 pUCKOB - METO OLEHKM W OMUCaHWUsi KPUTUYECKUX MapamMeTpoB npu  YHKLMOHUPOBAHUK
obopyaoBaHuKs, CUCTEM MU MpoLiecca B CBA3W C YCTaHOBMEHHOW ONacHOCTbIO;

BanuMaauus O4YUCTKM - [OOKYMEHTanbHO O(OPMIIEHHOE MOATBEPXKAEHME TOro, YTO YTBEPXKAEHHAas
npouenypa o4nCcTKM obecrneynBaeT Takyto YNCTOTY oDOopyaoBaHuA, koTopad Heobxoguma Ansg nNpousBOoACTBa
nekapCTBEHHbIX CPeACTB;

Banuaauus npouecca - [JOKYMEHTanbHO OQOPMIEHHOE MOATBEPXKAEHNE TOro, 4TO MpoLecc,
BbIMOSIHSIEMbIA B paMKkax YCTaAHOBIEHHbLIX MapamMeTpoB, OCyLlecTBNseTcs 3heKTMBHO, BOCMPOU3BOAUMO U
NpVMBOAWUT K NPOW3BOACTBY JIEKAPCTBEHHOrO Mpenaparta, COOTBETCTBYHOLIEro 3apaHee YCTaHOBIEHHbLIM
cneundurKaLmam 1 XxapakTepUcTKam KayecTBa;

KBanudmrkaumsa MOHTaxa - [OKYMeHTanbHO OQOpMIIEHHOE MNOATBEPXAEHME TOro, YTO MOHTax
noMeLleHnin, cuctem n 06opyaoBaHnst (yCTaHOBNEHHbIX UM MOANMULIMPOBAHHBIX) BbIMNOSTHEH B COOTBETCTBUN C
yTBEPXAEHHBIM MPOEKTOM N peKoOMeHOaunamMmm nx npon3BoanTens;

KBanudmkauma npoekta - AOKYMEHTarbHO O(OPMIIEHHOE MOATBEPXAEHME TOro, YTO MPELNOXEHHbIN
NPOEKT NPOM3BOACTBEHHLIX NMOMELLEHUI, 060PYA0BaHNSA UM CUCTEM SABMSETCS NPUroAHBbIM ANS NPUMEHEHUS
Mo Ha3HaYEeHUIO;

KkBanudmkauma QyHKUMOHMPOBAHNA - [OKYMEHTanbHO OMOPMIIEHHOE MOATBEPXAEHNE TOro, 4TO
noMeLleHns, CUCTeMbl U 06opyaoBaHWe (YCTaHOBMEHHbIE WU MOAMMULMPOBAaHHbIE) (YHKLUOHMPYIOT B
COOTBETCTBMM C NpeabsaBnseMbiMm TpeboBaHMAMN BO BCEX NPEAYCMOTPEHHbIX pexxumax paboTb;

KBanudmkauma akcnnyataumm - 4OKyMeHTarnbHo oopMeHHOE NOATBEPKAEHNE TOro, YTO MOMELLEHMS,
cucTeMbl 1 060opyaoBaHNE NPU COBMECTHOM UCMONb30BaHUM paboTaloT acpEKTUBHO U C BOCNPOM3BOAUMBLIMU
rnokasaTensmm B COOTBETCTBUM C YTBEPXKAEHHBIMWN TPeOOBaHNAMM U XapakTeEPUCTUKaMM NPoLEecca;

KOHTPOMb  W3MEHEHWA - [JOKYMEHTanbHO  OQOPMIIEHHbI  MOPSAOK,  COrMacHO  KOTOPOMY
KBanuumuupoBaHHble MpeacTaBUTENN pPasfUYHbIX CrleuManbHOCTEN pacCMaTpuBalT MNPEeAnOXeHHble WUnm
(baKTI/ILIeCKI/I BHECEHHble U3SMEHEHUA, KOTOPbIe MOTyT MNOBITUATE Ha BanungunpoBaHHOE COCTOAHUE I'IOMeLLLeHI/IIZ,
o6opyaoBaHnsi, cUCTEM UM NpoLeccoB. Llenb Takoro KOHTpons - onpeaenutb HeobBXoOUMOCTb MEePONPUSATURA,
KOTopble JOJMKHbI 06ecneynTb 1 AOKYMEHTaNbHO yOOCTOBEPUTL MOAAEPXKAHWE CUCTEMbI B BanvaMpoBaHHOM
COCTOSIHWMK;

MOZENUpyLWMn npenapat - Martepuan, KOTOpbli MO CBOUM (OU3NYECKMM UM, MO BO3MOXHOCTW,
XMUMWYECKMM XapaKTepucTkam (HanpvumMep, BA3KOCTU, paaMmepam vactuu, pH) 6mM30k npoaykTy, B OTHOLLUEHWUU
KOTOPOro npoBoanTCA Banuaauund. Bo mHormx cnyyadax 3TUMKU XapakKTepUuctukamm MoOXeT o6nap,aTb cepua
npenapaTa-nnawuebo (NpoaykTa, He coaepxallero hapmaLeBTU4eckon cybcTaHuun);

HaUXyOWWNn criyydanh - onpefeneHHble CTaHA4apTHbIMUM OMepauMOHHBIMK - MpoueaypamMu  yCrioBus  WUnn
KOMMIIEKC YCIOBMWIN, OTHOCSALUMECH K BEPXHUM WU HWKHMM MNpedernbHbiM 3HavYeHuaAM pabounx napameTpoB
npoLecca 1 CBA3aHHbIM C HUMU hakTopaM, KOTopble 00YyCnOBNMBAOT HanmbONbLUY0 BEPOSITHOCTb MOSIBNEHMS
cbos B npouecce unu 6Gpaka B NpogykTe MO CPaBHEHMIO C maearnbHbIMU YCrOBUSMMW. Takve YCroBWUS He
06a3aTenbHO NPMBOAAT K COOI0 B Mpouecce ninn nosieneHnto 6paka B NpoaykTe;

nepcrnekTMBHas Banupauus - Banugauusi, BbiNOMHseMas A0 Hayana CepurHOro npousBoacTBa
NPOAYKUUW, NpeaHa3Ha4YeHHoN AN peanusauuu;

NnoBTOpHas Banugauus - NOBTOPEHME BanujauuMu npouecca Ans obecnevyeHus rapaHTum TOro, 4TO
M3MeHeHuNs B npouecce u (Mnm) obopyaoBaHWM, BHECEHHble B COOTBETCTBUM C MpoLedypow KOHTPONs
N3MEHEHWN, He YXYALIAT XapakTepUCTUKM NpoLiecca U KayeCTBO NpoayKunm;

peTpocneKkTUBHaa Banugauuss - Banuaauus CepurHOro mnpouecca Mpov3BOACTBA  peanv3yemoro
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NpoAyKTa, OCHOBaHHasA Ha COBpaHHbIX AaHHbIX O NPOU3BOACTBE U KOHTPOIe cepuii MPOAYKLUMH;
COMyTCTBYIOLLAsA Banuaauus - Banvaauus, BbINoMHseMas BO BpeMsl TeKyllero (CepuiHoro) NponssoacTea
npoayKuun, NpegHasHayeHHon Ans peanusauum.

MpunoxeHne N 16
K MNMpaBunam Hagnexawemn
NPOM3BOACTBEHHOW NPAKTUKM

NOATBEPXOEHUE
YMNMOJITHOMOYEHHBLIM NNLIOM COOTBETCTBUA CEPUW MPOAYKLMN C LIEJTbIO
EE BbIMYCKA

I. OBJTACTb NMPUMEHEHUA (1)

1. (1.1) HacTosiwee MNpunoxeHue onpeaenseT NopsaoK MOATBEPXKOEHUA COOTBETCTBUA, BbINOMHAEMOro
YMOSTHOMOYEHHbIM NIMLIOM, MPU BBOAE B rpaXgaHCKniA 00OpOT cepuii NeKapCTBEHHbIX CPEACTB (B TOM 4yucne
3aperMcTpUpoBaHHbIX UMW NPOU3BEAEHHbIX A4Sl 9KCNOpTa JIEKapCTBEHHbIX NpenapaTtos).

2. (1.2) Hacrtosiwee lMpunoxeHne Takke pacnpoCTpaHSeTcsa Ha crnydau, korga npov3BOACTBO Cepumn
nNpoayKuum nnn NnpoBeaeHne aHann3oB pasgeieHo Ha HECKOMBKO 3TarnoB, BbIMOMTHAEMbIX B pa3HblIX MecTax wunm
pasHbiM/Y MPOU3BOAUTENSAMU, a TaKKe Korga Cepuro NPOMEXYTOYHOM WM HepaccacoBaHHOW NpoayKuum
pas3gensoT Ha aBe 1 bonee cepun rotoBon npoaykunn. Hactosiwee lMpunoxeHne MOXeT ObiTb NMPUMEHEHO K
neKkapCTBEHHbIM NpenapaTtam, NpegHas3Ha4YeHHbIM 118 KIMMHUYECKNX NCCNeaoBaHNNA.

3. (1.3) Ecnu HopmaTuBHBIMK NpaBoBbIMU akTaMmu Poccunckon ®epepaumm yCcTaHOBIEHbLI creuunarnbHble
TpeboBaHVs K BBOOY B rpadaHCKU OBOpPOT HEKOTOPbIX MNpernapaTtoB KPOBU WM UMMYHOBMOMOrM4eckmnx
NeKkapCTBEHHbIX NpenapaToB, TakMe TpeboBaHMsa JOMKHbI CObnogaTbCs.

4. (1.4) OcHoBHble TpeboBaHWs K BbINYCKY Ccepuyv NPOAYKUMU MPUBOAATCA B COOTBETCTBYHOLLMX
perncTpaumoHHOM [0Cbe, MNPOMbLIWMEHHOM pernaMmeHtTe u  crneuudukaumsx. [lonoxeHus HacTosLero
MpunoxeHns NPUMEHSIIOTCA B 4acTu, HE NPOTMBOPEYaLLell TakKuM OCHOBHbIM TpeboBaHNAM.

1. APUHLMAM (2)

5. (2.1) Kaxpgas cepuss rotoBoM NPOAYKUUW [AOMKHA MOMyYnTb OT  YMNOMHOMOYEHHOro nuua
noaTBepXXAeHVe ee COOTBETCTBUA YCTaHOBMNEHHbIM TpeboBaHUSAM 40 ee Bbiycka Ha BHYTPEHHUI PbIHOK UMK Ha
3KCNOPT.

6. (2.2) Uensmu perynupoBaHus npoLeaypbl BbiMycka cepun NpoayKLMn aBnstoTCA:

rapaHTus TOro, 4YTo cepus Obima npov3BegeHa M MpoBepeHa B COOTBETCTBMM C NUUEH3MEN Ha
NPOM3BOACTBO NEKapCTBEHHbIX CPeAcTB, TPeboBaHNAMU PerncTpaLMoHHOro Jocke, TPeBOBaHMAMU HACTOALLMX
MpaBun, a Takke NHbIMX TpeboBaHUSIMK, YCTAHOBMEHHLIMX HOPMAaTMBHLIMKM MPaBOBbLIMK akTamu Poccuinckon
®epepaumu, nepeq ee BblNyCKOM;

rapaHTus Toro, YTo Npu HeobXoAUMMOCTM uccrefoBaHus Opaka WM OT3biBa CEPUU YMONHOMOYEHHOE
MuUo, KOTOpOe BblAano paspelleHne Ha ee BbIMyCK, M COOTBETCTBYWOLWME 3annucn MoryT OblTb nerko
NMaeHTUOUUNPOBaHDI.

IIl. BBEOEHUME (3)

7. (3.1) NponsBoacTBO Cepmmn NeKkapcTBEHHbIX CPeACTB, B TOM YMCMe KOHTPOfb KayecTBa, pasgenserca
Ha cTagun, KOTOpble MOFYT BbIMOMHATLCA HA PasHblX MPOM3BOACTBEHHbIX MMOWAAKax W pasHbiMU
npounssoguTenamu. Kaxaas ctagns ormkHa BbINOMHATLCS B COOTBETCTBMU C TpeboBaHMAMU MPOMBILLIEHHOTO
pernameHTa, TpeboBaHuMAMU HacToAWwMX [lpaBun U MHbIX HOPMAaTMBHBLIX MNPAaBOBbIX aKToOB Poccuinckon
degepaumun. YnonHOMOYEHHOE MWL, OCYLUECTBRsoWee npouedypy MOATBEPKAEHUS COOTBETCTBUSA Cepuu
rOTOBOW MNPOAYKLUMN YCTaHOBMEHHbIM TpeboBaHMAM nepes e€e BbIMyCKOM, [OMMKHO PYKOBOACTBOBATbCHA
yKasaHHbIMY TpeboBaHMAMMW.

8. (3.2) Ha npaktnke OOHO YMONHOMOYEHHOE fMLO MOXET He 3HaTb OCODEeHHOCTEeN Kaxgoro aTana
NPON3BOACTBA. YNOMHOMOYEHHOE NNLIO, KOTOPOEe NOATBEPXAaeT COOTBETCTBME CEPUN TOTOBON MPOAYKLMK, MO
OTAEeNbHBIM BOMPOCaM MOXET ONUPaTbCA Ha 3aKMYeHUs APYrux YMONHOMOYEHHbIX nuu. B Takmx cnydasx
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YMOSTHOMOYEHHOE NNLIO JOMKHO ObITb 3apaHee YBEPEHO B HAAEXKHOCTU STUX 3AKITOYEHUA, UCXOASS U3 JIMYHOIO
onbiTa WM Ha OCHOBaHUM MNOATBEPXOEHMWS, MOJNIYYEHHOrO OT APYrMX YMNOSIHOMOYEHHbIX fWL  BHYTPU
YCTaHOBMEHHOW CUCTEMbI Ka4ecTBa.

9. (3.3) MNpwu BbINONHEHUN OTAENBHbLIX CTAaAWA MPOM3BOACTBA B APYron CTpaHe aHanormdHble TpeboBaHus
K COOTBETCTBMIO MNMpou3BOoACTBA W NpoBedAEHUD KOHTPONA KadeCTBa npeabABnATCA U K YYAaCTHUKY
npon3BoacTBa B 3TOM CcTpaHe. B aTom cnyyae npou3BOACTBO NEKAPCTBEHHbLIX CPEACTB TakkKe [OOIMKHO
OCYLLECTBMATLCA B COOTBETCTBUM C TPEOOBaHUAMN PErMCTPALMOHHOIO Aocke. MponsBognTens LOMKEH UMETb
NMLIEH3MIO Ha OCYLLIECTBIIEHME CBOEN AEATENBHOCTM B COOTBETCTBUM C 3aKOHOM CBOEW CTpaHbl U BbIMOSMHATb
TpeboBaHns HacTosAwmx [lpaBun wnM nNpaBun Hagnexaiwlero npou3BOACTBA JIEKAPCTBEHHBIX CpeacTs,
TpeboBaHWs KOTOPbIX HE HKe, Yem TpeboBaHusa HacTosawwmx Mpasun.

IV. OBLWWME TPEBOBAHNA (4)

10. (4.1) PaanuyHble ctagum (aTanbl) Npon3BoACTBa, BBO3a, KOHTPOISA U XPaHEHMSI OGHON U TOM e cepumn
roTOBOM NPOAYKLMU Nepen ee BbiMyCKOM MOIYT OCYLLECTBATbCA Ha pa3HbiX MPOM3BOACTBEHHbIX MNIIOLLafKaXx.
Bce 3T npou3BOACTBEHHblE NMOWAOKA OOSKHbI  OblTb  NULEH3UPOBaHbl UM OOIMKHbI  OCYLLECTBNATb
OEeATeNnbHOCTb MOA KOHTPONieM, MO KpanHenh Mepe, OAHOro YMOMHOMOYEHHOro nuvua, MNOATBEPXKAANLLEro
COOTBETCTBME 3TON Cepun YyCTaHOBMNEHHbIM TpeboBaHUsAM A0 ee Bbinycka. OgHako Haanexallee nponsBoacTBO
KOHKPETHOW cepun NpoayKunmM He3aBUCUMO OT YMCna 3a4eNCTBOBaHHbLIX NPOM3BOACTBEHHBIX NNOLWAA0K AOIHKHO
HaxoauTbcA nog obLWuM Haa30poOM YMNOMHOMOYEHHOrO Nuua, NoATBEpXAalLero COOTBETCTBME 3TOW Cepuu
roTOBOM NMPOAYKLMKN YyCTAHOBMNEHHbIM TpeOOBaHNSIM Nepes BbiMyCKOM.

11. (4.2) PasnuyHble cepum NpogyKuumn MOryT NPOU3BOAUTLCA UM UMMOPTUPOBATBLCS M BbIMyCKaTbCA B
pasHbIX CTpaHax, uMmerowmx cornaweHue c Poccuickon ®egepauueii 0 B3aUMHOM MPU3HaAHWKM  YCIOBWUWA
npou3BoAcTBa U peanusauun. Npun 3TOM NMLO, HA NMSI KOTOPOrO BblA4aHO PerMcTpaumMoHHoe YAOCTOBEpeHue, a
Takke Kaxaasa npon3BoACTBEHHas Nnollaaka, MMeroLLas npaso Ha BbiNyCK Cepuy NPOAYKLMK, JOMKHbl UMETb B
CBOEM pacnopsbkeHU TOYHOE yKa3aHve agpeca MroLlajku, Ha KOTopon Obina BbiMylleHa KOHKpeTHas cepus
NpoAyKuun, 1 nHopmaumo 06 ynormHOMOYEHHOM fKMLEe, OTBETCTBEHHOM 3a MOOTBEPXKOEHME COOTBETCTBUA €€
KayecTBa yCTaHOBMEHHbIM TpeBOBaHNSM.

12. (4.3) YNOMHOMOYEHHOE nuUO, noaTBeEpXAatollee COOTBETCTBME CEpUMM TFOTOBOW  MPOAYKUMMK
yCTaHOBMEHHbIM TpeboBaHWSAM nepes Bbiaayven paspeLleHns Ha BbIMyCK, MOXET OCHOBbLIBATb CBOE pelleHne Ha
NIMYHOM 3HAHUM BCEX UCMONb3YEMbIX B MPOU3BOACTBE MOMELLEHNA M MNPOLECCOB, OMNblTa y4acTBOBAaBLUEINO B
NpoOM3BOACTBE MNepcoHana W NPUMEHSEMOW CUCTEMbl KavecTBa, B paMKax KOTOPOM OCYLLIEeCTBNAETCA
NMpOM3BOACTBO. YKa3aHHOE YMOMHOMOYEHHOE MU0 MOXET TakkKe OnNMpaTbCsl Ha 3akMioYeHWe CO CTOPOHbI
ogHoro wunu 6onee yMNOMHOMOYEHHbIX JML O COOTBETCTBMM MPOMEXYTOYHbIX CTaguMn Mpou3BOACTBa
YyCTaHOBMEHHbIM TpeboBaHNAM.

13. Takoe 3aknoyeHune, BbidaBaemMoe ApYrMMU YNONHOMOYEHHBIMM NUuamm, AOMMKHO 6blTb odopMrIeHo
OOKYMEHTanbHO W [JOSDKHO YeTKO onpefenaTts npeaMeT MNOATBEPXAeHUs cooTBeTcTBUA. [lopsaok
NOATBEPXAEHUS LOIMKEH OblTb 0hOpMIIEH AOKYMEHTarbHO.

14. (4.4) MNopsigok MOATBEPXOEHWUS, YyKasaHHbI B MNyHKTe 13 HacTosiwero [lpunoxeHusi, OOMMKeEH
cobnogateCa BO BCeX Cry4vasix, Korga YMNONHOMOYEHHOE INULO ONMpaeTcd Ha 3aknioyeHuwe  Opyroro
YMOSTHOMOYEHHOro nuua. Takoh [OKYMEHT [OIPKEeH COOTBETCTBOBATb MONIOXKEHWAM, MpegyCMOTPEHHbIM
nyHkTamn 237 - 255 HacTtosawmx [lMpaBun. YNONMHOMOYEHHOE nWLO, MOATBepXAalllee COOTBETCTBUE Cepuu
roTOBOW MPOAYKUMN YCTAHOBMNEHHbIM TpeOOBaHWSIM, [OJPKHO TrapaHTUpOBaTb BbIMNOSTHEHWE MEPOMNPUSTUR,
onpeferneHHbIX B ykasaHHOM JOKyMeHTe. dopMa [OKYMeHTa, B KOTOPOM W3NOXEH MOPSAOK MOATBEPXKAEHUS,
OOMKHa COOTBETCTBOBAaTb B3aMMOOTHOLUEHMSIM CTOPOH. Hampumep, TakoW OOKYMEHT MOXEeT MpeacTaBnsTh
cobon CcTaHOgapTHYK OMepaumoHHYO Mpouedypy npou3BoauTenss WM OOroBOP MeXdy pasfuyHbIMU
Npon3BOOUTENAMU, JAXKE €CNU OHU BXOOAT B O4HY M TY XKe rpynny KOMNaHuin.

15. (4.5) YkazaHHbIn JOrOBOP MexXay Npou3BOAMTENSAMM BKMNtovaeT B cebs 06a3aTenbCTBO CO CTOPOHbI
noctasLLMKa HepacacoBaHHOrO UNN MPOMEXYTOYHOrO MPOAYKTa CTaBUTb B W3BECTHOCTb MosyyaTens(en)
NpoayKuum 000 BCEX OTKIOHEHUSAX, pe3yrbTaTax, BbIXOOAWMX 3a paMku crneumdukauui, HecooTBETCTBUAX
TpeboBaHnaM HacToswmx [MpaBun, paccrnefoBaHUSAX, MPETEH3UAX UNU Opyrnx cobbITUSAX, KOTOpble OOIMKHO
NpVHUMaTb BO BHMMaHUe YMNONTHOMOYEHHOE IMUO, OTBETCTBEHHOE 3a MOATBEpPXXAEHWE COOTBETCTBUS Cepun
roTOBOM NPOAYKLUUN BCEM YCTaHOBMEHHBIM TPEOOBaHUSIM.

16. (4.6) Ecnnm pna [OokyMeHTanbHOro odopMieHuUs MOATBEMKAEHUS COOTBETCTBUA M Bblgayu
paspeLleHnss Ha BbIMYCK Cepuy MPOOYKUMW WCMOMb3YIT KOMMbIOTEPU3MPOBAHHYIO CUCTEMY, HeobXoaMMmo
obpatuTb ocoboe BHMMaHWe Ha BbiNONHeHWe TpeboBaHWi, NpegycMoTpeHHbIX [lpunoxeHnem N 11 K
HacTosAwmMm Npasunam.

17. (4.7) Tlpy Hannuum nNOATBEPXKAEHMS COOTBETCTBMS CEpPUMM TOTOBOM NPOAYKUUKM, BbI4AHHOMO
YMOSTHOMOYEHHbIM NULIOM, He TpebyeTcs NOBTOPeHNUs 3TOW npoueaypbl B CTpaHax, umerowmx ¢ Poccuickon
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depepaumen cornalleHne o B3aMMHOM NpU3HaHWM pe3ynbTaTtoB NogobHON npoueaypsbl.

18. (4.8) BHe 3aBUCUMOCTM OT KOHKPETHBLIX MEPOMPUATUI MO NOATBEPXKOEHUIO COOTBETCTBUS U BbIMYCKY
cepwvin JOMKHa CyLecTBoBaTh Npoleaypa ObICTPOro BbISBNEHNS W OT3biBa BCEW MPOAYKUMM, KOTopas MOXeT
npeacTaBnsaTe ONacHOCTb AN noTpebuTtenen.

V. MPOBEJEHNE MCHb[TAHMI?I 1 BbIMYCK CEPUN MPOOYKUNN,
NMPOU3BEAEHHOWM B POCCUNCKOW ©EOQEPALIAN (5)

19. (5.1) B cnyyae ecnv npon3BOACTBO PaCMONIOXKEHO HAa OOHOW NULEH3NPOBAHHOW MPOM3BOACTBEHHOM
nnowagke:

Ecnu Bce ctagumn nponssBoacTBa U KOHTPOMS OCYLLECTBSATCS HA OAHON MPOM3BOACTBEHHOW nowagke,
BbINOSIHEHNE OTAENbHbLIX MPOBEPOK UM KOHTPOMbHbLIX oOnepauuMi MOXeT ObITb nepegaHo ApyrMM  nuuam.
YNonHoMo4YeHHOEe MU0 3TOW NPOM3BOACTBEHHOM MMOLAAKKU, NOATBEPXKAAOLEe COOTBETCTBME CEPUN TOTOBON
NpoAyKuun, OObIYHO HECET MepCcoHarnbHYH OTBETCTBEHHOCTb 3a LOCTOBEPHOCTb pe3ynbTaToOB MPOBEPKM B
pamMKax yCTaHOBMEHHOW cucTeMbl kadecTBa. OgHako ynonmHOMOYEHHOE NMLO MOXET MPUHMMaTb BO BHUMaHWE
Takke 3aKM4YeHUs O COOTBETCTBUM YCTAHOBMEHHbIM TpebOBaHMAM MPOMEXYTOYHbIX CTagun, BblAaHHbIE
OPYrMMM YNOMHOMOYEHHBIMY NI AMKN Ha 3TOW NoLwazKke, KOTOpble HECYT OTBETCTBEHHOCTb 3a 9TW CTaauMW.

20. (5.2) B cnyyae ecnu pasnuyHble cTaamMy NPOU3BOACTBA BbIMOMHAIOTCSA Ha pa3HbIX MPOM3BOACTBEHHbIX
nnoLiagkax ogHOro NPon3BoaAMTENS:

Ecnu pasnuuHble cTaguMuM Mpou3BOACTBA CEpuMM  MPOAYKUMM  OCYLLECTBNAKTCA Ha  pasHbIX
NMPOM3BOACTBEHHbIX MIOLLaAKaxX B Npegenax ogHOM opraHu3aummn (He3aBUCUMO OT TOrO, PacnpoOCTpaHseTcs nu
Ha HMX OOHa M Ta Xe NULEH3Ns Ha NPON3BOACTBO JIEKAaPCTBEHHbIX CPEACTB UMK HET), TO YNONTHOMOYEHHOE NULO
OOMKHO oTBeYaTb 3a Kaxayl CTaguio npousBoacTsa. [loaTBepxaeHue COOTBETCTBUS CepuM rOTOBOW
NPOAYKUUN YCTAHOBMNEHHBbIM TPEOOBAHNSIM [OIMKHO BbIMOMHATLCSA YMONTHOMOYEHHbLIM JIULOM NPOU3BOAUTENS,
KOTOpOE NnMBOo HeceT MepcoHanbHYyld OTBETCTBEHHOCTb 3a BCe CTaguvM NPOM3BOACTBA, NMMOO NpMHUMMAaeT BO
BHMMAHME 3aKIOYEHUs] O MNPEALIEeCTBYOLWMX CTagusix, caenaHHble  YNOfIHOMOYEHHBIMWM  NLaMMU,
OTBETCTBEHHbBIMM 3a 3TV CTaguUMN.

21. (5.3) B cnyyae ecnu HekoTopble NMPOMEXYTOYHbIE CTaauM MPOU3BOACTBA OCYLUECTBMSATCSA MO
[OroBOpY APYron opraHu3aumnen:

OpHa vnn 6onee NPOMEXYTOUHbIX CTaZMIA NPOU3BOACTBA M KOHTPONSA KayecTBa MOrYT BbINOMHATLCS B
Opyron opraHvsaLmm no JOroBopy B COOTBETCTBMM C MOMOXEHUAMMU, NPeayCMOTPEeHHbIMU NyHkTamu 237 - 255
HacToAwmx [NpaBun. YNONMHOMOYEHHOE IULUO 3aka3yvMka MOXEeT MNpWHMMaTb BO BHUMAHWE 3aKIHOYeHUe
YMOSTHOMOYEHHOIO fMua WUCMOMHUTENs O COOTBETCTBYIOLLEN CTaauMu, HO OHO HeceT OTBETCTBEHHOCTb 3a
obecneyeHune TOro, 4YTo 3Ta paboTa BbINOMHAETCA B COOTBETCTBUM C YCroBuaMu poroBopa. [loareBepxaeHue
COOTBETCTBMSI CEPUMM TOTOBOM NPOOYKLUMU YCTAHOBMEHHbIM TpPeOOBaHWAM OOMKHO ObiTb  BbIMOSTHEHO
YNOMHOMOYEHHbIM NIULOM NPOU3BOAMUTENS, OTBETCTBEHHOIO 3a BbIMYCK CEPUM NPOSYKLUK.

22. (5.4) B cnyyae ecnu 13 cepun HepacacoBaHHOM NPOOYKLMU Ha pasHbIX MNPOU3BOACTBEHHbIX
nrnowagkax Npou3BOASTCA HECKONbKO CEPU TOTOBOM MPOAYKUUW, KOTOPbIE BbIMYCKAOTCA Ha PbIHOK Ha
OCHOBaHWN OHOTO PEMMCTPALNOHHOIO YAOCTOBEPEHUS:

a) (5.4.1) YNOnNHOMOYEHHOE nNULO MPOU3BOAUTENS], WMEILLEro JIMLEH3MIO Ha MPOM3BOACTBO
NEeKapCTBEHHbIX CPeACTB, BbiMycKalolee Cepuio HepachacoBaHHOM NPOAYKUMM, MOXET noaTBepXaaTb
COOTBETCTBME BCEX CEPUI FOTOBOW NPOAYKLMM Nepen ux BbiNyckom. B aToM cnyyae ynonHomMouveHHoe nuuo
nmbo bepeT Ha cebs nepcoHanbHyl OTBETCTBEHHOCTb 3a BCe CTaguuM Npou3BoAacTBa, NMBO npuHMMaeT BO
BHMMaHWE 3aKM4YeHUsI B OTHOLIEHUW cTaguu pacoBkM U (UNK) YNAKOBKM, BblAAHHbIE YMOSIHOMOYEHHBLIMU
nMuamMm Nnowagok, OCyLLECTBISIOWMX 3TW CTaguu;

0) (5.4.2) JonyckaeTca Takke MOATBEPXOEHME COOTBETCTBUS KaOoW Cepum roToBOW MNpoayKuum OO
MOMEHTa €€ BbIMyCKa YMOMHOMOYEHHbIM IMLOM NPOM3BOAUTENS, KOTOPbIA BbIMOMHUM  3aKMIOYMTENbHYIO
onepauuto acoBku U (MnM) ynakoBku. B aTom cnydae ynonHomouyeHHoe nuuo nubo 6GepeT Ha cebs
nepcoHarsnbHy OTBETCTBEHHOCTb 3a BCE CTafMu NPOU3BOACTBA, MO0 NPUHUMAET BO BHMMaHUE 3aKlo4YeHne o
KayecTBe cepuu, MOMyYeHHOEe OT YMOSIHOMOYEHHOrO fnuvua C MecTa BbiMycka cepuu HepacdacoBaHHON
npoaykunn;

B) (5.4.3) Bo Bcex cnyyasx opraHusaumm npon3BoACcTBa roTOBOM NPOAYKLMM B Pa3HbIX MECTax Ha pPasHbIX
NPOM3BOACTBEHHbBIX MOWAAKkaX B pamkKax OOHOrO0 pPerucTpauMoOHHOrO  yoOCTOBEPEHUS AOMKHO  ObiTb
onpegeneHo oAHO nNuUo (Kak nNpaBuno, YMOMHOMOYEHHOE MULIO NPOU3BOAUTENS Cepun HepacgacoBaHHON
nNpoayKuunn), KOTOpoe HeceT MOMHY OTBETCTBEHHOCTb 3a BbIMYCK BCEX CEPUI FTOTOBOW MPOAYKLMMU, MNONYyYEHHbIX
13 OHOW cepun HepacdacoBaHHOW NPOAYKUMMW. DTO NMLUO AOMKHO 3HaTb O NoObIX Npobrnemax, CBA3aHHbIX C
KayecTBOM Nto6OV cepun roToBON NPOAYKUUN, U KOOPOUHMPOBaTb OCYLLECTBMEHME BCEX HEOOXOAMMBIX Mep,
npeanpyHMMaeMbIX B CBSI3U C HanMynem npobnemesl B OTHOLLEHMN cepun HepacdacoBaHHOW NPOAYKLMMN.

HecmoTpsa Ha TO, 4TO HOMepa cepuin HepacacoBaHHON U FOTOBOM NPOAYKUMM HeobA3aTenbHO LOMKHbI
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coBnagaTb, HEOOX0AMMO AOKYMEHTanbHO 0hOPMUTL CBA3b MEXOY HOMEpPaMu 3TUX CEPUN, YTOObI MOXXHO ObIno
obecneunTb NpocnexuBaHue nNpu ayaure.

23. (5.5) B cnyyae ecnu n3 ogHoM cepun HepacdacoBaHHOM NPOOYKLUMU B pPasHbIX MECTax Ha pasHbIX
NMPON3BOACTBEHHbIX MoLaakax dacyoTcs 1 (M) ynakoBbIBalOTCH HECKOMbKO CEpPU FOTOBOW MPOAYKUUW,
KOTOpble€ BbINYCKAOTCA Ha OCHOBAHWW pPas3HbIX PErnCTPaUMOHHbIX YOOCTOBEPEHUA (4YTO MMEET MEecCTO,
Hanpumep, Korga TpaHCHauuoHamnbHasi KOMMaHUs  BrageeT  HauMoHarnbHbIMKM - PEerMcTpaumMoHHLIMM
yOOCTOBEPEHMSIMM Ha JeKapCTBEHHbLIA Mpenapat B HECKOMbKMX rocygapcTBax WnM  Npou3BOAMTESb
BOCMPOU3BEAEHHbIX JIEKAPCTBEHHLIX NpenapaToB NpuobpeTaeT HepacgacoBaHHbIV NEKAPCTBEHHbIN Mpenapar,
dacyeT n (unn) ynakoBbIBa€eT €ro, 1 BbilMyCKaeT roToBbIM NIEKapCTBEHHbIV NpenapaTt No CBOeMy COOCTBEHHOMY
pervcTpaunoHHOMY yOOCTOBEPEHMIO):

a) (5.5.1) YNonHOMOYEHHOE NULO NPOM3BOAUTENSA FOTOBOW NPOAYKUUK, NOATBEPXKAAKOLWEE COOTBETCTBME
cepuu roToBOM NPOOYKLMU YCTaHOBMEHHbIM TpeboBaHUAM, MOXeT Nnubo B3siTb Ha ceba nepcoHanbHyHo
OTBETCTBEHHOCTb 3a BCE CTaguMu MNPOM3BOACTBA, NIMOO OCHOBBLIBATLCA Ha 3aK/OYEHWW, MOMYyYEeHHOM OT
YMOSTHOMOYEHHOTO NKLia NPOM3BOAMTENSA HepacacoBaHHOW NPOAYKUMY;

0) (5.5.2) Iltobasa npobnema, cBsi3aHHasA C Ka4yeCcTBOM 00O cepuy FOTOBOW MPOAYKUMW, UCTOYHUKOM
KOTOpPOM MoOrna sBWUTbCA MWCXOQHasd cepus HepacdacoBaHHOW nNpoaykumu, pJdorkHa 6biTb  cooblieHa
YNOSIHOMOYEHHOMY NKMLy, OTBETCTBEHHOMY 3a MOATBEPXOEHWE KadecTBa 3STOM Cepum HepacgacoBaHHON
npoaykuun. locne 3TOro ykasaHHoe YNONHOMOYEHHOE MU0 [AOMKHO npeanpuHsaTb BCe Heobxoaumble
0EenCcTBUS B OTHOLLEHUN BCEX CEPUA FOTOBOW NPOAYKLUMW, NPOU3BEAEHHbIX U3 JAaHHOW cepun HepacdacoBaHHOM
npoaykuun. Nopsagok AeNCTBUIA B 3TOM Cryvae AOMmKeH ObITb yCTaHOBMNEH B COrMaLleHun.

24. (5.6) B cnyyae ecnu ceputo roTOBOM NPOAYKUMM 3aKynaeT U peanu3yeT Mpou3BOAUTENb, UMEHLLNIA
MNMLEH3NI0 Ha MPOM3BOACTBO JIEKAPCTBEHHbIX CPEeACTB B COOTBETCTBUM C COBCTBEHHbIM PErMcTpauvOHHbIM
yOOCTOBEPEHMEM (YTO MMEET MECTO, Hanpumep, Korga npou3BoauTENb, MOCTABMAKOWMA BOCMPOM3BEAEHHLIN
nekapcTBEeHHbIN Npenapar, SBNAeTCa NUMLOM, Ha UMsi KOTOPOroO BblJAHO perncTpaumoHHoe yaocToBepeHuEe Ha
nekapCTBEHHbIN Npenapart, NPou3BOAMMBIN OPYrUM MPON3BOAUTENEM), U NEPBLIN NPOU3BOAUTENL 3akynaeT
roTOBYO MPOOYKLMIO, COOTBETCTBME KOTOPOM elle He Obino NoATBEPXKAEHO ee NPOM3BOAUTENEM, U BbIMyCKaeT
€e Ha OCHOBaHWM COOCTBEHHOW FMMLEH3MM Ha MNPOWM3BOACTBO JIEKAPCTBEHHBIX CpPeacTB M COBCTBEHHOro
perMcTpaumoHHOro YaoCTOBEPEHNS:

YNONHOMOYEHHOE NULIO NMPOU3BOANTENS, 3aKynarlLero npoaykuuio M He MMEILEero OOKYyMeHTarbHbIX
pes3ynbTaTtoB NOATBEPXKAEHUS €e COOTBETCTBUSA, AOMKHO camMO MOATBEPAUTb COOTBETCTBME YCTaHOBMEHHbLIM
TpeboBaHNAM 3TON cepuy FOTOBOW MpOAyKUMM Nepen ee BbinyckoM. [lpy 3TOM  YMONMHOMOYEHHOE NULO
3aKkynatowlero npousBoguTensi NpMHUMaeT Ha cebsi OTBETCTBEHHOCTb 3a BCe CTaguMu Mpou3BOACTBA UMK
OCHOBLIBAETCA  Ha  3aKk/ioYeHMM O  KayecTBe  CepuuM  MpoAyKuMuM  YMOJTHOMOYEHHOrO nviua
NpOn3BOAMTENS-NOCTaBLLMKA.

25. (5.7) B cnyyae ecnu nabopaTopusi KOHTPOMsS KayecTBa JIEKAPCTBEHHbIX MpenapatoB w
Npoun3BoAMTENb SBMAIOTCS Pa3HbIMU OpraHn3aunsMu:

YnonHoMo4YeHHOEe NnLLo, NOATBEpPXKAalollee COOTBETCTBUME CEpPUU FOTOBOM NPOAYKUUU YCTAHOBIIEHHbLIM
TpeboBaHMAM, MOXET MPUHATL Ha cebs OTBETCTBEHHOCTb 3a NabopaTopHble WCMbITAHWSA, MPOBELEHHbIE
nogobHon nabopatopuen, Unu yyuTbiBaTb MOATBEPXKAEHWE B OTHOLIEHWWA WCMBbITAHWA, BblJAHHOE OpPYrUM
YMOSTHOMOYEHHbIM NUUOM. [lpy OTCYTCTBMM Takoro MOATBEPXAEHUSA YMONHOMOYEHHOE NWLO OOJPKHO 3HaTb
paboTy faHHon nabopaTopun N METOANKK, MPUMEHSIEMbIE B HEM ANSA NOATBEPXKAEHUS COOTBETCTBMS KayecTBa
AaHHOW rOTOBOW MPOJYKLUNW.

V1. OBA3AHHOCTW YNONMHOMOYEHHOIO JIMLIA (6)

26. (6.1) MNMepea ocywecTBneHnem npoueaypbl NOATBEPXKOEHNSA COOTBETCTBUSA CEPUN FOTOBOW MPOAYKLMN
[0 MOMEHTa ee BblMyCka YNONHOMOYEHHOe NULO AOIMKHO y6eanTbCs, B YaCTHOCTH, B BbINOMIHEHUN CReayHLmMX
TpeboBaHuii:

a) (a) cepua roToBoW npoAyKUMM W NPOLECC €ee MNPOU3BOACTBA COOTBETCTBYIOT  MOMOXEHUSM
HOPMaTUBHbIX JOKYMEHTOB;

©) (b) cepus rotoBON NpOAYyKUUM NMpon3BEAEHA B COOTBETCTBUM C TpeboBaHusiMu HacToswwmx lMpasun, a
Ong cepum npoayKuMu, MMNOPTUPYEMON M3 APYruX CTpaH - B COOTBETCTBMM C MpaBunamMy Hagnexaiiero
NpOM3BOACTBA NEKAPCTBEHHbIX CPEACTB, MO KpariHen mepe, TpeboBaHUA KOTOPbIX HE Huxke, Yyem TpebosaHus
HacToswwmx MNpasun;

B) (C) OCHOBHbIE NpoLecchl MPoOn3BoACTBa M MeToAbl KOHTPONSA BanuaMpoBaHbl, YYTEHbl (hakTU4eckue
YCINOBMS MPOU3BOACTBA U OCbE HA CEPUI0 MPOaYKUNN;

r) (d) nobble OTKIOHEHUS MMM 3anfaHUpPOBaHHbIE M3MEHEHUS B TEXHOJIOMTMYECKOM Mpolecce umu
KOHTpOMe kayecTBa Oblnn yTBEpXKAEHbl NUuamMn, UMeLWUMn HeobXxoaMMble MOSTHOMOYUSA, COOTBETCTBYHOLLMM
YMNOSIHOMOYEHHbIV befepanbHblii OpraH WCMNOMHUTENBbHOM BNAacTU OCBEAOMIIEH O JHOObIX M3MEHEHUSX,
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TPebYOLLMX BHECEHUS NBMEHEHWIA B PETMCTPALIMOHHOE JOCHE MIMU NIMLEH3NIO Ha NPOM3BOACTBO JIEKAPCTBEHHBIX
CpeacTB, M MOMyYEHO paspelleHne YMONTHOMOYEHHOro doedeparibHOro opraHa WCMOSIHUTENBbHOW BnacTu Ha
BHECEHWE TaKUX U3MEHEHUN;

4) (e) npoBeaeHbl Bce HeobxoaMMble MPOBEPKM M UCMBITAHUSA (B TOM 4YMCre OOMNONHUTENbHLIA OTOop
npo6, NHCNEKTUPOBaHME, NPOBEPKN U UCMbITAHMS, BbI3BaHHbIE OTKIIOHEHUSIMU B TEXHOMOrMYecKkom npouecce
Unu BBMAY NNaHOBbLIX U3MEHEHUI);

e) (f) bokymeHTauusa no NPon3BOLACTBEHHOMY MPOLECCY U KOHTPOIO KavyecTBa COCTaBrieHa U yTBepXaeHa
nepcoHanom, MMerLLM HeobXxoauMble NOTHOMOYKS;

X) (g) BCe ayauTbl NpoBeAEHbI B COOTBETCTBUM C TPEOOBaAHUSIMU CUCTEMBbI OOEecneyeHns KayecTBa;

3) (h) NpuHATEI BO BHMMaHWe Bce (haKTopbl, KOTOPbIE, MO MHEHMWIO YMNOMHOMOYEHHOro Nnuua, SABMSTCH
CYLLIECTBEHHbIMU O115 KQ4eCTBa JAaHHOW Cepun MPOaYKLMM.

27. YNOMHOMOYEHHOE mnULO MOXET MUMeTb [OMNOMNHUTENbHble 00A3aHHOCTM B COOTBETCTBUM C
3akoHogatenscTBoM Poccuiickonn depepaumm  UNUM - OOMKHOCTHLIMU - UHCTPYKUMAMK,  YTBEPXKAEHHbLIMU
npons3soguTenem.

28. (6.2) YNONHOMOYEHHOEe nuUUO, TMOATBEPXAAKLWeEe COOTBETCTBME MPOMEXYTOUHOM CTaaum
Nnpon3BoACTBa B COOTBETCTBMM C nMyHkTamu 12 - 13 Hactoswero lpunoxeHus, BbINOMHAET 0653aHHOCTH,
aHanornyHble 0693aHHOCTAM, YKa3aHHbIM BbILLE, MO OTHOLUEHUIO K 3TOM CTaauMu.

29. (6.3) YNOrMHOMOYEHHOE NULO AOMKHO NoAAEePKMBaTb CBOK KBANMMUKaLMIO Ha COBPEMEHHOM YpPOBHE
B CBeTe OOCTUXEHUA Hay4yHO-TEXHWYECKOro nporpecca W yuuTblBaTb U3MEHEHWs B CUCTEMe YrpaBneHus
KayeCTBOM, MMEILIME OTHOLUEHME K NPOAYKLUMW, COOTBETCTBME KOTOPOW YCTaHOBMEHHbIM TpeboBaHMAM
NoATBEPXKAAET YNOMHOMOYEHHOE NULO.

30. (6.4) MNMpwn npuBNeYEHUN yNnosTHOMOYEHHOTIO NMLA K NOATBEPXKAEHUIO COOTBETCTBUSI CEPUM MPOLYKLIMM,
KOTOPYIO OH 3HAeT He4OCTAaTOYHO (HanpuMep, NPY OCBOEHMM HOBOrO BMAa NPOOYKLMW UMM NpU nepexoge Ha
apyroe npeanpuaTue), YNOMHOMOYEHHOEe MU0 AOMKHO MOMyYUTb COOTBETCTBYHOLLME 3HAHWS U OnNbIT,
HeoOXxoAMMble Ans BbINOIHEHUSA 3TUX 06A3aHHOCTEN.

31. B cooTBETCTBUM C HOPMATUBHLIMU NPaBoBbIMY akTamu Poccuinckon degepaumm Ha YNONHOMOYEHHOe
nMuo moxeT ObiTb  BO3noXeHa O0Os3aHHOCTb YBEAOMMSATb  YMOMHOMOYEHHbIM  beaepanbHblil  OpraH
NCMNOMHMTENBHOW BNAaCT! O TAKOM U3MEHEHWW, YTO MOXET NoTpeboBaTb NOBTOPHON aTTecTauum.

VIl. TEPMWHbI N ONPEJENEHUA (7)

32. ing uenei HacTosdLero NpnnoxeHns kKpome TEPMUHOB U onpeaeneHnii, NnpeaycMOTPeHHbIX rrason |l
HacTosAwmx [NpaBun, NCNOMb3YTCA TaKkKe CrnefytoLlme OCHOBHbIE NMOHATUSA:

OLEeHKa COOTBETCTBUSA CEPMU FOTOBOM NPOAYKLUN - JOKYMEHTanbHoe 0dOpMIIEHME COOTBETCTBUSA Cepun
roTOBOM NPOAYKUUN YCTAaHOBMNEHHBIM TPEOOBaHMSIM 40 €€ BbIMycKa;

noaTBepXAeHWe - noAanucaHHoe CBUMAETENbCTBO TOrO, YTO MPOLIECC MMAWM UCMBITAHUSA BbINOMHEHbI B
COOTBETCTBMM C TpeboBaHusiMu [NpaBun opraHnsaLm NpoM3BOACTBA M KOHTPOMNS KayecTBa feKkapCTBEHHbIX
cpeacte M TpeboBaHUSIMM, YCTAHOBMIEHHLIMW NPW  FOCYLAPCTBEHHOW  perucTpaumu, CorfacoBaHHOE B
NMMCbMEHHON hOpMEe C YMOSTHOMOYEHHbIM JIMLOM, OTBEYalLUM 3a OLEHKY COOTBETCTBUSI CEPUM TFOTOBOW
NPOAYKLUUN OO ee BbIMyCKa;

cepvsi roTOBOM NPOAYKUUK - CEpUst NPOAYKLUN B OKOHYATENbHOW YNaKoBKE, rOTOBAs K BbIMYCKY;

cepusi HepacacoBaHHOW MNPOAYKUMW - Ccepus MNPOAYKLMM YCTaHOBMEHHOrO nNpwW  perucrpalmm
nekapCTBEHHOrO npenapaTta pa3mepa, rotoasi K pacoBke, OKOHYaTENbHOW YMakKoBKe, NMOO Haxoaswascs B
MHOVMBUAOYyanbHbIX YNakoBKax W roTtoBasi AN KOMMJIEKTOBAHWS OKOH4YaTemnbHbIX ynakoBok. Cepus
HepacdacoBaHHOM NPOAYKLUN MOXET COAepXaTb, HanpuMmep, >XUOKMA HepacdacoBaHHbIN NPOAYKT, TBepAble
nekapcTBeHHble OpMbl (TabreTKM UNK Kancyrnbl) NN HanofnHEHHbIe amnyrbl;

corfnalleHne o B3aMMHOM MPU3HAHUM - COrMalleHne 0 B3aMMHOM MPU3HAHUW WMHCMEKLMIA CO CTpaHOW, B
KOTOPOM NPOn3BOAATCS (M3 KOTOPOM NOCTaBNATCHA) BBO3MMbIE NEKAPCTBEHHbIE CPeaCTBa.

Mpunoxexne N 17
Kk MNpaBunam Hagnexatuen
NPON3BOACTBEHHOWN MPAKTUKK

BbIMYCK MO NAPAMETPAM
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1. TPUHLAM (1)

1. (1.1) Beinyck no napameTpam - 3TO cUCTEMa BbiMycka MPOAYKUMMW, FapaHTMpylollasi, YTo MpoayKums
obnagaet TpebyeMbiM KA4ECTBOM, HA OCHOBaHWW MHOpMauuW, MOMy4YEeHHOW BO BpPeMs MPOU3BOACTBEHHOIO
npouecca, a Takke Ha OCHOBaHUM COOTBETCTBUSA oOmnpefeneHHbiM TpeboBaHuAM HacTodawmx [lpaswn,
OTHOCSALLIMMCS K BbIMYCKY NO NapameTpam.

2. (1.2) Beinyck no napameTpam OOMKEH YOOBNETBOPSATL OCHOBHbIM TpeboBaHusAM HacToswwmx Mpasun,
BKITHOYAs COOTBETCTBYHOLLME MPUITOXKEHMSA K HUM U U3TTOXKEHHbIE HUXKE TPeBOoBaHWS.

[I. BbIMYCK MO NMAPAMETPAM (2)

3. (2.1) MNpoBeneHne BceoOBLEMNMIOLWLErO KOMMMEKCa NPOBEPOK WU KOHTPOMs napamMeTpoB B npouecce
npoms3BoacTBa MoOXeT obecneunTb OGonee BbICOKYIO TrapaHTUO COOTBETCTBMS TOTOBOW  MPOAYKLUK
cneundurKkaLmmn, Yem UcMblTaHWUsA FOTOBON NPOSYKLUNN.

4. (2.2) Bbinyck no napameTpamM MOXeT ObiTb paspelleH B OTHOLIEHUW HEKOTOpbIX CcheunanbHbIX
napameTpOB B Ka4yeCTBe anbTepHaTMBbl TPAANLMOHHOMY MCMbITAHMIO FOTOBOM NpoAdyKumn. PaspeliaTtb BbIMycK
Nno napamMeTpam, OTKa3biBaTb B HEM WKW aHHYNUPOBaATb pas3pelleHne Ha BbINyCK Mo napameTpamMm OOJIKHbI
COBMECTHO [AOMMKHOCTHbIE NULa YNONMHOMOYEHHbIX deaepanbHbIX OPraHoB WCMNOMHUTENBHOM BRNactu, B
KOMMETEHLMIO KOTOPbIX BXOOUT OUEHKa NpoayKuuW Mpu perncTpaumm u npoBedeHUe WHCNEKUMiA no
cobntogennto HacToswwmx Mpasun.

1. BbIMYCK MO MAPAMETPAM A/151 CTEPUJIbHOW MPOOYKLUNA (3)

5. (3.1) MyHkTamun 5 - 21 HacToswero MNpunoxeHns ycTtaHoBMNeHbl TpeboBaHWs K BbIMYCKY MO napaMeTpam
roTOoBOW NpoAyKuMm 6e3 NpoBeAEHWS NCNbITAHWA HA CTEPUNBHOCTb. VcknioyeHne UcnbiTaHus Ha CTepUnbHOCTb
ABNSETCA MPaBOMEPHbLIM TOMBKO MPWU HANM4MmM YCNELHOro NoaATBEPXKAEHUSA TOrO, YTO 3apaHee YCTaHOBMEHHbIE
YCINoBMS Mpu Banugaumm npowecca ctepunnsauumn 6einv JOCTUTHYTHI.

6. (3.2) UcnbiTaHna Ha CTEpPUITbHOCTb MO3BOMSAT OOHAPYXWUTb TOMbKO 3HAYUTESNbHbIE HapYLUEHUSA B
cucteme obecneveHns CTepunbHOCTU.

7. (3.3) Bbinyck no napameTpam JonyckaeTcs TOMbKO B TOM Cryvae, ecnv napameTpbl npouecca
cTepunusaunm cepym NpoayKLMN rapaHTUpYyoT, YTO BannamMpoBaHHbIN NpoLecc cTepunusauum obecrnevnBaeT
CTEPUINBHOCTb NPOAYKLUNN.

8. (3.4) Bbinyck no napameTpaM AOMNyckaeTcs TOMbKO ANsl JIEKapCTBEHHbIX MpenapaToB, MOAMEXaLmX
(PMHULLHOW CTEpUNU3aLmm B NEPBUYHON YNaKoBKe.

9. (3.5) [Ona Bbinycka no napameTpam MOryT ObITb pacCMOTPEHbl METOAbl CTepunu3auum,
npegycmartpuBalpllne B COOTBeTCTBMM C TpebosaHuamu [ocypapctBeHHonm — dpapmakonen Poccuiickon
®egepaummn ncnonb3oBaHUe Napa, Cyxoro Xapa v MOHU3UPYIOLLErO U3NyYeHNs.

10. (3.6) Beinyck no napameTpam He MNPUMEHSAETCA NpPWU  NPOM3BOACTBE COBEPLUEHHO HOBbIX
neKkapCTBEHHbIX MpenapaToB, Tak Kak YOOBNETBOPUTESNbHbIE pe3ynbTaTbl UCMBITAHWA Ha CTEPUITbHOCTb B
TeYeHne OnpederieHHOro nepuoga BpPEMEHU SBASAIOTCA YacTblo KpuTepueB npuemnemoctn. B oTaenbHbix
cryyasx AaHHble UCNbITAHWS HA CTEPUNBHOCTb, YXe UMmelowmecs Ans ApYrux npenapaToB, MOXHO CUMTaTb
AOCTaToOYHbLIMW ANsi HOBOrO MpenapaTa, B KOTOPbI BHECEHO TOMbKO HE3HAYUTENbHOE W3MEHEHUE C TOYKM
3peHust obecneyeHns CTePUIbBHOCTM.

11. (3.7) Heobxoanmo npoBoauTb aHanM3 puUcKoB CUCTEMbI 06ecneyYeHns CTEPUbHOCTM, HarpaBreHHbIN
Ha OLeHKY pucKa BblMycka HECTEPUIBHOW NPOAYKLUMK.

12. (3.8) [lpeabigywmii onbiT paboTbl NPOU3BOAMTENS JIEKAPCTBEHHbIX MpenapaTtoB  [OMKEH
CBUAETENbCTBOBATbL O COOTBETCTBMU €ro NpoM3BOACTBa TpebosBaHnam HacToswmx MNpasun.

13. (3.9) lpu oueHke cooTBeTCTBUS Npomu3BOACTBa TpeboBaHuAM HacTodAwmx [lpaBun OOSMKHbI
YUMTbIBATbCS BbISIBIEHHbIE ClyYan HapyLLIeHUs CTEPUNbHOCTU NPOAYKLIMMK, a TakkKe pesynbTaTbl UCMbITaHUA Ha
CTEPUINbHOCTL [JaHHOTO JIEKapCTBEHHOrO Mnpenapata C TOYKM 3PEHUS  JIEKapCTBEHHbIX MpenapaTos,
CTEPUNN3YEMBIX TAKUM K€ UMW aHanorM4yHbIM CriocoooMm.

14. (3.10) YuacTok npou3BoAcCTBa M CTepunM3aLmu LOMKeH ObiTb obecriedeH KBannuuMpoBaHHbLIM
WHXEHepoM, UMeKLWMM OonblT paboTbl MO obecneyeHWo CTEpPUNbHOCTH, U KBanUUUUPOBaHHbLIM
MUKPOBUONOrom.

15. (3.11) PaspaboTka 1 nepBuyHasi Banugaums npoaykra AoMmKkHbl obecnevmBatb, Y4TO Npu cobniogeHun
BCEX COOTBETCTBYIOLLMX YCNOBUIA ByaeT BbiNyckaTbCa NPOaYKUNst OOUHAKOBOIO KavyecTsa.

16. (3.12) Cucrtema KOHTPONS WM3MEHEHMW [OIDKHA NpedycMaTpyMBaTb WX aHanua MepcoHanom,
obecneunBaloLLMM CTEPUNBHOCTb.

17. (3.13) Heob6xoQumo opraHn3oBaTb CUCTEMY KOHTPOMNS MMKPOOHOW KOHTaMUHALUMK NEeKapCTBEHHOro
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npenapaTta nepeg ctepunmsaumen.

18. (3.14) OormkHa ObITb MCKMOYEHA BO3MOXHOCTb MEpPEenyTbiBAHUS NPOAYKLMKW, Mpoweawen n He
npowegwen crepynusaumio, 4To obecneymBaeTca nyTeMm pU3MYECKOro pasgeneHust npoaykumm — unm
NCNOSIb30BaHNEM SIEKTPOHHbBIX CUCTEM, NPOLUEALINX Banngauuio.

19. (3.15) 3anucu no cTepunu3aumm HeobBXOAMMO MpOBEPATb Ha COOTBETCTBME TpeboBaHuAM
crneumdukaumm ¢ NpMBredYeHNeEM He MeHee ABYX He3aBUCMMbIX CUCTEM KOHTPOMs. TakoW KOHTPOMb MOXET
NPOBOAMTLCS ABYMS COTPYAHMKAMU UMW COTPYAHUKOM U KOMMbIOTEPHOW CUCTEMOWN, NpoLleaLle BanMaaLumio.

20. (3.16) lNMepen BbINYCKOM Kaxdow cepuu MNpoayKuum Heobxoaumo [AOMOSMHUTENbHO MNOATBEPAUTb
cnegyroLlee:

BCE MNnaHoBble paboTbl MO TEXHMYECKOMY OOCMYXMBaHMIO WU TeKylMe MNPOBEPKN MCMONb3yeMOoro
cTepunmsaTopa BbINOSIHEHbI;

BCE PEMOHTHbIE paboTbl U U3MEHEHUST COrNacoBaHbl C UHXEHEPOM U MUKPOOMOMOroM, KOTOpble HecyT
OTBETCTBEHHOCTb 3a NMPOLECC CTepuUnmMsaunm;

ncnorsb3yemble NpMOOpbI NPOLLN KAaNUMBPOBKY (NOBEPKY);

CpOK LENCTBUS BanMaaumm ctepunmsaTtopa afisl 4aHHOW 3arpy3ku He UCTEK.

21.(3.17) Ecnn BblgaHO paspelleHne Ha BbIMYyCK CEpUM MPOAYKUMM MO napameTpam, TO pPeLleHust O
BbIMYCKE WIM OTKIMOHEHMM CEepUM MNPOAYKUUM OOSMKHbl ObiTb OCHOBaHbl Ha TpeboBaHUAX YTBEPXOEHHbIX
WHCTPYKUUIA B 4acTu BbiNycka no napameTtpam. IMpu HEBLINOMHEHMU 3TUX TpebGoBaHWA BbINYCK MPOAYKUUWM MO
napameTpam He JornycKaeTcs Aaxe rnpu ycrnosum yCrneLHOoro npoBeAeHNs UCMbITaHNS Ha CTEPUITbHOCTb.

IV. TEPMWHbI 1 OMNMPEOENEHNA

22. ins uenen HacToswero NpunoxeHna NCNonb3yTCs CneayroLmne OCHOBHbIE MOHATUSA:

BbINYCK MO NapamMeTpaM - CUCTEMA Bbinycka NPOAyKUMM, KOTopas OaeT rapaHTU TOro, YTo MpoayKums
nmeet Tpebyemoe Ka4yecTBO, Ha OCHOBE MHGOPMaLLMK, NONYYEHHON B XO4€E NPOM3BOACTBEHHOIO npolecca u B
COOTBETCTBMM C KOHKPETHBLIMW MpaBMamMu OpraHn3aLmMm Npon3BOACTBA U KOHTPONS KayecTBa reKapCTBEHHbIX
cpeacTs, CBA3aHHbIMM C BbINYCKOM MO NapameTpam;

cucteMa obecrneyeHnst CTEPUIIBHOCTU - KOMMNEKC Mep No obecneyYeHnto CTepunbHOCTU npoaykumu. [ns
nieKapCTBEHHbIX NpenapaToB, nognexawmnx UHULLIHON CTepMnu3aumm, 3ToT KOMMNEKC Mep BKMYaeT B cebs
cnepywoulee:

a) (a) pa3paboTky nekapCcTBEHHOrO Npenapara;

6) (b) 3HaHMe 1, N0 BO3MOXHOCTW, KOHTPOSNb MUKPOBMOMOrMYECKMX XapaKTepPUCTUK UCXOLHOIO Cbipbsi U
TEXHOMNOrMYECKMX BCrioMOraTernbHbIX CpeacTB (Hanpumep, ra3oB 1 CMa3o4yHbIX MaTepuarnos);

B) (C) NpoBeAeHWe KOHTPOIS KOHTaMUHALUMM B XOe TEXHOMOMMYECKoro npouecca Ans npegoTBpalleHus
rnonagaHusi MUKPOOPraHNM3MOB B NPOAYKLMIO U UX Pa3MHOXEHMWS!, YTO OObIYHO [OCTUraeTcs NyTeM OYUCTKU U
caHuTapHom 06paboTkn NOBEPXHOCTEN, KOHTAKTUPYIOLLMX C NMPOAYKLUMEN, NPeaynpexaeHns KOHTaMmuMHauum u3
BO3yxa NocpeacTBOM NpoBeAeHus paboT B YMCTbIX MOMELLEHMSAX, NMPOBEAEHNEM TEXHOMOMMYECKOro npolecca
C OrpaHMYEeHNsIMN BO BPEMEHM U, B COOTBETCTBYIOLLMX Cry4asix, UCMONb30BaHMEM CTaaui unbTpaLmu;

r) (d) npemoTBpalleHMe nepenyTbiBaHUs MPOU3BOACTBEHHbLIX MOTOKOB  CTEPUIM3OBaHHOM U
HECTEPUNN30BaHHON NpoaYKLNN;

4) (e) NoCTosAHHOE AOCTMXEHME KavyeCcTBa NpoayKLUnN;

e) (f) npouecc crepunusauuu;

X) (g) cnctemy kadectBa B LIeNIOM, B TOM 4ucre cucteMy obecneyeHusi CTEPUITbHOCTU, a MMEHHO:
KOHTPOJb U3MEHEHUIA, 06yYeHMe nepcoHana, Hanuymue yTBepXaeHHbIX NPoOu3BOAUTENEM NUHCTPYKLUIA, KOHTPOIb
npv BbiNycke NpPoadyKuMm, NrnaHoBoe TexHudeckoe obenyxunsaHne, aHanus c6oeB B paboTe, npenoTBpalleHne
owmnboK No BMHE NepcoHana, Banuaaumto, KanmodpoBKy (MOBEPKY).

Mpunoxexne N 18 (19)
K MpaBunam Hagnexatlewn
NPON3BOACTBEHHOW NPaKTUKM
KOHTPOINbHLIE N APXNBHBLIE OBEPA3LbI

I. OBNACTb NMPUMEHEHWA (1)
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1. (1.1) Hacroswee [MpunoxeHne ycTaHaBnuBaeT TpeboBaHus K OTOOPY M XpPaHEHUKD KOHTPOSIbHbIX
00pasLoB MCXOOHOIO Cbipbsl, YNAKOBOYHBIX MaTepuarnoB WM FOTOBOW MPOAYKUMM U apXMBHbIX 0OpasuoB
roTOBOW NMPOAYKLMMN.

2. (1.2) CneumanbHble TpeboBaHUA B OTHOLLEHMM NEKApPCTBEHHLIX MpenapaToB, NpedHasHayYeHHbIX Ans
KMMHUYECKNX ncecrnegoBaHunii, yctaHosneHsl [Npunoxennem N 13 k HacTosAwmm Mpasunam.

3. (1.3) Hactosuwee lMpunoxeHue Takke pacnpocTpaHaeTcs Ha paboTy Cc apxuBHbiMM OBpasuamu
nekapcTBEHHbIX CPeACTB, peanmsyemblX (MMMOPTUPYEMbIX) HECKOMbKMMU OpraHuM3auusiMu OMNTOBOW TOProBnu
neKapCTBEHHbIMWU CPeACTBaMM.

1. APUHLMAM (2)

4. (2.1) Obpasubl XpaHAT Ona OOCTWXKEHWs ABYX Uenewn: Bo-nepBblX, 4YTOObI o6ecneyntb Hanudve
obpasua ond aHanMTUYECKNX UCCreaoBaHUi, BO-BTOPbIX, YTOObI obecneuntb Hanuyve obpasua NOMHOCTbIO
rotosou npogykuun. C y4eTom gaHHbIX Lenen obpasLbl MoryT ObiTb MOAENEHb! HA ABE KaTEropumn:

KOHTPOIbHbIN 06pasel - obpasel, 0TOOpaHHbIN U3 CEPUM UCXOQHOTO Chipbsi, YNMAKOBOYHOro MaTepuana
W FOTOBOW MPOJYKLUMW, KOTOPbIN XPaHWUTCA ONA NPOBedeHVs aHanu3a B TedeHue cpoka rogHoCTVM cepun B
cry4yae BO3HMKHOBEHMSA Takom HeobxogumocTn. Heobxogmmo coxpaHaTb ob6pasubl, OTobpaHHble Ha
KPUTUYECKNX MNPOMEXYTOUHBLIX CTaausix (Hanpumep, MOCNe KOTOpbIX nNpedycMaTpuBaloTcs npoBefeHue
aHanNUTUYeCKUX UCCrefOBaHU 1 Bbigada pa3peLlleHnini Ha BbINyck), U obpasubl NPOMEXYTOYHbIX MPOOYKTOB,
KOTOpble MOCTaBMSTCA 3a MNpefenibl 30Hbl KOHTPOMs NPOM3BOAMTENS, ecnum cTabunbHOCTb 00pasuoB 3TO
JOmnycKaerT;

apxMBHbIN 00paseLl, - obpaseL, B OKOHYaTENbHOM yNakoBKe, OTOOPaHHbIA M3 CEepuM FOTOBOW MNPOAYKLUW,
KOTOPbIN XPaHAT B LENsAxX NoATBEPXKAEHMS WOEHTUYHOCTU. Hanprumep, B Te4EHNE CPpOKa XpaHEHUS Cepun MoryT
notpebosaTtbcs ocmMoTp obpasua MMM YNakoBKW, MapKMpPOBKW, WHCTPYKUMM MO MPUMEHEHMUIO, MonydyeHue
MHOpMAaLIMM O HOMEPE CEPUN U CPOKE FOAHOCTU. B MCKMOUMTENbHBIX CNyYasx ykazaHHoe TpeboBaHue MOXeT
ObITb cobntogeHo 6e3 xpaHeHus aybnukaToB 06pasLoB, B YAaCTHOCTM, eCnu Hebonblune cepun ynakoBbIBaKOT
ONS pasHbIX PbIHKOB UMW NPU MPON3BOACTBE OYEHb JOPOrMX NIEKapCTBEHHbIX NpenapaTos.

5. Bo MHOrMX criyyasix KOHTPOSibHbIE M apXUBHbIE 00pasLbl FOTOBOW NPOAYKUMU WOEHTUYHBbI U ABMASIOTCH
€4MHMLaMM NPOaYKLMM B OKOHYATENbHOW ynakoBKe. B Takux cnydasix KOHTPOSbHblE U apxuBHble 0b6pasLbl
MOryT paccMaTpuBaTbCs Kak B3aumMo3aMeHsieMble.

6. (2.2) Y npousBogutens, nMmrnoptepa uUnuM Ha npeanpustuun, rae BblOaeTcs paspelleHue Ha Bbinyck
cepun (Kak ykazaHo B nyHkTax 20 - 25 HacTosiwero MNpunoxeHus), OMKHbI XPaHUTBCA KOHTPOSbHbIE U (M)
apxuBHble 006pasLbl KaXO0W CeEpMM FOTOBOM NPOAYKLUN, @ Y NPOU3BOAUTENSA - KOHTPOSbHble 00pasubl Kagow
CepuMM UMCXOOHOro Cbipbs (MCKMtOYeHMs Yykaszanbl B nyHkTe 10 Hactosawero [lpunoxenus) u  (Mnu)
NPOMEXYTOUHOM NpoayKuun,. Ha kaXkgon Nnpon3BOACTBEHHON NOLaAKe, OCYLLECTBIAOWEN YNAKOBKY, OOJDKHbI
XPaHUTLCA KOHTPOSbHble obpasubl KaXOoW Ccepun MNepBUYHBLIX YMAKOBOYHLIX MaTepuanoB W MeyvyaTHbIX
MaTepuanoB. [lonyckaeTcs BkNo4aTb MeyaTHble MaTtepuarnbl B COCTaB KOHTPOMbHbIX W (MMNKN) apXMBHbIX
0o6pasLoB roTOBOW NPOSYKLUUN.

7. (2.3) KoHTponbHble n (unn) apxmBHble 0bOpa3ubl XapakTepu3ylT CEepuio FOTOBOW MPOAYKUUW  WIN
NCXOOHBIX CbipbSi U MaTepuarnos, SIBNAOTCA MPUITOXKEHWEM K JOCbe Ha Ceputd U MOryT ObiTb OLEHEHbI, B
YaCTHOCTW, B Crnyyae npeabsBreHNs MPeTeH3MM K KayecTBy IeKapCTBEHHOro npenapaTta, MNpoOBEepKM
COOTBETCTBUS TPeOOBAHWSM, YCTAHOBMEHHBIM NPU FOCYAApPCTBEHHON perncTpauun, nNpoBEpPKNM MapKUPOBKU U
YNakoBKM UMM NpW  MpOBEpPKE YNONMHOMOYEHHbIM deaepanbHbIM  OPraHOM  UCMOMHUTENbHOW  BracTu
(MHCnekumen).

8. (2.4) Heobxogumo BecTu 3anvcy ans obecneyeHns npocrnexmBaeMocTM o6pasuoB. 3anvMcu OOSMKHbI
ObITb AOCTYMHbI YNOTHOMOYEHHbIM hefepanbHbIM OpraHaM UCMNOMHUTENBHOW BracTu.

. AJIMTENTIbHOCTb XPAHEHUA (3)

9. (3.1) KoHTponbHble 1 apxvBHble 06pa3Lpbl kKaXaom cepumn roToBOM NPOAYKLMN HEOBXOAUMO XpaHUTb, NO
KpanHelh Mepe, B TE€YEHMEe CpoKa rogHOCTM CEepuM U OAHOrO0 roga Mocre WCTeYEeHUs Cpoka rOOHOCTMU.
KoHTponbHbI 06pasel, JomkeH ObiTb ynakoBaH B ero MepBUMYHYKO YMakoBKy. B cryyae ecnu nepsuyHas
ynakoBKa ABNAETCA OYeHb O0MbLIOW, KOHTPOSbHLIN 06pa3seL; MoOXeT ObITb YNakoBaH B YNAKOBKY, COCTOSLLYIO 13
TOro Xe MaTtepuana, 4YToO M NepBMYHAs YMNakoBKa, B KOTOPOW BbINYCKAeTCa IeKapCTBEHHbIA Npenapar.
CooTBeTCTBYHOLIMNE YKa3aHUS B OTHOLUEHWUM UMMOPTUPYEMbIX NEKapCTBEHHbIX NpenapaTtoB ANs BeTepUHapHOro
NPYMEHEHUST KPOME WMMYHOOMONMOrMYECKNX JEKAPCTBEHHBIX MNpenapatoB MNpPUBOOATCA B MNyHKTax 5 -6
Mpunoxenna N 4 k HacTodAwmm MNpasunam.

10. (3.2) O6pasLbl ICXOAHOTO Chipbsi (KPOME pPacTBOPUTENEN, Fa30B WNN BOAbI, NpeAHas3HaYeHHbIX Ans
TEXHOMOrMYECKNX Lenen) AOMKHbI XpaHUTbCA B TEYEHME HE MEHEee OBYX FET Mocre BbiMyCcKka NeKkapCTBEHHOIo
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npenapata, ecnu 6Gonee ANUTENbHbLIA NEpUOL He NPedyCMOTPEH COOTBETCTBYHLUMMW HOPMAaTUBHBLIMU
npaeBoBbiM1 akTamu Poccuitickon ®Pegepaumn. YkasaHHbI Nepuod MoXeT ObiTb COKpalleH, ecnv B
crneumdukaumm ykasaH 6oree KOpOTKMI Nepuod CTabuIbHOCTU Cbipbsi. YMAKOBOYHblE MaTepuarnbl AOSMKHbI
XPaHUTLCS B TEYEHME CPOKa rOAHOCTU COOTBETCTBYHOLLErOo rOTOBOIO NPOAYKTA.

IV. KOJIMHECTBO KOHTPOJIbHbIX U APXNBHbLIX OEPA3LIOB (4)

11. (4.1) Konm4ecTBO KOHTPOSbHbIX 06pa3uoB AOMKHO ObiTb JOCTATOYHLIM AN MPOBEOEHNs HE MeHee
4YeM [ABYKPATHOrO MOMIHOrO aHanMTUYECKOro KOHTPOMS cepuv MPOAYKLUUM B COOTBETCTBUM C TpeboBaHUSIMU,
YCTaHOBMEHHbIMW MpW  FOCydapCTBEHHOM pernctpauun. [lpy  HeobxogumocTn Ans  Kaxgoro  Buga
aHanNMTM4eCKOro KOHTPONSA AOIMKHbI MCMNOMb30BaTbCs HEBCKPbITHIE YNAKOBKU. JIloOble WCKMIOYEHUS M3 3TOro
TpeboBaHs [OMKHbI BbITb 0B6OCHOBaHLI M COrnacoBaHbl C  YNOMHOMOYEHHbIM heaepanbHbIM - OpraHoM
WCNOSNTHUTENBLHOMW BNacTu.

12. (4.2) Ecnv HopMaTMBHbLIMK MpaBoOBbIMK akTamu Poccuiickon ®epepauum yctaHoBMneHsl TpeboBaHNs B
OTHOLUEHMN KOJNIMYECTBa KOHTPOMNbHbIX 06pa3uoB M apxuBHbIX 00pasuoB, Takne TpeboBaHUSA [OIDKHbI
cobntoaaTbes.

13. (4.3) KoHTponbHble obpasubl OOMKHbI ObITb NPeAcTaBUTENbHBIMU AN CEpUN UCXOOHOMO CbIpbS,
NPOMEXYTOYHOW UMK rOTOBOW NPOAYKUMMK, U3 KOTOPOW OHU OToBpaHbl. [na KoHTpons Haunboree KpUTUYECKUX
3TanoB npotecca (B YaCTHOCTU, Havana unu KoHua npowecca) MoryT oTbmpaTtbcs AONOMHUTENbHbIE ObpasLbl.
Ecnu npouecc ynakoBku cepun BegeTcs B xoae ABYX 1 6onee oTAenbHbIX Oonepauuin Mo ynakoBke, TO Mnocrne
Ka)XOOW U3 aTnx onepauumn HeobxoamMmMo oTbrnpaTbe He MeHee O4HOro apxmBHoOro obpasua. Jliobble uncknoyeHus
n3 atoro TpeboBaHWs OOSMKHbI GbITb OBOCHOBaHbBI M COrfacoBaHbl C COOTBETCTBYIOLMM YNOMHOMOYEHHbBIM
hegeparnbHbIM OpPraHoM UCMONTHUTENbHOM BNACTU.

14. (4.4) Heobxoammo obecneunTtb, 4Tobbl B TEYEHME OAHOrO roga Mocne UCTEeYeHUs Cpoka roAHOCTU
nocrnegHen nNpov3BedeHHONW Cepuu MMEeNUCb B Hamuuum unum ObinM nerko AoCTynHbl Bce HeobxoauMble
aHanuTM4yeckne marepuanbl M 0DOpyooBaHME C LIEMbIO NMPOBEOEHMS BCEX MPUBEOEHHbIX B creuundurkaumm
UCMbITaHWNA.

V. YCIIOBUA XPAHEHUA (5)

15. (5.1) XpaHeHne KOHTPOSbHbIX 0Opa3LOB rOTOBOW MpoAyKumu u dapmaueBTUYeckux cybctaHuum
OOMMKHO OCYLLECTBMATLCA B COOTBETCTBMM C TPeOOBaHMAMW HOPMATMBHBIX MNPaBOBbLIX akToB Poccuickon
degepaumm.

16. (5.2) YcnoBuss xpaHeHWst [OOMMKHbI COOTBETCTBOBaTb TpeboBaHWMSIM, YCTAHOBMEHHbIM MpwU
rocya4apCTBEHHOW perucTpaumMm InekapCTBEHHOro cpeactsa  (HanpuMmep, XpaHeHue npu MOHWKEHHOMN
TemnepaTtype, ecnu Tpebyetcs).

VI. COrMALLEHWS (6)

17. (6.1) Ecnn nuvuo, Ha MMsi KOTOPOro BbI4aHO PErncTpaumoHHOE YOOCTOBEPEHWE, He SBMseTCs
OOHOBPEMEHHO HOPUANYECKMM NMLIOM, OTBETCTBEHHbIM 3a BbIMYCK cepuun npoaykuun B Poccuinckon degepaumm,
0653aHHOCTL MO OTBOPY M XpPaHEHUIO KOHTPOSbHBLIX W apXMBHbIX 06pas3LoB AOrmkHa OblTb onpedeneHa B
cornalleHnM Mexpay CTOpoHaMu B COOTBETCTBUM C NyHKTamu 237 - 255 HacTosawmx [lpasun. 3To Takke
KacaeTcsa cnydaeB, korga Kakas-nmbo OesTenbHOCTb MO MNPOM3BOACTBY WM  BbIMYCKY CEpPUM NPOAYKUMM
NPOBOAWTCS Ha TOM NPOU3BOACTBEHHOM NIOLLAAKe, KOTOpPasa He NPUHaANEXUT NPOM3BOAMTENO, OTBeYalLleMy
3a cepuo npoaykumm, obpauatoilytocs B Pocecuiickon Pegepaummn. Nopsgok oTéopa u XpaHeHU KOHTPOITbHbIX
N apxXuBHbIX 06pasLoB ANst KaXOoW NPOWM3BOACTBEHHOW NIOLWAAKM, BOBMEYEHHOW B MPOU3BOACTBO, AOSMKEH
ObITb onpegeneH B cornalleHun mexagy nNpov3BOAUTENSAMU, KOTOPbIM 3TW MPOW3BOACTBEHHblE MMoLWaaKu
npuHagnexar.

18. (6.2) YNonHOMO4YeHHOEe NnuLO, KOTOPOE BbIOAET paspelleHne Ha BbIMYCK CEpPUM NeKapCTBEHHOTO
npenaparta, AOMmKHO obecneunTb AOCTYMHOCTb BCEX COOTBETCTBYHOLLUMX KOHTPOSIbHBLIX U apXMBHbIX 06pasLoB B
TeyeHne npuemnemoro BpemeHw. Npu HeobxogmmocTu Bce TpeboBaHWs B OTHOLIEHMM Takoro QJocTyna
yCTaHaBMNMBaKTCS B COrMaLLleHUn.

19. (6.3) B cnyyae ecnm B NPOM3BOACTBE [OTOBOW NPOAYKUMM 3a4eNCTBOBAHbl  HECKOMbKO
NPOU3BOACTBEHHbIX NIOLWAA0K, NPUHaAnexalmx pasHbIM MPON3BOAUTENAM, Hanuyue cornaweHun mexay
yKa3aHHbIMW MPON3BOANTENAMU ABIISAETCS KINOYEBLIM YCroBueM cobntogeHns TpeboBaHuii no otéopy M Mecty
XpaHeHWs1 KOHTPONbHBIX U apXMBHbBIX 06pa3sLIoB.

VIl. KOHTPOIJIbHbIE OBPA3LbI. OBLLUME MONOXXEHWUA (7)
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20. (7.1) KoHTponbHble 06pasubl NpegHasHavyeHbl ONsi NPOBEAEHUS aHanmsa W OOMKHbl ObiTb Nerko
OOCTYMHbI AN nabopatopun, UMeoLLEN BanuanpoBaHHble METOOUKM NpoBeaeHns Takoro aHanu3a. O6pasupl
MCXOOHOrO ChbIpbs, NCMONb3YEMOro B NPOM3BOACTBE NeKapCTBEHHbIX NpenapaTtoB B Poccunckon Pegepaumm, u
o6pasubl roToBOWM MPOAYKUMM [LOMKHbI XPAHUTBCS Ha TOW MNPOU3BOACTBEHHOM NroWagke, Ha KOTOpOW
OCYLLIECTBMSIETCA NPON3BOACTBO rOTOBLIX NIEKAPCTBEHHbIX NPenapaToB.

21. (7.2) TMopsigok o6palleHnsi C KOHTPOSbHbIMW OOpasuamMy roTOBbIX JIEKApCTBEHHbIX CPEeAcTB,
NpOM3BOAMMbIX B ApPYIMX CTpaHax:

a) (7.2.1) B cnydae ecnn wmexay Poccunckon ®epepaumen M COOTBETCTBYHLIMM TOCyaapCTBOM
3aKIMYEHO cornalleHne 0 B3auMHOM MPU3HaHUK, KOHTPOIbHbIE 06pa3Lbl MOryT oTbupaTtbCa M XpaHUTbCA Ha
TOM NPOWU3BOACTBEHHOW MroOWaaKke, Ha KOTOPOM OCYLLEeCTBNSeTCs MpoM3BOACTBO. JTO LOMKHO ObiTb
oopMrneHo cornaweHneMm (B COOTBETCTBUM C nyHkTamu 17 - 19 HacToswero [lpunoxeHus) mexay
umnoptepom B Poccuickon denepaumm 1 nponssoamMTeneM, HaxoadaLmMMea 3a ee npegenamu,

0) (7.2.2) B cnyyae ecnum Poccunckas ®Pegepaumss He WMMEET C COOTBETCTBYHLIMM OCYyAapCTBOM
COrmnalleHnsi 0 B3aUMHOM MPU3HaHUKN, KOHTPOSibHble OOpasubl rOTOBOWM MPOAYKUMW OOIMKHbI OTOMpaThbCca u
XPaHUTLCSA Ha NPOM3BOACTBEHHOM Nrowaake, pacnonoxeHHon B Poccuiickon depepauumn. OT60p 06pasLoB
OOJDKEH BbIMOSTHATHCS B COOTBETCTBMM C COrMaLlEHNEM (COrmnalleHnsaMn) mMexay BCEMU 3anHTEPECOBAHHBIMMU
cTopoHamu. OBpasLbl pekoMeHayeTCa XpaHUTb TaMm, rae NpoBOAUIICS KOHTPOSb NPOAYKLUUKN NpU ee BBO3E;

B) (7.2.3) KOHTpOmbHble 06pa3Lbl MCXOLHOTO ChIPbS N YNAKOBOYHbIX MaTepuanoB AOMMKHbI XpaHUTLCSA TaMm,
rae OHU NCNONb30Banuch A51s MPOU3BOACTBA rOTOBbLIX NTEKAPCTBEHHbIX NMpenapaTos.

VIII. APXVUBHbBLIE OBPA3LIbl. OBLLUME MONOXEHNA (8)

22. (8.1) ApxnBHble obpasubl 4OMMKHBI NPEACTaBNATbL CEPUIO TOTOBbLIX NIEKAPCTBEHHBIX NPenapaTtoB B TOM
BUAe, B KOTOPOM OHU peanuayoTcda B Poccuinckon degepaumm n MOryT MCNONb30BaThCs AN KOHTPOMS € Lenbio
NOATBEPXAEHUS COOTBETCTBUS TPeOOBaHMSAM, YCTAHOBIEHHBIM MPU FOCYAapCTBEHHOW pPEerncTpauuun, u MHbIM
TpeboBaHNAM, YCTAHOBIEHHbIM HOPMAaTMBHLIMW MpaBOBbIMM akTamu Poccunckon Pepepaumun. ApxuBHbIe
obpasLbl pekOMEHAYEeTCS XpPaHUTb Ha NioLiagKke, Ha KOTOPOW HaxoOuTCHA YMNONHOMOYEHHOEe NnMuO, BblaaBliee
paspeLleHne Ha BbIMyCK MPOLYKLMM.

23. (8.2) B cooTBeTCTBUM C NYHKTOM 22 HacTosLwero NpunoxeHus B criydyae ecnv MeeTcs AencTByoLLee
cornalleHne 0 B3aMMHOM MPU3HAHUKN N KOHTPOIbHbIE 00pasLibl XpaHSTCA y NPOM3BOAMTENS, HaxoAsLwerocsi 3a
npegenamu Poccuiickon Pepepaumn (nognyHKT "a" nyHkta 21 Hactoswero [MpunoxeHus), oTAenbHble
apXxMBHble 00pasLbl OMKHbI XpaHUTbCs B Poccuiickon ®epepauun.

24. (8.3) Apx1BHble 06pa3ubl AOMKHBbI HAXOAUTLCS Ha MPOM3BOACTBEHHOMW MNIoOWagKe, NpuHagnexallemn
NPOV3BOAUTENIO, UMEIOLLEMY NNLIEH3MIO HA NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB, U ObiTb AOCTYMHbIMW AN
YNONHOMOYEHHOro beiepanbHOro opraHa UCNONHUTENBHON BNacTu.

25. (8.4) Ecnun B nocnefoBaTensHOCTM "BBO3 - MPOLECC YNAKOBKM - KOHTPOIb - BbIMNYCK cepun" yyactsyeT
bonee opHoro npowusBoauTens B npepenax Poccuickon ®Pegepauun, TO OTBETCTBEHHOCTb 3a OTOOP U
XpaHeHVe apxuBHbIX 0OpasuoB [OSPKHA ObiTb onpedeneHa cornaweHneMm (cornawleHusiMn) Mexagy BCemu
y4acTBYIOLUMN CTOPOHAMMU.

IX. KOHTPOJIbHBIE N APXMBHbIE OBPA3LIbI NMPOAYKLN,
NMMNOPTUPYEMOW (PEANTM3YEMOW) HECKOJIbKUMWN OPTAHN3ALIMAMU
OrnToOBOW TOPIrOBJI NEKAPCTBEHHBIMW CPEAOCTBAMMU (9)

26. (9.1) Ecnn BTOpUYHYIO YNaKkoBKY JIEKAPCTBEHHOTO NMpenapara He BCKPbIBAKOT, TO HEOOXOANUMO XpaHUTb
TONbKO UCMOMb3yeMbln YNAKOBOYHBIN MaTepuan, MOCKOMbKY PUCK MepenyTbiBaHWS NPOAYKUMW He3HavmTeneH
Unn oTCyTCTBYET.

27. (9.2) Ecnu BTOPWYHYIO YMNakoBKYy BCKPbIBAKOT, HaMpumep, Ans 3aMeHbl KapTOHHOW Naykv unu
WHCTPYKLUUW NO NPYMEHEeHno, TO HeobxoaMMo OoTbupaTb OAMH apXMBHbIM obpasey ANs Kaxgow onepauun
npoLiecca ynakoBKM, Tak Kak CyLLEeCTBYET pMCK nepenyTbiBaHWs NPOAYKLMM B NpoLecce ynakoBku. [JormkeH ObiTb
npeaycMoTpeH Nopsaok, No3BonsALWMIA BbICTPO ONpeaennTbs BMHOBHOIMO B NepenyTbhiBaHUKM (Mpov3BoauTens
NN opraHvM3aumsi ONTOBOW TOProBMNW NEKApCTBEHHbIMW CPEeACTBaMM), Tak Kak OT 3TOro 3aBuUCUT obbem
OT3bIBAEMOW NPOAYKLNM.

X. KOHTPOINBHBIE U APXUBHBIE OBPA3LIbl B CIYYAE NIMKBUOALA
NMPOV3BOAUTENS (10)

28. (10.1) lMocne nukBMaauuwn NPOU3BOAUTENS W MpeKpaweHusa (B pesynbTaTe aHHYNMPOBaHWUS UIu
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MNpukas MuHnpomTtopra Poccum ot 14.06.2013 N 916
(pea. ot 18.12.2015) [JoKyMeHT npepocTasneH KoHcynbranTaoC
"O6 yTBepXaeHUM MNpaBu HaaneXxallen Npon3BoACTBEHHON M... Aata coxparennsa: 29.01.2016

NCTEYEeHUs cpoka OEeNCTBUSA) NULEH3UN Ha NPOU3BOACTBO NIEKAPCTBEHHBLIX CPeaCcTB B NPOAaKe MOXET ocTaTbCs
fonbLloe KOMMYECTBO Cepuii MPOM3BELEHHbIX 3TUM MPOU3BOOUTENEM JIEKAPCTBEHHbIX MpenapaTtoB C
HENCTEKLUM CPOKOM TFOAHOCTWU. [nsi oCcTalWwmuxcs Ha PbiHKE Cepuii MNpou3BOAMTENb [OOMMKEH 3aKIio4vnTb
JOroBOpbl MO Mepefaye KOHTPOSbHbIX M apXMBHbIX OOpas3uoB (@ Takke COOTBETCTBYHOLLEN AOKYMeHTauuu,
Kacatowencs Hactodwmx [paBun) Ha xpaHeHwe B npegHasHavyeHHoe Ans aToro mecto. [lpousBoauTens
OOMKeH NpeacTtaBuUTb B YNOMHOMOYEHHbIM dedepanbHbii OpraH UCMOMHUTENBHOW BRacTh AoKas3aTenbCTBO
TOro, YTO MPUWHSATHI JOCTaTOYHble Mepbl MO XpaHeHutio, a ob6pasupl, ecnu Heobxogumo, MoryT ObiTb
NEerkoAoCTYMHbI ANA NPOBEAEHUSA OLEHKM U aHanusa.

29. (10.2) Ecnu npousBoguTeNnb He MOXET NPeanpuHATb YKa3aHHble Mepbl, TO BbIMOSIHEHUE
HeobOX0AMMbIX OENCTBUN MOXET ObITb NepeaaHo ApyroMmy npoussoguTento. JIMuo, Ha ums KOTOpOro BblgaHo
pervcTpaumoHHOe yAOCTOBEPEHNe, HeceT OTBETCTBEHHOCTb 3a TaKyto nepegady (PyHKUMA U 3a NpeacTaBrneHne
BCen Heobxoanmoun MHopMaLumn yrnonHOMOYEHHOMY dbefiepansHOMYy OpraHy UCMONHUTENLHON Bnactu. Jluuo,
Ha MMS KOTOPOro BblAAHO PErucTpauMoHHOE YAOCTOBEpeHue, [OOMKHO corfnacoBatb C  YMONHOMOYEHHbIM
dhegepanbHbIM OpraHoM UCMOMHUTENBHOW BACTU JOCTATOMHOCTb MEp MO XPAHEHMWIO KOHTPOSbHbBIX Y apXMBHbIX
06pasuos..

30. (10.3) 31 TpeboBaHMA pacCNpPOCTPAHAKTCSA TakKkKe Ha CcnyyYam JnUKBMOALMM NPOU3BOACTBA,
HaxopgsLeroca 3a npegenamu Poccuinckon ®egepaumn. B aTom cnyvae nmnoptep HeceT OTBETCTBEHHOCTb 3a
obecneyeHne TOro, 4YTO yKasaHHble [OroBOpbl XPAHEHWS 3aKMYeHbl W cornacoBaHMe C YNONHOMOYEHHbIM
dhegepanbHbIM OpraHoOM UCMONHUTESNBbHON BNAacTu NPOBEAEHO.
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