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3aperunctpuposaHo B MuHtocte Poccumn 10 ceHTsi6psa 2013 r. N 29938

MWHUCTEPCTBO NPOMbILLNEHHOCTU U TOPFOBIIM POCCUMACKOW ®EAEPALIUN

NMPUKA3
oT 14 uroHA 2013 r. N 916

OB YTBEPXXOEHWUWU NPABUN
OPIrAHM3ALUUU NPOU3BOACTBA U KOHTPONA KAYECTBA
NEKAPCTBEHHbIX CPEACTB

B cootBeTcTBUMM C YacTbio 1 cTatbn 45 PepepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-93 "O6 obpaweHun
nekapcTBeHHbIx cpeacTe” (CobpaHue 3akoHogaTenbcTBa Poccuiickon depgepaumm, 2010, N 16, cT. 1815, N 26, cT.
3446) n nognyHktom 5.2.18.31 nyHkta 5 MNonoxeHus o MnHMCTEpCTBE NPOMBILLIIEHHOCTU 1 Toproenu Poccuiickon
depnepaumu, yTBepxxaeHHoro noctaHosneHmeM lNpasutensctea Poccunckon ®epgepauyunm ot 5 noHs 2008 r. N 438
(CobpaHue 3akoHogaTtenbcTBa Poccuiickon ®enepaunn, 2008, N 42, ct. 4825; 2009, N 3, c1. 378, N 6, cT. 738, N
11, ct. 1316, N 25, cT. 3065, N 26, cT. 3197, N 33, cT. 4088; 2010, N 6, cT. 649, N 9, cT1. 960, N 26, ct. 3350, N 31,
cT. 4251, N 35, c1. 4574, N 45, cT. 5854; 2011, N 43, cT. 6079, N 46, cT. 6523, N 47, cT. 6653, 6662; 2012, N 1, cT.
192, N 43, ct1. 5874, 5886; 2013, N 5, cT. 392), npuka3sbliBato:

1. YTBepauTb Nnpunaraemsbie NpaBuna opraHnsauum Nnpon3BoAcTBa U KOHTPOSS KadecTBa fiekapCTBEHHbIX CPeacTB.
2. KoHTponb 3a NCMOMHEHWEM HACTOSILLEro NprKasa oCcTaBrsio 3a COOOW.

MwuHuncTp
0.B.MAHTYPOB

YTBEpPXKOEHDI
npukazom MuHnpomTtopra Poccum
oT 14 noHa 2013 r. N 916

NPABUINA
OPIrAHM3ALUK NPOMU3BOACTBA U KOHTPONA KAYECTBA
NEKAPCTBEHHbIX CPEACTB

[. OBLWME MONOXXEHNA

1. MNpaBuna opraHuM3aumm NPOM3BOACTBA U KOHTPOMS KayecTBa NekapCTBEHHbIX cpeacTB (ganee - [pasuna)
yCTaHaBnMBaloT TpeboBaHUSA K OpraHm3auMu NpousBoACTBa M KOHTPONSA KayecTBa NeKapCTBEHHbIX CPeAcTB ANd
MeAMLMHCKOro NPUMEHEHNSA U BETEPUHAPHOI0o NPUMEHEHNS.

2. MNpaBuna pacnpocTpaHaTCA Ha BCE BUAbl NIEKApPCTBEHHbIX CPEACTB M ycTaHaBnmsaloT obwue TpeboBaHusa K
opraHm3aumm ux NPOM3BOACTBA WM KOHTPONSA KavecTBa, a Tawkke cneuuanbHble TpeboBaHWs K opraHusauun
Npou3BoACTBa OTAENbHLIX BUOOB FIEeKapCTBEHHbLIX CPEACTB.

3. Hactoswue MNpaBuna He pacnpocTpaHSaoTCA Ha BOMPOChI OXpaHbl TpyAa nepcoHana, 3aHsaToro B Npou3BOACTBE,
Ha obecneyeHne NPOMbILNEHHON Ge30nMacHOCTW, NoXapHOoW 6e30nacHOCTH, B3pbiBOGE30NacHOCTM, XMMUYECKON
6e30nacHOCTM, CaHUTapHO-TMrMeHn4eckon 6e3onacHoCT U HOM 6e30NacHOCTM NPY NPON3BOACTBE NeKapCTBEHHbIX
CPeAcTB, a TakkKe He 3aTparMBaloT BOMPOCbI OXpaHbl OKpyxawllen cpedbl. [NpuHATME HeobXxoaumbix Mep B
yKasaHHbIX Chnyyasix sBMASeTCA HenocpeaCTBEHHOW 00A3aHHOCTbI0O MPOM3BOAUTENA B  COOTBETCTBUM C
HOpMaTUBHBLIMW NPaBOBbIMU akTamu Poccuiickon ®eagepaunn.

[I. TEPMWHbI 1 ONPEQENEHWA

4. [Ins uenen HacToswmx NMpaBun UCNOMNb3yTCA cneayoLlwmne OCHOBHbIE NOHATUSA:

0annoH - KOHTEMHep OObIYHO LMAMHAPUYECKOW (OPMbI, MPUCMOCOBGNEHHBIN AMS CKaTOro, CXWKEHHOTO Wn
pPacTBOPEHHOIrO rasa, OCHALLEHHbI MPUCNOCOONEHNEM ANsl PEeryMpoBKN CMOHTAHHOIO BbITEKAHWSI rasa npu
aTMocepHOM AaBrieHUn U KOMHaTHOW TemnepaTtype;
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Buonornyeckne areHTbl - MUKPOOPraHW3Mbl, BKMOYAas MOMyYEeHHble MeTOA4aMu FEHHOW WHXEHEPWUW, KreTouvHble
KynbTypbl U 3HOOMNAPa3uThbl, KakK NaToreHHble, Tak U HeNaToreHHbIE;

BGuopeakTop - 3aKpblTasd cucTema, Takas Kak dhepMeHTep, B KOTOPYHO BBOAAT Buonornyeckne areHTtbl Hapsgy ¢
APYrUM Cbipb€M TakmMMm 0Opasom, YTO 3TO NPUBOAUT K MX Pa3MHOXEHWIO UM K NPOAYLUPOBaAHWIO UMW OPYrux
BELleCTB MyTem B3aMMOAEWCTBMA C APYrMM CbipbeM. Bbuopeaktopbl OObIMHO CHabXeHbl perynupylowmMm u
KOHTponvpyowummn npubopamu, a Takke npucnocobneHnsamu gnsa AobasneHns v yaaneHvs BeLwecTs;

Banupaumns - JOKYMEHTanbHO OOPMIIEHHbIe AEWCTBUS, Aaloline BbICOKYHO CTeMeHb YBEPEHHOCTU B TOM, YTO
meToauka, npouecc, obopygosaHme, matepuarn, onepaums unm cucteMa CooTBeTCTBYIOT 3aA4aHHbIM TpeboBaHNAM K
nX ucnonb3oBaHve OydeT NOCTOSHHO MPUBOAUTL K pesyrnbTataM, COOTBETCTBYIOLMM 3apaHee YCTaHOBIEHHbIM
KpUTEpPUAM NPUeMIemMocCTy;

BO3BpaT - BO3BpAT JIeKapCTBEHHOr0 cpeacTBa ero NPoOn3BOANUTENIO NN NOCTABLUUKY;

BO3OYLUHbIWA LUMO3 - OFPaHNYeHHOe NPOCTPaHCTBO C ABYMS UMW HECKONbKUMW OBEPSMU, PACMONOXKEHHOE Mexay
ABYMS UMW HECKONBbKUMW NOMELLEHNSMM, HAaNpUMepP, PasHbIX KIaccoB YMCTOTbI, NpeaHasHavYeHHoe Ans pasgeneHms
BO3OYLUHbLIX Cpef MOMELLEHU Mpu BXOAEe B HUX U UCMONb3yeMoe Kak ANA nepexofa nepcoHana, Tak v and
nepemeLLeHnss MaTepuaros;

BbICOKO aKTMBHblE BeLLEeCTBa - XMMUYECKUEe COeOUHEHUs, OKasblBalowne BO3AENCTBME HA OPraHM3m 4Yeroseka B
HU3KNX KOHLLEHTpaLUsX;

BbICOKO aKTUBHbIE NEeKapCTBEHHbIE CPEACTBA - NIeKapCTBEHHbIE CPEACTBA, AatoLune dhapMakonormyeckuin apdekT B
HM3KNX 03ax (KOHLEeHTpauusax);

rotoBas npogykums (rotoBbli MNPOAYKT) - feKapCTBEHHbI MpenapaTt, KOTOpbIM npowen Bce CcTaguu
TEXHOMNOrMYEeCKoro npoLecca, BKMYas OKOHYaTENbHYHO YNaKkoBKY;

3anucb - OOKYMEHT, (PMKCUPYIOLUA BbIMOSIHEHWE pPasfnuyHbiX AENCTBMMA AN AoKasaTenbCTBa COOTBETCTBUSA
NHCTPYKUNAM;

N30MMpoBaHHas 30Ha - 30Ha, obopydoBaHHas COOTBETCTBYHOLMMU (PunbTpamu M yCTPOMCTBaMM MNOOTOTOBKM
BO3gyxa [Ans npefoTBpalleHVss KOHTaMuMHauuM BHELLHEW OKpyKalllen cpedbl bGuonornveckummn areHtamm,
NPUCYTCTBYIOLWMMU B 3TON 30HE;

N30NAUMNS - AeNCTBUS MO OrPaHMYEHNI0 pPacnpoCcTpaHeHns BUONOrMYECcKUX areHToB Uy ApYrmx KOHTaMUHaHTOB 3a
npegensl onpeaeneHHoro NpocTpPaHCTBa;

n3onauMs BTOpUYHAs - cucTeMa u3onauuv, npegoTeBpallarollas NPOHWKHOBEHWE OMOMorMyeckoro areHta BO
BHELLHIOID OKpYXXaloLwylo cpeay unu B gpyrme paboune 30Hbl, YTO JOCTUraeTcs UCMONb3oBaHMEM MOMELLEHUA CO
cneumanbHbIMW CUCTEMaMW NOArOTOBKM BO34yXa, HanMuMeMm BO3OYLUHbIX LUMIO30B W (MNK) CTepunmM3aTopoB ANns
nepegayn matepuanoB HapyXy Hapsgy ¢ npoueaypamu 6esonacHoro BefeHus npouecca. Bo MHormx cnyyasix
ncnonb3yeTcsa Ang nosbieHNs aPPEKTUBHOCTU NEPBUYHON N30NSALUN;

N30MAUMS nNepBuYHasd - cucTemMa u3onsauun, npegoTsBpallarllas MPOHWKHOBEHWE OMOonornyeckoro areHta B
OKpyXalLylo cpedy, HenocpeacTBEHHO mnpurnerawwyo Kk paboven 30He, 4YTO [AOCTUraeTcs MOCPeacTBOM
NCMNONb30BaHWS 3aKpbITbIX KOHTeHepoB unun 6okcos ans 6esonacHoro BedeHus Buonormvecknx paboT Hapagy ¢
npoueaypamy 6e30nacHoOro BegeHus Nnpouecca;

MHVLMPOBAHHBIA - 3apa)KeHHbIN MOCTOPOHHUMWU BMONOrMYecKMMM areHTamu W, crnegoBaTerlbHO, CNOCOGHbIN K
pacrnpocTpaHeHno MHpekuuw;

NCXOAHOE Cbipbe - obLlee MOHATUE, Mcronb3yemoe Ans 0003HaYeHUs WCXOAHbIX MaTepuanoB, PeakTUBOB U
pacTBopuUTenen, nNpeaHasHayYeHHbIX Ans NPOM3BOACTBA MNPOMEXYTOYHON MPOAYKUMU unu dapmaueBTUYeCcKon
cybcTaHuup;

KanmbpoBka - AeMOHCTPaLMs TOro, YTO KOHKPETHbIN Npnbop unmn ycTponcTBO AaeT pe3ynbTaTbl B YCTAHOBMEHHbIX
npegenax Mo CpaBHEHUIO C pesynbTaramu, NonyvyaembiMW MpU UCMOMb30BaHWM CTaHgapTHoro obpasua wnu
COMNOCTaBMMOro Co cTaHaapTom obpasua nNMbo aTanoHa BO BCEM COOTBETCTBYHOLLEM Ananas3oHe N3MepeHui;
KapaHTWUH - CTaTyC UCXOOHOr0 Chipbsl, YNAKOBOYHbLIX MaTepnanos, NPOMEXYTOYHOW, HepacdacoBaHHOW NN rOTOBOW
NPOAYKUUW, N30MNMPOBaHHbIX OU3NYECKN UK OPYTMMKN 3PdEKTUBHBIMK cnocobamu, OO NPUHATUS pelleHns 06 nx
0[06peEHNN UNN OTKIOHEHNN;

KBanudmkauus - 4encTBuUs, yOOCTOBepSOLWMe U NOATBepXKAaoLWwme AOKYMEHTanbHO TOT dhakT, YTo obopyaoBaHue
U1 BCcnomoraTenbHble CUCTEMbl CMOHTUPOBAHbI AOMKHBIM 06pa3oM, NpaBuIbHO (PYHKLIMOHMPYIOT N AENCTBUTENBHO
NPUBOAAT K OXXnaaeMbiM pedynbTtatam. MNoHaTue "Banngauus” asnsetcs 6onee WMPoOKMM U MHOrAa BKMoYaeT B cebs
noHaTune "keanudpukaums";

KneToYHas KynbTypa - KneTovyHas Macca, nosflyd4eHHas B pesynbTaTe BblpallMBaHuUs in Vitro KNeTok, N30nmMpoBaHHbIX
OT MHOFOKINETOYHbIX OPraHN3MOB;

KONMMeKTop - YCTPOWCTBO unu obopydoBaHwe, npedHa3HayeHHoe [Ans OO4HOTO WM HECKOMbKMX OannoHoB
(KOHTENHEpPOB) 1 MNO3BONALLEE OOQHOBPEMEHHO OYUCTUTL M HAMOSMHUTL ra3oM GannoH (KOHTENHep);
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KOMMNbIOTEPU3NPOBAHHasA CUCTEMa - NPOLECC WUnu onepauns, obbeAnHEeHHas B OOHO Lerioe C KOMMbITEPHOMW
CMCTEMOW, BKMOYaloLWen BBOA AaHHbIX, UX 3NEKTPOHHY 06paboTky 1 Bblgavy MHOpMauun, UCnonb3yemon Ans
OOKYMEeHTarnbHOro opopmrenns u (unu) 4ns asBTomaTMyeckoro yrnpaBneHus;

KOHTpOnvpyemas 30Ha - 30Ha, MOCTPOEHHAas M 3KchnyaTupyemass Takum o6pa3oM, 4YToObl KOHTpONMpoBaTb
BO3MOXHYIO KOHTaMMHaLMIO U ClyYyalHOe pacnpoCTpaHEHME XUBbIX MUKPOOPraHn3MOoB, KOTOpas SKCnyaTmpyeTcs
npu oTpuuaTenibHOM AaBIEHWM MO OTHOLUEHMIO K CMEXHbIM KnaccuuuMpoBaHHbIM MOMELLEHUAM U NO3BONSAET
3(PPEKTUBHO YCTPAHATE HE3HAYMTENbBHbBIE KOMMYECTBA HAaXOASALWMXCA B BO3OYXE MCTOYHUKOB KOHTaMuHauuw, npwm
3TOM CTeneHb OCYLLECTBASIEMOrO KOHTPOISA 3aBUCUT OT BuAa MUKPOOPraHuama, MCrnosib3yemMoro B npoLecce;
KOHTPONb B MNpoLiecce NPOuM3BOACTBA (BHYTPUMNPOU3BOACTBEHHbIA KOHTPOMb, MEXOMNEpPaUMOHHbIA KOHTPOIb) -
KOHTPOIb, BbIMNOMHAEMbIN B XOA4€ TEXHONOMMYECKOro NpoLecca C Lenbio NpoBEepKN COOTBETCTBUS NMPOMEXYTOUHOMN
npoaykumm u (Mnn) npoaykumm 3adaHHbIM TpeboBaHusAM, MO pe3ynbTataM KOTOPOro MOXET BbIMOMHATLCA
KOppPEeKTUpOBKa MapaMeTpoB TexHonormyeckoro npouecca. KOHTPOMb COCTOSHMS OKpYXKalllen cpenbl unu
obopyaoBaHuNs paccMaTpMBaETCs Kak 3rieMEeHT KOHTPOINS B npouecce Npou3BoacTBa;

KOHTPOMNb KayecTBa - KOHTPOSb Ka4yecTBa BkItovaeT B cebs otbop npob, npoBeAeHUe ucnbiTaHWiA, NPOBEPKM Ha
cooTBeTCTBME TpeboBaHUAM crneuundvkaumi, a Takke npouenypbl opraHv3auuy, OOKYMEHTMPOBaHWS M Bblgauun
paspeLLeHnsi Ha BbIMYCK;

KPWOTEHHBIV COCYA - COCYA, NPeAHA3HaYeHHbIN OIS XPaHEHUS CXMXXEHHOTO rasa npu CBEPXHU3KNX TeMNepaTypax;
nekapCcTBEHHOE pacTeHUe - Lenoe pacTeHne UM ero YacTu, UCNosb3yemMble B MEOANLMHCKUX LensiX;
nekapcTBeHHblE CpeacTBa - BELLECTBA MM NX KOMOMHaUUW, BCTYMatoLWMe B KOHTAKT C OPraHn3MOM YerioBeka unm
XWBOTHOMO, MPOHMKAKOLWME B OpraHbl, TKaHW OpraHuama 4ernoBeKa WIM XMBOTHOIO, MPUMMEHSeMble OIS
NpodMNakTNKA, ANarHOCTMKK (3a UCKIIOYEHMEM BELLECTB UMK UX KOMOUHALMIA, HE KOHTaKTUPYIOLLMX C OPraHn3mMom
YenoBeka WM >XMBOTHOrO), neyeHust 3aboneBaHus, peabunutauun, ONs COXPaHEHUs, NpefoTBpalleHus unum
npepbiBaHUs 6EpEMEHHOCTU U MOMYYEHHbIE U3 KPOBW, NITa3Mbl KPOBU, U3 OPraHoOB, TKaHEN opraHM3mMa Yernoseka unm
XWBOTHOMO, pPacTeHM, MUHEpParioB MeTodamMu CUHTE3a WUnM C MpUMEHeHueM Ouonornveckmx TexHonorum. K
NeKapcTBEHHbIM CpeacTBaM OTHOCATCA hapMaLeBTUYeckue cybCcTaHUumM 1 NekapCTBEHHbIE Npenapatbl <*>;

<*> TlyHKT 1 cTaTtbn 4 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-9®3 "O6 obpalleHnn nekapCTBEHHbIX
cpencTB" (CobpaHue 3akoHopaTensctBa Poccunckon ®enepaumm, 2010, N 16, cT. 1815).

rnieKkapCTBEHHbIM pacTUTENbHbIN Npenapar - NeKkapCTBEHHbIV NpenapaT, Npou3BeAeHHbI UMW N3roTOBMEHHbIA K3
OOHOro BUAA NeKapCTBEHHOrO PacTUTENbHOrO CbIPbS UMM HECKONbKMX BWAOB TaKOrO Cbipbsi U peannsyembli B
paccacoBaHHOM Buae BO BTOPUYHOW (MOTPEBUTENBCKON) ynakoBke <*>;

<*> [yHKT 14 ctatbun 4 ®egepansHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpalleHnn nekapcTBEHHbIX
cpeactB" (Cobpanue 3akoHogaTensctBa Poccunckon ®egepaumm, 2010, N 16, cT. 1815).

MaTepuanbHbll 6anaHc - COOTHOLLEHNE MeXAY KONMMYEeCTBOM NPOAYKLUN UM MaTepranos, KOTOPOe TeopeTU4eckn
MOXeT MCNOfb30BaTbCA B NPOU3BOACTBE W MONy4aTbCsA B pe3ynbTate NpouM3BOACTBA, M KOMMYECTBOM MPOAyKUUn
Unu martepuanos, (hakTUYeCKM WUCMONb3OBaHHbIM B MPOM3BOACTBE M (PaKTMHECKM MOMyYEeHHbIM B pesyrnbraTe
NMPOM3BOACTBA, C y4E€TOM AONYCTUMBIX OTKIIOHEHW;

HepacdacoBaHHas npogykuus - nobas npoaykuus, npolwefllas Bce CTaaum TeXHONOrMyeckoro npolecca, 3a
NCKIIOYeHneM NoTpebnTenbCcKon ynaKkoBKuy;

HoMep cepuu (HOMep NapTuK) - yHUKanbHas KOMGHaums Lnudp, 6yks u (Mnu) CMMBOMNOB, KOTOPbIE MAEHTUMULNPYIOT
ceputo (NapTuIO) U Ha OCHOBaHUWM KOTOPbIX MOXHO MPOCReAMTb UCTOPUI0 ee NPOou3BOACTBa M peanusauuun. [Npu
NMPMCBOEHUN HOMeEpa Cepuu UCMonb3ylTca apabckve uudpbl, NocnegHne 4YeTbipe UMdpbl B HOMEpe cepun
0603HayvalnT MecsL 1 rog U3roToBEHNs NTeKapCTBEHHOrO CpeacTBa;

nepeKkpecTHasi KOHTaMmmHaLuns - 3arpsa3HeHne UCXOAHOro Cbipbd, Marepuana unm npoaykumm OpYrmM MCXOOHbIM
CblpbeM, MaTepuanom unv NpoayKuunen;

nosTopHass obpaboTka - MoBTOpHasi obpaboTka cepuvM WAM YacTM cepun MNPOAYKUMW, HEe COOTBETCTBYOLLEW
3aaHHbIM TpeboBaHWAM, HaYMHas ¢ onpeaeneHHoN cTaanm NPOM3BOACTBA - BBEAEHUE NPOMEXYTOYHON NPOAYKLNM
nnu papmaveBTUYECKON cybCcTaHUMK, BKITHOYas He COOTBETCTBYIOLLYIO CTaHAapTam unu cneundukaumm, B npoLecc
NPOM3BOACTBA W MOBTOPEHWE 3Tana KpuUcTannu3auun unuv ApYrnx XUMUYECKUX Win U3NYECKUX MaHunynsuui
(Hanpumep, avcTunnaums, dunbTpaunus, xpomartorpadpupoBaHue, U3MenbyYeHne), KOTopble SABNATCA CTaauen
YyCTaHOBMEHHOrO MNPOM3BOACTBEHHOrO npouecca. [lpogormkeHne oOcCyLlecTBNeHUs CTagum NpPOn3BOACTBEHHOIO
npouecca nocre Toro, kak KOHTPOSb B Mpouecce Npou3BOACTBa Nokasars, YTo CTaavs He 3aBeplueHa, cymTaeTcs
YacTblo 0OLIYHOrO NpoLecca, a He NOBTOPHOM 06paboTKoW;
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NMOBTOPHOE MCMONb30BaHUE - BBEAEHNE NPOU3BEAEHHOW paHee cepumn NpoaykumMn TpebyemMoro kadectsa (unu ee
4YacTu) B APYryr0 Cepuo NPOAYKLMKN Ha onpeaeneHHon ctaanv NpoM3BOACTBa;

noceBHas KynbTypa:

cucTemMa MOCEBHOW KynbTypbl - CUMCTEMa, B COOTBETCTBUM C KOTOPOW MOCredoBaTerbHble Cepun MpPOAYyKUUM
Npou3BoaAT U3 OOHOW W TOW >Xe [MaBHOW MOCEBHOW KynbTypbl MPU ONPeAeneHHOM KONMYecTBe NepeceBoB
(naccaxen). Ans o6bIMHOrO NPOM3BOACTBA Paboyyto MOCEBHYIO KyNbTYpy rOTOBAT M3 FNaBHOW NOCEBHOW KynbTypbl.
Ncxooss n3 TpeboBaHum Oe3onacHOCTM M 3PEEKTMBHOCTU NpW MPOM3BOACTBE TOTOBOW MNPOAYKLMKU, KOTOPYH
nonyyatT u3 paboyen NOCEBHOW KynbTypbl, HE OOJDKHO MCMNOMb30BaTbCA OOMblUee KONMMYECTBO Maccaxen u3
rMaBHOW MOCEBHOW KyNbTypbl, YeM ANs BaKUWHbI, NpoLlleAwen KIMHUYeckne uccnegosaHmus. NpovcxoxaeHue um
KOMNMMYeCTBO Naccaxewn rmaBHOW NMOCEBHOMW KynbTypbl U paboyen NoceBHOW KynbTypbl AOMKHbI ObITb OOPMMEHbI
OOKYMEHTanbHo;

rmaBHas MOCeBHas KynbTypa - KynbTypa MWKPOOPraHW3MOB, pacrnpefeneHHas u3 ogHoro obbema MnoceBHOM
KynbTypbl B €MKOCTWM B Mpouecce OAHOW onepaunu Takum obpasom, 4Tobbl obecneyvTb OAHOPOAHOCT,
npegoTBpaTUTb KOHTAMUHAUMIO U FrapaHTMpoBaTh CTabWuibHOCTb. [MaBHYK MOCEBHYIO KyNMbTypy B XWOKOM BUAE
00bI4HO XpaHAT npu Temnepatype MuHyc 70 °C vnn Hwxe, B NMOPUAM3MPOBAHHOM BuAe - MpU WU3BECTHON
TemnepaType, obecneumnBatoLLelt CTabunbHOCTb;

pabo4yas noceBHasl KynbTypa - KynbTypa MUWUKPOOPraHM3MOB, MOMyYEeHHas M3 [MNaBHOW MOCEBHOW KynbTypbl U
npegHasHavYeHHasi aAnst NCNonb30BaHUsA B Npon3BoacTee. Pabo4uyio MOCEBHYO KyNbTypy pacnpenensioT B eMKOCTU
N XpaHST, Kak ONMCaHo BbILE A1 FNaBHbIX MOCEBHbIX KyIbTYp;

NPOAYKUMS - MPOMEXYTOYHas, HepacdacoBaHHas 1 roToBas NPoayKuus;

npoussoauTenb - NPOU3BOAMTENb fEKapCTBEHHbIX CPEACTB - OpraHu3auumsi, OCYLLEeCTBsoWas npon3BOACTBO
nekapCTBEHHbIX CPEACTB B COOTBETCTBUM C TpebosaHmamu PegepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-$3
"O6 ob6palleHnn NnekapcTBEHHbIX cpeacTs” <*>;

<*> CobGpaHue 3akoHogaTenbcTBa Poccunckon degepaumm, 2010, N 16, cT. 1815.

MPOM3BOACTBO - AESATENbHOCTb MO NPOM3BOACTBY NEKAPCTBEHHBLIX CPEeACTB, OpraHU3auusiMu - NPoOU3BOAUTENAMM
NeKapCTBEHHbIX CPeACTB Ha OOHOW CTaauu, HECKOMbKMUX MW BCEX CTaaMsaX TEXHONOrMYecKoro npoLecca, a Takke
Mo XpaHeHWI0O W peanu3auuy MNpPoU3BEAEHHbIX IEeKapCTBEHHbIX CPEACTB <*>, KoTopasi Bkio4yaeT B cebs
OCYLLECTBNEHNE onepaunii U KOHTPONs, CBA3aHHbIX C MPUEMKON MaTepuarnioB, TEXHOMOrMYECKUM MPOLIeCCOM,
YNaKoBKOW, MepeynakoBKOW, MapKMPOBKOW, MNepeMapKUpOBKOW, BbIMYCKOM, XpaHEHWEM W peanusauueit
NPOM3BEAEHHbIX NIeKapCTBEHHbIX CPEACTB U hapMaLeBTUYECKUX CYyOCTaHLMIA;

<*> MyHkT 31 ctatbn 4 degepansHoro 3akoHa oT 12 anpensa 2010 r. N 61-®3 "O6 obpalleHumn nekapcTBEHHbIX
cpeactB" (Cobpanue 3akoHogaTensctBa Poccunckon ®egepaumm, 2010, N 16, cT. 1815).

NMPOMEXYTOYHasi MPOAYKUUS - YacTUYHO 06paboTaHHOe UCXOAQHOe Chbipbe, KOTOPOE AOMKHO MPOoWTY rnocreayoLme
cTaguv Npou3BoACTBaA NpeXae, YeM OHO CTaHeT HepacdacoBaHHOM NpoayKUMel. B oTHoeHUM hapMaLeBTUYeCKNX
cybcTaHuMiA - MaTepwas, KOTOpbIA MOMy4yalT B Xo4e CTadui TEXHONOorM4yeckoro npolecca Mnpou3BoACTBa
hapmMaLueBTUYECKUX CYBCTaHUMI, U KOTOpbIA MpeTepneBaeT AdanbHeilne MONeKynsipHble NpeBpalleHns Unm
noABepraeTcs O4MCTKe Mpexae, YeM OH CTaHeT dhapmaleBTUYeckoit cybcTaHumnen. MpomMexyToyHas NpoayKumus B
OTHOLIEeHWUN (hapMaLleBTUYECKON CYGCTaHUMKU B X04e TEeXHOJOrMYeckoro npouecca MoXeT noaBepratbcsl Unn He
noABepraTsCs BblAENeHNIo;

npouegypa - [OOKYMEHTanbHO OCOPMIIEHHOE OMUcaHue onepauuid, NoAnexalimx BbINOSIHEHWUID, Mep
NPenoCTOPOXHOCTM U MEpOonpUSTUIA, MNPSMO UMM KOCBEHHO OTHOCALUMXCA K MPOWM3BOACTBY MPOMEXYTOYHOM
npoayKkumu, hapmaneBTUyYeckor cyGeTaHLUM NN NiekapCTBEHHOMO CPEeACTBa;

neKkapcTBEHHOE PacTUTENIbHOE Chipbe - CBEXME UMW BbICYLUEHHbIE pacTeHUs NMMBO MX YacTu, ucnonb3yemble Ans
MPOU3BOACTBA EKAPCTBEHHbIX CPEACTB OpraHusauusaMyu - Mpou3BOAMTENAMM JIeKapCTBEHHbLIX CPeacTB MK
M3rOTOBMNEHWS NeKapCTBEHHbIX MpenapaTtoB  anTeYHbIMU  OpraHu3auusaMK, BeTepuHapHbIMKU  anTeYHbIMU
opraHusauusiMM, WHAMBUAYanNbHBIMU NPEANPUHMMATENAMU, VMEILWMMIA JIUUEH3UIO Ha (hapMaLeBTUYECKYIo
AesATENbHOCTb <*>;

<*> NyHKT 13 cTatbn 4 PegepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpalleHnn nekapcTBEHHbIX
cpegctB" (Cobpanue 3akoHogaTenbctBa Poccunckon ®egepaumm, 2010, N 16, cT. 1815).

cepus (NapTus) - onpenernieHHOe KOMMYECTBO WMCXOAHOrO Cbipbsl, YMAKOBOYHbLIX MaTepuarnioB Wnv npogyKumu,
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noasepraemoe obpaboTke B OAHOM MK B psAe nocnegosaTernbHbIX TEXHONOMMYECKMX NPOLIECCOB TakuM 06pasom,
YTO MOXHO PacCYMTbIBaTb HA OAHOPOAHOCTb MPOAYKUMM B YCTAHOBMNEHHLIX Npeaenax, Npu 3TOM C TOYKU 3peHus
KOHTpONS TrOTOBOW NpPOAYKUUM Ccepust BKNoyaeT B cebss COBOKYMHOCTb e€AWHMUL, A03MPOBaHHOW  (POpPMbI
NeKapCTBEHHbIX CpeAcTB (NekapCTBEHHON (hopMbl), MPOU3BEAEHHbIX U3 OOHOTO 06beMa MCXOQHOro Marepuana u
npoweawmnx eguHyro nocrneaosBaTenNbHOCTb NPOU3BOACTBEHHbBIX onepauui Unv eanHbIN LUKN cTepunusauumn, a npu
HenpepbIBHOM NPOM3BOACTBE - BCE eAnHWLbI, MPOM3BEAEHHbIE B 3aaHHbLIN MHTepBan BpeMeHn. [1na 3aBepLueHus
HEKOTOpbIX 3TarnoB NPOM3BOACTBA UHOrAa HeobXoANMO pasfaennTb CEPUI0 Ha ONpeaerieHHOe KONMYECTBO NOACEepUin,
KOTOpble MNO3Xe OObeauHsIT ANs MONyYeHUs OKOHYaTenbHOW OpHOpoAHOW cepun. [lpu  HenpepbIBHOM
NPOU3BOACTBE MOHATME CEepuUM [OMMKHO OTHOCUTLCA K OMNPEeAeneHHOW YacTu NpPoAyKUMW, XapaKTepusyemon
OAHOPOAHOCTLI. Pasamep cepun B 9TOM criydyae MOXeT onpeaensatbes Mnbo UKCMPOBaHHbIM KONMYECTBOM, NGO
KONMYeCTBOM, NPON3BEAEHHbIM 3a ONpeAeneHHbIN NPOMEXYTOK BPEMEHN;

CXWKEHHbIe rasbl - rasbl, KOTOPbIE NPU CTaHAAPTHLIX TemMnepaType U AaBNEeHUN HanornHeHns HaxoaaTcs B 6annoHe
B CKWKEHHOM BUAE;

cucTeMa - COBOKYMHOCTb B3aMMOCBSA3aHHbIX AEWCTBUN N TEXHUYECKNX CPEACTB, 0OpasyloLlmx eguHoe Lenoe angd
opraHusauuny Npou3BOACTBa U KOHTPOMS KavyecTBa NeKkapCTBEHHbIX CPEeACTB;

cuctema 6aHKOB KNETOK - CUCTEMA, NPY KOTOPOW MocrefoBaTeNlbHble CEPUN NMPOSYKLUM NPOU3BOAST U3 KIETOYHbIX
KynbTyp, NpuMHagnexawmux rnaBHoOMy OaHKy KIeTOK, KOTOPbIA MOJSIHOCTbI0 OXapaKTepusoBaH Ha MOASNIMHHOCTb U
OTCYTCTBME KOHTamMuHauui. HekoTopoe KONMMYecTBO EMKOCTEW [MaBHOTO ©OaHKa KNeToK WCMonb3yeTca Ang
dopmumpoBaHusi pabouero 6aHka knetTok. Cuctema 6aHKOB KNeToK JOJPKHA ObiTe BanuaMpoBaHa Ha onpeaerneHHoe
KONMMYeCTBO MEepeceBOB WM  KOMWYECTBO YABOEHMW MONynsaumv, A0 AOCTUXKEHMS KOTOPbIX OHW  MOryT
NCMNonb30BaTbCs B TEKYLLEM NPOU3BOACTBE;

cneundukaumsa - nepevyeHb WCMbITaHWMIM, CCbINIOK Ha aHanuTUYecKkMe METOOUKM U KPUTEPUEB MPUEMNEMOCTMH,
npeacTaBnsaoLwmnx cobon YNCoBbIE rPaHuLbl, MHTEPBAanbl UMW APYrue KpUTepumn s COOTBETCTBYIOLLMX UCTIbITAHUNA.
Cneuncdukaunsa ycrtaHaBnvBaeT Habop KpuTepueB, KOTOPbIM [OOIMKEH COOTBETCTBOBATb Martepuan, 4ToObl
cuuTaTtbCs npuemnemMbiM ANs ero npegnonaraeMoro npumeHeHuda. oHaTue "cooTBeTcTBME cneuundpmkaumm”
O3Ha4aeT, 4YTo MaTepuan, Npowealnii UCMbITAHUS COrNacHO MepedYncnieHHbIM aHanuUTUYecKUM MeToauKam,
COOTBETCTBYET NpuUBEAEHHbIM KPUTEPUSAM MPUEMIEMOCTH;

CTEPWIBbHOCTb - OTCYTCTBME XUBbIX OpraHM3moB. TpeboBaHMs K MPOBEAEHUIO KOHTPOMNS CTEPUINBHOCTU MPUBELEHDI
B COOTBETCTBYOLLMX 0OLLeln hapMakonenHom ctatbe, dapMakonenHon cTtatbe, HOPMaTUBHOM OOKYMEHTAUUN Unn
HOPMaTUBHOM [IOKYMEHTE;

TEXHOMOrMYeckni npouecc - BCe onepauuu, CBsi3aHHble C MPOM3BOACTBOM J1€KapCTBEHHOro cpeacTsa unu
hapmaLeBTMHeCKOn CybCTaHLMN, HaYNHaOWMECS C NMPUEMKN MCXOOHOrO Cbipbs, NPOAoIKatoLmecs obpaboTkomn n
YrNakoBKOMW U 3aBepLuaoLLMecst Nony4yeHnem rotoBon NpoayKLnmu;

ynakoBKa - Bce onepauuu, BKoYas dacoBKy M MapKupoBKY, KOTOpble HEOBXoaumO MpownTuM HepacdacoBaHHON
NpoAyKUMW, ANS NONyYEeHUs1 rOTOBOW NPOAyKUMWU. HanonHeHne CTepunbHOM NpoayKumn, Kak NpaBumo, He criegyeT
paccmaTpuBaTtb Kak 4acTb Mpouecca YnakoBKW, MOCKOMbKY B MEPBUYHbIE YNAKOBKW MPOAYKUUSA O03MpYyeTcs, HO
OKOHYaTerbHO He ynaKkoBblBaAeTCS;

YyNaKoBOYHbIA MaTepuan - mwobon MaTepuarn, MWCMonb3yeMbli MpU  YNaKOBKE eKapCTBEHHOIO CPeacTBa,
dhapmMaLeBTMYECKON CyOCTaHUMM UM NPOMEXYTOYHOW MNPOAYKUUKW, Kpome mobOon TpaHCMOPTHOW Tapbl Ans
XpaHeHUs, TPaHCMOPTUPOBKU WNU OTIPY3KU. YNaKOBOYHblE MaTepuanbl noapasfensdlTca Ha MNepBUYHbIE U
BTOPUYHbIE B 3@aBUCUMOCTW OT HanMunga nNpsiMOro KOHTakTa ¢ nekapCTBEHHbIM CPeCTBOM;

YNONTHOMOYEHHOE NUUO - paboTHMK NPOM3BOAMTENS  fIEKAPCTBEHHbLIX CPeacTB, MMEWLWMA  BbICLLEe
apmaueBTMYeCcKoe, XMMuMyeckoe mnu Buonorudeckoe obpasoBaHve NGO Npu NPOU3BOACTBE JEKapCTBEHHbIX
cpeacTB Ans BETEpMHApPHOro NpUMeHeHus BeTepuHapHoe obpasoBaHue, cTax paboTbl He MeHee YeM NATb feT B
obrnactm npouM3BOACTBA W KOHTPONSA KayecTBa feKapCTBEHHbIX CpeacTB W aTTeCTOBaHHbIM B MOpPSAke,
YCTaHOBMEHHOM YMOMHOMOYEHHbIM dheaepanbHbIM OpraHoOM UCMONHUTENBHON BNacTn <*>;

<*> YacTtb 7 ctatbu 45 depgepanbHoro 3akoHa ot 12 anpenst 2010 r. N 61-®3 "O6 ob6palyeHnn nekapCTBEHHbIX
cpencTB" (CobpaHue 3akoHopatensctBa Poccunckon Pegepaumu, 2010, N 16, cT. 1815).

yMcTas 30Ha - 30HA, MOCTPOEHHast M 3JKcnnyaTMpyemasl TakuM o0Opas3oMm, YTO B HEW CBedeHbl K MWHUMYMY
NPOHWNKaHWe, obpa3oBaHMe U HAKOMMEHNE KOHTAMUHAHTOB B BUAE YacTUL, U1 MUKPOOPraHn3moB. Knacchbl YMCTbIX 30H
onpeaeneHsl B MNMpunoxernnn N 1 k HacTosAwmm MNpasunam;

yncTas U3oNMpoBaHHas 30Ha - 30HA, NOCTPOEHHas U 3KCMnyaTupyemasi Takum obpasom, YTO OHa OOHOBPEMEHHO
SABMSETCA YACTON U U3ONMPOBAHHOM 30HOW;

3K30TUYECKMIA OpPraHn3m - BMONOrM4YEecKUin areHT, Bbi3biBaKOLW M 3aboneBaHne, OTCYTCTBYIOLLEE B AAHHOW CTpaHe
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unu reorpadguyeckon 3oHe, NGO ABNALLMIACA OOBEKTOM MNPOPUNAKTUYECKUX MEp WNM nporpaMmbl MO ero
YCTPaHEHMWIO B JA@HHOW CTpaHe unuv reorpaduyeckon 3oHe.

Ill. OCHOBHbLIE TPEBEOBAHWA K OPTAHN3ALINA NMPON3BOACTBA
N KOHTPONA KAYECTBA JIEKAPCTBEHHbLIX CPEACTB (HACTb | <*>)

<*> B3pecb u panee no Tekcty [lpaBun B cKkobkax NpMBOAWUTCS HyMepauusi CTPYKTYPHbIX €OUHWL, TeKCTa,
cooTBeTcTBYytoLLas npasunam GMP EC.

SAPMALEBTUYECKAA CUCTEMA KAYECTBA (I'MABA 1)
MpuHUKMN

5. NpownsBognTensb OOMKEH NPOU3BOANTbL fNeKapCTBEHHbIE CPEACTBa Tak, YTOObI rapaHTUpoBaTh X COOTBETCTBUE
CBOEMY HasHayeHuio, TpeboBaHMAM pPErMcTpauMoHHOro AOCbE MIM MPOTOKOMY KIMHWYECKOro MCCneaoBaHus U
UCKMIOYNTb PUCK, CBSA3AHHbIA C HeydoBreTBOPUTENbHbIMU 6Ee30MacHOCTbIO, KayecTBOM, 3EEKTUBHOCTLIO.
OTBETCTBEHHOCTL 3a BbINOMHEHNE 3TUX TPEOOBaHUIN HECET PyKOBOACTBO Npom3soauTens. Vix BeinonHeHne Tpebyet
Haanexallero UCnosIHeHMs CBoMx 06513aHHOCTEN NepCOoHANoOM pasfnnyHbIX NoApa3aeneHnin NPon3BoaNTENS Ha BCEX
YPOBHAX, @ Takke MOCTaBLMKaMW WM OpraHu3auusiMy ONTOBOW TOProBMnv NeKapCTBEHHbIMM cpeacTBamu. [Ong
OOCTWXEHUs1 3TUX Lenen npousBoauTenb OOMKeH paspabotatb M obecneunTb npaBurbHoe (OYHKLMOHUPOBAHUE
dapmMaLeBTUYECKON CUCTEMbI KayecTBa, KOTOpas BKMOYaeT BbIMONMHeHue TpeboBaHui Hactoswmx [Npasun u
OCYLLEeCTBMEHNE YNpaBfeHns puckamun Ans kKadectsa. [lpousBoguTenb [OMKEH OOKYMEHTanbHO OgOpMUTL
hapmaLeBTUYECKYI0 CUCTEMY KadecTBa M KOHTponuvpoBaTb ee 3peKkTMBHOCTb. Ons yHKLMOHMPOBaHUSA BCEX
3NeMeHTOB  apMaueBTMYECKONW CUCTEMbl KavecTBa MNpOM3BOAMTENb  JOMKeH obecneyntb  Hanuuue
KBannuunpoBaHHOro nepcoHana, Haanexallimx nomeLleHnin, obopynoBaHusa n TexHnyeckmux cpeacts. OCHOBHbIE
NPUHLUMMbI YNPaBeHWs Ka4eCcTBOM OpraHv3auny Npon3BoACTBa U KOHTPOMS KavyecTBa U ynpaBrneHus puckamm ang
KayecTBa sIBNSOTCA B3anMOCBA3aHHbIMU.

d)apmau,eBTquCKaﬂ CucTemMa KayecrtBa

6. (1.1) YnpaBneHve kayeCTBOM Kak BCeOObeMMioLlee MOHATME, OXBaTblBaloLlee BCE BOMPOCHI, KOTOpblE MO
OTOENBbHOCTU UNK B LIESTIOM BIUSAIOT Ha KAa4eCTBO NPOAYKLUUN, NPpeAcTaBnsieT Cob0on COBOKYNHOCTb OPraHM3aLMOHHbIX
Mep, HanpaBneHHbIX Ha obecrneyeHne COOTBETCTBUS KayeCcTBa NEKapCTBEHHbIX CPEACTB NX NpegHasHavYeHuio.

7. (1.2) Hactoswme [MpaBuna NpUMMEHSAIOTCS KO BCEM CTaAMsIM KM3HEHHOro LMKNa NeKapCTBEHHbIX CPeacCTB:
NMPOU3BOACTBO JIEKapCTBEHHbIX MNpenapatoB Ans  KIWHWYECKMX UCCMEeAOBaHUW, MNEepeHoC TEXHONOoruu,
NPOMBbILLIIEHHOE MPOM3BOACTBO, NPEKpPaLLeHNne NPOM3BOACTBA JIEKapCTBEHHbIX cpeacTs. MpousBoautens Bnpase
pacnpocTpaHuTb hapMaLeBTUYECKYI0 CUCTEMY KayecTBa Ha TaKyl CTagui XXM3HEHHOTO LMKNa FeKkapCTBEHHbIX
cpencTB Kak hapMaLeBTMYeckast pa3paboTka, 4YTO CMOocOOCTBYET MHHOBALMAM M MOCTOAHHOMY YIYYLLEHWIO, @ TaKkke
YNPOYHEHUIO CBA3N MeXAay hapMaueBTU4ECcKon pa3paboTKo U MPON3BOACTBOM.

8. (1.3) Mpu pa3paboTke HOBOW (hapMaLEBTUYECKOW CUCTEMbI Ka4YecTBa WM NPU U3MEHEHWUM CYLLECTBYHOLLEN
CUCTEMbI HEOOXOAMMO Y4UTbIBaTb OOBLEM M CIOXHOCTb OEATENbHOCTU MNpou3BOAMTENs. HekoTopble acnekThbl
hapmaLeBTUYECKON CUCTEMbl KayeCcTBa MOryT NPUMEHATLCSA K OeATEeNbHOCTU MPON3BOANTENS B LENOM, a UHbIe -
TONbKO K ONpedeneHHbIM MNPOU3BOACTBEHHbIM  nnowagkam. [lpu  aToM  3PdEKTUBHOCTL  BHEOpeHusd
hapmaLieBTUHECKON CUCTEMbI KayecTBa 0BblYHO JOKa3biBAeTCS Ha YPOBHE NPOM3BOACTBEHHOM NNOLWAOKN.

9. (1.4) ®apmaueBTMYECKast cucTeMa kadecTBa, NpeaHasHavyeHHasa Ans NPpOoM3BOACTBA NIEKAPCTBEHHbIX CPEeACTB,
OOMKHa rapaHTMpoBaThb, YTO:

a) (i) BbINYCK NeKkapCTBEHHOrO cpeAcTBa C COOTBETCTBYHOLUMMY NOKa3aTensMu kayecTBa 4OCTMraeTcs nocpeacTBoM
pa3paboTku, NaHNPOBaHUSA, BHEAPEHUS, NOAOEPKAHUS U HENPEPBLIBHOIO YCOBEPLLUEHCTBOBAHUS CUCTEMBbI;

6) (ii) 3HaHMA 0 NekapcTBEHHOM CpeACTBE M NPOLLECCE Er0 NPON3BOACTBA NPUMEHSIIOTCS Ha NPOTSHKEHUN BCEX CTaanm
XM3HEHHOTO LMKNa;

B) (iii) NnekapcTBeHHbIe cpefcTBa pa3paboTaHbl U ccreoBaHbl ¢ y4eToM TpeboBaHMin HacTosAwWwmx MNpasun;

r) (iv) onepauun no NpoM3BOACTBY M KOHTPOJIO ONpeaeneHbl U COOTBETCTBYHOT TpeboBaHMAM HacToAwmx Mpasunm;
4) (v) OTBETCTBEHHOCTb U 0683aHHOCTM NepcoHana YeTko OnpeaerneHsbl;

e) (vi) npuHATbl Mepbl, obecneuynBatoLLMe NPOM3BOACTBO, MOCTABKY M MCNOMb30BaHUE HaAnexalimx MCXOAHOro
CbIPbS U YNAKOBOYHbLIX MaTepuarnos, a Takke NPUHATLI Mepbl MO BbIGOPY 1 KOHTPOMO NOCTaBLLMKOB U AF1S TPOBEPKU

CtpaHuua 6 n3 179



Mpuka3 MuHnpomTopra Poccumn ot 14.06.2013 N 916

"06 yTBepxaeHum MpaBun opraHn3aumm NpoM3BOACTBa U KOHTPOMS KayecTBa
NEKapCTBEHHbIX cpeacTB”

(3aperucTpupoBaHo B MuHiocTe Poccum 10.09.2013 N 29938)

TOro, YTO Kaxaas MoCTaBKa OCYLLECTBINEHa Yepes yTBEePXOEHHYIO Lenb NOCTaBok;

X) (vii) BHegpeHbl npouecckl, obecnevnBaoLLne ynpaBneHne OeaTensHOCTb0, NnepesaBaeMont ANs BbINOMHEHMUS
OpYyron opraHnsaumm (ynpasneHne ayTCOPCUHIOM);

3) (viii) ycTtaHoBneHo ¥ noggepXMBaeTCsi MOCTOSIHHOE KOHTPOSIMPYEMOE COCTOsiHME nyTeM paspaboTku wu
NCNoNb30BaHNSA 3(PPEKTUBHONO MOHUTOPUHIA U KOHTPOIbHBLIX CUCTEM B OTHOLLEHMM 3EKTUBHOCTU npoLecca n
KayecTBa nekapcTBEHHOro CpeacTBa;

1) (ix) pesynbTaTbl MOHUTOPUWHIA NIEKapCTBEHHOTO CpeacTBa 1 NPOLLECCOB MPUHMMAIOTCA BO BHUMaHMWE MpU BbIMyCKe
cepun, Npu paccnegoBaHny OTKNOHEHWI U ANS NPUHATUA Npeaynpexaarwmnx Mep Bo nsbexaHne noteHunanbHbIX
OTKNOHEHWUI;

K) (X) NpoBOAMTCA HEOBXOAMMBIN KOHTPOIb MPOMEXYTOYHOW MPOOYKUMM, KOHTPOMb B Mpouecce npounsBoacTBa M
ocyLlecTBMseTCcs Bannaaums;

n) (xi) ocywecTBNAETCA NOCTOSAHHOE YNyylleHne NocpeacTBOM BHEAPEHUS YCOBEPLLUEHCTBOBAHMIN, OCHOBaHHbLIX Ha
akTyanbHbIX 3HAHWSAX Npouecca u NPoayKuuu;

M) (Xii) NpMHUMalOTCS Mepbl OJ1S NEePCNeKTUBHOW OLEHKU 3aniiaHMpPOBaHHbIX M3MEHEHUN N X YTBEPXAEHWUS OO0
BHEZPEHMUS C y4eTOM YBEAOMIIEHUSA U COrnacoBaHus C YNONHOMOYEHHbIM doefeparbHblM OpraHoOM UCMOSNTHUTENBHOM
BMacTu, ecnu aTto TpebyeTcs;

H) (xiii) npoBOAMTCA OLleHKa NPOBEAEHHbBIX M3MEHEHUIN MOCe UX BHEAPEHUS ANsi NOATBEPXKAEHUS TOro, YTO Lefnb
N3MeHeHWI Gbina AOCTUIHYTa 1 YTO 3TO HE OTPa3NIIOCh HEFraTUBHO Ha KayecTBe NpoayKLuu;

0) (xiv) BO Bpemsi paccrnefoBaHWs OTKIIOHEHWUI, B TOM YMCNE NPEANONIOXKEHUIA O Hanuunm gedekta npoayKumm un
Apyrux npobnem, NpyMeHAeTCss COOTBETCTBYIOLMIA YPOBEHb aHanu3a OCHOBHbIX MPUYMH JAHHbLIX HECOOTBETCTBUN.
Mpu4mHbI MOryT BbITb ONpeaeneHsbl C UCMOMNb30BaHMEM MPUHLIMNOB yNpaBrneHusa puckamu Ansa kadectsa. B cnydae
€CMnM UCTUHHAasA NPWYnHA HEeCOOTBETCTBUS HEe MOXeT ObiTb onpederneHa, AorkHa ObiTb ycTaHoBneHa Havbornee
BeposiTHas npuymHa. B criyyae ecnu B kayecTBe NpUYMHbI MOAO3PEBAETCA MW YCTaHOBMEHA YernoBeyeckas oLmnbka,
HanMymne Takom NPUYMHbI AOIMKHO BblTb AOKa3aHO, YTOOLI rapaHTMpoBaTh OTCYTCTBUE CYLLECTBYHOLLNX NPOLECCHBIX,
npouenypHbIX WM CUCTEMHBLIX OWMBOK wunu npobrnem. Mo pesynbTatam paccrnefoBaHMs onpegenslTcs U
npeanpvHUMaloTCsl COOTBETCTBYIOLLME KOpPEKTUpyoLwme 1 (unu) npegynpexgarowme aencteus. OdekTMBHOCTb
Takux OeWCTBUMW [OMKHa MpOBEPATLCA W OLEeHMBATbCA MNPOW3BOAMTENEM B COOTBETCTBUM C MPUHLMNAMMU
yrpaBneHnsa puckaMmn ang KkayecTsa;

n) (Xv) BBOA NeKapCTBEHHbIX CPEACTB B rpaXkAaHCKMi 060poT A0 BblgavM YNoNHOMOYEHHBIM NTMLIOM pa3peLleHmns Ha
BbINYCK He JonyckaeTcs. YNOMHOMOYEHHOe NULO yAOCTOBEPSET, YTO Kaxgas cepusi NekapCTBEHHOro cpeacTtsa
Oblna npousBefeHa W MNPOKOHTPONMPOBaHa B COOTBETCTBUM C TPebOOBaHUSIMU PErMCTPALMOHHOIO OoCke U
HacToswwmx Npasun;

p) (xvi) NnpeanpuHATbEIE Mepbl 06ecnevmBaloT Ka4eCcTBO NEKapCTBEHHbIX CPEACTB B TEYEHUe BCEro cpoka rogHocTm
Npy UX XpaHeHun 1 nocrnegyoLiem odbpatLeHnm;

c) (xvii) nmeeTca npouenypa NpoBeAeHMs CaMOMHCIEKLMM 1M (MNK) ayauTa KavyecTBa, B COOTBETCTBUM C KOTOPOW
perynsapHo oueHuBalTCs 3PPEKTUBHOCTb U MPUrOAHOCTb hapMaLeBTUYECKOM CUCTEMbI KayecTBa.

10. (1.5) PykoBoACTBO HeceT OTBETCTBEHHOCTb 3a Hanuune apdekTnBHON apmaLleBTUYECKON CUCTEMBI KayecTBa,
HeobOXO4MMbIX PEecypcoB, a Takke 3a TO, YTO OOSI3aHHOCTW, OTBETCTBEHHOCTb W MOSIHOMOYMS OMNPEAEneHsl,
OoBefeHbl OO0 CBedeHMs Kaxaoro paboTHMKa M BLIMOMHAKTCA BO BCEX MoAapas3geneHusx MpousBoauTens.
PykoBOACTBO akTMBHO YydacTByeT B apmaueBTUYECKOW CUCTEME KayecTBa, YTO rapaHTupyeT MOAdEpXKY U
3aMHTEPEeCOBaHHOCTbL MepcoHana Ha BCeX YPOBHAX W BO BCex nogpasfgeneHusx npoussBoguTens B
bYHKUMOHMPOBaHUN hapMaLleBTUYECKON CUCTEMbI Ka4eCcTBa.

11. (1.6) Heobxogmmo npoBoauTb nepuoamyeckme o0630pbl OYHKLMOHUPOBAHUA (hapMaLeBTUYECKON CUCTEMbI
KayecTBa C BOBMeYeHMEM B 3TOT NPOLIECC PYKOBOACTBA ANS MOCTOAHHOMO ynydlleHWs NpoAyKLMu, NpoLeccoB U
camMou CUCTEMBI.

12. (1.7) dapmaueBTNYEeCKaa cUCTeMa KayecTBa [OSbkHA ObITb JOKyMeHTanbHO odpopmrieHa. [NpousBoguTens
OOMKeH yTBepAWTb PYKOBOACTBO MO Ka4yeCTBY UMW aHanorMyHbI OOKYMEHT, COAepKalluMn onvcaHue CUCTEMbI
ynpaBfeHnst Ka4ecTBOM, BKIHOYas OTBETCTBEHHOCTb PYKOBOACTBA.

OpraHmsau,vm npon3BoACcTBa N KOHTPOJIA KavyecTBa
NeKapCTBEHHbIX CpeacTB

13. (1.8) OpraHusaums NpoM3BOACTBA U KOHTPOMS Ka4eCTBa NeKapCTBEHHbIX CPEACTB ABMSAETCA YacTbio ynpaBrneHus
KayecTBOM, KOTOpasi rapaHTMpPYeT, YTO NPOAYKLMS MOCTOSIHHO MPOWM3BOAMTCS U KOHTPONMPYETCs MO CcTaHgapTam
KayecTBa, COOTBETCTBYIOLLMM €€ NpeAHas3Ha4YeHnIo, a TaKkke B COOTBETCTBUM C TpeboBaHMAMM perMcTpaumoHHOro
JoCbe, MPOTOKOMA KITMHUYECKMX UCCIEeAOBaHUA 1 cneundmrKaLnum Ha 3Ty NpoayKLuto.
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14. OcHoBHble TpeboBaHua HacTosawwmx Mpasun:

a) (i) Bce nNpPoOM3BOACTBEHHbIE MNPOLECChbl [OOIMKHbI ObiTb pernaMeHTUPOBaHbl, AOMKHbI CUCTEMATUYECKU
nepecMaTpmBaTbCA C Y4Y4E€TOM HAKOMMEHHOrO OMbiTa, a Tawkke [OIPkHa MOATBEPXKAATbCA MX CMOCOBGHOCTb
obecneuynBaTb MOCTOSIHHOE MPOWM3BOACTBO NEKAPCTBEHHbIX CpeAcTB Tpebyemoro kayectBa B COOTBETCTBMM CO
cneundukaumamu;

6) (ii) KpuTUYECKNE cTagMn NPON3BOLCTBEHHOIO NPOLIECCa U CYLLIECTBEHHbIE M3MEHEHUS MpoLecca OOIMKHbI MPONTH
Banuaaumio;

B) (iii) AomMKHbI ObITb 0GecnedeHbl HEOOXOAMMbIE YCMOBUS ONS BbIMNONMHEHUS TpeboBaHMi HacToswwmx [Npasun,
BKIOYas Hanuyve:

Hagnexalmm obpa3omM oby4yeHHOro nepcoHana, UMerLLLEero Heo6xoanMyto KBanurKaLmio;

COOTBETCTBYIOLLMX NOMELLEHNI U NNOLaaen;

COOTBETCTBYHOLLUMX 0OOPYAOBaHMSA U OBCNYXMUBAHWS;

COOTBETCTBYHLLMX UCXOAHOIO Chipbsl K YNAaKOBOYHbIX MaTepuaros;

YTBEPXKAEHHbBIX NPOLIEAYP U UHCTPYKLUIA B COOTBETCTBUN C (hapMaLleBTUYECKON CUCTEMOW KavyecTBa;
COOTBETCTBYHLLUMNX YCITOBUIA XpPaHEHUS 1 TPAHCMOPTUPOBKMY;

r) (iv) MHCTPYKUMM 1 NpoLenypbl OIMKHbI OblITb KOHKPETHBIMU, U3NOXEHbI B MMCbMEHHOW (hOpMe SICHO M OAHO3HAYHO;
4) (v) nepcoHan gormkeH 6bITb 00yYeH Hagnexalemy BbINOSIHEHWUIO NPOLeayp;

e) (vi) B mpouecce Npov3BOACTBA AOJMKHbI COCTaBNATLCS 3anucu (PyKONMUCHBbIM cnocobomM u (Mnn) ¢ NpUMeHeHneM
TEXHUYECKNX CpeacTB), OOKYMEHTanbHO noAaTBepxaawwme daktudeckoe npoBedeHMe 3TanoB, Tpebyembix
YCTaHOBIMEHHbIMWU METOAMKAMM U MHCTPYKLMSIMU, @ TAaKKe TO, YTO KOSIMYECTBO M KA4ECTBO NPOAYKLUM COOTBETCTBYIOT
YCTaHOBMEHHbIM HOPMaM;

X) (vii) OTKNOHEHUsA AOMKHbI BbITb OPOPMIEHbl AOKYMEHTanNbHO 1 paccnefoBaHbl C LEenblo onpeaeneHns npuymHbl
OTKIMOHEHWS N OCYLLECTBMNEHNS COOTBETCTBYIOLLNX KOPPEKTUPYIOLLMX U NpeaynpexaaoLLnx 4eNCTBUN;

3) (viii) gocbe Ha cepwuito, BKMOYas OOKYMEHTAUMIO MO peanv3auuu, OOIMKHO MO3BONATb OTCNEXUBATb MOJHYHO
NCTOPMIO MPOU3BOACTBA CEPUN, COCTABNATLCH B MOHATHOW (DOPME U XPaHUTLCHA B OCTYNHOMN hopme;

n) (ix) Npu peanuaaumm NeKapCTBEHHbIX CPEACTB HEOOXOAMMO CBECTU K MUHMMYMY BCE PUCKM AN UX Ka4ecTBa U
YYUTbIBaTb NpaBusia ONTOBOW TOProBfM NIEKAapCTBEHHbIMW CPeACTBaAMU ANS MEOULIMHCKOTO NPUMEHEHNST <*>;

<*> [Mpuka3z MuHUCTEpPCTBa 30paBOOXpPaHEHUS N coumanbHOro passutust Poccuinckon degepaumm ot 28 nekabps
2010 r. N 1222H "O6 yTtBepxaeHumn NMpaBun onToBOW TOProBM NEKapCTBEHHbIMIU cpeacTBamMu ANt MeauLMHCKOro
npumMmeHeHus" (3apeructpupoBadH B MwuHuctepctBe toctuumm Poccuinckon ®depepaumm 4 despans 2011 r.,
pernctpaunoHHbin N 19698).

K) (X) BormkHa 6bITb OpraHu3oBaHa cucTtema oT3biBa MboN cepum NekapcTBEHHbIX CPeacTB U3 obpalleHus;

n) (xi) AOMKHbI paccmMaTpuMBaTbCHA MPETEH3MN B OTHOLLEHUWM KayecTBa peann3oBaHHbIX NEKapCTBEHHbIX CPEACTB,
paccnegoBaTbCs NPUYMHBI e(PEeKTOB U MPUHMMATLCA COOTBETCTBYIOLLME MEPbl Kak B OTHOLLEHMM NEKapCTBEHHbIX
CpPeAcTB HeHaanexallero kayecTsa, Tak v AN NpeaoTBpaLleHnst NogobHbIX Cryyaes.

KOHTpOJ'Ib KavyecTtBa

15. (1.9) KoHTponb kayecTBa BkNtoyaeT B ceba otbop npob, npoBeAeHME UCNbITAHUIA, MPOBEPKN HA COOTBETCTBME
TpeboBaHuAM cneundukaumin, a Takke npoueaypbl opraHM3auny, JOKYMEHTMPOBAHNS U Bbl4ayn paspeLueHnst Ha
BbiNyck. Llenb KOHTpons kavyecTBa 3aknioyaeTcsl B HeJOMyLWEeHUW K UCMONb30BaHUI0 UNn peanv3aumum matepuanos
U NPoAYKUMM, He yAOBNETBOPSIOLNX YCTAHOBNEHHbIM TpeboBaHNSM.

16. OcHoBHble TpeboBaHMA K KOHTPOIIO KavecTsa:

a) (i) Hanuyme COOTBETCTBYIOLLMX NOMELLEHMI 1 0BopyaoBaHUs, 06y4eHHOro nepcoHana n yTBepXaeHHbIX MeTOAMK
ans otbopa nNpob, KOHTPOMS U WUCMbITAHUN WCXOOHOTO CbIPpbS M YNAKOBOYHbLIX MaTepuanoB, NMPOMEXYTOYHOWN,
HepaccacoBaHHOM UK TOTOBOW MpPOAYKUMW, a Takke npu HeobxogMMOCTU Ansi MOHUTOPMHIa  YCrOBWUWA
NpOV3BOACTBEHHOW Cpedbl B Lensax BbINOMHEeHUa HacToswux Npasun;

6) (i) npoBegeHue oTO6Opa nNPoO MCXOQHOTO ChipbSl W YMAKOBOYHbIX MaTepuarioB, MPOMEXYTOYHOMN,
HepaccacoBaHHOMW W TOTOBOW MPOAYKUMM aTTecTOBaHHbIM MepcoHarioM B COOTBETCTBMM C MeToAuKamu,
YTBEPXAEHHBIMU NoApa3aeneHneM KOHTPONS KaduecTBa;

B) (iii) MeTOOUKM UCNbITaHWIA JOIMKHBI ObITb BAaNUMANPOBaHbI;

r) (iv) coctaBneHme 3anucen (PyKONUCHbIM CNOCOBOM 1 (M) C MOMOLLIbIO TEXHUYECKNX CPEACTB), JOKYMEHTAaNbHO
NOATBEPKAAKLLMX, YTO BCe HeODOXoauMMble MeponpusaTust no oTbopy nNpod, KOHTPOMK U MEeTOAMKaM UCMbITaHWUA
OenCcTBUTENbHO NpoBeeHbl. Bce OTKMoHeHnsa ohopMnsOTCS AOKYMEHTalbHO U paccrenyoTes;
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a) (v) rotoBas npoaykuus OorkHa copepxaTtb apmaueBTuyeckne cybcTtaHuun, COOTBETCTBYIOLLME
perncTpaumoHHOMY A0Cbe MO Ka4eCTBEHHOMY M KONUYECTBEHHOMY COCTaBy, a Takke MMeTb Tpebyemyt YMCTOoTY,
Haanexallyto ynakoBKy Y NpaBUIIbHYI0 MapKUPOBKY;

e) (vi) 3anvcu, odopmIieHHblE MO pe3ynbTaTaM KOHTPONSA U WCMbITAHUM MCXOZHOMO ChipbSl M YNAKOBOYHbIX
mMaTtepuanoB, MNPOMEXYTOYHOW, HepacacoBaHHOW M TOTOBOW MpOAYKUWMW, OOIDKHbI ObITb COMOCTaBMEHbI C
TpeboBaHuaMu cneuundmkaumn. OueHKa npoayKumMM [OOfKHa BKYaTb 00630p M OLEHKY COOTBETCTBYHOLLEN
NPOU3BOACTBEHHOW AOKYMEHTaLMN N OLEHKY OTKIIOHEHWIA OT YCTAaHOBIEHHbIX NPOLeayp;

X) (vii) HM ogHa cepusa NPOAYKLMN HE MOXET OblTb BBEAEHA B rpaXaaHCKuii 060poT 0 TOro, Kak yNnoSIHOMOYEHHOoE
NNLO He yOOCTOBEPUT €€ COOTBETCTBME YCTaHOBMEHHbIM TpeboBaHuam cornacHo MNpunoxeHuto N 16 Kk HacToALMM
MpaBnnam;

3) (viii) coxpaHeHMe [OCTaTOYHOrO KONMMYECTBA KOHTPOSIbHbIX 0OpasLoB WUCXOOHOrO ChIpbsl, YMAKOBOYHbIX
MaTepunanoB 1 roTOBOW MPOAYKLMK, KOTOPOE MO3BOMMUT NPy HEOHBXOAMMOCTUN NPOBOANTL UCMbITaHUA B Byayuiem B
cootBeTcTBuM ¢ [NpunoxeHnem N 18 k HacToAwwmm Mpasunam. O6pasLbl rOTOBOM NPOAYKLUN OOIDKHBI XPaHUTLCS B
OKOHYaTenbHOWM ynakoBKe, 3a NCKMYeHmem obpasyoB 6onblunx oobema, Macchl Unu rabaputos.

O630p KayecTBa NPoAyKUNN

17. (1.10) MNMpownsBoauTenb OMKEH perynsapHO NPOBOAMTbL 0030pbl KayecTBa BCEX NPOU3BEAEHHbIX NTEeKapCTBEHHbIX
npenapaToB, B TOM YMUCMe JlEeKapCTBEHHbIX MpenapaToB, W3roTOBMSAEMbIX TOSMbKO Ha 3KCMOPT, C Lenblo
NOATBEMKAEHNST MOCTOSHCTBA MMEIOLLErocs npouecca, COOTBETCTBMA AEWCTBYIOWUM creundurkaumsam Kak Ha
NCXOOHOE Cbipbe, TaKk U Ha FOTOBYK MPOAYKUMIO, OMS BbISBMEHUS TEHOEHUMUM W YCTaHOBMEHUS BO3MOXHOCTU
ynyyLleHus NpoaykuMmn n npouecca. Takne 0630pbl AOMKHbI ObITb OPOPMAEHbI JOKYMEHTANbHO Y MPOBOAUTLCS, Kak
npaBumo, exXerogHo ¢ y4eTom npeapiayLimx 0630pos.

18. O630pbl kayYecTBa AOMKHbI BKIOYATb MO KpanHen Mepe cregyoLlee:

a) (i) 0630p MCXOOHOroO Chipbsl M YNAKOBOYHbLIX MaTepuarnos, UCMOMb3yeMbIX NMPU MPOU3BOACTBE, OCODEHHO TeX,
KOTOpble MOflydeHbl OT HOBbIX MOCTaBLIMKOB, W OTAENbHbIN 0030p NpOoCnexXuBaeMocT Lenu MoCTaBoK
dhapmaLeBTUHECKNX CYOCTaHLNIA;

6) (ii) 0630p KPMTUYECKNX TOYEK KOHTPOIS B NPOLIECCe NPON3BOACTBA M Pe3ynbTaToB KOHTPONA rOTOBOW NPOAYKLMMK;
B) (iii) ob30op BCex cepwii, KOTOpble He COOTBETCTBOBAaNM YCTAHOBMIEHHbIM creuuMdukaunsamM, U pesynbTaToB
COOTBETCTBYIOLUUX paccnenoBaHnii;

r) (iv) o63op BCex CyLeCTBEHHbIX OTKIOHEHWA UM HECOOTBETCTBMIN, 0630p CBSA3aHHbIX C HUMW paccrefoBaHumn,
3(PPEKTUBHOCTM 1 pPe3yrbTaTUBHOCTU NPEANPUHATBIX KOPPEKTUPYIOLMX N Npeaynpexaaowmnx AenCcTBUN;

4) (v) 0630p BCeX N3MEHEHMWIN, BHECEHHbIX B NMPOLIECCHI UNN aHANUTUYECKNE METOOUKMK;

e) (vi) 0630p nogaHHbIX, YTBEPKAEHHBIX UMW OTKITOHEHHbIX U3MEHEHNI B PErMcTpaumMoHHOe ocke, a Takke 0630p
N3MEeHEeHW B AOCbe Ha NekapCTBEHHbIE Npenaparthbl, NpegHasHavYeHHble TOMbKO A118 3KCNopTa;

X) (vii) 0630p pesynbTaToB NPOrpamMmbl MOHUTOPUHIA CTabUNBHOCTU U HEGNAroNPUATHLIX TEHAEHUWN;

3) (viii) 0630p Bcex CBSI3aHHbIX C KAYECTBOM MPOAYKLUM BO3BPATOB, MPETEH3UI M OT3bIBOB, @ TaKKe NPOBEAEHHbIX B
3TO BpeMs paccnenoBaHui;

1) (ix) 063op focTaToOYHOCTM NMOObIX paHee NpoBeAEeHHbIX KOPPEKTUPYIOLLUMX OEWCTBUIA B OTHOLLEHUW NPOU3BOACTBA
nnu obopygoBaHus;

K) (X) 0630p NocTperncTpaumnoHHbIX 06a3aTenbCTB MPU NOMYYEHUN HOBbIX PErMCTPaLMOHHBIX YAOCTOBEPEHUA Unn
BHECEHWW N3MEHEHWNI B PErMCTPaLMOHHOE JOCLE;

n) (xi) cocTosHmne kBanudukaLmm COOTBETCTBYIOLNX 060PYAOBaHNS U TEXHUYECKUX CPEACTB, HanpMMep, CUCTEMbI
HarpeBa, BEHTUMNSALMN N KOHOULMOHNPOBAHUA BO34yXa, CUCTEM CHabXeHuss BoAoW, CxKaTbiIMy ra3amu;

M) (xii) 0630p Ntobbix 4OrOBOPOB, YKa3aHHbIX B NyHKTax 237 - 255 HacTosAwwmx Mpasun, ¢ Lenbio noaTBepXaeHns nx
COOTBETCTBMSA AeNCTBYIOLWMM TpeboBaHMAM.

19. (1.11) B pamkax hapmaLeBTUHECKON CUCTEMbI Ka4eCcTBa NPOM3BOAUTENb U OPUANYECKOE NULO, HA UMSA KOTOPOTo
BblJAHO perncrpauuoHHoe yooCcToBepeHue (eCnv OHU SABMSKOTCS pasHbIMU OpraHusaumsammn), 4OPKHbI OLeHNBaTb
pe3ynbTaTbl 0030pa kKayecTBa MpoAyKUMM W JenaTb BbIBO4 O He0oOXOOMMOCTW KOPPEKTUPYIOLWUX 1
npegynpexaarowmx AencTBuiA unv npoBeaeHns NoBTOPHOWM Banuaaumun. JomkHbl ObiTb pa3paboTaHbl npoueaypsl
ynpaBreHnss U aHanu3a Takux [eWcTBun; 3dEKTUBHOCTb 3TMX Mpoueayp AofkHa ObiTb MpoBepeHa npu
NPoBEeAEHUN CaAMOUHCNEKLUNA.

20. O630pbl ka4yecTBa MOXHO rPyNMMPOBaTh MO BMAaM Npoaykumu (Hanpumep, TBepable nekapcTBeHHble popMbl,
Xvakue nekapcrTBeHHble OPMbl, CTEPUIbHBIE NIEKAPCTBEHHbIE NpenapaThl), eCny 3TO Hay4YHO 0BOCHOBAaHO.

21. Ecnu wopugnyeckoe nuuo, Ha MMsS KOTOPOrO BblAaHO PerMcTpauMoHHOE YAOCTOBEpPEHWe, He SBMSeTcH
npoussoguTeneM, Mexay YyKasdaHHbIM fWUOM W MpOU3BOAUTENEM [JOMKHO ObiTb 3aKMm4yeHOo CcornalleHue,
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onpepenawoLliee cCooTBeTCTByOLne 06s13aHHOCTH CTOPOH B OTHOLUEHMN COCTaBlleHNA 0630pa Ka4yecTBa.
YHpaBneHme puckamMun Oona Ka4ecrtea

22. (1.12) YnpaBneHue puckamu Afis Ka4ecTBa ABMSETCS CUCTEMATM3NPOBAHHBIM NMPOLIECCOM OLEHKU PUCKOB ANS
KadecTBa IeKapCTBEHHOrO CpeAcTBa, WX KOHTPOMs, nepedayn mHGOpMauuu, a Takke 003opa B OTHOLUEHMU
yKa3aHHbIX PUCKOB. OTOT MPOLECC MOXET NPOBOAUTLCS Kak MEPCNEKTUBHO, Tak U PETPOCNEKTUBHO.

23. (1.13) MpurHUMNbI yNpaBnieHus puckamm ans KavecTsa:

a) (i) oueHka pMCKOB AMsl KaYecTBa OCHOBbLIBAETCH HA Hay4HbIX 3HAHUAX, OnbiTe paboTbl B OTHOLLEHMM NpoLecca U
B KOHEYHOM CYEeTe HanpaBfieHa Ha 3aluTy naumneHTa;

0) (ii) ypoBeHb ycunun, copMmanunsaumm n AOKYMEHTanbHOro o)opMIieHUsa npouecca ynpasrneHus puckammn ans
KayecTBa COOTBETCTBYET YPOBHIO pPUCKA.

MEPCOHAIJI (TTIABA 2)
MpuHUKMN

24, OpraHu3aums u QYHKLMOHMPOBaHUE Haanexalwlen cuctemMbl obecrnevyeHus KadecTBa W HaArexallero
NPOu3BOACTBA NIEKAPCTBEHHBIX MpenapaToB 3aBUCAT OT YernoBeyeckoro dgpakropa. o aTon npuymHe NnponsBoauTenbs
ONS pelleHns BCex 3afjay, 3a KOTopble OH OTBeYaeT, MMEET OOCTAaTOYHOE KOMMYECTBO KBaNUULMPOBAHHOMO
nepcoHana. Kaxablh paboTHMK 3HaeT M MOHMMAaeT CBOW AOMMKHOCTHble 06A3aHHOCTM, KOTOpble HeobxoauMmo
OOKyMeHTanbHo odopmuTb. Becb nepcoHan 3HaeT nonoxeHusa Hactosawmx [lpaBun, OTHOCAWMECS K ero
OEeATEeNbHOCTU, a TaKkKe NPOXoAnUT NepBMYHOE U nocrneyoliee HenpepbiBHOE 00yYeHmne, BKMOYasa MHCTPYKTaX Mo
BbIMOSTHEHWIO TUTMEHUYECKUX TPeDOOBaHMI.

Obwume TpeboBaHus

25. (2.1) TllpousBoguTenb [[OMKEH WMETb AOCTAaTOYHOE KOMMYECTBO MepcoHana, MMeRLero Heobxoanmyto
KBanudukaLmio 1 onbiT paboTbl. Kpyr AOMKHOCTHBIX 00513aHHOCTEN KaXaoro paboTHUKA He OMKEH ObiTb CIIULLKOM
OBLIMPHBIM, YTOObI UCKITHOYUTL BO3MOXHOCTb BO3HUKHOBEHUS PUCKOB A1 KA4ecTBa NPOAYKLMN.

26. (2.2) lNpousBoauTenb OOMKEH UMETb YETKYD OpraHu3auuoHHYI CTPYKTYpY. [OMKHOCTHble 00s3aHHOCTU
paboTHMKOB, 3aHMMaIOLLMX OTBETCTBEHHbIE LOMMKHOCTU, OOIMKHbI OblTb U3MNOXEHbI B JOIMKHOCTHBIX MHCTPYKUMSIX.
Yka3aHHble paboTHUKM A0MKHbI 0611agaTe NOSTHOMOYNSAMN, HEOOXOAMMBIMU ANs BbIMOMTHEHUSA BO3MOXEHHbIX HA HUX
dyHKUUA. MIX AOMKHOCTHBIE 06513aHHOCTU MOTYT 6bITh NepefaHbl APYrMM HasHadYeHHbIM 3aMeLLaoLnm paboTHMKaM,
obnagaroLmm 4OCTaTOuHbIM YpoBHEM KBanudmrkauun. MNpu onpeaeneHny AOMKHOCTHBIX 06S3aHHOCTEN NepcoHana
npov3BoauTENb HE OOSMKEeH AonyckaTb criyyaeB HeobOCHOBaHHOro AybnupoBaHus o6s3aHHOCTENW U (PyHKUMIA
paboOTHMKOB, a TakkKe Ccry4aeB, Korda Kakve-nnbo oOsi3aHHOCTU, CBHA3aHHbIE C BbINOMHEHWEM TpeboBaHWi
HacToswmx [NpaBun, okasbiBalOTCA HE 3aKPENNEeHHbIMW HY 32 OOHMM U3 PabOTHUKOB.

OTBETCTBEHHbIV NepcoHarn

27. (2.3) K oTBETCTBEHHOMY NepcoHany OTHOCATCS pyKoBoAMTENb NPOM3BOACTBA U PyKOBOAUTENb NoApasaeneHus
KOHTPpOMS KayecTBa, a Takke YNofHOMOoYeHHoe(ble) nuuo(a), ecriv NOIHOMOYNS YNONMHOMOYEHHOrO(bIX) nmua (nmu)
He BO3MOXEHbl Ha pyKOBOOUTENS MPOM3BOACTBA WM (MNM) PYKOBOAMTENS noapasfeneHuns KOHTPONs KadecTBa.
OTBeTCTBEHHbIN MepcoHan [ormkeH paboTatb, Kak MpaBuo, Ha YCNOBUAX MOMHOro paboyero BpemMeHwu.
PykoBoanTenu nporn3BoacTBa 1 NOApa3aeneHmns KOHTPOMs KayecTBa LOMKHbI ObiTb HE3aBUCKMMbI APYT OT Apyra. Ans
npovsBoguTenen, ABNSOLNXCS KPYNHBIMW OpraHM3aumnsamMm, YacTb 00s3aHHOCTEN, MPeayCMOTPEHHbIX nyHkTamu 30
- 32 HacToswwmx MNpasun, gonyckaeTcs nepegaBatb ApyruM paboTHUKaM.

28. (2.4) O6s3aHHOCTM YNONTHOMOYEHHOTO NnLa:

a) (a) ynonHoOMoYeHHoe NULo AOMKHO NOATBEPAMUTb, YTO KaXaas cepusi NekapCTBEHHbIX CPeACTB, Npou3BeaeHHas
B Poccunckon depepauun, npoussedeHa M UCMNbiTaHa B COOTBETCTBUM C OAEWCTBYHOLIUM 3aKOHOAATENbCTBOM
Poccuiickonn degepauum n TpeboBaHNAMU PEMMCTPALMOHHOIO OOCLE;

6) (b) B OTHOWEHMM nEKapCTBEHHbIX CPeacTB, BbIMYWEHHbIX 3a npegenamu Poccuiickon ®enepauun,
YMOMTHOMOYEHHOE NLIO JOJMPKHO NOATBEPAMUTD, YTO KaXaasa MMNopTMpyeMasi cepysi NpoayKLumM npoLusia NpoBEPKY B
nopsigke, yctaHosrneHHoM B Poccuiickon ®eagepauny;

B) (C) yNONMHOMOYEHHOE NNLIO AOMMKHO LOKYMEHTAmNbHO NoATBEPANTb, YTO NPOLECC NPON3BOACTBA OCYLLECTBIIEH B
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COOTBETCTBMU C HacTosAwmnmn lNpaBunamu, a Takke yAOoCTOBEPUTL NEPea BblAayen KaXKaoro paspeLleHmns Ha BbiMyck,
YTO Kaxkaasa cepust NpoayKuum NnponsseaeHa u (Mnu) ucneitTaHa B COOTBETCTBUM C TpeboBaHNAMM PErmcTpaLMoHHOro
aocbe.

29. Keanudwmkaumss ynonHOMOYEHHOrO fuua [OSbkHa COOTBETCTBOBaTb TpeboBaHMSAM, YCTaHOBMEHHBIM
3akoHogartenbcTBoM Poccunckon ®egepauun. YNonHOMOYEHHOE NMLO OOMKHO COCTOSATh B LWITATe NPOU3BOAUTENS.
Ero 0653aHHOCTM MOTyT ObITb NepeaaHbl TONbLKO APYromMy ynomHOMOYeHHOMY(bIM) nuuy(am).

30. (2.5) OcHoBHbIE 0653aHHOCTM PYKOBOAUTENS NMPOU3BOACTBA:

a) (i) obecneunBaTb NPON3BOACTBO U XPaHEHWNE MPOOYKLNM B COOTBETCTBUM C YTBEPXKAEHHOW AOKYMEeHTaumMen ans
OOCTWKEHNSs HEOBXOAMMOro KayecTBa;

0) (ii) yTBepxaaTb WHCTPYKUUK, KacawolimMecs MpOM3BOACTBEHHbLIX onepauun, n obecneumBatb MX TOYHOE
BbIMOJIHEHNE;

B) (iii) obecneymBaTtb oUEHKY U NoanucaHne NPOV3BOACTBEHHLIX 3anvcen YNONHOMOYEHHbIM Ha 3TO NepcoHarom
nepen ux nepegadyen B nogpasgeneHne KOHTpons KavecTsa;

r) (iv) KoHTponupoBaTb paboTy MNOAYMHEHHOrO CTPYKTYPHOro noapasfenieHnsi, COoAepXaHue MNOMEeLLEHUN,
aKcnnyaTaumio n TexHmdeckoe obcnyxunsaHne obopyaoBaHus;

4) (v) obecneydnBaTb NpoBeAEHNE COOTBETCTBYIOLLEN Banuaaunm;

e) (vi) obecneuvBaTb npoBefeHUE HEOOXOAMMOro MNEPBUYHOIO W MOCMEAYHOLWEro HEenpepbiBHOrO 00yyYeHus
nepcoHana Nog4YMHEHHOro CTPYKTYPHOrO NoapasaeneHus.

31. (2.6) OcHoBHble 06593aHHOCTM PYKOBOAUTENSA NOAPa3aeneHnsa KOHTPOISA kKavyecTsa:

a) (i) opobpsaTb MMM OTKMOHATb WUCXOOHOE Cbipbe, YMaKOBOYHbIE MaTepuarnbl, a Takke MPOMEXYTOUHYIO,
HepacdacoBaHHYI0 1 FOTOBYIO MPOAYKLNIO;

0) (ii) oueHmBaTb JOCbE Ha Cepuio;

B) (iii) obecneunBaTb NpoBegeHne BCeX HEOBXOANMbIX UCMbITaHNI;

r) (iv) yrBepxgaTb cneumdukauumn, MHCTPyKUMM no otbopy npob, meToabl MChbITaHUM 1 Apyrue npoueaypbl no
KOHTPOIIO Ka4ecTBa;

4) (v) yTBepXgeHme M MOHUTOPWHI UCMOSNTHUTENEN MO AOroBOpaM, yKasaHHbIM B MyHKTax 237 - 255 HacToAwmx
MpaBun (MCNbITaHUA MO KOHTPAKTY);

e) (vi) KoHTponupoBaTb paboTy MOAYMHEHHOrOo CTPYKTYPHOro nogpasgenieHnsl, CcoAepXaHue MOMELLEHUN,
aKcnnyaTaumio n TexHmdeckoe odcnyxunsaHne obopyaoBaHus;

X) (vii) obecneumBaTb NpoBeaeHNe COOTBETCTBYHOLLEN Banuaaumu;

3) (viii) obecneunBaTb nNpoBedeHMe HeOOXOAMMOro MEPBUMYHONO W MOCMEAYILWEro HenpepbiBHOO 00ydeHus
nepcoHana Nog4YMHEHHOro CTPYKTYPHOro NoapasaeneHus.

32. (2.7) PykoBogutenu npousBoACTBa M noapasferieHnss KOHTPOns kavecTBa MMeT oblue unu COBMECTHO
BbINOMHAEMble 06593aHHOCTIN, OTHOCHLLMECH K KaYeCTBY, KOTOPbIE BKIKOYaKOT B ce68, B YaCTHOCTUW, CneayloLlee:
yTBEPXAEHUE npoueayp U APYrmx JOKYMEHTOB, BKITHOYas BHECEHNE U3MEHEHUN B HUX;

MOHUTOPWHT 1 KOHTPOb NPOU3BOACTBEHHON Cpeab!;

KOHTPOMb MPOU3BOACTBEHHOW MMINEHB;

Banvaauuio NpoLEeCCOoB;

0oby4eHne nepcoHana;

YTBEPXXAEHNE Y MOHUTOPUHT NOCTABLLMKOB UCXOL4HOIO Chipbs Y YNAKOBOYHbLIX MaTepuarnos;

YTBEPXXAEHNE U MOHUTOPWUHI UCMOMNHUTENEN NO AOroBopam, yKasaHHbIM B MyHKTax 237 - 255 HacTosawmx MNpasun
(KOHTpaKTHbIN Npon3BoANTENb);

onpeneneHne u MOHUTOPUHT YCINIOBUIA XPaHEHUS UCXOOHOTO Cbipbsi U NPOAYKLNY;

XpaHeHue 3anucem;

MOHUTOPUHI COOTBETCTBUA TpeboBaHusiM HacTosAwmx MNpasur;

npoBepKy, nccnegoBaHve u B3ATME Npob B Lensx MOHUTOPUHra ¢akTopoB, CMOCOBHbBIX BMMATb Ha KayecTBO

NPOAYKLUN.
O6y4yeHune

33. (2.8) MNpousBoguTens JormkeH obecrneunTb 0OOy4eHMe nepcoHana, AOMKHOCTHble 00S3aHHOCTU KOTOPOro
npegnonaratoT npebbiBaHWe B NPON3BOACTBEHHLIX 30HAX UMM KOHTPOSbHLIX NabopaTopusx (BKMoYast TEXHUYECKUN
n obcnyxuBawLmii nepcoHan, a Takke paboTHUKOB, MpPOBOAALWMX YOOPKy), a Takke [Apyroro nepcoHana,
OEeATEeNbHOCTb KOTOPOro MOXET OKa3aTb BIIUSHWE Ha KauyeCTBO NPOoAyKLUN.

34. (2.9) Kpome 0CHOBHOIro 06y4eHusl, BKITHOYAIOLLEro TEOPUIO U NPaKTUKY NPUMeHeHNst HacToswmx MNMpasun, BHOBb
NpUHATbIE Ha paboTy pabOTHUKM SOMKHbLI MPOWTK NepPBUYHOE 0OYyYeHne B COOTBETCTBUM C 3aKPEMSIEHHbIMM 3a HAMU
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obsasaHHocTaMU. ponsBoanTenb OOIMKEH Takke NPoBOAUTL Mocrneaylwee HenpepbiBHOe obyyeHue nepcoHana,
nepuoanyeckn oLeHuBasi ero npaktudeckyto adpdekTneHoctb. OByveHne nepcoHana OOSMKHO NPOoBOAUTLCS MO
y4ebHbIM MporpaMmamM, YTBEPXOEHHbIM COOTBETCTBEHHO PYKOBOAMTENEM MNPOM3BOACTBA NMOO pykoBOAUTENEM
nogpasfgeneHuns KOHTpons kadecTtsa. [MponsBogmnTens 06513aH XpaHMTb JOKYMEHTALUIO O NpoBeAeHN 0ByYeHus.
35. (2.10) lMNMepcoHan, paboTarowmin B 30HaX, rAe KOHTaMUHaUUS NPeAcTaBnsieT OnacHOCTb, HanpuMep, B YNUCTbIX
30Hax WUnM B 30Hax paboTbl C BLICOKO aKTUBHBIMW, TOKCUYHBIMU, VHMULMPYIOWMMUA WU CEHCUOMIU3NPYIOLLNMHN
BeLlecTBamu, AOMMKEH NPOWTH crneumansHoe obyyeHme.

36. (2.11) MoceTutenu unu He npowegwme obyyeHne paboTHUKN HE OOIMKHbI JOMYCKAaTbCA B NMPOM3BOACTBEHHbIE
30Hbl M 30HblI KOHTpONsA kKayectBa. [MpuM HEOBXOOAMMOCTM MOCELLEeHUs AaHHbIX 30H YyKasaHHble nuua OOMKHbI
npeaBapuTenbHO MPONTU MHCTPYKTaX, B YACTHOCTU, MO NpaBunam fMYHOW MMIMeHbl U UCMOMb30BaHMIO 3aLLMTHOMN
opexapbl. 3a 3TMMM Nuuamm JOMMKHO OCYLLECTBNATLCA TWwaTenbHoe HabnaeHme.

37. (2.12) Npwn 0byyeHnn JOmKHbI NOAPOBHO PasbACHATLCSA N 0BCYXKAATbCA Kak NPUHLMMILI 0becneyeHmns kavyecTsa,
Tak 1 BCe Mepbl, yny4lawoLwmne nx NoHMMaHue 1 ocyLecTBneHune.

'rnena nepcoHana

38. (2.13) lNpomusBoguTens Oo/mKeH paspaboTaTb M BHEOPWUTb KOMMIIEKC MEPOMPUATUIA MO MPOU3BOACTBEHHOM
TMrMeHe C y4eToM OCOOEHHOCTEN KOHKPETHOrO MNPOWM3BOACTBA. YKa3aHHbIA KOMMMEKC MEepPONpUSITUA OONKEH
cofepXaTtb npouenypbl, Kacawwmecsi cobnogeHnsa TpeboBaHUM K COCTOSHUIO 340POBbSl, CAHUTAPHbLIX MpaBuI U
TpeboBaHui Kk ogexae nepcoHana. Kaxapii paboTHMK, AOMKHOCTHbIE OBS13aHHOCTU KOTOPOro npegnonaraklT
npebbiBaHNe B 30Hax MPOU3BOACTBA M 30HAX KOHTPONSA KadecTBa, OOHKEH MOHUMATb M CTPOro cobniogatb atm
npoueaypbl. PykoBogsiLmMin nepcoHan HeceT OTBETCTBEHHOCTb 3a BbIMOMHEHME MepcoHanoM npaBum JIMYHOMW
rMrMeHbl U opraHn3auunio Heob6xoauMoro obyyeHus.

39. (2.14) Jlvua, npuHumaemble Ha paboTy, AOMKHBI NPOWTU MeauUMHCKUA ocmoTp. lpoussBogmTens obsA3aH
YyTBEPOMTb MHCTPYKUMK, obecneuymBarolime ero oCBe4OMIMEHHOCTb O COCTOSIHUM 300POBbS MepcoHana, KoTopoe
MOXET MOBMUATL Ha KavyecTBO npoaykuuu. ocne nepBUYHOrO MeOULMHCKOrO OCMOTpa OOSDKHbI MPOBOAUTLCS
perynsipHble nocrieayoLwme MeauLmnHCcKne oCMoTpbl NepcoHana.

40. (2.15) MNMpoussoguTenb JOMKEH NPeANpPUHATE Mepbl, obecnevmBaroLne HegonyLweHne Ny, ¢ UHPEKLMOHHLIMU
3aboneBaHNAMM UM OTKPBITLIMW MOBPEXAEHNSIMU HA OTKPbLITbIX y4acTkax Tena K NpOM3BOACTBY JIEKapCTBEHHbIX
CpeacTs.

41. (2.16) INnua, BxogsAwWwmMe B NPOU3BOACTBEHHbBIE 30HbI, JOJPKHBI HOCUTL 3aLLMTHYIO OAEXAY, COOTBETCTBYIOLLYHO
BbINOSIHAEMbIM B 3TUX 30HAX onepaLysm.

42.(2.17) B npon3BoaCTBEHHbIX 30HAX 1 30HaX XpaHEeHWs 3anpeLLatTcs NpUeM NULLK, NUTbe, XXeBaHWe UNn KypeHue,
a Takke XpaHeHue NULLEBbLIX MPOAYKTOB, HAMUTKOB, TabayHbIX M3OENWI U NMMYHbIX NTEKAapCTBEHHbIX NpenapaTos. He
gonyckaetca nwobas  OedATenbHOCTb, Hapyllawuwlass  YCTaHOBMEHHbIE  FUrMeHudeckme TpeboBaHus B
NMPOM3BOACTBEHHBLIX M OPYrMX MOMELLEHMSX, KOTOpasi MOXET oOKas3aTb OTpuUaTENbHOE BIIMSIHME HA KayecTBO
NpoAayKLUMN.

43. (2.18) Heobxogumo n3beratb HENOCPEACTBEHHOIO KOHTAKTa pPyK NepcoHana ¢ OTKpbITON NpoayKUMEN, a Takke C
nobor YacTblo 060pyA0BaHNS, KOHTAKTUPYIOLLEN C NPOAYKUNEN.

44. (2.19) MNepcoHan JomKeH NPOUTM MHCTPYKTaX Mo npaBmunam MbiTbs PyK.

45. (2.20) CneumanbHble TpeboBaHUS K TMIMEHE NepcoHarna, 3aHATOro Ha NPOM3BOACTBE OCOOLIX rPyNM NPOAYKLMM
(Hanpumep, CTepunbHbIX NeKapCTBEHHbIX Mpenapartos), oTpaxeHbl B [punoxeHun N 1 u lMpunoxeHun N 5 K
HacTosawmm Npasunam.

MOMELWEHNA N OBOPYOOBAHWME (ITMABA 3)
MpuHUKMN
46. TlomeweHnsa wun obopygoBaHue HeobxoAMMO pacnonaratb, MPOEKTMpPOBaTb, CTPOWUTb, OCHaWaTb U
3KCnnyaTupoBaTb TakuMm obpa3oM, UTOObl OHM COOTBETCTBOBaNM MPOBOAMMBLIM Onepauusm. VX nnaHMpoBOYHOe
peLueHne N KOHCTPYKLUMS AOMKHbI CBOANUTb K MUHUMYMY PUCK OLLIMOOK 1 o6ecnevmBaTb BO3MOXHOCTb 3pdeKTUBHOW

O4YNCTKN U 06Cﬂy)KI/IBaHMF| B UEeNdX WUCKIo4YeHund I'IepereCTHOIZ KOHTaMUHauun, HakonmneHua nbiin Unn rpdasm m
nobbIX HeGJ'IarOI'IpMﬂTHbIX (baKTOPOB Ona Kadectsa npoaykuun.

MNomeLleHns
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O6wwe TpeboBaHus

47. (3.1) Npw ycnosum cobrtogeHns Bcex Mep Mo 3aliute NpoM3BOACTBA OKpYXatoLwasa cpefa NoMeLeHU JoImKHa
npeacTaBnsTe MMHUMArbHbIA PUCK KOHTAMUHALMWM MaTepranoB Unu NpoayKUnn.

48. (3.2) OkcnnyaTaums, NpoBeAeHNE TEXHNYECKOro 0BCNYy>KMBaHUSA U PEMOHTa MOMELLLEHUI He OOJKHbI OKa3biBaTb
OTpYLaTENbHOMO BNUSIHUSA Ha KayecTBO npoaykumn. Y6opka u ae3nHdeKumMs NOMEeLLEHN OIMKHbI NPOBOANTLCH B
COOTBETCTBMU C NOAPOOHBIMM UHCTPYKUUSIMU, YTBEPKAEHHBIMW NPON3BOANTENEM.

49. (3.3) OcBelLeHue, TeMnepaTtypa, BaXXHOCTb U BEHTUIALNS AOMMKHbI COOTBETCTBOBATb HA3HAYE€HUIO MOMELLEHUS
N He oKasblBaTb NPAMOroO UMM KOCBEHHOro HeGNaronpusTHOro BO3OENCTBUSA Ha NeKapCTBEHHbIE CPeACTBA BO BPEMS
MX NPOM3BOACTBA U XPaHEHWs, a TakKe Ha Hagnexallee PyHKUNMOHMpoBaHe 060pyaOBaHUS.

50. (3.4) Npu npoekTupoBaHUKN 1 IKCNNyaTauum NOMeLLEHMIN JOIMKHA ObITh obecneyeHa 3aluTa OT NPOHUKHOBEHMS
B HMX HACEKOMbIX UM XXUBOTHbIX.

51. (3.5) B nomelleHusa He gonyckalwTca nuua, He MMerolue npaea AOCTyna B HUX. [pom3BoACTBEHHbIE 30HbI,
CKIafcKve 30Hbl N 30Hbl KOHTPOSISl Ka4eCcTBa He OOJMKHbI MCNOMBb30BaThCs ANsi CKBO3HOMO NMPOXO4a NepcoHana, He
paboTaroLero B HUX.

np0M3BOD,CTBeHHaFI 30Ha

52. (3.6) Ona MuHMMM3auuM pucka ANst 340pPOBbSA NIOAEV BCMNEACTBUE MEPEKPECTHOW KOHTaMuMHauuu npu
NpOM3BOACTBE HEKOTOPbIX NEKAPCTBEHHbIX MpenapaToB, TakMX Kak CEeHcubunuaupylowme Bellectsa (Hanpumep,
NEHUUMNNUHBI) MM Buonornyeckme nekapcTBeHHble npenapaTbl (Hanpumep, M3 >XUBbIX MUKPOOPraHM3MOB),
HeobxoAMMO nNpedycMOTpeTb cneumanbHO npefHasHadeHHble U 060cobneHHble nomelleHns, obopygoBaHue u
cpeactBa ux obecnyxmnBaHmsa. B ogHMX n Tex e NoMeLLeHUsaX He AOMyCKaeTCHa NpOoM3BOACTBO OTAENbHbIX BUAOB
aHTUBUOTUKOB, OnpeaeneHHbIX TOPMOHOB, LIMTOTOKCMHOB, BbICOKO aKTUBHbIX NTEKAPCTBEHHbIX CPeACTB M NpoayKLuu,
He ABNSALLENCS NeKkapCTBEHHbIMU cpeacTBamMu. B ncknioumTenbHbIX cnydasix NPOU3BOACTBO TaKMX NEKAPCTBEHHbIX
cpencTB ONyCKaeTCsl B OOHWUX NMOMELLEHMSAX NPY pa3geneHn LUKNoB Npou3BoaCcTBa NO BPEMEHU ¢ cobniogeHnemM
cneumanbHbIX Mep NPegoCTOPOXHOCTU M NPOBEAEHNEM HEOOX0AMMON Banuaaunm.

53. 3anpellaeTca NpoM3BOACTBO SAOB TEXHMYECKOrO HasHa4yeHWsi, TakMx Kak nectuumabl 1M repbuumgbl, B
NMOMELLEHMAX, UCMOMb3yeMbIX ANs NPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB.

54. (3.7) TNnaHMpoBOYHbIE pELLEHNs MOMELLEHUN AOMKHbI obecneynBaTh BbIMNOMHEHWE TPeOOBaHUM K YPOBHIO
YACTOTbI W, MpPU  HanmMyYMM BO3MOXHOCTW, [OMMKHbI COOTBETCTBOBATb JIOMMYECKOW MOCrenoBaTenbHOCTH
NPOM3BOACTBEHHBIX Onepauun.

55. (3.8) MNnaHMpoBOYHbIE peLleHnst NPOU3BOACTBEHHbLIX 30H U BHYTPUNPON3BOACTBEHHbBIX 30H XPaHEHUS OOJPKHbI
obecneunBaTb NocrnegoBaTeNbHOE U NTIOMMYHOE pasMeLLeHne 06opyaoBaHus U MaTepmarnos, CBOAALLEE K MUHUMYMY
pUCK NepenyTbiBaHUS pPasnUYHbIX NIEKapCTBEHHbIX CPEACTB UMK UX KOMMOHEHTOB, obecneymBatolLlee OTCYyTCTBUE
NEepPEeKPeCTHON KOHTaMUHAUUK U CBOASLEE K MWHMMYMY PUCK Mponycka WM HENpaBWUSIbHOTO OCYLLECTBEHUS
nodoro atana nNpv NPOM3BOACTBE WM KOHTPOJE.

56. (3.9) B nomMeLLeHUsX, B KOTOPbIX UCXOOHOE Chipbe U NepBUYHbIE YNAaKOBOYHbIE MaTepuarbl, MPOMEXYTOYHAsA Unu
HepacdacoBaHHas MNPOAYKUUS MOOBEPXKEHbI BIMUSIHUIO MPOU3BOACTBEHHOW CpeAbl, BHYTPEHHUE MOBEPXHOCTU
(cTeHbl, Nonkbl U NOTOMKKU) AOMMKHBI ObITh rMagkMmMK, 6e3 Lwenen 1 TPELUH Ha CTbiKax, He JOJMKHbI BbIAENATb YacTuL,
a TaKke OOMKHbI Nerko n 3dEKTUBHO OYULLATBCS U NMPU HEOOXOAMMOCTU AE3MHMULMPOBATLCS.

57. (3.10) TpybonpoBoabl, ocBeTUTENbHbIE NPUOOPbLI, BEHTUNSALUMOHHbIE YCTAaHOBKW W [OPYyrMe CuUcTemsbl
06CnyXMBaHMSA OOMKHbI OblTb CMPOEKTMPOBAaHbI U PacnofoXeHbl TakuMm obpasom, 4Tobbl He Gbino yrnybneHun,
3aTPYOHAOLWNX UX OYUCTKY. [pyn HanuumMmM BO3MOXHOCTM OOCTYN K HUM Anisi 0BCNy>XMBaHWUSI JOIMKEH OblTb U3BHE
NPOM3BOACTBEHHbIX 30H.

58. (3.11) ToYKkM NOAOKNIOYEHMS K KaHanM3aLMOHHbIM CTOKaM AOMKHbl ObiTb COOTBETCTBYHOLLUUX pa3MepoB W
obopyaoBaHbl yCTponcTBamMu NS NpefoTBpalleHnss obpaTHoro notoka. [pu Hanuuum BO3MOXHOCTM crnegyet
nsberatb OTKPbITbIX CIMBHbLIX XenoboB. Ho ecnu cywecTByeT HEO6XOOMMOCTb UX MCMOMb30BaHUSA, OHU OOSMKHbI
ObITb HernyboknMu Ans obnerdyeHms OYUCTKM U Oe3MHEKLNN.

59. (3.12) B npon3BoACTBEHHbIX 30HaX AOMKHa MCMOMNb30BaTbCs aPdEKTMBHASA CUCTEMA BEHTUNALUN, UMeIOLLas
cpencTBa Ans KOHTPONs MnapameTpoB BO3gyxa (BKMYas Temnepatypy W, rae Heobxooumo, BRaXHOCTb U
unbTpaLmio) B 3aBUCUMOCTHM OT BbIMyCKAaeMOW NPOAYKLMM, BbIMOMHAEMbIX ONepauuii 1 oKpyXatoLLleln cpeapl.

60. (3.13) B3agelwmBaHMe UCXOOHOrO CbIpbsl, Kak NPaBuUMo, OCYLLECTBNAETCS B OTAEMNbHOM, NpeaHa3Ha4YeHHOM A4S
3TOr0 NOMELLEHUN.

61. (3.14) B Tex cnyyasix, korga npovMcxoauT obpasoBaHuve nbinv (HanpMMep, Bo BpeMs 0Tbopa npob, B3BeLLMBaHUS,
CMeLLMBaHWS, NPOM3BOACTBEHHBIX ONepauni, YNakoBKU CYXOW NPOSYKUMK), AOMMKHbI ObITb MPUHATHLI cneynanbHbie

CrpaHuua 13 u3 179



Mpuka3 MuHnpomTopra Poccumn ot 14.06.2013 N 916

"06 yTBepxaeHum MpaBun opraHn3aumm NpoM3BOACTBa U KOHTPOMS KayecTBa
NEKapCTBEHHbIX cpeacTB”

(3aperucTpupoBaHo B MuHiocTe Poccum 10.09.2013 N 29938)

Mepbl MPeAOCTOPOXHOCTM B LLeNSAX npeaynpexaeHnsi nepekpecTHOM KOHTaMnHaumm 1 o6neryeHnst O4NCTKK.

62. (3.15) lNMomelLeHna ONs yNakoBKU NEKapCTBEHHbIX CPEACTB AO0MMKHbI ObiTh creunansHO CPOEKTUPOBaHbI U
pacnonoXeHbl Takum obpa3om, YTobbl n3bexaTb NepenyTbiBaHUS UM NEPEKPECTHON KOHTaMUHALUN.

63. (3.16) lNponsBoaCTBEHHbIE 30HbI AOMKHbLI OblTb XOPOLLO OCBELLEHbl, 0COOEHHO B MecTax, rge npoBoauTCs
MOCTOSIHHbBIV BU3yarbHbIA KOHTPOSb.

64. (3.17) KoHTponb B npouecce NPON3BOACTBA MOXHO MPOBOANUTL B MPON3BOACTBEHHOW 30HE, ECNN 3TO He co3aaeT
pycka 45 TEXHONOMMYEeCcKoro npotecca.

Cknagckune 30Hbl

65. (3.18) Cknaackue 30HbI JOMKHbI UMETb BMECTUMOCTb, JOCTATOUHYIO AN YNOPSAOYEHHOrO XpaHeHNs pasnuyHbIX
KaTeropum marepuanoB W NPOAYKLMU: WCXOOHOIO CbipbSi W YNakOBOYHbIX MaTepuanos, MNPOMEXYTOYHOMN,
HepacdacoBaHHON K TOTOBOW MPOAYKUMW, a Takke MpoayKuWMM, HaxogsdwWwencs B KapaHTUHe, npoayKuumu,
paspeLLeHHON OIS BbIMyCKa, OTKITOHEHHOW, BO3BPALLEHHON UM OTO3BaHHOW.

66. (3.19) lNpn NpoOeKTUpPOBaHMN M OCHALLEHUN CKIAACKMX 30H Heobxoaumo npegycmaTpuvBaTb Hagnexalime
ycnoBus xpaHeHus. Cknagckune 30Hbl OMKHbI ObITb YACTBIMU U CYyXUMU, B HUX AOIDKHA NOAAEPKMBaTLCS Tpebyemast
TemnepaTypa. Ecnu TpebytoTca cneumanbHble YCNOBUSA XpaHeHus (Hanpumep, TemnepaTypa, BIaXHOCTb), TO
Heobxoammo obecneyvmBaTth 1 NPOBEPSITL TAKUE YCIOBUS, @ TaKKe OCYLLLECTBNSATb UX MOHUTOPUHT.

67. (3.20) B mecTtax npuemku 1 OTrpy3ku OoimkHa ObiTb obecnedeHa 3alimTa UCXOOHOIO Cbipbsl, YNAKOBOYHbIX
mMaTepuanos 1 NPOAYKUMM OT BO3AENCTBMS MOrOAHbLIX YCIOBUI. 30HbI MPUEMKM AOIMKHbI BbiTb CIPOEKTUPOBaHbI U
0obopyaoBaHbl Takum 06pasoM, 4Tobbl Tapy C NOCTYNalWMMK UCXOOHbBIM CbiPbeM U YNaKOBOYHbIMW MaTtepuanamu
MOXHO ObINO oYMLWaTh Nepes CknagmpoBaHueM.

68. (3.21) Ecnu pexum kapaHTuHa obecneymBaeTca XpaHeHWeM MpoayKuuuM B pasferibHbiX 30Hax, TO 3TU 30Hbl
OOMKHbI BbITb YeTKOo 0B03HaYeHbl, @ AOCTYN B HMX paspelleH TOMbKO nepcoHany, MmeLwemMy COOTBETCTBYOLLME
nonHomoums. Jliobas gdpyras cuctema, 3amMeHslwas (Quandecknuii  KapaHTWH, [OfmkHa obecneuuBaTb
9KBMBaANEHTHYO 6e3onacHoCTb.

69. (3.22) Otbop Mpob MCXOOHOrO ChipbS M MEPBUMYHBLIX YMNAKOBOYHbIX MaTepuanoB, Kak MpaBuiio, crnegyet
BbINOMHATL B OTAENbHON 30He. OT6op Npob, OCYLIECTBNSEMbIN B 30HE XpPaHEHUSA, OOJPKEH MPOBOAUTLCA TaKUM
o6pa3oM, 4ToObI NPeaoTBPaTUTh KOHTAMUHALIMIO UMW NEPEKPECTHYI0 KOHTaMUHALMIO.

70. (3.23) Ons xpaHeHus 3abpakoBaHHbIX, OTO3BAHHbLIX WM BO3BPALLEHHbIX UCXOOHOrO CbIpbsl, YNAKOBOYHbIX
mMaTepuanoB UnNu NpoayKUMM OOIMKHbI ObITb MPegyCMOTPEHbI N30NTMPOBAHHbLIE 30HbI.

71. (3.24) BbICOKO aKTUBHble BeLleCTBa W NeKapCTBEHHble CpeacTBa, B OTHOLIEHUM KOTOPbIX HOPMaTUBHbLIMU
npaBoBbIMK akTamu Poccuickon ®egepaumm ycTaHOBMEHb! CneuuanbHble YCNOBUSA XPaHEHWUS, AOMMKHbI XPaHWUTBCS
B 6e3onacHbIX ¥ 3alUMLLEHHbIX 30HaX.

72. (3.25) JomxHo 6bITb 06ecneveHo 6e3onacHoe N HaAeXHOe XPaHEHNE NevYaTHbIX YNakoBOYHbIX MaTepmnanos, Tak
Kak OHW CUYMTalTCHA KpUTUYEeCKUMK Ans obecneyvyeHnss COOTBETCTBUS NEKAPCTBEHHOro CpeAcTBa YCTaHOBIEHHbIM
TpeboBaHusM.

30HbI KOHTPOJA Ka4ecTBa

73. (3.26) NabopaTopnn KOHTPOMNS KayecTBa AOMKHbI ObiTb OTAENEHbl OT NPOM3BOACTBEHHbIX 30H. ATO 0COOEHHO
BaXXHO Ans nabopaTtopuii MO KOHTPOJSIO OMOMOrMYeckMx M MUKPODOUOMNOrMYECKUX JEKAPCTBEHHBIX CPeacTB U
paaMoun3oTOoNoB, KOTOpble Takke AO0MKHbI OblTb OTAENEHbI ApYr OT Apyra.

74. (3.27) KoHTpomnbHble nabopaTopuu [OMKHbI OblTb CNPOEKTUPOBaHbl Takum 06pas3oM, 4YTOOblI OHM
COOTBETCTBOBanNM TpeboBaHMAM K BbIMONMHAEMbIM B HWX pabotam. [lMnowage nabopaTtopun pdormkHa 6biTb
AOCTaTOYHOW ANS UCKIMKYEHUS NepenyTbiBaHUS U NepeKpecTHOM KOHTaMMHaUMKW, a TaKkke Ana XpaHeHuss obpasuos
1 3anucen.

75. (3.28) Ons 4yBcTBUTENbHBLIX NPMOOPOB, HyXAAKLWMXCA B 3awute OT BMOpaUMK, SMEKTPOMarHUTHbIX Nonen,
BMaXXHOCTW BO3Ayxa N ApPYrMx YCNOBUWA, AOIMKHbI ObITb NpegycMOTpeHbl OTAENbHbIE KOMHATHI.

76. (3.29) Ecnu HopmaTuMBHbIMM npaBoBbIMU akTamu Poccunckon degepaumm yCTaHOBMNEHbl crneumanbHble
TpeboBaHMa k nabopaTopusiM, B KOTOPbIX MPOBOAATCA paboTbl CO cneuuguyeckMMu BeLlecTBaMu, Hanpuvep,
G1oNorMYeckUMn NN paguoakTMBHLIMKU MaTepuanamu, Takne TpeboBaHua OOMKHbLI cobnoaaTbes.

BcnomoratenbHble 30HbI

77. (3.30) KomHaTbl OTABIXa M MpMema NULM AOMKHbI BbiTb OTAENEHbl OT OPYIUX 30H.
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78. (3.31) lNomelweHna ons nepeogeBaHusl, Tyanetbl U AylleBble KabWHbI AOMKHbI UMeTb YAOOHbIA OOCTYM; MX
nnaHMpoBKa M pasmepbl AOMKHbI COOTBETCTBOBATbL YMCNEHHOCTU nepcoHana. He gonyckaeTcs, 4Tobbl TyaneThl
HenocpeacTBEHHO COObLLanMCb C MPOU3BOACTBEHHBIMU UITN CKNAACKMMMN 30HaMMU.

79. (3.32) MacTepckue npu HannM4MmM BO3MOXHOCTM AOSMKHbI ObiTb OTAENEHbI OT NPOM3BOACTBEHHbIX 30H. B criyyae
€CIN XpaHeHMe 3anacHbiX YacTel M MHCTPYMEHTOB OCYLLECTBNAETCA B MPOU3BOLCTBEHHOW 30HE, OHU OOJIKHbI
cofepXaTtbCH B NpegyCMOTPEHHbIX 119 3TOro KOMHaTax Uiy 3anvparoLmxcs Suukax.

80. (3.33) BuBapuu gomkHbl OblTb N30MMPOBaHbI OT APYrMX 30H, UMETb OTAENbHbIN BXO4 (AOCTYN K XXUBOTHbLIM) U
OTOeNbHbIE CUCTEMbI BO3AYXOMOATOTOBKMY.

O6opynosaHue

81. (3.34) KoHCTpyKUUSA, MOHTaX M NOPSAAOK TEXHUYECKOro OOCNYyXMBaHWA NPOW3BOLACTBEHHOrO 00OpPYAOBaHUA
OOJIMKHBbI COOTBETCTBOBATbL €r0 Ha3HAYeHMIo.

82. (3.35) PaboTbl MO PEMOHTY W TEeXHMYECKOMY OOCnyxuMBaHuo o6opyooBaHWsi He [OOSMKHbI OKasblBaTb
OTpYLaTENBHOTO BAINSIHUSA HA Ka4eCTBO NPOaYKLNN.

83. (3.36) KoHcTpyKumMsa npon3BoACTBEHHOrO 060pyAOBaHMSA OOMKHA ObiTb Takon, YTOObI €r0 MOXHO ObINO NEerko u
TwarensHo oyunwaTte. O4yMcTky HeobXxooumo NpPoOBOAUTL B COOTBETCTBUM C MOAPOOHBIMM  UHCTPYKLUSAMMU,
yTBEPXXAEHHbIMU Npoun3BoguTenem. ObopyaoBaHMe JOMKHO COAEPXaTbCs TOMbKO B YACTOM M CYXOM COCTOSIHUN.
84. (3.37) NHBeHTapb 1 cpeacTtea Ans YOOPKM N OYUCTKN HE LOIMKHbI ObITb MCTOYHMKAMWN KOHTaMUHaLNW.

85. (3.38) O6opynoBaHWe AOMKHO BbITb YCTAaHOBMEHO TakMM 06pa3om, YTOGbI He JOMYyCKaTb BO3HVKHOBEHWE KaKoro-
nnbo prcka oWnBOK UM KOHTaMUHALMIO.

86. (3.39) TexHonornyeckoe obopynoBaHNe He AOMKHO BNUATbL Ha KAYECTBO NPOAYKLUN U NPeACTaBsiTb ONacHOCTb
AN NpoAaykumm. Yactn TEXHOMNOrMyeckoro 060pyaAoBaHUs, KOHTAKTUPYIOLLME C NPOAYKUMEN, HE OOIMKHbI BCTYNaTh C
HEM B XUMUWYECKYIO peakuuto, BbliaenaTe unu abcopbupoBaTb BeLLECTBa, OKasblBaloLMe BIUMSHWE HA KayecTBO
NpOAYKLNN.

87. (3.40) ToyHoCTb M pabounin guana3oH BECOB W OPYrUX CPEeACTB M3MEPEHUN OOIDKHbI COOTBETCTBOBATb
NPOU3BOACTBEHHBIM M KOHTPOSbHBIM ONepauusiM, B KOTOPbIX OHWU MCMOJb3YHOTCS.

88. (3.41) KannbpoBska 1 noBepka BECOB 1 APYrMX CPEACTB U3MEPEHWI, PETUCTPUPYIOLLIMX U KOHTPOIbHbIX Npubopos
OOIMKHbI NPOBOANTBLCA C ONPEAENEHHON NEPUOANYHOCTLIO COOTBETCTBYIOLLIMMM MeTogamu. Pe3ynbTtaThl KannbpoBku
1 MOBEPKN AOIMKHbI ObITb JOKYMEHTaNbHO 0POPMIIEHBI U MOASIEXAT XPaHEHMIO.

89. (3.42) CraumoHapHble TpyOONPOBOAbLI AOIMKHBI MIMETb MapKMPOBKY C YKa3aHUEM MPOXOAALLMX MO HUM BELLECTB
n, ecnu TpebyeTcs, HaNpaBneHUs NoTokKa.

90. (3.43) TpybonpoBoabl A48 BOAbI OYULLEHHON, BOAbI 151 UHBEKUUIA (AUCTUNNMPOBAHHON, AEVNOHU3MPOBAHHOMN) U
npum HeobxogmmocTu Tpybonposogbl AnNs OPYrov BoAdbl AOSMPKHbI MoABepraTbCs caHuTapHow obpaboTke B
COOTBETCTBMM C WHCTPYKUUAMU, YTBEPKAEHHbIMU MPOM3BOAUTENEM, B KOTOPbIX YKasdaHbl npeaensl MUKPOOHOWM
KOHTaMMHaLMN U Mepbl, MPUHUMaEMbIE B CIlyYae NX NPEBbILLEHUS.

91. (3.44) HencnpaBHoe obopygoBaHue OOMKHO ObiTb yAaneHo M3 NpOu3BOACTBEHHOW 30HbI U 30HbI KOHTPOMS
KadecTBa Wnu No KpamHen Mmepe YeTKO MapKnpoBaHO Kak HEMCNPaBHOE.

OOKYMEHTAUWNA (TTIABA 4)
MpuHUMN

92. [lokymeHTaLMsa COCTaBMsieT HEOTbEMIIEMYIO 4YacTb (papmMaLeBTUYECKOW CUCTEMbl KadecTBa U SABMsiETCA
KNIOYEBbIM 3MIEMEHTOM OpraHu3auuMmM MNpomu3BOACTBA U KOHTPOMNS KayecTBa nNpoaykuMm B COOTBETCTBUM C
HacToswmmMun NpaBunamu. B cucteme ynpaBneHns ka4ecTBOM NPOM3BOAUTENSA YETKO YCTaHaBMMBaKOTCA pasfnnyHble
BMAObl ICMONb3yeMOW AOKYMEHTaLMN U HocuTenen nHgpopmaumn. JokymeHTaLmss MOXeT CyLLLeCTBOBATL B Pa3fiYHbIX
dopmax, B TOM 4nucrie Ha ByMaKHOM, 3NIEKTPOHHOM U MHOM HocuTene. NaBHOM Lenblo NPMMEHAEMON CUCTEMBI
OOKYMeHTauun sBnsieTcs cosfaHue, ynpasreHue, KOHTPOMb U pernctpauusa Bcen OesaTenbHOCTU, KoTopasi MOXeT
HenocpeACTBEHHO MMM ONoCpefoBaHHO BMWSTb Ha BCE acnekTbl KayecTBa NekapCTBEHHbIX cpeacts. Cuctema
ynpaBreHnsi KayecTBOM COLEPXWUT [OCTATOMHO noApoOHble ykasaHusa ans obecneyeHus Hagnexallero
OOKYMEHTarnbHOro OOPMIIEHUSA pPasfM4YHbIX MPOLLECCOB M OLEHKM Kakux-nnbo HabnogeHwuin. OTn yKkasaHus
Hanpas.reHbl Ha obLlee NoHMMaHue TpeboBaHWI C Lenbio 4EMOHCTPaLMK X cobnogeHus.

93. CywecTBYHOT ABa OCHOBHbIX BMAa AOKYMEHTaUWUW: AN BbINONHEHUST TpeboBaHU HacTosAwmx Mpaeun, To ecTb
pernameHTupytoLLas AOKYMEHTaUms, U 411s permctpauumn nx cobriogeHus, To eCTb permcTpupyoLlas JOKyMeHTauums.
Mpoussogutenb obecnevmBaeT Haanexallee CoCTaBneHne ykasaHHOW JOKYMEHTaumMmn B 3aBMCMMOCTM OT ee BuAa.
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94. TlpounsBoguTenb OCYLLECTBRSIET KOHTPONb Ang obecneyeHns TOYHOCTM, LEMNOCTHOCTWU, OOCTYMHOCTU U
O[HO3HAYHOCTU OOKYMEHTOB. PernameHTupyoLmne JOKYMEHTbl AOMKHbI ObITb AOCTYMNHbI, TO €CTb 3anucaHbl Unu
3ahUKCUPOBaHbI MHBbIM CNOCOBOM Ha TakuMx HOCUTENSAX MHAOPMALMK, AaHHbIE C KOTOPbLIX MOTYT ObITb MNONYYEHbI B
yntaemomn popme, 1 He OOIMKHbLI COAEPXKaTb OLUNOOK.

Buabl AOKyMeHTOB

95. OcHoBHOe [OCbe MPOM3BOACTBEHHOW MMoWankM npeacraBnser coboW [OOKYMEHT, B KOTOPOM oOnucaHa
opraHmsaums npousBOACTBa M KOHTPONSA KayecTBa MeKapCTBEHHbIX CPeACTB B COOTBETCTBUM C TpeboBaHUSMU
HacToswwmx Mpasun.

96. [ocbe Ha ceputo npepcraenseTr cobon OOKYMEHT, OTpaxalowun npouecc NPOM3BOACTBA KaXKAOW cepun
npoayKuun, B TOM YMCrne Bblgady paspelleHus Ha ee BbiNycK, 1 BCe (PaKTopbl, BAMAIOWME HA KAa4eCTBO rOTOBON
NpOAYKLNN.

97. PernameHTupytoLLIas JOKYMeEHTauUns BKtoYaeT B cebs cneayoLme Buabl JOKYMEHTOB:

cneunduKaLmm - LOKYMEHTbI, cogepalune nogpobHble TpeboBaHWs, KOTOPbIM JOJKHBI COOTBETCTBOBATL MCXOQHOE
Cblpbe, YNakoBOYHbIE MaTtepuanbl U NPOAYKUMS,, MCMOMb3yWKNecs unm nonyvaemble npu npoumssoactee. OHM
ABNAIOTCA OCHOBOW A5 OLEHKN KadeCcTBa NekapCTBEHHbIX CPEACTB;

NPOMBILUIIEHHbIA perfnaMmeHT, TeXHONOrM4YecKne WHCTPYKLUMMK, BKIOYas WHCTPYKUUKW MO YNakoBKe, MeTOAWKU
UCMbITaHWN - OOKYMEHThI, cogepXalwue nogpobHy MHopMauuio 060 BCEM UCMOMb3YyEMOM WCXOOHOM CbIpbe,
obopyaoBaHUM 1 KOMMbIOTEPU3NPOBAHHBIX CUCTEMax (NpyY WX HanmuMdmu), a Takke BCe WHCTPYKUMM no
OCYLLECTBMEHUNIO TEXHOSTOMMYECKMX MPOLLECCOB, ynakoBke, 0T6opy Npob 1 npoBeAeHWIo ucnbiTaHui. ['ge npuMeHnmo,
OOMXKHbI ObITb yKasaHbl BCE TOYKM KOHTPONS B MpoLecce NMpou3BOACTBa, a TakkKe WUCMOofb3yemble MPOLEeCCHO-
aHanuTU4yeckne TEXHONOMNM BMECTE C KPUTEPUSMU NPUEMIEMOCTMH;

npoueypsbl (Takke MOryT Ha3blBaTbCSA UHCTPYKLMAMW UK CTaHAAPTHbIMU ONepauuoHHbIMY npoueaypamm (ganee -
COI)) - poKyMeHTbI, coaepaluue ykazaHus no BbINOMHEHWIO ONpeaerieHHbIX onepawumi;

npoToKonbl (MMaHbl) - LOKYMEHTbI, COAEPXALLME YKa3aHWsi MO NPOBEAEHMIO U PErMcTpaumm OTAENbHbIX Onepauui
(HanpvmMep, NpoOTOKON BanMaauum, OCHOBHOW MnaH Banuaauum);

OOrOBOPbI - COrMalIeHNs], 3aKIOYEHHbIE MEXAY 3aKka3uumkaMu M UCTOMHUTENSAMU OTHOCMTENBbHO paboT, KoTopble
BbIMOSHSAOTCS CTOPOHHUMW OpraHmM3auusiMm (ayTCOPCUHT).

98. PeructpupytoLiasi LOKyMeHTauus (3anucu n (Mnun) ot4eThbl) BKOYAET B cebs criegyrolimne Buabl JOKYMEHTOB:
3anucu - AOKYMEHTbI, (DUKCUPYIOLLME BbINOMHEHWE pasnUuHbIX AEWCTBUMMA ANA [oKasaTenbCTBa COOTBETCTBUSA
WHCTPYKUMAM, Hanpumep, MepornpusaTuii, NpoucLLIecTBUA, paccrnegoBaHnin. B oTHOLWEHUM cepuun 3anncu OOMKHbI
cofepXaTb UCTOPUIO KaXKAOW Cepumn NpoAdyKumu, BKIoYas ee peanusauuio. 3anncu cogepxaTt UCXogHble AaHHble,
ucnone3yemble Ana gopMmmnposaHna Apyrux 3anucen. B crniyyae ecnu 3anucu BegyTtcsl B 9NEeKTPOHHOW hopme,
nonb3oBaTenm NPorpaMmmMHoOro obecnevyeHnsi, Ha KOTopbIX BO3N0XeHa OTBETCTBEHHOCTb 3a BeeHWEe Takux 3anucem,
OOMXKHbI ONpeaensTb, KakMe AaHHble HeOOXOAMMO MCMOMb30BaTbh B Ka4YeCTBE MCXOAHbIX. B kayecTBe MCXOAHbIX
OOIMKHbI ObITb OTPaXXeHbl, MO KpaHewn Mepe, BCE JaHHbIE, HA KOTOPbIX OCHOBLIBAIOTCS PELLUEHUS MO KAYECTBY;
OOKYMeHTbl, MOATBepXaatoLLlmne KayecTBo (nacnopTa, aHanUTUYeCckue NUCTKU, U UHble aHanornyHble JOKYMEHTbI), -
OOKYMEHTbI, cofepXalune pes3loMe pe3ynbTaToB MCMbITaHU oOpasLoB NPOAYKUMU WM UCXOLHOMO ChIpbA U
yMaKkoBOYHbIX MaTepuanoB BMeCTe C OLEHKOW COOTBETCTBUSA YCTAHOBIEHHOW cneuudukaumm. B crnyyae ecnu npu
Npou3BOACTBE Cepuu UCNONb3yeTCH NpoLeccHo-aHanuTuyeckasa TexHonorus (MAT), To oLeHKa COOTBETCTBUS cepumn
TpeboBaHMAM PeErMcTpaumMoHHOro 40Cbe MOXET ObiTb OCHOBaHa (LENMKOM WM YacTMYHO) Ha aHamnu3e AaHHbIX,
napameTpoB ¥ pe3ynbTaToB, MOMYYEHHbIX B pearibHOM BpeMeHU (pe3tome 1 OTYETbI 06 OTKITOHEHMUSAX);

OT4eTbl - AOKYMEHTbI, CONPOBOXAaloLmne BbINOMTHEHNE KOHKPETHbIX 3adaHui, NPOEKTOB UMW paccrefoBaHui u
oTpaxatowme pesynbTaTthl, BbIBOAbLI Y pEKOMeHOaLnu.

MogrotoBka m KOHTPOITb OOKYMEeHTaluun

99. (4.1) NpomnsBoamnTens JOSMKEH pa3paboTaTb BCe BUAbI JOKYMEHTOB U 06ecneunTb nx cobnogeHune. TpeboBaHus
NPUMEHSIIOTCS B paBHOM Mepe KO BCeM Tunam HocuTenen uHdpopmaumn. KomnnekcHas cuctema OofmkHa ObiTb
NMOHATHON, Haanexawum odpa3omM LOKYMEHTaNbHO 0POPMIIEHHON M BAaNUANPOBAHHON, U B OTHOLLEHUN HEE LOIDKEH
ObITb YCTAHOBMEH AOCTATOYHbLIA KOHTPOSb. HekoTopble OOKYMEHTbI (MHCTPYKUMM U (MnM) 3anvcu) MOryT ObiTb
CMeLlaHHbIMK Mo opMe, TO eCTb YacTb AOKYMEHTA MOXET CyLLeCTBOBaTb B 3NEKTPOHHOM BuAE, a Apyras 4acTb -
Ha OymakHOM HocuTene. B3aMmocBsiau M Mepbl MO KOHTPOSO B OTHOLUEHWM OPUTMHArNIOB OOKYMEHTOB, YYETHbIX
konun, o6paboTkn AaHHBLIX M 3anucert SOMKHbI ObITb YETKO M3NOXEHbI Kak AMsi CMELLaHHbIX Mo dhopme, Tak 1 Ans
OAHOPOAHbIX MO (bOpMe CUCTEM [OOKyMEHTauun. Y4YeT KOMUIA OCYLLECTBRSETCA B Mopsigke, onpeaenisieMom
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npoussogutenem. [omkHbl 6biTb BHeApPEeHbl COOTBETCTBYIOLWIME KOHTPOSIbHbIE MEPONPUATUS B OTHOLUEHUU
ANEKTPOHHbIX [OOKYMEHTOB, TaKuMx Kak LWwabroHbl, OpMbl U MNepBUYHbIE LAOKYMEHTbl. [OMmKHbl NPOBOAUTLCSA
COOTBETCTBYHOLUNE KOHTPOSbHbIE MEeponpuATUS Ans obecneyeHus LEenoCTHOCTM 3anucen B TeYeHWe Cpoka
XpaHeHus.

100. (4.2) JomkeH ObITb YCTAHOBMNEH MOPSAOK pa3paboTKM, OOPMIIEHUS, Bbla4yu, U3LATUS OOKYMEHTOB U
BHECEHNSI B HUX U3MeHEeHWW. [JOKyMEeHTbl JOMKHbl COOTBETCTBOBATb TPeOOBaHUSIM pPErncTpauuoHHOro Oocbe, a
Takke [OKYMEHTaM, noJaBaembiM AN MOMyYeHUs JIMLEH3UM Ha MPOWM3BOACTBO JIEKAapCTBEHHbIX CPEACTB.
BocnpoussegeHne oOpurmHanbHbIX OOKYMEHTOB C Liefbl MOSTyYeHUS YYETHbIX KOMWWA He OOSPKHO MpUBOAUTL K
BO3HUKHOBEHUIO KaknX-1Mbo owmboK Npu KONUPOBaHMUMK.

101. (4.3) PernameHTupytoLwme JOKYMEHTbI YTBEPXKAAIOTCA M NOANMCLIBAIOTCA NIMLAMW, UMEOLLMMUN NPABOo NOAMMUCH,
C ykaszaHueM gatbl. CoaepikaHue AOKYMEHTOB AOMKHO 6bITb 04HO3HAYHbIM. [JOKYMEHTbI AOMKHbI UMETb YHUKAIbHYHO
noeHTndmkauunio. Heobxoanmo yctaHaBnuBaTb CPOK AENCTBUS LOKYMEHTOB.

102. (4.4) PernameHTupytoLime AOKYMEHTbI OOMKHbI MMETb NOTMYHYIO CTPYKTYpY, oBecneunBatoLLyo NpocToTy ux
npoBepkn. CTUMb U3NOXEHUST JOKYMEHTOB AOMMKEH COOTBETCTBOBATL X NpeanoniaraeMomMy UCNOMb30BaHMIO.

103. (4.5) [JokyMeHTbl OOMKHbI PerynspHoO nepecmMaTpyMBaTbCA M akTyanuanpoBaTbCsl, HEOBXOOANMO WCKMYNTb
NCMNonb30BaHWe YCTapeBLLUNX BEPCUN.

104. (4.6) JOKyMeHTbI He pekomeHayeTcsi 0POPMISATbL B PyKONUCHOM Buae. Ecnn B JOKyMeHTe nNpeaycMOTpPEHO
PYKOMUCHOE BHECEHWNE AaHHbIX, TO A9 3TOro AOIMKHO ObITb 4OCTAaTOYHO MeCTa.

MpaBuna Hagnexawero 4OKyMeHTanbHoOro oopmMreHms

105. (4.7) BHeceHne pyKONMCHBIX AAHHbLIX OOJMPKHO BbIMOMHATLCS YETKO, pas3bopumBo n Takum obpas3om, 4TobbI
BHECEHHbIE JaHHbIe HeMnb3s ObINo yaanuThb.

106. (4.8) 3anucu cnegyeT BECTU MPU BbINOSIHEHUM KaXXOoro AEWCTBUS U TakuM obpasom, 4Tobbl MOXHO Oblno
npocneauTb BCHO 3HAYMMYIO OeATENbHOCTb, KacaloLLyCcs NPOM3BOACTBA NIEKapCTBEHHbIX CPEACTB.

107. (4.9) Iloboe nameHeHne, BHOCMMOE B JOKYMEHT, NOAMMCLIBAETCSA U faTnpyeTcs. VIameHeHne OOMmKHO AaBaTb
BO3MOXHOCTb MPOYTEHMS MEepBOHayanbHoOW WHgopmauun. ae npuMeHMmMo, JOfmkHa OblTb yKasaHa npuyunHa
N3MEHEHWSI.

XpaHeHue JOKYMEHTOB

108. (4.10) HeobxoamMmo 4eTko onpenenuTb, Kakme 3arnncyu OTHOCATCH K KOHKPETHOMY BMAY NPOV3BOACTBEHHON
OeAaTenbHOCTU U rae OHM HaxogaTcd. Heobxoaumo npefycMOTpeTb Mepbl KOHTPONS, KoTopble obecneuymBatoT
LEeNoCTHOCTb 3anucen Ha MPOTSXEHUN BCEro Cpoka Ux xpaHeHus. [pn HeobxoanmMocTn aTM Mepbl AOMKHbI BbiTh
BanmanpoBaHbl.

109. (4.11) Ocobble TpeboBaHUSA BbIABUraOTCA K AOKYMEHTaLUN Ha CEpUto, KOTOPYI CMeayeT XpaHUTb B TeYeHune
OHOro roga nocrie OKOHYaHUsi Cpoka roAHOCTU 3TOW CEPUM UMM He MeHee MATK NeT Nocsie OLEeHKN COOTBETCTBUA
Cepvun ynonHOMOYEHHbIM fMLIOM (B 3aBMCMMOCTM OT TOrO, Kakon CpoK gonblue). [Ina nekapcTBeHHbIX NpenapaTos,
npegHa3HavYeHHbIX AN KNMHUYECKUX UCCNeAoBaHniA, AOKYMEHTALMI0 Ha Cepuio criedyeT XpaHUTb He MeHee MATK
neT nocne 3aBepLUeHUst Unu nNpekpaLLeHns KIMHUYEeCKNX CCreaoBaHui, B KOTOPbIX MCMOSfIb30Banm aTy Cepuio.
110. (4.12) Ona gpyrMx BMAOOB AOKYMEHTaLMM CPOK XPaHEHMs 3aBUCUT OT BUAOB AEATENbHOCTU, KOTOPYK 3Ta
AOKyMeHTaumsa conpoBoxaaeT. Kputuyeckyto JOKyMeHTaumMK, BKNoYas MCXogHble AaHHble (HanpuMep, KacaroLwmecs
Banugauum unu ctabunbHOCTK), NOATBEPXAaoLmne MHOPMaLMIO PerMcTPaunoHHOro 40Cbe, HEOOXOAMMO XpaHUTb
Ha NPOTSXKEHUM CpoKa AENCTBMSA PErMcTpauMoHHOro ygoctoBepeHus. [lonyckaeTcs yHUYTOXaTb onpefeneHHyo
AOKyMeHTaumto (Hanpumep, UCXOAHbIe AaHHble, COMPOBOXAALLME OTYEThI N0 Banuaauum unu ctabunbHoOCTH), ecnu
AaHHble Obinn 3aMeHeHbl MOMHbIM KOMMMEKTOM HOBbIX AaHHbiX. O60CHOBaHME Takux AENCTBUMN AOMMKHO ObiTb
0ohopMIMeHo AOKyMeHTanbHO. [py 3ToM Heo6XxoauMO yunThIBaTh TPEOOBAHMS K XpaHEHUIO JOKYMEHTaLUN Ha Cepuio,
Hanpumep, B cny4ae AaHHbIX N0 Banuaauuu npouecca ConpoBOXAaoLWME UCXOAHbIE AaHHbIE crneayeT XpaHuTb, no
KpaviHey Mepe, Takoe Xe BpeMsi, KaK U [OKYMEHTauWlo Ha BCe Cepuu, ONSA KOTOPbIX paspelleHue Ha Bbinyck
NoATBEPXKAEHO AAaHHBIMU 3TUX BanMOaUMOHHbIX UCCreaoBaHUN.

Cneuundmkaumm

111. (4.13) lNpousBogunTenb AOMKEH MMETb COOTBETCTBYIOLLIMM 0OpasoM yTBEepXAEHHble cneundukaumn Ha
NCXOAHOE ChbIpbe, YNaKkoBOYHbIE MaTtepuarbl U FOTOBYIO NPOAYKLMIO C YKa3aHWeM faTbl yTBEPXKAEHUS.
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Cneu,mchKame Ha UCxogHoe Cbipbe 1 YyNakoBO4YHble MaTepuarnbl

112. (4.14) Cneumdukaumm Ha UCXOOHOE ChIpbe M YMaKOBOYHbIE MaTepuarnbl OOJPKHbI CoaepXaTb (MM OOIDKHbI
NMPVMBOAUNTBLCS COOTBETCTBYIOLLMNE CChINKN, TAe NPMMEHUMO) criegyloLlee:

a) (a) onMcaHne MCXOQHOTO ChipbS UMW YNAKOBOYHbIX MaTepuanos, BKMYalLlee:

HavMeHOBaHWe 1 BHYTPEHHUI Kog (Mpu HeO6X0AMMOCTH);

CCbINIKy Ha chapMaKkonenHyto CTaTblo, HOPMaTUBHYIO JOKYMEHTALUMIO UM HOPMATUBHBIN JOKYMEHT;

HaVMeHOBaHWEe YTBEPXKAEHHbBIX MOCTABLLMKOB U MPOU3BOAUTENSI UCXOAHOTO Chipbs UMW YNAaKOBOYHbBIX MaTepraros;
obpasey nevaTHbIX MaTepuanos;

6) (b) nHcTpykuMM No oTb6opy NPob 1 NPOBESEHMIO UCTBITAHWUN;

B) (C) Ka4eCTBEHHbIE U KONMMYECTBEHHbIE XapakTEPUCTUKN C yKazaHUEM npeaerbHbIX 3HaYeHNI;

r) (d) ycnoBus xpaHeHnsi 1 Mepbl NPeAOCTOPOXHOCTY;

A) (e) cpok rogHoCTH.

Cneundukaumnm Ha MPOMEXYTOUHYH U HepacdgacoBaHHYO NPOAYKLUI0

113. (4.15) CneundukaLmm Ha NPOMEXYTOUHYO U HepacdacoBaHHY NPOAYKLMIO AOIMKHbI ObITb B HANUYUM Npu ee
NprMobpeTeHNN UNn OTIPY3KE U MPU UCMOMb30BaHWUM OAHHbLIX O NMPOMEXYTOYHOM NPOAYKLUUM MPU OLIEHKE KayecTBa
rOTOBOM MPOAYKUMKU. DTN cneumdmkaumm OOmKHbl BblTb aHanormyHbl cneumdmkaumnsiM, COOTBETCTBEHHO NOO Ha
NCXOAHOE Chbipbe, MMBO Ha roTOBYIO MPOAYKLINIO.

Cneumndukaumm Ha roToByt NPOAYKLNIO

114. (4.16) CneundukaLm Ha roTOBYIO NPOOYKLMIO AOIMKHBI COAEpXKaTb crneayoLlime gaHHble:

a) (a) HameHoBaHWe nekapCcTBEHHOIO CPpeacTBa U ko4 (Npy HEOBX0AMMOCTHN);

6) (b) cocTaB nekapCTBEHHOrO CPEACTBA UMK CCISIKY Ha COOTBETCTBYIOLLYIO (hapMaKoneHyto cTaTblo, HOPMaTUBHYIO
OOKYMEHTaLMIO UM HOPMATUBHBINA JOKYMEHT;

B) (C) onmcaHne nekapcTBeHHOW hopMbl U NOAPOOHbIE CBEAEHUSI 00 yNakoBKe;

r) (d) nHcTpyKuMmM No oTbopy Npob 1 NPOBEAEHMIO UCNbITAHWI;

4) (e) Ka4eCTBEHHbIE M KONMMYECTBEHHbIE XapaKTEPUCTUKUN C yKasdaHUEM AONYCTUMbIX NpeaernbHbIX 3Ha4YEHNI;

e) (f) ycnoBusi xpaHeHWs 1 Mepbl NPeSOCTOPOXHOCTM NPY UCNOMBb30BaHUK (rae NPUMEHUMO);

X) (g) cpok rogHoCTW.

rlpOMbILIJJ'IeHHbIPI pernameHT n TeXxHonorn4eckme NHCTPyKunumn

115. Ha kaxpgoe npou3BoaMMOe neKkapCTBEHHOE CpPeACTBO M Kaxabli 0bbem cepunm HeobXxoaumo WMeTb
MPOMBILLIIEHHBIA  PErnamMeHT, YTBEPXAEHHbLIN pPYKOBOAMTENEM MPOU3BOAUTENS JNEKAPCTBEHHbLIX CpPeacTs, U
TEXHOMNOrMYeCcKMe NHCTPYKLNN.

116. (4.17) TpOMBbILNEHHBIN pernaMmeHT BKOYaeT B cebs nepeveHb UCMONb3yeMbiX dapMaLeBTUYECKNX
cyOCcTaHUu 1 BCMOMOraTerbHbIX BELLECTB C YKazaHMEM KONMMYECTBA KaXKOOro M3 HUX, AaHHble 00 MCNonb3yemMom
obopyaoBaHuM, onmMcaHue TEXHONMOrMYeckoro npolecca M MeTOAOB KOHTPOSsi Ha BCEX 3Tanax MnpoM3BOACTBA
nekapcTBeHHbIX cpeacTtB. ObLme TpeboBaHUS K CTPYKTYpe M MHble TpeBOBaHMA K COOEPXKaHWMIO MPOMbILLIIEHHbIX
pernamMeHTOB YyCTaHOBMNEHbI COOTBETCTBYIOLLMMU HOPMATUMBHbLIMW NMpaBoBbIMK akTamu Poccuickon ®eaepauun.
117. (4.18) TexHONoOrM4yeckme NHCTPYKLMM BKITHOYAIOT B cebs:

a) (a) gaHHble O MecTe OCyLlecTBNeHNsa npouecca M 06 OCHOBHOM 060pyaoBaHMM, KOTOPOE OOIMKHO MpU 3TOM
NCMNonb30BaTbCs;

6) (b) MeTOAbI MNK CCINKM HAa METOAbI, KOTOPbIE NCNOMNb3YHTCHA ANA NOArOTOBKM MPOU3BOACTBEHHOrO 060pya0BaHUS
(Hanpumep, o4nCTKa, MOHTaX, KannbpoBka, cTepunusauus);

B) (C) MHCTPYKUUK MO NpOBepKe Toro, 4To obopyaoBaHMe u pabodee MecTo CBOOOAHLI OT NpeablayLLe NPoayKUmK,
HEHYXXHbIX AN 3annaHMpOBaHHOrO npolecca [OOKYMEHTOB W MaTepuarnoB, a TakKe MO MNpOBEpPKE YMCTOThI
06opyaoBaHUst U ero rOTOBHOCTM K CneayoLlemy npoLeccy;

r) (d) noapo6Hoe onucaHne kaxaoro 4eNCcTBMSA (HanpyMMep, NPOBEPKU MaTepuanos, NpeaBapuTenbHon obpaboTky,
nopsiaka 3arpysku cbipbsi, KpUTUYECKMX NAapaMeTPoB npoLecca (Bpems, TemnepaTypa);

4) () WHCTpykuum no BMAaM KOHTPOMs B Mpouecce MpPoOM3BOACTBA C yKa3aHWeM [AONyCTUMbIX Mpeaenos
KOHTPONMMpYyeMbIX NapameTpoB;

e) (f) TpeboBaHus Kk xpaHeHUo HepacdacoBaHHOW NPOAYKUMW, BKIIOYasA Tapy, MapKMpPOBKY 1 cneumarbHble YCIoBUS
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XpaHeHus, rae aTo TpebyeTcs;
X) (g) cneumansHble Mepbl NPEAOCTOPOXHOCTU.

WHCTpYKLMM MO ynakoBke

118. (4.19) Ona kaxgoro fekapCTBEHHOIO CPeAcTBa, pa3mepa W Tvna ynakoBKW AOIMKHbI ObiTb YTBEPXKOEHbI
WHCTPYKLMM MO yNakoBKe, BKMOYaoLWmne cneayowmne cBeAeHNst UIN CCbINKN Ha HUX:

a) (a) HanmeHoOBaHWe NeKapCcTBEHHOTO NpenapaTa, BK4vas HoMep cepumn HepacdacoBaHHOW NPOAYKLNN 1 TOTOBOK
npoayKunu;

6) (b) onucaHue ero nekapcTBeHHON POPMbI 1 AO3UPOBKM (FAe NPUMEHUMO);

B) (C) KONMYECTBO NEeKapCTBEHHOIO CPEACTBa B OKOHYATENBHOWN YNaKoBKe, BLIPAXXEHHOE B LUTYKAX, €AMHMLAX Macchbl
nnmn obbLema;

r) (d) nonHeI“ nepeyveHb BCeX HEOOXOANMbIX YNAaKOBOYHbBIX MaTepuarnoB, BKIOYas X KONMYECTBO, pa3Mepbl U TUMbI
C yKka3aHueM Kofa unv Homepa, OTHOCSLUMXCS K cneunduKkaumsam Ha Kaxabli yNakoBOYHbIA Matepuan;

4) (e) rae npMmeHumo, obpaseL, Unu KON COOTBETCTBYIOLUMX MEeYaTHbIX YNaKOBOYHbIX Marepuanos 1 obpasLbl,
yKa3blBaloLLMe Ha MECTO HAaHECEHMS HOMepa Cepumn 1 Cpoka rOAHOCTU NPOAYKLMK;

e) (f) ykazaHusi no npoBepke O4MCTKN UCMOMb3yeMoro o6opyaoBaHnsi 1 pabovero mecTa oT NpeabigyLlen NpogyKunm,
OOKYMEHTOB U MaTepuaroB, KOTopble He TpebytoTcst ANA NPOBEeAEHNs 3annaHNPOBaHHbIX ONepaLmi Mo ynakoBke
(4ncToTa NUHKMKM), a Takke YUCTOTbl U TOTOBHOCTU AaHHOTO 060pyA0BaHMS K UCMONb30BaHUIO;

X) (g) ™mepbl NpegoCTOPOXHOCTW, BKMAKYas TwaTenbHYI0 MPOBEPKY 30Hbl YMNakoBKM U  06opyAoBaHwus,
rapaHTMpyloLLmMe O4YMCTKY YNakoBOYHOW NUHWUM Nepen Havanom paboTsl;

3) (h) onucaHue npouecca ynakoBKW, BKMOYasa BCe BaXHble BCMOMOratenbHble onepauMm 1 UCMofb3yemoe
obopynoBaHue;

n) (i) onncaHne KOHTPOA B NpoLecce NPOM3BOACTBA C yKadaHUsIMM No 0TOOPY Npob 1 AONYCTUMbIX NPeaenos.

[ocbe Ha cepuio

119. Jocbe Ha cepuio coaepXkuT 3anuncy no NpPon3BoACTBY Cepuu, 3anncu no ynakoBKe CEPUN U ApYrve AOKYMEHTHI,
noATBepXXAaloLuMe NpousBOACTBO CEpUM B COOTBETCTBUM C HacTosiwmmu lNpaBunamu, a Takke OOKYMEHTbI AJs
peanusauum cepun.

3anuncu no Npon3BoacTBY Cepum

120. (4.20) Ha kaxayto npousBedeHHY Cepuio AOMKHbI COXPaHATBCA 3anucu no NPoOM3BOACTBY Cepuun, KOTopble
OCHOBbIBAIOTCA Ha MPOMbILNEHHbIX PEerfnaMeHTax M TEXHONOTMYECKUX WMHCTPYKUMSX M copepXaTt creayoLyto
NMHpopmMaumio:

a) (a) HameHoBaHWe N HOMep cepun NPOaYKL MK,

6) (b) oaTbl 1 Bpemsa Havana 1 3aBepLUeHUs TeXHOMOMMYecKoro MpoLecca, a Takke OCHOBHbIX NMPOMEXYTOYHbIX
cTagun;

B) (c) chamunuio(M) M wnHULManNbl onepatopa(oB) KaXOoOW OCHOBHOW TEXHOMOrMyeckon onepauun u, npu
HeobxoAMMOCTH, NnLa, MPOBEPMBLLErO KaXayo U3 3TUX onepauui;

r) (d) Homep cepun n (MUNU) HOMEpP aHANUTUYECKOrO KOHTPOMS, a Takke (pakTUYEeCKM OTBELUEHHOE KOMNUYecTBO
NCXOOHOrO CbIpbsi KaXAO0ro Buaa (BKrovas Homep Cepum 1 KonmyecTBo nboro A4obaBneHHOro pereHepupoBaHHOro
nnun nepepaboTaHHOro Cbipbs);

A) (e) OCHOBHbIE TEXHONOTMYECKME onepaunm Unu AencTBus, a Takke OCHOBHOE UCMNoMb3yemoe 060pyaoBaHue;

e) (f) 3anmcm No KOHTPOMO B NpoLiecce NpoOM3BOACTBA C YKa3aHUEM UCTIONHUTENEN U MOMYYEHHbIX pe3ynbTaTos;

X) (g) BbIXOA4 NPOAYKUMM HA Pa3NUYHbIX CTaaMsax Npou3BOACTBa;

3) (h) onucaHve OTKINOHEHU OT MPOMBILMEHHOrO perfameHTa U TEXHOMOrMYECKUX MHCTPYKUMA, nognucaHHoe
YNOSIHOMOYEHHbBIM NIULIOM C YKa3aHueM aaThbl;

1) (i) nognuch nuua, OTBETCTBEHHONO 3a TEXHONOrMYECKUIA NPOLLECC, C YKasaHneM Aathbl.

121. 3anucu no NpomnsBOACTBY CeEpUU NPOAYKLUMU O0POPMAAIOTCA AOKYMEHTaNbHO OOHOBPEMEHHO C BbINOMHEHNEM
COOTBETCTBYHOLLEN Onepaumu.

122. B cnyyae ecnv BanvaMpOBaHHbLIA MpOLECC MoABepraeTcsl NMOCTOSHHOMY MOHWUTOPWHIY W KOHTPOIO, TO
aBTOMaTU4YeCcKn co3gaBaemMble OTYETbl MOTYT OrpaHMYMBaThbCs OOLUM 3aKMioYeHNEeM O COOTBETCTBUM U OTYETamu
00 OTKIMOHEHMSAX 1 (UNN) OTCTYMMEHUSAX OT cneundukaLmn.
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3anucuy no ynakoeke cepumn

123. (4.21) Ha kaxgyro NponsBeeHHYH CEPUIO MW YaCTb CEPUN O0IMKHbI COXPAHATLCS 3anmcuy Nno yrnakoBke cepumn.
OHu OOMKHbI OCHOBBIBATLCS HA COOTBETCTBYHOLLMX YACTAX MHCTPYKLMIA MO yrNaKoBKe.

124. 3anvcuy no ynakoBKe cepum OOMKHbI BKMoYaTh B cebs crieqylolime gaHHble:

a) (a) HaMMeHoBaHMe 1 HOMEpP Cepun NeKapCTBEHHOIO CPEACTBA;

0) (b) gaty (aaTtbl) n Bpems NpoBeAeHUs ornepaumnii No ynakoBKe;

B) (c) cdhammnmio(n) M wHMUManNbl onepaTopa(oB) KaXOoW OCHOBHOWM TEXHONOrMYecKonm onepaumMm K, npu
Heob6xooMMOCTH, N1La, NPOBEPMBLLETO KaXaylo M3 9TUX onepauui;

r) (d) 3anucu npoBepOK MOAEHTUYHOCTM U COOTBETCTBUSA UHCTPYKLMAM MO YNakoBKe, BKIOYasi pe3ynbTaTbl KOHTPONS
B NpoLecce Npon3BOACTBa;

A) (e) ceegeHuns 06 ocyLLeCTBREHHbIX Onepaunsax no ynakoBke, BKMYasi CCbIMKN Ha NCMONb30BaHHOEe 0bopyaoBaHme
N YyNaKoBOYHbIE NTUHUN;

e) (f) obpasubl MCMONMB30BAHHOIO MEYATHOrO YMAKOBOYHOrO Martepwana, Bkrovas obpasubl C HaHECEHHbIMM
HOMEpOM Cepun, CPOKOM FrOOHOCTU U MPOYYMMU LOMNOMHUTENBHBIMY MapKUPOBOYHLIMU OAHHBIMY;

X) (g) onMcaHne OTKIOHEHUIM OT MHCTPYKUWIA MO YNakoBKE, NMOAMUCAHHOE YMOSTHOMOYEHHBLIM JIMLOM C yKa3aHUeM
Oarbl;

3) (h) konNMYecTBO M CCbINIKy Ha HOMEP WM HaMMEHOBaHWE BCEX MeyvaTHbIX YMaKOBOYHbIX MaTepuarnoB WU
HepaccdacoBaHHON NPOAYKLMW, BbIOAHHbLIX, UCMOMNBb30BAHHBLIX, YHUYTOXEHHbIX MMM BO3BPALLEHHbIX Ha ckrnag, a
Takke KONMMYECTBO FOTOBOrO MpoAykTa Ansi COCTaBNeHWst maTepuanbHoro 6anaHca. ONeKTPOHHbIA KOHTPOIb B
npoLecce ynakoBKu SIBMSIETCA OCHOBaHWEM ANSA HEBKIIOYEHMS TAaKOM MHpopmMaLuu;

n) (i) noanmcke nuua, OTBETCTBEHHOIO 3a NPOLIECC YNAKOBKM, C YKa3aHUEM OaTbl.

Mpoueaypsl 1 3anucu
Mpuemka

125. (4.22) Ha npuemKy Kakgow MOCTaBKM KaXKAOrO BuAA WCXOLHOMO Cbipbs (B TOM 4yMcne HepacdacoBaHHOW,
NPOMEXYTOYHOW MUIM FOTOBOM NPOAYKLNUN), @ TAKKe NEePBUYHbIX, BTOPUYHBIX U NeYaTHbIX YNakoBOYHbIX MaTepuanos
OOIMKHbI ObITh B HANMYMK YTBEPXKAEHHbIE MPON3BOAUTENEM NpoLeaypbl 1 NOATBEPXAAOLNE 3anmcu.

126. (4.23) 3anncy no npuemKe SOIMKHbI COAepXKaThb:

a) (a) HanmeHOBaHWe MaTepuana B HaknagHom u Ha Tape;

6) (b) BHyTpU3aBoACKOE HaMMeHOBaHMEe (ECnU OHO OTNMYaeTCs OT HaUMEHOBaHWS, YKa3aHHOro B nognyHkre "a"
HacTosLLero nyHkTa) n (unu) kog Mmatepuana (npu HeobxogumocTw);

B) (C) maTty npmemku;

r) (d) HaumeHoBaHMe NocTaBLLMKa N HAUMEHOBAHWE NMPOM3BOAUTENS;

4) (e) Homep cepum NponsBoaUTENS;

e) (f) obLLee KONMMYECTBO MONYYEHHbIX MaTEPUArioB 1 YUCIO eANHUL, YNaKOBOK;

X) (g) HoMep cepumn, NPUCBOEHHbLIN NOCNe NPUEMKM, rae NPUMEHUMO;

3) (h) ntobble cylecTBEHHbIE 3aMeYaHus.

127. (4.24) Tpoussoantenb AOMKEH YTBEpAUTb npoueaypbl MO BHYTPU3ABOACKOW MapKUPOBKE, KapaHTUHY U
XpaHEHMWIO UCXOOHOIO CbIpbsl, YNAKOBOYHbIX M, ECNN HEOOX0AUMO, APYrMX MaTepmanos.

Ot60p npob

128. (4.25) lNpowussoguTenb [OMKeH yTBepAWTb npouenypbl MO OT6opy npob, copgepxawme csBegeHus 06
Mcnofb3yemMblX MeTogax 1 o6opy,qosava|, Konn4yecTBax, KOTOpble OOJTKHbI ObITb OT06paHbI, 1 NoObIX nognexawmnx
cobnofeHnIo Mepax NPefoCTOPOXHOCTM BO M3bexaHWe KOHTaMMHauuu martepuana unuv nioboro yxyaleHus ero
kayecTBa.

[NpoBeaeHne ncnbitaHum
129. (4.26) MNMpounssoauTenb JOMKEH YTBEPAUTbL METOAMKN UCMbITAHUS UCXOLHOIO Chipbsl, YNAKOBOYHbLIX MaTepranos

N NpoOyKUMU Ha PasnUYHbIX CTagusix NMPOM3BOACTBA C YyKasaHWEM WCMOSb3yeMbIX METOAOB U 060opyaoBaHMs.
MpoBeaeHHble UCTbITaHNSt 0POPMASIOTCA AOKYMEHTaNbHO.
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WHble pencrteuga

130. (4.27) MNMponseoguTenb AOIMKEH YTBEPAUTL NPOLIEAYPbl, YCTaHaBMNMBaOLWME MOPSOO0K BbiNycka 1 3a0pakoBKu
CblpbS M NPOAYKLMU, B YaCTHOCTW, Bbldayy YMNONHOMOYEHHbIM(M) NUUOM(amKn) paspelleHns Ha BbIMyCK roTOBOW
npogykuun. Bce 3anmcn 4omkHbl 6bITb 4OCTYMHbI YNOMHOMOYEHHOMY nuuy. [omkHa OblTe BHeApeHa cuctema Ans
0603HavYeHns cneumnanbHbiX HabMIAEHNI U NMOObIX U3MEHEHUI B OTHOLLIEHUN KPUTUYECKUX OaHHbIX.

131. (4.28) MNMpomnsBoguTenb AOMKEH BECTU U COXPaHATb 3anuncu Nno peanunsaumm Kaxgon cepumn NnpoayKkumm B LEensax
obrneryeHnst oT3biBa 9TON cepum B Crnyvyae HeobXoauMOCTH.

132. (4.29) Heo6x0aMmMo NMeTb MMCbMEHHO U3IOXEHHbIE NPUHLMMBI, NpoLeaypbl, NaHbl, OTYETbl U OTHOCALLMECSH K
HUM 3anucy NPeanpPUHATLIX AENCTBUIA UMK COAENaHHbIX 3aKMYeHW, rae NPUMEHNMO, B OTHOLLEHWM:

Banuaaumm n ksanudukaumm npoLeccos, 060pyaoBaHUS U CUCTEM;

MOHTaxa v kanmbpoBkn obopyaoBaHus;

nepeHoca TEXHOJOI1IA;

TEXHUYECKOro 06CNy>XMBaHUA, OYUCTKN U Ae3UHEEKLY;

nepcoHana, BKMo4Yas naeHtudvkaumo nognucen, obyyeHme HactosAwmm lMpaBunaM u TEXHUYECKUM BOMpPOCaM,
nepeogeBaHne U rMrmeHnyeckme TpeboBaHus, a Takke NPoBepKy 3pdPEKTUBHOCTU 0OyYEHNs;

MEepONPUSITUIA, HAaNpaBMEHHbIX HA OCYLLECTBIIEHNE KOHTPONSA NOSBIEHNS U pacnpoCcTpaHeHus BpeauTenen;
npeTeH3un;

OT3bIBOB NPOAYKLNY;

BO3BpaTOB NPOAYKLMUY;

KOHTPOISI U3MEHEHUI;

paccrneaoBaHUSA OTKITOHEHWUA N HECOOTBETCTBUM;

BHYTPEHHEro ayguTa KadecTtsa u (unu) cooTeeTcTeus TpeboBaHnsiM HacToswumx MNpaeunm;

0606LeHuns 3anucen (Hanpumep, ob63opa kavecTsa NPoAyKLUMM) NpU HeobXoaANMOCTY;

OLIEHKWN, NMPOBEAEHHON B TOM 4uCrie B MECTE OCYLUECTBMEHUS OeSATENbHOCTU MOCTaBLUMKa (Oanee - oueHka
nocTaBLLMKa).

133. (4.30) MNMpounsBoguTene AOMKEH YTBEPAUTb OL4HO3HAYHbIE MHCTPYKLMU MO 3KCMyaTauuyv OCHOBHbIX eOuHML,
NPOU3BOACTBEHHOIO U KOHTPOJSbHO- aHanMTn4eckoro obopynoBaHus.

134. (4.31) MNMpoussoguTenb JOMKEH BECTU PETMCTPALMOHHBIE XXypHanbl Ans Hanbornee BaXXHOro UM KPUTUYECKOTO
TEXHOMNOrMYECKOrO M KOHTPOSIbHO- aHanUTMYeckoro obopyaoBaHus, a Takke ANns NoMeLLeHUn, rae Npov3BoAMIIach
npoaykuusi. B aTnx )xypHanax SOMmKHbl PErMcTPUpOBaTLCS B XPOHOSOrMYecKoM nopsiake nioboe ncnonb3oBaHne aTux
nomeLleHnn, obopyaoBaHUa U METOAOB, NMPOBEAEHME KANMOPOBKM, TEXHUYECKOrO OBCMYXMBAHUS, OUYUCTKA UMK
PEMOHTA C yKa3aHMeM AaT U ML, BbINOMHUBLUNX 3TW paboTsbl.

(4.32) MNMpounssogmnTens JOMKEH BECTU yYeT AOKYMEHTOB B paMKax CUCTEMbI ypaBreHUs Ka4eCTBOM.

MPOU3BOACTBO (I'TTABA 5)
MpuHUMN

135. TexHonornyeckue onepaunn oCyLecTBAKTCA MO YETKO YCTaHOBJ1IEHHBIM NMpoueaypam, oTBe4daroT HaCToALWNM
npaBI/IJ'IaM Ona nonydeHunda npoaykumm Tpe6yeM0ro KayeCtBa MU COOTBETCTBYKT JIMLUEH3UM Ha Nnpon3BOACTBO
NekapCTBEeHHbIX CpeacTs U pernctpaumMoHHOMY OoCbe.

O6wume TpeboBaHus

136. (5.1) MNpon3BOACTBEHHBIN NPOLIECC AOIMKEH OCYLLECTBMAATbCSA M KOHTPOMNMPOBATLCH KBaNUUUMpOBaHHbLIM
nepcoHarnom.

137. (5.2) Bce gencreus, NpoBOAMMbIE C UCXOOHBIMU CbipbeM, YNAKOBOYHbIMM MaTepuanamu u npogykumnen, Takme
Kak npueMka, kapaHTuH, oT6op nNpob, xpaHeHWe, MapKkUpOBKa, Bbl4aya B NPON3BOACTBO, TEXHOIOrMYECKMI NpoLecc,
ynakoBka ¥ peanu3auus, OOSDKHbI OCYLLECTBATLCA COrMacHoO npoueaypam UinM UHCTPYKUMSAM, YTBEPXAEHHLIM
npoussoguTeneM, 1 oPopMNATLCA JOKYMEHTarbHO.

138. (5.3) Bce noctynarowime UCXOOHOE Cbipbe M YNAKOBOYHblE MaTepuanbl LOMKHbI ObiTb NMPOBEpPEHbI, YTOObI
rapaHTMpoBaTb, YTO MOCTaBKa COOTBETCTBYET 3aka3y. TapHble MecTa OOMKHbI ObITb OUnLLEHbI (MPY HEO6XOANMOCTH)
N MapKupoBaHbl C ykasaHnem Tpebyemon nHpopmauum.

139. (5.4) dakTbl NoBpeXaeHUs Tapbl K yNakoBku U Mnobble ApyrMe npobnemMbl, KOTopble MOryT HebnaronpusTHO
MOBNUSATb HA KAYECTBO MCXOAHOMO ChipbS U YNAKOBOYHbIX MaTepunanos, AOMKHbI ObiTb paccregoBaHbl, 0pOpPMIIEHbI
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AOKYMEHTarnbHO, a UHopMaLns 0 HUX AO0IMKHa BbiTb 4ONOXEHa B NoAgpasaeneHne KOHTPOns kavyecTsa.

140. (5.5) MNocTynatolme UCXOQHOE Chipbe W YNakoBOYHbIE MaTepuansl U NPOu3BEeAEeHHas roToBas MNpoayKums
OOMMKHbI HEMEeAJIEHHO NOMEeLLAaTbCs B KAPaHTUH, AENCTBYOLWMUIA NO NPUHLUMMY Pa3faernbHOro XpaHeHus unm 3a cyer
OpraHM3aunoHHbBIX Mep, N COAepXaTbCs B HEM A0 MOJYYEHUS paspeLleHus Ha UCMONb30BaHWE UCXOOHOIO Chipbs
UNn paspeLleHns Ha BbIMyCK FOTOBOW NPOaYKLUNN.

141. (5.6) MNpuemka 3akynaemon nNpoMeXxyTo4HOW U HepacacoBaHHON NPOAYKLMM NPOBOAUTCS B COOTBETCTBMM C
npaBvnaMmu, JENCTBYOLMMW AMst UCXOAHOTO ChIPbS.

142. (5.7) Bce ncxogHoe cbipbe, YyNakoBOYHble MaTepuarnbl U NPOAYKLMIO criegyeT XpaHuTb B COOTBETCTBYHOLLMX
YCINOBUSAX, YCTaHOBMEHHbIX Mpou3BoAMTENeM, B OMNpeAereHHOM nopsigke, obecneuynBarollem pasgeneHue no
CEpPUsiIM U YCTaHOBIIEHHYIO 04epeaHOCTb UCMOMb30BaHMSA CKNaACKMX 3anacos.

143. (5.8) NMpousBoguTens AomMKeH NPOBOAUTL NPOBEPKN BbIXOAOB U MaTepuansHoro 6anaHca, 4tobbl yoeantbcs B
OTCYTCTBMM OTKIOHEHMWI, MPEBbILLAIOLLMX AONYCTUMbIE NPEAErbHbIE 3HAYEHUS.

144. (5.9) He ponyckaetcsa ogHOBpEMEHHOE WM MnocrefoBaTernbHOe NPOBEAEHME onepauun ¢ pasnuyHbIMU
npooykTamy B OZHOM M TOM e MOMELLEHMM, 3a MWCKIIOYEHWEM Tex CryyaeB, KOrda He CyllecTBYeT pucka
nepenyTbiBaHUS UM NEPEKPECTHOW KOHTaMUHALMK.

145. (5.10) MNpoaykumsl, ICXOQHOE Chipbe N YNAKOBOYHbIE MaTepuanbl AOMKHbI ObiTb 3aLUMLLEHbl OT MUKPOGHOW U
OPYron KOHTamMmMHauun Ha BCeX CTaamsax Npon3BOACTBa.

146. (5.11) lpu paboTe c cyxumum MaTepuanamMmum W NpoAyKUMen HeobxoaMMO NpuMHUMaTb Ocobble Mepbl
NpPegoCTOPOXHOCTU MO MpefoTBpaLleHnio 06pa3oBaHMs M pacnpocTpaHeHUs Mnbin. OTO OCOBEHHO BaXKHO Mpu
paboTe C BbICOKO aKTUBHBLIMW Y CEHCMBUNN3MPYIOLLMMIN BELLLECTBAMM.

147. (5.12) B TeyeHune Bcero BpeMeHu npouecca npomM3BOACTBa BCE MCMONb3yeMble UCXOAHOE Chipbe, YNaKOBOYHbIE
mMaTepuansl, Tapa Ans HepacdacoBaHHOW NPOAYKLUKN, OCHOBHbIE eANHULBI 060pYyA0BaHNS 1, NP HEOBXOANMOCTMH,
nomMeLleHns 4OMKHbI BbITb MapKMPOBaHbl ATUKETKAMM MW MHLIM CMOCOBOM C ykazaHueMm NpovM3BOAMMON NPOAYKUMUM
nnn obpabaTblBAEMOro MCXOAHOMO CbIPpbS M YNAKOBOYHbLIX MarepuarnoB, a Takke A03VPOBKM (r4e MPUMEHUMO) K
HOMepa cepun NPOM3BOAMMON NPOAYKUMM. Takas MapKMpoBKa AOIPKHA TakkKe yKkasblBaTb CTagMio TEXHONOMMYECKOro
npouecca (rae NPMMEHUMO).

148. (5.13) BTMKETKN, NPUKPENTEHHBIE K KOHTEHEPaM, 000pY40BaHUI0 MK NOMELLEHNSIM, AOIMKHbI ObITb YETKMMMU,
O[HO3HAYHbIMW, YCTAHOBIEHHOMN Mpoun3BoauTenem ¢opmbl. PekomeHayeTcss B OOMOSMHEHME K MHopMauun Ha
3TMKEeTKax ANS yka3aHus cTaTyca MCnonb3oBaTh LBETOBYIO MapKUPOBKY.

149. (5.14) NpounsBoanTenb JOMKEH KOHTPONMPOBATL NPaBUITbHOCTb COEAUHEHUS TPYOOMNPOBOAOB M APYIMNX YaCTeN
06opyaoBaHust, NPUMEHSAEMBIX A58 TPaHCMOPTUPOBKM NPOAYKLMN N3 OOHOW 30HbI B APYTYHO.

150. (5.15) He gonyckatoTtcsa nobble OTKMNOHEHUS OT MHCTPYKUUA unu metoguk. Ecnv nponsowwno oTknoHeHune, To
OHO [OMKHO ObITb MWCbMEHHO CaHKUMOHMPOBAHO fMLOM, WMEKLWMUM COOTBETCTBYIOLWME MOSIHOMOYUSA, C
npuBneyYeHMemM npm HeobxoaMMOCTM NnoapasgeneHns KOHTPOns KadecTsa.

151. (5.16) B npon3BoACTBEHHbIE NOMELLEHMNS MOXET BXOOANTb TOMbKO NepcoHan, MMeLWnii Npaso AOCTyNa B HUX.
152. (5.17) B nomewyeHnax n Ha obopynoBaHmK, npegHasHavYeHHbIX ANS NPOM3BOACTBA NEeKapCTBEHHbIX CPEACTB,
He JonycKkaeTcs MPOU3BOACTBO NPOAYKLMU, HE SBMAIOLLENCS NIEKAPCTBEHHBIMU CPeACTBaAMMU.

npe,D,OTBpaLLI,GHI/Ie ﬂepereCTHOVI KOHTaMuHauunm npun npon3soacTtee

153. (5.18) OJosmkHa ObITb UCKMNOYEHA KOHTAMUHALIMSA UCXOOHOIO ChIpbs UMW NPOAYKLMU OPYTMM UCXOOHBIM ChipbeM
N nNpoaykumen. Puck cnyvyanHol nepeKkpecTHOW KOHTaMMHaLMW BO3HMKAET B pe3ynbTaTe HEeKOHTPONMpYyemMoro
pacnpocTpaHeHMs MbinK, ra3os, NaApoB, a3po30fen UMM MUKPOOPraHM3MOB, B pesynbTaTe 06paboTkm UCXOOHOro
CbIpbsi U MPOAYKLMMW, BCNEACTBUE HanNnuusa ocTaTtkoB Ha obopyagoBaHuM U Ha ofexae nepcoHana. CteneHb pucka
3aBUCUT OT TUMNA KOHTaMWHAHTA N KOHTaMUHUPYyemon npoaykummn. K Hanbonee onacHbIM KOHTAMUHAHTaM OTHOCATCS
BELLECTBA C BbICOKOW CEHCUOMMM3MPYIOLLEN aKTMBHOCTb, Ouonornyeckme nekapcTBEHHble npenapaTsl,
coAepXallme X1MBble MUKPOOPraHn3mbl, OrnpeaeneHHble TOPMOHbI, LIUTOTOKCUYECKME NIeKapCTBEHHbIE Npenapathl U
Opyrue BbICOKO aKTMBHbIe BellecTBa. Hanbonee onacHon ABNAeTCA KOHTaMUHAUUA NEKapCTBEHHbIX NpenapaTtos,
npegHasHa4YeHHbIX NS MHBbEKUWUIA, a Takke NiekapCTBEHHbIX NpenapaTtoB, NPUHMMaeMbIX B 60MbLIMX Ao3ax 1 (Mnm)
ANUTENbHOE BPeMS.

154. (5.19) Ona npeoTBpaLleHns NepPeKPeCTHON KOHTaMMHaUMM OOJKHBI OblTb MPegyCcMOTPEeHbI COOTBETCTBYOLLME
TEXHUYECKNE U (UITN) OpraHM3aLnOHHbIE MEPbI, B TOM YKCHE:

a) (a) Npomn3BOACTBO B BblAENEHHbIX 30Hax (0bOsi3aTenbHOe Ansl TakuxX MPOAYKTOB, Kak MEHULWISMHbI, XUBblE
BaKUWHbI, JI€KapCTBEHHblE MpenapaTtbl, COAEPXALUME XMBblE MWKPOOPraHM3Mbl, W HEKOTOopble Apyrue
OuornormyeckMe nekapcTBEHHble npenapartbl) WM MNPOM3BOACTBO MO MPUHLMMY MPOU3BOACTBEHHbBIX LMKITOB
(kaMnaHumM ¢ pasgeneHnemM BoO BPEMEHM) C NOCIeayLLEN COOTBETCTBYIOLLENA OUNCTKOMN;
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0) (b) obecneyeHne BO3QYLLHbIMU LLMO3aMN U BbITSXXHBIMU YCTPONCTBAMU;

B) (C) cBEAEHUE K MUHUMYMY pUCKa KOHTaMWHALMW, Bbl3bIBAEMOIO PELMPKYNSALMEN UM MOBTOPHLIM NOCTYMNIIEHMEM
HeobpaboTaHHOro nnn HegocTaTo4YHo obpaboTaHHOro BO3ayxa;

r) (d) xpaHeHve 3alWMTHOW OAEXAbl BHYTPW NMOMELLEHUNA, B KOTOPbIX 0OpabaTbiBaeTcs Mpogykuusi, cosgaroas
0COBEHHO BONbLUIOK PUCK NEPEKPECTHON KOHTaMUHaLNW;

4) (e) NpMMeHeHe MeToA0B OYUCTKM U AEeKOHTaMUHaLMKN C U3BECTHOM 3(PEKTMBHOCTLIO, TakK Kak Hea(EKTUBHO
ouneHHoe 06opynoBaHMe OObIYHO SBNAETCS UCTOYHUKOM NEPEKPECTHOM KOHTaMUHaLMK;

e) (f) ncnonb3oBaHme "3aKkpbITbIX CUCTEM" NPOU3BOACTBA;

X) (g) KOHTPONb HaNU4YMsA OCTaTKOB N NPUMEHEHNE 3TUKETOK, YKa3biBalOLUX CTATyC O4YUCTKM 0b6opyaoBaHus.

155. (5.20) MNpousBoanTens OOMKEH Nepuoanyeckn NpoBEPSATb NPOBEAEHME MEepPOnpUATUIA MO NpefoTBpaLLEeHUIo
nepeKkpecTHOM KOHTaMUHaLMK U X 3¢pEKTMBHOCTL B COOTBETCTBUM C YTBEPXKAEHHBIMU NPOLIEAyPamMMm.

Banupauus

156. (5.21) MeponpuaTtns No Banugaumm OOIMKHbI OblTb OCHOBOW A1 HAAexXallen opraHnsaumm NnpoM3BoacTea u
KOHTPONS1 Ka4yecTBa JIEKApPCTBEHHbLIX CPeACTB B COOTBETCTBMM C HacTosdwmmu [MpaBunamu. OHWM  OOIMKHbI
NpPOBOAMTLCSA B COOTBETCTBUM C YCTAHOBMEHHbLIMM npoueaypamu. NMonyvyeHHble pesynbTaTbl U BbIBOAbI AOSHKHbI
ObITb 0POPMITIEHBI JOKYMEHTASBHO.

157. (5.22) Npn BBEAEHMM HOBOIO MPOMBILLIIEHHOMO perfnamMeHTa UM HOBOro MeToda NpousBoacTBa Heobxoanmo
JoKasaTb WX MPUrogHOCTb Afsl CEePUMHOro npoussoactsa. [OMmKHO ObiTe OOKa3aHO, YTO [aHHbIA Mpouecc
npov3BoACTBa MpU  UCMOMNb30BaHUM MPELYCMOTPEHHbBIX WCXOLHOIO CbIpbsi, YMAKOBOYHbIX MaTepuanoB U
0bopyaoBaHusA NO3BONSAET MOCTOSHHO NPOM3BOAUTE NPOAYKLUUIO TpebyemMoro kavecTaa.

158. (5.23) CywiecTBEeHHbIE N3MEHEHMS NMpoLecca NpoM3BOACTBaA, BKMoYada noboe nameHeHne obopyaoBaHUS unm
WUCXOAHOrO CbIpbSl M YNAKOBOYHbIX MaTepuarioB, KOTOPble MOryT MOBMAMATbL Ha Ka4yeCTBO MPOAYKUMM U (unn)
BOCMPOM3BOAUMOCTb NPOLIeCCa, OOIDKHbI MPOMTM Banugaumio.

159. (5.24) MNMpouecchl 1 npoueaypbl cneayeT NoABepraTe NEpUOAMYECKON peBanvaauun (MoOBTOPHOW Banugaumm)
ONs rapaHTUKM TOro, YTO OHM OCTaTCsl NPUFOAHLIMU AN AOCTUXKEHUS TpebyeMblX pe3ynbTaToB.

McxogHoe chl pbe

160. (5.25) 3akynka MCXOAHOTO Chipbs ABMASETCA BAXXHOW onepauuneit, B KOTOPYIO JOJKEH ObiTb BOBNEYEH NepcoHart,
pacnonararwmn NogpoOHbLIMN U NOMHLIMU CBEAEHUSIMM O NMOCTaBLLMKaX.

161. (5.26) VicxogHoe cCbipbe OOSMKHO 3aKynaTbCsA TOMbKO Y YTBEPXKOEHHbIX MNOCTaBLUMKOB, YKa3aHHbIX B
COOTBETCTBYHOLEN cneuudmrkaumnm, n Npym HanM4UmM BO3MOXHOCTU HENOCPEACTBEHHO Y NPOM3BOAMNTENEN UCXOZHOMO
Cblpbsl, KOTOpble OyaoyT ABMAATbCS MNOCTaBLUMKAMW WCXOOHOro Cbipbs. PekomeHayeTtcs, 4ToObI cneumdukaumw,
YCTaHOBMEHHbIE MNPOM3BOAMTENEM fIEKApCTBEHHbIX CPEACTB Ha MWCXOAHOEe Cbipbe, Oblu cornacoBaHbl C
nocTaBLiMKamun. Bce acnekTbl Npou3BOACTBA M KOHTPOMNSA WCXOOHOMO ChbipbSi B OTHOLIEHWM TpeboBaHWn K
obpalleHno, MapKkMpoBKe, ynakoBke, npoLeaypam oTOpakoBKW, a Takke PacCMOTPEHWIO NPETEH3UA AOMKHbI ObITb
cornacoBaHbl MexAy NPOU3BOAUTENEM NEKaPCTBEHHbLIX CPEeACTB U NOCTaBLLMKOM.

162. (5.27) B kaxgov nocTaBke JOJIKHBI MPOBEPATHLCSA LIENOCTHOCTD YNAKOBKU M NITOMO, COOTBETCTBME YKa3aHHbIX B
HaknagHou cBedeHnn aTUKeTKaM NocTasLumKa.

163. (5.28) Ecnu ogHa nocTaBka MCXOLHOTO Cbipbsl COCTOUT M3 Pa3fIUYHbIX CEPUIA, TO KaXayl ceputo HeobXxoaMmMo
paccmaTpuBaTbh Kak OTAErNbHY B OTHOWeEHUN oTbopa nNpob, NnpoBedeHns MCMbITaHUM U Bbligayn paspelleHns Ha
Ncnonb3oBaHue.

164. (5.29) Haxopswieeca B CKnagckod 30HE MCXOQHOE Cbipbe AOIMKHO OblTb COOTBETCTBYHOLWMM 0O6pa3om
MapkupoBaHo (MyHKT 148 Hactoswmx [MpaBwn). OTWKETKM [AOMKHbI COAepXaTb B TOM u4ucre CrnegyoLyto
NMHpopmMaumio:

HavMeHoBaHWe NPOAYKLMU 1 NPU HEOBXO0OUMOCTHN BHYTPU3aBOACKON KO,

HOMep cepun NPOU3BOAUTENS U (UNKU) HOMEP CEPUN, NPUCBOEHHLIN MPU NMPUEMKE;

roe NPUMEHMMO, CTaTyC COAEPXKMMOTO (Hanpumep, "B kapaHTUHE", "Ha ncnbiTaHun", "paspelueHo”, "3abpakoBaHo");
CPOK FOAHOCTMN UMK, rae NPUMEHUMO, AaTy, nocre KoTopon TpebyeTcs npoBeaeHMe NOBTOPHOIO KOHTPONS.

Ecnu ncnonb3yroTcs NOMHOCTBLIO KOMMBIOTEPU3NPOBAHHBIE CUCTEMBI XpaHEHUs!, TO yKadbiBaTb BCIO 3Ty MHOPMaLUIO
Ha aTukeTke He obsA3aTenbHO.

165. (5.30) TlpomsBoguTens [OSPKEH YTBEpPOUTb Npouedypbl WU MEepbl, FapaHTMpylLWme MO4JSIMHHOCTb
COAEPXKNMOro KaXaoro KOHTEMHepa UCXOAHOTO Cbipbsi. KOHTEMHEepPbI, N3 KOTOPbIX OblnvM 0TobpaHbl Npobbl, AOMKHbI
ObITb MPpOMapKMpoBaHb! (MyHKT 216 HacTosAwmx Mpasun).
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166. (5.31) [lpomsBoguTens [OMKEH WCNONb30BaTb TOMBKO TO WCXOAHOE ChbIpbe, KOTOpPOE paspeLueHo
noapasaeneHnemMm KOHTPOIns KayecTsa M UMEET HE UCTEKLLWIA CPOK FOOHOCTH.

167. (5.32) VicxogHoe cbipbe OOMKHO BblAaBaThCsl TOMBbKO CreLmanbHO Ha3HAaYeHHbIMU NMLaMn B COOTBETCTBMM C
YTBEPXXAEHHOW NpoLeaypon, YTobbl rapaHTUpOBaTh, YTO HY)KHOE UCXOOHOE Cbipb€ TOYHO OTBELUEHO UMM OTMEPEHO
B YNCTYIO U Hagnexawmm obpa3om MapKMpoBaHHYIO Tapy.

168. (5.33) domkHa NpoBOAUTLCS He3aBMCMMasl NPOBEPKA KaXKAOro BblAAaHHOIMO MCXOOHOMO Cbipbsl, a Takke ero
Maccbl nnvM obbema. Pe3ynbTaTbl NPOBEPKN AOMKHbI OblTb 0pOpMITIEHBI JOKYMEHTANBHO.

169. (5.34) VicxogHoe cbipbe, BblAaHHOE AMs KaX4oW cepum, OOMKHO XPaHUTbCS BMECTE N YETKO MapKMpoBaTbCSl.

TexHonorn4yeckmne onepaunn: NpoMexxyToyHasa
N HepacacoBaHHasa NPOaYKLMSA

170. (5.35) MNepen Havyanom nboM TEXHONOrMYECKOM onepauum A0MmKHbl ObiTb NPUHATLI Mepbl, rapaHTUpyoLLme,
yTO paboyas 30Ha M 060pyaOBaHNE OUNLLEHBI U OCBOBOXAEHbI OT MOBOIr0 NCXOAHOIO Chipbsi, MPOAYKLUN, OCTAaTKOB
NPOAYKUUM UM OOKYMEHTaUUW, He NMEIOLLMX OTHOLLEHWS K 3aniiaHMpoOBaHHON onepauuu.

171. (5.36) MNMpomexyToyHast  HepacdacoBaHHas NPOAYKUNS OOJPKHA XPaHUTLCS B Haanexalux ycrioBusx.

172. (5.37) Kputnyeckme npouecchl AOMKHbI MPONTY Banuaauuio (NyHKTbl 156 - 159 HacToAwmx Mpaswun).

173. (5.38) OorkHbl OblTb MpoOBeAEHbl U OOKYMEHTanbHO OdOpMIIEHbl BCE HEOOXOOUMBbIE MEpPONPUSTUSA MO
KOHTPOIO B MpoLiecce Npon3BoACTBa U KOHTPOIHO MPOU3BOACTBEHHOW cpefpbl.

174. (5.39) Jioboe cyLecTBEHHOE OTKIOHEHWE OT OXMAAEMOro BbIXO4A NPOAYKUUW OOIMKHO ObiTb OhOPMIIEHO
OOKYMEHTanbHO U paccrneaoBaHo.

YnakoBo4yHble MaTepuansl

175. (5.40) 3akynke 1 KOHTPOO NEPBUYHBIX U NeYaTHbIX YNakOBOYHbIX MaTepuarnos, a Takke obpalleHnio ¢ HUMK
HeobX0aMMO yaenaTb Takoe e BHUMaHue, Kak 1 UICXOAHOMY CblIpbio.

176. (5.41) Ocoboe BHMMaHWe HeobXoOUMO yaensATb neyatHbiM Mmatepuanam. OHW OOMKHbl XpPaHWUTbCS B
6e30nacHbIX YCMOBUSAX, UCKIOYAIOLWLMX AOCTYN NOCTOPOHHMX Nul. Pa3pesaHHble 3TUKETKM U Apyrne pa3po3HeHHble
nevaTHble MaTepuarnbl AOMMKHbI XPaHUTBCA 1 TPAaHCNOPTMPOBATLCA pasferfibHO B 3aKPbITOM Tape, UCKIoYatoLLen nx
nepenyTbiBaHne. PaspelleHve Ha MCMNonb3oBaHMWE YMaKOBOYHbIX MaTepuarnoB [AOMMKHO BblAABaTbCA TOMbKO
cneumanbHO HasHaYeHHbIMW NMUAMK B COOTBETCTBUU C YTBEPXKOEHHOW NpoLieaypoi.

177. (5.42) Kaxxgon noctaBke UNU Cepuy NEpPBUYHBLIX UNKN MEeYaTHbIX YNakoBOYHbLIX MaTepuanoB AOMKeH ObiTb
NPUCBOEH UAEHTUMPUKALNOHHBIA HOMEP UMY UAEHTUMUKALMOHHBIN 3HaK.

178. (5.43) lpocpoYEHHbIE MMM HEMPUroAHbIE K WCMOMb30BAHMKD MeYaTHble WM MEPBUYHbIE YNAKOBOYHbLIE
mMaTepuanbl 4OMKHbI ObITb YHUUYTOXEHbI C AOKYMEHTarnbHbIM 0hopMIIEHNEM.

Onepau,vwl Nno ynakoBke

179. (5.44) Npu cocTaBneHnn NNaHOB onepawuii No ynakoBke 0cob0e BHUMaHWE JOJIKHO ObITb yaeneHo CBEAEHMIO
K MMHUMYMY pUCKa nepeKkpecTHOM KOHTaMmHauuu, nepenyTbiBaHUA Unn noaMeHbl. He gonyckaetcsa ynakoBbiBaTb
NPOOYKUMIO pPas3fnuyHbIX BWAOB B HEMOCPEACTBEHHOW Onu3ocTM Apyr OT Apyra, 3a WCKIYEHUEM Cry4aes,
npegycMmaTtpuBanoLlLmx pusmyeckoe pasgeneHme.

180. (5.45) lMepen Hayanom onepauui NO ynakoBKe AOIMKHbI OblTb NPEAnPUHATHI MEpPbl, rapaHTUpYoLmMe, YTO
paboyas 30Ha, yNnakoOBOYHblE NWHWKM, MeYaTHble MawwuHbl U Apyroe obopydoBaHMe SABMSKOTCH YUCTBIMU U HE
cogepxat nwobble UCNOMb30BaBLUMECH paHee IeKapCTBEHHble CPeACcTBa, YMNakoBOYHble MaTepuansl wnu
OOKYMEHTbI, ecnn oHn He TpebytoTcsa Ana 3annaHupoBaHHoOW onepauun. OYncTKa NMHUM OOSPKHA MPOBOAUTLCA
COrnacHo yTBepXAeHHOW npoueaype.

181. (5.46) HaumeHoBaHVe M HOMep cCepun ynakoBbiBAEMOW NPOAYKUWM AOMKHbl OblTb yKasaHbl Ha KaXKAoM
yNakoBOYHOM MECTE UMK UHUMN.

182. (5.47) MNpw nocTynneHnM MNpoayKUuMM M YMakOBOYHbIX MaTepuasioB Ha Y4acTOK YNaKOBKM [OIDKHO ObITb
NpOBEPEHO NX KOMNYECTBO, NAEHTUYHOCTb U COOTBETCTBME UHCTPYKLMSAM MO YNakoBKe.

183. (5.48) MaTepuanbl NepBUMYHON YNAKOBKW Mepen Hayanom onepauun HamnofHEHUs OOIMKHbI ObiTb YMCTbIMM.
Heobxogumo obecneuyntb NpefoTBpalleHne N ycTpaHeHue Nobon KOHTaMUHALMK, TaKOW KakK OCKOSKW CTekna u
MeTannMyeckme Yactuupl.

184. (5.49) PekoMmeHOyeTCs OCYLLECTBNATL MAPKMPOBKY Kak MOXHO GbicTpee nocrie oacoBKM U YKYNopKku. [OrmKHbI
ObITb MPUHATbI HEOOXOAMMbIE Mepbl, FapaHTMpYyOLME, YTO He MNpPOoM3oMAeT nepenyTbiBaHMA UM owmnbOYHON
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MapKNPOBKW.
185. (5.50) MpaBunbHOCTE BbINOMHEHMS MOObLIX NeYaTHbIX onepaunin (Hanpumep, HaHeCeHUs HOMEPOB CEPUI, CPOKa
rOAHOCTU), OCYLUECTBSIEMbIX MO0 Kak OTAernbHas TEeXHOoNornyeckas onepauusi, nMbo B Mpouecce ynaKkoBKW,
HeobXx04MMO TLaTenbHO KOHTPONMPOBaTb M OMOPMNATL AOKyMeHTanbHo. Ocoboe BHMMaHue AOMKHO ObiTb
yAENEHO PYYHOW MapKNpoBKe, KOTOPY HEOBX0AMMO perynspHoO nepenpoBepsTh.

186. (5.51) Ocobble Mepbl NPegOCTOPOXKHOCTU AOMMKHbLI COOMIOAATLCS NPU UCMOMNb30BaHUN paspe3aHHbIX ATUKETOK
N HaHEeCEeHMU MapKUPOBKM BHE NUHWMM ynakoBku. [nd npeaoTBpalleHus nepenyTbiBaHWs MeyaTHoOro mMaTtepuarna
peKoMeHAYeTCsl UCNOMNb30BaTh STUKETKM B PYFIOHE BMECTO pa3pe3aHHbIX 3TUKETOK.

187. (5.52) MNpoussoanTenb AOMKEH NPOBOAUTbL MPOBEPKW, rapaHTUpPYOLLMe, YTO BCE SMEKTPOHHbIE YCTPOMCTBA
CUUTbIBAHUA KOLA, CYETUMKMN STUKETOK U aHanornyHble yCTponcTea paboTaloT NpaBUnbHO.

188. (5.53) MapkmpoBka ynakoBOYHbIX MaTepuarnoB, HaHEeCEeHHasi C MOMOLLbI MeYyaTun UNM MeToaOM TUCHEHUS,
O0ImKHa 6bITb OTYETNIMBOW 1 YCTONYMBOW K BbILBETAHWNIO NN CTUPAHUIO.

189. (5.54) lNpu KoHTpomne npouecca YMNakOBKM MPOAYKLMM Ha NMHUMM AOMKHO MNPOBEPSTLCS, B YACTHOCTH,
cnepywliee:

a) (a) o0 BHELLHNIA BUA YNAKOBOK;

6) (b) KOMNNEKTHOCTb YNaKOBOK;

B) (C) ncnomnb3oBaHMe Haanexalimx BUaoB NPOAYKLMN N YNAKOBOYHbIX MaTepuarnos;

r) (d) npaBMnbHOCTb HAHECEHMS NMOOON MAPKNPOBKY;

4) (e) npaBunbHOCTb PaboTbl KOHTPOSbHbBIX YCTPONCTB Ha NINHWK.

190. O6pasupl, B3siTble C YNAaKOBOYHOW NMMHUW, HE crieqyeT Bo3BpallaTb NOBTOPHO Ha NUHMIO.

191. (5.55) Ecnu npu ynakoBKke NpoOAYKLUW BO3HWKNM HeENpeaBUMAEHHblE OOCTOATENbCTBA, OHA MOXET ObiTh
BO3BpallleHa B NPOM3BOACTBO TOSbKO NOCHE CrneLmanbHOM NPOBEPKN, NPOBEAEHMS pacCrnefoBaHns N ¢ paspeLleHnst
nuua, UMEKLEro COOTBETCTBYHOLUME MOMHOMOYMS. YKasaHHble OENCTBUSA OOIMKHblI ObiTb OQOpMIIEHBbI B BUAE
NpoTOKONa, KOTOPbIN HEODXOAUMO XPaHUTb B YCTAaHOBIIEHHOM MOpPSAKE.

192. (5.56) lpn cCywecTBEHHOM WM HEOObIYHOM PACXOXOEHWUW, YCTAHOBMEHHOM BO BPEMS COCTaBMEHMS
matepuanbHoro 6anaHca, MeXgy KOnM4ecTBOM HepacgacoBaHHOW MNpoJyKuuu, Me4YaTHOro YnakoBOYHOMO
mMatepuana u 4YMCrom NPOU3BEAEHHbIX €OUHWL, TOTOBOW MpoJyKuMM HeobGXxoouMMo NMPOBECTU paccrnefoBaHue U
YCTaHOBUTb NPUYUHY 3TOr0 PacxoXAeHus 40 BblAaun pa3peLleHmnst Ha BbIMycCK.

193. (5.57) MNocne 3aBeplieHUss onepauui NO YynakoBke mobble OCTaBLUMECS YNAKOBOYHbIE MaTepuarnsl C
HaHECEHHbIM Ha HUX HOMEPOM CepwuM [OMKHbl OblTb YHUYTOXEHbI C MOCMEAYWUM [OOKYMEHTarbHbIM
ocdopmneHnem. BosBpar Ha cknag HeMapKMpOBaHHbIX YNaKOBOYHbIX MaTtepuarioB Npov3BOAAT B COOTBETCTBUM C
YTBEPXXAEHHOWN NpoLeaypon.

["oToBas npoayKuma

194. (5.58) [o Bblgaum paspeLleHus Ha BbiNyCK rotToBas NPOAYKLUUSA OOIPKHA COAepXKaTbCH B KApaHTMHE B YCIOBUSX,
YCTaHOBIEHHbIX MPOU3BOAUTENEM.

195. (5.59) [lo MOMeHTa Nony4YeHns pas3peLleHns Ha BbIMYCK JOJMKHA ObiTb NpoBeAeHa oLeHKa KayecTBa roTOBOM
NpoAyKUUM N HeobXoAMMOW AOKYMeHTauuu B nopsiake, ycTtaHoBNeHHOM nyHkTtamu 202 - 236 HacTosawwmx [Npasun.
196. (5.60) lNMocne BblgauM paspelleHnss Ha BbINYCK roToBas NPOAYKUUSA OOMKHA XPaHUTbLCA Kak npurogHasa ans
peanusauuu B YCrOBUSAX, YCTAHOBMEHHbIX MPOU3BOAUTENEM.

OTKNOHEHHbIE, MOBTOPHO UCMOSIb30BaHHbIE U BO3BpaLLEHHbIE
maTtepuansl U NpoayKuus

197. (5.61) OTKNOHEHHblE MaTepuarnbsl U NPOAYKUNS AOIMKHbI UIMETb YETKYH0 MapKMPOBKY W XPaHUTbLCS pasfaenbHO B
30Hax ¢ orpaHuyeHHbIM goctynom. OHM nognexart Bo3BpaTy NOCTaBLUMKY, nepepaboTke (ecnu 310 4ONYCTUMO) Unn
YHUYTOXEHWMIO. JTioBble BbINOMHEHHbIE AEUCTBUS AOMKHbI ObiTb 0OPOPMIEHbl JOKYMEHTANbHO Y CaHKLMOHMPOBAaHbI
nMuamMu, UMeLLMMN COOTBETCTBYIOLLME NMOSTHOMOYMS.

198. (5.62) lNepepaboTka OTKMNOHEHHOW MPOAYKUMM [OOMYCKAETCA B MCKIIOYMTENbBHbIX Cry4asx Npu ycrnoBuu
OTCYTCTBMSA YXyALIEHUs KavecTBa rOTOBOW NPOAYKUMM W BbINOMHEHMA Bcex TpeboBaHui crneundukaumn.
MepepaboTka AOMKHA OCYLLECTBMATLCS B COOTBETCTBMU C YTBEPXKAEHHBIM MPOMBILLIEHHBIM perfiameHToM nocrne
OLIEHKM BO3MOXHOIO pycKa C NOCMeayLWMM AOKYMEHTaIbHbIM 0OpPMIIEHNEM.

199. (5.63) NoBTOPHOE NCNONB30OBaHNE BCEW CEPUUN UMK YACTK paHee NPOUN3BEOEHHbIX CEPUA COOTBETCTBYIOLLIErO
KadecTBa nytemMm OObeAMHEHMS C Cepuen TaKoW Xe MpoayKuuu Ha onpedeneHHon cragum npou3BOACTBA,
NpegycMOTPEHHON MPOMBILLIIEHHBIM PErfiaMeHTOM, OOJPKHO ObiTb CaHKLUMOHMPOBAHO 3apaHee C y4eTOM OLEHKM
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BO3HMKAIOLLMX PUCKOB, BKMNtovas noboe BO3MOXHOE BNUSHWE HA CPOK rogHoCTW. [eAaTenbHOCTb MO MOBTOPHOMY
NCNONb30BaHMIO AOMKHA BbITb OpopMNeHa AOKYMEHTanbHO.

200. (5.64) HeobxoouMoCTb OOMNONHUTENBHOIO KOHTPOIS 060K roToBOM NpoayKuuMun, npolwealen nepepaboTky,
Ny NPOAYKUUN, B KOTOPYIO Obifa BKOYEHa MOBTOPHO UCMOMb30BaHHAs NPOAYKUMS, onpeaenseT nogpasgeneHve
KOHTpOMnS KayecTBa.

201. (5.65) Bo3BpalleHHasi ¢ pbiHKa NPOAYKUMSI, Hag, KOTOPOW ObINT yTpayeH KOHTPOSIb CO CTOPOHbLI MPON3BOAUTENS,
OOMMKHA OblTb YHUYTOXEHA, eCriM He NOoATBEPXKOEHO COOTBETCTBME €€ KayecTBa YCTAHOBIIEHHbIM TpeboBaHMAM.
PelueHre o noBTOpHOW Npogaxe, nepemMapKkMpoBKe UM MOBTOPHOM MCMOSIb30BaHUN MOXET ObiTb MPUHATO TOSbKO
nocrne cneuuanbHOro aHanuMsa, MpPOBEAEHHOro noApasfeneHneM KOHTPONsA KayecTBa B COOTBETCTBUM C
yTBEPXAEHHON npoueaypon. Mpn 3TOM HEOOGXOAMMO yuuTbiBaTb XapakTep MNpPOAYKUMW, €e MpeabiCTOPUIo U
COCTOsIHWe, cobnogeHne cneumnanbHbIX YCOBUN XpaHEeHUA 1 BpeMd, npollefwee ¢ gatbl Boinycka. [pu nobbix
COMHEHMAX B OTHOLLUEHUW KayecTBa NpOoAyKUUW He OOoMycKaeTCa ee MOBTOPHOE UCMONb30BaHWE MW MOBTOPHbIN
BbINYCK, HO [OOMyCcKaeTCd ee XMMu4deckas nepepaboTka C LEenbl pereHepaumym akTUBHbIX WHrpeaneHToB. Bce
BbIMNOMHSAEMbIEe OENCTBUSA AOMKHbI OblTb 0hOpMIIEHBI JOKYMEHTANBHO.

KOHTPOJIb KAYECTBA (I'T1ABA 6)
MpuHUMN

202. KoHTponb kayecTBa BknoyaeT B cebss otbop npob, npoBeaeHne ucnbiTaHW U MPOBEPOK Ha COOTBETCTBUE
TpeboBaHUAM cneumduKaLlnn, WUHCTPYKUUA W APYrUX [OOKYMEHTOB, oOpraHusaumio paboTbl, AOKYMeHTanbHoe
ochopMeHne 1 Bblgady paspeLlleHnii Ha Bbinyck. Lienb KOHTponsa kayecTBa - He AONYCTUTb K MCMONb30BaHMIO UK
peanu3aumM MaTtepvanbl UnNu MNpoaykuuio, He YOOBMETBOPSOLME YCTaHOBNEHHbIM TpeboBaHusaM. KoHTponb
KayecTBa He orpaHuuymBaeTcs nabopaTopHbiMM paboTamun, OH AOIPKEH COMPOBOXAATb MPUHATME BCEX PELLUEHUN,
Kacamowwmxcsa KadectBa npogykuun. OcHoBononarawwyMm npuHUMNOM AN yAOBreTBOPUTENbHON paboTbl
nogpasgeneHns KOHTPOns KayecTBa CYMTAETCs ero He3aBMCMMOCTb OT NPOM3BOACTBEHHbIX NOAPa3AeneHnin (MyHKTbI
5 - 23 HacToswmx Mpaswun).

Obuwume TpeboBaHus

203. (6.1) B cTpyKType kaxgoro npousBoauTens AOMMKHO ObiTb NogpasgernieHne KOHTPOns KavyecTBa, He3aBnCcMoe
OT Apyrux nogpasgeneHvid. PykoBoauTenb 3TOro nogpasgeneHvs [OMMKEH WMEeTb COOTBETCTBYHOLLYIO
KBanudukaumio U onbIT paboTbl, B €ro NoAYMHEHMM AOMXKHbl HAXOAUTbLCA OAHA WU HECKOMbKO KOHTPOMbHbIX
nabopatopun. NogpasaeneHne AomkHO GbITb obecnedeHo JOCTaTOYHLIMKU pecypcamu, YTobbl rapaHTUPOBaTh, YTO
BCE MepPOonpuATMS MO KOHTPOSO kayecTBa NpoBoAsaTCS 3h(PEKTUBHO N HAAEXHO.

204. (6.2) OcHoBHble 06593aHHOCTM PYKOBOAMTENS NoApa3geneHns KOHTPONSA KavyecTBa U3NOoXKeHbl B MyHKTax 24 - 45
HacToswwmx Mpasun. Ha nogpasgeneHvne KOHTPOMs KadecTBa MOryT ObiTb BO3MOXeHbl UHble 0653aHHOCTH, B TOM
yncne paspaboTka, Banvaaums U BHeApeHMe BCcex npoueayp MO KOHTPOSO KayecTBa, XpPaHEHWEe KOHTPOSbHbIX
00pa3LoB MCXOQHOMO CbIpbs, YNAKOBOYHLIX MaTepuanoB M Npoaykuumm, obecneyeHne npaBUibHON MapKUPOBKM
YyNnakoBOK C MWCXOAHbIM CbipbeM W npoaykuven, HabnogeHve 3a CTabunbHOCTbIO NPOAYKUWMW, YyvacTue B
paccrnegoBaHWMK MPETEeH3UN B OTHOLLEHMW KavyecTBa NpoayKuun. YKa3aHHble 0653aHHOCTY AOSMKHbI BbIMOMHATHCS B
COOTBETCTBUM C YTBEPXAEHHBIMW NpoLueaypamMmn 1 Npyu HeobxoanMMOCTN 0pOPMASATECA AOKYMEHTaNbHO.

205. (6.3) MNpwn oueHke kavyecTBa rOTOBOW NPOAYKLUKN OOSMKHBI paccMaTpuBaTbCs BCe COOTBETCTBYHOLME (DaKTOPHI,
BKIIOYasA YCnoBus MPOU3BOACTBA, pe3ynbTaTbl KOHTPONSA B Mpouecce Npou3BOACTBA, 0630p NPOM3BOACTBEHHON
AOKYMeHTaumMmn (BKMYas AOKYMEHTaUMIoO Ha YNakoBKy), COOTBETCTBME cneundukaumsam Ha roToBYK NPOAYKLUIO 1
NPOBEpPKY OKOHYaTeNbHOW YNakoBKM rOTOBOW NPOAYKLUN.

206. (6.4) MNepcoHan nogpasgeneHys KOHTPOIS KadecTBa LOMKEH UMETb AOCTYN B NMPOM3BOACTBEHHbLIE 30HbI ANA
oTbopa nNpob n nposeaeHNst HEOOXOAMMbIX UCCNELOBAHUN.

I'Ipanma Haanexatuiero na6opaTopHoro KOHTPOJIA Ka4yecTBa

207. (6.5) MomelweHus n obopynoBaHWE KOHTPONbHbLIX nabopaTopuii [OSMKHbI COOTBETCTBOBATbL OOWMM WU
cneumanbHblM TpeboBaHNAM, NPeabABASEMbIM K 30HAaM KOHTPOSS KadecTBa, YCTAHOBIEHHbIM MyHKTamu 46 - 91
HacTosawmx MNpasun.

208. (6.6) lMNepcoHnan, nomeleHns 1 obopyaoBaHue nabopaTopuin OOJMKHbI COOTBETCTBOBATb BUAY U 0ObeMy
npousBoacTBa. B oTaenbHbIX crnydasix OOMycKaeTCa MCMNoNb30BaHWE CTOPOHHUX nabopaTopuin mMpu yCrioBum

CrpaHuua 26 n3 179



Mpuka3 MuHnpomTopra Poccumn ot 14.06.2013 N 916

"06 yTBepxaeHum MpaBun opraHn3aumm NpoM3BOACTBa U KOHTPOMS KayecTBa
NEKapCTBEHHbIX cpeacTB”

(3aperucTpupoBaHo B MuHiocTe Poccum 10.09.2013 N 29938)

BbINONMHEHNsT UMK TpeboBaHWW, W3MNOXEHHbIX B NyHKTax 237 - 255 Hactoswux [lpaBun, u BHeceHus
COOTBETCTBYIOLLMX 3arMcen B JOKYMEHTbI MO KOHTPOMIO KavyecTBa.

[okymeHTauus

209. (6.7) JokymeHTauust KOHTPOSbHbLIX abopaTtopuin OOMMKHA COOTBETCTBOBATb TPebGOBaHMSAM, U3MOXEHHbLIM B
nyHkTax 92 - 134 Hactoswmx [NpaBun. BaxxHas yacTb 9TOW 4OKYMEHTaLUM OTHOCUTCH K KOHTPOIIO KayecTBa.

210. B nogpasgeneHnn KOHTPOMs KayecTBa JOJPKHA ObiTb NErko JOCTYMHA criegylolast JOKyMeHTauus:
cneundukauuu;

npoueaypbl 0T6opa nNpob;

METOOUKN U AOKYMEHTbI MO NPOBEAEHHbIM UCMbITAHUSAM (B TOM YMCHe aHanuTuyeckue onepaumoHHble NUCTbI U (Unn)
nabopaTtopHbIe XXypHarbl);

aHanuTuyeckue oTyeTbl U (MnNn) JOKYMEHTbI, NOATBEPXAatoLLne KavyecTBo;

pe3ynbTaTbl MOHUTOPWHIa NPON3BOACTBEHHON cpeabl, rae TpebyeTcs;

NPOTOKOSbI Banugaumm MeToanK UCMbITaHWIA, rae NPUMEHUMO;

npouenypbl U NPOTOKOSbI KANMBPOBKM NPUBOPOB U TEXHUYECKOTO 06CNYXMBaHWUs 0b6opyaoBaHus.

211. (6.8) Jltobas poKymeHTaumsi MO KOHTPOSIHO KayecTBa, OTHOCALAACH K 3anucam Mo NPOW3BOACTBY Cepui
NpoayKUUW, OOJPKHA XPaHUTLCHA B TEYEHME OOHOro rofa Mocre NUCTEYEHMs CpokKa rogHOCTU CepuU U B TEYEHME He
MeHee NATW FeT MOoCre OLEHKA COOTBETCTBUSA CEPUM YMOSIHOMOYEHHBIM NMLOM B YCTAHOBIIEHHOM mMopsiake
(nognyHkT "B" nyHkTa 28 HacTosAwwmx Mpaswun).

212. (6.9) [Ins HekoTOpbIX BMAOB AaHHbIX (Hanpumep, pe3ynbTaToB aHanNMTUYECKMX UCMbITaHWI, BbIXO4a roTOBOM
npoayKuun, napameTpoB MPOM3BOACTBEHHOW cpefbl) PEeKOMEHOYeTCA XpaHuTb 3anucu B BuAe, NO3BONSAOLLEM
oueHVBaTb TEHASHUNN M3MEHEHUS NapamMeTpoB.

213. (6.10) B gononHeHue Kk MHpopmMauun, SIBNSAIOLLENCHA YaCTblo 4OCbE HA CEpUI0, AOMKHbI COXPaHATLCS U ObITb
nerkogoCTyMHbIMWU ApYyrne NcxogHble AaHHble, Takme Kak nabopaTopHbIe KypHarbl U (Mnn) 3anucu.

OT60p nNpob

214. (6.11) NponsBoanTENb AOMKEH OCYLLECTBNATL OTOOP NPpob B COOTBETCTBUM C YTBEPXKAEHHBIMY NpoLieaypamu,
KOTOpble onpeaensioT:

crnocob otbopa npobbi;

ucnonb3yemoe obopynoBaHue;

KonnyecTBo obpasLa, KoTopoe A0MKHO BbiTb OTOOPaHo;

npoueaypbl No pasgeneHunio otobpaHHoro obpasua Ha yacTu (Npu HeoBXoaUMOCTK);

TUMN U COCTOSAAHME Tapbl, UCMONb3yeMon Ansd oToopa npobbl;

naeHTudmrkaumio Tapbl ¢ oTobpaHHbIMKM Npobamu 1 Tapbl, N3 KOTOPoW BbinNn oTobpaHbl NPobbl;

nobble ocobble Mepbl NPeAOCTOPOXHOCTU, KOTopble Heobxoanmo cobniogaTb, ocobeHHO npu oTbope obpasuoB
CTEpPWIbHbBIX U BPeOHbIX BELLECTB;

YCINOBUSA XpaHeHWs;

npouenypbl N0 OYUCTKE N XpaHeHUo obopyaoBaHusa Ans otoopa npob.

215. (6.12) OTobpaHHbIEe KOHTPOJIbHBIE 0OPa3Lbl JOMKHBI MpeacTaBnAaTe cobor NpeacTaBUTENbBHYIO BbIOOPKY cepun
NCXOOHOrO Chbipbsl, YMAKOBOYHbIX MaTepuanoB WAM TOTOBOM npoaykumn. Moryt 6biTb Takke oToOpaHbl
AononHutensHble obpasubl AN MOHUTOPUHra Hanbonee BaXHbIX 3TanoOB npouecca (Hanpumep, ero Havana wnm
OKOHYaHMS).

216. (6.13) Ha aTukeTke Tapbl ¢ 0TOOpaHHbIMKU 0bpa3uamMmmn SOMKHbI OblTb YKa3aHbl ee COAEPKMMOe, HOMEpP cepuu,
Aata otbopa npob, a Takke 0603HaYEHNE yNnakoBKW, M3 KOTOPON 3TN Npobbl BbinNy 0TOBpPaHsI.

217. (6.14) OononHutenbHble TpebGOBaHUS B OTHOLUEHUW KOHTPOSIbHbIX M apXxvMBHbIX 06pasLoB npuBedeHbl B
MpunoxeHun N 18 k HacTosAwmM NpaBunam.

lNpoBegeHne ncnbiTaHumn

218. (6.15) MeToamkn KOHTPONs KadecTBa OOSPKHbI OblTb BanuaupoBaHbl. Bce uvcnbiTaHusi, npuBegeHHbIE B
perncTpaumMoHHOM A0Cbe, AOMKHbI ObITb NPOBEAEHbl B COOTBETCTBUM C YTBEPXKAEHHbIMU METOANKaMM.

219. (6.16) lNMonyyeHHble pe3ynbTaTbl UCMbITAHUA AOMKHbI BbITb JOKYMEHTanbHO 0OpPMIEHbl U MPOBEPEHbI OIS
rapaHTuMn Ux cOOTBETCTBUSA ApYr Apyry. Bce pacyeTbl AOMKHbI TLATENBHO NPOBEPATHCS.

220. (6.17) lMpoBoaMMble WCMbITAHUA OOMMKHbI PErMCTPUPOBATLCA C yKasaHWeM B [OKyMeHTax, B TOM u4ucne
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cneayroLWmnx OaHHbIX:
a) (a) HanMeHOBaHWEe WCXOOHOrO Chbipbsl, YNAKOBOYHbIX MaTepuanoB UMW MPOAYKLMM W NpU HEeobXOAMMOCTU
nekapcTBEHHON OOPMbl;

6) (b) HOMep cepun, NPUCBOEHHLIN MpU NPUEMKE, W, TOe NPUMEHMMO, HOMEP CEpPMU MPOM3BOAMTENS, a Takke
HavMeHOBaHWe NPOV3BOAMTENS U (MMX) MOCTaBLUMKA;

B) (C) ccbinika Ha COOTBETCTBYOLLME cneumdukaunm 1 npouenypbl UCNbITAHNIA;

r) (d) pesynbTaTbl UCMbITAHWIA, B TOM Yncrie HabmogeHNs!, BbIYMCIIEHNS, U CCbIFTIKU Ha BCE AOKYMEHTbI, cogepalume
pe3ynbTaTbl MPOBEAEHHbIX aHaNM30B;

4) (e) oatbl NpoBeeHUs NCMbITaHWI;

e) (f) dhamunuun n numumanel Uy, NPOBOAMBLUNX UCTbITAHUE;

X) (g) hamunuu n vHUUManNbI nuL, NPOBEPUBLUMX NPOBEAEHME WCMbITAHUA W pe3ynbTaTbl BbIMUCNEHWUA, rOe
NPUMEHNMO;

3) (h) ogHO3Ha4HOE 3aknio4veHue O Bblade paspelleHust UNU OTKMOHEHUU MpoAyKUMWM (Unu gpyroe pelueHue o
cTaTyce npogykumn), Aata u nognnck OTBETCTBEHHOIO NnLa.

221. (6.18) Bce onepaumm no KOHTPOSO B NpoLecce NMpPOU3BOACTBA, BKMoYas Te, KOTOPble BbIMOSIHAKTCS B
NPOU3BOACTBEHHOW 30HE MNPOM3BOACTBEHHLIM MEPCOHaNnoM, HeobxoAMMO OCyLecTBNATb B COOTBETCTBUM C
MeToaAMKaMu, YyTBEPKAEHHBIMM NoapasaeneHmemM KOHTPOS Ka4yecTBa, a X pesynbTaThl JOMKHbI ObiTb 0hopMIieHbl
OOKYMEHTarnbHO.

222. (6.19) Ocoboe BHMMaHWe HeobXoOUMO yaenaTb kKavyecTBy NabopaTopHbIX PeakTUBOB, MEPHOW NnabopaTopHoOW
nocyabl U TUTPOBAHHbLIX PAaCTBOPOB, CTaHAAPTHbIX 06pasLIOoB 1 NUTaTenbHbIX cped. VX npurotoBneHme n nogrotoeka
OOIMKHbI COOTBETCTBOBATbL TPeOOBaHMSAM YyTBEPXKAEHHbIX NUHCTPYKLIA.

223. (6.20) NNabopaTopHble pacTBOPbLI peakTMBOB AOMKHbI MMETb MapKUPOBKY C yKazaHMeM AaTbl NPUTOTOBEHUS U
C nognucamMun mucnonHutenen. Ha atnketke OOMmkeH OblTb yka3aH CPOK FOOHOCTM HeCTabWnbHbIX PEAKTMBOB U
nuTaTenbHbIX Cpes U cneunduruyeckne ycrnoBusi UX XxpaHeHusl. [1ns TUTPOBaHHbIX pacTBOPOB HEOBXOAMMO yKa3biBaTb
AaTty nocriegHero yCTaHOBIEHUS TUTPa 1 COOTBETCTBYIOLLMIM MONPABOYHbIN KOIPMDULIMEHT.

224, (6.21) Npn HeobxoaMMOCTM Ha Tape cneayeT ykasbiBaTb AaTy NOMYYEHUS] KaXOOro BeLlecTBa, MCMoSb3yeMoro
ONs NpoBefEeHWst UCNbITaHWiA (Hanpumep, pPeakTMBOB W CTaHAapTHbIX 00pasuoB), C COOTBETCTBYHLLMMM
WHCTPYKUMSIMA MO €ro WCMNONb30BaHWIO W XpaHeHuto. B HekoTopbIX crnydasx nocne nonydeHus vunu nepeg
MCMONb30BaHWEM peakTuBa MOXET BO3HUKHYTb HEOOXOAMMOCTb NPOBEAEHMS €ro UCNbITAaHUS! HA UOEHTUYHOCTb U
(vnn) gpyroro ncnbITaHus.

225. (6.22) XKuBoTHbIE, MCNOMNb3yeMble A1 KOHTPOS KOMMIOHEHTOB, MICXOOHOIO Chipbs MW NPOAYKLMK, OOJPKHbBI PN
HeobXxoOMMOCTM MOMELLATLCA B KapaHTUH nepea Havanom paboTbl C HUMU. YXOA4 3a XMBOTHBIMU U MX KOHTPOIb
OOSKHbI OblTb OpraHuM3oBaHbl TakMM o6pa3om, 4ToObl 0becneunTb MX MPUroOAHOCTb ANSA UCMOSb30BaHUSA Mo
Ha3HayeHuo. )KNBOTHbIE JOIMKHbI OblTb MAapKMPOBaHbI, @ JaHHbIE O NpeaLlecTByoLen paboTe ¢ HUMKN SOMKHbI ObiTb
0OopMIEHbI JOKYMEHTAsbHO.

I'Iporpamma nocneayrouiero nyvyeHus cTabunbHoCTK

226. (6.23) Mocne Bbinycka B obpalleHne HeOOXOAMMO MPOBOAUTE MOHUTOPUHI CTabWMMbHOCTU NEKAaPCTBEHHOIO
npenapaTa B COOTBETCTBMU C NPOrpamMmmoi, KoTopasi MO3BOSNUT BbISBUTb Kakne-nmbo npobrembl Co CTabubHOCTbIO
NeKkapCTBEHHOro npenaparta AaHHOro cocTaBa B NOTPeOUTENbCKOM ynakoBke (Hanpumep, U3MeEHEHWST COAEPXKaHMs
npuMmecen nnu Nnpoduns pacTBOPEHUS).

227. (6.24) Uenblo nporpammbl Nocneayowero n3ydeHns ctabunbHOCTU ABNSETCA MOHUTOPWHI NeKapCTBEHHOMO
npenapaTa B Te4eHWe BCero cpoka rogHoOCTY U ONpeaeneHne Toro, YTo OH COOTBETCTBYET CBOEM cneumndurkaunm npm
cobnIoaeHNM YCNOBUIA XpaHEeHWs, yKa3aHHbIX B MapKUPOBKE.

228. (6.25) BbiweykasaHHble TpebOBaHMA OTHOCATCH, FMaBHbIM 06Pa3oM, K rOTOBbIM NeKapCTBEHHbIM npenapaTtam
B NoTpebuTenbckorW ynakoBke, HO HeobxoaMmO Takke BKMOYUTL B Nporpammy MOCrenyroLlero usyyYyeHus
cTabunbHOCTM HepacdacoBaHHyO npoaykuuo. B yacTHOCTM, ecnu HepacdacoBaHHYK MNPOAYKLUMIO XPaHAT
ONUTENbHOE BpemMs 00 YNakoBKM M (MnM) nepefadn C MpoOu3BOACTBEHHONO ydacTka Ha Y4yacTOK YMakoBKW,
Heob6X0AMMO U3Yy4MTb M OUEHWUTb BnMsSiHME 3TOro pakTopa Ha CTabunbHOCTb FOTOBOW MNPOAYKUUKU MpU
COOTBETCTBYWLUMX MNapaMeTpax OKpyxawllen cpedbl. YkazaHHoe TpeboBaHWE MpUMEHSETCA Takke K
NPOMEXYTOYHOW NPOAYKLIMM, KOTOpas XpaHUTCSA N UCMONb3yeTcs B TeYeHWe AnuTenbHoro nepuoga. MiccnegosaHve
CTabUNbHOCTM NEKapCTBEHHOIO NpenapaTa, KOTOpbI rOTOBUTCHA HEMOCPEACTBEHHO Nepes NPUMEHEHUEM, NPOBOAAT
npu paspaboTke nekapCTBEHHOro npenapaTa. BkniouyeHne TakuMx eKapCTBEHHbIX MpenapaTtoB B nporpammy
nocrnegylowero usydyeHus crabuneHocTn He Tpebyetca. OpgHako, ecnu MNpPUMMEHUMO, MOXET MPOBOAMTHCS
nocnegywouiee n3ydeHme cTabunbHOCTM Takoro npenapara.

CrpaHuua 28 3 179



Mpuka3 MuHnpomTopra Poccumn ot 14.06.2013 N 916

"06 yTBepxaeHum MpaBun opraHn3aumm NpoM3BOACTBa U KOHTPOMS KayecTBa
NEKapCTBEHHbIX cpeacTB”

(3aperucTpupoBaHo B MuHiocTe Poccum 10.09.2013 N 29938)

229. (6.26) lNporpamma nocneayoLlero n3yvyeHns cTabunbHOCTU OOormkHa ObiTb OodopMMeHa AOKYMEHTanbHO B
COOTBETCTBMU C TPeBOBaHUAMM, YCTAHOBNEHHLIMKU NyHKTammn 92 - 134 HacToswwmx Mpasun, a pesynbTtatbl paboThbl
ocdopmneHbl B Buge otdyeta. ObopygoBaHue, MCMonb3yeMoe Ans U3ydeHus crabunbHocTn (B 4acTHOCTW,
KnMMaTuyeckne Kamepbl), AOMKHO OblTb KBanMUUMPOBAHO W [OIPKHO OOCHYXMBaTbCAd B COOTBETCTBUMM C
TpeboBaHMSAMMK, YCTAHOBMEHHbIMU NyHKTamMn 46 - 91 Hactoswwmx lMpasun u MNpunoxeHnem N 15 K HacTosWMUM
Mpasmnam.

230. (6.27) OTyeT 0 paboTe No NporpaMme NnocrieayroLLero n3ydeHnst CTabunbHOCTU AOMMKEH BKINoYaTb B cebs BeCb
nepuog 4o UCTEYEHUs CpoKa rogHOCTM NPOAYKLMU N coaepKaTb, B YaCTHOCTU, creayowme gaHHble:

Homep(a) cepun(i) ANa pasnUyHbIX JO3UMPOBOK U pasHbIX pasMepoB Cepuin, rae NPUMEHUMO;

OaHHble 0 PUBNYECKNX, XUMUYECKNX, MUKPOBUONOrMYECKUX N BMONOrMYECKUX MeToaax UCNbITaHuN;

KpuUTepumn npnemMnemocTu;

CCbIfIKM Ha MeTOoAbl NCMbITaHWI;

onucaHue Brnaa yrnakoBKu;

NepUOaNYHOCTb UCTbITAHUI (TOYKM KOHTPOSA BO BPEMEHMW);

onncaHue ycnoBui xpaHeHus (Heobxoanmo NCcnonb3oBaTh CTaH4APTM3NPOBaHHbIE B HOPMATMBHBIX MPaBOBbIX akTax
Poccuickon ®epepauun ycrnosus Ans ONIMTENBHOrO MCNbITAHWS CTAabUNBHOCTW, COOTBETCTBYHOLLME OAHHbLIM
permcTpaumMoHHOro JOCkE);

apyrve HeobxooMMmble nokasatenu, cneunduieckne 4ns JaHHOro fiekapCTBEHHOMO npenapara.

231. (6.28) OT4eT 0 paboTe No NnporpaMMe NOcneayloLLEero n3y4yeHns cTabunbHOCTN MOXET OTNIMYATBLCA OT OT4YeTa
O NepBOHaYanbHOM ANUTENbHOM UCMbITAHUM CTabUNbLHOCTW, NPEACTABNEHHOrO B PErMcTpauMoHHOM OOCbe, Mpu
yCroBun OBOCHOBAHWS U OOKYMEHTanbHOro oopMreHus B oTtyeTe (B TOM 4YuCME OTNNYMA B NEPUOANYHOCTU
ncnblTaHUN).

232. (6.29) Yucno cepun 1 NEPUOANYHOCTb UCMbITAHUIA JOIMKHBI 06ecneunBaTb 4OCTATOYHbIA O6BbEM AaHHbIX ANA
npoBefeHUs aHanmM3a TeHOEHUUNn u3MeHeHusi. B nporpammy nocneaymlowero M3yYeHus exerogHo AOrkHa
BKIMOYATBbCS Kak MWMHMMYM OfHa Cepusi MPOM3BEOEHHOr0 NEeKapCTBEHHOro npenapaTta B KaXK4oW LO3MPOBKE U B
Ka)xgoM BuAEe NEPBUMYHON YNAKOBKW. VICKMOUeHMEM SIBNAIOTCA cny4vau, Korga B TeYeHUe roga He Npon3BedeHoO HU
O[JHOW Cepwuy OaHHOro NeKapCTBEHHOro npenapaTa, ecrnvu MHoe He OyaeT obocHOBaHO npousBoguTenem. [ns
nekapCTBEHHbIX NpenapaToB, NocrneayLlee n3ydeHne cTabunbHOCTU KOTOPbIX TPEOYET NCMOMb30BaHMS KUBOTHbIX
N He CylecTByeT anbTepHaTMBHbIX BanWAMPOBaHHbIX METOAMK, MNEPUOAMYHOCTb KOHTPONS MOXeT ObiTb
yCTaHOBMEHA Ha OCHOBAHMM OLEHKU pPUCKOB. MOryT MCnonb30BaTbCA paMOYHbIE UMM MaTpUYHbIE CTPYKTYPbl MpW
OOKYMeHTarnbHOM 0dOpPMIIEHMUN, ECIIN UX MPUFOAHOCTb COOTBETCTBYIOLNM 00pa3om Hay4yHO 06OCHOBaHa.

233. (6.30) B HekoTOpBIX cNyyasx B nocregyoLee n3yvyeHne ctabnnbHOCTM AOMKHbI BKOYATbCA JONONMHUTENBbHbIE
cepun. B yactHocTM, nocnegywuiee u3ydeHne CTabunbHOCTM HeobxoaMMO npoBOAUTbL MOcne mnboro
3HAYUTENBbHOTO M3MEHEHUS UMW 3HAYUTENBHOIO OTKMOHEHUS B MpOLlecce NPOM3BOACTBA UNU YNakOBKW. JTO Xe
OTHOCUTCA U K NoBbIM onepaumsam nNo NoBTopHoN obpaboTke, nepepaboTke nnmn pereHepauum.

234. (6.31) PesynbTaTbl nocregywoLllero usyvyeHus ctabunbHOCTM LOMKHbI ObITb AOCTYNHbI OTBETCTBEHHOMY
nepcoHany M 0coGeHHO ynonHoMoyeHHoMy(bIM) nudy (nuuam). Ecnu nocnegyoulee m3ydeHue cTtaburnbHOCTU
OCYLLECTBMNAETCA He Ha MecTe NpouM3BOACTBA HepacacoBaHHOW WX TOTOBOW MNPOAYKUWMM, TO Mexay
y4acTBYWLIMMW CTOpPOHaAMU [OIDKHO ObiTb  OCOPMIIEHO COOTBETCTBYKOLLEE cornaweHue. Pesynbtathbl
nocrneayowero n3y4yeHus CTtabunbHOCTU [OJPKHbI HaxO4MTbCA Ha MecTe NPOoM3BOACTBA ANA NpeacTaBrieHus
YNONTHOMOYEHHOMY doejepanbHOMY OpraHy UCMOJSTHUTENBHON BracTu.

235. (6.32) MNpownssoauTens AOMKEH aHanM3nMpoBaTh Criydyaun Bbixoda 3a npefensl cneungukauumn n cylecTBeHHble
HeTUnuYHble TeHaeHuun. Jliobow noaTBEepXOEHHbIM BbIXO4 3a Mpedenbl cneundukaumMm unm CyLleCTBEHHble
HeraTMBHble TEHAEHUMW [OOMKHbl [JOBOAUTBCA [0 CBEAEHMS YMNOSIHOMOYEHHOro dhefepansHoro opraHa
ncrnonHuTenbHon Bnactu. B cootBeTcTBuM ¢ TpeboBaHWSIMU, YCTAHOBMEHHBbIMU NMyHKTaMu 256 - 272 HacToALWMX
MpaBun, a Takke Npu KOHCYMbTaLMn C YNONHOMOYEHHbIM dheepanbHbiM OPraHoM MCNOMHUTENBHOW BNacTn cneayet
paccMOTPETb BO3MOXHbIE JENCTBUSI B OTHOLLEHUN CEPUIA, HAXOASLLNXCH HA PbIHKE.

236. (6.33) 3aknoyeHuss no Wu3yd4eHuto CTabUNbHOCTU, B TOM YUCME MPOMEXYTOYHbIE BbIBOAbI, OOIDKHbI
ohopMAATLCS OKYMEHTanbHO. [JaHHble No cTabunbHOCTM crieqyeT NoABepraTe nepMoguyeckomy ob3opy.

OEATENbHOCTb, MEPEAABAEMAS ANA BbINONMHEHUSA APYIOW
OPIrAHN3ALNN (AYTCOPCUHT) (TTTABA 7)

MpuHUKMN

237. Iiobas geaTenbHOCTb, Ha KOTOPYK pacnpocTpaHaTcs HacToswme lNMpaBuna n kotopas nepegaHa gpyron
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(cTopoHHeN) opraHm3auuu (nepegaHa Ha ayTCOPCUHI), Hagnexalwimm obpasom onpeaensieTcsi, CornacoBbiBaeTcs u
KOHTpoOnupyeTcss BO wusbexaHwe pasHOYTEHUIN, CMOCOOHbIX MPMBECTM K HEYOOBNETBOPUTENbHOMY KavecTBY
NPOAYKUUM UMW BbIMNONHAEMbIX paboT. [JoroBop Mexay 3aka3ynMkoM M MCMOSHWUTENEM 3aKMyaeTcs C yKa3aHuem
YeTKO onpeferieHHbIX 00A3aHHOCTEN KaXKaoW U3 CTOPOH U NnpedycmMaTpyBaeT NOpsAa0K AENCTBUA 1 OTBETCTBEHHOCTb
YMOJSTHOMOYEHHOTO NMLa 3a Bbi4ayy paspeLlleHnst Ha BbIMYCK KaXXaon cepuv NPOAYKLMN.

238. TpeboBaHus, ycTaHOBMNEHHbIE NMyHKTamu 237 - 255 HacTosAwmx [MpaBun, He OTMEHSOT COOTBETCTBYHOLLMNX
06s3aHHOCTEN npou3BoauTener No OPMUMPOBAHUIO PEFMCTPALMOHHOIO [OCbe U HeobXoOUMOCTU Hanmnuung
NVLIEH3NN Ha MPOU3BOACTBO JleKapCTBEHHbIX cpeacTB. OHM He yCTaHaBNMBalOT OTBETCTBEHHOCTb MCMOMHUTENS U
3aKkasuyumka nepen notpedburtenem, kotTopasa onpeaeneHa MHbIMM HOPMAaTUMBHBLIMW NpaBoOBbIMKU akTamu Poccuiickon
degepauymm.

O6wme TpeboBaHuA n pekomeHaauUmMm

239. (7.1) B poroBop, N0 KOTOPOMY OCYLLECTBNSIETCA nepefada AesiTeNIbHOCTU Ha ayTCOPCUHI, peKoMeHayeTcs
BKIIOYATb YKa3aHWsi Ha Npoaykuuio, paboTbl UMK YCryrn, OCyLLEeCTBIIEHME KOTOPbIX NepeaaeTcs Ha ayTCOPCUHT, a
TaKKe BCe CBA3aHHbIE C TAKON OEATENBbHOCTBI TEXHUYECKME U MHbIE COMMaLLEHNs K JOrOBOpY.

240. (7.2) OoroBop, MO KOTOPOMY OCYLLECTBMAsieTCA nepefada OedATENnbHOCTM Ha ayTCOPCWMHI, a TaKKe Bce
npeanioXeHHble N3MEHEHUS TEXHWYECKMX MMM MHBIX COMMalleHWn OOJPKHbI COOTBETCTBOBATb 3aKOHOAATENbCTBY
Poccuiickon ®egepauum n perncTpaumoHHOMY JOCbE Ha COOTBETCTBYHOLLYIO NPOAYKLMIO.

241. (7.3) Ecnu topngnyeckoe nmuo, Ha UMs KOTOPOrO Bbl4AHO PErMcTpaLMoHHOE YOOCTOBEPEHWE, U MTPOM3BOAUTEND
He ABNSAITCA OAHOM OopraHuM3aumen, TO MeXay HUMKU OOIMKHbI OblTh 3aKmnioYeHbl COOTBETCTBYIOLLME COrnalleHns ¢
y4eTOM NMONOXEHNIN, YCTAHOBMNEHHbIX NyHKTamu 237 - 255 HacTosawwmx MNpasun.

3akasuuk

242. (7.4) dapmaLeBTMyeckas cucTema Ka4yecTBa 3akasduka JOJPKHA BKITYaTh B €05 KOHTPOMb M MPOBEPKY ftoboin
OeATEeNbHOCTW, NepefaHHONW Ha ayTCOPCUHr. 3akasdvk rapaHTMpyeT MNpoBeAEeHWE KOHTPOMs OesiTeNbHOCTMH,
nepegaHHon Ha ayTCOPCUHI. DTOT KOHTPOSb OOJPKEH BKMOYATb NPUHLMMNbLI YNPaBeHNs pUckamMmun AN KavyecTsa U
YUUTbIBaTb HUXENPUBEAEHHbIE NONOXEHUS.

243. (7.5) Oo nepepayn OesTENbHOCTM Ha ayTCOPCWMHI 3akas3uuk AomkeH ybeanTbcs B MNpaBOCMOCOGHOCTU
ncnonHuTens (B TOM Yucrne B HanMyum y Hero Heobxoammor B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccumnckon
depepaumun nNUUEH3NN), B €ro KOMNETEHTHOCTU U HaNMM4yMn y HEro BO3MOXHOCTW BbINOMHUTL 00si3aTenbCcTBa Mo
OOroBopy Hagnexaiwmm obpa3om B COOTBETCTBUM C TpeboBaHuaMM HacToswwmx lMpasun. PekomeHayeTcsa Takke
BKITOYaThb B JOrOBOP NOSOXEHUs, obecneynBatoLme BoiNnofHeHNe TpeboBaHui HacToswmx MNpasun.

244. (7.6) 3akasyuk OOIMKEH MpefoCTaBUTb WUCMOMHUTEMN BCHO UH(OPMAaLUIO U CBeadeHus, Heobxoammblie Ons
Hagnexallero UCNonHeHnst NpegyCMOTPEHHBIX JOrOBOPOM 00513aTENbCTB B COOTBETCTBMM C 3aKOHOL4ATENTbCTBOM
Poccuiickon ®efepaumn 1 perucTpaumoHHbIM Aocbe. 3akasyuuk [OIDKEH rapaHTUMpoBaTb, YTO WUCMOMHUTENb
MOMHOCTBIO OCBeAOMIIEH 000 BCex (pakTopax, CBA3aHHbIX C NPOAYKUMEN UM OeSATENbHOCTLIO, NepeaBaemMol Ha
ayTCOPCUHT, KOTOpblE MOTYT NpeacTaBmnAaTe ONACHOCTL Aflst er0 MOMeELLEHUI, 060pyaoBaHNs, NepcoHana, MCXOAHOro
CbIpbsl UMW APYron NpoayKLuMK.

245. (7.7) 3akasuuMKk [OMKEeH KOHTpONMpoBaTb W NPOBEPATb OEWUCTBUSA WUCMONMHUTENSA, a Takke BHeapeHue
ncnonHuTenem nboro HeobXxoaUMOro yny4LIeHus.

246. (7.8) 3aka3umk ABNSETCA OTBETCTBEHHbIM 3a MPOBEPKY U OLEHKY 3anucein u pesynbTaToB, CBA3aAHHbIX C
OEeATeNbHOCTbIO, NePefaHHON Ha ayTCOPCUHT. 3akas3uuk JOIMKEH yOeamuTbCs CaMOCTOSTENbHO UMM Ha OCHOBaHUU
NOATBEPXKAEHMS YNOSIHOMOYEHHOIO NULA UCTMONHUTENS, YTO BCS NPOAYKUMS U MaTepuanbl, MOCTABEHHbIE eMy
ncnonHutTenem, 6eiNn NPpom3BeaeHbl B COOTBETCTBUM C HAacTosAWwmMMK MNMpaBunamm n permcTpaumoHHbIM 0ChE.

Wcnonuutenb

247. (7.9) WcnonHutenb [OSMKEH MMETb HEOOXOAMMbIE 3HAHUSA, OMbIT U KOMMETEHTHbIA MEepcoHan, a Takke
pacnonaratb COOTBETCTBYHOLLUMN NOMELLEHUAMU, 06OpyAOBaHMEM ANt HAAeXaLlero UCNofnHeHnst 06a3aTensbCTB
no AoroBopy.

248. (7.10) cnonHuTenb AOMKEeH YOOCTOBEPUTLCS, YTO BCS NpeoCcTaBrieHHas eMy NpoayKUms, UCXOAHOE Cbipbe,
yMaKkoBOYHbIE MaTepuarbl U CBEOEHUS NPUTOAHbI AN UCMONb30BaHMS MO HAa3HAYEHUIO.

249. (7.11) WcnonHuTenb He OOMMKEH nepefaBaTbh TPeTbel CTOPOHE paboTbl UMM YCNyru, NOPyYEeHHbIE emy Mo
Joroeopy, 6e3 npegBapuTENbHONO PacCMOTPEHMS U COMMacoBaHMsA C 3aka3vumMkoMm. [1pu 3akmnoyeHnn cornalleHus
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MEeXAY UCMONHUTENEM U TPeTbeN CTOPOHON JomKHa BbiTb obecneyveHa rapaHTust TOro, YTO MHAOpMaLUS, BKoYas
cBefeHus o6 oueHKke COOTBETCTBMSA TPETbeW CTOPOHbI, MPedoCTaBnseTcss TakMMm e obpasom, Kak mexay
nepBoHaYvanbHbIMWN 3aKa34YMKOM M UCMOSTHUTENEM.

250. (7.12) WcnonHutenb He AOMMKEH MPOM3BOANTb HECAHKLMOHWPOBAHHbIE W3MEHEHMUS, BbIXOASALIME 33 PaMKu
[0roBopa, NoCKOsbKy 9TO MOXET HebGnaronpusaTHO NOBNSATL Ha KA4eCTBO paboT, MPOBOAUMbIX ASS 3aKas4uka.
251. (7.13) NcnonHuTenb OOMKEH NOHMMAaTb, YTo paboThl, NepeaaBaeMble Ha ayTCOPCUHT, BKMoYas NpoBeaeHue
aHanusa no A4oroBopy, NPOBEPSIIOTCS YNONTHOMOYEHHbIMU dheaepanbHbIMK OpraHaMmn UCMONHUTENBHON BAacTM.

[orosop

252. (7.14) Mexay 3aKka34yMkOoM M WCMONMHUTENEM OOIPKEH ObiTb 3akmyeH OOroBop, B KOTOPOM pekoMeHayeTcs
onpeaenuTb MX B3aMMHble obA3aTenscTBa M npoueaypbl nepegayn MHopmMauun, CBa3aHHble ¢ AeATENbHOCTbIO,
nepegaBaemMon Ha ayTCOPCUHI. TexHuWYeckue acnekTbl A0roBopa AOSMKHblI COCTaBNATLCHA NMUAaMKU, UMELWMMU
COOTBETCTBYWOLUME 3HAHMWS, CBS3aHHblE C [OEATEeNbHOCTbIO, NepeaBaeMoW Ha ayTCOPCUHI, M HaCTOALWMMU
MpaBunamu. CornacoBaHHble CTOPOHaMM YCOBWUSI AOrOBOpa M BCe CBSA3aHHbIE C JOTOBOPOM TEXHUYECKUE U UHbIE
cornalleHns OOJKHbI COOTBETCTBOBaTbL 3akoHoaaTenbCcTBY Poccuiickon Pegepaumm n permctpaumMoHHOMY A0Che.
253. (7.15) B goroBope pekoMeHAyeTCsi yka3biBaTb, Kakasi U3 CTOPOH OTBEYAET 3a KaXAbl aTan AesiTeNbHOCTH,
nepegaBaemMon Ha ayTCOPCUHI (Hampumep, ynpaBrieHUe 3HaHUAMW, NMepeHoC TexHonoruwu, obecrneyeHuwe uenu
MOCTaBOK, 3aKMYeHMe A0roBopa C TPETbEW CTOPOHOW, 3aKyrnKy WUCXOOHOrO Cbipbsi, MarepuarnoB U UX KavyecTBo,
npoBefeHne UCMbITaHNI 1 Bblgady paspeLleHrs Ha CMOoSb30BaHNE NCXOOHOIO Chipbs U YNMAKOBOYHbIX MaTepmarnos,
npoBeAeHne NPoOn3BOACTBA U KOHTPOIS KadecTBa (BKMoYas KOHTPOIb B NpoLuecce nponssoacTasa, otéop obpasuos
N nx aHanms)).

254. (7.16) Bce 3anucu, CBsi3aHHble C AEATENbHOCTbIO, MepefaBaeMOM Ha ayTCOPCUHI, Hanpumep, 3anucu
nNpou3BOACTBa, aHanusa u peanusauum NPoAyKUMKU, a Takke COOTBETCTBYIOLLME KOHTPOMbHble 06pasLbl AOMKHbI
XpaHUTbCA Yy 3akasdymka, UnM 3aka3yuk OOMKeH MMeTb K HuM goctyn. Jliobble 3anucu, OTHOCALWMECS K OLEHKe
KadecTBa NpOAYyKUUK, B Criydae NpeabsiBNEHNsS NPETEH3N, NpeanonaraemMoro HeCooTBETCTBUA TpeboBaHMAM UIn
npu paccrnegoBaHum B criydae npeanonoxeHust o danscmdmkaln NpoayKUuumM JOMKHbI ObITb AOCTYMHbI 3aKa3ynKy
1 TOYHO onpeferieHbl B ero COOTBETCTBYIOLLMX NpoLeaypax.

255. (7.17) B poroBope pekoMeHOyeTcA npefycMaTpuBaTb MNpPaBO 3akas3yuka Ha ayauT nepegaBaeMon Ha
ayTCOPCUHT AeATENBHOCTU, KOTOpas BbINOMHAETCA UCMOMHUTENEM MW B3aMMHO COMNTacoBaHHOM TPeTben CTOPOHON.

MPETEH3MN N OT3bIB NMPOOYKUNU (TTIABA 8)
MpuHUKMN

256. Bce npeTeH3nn 1 nHgopmaLms, kacatomecsi NoTeHumanbHo HejobpokayecTBEeHHbIX NeKapCTBEHHbIX CPEACTB,
TWAaTEeNbHO paccrnenyrTcsl B COOTBETCTBMU C YTBEPXKAEHHbIMU npoueaypamu. [ponsBoguTenb MMEET CUCTEMY
GbICTPOro 1 3PPEKTUBHOrO OT3bIBA C PbIHKA MPOAYKLMN C BbISIBIIEHHBIMW UMK NpeanonaraemMbiM1U HapyLLeHsIMU
KayecTsa.

MpeTeH3nn

257. (8.1) lMNpowusBognTenb OOMKEH Ha3HauuTb paboTHMKA, OTBETCTBEHHOrO 3a PacCMOTPEHUE MNPEeTEeH3nn U
MPUHATME PELLEHUI, MMEIOLLIero NpaBo NpuBnekaTb HeobxoaMMbI nepcoHan. Ecnu aToT paboTHKK He ABnseTcs
YNOSTHOMOYEHHbIM MULOM, TO YNOMHOMOYEHHOE NULO AOIMKHO ObITb NOCTABMEHO B U3BECTHOCTb 060 BCex dhakTax
npegbsBNeHns NpeTeH3nin, paccneaoBaHin U OT3bIBOB NPOAYKLUMN.

258. (8.2) OenctBusa no paccMOTPEHUO NPETEH3U Ha NoTeHUManbHO HeaobpokayeCTBEHHbIE NEKapCTBEHHbIE
cpeactBa U MO MPUHATMIO pelwleHus 06 OT3biBe NPOAYKUUM AOMKHbl OblTb W3MNOXEHbl B COOTBETCTBYHOLLMX
yTBEpXAEHHbIX NpoLleaypax.

259. (8.3) Jliobas npeTeH3ns nNo ka4ecTBY NPOAYKUMM AOIDKHA ObITb 3apernctpvpoBaHa C yKa3aHueM WCXOAHbIX
AaHHbIX U TWwaTenbHO paccnegosaHa. K aton paboTe, kak npaBuro, cneayeT nNpuerekaTb NULO, OTBETCTBEHHOE 3a
KOHTPOSb Ka4yecTBa NPOAYKLUN.

260. (8.4) Ecnu obHapyXeHO wunu noJo3peBaeTcsl HECOOTBETCTBME Ka4ecTBa KakoW-nMbo cepumn NpoayKLmu
yCTaHOBMNEHHbIM TpeboBaHMAM, HEOOXOAMMO MPUHATL PELUeHUe O MPOBEPKE aHarorMMyHbIX CEpUR, a Takke Tex
cepuii, KOTOpble MOTYT BKINOYaTb NPOAYKThI, NOMyYeHHble Npu nepepaboTke HegobpokavyecTBEHHOW cepuu.

261. (8.5) PeweHus n mepbl, NpuHATbIE MO pe3ynbTaTaM pPacCMOTPEeHWs MbOon NpeTeH3nu, AOMKHbl ObITb
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3aperncTpupoBaHbl 1 BKIKOYEHbI B COOTBETCTBYHOLLEE JOCLE HA CEPUIO.

262. (8.6) 3anucm pacCMOTPEHUst NPETEH3UN [OOIDKHbI PEryrnsipHO aHanu3npoBaTbCsl C LUEMNbi0 BbISBAEHMWS
cneumnduyecknx 1 NoBTOPSIOLWLMXCS hakTopoB, KOTopble TPebyOT 0cOBOro BHUMaHNS 1 MOTYT MPUBECTU K OT3bIBY
NpoayKLUNN.

263. (8.7) Ocoboe BHMMaHMEe HeOOXOOAMMO YAOENsATb OLEHKe TOro, SBNSETCA NN MNPUYMHON MNPETEH3UU
danbcmnrkaumna NnpoayKummn.

264. (8.8) B cnyyae ecnu npousBoauTenb NpeanpuHMMaeT OEWCTBUSA, ABNSIOLMECS CNeACTBMEM BO3MOXHbIX
owmnboK B NMPOM3BOACTBE, YXYALIEHMS KayecTBa MpoOyKUWu, BbIsIBNEHUS danbCcuLMpOBaHHON NpogyKunM nnm
OPYrux cepbesHbiX npobnem, CBA3aHHbIX C KA4YeCTBOM NpoAyKUuKW, AOMKEeH ObiTb MNPOMHAOPMUPOBAH
COOTBETCTBYIOLLMIA YNOMHOMOYEHHbIV dheaeparnbHbI OpraH UCMOMHUTENbHOW BNAacCTy.

OT3bIB NpogyKLmMK

265. (8.9) NponssoamTenb AOMKEH HAa3HAYUTb pabOTHUKA, OTBETCTBEHHOIO 3@ CBOEBPEMEHHDIN OT3bIB NPOAYKLNN C
pbiHKa, UMeloLWEero npaeso npuBrekatb Heobxoaummbln nepcoHan. Kak npaBuno, aT1oT paboTHMK OOMKEH ObITb
He3aBMCMMbIM OT NoApasgeneHnn peanusaummn n mapkeTuHra. Ecnm atoT paboTHMK He ABNSIETCA YMONTHOMOYEHHbIM
NMLIOM, TO YMOMTHOMOYEHHOE ML AO0MMKHO ObITb 0OCBEAOMIIEHO 0060 BCex hakTax OT3biBa NPOAYKLNN.

266. (8.10) MNopsgok oT3biBa NPOAYKUMM OOMKEH ObiTb pernameHTUpoBaH YTBEPXKOEHHOW NpoLenypon, KOTOpYHo
crnepyeT perynsipHo NpPoBepsiTb U Npy HEOOXOAMMOCTU NepecMaTpuBaTh.

267. (8.11) OT3bIB NpOAYKLNN OOSMKEH OCYLLECTBNATLCS ONEepaTMBHO 1 B Ntoboe Bpems.

268. (8.12) KomneTeHTHbIe OpraHbl BCex CTpaH, Kyaa Obina HanpasneHa NpOoAYKUUS, AOIDKHbI OblTb HEMeAneHHO
NHOPMUPOBAHBI O MPUHATMU pelleHns 06 OT3biBe MPOAYKUMW B CBA3W C NOAO3PEHVEeM unn obHapyXeHuem
HeCOOTBETCTBUS ee KavyecTsa.

269. (8.13) 3anucu no oTrpyske AOMKHbI ObITb AOCTYMHbI MUY (Muam), OTBETCTBEHHOMY(bIM) 3@ OT3bIB NPOAYKLMM,
N cogepxaTb OOCTaTOMHYK MHdOopMauuio 06 opraHusauusax ONTOBOW TOProBIM NEKapCTBEHHbIMU CPeacTBamMu U
npsiMbIX 3aka34vukax (agpeca, Homepa TenedgoHoB u (Mnu) dakcos B paboyee 1 B Hepaboyee Bpems, HOMepa cepui
1 06beMbI MOCTABOK), BKOYasi 3KCMOPTHbIE NMOCTaBKM U MOCTaBKU 0Opas3LoB JIeKapCTBEHHbBIX CPEACTB.

270. (8.14) OTo3BaHHY0 NpoayKLMIO0 HEOBXOAUMO NPOMapPKMPOBaTh M XpaHUTb OTAENBHO B 6€30NacHON 30HE BNIOTb
00 NPUVHATUS PELLEHNSA O ee JanbHEeNLWeM UCNONb30BaHNM UM YHUHTOXEHUN.

271. (8.15) MNMocnegoBaTenbHOCTb AEWCTBUMA NMPU OT3bIBE NPOAYKUUN OOMKHA ObiTb ochopMneHa OOKYMeHTarnbHO.
OkoHYaTenbHbI OTYET [LOIDKEH cofepXaTb MaTepuanbHbii GanaHc Mexay KONMMYecTBOM MOCTaBIIEHHON U
BO3BpaLLLeHHON NPOAYKLNN.

272. (8.16) SdheKTMBHOCTb MEpPONPUATUIA NO OT3bIBY NPOAYKLUN AOMKHA PerynsipHO aHann3mpoBaTbCs.

CAMOWHCIEKUWA (TTTABA 9)
MpuHUMN

273. CamMouMHcneKkuns NpoBOAUTCS C LIENbl MPOBEPKM BLINOMHEHUS] NMPOM3BOAUTENEM TpebOBaHUA HACTOSLLMX
MpaBun 1 NpeanoXxeHns HEOOXOAMMBIX KOPPEKTUPYIOLLMX AENCTBUN.

274 (9.1) Bonpochl, kacawLmecs nepcoHana, nomelleHun, obopyaoBaHus, OOKYMEHTaUMK, TEXHOJOIMYECKOro
npolecca, KOHTPONsi KadecTBa, peanv3auumn NekapCcTBEHHbLIX CPeAcTB, MEPONpPUSaTUMI No paboTe C NpeTeH3nsIMu,
OT3bIBOB MNPOAYKLMM, a Takke [eATeNbHOCTM MO NPOBEAEHMIO CaMOWHCNEKUWMA, [OOIDKHbI  PErynsipHo
aHanuM3nMpoBaTbCs B COOTBETCTBUM C 3apaHee YTBEPXKAEHHOW MporpammMon No onpedeneHHoMmy rpaduky ans
NPOBEPKN NX COOTBETCTBUA NpMHLUMNaM dpapmaLeBTUYECKON CUCTEMbI KayecTBa.

275. (9.2) CamowuHcneKkuMs [OMmKHa NpPOBOAUTBCS HE3aBMCUMO W TLWATENbHO cneunanbHO Ha3HaYeHHbIMU
KBanMMOULUUPOBAHHBbIMU fMLUaMW, COCTOSILWLMMKW B wWTate npoussoautens. pu HeobxoguMMocTn MOXeT ObiTb
NpoBeaeH HE3aBUCKMbIA ayaUT NPOU3BOAUTENS SKCMEPTaMM CTOPOHHUX OpraHM3auuni.

276. (9.3) Pe3ynbTaThl CaMOMHCNEKLMIA AOMKHbI OblTb 0OPMIIEHbl JOKYMeHTanbHo. OTYeTbl, COCTaBMEHHbIE MO
pesynbTataM CaMOWHCMEKUMA, OOJKHbI BKMoYaTb B CeOS BCHO MOMydYeHHY WHopmaunio u Heobxogumbie
KOppekTupytowmne gencteus (roe npuMmeHumo). [encTBus, npegnpyHUMaemMble Mo pesynbTataMm MpoBeAeHHbIX
CaMOUHCNEKUMIA, Takke criegyeT oopMNATbL AOKYMEHTambHO.

IV. OCHOBHbIE TPEBOBAHNA K PAPMALIEBTUYECKNM CYBCTAHLNAM,
NCMNOJIb3YEMbIM B KAHECTBE MCXOOHOI O ChIPbA (MACTb II)
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BBEOEHVE (1)

277. KOpuandeckue nuua, Ha UMsl KOTOPbIX BblAaHbl PerncTpaLmoHHble YA0CTOBEPEHMUS, U MPOU3BOAUTENN AOMKHbI
MCMONb30BaTh B Ka4eCTBe UCXOHOTO Chipbsl TOMLKO Te dpapmaLieBTUYeckme cybcTaHLmm, KoTopble NponsBeaeHbl ¢
cobniogeHem HacToawwmx Mpasun.

Uenb (1.1)

278. Hactoswas rnmaBa ycTaHaBnuBaeT TpeboBaHMsA, Kacawlmecs Hagnexawero npounsBoAcTBa
dapmMaLeBTUYECKUX CYOCTaHLUMM C COOTBETCTBYIOLLEN CUCTEMOW YynpasBneHus kadectBoM. OHa Takke
npegHasHaveHa And uenen obecnedyeHus kavecTBa M YUCTOTbl OEWCTBYIOLWIMX BeLlecTB B COOTBETCTBMM C
npeabsBNAeMbIMU K HUM TpeboBaHUSMU.

279. B HacTosWwen rnaBe TepMuH "Npon3BoACTBO" BKItodaeT B cebsa Bce BuAbl onepauuni ¢ hapmaleBTUYeCKUMU
cybGCTaHUMSAMM: MPUEMKY maTepuanos, NMPOW3BOACTBO, YMAKOBKY, MepeynakoBKy, MapKWpOBKY, NepemapKupoBKy,
KOHTPOSb Ka4yecTBa, Bbl4ayy pa3peLlleHns Ha BbiNyCK, XpaHeHWe 1 peanusaumio, a Takke COOTBETCTBYIOLLME Mepbl
KOHTpons. TpeGoBaHWs, YCTaHOBMEHHbIE HACTOSLLEN rMaBow, ABNSATCA oba3aTenbHbIMK, ecnn MNpUnoXeHnaMmn K
HacToswmMm [MpaBunam He ycTaHOBMEHbl WHble TpeboBaHWA, noanexailne NPUMEHEeHWI0 B COOTBETCTBYHOLLMX
cryyasix, a Takke ecnu cobmniogeHue ykasaHHbiX TpeboBaHuW He MoxeT ObiTb 3aMeHeHO anbTepHaTWBHbIMU
AencTBusiMun, obecneymBaloLLMMm Mo KparHen Mepe 9KBUBASIEHTHbIV YPOBEHb KauecTBa NpoAyKUMN.

280. Hactoswue MNpaBuna He ycTaHasBnueatoT TpeboBaHus, npegbsBnseMble Npu pernctTpauum papmaueBTUYecKnx
cybctaHuun. [MpousBogutens 00s3aH  BbINONHATL Bce TpeboBaHMSA, YCTAHOBMEHHbIE NPW  BKITHOYEHUN
hapmaLeBTUHECKMX CYOCTaHLUIN B roCy4apCTBEHHbIN peecTp NnekapCTBEHHbIX CPeacTB.

Ob6nactb npumeHeHus (1.2)

281. Hactoswan rnaBa ycTaHaBnuBaeT TpeboBaHMA K MpPoM3BOACTBY hapMaLEeBTUYECKMX CYyOCTaHUMNA,
MCnonb3yemblX B MPOM3BOACTBE NeKapCTBEHHbIX NpenapaTos Ans MeAULNHCKOro U BETEPUHAPHOTO NMPUMEHEHUS, B
TOM 4ucCre K NPOM3BOACTBY (hapMaueBTUYECKUX CYOCTaHLUMIA, Nony4aeMbIX C UCMOMNb30BAaHNEM AOHOPCKOW KPOBWU
N nnasmbl B Ka4ecTBe MCXOOHOro cbipbs. OHA NMPUMEHSIETCS KO BCEM UCXOLHBbIM AEWCTBYIOLLMM BeLlecTBaM
coBmecTHO ¢ lNpunoxennsimm N N 2 - 7 k HacTosiwmm lMpaBunam, rae cogepXatcst AONONHUTENbHbIE TpeboBaHWsA
ANns onpefeneHHbIX BUA0B AeUCTBYIOLLMX BELLECTB.

282. TyHkTbl 622 - 644 HacToAwwmx [MpaBun cogepXaTt TpeboBaHUSA, KOTOPbIE PacnpOCTPaHATCS TOMbKO Ha
NpoM3BOACTBO (hapMaueBTUYECKNX CYOCTaHLUA, MCNONb3yeMbIX ANs MONyYEeHUs NEeKapCTBEHHbIX MpenapaTos,
npeAHasHayYeHHbIX Anst KIMHUYECKUX UCCIIeLOBaHNUN.

283. K nponsBoacTBy CTepunbHbIX hapMaLeBTUYECKMX CyOCcTaHuuMi TpeboBaHUSA HaCTOsILLEN rMaBbl NPUMEHUMbI
TONbKO A0 CTagum cTepunusaumn.

284. Hactoswas rnaBa He pacrnpocTpaHseTcd Ha Mpouecchbl cTepunu3auun UM npou3BOACTBA CTEPUIbHbLIX
dapmaLeBTMYeCkUX CyOCTaHUMI B acenTUYecKMX YCroBMAX. Takue npouecchbl [AOMKHbl MNPOBOAUTLCA B
COOTBETCTBMU C NpUHLMNaMn HacToswmx Npasun, TpeboBaHuaMU, n3noxeHHbIMU B MpunoxeHun N 1 K HacToAWMUM
MpaBunam, a Takke B MHbIX HOPMATUBHbLIX NPaBOBbIX akTax Poccuickon denepaunu.

285. HacTosiwas rmaBa He pacnpocTpaHsieTCs Ha LenbHY JOHOPCKYI0 KPOBb M Na3My, MOCKONbKy TpeboBaHMs No
B3ATUIO U UCMbITAHNIO KPOBU ONPeaensatoTCs COOTBETCTBYIOLLMMU HOPMATUBHBLIMW NPaBoBbIMK akTaMmn Poccuiickomn
depnepaumn, a Takke Ha HepacdacoBaHHbIe NekapcTBeHHbIe npenaparthbl ("aHrpo”, "vH 6ank"). Ecnv HopMaTUBHBIMU
npaeoBbIMy akTamu Poccuiickon ®epepaunm ycTaHOBNEHBI cneyunanbHble TpeboBaHua ansa obecnedeHns kKayectsa
npyv MpPOU3BOACTBE JEKAPCTBEHHbIX CPeACTB AMsl BETEPUHAPHOIO MPUMEHEHWSI MPOTUB 3KTOMapasuToB, Takue
TpeboBaHWsa SOMKHbI cobnogaTbes.

286. VicxogHoe cbipbe Ansg npon3soacTea hapmaueBTUYeCcKnxX CybCcTaHuui - 3TO NCXOOHOE Cblpbe, MPOMEXYTOYHbIE
NPOAYKTbI UNu apyrne hapmaueBTuyeckne cybctaHuumn, KOTopble NCMONb3YT B NPOU3BOACTBE (hapMaLeBTUYECKUX
CyOCTaHUWUI 1 KOTOPbIE KaK BaXKHbIA CTPYKTYPHBIN bparMeHT BBOOAT B CTPYKTYPY hapMaLieBTUHECKON CyOCTaHLUuN.
VcxogHoe chipbe Anst nponssoacTBa hapMaLeBTUYECKMX CYOCTaHLMIA MOXET npuobpeTaTbCs No AOrOBOPY Y O4HOMO
WUNN HECKONbKUX MOCTaBLUMKOB NGO MNpOM3BOAUTBCS CaMoCcToATeENbHO. McxoaHoe chbipbe Ans Npou3BoACTBa
hapmaLieBTUHECKMX CYOCTaHUUIA, kKak NpaBuo, MMeeT YCTaHOBIMEHHbIE XMMUYECKUE CBONCTBA U CTPYKTYPY.

287. MNponseoanTenb AOMKEH ONpeaenuTb U JOKYMeHTanbHo 060CHOBaTb CTaanto, C KOTOPOWM AOMKHO HaYMHaTLCS
Npou3BoACTBO hapmaLeBTUYECKON cybcTaHumn. [ins npoLeccoB CUHTe3a dTa CTaaus onpenensdeTrcsa Kak ctagus
BBOZA B TEXHONOMMYECKUA NPOLIECC MCXOAHOIO Chipbs ANs NPOoM3BOACTBA hapMaueBTUYECKUX cybcTaHumn. [Ans
OpYrux npoueccoB (Hanpumep, Ans epMeHTaLmm, SKCTPaKUMM, OYNCTKM) JaHHYI0 CTaanio ONpedensoT ¢ y4eTom
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KOHKpeTHbIX ocobeHHocTeln nponssoacTea. B Tabnuue N 1 npuBeaeHbl TpeboBaHUSA OTHOCUMTENBHO MOMEHTA, Koraa
00bIYHO BBOAAT B MPOLLECC UCXOAHOE Chipbe ANsi NPOU3BOACTBa hapMaLeBTUYECKUX cybcTaHumin. HaumHas ¢ aton
cTagun, Ha JaHHble NPOMEXYTOYHble MPOAYKThI U (MNK) cTagun NPoOM3BOACTBA (PapMaLeBTUYECKMX CYOCTaHUMM
pacnpocTpaHsoTcs TpeboBaHusa HacTosiwen rmasbl. OHM BKNOYalT B cebs Banupaumilo KpUTUHECKUX CTagaun
NPOU3BOACTBEHHOIO MPOLECCa, OKa3blBaOLWMX BNUSIHUE Ha kavyecTBO hapmaueBTudecknx cybctaHumn. B 1o xe
Bpems BbIOOp Npon3BoanTeNem CTagmmu TEXHOMOMMYECKOro npoLecca Ans NpoBeAeHns Banugaumm He obsisaTensHo
O3HayaeT, YTo aTa cTagusa SABMSeTcs KpuTuyeckon. TpeboBaHMSA HaACTOsLEN rMnaBbl PacnpoCTPaHSAITCS, Kak
npaBwmno, Ha cTaguw, BelgeneHHsle B Tabnuue N 1 cepbiM hoHOM. 3TO HE O3Ha4YaeT, YTO B NpoLiecce NPoM3BOACTBA
OOIMKHbI BbINONHATECS BCE CTaAuu, yKasaHHble B faHHow Tabnuue. CTporocTb cnefoBaHus TpeboBaHuaM
HacTodALWen rnaBbl OOIPKHa Bo3pacTaTb OT paHHMX CTaguin NpomsBOACTBa hapMaueBTUYECKUX CybcTaHuum K
3aBepLUarLLMM CTaausaM TEXHONOMMYECKOro npouecca, O4nCTKMA U ynakoBku. OBpaboTky dumsmyecknmm metogamu
dapmMaLeBTUYECKUX CYOCTaHLMIN, TaKyld Kak rpaHynsiuusi, nokpbiTue o6onovkon unm uanveckoe M3MeHeHue
pasmepa yacTtuy, (Hanpumep, rpyobii U TOHKUI NOMON), crieqyeT NPOBOAUTL MO KpalHEW Mepe B COOTBETCTBUM C
TpeboBaHuaMM HacTosawwmx [NpaBun. Hactoswasa rmaBa He MPUMMEHSETCA K CTaausM, KOTOpble MpeaLlecTBYT
BBEJEHMIO B MPOLECC BELLECTB, OMNPEAEeNieHHbIX KaK MCXOAHOEe Chipbe AN NPOM3BOACTBA (hapMaLeBTUYECKUX
cybcTaHumin.

288. B HacTosiwen rnaeBe wucnonb3dyetcs TepMuH "dpapmaueBTuyeckas cybctaHumsa" (PC), kotopbii cnepyet
paccmaTpvBaTtb Kak B3aMMO3aMEHSEMbIN C TEPMWHOM "aKkTMBHbIN ddapMaueBTUYECKUN WHTpeaneHT" (ADU).
TepMuHbl, ynoTpebnsieMble B HacTosALLEN rnaBe, U onpeaeneHns 0603Ha4YeHHbIX UMW NOHATUIA (KOTOPbIE NPUBEAEHBI
B NyHKTe 645 HacToawmx MpaBmn) ncnonb3yTca TOMBKO AN Lenen HacTosiLwen rnasbl.

Tabnwuua N 1. MpumeHeHune rnasbl |V HacToswwmx MNpasun K Npon3BoACTBY hapMaLeBTUYeCKnX cybcTaHuni

Tun Cragum npomssoncrTsa ®C, Ha KOTOPEE paCIpOCTpaHAeTcda IJjaBa 1V
IPOM3BOLNCTBA HacToAmMx [IpaBuil (BHIOEJIEHH CEepbM QOHOM)
XyMmdeckoe [MpomsBOOCTBO Beenmenmne B [MpomsBOOCTBO BeinesneHue |[O6paboTka
IPOU3BOACTBO MCXOOHOTO CHPbA |Npouecc INIPOMEXYTOUHOTO |[M OUMCTKA |(M3MUeCKUMU
nina @C MCXOOHOT O nponykTa (oB) MeToOaMu ¥
CEIPbA IJIA yInakoBKa
IPOM3BOLNCTBA
oC
®C, nomnyuaemele |COOpP OPTAaHOB, Peska, BeeneHue B Beimesienme |ObpaboTka
"3 CHpPbA XKMOKOCTEN WIn CMellVBaHUe npolecc M O4UMUCTKA |PU3MUeCKUMN
XMBOTHOI'O TKaHeM n (munm) MCXOIOHOT'O MeTonaMm M
[IPOMCXOXIOEHUA nepBUYHAaA CEIPbA IJIA yIIaKOBKa
obpaboTka npomuseoncrea oC
®C, nomydaemele |COOpP pacTeHMM Peska mu BBeneHue B Beimesienme |(ObpaboTka
"3 CHpPbA nepBUYHAA npolecc M O4UMUCTKA |PU3MUeCKUMMN
PacTUTEJIBHOT'O SKCTpaKLUUAa MCXOIOHOT'O MeTomaMmu u
NIPOUCXOXIOEHMU A CEIPbSA IOJIS yInaKoBKa
npomseoncrea @C
PacTuresnHue Cbop pacTeHMM Peska mn - JDanbpHelmasa | OBbpaboTka
3KCTPaKTHL, nepBUYHAA SKCTpakuud | pusmuye CKUMU
VICIIOJIb3yEMEIE B SKCTPaKLMUI MeTOnaMm ¥
xauecTtBe OC yIakoBKa
&®C, cocroamue Cbop pacTeHuM u|Peska u - - ObpaboTka
us3 (1) (1) dMBUUYEe CKUMU
pasMebUYeHHBIX KyJIb TUBMPOBAHNUE | UBMEJIbUeHNE MeTonaMm ¥
WM PacTEePTEX B|U cOOp yInakKoBKa
IIOPOIOK
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pacTeHun
BuorexHosorua: |CosmaHue NonnmepxaHue |KynpTuBuporaHMe |BeimeneHmne |ObpaboTka
bepmeHTaALIMS U TJIABHOTO U pabouero KJIeTOK U (MJam) M OUMCTKAa |OdmsuueckmuMm
(m71m) pabouero OaHKOB |DaHka KJIEeTOkK |bepMeHTaLMsa MeTomaMu u
KYJIb TUBMPOBAHME | KJIIETOK yhakoBka
KJIETOK
"Knaccuueckaa" |CosmaHue [omnmepxaHue |[(BBom xJIeTOK B BreimesnieHue |[O6paboTka
bepmeHTauMa OJg|0aHKa KIETOK BaHKka KJIETOK |IpoLecc ¥ OUMCTKA |bu3nueckmMmm
npouseoncTraa oC bepMeHTaALMK MeTomaMm u
yhakoBka
\
Ycunenne tpef®oBaHUM \
/
/

YIMPABJIEHVE KAYECTBOM (2)
MpuHumnel (2.1)

289. (2.10) OTBETCTBEHHOCTb 3a Ka4eCTBO AOMKEH HECTW BECb NepCcOHan, 3aHAThbIN B MPOM3BOACTBE.

290. (2.11) Kaxgpii nponsBoanTenb AOMKEH pa3paboTaTtb, AOKYMEHTarnbHO 0QOpMUTL U BHEOPUTL 3P EKTNBHYIO
CcMCTeMy ynpasrieHNs Ka4eCTBOM MpUY y4acTUM PyKOBOASALLErO U MPOM3BOACTBEHHOMO NepcoHana.

291. (2.12) Cnctema ynpaBneHust Ka4eCcTBOM [OSDKHA OXBaTblBaTb OPraHU3auMOHHYK CTPYKTYpY, npoueaypbl,
MPOLLECChl N pecypchl, a Takke AeATeNbHOCTb, Heobxoaumyto Ans obecneyverHns rapaHTum cootsetcTema OC Bcem
TpeboBaHVAM COOTBETCTBYHLIMX CreundukaumMin B OTHOLEHUN KayecTBa M 4MCTOTbl. [lpom3sBoguTens AOSKeH
onpeaenuTb U JOKYMeHTanbHo 0hopMnUTL BCE BUAbLI EATENBHOCTU, UMEIOLLME OTHOLLEHUE K Ka4ecTBY.

292. (2.13) Y npowusBoanTens AomkHbl ObiTb CO3aaHbl Nogpasgenexus, BoinonHsawwme QyHKUnM obecneyeHms m
KOHTPOMs KayecTBa, KOTOpble OOIMKHbI ObiTb HE3ABUCUMbIMW OT NPOU3BOACTBEHHOIO NoAapasfeneHns. YkasaHHble
YHKUMM MOTYT BbINOMHATLCSA NMBO OTAeNbHbIMW nogpasgeneHnamu obecneyveHnss n KOHTpons Kayectsa, nvbo
MOryT ObITb BO3MOXEHbI HA OAHO MNWLIO UNK FPyNny N B 3aBUCUMOCTY OT Ppa3MepoB M CTPYKTYPbl OpraHu3aumm.
293. (2.14) Heobxogmmo TOYHO oOMpefennuTb vy, YNOMHOMOYEHHbIX BblAaBaTb paspelleHne Ha BbiMycK
npomMexXyTo4Hon npogykumm n ®C.

294. (2.15) Bce pencteusi, MMeOLIME OTHOLLUEHME K Ka4vecTBy,
HenocpeaCcTBEHHO NPY MUX BbINONHEHUN.

295. (2.16) JIloboe OTKNOHEHME OT YCTAHOBMEHHbLIX MNpoUeayp [AOMKHO OdOPMAATECA AOKYMEHTanbHO U
obocHoBbIBaTbCA. HeobxoaMmo MpoBOAWTbL paccrefoBaHWe KPUTMYECKMX OTKIOHEHWW, a Takke odopMmnsATb
OOKYMeHTarbHO Takoe paccrnefoBaHune 1 caenaHHble BbIBOAbI.

296. (2.17) NcxopHoe cbipbe O5is NpOM3BOACTBA hapMaueBTUHECKUX cyOCTaHuun u MaTepuarnbsl He MOryT ObiTb
paspeLleHbl K BbIMYCKY UMW UCMNOSMb30BaHbl OO NOMYYEHUS YOOBNETBOPUTENLHOIO 3akKmioyYeHus Mo pesyrbraram
OLeHKKN, NpOBeAEHHOW nogpasferneHnemM (noapasgeneHvusmun) KavecTsa, ecrv y Mnpou3BOAUTENS OTCYTCTBYIOT
COOTBETCTBYHLLUME CUCTEMbBI, pa3peLlaloLme Takoe NCcrnonb3oBaHme (HanpuMep, BbiMyCK B cTaTyce kapaHTuHa, Kak
onncaHo B MyHkTe 472 Hactoawwux [lpaBun, nmMbo MCNonb3oBaHME WCXOOHOrO CbIPpbS MM MPOMEXYTOYHOM
NpOAYKLUUW, OLeHKa KadecTBa KOTOPbIX eLle He 3aBepLueHa).

297. (2.18) lNpowussoanTenb [omkeH paspaboTaTtb npoueaypbl CBOEBPEMEHHOIO OMOBELLEHWS PYKOBOASALLEro
nepcoHana o6 MHCMeKUMaX YNONHOMOYEHHOro dedepanbHOro opraHa UCMOMHUTENbHOW BNacTu, HedocTaTkax B
OTHOLWeHWKn cobniogeHns TpeboBaHun HacToawwmx NMpaswn, gedekTax NPoaYKLUNN U O MPUHATMN COOTBETCTBYHOLLIMX
Mep (Hanpumep, O PacCMOTPEHMU NPETEH3UA B OTHOLUEHUW KadecTBa, 06 OT3blBax MpPOAYKUUW, O AEWCTBUAX
YNONTHOMOYEHHOro dhefepanbHOro opraHa UCMONHUTENLHON BMacTH).

298. (2.19) Onsa poCTUXeHNs Lenu ynpasneHns kayecTBOM AOSkHa OblTb BHeApeHa BCECTOPOHHE pa3paboTaHHas
N NpaBuIbHO (PYHKLMOHMPYIOLLAsA CUCTEMA KayecTBa, BKMNoYawLlas B cebsa opraHusaumio paboTbl N0 HACTOALLMM
lMpaBunam, B TOM YMCME KOHTPOSb KayecTBa 1 CUCTEMY YrpaBreHus puckammn Ans KkavyecTsa.

AOJXHblI OCbOpMJ'IFlTbCFl OOKYMeHTalbHO
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CucTtema ynpaBneHust puckamu gnsi kadyectsa (2.2)

299. (2.20) YnpaBneHue puckamu Ofsi KadecTBa SBNSAETCA CUCTEMATUYECKMM MPOLIECCOM OLIEHKW, KOHTPOSs,
nepegayn wuHdopmaumm u ob3opa puckoB Ans kadectBa PC. ITOT npouecc MOXHO OCYLLECTBMAATb Kak
NepcneKkTUBHO, Tak U PETPOCMNEKTUBHO.

300. (2.21) Cuctema ynpaBreHus puckamm ans KayecTsa AOSMKHaA rapaHTUpoBaTh, YTO:

OLEeHKa p1CcKoB HasnpyeTcs Ha HayYHbIX 3HAHUSIX, OMbiTe NPOM3BOACTBA M B KOHEYHOM CHETE CBSi3aHa C 3aluMTomn
naumeHTa nytem obmMeHa nHdopmaumen ¢ npuobpetarenem PC;

YPOBEHb yCUnNun, hopmanmnsaumm n JOKyMeHTanbHOro ohopmrieHuns npoLecca ynpaBsneHums pyuckamm ans kadecrasa
COM3MEPUM C YPOBHEM PUCKOB.

O6sa3aHHOCTW nogpasfernenns (nogpasgenennii) kadectea (2.3)

301. (2.30) MNogpasgenenne (NnogpasgeneHnst) kadecTea AOMKHO (OOIMKHbI) ObiTb BOBMEYEHO(bl) B peLleHne BCeX
BOMPOCOB, OTHOCSILLMXCS K KA4YECTBY.

302. (2.31) MNogpasgenexve (NogpasgeneHunst) kayectsa AOMKHO (JOJPKHbBI) paccMaTpyBaTh U COMNacoBbLIBaTb BCE
OOKYMEHTbI, UMEIoLLME OTHOLLEHNE K Ka4EeCTBY NMPOSYKLNN.

303. (2.32) OcHoBHble 006a3aHHOCTW He3aBMCMMOro(bIX) Nogpasaenennst (NogpasaeneHnin) kayecTsa He nognexart
nepegave Apyrum nogpasgeneHnsam. 3Tm 06513aHHOCTM OOIMKHbI ObITb JOKYMEHTanbHO opopMIieHbl 1 BKNOYaTh B
cebs, B YaCTHOCTW, crneayoulee:

a) (1) Bblgayy paspelueHus Ha BbINMYCK UM OTKIoHeHne Bcex PC, a Takke Bbigavy paspeLleHust Ha BbIMyCK Unu
OTKMOHEHNE MPOMEXYTOYHOW MPOAYKUUW, MpefHa3Ha4YeHHOW [ANis UCNoMb30BaHUS BHe cdiepbl KOHTPOMS
npoussoauTens;

6) (2) cosgaHne cucTembl Bbi4aun paspelleHnss Ha BbIMYCK MITM OTKIMOHEHUS UCXOQHOMO Cbipbs, NPOMEXYTOYHOM
NPOAYKLUW, YNAaKOBOYHbIX MaTeprarnoB 1 MaTepuanos A MapKMpOBKUY;

B) (3) NpoBepKy COCTaBMEHHbLIX 3anucer Mo MNPOM3BOACTBY CEPUM U OOKYMEHTOB nabopaToOpHOro KOHTPOMs B
OTHOLLUEHMUN KPUTUYECKMX CTafuMIi nNpouecca nepes Bbigaven paspelleHms Ha Boinyck ©C;

r) (4) obecneyeHne paccrnefoBaHUs NPUYUH KPUTUYECKMX OTKITOHEHWI U NX YCTPaHEHNE;

a) (5) cornacoBaHve unu yTeepXxaeHue Bcex cneumndukaLmn n OCHOBHbIX MPOU3BOACTBEHHbBIX MHCTPYKLWIA;

e) (6) cornacoBaHve wnu YTBEPXAEHWE BCEX Npoueayp, KOTopble MOryT OKa3biBaTb BIMSAHME Ha KayecTBO
NPOMEXYTOYHOM npoaykuumn unn eC;

X) (7) obecneyeHvne npoBegeHNs BHYTPEHHUX ayAMTOB (CaMOMHCNEKLMN);

3) (8) ogobpeHne npoussoanTener NPOMEXYTOUYHOM Npoaykumm n @C, paboTatoLwmx no JOroBopy;

n) (9) yTBepxaeHne n3amMeHeHun, KoTopble NOTEeHUManbHO MOryT NOBNNATL HA KAYECTBO NMPOMEXYTOYHOW NPOAYKLMM
unun ®C;

K) (10) npoBepky 1 yTBEpXaeHne NpoTOKONOB 1 OTYETOB MO Banugauuu;

n) (11) obecneyeHne npoBeaeHNs paccnenoBaHns N NPUHATUS peLLEHWI MO NPETEH3USAM, CBSI3aHHbIM C KAYECTBOM,;
M) (12) KOHTpPONb CBOEBPEMEHHOIO BbIMOSIHEHUSI TEXHUYECKOrO OOCMYXMBaHWSA, KanMbpoBKUM U  MOBEPKM
KpuTnyeckoro obopyanoBaHus;

H) (13) obecnevyeHne COOTBETCTBYIOLLMX MWCMbITAHUA MCXOZHOIO Cbipbsi M MaTepuarnoB W OOKYMEHTarbHOro
odhopMIeHust pe3ynbTaTos;

0) (14) obecnedyeHne HaNMuUs OaHHbIX O CTabMNBLHOCTU ANS NOATBEPXKAEHUS YyCTaHaBNMBaeEMbIX AaT NPoOBeAeHUs!
MOBTOPHbIX UCMbITAHUIA UMM UCTEYEHNSI CPOKOB FOAHOCTU, @ TaKke YCnoBuii xpaHeHnss ®C u (Mnu) npoMexXyTO4HOW
nNpoayKuuMM B TEX Cnyyasx, korga 3710 LenecoobpasHo;

n) (15) npoBeneHue 063opoB kavecTBa npoaykumm (nyHkTel 307 - 308 HacToAwwmx Mpasun).

O6a3aHHOCTM NO NPON3BOACTBEHHOM AeATENbHOCTY (2.4)

304. O65a3aHHOCTM NO NPON3BOACTBEHHON AeATENbHOCTN A0MKHbI ObITb JOKYMEHTanbHO 0popMIeHb! 1 BKINOYaTb B
cebs, B 4YaCTHOCTU, crneaytoLLee:

a) (1) paspaboTky, NnepecmoTp, yTBepXaeHWe 1 pacnpegeneHne UHCTPYKLUA NO NPOM3BOACTBY MPOMEXYTOYHON
npoaykunm nnn ®C B COOTBETCTBUU C YTBEPXKOEHHOW NpoLeanypou;

6) (2) npousBogctBo ®C M npu HEOOXOAMMOCTM MPOMEXKYTOYHOM MPOAYKUMM B COOTBETCTBMM C 3apaHee
YTBEPXKAEHHBIMU UHCTPYKLMAMU;

B) (3) paccmoTpeHne BCex 3anvcen No Npon3BoACTBY Cepun NPOAYKLUN N MOATBEPXKAEHME MOMHOThI MX 3aMOSfTHEHWS
“ nognucaHus;

CrpaHuua 36 u3 179



Mpuka3 MuHnpomTopra Poccumn ot 14.06.2013 N 916

"06 yTBepxaeHum MpaBun opraHn3aumm NpoM3BOACTBa U KOHTPOMS KayecTBa
NEKapCTBEHHbIX cpeacTB”

(3aperucTpupoBaHo B MuHiocTe Poccum 10.09.2013 N 29938)

r) (4) obecneyeHne o6a3aTENBHONO [OKYMEHTUPOBaAHUSA BCEX OTKIOHEHWW OT mfpouecca nNPOM3BOACTBA U
NPOBEAEHUS MX OLIEHKW, @ TaKKe paccrnefoBaHWs BCEX KPUTUYECKNX OTKIIOHEHWUIA N JOKYMEHTarNbHOro ochopmieHus
NOny4YeHHbIX BbIBOLOB;

a) (5) obecneyeHne YNCTOTbI NPOU3BOACTBEHHbLIX MOMELLEHMI U MPU HEOOXOAUMOCTU X Ae3uHpeKUny;

e) (6) obecneyeHne BbINOSIHEHNS HEOBXOAMMBIX KAarMOPOBOK, a TaKkKe BeAEeHUS U XpaHEeHNs 3anucen;

X) (7) obecnedeHne obcnyxmBaHUsi NOMELLLEHUA 1 000PYAOBaHUS, a Takke BEAEHUSI U XpaHEeHUS 3anucen;

3) (8) obecneyeHne NPOBEPKM M COrNacoBaHNsi MPOTOKOMOB Banugaumm u OTYeTOB;

1) (9) oueHKy npegnaraemMbiX U3MEHEHWI B OTHOLLEHMW NPOAYKLUK, NpoLiecca unm o6opyaoBaHus;

K) (10) obecneuyeHue kBanuduKauum HOBbIX U NPU HEOOXOAMMOCTU MOAEPHU3MPOBAHHLIX MOMELLEHUN U
obopynoBaHus.

BHyTpeHHMe ayanTtbl (camounHcnekumst) (2.5)

305. (2.50) [Ons nopTteepxaeHuss cooTBeTcTBUSA npouseoactea PC  TpeboBaHuaAM HacTosAwmx [Mpasun
npousBoauTenb OOMKEH PErynsapHO NPOBOAMTL BHYTPEHHWE ayauTbl COTNTAcHO YTBEPXKAEHHOMY rpadouky.

306. (2.51) PesynbTaTbl BHYTPEHHEro ayauMTa W MNocneaylolime KoppekTupyllwme AOeNCcTBUS HeobxoaMmo
OOKYMeHTarnbHO opopMIIATb M JOBOANUTL 40 CBEAEHNS PYKOBOASLLIEro NnepcoHana npoussoautens. CornacoBaHHble
KOppEeKTUpyoLne AeACTBUSI OJKHbI OCYLLECTBIATECA CBOEBPEMEHHO M 3P EKTUBHO.

O630p kavecTBa Npoaykumu (2.6)

307. (2.60) na noaTBepXaeHMa NOCTOAHCTBA npoLecca NpoM3BoAcTBa HEODXOAUMO perynspHoO NpoBOAUTL 0630p
kayectBa DC. Takme 00630pbl KayecTBa [AOSMPKHbI MNPOBOAUTLCS, KaK MPaBWUMO, EXEerogHo C MOCNeayoLnm
AOKyMeHTanbHbIM odpopmMneHnem. OHM JOSMKHBI BKITIOYaTh B cebsl No kpaviHen mepe crnepyoLlee:

00630p pe3ynbTaToB KOHTPOIS B MPOLECCe NPON3BOACTBA MO KPUTUYECKMM ToUkam U ucnbiTaHnin @C no kputnyeckum
napameTpam;

0630p BCcex cepwii, He COOTBETCTBYIOLLMX YTBEPXKAEHHBIM crieundukaumsam;

0630p BCEX KPUTUYECKNX OTKIIOHEHWUI UM HECOOTBETCTBUIA U CBA3AHHbIX C HAMW paccrnefoBaHui;

0630p NOOLIX N3MEHEHWIA, BHECEHHBIX B MPOLECCHI UM aHanUTUYECKNEe METOAMNKY;

0630p pe3ynbTaToB NPOrpaMmmbl U3y4eHUS CTabUNBHOCTY;

0630p Bcex BO3BpaTOB, NPETEH3MI U OT3bIBOB, CBA3a@HHbLIX C KAYECTBOM;

0630p AOCTAaTOYHOCTU KOPPEKTUPYHOLLMX AENCTBUN.

308. (2.61) HeobxogMmo aHanuM3uMpoBaTb pe3ynbTaTbl YyKa3aHHOro ob3opa W oueHuBaTb, Ccnegyer nu
npeanpuMHUMaTb  KOPpeKTupylllee AeWCcTBME WM NPOBOAWUTbL  MOBTOpPHyt0  Banugauuto. OB6ocHoBaHue
Heob6X0OMMOCTHM TaKoro KOPPEKTUPYIOLLLErO AENCTBUSA JOIMKHO ObiTb 0hopMneHo fokymMeHTanbHo. CornacoBaHHble
KOppPEeKTUpYoLLMe AENCTBMS OOIMKHbI OCYLLECTBNATLCSH CBOEBPEMEHHO N 3PPEKTUBHO.

MEPCOHAI (3)
Keanudukauusa nepcoHana (3.1)

309. (3.10) NMpousBoauTensb OOMKEH UMETb AOCTAaTOYHOE KONMMYECTBO NepcoHana, UMeroLero cooTBeTCTByloLLee
obpasoBaHue, MOAroTOBKY U (Mnn) onbIT paboTbl ANA OCYLWECTBNEHUA NPOU3BOACTBA NPOMEXYTOYHON NPOSYKLNA 1
®C, a Tarke Hag3opa 3a X NPou3BOACTBOM.

310. (3.11) Ob65a3aHHOCTM BCEro NepcoHarna, 3aHAToro B NMpou3BoACTBE NPOMEXYTOYHOM npoaykuun n ®C, 4OmKHbI
ObITb TOYHO onpeAeneHbl N N3NOXeHbl B MMCbMEHHOW (hopMe.

311. (3.12) TlpomsBoguTenb [OOMKEH perynsgpHo npoBoAMTbL OOyyYeHMe nepcoHana C  npuBReYeHneM
KBannUUUPOBaHHbIX CNeunanucToB Mo BOMPOCaM, CBA3AHHbIM C KOHKPETHbIMU OnepauusMiu, BbIMNOMHAEMbIMU
paboTHUKOM, a Takke C TpeboBaHMsMM HacTosAwwmx [paBun, MMeLWWMU OTHOWEHWe K (yHKUMOHAanNbHbIM
o6sa3aHHOCTAM paboTHuka. Heobxogumo BecTu 3anmcy Mo 0Oy4eHWo M MPOBOAWUTb MEPUOOMYECKYHD OLEHKY
06y4yeHus.

N'MrueHa nepcoHana (3.2)

312. (3.20) MNepcoHan gomkeH cobnogaTe CaHUTapHbIE NpaBuna.
313. (3.21) MNepcoHan JomKeH HOCUTb YNCTYI0, COOTBETCTBYIOLLYIO €r0 MPON3BOACTBEHHON OEATENBHOCTM OAexay,
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KOTOPYO Npy HEOBXOAUMOCTM criefyeT MeHATb. [Anga 3awmTbl NpoMeXyTodHon npoaykuum n ®C oT KOHTaMuHaLu MK
npy HeOBXOAUMOCTM AOMKHA UCNONb30BaTbCHA AOMNOMNHUTENbHAA 3allMTHaA O4eXAa, 3aKpbiBaOLLYIO rofoBy, nuuo,
PYKM U KUCTU PYK.

314. (3.22) NepcoHan gomkeH nsderaTb HENOCPEACTBEHHOIO KOHTAKTa C NPOMEXYTOYHOW npoaykumen unm eC.
315. (3.23) KypeHue, npuem nuwim, NUTbe, XEBaHME U XpaHEeHUEe MULLIEBLIX NPOAYKTOB AOMYCKAlTCHA TOMbKO B
cneumanbHO NpeAHa3HayYeHHbIX 30HaxX, OTAENEHHbIX OT MPON3BOACTBEHHbIX 30H.

316. (3.24) Mpn Hannumm y paboTHMKOB WMHAEKLUMOHHBLIX 3aboneBaHUM WM OTKPLITLIX MOBPEXOEHUA Ha
He3alUMLLEHHbIX y4acTKax NOBEPXHOCTU Tena TakMe pabOoTHMKN AOMKHbI ObiTb OTCTPaHEHbl OT ydacTus B paboTe,
nockonbky npu aTom kadectso ®C noasepraetcst pucky. Jlioboro paboTHMKa ¢ SBHbIMW nNpusHakamum 3aboneBaHus
UNU OTKPbITBIMU NOBPEXAEHUSMN KOXWU (MO pesynbTaTam MeaumumHckoro obcrnegoBaHust mnu HabnogeHus)
HeobxoOuMMO OTCTpPaHUTb OT paboT, MpPM BbINOSIHEHUN KOTOPbIX COCTOSHME €ro 340pOBbS MOXET Oka3aTb
HebnaronpuaTHoe Bo3aencTBMe Ha kadecTBo ®C, A0 BbI3AOPOBNEHUSA UNKU NONYYEHUSS MEOULVNHCKOTO 3aKMmoYeHns
0 TOM, YTO y4yacTue atoro paboTHVKa B NPOU3BOACTBE He MPEeACTaBnsieT pucka Ang 6e3onacHocTy unu Kkavyectea
®C.

KoHcynbTaHTh! (3.3)

317. (3.30) KoHcynbTaHTbl MO BONpocamM NPOU3BOACTBA U KOHTPOSS MPOMEXYTOYHOM npogykumm unn @C AomKHbI
MMEeTb COOTBETCTBYHLLEE 0Opa3oBaHue, NOArOTOBKY M ONbIT paboTbl MM nboe nx coyeTaHme onga Toro, YToObl
KOHCYNbTMPOBaTb NO BOMNPOCaM, AN peLleHns KOTOPbIX UX NpUrnacuiun.

318. (3.31) Heobxogmmo Bectu 3anucu C ykasaHuem damunmu, MMeHu, OT4YecTBa (Npy Hanuyuu), agpeca u
KBanuuKkaLmm KOHCYNbTaHTOB, a Takke Tuna NpeaoCcTaBnaeMbIX UMW YCITyr.

SOAHNA U NMOMELLEHUA (4)
MpoekTupoBaHue n cTponTenscTso (4.1)

319. (4.10) 3gaHus M MOMELLEHUs, WCMONb3yeMble MNPV NPOM3BOACTBE MNPOMEXYTOYHOM npogykuun un OC,
HeobxoaQuMo pacnonaraTtb, MPOEKTUPOBaTb U KOHCTPYMPOBATL TakuM 06pa3om, 4Tobbl 06ecneunTb BO3MOXHOCTb MX
OUUCTKM, 0BCNYKMBaAHUSA U PYHKLMOHMPOBAHNUS B COOTBETCTBUM C TUMOM WU cTagmen npoussBoacTea. [lomelleHust
OOJDKHbI MPOEKTUpoBaTbCA TakMuM 06pa3omM, 4TOObI CBECTM K MWHMMYMY BO3MOXHYI KOHTaMuHauuto. Ecnu
YCTaHOBMEHbI creumdukaumm B OTHOLIEHUM MUKPOOMOMOrMYecknx nokasarternemn npoMexXyTOYHOW NpOAyKLUU Unn
®C, nomeweHnsa HeobGXOAMMO NPOEKTMPOBaTb TakMM 00pas3om, 4YTOObI MO BO3MOXHOCTU OFPaHUYUTL PUCK
HexenaTtenbHoN MUKPOBGHOWM KOHTaMUHALUMN.

320. (4.11) 3gaHna u NomeLeHns OOSMKHblI ObITb OCTATOMHO MPOCTOPHBIMU AMS NPaBUIIbHOrO PaCrONOXeHUs
000opyaoBaHus, XxpaHeHMs 1 NnepemeLLeHnss MaTepuanos, YTobbl NPeaoTBPaTUTL NepenyThiBaHNE N KOHTAMWHALMIO.
321. (4.12) Ecnun obopyaoBaHne (Hanpumep, 3akpbITble UK U30JIMPOBaHHbIE CUCTEMBI) 0becneynBaeT HagexXHy
3alMTy MaTepuraroB, TO OHO MOXET ObITb PpacrnofioOXeHO BHE NMOMELLEHNS.

322. (4.13) MNepemelleHe mMaTepuanoB M NepeaBwXeHUe nepcoHana B 34aHWM U MOMELLEHMAX OOJPKHbI ObITb
npegycMoTpeHbl Takum obpasom, 4Tobbl NpeaoTBPaTUTL NepenyTbiBaHUE M KOHTAMUHALMIO.

323. (4.14) JomxHbl OblTb OnNpefeneHbl KOHKPETHblE 30HbI UMW OPYrMe CUCTEMbI KOHTPOMS AN CreaytoLmx
onepauuin:

npuemMka, maeHtTudmkaums, otbop Npod M KapaHTUH MNOCTyMNalwLWMX MaTtepuanoB OO BblAayM paspelleHus Ha
NCMOnb30BaHME U OO OTKITOHEHWS;

XpaHeHne NPoMeXyTouHOM npogykummn n ®C B kapaHTMHE 40 BblAayun paspeLleHnst Ha BbiMyCK U A0 OTKITOHEHUS;
oT60p Npob npomexyToyHon npoaykuum n eC;

XpaHeHMe OTKITIOHEHHbIX WMCXOOHOIO ChipbA WM YNAKOBOYHbIX MaTepuanoB [0 M3baBneHust OT HUX (Hanpumep,
BO3BpaTa, NOBTOPHON 06paboTKM UNN YHUUTOXKEHNS);

XpaHeHne matepmanos, KOTOpble paspeLLeHbl K UCMOMNb30BaHMIO;

TEXHOSorMyeckme onepaumm;

onepauun No ynakoBke U MapKMpOBKe;

npoBeneHne nNabopaTtopHbIX aHaNM30B.

324. (4.15) MpousBoguTenb LOMKEH MNPeQyCcCMOTpeTb Hanuune HeoOXOAMMbIX MOMELLEHWUA AOns MOLTrOTOBKM
nepcoHana (B YaCTHOCTU, AN MbITbS PyK) U TyaneTHbIX KOMHAT B AOCTAaTOMHOM KONMYECTBE M NOOAEPXKMBATD B HUX
ynctoty. K HMM gorkHa 6bITe NogBeaeHa ropsvas u xonogHasi Boga, AOMMKHbI ObiTb B HANUYMKM MbINIO MU MHOE
MOIOLLIEE CPeACTBO, BO3AYLUHbIE CYLUUIIKM UMM OQHOPA30BLIE MOMOTEHUA. YMbIBANbHUKMA U TyaneTHble KOMHAaThbI
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OOMMKHbI BbITb OTAENEeHbl OT NPOU3BOACTBEHHbBIX 30H, HO NErkoaocTynHbl. [JomkHO GbITb obBecneyeHo Hanuuve
nomeLLeHnn Ans nepeogeBaHns U Npy HE0BXOANMOCTU AN NPUHATUA ayLia.

325. (4.16) JNabopaTopHble 30HbI, MecCTa BbINOSIHEHMS fabopaTopHbIX paboT pekoMeHayeTcs OoTAenATb OT
NPOU3BOACTBEHHBIX 30H. HekoTopble nabopaTopHble 30HbI, B YAaCTHOCTU, 30HbI, UCMOMb3yeMble Afsi KOHTPOns B
npouecce MpoM3BOACTBa, MOXHO pa3MellaTb B MNPOM3BOACTBEHHbIX 30HAX NpW YCMOBUW, YTO onepauuu
TEXHOMNOrMYEeCKoro NpoLecca He OKasbiBaloT HEDNAronpUSATHONO BIIMSAHMS Ha TOYHOCTb JTabopaTOPHbIX M3MEPEHUN,
a nabopaTopHble paboTbl He oOKa3blBalOT HeOMaronpuATHONO BO3AEWCTBUS Ha TEXHONOIMYECKMI MNpoLecc,
NPOMEXYTOYHYI0 npoaykuuto unm eC.

UrxeHepHble cuctemsl (4.2)

326. (4.20) Bce vHxeHepHble CUCTEMbI, KOTOpble MOTYT MOBNUATH Ha Ka4eCTBO NPOAYKUUKU (Hanpumep, CUCTEMBbI
obecneyeHuss napom, rasamu, CxaTbiM BO3AYXOM, a Tawkke CUCTEeMbl HarpeBaHWs, BEHTUNAUMM U
KOHOULMOHMPOBaHNA BO34yXa), OOJPKHbI MPONTUM KBanudukaumwo. Heobxoammo coOoTBETCTBYHOLWMM 06pasom
KOHTpOnvpoBaTb Ux paboTy 1 NpeanpvHMMaTh Mepbl, €CMv NpPeBbileHbl 4ONYCTUMbIE Npeaesibl KOHTPONMpyeMbIX
napameTpoB. [1pon3BoaMTENb OOIMKEH NMETb B HANMUYNM YEPTEXN ITUX UHXKEHEPHBIX CUCTEM.

327. (4.21) Tpn HeobxogMMOCTU cnegyeT npedycMaTpuMBaTb COOTBETCTBYHOLLME CUCTEMbI BEHTUNSAUMM U
dvnbTpaumMn Bo3dyxa, a TakKe BbITSXKHbIE YCTPOMCTBA. OTU CUCTEMbl [AOMKHbI ObITb CMPOEKTUPOBaHbI U
CKOHCTPYMPOBaHbI Taknm 06pa3om, 4ToObl CBECTU K MMHUMYMY PUCK KOHTaMWHALUM U NEPEKPECTHOW KOHTaM1HaLUWN.
OHn Takke p[OmMKHbl ObiTb CHabxeHbl obopygoBaHMeM AN KOHTPONS AaBfeHus BO3Ayxa, Hanuuus
MUKpPOOPraHn3moB (ecnun aTo Heobxoanmo), 3anbINEHHOCTU, BAAXHOCTU U TemnepaTypbl, ecnu 310 TpebyeTtcs Ans
OaHHOW cTagum npousBoactBa. Ocoboe BHUMaHWE crnefyeT yaoensTb 30HaMm, B koTtopbix ®C nogseprarotcst
BO3OEWNCTBUIO OKPYXKatoLLen Npon3BoACTBEHHON cpeapbl.

328. (4.22) B npon3BOACTBEHHbLIX MOMELLEHMAX C peuupKkynsduMen Bo3gyxa criegyeT npegycMoTpeTb Mepbl Mo
nNpegoTBpaLLEHNIO PUCKa KOHTaMUHALNUM N NEPEKPECTHON KOHTaMMUHaLUNK.

329. (4.23) CraumoHapHble TpybonpoBoabl cnefyet AOMKHbIM 0Opa3oM mMaeHTUdUUmMpoBaTb. ITO MOXET ObiTb
COENaHoO C MOMOLLbID MapKMpOBKM OTAENbHbIX TpybonpoBOOOB, COOTBETCTBYHOLLENA [OKYMEHTaUUW, CUCTEM
KOMMBbIOTEPHOIO KOHTPONSA MK MHbIMK cnocobamn. TpybonpoBoabl cneayeT pacnonaratb Takum ob6pasom, YTobbl
n3bexaTb pUcka KOHTaMMHaLMN MPOMEXYTOYHOM Npoaykummn nnm eC.

330. (4.24) CraumoHapHble TpybonpoBoabl AOMMKHbI MMETb COOTBETCTBYHLUME pasmepbl U ObiTb CHabXeHbI
CMCTEMOW BO3AYLLIHOrO 3aTBoOpa MW, ecnu 3To Heobxoaumo, YCTPOWMCTBOM Afsi NpedoTBpalleHus obpaTHOoro
noToka.

Boga (4.3)

331. (4.30) Boga, ncnonedyemas B npoussoactse ®C, AomkHa COOTBETCTBOBATh NpeanoniaraeMomMy Ha3HayYeHuo.
CobnogeHune gaHHoro TpeboBaHUs JOMKHO ObITb NOATBEPXKAEHO Nogpa3geneHemM KayecTaa.

332. (4.31) KayectBO BOAbI, MCMOMb3yeMOW B MPOU3BOACTBEHHOM MpoLecce, [OOMMKHO COOTBETCTBOBaTb
TpeboBaHMAM HOPMaTUBHbLIX MPaBOBbIX akToB Poccuiickon ®epepaunn, NpeabsBAsSeMbIM K KadecTBY MUTbLEBOW
BOAbI.

333. (4.32) Ecnu gna obecnevenns kavectBa PC xapakTepuUCTUK NUTLEBOW BOAbl HEAOCTATOYHO U HEOOXOAMMbI
Gonee xecTkme TpeboBaHNSE K XUMUYECKUM U (UNTN) MUKPOBMOMNOrMYECKUM XapaKTepUCcTUkam BoApl, JOJIKHbI ObiTh
pa3paboTaHbl COOTBETCTBYHOLWME creumdukaumm Ha Bogy no (U3n4eckMM CBOMCTBAM, XUMMWYECKMM CBOMCTBAM,
obLemMy ymcny MMKpOOPraHM3MoB, HEAOMYCTUMbIM MUKPOOPraHM3Mam u (Unn) coaep>KaHnio 3HOOTOKCUHOB B BOAE.
334. (4.33) Ecnu nponsBoautens NnogsepraeT BOAY, UCNONb3yeMyto B MPOU3BOACTBE, creumanbHon obpaboTke ans
OOCTWXEHUs1 onpedeneHHoro kayecTsa, To npouecc obpaboTkM OOIMKEH MPOWTM Banvaaumio U ero Heobxoammo
KOHTPONMPOBAThL C Y4E€TOM YCTaHOBIMEHHbIX NPeaenoB.

335. (4.34) Ecnu npousBogutens HecTepunbHon ®C HamepeBaeTCsi MCMONb30BaTb CBOK MNPOAYKUUIO ANd
nocnenyowero NPou3BOACTBa CTEPUMbHOMO NeKapCTBEHHOMO npenapaTta UnuM yTBepxaaeT, UYTO ero npoaykums
npurogHa Ang NofyvyeHusl CTEPUNbHOro fekapcTBEHHOro npenaparta, TO Boda, UCnorib3yemMasi Ha nocrnefHux
CTagusixX BblOENEHUst U OYNCTKU, AOMKHA NoABepraTbCs MOHUTOPUHITY M KOHTPONMPOBAaTLCHA B OTHOLUEHMMU 0OLLero
Konmnyectsa MUKPOOPraHNM3MoB, HEAOMYCTUMbIX MUKPOOPraHM3MOB 1 3HOO0TOKCUHOB.

PasgeneHue 30H (4.4)

336. (4.40) Mpon3BoaCTBO NPOAYKLMM C BbICOKON CEHCUOUITM3NPYHOLLEN aKTUBHOCTBIO, TAKOW KaK MEHULMUITIMHBI UNn
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uedanocnopuHbl, HeOBXoAUMO OCYLLECTBNATL B CNeumanbHO BblAENEHHbIX MPOM3BOACTBEHHLIX 30HAX, KOTOpbIE
MOryT BKMoYaTb NoMeLleHus, obopyaoBaHume ans obpaboTkm Bo3ayxa 1 TexHonormdeckoe obopyaoBaHue.

337. (4.41) CneuuwanbHO BblAeneHHble NPOU3BOACTBEHHbIE 30HbI OOIMKHbI OblTb MPEAYCMOTPEHbI Takke Ans
BELLECTB C WHMUUPYIOLWMMN CBOWCTBaAMW, C BbICOKON (DapMaKONIOrMYecKOW aKTUBHOCTBIO MIIM TOKCUYHOCTBIO
(Hanpumep, HekoTopble cTepouabl UMM LUTOTOKCUYECKME MPOTUBOOMYXONEBbIE CPEACTBA), 33 UCKMOYEHMEM TeX
crnyyaesB, KOrga yCTaHOBIEHbI M OCYLLECTBMAAIOTCA BannanpoBaHHble NpoLeaypbl MHAaKTUBaL MU 1 (M) O4YUCTKK.
338. (4.42) NponssogmnTenb OOMKEH pa3paboTaTb 1 BBECTU B AENCTBMNE Mepbl, HeobxoauMble Ansi NpeAoTBpaLLeHUs
NepeKkpecTHOM KOHTaMMHaUWM CO CTOPOHbI MepcoHana, a Takke WCXOOHOro Chbipbs, YNakoBOYHbIX MaTepuasos,
NPOMEXYTOYHOM NPOoAYKLNKN, 0B0PYA0BaHUS N MHBIX NPEAMETOB, NepPeMELLAoLLIMXCA N3 OOHON BblAENEHHON 30HbI B
Aapyryto.

339. (4.43) Jlobble TexHonorvyeckme onepauun (BKNOYas B3BELUMBAHME, pPa3MON  WMAM  YNakoBKy) C
BbICOKOTOKCUYHBbIMU HedhapMaLeBTUYECKMMU BeLLLECTBAMN, TaKUMM Kak repbuumabl n nectTuuuapl, He onyckaeTcs
NpoBOAMTb B TEX Xe 34aHusX 1 (Mnn) Ha TOM e 000pyaoBaHUK, KOTOpble MCNONb3YHTCA Ansa npoussoacTea ®C.
Pabota C TakmMy BbLICOKOTOKCMYHLIMU HedapMaueBTUYECKMMM BeLecTBaMM W WX XpaHEHUe LOJPKHbI
ocyuecTBnATbCA oTaensHo ot ©C.

OcBelueHune (4.5)

340. (4.50) Bo Bcex 30Hax OOMKHO ObITb obecnevyeHo ocBelleHue, Heobxoanmoe Anis Toro, 4YToObl NPOBOANUTL
OYUCTKY, TEXHMYECKOE OOCNYXUBaAHWE U HaANexallee BbiNOfIHEHNE onepaLyii.

Ctokn n otxogpl (4.6)

341. (4.60) Ctoku, oTxoabl U Apyrme oTpaboTaHHble MaTepuansl (Hanpumep, TBepable, Xugkue n razoobpasHoie
nobo4yHble NPoAyKTbl MPOM3BOACTBA) BHYTPM U CHApPYXW 34aHUA, a TakKe Ha HenocpedCTBEHHO npuneratolien
Tepputopmm HeobxoanMo CBOeBpeMeHHO yaansTb, obecneunsas 6e3onacHOCTb 1 cobnogas caHUTapHble Nnpasuna.
KoHTelHepbl Ans Mmycopa v (Mnun) CTouHble TPYObl AOMKHbI ObiTb YETKO NPOMapKUPOBAaHbI.

CaHuTapHas obpaboTka 1 TexHn4eckoe obcnyxusaHue (4.7)

342. (4.70) 3pgaHus, uvcnonb3yeMble Mpu NPOM3BOACTBE MNPOMEXYTOYHOM npogykuum mn ®C, Heobxogmmo
Hagnexawmm obpasom obCcnyxmnBaTb, PEMOHTMPOBATL U COAEPXKaTb B YACTOTE.

343. (4.71) MNMpounseoguTens OOMKEH pa3paboTaTtb JOKYMEHTbI, OnNpeaensoLline OTBETCTBEHHOCTb 3a NpoBeaeHne
caHuTapHon o6paboTku, B KOTOpbIX NpuBEAEHbl rpadvki MNPOBEAEHUS OYUCTKU, MNEPEeYUCIiEHbl MeToabl,
obopynoBaHue u maTepuansl, UCNONb3yeMble NMPY OYUCTKE 34aHUIA U MOMELLEHUA.

344. (4.72) lMNMpun HeobxogumocTn Ans Toro, 4Tobbl nsbexaTb KOHTamMMHauum 0BopyaoBaHWMs, UCXOOHOrO CbIpbS,
YNaKOBOYHbIX MaTepMasnoB 1 MaTepuasnoB 418 MapKUPOBKW, MPOMEXYTOYHOW npoaykuun n ®C, 4omkHbI ObITb Takke
paspaboTaHbl MpoLeaypbl N0 UCMONb30BaHMIO CPEACTB NPOTUB IPbI3YHOB, UHCEKTULMAOB, PyHrMUnaoB, yMUraHToB
N cpeacTB ouUCTKN U gesnHdekumm OC.

TEXHOJTIOT'MYECKOE OBOPYOBAHME (5)
lMpoekTnpoBaHue n moHTax (5.1)

345. (5.10) O6opygoBaHue, Ucnonb3yemoe Npu NPOM3BOACTBE NPOMEXYTOUHOM Npoaykumm n ®C, AOMKHO MMETb
COOTBETCTBYIOLLYIO KOHCTPYKLMIO, COOTBETCTBYIOLUME pasMepbl M pacnonaratbCid B COOTBETCTBUM CO CBOUM
HasHayeHneM 1 Taknum obpasom, YTOObI NepcoHan MOr OCYLLECTBIATb O4YMCTKY, Ae3NHMEKLMIo (NP1 HE06X0AMMOCTH)
N TeXHUn4eckoe obcnyxmBaHme aToro obopyaoBaHus.

346. (5.11) MNMoBepxHOCTM 060PYAOBaAHUSA, KOHTAKTUPYIOLLME C UCXOOHBLIM CbIPbEM, MPOMEXYTOUYHLIMU MPOSYKTaMu
nnm ®C, He OOMKHbI BNMATb Ha Ka4yeCTBO NPOMEXYTOYHbIX NPOAYKTOB U PC N N3MEHATb MX XapaKTEPUCTUKKU 3a
npegernbl AONYCTUMbIX 3HAYEHWUI, YCTAHOBIEHHbIX B cneundukaumsx.

347. (5.12) TexHonornyeckoe o6opynoBaHne He06xo04MMO MCNONb30BaTh TONLKO B NpeAernax pabovmx Anana3oHos,
YCTaHOBIEHHbIX NpU KBanudukaumm.

348. (5.13) OcHoBHOe o6opygoBaHuMe (Hanpumep, PeakTopbl, €MKOCTM [AJI XPaHEHMs) U CTauMoHapHble
TEXHOMOrM4Yeckne INUHUM, UCMNONb3yeMble B MPOM3BOACTBE MPOMEXYTOYHOW npogykumm unm ®C, AormkHbl ObITb
COOTBETCTBYHOLNM 06pa3om naeHTumunpoBaHbI.
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349. (5.14) Jliobble BelecTBa, HeOOX0ANMbIE ANt PYHKLMOHMPOBaHMSA 060pya0BaHMS, Takue Kak CMasKu, XXUOKOCTH
ONs HarpeBa WUnu xnagareHTbl, He AOMMKHbI KOHTAKTMpPOBaTb C MPOMEXYTOYHON npogykumen nnu ®C, 4tobbl He
N3MEHATb MX kKa4yecTBo. [IponsBoanTenb JOMKEH NPOBECTUN OLEHKY MOObLIX OTKMOHEHWI OT 3TOro TpeboBaHus, YTOObI
ybeouTbCs, YTO OTCYTCTBYeT HebnaronpusaTHOe BO34ENCTBME 3TMX MaTepuanos, BMAMSKOLWEE Ha MNpUrogHoCTb
npomMexyToyHon npoaykumen nnm ®C ans ucnonb3oBaHus. Tam, roe 3TO BO3MOXHO, OOJDKHbI MCMOMb30BaThCSA
CMa3ku 1 macra, npegHasHavyeHHble AN NULLEBOW NPOMBILLIEHHOCTY.

350. (5.15) Bo Bcex cnydyasx, korga 3TO MPUMMEHMMO, OOIMKHO WCMONb30BaTbCS 3aKPbITOE WIM FEePMETUYHO
3akpbiBaloLLleecs obopygoBaHue. [pn Mcnonb3oBaHUN OTKPLITOro 000pPYAOBaHUSA UM €ro OTKPbITUM Heobxoaumo
NPUHATL Mepbl NPEAOCTOPOXKHOCTU, YTOObLI CBECTU K MUHUMYMY PUCK KOHTaMUHALINW.

351. (5.16) Y npousBoauTens OOMKEH UMETbCA B HanmuMyMM akTyarnbHbIA KOMMMEKT YepTexen UCMofb3yemoro
obopyaoBaHuNs, a TaKKe KPUTMYECKUX CUCTEM OBBHA3KM (Hampumep, KOHTPONbHO-U3MEpUTENbHbLIX NpMBOopOoB,
BCMOMOraTenbHbIX CUCTEM).

TexHu4eckoe obcnyxmBaHue U o4ncTka obopygoBanus (5.2)

352. (5.20) TlpodmnakTnyeckoe TexHU4eckoe obcnyxuBaHue obopyaoBaHuA HeobxoaMmMo MpoBOAUTL B
COOTBETCTBMU C YTBEPXOEHHbIMU rpadukaMyM M npouedypaMmn, B KOTOpPbIX [AOMMkHa ObITb onpegerneHa
OTBETCTBEHHOCTb 3a WX NpPOBeAeHME.

353. (5.21) lNpousBoanTenb LOMmMKeH pa3paboTaTb MHCTPYKLUMM MO O4YMCTKE 0DOpyaoBaHWst M nocnegylolemy
MOMy4YeH1Io paspeLLeHns Ha ero NCnonb3oBaHWe NPy NPoOn3BoACTBE NpomMexyTouHow npoaykuun n ®C. MNMpoueaypobl
OYUCTKM [OMMKHbI OblTb OMMCaHbl [OCTAaTOYHO NoApobHO, 4TOObI onepaTopbl MOMMW MPOBOAUTH OYUCTKY
obopynoBaHus ntoboro Tuna BoCNpon3BoanmMbiM 1 3P@PEKTUBHBIM CNOCOBoM. DTU Npoueaypbl AOMKHbI BKINOYaTh:
yCTaHOBMEHNEe OTBETCTBEHHOCTU 3a OYUCTKY 060pyaoBaHMS;

rpadmkn OUUCTKM, BKITIOYas (Npy HeobxoanmocTn) rpadmku caHuTapHon obpaboTku;

nonHoe onuncaHne METOL4OB M MaTepuanoB, BKIYas NPUrOTOBMEHWE CPEACTB, WMCMONb3yeMbIX AN OYUCTKM
obopyaoBaHus;

WHCTPYKUUM no pasbopke n cbopke kaxgow (Npy HeobxoaMmocTu) eamHuubl obopynoBaHusa Ans obecnevyeHus
Haanexallen O4YMCTKY;

WHCTPYKUMUW NO yaaneHuio MapkUpoBKY NpeabiayLlen cepuu;

WHCTPYKLUMUM MO 3aLlumUTe YNCTOoro 060pyaoBaHUs OT KOHTaMUHaLMKW Nepes ero UCrnonb30BaHNEM;

NopsiAOK NPOBEPKU YNCTOThI 060pYAOBaHMSA HENOCPEACTBEHHO Nepes ero UCNosib30BaHNEM, ECMNY 3TO NPaKTUYECKM
OCYLLEeCTBMMO;

yCTaHoBneHme (korga MpUMMEHMMO) MakCUMMarbHOMO MPOMEXYTKa BPEMEHM MeXOY OKOHYaHMEeM npouecca U
04YMCTKOWM 06OPYAOBaHNS.

354. (5.22) OO6GopynoBaHue W NPUHAANEXHOCTU [AOMMKHbI OYMLATBCHA, XPaHUTbCA U MpUM HeobxoouMocTh
noaBepraTbCs CaHUTapHON o06paboTke NN CTEpPUNU30BaTLCH AN NPEeAoTBPaLLEHMS KOHTaMUHALMK Un NepeHoca
mMaTepuana, KoTopble MOryT U3MEHWUTb Ka4eCTBO NMPOMEXYTOYHOW npoaykumm n ®C 3a npegensl, yCTaHOBMNEHHbIE B
cneunukaumnax.

355. (5.23) Onsa obopynoBaHus, NpegHa3HAYeHHOro AMs HEenpepbiBHOMO TEXHOMOMMYecKoro npoiuecca unv Aans
NPOu3BOACTBA KaMMNaHMAMKU (NPOM3BOACTBEHHLIMU LMKMNaMK) MocreAoBaTemnbHbIX CEPUR OOHOW M TOM e
NPOMEXYTOYHOW NPOAYKUMM Unu ogHon n Ton xe P®C, HeobXooMMO MPOBOAWTL OYUCTKY Yepe3 OnpefeneHHble
NPOMEXYTKM BPEMEHN BO M30EXKaHUe HAKOMNMEHWS 1 NepeHoca KOHTAaMUHAHTOB (HanpuMep, NPOAYKTOB Pa3foXeHust
U HEOMYCTUMOTO KONMYeCTBa MUKPOOPraHN3MoB).

356. (5.24) OGopypoBaHue, ucnonb3yemoe AN MPOM3BOACTBA Pa3HbIX MaTepuarioB, OOIDKHO O4YMLATbCHA B
NPOMEXYTKax MeXay NX CMEHOWN BO n3bexaHne NepekpecTHON KOHTaMHauuu.

357. (5.25) MNMpownseoguTens 4OMKEH YCTAHOBUTL U 060CHOBATb KPUTEPUM NPUEMITEMOCTM B OTHOLLIEHMM OCTATKOB, a
Takke oCyLecTBMTb U 060CHOBaTL BbIGOP Npoueayp O4YUCTKM U MOKLLMX CPeacTB.

358. (5.26) O6opynoBaHne AOMKHO ObiTb COOTBETCTBYHLIMM 0OOpPa3oM MNPOMApPKUPOBAHO B OTHOLLUEHMW €ro
COLEPXKMMOrO N COCTOSIHWUSI YNCTOTHI.

Kanunbposka (5.3)

359. (5.30) KanubpoBKy KOHTPOSbHO-U3MEPUTENBHOIO U aHanMTU4ecKoro obopynoBaHus (B TOM 4YMcCrle BECOB,
NpMbOpOB AN MOHWUTOPWHIA), MMEIOLLEro KpUTUYECKoe 3HadyeHue Ons obecrneveHnss kavyecTBa NPOMEXYTOYHON
npogykuun unm ®C, Heob6xoanmMo NPoBOANTbL B COOTBETCTBUM C YTBEPKAEHHBIMU UHCTPYKLUUSIMU U YCTAHOBITEHHbIM
rpacumkom.
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360. (5.31) KanubpoBka [ormkHa NPOBOAUTLCA C WUCMONb30BaHWMEM COOTBETCTBYIOLLMX CEPTUPULMPOBAHHBLIX
CTaHOapTOB MM COMOCTaBMMOro CO CTaHAapTOM obpasua nmMbo aTanoHa (ecnv TakoBble CYLLECTBYIOT).

361. (5.32) 3anncu npoegeHNsa kKanMbpoBOK AOMKHbI COXPAHATBLCS.

362. (5.33) Tekywmn cTtaTyCc KanubpoBKM KPUTUYECKOrO OOOpYyAOBaHUS OOMKEH ObiTb M3BECTEH M [AaBaTb
BO3MOXHOCTb €ro NpoBeEpPKM.

363. (5.34) He gonyckaeTcsa ncnonb3oBaHmne npubopoB, KOTOPbIE HE COOTBETCTBYIOT KPUTEPUSIM KanMOPOBKM.

364. (5.35) OTKNMOHEHUs1 OT YTBEPXOEHHbIX CTaHOAPTOB KanmnbpoBKM ANsl KPUTUYECKMX NPMOOpPOB HeobGXoaAnMo
paccnegoBaTb, 4YTOObl OnNpegenuTb, MOBAWANO MM 3TO HA KayeCTBO MNPOMEXYTOYHOM npoaykumm n OC,
npon3BeaeHHbIX C UCNONb30BaHNEM JaHHOrO 060pyaAOBaHUSA NOCne ero nocneaHen ycneLwHon KanmopoBKu.

KomnbloTepuanpoBaHHble cuctemsl (5.4)

365. (5.40) KomnbloTepunsanpoBaHHblie CUCTEMbI, OTHOCALUMECH K HacToswmm [MpaBunam, nognexar sBanugauuu.
O6bem Banugaumm 3aBuUCUT OT MHOroobpasuns, CAOXHOCTU U KPUTUHHOCTU NPUMEHEHNST KOMMbIOTEPU3MPOBAHHBIX
cucTem.

366. (5.41) Hagnexawme «kBanudukauua MOHTaxa W KBanudukaums  QYHKUMOHUPOBAHUA  OOMKHbI
NPOAEMOHCTPMpPOBaTb MPUTOAHOCTbL KOMMbIOTEPHOrO 06OpyAOBaHMA W MNporpammHOro obecneveHuss Ans
BbIMOMTHEHNSA NOCTaBMNEHHbIX 3a4au.

367. (5.42) icnonb3yemoe nporpammMHoe obecrneveHune, kKoTopoe 6bIno KBanMpuuUMpoBaHo, He TpebyeT npoBeaeHNs
UCNbITaHUI TOro Xe ypoBHSA. Ecnun cylwecTtsylollas cuctema He npolunia Banvaaumio BO BPEMST YCTAHOBKU, MpU
HanU4MM COOTBETCTBYIOLLEN AOKYMEHTALMM MOXHO NPOBECTU PETPOCNEKTMBHYIO Banuaauuio.

368. (5.43) Heobxoammo, 4Tobbl KOMMBLIOTEPU3MPOBAHHbBIE CUCTEMbI MMENWN AOCTAaTOMHbIA YPOBEHb KOHTPONSA Ans
NpeaoTBpaLLeHnUst HECAHKUMOHMPOBAHHOINO [JO0CTyna K [aHHbIM WU U3MEHEHMSs [AaHHbiX. [ormkHa ObiTb
npegycMoTpeHa 3alimTa OT NoTepu AaHHbIX (Hampumep, NpW BbIKIMIOYEHUN KoMmMbloTepa). MiHdopmaums o nobbix
N3MEHEHWSIX OaHHbIX, O NOCNeAHEM BBOAE AaHHbIX, O TOM, KEM U KOrAa OHU Obinn caenaHbl, NoANeXuT permctpaumm.
369. (5.44) lNpowusBoauTenb LOMMKEH WMETb YTBEPXAEHHbIE NPOLEAypbl MO 3KCnayaTauMm U TEXHUYECKOMY
06CnyXMBaHMIO KOMMbIOTEPU3NPOBAHHBLIX CUCTEM.

370. (5.45) Ecnu kpuTU4eckne gaHHble BBOASAT BPYYHY0, HE06X0AMMO NpegycMoTpeTb OOMONMHUTENBHYI0 NPOBEPKY
TOYHOCTU UX BBEAEHUS. Takylo MPOBEPKY MOXET BbINOMHWTL BTOPOW onepaTtop Ui cama cuctema.

371. (5.46) Cboum B paboTe KOMMBITEPU3UPOBAHHBLIX CUCTEM, KOTOpble MOryT MOBMUSATb Ha KavyecTBO
NPOMEXYyToYHOW npoaykumm mnu PC, Ha [OCTOBEPHOCTb 3anvcer Wnu pesynbTaToB WCMbITAHUKA, nognexar
OOKYMEeHTansHoMy ohopMIeHNIO U paccneoBaHuio.

372. (5.47) N3meHeHMa B KOMMbIOTEPU3MPOBAHHBIX CUCTEMax HeoBXOoOUMO OCYLLEeCTBNATb B COOTBETCTBUM C
npoueaypamu BHECEHUA U3MEHEHWMW, OuUManbHO WX CaHKUMOHMpoBaTb, OMOPMMSATb [OKYMEHTaNbHO W
TecTMpoBaTth. [JOKHbI COXPaHATBCA 3anMCU BCEX M3MEHEHUN, BKMN4Yas mMoanduKaumio U yCoBEPLUEHCTBOBAHUE
KOMMbIOTEPHOro 060PYAOBaHUA, NPOrPAMMHOI0 06ecneyYeHns u Opyrux KPUTUYECKMX KOMMNOHEHTOB CUCTEMbI. OTU
3anvcy SOIMKHbI ObITb 4OKA3aTEeNbLCTBOM TOrO, YTO CUCTEMA MOAAEPKNBAETCS B BAaNUANPOBAHHOM COCTOSTHUMN.

373. (5.48) Ecnu cbor nnm nonomMka cMcteMbl NPUBOOUT K NOCTOSAHHOM MOTEPE 3anucen, NPOM3BOAUTESNb OOJIKEH
npegycMoTpeTb CUCTEMY PE3EPBHOr0 KOMMPOBaHWs MHopMauun. Bo Bcex KOMMbIOTEPM3UPOBAHHLIX CUCTEMAaX
OOIMKHbI ObITh NPEAYCMOTPEHBI CpeacTBa, obecneynBaoLLme 3amUTy AaHHbIX.

374. (5.49) B gononHeHne Kk KOMNbIOTEPHOW CUCTEME AOMYCKAETCS 3anucb AaHHbIX U APYTMM CNocobom.

OOKYMEHTAUNA N SATTNCHA (6)
Cuctema gokymeHTaumm u cneumndukaumm (6.1)

375. (6.10) Bce OOKyMeHTbl, umelome OTHOLLUEHWE K MPOM3BOACTBY MPOMEXYTOYHOW npogykumm unun OC,
HeobXx0AMMO COCTaBnATb, MPOBEPSATb, YTBEPXAaTb W PacnpoCTpaHATb B COOTBETCTBUW C YTBEPXKAEHHbIMM
npoussoauTenem npoueaypamu. Takve [OOKyMeHTbl MOryT OblTb OOpMIeHbl Kak B MUCbMEHHOM, Tak U B
3MNeKTPOHHOM Buae.

376. (6.11) Bbligady, nepecmoTp, 3aMeHy WU U3bATME BCEW AOKYMEHTauuMum HeobXOAMMO KOHTPONMpoBaTb C
coxpaHeHueM cBedeHui 06 nx npegplayLunx BEPCUsix.

377. (6.12) MNpounssoauTenb OOMKEH OpraHM3oBaTb CUCTEMY XpaHEHWUs BCeX AOKYMEHTOB (Harnpumep, OTYETOB O
paspaboTke, OTYETOB O MaclTabupoBaHMK, OTYETOB O Nepefade TEXHOMNOrMI, OTYETOB O Banvaauuu npouecca,
3anucen nNo obydeHuto, 3anucen Mo NPOM3BOACTBY, AOKYMEHTOB MO KOHTPOMIO W 3anucen no peanusauun) c
yKa3aHMeM CPOKOB XpaHEHWs Takux OKYMEHTOB.
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378. (6.13) Bce 3anucm no Nnpon3BoacTBY, KOHTPOMIO M peanusauumn Heo6xXoAMMO XpaHUTb He MeHee 1 roga nocne
NCTeYeHMs cpoka rogHoCTu cepumn. 3anucu, cogepalime AaHHble NOBTOPHbLIX UchbiTaHui ®C, AOMKHbI XPaHUTLCS
He MeHee 3 neT nocne NofHON peanu3aumm cepun.

379. (6.14) 3anvcy HeobxoaMMO BbIMOSHATL HECMbIBAEMbBIMU YEPHUAMK B cneumanbHO NPeayCMOTPEHHbIX AN
3TOro MecTax cpasy e Mnocne BbIMOSIHEHMS onepauuvi; Nuuo, cAenasllee 3anucb, JOIMPKHO ObiTb 0603Ha4YeHo.
VcnpaBneHus B 3anucax OOSMKHbI ObiTb MOANUCAHbI C MPOCTaBiEHWEM AaTbl. Takue UCMpaBfeHUA He OOJDKHbI
NpensiTCTBOBaTb MPOYTEHUIO 3aMMCK B €€ NepBOHavYanbHOM BUae.

380. (6.15) B TeueHMe nepuoga XpaHeHWUst OpUrMHarnbl UM KOMWM 3anucer OOSMKHbl OblTb NErkogoCTYMHbI Ha
NPOU3BOACTBEHHOW NnoLwagke, rae ocywecTBnsanuMcb paboTbl, onucaHHble B 3TUX 3anucsx. [JonyckaeTca Takke
BbICTpOe nonyyYeHne 3anucen 3 Apyrmx MecT XPaHEHUs C NOMOLLLIO SMNEKTPOHHbLIX UK OPYIrnX CPeacTB.

381. (6.16) Cneuwndmkauumn, MHCTPYKLMN, Npoueaypbl U 3anMcyu MOXHO XpaHuTb nNnbo B opurnHane, nmbo B Buae
KONWW, TakMX Kak (POTOKOMWUM, MUKPOMUIbMbI, MUKpOULWN Unn Apyre opMbl TOYMHOIO BOCMPOU3BEOEHWS
opurMHanbHbIX  3anucen. Ecnm  wncnonb3oBanucb  MeTOAbl  YMEHbLUEHUS  opurMHana,  Hanpumep,
MUKPOUIbMUPOBAHME, UMM 3MNEKTPOHHbIE 3anncu, TO HeoOXOAMMO MMETb COOTBETCTBYHLLEE CHMTbIBaKOLLEe
obopynoBaHue, a Takke CpeAcTBa A5 U3rOTOBMNEHUS NeYaTHbIX KOMUA.

382. (6.17) MNpownsBognTenb OomMKeH paspaboTaTb M O0OPMUTL OOKYMEHTANbHO creuudurkaumm Ha mcxogHoe
Cblpbe, MPOMEXYTOYHYI0 Mpoaykumio (nmpu HeobxogumocTtun), ®C 1M mMaTepuanbl ANss MapKMPOBKU U YMaKOBKMU.
JononHutensHO MOryT MOHaZoOuTbCcs cneundukauMm Ha HekoTopble Apyrve martepuansl  (Hanpumep,
BCMoOMoraTernbHble MaTepuvarnbl, NPOKNaaKk1), UCNonb3yemble B Xo4e NPOM3BOACTBA NPOMEXYTOYHON NPOAYKLMUN UMK
®C, koTopble MOryT ObITb KPUTMYECKMMU Ans kadecTBa. Heobxoammo ycTaHOBUTL U OPOPMUTE AOKYMEHTAaNbHO
KpUTEpUU NPUEMNEMOCTM ANl KOHTPOMs B NpoLiecce Npon3BoACTBa.

383. (6.18) Ecnu ncnonb3yoTcst 3NEKTPOHHbIE NOAMUCU Ha AOKYMEHTAX, TO OHW AOIMKHbI OblTb MAEHTUULIMPOBAHBDI
N 3aLLMLLEHBI.

3anucu o4ncTKM 1 ncnonbL3oBaHMsa obopynosaHus (6.2)

384. (6.20) B 3anucsax wMCNonb3oBaHWS, OYUCTKW, CaHWTaApHOW 00paboTkm wu (unu) cTepunu3aumu, a Takke
TEXHUYECKOro oOCnyXMBaHWA OCHOBHOTO 0OOpyaoBaHWs [OOMKHbl ObiTb yKasaHbl [garta, Bpems (npwu
HeobX04MMOCTH), HaMMEHOBaHME MNPOOYKLWUW, HOMEP KaXOOW cepuy NMPOuM3BEAEHHOW Ha 3TOM 06opyaoBaHWUM
npoayKuun, a Takke N1Lo, KOTOPOe NPOBOAUIIO OYUCTKY U TEXHUYECKOE 0OCNyXNBaHME.

385. (6.21) He TpebyeTcsi cocTaBneHnst OTAENbHbIX 3anncer O4UCTKM N UCTONb30BaHNs 00opynoBaHus B criyyae,
€CNnn OHO cneyunanbHO NpegHa3HavYeHo Ang NpoM3BOACTBA OOHOMO HAMMEHOBAHUSA MPOMEXYTOYHOIo NPoayKTa unm
®C 1 cepum 3TOro NPOMEXYTOYHOro NpoaykTa unm ®C NpomsBoaATCcs B NPOCNEXMBAEMON nocnegoBatensHocTu. B
Cryyasix UCMofb30BaHWsA creunanbHo npegHa3HayeHHoro obopyaoBaHMs 3amnmMcyu €ero OYUCTKM, TEXHUYECKOro
obcnyxmBaHus 1 akcnnyaTaumm MoryT 6biTb MO0 YacTblo 4OCkE Ha ceputo, NMBO OTAENBHLIM LOKYMEHTOM.

3an1cm Ha UCXOAHOE Cbipbe, MPOMEXYTOYHbIE
NPOAYKTbI, YNaKkoBOYHbIE MaTepuarnbl U matepuarnbl AN8 MapKUPOBKU
dhapmaLeBTMHEeCKUX cybcTaHuui (6.3)

386. (6.30) Heobxoamnmo BECTM 3anNmnCy HA UCXOLQHOE Cbipbe, MPOMEXYTOYHbIE MPOAYKThI, yNaKOBOYHbIE MaTepuarnsl,
mMaTepuansl Ans mapkuposku OC, cogepxalume cregyolmne gaHHble:

HaMeHOBaHWe NPOU3BOAUTENS, MAEHTUUKALMIO N KONIMYECTBO KaXk40W NOCTaBKM KaXK40M CEPUMN MCXOAHOTO Chipbs,
NPOMEXYTOYHOM NPOAYKLUN UM YNAKOBOYHbLIX MaTepMarnos 1 maTepuanoB Anst Mapkuposku ®C;

HavMeHOBaHWe MOCTaBLUMKA; KOHTPOIMbHbIM HOMep (HOMepa) nocTaBlwiyka (ecnv W3BECTEH) WnvM  Apyron
NOEeHTUMKALNOHHBIN HOMEP; HOMEP, MPUCBOEHHbIV NPU NPUEMKE, U faTa NPUEMKMY;

pe3ynbTaTbl BCEX NPOBEAEHHbIX UCMbITAHMIA UM NPOBEPOK N CAENAaHHbIE Ha X OCHOBAHUN BbIBOAbI;

3anuncu, B KOTOPbIX OTCIEXMBAETCHA MCNOMb30BaHME MaTEPUArioB;

OOKYMEHTaLMIO MO OLEHKE W MPOBEPKE YMaKOBOYHbIX MaTepuanoB M martepuanoB anst mapkupokn PC Ha
COOTBETCTBME YCTAHOBNEHHbLIM crnieLduKaLnsim;

OKOHYaTenbHOE peLlleHNe OTHOCUTENIBHO OTKIMOHEHHBLIX WMCXOOHOro Cbipbsi, MPOMEXYTOYHOM MpPOSYKUUM WUNn
yNaKOBOYHbIX MaTepuanos 1 Matepuanos ans Mapkmposku OC.

387. (6.31) lNpousBoauTenb [OOIMKEH XpaHUTb YTBEpXAeHHble o0pasubl 3TUKETOK AN CPaBHEHUS C HUMM
BbIMYCKaeMbIX 3TUKETOK.

MpOMBILINEHHBIN PErfamMeHT U TEXHONOrMYeCkue NHCTpyKUun (6.4)
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388. (6.40) [Ona obecneyeHnss oOHOPOOHOCTM OT Cepunm K cepun npomsBoauTens LOMmKeH paspabortatb
NPOMBbILLIIEHHbIE pernaMeHTbl Ans kaxagoro suga ®C, koTopble yTBEPXKOAOTCA PyKOBOAUTENEM NPOM3BOAUTENS, a
TakKe He3aBMCKMMO NPOBEPSAIOTCH, NOAMUCHLIBAIOTCH NMLOM M3 NoapasfeneHns kayecTsa C NpoCTaBNeHNEM OaTbl.
Ha ocHOBaHMM MPOMBILNEHHbIX PEernameHToB paspabaTbiBalOTCA TEXHOMOrMYECKME MHCTPYKUMM ONA KaXaon
cTagum TEexHOMorMdyeckoro npouecca M (MnM) ANS KaXZoro Buaa MPOMEXYTOYHOW MNPOAYKLMKM, KOTOpble
MOANUCLIBAOTCS OAHUM NMLOM C MPOCTaBMEHUEM [aTbl, @ TaKKe He3aBUCUMMO MPOBEPSIOTCHA, MOANUCHIBAKOTCS
nMUOM U3 noApasfenieHnsl kavyecTBa C MpPOCTaBfeHUEeM Aatbl. [MpOMBILINEHHBIN pernameHT BkIo4aeT B cebs
nepeyeHb UCNONb3yeMbIX MaTepuanoB C yKaszaHMeM KOMMYecTBa KaXaoro M3 HWX, AaHHble 00 ucnonb3yemom
obopyaoBaHuK, onvcaHMe TEXHONOMMYECKOro npoLlecca u MeTogoB KOHTPONA Ha Bcex aTtanax npoussoactea dC.
O6wwme TpeboBaHMsA K CTPYKTYPE U NHble TpebOoBaHMS K COAEPKaHMIO MPOMBILLMEHHBIX PEerfnaMmeHToB YCTaHOBMNEHbI
COOTBETCTBYIOLLMMN HOPMATMBHbBIMW MpaBoBbIMK akTamu Poccuiickon ®epepauuu.

389. (6.41) TexHONOrM4YECKME MHCTPYKLUUN OOIDKHBI BKITHOYATD!

HavMeHOBaHWE BbINMyCKaeMOoWn NPOMEXYTOUHOM Npogykumm unn eC 1 ctagmm TEXHONOTMYECKOro NpoLecca, a Takke,
€CI MPMMEHNMO, COOTBETCTBYIOLLUIA KOO OOKYMEHTa;

MOMHbIA MEepeYeHb MCXOAHOrO Chipbs M MPOMEXYTOYHOW MPOAYKUWMWM C yKa3aHWEM HaUMEHOBaHWA WNWN KOAOB,
OOCTaTOYHO CMeunuyHbIX AfS TOro, Y4ToObl MOXHO ObINIO MPOBECTU MOEHTUMWKAUUIO U onpenenutb Nniobble
cneumanbHble XapakTepUCTUKM KayecTBa;

TOYHOE yKa3aHue KONMYECTBa UMM COOTHOLLEHME KaXXOOro HauMeHOBaHWsSi UCTONb3YEMOrO MCXO4HOMO Chipbs UMn
NMPOMEXYTOYHOM NPOAYKUUM C YyKasaHMeM eauHul unsmepeHusi. Ecnm  Takoe KoOnmMyecTBO He sBNSeTcs
PUKCUPOBAHHBIM, TO HEOBXOAMMO NPUBECTU pacyeT Af1S KKAO0ro pasMmepa Cepun Unm pexmma TEXHONOrMYeCcKoro
npouecca. Tarke Heob6xoaMMO yka3aTb OTKITOHEHUST OT YKa3aHHbIX KONIMYECTB, €Crnn OHM 06OCHOBAHbI;

MECTO OCYLLECTBNEHNS TEXHOMOMMYECKOro npouecca u OCHOBHOE TexXHOnornyeckoe obopyaoBaHmne, KoTopoe npu
3TOM UCMONb3YyeTCH;

noapobHbIe TEXHONOrMYECKMe ENCTBUSA, B TOM YnCNE:

nocrneaoBaTenbHOCTb, KOTOPYH HeobXxoaMMo cobnioaaTh;

ncnonb3yemMble Auana3oHbl MapameTpoB NPOLIECCa;

ykasaHus no otbopy npob 1 KOHTPOM B Mpouecce NPoM3BOACTBA C yka3aHUEM KpUTEPUEB NPUEMIIEMOCTM, Koraa
3TO HeObX0ANMO;

npegenbHble CPOKM 3aBEPLLEHUS OTAENbHBIX CTaAMN TEXHONOrMYECKOro npoLecca 1 (Mnun) BCero npoLiecca B Lienom,
Korga aTo Heobxoanmo;

OXnaaeMble uanasoHbl BbIXOA4a NPOAYKLMM HA COOTBETCTBYHOLLUX CTAAUsAX NpoLiecca unm B onpegeneHHoe Bpems;
ocobble ykaszaHuMs U Mepbl MNPeAOCTOPOXHOCTW, KOTOpble Heobxoaumo cobniogaTtb, MM COOTBETCTBYHOLLME
NnepekpecTHbIe CCbINKM Ha HUX, Koraa 3To Heobxoaumo;

YKa3aHUA Mo XpaHEHUIo NPOMEXYTOYHOM npogykuumn unu ®C ana obecnevyeHns nx NpuUrogHOCTM K UCNOSb30BaHUIO,
BKITOYasA YyNakOBOYHbIN MaTepuan n marepuan ans MapkMpoBKY, a Takke 0cobble YyCroBUSA XpaHEHUS C yKa3aHUEM
CPOKOB, Kora aTo uenecoobpasHo.

[Jocbe Ha cepuio (3anucu No NPoM3BOACTBY Y KOHTPOSHO
kayectBa) (6.5)

390. (6.50) Ons kaxaoro NnpoMexxyTovHoro npogykra n ®C AomKHO ObITb NMOArOTOBEHO 4OCHE HAa CEPUI0 NPOAYKLUN,
BKIIOYalLLee B cebs MOMHy0 MHAOPMaLMIo O NPOU3BOACTBE M KOHTPONE KavyecTBa Kaxaoun cepun. BolaaBaemas
dopma Ans BHECEHUS 3anucert No MPOU3BOACTBY OOMMKHaA COOTBETCTBOBATb TEXHONOTMYECKOW WHCTPYKUUKU ©
ABNATBLCH akTyanbHoW Bepcuen. Ecrnim dpopma ons BHeceHWs 3anucen no NpPou3BOACTBY Cepuy CocTaBrieHa Ha
OCHOBaHUWN OTAENbHOW YaCTW TEXHOSNTOTMYECKON MHCTPYKLUMMK, TO TakOM OOKYMEHT AOMKEH COAepXaTb CCbINKy Ha
NCMNOMNb3yemyto AeNCTBYIOLLYI TEXHOMNOMMYECKYH0 NHCTPYKLMIO.

391. (6.51) Popmbl ANA BHECEHWS 3anncen AOMKHbI ObITb MPOHYMEPOBaHbI C yka3aHWeM KOHKPETHOro HoMepa cepumn
NN NOEHTUMOMKaLUMOHHOIo HOMepa, a Takke nognucaHsl ¢ NpocTaBneHveM Aatsl nNpu Belgade. Npun HenpepbIBHOM
Npou3BOACTBE KOA NPOAYKLMK, a TakkKe AaTa U BpeMs BbIMyCcka MOTYT CNYXUTb OAHO3HaYHbIMU UAEHTUDUKaTopaMu
00 NPUCBOEHNS OKOHYaTENBHOrO HOMepa cepun.

392. (6.52) B pocbe Ha cepuio (3anucsax nNo NPOU3BOACTBY M KOHTPOIO KayecTBa) NpoAayKULMn nocne 3aBepLueHnst
KaXKOoM BaXKHON TEXHONOMMYECKOW CTaaumn OOMKHbI ObiTh YKa3aHbl cnegylolme cBegeHus:

Aarta u, rae NpMMEHUMO, BPEMS;

OCHOBHOE MCMonb3yemoe obopyaoBaHue (HanpuMep, peakTopbl, CyLUUIKA, MENbHULbI);

creumduyeckasn ngeHTnduKaumnsa Kaxaon cepum, BKNOYasa Maccy, eAvHULbI U3MepeHnsi, HoMepa Cepun MCXOOHOro
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Cblpbsi, MPOMEXYTOYHON NPOAYKUMM unu nobbix MaTepuanos, Mpollealwmx NOBTOpPHY obpaboTky B xoae
Nnpov3BOACTBa;

3aperncTpupoBaHHble hakTUYecKkne pesynbTaTbl KpUTUYECKMX NapaMeTpoB NpoLecca;

AaHHble O NobbIX NPOBeAEHHbIX 0TOopax Npob;

MOANUCU NUL, BbIMOMHABLUMX KaXKOYH KPUTUYECKYK CcTaguilo npu paboTe, a Takke OCYLLECTBSABLUNX
HenocpeaCcTBEHHbIN HaA30p Uiy NPOBEPKY;

pe3ynbTaTbl UCMbITAHUIA B NpoLecce NPOM3BOACTBA M NTabopaTopHbIX UCTIbITAHWIA;

hakTnyecknin BbIxo Ha COOTBETCTBYIOLLMX CTAQUSIX UMK B ONpeaeneHHOe BpeMS;

onucaHue ynakoBKW Y MapKUPOBKM ANS NPOMEXYTOYHOW nNpoaykumm unm OC;

obpasey atukeTkm ansg OC mnm NPomMeKyTOUYHOM NPOAYKLMM, €CNY OHU NPOU3BEAEHbI AN NPOAAXY;

noboe 3aMmeyeHHOe OTKINOHEHME, ero oLeHKa, nHopMaLumsa 0 NPoBeAeHHOM paccrneaoBaHuu (Npy HeobxoaAMMoCTH)
WNK CCbifka Ha Takoe paccrnefoBaHue, ecriv COOTBETCTBYIOLLME JOKYMEHTbI XPaHATCA OTAENbHO;

pe3ynbTaTbl KOHTPOMS NpY Bblaave pa3peLLeHns Ha BbiMyck.

393. (6.53) NpounsBoanTenb gomkeH pa3paboTaTb 1 yTBEPAUTL NpoLEeaYypbl, KOTopble HeobxoaumMo cobntogaTe Npu
paccnegoBaHny KpUTUHECKUX OTKITOHEHWUIA MW NPU HECOOTBETCTBUM CEPUI MPOMEXYTOYHOW npoaykuun unm ®C umx
cneundukaumsam. Takoe paccrnefoBaHWe OOJPKHO pacnpoCTPaHATbCA M Ha OpYrMe cepuu, K KOTOpbiM Mornv Obl
NUMETb OTHOLLEHWNE JaHHblIE HECOOTBETCTBMSA UMW OTKIMOHEHNS.

[okyMeHTbl TabopaTopHOro KoHTpons (6.6)

394. (6.60) JokymeHTbl NabopaToOpHOro KOHTPOMS OOIMKHbI BKMOYATL NOJTHYHO MHOPMALMIO O JAaHHbIX, NOJTYYEHHbIX
B XO[e BCEX WCMbITaHWI, NPOBEAEHHbIX ANsi NOATBEPXKAEHUS COOTBETCTBUS YCTAHOBIMEHHbLIM cneuudukaumusm u
obuen dapmakonenHonm crtatbe, hapMakonemHowW cTaTbe, HOPMATMBHOM OOKYMEHTauuu Wnu HOpMaTUBHOMY
OOKYMEHTY, BKIOYas UCCreoBaHUs U KONMYECTBEHHbIE ONpeaeneHns, a UMEHHO:

onucaHve obpasLoB, MOMYYEHHbIX ANS NPOBEAEHMS UCNbITaHWs, BKMOYas Ha3BaHWEe WCXOOHOro Cbipbs, MECTO
oTbopa npobbl, HOMep cepun UNu ApPyrov XxapakTepHbI kog, Aaty otbopa npobbl u, rae NPUMEHNMO, KONMYeCTBO
obpa3sua, NpeacTaBneHHoro Ans NpoBeAeHNs UCMbITaHWIA, U AaTy ero NnonyyYeHns;

onvcaHve Kaxgoro UCnosib3yeMoro MeToAa UCNbITaHUI UK CCbINKY Ha Takon MeTog,;

yKasaHue maccel obpasua unv gpyrux egnuHul, nsmepenns ans obpasua, ncnonb3yemoro Ans Kaxaoro UcnblTaHus,
B COOTBETCTBMM C OMWUCaHHbIM METOAOM; AaHHble O MPUrOTOBMEHUA W WCMbITAHWM CTaHAapTHbIX OOpasLoB,
peaKkTUBOB U CTaHAaPTHbIX PACTBOPOB UMM COOTBETCTBYIOLLME NEPEKPECTHbIE CCbISKK;

MONHbIE 3amnnUCK BCEX UCXOAHbIX AAHHbIX, MNONyYaeMbIX B XOA4E KaXOOoro UCMbITaHWs, B AONOMHEHMEe K rpadukam,
Tabnuuam UK cnekTpam, MOMy4YeHHbIM C MNOMOLb flabopaTopHbIX MpubopoB, Hagnexawum obpasom
NAEHTUMLMPOBaHHbIE 151 KOHKPETHOIO BELLECTBA U CEPUN, NOABEPraeMbIX UCMbITAHUIO;

3anMcu BCEX PacyeToB, BLIMOSIHEHHbIX B CBSI3W C MPOBEAEHWEM WCMbITaHWS, BKIOYasi eavHULbI U3MEpPEHWs,
KO3a(pumLMeHTbI nepecyeTa U pakTopbl SKBNBANIEHTHOCTY;

N3MoXeHne pe3ynbTaToB UCNbITAHUA N NX COOTBETCTBUS YCTaHOBIIEHHbIM KPUTEPUAM MPUEMITEMOCTW;

noanvchb nuua, NPOBOAMUBLLErO Kaxaoe UcnblTaHue, u AaTy (AaTbl) X NpoBeAEHNS;

AaTy 1 NoAnuch nmua, CBMAETENbCTBYIOLLEro, YTO OpUrMHarnsl 3anucen Obinv NpoBepeHbl B OTHOLLEHUW TOYHOCTM,
MONHOTBI U COOTBETCTBUS YCTaHOBMNEHHbIM TpeboBaHUAM.

395. (6.61) HeobxoamMMo Takke BECTU NOSHbIE 3aMWUCK C yKa3aHUeM:

No6BbIX N3MEHEHUI YCTAHOBMNEHHbIX aHANNTUYECKUX METOOMK;

nepuognyeckon kannbpoBkm nabopaTtopHOro 06opyaoBaHusi, annapaToB, CPeaCTB UIMEPEHUNA U PErUCTPUPYIOLLINX
YCTPOWCTB;

Bcex ucnbitaHmm ®C Ha cTabunbHOCTb;

paccrnefoBaHusi OTKIMOHEHUIA OT cneuuduKaLmi.

O630p gocbe Ha cepuio (6.7)

396. (6.70) [ins onpepeneHnst COOTBETCTBUSA NPOMEXYTOYHOM NpoayKLmu nnn ®C ycTaHoBMEHHbIM cneumdukaumnsam
nepen Bbigayen paspelleHusl Ha BbIMYCK CEpUM UKW nepeq ee peanusaumen AOMKHbl ObiTb paspaboTaHbl
npouenypbl, KOTOpbIM HeobxoaMmo crefoBaTb Npy 0030pe U YTBEPXKAEHUM 3anucel No MNpPOV3BOACTBY U
nabopaTopHOMY KOHTPOMO CEPUIA, BKIOYAsi YNaKoBKY U MapPKUPOBKY.

397. (6.71) 3anucy No NpoM3BOACTBY Cepui 1 TabopaToOPHOMY KOHTPOIIO KPUTMYECKUX CTaani npouecca nognexar
NpoBepKe 1 MOATBEPXKAEHMIO NoapasgeneHnemM (nogpasgeneHnsamn) kavyectTsa nepef Bblaayven paspelleHust Ha
BbIMYCK UNn nepea peanuauunen kaxgon cepum ®C. 3anncu no nponsBoACTBY M NTabopaTOpHOMY KOHTPOIKO ANs
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HEKPUTMYECKUX CTaaui npoLecca MoryT ObiTb NPOBEPEHbI KBanuULMpoBaHHLIM NePCOHaNoM Npon3BoaCTBEHHOIO
nogpasgeneHns unu apyrux nogpasgeneHuini B COOTBETCTBUM C Npoueaypamu, yTBEPXKAEHHbIMW NogpasaeneHmem
(noapasgeneHusiMuM) KadecTsa.

398. (6.72) Bce OTKNOHEHMsi, OTYeTbl O paccrnefoBaHMsSIX WM OTKIOHEHMSIX Pe3ynbTaToB OT chneundurkaunim
HeobXx04MMO OLleHMBaTh B NpoLiecce 063opa JOCbe Ha Cepuio Nepes Bblgadern paspeLleHnsi Ha BblMyCK 3TOW CepUN.
399. (6.73) Tloppaspenenne (noapasgeneHns) KadectBa MOXeT (MOryT) nepegaBaTb MNPOU3BOACTBEHHOMY
nogpasgeneHnio obs3aHHOCTM WM MOMIHOMOYMST B OTHOLIEHWM Bbl4ayM paspelleHnss Ha WCNoNb3oBaHue
NMPOMEXYTOYHOW MPOAYKLMKN 3a MCKIIOYEHWEM Tex CryyaeB, Korga NpoAyKuus npegHasHayeHa Ansi MOCTaBKM 3a
npegensbl cdepbl KOHTPOSSt NPOV3BOAMTENS.

PABOTA C MCXOOHbIM CbIPbEM (7)
O6wuii koHTponb (7.1)

400. (7.10) TpousBoguTenb [OOMMKEH YTBEPAUTb [OOKYMEHTbI, OMUCbIBAKOLWIME NPUEMKY, WAEHTUDUKALMIO,
NMoMeLleHVe B KapaHTWH, XxpaHeHune, obpalleHne, oTbop nNpob, NpoBegeHNe UCTbITaHWIA, a Takke ogobpeHue munm
OTKINOHEHWE UCXOLHOIO ChIpPbS.

401. (7.11) NponsBognTenn NpomMexyTouHon npoaykummn n (nnm) C JomkHbI UMETb CUCTEMY OLIEHKM NOCTaBLLMKOB
NCXOOHOrO CbIpbS, KPUTUHECKOTO AN KayecTBa.

402. (7.12) TloctaBka WCXOQHOTO CbipbA [AOMMKHA OCYWECTBASATLCHA MOCTaBLUMKaMW, YTBEPXKOEHHLIMU
nogpasgeneHmem (nogpasgeneHnsamm) kayectsa, B COOTBETCTBMM C COMNacoBaHHbIMK cneumpukauusamu.

403. (7.13) Ecnu nocTaBLUmMK KpUTUYECKOTO MCXOAHOTO ChiPbS HE SABNAETCS ero NpoM3BoAMTENEM, TO Npou3BoauTenb
NPOMEXyTO4HOM Npoaykumn n (unu) ®C gormkeH 3HaTb Ha3BaHUE 1 aapec NPOU3BOANTENSI 3TOr0 UCXOAHOIO ChiPbS.
404. (7.14) 3ameHa nocTasLLmMKa KpUTUYECKOrO MCXOAHOMO ChiPpbs AOSXXHA NPOBOANTHLCS B COOTBETCTBUM C MyHKTaMu
540 - 547 HacToawwmx MNpasun.

Mpuemka n kapaHTuH (7.2)

405. (7.20) MNMpun nony4yeHnn 1 nepep NPUEMKON Kakgoe TapHOe MECTO C MCXOAHbIM CbIpbeM WKW rpynna TapHbIX
MecT 0b6cnenyoTca BM3yanbHO Ha MPaBUITbHOCTb MapkMpPOBKM (BKIOYas COOTBETCTBUE HA3BaHWM, UCMOMNb3yeMbIX
NMOCTaBLLMKOM U 3aKa34MKOM, ECIM OHM OTNIMYAIOTCH) N HaNM4Yne NOBPEXOEHUIN KOHTENHEPA, NOBPEXAEHHbIX NIOMO,
CBMOETENbCTB MOCTOPOHHEro BMellaTenbCTBa MMM KOHTamuHauuun. AcxogHoe cbipbe AOIMKHO coaepxaTbCs B
KapaHTMHe o oTbopa npob, NpoBepkn UNM MNPOBEAEHUA UCMbITAHUW U A0 MOMYyYeHUs1 paspeLleHus Ha ero
Ncnonb3oBaHue.

406. (7.21) o cmewwvBaHWA MOCTYNMBLLErO WCXOAHOMO CbipbA C WMEKWUMUCH 3anacamu (Hanpumep,
pacTBOpUTENAMW WKW 3anacamm B HakonuTernbHbiX OyHkepax) NOCTyNMBLUEE WCXOAHOE Cbipbe AOMMKHO ObiThb
0003Ha4YeHO Kak COOTBETCTBYyWLlee TpeboBaHMAM K 3TOMy WCXOOHOMY Cbipblo, Npolleflwiee Heobxoanmble
UCMbITaHWS, ecriv NPUMEHMMO, U pa3peLleHHoe AN ucnonb3oBaHns. Heobxogmmo paspaboTtaTe npouenypbl No
npegoTBpaLLEHNIO OLLMOOYHON BbIFPY3KN MOCTYNMBLLETO MCXOOHOIO Chipbsl B UMEIOLLUIACS 3anac.

407. (7.22) lMNMpoussoauTenb OOMKEH UCKMOUYUTL BO3MOXHOCTb NEepPeKpecTHOM KOHTaMuMHaLMuM nocTaBku "aHrpo",
€CN1 OHa OCYLLECTBNAETCHA B EMKOCTSX, HE NMpedHa3HayYeHHbIX cneunansHo Ans Hee. [iNs NOATBEPXAEHUSA 3TOroO
MOTYT UCMONb30BaTLCHA OOHO UM HECKOMbLKO CNEeAYILINX AOKa3aTeNbCTB:

HanMune JOKyMeHTa, MOATBEMKAAILLEro OYNCTKY;

UcnblTaHMe Ha Hanuuue cnegos NpMMecen;

OLeHKa nocTaBLLmKa.

408. (7.23) bonbLune eMKOCTU ANS XpaHeHns 1 obcnyxusatoLume nx TpydonpoBoabl, IMHUN HANONHEHUS N Pa3rpy3Kku
OOMKHbI MMEeTb COOTBETCTBYIOLL YO MapKUPOBKY.

409. (7.24) Kaxxgoe TapHoe MeCTO UNnu rpynny TapHbIX MECT C UCXOAHbIM CbipbeM (Cepuen MCXOOHOro Cbipbs)
HeobX04MMO MOEHTUMULMPOBATL C MOMOLLLIO XapaKTepPHOro Koga, Homepa cepuun unu Homepa, NPUCBOEHHOTO MNPy
npuemKe. YKasaHHbIN HOMep JOJPKEH UCMONMb30BaTbCA NPU PEMMCTPaLIMN MECTOHAXOXAEHMS Kaxaon cepun. [JormkHa
ObITb CUCTEMA MAESHTUMUKALUN CTaTyca Kaxaon cepun.

OT160p Npob6 1 NpoBeeHNe UCTIbITAHWIA NOCTYMMUBLLUX UCXOAHOIO
Cblpbs U MaTepuanos (7.3)

410. (7.30) ns noaTBep>XAeHus MOAMMHHOCTM KaXXO0W CEPUM UCXOLHOMO Chbipba U MaTepuanoB (3a UCKITHYEHUEM
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NCXOOHOrO CbIpbs U MaTepuanos, ykasaHHbIX B MyHKTe 412 HacToAwwmx lMpaBuni) Heobxoaumo npoBecTn XoTs Obl
OfHO ucnbiTaHue. Ecnn nponssoguTens MMeeT CUCTEMY OLIEHKM MOCTaBLUMKOB, TO BMECTO MPOBEAEHUS APYrux
NCMbITAHWIN MOXHO MCNOMb30BaTh JOKYMEHT NOCTaBLUMKa, MOATBEPXKAAIOLNIA KaYeCTBO.

411. (7.31) lMpoueaypa yTBEPXAEHMS MOCTaBLMKA AOSHKHA BKIHOYATb OLIEHKY CMOCOOHOCTM NpPOW3BOAUTENS
MOCTOSIHHO MOCTaBNATb Cbipbe U MaTepuarnbl, COOTBETCTBYIOLME cneundukaumusamM (Hanpumep, aHHbIe O KavecTBe
npeablgywmx nocrasok). [ponssoanTens npexae Yem COoKpaTUTb OObeM WCMbITaHW MPU BXOAHOM KOHTpPOIe,
OOIDKEH MPOBECTU MOSHbIV aHanu3 Kak MUHMMYM Tpex cepuin. B mobom cnyyae nomHbln aHanns Heobxoammo
NpoBOAWTL Yepe3 onpefdeneHHble MPOMEXYTKA BPEMEHW U CpaBHMBATL €ro pesynbTaTbl C AAHHBIMWU JOKYMEHTa
nocTaBLUMKa, noATrBepxaalLwero kavyectso. [JOCTOBEPHOCTb AaHHbLIX AOKYMEHTOB, MOATBEMKAAIOLMX Ka4yeCcTBo,
NOANEXUT PErynsipHoOn NpoBepke.

412. (7.32) He TpebyeTca npoBeAeHWe KOHTPOMsS TEXHOMOrmdeckux JobasBok, ONacHOro WUnvM BbICOKOTOKCUHYHOIO
Cbipbs, OPYrUX cneumanbHbIX MaTtepuanoB WUnu MaTepuarnos, nepedasBaeMblX B Apyroe nogpasgeneHne nog
KOHTPOMEM 3akasyuka, Npu Hanuunm JOKyMeHTa NpousBoauTens, NOATBEPKAAIOLLEro Ka4ecTBO, yAOCTOBEPSIOLLErO
COOTBETCTBUE 3TOMO Cbipbsl YCTAHOBMEHHbLIM TpeboBaHnam. NaeHTudukaumna stux matepmanos NpoBOAMTCA NyTeEM
BM3yanbHOW NPOBEPKM TApHbIX MECT, 3TUKETOK U perncTpaumm Homepos cepuii. OTCYTCTBME KOHTPONSA TaKoro Chipbs
Ha MecTe JOMKHO ObITb 060CHOBaHO M 0POPMIIEHO AOKYMEHTAaNbHO.

413. (7.33) MNpobbl JomkHbl 6bITe penpe3eHTaTUBHbI A5 CEPUN UCXOOHOIO Cbipbs, U3 KOTOPOW OHWM oTOBpaHbl. B
meToamkax oTbopa nNpob AOMKHbI ObiTb YCTAHOBMEHbI YACMO TapHbIX MECT, U3 KOTOpbIX Heobxoanmo oTbupaTb
npoObl, 1 Ta YacTb TapHOro MecTa, oTKyaa GepeTcst npoba, a Takke KONMMYECTBO Cbipbs, KOTOPOE AOIMKHO ObITb
0TOBpaHO M3 KaXgoro TapHoro mecra. Yucno TapHbix MecT ansd otbopa npob n pasmep npobbl JOMKHbBI BbITh
yKka3aHbl B nnaHe otbopa npob, B KOTOPOM Y4YUTbIBAETCA KPUTUYHOCTb CbIPpbS, W3MEHYMBOCTb CBOWCTB CbIPbS,
npeawecTBYOLWMN ONbIT paboTbl C NOCTABLLMKOM B OTHOLLEHMM Ka4ecTBa, a Takke Konm4ecTso, Heobxoanmoe ans
aHanusa.

414. (7.34) OT160p NPO6 HeobxoouMO NPOBOAWUTL B ONPEAENeHHbIX MeCTax U B COOTBETCTBUMM C MHCTPYKUMSMMU,
npegHasHa4YeHHbIMM 4518 NpegoTBpaLLeHns KOHTaMuHaumMm otobpaHHon Npobbl M Apyrnx MaTtepuarnos.

415. (7.35) TapHble MecTa, U3 KOTOpbIX OTOMpaoT Npobbl, HEOBXOANMO OTKPbIBATb OCTOPOXHO W nocne oTtbopa
npobbl HEeMeANeHHO CHOBA 3aKpbiBaTb. Takne TapHble MecTa noanexar MapkupoBke Ans ykasaHusa cakta otbopa
npoobI.

XpaHeHue (7.4)

416. (7.40) ObpalyeHne ¢ NCXOOHbIM CbIpbEM U €ro XpaHeHue OOIMKHO OCYLLEeCTBAATbCS TakuM o6pa3oMm, 4YToObI
npegoTBpaTUTb Ero pasroXeHne, KOHTaMUHaLUIO U NEPEKPECTHYI KOHTaMUHaLMIO.

417. (7.41) NcxopHoe cbipbe, xpaHsieecs B hmbpoBbix bapabaHax, MeLukax unm silumkax, He 4OmKHO pa3meLLaTbes
Ha nony. YkasaHHOe Cbipbe HeobxoauMmo pacnonaratb Takmm obOpas3om, 4Tobbl obGecnevnTb BO3MOXHOCTb Mpu
HeobX0AMMOCTUN MPOBECTN OYUCTKY U OCMOTP.

418. (7.42) VNcxogHoe cbipbe OOMKHO XPaHWUTbCS MPWU Takux YCrOBUAX U B TeYEHWE TaKoro cpoka, KoTopble He
0KasbIBalOT HEONAronpuATHOrO BO3AENCTBUA Ha MX KavecTBO. PekomeHayeTcst cneguTb 3a TeM, YTOObI MCXOAHOoE
cbipbe, MOCTYNUBLLEE paHbLUe, BbINo UCMONbL30BaHO B MEPBYIO O4epeap.

419. (7.43) HekoTopoe UCX0QHOE Chipbe B COOTBETCTBYIOLUUX TAPHbIX MECTaxX MOXET XpPaHUTbCS BHE MOMELLEHUN
Npy YCNOBUKU, YTO MOEHTUMDUULMPYIOLLME ITUKETKU OCTaloTcs pas3bopuvBbiMK, a TapHble MecTa Hagnexaliym
06pa3omM ounLaoT nepes BCKPbITUEM U UCMONb30BAHNEM.

420 (7.44) Onga Toro 4tobbl NpeoTBpaTMTb HECAHKLMOHMPOBAHHOE NCMOMNb30BaHWE B NPOM3BOACTBE OTKIIOHEHHOIO
NCXOOHOrO CbIpbs, OHO AOMKHO BbITb MPOMAPKUPOBAHO N HAXOAUTBLCS NOA KOHTPOEM B KapaHTUHE.

MoBTOpHas oueHka (7.5)
421. (7.50) Mo mepe HeOBXOAMMOCTN UCXOOHOE Chipbe AOIMKHO MOABEpraTbCs NOBTOPHOW OLEHKe ANns TOoro, YTobbl
onpegenuTe €ro MpUrogHoOCTb AN MCMNOMb30BaHWA (HanpuMep, nocfe MNpPOAOIMKUTENBHOIO XPaHeHUs unu

BO34ENCTBMS TeNna nnu BJ'Ia)KHOCTI/I).

TEXHONOIMMYECKWW MPOLIECC U KOHTPOJ1b B MPOLIECCE
NMPON3BOOCTBA (8)

TexHonornyeckne onepauun (8.1)
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422. (8.10) NcxogHoe cbipbe ANs Npou3BOACTBA MPOMEXYTOYHOM npoaykumm u ®C cnefyeT B3BelMBaATb UMK
OTMepMBaTh B COOTBETCTBYHOLUUX YCMOBUAX, HE OKa3bIBAOLLUMX BIIMSIHUSA HA €ro NPUrogHoCTb A51s1 MCMOMb30BaHUs.
Heobxogumo, 4ToObl Becbl W YCTPOWCTBA AN M3MepeHust obbemMa WMEeNnu TOYHOCTb, MpUMeMSIeMy Ans
npeanonaraeMoro UCnosib3oBaHus.

423. (8.11) Ecnm ucxogHoe cblpbe OenAT Ha HEeCKONbKO MOpuui Ans Nocnenylwero WCMnonb30BaHus B
TEXHOMOIrMYECKNX onepauusix, KOHTENHepP, B KOTOPbIA NOCTYNaeT UCXOOQHOE Cbipbe, A0JMKEH ObiTb MPUrogHbIM Ans
3TOro M MapkUpoBaH Taknm obpasom, YTobbl 6bina B Hanuumm cnegyrowas nHidopmaums:

Ha3BaHWEe UCXOAHOIO Chbipbsi U (MNN) ero Koa;

HOMEPp, MPUCBOEHHLIN NPU NPUEMKE, UM KOHTPOSbHbLIN HOMEP;

Macca unm o6beM MCXOQHOTO Chipbsi B HOBOM KOHTEMHEPE;

npu HeobxoaMMOCTK JaTa NPOBEeAEHNSA MOBTOPHOM OLLEHKN UIU NOBTOPHbIX UCMbITAHUN.

424. (8.12) Heobxoamnmo Habnoaate 3a KPUTUHECKMMY ONepaLnsiMmn B3BELLUMBAHWS, OTMEPUBAHUSA NN pa3feneHuns
W yOOCTOBEpPATb MX BbINOMHEHWEe nnbo noasepraTb MX 3KBUBANEHTHOMY KOHTponio. [lepen ucnonb3oBaHUEM
NCXOAHOTO Cbipbs NPON3BOACTBEHHbI NEPCOHAaN AOJMKEH YAOCTOBEPUTLCS B TOM, YTO OHO AENCTBUTENBHO SABNSAETCS
TEM CbipbeM, KOTOpOe ykaszaHo B dopMe Onsi 3anucu no NPOW3BOACTBY CepuM ANsl AaHHOW MPOMEXYTOYHON
npoaykumm nnn eC.

425. (8.13) BbinonHeHne OpyrMx KpUTUYECKUX OMepaumi OOSHKHO Takke MPOBOAMTBCS MOA KOHTPOSIEM BTOPOro
creyumanucTa unm nogeepraTbCs 3KBUBANEHTHOMY KOHTPOSHO.

426. (8.14) Ha onpepgeneHHbIX CTagmMsix TEXHOMNOrMYECcKoro npouecca ¢aKkTU4eckne BbIXOAbl OOJDKHbI ObITb
cornocTasneHbl ¢ oxunagaemoimn. OxngaemMble BbIXOAbl B COOTBETCTBYIOLLMX Npeaenax A0MKHbl onpeaenarTbcs Ha
OCHOBaHUM AaHHbIX NPOBEAEHHbIX paHee NnabopaTopHbIX, OMbITHBIX UM MPOMBILUNEHHBIX MUCMbITaHUA. [1puYnHbI
OTKIMOHEHUIA OT OXWOAEMOro BbIXO4ad, CBsI3@HHbIE C KPUTUYECKMMWU CTagusaMm npouecca, [AOJPKHbl ObiTb
paccrnenoBaHbl, YToObl onpeaenuTb UX BUSHUE (MM BO3MOXHOE BITMSIHWE) HA Ka4eCTBO COOTBETCTBYIOLLIMX CEPUN.
427. (8.15) Jlioboe oTKNOHEHUe AOIMKHO OblTb OhOpPMIIEHO AOKYMEHTanbHO U 06bAcHeHo. Jlioboe kputuyeckoe
OTKITOHEHME AO0MKHO ObITb paccrneaoBaHo.

428. (8.16) TexHONorn4ecknin ctaTyc OCHOBHbIX eAnHUL, 060pya0BaHMA A0MMKEH ObiTb yka3aH MO0 Ha KOHKPETHbIX
eavHMuax obopyaooBaHus, NMOO B COOTBETCTBYHOLUEW [OKYMeHTauuu, nmbo C UCNoNb3oBaHWMEM CUCTEM
KOMMbIOTEPHOr0 KOHTPOJIS, MO0 C MOMOLLbIO anbTepHATUBHBLIX METOAOB.

429. (8.17) MNMpounssoguTene AOMKEH KOHTPONUPOBATL Matepuansl, NpeaHa3HavyeHHble Ansi MOBTOPHOW 06paboTku
unu nepepaboTkn, ANs NpeAoTBpaLLEHMST HECAHKLMOHMPOBAHHOIO UCMNOSTb30BaHUS.

OrpaHunyeHune BpemeHu BbINOMNHEHNs onepauui (8.2)

430. (8.20) Ecnn B TexHonornyeckon UHCTpykuum (NyHKT 389 HacTosawwmx MNpaBun) yCTaHOBMEHb! OrpaHUYeHns no
BpemMeHn, ux Heobxogumo cobnogatb Ans obecneyeHus KadecTBa MPOMEXYTOYHOW npogdykumm un  @C.
MpoussoanTenb OOMKEH AOKYMEHTanbHO 0POPMNATL OTKMOHEHUS OT 3TUX OrPaHNYEHUA U NPOBOAUTL UX OLLEHKY.
Takune orpaHuyeHms MorytT He noTpeboBaTbCs MpW NPOBEAEHUMM TEXHOMOrMYecKoro mnpouecca OO0 OOCTWKEHWS
YCTaHOBMEHHbIX 3Ha4YeHWI NapamMeTpoB (HanpumMep, AOCTMXKEeHNe HeobxoauMoro 3HaveHus pH, rugporeHusaums,
CylUKa [0 NpeABapuTENbHO YCTAHOBMEHHOW BENWYMHBI MapamMeTpa), NOCKOSbKY 3aBepLUeHne peakumii unu ctagun
npolecca onpegenseTca nocpedcTBoM oTbopa nNpod u McnbiTaHU B npoLecce NpovM3BoACTBa.

431. (8.21) MNpomexyTo4HYy NPOAYKLUIO, NPpeAHa3HayYeHHy Anga ganbHenwen odpaboTtku, HeoO6XoaMMO XpaHUTb
npu onpeaeneHHbIX YCroBusx, 4Tobbl obecneunTb ee NPUroaHOCTb A AarbHENLEero NCnonb30BaHmS.

OT60p Npob M KOHTPONb B NpoLiecce nponssoacTea (8.3)

432. (8.30) MNpomssognTens JomkeH paspabotaTb M YTBEPAUTb MHCTPYKUMM MOHUTOPUHIA npouecca 1 KOHTpOons
BbIMOMHEHNA Tex CTaguy npouecca, KOTOpble SABMSOTCS MPUYMHOW HEMOCTOSHCTBA rMokasaTenen Kayecrsa
npomexxyTouHon npoaykuumn n ®C. MNopsaok npoBeaeHns KOHTPOS B NpoLecce Npon3BoAcTBa 1 COOTBETCTBYIOLNE
KpUTEPUU NPUEMIIEMOCTM [OOMKHbI ObiTb ONpeAeneHbl Ha OCHOBaHWMM MHAOPMaLMKU, MOMYYEHHOW Ha CTaavu
pa3paboTKku, UM Ha OCHOBaHUK MpeaLEeCcTBYOLErO OMNbiTa NPOM3BOACTBA.

433. (8.31) Kputepun npuemnemoctu, Tun M ob6beM UCMNbITAHWA MOryT 3aBUCETb OT MPMPOAbl BbiNycKaeMbIiX
NpoMeXxyTo4HoM npoaykumnm n ®C, peakumm nnu ctagmm npoLecca 1 cTeneHn BINSHUS TEXHONOMMYecKoro npouecca
Ha HEeMNoCTOSIHCTBO KadecTBa MpoaykuuMu. Ha HavanbHbIX cTagusax npouecca AONYCTUMO MNpoBedeHue MeHee
XKEeCTKOro KOHTPOrS B NpoLecce NpoM3BOACTBA, TOrda kak Ha 6onee No3gHUX cTagusax npowuecca (Hanpymep, ctaguu
BblAENEHMS U OYMCTKN) HEODXOAMMO NPOBOAUTL Ooree XeCTKUIA KOHTPONb.

434. (8.32) Kputudyeckne aTamnbl KOHTPOMs B Npouecce NpousBoACTBa M MOHUTOPUHI KPUTUYECKUX MPOLIECCOB,
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BKITOYAA TOYKM U METOAbI KOHTPOMS, AOIMKHbI ObITh M3NOXEHbI B MMCbMEHHOM BUAE U YTBEPXAEHbI NoApa3aeneHmem
KOHTPOIS KayecTsa.

435. (8.33) KoHTpornb B npoLecce NpoM3BoACcTBa AOSMKEH OCYLLIECTBASATb KBaNMgnUMpoBaHHbIA NPOM3BOACTBEHHLIN
nepcoHan. KoppektupoBaTb NpoLecc MOXHO 6e3 NpeABapuUTENbHON CaHKLUMM NogpasaeneHnst KayecTsa, ecnm Takas
KOpPPEKTUPOBKa NPOBOAMTCA B 3apaHee YCTAHOBIEHHbIX NPeaeribHbIX 3HAaYEHUSIX, YTBEPXKAEHHbIX NoApa3geneHmem
KadecTBa. Bce mcnbiTaHusa n nx pesynbTatbl JOMKHbI OblTb MOMHOCTEIO OPOPMIIEHbI AOKYMEHTamNbHO KakK 4YacTb
O0Cbe Ha cepuio.

436. (8.34) MeToapbl oTbopa npob Ans MaTepuanoB, HaxXoOSLWMXCA B MpoLecce NPOU3BOACTBA, MPOMEXYTOYHON
npoaykumm n ®C aomkHbl ObiTb NPUBEAEHBLI B MHCTPYKLMSAX, YTBEPXKAEHHbIX NponssoauTenemM. [naHel otbopa npod
N MeTOOUKM AOMKHbI 6asmpoBaTbCca Ha Hay4yHO 060CHOBaAHHOM nopsiake oTbopa npoo.

437. (8.35) MNpoussoanTenb OOMKEH OCYLWECTBNSATbL OTOOp Npob B mpouecce NpousBOACTBaA C UCMNOSb30OBaAHUEM
npoueayp, npegycMmaTtpyMBalOWMX npefoTBpalleHne KOoHTaMuHauuMuM  OTOOpaHHOro maTepuana wu  Apyrouv
npomexyTtoyHon npoaykumm unu O®C. Heobxoammo paspaboTtaTtb npoueaypbl Ans obecrneyeHns coxpaHeHus
LenocTHocTu obpasuoB nocne oTbopa.

438. (8.36) Npun npoBeAeHMM NCNbITaHWI B MpOLIeCCe NPOU3BOACTBA, KOTOPbIE OCYLLIECTBIIAIOT C LIeNb0 MOHUTOPUWHTA
n (MnNn) KOPPEKTUPOBKM Mpouecca, kak npaBwuno, He TpebyeTcs paccnegoBatb Clydanm HECOOTBETCTBMS
cneundukaumnam.

CwmelLmBaHve cepuin NPOMEXXYTOYHOWM NPOAYKLUM
unun apmaveBTn4ecknx cybectaHumm (8.4)

439. (8.40) B HacTtoswewn rnaee cCMelMBaHWe onpegenseTcsa Kak npouecc obbeanHeHWs BeLecTB,
COOTBETCTBYHOLMNX TpeboBaHMAM ogHOM cneundmrkaunm, Ans Nony4eHns OAHOPOSHON NPOMEXYTOYHON NPOAYKLUN
unun ®C. CmelwwmBaHne B npouecce Npov3BOACTBA YacTel OOHOM M TOW Xe cepumn (Hanpumep, obbeauHeHne
HECKONbKUX 3arpy3oK LEeHTpUdyrn n3 ogHON cepun, Nony4yeHHON Npu Kpuctannuaaummn) nnn obbeguHeHne yacten
pasnu4YHbIX Cepuln Ana nocrefylowen obpaboTku cuuTaeTcs 4YacTbio TEXHOMOMMYEecKoro mnpouecca M He
paccMmaTpuBaeTCcs Kak CMeLUuBaHue.

440. (8.41) CmewmBaHne cepuii, He oTBevallmx TpeboBaHuaM cneumndukaumn, ¢ ApYrMMuM CepUsMU C UMb
obecneyeHns cOoTBETCTBMSA cneundukaumnsam aensetca HegonyctumeiM. Kaxaas cepusi, BxogsLas B COCTaB CMECH,
OOImKHa ObITb NPOM3BEeAEHA NO YCTAHOBIEHHON TEXHONOMMN, NHAMBUAYaNbHO UCMbITaHa 1 AOMMKHA COOTBETCTBOBATh
YCTaHOBMEHHLIM cneundunkaumam nepes cMeLlnBaHueM.

441. (8.42) Onepauun cMeLIMBaHNSA NPUEMIEMbI, B YaCTHOCTU, ANis:

CMeLLMBaHNS HEBOMbLUMX CEPU AN yBENUYEHUS pasmepa cepuu;

CMeLUVBaHWS OCTaTKOB (TO €CTb OTHOCUTENBHO HEBOMbLUMX KONMYECTB BblAENEHHOro BELLEeCTBa) CEpUn OOHOW 1 TON
Xe MPOMEXYTOYHON NPOAYKLUN N 0gHOM 1 Ton e ®C ansa nonyvyeHms equHom cepun.

442. (8.43) lNMpoussogutenb AOMMKEH KOHTPONMPOBATb U OOPMISATbL OOKYMEHTaNbHO NPOLECChl CMELLUMBAaHUS.
lMonyyeHHas B pesynbTaTte CMeLMBaHUA cepus, roe MpUMEHUMMO, AOfKHa noaBepraTbCA MUCMbITAHUSAM Ha
COOTBETCTBMUE creumdpukaumnsm.

443. (8.44) [ocbe Ha cepuio, oTpaxarwllee CMeLIMBaHWe, AOMKHO obecneymBaTb BO3MOXHOCTb 0BpaTHOro
npocnexuBaHus oTaenbHbIX Cepuit, U3 KOTOPbIX caenaHa cMech.

444. (8.45) B Tex cnyyasx, korga dusmyeckne xapaktepuctukun ®C asnsioTca kputuyeckumm (Hanpumep, OC,
npeaHasHadYeHHble ANg NonyyYyeHns TBepablX ekapCTBEHHbIX (hopM Unm cycneHsnin Ans npuema BHyTpb), onepauum
CMelWVBaHMa Heobx0AMMO BanvMaupoBaTb, 4YTOObI rapaHTMpoBaTb OOHOPOAHOCTb OOBEAMHEHHOW Ccepun.
Banupauusa gomkHa BkNoYaTb NPOBEAEHME UCTbITAHUIA KPUTUYECKUX XapakTepPUCTUK (Hanpumep, pacnpeaeneHus
YyacTuy, no pasmepam, HaCbIMHOW MAOTHOCTU U MAIOTHOCTM MPU YNNIOTHEHMM), HA KOTOPbIE MOXET OKa3aTb BMUSHUE
npouecc CMeLUnBaHus.

445, (8.46) Ecnn cmelumBaHne MOXET Okas3aTb OTpuLaTeNbHOEe BO3AEWCTBME Ha CTabuNbHOCTb, MPOU3BOAUTEND
OOJKEH NPOBOAUTD UCMbITAHNSA CTaOWUNBHOCTM OKOHYATENbHbIX CEPUI, MOJTYYEHHbIX B pe3ynbTaTe CMEeLIMBaHUS.
446. (8.47) JaTta OKOHYaHUA cpoKa rOAHOCTU UNKU AaTa NpoBefeHUsA NOBTOPHbLIX UCMbITaHUA cepuun, Nofy4eHHOW B
pe3ynbTate CMeLUnBaHWs, JOMMKHa onpeaenaTbCs Ha OCHOBaHUKU AaTbl NPOU3BOACTBA CaMblX CTapbIX OCTATKOB UMK
camoun cTapon cepum B CMECH.

KoHTponb koHTamuHauum (8.5)

447, (8.50) donyckaeTcs BHOCUTb OCTaTKM BELLECTB (B YaCTHOCTU, OCTATKW, HAIUMLLIME HA CTEHKY U3MENbYnUTENS,
CNOV BRNaXHbIX KPUCTAmNsOB, OCTaBLUMXCS Ha CTeHkax Oaka LUeHTpudyrm nocrne pasrpy3kn, OCTaTKu,
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obpasoBaBLUMeCH B pe3ynbTaTe HEMOMHOW BbIrPY3KU >XMAKOCTEN UMW KPUCTanmnoB u3 pabodvert emKoCcTu npwu
nepeHoce BeLLeCcTBa Ha CNneayoLLyo CTaauio npouecca) B NocneaytoLLmne cepum ToM e NPoOMeXYTOUYHOM NPOoAYKLUK
nnn ®C npu ycnoBnv NpoBeAEeHUS COOTBETCTBYIOLLEro KOHTPOIis. Takoe BHECEHUE He OOMMKHO MoBMeYb 3a cobon
nepeHoca NPOAYKTOB pPasroXeHWUs UM MUKPODOHOW KOHTaMumHauuW, KOTOPble MOryT OTpuuaTenbHO MOBMUATbL Ha
YCTaHOBMEHHbIN Npodunb npumecen OC.

448. (8.51) TexHomnormdeckue onepauun OOMKHbI MPOBOAUTLCS Takum 00pas3oMm, 4ToObl NpeaoTBpaTUTh
KOHTaMMHaLUU0 MPOMEXYTOYHONM npoaykuumn nnu ¢C gpyrumu Beectsamum.

449. (8.52) C uenbio NpedoTBpalleHMst KOHTaMuMHauMuM NPOU3BOAMTENbL OOIMKEH cobntogatb ocobble Mepbl
npegocTopoXXHOCTM Npu paboTe ¢ PC nocne ee OUUCTKN.

YNAKOBKA I UAEHTUSULINPYIOLWLAA MAPKWPOBKA ®APMALIEBTUHECKNX
CYBCTAHLINU N MPOMEXXYTOYHOM NMPOAYKLUAN (9)

O6wume TpeboBaHus (9.1)

450. (9.10) MNMpoussogutenb OOMKEH YTBEPAUTL NPOLLEAYPbI, ONMChIBAOLWME NOPSAOOK NPUEMKU, naeHTudmkaumm,
nomelleHuss B KapaHTuH, oTbopa npob, uccrnegoBaHUs M (MM) WCNbITAHMA W BblAayun paspelueHns Ha
MCMOoNb30BaHME YNakoBOYHbIX MaTEPUAroB 1 MaTepranos A MapkUPOBKX, a Takke Nopagok obpalleHns ¢ Takumum
mMartepvanamMu.

451. (9.11) YnakoBo4YHble MaTepuarnsl 1 MaTepuansl 419 MapkMPOBKM AOMKHbI COOTBETCTBOBAaTL CrneLudmrkaumnsm.
Te 13 HKMX, KOTOPbIE HE COOTBETCTBYIOT TakMM cneundukaumsam, 4OMKHbI ObiTb OTKIOHEHbI ANS NpeaoTBpaLleHns nx
NCMNONb30BaHWS NPU BbINMOMHEHUW ONepauui, Ans KOTOPbIX OHU HENPUrOAHbI.

452. (9.12) MNpownssoanTenb JOMKEH BECTU 3anMCK AN Kaxaon NOCTaBKM 3TUKETOK M YNakoBOYHbIX MaTepuarnos C
yKka3aHmem gaHHbIX 06 Mx npuemMke, MPoBEPKE MU UCMbITaHMK, a Takke 06 NX MPUHATUN UM OTKMOHEHMWMN.

YnakoBouyHble maTepuansl (9.2)

453. (9.20) Tapa gomkHa obecneyvBaTb Hagnexallylo 3awuTy OT MOPYM UM KOHTaMMHaLUMW MPOMEXYTOYHOMN
npogykuun unm ®C Bo BpeMs TPAHCMOPTUPOBKU N XpPaHEHUS B NPEAYCMOTPEHHbIX YCIIOBUSX.

454, (9.21) Tapa poskHa ObITb YUCTOW U, ecny 3Toro TpebyeT xapakTep NPOMEXYTOYHOW Mpoaykumm unun OC,
noaBepraTbCa caHMTapHon obpaboTke Ans obecrneveHns ee NPUrogHOCTU ONsl MCMOMb30BaHWSA MO Has3HaYeHWIo.
Takaa Tapa He pormkHa obrnagaTb XMMWYECKOM aKTUBHOCTbIO, abcopbupylowmmn CBOMCTBaMU WU CAYXWUTb
WUCTOYHMKOM MOCTOPOHHUX NPUMECEN, YTOObI HEe BbI3blBaTb M3MEHEHWI Ka4yeCcTBa MPOMEXYTOYHON MPOAYKLMM UMK
®C cBepx NpeaenbHbIX 3HAYEHUN, YCTAaHOBMNEHHBIX B crieumdukaLmm.

455, (9.22) Ecnu Tapa npegHasHaveHa Ans NOBTOPHOrO MCMONb30BaHWs, OHa A0JPKHA OYNLLATLCA B COOTBETCTBUM
C YTBEPXXAEHHBIMU UHCTPYKLUUSAMU, @ BCE NpeablayLine STUKETKN OOMKHbI ObITh YaaneHb! Unm cTepTol.

Bblaaya aTukeTOK M KOHTporb (9.3)

456. (9.30) [Hoctyn B 30HbI XpaHEHWs 3TUKETOK [OIMKeH ObiTb paspelleH TOMbKO NuuaM, WUMELUM
COOTBETCTBYHOLLUE MOSTHOMOUHUSI.

457. (9.31) [pousBoauTenb [OMXeH MPUMEHATb Mpoueaypbl COMOCTaBMEHUA KOMWYecTBa  BblAaHHbIX,
NCMNONb30BaHHbIX U BO3BPALLEHHbIX 3TUKETOK AM1S1 OLEHKU PACXOXOEHUs MexOy KONMMYECTBOM MapKMPOBaHHbIX
YMaKoBOK W KONMUYECTBOM BblaHHbIX 3TUKETOK. DaKTbl pacxoxaeHus HeobxoaMMo paccnenoBatb, a NoflydeHHble
pe3ynbTaTthl JOMMKHbI ObITh YTBEPXAEHbI NogpasaeneHnem (NogpasgeneHmsamMm) kayecTsa.

458. (9.32) Bce Heucnonb3oBaHHble 3JTUKETKM C HOMEpaMu Ccepwui unu Apyron nedaTHoOM WHGOpMaumen,
OTHOCSILLIENCH K 9TUM CepusiM, JOMKHbl ObiTb YHUYTOXEHbI. Bo3BpalleHHble 3TUKETKM HEOOXOAMMO COoAepXaTb U
XPaHUTb Takum obpa3om, YToObI MPegoTBpaTUTL UX NepenyTbiBaHUE 1 00eCcneyYnTb Hagnexallyo MaeHTUdnKaumio.
459. (9.33) YcTapeBLINE 3TUKETKN AOMKHbI OblTb YHUYTOXEHbI.

460. (9.34) NponsBoanTEnb AOMKEH KOHTPONMPOBaTL 06opyaOBaHME, NCMONb3yEMOE AN NevaTaHWs 3TUKETOK Mpu
onepauusix ynakoBku, B Lensx obecneyvyeHusi COOTBETCTBUS BCEX OTTUCKOB MEYaTHOMY TEKCTY, yKazaHHOMY B
3anmcsix No Npou3BoACTBY CEPUMN.

461. (9.35) OTnevyaTaHHbIEe 3TUKETKW, BblJaBaeMble AN onpeaeneHHon cepum, JOMMKHbI TLLaTeNbHO NPOBEPATLCH B
OTHOLLIEHMM UX MOANTMHHOCTM N COOTBETCTBMS YCTAHOBMEHHbIM TPeOOBaHNsAM. Pe3ynbTaThl TAKOM NPOBEPKM OOIDKHbI
0POpMIATLCA AOKYMEHTASBHO.

462. (9.36) OOGpasey oTneyaTaHHOW 3STUKETKWM, COOTBETCTBYIOLLMM MCNOMb30BaHHbIM 3TUKETKaM, Heobxogumo
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BKIIOYATb B 3anucy No Npou3BOACTBY CEPUMN.
Onepauun nNo ynakoBke n MapkupoBke (9.4)

463. (9.40) NpousBoanTenb OOMKEH YTBEPAUTb UHCTPYKLUN, NpeaHasHadeHHble Ansi obecneyeHnss npaBubHOro
NCMNOMb30BaHWS YNakoBOYHbLIX MaTepPManoB U STUKETOK.

464. (9.41) MNMopagok ocyLecTBNEHNS onepaunii Mo MapkMpOoBKe AOJMKEH UCKIHOYAaTb BO3MOXHOCTb NepenyTbiBaHUS
mMaTtepuanoB Ans mapkuposku. Heobxogumo cmsmdeckoe unm NpocTpaHCTBEHHOE pa3geneHne paboT, CBA3aHHbIX
C pasHOWN NpoMeEXYyTOYHOW npoaykumen nnu eC.

465. (9.42) 3TMKETKM, Ncnonb3yemMble AN MapkKUPOBKN HAPYKHOW MOBEPXHOCTU KOHTEMHEPOB C MPOMEXYTOYHON
npoaykumven nnun ®C, OomkHbl cogepkaTb Ha3BaHWE UM MAEHTUMUKALMOHHBIN KO, HOMEpP Cepuy NPOAYKUMU n
YCINOBUSA XpaHeHWs1, ecnu Takas MHpopmauns ABNsSeTCs KpUTUYeckon ansa obecnevyeHns KayecTsa NPOMEXYTOYHOWN
npoaykumm nnn eC.

466. (9.43) Ecnu npomexyToyHas npoaykumst nunn ®C npegHasHayeHbl Ans TpaHCNOPTUPOBKN 3a npeenbl cdepsbl
KOHTPOMNSA CUCTEMbI yNpaBneHUs MaTtepuanamu npou3BoauTensi, TO Ha 3TUKETKE AOMKHbI OblTb Takke yKasaHbl
HasBaHMe W agpec NPOM3BOAUTENS, KONMMYECTBO COOEPXKMMOro, OCOOble YCMNOBUSI TPaHCMOPTUMPOBKU M niobbie
cneumanbHble TpeboBaHUSA, YCTaHOBMEHHbIE (PAPMakonenHbIMU CTaTbMKW, HOPMATUBHOW OOKYMEHTauuven wunm
HOPMaTUBHBIMW OOKyMeHTamu. [ns npomexyToyHon npogykumm n ®C, KoTopble MMEKT YCTaHOBIMEHHbIA CPOK
rOAHOCTU, HA STUKETKE U B OKYMEHTE, MOATBEPXKAAIOLLEM KA4eCTBO, AOMKHa ObITb yka3aHa JaTa UCTeYEHUs CpokKa
rogHocTu. [ins npoMexyTouHom npoaykuum n @C, B OTHOLLIEHUM KOTOPbIX YCTaHOBMNEHA AaTa NOBTOPHbIX UCTMbITAHWN,
Takas gata gorkHa ObiTb yKkasaHa Ha STUKETKe U (Mnn) B JOKYMEHTe, NoaTBepXaatoLwemM KayecTBo.

467. (9.44) lNpoussoanTenb AOMKEH MNPOBEpPUTb MoOMelleHus u obopyaoBaHWe AN ynakoBKM W MapKUPOBKM
HenocpeaCcTBEHHO nepes nx MCnorb3oBaHneM, YTobbl yeamnTbes, YTO yaaneHsl BCce MaTepunarbl, KOTOPbIE He HYXHbI
ANs cnegylowen onepauun ynakosku. Takasi npoBepka ofmkHa ObiTb odhopmiieHa OKYMEeHTanbHO B 3anmcsx no
NpoOu3BOACTBY CEPUN, B XypHarne MCnonb3oBaHUS MOMELLEHMIN 1 3KCnyaTaumm obopyooBaHUS Unn oTpaxkeHa B
OpYyron cucteme JOKyMeHTauumm.

468. (9.45) MNMpoussoguTens JOMKEH NPOBEPUTL YNAKOBAHHYIO U MapKMPOBaHHYI0 MPOMEXYTOYHYIO MPOSYKLMIO NI
®C, yTobbl yOeanTbes, YTO NepBUYHasi U BTOPUYHAsA yMakoBKa Afsi Cepuy MMEET NpaBuiibHYI0 MapKMpoBKy. Takas
npoBepkKa Jo/mkHa ObITb YacTbHo onepauun No ynakoeke. PesynbTaTthbl ykazaHHOW MPOBEPKM AOSMKHbI ObITb OTPaXKEHb!
B 3anucsiX NO NPOU3BOACTBY CEPUUN UMK B AOKYMEHTAX MO KOHTPOJIIO.

469. (9.46) YnakoBKM C NPOMEXYTOYHON npoaykunen nnm ®C, nognexaiiye TpaHCNOPTUPOBKE 3a npeaensl cdepsl
KOHTpOMNsS npou3BoguTens, HeobxoaMmo onnombupoBaTb TakMMm o6pa3om, 4YTOObl B Cryyae HapyleHus unu
OTCYTCTBMSA NNOMObI NonyyaTenb Mor 06paTuTb BHUMaHMe Ha BO3MOXHOCTb U3MEHEHWUSI COAEPXKUMOTO.

XPAHEHUWE N PEATTM3ALMA (10)
XpaHeHue Ha cknage (10.1)

470. (10.10) MNMpoussoguTenb JOMKEH NPEAYCMOTPETb MOMELLEHUSA U TEXHUYECKNE cpeacTBa, Heobxoaumble Onis
XpaHeHus1 BCeX MaTepuarnoB B COOTBETCTBMM C YCTAHOBIIEHHLIMU YCINOBMSMU (Hanpumep, KOHTPOMupyemble
TemnepaTypa ¥ BraXHOCTb, korga 3To Heobxoaumo). Heob6xoamMmMo BeCTM 3anvMcy NnapaMeTpoB 3TUX YCINOBUN, ecrnn
OHU ABNSOTCH KPUTUYECKUMM ANsi COXPAHEHMS1 CBOWCTB MaTepuaros.

471. (10.11) MNpomssoanTens OOMKEH BblAENUTb OTAErNbHbIE 30HbI ANS BPEMEHHOro XpaHeHWs HaxogdAwmxcs B
KapaHTUHEe, OTKIOHEHHbIX, BO3BPALUEHHbIX WM OTO3BaHHbIX MaTepuanoB A0 MNPUHATMS pelleHua o6 unx
UCNONb30BaHUN, €CnM He WMeeTCd [pYyron CucTembl [Ans npefoTBpalleHUs HenpeaHaMepeHHOro  unu
HECaHKLMOHMPOBAHHOIO UCMONb30BaHNSA YKa3aHHbIX MaTepuarnos.

Peanusauus (10.2)

472. (10.20) Peanusauns ®C 1 NpoOMeXyTOUYHbIX NPOAYKTOB TPETbUM fNuLaM A0MyCcKaeTCs TONbKO Nocne Bbiaauu
nogpasgeneHmem (nogpasaeneHnsiMm) KadecTBa paspeLleHnsi Ha UX BbIMYCK U NOATBEPXKAEHUS COOTBETCTBUSI CEPUN
YNONTHOMOYEHHbIM oM. PC 1 NpoMeXyTOYHas NPoAYKLNsSt B CTAaTyCe KapaHTMHA MOryT ObITb NepefaHsl B Apyroe
nogpasgeneHne, Haxopgsleecss B cdepe KOHTPONs MPOU3BOAUTENS, €Cnu 3TO paspelleHo noapasgerieHnem
(noapasgeneHrsaMm) KayecTBa M NPU HANMYMM COOTBETCTBYIOLLMX KOHTPOSSA U OOKYMEHTaLNN.

473. (10.21) Ycnosus TpaHcnopTnposkmu ®C 1 NpoMeXyTOYHOW NPOAYKLMU HE OOSMKHbI OKa3biBaTb OTPULIATENBHOMO
BO34ENCTBMUS HA UX KA4YeCTBO.
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474. (10.22) Ocobble ycrnoBusa TpaHCMOPTUPOBKU nnu xpaHeHns ®C nnm npoMexxyTouHON NPOoAYKLMU OO0MKHbI ObITh
yKa3aHbl Ha 3TUKETKE.

475. (10.23) MpounsBoanTenb JomkeH yoeanuTbCs B TOM, YTO UCMOMHUTENb, OTBETCTBEHHbIV 3a nepeBo3ky ®C unu
NPOMEXYTOYHOW NPOAYKLMMW, OCBEAOMITIEH 00 YCNOBUAX TPAHCMOPTUPOBKM 1 XpaHEHUs 1 cobniogaeT ux.

476. (10.24) NpounssoanTenb A0MKEH UMETb CUCTEMY, MO3BONSIOLLYIO0 ObICTPO YCTAHOBUTL NYTW peanuaaunm Kaxxaomn
cepun NpomexyTodHon npoaykuum un (nnm) ®C B Lenax obecneyeHns BO3MOXHOCTU X OT3bIBa.

NABOPATOPHBIV KOHTPOJb (11)
O6wwi koHTponb (11.1)

477. (11.10) HesaBucumoe noppasgeneHne (nogpasgeneHunsd) kavyectBa [AOSMKHO (JOMKHbI) UMETb B CBOEM
pacnopspkeHMM COOTBETCTBYIOLLME NabopaTopHbie NoMeLLEeHNst 1 06opyaoBaHMe.

478. (11.11) NpomnsBoanTenb JOIMKEH YTBEPAUTL MHCTPYKLUK, ONUCHIBaKOLLME OTOOP Npob, MpoBeAEHNE UCTIbITAHWUIA,
ogobpeHne Mnu OTKIIOHEHME MaTepuanoB, a Takke AOKYMeHTanbHoe OOpMIIEHME N XpaHeHue fnabopaTopHbIX
OaHHbIX. BeaeHune nabopaTopHbIX 3anvcen OMMKHO COOTBETCTBOBATL TpeOOBaHNSIM, yCTaHOBMNEHHBIM NMyHKTamun 394
- 395 HacToswwmx Mpaswun.

479. (11.12) Bce cneundukaumm, nnaHbl otbopa npob 1 METOAMKN UCMbITAHWUIA OOIMKHBI ObiTb HAYy4YHO 06OCHOBaHbI
N OOIDKHBbI rapaHTMpoBaTb, YTO UCXOOHOE Cbipbe, MPOMEXYTOYHas npoaykumsi, ®C, 3TUKETKM M YNakoBO4YHbIE
mMaTtepuanbl COOTBETCTBYOT O0OLWMM (papmakoneriHbiM CTaTbsM, (apMakonenHbiM CTaTbsiM, HOPMaTMBHON
OOKYMEeHTauMm wnm HOPMaTMBHOMY [AOKYMEHTY MO KayecTtBy M (unu) yuctote. Cneumdukaumm v MeTOAUKM
UCNbITAHUN [OIDKHbI COOTBETCTBOBAaTb TPebOBaHMSM perncTpauMoHHOro gocke. lMpoussBoanTens Takke MOXeT
yTBEPOMTL cneundmkalmm, OONOMHALWMe crneumdukaumm perncTpaumoHHoro goceke. Cneuudpmkaumm, nnasbl
oTbopa Npob 1 METOANKM UCMIbITAHUIA, BKMOYAS BHOCUMbIE B 3TV JOKYMEHTbI U3MEHEHWS, AOMKHbI ObITb COCTaBMEHbI
COOTBETCTBYIOLLMM MNogpa3genieHnemM npou3BoAUTENd, a TakkKe MPOBEPEHbl UM YTBEPXKOEHbI noapasgeneHnem
(noppasgeneHnsimm) kavecTsa.

480. (11.13) T[lpousBoguTenbs Q[OSPKEH yTBepAuTb cneumdwmkauum ana OC, cooTBeTCTByKOLIME OOWMM
dapmakonenHbelM CcTaTbsiM, apmakonerHbiM CTaTbsM, HOPMaTUBHOW [OKYMEHTaAUMM WM HOPMAaTMBHOMY
OOKYMEHTY M cornacyrllimecss ¢ npoueccoMm npovssoactea. Cneumdukaumm OOMMKHbI cofepXaTb TpeboBaHust K
KOHTPOI0 Npumecein (Hanpumep, opraHNyYecKMX N HeOpraHNYeCKMX MPUMECEN U OCTaTOuHbIX pacTBoputenen). Ecnu
nmeetca cneundukauma ansg ®C B OTHOLEHWM MUKPOOMONOrMYECKOW 4YWUCTOTbI, TO AnA obwero konuvectea
MMWKPOOPraHM3MoB M AN HegonyCTUMbIX MWKPOOPraHM3mMoB Heob6XO0AMMO YCTaHOBWTbL npefensl, Tpebywolime
NPUHATUSA MepP B COOTBETCTBUM C Npoueaypamun, yTBEPXKAEHHbIMU Npon3BoauTenem. Ecnmn nmeetca cneumdukaums
ana ®C B OTHOLIEHMM COOEPXKAHUSA 3HOOTOKCMHOB, TO HEOBXOOMMO YCTaHOBUTb COOTBETCTBYHOLLME MNpeaernsl,
TpebyLme NPUHATUSA Mep B COOTBETCTBUM C NpoLeaypamu, YTBEPXKAEHHbIMY NPOU3BOANTENEM.

481. (11.14) Bce npouenypbl NabopaTopHOro KOHTPONS AOIMKHbI MPOBOAMTHECS B COOTBETCTBUM C YTBE PXKOEHHBbIMU
WHCTPYKUMSIMA U ODOPMASTBCS B MUCbMEHHOM BMOE BO BPEMS BbINOMHEHMS. JlloOble OTKMOHEHUA OT
BblLLIEYKa3aHHbIX NpoLeayp AOJPKHbI ObITb JOKYMEHTarbHO 0GOPMIIEHbI C COOTBETCTBYIOLLMM 0O bACHEHMEM.

482. (11.15) Jlobble nomnyyeHHble OaHHble O HECOOTBETCTBUM crneuudukaumm HeobxoaMmo paccrnefoBatb U
OOKYMeHTanbHO OodOopMMATb COMMacHO YTBEPXAEHHOW npoueaype. B cooTBeTcTBMM C 3TOW npoueaypon
Heob6Xx04MMO NpoaHanM3nMpoBaTh AaHHbIE, AATb OLIEHKY TOro, MMEKTCS NN CyLLeCTBEHHbIE Npobnemel, onpeaenutb
HeobOXxo4MMble KOPPEKTMPYIOLLIME OENCTBUA U caenaTh BbiBoAbl. J1l000 NOBTOPHLIA 0TOOP Npob 1 (UNKn) NOBTOPHbIE
UCNbITaHUSA NOCNe MOMy4YeHMs pe3ynbTaToB O HECOOTBETCTBMM crieumdukaumm HeobxoamMmo NpoBOAUTbL COrfacHo
yTBEPXAEHHON npoueaype.

483. (11.16) NMpounssoanTenb AOIMKEH FOTOBUTbL 1 MApKUPOBaTh PEaKTUBLI U CTaHAaPTHbIE pacTBOPLI B COOTBETCTBUM
C YTBEPXOEHHBIMU UHCTPYKUMAMU. Ha nocyae ¢ aHanUTUYECKMMU peakTMBaMu UNvM CTaHOAPTHbIMKM pacTBOpamm
(ecnun 310 UenecoobpasHo) JomkHa ObITh ykaszaHa gaTa, A0 KOTOPOW OHU MOTyT MCMNoNnb30oBaThes ("MCNoNbL30BaTh
ao").

484. (11.17) NMpun npoussogctee PC (Npm He0O6XO0OUMOCTIN) HEOOXOAUMO UMETL NEPBUYHbBIE CTaHAAPTHLIE 0Opa3sLbl.
MCTOYHMK KaXgoro nepBMYHOrO CTaHgapTHOro obpasua [JormkeH ObiTb 3aduKCMpoBaH B OOKYMEHTauuu.
Heobxooumo BecTU 3anucu XpaHeHUs KaOoro NepBUYHOTO CTaHOApTHOro obpasua M ero UCnornb3oBaHus B
COOTBETCTBMU C peKOMEHAALMAMN NOoCcTaBLuka. MepBryHbIE CTaHOapTHblE 006pas3Lbl, MONyYeHHbIE U3 0ULManbLHO
MPU3HAHHbIX MCTOYHUKOB W XpaHsiLLMECss B COOTBETCTBMM C PEKOMEHAALMSAMWU MOCTaBLUMKA, Kak MnpaBwurlo,
ncnonb3yT 0e3 NpoBeAEHNSI UX UCTbITAHUN.

485. (11.18) lNpwn oTCYTCTBMM NEPBUYHOIO CTaHAAPTHOro obpasua y oumumansHO NPU3HAHHOTO NCTOYHMKA AOMKEH
ObITb pas3paboTaH "BHYTPEHHUM" MNEpPBUYHBIA CTaHZapTHbIM obpaseu. [ns OOCTOBEPHOrO YCTaHOBMEHUSI
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NOANMMHHOCTU M YUCTOTbl TaKoro MNEepBUYHOrO CTaHAapTHoro obpasua Heobxoaumo NpPOBECTU Haanexaiiue
ncnbiTaHus. Heobxoanmo coxpaHaTb COOTBETCTBYIOLLYIO JOKYMEHTALMIO MPOBEAEHNS 9TUX UCTIbITAHUN.

486. (11.19) lNMpousBoauTenb OOIMKEH FOTOBUTb, WOEHTUMMLMPOBATL, MWCMbITbIBATb, YTBEPXAATb M XPaHUTb
BTOPWYHbIE CTaHOapTHble obpasubl Hagnexawwmm obpasom. [lepen nepBbIM MCMONb3oBaHMEM HeoHXOOUMO
onpeaenaTe NPUrOAHOCTb KaXOoW Cepvuy BTOPMYHOIO CTaHAapTHOro obpasua nyTem CpaBHEHWUSI C MEPBUYHbBIM
CTaHAapTHbIM obpasuom. Kaxgas cepys BTOPMYHOIo cTaHgapTHOro obpasua Jo/mKHa Neprmognyeckn nogseprarbcs
MOBTOPHOW KBanudukaumm B COOTBETCTBUN C MPOTOKOSIOM.

McnbiTaHnsa npoMeXXyTo4HOM NpoayKumnm 1 dhapmMaLeBTUYeCKuX
cybctaHuun (11.2)

487. (11.20) Ons kaxgown cepuu NpoOMeExyTodHou npoaykumm n ®C gomkHbl NpOBOAUTHCH Heobxoaumble
nabopaTopHble UCTbITaHWS C Lenblo NOATBEPKAEHNS COOTBETCTBUS cneundukalmsam.

488. (11.21) Kak npaBuno, ansa kaxgoro ®C cnepyeT ycTaHaBnuBaTb Mpodunb MpUMECEN, OMNMUCbIBAKOLUNA
naeHTUMLMPOBaHHbIE U HEVAEHTUDULMPOBAHHBIE NPUMECH, MPUCYTCTBYIOLLME B TUMNYHOW CEPUM, NMONTYyHYEHHON B
pesynbTate OMNpPeAerieHHOro KOHTPONMPYEMOro TEeXHONorMyeckoro npouecca. [podwune npumecen [OSMKEH
BKIIOYATb MAEHTUDMUKALMIO MU KaKyl-NMOO KayeCTBEHHYI aHanMTUYECKYD XapakKTepUCTUKY (Hanpumep, Bpemsi
YOAEPXKUBAHUA), NpeAenbl COAepXaHus KaxaonW oOHapykvBaemow MpuUMEcUM U KnaccuduKkaumio  Kakgown
naeHTUMLMPOBAHHON NpUMecK (Hanpumep, opraHnyeckas u HeopraHmdeckas npuMecu, pacteopurens). MNpodune
npMMecen, Kak npaBurio, 3aBUCUT OT OCOBGEHHOCTEN TEexXHOMOrM4eckoro npouecca v npoucxoxgeHus dC. B
BGonbWMHCTBE CrnyvyaeB HeT HeobxoaumocTu onpedenatb npodunb npumecen ans ®C pacTUTENbHOro wnm
XMBOTHOMO MPOUCXOXOEHMS.

489. (11.22) lMpodunb npumecen yepes onpepeneHHble MPOMEXYTKM BpeMeHU Heobxooumo CpaBHUBATb C
npodmnem npumMmecen, NpuBeLeHHbIM B PErMCTPaLUOHHOM AOCbe, UMK C paHee NOMNyYeHHbIMWU AaHHbIMU, YTOObI
0BHapyxuTb n3meHeHus B ®C, gendowmnecs pe3ynbtaToM U3MEHEHUN WCXOOHOro Cbipbs, NapameTpoB paboThbl
06opyaoBaHUST UNN TEXHOSTOMMYECKOTo npouecca.

490. (11.23) NpomnsBogmTenb JOMKEH NPOBOANTL COOTBETCTBYIOLLME MUKPOOMONOrMYECKME NCTbITAHUS ANst KaK40N
cepun NPoMeXyTodHoM npogykuum n ®C, ecnm ux MMKpobmonormyeckas Ynctota HopMUpyeTcs.

Banngaumsa aHanutnyecknx metoguk (11.3)

491. Banugaumsa aHanuMTUYEeCcKMX METOAMK [OIDKHA OCYLLECTBMATbLCA B COOTBETCTBUM C NyHkTamu 511 - 539
HacToswwmx NMpasun.

[okymeHTbl, nogTBEpXAatoLme kavyectso (11.4)

492. (11.40) Onga kaxgon cepum NpoMexyTodHon npoaykumm nnu ®C gormkeH no 3anpocy BblAaBaTbCA OpuUruHan
OOKYMeHTa, NoATBepXaaloLLero Ka4ecTso.

493. (11.41) [okymeHT, noaTBEPXAAKOLMN KayeCTBO, [OIDKEH coAepxaTb WHopMauuio O HasBaHuu
NPOMEXYTOYHOW NpoAykumm unn ®C, Bknovas npm HEOOXOAMMOCTU COpPT, HOMEP cepun 1 aaTy Beinycka. Ecnn ans
NpoMeXyTo4HoW npoaykumnm nnu ®C ycTaHOBEHa JaTa UCTEYEHUS CpOKa rOAHOCTM, 3Ta AaTa JoJkHa ObiThb yka3aHa
Ha 3TUKEeTKe M B AOKYMeHTe, noAarBepxaatowem kadectBo. Ecnu gna npomexytouHon npogykuum unun eC
yCTaHOBMEHa AaTta NOBTOPHOro UCMbITaHUA, TO 3Ta AaTa AOSPKHA OblTh yka3zaHa Ha 3TUKETKE U (UNKn) B JOKYMEHTE,
noaTBepXKaaLeM KavyecTBo.

494. (11.42) B pokymeHTe, NOATBEPXOALEM KavyeCTBO, JOMMKEH ObiTb MpMBEOEH MepeyeHb BCEX UCMbITaHUM,
NpoBeAeHHbIX B COOTBETCTBMM C TpeboBaHwsMu o6Llen dhapmakonenHow cTaTtbu, (DapMakonenHOW CTaTbM,
HOPMAaTUBHON [OKYMEHTaAUUM WU HOPMATMBHOIO OOKyMEHTa, a Tawkke TpeboBaHuamu nokynatens OC unum
NPOMEXYTOYHOM MPOAYKLMMY, BKITOYAa JONYCTMMbIE NPefenbHble 3HAYEHUSA U MOMyYeHHbIE YUCNOBLIE pe3yrbTaThl
(roe aTO0 NPMMEHUMO).

495. (11.43) [OokymeHT, noaoTBEPXKOAIOLWMIA KadvecTBO, AOMKeH ObiTb nognucaH paboTHMKamMu noapasgeneHuvs
(nogpasgeneHuin) kavyecTBa, MMELLMMN COOTBETCTBYIOLLME MOMIHOMOYMS, C NPOCTaBNeHneM AaTthl U coAepXaTb
HanmeHoBaHWe, agpec M Homep TenedoHa nepBoHayanbHOro npoussoauTens. Ecnu aHanua Obin npoBeaeH
opraHu3aunen, OCYLLECTBIAIOWEN NepeynakoBKy MM MOBTOPHYD 00paboTKy, B OOKYMEHTe, MOATBEPXKAAMOLLEM
KayecTBO, HeEOOXOOAMMO Yykas3aTb €ro HaMMeHOBaHWe, agpec, Homep TenegoHa M ykasaTb HaMMEHOBaHWe
nepBOHa4YanbHOro NPOM3BOANTENS.

496. (11.44) Ecnu opraHusaumnsMm, OCyLLIECTBASIOLUMM NEPEeynakoBKy U (M) NOBTOPHYO 00paboTKy, BbigaKTCA
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HOBble [OOKYMEHTbI, NoATBEPXAaloLMe KavyecTBO, TO B HUX AOMMKHbI ObITb yka3aHbl Ha3BaHwe, agpec M HoMep
TenedgoHa nabopatopuun, NpoBoAMBLLEN aHaNU3bl. TakMe JOKYMEHTbI, NOATBEPXKAAloLLMe Ka4eCTBO, OIDKHbI TakkKe
coAepXaTb CCbIfIKy Ha HaMMeHOBaHWe 1 agpec NepBoOHaYanbHOro NPON3BOAUTENSA U Ha NepBOHAYarbHbIA JOKYMEHT,
noATBEPXXAALWMNA Ka4eCTBO, KOMNIO KOTOPOro HEOOXoANMO Npunarathb.

KoHTponb cTabunbHOCTU hapmaueBTUdeckmnx cyoctaHumi (11.5)

497. (11.50) MNpownssoguTenb JomkeH pa3paboTaTb 4OKYMEHTanbHO 0OPMIIEHHYO MporpaMmMy NpoaoKaloLLMXCs
UCNbITaHUIN, NpefHas3Ha4YeHHyo Ansi KOHTponsd crabunbHocTn Xxapaktepuctuk @DC. [lonyyeHHble pesynbTaThbl
HeobxooMMO MCNONb30BaTh ANA NOATBEPXKAEHNS Haanexalumx yCroBUn XpaHeHus 1 aat NnpoBeaeHus MOBTOPHbIX
WCNbITAHWI UIM UCTEYEHUS CpOKa FOAHOCTW.

498. (11.51) MeToankn ncnbiTaHUM, UCNOMNb3yeMble NPU UCCNefoBaHNM CTabUNbHOCTU, LOMMKHbI NPONTY Banugauuo
n obecneumBaTtb NonyyYeHne HeOBXOANMbIX JAHHbBIX O CTAbUNBHOCTMW.

499. (11.52) O6pasubl Ans WUCNbiTaHUA Ha CTabUIbHOCTb HeobXxoOuMO XpaHuTb B Tape, MogenupyroLlen
noTpebuTtenbckylo Tapy (ynakoBky). Hanpumep, ecnn ®C peanu3yloT B MeLUKaX, ynakoBaHHbIX B (punbpoBbie
GapabaHsbl, TO 06pasubl 4N UCNbITAHUIA HA CTabUNbHOCTbL MOTYT ObITb YNakoBaHbl B MELLKM U3 TOTO e maTtepuana,
nomMeLleHHble B 6apabaHbl MeHbLUEro pasMepa, U3roToBMiEHHbIE U3 MaTepuana, aHanorMyHoro UM MAEHTUYHOro
mMaTepuany punbpoBbix 6apabaHoB, B koTopbix PC nocTynaeTt B npogaxy.

500. (11.53) Kak npaBuno, B nporpammMy MOHWUTOpPUHra CTabWNBHOCTW ANs NOATBEPXAEHUSA AaT NpoBeAeHus
MOBTOPHbIX MCMBITAHUA MMM UCTEYEHUS CPOKa FOAHOCTM OOIDKHbI ObiTb BKMIOYEHbI MEpBble TpWU peanu3yemble
Npon3BOACTBEHHbIE cepun. Ecnu gaHHble NpeaBapuTenbHOro UccrneaoBaHus CBUAETENbCTBYOT, YTo ®C MoxeT
COXpaHsITb CTabUNbHOCTL NO KpavHen Mepe B TedeHue AByX MeT, JOMYCKaeTCa MCNoNb30BaTb MEHEE TPEX CEPUN.
501. (11.54) Mocne aToro B NporpaMmmy NpPOAOIHKAILLMXCA UCMbITAHUA CTabUNBHOCTM HEOOXOAMMO BKMOYATh Kak
MUHUMYM OAHY npoussegeHHyto ceputo ®C B rof (3a UCKNIOYEHNEM TexX Cry4aes, Korga npons3BoACTBEHHbIE cepum
B AaHHOM rofly He BbIMyCKanucb) N He MeHee OOHOro pasa B rof NPOBOAWTb €€ UCMbITaHWUs ANsi NOATBEPXAEHUS
CTabuneHOCTK.

502. (11.55) B oTHoweHun P®C C KOPOTKMMM CPOKAMM XPaHEHUS MCMbITAHUST HEOOXOAMMO MNPOBOAWUTL Yalle.
Hanpumep, ans tex 6buotexHonormdeckmx, buonornyecknx n gpyrux ®C, cpokM XpaHEeHWUsi KOTOPbIX COCTaBNSAT
O[MH rog UM MeHbLUe, Heobxoanmo oTbmnpaTb 0Opasubl 4N UCTIbITAHWIA Ha CTabWUNbHOCTL M MPOBOAMTL UCMbITAHUS
EXEeMEeCSYHO B TeyeHMe NepBbiX TPeX MecsueB, a 3aTeM Kaxable Tpu mecsaua. Ecnu umetotcss paHHble,
nogTeBepxpawmowme, 4to crabuneHocte PC coxpaHsieTcsi, TO [JOMycKkaeTcs yAJIMHEHUE MEPUOdOB  MexXay
UcnblTaHMAMM (Hanpumep, AeBATb MecsLeB).

503. (11.56) MNpu ncnbiTaHUsAX Ha CTabUNbHOCTbL pekomMeHayeTcst obecneymBaTb COOTBETCTBUE YCIOBUIA XPaHEHMS
PykoBoacTtey MexayHapoaHon KoHdepeHummn no rapMmoHnsaumm "N3ydeHmne ctabmnbHOCTM HOBbIX NEKapCTBEHHbIX
cybctaHuum n npenapatos” (ICH Q1A) <*>.

<*> CnpaBo4Ho: PykoBoacTBo MexayHapoaHOoW KoHdepeHUmn No rapMoHmn3aumm "MayueHne ctabunbHOCTU HOBbIX
nekapcTBeHHbIX cybctaHuui u npenapatos” (ICH Q1A) onybnukoBaHo no agpecy B WMHGPOPMALMOHHO-
TenekoMMYHUKaLUOHHOW cetn "MIHTepHeT":
http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Quality/Q1A_R2/Step4/Q1A R2_Guideline
pdf

JaTbl nctedeHns cpoka rogHoCTU 1 NpoBeAEHNS NOBTOPHbIX
ucnbitaHmm (11.6)

504. (11.60) Ecnm npomexxyTouyHasi Mpoaykums npegHasHadyeHa Onsd nepegadv 3a npegenbl cdepbl KOHTPOMs
C/CTEMbI YIpaBNeHna MmaTepranamv Nnponu3BoanTens 1 Ans Hee onpeaeneHa gata UCTEYEHNa Cpoka roqHOCTU Unu
NpoBefeHUs MOBTOPHbIX WCMbITAHUA, TO AOMKHA ObiTb B Hanuuum uHGOpMauMs, NOATBepXxaawwas ee
CTabunbHOCTb (HanpuMep, onybrnMKOBaHHLIE AaHHbIE, pe3ynbTaTbl UCTbITAHWN).

505. (11.61) JaTbl ICTEeYeHNss cpoka rOAHOCTU UMK NPoBeAEHUSI NOBTOPHbIX UCMbITaHU ®C AOMKHLI OCHOBLIBATLCSA
Ha pesynbTaTax OLEHKM OaHHbIX, NOMYYEeHHbIX NpU U3yvyeHnn ctabunsHocTn. ObbivHO ana PC ncnonb3yT aaTthl
NpoOBeAEHUS NOBTOPHLIX UCMbITAHWI, @ HE AaTbl UCTEYEHUS CPOKA FOAHOCTM.

506. (11.62) lNpeaoBaputenbHble AaTbl UCTEYEHUS CPOKa rOOHOCTU UMW NPOBEAEHUSI MOBTOPHbIX uchbiTaHui ®C
MOryT OCHOBLIBATbCS Ha pe3yrnbTartax, MOSMyYEeHHbIX AN ONbITHbIX cepui, ecnu: 1) Onsg OnbITHbIX CEpuU
NCnonb3yTca cnocob Npon3BOACTBa U NpOLEeAypbl, MOENMPYOLME OKOHYATENbHbIA NPOLECC NMPOMBbILLIIEHHOrO
npousBoactea u 2) kadectBo OC COOTBETCTBYEeT KayecTBYy BeELLUECTBA, KOTopoe OydeT BbinyckaTbCA B
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NpOMbILLIEHHOM MacLuTabe.
507. (11.63) [Anga npoBeaeHNst NOBTOPHbLIX UCMbITaHWUA HEOBX0AMMO O0TOMpaTh penpe3eHTaTMBHbIE 0Dpasubl.

ApxuBHble obpasubl (11.7)

508. (11.70) Apx1BHble 00pa3Lbl HEOOXOAMMO YyNaKOBbIBATb M XPaHUTb C LIESNbH0 BO3MOXHOW OLIEHKM KadecTBa cepui
®C B 6ygyLiem, HO He ANsi NPOBeAEHMS UCMbITaHUIA Ha CTabUNbHOCTb.

509. (11.71) Hagnexawum o6pa3om MapKMpoBaHHbIE apXMBHble 00pa3upbl kaxxaon cepmum PC LOMmKHbI XpaHUTBLCA B
TeyeHne OAHOro roga nocrne Aatbl UCTEYEHUS CpoKa rogHOCTU Ccepuun, KoTopasi onpeaensdeTca npou3soauTenem,
UNu B TedeHue Tpex NeT Mocne peanusauum cepunm B 3aBUCMMOCTM OT TOrO, Kakom CpoOK siBnsietca bonee
anutensHbiM. ApxusHble obpasubl ®C ¢ ycTaHOBMEHHON AaToW MOBTOPHBLIX UCMbITAHWA HEOOXOOUMO XPaHUTb B
TeyeHne Tpex NeT nocrne Toro, Kak cepus Gbina NOMHOCTLIO peann3oBaHa NPoM3BoaUTENEM.

510. (11.72) Mpwn xpaHeHnn apxuBHOro obpasLa Heo6XoANMO MCMONb30BaThb TAKYH0 XXe CUCTEMY YNAKOBKU, B KOTOPOWN
xpaHutcsa ®C, unm Takylo, KOTopasi 9KBUBAreHTHa CUCTEME YMaKoBKW, NMpeAHasHa4YeHHOW ANns NpoAaaxu, unm
obecneymnBaeT nydwyto 3awuTy. NponssoamTens AOMKEH XPaHWUTb apXMBHbIA 0OpaseLl B KONMYeCTBe, AOCTAaTOYHOM
ONsl NpOBedEeHMs Kak MUHMMYM OBYX MOSHbIX aHanu30B B COOTBETCTBMM C oOLen dapMakonenHon cTaTbew,
drapMakonemnHom ctaTben NNn Npm OTCYTCTBUN hapMakonenHomn cTaTbm - ABYX NOSIHbIX aHann3oB B COOTBETCTBUN C
HOPMaTUBHOW AOKYMEHTaUMEN UM HOPMaTMBHbLIM JOKYMEHTOM.

BAJITMOALUNA (12)
MonuTnka Banuaauun (12.1)

511. (12.10) MNpownsBognTensb AOMKEH AOKYMEHTanbHO 0opMUTbL OOLLYIO MONUTUKY B OTHOLLEHUWN Banugauuu, ee
3ajayn M NPUHUMNbI, BKIHOYas Banugauuio TEXHONOMMYECKMX MpOoLEeccoB, Npouenyp OYUCTKM, aHanMTUYeCKMX
MEeTOAMK, MpoLeayp KOHTPONA B npouecce Npou3BOACTBA, KOMMbIOTEPU3NPOBAHHBIX CUCTEM U B OTHOLLUEHUW NNL,
OTBETCTBEHHbIX 3a pa3paboTKy, MPOBEPKy, YTBEPXAEHWE W [OKyMEHTanbHoe OMgOPMIEHUE KaxAoro artana
Banugauun.

512. (12.11) Kputuueckne napameTpbl U (MM) XapaKTepUCTUKKU, Kak NpaBuio, crieqyeT onpeaensaTb Ha cTaavu
pa3paboTKu1 UM Ha OCHOBaHWM AaHHbIX NPEeABAPUTENBHOTO OMbiTa paboTkl; cneayeT Takke onpeaenuTb AManasoHbl
3HAYEHW STUX KPUTMYECKUX MNapaMeTpoB U (UNK) XapakTepucTuk, Heobxogumble Ans obecneyeHus
BOCMpPOM3BOAUMOCTM npotiecca. [pn aTom Heobxoanmo:

onpenenuTb KpuTudeckme xapakrepuctnkm ®C kak npoaykuum;

yKkasaTb napameTpbl Npouecca, KOTopble MOryT BMMATL Ha KpUTUYECKne nokasatenu kayectsa OC;

YCTAHOBUTb [Mana3oH 3HAYeHUN KaKOOro KPUTUYECKOro mnapamMeTpa mnpouecca, KOTOopblM Mpegnonaraercs
NCNonb30oBaTh NPU CEPUNHOM NPOM3BOACTBE N KOHTPOIE npoLecca.

513. (12.12) OnepaLmu, KOTOpble CHNTAKOTCH KPUTUYECKUMU ANs KadecTBa U yuctoTbl ®C, noanexart sanuaauumu.

HokymeHTaums no sanuaauum (12.2)

514. (12.20) Ons kaxgoro npouecca, NoAnexallero BanMgauum, JormkeH bbiTb pa3paboTaH NpoToKoN BanMaauumn.
OTOT NPOTOKON AOMKEH ObITh NPOBEPEH M YTBEPXKAEH NoApasferneHneM (nogpasgeneHmsammn) kayectsa u Apyrumm
COOTBETCTBYIOLLMMN NOAPA3AENEHNAMMU.

515. (12.21) B npoTokone Banuaauum JOMXHbl OblTb onpegeneHbl KpUTUYeCcKne crtagum npouecca u Kputepum
npueMnemMocTy, a Tawkke Bug MpoBOAUMON Banugauuu (Hanpumep, pPEeTPOCMEKTUBHAs, NepCrneKTMBHaS,
COMyTCTBYHOLLAA) U KONMYECTBO NPOUN3BOACTBEHHbIX LIKMOB.

516. (12.22) OT4yeT 0 Banugaumm SOIMKeH cogepaTb NepeKkpecTHble CChINKM Ha NPOTOKON Banvaauun n obobwaTb
nony4eHHble pesynbTaTbl, OOBACHATbL MOOble OOGHApPYXEHHbIE OTKMOHEHUA C COOTBETCTBYIOLLMMW BbIBOAAMMU,
BKITHOYAIOLLMMM PEKOMEHOYEMbBIE U3MEHEHUS ANA UCTIPaBEHMS HELOCTATKOB.

517. (12.23) Iobble OTKMOHEHMS OT MNPOTOKONa BanuMgauun OOMKHblI OblTb OOPMMEHbI AOKYMEHTanbHO C
COOTBETCTBYHOLLUM 0O0CHOBaHMEM.

Keanudpukauyusa (12.3)

518. (12.30) o Hayana paboT no BanupauMm npouecca Heob6xo4MMO 3aBEpPLUNTL KBaNMrKauuw KpUTUYECKOro
obopynoBaHusi M BcrnomoraTenbHbix cucteMm. Keanudumkaumio 06bIMHO MPOBOAAT MO crnegylowum atanam (no
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OTAENbHOCTU UNN B COBOKYMHOCTH):

KBanudpukaums npoekta: AOKYMeHTanbHO OQOPMMEHHOE MNOATBEPXKAEHWE TOro, YTO MNPEeAnoXeHHbIN MPoeKT
NMPOU3BOACTBEHHBIX MOMELLEHMI, O0OpPYyAOBaHUS WM CUCTEM SABMSIETCS MPUTOAHbIM ANS NPUMEHEHUS Mo
HasHa4yeHuto.

KBanudukaumsa MOHTaxa: AOKYMEHTanbHO 0pOpMIIEHHOE NOATBEPXKAEHME TOrO, YTO MOHTaX MOMELLEHWIN, CUCTEM
n obopynoBaHMs (YCTaHOBMEHHbIX WM MOAUMPUUMPOBAHHbLIX) BbLINOMIHEH B COOTBETCTBUM C YTBEPXKOAEHHBLIM
NMPOEKTOM, peKOMEHAALMAMN N3roTOBUTENS 1 (Mnn) TpeboBaHMAMN NPON3BOANTENS NIEKAPCTBEHHBLIX CPEACTB.
KBanudukaumsa QyHKUMOHMPOBAHNS: OOKYMEHTaNbHO O(OPMIIEHHOE MNOATBEPXAEHME TOro, YTO MOMELLEHUS,
cucTeMbl 1 06opyaoBaHUe (yCTaHOBMEHHbIE NN MOANMULMPOBAHHbIE) PYHKLIMOHMPYIOT B COOTBETCTBMM CO CBOMM
npeaHasHayYeHneM BO BCEX NPeaYCMOTPEHHbIX pexmmMax paboThbl.

KBanudukaums akcnnyataymun: A0KyMeHTanbHO 0hOpMIIEHHOE NOATBEPXKAEHMUE TOrO, YTO NOMELLEHMS, CUCTEMBI U
obopynoBaHue npyM COBMECTHOM MCMONb3oBaHuKn paboTaoT 3pHEKTUBHO 1 C BOCMPOU3BOANMbBIMY NOKa3aTensiMm B
COOTBETCTBMM C YCTAHOBMEHHbIMU TpebGOBaHMAMMN U XapaKkTepucTMkamMmm npowecca.

Moaxoapl k Banugauuun npouecca (12.4)

519. (12.40) Banngaumsa npouecca NpoBOAMTCA B LieNsiX JoKa3aTenbCcTBa TOro, YTo Npouecc, (OYHKLMOHUPYIOLLMIA B
npegenax ycTaHOBIEHHbIX MapameTpoB, obecnednBaeT 3P(EKTMBHOE M C BOCMPOU3BOOUMBIMY pe3ynbTaTtamu
NPOU3BOACTBO MPOMEXYTOYHOW npoAaykumn unm  ®C, COOTBETCTBYHOLIMX NpPeABapuUTENbHO  3adaHHbIM
cneundukaumam M nokasaTensaMm kadecrtBa. PesynbTaTbl Banupauuum npouecca noanexat AOKYMEHTarbHOMY
0PopMIIEHUIO.

520. (12.41) CywecTtByeT Tpy nogxoda K Banugauuun: nepcnekTuBHas Banugauusa, ConyTCTByoLas Banungauunsa u
peTpocnekTnBHas Banugaums. lepcnektuBHaa Banvaauus SBnseTca npeanovTuTenbHbIM NOAX040M, HO UMEKTCS
NCKIMIOYEHMS, NO3BONSAOLWME NCMONb30BaTh Apyrve NoAxXoAabl.

521. (12.42) lepcnekTuBHyl BanuaauuMld pPEeKOMEeHAYeTCs BbINOMHATb ANA BCEX MNpPOLECcCOB, CBA3AHHbLIX C
npoussoacteoM PC, kak ykasaHo B NyHKkTe 513 HacTosiwmx MNpaeun. MNepcnekTuBHasa Banuaaums, npoBogumas ans
npouecca, cBa3aHHOro ¢ npousBogctsom PC, gomkHa OblTb 3aBeplleHa OO Hadana peanu3auuyM rotoBoro
nekapCcTBEHHOro npenaparta, npov3seaeHHoro us atom ®C.

522. (12.43) ConyTtcTByloLWas Banuaaunst MoxeT ObiTb MpoBeAeHa NPy OTCYTCTBUM OaHHbIX AN NOBTOPSHOLLMXCS
TEXHOMNOrMYECKNX LIMKITOB, ECNN BbINYLLEHO orpaHnyeHHoe vncno cepu ®C, ecnu cepun C Bbinyckanucb peako
unn ObiNMM Npou3BedeHbl MOCPEACTBOM BanuAMPOBAHHOIO Mpouecca, KOTopbid Obin MogudumumpoBaH. [o
3aBepLUeHns conyTcTeylowwen Banuaauum cepumn ®C MoryT ObiTb BbiMyLLEHbl 1 UCNOMb30BaHbl AN NPOM3BOACTBA
nekapCcTBEHHOro npenaparta, NnpeaHa3HayYeHHoro Ans peanvsaunm, Npy ycnoBumn NOMHOro KoHTpons cepun ©C.
523. (12.44) Kak ncknodeHne MoxeT ObiTb NpoBedeHa peTPOoCNekTUBHAsS Banmaauuns A XOpoLo OpraHn30BaHHbIX
MpoLIeCcCcoB, B KOTOPblE HE OblfI0 BHECEHO 3HAYUTENbHbLIX M3MeHeHMI ansa nonyyveHns ®C Tpebyemoro kadecTtBa
BCNeACTBUE M3MEHEHUIN MCXOAHOTO Cbipbs, 060pyAOBaHMS, CUCTEM, TEXHUYECKNX CPEACTB UM TEXHOMOMYEeCKoro
npouecca. Takor NoAxoA K Banuaaunm MoxeT BbiTb MCNONb30BaH, ECNN:

a) (1) onpegeneHbl KPUTUYECKME NOKa3aTeNN KAa4ecTBa U KpUTUYECKNE NapaMeTpbl NpoLEecca;

6) (2) ycTaHOBMEHbI Hagnexalume KpUTEPUN NPUEMIIEMOCTM U KOHTPOSSA B NpoLiecce NPOM3BOACTBa;

B) (3) oTcyTCcTBOBaNwM cyLlecTBeHHble cOON B Xo4e npolecca unu 6pak NpoayKLmMn no npuynHam, He CBA3aHHbIM C
owmbkamu onepaTtopa unm oTkasamy 06opyaoBaHKS;

r) (4) 6bin yctaHoBNeHbl Npoduny npumecen Ansa gasHon OC.

524. (12.45) Cepun, otobpaHHble Ans PeTPOCNeKTUBHOW Banvaauun, A0MKHbI NpeacTaBnsaTb penpe3eHTaTuBHYIO
BbIOOpKY M3 BCEX Cepwui, MNpou3BedeHHbIX 3a MNPoBepsieMbll nepuog, B TOM u4ucrie mMobbix cepun, He
COOTBETCTBYHOLWMX cneundpukauusam. Npu 3TOM KOMMYECTBO TakUX CEPUN JOSMKHO ObiTb AOCTATOYMHBIM AMS
AokasaTenbCTBa NOCTOSHCTBA npouecca. B uenax nonyyeHns gaHHbIX 4118 peTpOCNeKTMBHOM Banugauum npouecca
MOXeT ObITb MPOBEAEHO UCMbITaHNE apXMBHbIX 06pas3LoB.

Mporpamma Banugaumm npouecca (12.5)

525. (12.50) Komnu4yecTBO NPOM3BOACTBEHHbIX LMKIMOB, HeobxoaAuMbIX AN Banugauuu, OOIDKHO 3aBMCETb OT
CNOXHOCTWM NpoLecca Uinn oT 3HaYMMOCTN U3MEHEHUI NpoLiecca, NoArneXallmMx pacCMOTpeHuto. [1ns nepcnekTMBHOmM
1 COnyTCTBYIOLLEN Banuaaumn OOMKHbI ObiTb MCMOMb30BaHbl AaHHbIE, MOMyYEHHbIE AN TPeX NocnefoBaTeNbHbIX
NMPOM3BOACTBEHHBLIX CEPUN NPOAYKUUM Hagnexawero kadectBa. OgHako moryT ObiTb CUTyauuu, korga ans
JoKasaTenbCTBa NOCTOAHCTBA MpoLecca HeOOXoaUMbI AOMOSHUTENbHBbIE NPON3BOACTBEHHbIE LMKIbI (Hanpumep,
npoLecchbl NPon3BoACTBa CNoXHbix PC unu anuteneHble npoueccsl nponssoacTea OC). [1na oLeHKn NoCToAHCTBa
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npowuecca npuv peTpoCneKTMBHOM Banugauuu, Kak npasuno, Heobxoammo uccrnepoBaTb AaHHble ans 10 - 30
nocnenoBaTternbHbIX CEPUN, HO MPU COOTBETCTBYOLLEM O6OCHOBAHMUN 3TO YNCIIO MOXET ObITh YMEHBbLLEHO.

526. (12.51) Bo Bpems npoBedeHUst UCCMEQOBaHUA NO Banugauum npouecca HeobXoaMMO KOHTPONMpoBaTb U
NpoBepsATb €ro KpuTudeckne napameTpbl. [lapameTpbl npouecca, He CBsi3aHHbleE C Ka4yecTBOM, Hanpumep,
nepemMeHHble, KOHTPONMMPYEMbIE B LIENAX COKpaLLEeHUs1 MOTPeOneHnss 3Heprun unmn ucrnonb3oBaHns 06opyaoBaHus,
MOXHO He BKNoyaTb B Banugaumio npouecca.

527. (12.52) Banugaumsa npouecca gormkHa nogTeepXxaarth, 4To npodunb npumecen ang kaxagon ®C Haxoautcs B
3agaHHbIX npegenax. lNpodunb npumecen gomkeH ObiTb cxodeH (MO0 ObiTb Mydwe) C paHee MOMYyYEHHbIM
npodunem, a Takke (rae 3To NPUMEHNMO) ¢ npochmnem NnpMMecein, yCTaHOBMEHHbIM Npu pa3paboTke npouecca unu
Cepun, UCNOSIb30BAHHbIX 45151 OCHOBHbIX KITMHUYECKMX Y TOKCMKONOTMYECKUX MCCnefoBaHuN.

Mepuoamnyeckas npoBepka BanuanpoBaHHbIX cuctem (12.6)

528. (12.60) CucteMbl 1 Nnpouecchl HE06X0AMMO NogBepraTb NEPUOANYECKON OLIEHKE AN NOATBEPKAEHMS TOTO, YTO
OHM MO-NPEeXHeEMY (YHKUMOHMPYIOT npaBuibHbIM 00pa3oM. Ecnn B nmpouecc unu cuctemy He 6biflo BHECEHO
CYLLIECTBEHHbIX M3MEHEHUI N 0630p KayecTBa NOATBEPAWI], UTO CUCTEMA UK MPOLECC NOCTOSIHHO obecneyvnBaloT
Npon3BOACTBO Marepuarna, COOTBETCTBYHOLIEro creumdukaumsM, Kak npaBumno, OoTCyTCTByeT HeobxoauMMocTb B
npoBeaeHUN NOBTOPHOW Banvaaumu.

Banupauus oumctku (12.7)

529. (12.70) lMpouenypbl OYNCTKM, KaK NPaBUIO, AOIDKHbI NPONTM Banuaaumio. Banugauuio o4ncTkn npoBogsaT B
cny4asx, Npy KOTOPbIX KOHTAMWHALUST NN NEPEHOC BELLIECTB NpeaCcTaBnsaioT HanbornbLL Yy ONacHOCTb AN KavyecTBa
®C. Hanpumep, Ha HavanbHbIX CTaguMsaX TEXHOMOrMYEecKoro npouecca MoxeT He TpebosaTbCs MpoBeAeHUs
Banuaaumm npoueayp O4ncTkn obopyaoBaHMs, eCrv OCTaTovHbIE BELLECTBA yOansoT Ha Nocneaylwmnx ctagmsx
OYUCTKMN.

530. (12.71) Banupaums npouenyp OYMCTKM [OOIDKHA oOTpaxaTb (paKTUYECKMn XapakTep MWCMnofb30BaHUs
obopynoBaHusi. Ecnin pasHble ®C nnv pasnuyHyto NPOMEXYTOYHYIO NPOAYKLMIO NPOM3BOAST HAa OOHOM M TOM Xe
obopyaoBaHuM 1 3To 060pPyAOBaHNE OYULLAIOT OOHWM U TEM Xe Cnocobom, To AnA BanuaaumMm OYUCTKU MOXHO
BbIOpaTb penpes3eHTaTUBHYIO MPOMEXYTOYHYH npoaykumo unm ®C. Takon BbIGOp OOMMKEH OCHOBLIBATLCHA Ha
OaHHbIX O pacTBOPMMOCTM U TPYOHOCTSX OYWUCTKM, @ Takke Ha pacyeTe NpeaernbHOro coaepXaHus OCTaTkoB, C
YY4ETOM MX aKTUBHOCTM, TOKCUYHOCTU U CTabUMBbHOCTH.

531. (12.72) B npoTokone BanvpauuMuM OYUCTKM AOSMKHbI OblTb ONucaHbl 06opyaoBaHuMe, noanexallee O4YUCTKe,
npoueaypbl, mMaTepuanbl, NPUEMIIEMbIE YPOBHM OYUCTKWU, KOHTPOMMPYEMbIE W perynupyemMbie napameTpbl U
aHanuTudeckne Metoaumku. B npoTokone Heobxoanmo Takke ykasaTb BUAbl OTOMpaembix Npob, cnocobbl Mx oTOopa
N MapPKNPOBKW.

532. (12.73) OAnsa obHapyXeHWsa Kak HepacTBOPUMbIX, Tak M PpaCTBOPUMMbIX OCTaTKOB MeToAbl 0TOopa Npob AOIMKHbI
BKIIOYATb, UCXOOSA M3 CUTyauuu, B3ATUE MA3KOB, CMbIBOB UMW Apyrne mMetodbl (Hanpumep, NpsiMyto 9KCTPaKLUuio).
Wcnonb3yemble metogbl otbopa Npob [OMKHbI MO3BONATH KOMMYECTBEHHO OMNPEAENATb YPOBHM OCTATKOB Ha
NoBepPXHOCTAX 0bopyaoBaHMsa nocne o4ncTkn. Metoa otbopa npod nocpeaCcTBOM B3ATMS MA3KoB MOXET OKa3aTbCH
NPaKTUYECKN HEOCYLLLECTBUMBIM, ECIIM KOHTaKTMPYIOLLME C NPOAYKTOM NMOBEPXHOCTU ABNSOTCA TPYAHOLOCTYNMHBIMM
BCNEACTBUE KOHCTPYKTUBHbLIX OCOOeHHOCTen obopyaoBaHus (Hanpumep, BHYTPEHHWE MOBEPXHOCTW LUMAHIOB,
TPaHCNOPTHbLIX TPYOONPOBOAOB, EMKOCTM PEAKTOPOB C Y3KMMU ftOKaMK, a Takke HebormnbLLoe No pasMepy CroXHoe
obopygoBaHune, Hanpumep, MUKPOHM3ATOPblI M MWUKpOpacnbINUTenu) u (unu) ecnu CywecTBYIOT OrpaHuyeHus
npouecca (Hanpumep, o6paboTka TOKCUYHBIX BELLECTB).

533. (12.74) HeobxogmMmo ncnonb3oBaTh BanuanpoBaHHbIe aHanMTMYeckne MeToankun, obnagatoLme JoCcTaToOuHON
YYBCTBUTENBHOCTLIO AN OOHApy)KeHUA OCTaTKOB WM KOHTamMuHaHTOB. [lpegen oOOHapyXeHus Kaaon
aHanMTU4YeCcKoM METOAMKN OOIMKEH OblTb AOCTaTOYHBIM AN 06HapyXeHUss onpeaeneHHoro NpMeMsieMoro ypoBHS
ocTaTka WNM KOHTaMWHaHTa. [ns MeToaukm HeobxoauMo YCTaHOBUTb [OCTUraeMblii YPOBEHb W3BEYEHUS
BellecTBa. [lpegenbl cogepXaHus OCTaTKOB [AOMKHbl ObiTb peanbHbIMW, LOCTUXKUMBIMK, MPOBEPAEMBIMU U
OCHOBLIBaTbCSl Ha cofep)XaHun Hambonee BpedHoOro octaTka. MNpeaensl MOXHO yCTaHaBMMBaTb, OCHOBbLIBAsICb Ha
MUHMManbHOM obnajatleM Uu3BeCTHOM (hapMaKkoNorM4yeckor, TOKCUKOSOIMYECKON unu  U3Monorn4eckon
aKTMBHOCTbIO konuyectee PC mnum ee Hanbonee BpeaHOIO KOMMOHEHTA.

534. (12.75) [Ona npoueccoB, B KOTOPbIX CYyLECTByeT HeobxoouMMOCTb CHWXKeHuUs1 obliero KonmyecTtsa
MUKPOOPraHM3MoB MM SHAOTOKCUMHOB B PC, mnn gnst gpyrmx npoLeccoB, rOe MOXEeT MMETb 3HayeHue Takas
KOHTaMuHauusa (Hanpymep, NPOuM3BOACTBO HecTepuibHbix ®C, ncnonb3yemblx AN NPOU3BOACTBA CTEPUSIbHBLIX
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neKkapcTBEHHbIX NpenapaToB), UccnegoBaHMe O4MCTKM U (Unn) caHuTapHon obpaboTkm obopyaoBaHnst Heob6xoamMmMo
NpOBOAMTbL B OTHOLLUEHUN KOHTaMMHALMKU MUKPOOPraHM3Mamm 1 3HOOTOKCUHAMW.

535. (12.76) lNponsBoauTenb AOIMKEH KOHTPONMPOBATb NMpoueaypbl OYMCTKU C ONpeaeneHHOoW NepuoanyHOCTbIO
nocne Banugauun, 4Tobbl y6eanTbcd, YTo 3TU npouenypbl ABASOTCA 3(PMEKTUBHBIMU NPU MX UCTMIONBb30BaHNM BO
BpeMs TeKyLlero TEXHONMOrM4yeckoro npouecca. Yuctoty obopygoBaHusd, korga 370 OCyLecTBMMO, HeoOXO4MMO
KOHTpONMpoBaTb MOCPEACTBOM MPOBEAEHWS aHaNUTUYECKUX MCMbITAHWA UM BU3yanbHOro ocmoTpa. BusyanbHbin
OCMOTP MO3BOMsieT OOHAPYXWUTb 3HAYUTESNIbHbIE CKOMMEHWUS KOHTAMMHAHTOB Ha HebomnblUMX y4acTKax, KOTopble
MOryT OKa3aTbCs He 0OHapy)XeHHbIMW MHBbIM cnocoboM npu otbope npob u (Mnn) aHanuse.

Banupaumsa aHanutnyeckux metoauk (12.8)

536. (12.80) Wcnonb3yemble aHanuMTM4ecKne METOAMKU [AOMKHbl MNpovTM Banuaaumio. [purogHoCTb BCex
NCNonNb3yemblX METOAMK UCMbITAHUA HEOBXOOMMO, TEM HE MEHEee, NPOBEPATL B pearnbHbIX YCNOBUAX NPUMEHEHNS,
a pe3ynbTaTtbl 0POPMIISATb AOKYMEHTANbHO.

537. (12.81) Banngauusa meToamk JOIMKHA MPOBOAUTLCS C YYETOM XapakTepUCTUK, NPUBEAEHHLIX B PYKOBOACTBAX
no Banugaumy aHanuTnyecknx Metoamk. O6bemM NPOBOOUMOWN aHaNUTUYECKOW Banvaauum OOJDKEH 3aBUCETb OT
Luenu aHanusa u ctagum TEXHOMNOrMYecKoro npolecca npomssoactea OC.

538. (12.82) Oo Havana BanvMgauum aHanUTUYECKMX METOAMK [OSKHa ObiTb MpoBeAeHa COOTBETCTBYHOLLAs
KBanudukaLmsa aHanuTnyeckoro ooopynoBaHus.

539. (12.83) HeobxogmMmo BeCTU NOMHbIE 3anMcy NOObIX NBMEHEHUI BaAnNMAMPOBAHHOW aHaNUTUYECKOW METOOMKMN.
Takve 3anncu JOIMKHbI OTpaXaTb MPUYNHY N3MEHEHNS U COOTBETCTBYIOLLME OAHHbIE AN NOATBEPXKAEHUS TOrO, YTO
U3MEeHeHe NPMBOOMT K pe3ynbTaTam, KOTOpbl€ CTOMb Xe TOYHbl U HaAEeXHbl, KaKk U pe3ynbTaTbl, NOMy4YeHHbIE C
MOMOLLIbIO MPUHATON METOOUKN.

KOHTPOJ1b U3BMEHEHWI (13)

540. (13.10) MNMpoussogutenb OOMKeH pa3paboTaTb CUCTEMY KOHTPONSA U3MEHEHUIN ONSl OLEHKN BCEX U3MEHEHUNR,
KOTOpbl€ MOryT NOBMMATbL Ha NPOM3BOACTBO M KOHTPOJIb NPOMEXYTOYHON npogykumnm n ®C.

541. (13.11) T[lpousBoguTens [JOMKEH YTBEPAWUTb nNpoueaypbl Ans  MAEHTUdUKAUUKW, [OKYMEHTamNbHOro
0ohOpMIEHNs, COOTBETCTBYIOLLEN MPOBEPKU WU YTBEPXKOEHUS W3MEHEHUA B OTHOLUEHMU WCXOOHOMO CbipbS,
cneunduKaLmn, aHanUTUYECKUX METOOUK, MOMELLEHWA, BCMOMOraTenbHbIX CUCTeM, obopyaoBaHusA (BKMoyasi
KOMMbloTepHOEe ob6opyaoBaHMe), CTagui NpoLecca, YyNakoBOYHbIX MaTtepuanoB, MatepuanoB ANd MapkupoBku, a
Takke KOMMbITEPHOro NPOrpaMMHOro obecneyeHums.

542. (13.12) Jliobble nNpeanoxeHWss MO U3MEHEHWsIM, KacaloLMMCH OpraHu3auMum MnpousBoACTBa W KOHTPONS
KayecTBa NeKapCTBEHHbIX CPEACTB, AOJPKHbI ObITb NOArOTOBMEHbI, MPOBEPEHbI U YTBEPXKAEHBI COOTBETCTBYHLLUMM
nogpasgeneHnsiMu, a 3aTem NPOBEPEHbI N YTBEPXKAEHLI NoapasaeneHnemM (nogpasgeneHnamm) kKayecTaa.

543. (13.13) Heobxoanmo OLEeHNTb BO3MOXHOE BNUSTHME NPEASIOKEHHOTO NU3MEHEHUSI HA KAYECTBO MPOMEXYTOYHOW
npogykuum nnn ®C. MNpoueaypa knaccugurkaumm U3MeHEHUIN MOXET NOMOYb B ONpeaeneHnn obbema ucnbiTaHun,
Banuaauum n JoKymeHTauun, Tpebyembix Ans 060CHOBaHUSA N3MEHEHUIA, BHOCUMbIX B BanvaupOBaHHbIA NpoLecc.
M3MeHeHus MoryT ObITb KnaccnuLmMpoBaHbl (Hanpumep, Kak CyLLeCTBEHHbIE UM HECYLLLECTBEHHBIE) B 3aB1CMMOCTM
OT UX Xapaktepa n obbema, a Takke BrMsAHWSA, KOTOPOE OHU MOTYyT oKa3aTb Ha npouecc. C y4eToM 060CHOBaAHHOIO
3aKMYEHNS NPOU3BOAMTENDb OOIMKEH ONMpeaennTb, Kakue [OMNOMHUTENbHbIE WUCMbITAHUA U UCCreaoBaHMs Mo
Banuaaumm Heobxoanmbl Ans 060CHOBaHMSA TakMX U3MEHEHUN.

544. (13.14) Tpu BHegpeHUN YTBEPXKOEHHbIX W3MEHEHUN HeOobOXOAMMO NepecMOoTpPeTb BCE [OOKYMEHTbl, Ha
coAepXXaHue KOTOPbIX BIUSAIOT 3TU U3MEHEHNSI.

545. (13.15) lNocne BHeApeHUs NM3MeHeHUsH HeobxoaMMO MPOBECTM OLEHKY MEPBbIX CEPUN, NPOM3BEAEHHbIX UMK
UCNbITaHHbIX NOCINE BHECEHNSI 3TOr0 U3MEHEHWS.

546. (13.16) [lpousBoauTeENnb [OOMKEH OLEHUTb BO3MOXHOCTb BO3AEWCTBUS KPUTUYECKMX W3MEHEHUN Ha
CTabUNbHOCTL M, CrefoBaTeNbHO, HA YCTAHOBIEHHbIE AaTbl MOBTOPHbLIX UCMBITAHUA UMW OaTbl UCTEYEHUS CpPOKa
rogHocTu. MNpu HeobxoaMmocT obpasubl NPOMEXYTOYHOM npoaykumm unu ®C, koTopble ObiNM NPou3BEeAEHbI
nocpeacTBOM M3MEHEHHOTO MpoLecca, MOryT ObiTb BBEAEHbLI B NPOrpamMMy YCKOPEHHOIO N3y4YeHust CTabnnbHOCTY 1
(Mnn) BKNOYEHBbI B NPOrpaMMy MOHUTOPUHIa CTabUNbHOCTW.

547. (13.17) MNpownssoauTens AOMKEH MNPOUH(OPMMPOBaTL COOTBETCTBYHOLLMX NPOU3BOAUTENEN NeKapCTBEHHbIX
npenapaToB 00 M3MEHEHMAX B YCTAaHOBJIEHHbLIX TEXHOMOMMYECKUX NpoLeccax U npoueaypax KOHTPOrs npouecca,
KOTOpbl€ MOryT NOBMAMATb Ha kayecTBo PC.
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OTKINOHEHWE M MOBTOPHOE NCMNONb3OBAHNE MATEPUAJIOB (14)
OTtknoHeHne(14.1)

548. (14.10) MNMpomexyTouHyto npoaykumio n ®C, koTopble HE COOTBETCTBYHOT YTBEPXKAEHHLIM crneumdukaumnsm,
HeobX04MMO YEeTKO MPOMapKMpoBaTb COOTBETCTBYHOLMM 0OpasoM M cogepkaTb B YCMOBWUSIX kapaHTuHa. Takas
npomexyTtoyHas npogykumss wmnm OC  MoxeT nogsBepratbCcs MNOBTOpPHOW 06paboTke wnu nepepaboTke.
OkoH4aTenbHoe peLleHne B OTHOLLEHUUN OTKITOHEHHbBIX MaTepuarnoB AOMKHO BbiTb 0hOPMIEHO JOKYMEHTABHO.

MoeTopHas obpaboTka (14.2)

549. (14.20) lNoBTOpHOE BBEAEHME B MPOLIECC MPOMEXYTOYHOW npoaykumm nnu GC, Bknovas NpoayKuuio, He
COOTBETCTBYIOLLYIO cneuudukaumsam, 1 nx noBTopHas obpaboTka nyteM NOBTOPEHUS CTaaun KpucTannmsaumm nnm
OPYrMX COOTBETCTBYKOLIMX CTaguMn o0paboTku XuMUYEeCKMMUM unn  usmndeckumu crnocobamu (Hanpumep,
ONCTUNNAUMS, uUNbTpaums, xpomartorpadupoBaHMe, W3MeNbYeHUE), SBMSIOWMXCS 4acTbilo YCTaHOBMEHHOrO
NPOU3BOACTBEHHOrO npouecca, 06OblMHO cuuTaroTcs npuemnembiMu. OpHako ecnu noBTOpHast obpaboTka
ucnomnb3yetcss Ons OOMbLIMHCTBA Cepui, TO ee HeobxoaAMMO BKMYWTbL B KAavyecTBe 4YacTu CTaHAapTHOro
TEXHOMNOrM4YecKoro npotecca.

550. (14.21) MNpogorKeHne OCYLLECTBIEHUA CTaguM TEXHOSOIMYECKOro npouecca Mnocne TOoro, Kak KOHTPOSb B
npouecce MNpou3BoACTBa MoKasas, YTO CTagus He 3aBeplueHa, cyYUTaeTcsd 4acTbio OBbIYHOro npouecca, a He
NOBTOPHOM 0OpabOoTKOW.

551. (14.22) lMoBTOpHOE BBEAEHME HEMpopearnpoBaBLLIEro BeLleCTBa B MPOLIECC M NOBTOPHOE NpOBeaeHue
XMMUYECKON peakunym CUYMTalTCA MOBTOPHOM 06paboTKoW, ecrnim 3TO He SABMASeTCA 4acTblo YCTAHOBNEHHOrO
npouecca. Takon NoBTOpHOM 06paboTKe AOMKHA NpeaWwecTBOBaTh TLATENbHAsA OLEHKa, rapaHTUpyLLas, 4to 3To
He MOoBMMAET OTpuuUaTENbHO HAa KavyeCTBO MNPOMEXYTOYHOW npoaykumm wunn ®C Bcneactesme BO3MOXHOMO
06pa3oBaHusa MOGOYHbIX MPOAYKTOB U BELLECTB, NPOpearMpoBaBLLNX CBEPX YCTAHOBNEHHOW HOPMbI.

MepepaboTka (14.3)

552. (14.30) Tllepen npuHATMEM pelleHus o nepepaboTke cepul, He COOTBETCTBYHOLUMX cneundukalmsam,
HeobXx04MMO NPOBECTM paccrefoBaHUe NPUYNH Takoro HECOOTBETCTBUS.

553. (14.31) Cepuu, nogBeprHyTble nepepaboTke, OOMKHbI ObiTb 06bekTaMu (ecnu ang 3Toro eCTb OCHOBaHMS)
COOTBETCTBYIOLLMX OLEHKU, UCMbITaHWUI, NCCIIEAO0BaHUSA CTabMUMbHOCTM N LOKYMEHTANbHOr0 0hopMNeHus, YToobl
rapaHTMpoBaTtb, 4TO nepepaboTaHHas nNpPoAyKUUS MO KayeCTBY SKBMBANEHTHA NpOAyKUWUW, MNPOM3BEOEHHOM
nocpeacTBOM MepBOHaYanbHO YCTAHOBIEHHOTO MPOM3BOACTBEHHOrO mnpouecca. Havbonee uenecoobpasHbim
noaxonoM K Banvaauumm npoueayp nepepaboTku sBNsSeTCs ConyTcTByOLWas Banvaaums. [JJaHHbIn nogxo4 no3sonseT
COCTaBWTb 3anucy npoueaypbl nepepaboTkn, YCTaHOBUTL MOPSIAOK €€ NPOBEAEHMS U ONpedenvTb OXuAaemble
pe3ynbTatbl. ECcrin nepepaboTke NoanexuT TONbKO OfHA Cepusi, TO MOXET ObITb COCTABMNEH NMUCbMEHHbIN OTYET, a
cepusi paspeLleHa K BbiNyCcKy cpa3y nocre NoATBEPKAEHUS ee KadyecTBa.

554. (14.32) lMpoussoaguTens AOMKEH YTBEPAUTb NPOLEeaypbl Ons CpaBHEHWs npoduna npuMecen Kaxaow
nepepaboTaHHON cepun ¢ NPOPUNAMU NpUMeEcen cepuii, NPON3BeAEHHbIX NOCPEACTBOM YCTAHOBIIEHHOIO NMpoLiecca.
Ecnu npuvmeHsiemMble aHanWTUYeckMe METOAMKM He MO3BOMSAT HagnexawmMm o0pa3oMm oxapakTepu3oBaTb
nepepaboTaHHyI0 Cepuio, TO CriefyeT BOCMNOb30BaThCH AONONTHUTENbHBIMU METOAMKAMM.

PereHepauusa matepuanos u pactsoputenen (14.4)

555. (14.40) PereHepaumsa (Hanpumep, U3 MaTOYHOM XWUAKOCTU MAM (PUNbTPATOB) PEaKTUBOB, MPOMEXYTOYHOW
npogykuum nnn ®C cuntaeTca 4ONYCTUMOW NPU HaNMyYnn yTBepXXAeHHbIX Npoueayp pereHepaumm n CoOoTBETCTBUM
pereHepuMpoBaHHbIX MaTepuanos cneumdukaumam, noaxoaawum Ans npeanoraraemMoro UCMnonb30BaHUA TaKuxX
mMaTepunanos.

556. (14.41) JonyckaloTca pereHepauus n NOBTOPHOE WCMONb30OBaHWe pacTBOPUTENen B TEX Xe UM Opyrux
npoueccax npu YCroBWMM, 4YTO MpoUeaypbl pereHepauuMm KOHTPONMMPYIOT WM MpOBepsoT Ans obecneyeHus
COOTBETCTBMSA pacTBOpuTenen cneumdukaunsam nepen ux noBTOPHBIM UCMOMb3OBAHWUEM UMW CMELLUUBaHUEM C
ApyrMMu ogobpeHHbIMM MaTepuranamu.

557. (14.42) [OonyckaeTca cMeluMBaTb HOBble M pereHepupoBaHHble pacTBOPUTENW W peakTVBbl, €CNY B XoAe
COOTBETCTBYHOLUMX UCMbITAHUIM MOKa3aHa MX NPUrOAHOCTb AFS BCEX TEXHOMOrMYEeCKUX NpoLeccoB, B KOTOPbIX OHU
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MOryT NCNOJS1b30BaTbCA.
558. (14.43) Vicnonb3oBaHWe pereHepupOBaHHbIX pPacTBOPUTENEN, MAaTOYHbIX KUOKOCTEW U OpYrux
pereHep1MpoBaHHbIX BELLECTB AOIMKHO ObiTb 0hOpMITEHO AOKYMEHTANbHO.

BosBpart (14.5)

559. (14.50) lNNpousBoauTenb AOIMKEH Hagnexalwmm o00pa3oM MapKMpoBaTb BO3BPALLEHHYK MPOMEXYTOUHYHO
npoaykuuio unm Bo3spatleHHble PC 1 cogepxaTtb UX B YCNOBUSIX KapaHTUHA.

560. (14.51) Ecnu y npousBoautens BO3HUKAOT COMHEHUSI OTHOCUTENbHO COBMIOAEHUS HaanexallmMx yCcroBun
XpaHEeHUs1 UM TPaHCMOPTMPOBKM BO3BPALLEHHON NPOMEXYTOYHOW NPOAYKUUM MM Bo3BpalleHHbIXx ®C oo nnm B
npouecce ux Bo3BpaTa WM OTHOCUTENBHO COCTOSIHUA Tapbl B 4YacTU BO3MOXHOrO BMUSAHWUS Ha KayecTBO, TO
BO3BpallleHHas MpOMEXyTovHas npoaykuns wnm Bo3sBpalweHHble ®C noanexatr noBTopHouW obpaboTtke,
nepepaboTKe NN YHUUTOXEHUIO B 3aBUCUMOCTM OT KOHKPETHOW CUTyaLuun.

561. (14.52) MNMpounsBoanTenb OOIMKEH BECTM 3anncy Bo3BpaTa NPOMeEXyTovHon npoaykumm unu ®C. [ns Kaxgoro
BO3BpaTa B JOKYMeHTauun Heobxoanmo ykasaTb:

HavMeHOBaHWe 1 agpec rpysononyyatens;

HavMeHOBaHWNE NPOMEXYTOYHON nNpoaykumn unm ®C, Homep cepun 1 Bo3BpaLLeHHOE KONMMYeCTBO;

Npu4MHy BO3BpaTa;

yKa3aHue Ha UCMOSb30BaHNE UITN YHUYTOXEHNE BO3BPALLEHHOM NPOMEXYTOYHON npogykumnm unn ©C.

MPETEH3MN N OT3bIBbI (15)

562. (15.10) lMpoussogutenb AOMKEH OOKYMeHTanbHO OOPMNATbL M paccrefoBaTb COMMAcHO YTBEPXAEHHOMN
WHCTPYKUMW BCE MOSTyYEHHbIE UM NPETEH3MN OTHOCUTENBHO KayecTBa He3aBMCKMMO OT TOro, B Kakon chopme (YyCTHON
NN NUCbMEHHOW) U3MNOXEHbI TaKne NpeTeH3un.

563. (15.11) 3anucu paccmMoTpeHnsi NPETEH3MI JOIMKHBI COOAepPXKaTb:

HanMeHoOBaHWe 1 agpec nuua, NpeabsBUBLLETO MPETEH3NIO;

dhamunumio, MmMs, oT4ecTBO (MPM Hanuuuu), a Npu HeoOBXOAMMOCTU Takke AOIPKHOCTb Nvua, NpeabsBUBLUENO
npeTeH3unto, 1 Homep ero TenedoHa;

CYTb NpeTeH3un (Bkntovas Ha3saHue n Homep cepun ©C);

AaTty NoCcTynneHns npeTeH3nu;

nepBoHaYvanbHO NPUHATBIE MEPbI C YKa3aHUeM AaTbl U Nnua, NPUHSABLLETO Mepbl;

AanbHenwmne JencTBmsA No pacCMOTPEHNIO MPETEeH3NN;

OTBET, OTNPaBMEHHbIN NULY, NPeabABMBLLIEMY NPETEH3UIO (BKMNOYasa AaTy OTNPaBKW Takoro oTBETA);
OKOHYaTEeNbHOE peLleHne OTHOCUTENBbHO CEPUM UMK MApPTUKN NPOMEXYTOYHON npoaykuun nnmn OC.

564. (15.12) 3anucu paccMOTpeHUs MNPeTEeH3UNn HeobOXOAMMO COXpPaHATb ANSA OUEHKM TEeHAEHLUMW, 4acToTbl
MOCTYNNEHNsT NPETEH3NUA W WX CEepbe3HOCTU ANs NPUHATUS  OOMONHUTEMLHOrO U, Npyv HeobxooumocTw,
HemMeIEHHOrO KOpPeKTUpYoLLEero 4eNcTBus.

565. (15.13) lMpousBognTens OOMKEH YTBEPAWUTb Mpouenypy 4N onpefeneHust obCTOATENbCTB, NMpU KOTOPbIX
HeobXx04MMO paccmaTpuBaTb BONPOC 06 0T3bIBE NMPOMEXYTOYHON npoaykumnm unn ©C.

566. (15.14) MNMpoueaypa oT3biBa AOMKHA ONpeaensaTh, KTO OMMKEeH NPUHMMAaTL y4acTue B OLleHKe MHdopMauuK, Kak
HeobX04MMO Ha4YuHaTb NMpoLeaypy OT3biBa, KTO JOSKEH ObiTb NpoMHopMupoBaH 00 OT3biBE M Kak HEOOXOAMMO
noctynaTb C OTO3BaHHbIM MaTepmnanom.

567. (15.15) B cnyyae cepbe3HOW vnu MOTEHUMANbHO YrpoXarlowen XU3HU cuTyauun npousBoamMTENb OOSIKEH
npouHdopmupoBatb 06 3TOM YMNONMHOMOYEHHbIV beaeparnbHbil OpraH MWCMOMHWUTENbHOW BMNAcTW, a Takke
KOMNeTeHTHbIEe opraHbl BCeX CTpaH, Kyaa bbina HanpasneHa NpoaYyKUUS.

MPON3BOACTBO MO AOIrOBOPY (BKITKOYAA NABOPATOPUN) (16)

568. (16.10) Bce wucnonHutenu, paboTatowume no goroBopy (Bkriodas nabopartopwu), OOSMKHbI cobnopaTh
TpeboBaHua HacToswmx [Mpasun. Heobxogmmo ypenutb ocoboe BHUMaHWE NPeAOTBPALLEHMIO NEPEKPECTHOWN
KOHTaMunHauum 1 obecneyeHnto NpoCnexmBaeMocTu.

569. (16.11) 3akasumk JOIMKEH OLEeHMBaTb UCMONHMTENS, paboTatoLiero no JoroBopy (Bknovas nabopatopuu), ¢
Lenblo onpeneneHns COOTBETCTBMS KOHKPETHbLIX Ornepauui, BbIMOSIHAEMbIX Ha MPOM3BOACTBEHHbLIX MIOLLaAKaXxX
ucnonHutens, paboTatoLlero no foroopy, TpeboBaHuam HacToawmx MNpaswun.

570. (16.12) B poroBope, 3akm4aeMOM MeXAy 3aka3yMkoM W WUCMONHUTENEM, peKkoMeHAyeTca noapobHO
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onpenenaTb 0051I3aHHOCTU CTOPOH B OTHOWeEHWW cobnogeHus TpeboBaHum HacTosawmx [Mpasun, Bkntovas
MEPOMNPUATUS KaXKaon U3 CTOPOH No obecneveHnio kadecTea.

571. (16.13) PekomeHayeTcs npegycmaTtpvBaTb B [AOrOBOpe BO3MOXHOCTb 3aKasumka MpoBOAUTb ayauT
OeATENbHOCTU UCMOSTHUTENS Ha COOTBETCTBME TpeboBaHuaM HacToAwwmx Mpaswun.

572. (16.14) PekomeHayeTcsa npegycMaTpuBaTth B JOrOBOpE YCIIOBME O TOM, YTO UCMONHUTESNb BrpaBe NpuBriekaTb
TPETbUX NUL, NSt UICNOMNTHEHUSA AOroBOpa TOMbKO C COrflacusi 3akas4uka.

573. (16.15) NpounsBoacTBEHHbIE 1 NTabopaTopHble 3anuMcy HE0OX0OUMO XPaHUTb Ha NPON3BOACTBEHHOW NIoLanke,
Ha KOTOPOW BbIMOSHANMCL paboThl. Takne 3anucy OOMKHbI ObITb NErko AOCTYMHbI.

574. (16.16) PekomeHayeTca npegycmatprBaTh B JOrOBOPE YCOBME O TOM, YTO UCMOMNHUTENb HE BNpaBe BHOCUTb
NU3MEHEHNs1 B COrMacoBaHHble CTOPOHAMWU TEXHOMOrMyeckun npoiecc, obopygoBaHve, METOOMKU MUCMbITaHUN,
crneumdukalmm, a paBHO B UHbIE YCNOBUS foroBopa 6e3 cornacus 3akas4vka.

OPIAHW3ALW, OCYLLECTBNAIOLME NEPEYMAKOBKY
W (UNN) MEPEMAPKUPOBKY (17)

O6nactb npumeHenust (17.1)

575. (17.10) TpeboBaHus, ycTaHOBMEHHble MyHKTamu 575 - 589 HacTosAwwmx [paBun, pacnpocTpaHalTCca Ha
opraHu3aumv, OCYLLECTBMSIOWME NepeynakoBKy W (MnM) NepeMapKMpoBKY, KOTOpble He SABMSOTCA
nepeoHa4anbHbiMu npoussogutensamm ®C nnu npoMeXxyTo4HOM NPoAYyKUmMK.

576. (17.11) OpraHu3sauun, OCYyLLECTBNSKOLIME MepeynakoBky M (UNn) nepemMapkupoBKy, OOMKHbI cobnopaTb
TpeboBaHWA HACTOSLLEN MaBbl.

MpocnexuBaemMocTb peann3oBaHHbIX hapmaLeBTUYecKMx cybcTaHuumn
1 MPOMEXYTOYHOMW Npoaykumun (17.2)

577. (17.20) OpraHu3aumm, OCyLLECTBISIOLME MEPEeynakoBKy U (UNn) nepemapkMpoBKy, OOMMKHbI obecrneyvmBaTb
MOSTHYIO NPOCNEXNBAEMOCTb peannayemMbix My PC 1 NPOMEXYTOYHON Npoaykumu. Ons aToro Heo6xoaumMo MMeTb
N XpaHUTb criefyolmne JOKYMEHTbI 1 CBEEHUS:

HavMeHOBaHWe NepBOHaYanbHOro NPOM3BOANTENS;

agpec nepBoHaYanbHOro Npon3BoOANTENS;

3aKasbl Ha NOCTaBKY;

HaknagHble (TPaHCMOPTHbIE AOKYMEHThI);

OOKYMEHTaLMIO O NPUEMKE;

Ha3BaHue nnu obosHadeHne ®C nnmn NPoMexyTOHHON NPOAYKLNNK;

HOMep cepuu, MPUCBOEHHBIN NPOMU3BOANUTENEM;

NMHGOPMAaLIMIO O TPAHCNOPTUPOBKE M peanu3aunu;

BCE OpUIMHanbl AOKYMEHTOB, NMOATBEPXAAKLMX KayecTBO, BKMYas OOKYMEHTbI, MOATBEPXAAIOLLME KA4yeCTBO,
nonyyYeHHble Mnocrne nepeynakoBkn W (MNM) MNEepeMapKUpPOBKM, a TakkKe MONy4YeHHble OT MNepBOHaYarbHOro
npou3BoauTens;

OaTy NpoBefeHNs MOBTOPHbIX UCMbITAHUIA UK JaTy UCTEYEHMS CpOKa FO4HOCTM.

YnpaeneHue kayectsom (17.3)

578. (17.30) OpraHusaumu, OCyLeCTBASIOWME MepeynakoBky W (Mnv) nepemMapkupoBKYy, OOSPKHbI CO34aTb U
BHeOpUTb 3EKTUBHYIO CUCTEMY YNPAaBIIeHUs KA4eCTBOM, KaK yka3aHo B nyHkTax 289 - 308 HacToswwmx [Npasun, a
TakKke BeCTM HeODXOAMMYIO AOKYMEHTaLMIO.

MepeynakoBka, NepeMapkupoBka 1 xpaHeHve dapMaLeBTUYECKUX
cyOCTaHUUn 1 NPOMEXYTOYHOW npoaykuun (17.4)

579. (17.40) lNepeynakoBKy, NepemMapkUpoBKy W xpaHeHne PC u NpoMEXYTOYHOW NpoAyKUMM Heobxoammo
OCYLLECTBMATb B COOTBETCTBUM C TpeboBaHusAMM HacTosAwmx Mpasun, 4Tobbl n3bexaTb nepenyTbiBaHWUSA UK yTpaTbl
NOAMVMHHOCTY NMB0 YncToThbl PC MM NPOMEXKYTOYHOW NPOAYKLMM.

580. (17.41) MNepeynakoBKky HEOOXOOAUMO OCYLLECTBMATbL B COOTBETCTBYHOLLUX YCITOBUSIX MPOU3BOACTBEHHONW Cpeabl
ONsl NpeaoTBpaLleHns KOHTaMMHaUUM UM NePeKPeCcTHOW KOHTaMUHaLMK.
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CrtabunbHocTb (17.5)

581. (17.50) Ecnu ®C unv npomMexyTOYHY0 MPOAYKUMIO MepeynakoBbiBaloT B Tapy (NMepBUYHYH YMakoBKy), Tun
KOTOPOW OTNMYaeTcsl OT Ucnonb3yeMoro npoussogutenem PC mMnmn NpoMeXyTOYHOW NPOoAYKLMM, TO Heobxoaumo
nccnegoBaTb CTabWMbHOCTL AN 0GOCHOBaHWS YCTAHOBMEHHbIX OaTbl UCTEYEHUSI Cpoka FOAHOCTM WM OaTthl
NpPOBEeAEHUSI MOBTOPHbIX UCTbITAHWIA.

Mepepaya nHgopmavmm (17.6)

582. (17.60) OpraHusauun, oCcyLLeCTBRSAOLWME NEPEYNnakoBKy U (MnNn) nepemMapknpoBKy, OOMKHbI NepedasaTtb BCHO
NMHOPMALMIO O KayeCTBE W peLUeHUsIX YNONHOMOYEHHOro dedepanbHOro opraHa WCMNOMHUTENbHOW BRNAacTy,
nony4yeHHyto OT npowussoguTens ®C wnnm NpoMexyToyHOW NpOAyKuMM, npuobpeTtartento, a WHGopmauuwo oT
npuobpeTtaTens - npounssoguTento ®C nnm NpoMeXXyToO4HOWN NpoayKUMK.

583. (17.61) OpraHusaumm, OCyLLECTBASOWMNE NEPEYNaKoBKY 1 (M) NepeMapkupoBKy, Npu peanusaumm ®C nnm
NPOMEXYTOYHOW  MPOAYKUMW  npuobpeTatento  AOMKHbl  yKasblBaTb  HaWMMEHOBaHWE  MNepBOHaYaribHOro
npoussogutens ®C nnm NpoMeXXyTo4HOW NPoAYKLUMM U HOMEp (HoOMepa) NOCTaBMASIEMON CEPUN.

584. (17.62) OpraHusaumm, ocyLLEeCTBNSOLINE NepeynakoBKy U (UNn) NnepemMapkMpoBKy, 0083aHbl TAKXKe Mo 3anpocy
YNONTHOMOYEHHOIO  dbeepanbHOro  opraHa  WUCMOMHUTENbHOW  BMacTM  MpeaocTaBUTb  MHpopMauuw o
nepeoHavanbHoM npoussogutene ®C nnm NPoMexyToyHOM npoaykummn. NepBoHaYanbHbI MPON3BOANTENL MOXET
npegocTaBuTb  Takyld MHQOpPMauulo YNnonHOMOYEHHOMY bedepanbHOMY OpraHy WCMOMHUTENbHOW BMacTu
HenocpeaCcTBEHHO UIN Yepes3 CBOUX NpeacTaBuTeNen.

585. (17.63) B oTHOWeEHMM OOKYMEHTOB, NOATBEPXKAAKLLMX KavyecTBO, Heobxoaumo cobniogaTtb cneuunanbHble
TpeboBaHus, NpeaycMoTpeHHble nyHkTamu 492 - 496 HacToswux MNpasumn.

Pabota c npeTeH3unsamn 1 otabiBamu (17.7)

586. (17.70) OpraHunsauun, OCyLLECTBNSOLINE NEPEYNakoBKy U (UNn) nepemMapKMpoBKY, OOJPKHbI BECTM 3anvcu
paccMOTpPeHUs NpeTeH3nin 1 OT3bIBOB MO Npasuniam, npegycMoTpeHHbIM NyHKTamu 562 - 567 HacToswwux Mpasun, B
OTHOLLEHMM BCEX NPETEH3UI 1M OT3bIBOB, KOTOPbIE NonagatT B cepy UX AeATEeNbHOCTH.

587. (17.71) lNpn HeobxoOMMOCTM OpraHvM3auuW, OCYLLECTBMSOLINE MepeynakoBky W (Mnn) nepemMapKupoBKY,
OOJDKHBbI paccMmaTtpuBaTh MPETEH3UI0 BMECTe C nepBoHavanbHbiM npoussogutenem OC mnu nNpomexyTodHOM
npoaykumn, 4tobbl onpedenutb, cnegyetr nNv NpeanpuHUMaTh ganbHenne OEWCTBUS COBMECTHO C OpYrumu
npuobpeTtaTensiMy, KOTOpble MOIMM MONyYnTb Takne xe PC unmM NpoOMEXYTOYHYI npogdykuuio, nmbo c
YMOMHOMOYEHHBIM hefepanbHbiM OpraHoM MCMOMHUTENbHOW Bnactu, nNnbo CO BCEMU 3aMHTEPECOBAHHbLIMU
cTopoHamu. PaccnepoBaHvMe nNpuUYMHBI MPETEH3UM WM OT3blBa [AOJMKHO MNPOBOAUTBCA M OPOPMIATHCA
OOKYMeHTanbHO COOTBETCTBYIOLLEN CTOPOHOW.

588. (17.72) Ecnun npeTeH3una kacaeTcs nepBoHavansHoro npoussoautens ®C nnv npomMexxyTouHom NpoayKLmm, To
3anucu pacCMOTPEHUsI MPETEeH3U, KOTopble BeAyT opraHusauuu, OCYLUECTBRALWME nepeynakoBky U (Unu)
nepemMapK1MpoBKY, JOMMKHbI coaepXaTb fnobble OTBETLI, MONyYEHHbIE OT NepBOHaYanbHoro npoussogutens ®C nnum
NPOMEXYTOYHOM NPOoAYKUUK (BKNOYas AaTy U NpeocTaBneHHy Hpopmauumio).

Pa6ota c Bo3Bpatamu (17.8)

589. (17.80) PaGoTta c BoO3BpaTamMu NPOAYKUWM [AOMMKHA NPOBOAUTBCA B COOTBETCTBUM C TpeboBaHUAMM,
yCTaHOBMEHHbIMM NyHKTOM 561 HacTtoswwmx lMpaewun. OpraHusauuu, OCyLLEeCTBAsOWME MnepeynakoBky u (Mnm)
nepemMapK1MpoBKY, OOMMKHbI BECTU JOKYMEHTaLMI0 No Bo3BpaLleHHbIM ®C 1 MpoMeXKyTOYHOW NpoayKLMK.

CMNEUMANBHOE PYKOBOACTBO MO ®APMALIEBTUYECKVM
CYBCTAHUNAM, NPON3BOAMMbBIM MYTEM KYNbTUBUPOBAHUA KNETOK
nnn oEPMEHTALNUA (18)

O6wwe TpeboBaHus (18.1)

590. (18.10) B nyHkTax 590 - 621 HacToswmx [NpaBun onpegeneHbl cneunanbHble TpeboBaHUA OTHOCUTENBHO
KoHTpornst @C nnm NpoMexxyTouHOM NPOLYKLMMK, KOTOPbIE MPOM3BOAATCA NOCPEACTBOM KyNbTUBMPOBAHWS KNETOK UK
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depmMeHTauun ¢ UCNonb30BaHNEM MNPUPOAHBIX UNN PEKOMOUHAHTHBLIX OpraHM3MoB. YKa3aHHble TpeboBaHusA He
OOMXKHbl paccMaTpuMBaTbCA OTAENbHO OT APYrMX, MOCKONbKy TpeboBaHws, npuBedeHHble B APYrMX MNyHKTax
HacToswmx [MpaBun, Takke NPUMEHUMbI K Takon npogykumu. [Ons "knaccumyeckmx" npoueccoB nNosyyvyeHust
HM3KOMOMEKYNAPHbIX BELLECTB U A1 MPOLECCOB, B KOTOPbIX MCMOMb3YOTCA PEKOMOMHAHTHBIE U HEPEKOMOWHAHTHBIE
OpraHmambl A5is NPOM3BOACTBa OenkoB M (Mnn) NONMNENTUAOB, AOMKHbI NMPUMEHATLCA OOHW U Te XXe MPUHLMMbI
dhepMeHTaumm, XoTa CTeNneHb KOHTPOMS Npu 3ToM OydeT pasnuyHon. B gaHHbIX NyHKTaX ykasaHbl 3TV pasnnuus,
€CIlN OHW CYLLEeCTBYIOT Ha npaktuke. CTeneHb KOHTPONs OMOTEXHOMOrMYEecknx MpoLEeccoB, WCMOMb3yeMbIX OIS
npou3soacTea GenkoB 1 NONUNENTUAOB, BbILE, YeM OIS KITaCcCUYECKMX NPOLEeCCOB (bepMeHTauun.

591. (18.11) TepmuH "GUOTEXHOMNOrMYECKUA NpoLecc” OTHOCUTCHA K MCMONb30BaHUIO KNETOK UMM OpraHm3moB,
Nony4eHHbIX NN MoANULINPOBaHHbBIX NOCPEACTBOM TEXHONOMMN pekombuHaHTHon [HK, rubpuaomHon unu gpyrom
TexHonoruu, ¢ uenbto nponssoactea OC. ®C, nonyyeHHble C MOMOLLbI0 BUOTEXHONOMMYECKMX NPOLIECCOB, 0ObIYHO
COCTOSIT N3 TaKUX BbICOKOMOMEKYNAPHbLIX COeQMHEHW, Kak 6enkn n nonunentuapl, cneymansHble TpeboBaHnsa B
OTHOLLIEHMM KOTOPbIX NpuBeaeHbl B nyHkTax 590 - 621 HacTodAwmx Mpasun. No TexHonorum pekombmHaHTHom OHK
Takke MOryT ObiTb momnyyeHbl onpefeneHHble ®C € HU3KOW MONEKYNSPHOW MacCOW, TaKMe Kak aHTUOMOTUKM,
aMWHOKUCIIOThI, BUTAMVHbI U yrieBodbl. YPOBEHb KOHTPONs aTux BMaoB PC aHanormvyeH ypoBHIO, MPUMEHSEMOMY
AN Krnaccuyeckon doepMeHTauuu.

592. (18.12) TepmuH "knaccudeckasi cepmeHTauusa" OTHOCUTCA K npoueccaM nonyyeHuss PC, B KOTOPbIX
NCMNOMb3yTCS NPUPOAHBIE MUKPOOPraHMambl U (M) MUKPOOPraHu3mbl, MOAMMULMPOBAHHBLIE OBLLENPUHATLIMU
meTtodamu (Hanpvmep, NOCPeACTBOM OBNyYEeHUsI UM XMMUYecKoro MytareHesa). dC, nonyyeHHble NOCPEACTBOM
"knaccunyeckon depmeHTauun", obblMHO SBMASAKOTCA NPOAYKTAaMU C HU3KOW MOMEKYNSPHOW MacCOW, TaKMMK Kak
aHTUBNOTUKM, aMUHOKUCTIOTbI, BUTAMUHbI U YTNeBOAbI.

593. (18.13) [lMpoussoactBo ®C MM NPOMEXYTOYHOM NPOAYKUMM M3 KNETOYHbIX KynbTyp WM METOAOM
depmMeHTauun BKNOYaeT B cebsa Takme npouecchbl, Kak KyrbTUBUPOBAHUE KITETOK UIM 3KCTParnpoBaHME N OYUCTKa
MaTepuana, NOMy4YEeHHOro OT XMBbIX OPraHM3mMoB. ITU MPOLIECCbl MOMYT BKMOYaTb AOMOMHUTENbHbIE CTaauw,
SABNSAOLWMECS 4YaCTbl0 MNPOM3BOACTBEHHOrO MpoLecca, TakMe Kak pusmko-xummdeckass mopmdukaums.
Mcnonb3yemoe ucxogHoe cbipbe (cpeabl, 6ydepHbie KOMMOHEHTLI) MOXET obecneynBaTb BO3MOXHOCTb pocTa
KOHTaMWHMPYIOLLMX MUKPOOPraHu3amoB. B 3aBMCMMOCTU OT MCTOYHMKA, cnocoba nomnyvyeHus u npegnonaraemoro
npumMmeHeHns ®C 1M NPoOMeEXyTOYHON NPOAYKUMN MOXET ObITb HEO6X0AMM KOHTPOMb BMOHarpy3ku, KOHTaMUHALMK
BMpycaMu U (MNn) SHOOTOKCUMHaMM BO BPeMsi MPOM3BOACTBA M MOHWUTOPMHra npouecca Ha COOTBETCTBYHOLLMX
cTagusix.

594. (18.14) [Insa obecneyeHns KayecTBa NPOMEXYTOYHON npoaykummn u (nnn) ®C Ha Bcex cTagusix NpousBoacTea
O0JKeH ObITb YCTAHOBMNEH HaAeXallumin KOHTPOrb. HECMOTPS Ha TO, YTO HacTosILLas rnaBa NPMMEHSEeTCs, HaunHas
CO CTaamu KynbTUBMPOBAHUS KNETOK UM oepMeHTauum, npeglecTsyolmne ctagum (Hanpumep, cos3gaHve GaHka
KNeTok) HeobGXOAMMO OCYyLECTBAATb MpM Hagnexawlem MnpouM3BOACTBEHHOM KOHTpone. HacTodwaa rnasa
OXBaTbIBAET KYNbTUBMPOBAHWE KINETOK UNN (hepMEHTALNI0, HA4YMHas C TOr0 MOMEHTa, korga m3 GaHka KrneTok
n3BMeKarT hnakoH C KynbTypPOR KNeToK As UCNOMb30BaHUA B NPOU3BOACTRE.

595. (18.15) Anga cBegeHNs K MUHUMYMY prcKa KOHTaMUHaLMK NPOU3BOANTENb AOIMKEH MCMOMNb30BaTh Hagnexatlee
obopyaoBaHMe M MPOBOAWUTb KOHTPONb MPOWM3BOACTBEHHOM cpefpbl. Kputepun npuemnemoctn Ans KayecTBa
NPOU3BOACTBEHHOW Cpedbl U 4YacToTa KOHTPONSA 3aBUCAT OT CTaaMM M YCMOBWUA TEXHOJNOMMYECKOro mnpouecca
(OTKpbITBIE, 3aKPbITHIE UINN N30JTMPOBAHHbLIE CUCTEMbI).

596. (18.16) Mpn TEXHONOrMYECKOM KOHTPOSE HEOOXOAMMO YYNTbIBATL:!

nogaepxaHve paboyero 6aHka KNeTok (ecnu OH UMeeTcs);

npaBuUIbHbIA NOCEB N POCT KYNbTYphl;

KOHTPOITb KPUTUYECKMX paboymx napameTpoB BO BPEMSI KyNbTUBMPOBAHUS KNETOK U oepMeHTauuu;

KOHTPOIb NpoLecca pocTa KNeTokK, NX XXM3HECNOoCOBbHOCTM (A8 BONbLUMHCTBA NPOLLECCOB KyNbTUBUPOBAHMUS KNETOK)
N NPOAYKTUBHOCTHU, rAe 3TO NPUMEHNMO;

npoueaypbl cbopa U OYUCTKM, NPU KOTOPbIX NPOUCXOAUT yaaneHne KNneToK, KIEeTOYHbIX OCTaTKOB U KOMMOHEHTOB
cpen ¢ OOHOBPEMEHHOM 3aLLMTON NPOMEXYTOUHOM Npoaykumm unm ®C oT KoHTaMuHauuKM (0CODEHHO KOHTaMMHaLUK
MUKPOBUOMNOrMyeckonm NpUpPoAbl) U OT YXYOLWEHUS KavyecTBa;

KOHTpONb OWOHAarpy3km W YpOBHEW SHOOTOKCUMHOB (MpU HeOOXOAMMOCTM) Ha COOTBETCTBYHLUMX CTaausix
TEXHOMNOrM4YeCcKoro npoLecca;

BOMNPOCHI BUPYCHOWN 6e30NacHOCTK.

597. (18.17) Tam, roe 3TO NPUMEHUMO, AOMKHO OblTb 4OKA3aHO, YTO KOMMOHEHTbI cpef, Oenku KrneTok-x03seB,
Apyrue cBsi3aHHble C MPOLIECCOM M COMYTCTBYHOLNE NPOAYKLMN MPUMECU N KOHTAMUHAHTLI YAarneHbl.

MopnoepxaHue GaHka KNeTok 1 BegeHue 3anvcen (18.2)
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598. (18.20) doctyn k 6aHKam KNeToK JOMKeH ObiTb pa3peLleH TONbKO N1LamM, MMELLMM Ha 3TO MNOMTHOMOYUS.
599. (18.21) baHkmM KNeTOK OOJMKHbI XPaHUTLCA B YCMOBUSX, cneuuanbHO npegHasHayveHHbIX ansg obecneyeHus
noaaep>KaHus X13HecnocobHOCTU KNETOK M NPeAoTBPaLLEHMS KOHTaMUHaLUNN.

600. (18.22) MNponssogunTenb OOMKEH BECTU N COXPaHATb 3aMMCcy UCMONb30BaHUSA N YCIOBUIA XpaHEeHUsT (oriakoHOB
13 DaHKOB KIETOK.

601. (18.23) B cnyyae HeobxoamMmMocTn 6aHkK KNEeTOK AOIMKHbI MEPMOAMYECKM MPOBEPSTLCS C LIENbo onpeaenenns
NX NPUrogHOCTM AN NCMONb30BaHMS.

602. (18.24) Ecnu HOopmaTMBHbIMW NpaBoBbiMW akTamu Poccunckon depepauumn ycTaHOBMEHbI CneumanbHble
TpeboBaHMsa B OTHOLLEHUM coaepXaHnsi BaHKOB KNeTok, Takne TpeboBaHuns AOMKHbI cobnioaaThes.

KynbTuBnpoBaHue knetok unu pepmertaumsa (18.3)

603. (18.30) Ecnun kneTouHble cybcTpathbl, cpedbl, 6ydepbl M rasbl Heobxoanmo O06aBnNsATL B acenTUYECKMX
YCINOBUSAX, TO MO BO3MOXHOCTW JOJIKHbI MCMONb30BaTLCA 3aKpbITble UMM U30NMPOBaHHbIE cucTeMbl. Ecnv noces B
nepBoOHa4YanbHOM E€MKOCTM WM nocnegywowme nepeHocel unum pobaeneHus (B 4acTHocTW, cped, Oydepos)
BbIMOSHSAOTCS B OTKPbITBIX €MKOCTSAX, TO HEOOXOAMMO OCYLLECTBMATb KOHTPOSIb M COOTBETCTBYIOLLME MpoLieaypbl
ONsi CBeAEHMS K MUHUMYMY pUCKa KOHTaMUHaLNK.

604. (18.31) Ecnu MykpobHasa KOHTaMMHaUUSA MOXeT MOBNMATbL Ha kadecTBo OC, To onepaunn ¢ NCNOSNb30BaHNEM
OTKPbITbIX €MKOCTEN OOMXKHbI MpoBoAuTbCS B Gokce, obecneumBatowem Guonornyeckyto 6e3onacHoOCTb, Unu B
NpPOM3BOACTBEHHON Cpeae, KOHTPONUPYEMON TaknMm xe obpasom.

605. (18.32) Npu paboTe ¢ kynbTypamMu KNETOK NepcoHan A0mkKeH ObiTb OAET B cneumanbHyo oaexay 1 cobnogatb
cneumarnbHble Mepbl MPegOCTOPOXKHOCTY.

606. (18.33) [Ans obecneyeHns NOCTOSHCTBA YCTaHOBIIEHHOIO NpoLecca NPoM3BOAMTENb AOIMKEH KOHTPONMPOBaTb
KpuTnyeckne pabouve napameTpsl (Hanpumep, Temnepatypy, pH, CKOpocTb nepemelunsaHns, gobasneHve rasos,
nasrneHue). Takke NpousBoAUTENb [AOMKEH KOHTPONMPOBATb POCT, >XM3HECMOCOOHOCTb (Ans OonblUMHCTBA
NPOLECCOB KyNbTUBUPOBAHMWS KIETOK) U, rae 3TO MPUMEHMMO, NPOAYKTUBHOCTL KrneTok. KpuTuyeckne napameTpel
OyoyT pasnuuHbIMM OT MnpoLecca K Npoueccy, M AN Knaccuyeckon chepmeHTaumm MoxeT He noTpeboBaTtbcs
KOHTPOMb onpefeneHHbIX NapameTpoB (HanpumMmep, XXU3HeCcnocobHOCTM KNeTOK).

607. (18.34) ObopynoBaHue, Ucnonb3yemoe Ans KynbTUBMPOBAHWS KINETOK, NMOCrne UCMOoNb30BaHUSA AOMKHO ObiTb
ouMLeHO n ctepunusoBaHo. Npu HeobxoaumocTn obopyaoBaHve NS NPOBEAEHUS] PEPMEHTALMMN TaKKe LOIDKHO
ObITb OYNLLEHO, MOABEPTHYTO CaHUTaPHOM 00paboTKe NN CTEPUNN30BaHO.

608. (18.35) MNuTtaTenbHble cpeabl Nepes NX UCNoNb30BaHNEM HEOOBXOAMMO CTEPUNN30BATb AN NpeaoTBpaLleHns
HebnaronpmATHOro BNMAHWA Ha kavecTso ®C.

609. (18.36) lNpousBoauTens OOMKEH yTBEPAWUTb Mpoueaypbl AN BbIABMEHUS KOHTaMWHaUUM 1 onpeaeneHus
OEeUCTBU, KoTopble HeobxoaMmo ocywecTButb. K HMM OTHOCATCA npouedypbl onpegeneHvs BhAvSHWA
KOHTaMuMHauuM Ha NPOAYKLMIO U npouenypbl AeKOHTamuHaumm obopyaoBaHMs M BO3BPALLEHUS €r0 K COCTOSHUIO,
NO3BOMAIOLLEMY MCMONBb30BaTh 3TO 060pyAOBaHKe A5 NPOU3BOACTBA NOCNEAYIOLLMX CEPUNA.

610. NpownsBoanTenb OOMKEH NpY HEOOXOOUMOCTU NAEHTUDULMPOBATL NOCTOPOHHME OPraHU3Mbl, OGHapPYXEHHbIE
B X0fe npoueccoB hepMeHTaLmMm, N OLEHUTb BIINSIHUE MX NPUCYTCTBUSA HA Ka4eCTBO NpoayKumu. PesynbTaTbl Taknx
OLEHOK JOMKHbI BbITh NPUHATEI BO BHUMAaHWE NpY peLLEeHnM BONpoca 0 BO3MOXHOCTU UCMOSb30BaHNS NOMYYEHHOTO
matepuana.

611. (18.37) NpoussoanTenb JOMKEH COXPaHATb 3anncu Criyvyaes BbISIBIEHWUS KOHTaMUHAL MK,

612. (18.38) lNMocne ouncTkn yHMBeEpcanbHOro (npegHasHavyeHHoro Ansd NpousBoACcTBa MHOMMX BUOOB MPOAYKLUN)
obopyaoBaHus Mexgy UuuMknamu no npou3BOACTBY PasHOW NpPOoAyKUuMM MOXeT noTpeboBaTbCcs npoBedeHue
OONOMHUTENbHBIX UCMIBITAHUI C LEeNbIo CBEAEHUS K MUHUMYMY pUCKa NEPEKPECTHON KOHTaMMHaLMWMK.

C6op, BbligeneHve n ounctka (18.4)

613. (18.40) Ctaguu cbopa Kak Ans yganeHus KNneToK Ui KNeToYHbIX KOMMOHEHTOB, Tak U Ans cbopa KNeTouHbIX
KOMMOHEHTOB MoOCre paspylleHus [OIDKHbl OCYLLECTBNSATLCA C  MOMOLUbD 000pyooBaHUMA W B 30HAX,
npegHa3Ha4YeHHbIX ANs CBEAEHUS K MUHUMYMY pUCKa KOHTaMUHaLMK.

614. (18.41) Tlpouenypbl cbOopa M OYUCTKM, MNO3BONALWMNE yAansTb WM MHAKTUBMPOBATb MMKPOOPraHU3Mm-
NPOAYLEHT, KINEeTOYHbIE OCTATKM U KOMMOHEHTbI cpep, (Mpu CBEOEHUN K MUHMMYMY paspyLUeHUsi, KOHTaMUHaUmMm u
CHWXEHMS KayecTBa), OOJKHbl obecneumBaTb MOMyvYeHUE MNPOMEXYTOYHOM npoaykumm mnm PC NOoCTOsIHHOro
KayecTBa.
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615. (18.42) lNMocne ucnonb3oBaHWs BCe 06OpyAOBaHWE AOIMKHO ObITb OYULLEHO M NOABEPrHYTO CaHWUTaPHOM
obpaboTke B ycTaHOBMEHHOM nopsake. [ponsBoACTBO HECKOSbKMX MOCMEA0BaTENbHbLIX CEPUA NPOMEXYTOYHON
npogykuum n ®C 6e3 o4mcTkn 060pya0BaHNS OMYCKAETCA TOMbLKO B TOM Cry4yae, eciv 3T0 HE OKa3blBAET BMWSHUS
Ha MX Ka4yecTBo.

616. (18.43) NMpn ncnonb3oBaHUN OTKPLITLIX CUCTEM OYUCTKA AOSKHA NPOBOAUTLCS B KOHTPOITMPYEMbIX YCITOBUSIX
NPOn3BOACTBEHHOW cpefbl, 00ecneynBatloLLMX COXpaHeHe KavecTBa NpoayKLun.

617. (18.44) Ecnn obopynoBaHMe ucnonb3yeTcs Afis NpOM3BOACTBA PasfMYHbIX BMAOB MNpOAyKUUW, TO MOTyT
NPUMEHSATLCSA OMOSTHUTENbHbBIE BUAbLI KOHTPOSS, TakMe Kak MCMoNb30BaHUe crneumanbHbIX XpomMaTorpaguieckmnx
CMON UNu npoeefeHne JONONHUTENBHBIX UCMbITAHWNA.

Craguun yganeHus nnv nHaktusauum smpycos (18.5)

618. (18.50) Ecnn HopmaTtuMBHbIMM NpaBoBbiMW akTamu Poccunckon depepauumn ycTaHOBMEHbI CneumanbHble
TpeboBaHMsA B OTHOLLEHMU yaaneHus UnvM MHakTuBauum BUpPYCOB, Takne TpeboBaHMs AOMKHbI COBMNoaaThCS.

619. (18.51) Ctagum ypaneHuss U MHaKTMBaLMN BMPYCOB SBNSAOTCA KPUTUYECKUMM CTagusamMum obpaboTkm ans
HEKOTOpPbIX MPOLECCOB, N NX HEOOXOAUMO OCYLLECTBNATL B NpeAernax napaMeTpoB, NPOoLIeAMX Banuaaumio.

620. (18.52) MNMpounssognTens JOSMKEH NPUHMMATL Haanexawmue Mepbl NPegoCTOPOXKHOCTU OIS NpefoTBpaLLeHnst
NoTeHUManbHOM KOHTaMMHaLMM BUpycamMun NPOAYKLMK, NpoLlledLllen cTagun yaaneHus Unm nHaktueaLlmMm BUPYCOB,
OT MpoayKumu, KoTopast 3T cTaguu He npowna. [loatomy 06paboTky B OTKPbITbIX CUCTEMax HeobGXxoaMmo
OCYLLECTBMSATb B 30HAX, OTAENEHHbIX OT APYrMX 3TAnoB TEXHOJIOMMYECKOro npouecca U MMEeKLWmnX oTAeNbHble
cucTembl 06paboTkun Bo3ayxa.

621. (18.53) OgHo 1 TO xe 0bopyaoBaHUE, Kak NPaBuUIo, HE UCMOMb3YIOT Ha Pa3fMYHbIX CTaansax oumcTku. Ecnm
HeobxooMMO MCMNOMb30BaTb OAHO U TO Xe obopyaoBaHue, nepen NOBTOPHbIM MCMOMb30BaHMEM ero Heob6xoaMmo
Hagnexawym obpasom OYUCTUTL U NOABEPTHYTb CaHUTapHoOW obpaboTke. MNponssoanTens OMKEH NpeanpuHMMaThb
Hagnexawime mMepbl NPESOCTOPOXHOCTN ANA NpeaoTBpaLleHMs BO3MOXHOIo nepeHoca BMPYCOB C MpeablayLimx
cTagun (Hanpumep, Yepes 0bopyaoBaHUE U NPOM3BOLACTBEHHYIO Ccpeay).

SAPMALEEBTUYECKWE CYBCTAHUNW, NMPEAHA3SHAYEHHBIE
AnA KNMMHNYECKMX NCCNEQOBAHNN (19)

O6wwe TpeboBaHus (19.1)

622. (19.10) He BCce BMAbl KOHTPONS, OMNWCAHHbIE B NPEAbIQYLUMX MYHKTaX HACTOsLEN rnasbl, MPUMEHUMbI NpK
npoussoacTee opurmHansHon ®C, npegHasHavYeHHON Ans NpoBeAeHUs UCCrneaoBaHMn BO BpeMs ee pa3paboTku. B
nyHkTax 622 - 644 HactosAwwmx Mpasun npuBegeHsbl cneunanbHble TpeboBaHus K atum OC.

623. (19.11) KoHTponb, ocywecTtBnsembii npu npomssoactee PC, npeaHasHaAYeHHbIX AMs  KIMHUYECKMX
nccnegoBaHWi, OOMKEH COOTBETCTBOBaTb pase pas3paboTkM NekapCTBEHHOro npenaparta, B COCTaB KOTOPOro
BxoaunT ®C. lNMpouecc n meToanKn NccneaoBaHnii AOMMKHbI ObITb TMOKMMKM AN obecneyeHnss BO3MOXHOCTU BHECEHUS
N3MEHEeHWI N0 Mepe HaKOoMMeHUs 3HaHU O rnpoLecce U NPOABUXEHMSA UCCIIe[0BaHUA NekapCcTBEHHOro npenapara
OT AOKIMHNYECKUX NCCNEA0BaHNIN K KNMHNYECKUM UccneaoBaHusaM. Koraa paspaboTka nekapcTBeHHOro npenapara
pocturaet ctaguu, Ha kotopon ®C nony4yaroT Ans NnpUMMeHeHus B NeKkapCTBEHHOM fpenapaTte, npefHasHa4eHHOM
ONsl KNUHUYECKMX MCCNefoBaHWn, NMpousBoanTENU AOIMKHLI rapaHTupoBaTh, YTo PC npoussedeHbl C NMOMOLLBIO
noaxoAsLnNX TEXHUYECKUX CPeACcTB C UCMONb30BaHNEM COOTBETCTBYIOLLMX Npoueayp Npou3BOACTBA U KOHTPOIS,
HeobxoauMmbIx Ansd obecneveHns kadvectsa OC.

KauectBo (19.2)

624. (19.20) Mpwn npoussoacTtee PC, npegHa3HAYEHHbIX A8 KMMHUYECKNX NCCNEeA0BaHUN, HEOBX0ANMO NPUMEHSTb
CcooTBeTCTBYOLMNE TpeboBaHMsA HacTosALWwmMX [MpaBnn 1 Hagnexalyo npouenypy ogobpeHus kaxaowm cepumn.

625. (19.21) HeobxogmMmo opraHvM3oBaTb He3aBucMMOeE(ble) OT MPOU3BOACTBA NoapasferneHue (noapasfeneHus)
KavyecTBa Ans 00006peHnst Unn oTKNOHeHUs kaxaon cepumn OC, npeaHasHaA4YeHHON NS KITMHUYECKMX CCcneaoBaHu.
626. (19.22) HekoTopble M3 (OYHKLMA MO NPOBEOEHUIO WCMNbITAHWIA, BbINOMHSAEMbIX OOLIYHO MNoAapasgeneHvem
(nogpasgeneHusMmn) KayecTBa, MOXHO OCYLLECTBNATb B APYrnxX nogpasaeneHunsix.

627. (19.23) MeponpusaTisi B OTHOLLEHUWN KayeCTBa AOJSMKHbI BKIHOYATb CUCTEMY WUCMBITAHUI UCXOOHOIO ChipbS,
YMaKoBOYHbIX MaTepuarnos, NPOMEXYTOYHOM npoaykumm n ®C.

628. (19.24) MNMpowussoguTenb OOIMKEH aHanNM3npoBaTb NPo6remMbl, CBA3aHHbIE C NPOU3BOACTBOM U KayecTBoM PC,
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npeaHasHayYeHHbIX Anst KIMHUYECKUX UCCIeLOBaHNNA.

629. (19.25) Tekct mapkupoBkm ODC, npegHasHaYeHHbIX AMS  KIMHUYECKUX WUccrneaoBaHun, Heobxooumo
Hagnexawym obpas3oMm KOHTponupoBaTb. B HeM OOmkHO ObiTb ykaszaHO, YTO BeLLEeCTBO NpedHasHadyeHo ANnd
nccrnegoBaTenbCkux Lenen.

MomeLeHmsa n obopynosaHue (19.3)

630. (19.30). Bo Bpems Bcex a3 KIMMHNYECKOrO UCCNeaoBaHus, BKIOYas MCMOMb30BaHME OMbITHLIX Y4aCTKOB Uin
nabopartopun ans npomssoacTea cepun ®C, npegHasHadYeHHbIX ONA KNMMHUYECKUX UCCNeaoBaHWUi, OOMKHbI ObITb
npeaycMOTpEeHbl NpoLeaypbl, rapaHTupyowme, 4To obopygoBaHne nNpokanubpoBaHO, OYULLIEHO M COOTBETCTBYET
CBOEMY Ha3Ha4eHMuHo.

631. (19.31) lMopsagok akcnnyaTauum o0BOpyAOBaHUSA AOMKEH rapaHTUpoBaTbh MNpoBedeHue paboT C UCXOAHbIM
CblpbeM Takum 06pa3oM, YTobbl CBECTU K MUHUMYMY PUCK KOHTaMUHAL MK U NEPEKPECTHON KOHTaMUHaLMK.

KoHTponb ncxogHoro cbipbs (19.4)

632. (19.40) VcxogHoe cbipbe, ucnonb3dyemoe npu npoussogctee OC, npeaHasHayYeHHbIX ANS KIUMHUYECKMX
nccrnegoBaHun, HeobOXOOMMO OLeHMBaTb MOCPEACTBOM MPOBEAEHUS WUCTbITAHWA WM nonyyYatb BMEcCTe C
pesynbTaTaMu aHanusa, NpoBEAEHHOro MocTaBLukoM. [MpousBoanTenb Takke [OMMKEeH MPOBOAMTbL UCMbITaHWEe
NCXOAHOrOo Cbipbs Ha NMOANIMHHOCTL. ECnn BelwecTBO cuMTaeTcs onacHblM, TO JOCTATOYHO aHanmsa, NpoBeaEeHHOro
NOCTaBLLMKOM.

633. (19.41) B HEKOTOPLIX CRy4asix MPUrogHOCTb MCXOOHOTO ChipbS MOXHO OnpeaensaTb nepen UCnonb30BaHNEM Ha
OCHOBaHUWM pe3ynbTaToB, MOMYyYEHHbIX MPU NPOBEAEHMM peakumm Hebonblioro macwrtaba (To eCTb UCMNbITaHUn
YHKUMOHANBHOW NPUrOAHOCTN), YTO NpeanoyvTuTenbHee, YeM NPOBEAEHME TONbKO aHANUTUYECKMX UCMbITaHWUN.

MpowuseoacTeo (19.5)

634. (19.50) MNMpowussoacteo ®C, npeaHa3HAYEHHbIX ANS KNMHUYECKUX UCCrefoBaHUn, HeobxoaMmo MKCMpoBaTh B
nabopaTopHbIX XypHarnax, B 3arnucsX Ha CEPUI0 MM C NMOMOLLLIO APYrMX NOAXOASLMX CpeacTB. OTU OOKYMEHTbI
OOJDKHbI BKINoYaTb MHpopMaLuto 06 cnonb3oBaHUM MaTepuranos, 00 06opyaoBaHUN, TEXHONTOMMYECKOM NpoLecce,
a Takke Hay4Hble HabnoaeHus.

635. (19.51) Oxngaemble BbIXOAbl NPOAYKLUMM MOTYT OTNINYATLCS OT OXMAAEMbIX BbIXOAOB NPOAYKUMM B NpoLeccax,
BbIMOSIHAEMbIX B MPOMbILLNIEHHOM MacwTabe, M ObiTb MeHee onpefeneHHbIMU MO CPaBHEHUKD C HUMM.
PaccnenoBaHus NpyynH OTKITOHEHUI OT BENMYMHBI OXXMAAEMOro Bbixoda He TpebyeTcs.

Banugaumsa (19.6)

636. (19.60) Ecnu npousseneHa ogHa cepust PC nmbo ecnu nameHeHust npouecca Bo Bpems paspaboTtku ®C genatoT
BOCNPOM3BOACTBO CEPUA  3aTPyAHUTENbHBIM UMW HETOYHBLIM, Banuaauus npouecca npoussoactea PC,
npegHa3HavYeHHOW ONS KNWHUYECKMX MccrneaoBaHui, obbluHO HeuenecoobpasHa. Ha aTow ctaguy paspaboTku
kadectBo PC obecneumBaeTcs coveTaHMEM KOHTPOMs, KanumbpoBKM W Mpu HeobGXoAMMOCTW KBanudumkauum
obopynoBaHus.

637. (19.61) Ecnu cepumn npom3BoAsaTCSA AN KOMMEPYECKOro MCNoNb30BaHUs, Banugaumio npowecca Heob6xoanmo
NpoBOAMTbL B COOTBETCTBUM C NyHKTamn 511 - 539 HacTosAwmx MNpaBun, aaxe ecnu Takne cepun npon3BoOasATCS B
ONbITHOM WK OMNbITHO-NPOMBILLNEHHOM MacLuTabe.

N3meHeHus (19.7)
638. (19.70) lNMpousBoauTenb OOMKEH BHOCUTH COOTBETCTBYIOLLME W3MEHEHWUS BO Bpemsi pa3paboTku no mepe
nprMobpeTeHnss HOBbLIX 3HaHUMM W pocTa MacwTtaba npou3BofcTBa. Kaxgoe M3MEHEHME B TEXHONOrMYECKOM
npouecce, cneumdukauusx Unm meToamkax UcnbiTaHMn HeobxooumMo Hagnexalwmm odbpa3om permcTpmpoBaTb.

JlTabopatopHkIn koHTpOrb (19.8)

639. (19.80) HecmoTpss Ha TO, YTO aHaNUTUYECKME METOAWKM, WCMonb3yemble AOns oueHkn cepumn PC,
npeaHasHa4YeHHOM AN KIIMHUYECKUX MCCIeaoBaHMIA, MOTYT eLle He MPONTU BanMaaumio, OHU JOIDKHbI ObITb HAY4YHO
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060CHOBaHbI.

640. (19.81) MNpousBoanTenb OOMKEH OpPraHM3oBaTb CUCTEMY XpaHEHMs1 apxMBHbIX 06pa3LoB Bcex cepuir. JTa
cucTema JormkHa obecneunBaTb COXpaHEHUE AOCTAaTOYHOMO KOMMYECTBA KaXKAOro apxvmBHOro obpasua B TeyeHue
YyCTaHOBMEHHOrO Nepmoga BpemMeHu nocrne ogobpeHnsi, 3aBepLUeHns Unn OT3biBa 3asiBK1 Ha peructpauuio.

641. (19.82) OnpeneneHne gaTbl UCTEYEHUS CPOKA rOQHOCTM M AaTbl MPOBEAEHWs] MOBTOPHbLIX UCMbITAHWUNA, Kak
ykasaHo B nyHkTax 504 - 507 Hactosiwmx [lpaBun, NpMMEHMMO MO OTHOWEHMK K cywectBytowum PC,
npegHasHa4YeHHbIM AMS KIMHUYECKUX uccnegoBaHui. [Ong HoBbix ®C, HaxodsWMXCA Ha paHHUX CTaausax
KMMHUYECKUX nccnenoBaHunii, TpeboBaHUA, ykasaHHble B nyHkTax 504 - 507 HacTtosAwwmx [MpaBun, obbl4HO He
NPUMEHSIIOTCS.

HokymeHTaums (19.9)

642. (19.90) Cuctema JOKyMEHTaLMW OOIDKHA rapaHTUpoBaTh, YTO MHOpMaLMs, nonydeHHas B xode paspaboTku
n npomussogctea ®C, npegHasHaYeHHbIX NS KMMHUYECKNX UCCrefoBaHun, 6yaeT AomkHbIM obpa3om odopmMieHa
OOKYMEHTarnbHO 1M JOCTYMNHA AN UCMONb30BaHus.

643. (19.91) PaspaboTka 1 NpUMEHEHNE aHaANUTUYECKUX METOAMK, UCTONb3YeMbIX ANS NOATBEPXAEHUS BbIMycKa
cepun O®C, npegHas3Ha4YeHHOM AN KIMHNUYECKMX NCCNeaoBaHWi, OJMKHBI ObITb 0QOPMIEHbI JOKYMEHTamMbHO.

644. (19.92) lNpounsBoanTenb AOMKeH pa3paboTaTb M BHEAPUTE CUCTEMY XpaHEHWs 3anvcen no Npou3BOACTBY U
KOHTPOMK W COOTBETCTBYIOLLEN AOKYMEHTauuMum. JTa cuctema [orkHa obecnedvBaTb XpaHeHue 3anucen u
OOKYMEHTOB B TE€YEHME YCTAHOBIEHHOTO Nepuoga BpeMeHu nocre ogobpeHns, 3aBepLUeHnst v oT3biBa 3asiBKM Ha
perncrTpaumio.

TEPMWHbI 1 OMPEQENEHNA (20)

645. [Ina uenen HacTosLWen rMasbl KPOME TEPMUHOB M onpegeneHuin, npeaycMoTpeHHbIX rnason |l HacToswmx
MpaBun, NCNOnb3YTCS Takxke creaytoLmne OCHOBHbIE NMOHATUS:

GuoHarpyska - ypoBeHb 1 B MUKPOOPraHn3MOB (Hanpumep, Henpuemnemble unv onycTMMble MUKPOOPraHn3Mbl),
KOTOpble MOryT MPUCYTCTBOBaTb B UCXOOHOM Cbipbe€, UCXOAHOM Cbipbe ANA Mpov3BoAcTBa hapmaueBTUYecKon
cybGCcTaHuuM, MPOMEXXYTOUYHON NpoayKUMu unu B doapmaueBTnyeckon cybctaHummn. bruoHarpysky He cnegyeT cumTaTh
KOHTaMWHaUMen, ecnn ee ypoBHW He NPEeBbILAOT YCTAHOBIEHHbIE NpeAesibHble 3HA4YeHWUs UM He OBHapyXeHbl
MWKPOOPraHu3mbl, onpeaensemMble Kak HegonyCTUMbIE;

BCMOMOraTenbHble MaTepuanbl - MaTepuanbl, 3a WCKIIYEHMEM pacTBOpUTENeNn, KOTOopble SABMASIOTCH
BCMOMOraTernbHbIMU NPY NPOM3BOACTBE NPOMEXYTOYHON NPOAYKLMU Unn bapMaueBTU4eckon cybcTaHumm u camu
no cebe He y4yaCTBYHT B XUMUYECKOW MnmM Buonorumdeckow peakuumn (Hanpumep, unbTpylowme matepuansl,
aKTUBMPOBAHHbIW Yrosb);

BbIXO4 OXWOAeMbll - KONMYECTBO MaTtepuarna WUnu NpoueHT OT TeOPETUYECKOro BbIXoAda, OXuaaemble Ha nobon
COOTBETCTBYIOLLEN CTaguyM TEXHOMOrMYECKOro npoLuecca, OCHOBaHHbIE Ha AaHHbIX, MPeABAPUTENbHO MOMYyYEHHbIX
npu NPoM3BOACTBE 3TOr0 MaTepuana B NabopaTopHbIX, OMbITHBIX UM NPOMbILLIEHHbBIX YCITOBUSIX;

BbIXOA TEOPETNYECKUI - KONMMYECTBO, KOTOPOE ONpeaenieHo Ha OCHOBaHUM KOoNMYecTBa UCMoNb3yeMoro matepuana
n moxeT OblTb NpousBedeHO Ha MoboK COOTBETCTBYHOLWEN CTaguM TEXHOMOrMYecKoro npouecca npu ycrnoBum
OTCYTCTBUS KaKUX-NMbO NOTePb UMM OTKIOHEHMWI B YCIOBUSAX pPeanbHOro TEXHONOrM4eCcKoro npouecca;

AaTa ucTevyeHns cpoka rogHOCTM - AaTa, ykazaHHas Ha ynakoBKe 1 (Unu) aTukeTkax dhapmaLeBTUYeckon cybctaHumum
n obosHavawwas nepuoa BpPeEMEHM, B TeYeHMe KOTOpOro mMpuM XpaHEeHUU B YCTAHOBMEHHbIX YCIOBUSAX
XapaKTepucTrku papmaneBTM4eckon CybCcTaHLMM AOMKHbI OCTaBaTbCs B Npegenax cneundukauun, n no uctedeHnn
KOTOPOro papmaLeBTMYECKY0 CYOCTaHLUMIO HEMb3S UCMNOSMb30BaTh;

AaTta NoBTOPHOIO MUCNbITaHWA - AaTta NpoBedeHMsl NMOBTOPHOIO KOHTPOMS Martepuana Ans MOATBEPXKOEHWS ero
NPUrogHOCTM AN AanbHEWLEro UCnonb30BaHns;

NCXOOHOE Cbipbe ANs npoussoAcTBa hapmaueBTUYecKOn CybCcTaHuumn - Cbipbe, NMPOMEXYTOYHAsA NPOAYKUUS Unn
apyrve dapmaueBTudeckme cybcTaHUMK, KOTopble WCMOMb3YylTCA AN MNpou3BOACTBA (hapmaueBTUYECKUX
cybGCTaHuuiA 1 BXOAAT B CTPYKTYPY dhapMaLeBTUYECKOM CyOCTaHUMM B Ka4eCTBe BaXKHOrO CTPYKTYPHOro doparmeHTa.
McxopHoe cbipbe A Npou3BoAcTBa hapmaLeBTUdeckon cybctaHumMm MoxeT ObiTb NprobpeTeHo npom3BoanTenemM
Mo AOroBOpY Y OAHOTMO UMM HECKOSbKUX NOCTaBLUMKOB, NGO MOXET NPON3BOAUTLCA UM CaMOCTOATENbHO. VicxoaHoe
Cblpbe ANA Mpov3BoACTBa hapmaueBTUYecKon cybcTaHuMKM, Kak npaBuio, UMeeT YCTaHOBIIEHHble XMMWYEecKune
CBOWCTBA W CTPYKTYPY;

KOMMNbIOTEPHAsA cucTema - rpynna KOMMOHEHTOB annapaTHOro obecneyeHns n COOTBETCTBYHOLLEro NporpaMmMHOro
obecneyeHuns:, CMPOEKTUPOBAHHAA U CMOHTUPOBaHHAsA Takum 06pa3oMm, YTOObI BbIMOMHATE ONpeAeneHHy YHKLMIO
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unu Habop PyHKLMIA;

KOHTaMMHaLUMsa - HexernaTenbHOe BHeCeHMe MpuMecer XUMUYECKOW UM MUKPOBMONOrM4yeckom npupoasl unuv
WHOPOAHBIX BELLECTB B MCXOAHOE Cbipbe, MPOMEXYTOYHYK npoaykuuo mnm ®C BO BpeMsi TEXHONOMMYECKOro
npouecca, otbopa npob, ynakoBK/ UK NepeynakoBKN, XPaHEHUS NN TPaHCMOPTUPOBKY;

KpUTEpUU NpuemMnemocTu (GonycTMMblE HOPMbI) - YACNOBbIE NPEAENbl, UHTEPBanbl MU ApYyrne COOTBETCTBYHOLLME
Mepbl ANA NPUHATUSA pe3ynbTaToB UCMbITAHUN;

KPUTMYECKUA - TEPMWH, OTHOCALMUCA K MPOM3BOACTBEHHOW CTajuu, YCNOBUIO TEXHOMOrM4yeckoro npouecca,
TpeboBaHWIO MCMbITaHUA unu MboMy APYroMy CyweCTBEHHOMY MapameTpy unu npegMeTy, KOTOpble AOMKHbI
KOHTpOnMpoBaTbCsa B Npeaenax 3afjaHHbIX Kputepues Ans obecnevyeHns COOTBETCTBUSA NEKapCTBEHHOMO cpeacTaa
n (Mnn) hapmaLeBTMYECKOM CybCTaHUUKM yTBEPXKAEHHOW cneumdmkaLmnm;

matepuan - obwee noHATME, oObGoO3Ha4vallwee Cbipbe (MCXOOHOE Cbhipbe, pPeakTuBbl, PacTBOpUTENW),
BCMOMOraTenbHble MaTepuanbl, NPOMEXYTOYHYIO MPOAYKLUMIO, (hapMaueBTUYECKYD CYOCTaHUMIO, YNakOBOYHbIE
mMaTepuansl, MaTepuanbl Ans MapKUPOBKNY;

MaToOYHas >XWOKOCTb - OCTaTOYHas XWOKOCTb MOCMe MpoueccoB KpucTannusauun wunu BblaeneHus. MatodHas
XNOKOCTb MOXET coaepXaTb HenpopearmpoBasLUne BELLeCTBa, NPOMEXYTOYHbIE MPOAYKTbI, HEKOTOPbIE KoNu4ecTBa
dhapmaueBTryeckon cybctaHuum u (unun) npumeceint. OHa MOXeT ObITb MCNONb30BaHa Ans AanbHenwen obpaboTky;
obecneyeHne kavyecTBa - COBOKYMHOCTb BCEX OpPraHM3aLVOHHbIX MEpONpPUSATUIA, HanpaBleHHbIX Ha obecneyeHne
TOro, 4TtoObl BCe JleKapCTBeHHble cpeacTtBa M (Mnv) dapmaueBTUYecKMe CyOoCTaHUMM UMENN KavyecTBo,
HeobxoguMmoe Ons UX npeanonaraemoro NpPUMEHEHWUs, a BCE CUCTEMbl KayecTBa NoadepxuBanucb B paboyem
COCTOSIHMY;

OTKMOHEHWE - OTCTYNNEHNE OT YTBEPXKAEHHOW MHCTPYKLMU UMW YCTAHOBMNEHHOrO CTaHAapTa;

nepepabotka - MpoBedeHWe OOHOW WM  HECKONbKMX CTagun, OTNMYalLWUXCa OT  YCTaHOBMEHHOro
NpPOM3BOACTBEHHOrO MpoLecca, ¢ uenbio o6paboTkM Takorm MPOMEXYTOYHOM MPOAYKLMM Unn hapmaeBTUYECKON
cybcTtaHuum, kKoTopas He COOTBETCTBYeT CTaHZapTam unu cneumdukauusam, Ans NnonydeHUs MpPOMeEXyTOYHOMN
npoaykuun unu capmaueBTUYecKon CcybcTaHuum nNpuemMnemoro kadectBa (Hampumep, nepekpuctannm3aums ¢
MOMOLLbIO OPYroro pacTBOpUTENs);

noanucaHo, Noanuch - NOANUCh NUuA, KOTOPOE BbINOMHANO onpeaeneHHoe AeNCTBUE UK OCYLLECTBANO NPOBEPKY.
Ota nognucbk MoxeT ObITb B BUAE MHMUMANOB, NOSMIHOMO PYKOMUCHOIo BapuaHTa hamunnm, MUMeHn n otyecTaa (npu
HanMunm), PyKonMCHOM NOANUCK, NNYHOW NeYaTy UM ayTEHTUYHON W 3aLUMLLEHHON 3NEKTPOHHON MOANUCH;
nogpasgeneHve (nogpasgeneHvs) kadecTBa - noApasgefieHrMe, KOTOpoe He3aBWCUMO OT MpPOM3BOACTBA U
BbINOMHAET 06513aHHOCTU Kak No obecrneyeHnto KavyecTBa, Tak M Mo KOHTPOMO KayecTtBa. OTO MOryT ObiTb nnbo
oTgenbHble noapasgeneHns obecneyeHns kavyecTBa U KOHTPOMS KayecTBa, MBGO OAHO NMUO MAM rpynna nuvy B
3aBMCMMOCTM OT MacluTaba n CTPYKTYpbl OpraHM3auny;

npuMecb - mOON KOMMOHEHT, MPUCYTCTBYIOWMIN B MPOMEXYTOYHOW MPOAYKUUM unu dapmaueBTUYeCKon
cybcTaHuum, Hannyme KOTOPOro HexenaTenbHO;

npovsBoguTenb, paboTawwmii No  OOroBOpY - NPOM3BOAWUTENb, BBIMOMHAOWMIA  ONpedeneHHbln  BUA
NpPOV3BOACTBEHHOW AEATENbHOCTM MO NOPYYEHUIO NepBOHaYanbLHOro NPoON3BoaAnTENS;

NpoTOKON Banuaaunu - AOKyMeHTanbHO 0(hOpMMEHHbIN NNaH, ykasbiBaloLmi, Kak cnegyeT NpoBoAMTL Banvaaumio,
1 onpegensowun Kputepun npueMmnemMocTu. B yactHocTH, B NpoTokone Banuaawumm nponsBoACcTBEHHOro npouecca
OOIMKHbI ObITb yKa3aHbl TEXHONOrMYeckoe oOopyooBaHWe, KPUTUMYECKME NapaMeTpbl npouecca n ero pabouue
PEXMMbI, XapakKTEPUCTMKM MpoaykKumm, oTbop npob, OaHHble WCMbITaHWWA, KOTOpble Heobxooumo cobpartb,
KONMMYeCcTBO BanvaaUMOHHbIX LIMKNOB U NpuemMneMble pesynbTaTbl UCMbITaHUN;

npodurib NpUMecei - onucaHne NAeHTUMPULNPOBAHHbLIX U HENOEHTUMULMPOBAHHBLIX NPUMECEN, MPUCYTCTBYIOLLUX B
dapmavneBTnYeCKkon cydcTaHumm;

pacTBopuTENb - HeopraHudeckas WM oOpraHuveckas >XMOKOCTb, WCMONb3yemMas B KadecTBe cpefbl Ans
NPUroTOBNEHNSI PACTBOPOB UIU CYCMEH3UIN NPY NPON3BOACTBE MPOMEXYTOYHOW NPOAYKLUUKN UK hapMaLleBTUYECKON
cybcTaHuuu;

CTaHAapTHbIN 06paseL, BTOPUYHbIV - CybCTaHLMSA YCTaHOBNEHHOMO KayecTBa U YUCTOTbl, YTO AOKa3aHO NOCPEACTBOM
CpaBHEHWsI C NEPBUYHBLIM CTaHAAPTHbLIM 06pasL oM, UCMoNb3yeMas B Ka4eCcTBE CTaHAAPTHOro obpasLa anst TeKyLmx
nabopaTopHbIX aHaNM3oB;

CTaHOapTHbIN obpasel, NepBUYHbIN - CyOCTaHLMSA, KOTopas ABNSETCA NOAIMHHBLIM BELLECTBOM, Y4TO ObINIo AoKa3aHo
C NOMOLLbIO paCLUMPEHHbIX aHaNMTUYECKNX UCMbITaHUIA, U KOTopasi 4OMKHA 06nafaTh BbICOKOW CTEMEHBIO YACTOTHI.
OTOT cTaHgapT MOXeT ObiThb: 1) MonyyYeH M3 oduUManbHO NPU3HAHHOIO UCTOYHMKA UMK 2) NOMy4YeH NocpeacTBOM
He3aBMCMMOrO CUHTE3a, unu 3) MoNyyYeH M3 WUCMONb3yeMOro B MPOM3BOACTBE BeLleCTBa C BbICOKON CTEMNEHbIo
YNCTOTbI, UK 4) NPUrOTOBIIEH NOCPEACTBOM MOCNEAYOLLEN OYUCTKM BELLECTBA, UCMOMb3yeMOro B NPOU3BOACTBE;
dapmauesTmyeckme cybectaHuum (PC) - nekapCTBEHHbIE CPEACTBA B BUAE AEVCTBYIOLLMX BELLECTB OMONOrnYeckoro,
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OMOTEXHONOMMYECKOro, MUHEPANbBHOMO WM XUMMYECKOrO MNPOUCXOXAeHMs, obnagawowme dapmMakonornyeckon
aKTUBHOCTbIO, NpeAHa3HayYeHHble Ansi NPOM3BOACTBA, U3rOTOBNEHNS NEKAaPCTBEHHbIX MpenapaToB 1 onpeaensioLine
nx 3 PEKTUBHOCTD <*>,

<*> TlyHKT 2 cTaTbn 4 PepepanbHoro 3akoHa ot 12 anpenst 2010 r. N 61-9®3 "O6 obpalleHMM NekapCTBEHHbIX
cpeactB" (CobpaHue 3akoHogaTenbcTBa Poccuickon deapepaumm, 2010, N 16, cT. 1815).

Mpunoxexue N 1

k MNpaBunam opraHmsaumm
NPOU3BOACTBA M KOHTPOMS KayecTBa
nekapCTBEHHbIX CpecTB

NPOM3BOACTBO CTEPUIIbHbLIX JIEKAPCTBEHHbLIX CPEACTB
[. MPUHLAM

1. K npon3BoACTBY CTEPUIbHbBIX NEKapCTBEHHbIX CPEACTB NPeabsABnsioTcs ocobblie TpeboBaHums, 4TobblI CBECTU K
MUHUMYMY PUCK KOHTaMUHALMM MUKPOOPraHn3Mamu, 4actuuamm n nmporeHamu. YkasaHHble NonoXeHNs 3aBUCAT OT
KBanudukaLmm Nnpon3BoACTBEHHOIO NepcoHarna, ero oby4eHuns n oTHoweHus k pabote. [ng obecneyeHms kavecTsa
npuM NpOU3BOACTBE CTEPWIbHBIX MpenapaTtoB HeobXoAMMO MpuAepXKMBaTbCA TwaTenbHO paspaboTaHHbIX |
BanmaupoBaHHbIX CnocoboB npomnssoAcTBa v npoueayp. KoHeyHas ctagnst NpoM3BOACTBA MMM KOHTPOMb FOTOBON
NPOAYKUUWN He SBMSATCA eOMHCTBEHHbIM CpeAcTBOM obecneveHuss CTepUnbHOCTM WK Opyrux nokasartenen
KayecTBa NpoAyKuum.

2. [eTtanbHble MeTOAbl OnNpefdeneHus YNCTOTbl BO3Adyxa, MOBEPXHOCTEM U OpYrux OOBLEKTOB MOHWTOPMHra Mo
MWKpOOPraHn3mMam 1 Yactuuam onpeaeneHbl HOpMaTMBHbIMKU NPaBoOBbIMM akTamu Poccuinckon degepaumm.

[l. OBWWME TPEBOBAHWA

3. (1) CrepunbHyto npoaykumio Heob6xoaMmMo NPOM3BOAUTE B YACTBIX 30HAX, AOCTYN B KOTOPbIe NepcoHana u (unm)
noctynneHne obopyaoBaHMSA, UCXOOHOrO Chipbs M yNakOBOYHbIX MaTepuanoB OOMMKHblI OCYLLECTBMAATLCA Yepes
BO34YLUHbIE LWM3bl. B YMCThIX NnomeLleHnsx (30Hax) AOIMKEH NoadepKMBaTbCH YPOBEHb YNCTOTbI, OTBEYaKLLMN
COOTBETCTBYHOLLEMY YPOBHIO YMCTOThbl, B HUX HEOOXOAMMO NofaBaTb BO3AYyX, KOTOPbIA MpoLlen yepes3 punbTpbl
COOTBETCTBYIOLLEN 3(PHEKTUBHOCTMU.

4. (2) PasnuyHble onepauuu rno NOAroTOBKE KOMMOHEHTOB, MPUIrOTOBMEHMUIO MPOAYKUMU U HAMOMHEHWIO OOIMKHBI
OCYLLECTBMNATLCA B OTAENbHbIX 30HaX (MOMELEHUAX) BHYTPU YMCTOW 30HbI (MomelleHus). TexHomnornyeckue
onepauun OensaTca Ha [ABe KaTeropuw: nepsas, Korga NpoAaykuuio noasepraroT (UHWULWIHOM cTepunusauun (B
NnepBUYHON YNakoBKe), N BTOpas, Korga onepaumm Ha HECKOINbKUX UMW BCEX CTaAMAX BbIMOMHAT B acenTU4eCKnx
YCINOBUSIX.

5. (3) YuncTble 30HbI (MOMeLLeHns) Ans NPon3BOACTBA CTEPUINBHOW NPOAYKLUMM KNnaccuunumpyoTcst B COOTBETCTBUM
C TpebyeMbiMK1 XxapakTepucTukamm Npou3BOACTBEHHOW cpefbl. Kaxgas npoussBodcTBeHHas onepauus Tpebyet
OnpeaeneHHoro YpoBHS YMCTOThbI NPOM3BOACTBEHHON cpefpbl B AKCMNyaTMpyeMOM COCTOSIHUM C LeNblo CBEAEHUS K
MUHUMYMY pYCKa KOHTaMUHaLMK YacTULaMn UM MMKpOOpraHM3mamm npogykra unu obpabaTeiBaeMoro MCXogHoOro
CbIpbs U MaTepuaros.

6. na obecneyeHns cooTBeTCTBMSA TpeboBaHMAM B "aKCnnyaTupyeMoM" COCTOSIHAM YUCTble 30HbI (MOMELLEHMS)
OOIMKHbl OblTb CMPOEKTMPOBaHbI Tak, YTOObl 06ecneynTb TOYHO OMnpedeneHHbI YpOoBEeHb YMCTOTbI BO3gyxa B
"ocHalleHHOM" COCTOSAHUN.

7. "OcHalleHHoe" COCTOSIHMEe - COCTOsiHMEe, B KOTOPOM YWUCTOE MOMeLLeHMe MOCTPOEeHO U (PYHKLMOHUPYET,
TexHornorm4yeckoe obopyaoBaHue NOMHOCTbIO YKOMMIIEKTOBAHO, HO NMepCcoHarn OTCyTCTBYET.

8. "Okcnnyatupyemoe" CcoCTOsiHMEe - 3TO COCTOSIHWE, MPUM KOTOPOM YUCTOE MOMELLEHME W TexXHOMormyeckoe
obopynoBaHne PYHKUMOHNPYIOT B TpebyemMom pexmme ¢ 3agaHHbIM KonnyecTBoM paboTaroLlero nepcoHana.

9. TpeboBaHusa K "OCHaLLEHHOMY" 1 "aKCMnyaTupyeMoMy" COCTOSIHUAM OOMKHbI ObiTb YCTAHOBIEHb! ANS KaXOoro
YMCTOro MOMELLEHMS UMK KOMMIEKCa YNCTbIX MOMELLEHNN.
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10. YncTble 30HbI (MOMELLEHMS) MPU NPOU3BOACTBE CTEPUNbHBIX NEKAaPCTBEHHbIX CPeaCcTB NOoApa3faensoTcs Ha
YyeTblpe Knacca:

Knacc A - nokanbHas 30Ha Ans NpoBeAeHUs onepauuin, NpeacTaBnsaoWmnX BoICOKAA PUCK AN KaYecTBa NpoayKumu,
B YACTHOCTM, 30Hbl HAMOJIHEHWS, YKYMOPKX, 30HbIl, rae amnyrnbl U NakoHbl HAXOOATCS B OTKPbITOM COCTOSIHUM U
BbIMOMHSAOTCS COEAMHEHMSA 4YacTen obopydoBaHWs B acenTUyeckux ycroBusax. Kak npaBuno, Takue ycrnoBus
obecneuynBaloTCa NaMuMHapHbIM MOTOKOM BO3Adyxa Ha pabodem mecte. CMCTEMbl MaMMHApPHOrO NMOTOKa BO3AdyXa
OOIMKHbI obecneynBaTb paBHOMEPHYIO CKOPOCTb Bo3ayxa B guanasoHe 0,36 - 0,54 m/c (HopmaTmBHOE 3Ha4YeHue) Ha
pabo4yelri MOBEPXHOCTU, HAXOOALLENCA B OTKPbITOW YMCTOM 30He. [logaepxaHne namuHapHOCTW OOIPKHO ObiTb
JOKa3aHo 1 npoBanuaupoBaHo. B 3akpbiThix u3onatopax u Bokcax ¢ nepyaTtkamu OOMyckaeTcs MCnonb3oBaTb
OZHOHaNpPaBMeHHbIN NOTOK BO3yXa C MEHbLLUMMU CKOPOCTAMM;

knacc B - 30Ha, HenocpeACTBEHHO OKpyxalolas 30HYy knacca A, npefHasHavyeHHyl Ans acenTU4eckoro
NPUroTOBNEHNS U HANOSNHEHNS;

knaccbl C 1 D - ynctble 30HbI AN BbINOMTHEHUSA MEHEE KPUTUYHBIX CTaaui NPON3BOACTBA CTEPUITBHOM NPOAYKLMN.

1. KMTACCUOUKALIMSA YACTbIX MOMELLEHWN U YACTbIX 30H

11. (4) YncTble NomelLieHMsl U YACTbIE 30HbI KnaccuduumpytoTes <*>. MNoaTeepxaeHune Krnacca YNCToTbl He0GX0AMMO
YeTKO OTAENATb OT MOHUTOPUHIa NPOU3BOACTBEHHON cpebl Npu NpoBeaeHun npotiecca. MakcumansHo gonyctumas
KOHLIEHTpaLMsA aspo30rbHbIX YacTuUL, AN Kaxaoro Krnacca npuseaeHa B taénuue N 1.

<*> CnipaBouHo: FTOCT P UCO 14644-1 (EN ISO 14644-1).

Tabnuua N 1
3oHa | MakcumanbHO 4onycTUMOoe Yncno yacTuu B 1 kyG. M BO3ayxa npu pasmepe 4actul, paBHOM Unu
6onbLiem

B ocHalleHHOM cocTosiHMM B akcnnyatmpyemom coCTOsHWM
0,5 MKkM 5,0 MKM 0,5 MKM 5,0 MKM

A 3520 20 3520 20

B 3520 29 352 000 2900

C 352 000 2900 3520 000 29 000

D 3520000 29 000 He pernameHTnpyeTcs He pernameHTnpyeTcs

12. (5) Onsa uenen knaccudukaumm B 3oHax krnacca A MMHUManbHbIM 06bem oTbnpaemon Npobbl BO3AyXa AOIMKEH
ObITb He MeHee 1 M3 gonsa kaxgon Toukm otbopa npob. Knacc A cootBetctByeT knaccy NCO 4.8 no nokasarento
npeaenbHOro Konm4yecTBa YacTuy, B BO3ayxe pa3mepoM = 5,0 MKM.

Knacc B (B OCHalleHHOM COCTOSIHUM) MO KONMYECTBY a3pO30fbHbIX YacTuy cooteeTcTByeT knaccy MCO 5 no
KONMYeCTBY YacTuL, 0O0UX yKa3aHHbIX pa3mMepoB.

Knacc C (B ocHaLLeHHOM W 3KCNyaTMpyeMOM COCTOSIHWUAX) MO KONMYECTBY a3p030SibHbIX YacTuL, COOTBETCTBYET
knaccy NCO 7 n UCO 8 cooTBETCTBEHHO.

Knacc D (B ocHaLLeHHOM COCTOSIHUK) MO KONMYECTBY a3p030IibHbIX YacTuL, cooTBeTcTBYeT knaccy NCO 8.

Ons noAaTBepXOeHUs Krnacca YWUCTOTbl MPUMEHSEeTCS MeToAauka <*>, B KOTOpPOW pernamMeHTUpOBaHbl Kak
MUHMManbHOE KONMMYeCTBO ToveK Anis otbopa npob, Tak n o6bem Npobbl ¢ y4eToM NpenenoB AaHHOro Kracca Ans
KOnm4ecTBa YacTul HanbonbLUEero U3 ykazaHHbIX pa3mMepoB, a Takke MeTOA OLEHKM NOMyYeHHbIX OaHHbIX.

<*> CnpaBoyHo: FTOCT P UCO 14644-1 (EN ISO 14644-1).

13. (6) Ona noaTeepxaeHus Knacca HeoGXoOMMO WCMOMb30BaTh MOPTATMBHLIE CYETYMKM YACTULL C KOPOTKUMM
TpybkamMu aAns oT6opa Npob M3-3a OTHOCUTENBHO BLICOKOrO YPOBHSI OCAaXJEHWs YacTul pasmepom = 5,0 MKM B
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ANCTaHLMOHHBIX cucTeMax ans otéopa npob ¢ AnvHHbIMK TpyBkamu. B cnyyae cucteM ogHOHanpaBfieHHOro NoToka
BO3AyXa AOSHKHbI UCMOMb30BaTLCA M30KMHETUYECKME Hacadku Ans otéopa npob.

14. (7) NopTBeEpPXKAEHME Knacca B 3KCMyaTUpyeMOM COCTOSIHMM AOMYCTMMO NPOBOAWUTE BO BpeMsi paboTbl UNnv npu
MOAENMpPOoBaHUM pabounx onepauvii, WM Npv HanorHeHWUM nuTaTenbHBIMU cpedamu, Kak Toro TpebyeT
MOAENMpPOBaHWe CUTyauuu, MpyW KOTOPOW WMUTUPYIOTCS NpedeNibHO  AOMNycTUMble MNapaMeTpbl BedeHus
TEXHOOMMYECKOro npouecca npu camblX HebnaronpusATHbIX akTopax v YCroBUAX (4anee - HauxXyawuid criydait)
<KF>,

<*> CnpaBo4HO: YKasaHMsi MO NPOBEAEHMIO UCMbITaHWA AN NOATBEPXOEHUS MNOCTOSAHHOIO COOTBETCTBUSA
3afiaHHOMY Knaccy 4ncToTbl npuBeaeHsl B ctaHaapte FTOCT P UCO 14644-2 (EN ISO 14644-2).

IV. MOHATOPWHI YACTbIX MOMELLEHWA N YACTbIX 30H

15. (8) Heobxoaumo npoBOAUTH TEKYLUMA MOHUTOPWUHI YUCTbIX MOMELLEHUM W YUCTbIX 30H B Nepuog ux
akcnnyaTaumu. Todkum oTOopa npob Ans TeKylwlero MOHMTOpPMHra BblOMpalT Ha OCHOBE aHammu3a pUCKOB U
pe3ynbTaToB, NOYYEHHbIX NPY KrnaccudmKaLmm YUCTbIX MOMELLEHUI U (UTN) YACTBIX 30H.

16. (9) Ons 30H kmacca A MOHWTOPWMHI 4YacTuL, OOJDKEH MPOBOAUTBCS HEMPEPLIBHO HA BCEM MPOTSKEHWU
KpuTMyeckoro mnpouecca, Bknoyas cbopky obopygoBaHus. [Npu Hagnexawiem OOOCHOBaHMM UCKITHYEHUE
COCTaBMAT NPOLECChl C NPYMEHEHVNEM 3arpA3HSALLMX BELLECTB, KOTOPbIE MOTYT NOBPEAUTb CHETYMK YacTuL, Unn
npeacTaBnsaTe COBOM ONACHOCTb, B YACTHOCTW, XMUBblE OpPraHW3Mbl UMW paguonornyeckas onacHocTb. B Takux
crnyyYasix MOHWUTOPWHI CriegyeT OCYLeCTBMSATb BO BpeMs OObIYHbIX onepauui no HacTporke obopyaoBaHusA OO
MOMEHTa NosBreHns pucka. Takke Heobx0AMMO NPOBOAUTE MOHUTOPUHT BO BpEMS MOLENUPOBaHWS onepauun. B
30Hax knacca A MOHUTOPWHI OOJDKEH MPOBOAUTBLCS C TakOW 4acTOTOW M Mpu Takom obbeme oTbupaembix nNpob,
4TO6BI MOXHO ObINO 3adMKCUPOBATb BCE BMELLATENbCTBA, CriydalHble cobbiTMSA 1 Nobble NOBPEXOEHNST CUCTEMbI,
a B criyyae BbixOAa 3a npegen npegynpexaeHus - nogHaTb Tpesory. HenocpeacTBEHHO B MeCTe HanonHeHns He
BCerga BO3MOXHO NPOAEMOHCTPUPOBATL HU3KME YPOBHM YacTul pasmepom = 5,0 MKM B NpoLecce HanosnHeHns ns-
3a obpasoBaHus YacTuL, UNu Kanernb U3 CaMoro NpoaykTa.

17. (10) PekomeHnayeTcs, 4TOObI Takas xe cuctema npuMmeHsanachb Ans 30H knacca B, xota yactota otbopa npob
MOXET OblTb MeHbLUEeN. BaXXHOCTb CUCTEMbI MOHMTOPUHIA YacTuy, AoMmKHa ObiTb onpegeneHa apeKTUBHOCTbIO
pasgeneHnss Mexay pacrnonoXeHHbIMU psaoM 3oHamu knaccoB A u B. B 30Hax knacca B MOHUTOpPWHI JOMmKeH
NPOBOAUTLCSH C TakoOW 4acTOTOM M COOTBETCTBYWLIMM 06bemMoM oTbupaembix npob, 4ToBbl MOXHO 6bIno
3adpmkeupoBaTb U3MEHEHUS YPOBHS KOHTaMUHaUMKU 1 niobble yxyaweHns paboTbl cucTeMbl, a B Cnyvae BbixoAa 3a
YPOBEHb TPEBOMN MOXHO ObINO Gbl MPUHATL SKCTPEHHbIE MEPBI.

18. (11) Cnctembl MOHUTOPUHIa aspo30SbHbLIX YacTWUL, MOTYT COCTOATb M3 He3aBUCUMMbIX CHETYMKOB YacTuLl, U3
CMCTEMbI NocregoBaTeNbHO PacnosioXeHHbIX Todek oTbopa npob, nMpucoeanHeHHbIX TPybonpoBOAOM K OAHOMY
CYETYMKY YacTuy, nnm obbeauHsTb 3T ABa noaxoda. [Mpu Bbibope CUCTEM KOHTPONSA AOIDKHbI YYUTLIBATHCS
TpeboBaHusa k paaMmepam yacTuu. [Npy ncnonb3oBaHWMKM yaaneHHbIX cucteM otbopa npob HeobxoaMMo y4uTbIBaATh
AnvHy TpyboK M pagunycbl U3rMboB TPybOK C y4eTOM BO3MOXHOCTW ocedaHus yactuy B Tpybkax. [pu BbiGope
CUCTEMbl MOHUTOPMHIa HEOBX0AMMO TaKkKe ydYUTbIBaTb MOGON PUCK, UCXOASALMI OT MaTepuanos, UCNOMb3yeMbIX B
TEXHOMNOrM4YeCcKoM npoLecce, Hanpumep, HanMyne >XXUBbIX MUKPOOPraHNU3MOB UMW PaAMOAaKTUBHBIX NEKapCTBEHHbIX
npenapaTos.

19. (12) Mpwn ncnonb3oBaHMM aBTOMaTU3MPOBAHHOW CUCTEMbI TEKYLLEro MOHUTOPUHra obbem nNpob 3aBUCUT, Kak
npaBuno, oT CKOPOCTM oTbopa nNpob ucnonbdyemon cucteMbl. O6bem Npob nNpu TeKywemM MOHUTOPUHIE MOXeT
oTnuyaTbca oT 06bema Npod Npu NpoBeaeHUM KBanudmKaumm YUCTbIX MOMELLEHWUIN N YUCTbIX 30H.

20. (13) B 30Hax knacca A n B MOHWUTOPWHI KOHLEHTpauun YyacTtuy, pasmepom = 5.0 MkM nmeeT ocoboe 3HayeHue,
MOCKOSbKY 3TO ABNSETCH BaXHbIM UHCTPYMEHTOM AMAarHOCTUMKWU AN PaHHEro BbISIBNEHUS HECOOTBETCTBUSA. MHorga
nokasaTenu KonmyecTtBa yacTuy pasmepoM = 5.0 MKM MOryT ObiTb OLWIMOOYHBIMU U3-32 3NEKTPOHHOMO LUyMma,
MOCTOPOHHErO CBEeTa, CIy4alHOro CcTedeHuss OoOCToATEeNnbCTB M Npoynx daktopoB. OfHAKO €ecnv CYeTyuK
nocrneagoBaTenbHO U CUCTEMATUYECKU PErMCTPUPYET Maroe 4Yucro YacTul, TO 3TO ykasblBaeT Ha BO3MOXHOCTb
KOHTamuHauum, 4to TpebyeT paccnepoBaHus. Takue crydyanm MoryT 3abnaroBpeMeHHO YyKasbiBaTb Ha
HeMcnpaBHOCTb CUCTEMbI BEHTUMALUN U KOHAULMOHUPOBAHWS, YCTAHOBKU HAMOSHEHUA UMW CBUAETENLCTBOBATL O
HapyLleHMn NpaBui BO BpeMs Hanagkvm obopyaoBaHvs nnm ero akcnnyaTtauum.

21. (14) [Jonyctumoe KONMMYECTBO YacTuL, [Ofs OCHALEHHOro COCTOSIHMA, YKa3aHHoe B Tabnuue, OO0JPKHO
OOCTUraTbCsl NMOCIe KOPOTKOro nepmoda OYUCTKM NPOOOIDKMTENBHOCTBIO 15 - 20 MUHYT (HOpMaTMBHOE 3HAYEHUE)
npu OTCYTCTBMU NEepCcoHana nocre 3aBepleHns paboTol.
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22. (15) MoHuTopuHr 30H knacca C n D B akcnnyatupyeMoM COCTOSIHUM AOMKEH OCYLLECTBNATLCA B COOTBETCTBUU
C NpvHUMNaMu ynpaefeHus puckamu Ons kadecTtBa. TpeboBaHWMs K YPOBHIO TPEBOIM 1 YPOBHIO OeNCTBUSA ByayT
3aBMCETb OT XapakTepa BbIMOMHAEMbIX oOnepauui, OA4HaKo B mbOOM criydae [AOMKHO OblTb AOCTUMHYTO
pekomMeHAoBaHHOE 3Ha4YyeHue "nepmoga O4YnCTKN".

23. (16) Opyrve nokasaTtenu, Takue kak Temnepartypa WU OTHOCMTENbHAs BMAXHOCTb, 3aBMCAT OT NPOAYKUMM U
XapakTepa BbINOfHAEeMbIX onepauun. 3T napameTpbl He LOIMKHbI BNUATb Ha YCTAHOBIIEHHbIE HOPMATUBbLI YUCTOTbI.
24. (17) MNMpumepbl onepauunin, KOTopble CreayeT BbINOMHATE B 30HAX C pa3HbIMU Kllaccamun YMCTOThbl, NpUBEAEHb! B
Tabnumue N 2, a Tarke B NyHKTax 35 - 42 HacToswero MNpunoxeHus.

Tabnuua N 2
Knacc Mpumepbl onepaunii Ang NpoayKumMuK, nognexallien UHULLIHOW cTepunmaanmm (NyHkTbl 35 -
37 HacTogwero MpunoxeHus)
A HanonHeHue npoayKumm, KOTOPYIO HEMNb3sA NOABEPraTh PUCKY KOHTaMUHALMK
C MpuroToBneHne pacTBOPOB, KOTOPbIE HENb3S NOABEpPraTe PUCKY KOHTaMMHaumm. HanonHeHve
nNpoAyKunn
D MpurotoBneHme pacTBOpPOB M NOATOTOBKA NEPBUYHONM YNAKOBKW, MaTtepuarnos ans

nocrneayrouwero HanoJfiHeHnA

Knacc lMpumepbl onepauni 4ns NPUroToBNEHNs B acenTuieckux ycnoBusx (NyHkTol 38 - 42
HacTtoswero MNpunoxeHus)

A AcenTtnyeckoe NpUroToBfieHNE N HamnonHeHne
C [MpurotoBneHme pacTBopoB, nognexawmx punbTpaumm
D Onepaumnu ¢ maTepmanamMmm nocrie MONKM

25. (18) MNpun BbINOMHEHNM acenTUYeCcKUX MPOLLECCOB HEOOXOOUMO MOCTOSIHHO MPOBOAMTE MUKPOGUONOrMyeckumn
MOHWUTOPWHI C MCNOJIb30BaHNEM CELMMEHTALMOHHOIO M acnmpaunoHHoro metogoB oTbopa npob Bo3agyxa, otbopa
npo6 c NoBEpPXHOCTE METOAOM CMbIBOB TaMMOHOM U C UCMOMb30BaAHMEM KOHTaKTHbIX nNnactuH. MeTtoapl otbopa
npob, ucnonb3yemble B 3KCMIyaTUPYEMOM COCTOSIHUW, HE OOJPKHbI HAHOCWUTb Bpe 3aluTe 30Hbl. PesynbTathbl
MOHUTOPWHIa AOMKHbI YYUTbIBATLCS NPU NpoBeaeHnr o63opa AOChe Ha Cepuio AN BblAadm paspeLleHns Ha BbiMyck
rotoBorm npoaykuun. [locrne BbINOMHEHUS KPUTMYECKUX onepauui HeobxoAumo npoBOAUTE  MOHUTOPWUHT
NMOBEPXHOCTEN 1 NnepcoHana. Takke AOMKeH NPOBOAUTLCSA OOMNOMHUTENBbHbBIN MUKPOBMONOTMYECKUI MOHUTOPUHT BHE
TEXHOMNOrM4YeCckoro npolecca, B YaCTHOCTM, NOCNe Banugaumm CMCTEM, OYUCTKM U Oe3MHEKLNN.

26. (19) PexkomeHayemble npegensl NPy MUKPOOBMONOrMYECKOM MOHUTOPUHIE YUCTbIX 30H B 3IKCMyaTMpyemMom
CcOoCTosIHMK NpuBeaeHbl B Tabnmue N 3.

Tabnuua N 3
Knacc PekomeHayemble npefernsl MUKPOOHON KOHTaMuHauum (a)
B Bo3gyxe, CeovmeHTaums Ha KoHTakTHble nnactuHbl | OTnedaTtok nepyatkm (5
KOE/ky6. m Yawky gnametpom 90 anameTpom 55 mm, nanbues), KOE/nepyaTtka
MM, KOE 3a 4 4 (b) KOE/nnactuHa
A <1 <1 <1 <1
B 10 5 5 5
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C 100 50 25 -
D 200 100 50 -
MpumeyvaHue:

(a) MNpuBeneHbl cpeaHne 3HaYeHNs.
(b) OToeneHble NNACTUHbI ANs ceaAMMeHTaL MM MOryT 3KCMOHMPOBAaTbLCS MeHee 4 4acoB.

27.(20) Mo pe3ynbTataMm MOHUTOPUHIA HYacTUL, U MUKPOOPraHU3MOB A0MMKHbI ObITb YCTAaHOBMNEHbLI COOTBETCTBYOLLNE
npeaensl: ypoBeHb TPEBOrM U YpoBeHb AeWCTBUSA. B onepauuoHHbix npoueaypax AOMmkHbl ObiTb onuvcaHbl
KOppeKkTupytoLne AeNCTBMS B Cnyyae npeBbllleHns 3TUX Npeaenos.

V. N30NUPYIOLWAA TEXHOJIOMNA

28. (21) Wcnomnb3oBaHMe W30MUPYIOLWEN TEXHOMOMMW CBOAUT K MWHMMYMY BMELUATENbCTBO YenoBeka B
NPOU3BOACTBEHHbIX 30HaX, B pe3ynbTaTte Yero 3Ha4YUTENbHO CHMXKAETCHA PUCK MUKPOOHOWM KOHTaMUHaLUN NPoayKLUnN,
Npou3BegeHHON B acENTUYECKUX YCIOBUSAX, U3 NPOU3BOACTBEHHON cpefbl. CyLlecTBYET MHOIO TUMNOB U30NATOPOB U
nepenaTtoyHbIX YCTPOWCTB. 30NaTOp M ero KOMMNMeKTyLWmMe OOMKHbI BbiTb CKOHCTPYMPOBaHbI Takum obpasom,
4YTOObI B COOTBETCTBYHOLLEN 30HE 0becneynBanocb HeobxoaMmoe KayecTBo Bo3ayxa. M3onatopbl, M3roTOBMEHHbIE
M3 pasHbiX MaTepuanos, B Oonblerd uNM MeHbllen CTeneHn MOABEPXKEHbl MNOBPEXOEHWIO U3onAUMn 1
pasrepmeTun3aumu. NepegatovHble YCTPOWCTBA MOTYT ObiTb pa3HbIMU: OT KOHCTPYKLUWUA C OAMHAPHOW U ABOWHON
ABEPbIO 40 MOSTHOCTBI0 FEpMETU3MPOBAaHHBIX CUCTEM, BKIIOYAKOLLMX YCTPOMUCTBA ANS CTepunm3aunm.

29. (22) Nepepava matepuanos BHYTPb M HAPYXXY M30MATOpa ABNAETCH OOHUM U3 CaMbiX 60NbLUMX NOTEHLMANbHbIX
NCTOYHMKOB KOHTammHauuu. OBbIMHO MPOCTPAHCTBO BHYTPM M30MATOpa SBNSAETCA OrpaHMYeHHOW 30HOW Ans
npoBeAeHus onepauunn, NpeacTaBnsoLNX BbICOKME PUCKM ANS KaYecTBa npoaykuun. B To xe Bpems gonyckaeTcs,
4yTO B pabo4el 30He BCEX TaKMX YCTPOMCTB MOXET OTCYTCTBOBaTb TaMMHapHbIA NOTOK BO34yXa.

30. (23) TpeboBaHus K YACTOTE BO3Qyxa B cpeae, OKpyKaloLlen U3onaTop, 3aBUCAT OT KOHCTPYKUMM n3onsaTopa u
€ro HasHadeHus. YncToTy aTon cpedbl HEOOXOAMMO KOHTPONMPOBaTb, M AN aCenTUYEcKoro Npov3BOACTBA OHa
JOIPKHa COOTBETCTBOBATL, MO KpanHen Mepe, Kraccy YnctoTbl D.

31. (24) N3onsitopbl MOryT ObiTb BBEAEHbl B 3KCMfyaTauuito TOMbKO MOCHE MNPOBEAEHUS COOTBETCTBYHOLLEWN
Banuaaumn. Banvgaums JomkHa y4nUTbIBaTb BCE KpUTUYECKNE haKTOPbl U30NUPYIOLEeNn TEXHOMNOMMU, B YaCTHOCTH,
KayeCTBO BO3Jyxa BHYTPM W CHapyXu M3onatopa, nopsgok AesvHdekuun M3onsatopa, npouecchl nepegayn u
LeNnoCTHOCTb M30MsTOopa.

32. (25) Heobxogumo npoBOAUTH HEMPEPbIBHLIN MOHUTOPUHI, BKNOYawWwun B ceba 4vacTble UCnbITaHuA
repMeTUYHOCTM U30NATOPa M Y3roB "nepyaTtku - pykasa".

VI. TEXHOJIOIMA "BblAYBAHWE - HAMNONHEHWE - TEPMETU3ALMA"

33. (26) YcTponcTBO "BblAYyBaHUE - HAMOSHEHWE - repMeTu3aumua” npeacraBnseT cobon yCTpOMCTBO crneLmanbHON
KOHCTPYKUMK, IAe B OAHOM aBTOMAaTUYECKOM KOMMIEKCE B TEYEHWEe OHOMO HEMpepbIBHOMO TEXHOMOMMYECKOro LuKrna
13 TEPMONNACTUYHOIO rpaHynsATa opMUPYIOTCS YNaKoBKWU, KOTOPbIE HaMNOSMHAKTCHA NPOAYKTOM U repMeTU3NPYIOTCS.
YcTponcTBo "BblAyBaHWE - HanorfiHeHWe - repmetmsaums”, UCMorib3yemMoe B acenTUYeckoM MpPOM3BOACTBE U
nmetoLee 30Hy knacca A ¢ apdHeKTUBHBIM MOTOKOM BO3Ayxa, MOXeET BblTb YCTAaHOBMEHO, NO KpanHen mepe, B 30He
knacca C npu ycnoBuMum MWCMNONb3OBaHUSA oOfexdbl, NpUMeHsemMon B 30Hax Ana knaccos A w (unm) B.
lMponssoacTBeHHas cpeda B OCHALLEHHOM COCTOSIHMM AOfKHa COOTBETCTBOBATb YCTAHOBMEHHBIM HOpMaTuBam no
YacTMuaMm U MUKpoopraHvuamMam, a B 3KCNIyaTMpyeMOM COCTOSHMU - TOMbKO MO MUKPOOpraHm3mam. YCTPOWCTBO
"BblAyBaHue - HanonHeHne - repmeTnsauns”, ucnonb3yemoe B NPON3BOACTBE NPOAYKUUK, noanexatien UHULLIHON
cTepunuaaumm, OSMKHO yCTaHaBnmMBaThCs, MO KpanHen Mmepe, B 30He knacca D.

34. (27) YuntbiBas 0cobEHHOCTN yKa3aHHOWM TEXHOMNOrMmM, Heobxoammo obpallatb 0co00e BHUMaHKE Ha:
KOHCTPYKUMIO 1 KBanudukaumo o6opyaoBaHus;

Banuaaumio n BOCNpPOM3BOAMMOCTb NPOLLECCOB "o4nCTKa Ha MecTe" 1 "cTepunmnsauunsa Ha mecte";

NMPOCTPAHCTBO YUCTOrO MOMELLEHUS, KOTOPOE SBNSAETCA NPOU3BOACTBEHHOW Cpefon Ans pasMeLLeHHOro Tam
obopynoBaHus;

0oby4eHve onepaTopoB U UX OOEXAY;

OENCTBUS B KPUTMYECKON 30HEe 0OOpyadoBaHMs, BKMOYas BbIMONIHEHWE MOACOEAMHEHMN N COOPKN B acenTU4ecKux
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YCMNOBUAX A0 Ha4Yana HamnornHeHus.
VII. MIPOAYKLWA, MOABEPTAEMASA ®UHWLLIHOW CTEPUINN3ALIN

35. (28) MNopgroToBka KOMMOHEHTOB NEPBUYHOW YMaKOBKWM M OPYrMX MatepuarnoB M Npou3BoACTBO GOMbLIMHCTBA
BMOOB MPOAYKUMW OOMMKHbI MPOBOAUTLCA B MPOU3BOACTBEHHOW Cpede, No KpawHen Mmepe, knacca D, 4Tobbl
obecneyntb JOCTAaTOMHO HU3KWIA YPOBEHb PUCKOB KOHTAMUHALMMK YacTulamm U MUKPOOPraHu3mamu, noaxoasiui
ans punbTpauum n ctepunusaumun. Ecnv MMkpobHas kKoHTaMyMHauMs NpeAcTaBnsieT BbICOKNE UM 0COBEHHbIE PUCKM
Ona  npoaykumm (B 4aCTHOCTW, KOrga npoaykuus SBMSieTCA XOpOLleW nuTaTenbHOW cpedon Ans  pocta
MUKpOOpraHnuamoB nmbo ee ctepunuaaLmm npeallectsyeT ANUTENbHbIA Nepuos BpemMeHun, nmbo TeXHONOrMYECKMI
npouecc Begetca no Oonbliel 4YacTu B OTKPbITbIX €MKOCTSAX), NPUroToBrneHue crneayet OCYLWeCTBNATb B
npov3BoACTBEHHON cpeae knacca C.

36. (29) HanonHeHue npogykTamu, noANeXawmMmm GOUHULLHON CTepunmn3aumm, [OOIDKHO MpOBOAUTBCHA B
Npon3BOACTBEHHOW cpeae, No KpanHen Mepe, knacca C.

37. (30) MNpu NOBbILIEHHOM pUCKE KOHTaMuHauuW MpogykTa OT NPOWM3BOACTBEHHOW cpefpbl, B YAaCTHOCTM, €Cru
onepauun HanofHEHNs NPOXOAAT MeANIEHHO MMM YNaKoBKM UMEIDT LUMPOKOE ropsio, i nx Heobxoammo gepxatb
OTKPbITbIMW BONEee HECKONMbKMX CEKYHA OO0 repMeTu3alin, HanofiHeHNe AOJMKHO NPOBOAUTLCS B 30HE knacca A c
OKpyXalolen cpenon, no kpanHen Mmepe, kracca C. lNpurotoBrneHne M acoBKy Masel, KpeMOB, CYCNEH3Un u
amMynbCcui nepen UHULIHOM cTepunu3aumnenn HeobxoouMo, Kak NMpaBuio, OCYLLECTBNATb B MPOU3BOACTBEHHOW
cpege knacca C.

VIll. ACENTUYECKOE NMPOU3BOACTBO

38. (31) Onepaumn C KOMMOHEHTaMM NEPBUYHOW YMAKOBKM W APYrMMW MaTtepvanamu nocfnie MOWKU [OSIKHbI
NpoBOAMTBLCA B MPOM3BOACTBEHHOM Cpeae, Mo KpariHen mepe, knacca D. O6paboTKy CTEpMIbHOIO MCXOLHOTO Chipbsi
N KOMMOHEHTOB, €CN B JanbHenlem He npeaycMoTpeHa CTepunusaumns unm cTepunuayriowas gunbtpauus,
HeobxoOMMO OCYLLIECTBNSATL B paboyelt 30He Kknacca A ¢ Npon3BOACTBEHHON cpeaon knacca B.

39. (32) MpwuroToBneHne pacTBOPOB, KOTOPble B XOA4E TEXHOMOrMYecKoro mpouecca MoarnexaT CTepunuayoLlen
dmnbTpaumMmn, 4OMKHO NPOBOANTLCA B MPOU3BOACTBEHHOM cpede knacca C. Ecnu ctepunuayowas dunbtpaums He
NpoBOAUTCS, TO NOArOTOBKA MaTepuasrioB M NPOM3BOACTBO MPOAYKLUM OOMKHbI OCYLLECTBRATLCA B paboyen 30He
Knacca A ¢ Npon3BOACTBEHHOWN cpeaon knacca B.

40. (33) O6paboTky U HanomHeHWe npoayKUUKW, MPUrOTOBMEHHOW B aCENnTUYECKMX YCIMOBUSIX, HeobxoomMmo
npoBoAuTbL B pabo4er 3oHe knacca A ¢ Nnpon3BoACTBEHHON cpedon knacca B.

41. (34) lMepepavy (TpaHCNOPTUPOBKY) HE OKOHYaTENbHO YKYMOPEHHbIX MEePBMYHbLIX YNAKOBOK C MpoAyKuuen,
Hanpumep, NMoUNU3NPOBaHHOW, OO 3aBEPLUEHUS npouecca YKYNnopku Heobxoammo OCyLLecTBRAATb UMW B 30HE
knacca A, HaxogsLLencs B NpoM3BOACTBEHHOM cpefie knacca B, unv B repMeTnyHbIX nepegaTovHbIX KOHTENHepax B
Npon3BoACTBEHHOM cpefe knacca B.

42. (35) lMpurotoBneHMe W HaMoNIHEHWE CTEPUIIbHLIX Ma3sel, KPEMOB, CYCMEH3WA U 3MYNbCUA HeoOXoaMmo
OCYLLEeCTBMNATL B 30He Kracca A, HaxosLencs B Npon3BoACTBEHHOW cpefie knacca B, ecnu npoaykuusa HaxoamTcs
B OTKPbITbIX EMKOCTAX U B AarnbHenleM He NoABepraeTcs cTepunuaytowen unstpaumm.

IX. MEPCOHAN

43. (36) B uncTbix 30Hax gonyckaeTcs HaxoXAaeHWe TONbKO MUHUMaNbHO HeobXo4uMOro KonmvyecTBa nepcoHana,
4YTO 0COBEHHO BaXkHO ANS acenTu4eckoro npoussoacTsa. [MpPoBepKM M KOHTPOSbHbIE Oonepauuun, Npu Hanuyum
BO3MOXHOCTM, criegyeT NpoBOAMTb, HAXOASACh 3a NpedenamMy YNCTbIX 30H.

44. (37) Becb nepcoHan (B TOM Yncne nepcoHar, 3aHATbIN O4YUCTKOM U TEXHUYECKUM 06CnyXrnBaHem), paboTatoLwmn
B TaKMX 30HaX, AOJDKEH NPOXoauTb perynspHoe obyyeHne no Bonpocam Haanexallero npovM3BOACTBa CTEPUITLHON
NPOAYKUUW, BKIOYasi BOMPOCHI MMrMeHbl 1 OCHOBbI M1kpobuonorni. Ecnu cyuiectByeT He06x0AUMOCTb TOro, YTOObI
MOCTOPOHHWE NWLUa, He npolwedlmre Takoro obydyeHus (Hanpumep, paboTaiolime No AOroBOpYy CTPOUTENWU WM
Hanaguukn obopynoBaHKs), HAXOAMNUCE B YACTOM NMOMELLEHUU, TO YKa3aHHble nvua OOSKHbI MPOWTU NOAPOOHbIN
WHCTPYKTaX U 32 HAMU JOMKHO ObITb YCTAHOBMEHO CTporoe HabnaeHve.

45. (38) Bxoa B 30HbI CTEPUIBHOIO NPOM3BOACTBA NepcoHarna, paboTatoLero ¢ ChipbeM U3 TKAHEN XXMBOTHBIX MIK
KynbTypamn MMUKPOOPraHU3MOB, KOTOPbIE HE NCMOMb3YTCH B TEKYLLEM TEXHOITOMMYECKOM npouecce, AonyckaeTcs
TONbKO B Cryyae, ecnv nepcoHarn cobniogaeT yCTaHOBMEHHbIE NpoLeaypbl B OTHOLLEHMM BXOAa.

46. (39) HeobxoamMmMo BbINONMHATL TpeboBaHMSA K IMYHOW rUrMeHe u ynctoTe. lNepcoHan, 3aHATbIN B NPOM3BOACTBE
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CTEepUIbHbIX NTEKAPCTBEHHbIX CPEACTB, AOIMKEH ObITb MPOMHCTPYKTMPOBAH O TOM, YTO OH 06a3aH coobLaTthb O NobbIX
obcTosTenbCTBax, KOTopble MOryT ObiTb MPUYMHOW pacnpocTpaHeHuUst HeOOMYCTUMbIX KONMyecTBa WnuM BUOOB
KOHTaMWHaHTOB; NMPU BO3HMKHOBEHMWN TaKnx 0B6CTOSATENBCTB HEObXoANMbI Nepuognyeckne meguumHckue ocMoTpbl
COTPyAHWKOB. [JeNcTBUS, KOTOpble HEOOXOAMMO MPEANPUHSITL B OTHOLLEHWM NepcoHana, KOTOpbI MOXET CTaTb
NCTOYHMKOM MUKPOBHOW KOHTaMUHaLMKW, LOIPKHBI ONPeaensaTbCs cneumanbHO HadHauYeHHbIM NiuUoM, obrnaganLmm
Heo6X0AMMbIMW MOSTHOMOYUSIMU.

47. (40) B uncTbix 30Hax 3anpeLlaeTcs HOCUTb Hapy4HbIE Yachl U IOBENNPHbIE YKPALLIEHUS, a Takke UCNoNnb3oBaTb
KOCMETUKY.

48. (41) TllepeogeBaTbCs U MbITbCA HEOOXOAMMO B COOTBETCTBUM C YTBEPXOEHHbIMW MpPOM3BOAUTENEM
WHCTPYKUUSIMU, pa3paboTaHHbIMKU TaknMm obpas3om, 4Tobbl CBECTU K MUHUMYMY PUCK KOHTaMUHaLMK ogexabl Ans
paboTbl B YACTbIX 30HAX UM BHECEHUSI KOHTAMUHAHTOB B YNCTbIE 30HbI.

49. (42) Opexaa n ee Ka4eCTBO OOIMKHbI COOTBETCTBOBATb TEXHOMOIMYECKOMY MPOLIECCY U Knaccy pabo4deint 30HbI.
Ee Hy>XHO HOCUTb Tak, YTOObI 06ecneunTb 3aLuUTy NPOAYKLUN OT KOHTaMUHALUN.

50. (43) OnncaHne HeobXxoaMMON oaexabl AN KaXXAoro Krnacca YMCTOThbl MOMELLEHMI NPUBEAEHO HUXE:

knacc D: Bonocekl, a Takke 6opoga v ycbl (Npy HaNU4uKn) JOMKHbI OblTh 3aKpbITbl. HEOOX0AMMO HOCUTL OObIYHbIN
3aALUMTHBINA KOCTIOM M COOTBETCTBYHOLLYIO 00yBb Mnn Gaxunbl. JomkHbl ObITb MPUHSITLI COOTBETCTBYOLLME MEpPBI AN
npenoTBpaLLeHns Mobon KOHTaMMHaLUM YACTOM 30HbI N3BHE;

knacc C: Bomocbl, a Takke 6opoga u ycbl (MpWM UX HanMYMM) OOMKHbI OblTb 3akpbiTbl. Heobxoammo Hocutb
KOMOWHE30H MK GPIOYHbBIA KOCTIOM, MAOTHO obnerarowmi 3ansicTbst U MMEKLINA BbICOKMI BOPOTHMK, @ Takke
cooTBeTCTBYOLY0 06yBb Mnn HGaxunsl. OT ogexabl n 06yBU NPaKTUYECKN HE OOMKHblI OTAENATLCA BOMOKHA UMK
YacTuubl;

knacc A/B: ronosHon ybop AOMmKeH MOMHOCTbIO 3akpbiBaTbh BOMOCHI, a Takke 6opody v ycbl (Mpy UX Hanu4mm), u
OOomkeH OblTb BCTaBNeH B BOPOTHWMK KOCTIOMA, Ha nuvue HeobxoaumMo HOCUTb MackKy Ans NpeaoTBpalleHus
pacnpocTpaHeHus kanenek. Takke HeobXxoAMMO HOCUTb COOTBETCTBYHOLLUMM OGpasoM MNpOCTEPUNN30BAHHbIE U
HeonyapeHHbIE PE3NHOBLIE UMW MMACTUKOBbLIE NEPYaTKU M MPOCTEPUNM30OBAHHYI0 UNN NPOAE3MHMULNPOBAHHYIO
06yBb. HxHMe Kpas WTaHWH OOMKHbI ObITh 3anpaBreHbl BHYTPb 00yBY, a pykaBa ogexabl - B nepyaTku. 3almTHas
ofexaa NpakTUYeCcKn He JOJMPKHA BbIAENATb BOFIOKOH UMW YacTuL, M JOJPKHA 3a4epXMBaTh YacTulbl, OTAeNsALWmecs
oT Tena.

51. (44) Ynunynyto ogexay 3anpeLaeTtcsi BHOCUTb B KOMHaTbl ANsi NepeofeBaHusl, Kotopble BeayT B NOMELLEHNS
knaccoe B u C. Kaxgbin paboTHMKk B 30He knacca A/B pomkeH ObiTb obecnedeH 4YUCTOM CTepunbHOM
(MpocTepMnM3oBaHHON MMM MpoLUeWen COOTBETCTBYIOLLYIO CaHWTapHylo obpaboTKy) 3aliMTHOW ofexaow Ha
Kaxxgyto pabouyio cmeHy. NepyaTkm BO Bpemsi paboTbl HEOOXOAMMO perynspHo Ae3nHduumpoBaTtb. Macku wu
nepyaTkM HEOOXOANMO MEHATb, MO KPaNHEN Mepe, KXY CMEHY.

52. (45) Opexgy AN YMCTbIX NOMELLEeHUA HeobXxoaMMO ounwatb U obpabaTbiBaTb TakuMm obpa3om, YTOObI OHa
BMOCNeaCTBMM HE CTaHOBMMACh MPUYMHOM KOHTaMUHALMW. DTW onepaunn AOMKHbI BbIMOMHATLCS B COOTBETCTBUM C
YTBEPXKAEHHBIMU MHCTPYKUMSIMU. [Nsi MOArOTOBKM TakoW ogexabl XKenatenbHO MMeTb OTAefbHble npayveydHble.
HenpasunbHas obpaboTka ofexabl NOBpeXaaeT BOMIOKHA TKaHW, YTO YBENMMYMBAET PUCK OTAENEHMS YacTULl.

X. MOMELWEHWA

53. (46) B uncTbix 30Hax BCE OTKPbITble MOBEPXHOCTU [AOMKHbl ObITb MagkuMK, HEMNpoHULAEMbIMU U©
HenoBpeXaeHHbIMKU, YTOObl CBECTU K MUHMMYMY OOpa3oBaHMe M HaKoMMeHWe YacTul, UM MUKPOOPraHvM3MoB, a
TaKke NO3BOSIATbL MHOrOKPaTHO NPUMEHATE MOKOLLME U, MPU HEOOXOAMMOCTH, Ae3NHMLMpPYOLLME CPEACTRA.

54. (47) Ons yMeHbLUEHUS HaKOMMeHus Mbinv u obneryeHns ybopkM B MOMELLEHUAX He LOMKHO ObiTb He
NnoaSaoLLMXCa OUUCTKE YrNyOneHnn u OOMKHO ObiTb Kak MOXHO MEHbLUE BbICTYNalLWmX Kpaes, NosokK, Wkados U
obopyanoBaHus. [1Bepy [OMKHbI ObITb CKOHCTPYMPOBaHbI 6€3 yrnybneHui, HeAOCTYMNHbIX 4S5 O4YUCTKU, UCNONb30BaTb
pasaBWKHbIE OBEPU HEXENATENbHO.

55. (48) NogBecHbIe NOTOMKM JOIMKHbI ObiTb repMETUYHBIMUY C LiENbio NpefoTBpaLLeHns nonagaHnst KOHTaMUHAHTOB
13 NpOCTPaHCTBa Ha HUMU.

56. (49) MoHTax TpybonpoBoAoB, BO34YXOBOAOB U ApYroro o6opyaoBaHns HEOOXOAMMO BbIMOMHATL Tak, YToObl He
6bIno yrnybneHun n He3akpbITbIX OTBEPCTUI, @ TaKKe OTCYTCTBOBasIM NOBEPXHOCTU, HE AOCTYMHbIE ANS O4YUCTKM.
57. (50) 3anpeLllaeTcsa ycTaHaBnMBaTh pakoBMHbI U CIMBbI B 30Hax knacca A v B, ucnonb3yembix Ang acenTmyeckoro
npoussoactea. B gpyrMx 3oHax HeobxoauMmo npegycmatpuBaTb paspbiB CTpyM Mexay o0opyaoBaHWEM U
KaHanu3auMoHHOW Tpybon (BOpoHKoOW). CTOKM B MOMY B YNCTbIX KOMHATax ¢ 601ee HU3KMM KNnaccoM YMCTOTbI AOSHKHbI
ObITb 06ecneveHbl CMOHAMKN UK rMapo3aTBopamMm st NpeaoTBpaLleHnss 00paTHOro NoTokKa.

58. (51) KomHaTbl Ans nepeogeBaHMs OOMKHbI ObITb CKOHCTPYMPOBAHb! Kak BO3AYLUHbIE LUMO3bl U OOJIKHbI
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ncnonb3oBaTbcs Ana obecneyeHns MPU3nYeckoro pasaeneHns pasHblX 3TanoB CMEHbI 0Aexabl U, TakuMm obpasom,
CBOAWUTb K MWHUMYMY KOHTaMMHAUMIO 3alMTHOW OAexAbl MUKpoopraHmsmMamu u vactuuamu. OHW [OIDKHbI
abdhekTMBHO 0OTEKaTbCA OTUIBLTPOBAHHBIM BO34YyXOM. 30Ha Mepes BbIXOOOM W3 KOMHATbl (MOMELLEHWs!) Oong
nepeogeBaHns B OCHALLEHHOM COCTOSIHUM A0IDKHA MMETb TOT Xe KIacc YUCTOThI, YTO M 30Ha, B KOTOPYHO OHa BeJerT.
B HekoTOpbIX cnydasx O5is BXOA4A B YACTblEe 30HbI M BbIXOAA U3 HUX LenecoobpasHo UMEeTb OTAeNbHbIE KOMHaThI
(nomeleHuns) ans nepeogeBaHus. Kak npaBmno, yCTPOMCTBA AN MbITbS! PYK AOSMKHbI ObITb TONBKO B Ha4Yane KoMHaT
ONsi nepeofeBaHus.

59. (52) Obe paBepw BO3AOYyLWIHOMO W32 He MOryT ObiTb OTKPbITbl OAHOBPEMEHHO. [ns npegoTBpalleHus
O[HOBPEMEHHOro OTKpbiBaHWS 6Gonee ogHom ABepu AorkHa paboTaTb GMOKMPOBOYHAs cuctemMa wnu cuctema
BM3yanbHOro 1 (Mnu) 3ByKOBOTO NpeaynpexaeHus.

60. (53) Mopaya oOTHMNBTPOBAHHOrO BO3AyXa [OOIDKHA NOAAEPXKMBATbL MNOMOXMUTENbHBLIN nNepenag AaBreHus
OTHOCUTENbLHO NPOU3BOACTBEHHbLIX 30H C Bonee HU3KMM KNaccom npu BCex paboumnx ycroBmsx, a BO3AYLUHbIA NOTOK
AormKkeH adhdekTMBHO o6TekaTb 30HY. CMeXHble MOMELLEHUS C pasHbiMU KNaccamu YUCTOTbl AOSMKHbI MMETb
pasHuuy B gaeneHun 10 - 15 MNa (HopMmaTuBHOe 3HaveHue). Ocoboe BHMMaHWe crnegyeT yaensiTb 3aluTe 30HbI
HambonNbLUNX PUCKOB AJ1A KayecTBa NPOAYKUUN, TO eCTb MPOU3BOACTBEHHOW Cpeae, HeNoCpeaCTBEHHOMY BIIUSHUIO
KOTOpOW NoABepraeTcs NPOAYKLMS UM OYULLIEHHBIE KOMMOHEHTBI, KOHTaKTUpyoLwwme ¢ npogykumen. Jonyckatotcs
pa3Hble BapuaHTbl B OTHOLLEHWM MogayM Bo3dyxa W nepenaja OaBMNeHWUN, KOTopble MOryT notpeboBaTbCcst M3-3a
NMPUCYTCTBUSI HEKOTOPbIX MaTepuanos, B YaCTHOCTW, NATOMEHHbIX, BbICOKOTOKCUYHbIX, PAANOAKTUBHBIX WUIN XKUBbIX
BMPYCOB unu GakTepuarnbHbIX MaTepuanoB, WnuM npenapaToB M3 HUX. [Ns HEKOTOpbIX onepauui MoxeT ObiTb
HeobxoAamma OeKOHTaMuHauus nomelleHni n obopyaosaHusa n obpaboTtka Bo3ayxa, yganaeMoro nu3 YNCTomn 30HbI.

61. (54) HeobxogMmo noaTBepAuTb, YTO HamnpaBneHve BO3AYLIHbIX MNOTOKOB He MpeAcTaBnseT PUCKOB ANS
KOHTaMuvHauum NpoaykTa, B TOM YWCe cregyeTt yooCTOBEPUTLCSH, YTO B 30HY, NPEACTaBNAoLWY0 HanbonbLume puckm
ONs KayecTBa MpoAykTa, C BO3A4YLIHbIM NMOTOKOM HE MOCTYnakwT Y4acTuubl, UCTOYHWKAMWU BblAEMNEHUS KOTOPbIX
ABMSOTCA 0BCNyXMBaOLWMIN NepcoHan, BelNofHAsemMas onepauusa nnm obopygoBsaHume.

62. (55) JomkHa 6bITb NPpegycMoOTpeHa CUCTeEMa aBapUNHOroO OnoBeLLeHnst 06 O0Tkase CMCTEMbI BeHTunaumn. Ecnm
pasHuLa B JABMNEHUN MeXOy OBYMS MOMELLEHUSMU ABMASETCA KPUTUYHOW, MEXOY HUMU HEeOOXO0OMMO YCTaHOBUTb
OaTyvku nepenaja [faBneHus. 3HayeHus nepenaga AdaBlneHus HeobXoOMMO perynsipHO 3anucbiBaTb WM
ohopMAsATb LOKYMEHTANbHO UHBIM CNOCOBOM.

Xl. O6OPYJOBAHWE

63. (56) He ponyckaeTcs, 4ToObl Yepe3 neperopoaky, OTAENSALLY0 30HY kracca A nnm B OoT Npon3BoaCTBEHHOM
30Hbl ¢ Bonee HU3KOM YMCTOTOW BO3Adyxa, NPOXOAuna fieHTa KOHBenepa, 3a MCKNIYEeHNeM crnyvaes, korga cama
neHTa NoABepraeTcsi HEMpPepbIBHOM CTepunm3auuy (Hanpumep, B CTEPUNN3aLMOHHOM TYHHene).

64. (57) O6opynoBaHue, GPUTUHIM (MeCcTa COeAMHEHMS) U 30HbI 0BCNYXMBAHUSA PEKOMEHOYEeTCH NPOEeKTUPOBaTh U
yCTaHaBnMBaTb Takum obpasom, 4yTobbl paboTbl ¢ 0ob6opynoBaHMEM, €ro TEXHUYECKOEe OBCMyXUBAHWE U PEMOHT
MOXHO ObIfI0 NPOBOAUTL CHAPYKM YNCTOM 30HbI. Ecnn Heobxoamma cTtepunusaums, To oHa JormkHa ObiTe NpoBeaeHa
nocrie MakcumarbHO NonHon cbopkm obopyaoBaHuS.

65. (58) Ecnu TexHu4yeckoe obcnyxmBaHme obopyaoBaHMsa ObiNo NPOBEAEHO BHYTPU YNCTOM 30HbI U HEOOXOAMMbIE
HOPMbl YMCTOTbI U (MnM) acenTuku ObinM HapylleHbl BO BpeMsi 3TOM paboTbl, TO 30Ha AOSMKHA ObiTb O4YMLLEHa,
npogesnHduLMpoBaHa 1 (unu) npocTepunmaoBaHa (B 3aBUCUMOCTM OT TOro, YTO NOAXOAWT) 4O BO30OOHOBNEHMSA
npouecca.

66. (59) YcTaHoBKM ANs NOArOTOBKM BOAbI U CUCTEMbI €€ pacnpeaeneHns cnegyeTt NpoeKkTMpoBaTh, KOHCTPYMpPOBaTb
N 3KCMnyaTupoBaTb Tak, 4YToObl obecneunTb HagexHoe obecneyeHne BOAOW COOTBETCTBYHLLEro kadecta. Mx
Henb3sl 3KCNNyaTMpoBaTh CBEPX NPOEKTHON MoLWHOCTW. Bogy Ans nHbekumn Heo6x0AMMO NPou3BoOaUTb, XPaHUTb 1
pacnpenenstb Takum 06pa3oM, YTOObI NPeaoTBpaTUTL POCT MUKPOOPraHM3MOB, HaNpumep, 3a CHET ee NOCTOSAHHON
umMpkynauum npu temnepartype Bbiwe 70 °C.

67. (60) Bce obopyaoBaHue, Takoe kak CTepunmaaTopbl, cuctemMbl 06paboTkm 1 unbTpaumm Bo3gyxa, BO3AyLLUHbIE
N rasoBble QUNbTPbI, cUCTeMbl 06pPabOoTKKM, NOMyYEHUs, XpaHeHNUs U pacnpefeneHns BoAbl OOMKHbI noanexatb
BanuaauumM u NNaHoBOMY TEXHWYECKOMY OBCNyXMBaHUIO, @ Ha UX NOBTOPHOE BBeAEHME B 3KCMIyaTauutio AOIMKHO
ObITb BblAAHO pa3peLleHne NULOM, MMEeLLUM COOTBETCTBYIOLLME NMOSTHOMOYMS.

Xll. CAHUTAPHAA OBEPABOTKA

68. (61) CaHnTapHaa obpaboTka YMCTbIX 30H MMeeT 0Cco00 BaxHOe 3HadeHue. 30Hbl HEOOXOAMMO TLiATENbHO
ouyuLLaTbL B COOTBETCTBUM C YTBEPXKAEHHOW Npou3BoAMTENEM MHCTPYKUMen. B cnyvyae npoBeaeHus gesnHdekumm
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OOJIMKHBI MPUMEHSATLCA HECKONBbKO TUMOB Ae3vHUUMPYOLWKUX cpeacTs. [nsa BbisiIBNEHUS pasBUTUSA PE3UCTEHTHbIX
LUTAaMMOB MUKPOOPraHn3MoB HEOHX0AMMO NPOBOAUTE PErynsiPHbIA KOHTPOIb.

69. (62) Mowwme wn pesuHduuMpylowme cpeactBa  HeoOXOAMMO  KOHTPONMPOBATb B OTHOLLEHUU
MUKpobuonorm4yeckon YncToTel. Mix pactBopbl HEOOXOAMMO AepXaTb B NpeaBapUTENbHO OYULLEHHBIX KOHTENHepax
(Tape) n XpaHuTb NUWb Ha MNPOTSKEHWM YCTAHOBIIEHHbLIX CPOKOB, 3@ WCKIIOYEHWEM Tex pacTBOPOB, KOTOpPbIe
npocTepunu3oBaHbl. Mowwwme n gesvHpuUumpyowme cpeacTsa, Mcnonb3yemble B 30Hax knaccoB A u B, nepen
NCMNONMb30BaHWEM OIPKHbI ObITb CTEPUITBHBIMMN.

70. (63) AN CHWKEHNA MUKPOOHOM KOHTaMWHALUKM B HEOOCTYMHbIX MecTax MOXeT ObiTb nonesHa dymurauus
YUCTBIX 30H.

XlIl. TEXHONOMMYECKWMIN NPOLIECC

71. (64) Ha Bcex cTagusax nponsBoACTBa, B TOM YNCIe Ha CTaauax, NpeaLlecTsyloLwmnx ctepunusanmnm, Heobxoanmo
NPUHUMATb Mepbl, CBOASALLME K MMHUMYMY KOHTaMUHaUMIO.

72. (65) MNMpon3BoACTBO NEKAPCTBEHHBIX CPEACTB MUKPOOMONOIMYECKOrO MPONCXOXKOEHUS UM HAMOSTHEHVE UMK B
30Hax, WCMONb3yeMbIX ANA MNPOM3BOACTBA [APYrMX IeKapCTBEHHbIX CPeAcTB, He gJonyckaetcsi. BakuuHebl,
cogepxawme ybuTble MUKPOOPraHu3ambl unu OakTepuanbHble 3KCTPakTbl, MOCMEe WHaKTMBauum MoryT ObiTb
pacdacoBaHbl B TEX XXe NMOMELLEHNSIX, YTO U APYrne CTepUsbHbIE NIeKapCTBEHHbIE CPeaCcTBa.

73. (66) Bannpgaumsa npoueccoB, NpoBOANMBIX B aCEMTUYECKUX YCMOBUSIX, OOJPKHA BKMNOYaTb MOAENMPOBaHWUE
npouecca C UCNoNb30BaHNEM MUTaTENbHOW cpefpl (HanonHeHvue nutaTenbHbiMK cpegamm). [utatensHyto cpegy
HeobxoouMo BbIGUpPaATEL C y4ETOM NeKapCTBEHHON hOPMbI NIEKAPCTBEHHOIO Npenapara, a Takke CEenekTUBHOCTY,
NPO3pPaYHOCTN, KOHLEHTPALUM 1 NPUTOAHOCTU NUTATENbHOW Cpeabl AN CTEpUNn3aLmnm.

74. (67) MogenvupoBaHue npouecca AOMKHO Hambonee TOYHO UMUTUPOBATL CEPUMHBIM MPOLECC acenTU4ecKoro
npou3BoACTBa M BKMOYaTb B cebs ero nocnegoBatenbHble KPUTMYECKUE CTaammn. Takke HeOBXOAMMO y4nTbiBaTb
pas3nu4yHble BMeLlATenbCTBa, KOTOPble MOTYT BO3HUKHYTb BO BpeMs OObIMHOrO MpPOM3BOACTBEHHOrO npouecca, a
Takke cuTyaumm "Hamxyawero cny4vas".

75. (68) MogenvpoBaHue npouecca npv nepBoHavanbHOM BanuaaumMm OOJPKHO BKIHOYATh TPU nocrefoBaTenbHbIX
YAOBINETBOPUTESNBHbLIX UCMbITAHUS AN KaXAO0W CMeHbl onepaTtopoB. B ganbHenwem vx HeOGXO4MMO MOBTOPSATb
yepe3 yCTaHOBMEHHbIE MPOMEXYTKU BPEMEHU, a Takke nocre noboro CywecTBEHHOrO M3MEHEHUS B CUCTEME
BEHTUMALMN N KOHOULMOHNPOBAHWS BO3ayxa, B 060pyaoBaHuuM, NpoLecce Unm Konuyectee cMeH. Moaenuvpytowime
NpoLEeCcC UCTbITaHWUA JOJPKHbI MOBTOPATLCA ABaXAbl B rof ANs Kak4o CMEeHbl ONepaTopoB M KaXaoro npotecca.
76. (69) KonmyecTBo KOHTeVHepoB (MEePBUYHBLIX YMAaKOBOK), NpeaHasHavyeHHbIX Ans ¢acoBku nuTaTernbHbIX cpea,
OOJMKHO ObITb JOCTATOYHbIM, YTOOLI 06ecneunTb AOCTOBEPHYHO OLEHKY. B crniyyae HebonbLunx cepum KONmM4ecTso
KOHTEMHEPOB [Ans (pacoBKU NMTaATENbHbIX CpPeA AOMMKHO, Kak MWMHMMYM, COOTBETCTBOBATb pasMepy cepum
npogykunn. HeobxoammMo CTpeMnTbCH K OTCYTCTBUIO POCTa MUKPOOPraHW3MOB, NPW 3TOM noanexaTr NpuMEHEHMIo
crnepyoLwmne HopMmbl:

a) ecnu HanonHsanM MeHee 5 000 eguHML NPOAYKLMMW, HE LOIMKHO OblTb HN OJHOW KOHTaMWHUPOBAHHOW €ANHULbI;
6) ecnu HanonHsAnm ot 5 000 go 10 000 eguHML NpoayKUMK, TO:

ofHa (1) KOHTaMMHMPOBaHHasi eaMHMLA SIBNSETCA OCHOBAHMEM A1 paccrnefoBaHus NPUYUH U NOBTOPHOW hacoBKu
nuTaTenbHbIX CPeL;

OBe (2) KOHTaMWHUPOBaHHbIE €0MHWLbI - TPOBOAUTCHA paccrnefoBaHue MpUYMH 1 MOBTOPHAsA Banvaauus;

B) ecnu HanonHanu ceblwe 10 000 eguHuy, TO:

oaHa (1) KOHTaMWHMPOBaHHAs €AMHMLA ABNSETCS OCHOBAHUEM 115 paccnefoBaHus NPUYmH;

aBe (2) KOHTaMUHNPOBAHHbBIE €4MHMILbI - MPOBOAUTCA paccrnefoBaHne NPUYMH U MOBTOPHAs Banugauus.

77. (70) Tpu nobom KonMYecTBe MEPBUYHBIX YMAKOBOK C MMTATENbHOW Cpedon nepuoguyeckse criyyvau
0obOHapyXeH1s1 MMKPOBHOWM KOHTaMMHALMM MOTYT YKasbliBaTb Ha HannumMe HebOMbLUIMX YPOBHEN KOHTAMUHAHTOB, YTO
OomkHO OblTb paccnegosaHo. [lpn oBHapyXeHuM 3Ha4YUTEeNbHOW MUKPOBHOW KOHTaMuHauMM Heobxooumo
paccMOTPETb BO3MOXHOE BIUSHME Ha CTEPUNbHOCTb CEpPUR, BbIMYLLIEHHbIX MOCMe MPOBEeAEHNA MNOCNeaHMX
yCMELHbIX UCMbITAHWIA C HAMOJIHEHMEM NUTATENbHBIMU Cpeaamu.

78. (71) Heobxoanmo obecneyunTb yCrioBus, Npy KOTOPbIX Ntobas Banuaauns He Co3gaeT PUCK ANnst TEXHOOTMYECKMX
NpoLEeCCOoB.

79. (72) VicTouHnkn BogoCHabxeHusi, obopynoBaHMe Ansi MOATOTOBKM BOAbI M MPUrOTOBMEHHAs BOAa nmoanexart
perynsipHOMy MOHUTOPWHIY Ha HanNM4ne XMMUYECKNX n BUONorm4yecknx KOHTaAMMHAHTOB U B HEOBXOAUMBIX Cryvasx
Ha 3HOOTOKCWMHbLI. Pe3ynbTaTbl MOHUTOPMHra U NOObLIX NPEANnPUHATBIX AEWCTBUMA Heobxoammo 0dopMMsTb
OOKYMEHTanbHO.

80. (73) B umcTbix 30Hax, 0COOEHHO B XOA4e MpoLecca acenTMyecKkoro npon3BoAcCcTBa, AeATENbHOCTb NepcoHana
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OoMmkHa OblTb MUHMMAanNbHON, a ero nepeaBMXeHne JOIMKHO BbiTb pa3MepeHHbIM 1 KOHTPONMpYyeMbIM BO n3bexaHue
n36bITOYHOrO BblAENEHMS YacTUL, U MUKPOOPraHM3mMoB, 06YCNOBNEHHOrO NOBbILLIEHHOW ABUraTENbHOW aKTUBHOCTbIO.
TemnepaTypa W BRaXHOCTb OKpYyXalLllewh cpedbl AOMKHbI ObiTb HE OYeHb BbICOKMMMW, 4TOObI HE co3gaBaTb
AnckoMdopTa C y4eTOM CBOWCTB MCMONb3yeMOol ogexapl.

81. (74) MukpobHasi KOHTaMUHALMS] UCXOOHOTO Chipbsl U MaTepMarnoB AOJPKHA ObITb MUHUMarbHOW. Cneundurkayum
Ha HUX JOJPKHbI BKIMHOYaThb B cebs TpeboBaHMs K MMKPOOMONOrMYeCcKon YMCToTe.

82. (75) B unctbix 30Hax HeOOXOAMMO CBOAUTH K MUHUMYMY HanuMyne KOHTEMHEPOB M MaTepuarnoB, OT KOTOPbIX
BO3MOXHO OTAEeNEHNE BOMOKOH.

83. (76) Heobxoanmo npyHMMaTh Mepbl N0 NPeOTBPAaLLEHNI0 KOHTaMUHALUK FOTOBOW NPOAYKUMN YacTULaMMU.

84. (77) Mo okoHYaHUWM MNpoLlecca OYUCTKM KOMMOHEHTOB, KOHTEMHEpPOB M 0BOopyaoBaHMS C HUMU Heobxoammo
0bxoanTbcs Tak, YTobbl HE Nponcxoamna Ux NOBTOPHast KOHTaMUHALUS.

85. (78) WHTepBanbl BpeMeHM Mexay MOWKOW, CYLUKOW W CTepunusaumert KOMMOHEHTOB, KOHTEMHEpPOB W
obopydoBaHusl, a TaKkke Mexgy WX CcTepunu3dauvMen 1 nocnegyrolyMm  WUCMNonb30BaHWEM [AOMKHbl  BbITb
MUHMManbHbIMU U UMETb OrpaHUYeHnE Mo BPEMEHN, COOTBETCTBYIOLLEE YCITOBUSAM XPaHEHMS.

86. (79) Bpems Mexagy Hadanom npUroTOBIIEHUSI pacTBOpa M €ro CrepunusaumMen Unn CTepunmnayoLLemn
dvnbTpaLmen JOMKHO ObITb MUHUManbHbIM. [1Nsa Kaxxaoro Buaa npogykuum Heo6xXxoaMMo YyCTaHOBUTb MaKCUMarnbHO
OOnycTMMOe BpeMS C y4eTOM ee COCTaBa W yCTaHOBIIEHHOMO NOpsiika XpaHeHWUsI.

87. (80) MNepep cTepunusaumen Heo6xoAUMO KOHTPONMPOBaTh YPOBEHb MUKPOOHOW KOHTaMMHaunW. JomkHbl ObiTh
yCTaHOBMEHbI paboyne rpaHunLbl KOHTAMUHALMW HENOCPEACTBEHHO Nepes CTepunuaaumen, KoTopble COOTHOCATCS C
3(pPEeKTUBHOCTLIO MCMOMb3yeMoOro Metoga. YpoBeHb MUKPOOHOW KOHTaMmHaumMm HeobXOOMMO KONMYECTBEHHO
onpenenaTb ANs KaXOoW cepun Kak MpOAYKUMW, HAMOSIHEHHOW B acenTUYEecKUX YCMOBMSAX, Tak M Npogykuuu,
noasepraemMon OUHULLIHOM CcTepunusauun. Ecnv gna nekapcTBEHHbIX NpenapaTtos, noAaBepraembiXx (UHULLHON
cTepunu3auumn, ycTaHoBneHbl Gornee XecTkne napameTpbl CTepunusauun, ypoBeHb MUKPOOHOM KOHTamMuHaLum
MOXXHO KOHTPONUPOBaTb TOMbKO 4Yepe3 COOTBETCTBYIOLLUME WHTEpBamnbl BpeMeHu cornacHo rpaduky. [pu
MCMOMb30BaHMM CUCTEM BbiNyCcka MO napaMmeTpam onpegerneHne MUKPOOHOM KOHTaMuHauuuM Heobxoammo
NPOBOAWTL AN KaXXOOW Cepun 1 paccmaTpyBaTh Kak UCMbITaHWe B npolecce npou3soacTtea. [Npu HeobxoamMmocTu
OOIMKEH OCYLLECTBIATLCA KOHTPONb YPOBHSA 3HOOTOKCUHOB. Bce pacTBopbl, 0COOEHHO MHMY3NOHHbBIE KXUOKOCTU
Gonboro o6bema, HeobxoauMO noaBepratb CTEPUNM3YIOLLEN UNbTPauun No BO3MOXHOCTM HEMOCPEACTBEHHO
nepeg HanosiHeHneM.

88. (81) KomnoHeHThI, KOHTenHepbl, obopyaoBaHMe U Nnobble Apyrue NpeaMeTbl, HEOOXOAMMbIE B YMCTOWN 30HE,
0COobeHHO npu paboTe B acCenTUYECKUX YCMOBUAX OOMKHbI ObiTb MPOCTEPMM30BaHbl M MepedaHbl Tyaa vepes
BMOHTMPOBAHHbLIA B CTEHY MPOXOAHOM CTepunu3aTop C [ABYCTOPOHHMM AOCTYNOM WM MHbIM CNOCOGOM,
npeaoTBpaLLaWMM KOHTaMuHaumio. Heroproune rasbl JOMMKHbI NPOXOauTb Yepe3 hunbTpbl, 3a4epxuBatoLlume
MUWKPOOPraHn3mbl.

89. (82) 3ddekTnBHOCTL Nt0BGOro HOBOrO npouecca AormkHa ObiTb nNoATBepXAeHa npu Banugauum, KOTOPYHO
Heob6xoOMMO perynsipHo NOBTOPATbL B COOTBETCTBUM C NITAHOM, YYUTBIBAKOLWMM rpadomk akcnnyaTaumm, a Takke npum
nodoM 3HaUUTENBHOM U3MEHEHMM B NpoLiecce unm obopyaoBaHmm.

XIV. CTEPUITN3ALUNA

90. (83) Bce npouecchbl CTepunusauuu OOJDKHbI NponTyu Banugauutio. Ocoboe BHMMaHWe Heobxogumo, ecnu
NpUMeEHsieMbI MeTO cTepunusauun He onucaH B [ocyaapcTBeHHon dhapmakornee Poccunckon depepauyumm mnm
NCNonb3yeTca Ang NPoayKTa, He ABNAKLLErocs NpoCTbIM BOAHbIM U MacnsiHbIM pacTBOpPOM. [1peanoytuTensHbIM
SBNAETCA MeToq TepMUYECKOn cTepunusaumm. B nobom cnyyae metoq ctepununsaumm AOSMKEH COOTBETCTBOBATL
NNLEH3MM Ha NPOU3BOACTBO U PErNCTPALMOHHOMY A0ChE.

91. (84) MNepen BbIGOpom ntoboro npouecca crepunusaumMm HeobxoAMMO MPOLAEMOHCTPMPOBaTb C MOMOLLBHO
PUINYECKMX U3MEPEHNI U, €CIIN BO3MOXHO, BUONOrMYECKUX MHOUKATOPOB, YTO OH NOAXOAMWT AN AaHHON NPoayKLUUK
N 3PEKTUBEH ANA OOCTUXKEHUA HEODXOAUMBIX YCNOBUIA CTEPUMM3ALIMM BO BCEX YACTHAX KaXZOro Tuna 3arpysku.
Banungauuto npouecca Heo6X04MMO NOBTOPSATL YEPE3 YCTaHOBMEHHbIE rpadMkoM NMPOMEXYTKU, HO HE peXxe OAHOro
pasa B rof, a Takke Bcerja B criyqyae BHECEHUS CYLLECTBEHHbLIX U3MEHEHMI B 000pyaoBaHue. HeobxoaMmMo XpaHutb
3anvcu ¢ pesynbTaTamu.

92. (85) OAna addekTnBHOW CTEpUnNU3aLMnm BeCcb MaTepuan B LEeNnoMm [OofKeH ObiTb NMoaBeprHyT Heobxoaumon
06paboTKe, a Npouecc opraHM3oBaH Takum 06pa3oM, YToObl rapaHTUpoBaTh, YTO AOIMkHast achdeKkTMBHOCTL ByaeT
OOCTUrHyTa.

93. (86) lnst BCex NpoLLeCCOB CTEPUNM3aLUN SOMKHbI OblTb padpaboTaHbl M SOIDKHbI NPOWTM Banvaaumio cnocobbl
3arpysKu.
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94. (87) NprnmeHeHre BUONOrMYECKMX MHOMKATOPOB AOIMKHO paccMaTpUBaTbCS TOMbKO Kak AONONHUTENbHbIN METO
KOHTpOns cTtepunu3sauumun. bruonoruyeckne nHankaTopbl HEOBXOAUMO XpaHUTb U UCMONb30BaTb B COOTBETCTBUM C
WHCTPYKUMSIMA MPOU3BOAUTENS, @ UX KA4yeCTBO KOHTPONMpoBaTb MeTodamu MO3WTUBHOIO KOHTpons. B cnyyae
MCMNonb3oBaHuUs OUMOMOrMYEecKNX WHOUKAaTOpPOB HEOOXOOUMO MPUHATbL CTPOrMe Mepbl, npegoTBpallatolme
MUKPOBOHYIO KOHTaMUHaLUMIO0 OT CaMUX MHAMKATOPOB.

95. (88) LomkHbl ObITb YeTKO onpeaernieHbl Mepbl, obecnevnBaloLne pasgeneHne Npoaykumm, npoLueawen n He
npolwielen ctepunusauuio. Ha kaxxgon kopavHe, NoTke Uy ApYron eMKoCTU AN NpoAyKUMM UMM KOMMOHEHTOB
JormkHa OblTb 4YeTKas 3TukeTka C HaMMeHOBaHMEM MaTtepuana, HOMEpoM CepuuM W yKasaHueMm, npoLlen OH
cTepunu3auuio unn Het. MNpn HeobxoaMMOoCTN MOryT ObITb UCNONBb30BaHbl TakMe MHAMKATOPbI, Kak aBTOKNaBHas
neHTa, ANng ykasaHus TOro, npoLuna nu cepus (MnNun 4acTb Cepum) nNpouecc cTepunmnsaunm, OAHaKo OHU He AakoT
OOCTOBEPHOro NOATBEPXKAEHUS TOr0, AEUCTBUTENBHO NN CEPUSt CTEPUIbHA.

96. (89) [insa kaxgoro umkna crepunuaaumm HeobxoamMmo COCTaBNATb 3anvUCK, KOTOPbIE AO0MKHbI OblTh YTBEPXKAEHbI
B pamMKkax npoueaypbl Bblayn paspeLleHnsi Ha BbiMYCK CEpPUMN.

XV. TEPMUYECKAA CTEPUNTN3ALINA

97. (90) Kaxapli LMK TEPMUYECKOW CTEpUnNmn3auumn OOmkeH ObiTb 3anncaH B BMAE AvarpamMmmbl B KOOpAMHATaX
Bpemsi-TemnepaTtypa B LOCTATO4MHO Oonblwiom macwTtabe unu OblTb 3aperMcTpyupoBaH C MOMOLLBIO OpYroro
COOTBETCTBYHOLLErO 060PYyAOBaHNS, MMEIOLLIEr0 HEODXOAMMYIO MPaBUITbHOCTb U TOYHOCTb. MecTo pacnonoxeHusi
TemnepaTypHbIX AaTYMKOB, UCMONb3YEMbIX AN KOHTPONS U (Unu) 3anucu, OOMMKHO ObiTb OnpeaeneHo BO BpeMs
Banuaaumm n B cnydae HeobxoouMOCTM TakkKe MPOBEPEHO C NMOMOLLBID OPYroro He3aBMCUMOTO TeMMepaTypHOro
JaTyumka, pacnonoXeHHOro B TOM e MecCTe.

98. (91) JonyckaeTca MCNONb30BaTb XUMUYECKME N BMONMOrM4YeckMe UHAUKATOPbl, HO OHM HE OOIMKHblI 3aMEHATb
npoBefeHne prnsnmyecknx n3mepeHni.

99. (92) OomkHo BbiTb NPeayCMOTPEHO AOCTAaTOYHOE BpPeMsi, YTOObl BeCb 00beM 3arpy3ku JOCTUr HeOOGXoaAMMOown
TemnepaTypbl 4O TOro, kak OygeT Ha4aT OTCYET BPEMEHU CTepunusaumn. 3ToT nepuog AormkeH ObiTb onpegerneH
ONsl KakOoro Tvna cTepunmM3yemMon 3arpysku.

100. (93) lMocne 3aBepLlUeHUs BbICOKOTEMNEPATYPHON hasbl LMKNa TEPMUYECKON CTepunm3aumm OOJDKHbl ObiTb
NPUHATBLI MEPbI NPEe4OCTOPOXHOCTU, NPEAO0TBpaLlaloLLne KOHTaMMHALMIO NPOCTEPUITM30BAHHON 3arpy3kn BO BPEMS
oxnaxpgeHnus. Jliobasi oxnaxgarolas >XUOKOCTb WNU ra3, KOHTaKTMpYyloLWMe C NpOoAyKUMERn, OOMKHbI ObiTb
NPOCTEPUN30BaHbI, KPOME CITydaeB, Korga BO3MOXHOCTb UCMOMNb30BaHNSI HEFEPMETUYHbIX YNAKOBOK UCKIOYEHA U
npuBeneHbl COOTBETCTBYHOLLME AOKa3aTeNbCTBA.

XVI. CTEPUNN3ALINA MAPOM

101. (94) MNpwn cTepunu3auun Napom HeobXoouMO KOHTPONMPOBaTb TemnepaTypy v AasneHune. PekomeHayeTcs,
4YTOObI CpeacTBa yrnpaBneHus bbinv He3aBUCUMBI OT CPEACTB KOHTPONS U 3anuckiBatoLwmx ycTponcTs. Ecnm gnsa aton
Lenu Ncnornb3yTcs aBTOMaTUYECKNE CUCTEMbI YNPaBIEHUS U KOHTPOMS, OHWU AOMMKHbI MPOMTY Banugaumio, YTobbl
rapaHTMpoOBaTb MX COOTBETCTBME TPeDOOBaHUAM K KpUTUYECKOMY npoLeccy. HapylieHus B xoae npouecca SOJKHbI
permcTpmpoBaTbCa CUCTEMOW U HAXOAUTLCA Mo Hag430poM onepartopa. B xoae npouecca ctepunuaaumm nokasaHus
He3aBMCMMOrO JaTtyvka TemnepaTypbl HEOB6X0AMMO NMOCTOSHHO CBEPSATh C AaHHBIMK AuarpamMMbl 3anucbiBaloLLErO
ycTponcTBa. [Ins cTepmunmM3aTopoB, UMEIOLLUX CTOK B HE KaMepbl, MOXET BO3HMKHYTb HEOOXOAMMOCTb perncrpauum
TemrnepaTypbl B 3TON TOYKE B TEYEHWe BCEro uukna crepunmsaumu. Ecnu B umkn ctepunusaumm BXoauT 3aTtan
BaKyyMUPOBaHMsS, TO HEOOXOAUMO PErynspHO NPOBOANTL NPOBEPKN KaMepbl HA TEPMETUYHOCTb.

102. (95) Ctepunuayemble npegMeTbl, HE HaxoOALWMECH B repMETUYHbIX YMaKoBKax, AOIMKHbI ObITb 3aBEPHYThHI B
MaTepuan, npornyckawLmin Bo3gyxX M nap, HO NpesoTBpaLLaroWmMA NOBTOPHYID KOHTAMUHALMIO 3TUX MpPegMeToB
nocne crepunusaumm. Heobxogumo obecneymTb KOHTAKT BCEX YaCTeNn 3arpy3ku CoO CTEPUIM3YIOLLMM areHTOM npu
3a[jlaHHbIX TemMnepaTtype 1 BpeMeHMU.

103. (96) Heobxogmmo obecneunTb, YTOObLI NS CTEPUNM3aLUM NPUMEHSANCA Nap HagneXxallero KayecrBa, He
cofepXalluin Takoro KOnuMyecTBa NPUMECEN, KOTOPoe MOrno Obl BbI3biBaTb KOHTaMWHAUMIO MPOAYKUUW UMK
obopynoBaHus.

XVII. CYXOXXAPOBAA CTEPUNN3ALINA

104. (97) Mpun cyxoxapoBomn cTepunm3auny JOMMKHbI ObiTb MPegyCMOTPEHbI LUPKYNALUS BO3AyXa BHYTPY kKamephbl 1
nogaepkaHve usbbITOYHOrO OaBMNeHUs ANS NpefoTBpalleHus nonagaHus BHYTPb HEe HeCTepurbHOro BO34yXxa.
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Jllobon nocTynawwun BHYTPb BO3AYX OOIDKEH NPOXOAMTb Yepe3 unbTpbl BbiCOKOM addekTnBHocTu (HEPA-
¢dunbTp). Ecnu cTtepununsauns npegycmatpuBaeT yCTpaHeHUe NUPOreHoB, TO KakK YacTb BanuaaLlmm OOSKHbI ObiTh
NpOBEAEHbI UCMbITAHUSI C NPeAHaMEPEHHBIM NCMONb30BaHMEM SHOOTOKCUMHOB.

XVIll. PADBMAUNOHHAA CTEPUNTN3ALINA

105. (98) PagnaumoHHyl  CTepunmM3auMio  UCMOMb3YKT  [MaBHbIM  obpasom  gns  cTepunusauun
TEPMOYYBCTBUTENBHBIX MaTeprarnoB u npogykunn. MHorne nekapcTBeHHble CPeAcTBa N HEKOTOPbIE YNAaKOBOYHbIE
MaTepuanbl YyBCTBUTENMbHbI K MOHU3UPYIOLLEMY U3NYYEHUIO, CNeaoBaTenbHO, 3TOT MeTOA AOMYCTMM TONbKO TOrAa,
korga ObINo aKcnepuMMeHTanbHO NOATBEPXOEHO OTCYTCTBME BPEOHOro BRMsSHWUA Ha npogykuuio. Kak npasuno,
obnyyeHue ynbTpadroneToBbiM N3NyYEHMEM HE SBNSETCA NPUeMNeMbIM METOAOM CTEPUNIM3aLnK.

106. (99) Bo Bpemsi npouecca cTepunu3auun [OIDKHO MNPOBOAUTLCS WU3MEpPEHME MOrnoLweHHOW O03bl
NOHU3NPYIOLLEro nsnyyeHns. [ina aTtoro crnegyeT MCNonb3oBaTb AO3MMETPbl, NOKa3aHWUs KOTOPbIX HE 3aBUCAT OT
NCMNOMb3yeMOW MOLLHOCTU A03bl U3MNy4YEeHUsl, HO KOTopble 0B6ecneynmBaloT KONMMYECTBEHHYK pernctpauuio go3bl
N3MNy4YyeHnsi, MOIMOLWEHHYI0 caMol npoaykuven. [o3vmeTpbl OOMKHbI ObiTb pasMelleHbl cpeau 3arpysku B
OOCTaTOYHOM KOJIMYECTBE M Ha JOCTaTOYHO BNM3KOM pacCcTosiHAWM Apyr OT Apyra, YTobbl rapaHTMpoBaTh Hanuume
003MMEeTPOB BO BCEX MecTax, noaBepraemMbix o6nydeHuto. MNMnactmaccoBble A03MMETPbl LOIDPKHbI NMPUMEHATHCSA
nVWb B npegenax cpoka AencTBus UX kanmbpoBku. [NokasaHus 0O3MMETPOB HEOOXOAMMO CHUMAaTb B TeYeHue
KOPOTKOro OTpe3ka BpeMeHM nocne obnyyeHus.

107. (100) B ka4ecTBe cpeactBa AONOMHUTENBHOIO KOHTPOMA MOTYT UCMOMNb30BaThCA Bronornyeckne MHONKaTopbI.
108. (101) lNpoueaypbl Banuaaunm OOMKHbI rAPaHTUPOBATb, YTO YYTEHO BIMSAHWE Pas3HOW MIOTHOCTWU YKMNaaku
CTEepUNM3yemMon NpogyKunm.

109. (102) T[lpoueaypbl ob6palleHus C maTepuanamy SOSKHbl MpefoTeBpawaTe NepenyTbiBaHue Mexay
06nyYeHHbIMWN 1 HeOBnyYeHHbIMM MaTepuanamu. Ha kaxkgyro ynakoBKy OOSKHbI OblTb HAHECEHbI YyBCTBUTENbHbIE
K M3Ny4YeHMIO LBETOBble WMHAMKATOPbl ANS TOro, 4Ytobbl pasnuuyaTb YNakoBKM, MpoOLIeAlne U He npollegliune
obnyyeHue.

110. (103) CymmMapHasi NornoLleHHas 4o3a nsny4yeHnst gormkHa bbiTb HabpaHa B Te4eHne BpeEMEHU, OTBEAEHHOIO
Ha npoLecc cTepunuaaumm.

XIX. CTEPUNTN3ALINA OKCMAOM STUNEHA

111. (104) 3T10T MeTO4 MOXET ObITb UCMOMb30BaH TOMbKO TOrda, Korga HEBO3MOXHO WCMOMb30BaHWE ApYroro
cnocoba. Bo Bpemsa Banvagaummn npouecca JOMKHO BbiTb AOKa3aHO, YTO OTCYTCTBYET MoBpexaaloLlee BrvsiHue Ha
nNpoayKuuio, a NpeayCcMOTPEHHbIE ANA Aera3aummn ycrioBUs U BpeMs TakoBbl, YTO KONMYECTBO OCTATOYHOrO rasa u
NPOAYKTOB peakumn OyaeT HaxoauTbCA B AOMYCTUMbIX Npeaenax, yCTaHOBMNEHHbIX ANS AaHHOMo BMAa NPoayKuuu
unu maTtepmana.

112. (105) CywecTBeHHOe 3HayYeHWe UMeeT HernocpeACTBEHHbIN KOHTAKT MeXAy rasomMm U MUKpOOpraHusmMamu.
Heobxooumo npuHATE Mepbl NPEeAOCTOPOXHOCTU OT BKIOYEHMS MUKPOOPraHM3MoB B martepuan (Hanpumep, B
KpucTannbl UNu BbICYLLIEHHbIA 6eMnok). Bug n konnyecTBo yNnakoBOYHbLIX MatepuanoB MOTyT CyLLIECTBEHHO MOBNUATL
Ha npovecc.

113. (106) Mepen obpaboTkoM ra3om [OIMKHO OblITb OBGecnevyeHo COOTBETCTBME BMAXHOCTU U TemnepaTypbl
matepuanoB TpeboBaHWsiM mnpouecca. Tpebyemoe Ans 3TOr0 BPEMsi AOMKHO ObiTb, MO BO3MOXHOCTW,
MUHUMAaTbHbIM.

114. (107) Kaxkgbivi umkn ctepunmnsaumm OMMKEH KOHTPONMPOBATLCS C MOMOLLbIO COOTBETCTBYHOLLMX BUONOrnyeckmnx
WHOWKATOPOB, HEOHXOOMMOE KONMMYECTBO KOTOPbIX AOIMKHO ObITb PaBHOMEPHO pacnpedeneHo no BCen 3arpyske.
Mony4eHHasn npu 3TOM MHOpPMaLMs 4OMKHaA COCTaBNSATb YacTb JOCbE Ha CEPUIO FTOTOBOW NMPOAYKLMK.

115. (108) Onsa kaxgoro umkna crepunm3auny SOMmkHbl ObiTb OPOPMIEHbI 3anUCK C YKazaHMeM BPeMEHU MOSTHOro
3aBepLUeHNs uMKna, AaBneHus, TeMnepaTypbl 1 BaXXHOCTU B KaMepe BO BpeMSs npoLecca, a Takke KOHUEeHTpauum
n obLlero KomuMyecTBa MCMONb30BaHHOrO rasa. [laeneHne u TemnepaTypy HeOOXOAMMO perucTpupoBaTtb Ha
NPOTSXKEHUN BCErO UUKNa Ha guarpaMme. OTU 3anMcu OOfKHbl COCTaBNATb YacTb OOCbE Ha CEepuo FOTOBOM
NpoayKLUUN.

116. (109) 3arpy3ky nocrne crepunusaumm HeobxoanmMo XpaHUTb MO KOHTPOJIEM B YCIOBUSX BEHTUNALUK, YTOObI
obecneunTb CHWXEHNE COAEPXKaHWUS OCTAaTOYHOrO rasa MU NpoayKTOB peakuuu 0O YyCTaHOBIEHHOTO npegena. dToT
npouecc OOMMKeH NPONTU Banuaauuio.

XX. dUNTbTPALUNA NEKAPCTBEHHbBLIX CPEAOCTB, KOTOPbIE HE MOT'YT BbITb
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MPOCTEPWNN30BAHbI B OKOHYATEJIbHOW YNAKOBKE

117. (110) NpoBeaeHne CTepUNU3yOLLEN (UNbTPALMK He ABNSIETCA AOCTAaTOYHbIM YCITOBUEM CTEPUNU3ALINN, ECITN
BO3MOXHO MpOBedEeHME CTEpUnmM3auumn NpoayKUMM B OKOHYaTENbHOW YynakoBke. [MpegnoyTntenbHbIM sIBRSETCA
MeToA cTepunusaumu napom. Ecnv npoaykumnsa He MoxeT ObiTb NPOCTEPUIIM30BAaHa B OKOHYaTENbHOW YMaKoBKe, TO
pacTBOPbI UIN XXMAKOCTU MOTYT BbITb MPOUILTPOBaHbI Yepe3 CTEPUITbHBIN (OUNBTP C HOMUHANBHBIM Pa3MepoM Nop
0,22 MkM (MM MeHee) unu 4Yepe3 (pUIbTP C aHanoOrM4YHOM CrMOCOOHOCTBIO 3adepPKMBaTb MUKPOOPraHuW3mbl B
npenBapuTeNbHO NPOCTEPUNN30BAHHbIE KOHTENHEpb! (ynakoBku). Takve unbTpbl MOTYT yAansaTe OOMbLIMHCTBO
OakTepuii U NnecHeBbiX rpubOB, HO He BCe BUPYCbl UMM MUKONMasmbl. [103ToMy AormkHa ObiTb paccMOTpeHa
BO3MOXHOCTb JONOMHEHNs npouecca punbTpaumm TepMmmyeckon od6paboTkon onpeaeneHHON CTeNneHN.

118. (111) B cBsi3M c Tem, 4YTO Npu CTepunuaywwen unbTpauum NoO CPaBHEHUIO C APYruMM npoLeccamu
cTepunu3auumn cylectsyeT MNOTEHUManbHbI LOMNOMHUTENBHBLIN PUCK, HEMOCPEACTBEHHO nepen hacoskom
pekoMeHayeTCa MOBTOpHasi unbTpaums yYepes AOMOMHUTENbHbIN CTEPUNU3YIOLWNA OUNLTP, 3afepKUBatoLL i
MUKpoopraHuamel. [locnegHow crepunuaytoLyo unbTpaumnto Heo6XO0AMMO OCYLLECTBASATL Kak MOXHO 6nvxke K
MeCTY bacOBKM.

119. (112) Heobxooumo ncnonb3oBaTtb PUNLTPbI C MUHUMAIbHbLIM OTAENEHNEM BOJIOKOH.

120. (113) MNepen ucnonb3oBaHWeM CTEPUNU3yOLLEro UNbTpa M cpasy NOcre ero UCMnonb3oBaHMsA HeobXxoaumo
NpoOBEPATL €ro LEeNOCTHOCTb TakuMm METOAOM, Kak "Toyka ny3bipbka", MeTogoM AuddY3MOHHOIO MoToKa Wnn
ucnblTaHMem nop AasneHveM. MNpu BanuaaumMu OOMKHbI ONpeaensaTbca BpeMsi, Heobxoaumoe Ansa dunbTpaumm
pacTBopa 3agaHHoro o6bema, 1 nepenag gaBneHun Ha uneTtpe. JTilobble CyLeCTBEHHbIE OTKMOHEHUS OT YKa3aHHbIX
napameTpoB BO BpPEMS TEKYLLEro npoM3BoACcTBa HEOOXOOUMO perncTtpupoBaTb M UccnenoBatb. Pesdynbtarthl 9TMX
NPOBEPOK AOMMKHbI ObiTh BKMOYEHbI B JOChbe Ha ceputo npogykuuun. Cpasy nocne Mcnonb3oBaHMs Heobxoaumo
noAaTBePXXAaTb LENOCTHOCTb KPUTUYECKMX Ta3oBbiX M BO3QYLIHbIX unbTpoB. LlenocTHOCTb Apyrux cunbTpoB
OOJDKHA NOATBEPXKAATbCS Yepe3 COOTBETCTBYIOLLME UHTEPBATTbl BDEMEHM.

121. (114) He ponyckaeTcsa ucnonb3oBaTb OAMH U TOT Xe unbTp B TeyeHne Bonee ogHoro pabodyero AHs, 3a
UCKIMIOYEHMEM CITy4aeB, Korga BO3MOXHOCTb 6onee AnMTeNbHOro ero UCNosib30BaHUS NOATBEPXKAEHa BanvaaLlmen.
122. (115) ®unbTp He JOMKEH OKa3biBaTb BNUSHME HA NPOAYKLMIO, 3adepXKMBas €€ MHIPEANEHThl UKW BbiOenNss B
Hee Kakue-nubo BeLLecTBa.

XXI. OKOHYAHME NPOLIECCA MPOW3BOACTBA CTEPWUITbHOW NPOOYKLA

123. (116) YacTnuyHo ykynopeHHble hrakoHbl NOCre 3aBepLUeHNs MMOMUIBHOIO BbICYLLIMBAHWS AOMKHbI HAXOAUTLCS
B 30He knacca A Ao UX OKOHYaTEeNbHOro yKynopusaHusi NpoGKON.

124. (117) KoHTenHepbl (NepBUYHbIE YNAKOBKN) AOMMKHbI ObITb YKYNOpeHbl COOTBETCTBYOLMMU cnocobamm, KOTopble
npownu Banugauuto. MNMpu ncnonbL3oBaHMM MeToAa 3anaviku, Hanpumep, CTEKMSHHbBIX UKW NNacTMaccoBbIX aMmmyr,
BCcsA npogykums nognexut 100%-Homy KOHTPOMK0 Ha LEernocTHOCTb. B apyrux cryyasix KOHTPOMb LEeNOCTHOCTM
NPOAYKUNW AOIMKEH NPOBOAUTLCH YCTAaHOBEHHBIMM METOAAMMU.

125. (118) Cucrtema ykynopumsaHus (pnakoHOB, HAMOMHEHHbIX B acenTUYECKUX YCIOBUSAX, HE ABNAETCHA NOMHOCTLIO
LenocTHOM A0 Tex nop, Moka Ha YKynmopeHHOM npobkon chnakoHe He OyaeT obxaT (3akaTtaH) antoMUHWEBBIN
KOnna4ok (Kpbiwka). B cBA3M ¢ aTMM 06Xu1M Konnavka nocrie yKynopveaHusi NpobKon HeobxoanMO BbINOMHATL Kak
MOXHO paHbLLUe.

126. (119) MNMockonbky Npy 0GXUME KONMA4YKOB MOXET BblAenATbCA 60MblIOe KONMMYECTBO MEXaHMYECKUX YacTul,
obopyanoBaHue gna obxkuma HeobxoaMmMo pasmeLlaTb OTAENbHO 1 CHabXaTb CUCTEMOW BbITSXKM BO3AyXa.

127. (120) O6xMM KomnaykoB Ha prnakoHax MOXeT MNPOBOAUTLCH Kak YacTb acenTU4eckoro mnpouecca C
NCMNonb30BaHWEM NPOCTEPUNN3OBAHHbBIX KOMMAYKOB UMW B YCMOBUSX YNCTOrO NOMELLEHWS BHE aCENTUYECKOW 30HbI.
B nocnegHem cny4vae nakoHbl AOMKHbI ObITh 3aLUMLLEeHbl 30HON Kracca A, Noka He MOKMHYT acenTUYeCKyto 30HY, U
B AarnbHeynweM YKyrnopeHHble npobkamy briakoHbl JOSMKHbI ObiTh 3aluMLleHbl NyTeM MOAAaYM YMCTOro BO3dyxa
knacca A, noka Ha HUX He ByayT obxaTbl KOrnnayku.

128. (121) ®nakoHbl 6€3 NpobkM MM Co CMeLLLEHHOW NPobKo Heobxoanmo yaanaTe 4o 06Xnma konnayka. B crnyyae
ecnu npu obxvMme KonnaykoB HeOOXOAMMO BMeLLaTenbCTBO YerioBeKka, ANs UCKMYEeHWs MPsMOro KOHTakTa C
dnakoHaMy U MUHUMK3aLUMN MUKPOBHOM KOHTaMUHaLUMW OOMKHA MCNOMb30BaTbCA COOTBETCTBYIOLLAS TEXHOMOIUS.

129. (122) 3 eKkTVBHBIM CPEACTBOM 3aLLMTbLI MOTYT ObITb Bapbepbl WM N30NATOPbLI, OrpaHNYMBAOLLME AOCTYN B
pabouyio 30HYy, obecneudmBatowime Tpebyemble yCroBus M CBOASLLUME K MUHMMYMY MpPSAMOW OOCTyn 4yenoBeka K
onepauun obxnma.

130. (123) T[lepBuYHble YyNaKOBKM, rEPMETM3NPOBAHHbIE NMO4 BakyyMOM (BakyyMHble YMaKOBKW), [OOMKHbI
NPOBEpPSATLCA Ha COXpaHeHWe BakyymMa nocre 3apaHee onpegerneHHoro NpoMexXyTka BpeEMEHMW.
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131. (124) llepBuyHbIE YyNakoBKM C MPOAYKLUMEN ANA NapeHTepanbHOro BBeAeHWUst HeobOXoaMMO NpoBepsTb
WHOUBMAYANbHO (MOLWTYYHO) HA HanMyne MOCTOPOHHWMX BKIKOYEHWMWA UNU APYrnX HECOOTBETCTBUN MO KayecTBy.
Bu3syanbHbIN KOHTPOIb AOJHKEH NPOBOAUTLCS NPW YCTAHOBITEHHbLIX YPOBHSAX OCBELLEHHOCTM 1 hoHe paboyero nons.
Heobxooumo perynsipHO NpoBepsATb 3peHNe ONepaTopoB, BbIMOMHALWMX BU3yarbHbIA KOHTPOSb (ecrnv onepaTopbl
MCMOMNb3ylT O4YKW, TO MpOBEpKa 3peHWs MpoBOAWUTCS B O4Ykax). B xome BM3yanmbHOro KOHTPONS MpogyKuuu
peKkomMeHayeTCst 4OCTaTOYHO YacTO OpraHN30BbIBaTh NepepbIBbl B paboTe onepatopos. [Mpu ncnonb3oBaHumn apyrux
METOAOB KOHTPONS MPOLECC KOHTPOMNs Heob6Xxooumo BanuaupoBaTtb, COCTOsiHME 00opydoBaHWst HeEOOXOAMMO
nepuoanyecky NpoBepsitb. Pe3ynbTaTbl BU3yarbHOro KOHTPOS AOMMKHbI 6bITb 0OPMIEHbI AOKYMEHTamNbHO.

XXIl. KOHTPOJIb KAHECTBA

132. (125) WcnbiTaHue roToBbIX MPOOYKTOB Ha CTEPUMbHOCTb HEOBXO0AMMO paccmaTpuBaTb TOSbKO Kak
3aBepLUaloLLMIi 3Tan B CEPUN KOHTPOIbHBIX MEPONPUATUNA, rapaHTUPYOLNX cTepunbHocTb. MeToguka ucnblTaHus
Ha CTepPUNbHOCTb JOJPKHA ObITh BanMaupoBaHa Anst Kax4oro npogykra.

133. (126) B cnyyasix, korga nonydeHo paspelleHne Ha BbIMyCK CTEPUIIbHOM MpOAYyKUMM MO napamMeTpam
(Mpunoxenne N 17 k HacToAwwmM MNpaBunam), ocoboe BHMUMaHWE JOIPKHO YAENATHCA Banugaunm U KOHTPOIO BCEro
TEXHOMNOrM4YeCcKoro npotiecca.

134. (127) Bbibopka o00pa3sLoB npoaykuuu, KoTopble Obin oTOOpaHbl ANs MPOBEAEHWUs WUCMbITaHMSA Ha
CTEPWIbHOCTb, A0MKHa OblTb penpe3eHTaTMBHOM AN BCen cepun 1 obsi3aTenbHO BKItoYaTh 06pasupbl, 0TOOpaHHbIe
13 Tex YacTen cepuu, AN KOTOPbIX NpegnonaraeTcs HanbonbLINN PUCK KOHTaMUHaL MK, B HYaCTHOCTU:

a) (a) ona NpPOAYKTOB, HAMOSMHEHHbIX B acenTUYecKMx ycrnoBusax, obpasubl AOMKHbI BKMAYaTb KOHTEMHEpDI
(nepBMYHbIE YNAKOBKW), B KOTOPbIE MPOVMCXOAMIO HaMNOMHEHNE B HAaYane u B KOHLE NMPON3BOACTBA Cepuun, a Takke
nocne noboro 3Ha4YnTENbHOr0 BMELLATENbCTBA;

6) (b) onsa npogykToB, NpOLIeALMX TEPMUYECKYHD CTEPMNM3aLMI0 B OKOHYATENbHOM YMaKoBKe, OOMMKHO ObiTb
yAeneHo BHUMaHue otbopy npob 13 noTeHUManbHO CaMbIX XONOAHbIX YacTen 3arpysku.

Mpunoxexne N 2

k MNpaBrnam opraHusaumm
Npou3BOACTBA N KOHTPONSA KayecTea
nekapCTBEHHbIX CpeacTB

NMnPON3BOACTBO
BUONOTMYECKUX (B TOM YNCIIE UMMYHOBWONOT YECKKX)
SAPMALIEBTUYECKNX CYBCTAHLUMN N NEKAPCTBEHHbLIX NMPEMNAPATOB

I. OBJTACTb NMPUMEHEHWNA

1. TexHonorma npousBoacTBa Ouonormyecknx (B TOM YUCHE WMMMYHOOMOMOrnMyecknx) dapmaueBTUYeCcKnX
cybcTtaHuum n Ouonornyeckux nekapCcTBeHHbIX fpenapaToB (ganee - "Guomormyeckne apmaleBTuyeckue
cybcTaHuum 1 nekapcTBeHHble NnpenapaTtbl”) ABMASETCS KPUTUYECKMM DakToOpOM, onpeaensitoLM COOTBETCTBYIOLNIA
perynsTopHbIA KOHTPONb. PapmaueBTnyeckme cybCcTaHLMM U NekapCcTBEHHbIE NpenapaTbl MOryT 6biTb onpeaeneHsl
Kak buonornyeckne B 3HAYUTENbHON Mepe UCXOAA M3 TEXHONOrmm mx nNpou3BOAcTBa. Hactoswee [MpunoxeHve
CMYXWUT PYKOBOACTBOM [ANis1 BCero cnekrtpa Guonorumyecknx capmaueBTUHecknx cybcTaHumm n Brmonornyeckmx
nekapCTBEHHbIX NpenapaTos.

2. TpeboBaHusi, YyCTaHOBIEHHble HacToAwmuM [lpunoxeHnem, pacnpoCTPaHAKTCA Ha aHTUOMOTUKM Ha
BGuonorvyeckux cragmsax Ux npom3soacTea. MNMpaBuna NponsBoACcTBa NIEKAPCTBEHHLIX NPenapaToB, NOTYYEHHbIX U3
hpakLMOHMPOBAHHOW AOHOPCKON KPOBU UMK Nnasmbl, ycTaHoBneHb! MNpunoxeHnem N 14 k HacToswmMm Mpasunam,
a [n1s HETPaHCIeHHbIX PacTUTENbHbIX JIEKapCTBEHHbLIX NpenapaTtoB - MpunoxeHnem N 7 k HacTosawmM MNpasunam.
3. HacTosiwee MNpunoxeHune pasgeneHo Ha ABe OCHOBHbIE YacTu:

a) (a) Obwee pykoBoacTBO (YacTb A) - COAEPXMWT LOMOSNIHUTENbHbIE MpaBuna NpPoM3BOACTBA OMOMNOrMYecKnx
hapmaLeBTUYECKMX CYOCTaHUMIA 1 NNEKapCTBEHHbIX NpenapaToB, Ha4YMHas OT KOHTPOMsi MOCEBHbIX KynbTyp 1 6aHKoB
KMEeTOK M 3aKkaH4MBas 3akniounTenbHbIMW OnepaunsiMmM U NpoBeAEHNEM UCTbITaHUN;
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6) (b) CneumanbHoe pykoBOACTBO MO OTAEfMbHbIM Tunam npoaykumm (Yacte B) - copepxuT gononHutenbHoe
PYKOBOACTBO [ANs1 OTAEMbHbIX TUNOB OMOMOrM4yeckMx dapmaueBTUYecknx CcyocTaHuMi U NeKkapCTBEHHbIX
npenapaTos.

4. ObnacTtb npuMeHeHust HacTosero MNpunoxeHns BKITOYaeT ABa acnekTa:

a) (a) ctagmsa Npom3BOACTBA: A0 TOr0O MOMEHTA, MoKa Guonoruyeckue capmaleBTudeckme cybcTaHuMmn He CTaHyT
CTEPWIbHBIMW, OCHOBHBIM [JOKYMEHTOM QAN Hux aBndetca rmaea |V Hactoawwux [Mpaswn. [NpasBuna ans
nocrnegylwmnx crtaguin nNpousBoacTBa OMONMOrMYecKknx NeKkapcTBEHHbIX MpenapaTtoB copepxatcsa B rnase |l
HacToswmx Npasun;

6) (b) Bug npoagykuumn: HacTosuwee [lpunoxeHve SABNSETCS PYKOBOAALLMM [AOKYMEHTOM AN BCEro crekrpa
BMONorM4yeckMx nekapcTBeHHbIX NpenapaTos.

5. O™ gBa acnekta npeactasneHbl B Tabnuue N 1. YpoBeHb TpeboBaHWUi ycunuBaeTcs NO Mepe nepexoga oT
paHHMX K MO34HMM CTagusM npousBoacTBa buonormyecknx apmMaueBTUYEeCKMX cybCcTaHUMn, O4HAKO NPUHLMMI
HacToawwmx [NpaBun gomKkHbI cobniogaTbCca Bceraa.

6. Ecnu HopmaTBHBIMM NpaBoBbIMKU akTamu Poccuiickon Pegepaumm ycTaHOBIEHbI cneunanbHble TpeboBaHus:

a) (a) Ans TKaHew U KIeToK, UCMONb3yeEMbIX AN NPOM3BOACTBA NEKAPCTBEHHbLIX CPEACTB, KOTOPble CTAHOBATCS
Guonorndyeckumun hapmMaueBTUHECKUMU CYOCTaHUMAMM A1 HEKOTOPbIX BUOOB OMOMNOrMYECcKUX J1EKapCTBEHHbIX
npenapaTos;

6) (b) B OTHOLLEHMM BBICOKOTEXHOMOMMYHbIX JIEKAPCTBEHHBIX NPENapaToB, B KOTOPbIX KPOBb UMM KOMMOHEHTbLI KpOBU
NCMNOMNb3YyTCS B KAYECTBE MCXOAHOMO Chipbs B YAacTU yCTaHOBMNEHWA TpeboBaHuin k 0TOOPY AOHOPOB, K Ka4ecTBy U
BGe3onacHocTu npu 3abope, TeCTUpoBaHUKN, 0bpaboTke, XpaHEHUN N TPAHCMOPTUPOBKE YENOBEYECKON KPOBM U ee
KOMMOHEHTOB;

B) (C) ona Mpou3BOACTBA M KOHTPOMS FEHETMYECKM MOAUMULMPOBAHHBIX OPraHM3MoB, B OTHOLUEHWM KOTOPbIX
JommkHa OblTb obecnedeHa n cobnogeHa COOTBETCTBYHOLASA M30NALUA U OpYyrMe Mepbl 3alnTbl HA 00bEKTaxX, rae
OCyLLleCcTBMsiIeTCs Kakasg-nmbo pabota C reHeTnyeckn MoaMUUMPOBAHHBIMA MUKPOOPraHu3mMamu, B Lensax
yCTaHOBNEHMA MU cobniogeHns COOTBETCTBYIOLLEro YPOBHA Guonorudeckonm 6e3onacHocTu, - Takue TpeboBaHusi
OOMKHbI cobnoaaTbCes.

Tabnuua N 1. ObnacTtb npuMeHeHus HacToswero MpunoxeHus

Tun 1 MCTOUHMK | [IpyMep NpOoOyKUUM [IpuMeHeHMe HacToAwMx [IpaBuil K CTaAMAM NPOM3BOICTBA (BHIOEJIEHO
MaTepuasos cepelM (QOHOM)
1. XmBoTHOTO T'enapuH, MHCYJVH, Cbop pacTeHUM, Peska, Nzomauusa u [lpurorToeJyieHNne,
W bepmeHTE, Oenkyu, OpPT'aHOB, TKaHeN CMellMBaHue u ouMCTKa HaroJIHeHue
PacTUTEJIBHOT'O SKCTPaKTH MM XUIOKOCTEMN (nnu) nepBUYHAA
NIPOMCXOXIEHNUS aJIJIepT'eHOB, <1> obpaboTka
HEeTPAaHCTEHHEIE |BBICOKOTEXHOJIOTMYHEIE
JIeKapCTBEHHEIE
npenapaTel, MMMYyHHEE
CEIBOPOTKM
2. BUPYCH WU BupycHele unm Co3maHue u KynepTypa KIIETOK MHaxkTUBaLMA [IpuroToOBJIEHUE,
Baxkrepun/ OakTepuralibHEE nogmepxaHue n (mnm) npu HallOJIHeHUe
bepMeHTauysa/ |BakUMHBE, OGEPMEHTH, TJIABHOTO <2> U bepmeHTALMA HeoOXOOUMOCTH,
KYJIb TYPH Oenkn pabouero OaHKOB MU30JIAUUA U
KJIETOK KJIETOK, TJIaBHOTO ouMCTKa
n pabouero
BUPYCHBIX
IOCEBHEIX
MaTepUajos
3. PeKOMOMHAHTHEE Co3maHue u KyneTypa KIIETOK N3omauusa, [IpuroToBJIEHUE,
BruorexHonorusa NPOOYKTHL, nonnepxaHue n (mim) O4YMCTKA, HallOJIHEHUE
/bepvenTauns/ MOHOKJIOHAJIbLHEIE TJIABHOTO U bepmeHTaALMA MoOubMKaALMS
KYJIb TYPBL aHTUTeNa, pabouero OaHKOB
KJIETOK aJIJlepT'eHBl, BaKLMWHE, [KJIETOK, IJIaBHOM
JIeKapCTBEHHEIE n pabouen
npenapaTe T'eHHOM IIOCEBHHEIX KYJIBTYP
Tepanuu (BUPYCHEE U
HEBMPYCHEIE BEKTOPH,
T1J1a 3MMIE)
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KJIETOK, 3alaca

IIEPBUUYHEBIX KJIETOK

4. XUBOTHOTO PexoMOMHAHTHEIE TJIaBHBEM U Peska, Nzomauusa, [lpuroTosJjieHne,
IPOUCXOXIEHNS ¢ 6enku, paboumnt cMemMBaHue u oumcTKa " HarloJIHeHue
TPaHCI'€HHLIE BEICOKOTEXHOJIO'MYHEIE | TDaHCTeHHEM OaHK | (MIM) [IepBUUHASA MoOubdMKaLMsa
JIeKapCTBEHHEIE obpaboTka
npenapatTe
5. PexoMOMHaHTHEIE TJIaBHBEI U BelpammBaHue, [lepBUYHaA, [IpuToTOBJIEHUE,
PacTuresnbHOTO OeJyiky, BaKLMUHEL, pabouuin cBbop pacTeHuM SKCTPaKLUUA, HAIlOJIHEHME
NIPOMCXOXIEHUA aJIJIepT'eHEl TPAHCI'E€HHBI OaHK <3> M30JI4UMA,
TPaHCI'€HHLIE ouMCTKa,
MOIMbMKALMS
6. depMeHTE, Coop XMIKOCTEN CMemBaHME U N3omauua un [lpuroTosJjieHne,
UYeJIOBEUECKOTO [MOJIydeHHBEIE M3 MOYM, (nm) nepBUYHaA OuMCcTKa HaroJIHEHMEe
IPOUCKOXIEHU S T'OPMOHEL obpaboTka
7. JlekapCTBEHHEE Jorauusga, [IpoM3BOOCTBO T'eneTuueckasa |lIpurorosjieHue,
YejyioBedueCckoIro npenapaTe I'€HHOM nocraBka u BEKTOpOB <4>, mMoIoubmramsa HallOJIHEHUuEe
n (mnm) Tepanmm: VICIBITaHUSA OuMCTKa KJIETOK U KJIETOK BHE
XMUBOTHOT'O TeHeTU4YeCKM VICXOOHBIX TKaHel/ obpaboTka opraHmsaMa,
NPOUCXOXOEHUSA MOOUOULVPOBaHHEIE KJIETOK <6> OumcrTka u coszzmaHue
KJIETKN obpaboTka TJIaBHOTO U
IPOU3BONCTBEHHEIX pabouero
BEKTOPOB <5> m OaHKOB
KJIETOK KJIETOK MU
KJIETOYHOT'O
3amnaca
JlekapCTBEeHHEE Jornauus, CosznaHue Vzomgaumsa [IpuroToBJIEeHUE,
npenapaTe Tepanun nocraBka u TJIaBHOTO U KJIETOK, coenOMHeHUe,
coMaTuyeCKMMMI VICIBITaHUSA pabouero GaHKOB oumcTKa HarloJIHeHue
KJIE TKaMM VICXOOHBIX TKaHel/ KJIETOK WJIU KYJIbTYP,
KJIeTOK <6> KJIETOYHOTO COeIMHEHM e C
3anaca HEKJIe TOYHEIMM
KOMITOHEHTaMM1
JlekapCTBEHHEE JoHnauusa, [lepBruHaA N3omaunsa [lpuroTosJieHNe,
npenapaTe TKaHEBOM nocTaBka u obpaboTka, KJIETOK, COoenVHEeHNe,
VIHXEHepun VCIEITaHUSA M30JIAUUA U OuMCTKa HarnoJIHEHUE
VICXOOHBIX TKaHel/ oumcTKa, KYyJIbTYP,
KJIETOK <6> co3maHme coenmHeHue C
TJIAaBHOT'O U HeKJIe TOUHEIMU
pabodero OaHKOB [KOMIOHEHTaMM

Ycunenme TpeboBaHUM

TepMMHbIﬂpMBeﬂeHblBHaCTOﬂmeM|1pMﬂOM9HMW

<1> lNyHKTbI 87 - 94 HacTosLwero [NpunoxeHns.
<2> [NyHKTbl 54 - 62 HacTosLwero [NpunoxeHns.

<3> [1nsa BbipalLMBaHus, yOOPKM 1 NEPBUYHON 06paboTkK, KOTOPbIE OCYLLECTBSIOTCS B MOMEBbIX YCIOBUSX, MOXET
NpUMeHsATLCSt PYKOBOACTBO NO NpaBunam Hagnexallero BbipallimMBaHna u cbopa MCXOLHOrO Cbipbsi PaCTUTENBHOMO
NMPOUCXOXOEHMS.

<4> Korga aT0 BUPYCHbIE BEKTOPbI, MPUMEHSETCS CTPOKa 2 Tabnumupl.

<5> TpeGOBaHI/IFl K 4yerioBe4eCKMM TKaHAM U KrneTkam, UCMoJ1b3yeMbiM NMpu NPpoOnU3BOACTBE J1IEeKapCTBEHHbLIX CPeACTB,

cofepkaTtcs B HOpMaTMBHbIX NPaBoBbIX akTax Poccunckon ®egepauun.

7. np0M3BOACTBO 6MOHOFMH€CKMX(bapMaueBTquCKMX Cy6CTaHHMﬂ N nNeKapCTBEHHbIX NnpenapaTtoB MMeEET CBOIO

Il. NTPUHUMN
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cneunduky, OonpeaensemMyro Xxapaktepom npoaykuMu M TEXHONOrMen npou3BoACTBa. XapakTep MNpOM3BOACTBA,
KOHTPOMS 1 NPUMEHEHUS BMONOrMYECKMUX NEKAPCTBEHHbIX NpenapaToB TpebyeT ocobbix Mep NPeAoCTOPOXKHOCTH.
8. B oTnnumne oT 0ObIYHbIX NEKAPCTBEHHbIX CPEACTB, MPON3BOANMBIX C UCMOMNb30BAHNEM XMMMUYECKUX U (PU3NYECKMX
METOAOB, CMOCOOHbLIX OEMOHCTPMPOBAaTb BbLICOKYHD CTEMEHb HaOeXHOCTW, MPOWM3BOACTBO OGMONOrMYeckmx
hapmaueBTM4eckux cybCcTaHLUMn 1 NekapCTBEHHbBIX MpenapaToB BKoYaeT B cebs ncnonb3oBaHne BMOnornyeckmx
MPOLECCOB M MaTepuanoB, TakMX Kak KyrnbTUMBMPOBAHWE KINETOK MMM 3KCTparMpoBaHWe maTepuana w3 >XMBbIX
OpraHM3moB. YKa3aHHble O1onornyeckme npoLeccsl MOryT 4EMOHCTPUPOBaTb CBOMCTBEHHYIO MM U3MEHYNBOCTb, YTO
NMPMBOAMT K CYLIECTBEHHOMY [uana3oHy MOGOYHbIX MNPOAYKTOB pasnuMyHon npupofbl. [losTomy npuHUMMbI
ynpaBreHnss puckamu Ans kayectBa 0OCOBEHHO BaXKHbI NS AAHHOro Knacca MaTtepuarnoB 1 JOSMKHbI cobnogaTtbes
npu paspaboTke MEeTOAOB KOHTPOMS Ha BCEX CTaausiX MpPou3BoAcTBa ANS MUHUMWU3aUUM BapuabenbHOCTU ©
YMEHbLUEHNS BO3MOXHOCTU KOHTaMUHALMKN N NEPEKPECTHON KOHTaMUHaLUNN.

9. Matepwvansl, nuTaTenbHble cpebl U YCNOBUSA KyNbTUBUPOBAHUS LENEBbIX MUKPOOPraHN3MOB, KyrbTyp KMETOK,
BMPYCOB BO MHOFOM CMOCOBCTBYIOT BO3MOXHOCTM pOCTa KOHTaMUHUPYIOLLMX areHToB. MHorme nekapcTBeHHble
npenapaTbl UMEKT OrPaHUYEHHYI0 YCTOWYNBOCTD K LUIMPOKOMY CMIEKTPY METOAOB O4YMCTKN, B OCOGEHHOCTU K METOAAM,
npegHasHa4YeHHbIM NS MHaKTUBaUMM UMK yCTPaHeHUsi MOCTOPOHHMX BUPYCHbLIX KOHTaMWHAHTOB. [ns cBegeHus K
MUHMMYMY BO3MOXHOCTW TakOW KOHTaMuMHauum MpOM3BOAMTENb [OMMKEH YOEnATb OCHOBHOE BHMMaHWe
NNaHMPOBaHMNIO TEXHOJIOMMYECKOro MpoLecca, KOHCTPYKUMn obopynoBaHuMsl, NMOMELLEHUI, cucteM obecneveHus,
YCINOBUSAM MpUroToBrneHus n gobasneHus d6ydepos n peareHToB, oT60py Npob 1 06y4eHuto nepcoHana.

10. Cneumdvkaumm Ha npoaykumio (B YacTHOCTW, chneuudumkaumm B o6WwmMx dapMakonenHbliX CTaTbsX,
dapmakonemnHblx CTaTbsX, PErMcTpauMoHHOE AOCbE) AOMKHbI OnpeaensiTb, MOryT nn (M ecnu MoryT, TO A0 Kakown
CTeMneHn n OO Kakow CTaguun) BellecTBa M mMatepuarnbl MMeTb ONpeaerieHHbIN YPOBEHb BMOHArpy3skm Unm e OHM
OOMXKHbI 6bITb CTepunbHbIMU. [POM3BOACTBO TakKe AOIMKHO COOTBETCTBOBATL APYIMM TPeOOBaHUAM, N3IOXKEHHBIM
B PErmcTpauMoHHOM Jocbe Nubo B NPOTOKOME KIMHUYECKOro UCCnedoBaHus (Hanpumep, KOnM4ecTBO reHepaumn
(yoBoeHwi, naccaxen) mexay NOCEBHOMN KynbTypPoWn nnm 6aHKOM KIeTok).

11. Ona 6uonornyeckmx matepuarnoB, KOTOpble He MOryT ObiTb NpPOCTEPUNN30BaHbI (Hanpumep, nyTem
dvnbTpaLmmn), NPOM3BOACTBO AOMKHO NPOBOANTLCH B aCENTUYECKUX YCMOBUSX AN MUHUMMN3AaLUN pUCKa BHECEHNS
KOHTaMWHaHTOB. [INsi pernameHTaumm onpegeneHHbIX NPon3BOACTBEHHBIX METOL0B, HANPUMEp, AN yaaneHus nnm
WHaKTMBaLMM BUPYCOB, HEOOXOOMMO PYKOBOACTBOBAaTbCS COOTBETCTBYIOLLMMU YTBEPXKAEHHBIMW MNpoLeaypamMu.
lMpumMeHeHne COOTBETCTBYIOLLENO KOHTPOSA U MOHUTOPUWHIA 33 COCTOSIHMEM NMPOW3BOACTBEHHON cpeapl, U, rae 3To
ABMNSIETCA BO3MOXHbIM, CUCTEMbI YOOPKU 1 CTEpUnM3auum "Ha MecTe" BMeCTe C MCMONb30BaHNEM 3aKPbITbIX CUCTEM
MOXET 3HAYUTENbHO YMEHBLUUTL PUCK CyYanHON KOHTaMWHALUN 1 NEPEKPECTHON KOHTaMUHaLNN.

12. KoHTponb BkntovaeT B cebst Guonornyeckne aHanuTuyeckue MeTOAbl, KOTopble xapakTepusytoTcs Gonee
BbICOKOM CTeneHblo BapuabenbHOCTW, YeM U3NKo-xMmudeckne wmetoabl. [loatomy npu npousBoacTee
Buonormndeckux hapmaueBTUYECKNX CyBCTaHL MM U NeKapCTBEHHbIX NPenapaToB KIYEBYHO POfib UrpaeT HaJeXHbIV
NpPOu3BOACTBEHHbIN NpoLecc, u ocoboe 3HaYeHe UMeeT KOHTPOIb B Npouecce Npou3BoacTaa.

13. Bbuonoruyeckue nekapcTBeHHble MpenapaTtbl, B COCTaB KOTOPbIX BXOOAT AOHOPCKME TKaHW WMWK KNeTKuW, Kak
Hanpumep, OMNpeferieHHble BbICOKOTEXHONMOIMMYHbIE JEKapCTBEHHbIE MNpenaparbl, [AOMKHbl COOTBETCTBOBATb
TpeboBaHuAM 3akoHogaTenbctBa Poccuiickon ®egepauum B 4acTU  MPOCHEXUBAEMOCTH, YBEOOMIIEHUS
YNONTHOMOYEHHOrO hefiepanbHOro opraHa UCMOSTHUTENbHOW BNAcTV O HEGNAronpusITHbIX peakumsX 1 KIMHUYECKMX
crnyy4yasx B Xo4e Tepanuu, a Takke B YacTW TeXHUYeckux TpeboBaHui Mo wuaeHTudukaumm, obpaboTke,
npegoxpaHeHno, XpaHEHWIO Y TPAHCMOPTUPOBKE OOHOPCKMX TKaHen u knetok. 3abop matepuarnoB 1 nposefeHve
UCMNbITaHWUN OOIMKHBI MPOBOAUTBLCS B COOTBETCTBMU C CUCTEMOW KavyecTBa, Ansl KOTOPOW onpeferieHbl CTaHaapThl 1
TexHnyeckne TpeboBaHus.

14. Buonornyeckme papmaueBTUYecKkne CybCcTaHUMM W NeKapCTBeHHble npenapatbl AOIMKHbI COOTBETCTBOBATb
TpeboBaHMAM HOpMaTMBHbBIX NPaBoOBbIX akToB Poccuickon ®efepauum B OTHOLLEHMN YMEHbLLEHUS pUCKa nepeaayn
BO3OyauTens rybyaTon sHuedanonatum XXMBOTHbBIX U NMaTEHTHbIX BUPYCOB Yepes riekapCTBeHHbIe npenapatbl Ans
MEeOMULMHCKOrO NPUMEHEHNS 1 AN MPUMEHEHUSA B BETEPUHAPUN.

[ll. OBLLEE PYKOBOOCTBO (MACTb A)
MepcoHan
15. (1) MepcoHan, paboTalowuini B 30HaxX MNPOM3BOACTBA M KOHTpons Ouonormvecknx apmaueBTUYeCcKnX
cybCcTaHUM 1 nekapCTBEHHbIX NpenapaTtoB (B TOM 4YMCNe MepCoHarn, 3aHsTbli OYMCTKOW, OBCNy>XMBAHWEM WK

KOHTPOMEM Ka4ecTBa), AOMKEH NpoxoanTb obyyeHre 1 nepuoguyeckoe NoBTOpHOe OobydYeHne B COOTBETCTBUMN CO
CBOMMMU 06513aHHOCTAMY 1 CNeundUKoi MPon3BOAUMON NPOAYKLMM, BKIHOYasi BCe 0CODOble Mepbl MPEAOCTOPOXHOCTH
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ONs 3almMTbl NPOAYKUMM, MEPCOoHana n oxpaHbl OKpyXatoLlen cpeabl.

16. (2) Ons obecneveHunss 6e30nNacHOCTM NPOAYKUMM AOMMKHO NPUHMMATBLCS BO BHMMaHue 340pOBbe nepcoHana.
CoTpyaHUKM, 3aHATble B MPOM3BOACTBE, TEXHUYECKOM OOCHYXMBaHWW, MPOBEAEHUWN MWCNbITAHUA M yxode 3a
XMBOTHbIMKU (B TOM 4WCrEe OCYLUECTBIISIOLLME KOHTPOSb), NPY HEOOXOAMMOCTM OOMKHbI ObiTb BaKUMHUPOBAHbI
COOTBETCTBYHWLUMMN CNeuMdUYeckMMy BaKUMHaAMKU, a Takke [OOMMKHbI MPOXOAMTb perynspHble MeauuuMHCKue
OCMOTPbI.

17. (3) NMobble 3aboneBaHusa nepcoHana, KoTopble MOryT HebnaronpusiTHO MOBMAWSATbL Ha Ka4yecTBO MPOAYKTa,
OOMMKHbI NpenaTcTBoBaTb paboTe Takoro nepcoHana B MPOW3BOACTBEHHOW 30HE, a COOTBETCTBYHOLUME 3anucu
coxpaHaTbcd. B npomssoactee BakumHbl BLK 1 nekapcTBeHHbIX npenapatoB Ty6epkynuHa MoryT ObiTb 3aHATbI
TONbKO COTPYOHWKM, KOTOPblE PErynspHO NPOXOASAT MPOBEPKY MMMYHHOIO cTaTyca WM PEHTreHOonorndyeckoe
obcnepoBaHue rpyaHon kneTkn. COTPYOHWKU JOMKHBI MPOXOAUTb MEONLMHCKUA OCMOTP C Y4ETOM pUCKa, KOTOPOMY
OHM noaepxeHbl. MeaununHcknin ocmoTp TpebyeTca ang nepcoHana, paboTatoLLero ¢ ornacHbIMU OpraHn3mMamu.
18. (4) C uenbid MUHMMK3ALMM BO3MOXHOCTM MEPEKPECTHOM KOHTaMMHaUUM HeobGXOAMMO KOHTPONMpoBaTbhb
orpaHM4yeHne OBWXEeHUSA nepcoHana (B TOM 4ucre COTPYOHWMKOB CIyObl KOHTPONsS KayecTBa, CneunanvctoB Mo
obcnyxmBaHuIo 1 yOOopKe) Ha OCHOBE NMPUHLMMOB yNpaBneHus puckaMmu ans kavectsa. Kak npaeuno, He gonyckaeTcs
nepexon COTPYOHUKOB W3 30H, [AE€ BO3MOXEH KOHTaKT C J>XMBbIMA MWKPOOPraHM3MaMu, FeHeTUYecKu
MOANMMLNPOBAHHBIMW OpPraHn3MaMu, TOKCMHaMWU W XKMBOTHBLIMW, B 30HbI, rAe MpOBOAATCA paboTbl ¢ Apyron
npoayKumnen, MHaKTUBUPOBAHHOW MPoAyKUMEN Unu apyrummu opranmamamu. Ecnmn nogobHbix nepexonoB usbexaTb
HEBO3MOXXHO, [AOMMKHbl ObITb NMPUHATHI Mepbl ANA KOHTPOSsS KOHTaMWHAUWW COrMacHO MpYHUMNaM ynpasrieHus
pyckamu ons kavyecTsa.

MomeleHnsa n obopygoBaHue

19. (5) CrteneHb KOHTpPONSA MPOU3BOACTBEHHOMW cCpeabl B OTHOWEHWW KOHTaMuMHauuMM 4actmuamm u
MUKpPOOpraHn3mMamy B MPOU3BOACTBEHHbBIX MOMELLEHNSX AOIDKHa COOTBETCTBOBaTb BuAY hapmaueBTUYECKON
cybGCcTaHuuM, MPOMEXKYTOYHOM 1 FOTOBOW NPOAYKLUMU U CTaaum TexHonormveckoro npouecca. lNMpu atom Heobxoanumo
YYNTbIBaTb YPOBEHb KOHTAMUHALMM NCXOOHBIX MaTepManoB 1 CTENEeHb puUcka Ans rotoBoro npoaykra. B nporpammy
MOHUTOPWUHra NPOM3BOACTBEHHOW cpefbl OOMKHbI ObiTb AOMOMHUTENBHO BKIKOYEHbI MeToAdbl ANA onpeaeneHuns
MPUCYTCTBUA CneuMdUYEecKnx MUKPOOPraHn3MoB (B YACTHOCTM, OpPraHW3mMa-xo3suHa, APOXCKEBbIX, MIECHEBbIX
rpnmboB, aHa3POBHbBIX MUKPOOPraHN3MOB), ECININ HA 3TO YKa3blBaeT NPOLECC yNpaBrieHns puckamu ans kavecTsa.
20. (6) MNpousBoaCTBEHHbIE M CKMaACcKMe MOMeLeHUsA AOSKHbI ObiTb CNPOEKTUpOBaHbl C yyeToM TpeboBaHui K
Knaccam YMCTOThl, @ NPOLEeCChl CNaHNpOBaHbl TakMm 0b6pa3om, YTOObI MpegoTBpaTUTbL KOHTaMUHALMIO NPOAYKLUMM
NMOCTOPOHHUMU BelwlecTBamu. [lpegoTBpalleHne KOHTaMuHauuu sBnsietca Gonee adEKTUBHBIM, 4YeM ee
obHapyXeHue n yCTpaHeHue, XOTS KOHTaMMHaUuA MOXET MpOSBMTbCA BO BpPEMS TakuX MPOU3BOACTBEHHbIX
NpoLeccoB, Kak hepmeHTauus n KynbTUBUPOBAHWE KNETOYHbIX KynbTyp. KOHTpOmMbHblE U3MepeHus, BKoyas
KOHTPOMb CUCTEM OBecneyvyeHnss U KOHTPOmb MPOU3BOACTBEHHOW cpenbl, AOMMKHbI NPOBOAUTLCA B COOTBETCTBUM C
npuHUMNamMmn ynpasneHus puckamu Ans KayecTBa Ha yyacTkax, rge npoxoAsdT OTKPbITbIE NPOLECcChl U NPOAYKUMNS
MOXeT ObITb NnoaBepxeHa HernocpeAcTBEHHOMY BO3AEWCTBUIO MPOM3BOACTBEHHOW cpedbl (Hanpumep, BO Bpems
pobaBreHns BcrmomoraTesnbHbIX BelwecTB, cped, Oydepos, rasoB, paboT BO Bpems MPOM3BOACTBA
BbICOKOTEXHOMMOMMYHbIX JleKapCTBeHHbIX npenapaTos). [pu Bbibope nocnegoBaTefbHbIX KMNacCoB YUCTOTbl B
NPOU3BOACTBEHHbLIX MOMELLEHUAX U COOTBETCTBYIOLLUMX METOAOB KOHTPONSA MPUHLUMMLI YpaBrieHns puckamun Ans
KayecTBa JOSMKHbI y4UTbIBATL NPUHLUMBI, U3NOXEHHbIE B COOTBETCTBYOLWMX NyHKTaX Mpunoxernua N 1 K HacToswmnm
Mpasunam.

21. (7) Pabota C >XuBbIMW KreTkamu, YCTOWYMBBIMW K cpege MNPOU3BOACTBEHHbIX MOMELLEHUN, [OIPKHA
OCYLLECTBMNATLCA B CreuvanbHO npegHasHayeHHbIX MpPOu3BOACTBEHHbIX MoMeleHusx. Ecnn B npowusBoactse
NMPUMEHSITCA NaToOreHHble MUKPOOpraHvuambl (Hanpumep, 1 M 2 rpynnbl NATOFEHHOCTM), TO Takke Heobxoanmo
NCMNonb30BaTh TOMbKO CNeunanbHO NpeaHa3HayYeHHble AN 3TOro NPOM3BOACTBEHHbIE MOMELLIEHUS.

22. (8) Ncnonb3oBaHue ogHOro nNoMeLleHus Ans NpoM3BOACTBA HECKOMNbKUX NEKapCTBEHHbIX NpenapartoB MOXeT
ObiTb pa3peLLeHo, eCcnin NepeYncrieHHbIe HIDKE UMK 3KBMBaNeHTHble (hakTopbl U MeponpuaTua (COOTBETCTBEHHO
paccmaTpuMBaeMbIM TUMam NPOAYKLUKN) ABMASIOTCH YacTbio aPEKTUBHON CTpaTernn KOHTPONs, HanpaBneHHoOW Ha
npefoTBpaLLeHne NepekpecTHON KOHTaMUHaLUK:

a) (a) 3HaHMe OCHOBHbIX XapaKTEePUCTUK BCEX KINETOK, OPraHM3MoB M OObIX NMOCTOPOHHUX areHToB (Hanpumep,
NaTOreHHOCTb, BO3MOXHOCTb OOHapyXeHUsl, yCTOMYMBOCTb, BOCMPUMMYMBOCTb K MHAKTUBaLmm), paboTta ¢ KOTopbIMy
OCYLLECTBMAETCH B OOHMX M TEX XKe NOMELLEHUSIX;

6) (b) np1 NpoM3BOACTBE NPOAYKLMN N3 MHOTOYNCIIEHHbBIX ManeHbKUX CEPUA, MONTy4aeMbliX U3 Pa3nnYHOro MCXOQHOTO
Cblpbs (Hanpumep, NeKapCcTBEHHble MpenapaTbl HA OCHOBE KMETOYHbIX TEXHOMOMMN) Ha CcTagun pa3paboTku
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cTpaTermm KOHTPONs AOMKHbI YYUTbIBATLCA Takne hakTopbl, Kak COCTOSHUE 340POBbSA AOHOPOB C LENbI CHUXKEHUS
pvcka NOMHON NOTepU NPOAYKLUNK;

B) (C) npegoTBpalleHue nonagaHus XMBbIX MWUKPOOPraHM3MOB WM CMOP B CMEXHble MOMELLeHMs WM Ha
obopygoBaHue nyTeM OMNpederneHnsi BCeX MOTeHUManbHbIX MaplipyToB MEpPEeKpPecTHOW KOHTaMuUHauMmM W
MCMOMb30BaHNs OOHOPA30BbIX KOMMOHEHTOB W COOTBETCTBYIOLLUMX MWHXEHEPHBIX MeponpuaTui (Hanpumep,
3aKpbITbIX CUCTEM);

r) (d) Hanuume MeponpUATUA KOHTPONA MO yAaneHW MMUKPOOPraHM3MOB W CMop nepeq Mnocrneayowum
Npou3BOACTBOM ApYron npoaykumu. MNpoueaypbl O4UCTKM U AEKOHTaMUHALMM OT MUKPOOPTraHN3MOB 1 CMOP LOIDKHbI
ObITb OTBANVAMPOBaHLI (B TOM YMCIE NS CUCTEM OTOMMEHUS, BEHTUNALMM U KOHOULMOHUPOBAaHWS BO34yXa);

4) (e) ecnu MUKPOOPraHn3mbl SBNAOTCS YCTOMYUBBIMU K YCITIOBUSIM NPOU3BOACTBEHHOW Cpeabl U B pacrnopsiKeHUn
MMEITCA COOTBETCTBYHOLUME METOAbl, KOHTPOSb MPOU3BOACTBEHHOW CpeAbl, cneuvduyecknin Ans nony4yaemoro
MUKpOOpraHn3ama, HeobxoAMMO MPOBOAUTL B CMEXHbLIX 30Hax BO BpeMs NPOM3BOACTBA M MOCMe 3aBeplueHus
OYUCTKM N JEKOHTaMuHauuW. Takke HYXXHO MPUHMMAaTb BO BHMMaHWE PUCKM, CBHA3aHHbIE C MCMNONb30BaHUEM
ONpeAeneHHoro KOHTPOSIbHO-M3MepUTENbBHOrO obopyaoBaHMsa (HanpyMep, Anst onpeaeneHus Yactul B BO3ayxe) B
30Hax, rae NpoBoasaTca paboThbl C XMBbIMU U (MNN) CNOPOO6Pa3yLLMMN MUKPOOPraHU3Mamu;

e) (f) npogykums, obopyagoBaHmne, BcnomoratensHoe o6opyaoBaHune (HanpuMmep, Ans KanvbpoBKu U Banugaumm) u
OflHOpa30Bble MaTepuarnbl OOIPKHbI NepeMeLlaTtbCcs B nNpeaenax npegHasHavyeHHbIX 30H U JOIDKHbI YAansaTbCs U3
3TMX 30H TakmuMm obpas3om, 4YTOObl NPefoTBPaTUTbL KOHTAMMHALMIO APYrUX 30H, OPYror MpogyKuMM Ha pasfnuyHbIX
CTagusix Mpomn3BoACTBa (B YacTHOCTW, creayeT NpeaoTBpaTuTb KOHTAMUHALMIO UHAKTUBUPOBAHHbBIX MPOAYKTOB UM
aHaTOKCUHOB HEMHAKTUBMPOBAaHHbLIMM NPOAYKTaAMW);

X) (g) Npon3BOACTBO Ha OCHOBE NPVHLUUMNA NPOBEAEHNS OQHOTUMHbLIX LMKITOB NPOU3BOACTBA (KaMnaHui).

23. (9) Heobxo0aMMOCTb HaNMUKUs cneunanmM3npoBaHHbLIX MOMELLEHMN AN UHMLHON 06paboTku (B YaCTHOCTH, ANS
MPUroTOBMNEHWS!, HAaMOSHEHWS, yNakoBkM) OydeT 3aBWCETb OT MNEpPeYUCrEHHbIX Bbile akTopoB, a Takke OT
OOMNONHUTENbHBLIX (PAKTOPOB B  OTHOWEHUU crneundukn Buonormvyeckoro rfekapCcTBEHHOro npenapara U
XapaKkTepucTvk ApYyron npoaykuuu, Bkoyas nobbie Hebuonormdyeckue npoaykTbl, MPOU3BOOUMBIE B TEX Xe
nomelleHuax. Ha 3aknountenbHbIX cTagusix MOryT notpeboBaTbCsl ApYrMe Mepbl KOHTPOMs OnpeferieHHON
nocrnegoBaTenbHOCTU J00aBNeHMs BeLLEeCTB, CKOPOCTM MEPEMELLUBAHUS], KOHTPOMNS BPEMEHUM U TemnepaTypbl,
npenenbHoOro BpEMEHW BO3AENCTBUSA CBETA U repMeTusaumm (M30n5ummn), a Takke B Npoueaypax O4UCTKM B Criydae
nponuea (pacceinaHus).

24. (10) MeponpuaTtusi n npouenypbl, Heobxoanmele Ana obecneveHns 6e3onacHOCTVM NPOM3BOACTBEHHON Cpeabl U
nepcoHana, He JOJKHbI MPOTUBOPEYNTL MEPOMNPUATUAM U NpoLleaypam, HeobxoanmbeiM s obecneyeHns kavyecTsa
npogykTa.

25. (11) Cucrembl BO34YyXONOArOTOBKM AOMKHbI OblTb CNPOEKTUPOBaHbI, CKOHCTPYMPOBaHbI 1 06CMYKMBATLCA TakUM
06pa3oM, YTOBbI UCKMIOYNTL PUCK NEPEKPECTHON KOHTaMUHALMN MeXaYy PasnnyHbIMU NPOM3BOACTBEHHBIMU 30HaMMU.
Tarke MOXeT BO3HUKHYTb HEOBXOAMMOCTb B OTAErMbHbIX CUCTEMAax BO34YyXOMOArOTOBKWU AN ONpeAeneHHbIX 30H.
PelleHne OTHOCMTENBHO WUCMOMb30BaHWS CUCTEM BEHTUNAUMM 6e3 peumpKynauMnm OOIMKHO OblTb NPUHATO Ha
OCHOBaHUM NPUHLMMNOB YNpaBieHNs puckaMmu s KadecTBa.

26. (12) PaboTy co cTepurbHOM NpoayKumen Heo6X0AMMO BECTU B 30HaX C M3ObITOYHLIM JABMEHNEM, HO B 0CODbIX
30Hax B TOYKax flokanu3aumym naToreHHbIX MUKPOOPraHM3MoB HeobXoOuMO co3faBaTb OTpuUATENbHBIN Nepenajg
OaBreHns Ona npefoTBpalleHust pacnpoCTPaHEHUS KOHTaMVWHAHTOB 3a npegensl 3Tux 3oH. Ecnn ansa pabotel B
acenTMYeckUxX YCMOBUSIX C MaTepuanamu, COCTaBMsloWMMM OCOObIN  pUCK (HanpuMep, C MaTOreHHbIMU
MUKPOOPraHn3mMamMmu) MCMonb3ylTCA 30Hbl C MOHWXKEHHbIM OaBneHnem unu 6esonacHble GOKCbl, UX crnegyeT
OKpyXaTb 30HaMu COOTBETCTBYIOLLEro Kracca YMCToThl C M3bbITOYHBIM AaBneHneM. [laHHble nepenagpl AaBneHus
OOMKHbI BbITb YEeTKO onpedeneHbl U AOMMKHbI HaxOAWUTbCS NoA MOCTOSIHHBIM KOHTPOMieM C COOTBETCTBYHOLLUMMU
HacTpoMKaMn aBapunHOW curHanunsauuu.

27. (13) KoHcTpykuma obopyaoBaHus, UCNonb3yemoro Ans paboTbl C XMBbIMA MUKPOOPraHU3Mamu u KreTkamu,
BKkNtoYas obopyaosaHve ans otbopa Npob, 4OMmMKHA UCKOYaTb BO3MOXHOCTb KOHTaM1HaLMW BO BpeMsi IpoBeAeHNSs
pabor.

28. (14) KoHcTpyKumsa, obecneunBatoLLlas NepBUYHY U30MALMIO, JOJDKHA UCKMYaTb PUCK YTEYKU BMONOornyeckux
areHToB B HenocpeacTBEHHOe pabovee MNPOCTPaHCTBO, YTO LOIMKHO ObiTb NOATBEPXKOEHO pe3ynbTaTamu
TECTUPOBaHMWSA C onpeaeneHHon NepuoLNYHOCTLIO.

29. (15) Mpu HanNMuYMM BO3MOXHOCTU PEKOMEHAYETCS MCMONb30BaTb CUCTEMBI "OYMCTKM Ha MecTe" n "06paboTku
napom Ha Mecte" ("cTepunusauum Ha MecTe"). KOHCTpykumMsi BeHTunem Ha depmMeHTaTopax [ormkHa
npegycmaTtpuBaTb BO3MOXHOCTb UX CTEPMMM3auny Napom.

30. (16) BosgywHble punbTpbl AOMKHBI ObITb MMAPOGO6HBIMK, CPOK MX CRyXObl AOMKeH ObiTb onpedeneH B
npouecce Banugaumm MyTeM MpPOBEPKM LENOCTHOCTM C  OMNpPederieHHOW MNepUOAMYHOCTLI0  COrnacHo
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COOTBETCTBYIOLLMM MPUHLUMNAM yNpaBneHns puckamm Ansi kKavyecTsa.
31. (17) KoHCTpyKuMs OpeHaXHbIX CUCTEM AOMKHA MNO3BOMATb MPOBOAUTL 3(PIPEKTMBHYIO HEWTpanu3auuio u
OEKOHTaMMHaLMI0 CTOYHbIX BOA OS5 UCKITIOYEHMS pUcKa NepPeKpPeCTHOM KOHTaMuHauun. [JomkHo ObiTe obecneyeHo
BbIMONMHEHWe TpeboBaHM 3akoHogaTenbctBa Poccuiickon dPepepaumm € LEnbld  MUHUMM3ALMKU  pUCKa
KOHTaMMHaUUM OKpyXalolen cpefbl B COOTBETCTBUM C pUCKaMW, CBA3AHHbIMM C OMONOrMYeckom OnacHOCTbHO
0TXOO0B NPOV3BOACTBA.

32. (18) BBnay u3amMeH4YMBOCTU CBOMCTB BMOMNOMMYECKNX NIeKapCTBEHHbBIX CPEACTB UMM NPOLECCOB MX MPOU3BOACTBA
HeobXx04MMO OTMepMBaThb UMW B3BELLMBATb Kakoe-nmbo COOTBETCTBYOLLEE M (UNN) KPUTUYECKOE NCXOOHOE Cbipbe
(Hanpumep, nuTaTenbHble cpedbl U Oydepbl) B xode TeXHOMorMyeckoro npouecca. B atux cnyyasx B
NPOM3BOACTBEHHOW 30HE [OMyCcKaeTCA XpaHeHue HebornbLUMX 3anacoB 3TOr0 MCXOOHOMO Cbipbs Ha NPOTSXEHUU
CpoKa, YCTaHOBMNEHHOrO Ha OCHOBaHMM COOTBETCTBYIOLLMX KPUTEPUEB (Hanpumep, ANUTENbHOCTb MPOM3BOACTBA
Cepuun uUnu AnMTenbHOCTb KaMmnaHun).

JKMBOTHbIE

33. (19) Onsa nponsBoacTBa GMONOrMYECKUX NeKapCTBEHHbIX MpenapaToB UCMOMNb3YHTCH pasHble BUAbl XXUBOTHbIX.
MoxxHo BblaennTb ABe 6onbLune rpynnbl UICTOYHMKOB:

a) (a) xuBble XMBOTHble, 0ObeAWHEHHblE B Tpynnbl, cTaga, ctau. Hanpumep, obesbsiHbl (BakumHa nNpoTUB
nonuomMuenuTa), nowagu, oBuUbl M KO3bl (MMMYHHblE CbIBOPOTKM MNPOTMB SA0B 3MEW UM CTONOHSKA), KOLLKW
(annepreHbl), KPOMMKX, MbILLN K XOMSKK (BakuMHa NpoTuB BelleHCcTBa), KO3bl, KpYMHbIV poraTblvi CKOT (TPaHCreHHbIe
nNpoayKThl);

6) (b) TkKaHM N KNETKN XXMBOTHOIO NMPOUCXOXAEHWS, N3BMIEYEHHbIE N3 YMEPLLBIEHHbIX XUBOTHbIX (OBLbl U CBUHBW),
ncrnonb3yemble AN NPOU3BOACTBA BbICOKOTEXHOMOMMYHbIX JIEKAPCTBEHHBLIX NpenapaToB MMM Kak Cbipbe A5
hepMeHTOB, aHTUKOArynsHTOB U TOPMOHOB.

34. XXnBoTHbIe Takke UCNOMb3YIOTCH AN KOHTPOMSA KayecTBa B COOTBETCTBMM CO cneumdunkaunsamu (MMpOreHHoCTb,
TOKCMYHOCTb, 6€3BpeaHOCTb, cneumduyeckas akTMBHOCTb).

35. (20) B pononHeHWe K BbINOMHEHUIO HOPMATMBHBIX TpeboBaHWI B OTHOLWIEHUWM rybyaTon asHuedanonaTmm
XMBOTHbIX, [JpYyrme oOnacHble areHTbl (BO3OyaWTEeNM 300HO30B, AHTPOMO300HO30B >KMBOTHbIX) OOSKHbI
KOHTPONMPOBAaTbCA W PErMcTpMpoBaTbCS COIMMacHO MOCTOSIHHO [AEWCTBYIOLWEN nporpaMMe MOHUTOpuHra. [Ans
opraHu3aummn Takmx nporpamm Heob6xoaMmMo nonyyaTb KOHCYNbTaLuMio COOTBETCTBYHOLLEro cneumanucta. B cnyyasax
3ab0neBaHns XMBOTHbLIX-AOHOPOB WM >KMBOTHbIX, KOTOPbIE WCMOMb3YIOTCA B KayeCTBe Cbipbs, AOMMKHblI OblTh
npoBefeHbl U 3aperMcTpMpoBaHbl COOTBETCTBYIOLUME UCCNEAOBAHUSI HA NPEAMET MPUrOOHOCTU 3TUX XXUBOTHBIX U
MPUrOAHOCTU XMBOTHBIX, MPEObLIBABLLMX B KOHTaKTE C 6OMbHBIM XXUBOTHBIM, 118 UCMOMb30BaHMS NP NPOU3BOACTBE
(B KAYECTBE UCXOOHBLIX MaTepuaroB UM UCXOOHOrO Chipbs), MPW KOHTPOSE Ka4ecTBa NPOAYKLUM U NPy NpoBeAeHUN
UcnbITaHW Ha 6e3onacHocTb. [lomkHa ObITb pa3paboTaHa npoueaypa PpeTPOCNEKTUBHOIO aHanmsa, No3BonsioLas
NpUHMMAaTb  peLUeHNEe OTHOCUTENbHO TOAHOCTM  Buonormyeckon apmaueBTMyeckon cybcTtaHumm  mnu
riekapCTBEHHOro npenapara, B COCTaB KOTOPOro BXOAWT WX Mpu NPOU3BOACTBE KOTOPOrO MCMOMb30Barics Takon
mMatepvan >MBOTHOMO MNPOMCXOXAEHUS B KayecTBe WCXOQHOrO MaTepuana WM WUCXOZHOro Cbipbs. [ns
YCTaHOBIEHNS TOro, Kakas U3 JOHaLUWI NocneaHe Nokasana oTpyuaTenbHbli pe3ynbTaT Ha Hannune 3abonesaHus,
Tam rge NpMMEHMMO, MPOBOANTCA MOBTOPHOE TecTupoBaHuWe obpasLoB, COXPaHEHHbIX MpWU Mpeablayliem B3ATUU
mMaTtepuana oT TOro e XXMBOTHOro-4OHOPA (€Cnu TaKoBble UMEIOTCS), YTO BMUSET Ha MPOLLECC NPUHATUS AaHHOMO
peLlueHus. Mpu onpeaeneHMn Nneproaa U3bSATUS XKUBOTHBIX U3 NPOrpaMMbl JOMKEH yUnTbiBaTbCA Neprog BbiBeAeHNS
neKapCTBEHHbIX CPeACTB, WCMONb30BaBLUMXCHA ANS BBEAEHMS XKMBOTHbIM-AOHOPAM WM KUBOTHBIM, KOTOpbIE
MCMONb30Barnmchb B KAYECTBE ChbIPbsl, YTO AOMKHO ObiTb 0POPMIEHO JOKYMEHTANBHO.

36. (21) Ocoboe BHMMaHMEe HEO6X0AMMO yAENATb NPegoTBPALLEHNIO U MOHUTOPUHTY MHPEKLNOHHbBIX 3aboneBaHunii
Y XXMBOTHbIX, KOTOPbIE UCMOSb3YOTCA B KA4ECTBE CbIpbS, U Y XXUBOTHbIX-AOHOPOB. MNpyHUMaeMble Mepbl JOMKHbI
BKIMOYATb KOHTPOSb MCTOYHMKOB, MOMELLEHWUIA, NacTOuLl, KOHTpOnb Guonoruyeckon 6e30MacHOCTU, PEXUMOB
NpoBeAeHUs1 WCMbITAHWIA, KOHTPOSMb BCMOMOraTeNbHbIX MaTepuarioB M KOPMOB Afsi XMBOTHbIX. OcoBeHHyo
3HAUYMMOCTb MMEIT NMPOBEPKUN XXUBOTHbIX, CBOBOAHBIX OT cneumdguyecknx natoreHoB. [omkHbl ObiTb onpeaeneHsbl
TpeboBaHWs K coaepXaHnio U MOHUTOPUHIY 340P0BbS APYIMX XUBOTHbBIX (HAaNpMMep, XMUBYLLMX B CTasX UMK cTagax).
37. (22) ns nekapcTBEHHbIX NpenapaToB, NPOM3BEAEHHbIX C UCMOMb30BaHNEM TPaHCTEHHbIX XMBOTHbIX, AOMMKHA
ObITb 0becneyeHa OTCNEXMBAEMOCTb UCXOAHbIX XMBOTHbIX, NCMOMNb30BaHHbIX AN CO34aHNUSA U3 HUX TPaHCreHHbIX
XKMBOTHbIX.

38. (23) Ocoboe BHMMaHue OOMKHO OblTb yAeneHO BbINOMHEHUIO TPeOOBaHUN HOPMAaTUBHbLIX MPaBOBbIX aKTOB
Poccuiickon ®enepaunmn, perynympyowux BOMPOCbl 3alUTbl XUBOTHBIX, UCMOMNb3YEMbIX B 3KCMEpPUMEHTArbHbIX
Lensx, B OTHOLLUEHNM BUBApPUEB, B KOTOPbIX COAEPXKaTCs XMBOTHbIE, YXOAa 3a XXUBOTHLIMU M KapaHTuUHa. Busapuu,
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B KOTOPbIX COAEPXAaTCs XMBOTHblE, UCMOMb3yeMble Ans MPOM3BOACTBA WM KOHTPONS KayecTBa OGMONoOrnveckmx
thapmMaLeBTUYECKUX CYOCTaHLMI N NEeKapCTBEHHbIX NpenapaToB, AOMKHbI ObiTb OTAENEeHb! OT 30H NPOM3BOACTBA U
KOHTpPOIS KayecTea.

39. (24) Ansa pasnuuyHbIX BMAOB XWUBOTHbIX OOIMKHbI ObITb OMpefeneHbl OCHOBHbIE MOKa3aTesnu, KOTopble 3aTem
KOHTPONMPYIOT U perucTpmpytoT. lNokasaTtenu MoryT BKNo4aTb BO3pacT, MOJ, BEC U COCTOSIHME 340POBbS XXMBOTHbIX.
40. (25) [Ona npepoTBpalleHUs pucka MNepenyTbiBaHUS >KMBOTHbIX, OUONOrMYecKMx areHToB M pes3ynbTaToB
NPOBEeAEHHbIX UCMbITAHUA WM NPeaoTBpaLLEHNs BO3MOXHbLIX OMacHOCTEN, OOJMKHA CyllecTBOBaTb CUCTEMA WX
naeHTudmKaummn.

JokymeHTauums

41. (26) Ona ncxogHoro Cblpbs M UCXOAHBIX MatepuanoB Ansd NpPou3BOACTBA OGUMONOrMYECKMX NeKapCTBEHHbIX
npenapaToB MoXeT noTpeboBaTbCA [OMNONHUTENbHas WHgopMaums 06 UCTOYHMKE, NPOUCXOXAEHWUMU, Lienu
NMoCTaBOK, MeToe NMPOM3BOACTBA M NMPUMEHAEMbIX MeToAax KOHTPONA KadecTBa Ans obecneyeHmss Heobxoanmoro
0b6bemMa KOHTPOnNS, B TOM YNCIe MUKPOOMONOrMYECKOro KOHTPOns.

42. (27) Ons HekoTOpbIX TUMOB MPOAYKUMM MOXeT noTpeboBaTbCsA crneunduyeckoe onucaHue MaTepuaros,
BXOASALLMX B CEPUIO, B YHACTHOCTM, COMATMUYECKUX KINETOK, NCMOMb3yeMbiX MPU NPOU3BOACTBE BbICOKOTEXHOMOMMYHbIX
nekapCTBEHHbIX MpenapaTtoB. B OTHOWEHWM ayTONMOrMyHoOro nekapcTBEHHOro npenapata WM JeKapCTBEHHOro
npenapaTa OT cneumanbHO NogodpaHHOro AoHOpPa, NPOAYKLUMS OOIMKHA paccMaTpmuBaThCs Kak OfgHa cepusi.

43. (28) [Ina nekapCTBEHHbIX NpenapaToB, NpU NPOU3BOACTBE KOTOPbLIX UCMOMb3YTCH YernoBeyeckne KNneTkm unm
TKaHW [OHOPOB, OO/MKHA ObiTb obecneyeHa nNoMHas MNPOCNEXMBAEMOCTb, HaYMHAA OT WUCXOAHOrO Cbipbs U
MaTepuanos, B TOM 4Mcre cogepxalasa niopmauunio 060 BCeX BeLLeCTBax, KOHTAKTUPOBABLUMX C KNeTKaMu unm
TKaHsAMW, BMMOTb A0 MOATBEPXAEHMSA MOMNydeHUs NEeKapCTBEHHOro npenapata B MeCcTe €ero npuMEHEHMs.
OpHoBpeMeHHO € 9TUM AormkHa bbiTb obecneyeHa aHOHMMHOCTb NAaLMEHTOB N KOHPUAEHUMaNbLHOCTb MHopMauum
06 nx 3goposbe. CooTBETCTBYHOLME 3anucK, obecnevmBaloLne NPOCNEXMBAaEMOCTb NIeKapCTBEHHOro npenaparTa,
OOIMKHbI XpaHUTBCA B TEYEHUE TpuauaTty NeT nocne gaThl OKOHYaHUsl CpoKa rO4HOCTU flekapCTBEHHOMO Npenapara.
Ocoboe BHUMaHWE [OMKHO YAenATbCA OOeCcnevYeHuto MNPOCNEeXNBAEMOCTU Cneunduieckux NekapcTBEHHbIX
npenapaToB 4118 UCMONb30BaHMs B 0CODbIX Cryyasx, Kak HanpuMep KMeTKM OT crneLmanbHo nogobpaHHoro goHopa.
Mpon3BoaCTBO NEKAPCTBEHHbBIX CPEACTB C UCMONb30BaHMEM KOMMNOHEHTOB KPOBY B KA4YECTBE MCXOLHOTO ChIpbs UM
matepuanos OOIMKHO COOTBETCTBOBATb TpeboBaHNAM 3aKoHogaTenbLCTBa. Mpw NpOon3BOACTBE
BbICOKOTEXHOSOIMMYHbIX NIEKAPCTBEHHbIX MpenapaToB AofkHa ObiTb obecnedeHa NpocnexXmnBaemMmocTb YeN0BEYECKNX
KNeToK, B TOM YMCIle reMOMNO3TUYECKUX CTBOSOBLIX KNeTok. Meponpuatus, obecneyvmBaroLLme NPOCNeXmBaemMocTb 1
XpaHeHne OOKYMEHTauun B TeYeHne Heobxoammoro nepmona BpeMEHU, OOIMKHbI ObiTb BKITHOYEHBI B TEXHUYECKME
cornalleHnst Mexay BOBfeYEeHHbIMU B TaKylo AeATENbHOCTb CTOPOHAMU.

MponssoacTeo

44. (29) YunTbiBadg BO3MOXHYK BbICOKYID W3MEHYMBOCTb CBOWCTB OWMOMOrM4ecknx BELLECTB U MPOOYKTOB,
HeobxoamMmo obecneunTb Ha pasHbiX 3Tanax >KM3HEHHOro UMKna NpoAyKkuMu (Hampumep, Ha aTane paspaboTku
npouecca) NoBblleHWe HaAOEXHOCTM M YCTOMYMBOCTM MpoLecca, CHwkas TeM cambiM ero BapuabernbHOCTb U
noBbIlLasi BOCMPON3BOAMMOCTb. [1OBTOpHas oueHka AOofKHa MpOBOAMTBCA B Mpouecce 0O30poB KayecTsa
NPOAYKLUN.

45. (30) lMockonbky cpedbl U peakTMBbl B YCMOBUSX KyNbTMBMPOBaHMSA obecneumBaloT pPOCT KMETOK wunu
MUKPOOPraHM3mMoB, KOTOpble, Kak MpaBuIio, SBMSATCH MOHOKYNbTypamu, 0coboe BHMMaHWE OOIMKHO yAensTbCs
cTpaTernm KOHTPOMs KavyecTBa AN rapaHTuy npegynpexaeHns u MMHUMn3aummn 6MoHarpy3km n CBA3aHHOIO C Hen
3arps3HeHna MeTabonuMtamu M 3HOOTOKCMHaMMW. [INs BbICOKOTEXHOMOMMYHLIX fEeKapCTBEHHbIX MpenapaTtoB Ha
OCHOBE KIeTOK, KOTOpbl€, Kak NpaBuo, Npon3BogaTCs MarnbIMu CEPUSMU, PUCK MEPEKPECTHON KOHTaMUHALMW MeXAY
KNEeTOYHbIMW NEeKapCTBEHHbIMM MpenapaTtaMmy OT pa3sHbiX JOHOPOB C Pa3fU4YHbIM COCTOSHMEM 340POBbS AOSKEH
KOHTPONMPOBAaTbLCH COrMacHO yCTaHOBMNEHHbIM TpeboBaHUSAM 1 MpoLeaypam.

McxogHoe Cblpb€ U UCXoOHblE MaTepuarbl

46. (31) Cnenyet 4eTKO onpeaensaTb UCTOYHMK, MPOUCXOXAEHNE N NPUrOAHOCTbL BUMONOrMYECKUX UCXOLHOMO Chipbs
N UCXOLHbIX MaTepuasnoB AN NOCNeayoLEro X UCNOMb30BaHMs (Hanpumep, KpMONpoTEKTOPbI, MATAOLLIME KNETKH,
peareHTbl, NUTaTenbHble cpeabl, Oydepbl, CLIBOPOTKN, PEPMEHTLI, LIUTOKMHBI, hakTopbl pocTa). Ecnn npoBeaeHve
HeobX0OUMbIX UCTIBITAHUIN 3aHMMAET MHOTO BPEMEHW, [OMYCKAeTCs Ha4unHaTb 00paboTKy MCXOOHBIX MaTepMarnos 4o
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nony4yeHus pesynbTaToB 3TUX MCMbITAHWA, HO ANS UCMNOMb30BaHUSA 3TUX UCXOOHbIX MaTepuarnoB OOMKHO ObiTb
YUYTEHO MX BNUSHWE Ha ApYyrve cepun B Cnyvae BbiiBNEHNS HECOOTBETCTBUSA M OLLEHEHbI PUCKU COrMacHoO NpuUHUunam
yrpaBneHnsa puckamun ans kadecrtsa. B Takux cnydaax Bblgada paspelleHus Ha BbiNyCK cepun roToBon nNpoayKLumm
3aBMCUT OT YOOBMETBOPUTENBHBIX PE3yNbTaToOB MCNbITAHUA WMCXOAHOIO Cbipbsl. Ha ocHoBaHuMu TpeboBaHumM K
COOTBETCTBYIOLLMM CTagMaM NPOU3BOACTBA AOSMKHA NPOBOAUTLCA UOEHTUMUKaAUUA BCEX UCXOOHbIX MaTepuanos.
HononHutensHble TpeboBaHUS Anst BMONOrMYECKNX NEKAapPCTBEHHbIX NpenapaToB N3noxeHol B rnase |1l HacToawmx
Mpaeun u MpunoxeHun N 8 k HacToswwmm lNpaBunam, a ansa Guonornyeckux apMaLeBTUYECKMX CYOCTaHUUN B
rnaee IV HacTodawmx MNpasun.

47. (32) MNMpwn oueHKe pUCKOB KOHTAMUHALIMN UCXOOHOTO ChiPpbS U UCXOAHbBIX MaTepranoB BO BPEMS UX MPOXOXAEHMUS
no uenu nocTaBok 0coboe BHMMaHue HeobGXOoAMMO yAensaTb PUCKY, CBSI3aHHOMY C rybyartomn aHuedpanonatven
XWUBOTHbIX M MaTEHTHbIMU BuUpycamu. Takke [OMKHO ObiTb yAeneHO BHUMaHue MWCXOOHbIM MaTtepuanam,
HENOCPEeACTBEHHO KOHTAKTUPYKOLMM C TEexXHomnorndyeckum obopyaoBaHMEM WNU  NpoAayKUMen (Takum  Kak
nuTaTenbHble cpefbl, UCNONb3yeMble A5 CUMYNALUN aCeNTUYECKOrO PO3NnBa, U CMa3oyHble MaTepuansl, KOTopble
MOTYT KOHTaKTUpPOBaTb C NPOAYKTOM).

48. (33) Bcnegcreue TOro, YTo pUCKM BHECEHUSI KOHTAMUHALMK U COOTBETCTBYIOLLME NOCNEeACTBUS O FOTOBOrO
nekapcTBEHHOro npenapaTa He 3aBUCAT OT CTaZMu NPOM3BOACTBA, YCTAHOBMNEHUE CTpaTErnm KOHTPONs NS 3awuTbl
nNpoayKuun, MNPUroToBIEHUS pacTBOpPOB, OydepoB M fobaBnsemMbiX KOMMOHEHTOB [OJPKHO OCHOBbIBATbCA Ha
npuHUMNax WM PYKOBOASALLMX YKasaHusX, codepXalmxcs B COOTBeTCTBYHOLWMX nyHkTax [lpunoxenns N 1 K
HacTtosawmM [lMpaBunam. Ocobylo BaXXHOCTb MMEKT KOHTPOSbHbIE MEpPONpUATUS, Heobxogumble ONA NPOBEPKM
KayecTBa UCXOAHbIX MaTepuanos, a Takke Ans npouecca acenTU4ecKoro NPOn3BOACTBA NMPOAYKLMM Ha KINETOYHOM
OCHOBE, rge PUHULLIHAA CTEPUNM3aLUS He ABMSETCS BO3MOXHON, a CMOCOBHOCTb yaaneHns MUKpPOOHbIX MOBOYHbIX
NpPOAYKTOB orpaHmyeHa. Korga B pernctpaumoHHOM SOChEe UM NPOTOKONE KIMHUYECKUX UCCneaoBaHnn yCTaHOBIEH
AONYCTUMbIW TUMN M YpPOBEHb BUOHAarpy3ku, HaNpUMep, Ha CTaguu Nony4YeHns hapmaueBTnyeckon cybecrtaHuum, Torga
cTpaTernss KOHTPOMs OOIMKHa npedycmatpvBaTb CnocoObl, KOTOpbIMU OyaeT NoadepXuBaTbCA YCTAHOBMEHHbLIN
ypOBeHb BMoHarpysku.

49. (34) Npun HeOBXOAMMOCTU CTEPUNIM3ALLINM UCXOAHOMO Chipbsi U MaTepMarnoB, Takas cTepunm3aunsi, Npy Hanu4mmn
BO3MOXHOCTU, AOIMKHA NPOBOAUTBLCS TEPMUYECKMM MeToAoM. [Mpn HeOBXOOUMOCTU MOTYT Takke MCNOoNb30BaThCS
Opyrve COOTBETCTBYOLLME METOAbI, MICMONb3YHIOLLNECS ANS MHAKTUBALMN BUONOrMYecKkMX MaTepmarnos (B HYaCcTHOCTH,
pagvauus n ounbeTpaums).

50. (35) MoxeT noTpeboBaTbCsi NPOBEAEHNE APYTMX MEPOMPUSITUI, B YACTHOCTUW, UCMOMb30BaHWe aHTMONOTMKOB Ha
paHHUX 3Tanax NPOM3BOACTBA C LieNblo YMEHbLUEHNSI BroHarpysku, KoTopasi BO3MOXHa Npu MOCTABKE XUBbIX TKAHEN
N Knetok. PekomeHayeTcss nNoO BO3MOXHOCTM u3beraTb Takmx MEPONPUSTUIA, HO B Criydyae HeobXoauMOCTM MX
NCNONb30BaHNE [OMMKHO ObiTb OBOCHOBAHO, @ WX MPUMMEHEHWE B TEXHONOrMYECKOM MNpOLecce AOSPKHO ObiTb
NnpekpaLLleHO Ha CTagmMm1, YKa3aHHOW B PErMCTPaLMOHHOM A0ChHE UMM NPOTOKONE KITMHUYECKUX NCCNEeA0BaHUN.

51. (36) [Ansa yenoBe4veCckMxX TKaHen 1 KNeToK, UCNOoSb3yeMbIX B KAYECTBE MCXOOHbIX MaTepuanos A5s 6Monornyeckmx
NEeKapCTBEHHbIX CPeacTB, HEOOXO0AUMO yYnTbiBaTh crieaylolimne TpeboBaHus:

a) (a) vx npuobpeTeHne, OOHAUMA W MPOBEAEHUE MWCNBITAHUA [OJKHO OCYLLECTBASTLCS B COOTBETCTBUU C
HOpMaTMBHbLIMU NpaBoBbIMU akTamu Poccunckon ®epepauun. OpraHnsaumm, nocTaBnsoLLME UCXOOHOE CbIpbe,
OOIMKHBI UMETb paspeLleHne ynonHOMOYeHHOro defieparnbHOro opraHa UCNOMHUTENbHOW BNacT B COOTBETCTBUM C
3akoHofgartenbcTBoM Poccuiickon ®egepauun. Hanuume HeOOXOAMMBIX pa3peLleHuin JOSMKHO ObiTb NPOBEPEHO B
pamkax cucTeMbl ynpaBneHusi NoCTaBKamMu;

6) (b) B cnyyasx MMMNOPTMPOBAHWUSI TaKMX YEIIOBEYECKMX KIEeTOK M TKaHel u3 Opyrnx CTpaH, AOMKHbl ObiTb
cobnogeHbl CTaHOapTbl KOHTPONSA KayectBa M 6e30MacHOCTM, COOTBETCTBYHOLIME TPeOOBaHWSIM HOPMATUBHbIX
npaeoBbIx akToB Poccuickon ®epepauum;

B) (C) B HEKOTOpbIX cnydasax paboTta ¢ Knetkamm u TKaHsMU, UCMONb3yeMbIMU B Ka4ECTBE MCXOOHbLIX MaTepuanoB
ansa ruonornyecknx NekapcTBEHHbIX MpenapaTtoB, OyaeT nNpou3BOAMTLCA B OpraHM3auusx no B3SATUMIO U (Mnu)
npoBepKe TKaHeW, B TOM 4uUCre AN CO34aHMs HavalbHbIX KMETOYHbIX OGaHKOB WM KNETOYHbIX JMHUNA,
NpeALlecTBYOLNX CO34aHUI0 rnMaBHOro GaHka kneTok. B Takmx criyyasix B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuiickon ®egepauum JOmKHO ObiTb HA3HAYEHO NULO, KOTOPOE OTBEYAET 3a yKasaHHble 3Tanbl paboThl;

r) (d) oTBeTcTBEHHOE NWUUO B OpraHu3auum no B3ATUIO U (MNKM) MpPOBEpKe TKaHeW BblgaeT paspelleHue Ha
MCNONb30BaHWe TKaHen U KNeToK nepepn Mx NOCTaBKOW MPOM3BOAUTENO NEeKapCTBEHHOro npenaparta, nocne 4ero
NPUMEHSIIOTCS CTaH4apTHbIE Npoueaypbl KOHTPOMS UCXOOHbIX MaTepuanoB. PesynbTaTbl UCMbITAHWUIA BCEX TKAHEW U
KMNeTOK, NMOCTaBIsieMblX OpraHv3aumern no B3ATUIO U (MnM) MPOBEPKE TKaHeW, OOMKHblI ObiTb MpefocTaBrieHbl
NpOV3BOOUTENIO  JIEKApPCTBEHHOro npenapaTta. [aHHaa wHdopMauuMs OOMKHa  WUCMonb3oBaTbCs  Ans
COOTBETCTBYIOLLEr0 pasgeneHuss matepuanoB M onpegeneHus cnocoboB xpaHeHus. B cnydyae Heobxogmmoctu
BO3MOXHa [OCTaBKa TKaHEW N KIeTOK NPOU3BOAMTENO NIEKApPCTBEHHOrO npenapara [0 NofyvyeHus pes3yrnbTaToB
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UCNbITaHUIN OT OpraHu3aLum No B3ATUIO U (MNK) NPOBEpKe TKaHEN. 3TO BO3MOXHO MPU HanMyum COOTBETCTBYIOLLINX
Mep KOHTpOns Ans npefoTBpalleHns MepeKkpecTHOW KOHTaMUHALWMW TKaHAMU W KneTkamu. Takas [ocTaBka
BO3MOXHa C pa3peLleHns OTBETCTBEHHOIO N1La B OpraHM3aumm no B3sTuio 1 (Mnun) npoBepke TKaHewn;

4) (e) TpaHCNopTUPOBKa YeNoBEYECKNX TKAHEN M KINEeTOK K NPOM3BOACTBEHHON MIoLaaKke OOIMKHa OCYLLECTBAATHCS
B COOTBETCTBMM C COrMalIEHNEM MeXAy OTBETCTBEHHbIMU CTOpOHamu. [1pon3BOACTBEHHbIE MAOLAAKM LOJPKHbI
UMeTb OOKYMEHTanbHOe noaTBepXaeHue cobniogeHns COOTBETCTBYHLUMX Cneunduyeckux yCrnoBUN XpaHEHUs U
TPaHCMOPTUPOBKY;

e) (f) formkHbl cobnoaaTtbea TpeboBaHMSA MPOCNEXNBAEMOCTU, HAYMHASA C OpraHM3aLMm Mo B3ATUIO U (UITK) NPOBEpPKe
TKaHen A0 AOCTaBKM Nonyyartento 1 BKNYas Matepuarnsl, HAXOAMBLUMECS B KOHTAKTE C KNeTKaMun Unm TKaHAMU;

X) (g) AOMKHO BbITb 3aKNIOYEHO cornalleHme Mexay OTBETCTBEHHbIMU CTOPOHaMM (Hanpumep, Npou3BoauTENsMM,
opraHusaumsiMm Mo B3ATMIO U (MNW) NPOBEpKe TKaHeWn, CnoHcopamu, nNuuamu, Ha WMS KOTOPbIX BblAaHbl
perncTpaumoHHbIe YOOCTOBEPEHUS), KOTOPOE onpeaenseT cdepbl OTBETCTBEHHOCTU KaXK4OW U3 CTOPOH (BKMoyas
yKa3aHue OTBETCTBEHHbIX U YNOMHOMOYEHHbIX MNiLL).

52. (37) B oTHOLWEHMM reHHON Tepanun HeobXxoauMO y4nTbIBaTb cnegyowmne TpeboBaHns:

a) (a) onsa NpoAayKumMKn, NPOU3BEAEHHOW C UCMONb30BaHNEM BUPYCHbLIX BEKTOPOB, NCXOAHbIE MaTepuaribl ABASHTCS
KOMMOHEHTaMM, U3 KOTOPbIX MOMy4YEH BUPYCHbIA BEKTOP, TO €CTb MaBHbI BMPYCHbI NOCEBHOW Martepuan wnu
nnasMuabl, KOTOPbIMY TPAHCHOULMPYIOT NakylolmMe KNeTKA, U rMaBHbIN OaHK KNeTok, MCNnonb3yemMbii Ans NIMHWK
NaKyrLLMX KNeTok;

6) (b) ona npogykumu, NPOW3BEOEHHOW C MCMONb30BaHWEM MNNasMua, HEBUPYCHbIX BEKTOPOB W TFEHETUYECKU
MOAMMULNPOBAHHBIX MMUKPOOPraHM3MOB, 3a WCKIIOYEHMEM BUPYCOB U BUPYCHbIX BEKTOPOB, WCXOAHbLIMMU
MaTepuanamu SIBfsTCA KOMMOHEHTbI, UCMOMb3yemMble AN CO34aHUst KNeTOK-NpoAyLEeHTOB, TO eCTb nnasmuipl,
BaKTepus-X0381H U rMaBHbIN 6aHK PEKOMOMHAHTHBIX MUKPOOPTraHN3MOB;

B) (C) Ona reHeTudeckn MOAMPUUMPOBAHHBLIX KMNETOK WCXOOHbIMM MaTepuanamu sBrstOTCS KOMMOHEHTHI,
ucnonb3yemble AN NOMy4YeHUs1 reHEeTUYECKM MOAMPULMPOBAHHbBIX KNETOK, TO €CTb UCXOAHble Martepuarnbl Ans
NpOM3BOACTBA BEKTOPOB, @ TAKXKe KIETKN YErIOBEKA MUIN XXUBOTHbIX;

r) (d) npvHuunel HacToswmx [MpaBun NPUMEHSIIOTCA, HauYMHas OT cucTeMbl GaHKa KNeToK, UCMOoMb3yemoro Ans
Npou3BOACTBa BEKTOPA UMK Mna3muapl, KOTOPbIE UCMONL3YIOTCH AN NepeHoca reHoB..

53. (38) MNMpun Npon3BOACTBEHHBLIX NMPOLECCaX, B KOTOPbIX KINETKN YerNoBEKa M XMBOTHBLIX UCMONb3YOTCA B KAa4ecTBe
MUTaOLLMX KNETOK, JOIMKEH NPOBOAUTLCA COOTBETCTBYHIOLLMIA KOHTPOSb UCTOYHUKOB, UCMbITAHUIA, TPAHCMOPTUPOBKM
N XpaHeHMs OaHHbIX MaTepuanoB, BKMYash KOHTPOMb B COOTBETCTBUM C TpeboBaHUSIMM 3akoHoAaTenbCcTBa
Poccuickon ®egepaumn.

CucTtema noceBHOW KynbTypbl 1 GaHka KNeTok

54. (39) Ons npenoTBpalleHnsa HeXxenaTteribHOro U3MeHeHUsi CBOMCTB, KOTOPOE MOXET MPOU3ONTU BCNeacTsue
MHOrOKpaTHbIX nepeceBoB unv 60MbLWIOro Yncna reHepauni, NponssoacTBo Buonornyecknx apmaueBTUYecKnX
CcybCTaHUMIA M NeKapCTBEHHbIX MpenapaTtoB, MOfydaemblX M3 KynbTyp MUKPOOPraHM3MOB, KyNbTyp KMeTOK unv
pa3MHOXXeHMeM B 3aMOPUOHaX, TKaHAX U OpraHax >XUBOTHbIX, AOIMKHO ObITb OCHOBaHO Ha cUCTEMe rnaBHOM 1 paboyen
BMPYCHbIX MOCEBHbIX KynbTyp 1 (Mnn) 6aHKOB kNeTok. Takas cuctemMa MOXeT ObITb HENMPUMEHMMOW KO BCEM TUMam
BbICOKOTEXHONOMMYHbIX TeKapCTBEHHbIX NpenapaTos.

55. (40) KonuyectBo reHepaumi (YOBOEHUN, Maccaxemn) mexay MOCEBHOW KyrnbTypoh unyM OaHKOM KNeToK U
Guonornyeckon dapmaueBTUdeckon cybcTaHumen Nnbo nekapcTBeHHbIM NpenapaToM AOSMKHO COOTBETCTBOBATHL
TpeboBaHuAM cneundukalmin B permcTpaLmoHHOM 4OCbe NN NPOTOKOME KIMHUYECKMX MCCNeaoBaHNN.

56. (41) Co3gaHune cuctem NoceBHbIX KyrnbTyp 1 OaHKOB KNETOK, BKMNtoYasi rmaBHble U paboyne NoCeBHbIE KYNbTYpbI,
OOMKHO SBMAATLCS YaCTblO YNPAaBEHNS XU3HEHHBIM LUKIOM MPOSYKUMM Y MPOBOAMTBLCS B Hagnexawmux ycrnoBusx.
lMpoussoacTBeHHass cpefja MOOMMKHA HaxoAWTbCA MOA4  COOTBETCTBYWOLIMM KOHTporem Aans  obecneveHus
6e3onacHOCTV CUCTEM MOCEBHbIX KyrnbTyp U GaHKOB KMETOK, a Takke nepcoHana, pabortatowero ¢ Humu. [Npu
CO34aHMM MOCEBHbIX KyNbTyp 1 BaHKOB KNeTOK He AonycKaeTcs OgHOBpeMeHHas paboTa ¢ APYrMMu XMBbIMA UMK
NHMUMPYIOLLMMK MaTepuanamy (Hanpumep, BUpycamu, MMHUAMW UK LITaMMaMKn KNeToK) B OHOW 1 TOM Xe 30He
WNM OOHOTO W TOro e nepcoHana. [domkHa ObiTb AOCTyMHa [AOKyMeHTauus, no3sondwwas obecnevntb
NPOCNEeXMBAaeMOCTb CTaaui, NpelecTBYIOWMUX reHepauun rnaBHOW NOCEBHOW KynbTypbl UNW rnaBHoro GaHka
KMeTok, rge MoryT ObiTb MPUMEHEHbl TOMbKO NPUHUMMLI HacToswmx [NpaBun. [daHHas OOKyMeHTauus OOmKHa
BKMOYAaTb MH(OPMAaLMI0 OTHOCUTENBHO KOMIMOHEHTOB, WMCMOSb30BABLUMXCH BO BpeMsi pa3paboTkM M BO3MOXHO
BMNMsOLWMX Ha 6e30nacHOCTb NPOAYKUUN (HanprumMep, peareHTbl GMoNorMyeckoro NPoONCXoXAEeHUs), OT Ha4YarbHOro
NCTOYHMKA W OO FNaBHOTO KIETOYHOIO UMW rMaBHOMO NOCEBHOMO 6aHkKa, ecrv NpMMEHNMO.

57. (42) MNMocne dopmmnpoBaHMA OCHOBHOIO 1 pabodero 6aHKOB KNETOK U MOCEBHbIX KyNbTyp AOIMKHbI COBMoaaThCs

CrpaHuua 91 u3 179



Mpuka3 MuHnpomTopra Poccumn ot 14.06.2013 N 916

"06 yTBepxaeHum MpaBun opraHn3aumm NpoM3BOACTBa U KOHTPOMS KayecTBa
NEKapCTBEHHbIX cpeacTB”

(3aperucTpupoBaHo B MuHiocTe Poccum 10.09.2013 N 29938)

npoueaypbl N0 KApaHTUHY K paspeLleHnto 6aHKOB K MCMOorb3oBaHMI0. [omkHbl ObITe NPOBEAEHbI COOTBETCTBYIOLLNE
KBanuMdpukaumsi n UCMNbITaHUSA B OTHOLLEHUN KOHTaMUHAHTOB. WX ganbHenwas npurogHoCcTb BNOCNEACTBUN JOIDKHA
OblTb MOATBEpXAeHa CTabWUbHOCTLIO XapakTEPUCTUK W Ka4yeCTBOM MOCMedyloWnx Ccepui  NpoayKummn.
[okasaTenbCTBO CTAaOWMIBHOCTM U BOCMPOM3BOAUMOCTM MOCEBHLIX KynbTyp Wnn GaHKOB KreTok HeobxoguMmo
0gopmMnATb AOKYMeHTarnbHo. CoaepkaHue 3anncen JOMKHO NO3BONATb NPOBOANTL OLEHKY TEHAEHLUMNA.

58. (43) MNMoceBHbIE KYNbTYpbl 1 BaHKM KNEeTOK HeobxoaMMOo co3faBaTh, XPaHUTb M UCMOMbL30BaTb Takum obpasom,
4ToObl PUCK WX KOHTAMWHALUMM WU U3MEHEHUSI OblsT MUHUMAInbHbIM (HanpuMep, XpaHuTb B FePMETUYHbIX
KOHTEeNHepax B XUOKOM a3oTe). B cnyyae xpaHeHus pasnnyHbIX NOCEBHbIX KyNbTyp U GAHKOB KINETOK B OOHUX U TEX
Xe 30HaxX MnM C MCMOoSfb30BaHMEM OOHOMO0 U TOro e o00opyaoBaHMs LOMXKHbl ObITb MPUHATHI Mepbl MO
npeaoTBpaLLeHVI0 NepenyTbiBaHUS U NEePEeKPecTHOM KOHTaMMHauuMM C  y4eTOM MHAEKUMOHHON Npupoabl
MaTepuanos.

59. (44) llekapCTBEHHbIE NpenapaTbl HA OCHOBE KNEeTOK 06bIMHO NPOU3BOASATCS U3 KNETOYHOro 3anaca, Nofny4eHHoro
N3 OrpaHU4EeHHOro KonmMyecTsa naccaxen. B oTnuuve oT ABYXYPOBHEBOMW CUCTEMbI rfaBHbIX U paboymx 6aHkoB
KINeToK, KOIM4eCcTBO NMPOU3BOACTBEHHbIX LIMKIOB HA OCHOBE KINETOYHOrO 3anaca orpaHMyYeHo KoNIM4ecTBOM arnmKBoT,
Nosfy4eHHbIX NOCEe POCTa, U HE PacrnpOCTPaHAETCA Ha BECb XM3HEHHbIN LMK npoaykuun. MNpoTokon Banugauuu
OOJDKEH YUNTbIBATb U3MEHEHWS KIETOYHOro 3anaca.

60. (45) EMKOCTM ONsi XpaHeHus1 OOJPKHbl ObiTb FEPMETUYHO 3aKpbiThl M YETKO MAapKMPOBaHbI; MX Heobxoanmo
cogepxaTb Mpu COOTBETCTBYOLLEN Temnepatype. Heobxoammo BeCTM AOKYMEHTamNbHbIA Y4YeT XpaHSALWMXCS
eMkocTeln. TemnepaTypy XpaHeHUs1 crnegyeT HenpepbiBHO perncTtpupoBaTb, a B YCTAaHOBKAx C XXUOKAM a30TOM
KOHTpOnupoBaTb ero ypoBeHb. OTKMNOHEHMSI MapamMeTpPoOB XPaHEHUS OT YCTAHOBMEHHbLIX MNpedenos u nobble
NpeAanpUHATBIE KOPPEKTUPYIOLLUE 1 NpeaynpexaaroLme 4eNCTBUSA JOIMKHbI ObITb 0OpPMIIEHbI JOKYMEHTArbHO.
61. (46) PexomeHagyeTcs pas3gendTb 3anacbl Ha 4acTuM M XpaHuTb pasfgenbHO BO M3bexaHue NOMHOW yTpaTbl.
KoHTponb MecTopacnonoXeHus OOMmKeH obecnevnBaTh BbINOMHEHME YKa3aHHbIX Bbille TpeboBaHuNn.

62. (47) YcnoBus xpaHeHus n 06paboTku 3anacoB AOMKHbI ONPeAenaTbCA COrMacHO TEM Xe caMbiM npoueaypam u
napameTtpam. [Nocne B3ATMSA KOHTENHEPOB N3 XpPaHWUMMLLA NOCEBHOW KynbTypbl nnn 6aHka kneTok He gonyckaeTcs
BO3BpaLlllaTb UX B XPaHUNNLLIE NOBTOPHO.

MpWHUMNbI paboTbl

63. (48) MNpu ynpaBneHun N3MeHeHUMUN C YCTaHOBINIEHHOWN NEPUOANYHOCTBIO JOIMKHBI paccMaTpmBaTbes ahdeKTbI,
BKIIOYASA KyMynaATMBHblE 3hPEKTbl M3MEHeHWU (Hanpumep, B MPOU3BOACTBEHHBIX Mpoueccax), BAusLmne Ha
KayecTBO, 6e30MacHOCTb 1 3 PEKTUBHOCTL FOTOBOIO fIeKapCTBEHHOMO Npenapara.

64. (49) Kputnueckne onepauuoHHble (TEXHOMOMMYeckne) unu Jpyrue UCXodHble napameTpbl, BhAvsowune Ha
KayecTBO IeKapCTBEHHOro mnpenapara, [OOIPKHbl OblTb oOnpedeneHbl, BanMAWPOBaHbl, LOKYMEHTUPOBaHbI U
noagepXuBaTtbCs B COOTBETCTBUM C YCTAHOBMNEHHLIMU TPEOOBAHMAMM.

65. (50) CtpaTernst KOHTPOMsi NOCTYNIIEHUSA UCXOOHOTO ChIPbS Y UCXOOHbBIX MaTeEpPUaroB B MPON3BOACTBEHHbIE 30HbI
OOMMKHa OCHOBBIBATbCA Ha MNPUHUMMNAX YMNpaBreHUs puckamy Ans KadecTBa. [nsi acenTuyeckux MpoLEeccoB
TEPMOCTOMKNE UCXOOHOE ChIpbe U UCXOOHbIE MaTepuarbl, NONagaloLlwme B YUCTYHO UM YUCTYIO U U3ONIMPOBAHHYIO
30HY JOJDKHBI, MPY HANU4MU BO3MOXHOCTU, NOCTYNaTb B HUX Yepe3 NPOXOOHOM aBTOKIaB UM CyX0XXapoBOK LUKad.
HeTepmocCTOlKMe MCXOOHOE Chipbe UM UCXOAHblE MaTepuanbl OOMKHbI BHOCUTLCHA Yepe3 BO3QYLUHble LUM3bl C
GnokvpoBkoW aABeper, noaBeprasicb npouegypaM 3(dEKTUBHON CcaHMTaApHOW 0OpaboTkM MOBEPXHOCTMU.
Paspeliaetca cTepunusaums nNpegmeToB U MaTepuarnoB B OpPYroM MECTE MpuU YCroOBUW, YTO OHW coepxaT
KONMM4ecTBo OBEPTOK, COOTBETCTBYHOLUMX YUCIY CTagun, HEOOXOAMMBIX OMS1 NPOXOXAEHUS B YUCTYHO 30HY, U
BHOCATCS B Hee 4epe3 BO3AYLUHbIN L3 C COBNIOOEHNMEM COOTBETCTBYHOLUMX MeEp NPEeSOCTOPOXHOCTU MyTeEM
caHuMTapHom 06paboTKn NOBEPXHOCTEN.

66. (51) JomkHbl ObiTb NOATBEPXAEHLI POCTOBbIE CBOMCTBA NMUTATENbHbIX Cped C Lenbk goKasaTenbCTBa MX
NPUrogHOCTM Ans npenonaraemoro UCnonb3oBaHus. lNMutaTensHble cpeabl OOMKHbBI MPU HANMMYUU BO3MOXHOCTM
cTepunu3oBatbcs Ha Mecte. [lpy nnaHoBOW nogave rasoB, NUTATENbHbIX CpPed, KUCMOT WNn  LLEeroYven,
neHoracutenem kK epmeHTepaMm Mpu HanMYum BO3MOXHOCTM PEKOMEHAYETCS WCMONb30BaTb CTEPUIU3YHOLLME
bVNbTPLI, BCTPOEHHbIE B JIMHWW NOA4AYN.

67. (52) OobaBneHne BellecTB uUNu KynbTyp B bepMeHTepbl U Apyrne cocydpl, a Tawkke oTbop npob M3 Hux
Heob6X04MMO MPOBOAUTL B TLATENbLHO KOHTPONUPYEMbIX YCMOBUAX ANst NPefoTBpalleHust KoHTamuHauuu. [Mpu
BHECeHnn fobaBok nnm otbope Npob HeOOXOAMMO KOHTPONMPOBaTh NPaBUSIbHOCTb NOACOEANHEHUS COCYOB.

68. (53) Ecnu 910 HEO6XO04MMO, AOIMKEH OCYLLECTBMAATLCA MOCTOSIHHBIA KOHTPOSb HEKOTOPBIX NMPON3BOACTBEHHbIX
npoeccoB (Hanpumep, depMeHTauun) C BHECEHMEM pe3ynbTaToB KOHTPOIS B 3an1cuy no Nnpou3BoacTey cepun. Mpu
NpovM3BOACTBE C MCMOMb30BaHMEM METOLA HEMPEpPbIBHOMO KynbTUBMPOBaAHMS Heobxoaumo cobnogatb
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cneumanbHble TpeboBaHMA K KOHTPOMIO KavyecTBa, MOAMExallMe MPUMEHEHU0 B pesyrnbTate Bblbopa Takoro
Npou3BOACTBEHHOrO MeToAa.

69. (54) Mpouecchl LEHTPUPYTNPOBAHUSA N CMELLUMBAHUS MPOAYKTOB MOTYT NMPUBECTM K 0Opa3oBaHMio aspo30rien,
NMo3aToOMy BO M3bexaHue NepeKkpecTHOW KOHTaMUHAaUMK Takue npouecchl crnegyeT NPOBOAWTb B M30SIMPOBAHHbIX
30Hax.

70. (55) MNpwu cnyyanHom yTeuke, B 0COBEHHOCTU XUBbLIX MUKPOOPraHM3MOB, OOJDKHbI ObITb MPUHATHI HEOTNOXHbIE
Mepbl Ge3onacHocTW. [ns KaXgoro Buvaa WM rpynnbl MUKPOOPraHM3MOB AOIMKHbI OblTb NpeaycMOTPEHbI
cneumanbHble MeponpuaTUSt N0 OeKOHTaMuHauun. Npy NCNoMb30BaHMM Pas3fnUYHbIX LUITAMMOB OakTepun OgHOro
BMAa UINK OYEHb MOXO0XUX BUPYCOB 3Ta npoueaypa MOXeT ObiTb BanuaMpoBaHa B OTHOLLEHUN TOSNbKO OAHOIMO U3 HUX,
€CMN Y HUX HeT CYLECTBEHHbIX pPasnuiuii B YCTOMYMBOCTU K COOTBETCTBYIOLIEMY areHTy (areHTam) ans
OEeKOHTaMuHauuu.

71. (56) Ecnu matepumansl, nCnonb3yoLwmnecs Ans npoM3BoACcTBa U KOHTPONS, BKMoYas GyMaxkHble JOKYMEHThI, IBHO
SABNSAOTCA KOHTAMUHUPOBAHHBIMW, HANPUMEP MPOUTLIMU XUOKOCTAMU, a3PO30MsMU UMK NOTEHUMANbHO OnacHbLIMU
MUKPOOPraHn3mMamu, TO OHW LOIDKHbI ObITb COOTBETCTBEHHO AE3NHMUUMPOBAHbI, WM WMHAOPMAaUMS [OOMKHa
nepegaBsaTbCsa OpyrMmum crnocobamm.

72. (57) MNpu nHaKTMBaLMN NV yOaneHnun BUPYCOB B XOAe MPOM3BOACTBA HEOOXOAMMO NpMHUMATbL Mepbl MPOTUB
NMOBTOPHOW KOHTaMMHaLUMM 06paboTaHHON NPOaYKLMM CO CTOPOHbI HeobpaboTaHHON NPOaYKUNN.

73. (58) Onsa npoOyKTOB, NHAKTUBMPYEMbIX MpY NOMOLLM Jo0OaBnNeHNst peareHToB (HanpumMep, MUKPOOPraHn3Mbl B
npouecce MNpPOM3BOACTBA BaKUWH), MpOLECC [OIPKEeH rapaHTUpoBaTb MOMHYK  WHAKTUBAUMIO  XKMBbIX
MUKpPOOpPraHn3amoB. locrne TwaTenbHOro CMeLnBaHns KynbTypbl U MHAKTUBUPYIOLLLETO areHTa A0MKHbI YYUTbIBATLCS
BCE KOHTaKTMPYIOLLME C MPOAYKTOM MOBEPXHOCTH, NpebbiBaBLLME B KOHTAKTE C KyNbTYPOW.

74. (59) Mpu npumeHeHMn xpomaTtorpaduyecknx MeTo4oB MCMONb3YIT pasHble BuAbl obopyaoBaHus. MpuHUMNbI
ynpaBneHnss puckamu Ans KadecTsBa OOSKHbI cobniogaTtbCs npu pa3paboTke cTpaTernm KOHTPOns COpOEeHTOoB,
KOpPNYCOB KOJTIOHOK M ApYyroro o6opynoBaHns Npu ux UCMorib30BaHUK A11S1 NPOM3BOACTBA B PEXMME KaMMaHui unu B
NpoOu3BOACTBEHHOW cpefe, MpedHasHa4YeHHOW [Ans NPOM3BOACTBA HECKOMbKMX TWMOB npoaykuun. He
pPEeKOMEHAYETCS UCMOMb30BaHNE OOHMX M TeX )Xe COpOEHTOB Ha pa3HbiX TEXHOMOrM4eckux ctagmax. Heobxogumo
YCTaHOBUTb KPUTEPUN MPUEMIIEMOCTU, YCroBUA paboTbl, METOAbI BOCCTAHOBMNEHMS, CPOK CNyXbbl M MeToAbl
cTepunmsauumn unm AesmH@eKLMmM KONOHOK.

75. (60) JononHuTenbHblE UHCTPYKLUN OTHOCUTENBHO MCMOMb30BaHMsA 06y4eHHbIX 060pyaoBaHUSA 1 maTepuanoB
nanoxeHol B MNpunoxeHun N 12 kK HacToswmm NMpasunam.

76. (61) JomkHa cyuiecTBoBaTb CUCTEMA, rAapaHTUPYIOLLAsA LEeNOCTHOCTb N FrepMETUYHOCTb KOHTEMHEPOB MOCHE UX
HaMoMHeHUs, 1 NPeLYCMOTPEHbI MPoLIeAYPbl Ha Cry4van NbbIX yTeYeK Unm NpockinaHnii n NPOSIMBOB, B CyYae ecnm
NPOAYKT NN NPOMEXYTOYHbIN NPOAYKT NPEACTaBNAT 0COObIN puck. [nsi onepauui no po3numey 1 YNakoBKe OOIDKHbI
CyLecTBOBaTh Npoueaypbl No cobniogeHunto ycnosun, obecneyvsaroLwmx nogaepxaHme NpoayKra B yCTaHOBMEHHbIX
npegenax (Hanpumep, Bpems 1 (Mnu) Temneparypa).

77. (62) PaboTta c KoHTenHepamu (Hanpumep, ¢ amnynamu, pnakoHamu), cogep>xammm 6nonornyeckme areHThbl,
OOMMKHa NPOBOAUTLCH TakMM 0O6pa3oM, 4YToObl M3bexaTb KOHTaMUHALMK OPYTUX NEKApCTBEHHbIX NpenapaToB uUnu
NMPOHMKHOBEHUSA XMBbIX areHTOB B MPOW3BOACTBEHHYKD WNU OKpyxatowyw cpeny. Ons npuHATUA peLleHus
OTHOCUTENBHO YNpaBfieHusl AaHHbIMU PUCKaMM OOMKHbI OblTb MPUHATLI BO BHUMaHWE XWU3HECMOCOOHOCTb TakKmx
OpraHM3moB 1 ux buonorudeckasi knaccudpmkaums (rpynna natoreHHocTy).

78. (63) Heobxogmmo ygenaTb OOMKHOE BHUMaHWE MOATOTOBKE, MeYaTu, XPaHEHW U HAaHECEHMIO 3TUKETOK Ha
yMakoBKy, B TOM YMCINE HaAHECEHW0 Ha MepBUYHYID U BTOPUYHYIO YNAaKOBKY creumdudeckon MHhopmauun ans
naumeHT-cneumpunyecknx NpoayKToB unm o Ucnonb3oBaHNM METOAOB reHeTUYeCcKon uHxeHepun. B crniyyae ecnin
BbICOKOTEXHOMOMYHbIE NTEKAapPCTBEHHbIE NpenapaTbl NpegHa3HaYeHbl 451 ayTONOMMYHOIo NPUMEHEHWUS], Ha STUKETKE
OOJDKHbI  YKa3bIBaTbCA  YHUKamNbHbIA  MAEHTUAUKATOP NauMeHTa W Hagnucb "TOMbKO ANd  ayTONOrMyHoro
npuMmeHeHusa". Ecnv BHeLWHAA ynakoBKa OTCYTCTBYET, AaHHaa MHMopMaums A0oMKHa yKasblBaTbCs Ha NepBUYHOM
ynakoBKe.

79. (64) B cnyyae ncnonb3oBaHnsi CBEPXHU3KUX TEMMEPATYP XPAHEHWST YCTONYNBOCTb MAPKUPOBKN K UCNOSb3yEeMbIM
TemnepaTypam JoimkHa ObITb NOATBEPXKAEHA.

80. (65) Koraa nHopMaLms 0 COCTOAHUM 3A0POBbs AOHOPa (YenoBeka UM XMBOTHOrO), MMeloLLasa 3HavYeHue ans
KayecTBa NpPOAYKLMU, CTAHOBUTCH AOCTYMNHOW NOCNe 3aKynku, 3TO JOIMPKHO YYUTbIBATbCS B NpoLeaypax OT3bIBa.

KOHTpOJ'Ib KavyecTtBa

81. (66) KoHTponb B npoLecce Npon3BOACTBa sBnseTcs bonee BaxkHbIM Ans obecnedeHns cTabunbHOCTN kKavyecTBa
BGuonormndeckux papmaueBTUYECKUX CYOCTaHLUM U NeKapCTBEHHbIX NpenapaTos, YeM A58 APYrMX NeKkapCTBEHHbIX
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npenapaToB. MexonepaunMoHHbIN KOHTPOSb AOMMKEH OCYLLECTBIATLCA HA COOTBETCTBYIOLLMX CTaANAaX NPON3BOACTBa
C Lenbio KOHTPONS YCNOBUI, SBNSIOWLMUXCS BaXXHBIMU Arsi KA4ecTBa roTOBOro NpoaykTa.

82. (67) B cniyyae ecnv NpoMeXyTOYHbIe NPOAYKTbI MOTYT XPaHUTLCS Ha NPOTSXEHUN ONNTENBHOro BPEMEeHU (aHu,
Hegenu vnu Jonblue), A0MMKHa ObiTb paccMOTpeHa BO3MOXHOCTb BKMOYEHWS B TEKYLLYIO NPOrpaMMy MCrblTaHUs
CTabunNbHOCTM TakUX Cepuin TFOTOBOW MPOAYKUUW, KOTOPble MPOW3BEAEHbI U3 MPOMEXYTOYHbLIX MPOOYKTOB C
MaKkcumarnbHbIM NEPUOLOM XpaHeHWs B NpoLecce Npou3BoACTBa.

83. (68) Ecrnm aTOo pgonyckaeTcs perMcTpaumoHHbIM [OCbe, ANs OnpefderneHHbIX TUMOB KMeTok (Hanpumep,
ayTOMOMMYHbIX KMeTOK, UCMONb3yeMblX B MNPOU3BOACTBE BbICOKOTEXHOSOMMYHbIX NEKApCTBEHHbLIX Npenapartos),
KOTOpble MOryT ObITb OOCTYMHbI B OrPaHUYEHHbIX KOMMYEeCTBax, NMpoBeAeHWe MUCMbITaHUA M NOpsAoK XpaHeHUs
KOHTPOMbHbLIX 06pa3L 0B MOTyT BbITb U3BMEHEHbI, YTO OPOPMASETCA AOKYMEHTamMbHO.

84. (69) Ona KnNeToYHbIX BbICOKOTEXHOMOMMYHBLIX JIE€KAPCTBEHHbIX CPEACTB TEeCTbl Ha CTEPUNbHOCTb AOMMKHbI
NpoOBOANTLCS Ha KynbTypax KneTok unu 6aHkax KrneTok, CBOOOAHbIX OT aHTUOMOTMKOB, ANst MOMy4YeHus
AokasaTenbCTBa OTCYTCTBUS KOHTaMuHauuu Baktepusamu n rpubamm, a Tawke NS BO3MOXHOCTU OBHapyxeHus
OopraHn3moB, TpebytoLLmxX cneumanbHbIX YCIOBUMI KyNbTUBMPOBAaHNUS (€Cn NPUMEHNMO).

85. (70) CooTBeTCTBYIOLAA CTpaTerns KOHTPONSA AOSHKHA OCYLLECTBNSATbCA ANA MPOM3BOACTBA OMOMOrMYecKunx
rieKkapCTBEHHbIX NMpenapaToB C KOPOTKMM CPOKOM FrOAHOCTU, onpedensieMblM B HacToswem [punoxeHnm kak cpok
80 14 gHew, AnsA KOTOpbIX TpebyeTcsa BbIMYCK Cepun elle A0 OKOHYaHWA NpoBedeHUS UCMbITaHUi KayecTBa BCeu
napTvu roTOBOW NpoAyKUuun (Hanpumep, nccrnegoBaHne CTEpPUbHOCTH). Takon KOHTPONb AOMKeH ObiTb OCHOBaH Ha
rny6oKoM NOHMMaHUM CBOWCTB NIeKapCTBEHHOro npenapaTta U Npou3BOACTBEHHOrO MpoLecca U OOMKeH yunTbiBaTb
KOHTPOMb N XapaKTepHble CBOWCTBA UCXOOHOIO Cbipbsi U UCXOAHbLIX MaTepuanos. HeobxoaMMo Hanu4yme 4eTkoro u
MOMHOro ONMcaHWs BCen Npoueaypbl Beinycka, BKMYaLwero 0693aHHOCTM OTAernbHbIX paboTHUKOB, y4acTBYOLWMX
B OLEHKe MNPOU3BOACTBEHHbIX W aHaNUTUYECKMX [AaHHbIX. [orbkHa npoOBOAMTBCA HEMpepbiBHAs OLEHKa
3(PPEKTUBHOCTN CUCTEMblI ObBecrneyeHVs KayecTBa, BKIOYas BeAeHuWe 3anucer, NO3BONSALWMUX OUEHMBATb
TeHgeHumn. [JJomkHbl 6bITb NPeAyCMOTPEHbI anbTepHaTUBHbIE METOAbI (Hanpumep, BbICTpbie MUKpOBuonornyeckue
MEeTOAbl)  MOMYYEeHWss  COOTBETCTBYHOLUMX  pe3ynbTaToB, MO3BOMSOWMX NPOBOAWUTL  NpedBapuTeribHoe
NoATBEPXKAEHWE COOTBETCTBMA Cepui B ChyyasX, €ClM HEBO3MOXHO MPOBECTW WCMbITaHWA [OTOBOrO
rniekapCTBEHHOro npenapaTa M3-3a ero KOpoTKOro cpoka rogHoctu. Npoueaypa noaTBepX4eHus COOTBETCTBUA U
BbIMyCKa Cepun MOXeT NpoBoAMTLCA B ABa v bonee atana:

a) (a) oueHka OTBETCTBEHHbLIM(-bIMW) NMLOM(-amK) 3anucen, KacaloMxca npouecca Npou3BOACTBA CEpUM, U
pe3ynbTaToB MOHUTOPUWHIa NPOU3BOACTBEHHOM Cpedbl (eCnv MPUMEHUMO), KOTOPbIe JOMKHbI OXBATbIBATb YCOBUS
NPOM3BOACTBA, BCE OTKIIOHEHUS OT CTaHAapTHbIX Mpouedyp W CyLecTBYOLWME aHanuTMyeckne pesynbTaTtbl A4S
NepBUYHOrO paspeLLeHns cepun NpoayKTa K BbIMYCKY YNONMHOMOYEHHbIM IMLOM;

6) (b) oueHka YNONMHOMOYEHHBIM NULOM pPe3YyNbTaTOB OKOHYATENbHbIX aHaNUTUYECKUX WUCMbITAaHWA U ApYromn
OOCTYMHOW WHopMauMM AN 3aKMYUTENbHOTO MNOATBEPXKAEHUS COOTBETCTBUS CepuM  YCTaHOBMEHHbIM
TpeboBaHusM.

86. [HomkHa O6bITb npegycMoTpeHa npoueaypa, oOnucbiBalowas Heobxoaumble MeponpusaTusa  (BkMoyas
B3aVMOAEVCTBME C MEANLMHCKUMM paboTHUKaMK), B Criydae NoflyvyeHns pesynbTaToB UCMbITaHWI, BbIXOAALMX 33
rpaHvubl cneundpmkaumin. Takve crnyyYaum [JOMXKHbI paccregoBaTbCA B MOMHOM oObeme, COOTBETCTBYOLUME
KOppeKTupyloLive 1 npeaynpexaaLime 4eNcTBUs, HanpaBfieHHble Ha NpeaoTBpaLleHne BO3MOXHOCTM NOBTOPEHUS
TaknX Cny4yaeB, AODKHbI PErMCTPUPOBaTHCA AOKYMEHTarbHO.

IV. CMELMANIBHOE PYKOBOACTBO MO OTAENbHbIM TUMAM MPOAYKLINA
(YACTb B)

JlexapcTBeHHbIE NpenapaTbl XMBOTHOMO npouncxoxgeHus (B1)

87. Hactoswee pykoBoACTBO NPYMEHSAETCS K MaTepranam XMBOTHOIO MPOUCXOXKAEHNS, B TOM YMCHe K MaTepmnanam,
MOMyYeHHbIM W3 TaKkux NPeanpusTUA, Kak CKOTOBOMHW. IMOCKONbKy Lenu nocTaBok MOryT 6biTb OBWIMPHBIMU K
CMNOXHbIMW, LOIMKHbI NPUMEHATBCA CPeAcTBa KOHTPOSsl, OCHOBAHHbLIE HA MPUHUMNAxX ynpaBlieHus puckamu Onis
kadectBa. [lpy 3TOM Heobxoaumo yuuTbiBaTb TpeboBaHuA [ocygapcTBeHHoON hapmakonen Poccuinckon
depnepaumu, BKOYas NpoBedeHMEe COOTBETCTBYHOLUMX UCTbITAHWIA Ha onpeferieHHbix ctagusx. JormkHa BecTUCh
COOTBETCTBYHOLIAs AOKYMeHTauus, obecnednBatoLlas MpoCreXnBaemMocTb Lenu MOCTaBOK C YETKUM YyKasaHUeMm
poOnM KaXkdoro yyacTHMKa Lenu NoCTaBoOK, BK4Yasi, Kak MpaBwio, OOCTATOMHO NoApOGHOE onucaHue CXembl
MOCTaBOK.

88. (1) HeobxoanMmo Hannune NporpamMmm MOHUTOPUHIA OMacHbIX 119 YeroBeka 60ne3Hen XXMBOTHbIX (BeTepuHapHoe
ocBugetenscTBoBaHue). pu oueHke aKkTOpoB pucka AOMKHbI ObiTb MPUHATHI BO BHMMaHue coobLieHus
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3acnyxvBawLWwmx [OOBepUe WCTOYHUKOB OTHOCUTENbHO pPacrnpoCTpaHEHHOCTU 3aboneBaHus Ha Tepputopun
rocygapctea, B TOM 4ucrie cogepxailime WH@OpMauuio O MpPOBEPKE COCTOSHWUS 340POBbS XKUBOTHBIX W
nporpaMmme(ax) KOHTPONSA Ha rocygapCTBEHHOM M MECTHOM YPOBHSIX, BKIOYash MEPONPUSATUS KOHTPOJIS UCTOYHMKOB
(Hanpumep, depmbl MM 3aroHbl AMs CKOTa), M3 KOTOPbIX MOMyYeHbl >XKUBOTHbIE, W KOHTPOSb BO BPEMS
TPaHCMOPTUPOBKN >KUBOTHBIX Ha CKOTOOOMHIO. OpHOM ©3 oOpraHvM3auun, OCYLLECTBNSKLWEA MOHUTOPUHI
3aboneBaemMoCT XXMBOTHBIX B MUpe, sBnseTca MexagyHapoaHoe ann3ooTuyeckoe 6topo.

89. (2) CkoTobOWMHM JOIMKHBI COOTBETCTBOBaTL TPEOOBAHUSAM, YCTAaHOBMEHHBIM HOPMaTUBHBIMW NPABOBLIMU aKkTaMu
Poccuiickon ®Pepepaumm, npu UCMOMb30BaHUM MX B Ka4yecTBE MOCTABLUMKOB TKAHEW XXMBOTHbIX. [OImKHbI ObiTb
MPUHATLI BO BHMMaHWe CBeOEHMSI OT YMONHOMOYEHHOro peaepanbHOro opraHa WCMNONHUTENbHOW BRAacTMy,
noareepxaatowne cobniogeHne TpebosaHui 6€30MacHOCTU U KayecTBa KOPMOB, YCTAHOBEHHbIE HOPMATUBHbLIMU
npaesoBbiMn akTamu Poccuiickon ®depepaumn u (Mnu) Opyrux CTpaH, U3 KOTOPbIX Cblipbe MMMOPTUPYETCS B
Poccuiickyto depepaumio.

90. (3) MeponpuaTsi MO KOHTPOMNIO MCXOOHOTO ChIPbSl U UCXOAHbLIX MaTepuarioB Ha Takux NPeanpuaTUSax, Kak
CKOTOOOWMHM, OOMMKHbI BKMOYaTb OMNpeAernieHHble 3NIeMEHTbl CUCTEMbI YNpaBrneHus KadyectBom ans obecnedeHus
YOOBMNETBOPUTENBHOINO YPOBHA MpOodeccnoHanbHOW MOArOTOBKM MepcoHana, MnpocrnexmnsaeMocTV Matepuarnos,
KOHTPOMS U CTabUIbHOCTM.

91. (4) OomkHbl ObITb NPEAYCMOTPEHBI MEPONPUATUS MO KOHTPOSO UCXOAHBIX MaTepuarnoB UM UCXOAHOMO Chipbs,
obecneyunBatoLLme NpefoTBpaLLEeHe BMELIATENBCTB, BMSAIOLMX HA Ka4eCTBO YKa3aHHbIX MaTepMaroB WM Cbipbs,
Unu, No MeHblUen Mepe, NpefocTaBnsAlLLne NHpopmaLmio 0 NPoOBEAEHUN TaKUX MEPONPUATUIA NPU NPOABUXEHUU
NCXOOHbBIX MaTepuanoB WM UCXOOHOrO Cbipbs MO MPOU3BOACTBEHHOW LEenoyke unu uenovke noctasku. [aHHble
MEepONPUATUS OOIDKHbI NPOBOAUTLCH B OTHOLLEHWM MepeMeLLEeHUs yKasaHHbIX MaTepuarnoB Min Cbipbs OT MeCT
nepeunyHOro cbopa, NPoOBEAEHUS YACTUYHOW M NOMHOW OYUCTKM OO MECT XPaHEHWUS, HaKOMNMeHWs, pasMeLleHms un
HaxoxaeHus y nocpeaHukos. Heobxoanmo ocyLecTBNSATL AeTanbHy0 perncTpaumio NpoBeAEeHHbIX MEPONPUATUI B
pamMmkax cuctembl, obecneyvmBaloLen NPOCNexXMBaeMoCTb NPOAYKLUMM, BKIOYAs pernctTpaumio nmobbix HapyLwWeHnn,
CBSA3aHHbIX C HUMW paccneaoBaHWin N MPUHATBIX Mep.

92. (5) JomxHbl NMPOBOANTLCS MOCTOSIHHBIE OLIEHKM MOCTAaBLUMKOB MCXOAHOMO CbIPbSl M MCXOOHbLIX MaTepuarios,
noaTeepxparolime cobniogeHne TpeboBaHUM KOHTPONSA MCXOAHOMO Chipbsl M UCXOOHbLIX MaTepuasioB Ha pPasHbIX
cTaguax npowussoactea. [lpousBoauTenb [OOMKEH MWMMeTb [MOMHYK [OOKYMeHTauui O paccnefoBaHusX
NPOVCLLECTBUN, MNPOBEAEHHbIX C TLATENbHOCTbIO, COOTBETCTBYIOLWEN 3HAaYUMMOCTM npoucllecTBUr. [OmKHbI
CyllecTBOBaTb CMCTEMbI, obecneumBatome npoeeaeHne 3EKTUBHBIX KOPPEKTUPYIOLLMX U NPeaynpexaatoLmx
JencTBun.

93. (6) KneTkn, TKaHu M opraHbl, UCNOMb3yeMble AN MPOU3BOACTBA KCEHOMEHHbIX KMEeTOYHbIX NeKapCTBEHHbIX
npenapaToB, AOMKHbI ObITb NOMYYeHbl UCKITIOYUTENBHO OT XXUBOTHbIX, KOTOPbIE COAEPXKaTCs B HEBOME B YCNOBUAX
OTCYTCTBUS KOHTaKTa C APYrMMM XNBOTHLIMU W BbipaLLMBAKOTCS CrieumarnsHO Ans aTmux uenen. Hu B koem criyyae He
AONycKaeTCsl NCMONb30BaHWe KNeTOoK, TKaHeW 1 OpraHoB AMKUX XXMBOTHbLIX UMM XUBOTHBIX CO cKOTOBOeH. Takke He
AOMNyCKaeTCs UCMOMb30BaHNE TKaHeW XMBOTHbIX-OCHOBaTENeW (KMBOTHLIW OPraHM3m, HECYLLIMIN YYXKePOAHbIN reH).
Heobxogumo BecTu HabnogeHWe 1 JOKYMEHTALUMI0 OTHOCUTENBHO COCTOSIHUSA 340POBbSI XKUBOTHbIX.

94. (7) MNMpwn KCEHOreHHON KNEeTOYHOW Tepanuu 1 obpalLleHUn KCEHOTEHHbIX JIEKapCTBEHHbIX NMpenapaToB LOIMKHbI
cobnopgatbca TpeboBaHMA HOpPMaTMBHBIX MPaBOBbIX akToB Poccuickon deapepaunn, Kacarolmecs MOCTaBKU U
NCNbITAHUIN KNETOK XXMBOTHbIX.

JlekapcTBeHHble NpenapaTbl annepreHos (B2)

95. NcxogHble MaTepuarnbl MOryT ObITb MpousBeneHbl NyTeM M3BMEYEHUS M3 €CTECTBEHHbIX MCTOYHUKOB UMW C
ncrnonb3oBaHueM TexHonorun pekombuHantHon OHK.

96. (1) Ona rapaHTUM COOTBETCTBMS MOCTaBKM WCXOAHbIX MaTepuarnoB OOIMKHO CyLlecTBOBaTb WX OMNUCaHue,
BKIIOYaloLLiee Heobxoanmble geTanu, B 4aCTHOCTH, OOLLENPUHATOE U Hay4YHOE Ha3BaHue, MPOUCXOXAEHNE, NPUPOAY,
npeaensl coaepXaHus KOHTaMUHaAHTOB, MeTOo[, B3ATUSA Takux maTepuanos. Matepuarnsl XXMBOTHOIO MPONCXOXAEHUS
OOIDKHbl ObITb MOMyYeHbl OT 340POBbIX KMBOTHbIX. [ANs KOMOHWW (Hanpumep, Knewewn, >XUMBOTHbIX), KOTopble
NCMNOMb3YTCA ANA OKCTPaKUUKM annepreHoB, OOSMKHa CyllecTBOBaTb COOTBETCTBYHOLASA CUCTEMA KOHTPONS,
obecneumnBatoas buonoruyeckyto 6esonacHocTb. JlekapcTBeHHblE Npenaparbl anfiepreHoB AOMKHbI XpPaHUTbCS B
COOTBETCTBYHLLMX YCIIOBUAX, 06ecneunBatoLLmnx nx KauecTso.

97. (2) CraguMum TexHOMOrMYeckoro npouecca, BKOYaloWMe npeasapuTenbHylo 06paboTKy, 3JKCTpaKumio,
dunbTpaumio, Auanus, KOHUEHTPMPOBaHWe unvM nuodunm3aumio, [OMKHbl ObiTb OeTanbHO OnucaHbl U
BannanpoBaHbl.

98. (3) MNMpoueccbl MoandMKaLnm, CNonb3yemble A58 NMPON3BOACTBA MOANMULNMPOBAHHBIX 3KCTPAKTOB arnnepreHoB
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(Hanpumep, anneprongoB, KOHbLIOraToB), AOMKHbI ObITb OMMCaHbl B COOTBETCTBYIOLLEN [OOKyMEHTauuu.
MpoMexyTouHble MNpPOAYKTbl B TEXHOMOrMYecKkoM mnpouecce OOMKHbl  ObiTb  uAEHTUUUMPOBaHbI 1
NPOKOHTPOSNPOBAHbI.

99. (4) Cmecn 3KCTPaKTOB anslepreHoB AOSMKHbl OblTb MPUrOTOBIEHbI M3 OTAENbHbLIX 3KCTPAKTOB WCXOAOHbLIX
MaTepuarnoB, MOJSIyYEHHbIX M3 OAHOr0 MCTOYHMKA. Kaabli oTOenbHbIA 3KCTPaKT AOSMKEH ObITb onpegeneH Kak
oTaenbHasa dapMaleBTUYeckas cyocTaHums.

NekapcTBeHHbIE NpenapaTtbl MIMMYHHBIX CbIBOPOTOK KMBOTHbIX (B3)

100. (1) TMpoussBoguTenb A[OMKEH ydensaTb ocoboe BHMMaHWE KOHTPOMK aHTUreHOB BMonornyeckoro
NPOUCXOXOEHNUS AONA rapaHTUM MX KayecTBa, MOCTOSHCTBA M OTCYTCTBUSA NOBOYHBbIX areHToB. [logroTtoBka
mMaTtepuanoB, WUCMNOMb3yeMblX ANA WMMYHMU3aUUW XMBOTHBLIX (HanpuMmep, uCnonb3oBaHWe W (Mnu) BedeHue
aHTUreHoB, ranTeH-HOCUTEeNen, agbloBaHTOB, CTAOWUMM3UPYIOWMX areHTOB), U XpaHeHWe Takux Martepuanos
HenocpeacTBEHHO nepes WMMyHM3auuen [OSHKHO MpOM3BOAUTLCS B COOTBETCTBMM C  JOKYMEHTasrbHO
opopmMneHHbIMU NpoLieaypamm.

101. (2) Npoueaypbl UMMYHU3aLWK, UCCIIEA0BaHNSA KPOBW M OTOOPA KPOBW AOMMKHbLI MPOBOANTHLCSA B COOTBETCTBUM C
perncTpaumMoHHbIM JOChE.

102. (3) YcnoBusa npousBoACTBa NEKApCTBEHHbIX NpenapaTtoB M3 cyGdparMeHTOB aHTUTen (Hanpumep, y4acTKu

cBasbiBaHus aHTureHa Fab n F(ab'),) u nobole panbHenwume MoandukauMu [OMKHBI COOTBETCTBOBATH

BannanpoOBaHHbIM U YTBEPXAEHHLIM NapameTpaM. Ecnv hepmeHThl, nCnonb3yemble Npy NpoM3BOACTBE, COCTOSAT U3
HECKONbKUX KOMIMOHEHTOB, AOMMKHa ObiTb obecrne4vyeHa nx ctTabunbHOCTb.

BakuuHbl (B4)

103. (1) MNMpwn ncnonb3oBaHMM IMOPUOHOB NTUL, AOMKHO BbITb 06ecneyYeHo 340pOBLE BCEX CTal, UCTMOMNb3YyeMbIX AN
nX NonyyeHus (ona ctanm, cBobBOAHbLIX OT creundgmryeckmx NaToreHoB, 1 ANs 300p0BbIX CTan).

104. (2) [domkHa npoOBOAMTBCS Banuaauus LENOCTHOCTU KOHTEMHEPOB, MWCMOMb3yeMbIX AN XpaHeHus
NPOMEXYTOYHbIX MPOAYKTOB, Y BPEMEHU NX XPAHEHWSI.

105. (3) B 30Hax, cogepalumx xvBble BMoOnornyeckne areHTbl, 3anpeLlaeTca OTKpbIBaHNE COCYA0B, CoAepX)aLlmX
WHAKTUBMPOBAHHbIE NEKapPCTBEHHbIE NpenapaTbl, 1 0TOOP Npob 13 HUX.

106. (4) NocnegoBaTenbHOCTL NPUGABNEHNST aKTUBHbBIX KOMMOHEHTOB, agblOBaHTOB U BCMOMOraTeNbHbIX BELLECTB
B npouecce Npon3BoACTBa MPOMEXYTOYHOIO UM roTOBOro NPOAYKTa AOMMKHA COOTBETCTBOBATbL TEXHOMOMMYECKUM
NHCTPYKLUSIM.

107. (5) B cnyyae ucnonb3oBaHua ONs MPOU3BOACTBA UMW UCNbITAHUA MUKPOOPraHM3MoB, KOTOPbIM MPUCBOEH
BbICLLUMIA YPOBEHb OMONOrMYecKor ONacHOCTU (HanpvuMep, NaHAeMUYeckne LTamMmbl), OOMMKHbI ObiTb obecneyeHsi
HeobOxooumble Mepbl M3oNAUMK. [OMMKHO ObiTb MOMyYEeHO [OOKYMEHTanbHOE MOATBEPXAEHME paspelleHus Ha
NPOBEAEHNE YMOMSHYTbIX MEPONPUATUA OT COOTBETCTBYIOLUMX YMONHOMOYEHHbLIX beaepanbHbIX OpraHoB
MCNONMHUTENbHOM BNacTu. [laHHas JOKyMeHTauust 4OIMkHA OblTb B HANUYMKU U AOCTYMHA AN NPOBEPKU.

PekombuHaHTHble npoaykThl (B5)

108. (1) Ans obecneveHnss NOCTOAHCTBA CBOWCTB fleKapCTBEHHOrO NpenapaTta, cogepallero 4onycTumMble MpMMecu
B ONpefeneHHoOM AnanasoHe, OOIDKHbI cOOnoaaThCcs BannanpoBaHHbIE YCNOBUS TEXHOOMMYECKMX MPOLLECCOB Mpu
pocTe KNeToK, akcrnpeccum 6Genka wm oumctke. [Onsi obecneyeHwWst OTCYTCTBUS BMPYCHOW KOHTaMuMHaUMU B
onpenerneHHbIX TUnax KNneTok, MCNonb3yeMbix B MPOM3BOACTBE, MOTyT NoTpeboBaTbCA AONONTHUTENBbHbIE Mepbl. [
NeKapCTBEHHbIX MpenapaToB, MPOM3BOACTBO KOTOPbLIX MpedycMaTpvBaeT MHOrOKpaTHble cOOpbl KMETOK Mpu
KynbTUBMPOBAHWMW, €0 NPOAOIHKUTENBHOCTb A0IMKHA HaXOAUTBLCS B YTBEPXKAEHHbIX Npeaenax.

109. (2) MNpouecchbl OYNCTKN OT HexenaTerbHbIX NPOAYKTOB, MCTOYHUKOM KOTOPbIX SBMASIKOTCA KMETKU XO3siMHa, B
YaCTHOCTU OT OEerKOB, HYKNEUHOBLIX KWUCMOT, YrNeBOAOB, BUPYCOB WM OPYrnX NpuMecei, OOSMKHbI NPOBOANTLCS B
pamkax onpeaerneHHbIX BannaupoBaHHbIX NPeaenos.

JlexapcTBeHHbIE NpenapaTtbl MOHOKIMOHarbHbIX aHTuTen (B6)

110. (1) MoHoKNoHarnbHble aHTUTENa MOryT ObITb NPOM3BEAEHb! N3 MbILUMHBIX U YernoBeYeCckUx rmopmaom unm ¢
NMOMOLLLID TexHomnorum pekombuHantHonm OHK. [Ona obecneveHms 6e30MacHOCTU U KayecTBa J1€KApPCTBEHHOMO
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npenapaTa JOIMKHbI NPOBOAMTLCA COOTBETCTBYHOLLME MEPONPUATUS KOHTPOMS B OTHOLLUEHMU MCXOAOHbIX KNeTokK (B
TOM u4ucrne, nNUTalLWMX KNeToK, B Cryvyae MX MCMNOMb30BaHMS) U UCXOOHbIX MaTepuarnoB, WCMOMNb3yeMmbiX ANs
co3gaHus rmbpraomel U (MNK) NMHUKM KNeTok. Heo6xoaMmMo yaoCTOBEPUTBCS, YTO AaHHbIE MEPONPUATUS MPOBOAATCS
B yTBepxaeHHbIx npegenax. Ocoboe BHMMaHWE AOMKHO YAENATbCA [AoKas3aTenbCTBY OTCYTCTBMS BUPYCOB B
nekapcTBeHHOM npenaparte. [lns gokas3aTenbCTBa NPUrogHOCTU NEKapCTBEHHbIX MpenapaToB, NPOU3BeAeHHbIX Ha
O[JHOW N TOW e TEXHONOIMYECKOM OCHOBE, BO3MOXHO UCMOSb30BaHNE AaHHbIX, NOMyYEeHHbIX MPU UCNbITAHUM OGHOTO
N3 HUX.

111. (2) OJomkHa ObiTb NpoBedeHa MPOBEPKA TOro, YTO KPUTEPMM Ha MPOMEXYTOYHOM M KOHEYHOW CcTagusix
NpOM3BOACTBEHHOrO NpoLiecca KOHTPONMUPYIOTCA N HAXOOATCA B YTBEPXKAEHHbIX Npeaenax.

112. (3) MNMpounsBoaCTBEHHLIE YCMNOBMSA A58 NPUroToBneHnst cybdpparmeHToB aHTuTen (Hanpumep, Fab, F(ab')2 , SCF

v) 1 mobbix Apyrux moamdukauuin (Hanpumep, BBEAEHUS PaaAMOAKTUBHBIX METOK, KOHbHrauum, XUMUYECKOoro
CBSA3bIBaHWS1) AOMKHbI COOTBETCTBOBATb BanvMaMpoBaHHbLIM NapameTpam.

JNekapcTBeHHbIE NpenapaTbl TPaHCrEHHbIX XUBOTHLIX (B7)

113. ObecneyeHne MOCTOSAHCTBA MCXOAHOIMO MaTepwuarna, MoJSlyYEHHOrO M3 TPaHCrEHHOTO WCTOYHUKA, SIBNSIETCA
bonee npobnemaTuyHbIM, YeM MpU  UCNONMb30BAHUN CTAaHAAPTHbIX HETPAHCreHHbIX OMOTEXHONOrMYECKMX
nctovHmkoB. CnegoBaTenbHO, OMKHbLI COBNI0AATLCA NOBLILEHHbIE TPeboBaHMA AN foKa3aTenbCTBa NOCTOSHCTBA
BCEX CBOWCTB NIEKAPCTBEHHOrO Npenapara oT CEpPUN K Cepun.

114. (1) Onga nponssoacTea BMONOrMYECKMX NEKAPCTBEHHbLIX NpenapaToB MOryT MCMNONb30BaTbCH Pas3nuyHble BUAbI
XWBOTHbIX, B TOM YMCIiE€ MOTYT MPOBOAUTBCS B3ATUE N OYMCTKA BMONOrMYECKUX XUOKOCTEN (Hanpumep, Moroka).
JKVBOTHbIE OOMKHBI MMETb YETKYI0 U YHUKAIbHYI0 MapkUpPOBKY, U OOJDKHbI ObITe NpegycMoTpeHbl oyonupyowme
Mepbl Ha cny4an yTpatbl NEPBMYHOIO MAEHTUDULMPYIOLLETO Mapkepa.

115. (2) YcnoBusi coaepxaHust n yxoda 3a XMBOTHbIMU LOIMKHbI obecneymBaTb HAaUMEHbLUUI BO3MOXHbIV KOHTaKT
XMBOTHbIX C NATOreHHbIMU areHTamm 1 300Ho3amMu. JormkHbl ObITb pa3paboTaHbl COOTBETCTBYHOLLNE MEpPbI 3aLUUThI
oKkpyXawuwen cpegbl. [domkHa ObiTb pa3paboTaHa nporpaMma HabMAeHUs 3a 300POBbEM XKMBOTHBIX C
COOTBETCTBYHLLMM BHECEHMEM 3anncel B JOKyMeHTauuo. Takke JOMKHbI OblTb paccnenoBaHbl Nodble MHUUOEHTHI
1 ONpeaerneHo Ux BNNsIHWE Ha BO3MOXXHOCTb AalibHENLLErO UCMOMb30BaHMWS XXMBOTHOTO U paHee Nosly4eHHbIX Cepui
npoaykumm. Heob6xoammo yaocToBepuTbCs, YTO Niobble NekapCTBEHHbIE Npenapathl, MPUMEHSABLUMECS AN NeYeHnst
XXWUBOTHbIX, HE MPMBEOYT K KOHTaMMHaUUN NPOM3BOSAMMOrO NeKapCTBEHHOMO npenapara.

116. (3) HomkHa cywiecTBoBaTb [JOKyMEHTauuss C POLOCMOBHOM OT >XMBOTHOIO-OCHOBATENS [0 >KMBOTHbIX,
NCNONb3YILMXCA AN NPOM3BOACTBA. 3anpellaetcd CMeLMBaHWe MaTepuanoB, MOMYYEHHbIX W3  pasHbIX
TPaHCIreHHbIX JIMHUIA XMBOTHBIX, TaK Kak OHU NMPOUCXOLAT OT PasHbIX XXMBOTHbLIX-OCHOBaTENEN.

117. (4) YcnoBusa, npyv KOTOPbIX MPOU3BOAUTCHA B3ATUE MaTepuanoB, LOMXHbl COOTBETCTBOBaTb HOpMam
pervcTpaumMoHHOro 4OCbe U MPOTOKOMA KIMHUYECKMX MccneqoBaHui. padmk B3ATMA MaTepuana u ycrioBusi, npu
KOTOPbIX XMBOTHbIE MOrYyT ObITb MCKIIOYEHbI U3 Mpouecca Npou3BOACTBa NEKAapCTBEHHOMO npenapara, OOSKHbI
COOTBETCTBOBATb YTBEPXKAEHHBIM NPOLIEAYPaM U KpUTEPUSM NPUEMITEMOCTH.

JlekapcTBeHHbIe NpenapaTtbl TpaHCreHHbIX pacteHun (B8)

118. ObGecneyeHne NOCTOAHCTBA UCXOAHOr0 MaTepwuana, MoflyYeHHOr0 U3 TPaHCreHHOro MCTOYHWKA, SABMSIETCS
bonee npobnemaTuyHbIM, YeM MpPU  UCMOMb30OBAHUN CTAaHOAPTHbIX HETPAHCrEeHHbIX OMOTEXHONOMMYECKMX
nctouHmkoB. CnegoBaternbHO, 4OMKHbI COBNI0AATLCA NOBLILLEHHbIE TPEOOBaHMSA A58 AOKa3aTeNbCTBa NOCTOSIHCTBA
BCEX CBOWCTB NIEKAPCTBEHHOrO Npenapara oT CEpUn K Cepun.

119. (1) Ona npemoTBpalleHMs KOHTaMMHAUMWM T[MaBHbIX M pPabovmMx TpaHCreHHbIX OaHKOB MOCTOPOHHUMM
MaTepuanamu pacTUTENbHOTO MNPOUCXOXAEHUS W  COOTBETCTBYHOLUMMW MOCTOPOHHUMW areHTamm  MoryT
noHagobuTbCcA OOMONMHUTENbHBIE MEPbl, NPEALECTBYOLLNE UNN CriegylolWme 3a MepPONpUATUAMM, YKa3aHHbIMU B
O6wem pykoBoacTBe (MyHKTbl 15 - 86 HacTosiwero [NMpunoxenust). KoHTponb cTabunbHOCTU reHa [OIMKeH
NpoBOAMTBLCA Ha NPOTSXKEHUM ONpeaeneHHOro KonmyecTsa reHepaLnii.

120. (2) Ons obecneveHuss NOCTosAHCTBa cbOopa ypoxas OT pa3HblX KyNbTyp PacTEHUA pPacTEHUs] AOMKHbl UMETb
YETKYHD U YHUKamNbHY MapKUPOBKY, W OOMKHbl ObiTb YyKasaHbl MX OCHOBHblE XapakTepUCTUKM. B yacTHocTw,
COCTOSIHME 3[0pPOBbS PACTEHUN, BXOOAWMX B KynbTypy, [OOJDKHO KOHTPONMPOBATBCS C  ONpenerieHHowm
NEPVOANYHOCTBIO Ha NPOTSHXKEHMU NEPMOAA BblpaLLMBaHUS.

121. (3) HomxkHbl OblTb yCTaAHOBMEHbI Mepbl NPEAOCTOPOXHOCTM AN 3awmuTbl KynbTyp. 10 BO3MOXHOCTM
HeoOX0OUMO MWHMMU3MPOBATb MX KOHTAMMHAUMIO  MUKPOOMOMOTrMYECKUMM  areHTamm U MNepeKpPecTHY
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KOHTaMMHaLMIO pacTeHusamMu apyroro Buaa. [JomkHbl 6bITb NPUHATLI Mepbl AMs NpeaoTBpaLLeHms KOHTaMuHaumum
NeKapCcTBEHHOro npenapara TakMMyM mMatepvanamu, Kak nectuumabl U ynobpenunsa. JomkHa ObiTe paspaboTaHa
nporpaMma MOHWTOPWMHIa C COOTBETCTBYHOLUMM BHECEHWEM 3anucen B [OKYMEHTauuio, Takke OOJKHblI ObiTb
paccnefoBaHbl Nobble MHUMAEHTLI U ONPeAerieHO UX BMMSHWE Ha BO3MOXHOCTb OalbHEWLEero UCnosfib30BaHus
KynbTypbl B MPON3BOACTBEHHOM MpoLecce.

122. (4) OomkHbl BbITb YETKO OMMCaHbI YCINOBUSA, onpedenstowme cryyan, korga pacTeHnst MOryT ObITb UCKTOYEHbI
13 Npon3BOACTBEHHOIO Npouecca. Heobxogumo ycTaHOBUTE Npedenbl IPUEMNEMOCTM AN maTtepuanos (Hanpuvep,
OCHOBHbIX G€ENKOB), KOTOpPblE MOTYT NMOMELIAaTb NpoLeaype OYUCTKM Npoaykuun. JomkHo BbiTe MOATBEPXKAEHO, YTO
pe3ynbTaTbhl HAXOOATCS B Npefenax yTBePXaAeHHbIX HOPM.

123. (5) JomxHbl BbITb 3adhmMKCcMpoBaHbl YCNOBUS OKpYXatowen cpedbl (TemnepaTtypa, AO0XAb), KOTOpble MOryT
NOBMUATL HA KAYECTBEHHbIE XapaKTEPUCTUKM NEKapCTBEHHOro npenapara, a Takke Ha NPON3BOACTBEHHbIN BbIXOA
pekoMBunHaHTHOro 6enka, Ha4MHasa OT BpEMEHM NoCceBa, Ha NPOTSKEHUN KyNbTUBMPOBAHMSA U 40 MOMeHTa cbopa 1
NPOMEXYTOYHOIo XpaHeHusa cobpaHHbiX MaTtepuanoB. [lpyu odopmneHun ykasaHHOW AOKYMEHTaLMu OOMKHbI
cobntogatbca TpeboBaHUS HOPMAaTMBHBLIX MPaBOBbIX akToB Poccuickon ®egepauun, perynupyrowmx BOMPOCHI
BblpaluBaHus 1 cbopa pacTeHun.

JlexapcTBeHHbIE Npenapatbl reHHou Tepanun (B9)

124. CywecTByeT HECKONbKO TWMOB fIeKapCTBEHHbIX NMpenapaToB reHHOW Tepanuu (fekapcTBeHHble npenapartbl
reHHOW Tepanuu, cogepxallume nocnegoBaTenbHOCTb(TN) PEKOMOMHAHTHBIX HYKMENHOBbLIX KUCIOT NN FeHEeTUYECKM
MOANMMLNPOBAHHLIN(bIE) MWKPOOPraHnaM(mbl) Mnu BUPYC(bl), U NEKapCTBEHHbIE MpenapaTbl FeHHOW Tepanuu,
copepXalyue reHeTU4eckn MoaMULMPOBaHHbIE KIETKM), KOTOPbIEe OXBaTblBaOTCA NyHKTamu 124 - 136 HacTosLwero
MpunoxeHus. na nekapcTBEHHbIX NpenapaToB reHHOW Tepanumn Ha OCHOBE KINEeTOK MOTYT MPUMEHATLCA HEKOTOpbIE
NONOXEHWS, N3NOXeHHble B NyHKTax 137 - 144 HacToswero lNpunoxeHus.

125. (1) Bcnegcteme TOro, 4TO KMETKW, MCMOMb3yeMble Ans NPOM3BOACTBA MEKApCTBEHHbIX NpenapaTtoB reHHON
Tepanuu, Nony4eHbl UNu oT Ngen (ayTonornyHble 1M anforeHHbIe), U OT XXMBOTHBIX (KCEHOTeHHbIE), CyLLecTByeT
MOBBILEHHbIN PUCK WX KOHTaMMHaUuW NOOOYHBIMM areHTamu. [Ons M3onaumM ayTomnorMyHbIX MaTepuanos,
NOMNYy4YeHHbIX OT UHMULMPOBAHHbBIX AOHOPOB, AOMKHbI, OblTb NpeaycMOTpeHbl ocobble MeponpuATua. Ons Takux
NCXOAHbIX MaTepuarnos, a Takke AN KPMOMPOTEKTOPOB, MUTaTErbHbIX CPeAd, KNEeTOK M BEKTOPOB, HaAeXHOCTb
KOHTPOSbHBIX U UCMbITAaTENMbHbIX MEPOMNPUATUIA AoMKHA OblTb OCHOBaHa Ha NpuHUMNAax ynpaBfeHns puckamu ans
KayecTBa M JOIMKHA COOTBETCTBOBATh perncTpaumMoHHoMy gocke. Co3gaHHble KNeToYHble NMHUK AN NPON3BOACTBA
BMPYCHbIX BEKTOPOB 1 NPOBEOEHUS KOHTPOSbHbLIX Y UCNbITaTeNbHbIX MEPONPUATUI AOMKHbI Takke OCHOBbIBATHCA
Ha NpyHUMNax ynpasneHns puckamu Ans kavectsa. B cnyyae Heob6xoanmMocTy AOMKHBI UCNOMb30BaTbCA BUPYCHbIE
NOCeBHbIE KyNbTypbl U CUCTEMbI BAHKOB KIETOK.

126. (2) Ha Bo3mMOXHOe coaepkaHue npuMecen, NOCTOPOHHMX areHTOB M NepPekpPecTHY KOHTaMUHAUMIO BAUSIOT
Takve hakTopsbl, kKak NpMpoga reHeTUYeCcKoro Matepuana, TMn BekTopa (BMPYCHbIA UM HE BUPYCHbBIN) U TUM KNETOK,
4YTO AOSMKHO ObITb Y4YTEHO Mpu pa3paboTke obLiern cTpatern MMHUMKU3aumMmn pucka. Ha ocHoBe gaHHoOW cTpaTeruu
OOIMKHbl OblTb pa3paboTaHbl TEXHOMOrMYECKU MPOLEeCC, CNPOEKTUMPOBaHbl MPOW3BOACTBEHHbIE W CKMNaackue
nomelleHmss n obopydoBaHue, paspaboTaHbl MNpouedypbl YOOPKM U AeKOHTaMUHAUuW, a Takke YNakoBKW,
MapKMpOBKM U peanu3auuu.

127. (3) [lNpou3BOACTBO M UCMbITAHWE NEKAPCTBEHHbLIX MpenapaToB reHHOW Tepanuu TpebyeT pelleHus
cneumduryeckmx BompocoB 6e30nacHOCTM W KavecTBa [rOTOBOrO JlEKApCTBEHHOrO npenapata WM BOMPOCOB
6e3onacHOCTV NauMeHToB 1 nepcoHana. [lomkeH NPpMMEHSITLCS NOAXOA, OCHOBAHHbIN Ha yNpaBreHn puckamu, ans
obecneyeHns 6e30MacHOCTU nepcoHana, oKpyXatLen cpefbl U NauneHToB, a Takke MPUHATbI Mepbl KOHTPONS
COOTBETCTBEHHO YCTAHOBIIEHHOMY Knaccy 6Guonormyeckonm onacHoctu. Mepbl no obecneuyeHuto GesonacHOCTU
OOMKHbI COOTBETCTBOBaTbL TpeboBaHMAM HOPMaTUBHbBIX NPaBOBbIX akToB Poccuiickon Pegepaumm.

128. (4) lMepeaBwkeHne nepcoHana (BKMYas MNepcoHar, 3aHATbIA KOHTPONEM KadecTBa, U obCcnyXuBawoLwmn
nepcoHan) 1 NoTOKM MaTepuaroB, BKIOYas Te, KOTOpble XpaHAaT U UCMbITbIBAOT (HAanpuMep, MCXOA4HbIE MaTepuansl,
006pa3ubl ANst BHYTPUNPOW3BOACTBEHHOIO KOHTPONs, obpasubl roTOBOro feKapCTBEHHOro npenapaTta M npobbl
NPOWM3BOACTBEHHOW cCpefbl), OOMKHbl OPraHM3oBbLIBATbCH Ha OCHOBE MNPMHUWMOB YNpaBfeHWs puckamu Ans
kavyectBa. [lo BO3MOXHOCTM NPV 3TOM WCMONb3YIOT OAHOHAMpaBrieHHble MOTOKU. [OMKHO Y4YMTbIBATbLCH
nepeMelleHne Mexay 30Hamu, cogepXaliuMu pasfuyHble reHeTUYeckn MOoAMUUMPOBaHHbIE OpraHu3mbl, U
30HaMu, CoAepPKaLLMMUN reHeTUYECKN He MOAM(ULNPOBaAHHbIE OPraHU3Mbl.

129. (5) MNMpu NpoekTMpoBaHNN NOMELLIEHUA 1 0O0PYAO0BAHNSA AOIMKHbI ObITb Y4TEHBI BCE BO3MOXHbIE CneumarnbHble
npouenypbl, Tpebywowmecs ANS OAeKOHTaMUMHAUMM WM OYMCTKM OT OPraHM3MOB, KOTOPbIE MCMOMb3YHTCA Mpu
Npou3BOACTBE NeKapCTBEHHOro npenapara. [porpaMma MOHUTOPUHIa COCTOSIHWUS NMPOM3BOACTBEHHOW Cpefbl, ecnu
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3TO BO3MOXHO, [OMmKHa ObITb [OOMOMHEHa MeTodamMu  onpefeneHus MNPUCYTCTBUMS  Cneumnuyecknx
MMWKPOOPraHM3mMoB, KynbTMBUPOBaAHUE KOTOPbIX NPOU3BOAMUITOCH.

130. (6) MNpu ucnonb3oBaHUM BUPYCHBIX BEKTOPOB C OFPaHMYEHHOM CMOCOOHOCTBbIO K pennmKauum OOIDKHbI
NPMHUMATbLCA Mepbl MO NPeAoTBPALLEHMIO MOoMajaHus BMPYCOB [OUKOrO TuMa, KOTOpoe MOXeT MpMBECTM K
BO3HWKHOBEHWIO PEKOMOMHAHTHBIX BEKTOPOB, CMOCOOHbLIX K pennvKaumm.

131. (7) omkeH OblTb NPeAyCMOTPEH MNilaH aBapuUHLIX MEPONPUATUA Ha cry4val HenpensuaeHHOro Bbibpoca
XMBbIX MWKpoOopraHmamoB. [lnaH [JorKeH BKMYaTb ONucaHMe MEeToAOB W mpouedyp Mo M3onsuuu
MUKPOOPraHM3mMoB, 3aliMTe onepaTopoB, YyOOpKe, MO MpPOBEOEHU [OeKoHTamMuHauunm un  BesonacHomy
BO300OHOBNEHMO akcnnyatauuun. [JOomkHO ObiTb OLEHEeHO BrusiHMe BblOpOca Ha nekapCTBEHHble npenaparthbl,
HaxogslWmeca B HENOCPEACTBEHHOW BnNn3ocTn, 1 Ha nobble apyrve nekapCcTBEeHHbIe npenapaTsbl, HaxoasLwmecs B
30Hax, NoABEPXKEHHbIX TAaKOMY BbIBGpOCY.

132. (8) JomxHbl 6b6ITb NPeayCMOTPEHbI Mepbl ANs OTAENEHNS NOMELLEHUIN s NPOM3BOACTBA BUPYCHbLIX BEKTOPOB
OT ApYrux 30H. SPEKTUBHOCTL MEpP, MCMONb3yeMbIX ANS pa3fgeneHus, JormkHa OblTb Aoka3aHa. Besge, roe aTo
NPMMEHNMO, credyeT WUCMNoMb30BaTh 3akpbiTble cuUCTeMbl. [ormkeH ObiTb MpefoTBpalleH BbIOGPOC BUPYCHOrO
matepuana npu otbope obpasLoB, BBeAeHUN J0OaBOK 1 Nepegaye MaTepuarnos.

133. (9) He ponyckaeTcsa conyTCcTBYyHOLLEE NPON3BOACTBO pasfiMyHbIX BEKTOPOB r€HHON Tepanun B OOHOW M TOM Xe
30He. OOHOBpPEMEHHOE MPOU3BOACTBO HEBUMPYCHbIX BEKTOPOB HA OAHOM Y4yacTKe [OOIMKHO KOHTPONMpOBaTbCS
COrnacHo MpvHUUNaM ynpasreHust puckaMu ons kadectsa. [JormkHa ObiTb nokasaHa 3ddeKkTMBHOCTbL npouenyp
nepexoga Mexay KamnaHusimu.

134. (10) Onsa obecnevyeHns npocnexvBaemMoCcTy NeKapCTBEHHOrO npenaparta OT HavanbHbIX cTagui (Nnasmuasl,
ueneBble reHbl U perynaTtopHble NocneaoBaTenbHOCTUN, DaHKM KNETOK, a Takke 3anac BUPYCHbLIX UM HEBUPYCHbIX
BEKTOPOB) 1 40 rOTOBOrO JIEKapCTBEHHOIO NpenapaTa AOMKHO ObITh B HANN4Mn getanbHoe onucaHue npon3BoacTBa
BEKTOPOB M reHETUYECKN MOAMDULNPOBAHHbIX KNETOK.

135. (11) [lepeBo3ka neKapCTBEHHbIX MpenapaToB, CoAEpXalMX WM  COCTOSILLUMX U3 TFEeHETUYECKU
MOAMMULNPOBAHHbBIX OPraHN3MOB, AOMKHa COOTBETCTBOBaTL TpeboBaHMAM 3aKoHoAaTeNbCTBA.

136. (12) K nepeHocy reHOB B KNETKU-PELMMUEHTbI, KOTOPbLIA MPOBOAUTCA BHE OpraHvMama, npegbsABristoTCS
cnepywowme TpeboBaHus:

a) (a) Takon Npouecc JOIMKEH MPONCXOANTb B MOMELLEHUSIX, NPeAHa3HaYeHHbIX A58 OaHHbIX OEVNCTBUN N UMEIOLLMX
COOTBETCTBYHLUUIA YPOBEHb U30NALNM;

6) (b) Heo6Xx0oUMO NPUHATE Mepbl (BKIoYas TpeboBaHuWs, yKasaHHble B NyHKTe 24 HacToswero MNpunoxenns) ong
YMEHbLUEHNS BO3MOXHOCTM MEPEKPECTHON KOHTaMWHAUUW W NepenyTbiBaHWUSA KIETOK, MOMYYEHHbIX OT pasHbIX
naumeHToB. [JOmkHO OblITb Takke npegyCMOTPEHO WCMONb30BaHWE BanVMAMPOBAHHBLIX MPOLEAYp OYUCTKM.
OpHOBpEMEHHOE UCMNONb30BaHME pasHbIX BUPYCHbIX BEKTOPOB AOSMKHO KOHTPONMPOBATbCA B COOTBETCTBMU C
npyHUMNaMu yrnpaBneHus puckamum Ansg kKadectBa. He paspeluaeTtcsas MCMNoNb30BaHUME HEKOTOPbIX BUPYCHbIX
BEKTOPOB (Hanpumep, peTpo- 1 NEHTUBMPYCOB) AN1s MPOU3BOACTBA FEHETUYECKN MOOUMULMPOBAHHBIX KNETOK A0
JoKasaTenbCTBa OTCYTCTBUSA B HUX MOCTOPOHHErO BEKTOPA, CMOCOBHOro K pennunkaumu;

B) (c) TpeboBaHUS NPOCNEXMBAEMOCTU LOIMKHbI ObiTb cobniogeHbl. HeobxogmMmMo 4eTkoe onpegeneHve cepuu
NPOAYKUUW, HAYMHAS OT KIETOYHOIO ChipbS U 3akaH4MBasi KOHTEMHEPOM C FOTOBbLIM JIEKAaPCTBEHHLIM NpenapaTom;
r) (d) cpmanko-xmmmyeckne CBOMCTBA NEKAPCTBEHHbLIX MpenapaToB, NMPU NPOU3BOACTBE KOTOPbLIX WCMOMb3YTCS
HebwvornornyeckMe cpeacTBa OCTaBKM reHa, AOMKHbI ObiTh UCCrefoBaHbl M JOKYMEHTANbHO NOATBEPKAEHDI.

NekapcTBeHHblE NpenapaTthl Tepanu CoMaTU4eCKUMM KreTkamum
N NekapcTBeHHble NpenapaTtbl TkKaHeBon nHxeHepuu (B10)

137. Ans nekapCTBEHHbIX MpenapaTtoB reHeTU4Yeckn MOAMMULMPOBAHHbBIX KNEeTOK, KOTOopble He OonpeaeneHbl Kak
nekapcTBeHHble npenapaTkl FreHHOW Tepanuu, MOryT NPUMEHATLCSA NMYHKTbI 124 - 136 HacToswero MNpunoxeHus.
138. (1) Onsa npoussBoAcTBa AaHHbLIX NEKAPCTBEHHbIX NpenapaToB Mo BO3MOXHOCTU AOMMKHbI ObITb MCMOb30BaHbI
paspeLLeHHble UCTOYHUKUN (HanpuMep, paspeLUeHHble K NPUMEHEHNIO NeKapCTBEHHbIE CpeacTBa UM MeanLMHCKne
n3genns) OOnoNHUTENMbHbIX MaTepuanoB (B 4acTHOCTW, KMETOYHbIX MpPoayKToB, GuMomonekyn, Guomatepuarnos,
NoAAEPKUBAIOLLMX CUCTEM, MaTpuLL).

139. (2) B cnyyae ecnv nsgenus, Bkroyas Te, KOTOpble NPOU3BOAAT Ha 3aKas, ABMNSATCSH COCTAaBHOM YacTbio rOTOBOM
NpoAyKuUW, OOMKHbI cobniogaTecs cneaytouime TpeboBaHns:

a) (a) mexay npoussoamuTenemM fekapCTBEHHOrO npenaparta v Npou3BoAnTENEeM MEAULMHCKOro U3aennst AOIMKHO
ObITb 3aKMOYEHO cornawleHve, cogepXalee OOCTaTOvHYH MHopMaumio O MeauUMHCKOM U3genun, ansg Toro,
yTOObl M36exaTb W3MEHEHWs ero CBOWCTB BO BpPEMsS MPOW3BOACTBA BbICOKOTEXHOITOMMYHOIO fieKapCTBEHHOMO
npenapaTa. YKasaHHOe corfnawleHve JOJMKHO coaepXaTtb TpeboBaHne 0 KOHTPOME U3MEHEHNN, NPeANnOXeHHbIX Ans
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MeOULMHCKOTO M3aenns;
6) (b) cornaweHne npomsBoguTENEM NEKApCTBEHHOrO npenapata W npou3BoauTENneM MeAWMLMHCKOro usgenus
OOIDKHO Takke npegycmartpumsatb OOMeH MHdopmaumeri 06 OTKNOHEHMSAX, MMEBLUMX MeCTO Mpu MpPOW3BOACTBE
MEeAMLMHCKOro U3genwus.

140. (3) Bcneactsume TOro, 4To cOMaTUYECKne KNeTkn nosnydeHbl Unv oT foAen (ayTonornyHble nnv annoreHHble)
WMN OT XXMUBOTHBbIX (KCEHOrEHHbIE), CYLLLECTBYET NOBbILUEHHbIN PUCK MX KOHTaMUHaLUMM NOBOYHbIMKU areHTamu. [ns
N30NALMN ayTONOTMYHBIX MaTepmaros, NOMyYeHHbIX OT MHPMLMPOBaHHBLIX AOHOPOB, AOMKHbI ObITb MPEAYCMOTPEHbI
ocobble meponpuaTus. [lomkHa 6biTe obecneyeHa HageXXHOCTb KOHTPOSbHbBIX U UCAbITaTENbHbIX MEPONPUATUI ANA
TaKWX UCXOAHLIX MaTepuanos.

141. (4) Ecnn HEBO3MOXHO MPOBECTU CTepunu3auuio roTOBOro fleKapCTBEHHOro npenapata npy NOMOLUU
CTaHOapTHbIX METOAO0B, Hanpumep unbTpaunen, CTaamm TEXHONOTMYECKOro npoLecca AoMmKHbl BbITb NPOBEAEHbI
B acenTuyeCcKnX yCroBUsiX.

142. (5) [HomkHoe BHMMaHuMe HeobxoouMMO yaAendatTb cneuundryeckum TpeboBaHuAM Ons BCeX CTagun
KPMOKOHCEpBaLMK, Hanpumep, CKOPOCTN M3MEHEHUSA TeMnepaTyp BO BPEMS 3aMOPaXMBaHUSA U PasMopaknBaHUS.
Twn Kamepbl XpaHeHwWs, cnocobbl pa3MeLLeHnss MaTeprarnos 1 NPOLLECChl 3BNeYeHNs AOMMKHbI CBOAUTb K MUHUMYMY
PVCK MepeKpecTHON KOHTaMuMHauuun, obecneymBaTb KauyecTBO JlekapCTBEHHbIX MpenapaToB M cnocobcTBoBaTb MX
npaBunbHOMY n3BneveHuto. [ins obecneverns 6esonacHoCTn paboThbl C NeKapCTBEHHbIMU NpenapaTaMu, B COCTaB
KOTOPbIX BXOAAT NO3MTVBHbIE CEPOSOrMyYeckne Mapkepbl, a Takke XpPaHeHWs 3TUX NeKapCTBEHHbIX MpenapaToB
AOIDKHbI UCMOb30BaTLCA AOKYMEHTarbHO 0pOpMIeHHbIe NpoLeaypb!.

143. (6) OomkHbl ObITb NMPOBEAEHbl WUCMbITAHUSA CTEPUITBHOCTU Ha npegMeT OTCYTCTBUS BakTtepuanbHOW Wnuv
rPMBKOBOWM KOHTaMUHALMKN B KyNbTypax KNeToK unm 6aHkax KNeTok, He codepXalumx aHTMbuoTukn. [JomkHa Takke
YyYnTbiBaTbCA HEOBXoOUMOCTb onpeaeneHns cneumduyecknx MUKPOOpraHn3moB, Tpebyowmux crneuunanbHbiX
YCNOBUN KyNbTUBUPOBAHMS.

144. (7) B cnyyae HeobxoaMMOCTM OOMMKHa NPOBOAUTLCS NporpaMmMa MOHUTOPWUHIa CTabunbHOCTKM, BKNOYaoLwas
HamMumMe KOHTPOIbHBIX WM apxXuBHbIX 06pasuoB B KONMMYECTBEe, AOCTAaTOMHOM AN NPoBedeHVs OanbHenwunx
NCMbITaHWA.

V. TEPMWHbI 1 OMPEOENEHVA

145. Ona uenen Hactodwero lpunoxeHus Kpome TEPMUMHOB W OnpeneneHun, npeaycMoTpeHHbIX rnason |l
HacTodawmx [NpaBun, NCNOMNb3YTCA Takke crnefyLlime OCHOBHbIE NMOHATUS:

afbIOBaHT - XMMKUYeckoe unu brnonornyeckoe BeLWEeCcTBO, YCUNMBaOLLEe MMMYHHYO PEaKLMI0 Ha aHTUreH;
annepreHbl - BeLWEeCcTBa aHTUreHHOM UMM ranTeHHOW Mpupodbl, CMOCOBHbIE CEeHCMOUNU3MPOBaTb OpPraHn3M U
BbI3blBATb annepruio;

anneprovabl - XMMUYECKN N3MEHEHHbIE annepreHbl C MOHWXKEHHOW PeaKkTMBHOCTbLIO MMMyHornobynuHa E (IgE);
aHTWreHbl - BelwecTBa (HanpuMMep, TOKCUHbI, YyxepoaHble 6enkun, 6akTepuu, KNeTkn TkaHu), CNOCOBHbIE BbI3BATb
crneumdpuyeckme UMMYHHbIE peakumnu;

aHTMTEeNa MOHOKIOHAasbHbIE - FOMOreHHasa NONynsiuMs aHTUTEN, CNOCOOHbLIX MPUCOEaNHATBHCA K eOUHCTBEHHOMY
anuTony (aHTUreHHOW AeTepMWHaHTe), NoNnyyeHHas U3 eAWHCTBEHHOrO KNoHa NMMAOLMTOB UMW C MOMOLLBIO
TexHonormm pekombuHantHon OHK;

aHTUTEeNa MOSMKINOoHarnbHbIE - aHTUTENA, NOMYyYEHHbIE OT HECKOMbKMX KITOHOB NTIMMMOLMTOB 1 (MnK) BbipaboTaHHbIe
YenoBeYECKUM UIN XXMBOTHLIM OpraHM3mMoM B OTBET Ha BBeJeHUe aHTUreHa;

aHTuTeno - 6enkun, NnpomsseaeHHble B-numdountamm, KoTopble cneunduryeckn CBA3bLIBAIOTCHA C onpeaeneHHbIMU
aHTUreHamn. Ha ocHOBe KIto4eBbIX pasnuyuii B MeTo4ax UX NPOU3BOACTBA BblAENAOT ABa MMaBHbIX TUMNa aHTUTen:
MOHOKIOHanbHble aHTUTena u NOMNMKNOHanbHble aHTUTenNa;

GaHK KMEeTOK - COBOKYMHOCTb COOTBETCTBYIOLMX KOHTEMHEPOB, XPaHALWMUXCA B ONpeAeneHHbIX YCMOBUSX,
COAEPXKNMOE KOTOPbIX MMeeT OOHOPOAHbIM cocTaB. CogepXvMmoe Kaxaoro KoHTevHepa npegcTtaensieT cobou
KpaTHbIN €ONHBIN Ny KNeTOoK;

6uonormvdeckas capmaueBTMdeckas cybcTaHums - apmaueBTudeckasi cybcTtaHuus, npousBedeHHas C
ncnonb3oBaHMeM OUOMOrMYECKOro UCTOYHUKA WKW 3KCTparMpoBaHHasi U3 GMOMOrMYecKoro MCTOYHUKA, KOTopas
OOMmkHa OblTb OxapakTepu3oBaHa C UCMONb30BaHUEM (PU3UNYECKUX, XUMUYECKUX U OUONMOTMYECKUX UCTBITAHUA U
KayecTBO KOTOPOW onpeaensieTcs 3TUMN UCMbITAaHUAMWN B COYETaHUN C KOHTPONeM NpoLLeCCOoB ee NPOM3BOACTBA;
Guonorvyeckuin NekapcTBEHHbIN Npenapart - NekapCTBEHHbIN NpenapaT, hapMaueBTudeckasi cybcTaHLmsa KOTOporo
sBnsieTca Guonornyeckon hapmaleBTU4ECKON CybCcTaHUnEN;

GuoHarpyska - ypoBeHb 1 BU4 MUKPOOPraHN3MOB (Hanpumep, HenpyvemnemMble UM ONyCTMMblE MUKPOOPTraHN3Mbl),
KOTOpble MOryT MPUCYTCTBOBAaTb B MCXOAHOM CbIpb€, MCXOOHOM Cbipbe ANS NpoM3BOACTBA (hapmaLeBTUHECKON
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cybcTaHuumn, NPOMEXYTOUYHOW NpoAYKLMM Unn B papmaLieBTUYeckon cybctaHuun. BuoHarpysky He cnegyeT cuntathb
KOHTaMVHaLMeNn, ecnn ee ypoBHU He MPEBbLILLAKT YCTAaHOBMNEHHbIE NMpeaerbHble 3HaYeHUa uUnm He obHapyXeHbl
MUKpPOOPraHu3Mmebl, onpegensemMble kak HegonyCTUMBbIE;

BEKTOP - areHT TPaHCMMNCCUN, MEPEHOCALLNIA FEHETUYECKYHO MHAPOPMAaLMI0 OT OOHOMN KIETKM UK OpraHmMama K Opyrow,
Hanpumep nnasmuabl, IMMNOCOMbI, BUPYCBI;

BMPYCHbIV BEKTOP - BEKTOP, MPOM3BEAEHHbIM MyTEM MoAMMUKaLUM BMpyca C NMOMOLLbD METOOO0B MOJEKYISAPHON
GuonorMm Ons ygoepXvMBaHUS HEKOTOPbIX, HO He BCEX, MaTepuHCKMX reHoB Bupyca. [pu yganeHun reHos,
OTBETCTBEHHbIX 32 CNOCOOHOCTL BMpYCa K pensinkauumn, CO34aHHbIN BEKTOP SABNSAETCS HECMOCOOHbBIM K peninkaumuuy;
BHE XMBOIO OpraHv3mMa - npouecc, npu KOTOPOM Mpoueaypbl NPOBOAATCA Ha TKAHAX WIU KINeTKax BHE XMBOTO
opraHusma c nocrneayoLmMm BO3BpaTOM TKAHEN UMK KNEeTOK B XXUBOW OPraHnsm;

BHYTPM XXMBOrO OpraHmM3mMa - npoueaypbl, NPOBOANMbIE BHYTPU XMBbIX OPraHM3MOB;

BCMOMOraTenbHble BELLECTBA - BeLLeCTBa HEOPraHNYeCKoro Unm opraHMYeckoro NPONUCXOXAEHUS, UCMOMNb3yeMble B
npoLecce Npou3BOACTBA, U3rOTOBMEHUSA NEKApCTBEHHLIX MpenapaTtoB Ansd npuaaHus MM HeobxoauMbix OU3UKO-
XMUMUYECKMX CBOWCTB <*>, KpoMe hapMaLeBTU4ECKUX CyOCTaHLMIA U YNAaKkoOBOYHOIO MaTtepuana;

<*> TlyHkT 3 cTaTtbn 4 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-9®3 "O6 obpalleHnn NnekapCTBEHHbIX
cpencTB" (CobpaHue 3akoHopaTensctBa Poccuickon Pepepaumm, 2010, N 16, cT. 1815).

ranTeH - MOneKyna C HU3KOM MOSEKyNSPHON MaccoW, He SBMALAasaca aHTUreHoM No cBoew npupoge 40 MOMeHTa
KOHBbloraumm ¢ "mMmornekynon-Hocutenem";

reH - nocnegosatensHocTe [JHK, kogupyowas oagnMH nnu HeCckonbko 6enkos;

reHeTnyeckn moandumumposaHHbin opraHuam (FMO) - nobon opraHnam, 3a UCKNIOYEHMEM OpraHM3Ma YernoBeka, B
KOTOPOM FeHeTU4YecKkMn matepuan Obin M3MeHeH TakuMm obpas3om, YTO AOCTUYL TaKoro M3MEHEHUs B pesyrnbTare
€CTEeCTBEHHOro CKpeLUMBaHNs U (M) eCTECTBEHHOW peKOMBMHALMM HEBO3MOXHO;

rmbpugoma - umMMmopTanuaoBaHHas ("6eccmepTHasa") NMHMSA KNETOK, NPOM3BOAsLLAs Xernaemble (MOHOKINOHAabHbIE)
aHTuTena v obblIYHO Nofnyyaemas NyTeM UCKYCCTBEHHOIO CNMAHWA B-numdounToB C OnyxoneBbiMU KeTkamu;
rmaBHbIA 6aHK KNeTOK - anuMKBoTa OAHOro nyna KneToK, KOTOPbIN Obif NOMyYeH U3 KOHKPETHOrO KIoHa KMeToK npwu
onpeeneHHbIX YCNoBUsX, pacnpefefneHHas BO MHOXECTBO KOHTEWHEpPOB U XpaHsALWascs npu onpeaeneHHbIX
YCMOBUSX;

rMaBHbIA BUPYCHbIN MOCEBHOW MaTepwuarn - anMkBoTa OAHOro Mnyna BUPYCOB, KOTOPbIV Oblf NOMyYeH U3 KOHKPETHOro
KIMOHa BMPYCOB MpW onpefeneHHbIX YCNoBUAX, pacnpedeneHHas BO MHOXECTBO KOHTENHEPOB M XpaHALWascsa npu
onpeaerneHHbIX YCoBUSIX;

rMaBHbIN TPAHCreHHbIN 6aHK - anMKBOTa OAHOMO Nyna KNeToK TPaHCreHHbIX PACTEHUIA UMW XXMBOTHbIX, KOTOPbLIA Obin
nony4yeH W3 KOHKPETHOro KIoHa KIeToK NpwW onpedeneHHbIX YCMOoBUSIX, pacnpedeneHHas BO MHOXECTBO
KOHTEMHEepOB 1 XpaHsLascs npu onpegeneHHbIX YyCnoBusXx;

3aKpbITas cucTemMa - CUCTeMa, B KOTOpon dhapMaueBTMYeckasi CyGCTaHUMSA UK NekapCTBEHHbIN NpenapaT He MMeT
HenocpeACcTBEHHOIO KOHTaKTa C NPOM3BOACTBEHHOW Cpeaon;

30Ha - onpedeneHHbIn Habop nomelleHui B npegenax OOHOMO 34aHWs, B KOTOPbIX MPOM3BOAUTCA OAMH WNN
HECKOMbKO fleKapCTBEHHbIX NPenapaToB U KOTOpble UMET OTAEMNbHYIO CUCTEMY BO34YyXOMOATOTOBKM;

300HO3 - MH(PEKLMOHHbIE N MHBA3NOHHbIE 3a60MeBaHUS XXUBOTHbIX, KOTOPbIE MOTYT NepeaaBaTbCs YENOBEKY;
MCMoNb30BaHME B YCNOBUSIX M3onsauun - niobas AeaTenbHOCTb, MPY KOTOPOW reHeTu4eckn MoamdumumnpoBaHHbie
OpraHn3Mbl MOMNy4atoT, KyNbTUBMPYIOT, XpaHAT, TPAHCMOPTUPYIOT, PaspyLUatoT, YHUUTOXAOT UKW UCTIOMNb3YIOT KaknM-
nnbo cnocobom u Npu KOTOPON UCMOMb3YIOTCH cneunanbHble Mepbl 30MALMU NS OrpaHnyYeHns pacnpocTpaHeHms
3TMX OpraHmM3moB 1 obecnedyeHns 6e30MacHOCTN HaceneHnst U OXpaHbl OKPYXatoLwen cpefbl;

ncxogHble Martepuanbl - BCe MaTtepuanbl, M3 KOTOpbIX NeKapCTBEHHOe CcpeacTBo wnu hapmauesBTMyeckas
cybCcTaHuus NPoM3BOANTCSA UMW IKCTPArnpyeTcs, 3a UCKNIOYEHNEM YNaKOBOYHbIX MaTepuanos. [ns Guonornyeckmx
nekapCTBEHHbIX MpenapaToB UCXOOHbIe mMaTepuansl NpeactaBnsaT coborn nobble cybcTaHumm GMONOrMyeckoro
NMPOUCXOXOEHWS, TaKMe KaK MUKPOOPraHm3Mbl, OpraHbl U TKaHW PacTUTENbHOrO UMK XMBOTHOIO MPOUCXOXAEHUS,
KNeTKN WM XKUOKOCTU (BKMOYAs KPOBb M Mria3My) 4enoBEYECKOr0 WM >KMBOTHOTO MPOUCXOXAEHMWS, a Takke
BuoTexHonorm4yeckne KrneTouHble cyocTpaThbl (pEKOMOMHAHTHBIE U MPUPOAHBIE), BKIOYas NEPBUYHbIE KINETKY;
KMeTOYHbIA 3anac - NepBUYHbIE KNETKW, Pa3MHOXMBLUMECS OO 3a4aHHOrO KONMYeCTBa KIeToK, pa3gerneHHble Ha
anuKBOTbl U MCNOfMb3yeMble B KayeCcTBE WUCXOOHOrO Matepuana Ansi Npou3BOACTBA OrpaHMYeHHOro KOonu4yecTBa
Cepvi NnekapcTBEHHbIX NpenapaToB Ha OCHOBE KIEeTOoK;

OTBETCTBEHHOE MNMLO - CrleuManbHO Ha3Ha4YeHHOe NMMUO B OpraHvM3auum no npou3BOACTBY HGuonormyeckux (B Tom
yncne MMMyHobuonornyeckmx) papmaueBTUYeCKNX CybCTaHUMM M fNekapCTBEHHbIX MpenapaToB, KOTOPOe HeceT
OTBETCTBEHHOCTb 3a:
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obecneyeHne TOro, 4to Buonorumveckui mMatepuan (B TOM 4uCrie KNEeTKM M (MNn) TKaHW YenoBeka) MoryyeH,
NpOBEPEH, MCMONb30BaH B NpoOLEcCce NPOM3BOACTBA NEKAPCTBEHHOro CPeAcTBa, BKMOYAs KOHTPONb KayecTBa
rOTOBOro MpoAdyKTa, a TaKkke XpaHuncs u Obin OTMyweH B COOTBETCTBMM C 3aKOHOAaTenbCTBOM Poccuiickon
denepaumu;

npefocTaBneHne yNnorHoOMoYeHHbIM dbedeparbHbIM OpraHaMm UCMONHWUTENBbHON BNacT Heobxoanmon nHcpopmaLumnm
OTHOCUTEINbHO NPeAnucaHnui, paspeLleHnii, akkpeautauum nnu MueH3MpoBaHNs;

BbIMOSIHEHWE B OpraHvM3auMm Mo Mpov3BOACTBY Ouomornyecknx (B TOM 4YWCEe UMMYHOBMOMOrNYECKMX)
dapmaLeBTUYECKMX CyGCTaHLMI 1 NekapCTBEHHbIX NpenapaTtoB Bcex TpeboBaHui 3akoHogaTenbcTBa Poccuickom
degepauymm.

OTBETCTBEHHOE MU0 OOMKHO OTBEYaThb Creayowmm YCroBUSM B OTHOLLEHUW KBanmduKauum:

NUMETb BbICLLIEe MeanUMHCKoe, hapMaLleBTuieckoe nnm bruonornyeckoe obpasoBaHue;

NMeTb CTax paboTbl HE MeHee ABYX NeT B OOHOW UIM HECKONbKUX OpraHn3aLmsax COOTBETCTBYHOLLLEro Npoduns.
YKasaHHble Bbllle 0083aHHOCTM OTBETCTBEHHOrO nuua MoryT ObiTb nepegaHbl ApyruM nuvuaM, MMELWmUM
COOTBETCTBYHIOLLYIO KBanmKaL o 1 CTaxk paboTbl ANs BbINOMHEHNA 3TUX 06s3aHHOCTEN.

OpraHusaumMm no npousBOACTBY Guonorndeckux (B TOM uucrne MMMyHOBMOMOrMyecknx) apmaueBTU4ecKMX
CyGCTaHUMIA W NeKapCTBEHHbIX MNpenapaToB OOMKHbl CooOWaTb B YNOMHOMOYEHHbIN heaepanbHbIi opraH
NCMONHUTENbBHON BriacTu haMunuio, UMsi 1 OTHECTBO (NPW HanMM4Mn) OTBETCTBEHHOIO NMLA, a TakkKe M1y, KOTOPbIM
nepegaHbl 0653aHHOCTN OTBETCTBEHHOIO N1ua, BMecTe ¢ MHpopmaLmelt 0 KOHKPeTHbIX 00A3aHHOCTSX, KOTOpble Ha
HUX BO3OXEHbI.

Ecnu oTBeTCTBEHHOE NMMLO MK nMua, KOTOpbIM nepedaHbl 0653aHHOCTU OTBETCTBEHHOIO Nnua, 3aMeHSTCS Ha
NMOCTOSHHOWM UMW BPEMEHHOW OCHOBE APYrMM MWLIOM, OpraHuM3aunst No NpoM3BOACTBY BMONornyeckmx (B ToM vmcne
nMmmyHobronornyecknx) papmaueBTndecknx cybcTaHLmMn 1 NekapcTBEHHbIX NpenapaToB AOJPKHA cpasy yBeooOMUTb
YNONTHOMOYEHHbIV hefeparnbHbIi OpraH UCMNONMHUTENBHON BracTu 0 hamMunumn, UMeHn n ot4yectee (Mpu HanmMymnm)
HOBOro OTBETCTBEHHOrO Nnuua 1 gaTe ero HasHa4yeHus;

nepeHoC reHoB - NPOLLeCC NepeHoca reHa B KNeTkW, BKIYas CUCTEMY IKCNpeccun, cogepxallylocs B cucteme
[OCTaBKM1, KOTOpas HasblBaeTCA BEKTOPOM. BekTop MoxeT BbITb Kak BUPYCHOrO, Tak M HEBUPYCHOMO MPOUCXOXAEHMS.
[Mocne nepeHoca TreHOB  TeHeTUYECKM  MOAMMUUMPOBAHHbIE  KNETKU  Takke  MOryT  HasblBaTbCA
"TpaHCcOpMUPOBaHHbIE KNETKN";

nuTaloLme KNeTKN - KIeTKU, NCMosfb3yeMble B KOMOMHMPOBAHHOW KynbType Ans NoaaepXaHus nitopunoTeHTHOCTH
(cnocobHocTn anddepeHUMpoBaTLCS B MHOXECTBO CNeLuanm3npoBaHHbIX TUMOB KINEeTOK) CTBOMOBbIX KNeToK. [Ans
KynbTypbl 4YernoBeYeCKMX 9IMOpMOHamnbHbIX CTBOMOBbLIX KMNETOK TWMWYHbIE MUTaloWMe CouM COCTOAT U3
ambpuroHaneHbIx rnbpobnactoB Meiwn (SPM) nnm ambpuoHanbHbIX hrubpobnacTtos Yenoseka (APY), B KOTOPbIX
cneumanbHbIMM METOA4aMu NPeaoTBpaLLEeHo AeNeHue;

nnasmuga - 4acte OHK, obbluHO cyulecTBylowas B GakrepuanbHOW KNeTke B BUAE KOSMbLEBOW CTPYKTYpbI,
OTOENEHHOM OT KMeTo4HOW xpomocoM. [Mnasmmga moxeT ObiTb MoaucuuMpoBaHa C MOMOLLBHO METOO0B
MOneKynspHou 6uonoruu, BelgeneHa n3 6akrepmanbHON KNETKM M UCMOMNb30BaHa Ans nepeHoca U BCTpamBaHus ee
OHK B reHom apyrou KneTku;

nogaepxusatowan cuctema (scaffold) - cpeactso nogaepxku, cpecTBO AOCTaBKM WKW MaTpuua, KoTopble
obecneyunBaloT CTPYKTYPY MM COAENCTBYIOT MUrPaLMn, CBA3bIBAHUIO UMW TPAHCNOPTY KNETOK 1 (Mnn) Guonornyecku
aKTMBHbIX MONEKYIT;

noMeLleHve ans NpousBoACTBa HECKONbKUX NEKapCTBEHHbLIX NpenapaToB - NoMeLleHue Ans nocrefoBaTenbHoro
NMPOM3BOACTBA WM NPOM3BOACTBA MO MPUHLMMNY KaMnaHWi pasnuyHbIX rpynn Guonormyeckmx dpapmaueBTUyeckunx
cybCcTaHUun 1 nNekapcTBEHHbIX MpenapaTtoB, B KOTOPOM KOMMIEKT Mcnonb3yemoro obopyaoBaHus MoxeT ObiTb
cneumanu3upoBaHHbIM - UMW HeCcneuuManu3npoBaHHbIM - ONA  KaX4ow OTAeNbHOW rpynnbl  cybcTaHuun  wmnm
nekapCTBEHHbIX NpenapaTos;

npegHamepeHHbIn BbIBPOC - NpedHaMepeHHbIN BbIMYCK B OKPYXaloLyo cpeay reHeTU4eckn MoamuLmpoBaHHbIX
OpraHM3moB, AN KOTOPbIX HE UCMONb3YKTCA CneuunanbHble Mepbl U30MNALUK ANS OrpaHNYeHUs pacrnpocTpaHeHns
3TMX OpraHmM3moB 1 obecneyeHns 6e30MacHOCTU HaCceneHUs N OKpYKatloLLEen cpeabl;

Npou3BOACTBO MO MPUHUMNY KamnaHui - nocriegoBaTenbHOe MNPOU3BOACTBO psida Cepun OAHOTO U TOro Xe
nekapcTBEHHOro npenaparta B Te4eHne onpeaeneHHoro nepnoga BpeMeHu, nocne KoToporo NpoBoAasaTcs cTporue
KOHTPOSbHblIE MEPONPUATUSA Nepep NepeknioyeHremM Ha NPOM3BOACTBO APYroro fiekapCTBEHHOro npenapara.
JlekapcTBeHHbIe NpenapaTbl He NPOU3BOAATCS OOQHOBPEMEHHO, HO AN UX MPOM3BOACTBA MOXET OblTb MCNOMb30BaHO
0fHO U TO e obopyaoBaHue;

npouegypa pPeTpOCMEeKTMBHOIO aHanu3a - [JOKyMeHTanbHO od)opmieHHas npoueaypa, obecnevvBarowas
oTCrnexuBaHne  Guonornyeckmx  apmaueBTMYEecKMX  CybCTaHuum  WMnM  NeKapCTBEHHbIX  MpenapaTos
HeCOOTBETCTBYIOLLErO KayecTBa BCreACTBME WCMONb30BaHUSA 3abpakoBaHHbLIX XMBOTHbLIX WM YenoBEeYEeCKUX
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MaTepuanoB u3-3a NPUCYTCTBUSA B ITUX MaTepmanax KOHTaMUHUPYOLWEro(Wmnx) areHta(oB) unu npu BbiBNEHUU
HeraTMBHbIX (PaKTOPOB Y XMBOTHbLIX UNK NIOAEN, ABMASIOLUXCSA MCTOYHUKOM 3TUX MaTepuanos;

pabounii 6aHK KNEeTOK - FOMOreHHbIN Nyl MUKPOOPraHM3MOB WX KITETOK, NOMYYEHHbIX N3 FNaBHOro GaHka KNneTokK U
O[HOPOAHO pacnpedernieHHbIX B onpeaeneHHoe YMCIo KOHTeNHepoB. Pabounii 6aHK KNeTok XpaHWUTCs B YCIOBUSX,
obecneynBaroLLMX €ro CTabunbHOCTb U MUCMNONb30BaHUE B MPOU3BOACTBE;

pabounii BMPYCHbI MOCEBHOW MaTepuan - FOMOFEHHbI Myn BUPYCOB, MOJSTYYEHHbIX M3 [MaBHOMO BUPYCHOrO
MOCEBHOIro MaTepvarna U OOHOPOAHO pacnpeaerneHHblX B onpeaeneHHoe YUCIo KOHTenHepoB. Pabounii BUpyCHbIN
MOCEBHOW MaTepuan XpaHuTcd B ycnoBusix, obecrneuvBalowmx €ero crabunbHOCTb M MCNONb30BaHWE B
Npov3BOACTBE;

paboumin TpaHCreHHbIN 6aHK - FOMOreHHbIV Nyn KeTOK TPaHCreHHbIX PacTEHUN WNKN XXUBOTHbLIX, MOMYYEHHbIX U3
rMaBHOrO TpPaHCreHHoro 6aHka M OoOQHOPOAHO pacnpedeNieHHbIX B onpeaerieHHoe YUCIo KOHTenHepoB. Pabouni
TpaHCreHHbl 6aHK XpaHUTCA B YCNoBusaX, obecneunBatonmx ero cTabunbHOCTb U UCNONb30BaHNE B NPOU3BOACTBE;
cBOOOAHbIE OT crneumdu4eckMx NaToreHoB - XXMBOTHbIE Matepuanbl (Hanpumep, Kypbl, 3MOPUOHbI UMW KYNbTypbI
KMeTOK), MCMoNb3yllnecss AN NPOM3BOACTBA WM  KOHTPOMNS KavyecTBa OMOMOrMYeckux NekapCTBEHHbIX
npenapaToB, MOMyYEHHble M3 TPYNMN XMBOTHbIX (Hanpumep, cTag WM cTaw), CBOOOAHbBIX OT OMNpeaerieHHbIX
natoreHoB. Takue cTaga unu ctav onpeaensioTcs Kak rpynmbl XMBOTHbIX, KOTOpbIE XMNBYT B 00OLLEN cpeae 1 umeT
yXaXvBaloLWNA 32 HMMK NEepcoHarn, KOTOpbI He MNpebbliBaeT B KOHTAKTe C XXMBOTHbIMW, HECBOOOOHbIMW OT
cneundu4ecknx NaToreHos;

coMaTUYecKne KNeTKu - BCE KMETKM Tena YeroBeka UMK XXMBOTHOMO, KPOME PEnpPOAYKTUBHBIX KIETOK. DTN KMNEeTKU
MOTyT BbITb ayTOMNOrMYHBLIMK (OT TOrO Xe NaumeHTa), annoreHHbIMK (0T OPYroro YenoBeka) Unn KCeHOreHHbIMu (oT
XXMBOTHOMO) COMaTUYECKNMU XUBLIMU KNETKaMu, MaHUMyNALMM C KOTOPbIMU U UBMEHEHUE KOTOPbIX MPOBOAUITUCH
B YCMOBUSX BHE XMBOFO OpraHmM3mMa C MOocrneaywlmnm BBEAEHVMEM B OpraHmsM 4enoBeka [AMis LOCTWKEHUS
TepaneBTMYECKOro, AMarHOCTUYECKOro Unm NpomunakTM4eckoro 4eNCTBuUs;

TPaHCTrEHHbIA - OpPraHn3M, COAEpPXaljun B CBOEW OObIYHOW FEeHETUYECKOW CTPYKTYPE YYXEpOAHbI reH Ans
akcnpeccun buonornyecknx apmaueBTUYeCKMX MaTepmaros;

ypoBeHb 6uonornyeckon 6e3onacHOCTU - yCrioBus u3onsuun, Tpebyowmecs nna GesonacHow paboTbl C
MUKPOOPraHn3MamMy pasHbiX YPOBHEW MaTOreHHOCTW, HauMHas OT 4-W rpynnbl NAaTOr€HHOCTU (HaMMEHbLUUI PUCK,
ManoBepOSTHO MPUBOAALLMIA K 3aboneBaHuo 4yenoBeka) U OO 1-M rpynnbl NaTOF€HHOCTWU (HaMBLICLLUMIA PUCK,
BbI3bIBAKOLLUI TSXKEmble NErko pacnpocTpaHaeMble 3aboneBaHus);

yncTaa KynbTypa (akceHuyHast KynbTypa) - KynbTypa, COAepXalas oAWHaKOBblE MWKPOOPraHu3Mbl U He
KOHTaMWHMPOBaHHas NoObIMW APYrUMKU OpraHu3Mamu.

MpunoxexHne N 3

k MNpaBunam opraHusauum
NPOU3BOACTBA M KOHTPOMS KayecTBa
nekapCTBEHHbIX CpeacTB

NPON3BOACTBO PAONODPAPMALIEBTNYECKUX NEKAPCTBEHHbBIX CPEACTB
[. MPHLAM

1. MpowussoacTBo pagnodapmaLeBTUYECKNX NEeKapCTBEHHbIX CPeACTB OOMKHO BbiTb OpraHM3oBaHO B COOTBETCTBUM
C npuHuMnamu, npusegeHHoiMu B rnasax Il - IV HacToswwmx Npasun. Hactosawee lNpunoxeHue yctaHaBnueaeT
crieumanbHble npasuna ang npou3BoAcTBa pagmodapmaneBTUYECKUX NTeKapCTBEHHbIX CPeACTB.

2. MNpwv npumeHeHnn HacToswmx [NpaBun HeobXxoaAMMO yunTbiBaTb CrieaytoLuee:

a) faHHoe lMpunoxeHre He pacnPOCTPaHATCA Ha 3roTOBNEHUE paanodapMaLeBTUYECKNX NEKapCTBEHHbLIX CPEACTB
B anTeYHbIX OpraHn3aLmsax N BeTEPUHAPHbLIX anTeYHbIX OpraHM3aunsx;

6) HacTosilwee [MpunoxeHne pacnpocTpaHseTcs Takke Ha paguodapmaueBTUYeckne nekapcTBeHHble cpefcTBa,
NCNOrMb3yoLWNeCcs B KNMMHUYECKNX NCCNeOoBaHNSX;

B) TpaHCMOPTMPOBKa paanodapMaueBTUYECKMX EeKapCTBEHHbIX CPEACTB BbINOMHAETCA B COOTBETCTBUM C
TpeboBaHMAMUN NO pagnaumoHHon 6esonacHocTM MexgyHapogHOro areHTcTBa no atomHoun aHeprum (MAFATI) u
TpeboBaHMAMN HOPMaTMBHbIX MPaBOBbIX akToB Poccuiickon degepauny;
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F) [onyckaeTcda ucnonb3oBaTb METOAbl, OTnM4aruwmeca OT npuBedeHHbIX B HaACTOdALEeM anIJ'IO)KeHVII/I, HO
no3BondroLlne BbINMOJTHATb TpGﬁOBaHVIFl no obecneyeHno KavecTea npoaykuunn. Takune meToabl AOMKHbI ObITb
BannanpoBaHbl " obecneuynBaTb YpOBE€Hb KayecCcTBa, He HWXe, 4eM YypOBEeHb KadeCTBa B COOTBETCTBUU C
Tp96OBaHVI9|MVI, yCTaHOBJ1I€HHbIMU HAaCTOALLNM anIJ'IO)KeHVIeM.

Il. BBEOEHVE

3. (1) MNpownseoacTBo paguodapmMaueBTUYECKUX NEKAPCTBEHHbIX CPEACTB M OOpalleHne C HUMK npeacTaBnseT
NOTEHLManbHYI0 ONACHOCTb. YPOBEHb PUCKOB 3aBUCUT, B YACTHOCTU, OT TUMa MOHU3NPYIOLLIErO U3NyYeHNs, 3Heprum
n3nydeHus U nepuoga nonypacnaga pagnoHyknuaos. Ocoboe BHMMaHMe HeobXxoaMMOo yaensTb NpeaoTBpaLLEHUIO
nepekpecTHON KOHTaMUHaL MK, XpPaHEHNIO OCTaTKOB paaMOakTUBHbLIX MaTtepuarnos 1 yaaneHuo OTXO40B.

4. (2) BcnegcTteue TOro, YTO HEKOTOPbIE PAOVNOHYKNUAbLI UMEKOT KOPOTKUIA CPOK XpaHEHMSs!, 4OMYCKaeTCs BbiMycKaTb
B obpalleHne cogepxawme ux pagnodapmMaueBTUYECKNE NEKAPCTBEHHbIE CPEACTBaA 00 3aBEpLUEHUS UCTMbITaHUN
KOHTpOns kayecTBa. B atom cnyvae B crneuuanbHOW npouenype AoimkeH ObiTb YeTko M nogpobHO onpeaeneH
NMOpPsiAOK Bbldayn paspelleHust Ha BbIMYCK, BKMOYasi OTBETCTBEHHOCTb MepcoHana W HEMpepbiBHYK OLEHKY
3 heKTUBHOCTM cUCTEMbI 0OecneYeHnst kKayecTaa.

5. (3) O6nacTblo NpumeHeHus HacToswero MNMpunoxeHus sSBNSETCA AeATENbHOCTb NPOMbILLNEHHBIX NPOWM3BOACTB,
SOEPHbIX LEHTPOB, MHCTUTYTOB M [M3AT-UEHTPOB NO NPOM3BOACTBY WM KOHTPOSIKO KadecTBa criefylowmx TUMOB
NpPOAYKLNN:

pagnodapmaLeBTUYECKNX NNEKAPCTBEHHbIX CPEACTB;

pagvodapMaLeBTMYECKUX NekapcTBeHHbIX cpeacTts Ans MN3T (N03MTPOHHO-3MNCCUOHHON TOMOorpadun);
pagnoakTMBHbIX NpeALlecTBEHHMKOB ANs NPOU3BOACTBA pagmModapmManeBTUYECKUX NTEKAPCTBEHHbIX CPEACTB;
pPaguoHyKNnOHbIX reHepPaTopPOoB.
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[okymeHT npepoctasneH KoHcynbTaHTI0C

[ata coxpaHenusi: 05.03.2014

nekapcTBeHHble cpeacTBa
ana NaT
PapguoaktunBHble
npeaLwecTBEHHUKM

Bua nponssoacTea HacTosuwue Heobxoaumo BbinonHATe TpeboBanusa rmae Il - IV HacTosAwmx Mpasun
MpaBuna He (no mepe npubnukeHnsa ctagum NPoM3BOACTBA K TOTOBOMY NPOAYKTY
pacnpocTpaHsTcs | TpeboBaHMa YyCUNUBAKOTCS), BKMOYasa CooTBeTCTBYOWME [NpunoxeHus

<F>
PagnodapmaneBtmyeckme Mpoaykums XMn4eckmnn Craguun O6paboTka, AcenTtnyeckoe
NeKapcTBEHHble CpeacTBa peakTopoB n CUHTE3 OYUCTKM NpUroToBNEeHNe, Npon3BOACTBO
PagvodapmaueBTudeckme LUMKNOTPOHOB <1> O03/pOBaHune UnNu pUHULLHAasN
cTepunmsauus

PagvoHyknuaHble
reHepaTopsbl

Mpoaykums
peakTopoB U
LMKNOTPOHOB <2>

TexHomnornyeckuii npouecc (cbopka KonoHKK, reHepaTopa, 3apsaka

reHeparopa)
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<*> MuvweHb 1 cuctema nepegadn OT LMKINOTPOHA K YCTAHOBKE CMHTE3a MOryT paccMmaTpuBaTbCs Kak
nepBasi CTagusi NPOM3BOACTBa (hapmMaLeBTUYECKNX CyOCTaHLMNA.

<1> T[lpogykuus, nonyyYyeHHad B pe3ynbTaTte pagvioXMMWYECKOro BbIOENEHUS paguoHyknuaa wus
0bnyyeHHON pagnoakTUBHOW MULLIEHN.

<2> [Mpoaykuus, nony4yeHHas B pedynbTaTte paguoxXuMmMyecKkoro BolAeneHns MaTepUMHCKOro pagmMoHyKknuaa
13 06ny4eHHOW paamMoakTUBHON MULLIEHMN.

6. (4) NMpousBoanTene rotoBoro pagnodapmMaLeBTUHECKOro NEKapCTBEHHOrO CPEeACTBa OOMMKEH UMETb
onncaHme TEeXHOMNOrMYecKoro npouecca npou3BoAcTBa apmMaueBTU4eckon cybcTaHumn, roTOBOro
NeKapCTBEHHOro CpeAcTBa M ykasaTb, kakue TpeboBaHus Hactosiwmx lMpasun (rmaea Il unu rnaea IV
HacTosAwwmx [NpaBun) pacnpocTpaHaTCA Ha pa3nuyHble TEXHOMOrMYeckne onepaumm n (unu) ctagun.

7. (5) lMpoussoacteBo pagnocdapmMaLeBTUYECKNX JTEKAPCTBEHHBIX CPEACTB AOIMKHO BbIMOMHATECA B
COOTBETCTBMM C TPeOOBaHMAMU HOPM pagnauMoHHON 6e30nacHoOCTy.

8. (6) MMpownsBoacTBo pagnodapMaLeBTUHECKUX JIEKAapCTBEHHbIX CPeACTB, NPeAHa3HayeHHbIX AONns
napeHTepanbHOro BBeAEHWs!, AOIMKHO BbIMOMHATLCSA B COOTBETCTBUM C TPEOOBaHUAMN, NPeabABAEeMbIMM
K CTEPUNbHOCTU TaKMX JNEKapCTBEHHbIX CPEeACTB, C COOMAEHMEM B COOTBETCTBYIOLLMX CryyYasx
acenTU4ecKMx ycrioBuin npomssoacTtea B cooTBeTcTBum ¢ MpunoxerHmem N 1 k HacTosawmm MNpasunam.

9. (7) Cneuncpmkaumm n MeTodbl KOHTPONA KadYecTBa pagmodapmMaLeBTUYECKNX NIeKapCTBEHHbIX CPeACTB
ycTaHoBrneHbl B [ocyaapcteeHHoM chapmakonee Poccuiickon depepaumm nnm B perucTpaLmoHHbIX OChe
Ha 9TW NekapCTBEHHbIE CpeacTBa.

KnnHnyeckne nccnenoBaHus

10. (8) Ha nponsBoacTBo pagmModapMaueBTUHECKUX NIEKAPCTBEHHbIX CPeacTB, NpeAHa3HayYeHHbIX Ansi
KMMHUYECKUX MCCNEeaoBaHWIA, pacnpocTpaHsalTea Takke TpeboBaHus MNpunoxenHna N 13 k HacToAWMM
MpaBunam.

[1l. OBECIMNEYEHNE KAYECTBA

11. (9) ObBecneyeHre kayecTBa Npu NPOM3BOACTBE pagnodapmMaleBTUYECKUX NEKAPCTBEHHbIX CPeaCcTB
umeeT ocoboe 3HayeHne B BUAY UX cneumnduniecknx ocobeHHoCTen, Manbix 06 bEMOB CEPUIN U B HEKOTOPbIX
cny4dasix HeobxoaMMOCTM UX MEAULUMHCKOro MpUMEHEHUs 0O 3aBepLUeHUs onepauun Mo KOHTPOo
KauyecTBa.

12. (10) 3awmTa npoayKLuMmM OT KOHTaMMHaLUKN U NMEPEKPECTHOM KOHTaMMHaUUN OOImKHa ObITb obecnevyeHa
Tak e, Kak U Npu Npoun3BoACTBE MoObIX NeKkapCTBEHHbLIX CPeACTB. B gaHHOM cnyyae npeabsBnseTcs
JononHuTenbHoe TpeboBaHMe No 3awuTe NPOU3BOACTBEHHON Cpedbl U NepcoHana oT UOHM3UPYIOLLErO
U3nyyeHns.

13. (11) bonblwoe 3HayeHWe uMeeT Haanexailas perncTpauus AaHHbIX MOHUTOPUHra NoMeLLEeHUA U
npoueccoB. OueHKa 3TUX JaHHbIX SBMSETCA YacTbio NpoLecca Bbinycka cepum B obpalyeHue.

14. (12) MNpwu nponsBoacTBe pagnodapmaLeBTUYECKNX NEKapCTBEHHbIX CPEACTB crieayeT B He0OXo0aAMMOM
obbeme npoBoauTb KBanudmrkaumio 1 Banugauuto. [Ana onpegenennsa obbema paboT no keanudmkauum n
Banugauun JOIMKEH NPUMEHATLCS NOOXOA, OCHOBAHHbIV Ha YNpaBreHUn puckamm, ¢ 0Co0bIM BHUMaHUeEM
K KOMOVHaLmm TpeboBaHMi HacTosAwmx MNMpaBun n paguaunoHHon 6e3onacHoCTu.

IV. MEPCOHAN

15. (13) Bce TexHonornyeckue onepauumn OOMKHbI BbIMOMHATLCA NepcoHanoM, UMELWUM cneyunanbHyo
NoAroTOBKY NO pagnauMoHHon 6e3onacHocTu. MepcoHan, 3aHATbIA B NPOM3BOACTBE, KOHTPOSIE KayecTBa
1 BbiNycke pagnodapmMaLeBTUHECKMX NIEKAPCTBEHHBLIX CPEACTB, AOIMKEH NPOATU 06yYeHMe, CBA3aHHOE C
0cobeHHOCTAMM cucTeMbl obecneyeHnst kavyecTBa paanodapmMaleBTUYECKMX NEKAPCTBEHHbIX CPeACTB.
YNONMHOMOYEHHOE NNLIO ABMSIETCA OTBETCTBEHHBIM 3a BbIMYCK pagnodapMaLeBTUYECKMX NeKapCTBEHHbIX
CpeAcTB.

16. (14) lMNepcoHan, paboTawwmin B 30HaX NPOM3BOACTBA pagnodapmMaueBTUYECKUX NEKapCTBEHHbIX
CpeAcTB (BKNto4vas nepcoHar, 3aHATbI YOOPKOM U TEXHUYECKMM OOBCNy>XUBAHWEM), OOJDKEH MNPOWTU
OOMNONHUTENbHOE 00yYeHne, CBA3aHHOE Co cneumdUnKon NPOLLECCOB M NPOAYKLUN.


http://www.consultant.ru/

Mpuka3 MuHnpomTopra Poccun ot 14.06.2013 N 916
"06 yTBepxaeHun MNpaBun opraHM3auuy NPOM3BOACTBA M KOHTPOJIS KAYecTBa NleKapCTBEHHbIX cpeacTs”
(3aperncTpupoBaHo B MuHiocTe Poccum 10.09.2013 N 29938)

17. (15) Ecnu npon3BoACTBEHHbIE NMOMELLEHNA M 0GOpyaOBaHNe MUCMONb3YTCs Takke Afsi MPOBeaeHUs
nccrnenoBaHuii, TO NepcoHar, y4yacTBYIOWMIA B UCCIeO0BaHUsIX, AOJKEH NPONTM 0BydYeHne HacTOSLLUM
MpaBunam. [leicTBrsa No oGecneyeHnto kKayecTBa 3aKnYalnTcs B PACCMOTPEHWUM U Bblaaye paspeLleHus
Ha npoBefeHue paboT, CBA3aHHbIX C UCCMeA0BaHNUAMM, AJ1S TOro YTOGbl UCKIIOYNUTL UX OMacHoe BWsiHUE
Ha NpPOV3BOACTBO.

V. NTOMELWEHNA N OBOPYOOBAHUE
OO0LLKe nonoxeHus

18. (16) lNpousBoacTBO pagvModapmMaLeBTUYECKUX NEKAPCTBEHHbLIX CPEACTB OOIDKHO MPOBOAUTLCS B
KOHTPOMMPYEMbIX 30HaX, B KOTOPbIX BbIMNOMHAKTCSA TpeboBaHMA K MNPOM3BOACTBEHHOW cpede WU
pagmaumoHHon 6e3onacHocTu. Bece TexHomornyeckue onepaumy OOMKHbI BbIMOMHATLCS B CneumnanbHbIX
NnoMeLleHnaX W Ha crneumanbHom o60pyaoBaHWMKM, KOTOpble MpedHasHadeHbl ANnd Npou3BOoACTBa
pagnodapMaLeBTUYECKMX NTEKapCTBEHHbIX CPEACTB.

19. (17) Heobxooumo NpuHATL Mepbl NO NPefoTBPALLEHNIO MEPEKPECTHOM KOHTAMUHALMK OT NepcoHana,
NCXOOHOIO Chbipbsl, MaTepManoB, pagMoHyKNMaoB. Tam, rge STo BO3MOXHO, Heob6XoauMO UCMnonb3oBaTb
3aKpbITOE MY n3onMpoBaHHoe obopyaoBaHme. [pu ncnonb3oBaHUM 06OPYAOBAHUSA OTKPLITOrO TMNa unu
npu OTKPbIBaHUM OBOOPYAOBAHUA OOSMKHbI ObITb MPUHSTHI MEPbI MO CBEAEHWIO PUCKA KOHTaMWHaUUM K
MUHUMYMY. [lpu OuUEHKe pUCKOB HeobxooMMO MokKasaTb, YTO YMCTOTa MNPOM3BOACTBEHHOW Cpenbl
yaoBneTBopseT TpeboBaHMAM, NPeabsBASEeMbIM K TUMY BbiMyCKaeMON NPOAYKUNN.

20. (18) Bxop B Npon3BOACTBEHHbIE 30HbI AOMKEH OCYLLECTBNATLCH Yepe3 KOMHaTbl AN nepeogesBaHns
(caHnNponyCKHWKKN) 1 JOJMKEH ObITh paspeLleH TOMbKO AN1A NepcoHana, UMeLLEero NpaBo AOCTyNa B HUX.
21. (19) HeobxoamMmo NpoBOAMTE MOHUTOPUHI paboynmx MECT U NPOM3BOACTBEHHOW Cpefbl B OTHOLUEHWU
YPOBHSA paguauuun, KOHLEHTpauWM 4YacTul M MUKPOOpraHmMamoB. [lopsagok npoBefeHWst MOHUTOPUHra
yCcTaHaBnMBaeTCsa Npu KBanudmkaumm akcnnyaralmn.

22. (20) Ons rapaHTuM TOro, 4YTO WUCMOMb3yeMble MNOMELLEHNss U obopyaoBaHWE COOTBETCTBYHOT
npegbsaBnseMbiM K HUAM TpeboBaHUAM UK npownu  KBanudukaumio, Heobxooumo npoBOAUTb
npodunnakTnyeckoe TexHnyeckoe obecnyxmeaHme, Kanmbposky 1 kBanudukauuio. Takme paboTbl OMKHbI
BbINOSTHATHCS NOArOTOBIIEHHBIM NEPCOHANOM, a (haKT UX NMPOBEAEHNS U MOMYyYEHHbIe Pe3yrbTaTbl AOMKHbI
0POpPMIIATLCHA AOKYMEHTAsbHO.

23. (21) Heobxogumo npuvHMMaTb Mepbl MO 3awuTe NPOU3BOACTBEHHOW 30HbI OT PagUOAKTUBHOIO
3arpsa3HeHus. [JomkeH ObITb OpraHM3oBaH HagnexalMn KOHTPOSb PaguoaKTUBHbBIX 3arpsi3HEHUA NPSAMbIM
METOLOM C MOMOLLbIO JO3UMETPOB MM KOCBEHHO - METOLOM Ma3KOB B YCTAHOBMEHHOM NOPSAKE.

24. (22) MNMoBepxHOCTN 0OOpPYyLOBaHUSA, COMpUKacaloWmnecs ¢ NPoaykKTOM, HE AOIMKHbI BCTynaTb C HUM B
peakuuto, He LOIMKHbI HUYETO BbIAENATb M HE JOJMKHBI abcopbupoBaTth NPoAYKT, YTOObI Takum 0Opa3om He
N3MEHMTb Ka4yecTBO paanodapMaLeBTMHECKOrO NeKapCTBEHHOIO CpeacTBa.

25. (23) Peuupkynaums Bo3gyxa W3 MNOMELLEHWA, B KOTOPbIX BbINOMHAeTcs pabota c
pagnodapmMaLeBTUYECKMMM NEeKapCTBEHHBIMU CPEeACTBaMU, HE AOMYCKAETCH, 3@ UCKITOYEHNEM CIy4aes,
Kora npuMeHeHWe peuupkynsaumn obocHOBaHO. B BbITSXKHBIX cucTeMax AofkHa ObiTb NpedycMoTpeHa
3aluTa oT 3arps3HEHNst OKpyXKatoLen cpeabl paaMoakTUBHBIMU YacTMLuaMuy 1 razamu. B kKOHTponupyeMbix
30Hax JOMKHa ObITb NPpegyCMOTPeHa 3aLuuTa OT KOHTaMUHaLUKM YacTuLaMmm 1 MMKpoOOopraHn3Mamu.

26. (24) Ons Toro, 4ToObI HE AOMYCTUTH PACMPOCTPAHEHUSI PaAMOAKTUBHBLIX 4YacTul, B 30HaAX, rae
Haxo4MTCs OTKPbLITLIN NPOAYKT, HEOOX0AMMO NoaaepXuBaTbh OTpULATENBHOE AABMEHME MO OTHOLLIEHUIO K
OoKpy>KawLum 30HaM. B To xe BpemMss MpOAYKT [OOSMKeH ObiTb 3aluuleH OT KOHTaMuHauum wu3s
NpPOW3BOACTBEHHOW cpeabl, B TOM YMCIe NOCPeACTBOM NPUMEHEHUS GapbepHON TEXHOMOMMM U BO3OYLLHbIX
L0308, paboTarLwmx No NpUHLMNY Kackaga AaBreHun.

Mpon3BoACTBO CTEPUNBHON NPOAYKLMN

27. (25) CtepurnbHble pagnodapmaueBTUYECKNE NEekapCTBEHHbIE CPeACTBa pa3fensaoTcs Ha ABE rpynnbl:
nekapcTBeHHble npenapaThbl, BbilyCKaemble B aceNTUYECKMX YCIOBUSX, W NeKapcTBEHHble npenapaTsl,
nognexatine UHULLHON cTepunusauun. B nponssoacTBe OOMKEH NOAAEPXKMBATLCH YPOBEHb YMCTOThI
NPON3BOACTBEHHOW Cpenbl, COOTBETCTBYHOLLMIA BUOY BbINOMHAEMbIX onepauun. JormkHbl cobntogatbest
ycTaHoBneHHble [Mpunoxennem N 1 k HacTtoswwmm [NpaBunam TpeboBaHus K 4mctoTe paboymx 30H, B
KOTOPbIX NPOAYKUUSA UNN NepBUYHAsA YNnakoBKa MOXET HaxXoOUTbCH B KOHTaKTE C OKpYXatoLLMM BO3OYXOM.
28. (26) Ons onpepenenns TpeboBaHW Kk NepenagamM AaBrieHWs, HaMpaBneHUo NOTOKa BO3dyxa U ero
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KayecTBa MOryT MCMONb30BaTbCS METOAbl OLEHKN PUCKOB.
29. (27) B 3akpbITbix aBTOMaTU3NPOBaHHbIX CUCTEMAX, NPEeACTaBNsAWMNX cobo, Kak nNpaBuno, ropsydne
Kamepbl C pa3MeLleHMEM B HWX YCTAHOBOK XWMWYECKOrO CUHTE3a, CUCTEM OYMCTKW, CTEpPUIM3YIOLLEN
GunbTpaumm "Ha NMHMKM", gocTaTouHO 0becneunTb Knacc uncToTel C. B ropsiumne kamepsbl, Haxoasilmecs B
3aKpbITOM COCTOSIHUW, AOMKEH NoAaBaTbCs BO34yX nocrne urbTpaumMm C BbICOKOW CTEMEHbIO YNCTOTHI.
AcenTnyeckune onepauumn OOMmMKHbI BbINOMHATLCS B 30HE kracca A.

30. (28) Ho Hauvana npousBoacTBa cbopka CTepurnbHOro obopyaoBaHMs M KOMMOHEHTOB (TPYOOK,
CTepMnUayoLmMx punbTpPoB), NOACOEAMHEHUE NUHUIA MOL4AYN XUOKOCTEN K YKYNOPEHHLIM FrepMEeTUYHbIM
CTepunbHbIM (hbnakoHam, LOMKHbI BbINOMHATHCS B aCENTUYECKUX YCITOBUSIX.

VI. BOKYMEHTALMA

31. (29) Bce p[OoKymeHTbI, Kacawlwmecss MpoM3BOACTBA pagvodapMauleBTUHECKNX NeKapCTBEHHbIX
CpeacTB, [JOIMKHbI paspabaTtbiBaTbCH, COMMacoBbIBATbCH, YTBepXAaTbCA W pacnpefendtbCs B
COOTBETCTBUU C YTBEPXKAEHHON NpoLeaypomn.

32. (30) TpeboBaHMA K UCXOAHOMY Cbipbl0, YNAKOBOYHbIM MaTepuanam, marepvanam Ans MapKupoBKW,
KPUTMYECKON MPOMEXYTOYHOM NPOAYKUMM W TOTOBbIM paguodapmaueBTUYECKUM NeKapCTBEHHbIM
cpeacTBaM JOMMKHbl OblTb ykasaHbl B creundwmkaumsx. [ormkHel ObiITb Takke cneumduvkauum Ha
KpUTMYECKNe maTtepuarnbl U KOMMNOHEHTbI (B YaCTHOCTW, Ha BCMOMOraTenbHblE MaTtepuarnbl, YNoTHEHNS,
Habopbl Ans ctepunuaylowen gunbTpauumn), Ucnonb3yemble B NpoLecce NpouM3BOACTBA U CNOCOBHbIE
oKasaTb KpUTUYECKOE BMUSIHWE HA KAa4yeCTBO NPOAYKLNM.

33. (31) Ona pagnodapmaueBTUHECKMX NEKapPCTBEHHbIX CPeacTB HEeOBXOoAUMO YCTaHOBUTb KpuTepuu
npuMemMnemMocTy, BKMo4asa cneuudurkaumm Ha MOMEHT BbiNycKka M Ha Nepuoa cpoka rogHoCcTu (Hanpumep,
ANS  paguoXMMUYEeCKON YMCTOTbl, OOBLEMHOW aKTMBHOCTW, PaAMOHYKIWMAHOW YUCTOTbl W YAErnbHOW
aKTMBHOCTM).

34. (32) B szanucsax no MCNonb3oBaHWIO, OYUCTKE, Ae3akTvBauuu WUn CTepunmsauum, TeXHUYEeCKOMYy
obcnyxrBaHN0 OCHOBHOIO 060PYA0BaHNSA AOMKHbI ObiTh YKa3aHbl AaTa U BPpeEMs BbIMONIHEHNA onepauuu,
npocTaBfieHa NoAnMuCb Nnuua, BbIMOMHMBLUEro paboTy, a MpM HeobXxoOMMOCTU TaKke YyKasblBaloTCS
HaMmMeHOBaHWe NPoAYKLUN U HOMEP CepUM.

35. (33) 3anucu HeobxoauMO XpaHUTb B TEYEHNE HE MeHee Tpex feT, eCriv HOPMaTMBHBIMU NPaBOBbLIMU
aktamum Poccunckon ®efepaLnmm He yCTaHOBMEH MHOW CPOK XPaHEHUS.

VII. NIPON3BOACTBO

36. (34) OgHoBpeMeHHoe NPON3BOACTBO Pas3fMyHbIX pagnodapmMaLeBTUHECKMX NeKapCTBEHHbIX CPeaCcTB
B ogHOM paboyen 30He (ropsyer kamepe, NamMMHAPHOW 30He WM WKady) He AOMNYCKaeTcs C Lenbio
CBeAEHMSI K MWHUMYMY puUCKa MNEpPEeKPEeCTHOro 3arpsi3HEHUs! PaaMOaKTUBHLIMW BELLECTBAMU UMK
nepenyTbiBaHUS MaTepuarnos.

37. (35) Ocoboe BHMMaHue HeobXxooumMoO yoenaTb  Banupauuy, BKNYas  Banugauuio
KOMMbOTEPU3NPOBaHHbLIX cuctem B cooTBeTcTBUM C INpunoxeHmem N 11 k HacTosAwmm MNpasunam. HoBble
NPOLIECCHI JOIMKHbI MPONTU NEPCMNEKTUBHYIO Banuaauumio.

38. (36) Kputnyeckue napameTpbl OO0S/KHbI ObITb OnpegeneHbl OO WM B NpoLecce MpoBeaeHus
Banugauun. [pu 3STOM cregyeT onpefenats LOMNYCTUMbIe NpeferibHble  3HAYeHUs U3MEHEHWUN
napameTpoB, HeobxoaMMble Ansi CTabMnbHOro NPOM3BOACTBA.

39. (37) Ona npoaykToB, HaMoNHSEMbIX B aCenTMYECKUX YCMOBUSAX, OOIDKEH MPOBOAMTLCH KOHTPOSb
LEeNoCTHOCTM MeMOpaHHbIX (UnbTPOB, NPUHMMask BO BHMMaHue HeobxogumocTb obecneyeHus
pagvaLlmoHHon 6e30NacHOCTU U COXPaHEHUsSI CTEPUINBHOCTU OUNBbTPOB.

40. (38) YunTtbiBas pagnauuoHHy0 akTMBHOCTb FOTOBOW NPOAYKLUN, AONYCKaeTCsl HAHOCUTb MapKUPOBKY
Ha NepBUYHYI0 YNAKOBKY OO Havana npou3BoAcTBa. Ha cTepurbHble NycTble 3akpbiTble hnakoHbl MOXET
OblITb HaHeceHa MapKMpoBka C YacTUYHOW WHdOpMauMen [0 onepauun HamnosriHEHUs, Npu 3TOM
CTEPUNBHOCTL He [AOfKHa ObITb HapylleHa WU He OOMKHO ObiTb MOMEeX Ansi BU3yanbHOro KOHTPOs
HaMOMHEHHbIX (hJTAaKOHOB.

VIll. KOHTPOIJTb KAHECTBA

41. (39) PagnogapmaueBTUYECKME NEKAPCTBEHHbIE CPEACTBA MOTyT ObITh BbIMYLLEHbI U UCMOMb30BaHbI
Ha OCHOBE OLEHKM OOKYMEHTALMM Ha CEpUI0 A0 3aBEPLUEHUSA BCEX XUMMUYECKNX U MUKPOOMOMOrMyeckmnx
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UCMbITaHWA.

42. OchopmneHne paspelleHus Ha BbiMycK pagnodapmaueBTUYECKMX NEeKapCTBEHHbIX CPEACTB MOXeT
ObITb BbINMOMHEHO B ABa M bonee aTana 40 M Nocre 3aBepLueHust aHanUTUYECKOro KOHTPOSS B MOSIHOM
obbewme:

a) (a) oueHka yMONTHOMOYEHHbIM JIMLOM OOCbe MPOU3BOACTBA CEPUM, KOTOpPOE [AOMKHO OXBaTbiBaTb
yCnoBUS MNPOW3BOACTBA W aHanMTUYECKUA KOHTPOMb, MPOBEAEHHble A0 MOMEHTa paspelleHus
TPaHCNopTUPOBKN pagnModapMaLeBTUYECKOrO FeKapCTBEHHOr0 CpeAacTBa B cTatyce "kapaHTuH" B
KNMHUYecKoe nogpasferneHue;

©) (b) ynonHomo4eHHOE NnLIO BblAaeT pa3peLleHre Ha BbiMyCK MOCNe NPOBEeAEHUS OLLEHKN OKOHYaTEeNbHbIX
pe3ynbTaToB aHaNUTUYECKOro KOHTPOSS, BCEX OTKIIOHEHWUIA OT HOPMarbHOro npouecca, KoTopble AOSMKHbI
ObITb 0OPOPMMEHbI JOKYMEHTaNbHO, 060CHOBaHLI U YTBepXAeHbl. ECnn HekoTopble pe3ynbTaTbl KOHTPOMS
HEBO3MOXXHO MOMy4YUTb OO0 MCMONb30BaHUS JEKapCTBEHHOrO CpeacTBa, TO YMOMHOMOYEHHOMY Ivuy
cnegyeT 0OpPMUTL paspelleHVe Ha BbIMYCK EKapCTBEHHOro cpefcTBa YCMOBHO OO Havyana ero
MCMOMb30BaHNA M OKOHYaTENbHO OPOPMUTL paspeLleHne Ha BbIMYCK fiekapCTBEHHOIO cpeacTBa nocrie
Nony4YyeHns BCex peayrnbTaToB KOHTPOIS.

43. (40) BonbWWHCTBO pagnocdapMaLeBTUYECKNX NEKAPCTBEHHbIX CPEACTB MCMONb3yeTcs B TeveHue
KOpPOTKOro mnepuoga BpeMeHMu, 4To OByCroBMEHO KOPOTKMM MepuMogoM noriypacnaga paguoHYKNnaos,
NO3TOMY CPOK FOAHOCTU NEKApCTBEHHOIO CPeAcTBa AOMKEH ObITb YETKO yKa3aH.

44. (41) PaguochapmaueBTUYecKkmne nekapcTBeHHble CpeacTea, cogepxalume paguoHyknuasl ¢ 60nbwmm
nepvogom nofypacnaga, criegyeT KOHTponupoBaTb Ha COOTBETCTBME BCeM TpeboBaHuaM [o
0POPMIIEHUSA paspeLLEHst Ha BbIMYCK YNOMTHOMOYEHHbIM MLIOM.

45. (42) KoHTponb npob moxeT BbiTb NPOBEAEH He cpady nocne ux otéopa, 4tobbl obecneunTs Tpebyemoe
CHWXEHME YPOBHSI aKTMBHOCTW. Bce BuAbl KOHTpPOMSA, BKMOYasi KOHTPOMb Ha CTEPUITbHOCTb, LOJDKHbI
NPOBOANTBLCA Kak MOXHO ObiCcTpee.

46. (43) YTBEpXAEHHasi Nnpon3BoAMTENEM NpoLeypa OOIPKHA yCTaHaBNMBaTh NOPSIAOK OLLEHKN MPOayKLMK
N pe3ynbTaToB KOHTPONSA A0 OTMPaBKU NPOSYKLUNN.

47. (44) MNpoayKums, He COOTBETCTBYKOLLAA YCTAHOBMNEHHBIM TpebOBaHUSM, AOMKHA ObiTb OTKIMOHEHA.
Ecnu npegycmoTtpeHa nepepaboTka maTepurana, To OHa 4OMKHa BbIMOMHATLCSA N0 3apaHee yTBEPXAEHHON
npouenype. FoToBasd NPoAyKUMsa OOMKHA COOTBETCTBOBaTb YCTAHOBMEHHbIM TPeBOBaHUAM, YTO AOIMKHO
ObITb NOATBEPXKAEHO A0 ee Bbinycka. He gonyckaetcs nepepaboTka BO3BpaLLEeHHOM NPOAYKLMM, C KOTOPOM
cnepyet obpalatbCs Kak C pagMoakTUBHBIMU OTXOO4aMM.

48. (45) B cneumanbHon npoueaype A0MMKeH ObITb OnpeaeneH Nnopsagok 4ENCTBUN YNONHOMOYEHHOro nnua
B cny4vae obHapyXeHNsi HeCOOTBETCTBUS NPoAyKUMM TpeboBaHMAM cneumdunkauum nocrne ee oTrpy3km 4o
UCTEYEHNS CpoKa rogHOCTU. Takue crnyvyam OOMkKHbl OblTb paccrnefoBaHbl, AOMKHbI OblTb BbIMNOMHEHbI
HeoOXxoauMble MNpegynpexgallmne U KOPPEKTUPYIOLLME MEpPONPUATUS AN HedonyweHus nogobHbIX
cuTyauun B 6ygyuiem. STOT NpoLEecc AOMKeEH ObITb AOKYMEHTarbHO 0GOPMIIEH.

49. (46) lMpu HeobGXOQMMOCTU NPOU3BOAUTENb AOIMKEH WMH(OPMMPOBATb OTBETCTBEHHLIN MEepCcoHarn
MeOULMHCKON opraHu3aumu. [ns cogencTBusa 3TOMy OImkHa ObiTb obecneyeHa NpocnexvBaeMocTb B
OTHOLUEHMUN paanmodapMaLeBTUYECKUX NIEKAPCTBEHHBLIX CPEACTB.

50. (47) JormkeH ObITb yCTAHOBMNEH NOPSAAOK KOHTPOMSA MCXOQHOMO Chipbs U Matepuanos. [Npu Beibope 1
yTBEPXAEHUN MoCTaBliMKa criegyeT ybeauTbCsa B TOM, YTO MOCTaBfsieMble UM WCXOAHOE Cbipbe U
MaTepuanbl HEM3MEHHO COOTBETCTBYIOT TpeboBaHuaM cneundurkaumn. VicxogHoe cbipbe, ynakoBOYHbIE
MaTepuanbl U BCMoMoratesnbHble MaTepuanbl Afs KPUTUYECKUX MPOLECCOB AOMKHbI MpuobpeTaThes
TONBKO Y YTBEPXAEHHbIX NOCTABLLMKOB.

IX. KOHTPOIBbHbIE N APXUBHBIE OBPA3LIbI

51. (48) OT kaxpgown cepunm HepaccacoBaHHbIX paanodapMaLeBTUHECKMX feKapCTBEHHbIX CPeacTB
OOMKHO BbiTb 0TOOpPaHO AOCTAaTOMHOE KONMMYECTBO 0OpasuoB, KOTOpblE OOMKHbI XPaHUTLCA HE MeHee
LIECTN MECALEB MOCNE UCTEYEHUS CPOKA rOAHOCTM FOTOBOM NPOAYKLMMW, ECMN MHOE HE YCTAHOBIIEHO MpU
MCMNonb30BaHMM NpoLeayp ynpasneHns puckamu.

52. (49) O6pasupbl UCNONBb3YEMOro B MPON3BOACTBE MCXOOHOIO ChIpbs, 3@ UCKIMIOYEHNEM PaCTBOPUTENEN,
rasoB M BOAbI, AOIDKHbI XPAHUTLCH HE MEHee ABYX NleT Nocre BbiMycka NPoAyKUMm. TOT CPOK MOXET ObITb
COKpaLleH, ecnuv B cneyudmrkaumm Ha cbipbe ykasaH 6onee KOpoTKMI nepuog cTabunbHOCTHU.

53. (50) Ons otbopa n xpaHeHus Npob UCXOOHOrO Cbipbsl, MaTepuanos, NPOayKLUW, NPOM3BEeOEHHbIX MO
WHAMBUAYanNbHOMY 3aKa3y Wiy B MarbiX KONMMYECTBaxX MMM €Criv MX XpaHeHWe MOXET Bbi3BaTb O0COOble
TPYAHOCTU, MOXET BbITb ONpeaeneH NHOM nNopsaok otéopa n xpaHeHus.
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X. PEANIMBALINA

54. (51) Ona paguodapmaueBTMYECKNX JEKAPCTBEHHbIX CPeacTB OOMycKaeTcs peanunsaumsi roToBoK
NPOAYKUUN B KOHTPOMMPYEMbIX YCMOBMSAX OO MONyYeHMs1 pe3ynbTaToB BCEX HEOOXOOAUMBIX UCMbITAHWN.
Mpn aTOM [OMKHO ObITb rapaHTUPOBAHO, YTO NEKapCTBEHHbIW npenapat He ©OyaeTr npumMeHeH B
MeAMLMHCKON opraHmM3aumm 4O NonyyYyeHust yAOBNEeTBOPUTENbHbIX Pe3yNbTaTOB UCMBbITAHUN U X OLEHKM
YNOMHOMOYEHHbIM NNLIOM.

Xl. TEPMUHbI 1 ONPEOENEHUA

55. [Ina uenen HacToswero NpunoxeHnsa Kpome TEPMUHOB 1 onpeaeneHnin, npegycMoTPEeHHbIX rnason |l
HacTosAwmx [NpaBun, NCNOMb3YyTCA TakkKe CrneayloLme OCHOBHbIE MOHATUS:

ropsdasi kamepa - W30SIMPOBaHHOE WM HEU3OoNMPOBaHHOE JKpaHUpoBaHHOe paboyee MecTo Ans
Npon3BOACTBA M 0OpaLleHnsa C paaMoaKTMBHLIMU MaTepuanamu;

NpUroToBrieHWe - MNOAroToBKa Habopa B MEOWLUMHCKOW OpraHM3auum MyTeM BHECEHMS B HEro
pagvoHyKknuaa, anupoBaHHOIO U3 reHepartopa, Uiy ¢ NMOMOLLbI0 pPagMoaKTUBHBLIX NPeALleCTBEHHMKOB.
Habopbl, reHepatopbl M pagMOakTUBHblE NPEOWECTBEHHUKM [OOIDKHbI ObiTb 3aperncTpupoBaHbl B
YCTaHOBMEHHOM NOPSAAKE;

pagvoaKkTMBHbIA MpeflecTBEHHMK - pPaguoakTMBHOE BELECTBO, MNpeAHasHadeHHoe Ans BBeOeHUs
PagVoHYKNUOHON METKM B ApYyroe BELLECTBO Nepes ero npuMeHeHnemMm;

pagnodapmMaLleBTMYeckme nekapCcTBeHHble CPeAcTBa - NeKapCTBEeHHbIE CPeACTBa, KOTOPbIe cogepxaT B
roTOBOW ANS UCMOMb30BaHMs (OOPME OAMH PASUOHYKITUA, UM HECKOMNBbKO PaAMOHYKNAOB (PagnoakTUBHbBIX
N30TOMOB) <*>,

<*> TlyHkT 10 ctatbn 4 depepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 ob6paweHun
nekapcTBeHHbIx cpeacTs" (CobpaHue 3akoHoaaTenscTBa Poccuiickon ®epepaumm, 2010, N 16, cT. 1815).

Mpunoxexne N 4

K MNMpaBunam opraHusaumm
NPOu3BOACTBA M KOHTPONS KayecTsa
nekapcTBeHHbIX CPecTB

OCOBEHHOCTU
NMPON3BOAOCTBA NNEKAPCTBEHHbIX CPEACTB AJIA BETEPUHAPHOIO
NMPUMEHEHUWA (KPOME MMMYHOBUOJTIOTMYECKMX NEKAPCTBEHHLIX CPEACTB
AnA BETEPUHAPHOIO NPUMEHEHWA)

1. Hactoswee [MpunoxeHne OTHOCMTCA KO BCEM IleKapCTBEHHbIM CpeAcTBam [Afis BETepuMHapHOro
NPUMEHEHWS, 3a WCKMIOYEHNEM MMMYHODOMONOIMYECKNX NeKapCTBEHHbIX CPeACTB Ans BeTepuMHapHOro
npUMeHeHWs1, NPON3BOACTBO KOTOPLIX perynupyetcs MNpunoxeHnem N S k HacToawmm Mpasunam.

[. MPOU3BOACTBO NEKAPCTBEHHbIX MPEMAPATOB
MPOTWB SKTOMAPA3NTOB

2. (5) HecmoTpsa Ha orpaHuyeHue, yCTaHOBIEHHOe NyHKTOM 52 Hactoswwux [paBun, nekapcTBeHHble
npenapaTtbl MPOTUB 3KTOMapasuToB, KOTOPbIE NPeAHa3HavYeHbl ANA HAPYXXHOTO MPUMEHEHUS, OTHOCATCS K
nekapCTBeHHbIM CpeacTBaM AN BETEPMHAPHOIO NPYMEHEHNS U BKIOYEHbI B TMLEH3NIO HA NPOM3BOACTBO,
MOTyT NMPOM3BOANTLCHA M (hacoBaTbCA B 30HAX, NpedHasHa4YeHHbIX ANA NPOM3BOACTBA NecTuUMaoB, No
NPUHUMUMY pasferneHHbIX BO BPEMEHU LMKIOB npou3BoacTBa. OQHAKO B 3TMX MOMELLEHUAX He OOJIKHbI
Npon3BOANTBLCSA OPYrne BUAbl NEKapCTBEHHbIX CPEACTB AN BETEPMHAPHOIO NPUMEHEHNUS.

3. (6) Ona npenoTBpalleHMs MEPEeKPEeCTHOW KOHTaMWUHAUUW MPOM3BOAUTENb LOIDKEH WCMONb30BaTb
COOTBETCTBYIOLNE BannanpoBaHHble MeToAdbl OYMCTKN. HeobxoamMmMo MpuHATL Mepbl No obecneveHnto
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6e30MacHOro XpaHeHWsl NeKapCTBEHHbIX NMPenapaToB Afs BETEPMHAPHOro NPUMEHEHUsI B COOTBETCTBUM C
TpeGoBaHuAMK HacTosAWwmx MNpasur.

Il. TPOM3BOACTBO NIEKAPCTBEHHbIX CPEACTB AJ1A BETEPUHAPHOIO
NPUMEHEHWA, COOEP>XALWMX NEHNUNITNNHDBI

4. (7) Vicnonb3oBaHne NEHULWNNUHOB B BETEPUHAPUN HEe NpeacTaBnsaeT Takoro pucka C TOYKU 3peHus
rmnepceHcnbmnnuaaunn XMBOTHbIX, KaK B Criydae MX UCNONb30BaHUSA YernoBekoM. 3aperucTpmpoBaHHbIe
cnyyan runepceHcubunusauum y nowageh um cobak 6binm  0BycnoBneHbl APYrMMU  TOKCUYHBIMU
BellecTBaMu (Hanpumep, WMOHOMOPHbIMW aHTUbMOTUKaMn Ans nowagen). Takue nekapcTBeHHbIe
npenapaTtbl pPEKOMEHOYeTCa NpouM3BOAMTbL B CneuuanbHO npedHasHayYeHHbIX  M30NIMPOBaHHbIX
NOMeLLEHMAX, 32 UCKITKOYEHNEM CyYaeB, Koraa NoMeLleHMs NpeaHa3HayYeHbl TONbKO ANS NPOM3BOACTBA
nekapCTBEHHbIX CPEACTB Afsi BETEPMHAPHOro npuMeHeHusi. B niobom cnyyae npoussBoguTenb OOJIKEH
NPUHATbL BCe Heobxoanmble Mepbl MO NPEAOTBPALLEHNI0 MEPEKPECTHON KOHTaMMHaUMM 1 obecneyeHmnio
©esonacHocT! nNepcoHana B COOTBETCTBUM C TpeboBaHusiMu HacToswmx [Mpasun. Mpu Mcnonb3oBaHum
06LLMX NOMELLEHWNI NPON3BOACTBO NPOAYKLMNW, COAepXKaLLen NEHNLUNMMHDI, AOIMKHO BbiTb OpraHM3oBaHO
no mMpuHUMNam pasfgenieHHblX BO BPEMEHU LMKIOB MNPOM3BOACTBA W [OJPKHO COMPOBOXAATHCSA
COOTBETCTBYIOLLMMU BannanpoBaHHbIMU METOOUKAMWN AEKOHTAMMHALMN U OYUCTKM.

. XPAHEHVE OBPA3LIOB

5. (8) B cBs3u ¢ 60nbLuMMM 06 bemMamm OKOHYaTENbHbIX YNAKOBOK HEKOTOPbIX JIEKAapPCTBEHHbIX CPEACTB AN
BETEepPUHapHOro npvMeHeHust (B 4YacTHOCTWU, A06aBOK), AOMNycKaeTcs XpaHuTb obpasubl Kaxaon cepum
npoayKuMm He B MX OKOHYaTenbHoM ynakoBke. OgHako mpovsBoguTenb AOKEH o6ecneyvnTb XpaHeHue
AOCTaTOMHOro KOnM4ecTBa apxvBHbIX 00pa3uoB KaOow Cepun MnpoayKuum B COOTBETCTBUM C
TpeboBaHuAMN HacToAwwmx Mpasun.

6. (9) B nobom cnyyae ynakoBka AN XpaHeHUs apxmMBHbIX 06pa3LoB AomKHa ObiTb NpOU3BeaeHa U3 Toro
Xe martepuana, 4YTo ¥ nepeMYHas yrnakoBKa, B KOTOPOW 3TOT NPOAYKT peann3yeTcs Ha pblHKe.

IV. CTEPUJIbHBLIE NNEKAPCTBEHHbIE CPEACTBA
AnA BETEPUHAPHOIO NPUMEHEHWA

7. (10) B cny4yasx, npegyCMOTPEHHbIX HOPMaTMBHLIMW NpPaBoBbIMM akTamu Poccuiickon ®egepaumn,
nekapcTBeHHble CpeacTBa AN BETEPMHAPHOIO NPUMEHEHWs, Noanexalime (OUHULWHOW CTepunmsaunu,
MOryT NPOU3BOAUTLCS B YNCTbIX 30Hax Bonee HM3KOro Knacca no CpaBHEHWIO C TEM, KaK 3TO onpeaeneHo
B MpunoxeHnn N 1 k HacTosAwmm NpaBunam, HO He Huxe knacca D.

Mpunoxexne N 5

K MNMpaBunam opraHusamm
Npon3BOACTBA W KOHTPOIA KayecTsa
nekapcTBeHHbIX CpeacTs

OCOBEHHOCTU
NPON3BOACTBA MMMYHOBNONOIMYECKNX NEKAPCTBEHHbLIX CPEACTB
AnA BETEPUHAPHOIO NMPUMEHEHWA

[. MPUHLNM

1. Mpon3BoaCTBO MMMYHOBMONOrMYECKMX NEKAPCTBEHHBLIX CPEACTB AN BETEPMHAPHOrO MPUMEHEHUS
umMeeT OCODEHHOCTW, KOTOpble HEeOoOXOOAMMO Y4YUTbIBaTb MPU BHEAPEHUN U OLEHKEe 3EEKTUBHOCTM
hapmaLeBTUHECKON CUCTEMbI KayecTBa.

2. N3-3a GOMbLIOr0 KONMMYECTBA BMAOB KMBOTHBIX U COMYTCTBYHOLLMX MATOrEHHbIX MUKPOOPraHU3MOoB
CNEKTP NPOU3BOAMMOW NPOAYKUMM MOXKET BbITb O4EHb LUMPOKUM Npu HEGOMbLLOM 06bemMe NPOM3BOACTBA.
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Mpon3BoACTBO OObIMHO OpraHM3yeTcst Mo MPUHUMMY OTAENbHbIX LMKIOB. BBMAy ocobGeHHoCTen Takoro
npon3BoACTBa (CTaauu KynbTUBMPOBAHWS, OTCYTCTBME (PUHMULLHOW CTEPUNM3aLMK, UHblE OCOBEHHOCTH)
HeobxooMMa TwaTesflbHas 3awuTa nNpoayKUuMM OT KOHTaMUHAUMM U MNEPEKPECTHOW KOHTaMUHaLUWN.
lMpou3BoACTBEHHAA OKpyXawllass cpeda [gOIbkHa 3almwaTtbCsl, OCODEHHO Mpu  MCMOMb30BaHUM
NMaTOreHHbIX UMM 3K30TUYECKUX MUKPOOPraHM3mMoB. [Mpy Mcnonb30BaHMNM MUKPOOPraHM3MOB, MATOrEeHHbIX
Ans yenoeeka, 0COOEHHO TLlaTeNbHO HEO6X0ANMO 3aLLmLLaTL NepcoHan.

3. C yuyeToM yKkasaHHbIX (PaKkTOpoB, a Takke BapuvabenbHOCTU CBOWCTB MMMYHOBWOMOrMYECKMX
NeKapCTBEHHbIX NpenapaToB U OTHOCUTENbHO HU3KOM 3(PEKTMBHOCTU NPOBOAMMBLIX WUCMbITAHUIA ANd
nonyyeHnss JocTaTovyHOM MHGOPMaLMKM O NpoayKuum (B YaCTHOCTWU, MPWU KOHTPOME KadyecTBa roToBOM
npoaykLumn), ocobeHHO BaXHOE 3Ha4YeHne umeeT hapmaLleBTMyecKkasi CUCTeMa KayecTBa.

[I. NTEPCOHATN

4. (1) Bce paboTHUKM (BKMNtoYas nepcoHarsn, 3aHMMatoLLMACS OYUCTKOM U ODCNy>XMBAHNEM MOMELLEHUI U
obopynoBaHus), paboTallme B 30HaX MNPOM3BOACTBA WMMMYHOOMONOMMYECKOW NPOAYKLMU, LOJIKHbI
NpONTVN 0BydeHMe Mo NINYHOW MMIMeHe N MUKPOBMONOrMn 1 JOMNONHUTENbHOE 0Oy4eHne B COOTBETCTBUM CO
cneundukon Npon3BoauMon NpoayKLnn.

5. (2) Nnua, oTBETCTBEHHbLIE 3@ MPOM3BOACTBO M KOHTPOSb KA4eCTBa, B COOTBETCTBUU C BbIMNOMHAEMbIMU
UMM PYHKUMAMM OOMKHbI MMEeTb NOATOTOBKY MO TakMM npeaMmeTam, kak: baktepuonorus, 6uonorus,
BromeTpus, XMMns, UMMYHOMNOIMS, MeauumHa, napasuTonorus, apmaums, apmakonorusi, BUpyconorus
W BETepuHapus, a Takke obrnagatb HEO6XOAUMBIMW 3HAHUAMM MO OXPaHe OKPYXatoLLen cpeapl.

6. (3) [lepcoHan pomkeH ObITb 3aWWWeH OT BO3MOXHOIO 3apaXeHus MUKPOOpraHM3Mamu,
ncnonb3yembiMy B NPOM3BOACTBE. [1py MCNonb30BaHNM MUKPOOPraHM3MOB, ABMSIOLWMXCS BO3byauTensamm
bonesHen yenoseka, HEOOXOAMMO MpuMHUMATL ocobble Mepbl MO 3awuTe nepcoHana, paboTarolero c
3TMMMW MUKPOOPraHU3mMamm Ui aKCrepuMeHTanbHbIMM XXUBOTHBIMM.

7. B cnyyae HeoOXoAMMOCTM MepcoHan [OIMKeH ObiTb BaKUMHUpOBaH. PaboTHMKM OOMKHbI NPOXOaANUTb
MeguumHckoe obcnegoBaHue.

8. (4) HeobxoomMmo npuHMMaThb COOTBETCTBYIOLLME MEPbI MPOTMB NEPEHOCA MUKPOOPraHN3MOB NoAbMU 3a
npegernsl NPOVM3BOACTBEHHOW 30HbI. B 3aBMCUMMOCTM OT BMAa MUKPOOPraHM3MOB K TakMM mMepam MOryT
OTHOCWUTLCHA MOMHOE nepeogeBaHne w obsasaTenbHOe MpUHATME Aywa neped  BbIXOAOM U3
NpPoOn3BOACTBEHHOM 30HbI.

9. (5) MNMpu npoussoacTBE MMMYHOBMONOrMYECKON MPOAYKLUUM OCOBYy0 OMacHOCTb MpeacTaBnsieT pUCK
KOHTaMMHaLUMM N MNEepeKpecTHOW KOHTaMuMHauuW, Bbi3blBaeMon nepcoHanoMm. [Ons npegoTepalieHus
KOHTamMMHaLuK, Bbi3biIBAEMOW MEepPCOHANoM, nepcoHan AOMMKEeH BbINOMHATL PsSA Mep W npoueayp,
BKITIOYAOLWMX B CeOA MCMONb30BaHUE 3aLUMTHOW o4exAbl Ha pasfuYHbIX CTaausX TEXHOIOMMYecKoro
npovecca.

10. Ans npegoTBpalleHnst NepekpecTHON KOHTaMUHaUMWM NepcoHan OOMKEH MepemeLlaTbes U3 ogHoM
30HbI B APYryl0 C COOMIOAEHNEM NPABUIT, UCKITHYAKOLLINX PUCK KOHTAMUHALMW. OTU NpaBuna JOMMKHbI ObiTb
N3MNOXEHbI B MHCTPYKUMK. B TeueHne paboyero BpeMeHn nepcoHan He JOJKEH NEpPexoauTb U3 30H, rae
BO3MOXHa KOHTAaMUHALMS XNBbIMA MUKPOOPraHM3mMamm UM CoOepXaTcs XMBOTHbIE, B MOMELLEHUS, rae
paboTtaloT C ApyrMMM NpoAyKTamu wnv MukpoopraHuamamu. Ecnu Takmx nepemelleHun msbexatb
HEBO3MOXHO, MepcoHarn, 3aHATbI B TakOM MPOU3BOACTBE, AOIDKEH CneaoBaTbh YETKO YCTaHOBIEHHbIM
MeToAMKam AeKOHTaMUHaL MK, B TOM YWCIe BbINOMHATE CMEHY odexabl, 00yBu, n No Mepe HEOBXOAMMOCTHU
NpUHUMaTL OYyLU.

11. B uensax npyumeHeHnst HacTosiLero NpunoxeHnss cYMTaeTcst, YTO NepCcoHar He CTarnkMBaeTcs C PUCKOM
KOHTaMuMHaL MK Npu BXoA€E B U30JNIMPOBAHHYIO 30HY, r4e KynbTypbl HAXOOSATCA B repMeTUYECKN 3aKpbITbIX
KOHTeWHepax, MOBEPXHOCTb KOTOPbLIX MPOLLIIAa JEKOHTaMUHALWIO, ECMW B 3TOW 30HE B TEYEHME NOCMEAHUX
12 vyacoB He Benucb paboTbl C OTKPLITBIMW MUKpPOOpPraHM3mMamu (3a UCKIoYeHneMm paboTbl C
3K30TUYECKMMM MUKPOOPraHn3amamm).

[ll. NTOMELLEHUA

12. (6) MNpw npoekTMpoBaHMN NMOMELLEHMI AOMmKHa ObITb NPpegyCcCMOTpeHa 3awmuTa Kak npoaykumu, Tak u
NPOM3BOACTBEHHOW cpedbl. OTO MOXET ObITb AOCTUTHYTO 3a CYET MCMOMb30BaHUSA W30SIMPOBAHHbIX,
YUCTBIX, YUCTBIX U3OSTMPOBAHHBIX UMW KOHTPOMMPYEMBIX 30H.

13. (7) Onepaumm C >XUBbIMU MMWKPOOPraHM3Mamyn [OIDKHbI MPOBOAMTBECA B M3ONMPOBAHHbBIX 30HaX.
YpoBeHb M30MAUMM OOJKEH 3aBUCETb OT MaTOrEHHOCTW MUKPOOPraHM3mMoB WM OT TOro, Obimv nv OHu
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KnaccuunumnpoBaHbl Kak 9K30TUYECKUe.

14. (8) Onepaumn C MHAKTMBMPOBAHHBLIMW MWKPOOPraHM3Mamu OOKHbI NPOBOAUTBLCA B YMCTbIX 30HaX.
Yuctble 30HBI HEOOXOAMMO Takke WCMonb3oBaTb MpW paboTe C HeUHMULMPOBAHHBIMKU KreTKamu,
BblAEMNEeHHbIMW M3 MHOFOKNETOYHbIX OPraHU3MOB, M B HEKOTOPbIX Cryyasx npu paboTe co cpegamm,
npoLueawmnMm CTepunuayroLLyto punetpauuio.

15. (9) Onepaumn C OTKPbLITbIMW NPOAYKTAMW UIIN KOMMOHEHTaMW NEepBUYHON YNaKOBKM, KOTOPblE HEe
noanexar fanbHenwen ctepunusaunm, 4omkHbl NpoBoaAnTbCH B 6okce (YCTaHOBKE) C OAHOHaNPaBeHHbIM
(namuHapHbIM) NOTOKOM BO3AyXa knacca A, Haxoaswemcs B 30He knacca B.

16. (10) Ecnu npousBoacTBO MMMYHOBMOMOrMYECKUX NEKAPCTBEHHbLIX CPeACcTB ANs BeTepUMHApPHOro
NPUMEHEHUS HaxXoAMTCA B TOM Xe 3[aHuu, TO Apyrue onepauum C XUBbIMU MUKPOOpraHusmamu (B
YaCTHOCTW, KOHTPOfb KavecTBa, UCCRefoBaHUS U AMarHOCTMKA) AOMXKHbI BbINOMHATECH B OTAENbHbIX
N30NMPOBaHHbIX nomelleHnsx. CTeneHb u30MAUMM  3aBUCUT OT MATOrEHHOCTM [AaHHOro BMAA
MWKPOOPraHM3MoB WM OT TOro, Obln fM OH KNaccuduumMpoBaH Kak 9K30TUYeCKui. Mpu BbINONHEHWUM
ANarHOCTUYECKNX OnepaL i CyLLeCTBYET PUCK BHECEHMWS BbICOKOMATOreHHbIX MUKpoopraHnamoBs. CTeneHb
M30onAUMM  JOfKHA COOTBETCTBOBAaTb BCEM  BbIENEepevucrieHHbiIM  puckam. W3onaums  moxeT
noTpeboBaTbCA Takke B Cy4asx, Koraa KOHTPOMb KayecTBa v Apyrue onepauuv NpoOBOAATCA B 34aHUAX,
pacnonoxeHHbIX B6MM3n NPOM3BOACTBEHHbIX 34aHNUN.

17. (11) N3onupoBaHHble NoMeLleHns AOMKHbI ObiTb Nerko Ae3nHUuupyeMbiMM U OOMKHbI OTBEYaTb
cnegylowum TpeboBaHUSaM:

a) (a) oTcyTCTBME NPSAMOrO BbIXOA4a BEHTUNMPYEMOro BO3ayxa HapyxXy;

6) (b) Hanuume BeHTUNAUMM C obecneyeHVeM OTPULATENBLHOTO Mepenaga LaBreHus (paspexeHus).
Bosgyx gomkeH yganaTtbcsa Yyepes unbTpbl BbICOKOIEEKTMBHON OYMCTKM BO3adyxa OT Yactuy, (ganee -
HEPA-cunbTpbl). Peunpkynaumsa Bo3gyxa He OOonyckaeTcs, 3a UCKYeHWeM CnyyaeB peuupkynsauumn B
TOW X& CaMOW 30HE MpuW YCMOBWM OOMOSTHUTENbHOM O4MCTKM Bo3gyxa HEPA-cunbTpamm (06bI4HO 3TO
YCNOBME BbIMOMHAETCS NPU NPOXOXAEHUU PeLMPKYNUpyloLlero Bosgyxa yepe3 nputodHble HEPA-
unbTPbI, KOTOPbIe MCMONB3YITCA ANA 3TOM 30HbI). MocTynneHve Bo3gyxa U3 OOHOW 30HbI B APYryo
JornyckaeTca B TOM Cryvae, €Cnu BbITSDKHOW BO34yX MPOXOAMT 4epe3 [fBa MocrefoBaTeflbHO
ycTaHoBrneHHblx HEPA-cdunbtpa. lNMpn atoM npomsBoauTENb AOSMKEH OCYLLECTBMATb HENPEepbIBHbIN
KOHTPOIb LeNOCTHOCTM NepBoro hunbTpa n npeaycMoTpeThb cpeacTsa 6e3onacHoro yganeHus BblTSXXHOMO
BO3yxa B Cnydae noBpexgeHns 3Toro punbTpa;

B) (C) BO3AyX, BbIXOAALMIA U3 NPOM3BOACTBEHHbIX 30H, B KOTOPbIX NpoBOAUTCHA paboTa C 3K30TUYECKMMM
MUKpOOpraHmM3Mamu, JOIMKEH NMPOXOAUTL Yepes ABa nocriefoBaTenbHo ycTtaHoBneHHbIXx HEPA-cunbTpa.
Mpu aTOM peumnpKynsaumsa Bo3gyxa mexay npoM3BOACTBEHHbIMU 30HAMW HE OOMYCKaeTCs;

r) (d) Hanunume cuctembl cbopa U OE3UHMEKLMN XUOKUX OTXOAOB, BKIHOYAst KOHTAMUHWPOBAHHBLIV
KOHOeHcaT M3 cTepwnm3aTtopoB, OuopeakTopoB. TBepAdble OTXOAbl, B TOM 4uCre Tpymnbl XWBOTHbIX,
HeobxoaMMo AesvHduumnpoBaTb, CTepunusoBaTb WU oxuraTb. KOHTaMMHUPOBAHHblE OUNBLTPBI
HeobxoamMo yganaTb 6e3onacHsIM cnocobom;

A) (e) koMHaTbl ANa nepeogeBaHns AOMKHbI MPOEKTUPOBATLCA U UCNOMNb30BaTbCS Kak BO3AYLLUHbIE LLUN03bI
1 6bITb 060pYAOBaHbI, MPU HEOBXOAMMOCTHY, YMbIBaNbHWKaMK 1 AylueBbiMn kabuHamn. Cxema nepenaga
AaBrneHns BO3dyxa AOSKHa NpefoTBpallaTh ABWXKEHME BO3dyxa MeXay Mpov3BOLCTBEHHOW 30HOW U
OKpyXaloLlenh cpedon, a Takke PUCK KOHTaMmmHauuu ogexgbl, UCNonb3yeMOon BHE NPOun3BOACTBEHHON
30HbI;

e) (f) ans nepemelyeHus obopynoBaHUA HeEOOXOOUMO NPenycMOTPEeTb CUCTEMY BO3LYLUHbIX LUSHO30B,
KOHCTPYKLMS KOTOPOW OOSMKHA NpefoTBpallaTe ABUXKEHNE KOHTAMUHUPOBAHHOMO BO3Ayxa paboyein 30HbI
BO BHELLHIO Cpeay W pUCK KOHTaMuHauuvm obopyaoBaHus BHYTpM Wo3a. Pa3mep wno3a JOMmKeH
Mo3BONATb MPOBOAUTL APAEKTUBHYIO AEKOHTAMMHALMIO MOBEPXHOCTM NepemellaeMbiXx maTepuarios.
PekomeHayeTca ycTaHaBnuBaTb Ha OBepw Lnio3a TavMep, MO3BONSANLWMIA KOHTPONMPOBaTb BpPeMs,
AocTaTovHoe Ans npoBeAeHus 3pdeKTMBHOM AeKOHTaMUHALNK;

X) (g) BO MHOrMx crniydasx Ans 6e30onacHoro yaaneHus OTXO4OB WM MOAayvn CTepUribHbIX NpeamMeToB
HeobX0AMMO NCNoNb30BaTb NPOXOAHON aBTOKMNAB C ABYMS ABEPAMMU.

18. (12) MMepepaTtoudHble LWMO3bI M KOMHATbl AN NEpeofeBaHuss [AOMKHbl ObiTb 000pyoOBaHbI
OnokvpylwMMN MnNu - ApyrMMyM  NOAXOAALWMMK  YCTPOWCTBaMU, NPEnATCTBYIOLWMMA  OOHOBPEMEHHOMY
OTKpbIBaHWIO Oonee 4yem ogHow ABepu. B komHaTtel Ans nepeogeBaHuss Heobxogumo nogasaTb
OT(PMNbTPOBAHHBINA BO3AYX TOW e CTENEHW OYUCTKU, YTO U AN NPOU3BOACTBEHHbLIX 30H. OHW OOMKHbI
ObITb 060pyAOBaHbI CUCTEMAaMKM yaaneHus Bo3gyxa, obecnevmsaowumm BO3gyxoodMeH, He3aBUCUMBbIN OT
NPOM3BOACTBEHHbIX 30H. [lepegaToyHble LWM03bl OOIMKHbBI, Kak NpaBuIio, BEHTUNMPOBATLCHA TaknM e
0o6pasoM, OAHaKO OOMYyCKaeTCd MPUMEHSATb HEBEHTUNMPYEMbIE LUMTH03bl UMK Wo3bl, 060pyaoBaHHbIe
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TOSbKO MPUTOYHBIMU CUCTEMaMM.
19. (13) Ctagum TEXHONOrMYeCKoro npouecca, Npy KOTOPbIX MOXET NPON30NTN KOHTaMUHaLUMA NPOAYKLUN
(HanpumMep, XxpaHeHne KNeTok, NPUroToBMeHne cpes, KyNnbTUBUPOBaHNE BUPYCOB), AOMMKHbI BbIMOMHATHCA
B OTAEeNbHbIX 30Hax. Ocobas NpeaoCcTOpOXHOCTL TpebyeTcsa npu paboTe C XMBOTHbIMW U MPOAYKTaMM
XVBOTHOTO NPOUCXOXOEHUSA.

20. (14) Onepauun c MUKpOOpPraHMaMamu, MPOSIBASIOLMMA BbICOKYKD YCTOMYMBOCTb K Ae3MHdEKLUU
(Hanpumep, cnopoobpasytoLme baktepun), 4O X MHAKTMBALMMN OOSMKHbI BbINOMHATLCH B N30MMPOBaHHbLIX
30Hax, cneynanbHO NpeAHasHaYeHHbIX ANA NPOBEeAeHNS Takux onepauui.

21. (15 B npou3BoACTBEHHOM 30He [JoOMyckaeTcs OOHOBPEMEHHO MpPoBOAUTb  paboThl
MUWKPOOPraHM3mMamm TOMNbKO OOHOrO BMAA, 3a WCKMYEHUEM MPOoLEeCCOB CMELIMBAHMA U nocneayoLe
dacoBku.

22. (16) lNpousBoanTenb OOMKEH NPOEKTUpPOBaTb MPOU3BOACTBEHHbIE 30HbI TakMM obpa3om, 4ToObl
npeaycMoTpeTb BO3MOXHOCTb MPOBeAeHNS Ae3NHAEKLMN MPON3BOACTBEHHBIX 30H B MPOMEXYTKaxX Mexay
NPON3BOACTBEHHBLIMY LIMKTAMW C UCMONb30BaHWEM BanuanNpOBaHHbLIX METOLOB.

23. (17) OonyckaeTtca Npon3BOACTBO MUKPOOPraHNM3MOB B KOHTPONMPYEMbIX 30HaX NpW YCIOBWM, YTO OHO
OCYLLECTBMSAETCA B MOMHOCTbIO 3aKpbiTOM W TepMuUyeckn cTepunusyemMom obopyaoBaHun, a Bce
coevHeHMsa nocre 3aBeplleHns paboTbl M nepen pa3bopkon Takke NOABEPravTCA TEPMUYECKON
ctepunusauun. flonyckaetcs BbINOMHEHWE COeAMHEHMI NoA NOKanbHbIM NaMyHapHbLIM MOTOKOM BO3AyXa
Npuv yCroBWM, YTO NX KONIMYECTBO OrPaHMYEHO, NCNOMb3YIOTCA COOTBETCTBYIOLLUME acenTU4eckne MeToabl
W OTCYTCTBYeT OMacHOCTb yTeuyku. [lapameTpbl npouecca cTepunusauuu, MCnonb3yemoro nepes
pa3bopkon coeauHEeHUn, AOMMKHbI MPONTU Banugaumilo Ans BCEX MCNONb3yeMbIX MUKPOOpraHusmos. B
npegenax O4HOW 30HbI pasHble NPOAYKTbl MOryT ObiTh 3arpyXeHbl B pasHble BuopeakTopbl TONbKO Mpu
OTCYTCTBMM puUCKa CNyvamHOW NepeKkpecTHOW KoHTamuHauun. OgHako paboTa C MUKpPOOpraHmsMamu, K
KOTOpPbIM MpeabsABnslTcA ocobble TpebGoBaHWMA M30MAUMM, OOIDKHA BbINOMHATLCA TOMbKO B 30HAX,
crneunanbHO BbIAENEHHbIX A4S Takon NpoayKUMK.

24. (18) B nomelleHuax AN COAEPXaHWUSA XXMBOTHbIX, MpedHa3HaYeHHbIX ANs WCMoNb3oBaHus (Mnu
ncnonb3yembix) B MPOU3BOACTBE, HEOOXOAUMO MOAAEPXKMBATbL PEXMM M30NMPOBAHHOW U (MfN) YMCTON
30HbI. Takve nomeLleHns AOMKHbI ObiTb OTAENEHbl OT NOMELUEeHUA AN coaepKaHnsa APYruX KUBOTHbIX.
MomelleHuns, roe cooepXaTcs XXMBOTHbIE, UCMOMb3yeMble AN KOHTPONs KayecTBa NpoAyKuun (B TOM
yucne C MNPUMMEHEHWEM MaTOreHHbIX MWKPOOPraHW3MOB), OOSMKHbI ObITb COOTBETCTBYHOLWMM 06pa3om
N30MMpPOBaHbI.

25. (19) Ooctyn B NpoOuM3BOACTBEHHbIE 30Hbl MOFYT WMMETb TOMbKO PabOTHWKM, UMelWwue Ha 3TO
paspeweHne. HeobxogumMo VMeTb SACHYKD W KPaTKyld WHCTPYKLMIO MO pexumy Jdoctyna B
NPON3BOACTBEHHbIE 30HbI, KOTOPYIO PEKOMEHOYETCH BbIBECUTb Ha CTEHE.

26. (20) OokymeHTauus, cofepxallas OaHHble O NPOM3BOACTBEHHbLIX MOMELLEHUAX, OOJPKHA ObiTh
AOCTYMHOW B COCTaBe OCHOBHOIO JOCbE NPOW3BOACTBEHHOW NITOLLLAAKN.

27. OomkHa OblTb obecneveHa cooTBeTCTBYlOLW A AeTanu3auus npyv ONMCaHuy MPOU3BOACTBEHHbIX
Y4HacTKOB M 3aHUN (NyTEM BKITHOYEHUS NNAHOB NOMELLEHNA N NX 3KCMMKaLUMKM), Ha3Ha4YeHUs1 U YyCNoBun
MCMONb30BaHMsA BCEX MOMELLEHWN, a Takke BUOOB OMONOrM4ecKkux areHToB, C KOTOPbIMU MPOBOAUTCA
pabota. JomkHbl OblTb 4eTko 0003HaYeHbl Takke HanpaBneHus ABWXEHWS nepcoHana v npoayKuuw.
Heobxoaumo ykasaTb BWAbl >KMBOTHbIX, COAEPXALMXCA B BUBapUaX WNW ApPYrux MNOMELLEHNsIX
NPOM3BOACTBEHHOW NNoLwanky, a Takke Buabl paboT, BbINOMHAEeMbIX B6NM3M Npon3BoACTBEHHOIO yYacTka.
28. naHbl N30NUPOBaAHHLIX U (MMK) YACTBIX MOMELLEHUA U 30H AOIDKHbI COAepXaTb OnMcaHue CXembl
BEHTUNALMM C YyKasaHWeM MeCT MpuUToKa W BbITSXKKM BO3dyxa, WCMOMb3yeMblX (UNbTPOB U KX
cneundmkaumn, KpatHocTen BosgyxoobmeHa M nepenagoB AaeneHus. Heobxoammo ykasaTb, mexgy
Kaknmu nomMeLLLeHUAMN NpeaycMOTPEH MOHUTOPUHI Nepenaa AaBneHus ¢ NoMOLLbI0 MaHOMETPOB.

c
n

IV. OBOPYJOBAHWE

29. (21) Ncnonb3yemoe obopyaoBaHMe AOMKHO OblTb CKOHCTPYUMPOBAHO U CMOHTUPOBAHO Taknm o6pasom,
4yTobObl COOTBETCTBOBATL TPEOOBAHWAM Arst K&XO0ro Buaa NnpoayKumn.

30. MNepea BBOAOM 060pYyL0BaHNA B SKCMyaTaLMlo OHO AOMKHO NPONTK KBanudukaumio u Banugauuto, a
3aTeM NPoOXoauTb PErynsipHoe TeXHUYEecKoe 0OCnyXnBaHne N NOBTOPHYHO Banvgauuio.

31. (22) Ob6opypoBaHne [OMKHO obecneynBaTb YOOBNETBOPUTENBHYIO MEPBUYHYIO  U30NAUMIO
Ouonornyeckmx areHToB. KOHCTpyKUMS ¥ MOHTax o00OpygoBaHWSA [OMKHbI Npyu  HeobxoaumocTu
obecneunBaTb €ro nerkyto 1 IPQEKTNBHYIO AEKOHTaMMUHALUMIO U (M) CTEPUNN3aLmIo.

32. (23) KOHCTpYKUUSA M MOHTaX 3aKpbiTOro 06OpyAoOBaHWs, UCMONb3YEMOro sl NEPBUYHON U30MSLUK
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Buonornyecknx areHToB, AOMMKHbI NpeaycMaTpuBaTb NpedoTBpalleHne ytedek, obpasoBaHusa Kanenb u
a’po3oren.

33. Beoabl 1 BbIBOAbBI ra3oB AOMKHbI ObiTh 3alUMLLEHbl TakuMm obpa3oM, YTobbl obecrneumBaTb HYXHYHO
cTeneHb N3onsaunn, HanpMmMep, NyTeM UCMONb30BaHWS CTEPUIU3YIOLLNX TMAPOGOGHBLIX hrnNbTPOB.

34. Ina nogaun wnu yganeHuss matepvanoB HeobXx0OUMO WCMOMb30BaTb CTEPUNU3YEMYIO 3aKPbITYIO
cucTemMy nMbo COOTBETCTBYIOLLME YCMOBUS NTaMUHAPHOTO NOTOKAa BO3Ayxa.

35. (24) lMNpn HeobGxoaMmocTU nepeq UCMNONb3oBaHWEM o6opyaoBaHME [OMKHO CTepunmM3oBaThbCs
NPeanoYTUTENbLHO CyXMM Mapom nog AasneHvem. [pyrne metoabl NPYMEHUMbI B TOM Cryyae, ecnu
cBoOMCTBa 060pyaoBaHMA He AOMyCcKaloT ero cTepunmnsaumio napom. BaxHo He nponycTute npyn obpaboTke
Takue BMabl 000pYAOBaHNS, Kak LLEHTPUAdYr U BoAsiHblE GaHu.

36. ObopynoBaHue, ucnonb3yemoe AN OYUCTKW, pasgeneHns Unm KOHLEHTPUPOBAHMUSA, OOIMKHO, Kak
MWUHUMYM, CTEPUNN30BaTbLCA UM Ae3NH(ULMPOBATLCA NPU Nepexode OT MCMOoNb3OBaHMSA OQHOro BMAa
npoaykTta kK apyromy. Heobxoaumo nccnegosaTtb BAMSHWE METOL0B CTEPUNN3aLMM Ha 3P EKTUBHOCTL U
BanuaaLMOHHbIN cTaTyc 000pyAOBaHUS C Lenbio ONpeaenieHnst cpoka ero sKkenmyaTtaumn.

37. Bce meToabl CTEpUNM3aLmMmn AOMKHbI OblTb BAannaMpoBaHsbl.

38. (25) KoHcTpykums obopygoBaHus OOSPKHA WUCKYaTb BO3MOXHOCTb MEpenyTbiBaHUS PasnnyHbIX
OpraHM3mMoB WnM MpoAykToB. TpybonpoBodbl, KnamaHbl WM (UNbTPbl AOMMKHbI MapKMpoBaTbCs B
COOTBETCTBMM C UX HAa3HAYEHVEM.

39. [na KoHTEeMHepoB C WMHMUUMPOBaAHHBIMW W HEMHPUUMPOBaHHbIMM MaTepuanamm, a Takke, Kak
npasuno, AN pasnuyHbIX OPraHM3mMoB UMW KNETOK He06X0AUMO MCNOoNb30BaTb OTAENbHbIE NHKYGAaTOPbI.
CogaepxaHne B 04HOM UHKybaTope Gornee 0gHOro TMna opraHN3MoB UMK TUMa KNEeTOK A0MYCKaeTCsl TONbKO
B Cryyae npuHATUS HeoOXOAUMbIX Mep MO0 repMeTudaumv, MNOBEPXHOCTHOW AeKOHTaMuHauum u
pasgeneHnio  KoHTemHepoB. Cocydbl C  KynbTypamMuM W NPOYMM  COAEPXUMbIM  OOMKHbl  OblTh
npomapKknpoBaHbl nHanBuAyanbHo. Ounctka u ge3mHeKUnss 3TUX CoCyaoB U UHKYDATOpOoB MOryT ObITb
3aTpygHeHbl u TpeboBaTb 0COBOro BHUMaHMS.

40. KoHCTpYKUMA 1 NOpsSAOoK aKcnnyaTaummn obopygoBaHus, MCMONb3yeMOro A XpaHeHus B1onormyeckmnx
areHToB WIM NPOAYKTOB, AOIMKHbI UCKMNoYaTh Noboe BO3MOXHOE nepenyTbiBaHue.

41. Bce xpaHsiwmecs obpasubl AOMKHbI UMETb YETKYD U OAHO3HAYHY0 MapKUPOBKY U HaxoOWTbCs B
KOHTeHepax, 3allMLEHHbIX OT YTeuyku. 3anacbl NMOCEBHbIX KyMnbTyp KMETOK M OPraHvM3mMoB AOSKHbI
XPaHUTbCA B cneumanbHO npeaHasHavyeHHoM obopyaoBaHum.

42. (26) HexoTtopble Buabl 06opydoBaHus (Hanpumep, obopygoBaHue, Tpebyilollee KOHTPoONs
TemnepaTypbl) AOMKHbl OblTb OCHALLEHbl PErncTpupylowmMMM YCTPOWCTBaMU U (MnM) cUCTEMaMu
curHanusauun. Bo umsbexaHvne 0TKasoB Takoro obopydoBaHus Mpou3BOAUTENb AOMMKEH COBMECTHO C
aHanusoM TEeHOEHUMA B pPerucTpypyemMbiX [AaHHbIX OpraHu3oBaTb CUCTEMY NPOUNAKTUYECKOrO
obcnyxmBaHus.

43. (27) 3arpyska NMOMUIbHBIX CYLWWMbHBLIX YCTAHOBOK [OSBKHA MPOUCXOAUTb B YUCTOW U (MNn)
nsonupoBaHHon 3oHe. Onepaumn no pasrpyske NNOMUILHOW CYLUMIBHOW YCTAaHOBKWM MPUBOAAT K
3arpAsHeHno oKpyxatwwlen cpedbl. B cBA3M C 3TMM nNpu MCNOMb30BaHWM NNOMUIBHBIX CYLUUIBbHBIX
YCTaHOBOK, OTKPbIBaIOLLNXCHA C OAHOW CTOPOHbI, YUCTOE NOMELLEeHMNE A0MKHO NPOTU AeKOHTaMUHaLUUIo 40
nepemMeLlleHnss B 3Ty 30HY [pyron cepuv MNpOJYKUMM, 3a MWCKIIOYEHMEM Cepuin C OAMHAKOBbIMM
opraHuamamu. [BYyCTOpOHHME NMOMWIbHbBIE CyLUUIbHbIE YCTAHOBKM AOMKHbI CTEPMNM30BaTbCA nocrne
KaXX4oro uukra nponssogcTBa, eCriv TOMbKO OHU HE OTKPbIBAIOTCS B YUCTYIO 30HY.

44. Crepunusaumsa nNUOMUNbHbLIX CYLWMbHBIX YCTAHOBOK AOIDKHA MPOBOAUTLCH B COOTBETCTBMM C
nyHktammn 35 - 37 Hactoswero MNpunoxeHusa. B cnyyae opraHmsauum paboT no NpuHLMNY OTAENbHbIX
LIMKIOB NPon3BoACcTBa UX HEOBXOAMMO CTepUnM3oBaTh, NO KparHen Mepe, Nocne Kaxaoro uukna.

V. XKMBOTHbIE N BUBAPUA

45. (28) O6wwme TpeboBaHUSA K COOEPXKAHWUIO KXMBOTHBLIX, MOMELLEHUSAM AN HUX, YXO4y WM KapaHTUHY
npuBefeHbl B COOTBETCTBYHOLLMX HOPMATUBHbLIX NPaBOBbLIX akTax Poccunckon denepaumn.

46. (29) BuBapum JomkHbl ObITb 30MMPOBaHbI OT APYrMX MPOU3BOACTBEHHBLIX MOMeLLeHU. OHN JOSKHbI
ObITb CKOHCTPYMpPOBaHbI ¢ cobniogeHnem HeobxoamMMbIx TpeboBaHWA.

47. (30) CaHuTapHOe COCTOSIHME XMBOTHBIX, MCNOMb3yEMbIX B MPOU3BOACTBE, HEO6XOAMMO OLIEeHUBAT,
KOHTPOMNMpOBaTb U perncTpupoBaTb. Ecrnn HopmaTBHBIMM NpaBoBbIMK akTamu Poccuiickon Pegepaumm
YCTaHOBMEHbI NpaBuia obpalleHns ¢ OTAEeNbHbIMU BUOAMM XKMBOTHBIX (Hanpumep, NMHUK XMUBOTHBIX,
CcBOOOHbIX OT NATOreHoOB), TakMe npaBunia AoSMkHbI cobnoaaTbes.

48. (31) XXuBoTHble, OuOnornMyeckne areHTbl M MNPOBOAMMbBIE WCMbLITAHUSA [OOMKHbl OblTb 4ETKO
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VILLEHTVI(*)VILI,I/IDOBaHbI B COOTBETCTBUM C yCTaHOBﬂeHHOVI CUCTEMOW BO M3bexaHue PUCKa nepenyTbiBaHUA
N C UeNblo KOHTPOJIA BCEX BO3MOXXHbIX BUOOB OnacHoCTEMN.

V1. QESNH®PEKLNA. YOANIEHUE OTXOO0B

49. (32) OesuHdekumns n (unu) yaaneHne TBepablX U XUOKMX OTXOAOB MOTYT MMEeTb OCOBEHHO BaXKHOe
3Ha4yeHMe npu npoum3BoACTBE UMMyHobGuonormyeckon npoaykuum. B cBasm ¢ atum  Heobxogum
TWaTenbHbIN Noaxon K MeToaam u o6opyaoBaHMIO, UCMONb3yeMbIM NS NPeaoTBpaLLEHUsT 3arps3HEHUS
OKpY>KaloLLen cpeapl, a Takke K UX Banvaaumu.

VII. NIPON3BOACTBO

50. (33) N3-3a WwmMpoKoro pasHoobpasnsa NpoAayKuMn, BONbLUOro KONMMYecTBa CTaaui Npu Npou3BOACTBE
UMMYHOBMOMNOrMYECKNX NeKapCTBEHHbIX MPenapaTtoB Afs BETEepPUHApPHOrO MPUMMEHEHMs M xapakTepa
Ouvonornyeckux npoueccoB ocoboe BHMMaHME HeobxoaMMo yaenaTb CTPoroMy cobniogeHuto
BanvAMPOBAHHbLIX TEXHONTOMMYECKNX NPOLIECCOB, MOCTOSAHHOMY KOHTPOJTIO BCEX TEXHOMOMMYECKUX CTaavn
Npon3BOACTBA M MPOBEAEHUI0 KOHTpONs B npouecce npomssoacTea. Ocoboe BHMMaHue HeobGXxooMmo
0bpaTuTb Ha UCXOZHOE Cbipbe, Cpeabl KyNbTUBUPOBAHUA U UCMONb30BaHME CUCTEM MOCEBHbIX KyNbTYp.

VIII. NICXOOHOE CbIPbLE

51. (34) TpeboBaHUsA K UICXOAHOMY CbIpbO AOMKHbI ObITb ONpeaeneHsl B cneundukaumax. Cneumdukauum
OOJIMKHbI codepXaTb AaHHble O MOoCTaBLUUKEe, METOAE NPOU3BOACTBA, Er0 MECTe pacronoXeHnss U Buaax
XMBOTHBbIX, U3 KOTOPbIX MOSy4EHO 3TO UCXOOHOE Cbipbe, a Takke O crnocobax ero koHTpons. OcobeHHyto
ponb UrpatoT MMKpPoBUonornyeckne meToabl KOHTPONS.

52. (35) PesynbTaTbl UCMbITAHUI MCXOAHOMO Chipbs OOMMKHbI COOTBETCTBOBATh cneumdukaumsam. Ecnm
npoBeAeHNe UCTbITaHWI 3aHNMAET MHOTO BpeMeHW (Hanpumep, cBoOOAHbIE OT cneundu4ecknx NnaToreHos
(SPF) anua (ambproHbl) NTUL), MOXET BO3HUKHYTb HEobXxoammocTb 06paboTkm MCXOOHOro Chipbs OO
nony4YeHns pesynbTaToB aHaNUTUYECKUX UCTbITAHUIA. B 3TUX criyqasix nonyvyeHne paspeLlleHunst Ha Bbinyck
roTOBOWM NPOAYKLMN 3aBUCUT OT NOMOXKUTESbHBLIX PE3YNbTaTOB UCTbITAHWUS UCXOOHOIO ChIPbS.

53. (36) Ocoboe BHUMaHue HeO6X0AMMO YAENATb JaHHBIM O cUCTeMe obecneyeHnst KauecTBa NOCTaBLUMKa
npu OLEHKE COOTBETCTBUSI MCTOYHWUKOB ChIPbsi U MaTtepuarnoB U o6beme ucnbiTaHui, Tpebyembix npu
NpoBeLEeHNUN BXOOHOIO KOHTPONSA KayecTBa.

54. (37) MNpu Hanuunm BO3MOXHOCTU HEOBXOAMMO CTepunM3oBaTb WUCXOAHOE Cbhlpbe€ TEepPMUYECKUM
mMeTogoM. [lonyckaeTcsi MICMONb30BaTb M ApyrMe BannaupoBaHHble METOAbl, HANPUMEP MOHM3MpYoLLEee
n3ny4yeHue.

Cpegapbl

55. (38) PocToBblE CBOWCTBA Cpef AOMKHbI 3apaHee NOATBEPXKAATECA COOTBETCTBYHOLLMM 06pa3oMm.

56. (39) NpegnoytnTenbHO, YTOOLI Cpeabl CTEPUNN30BANIUCL HA MECTE UK Ha NUHMK. [pegnoYTMTENbHbLIM
ABNAETCA METOn, TEPMUYECKON cTepunmaaummn. [asbl, cpeabl, KUCMNOThI, LWEenoyn, NeHoracutenu u gpyrme
BeLlecTBa, BBOAMMbIE B CTEPUIbHbIA BuopeakTop, A0MKHbI BbiTb CTEPUNBHBIMU.

Cunctema noceBHbIX KynbTyp U 6aHKOB KNeTok

57. (40) Ona npepoTBpalleHUss HexenaTenbHOro M3MEHEHUS CBOWCTB, KOTOPOE MOXET MpPOU3onTU
BCMeACTBME  MHOFOKpaTHbIX MepeceBOB WAM  BOMbLWOrO  4ucna reHepauui, NPOU3BOACTBO
UMMYHOBMOMOrMYEeCcKNX nekapCTBEHHbIX NpenapaToB ANns BETEPUHAPHOrO NPUMEHEHMWs, NofnyyYyaeMbIxX U3
KynbTyp MMKPOOPraHW3MOB, KynbTyp KNETOK, TKaHeW WUIu pasMHOXEHMEeM B 9MOPUMOHAaxX W XMBOTHbIX,
[AOJDKHO OblTb OCHOBaAHO Ha CUCTEME MOCEBHbIX KYNbTyp Ui 6aHKOB KIETOK.

58. (41) KonnyecTBo reHepauun (yaBOEHWI, Naccaxen) Mexay noCeBHOW KynbTypon nnm 6aHKoM KneTok
1 FOTOBOWN NPOAYKUMEN OOIMKHO COOTBETCTBOBATh TPEOOBaHUAM PEerncTpaLmMoHHOro 4ocke.

59. (42) NoceBHble KyNbTypbl U 6aHKM KNETOK HeobXxoAMMO pasnuyaTb Y KOHTPONMPOBaTb Ha OTCYTCTBME
KOHTaMMHaHTOB. [f1 HOBbIX MOCEBHbIX KyNbTYpP AOIMKHbI OblTb YCTAHOBMEHbI KPUTEPUN MPUEMITIEMOCTMW.
[MoceBHblE KynbTypbl M GaHKM KNETOK AOIMKHbI CO34aBaTbCs, COAepXaTbCA U MCMNONb30BaTbCH TakuMm
o6pasoM, 4Tobbl CBECTU K MUHMMYMY PUCK UX KOHTaMuHauuvi unu moboro nameHenus. MNpn cosgaHum
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NMOCEBHbIX KyNnbTyp v 6aHKOB KNETOK He AOoMycKkaeTca OgHOBPeMeHHas paboTa B TOM e 30He Uinn TOro
e nepcoHana C APYIUMU KMBbIMU WU MHUUMPYIOWMMK MaTepuanaMmu (Hanpumep, BMpycamu Wnu
KNETOYHBbIMW NIMHUSAMN).

60. (43) Co3sgaHue NoceBHOW KynbTypbl UMM GaHKa KNeTok HeobGXoAMMO MPOBOAUTL C COBMogEeHUEM
YCTaHOBMEHHbIX TPEOOBaHMIM K NPOVM3BOACTBEHHON cpeae ANS 3alUMTbl MOCEBHbIX KyrnbTyp U 6aHKa KNeTokK,
a Takke paboTatloLlero ¢ HUMKU NepcoHana 1 OxXpaHbl BHELLHEWN OKpYXatoLen cpeabl.

61. (44) MpoucxoxgeHve, opma N yCrnoBUS XpaHEHUSI MOCEBHbLIX KYNbTyp AOMKHbI BblTb NOMHOCTLIO
OnucaHbl B COOTBETCTBYHLLEN AOKyMeHTauuu. Heobxoanmo mmeTb fokasaTenbcTBa CTabUNbHOCTU U
BOCMPOM3BOAUMOCTM MOCEBHLIX KyrNbTyp M KNeTok. EMkocTn ans xpaHeHus OOMMKHbl OblTb repmMeTuvHO
3aKpbITbl, YETKO MapKupoBaHbl U XpaHUTbCA npu Tpebyemon Temnepatype. [NpomsBoguTens OOIMKEH
KOHTPONMpPOBAaTh YCIOBUSI XPaHEHMWS MOCEBHbIX KyNbTyp U KNneTok. Heobxoammo BecTn TwaTernbHbIA y4eT
Ka)KOOro XpaHsiLLLerocsi KOHTenHepa.

62. (45) K pabote c matepuanomMm OonycKalTCHA TOMbKO creunanbHO HasHadeHHble paboTHuMkKM. PaboTa
AOMKHA NPOBOAUTBLCH MO KOHTPOMEM OTBETCTBEHHOrO nuvua. PasnuyHble noceBHbIE KynbTypbl U 6aHkn
KNeToK HeobxoanMo XpaHWUTb TakuMm ob6pa3oM, 4YTOObl He JonyckaTb NepenyTbiBaHUS UM NEPEKPECTHON
KOHTamunHauun. PekoMeHayeTcs pa3aenaTe NOCEBHbIE KyNbTYpbl U O@HKM KNETOK 1 pasHble YacTU XPaHNUTb
OTAENBHO BO N30eXaHWe X NOSHOW yTpaTbl.

MpuHUMNBI paboThl

63. (46) B xope TexHomorMyeckux mnpoueccoB Heobxooumo wusberatb MM CBOAUTbL K MUHUMYMY
obpasoBaHue Kanenb unu neHbl. lNMpouecchbl LEeHTPUdYrMpoBaHUa WNn CMEeLUMBaHUS, KOTOpble MOryT
npvBeECTM K 0Opa3oBaHUI0 Kanesnb, AOMMKHbI MPOBOAUTBLCS B U30MMPOBAHHbBIX EMKOCTSIX UMW B YNUCTbIX U
(Mnn) n3onupoBaHHbIX 30HaxX BO M3bexaHne nepeHoca XunBbIX OPraHn3MoB.

64. (47) Cny4aliHble NPOMMBBLI XWAOKOCTEW, OCOBEHHO COoAepXalUMX >KUBble OpPraHu3mbl, HEOOXO4MMO
ObicTpo 1 6es3onacHblM cnocoboMm nMKBMAMpPOBaTb. [ns KaXgoro Tuna MUKPOOPraHM3MOB [OJDKHbI
ncnonb3oBaTbCa BanuAMpOBaHHblE Mpouenypbl AeKoHTamuHauuwu. [Npyu ucnonb3oBaHWM  PasfnnyHbIX
LWTaMMOB BaKTepun 0gHOro BUAa UMM OYEHb NOXOXMNX BUPYCOB NpoLeaypa AeKOHTaMUHaLUM MOXET ObITb
BanuAupoBaHa B OTHOLIEHMM TOMbKO OAHOIMO W3 HUX MPU OTCYTCTBMM CYLLECTBEHHbIX pasnMyuin B
YCTOMYMBOCTU K BO3OENCTBUIO AEKOHTaMUHALU.

65. (48) Onepauuu, BknovawWwue B cebs nepemeLleHne Taknux mMatepumanos, Kak CTepurbHble cpegpl,
KynbTypbl WAM MNPOAYKTbl, OOIDKHbI MPOBOAUTBCS B NPeaBapUTENlbHO CTEPUNM30BAHHbIX 3aKPbIThbIX
cuctemax. Ecnm aTo HEBO3MOXHO, onepaumy No NepeMeLLeHn0 MaTepuanoB OOSMKHbI MPOBOAUTLCS B
namMuHapHOM NOTOKe BO34yxa.

66. (49) OobGaBneHne cpen wnu KynbTyp B OuopeakTopbl M ApyrMe cocydbl AOMKHO NPOBOOUTLCS B
TWAaTENbHO KOHTPONMPYEMBIX YCIOBUAX, obecneymBaroLnx HEBO3MOXHOCTb BHECEHUS KOHTAMWHAHTOB.
Mpu pobaBneHnmn KynbTyp HEO6XOAMMO TLLATENBHO MPOBEPATL MPABUITbHOCTb COEAMHEHMUS COCYO0B.

67. (50) Mpun HeobxoamMmocTu (HanpumMep, koraa Asa u 6onee depMeHTaTopa pacnonoXeHbl B OOHOW 30HE)
oTBepcTust Ana otbopa npob6 wn BHeceHuss [o06aBOK M COeOAVHUTENbHbIE 3MEMEHTbI  [LOJDKHbI
CTepunn3oBaTbcs NapoM (Mocne NoACoeAVHEHWs, Nepe Nogaven NpoaykTa u nepen otcoegmHeHvem). B
ApYrux crny4vasx AonyckaeTcs XuMmmnieckas ge3nHpeKkumns BXoAHbIX OTBEPCTUN U 3alMTa COeAMHEHUIA Noa
NnamMuHapHbIM MOTOKOM BO3ayxa.

68. (51) ObopynoBaHne, nabopaTtopHasa nocyaa, BHELIHWE MOBEPXHOCTU KOHTEMHEPOB C MPOAYKLMEN U
apyrme nopobHble MmaTtepuanbl nepes nepemMeLleHneM U3 M30NMPOBAHHOM 30HbI [OMKHbI ObIThb
AEe3VHMULMPOBaHbI C UCMOMNb30BaHMEM BanuanpoBaHHoro metoga. Ocobyto npobnemy MoXeT Bbi3blBaTb
BeAEHNE [OKYMEHTauMM Ha Cepuo Npoaykumun. Tomnbko abCoMnTHbIN MWHUMYM OOKYMEHTauuu,
HeobxogmMmon onsa cobnogenns TpeboBaHuin HacToAwmx MNpaBun, 4OMMKEH NocTynaTe B paboyyto 30HY U
nokuaatb ee. Mpu IBHOM KOHTaMUHALMK (Hanpumep, KannsamMu UM aspo3ossiMy) U Npu UCNonb30BaHMM
9K30TMYECKMX MUKPOOPraHM3MOB ByMaxkHas AOKYMEHTauuMs OOofmkHa 0e3nHULMPOBaTLCS B LUMIO3e Ans
nepemeLlleHns 06opygoBaHUS Unv nepegaBaThCsi C UCNONb30BAHNEM (POTOKOMMU NN dakca.

69. (52) >Xvpgkne wunu TBepable OTXOAbl, TAKMe Kak ckopfiyna nocre oTbopa MaTepuana us s,
OfHOpa3oBbIe ByThINM ANs KyNbTyp, HEXenaTenbHble KyNbTypbl Unn Guonornyeckne areHTol, He06xoaMMo
CTepunu3oBaTb Unu ges3nHguumMpoBaTb nNepeq Ux yganeHuem 13 U30NMPOBAHHOWM 30HbI. B HekoTopbix
cnydasix npuemsieMbiMUM  CUYATAKOTCS U ApyrMe MeToAbl, Hanpumep MWCMonb30BaHME TepMeTUYHbIX
KOHTENHEepoB Unn TpyoonpoBoJoB.

70. (53) TlpomsBoguTenb [AO/MKEH OCYLIECTBASATb TWATENbHbI  KOHTPONb TOro, 4ToObl B
NPOVN3BOACTBEHHYIO 30HY Monagany TOMbKO Te MpeAaMeTbl, MaTtepuanbl, B TOM 4uicrne LOKyMeHTauus,
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KOTOpbl€ OTHOCATCS K MPOU3BOAUMOW NpoayKuun. [1ns KOHTPONS 3a COOTBETCTBUEM KONMYECTBA BHOCUMbIX
1 BBIHOCUMBbIX MPeAMETOB M MaTepuarnos BO N3bexaHne nx HakonneHus B Npon3Bo4CTBEHHOM NMOMELLEHMM
AOIKHa OecTBOBaTb CMCTEMA y4yeTa.

71. (54) TepmocTonkue npegMeTbl U MaTtepuanbl OOIDKHbl MOCTyNaTtb B YWACTYIO WM YUCTYHO
N30MMPOBaHHY0 30HY Yepes NPOXOAHbIE aBTOKMAaBbl UITN CyXOXXapoBble neyn. YyBCTBUTENbHbIE K HArpeBy
npeamMeTbl U MaTepurarnbl AOMKHbI MOCTYNaTh Yepes3 BO3AYLLUHbIN LUNK03 ¢ BrokupyemMbiMu ABEPSAMU, FAe 3TU
npeameTbl M MaTepuwansl noasepraiTca AesuHdekumn. [lonyckaetcs cTepunusaumsi npeameToB U
MaTepuanoB B ApYroM MecTe, eCnv OHM MOCTYyNalT Yyepes L3 B ABONHON obonouke ¢ cobniogeHnem
Heob6XxoaMMBbIX Mep NPefOCTOPOXKHOCTH.

72. (55) MpounssoamnTens AOMKEH NPUHUMATL COOTBETCTBYIOLLME MEPbI NPEAOCTOPOXHOCTU BO n3bexaHune
KOHTaMMHaLMM Unu nepenyTbiBaHUSA KynbTyp KMETOK UMM MUKPOOPraHU3MOB Ha MPOTSXKEeHW nepuona
nHKyGauun. Heobxogmmo yTBepanTb METOOUKY OYMCTKM U Ae3uHdekumn nHkybaTopoB. KoHTewnHepbl,
Haxogsimecs B MHKybaTtopax, JOIMKHbI ObITb YETKO U TLLATENBHO MapKMPOBaHbI.

73. (56) B ogHOM nomelleHnn OornyckaeTcsi OQHOBPEMEHHOE MPOBEAEHME onepauui TONbKO C OOHUM
XXMBbIM BGMONOrMYECKMM areHToM, 3a UCKIMOYEHMEM ornepaLmii Mo CMELUMBAHMIO U nocreayoLlen hacoBke
NN MPU WCMOSb30BaHMU MOSHOCTBIO 3aKPbITbIX CUCTEM. B npomexyTkax Mexay onepauusmm c
pasnMYHbIMU XUBLIMW BUONOrMYECKUMI areHTamMyn NMPON3BOACTBEHHbIE NMOMELLEHNS LOIDKHBI MPOXOANTb
Ae3nHEKLNIO.

74. (57) lNMpooyKTbl OOSMKHbI MHAKTMBMPOBATLCA MyTeM A0BaBneHUs MHaKTMBatopa C nocneaytomm
TwaTenbHblM nepemMelnBaHmeM. locne 3Toro cMecb AOSMKHA NEPEHOCUTLCS BO BTOPOW CTEPUIbHbLIN
cocyn, 3a UCKNIYEeHMeM criydaes, koraa oopma u pasmep cocyaa No3BOMsOT ero nerko nepesopaymsaTb
N BCTPSAXMBATbL Takmm 06pas3om, 4Tobbl BCE BHYTPEHHME MOBEPXHOCTU CMavMBanUCb KOHEYHOW CMECHIO
KynbTypbl U MHaKTUBaTOpPA.

75. (58) Cocygbl, cogepxalwme WHAKTMBMPOBAHHBIA MPOAYKT, HE LOMNycKaeTcs OTKpbiBaTb. M3 aTux
COCy[0B Takke He JonycKaeTcs oTOMpaTh NpoObI B 30HAX, rAe CoaepXaTcs XXMBble BUONorMyeckne areHThbl.
Bcto nocnegytowyto 06paboTKy MHAKTUBUMPOBAHHBIX NMPOAYKTOB HEOOXOAMMO MPOBOAMTL B YMCTbIX 30HAX
knaccoB A 1 B nnu B 3akpbiToM 060pygoBaHnmM, creymanbHo npegHa3Ha4veHHOM A9 MHaKTUBUPOBAaHHbIX
NPOAYKTOB.

76. (59) Heobxogumo ygoenaTb ocoboe BHMMaHve Banugaumm MeTOAOB CTepunusaumu, gesuHdekuum,
yAaneHnsi BUPYCOB N UX UHAKTMBALUN.

77.(60) HanonHeHne AOMKHO NPOBOANTLCS B TEYEHNE KaK MOXHO Honee KOpOTKOro MPOMEXyTka BpEMEHMU
nocrie 3asepLUeHns MPON3BOACTBEHHbIX onepauunin. EMKocTu ¢ HepacdacoBaHHOW NpoAyKUMen Ao Havana
onepaumn HanofnHeHUs1 OOIMKHbI ObITb FTEPMETUYHO 3aKPbITbl, COOTBETCTBYIOLLMM 0Opa3oM MapKMpPOBaHbI
N XPaHUTBLCS NPU YCTAHOBMNEHHbIX TEMMEPATYPHbIX YCIOBUSX.

78. (61) MNponsBognTenb OOMKEH pa3paboTaTtb cUcTeMy, 0OecneyvMBatoLLyt0 KOHTPOSb LLENTOCTHOCTU U
repMeTUYHOCTU YMaKOBOK NOCIEe HamnomHeHUs.

79. (62) ®nakoHbl, cogepxallme XnBble OMONOrMyeckmne areHTbl, 4OIMKHbI ObITb 3aKPbIThI KPbILLKAMW TaKUM
06pa3oM, YTOObI UCKIIOYMTE BO3MOXHOCTb KOHTaMWHALUN APYron NpogyKunn Ui NPOHNKHOBEHNE KUBbIX
areHToB B ApYre 30Hbl UM BO BHELLHIOKW Cpeay.

80. (63) Mexagy HanonHeHWeM MNepBUYHbLIX YMAKOBOK, UX MAapKUPOBKOW M YMaKOBKOW MO pPasfuyHbIM
npuYMHaAM MOXET MPOWTM OMpeneneHHbI NPOMEXYTOK BpeMeHu. [Mpou3BoanTens OOMKEH YTBEpAUTb
npoLieaypbl, ONMCbiBaloLLMe NOPSAOK XpaHEHNSI HEMAPKMPOBAHHbBIX KOHTEMHEPOB ANs NpefoTBpaLleHust
BO3MOXHOCTU MX nepenyTbiBaHUA 1 obecnedvBalline Haanexaiwime ycnosus xpaHeHusi. Ocoboe
BHMMaHWEe HeOoOXOoOAMMO YAEeNnsATb XPaAHEHWD TepmMonabunbHOW M CBETOYYBCTBUTENbHOW MPOAYKLMM.
MpounssoanTens OOMKEH YCTAHOBUTL TPeOOBaHMS K TeMnepaType XpaHeHus!.

81. (64) Ha kaxgow TeXHOMNOrM4eckonm ctagnum HeoOxXxoaMMO NPOBOAUTL COMocTaBneHne hakTU4ecKkoro u
0oXugaemoro Bbixoga npoaykumm. Bee cyllecTBeHHble OTKIOHEHUS] OIMKHBI ObITb paccnenoBaHbl.

IX. KOHTPOIlb KAYECTBA

82. (65) B obecneyeHnmn ctabunsHoOCT! KayecTBa UMMYHODBNOMOrMYECKUX NTEKapCTBEHHbIX CpeacTB ocoboe
3Ha4YeHVe UMeeT KOHTPONb B Mpouecce Npov3BOACTBa. Buabl KOHTpOMs, KOTOpbie UMEIT peluatollee
3HayeHVe ONS OLUEHKM KayecTBa (Hampumep, KOHTPOfb Ha OTCYTCTBME BUPYCOB), HO He MOryT ObiTb
npoBeAeHbl B OTHOLUEHMU FOTOBOW NMPOAYKLMWU, OOIDKHbI BbINOMHATECA HA OQHOW M3 NpeawecTBYHOLNX
cTagumn NpousBoaCTBa.

83. (66) [nsi NMOBTOPHOrO MpPOBEAEHUS KOHTPOSsS KayecTBa Cepuu MPOAYKUMWM WUIKM MOATBEPXOEHUS
pes3ynbTaTOB TaKOro KOHTPOMS MOXET BO3HUKHYTb HeobXOoOUMOCTb XpaHeHus JocTaToyHoro obbema
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006pasLoB MPOMEXYTOYHBIX NPOAYKTOB NPY COOTBETCTBYIOLLUX YCIOBUSIX.

84. (67) MoxeT BO3HUKHYTb HEOBXOAMMOCTb HEMPEPBLIBHOTO KOHTPONA MapamMeTpoB B xoge npouecca
Npon3BOACTBa (HanpUmep, HEMPEepbIBHOIO KOHTPOIS hrM3nyecknx napameTpoB B xoge depmeHTauum).
85. (68) lMpn HenpepbIBHOM KyNbTMBMPOBaHMM BuoONornyeckon npogykumMm Heobxoammo cobnogaTtb
cneunanbHble TpeboBaHUA K OpraHn3aLumn KOHTPOIS Ka4ecTBa NpoayKUmm.

Mpunoxexue N 6

k MpaBunam opraHunsaumm
NMPOVM3BOACTBA U KOHTPOSS KavecTBa
neKapCcTBEHHbIX CPeCTB

NMPOM3BOACTBO MEOMLIMHCKMX TASOB
[. MPUHLAM

1. Hactosiwee lNpunoxenune perynupyeT NpoM3BOACTBO ra3oB kak papmaveBTnyeckux cybcraHumm (PC)
M NPOM3BOACTBO rasoB AN MEOULMHCKOro NpuMMeHeHus (ganee - meauvumHckue rasel). [pon3BoacTso
MEOVLMHCKMX ra3oB, OTHOCSLLUXCS K JIEKAPCTBEHHbIM CpeacTBaM, HEOHBXOAMMO OCYLLECTBNATL COrMacHo
COOTBETCTBYIOLLUM HOPMaTUBHBIM MpaBoBbIM akTam Poccuickon ®egepavmu.

2. Hactosiwee lMpunoxeHne He pacnpoCTPaHSETCA Ha NosydeHne n obpalleHne MeauUMHCKUX ra3oB B
MEeOULMHCKUX OpraHn3aLmsax, eCnm Takon NpoLecc He SABNSeTCs NPOMbILLNIEHHbIM NPOVU3BOLACTBOM.

3. PasrpaHuyeHne mexgy npoussoactsom ®C 1 Npov3BOACTBOM EKAPCTBEHHbIX NMPenapaToB AOSMKHO
ObITb YETKO OMNpPeAeneHo B KaXAOM perncTpaumoHHom gocbe. OBbIYHO CTagun NPOM3BOACTBA U OYUCTKM
rasoB oTHocATCA K npou3soacTey PC. Ma3bl OTHOCATCS K NNEKAPCTBEHHBIM NpenapaTtaM ¢ MOMeHTa NepBoOro
COXpaHeHus rasa, npegHa3Ha4YeHHOro AN Takoro UCNosib30BaHWS.

4. B vCKMOUYUTENBHBIX Cry4yasx HenpepbiBHbIE MPOLIECCHI, TO4e HEBO3MOXHO MPOMEXYTOYHOE XpaHeHue
rasa wmexgy npoussoacteom OC M nNpom3BOACTBOM FEKAPCTBEHHOrO npenapaTta, Heobxoaumo
paccmaTtpuBaTb Kak MPOM3BOACTBO NEKApCTBEHHbLIX MpenapaTtoB, YTO AOIMKHO OblTb YETKO yka3aHo B
perncTpaumoHHOM A0ChE.

Il. NIPOV3BOACTBO FA30B KAK ®PAPMALIEBTUYECKMX CYECTAHLIMIN

5. a3kl kak papmaLeBTUYECKMe cybcTaHUMN MOryT ObiTb NPOM3BEAEHbI NYyTEM XMMUYECKOTO CUHTE3a Unn
U3 HaTypanbHbIX UCTOYHUKOB, B TOM YMCNE NMYyTEM MX OYMUCTKU (Harnpumep, Ha 3aBodax Mo BblOENEHUIO
rasos U3 Bo3ayxa).

6. (1) MNMponssoanTerb AOMKEH OCYLLECTBIATE TEXHONOMMYECKMUe MpoLEecChl NOMy4YeHns ra3oB yKasaHHbIMU
Bblle cnocobamu B cooTBeTCTBUM € TpebosaHnamu rnassbl |V HacToawwmx Mpaswn, npy aToMm:

a) (a) TpeboBaHMa K MCXOOHOMY Cbipblo Ans dhapmaueBTudecknx cybetaHumm (nyHkTel 400 - 421
HacTosAwwmx MpaBun) He NpMMEeHNMbl K NPOU3BOACTBY (hapMaLeBTUYECKMX CyOCTaHUMiA - ra3oB METOAOM
pasgeneHns Bosgyxa (0gHaAKo Mpou3BoauTENb OOJMKEH rapaHTUMpoBaTb, YTO KayeCTBO MCMONb3YyEeMOro
BO3yxa COOTBETCTBYET YCTAaHOBMEHHOMY M U3MEHEHWs KavyecTBa BO34yxa U3 BHELIHEN cpenpbl He byayT
OKasblBaTb BMMSAHWE Ha Ka4eCTBO ra3oB, NPou3BoAUMbIX kak PC);

©0) (b) TpeboBaHMA K HENPEPBLIBHOMY M3Y4EHUIO CTabMIBHOCTU ra3oB kKak hapmaleBTUYeCKMX cybcTaHL i
(nyHkTBI 497 - 503 HacTosAwmx NMpaBun), OCyLWEeCTBASEMOMY C Liefbio NOATBEPXKAEHUS YCNOBUN XpaHEHUSs
W cpoka rOAHOCTW MMM JaTbl MOBTOPHOro KOHTpons (nyHkTel 487 - 490 Hactoswmx [lpaswun), He
NPUMEHSITCA B Cryvae, ecnv Anst NepBUYHOrO U3ydYeHust CTabunbHOCTM Obin NCMONb30BaHbl AaHHbIE,
cofepxallumecs B Hay4yHow nuteparype;

B) (c) TpeboBaHMNsI K KOHTPOMbHBIM U apxuBHbIM obpasuam (NyHkTel 508 - 510 HacTosAwmx MNpasun) He
NPUMEHSIOTCS K ra3am Kak papmaueBTUYeCKMM CyOCTaHUMUSM, eCnM HOPMaTUBHBLIMW NPaBOBbIMW akTamu
Poccuiickon ®eagepaunn He NpegycCMOTPEHO MHOE.

7. (2) [lpoussogutenb [AOMKEH MPOBOAUTb MOCTOSIHHbIA  MOHWUTOPWMHI  KayecTBa [a3oB  Kak
dapmaLeBTMIeckux CcybCcTaHuun, NPOM3BOAMMBIX HEMNpepbiBHbIM METOAOM (Hampumep, pasgeneHvem
Bo3ayxa). Pe3ynbTaTbl MOHUTOPUHIa HEO6XOAMMO XpaHUTb B BUAE, NO3BONSAIOLEM OCYLLECTBNSATL OLEHKY
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TEeHAEHUMN.

8. (3) (a) YcnoBusi TpaHCMOPTMPOBKM M OOCTaBKM HepacdacoBaHHbIX ra3oB kak hapMaueBTUYEeCKMX
cybcTaHuun JOSmMKHBI COOTBETCTBOBaTh TPEOOBAHMAM, YCTAHOBMNEHHBIM AN MEOAUUMHCKUX ra3oB (MyHKTbI
29 - 31 HacTosiwero Npunoxenus);

9. (b) Onepauun HanonHeHus OGanNnOHOB WNN MNEPEHOCHBIX KPUOTEHHbIX EMKOCTEeN ra3amy Kak
dapmaveBTnyeCKMMU  cyBCTaHUMsIMM HeobXxoaMmMo MpoBOANTE B COOTBETCTBUM C  TpeboBaHuaMH,
YCTaHOBMEHHbIMN A58 MEANUMHCKNX ra3oB (NyHKTbI 32 - 48 HacToswero lMpunoxeHus), u TpeboBaHuaMY,
yCTaHOBMEHHbIMU NyHKTaMmn 450 - 469 HacToswwmx MNpasumn.

[. NPON3BOACTBO MEANLIMHCKNX TASOB

10. Mpon3BoACTBO MEOMLIMHCKMX Fa3oB, Kak MpaBuilo, OCYLLECTBSIETCS B 3aKkpbiToM obopyaoBaHun. B
CBSI3W C 3TMM PUCK KOHTaMUHaUUW LAHHOW NPOAYKLMM U3 NPOM3BOACTBEHHOW cpedbl siBMseTcs
MUHUMasbHbIM. OOHAKO CyLEecTBYET PUCK KOHTaMUHaLUMKU UMW NEePEKPECTHON KOHTaMWHauUWUKM Apyrumu
rasamu, oco6eHHO Npu NOBTOPHOM UCMOSNb30BaHUN EMKOCTEN.

11. (4) TpeboBaHus, NpUMeHsieMble K GannoHaMm, Takke pacnpoCTPaHSTCA Ha rpynnbl (CBA3kW) 6annoHos
(32 UCKNOYEHNEM CyYaeB XpaHEeHUs U TPaHCNOPTUPOBKM B crieLmarnbHbIX KOHTENHepax).

MepcoHan

12. (5) MepcoHan, 3aHATLIN B NPOU3BOACTBE U peann3aumm MeAMLUHCKMX ra3oB, AOMMKEH NPporNTn obyyeHne
no opraHu3auun Npon3BoACTBa U KOHTPOIA KayeCTBa NeKapCTBEHHbIX CPEACTB NPUMEHUTENBHO K AaHHOMY
BMAYy npoaykumu. lNMepcoHan [OMmKeH 3HaTb KPUTUYECKM BaXKHble acrnekTbl M BO3MOXHYH OMacHOCTb
rnekapCTBEHHbIX MpenapaTtoB B BuAe MeOuUMHCKMX ra3oB. Bogurtenu, ocywecTBhawowme nepeBo3Ky
MEeOULMHCKUX ra3oB, Takke LOIMKHbI NPOWTU COOTBETCTBYHOLLIEE ODyYEHNeE.

13. (6) lMNMepcoHan npuBnekaemMbIX NO OOrOBOPY WCMONTHUTENEN, KOTOPbIN MOXET OKa3aTb BMMSHME Ha
KayecTBO MEOMUUMHCKMX ra3oB (Hanpumep, MepcoHar, OCYLLECTBALWNA TexHudyeckoe obCcrnyxmBaHue
©annoHoB unu knanaHoB), AOIMKEH NPONTU COOTBETCTBYOLLEE 0OyYeHNe.

MomeleHnsa n obopygoBaHune
MomelueHusn

14. (7) BannoHbl U MNEepeHOCHble KPUOreHHble €MKOCTW Heobxoaumo npoBepsTb, NOArOTaBMMBaThb,
HanomMHATb U XPaHUTb B 30HAX, OTAENEHHbIX OT 30H paboTbl C HEMEAMUMHCKUMUY razamu. 3anpeLiaeTcs
obmeH 6annoHamu 1 NepeHOCHbIMU KPUOTEHHBIMW €MKOCTAMU MeXay 3TUMKU 3oHamu. OgHaKo B OOHUX U
TeX e 30Hax [JOMnycKaeTCs KOHTPOfb, MNOArOTOBKA, HAMOSNIHEHWME W XpaHeHWe MeOULUHCKUX W
HeMeaMUMHCKMX rasos, ecnu TpeboBaHMA K HeMeOMUMHCKMM rasam COOTBETCTBYIOT TpeboBaHusM K
MEOWLUMHCKUM rasam, a Npou3BOACTBEHHbIE OMepauun C HEMeAMUMHCKMMU ra3aMun OCYLLEeCTBMAIOTCA B
COOTBETCTBUU C TpeboBaHNAMKU HacToAwmx Mpasun.

15. (8) MNMomeLLeHns, B KOTOPbIX BBIMOMHATCA onepauuy no nNpoussBoacTBY, MPOBEAEHUIO UCMbITAHUA U
XPaHeHWUI0 MEeAMUUHCKMX ra3oB, OOMMKHbl UMETb OOCTaTOMHYK Nnowadb ANA MWCKIHYEeHWs pucka
nepenyTtbiBaHus. [naHMpoBka noMeLLeHnn gomkHa obecneyunsaTb:

a) (a) otaenbHble MapKUPOBaHHbIE 30HbI A4S Pa3fMYHbIX ra30B;

0) (b) ogHo3HayHOe ob6o3HaveHue 1 pasgeneHve nycTbix BannoHOB U (MAWM) NEPEHOCHbBIX KPUOTEHHbIX
emMKocTel, a Takke 6annoHoB 1 (MfM) NEePeHOCHbBIX KPUOTEHHbIX eMKOCTEeN, HaxOoOALMXCSH Ha pasHbIX
cTagusx npousBoAcTBa (Hanpumep, "oxmaaeT KoOHTpons", "oxuaaeT HanonHeHus", "KapaHTuH",
"paspeLlueH”, "3abpakoBaH", "roToB K OTnpaBke").

16. Cnocobbl pa3geneHns 3aBUCAT OT xapakTepa, o6bema U CroXHOCTU TEXHOMOIMYeckoro npoiecca.
Mepamu no pasgeneHnto MoryT GbiTb 30HbI C pa3meTkaMu Ha nony, neperopoak1, 6apbepbl, 0603Ha4YeHus.
17. (9) MycTble 6annoHbl U (UNN) NEPEHOCHbIE KPUOTEHHbIE EMKOCTM MOCIE COPTUPOBKU UM TEXHUYECKOTO
06CNyXMBaHWUA M HanosHeHHble 6annoHbl M (MnM) NEepPeHOCHbIe KPUOTEHHble eMKOCTU Heobxogumo
XpaHUTb MOA HaBecamu, 3aluLLalWMMKU UX OT HebnaronpuaTHbIX MOroAHbIX yCroBun. HanonHeHHbie
©annoHbl 1 (UNN) NEPEHOCHbIE KPUOTEHHbIE EMKOCTM HEO6X0ANMO XPaHUTb B YCIOBUSX, rapaHTUPYOLLNX
MX JOCTaBKy B YACTOM BuAe, OTBEYAIOLLEM YCIIOBUSM UX UCMOMb30BaHNS.

18. (10) [lMpoussogutenb pormkeH obecneymBaTb OcoOOble YCMOBWUS XpaHEHWs, COOTBETCTBYHOLUMNE
TpeboBaHNAM permcTpaumoHHOro Aocbe (Hanpumep, ONiA ra3oBbiX CMeCeW, B KOTOpbIX MpoucxoguTt
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pasgeneHune a3 B criydyae 3amopaxunBaHus).
O6opynoBaHue

19. (11) O6opynoBaHue AOMKHO ObITb CMIPOEKTMPOBAHO Taknm 00pa3oM, YTOObI rapaHTMpOBaTh, YTO ra3
HaMomMHSEeTCs B COOTBETCTBYIOLMIA KOHTEWHep. Kak npaBuno, He OO0MKHO ObiTb COeAMHEHUIN Mexay
TpybonpoBogamu, Mo KOTOPbIM NPOXOAAT pasnuyHble rasbl. B cnyyae ecnu Takve coeguHeHus
HeobxoouMMbl  (Hanpumep, oOOpydOBaHWE, WCMONb3yeMoe AN  HanomHEeHUs CMeCcsiMM  rasoB),
npou3BoauTeNnb [OIDKEH MPOBECTM COOTBETCTBYIOLYIO KBanudukaumio Ans rapaHTum TOro, 4To
OTCYTCTBYET PUCK NEPEKPECTHON KOHTaMMUHALMM pa3HbiMY razamu. B gononHeHue k gaHHomy TpebosaHmio
pacnpegenuTenbHble KOMMeKTopbl AO0MKHbI GbiTb 060pyaoBaHbl cneunuyeckumMm coeguHUTENbHbIMU
anemeHTamn. Ecnu HopmaTtuBHbIMM npaBoBbiMM akTamu Poccuiickon ®egepauum yCTaHOBIEHbI
TpeboBaHNA K WUCMOMb30BaHWIO pacnpefennuTernbHbIX KOJNIEKTOPOB M WX COEOMHEHWW C KnanaHamu
fannoHoB, Takme TpeboBaHUSA OOMKHbLI cobniogatbes. Vcnonb3oBaHne Ha O4HOM MPOVM3BOACTBEHHOM
yyacTke COeOMHEHWUR, COOTBETCTBYIOLLMX pasfnMyHbiM  CTaHgapTaMm, HeobxoaMmo  TulaTenbHO
KOHTPONMpOBaTb, TaK >Xe KaK M WCMNOnb3oBaHWe adanTepoB, NPUMEHEHWE KOTOpbIX Heobxoanmo B
HEKOTOPbIX CIy4Yasix CoOeQUHEHUS CneLMgUYecKMX CUCTEM HAMOSTHEHWS.

20. (12) PesepByapbl Onsi XpaHeHUs W MEpPenBWXKHbIE LUUCTEPHbl ANS LOOCTaBKM OOIDKHbI ObiTb
npegHasHadeHbl TONMbKO Afs OAHOro BuAa ra3a onpegeneHHoro kadectsa. MeguumHckue rasbl
OOMyCcKaeTCs XPaHUTb UM TPAHCNOPTMPOBATL B TEX XKe pe3epByapax, YTO U aHanorn4yHble HeMeguLMHCK1e
rasbl NPU YCroBMKU, YTO KA4eCTBO MOCMeaHUX, N0 KparhHen mepe, SKBMBANEHTHO KayeCTBY MeOULMHCKUX
rasos, un cobnwogatwTca TpebosaHuna HactoAwmx [Npasun. B Takmx cnyvasx npoussBoauTenb AOMMKEH
OCYLLECTBMATE U JOKYMEHTanNbHO 0OpPMUTbL MpoLiedypy YyNpaBneHus puckamu.

21. (13) Obwas cuctema pacnpefeneHus rasa C KOMfekTopamu MeOMUMHCKOTO U HEMEOWULMHCKOro
Ha3Ha4yeHust JoNyCcKaeTCs NMYLb NPY HanM4YMm BannanpoBaHHOrO MeToda HeJonyLeHnst 06paTHOro NoToka
rasa u3 HemeguUMHCKON CUCTEMbI B MELVLVHCKYIO.

22. (14) MpousBoguTene OOMKEH MMETb KOMMEKTOPbl HAMONHEHWs, NpedHa3Ha4yeHHble A7 OA4HOro
MEeOULMHCKOrO rasa unu gns onpenenieHHon CMecu MeOUUMHCKUX ra3oB. B mckmiouMTenbHbIX crnydasax
AONyCKaeTCs HanonHeHWe rasoB Ans OPYrnX MeAWUMHCKMX Lenen C MCNONb30BaHMeM KOMMeKTOpoB,
npegHasHadYeHHbIX ANA MeaMUMHCKMX rasoB, eCnu [oKka3aHa Takas BO3MOXHOCTb M TakoW npouecc
KOHTponupyeTcsa. B aTux cnydasx kayecTBO HEMeAMUMHCKOro rasa [OMKHO ObiTb, NO KpaviHen mepe,
3KBUBASEHTHbIM Ka4yeCTBY MEANLIMHCKOrOo rasa un AormkHbl cobntogatecs TpeboBaHmsa HacTosawmx Mpasun.
HanonHeHue JomMKHO NPOM3BOAUTHCA MO NPUHLIUMY OpraHn3auumn LMKNoB NPON3BOACTBA.

23. (15) PaboTbl MO PEeMOHTY M TexHM4YeckoMmy obcnyxmBaHWio 060pyaoBaHUS (BKMOYAA OYUCTKY M
NPOAYBKY) HE OOKHbI BMMATbL Ha KAa4eCTBO MeOULMHCKUX ras3oB. B yacTHOCTU, Npon3BoanTeEnb OOSMKEH
pa3paboTaTb U JOKYMEHTaNbHO 0POPMUTL MEPOMPUATUS, NPOBOAUMBIE MOCHE PEMOHTA U TEXHNYECKOTO
obCcnykvMBaHWs,  COMPOBOXOAMLWIMXCA  pasrepMeTusaumen  cuctem. [pomsBoguTenb  OOSHKEH
rapaHTMpoBaThb, YTo obopyaoBaHme cBO6OAHO OT MOON KOHTaMMHALMK, KOTOPast MOXET OKa3aTb BIUsIHUE
Ha Ka4yecTBO rOTOBOrO MNpodykTa OO0 ero Beinycka. [lpou3BoauTenb [AOMKEH XPaHWUTb 3anucu o
NpoBeAEHHbIX paboTax.

24. (16) [lpousBoguTenb [omkeH paspabotatb W AOKYMeHTanbHO 0dOpMWUTbL  MpoLenypsl,
ocyLlecTBnsiemMble Mpu BO3BpaTe LUMCTEPHbl Ha Yy4yacTok paboTbl C MeAUUMHCKUMW rasamu nocne
TPaHCMOPTUPOBKN HEMELMLIMHCKOIO ra3a B YCMNoBMsiX, yKasaHHbIX B nyHkTe 20 HacToswero MNMpunoxeHus,
WNn nocrne onepaum No TexHudeckomy obcnyxuBaHuo. Takad npouegypa [OSPKHA BKMAYATb
aHanMTU4ecKMe MUCMbITaHWUS.

OokymeHTauns

25. (17) OaHHble, BKMOYEHHbIE B [OCbEe Ha KaXAyl CEepuio HamnosfHEHHbIX 0annoHOB (NepPeHOCHLIX
KPUOreHHbIX EMKOCTEN), OOMMKHbI NO3BOMNATL NpocneanTb HdopMaumio 060 Bcex OCHOBHbIX NapameTpax
COOTBETCTBYIOLUMX CTaAMN HaMNONHEHUS AN KaX4oro HanonHeHHoro 6ansoxa.

26. [locbe Ha ceputo JOMKHO cogepXaTb creayLyo nHopmaumio (ecnm aTo NPUMEHUMO):

a) (a) HaMMeHOBaHMe NPOAYKLUMY;

©0) (b) Homep cepuu;

B) (C) 4aTy n BpemMsi NpoBeAeHMs onepaLm no HanomHEHWIO;

r) (d) nepcoHan, BbIMOMHSIBLUMIA OCHOBHblE CTaguu npouecca (Hanpumep, OYUCTKY NMHWUIA, MpUEeMKY
MaTepuarnos, NOArOTOBKY JIMHWIA HAMOJTHEHWS!, MPOBEAEHNE HAMOMHEHNS);
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A) (e) ccbinky Ha Homep(a) cepumn(nin) rasa(oB), KOTOPLIA MCNOML30BAsICA ANst ornepauuin No HanoIHEHNIO
cornacHo nyHkTy 32 Hactoswero NMpunoxeHus, BKNoYasa ero craTtyc (paspeLueHne K HanoHeHUo);

e) (f) nucnonbsyemoe obopygosaHue (Hanpumep, KONNEKTOP HaMoSHEHWS);

X) (g) KonuyecTtBo GanmoOHOB U (MNM) NEPEHOCHBLIX KPUOTEHHLIX EMKOCTEN OO Onepauum HarnofHeHus,
BKITIOYas NAEHTUMKALMOHHbIE AaHHbIE KaXO0W eMKOCTU 1 ee reoMeTpuyeckmin obbem;

3) (h) onepauuu, BeINONHEHHbIE A0 HaNoNHeHus (NyHKT 41 HacToswero Mpunoxexns);

n) (i) knoveBble napameTpbl, HeobxoaMMble NS NOATBEPXKAEHUS NPaBUNbHOCTU NPOBEAEHUS onepaLumm
MO HanoOMHEHMWIO NPY CTaHAAPTHbBIX YCMNOBUSX;

K) (j) pe3ynbTaTbl COOTBETCTBYIOLMX NPOBEPOK, rapaHTUpyoLWnX, Y4To 6annoHbl U (Mnn) NepeHoCHble
KpUOreHHble eMKOCTU ObIfin HamnorHeHb!;

n) (k) obpasey 3TUKETKN cCepum;

M) (I) cneundmrkaumio NeKkapcTBEHHOIO CPEACTBA M pe3ynbTaTbl KOHTPOMNS KavyecTBa (BKYas CChINKN Ha
TeKylLiee CoCTosiHue kannbpoBky 0b6opyaoBaHus, NCNOMb30BAHHOMO B XO4€E UCMbITaHUN);

H) (M) konnMyecTBO 3abpakoBaHHbLIX BANOHOB 1 (MNKM) NEPEHOCHDBIX KPUOTEHHbLIX EMKOCTEN C NPUBEAEHNEM
WX UHAMBUAOYANbHbIX NAEHTUDUKALMOHHBLIX OAaHHbLIX U MPUYMHBI 3abpakoBKy;

0) (n) nogpobHble cBeaeHMs 060 Bcex NpobremMax 1 OTKINOHEHWsX, YTBEPXAEHHOE pa3peLleHme Ha noboe
OTKIMOHEHWE OT MHCTPYKLMIA MO HANOMHEHWIO;

n) (0) paspeLueHne yNnonHOMOYEHHOMO N1ua Ha BbiMyCcK Cepumn C MPOCTaBNEHHbIMW AAaTON U NOANUCHIO.
27. (18) lMpoussogutenb OOMMKEH XpaHWUTb OOCbE Ha Kaxayld Ceputo rasa, npegHasHaydeHHyl ans
HanomnHeHus1 pesepByapoB B MEAMUMHCKUX opraHu3aumsix. [Jocbe [OIMKHO BKMHOYaTb CreayloLLyto
nHdopmaumio (ecnm 3T0 NPUMEHNMO):

a) (a) HaMMeHOBaHWe NPOAYKUMY;

©0) (b) Homep cepuu;

B) (C) CCbINKy Ha MAEHTUUKALMOHHBI HOMEP EMKOCTU (LMCTEpPHbI), B KOTOPOW cepusi paspelleHa K
peanu3auuu;

r) (d) oaty 1 Bpems onepauum No HanofHEHMIO;

4) (e) nepcoHarn, BbINOMHMBLLMIA HAaNONHEHNE EMKOCTU (LUCTEPHBI);

e) (f) nHdpopmauuo o eMKOCTU (LMCTEPHE), U3 KOTOPOW NPON3BOAUITIOCH HAMOJTHEHME, NHdopMaLms o rase,
MCNonb30BaBLUEMCS AN HAMNONHEHUS;

X) (g) cBegeHns 060 Bcex CyLLEeCTBEHHbIX AeTansx HanonHeHus;

3) (h) cneumdukaumio Ha rOTOBLIV NEeKapCTBEHHbIV Npenapart 1 pe3ynbTaTbl KOHTPONS KayecTBa (BKMYas
CCbIJIKN Ha TeKyLlee COCTOsIHME KannbpoBkn 060pyaoBaHMs, NCMOMNb30BAHHOIO B XOAE UCTbITAHWI);

n) (i) nogpobHble ceegeHns 060 Bcex Npobrnemax n OTKIOHEHUSX, yTBepXAeHHOoe pa3peLleHme Ha noboe
OTKITOHEHWE OT UHCTPYKLMIA MO HAMOJHEHWIO;

K) (j) paspelLeHne ynosTHOMOYEHHOTO fMLa Ha BbIMYCK CEPUM C NPOCTaBEHHLIMU AATON 1 NOAMNUCHIO.

28. Ecnn HopmaTuBHbIMM MpaBoBbIMU akTamu Poccuiickon defepaumm ycTaHOBMEHbl chneuuanbHble
TpeboBaHMsA K COAEPXXaHMIO YKa3aHHOro JOCbe, Takme TpeboBaHUs OOMKHbI cOOoaaThes.

MpoLecc nponssoacTea
MepemelleHne U 0OCTaBKa KPUOTEHHBIX U CXIDKEHHBIX ra3oB

29. (19) MNepemeLleHe KPUOTEHHbIX WUIN CKWXKEHHbIX ra3oB C MecTa NEpPBUYHOrO XpaHeHUsd, BKM4Yas
KOHTPOMb nepen nepemeLleHneM, AOMMKHO OCYLEeCTBNATLCA B COOTBETCTBMM C BanvAaMpOBaHHbIMM
npouenypamu, paspaboTaHHbIMKU C Lienbio NPeaoTBpaLleHs BO3MOXHOM KoHTamuHauun. Tpybonposog,
no KOTOpPOMYy nepemellaeTca ras, AorpkeH ObiTb obopyaoBaH oOpaTHbIM KramaHoOM WAv  Apyrum
COOTBETCTBYIOLLUMM YCTPOWCTBOM. [MbKne coeanHeHus, HecTauWoHapHble COeAUHUTENbHbIE LUNAHTN Y
cpeacTBa ANs COeAMHeHNs nepen NCnonb3oBaHNEM A0MKHbI ObITb NPOMbITbI TOTOKOM COOTBETCTBYIOLLENO
rasa.

30. (20) WnaHru, ncnonb3yemslie AN HaNomHEeHUsI pe3epByapoB U LIUCTEPH, A0IMKHbI OblTb 060pyAOBaHbI
cpeacTBaMu Ans coeavHeHWs, cneunanbHo NpegHasHaYeHHbIMY AN AaHHOM NpoayKumm. Micnonb3oBaHue
agjanTepoB, MO3BOMSAIOWMX MOAKMYATh pe3epByapbl U LWUCTEPHbl, OOIPKHO Hagnexawum obpasom
KOHTPOMNMPOBATHLCH.

31. (21) Nopaya rasa B pe3epByapbl, CoAepXKalLMe aHanorM4HbIN ra3 Takoro e YpoBHS KadecTBa, MOXeT
ObITb OCyLLEeCTBMEHa MPU HaNMuuMM MOMOXMTENbHbBIX Pe3ynbTaToOB WCMbITAHUIM KayecTBa MoaaBaemMmoro
rasza. Obpaseu, MoxeT ObITb OTOOpaH Kak U3 NogaBaemoro rasa, Tak 1 u3 pesepByapa nocrie 3aBepLueHus
nogaun rasa. Ocobble yCroBMS B OTHOLUEHWM KOHTPOMS KavecTBa MNPV HaMOMHEHWWM pes3epByapos,
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pacronoXxeHHbIX y NpuobpeTaTtenein, N3noxeHbl B NyHkTe 56 HacTosLwero MpunoxeHusl.

HanonHeHue n MapKnpoBKa GannoHoB n NepeHOCHbIX
KPUOreHHbIX €eMKoCTeNn

32. (22) lMNepen HanonHeHwem 6GanmnOHOB U NEPEHOCHbLIX KPUOTreHHbIX eMKocTen cepusi(um) rasa(oB)
pormkHa(bl) ObITb MAeHTUdULMPOBaHa(bI) 1 NPOKOHTpONMpoBaHa(bl) B COOTBETCTBUM CO cneumdukaLmnamm
1 paspeLueHa(bl) AN NPoBeAEeHNsI HANOMHEHWS.

33. (23) B cnyyae ocylecTBNeHUs HenpepbiBHbIX NPOLECcCOoB Ans obecrnevyeHus COoTBEeTCTBUA rasa
cneundmrkaumsam Heo6xoAMMO YCTAaHOBUTbL COOTBETCTBYIOLLME TOYKM KOHTPONS NPOU3BOACTBA.

34. (24) bannoHbl, NEPEHOCHbIE KPUOTEHHbIE EMKOCTU WM KnanaHbl AOMKHbl OTBeYaTb YCTAHOBMEHHbLIM
TEXHUYECKUM chneuundurkaumsMm 1n  TpeboBaHUsSM permctpaumoHHoro gocbe. OHM  OOSKHBI  ObITb
npegHasHayeHbl TOMbKO A1 OAHOro MeANLMHCKOro rasa unuv onpenerneHHon cMecu MeauLnHCKUX rasos.
BannoHbl JOMKHbI ObITb MapKkMpoBaHbl C MCMOJIb30OBAaHMEM LBETOBOW MapKMpPOBKM B COOTBETCTBUM C
yCTaHOBMEHHbIMK TpeboBaHnsaMuK. [ins obecnevyeHnst 3amTbl OT KOHTaMUHaL MK GannoHbl A0MKHbI ObITb
OCHaLleHbl KnanaHamu yaepXaHus MUHUMarbHOro JaBneHns ¢ MexaHMaMamm npegoTepalleHns NoToka B
obpaTHOM HanpaBneHuu.

35. (25) bannoHbl, NepeHOCHbIE KPUOTEHHbIE eMKOCTU W KrnanaHbl AOMKHbl OblTb MpoBepeHbl nepes
nepebiM WCMOMb30OBaHMEM B MNPOM3BOACTBE M 0OBCnyxuBaTbCa Hagnexawum obpasom. [pu
UCMNOMb30BaHMM  U3OENUN  MEAUUMHCKOTO Ha3Ha4YeHUs WX TexHMYeckoe OobCnyxuMBaHWe [OIDKHO
OCYLLECTBMATHCA COMNAacHO MHCTPYKUMAM npou3BoanTens 6annoHoB, NEPEHOCHbIX KPUOrEHHbIX EMKOCTEN
W KrnanaHoB.

36. (26) Onepaumm No NPoOBEPKE U TEXHNYECKOMY OOCMYXMBAHWIO HE JOIMKHBI OKa3blBaTb OTpULATENBHOIO
BO3[ENCTBMSA Ha KayecTBO M Ge3onacHOCTb NekapCcTBEHHOro npenapata. Bopa, vcnonb3yemas gns
ucnbiTaHWin GanmoHOB rMAPOCTAaTUYECKMM OaBfEHWEM, OOMKHA OTBeYaTb TpebOoBaHWSIM B OTHOLUEHWMU
KauyecTBa NMUTLEBOMN BOAbI.

37. (27) Onga rapaHTUM OTCYTCTBMSA KOHTaMuHauUUW BHYTPEHHEE COCTOsiHME OannoHOB [0 YCTaHOBKM
KnanaHa [OSPKHO noABepratbCs BU3yarbHOMY OCMOTPY Ha npeamMeT OTCYTCTBWUS OCTaTKOB BOAbl MU
APYrMX KOHTaMWHAHTOB. YKa3aHHYyl0 onepauuio HeobxoAuMO BbINOMHATL KaK 4YacTb MPOBEPOK W
TexHu4yeckoro obcnyxmsaHmsa. OHa JOMKHA OCYLLEeCTBAATHCS:

B OTHOLUEHMM HOBbIX 6anmnoHOoB, BNepBble NCMOMNb3YLWNXCA ANS MeAULNHCKMX ra3os;

nocne MpOBEAEHUS WCMbITAHUA TMAPOCTAaTUYECKM [OaBfEHWEM WNW 9KBUBANEHTHbIM UCMNbITAHWNEM C
AEMOHTaXeM KranaHa;

KaXabl pa3 npy 3ameHe knanaHa.

38. Nocne ycTaHoBKK KnanaH JOMMKEeH HaxXoAUTbCS B 3aKpbITOM COCTOSIHUM AN NpeoTBpaLLeHnst nobon
KOHTamuHauun. B cnydyae BO3HWMKHOBEHMS NOObIX COMHEHWA OTHOCUTENBbHO BHYTPEHHETO COCTOSHUSA
DannoHa knanaH J4omKkeH BbiTb JEMOHTMPOBAH, @ BHYTPEHHEE COCTOsIHNE GannoHa NoaBeprHyTo OCMOTPY
Anst obecneyeHns yBepeHHOCTU B OTCYTCTBMM KOHTaMUHALUN.

39. (28) lNpousBoaMTeENnb OOIMKEH OCYLLECTBNATb TEXHMYECKOE OOCNYyXMBAHWE M PEMOHT OannoHoB,
NepeHOCHbIX KPUOTEHHbIX EMKOCTEN W KnanaHhoB. [Mpu BbINOAHEHUU 3Tux paboT no goroBopy paboThbl
AOMKHbI BbIMNONHATLCHA TOMLKO UCMOMHUTENSMM, YKa3aHHbIMK B JoroBope. B 4orosopskl, B COOTBETCTBUM C
KOTOpbiMM paboTbl MepegaltTCss Ha ayTCOPCUMHI, PEeKOMeHAYyeTCs BKMYaTb TEeXHWYecKne YCroBus
BbINOMHEHNs Takux paboT. [Npom3soanTens SOMKEH NPOBOAUTL MPOBEPKM BbIMOMHEHNS WUCMOMHUTENSMM
YCIOBUI OrOBOpa, BKIHOYas ycnosust 0 cobnogeHnn tpebosaHni Hactoawmux MNpaswun.

40. (29) MNpownseoguTEnb JOMKEH pa3paboTaTb cUCTEMY, MO3BONSAOLLYI0 06ecneynTb NPOCNEXNBAEMOCTb
©annoHoB, NEPEHOCHbLIX KPMOTEHHbIX EMKOCTEN 1 KranaHoB.

41. (30) MNMpoBepkun, NnpoBoAUMbIE Mepes onepaumnein HanorHeHNs, AOMKHbI BKNIOYaTb:

a) (a) npoBepky ©OannoHOB MO YTBEPXOEHHOW npoueaype B OTHOLWEHUW Hannyiust OCTaTOYHOro
n30bITOYHOro JAaBMNeEHUs Ans Kaxagoro 6annoHa:

ecnu 6annoH obopygoBaH KnanaHoM yaepXaHus MMHMMArbHOMo AaBreHusi, TO MpU OTCYTCTBUU CUrHana,
CBUAOETENLCTBYKLIErO O HaNMMYUM OCTaTOYHOrO M3ObLITOYHOIO [AaBrieHWsi, OOMKHa ObiTb MpoBedeHa
npoBepka KnanaHa, ecnu knanaH YHKUMOHWPYET HenpaBuibHO, GannoH JOmKeH ObiTb OTMpaBneH Ha
TEXHUYECKOE 0OCNyXMBaHUE;

ecnn GannoH He obopyooBaH KranaHoOM YAEPXKaHWs MUWHUMANbHOTO AaBrfieHWss M B GannoHe He
OBHapyXeHO OCTaTO4YHOro W3OLITOYHOrO AaBneHus, Takon 6annoH gormkeH ObiTb OTMpaBneH Ans
npoBeAeHNs OOMONHUTENbHBIX MUCMbITAHUA C LEeNbl NPOBEPKM OTCYTCTBMS KOHTaAMUHALMW BOAOW WIU
APYrvMMUK BellecTBamu; OOMNOMHUTENbHbIE Mepbl MOryT BKMOYaTb BU3yarbHbIA OCMOTP BHYTPEHHEro
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COCTOSIHMSA BannoHa, KOTopbI NPOBOAMTCHA NOCHE O4YMCTKM C UCMONb30BaHWEM BanManpoBaHHOIO MeToAa;
6) (b) npoBepKy TOro, YTo MAEHTUMUKALMOHHBIE STUKETKN NpeablayLLen cepum oTCyTCTBYIOT;

B) (C) NMpoBepKy TOro, YTO BCe MNOBPEXAEHHbIe MAEHTUMUKALMOHHbIE 3TUKETKM MPOAYKTa yAaneHbl K
3aMeHeHb!;

r) (d) BHewWHM BU3yanbHbI OCMOTP KaXXgoro GansioHa, NepeHOCHOW KPMOTeHHOW eMKOCTU M KnanaHa C
Lienbio BbISIBMIEHUS PAKOBWUH, CBAPOYHbIX NMPOXUIoB, APYrMX NOBPEXAEHU U KOHTaMUHaUMK Macnamu, a
Takke npyn HeobxoANMMOCTU NPOBEAEHNE OYNCTKY;

A) (e) npoBepKy coeguHeHus naTpybka kaxgoro H6annoHa unu NepeHOCHOM KPUOFeHHOW eMKOCTU Ha
COOTBETCTBME TUNY COeAUHEHMNS ANS HAaMOMHAEMOro rasa;

e) (f) npoBepky gaTtbl cnegyloLwero UCnbITaHWs KnanaHa (4ns KnanaHoBs, nognexawmnx nepuogumyeckomn
npoBepke);

X) (g) mposepKky 6annoHOB WM MEPEHOCHBbIX KPUOTrEeHHbIX €MKOCTeW Ha npegMeT MNpoBeAeHus BCex
HeobXoAMMbIX UCMbITAHWIA (HanpuMep, MPOBEPKY MMAPOCTaTUYECKUM OABfEHWEM WU SKBMBaNEHTHbIM
UcnbITaHWeMm), NpoBeAeHNe KOTopbIX TpebyeTcsa B COOTBETCTBUM C HOPMATUBHBIMU MPaABOBLIMW aKkTamu
Poccuickon denepaumm, n NpoBeEpPKY AENCTBUTENBHOCTU Pe3ynNbTaToB 3TUX UCTbITAHWN;

3) (h) npoBepKy LBETOBOW MapKMpOBKM Kaxaoro H6anmnoHa B COOTBETCTBMM C PerucTpaumoHHbIM A0Chbe
(uBeTOBast KOAMPOBKA COrNAacHO YCTAHOBIEHHBbIM TpeboBaHMAM).

42. (31) Paamep cepun gomxkeH 6biTb onpegeneH B 3aBMCMMOCTU OT Onepauun HanosHeHNS.

43. (32) bannoHbl, BO3BpaLLlaeMble Ha MOBTOPHYIO 3anpasky, OOSPKHbI ObiTb TLWATENbLHO NOATOTOBMEHbI C
uenbld MWUHMMU3aUMW pUCKa KOHTaMuMHauum B COOTBETCTBMM C YCTAHOBMEHHbLIMW npoueaypamu.
MeToauku, BKNoYaroLwme npoueaypbl OTKaUMBaHNS 1 (Unn) NpoayBKW, AOMKHBI BbiTb BanvamposaHsbl. [ns
cXKaTbiX rasoB TeopeTuyeckoe CcoAepXaHue npumecu npu aasneHuu HanonHeHua 200 Gap AOOMKHO
cocTaBnaTb He 6onee 500 06bEMHbIX YacTen Ha MUIIMOH NMpu TeMnepaType 15 °C. [Ana gpyroro gaBneHuns
onpeaenstoTca 3KBUBANEHTHbIE 3HaYeHMS.

44. (33) C uenbio MMHUMM3ALMN PUCKA KOHTaMWHALMN NePEeHOCHbIE KPUOTreHHbIE EMKOCTW, BO3BpaLLaeMble
Ha NMOBTOPHYIO 3anpaBKy, AOSKHbI TLaTeNbHO NOAroTaBNMBATLCA COrMacHO YTBEPXXAEeHHbIM npoueaypam.
B yacTHOCTM, nepeHOCHble €MKOCTW, B KOTOpbIX OTCYTCTBYET OCTaTOuyHOe [AaBreHue, AOSKHbl ObiTb
MOArOTOBMEHbI C UCNOfIb30BaHNEM BanMAMPOBaHHOTO MeTOAa.

45. (34) TlpousBogutens [OO/PKEH NPOBOAMTbL COOTBETCTBYHOLLME TMpPOBEpPKU Ans  obecneyeHus
NpaBuibHOr0 HAMOSTHEHMWS Kaxkaoro 6annoHa un (Mnn) NnepeHOCHON KPMOTeHHOWN EMKOCTW.

46. (35) Kaxabii HanonHeHHbIM 6annoH A0 YCTaHOBKM YCTPOWCTBA KOHTPOIIS MEPBOro BCKPbITUS (MYHKT 47
HacToswero lNpunoxeHus) gormkeH OblTb MPOKOHTPONMPOBAH C WCMONb30BaHMEM COOTBETCTBYIOLLErO
MeToAda Ha OTCyTCTBME yTeudku. Micnonb3yemblil MeTOA KOHTPOMS He AOMMKEH NPUBOAUTL K KOHTaMUHauLUm
noBepxHOCTM naTpybka knanaHa 6GannoHa. lpu HanmUuMM BO3MOXHOCTU TakoW KOHTPOMb [AOMXKEH
OCYLLIeCTBMATbLCA Nocre oTbopa Bcex 06pa3LoB Ans KOHTPOSs KavecTsa.

47. (36) lNocne HanonHeHWst NAaTpybKkM KranaHoB GannoHOB OOSMKHbI ObiTb 3aKpbIThbl Konnavykamu Anis
3aWmThl OT KOHTamMUHauMK. Ha 6annoHbl u NnepeHoCHbIe KpMOreHHble eMKOCTU AOMKHbI ObiTb YCTaHOBIEHbI
YCTPOWCTBA KOHTPOSIS NepBOro BCKPbITHS.

48. (37) Kaxgbin 6annoH unu nepeHocHasi KpMOreHHasi eMKOCTb [OJMKHblI ObiTb NMPOMapKMpoBaHbl C
MOMOLLIbIO 3TUKETOK. HoMep cepun 1 Cpok rogHOCT MOTyT ObITb YKasaHbl Ha OTAENbHON 3TUKETKE.

49. (38) Npw nponssoacTBe MEANLIMHCKMNX ra3oB NyTeM CMeLLUMBaHnA ABYX Unun 6onee pasnunyHbix ra3os (B
NVHUKM Ans HanomnHeHus Nnbo HenocpeacTBeHHO B 6annoHax) Npov3BOAMTENb AOIMPKEH MCNONb3oBaTb
BanvMAMpPOBaHHbIN METO CMELUMBaHWS, KOTOPbIA rapaHTUpyeT, YTO rasbl AOIMKHbIM 06pa3om CMellaHb! B
KaxxgoMm B6annoHe, n obecnedmMBaeT roOMOreHHOCTb CMECH.

KOHTpOJ'Ib KavyecTtBa

50. (39) Kaxxgas cepust MeanLMHCKOro ra3a (6annoHbl, NEPEHOCHbIE KPUOTEHHbIE EMKOCTU, pe3epBYyapsbl B
MEeOULMHCKUX OpraHm3aumsax) OormkHa ObiTb MPOKOHTPONMPOBaHa B COOTBETCTBUM C YCTAHOBIEHHbLIMU
TpeboBaHNsAMMK. B OTHOLIEHUN KaXXOOW CepuMn AOMMKHO ObITb MOMYYEHO paspeLleHne YNoSIHOMOYEHHOTO
nvua Ha BbIMycK.

51. (40) lNnaH otbopa npo6 M 06BLEM NPOBOOUMBIX WCMbITAHWIA OOIKHbI OTBEYaTb CreAyoLmMM
TpeboBaHMsIM B OTHOLLEHMM BannoHoB (ecnu B npoueaypax He YCTaHOBIIEHO UHOE):

a) (a) ecnu TONbKO OAUH MEOULMHCKUIA ra3 HanosnHAeTcs B GannoHbl C UCMONb30BaHWEM KOMSEKTopa, K
KOTOPOMY OOHOBPEMEHHO NOACOEANHAKTCA HECKOSIbKO BanmoHOB, ra3 AOSMKeH OblTb MPOKOHTPONNPOBAH,
KaKk MMHMMYM, M3 OgHOro 6annoHa ans yCcTaHOBMNEHUSI NOOJIMHHOCTU U KONMMYECTBEHHOIO OnpeneneHus,
00pasupbl AOMKHbI OTOMPATLCA OT KaX4oro LMKIia HarnosHeHUs Npu 3ameHe 6annoHOB, NOAKITHOYEHHbIX K
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KOMnneKkTopy;

6) (b) ecnn TONbKO OANH MEAMLMHCKWUI a3 HanonHseTcs B 6annoHbl B paMkax 04HOro Npon3BOACTBEHHOMO
LMKNa B O4MH NPOMEXYTOK BPEMEHM, TO MO KparHen Mepe oAuH 6anmnoH Npu Kaxgom HeNpepbiBHOM LiMKIe
HanomnHeHns AOorkeH OblTb MPOBEPeH Ha MOANMHHOCTbL M KONMMYeCTBEHHOoe cogepxanue. [Mpumepom
HenpepbIBHOTO LKA HanosfHeHWs SBNSeTCs NPOU3BOACTBO B TeYEHWEe OOHOW CMEHbl OAHVWM U TeM Xe
nepcoHanoMm ¢ UCnonb30BaHMeM OQHOro 06opyaoBaHUA U OOHON cepumn rasa, KOTopbln pacdacoBbIBarncs;
B) (C) ecrnn MeauLMHCKMI ra3 roToBUTCH NyTEM CMeLlMBaHus B BbannoHe asyx unv 6onee pasnuyHbix ra3os
U3 OOHOro M TOrO e pacnpefenuTensHOro KOMnmekTopa, TO ra3 u3 kaxgoro 6annoHa AomkeH ObiTb
NPOKOHTPONMPOBAH Ha MNOAMMHHOCTb U KONMYECTBEHHOE COAEePKaHNe BCEX KOMMOHEHTOB ra3oBO CMeCH.
B oTHoweHun BCnoMoOraTenbHbIX BELECTB (MPW MX HanuyMu) ucnbliTaHWe Ha NOASIMHHOCTb MOXET
BbINOMHATECA ANS OAHOro BannoHa u3 uukna HanonHeHus (Mnu Ons Kaxaoro HemnpepbiBHOrO uMkna
HanonHeHus). MeHbliee konuvyecTBO OanmnoHOB MOXeT mnoABepraTbCA  WCMbITAHMAM B criydae
MCMONb30BaHWA BanMaNPOBaHHbLIX aBTOMAaTU3NPOBAHHBIX CUCTEM HaMOMHEHNS;

r) (d) B oTHOWEHMN ras3oB, CMeLUMBaHNE KOTOPbIX MPOMCXOANT A0 HamnonHeHus, Heobxoaumo cobnaaTtb
Te Xe NPVHUMNbI, YTO U B OTHOLLEHUW HamoSIHEHUS OOHWM ra3oM, Korga Ha NUHUKM OCYLLEeCTBNSETCS
HenpepbIBHbIA KOHTPOMb CMECH ra3oB, UCMOMb3yeMbIX A HanoNHEHUS.

52. B OTHOLIEHMM rasoB, CMeLIMBaHWE KOTOPbIX NPOUCXOAWT A0 CTaAuM HanosfiHeHusi, HeobxoaumMo
NPUAEPXKNBaTBECA TEX Xe MPUHLUMMOB, KakK U Ans ra3oB, CMELUMBaHNE KOTOPbIX NpoBoauTcs B BannoHax,
Npu OTCYTCTBMU HA MUHUWN HENPEPLIBHOrO KOHTPOMS CMECU ra3oB, UCMONb3yeMbIX Af1S HAanoNHEHUS.

53. [omkHbl BbIMONMHATLCSA MCNbITAHUA Ha COAep)XaHue BOAbl, ecrnv npou3BoguTenem He oboCHOBaHO
WHoe.

54. [lonyckaeTcs ncnonb3oBaHue Apyrnx Metoauk otbopa obpasuoB U UCMbITAHUA NPU HANUYMKU Takoro
Xe ypoBHs obecneveHns kavecTsa.

55. (41) 3aBepLuatoLne NcnbiTaHMA NEPEHOCHBIX KPUOTEHHbIX EMKOCTEN OOMKHbI BKIOYATh UCMbITaHWSA Ha
MOASIMHHOCTb U KONWYECTBEHHOE ornpeferieHve B KaXOoW eMKOCTM, €ClW MHOEe He MpedyCMOTPeHO
yCTaHOBMEHHbIMY TpeboBaHMAMU. BbIGOPOYHbIN NOCEPUAHBIA KOHTPOSIb MOXET MCNOMb30BaTbCA TOMBKO B
cnyyae, ecnu ObINo AoKasaHO, YTO Meped MOBTOPHbIM HAMOSIHEHWEM KPUTUYECKME XapakTepucTUKK
OCTaTOYHOrO ra3a B Ka4oW eMKOCTU ocTanucb 6e3 nsmeHeHun.

56. (42) He Ttpebyetcs npoBeaeHve oTbopa ob6pasLoB Mocre NOBTOPHOTO HanoOSIHEHUSA KPUOTEHHbIX
emKkocTen npuobpeTtaTtenen B MecTe MCNONb3oBaHus (pe3epsyapbl B MEOUUMHCKMX OpraHmsauusax vnm
NnepeHOCHbIE KPUOTEHHbIE EMKOCTW) U3 cneunanbHO NpeaHa3HayYeHHbIX UMCTEPH NPY HAaNMyuumn JOKyMEHTa,
NOATBEPXKAAIOWEro  KavyeCcTBO  COOEPXKMMOro  Mcnonb3yemon  uuctepHbl. [lpy  aTOomM  nocne
nocneaoBaTenbHbIX NMOBTOPHbIX HAMOMHEHMN NPOM3BOAMTENb AOIMPKEH AoKasaTb, YTO KayecTBO rasa B
€MKOCTAX NoAAEepPKMBAETCS Ha YCTaHOBEHHOM YPOBHE.

57. (43) He TpebyeTcs coxpaHATb KOHTPOSbHbIE U apXMBHbIE 00pas3Lbl cepuii NPOAYKLMKN, eCNN 3TO He
npegycMoTpeHO AOKYMEeHTaumen.

58. (44) He TpebyeTca npoBedeHVe NPOAOIHKALLIErocs U3y4eHWst CTabuInbHOCTU, ecnu nepBUYHOE
u3yyeHne CcTabunbHOCTM ObINO 3aMEHEHO WCMOMb30BaHWeM [aHHbIX, COAEPXKalMXCA B Hay4yHOW
nuTeparype.

TpaHcnopTMpoOBKa rasos

59. (45) HanonHeHHbIe ra3oBble 6annoHbl U NEPEHOCHBIE KPMOrEHHbIE EMKOCTM OOIMKHbI ObITh 3aLLULLEHbI
BO BpPEMS TPaHCMOPTUPOBKM, B YACTHOCTW, [OOCTaBNATbCS 3aka3uMkam B YUCTOM COCTOSHWM,
COOTBETCTBYIOLLEM YCMOBUAM UX AaNbHENLLEro UCNONb30BaHWS.

IV. TEPMWHbI N OINMPEOEJIEHNA

60. Ons uenen HacTosiwero NpunoxeHnsa kKpoMme TEPMUHOB 1 onpeaerieHni, NpegycMoTpeHHbIX rnason |l
HacTosAwwmx MNpaBun, NCNOMb3YyTCA TaKkKe CrneayloLme OCHOBHbIE MOHATUS:

amMOynaTopHbI  KPUOTEHHbI  COCYd, - TMEPEHOCHOW TEepMUYECKU MW3ONIMPOBAHHbBIA  KOHTEMHED,
CKOHCTPYMPOBAaHHbIN ANst XPaHEHUS CKMKEHHOMO KMCNOPOAA M UCMONb30BaHKs ra3oobpasHoro kucnopoaa
Ha JOMY Y NaUMEHTa;

ras - BELWEeCTBO UM CMeCb BeLecTB, koTopble npu gaenenun 1,013 6ap u temnepatype nntoc 20 °C
HaxoAsiTCSA NOMNHOCTBLIO B ra3006pa3HOM COCTOSAHMM UK Npu Temnepatype nntoc 50 °C gaBneHne nx napos
npesbiwaeT 3 6ap;

ras kak capmaueBTuyeckass cybcTaHuusa - ras, npegHasHadeHHbI Afs UCMONb30BaHWUS B KadecTBe
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dapmaLeBTMHECKON CybCTaHUMM A51s TPOU3BOACTBA JIEKapCTBEHHOIO nNpenapara;

rpynna (cBs3ka) GannoHoB - cobpaHHble M 3akpenneHHble BMecTe OannoHbl, MOAKIIYEHHbIE Yepes
pacnpefenuTenbHbIN KONNEKTOP, TPAaHCNOPTUPYEMbIE U NCMONb3YyEMbIE KaK €4MHOE Lieoe;

ucnblTaHue TrMApocTaTMYeCKMM [OaBfeHMeM - WCMbiTaHue, NpoBOAMMOE C Uenbl obecneyeHus
©e3onacHOCTV B COOTBETCTBUM C YCTAHOBMEHHbIMY TpeboBaHMAMMN NS NPOBEPKM TOro, YTO GanoHbl unm
pesepByapbl MOTyT BblAepKaTb 3annaHMpoBaHHbIE BbICOKME OABMEHNS;

KrnanaH - yCTPOWCTBO AN OTKPbIBaHWUS U 3aKpbIBAHWUS KOHTENHEPA;

KnanaH yaep)xaHus oCTaToOMHOro AaBreHus - KranaH, yCTaHOBMNEHHbIV Ha BannoHe 1 NoAAepXuBaloLLMn B
ncnonb3oBaHHOM 6annoHe gaBrneHue Bbllle aTMOCKEPHOrO C LEnblo NpeaoTBpalleHnsl KOHTaMUHaLUmMm
BHYTpeHHero obbema 6annoHa;

KOHTENHep - KpUoreHHbln cocyn (6ak, uuctepHa vnu mMobunbHasi KpUoreHHasi eMKOCTb ApYyroro Tuna),
OannoH, cBsA3ka GannoHoB unu nwbas gpyras ynakoBka, KOTOpas HaxoguTCH B HenocpeacTBEHHOM
KOHTaKTe C MEeAULMHCKUM rasom;

KPUOTEHHbIN ras - ras, KOTopbl CxmkaeTca npu gaeneHun 1,013 6ap npu Temnepatype Hwke MuHyc 150
oC;

MaKCUMarbHbI TEOPETUYECKUIA OCTaTOYHbIA YPOBEHb NPUMECH - ra3oobpasHasi NpUMechk OT BO3MOXHOMO
obpaTHOro MnoToka rasoB, OCTaBLUAsCA Mnocre npeaBapuTenbHon o00paboTku OannoHoB nepen WX
HanonHeHmem. Pac4yeT MakcumanbHOrO TEOPETUYECKOro YPOBHS MPUMECU MMEeT 3Ha4YeHue TOMbKO Ans
CXaTbIX ra3oB Npv NPeAnosnioXeHnn, YTo 3TW rasbl BeayT cebs Kak ngearnbHble;

MeOULMHCKNI ra3 - nobon ras unm cMech rasos, SBNAOLLMECH NEKapCTBEHHLIMI NpenapaTtamu;
06paTHbIV KnanaH - KnanaH, KOTOpbI NO3BOSIAET NOTOKY MPOXOAUTb TOMbKO B OAHOM HanpaBneHuu;
OTKauMBaTh - yaansTb OCTAaTOYHbIN ra3 U3 KOHTenHepa u (Mnm) CMCTEMbI C NOMOLLLLIO BakyyMa A0 AaBreHns
MeHbLUue Yem 1,013 Bap;

NEepeHOCHOM  KPUOTEHHBbIN Ccocyd - MEPEHOCHOW TEPMUYECKU  U3ONIMPOBAHHBIA  KOHTEMHEP,
CKOHCTPYMPOBaHHbIN AN XpaHeHUs B HEM BELIEeCTB B XXWOKOM COCTOsiHUKW. B uensix npvmeHeHus
HacTtoswero MNMpunoXxeHnsa AaHHbIA TEPMUH He BKMoYaeT noHATue "unctepHa” (tanker);

npoAyBKa - ydarieHMe OCTATO4YHOro rasa M3 KoHTewHepa M (Mnv) CUCTEMbI MyTEM MEPBOHAYarbHOrO
HarHeTaHus 0aBMNEHUSA C MOMOLLLIO UCMOMb3yEMOro rasa ¢ nocrnegyowum cbpocoM AaBneHusa rasa go
1,013 Gap;

pasgeneHve Bo3dyxa - pasgeneHne aTtMocepHOro BO3Ayxa Ha COCTaBnswwme ero rasbl nytem
PPaKUNOHHOWN ANCTUANALUN NPU KPUOTEHHBIX TemnepaTypax;

pacnpegenuTenbHbl - KOMMekTop - obopydoBaHWe WAM  YCTPOMCTBO, CKOHCTPYMPOBaHHble AnS
OQHOBPEMEHHOIO ONOPOXHEHWUS UMW HAMNOMHEHUS ra3oM OAHOrO Unn 6onee KOHTENHEPOB;

pesepByap - CTauUOHapPHbIN TEPMUYECKN U3ONMPOBAHHBIN KOHTENHEP AMNS XPaHEHWUS CKUKEHHOrO WIu
KPUOreHHOro rasa, Takxke HasblBaeMbli "CTauuMoHapHbIN KPUOTreHHbIn cocya”;

cbpoc naBneHus - onepauus No yAareHuto OCTAaTOYHOro rasa W3 KOoHTevHepa M (Mnu) cucTembl OO
BEMUYMHbI OocTaToyHoro Aaenenus 1,013 Gap nytem coeguHeHUs! KOHTEWHepa W (MnM) CUCTEMBbI C
aTMoC(EpPHBIM BO34YXOM;

CcXKaTbli ra3 - ras, paccacoBaHHbIA MoA AaBfEHWEM C LENbH TPaHCMOPTUPOBKM, KOTOPLIA OCTaeTcs
NOMHOCTBIO B ra3000pa3HOM COCTOSIHMM Npy TemnepaType Bbiwe MyHyc 50 °C;

CXKWXEHHbIN ras - ra3, pacg)acoBaHHbIN C Liefblo TPaHCMOPTUPOBKN, KOTOPbLIN OCTAETCH YaCTUYHO XUOKUM
unun TBepabiM Npu TemnepaType Bbiwe MuHyc 50 °C;

UuCTepHa - TEPMUYECKM U3ONUPOBAHHBIN KOHTEWHEP, YCTAHOBMEHHbIN Ha TPaHCNOPTHOe CPeacTBO ANS
NepeBO3KN CXKMKEHHOTO UM KPUOFEHHOTO rasa.

Mpunoxexne N 7

k MNpaBunam opraHnsauun
NpOM3BOACTBA U KOHTPOSIS KayecTBa
NeKapCTBEHHbIX CPeACTB

MPON3BOACTBO NEKAPCTBEHHbLIX PACTUTEJIbHbLIX MPEMAPATOB

[. IPNHLAIM
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1. JlekapcTBeHHble pacTuTenbHble npenapaTtbl MMEIT CIOXHYI npupody W pasHoobpasHble
XapakTepucTuKn, No 3TOW MPUYMHE MPU MX NPOM3BOACTBE OCOOYIO POflb UrpaeT KOHTPOSb UCXOAHbIX
maTepuanoB, YCMOBMW XpaHeHWs u nepepaboTkn. KMcxogHblM MaTepuanom npu  MNpov3BOACTBE
NeKapCTBEHHbIX pacTUTErbHbIX MpenapaToB SBNSAETCSH NeKapCTBEHHOE pacTUTErNbHOE  Cbipbe.
JlekapcTBeHHOE pacTUTEmnbHOE Cbipbe OOMKHO UMeTb Tpebyemoe kayecTBO, a NoAaTBepxaatrolme 3ToT
aKkT gaHHble OOIMKHbI ObiTb NpefocTaBneHbl MOCTABLUMKOM WMCXOAHbBIX MaTepuarnioB npou3BoAMTento
neKapCcTBEHHOro pacTUTeNbLHOro npenaparta. [ns obecneyeHusi ka4ecTBa ekapcTBEHHOrO PacTUTENbHOIO
cblpbs MOXeT noTpeboBaTbesa 6onee nogpobHas MHopmaums o cnocobe ero NonyyYeHus (BbipalumBaHms).
OT160p ceMsiH, yCroBus KynbTUBUPOBaHMSA M cbopa ypoxas SBMSIOTCA BaXKHbIMW acnekTamy KadecTBa
NeKapCTBEHHOrO pacTUTENbHOrO ChipbA WM MOTYT BnUSiTb Ha MOCTOSIHCTBO KayecTBa rOTOBOrO
neKapCcTBEHHOro pacTuTenbHoro npenapata. [ng uenen Hagnexaluero BbipalinBaHms n cbopa pacteHui
B OTHOLIEHMN COOTBETCTBYHLIEN cucTembl obecneyeHuss KayecTBa peKOMEHAyeTCA MNpUMEHATb
yTBepxaeHHoe KomnTeTomM no pacTuTernbHbIM NekapCcTBEHHbIM nNpenapaTtam EBponerickoro areHTcTBa no
nekapcTBeHHbIM cpeacTBaM PykoBoACTBO MO NpaBuiaM Hagnexallero BolpallMBaHus n cbopa McxogHoro
Cblpbsl pacTuTensHoro npovcxoxaeHust (GACP) <*>,

<*> CnpaBo4HO: PykoBOACTBO MO MpaBunaMm Hagnexaiwero BbipalimBaHusa 1 cbopa MCXOZHOro Cbipbs
pactutenbHoro  npoucxoxgexHus (GACP) onybnukoBaHo no agpecy B WHMOPMaUMOHHO-
TeneKOMMYHUKaLVOHHOW cetn WHTepHeT:
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003362.pdf

2. Hactosuwee anIﬂO)KeHVIe pacnpocTtpaHdeTcd Ha BCe WCXOoAHble MaTtepuarnbl pacTUTEes1bHOIo
NPONCXoXAeHnsA, B TOM YMUCIEe Ha JIeKapCTBEHHOE pPaCTUTENIbHOE Chbipbe.
3. OcobeHHoCTH NPUMEHEHNA pa3fiMYHbIX MpaBusl, B TOM 4YUCIi€ HaCTOoALMX I'Ipanm, K nNpoun3BoAcCTBY
NeKapCTBEHHbIX PAaCTUTENIbHbIX NMpenapaTtoB npmneeaeHbl B Tabnuue N 1.

Tabnmua N 1. OcobeHHOCTM NpuMeHeHus1 [paBun K MPOW3BOACTBY NEKAPCTBEHHbLIX PaCTUTENbHbIX
npenaparos <*>

<*> B paHHow Tabnuue npegcrasneHa paclimpeHHas nogpobHas nHpopmauus B OTHOLWEHWW pasgena no
nekapCTBeHHbIM pacTuTenbHbIM Npenapatam Tabnuusl N 1 B rnase IV HacToAwwmx Mpaswun.

Bugbl pabot MpaBuna maBa IV masa Il
Haanexatiero HaCTOALLMX HaCTOSALLMX
BblpaLlMBaHua 1 Mpasun Mpasun

cbopa (GACP)

KynbTmBrnpoBaHue n cbop pacteHuin, BoOOPOCHEN,
rpnboB 1 N1LanHUKOB, cOOp aKcCyaaToB
(BblaENEeHNN)

Peska 1 cylika pacTeHuin, Bogopocnew, rpnbos,
NMWaNHUKOB U 3KCCyaaToB (BblaeneHumn) <*>

OTX1M pacTeHU N neperoHka <*+>

NamenbyeHune, o6paboTka aKCCyaaToB, SKCTPaKUUS
13 pacTeHui, dpakLUOHNPOBaHME, OUYNCTKAE,
KOHLIEHTPMPOBaHUe Unn depmMeHTaLms
pacTUTeNbHbIX CybcTaHLuiA

HanbHelwasa obpaboTka Ans nonyyYeHus
nekapcTBeHHON opMbl, BKMHOYas yNakoBKy
nekapcTBEHHOro npenapata
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MpnmeyaHus:

<*> [Npon3BoguTENN OOMKHbI rapaHTUPOBATb, YTO AaHHbIE CTaAuUn OCYLLECTBIIAOTCS B COOTBETCTBUN C
YyCTaHOBMNEHHbIMM TpeboBaHuaMU. [N HavanbHbIX CTagui NpUMeEHUMbI CTaHgapTbl PykoBoacTtBa no
npaBunaMm Hagnexaiwero BblpalivMBaHus M cbopa MCXOOHOrO Cbipbsl PACTUTENBHOIO MPOUCXOXAEHUS
(GACP). Hactoswme lNMpaBnna NpUMeHSOTCS K MPON3BOACTBEHHBIM CTaaUsAM PE3KM U CYLLIKU.

<**> B OTHOLIEHMM CTagun OTXKMMa pacTeHUA U NeperoHkn (ecrnm Heobxooumo, 4TOOblI 3TK paboThl
COCTaBMANM HEOTbEMIEMYIO YacCTb onepalui 3aroTOBKM C LeNbio COXpPaHEHWUsl KayecTBa MpoayKLMK B
pamkax yTBepXOeHHbIX cneuudukalmin) cHuTaeTcs npuemMnemMbiM Nx NPoOBEeAEHME B YCNOBUSX 3aroTOBKM,
ecnn KynbTUBMPOBaHWE ocyllecTBnaetTca B cooTBeTctBuM ¢ GACP. Takue ycnosus crnegyet
paccmaTtpuBaTb Kak MCKIoYeHne n 0ob60CHOBbIBaTE B AOKYMEHTaX PErncTpaumoHHOro gocke. Ons Ttakux
paboT, ocyLlecTBnsieMbIX B YCMOBUSX 3aroTOBKW, HeobxoamMmo obecneunTb COOTBETCTBYHOLLYHO
AOKYMEHTAaLMI0, KOHTPOIb 1 BanuaaLmio COrnacHo npyvHuunam HacTtoswmx Mpaswun.

II. TOMELLEHVA N OBOPYOOBAHNE
30HbI XpaHeHust

4. (1) lekapcTBeHHOE pacTuTenbHOE Cbipbe HEOOXOAMMO XPaHUTb B OTAENbHbIX 30HaX. OTW 30HbI AOIMKHbI
ObITb 3aLUMLLEHbl OT NMPOHUKHOBEHNS B HUX HACEKOMBbIX U XMBOTHbIX, OCOBEHHO rpbl3yHOB. [JOMmKHbI ObITb
NPUHATBI 3PEKTMBHBIE Mepbl MO NPEeAOTBPALLEHUI0 PACNPOCTPaHEHUs NIOObIX TaKUX XMBOTHbLIX U
MWKPOOPraHNM3MOB, MPUBHOCUMBIX C NEKapCTBEHHbIM pacCTUTENbHbIM CbipbeM, ANs NpeaoTBpalLeHus
depMeHTaLUmM Unn pocta NeceHun, a Takke NePeKpecTHOn KOHTamuHauun. Heobxoammo Mcnonb3oBaThb
BblOENEHHbIE 30Hbl AN KapaHTMHA MOCTYMaloLWero JieKapCTBEHHOIO pPacTUTENbHOMO Chipbs U
NeKapCTBEHHOIO PacTUTENBHOIO Cbipbs, PA3pPELLEHHOO AMS UCMOMb30BaHMs.

5. (2) 3oHa xpaHeHMsa OOMMKHA XOPOLLO BEHTUNMPOBATbLCA. [1opagoK pasmeLLeHnst yNnakoBOK HE OOIDKEH
NpensaTcTBoBaTb CBOOOAHOW LIMPKYNSALMM BO34yXa.

6. (3) Ocoboe BHUMaHME HEOOXOAMMO yAENSATb YNCTOTE M Hagnexawemy o6CnyXnBaHMo 30H XpaHEHUS,
0ocobeHHOo TaMm, rae obpasyeTcs Mbib.

7. (4) Ecnn gns xpaHeHMs WCXOAOHbIX MaTepuarioB M JeKapCTBEHHbIX pacTUTerbHbIX npenapaToB
TpebyloTcs 0coOble YCNOBMS B OTHOLLEHWMN BRAaXXHOCTW, TEMMNEpaTypbl U 3alUMTbl OT CBETA, TAaKNE YCIoBUst
HeobxoammMo obecnednBaTb U KOHTPONMPOBATb.

lNponssoacTeeHHas 30Ha

8. (5) Mpu oTtbope npob, B3BelWMBAHWMMW, CMELUMBAHUA W OPYrUX TEXHOIOTMYECKUX oOnepauusix C
NeKapCTBEHHbIM pacTUTENbHBIM ChIPpbEM, COMPOBOXAAMLMXCS Mblieobpa3oBaHuemM, Heobxoanmo
npvHUMaTb ocobble Mepbl MO NOAAEPXKaAHUKD YMCTOThI, @ TakkKe MO MpefoTBpPaLLEHNIO NEePEKPECTHOrO
3arpasHeHuns (yganeHve nbinu, BoliAeneHme crneumanbHbIX MOMELLEHUNR).

O6opynoBaHue

9. (6) O6opypoBaHue, ¢unbTpylOLME M UHbIE MaTepuanbl, UCMNOMb3yeMble B MPOU3BOACTBEHHOM
npouecce, OOSMKHbI OblTb COBMECTUMbI C pPacTBOPUTENEM, WCMONb3yeMbiM [Af1 3KCTpakuuu, Ans
npefoTBpalLeHns  Kakoro-nMbo BblAENeHMs WM HexenatenbHon abcopbumm  nekapcTBEHHOro
pPacTUTENbHOIO Cbipbsl, KOTOPLIE MOFYT NOBMMATL Ha NPOAYKLMIO.

. AOKYMEHTALUWA
CneundukaLmm Ha UCXOQHOE Chipbe

10. (7) MponsBoauTenu nekapcTBeHHbIX pacTUTENbHbIX NpenapaToB AOMKHbI YOeaUTbCA B TOM, YTO OHM
UCMOMb3YIOT TOSBKO TO NEKapCTBEHHOE pacTUTErNbHOE Chipbe, KOTOPOEe MPou3BeaeHO B COOTBETCTBUN C
HacToswmmu Mpasunamu (¢ yyetom Tabnuubl N 1 HacToswero MNpunoxeHus) n permcTpaunoHHbIM 4OChe.
Heobxooumo MMeTb MCYepnbIBaoLWYy AOKYMEHTaLUI0, KacaloLwwycs OLEHKN MOCTaBLUMKOB MCXOAHOMO
Cblpbsi PacTUTENbHOrO MPOUCXOXAEHWUS, MPOBEAEHHOW NMBO camMnM MPOM3BOAUTENEM JEKAapPCTBEHHOrO
pacTuTenbHOro npenapata, Mbo No ero NOPy4EeHUo UHbIMK NMuamMun. Pe3ynbTaTbl OLEHKU NMOCTaBLLMKOB
B OTHOLLUEHUWN NEeKapCTBEHHOro PacTUTENbHOrO Chipbs SABMAIOTCA OCHOBOMONarawwmMyM Ons KadecTBa
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nucxogHoro cbipbs. lNMpousBogutens obpallaeT BHMMaHME Ha TO, YTO MOCTaBLUMKU FeKapCTBEHHOro
pacTUTENBHOIO Chipbs MNWM npenapata paboTalT B COOTBETCTBMM C PyKkoBOACTBOM MO MpaBuiiam
Haanexallero BblpallmMBaHms 1 cbopa NCXOOHOro Cbipbsl pacTUTenbHOro nponcxoxaenus (GACP).

11. (8) [ns Toro 4ToOblI COOTBETCTBOBATL TPEOGOBAHUAM, YCTAHOBIEHHBLIM MyHKTaMK 92 - 134 HacTOALWMUX
MpaBun, B cneyudmkaumm Ha nekapcTBeHHOE pacTUTENbHOE Cbipbe UMW NEKAPCTBEHHbIE PaCTUTENbHbIE
npenapaTbl Heo6XoAMMO BKMOYATb:

Hay4yHOe Ha3BaHWe pacTeHus B COOTBETCTBMM C BuHapHoOW cuctemon (poAd, Bwabl, Noasuabl K (uUnn)
pasHOBMAHOCTM, a Takke aBTopa (Hanpumep, JIuHHen), npu Heo6xoaMMOCTHK TaKke creayeT npeacTaBuTb
WHYIO MHpOpMaLMo (Hanpumep, Ha3BaHWe copTa, XeMOTUMUYECKYIO Pa3HOBUAHOCTb);

noApobHbIe AaHHbIE O MPOUCXOXAEHNW paCTEHUS (B YaCTHOCTW, CTPaHa Ui PerMoH npomspacTtaHus nnbo
KynbTUBMPOBaHWNS, BPEMS U CNocob 3arOTOBKW, BEPOSTHO MCMONb30OBaHHbIE MNEeCcTULMObl, BO3MOXHOE
pagnoaKkTMBHOE 3arpsi3HeHue);

CBeeHMns 0 TOM, Kakasi(ne) yacTb(K) pacTeHms ucnonb3yeTcs(loTcs);

MHGOPMaLMIO O CNOCcOOe CYLLIKW, ECIIN UCMOMNb3YIOT BbICYLLIEHHbIE PACTEHNS;

onncaHve NeKapCTBEHHOIO PacTUTENbHOMO Chipbs, @ Takke OaHHble ero Makpo- M MUKPOCKOMMYECKOro
nccrnegoBaHui;

AaHHble 0 HeOOXOOUMBIX WUCMbITAHUSIX HA MOAMMHHOCTL, BKIOYasd Npu HeobXoaAMMOCTU MCNbITaHWUS Ha
NOAMNVHHOCTb ONSA WMHIPEAMEHTOB C M3BECTHOW TepaneBTUYECKON akTMBHOCTBbIO MM mapkepoB. Ecniun
nekapcTBeHHOE pacTUTernbHOE Cbipbe MOXHO (hbanbcnduumpoBaTtb U (MM) NOAMEHUTL, TO HeobxoanMbI
cneundunyHble anddepeHumpyrowme ucnelitaHusa. Ona onpegeneHns nNoagMHHOCTU B pacrnopsKeHuu
AOMKeH bbITb ayTeHTUYHbIN 0bpa3sel Ans CPaBHEHUS;

cogepxaHve Bnaru B feKkapCTBEHHOM pacTUTENbHOM Chbipbe, OnpegenseMoe B COOTBETCTBMU C
TpeboBaHusimn locygapcTeBeHHON dhapmakonen Poccuiickon Pepgepauuu;

METOAMKN KONMYECTBEHHOTO OMNpPeAeneHnss KOMMOHEHTOB C U3BECTHOW TepaneBTUYECKOW aKTUBHOCTbLIO
unu, ecnu HeobXxooMMO, MapKepoB, a Takke MeToAbl, NPUrO4Hble ANsl ONpeAeneHusi BO3MOXXHON
KOHTaMMHaUuMn nectvumMgamu un npegensl MNpUEMMEMOCTM B COOTBETCTBUM C  TpeboBaHuAMM
locynapctBeHHon dhapmakonen Poccuiickon depepaumn, wnn, Opyu OTCYTCTBMM  ddapMaKkonemHbIX
TpeboBaHWi, COOTBETCTBYIOLLUIA BannanpoBaHHbIA METOZ, ecrnn He 060CHOBaHO MHOE;

METOAMKN MCNbITAaHWA MO onpegeneHnio rpubkoBor M (MAM) MUKPOBHOW KOHTaMWUHaLMK, BKOYas
adnaTtoKkCuHbI, Apyrve MUKOTOKCMHBI M MHBA3WIO napasvTamu, a Takke OOoMyCcTMMble npeaensl, ecnu
HeobxoaMMmo;

METOAMKN MCMBbITAHUA Ha HanNuumMe TOKCUYHBLIX METAanmoB, a TakkKe Ha BO3MOXHbl€ KOHTaMWHaHTbl U
np1vMecK, ecnv HeobxoaMMOo;

METOAMKN UCMbITaHUI Ha HanNn4Yne MHOPOAHbIX MaTepuanos, ecnn Heobxoanmo;

Apyrve BuAbl KOHTPONS B COOTBETCTBMU ¢ TpeboBaHuaMK "ocyaapcTBeHHon dapmMakonen Poccuinckomn
degepaumn.

12. Jliobas npoBegeHHas obpaboTka ANA CHUXKEHUS TPUOKOBOM M (MIIM) MUKPOBHOW KOHTaMmnHauum nmbo
OPYron WHBa3WM [JOJKHA OdOpMAATbCA [OKyMeHTanbHo. Heobxoaumo vMMeTb B pacnopsbkeHun
cneyndmrkKaLmm n MeToauKn, KOTopble JOJPKHbI BKITHOYaTh NoapoOHbIe CBeAeHMS O npolecce 06paboTku u
UCMbITaHUAX, a Takke NpeernbHble 3HaYeHMs OCTaTOYHOW KOHTaMUHaLNW.

TexHonornyeckme MHCTPyKLUM

13. (9) B TeXHONOrMYECKMX MHCTPYKUMAX AOMKHbI BbITb ONMCaHbI pasnuyHble onepaunm, ocyecTBnsemMble
C NeKapCTBEHHbIM pacTUTENbHbIM CbiIpbeM, Takme Kak O4MCTKa, CyLlKa, u3Mernb4YeHne u npocemBaHue, a
TaKke AaHHble O NPOAOINKUTENBHOCTU U TEMNepaTtype CyLIKU U MeToAax, UCNoNb3yeMblX AN KOHTPONs
pasMepoB )parMeHTOB KYCOYKOB UMW YacTuL,.

14. (10) JomkHbl ObITb YTBEPXOEHHbIE MHCTPYKLUMM 1 3aMUCKU, KOTOPbIE FapaHTUPYHOT, YTO KaXKA0e TapHoe
MECTO C NeKapCTBEHHbIM pacTUTENbHbIM Cbipb€M MPOBEPEHO C LeNblo OBGHapyXeHus Kakow-rnmbo
danscudrkaumm, NOAMEHbI, HanM4ymMa NOCTOPOHHMX MaTepuanoB (TakMxX kak dparMeHTbl MeTanna umm
CTeKra, OCTaTKM XXUBOTHbIX UIN UX IKCKPEMEHTbI, KAMHU, MeCOK) NGO NPU3HAKOB MHUEHWS.

15. (11) TexHONOrM4YeCKNe MHCTPYKLMM OOIMKHbI COAepXKaTb METOAbI yAaneHns NoCTOPOHHMX MaTepuraros
N COOTBETCTBYIOLME METOAUMKU OYMCTKM U (Mnm) oTbopa maTtepuana pacTUTENbHOIO MPOUCXOXKOEHWS
nepen ero xpaHeHWeMm B KayeCTBE Pa3peLlEeHHOro JIeKapCTBEHHOrO PacTUTENbHOrO ChbipbsS UMM nepen
Hayanom nNpou3BoaCcTBa.

16. (12) VHCTpyKUuMmn NO MPOM3BOACTBY NEKAPCTBEHHbBIX PacTUTENbHbBIX NMpenapaToB AOMKHbI BKIIOYaTb
noapobHble CBeAeHUs O pacTBOpWUTENne, MPOAOIDKUTENBbHOCTM W TemnepaType 3JKCTparMpoBaHus,
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nHopMaUmIo 0 NMBbIX CTaAMsAX KOHLEHTPUPOBAHUS U UCTIONb3yeMbIX cnocobax.
IV. KOHTPOIb KAYECTBA
OT60p npob

17. (13) MNMockonbKky NekapcTBeHHOE pacTUTeNnbHOE Chipbe MO CBOEN Npupoae HeogHOpPOoAHO, oT6op Npob
N3 Hero OOMKeH OCYLLecTBNATb nepcoHan, obnagawowmin cneuynansHbiMM HaBblikamn. Kaxxayo cepuio
cnenyeT naeHTUULUMpoBaTh NO OKYMEHTALUUN Ha 3Ty CEPUI0.

18. (14) Heobxoammo coxpaHsATb KOHTPONbHble 00pasLbl NeKapCTBEHHOrO pacTUTENBLHOrO Chipbs. [pu
NPOM3BOACTBE MOPOLLKOB HeobxoaMmo coxpaHaTb obpasubl HEeU3MeNbYEeHHOro feKapCTBEHHOrO
pacTUTENBHOIO ChIpbS.

19. (15) lNepcoHan, NPOBOASLUIA KOHTPONb Ka4ecTBa, AOIMKEH UMETb CreLManbHyo NoaroTOBKY M OnbIT
paboTbl C NIEKapCTBEHHBIM PACTUTENbHbLIM CbIpbEM, MPOMEXYTOYHBIMW NPOAYKTAMU UMW NIEKAPCTBEHHLIMU
pacTuTenbHbIMW NpenapartamMu Ansi NPOBEAEHUS UCMbITAHWA Ha MOAMWHHOCTbL UM HanmuMyne npuMmecen,
BbISIBIIEHWNSI B MOJSTYYEHHOM ChIpb€ poCTa rpuMboB, 3apaXeHus ambapHbIMU BPEOMTENSIMU, BbISIBIIEHUS
HEOHOPOAHOCTU CbIPbSi.

20. (16) NoanMHHOCTb M Ka4eCTBO NEKapPCTBEHHOrO PACTUTENBHOMO CbIpbsi, MPOMEXYTOYHbIX NMPOAYKTOB 1
NeKapCTBEHHbIX pacTUTENbHbIX NpenapaToB HEOH6X04MMO onpeaensaTe B COOTBETCTBMU C TpeboBaHUsIMU
locynapctBeHHo  hapmakonen Poccuickon depepauumn, HOpPMaATMBHOW  JOKYMEHTaUUW  UnuU
HOPMaTUBHOIO JOKYMEHTA.

MpunoxexHne N 8

k MNpaBunam opraHnsauuun
Npon3BOACTBA U KOHTPOISA KayecTBa
neKkapcTBEHHbIX CPeacTs

OTBOP MPOB NCXOOHOIO CbIPbA U YINAKOBOYHbBIX MATEPUATIOB
[. AIPNHLAIM

1. OT60p NPOO ABNsIETCA BaXXHOW onepaumen, Mpu KOTOpor oToMpaeTcs TonbKo HeborbLIas YacTb Cepun.
[ocToBepHble 3aKkMOYEHNsT MO OTHOLUEHUIO KO BCEW CEPUU HE MOMYT OCHOBBLIBATbCA HA MCMbITAHUSX,
NPOBEAEHHBIX Ha HenpeacTaBUTENbHbIX Mpobax. lNMpaBunbHbI O0TOOP MPo6 sABNSETCA HEOTbEMMEMOM
YacTbio hapMaLEeBTMYECKON cMCTEMbI KadecTBa. lNMpaBunna oT6opa Npob ycTaHoBMNEHbI NyHKTamu 214 - 217
HacTosAwwmx MNpaeun. Hactoswee MNpunoxeHue coaepXxuT JOMNONHUTENbHLIE TpeboBaHUS No oToopy Npob
WCXOAHOrO Chipbsl U YNAKOBOYHbIX MaTepuaros.

[I. MEPCOHAN

2. (1) Nepconan, nposogdAwmn otbéop Npob, AormKeH NPONTU HavanbHoe obyvyeHne n B NocrneayLem
perynspHo oby4yaTbCA AMCUMMNUHAM, MMEILWMM OTHOLIEHWe K npaBurbHOMY OT6opy npob. Takoe
obyyeHne OOMMKHO BKIOYaTb PacCMOTPEHME CreayHoLLMX BONPOCOB:

nopsiaok otTbopa npoo;

yTBepXAeHHble Npou3BoaMTeNneM UHCTPYKLUK no oTbopy npob;

meToabl 1 obopyaoBaHue, ucnonb3yemble nNpu otéope npoo;

PYCK NepeKPecTHON KOHTaMUHaLMK;

Mepbl MPeaOCTOPOXHOCTU, KOTOpble HeoOXOAMMO NPWHMMAaTb B OTHOLIEHWM HEeCTabunbHbIX U (MnAwn)
CTEepPUIbHbIX BELLECTB;

Ba)XXHOCTb MPUHSATUA BO BHUMaHWE pe3ynbTaToB BU3yanbHOW OLEHKW BHELHEero BuMaa MaTepuarnos,
YMaKkoBOK M 3TUKETOK,;

Ba)XHOCTb JOKYMEHTaIbHOro 0oopMIeHmns nodbix HenpeaBMAEHHbIX UM HEOObIYHBIX 0BCTOATENBLCTB.
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1. N\CXOOQHOE CbIPbE

3. (2) NoanNMHHOCTL BCEN CEPUN UCXOOHOTO CbIpbsi, KaK MPaBWiO, MOXET ObiTb rapaHTUpOBaHa TONbKO
Torga, Korga otaenbHble NpoObl BbinM 0TOGpaHbl U3 BCeX EMKOCTEN U UCMbITaHWE Ha MOEHTUYHOCTb ObINo
npoBedeHo Ans Kaxgon npobbl. [donyckaetcs otbupaTe Npobbl TOMBKO M3 4acTM E€MKOCTEN, ecrnu
paspaboTaHa npowefwas Banvaaumnio npoueaypa, rapaHTMpyroLas, YTo HM 0gHa €MKOCTb C UCXOAHbIM
CbipbeM He Bbina HenpaBubHO MapKMpOBaHa.

4. (3) Mpwn Takon Banuaaunm He0BXO0ANMO Yy4YNTbIBATh, MO KPANHEN Mepe, cneayoLlime acnekTbl:

OaHHble O Mnpou3BoauTeNne U MocTaBLUKe (UX TUN U TEKyllee COCTOsIHME), a Takke WX NOHUMaHue
TpeboBaHui HacToAwwmx MNpasun;

Hanuyne cucteMbl obecneyvyeHns KayecTsa y NpoM3BOAMTENS MCXOAHOTO CbIPbS;

YCINoBMS MPOU3BOACTBA, NPU KOTOPbIX MCXOAHOE Chipbe NPOU3BOASAT U KOHTPOIUPYIOT;

XapaKTep M CBOWCTBA MCXOLHOIO Cbipbsi U NIEKAPCTBEHHbLIX NpenapaTtoB, AN NPOU3BOACTBa KOTOPbIX OHO
OyaeT ucnonb3oBaTtbCsl.

5. lMpu Takonm cucTteme npouenypa, nNpoleflas Banvgauui M ocsoboxaarwasa OT npoBefeHus
UCMNbITaHWIA MOANTMHHOCTM NCXOOHOIO Chipbsi B K&XKAOW MOCTYNalLLEA eMKOCTH, MOXET ObiTb Nprvemnema
Ans:

NCXOOHOIO CbIpbsi, MOCTYyNawLWwero oT 04HOr0 NPOU3BOAUTENS UK C OQHON NPON3BOACTBEHHOWN NNOLLAAKY;
NCXOOHOrO Cbipbsi, MOCTYNaKLWEero HENOCPEACTBEHHO OT MPOU3BOAMUTENS MMM B €MKOCTW, OonevYaTaHHON
npoussoguTenemM, npuyem 3TOT MOCTaBWMK MMeeT 6e3ynpevHylo penytauuio, U ecnv npoBOAdATCS
perynsapHble ayautbl cuctemMbl obecneveHns Kayectsa NpoM3BoaUTENS Nokynatenem (NpousBoauTenem
nekapcTBEHHOro npenapara) unm ouumanbHO akKpeanTOBaHHBIM OPraHOM.

6. Takaa npouenypa He MOXeT yAOBNETBOPUTENBHO NPONTU Banuaaumio U NCNonb3oBaTbCs ANs:
WUCXOOHOrO Cbipbsl, MOCTaBMASIEMOrO MNOCPEAHMKaMW, Korga Mpou3BOAWUTENb HEW3BECTEH WU He
noasepraeTcs ayanTy;

NCXOOHOIO CbIpbsl, UCMONb3yeMOro Ansi NPOVM3BOACTBA NapeHTeparbHbIX NeKapCTBEHHbIX NpenapaTos.

7. (4) KayecTBO cepum MCXOQHOMO Cbipbsi MOXET ObITb OLlEHEHO Npu OTOOPE M NPOBEAEHMU UCTbITaHNSA
npeactaBuTEnbHOM Npobbl. [ns 3Tonm uenu MoryT ObiTb MCMOMNb30BaHbl NPoObl, OTOOGpaHHble AOnsi
ucnbiTaHun noanuHHocTu. Konnyectso npo6, oTobpaHHbIX AN NonyvyeHus npeactaBuTenbHON npobbl,
OOIMKHO ObITh ONpeaeneHo CTaTMCTMYECKN 1 yka3aHo B nnaHe otbopa npob. KonnyecTso oTaenbHbIX Npob,
KOTOpble MOTyT ObITb CMELLaHbl AN PopMNpPOBaHNSA cpeaHen Npobbl, Takke A0MKHO ObiTb OnpeaeneHo ¢
y4yeTOM BuAa Cbipbsl, CBEAESHWUI O NOCTaBLLMKe U OOHOPOAHOCTU cpeaHewn npobbl.

IV. YITAKOBOYHbLIE MATEPWAIbI

8. (5) B nnaHe no otbopy nNpo® ynakoBOYHbIX MaTepuarioB AOMMKHO OblTb YYTEHO, MO KpanHen mepe,
crnegyioulee: nNofyyYyeHHOe KonuyecTBo, Tpebyemoe KayecTBO, XapakTtep Marepuana (Hanpumep,
nepBMYHbIE YMaKOBOYHble Martepuanbl W (MnM) nevyaTHble YNakoBOYHble MaTepuansl), MeToAbl
NpouM3BOACTBA, a Takke cBedeHUs O cucTemMe obecneyeHus KavecTBa NPOM3BOAUTENS YNaKOBOYHbIX
mMaTepuanoB, OCHOBaHHblE Ha pe3yfbTaTax NnpoBeAeHus ayauToB. Konnyectso oTbnpaembix Npod 4OMKHO
ObITb ONpegeneHo CTaTUCTUYECKM M YKa3aHo B niaHe no otbopy npob.

MpunoxexHne N 9

K MNpaBunam opraHnsauun
NPOU3BOACTBA M KOHTPOS KayecTBa
nekapCTBEHHbIX CPeACTB

MPOM3BOACTBO XWUOKOCTEWN, KPEMOB 1 MA3EWN
[. IPNHLAIM

1. XKungkoctun, Kpembl U Masm 0cobeHHO MNoABEepXKeHbl MUKPOOHOM W MHOWM KOHTamuHauuu. [loatomy
HeobX0AMMO NpVHUMAaTBL crieumarnbHble Mepbl MO NpeaynpexaeHunio nobor KoHTammuHaumu.
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[I. TOMELLEHNA N OBOPYOOBAHUE

2. (1) OAns 3awuTbl OT KOHTaMUHALUMW MPU NPOM3BOACTBE M MEepeMeLleHnn NpoayKuMm pekomeHayeTcs
MCMNomb30BaTh 3aKpbITble CUCTEMBI. [1PON3BOACTBEHHbIE 30HbI, B KOTOPbLIX HAXOAUTCH OTKPbITast IPoAYyKUMS
UNM  OTKPbITblE YUCTble YNaKOBKW, Kak npaBurno, Heobxoaumo 9SdPdEKTMBHO BEHTUNMPOBATL
OTUNBTPOBAHHLIM BO3YXOM.

3. (2) KoHCTpyKuus u pacrnonoXeHue peakTopoB, €MKOCTel, TpybonpoBOOOB W HACOCOB [AOJSMKHbI
npegycmartpuBaTb yAo6CTBO MX OUMCTKU U, NpU HEOBXOAUMOCTM, caHuTapHom obpaboTku. B yacTtHocTh, B
KOHCTpyKUMM 0BopyaoBaHUS [OMKHO ObiTb CBEOEHO K MWHMMYMY Hanuyiue HeAOCTYMHbIX 30H Wnuv
Yy4acTKOB, B KOTOPbIX MOFYT CKannmMBaTbCHA OCTATKU MNPOAYKUWW, co3haBasi cpeay Ans pasMHOXEHWUs
MMWKPOOPraHU3moB.

4. (3) MNMpwn HaNMM4YMM BO3MOXHOCTW HE criegyeT UCMoNb30BaTh annapaTtypy 13 ctekna. Kak npasuo, 4actu
060pyaoBaHNs, KOHTAKTUPYIOLWME C NPOAYKUMEN, OOIMKHbI ObiTb U3rOTOBMEHbI N3 BbICOKOKAYECTBEHHOM
HepXxaBerLLewn cTanu.

1. NIPOM3BOACTBO

5. (4) Heobxogumo yCTaHOBUTb W KOHTPONMMPOBATb KayYeCTBO WCMOMb3yeMOW BOAbl B OTHOLUEHUM
XUMUYECKON U MUKPOBUONOrM4eckon YnCToTbl. Bo m3bexaHue pucka pasMHOXEHMS MUKPOOPraHM3MOoB
obcnyxmMBaHve CUCTEM MOArOTOBKM BOAbI AOIMKHO ObITb OpraHM3oBaHO Haanexawwym obpasom. locne
nobon XMMUYECKOW CaHUTapHOW ODOpaboTKM CMCTEM MOArOTOBKM BOAbI MX HEOOXOOAMMO NpOMbIBaTb B
COOTBETCTBMM C MpOLeaypon, npolleflwen Banupauuio, KoTopasi rapaHTUpyeT nofHoe yaaneHve
AEe3MHMUNPYIOLLMX CPeacTB.

6. (5) KayectBo cbipbsi, MONy4aemMoro B eMKOCTAX Oonblioro obbema, AOMKHO MPOBEPSATLCA A0 MX
nepemMeLLLeHNs B EMKOCTU OIS XpaHEHNs.

7. (6) Heobxoaumo koHTponvpoBaTb Nepefady Cbipbs MO TpybonpoBoAdaM, YTOObl rapaHTUpoOBaTb WX
NOCTYMIEHNE B HY)KHOE MECTO.

8. (7) B nomelueHusix, roe CoOepXuTCA OTKpbITas NPOAYKUMS WM OTKPbITblE YUCTble YMaKOBKWU, HE
AONyCKaeTCs HaxoXdeHue matepuanoB, OT KOTOPbIX BO3MOXHO OTAENEeHWe BOMOKOH W  OPYrnx
KOHTaMWHaHTOB (HanpuMep, KapTOH NN AepeBsiHHbIE NOAAOHbI).

9. (8) Bo Bpemsi hacoBku He0bBxoaMMO 0becneynTb COXpaHeHWe OLHOPOOHOCTU CMECEM, CYCMEH3Un u
WHbIX HepacacoBaHHbIX NPOAYKTOB. lMpouecchl cMelwmnBaHna U pacoBKU OOIMKHbLI NPOWUTU Banuaaumio.
Ocoboe BHUMaHWe Heobxoanmo yaenatb obecnedyeHunio ogHOPOSHOCTM CMECH B Ha4ane, nocrie OCTaHOBOK
1 B KOHLe NMpouecca HanosIHeHus.

10. (9) Ecnu roToBbIl MPOAYKT YMaKoBbIBAeTCA He cpa3sy, HeobxoaAuMoO YCTaHOBWUTb MaKCUMarbHO
AONyCTMMOE BpeMsi 4O €ro yrnakoBKW, a TaKKe COOTBETCTBYHOLLME YCIIOBUS XpaHEHUS, KOTopble cneayet
cTporo cobnogaTe.

Mpunoxexne N 10

K MNMpaBunam opraHusamm
NPOu3BOACTBA M KOHTPOMS KayecTsa
nekapcTBeHHbIX CpecTB

nPOMN3BOAOCTBO
AO3NPOBAHHbLIX ASPO30JTbHbIX NEKAPCTBEHHbIX MNMPEMNAPATOB
nogd OABNEHWEM ONA MHTANTALUN

I. MPUHLNMN
1. Tpom3BOACTBO a3p030SbHbIX NEKAPCTBEHHbLIX MpenapaTtoB Mo [AaBfeHUWEM C  O03MPYHLLMMU

KnanaHamMmu, npeaHasHa4veHHbIX Onsa I/IHFaJ'IFILI.I/IVI, Tpe6yeT 0co00ro BHMMaHUA WU3-3a CI'IeLI.I/ICbVILIeCKOFO
Xapaktepa 3TOW nekapCTBEHHOW opmbl. OHO [OMKHO OCYLLECTBIATLCA B YCMOBMSAX, CBOOSALMX K
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MWHUMYMY KOHTaMUHaUuio MUKpoOopraHmamMmammn n 4actmuamu. OueHb BaXXHO Takke 00ecneunTb kKa4ecTBO
geTanen knanaHa, a B cnyyvyae cycneH3|/|17| - X OAHOPOAHOCTb.

[l. OBWWME TPEBOBAHWVA

2. (1) Kak npaBuno, ucnonb3ytotcsa ABa MeToaa NpoM3BoACTBa U HANOSTHEHUS:

a) (a) cuctema ABYXCTAAMMHOIO HaMoOMNHEHWs (HanonHeHwe noA AaBreHuem): dapmaueBTuyeckas
cybCcTaHuusa cycneHaupyeTcs B NponensnieHTe ¢ BbICOKON TeMnepaTypon KuneHusl, 403y CycneHsum nogatot
B KOHTEWHep, BCTaBMNAOT M OOXMMAIOT KMnanaH U 4epes LUTOK KranaHa BBOAAT MPOMNENNeHT C HU3KOW
TeMnepaTypon KUneHus Ang nonyvyeHus rotoBoro fiekapCTBEHHOro npenapaTa, Npy 3TOM NOAAEPXKMBAKOT
AOCTaTOYHO HU3KYI0 TemnepaTypy CyCneH3un dapmaueBTUYeckon cybcTaHuum B nponenneHte ans
CHWXEHWS NOTepb 3a CYET NCMapeHus;

©0) (b) npouecc 0OHOKPATHOrO HaMOJSIHEHUsT (XONOAHOE HanosnHeHue): dapMaLeBTUYECKY CybCcTaHLMIo
CyCneHOVpYoT B CMECW MNPOMEeSSIeHTOB M coAepXaT CYCNEeH3Wo Mof OAaBfEeHWEM MWIU MpU HU3KON
Temnepatype, NMbo OOHOBPEMEHHO NOoA OaBMEeHUEM WM MpU HU3KOW TemnepaTtype, 3aTeM NpoBOOUTCSH
HanosIHEHME YNaKOBKWU CYCNEH3NeN B OONH NPUEM.

[ll. TOMELLEHWA N OBOPYOOBAHWE

3. (2) NMponsBoACTBO M HAMOMHEHWE MPU HanM4YMM BO3MOXHOCTM HEOB6XOAMMO MPOBOAMTL B 3aKPbITbIX
cucTtemax.

4. (3) 3oHa, B KOTOPOW NPOAYKLMS UMW YUCTbIE KOMMOHEHTbLI COAEPXKaTCs OTKPbITbIMMW, AOIMKHA CHabXaTbcs
OoT(UNbTPOBaHHBLIM BO34YXOM M COOTBETCTBOBAaTb TPeOOBaHMAM K MPOM3BOACTBEHHOW Cpeae, Mo KpanHen
mepe, knacca D. BxoguTb B 30Hy criegyeT Yepes BO3AyLUHbIE LLMH03bI.

V. MPOM3BOACTBO M KOHTPOJIb KAHECTBA

5. (4) [Hosupylowme knanaHbl AnS asposonen HABNATCA 0Oornee CAoXHbIMM MO  CPaBHEHUKO C
BONbLUNHCTBOM YCTPOMWCTB, UCNOMb3yeMbIX B (hapMaLeBTUYECKON NMPOMBILLIIEHHOCTN. DTO AOMKHO ObiTh
Y4TEHO B cneumdmkauusax Ha HuX, a Tarke npu otbope nNpod n ucneitaHuax. Ocoboe 3HaveHue umeet
nposegeHne ayanta papManeBTUHEeCKON CUCTEMbI KayeCTBa y MPON3BOANTENS JO3MPYHOLLUNX KranaHoB.
6. (5) Bce »xmnaKocTu (B TOM YnCNe XUOKNE UMW CKUKEHHbIe NOA AaBneHneM razoobpasHblie NponeneHTbl)
AOMXKHbI 6bITb NPOUNBLTPOBaHbLI ANS YAaneHUs YyacTuu, pasmep KoTopbix 6onble 0,2 mkm. Tam, rge a1o
BO3MOXHO, PeKoMeHAyeTCH npoBedeHMe AOMNOMNHUTENbHOM duNbTpauuM HenocpeacTBEHHO nepen
HanosnHeHvemM.

7. (6) KoHTenHepbl 1 knanaHbl HEO6XOAMMO O4YuMLLaTh COMMacHO BanuAupOBaHHOW npouenype, koTopas
COOTBETCTBYET Ha3Ha4YeHU0 IeKkapCTBEHHOro mpenapata MW obecneumBaeT oOTCyTCcTBME Jftobon
KOHTaMUHaLuW, TaKOM Kak KOHTaMWHAUMA TEXHOSIOrMYEeCKMMU BCMOMOraTenbHbIMW MaTtepuanamm
(Hanpumep, CMa3oYHbIMK) MU MUKPOBHasA KoHTaMuHauus. Nocne oYNCTKM KnanaHbl AOMPKHbI XPaHUTBLCS B
YACTBbIX  3aKpPbITbIX €MKOCTHAX, Takke [OIKHbl ObiTb  MPUHATBI  Mepbl  NPEegOCTOPOXHOCTH,
npegoTBpaLLaloLLMe KOHTaMMHaUMI0 BO BpeMs nocrneayowmx onepauun, Hanpuvep, npn otéope npob.
YnakoBku AOMKHblI MOCTYNaTb Ha JIMHWKO HaMoNHEeHMs B YMCTOM BMAE WNM OYMWATbCA Ha JIUHWUK
HenocpeACTBEHHO nepes HamnorTHEHNEM.

8. (7) Heobxoanmo obecneuntb OAHOPOAHOCTL CYCNEH3MN B TOYKE HaMOMHEHWs B Xo4e BCero npouecca
HanosnHeHus.

9. (8) MNpwn ncnonb3oBaHMM MeToAa ABYXCTAAUNHOMO HanonNHeHNsa Ang AOCTUXKEHNS NpaBUibHOMO cocTaBa
HeobxoaMMo 06ecneyunTb TOYHYI0O Maccy BBOAMMBIX BeLLeCTB Ha obeux ctagmsx. [1oaTomy BO MHOrMx
cnyyasx uenecoobpaseH 100%-Hbli KOHTPOSb MACChl Ha KaXaon cTagun.

10. (9) KoHTponb nocrie HanonHeHWs OOMMKeH NoATBEPAMTb OTCYTCTBUE yTedek. [1poBepky Ha Hanuuune
yTeuek crieayeT NpoBOAWTb Tak, YTOObI HE AONYCTUTb MUKPOOHOWM KOHTaMUHALIMKU UM OCTaTOYHOW BRaru.

Mpunoxenne N 11
K MNMpaBunam opraHusaumm
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npon3soacTBa U KOHTPOJ1A Ka4vecTBa
NeKapCTBEHHbIX CpeacTB

KOMMbIOTEPU3MPOBAHHBIE CUCTEMbI
[. MPUHLAM

1. Hactosawee [lpunoxeHne npuMeEHSIETCA KO BCEeM TWUMaM KOMMbOTEPUSNPOBAHHBIX CUCTEM,
MCnosnb3yembIX B paMKkax AedATenbHOCTU, perynupyemMmon TpeboBaHmamm HacToawmx MNpasumn.

2. KomnbioTepuampoBaHHasi cuctema npeactaBnsgetr cobor Habop nporpamMHbIX W annapaTHbIX
KOMMOHEHTOB, KOTOPbIE COBMECTHO BbIMOMHAKT onpeaeneHHble (PyHKUMK.

3. TNpvMeHeHne KOMMNbIOTEPU3UPOBAHHOW CUCTEMbI AOIPKHO ObITb BanuaupoBaHoO, WMH(OPMaLUOHHO-
TexHonormyeckas MHpacTpykTypa A0MKHa NPONTK kBanudukauuio.

4. Ecnu komMnbloTEPM3NPOBaHHAsA CUCTEMA 3aMEHSET pyYyHOE yrpaBreHue, 3TO He JOIPKHO NPMBOAUTL K
CHWXEHWIO KayecTBa NpoAyKUMK, TEXHONOMMYECKOro KOHTporsa nnm obecnedeHuns kavectsa. ObLLme prcku
npoLecca He JOMKHbI BO3pacTaTb.

II. OBLUME TPEBOBAHUA
Ynpasnexue puckamm (1)

5. ynpaBneHme puckamm OO0IKHO NPUMEHATbCA B Te€4YeHUe XU3HEHHOro UuKna KOMI'IbI-OTepVI3I/IpOBaHHOIZ
cucTeMmbl B Liensix obecneveHnss 6e3onacHOCTM NaLUEHTOB, LENTOCTHOCTM AaHHbIX M KayecTBa npoaykuun.
B paMKax CUCTeMbl ynpaslieHNA pUCKaMn pelleHna no o6bemy BanMA4AUWOHHbLIX WUCMbITAHU W
npoBeaeHunto KOHTpOﬂeVI LEeNOCTHOCTM AaHHbIX AOSHKHbl OCHOBbIBAaTbCS Ha 0OOOCHOBAHHOW U
OOKyMeHTallbHO OcpopMﬂeHHOVI OLEeHKe puckoB KOMFIbIOTepI/I3VIpOBaHHOI7I CUCTEMBbI.

Mepconan (2)

6. HeobxogMmo noagepxuBaTb TECHOE COTPYAHMYECTBO MeXOy BCEM 3HA4YMMbIM MEpPCOHanom,
BOBJIEYEHHbIM B aHHbI NPOLIECC, TakMM Kak Bragernew npowecca, Bragenel cuctembl, yromHOMOYEHHbIe
nua 1 TeXHUYeckuin nepcoHan. Becb nepcoHan gomkeH MMeTb HEOOXOAMMYIO KBanuduKaLumio, YpoBeHb
AocTyna n onpegerneHHble NOMHOMOYMS ANS BbINOSIHEHUS BO3MOXEHHbLIX HA HEro 06s13aHHOCTEN.

MocTaBLwukn 1 nposargepsbl yenyr (3)

7. (3.1) B cnyyae ecnv Ang nocTtaBku, YCTAHOBKW, HACTPOMKN, 3aaHNs KOHDUTypauumn, NHTEerpupoBaHus,
Banvaauun, TeXHNUYecKoro obcnyxmeaHua (B TOM Yucre yepes yaarneHHbIn JoCTyn), MoauduKkauum munm
noAadepXXaHnst KOMMNbOTEPU3UPOBAHHBLIX CUCTEM, OKa3aHWs CBA3aHHbIX C HUMW ycnyr unm obpaboTku
OaHHbIX MpUBMEKalTCA TpeTbu nuua (B 4YacTHOCTW, MOCTaBLUMKW, MpoBamgepbl YCNyr), TO Mexay
npon3BoanTeneM W yKasaHHbIMW TPETbUMW fuLaMM 3akriovalTcs AOroBopbl. TakMumu [OroBopamu
pekomMeHOyeTCsl yCTaHaBnMBaTb OTBETCTBEHHOCTb TPETbUX NUL 3@ Hagnexaiwiee WCMNOfHEHWE CBOWUX
06s3aHHOCTEN.

8. (3.2) KoMNeTeHTHOCTb M HaOEeXHOCTb MOCTABLUMKOB SBMSIOTCH KMNIOYEBbIMU YCrOBUAMM Bblibopa
nocTasLLMKa NporpaMMHOro npoaykra wnu ycnyr. HeobxoammocTb OUEHKM nocTaBLuMka AOofkHa ObiTb
OCHOBaHa Ha OLlEHKE PUCKOB.

9. (3.3) JokymeHTaums, npunaraemMasi K KOMMepYecKu BbIMyCKaeMblM FOTOBbIM AfS WUCNONb30BaHUS
NnporpaMmHbIM MPoayKTaM, AormkHa OblTb paccMOTPEHA YNOMHOMOYEHHBIMW paboTHUKaMM NPpOn3BOANTENS
Ha nNpeameT COOTBETCTBUSA TPeboBaHUSIM NPON3BOAUTENS.

10. (3.4) NHbopmauumst o cuctemMe KayecTBa U OLeHKax NMOCTaBLLMKOB UMK pa3paboTynkoB NPorpaMMHOro
obecneyeHMsi N YCTAHOBMIEHHbIX KOMMbIOTEPU3UPOBAHHBLIX CUCTEM [OJPKHA OblTb [OCTynHa Ans
npegocTaBneHns nuuam, OCyLLEeCTBALWUM NPOBEPKY, MO UX TpeboBaHuio.

[ll. CTAOWA MNMPOEKTA

Banupauus (4)
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11. (4.1) BanngaumoHHas OOKyMeHTauus M OT4eTbl OOJPKHbI OXBaTbiBaTb COOTBETCTBYHOLUME CTaguuv
KM3HEHHOTO LMKMNa KOMMbIOTEPU3MPOBAHHOM cucTembl. [MpousBogutens AormkeH 0OOOCHOBaTb CBOU
CTaHZapTbl, MPOTOKOMbI, KPUTEPUM NPUEMIIEMOCTH, MPOLLEAYPbI U 3aN1CU Ha OCHOBE OLIEHKW PUCKOB.

12. (4.2) BanupauunoHHasi OOKyMEHTauusi OOSPKHA BKIKOYATb 3anucyM KOHTPOMS W3MEHeHU (ecnu
NPYMEHUMO) U OTYETHI O MOObIX OTKIIOHEHUSIX, BbIIBNIEHHbIX B X04€ Mpouecca Banuaaunm.

13. (4.3) [omxeH OblTb B HanUuMM TeKylWWUA nepedeHb (peecTp) BCEX WUCMNONb3yeMbIX
KOMMbIOTEPU3NPOBAHHBIX CUCTEM C YKa3aHMeM UX PyHKUMOHaNbHOCTW, nognagawniwen nog tpebosaHus
HacToswwmx Mpasun.

14. [Ina KpUTUYECKMX KOMMbIOTEPU3NPOBAHHBIX CUCTEM AOMKHbI ObITb B HannumMu nogpobHoe Tekyliee
onucaHue U3NYECKUX M JIOTMYECKMX B3aMMOCBSA3€EN, MOTOKOB AaHHbIX U UHTEPdENCOB C ApPYryMun
cuctemamu  wmnu  npoueccamu, Tpebyemble pecypcbl BCEro KOMMbIOTEPHOro 0B6opyaoBaHuA U
nporpamMmmHoro obecnedeHuns, AOCTYNHbIe Mepbl 6E30MacHOCTY.

15. (4.4) Cneuudmkaumm TpeboBaHMIA MONb30BaTENS AOMMKHbI ONUCLIBATb HeobxoguMmble QOYHKLUK
KOMMbIOTEPU3MPOBAHHOW CUCTEMbI HA OCHOBE JOKYMEHTarbHO OPOPMITEHHON OLIEHKM PUCKOB U BMUSHUS
C TOYKW 3peHns cobnogeHus HacToswmx Mpasun. TpeboBaHMsA NONb30BaTENA AOMKHbLI MPOCNEXMBATLCS
Ha NPOTSKEHWNM BCETO XXU3HEHHOTO LMKMNa KOMMbIOTEPU3NPOBAHHOW CUCTEMBI.

16. (4.5) NMpounsBogmnTenb AOMKEH NPEANPUHATL BCE MEPbI, rapaHTUPYOLLME, YTO KOMMNbIOTEPU3NPOBaHHAsA
cuctema paspaboTaHa B COOTBETCTBMM C Hagmnexallen CUCTEMOWN ynpasrieHWns kavyecTBOM. [NocTaBLUMK
AOMKeH BbITb OLEHEeH COOTBETCTBYOLMM 0Opa3om.

17. (4.6) C uenbio Banmaauun KOMMbIOTEPU3NPOBAHHBIX CUCTEM, U3FOTOBIIEHHbIX MO MHAMBUOYANbHOMY
3akasy unm moamduuMpoBaHHbIX B COOTBETCTBUM C TpeboBaHMAMM 3akasunka, Heobxoaumo paspaboTtaTb
AOKYMEHTVPOBAHHYIO  Mpouedypy  OUEHKM  KavyecTBa U 9KCMMyaTauUOHHbIX  XapakTepUCTUK
KOMMbIOTEPU3MPOBAHHOMW CUCTEMbI Ha BCeX 3JTanax €e >XW3HEHHOro LuKna ¢ 0dOpMIIEHMEM
COOTBETCTBYIOLLUX OTHETOB.

18. (4.7) Heobxogumo npenctaBuTb [oKa3aTenbCTBa COOTBETCTBUA METOOOB U CXEM TECTMPOBAHWS
KOMMbIOTEPU3NPOBAHHON CUCTEMbI. B YacTHOCTU, OOSMKHBI ObITb paccMOTpeHbl npeaernsl NapaMeTpoB
cuctembl (Npouecca), rpaHnLbl AaHHbIX 1 0bpaboTka owmbok. HeobxoamMmo fOoKyMeHTanbsHO ohopMuTb
OLEHKY COOTBETCTBUSA NPUMEHEHNSI aBTOMATU3NPOBAHHbLIX CPEACTB TECTMPOBAHUS U PEXUMOB UX PaboThl.
19. (4.8) Ecnu paHHble nepeBogATca B Apyron dopmat Mnm CUCTeMy AaHHbIX, Banvaauus OOIDKHa
BKIMOYaTb NPOBEPKY HEU3MEHHOCTU 3HAYEHNS 1 CMbICIIAa AaHHbIX B MPOLECCe NX MUTPaLUN.

IV. CTAOVA SKCIMITYATALINN
OaHHble (5)

20. KoMnbloTepuanMpoBaHHble CUCTEMbI, OCYLLECTBISIIOLME 3NEKTPOHHbIN OGMEH OaHHbIX C OPYrUMu
cucTemaMu, [OSHKHbl BKIOYaTb COOTBETCTBYHOLLME BCTPOEHHbIE CPEeACTBa KOHTPOSS MNPaBMIIbHOTO U
Be3onacHoro BBoJa 1 06paboTKM AaHHbIX C LIeNblo MUHUMU3aLUU PUCKOB.

KoHTponb To4HOCTHU (6)

21. [Ons KpUTUYECKUX [OaHHbIX, BBOAUMbLIX BPY4YHYL, HEObXoOAuUMO MNpeaycMoTpeTb AOMNONHUTENbHbIV
KOHTPOSb TOYHOCTU BBOAA AaHHbLIX. TOT KOHTPOSb MOXET OCYLLECTBMSATLCS BTOPLIM ONepaTopoM Mnu ¢
MOMOLLbI BanUAMPOBaAHHbIX 3MEKTPOHHbLIX CPeAcTB. KpUTUYHOCTL M NOTeHuMarnbHble nocrneacTeus
OWMBOYHOTO MNMU HEenpaBWUNBbHOFO BBOAA [AaHHbIX B CUCTEMY [OMKHbl OXBaTblBaTbCH CUCTEMOW
ynpaBreHns puckamm.

XpaHeHue faaHHbIX (7)

22. (7.1) JaHHble OOmMKHbI ObiTh 3alUMLLEHBbI OT MOBPEXAEHUN Kak (PU3NHECKMMUN, TaK N SNEKTPOHHLIMU
Mepamn. CoxpaHeHHble AaHHbIE LOIMKHbI MPOBEPATLCS HA AOCTYMHOCTL, YATAEMOCTb Y TOYHOCTb. [ocTyn
K AaHHBIM JOMmKeH ObiTb o6ecneyeH Ha NPOTSHXKEHUM BCEro Nepnofa NX XpaHeHus.

23. (7.2) Heobxoanmo BLINOMHATE PErynsipHoe pe3epBHOE KOMMPOBAHWE BCEX HEOOXOOMMBIX OaHHbIX.
CoxpaHHOCTb M TOYHOCTb PE3EpPBHLIX KOMUN, @ Takke BO3MOXHOCTb BOCCTAHOBIIEHUSA OAHHbBIX OOJDKHbI
ObITb MPOBEpPEHbLI B NMpoLecce Banvaaumm 1 nepnognveckm KOHTpPOnMpoBaThCS.

Pacneuartku (8)
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24. (8.1) HeobxooMmMo uMeTb BO3MOXHOCTb MOSTyYEHUsT YETKUX MeYaTHbIX KOMUIA OAaHHbIX, XPaHALNXCS B
3MNEeKTPOHHOM BMAe.

25. (8.2) inst 3anucel, CONpoBOXaaloLLNX pa3peLleHne Ha BbiNMyCK CEpUMX, AOMMKHa ObITb NpegycMoTpeHa
BO3MOXHOCTb MOMyYEHUS pacneyvyaTokK, YKasblBatoLMX, U3MEHANUCH N Kakne-nmbo AaHHbIe C MOMEHTa 1X
nepBoOHa4anbHOro BBoAaA.

KoHTponbHble criegb! (9)

26. Ha ocHOBe OUEHKM pUCKOB HEOBXOAMMO yaenuTb BHUMaHUE BCTPavMBaHMIO B CUCTEMY BO3MOXHOCTU
CO3[aHuA 3anucent BCEX CYLLECTBEHHbIX U3MEHEHMN W yaaneHwun, CBA3aHHbIX C 0BnacTblo OencTBust
HacToswmx [MpaBun (cuctema, cosgatollas "KOHTPOSbHble criegbl”). [pUYMHBLI TakMX CBSA3a@HHbIX C
HacTosWmMMK [paBrnaMmm M3MeHEeHU UK yaaneHuin AaHHbIX 4OMKHbI ObITb 0hOPMITEHBI AOKYMEHTANbHO.
KoHTponbHble crneabl AOMKHbI OblTb AOCTYNMHBIMU, UMETb BO3MOXHOCTb UX Npeobpa3oBaHnsi B MOHSATHYHO
ANns nonb3oBarenen opmy, perynsipHo NpoBepsITbCS.

YnpasneHne nameHeHnsMu n koHcpurypauuei (10)

27. Jliobble n3aMeHeHNs1 B KOMMbIOTEPU3NPOBAHHOW CUCTEME, BKIOYas KOHUrypaumo CUCTEMBbI, OOSMKHbI
NPOBOANTLCH TONBKO KOHTPONMPYEMbIM CNOCOBOM B COOTBETCTBUM C YCTAHOBIIEHHOMN NpoLeaypo.

Mepuoagnyeckas oueHka (11)

28. KOMFIbIOTepI/I3VIpOBaHHbIe CUCTEMbI O0JKHbI Nepnogny4eckn oueHnBaTbCA OnA noarBepXXaeHua Toro,
YTO OHM OCTaKTCA B BannanpoBaHHOM COCTOAHUMN N COOTBETCTBYIOT Tpe6OBaHVIFIM HacToALWmnX rlpaBVIJ'I.
Takne OUEHKM [OSKHbl BKNOYaTb, B cnyyae HeobxoaMMocCTHw, OLUEHKY TeKywero auanasoHa
d)yHKLI,VIOHaJ'IbeIX BO3MOXHOCTEWN, 3anmcein OTKITOHEHNIA, cboeB, npo6neM, ncropun 0OHOBNEHUN, OTYETHI
00 KCnnyataumn, HagexHocTH, 3allueHHOCT 1 0 BanngauMoHHOM cTaTyce.

3awwra (12)

29. (12.1) Onsa obecneyeHnsa goctyna K KOMNbIOTEPU3MPOBAHHON CUCTEME TOMbKO NLaMK, UMEIOLUMN Ha
3TO MpaBo, Heo6XoOUMO MCMoNb3oBaTb uU3MYeckne Un (UNKU) norMyeckme 3fnemMeHTbl KOHTPOS.
CooTtBeTcTBYIOWME CNOCOBLI MpefoTBpaLLEHUS HECAHKLUMOHMPOBAHHOMO AOCTyna K CuctemMe MOryT
BKIMOYaTb B cebs UCMOMb3oBaHWE KIIYEN, KapTOYek AOCTyna, NepcoHamnbHbIX KOOOB C MaponsiMu,
OMoMeTpMYECKUX OaHHBLIX, OFPaHUYEHNsT 4OCTYyNa K KOMMNbTEPHOMY 000pPYAOBaHNIO U 30HaM XpaHeHus
OaHHbIX.

30. (12.2) CteneHb 3alnTbl 32aBUCUT OT KPUTUHHOCTU KOMMBbIOTEPU3NPOBAHHON CUCTEMDI.

31. (12.3) CosgaHve, U3MEHEHNE U aHHYNMPOBaHWE NpaB JOCTYNa AO0MKHO ObiTb 3aperMcTpupoBaHo.

32. (12.4) [OomxHa OblITb paspaboTaHa cucTtema YynpaeneHWss [AaHHbIMM W OOKYMeHTamu Ans
ngeHTudurKkaumm onepaTopoBs, OCYLUECTBASIOWMX BXO4, a Tawkke Ans perncrTpauum U3MeHeHus,
NOATBEPXKAEHUS UKW yaaneHus AaHHbIX, BKNoYasd AaTy u Bpems.

YnpasneHuve nHumaeHtamm (13)
33. Bce vHUMAEeHThl (HenpeaBuAEHHbIE Cryvau), BKITHOYas CUCTEMHbIE COOM M OLIMOKN AaHHbIX, OOJIKHbI
ObITb 3anucaHbl M oOueHeHbl. HeobGxoouMo YCTaHOBUTH OCHOBHYHO MPUYUHY KpUTUYeckux cboeB w
1cnonb3oBaTh 3Ty MHPOPMaLMIO B KAYECTBE OCHOBLI KOPPEKTUPYIOLLMX U NMpeaynpexaatoLmnx AencTBUn.

OnekTpoHHasa noanuck (14)

34. OneKTpoHHbIe 3anMcy MOryT BbiTb NOANMCaHbI B 3NIEKTPOHHOM BUAE. DNEKTPOHHbIE MNOANNCH AOIDKHBbI:
a) (a) B paMkax opraHMsaumm UMeTb TaKOe e 3Ha4YeHne, Kak PyKOMUCHbIE NOAMUCY;
©0) (b) 6bITb HEPA3PbLIBHO CBA3AHHBIMM C COOTBETCTBYHOLLUMM 3aNNCAMU;

B) (C) BKNtoYaTb BpeMsi U JaTy, korga oHy Obinv NOCTaBMNEHbI.

Boeinyck cepun (15)
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35. Ecnu pgns  peructpauuu  npouedypbl  ogobpeHMst M BbiMycka CepuMM  UCMOSb3yeTcs
KOMMbIOTEPU3NPOBAHHAs CUCTEMa, OHa [OSPKHa NpenocTaBnAaTb AOCTYN ANs BbIMycKa CEpuM TOSbKO
YNOSTHOMOYEHHOMY NULLY, a Takke AOoMMKHA YeTKO MOEHTU(ULMPOBaTL U PerMcTpMpoBaTh YNoNIHOMOYEHHOe
nMuo, KoTopoe ofobpurno M BbINYCTMIIO ceputo. OTU  AeWCTBUS  OOSMKHbI  OCYLLECTBSATLCA C
MCMonb3oBaHMEM 3NEKTPOHHON NOAMNUCH.

HenpepbiBHOCTL paboThl (16)

36. C uenbto obecneveHnss paboTOCNOCOOHOCTU KOMMbIOTEPU3MPOBAHHBLIX CUCTEM, COMPOBOXAAKLLNX
KPpUTHU4eCKne npouecchl, HeO6XOLI,I/IMO NPUHATb MepPbl NPeJOCTOPOXHOCTU ANA rapaHTumn HenpepbiIBHOCTU
NOAAEPKKM STUX MPOLIECCOB B ClyYae BbixoAa CUCTEMbI U3 CTPOs (HanpuMep, € UCNOMb30BaHNEM PYYHOM
Unu anbTepHaTUBHOW cucTembl). Bpemsi, Heobxoaumoe Ans BBeAEHUs B AENCTBUE anbTepHaTUMBHbIX
CpPeacTB, OOMMKHO YYMTbIBaTb PUCKM M COOTBETCTBOBATL KOHKPETHON KOMMNbIOTEPU3MPOBAHHON CUCTEME U
conpoBoxaaeMomy paboyemy npoueccy. OTM Mepbl AOSKHbI ObITb Hagnexawmum obpasom opopmMIieHsbl
AOKYMEHTaNbHO U NPOBEPEHDI.

ApxvsupoBaHue (17)

37. [aHHble MOryT apxvmBMpoOBaTbCs. OTU AaHHbIE OOIDKHbI MPOBEPSATLCA HAa OOCTYMHOCTb, YAOOGCTBO
YTEHUS U LEeNOCTHOCTb. ECnin B KOMMbIOTEPU3MPOBAHHOM CUCTEME HEODXOAUMO NPOBECTM CYLLLECTBEHHbIE
N3MeHeHus1 (HanpumMmep, KOMNbIOTEPHOIO 060PYAOBAHMS UMM NPOrPaMMHOro obecneyeHns), OOMmKHa ObiTh
obecneyeHa u NpoBepeHa BO3MOXXHOCTb BOCCTAHOBMNEHUS AaHHBbIX.

V. TEPMWHbI 1 OMPEOENEHVA

38. [Ina uenen HacToswero NpunoxeHnsa Kpome TEPMUHOB 1 onpeaeneHnin, npegycMoTPeHHbIX rnason |l
HacTosAwmx NMpaBun, NCNONb3YITCH Takke CrieAyloLne OCHOBHbIE MOHATUS:

BMnagernevy npouecca - nuuo, oTBETCTBEHHOE 3a pabouunin npouecc;

Bnageney cuctembl - §uMUO, OTBETCTBEHHOE 3a [OOCTYMHOCTb W TEXHW4Yeckoe obcnyxuBaHue
KOMMbIOTEPU3NPOBAHHOW CUCTEMBbI 1 6E30MacHOCTb AAHHbIX, HAXOOALLMXCS B 3TOW CUCTEME;

XW3HEHHbIA LMKI - BCE CTaAuM CYLLECTBOBAHUS KOMMbIOTEPU3NPOBAHHOW CUCTEMBI OT (hOPMUPOBAHUSA
nepBoHa4varnbHbIX TPeBOBaHMI 00 NpeKkpaLLeHns SKCnyaTaumm, BKoYas NpoeKkTMpoBaHme, onpeaeneHme
TexHunyecknx TpeboBaHui, NporpaMMnpoBaHue, TECTUPOBAHUE, YCTAHOBKY, paboTy 1 06CnyXMBaHWE;
VMHOPMALIMOHHO-TEXHOMOrMYecKasi MHPacTpyKTypa - KOMMbIOTEPHOE OOOpyoOBaHME U MPOrpaMmHoOe
obecneyeHne, Takoe Kak ceTeBOoe MporpaMMHoe OOecrneyvyeHue M OnepaumOHHbIE CUCTEMBI, KOTOpbIE
No3BOMAIT NPUMEHUTb UX ANS BbINOMHEHUSA onpeaeneHHbIX YHKUNN;

KOMMbIOTEPU3NPOBAHHAsA CUCTEMAa, W3rOoTOBNEHHas MO WHAMBMAYanbHOMY 3akasy - WHAMBUAOYanbHO
CMPOEKTUPOBaHHAsA KOMMbHOTEPM3NPOBAHHAA cucTeMa Anst obecrneyeHusi KOHKpeTHoro paboyero
npotiecca;

npunoXxeHne - nporpaMmHoe obecneyeHne, YCTaHOBJIEHHOE Ha onpeferneHHon nnatdopme unum
KOMMbOTEPHOM 060pya0OBaHNM 1 NpeaocTaBnsoLLee cneumanbHble PYHKLUNOHaNbHbIE BO3MOXHOCTMY;
cepuiiHoe nporpamMmHoe obecrneyeHne - KOMMEpPYEeCKM [OCTYMHOE nporpaMmmHoe obecneyeHue,
NPUrOAHOCTb  KOTOPOro AN MCMOMb30BaHUA  NPOAEMOHCTpUpoBaHa  OonblIMM  KONIMYECTBOM
norib3oBaTesnemn.

MpunoxexHne N 12

K MNpaBunam opraHusaumm
Npou3BOACTBA W KOHTPONSA KayecTea
nekapcTBeHHbIX CpeacTs

NCMNOJIb3OBAHVE
NOHN3UNPYIOLWEIO N3NYYEHUA B NMPON3BOOCTBE
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NEKAPCTBEHHbIX MPEMNAPATOB

1. Mpown3BoauTens NpoaykuuW, AN KOTOPOi MOHM3MPpYIoLLee OBryYyeHne SIBNSIeTCA COCTaBHOM 4acTbio
TEXHOJIOTMYECKOro Mnpouecca, OOMMKEH Takke PYKOBOACTBOBATbCH HOPMAaTUBHbLIMW MPaBOBLIMK akKTamu
Poccuiickon ®epepaumu, pernameHTUPYIOLUMMA  UCMOSb30BAHUE WOHM3MPYIOLLETO U3NyYeHUs npu
NpPOV3BOACTBE NEeKapCTBEHHbIX CPeaCTB.

|. BBEOEHNE

2. VNoHnsumpyioliee nsnyvyeHne MoXxeT UCMONb30BaTbCHA B NMPON3BOACTBEHHOM Mpouecce Ans pasnmyHbiX
uenew, BKNIOYasA CHWXKEHWE cTeneHu GuoHarpysku v CTepunu3aumio MCXOOHOro Cblpbsl, KOMMOHEHTOB
YyNakoBKW UNW NPOAYKLUMK, a Takke 06paboTkn npenapaToB KPOBW.

3. Micnonb3yeTcsa ABa B1aa MOHM3MPYHOLLETO U3NYYeHWS: raMMa-nsnyyeHne oT paamoakTMBHOIO NCTOYHMKA
N BbICOKO3HEpPreTMyeckoe IfeKTPpoHHoe u3nyyveHune (b6eTa-usnyyeHue), MNOMy4YeHHOE C MOMOLLbIO
yckopuTtens.

4. MNpv ramma-nsnyy4eHny MoryT GbiTb UCNONb30BaHbI ABa Pa3NUYHbIX pexnma o6paboTku:

a) (i) MOPUMOHHBIN pPeXMM: NPOAYKUMSA pa3mellaeTcs B (OUKCUPOBAHHOM MOSIOXKEHUN BOKPYr UCTOYHMKA
U3Ny4YeHNss U He MOXeT ObiTb 3arpyxeHa Vv BbIrPY)XeHa, MoKa OTKPbIT UCTOYHWK MOHWU3MPYIOLLEro
N3Ny4yeHuns;

©0) (ii) HenNpepbIBHbIN PEXMM: aBTOMAaTM3MPOBaHHAsA CUCTeMa TPaHCNOPTUPYeT NPOAYKUMIO B KaMepy And
06ny4eHMss MUMO  OTKPbITOTO  MCTOMHMKA MOHWU3MPYIOLLEro  U3fny4vyeHus, nepeMewiaer ee C
COOTBETCTBYIOLLEN CKOPOCTbLIO MO 3a4aHHOMY MapLUPYTY, a 3aTeM BbIBOOUT U3 KaMepbl.

5. PagvauMoHHble YCTAHOBKM C YCKOPUTENAMW 3MIEKTPOHOB: MPOAYKUMIO NepemellalT 4vepes
HenpepbIBHbIA UMW NYNbCUPYIOLWNIA MYYOK SMEKTPOHOB BbICOKON 3Heprumn (6eTa-uanyyeHue), pasBepTKy
KOTOPOro Npoun3BOAAT B 060MX HaMpaBreHWsaxX NepneHAnKYsapHO K NepeMeLLeHnio NpogyKLumu.

II. OTBETCTBEHHOCTb

6. (1) PagnauunoHHyto 06paboTky nekapCcTBEHHbIX NpenapaToB MOXET NPOBOAUTbL HEMOCPEACTBEHHO ee
Npon3BOAMTENb UNU MO AOrOBOPY C HUM OpraHusauus, MMeroLas B pacrnopsXeHUn pagnauvoHHYI0
ycTaHoBKy. [pn 3TOM KaXabl U3 HUX OOSMKEH UMETb COOTBETCTBYHOLLYIO JIMLEH3MIO Ha MPOU3BOACTBO
nekapCTBEHHbIX CPeacTB.

7. (2) MNMpoussoguTenb HeceT OTBETCTBEHHOCTb 3a KayeCTBO NPOoAyKuMM, B TOM 4ucre 3a pesynbTaThbl
BO34ENCTBMSA MOHU3MPYoLLLero nsnyyeHns. OpraHnsaums, nposogsLLas paguaunoHHyo obpaboTky, HeceT
OTBETCTBEHHOCTb 3a TO, UTOObI Kaxk4as ynakoBka nony4yuna gosy, onpeaerneHHyo npoM3sogutenem (B Tom
yucne camas yaaneHHas oT MCTOYHMKA U3MyYeHUs ynakoBKa C MpoayKuuen).

8. (3) Tpebyemas pgo3a c OOOCHOBAHHbIMW MpedenbHbIMWA 3HaYeHUsSMU JofkHa OblTb ykasaHa B
perucTpauroHHOM A0Ckbe Ha fekapCTBEHHbIV npenapar.

. AOSNMETPUA

9. (4) Do3snmeTpus - 3TO M3MepeHWe MNOrMOLWEHHON A03bl MOHWU3VPYIOLWLEro M3NY4YEeHUs C MOMOLLbIO
Ao3nmeTpoB.. [MoHMMaHue npuHUMNOB paboTbl U NpaBWUibHOE MCMOMb30BaHNE TEXHWKN UMEIOT BaXKHOe
3HayeHve onsa Banugaumy, BBoga YCTaHOBKM B 3KCMyaTaumio U KOHTPONs npouecca.

10. (5) Kannbpoeka kaxgon napTum paboumx A03MMETPOB AOMMKHA ObiTb MPOCNEXUBAEMOW BMMOTb A0
HaLMOHaNbHOro MU MeXayHapoaHOro aTanoHoB. Cpok AeVCTBUSA KanMbpoBKX A0mKeH OblTb yCTaHOBMEH,
060CHOBaH M CTPOro BblAEpXKaH.

11. (6) Onsa onpefeneHns U3MEHEHWsI NOKa3aHWi LITaTHbIX 4O3MMETPOB Mocre obnyyYeHus u npu umx
KanubpoBKke AOMKEH MCNOMNb30BaTbCA OAUH U TOT e Npubop. MNpu ncnonb3oBaHMKU pasHbix NPMOGOPOB OHK
AOIMKHbI ObITb KAanNMBpoBaHbl B @BCONIOTHBIX eAMHULAX NOrMOLLEHNS.

12. (7) B 3aBMCMMOCTM OT TuMNa WCMOMNb3yeMbIX [O3MMETPOB HEOOXOAUMO YYMTbIBaTb BO3MOXHblE
WUCTOYHMKN MOrPELUHOCTEN, BKMOYAas BMaXHOCTb, M3MEHEHMs TemnepaTypbl, Mepuog BpeMeHu Mexay
06ny4eHrnem n n3aMepeHeM, a TaKkke MOLLHOCTb MOrOLEHHOW A03bl.

13. (8) OnvHy BonHbI Npubopa, UCNonb3yemMoro AN N3MepeHns M3MeHEHUN B NOTMoLWeHNM J03UMETPOB,
1 Npnbop, Mcnonb3yembi AN U3MEPEHUs TOMLWUHBI AO3MMETPOB, HEODXOAMMO PerynspHO NpoBepsTb
nytem kanubpoBkM 4Yepe3 onpefeneHHble BPEMEHHble WHTepBaribl, YCTAHOBMEHHbIE HA OCHOBaHUU
CTabunbHOCTW, Ha3HayeHus n cnocoba npumeHeHus npubopa.
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V. BATMOALMA NMPOLIECCA

14. (9) Banupauusi - aTO OencTBMe, OOoKasblBaloLwee, YTO NPOLEecCc, TO eCTb NOoNyYyeHue npoaykumnen
3aJaHHON MOrMOLWEHHON [03bl, OOCTUraeT OXuOaembix pe3ynbTatoB. Ecnv npu mncnonb3oBaHum
WOHN3MPYIOLLLEr0 M3My4YeHus B MNpPOM3BOACTBE NEKapCTBEHHbIX CPEeACTB HOPMAaTMBHBLIMW MPaBOBbIMU
aktammn Poccuiickon ®epepaunm ycTaHOBMEHbl OOMNOMNHUTENbHbIE TpeboBaHWs K Banuaauuu, Takue
TpeboBaHNA OOMKHBI cobnogaTbes.

15. (10) Banupgaums gomkHa BkNovaTb B ceba cocTtaBneHue kapTbl O3HOrO nonsd, Ytobbl yCTaHOBUTL
pacnpeferneHune nornoLeHHOM 003kl BHYTPU 06ny4aemMoro KoHTerHepa ¢ NpoayKumen npy onpeaeneHHom
cxeme pasmeLLeHus NpoayKUUnM B HEM.

16. (11) TexHudeckue TpeboBaHUA K mpoueccy obny4YyeHWs OOIDKHbI BKMOYaTb B cebs, B 4acCTHOCTW,
cnepywoulee:

a) (a) nogpobHble cBeAeHNs1 00 ynakoBKe NpoayKUuu;

©0) (b) cxemy(bl) yknagkv npoayKLUMm BHYTPU KOHTENHepa Ans o6nyyeHus. Ecnv B 06ny4aeMom KOHTENHepe
HaxoAsiTCa pasnuyHble BUAbI NPOAYKUUKN, 0cob0oe BHMMaHne Heobxoaumo yaenste TOMy, YTOObI MoTHas
NPOAYKUUS Nofyyuna nosiHyo 003y M He 3KpaHupoBana Apyryto npogykuuto. Kaxapii cnocod yknagku B
KOHTEMHep pasHbiX BUOOB NPOAYKLMM O0SKEH ObITh OnpeaerneH B COOTBETCTBYIOLLEN NpoLieAype U OMKEH
NponNTVN Banugauuio;

B) (C) cxemy pacrnonoXeHWst KOHTEWHEpPOB BOKPYr WCTOYHWMKA (MOPLMOHHBIN PEXUM) MMM MapLupyT
06ny4aemMbix 06bEKTOB BHYTPY Kamepbl AN 06nyyYeHns (HenpepbiBHbIN PEXUM);

r) (d) BepxHee M HwxHee npefenbHO AOMYCTUMbIE 3HAYEHWSI MOrMOLWEHHON O03bl U3NyyYyeHus Ansi
NPOAYKUUN 1 COOTBETCTBYIOLLNE METOAbI AO3UMETPUM;

4) (e) BepxHee W HWXHee NnpefenbHble 3HAYeHUS MOTMOLWEHHON A03bl M3nydeHus ans obrydaemoro
KOHTeWHepa 1 COOTBETCTBYIOLLME METOAbI A03UMETPUUN AN KOHTPOISA 3TOM NOrMOLLEHHOW A03bl;

e) (f) opyrve napameTpbl Mpouecca, BKHOYasd MOLLHOCTb MOMOLWEHHON [A03bl, MakCMMarnbHOE BpeMs
3KCMO3MLMUN, YUCITO SKCMO3MLUIA, KONTMYECTBO LUKIOB 00Ny4YeHns.

17. Ecnun o6nyyeHne NpoBOAAT NO AOroBOpY, TO B TaKOM [JOrOBOpe pekoMeHAyeTcsa npeaycMoTpeTb, No
KpanHen mepe, noanyHkTbl "r" 1 "g" nyHkTa 16 HacToswero MNpunoxeHus, onpegensowmne TeXHNYeckme
TpeboBaHus K npoueccy obny4eHus.

V. BBO[ YCTAHOBKW B SKCIITYATALMIO
O6wume TpeboBaHus

18. (12) BBog B akcnnyataumio - 9TO IKCNepuMeHTanbHO NoNyYyeHHoe U OOKYMeHTanbHO 0opMIIeHHoe
[0Ka3aTenbCTBO TOro, YTO pagnauMoHHasi yCTaHOBKa Npu paboTe B COOTBETCTBMM C TEXHUYECKUMU
TpeboBaHMAMM K NpoLeccy NOCTOSHHO OyaeT paboTaTb B 3apaHee ycTaHOBMNEHHbIX npeaenax. CornacHo
HacTosleMy [NpunoxeHnio 3apaHee yCTaHOBMEHHblE Mpederibl - 3TO MakCUManbHOe W MUHMMAanbHoe
AOMNYCTMMble 3Ha4YeHUs [03bl, NpeAHas3HaYyeHHOW Ans  NorfoweHus obrnyyaeMbiM  KOHTENHEepPOM.
N3meHeHns B paboTe yCTaHOBKM, KOTOPble MOryT MNPUMBECTW K BbIXOAY 3HAYEHMN MOrnoweHHON
KOHTEMHEepPOM [03bl 3a 3TV npegernbl, HXW MpU Kaknx YCroBMAX He OOMMKHbl MPOMCXOAMTb 6e3 Begoma
onepaTtopa.

19. (13) BBog B 3KkcnnyaTauuio JOIMDKEH BKMOYaTh B cebs cneayowme anemMeHTbl:

a) (a) nnaHMpoBaHue;
©0) (b) cocTaBneHue kapTbl JO3HOMO MONS;
B) (C) AOKYMeHTanbHoe oopMneHune;

r) (d) onpegeneHne TpeboBaHUi kK MOBTOPHOMY BBOAY YCTAHOBKM B 3KCMlyaTauuto.
NCcTOYHMKM ramMa-nsnyyeHums
KoHcTpyKuusa
20. (14) MNornoweHHasa [o3a, NosydeHHasl onpeaeneHHon YacTblo 0bnyyaemoro KoHTerHepa B nobon
onpeaerneHHon TOYKe BOKPYT nanyyartens, 3aBUCUT, B YACTHOCTU, OT creayowmx hakTopoB:

a) (a) aKkTMBHOCTb U reOMEeTPUst UICTOYHUKA U3ITYyYEHUS;
©0) (b) paccTosiHMe OT MCTOYHMKA 4O KOHTENHEpa;
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B) (C) NpOOOMKUTENBbHOCTb OOMyYeHWsi, KOHTponMpyemas TalWMepoM WM CKOPOCTbI ABWXKEHUS
KOHBeWepa;

r) (d) coctaB n NOTHOCTb Matepuana, BKIoYas Apyryto NPOAYKLMIO MeXay NCTOYHMKOM U ONpPeLerieHHON
4YacTblo KOHTENHEpA.

21. (15) CymmapHas nornoweHHass [o3a 3aBUCUMT Takke OT MapupyTta, MO KOTOPOMY [OBWKYTCA
KOHTEMHepbl NPU HEMPEPbLIBHOM peXMMe 00nyYeHUs, Unn OT CXeMbl 3arpy3ku npy NOpLMOHHOM pexmme
obnyyeHus, a TaKke OT KONMYeCcTBa LMKMOB 065yYeHns.

22.(16) MNMpwn ukcnpoBaHHOM MapLUpyTe (Npy HeNpepbIBHOM 06My4eHUn) unm npu puKCMpoBaHHOM CXeme
3arpy3ku (Npu NOPLUOHHOM pexnme obnyyeHus), a Takke Npu NOCTOAHHON MOLLHOCTWN UCTOYHMKA U BUae
NPOAYKLUN OCHOBHbIM MapaMeTpoOM YCTaHOBKWU, KOHTPONMMPYEMbIM OMepaTopoM, SABMSETCA CKOpPOCTb
KOHBeNnepa nnm BpemMsi, yCTaHOBNEHHOE Ha Tanmepe.

CocraBneHue KapTbl 4O3HOIo nNonA

23. (17) MNpu cocTaBneHMn KapTbl OO3HOTO MONs Kamepa Ans obnyyeHus OorkHa ObiTb 3anornHeHa
KOHTeHepamMu C MynsxamMmu unum obpasuamy npogykumm OAHOPOAHOM NIOTHOCTU. [O3UMeETpbl SOJKHbI
ObITb pacrnonoXxeHbl HE MeHee 4YeM B TPEX 3amnoSIHEHHbIX KOHTEeWHepax, KOTopble NPOXodsT 4yepes3
nanyyartenb. OTU KOHTEMHEpPbI LOMKHbI OblTb OKPYXXEHbl aHanOrMYHbIMU KOHTENHEPAMU UMM MYTsbkaMu
npoaykuun. Ecnn npoaykumst ynoxxeHa HepaBHOMEPHO, AO3MMETPbI JOIMKHbI ObITh pa3MeLLeHbl B 6onbLuem
KONMMYeCcTBe KOHTENHEPOB.

24. (18) PacnonoxeHne 0O3MMETPOB 3aBUCUMT OT pa3mepoB 0bOnyvyaeMoro KoHTerHepa. Hanpumep, ans
KOHTenHepos pasmepom 1 x 1 x 0,5 M, 4O3MMETPLI MOTyT pacrnonaraTbCs B y3nax TPEXMEPHON peLueTku ¢
warom 20 cM Cc y4yeTOM BHELUHEN MOBEPXHOCTU KOHTeWHepa. Ecnn npegnonaraemble 30HbI C
MaKCUMaribHOM U MMHUMAIbHOW 403aMU U3BECTHbI M3 NpeablAyLLnX OMbITOB, TO YacTb AO3MMETPOB MOXET
ObITb N3bSATA U3 30H CO CPEAHUMU 3HAYEHUSIMU 03 N NOMELLEHA B 30HbI C 3KCTPEMASIbHBIMW 3HAYEHNSAMM
Jo3bl ¢ warom 10 cm.

25.(19) B pesynbTate 310N NpoLeaypbl JOJMKHbI ObITh ONpeaeneHbl MMHMManbHas u MakcuMmarnbHas 4o3bl,
MOrnoLLEHHbIE MPOAYKUMEA W MOBEPXHOCTBK KOHTEWHepa nNpu 3agaHHbIX MNapameTpax YCTaHOBKW,
NAOTHOCTW MPOAYKLMM N CXEME 3arpy3Kku.

26. (20) B upgeanbHOM crniyyae ans onpegeneHns kapTbl AO3HOTO Mons HeobxoaMMO UCMNoMb3oBaTb
3TanoHHbIE OO3UMETPbI, MOCKOMbKY OHU UMEKT BOOMbLUYI0 TOYHOCTb. Takke AOMYCTUMO UCMOSb30BaHMe
0ObIYHbIX JO3MMETPOB, HO PEKOMEHAYETCA pasMeLlaTb PAOOM C HAMU STarNOHHbIE JO3UMETPLI B MecTax,
roe npegnonaralTcs MUHMManbHas M MakcumanbHas [03bl, U B OObIMHO KOHTPOMMPYEMOM MeCTe B
KaXJoOM MOAENbHOM KOHTEeMHepe Ans obnydveHus. onydeHHble 3HaA4YeHUs MOrMoLEeHHON A03bl ByayT
UMETb CIyYariHYHo NOrpeLLHOCTb, KOTopas MOXET ObITb onpeAeneHa NyTeM MHOTOKPaTHBIX M3MEPEHUN.
27. (21) VamepeHHas obObl4HBIM J03MMETPOM MUWHMManbHas Habniogaemas gosa, Heobxoaumas Ans
rapaHTUM TOro, 4YTo Bce OGIydeHHbIE KOHTEMHEPHI MOMYYUNM MUHUMAIbHYK Tpebyemylo A03y, OOoMmKHa
ObITb YCTAHOBMEHA HA OCHOBAHUWN 3HAHWS CIyYanHOW NOrPELLHOCTN U3MEPEHMS LUTATHBIX JO3MMETPOB.
28. (22) Bo Bpemsi onpegeneHuns KapTbl JO3HOIO NOMS NapameTpbl yCTaHOBKU HEOOX0AMMO NOAAEPXKUBATD
NOCTOSIHHLIMW, KOHTPONMPOBATb M PErNCTPUPOBATh UX. DTW 3anNMcK BMECTE C pe3ynbTataMu 4O3UMeETPUn
W OpYrumMu Nosy4eHHbIMU 3anmcsiMm He0DXoANMMO COXPaHATb.

PagnaunoHHble YCTaHOBKN C YCKOPUTENSMW 3IIEKTPOHOB
KoHcTpyKuusa

29. (23) NMornoweHHasa Ao3a MOHU3UPYIOLLErO U3MYyYEeHUS B NPOOYKLUU 3aBUCUT OT CNeayloLnX OCHOBHbIX
daKkTopoB:

a) (a) xapaKTepUCTUKKN Ny4Ka, a UMEHHO: 3HEPTUS 3NEKTPOHOB, CPEAHMI NOTOK MyyKa, LUMPUHA pa3BEPTKU
W paBHOMEPHOCTL My4Ka Mo LUMPUHE Pa3BEPTKY;

©0) (b) ckopocTb kOHBeNEPA;

B) (C) cocTaB 1 NIIOTHOCTb NPOAYKLNM;

r) (d) cocTtaB, NIOTHOCTb M TOMLMHA MaTepmana, HaxXoAsILLEerocs Mexay BbIXOOHbIM OKHOM 1 06ny4yaemon
YacTbo NPOOYKUMUY;

4) (e) paccTosiHMe OT BbIXOLHOIO OKHA 40 KOHTENHepa.

30. (24) OcHoOBHbIMY NapaMeTpamm, KOHTPONMPYEMbIMM OMEPATOPOM, SBNAOTCA XapakTepPUCTUKM NyYka 1
CKOPOCTb KOHBewWepa.
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CocraBneHue KapTbl 4O3HOIo nNonA

31. (25) lNpwn cocTaBneHnn KapTbl 4O3HOrO MOfsA AO3NMETPbl HEOOXOAMMO pacnonaratb Mexay CrosiMm
rOMOrEeHHOro MOrfoTUTENS, MOLENVPYIOLWEro pearnbHyl MNPOAYKUMIO, MM Mexay crosimu obpasuoB
nNpoAyKLUN OAHOPOAHOM NNOTHOCTU Tak, YTobbl He MeHee 10 uamepeHuin ObinyM NpoBeAeHsbl B Npegenax
MakcumarnbHoro npobera anekTpoHoB. Heobxoammo Takke cobniogatb TpeboBaHUS, U3MNOXEHHblE B
nyHKTax 24 - 27 HacToswero NMpunoxeHus.

32. (26) lMNpwn onpegeneHuu kapTbl AO3HOrMO NOMS nNapameTpbl paguMaLMOHHOW YCTaHOBKM HeoGXoaAmmo
nogaepXuBaTtb MOCTOAHHBbIMK, KOHTPONMMPOBaTb W perucTpypoBatb MX. ITU 3anMcu BMECTE C
pesynbTatamuv 4O3MMETPUM U APYTMMN NOMAYYEHHBbIMU 3anMCsIMN HEOBXOANMO COXPaHAT.

HOBToprIVI BBO/ YCTAHOBKM B 3KCnJiyatauuto

33. (27) MNpouenypa NoBTOPHOro BBOAA B KCMIyaTauuio OIMKHA NPOBOANTLCA 3aHOBO KaXkabll pas, Korga
NPOUCXOAAT U3MEHEHWS NpoLIecca Uy NapaMeTpoB paguaulnoHHON YCTaHOBKWU, CNOCOOHbIE MOBMNNATL Ha
pacnpegeneHve MormnoLweHHON A03bl B 00ry4YaeMoM KOHTewHepe (Hanpvmep, npu 3aMeHe CTEepXXHEMN
obnyyatens). O6bem paboT No NOBTOPHOMY BBOAY B 3KCMMyaTauuio 3aBUCUT OT CTEMNEHUN U3MEHEHUW,
BHECEHHbIX B KOHCTPYKUMIO obnyvatensa pagnaurMoHHON YCTaHOBKM UNn B KOHMUrypaumto 3arpysku. lpu
HanU4yMM COMHEHUIN npouenypy NOBTOPHOIO BBOAA YCTAHOBKWM B 3KCMnyaTauuto HeobXoaMmo npoBecTu
3aHOBO.

V1. MOMELLEHNA

34. (28) MomelleHus criegyeT NPOEKTMPOBaTb U 3KCMlyaTMpoBaTb TakMM 06pa3oM, YToObl 0GMNyYeHHbIe
KOHTEWHepbl GbiNn OTAENeHbl OT HeobMyYeHHbIX BO M3GexaHue nepeKkpecTHOM KoHTamuHauuu. Ecnu
maTtepuarnbl 06pabaTbiBaloT B 3aKpbITbIX KOHTENHepaxX anst 0bry4eHusl, TO HeT Heo6XoAMMOCTU OTAENATb
dapmaueBTuyeckne M HedapmaueBTUYecKMe maTtepuanbl Apyr OT gpyra Tnpu  YCroBUM, 4YTO B
nocneaytowemM He 6yaeT pucka UX KOHTaMUHaLIMM.

35. JTio6ast BO3MOXHOCTb 3arpsi3HEeHUs NPOAYKLUMM PaaMoHYKNMaaMmn AomkHa GbiTb UCKMoYeHa.

VII. TEXHONOIMMYECKMWM MPOLIECC

36. (29) KoHTenHepbl ¢ Nnpoaykuner HeOOXOAMMO 3arpyaTb B COOTBETCTBMU CO CXemou(amu) 3arpysku,
yCTaHOBIEHHOWN(bIMMW) B NpoLecce Banuaalumu.

37. (30) Bo Bpemsi npouecca p[o3y obnydyeHuss Ona obnydaembix KOHTEMHEPOB HeoOXoaMMo
KOHTPONMPOBaTb C UCMONb30BaHMEM MPOLUEALLIMX aTTecTaumio J03NMETPUYECKNX METOAMK. 3aBUCUMOCTb
MeXxay 3TON J030W U 40301, NOrfOLWEHHOW NPOaYKUMEN BHYTPU KOHTEMHEPA, JOJPKHA OblTh YyCTaHOBMEHA
npu Banuaauuy npouecca n BBOAe paanaLMoHHON YCTaHOBKM B 3KCNyaTauumio.

38. (31) Ons Toro u4Tobbl pasnuyate O0OMNydYeHHble M Heobny4veHHble KOHTeWHepbl, Heobxoanmo
ncnomnb3oBaTh WHAWKATOPbl WMOHU3MPYOLLEro wusnyvyeHns. OpHako Takve WHAMKATOPbl He OOMKHbI
MCnonb30BaTbCs B Ka4eCTBe €QUHCTBEHHOrO CPeACcTBa pasnuyeHus Unu Kak eMHCTBEHHbIN nokasatenb
YOOBNETBOPUTENbHbIX pe3ynbTaTtoB 06paboTku.

39. (32) OgHoBpeMeHHY0 00paboTKy pasHbiX BMAOB NMPOAYKUMM B OOHOW 3arpy3ke B pagnauuoHHOMN
Kamepe HeobxoaMMo NPOBOAWTL TOMNbKO TOrAda, Korga no pesynbTartaM dKCnfyatauum yCTaHOBKM Unu no
APYrMM OaHHbIM YCTaHOBIEHO, YTO MOrMoLLeHHas 4033 B KaXXAOM OTAeNbHOM KOHTelWHepe HaxoauTcs B
YCTaHOBMEHHbIX Npeaenax.

40. (33) Ecnu Tpebyemasi fo3a n3nydeHus nonydaetcsa 6onee Yem 3a OgHY SKCMO3ULMIO UNn Gonee 4Yem
3a OVH NpoXxoj Yepe3 pagnaLMoHHYI0 KaMepy, 3TO OOMMKHO ObiTb COrfacoBaHOo C IOPUANYECKUM FTULIOM,
Ha MMSA KOTOPOro BblAaHO PerucTpauuoHHoe yaocTtoBepeHue. [py aToM ykasaHHas gosa AormkHa ObiTb
nornyyeHa B TeyeHMe npeaBapuTenbHO YCTAHOBMEHHOTO NMPOMEXyTKa BpeMeHu. KOpuanyeckoe nuuo, Ha
UMS  KOTOPOro BbIAAHO  pPEerucTpauMoHHOe YAOCTOBEpPEHWe, [OMKHO ObiTb  YBEOAOMIEHO O
Hes3annaHMpoBaHHbIX NepepbiBax BO BpeMsi 065ydeHns, ecnv OHN YONUHSIOT Npouecc 06y4eHuns CBbilwe
3apaHee CornacoBaHHOIO BPEMEHM.

41. (34) O6nyyeHHass npogykuusi Bcerga AomkHa ObiTb oTaeneHa ot HeobnydeHHon. Cnocobbl
AOCTWDKEHNS 9TOrO BKOYAKT B cebsA MCMONb30BaHMe MHAMKATOPOB pagunaumu (MyHKT 38 HacTosLwiero
MpunoxeHus), a Takke COOTBETCTBYHOLLYIO MIIaHUPOBKY NomeLLeHni (MyHKT 34 HacTodAwero MNMpunoxeHus).
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Famma-msnyanenb

42. (35) lNpwn HeENpepbIBHOM pexume obydeHns JO3MMETPbl OJMKHBI ObITb pacnonoXeHbl Takum 06pasom,
4yTOObI N0 BO3AENCTBMEM U3MNYYEHNSI OQHOBPEMEHHO HAXOAWUMNMCh HE MEHEee ABYX O3NMETPOB B TEYEHNE
BCEro npowecca.

43. (36) MNpn NOPUMOHHOM pexume He MeHee OBYX A03MMETPOB AOSMKHbI NOABEpPraTtbCs BO3LENCTBUIO
WOHN3MPYIOLLLETO U3NYyYeHNs B MecTax NonyyeHns MUHUManbHOW A03bI.

44. (37) Mpwn HenpepbIBHOM pexume obnyyeHnss gormkHa OblTb NpegycMOTpeHa uHavkauusa Tpebyemoro
paboyero NonoXxeHnst ICTOYHKKA. MNMonoXxeHne UCTOYHMKA U OBUXEHME KOHBENEePa OOIMKHbI ObiTb CBSI3aHbI
OnokmpoBkon. CKOpOCTb ABWXKEHUS KOHBerepa HeobXoaMMO MOCTOSIHHO — KOHTpPONupoBaTb U
pervcTpupoBarb.

45, (38) Npn NOPLMOHHOM pexrnmMme 0by4eHNs1 nepeMeLLeHne NCTOUYHMKA U BpEMST SKCMO3MLIMK ONS KaKaomn
cepum NpoayKUMM OOIMKHBI KOHTPONMPOBATLCHA M PEMMCTPMPOBATHCS.

46. (39) Ona nonyyeHus >xenaemon A03bl HE06X0OUMO KOpPPEKTUPOBaTb BPeEMsSi 0BIydeHUst U CKOPOCTb
OBWKEHMS KOHBerepa C ydeToM pacnaja Wnv L03apsgkym UCTOYHMKa wu3nyydenus. Cpok Oencteust
napameTpoB YCTAHOBKM WIM CKOPOCTM KOHBerepa HeobxoaumMo MKCUpoBaTh AOKYMEHTanbHO U CTPOro
cobnogaTb.

PagnaunoHHble YCTaHOBKU C YCKOPUTENAMU 3NTEKTPOHOB

47. (40) B kaxgpbln KOHTENHEP AOMKEH ObITb MOMELLEH JO3UMETP.

48. (41) HeobxoguMmMo HenpepbiBHO PErMCTPUpOBaTb CpPedHee 3HadeHue MOToKa My4yka, 3HEpPruto
3NEKTPOHOB, LUMPUHY pa3BEPTKM U CKOPOCTb KOHBeWepa. AT napameTpbl, 3@ UCKITHOYEHWEM CKOPOCTU
KOHBeWepa, HeoOXoaNMMO KOHTPONMPOBaTh B YCTAHOBIEHHbLIX Npeaenax, onpeaeneHHbIX BO BpeMsl BBoaa
B 3KCMnyaTauuio, NOCKOSIbKY OHU NOABEPXKEHbI CMIOHTAHHBbIM N3MEHEHNSIM.

VIIl. AOKYMEHTAUNA

49. (42) KonnyecTBo NOCTYNUBLUNX KOHTEWHEPOB U KOHTEWHEPOB, NpoLleawnx obnyvyeHne 1 BbiBE3EHHbIX
C MpOu3BOACTBEHHOM NIOWaaKkn, OOMKHO COoBMadaTb M COOTBETCTBOBATb 3HAYEHMSAM, yKasaHHbIM B
CconpoBOANTENBHON AOKYMeHTaLuun. Jllobble pacxoxgeHuns OMKHbI perncTpmpoBaThCs U paccneaoBaTbCs.
50. (43) OnepaTtop pagvaLMOHHON YCTAaHOBKW OOIDKEH YyAOCTOBEPATb B MUCbMEHHOM BMAE OuanasoH
3HAYeHWIN MOrMOLLEHHbIX A03, MOMYYEHHbIX KaXAbIM KOHTEMHEPOM NPV KaXOow 3arpyske unv B cepum
npoayKunn.

51. (44) TexHonornyeckme 3anmcu 1 3anucu No KOHTPOIO ANS KaxOoW cepuu npoaykuuu, npoluellei
o6nydeHne, OOMKHbI NPOBEPATLCA M MOANMUCHIBATLCA CreunanbHO HasHaYeHHbIM NULIOM U COXPaHSITLCS.
MeToa 1 MecTo xpaHeHus OOIMKHbI ObITb COrnacoBaHbl MeEXAy OpraHvu3aunen, NpoBoAMBLLEN 0BnyYeHue,
W 10pUaNYeCcKnM NMLOM, Ha UMSA KOTOPOro Bbl4aHO perucTpaLmoHHOe YOOCTOBEPEHNE Ha NekapCTBEHHbIN
npenapar.

52. (45) OokymeHTaums, OoTHOCALLAACHA K Banugauuv pagmauMoHHON YCTAHOBKW, OOJPKHA XPaHWUTbLCH B
TeYeHue o4HOro roga nocre NCTeyYeHns cpoka roqHoCTU UM, No KparHewn mepe, B TeHYEHNe NATu NneT nocne
BblMycka MocnegHen Npoaykuuw, npowegwen obnyyeHne Ha 3TOM yCTaHOBKEe, B 3aBUCUMMOCTU OT TOroO,
Kakow nepuop gonbLue.

IX. MUKPOBMONOTMYECKNN KOHTPOIb

53. (46) OTBETCTBEHHOCTb 32 MUKPOOMONOrMYECKUA MOHUTOPUHT HECET NPOU3BOAUTEND NIEKAPCTBEHHBLIX
cpencTtB. ATOT MOHUTOPUMHI MOXET BKIHOYATb MOHUTOPMHI MPOW3BOACTBEHHOW Cpedbl M KOHTPOSb
npoaykuum nepes obrnyyeHnem, Kak yCTaHOBIIEHO B PErMCTpaLMOHHOM LOCHE.

Mpunoxexne N 13
K MNMpaBunam opraHusaumm
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npon3soacTBa U KOHTPOJ1A Ka4vecTBa
NeKapCTBEHHbIX CpeacTB

NEKAPCTBEHHBIE MPEMAPATbI A1 KIIMHUYECKNX MCCNEAOBAHNN
[. MPUHLAM

1. JlekapcTBeHHble npenapaTtbl ANs KAMHUYECKUX MWCCNeaoBaHWA [OOMMKHbl ObiTb npousBedeHbl B
COOTBETCTBMM C HacToswummn [NpaBunamm n ¢ y4eTOM MOSIOXKEHUN COOTBETCTBYIOLLMX HOPMAaTMBHbIX
npaBoBbiXx akToB Poccuiickon degepaumm B 3aBUCMMOCTM OT CTagum paspaboTkm nekapcTBEHHOro
npenapata. MeTtogbl paboTbl OOMKHbI ObITb rMOKMMK, 4YTOObI ObBecneumBaTb BO3MOXHOCTb BHECEHUS
MU3MEHEHUA MO Mepe paclIMpeHMs 3HaHWA O Mpouecce, U OOMKHbI OTBeYaTb CTaguvm paspaboTku
rnekapCTBEHHOro npenapara.

2. lMpu KNMHUYECKNX NCCNeaoBaHNAX MOTYT BO3HWKHYTb AOMOMHUTENBbHBIE PUCKM AN YHacTBYIOLMX B HUX
nauMeHTax no CPaBHEHMIO C pUCKaMK AMst TeX MauVeHTOB, KOTOpble NMPUHUMAKT 3aperncTpupoBaHHbIe
rnekapcTBeHHbIe npenaparbl.

3. lMpumeHeHne HacToAwmx [lpaBun K NPOM3BOACTBY WUCCregyeMblX INEKapCTBEHHbIX MNpenapaToB
HanpaBieHO Ha UCKITKDYEHME PUCKOB A5 NALUUEHTOB, a Takke Ha TO, YTOObI Ha pe3ynbTaTbl KMMHUYECKNX
uccnegoBaHM  He  MOBMUMSANM  HedoCTaTO4yHble  ©e30nmacHOCTb, KavyecTBO w3 dEKTMBHOCTb
nekapcTBEHHOro npenapara, ABNsaLwmnecs cneacTBMEM ero HeHaanexallero npomM3BoacTBa.

4. B paBHOW Mepe aTn TpeboBaHMA npegHasHayveHbl Ans obecneyeHms NOCTOAHCTBA OT CEpUn K cepum
OLHOrO M TOro e uUccneayemMoro riekapcTBEHHOro npenapara, UCMofib3yemMoro B OOHOM UMW B pPasHbIX
KNMMHUYECKUX NCCNEAOBaHNSIX, a TaKKe A1 AOKYMEHTanbHOro opopmMreHmnst 1 060CHOBaHNS N3MEHEHWI B
npouecce pa3paboTku Takoro fieKapcTBEHHOroO npenapara.

5. MNpon3BOACTBO UcCregyeMbIX NTEKapCTBEHHbIX MpenapaToB CBA3aHO C JOMNOMHUTENBHOW CIOXHOCTBIO MO
CPaBHEHUIO C MPOW3BOACTBOM 3aperncTpupoBaHHbIX JIEKAPCTBEHHbLIX MpenapaTtoB M3-3a OTCYTCTBMS
YCT@HOBMEHHbIX NPOLEAYypP, CYLECTBYIOLWUX pasnuMuniAi B CXemax KIMHUYECKUX WUCCReOoBaHUA U, Kak
crnefctBue, pasHbiX TpeboOBaHUM K ynakoBkaMm, HEOOXOAMMOCTM paHOoMM3auMM U KOOMPOBaHWSA
(mackupoBaHus, ncnonb3oBaHue "cnenoro" mMeToda), a Takke u3-3a 60MbOro pucka nepekpecTHOM
KOHTaMMHaL MM 1 nepenyTbiBaHWs NeKapcTBEHHbIX nNpenapaToB. Kpome Toro, AaHHble 06 adhdeKkTMBHOCTH
N TOKCMYHOCTW NEeKapCTBEHHOIO npenapara MoryT 6bITb HEMOMHbIMKY, Banvaaumsa npouecca MoxXeT ObiTb
HEMOMHOM MM MOTYT NCMNONb30BaTbLCS 3apPErMCTPUPOBAHHbBIE NEKAPCTBEHHbIE NpenapaThbl, KOTopble Obinu
nepeynakoBaHbl NN HEKOTOPbIM 06pa3zom MoandmLmMpoBaHsl. [NepcoHan NponsBoauTENS AOMKEH NPOTH
noaroToBky MO MPUMEHEHUIO HacToAwmx [lpaBun B OTHOLWEHUU WCCREeAYyEMbIX JIeKapCTBEHHbIX
npenapaToB. [JormKHO ObITb YCTaHOBNEHO B3aMMOLENCTBME CO CMOHCOPaMM KITMHUYECKUX UCCreAoBaHWN,
KOTOpble SABMAOTCS OTBETCTBEHHBIMW 3a OPraHM3auunio KIMMHUYECKMX UCCNEOOBaHNIA, BKIOYas KayecTBO
uccrnegyemMbix NIEKApCTBEHHBIX MpenapaToB. Bospocwas CnoXHOCTb TEXHOMOrMYecKkMx MnpoLEeccoB
TpebyeT NpUMeHeHUs BbICOKO3(h(EKTMBHON hapMaLeBTUYECKON CUCTEMbI KAa4yecTBa.

6. Hactoswmm lMpunoxeHneM Takke ycTaHOBMEHbl TpeboBaHWs K OOPMIIEHMIO 3aKa3oB, OTIPy3Ke,
TPaHCMOPTUPOBKE M BO3BpaTy JIEKAapCTBEHHbIX MpenapaToB, NpeAHa3Ha4YeHHbIX Anst KIMHUYECKUX
uccregoBaHum.

neKapCTBeHHble npenapartbl, He ABnAlLinecd ncecrnegyemMmbiMmun

7. NaumeHTam MoryT 6bITb MNpedoCTaBneHbl fNeKkapcTBEHHble MpenapaThl, KOTOpble He SBMAITCSH
nccrnegyeMbiMu  Mpenapatamy, nnauebo unu npenapataMyM cpaBHeHWsl. Takue nekapcTBeHHble
npenapartbl MOTyT NPUMEHSATLCA B Ka4ecTBe COMYTCTBYIOLLEN Tepanuu Uin Ans okasaHusi MeauUMHCKO
MOMOLLM C Uenblo MPodUnakTUKMA, AMArHOCTUKM UMK neyeHus, U (unu) Bcreacteme HeobXxoaMMOoCTy
obecrneyeHnss nauneHTam MeauMUMHCKOro yxopa. Takue npenapatbl Takke OONycKaeTcs NPUMEHSITb B
COOTBETCTBUW C MPOTOKONOM KIMHUYECKOTO UCCNEeAoBaHUS C Lerbilo CTUMYNMPOBaHUS U3NO0Sornyeckoin
peakuuun. OTK NekapcTBeHHble Npenaparbl He ABMNAITCA UCCNeQyeMbIMU NeKapCTBEHHbIMM Npenapatamu
1 MoryT 6bITb NPeAoCTaBneHbl CMNOHCOPOM UMK uccrnegosaTtenem. CNoOHCOP AOMKEH rapaHTMpoBaTh, YTO
[aHHble NeKapCcTBeHHbIEe npenapaTtbl COOTBETCTBYIOT 3asBMEHMI0 O Bblgade paspeLleHns Ha nposeaeHue
KMUHUYECKOro MCCneaoBaHus U UMetoT TpebyeMoe Ans Uuenu uccrneaoBaHus kadecTso. lpu aTOM OH
JOMMKEH TMPUHATL BO BHUMAaHWE WCTOYHWUK FEKapCTBEHHbIX Mpenaparos, SABASAOTCA N Takue
nekapcTBeHHble npenapaTthbl 3aperMcTpupoBaHHbIMKU U BbINMW N OHWU MepeynakoBaHbl. PekoMmeHayeTtca
npuenekaTb K aToi paboTe ynonHOMOYEHHOE NNLO U YYUTLIBATL €ro MHEHUE.


http://www.consultant.ru/

Mpuka3 MuHnpomTopra Poccun ot 14.06.2013 N 916
"06 yTBepxaeHun MNpaBun opraHM3auuy NPOM3BOACTBA M KOHTPOJIS KAYecTBa NleKapCTBEHHbIX cpeacTs”
(3aperncTpupoBaHo B MuHiocTe Poccum 10.09.2013 N 29938)

nVILI,eHSI/IpOBaHVIe npon3soacTBa  nNoaroToBka K NpuMeHeHuno

8. Kak nonHoe npou3BoACTBO, Tak M OTAEMNbHbIE CTaAuMu NPOM3BOACTBA MCCreayeMblX JeKapCTBEHHbIX
npenapaTtoB, a Takke pasnu4yHble MPOLECChl MX pas3feneHusl, YNakoBKUM Unn ux nepegada noanexar
nuueHsnpoBaHuto. JIMueHsna Ha NPoM3BOACTBO NIEKAPCTBEHHBIX CPeaCcTB He TpebyeTca AN NOAroTOBKU K
NPUMEHEHNIO UCCIeQYyEMbIX NEeKapCTBEHHbIX NpenapaToB B MEAMLMHCKUX OpraHn3aumsix.

9. B pamkax ykasaHHbIX MOMOXEHW MOA4 NOArOTOBKOM K NMPUMEHEHWM0 MOHUMAaEeTCsi NPOCTOM npouecc,
Takon Kak:

pacTBOpeHue unu JucneprupoBaHve UCCNedyeMoro fekapCTBEHHOro npenapata Ans ero BBegeHus
naumeHTy, unm

pasBedeHMe WM CMelnBaHME uccneayemMbix(oro) neKkapCTBEHHbIX(Oro) mnpenapatoB(a) ¢  Apyrum
BELLECTBOM (BeliecTBaMm), MCNoOnb3yemoro(bix) Kak HOCUTEMb C LEMbilo BBEOEHWS JeKapCTBEHHOrO
npenapara.

10. CmeluMBaHME HECKOMbKMX WMHIpeaueHTOB BMECTe, BKM4Yas OEeWCTBYOLLee BeLLecTBO, C LEfbH
Nony4yeHns UccrefyemMoro fiekapCTBEHHOMo npenaparta He sIBNAETCA NOArOTOBKOW K MPUMEHEHMUIO.

11. Wccnepyembli nekapcTBEHHbIM npenapaTt OOSPKeH ObiTb B Hanuuuu Jo0 npouecca NoarotoBkM K
NPUMEHEHNIO.

12. TMpouecc NoAroToBKM K MPUMEHEHUIO PEKOMEHAYETCS OCYLLeCTBNATb HEMOCPEACTBEHHO nepen
BBEAEHMEM.

13. Takon npouecc pomkeH ObiTb M3NOXEH B 3asBNEeHMU O Bblaye paspelleHns Ha MpoBedeHue
KIMMHUYECKOrO MCCrneaoBaHms n (unu) gocbe MCCrneayeMoro NekapcTBEHHOro npenapara 1 B NpoTokone
KMMHUYECKOrO UCCrNefoBaHuA nMbOO B COOTBETCTBYHOLLEN MHCTPYKUMM, WMEIOLLENCS B MELMLMHCKON
opraHmsaumm.

II. TEPMWHbI N OMNMPEOENEHNA

14. Ona uenen HacTosiwero NpunoxeHUs UCNoNb3yOTCA cneayoLwme OCHOBHbIE MOHATUSA:

AOCbe Ha MneKapCTBEHHbIN npenapaTt - KOMMMEKT AOKYMEHTOB, cogepXawmx BC MHOpMauuio (unm
CCbIfIKM Ha COOTBETCTBYIOLUME AOKYMEHTbI), HEOOXOAMMYIO NS COCTaBMeHNs NOgPOBHBLIX MHCTPYKLMI NO
NPOM3BOACTBY, YMaKOBKE, KOHTPOMIO KayecTBa, Bbidaye paspelleHus Ha BbIMYyCK Cepun u OTrpyske
nccrnenyemMoro fiekapCTBeHHOro npenapara;

3aKka3 - 3ajaHue Ha Mpou3BOACTBO, YMaKOBKYy W (Mnv) OOCTaBKy OMNpederieHHOro KonMyecTtsa eguvHuL,
nccnegyemMblix(oro) nekapcTBeHHbIX(0ro) npenapatos(a);

uMnopTep nccnegyemMoro nekapcTBeHHOro cpeAcTsa - NLO, UMEIOLLLEE NPaBo Ha UMMOPT UCCneayemMoro
nekapcTBeHHOro npenapara, oOpPMIIEHHOE B COOTBETCTBMM C HOPMATUBHBLIMU MPaBOBLIMU aKTamu
Poccuitckon denepauuu;

uccriegoBatens - U3NYEcKoe InULO, Hecyllee OTBETCTBEHHOCTb 3a MNpoBedeHMe KITMHUYECKOro
uccrnefoBaHus B MeQUUMHCKOW opraHusdaumu. B criyvae npoBefeHus uccnefoBaHUs B MeAMLMHCKON
opraHusauum rpynnon nvy, nccnegosarternem (MMeHyeMbIM Takxke rfaBHbIM UccriefoBaTenem) ABnseTcs
pykoBoAuTEnb rpynmbl;

uccrnegyemMbll nekapCTBEHHbIN Npenapar - NekapcTBeHHbIN npenapaT nnu nnauebo, uccrnegyemslie unm
ucnonb3yemble B KadecTBe npenaparta CpaBHEHUS Mpu MPOBEAESHUWN KNMHUYEeCKoro mccriegosaHus. K
nccrnegyeMbiM nekapCTBEHHbIM NpenapatamM OTHOCATCS Takxke YxKe 3aperMcTpupoBaHHble NEKapCTBEHHbIE
npenapaTtbl, €crm cnocod Mx NpMMEHeHWUs UM NPOM3BOACTBA (NekapCcTBEHHast hopMa unm ynakoBka)
OTNM4YaeTcsl OT 3aperncTpUpoBaHHONO, a Takke B CrydYae MX MCMOMb30BaHUS MO elle He oA00peHHbIM
nokasaHusM unNu Ans MNONyvyeHWs AOMNOMHUTENbHOW WHdopMaumm o6 yxe 3aperMcTpMpoBaHHON
nekapcTBeHHon opme;

KNMMHMYeckoe uccnegoBaHue - noboe nccnegoBaHve, NPOBOAMMOE C y4acTMEM 4YerioBeka B KavecTBe
cybbekTa AN BbISBMEHUA UNW MOATBEMKAEHUSA KIUHUYECKMX, (DapMakonornyeckux v (unu) apyrux
dapmakoanHamudeckmx acpdekToB nccneayemoro(bix) nekapcTeseHHoro(bIx) npenapara(os) 1 (Mnu) ans
BbISIBITEHNSI HEeXenaTenbHbIX peakuui Ha Hero (Hux), n (unn) ons msyydeHus ero (Mx) BcacbiBaHWS,
pacnpegenexHus, metabonuama u BbiBeOEHWS C Uenbl OueHkn ero (ux) 6esonacHoctn u (Mnm)
3apheKkTUBHOCTY;

OTrpy3ka - onepaumv Mo ynakoBKe AN OTIPY3KM M NO TPaAHCMOPTUPOBKE 3aka3aHHbIX MCCrneayembix
nekapCTBEHHbIX NpenapaTos.;

npenapaTt CpaBHEHWs - WCCredyeMmbli NeKapCTBEHHbIM MpenapaTr wunu  3aperncTpupoBaHHbIN
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nekapCTBEHHbIV Npenapar (415 aKTMBHOIo KOHTporis) nnbo nnauebo, ucnonb3yemble 518 CpaBHEHUS Npu
NPOBEAEHUUN KITMHUYECKNX UCCIIe00BaHNI;

paHAOMM3aLUMOHHBIN KoL - CINCOK, MO3BOMSIOLLMIA YCTAaHOBUTL, KaKylo Tepanuio ¢ y4eTOM paHaoMuU3aumm
nonyyaeT Kaxabli NaLneHT;

paHOoMM3auus - Npouecc pacnpegeneHns nNaunueHToB Mo rpynnamM fieyeHrst Un KOHTPOMs CriyyYanHbIM
06pasoM, NO3BONSAOLNIA CBECTU K MUHUMYMY CYObEKTUBHOCTb;

"cnenon" metog ("MackumpoBka') - meTond, MNpY MPUMEHEHUW KOTOPOro OAaHa unuM Gonee CTOPOH,
y4acTBYOLUMX B UCCNeAoBaHUKW, He WHMOpPMMpPOBaHbl O nNpoBOoANMOM(bIX) TepaneBTUYEeCKOM(MX)
HasHayeHun (HasHa4veHusx). MNpocTon "cnenon" meTon O3HavaeT HEOCBeOOMMEHHOCTb nauueHTa(oB), a
ABonHoM "cnenon” MeTon - HEOCBEOOMIIEHHOCTb O MPOBOAMMOM(bIX) TepaneBTUYECKOM(MX) Ha3Ha4YeHUn
(HasHaveHuAx) nauueHTa(oB), uccneposatensi(en), Habnwgatenerl M B HEKOTOPbIX Cryyasax nuu,
aHanM3MpylLMX MNOMYyYeHHble OaHHble. B oOTHOWeHMM wccnegyemoro fekapcTBEHHOro npenapaTta
"crnenon" MeTod O3HavaeT npegHaMEPEHHYI0 MAaCKMPOBKY WAEHTUYHOCTM 3TOr0 J1IeKapCTBEHHOIO
npenapaTta B COOTBETCTBUM C MHCTPYKLMSAMM CoHcopa. PackpbiTne koaa (CHATUE MacKUpOBKW) O3Ha4vaeT
pacKpbITMe MHOopMaLun, NO3BOMSIOWEN NAEHTUDMLNPOBATL paHee 3aMaCcKMPOBAHHbIN NTEKapCTBEHHbIN
npenapar;

CMOHCOp - OpMAMYECKOE §MLO, OCYLIECTBISOLEE OpraHvM3aumilo MNpoBeAEeHMs  KITMHUYECKOro
nccrnegoBaHus NekapCTBEHHOMo npenapara Ans MeauUMHCKOro NPUMEHEHNS.

. YMPABNEHWE KAHECTBOM

15. (1) PapmaueBTMYECKas cMCTeMa KayecTBa, paspaboTaHHas n NpoBepeHHasi NPon3BoAnUTENEM, OSKHA
cooTBeTCTBOBaTb TpeboBaHWAM HactosAwmx [NpaBun, OTHOCAWMMCH K MCCnegyembiM fieKapCTBEHHbIM
npenaparam, A4ormkHa bblTe JOKYMEHTanbHO ocpopmMreHa 1 4OCTYNHa CNOHCOPY.

16. (2) CneumdmKaumn N TEXHOMOIMYECKNe MHCTPYKLUMM Ha uccredyemMble NekapCTBEeHHble npenapartbl
MOryT M3MEHSITbCA B Mpouecce Mx paspaboTku, HO Mpu 3TOM Heobxoammo obecneyunTb WX MOMHbIN
KOHTPOSb 1 NPOCNEXNBAEMOCTb BCEX U3MEHEHWIA.

IV. MEPCOHAN

17. (3) Becb nepcoHan, [edATenbHOCTb KOTOPOrO CBA3aHa C McCrnedyeMbiMu  feKapCTBEHHbIMU
npenapaTamu, JOIDKEH MPOWTM COOTBETCTBYOLEee 0byyeHne, cBA3aHHOE CO crneumduKkon JaHHOro Buaa
nNpoAayKUuN.

18. Jaxe B cnydasix, korga wraT pabOTHMKOB HEMHOMOYMCMEHHBIW, ONs NPOU3BOACTBA KaXAOW Cepum
uccrieqyeMbiX NeKapCTBEHHbIX MpenapaToB [orkeH ObiTb onpedeneH oTAenbHbIA  NepcoHarn,
OTBeYaloLLNin 3a NPON3BOACTBO M KOHTPOSIb Ka4yecTea.

19. (4) YNonHOMOYEHHOE NMUO OOSMKHO obecneyvnTb Hanuume COOTBETCTBYHLLUMX CUCTEM, OTBEYARLLMX
TpeboBaHnsaM HacTosLero MNMpunoxeHus. [ns 3Toro ynomHOMOYEHHOE NULI0 JOJPKHO UMETh HaanexaLlyo
NoAaroToBky B obnactv pas3paboTkM FNeKapCTBEHHbIX MpenapaToB WM MNPOBEAEHMS  KIMHUYECKUX
uccrnegoBaHun. PykoBoACTBO AN YNOMHOMOYEHHOrO Nnla MO OLEHKE UCCrefyemblX NeKapCTBEHHbIX
npenapaToB NpuBedeHo B nyHkTax 61 - 65 HacTodAwero NMpunoxeHus.

V. MOMELLEHNA N OBOPYOOBAHUME

20. (5) Mpu paboTe c nccnegyembiMy NEKapCTBEHHbIMK MpenapataMmn MHPOPMaLMs O TOKCUYHOCTMW,
aKTUBHOCTM U CEHCMOUNM3UPYIOLLMX CBONCTBAX MOXeT OblTb HEMONHON, B CBA3M C 3TUM NPOM3BOAUTESb
JOIDKEH ydensATb ocoboe BHVWMaHWe CBEeAEeHW K MUHMMYMY PUCKOB MEepPeKpPecTHON KOHTaMUHaLUW.
KoHcTpykumss obopynoBaHus U MOMeLLeHW, MeToAbl WUCMbITAaHWA W KOHTPONd, a Tawkke npegenbl
AOMNYCTUMbIX KOHLEHTPALMI OCTaTKOB MOCIe OYUCTKN AOIMKHbI yUUTbIBaTh XapakTep yka3aHHbIX puckos. B
COOTBETCTBYIOLLMX Cry4asx Mpov3BoamuTenb OOMKeH obpalwaTtb BHMMaHWe Ha opraHu3auuio paboTbl
NPON3BOACTBEHHBLIMW LiMknamu (kamnaHmsamm). [MNpu BeiGope mMotoLero cpeactsa He0b6XoaAMMO y4uTbiBaTb
pacTBOPMMOCTb IEKAPCTBEHHOIO NpenapaTta Ans KNMHWYECKUX UCCregoBaHum.

VI. QOKYMEHTALMA

Cneuudmkauum u MHCTPYKLUK
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21. (6) Cneuudmkaumm (Ha NCXOOHOE Cbipbe, NEPBUYHBIE YNAKOBOYHbIE MaTepuarbl, MPOMEXYTOYHbIE
NpoAyKTbl, HepacgacoBaHHYIO M FOTOBYK MPOAYKUMIO), PErnaMeHTbl, TEXHONOIMYECKNE MHCTPYKLMU 1
WHCTPYKUUN MO yNaKkoBKe AOMMKHbI ObITb HACTOMBKO MOJSHBIMUW, HACKOMBKO 3TO NO3BONSAET CYLLECTBYHOLLNIA
YpOBEHb 3HaHMW O npoaykte. [lo xogy pas3paboTkum nekapcTBEHHOro mnpenaparta ux Heobxoaumo
nepuoanyeckn oueHnBaTb U 06HOBNATL (Npy HeobxoammocTuh). B kakgow HOBOW Bepcuu OOIMKHbI ObITh
y4TeHbl CaMble MocnedHWe [AaHHble, UCMONb3yeMasi B HacTOsiLee BPEMsi TeXHonorus, TpebGoBaHusi
locynapcteeHHoW chapmakonen Poccunckon denepaumm n HOpMaTMBHBIX NPaBOBbIX akToB Poccumnckon
depepaumun. Hoeasi Bepcusi AomKHa Takke CoOAepXaTb CChINKY Ha NpeablayLlyto Bepcuto Anst obecneyeHums
NPOCNEXMBAEMOCTN U3MeHEHWIA. [pon3BogMTENb OOMKEH YTBEPAUTL Npoueaypy Ans BHeceHMs Nobbix
N3MEHEHWU, KOTOpble MOrYT MOBMUSTbL Ha Ka4yecTBO WUCCreayemMoro JiekapCTBEHHOro npenapaTta, B
YaCTHOCTU, Ha ero cTabunbHOCTb 1 BUOIKBUBANEHTHOCTb.

22. (7) OO6ocHoBaHMsi AN BHECEHWUS] WM3MEHEHWA [OOJDKHbl ObITb [AOKYMEHTanbHO OQOPMIIEHDI.
lMponssoanTenb JOMKEH MPOaHanM3npoBaTh BNSIHNE BHECEHHbLIX M3BMEHEHUI Ha Ka4eCTBO UccregyemMoro
rniekapCTBEHHOrO npenapara 1 Ha NPOBOAMMbIE KNMHUYECKME UccreaoBaHus. Pe3ynbTaTel Takoro aHanmaa
AOIMKHbI ObITb 0hOpPMIIEHBI JOKYMEHTAIBHO.

3akas

23. (8) 3akas pomkeH cogepxatb TpeboBaHve Ha NPON3BOACTBO U (UNKN) YNaKOBKY ONpeAeneHHoro yucna
eOMHWL NPoAayKUuMM 1 (unn) ee OTrpy3Ky. 3akas NPOM3BOAMTENIO HanNpPaBnAeTCs CMOHCOPOM UMW fMLOM,
AENCTBYOLWMM MO ero nopyyeHuto. 3akas AormkeH ObiTb ohopmreH Ha BymaxHoOM HocuTene u (unu) B
SMNEeKTPOHHOM BMAE M ObiTb AOCTATOMHO YEeTKUM BO M3bexaHue pasHouTeHun. 3aka3 [ofmkeH ObiTb
yTBEpXAeH IuUOM, MMEKLWUM COOTBETCTBYIOLLME MOMHOMOYMSA, W WMMETb CCbifIKy Ha [dOoCbe Ha
neKkapCTBEHHbIN NpenapaT Y Ha NPOTOKOI KIMMHUYECKMX UCCRea0BaHWUN.

Jlocbe Ha nekapcTBEHHbI Npenapar

24. (9) OJocbe Ha nekapCTBEHHbIN npenapaT AOSMKHO HenpepbiBHO OOHOBMATLCA MO Mepe pas3paboTku
nekapcTtBeHHOro npenapaTa. [lpu 3TOM npou3BoAuTENb AOMKEH obecneynTb MNPOCHEeXUBaeMoCTb
npeabIayLmMx Bepcuii 4oCbe Ha fekapCTBEHHbIN npenapar.

25. [locbe Ha nekapCTBEHHbIN NpenapaT AOMMKHO BKIoYaTb B cebs, B YaCTHOCTH, cneayoLwme AOKYMEHThI
(vnn cogepkaTb CCbIMKN Ha HAX):

cneundmrKaLmn 1 aHanuUTUYeckme MeTOAMKN Ha NCXOOHOE Chipbe U YNaKOBOYHbIE MaTepuansl;
cneundmkaumMm M aHanuTUYeckme MEeTOAMKM Ha MPOMEXYTOYHY, HepacdacoBaHHYd W TFOTOBYIO
npoayKLmio;

TEXHONOrnyYeckne UHCTPYKLMU;

MEeTOAMKN KOHTPOMS B NpoLiecce Npon3BOACTBa;

YTBEPXXAEHHYIO KOMUIO 3TUKETKY;

NPOTOKOSbI KNMHUYECKMUX UCCNEAOBaHNIA U, B COOTBETCTBYIOLLUMX CryYasX, paHAOMM3aLMOHHbIE KOoabl;
[AOroBOpPbI C UCMOMHUTENSAMM, YKa3aHHble B NyHkTax 237 - 255 HacToawmx Mpasun (Npu HeobxoammocTw);
JaHHble 0 cTabunbHOCTY;

YCINOBUSA XpaHEeHUs U TPaHCMOPTUPOBKM.

26. lMpuBeaeHHbIN NepevyeHb AOKYMEHTOB MOXeT M3MEHSATbCS B 3aBUCUMOCTW OT J1eKapCTBEHHOro
npenapata u ctaguu ero paspaboTtkn. Cogepxaluascsa B 4OCbe MHPOPMaLMS AOMKHA CNYXUTb OCHOBON
Npyv oOLEeHKe TFOTOBHOCTM QAN MPUEMKU W Bbldadun paspelleHnss Ha BbIMYCK KOHKPETHOW cepuu
YNOSTHOMOYEHHbBIM NULIOM, KOTOPOe AOMKHO MMEeTb AOCTYN K Takon nHgopmaumn. Ecnv pasHble ctagmm
npouecca Npou3BOACTBA OCYLUECTBMAAIOT Ha pasHbIX y4yacTkax, r4e OTBETCTBEHHOCTb HEeCYT pasHble
YNOSIHOMOYEHHblE NWUAa, [OOonyckaeTcs BeCcTUM OTAeNbHble [OCbe C OrpaHW4eHHOW WHdopmaumnen,
UMeloLLIe OTHOLLEeHWE K AeATeNbHOCTU Ha COOTBETCTBYIOLLMX yYacTKax.

PernameHT u TexHonorn4eckue MHCTPYKUNN

27. (10) Kaxxgas npov3BOACTBEHHAs onepauus unu onepauus no OTrpy3ke OOSPKHA BbINOMHATHCA B
COOTBETCTBMU C YeTKOM W [OCTaTOMHO MOMHOM WHCTPYKUMEN K COMPOBOXAATbCA OgOpMNEeHnem
COOTBETCTBYIOLLMX 3anucen. Ecnu onepaumsa He ABNsIETCS NOBTOPSIEMON, TO HE 0D0sI3aTENbHO COCTaBMNATb
pernaMeHT Wu TEexHOMOorM4yeckne WHCTPykuun. 3anmcn wumMeroT ocoboe 3HayeHve Ans NoAroTOBKK
OKOHYaTenNbHbIX TEKCTOB OOKYMEHTOB, KOTOpble ByoyT MCMONb30BaTbCA MpUM CEPUNHOM MPOU3BOACTBE
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nocne nony4YeHns permcTpaLmMoHHOro yaoCTOBEPEHUS Ha NIEKAPCTBEHHBIN Npenapar.

28. (11) Hdopmaums, cogepxallasicss B JOCbe Ha NeKapCTBEHHbI npenapaT, A0MKHa UCNOoNb30BaThCs
npu paspaboTke NOAPOOHbLIX WMHCTPYKUMIA MO MPOU3BOACTBY, YMaKOBKE, WUCMbITAHWAM ANs KOHTPOMs
KayecTBa, YCITOBMSM XPaHEHUSA U TPAHCNOPTUPOBKM.

VHCTpyKUMM NO ynakoBke

29. (12) Wccnepyemble nekapcTBeHHble npenapatbl, Kak MpaBuno, AOMKHbI YNaKoBbIBATLCSA
MHAMBMAYaAnNbHO AN Kaxaoro nauneHta. KonnyecTso eamHuL, ynakoBbiBaeMoOn NPoayKumMmn A0MKHO 6bITb
onpefeneHo OO Havana onepauuin no ynakoBKe C YY4eTOM KOMMyecTBa eauHul, HeobxoaumbiX Ans
npoBeLEeHNA KOHTPOMNs KadecTBa, M OTOOpa apxvBHbIX 00pasuoB Ansd xpaHeHus. lMocne oKOHYaHWUS
YyNakoBKM M MapKMpOBKM HeoBXoAMMO COCTaBUTb MaTepuanbHbii 6anaHc, 4ToObl rapaHTUpoBaTb
NpaBurbHbINA YYEeT KaXX4oro Buaa Nnpoaykuun Anst Kaxxaon ctaguy NpovM3BOACTBa.

3anucu no Npor3BoACTBY, KOHTPOSIIO U YNaKoBKe Cepum NpoayKLum

30. (13) docbe Ha cepuio OOMKHO coAepXaTb OOCTaTOMHO MOAPOOHYI0 MHOpMauuio Ans TOYHOro
NPOCNeXMBaHUA nocregoBaTenbHOCTU onepauun. 3TO AoCbe AOMKHO coaepXaTb BCe CYLECTBEHHble
3amevaHusi, 0OOCHOBbIBalOLWME WCMOMb30BaHHbIE Mpoueaypbl UMM BHECEHHbIE WM3MEHEeHWs, Adatolme
HOBYIO MHOpMauuio O feKapCTBEHHOM npenapare W No3BOnswWue  YCOBEPLUEHCTBOBATb
NPON3BOACTBEHHbIE OMNepauun.

31. (14) 3anucu No nNpPom3BOACTBY Cepuu MPOAYKUUW AOSMKHbI XPaHWUTLCSA HE MeHee nATW feT nocne
3aBeplleHns UNu MpekpaweHns MocnegHero KIMHUYECKOro WCCrefoBaHWs, B KOTOpPoM  Obina
ncrnonb3oBaHa aTa cepusi.

VII. TPON3BOACTBO
YnakoBo4Hble MaTepuansi

32. (15) B cneumndmkaumsx n METOAMKAX KOHTPOMS KavyecTBa A0MKHbI BbiTb MpegyCcMOTpeHb! cneunanbHble
Mepbl N0 NPeAoTBPAaLLEHMIO CIy4aliHOrO PacKOAMPOBaHNS U3-3a PasfMymi BHELLHEro B1aa pasHbIX Cepun
yNnaKkoBOYHbIX MaTepuaros.

TexHonorn4eckme onepauum

33. (16) Ha ctagum pa3paboTkuM nekapCTBEHHOro npenapara HeobXxoOuMO OMNpedenuTb KpUTuyeckue
napameTpbl 1 BUAbl KOHTPOMS B Npolecce NponsBoAcTBa. BpemeHHble napameTpbl 1 BUAbl KOHTPOMS B
npouecce nNpou3BoAcTBa MOryT ObiTb onpedeneHbl Ha OCHOBE MPWOBPETEHHOro OMbiTa, B TOM 4ucre
npegblaylumMx uccregoBaHuin no paspabotke. OTBETCTBEHHbINM NepcoHan AorKeH yaensTb ocoboe
BHUMaHue paspaboTke HeoOXOAMMbIX MHCTPYKUMIA U MOCTOSHHOMY WX COBEPLLUEHCTBOBAHMIO C Y4eTOM
onbiTa, NpuobpeTaeMoro B npouecce NPon3BoACTBa. YCTaAHOBIEHHbIE U KOHTPOMNMpyeMble napameTpbl
AOMKHbI B6bITb 060CHOBaHbLI B COOTBETCTBMU C UMEIOLLENCH B JaHHOE BPeMSA MHOpMaLuuen.

34. (17) [HonyckaeTcd He npoBOAMTb BanMaaUUMIo TEXHOMOIMYECKMX MpPOLEeCCOB MPOM3BOACTBA
uccrnegyemMbix NekapCTBEHHbIX npenapatoB B obbeme, npegycmMarpuBaemMom Ans  CEPUNHOIO
npoussoacTea. B mwobom cnyyae nomelwleHus n obopygoBaHue AoMmxHbl BbiTb KBanuguumpoBaHsl. Ons
CTepUIbHbIX NeKapCTBEHHbIX NpenapaToB Banuaauusa NpoLeccoB CTepMnusauum JofmKHa NpoBOANUTLCS B
TOM Xe obbeme, YTO U ONS 3aperncTpMpoBaHHbIX NIEKapCTBEHHbIX MpenapaToB. B cooTBeTcTBYOLIMX
cnyyasax, gna obecneyeHns 6e3onacHOCTU OUOTEXHOMOrMYECKMX NEeKapCTBEHHbIX MnpenapaToB Ans
KMMHWYECKUX UCCrea0BaHUA MPON3BOAUTESNb AOMMKEH NOATBEPANTE 3P EKTMBHOCTb MHAKTUBALIMK U (M5Nn)
yoaneHus BMPYCOB M (UNn) ApYrux npumecert OMONOrM4eckoro MpPOUCXOXAEHWS B COOTBETCTBUM C
Hay4YHbIMW NPUHUMNAMM U METOAAMMU, U3NOXEHHBIMU B COOTBETCTBYIOLLMX PYKOBOACTBAX.

35. (18) Banngaumsa acentnyeckmMx npoLeccoB npeacraBnseT 0cobyo TpyAHOCTb NpY MarnbiX pa3mepax
cepun npoaykuun. B aTux cnyvasx yncno eguH1L, NpogyKumm, HanomnHAeMbIX cpegamu, MOXeT OblTb paBHO
HanbornbLlemy pasmepy cepuu npogykuuu. [pyu HanuumMm BO3MOXHOCTM (B TOM 4Mcre AnS umutauumun
npouecca) NponsBoANTENb AOMMKEH HAMOMHATbL CpejamMu Havbomnbllee YUCo eaunHUL, NPOAYKUUW Ans
obecneyeHns OGonbluienn [OOCTOBEPHOCTVM pes3ynbTatoB. HamonmHeHve w repmetv3aums SBMSOTCS
NPEMMYLLECTBEHHO PYYHBIMW UMW MOMyaBTOMAaTUYECKUMU OMnepauusMy, NpeacTaBnsioWwmMMmM puUck Ans
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CTepUIibHOCTW. B cBsi3n ¢ aTMM Heobxoanmo yoennTb NoBbllLEeHHOE BHMMaHune 06yqu|/no nepcoHana un
npoeeaeHuno Banngaumnm MeTogoB acenTn4eckoro npomn3soacTea C ydaCctmem KaxKaoro onepartopa.

TpeboBaHus k NpenapaTty CpaBHEHUS

36. (19) Ecnun npenapaT cpaBHeHUs NOABepraeTcs M3MEHEeHUsAM, Npou3BoanUTENb OOmMKeH obecneynTb
OOCTYNHOCTb AaHHbIX (Hanpumep, no CTabunbHOCTW, CPaBHUTENBHOMY W3YYEHUIO PaCTBOPUMOCTH,
©1o40CTYNHOCTY), MOATBEPXKOAMLWNX, YTO Takme M3MEHEHMSI HEe OKaXyT CYLLEeCTBEHHOro BMWUSHUSA Ha
NCXOAHble NapameTpbl KA4eCTBa 3TOro fiekapCTBEHHOro Npenapara.

37. (20) Cpok rogHOCTW npenaparta CpaBHEHWs, YKa3aHHbI Ha MepBOHAYarbHOW YMNaKkoBKE, MOXET He
coBnagaTb CO CPOKOM roAHOCTU Npenapara, nepeynakoBaHHOIO B APYryr0 yNakoBKy, He obecneynBaroLLyto
9KBMBANEHTHbIV YPOBEHb 3aLLUThI UITM €CIM Takas ynakoBka HECOBMeCTUMa C npenapatoM. B cBa3u ¢ atum
CMOHCOp MNU NNUO, OEeNCTBYOLLEE OT ero MMeHMW, JOJKHbI onpeaennTb NpueMnemyto aaty, 4O KOTOpOn
JonyckaeTcsi MCNonb3oBaTb MpenapaTt, yyuTbiBasg MpuUpoAy npenapaTa, XapakTepUCTUKMA YMaKoBKUA U
yCnoBus, B KOTOPbIX ByAeT XxpaHuTbcsa aToT npenapaT. HoBbIN CpoK rogHOCTH A0JmKeH BbiTb 060CHOBaH U
He MOXeT NpeBbIlaTh CPOK FOAHOCTHU, YKa3aHHbIA Ha NepBoHaYanbHon ynakoske. Cpok roAHOCTU OOSKEH
COrNacoBbIBaTbCS C ANMUTENBHOCTBIO KIMMHUYECKOrO UCCNef0oBaHMS.

Onepauun no kogmposaHuto ("cnenon” meton)

38. (21) Ecnn uccnepgyemble nekapcTBeHHble npenapatbl KOAMPYHOT, TO OOSMKHbI ObiTb padpaboTaHbl
cucTembl, obecneymBaolimMe KOAMPOBKY WM €€ COXpaHeHue, HO npyv HeobxoaMMOoCTM MO3BOMSAKLME
naeHTMdMLMpoBaTh 3aKkoaUPOBaHHYHo ("crienyto”) NpoayKUMIo, B TOM YUCIle HOMEepa Cepuii uccnegyemoro
nekapCTBEHHOro npenapara o onepauuu no KoavpoBaHuto. [pon3BoguTens OOSPKEH NpeaycMOTpeTb
BO3MOXHOCTb ObICTPON MAEHTUUKALUM UCCIeQyeMoro JeKapCTBEHHOro npenapata B 3KCTPEHHbIX
crnyyasx.

Koa pangomusaumm

39. (22) B MHCTpyKUMAX AOIMKHbBI ObITb ONUCaHbl BCe Npoueaypbl MO CO34aHuIo, 3aWwmuTe, pacnpeaeneHuto,
0bpaboTke 1 xpaHeHuto Nboro koga paHaoMu3aLun, UCNONb30BAHHOMO AN YNaKOBaHHbIX MCCNeayeMbIX
NNIeKapCTBEHHbIX MpenapaTtoB, a TakKke MeTodbl pacKpbITUA KoAda. |_|pOI/I3BOJJ,VITeJ'Ib AOoJKeH BeCTU
COOTBETCTBYHOLLME 3aMNUCH.

OﬂepaLl,Ml/I no ynakoBke

40. (23) Mpu ynakoBKe MWCCMEQYEMOro fiekapCTBEHHOrO MNpenapata MOXeT oKa3aTbCs HeobxoanmbiM
O[lHOBPEMEHHOE HaxOXAeHWe pasfuyHbiX BWAOOB NPOAYKUMW Ha OOHOW YNaKOBOYHOW  NUHWUW.
MpoussoauTens OOMKEH CBECTU K MUHUMYMY PUCK NepenyTbiBaHUSA NeKapCTBEHHbIX npenapaTtoB nytemM
BbINOSIHEHNST COOTBETCTBYIOLMX nNpoueayp M (Mnun) npuMMeHeHus cneumanbHoro obopyaoBaHua WU
COOTBETCTBYIOLLEro 06y4eHns nepcoHana.

41. (24) Onepaummn No ynakoBKe U MapKMPOBKe MCCneayeMblX NeKapCTBEHHbIX npenapaToB MoryT 6biTb
bornee CNOXHbIMWM U NOABEPKEHHBLIMWN OLLIMGKaM, KOTOpble TpyAHee BbiSiBMAATb, YeM MpU NPOU3BOACTBE
3aperucTpMpoBaHHbIX  NeKapCcTBEHHbIX npenapatoB. OcobeHHO 9TO KacaeTcs  uccregyembix
neKkapCcTBEHHbIX NpenapaToB C MOXOXWM BHELLHUM BMAOM Mpy UCNonNb3oBaHun "cnenoro” metoga. B ceasun
C 3TUM TpebyeTcs NpUHMMaTb 0cobble Mepbl MO NPeaoTBPaLLEHNIO OLUMOOK B MapKMpPOBKE, HaNnpumep, 3a
cyeT cBefeHua banaHca 3TMKETOK, OYMCTKM NIMHMK, OCYLLLECTBIIEHMS KOHTPONSA B NPOLIecCce NPOM3BOACTBA
cneynanbHO 06yYeHHbIM NEPCOHANOM.

42. (25) YnakoBka [OfKHa rapaHTUpoBaTb COXPaHHOCTb MCCeayemMoro nekapcTBeHHOro npenapata B
Hagnexallem COCTOSIHUM NpU TPaHCMOPTUPOBKE M XpPaHEHUU B MPOMEXYTOUHbIX MYHKTaX HasHayeHwus.
BTtopuyHas ynakoBka AormkHa ObiTb Tako, YTOObI BbiNo cpa3y 3aMeTHO ee BCKpbITUE Mnu noboe nHoe
BMeLLaTeNbCTBO BO BPEMS TPaHCMOPTUPOBKW.

MapkupoBska

43. (26) B tabnuue N 1 obbeamHeHbl TpeboBaHus, cogepxalumecs B NyHkTax 43 - 48 HacTodAwero
MpunoxeHus. MapknpoBka gormkHa obecneynBaTth 3aLUUTy NauveHTa, BO3MOXHOCTb MPOCMEXUBaAHUSA U
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naeHTudrKaummM nekapCcTBEHHOIO Npenapata U UCCNeaoBaHus, a Takke cnocobcTBoBaTh NpaBUIbHOMY
NPYMEHEHWIO UCCeQyeMOro fiekapCTBEHHOMO Npenapara.

44. Ha aTukeTKax JOJKHa codepxaTbCsa crneayowas nHdopmaums, ecrnm He 060CHOBaHO ee OTCyTCTBUE
(HanpuMep, nNpyM  HanmMuMM  LEHTPanu30BaHHOW  SMEKTPOHHOW CUCTEMblI  PaHAOMU3UPOBAHHOMO
KOOMpOBaHUSA):

a) (a) HanmeHoBaHue (Ums), agpec n Homep TenedoHa CnoHcopa, PUANYECKOro nuLa, NPUBIEYEeHHOro
CMOHCOPOM K OpraHusauum npoBeAeHUs KIMHWYECKOro uccneaoBaHus (danee -  KOHTpaKTHas
uccnegoBaTtenbckasd opraHmMsaLmsa) unu ncernegoBatensa (OCHOBHOMO KOHTAKTHOrO nvua Angd nonyyeHust
WHpopMaLmMM OTHOCUTENBHO TNEKAPCTBEHHOrO npenapaTa, KIWHWYECKOro MWCCneaoBaHus u  angd
9KCTPEHHOrO packoanpoBaHus);

6) (b) nekapctBeHHas dopma, cnocod BBeOEeHUS, KOMMYEeCTBO [O3UPOBAaHHbIX €4MHUL, U B cry4ae
NpoBeAEHUSA OTKPLITOro UCCIeJ0BaHNs - HAUMEHOBaHWe U (unn) Wudp nekapcTBEHHOMO Npenapara u ero
OO3VPOBKY U (MNK) aKTUBHOCTb;

B) (C) Homep cepun 1 (MnK) Kog ANs nAeHTUMMKaLMM CogepPXXMMOro 1 onepawlmmn no ynakoBke;

r) (d) Homep (kog) uccregoBaHUs, MO3BOMAKOWMIA MOEHTUMUMPOBATE MCCNeaoBaHne, MEQULMHCKYIO
opraHu3aumio, uccriegoBaTensi U CNoHCopa, eCNN 3TO He yKa3aHo B APYroM MECTE;

4) (e) naeHTNUKaLMOHHbIN Ko NalMeHTa u HoMep BM3uTa (Mpu HanMunm);

e) (f) damnnua n nanumanesl uccrnegosaTtens (ecnu He ykasaHo B nognyHkrax "a" wnm "r");

X) (g) yKasaHusa no Mcnonb30BaHMI0 (MOXeT BbiTb NpyMBeAeHa CCbiflka Ha NUCTOK-BKNagpiw nmbo apyron
NOSACHUTENbHBIA JOKYMEHT, NpeaHasHayYeHHbl ANd nauueHTa unm nuua, OCyLLeCTBSWEro BBeaeHmne
nekapcTBEHHOro npenapara);

3) (h) Hagnuck "[na KNMHMYecknx nccnegoBaHmn';

n) (i) ycnoBus xpaHeHus;

K) (j) cpok Mcrnonb3oBaHMSA C yKasaHMeM Mecdua M roga Takmm obpasom, 4Tobbl usbexaTb nobon
HeonpegeneHHocTh (MOXeT ObITb yka3aHa gata, 40 KOTOPO HEOOXOAMMO UCMNOSb30BaTh NIEKAPCTBEHHbBIN
npenapar 455 KIMHUYECKNX UCCNeaoBaHWIA, CPOK rOOHOCTU UIK AaTa NOBTOPHOMO KOHTPOIS);

n) (k) Hagnucb "XpaHuTb B HeOOCTYMHOM Ans AeTeln MecTe", 3a WCKM4YEeHMEeM CcryyaeB, Korga
nekapCTBEHHbIV Npenapar npegHa3HayYeH Aanst UCNornb30BaHNs TOMBKO B YCITOBUSAX CTaumMoHapa.

45. (27) Appec n HOMep TenedoHa OCHOBHOIO KOHTAKTHOIMO nuua Aand nepegadvn MHdopmauum
OTHOCUTENbHO  NEKAPCTBEHHOro  npenapaTta,  KIAMHWYECKOrOo  MUCCrefoBaHWst U 9KCTPEHHOro
packoaupoBaHus MoryT 6bITb HE yKasaHbl Ha 3TUKETKE, eCnv NauMeHTy NpeaocTaBrneHbl UHCTPYKUUA Mo
NPUMEHEHNIO UM KapTOYKa, HA KOTOPOW yKa3aHbl 3TU AaHHbIE, a Takke AaHa MHCTPYKUUS aepXaTb UX Npu
cebe NoCcTosHHO.

46. (28) OaHHble OOmKkHbl ObiTb NpMBEOEHbl Ha PYCCKOM A3blke. [aHHble, yka3aHHble B MyHKTe 44
HacTosLero MNMpunoXeHus, AOMMKHbI HAXOAUTLCS KaK HAa NEPBUYHON, Tak M HA BTOPUYHON ynakoBke (Kpome
Crny4yaeB, OMUCaHHbIX B NyHkTax 47 - 48 Hactoswero [lMpunoxeHus). TpeboBaHua Kk copepkaHuio
MapKMPOBKN Ha 3TUKETKAaxX Ha MepBMYHOW M BTOPUYHOW ynakoBKax npuBedeHbl B Tabnuvue 1. Takke Ha
3TMKETKax MOXeT ObITb MpuBeAeHa MHpopMaLusa Ha OPYruX s3blkax.

47. (29) B cnyyasx, korga uccrnefgyemblii nekapcTBEHHbIN Npenapar, nepefaBaemblil NaLMeHTy unm nuuy,
OCYLLECTBMAIOLLEMY BBEAEHME UCCNEOQYEMOrO NIEKAPCTBEHHOIO Npenapara, CoNpoBOXAAeTCst BTOPUYHOM
yrnakoBKOW, coepXatlen nHdopmMaLmio, ykasaHHylo B nyHkTe 44 HacToswero [NpunoxeHus, Mapkuposka
NepBUYHONM yNakoBkM (Mnv Noboro 3aneyaTaHHOro 4O3MPYHOLLEro YCTPOMUCTBA, CoAepKaLlero nepBrnYHyo
ynakoBKy) JOIKHa coaepxaTtb cneayoLyo nHpopmaumio:

a) (a) HaumeHoBaHMe (MMsl) CMOHCOpPA, KOHTPAKTHOW UCCNeaoBaTENbCKOM —opraHusauMm  unm
uccnegosarens;

©0) (b) nekapctBeHHas copma, cnocob BBefeHUst (MOXET He yKasblBaTbCs ANs TBepAblX nepopanbHbIX
dopM), KONMMYECTBO LO3UPOBaHHbIX €AMHUL, U B CNyvyae MPOBEAEHUS OTKPbLITOrO MCCredoBaHus -
HavMeHoBaHue 1 (1nu) Wwndp NekapcTBEHHOrO Npenapara 1 ero A03MpPoBKY 1 (UNN) aKTUBHOCTb;

B) (c) HOMep cepuu 1 (MNK) Ko ANs aeHTUUKaLMM COAePXXMMOro 1 onepaLmm no ynakoske;

r) (d) Homep (koad) uccnepoBaHusl, MNO3BONAWLMIA UOEHTUUUMPOBATL MUCcnegoBaHWe, MEOULMHCKYIO
opraHusauuio, uccriegoBaTens U CNoHCopa, ECNN 3TO HE YKa3aHo B APYroM MeCTE;

4) (e) naeHTNUKaLMOHHbIN Kog NaumeHTa u HoMep BM3uTa (Mpu Hanmumum).

48. (30) Ecnn nepBMYHON YNakoOBKOW SBNSETCA GrucTep MM OHa UMeEeT Manbli pa3mep (Hampumep,
amnyrnbl, Ha KOTOPbIX HE MOryT ObiTb pasMelleHbl OaHHble, YKa3aHHble B MyHKTE 44 HacToALero
MpunoxeHus), OOmMKHa ObITb NPeayCcMOTpeHa BTOPUYHAs YNakoBKa C 3TUKETKOW, COAepXalen 3Tu
AaHHble. [Mpy 3TOM Ha NEPBUYHON YNaKOBKE AOJMKHbI ObITb yKa3aHbl:

a) (a) HaumeHoBaHMe (MMsl) CMOHCOpPA, KOHTPAKTHOW WUCCNeAoBaTENbCKOW OpraHuM3auun  unm
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ncenenoBartend,

0) (b) cnocob BBegeHUS (MOXHO He yKa3biBaTb AN TBEPAbIX NepoparnbHbiX opm), 1 B criyvae NnpoBeeHus
OTKPbITOro MCCRneaoBaHus - HAaMMEHOBaHWE U (UNK) WGP NEKAPCTBEHHOIO NpenapaTta u ero 4o3MpoBKa U

(Mnn) aKTUBHOCTD;

B) (C) HOMep cepum U (MNn) Ko4 ANns AeHTUMVKALUM COAEePKMMOTO U ornepauum Mo yNakoBKe;

r) (d) Homep (koad) uccnepoBaHus, MO3BONAWLWMA UOSHTUMUMPOBATE UCCNeaOBaHWE, MEOULUHCKYHO

opraHusaumio, uccrnefoBartens U CroHcopa, ecrny 3To He yka3aHo B ApYroM MecTe;
4) (e) naeHTUMKaLMOoHHbIV Koa naumneHTa u Homep Bu3uTa (Mpy Hanuumn).

Tabnuua 1. CymmapHas nHgopmaLms 0 MapKupoBke (NyHKTbl 43 - 48)

a) HauMeHOBaHMe (uMMsa), alpec M HoMep TeJjedoHa
CIIOHCOpPa, KOHTPaKTHOM VCCcJienoBaTeslbCKOM
opraHuzauum W uccrenoBaTesns (OCHOBHOTO
KOHTAKTHOTO JMla IJSg [IOJIyUYeHUS nHdpopMaL UM
OTHOCUTEJILHO JIEKAPCTBEHHOT'O npenapara,
KJIMHUYECKOTO MCCJIeIOBaHMS M IOJIS DBKCTPEHHOTO
PacKOOMPOBAHUA) ;

criocob BBEeOEHNId,
enIuHul, U B CJydae

©) JexapcTBeHHas dopmMma,
KOJIMUECTBO IO3UPOBAHHEIX
IpOBEeIEeHUS OTKPEITOT'O VCCIenOoBaHUsa -
HaMMeHOBaHue ¥ (Miau) mmdp JIEKaPCTBEHHOT'O
npenapaTa M €ro HOO3UPOBKA U (MJIM) aKTUBHOCTL;
B) HOMep cepuM M (MIM) KOO IJg MISHTUOUKALUN
CONEPXMMOTO M OIepaluuu IO yIaKOoBKe;
T) HOMEP (xkom) UCCJIenoBaHuAg,
NIOeHTUOUUMPOBATH uccyenoBaHue,
opraHMBaluuio, MCCJemoBaTeyid M CIOHCopa,
3TO He YyKaszsaHO B IOPyI'OM MecTe;

o) UOEHTUOMKALMOHHEIY KOI IaluMeHTa U
BM3UTA (NpM HaJIUUUM) ;

e) dbaMuaIMsa M MHMILMAJE MCCJIeIOoBaTeJsId
yKasaHo B noanysHkrax "a" wmam "r");
X) yKasaHmMsa IO MCIOJbB30BAHMI  (MOXeT OBITEB
IpUBeIEeHa CCBJIKA Ha JIMCTOK-BKJIAIHI JIMOO IPYTOW
MOSICHUTENbHEY HOOKYMEHT, IMpPEeIHABHAUEHHHM OJid
nauMeHTa MM JMia, OCYUEeCTBJAnIEero BBeIeHUue
JIeKapCTBEHHOT'O IIpelapara) ;

IO 3BOJISIOMMNM
MeOMUVHCKYIO
ecinu

HOMEP

(ecmm  He

3) Hagnmchb "IJd KIMHUMYECKMX MCcJaemoBaHum";

1) YCJIOBUSA XPAaHEHUS;

K) CPOK MCIOJIb30BaHMSA C ykasaHMeM Mecsaua U
roma TakKuM ofOpas3oM, YTOOH mu30exaThb Jobon
HeomnpeneJIeHHOCTHM (MoxeT ObBITh ykKaszaHa naTa, Io
KOTOPOM HeOOXOOMMO MCIIOJIb30BaTh JI€KapCTBEHHBIM

OB CJIYUAN
HJ‘IH nepBMquﬁ YIIAKOBKM U

BTOPUYHOM YINaKOBKM (IIYHKT
44)
Nudopmaums,
yKasaHHasg B MOIONYyHKTax
"a" <l> — "J-.["

INIEPBMYUHASA YIIAKOBKA
Eciu HepBUUHY YHNAKOBKY
Y BTOPUUYHYI YIaKOBKY
XpaHAT BMecTe (nyHKT 47)
<5>

Vunpopmaumsa,
yKasaHHasg B MOIONYyHKTax
HaH <2> |16H <3> "B" "I‘"
",J:["

[IEPBMYHAA VYIIAKOBKA
BancTeps MM YIaKOBKU
MaJloro pasMmepa (nyHKT 48)
<5>
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npenapaT, CPOK TOOHOCTM MJIM HaTa I[IOBTOPHOTIO VundopMaums,
KOHTPOJIA) ; yKasaHHasa B INOIIYHKTAaX
JI) Hanmnuch "XpaHUTb B HEHOOCTYIHOM IJid HeTeM "a" <2> "o" <3>, <4> "g"
MecTe", 3a UCKJIIUEHMEM cJy4daes, KoTrma "o """
JIeKapPCTBEHHEN npenapar npenHa3HadYeH onsa

MICIIOJIB30BAHUA TOJIBKO B YCJIOBMAX CTallMoHapa

MpumeyaHus:

<1> Agpec n Homep TenedoHa OCHOBHOIO KOHTAKTHOrO nvua Ans nonyyYyeHns nHpopmaumm oTHOCUTENBHO
rniekapCTBEHHOro npenapara, KIMHWYECKOrO MCCIeAoBaHWUsS M 3KCTPEHHOIO packoAMpOBaHMS MOXET He
cofepXaTtbCsl Ha 3TUKETKe, eCrin NaumneHTy NpegocTaBrieHbl MHCTPYKLUMS MO MPUMEHEHUIO JIEKapCTBEHHOMO
npenapaTa unu KapToJka, rae ykasaHbl 3TW JaHHble, a Takke AaHa UHCTPYKUUA aepxaTb ux npu cebe Bce
BpeMs (NyHKT 45 HacToswero MNpunoxenns).

<2> He HyxHO pa3mMelyatb agpec u HoMep TenedoHa OCHOBHOIO KOHTAKTHOro fvua Ans nHgopmaumm
OTHOCUTENBHO  JfIeKApCTBEHHOIO  MNpenaparta,  KIMHWYECKOro  WUCCNedoBaHWs U 3KCTPEHHOro
pacKOAMPOBaHWS.

<3> Cnocob BBeAEHUA MOXHO He yKa3blBaTb 41151 TBEPAbIX NEpOoparibHbIX NeKapCTBEHHbIX (OPM.

<4> MOXHO He yKa3sblBaTb JIEKAPCTBEHHYO POPMY M KONMYECTBO A03MPOBAHHBLIX €ANHUL.

<5> Ecnn Ha BTOpWMYHONM ynakoBKE COOEPXMUTCA MHOPMaLMs, NpuBedeHHast B NyHKTe 44 HacTosLEro
MpunoxeHus.

49. (31) Ona nosicHeHWs ykasaHHOW Bblle MHopMauun MoryT ObiTb WCMONb30BaHbl CUMBOSbI UMK
nukTorpammbl. MoxeT ObITb NpeacTaBneHa AONONHUTENbHAA UHOpMaUWs, npegocTepexeHms u (Mnm)
WHCTPYKLMKN NO 0OpalleHnto ¢ NieKapCTBEHHbIM NpenapaToMm.

50. (32) B cnyyae npoBeAeHMs KNMMHUYECKUX UCCNeaoBaHniA, Koraa:

a) HeT HeobXoOUMOCTH B OTAENbHBIX NPOLIECCax NPON3BOACTBA UMW YNaKOBKW;

©) npu nccnegoBaHMM UCNONBb3YIOTCA NEKAPCTBEHHbIE CPEACTBA, 3aperncTpUpoBaHHble, MPOM3BeaEHHbIE
UM UMNOPTUPOBAHHbBIE B COOTBETCTBUU C 3akoHOoAaTenbcTBoM Poccuiickon ®epepauuu;

B) B MCCnegoBaHWM NPUHUMAOT y4yacTMe MaumMeHTbl ¢ TeMn 3aboneBaHusiMKU, KOTOpble COOTBETCTBYIOT
NMOKa3aHUAM K MPUMEHEHUI0, YTBEPXAEHHBIM NPU peErncTpaumm,

- Ha NEpPBMYHON yNakoBKe Tak, YTOObI HE 3aKPbITb OPUIMHANBHYH STUKETKY, JONONHUTENBHO JOIMKHbI OblTh
NpUBELEHbI CrieayoLme JaHHbIe:

(i) HasBaHuMe (MMSA) cnoHcopa, KOHTPaKTHOW UccrefoBaTeNbCKOW OpraHn3aumm unum uccnegosaTens;

(i) Homep (kon) wuccrnenoBaHWs, MO3BOMAKWNA MAEHTUMUUMPOBaTL MEOULMHCKYIO OpraHu3aumio,
uccrnegoBaTens u cydbekTa uccrnegoBaHus.

51. (33) Ecnu Heobxogumo M3MEHWTb AaTy, OO KOTOPOW MOXET WCMOonb30BaTbCA MCCNeayeMbli
nekapCTBEHHbIV npenapaTt, Ha YnakoBKy AofkHa OblTb HaHeceHa [oNonHUTEeNbHast dTukeTka. Ha
OONOJSHUTENBHON 3TUKETKE OOMKHa ObiTb yka3aHa HoBas faTa, 40 KOTOpPOW JoMycKaeTcs MCMonb3oBaTb
NeKapcTBEHHbIM NpenapaT, a Takke NOBTOPHO yKasdaH Homep cepun. [JonONHUTENbHYHO 3TUKETKY MOXHO
HakKrnenBaTb NOBEPX CTAPON AaThbl UCMOMb30BaHMS, HO OHA He A0MKHA 3aKpblBaTh MCXOLHbIN HOMEP Cepun,
KOTOpbIN HeobXxoaMm And KOHTpPOns KadecTBa. HaHeceHve [OOMOMHUTENBbHOW STUKETKM LOIDKHO
OCYLLIECTBNATLCA OpraHn3auusammn, MMeLLMN NINLEH3NIO Ha NPOM3BOACTBO NIEKAPCTBEHHbLIX CPEACTB UIu
NMUEH3NIO Ha QapMaLeBTUYECKYD [OeATEeNbHOCTb (XpaHeHWe NeKapCTBEHHbIX npenapaToB Ans
MEOVLMHCKOro npumeHeHus). pn HeobXoOuMOCTM HaHeceHuWe AOMOSTHUTENbHOW 3TUKETKU MOXET
OCYLLECTBMATECA B MEOMUMHCKON opraHusaumn dapmaleBTUYecKUM paboTHMKOM OaHHOW opraHu3aumun
WIK nop ero KOHTponem, NnMbo MeanUMHCKMM paboTHMKOM MEeAULMHCKOM opraHM3auun B COOTBETCTBUM C
TpeboBaHMsIMN 3akoHogaTenbcTBa Poccunickon Pepepauun. Ecnm 370 HEBO3MOXHO, HaHeceHue
OOMOSNHUTENBHON STUKETKM MOXET OCYLUECTBMATE MOHUTOP KIMMHWYECKOTO WCCReaoBaHusl, KOTOpPbIA
npoLlen COOTBETCTBYOLLIEE 0D0ydYeHNE. YKazaHHy0 onepaumio HeobXoaumo NpoBOANTb B COOTBETCTBUM C
HacToswmmMmn [NpaBunamun, cneumanbHbIMW U CTaHOAPTHBIMK OMepauMOHHBIMU MpoueanypaMn, a npu
Heobxo4MMOCTM NepefaBaTth NX BbINMOJSIHEHWE APYrov opraHusauum no gorosopy. [NpoBeaeHne ykasaHHOM
onepauun OOMMKEH KOHTPONMpoBaTb APYron paboTHWK. HaHeceHune OOMNONHUTENBbHON 3TUKETKU AOSHKHO
OblTb TwWaTenbHbIM 00pa3oM O0QOPMIIEHO [AOKYMEHTaNlbHO Kak B [OKYMEHTaX KIMHUYECKOro
nccnegoBaHus, Tak U B 4OCbE Ha CEpUI.
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VIII. KOHTPOIb KAHECTBA

52. (34) lMockonbKy npoueccbl MOryT OblTb HE OKOHYaTesflbHO OnpederieHbl UMM He B MOSIHOW Mepe
BanvaMpoBaHbl, HEOOX0AMMO yaenaTb 0coboe BHUMaHME UCTbITaHUAM Ans obecnedyeHns rapaHTum Toro,
YTO Kaxgas cepvsi NPOAYKLUUM COOTBETCTBYET crneuundmkaumm.

53. (35) KoHTponb kayecTBa HeOOGXOAMMO OCYLLECTBMASATbL B COOTBETCTBUM C JOCbE Ha NeKapCTBEHHbIN
npenapat. [lpousBoauTens OOMKEH MpPoOBOAUTE NPOBEPKY 3(PEPEKTUBHOCTU  KOANPOBAHUSA U
OOKYMEHTanbHO ohopMnAThL ee pe3ynbTaThl.

54. (36) Obpasubl uccnegyembix nekapCcTBEHHbIX NpenapaToB AOMKHbI XPaHUTBCS B ABYX Lenax: And
obecneyvyeHns Hanuuma obpasua Ans aHaNnUTUYEeCKUX UCNbITaHM U Ana obecneyeHns Hanuuma obpasua
roTOBOro NekapCTBEHHOro npenapara. Takum obpa3om, o6pasLibl MOXHO pas3fenuTb Ha ABe KaTeropum:
KOHTPOMbHbIN 06pasel, - 06pasLbl Cepun NCXOOHOIO Chipbs, YNAKOBOYHbLIX MaTepuanos, JIEKapCTBEHHOIoO
npenapaTta B MEPBMYHOM YMNAKOBKE WM FOTOBOrO fleKapCTBEHHOrO Npenaparta, KOTopble XpaHAT Ans
NpoBedeHNs aHanu3a B Cry4yae BO3HMKHOBEHMSI Takow HeobxogmmocTu. [lpousBognTenb [OOMKEH
COXpaHATb 0b6pasubl C KPUTUYECKUX MPOMEXYTOYHbLIX CTagui (HanpuMmep, CO CTagui, Nocre KOTOpbIX
npegycmatpuMBaeTcs NpoOBEAEHNE aHaNMTUYECKUX UCCIEe0BaHUA U Bbldaya paspeLleHnii Ha BbIMyck) U
obpasLbl MPOMEXYTOYHbIX MPOAYKTOB, KOTOpble MOCTaBMsATCS 3a Mpedenbl  30Hbl  KOHTPOMSA
Npon3BOAMTENS, €CNN 3TO NO3BONSET CTabunbHOCTL 06Pas3LOB;

apxuBHbIA 0bpasel, - obpasel, B OKOHYATENbLHON YNakoBke, OTOBPaHHbIV U3 Cepun roTOBOW MPOOYKLNN.
Ero xpaHaT B Lensax nogTBepXXaeHnst AEHTUYHOCTU. Hanprumep, B TeYEHME Cpoka XpaHEeHUSA cepum MoXeT
notpeboBaTbCs OCMOTP obpasua nnu ynakoBku, MapKMPOBKW, MHCTPYKLMM MO NPUMEHEHUIO, NOMy4YeHne
WHhopMaLMm 0 HOMepe Cepum U CPoKe rTOAHOCTH.

55. Bo MHOrux crny4asix KOHTPOJSibHbIE U apXUBHbIE 06pa3Libl TOTOBOM NPOAYKLMN MOEHTUYHbI U SBMSAOTCS
eMHMLaMM1 NPOAYKLUN B OKOHYATENBHOM yrakoBke. B Takux cnyvasax KOHTPOrbHbIE U apXMBHble 0Opa3ubl
MOryT paccMaTpmBaTbCs Kak B3ammo3aMeHsieMble. KOHTponbHble U apxuBHble 06pasubl UCcrnegyemMoro
neKkapCcTBEHHOro npenapata, B TOM YucCfe 3aKO4MPOBAHHOIO NEKapCTBEHHOro npenapaTa, AOIMKHbI
COXpPaHATbLCA He MeHee [ByX NeT Mocrfe 3aBepLlUeHUs UM MnpekpawleHns MoCnegHero KrMHUYeCcKoro
nuccrnegoBaHusi, B KOTOPOM UCMonb3oBanack AaHHasi cepus (B 3aBUCMMOCTM OT TOrO, KaKOW U3 NepuroaoB
aonbLue).

56. NMpousBognTene OOMKEH yOenaTb BHAMAHME XPaHEHUI0 apXMBHbIX 0OpasuoB OO Tex Mop, Noka He
OyaeT cocTaBreH OTYET O KMMHUYECKOM UCCreAoBaHUK, ansa obecneyeHns BO3MOXKXHOCTU MOATBEPXKAEHUSA
WOEHTUYHOCTM NEKAPCTBEHHOro npenapara, YTo HeobGXoAMMO Mpu paccrnefoBaHUAX HenpeaBUAEHHbIX
Cny4aeB Unv NpoTUBOPEUMBBIX PE3YNbTAaTOB TaKMX UCCIef0BaHUN.

57. (37) MecTo XpaHeHNs KOHTPOSIbHBIX U apXMBHbIX 06pa3LOB AOMKHO ObITb ONpeaeneHo B cornalleHnm
MeXay CMoHCOpoM 1 npou3soguTenem(samu). K Takum mectam HeoOxoamMMo obecneynTb CBOEBPEMEHHBIN
[OCTynN NpeacTaBuUTeNen ynonHoMoOYeHHOro hefepanbHOro opraHa UCMONHUTENbLHOM BNACTMY.

58. KoHTpornbHble 06pasLbl FOTOBOrO NeKapCTBEHHOro npenapaTa QOMMKHbI COXpaHSaTbCA B Poccuiickon
depepaumm unn B TpeTben cTpaHe, ecnu Mexay Poccunckon Pepepaumen u TpeTben CTpaHoOW-
9KCMOPTEPOM CYLLIECTBYIOT COMMNalleHus, KOTOpbIE FapaHTUPYKT, YTO MPOU3BOAUTENb WCCNEAYyEMOro
neKkapCTBEHHOrO npenapata MNpUAEepPXUBaeTCa NpaBun  Hagnexallero npousBoAcTBa, TpeboBaHust
KOTOpPbIX HE HKe TpeboBaHuM HacToALwmX MpaBun. B ncknioumMTenbHbIX Cryvyasx KOHTPOsbHbIE 0b6pasLbl
roOTOBOrO fIEKAPCTBEHHOrO Npenapara MOryT XpaHUTbLCA Y NPOM3BOAUTENS B TPETbEN CTpaHe. B ykazaHHOM
cnydyae 31O [OIMKHO OblTb OBGOCHOBAHO W LOOKYMEHTanbHO O(OPMIEHO B BMAE COrMalleHusa mexay
CcnoHcopoM, umnopTepom B Poccuinckyto epepaunio n npon3BoANTENEM FIEKAPCTBEHHOIO nNpenapaTa B
TpeTben CTpaHe.

59. KonnyecTtBo KOHTPOIbHbIX 06pa3uoB AOMKHO ObiTb 4OCTAaTOYHBIM AN NMPOBEAEHUs] HE MeHee ABYX
MOSHbIX aHaNUTUYECKMX UCCMELOBaHUN CEPUN NPOAYKLMM B COOTBETCTBUM C TpeboBaHMAMWU OOCbe Ha
nekapCTBEHHbIV NpenapaT, NoAaHHOro B YNOJTHOMOYEHHbI hbefepanbHbii OpraH UCMONHUTENBHOM BNacTu
ANsi NONyYeHUs1 pa3peLLleHns Ha NPOBEAEHUE KITMHNYECKOTO UCCrefoBaHus.

60. [Ona apxvBHbIX 0OpasuLOB [OMNycKaeTcs XpaHWUTb WHAOPMAaLMIO B OTHOLIEHUA OKOHYaTEmNbHO
ynakoBaHHbIX €4MHULL NTEKapCTBEHHbIX NPENapaToB B BUAE MUCbMEHHbIX UITN 3NEKTPOHHbIX 3anncemn, ecrnu
Takne 3anucu obecneymBalroT JOCTATOYHYK MHopmauuio. B nocnegHem crnydae cuctema xpaHeHus
AOIMKHA COOTBETCTBOBaTb TpeboBaHMAM, ycTaHoBNEHHbIM [MpunoxeHvem N 11 k HacToswmm MNpasunam.

IX. BbIOAYA PA3PELLEHNA HA BbIMYCK CEPUIA

61. (38) He gonyckaeTcs Bblgaya paspeLleHuns Ha BbIMYCK MCCNeAyeMbIX NTeKapCTBEHHbIX MpenapaToB Ao
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Tex Mnop, Moka YNONHOMOYEHHOE NULO HE YOOCTOBEPWUT BbINOSHEHNE YCTAHOBIEHHbLIX TpeboBaHun C
Yy4E€TOM NOSIOXKEHUIN, NPeyCMOTPEHHbIX NyHKTaMu 62 - 63 HacToswero NpunoxeHus.

62. (39) Ha BbINONHEHNE YMOSIHOMOYEHHBLIM JIMLOM CBOMX 00S3aHHOCTEN B OTHOLUEHWM UCCNEOYeMbIX
nekapcTBEeHHbIX NMpenapaToB BNUAIOT pa3Hble PakTopbl, KOTOPbIE MEePeUnCIIEHbl HUXE:

a) nekapcTBeHHbI npenapaT npou3BedeH B Poccuickon Pepepaummn, HO He 3aperMcTpupoBaH B
Poccuiickon ®egepaummn: npu nogaye 3asBrneHns Ha Bbigadvy paspeLleHnst Ha NPoBeAeHME KITMHUYECKOro
nccrnegoBaHus HeobxoamMMOo yAOCTOBEPUTL, YTO UCCMEAYEMbIN NeKapCTBEHHbIV NpenapaTt Npon3BeaeH 1
NpOBEPEH B COOTBETCTBUK C TpeboBaHWsIMM HacToAwumx [paBun, 4OCbe Ha NekapCTBEHHbIN npenapar, a
Takke 4YTO MMEeeTCs COOTBETCTBYHOLLAA MHOpMaums, npegocTaBneHHas CrnoHCOPOM YNOSTHOMOYEHHOMY
dhenepansHOMY OpraHy UCNONHUTENbHOW BRacTy;

©) nekapCTBEHHbIN NpenapaT 3apeructpupoBaH B Poccuiickon ®epepauumn, noctaBnsieTcst opraHnsaumnen
ONTOBOM TOProBnu, KoTopas Haxoautcsa B Poccuiickon ®epepauun, HesaBUCMMO OT TOro, rge
NPOM3BOAMTCS FEKapCTBEHHbIA MpenapaTt: OeNcTBYyT TpeboBaHWs, nepeyncrnieHHble B nognyHkre "a"
HacTosLLEero NyHkTa, HO 0O6beM MpefoCTaBIIEHHbIX OAHHLIX MOXET ObiTb OrpaHWYeH NoATBEpPXAEHVEM
TOro, YTO NeKapCTBEHHbIV NpenapaT COOTBETCTBYET 3asBMNEHUIO Ha Bblgady paspeLleHns Ha nposeaeHue
KINMHUYECKOTrO UccreoBaHus n nntobon nocneaytoLlen o6paboTku ¢ Lenbio KOANPOBaHUA, OCYLLECTBIEHNS
crneumarnbHOW YNakoBKY UM MapKUPOBKU ANSA 3TOro uccnegoeaHus. [locbe Ha nekapcTBeHHbIN npenapaTt
TaKke MoXeT BblTb OrpaHN4eHHbIM Mo 06beMy (MYHKTbI 24 - 26 HacToswero MpunoxeHns);

B) MeKapCTBEHHbIW MpenapaT MMNOPTMPOBaH HEMOCPEeACTBEHHO W3 TpeTben CTpaHbl: Heobxoaumo
NOATBEPAWTb, 4YTO OH MNPOM3BEAEH W MNPOBEpPEeH B COOTBETCTBUM C MpaBuNaMyn Haanexawlero
nNpon3BOACTBa, TpeboBaHMA KOTOPbIX He Hwke, 4Yem TpeboBaHusa HacToswwmx [lpaBun, pocbe Ha
nekapCTBEHHbIN npenapar, a Takke 4TO MMeeTCd COOTBETCTBYKLWAA MHdOpMauus, npeaocTaBrneHHas
CMOHCOPOM YMNONHOMOYEHHOMY heepanbHOMY opraHy UCMOMHUTENLHOW BNAcTX Npu nogadve 3asaBneHns
Ha Bblgayy paspelleHns Ha npoBefdeHuWe KIMHUYecKoro wuccnegosaHus. Ecnu  uccnepyemble
nekapCTBeHHbIE NpenapaTthbl BBE3E€HbI U3 TPETbEN CTPaHbl U ABMAOTCS 06 bEKTOM COrnalleHnsi, NPUHATOrO
mexay Poccuinckon depepaumen m 9TOM CTpPaHOM, Hanpumep TakuM, Kak cornaweHue o B3auMHOM
npu3HaHuu, noboe nogobHoe cornaweHve npegycMaTpyvBaeT NpMMeHeHWe TpeboBaHUM B OTHOLLEHMU
3TOro NeKapCTBEHHOro npenapaTa, He Hke, Yyem TpeboBaHus HacToswmx [Npasun. MNpu oTcyTcTBUM
cornalieHnss 0 B3aMMHOM MPU3HaHUM YNOMHOMOYEHHOE fMLUO Ha OCHOBE MWH(opmauum o cucteme
KayecTBa NPoun3BOANTENS AOIMKHO YCTAHOBUTb, YTO NMPUMEHSIOTCA TpeboBaHWs He Hke, Yem TpebosaHus
HacToAwmx [lpaBun. 3Ty uWHdoOpMauuo, Kak MpaBuno, MoMyyalT nyTem yvactuss B ayauTe
(hapmaLeBTUYECKON CUCTEMbl KavecTBa npoussoauternend. W B nepBoM, M BO BTOPOM cry4vae
YNONHOMOYEHHOE MU0 MOXET BbINOMHUTL OLIEHKY COOTBETCTBMS Ha OCHOBaHWWM [[OKYMeHTauwuw,
npegocTaBneHHOW NpPoM3BoAnUTENEM U3 APYron cTpaHbl (NyHKT 63 HacToswero MpunoxeHns);

r) Npy BBO3€ NpenapaToB CpaBHEHWs, KOrga HEBO3MOXHO rapaHTUpOBaTh, YTO Kaxaas cepusi MPoayKLmMm
Oblna npousBefeHa B COOTBETCTBUM C TpebOBaHMAMM He HWke, YeM TpeboBaHus HacToawmx Mpaswun,
YNOMHOMOYEHHOe NULIO OO0MKHO MOATBEepAMTb, YTO Kaxaas npousBefdeHHas cepus npolurna Bce BuAbl
KOHTPOMS U WCMbITaHWIN, HeobXoOuMbIX ANs MOATBEPXKAEHUA €€ KadecTBa, a Takke 4YTO UMEETCs
COOTBeTCTBYIOLWAsA WHpOopMauns, npeaocTaBrneHHas CrOHCOPOM YMOMHOMOYEHHOMY deaepanbHoOMY
opraHy WCMNOMNHWUTENbHOW BracTM MNpu nojaye 3asBfeHUs Ha Bbiady paspelleHus Ha nposBefeHue
KMMHUYECKOrO MCCEeaoBaHMS.

63. (40) Mpun oueHKe KaXOOoM cepumn NPOAYKUUKN Nepes Bbigaveln paspeLleHns Ha BbIMyCcK AOMKHbI ObiTb
paccMOTpeHbI cneaytoLme hakTopbl, 06CTOATENBCTBA Y AOKYMEHTbI:

AOCbe Ha cepuio, B TOM YMCMe 3anvMcu MO KOHTPOMIO KayecTBa, 3anucu Mno KOHTPOMO B npouecce
NPOM3BOACTBA U 3aNVCK paspeLLeHnst Ha BbiMyCK, CBUAETENbCTBYIOLIME O COOTBETCTBMU CEPUU NPOAYKLMM
OOCbe Ha fnekapcTBEHHbINM npenapart, 3akasy, NPOTOKOMy UCCrefoBaHUs U Koy paHgomMusauuun. B atm
3anMcu JOJKHbI OblTb BHECEHBI BCE OTKIIOHEHWUS] UMW BHECEHHbIE B MIIAHOBOM MOPSAAKE M3MEHEHMs, a
Takke nobble LONOMNHUTENBHBIE NPOBEPKU UMW UCMbITAHUSA. 3anucu OOMmKHbl OblTb NOMHLIMU U AOMKHbI
ObITb cornmacoBaHbl MepPcoHasnioM, YMNOSIHOMOYEHHBIM Ha 3TO B COOTBETCTBUM C bapmaLeBTUHECKON
CUCTEMOW KayecTBa;

yCroBusi NPOU3BOACTBA;

AaHHble 0 Banugauun o6opyaoBaHnsi, NPOLECCOB 1 METOOUK;

npoBepKa OKOHYAaTENbHON YNaKOBKY;

pesynbTatbl NOObIX aHanU3oB WNN  WUCMbITAHUIA, MPOBEAEHHbIX MOCMe WMMNOPTUPOBAHMWS, €Cnu
Heobxoaumo;

oT4YeTbl 0 CTabunbHOCTK;

AaHHbIe O MOCTaBLUUKE N MPOBEPKE YCIOBUN XPAHEHWUS N TPAHCNOPTUPOBKY;
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oT4yeTbl 06 ayauTax CUCTEMbI Ka4ecTBa NPON3BOANTENS;

AOKYMEHTbI, MOATBEPXKAAIOLWME NPaBO NPOM3BOAUTENS HA NMPOU3BOACTBO MCCNEAYEMbIX NIEKapCTBEHHbIX
npenapaToB (BKNtoYasd npenapaTtbl CPaBHEHWS) HA 3KCMOPT, BblAAHHbIE YNOMHOMOYEHHBIM doeeparibHbIM
OpraHoM UCMOMHUTENBHOW BNacTw;

TpeboBaHNs HOpMaTMBHbBIX MpPaBOBbIX akToB Poccuiickon Penepaumm B OTHOLIEHWM PErMCTPaLMOHHOrO
Jocbe, npuMmeHsieMble TpeboBaHust HacToswmx [MpaBun n nobble NOATBEPXKAEHUS YNONHOMOYEHHOro
deaepanbHOro opraHa UCMONHUTENBHOW BNnacTy o cobnogeHnn TpedoBaHmii HacTosawmx MNMpasun;

WHble aKTOpPbI, KOTOPbIE YNOMHOMOYEHHOE NULO CYNTAET 3HAYMMbIMU B OTHOLLEHUN KaYecTBa Cepumn.

64. B3HAuMMOCTb BblENPUBEAEHHbIX (AKTOPOB 3aBUCMT OT CTpaHbl, B KOTOPOW NpOM3BOAAT
nekapcTBeHHbIM npenapaTt, NPOW3BOAMTENS, cTaTyca perncrpaummM fekapcTBEHHOro npenapara
(3apeructpupoBaH nu oH B Poccuiickon ®epepauum vnm B TPeTbUX CTpaHax), a Takke oT dasbl
KnnHu4eckon paspaboTtku. CnoHCOp JOMKEH rapaHTMpoBaTh, YTO BCe (DaKTOPbl, MPUHSITbIE BO BHUMaHWE
YMOMTHOMOYEHHbIM ~ FIMLUOM,  BbIMOMHSAIOWMM  OLEHKYy  Ccepwuu, COOTBETCTBYIOT  MHdopMauuu,
NpegoCTaBNeHHOW YMOMHOMOYEHHOMY befepanbHOMY OpraHy WCMONHWUTENbHOW BRacTu Mpu nogaye
3asBIIEHNs Ha BblAayy pa3peLlleHns Ha NPpoBEeAEHUE KITMHUYECKOTro uccrnenoBaHus (MyHKT 68 HacTosLwero
MpunoxeHus).

65. (41) Ecnn uccnegyemble nekapCTBEHHblE MpenapaTbl NMPOM3BOAAT M YMNAKOBbLIBAKOT Ha pPasHbIX
yyacTkax, 3a KOTOpble€ HEeCyT OTBETCTBEHHOCTb pPa3Hbl€ YMONHOMOYEHHbIE IULUA, OOJMKHbI ObiTb
cobntogeHbl TpeboBaHus, ycTaHoBreHHbIe [NpunoxeHnem N 16 k HacToswwmm Mpasunam.

66. (42) Ecnu HacTosiwmumm NpaBmunamn, a Takke MHbIMU HOPMAaTMBHBIMW NMPaBOBbLIM akTaMm Poccunckom
depepaumm npegyCMOTPEHO OCYLLECTBMEHME Onepauui No ynakoBke UMM MapKUpPOBKE B MEOULMHCKOW
opraHunsaumm hapmaueBTUYECKUM pabOTHUKOM UK Nog, ero KOHTPONeM, NMbo MeauLMHCKUM paboTHUKOM
MEeOULMHCKON OpraHn3auun, yaoocToBEPEHMS AaHHbIX Onepaunii yrnomHOMOYEHHbIM NMLOM He TpebyeTcs.
OpHako CrnoHCOp HeceT OTBETCTBEHHOCTb 3a 06ecneyeHne Hagnexallero JOKyMeHTanbHoro opopmreHms
AaHHOW OesATeNbHOCTU, COOTBETCTBUE TpeboBaHUAM HacToswmx NpaBun 1 npyu HEOOXOAMMOCTU OOIMKEH
NPOBOANTb KOHCYIbTALUKU C YNONMHOMOYEHHbBIM FIMLOM.

X. TPAHCIOPTUPOBKA

67. (43) Nccnepyemble nekapcTBeHHble npenapaTtbl AOMKHbI OCTaBaTbCHA MOA KOHTPOMEM CrnoHcopa Ao
3aBeplUeHNs ABYyX3TanHoW npouenypbl BblAayn paspelleHus Ha BbIMYCK: OLEHKM COOTBETCTBUSA
YNONMHOMOYEHHbIM MMLUOM W BblAayn CMOHCOPOM paspelleHuss Ha BbIMYCK ANS WCMOMb30BaHWS B
KIMHNYECKOM MCcneoBaHMmM nocre cobnoaeHns ycTaHoBNEHHbIX TpeboBaHui. Oba aTana g4omkHbl ObITh
odhopMMeHbl AOKYMEHTanbHO, a 3anucy AOIMKHbI XPaHUTLCH HEMOCPEACTBEHHO Y COHCOpa unu y nuua,
KOTOpOoe AeNCTBYET OT €ro UMEHM.

68. (44) TpaHCNOPTUPOBKY MUCCregyeMbIX NEKapCTBEHHbIX MpenapaTtoB HeEOOXOOUMO OCYLLECTBMATH B
COOTBETCTBMM C WHCTPYKUUSIMW, MpEedoCTaBfiEHHbIMU B PAaCMOPSHKEHWE CMOHCOPOM  WMM  JIMLIOM,
AEeNCTBYIOLLUM OT ero UMeHw.

69. (45) Jo noctaBkn uccnegyemMblx nekapCTBEHHbIX MpenapaToB K MecTy NpoBeAeHUs UCCredoBaHWui
AOIMKHbI ObITb YCTAHOBMEHbl MpaBuia Mo PackoAupPOBaHWIO fIeKapCTBEHHbIX NpenapaTtoB nepcoHanom,
UMeILL MM COOTBETCTBYHIOLLME NONTHOMOYNS.

70. (46) Heobxogumo XxpaHuTb MNOAPOOHbLIA MNepedYeHb OTIPYKEHHOW MpoAyKUMK, COCTaBEHHbIN
npoussoguTenem unu umnoptepom. Ocoboe BHMMaHue TpebyeTca ydensaTb TOYHOCTM YyKasaHus
HavMeHOBaHus 1 agpeca nonyvaTtens.

71. (47) Tepepayvy wccnegyemblXx NEKapCTBEHHbIX MpenapaTtoB W3 OAHOMO MecTa MpoBeAeHus
nuccnegoBaHui B gpyroe HeobxoamMmo MpoBOAWTL TOMBbKO B UCKIHOYUTENbHBIX criydasx. MNopsagok Takow
nepeaayv JomkeH ObITb YCTAaHOBMEH CTaHAapTHOW onepaLnoHHONM npoueaypon. Heobxoammo npoBepuTb
COBOKYMHOCTb MMEIOLLMXCS O NekapCTBEHHOM npenaparte CBeAeHWi 3a TOT Nepuoa, Koraa oH Haxoauncs
BHE KOHTPOMSA MpOWU3BOAMUTENS, HaMpUMep, C MOMOLLbD OTYETOB O MOHUTOPUHIE KITMHUYECKMX
nccneaoBaHUiA UM perucTpaumnm yCroBuin XpaHeHusl Ha npeablayliemM MecTe NpoBeaeHUs UccneaoBaHni.
Takas npoBepka OOMMKHA Y4MTbIBATbCA MPU OLEHKe BO3MOXHOCTM Mepedayn npogykumu. K ysactmio B
npoBepke HeoOXOAMMO MpuBMeEKaTb YMOMHOMOYEHHoe numuo. [lpy HeobxoguMOCTM NneKapCTBEHHbIN
npenapaT OosmkeH OblTb BO3BpAaLLEH MPOW3BOAWUTENIO AN MOBTOPHOW MapKMpPOBKM W AN €r0 OLEHKU
YMONTHOMOYEHHbIM MnuoM. Heobxoammo xpaHuTb 3anucu 1 obecneymBaTb MOMHOE OTCNEXWBaHWE
nogobHbIX Nnepeaau.

XI. MPETEH3UN
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72. (48) BbiBogbl Mo pesyrnbTaTtam Joboro paccrnefoBaHusl, NPOBEAEHHOr0 B CBSA3M C MOCTYN/eHWeM
MpeTeH3nM MO KayecTBY JIEKApCTBEHHOrO nMpenapaTa, paccMaTpuBaloTCs NpOU3BOAUTENEM UMK
MMMNOPTEPOM M CMOHCOPOM (ECnM 3TO He OAHO M TO Xe nuuo). B 3ToM JomkHbI y4acTBOBaTb
YNOTHOMOYEHHOE NNLO M fiMua, OTBETCTBEHHblE 3a MNPOBEAEHVMEe COOTBETCTBYHOLLErO KIMHUYECKOro
nccnenoBaHns, 4YToObl OLEHUTb BO3MOXHOE BNUSAHWE MPETEeH3UM Ha KIMHWYEeCKoe WccneaoBaHue,
pa3paboTKy NekapCcTBEHHOro npenapara 1 nalumeHToB.

XlIl. OT3bIBbl 1 BO3BPATHI
OT3bIBbI

73. (49) TlNopsigok OT3blBa WCCredyemblX JeKapCTBEHHbIX MNpenapaToB U ero [AOKYMEHTarbHOro
obopMIeHNst AOSMKEH ObITb COrMacoBaH MeXay CMOHCOPOM M NPOU3BOAWUTENEM UMM UMMOPTEPOM (eCnu
3TO He 0ZHO 1 TO Xe Nnnuo). MiccnegoBaTenb U MOHUTOP KIMHUYECKOTO UCCNEAOBaHUS OOMKHbI NOHUMATb
CBOW 06513aHHOCTM MPY BbIMOJTHEHUW OT3bIBA.

74. (50) CnoHcop OomKeH rapaHTMpoBaTb, YTO NOCTABLUMK No6Goro npenapata CpaBHEHUS UNWU OPYryX
NeKkapcTBEHHbIX MpenapaTtoB, WCMOMb3yeMblX B KIMHWYECKOM WCCMenoBaHuu, MMeeT cuctemy Ans
N3BELLIEHMSI CMIOHCOpa O HeOBXOAMMOCTM OT3bIBa N0GOro NOCTaBIEHHOIO NeKapCTBEHHOMO Npenapara.

BosBparthl

75. (51) BosBpar nccrneayeMblx NEKapCTBEHHbIX NpenapaToB AOMMKEH OCYLLECTBNSATLCSA B COOTBETCTBUN C
TpeGoBaHNAMM CNOHCOPa, YCTAaHOBIEHHLIMW B COOTBETCTBYIOLLMX NpoLieaypax.

76. (52) BosBpalleHHble Wccnedyemble feKkapcTBeHHble npenapaTbl  [OOMKHbI  ObiTb  YeTKO
naeHTULMpoBaHbl. OHM JOIKHBI XPaHUTLCA B CrieumarnbHO NpeaHasHauyeHHON KOHTPONMPYeMO 30He.
Heob6xoammo coxpaHsTb 3anucu no y4eTy BO3BpaLLEeHHbIX NIEKApCTBEHHbIX NpenapaTos.

X, YHUHTOXEHWE

77. (53) CnoHcop HeceT OTBETCTBEHHOCTb 3@ YHUYTOXEHME HEeMCNOoNb30BaHHbIX U (MNKU) BO3BPAaLLEHHbIX
uccregyemMblx — NekapcTBeHHbIX  npenapatoB. He  pgonyckaeTcd  yHUUTOXEHWE — uccregyembix
nekapCTBeHHbIX NpenapaToB 6e3 Nony4YeHns NMCbMEHHOTO paspeLleHmns CroHcopa.

78. (54) Onsa kaxgon MeguuUMHCKOW opraHusaummn, NpoBoAdALLEN KIMHUYECKOe UCCNeaoBaHne, N KaxKaoro
nepuopga uvccrnegoBaHUA CrMOHCOP WAM NWUO, AEWCTBYKOLlee OT ero UMeHW, AOSKeH (uKCupoBaTb,
coctaBnsATb GanaHc M NpoBepsTb KOMMYECTBO MCCReayemoro nekapCTBEHHOro npenaparta, KoTopoe
MOCTaBfiEHO, WCNOMb30BaHO W  BO3BPALLEHO. YHUYTOXEHWE HeUCnonb30BaHHbIX — MCCredyeMblxX
neKkapCTBEHHbIX MpenapaToB AN AaHHOW MEeAWMLMHCKOW OpraHuMsauMuM unm AaHHOro nepvoga
nccnegoBaHWUiA JOMycKaeTCa OCYLLEeCTBATbL TONbKO Mocne Toro, Kak OyaeT npoBeAeHO paccrnegoBaHue,
npegocTaBneHo YyAOBMeTBOpUTENbHOE O0bACHeHWe nobblM HEeCcOoOTBETCTBMAM, a Takke COCTaBfeH
MaTepuanbHbli 6anaHc. [okymeHTanbHoe odopmrieHne onepaunin no YHUYTOXEHUIO NeKapCTBEHHOro
npenapaTta HeobxoaMMo BeCTU Takum obpa3om, 4Tobbl cyLlecTBoBana BO3MOXHOCTb NOArOTOBUTbL OTYET
060 Bcex onepauusx. 3anmcum no YHUYTOXEHUIO HEOBXOAMMO XpaHWTb y CMOHCopa.

79. (55) B cnyyae yHMYTOXeEHMSA mMccrieQyemblX NEeKapCTBEHHbIX MpenapaTtoB CMNOHCOPY AOMKEH ObITb
NpeacTaBneH akT C yka3aHueM AaTbl UNN MHOW AOKYMEHT 06 YHUYTOXEHMW. B 9Tux AOKyMeHTax OOSKHbI
ObiTb yKasaHbl HOMepa cepul K (unu) Koabl naumeHToB (MO0 obecneyeHa BO3MOXHOCTb WX
OTCIEXUBAHWS), @ TaKKe KONMMYECTBO YHUUTOXEHHbIX NeKapCTBEHHbIX MpenapaTos.

Mpunoxexne N 14

K MNpaBunam opraHusaumm
Npon3BOACTBA N KOHTPONSA KayecTea
nekapcTBeHHbIX CpeacTs
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NMPOMN3BOACTBO 3
NEKAPCTBEHHbIX MPEMNAPATOB, MNMONYYAEMbIX N3 JOHOPCKOW KPOBU
NI MNA3MbI

|. TEPMWHbI N ONMPEOENEHNA

1. Ang uenew HacTosLwwero MNpunoxxeHna NCNOMb3YTCS CNeaytoLLne OCHOBHbIE NMOHATUS:

KOMMOHEHT KPOBU - TepaneBTMYeckas COCTaBMAoLWas KpOBU (3pUTPOLNTLI, NTENKOLUTBI, TPOMBOUNTLI 1
nnasma), kotopas MOXeT 6bITb NOArOTOBMEHa PasfMyHbIMU METOAAMU;

KpOBb - LiefbHas KpOBb, KOTOpas B3ATa y AoHopa u obpaboTaHa Ansa TpaHcys3nm nnu Ansa ganbHenwero
NpOn3BOACTBA;

nekapcTBeHHble npenaparbl, ony4yaeMble U3 JOHOPCKOW KPOBU UMK NnasMbl - NekapcTBEHHbIe nNpenaparthl
Ha OCHOBE KOMMOHEHTOB KPOBU, MPOU3BEAEHHbIE NMPOMBbILLIIEHHBIM COCO6OM;

o6paboTka - nMobon 13 3TanoB NOSTy4eHMs KOMMOHEHTOB KPOBU, KOTOPbIN OCYLLECTBIISAETCS NOCe B3ATUSA
KpOBU nepen nofnyvyeHneM KOMMOHEHTa KpoBW, HaNnpuMmep, cenapaums n 3aMopo3ka KOMMNOHEHTOB KPOBMU.
B HacTosiwem MNpunoxeHnn nog 06paboTKon 4ONONHUTENBHO NMOHMMAIOT BbIMOSTHAEMbIE B OpraHmM3auunsix
no B3ATUIO KPOBM oOrnepauuu, KoTopble ABNAKTCA cneuuduyeckumm Ang nnasmbl, UCNonb3yemMon And
HPpakuNOHMPOBAHNS;

OCHOBHOE [J0Cbe Mna3mbl - OTAEMbHbIN AOKYMEHT, KOTOPbIN HE BXOAWT B PerncrpauuoHHoOe JoCbe Ha
nekapCTBeHHbIV NpenapaT. YKa3aHHbIVi JOKYMEHT COAEPXUT BCIO Heobxoanmyto nogpobHyro MHpopmaumio
B OTHOLUEHWM XapaKTepUCTWK LEeNbHOW AOHOPCKOW Mra3mbl, MCMOMb3YEMOW Kak UCXOAHOE Cbipbe Ans
NPOM3BOACTBA MNPOMEXYTOYHbIX pakumn un (nnu) cybdpakumn, BCNOMOraTenbHbIX BeELECTB U
dhapmaLeBTUHECKUX CYDOCTaHLMI, KOTOPbIE ABMSAOTCA YacTbHo Na3mbl, NIEKAPCTBEHHBLIX MpenapaTtoB Min
n3genun MeauuMHCKOro HasHayeHus;

OTBETCTBEHHOE MULO - creunanbHO Ha3HaYeHHoe NULo B opraHvM3auuun rno B3ATUIO U MPOBEPKE KPOBW,
KOTOpOe HeceT OTBETCTBEHHOCTb 3a:

obecneyeHne TOro, YTO KPOBb WM €€ KOMMOHEHTbl ObinMM B3ATbl U MPOBEPEHbI B KaX4oW eguHuue
HEe3aBMCMMO OT UX MpeJHa3Ha4vyeHusi, a Takke 3a TO, YTO (B criyyae npegHasHayveHus anga TpaHcdysum) nx
obpaboTka, XpaHeHne 1 OTNycK ObINN Npon3BedeHbl B COOTBETCTBMM C 3akoHoA4aTensCTBOM Poccuiickon
depepauymy;

npegocTaBrneHne yYnorTHOMOYEHHbIM dedepanbHbiM OpraHaM MCMNOMHUTENbHON BAactTu HeobxoAMMon
UHdOPMaLMM OTHOCUTENBHO NPeanncaHnin, paspeLleHnid, akkpeauTauum Unm NMLEH3NPOBaHNS;
BbIMOMHEHNE B OpraHu3auMm no B3ATUMIO U MpOBepke KpoBM Bcex TpeboBaHM 3akoHodaTenbCTBa
Poccuiickon ®eaepauunn.

OTBeTCTBEHHOE NUUO OOIMKHO OTBEYaTb CreAyoLuM YCNoBUSAM B OTHOLLEHUN KBanudukaumm:

UMEeTb BbICLLIEE MEeULMHCKOE Unn Buonormdeckoe obpas3oBaHue;

UMeTb CTax paboTbl HE MeHee OBYX NET B OOQHOW UMW HECKOSbKUX OpraHn3aumsax Mo B3siTUIO U NPOBEpPKE
KPOBW, OCYLLLECTBNSOLLNX 3200p 1 (MK) UCMbITaHWS KPOBW YEIoBeKa, €€ KOMMOHEHTOB, UMW UX NOMyYeHnE,
XpaHeHue u pacnpegenexHue.

YKasaHHble Bbllle 00513aHHOCTU OTBETCTBEHHOIO NMLA MOryT ObITb NepeAaHbl APYrMM fuam, UMeRLLMM
COOTBETCTBYIOLLYIO KBannmkaumio 1 ctax paboTbl AN BbINONHEHNS 3TUX 0693aHHOCTEN.

OpraHu3aumm no B3sTUIO U NPOBEpPKE KPOBU AOMKHbI COOOLaTh B YNONMHOMOYEHHbIN (beaepanbHbii opraH
WCMNOMHMTENbHOW BriacT (baMunuio, Msi 1 0TY4ECTBO (MPU HanMYMM) OTBETCTBEHHOMO NuLa, a Takke nu,
KOTOpbIM MepefaHbl 0693aHHOCTM OTBETCTBEHHOIO Nnuua, BMecTe C WMHGOPMaUMen O KOHKPETHbIX
0653aHHOCTSAX, KOTOPbIE HA HUX BO3MOXEHbI.

Ecnu oTBeTcTBEHHOE NUUO WM §MuUa, KOTOPbIM MepefaHbl 00A3aHHOCTM OTBETCTBEHHOIO nuua,
3aMeHSATCA Ha NOCTOAHHOM UNW BPEMEHHOW OCHOBE APYrMM NULIOM, OpraHu3aumns no B3ATUIO U NpoBepKe
KpOBM [OOMKHA cpa3y yBeJOMUTb YNONHOMOYEHHbLIN dhefepanbHbii OpraH MCMOMHUTENbHOW BNacTn o
damMunmm, UMeHn 1 oTyecTBe (MPU HanNUYMM) HOBOro OTBETCTBEHHOIO NiLLa 1 AaTe ero Ha3HayeHus;
nnasma ans gpakuMoHMpPOBaHUS - XXUAKaA YacTb JOHOPCKOW KPOBK, KOTOpasa ocTaeTcs nocne otaeneHns
KNeTOYHbIX KOMMOHEHTOB KPOBW, OTOBpaHHasi B KOHTEWHEP C aHTUKOArynsiHTom, nmbo koTopas ocTaeTcs
nocrie cenapauuMmM C MOMOLBLID HENpPepbIBHOM unbTpaunum unm LeHTpUdYyrmpoBaHMs KpoBu C
aHTMKoarynsaHToM Bo Bpems npouenypbl acdepesa. [Nnasma ons gpakymMoHMpoBaHus npegHasHayeHa ons
NPOM3BOACTBA JIEKApPCTBEHHbIX MpenapaToB, MOMy4YyaeMblX W3 Mra3mbl, KOTOPble OMMUCHIBAOTCA B
locynapctBeHHon cbapmakonee Poccuiickon ®epepauumn, B 4acTHOCTM, anbbymuHa, ¢akTopoB
CBEpTbIBaHUS KPOBU N UMMYHOTNOBYNHa YenoBeka;

npenapaTbl KPOBU - NTEKapCTBEHHbIE NpenapaTtbl, NONy4YEeHHbIE N3 JOHOPCKOW KPOBU UMW Ma3mbl;
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nporpamMmma hpakLMOHMPOBaHNS MO AOrOBOPY ANA TPETbUX CTPaH - hpakUMOHMPOBaHME MO AOrOBOPY Ha
npeanpusTUM No (OpakLMOHUPOBaHUIO UMW MPOU3BOACTBY JIEKAaPCTBEHHbIX MpenapaToB M3 AOHOPCKON
nnasmbl, KOTopoe HaxoguTcs B Poccuiickon degepaunm, ¢ MCNONb30BaHNEM NCXOOHOIO Chipbs U3 APYrnX
CTpaH, Npu 3TOM MNPOM3BEAEHHas MPOAYKUMS He MpedHasHayeHa Ans npuMeHeHus B Poccuinckon
denepaumu;

opraHusaumsi N0 B3ATUIO U MPOBEPKE KPOBU - HOPUAMYECKOE NULO, KOTOPOE HeceT OTBETCTBEHHOCTb 3a
nobon acnektT B3SATUS M MNPOBEPKM [OHOPCKOW KPOBM UMM KOMMOHEHTOB KPOBU HE3aBUCUMO OT WX
JanbHenwero npefHasHavyeHus, a Takke 3a ux obpaboTky, xpaHeHUe 1 NOCTaBKy B cryvyae, Korga OHu
npegHasHayeHbl Ang TpaHcy3mm. STOT TEPMUH He pacnpocTpaHseTcs Ha 6aHku KpoBu B BoMnbHULAX, HO
pacnpocTpaHsieTCs Ha opraHM3auuun, B KOTOPbIX NpOBOAAT Nnasmacdhepes;

dpakunoHMpoBaHue, NpeanpuaTue No PpPakLMOHUPOBAHMIO - TEXHOMOrMYECKUA NPOLECC Ha NpeanpuaTUn
(MpeanpuATMM N0 PpakLUMOHUPOBAHMIO), BO BPEMSI KOTOPOrO BbIAENSAT KOMMNOHEHTHI N1a3Mbl C MOMOLLbIO
pPasnMyHbIX PU3NYECKUX N XMMUYECKUX METOO0B, HAMPUMEP, TaknX Kak OCaxxaeHue, xpomaTorpadus.

[I. OBJIACTb NMPUMEHEHWA (1)

2. (1.1) MNonoxeHna HacToswero [MpuNoxeHWs pacnpoCTPaHAIOTCA Ha NeKkapCTBEHHble Mnpenapartsl,
nony4Yaemble M3 JOHOPCKOW KPOBWU MMM Mna3mbl, pakumoHmposaHHon B Poccuickon ®egepauuy unu
umnopTuposaHHon B Poccuiickyio ®epepaumio. Hactoswee NpunoxeHne pacnpocTpaHAeTcs Takke Ha
MUCXOOHOEe Cbipbe QAN TakMX JNeKapCcTBEHHbIX MpenapaTtoB (Hanpumep, [AOHOPCKY nnasmy).
YcTaHoBneHHble HacToAwmM MNpunoxeHnem TpeboBaHMA NPUMEHUMbI Takke K CTabunbHbIM dpakumnsam
AOHOPCKOMN KpOBW MM nnasmbl (HanpuMmep, anbbymunHa), KOTopble BKMOYaT B U3Aenvs MeguumHCKoro
HasHa4eHus.

3. (1.2) Hactosiwee T[lpunoxeHne ycTaHaBnMBaeT creuunaneHble TpeboBaHMA B  OTHOLUEHMWM
NMPOW3BOACTBA, XPaHEHWs U TPaHCMOPTUPOBKM  OOHOPCKOM  nnas3mbl,  WUCMONb3yeMon  Ans
dpakuMOHMPOBaHNS U AN NPOM3BOACTBA NeKapCTBEHHbIX NpenapaToB, MonyyaeMbiX U3 JOHOPCKOW KPOBM
UNn Nrasmel.

4. (1.3) B HacToswem [NpunoxeHnn ycTaHOBMEHbI CneumarnbHble MOMOXeHNs B CyyasiX, Korga ncxogHoe
Cblpb€ MMMOPTUPYETCH U3 TPETbUX CTPaH, a Takke B Criydasix nporpamm opakumMoHMpoBaH1s No AOroBopy
ANsi TPeTbUX CTpaH.

5. (1.4) HacTtosiwee MNpunoxeHne He NPUMEHSIETCA B OTHOLLEHUWN KOMIMOHEHTOB KPOBU, NpeaHas3Ha4YeHHbIX
ANsA TpaHcdys3uu.

1. APUHLMMbI (2)

6. (2.1) JlekapcTBeHHble Mpenapatbl, MoriyyaemMble U3 [OHOPCKOW KPOBU MMM Mnasmbl (@ Takke UX
(hapmaLeBTMIECKME CYOCTaHUMK, UCMONb3yeMble Kak WCXOOHOE Chipbe), AOMKHbI COOTBETCTBOBATb
TpeboBaHnaM HacTosAwwmx [NpaBun, a Takke perMcTpauuoHHOMY 4OCbE Ha NEKAapPCTBEHHbIN npenapaT. OHu
paccMaTpuBaloTCA Kak Ouonorvdeckme rnekapcTBeHHble npenapaTbl U UCXOQHOE Chipbe, B KOTOPbIX
copepxartcs bronoruyeckmne cybcTaHUUM, TakMe Kak YenoBEYECKUE KINETKUN UMK XXUAKOCTH (BKNoYas KpOBb
unu nnasmy). BcneactBne 6Guonornmyeckon npupogbl UCTOYHWMKOB ChipbS  MOCMEOHME  UMEIT
onpeferneHHble XxapakTepHble 0CoO6eHHOCTU. Hanprumep, MCXOOHOE Cbipbe MOXET OblTb KOHTAMUHMPOBAHO
WHUUMPYIOLWMMN areHTamn, B 0COOEeHHOCTM Bupycamu. [lodToMy kayecTBO M 6e30MacHOCTb Takux
NeKapCTBEHHbIX MpenapaToB 3aBUCAT OT KOHTPOMSI MCXOOHOIO ChipbA U UCTOYHMKA €r0 MPOUCXOXOEHUs, a
Takke OT JanbHEeWWnX TEXHONOMMYECKMX Mpoueayp, BKHOYas NPOBEPKY HA WHMEKLMOHHbIE MapKepsbl,
yaaneHne 1 MHakTuBauuio BUPYCoB.

7. (2.2) Bce cdhapmaueBTnyeckme cybcTaHUMmM, UCMONb3yeMbIE KaK UCXOOHOE Cbipbe AN NEKapCTBEHHbIX
npenapaToB, JOJPKHbLI OTBeYaTb TpeboBaHusM HacToswmx Mpasun (MyHKT 6 HacTosiwero MNpunoxeHns). B
OTHOLLEHUN B3ATUS U MPOBEPKM UCXOAHOrO CbIpbsl, MOMy4aemMoro M3 LOHOPCKOW KPOBW UMW Mnasmbl,
HeoOX0AMMO NPUAEPXKUBATLCS HUXKecneayLwmx TpeboBaHmin. BasTue n npoBepka AOMKHBI NPOBOAUTLCS
B COOTBETCTBMM C Hafrexallen CUCTEMON KadecTBa, TPeOOBaHMAMU COOTBETCTBYIOLLMX HOPMATUBHbIX
npaBoBbIX akToB Poccunckon Pepepauumn n cneumndmkaumsamn. JOmKHbI BbINOMHATLCS YCTAHOBIEHHbIE
HOpMaTUBHLIMM  MpaBoBbiMM  akTamu  Poccuiickon  depepaumm  TpeboBaHMs B OTHOLUEHUM
NPOCIEXMBAEMOCTU OT JOHOPA A0 peUMnMEHTa U B OTHOLLEHUN YBELOMIIEHNIA O MOBOYHBLIX JENCTBUSX U
HexenaTenbHbIX peakumsax. [Npyn aTom HeobxoauMOo pyKOBOACTBOBATLCA [[OCcyaapcTBeHHON hapMakoneen
Poccuiickon ®epepauun.

8. (2.3) ImnopTnpoBaHHOE M3 TPETbUX CTPaH MCXOOHOE Cbipbe Afsl MPOU3BOACTBA JIEKAPCTBEHHbIX
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npenapaTtoB, Mofy4yaembiX U3 AOHOPCKOW KPOBM WM MNasMbl, €Cv 3TU feKapCTBEHHble npenaparhb
npegHasHadeHbl 418 NpMMeEHeHns unu peanunsauumn B Poccunckon degepaunm, A0IMKHO OTBEYaTb HOpMam
He HWke, 4yeMm pJewcTBylowme B Poccunckon ®Pegepaumm HOpMbl B OTHOLUEHUMM CUCTEM KayecTBa
opraHu3auuMi Mo B3SITUIO U NPOBEpPKe KPOBWU. Takke [JOJKHbI COOMAATbCS  YCTAHOBIMEHHbIE
HOPMaTUBHbLIMW MpPaBoBbIMU akTamu Poccuiickon ®epepaummn TpeboBaHMs MO NPOCEXMBAEeMOCTU OT
OOHOpa OO0 peuunMeHTa M B OTHOLIEHWW YBEOOMMEHMN O MOOOYHbIX OENCTBUSAX U HeXenaTemnbHbIX
peakumsix n obecnevnBaTbCA COOTBETCTBME YCTAHOBIMEHHbIM HOPMATUBHLIMKM MPaBOBbIMU aKTaMu
Poccunckon denepaumm TpeboBaHNSM K KPOBU 1 €€ KOMMOHEHTaM.

9. (2.4) MNpwu BbINONHEHMM NpOrpaMm (PpakUUOHUPOBAHUSA NO AOTOBOPY C TPETbMMU CTPpaHaMu UCXOQHOe
Cbipbe, MMMOPTUPOBAHHOE U3 APYrMX CTPaH, OOMMKHO COOTBETCTBOBATbL YCTAHOBMNEHHLIM HOPMATUBHbLIMU
npaesoBbIMKn aktamu Poccunckon Pepepauummn TpebosaHuam. PaboTbl, npoBoaumble B Poccuickom
dPepepaumm, JOMKHBLI B NOMHOM Mepe COOTBETCTBOBATh HacToswwmM MNpasunam. Heobxogumo BbIMONHATb
aencteyowme B Poccuiickon ®egepaumm TpeboBaHMs B OTHOLLEHMM CUCTEM KayecTBa opraHusauui no
B3ATUIO N MPOBEPKE KPOBU. Takke AOIMKHbI COOMAaThbCs yCTaHOBMNEHHbIE HOPMATUBHBIMW MPAaBOBbLIMM
aktamu Poccunckon Pepepaumm TpeboBaHMSA MO NPOCMEXMBAEMOCTM OT AOHOpa A0 peuunMeHTa u B
OTHOLUEHMN YBEAOMIIEHMI O MOOOYHbIX OENCTBMSAX W HeXenaTenbHbIX peakuusax u obecnevmBaTtbcs
COOTBETCTBME OENCTBYIOLLNM TPEOOBAHNSIM K KDOBM U €€ KOMMOHEHTaM.

10. (2.5) Hactosiwme lNpaBuna pacnpocTpaHsloTCA Ha BCe CTaauMu MNocne B3siTUS U MPOBEPKM KPOBMU
(Hanpumep, o6paboTka, BKMOYas pasgeneHve, 3amMopo3Ka, XpaHeHue U TPaHCNopTUPOBKA K
nponssoguTento). Kak npaesuno, ykazaHHasa 0eAaTeNnbHOCTb AOMKHA HaxoauTbCsi B chepe OTBETCTBEHHOCTHU
YyNONHOMOYEHHOTO Nnuua npomssoamnTens. Ecnu cneundunyeckue atansl 06paboTkn npeaHa3HayeHHoN Ans
dpaKkUMOHMPOBaHMA NIa3Mbl MPOBOAATCA B OpraHusaumm Mo B3ATUMIO M MNMPOBEPKE KPOBWU, B Takowm
opraHusaumm MoxeT ObiTb cneumanbHO Ha3HAYeHO YMNOSIHOMOYEHHOE MWL0, OOHAKO ero MpUcCyTCTBME U
OTBETCTBEHHOCTb MOTMYT He COBMNaAaTtb C NPUCYTCTBMEM U OTBETCTBEHHOCTbLIO OTBETCTBEHHOrO nuua. Ans
paspelleHnss Takon cutyaumm u ans obecrneyeHust TOro, Y4To 06A3aHHOCTU YMONTHOMOYEHHOro nMua,
NpegycMOTPEHHbIE HOPMATMBHBIMKM MpPaBoOBbIMW  akTamu Poccunckonn ®Pepepaummn, BbINOMHATCA
Hagnexawwmm obpasom, npeanpusaTve no  pPakuMOHMPOBaHMIO (MPOM3BOAUTENb NEKAPCTBEHHbIX
npenapaTtoB) B COOTBETCTBUM C MyHKTamu 237 - 255 HacToswmx MpaBun OOMKHO 3aKMioYnTbL 4OroBOp C
opraHusaumer no B3SATMIO U MNPOBEpKe KpoBU. B ykasaHHbIN [OroBOp pPeKoMEHAYeTCHA BKIHOYaTb
COOTBETCTBYOLLME 00s3aHHOCTU 1 NoApOoOHLIE TpeboBaHusa ans obecneveHus kavyectsa. OTBETCTBEHHOE
nMUoO opraHusaumMm no B3ATUIO UM MNPOBEPKE KPOBM UK YNOSIHOMOYEHHOE NUUO MpeanpuatTust no
dpakuMoHMpoBaHMO (MPOM3BOAUTENS NEKAapPCTBEHHbIX MpenapaTtoB) AOSMKHbI MPUHMMAaTb ydacTue B
COCTaBMEHMM TAaKoro Aorosopa. [ins noaTBEPXAEHUSA TOro, YTO OpraHn3aLmsi No B3SATUIO M NPOBEPKE KPOBU
WCMOSHAET YCMOBMS TaKOro [AOroBopa, YMNONHOMOYEHHOE 5MUO AO0J/PKHO obecneunTb npoBedeHue
COOTBETCTBYIOLLUX ayauTOB.

11. (2.6) CneumanbHble TpebOBaHNS K OOKYMEHTaUUWU U ApYyrue MeponpusaTUsi B OTHOLLUEHUN UCXOOHOIO
Cblpbs ANs Nony4yaemblX U3 Nra3Mbl fiekapCTBEHHbIX NpenapaToB yKa3biBaloT B OCHOBHOM A0OChHE MIa3mbl.

IV. YINIPABNEHUE KAHECTBOM (3)

12. (3.1) YnpaBneHve KayecTBOM [OJPKHO OXBaTblBaTb BCe CTagum oT OoTBoOpa AOHOPOB OO MOCTaBKU
rotoBon npoaykuun. Heobxogmmo cobniogatb YCTaHOBMEHHbIE HOPMATWBHBLIMW MPaBOBbLIMW aKTamMu
Poccuiickon ®epgepauun TpeboBaHns B OTHOLLEHMM NPOCMEXMBAEMOCTN Kak Ha aTane, npeasapstolem
nocTaBKy nnasMbl Ha NpeanpuaTue nNo pakuMOHNPOBAHMWIO, TaK U Ha 3Tane NoCTaBKK, a TaKkke Ha BCeX
CcTagusx, CBA3aHHbIX CO B3ATMEM W MPOBEPKOM AOHOPCKOM KPOBWU UMW Nnasmbl, NpegHa3Ha4YeHHbIX Ans
NPON3BOACTBA NEKapCTBEHHbIX NpenapaTos.

13. (3.2) Cbop KpoBM MM Nnasmbl, KOTOPbIE UCMOMb3YIOTCA Kak UCXOLHOE Cbipbe ANs NMPOU3BOACTBA
neKkapCTBEHHbIX NpenapaToB, He0OX0AMMO NPOBOAUTL B OpraHmn3aumsx no B3ATUIO U NMPOBEpPKe KPOBM, a
npoBepKy npoBoauTb B nabopaTopusix, KOTOpble MPUMEHST CUCTEMbl KayecTBa, OTBevarolme
YCTaHOBMEHHbIM HOPMaTMBHBIMW NpaBoBbiMM akTamu Poccuiickon ®epepauun TpeboBaHUAM, MMeEOT
COOTBETCTBYIOLLEE paspeLleHmne, BbiAaHHOE YNONHOMOYEHHbIM dheaeparnbHbIM OpraHoOM UCMONTHUTESNBLHON
BNacTu, N nognexar perynsapHoMy NMHCNEKTMPOBAHUIO B COOTBETCTBUN C 3aKoHoAaTenscTBomM Poccuinckon
degepaumn. Mpu HanU4MM y NponsBoanTens nporpamMmm pakLMoHMpOBaHKS No JOroBopam Afis TPeTbUXx
CTpaH OH 06513aH yBegoMUTb 06 3TOM YNONTHOMOYEHHbIN heaepanbHblin OpraH UCMONHUTENbLHOW BNACTU.
14. (3.3) B cnyyae wumnopta nnasmbl M3 TPeTbMX CTPaH OHA [AOMMKHA MOCTaBMNATLCH TONbKO
YyTBEPXXAEHHBbIMY MOCTaBLUMKaMK (Hanpumep, opraHn3auusamMun no B3SATUIO M MPOBEPKe KPOBW, BKIIHOYas
BHELWIHWe cknagbl). Takme NoCTaBLUMKM AOMKHbI ObiTh yka3aHbl B cneuudmrkaumax Ha UCxogHoe Cbipbe,
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YCTaHOBMEHHBIX MpeanpuaTMeM Mo  (PakUMOHMPOBAHUIO WM MNPOM3BOAMTENEM, W YTBEPXKAEHbI
YMONTHOMOYEHHbIM ~ dbedeparnbHbIM OPraHoM UCMOMHUTENBHOW BRAAacTM B Clydasx W B Mopsgke,
NpegyCMOTPEHHbIX HOPMaTMBHbIMW  MpaBoBbiMM  akTamu  Poccuinckon depepaumn, a  Takke
YMOMTHOMOYEHHbIM FIMLUOM NPeanpusitua no  ¢pakLMOHMPOBaHUIO, pacnosioXeHHoro B Poccuinckon
®epepaummn. OueHka W Bblgada paspelleHMss Ha  MCnonb3oBaHWe nnasMbl  (Mnasmbl - Ans
paKkUMOHMPOBAHNS) KaK UCXOAHOrO CbIpbs OCYLLECTBMSETCS B COOTBETCTBUM C MYHKTOM 39 HacToALLEro
MpunoxeHus.

15. (3.4) MNpeanpuaTne no ppakuNoOHNPOBAHUIO UMM MPON3BOANTENb FOTOBbIX NTEKAPCTBEHHbIX NpenapaTos
OOIMKHbI MPOBOAUTbL KBanuMduKaumio NOCTaBLLMKOB, BKMOYAA OLEHKY MOCTaBLUMKOB B COOTBETCTBMMU C
yTBEPXAEHHbIMX npoueaypamyi. HeobGxoammo npoBOAWTL PEryrnspHyr0 MOBTOPHYK KBanvdukauumio
NOCTaBLLMKOB C y4€TOM NOAX0Aa, OCHOBAHHOIO Ha OLEHKE PUCKOB.

16. (3.5) MNMpeanpuaTne No ppakLMOHNPOBAHUIO UM MPOM3BOANTENb FOTOBbIX JIEKAPCTBEHHbIX NpenapaToB
AOIMKHbI 3aKMYUTL JOTOBOPbI C OPraHu3auMsiMu No B3SITUIO M MPOBEPKE KPOBM, KOTOPble SABMSIOTCS
nocTaBLLMKaMMU.

17. B Takne goroBopbl peKoMeHOyeTCs BKIoYaTh, B YaCTHOCTU, CeayoLmne yCroBus:

onpegeneHne o6s3aHHOCTEN N OTBETCTBEHHOCTY;

TpeboBaHMs K CUCTEME KayeCcTBa U JOKYMEHTaLumu;

KpuTepumn otbopa AOHOPOB 1 NPOBEAEHNE NCTbITAHWUN;

TpeboBaHus Kk cenapaumnm KpoBM Ha KOMMOHEHTbI KPOBU U NNasmy;

3aMOpO3Ka nnasmbl;

XpaHeHne 1 TPaHCNOPTMPOBKA MNMa3mbl;

NPOCINEXMBAEMOCTb M UH(OPMUPOBaHME MOCne caavnm U B3ATUS KPOBU (B TOM 4yucne o noboyHbIX
adpdekTax).

18. Ha npeanpustum no opakuMoHMpPOBaHMIO U Y MPOU3BOAUTENS FIEKapCTBEHHbIX MpenapaToB AOMMKHbI
ObITb B HANU4YMKU pe3ynbTaTbl UCMITAHWUI BCEX €AMHUL, UCXOAHOMO ChIpbs, MOCTaBMEHHbIX OpraHu3aumen
no B3ATWIO M MpoBepke KpoBu. Ecnn kakas-nnbo n3 ctagmi ocyLecTBAsSIETCA Ha OCHOBaHMM JOroBopa
cybrnogpsaa, Takon JOroBOp AOIMKEH ObITh 3aKIOYEH B MMCbMEHHOW (hopMeE.

19. (3.6) Ona nnaHMpoBaHMWs, OLLEHKM U JOKYMEHTanbHOro opopmMIeHnsi BCEX U3MEHEHMWI, KOTOPbIE MOTYT
oKasaTb BNMUAHME Ha KayeCcTBO M 6Ge30MacHOCTb MPOAYKLUMM MMM MPOCMEXMBAEMOCTb, OOMMKHA ObiTb
yCTaHOBMEHa Haanexatiiasi cMcteMa KOHTpons mameHeHuin. Heobxoaumo oueHvBaTb NoTeHuManbHoe
BNUAHME npeanaraemblix mMaMeHeHun. [omkHa ObiTb onpegerneHa HeOOXOAMMOCTb AOMOMHUTENbHbBIX
UCNbITaHWIA UMM NPOBEAEHMSA Banuaaumm, oCo6eHHO Ha CTaamsaX MHaAKTUBAL MK U yOaneHus BUPYCOB.

20. (3.7) Ona mMuHMMM3aUMW  PUCKOB, CBSA3@HHbIX C  MHMUUUPYIOLLUMUK  areHTamu U HOBbIMU
WHMUMPYOWMMN  areHTamMu, [OoIpkHa ObiTb BHeApeHa Hagnexalwas cuctemMa Mep B OTHOLUEHWUU
©esonacHocTu. Takas cucteMa JoSKHa BKYaTh B ce6s OLEHKY PUCKOB A1 TOro, YToobl:

onpefenuTb BpPeMS yAepXMBaHMSA NMPOU3BOACTBEHHOrO 3anaca (BpeMsi BHYTPEHHENO kapaHTuHa) nepepg
06paboTKoli nnasmbl, YTOOblI U3bATL [03bl, KOTOPbIE BbI3bIBAIOT COMHEHUSA (003bl, B3SiTblIE B Te4YeHue
nepuoaa, onpegerneHHoro HopmMaTMBHbLIMU MpaBoBbIMU akTamu Poccuiickon ®epepauun, npexage vem
OyaeT ycTaHOBMEHO, YTO A03bl, B3ATbIE OT JOHOPOB C BbICOKMM PUCKOM, OOJPKHbI OblTb UCKIHOYEHbI 13
06paboTKn, HaNpMMep, B CBA3U C NOMOXUTENBbHBIM Pe3ynbTaToM TECTA);

Y4nTbIBaTb BCE acCMeKTbl, CBA3AHHbIE CO CHWKEHWEM KONMYEeCTBa BUPYCOB M (MNM) UCMBITAHUAMWU Ha
WHULMPYIOLLME areHTbl UK UX aHamnoru;

onpenenuTb BO3MOXHOCTU CHUXEHUST KONMYECTBa BMPYCOB, ONpeaenuTb pasmep Cepun MCXOLHOTO Chipbs
W Opyrue cyLecTBEeHHbIe acneKkTbl Npouecca Npou3BoACTBa.

V. MPOCNEXXMBAEMOCTb W MEPOMPUSATUS, MPOBOOMMBIE MOCHE B3ATUS
KPOBW (4)

21. (4.1) DomkHa BbITb OpraHM3oBaHa cucTema, NO3BONALLAA NPOCNEANTb KaXayto CAaHHY0 JO3Y KPOBM
Unun nnasmbl OT JOHOPA M NPOLEeaypbl ee B3ATUA Yepe3 OpraHM3auuio no B3siTUIO U MPOBEPKE KPOBU A0
cepum NekapcTBEHHOrO NpenapaTa, a Takke B 06paTHOM HanpaBneHuu.

22. (4.2) JomkHa ObITb onpeaeneHa OTBETCTBEHHOCTb 3a MPOCMEXNBAEMOCTb MPOAYKLMM (OTCyTCTBME
Kakoro-nnbo atana He JomnycKaeTcs):

OT [OHOpa W [03bl, B3ATOM B OpraHu3auum Mo B3ATUIO M NPOBEPKE KPOBM, OO Npeanpusatvs no
PpaKUMOHMPOBAHUID, YTO SBMSieTCs 00A3aHHOCTBIO OTBETCTBEHHOIO fMua OpraHuM3auuu Mo B3ATUO U
npoBEpKe KPOoBY;

OT npeanpusaTusa no (pakuMoOHNPOBAHUIO OO MPOM3BOOMUTENS NEKAPCTBEHHOro npenapara u noboro
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cybnogpsayunka, He3aBMCMMO OT TOTO, SBMSETCS N OH NPOU3BOAUTENEM fIEKapCTBEHHOTO Npenapara unm
n3genvs MeauUMHCKOro Ha3HavYeHUs, YTo ABMSeTCs 06893aHHOCTLIO YMOMHOMOYEHHOIO Nnua.

23. (4.3) aHHble, HeOOX0AMMbIE AN MOSTHON NPOCIEXMBAEMOCTU, OOIDKHbI XpaHUTbCst He MeHee 30 ner,
€CI1 UHOE He YCTaHOBIEHO 3akoHodaTenbcTBoM Poccuiickon degepaumm.

24. (4.4) JoroBopbl, ykasaHHble B NyHkTe 16 HacToswero MNpunoxeHns, Mexay opraHm3auusmm rno B3saTuio
W npoBepKke KpoBM (B TOM UMCNE KOHTPONbHbIMM nabopatopusamu) u  NpeanpusaTMemM no
paKkLMOHMPOBAHUIO UMW NPOU3BOAMUTENEM BKIOYAKOT YCIOBUS, onpeaensitolme, YTo NpoCnexXmBaemMocTb
N MeponpuaTUS nocre B3ATUS KPOBM OXBaTbiBAOT BCH LIEMOYKY OT B3ATUS Mnasmbl OO0 BCEX
npovssoguTenen, OTBETCTBEHHbIX 3a Bblayy pa3peLleHmns Ha BbiMyCK rOTOBOM NPOaYKLUN.

25. (4.5) OpraHuzauuu Mo B3ATUIO K MpPOBEPKEe KPOBM [OOIDKHbI YBEAOMMATb nNpeanpusitue no
paKkLMOHMPOBAHUIO NN NPON3BOAMTENS O KAKOM-NMBO cnyyae, KOTOPbIN MOXET NOBMMATb Ha Ka4yecTBO
unu 6e3onacHOCTb NPOAYKUMM, a TakkKe cooblatb APYryl BaXHYH MHGOpMauuio, NOMyYeHHy nocne
npvemMa OOHOpa WU Bbl4ayv paspeLleHus Ha BbiNyCK Mna3mbl, Hanpumep, obpaTHyr MHdOpMaLmio
(vHdpopMauMio, NONyYeHHY nocrne B3ATMA KpoBu). Ecnv npeanpusitue no ¢pakuuMoHMPOBaHUIO Wi
Npon3BOAMTENb HAXOOSATCA Ha TeppuTOpuM APYrol CTpaHbl, MHAOpMauuio Heobxogumo coobuiaTb
npou3BoguTento, Haxoasiemycs B Poccuiickon ®efepaummn, oTBETCTBEHHOMY 3a BblAayy pa3peLleHmns Ha
BbIMYCK fiekapCTBEHHbIX NpenapaToB. B obounx cnyyasax Takas uHdopmaums, eCnv oHa UMeeT OTHOLLEHUE
K Ka4ecTBY 1 6€30MacHOCTM roTOBOW NPOAYKLUNW, AOIMPKHA ObITh JOBEAEeHa A0 CBEAEHNS YNIONHOMOYEHHOTrO
denepanbHOro opraHa MCMNOMHUTENbHOW BNacTu, B BEAEHWW KOTOPOro HaxXOAATCA npeanpuatve no
PpaKkLUMOHMPOBAHMIO UMW NMPOU3BOAUTENMb.

26. (4.6) B cnyyae ecnu pe3ynbTaTOM WHCNEKTUPOBAHMS YNOMHOMOYEHHbIM dedepanbHbiM OpraHoM
WCMOSTHUTENBHOM BACTX OpraHm3auum no B3sTUIO U MPOBEPKE KPOBU ABMAETCA aHHYNMPOBAHNE NULIEH3NN,
HeoOX0AMMO TaKke HanpaBuTb YBEAOMIIEHME B COOTBETCTBUU C MYHKTOM 25 HacToswero MpunoxeHus.
27.(4.7) B ctaHgapTHbIX ONepaumnoHHbIX NpoLeaypax AOIMKHO ObiTb ONMcaHo ynpasrneHne nHpopmMauuen,
Nofy4yeHHON nocrie B3ATUS KPOBM, NMPW 3TOM [OIMKHbI OblTb YYTEHbl NULEH3VMOHHbIE TpeboBaHMA U
npouenypbl MHPOPMUPOBAHMS YNOSTHOMOYEHHOTO (hefdepanbHOro OopraHa WCMNOMHUTENBHOW BMAcCTU.
MeponpusaTvsa, NpoBoAMMbIE MNOCMEe B3ATUS KPOBW, OOJPKHbI OCYLLECTBMASTLCS B COOTBETCTBUMM C
TpeboBaHNAMM, YCTAHOBIEHHLIMW HOPMATUBHBIMU NPaBoOBbLIMKU akTamu Poccuiickon Pegepaumm.

VI. NOMELWLEHWA N OBOPYOOBAHWUE (5)

28. (5.1) B uensax cBegeHWss K MUHUMYMY BO3MOXHOCTU MUKPOOHOW KOHTaMuMHauum WM BHECEHWSA
NOCTOPOHHEro MaTtepuana B Ceputo nnasmbl OTTauBaHMe M 00beauHEHWE eauHWL MnasMbl OOSKHbI
NpoOn3BOOUTLCA B 30HaX, KOTOPble COOTBETCTBYHT YCTaAHOBMEHHbIM [MpunoxeHmem N 1 Kk HacTosawmMm
MpaBunam TpeboBaHUSIM Knacca uYUCTOTbl He Hwke krnacca D. Heobxogumo wmcnonb3oBatb
COOTBETCTBYIOLLYHO OAEXAy, BKM4Yas MackM Ha nvue un nepyatku. Bce gpyrme onepauum ¢ OTKPbITON
NpoAyKUMEA B Xo4e TEeXHOJOrMYEeCcKoro mnpouecca AOMMKHbI OCYLLECTBNSATLCA B YCMOBMAX, KOTOpble
YLOOBNETBOPSIOT COOTBETCTBYHOLWMM TpeboBaHUSM, ycTaHOBMNEHHbIM [MpunoxeHneM N 1 K HacToAWMM
MpaBunam.

29. (5.2) B cootBeTcTBUM C TpEBOBaHMAMU, ycTaHOBIEHHbIMMU [Npunoxennem N 1 k HacToAwmum MNpasunam,
OOJIDKEH OCYLLECTBNATLCS PErynsipHbIi MOHUTOPUHI NPOU3BOACTBEHHOW OKpYXatoLen cpeabl, 0COBEHHO
BO BpeMsl OTKPbIBaHMS KOHTEMHEPOB C MNna3Mol, a TakKke BO BpPEMSA MPOLECCOB OTTauBaHUA W
0b6beauHeHust. [JomkHbl OblTb YCTAHOBIEHbI KPUTEPUN NMPUEMITIEMOCTM.

30. (5.3) lNpu nponsBoaCTBE NEeKapCTBEHHbLIX NpenapaToB, NONy4YaeMblX U3 AOHOPCKON Mra3mMbl, AOIMKHbI
NCNonb30BaTbCA COOTBETCTBYHOLUME METOAbI UHAKTMBALUMU UNWN YAaneHsi BUPYCOB M NPUHUMATBLCHA Mepbl
no NpeaoTBPALLEHUIO KOHTaMUHaLMM 0bpaboTaHHOM NPoAyKLMK eLle He obpaboTaHHoW Npoaykumen. Ons
cTaguin TEXHONOMMYECKOro npouecca, KoTopble MPOBOAATCA MOCre BUPYCHOW MHAKTUBALUWU, HEOOXOAMMO
ncnonb3oBaTh cneumarnbHO NpefHa3HayYeHHble OTAerNbHbIE NMOMELLEHMSA N 060pyaOBaHME.

31.(5.4) Ans Toro 4TobbI HE CO3aaBaTb PUCKM KOHTAMUHALUM TEKYLLIErO NPOM3BOACTBA BMPYCaMM, KOTOpPbIE
MCMNOMb3YOTCS BO BPEMS BanvMAaUMOHHbIX MCNbITAHWA, Banujaunsi METOLOB CHWXKEHUS KOnuMyecTBa
BMPYCOB He [O/DKHa MNPOBOAUTLCA C WUCMOSb30BAHWEM MPOW3BOACTBEHHbLIX TEXHUYECKMX CpPeacTs.
Banupauuio B yKasaHHOM criyyae HeobGXOAMMO NPOBOAWUTL B COOTBETCTBUM C  TpeboBaHuAMMU,
YCTaHOBIEHHbIMM COOTBETCTBYOLLMMN HOPMATMBHBIMW NPaBoBbIMK akTamu Poccuiickon ®egepauun.

VII. MPON3BOACTBO (6)

McxogHoe chipbe
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32. (6.1) NcxogHoe cbipbe OOMKHO OTBeYaTb TpeboBaHMAM TocygapcTBeHHOM hapmakonen Poccuimckon
dPepepaummn, a TaKKe YOOBNETBOPATb YCIOBMSIM, KOTOpblE COOEPXaTCA B COOTBETCTBYHOLLEM
pervcTpaumoHHOM OOCbe, B TOM YMCIle B OCHOBHOM [OCbE Mia3Mbl. YKa3aHHble YCIOBUSI BKITHOYAOTCH B
goroBop (NyHKT 16 HacTtosiwero MNpunoxeHust) mexagy opraHusauuen no B3ATUIO U MPOBEPKE KPOBU U
npeanpustuemM no pakunoHnpoBaHuto nnbo npoussogmntenem. CobnoaeHe ykasaHHbIX TpeboBaHui
HeoBX0AMMO KOHTPOMNMPOBaThb C NOMOLLIbIO CUCTEMbI KayecTBa.

33. (6.2) UcxogHoe cbipbe Anst nporpaMmm pakLMOHMPOBAHWS MO JOMOBOPY ANst TPETbUX CTPaH OOIMKHO
COOTBEeTCTBOBaTb TpeboBaHWsIM, NpeayCMOTPEHHBIM MYHKTOM 9 HacTosLwero MNpunoxeHus.

34. (6.3) B 3aBucumocTn ot Tnna cbopa (Hanpumep, cOop LLensHON KPOBM UM aBTOMaTudeckuii acgepes)
MoryT notpeboBaTbCa pa3nuyHble cTagmm obpaboTkn. Bce ctagmum obpaboTku (Hanpumep, pasgeneHue, B
TOM YMChe LeHTpudyrnpoeaHue, otbop npod, MapKMpoBKa, 3aMopaXkvBaHue) 4OIMKHbI ObiTb onpeaeneHsbl
B MHCTPYKUMSAX.

35. (6.4) Heobxogmmo nsberatb Kakoro-nnbo nepenyTbiBaHNS eguHUL, U 00pa3uoB, 0COO6eHHO BO BpeMs
MapKMPOBKW, @ TakkKe KaKoW-NMOO KOHTaMMHAUWMK, Hanpumep, Npu OTpe3aHuM CErMeHTOB TPYyOOK Wnu
YKYNopuBaHMUN KOHTEAHEPOB.

36. (6.5) 3amopaxmBaHue ABNSAETCS KPUTUYECKOW CTaaWeEN BblAeNEeHNst NPOTEMHOB, KOTOpbIE B MNiasMe
ABNAOTCA nabunbHbIMK, Hanpumep, akTopoB cBepTbiBaeMoCcTW. 10 3TOW MpuYMHE 3amopaxuBaHue
OOIMKHO OCYLLECTBNATECA C MOMOLLbIO BanMaMPOBAHHbIX METOOO0B Kak MOXHO ObICTpee nocne B3ATUs
kposw. Npun 3TOM HeOBX0AMMO NpuaepxmBaTbca TpeboBaHun MocygapcTBeHHON hapmakonen Poccuinckon
depepaumm.

37. (6.6) YcnoBums XpaHeHWs W TPaHCMOPTUPOBKM KPOBM MMM Nnasmbl K MpPeanpuatvio  no
PPaKUMOHMPOBAHNIO OOMKHbI ObITb OnpeAeneHbl U JOKYMEHTaNbHO OpOpMIIEHbl Ha BCeX aTanax Lenu
noctasku. [NpeanpusaTve No dpakuMOHMPOBaHWUIO HEOOXOAMMO YBEAOMIATH O FOObLIX OTKIOHEHUSIX OT
yCTaHOBMEHHON TemnepaTypbl. HeobxogMmo wucnonb3oBaTe 00OpyAOBaHWE, KOTOPOE  MPOLLSO
KBanudmkaumio, n npoueaypbl, KOTOpblE MPOLLMM Banvaauuto.

OueHka v Bblgayva paspeLleHns Ha BbIMycK Nnasmbl
Anst hpakLMOHNPOBaHWS, NCMOMb3yeMOK Kak MCXOOHOE Cbipbe

38. (6.7) PaspelueHue Ha BbiNyck NnasmMbl Ans pakLMoHMpOoBaHUS (M3 kapaHT1Ha) MOXeT NMPOM3BOAUTLCA
TONMbKO MOCPEACTBOM CUCTEM M Mpoueayp, koTopble obecnevvBaloT kavyecTBO, Heobxogumoe Ans
npou3BOACTBa rOTOBOM npoaykumun. [Mnasma MoxeT ObITb MNocCTaBneHa npeanpuaTvio  no
(PPaKUMOHMPOBAHNIO WM MPOM3BOAUTENIO TONMbKO MOCMEe  [OKYMEHTanbHOro  MOATBEPXKOEHWS
OTBETCTBEHHbIM NULUOM (MW B Criyyae B3ATUS KPOBW UNU NrasmMbl B TpPeTbMX CTpaHax - NUUOM C
aHanorM4yHbIMn 00s3aHHOCTAMM U KBanudumkaumen) Toro, 4YTOo nnasma Ans dpakuMoHMPOBaHWSA
cooTBeTCTBYeT TpeboBaHMAM M chneuundurkaumaM, YyCTaHOBMEHHBIM B COOTBETCTBYHOLLMX AOroBopax, a
Takke TOro, YTO BCe CTagmm Obinv NpoBedeHbl B COOTBETCTBUM C HacTosAWw MMM [Npasunamu.

39. (6.8) Vcnonb3oBaHne BCeX KOHTEMHEPOB C MrasMon Ang pakuMoHMpoBaHUSA NpuU NOCTYNNEHUN Ha
npeanpustme Mo  PPakUUOHMPOBAHWUIO [AOMKHO ObiTb pa3pelleHO  YMONHOMOYEHHbIM  FMLOM.
YNOnHOMOYEHHOe MMUO [OSPKHO MoATBepauTb, 4YTO nnasma COOTBETCTBYeT BceM TpeboBaHusAM
dapmakonernHbix ctaten [ocyaapctBeHHonm dapmakonenm Poccunckon ®depepauun, a Takke
YOOBNETBOPSET YCNOBUSIM COOTBETCTBYIOLLEr0 PErmcTpaLMoOHHOIO OCbE, B TOM YMCIIe OCHOBHOMO JOChbe
nnasMbl, N B Cry4yae MCNONb30BaHWS Mna3mbl Ans nporpaMMm pakuMoHUpOBaHWUS NO AOroBOPY Ans
TpeTbux cTpaH Bcem TpeboBaHnsiM, NPeayCMOTPEHHbIM MYHKTOM 9 HacTosiwwero MNpunoxeHus.

O6paboTka nnasmbl Ans dpakLUOHUPOBaHMWS

40. (6.9) Ctagum npouecca PaKUMOHMPOBAHUSA pas3nNUYalTCsd B 3aBUCUMOCTU OT MNpPOAyKUUU W
npoussoauTens. Kak npaBumnio, oHW BKNIOYAKOT pasfnnyHble onepauunn gpakLunMoHMpoBaHUs, a HEKOTopble
13 HUX MOTYT CNOCOOCTBOBATbL UHAKTUBALMW UIK YOANEHUIO BO3MOXHOW KOHTaMUHALMK.

41. (6.10) OomkHbl ObITb ycTaHOBMEHbl TpebGoBaHMSA K mpoueccam obObeduHeHwusi, oTbopa npob u3
006beAVHEHHON MMa3mbl, PakUMOHUPOBAHUS W WHAKTUBaALUW UMM yOaneHus BUPYCOB, KOTOPble
Heobxoaumo cobnoaaTth.

42. (6.11) MeToabl, ucnonb3yemble B MpOLECCE BUPYCHOW MHAKTMBALMKU, HEOOXOOMMO MPUMEHSITbL CO
CTporMm cobnogeHnemM BanMampoBaHHbIX npoueayp. Takme MeTodbl JOSMKHbI COOTBETCTBOBaTL METOAAM,
KOTOpble ObINM NCMONb30BaHbLI NPU Banvaauuu npoueayp BUPYCHOM MHakTuBauun. [JJOomkHO NpoBoanTbCS
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TWwaTenbHOe paccrnefoBaHMe BCeX HeydaBLUMXCS npoueayp BuMpycHOW uHaktusauuu. CobnopeHuve
BanuaMpoOBaHHOrO TEXHOMOMMYECKOro npouecca ABnAeTcs 0CO6EeHHO BaXKHbIM B NpoLedypax CHUXEHWS
KOnnyecTBa BUPYCOB, MOCKONbKY Kakne-nmbo OTKMOHEHUS MOryT NpeacTaBnAaTb pUcku Ans 6es3onacHoCTu
roToBOW NPOAyKUMK. [OmKHbl 6bITe B HANMMYMKU NpoLenypbl, KOTOPbIE Y4MTbIBAKOT YKa3aHHbIE PUCKW.

43. (6.12) Kakyto-nmbo noBTOpHYyt0 00paboTKy mnu nepepaboTKy MOXHO MPOM3BOAUTH TOSIbKO MOCIe
NpoBeAEeHUsA MEPONPUATUA MO YNPaBEHNIO PUCKaMKN OIS KaYeCTBa U TOMNbKO Ha ONpeaeneHHbIX CTagnsax
TEXHONOrMYECKOro NpoLecca, YTo ykasblBaeTCs B COOTBETCTBYIOLLEM NPOMbILLIIEHHOM perfnameHTe.

44. (6.13) OomkHa ObITb OpraHM3oBaHa cucTemMa AN YETKOro pasgeneHus u (Mnu) pasnuyeHuns
nekapCTBEHHbIX NpenapaToB UM NPOMEXYTOYHON NPOAYKLMW, KOTOPbIE MPOLUMM U KOTOpble HE MPOLUx
npouenypy CHWKEHUS BUPYCHOWN Harpysku.

45. (6.14) B 3aBucMMOCTM OT pesynbTaTta TwaTenbHO NPOBEeEeHHOro npouecca ynpasneHns puckamm (C
Y4ETOM BO3MOXHBIX OTNINYUIA B INNAEMUNONIOTMYECKUX AaHHBIX) MOXET ObITb pas3peLleHo NPoM3BOACTBO MO
MPUHLMNY MPOM3BOACTBEHHbIX LMKIOB B Cryvae, ecnM Ha OJHOW MNpPOW3BOACTBEHHOW nrolwagke
obpabaTtbiBalOT nnasMy WnM NPOMEXYTOYHYIO MNPOAYKUMIO PasfUYHOro MNPOUCXOXAEHWS, BKNoYas
HeobxoavMble Npoueaypbl YETKOro pasgeneHns u Hanumune yCTaHOBMIEHHbIX BanManpoBaHHbIX npoueayp
ouncTkn. TpeboBaHMs AnNs TakMx MeponpuATUA  OOSMPKHbI OCHOBBIBATbCA Ha COOTBETCTBYHOLLMX
HOpMaTMBHbIX MpaBoBbIX akTax Poccunckon ®egepaummn. C nomoLblo nNpouecca ynpaBneHns puckamm
AOMKeH ObITb peLleH BONpoc 0 HEOBXOAMMOCTU MCNONb30BaHNS CcreumansHoro obopygoBaHus B cnydae
peanu3auuy nporpamm pakLMoOHMpPOBaHWS MO AOMOBOPY C TPETbMMM CTPaHaMW.

46. (6.15) Cpok xpaHeHWs AONns MNPOMEXYTOYHOW NPOAYKUMKM, NpedHasHaYeHHOW Ans XpaHeHwus,
HeobX0AMMO yCTaHaBnMMBaTb HA OCHOBAHMM OAHHbLIX O CTAOUIBHOCTH.

47. (6.16) JomkHbl OblTb YCTAHOBMEHbl M AOKYMEHTarnbHO OgOopMMeHbl TpeboBaHWs K XpaHEeHu u
TPaHCNOPTUPOBKE NMPOMEXYTOYHON MPOAYKLMM M FOTOBbIX NeKapCTBEHHbIX NpenapaToB Ha BCex aTanax
uenu noctaBok. Heobxogmmo wucnomnb3oBaTb 0OOpPyAOBaHWE, KOTOPOE MpoLWSo KBanudukaumo, u
npoueaypbl, KOTOpble NPOLLAWY BanMaauuio.

VIII. KOHTPOIb KAYECTBA (7)

48. (7.1) TpeboBaHua K MUCMbITAHUAM Ha BUPYCbl WNW ApyrMe WHMUUUPYIOLLME areHTbl [OMKHbI
yCTaHaBnMBaTbCA C y4E€TOM HOBbIX 3HaHUN OO MHMMLUMPYOLWMX areHTax U HanuMyus BanmaupoBaHHbIX
MEeTOA0B UCMbITaHUN.

49. (7.2) MNMepBbI 0AHOPOAHBIN My Nnasmbl (HAaNpUMep, Nocne oTAeneHus KpuonpeumnuTaTa ot nnasmol)
HeODXOAMMO KOHTPONMpOBaTb C WCMONb30BaHMEM BanuAMPOBaHHbIX METOAOB C  Hagnexaiien
YYBCTBUTEMbHOCTLIO M CNEUMPUYHOCTBIO COMMacHO COOTBETCTBYHOLMM (DapMakonenHbiM CTaTbsaM
"ocynapcteBeHHOM dhapmakoneun Poccuickon degepaumu.

IX. BbIJAYA PA3PELLEHUS HA BbIMYCK MPOMEXYTOYHOM 1 FOTOBOW
NPOIYKLIUM (8)

50. (8.1) domkeH BbITb pa3peLLeH BbIMYCK TONBKO TAKMX CEPUI, KOTOPbIE NPOM3BEAEHbI U3 MYMOB Na3msbl,
NPU3HaHHbIX B pe3ynbTaTe KOHTPONSA HEeraTUBHbIMW B OTHOLUEHWM MapKepoB BUPYCHbIX WHGEKUMN,
nepegaBaemMbiX Yepe3 KpOBb, a TakkKe COOTBETCTBYWOLWMMM TpeboBaHuAM dapmMakonenHbIx craTen
locynapcteBeHHoOW hapmakonen Poccuinckon Pepepaumm (BkNYasa Kakme-nmbo cneumanbsHble npegens,
orpaHuyMBaloLne cogepaHue BMPYCOB) U yTBEPXKOEHHbIM crneundukaumsam (B 4aCcTHOCTM, OCHOBHOMY
A0Cbe Mnasmbl).

51. (8.2) Bblgauya paspelleHusi Ha BbINYCK MNPOMEXYTOUHOW MNpOAYKUUW, npefHasHayeHHoW aAns
JanbHenwen obpaboTkm  BHYTPUNPOWM3BOACTBEHHOM  MIOWAAKM WM MOCTaBKM Ha  APYrylo
NPOV3BOACTBEHHYIO MMOLLa[Ky, a Takke BblJaya paspelleHuMsl Ha BbIMYCK FOTOBbIX eKapCTBEHHbIX
npenapaToB [AOMMKHblI OCYLLECTBMATLCA YMOMHOMOYEHHBIM NULOM C COOMOAEHNEM YCTAHOBIEHHbIX
TpeboBaHu.

52. (8.3) YNONHOMOYEHHOE ML AOIMKHO OCYLLECTBNATL BblAayvy paspeLleHns Ha BbIMyCK NPOMEXYTOUYHOM
UN1 rOTOBOM NMPOAYKLUK, NCMOMb3yeMON ANS nNporpamMmm pakuMoHMpOBaHWS MO AOroBOpPY AN TPeTbux
CTpaH, Ha OCHOBaHWM HOPMAaTMBOB, COMMACOBAHHbIX C 3aKa3yMkoMm, a TakKke B COOTBETCTBMM C
TpeboBaHnaMu HacToswmx Npasun. Ecnn Takne nekapcTBeHHble mpenapaTbl HE npedHasHayeHbl Ans
npuMmeHeHns B Poccuickon Pegepaummn, K HUM MOTYT HE MPUMEHATbCA TpeboBaHus dapMakonenHbixX
craten locygapcTeeHHon hapmakonen Poccunckon ®epepauun.


http://www.consultant.ru/

Mpuka3 MuHnpomTopra Poccun ot 14.06.2013 N 916
"06 yTBepxaeHun MNpaBun opraHM3auuy NPOM3BOACTBA M KOHTPOJIS KAYecTBa NleKapCTBEHHbIX cpeacTs”
(3aperncTpupoBaHo B MuHiocTe Poccum 10.09.2013 N 29938)

X. XPAHEHME OBPA3LIOB MYNOB IMINA3MblI (9)

53. (9.1) OamH nyn nnasmbl MOXET ObITb MCNOMBL30BaAH ANsi MPOM3BOACTBA HECKONbKMX cepuit n (1Mnn)
neKkapcTBEHHbIX NpenapaToB. KOHTporbHble 06pasLbl Kaxaoro nyna nrnasmbl, a Takke COOTBETCTBYOLLMNE
3anucy JOMKHbI XPaHUTLCSt HE MEHeEe OAHOro roga Mocre OKOHYaHWS CPpoKa XpaHEeHUs NMOMy4YeHHOro u3
3TOro Myna neKapCTBEHHOrO npenapata C HanbOomnbLUMM CPOKOM XpPaHEHUSI M3 BCEX JIEKAPCTBEHHbIX
npenapaToB, NOfly4eHHbIX U3 3TOro nyna nnasvbi.

XI. YOANEHWE OTXOOOB (10)

54. (10.1) Heobxogammo yTBepaAnTb npoueaypbl 6e30MacHOro XpaHeHus W yaaneHua oTxXo40B,
0[HOpa30BbLIX N 3abpakoBaHHbIX MaTepuarioB (Hanpumep, KOHTaMWHUPOBAHHbLIX €OWHWL, €OVHWL OT
WH(UUMPOBAHHBLIX [OHOPOB, a Takke KpOBW, Nasmbl, NMPOMEXYTOYHOW MPOAYKUUW WA TOTOBbIX
nekapCTBEHHbIX NpenapaToB C UCTEKLNM CPOKOM FOAHOCTU), YTO JOIMKHO O0pOpMIIATECA JOKYMEHTAabHO.

Mpunoxexne N 15

k MNpaBunam opraHunsauun
NPOu3BOACTBA M KOHTPOMS KayecTsa
neKkapCTBEHHbIX CPeaCTB

KBAIIMOUKALINA U BANTMOALWA
[. MPUHLNM

1. B HacTosiwem lMNpunoxeHun manoxeHsl TpeboBaHusa K kBanudukaumm n sanngaumm, npuMeHumble K
NPOM3BOACTBY feKkapcTBeHHbIX npenapaTtoB. C uUenbilo Aoka3aTenbCTBa COOTBETCTBMSA MNapameTpoB
KpuTU4Yecknx npoueccoB (06opynoBaHus) 3agaHHbIM TpeboBaHMAM Npou3BoauTENU AOIMKHbI NPOBOANTb
Banvaauuio npoueccos 1 o6opyaoBaHMs, UCMOMb3yeMbIX NPy NPOU3BOACTBE NEKapCTBEHHbIX CPeACTB.
Banvpgauuna Takke NpOBOAMTCA NPWU CYLLECTBEHHbIX M3MEHEHUSX B MOMeELLeHusx, obopygoBaHuu wu
npoueccax, KoTopble MOryT OKa3aTb BMMSHWE Ha KayecTBO mpoaykuuu. [na onpegeneHus coctasa U
obbema paboT no Banugauuym Heo6xoaMMO UCMONb30BaTb NOAXOA, OCHOBaHHbIV HA OLEHKE PUCKOB.

[l. MMTAHWUPOBAHUWE BAITMOALINA

2. Bclo geATenbHOCTb NO BanugauuMum Heobxooumo nraHnpoBatb. KnodeBble 3neMeHThl MporpamMmbl
Banvaauum HeobxoouMo YeTKo onpeaennTb N 0POPMUTb AOKYMEHTaNbHO B OCHOBHOM NiiaHe Banugaumm
UIN @aHaNoOMMYHbIX JOKYMEHTaX.

3. OcHoBHOM NnaH Banuaauumn gomkeH ObiTb 0606LLaoLMM OKYMEHTOM, COCTaBMEHHBIM B JTAKOHUYHOW,
TOYHOW U ACHON dhopme.

4. OcHOBHOW NNaH Banuaaunm JOMMKeH coaepxaTtb, B YaCTHOCTU, CNeayroLLyo MHAOpMaLMIO:

a) (a) uenb npoBeaeHWa Banuaauum;

©0) (b) opraHn3auMoHHYO CXemy OEATENBHOCTU MO BanvMaauum;

B) (C) NnepeyeHb BCeEX MOMELLEHUN, CUCTEM, 060PYAOBaHNS U MPOLECCOB, NoAnexalux sanmaaunm;

r) (d) dhopmy gokymeHTauuu B Buae ¢opMbl, KOTOPYHO creayeT UCNOMb30BaTh AN MPOTOKOMNOB U OTYETOB;
4) (e) nnaHnpoBaHue n rpacmk BbINONHEHMS paboT;

e) (f) KoHTponb 3MeHeHun;

X) (g) CCbIMNKM Ha CyLLeCcTBYIOLLNE JOKYMEHThI.

5. B cnyyae ocywectBneHnss KpymnHbiX MPOEKTOB MOXET BO3HMKHYTb HEOOXOAMMOCTb COCTaBIiEHUS
OTAENbHbIX OCHOBHbIX MIAHOB Banugauuu.

. QOKYMEHTALMA

6. Heobxogmmo paspaboTaTb NMMCbMEHHbI MPOTOKOM C YKa3aHUSIMU OTHOCUTENbHO TOro, Kaknm obpasom
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OyayT npoBedeHbl kKBanudukaumnsa n Banvgauuns. Takon NpoToKon JOSMKEH ObiTb MPOBEPEH N YTBEPXKAEH.
B npoTokone gomkHbl ObITe YKasaHbl KPUTUYECKUE 3Tarnbl U KpUTEPUM NPUEMITIEMOCTH.

7. JomkeH BblTb NOArOTOBMEH OTYET C NEPEKPECTHBIMY CChINTIKaMM Ha MPOTOKON KBanMdukauun u (1nm)
Banvaauun, obodLaLuin NonyYyeHHble pe3ynbTaTthl, cogepXaLlin KOMMEHTapU OTHOCUTENBHO MObIX
3aMEYEHHbIX OTKIMOHEHWA W BbIBOAbI, BKMOYas pEKOMeHOyemble W3MeHeHWsi, Heobxogumble Ans
yCTpaHeHus1 OTKIOHEeHWN. Jliobble M3MeHeHUs, BHECEHHbIe B MNnaH, KOTOpbIN MpuMBEAEH B MPOTOKOfe,
Heob6xoaMMO 0POPMNATL AOKYMEHTANbHO C COOTBETCTBYIOLNM 0BOCHOBAHNEM.

8. MNocne ycnelwHoro 3aeepLueHns kBanudukauum Heobxoammo ohopMuts oduumanbHOe NMUCbMEHHOE
paspeLleHne ansa nepexoaa K cregyroLlemy atany ksanudmkalmm u sanugauun.

V. KBAITMONKALNA
Kesanuduvkaums npoekta

9. lepBbIM 3MEMEHTOM MPOBEAEHUs BanugauuMv HOBbIX MOMELLUEHUR, cucTemM unu obopyaoBaHusA
ABNAETCA KBanudumkaumsa npoekTa.

10. Heobxoammo nokasaTb 1 AOKYMeHTarnbHO 0popMUTE COOTBETCTBME NPOeKTa TpeboBaHNAM HACTOALLMX
MpaBwun.

KBanudvkauns MoHTaxa

11. Ksanudmkarmio MoHTaXka Heo6XxoaumMo NpoBOAMTL ANSA HOBbIX UM MOANULMPOBAHHBLIX MOMELLEHUN,
cuctemM u obopynoBaHus.

12. KBanudvkaunsi MOHTaxa JOJPKHA BKIOYaTb CreyoLwme areMeHTbl (HO HE OrpaHU4MBaTLCS UMMK):

a) (a) NnpoBepKky MOHTaxa obopygoBaHus, TPyOONPOBOAOB, BCMOMOraTenbHbIX CUCTEM U MpUOOPOB Ha
COOTBETCTBME YTBEPXAEHHOMY TMPOEKTY, BKMOYAsh TEXHWYECKYD [OOKYMEHTAaUMIo, YepTexu U
cneundukauuu;

©) (b) oueHKy NOMHOTLI M CONOCTaBMIEHMNE MHCTPYKLUMIA MOCTaBLUMKA MO 3KchnyaTauum u paboTe, a Takke
TpeboBaHW K TEXHUYECKOMY OBCNY>KUBaHUIO;

B) (C) oueHky TpeboBaHMI K KanMbpOBKe;

r) (d) npoBepky MaTepurarnos, UCNOMNb30BAHHbLIX B KOHCTPYKLMSIX.

Keanudukauunsa yHKLUMOHMPOBaHUSA

13. Keanudukaums dyHKLNMOHUPOBaHWNS AOMKHa cnefoBath 3a KBanudukaumMen MoHTaxa.

14. Keanudukaums ¢YHKLMOHUMPOBaAHUSA [OOSDKHA BKMYaTb criegywoliMe anemMeHTel (HO  He
orpaHn4mMBaTbCs UMW):

a) (a) ucnblTaHms, Ncxods M3 3HaHWUI O NpoLeccax, cuctemax u 0bopyLoBaHuuy;

0) (b) ncnbiTaHusa yHKUMOHUPOBaHMA obopyadoBaHMA Npu paboynx napameTpax, paBHbIX BEPXHUM WU
HWKHUM JONYCTUMbIM Npefenam, TO eCTb B YCNOBUAX "HauxygLlero cnyyas".

15. YcnewHoe 3aBeplieHWe  KBanudukaumm  yHKUMOHMPOBaHWS  OOSMKHO  cnocobcTBoBaThb
OKOHYaTENBHOMY OMOPMIIEHNIO MHCTPYKUMA MO KanubpoBKe, SKChnyaTtaumm U OYUCTKE, MPOBEAEHUIO
obyyeHusa onepaTopoB, a TawkKe YCTAHOBIMEHUIO TpebOoBaHUN K NPOUNAKTUYECKOMY TEXHUYECKOMY
obcnyxmBaHuio. TONbKO NOCHE 3TOro 3aka3ynMKOM MOXET MPOBOAUTBHCA NMpUemMKa NMOMELLEHWI, CUCTEM U
obopyanoBaHus.

KBanudukauymsa akcnnyaTtaumm

16. KBanudukauus skcnnyatauum BbINOMHAETCA NOCIe YCNELHOro 3aBepLueHns kBanndukaumm MoHTaxa
1 kBanudukaumm yHKUMOHMPOBAHUS.

17. Keanudwmkaumsa akcnnyataumm OOSKHA BKMOYATb credylowne 3rneMeHTbl (HO He OorpaHnmynmBaTbCcs
UMK):

a) (a) vcnblITaHuMA € MCNONb3OBaHWEM MaTepuanoB, MNPUMEHSIEMbIX B MPOW3BOACTBE, BblOpaHHbIX
3aMeHuTenen C aHanormyHbIMW CBOMCTBAMW MNW MOAENVPYOLWEro npenapaTa, pas3paboTaHHble Ha
OCHOBaHWUM 3HaHWI O MpoLecce, a TakKe O TEXHUYECKUX CPeacTBax, cuctemax nunv obopyaoBaHuu;

0) (b) ucnbiTaHns npyu pabounx napameTpax, PaBHbIX BEPXHUM U HWDKHUM OOMYCTUMbIM MpeAerbHbIM
3HAYEHNAM.
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18. HecMoTps Ha To, 4TO KBanudmrKaums aKCniyaTauum paccMaTpuBaeTcs kak OTAENbHbIN 3Tan paboT, B
HEKOTOpbIX Cryyasix Lernecoobpa3Ho NpoBOAUTEL €e COBMECTHO C KBanudukaumen yHKLUMOHMPOBaHMS.

Keanudukaumsi ycTaHOBMEHHbIX (MCMONb3yeMbIX) TEXHUYECKMX
CpeAacTB, NOMELLEHMA 1 06opyaoBaHUsA

19. Heobxogumo wumeTb [aHHble, OOOCHOBbIBaKWOLWME W MNOATBEPXAawline CcooTBeTCTBME pabounmx
KPUTUYECKMX MNapaMeTpoB 3adaHHbIM  TpeboBaHusaM. WHCTpyKuuM nO  KanvbpoBKe, O4YUCTKE,
NpoMNaKkTU4ECKOMYy TEXHUHECKOMY OBCNYXMBaAHUIO 1 SKCMNyaTauun, a Takke no obyyeHuno onepaTopos
N BEAEHWIO OTYETOB OOIMKHbI ObITb JOKYMEHTaNbHO 0OPMITEHBI.

V. BANMOAUMA MPOLECCA
O6bwume TpeboBaHus

20. TpeboBaHUA M MPUHLMMBI, N3NOXEHHbIE B HAcTosweM [punoxeHnn, NpUMMEHUMbI K NPOU3BOACTBY
nekapctBeHHbIX opM. OHM pacnpoCTPaHATCA Ha NepBOHaYarbHyl Banuaauulo HOBbIX MPOLECCOB,
nocreayoLLyo BanMaaumo U3MeHEeHHbIX NPOLIECCOB M MOBTOPHYHO Banvaaumio.

21. Banvpaumsa npouecca, kak npaBuno, AofmkHa ObITe 3aBepLleHa 40 Havyana peanusauum n npoaaxu
nekapcTBEHHOro npenapata (NepcnekTuBHas Banuaaumsi). B ucknoumteneHbIX criyyasx, korga Takas
Banugauusa HEBO3MOXHA, MOXET BO3HMKHYTb HEeOBXOOUMOCTb NMPOBEAEHMS Banupauuu npoueccoB BO
BpeMS TeKyLLero npomM3BoacTea (ConyTcTBytoLlas Banuaaumsi). Npouecckl, KoTopble Yxe NPOBOAUNUCH B
TEeYEeHNe HEKOTOPOro BPEMEHHU, TakKe noanexar BanMgauun (peTpocnekTuBHasa Banuaaums).

22. Wcnonb3yemble MOMeLLEHUs, cUCTEMbl M oOOpygoBaHME [OSPKHbI OblTb KBANUULUMPOBaHbI, a
aHanuTM4yeckue MEeTOOMKU UCNbITAaHWA - BanuaupoBaHbl. [lepcoHan, npuHMMalWMN y4acTue B
npoBeAeHUN Banuaaunm, OMMKEH ObiTb COOTBETCTBYIOLLMM 06pa3omM 06y4yeH.

23. HeobxoamMmo npoBoAnTb NEPUOANYECKYIO OLIEHKY MOMELLEHNIA, CMCTEM, 0O0pYya0BaHUS U MPOLLECCOB C
Lenblo NOATBEPXKAEHUS X paboTbl B COOTBETCTBMM C 3a4aHHbIMK TpeboBaHMAMM.

MepcnekTuBHas Banuaaums

24. MNepcnekTvBHas BanMaauus A0OMKHa BKNoYaTb criegylolme aneMeHTbl (HO He OrpaHMymMBaTbCs UMK):

a) (a) kpaTKoe onucaHue npouecca;

©0) (b) nepeyeHb KpUTUYECKNX CTAAMI NPOLIECCa, NoANeXalluX NCCNefoBaHMIO;

B) (C) NnepeyeHb UCMONb3yeMblx NoMeLLeHnn n obopygoBaHus (BKMOYas U3MepUTenbHOe, KOHTPOSbHOE,
peructpupyoLlee obopyaoBaHue) ¢ ykazaHneM cBefeHun o6 ux kannbposke;

r) (d) cneumdukaumm Ha roToByt NPOAYKLMIO MPU BbINYCKE;

A) (e) npn HeobXx0AMMOCTMN NepeyeHb aHaNMUTUYECKNX METOAMK;

e) (f) npeanaraemble TOYKM KOHTPOMS B NpoLecce NMpon3BoAcTBa U KpUTEPUU NMPUEMIIEMOCTH;

X) (g) Npu HeobxooUMOCTU AOMNOMHUTENbHbIE WUCMbITaHWA, KOTOpble HEOOXOAMMO MpOBECTU, BMeCcTe C
KpUTEpUSMU NPMEMIIEMOCTY U Banvaaunen aHannTnyeckmx MeToauk;

3) (h) nnax ot6opa npob;

) (i) meToadbl perncTpaunm 1 OLEHKN pe3yrnbTaTos;

K) (j) dyHKUUM 1 06A3aHHOCTK;

n) (k) npegnonaraemblvi rpacuk BeINONHEHMS paboT.

25. C nomolWbio YCTaAHOBMEHHOrO npouecca (MCMONb3ys  KOMMOHEHTbI, COOTBETCTBYHOLLME
cneumurKaumsaMm) MOXHO MPOM3BECTU psg Cepui FOTOBOWM MPOAYKUMM Mpu  OBObIYHBIX  YCIOBUSIX.
TeopeTnyeckun KONMYECTBO BbIMOMHEHHbIX NPOU3BOACTBEHHbIX LIMKITOB U cAeNaHHbIX HabmoaeHU AOMMKHO
ObITb OOCTATOYHbIM ANt TOro, 4YToObl MO3BONUTbL YCTaHOBWUTb OObIYHYIO CTENEHb WM3MEHYMBOCTU U
TeHAeHUMK, a Takke Nony4nTb HeobXoaAMMOe KONMYeCTBO AaHHbIX AN OUeHKM. [ina Banuaaumm npouecca
cunTaeTcs AOCTaTOYHBIM BbINOMHUTL TPU NocregoBaTeNlbHbIE CEPUM UMK LMKIA, MPU KOTOPLIX NapaMeTpsl
HaxodsTCsA B 3adaHHbIX Npegenax.

26. Pasmep cepuu npv Banugaumm OOmkeH ObiTb paBHbIM pasmMepy Cepun nNpu NPOMBbILLEHHOM BbiMyCcKe
NpOAYyKUUN.

27. Ecnv npegnonaraeTca NpoAaxa unuv nocraska cepui, NpouM3BedeHHbIX Npu Banvaaumm, To YyCnosus
X MPOW3BOACTBA AOIDKHbI MOMHOCTBIO COOTBETCTBOBATb PErMCTPauMOHHOMY Aocbe K TpeboBaHuAM
HacTosAwwmx [NpaBun, BKNoYasa yaoBNeTBOPUTENbHBIN pe3ynbTaT NpoBeAeHUs Banugaumn.
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ConytcTBylollaa Banuaauus

28. B uvCKMOUMTENDBHBLIX Cry4asix OOMycKkaeTcs HaduHaTb CepuiHOe MNpPOM3BOACTBO A0 3aBepLUEHUs]
nporpaMmmbl Banvaaumm.

29. PelleHne 0 npoBedeHUM CONyTCTBYOLWEN Banugaumm JOMKHO BbiTb 060CHOBAHO, AOKYMEHTarnbHO
0POPMIIEHO U YTBEPXKAEHO NMLLAMU, UMEIOLLMMIN COOTBETCTBYIOLLEE NMONHOMOYME.

30. TpeboBaHua Kk [OKYMeHTauuuM And CONYTCTBYWOLIEN Banuauuun SBNAIOTCA TakMMU XKe, Kak U
TpeboBaHus1, yCTAHOBMEHHbIE AN NEPCNEKTUBHON Banuaauumn.

PeTpocnektuBHas Banngauus

31. PeTpocnekTuBHas Banugauus MOXeT NpOBOAMUTLCH TOMbKO ANS XOPOLLO OTPaboTaHHbLIX MPOLIeCCOoB.
MNpoBeaeHve peTpoCcneKkTMBHOW Bannaauum He A0NycKaeTcs, eCnu B COCTaB NPOAYKLMN, TEXHOMOMMYECKUI
npouecc unu obopyaoBaHne HegaBHO ObiNv BHECEHbI U3MEHEHMS.

32. PeTpocneKkTuBHas Banuaauus ykasaHHbIX NpoOLECCOB OCHOBbIBAETCH Ha NPeALleCcTBYOLMX AAHHbIX.
Mpn aTom TpebyloTca cocTaBreHne cneumanbHOro NPOToKoNa M oTyeTa, a Takke nposBedeHne ob3opa
AaHHbIX NpeaLwecTBYOLWEen 3KCnyaTauny ¢ Bblgadyen 3aknoyeHms n pekoMeHgaunm.

33. VICTOYHMKM AaHHbIX ANS Takow Banvaaumu AOMKHbI BKOYaTh (HO HE orpaHMymMBaTbCcs MMK) 3anncn no
NPOM3BOACTBY N YNakOBKE Cepui MPOAYKLUN, KOHTPOSTbHbIE KapTbl MPON3BOACTBA, XXYpHarbl NpoBeaeHs
TEXHUYECKoro obcnyxmBaHus, AaHHble 06 M3MEeHeHMsX B nepcoHane, UccrnefoBaHus BO3MOXHOCTEWN
npouecca, aHHble O rOTOBOW NPOAYKLMU, B TOM YMCIe KapTbl TEHAEHUUI, a Takke pe3ynbTaTbl N3y4yeHus
ee cTabunbHOCTU NpK XpPaHEHUN.

34. Cepum npoaykuum, oTobpaHHble AN NpOBeAeHWS PETPOCMEKTUBHOW Banmaaumu, 4OMKHbI ABAATLCS
npegcTaBnTeNlbHON BbIOOPKOW AN BCEX CepuiA, MPOMU3BEAEHHbIX B TEYEHME paccmMaTpuBaemoro nepuoaa,
B TOM 4MCIie BCEX Cepuii, He COOTBETCTBYHOLLMX cneuundurkaumnsam. Konmyectso cepun Npoaykumm 4OMKHO
ObiTb JocTaTodHbIM - Afs Toro, 4ToObl AokasaTb cTabwunbHOCTb npouecca. [lpy  npoBedeHun
pPeTpOCNEKTVBHON BanupauMu npouecca MoryT noHagobuTbCa AOMOMHUTESNbHbIE UCMbITAHWUS apXMBHbIX
06pasLoB Ans Nony4yeHnss HeoOXo0AMMOro KONM4ecTBa UM HeOBX0AMMOro BUAa AaHHbIX.

35. [Inga oueHkn cTabunbHOCTM Mpouecca Npy NPoBEAEHUN PETPOCNEKTUBHOW Banvaauum Heobxoammo
BbINOMHUTL aHanu3 gaHHbix No 10 - 30 nocnegoBaTeNbHO NPOU3BEAEHHBIM CEPUSM, OOHAKO NMPU HANU4MK
COOTBETCTBYIOLEro 060CHOBaHWS KONMMYECTBO UCCNedyeMblX CEPUN MOXET BbITb YMEHbLLEHO.

V1. BANMJALUNA OYNCTKA

36. Banupgauuio O4UCTKM HeoOXoaumo npoBOAMTb AN Toro, 4Ttobbl noaTBepAnTb 3EEKTUBHOCTL
npouenypbl ounctkn. OBocHOBaHWE BbIOpaHHbLIX MPeAenoB Afs NepeHOCUMbIX OCTATKOB NPOAYyKTa,
MOKLINX CPeAcTB, a TakKke MWUKPOOHOM KOHTaMMHaLMM [OOJDKHO OCHOBbLIBATbCSI Ha CBOMWCTBaX
NPUMEHSAEMbIX MaTepuanoB. 3T npedernibHble 3Ha4YeHUs AOSMKHbI ObiTb peanbHO AOCTMXUMBIMUA U
npoBepsaeMbIMU.

37. Onsa obHapyXeHnst OCTaTKOB WM KOHTaMMHAHTOB HEOOXOOUMO MCMNOMb30BaTbh BanuOUPOBaHHbIE
aHanuTuyeckme metoauku. Npenen obHapyKeHUa AN KaX4oW aHanUTUYEeCKON MEeTOOUKM AOMKEH ObiTb
OOCTaTOYHbIM AN TOro, 4tobbl OOHApPYXWUTb YCTAHOBMEHHBLIN OOMYCTUMBIN YPOBEHb OCTaTka Wnn
KOHTaMUHaHTAa.

38. Kak npaBuno, HeobGxoaMmo nNpoBOAMTb BanuOauMio TOMbKO MNpoLedyp OYUCTKM MOBEPXHOCTEN
060opyaoBaHNsi, KOHTaKTUpPYLWNX ¢ npoaykuven. OgHako HeobOXo4MMO yAensATb BHUMaHWE W geTansiM
060pyaoBaHNst, He KOHTaKTMPYIOLWMM C NpoAaykumen. Heobxogumo nNpoBOAMTL Banuaaumio ASIMTENBHOCTY
WHTEpBarnoB BpPEMEHU MexXay OKOHYaHMeM MnpoLiecca U OYUCTKOW, a Takke MeXAy OYMCTKON M Hayanom
cnepgyowero npouecca. [omkHbl OblTb onpefeneHsl MeToAbl OYMCTKU U MHTEPBAnbl BPEMEHU MEXOY
npoBeaeHNEM OUYNCTKN.

39. [Ina npoueadyp OYUCTKM, CBA3AHHBIX C OYEHb CXOAHbIMWU NpoAyKTamMu W npoLeccamu, AonyckaeTcs
BbIOpaTb NpeacTaBUTENBHBIN PSi CXOOHbBIX MPOAYKTOB M NMPOLECCOB. B Takux criyyasix MOXHO NMPOBECTU
OAHO BanvaauuoHHOE uUccrnefoBaHWe C UCMOMb30BaHMEM noaxoda "Hanxyawuin cnyyamn”, npy KOTopom
YYTEHbI BCE KpUTUYECKME (paKTopbl.

40. Ana Banugaumn npouenypbl OMUCTKUM JOCTAaTOMHO YCMELLHOro NpoBefeHus Tpex nocnegoBaTerbHbIX
LINKITOB OYMCTKN.

41. MeTog "ucnbITbiBaTh 40 TEX NOP, NOKa He OyAeT YNCTO" HE 3aMeHsET Banvaaumio npoueaypbl OYUCTKN.
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42. Ecnn yoandaemble BellecTBa ABJIAKTCA TOKCUYHbIMU UM ONaCHbIMU, TO B MNMopAAdKe WCKIHYeHUA
BMECTO HUX MOXHO MCNOJ1b30BaTb npenapartbl, Moaenupyroune Q)VISVIKO-XVIMVI‘-IGCKVIE‘ CBOMCTBA TaKUX
BelleCTB.

VII. KOHTPOJb USMEHEHWUW

43. lNpousBoauTenb OOMMKEH YTBepAuTb npouenypbl C ONMCaHWEM [OEWCTBUW, KOTopble Heobxoammo
npeanpuHATb, €ecnv  npeanonaraeTcsl  M3MEHEHUEe UCXOOHOMo  Cbipbsi, KOMMOHEHTOB MPOAYKTa,
TEXHOMormyeckoro o60pyaoBaHus, napameTpPoB OKpY>KaloLLeNn NPOU3BOACTBEHHON cpeapbl (MNu yyacTka),
cnocoba npon3BoacTBa NN MeToaa KOHTPOns unu noboe apyroe nameHeHne, KOTOpoe MOXeT NOBMUATb
Ha Ka4yeCcTBO NPOAYKLMU UM BOCMPOM3BOAUMOCTbL npouecca. NMpoueaypbl KOHTPONS U3MEHEHUIN AOMKHbI
obecneuntb NofyvyeHne JOCTAaTOYHOrO KONMMYECTBA AaHHbIX AN NOATBEPXKAEHUS TOrO, YTO M3MEHEHHbIN
npoLecc no3BonsieT nonyvaTb Npoaykuuio TpebyemMoro kayecTBa, COOTBETCTBYIOLLYIO YTBEPXKAEHHbLIM
cneundukaumnam.

44. Ha Bce W3MEHEeHUsi, KOTOpble MOryT oOKas3aTb BIIMSIHUE HA Ka4yecTBO MNPOAYKUMM WK
BOCMNPOM3BOAUMOCTL MpoLecca, A0MKHbI ObiTb NogaHbl 3as8BKM B pamkax apMaueBTUYEeCKON CUCTEMbI
KayecTBa. Takme WU3MEHEHUs OOSMKHbl ObITb AOKYMEHTanbHO OCOpMIEHbl, yTBepxaAeHbl. Heobxoammo
OLlEHUTb BO3MOXHOE BIIUSHNE U3MEHEHUIN B MOMELLEHUNAX, cucTeMax u obopygoBaHuM Ha NPOAYKLUMIO, B
TOM 4yucne NpPoBeCTU aHanm3 puUckoB. [LormkHbl ObiTb onpeaeneHbl HeobXoANMOCTb 1 0ObEM NOBTOPHON
KBanMdukaumm n NnoBTOPHOM Banuaauum.

VIII. TOBTOPHAA BANWAALINA

45. Heob6xoaumo NpoBoaUTbL NEPUOAMYECKYO OLIEHKY NMOMeLLIeHWUIA, cucTeM, 060pya0oBaHNA U MPOLIECCOB,
BKMNtoYasa npoueaypbl OYUCTKU, ANA NOATBEPXOEHUS MX COOTBETCTBUS 3afaHHbIM TpeboBaHuam. Ecnu
CYLLECTBEHHbIE U3MEHEHWNS OTCYTCTBYIOT, TO BMECTO MOBTOPHOI BanuaaLumM AO0CTaTOYHO COCTaBUTb OTYeT,
CBUAETENbCTBYIOWNIA O TOM, YTO MOMELLEHUs, CUCTEMbI, 0B6OpyaOBaHME U MPOLECCH COOTBETCTBYIOT
YCTaHOBMNEHHbLIM TpeboBaHNAM.

IX. TEPMWHbI N ONMPEQEJIEHNA

Ona uenen Hactosilwero NpunoxeHns Kpome TEPMUHOB U ornpeferneHnn, npeaycMoTpeHHbIX rnason |
HacTosAwmx [NpaBun, NCNONb3YITCH TaKXe crieAyoLme OCHOBHbIE NOHATUS:

aHanu3 puUCKOB - METOL OLEHKM W ONUCaHUA KPUTUYECKUX napameTpoB npu YHKLMOHUPOBAHWUU
obopyaoBaHus, CMCTEM UM NpoLiecca B CBA3W C YCTaHOBIIEHHON ONaCHOCTbIO;

Banuaauuss OYUCTKM - [OKYMEHTanbHO OQOPMIIEHHOE MOATBEPXOEHME TOro, YTO YTBEpPXAEHHas
npoueagypa oO4MCTKM obecrnedvBaeT Takylo 4MCTOTy obopyaoBaHus, KoTopad Heobxoguma Ans
NPON3BOACTBA NEKapCTBEHHbIX CPEACTB;

BanuMpauus npouecca - [OOKYMEHTanbHO OdOpMNeHHoe MOATBEPXKAEHNE TOro, YTO MpoLlecc,
BbINOMHAEMbI B paMKax YCTaHOBIEHHbIX NapamMeTpoB, OCyLLEeCTBNAeTCA adhdpeKTUBHO, BOCMPON3BOANUMO
W NPMBOOUT K NPON3BOACTBY fEeKapCTBEHHOro npernapaTa, COOTBETCTBYIOLLEro 3apaHee yCTaHOBMEHHbIM
crneumduKkaumnsm N xapakTepucTukam KayecTsa;

KBanMdukaunst MOHTaxa - JOKyMeHTanbHo oopMIeHHoe NogTBEPXOEHNE TOro, HTO MOHTaX NOMELLEHNI,
cuctem n obopyaoBaHus (YCTAHOBMEHHbIX MM MOAUMULMPOBAHHbLIX) BbINOMHEH B COOTBETCTBUU C
YTBEPXXOEHHBIM MPOEKTOM U peKOMeHAaUUsaIMn UX NMPOn3BOAUTENS;

KBanumkauma npoekta - JOKYMeHTanbHO OdOpMNEHHOEe NoATBEPXKAEHUE TOro, YTO NPeasoXeHHbIN
NPOEKT MPOU3BOACTBEHHbLIX MOMELLEeHUA, 0BOpyaOBaHUS WM CUCTEM SBMSETCA MNPUrO4HbIM - Ans
NPUMEHEHUS MO HA3HaAYEHUIO;

KBanumkauma @PYyHKUMOHUPOBaAHNSA - [OKYMEHTanbHO OM@OPMIIEHHOEe nNoATBEpXAeHne Toro, 4To
nomMeLLeHnsl, cucTeMbl 1 06opyLoBaHNe (YCTaHOBMEHHbIE UNU MOANULMPOBaHHbIE) (DYHKLUNOHUPYIOT B
COOTBETCTBMU C NpeabsBrsiemMbiMu TpeboBaHNSMUN BO BCEX NPeAYCMOTPEHHbIX pexmmax paboTsl;
KBanudukaums akcnnyaTauumn - JOKyMeHTanbHo oopMIIeHHOE NOATBEMKAEHME TOro, YTO MOMeLLeHUs,
cucteMbl M obopygoBaHME nNpW  COBMECTHOM  WCMOMb30BaHMM paboTalT 3addekTmBHO ©  C
BOCMPOM3BOAMMBIMM  MOKasaTensiMMm B COOTBETCTBMM C  YTBEPXKAEHHbIMM  TpeboBaHusMU U
Xapakrepuctukamu npotecca;

KOHTPOSIb  M3MEHEHUW -  [OKYMEHTanbHO  OQIOPMIEHHbIA  MOPSAOK,  COrflacHO  KOTOPOMY
KBanMduumpoBaHHbIe NpeACcTaBUTENN PasnmyHbIX CreunansHOCTEN paccMaTpmBaloT NpearioXKeHHbIe Unu
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PaKTU4ECKN BHECEHHbIE W3MEHEHMWsl, KOTOpble MOTyT MOBMMATb Ha BanuupoOBaHHOE COCTOSIHWE
nomewleHuin, obopydoBaHus, cuctem wunu npoueccoB. Llenb Takoro KoHTpons - onpegenvTb
HeOOXOOMMOCTb MEpPOMPUATUI, KOTOpble OOMKHbI 00ecneyntb M OOKYMEHTanbHO YOOCTOBEPUTb
noagepXxaHne CMCcTeMbl B BanvaMpoBaHHOM COCTOSIHUM;

MOOEenupyLWLuiA Npenapar - MaTepurari, KOTOpbIA Mo CBOUM (OU3NYECKMM U, MO BO3MOXHOCTU, XMMUYECKUM
XapakTepuctukam (Hanpumep, BA3KOCTU, padMmepam YacTtuu, pH) 6rmM3ok npoaykTy, B OTHOLLEHUN KOTOPOro
npoBoauTcs Banugauud. Bo MHOrMx cnyyasx 3TUMK XapakTepucTvkamum MOXeT obnagaTtb cepusi
npenapaTa-nnauebo (NpoaykTa, He coaepxallero papmavueBTU4eckon cybcTaHuun);

HauxXydlWun crnyyam - onpefeneHHble CTaHA4apTHbIMWM OnepauMoHHbIMKM npoueaypamMu YCroBuUst Unu
KOMMMNEKC YCMOBUN, OTHOCALLUMECH K BEPXHUM U HWXKHUM NpedenbHbIM 3Ha4YeHUaM pabounx napameTpoB
npoLecca M CBsI3aHHbIM C HUMKM akTopaM, KOTopble O6YyCrnoBnMBalT HaMbONbLUYD BEPOATHOCTb
nosieneHus cbosi B npouecce unu 6paka B NpogyKTe Mo CPaBHEHMWIO C MaeanbHbIMKU yCroBusMnu. Takve
ycnoBus He obsa3aTenbHO NPUBOAAT K COO B MpoLecce uUnm nosiBfieHnto 6paka B NpoaykTe;
nepcnekTMBHas Banvaauus - Banvaauus, BbINONHAEMas 40 Hadana CepMnHOro Mpon3BoacTea NpoayKumm,
npegHasHa4YeHHOW ANs peanu3aunu;

NnoBTOpHasa Banupauusi - MOBTOPEHME Banugauum npouecca ansa obecrnedyeHus rapaHTMM TOro, 4TO
n3MeHeHust B npouecce u (unun) obopygoBaHUKN, BHECEHHbIE B COOTBETCTBMU C MPOLIEAYPON KOHTPOMS
NU3MEHEHWN, HE YXYALIAOT XapakTePUCTUKM npoLecca N Ka4eCTBO NpoayKuuu;

peTpocnekTuBHasi Banuaauus - Banvaaums CepunHoro npoLiecca npomM3BoacTsa peanm3yemMoro npoaykra,
OCHOBaHHasi Ha COBpaHHbIX AaHHbBIX O MPOU3BOACTBE M KOHTPONE Cepui NpoayKuuuy;

COMyTCTBYOLLAA Banuaauns - Banngauus, BbINofHseMasi BO BpeMsi TeKyLLero (CepunHoro) npomM3soacTea
npoAayKLun, NpeaHasHa4YeHHoN Ansa peanusaumn.

Mpunoxexne N 16

k MNpaBunam opraHunsauun
NPOu3BOACTBA M KOHTPOMS KayecTsa
nekapCTBEHHbIX CPeacTB

MOAOTBEPXAEHUE
YMNONHOMOYEHHbIM IMLIOM COOTBETCTBUA CEPUN NMPOOYKUNW C LIEJTbIO
EE BbINYCKA

I. OBJTACTb NMPUMEHEHWUA (1)

1. (1.1) Hactoswwee lNpunoxeHne onpepenseT Nopsaok NoATBEPKAEHUS COOTBETCTBUS, BbIMOMHAEMOrO
YNOJSITHOMOYEHHbBIM NTULIOM, NPV BBOAE B rpaXaaHCKunii 060poT cepuii NeKapCTBEHHbLIX CPeACTB (B TOM YMcne
3aperncTpupoOBaHHbIX NN NPOM3BEAEHHbIX AN1S SKCNopTa NEKapCTBEHHbIX NpenaparTos).

2. (1.2) Hactosuwee [MpunoxeHvne Takke pacnpoCTpaHAETCs Ha criyyan, Korga npoun3BOACTBO Cepum
NPOAYKLUM UM NPOBESEHNE aHANN30B pa3aerneHo Ha HECKOSBbKO 3TaroB, BbIMOMHAEMbIX B pa3HbIX MeCcTax
WUNM pasHbIMU MPOU3BOAUTENSIMU, @ TakkKe Korga Cepuio MPOMEXYTOYHOW WNKn HepacdacoBaHHOMN
npoaykuum pasgensatoT Ha ase n 6onee cepum rotoBon npoaykumm. Hactosiwee MNpunoxeHne MoxeT 6bITb
NPUMEHEHO K NeKapCTBEHHbIM NpenapaTam, NpegHasHauYeHHbIM AN KIMMHUYECKUX NCCNea0BaHNN.

3. (1.3) Ecnu HopmaTtmBHLIMK NpaBoBbIMK akTamn Poccuickon degepaunm yCTaHOBMEHbI cneumanbHble
TpeboBaHNs K BBOAY B rpakgaHCKMA 0BOpPOT HEKOTOPbLIX MpenapaTtoB KPOBM U MMMYHOOMONOIMYeCcKmX
nekapcTBEHHbIX NpenapaTos, TakMe TpeboBaHMs OOMMKHbI cobntoaaThes.

4. (1.4) OcHoBHble TpeboBaHWA K BbIMYCKY CEpUM MPOAYKUMM NPUBOOATCS B COOTBETCTBYHOLLUX
perncTpaumoHHOM [O0Cbe, MPOMbILLSIEHHOM perfameHTe u cneumndukaumusx. MNMonoxeHnMs HacToslLLero
MprnoXeHns NPUMEHSIIOTCS B YacTW, HE NPOTMBOPEeYaLlen TakuM OCHOBHBIM TpeboBaHUAM.

Il. IPUHLIMM (2)

5. (2.1) Kaxxgas cepusi roToBOW NPOAYKLMMN AOMKHA MNOMYYUTb OT YNOTHOMOYEHHOTIO N1ua NOATBEPXKAEHNE
€e COOTBETCTBUS YCTaHOBIEHHbIM Tpeb0oBaHMAM [0 ee BbiNycka Ha BHYTPEHHUI PbIHOK UMW Ha 3KCMOPT.
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6. (2.2) Llenamu perynupoBaHus nNpoleaypbl Bbinycka cepun NpoayKUMK SBNSAOTCS:

rapaHtTMs TOro, 4To cepusi Oblla npou3BedeHa W MpOBEpeHa B COOTBETCTBUM C JIMUEH3NEN Ha
NPON3BOACTBO JIEKAPCTBEHHbLIX CPEACTB, TPEOOBaAHUSAMW PErNCTPaUMOHHOINO Aocbe, TpeboBaHMAMM
HacToswmx [MpaBun, a Takke WMHbIMM TpebOBaHWUSIMWU, YCTAHOBMEHHLIMW HOPMAaTMBHLIMWU MPaBOBLIMU
aktamn Poccuickon denepaumm, nepes ee BbiMyCKoM;

rapaHTus TOro, YTo nNpu Heob6xoaMMOCTM uccnenoBaHms 6paka nnm oT3biBa cepun ynonHOMOYEHHOe nuLo,
KOTOpOEe BblJano paspelleHve Ha ee BbIMyCK, WU COOTBETCTBYWOLWME 3anucu MOoryT ObiTb nerko
NOEeHTUULNPOBAHBI.

Ill. BBEOEHUE (3)

7.(3.1) Npon3BOACTBO CeEpUM NEKapCTBEHHbIX CPEACTB, B TOM YMCIEe KOHTPOSb Ka4ecTBa, pa3gensieTcs Ha
cTagun, KOTOpble MOTYT BbIMOMHATLCA Ha pasHbiX MNPOM3BOACTBEHHbLIX MfoWankax W pasHbiMu
npoussoguTensmu. Kaxgas cragus [OIDKHA BbIMOMHATECA B COOTBETCTBMM C  TpeboBaHuAMM
NPOMBILLIEHHOrO pernameHTa, TpeboBaHMAMU HacTosLWMX [NpaBun U MHbIX HOPMATMBHBIX MPABOBbLIX aKTOB
Poccuiickon ®Pepepaumn. YNONMHOMOYEHHOE IMLO, OCYLLECTBAsOWEE Npoueaypy nNoATBepXAeHUS
COOTBETCTBMS CEPUMN FOTOBOW MPOOYKUUM YCTAHOBIEHHbIM TPebOBaHMAM Nepes ee BbiMyCKOM, OOMKHO
PYKOBOACTBOBATLCH yKka3aHHbIMU TpeboBaHuaMU.

8. (3.2) Ha npakTuke OZHO YNOMHOMOYEHHOE NMLUO MOXET He 3HaTb OCOBEeHHOCTeW Kaxgoro 3Ttana
Npon3BOACTBA. YMOMHOMOYEHHOE MWUO, KOTOpOoe noaTBepxX4aeT COOTBETCTBME CEpUM FOTOBOM
NPOAYKUUW, NO OTAENBbHBIM BOMPOCAaM MOXET ONMPaTbCS Ha 3aKMOYEHUS APYrMX YNONHOMOYEHHbIX nuu. B
Takmx cny4asx ynonHOMOYEHHOE NMLIO AOIMKHO ObiTh 3apaHee yBepeHO B HaAEXHOCTU 3TUX 3aKITHOYEHNI,
ncxogs U3 NIMYHOTO OMbITa UM Ha OCHOBAaHWM NOATBEPXAEHUS], MOMYYEHHOIO OT APYIMX YNOSTHOMOYEHHbIX
NV, BHYTPW YCTAHOBITEHHOM CUCTEMBI KayecTBa.

9. (3.3) Npwu BbINOMHEHNM OTAENbHbLIX CTagU NMPON3BOACTBA B APYroW CTpaHe aHanornyHble TpeboBaHums
K COOTBETCTBUIO MPOU3BOACTBA M MPOBEAEHUIO KOHTPONS KayecTBa NPeObsABIISOTCSA UM K YyYaCTHUKY
Npon3BOACTBA B 3TOM CTpaHe. B aTom cnyvae npousBoACTBO JNIEKAPCTBEHHbLIX CPEACTB TaKKe OOSMKHO
OCYLLECTBMATLCA B COOTBETCTBUM C TpeboBaHMAMU perncTpaumoHHoro gocke. NponssBognTtens OOMKeH
UMETb NULEH3NI0 Ha OCYLLECTBIEHNE CBOEWN OEeATENbHOCTM B COOTBETCTBMU C 3aKOHOM CBOEWN CTpaHbl U1
BbINOMHATE TpeboBaHusA HacToawmx NMpaBun unm Npasun Hagnexawero NPoM3BOACTBA NEKapPCTBEHHbIX
cpencTs, TpeboBaHMA KOTOPbIX HE HKe, YeM TpeboBaHusa HacTosawmx Mpaswun.

IV. OBLUME TPEBOBAHWSA (4)

10. (4.1) PasnuyHble cTaguu (sTanbl) NpoM3BOACTBA, BBO3a, KOHTPONSA U XpaHEHUS OOHOW U TOW e cepun
roToBOM MNpoAyKUMW nepen ee BbINMYCKOM MOryT OCYLIECTBAATLCA Ha pasHbiX MPOU3BOACTBEHHbLIX
nnowagkax. Bce 9T npousBoACTBEHHblE NMOWAOKA OOMKHbI ObITb NMUEH3MPOBaHbl M OOJIKHBI
OCYLLEeCTBNATbL AeATeNbHOCTb MOA KOHTPONeM, No KpanHen mepe, OAHOro YNonHOMOYEHHOro nuua,
NOATBEPXAAIOLEro COOTBETCTBME 3TOM CEPUM YCTaAHOBMNEHHBIM TpeboBaHMAM 00 ee Bbinycka. OgHako
Hagnexallee NPOW3BOACTBO KOHKPETHOW cepun NpoayKLMW He3aBUCMMO OT yucna 3ageNCTBOBaHHbIX
NPOV3BOACTBEHHbIX MMAOLWAA0K OOIDKHO HaxoguTbCA MO4 OOWMM HaZ30pOM YMOSTHOMOYEHHOro nuvua,
noaTBEPXKAAKLLEro COOTBETCTBME 3TOW CEPUN FOTOBOM NPOAYKLMU YCTAHOBIEHHbIM TpeboBaHuaM nepen,
BbIMYCKOM.

11. (4.2) Pasnu4yHble cepum NpoAayKLUM MOTYT MPOU3BOAUTLCH UMM MMMOPTUPOBATLCA U BblMyCKaTbCS B
pasHbIX CTpaHax, umeloLmx cornaweHune ¢ Poccuickon Pegepaumen o B3anMHOM MPU3HaHUN YCIIOBUM
npoussoacTBa U peanusaumn. [llpy 3TOM nMUO, HA MMS KOTOPOro BblAAHO perncTpaumoHHoe
YAOCTOBEPEHUE, a Takke Kaxaas Npou3BOACTBEHHas Nrollajka, umetowas npaBo Ha BbIMYCK cepuu
NpoAyKUUN, OOMKHbI MMETb B CBOEM PacropsiKeHUM TOYHOe yKasaHwe ajpeca Nnowlagkuv, Ha KoTopou
Oblna BbiNylleHa KOHKpEeTHas cepus NpoaykuuMu, W uHdopmaumio 06 ynorHOMOYEHHOM nuue,
OTBETCTBEHHOM 32 NOATBEPXKAEHNE COOTBETCTBUSA €€ KA4YEeCTBA YCTaHOBIEHHbIM TpeboBaHMAM.

12. (4.3) YnonHomouyeHHoe nuLUO, NOATBepXAalolee COOTBETCTBUE CEepun TrOTOBOM MNPOAYKLUN
YCTaAHOBMEHHbIM TpeboBaHUAM nepen BblAayeln paspelleHusi Ha BbIMYCK, MOXET OCHOBbIBaTb CBOE
pelleHne Ha JIMYHOM 3HaHMK BCEX MCMONb3yeMbIX B MPOWU3BOACTBE MOMELLEHUA U MPOLLECCOB, OMNbiTa
y4acTBOBABLUErO B MPOM3BOACTBE MEpcoHana M NpUMEHSIEMOM CUCTEMbI KadecTBa, B paMKax KOTOPOW
OCYLLECTBMSAETCH MNPOM3BOACTBO. YKa3aHHOE YMNOMHOMOYEHHOE fMUO MOXeT Takke onupatbCs Ha
3aKJII04YEHME CO CTOPOHbI OOHOrO UNKU Goree YNoNTHOMOYEHHBIX JML, O COOTBETCTBUM MPOMEXYTOUHbBIX
CcTaaui NPpon3BOACTBA YCTAHOBITEHHBIM TPEOOBaHUAM.
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13. Takoe 3aknioyeHve, BblgaBaeMoe OPYTMMK YMOHOMOYEHHBIMU NMLaMK, OOMKHO ObiTb 0hopmIieHo
AOKYMEHTanbHO M [JO/MKHO 4YeTKO OonpedensaTe npegMeT MNOATBEPXAEHWs cooTBeTcTBudA. [lopsaok
NOATBEPXAEHUS OOIMKEH OblTb OPOPMIIEH AOKYMEHTANbHO.

14. (4.4) Topsgok noATBEPXKAEHMWS, yKasaHHbIM B MNyHKTe 13 HacTtoswero [punoxeHusl, OOIMKEH
cobnogaTeCa BO BCeX cny4vasx, Korda yYMnOSIHOMOYEHHOE IMLUO ONMpaeTcd Ha 3akryeHue ApYroro
YNOMHOMOYEHHOro nuua. Takon AOKYMEHT AOMKEeH COOTBETCTBOBATb MOMOXEHUSAM, NpegyCMOTPEHHbIM
nyHkTamu 237 - 255 HacTosawmx Npasun. YNONHOMOYEHHOE N1L0, MOATBEpXaatoLLee COOTBETCTBUE Cepumn
roTOBOM NPOAYKLMM YCTAHOBMEHHbIM TpeboBaHNSM, LOMKHO rapaHTUPOBaTh BbIMOMHEHNE MEPONPUATUN,
onpeferneHHblx B YyKka3aHHOM [okymeHTe. ®dopma [OKyMeHTa, B KOTOPOM W3NOXEH nopsgok
noaTBEPXKAEHWS, OOMKHA COOTBETCTBOBATb B3aUMOOTHOLLEHUAM CTOPOH. Hampumep, Takom AOKYMEHT
MOXEeT NpeacTaBnATb COOOM CTaHOapTHYH OMNepauMoOHHYK Mpouenypy Npov3BoaUTENS UNU OOroBOP
MexXay pasnuyHbIMU MPOU3BOAUTENSAMM, OaXKe €CNY OHW BXOOAT B OZHY M Ty Xe rpynny KOMNaHum.

15. (4.5) YkasaHHbI AOrOBOp MeXAy Npom3BoauTeNnsMM BKItoYaeT B cebst 06513aTenbCTBO CO CTOPOHbI
nocTrasLLmMKa HepacdacoBaHHOIO UM MPOMEXYTOYHOrO NPoAyKTa CTaBUTb B M3BECTHOCTL Nony4vaTtensi(en)
npoaykuum ob6o BCex OTKIOHEHUSX, pe3yrnbTaTax, BbIXOAALWMUX 32 pamMKy cneumdukauuin, HECOOTBETCTBUSIX
TpeboBaHnaM HacToswmx [MpaBun, paccrnefoBaHUSAX, MPETEH3UsX WM APYrux cobbITMSAX, KOTopble
OOMMKHO NpMHMMAaTb BO BHMMaHWE YMNOMIHOMOYEHHOE JULO, OTBETCTBEHHOE 3a MOATBEPXKAEHUE
COOTBETCTBUSI CEPUM rOTOBOM NPOAYKLMN BCEM YCTAHOBIIEHHbIM TpeboBaHUAM.

16. (4.6) Ecnu gna gokymeHTansHOro ohopmneH1s NoaTBepXa4eHns COOTBETCTBUS 1 Bbi4auu paspeLleHns
Ha BbINYCK Cepuy NPOAYKLUUN MCMOMb3YIT KOMMbIOTEPU3MPOBAHHYIO CUCTEMY, Heobxooumo obpaTutb
0ocoboe BHUMaHWE Ha BbiNonHeHne TpebosaHui, npedycMoTpeHHbIx lMpunoxernvem N 11 k HacTosWwMM
MpaBunam.

17. (4.7) TMpu Hanuuun NOATBEPXKOEHNS COOTBETCTBMS CEPUMM TFOTOBOM MNPOAYKLMUKU, BblAAHHOMO
YNOSIHOMOYEHHbIM NWLIOM, He TpebyeTca NOBTOPEHMS 3TOWM Mpouedypbl B CTpaHax, MMEKLWMX C
Poccuiickon ®epepaumnen cornawieHme o B3aMMHOM NMPU3HaHUK pe3ynbTaToB NOAOOHONM npoueaypsbl.

18. (4.8) BHe 3aBNCMMOCTM OT KOHKPETHbLIX MEPOMNPUSTUIA MO NOATBEMKAEHUIO COOTBETCTBUSA U BbIMYCKY
cepun JomkHa cylecTBoBaTb npoueaypa ObICTPOro BbISIBMEHWA M OT3blBa BCEW MpoayKuuu, KoTopas
MOXeT NPeACcTaBnsATb ONAcHOCTb AN noTpeduTenen.

V. MPOBEJEHNE I/lCI'IbIjAHI/II7I /1 BbIMYCK CEPUW MPOOYKLNN,
NMPON3BEOEHHOWM B POCCUNCKOW ®EOEPALINA (5)

19. (5.1) B cnyyae ecnu nNpon3BOACTBO PacnonoXeHo Ha OAHOW NULEH3UPOBaHHOW NPOV3BOACTBEHHON
nnowagke:

Ecnu Bce ctagnn npon3BoAcTBa M KOHTPOMSA OCYLLECTBNAIOTCA Ha OOHON NPOU3BOACTBEHHOM NIoLLaakKe,
BbIMONHEHNE OTAESNbHbIX MPOBEPOK M KOHTPOMbHbLIX Onepauvin MoxeT ObiTb nepegaHo APYrUM nuuam.
YNONMHOMOYEHHOE NULI0 3TOW NPOU3BOACTBEHHOW NIOLWaAKW, noATBepXaalolee COOTBETCTBME CEPUN
roToBOW NPOAYKUMM, OObIMHO HeceT MepcoHasribHyl0 OTBETCTBEHHOCTb 3a AOCTOBEPHOCTb pe3yrbTaToB
NPOBEPKM B paMKax YCTaHOBIIEHHOM cucTembl kKadectBa. OOHaAKo YMOMHOMOYEHHOE IULO MOXET
NpuHMMaTb BO BHMWMaHWe TakkKe 3akNioYeHUs O COOTBETCTBUM YCTaHOBMEHHbIM TpeboBaHWAM
NMPOMEXYTOYHbIX CTaAMN, BblAaHHbIe APYrMMU YNOMHOMOYEHHbIMU NMLAMK Ha 3TOW Mrowanke, KoTopble
HeCyT OTBETCTBEHHOCTb 3a 3TV CTaguun.

20. (5.2) B cny4yae ecnu pasnuyHble CTagnm NpoM3BOACTBA BbIMOMHSAKTCS HA Pa3HbIX MPOM3BOACTBEHHbIX
nnowagkax ogHoro Npov3BOAUTENS:

Ecnn pasnuyHble cTaguu  NpousBOACTBA CEpUM  MPOOYKUMM  OCYLLECTBASKOTCH Ha  pasHbiX
NMPOM3BOACTBEHHLIX Nrowagkax B npegenax oOaHOW  opraHusauum  (HesaBucumo OT  TOro,
pacnpocTpaHAeTCsl M Ha HUX OfHAa U Ta Xe NULEH3UA Ha NPon3BOACTBO NeKapCTBEHHbIX CPeACTB UK
HeT), TO YNONHOMOYEHHOE NULIO AOIMKHO OTBEYaTb 3a Kaxaylo cTaauio npous3BoacTea. [loarsepxaeHune
COOTBETCTBMSA CEPUN TFOTOBOW MPOAYKUUWM YCTaHOBIEHHbIM TpeboBaHWAM [AOIDKHO BbINOMHATHCA
YNOSTHOMOYEHHbBIM NIULLOM NPOU3BOAUTENS], KOTOPOE NMBO HeceT NepcoHarnbHyl0 OTBETCTBEHHOCTb 3a BCe
cTagum npou3BoAcTBa, NMOO MpMHUMAaeT BO BHWMaHWe 3aKMYeHWs O NPeALlecTBYHOLMX CTagusix,
cAenaHHble YNONMHOMOYEHHbIMY NMUAaMKU, OTBETCTBEHHbIMW 3a 3TN CTaauu.

21. (5.3) B cnyyae ecnu HeKOTOpble MPOMEXYTOYHbIE CTaguvM MNPOU3BOACTBA OCYLUECTBMAKOTCA MO
O0roBopy Apyron opraHusaumein:

OpHa unu bonee NPOMEXYTOYHbLIX CTaAMn NPOM3BOACTBA M KOHTPONS KayecTBa MOryT BbIMOMHATLCS B
APYron opraHnsaumu no 4OroBopy B COOTBETCTBUM C MONOXKEHUSMU, MPEegYCMOTPEHHbIMN NyHKTamu 237 -
255 HacTtoswmx MNMpaBun. YNonHOMOYEHHOE NMLO 3aKa3drka MOXET NPYHUMaTh BO BHUMaHMeE 3aKrioyeHme
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YMONTHOMOYEHHOrO NN UCMOJSHUTENSA O COOTBETCTBYIOLLEN CTaauMmM, HO OHO HeceT OTBETCTBEHHOCTb 3a
obecneyeHve TOro, 4YTO0 3Ta paboTa BLINOMHSAETCA B COOTBETCTBMM C YCIOBUSIMM [[OroBopa.
MopTBEpXKOEHWE COOTBETCTBUSI CEPUM TOTOBOM MPOAYKLUMA YCTAHOBIEHHLIM TPEOOBaHUSIM OOIMKHO ObIThb
BbINOMHEHO YMOSTHOMOYEHHbIM JIMLIOM MPON3BOANTENS, OTBETCTBEHHOIO 3a BbIMYCK CEPUN MPOOYKUNN.

22. (5.4) B cnyyae ecnn n3 cepum HepaccacoBaHHOM MPOAYKUMM Ha pasHbiX MPOM3BOOCTBEHHbIX
nnowagkax npon3BogATCs HECKONbKO CEepui FOTOBOW NPOAYKLMKU, KOTOPbIE BbIMYCKAKOTCA Ha PbIHOK Ha
OCHOBaHWW OQHOTO PErMCTPaLMOHHOIO YAOCTOBEPEHUS:

a) (5.4.1) YNonHOMOYEHHOe InuLO MpOM3BOAUTENS, WMEILEro muUEeH3MI0 Ha MpoM3BOACTBO
nekapCTBEHHbIX CPeAcTB, BblNycKalollee cepuio HepacacoBaHHOW NPOAYKLMUW, MOXET NoATBepxaaTb
COOTBETCTBME BCEX CEepui FOTOBOW NPOAYKUMM nepen ux BbiMyckoM. B aTom cnyvae ynonHomouyeHHoe
nmuo nnbo Beper Ha ceba nepcoHanbHYlO OTBETCTBEHHOCTb 3a BCe CTaauM NPOU3BOACTBA, NMGO
NPYHUMaeT BO BHMMaHWe 3aKIYEeHUs B OTHOLLEHWM CTaauu (PacoBKM U (MMM) YNakoBKW, BblAaHHbIE
YMONTHOMOYEHHbIMU NNLIAaMKY NOLWAA0K, OCYLLECTBAAOLWMX 3TW CTagunu;

0) (5.4.2) JonyckaeTcs Takke MOATBEPXOAEHUE COOTBETCTBUS KaXKAOW CEepun roTOBOW NpOayKuuu 00
MOMEHTa €€ BbIMycKa YMONHOMOYEHHbIM FIMLOM MPOM3BOAMTENS], KOTOPbIA BbIMOJHUI 3aKIIOYNTENBHYIO
onepauuto cpacoBkm n (Mnu) ynakoBku. B aTom criyyae ynonHomouyeHHoe nuvuo nubo GepeT Ha cebs
nepcoHanbHyl0 OTBETCTBEHHOCTb 3a BCE CTaauMuM NPOM3BOACTBA, NMOO NpMHMMAaeT BO BHUMaHWe
3aKMnyeHne O KavyecTBe cepuu, MOryYeHHOe OT YMOMHOMOYEHHOrO Nnuua C MecTa BbiMycka cepum
HepacdacoBaHHON NPOAYKLUN;

B) (5.4.3) Bo Bcex cny4yasx opraHnsaLummn npous3soacTBa roToBOW NPOAYKUMM B pa3HbiX MeCTax Ha pasHbix
NPOM3BOACTBEHHbIX MfoWaAkax B pamkax OOHOM0 PerucTpauMoOHHOrO YAOCTOBEPEHUS AOMKHO ObiTb
onpeaeneHo 0gHO NMLUO (Kak NpaBuio, YNOoHOMOYEHHOE MU0 NPON3BOANTENS Cepumn HepacdacoBaHHON
NpoAyKUUMN), KOTOPOE HECET MOJIHYI0 OTBETCTBEHHOCTb 3a BbIMYCK BCEX CEPUA FOTOBOW NPOAYKUUW,
NOMy4YeHHbIX U3 OOHOW cepuu HepacdacoBaHHOM NPOAYKUUW. OTO NMUO [OJDKHO 3HaTb O MObIX
npobrnemax, CBSI3aHHbIX C KayecTBOM foOON cepuum rOTOBOWM NPOAYKUMW, WU KOOPAMHUPOBATb
OCYLLECTBMEHNE BCEX HeobXoaMMbIX Mep, NPeanpuHMMaeMbiXx B CBA3WM C Hanuyinem npobnembl B
OTHOLLUEHMWN cepumn HepacdacoBaHHOM NPOLYKLUN.

HecmoTpst Ha To, 4TO HOMepa cepuii HepacdacoBaHHOM M TOTOBOW NPOAYKLMN HEODA3aTENBHO AOMKHbI
coBnagaTb, Heo6xoAMMO AOKYMEHTanbHO 0POPMUTL CBSA3b MEXAY HOMepamMm 3TUX Cepun, YToBbl MOXHO
Ob1no obecneunTb NpocnexMBaHme Npu aygute.

23. (5.5) B cnyyae ecnu n3 ogHom cepumn HepactacoBaHHOW NPOAYKUMM B pasHbIX MECTax Ha pasHbIX
NPOM3BOACTBEHHbIX NoLwankax gacyTcs 1 (UNKn) ynakoBbiBalOTCS HECKOMNBKO CepUii roTOBOM NPOAYKLMK,
KOTOpbl€ BbIMYCKaOTCA Ha OCHOBAHUM pPasHbIX PErncTpauvoHHbIX YAOCTOBEPEHW (Y4TO MMeeT MecCTo,
Hanpumep, Korga TpaHCHauMOHarnbHas KOMMNaHWs BriageeT HauMoHanbHbIMUM - PerncTpauvoHHbIMM
YOOCTOBEPEHUSIMM Ha JEKApCTBEHHbIN MpenapaT B HECKOMbKMX ToCydapcTBax WM MNpou3BOAUTENb
BOCMPOM3BEAEHHbIX JIEKAPCTBEHHbLIX NpenapatoB npuobpeTaeT HepacdacoBaHHbIA JEKAaPCTBEHHbIN
npenapart, bacyeT u (MnNn) ynakoBbIBaeT €ro, 1 BbiNMyCKaeT rOTOBLIN NieKkapCTBEHHbIN Npenapar no cBoemy
CODCTBEHHOMY PErMCTpaLMOHHOMY YOOCTOBEPEHMIO):

a) (5.5.1) YnonHomo4yeHHoe nuuo NpousBoanTENst FOTOBOW NPOAYKUMWU, NoATBEPXAatoLee COOTBETCTBUE
cepun rotoBOW MPOJYKUMM YCTAHOBMNEHHBIM TpeboBaHMUAM, MOXET NMbo B3ATb Ha cebsi MepcoHanbHY
OTBETCTBEHHOCTb 3a BCe CTaguu Npou3BOACTBA, NMMOO OCHOBLIBATLCA HAa 3aKMHOYEHUW, MOMYYEHHOM OT
YNONIHOMOYEHHOTO N1La Npon3BoauTenst HepacdacoBaHHOW NPOAYKLUNK;

0) (5.5.2) Jlobaa npobnema, cBsi3aHHasA C kayecTBOM NOGON cepuun roTOBOM MPOAYKUUU, UCTOYHUKOM
KOTOPOW MOrfa SBUTbCA MCXOAHasA cepusi HepacdacoBaHHOW NPOAYKUMMW, AOMMKHa ObiTb coobLieHa
YNOTHOMOYEHHOMY NuLy, OTBETCTBEHHOMY 3a NOATBEPXAEHME KayecTBa 3TOM cepun HepacdacoBaHHOMU
npogykuun. MNMocne aToro ykasaHHOE YMOMHOMOYEHHOE NMLUO OOMKHO MpeanpuHATbL Bce Heobxoaumble
OENCTBNA B OTHOLUEHMU BCEX CEPWUA TFOTOBOM MPOAYKUMM, MNPOU3BEAEHHBIX W3 [OaHHOW cepuu
HepacdacoBaHHOW npoaykumn. opsaok AeWCTBUA B STOM Cryvae [ofkeH ObiTb YCTAHOBMNEH B
cornatleHum.

24. (5.6) B cnyyae ecnu ceputo roToBOM NpOAyKUMM 3aKynaeT u peanuayeT nNpousBoauTeNb, UMELNIA
NMLEH3MIO Ha NPOU3BOACTBO JIEKAaPCTBEHHBLIX CPEACTB B COOTBETCTBUN C COOCTBEHHBIM PErMCTPALUOHHBIM
yaocToBepeHuem (4T0  uMMeeT MecTo, Hampumep, Korga npou3BoAWUTENb, MOCTaBNSANOLNA
BOCMPOM3BEAEHHbIA JIEKapCTBEHHbIM Mpenapar, SBnAeTca NUUOM, Ha MWMsS KOTOpPOro BblAaHO
perucTpauMoHHOe  yOOCTOBEpEeHMEe Ha  NEeKapCTBEHHbIM  npenapaTt, NpoM3BOAWMBIA  APYIUM
npon3BoamnTENEM), Y NEPBLIV NPOM3BOAMTENb 3aKynaeT roToBYH NPOoAyKLUMIO, COOTBETCTBME KOTOPON eLle
He ObINo NOATBEPXKAEHO ee NPOM3BOAUTENEM, N BbIMyCKaeT ee Ha OCHOBaHWW COOCTBEHHOWN NULLEH3UN Ha
NPOM3BOACTBO NEKapCTBEHHbIX CPEACTB U COBCTBEHHOIO PErMCTPaLMOHHOIO YOOCTOBEPEHUS:
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YNONHOMOYEHHOE NMLO MPOU3BOAUTENS, 3aKynalLwero npoayKuMio U HEe UMELEro AOKYMEHTanbHbIX
pe3ynbTatoB MOATBEPXKOEHUS e€e COOTBETCTBUS, [JOMMKHO CaMO MoATBEPOUTb COOTBETCTBUE
YCTaHOBMEHHBIM TpeboBaHMAM 3TOW Cepuy FOTOBOWM MNPOAYKUUWM nepeq ee Bbinyckom. [lpy aTom
YMONTHOMOYEHHOE NULIO 3aKynarwLero npou3BOAMTENSA MPUHUMAaET Ha cebs OTBETCTBEHHOCTb 3a BCe
cTagun npOV3BOACTBA WM  OCHOBBIBAETCA Ha 3ak/iOYEeHUM O KavyecTBe Ccepuu MNpPOAYyKUUM
YNOSIHOMOYEHHOTO NMLa NPOM3BOAUTENS-NOCTaBLLMKA.

25. (5.7) B cnyyae ecnu nabopaTopusi KOHTPOMNS KayecTBa NeKkapCTBEHHbIX NpenapaToB U NpoM3BoaUTENb
ABNSAOTCS pasHbIMU OpraHn3aLsiMun:

YNonHOMOYEHHOE NWLO, NOATBEPXKAAIOLLEE COOTBETCTBME CEPUM TOTOBOM MPOAYKLUUN YCTAHOBMEHHLIM
TpeboBaHNAM, MOXET NPUHATL Ha Ccebst OTBETCTBEHHOCTL 3a flabopaTopHble UCMbITaHUSA, NPOBEAEHHbIE
nogo6bHon nabopaTopuen, N yunTbliBaTb NOATBEPXKAEHNE B OTHOLLEHUN UCNbITAHWUI, BbiAAHHOE APYrUM
YMONTHOMOYEHHbIM NULOM. [Mpn OTCYTCTBUM TAKOro NOATBEPXKAEHUSA YNONTHOMOYEHHOE NNLO AOIDKHO 3HATb
paboTy gaHHow nabopaTopuu U METOAMKM, MPUMEHSIEMble B Hel Ans NoATBEPXKOEHWUS COOTBETCTBMS
KayecTBa JaHHOW rOTOBOW NPOOYKLNN.

VI. OBA3AHHOCTU YNONHOMOYEHHOIO NINLIA (6)

26. (6.1) MNepepn ocywecTBneHnem npouenypbl NOATBEPKOAEHNS COOTBETCTBUSA CEPUM TOTOBOW NPOAYKLMM
00 MOMEHTa ee BbiNyCKa YMOMHOMOYEHHOE NULO OO0SPKHO YOeauTbCs, B YACTHOCTM, B BbINOSTHEHUU
cnegyowmnx TpeboBaHuit:

a) (a) cepusa rotoBoON NPOAYKLIMM U MPOLLECC €€ NPON3BOLACTBA COOTBETCTBYIOT NMOMOXEHNAM HOPMATUBHbBIX
OOKYMEHTOB;

©0) (b) cepusa roToBon NpPoAyKLUMN NPON3BEAEHA B COOTBETCTBUN C TpeboBaHMsAMKU HacToswwmx lMpaswun, a
ANnga cepyu NpoayKumMn, UMNopTUPYeMOn U3 Apyrux cTpaH - B COOTBETCTBUM C NpaBuniaMy Hagnexallero
NPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB, MO KpawHem Mepe, TpeboBaHMS KOTOPbIX HE HWXKe, Yem
TpeboBaHusa HacTosAwmx MNpaBur;

B) (C) OCHOBHbIE MpOLLEeCChbl NPOM3BOACTBA M METOAbl KOHTPOMS BanuOUpPOBaHbl, y4TeHbl hakTudeckune
YCIoBWsi NPOU3BOACTBA U JOChbEe Ha CepMo MPOAYKLUM;

r) (d) nobble OTKNOHEHWSI NNW 3anfNaHMPOBaHHbIE UBMEHEHUS B TEXHONOMMYECKOM NPOLIECCE UMM KOHTPOIe
KayecTBa ObInM yTBEPXKAEHbI NULAMU, UMEKOLWMMU HeobXoauMMble MOMHOMOYUS, COOTBETCTBYIOLLUMA
YNOMHOMOYEHHbIN dhefeparbHbli OpraH UCMOMHUTENbHOW BRacTM OCBEOOMIEH O JHOObIX U3MEHEHUSIX,
TpebyoLWwmx BHECEHUS WU3MEHEHMIA B PErucTPauMOHHOE [OCbe WM NULEH3NK0 Ha MNpOM3BOACTBO
NEKapCTBEHHbIX CPEACTB, W MOMy4YEHO pas3pelleHne YNONTHOMOYEHHOro heaepanbHOro  opraHa
WCMNOSTHUTENBHOM BNACTU HAa BHECEHME TaKNX U3MEHEHWI;

4) (e) npoBeaeHbl Bce Heobxoanmble MPOBEPKM U UCMbITAHUS (B TOM YMCe OONOMHUTENbHbIA 0TOOP Npob,
WHCNEKTMPOBaHWE, NPOBEPKN U UCTMbITaHWS, BbI3BaHHbIE OTKIIOHEHUSIMU B TEXHONOMMYECKOM npoLecce unu
BBMAY NNAHOBbLIX U3MEHEHUI);

e) (f) bokymeHTauusa no NpoM3BOACTBEHHOMY MPOLIECCY U KOHTPOIIO KayecTBa COCTaBrneHa u yTeepxaeHa
nepcoHasnoMm, MMeKLLNM HeobXxoanmble NONTHOMOYMS;

X) (g) BCe ayauTbl NPOBEAEHbI B COOTBETCTBUM C TPEOOBaAHUSIMU CUCTEMBI 06ECNeYeHns KauecTBa;

3) (h) NnpyHATBHI BO BHUMaHWE Bce (hakTopbl, KOTOPbIE, MO MHEHWMIO YMOMHOMOYEHHOro nuua, sIBNSKTCA
CYLLIECTBEHHbIMU 4115 KQ4YeCTBa JAaHHOW Cepun MPOaYyKLMM.

27. YNOMHOMOYEHHOE INUUO MOXET WMEeTb [AOMOfHUTENbHble 0083aHHOCTM B COOTBETCTBMM C
3akoHogartenbcTBoM Poccunckon depepauum unum AOMKHOCTHBIMU UHCTPYKUUSAMW, YTBEPXKOEHHLIMU
Npon3BOAUTENEM.

28. (6.2) YnomHoMoO4eHHOe nuvUO, nNoATBepxJarllee COOTBETCTBME MNPOMEXYTOYHOW CcTaauu
NpPOM3BOACTBA B COOTBETCTBUM C NyHKTaMu 12 - 13 HacToswero [NpunoxeHnsi, BbIMONHSAET 0683aHHOCTMH,
aHanormyHble 0653aHHOCTSIM, YKa3aHHbIM Bbille, MO OTHOLLEHWUIO K 3TOW CTaguun.

29. (6.3) YNonHoMo4YeHHOe n1L0 AO0MKHO NoaaepXunBaTh CBOK KBanMdpukalmo Ha COBPEMEHHOM YPOBHE
B CBETE JOCTUXKEHWUA HayYHO-TEXHUYECKOro nporpecca N yuymTbiBaTb UBMEHEHUS B CUCTEME YnpaBneHusi
KayeCTBOM, UMEIOLLME OTHOLLIEHUE K NPOAYKLMUN, COOTBETCTBUE KOTOPOMW YCTAHOBIEHHLIM TpeboBaHMAM
noaTBeEPXKAAET YNONMHOMOYEHHOE NNLLO.

30. (6.4) MNpw npuBneYeHUn ynonHOMOYEHHOrO nmua K NOATBEPXKOEHMIO COOTBETCTBUS CEpPUM NPOAYKLUMM,
KOTOPYH OH 3HAeT HeAOCTaTOYHO (Hanpumep, Npu OCBOEHMM HOBOMO BuAa NpOoAyKLUUM UIn Npu nepexone
Ha Opyroe npegnpusaTtue), ynonHOMOYEHHOE NULO AOMKHO MOMyYnTb COOTBETCTBYHOLUME 3HAHUSA U OMbIT,
HeobxoaMMble NSt BbIMONTHEHUSA 3TUX 06A3aHHOCTEN.

31. B cOOTBETCTBUM C HOPMATUBHbLIMK MPaBOBLIMK akTamu Poccuiickon denepaumm Ha ynorHOMOYEHHOE
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nMuUo MOXeT ObiTb BO3MOXeHa 0053aHHOCTb yBeOOMIATb yl'lOJ'IHOMO‘-IGHHbIVI q)e/:l,epaanbM opraH
WCMNONHUTENBHON BNACTN O TAKOM U3MEHEHUN, YTO MOXET I'IOTpe6OBaTb I'IOBTOpHOVI arrecrtauunn.

VII. TEPMWHbI 1 ONPEQENEHUA (7)

32. Ins uenen HacToswwero [NpunoxeHnsa kpoMme TEPMUHOB 1 OnNpeaeneHun, NpeaycMoTPEHHbIX rnason |l
HacTosAwmx [pasun, NCNOMb3YTCA Takke cneayoLwme OCHOBHbIE MOHATUS:

OLEeHKa COOTBETCTBUSI CEPUM rOTOBOW NPOAYKLMKN - OKYMEHTanbHoOe 0hOopMIieHne COOTBETCTBUS Cepum
roTOBOMW NPOAYKLMKN YCTAHOBNEHHBbIM TpeboBaHUSAM OO0 ee BbINyCKa;

NOATBEPXKAEHUE - MOANUCAHHOE CBUOETENbCTBO TOrO, YTO MNPOLECC UMW UCMNbITAHWS BbIMOSIHEHbLI B
cooTBeTCTBMM C TpeboBaHuamn [lpaBun opraHu3auum MNpPOM3BOACTBA W KOHTPOMS KavecTsa
neKapCcTBEHHbIX CPeAcTB UM TpeboBaHMAMU, YCTAHOBMEHHBIMWM NPW FOCYAAPCTBEHHOW permcTpauuu,
COrnacoBaHHOE B MMCbMEHHON chopMe C YNONTHOMOYEHHbBIM fIMLOM, OTBEYaloLLMM 33 OLeHKY COOTBETCTBUSA
cepumn roToBoW NPOAYKLUMMN A0 ee BblNycka;

cepus roTOBOM NPOAYKLMK - Cepus NPOAYKLMMN B OKOHYATENbHON ynakoBKe, roTOBas K BbIMYCKY;

cepusi HepacchacoBaHHOW MPOAYKUMM - Cepusi MNpOAYKUMW YCTaHOBIIEHHOrO MNpu  permcrpauuu
neKkapCcTBEHHOro npenapaTa pasmepa, rotoBas k hacoBke, OKOHYaTeNbHOW ynakoBke, NMMbo HaxodsLascs
B MHOMBMAYanbHbIX YNakOBKax W rotoBas AfA KOMMNNEKTOBaHUS OKOHYaTenbHbIX ynakoBok. Cepus
HepacdacoBaHHON MNPOAYKUMWM MOXET CoAaepxaTb, Hanpumep, XUOKMN HepacdacoBaHHbIA MNPOAYKT,
TBepAble NnekapCcTBeHHble PopMbl (TabneTKkM unu Kancyrnsl) UNu HanofHEHHbIE amnynbl;

cornaileHne 0 B3aMMHOM MNPWU3HaHWM - COrnalleHne O B3aMMHOM MPU3HAHWM MHCMEKUUA CO CTpaHon, B
KOTOPOW NPOM3BOAATCH (M3 KOTOPOW MOCTaBMAOTCH) BBO3MMbIE NEKapCTBEHHbIE CPEACTBa.

Mpunoxexnne N 17

k MNpaBunam opraHunsauun
NPOu3BOACTBA M KOHTPOMS KayecTsa
nekapCTBEHHbIX CPeacTB

BbIMYCK MO MAPAMETPAM
1. TPUHLMM (1)

1. (1.1) Beinyck no napameTpaM - 3TO CMCTEMA BbINyCcKa NPOAYKUWW, rapaHTUpylowas, 4To NpoayKuus
obnagaetr TpebyembiM KayeCTBOM, Ha OCHOBaHWM WHdOPMaUMK, MONYYEHHOW BO BpeMs
NPON3BOACTBEHHOrO MNpoLecca, a Takke Ha OCHOBAHUM COOTBETCTBMA onpederieHHbIM TpeboBaHusM
HacTosLwwmx [NpaBurn, OTHOCALUMMCS K BbIMYCKY MO NapameTpam.

2. (1.2) Bbinyck no napameTpamM AOIMDKEH yAOBMETBOPATb OCHOBHbIM TpeboBaHuAM HacToswmx Mpasun,
BKITHO4as COOTBETCTBYOLME [PUNOXKEHMS K HUM N U3TOXKEHHbIE HUXe TpeboBaHus.

[I. BbIMYCK MO NMAPAMETPAM (2)

3. (2.1) MpoBeneHne BceobbLEMIIOLLENO KOMMSIEKCA MPOBEPOK M KOHTPOMs nMapamMeTpoB B npoLuecce
Npou3BOACTBa MOXeT obecneuntb OGonee BbLICOKYD FapaHTUMIO COOTBETCTBMS FOTOBOW NPOAYKLMM
cneyndmrkaLmmn, Yem UcnblTaHUs FOTOBOW NPOAYKLUN.

4. (2.2) Bbinyck no napameTpam MOXET ObiTb paspelleH B OTHOLUEHMU HEKOTOPbIX creuunanbHbIX
napameTpoB B KayecTBe anbTepHaTVBbl TPaAMLMOHHOMY UCMbITAHWIO FOTOBOW Npoaykuun. Paspelatb
BbIMyCK MO NapameTpaM, 0TKa3biBaTb B HEM WIU aHHYNMPOBaTb pa3peLleHne Ha BbiMycK MO napameTpam
OOJDKHBI COBMECTHO AOSMKHOCTHbBIE NMLa YNONHOMOYEHHbIX doefeparbHbiX OPraHoB MCMOMHUTENbHOWN
BNACTU, B KOMMETEHLMIO KOTOPbIX BXOAUT OLIEHKA NPOAYKLUN NPY permcTpauumn n npoBegeHne NHCNeKL M
no cobntogeHuto HacTosAwmx Mpasun.

1. BbINMYCK MO NMAPAMETPAM 1A CTEPUITbHOW MPOAYKLNN (3)


http://www.consultant.ru/

Mpuka3 MuHnpomTopra Poccun ot 14.06.2013 N 916
"06 yTBepxaeHun MNpaBun opraHM3auuy NPOM3BOACTBA M KOHTPOJIS KAYecTBa NleKapCTBEHHbIX cpeacTs”
(3aperncTpupoBaHo B MuHiocTe Poccum 10.09.2013 N 29938)

5. (3.1) MyHkTamun 5 - 21 HacToswero MpunoxeHns ycTaHoBrEHbl TpeOOBaHUA K BbINyCKy MO NapameTpamM
rotToBOM Npoaykuum ©0e3 NpoBedeHUs UCMbITAHWA Ha CTEepPUIbHOCTb. VICKMYeHMe WChbITaHus Ha
CTEPUINbHOCTb SBNAETCA MPaBOMEPHLIM TOMbKO MPU HanMyuu YCMEeLWHOro NoATBEPXOEHUS TOro, 4To
3apaHee yCTaHOBIEHHbIE YCNOBUA NPU Banugauuy npowlecca crepunusauum 6binvm JOCTUTHYTHI.

6. (3.2) UcnbiTaHnss Ha CTEPUIbHOCTb MO3BONAT OOHAPYXXUTb TOMbKO 3HAYUTENbHbIE HapyLleHUs B
cucteme obecneyeHnsa CTePUNbHOCTMU.

7. (3.3) Boinyck no napameTpam ponyckaeTcs TONbKO B TOM Criyyae, ecnu napameTpbl npouecca
cTepunusauum  cepum  NPOAYKUMU rapaHTUPYKT, 4YTO BanvaMpoBaHHbIN MNpoLecc cTepunusaumun
obecneynBaeT CTEPUNBHOCTb NPOAYKLUN.

8. (3.4) Beinyck no napameTpam [OMNYyCKaeTCs TOMbKO ANSA feKapCTBEHHbIX NpenapaTtos, MoAnexallmx
(PUHULLIHONM CTepunu3auum B NEPBUYHON YNaKOBKe.

9. (3.5) Oma BbiNnycka no napameTpam MoOryT OblTb paccMOTPEHbl METOAbl CTepunusauumu,
npegycMmaTpuBaolLMe B COOTBETCTBUM C TpeboBaHusMM [TocygapcTBeHHoW dapmakonen Poccuiickon
depgepaumm ncnonb3oBaHWe napa, Cyxoro xapa v MOHU3UPYIOLLErO N3Ny4YeHus.

10. (3.6) Beinyck no napameTpam He NpUMEHSETCsi NPy NPOU3BOACTBE COBEPLUEHHO HOBbIX JTEKAPCTBEHHbIX
npenapaToB, TaK KakK YOOBMETBOPUTEMNbHblEe pe3ynbTaTbl UCMbITAHUWA Ha CTEPUNBHOCTb B TeveHue
onpegeneHHoro nepvoaa BpeMeHU ABNATCA YacTbio KpUTEPUEB NpUemMneMocTn. B oTaenbHbIX cnyyvasx
AaHHbIE WCMbITAHUSA Ha CTEePWUIbHOCTb, YXe WUMelwmnecs Ans ApYrux npenapaTtoB, MOXHO CyYuTaTb
AOCTaTOYHbIMM ANS HOBOTO Mpenapara, B KOTOPbIN BHECEHO TOMNbKO HE3HAYUTENbHOE U3MEHEHMNE C TOYKM
3peHuns obecneYvyeHnsi CTepunbHOCTY.

11. (3.7) Heobxognmo NpoBOAMTL aHanu3 pUCKoB CUCTEMbl 06ecnevYeHnss CTEPUNbLHOCTH, HanpaBeHHbIN
Ha OLeHKY pucKa BbiMycka HECTEPUIbHOW NPOAYKLMN.

12. (3.8) T[peablgywmii  onbiT paboTbl MNPOU3BOAUTENS JEKAPCTBEHHbIX MpenapaTtoB  OOJKEH
CBUOETENLCTBOBATL O COOTBETCTBMU €r0 NPpOoM3BOACTBa TpeboBaHNsaM HacToswmx Mpaswmn.

13. (3.9) Tllpn oueHKe cCOOTBETCTBMSA MNpoM3BOACTBA TpeboBaHMAM HacToAwmx [MpaBun  [OSKHBI
YUUTBIBATLCHA BbISIBMIEHHbIE CrydauM HapylleHUs CTepunbHOCTU NPOAYKUUKW, a Takke pesynbTaThl
UCNbITAHWA Ha CTEPUNbHOCTb AAHHOMO NeKapCTBEHHOro npenapaTta C TOYKU 3PEHUst NeKapCTBEHHbIX
npenapaToB, CTEPUNN3YEMbIX TAKUM Xe UMK aHanorM4yHbIM Crocooom.

14. (3.10) YyacTok NpoM3BOACTBA M CTepunu3auum JomkeH ObiTb obecneyeH kBanMdUUMPOBaHHbLIM
WHXEHepOM, WUMeLWMM onbIT paboTbl No obecnedyeHuo CTePUNbHOCTU, W KBanUUUMpPOBaHHbLIM
MUKPOBNONOrom.

15. (3.11) Pa3paboTka n nepBuyHasi Banugawumsa npogykra OOMMKHbI o6ecnevnBaTh, YTO Npu cobnogeHnm
BCEX COOTBETCTBYIOLLMX YCNoBU ByaeT BbinyckaTbCA NPOAYKUMS OQNHAKOBOrO KayecTsa.

16. (3.12) Cuctema KOHTPOMS W3MEHEHWW [JOSKHa npedycmaTpuBaTb MX aHanu3 nepcoHarnom,
obecneynBaoLLMM CTEPUINBHOCTb.

17. (3.13) Heobxooumo opraHu3oBaTb CUCTEMY KOHTPONSA MWUKPOOHOW KOHTaMuWHaUUW NeKapCTBEHHOrO
npenapaTa nepea crepunusaumen.

18. (3.14) JdomkHa ObITb WCKMOYEHA BO3MOXHOCTb MNEpPENnyTbiBaHWA MPOAYKUMM, MpoLiedWen N He
npollealwen crepunusauuio, 4To obecneunBaeTcs nyteM U3MYECKOro pasdeneHus MnpoaykumM umnm
UCNOSb30BaHUEM 3MEKTPOHHbLIX CUCTEM, NPOLLEALLINX Banugauuio.

19. (3.15) Banucu no crTepunu3aumm HeobxoAMMO MpPOBEPATb Ha COOTBETCTBUE TpeboBaHUAM
cneundmKaummn ¢ NpUBIeYEHNEM He MeHee ABYX HE3aBUCUMbIX CUCTEM KOHTPOIS. Takon KOHTPOb MOXeT
NpoBOANTLCA [OBYMS COTPYAHMKAMW WNW COTPYOHMKOM W KOMMbIOTEPHOW CUCTEMOW, MpoLlewen
Banvaauuio.

20. (3.16) lMepen BbINyCKOM Kaxgow cepuy MNPOAYKUMM HeobxoaMmo AOMNOMHMTENbHO NOATBEPAUTb
cnegywoulee:

BCE MnaHoBble paboTbl MO TEXHUYECKOMY OOCNY)XMBaHUIO W TeKyllMe MpOBEPKM MCMONb3YEMOro
cTepunuaaTopa BbINOMHEHbI;

BCE PEMOHTHblE paboTbl U U3MEHEHUS COMNAcOBaHbl C MHXEHEPOM M MUKPOOMOMOrom, KOTOpble HECYT
OTBETCTBEHHOCTb 3a NpoLecc cTepunmsaLmu,

ucnonb3yemble NpUbopbLI NPOLNM KannMbpoBKy (MOBEPKY);

CPOK AeWCTBMA BanMaauum ctepunusartopa Ans JaHHON 3arpy3ku He NCTEK.

21. (3.17) Ecnn BbliAaHO paspelleHne Ha BbIMyCK Cepuu NPOAYKLMU MO napameTpam, TO peLleHus O
BbIMYCKE UMW OTKIIOHEHUWN CEepuM NPOAYKUMM OOIDKHbI BbiTb OCHOBaHbI Ha TPEBOBaHUSX YTBEPXKOEHHbIX
WHCTPYKUUIA B YacTW BbiMycka no napameTtpam. [py HEBbINOMHEHNN 3TUX TPEBOBaHU BbIMYCK NPOAYKLMM
no napameTpam He [OMyCKaeTCd [Adaxe nNpu YCrOBMM YCMELWHOro MpPOBEAEHNS MWCNbITAaHUS Ha
CTEPUNBbHOCTb.
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IV. TEPMWHbI N OMNMPEOENEHNA

22. ing uenen HacTodAwero [NpunoxeHnst NICNOMNb3ylTCHA CreayoLwmne OCHOBHbIE MOHSATUS:

BbIMyCK MO MapameTpam - cMcTemMa Bbilycka MpogyKuuW, KOTopas OaeT rapaHTuio TOro, YTO MpogyKuus
umeeT Tpebyemoe kauecTBO, Ha OCHOBE MHOPMaLUK, MONYYEHHOW B X04e NPOM3BOACTBEHHOIO NpoLiecca
M B COOTBETCTBMW C KOHKPETHbIMW MpaBuiaMyM OpraHu3auMuM MNpou3BOACTBA M KOHTPONS kKavecTBa
neKapCTBEHHbIX CPEACTB, CBA3AHHLIMU C BbIMYCKOM MO NapameTpam;

cuctema obecneveHnsi CTEPUIbHOCTM - KOMMIEKC Mep No obecrnedeHunto CTepUnbHOCTU NpoayKumMKn. [ns
nekapCTBEHHbIX NpenapaToB, Noanexalmnx GUHULLHOW CTepunu3aunmn, 3TOT KOMMMEKC Mep BKIOYaeT B
cebs cnepyioulee:

a) (a) pa3paboTKy NekapCTBEHHOro Npenapara;

0) (b) 3HaHMe n, N0 BO3MOXHOCTU, KOHTPOSb MUKPOBUOMOrMYECKUX XapaKTePUCTUK UCXOLQHOMO Chipbs U
TEXHOMOMMYECKMX BCrOMOraTenbHbIX CpeacTB (Hanpumep, ra3oB 1 CMa3o4vHbIX MaTepuarnoB);

B) (C) npoBeaeHne KOHTPONS KOHTaMUHaLUKM B XOA4E TEXHOJOMMYECKOro npolecca Ans npeaoTBpaLleHns
nonagaHvs MMKPOOPTraHM3MOB B MPOAYKLMIO U UX Pa3MHOXEHUS, YTO 0BbIYHO JOCTUraeTCsa NyTEM OUYUCTKM
W caHuTapHoW 0O0paboTkM MNOBEPXHOCTEN, KOHTAKTUPYKOLWMX C NpoayKkuuen, npeaynpexneHus
KOHTaMMHaLMN M3 BO34yxa MOCPEACTBOM MpOBeAeHUs paboT B YMCTbIX MOMELLEHUsIX, NMPOBedEHUEM
TEXHOMOMMYECKOro npouecca C OrpaHWYeHMSIMM BO BPEMEHM W, B COOTBETCTBYHLUMX Cryyasx,
NCnonb30BaHUEM cTagumn unbTpaLmy;

r) (d) npepoTepalleHne nepenyTbiBaHMS MNPOU3BOLACTBEHHbIX MOTOKOB  CTEPUIM30BAHHOW U
HECTEPUNN30BaHHON NPOaYKLNK;

4) (e) NoCTOsIHHOE JOCTMXKEHME KayecTBa NpoayKunm;

e) (f) npouecc crepunusauuu;

X) (g) cnctemy kavecTBa B LIENOM, B TOM YKcCre cuctemy obecneyeHmnst CTepUNbHOCTU, 8 UMEHHO: KOHTPOIb
n3MeHeHu, oby4yeHne nepcoHarna, Hanmume yTBepXaeHHbIX MPON3BOANTENEM UHCTPYKLWUIA, KOHTPOSb NpK
BbIMyCKe MPOoAyKUMM, NNIAaHOBOE TEXHUYECKOE 06CnyXnBaHve, aHanm3 cboes B paboTte, npeaoTBpalleHme
OLWMBOK No BMHE nepcoHarna, Banuaaunto, kKannbposky (MOBEpKY).

Mpunoxenue N 18 (19)

k MpaBunam opraHnsauum
NMPOV3BOACTBA U KOHTPOSS KavecTBa
niekapCcTBEHHbIX CPeACTB

KOHTPOIbHbIE N APXMBHBIE OBPA3LbI
[. OBJTIACTb MPUMEHEHWUA (1)

1. (1.1) Hacroswee [lMpunoxeHne ycTaHaBnuBaeT TpeboBaHUS K OTOOPY M XPaHEHWIO KOHTPOIbHbIX
00pasyoB MCXOOHOTO Chipbs, YNAKOBOYHBIX MaTtepuarnos Uiy roToBoM NPOAyKUMN U apXuBHbIX 06pa3sLoB
roTOBOW NPOAYKLUNN.

2. (1.2) CneumnanbHble TpeboOBaHNS B OTHOLLIEHUN JIEKAPCTBEHHBLIX NPenapaToB, NpefHas3Ha4YeHHbIX AN
KNMUHUYECKUX nccnegosaHum, ycraHosrneHsl MNpunoxeHvem N 13 k HacToswwum MNMpasunam.

3. (1.3) Hactosiwee [lpunoxeHne Takke pacrnpocTpaHsieTcs Ha paboTy ¢ apxuBHbIMKM 0Opasuamu
nekapcTBEHHbIX CpeacTB, peanuayemMblX (UMMOPTUPYEMbIX) HECKOMbKUMU OpraHusaumsMu OnTOBOM
TOProBNu NekapCcTBEHHbIMU cpeacTBaMU.

Il. IPUHLIMM (2)

4. (2.1) Obpasubl XpaHAT 518 AOCTKEHMS ABYX Lienen: Bo-nepsblx, YToObl obecneuntb Hanm4me obpasua
ANs aHanNUTUYeCKMX WCCNedoBaHWiA, BO-BTOPbIX, 4TOObI obecneunTb Hanuume obpasua NOSNHOCTLHO
rotoBow npoaykummn. C y4eToM AaHHbIX Lenern obpasubl MoryT 6biTb NoAeneHbl Ha ABE KaTeropuu:

KOHTPOMbHbIN 0bpasey - obpasel, OTOOPaHHbBIN M3 CepPUM UCXOQHOMO Chbipbsi, YNAKOBOYHOro MaTepuana
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Wy roToBOWM NPOAYKLUMW, KOTOPbIA XPaHMTCS ANA NPOBEAEHNS aHannsa B TeYeHne cpoka roqHoCTv cepum
B Cfyyae BO3HWKHOBEHWS Takow HeobxogmmocTu. Heobxoammo coxpaHATb o6pasubl, 0TO6paHHble Ha
KPUTMYECKNX MPOMEXYTOYHbIX CTaausx (Hampumep, nocrne KOTOpbIX MpeaycMaTpyBaloTCs NpoBeAeHue
aHanuTUYeCKNX uccnegoBaHU W Bblgaya paspelleHuii Ha BbIMycK), M obpasubl NPOMEXYTOUHbIX
NPOAYKTOB, KOTOPblE MOCTABMATCA 3@ Npedenbl 30Hbl KOHTPOMS NPOU3BOAWTENS, €Cnn CTabunbHOCTb
0obpasuoB 310 JOMNyCKaET;

apxvBHbI/ 0bpasel, - obpaseL, B OKOHYATENbHOW ynakoBke, OTOOpPaHHbIN N3 cepun roTOBON MPOAYKLUN,
KOTOPbIN XPaHAT B LEenaxX NOATBEPKAEHUS MAEHTUYHOCTU. Hanpumep, B Te4eHne Cpoka XpaHeHUst cepum
MOryT noTpeboBaTbCqd OCMOTP oObpasua unu ynakoBKW, MapKUPOBKW, WMHCTPYKUMU MO MNPUMEHEHMIO,
nony4YyeHve MHOpMaLmMm O HOMepe cepum N Cpoke rogHoOCTU. B ucknountenbHblX cryvasx ykasaHHoe
TpeboBaHne MoxeT ObiTb cobnogeHo 6e3 xpaHeHuss aybnukatoB o6pasLoB, B 4YaCTHOCTWU, ecnu
Hebonblume cepun YNakoBbIBAIOT AN pPasHbIX PbIHKOB MAW MpU MNPOU3BOACTBE OYEHb [AOPOrnx
neKkapCcTBEHHbIX NpenapaTos..

5. Bo MHOrmx crnyyasix KOHTPOSibHblE U apxvBHble 06pa3sLibl FOTOBON NPOAYKUMN MAEHTUYHBI U SABASKOTCA
eanHULaMmM NpoayKumMy B OKOHYaTENbHON ynakoBKe. B Takmx cnyyasix KOHTPOSbHbIE U apXMBHble 06pa3Lbl
MOryT paccMaTpMBaTbCS Kak B3anMo3aMeHseMble.

6. (2.2) Y nponssoauTens, uMnopTepa unu Ha NpeanpuaTiu, rae Bbl4aeTcs pa3peLueHme Ha BbiMyCK cepum
(kak ykasaHo B nyHkTax 20 - 25 HacToswero MpunoxeHus), AOMKHbI XPaHUTLCA KOHTPOMbHbIE U (Mnn)
apxuBHble 0bpaslbl KaXdow cepun roToBOW MPOAYKLMKU, a Y NMPOU3BOAUTENS - KOHTPONbHble 06pasubl
KaXX4ON Cepum NCXOOHOrO Cbipbs (UCKMOYEHUs ykasaHbl B nyHkTe 10 HacToswero MpunoxeHns) u (unu)
NPOMEXYTOYHON NpoAyKuun. Ha kakgon npou3BOACTBEHHOW Mnowagke, OCYLECTBASIOWEN YnakoBKY,
AOMKHbl XPaHUTbCA KOHTPOMbHble OOpasubl KaXXOoW Ccepun MepBUYHbIX YMAaKOBOYHbLIX MaTepuarnoB M
neyaTHbIX mMaTepwanoB. [JonyckaeTca BKM4YaTb NneyaTHble Matepuarnbl B COCTaB KOHTPOMbHbIX U (M)
apXxMBHbIX 06pasL OB rOTOBOW NPOAYKLIMM.

7. (2.3) KoHTpomnbHble u (unn) apxuBHble OOpasLbl XapakTepusyloT CEepuilo roTOBOW NPOAYKUMW WK
NCXOAHbIX CbIpbS U MaTepunaros, ABNSATCHA NPUNOXKEHNEM K OCbe Ha CEepui0 U MOryT ObiTb OLEHEeHbI, B
YacCTHOCTW, B Crnyvae MpeabsaABNeHUs NPeTeH3WW K KayecTBYy NEeKapCTBEHHOro npenapaTta, NpoBepKu
COOTBETCTBMA TPeOOBaHNSAM, YCTAHOBMIEHHBLIM NPU rOCy4apCTBEHHOWN pernctpaumm, NpoBEePKU MapKNPOBKY
W ynakoBKW MNU MpU MPOBEpPKE YNOMHOMOYEHHbIM defepanbHbiM OpraHoOM WCMONHUTENbHOM BAacTu
(vHCnekumen).

8. (2.4) Heobxoanmo BecTtu 3anucu ana obecneyeHms npocnexumBaemMocTn obpasuos. 3annucu AOIMKHbI
ObITb JOCTYMHbI YNOTHOMOYEHHbIM deaepanbHbIM OpraHaM UCMNONMHUTENbHOW BacTu.

. AJIMTENTIbHOCTb XPAHEHWA (3)

9. (3.1) KoHTponbHble 1 apxXuBHbIE 0Opa3Lbl K40 CepUn rOTOBON NPoayKLMM HEOBX0ANMO XpaHUTb, MO
KpanHen Mepe, B TEYEHWe cpoka FOOHOCTW CepuMM M OOHOro roda Mocre UCTEYEHUs CpoKa rogHOCTM.
KoHTponbHbIi 0b6pasel AormkeH ObiTb ynakoBaH B €ro NepBMYHYO ynakoBky. B cnyvae ecnu nepBuyHas
ynakoBka sBMsieTCA O4YeHb OOMbLION, KOHTPOINbHbIA OOpasel MoXeT OblTb ynakoBaH B YMaKOBKY,
COCTOSILLLYIO M3 TOrO XXe maTtepuana, 4To 1 NepB1MYHas ynakoBKa, B KOTOPOW BbIMYCKAETCS NIEKapCTBEHHbIN
npenapaT. COOTBETCTBYOLLMNE YKa3aHUSA B OTHOLLEHUN UMMOPTUPYEMBbIX JIEKAPCTBEHHbIX NpenapaToB Ans
BETEPMHAPHOrO MPUMEHEHUS KPOME MMMYHOOMOMOrMYECKUX NEKAPCTBEHHbIX NPenapaToB NpMBoAATCA B
nyHkTax 5 - 6 MNMpunoxeHua N 4 k HacToAwmM [NMpasunam.

10. (3.2) O6pasubl UCXOOHOTO Cbipbs (KPOME pacTBOPUTENEWN, ra30B UMM BOAbl, NpeAHas3Ha4YeHHbIX Ans
TEXHOMOrMYECKNX LieNnen) [OOSMKHbl XPaHMTbCA B TEYEHWEe He MeHee [BYX IeT Mocne Bbinycka
nekapCcTBEHHOro npenapara, ecnv bonee AnUTENbHbIA NEpPUO HE NPEeAYyCMOTPEH COOTBETCTBYHOLLUMMU
HOpMaTUBHbLIMM NMpaBoOBbLIMM akTaMu Poccuickon Pegepaumu. YkaszaHHbIN nepnod MOXET ObiTb COKpaLLIEH,
ecnu B cneumdukauum ykasaH 6onee KopoTKuIA Nepmog CTabunbHOCTU Cbipbsi. YNaKkoBOYHbIE MaTepuarnsi
OOMKHbI XpaHUTLCSA B TEYEHWE CPOKa roOHOCTM COOTBETCTBYHOLLENO rOTOBOrO NPOAyKTa.

IV. KOJIMHECTBO KOHTPOJIbHbIX 1 APXUBHbLIX OBEPA3LIOB (4)

11. (4.1) KonnuecTtBO KOHTPOIbHbIX 06pa3sLoB JOMKHO ObiTb 4OCTATOYHBIM A9 NPOBEAEHUSA HE MEHEee YeM
ABYKPATHOrO MOSHOMO aHanMTMYeCKoro KOHTPOMsS cepuv NMPOAYKUUW B COOTBETCTBUM C TPebOBaHUSIMMU,
YCTaHOBMEHHBbIMW MpU FOCyAapCTBEHHOM peructpauun. [Npy HeobXxOAMMOCTM Afs KaAoro Buaa
aHanMTM4YeCKOro KOHTPOIS AOIMKHbI UCMONb30BaTbCHA HEBCKPbIThIE YNAKOBKU. J1t0Oble UCKMI0YEHMS U3 3TOro
TpeboBaHna OoMmkHblI 6biTb 060CHOBaHbLI M COrnacoBaHbl C YNOMHOMOYEHHbIM dheaepanbHbIM OpraHoM
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UCMNOMHMTENBbHOW BNacTu.

12. (4.2) Ecnun HopMmaTMBHbIMUK NPaBOBbIMK akTaMu Poccunckon ®egepaumm ycTtaHOBIEHbl TpeboBaHNs B
OTHOLUEHMN KOMNWYECTBA KOHTPOJSIbHbIX OOpasLoB M apXuBHbIX 0OpasLoB, Takne TpebOBaHUSA OOJIKHbI
cobntogaTbes.

13. (4.3) KoHTponbHble obpasubl JOSMKHbI OblTb NpeacTaBUTENbHLIMU Afs CEPUM UCXOOHOTO CbIpbS,
NMPOMEXYTOYHOW MMM FOTOBOM MPOAYKUMWU, M3 KOTOPOW OHWM oToBpaHbl. [Ana koHTpona Haubonee
KpUTMYECKMX 3TanoB npouecca (B 4YacCTHOCTW, Hayama unM KoHua npouecca) MoryT oTbupartbes
aononHuTenbHble 0bpasubl. Ecnn npouecc ynakoBku cepumn BegeTcs B XoA4e ABYX M bonee oTAenbHbIX
onepauuin No ynakoBKe, TO MOCMNe Kaxaown u3 atux onepauun Heobxoammo otbmpaTb HE MeHee OOHOro
apxuBHoro obpasua. Jliobble uCKMYeHMss U3 3Toro TpeboBaHMs OOMKHbI ObiTb OOGOCHOBaHbLI 1
CornacoBaHbl C COOTBETCTBYOLLMM YNOMHOMOYEHHbBIM hefepanbHbIM OpraHOM UCMOMHUTENBbHOW BNACTW.
14. (4.4) Heobxoanmo obecneunTb, YTOObI B TEYEHWE OOHOro roga Nnocrie UCTEYEHUS CpoKa FOAHOCTU
nocnegHen Npov3Be4eHHOW CEepUM UMENUCh B HanM4Mm Mnm Obinm nerko OCTYNHbl Bce Heobxoanmble
aHanuTM4eckue matepuansl n 06opygoBaHue C Lienbio NPoBeAEHNS BCEX NPUBEAEHHbIX B cneundukaumm
UCMbITaHWA.

V. YCNOBUA XPAHEHNA (5)

15. (5.1) XpaHeHue KOHTPOsibHbIX 06pa3uoB roTOBOW MPOAYKUMM U dapMaueBTU4EeCKux cybcTaHuun
AOMKHO OCYLLECTBMATLCHA B COOTBETCTBUM C TpebOBaHMAMU HOPMATMBHBIX NPaBOBbLIX akToB Poccuinckomn
depepaumm.

16. (5.2) VYcnoBua xpaHeHusi [OOMKHbI COOTBETCTBOBaTb TpeboBaHMAM, YCTAHOBMEHHbIM MpU
rocyAapCTBEHHOW permcTpaunM nNekapCcTBEHHOro cpeacTtBa (Hampumep, XpaHeHue npu MOHUXKEHHON
Temnepartype, ecnv TpebyeTtcs).

V1. COMMALLEHNS (6)

17. (6.1) EcnM nvuo, Ha MMS KOTOPOro BblOAHO PErncTpauuoHHOE YAOCTOBEPEHUE, He SBMAETCS
OLHOBPEMEHHO OPUOMYECKAM TMLIOM, OTBETCTBEHHbIM 3a BbIMYCK cepuu npopykumm B Poccuiickon
depepaumm, 0693aHHOCTL MO OTOOPY M XPaHEHUID KOHTPOSbHBIX U apXMBHbIX 06pa3LoB AomKHA ObITh
ornpegeneHa B cornalleHnn Mexay CTopoHamMu B COOTBETCTBUM C NyHKTamu 237 - 255 HacTosawmx MNMpaswun.
OT0 Takke KacaeTcs crny4vaeB, Korga kakasi-nmbo OeATenbHOCTb MO NPOW3BOACTBY UMK BbIMYCKY cepumn
npoaykuum npoBOAUTCA Ha TOM NPOU3BOACTBEHHOM nNnowagke, KoTopas He NpUHAAnexuT
npon3BOAMTENIO, OTBEYAKOLLEMY 3a Ceputo npoaykuum, obpaiwatrowyoca B Poccuiickon depepaumm.
Mopsgok oTbopa M XpaHEHUSA KOHTPOSbHBbIX U apXMBHbIX 0OpPa3uoB AN KaXOOW NpouM3BOACTBEHHON
nnowagkM, BOBIMEYEHHOW B NPOU3BOACTBO, AOMMKEH OblTb oOnpedeneH B COrMaleHUn Mexay
npon3BoauTENAMM, KOTOPLIM 3TV NPOU3BOACTBEHHbIE MMOLLAAKU NpUHaanexar.

18. (6.2) YnonHoMo4eHHOe nNUUO, KOTOpoe BblAaeT paspelleHne Ha BbINyCK Cepun nekapcTBEHHOro
npenapaTa, OOMMKHO obecneYnTb [OCTYMHOCTb BCEX COOTBETCTBYHOLUMX KOHTPOSIbHBIX W ApPXUBHbIX
06pasLoB B TeYeHME NpuemnemMoro BpeMeHu. Npn HeobxoanmocTy Bce TpeboBaHMA B OTHOLLEHWN TaKoro
OOCTyna yCTaHaBNMBAKTCSA B COrnalleHuu.

19. (6.3) B cnyyae ecnn B nNpoM3BOACTBE [OTOBOM MNpPOAYKUUM 3a4eACTBOBAHbI  HECKOSBbKO
NPON3BOACTBEHHbIX NMOLLAA0K, MPUHALNEXaLUX pasHbIM MPOU3BOANTENSIM, HANUYME CornalleHnun Mexay
YKa3aHHbIMW MPOU3BOAUTENSIMU SIBNISIETCA KMOYEBLIM YCIOBUEM cobnogeHus TpeboBaHuM no otoopy u
MECTY XpaHEHUsI KOHTPOSbHbIX U apXUBHBLIX 0Opas3LoB.

VIl. KOHTPOJIbHbIE OBPAS3LbI. OBLUME MONOXXEHUA (7)

20. (7.1) KoHTponbHble 0Opasubl NpegHasHadeHbl ANS MPOBEAEHWUst aHanusa U OOIMKHbl ObiTb Nerko
AOCTYMHbI Ans nabopatopuv, MMmelowel BanMAUpOBaHHble MEeTOAMKM MNPOBEAEHMS Takoro aHanusa.
O6pa3sLbl NICXOQHOIO Chipbs, UCMOMb3yeMOro B NPOU3BOACTBE NleKapCTBEHHbIX NpenapaToB B Poccuiickon
denepaumm, n obpasLbl FOTOBON MNPOAYKUMM OOIMKHbI XPaHUTLCSA Ha TOW MPOM3BOACTBEHHOMW Nrowagke,
Ha KOTOPOW OCYLLIECTBNSAETCA NPON3BOACTBO rMOTOBbIX NIEKAPCTBEHHbLIX NpenapaTos.

21. (7.2) TNopsgok obpalleHns C KOHTPONbHbIMKW OOpas3uamMy TFOTOBbIX NEeKapCTBEHHbIX CPeacTs,
NpOM3BOAMMbIX B APYrUX CTpaHax:

a) (7.2.1) B cnyyae ecnu mexay Poccunckon ®egepaumert u COOTBETCTBYHOLLMM rOCY4apCTBOM 3aKMOYEHO
cornalwieHne o B3avMHOM MNPU3HAHWUM, KOHTPOrbHblE OBpasubl MOryT oTbMpaTbCs M XPaHUTbLCA Ha TOM
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NPOM3BOACTBEHHOW MNoWafKe, Ha KOTOPOW OCYLLEeCTBMASETCA MNPOM3BOACTBO. OTO [OOJPKHO ObIThb
odopMIeHo cornaweHnem (B COOTBETCTBMM C MyHKTamu 17 - 19 HacTtoswero lMpunoxeHnsa) mexagy
umnopTtepom B Poccuiickon ®egepauum n npom3BogmTenem, HaxogsaLWwmMMCs 3a ee npegenamu;

0) (7.2.2) B cnyyae ecnn Poccuiickas ®depepaunss He MMeeT C COOTBETCTBYHLMM TOCygapCTBOM
cornalleHnsi 0 B3aMMHOM MPU3HaHUKU, KOHTPOJTbHblE 0Opa3Lbl FOTOBOW NPOAYKLUMW OOIMKHBI OTOMpaThCS 1
XpaHUTbLCA Ha NPOM3BOACTBEHHOW nnollagke, pacnonoxeHHow B Poccunckon depepaumm. OTOOpP
0o6pasLoB AOMKEH BbINOMHATECA B COOTBETCTBMM C COrfalleHneM (CornawleHusiMyM) mexagy Bcemu
3anHTepecoBaHHbIMK cTopoHamn. OBpasubl pekoMeHAyeTCs XpaHuTb Tam, rae NPOBOAMIICA KOHTPOSb
NPOAYKUUW NPpU ee BBO3E;

B) (7.2.3) KOHTpOrbHbIE 06pasLbl UCXOAHOIO ChiPbs Y YNAKOBOYHbLIX MaTepuarnoB AOMMKHbI XPaHUTLCH TaMm,
rae OHW NCNOMb30BaNuCh AN NPOU3BOACTBA rOTOBbLIX NIEKAPCTBEHHBLIX NpenapaTos.

VIII. APXVBHBLIE OBPA3LIbl. OBLLUME NMONOXEHNA (8)

22. (8.1) ApxmBHble 06pa3ubl AOMMKHbI NPEACTABNSATb CEPUIO FOTOBbLIX JIEKAPCTBEHHBLIX NPEenapaToB B TOM
BMAE, B KOTOPOM OHW peanuaytotcs B Poccuiickon ®efepanmm n MoryT UCMOfMb30BaThCA ANS KOHTPONS C
uenblo  NoATBEpPXOEHMS COOTBETCTBMSA TpeboBaHMAM, YCTAHOBIEHHbIM NPW  FOCYy4apPCTBEHHON
perncTpaumm, n nHbiM TpeboBaHWUSIM, YCTAaHOBMNEHHbBIM HOPMAaTMBHBIMW MPaBoBbIMK akTamu Poccuickon
depepaummn. ApxumBHble 00pasubl pPEeKOMEHAYEeTCA XpaHWUTb Ha Nrowagke, Ha KOTOPOM Haxoautcd
YNOMHOMOYEHHOE NKLIO, BblaBLlee paspeLleHne Ha BbIMyCK NPOLYKLMM.

23. (8.2) B cootBeTcTBUM C NYHKTOM 22 HacToswwero MNpunoxeHus B criydyae ecnv umeeTcs AencTByoLlee
cornawleHne o B3auMMHOM TMpPU3HAHUM W  KOHTPOSbHblE 00pasubl XPaHATCA Yy MNpou3BoauTENS,
Haxogsiweroca 3a npegenamu Poccuickon ®epepaummn (nognyHKT "a" nyHkta 21 HacToswero
MpunoxeHus), oTAenbHblE apXMBHbIE 0Opa3ubl 4OIMKHBI XpaHUTbCS B Poccuiickon ®egepauun.

24. (8.3) ApxuBHble 06pasLbl JOMKHbI HAXOAMUTBLCS Ha NPOU3BOACTBEHHONM NNoLiafKe, NpuHagnexallen
NpOn3BOAMNTENIO, UMEIOLLIEMY NULIEH3MIO HA MPON3BOACTBO JIEKAapCTBEHHbBIX CPEACTB, U OblTb 4OCTYNHLIMM
ANst yNONIHOMOYEHHOTro doejeparibHOro opraHa UCNOMNHUTENBHOWN BriacTu.

25. (8.4) Ecnn B nocrnegoBaTenbHOCTH "BBO3 - NPOLIECC YNAKOBKU - KOHTPOIb - BbIMYCK cepuun” y4acTByeT
bonee ogHoro npoussogutens B npegenax Poccuiickon ®enepauumn, To OTBETCTBEHHOCTb 3a O0T6Op U
XpaHeHue apxuBHbIX 06pa3uoB AOMKHA ObiTh ONpeaeneHa cornaweHnem (CornalleHnsaMm) mexay BceMmu
Yy4acTBYHOLLUMM CTOPOHAMMU.

IX. KOHTPOJIbHBIE N APXVBHBIE OBPA3LIbI MPOOYKLINN,
MMNOPTUPYEMOW (PEAITM3YEMOW) HECKOJTbKMMW OPIAHU3ALIMAMUN
OornToBOW TOPIOBJIN NEKAPCTBEHHBLIMW CPEACTBAMW (9)

26. (9.1) Ecnu BTOpMYHYIO ynakoBKy fieKapCTBEHHOTO Npenaparta He BCKPbIBAOT, TO HEOOX0OUMO XpaHUTb
TONMbKO WUCMOMb3yeMbI  YNAKOBOYHBLIA Matepuan, MOCKOMNbKY PUCK MNepenyTbiBaHWsA  MpoayKuun
He3HayMTeneH Unn oTCyTCTBYET.

27. (9.2) Ecnu BTOpPUYHYIO YMaKoBKY BCKPbIBAKOT, Hanpumep, Ans 3aMeHbl KapTOHHOW Navku unuv
WHCTPYKUUN MO NPUMEHEHNIO, TO HE06X0AMMO 0TOMpaTb OAMH apxMBHbIN obpasel AN Kakgow onepaumm
npouecca ynakoBKW, Tak Kak CyLLLeCTBYeT pUCK NepenyTbiBaHWUS NPogyKumnM B NpoLecce ynakoBku. [JomkeH
ObITb MpegycMOTpeH NOpsAoK, NOo3BonsAWwuin BbICTPO onpeaenvTb BWHOBHOMO B NepenyTbiBaHWK
(nponsBoauTEnb MMM OpraHn3auns ONTOBOW TOProBfM NeKapCTBEHHbIMM CpeacTBaMm), Tak Kak OT 3TOro
3aBMCUT 06beM OT3bIBaEMOW NPOSYKLNN.

X. KOHTPOIJbHbIE N APXVBHBIE OBPA3LbI B CITYYAE JIMKBUOALINA
MPON3BOAUTENA (10)

28. (10.1) lNMocne nukBupaLMm NPOU3BOAMTENS U MpekpalleHus (B pesynbTaTe aHHyNnuMpoBaHUS Unu
UCTEYEHUs CpoKa OEeVCTBUSA) NULEH3NU Ha MPOU3BOACTBO JIEKApPCTBEHHBLIX CPeACTB B MpoJaxe MOXeT
ocTatbCA OONbLIOE KONMMYECTBO CEpUA MPOU3BEOEHHbIX 3TMM MPOU3BOOAUTENEM FleKapCTBEHHbIX
npenapaToB C HEMCTEKLWMNM CPOKOM rogHOCTU. [1ng ocTalowmuxcs Ha pbiHKE Cepuii NPOM3BOAUTENb AOIMKEH
3aKMYNTbL OOrOBOPbI MO Mepefadve KOHTPOMbHBIX M apxMBHbIX 00pasUoB (a Takke COOTBETCTBYHOLLEN
AOKYMEHTaLmK, Kacatowemncs HacToawmx NpaBun) Ha XxpaHeHue B npegHa3HayvyeHHoe AN 3TOro MecTo.
MponssoauTenb AOMKEH NpeacTaBmThb B YNOSTHOMOYEHHbIV heaepanbHbIN OpraH UCMOMHUTESNBHOW BRacTu
AoKa3aTenbCTBO TOro, YTO MPUHATLI OCTAaTOYHbIE Mepbl MO XpaHeHuto, a obpasubl, ecnu Heobxoanmo,
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MOTyT ObITb NErKOAOCTYMNHbI AN MPOBEAEHNSI OLEHKU 1 aHanun3a.

29. (10.2) Ecnn npon3BoaunTenb HE MOXET NPEANPUHATL YKasdaHHble Mephbl, TO BbINONTHEHNE HEOOXOANMBbIX
AecTBUA MoxeT ObiTb nepegaHo Apyromy npoussoguTento. JvMuo, Ha WMs KOTOPOro BblgaHO
perucTpaumnoHHOe YOOCTOBEpEeHME, HeCeT OTBETCTBEHHOCTb 3a TaKkylo nepegady yHKkumi un 3a
npeactaBneHne Bcel Heobxogumow MHopmMauun  yNnonHOMOYEHHOMY hedepanbHOMY — OpraHy
WCNONMHUTENBHOM BRacTu. Jlnuo, Ha MMA KOTOPOro BblAAHO perncTpauuoHHOe yOOCTOBEPEHUE, OOIMKHO
cornacoBaTb C YNONMHOMOYEHHbIM befeparbHbIM OpraHOM UCMONTHUTENBHOW BNAcT! JOCTAaTOMHOCTbL Mep
Mo XpaHEeHUIO KOHTPOSbHbIX U apXUBHbIX 0Opas3LoB.

30. (10.3) Omn TpeboBaHMA pacnpOCTPaHAKTCA Takke Ha crnyyan nukesMaauMm npoM3BOACTBA,
HaxopgsLeroca 3a npegenamu Poccuinckon ®epepaunn. B atom criydyae mmnopTep HeceT OTBETCTBEHHOCTb
3a obecneyeHne TOro, 4TO YKa3aHHble [JOrOBOPblI XPaHEHUS1 3akMNio4YeHbl UM cornacoBaHue C
YMONTHOMOYEHHbIM hefepanbHbIM OpraHoM MCNOSHUTENBHOWM BracTu NPOBEAEHO.
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