3apeructpmposaHo B MuHtocte Poccum 10 ceHTabpa 2013 r. N 29938

MWHUCTEPCTBO NPOMBbILLUNEHHOCTU U TOPTOB/IN POCCUMCKOW ®ELQEPALUN

NMPUKA3
oT 14 uioHa 2013 r. N 916

Ob YTBEPXAEHNU NPABUN
OPrAHM3ALUN NPOU3BOACTBA N KOHTPO/IA KAYECTBA
NEKAPCTBEHHbIX CPEACTB

B cooTtBeTcTBMM € YacTbio 1 cTaThu 45 PepepanbHOro 3akoHa ot 12 anpena 2010 r. N 61-93 "06
obpalLeHmn nekapcTBeHHbIx cpeacTs” (CobpaHme 3akoHoaaTenbcTBa Poccuiickont deaepauymm, 2010, N
16, cr. 1815, N 26, cr. 3446) n nognyHktom 5.2.18.31 nyHkTa 5 Monoxkenns o MuHUCTepcTBE
NPOMbILWAEHHOCTM UM ToproBauM Poccuiickon ®depgepaumn, yYTBEPKAEHHOIO  MOCTAHOB/EHMEM
MpasuTtenbctsa Poccuiickon depepaumm ot 5 mioHs 2008 r. N 438 (CobpaHue 3aKoHOZaTeNbCTBA
Poccuitckoin ®epepaumm, 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, cT. 960, N 26, cT. 3350, N 31, c1. 4251, N 35,
cT. 4574, N 45, c1. 5854; 2011, N 43, c1. 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), np1KasbiBato:

1. YtBepauTb npunaraemble [lpaBuaa opraHMsauMm MPOM3BOACTBA M KOHTPOAA KadecTBa
NIeKapCTBEHHbIX CPeacTs.

2. KoHTpOAb 33 UCNONHEHMEM HACTOALLEro NPMKasa oCcTaBAso 32 COOOMN.

MuHucTp
0.B.MAHTYPOB

YTBEpKAeHbI
npunkasom MuHnpomtopra Poccumn
oT 14 noHAa 2013 r. N 916

NPABUNA
OPrAHM3ALUN NPOU3BOACTBA N KOHTPO/1A1 KAYECTBA
NNEKAPCTBEHHbIX CPEACTB

|. OBLLME NOJTOXKEHUA

1. MNpaBuaa opraHM3aLmMmn NPOU3BOACTBA U KOHTPOAA KayecTBa NeKapCTBEHHbIX CpeacTs (aanee -
Mpasuna) ycraHasauMsaloT TpeboBaHMA K OpraHM3auMM NPOU3BOACTBA M KOHTPO/A KayecTsa
JIeKapCTBEHHbIX CPeACTB ANA MeAULIMHCKOro NPUMEHEHUA U BETEPUHAPHOIO MPUMEHEHMUS.

2. MpaBnna pacnpocTPaHAIOTCA Ha BCE BUAbl JIEKapCTBEHHbIX CPEACTB W yCTaHaBAMBaOT oblune
TpeboBaHUA K opraHM3aLnmn X NPON3BOACTBA U KOHTPOA KauyecTBa, a TaKKe crneuunanbHble TpeboBaHus
K OpraHu3auumn NpoM3BOACTBA OTAENbHbIX BUAOB IeKapCTBEHHbIX CPeaCTB.

3. Hactoswue MpaBuna He pacnpoCcTPaHAIOTCA Ha BOMPOChI OXpaHbl TPyAa NepcoHana, 3aHATOro B
npoussoAcTBe, Ha obecneyeHMe NPOMbIWNEHHOW 6e30nacHOCTM, NOXapHoi 6e3onacHocTy,
B3pblBOOE30MACHOCTU, XMMMYECKON 6e30MacHOCTN, CaHUTAPHO-TUTMEHNYECKOM 6e30MacHOCTM U UHOM
6e30MacHOCTM NpWU NPOU3BOACTBE JIEKAPCTBEHHbIX CPEACTB, a TaK¥Ke He 3aTparnsaloT BOMNPOCbl OXpaHbl
OKpyXatowei cpeapl. MpUHATHE HEOBXOAUMbIX Mep B YKa3aHHbIX C/ly4Yasax ABAAETCA HENOCPeACTBEHHOM



0653aHHOCTbIO NpOM3BOAMTENS B COOTBETCTBMM C HOPMATMBHbIMM MPABOBbIMW akTamu PoccuicKom
depepaunn.

II. TEPMWHbI 1 OMPEAENEHUNA

4. Ana uenew HacToAwMmx MNpaBua CNONb3YIOTCA CaeayolMe OCHOBHbIE NOHATUA:

6annoH - KOHTelHep O00blMHO UMAUHAPUYECKOoM ¢GopMbl, NPUCNOCOBNEHHbIM AN CXaToro,
CXKMMKEHHOTO WM PacTBOPEHHOro ras3a, OCHAWeHHbIM npucnocobiieHnem gasa  pPeryinpoBKu
CMOHTAHHOrO BbITEKAHMA rasa Npu atTmochepHOM AaBAeHUN U KOMHATHOM TemnepaTtype;

bMonorMyeckme areHTbl - MWUKPOOPraHM3Mbl, BK/OYAA MONYYeHHble MeTo4aMK TeHHOM
WHXXEHePUU, KNETOUHbIE KYbTYPbl U 3HAOMNAPa3nTbl, KaK NaTOreHHble, TaK U HENATOrEHHbIE;

61opeaKkTop - 3aKpbITaa cuCTeMa, Takas Kak GepmMeHTep, B KOTOPYH BBOAAT OGMONOrMyeckue
areHTbl Hapagy C APYrMM CbipbeM TakMm 06pasom, YTo 3TO MPUMBOAMUT K UX PA3SMHOMEHUIO MU K
NPOAYLUMPOBAHUIO UMW APYrMX BELLECTB MyTem B3aMMOAENCTBMA C APYrMM cbipbeM. BuopeaKkTopbl
06bI4HO CHabXKeHbl Peryanpyowmmmn 1 KOHTPOMPYIOWUMN NpMbopamu, a TakKe npucnocobieHnamm
ana nobaBneHns n yaaneHua BeLLecTs;

Ba/MAaUMA - AOKYMEHTaNbHO 0pOPMAEHHbIE AENCTBUA, AAOLME BbICOKYIO CTENeHb YBEPEHHOCTHU
B TOM, YTO METOAMKa, npouecc, obopyaoBaHWe, maTepuan, onepauma WM CUCTEMA COOTBETCTBYHOT
33afaHHbIM TpebOoBaHMAM M UX MUCNOAb30BaHME OyaeT MNOCTOAHHO NPUMBOAMTL K pe3yabTaTam,
COOTBETCTBYHOLLMM 3apaHee YCTAaHOBAEHHbIM KPUTEPUAM NPUEMIEMOCTH;

BO3BpPAT - BO3BPAT IEKAPCTBEHHOIO CPeACTBa €ro NPOM3BOAUTESIO U MOCTABLLMKY;

BO34YLIHbIMA W03 - OrpaHMYEeHHOE MPOCTPAHCTBO C ABYMA WU HECKOJbKMMW ABEPAMMU,
pacrnosioXeHHOe MeXa4y ABYMA WAW HECKONbKMMU MOMELLEHUAMMW, HAMPUMEpP, PasHbIX KNaccos
YUCTOTbI, NpeAHasHaYeHHoe ANA pasfesieHua BO3AYLWHbIX cpesg MOMELLEHUIA NPU BXOAE B HUX U
Mcnosib3yeMoe KaK gas nepexoga nepcoHana, Tak U gns nepemelLeHms MmaTepuanos;

BbICOKO aKTUBHble BELLECTBA - XMMMUYECKME COeAMHEHMA, OKasblBaloWwuMe BO3LENCTBME Ha
OpraHM3m 4YeNoBEeKa B HU3KUX KOHLEHTPaLMAX;

BbICOKO aKTUBHble JIEKAapCTBEHHble CpeacTBa - JIEKApCTBEHHble CpPeacTBa, Jatolime
dapmaKkonornyeckmii adpPeKT B HU3KUX A03ax (KOHLEHTpaUUaX);

rotoBas Npoaykums (roTosbl NPOAYKT) - NeKAPCTBEHHbIN NpenapaT, KOTopbIM NpoLles Bce cCTagum
TEXHONOIMMYECKOro NPOLLECCA, BK/HOYAA OKOHYATE/IbHYO YAKOBKY;

3anNUCb - AOKYMEHT, OUKCUPYIOWMIA BbINONHEHWE PA3/IMYHbBIX AEACTBUI ANA [0KA3aTeNbCTBa
COOTBETCTBUA UHCTPYKLUAM;

M30/IMPOBaHHAA 30Ha - 30Ha, 060pPyA0BaHHAA COOTBETCTBYHOWMMM GUNBTPAMMU U YCTPOMUCTBAMM
NoAroTOBKM BO34yxa AN NpefoTBpPalleHMA KOHTAaMMHALMKM  BHELUHEM OKpyrKalowein cpesbl
6MONOTMYECKMMM areHTamu, NPUCYTCTBYIOLLMMM B STON 30HE;

N30/1AUMA - AENCTBMA NO OrpaHUYEHMUIO PACcNPOCTPaHEHUA BUONOrMYECKMX areHToB WAWU ApYrux
KOHTaMMHAHTOB 3a Npeae/bl onpeneieHHOro NPOCTPaHCTBa;

N30/1AUMA BTOPUYHAA - CUCTEMA U30AALMUK, NPeOTBPaLLAOLLAA NPOHMKHOBEHME BUMOIOTNYECKOro
areHTa BO BHELIHIO OKPYXKaloLWy cpeay WAM B Apyrue paboume 30HbI, 4YTO A[OCTUraeTcA
MCMNO/Ib30BaHMEM TMOMELLEHUIA CO CMeuManbHbIMWU  CUCTEMAMM MOALTOTOBKU BO3A4yXa, Ha/MYMEM
BO34YLIHbIX LWJ/O30B W (MAKM) CTepuansaTopoB g/a Mepefayn MaTepuanoB HapyXKy Hapagy c
npoueaypamn 6e3onacHoro BegeHus npouecca. Bo MHOMMX ciayyasx Mcnonb3yeTcs A4 MNOBbIWEHMUs
3pPeKTMBHOCTN NEePBUYHON U301ALMUN;

N30/1AUMA NEePBUYHAA - CUCTEMA M30ASLMK, NPEAOTBPALLAOWAA MPOHMKHOBEHME BUONOrMYECKOTO
areHTa B OKpY’Katlowylo cpedy, HenocpencTBEHHO Npueratowyo K pabouyelt 30He, YTO AOCTUraeTcs
nocpeacTBOM MCMNONb30BAHMA 3aKPbITbIX KOHTEelHepoB wWAM 60OKcoB ana 6HesonacHoro BeaeHUs
6uonornyecknx paboT Hapagy ¢ npoueaypammn 6e3onacHoro BegeHus npoLecca;

MHOULMPOBAHHDIN - 3aPa*KeHHbIN NOCTOPOHHUMM BUONOTMYECKMMM areHTamMK1 U, CNeaoBaTesbHoO,
CNOCOB6HbINM K pacnpocTpaHeHuto MHeKunuy;

NUCcXoaHoe cbipbe - oblee NOHATUE, UCNOAb3yemoe A1A 0D03HAYEHMA UCXOAHbIX MaTepuanos,
PEeaKTMBOB W pacTBOpUTENEN, NpefHa3HAYeHHbIX 417 MPOM3BOACTBA NPOMENKYTOYHON NPOAYKLMM UK
dapmaLeBTMYECKON CybCTaHUMK;

KanMbpoBKa - AEMOHCTPALMA TOrO, YTO KOHKPETHbIA NPUBOP MM YCTPOUCTBO AAET pe3ynbTaThbl B



YCTaHOB/IEHHbIX Npeaenax Nno CPaBHEHWIO C pesyabTaTamu, MNOJAy4aeMbiIMM MPU  MUCNOJIb30BAHUMU
CTaHgapTHoro obpasua WAM COMOCTaBMMOrO €O CTaHgapTom obpasua Anbo 3TasioHa BO BCEM
COOTBETCTBYHOLLEM AMaANa3oHe U3MEPEHUI;

KapaHTMH - CTaTyC WMCXOAHOTO  CbiPpbsi, YMaKOBOYHbLIX MaTepuanos, MPOMEKYTOYHOM,
HepacdacoBaHHON MU FOTOBOM NPOAYKLUMN, U30/IMPOBAHHbIX GUINYECKU UK APYTMMKN 3OPEKTUBHBIMM
cnocobamu, 4o NPUHATUA peweHnsa 06 nx o400PeHNU NN OTKIOHEHUMU;

KBannduKaLma - 4eCTBUA, Y40CTOBEPAIOLMNE U NOATBEPKAAIOLWME AOKYMEHTA/IbHO TOT PaKT, YTo
0bopyaoBaHME WAM BCMOMOraTeslbHble CUCTEMbl CMOHTMPOBAHbI LO/MKHbIM 006pPa3omM, MNPaBUALHO
OYHKUMOHUPYIOT M AEUCTBUTENIbHO NPUBOAAT K OXMAaembim pesynbtatam. [oHaTve "Banngaums”
ABAneTca 6onee WNMPOKUM U MHOTAA BKAtOYaeT B cebs noHaTue "kBanmdukaums";

KNEeTOYHaA KyAbTypa - KNeTOYHaA Macca, NosyYeHHas B pe3y/ibTaTe BblPaLLMBAHMA in Vitro KNeTok,
N30/IMPOBAHHbIX OT MHOTOKNETOYHbIX OPraHU3MOB;

KONNIEKTOP - YCTPOMCTBO MAM 0bopyaoBaHMe, NpefHa3HAYeHHOe A/A OAHOMO WAWM HECKObKMX
6annoHoB (KOHTEMHEpPOB) WM MO3BOAAKOLLEE OLHOBPEMEHHO OYUCTUTb U HAMOAHUTbL rasom 6GanoH
(KoHTelHEep);

KOMNbIOTEPU3NPOBAHHAA CUCTEMA - MPOLLECC WKW onepaums, obbegMHeHHas B OAHO uenoe C
KOMMbIOTEPHOW CUCTEMOM, BKIOYAIOLWEN BBOJA [aHHbIX, WX 3NEKTPOHHYL0 06paboTKy M Bblgauvy
MHbOPMALUKN, MUCNONb3YEMON ANA AOKYMEHTaNbHOro O0OpPMAEHUA U (MAKM) ANA aBTOMATUYECKOro
ynpasneHus;

KOHTPOAMPYEMAna 30Ha - 30Ha, MOCTPOEHHAA M 3KCMIyaTMpyemasa Takmm obpasom, 4TO6bI
KOHTPO/IMPOBATb  BO3MOMHYIO ~ KOHTaMMHALMIO M C/Ay4allHOe  pacnpoOCTpaHeHWe  KUBbIX
MWKPOOPraHM3MOB, KOTOpasA 3KCM/AyaTUpPyeTCcs NpuU OTPUMLATE/NIbHOM [3AB/IEHUMM MO OTHOWEHMUIO K
CMEXKHbIM KaccMPULMPOBAHHBIM MOMELLEHMAM M NO3BOAAET 3IPPEKTUBHO YCTPAHATL HE3HAYUTE IbHbIE
KOJIMYECTBA HaXO4ALLMXCA B BO3AYXEe UCTOYHMKOB KOHTAMMHALUMK, NPWU 3TOM CTEMEHb OCYLLLECTBAEMOro
KOHTPOIS 3aBMCUT OT BMAA MUKPOOPraHM3Ma, UCMOb3yeMOro B NpoLecce;

KOHTPO/b B MpoLLecce Npou3BoacTBa (BHYTPUNPOMU3BOACTBEHHbIA KOHTPO/Ib, MEXKOMepaLMOHHbIN
KOHTPO/Ib) - KOHTPOJIb, BbIMNOJHAEMbI B XO4e TEXHO/IOrMYECKOro npouecca C Le/blo MPOBEpPKM
COOTBETCTBUSA MPOMENKYTOYHOM MpPOoAyKUMM U (MAM) NpoAyKUMM 3afaHHbIM TpeboBaHWsAM, MO
pe3ynbTaTam KOTOPOro MOKET BbIMONHATLCA KOPPEKTUPOBKA NapaMeTpoB TEXHO/IOMMYECKOro npoLiecca.
KOHTpo/Nb COCTOAHMA OKpyXKatlowen cpedbl MaM obopyaoBaHMA pPacCMaTPUBAETCA KaK 31eMeHT
KOHTPOAA B NpoLecce NPpoM3BOACTBA;

KOHTPO/Ib KayecTBa - KOHTPO/Ib KayecTBa BK/OYaeT B cebs oT6op nNpob, nposeseHUEe UCMIbITAaHWUN,
NPOBEPKM Ha COOTBETCTBME TPebOBaHUAM cneumouKaumii, a TaKxe npoueaypbl OpraHu3auumu,
OOKYMEHTUPOBAHMA M BblAAYMN Pa3peLleHna Ha BbIMyCK;

KPUOTEHHbI COCYA, - cocya, NPeAHa3sHAYeHHbIN ANA XPAaHEHUA CHKUKEHHOTO ra3a Npu CBEPXHU3KUX
Temnepartypax;

NIeKapCTBEHHOE pacTeHWe - Lesloe pacTeHWe WUAM ero 4acTu, MUCNojb3yemble B MeAUUMHCKUX
uenax;

JIeKapCTBEHHbIE CPEACTBA - BELWECTBA MAM UX KOMOUHALMW, BCTYNAlOLLME B KOHTAKT C OPraHU3MOM
YyenoBeKa WM }KMBOTHOTO, MPOHMUKAIOWME B OPraHbl, TKAHW OpraHM3Ma YesoBeKa WA }KUBOTHOFO,
npumeHsiemble 41a NPOOUNAKTUKM, AMArHOCTUKM (33 UCKAOYEHUEM BELLECTB UAM UX KOMOMHAUMI, He
KOHTAKTMPYIOLWMX C OPraHM3MOM Ye/IOBEKa WM UBOTHOTO), /ledyeHns 3aboseBaHusA, peabunutauum,
ONA COXpaHeHWsa, NpeaoTBpalLEeHMA NN NpepbiBaHUA BEPeMEHHOCTU U NOJIyYeHHbIe U3 KPOBM, NiasMbl
KPOBM, M3 OpraHOB, TKAHElM OpPraHM3ma 4YesioBeKa WK KMBOTHOFO, PacTeHUI, MUHEepPanoB MeToLamMM
CUHTE3a MU C NPUMEHEHMEM BMONOTMYECKUX TEXHONOTUI. K NeKapCcTBEHHbIM CpeacTBamM OTHOCATCA
dbapmaueBTMUecKMe CybCTaHUMKN U NeKapCTBEHHbIE Npenapatbl <*>;

<*> NMyHKT 1 cTaTb 4 PepepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-03 "O6 obpauieHUm
NeKapcTeeHHbIx cpeacTs” (CobpaHune 3akoHoaaTensbcTea Poccuiickon deaepaumum, 2010, N 16, cT. 1815).

NIeKapCTBEHHbIN PACcTUTE/IbHbIM NpenapaTt - JIeKapCTBEHHbIV npenapaTt, NPOW3BEeLEHHbIH WK
M3roTOB/IEHHbIN U3 O4HOIO BUAA NEKAPCTBEHHOMO PACTUTENLHOTO CbiPbA UM HECKOIbKMX BUAO0B TaKOro
CbipbA U peanmsyemblil B pachpacoBaHHOM BMAE BO BTOPMUYHOM (NOTpebuntenbCcKon) ynakoBke <*>;




<*> MyHKT 14 ctatbn 4 depepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-93 "0O6 obpalleHuUn
NeKapcTeeHHbIx cpeacTs” (CobpaHue 3akoHoaaTenbcTBa Poccuiickoit depepaunu, 2010, N 16, cT. 1815).

MaTepuanbHblii HanaHC - COOTHOWEHME MeXAy KOJMYECTBOM MNPOAYKLUMU MAM MaTepuasos,
KOTOpOE TEeopeTMYEeCKM MOMKET MWCNOo/b30BaTbCA B MNPOM3BOACTBE M MNOJY4aTbCA B pesy/braTte
Npou3BOACTBA, M KOJAMYECTBOM MPOAYKUMM MUAM MaTepuanoB, (aKTUYECKM WCMONb30BaHHbIM B
npousBoacTBe U GAKTUYECKM MONAYYeHHbIM B pes3y/bTaTe MNpPOM3BOACTBA, C YYETOM AOMYyCTUMbIX
OTKNOHEHUN;

HepacdacoBaHHas NpoAyKUMs - Aobas NpPoAyKums, Npoluesllan BCe CTaauun TEXHONOrMYECKOro
npoLecca, 3a UCKIOYeHMEM NOTPEeBUTENbCKOM YNaKOBKY;

HoMep cepuu (Homep MapTMKU) - yHUKanbHasa KombuHauma umndp, 6ykKB M (Man) cumBonos,
KOTOpble UAEHTUOULMPYIOT ceputo (MapTMIO) M Ha OCHOBAHMM KOTOPbIX MOXKHO NPOCAEANTb UCTOPULO ee
npou3BoAcTBa M peanusauuun. Mpu NpPUCBOEHMM HOMEpPA CepuUM UCMONb3YHTCA apabckue umnodpbl,
nocnegHue Yetbipe umdpbl B HOMepe cepun 0603HaYalOT MecsAL, U rof, U3roTOBAEHUA NEKAPCTBEHHOTO
cpeacTsa;

nepeKkpecTHas KOHTaMWHALMA - 3arpsisHEHWE WCXOAHOrO Cbipbs, MaTepuana WaAM NpoayKLuMu
APYTMM UCXOAHbBIM CbIPbeM, MATEPUAZIOM UAW NPOAYKUNEN;

nosTopHaa o6paboTKka - nNoBTOpHas 06paboTKa cepuuM WMAM 4YacTU Ccepun NPOAYKUMM, He
COOTBETCTBYIOLWLEN 3afaHHbIM TpeboBaHMAM, HauyMHAA C ONpeaeNeHHOW CcTaguMuM NpousBoACTBa -
BBELEHME MPOMENKYTOYHON NPOAYKUMM UMAM  dapmaLeBTUYEeCKON cybCcTaHLMM, BKAOYaA He
COOTBETCTBYIOLLYIO CTaHAApTaM uanm cneumduKaumm, B Npouecc NpousBoAcTBa M NOBTOPEHWE 3Tana
KPUCTANNU3ALUN UAN APYTUX XMMUYECKUX UAN DUIMYECKMX MAHUNYAAUMIK (Hanpumep, ANCTUAAAUMS,
dunbTpauma, xpomaTtorpadpupoBaHmMe, M3IMeNbYEHUE), KOTOpble ABAAIOTCA CTaAMEN YCTAHOBJ/IEHHOTO
NpPOu3BOACTBEHHOrO npotecca. NpoaoKeHne ocywecTBAeHNa CTagun NPOU3BOACTBEHHOIO Npouecca
nocne TOro, Kak KOHTPOJ/Ib B MpoLLecce NPOM3BOACTBA MOKasas, YTO CTagus He 3aBeplleHa, cYuTaeTcs
YyacTblo 06bIYHOMO NpoLiecca, a He NOBTOPHOM 06paboTKoi;

NMOBTOPHOE MCMNO/b30BaHME - BBeAEHWE NPOU3BEAEHHOW paHee Cepuu NpoayKuuu Tpebyemoro
KayecTBa (MM ee YacTu) B APYryto CepUto NPOAYKLMN Ha onpeaeneHHon cTagum NpousBoACTBa;

noceBHas KyabTypa:

CUCTEMA MOCEBHOWM Ky/bTypbl - CUCTEMA, B COOTBETCTBUM C KOTOPOW Noc/iefoBaTeslbHble Cepum
NPOAYKLMM NPOU3BOAAT W3 OLHOW M TOW e [aBHOM MNOCEBHOW KyAbTypbl MpU OnNpeseneHHOM
KoamnyecTse nepecesos (naccaxen). Ana 06bl4HOro NPon3BoACTBa Pabouyto NOCEBHYIO KYNbTypy FOTOBAT
M3 TNaBHOM MOCEBHOM KynbTypbl. Mcxoaa m3 TpeboBaHMI 6GesonacHOCTM U 3PPEeKTUBHOCTU Npu
Npou3BOACTBE FOTOBOM MPOAYKLMKM, KOTOPYH NOYYatoT U3 paboyeit NOCEBHOM KyAbTypbl, HE AOKHO
MCNoNb30BaTbCA HO/bLUEe KONMYECTBO MacCayKel M3 r1aBHOM NOCEBHOM KyNbTypbl, YemM A1A BAKLMHbI,
npoweaLwen KNMHUYECKMe uccnefoBaHmaA. MponcxorKaeHme n KOAMYecTBO Naccaxem rnaBHoM NOCeBHOWM
KyNbTYpbl 1 paboyelt NoceBHOM KyNbTypbl fOMKHbI ObITb 0GOPMIEHbI JOKYMEHTANbHO;

rnaBHaA MOCEBHAA KyNbTypa - Ky/bTypa MUKPOOPraHM3MOB, pacnpeneneHHas M3 oaHoro obbema
MOCEBHOM KyNbTypbl B €MKOCTU B MpoLecce O4HOM onepauuu Takmm obpasom, 4YTobbl obecneynTb
OZHOPOAHOCTb, NPeAOoTBPATUTb KOHTAMMHALMIO U rapaHTUMPOBaATb CTabuabHOCTb. [NaBHYO NOCEBHYIO
KyAbTYpy B XWAKOM Buae o0OblYHO XpaHAT npu Temnepatype muHyc 70 °C wmaM HUKe, B
AmodnansMpoBaHHOM BUAE - NPU M3BECTHOM TemnepaType, obecneymsatoweit CTabuabHOCTb;

paboyas MoceBHaa Ky/lbTypa - Ky/JbTypa MMKPOOPraHW3MOB, NMOJyYeHHas M3 r1aBHOM MOCEBHOM
KyAbTypbl M npegHasHayeHHas ANs MCMOMb30BaHUA B MpPouM3BoAcTBe. Pabouylo MOCeBHYLO KynbTypy
pacnpefensitoT B @MKOCTU U XPaHAT, KaKk OMMCAHO Bbllle A4S INaBHbIX NOCEBHbIX Ky/bTyp;

NpoAyKLMA - NPOMEKYTOYHAsA, HepachacoBaHHaA M roToBan NPOAYKUMS;

npousBogMTeNb - MPOU3BOAUTE/Nb NIEKAPCTBEHHbIX CPEACTB - OPraHW3auumsa, OCyLLeCTBAAOLWAn
NPOM3BOACTBO /IEKAPCTBEHHbIX CPEeACTB B COOTBETCTBUM C TpeboBaHMAMM PeaepasibHOro 3aKoHa ot 12
anpensa 2010 r. N 61-®3 "0O6 obpalieHnn NekapCTBEHHbIX cpeacTB <*>;

<*> CobpaHue 3akoHoaaTenbcTBa Poccuiickon ®eaepauymm, 2010, N 16, cT. 1815.

nponssoacTteo - OeATENbHOCTb NO NPOU3BOACTBY JN1IEKAPCTBEHHbIX CpeAacTs, OpraHM3auuaAmun -
npounssogunTenamm J1€eKapCTBeHHbIX CpeAacTB Ha O,CI,HOVI CTagunn, HEeCKOJIbKMX wunn BCeX CTaaumAax



TEXHONOIMMYECKOro NPOLLECCa, a TAKMKe MO XPaHEHWUIO U peanunsauum NpousBedeHHbIX NeKapCTBEHHbIX
cpeacTs <*>, KOTOpas BKAOYAET B cebs OCyLLEeCTBIEHNE onepauuii U KOHTPOJIA, CBA3AHHbIX C NPUEMKOM
MaTepuanoB, TEXHO/NOTMYECKMM  MPOLEeCCOM,  YMAKOBKOM,  MepeyrnakoBKOW,  MapKUPOBKOW,
nepemMapK1MpPOBKOM, BbINYCKOM, XPaHEHMEM U peannsaumen NpomnsBeLeHHbIX IeKaPCTBEHHbIX CPeACTB U
dapmaueBTUYECKUX CyDCTaHLNI;

<*> MyHKT 31 cTtatbn 4 depepanbHOro 3akoHa ot 12 anpena 2010 r. N 61-93 "0O6 obpalleHuUn
NeKapcTeeHHbIx cpeacTs” (CobpaHune 3akoHoaaTenbcTBa Poccuiickont ®eaepauymum, 2010, N 16, cT. 1815).

NPOMEXKYTOUYHasA MPOAYKUMA - 4acTMYHO 06paboTaHHOE WMCXOAHOE Cbipbe, KOTOpOoe AO0J/IKHO
NpPoK1TM Nocneayowme cTagmm Npom3BoACTBA NPEXKAE, YEM OHO CTaHET HepacpacoBaHHOM NPOAYKLUMEN.
B oTHOWweHUN dapmaueBTUYECKMX CyOCTaHUMI - MaTepuan, KOTOPbIM MoJyyaloT B Xo4e CTagui
TEXHO/IOTMYECKOTo NpoLecca NPOM3BoOACTBa GapMaLeBTUYECKMX CYDCTaHLMI, M KOTOPbIN NpeTeprnesBaeT
JanbHellne MONEKYNApPHble MpeBpalLeHns WAM MOABEPraeTcs OYMCTKE NpPeXAe, YeM OH CTaHeT
dapmaueBTMyeckoin cybctaHumen. MpomelkyToyHana NpPoAyKUMS B OTHOLWEHUM dapmaueBTUYecKon
cybCcTaHUMM B XOAe TEeXHOJ/IOTMUYECKOro npouecca MOXKeT MnoABepraTbCa WM He noABepraTbes
BblAENEHUIO;

npoueaypa - SOKYMEHTaNbHO 0pOpPM/IEHHOE OMNUCaHWe onepaLymii, NoANeKalLMX BbINOAHEHUIO,
Mep NPeLoCTOPOXKHOCTU U MEPONPUATUN, NPAMO MM KOCBEHHO OTHOCAWMXCA K MPOU3BOACTBY
NPOMEXKYTOUYHOW NPOAYKLMK, papmaLLeBTUYECKON CybCTaHUMKM UAN NEKAaPCTBEHHOTO CPEACTBa;

NIeKapCTBEHHOE PacTUTENbHOE Cbipbe - CBEXWME WM BbICYLEeHHble pacTeHus AnBo KX 4acTu,
ncnosb3yemble AN NPOW3BOACTBA JIEKAPCTBEHHbIX CPEACTB OpraHM3auusaMM - MPOU3BOAUTENAMMU
NeKapCTBEHHbIX CPEACTB MAN U3rOTOB/EHUA JIEKAPCTBEHHbIX MPEnapaTtos anTeYHbIMM OpraHU3aunAMM,
BETEPUHAPHLIMW anTeYHbIMW OpPraHM3auMAMKN, MHAMBUAYANAbHBIMM NPEeANnPUHUMATENAMU, UMEIOLLUMM
NIMLEH3MNI0 Ha GapMaLLeBTUYECKYIO AEATENbHOCTb <*>;

<*> MyHKT 13 cTatbn 4 depepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-93 "0O6 obpalleHun
NeKapcTBeHHbIx cpeacTs” (CobpaHune 3akoHoaaTenbcTBa Poccuiickonn deaepaumum, 2010, N 16, cT. 1815).

cepus (naptva) - onpeaeneHHoOe KO/MYEeCTBO UCXOAHOMO CbipbA, YNaKOBOYHbIX MaTepuanos Uamn
NpoAyKuMu, noasepraemoe obpaboTke B OAHOM UAWM B pAde MOCAEA0BATE/NbHbIX TEXHOMOMMYECKUX
NpoL,EeccoB TaKMM 06pPa3OM, YTO MOXKHO PACCYMUTLIBATL HAa OAHOPOAHOCTb NPOAYKLUUN B YCTAHOBAEHHbIX
npegenax, NpM 3TOM C TOYKM 3PEHUS KOHTPO/AA TOTOBOM NPOAYKUMWM cepus BKIOYaeT B cebs
COBOKYMHOCTb €AMHUL, A03MPOBAaHHON (GOPMbl NEKAPCTBEHHbIX CPEeACTB (/NieKapcTBeHHON ¢opmbl),
NPOM3BEAEHHbIX W3  OAHOro obbemMa MCXOLHOMO  MaTepuana M NpoWeawnx  eauHyto
nocnef0BaTeNbHOCTb MPOU3BOACTBEHHbIX OMNEpauuii UM eauMHbI LMKA  CTepUanM3aumu, a npu
HenpepbIBHOM MPOM3BOACTBE - BCE eAMHULbI, NPOM3BeAEeHHbIe B 3aaHHbI UHTEepBan BpemeHu. s
3aBepLlIeHMs HEeKOTOpbIX 3TanoB MPOM3BOACTBA MHOT4A HeobXoAMMO pasfenuTb  Cepuro  Ha
onpeaesieHHOe KO/MYECTBO NOACEPUI, KOTOpble NMO3XKe 0O6bEeAUHAIOT ANA MOJyYeHUA OKOHYATENbHOM
opHopoaHou cepun. Mpu HenpepbiBHOM MPOU3BOACTBE MOHATUE CEPUM [O/IKHO OTHOCUTLCA K
onpeaeneHHoM 4acT NPoAYKUMKM, XapaKTepmnsyemoi 04HOPOAHOCTbIO. Pasmep cepumn B 3TOM C/ydae
MOXeT onpeaensateca AM60 PUKCUPOBAHHBIM KOAMYECTBOM, NMBO KOAMYECTBOM, MPOM3BEAEHHbIM 33
onpeaeneHHbl MPOMENKYTOK BpEMEHMU;

CKUMeEHHble rasbl - rasbl, KOTOpble MPW CTaHAAPTHbIX Temnepatype U AaBAEeHWW HamnoAHEeHMA
Haxo4ATca B 6anoHe B CKUMKEHHOM BUAE;

cMcTeMa - COBOKYMHOCTb B3aMMOCBA3AHHbIX AEWCTBUA M TEXHUYECKMX CpeacTB, 06pasylolmx
eAMHOe Lenoe AN opraHM3aLmMm NPoM3BOACTBA M KOHTPO/IA KauecTBa NeKapCTBEHHbIX CPeaCTs;

cuctema 6aHKOB K/JETOK - cUcTemMa, MpU KOTOPOM MnocnedoBaTefbHble Cepun MpPoayKLMK
NPOM3BOAAT U3 KAETOYHbIX Ky/AbTyp, NPUHaANeXalMX rnaBHOMY 6aHKY KAEeTOK, KOTOPbIM NOMHOCTbIO
OXapaKTepusoBaH Ha NOAJIMHHOCTb M OTCYTCTBME KOHTaMWMHauUMi. HeKoTopoe KOoAM4yecTBO eMKocTei
rNaBHOro 6aHKa KAETOK ucnosbayeTtca aaa popmnpoBaHua paboyero 6aHKa kaetok. Cuctema 6aHKOB
KNETOK A0/KHa ObiTb Ba/MAMPOBaHa Ha onpegefeHHOe KOAMYecTBO MepeceBOB WMAM KOAMYECTBO
YABOEHUI NONYAAUNN, A0 LOCTUMKEHUA KOTOPLIX OHX MOTYT UCNONb30BaTLCA B TEKYLLEM MPON3BOACTBE;

cneunouKaumsa - nepeyeHb WCNbITaHWA, CCbIIOK Ha aHaNUTUYECKME METOOMKM U KpuTepues



NPUEMIEMOCTH, NPEACTaBAAOWMX COBOM YNCNOBbIE TPAHULbI, UHTEPBAJIbI UAN APYrMe KpUTepuu gas
COOTBETCTBYIOLMX MUCMbITaHUI. CneunduKaumsa ycTaHaBAMBaeT Habop KpuTepues, KOTOPbIM AOKEH
COOTBETCTBOBATb MaTepuasn, YTobbl cUMTATbCA NPUEMIEMbIM A5 ero NpeanonaraeMmoro npumeHeHus.
MoHaTne "cooTtBeTcTBMe cneumduKaummn" osHayaeT, YTo MaTepuman, npoweawmnii UCNbiITaHNUA COrNacHoO
NepeyYncieHHbIM  aHa/IMTUYECKMM  METOAMKaM,  COOTBETCTBYET  NPUBEAEHHbIM  KPUTEpUsam
NpUeMaEMOCTH;

CTEPUNBbHOCTb - OTCYTCTBME KMBbIX OPraHM3moB. TpebOBaHWS K MNPOBEAEHUIO KOHTPOJA
CTEPUNBHOCTN NpPUBEAEHbI B COOTBETCTBYHOWMX obuien dapmakonenHol ctatbe, dapmakonenHomn
CTaTbe, HOPMATUBHOM AOKYMEHTALMM UAN HOPMATUBHOM LOKYMEHTE;

TEXHO/IOTMYECKUI MpoLLecc - BCe Onepauuu, CBsisaHHble C MPOU3BOACTBOM JIEKAPCTBEHHOTO
cpeactBa uManM  papmaueBTUYECKOM cybCcTaHUMM, HauMHAoWMeECs C MPUEMKM WCXOLHOrO Cbipbs,
npoaoKatowmeca obpaboTKo 1 yNaKoBKOM U 3aBepLUatoLLMeca Noay4eHNEM rOTOBOWM NPOAYKLNN;

YNaKOBKa - BCe onepauuu, BKAOYaa GacoBKY M MapKUPOBKY, KOTOpble HeobxoguMmo MpoinTu
HepacdacoBaHHOM NPOAYKUMW, ANA MNOJYYEHWA [OTOBOM MNPOAYKLUMU. HanonHeHwe cTepuibHOM
NPOAYKLMM, KaK MPaBWaIO, He cneayeT pacCMaTpuMBaTb KaK 4YacTb Npouecca YnaKoBKWM, MOCKOJIbKY B
NepBUYHbIE YNAaKOBKU NPOAYKLUMNA [O3NPYETCA, HO OKOHYATE/IbHO HE YNaKOBbIBAETCH;

YNaKOBOYHbIN MaTepuan - nobo matepuan, UCNONb3YeMbI MPU YNAKOBKE JIEKAPCTBEHHOTO
cpeactsa, GapmaleBTUYECKOM CYOCTAHUMM  WMAM  MPOMENKYTOYHOM NpPOoAyKUMU, Kpome tobol
TPAHCMOPTHOM Tapbl ANA XPaHEHUA, TPAHCMNOPTUPOBKU WAM OTIPYy3KW. YNAKOBOYHbIE MaTepuasnbl
noapasfenatnTca Ha MNepBUYHbIE M BTOPUYHbIE B 3aBMCMMOCTM OT HA/NMYMA MNPAMOro KOHTAKTa C
JIeKapCTBEHHbIM CPEACTBOM;

YNONTHOMOYEHHOE N0 - PAabOTHUK NPOU3BOAUTENSA IEKAPCTBEHHbIX CPEACTB, MMEIOLWMIA BbiCLLEe
dbapmaueBTMUECKOE, XMMUYECKoe WaM buonormdyeckoe obpasoBaHMe AMB6O NpuM  NPOU3BOACTBE
JIeKapCTBEHHbIX CPeACTB A1 BETEPUHAPHOrO NPUMEHEHNA BETEPUHApPHOE 0b6pa3oBaHMe, CTax pPaboTbl
He meHee 4Yem NATb NeT B 06/1acTU NPOM3BOACTBA U KOHTPO/A KAaYecTBa JIEKAPCTBEHHbIX CPeAcTs M
aTTeCTOBaHHbIA B MOpAgKe, YCTAaHOBNEHHOM  YNOJHOMOYEHHbIM  deaepasnbHbiM  OpraHoOM
NCNOJIHUTENIbHOM BAacTn <*>;

<*> Yactb 7 cTatbhk 45 denepanbHoro 3akoHa oT 12 anpena 2010 r. N 61-d3 "0O6 obpalieHumn
NeKapcTeeHHbIx cpeacTs” (CobpaHune 3akoHoaaTenbcTBa Poccuiickon deaepaumm, 2010, N 16, cT. 1815).

YyucTan 30Ha - 30HA, MOCTPOEHHAA W 3KCMIyaTUpyemas TakMm 06pasom, YTO B Hel CBeAeHbl K
MWHMMYMY TPOHMKaHWe, 06pasoBaHME W HaAKOMJEHMEe KOHTAMWHAHTOB B BMAE 4acTuy, W
MUKPOOPraHM3moB. Knaccbl YMCTbIX 30H onpegeneHbl B Mpunoxkenun N 1 K HacToawmm Npasunam;

YyKcTan M30/MPOBAHHAA 30HA - 30HA, NOCTPOEHHAA U 3KCMAyaTMpyemas Takum 0bpasom, YTO OHa
OAHOBPEMEHHO ABNAETCA YNCTON U M30/IMPOBAHHOM 30HOM;

9K30TUYECKUIA OPraHn3m - BMOIOTMYECKUIA areHT, Bbi3blBAOWMIA 3aboseBaHMe, OTCYTCTBYIOLLEE B
OaHHON cTpaHe nan reorpaduyeckolt 3oHe, MO0 ABNAIOWMNCA 0O BEKTOM NPOPUNAKTUYECKUX Mep UK
nporpaMmbl No ero yCTPaHeHuto B AaHHOW CTpaHe Uau reorpaduyeckoit 3oHe.

IIl. OCHOBHbIE TPEBOBAHMA K OPTAHN3AUMW NMPOM3BOACTBA
N KOHTPO/1A KAYECTBA NEKAPCTBEHHbIX CPEACTB (YACTb | <*>)

<*> 3pecb M ganee no Tekcty MNpaBun B CKOOKax NPUBOAUTCA HYMepauusa CTPYKTYPHbIX eauHuUL,
TEKCTa, cooTBeTcTByOWan npasmaam GMP EC.

GAPMALLEBTUYECKAA CUCTEMA KAYECTBA (F/1ABA 1)
MpuHumMn
5. MponssoauTenb JOMKEH NPOU3BOLMUTL IEKAPCTBEHHbIE CPEACTBA TaK, YTOObI rapaHTUPOBaTb UX

cooTBeTCTBME CBOEMY HA3HA4YeHUIo, Tpe6OBaHMFIM pernctpauMoHHOro Aocbe wWAN NPOTOKONY
KIMHNYECKOro wuccneaosaHna w UCKAKOYUTb  PUCK, CBA3AHHbIA C Heyn0BNeTBOPUTE/IbHbIMU



6e30nacHOCTbO, KayecTBoM, 3ppeKTMBHOCTbIO. OTBETCTBEHHOCTb 3a BbINO/HEHME 3TUX TpeboBaHWUM
HeceT PYKoOBOACTBO NpousBoauTens. Ux BbinosHeHWe TpebyeT Haane)kawero WCMNOSHEHUS CBOMX
065A3aHHOCTEN MEPCOHANOM Pa3/INYHbIX MOAPA3Le/eHUIt NPoOU3BOAMUTENA Ha BCEX YPOBHAX, a TaKkKe
NOCTaBLWMKAMM U OPraHM3aLMAMM ONTOBOW TOProBAW NIEKAPCTBEHHbIMU CpeacTBamU. A AOCTUKEHUSA
3TUX Uenen npousBoanUTeNb [O/KEH pa3paboTaTb M obecneunTb NpaBuabHOE GYHKLMOHWPOBaHMWE
$apMaLEeBTMUECKOM CUCTEMbl KayecTBa, KOTOpAA BK/OYAET BbINOJHEHME TPebOBaHWMA HACTOALLMX
MpaBua K OCywecTBleHMe YyMpaBAeHWA pPUCKaMW 4NA KadecTBa. [lpousBoguTenb  LO/KeEH
OOKYMeHTanbHO  0dopMnUTb  GapMaLLEeBTUYECKYIO CUCTEMY KayecTBa W KOHTPO/IMpOBaTb ee
apdeKkTMBHOCTb. [ANAa YHKUMOHMPOBAHMA BCEX 3/1eMeHTOB ¢apMaLeBTUYECKOM CUCTEMbl KadyecTBa
npoussoguTesb AONXeH obecneynTb HaaMuMe KBaAMOULMPOBAHHOIO MEPCOHanNa, Hag/exawmx
nomeLleHnin, obopyaoBaHUA U TeXHUYECKUX cpeacTB. OCHOBHblE MPUHLMMbI YNPaBAEHUA KAyecTBOM
OopraHM3auun NpPousBOACTBA M KOHTPO/A KayecTBa M YNpaBieHUA PUCKaMWM AN KavyecTBa ABAAIOTCA
B3aMMOCBA3AHHbIMM.

da pmaueBTnYeCKaAa CUCTEMA Ka4eCTBa

6. (1.1) YnpaBneHue Ka4yeCcTBOM Kak Bceobbemstoliee MOHATME, OXBaTblBaloOLLEe BCe BOMPOCHI,
KOTOpble MO OTAENbHOCTM WAM B LLEJIOM BAMAIOT Ha KayecTBO NPOAYKUMW, npeactaBaseT coboit
COBOKYMHOCTb OPraHM3aUMOHHbIX Mep, HanpaBfieHHbIX Ha obecneyeHWe COOTBETCTBMA KayecTsa
JIeKapCTBEHHbIX CPEACTB UX NpefHa3HaAYeHUIo.

7. (1.2) Hactoswume MpaBuna NPUMEHAIOTCA KO BCEM CTagUAM KU3HEHHOTO LUUKNA NEKAPCTBEHHbIX
CcpeacTs: NPOM3BOACTBO J/IEKAPCTBEHHbIX MPEnapaToB AAA KAMHWUYECKMX WCCnenoBaHUM, MNepeHocC
TEXHO/MIOTUK, MPOMbILNEHHOE NPOM3BOACTBO, NMpPEeKpalleHMe MPOU3BOACTBA JIEKAPCTBEHHbIX CPeACTB.
MNpounsBoguTen BnNpase pPacnpocTpaHuMTb GapMaLLeBTUYECKYID CUCTEMY KayeCcTBa HA TaKyl CTaauio
KM3HEHHOIO UMKAA NEKAPCTBEHHbIX CPeAcTB Kak dapmalieBTMyeckaa pa3paboTka, 4Yto crnocobersyeT
WHHOBALMAM M MOCTOAHHOMY Y/IYYLIEHMIO, @ TAK¥XKe YNPOYHEHMIO CBA3U Mexay dapmaueBTUYecKoMn
pa3paboTKoit U NPOM3BOACTBOM.

8. (1.3) Npwn paspaboTke HOBOW papmMaLeBTUYECKON CUCTEMbI KayecTBa WUAW NPU U3MEHEHUM
CYLLECTBYIOLLEN CUCTEMbBI HEODXOAMMO YYUTLIBATL OOBEM M CAOKHOCTb AEATENBHOCTM NPOM3BOAMUTENA.
HekoTopble acnekTbl dapmaueBTUYECKOM CUCTEMbI KayecTBa MOFYT MPUMEHATbCA K AeATeNbHOCTU
npousBoauTenda B LLE/IOM, @ WMHble - TO/IbKO K onpegeneHHbIM NPOM3BOACTBEHHbIM Nowaakam. Mpwm
sTom 3pPeKTUBHOCTb BHeapeHus dapmaleBTUUYECKOM CUCTEMbl KadyecTBa OObIYHO A0KA3blBAETCA Ha
YPOBHE NPOU3BOACTBEHHON MOLLLAAKM.

9. (1.4) dapmaueBTUYECKada cUCTEMA KauyecTBa, MpefHasHayeHHaa AnA NpoM3BOACTBA
JIeKapCTBEHHbIX CPeACTB, A0/IKHA rapaHTMpPOBaTh, YTO:

a) (i) BbINyCK NeKapCTBEHHOro CpeacTBa C COOTBETCTBYHOLMMM MOKasaTeNAMMU  KayecTsa
[OCTUraeTcs NocpeAcTBOM pa3paboTKK, NNAHMPOBAHWUA, BHEAPEHUA, NOAAEPKAHUA U HEMNPEPLIBHOTO
YCOBEPLUEHCTBOBAHUA CUCTEMDI;

6) (ii) 3HaHMA O nNeKapcTBEHHOM CpeacTBE WM MpoLecce ero NpPou3BOACTBA MPUMEHATCA Ha
NPOTAXKEHUN BCEX CTAAMUM X KUSHEHHOTO LIUKAQ;

B) (iii) nekapcTBeHHble cpeacTBa pa3paboTaHbl U UCCef0BaHbl C y4eTOM TpeboBaHMI HaCTOALWMX
Mpasun;

r) (iv) onepauyun no Npou3BOACTBY M KOHTPO/IO OMNpeseneHbl MU COOTBETCTBYIOT TpeboBaHUAM
HacToAawmx MNpasun;

A) (v) oTBETCTBEHHOCTb M 06A3aHHOCTU NEePCOHasa YETKO ONpeseieHbl;

e) (vi) npuHaTbl mepbl, obecneuynBalolWmMe MPOU3BOACTBO, MOCTaBKy M WCMNOAb30BaHWe
HageKalMX UCXOOHOTO CbipbA M YNaKOBOYHbIX MAaTepManos, a TaKXKe MPUHATbI Mepbl Mo BblIbopy K
KOHTPO/IIO MOCTaBLUMKOB W A/A NPOBEPKM TOro, 4YTO KaxKgas MOCTaBKa OCyLLecTB/leHa u4epes
YTBEPKAEHHYIO Lenb NOCTABOK;

%) (vii) BHeapeHbI npouecchl, obecneymBatoLne ynpaBaeHne A4eaTeNbHOCTbO, NepesaBaemMon Ans
BbINOJIHEHWUA APYroi opraHmn3auun (ynpaeieHne ayTCOPCUHIOM);

3) (viii) ycTaHOBNEHO M MNoOAAEPKMBAETCA MNOCTOAHHOE KOHTPO/IMPYEMOE COCTOSIHME MyTEM
pa3paboTKM M MCNONb30BaAHWUA IPPEKTUBHOrO MOHUTOPUHIA U KOHTPOJIbHbIX CUCTEM B OTHOLIEHMU
3¢ deKTUBHOCTU NpoLecca U KaYecTBa JIEKAaPCTBEHHOTO CPeACTBa;



n) (ix) pesynbTaTbl MOHWUTOPWMHra JIEKAPCTBEHHOrO CpPeacTBa M MPOLECCOB MPUHUMAIOTCA BO
BHMMaHMeE Npu BbiNyCKe CEPUM, NPU PACCAEAO0BAHUN OTKNOHEHWUI U O1A NPUHATUA Npeaynpexaatowmx
Mep BO n3bexaHue NoTeHLMaNbHbIX OTKIOHEHW;

K) (x) npoBogMTCA HEOBXOAMMBIM KOHTPO/Ib MPOMENKYTOYHON MPOAYKLMM, KOHTPO/b B NpoLecce
NpPou3BOACTBA U OCYLLECTBAAETCA BaAnaaums;

n) (xi) ocywecTBnAeTca NoCTOSHHOE yay4lleHMe NocpeacTBOM BHEAPEHUS YCOBEPLUEHCTBOBAHUM,
OCHOBAHHbIX Ha aKTya/IbHbIX 3HAHUAX NPOLLECCca U NPOAYKLUNNK;

M) (xii) npuHUMatOTCA Mepbl ANA NEPCNeKTUBHOW OLEeHKM 3aniaHUMPOBAHHbLIX U3MEHEHUN U UX
YTBEPXKAEHUA OO0 BHEAPEHUA C YYeTOM YBEAOMIEHWS W  COrNacoBaHMA C  YNOJHOMOYEHHbIM
denepanbHbIM OpraHOM UCMOIHUTE/IbHOM BNACTU, EC/IN 3TO TpebyeTcs;

H) (xiii) npoBOANTCA OUEHKa NPOBEAEHHbIX U3MEHEHMIA NOC/E UX BHEAPEHUA ANA NOATBEPKAEHMA
TOro, 4YTO UeNb WM3MeHeHUI Oblna AOCTUIHYTA M YTO 3TO He OTPasUIOCb HEraTMBHO Ha KayecTse
npoayKumu;

0) (xiv) Bo Bpemsa paccienoBaHMA OTKJIOHEHWI, B TOM YMCe NPeanonoKeHnin o Hanamuum gedekra
NPOAYKLMM U APpYrnX Npobaem, NPUMEHAETCA COOTBETCTBYHOLLMIA YPOBEHb aHA/IM3a OCHOBHbIX NPUYMH
AaHHbIX HecooTBeTcTBMU. [lpUUMHbI MOryT ObiTb OnNpeaeneHbl € MUCMNO/Ab30BaHUEM MNPUHLMNOB
ynpaBAeHUA pUCKaMK 15 KavecTsa. B cayvae ecnm MCTUHHAA NPUYMHA HECOOTBETCTBUA HE MOXKET ObiTb
onpeaeneHa, fomKHa OblTb ycTaHOBNAEHA Hanmbosiee BepoATHAA MpuYMHa. B cnayvae ecam B Kavectse
NPWYUHBI NOLO3PEBAETCA UM YCTAHOBMIEHA YesoBeYecKana oWnbKa, HaMUYMe TaKON NPUYUHBI AOKHO
6bITb A0Ka3aHO, 4TOObl rapaHTUPOBaTb OTCYTCTBME CYLLECTBYHOLLMX MPOLLECCHbIX, MNPOLEeAYPHbIX MK
CUCTEMHbIX OWMKMOOK waM npobnem. [lo pesynbTaTam pacciefoBaHMA  ONpedenstTca W
nNpeAnpPUHMMAlOTCA COOTBETCTBYIOLUME KOPPEKTUpYOWME U (MaM) npeaynpexgalowme nencTsums.
3pPeKTMBHOCTb TaKMX [AeNCTBMM [A0/KHA NPOBEpPATbCA M OLEHMBATbCA NpousBoAuTeNIeM B
COOTBETCTBMM C NPUHLMNAMM YNPABAEHNA PUCKAMM 419 KauyecTBa;

n) (xv) BBOA /NIEKAPCTBEHHbIX CPEACTB B TPaXAAHCKMM 0BOpPOT A0 BblAAYM YMNONHOMOYEHHBIM
JIMLLOM paspelUeHns Ha BbINyCK He AoMycKaeTca. YNOJHOMOYEHHOe NINLO YAOCTOBEPSET, YTO Kaxnaas
cepua NIeKapCTBEHHOro cpeacTBa Oblnia npousBegeHa WM NPOKOHTPOAMPOBAHA B COOTBETCTBUMM C
TpeboBaHUAMM PErUCTPALMOHHOrO A0Cbe M HacToAwMX Mpasu;

p) (xvi) npeanpuHATbIe Mmepbl 06ecneYnBatoT KayecTBO JIEKAPCTBEHHbIX CPeACTB B TeYEHUE BCEro
CPOKa rogHOCTM NPU UX XPaHEHUW U NocaenytoLem obpaleHnm;

c) (xvii) umeeTtca npouepypa NPOBEAEHUS CaMOMHCNEKUMM W (Mnn) ayamTa KavecTBa, B
COOTBETCTBMM C KOTOPOM peryaapHo oueHmsatoTca 3GGEeKTUBHOCTb U MPUFOAHOCTb GapMaLLEBTUYECKOM
CUCTEMbI KayecTBa.

10. (1.5) PyKkoBoacTBO HeceT OTBETCTBEHHOCTb 3a Haanume 3pdeKTUBHON dapmaLeBTUYECKOM
CUCTEMbI KayecTBa, HEOBXOAMMbBIX PecypcoB, a TaKKe 3a TO, YTO 06A3aHHOCTM, OTBETCTBEHHOCTb U
NOJIHOMOUMA onpefeneHbl, AOBeAEHbl A0 CBEAEHUA KaxKAOro pabOTHMKA M BbIMOJHAKOTCA BO BCEX
noapasgeneHuax npoussoanTens. PyKoBOACTBO aKTMBHO ydacTByeT B (apMaLLeBTUYECKON cucTeme
KayecTBa, YTO rapaHTUpPYeT NOAAEPKKY U 3aMHTEPECOBaHHOCTb NEePCOHaNa Ha BCEX YPOBHAX U BO BCEX
noapasgeneHuax nponssoamTens B GyHKLMOHMPOBAHNN GapMaL,EBTUYECKOM CUCTEMbI KQyecTBa.

11. (1.6) Heobxogumo npoBOAUTbL  Nepuoguyeckne  0630pbl  GYHKUMOHMPOBAHUS
dbapmaLeBTMYECKOM CUCTEMbI KayecTBa C BOB/IEYEHMEM B 3TOT NPOLECC PYKOBOACTBA A1 MOCTOSHHOIO
yAydlWweHna NpoayKLUK, NpoLEeccoB M CaMoi CUCTEMbI.

12. (1.7) dapmaueBTMYECKan cUCTEMa KayecTBa [AO/XKHA OblTb AOKYMEHTasbHO odopM/eHa.
MpousBoguTenb [AOMXKEH YTBEPAWUTb PYKOBOACTBO MO KAYecTBy WM  aHANIOTUYHbIN  OOKYMEHT,
copeprKallmii onucaHme CMCTeMbl yNpaBaeHMA Ka4ecTBOM, BK/IlOYasA OTBETCTBEHHOCTb PYKOBOACTBA.

OpFaHVI3aLI,VIFI npon3BoAcCTBa M KOHTPO/1A Ka4yecCcTBa
NNEKapCTBEHHbIX CpeacTB

13. (1.8) OpraHusauma NpPoOM3BOACTBA M KOHTPO/IA KayecTBa JIEKAPCTBEHHbIX CPeACTB ABMAAETCA
YacTblo YMpPaB/JEHUS KAayecTBOM, KOTOpas rapaHTUPYeT, YTO MNPOAYKLMA MOCTOSHHO MPOM3BOAMTCA M
KOHTPOAMPYETCA MO CTaHAApPTamM KayecTBa, COOTBETCTBYIOWMM ee MNpeAHasHauyeHuto, a TaKke B
COOTBETCTBMM C TPEOOBAHMAMMU PETUCTPALLMOHHOIO A0CbE, MPOTOKO/A KAMHUYECKUX UCCNem0BaHUN U
cneumouUKaLmMm Ha 3Ty NPOAYKUMIO.



14. OcHoBHble TpeboBaHUA HacToAwmMx MNpasun:

a) (i) Bce npPouM3BOACTBEHHblE MpPOLECChl AOMXKHbI OblTb PEernameHTUPOBaHbI, AOJXKHbI
CUCTEMATMYECKM NepecMaTpmMBaTbCA C yY4ETOM HAaKOMAEHHOrO OMbITa, @ TaKXKe A0/IKHA NOATBEPKAATbCA
MX CNocobHocTb obecneynBaTb NOCTOSHHOE MPOM3BOACTBO JIEKAPCTBEHHbIX CpPeacTB Tpebyemoro
KayecTBa B COOTBETCTBUM CO cneunduKkaumamm;

6) (ii) KpUTHUECKME CTaaUN NPOU3BOACTBEHHOIO NPOLLECCA U CYLLECTBEHHbIE M3MEHEHUA npoLuecca
OOJIKHbI MPONTU BaMAALMIO;

B) (iii) moMKHbI B6bITb ObecneyeHbl HEOBXOAMMble YC/NOBUSA ANA BbINONHEHUA TpeboBaHMUI
HacToAwwmx MpasuAa, BKAOYAA Hannuue:

Hag/exalmm obpa3om oby4eHHOro NepcoHana, MMerLLLEero HeobxoaMMy0 KBanUbUKaLuio;

COOTBETCTBYHOLLMX MOMELLEHWUI U NAOLWLAAEN;

COOTBETCTBYHOLLMX 060PY[0BAHNA N 0BCNYKUBAHMSA;

COOTBETCTBYHOLLMX MCXOAHOTO CbiPbA U YNAKOBOYHbIX MaTepPUanos;

YTBEPXKAEHHbIX Mpoueayp W WHCTPYKUMIA B COOTBETCTBUM C (apMALLEBTUYECKOW CUCTEMOM
KayecTBa;

COOTBETCTBYHOLLMX YCAOBUIN XPAaHEHMA U TPAHCMOPTUPOBKY;

r) (iv) MHCTPYKLMM M Npoueaypbl A0MKHbI ObITb KOHKPETHbIMU, U3/10XKEHbI B MMCbMEHHON dopme
ACHO W OAHO3HAYHO;

A) (v) nepcoHan gonxeH 6bITb 00y4YeH HagnexalemMy BbiNOSHEHWIO NpoLeayp;

e) (vi) B npouecce npon3BoACTBa AO/IKHbI COCTABASATLCA 3anMcK (PYKOMUCHbIM cnocobom u (unm) ¢
NPUMeHEeHNEM TEXHUYECKMX CPeACTB), AOKYMEHTa/IbHO noAaTBepKaatowmne dakTMyeckoe nposeaeHue
3Tanos, TPebyembiX YCTaHOBAEHHbIMU METOAUKAMM U UHCTPYKUMAMM, @ TaKKe TO, YTO KOJIMYECTBO M
KayecTBO NPOAYKLMN COOTBETCTBYIOT YCTaHOB/IEHHbIM HOPMaM;

) (vii) OTKNOHEHUs [O0/XHbI 6bITb 0POPMIEHbI AOKYMEHTANIbHO W pPacciefoBaHbl C LE/bto
onpeaeneHns MpUYMHbl OTK/IOHEHUA W  OCYLLECTBJEHMA COOTBETCTBYHOLLMX KOPPEKTUPYIOWMNX U
npeaynpexaatolwmx aencTsni;

3) (viii) pocbe Ha cepuio, BK/AOYAA LOKYMEHTAUMIO MO peanusaumu, [LOJIKHO NO3BOAATb
OTCNEXKMBATb MOJIHYIO UCTOPUIO NMPOU3BOACTBA CEPUMN, COCTABAATLCA B NMOHATHOW GOPME U XPaHUTbCA B
AocTynHon popme;

) (ix) npu peannsaumm NeKapcTBEHHbIX CPeACTB HEOBXOAMMO CBECTU K MUHUMYMY BCE PUCKMU ANS
MX KayecTBa W Yy4UTbiBAaTb MpaBuia OMNTOBOM TOPrOB/AM JIEKAPCTBEHHbIMW CPeACTBaMM  ANA
MeANUNHCKOrO NPUMEHEHUA <*>;

<*> MprKaz MUHUCTEPCTBA 34PaBOOXPAHEHNA U COLMaANbHOrO passuTMa Poccuiickoi dPeaepaLmm
oT 28 pekabpa 2010 r. N 1222H "O6 yTtBepxaeHun [paBua ONTOBON TOProBAW JI€KapPCTBEHHbIMMU
CpeacTBaMM A8 MeSMUMHCKOTO npumeHeHua" (3apeructpypoBaH B MUHUCTEPCTBE  HOCTULUM
Poccuitckoit Pepepaunn 4 pespans 2011 r., peructpaymoHHbii N 19698).

K) (X) monKHa ObITb OpraHM3oBaHa CMCTEMA OT3biBa NHOOOW CepuM NeKapCTBEHHbIX CPeAcTB M3
obpalueHus;

n) (xi) [OMKHbI  paccmaTpmBaTbCA MPETeH3MM B  OTHOLWIEHUW KadyecTBa pPeann3oBaHHbIX
JIeKapCTBEHHbIX CPeACTB, PaccnenoBaTbCs NPUUNHBLI AePEKTOB U NPMHUMATLCA COOTBETCTBYIOLLME Mepbl
KaK B OTHOLUEHWM JIeKapCTBEHHbIX CPEACTB HeHaf/ealllero KayecTBa, Tak M ANs NpefoTBpalleHus
NoAob6HbIX Cnyyaes.

KOHTpoab KayecTBa

15. (1.9) KoHTponb KayecTBa BKAtOYaeT B cebs oTbop npob, npoBeaeHMUe UCNbITAHWUIA, MPOBEPKU Ha
cooTBeTcTBMEe TpeboBaHMAM cneundUKaLnii, a TakKe npoueaypbl opraHM3auum, JOKYMEHTUPOBAHUA U
BblgauyM paspelleHns Ha BbINycK. Llenb KOHTpOAA KayecTBa 3aK/AlO4yaeTcss B  HedonyweHuu K
NCNO/Ib30BaHUIO NN Peann3aLmmn mMaTepmanos UAM NPOAYKLUN, HE YO0BNETBOPSAOWMX YCTaHOBNEHHbIM
TpeboBaHUAM.

16. OcHOBHble TpeboBaHMA K KOHTPOJIIO KayecTBa:

a) (i) HanMume cOOTBETCTBYIOWMX MOMELLEHUMN W 060pyAOBaHUA, OBy4eHHOro nepcoHana u



YTBEPXKAEHHbIX METOAMK A/ 0TOopa Npob, KOHTPOIA U UCMbITaHUIA UCXOAHOTO CbiPbA M YNAKOBOYHbIX
MaTepmranos, NPOMEKYTOYHOM, HepachacoBaHHOM N rOTOBOM NPOAYKLUMM, a TaKKe Npu HeobxoanmocTm
AN MOHUTOPUMHIA YCNI0BUIA NPOM3BOACTBEHHOM Cpeapl B LeNAX BbINOJHEHUA HacToAwmMX Mpasu;

6) (ii) npoBeaeHne oTHopa NPO6 UCXOAHOTO CbIPbA M YNAKOBOYHbIX MAaTEPUAIOB, MPOMEKYTOUYHOM,
HepacdacoBaHHOM M roTOBOM NPOAYKLUMN aTTECTOBAHHbLIM NMEPCOHA/IOM B COOTBETCTBUM C METOLMKAMMU,
YTBEPXKAEHHBIMW NOAPA3AeNeHNEM KOHTPO/IA KayecTsa;

B) (iii) MeToAMKKN NCNbITaHUIN AONKHbI BbITb BANUANPOBaHbI;

r) (iv) coctaBneHune 3anuceit (pyKonUCHbIM cnocob6om n (MAK) C NOMOLLLbIO TEXHUYECKMX CPeacTs),
OOKYMEHTaNIbHO MOATBEPKAAOLWMX, YTO BCE HEOBXoaAMMbIE MepPONPUATUA NO 0TOOPY NPOD, KOHTPOJIO U
METOAMKAM UCMbITaHUI AeACTBUTENbHO NpoBeaeHbl. Bce OTKIOHEHUS 0DOPMAAIOTCS AOKYMEHTAbHO U
paccnegytoTcs;

n) (v) roTtoBas npoayKkuMa  AOSKHa  cogepaTb  dapmaueBTUYeckMe  cybcTaHuumu,
COOTBETCTBYHOLLME PETUCTPALLUOHHOMY AOCbE NO KAYECTBEHHOMY M KONIMYECTBEHHOMY COCTABY, A TaKkKe
UMETb TPebyeMYHO YNCTOTY, HaA/EeXKaLLYIO YNAaKOBKY M NPaBU/IbHYIO MAapPKUPOBKY;

e) (vi) 3anucu, opopmneHHble MO pesynbTaTaM KOHTPOAA M WUCMbITAHUN UCXOAHOTO Cbipbs U
YMaKOBOYHbIX MATEPMANOB, NPOMEKYTOUYHON, HepachacoBAHHOM N rOTOBOWM NPOAYKLWN, AONKHbLI ObITb
conocTtaB/ieHbl € TpeboBaHuAMKU cneunduraumn. OueHKa NPOAYKUMM [AOMXKHA BKAOYATb 0630p U
OLLEHKY COOTBETCTBYIOLLEA MPOM3BOACTBEHHOM  AOKYMEHTALUMW W OLEHKY OTK/JOHEHMIA OT
YCTaHOB/IEHHbIX NPOLLEeAYp;

X) (vii) HM ogHa cepuAa NPOAYKLMN HE MOMKET ObITb BBEAEHA B rpa*kAaHCKUIA 060poT A0 TOro, Kak
YMNOJIHOMOYEHHOE /IMLO He YAOCTOBEPUT €e COOTBETCTBME YCTAaHOBJEHHbIM TPeOOBaHUAM COrnacHo
Mpunoxkennto N 16 K HacToAwmm Mpasunam;

3) (viii) coxpaHeHMe [OOCTAaTOMHOIO KO/IMYECTBA KOHTPOJIbHLIX 06Pa3LOB WMCXOAHOrO CbipbA,
YMaKOBOYHbIX MaTepMasoB U roTOBOM NPOAYKLMU, KOTOPOE NO3BOUT NPU HEOBXOAMMOCTM NPOBOAUTb
ucnblTaHna B byaywem B cootBeTcTBMMU C lMpunoxkeHnem N 18 K Hactoawmm [Mpasunam. O6pasubl
roToBOM MNPOAYKUMW LO/MKHbI XPAaHUTbCA B OKOHYaTeNbHOM YMaKOBKE, 3a MCKAKOYeHMem ob6pasLos
60/blINX 06bema, Mmaccbl UM rabapuTos.

0630p KauecTBa NpoayKunmn

17. (1.10) NpounsBogmMTENb AOMKEH PETYNSPHO NPOBOAMTL 0630Pbl KAYECTBA BCEX NPOU3BEAEHHbIX
NIeKApPCTBEHHbIX MPenapaTos, B TOM 4YMC/E JIEKAPCTBEHHbIX MPenapaTos, M3roTOBAAEMbIX TO/NbKO Ha
3KCNOPT, C LeNblo NOATBEPKAEHMA NOCTOAHCTBA MMEIOLLErOCs NPOLLecca, COOTBETCTBUA AENCTBYOWMM
cneunduKaLmMaAM Kak Ha UCXOAHOE CbiPbe, TaK U Ha rOTOBYO NMPOAYKLMIO, ANA BbIABNEHUA TEHAEHUMMN U
YCTAHOB/IEHUA BO3MOXKHOCTU YAYYLEHUA NPOAYKUMW W npouecca. Takme 0630pbl A0KHbI ObiTb
0dOopMIEHbI LLOKYMEHTA/IbHO U MPOBOAUTLCA, KaK MPABUIO, EXKEFOAHO C y4eTOM Npeaplaywmx o630pos.

18. O630pbI Ka4yecTBa A0KHbI BKAOYATL MO KpaliHel mepe cieaytoLlee:

a) (i) 0630p MCXOAHOTO CbipbA M YNAKOBOYHbBIX MaTepPUanoB, UCNOb3yEMbIX MPU NPOU3BOACTBE,
0COBEHHO TeX, KOTOPble MOJyYeHbl OT HOBbIX MOCTABLLMKOB, U OTAE/bHbIA 0630p NPOCAEXKMBAEMOCTU
Lenun noctaBoK dapmaLeBTUYeCcKnx cybctaHumi;

6) (ii) 0630p KPUTMYECKMX TOYEK KOHTPOAS B NMpouecce Npou3BOACTBA U Pe3y/ibTaTOB KOHTPOA
roToBOM NPOAYKLUM;

B) (iii) 0630p Bcex cepuii, KOTOpble He COOTBETCTBOBA/IM YCTAHOBAEHHbIM crieuuduKauuam, u
pe3ynbTaToB COOTBETCTBYIOLLMX PAcCc/ief0BaHWA;

r) (iv) o63op BCex CyL,ecTBEHHbIX OTKIOHEHUIN UM HECOOTBETCTBUM, 0030p CBA3AHHbLIX C HUMM
paccnegoBaHuii, 3OGEKTUBHOCTM U Pes3yNbTaTUBHOCTM  MPeAnpPUHATBIX  KOPPEKTUPYIOWUX U
npeaynpexaatolwmx aencTsnii;

4) (v) 0630p Bcex U3IMEHEHWI, BHECEHHbIX B MPOLLECChl UM aHANUTUYECKME METOAMKM;

e) (vi) 0630p NOJAHHbIX, YTBEPKAEHHbIX WM OTKNOHEHHbIX M3MEHEHWN B PerncTpaumoHHoe
[0Cbe, a TakKe 0630p M3MEHEHUI B A0Cbe Ha IEKAPCTBEHHbIE NpenapaTbl, NpeaHa3HaYeHHble TONbKO
ONA 3KCnopTa;

X) (vii) 0630p pe3ynbTaToB MNpPOrpamMmbl MOHUTOPWUHIA CTabUABHOCTM U HeBNAronpPUATHLIX
TeHAeHUMN;

3) (viii) 0630p BCEX CBA3AHHbIX C KAYECTBOM NPOAYKLIMN BO3BPATOB, NPETEH3MI U OT3bIBOB, A TaK¥Ke



npoBeLeHHbIX B 3TO BPEMSA paccnenoBaHui;

n) (ix) o0630op A[OCTAaTOMHOCTM NtOObIX pPaHee NpPoBeAEeHHbIX KOPPEKTUPYIOWNUX AOeWCcTBUI B
OTHOLLEHMM NPOM3BOACTBA UAN 0D6OPYAOBAHUS;

K) (x) ob30p nocCTperncTpauMoHHbIX 0653aTeNnbCTB NPU MOJYYEHUU HOBbLIX PErnUCTPALLMOHHBIX
YO,0CTOBEPEHUIN NN BHECEHUN U3MEHEHUI B PETUCTPALMOHHOE A0ChE;

n) (xi) cocTonaHWe KBaNMPUKAUMM COOTBETCTBYHOLMX OOOPYAOBAHUA U TEXHUYECKUX CPEeacTs,
HanpuMMmep, CUCTEMbI HarpeBa, BEHTUAALMM U KOHAMLMOHMPOBAHMA BO34YXa, CUCTEM CHabXKeHWs BOAOM,
CXKaTbIMM rasamu;

M) (xii) 0630p NO6bIX AOrOBOPOB, YKa3aHHbIX B NyHKTax 237 - 255 HacToAwmx Mpasun, ¢ Lenbio
noATBEPKAEHMA X COOTBETCTBMA AeNCTBYOWMM TpeboBaHUAM.

19. (1.11) B pamkax ¢apmaLeBTUYECKON CUCTEMbl KayecTBa MNpPoOU3BOAUTENb M tOpuaMYecKoe
IMLLO, Ha MMA KOTOPOro BblAAHO PErncTpaLMOHHOE YAOCTOBEPEHWE (eCN OHU ABAAKTCA Pa3HbIMU
opraHM3auuamu), AOMXKHbl OLEHMBATb pe3ynbTaTbl 0630pa KayecTBa MPOAYKUMM U AenaTb BbiBOA O
HEeobX0AMMOCTU KOPPEKTUPYIOWMX M Npeaynpexaatowmx AenNCcTBUA WAW NPOBEAEHMA MOBTOPHOWM
BanMAaaumu. [JoskHbl ObiTb pa3paboTaHbl Npoueaypbl YNpaBAeHUA W aHanAM3a TaKuX AeNCTBUN;
3¢ deKTUBHOCTb 3TUX NpoLLeAyp A0MKHA BbiTb NpoOBEPEHA NPU NPOBEAEHUM CAMOUHCMEKLLUNA.

20. O630pbl KayecTBa MOXKHO rpynnuMpoBaTb MO BMAAM NpoayKumun (Hanpumep, Teepable
NeKapcTBeHHble GOPMbI, KUAKME NieKapCTBEHHble GOPMbl, CTEPU/bHBIE NIEKAPCTBEHHbIE MpenapaTtsl),
€C/1M 3TO Hay4yHO 060CHOBaHO.

21. Ecnu opuamyeckoe AnLO, Ha MMA KOTOPOro BblAaHO PerncTpauMoHHOe yAOoCTOBepeHue, He
ABNAETCA NPOM3BOAMTENEM, MEXAY YKa3aHHbIM IMLLOM M NMPOU3BOAUTENEM AOMKHO ObITb 3aKNHOYEHO
cornaweHune, onpegensollee COOTBETCTBYHOLWME 0OA3aHHOCTM CTOPOH B OTHOLIEHMM COCTaBAEHMA
0630pa KayecTBa.

YnpasneHne puckamm ana Kavyecrsa

22. (1.12) YnpaBneHue puCKaMu O1A KayecTBa AB/AETCA CUMCTEMATM3MPOBAHHLIM MPOLLECCOM
OLLeHKM PWMCKOB AOJ/18 KayecTBa JIEKapCTBEHHOIO CpPeacTBa, MX KOHTPOAA, nepegayn vHbopmauumu, a
TaKKe 0630pa B OTHOLIEHUWN YKA3aHHbIX PUCKOB. ITOT NPOLLECC MOXKET NPOBOAMUTLCA KaK NEPCrneKTUBHO,
TaK U PETPOCNEKTUBHO.

23. (1.13) NpuHUMNBbI YyNpaBAEHUA PUCKaMM AN KayecTBa:

a) (i) oueHKa puUCKOB AR KayecTBa OCHOBbLIBAETCA Ha Hay4yHbIX 3HAHWAX, OMbiTe PaboTbl B
OTHOLLUEHMM NPOLLECCa U B KOHEYHOM CYETe HamnpaB/ieHa Ha 3alMTy NauneHTa;

6) (ii) ypoBeHb ycunuii, popmanmsaumm n 4OKyMeHTaibHOro odopmIeHmsa npoLecca ynpasaeHus
pUCKaMM AN1A Ka4ecTBa COOTBETCTBYET YPOBHIO PUCKa.

MEPCOHA/ (TNABA 2)
MpuHumn

24. OpraHusaums U QYHKLMOHMPOBAHWE Hag/IeXallel cuctembl obecrnevyeHMs KayecTBa M
HaZ/1eXKalllero NpoM3BOACTBA JIEKAPCTBEHHbIX MPEenapaToB 3aBUCAT OT YesioBeveckoro ¢gakTopa. Mo aTok
NpuUYnMHE NPou3BOAUTENb AN PELUeHUs BCeX 3aJay, 338 KOTOpble OH OTBEYaEeT, MMeeT AO0CTaTo4YHOe
KO/IMYECTBO KBanuMGMLUMPOBAHHOrO nepcoHana. Kaxablt paboTHUK 3HAeT M NOHMMAEeT CBOM
OOJ/IKHOCTHble 06A3aHHOCTU, KOTOPble HEOOXOAMMO AOKYMEHTaibHO 0poOpMUTb. Becb nepcoHan 3HaeT
NosIOXKeHUA HacToawwmx MNpaBua, oTHOCAWMECA K ero AesTeNbHOCTU, a TaKXKe MPOXOAWUT NepBuYHOE U
nocnegylouiee HenpepbiBHOe 0O6y4YeHWe, BK/AKOYAA MHCTPYKTAXK MO  BbIMNOSHEHUIO TUIMEHUYECKUX
TpeboBaHUN.

Ob6wme TpeboBaHus
25. (2.1) NpowusBoauTenb AOAKEH MMETb AOCTaTOYHOE KO/AMYECTBO MepcoHana, MMELWEero

HeobxoaMmyto KBannuduKaLmio U onbIT paboTbl. Kpyr A40MKHOCTHLIX 06A3aHHOCTEN KaXKa0oro paboTHMKa
He [0/KeH BbiTb CNULWKOM OBLWMPHBIM, YTOObI UCKAOYNTL BO3MOMKHOCTb BO3HMKHOBEHWA PUCKOB A/1A



KayecTBa NpoayKLuuMM.
26. (2.2) NpousBoauTENb AOMKEH UMETb YETKYIO OPraHU3aLMOHHYIO CTPYKTYPY. JOMKHOCTHbIE
065A3aHHOCTN PabOTHUKOB, 3aHMMAIOLLMX OTBETCTBEHHbIE AOMKHOCTU, AOSXKHbI ObiTb WM3/0XEHbI B
OOJ/IKHOCTHBIX  MHCTPYKUMAX.  YKasaHHble  paboTHWMKM  [O/MKHbI  06/134aTb  MOJIHOMOYMAMM,
HEeobX0AMMbIMM A5 BbIMONHEHWUA BO3/IOXMEHHbIX HA HUX QYHKUMA. UX OOAKHOCTHble 06A3aHHOCTM
MOryT ObITb NepegaHbl A4PYrMM Ha3sHaYeHHbIM 3aMeLLaloWnM pPaboTHUKAM, 06/1a4a0WUM AOCTaTOUYHbIM
ypoBHeMm KBanuduKaumu. MNpu onpegeneHnm goaKHOCTHbIX 06A3aHHOCTEN NepcoHana NpoM3BoAUTENb
He [JOJ/I)KeH [AOonycKaTb Cc/lydaeB HeobOCHOBaHHOro AybnvpoBaHuMa obasaHHOCTEM U PYyHKUMMA
pabOTHMKOB, a TaKM¥e C/y4yaeB, KOrAa Kakue-nmbo 06A3aHHOCTKM, CBA3aHHbIE C  BbIMOJIHEHUEM
TpeboBaHUIM HacToAwMX MpaBKA, OKa3blBAOTCA HE 3aKPeneHHbIMU HU 338 O4HUM U3 PabOTHMKOB.

OTBETCTBEHHbIN nepcoHan

27. (2.3) K oTBETCTBEHHOMY MEPCOHaNy OTHOCATCA PYKOBOAWUTE/Ib MPOU3BOACTBA M PYKOBOAMUTENb
nogpasgeneHns KOHTPOJIA KauyecTBa, a TaKXKe YnoJHoOMoYeHHoe(ble) anuo(a), ecnm noaHomouus
YNOAHOMOYEHHOro(bIX) AKMUa (ML) He BO3/MOXEHbl Ha pyKoBOAWUTENs npousBoacTBa W (uawm)
pyKoBOAMTENA NOAPa3AeNeHUs KOHTPONA KadectBa. OTBETCTBEHHbIM NepcoHan AO0MKeH paboTaTtb, Kak
npaBWoO, Ha YyCNOBUAX NosiHOro paboyero BpemeHn. PykoBoauTenn npousBoAcTBa M NoapasaeneHus
KOHTPO/A KayecTBa O0/IKHbl OblTb HE3aBUCMMbI Apyr OT gpyra. [na npoussoauTenen, ABASIOWMXCA
KPYMHbIMW OpraHM3aumsamm, 4acTb 0b6s3aHHOCTEM, NpedyCMOTPEHHbIX NyHKTamu 30 - 32 HacToAwMmX
MpaBun, gonycKaeTca nepeaasaTb ApyrMm paboTHUKaM.

28. (2.4) O653aHHOCTM YNO/SIHOMOYEHHOrO AMLa:

a) (a) ynonHomouyeHHoe UL A0NKHO NOATBEPAUTb, UTO KaXK/aaA cepua NeKapCTBEHHbIX CPeacTs,
npousseaeHHas B Poccuiickoit ®eaepaumm, nponsseaeHa U UCMbiTaHa B COOTBETCTBMU C AENCTBYHOLIUM
3aKoHoZaTenbcTBOM Poccuiickoit deaepaumm n TpeboBaHUAMU PErNCTPALMOHHOIO AOCHE;

6) (b) B OTHOWEHWMW nNeKapCTBEHHbIX CPEACTB, BbIMYLIEHHbIX 3a npeaenamm Poccuiickoin
depepaunn, ynosHOMOYEHHOE /INLO [AOJ/KHO MNOATBEPAMTb, UTO KaxKAaa MUMMNopTupyemas cepus
npoAyKLUMK Npoluia NPOoBEPKY B NoOpsKe, ycTaHOBAEHHOM B Poccuiickon deaepauum;

B) (c) ynonHOMOYEeHHOE UL AOIKHO AOKYMEHTA/IbHO NOATBEPAMUTb, UTO NPOLLECC NPOM3BOACTBA
OCYLLECTB/IEH B COOTBETCTBMM C HacToAwMmu [paBunamu, a TaKKe yaoCTOoBepuTb nepes Bbiaauyen
Ka)kOoro pas’pelleHma Ha BbIMYCK, YTO KarKhaa cepua NpoayKuuu npousBesdeHa u (MAM) ucnbiTaHa B
COOTBETCTBMM C TPeOOBaAHUAMMK PEruCTPaLMOHHOIO A0Che.

29. KeanuduKauma ynoSHOMOYEHHOro /MLA  AO/KHA COOTBETCTBOBAaTb TpeboBaHMAM,
YCTAHOBNEHHbIM 3aKoHogaTenbcTBoM Poccuinckoit Pepepaumn. YNOJHOMOYEHHOE /MLO  AOKHO
cocToATb B WTaTe npousBoguTena. Ero o06s3aHHOCTM MoryT ObiTb MepedaHbl TOILKO  Apyromy
ynosHoMo4YeHHoMY(bIM) Anuy(am).

30. (2.5) OcHoBHble 0653aHHOCTM PYKOBOAMTENA NPON3BOACTBA:

a) (i) obecneunBaTb NPOM3BOACTBO U XPAaHEHWE MPOAYKUUM B COOTBETCTBUWU C YTBEPKAEHHOWM
OOKYMeHTaumel gnsa AoCTUXKEHUA HeObX0AMMOro KayecTBa;

6) (ii) yTBepKAaTb MHCTPYKLMM, Kacatowmecs NpomM3BOACTBEHHbIX onepauunii, 1 obecneunsaTtb UX
TOYHOE BbINO/HEHME;

B) (iii) obecneunBaTb OLLEHKY U MoAnNUCaHWE NPOU3BOACTBEHHbIX 3anNncen yNnoNHOMOYEHHbIM Ha
3TO MepcoHanoM nepea ux nepeaadeit B noapasaeneHne KOHTPOAA KavecTsa;

r) (iv) kKoHTponupoBaTb paboTy NOAYMHEHHOro CTPYKTYPHOro noapasfenieHus, coaepyaHue
NOMELLEHWNI, SKCNAyaTaLUUIo U TeEXHMUYECKoe 0b6CcnyKMBaHWe 0bopyaoBaHus;

A) (v) obecneunsaTtb NpoBeAeHNe COOTBETCTBYIOLLEN BaMAaLNY;

e) (vi) obecneunBatb NpoBeAeHUE HEOHXOAMMOro NEPBUUYHOIO M NOCAEAYIOWEro HenpepbiBHOMo
0by4yeHUs nepcoHana NoAYMHEHHOrO CTPYKTYPHOrO NoapasaeneHus.

31. (2.6) OcHOBHble 0653aHHOCTM PYKOBOAMUTENA NOAPA3AE/IeHMUA KOHTPOA KayecTBa:

a) (i) omobpsaTb WMAN OTKAOHATb WCXOOHOE Cbipbe, YMNaKOBOYHbIE MaTepuanbl, a TaKXKe
NPOMEKYTOUYHYI0, HepacdacoBaHHYO 1 FOTOBYO NPOAYKLMIO;

6) (ii) oLeHMBaTb AOCbe Ha ceputo;

B) (iii) obecneunBaTb NpoBeAeHNE BCEX HEOOXOANMBIX UCMbITaHUI;

r) (iv) yrBep:KaaTb cneymduKaummn, MHCTPYKLMKU No oTbopy nNpob, meToabl UCMbITaHUIA U apyrue



npoueaypbl NO KOHTPOJIIO KAYecTBa;

A) (v) yTBep:KaeHne n MOHUTOPUHT UCNONHUTEIel NO AO0r0BOPaM, YKa3aHHbIM B NyHKTax 237 - 255
HacToAwmx MpaBua (UCNbITAHUA MO KOHTPAKTY);

e) (vi) KoHTponMpoBaTb PaboTy MNOAYMHEHHOIO CTPYKTYPHOrO MOAPasAefieHus, copeprkaHue
NOMELLEHWNI, SKCNAYATALUIO U TEXHMYECKOE 06CNyKMBaHMe 060pyA0BaHUS;

) (vii) obecneumBaTtbh NpoBeaeHMe COOTBETCTBYIOLLEN BaMAALMN;

3) (viii) obecneunBaTb NpoBegeHNe HEOOXOAMMOro NEPBUYHOIO M NOCNEAYIOLLErO HENPEPbIBHOIO
0byyeHnA nepcoHana NOAYMHEHHOTO CTPYKTYPHOTO Noapa3aeneHus.

32. (2.7) PykoBOANTENM NPOM3BOACTBA U NOAPA3AE/NEHUS KOHTPOAA KayecTBa MMeLoT obLme mau
COBMECTHO BbINONHAEMble ODOA33aHHOCTM, OTHOCALLMECA K KA4yecTBY, KOTOpble BKAOYaloT B cebs, B
YacTHOCTU, cnegyoLee:

yTBEPXKAEHME NPoLeayp U APYTUX LOKYMEHTOB, BK/tOYas BHECEHUE U3MEHEHUI B HUX;

MOHWUTOPUHT M KOHTPO/Ib NMPON3BOACTBEHHOM Cpeabl;

KOHTPO/b MPOM3BOACTBEHHOW IMIUEHDI;

BanMAaumio NpoLeccos;

obyyeHne nepcoHana;

yTBEpXAeHNe N MOHUTOPUHI NOCTaBLUWMKOB MCXOAHOIO CblpbA U YMAaKOBOYHbIX MaTepUanos;

YTBEPKAEHNE U MOHUTOPUHI WUCNOSIHUTENEN MO AOroBOpam, yKasaHHbIM B MyHKTax 237 - 255
HacToAwmx Mpasun (KOHTPAKTHbIN NPOU3BOANUTEND);

onpeaeneHne 1 MOHUTOPUHT YCAOBUIN XPaHEHMA UCXOAHOTO CbiPbA U NPOAYKUMU;

XpaHeHue 3anucei;

MOHMUTOPUHT COOTBETCTBUA TpeboBaHMAM HacToALWMX [pasun;

NPOBEpPKY, UCCefoBaHUE U B3ATUE NPOD B LEenax MOHUTOPMHIA GaKTOPOB, CNOCOBHBIX BAMATL Ha
KaQuecTBO NpoayKumu.

Ob6yueHune

33. (2.8) MpousBoauTenb AonxKeH obecneyntb 0byyeHWe nepcoHana, LOMKHOCTHble 06A3aHHOCTH
KOTOpOro npeanosaratoT npebbiBaHWe B MPOU3BOACTBEHHbIX 30HAX WAM KOHTPO/bHbIX flabopaTtopuax
(BKNOUAA TexHMYECKUI N 06CNYKUBAIOWMUIA NepcoHan, a TakKe paboTHUKOB, NpoBoaaLnX YBopKy), a
TaK»Ke ApYyroro nepcoHasna, A4eATeNbHOCTb KOTOPOro MOXET OKa3aTb BAUAHME HA Ka4eCTBO NPOAYKUUMN.

34. (2.9) Kpome OCHOBHOro 0OOYyYeHWs, BKIHOYAIOWETO TEOPUIO M MPAKTUKY NPUMEHEHUS
HacToAwmx MNpaBua, BHOBb NPUHATbIE Ha PaboTy PabOTHUMKKU [O0MKHbBI NPOUTU NepBUYHOE 0bydeHMe B
COOTBETCTBMM C 3aKPENNEHHbIMWU 338 HUMMK 06A3aHHOCTAMM. [TPOU3BOAMTEND AOMKEH TaKKe NPOBOAUTb
nocneaylrouiee HenpepbiBHOe 0bydyeHMe MNepcoHana, NepuogMyeckM OLLEHMBAs €ero MnpakTUYEecKyto
sppekTMBHOCTL. OO6yyeHMEe nepcoHana [AOMKHO NPOBOAWUTLCA MO y4ebHbIM  MpPOrpammam,
YTBEPKAEHHBIM COOTBETCTBEHHO PYKOBOAMTENEM NPON3BOACTBA MO0 pyKoBOAUTENEM NOAPA3AENEHUA
KOHTPONA KayecTBa. Mpon3BoanTenb 0683aH XpaHUTb JOKYMEHTaLMIO O NpoBeseHUn obyyeHuns.

35. (2.10) MepcoHan, paboTalowmii B 30Hax, rge KOHTaMWHAUMS MpPeAcTaBAseT OMacHOCTb,
Hanpumep, B YACTbIX 30HAX UM B 30HAX PABOTbI C BbICOKO aKTUBHbLIMM, TOKCUYHBIMU, UHOULMPYIOLLUMU
WU CEHCUBUAN3UPYIOLWMMM BELLECTBAMMU, AOIKEH NPONTU cneumanbHoe obyyeHue.

36. (2.11) Nocetutenn munn He npoweawmne obydyeHne PabOTHWMKU He [ONKHbI AONYCKATbCA B
NPOW3BOACTBEHHbIE 30HbI M 30Hbl KOHTPOANA KayecTsa. [1pM HEOHXOAMMOCTU NOcCelleHnA AaHHbIX 30H
YyKa3aHHble AnLa A0/KHbI NPeaBapuUTeibHO NPOUTM MHCTPYKTaX, B YaCTHOCTU, MO NpasBuaam JNYHOWM
TUTMEHbl W WCNO/Ib30BaHUIO 3aLUMTHOM oOfeXAabl. 33 3TUMM AMLAMKM  [O/KHO OCYLLeCTBAATLCA
TWaTenbHoe HabaoaeHme.

37. (2.12) Npn obyy4eHnn [OMKHBI NOAPOOHO PA3bACHATLCA M 0OCYKAATbCA KaK MPUHLMMbI
obecneyeHnA KayecTBa, Tak M BCe Mepbl, yay4Llatowme Nx NOHMMaHME N OCYLLEeCTBEHME.

mrueHa nepcoHana
38. (2.13) MpousBoguTenb A0MKeH pas3paboTaTb M BHEOPUTb KOMIMJIEKC MeponpUsTUiA Mo

HpOMBBO,D,CTBEHHOI)lI rmrmeHe C y4yeTom ocobeHHocTel KOHKPETHOro npon3soAacTtea. YKaszaHHbIN
KOmMnnekc MepoanﬂTMﬁ AOJ/IXXeH cogepXKaTb npoueaypbl, Kacarowmneca C06ﬂ|'0,£l,eHMFI Tpe6OBaHMﬁ K



COCTOAHMIO 340pPOBbA, CAHUTAPHbIX NPaBUN U TpeboBaHUI K oaexae nepcoHana. Kaxaplt paboTHUK,
OO/IKHOCTHble 06A3aHHOCTM KOTOPOro npegnosaratoT npebbiBaHMe B 30HAX MPOM3BOACTBA M 30HAX
KOHTPO/1A KayecTBa, A0/KEH MOHMMATb U CTPOro cobntoaatb 3T npoueaypbl. PykoBoaawmi nepcoHan
HeceT OTBETCTBEHHOCTb 3a BbINOJIHEHWE MEpPCOHaNOM MPaBUA ANYHOM TUTMEHbl WU OpraHM3aumio
HeobxoaMmoro obydyeHus.

39. (2.14) Nwuua, npuHMMaemble Ha pPaboTy, AO/MXKHbI MNPOATU MEAULMHCKMIA OCMOTP.
MpounssogunTenb 06s3aH yTBepAUTb MHCTPYKUMK, obecrneuynBatoLLme ero oCBeA0MAEHHOCTb O COCTOSHUM
310pOBbA MEPCOHAa, KOTOPOE MOXEeT MNOBAMATb Ha KayecTBO npoayKumu. [locne nepBUYHOro
MeAMLMHCKOro OCMOTPa AOJIKHbl MPOBOAMTLCA PEryaspHble nocaeaywowme meaumunmHCKMe OCMOTpbI
nepcoHana.

40. (2.15) NpousBoauTeNb AOMKEH NPEANPUHATL Mepbl, obecneynBatowme HegonyLeHne nuL ¢
MHOEKUMOHHbIMW 3360/1€BAHUAMM UM OTKPbLITbIMW MOBPEXAEHUAMM Ha OTKPbITbIX y4acTKax Tena K
NPOM3BOACTBY NEKAPCTBEHHbIX CPEACTB.

41. (2.16) /lnua, Bxoaslme B NPOU3BOACTBEHHbIE 30HbI, AONXHbI HOCUTb 3aAWMTHYIO OAEXKAY,
COOTBETCTBYIOLLYHO BbIMO/IHAEMbIM B 3STUX 30HAX ONepaLUsaMm.

42. (2.17) B npon3BOACTBEHHbIX 30HAX M 30HaX XPaHEHMA 3anpeLiaroTca NpUem MUK, NUTbE,
KEeBaHME WM KypeHMe, a TaKKe XpPaHeHWe MULLEBbIX MPOAYKTOB, HAanWUTKOB, TabauyHblX U34enui u
JINYHbIX NIeKapCTBEHHbIX nNpenapaTtoB. He pgonyckaetca nobas  aeATesbHOCTb, Hapylwatowas
YCTaQHOB/NEHHblE TMIMEeHMYECKNe TpeboBaHMA B NPOU3BOACTBEHHbIX WU APYrMX MOMELLEHUsX, KoTopas
MOXET OKa3aTb OTpULLATE/IbHOE BIMSAHNE HA Ka4eCTBO NPOAYKLNM.

43. (2.18) HeobxoauMmo u3beraTb HEMOCPeACTBEHHOrO KOHTaKTa PYK MepcoHana C OTKPbITOM
NpoAyKumuen, a Takxe ¢ ntoboi YacTblo 060pyaoBaHMA, KOHTAKTUPYIOLWEN C NPOoAYyKUMNEN.

44. (2.19) MepcoHan A0NKEH NPONTU MHCTPYKTAX MO NpaBuIam MbITbA PYK.

45. (2.20) CneumnanbHble TpeboBaHUA K TMrMeHe NepcoHana, 3aHATOro Ha NPOU3BOACTBE 0COBbIX
rpynn npoayKummu (Hanpumep, cTepubHbIX IEKapCTBEHHbIX NpenapaTos), oTparkeHbl B MNpunoxeHun N
1 n MpunoxeHun N 5 K HacToAwmm lMpasuaam.

MOMELLEHMNA M OBOPYAOBAHMWE (FNABA 3)
MpuHUKMN

46. NomeLeHna 1 06opyLoBaHNE HEOBXOAMMO pacronaraTb, NPOEKTUPOBATb, CTPOUTb, OCHALLATb
M 3KCM/yaTMpoBaTb TakMm 06pa3om, 4Tobbl OHM COOTBETCTBOBA/IM MNPOBOAMMbIM onepauuam. Ux
NNIAHMPOBOYHOE peLleHMe U KOHCTPYKLMA LOKHbI CBOAUTb K MUHUMYMY PUCK OLWMBOK 1 obecneynsaTtb
BO3MOMHOCTb 3QPEKTUBHON OUYMCTKM U  OOCNYKMBAHUSA B LUENAX WCKAOYEHUA MepeKpecTHOM
KOHTaMWHAUMW, HAKOMAEHMUS MblIM UAKN TPA3KM U Ntobbix HebnaronpuaTHbIX GaKTOPOB A/1A KayecTBa

NPOAYKLUMU.
MomewweHuna
Obwue TpeboBaHuA

47. (3.1) Npu ycnosuu cobnoaeHns Bcex Mep Mo 3allmMTe NPOU3BOACTBA OKpyKalollas cpeaa
NOMeLLEHWNIM SONKHA NPeACcTaBAATb MUHUMA/bHbIN PUCK KOHTaMUHAUMM MaTepranos UAK NPOAYKUUN.

48. (3.2) dkcnnyaTtaums, nNpoBedeHMe TEXHUYECKOro 0BCNYKMBaAHMA U PEMOHTA NMOMELLEeHUI He
OO/MKHbI OKa3blBaTb OTPULATENILHOFO B/MAHWMA Ha KadyecTBO Npoaykumn. Y6opka u aes3nHdekuma
NOMELLEHWNI JOMKHBI NPOBOAUTHCA B COOTBETCTBMU C NOAPOOHBIMU MHCTPYKLMAMM, YTBEPHKAEHHbBIMM
npoussoguTenem.

49. (3.3) OcselleHune, TemnepaTypa, BAAKHOCTb WM BEHTUNALUMA [OJKHbI COOTBETCTBOBaTb
Ha3HA4YeHMIO MOMELLEHMNA U HE OKa3blBaTb MPAMOro MAW KOCBEHHOrO HebBMaronpuATHOrO BO3AENCTBUA
Ha JIeKapCTBEHHble cpeacTBa BO BpemMa WX MPOM3BOACTBA M XPaHEHWA, a TaKKe Ha Hagnexkalee
bYHKUMOHNpPOBaHME obopyaoBaHWMA.

50. (3.4) Mpu NpoeKTUPOBaHMM U 3KCMNAyaTaLMM NOMELLEHUN A0NKHA ObiTb obecrneyeHa 3alnTa
OT MPOHWKHOBEHMA B HUX HACEKOMbIX UJIN KUBOTHbIX.



51. (3.5) B nomeuleHUs He [OMNYCKalOTCA /MLUA, He WMelolwuMe npaBa AO0CTyna B HUX.
Mpoun3BoACTBEHHbIE 30HbI, CKNAACKME 30Hbl U 30HblI KOHTPONA KayecTBa He AO0NXKHbl MCMNOAb30BaTbCA
ANA CKBO3HOr0 Npoxoaa nepcoHana, He paboTaroLero B HUX.

NMpounsBoacTBeHHasA 30Ha

52. (3.6) Ana mMHMMM3aAUMKM pPUCKa AN 300POBbA  NloAeir BCNeACTBME MNepPeKpecTHOoM
KOHTaMWHaUMM  NpU  MPOM3BOACTBE  HEKOTOPbIX  JIEKAPCTBEHHbLIX MNPEnapaToB, TaKUX  Kak
ceHcubunmsmpyolme Beuwlectsa (Hanpumep, NEHUUUANAUHBLI) UAKM BUONOTMYECKUE NeKapCTBEHHble
npenapatbl (Hanpumep, M3 KUBbIX MUKPOOPraHM3MOB), HeobXoAMMO NpeayCMOTPETb CheLnanbHO
npegHasHayeHHble U 060cob/MEHHbIE MOMelLeHMa, obopyaoBaHMe M CpeacTBa MX obCayKuBaHuA. B
OAHUX W TeX Ke NOMELLEeHMAX He [OoMycKaeTca MNPOW3BOACTBO OTAE/IbHbIX BMAOB AHTUOWOTMKOB,
onpeaeneHHbIX FOPMOHOB, LLUTOTOKCUMHOB, BbICOKO aKTUBHbIX JIEKAPCTBEHHbIX CPeACcTB U MPOAYKLUUU, He
ABNAIOWENCA JIEKAapPCTBEHHbIMM CpPeacTBaMU. B  MCKAOUMTENbHBIX C/y4Yasx NPOM3BOACTBO TaKMX
NIeKapCTBEHHbIX CPeACTB AONYCKAeTCA B O4HMX MOMELLEHUAX NPU pasgeNeHnmn LMKA0B Npon3BoacTea No
BPEMEHN C COONOAEHMEM CMELManbHbIX Mep NPefoCTOPOXKHOCTM U MpoBegeHMeM Heobxoaumon
BaiMgauunmn.

53. 3anpewaetcA npousBOACTBO AA4OB TEXHMYECKOrO Ha3HayeHWA, TaKUX KaK nectuumabl m
repbuumabl, B NOMELLEHUNAX, MCNONb3YEMbIX A1° NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB.

54. (3.7) MnaHMpPOBOYHblE pelleHMA MOMELLEHMIA [OMKHbI 0becneunmBaTb BbIMOJIHEHME
TpeboBaHUM K YPOBHIO YNCTOTbI M, NPU HANMUYMM BO3MOXKHOCTU, AO0/KHbI COOTBETCTBOBATb /1IOrMYECcKom
nocneaoBaTeNbHOCTU NPOM3BOACTBEHHbIX Onepaumi.

55. (3.8) MnaHMpoOBOYHbIE pellueHMA NMPOU3BOACTBEHHbIX 30H U BHYTPUMNPOU3BOACTBEHHbIX 30H
XpaHeHWA A[0/XKHbl obecneynBaTb Moc/ieAoBaTe/IbHOE M NOrMYHOE pasmelleHue obopyaoBaHUs U
MaTepPUanos, CBoAALLEE K MUHMMYMY PUCK NEPEnyTbIBAaHNA PA3/IMYHbIX IEKAPCTBEHHbIX CPEACTB NN NX
KOMMOHeHTOB, obecneynBatolLee OTCYTCTBUME NEPEKPECTHOM KOHTaMMHAUUM U CBOAALLEE K MUHUMYMY
PUCK NPOMNyCKa UM HEMPaBUIbHOIO OCyLLecTBieHMa Ntboro atana npu NPoM3BoACTBE AU KOHTPOE.

56. (3.9) B nomelleHMAX, B KOTOPbIX UCXOAHOE Cbipbe W MepBUYHbIE YNAaKOBOYHbIE MaTepuansi,
NpoMeXXyToYyHan Uan HepacdacoBaHHas NPOAYKLUS NoABEPKEHbl BANAHUIO NPOM3BOACTBEHHOM cpeapbl,
BHYTPEHHME NOBEPXHOCTU (CTEHbI, MOJIbl M MOTONKM) AO/XKHbI BbITb T1aAKMMMK, 63 Lenen u TpeumH Ha
CTblKaX, He OO0J/IKHbl BblAENATb YAacTUL, a TaKKe AOJIKHbl Nerko U 3GPeKTUBHO OYMLLATBCS M NpU
Heob6Xo04MMOCTUN Ae3UHPULMPOBATLCS.

57. (3.10) TpybonpoBogbl, ocBeTUTE/IbHbIE NPUOOPbI, BEHTUNSALMOHHbIE YCTAaHOBKW U Apyrue
CUCTEMbI 0OCNYHKUBAHMA AONKHbI OblTb CMPOEKTUPOBAHbI M PACMONIOKEHbI TaKMM 0bpa3om, 4Tobbl He
6bl10 YrAyoneHnit, 3aTPyAHAOWMX MX OYUCTKY. MpU HaAMYMM BO3MOMKHOCTM AOCTYyN K HUM AAs
obcnyKMBaHMS gONKEH ObITb M3BHE NPOM3BOACTBEHHbIX 30H.

58. (3.11) ToYKM NOAKNIOYEHMUA K KaHANM3AUMOHHbIM CTOKaM AOJ/KHbl ObiTb COOTBETCTBYHOLLMX
pasmepoB U 0060pyAOBaHblI YCTPOMCTBAMW ANs NpefoTBpalleHMa obpaTHOro notoKa. Mpu HanmMuum
BO3MOXHOCTU c/ieyeT usberaTb OTKPbITbIX C/IMBHbIX KeoboB. Ho ecan cyuwecTeyeT HEOBX0ANMMOCTb UX
NCNOIb30BaHMA, OHWN A0KHbI BbITb HEFNYBOKMMM AN5 061ErYeHNs OYUCTKU U Ae3nHPEKUUMN.

59. (3.12) B npou3BOACTBEHHbIX 30HAX [AO/KHA WCNONb30BaThCcA 3ddEKTUBHAA cucTema
BEHTUNALUN, UMEIOLLLasa CpeacTBa ANA KOHTPOASA NMapamMeTpoB BO3Ayxa (BKAkouyas TemnepaTtypy U, rae
Heob6Xxo0aAMMO, BNAXKHOCTb U GUNbTPALMIO) B 3aBUCUMOCTM OT BbINyCKaeMol NPOAYKLUUM, BbINOJAHAEMbIX
onepaunit u oKpyxKatoLen cpeabl.

60. (3.13) BsBeluMBaHWE MWCXOAHOrO Cbipbsi, KaK MNPaBWAO, OCYLLECTBAAETCA B OTAE/IbHOM,
npegHasHa4eHHOM 418 3TOrO NOMELLEHUMN.

61. (3.14) B Tex cnyyasx, Korga npoucxoamut obpasosBaHue NbiAn (Hanpumep, BO Bpems oTbopa
npob6, B3BeLIMBAHWA, CMELLUMBAHWA, NPOW3BO/ACTBEHHbLIX OMepauuii, YNakoBKM CyXOW MpoayKuuu),
OONXKHbI  ObITb MPUHATBI CNeunanbHble Mepbl MNPeAOoCTOPOXKHOCTM B UenAx npeaynpexaeHus
NnepeKkpecTHON KOHTaMUHALMKU U 061erYeHns OUNCTKMU.

62. (3.15) NomeleHMAa aNA YNaKOBKM JIEKAPCTBEHHbIX CPeACTB AOJ/IKHbI ObiTb CheunanbHo
CNPOEKTUPOBaHbl W PaACMOJIOXKEHbI TakKMm 06pasom, u4ToObl M3bexkaTb nepenyTbiBaHMA UK
NnepeKkpecTHON KOHTaMUHALUMK.

63. (3.16) MponsBoAcTBEHHbIE 30HbI AO0/KHbI BbITb XOPOLLO OCBELLEHbl, 0COBEHHO B MecCTax, rae



NpPoOBOANTCA NOCTOAHHbIM BU3YaNbHbIA KOHTPO/Ib.
64. (3.17) KoHTposb B npouecce Npou3BoACTBa MOXHO NPOBOAUTbL B NPOM3BOACTBEHHON 30HE,
€C/IN 3TO He COo3AaeT pUCKA AN TEXHOOMMYECKOro npouecca.

CKnagckume 30Hbl

65. (3.18) Cknaackuve 30HbI A0MKHbI MMETb BMECTUMOCTb, AO0CTaTOUYHYIO AN YNopAA0YEeHHOro
XPaHEeHUA pPas/IMYHbIX KaTeropuit matepuasnoB U NPOAYKLUMU: WUCXOAHOrO CbipbsA M YMNAKOBOYHbIX
MaTepManoB, MNPOMEXKYTOYHOM, HepachacoBaHHOM WM TOTOBOM MNPOAYKUMM, a TaKXKe NpPoayKLUM,
Haxo4AlWenca B KapaHTMHe, NPOAYKUWM, paspelleHHOM ANA BblNycKa, OTKAOHEHHOW, BO3BpalLeHHOM
NN OTO3BAHHOMW.

66. (3.19) NMpn NPOEKTUPOBAHUN N OCHALLEHWW CKNAACKMX 30H HeobxoguMmo npeaycmaTpusaTtb
Hag/NeXawme ycnosua xpaHeHua. CKnagcKmMe 30Hbl A0MKHbI ObiTb YNCTBIMU U CYXMMM, B HUX AOJMKHA
nogfeprkmpatbca Tpebyemana Temnepatypa. Ecnm TpebyloTcs chneumanbHble YCAOBUA  XpPaHEHUs
(Hanpumep, TemnepaTypa, BAAXKHOCTb), TO HeobxoaMmMo obecneymBaTb M NPOBEPATb TaKME YC/OBUSA, a
TaKXe OCYyLEeCTBAATb X MOHUTOPUHT.

67. (3.20) B mecTax NpMemMKM U OTFPY3KM O0/KHA OblTb obecneyeHa 3alLMTa MCXOLHOIO CbipbA,
YNaKoBOYHbIX MaTepMasoB U NPOAYKUUN OT BO3LENCTBMA MOrOAHbIX YCNOBUIA. 30HbI MPUEMKN AOKHbI
6bITb CNPOEKTUPOBAHbI U 06opyAOBaHbl TaKMM 06pas3om, YToObl Tapy C MOCTYMAOLWMMMU UCXOAHbIM
CbIPbEM M YMAaKOBOYHbIMW MaTepnasamMm MOXKHO Bbl1I0 04MLLATb Nepes, CKNaaANPOBaAHUEM.

68. (3.21) Ecnm pexknm KapaHTUHaA obecneymnBaeTca XpaHeHUEM MPOAYKLUN B pa3fe/ibHbIX 30HaX,
TO 3TW 30Hbl AO/KHblI ObITb YeTKO 0603HayeHbl, a AOCTYN B HMUX pa3pelleH TOJIbKO MepCcoHany,
MMelowemMy COOTBETCTBYOWME MnonHomouuA. Jliobaa apyras cuctema, 3amMeHsowan ¢Gusnyecknin
KapaHTWH, A0/IXKHa obecrneynBaTb 3KBMBANEHTHYO 6€30MacHOCTb.

69. (3.22) OT60p NPOH MCXOAHOrO ChipbA U NEPBUUYHbBIX YMAKOBOUYHbIX MaTepMUanoBs, Kak NpasuIo,
cnepyet BbINOJHATL B OTAe/NbHOM 30He. OT60p Npob, OCyLLEeCTBASEMbIM B 30HE XPaHEHWs, AO0/XKeH
NpPoBOAUTBCA TakMM o0b6pa3om, YTOObl NpPeaoTBPATUTb KOHTAMUHAUMIO WAM  NEPEKPECTHYIO
KOHTaMWHaUMIO.

70. (3.23) Ons xpaHeHUs 3abpakoBaHHbIX, OTO3BaHHbIX WAW BO3BPALLEHHbIX UCXOAHOrO CbipbA,
YNaKOBOYHbIX MAaTEPMAN0B UK NPOAYKLUMN A0NKHbI ObITb NPeayCMOTPEHbI U30/IMPOBAHHbIE 30HbI.

71. (3.24) BbiCOKO aKTMBHbIE BeLLECTBA M JIEKAPCTBEHHbIE CPEACTBA, B OTHOLIEHMU KOTOPbIX
HOPMaTUBHbIMM MPaBOBbIMM aKTamu Poccuiickon depepaumn YCTaHOBNEHbI CheLManbHble YCNoBUA
XpPaHeHUs, AO/IKHbI XPaHUTbCA B 6€30NacHbIX U 3aLUMLLEHHbIX 30HaX.

72.(3.25) JonxHo 6bITb 0becrnevyeHo 6e30nacHoe N HaJeKHOe XpaHeHWe NeYaTHbIX YNaKOBOYHbIX
MaTepmnanoB, Tak Kak OHW CYMUTAIOTCA KPUTUYECKMMKU ansa obecrneyeHma COOTBETCTBUS /IEKAPCTBEHHOTO
cpeacTBa yCTaHOBNAEHHbIM TpeboBaHMUAM.

30HbI KO HTPO/1A Ka4eCTBa

73. (3.26) NabopaTopnmn KOHTPOASA KayecTBa AOJIXKHbI ObITb OTAENEHbl OT NPOU3BOACTBEHHbIX 30H.
3T0 0CcOobeHHO BaXHO AnA nabopaTopuMi MO KOHTPOAD OMONOrMYECKUX U MUKPODBUONOrMYECKUX
JIEKapCTBEHHbIX CPEACTB U PAAMON30TONOB, KOTOPbIE TaKXKe A0MKHbI ObITb OTAENEHb! APYF OT ApYra.

74. (3.27) KoHTponbHble nabopaTtopun A0KHbI BbiTb CIPOEKTMPOBAHbI TaKMM 06pa3om, YTObbI
OHW COOTBETCTBOBaNN TPebOBaHUAM K BbINOAHAEMbIM B HUX paboTam. Maowasnb nabopatopmin AoAKHa
6bITb AOCTAaTOYHON ANA UCKAKOYEHMA MEPENYTbIBAHUA M NEPEKPECTHOM KOHTAaMMHALMKM, a TaKkKe ans
XpaHeHuAa ob6pasuoB K1 3anmce.

75. (3.28) [Ona u4yBCTBUTE/IbHbIX MNPUMOOPOB, HYXKAAKOWMXCA B 3alumMTe OT BMOpauMK,
3NeKTPOMArHMUTHbIX NONEN, BAAXKHOCTU BO34yXa WU APYTUX YC/NOBWIA, AONXKHbI ObiITb NpesyCcMOTPeHbI
oTAeNbHble KOMHaTbI.

76. (3.29) Echn HopmaTMBHbIMM NPABOBbIMU akTamu Poccuiickon ®degepalmn yCTaHOBAEHbI
cneumanoHble TpeboBaHuAa K nabopaTopuam, B KOTOPbIX MpoBoAaAaTcA paboTbl co cneumduyeckumu
BelecTBamMm, Hanpumep, HUONOrMYECKUMU UAN PALMUOAKTUBHBIMW MATepuanamu, Takme TpebosaHuMA
OO/IKHbI COB6t04aTHCA.



BcnomoraTtenbHble 30HbI

77.(3.30) KomHaTbl OTAbIXa M NpUemMa NULLLX A0NKHbI BbITb OTAENEHbI OT APYrMUX 30H.

78. (3.31) MomeleHna ans nepeoaesaHns, TyaneTbl U Ayllesble KabuHbl A01XKHbl UMETb YA06HbIM
AOCTyN; WX MJaHMPOBKA M pasmepbl AO0/MKHbI COOTBETCTBOBATb YMCAEHHOCTM nepcoHana. He
Aonyckaetcs, Ytobbl TyaneTbl HeNocpeacTBEHHO cO0bLWAaNANCb C NPOMU3BOACTBEHHBIMU MU CKAAACKUMMU
30HaMMU.

79. (3.32) MacrtepckMe nNpv  HaAWMYMU  BO3MOXKHOCTU  [OJ/IKHbI  6biTb  OTAENEHbl OT
NpPoOM3BOACTBEHHbIX 30H. B cnyyae ecnm xpaHeHWe 3anacHbIX YacTel U MHCTPYMEHTOB OCYLLEeCTBAAETCA B
NpPOM3BOACTBEHHON 30HE, OHU AOJ/IKHbl COAEPKATbCA B NPEeAyCMOTPEHHbIX A1A 3TOro KOMHaTax Mau
3anupatoWmxca AWmKax.

80. (3.33) BuBapuu A0/KHbI ObITb U30NMPOBAHbI OT APYIMX 30H, UMETb OTAE/bHbIN BXOA ([oCTyn K
YKMBOTHbIM) M OTAE/IbHbIE CUCTEMbI BO34YXONOAIOTOBKM.

O6opynoBaHue

81. (3.34) KOHCTPYKLMS, MOHTaXK W MOPALOK TEXHUYECKOro 0B6CAYKMBAHUA NPOU3BOACTBEHHOIO
060pyA0BaHUA JOMKHbBI COOTBETCTBOBATb €0 HAa3HAYEHMUIO.

82. (3.35) PaboTbl MO PEMOHTY U TEXHUYECKOMY OBCNYyXKMBaHWUIO 0OOPYAOBAHUSA HE AOJIXKHbI
OKa3blBaTb OTPMLATE/IbHOMO BAUAHWUA Ha KA4eCTBO MPOAYKLUMN.

83. (3.36) KOHCTpyKUMA MPOU3BOACTBEHHOrO 060pyAOBaHMA AO0/MKHA ObiTb TakoW, uTObbI ero
MOXHO OblN0 Nerko M TwaTteNbHO ouuwaTb. O4YMCTKY HeobxogMmo MNpPOBOAUTbL B COOTBETCTBUM C
nogpobHbIMM  UHCTPYKLUMAMMK,  YTBEPXKAEHHbIMM  npoudBoguTenem. O60pyaoBaHME  AO/KHO
COAEpPKATbCA TO/IbKO B YNCTOM M CYXOM COCTOAHUM.

84. (3.37) WHBeHTapb W cpeactBa AnA YOOPKM M OUYUCTKM He A0/KHbl ObiTb WUCTOYHMKAMMU
KOHTaMUWHaUMMW.

85. (3.38) ObopyaoBaHue AO0MKHO 6biTb YCTAaHOBNEHO TakMm obpa3om, uTobbl He AonycKaTb
BO3HWKHOBEHME KAaKOro-nnbo pmncka owmnboK nan KoOHTaMUHAUMIO.

86. (3.39) TexHonornuyeckoe obopyaoBaHWE He AOMKHO BAMATbL Ha KayecTBO MNPOAYKUUM WU
NpeacTaBAATb OMNACHOCTb AN1A NPOAYKUMU. HacTn TEXHONOTMYEeCKoro 060pyA0BaHNUA, KOHTAKTUPYIOLWME C
NPoAyKLMEeN, He AO0MKHbI BCTyNnaTb C HEN B XMMMUYECKYIO Peakumio, BblaenaTb uan abcopbuposaTtb
BeLLLeCTBa, OKa3blBaloLLMe BIMAHME Ha KAYeCTBO NPOAYKLMN.

87. (3.40) TouyHOCTb M pabouymMin AManasoH BECOB W APYrUX CPeacTB WM3MEPEHWU O0MKHbI
COOTBETCTBOBATb MPOWU3BOACTBEHHBIM M KOHTPO/IbHBIM OMepauyMAM, B KOTOPbIX OHM UCMO/b3YIOTCA.

88. (3.41) KannbpoBKa M MoBepKa BECOB W APYrMX CPEACTB U3MEPEHWUM, PEerncTpupyowmx u
KOHTPO/IbHbIX NPUHOPOB AOMKHbBI MPOBOAUTLCA C ONpPeaeseHHOM NePUOANYHOCTbIO COOTBETCTBYHOLLMMM
MeToaamu. PesynbTaTbl Ka/AMOPOBKM WM MOBEPKM AOMKHbI ObiTb AOKYMEHTAaNbHO OGOPMAEHbI U
nogsnexaT XpaHeHwu!o.

89. (3.42) CtaumoHapHbie TpybonpoBoAbl AOMKHbI UMETb MAapPKMPOBKY C YKazaHMeM NpoxoaALLmX
MO HUM BELLLECTB U, ecaun TpebyeTca, HanpaBaeHUA NOTOKaA.

90. (3.43) TpybonpoBoabl AN BOAbl OYULLEHHOW, BOAbl ANA WMHBEKUMUI (AUCTUNNANPOBAHHOM,
OEVOHM3MPOBAHHOM) M NpK HeobxoanmocTM TpybonpoBoabl AN APYroi BOAbl AOMKHbI NOABEPraTbCA
CaHUTapHoli o0b6paboTKe B COOTBETCTBMWU C WHCTPYKUMAMMU, YTBEPXKAEHHbIMW NPOU3BOAMTENEM, B
KOTOPbIX YKa3aHbl npegenbl MUKPOOHOW KOHTaMWHAUMKM W Mepbl, NPUHMMAEMbIE B C/y4ae WX
npeBbIEeHUs.

91. (3.44) HewncnpaBHoe obopynoBaHWe [OMKHO ObiTb yAaNEeHO U3 NPOU3BOACTBEHHOM 30HbI U
30Hbl KOHTPOJIA KaYecTBa WAN MO KpalHel Mepe YeTKO MapPKMPOBAHO KaK HEMCMPABHOE.

OOKYMEHTALMA (TNABA 4)
MpuHumn

92. ﬂ,OKYMeHTaLI,MFI COCTaB/IA€T HEOTbEMNIEMYIO YHacCTb d)apmau,eBTquCKoﬁ CUCTEMDbI Ka4decCTBa U
ABNAETCA KAKYEBbIM 3/1EMEHTOM OpraHuM3auun nponssoacTtBa M KOHTPO/IA KayeCTBa NpoAayKuun B



COOTBETCTBMM C HacToAawmMmK Mpasunamu. B cucTteme ynpasaeHWA KauecTBOM NPOU3BOAMTENA YETKO
YCTaHaBAMBAIOTCA pPa3/nYHble BMAbl WUCMONAb3YEeMOW OOKYMEHTauMM U HocuTenei MHbopmaumu.
[lOKymeHTaumMa MOMKeT CyL,eCcTBOBaTb B Pas/InyHbIX GOpMax, B TOM YMC/ie Ha ByMaXKHOM, 31eKTPOHHOM
AU MHOM HocuTene. MNaBHOM Uenblo NPUMEHAEMON CUCTeMbl AOKYMEHTauuu ABAAeTcA co3gaHue,
yrnpaB/ieHne, KOHTPONb WU perncTpauma BCel AeATeNbHOCTU, KOTopasa MOXKET HenocpeacTBEHHO WAu
onocpeAoBaHHO BAMATb HA BCe acMeKTbl KayecTBa JIeKapCTBEHHbIX cpeacTB. CucTema ynpasaeHus
KauecTBOM COAEPKMT [OCTaTOMHO noApobHble yKasaHMa Aana  obecneyeHus  HaAaNeXKalero
AOKYMeHTaNbHOro 0GOPMAEHMA Pa3/IMYHbBIX MPOLLECCOB M OUEHKM KaKMx-NMbo HabaloaeHuin. Itu
yKasaHuAa Hanpas/ieHbl Ha obliee NoHMMaHWe TpeboBaHMI C LeNblo AeMOHCTPaUMmM X cobatogeHus.

93. Cyw,ecTBYIOT ABa OCHOBHbIX BUAA AOKYMEHTaUMU: ANA BbINOJHEHUA TPebOoBaHUI HACTOALLMX
MpaBua, TO ecTb perlaMmeHTUpyoWas AOKYMEHTauus, U Aaa perucTpauuum ux cobnogeHus, To ecTb
peructpupylowan AokymeHTaums. [pousBogutenb obecrneynBaeT Hagjerkallee CocTaBieHue
YKa3aHHOW JOKYMEHTaL MM B 3aBUCMMOCTM OT ee BUAa.

94. MpowusBoauTeNlb OCYLECTBASET KOHTPO/Ab AnA obecneyeHus TOYHOCTW, LLeSIOCTHOCTH,
OOCTYMHOCTM M OAHO3HAYHOCTU AOKYMEHTOB. PernameHTupylowme [OKYMEHTbl AO/IKHbl  6biTb
AOCTYMHbI, TO €CTb 3anucaHbl UKW 3aPUKCUPOBAHbI MHBIM CMOCOBOM Ha TaKUX HOCUTENAX MHPOPMALMMK,
[aHHbIE C KOTOPbIX MOTYT BbITb MNOYYEeHbI B YNTaeMOM GOpPMe, U He AOKHbI cogepKaTb OLNOOK.

Buabl LOKYMEHTOB

95. OcHOBHOE A0Cbe MPOM3BOACTBEHHOW NAOLAAKM NpeacTasadeT coboit JOKYMEHT, B KOTOPOM
onucaHa opraHu3aumsa NPOU3BOACTBA U KOHTPO/IA KauyecTBa JIeKapCTBEHHbIX CPeACTB B COOTBETCTBUN C
TpeboBaHMAMM HacToAwwmxX Mpasumn.

96. [locbe Ha cepuio npeacTaBnseT coboil [AOKYMEHT, OTpaskaloliMii MPoLLecc Npou3BOACTBa
KakKa0l cepmm NpoayKLMUn, B TOM YMCAE Bblaady pa3pelleHns Ha ee BbiMycK, 1 Bce GaKTopbl, BavaAoLLme
Ha KauyecTBO roToBOW NPOAYKLUN.

97. PernameHTUpYIOLLLaA AOKYMEHTaLMA BKAOYaEeT B ceba cieayolme BUabl AOKYMEHTOB:

cneunduKkaumm - OOKYMEHTbI, coAepskallme noApobHble TpeboBaHWMA, KOTOPbIM  [AO/MKHbI
COOTBETCTBOBATb MCXOAHOE CbiPpbe, YNaKoBOYHble MaTepumanbl M NPOAYKLUUA, UCMONb3YIOLMECA MU
nosyyaemble npu npoussoactse. OHM ABAAIOTCA OCHOBOM ANA OLEHKWM KayecTBa JIeKapCTBEHHbIX
cpencTs;

NPOMbILINEHHbIN PernameHT, TeEXHONOrMYECKUe UHCTPYKLMU, BKAOUYAA MHCTPYKLUUKM MO YNaKoBKe,
METOANKM UCNbITaHUI - AOKYMEHTbI, coAepXalme noapobHyo nHpopmaumio 060 Bcem MCNONb3YeMOM
NCXOAHOM Cbipbe, 060pYyA0BaHUN U KOMMNbIOTEPU3NPOBAHHBIX CUCTEMAX (MPU UX HaAUUYKMK), a TaKKe BCe
MHCTPYKLMM NO OCYLLECTB/IEHUIO TEXHONOTMYECKMX NPOLECcCoB, YNaKoBKe, 0T6opy Npob 1 nposeaeHuUto
UCNbITaHWI. Fae NPUMEHUMO, AO0NXKHbI BbITb YKa3aHbl BCE TOUYKU KOHTPOAA B NpoLiecce Npou3BoACTBa, a
TaKKe UCnosib3yemble NpoLeccHO-aHaUTUYECKMe TEXHONOMMMU BMECTE C KpUTEPUAMU NPUEMNEMOCTH;

npoueaypbl (Tak¥e MOryT Ha3blBaTbCA WHCTPYKUMAMU MAM CTAHAAPTHbIMKU ONepaLMOHHbIMM
npoueaypamu (ganee - COM)) - AOKYMEHTbI, coAepalime yKasaHMA No BbIMNOAHEHWUIO onpeaeneHHbIX
onepauuni;

NPOTOKOAbI (NAaHbl) - AOKYMEHTbI, COAepMalinme yKasaHWs Mo MPOBEAEHMIO U perucTpauum
oTAEeNbHbIX onepaumii (Hanpumep, NPOTOKON BanuAaLLMmM, OCHOBHOM NaaH Baanaaumm);

[0roBOpPbl - COrNalleHns, 3aKkA04eHHbIE MeXAY 3aKa3uMKamm U UCNONHUTENAMU OTHOCUTE/bHO
paboT, KOTOPble BbIMOAHAOTCA CTOPOHHUMMU OpPraHn3aUmnamMM (ayTCOPCHHT).

98. Pernctpupytollan AoKyMeHTaums (3anncu u (Mam) otyeTsbl) BKAKOYAET B ceba cneaylouime Buapl
JOKYMEHTOB:

3aMNMCcu - AOKYMEHTbI, GUKCUPYIOLLME BbINOJHEHME Pa3NUYHbIX AENCTBUA ANA AOKa3aTe/bCcTsa
COOTBETCTBMA UHCTPYKLMAM, Hanpumep, MeponpuaTUin, NPoUCLLECTBUN, paccieaoBaHMii. B oTHoWweHMK
cepun 3anucu A0MKHbI COAep:KaTb UCTOPUIO KaXKAOW Cepumu NpoAyKUMUW, BKAKOYAA ee peanusauuio.
3anucu coaepXaT UCXoaHble AaHHble, UCMOoNb3yemble ANna GopmMMpPOBaHUA ApYyrMx 3anuceit. B cayvae
€Cc/M 3anncK BeayTCsA B 3/1IEKTPOHHOM dopme, NoNb30BaTeNM NPOrpamMmMHOro obecneyeHus, Ha KOTOPbIX
BO3/10’KEHA OTBETCTBEHHOCTb 3a BeAeHWe TaKWUX 3anucei, AO/BKHbl OnpeaenATb, Kakue AaHHble
HeobXxoAMMO MCMNONb30BaTh B KaYeCTBE MCXOAHbIX. B KauecTBe MCXOAHbIX AO/XHbI BbiTb OTPaXKeHbl, No
KpaliHelt mepe, BCe AaHHble, Ha KOTOPbIX OCHOBbLIBAIOTCA peLleHMA Mo KayecTsy;



OOKYMEHTbI, MOATBepXAalolme KayecTBOo (nacmopta, aHaAMTUYECKME JINCTKW, U UHble
aHaNOrMYHble OOKYMEHTbI), - AOKYMEHTbI, COAeprKaline pes3tome pesynbTaToB MCNbiTaHU 06pa3LoB
NPOAYKUMM WMAU UCXOAHOIO CblpbA M YMAKOBOYHbIX MaTepManoB BMECTe C OLLeHKON COOTBETCTBMA
YCTaHOBMEHHOW chneundukauuun. B cnyyae ecam npu nNpovsBOACTBE CEPUM MCMOb3YETCA MPOLECCHO-
aHanuTMyeckas TexHonorua (MAT), TO OLEHKa COOTBETCTBMA cepun TpeboBaHUAM PerncTpaumoHHOro
AOCbe MOXKeT 6biTb OCHOBaHa (UEe/MKOM WAM YacTMYHO) Ha aHaAu3e AaHHblX, MapameTpoB WU
pe3ynbTaToB, MOAYYEHHbIX B PeabHOM BpeMeHM (pestome U 0TYEeTbl 06 OTKNOHEHUAX);

oTYeTbl - AOKYMEHTbl, COMPOBOMAAMOWME BbINOJHEHNE KOHKPETHbIX 33a4aHWi, MPOEKTOB WAU
paccnefoBaHWU M OTpaKalowme pesybTaThl, BbIBOAbI M PEKOMEHAaL MK,

MNogrotosKka u KOHTPO/1b 4OKYMEHTaUunun

99. (4.1) MpowussBoauTenb p[oKeH paspaboTaTb Bce BUAbI AOKYMEHTOB M o0becneyntb UX
cobntogeHne. TpeboBaHUA NPUMEHAOTCA B PAaBHOM Mepe KO BCEM TMUNAm HocuTenel mHbopmaumu.
KomnnekcHas cucTtema Ao/KHa  ObiTb  MOHATHOM, Hagnexawum obpasom  [OKYMEHTasbHO
0OpPMNIEHHON M BaAUAMPOBAHHON, U B OTHOLIEHMM Hee AO0MKEH OblTb YCTAaHOBAEH [A0OCTaTOYHbIN
KOHTPO/b. HEKoTopble JOKYMEHTbI (MHCTPYKUMK U (MAn) 3anmcK) moryT 6biTb CMeLaHHbIMKU Mo dopme,
TO €CTb YacTb AOKYMEHTA MOMET CyL,EeCcTBOBaTb B 3/1IEKTPOHHOM BMAE, a APYras 4acTb - Ha BymarkHOM
HocuTene. B3anmocBA3M U Mepbl MO KOHTPOJIHO B OTHOLIEHWUM OPUTMHANOB LOKYMEHTOB, YYETHbIX KOMWNA,
06paboTKM AAHHBIX M 3aNMUCEN AO0MKHbI ObITb YETKO M3N0MKEHDBI KaK A1 CMELLaHHbIX No dopme, TaK U
ONA OAHOPOAHbIX Mo dopme cucTeM AOKYMEHTauuu. YYeT KOMUKA OCYLLEeCTBAAETCA B MOPAALKE,
onpegensemom npoussoautenem. [onKHbl OblTb BHeApPEHbl COOTBETCTBYHOWME KOHTPOJIbHbIE
MEPONPUATUA B OTHOLLIEHUM 3NEKTPOHHbLIX AOKYMEHTOB, TaKMX KaK WabaoHbl, GOpMbl U NepBUYHbIE
OOKYMEHTbI. [loMKHbI MPOBOAUTLCA COOTBETCTBYIOWME KOHTPOJIbHbIE MEPONpUATUA ANA obecnedyeHmn
LLeNIOCTHOCTM 3annCel B TEYEHUE CPOKa XpPaHEHMUA.

100. (4.2) OomkeH b6biTb ycTaHOBAEH MOPAZOK pPa3paboTku, opopmaeHUs, BblAAYN, U3BATUSA
OOKYMEHTOB WM BHECEHUA B HUX WM3MEHEHMUMN. [JOKYMeHTbl AO0NXHbl COOTBETCTBOBaTb TpPeboBaHWAM
PErNCTPALMOHHOIO [0Cbe, a TaKXe [AOKYMEeHTaM, MNoZaBaemMbiM AAA MOJYyYEeHUA NULEH3UM Ha
NpPon3BOACTBO NEKAPCTBEHHbIX CPeACTB. BocnpousseaeHue OPUIMHANbBHBIX LOKYMEHTOB C LENbIO
NOSIy4EHMA YYETHbIX KOMWA He [O0/MKHO NPUBOAUTL K BO3HMKHOBEHMIO KaKUX-AMbo owmbok npu
KOMMpPOBaHUM.

101. (4.3) PernameHTMpylOWME [OKYMEHTbl YTBEPXKAATCS W MNOANWUCLIBAIOTCS /INLAMM,
MMELWMMM NpaBo MoOAMNMCM, C YKasaHuem patbl. CoaepiaHue [OKYMEHTOB [O/MKHO OblTb
OAHO3HAYHbIM.  JIOKYMEHTbl  [O/KHbl  MMETb  YHWUKaNbHYylO  maeHTuduKkaumwo. Heobxoanmo
YCTaHaBAMBATb CPOK AENCTBUA LOKYMEHTOB.

102. (4.4) PernameHTUpylOWMe OOKYMEHTbl  AO/IKHbI  MMETb  JIOTUYHYHO  CTPYKTYpY,
obecneymBatoLLyto NPOCTOTY MX NPOBEPKNU. CTU/b U3NOKEHUA AOKYMEHTOB A0/KEH COOTBETCTBOBATHL MX
npegnonaraemomy UCNosib30BaHUIO.

103. (4.5) [JoKymeHTbl [OMXHbl pPEeryifapHO MepecMaTpmBaTbCA W aKTyanM3MpoBaTbCs,
HeobX04MMO UCKAOUYUTb UCMOb30BaHME YCTapeBLLMX BEPCUM.

104. (4.6) OoKymeHTbl He pekomeHayeTca obOpPMANATL B PYKOMUCHOM BuAae. Ecnv B AOKyMeHTe
npeaycMoTPEeHO PYKOMMUCHOE BHECEHWE AaHHbIX, TO A4 3TOr0 A0NXKHO 6bITb LOCTaTOYHO MecTa.

MpaBuna HagNexalero AOKYMEeHTaIbHOro obopmaeHUn

105. (4.7) BHeceHMe PYKOMUCHbIX AaHHbIX [0/IKHO BbINOAHATLCA YETKO, Pa3bopunMBo M TaKUM
06pasom, yTobbl BHECEHHbIE AaHHble He/b3si OblN0 YAANNUTb.

106. (4.8) 3anuncu cneayeT BeCTM NPU BbINOJAHEHUN KaXKAOro AeNCTBUA U TakKMm obpa3om, YTobbl
MOXHO Obl/I0 NpoC/NeAnTb BCHO 3HAYMMYLIO AEeATENbHOCTb, KacatoLlytoca NPOM3BOACTBA JIEKAPCTBEHHbIX
cpeacTs.

107. (4.9) NMoboe nameHeHMe, BHOCMMOE B AOKYMEHT, MOANUCbIBAETCA M AaTupyertca. MameHeHue
OO/MKHO [aBaTb BO3MOMHOCTb MPOYTEHMA MEpPBOHAYaNbHON MHPopMaumn. Fae NPUMMEHUMO, O0KHA
6bITb YKa3aHa NPUYNHA U3MEHEHMUS.



XpaHeHWe AOKYMEHTOB

108. (4.10) HeobxoAMmMoO 4eTKO onpefiennTb, KaKue 3anmMcU OTHOCATCA K KOHKPETHOMY BUAY
NpPon3BOACTBEHHON AEATENBHOCTM U r4e OHU HaxoaAaTca. Heobxoaumo npesycmoTpeTb Mepbl KOHTPOS,
KoTopble obecneymBaloT LENOCTHOCTb 3amnMCEN HA MPOTAMEHUM BCEFrO CPOKA WX XpaHeHua. [Mpwm
HeoHX04MMOCTU 3TN MepPbl AOKHbI 6bITb BaNMANPOBAHbI.

109. (4.11) Ocobble TpeboBaHMA BbIABUIAOTCA K AOKYMEHTaLMM Ha Ceputo, KOTOpylo cieayeT
XPaHUTb B TEYEHME OLHOTO rofa Noc/e OKOHYAHUA CPOKa rOAHOCTM 3TOM CEPUN UAN HE MeHee NATU neT
nocne OLUEHKU COOTBETCTBMA CEPUM YMOSHOMOYEHHBIM JIMLLOM (B 3aBUCMMOCTM OT TOrO, KakoW CPOK
Jonble). Ons NeKapCcTBEHHbIX NpenapaToB, NpeAHasHaYeHHbIX A8 KAMHUYECKMX UCCef0BaHWuiA,
OOKYMEHTALMIO Ha ceputo cneayeT XPaHUTb HEe MeHee NATU NeT Nocae 3aBepLlleHusa Uan NpexkpaLlLeHns
KAMHUYECKUX UCCNeL0BaHMUI, B KOTOPbIX UCNOJIb30BaAN 3Ty CEPUIO.

110. (4.12) Ana ppyrux BUOOB AOKYMEHTALMW CPOK XPaHEHUA 3aBUCUT OT BUOOB AEATENbHOCTH,
KOTOPYIO 3Ta AOKYMEHTaLMA CONPOBOXKAAET. KpUTUUYECKYIO AOKYMEHTaUUM, BKIOYAA UCXOAHbIe AaHHble
(Hanpumep, KacalowmecAa BanAMfauuMM uMAM  CcTabunbHOCTK), noAaTBEpPXKAAOWME UHOOPMaUUIO
PerucTpPaLnoHHOro Aocbe, HEOHXOANMMO XPAaHWUTb Ha MPOTAXKEHUN CPOKa AENCTBUA PErnCTPaLMOHHOIO
yaoctosepeHua. [lonycKaeTca YHMUTOXKaTb ONpefeneHHY AOKyMeHTauuto (Hanpumep, MCXoAaHble
AaHHble, CONPOBOXAAtOWME OTYETbI NO BaANAALUN UAKN CTabUABHOCTK), ecin AaHHble BblAN 3aMeHEHbI
NO/IHBIM KOMMJIEKTOM HOBbIX AaHHblX. OBOCHOBaHWME TaKUX AEWUCTBUI [0MKHO ObiTb 0dOopMAEHO
AOKyMeHTanbHo. [Mpn 3ToM HEO6X0AMMO YyUUTLIBaTb TPEOOBAHUSA K XPAaHEHMIO LOKYMEHTALLMKN Ha CepULo,
Hanpumep, B C/ly4ae AaHHbIX NO BanMAauum Npouecca ConpoBOXAaloWme NCXO4HbIe AaHHble cneayeT
XPaHWUTb, MO KpalHel Mepe, TAaKoe e BPeMA, KaK U AOKYMEHTaLMI0 Ha BCe Cepuu, AAA KOTOPbIX
pa3pelleHmne Ha BbINYCK NOATBEPKAEHO AaHHBIMU 3TUX BaUAALMOHHbIX MCCAEA0BAHMMA.

Cneundukaymm

111. (4.13) MNpousBoauTeNb [AO/MKEH WMETb COOTBETCTBYIOLWIMM 06pPasom YTBEPMKAEHHble
cneymMdmKauMmM Ha UCXOLHOE Cbipbe, YNAKOBOYHblE MAaTepPManbl U FOTOBYHD NMPOAYKLMIO C yYKasaHWeM
0aTbl yTBEPKAEHMUA.

CI'IELI,VIq)VIKaLI,MM Ha UCXOA4HOE Cbipbe U YNaKOBOYHbIE MaTepUabl

112. (4.14) CneuymdurKaunm Ha UCXOLHOE CbiPbe M YNAKOBOYHbIE MaTepManbl AONKHbI COAEPHKATb
(M ponKHBI NPUBOAUTLCA COOTBETCTBYHOLME CChINKU, TAe NPUMEHUMO) CeayioLLee:

a) (a) onucaHne NCXOAHOTO CbipbA UK YNIAKOBOYHbIX MaTepUanoBs, BKAOYAOLLEE:

HaMMeHOBaHWe M BHYTPEHHUI Kog, (Npu HeobxoamMmocTu);

CCbI/IKY Ha papMaKonenHyto CTaTbio, HOPMATUBHYIO AOKYMEHTALMUIO AN HOPMATUBHbIA LOKYMEHT;

HaMMeHOBaHWE YTBEP)KAEHHbIX TMOCTABLIMKOB M MNPOU3BOAUTENS WCXOLHOrNO CblpbA WU
YNaKoBOYHbIX MaTEPMaNOoB;

obpaseL, neyaTHbIX MaTepranos;

6) (b) HCTPYKLUMM No oT6OpPY NPO6 M NpoBeAEHMIO UCMbITAaHUI;

B) (C) KayecTBeHHbIEe N KONNYECTBEHHbIE XapaKTEPUCTUKN C YKazaHUEM Npee/ibHbIX 3HaYeHW;

r) (d) ycnoBua xpaHeHUA U Mmepbl NPeAO0CTOPOMNKHOCTH;

A) (e) cpok roaHoCTH.

CneumduKaLMM HA NPOMEKYTOUHYHO U HepachacOBAHHYHO NPOAYKLUMIO
113. (4.15) CneuundurKaumMm Ha NPOMEIKYTOUHYIO U HepachacoBaHHYO NPOAYKLMIO AONXKHbI ObiTb B
HaMYMKM NpU ee NPUOBPETEHUU WUAWU OTIrPY3KE M NPU MUCMNONb30BAHUM AAHHbIX O MPOMEXKYTOYHOWM
NPOAYKLMM NPU OLLEHKE KayecTBa roToBOM NPOAyKUMK. TN cneundumkaumm fomKHbI BbiTb aHaNOMMYHbI

CI'IeLI,Md)MKaLI,VI‘iIM, COOTBETCTBEHHO INHO Ha MUCXo4HOE Cbipbe, mbo Ha roTOBYHO NpoAyKUuio.

CneumdmrKaLmMm Ha roTOBYIO NPOAYKLUMIO



114. (4.16) CneundunKaLmm Ha roToBYIO NPOAYKLMIO AOMKHbBI COAEPKATb CAeayloline AaHHble:

a) (a) HaumeHOBaHMe NeKapCTBEHHOTO CpecTBa U Kog, (Npy HeobxoamMmocTu);

6) (b) coctaB nekapCTBEHHOro CpPeAcTBa WM CCbUIKY Ha COOTBETCTBYHOLWYO dapmakonelniHyto
CTaTblo, HOPMATUBHYIO JLOKYMEHTALMIO MM HOPMATUBHbIN AOKYMEHT;

B) (c) onucaHune nekapctBeHHOM GopMbl U NOAPOH6HbIE cBeaeHMA 06 yNaKoBKe;

r) (d) MHCTpyKuuM no oTbopy NPob 1 NpoBeAEHUIO UCMbITAHWIA;

4) (e) KauecTBeHHbIe U KOIMYECTBEHHbIE XapPaKTEPUCTUKU C yKa3aHUEM AOMYCTUMbIX NpeaenbHbIX
3HaYeHUI;

e) (f) ychosua xpaHeHMA 1 mepbl NPeA0CTOPONKHOCTM NPU UCNONb30BaHUK (rae NPUMEHUMO);

) (g) cpoKk roaHocTL.

npOMbILUﬂeHHbIVI pernameHT U TeEXHOI0rm4YeCKkne NMHCTPYKUnn

115. Ha Kaxpoe npom3Boanmoe IeKapCTBEHHOE CPeaCcTBO U KaxK bl 06bem cepumn HeobxoanMmo
MMETb NPOMbILLNEHHbIN PEernaMeHT, YTBEPKAEHHbIA PYKOBOAMUTENEM MPOU3BOAUTENA NEKAPCTBEHHbIX
CpPeacTs, N TEXHONOTUYECKUE UHCTPYKLMU.

116. (4.17) TMpombiWAEHHbIA pPerfameHT BK/AO4YaeT B cebs nepeyeHb UCNONb3yEMbIX
dbapmaueBTMUEeCcKMX cybCTaHLMIA M BCMOMOTaTe/bHbIX BELLECTB C YKA3aHWEM KO/MYEeCTBa KarKAOro M3
HUX, AaHHble 06 Mcnonblyemom 06OpPYyAO0BaHMM, OMMUCAHUME TEXHONOMMYECKOro mpoLecca U MeToaoB
KOHTPO/A Ha BCEX 3Tanax NPOM3BOLACTBA JIeKAPCTBEHHbIX cpeacts. Obwme TpeboBaHUA K CTPYKTYpe M
MHble TPebOBaHUA K COAEP’KAHUIO MPOMbILWIEHHbIX PEr1aMeHTOB YCTaHOBAEHbI COOTBETCTBYOLWMMM
HOPMAaTMBHbLIMW MPABOBbIMM aKTamu Poccuiickoit degepaumm.

117. (4.18) TexHONOrNMYECKME UHCTPYKLMM BKAKOYALOT B cebA:

a) (a) pmaHHble O MecTe OCYyLLeCcTB/EeHUs npouecca M 06 OCHOBHOM 060pPYA0BaHWKM, KOTOpoe
OOJI)KHO NMPW 3TOM UCMONb30BATbLCS;

6) (b) meToapl WAM CCbIIKM HA MeToAbl, KOTOpble WCMOAb3YTCA ANA MNOATOTOBKM
Npou3BOACTBEHHOIO 060PYA0BaHMA (Hanpumep, O4YMUCTKA, MOHTA)K, KaNMBPOBKa, CTepuan3aumsa);

B) (C) MHCTPYKUMM MO NpoBepKe Toro, 4yto obopypoBaHWe U paboyee mecTto cBOBOAHbLI OT
npeablaylwen npoayKLmm, HEHYKHbIX ANA 3aMnJ1aHMPOBAHHOIO NpoLecca AOKYMEHTOB U MaTepuanos, a
TaKKe Mo NPoBePKe YNCTOTbl 060PYyA0BaHMA M €ro FOTOBHOCTM K C/ieAytoLLemy npoLeccy;

r) (d) nogpobHoe onucaHWe KaxKaoro AencTeus (Hanpumep, MNPOBEPKM MaTepuanos,
npeasapuTenbHo 06paboTKK, NOpAAKa 3arpPy3KM Cbipbs, KPUTUYECKMX NAapameTpoB npouecca (Bpems,
Temneparypa);

A) (e) MHCTpyKLMM MO BMOAM KOHTPONA B MpoLLecce MPOM3BOACTBA C YKasaHMEM AOMNYCTUMbIX
npesenoB KOHTPOIMPYEMbIX NapPaMETPOB;

e) (f) TpeboBaHMA K XpaHeHWIO HepachacoBaHHON MPOAYKLMW, BKAKOYAA Tapy, MAPKUPOBKY M
cneumanbHble YyCI0BUA XpPaHeHUsA, rae 3To TpebyeTcs;

X) (g) cneumanbHble mepbl NPEAOCTOPOKHOCTHU.

MHCTPYKUMM NO ynaKoBKe

118. (4.19) Ons Kaaoro /SIeKapCTBEHHOrO CpeacTBa, pa3mepa M TUMa YNaKoBKU [O/KHbI BbiTb
YTBEPXKAEHbI MHCTPYKLMM NO YNAKOBKe, BKAKOYAtOLWMeE cneaytolmne cBeaeHnAa AN CCbIIKU Ha HUX:

a) (a) HaumeHoBaHWe NEeKapCTBEHHOrO MpenapaTa, BK/AKOYaa HOMep cepuu HepacdacoBaHHOWM
NPOAYKLUMM U TOTOBOM NPOAYKLNUK;

6) (b) onucaHune ero nekapcTeeHHoM GopMbl U O3UPOBKM (FAe NPUMEHNMO);

B) (C) KOIMYECTBO NEKAPCTBEHHOIO CPeACTBa B OKOHYATEIbHOM YNAKOBKE, BbIPaXKEHHOE B LUTYKAX,
eauMHNLAX Maccbl nan 0b6bema;

r) (d) nosHbIN NepeyvyeHb Bcex HEOBXOAMMBbIX YNAKOBOYHbIX MAaTEPMAOB, BKAKOYAA UX KOJIMYECTBO,
pasmepbl U TUMbl C YKasaHMeM KoAa WM HOMEpPa, OTHOCALLMXCA K CneunMduKaumMam Ha KaxAabli
YNaKOBOYHbI MaTepuan;

a) (e) roe npumeHumo, obpasey, WMAM KOMUIO COOTBETCTBYIOWMX MNEYaTHbIX YMNaKOBOYHbIX
MaTepuanoB M 06pasLbl, YKasblBaloLWMe Ha MECTO HAHECEHWA HOMepa CepuM U CPoKa TOAHOCTM

npoayKumuu;



e) (f) ykasaHuAa no npoBepKe O4YMCTKMU UcMonb3yemoro obopygoBaHua M paboyero mecra ot
npeaplaywen NpoayKuuu, AOKYMEHTOB MM MaTepuanos, KOTOpble He TpebyloTca ana nposeaeHun
3an1aHNPOBaHHbIX OMNepaunini No ynakoBKe (YMCTOTa IMHUM), @ TaKXKe YMUCTOTbl M FOTOBHOCTU A@HHOMO
060pYyA0BaHNA K UCNONb30BAHMIO;

*) (g8) mepbl nNpeaoOCTOPOXKHOCTKM, BKAOYAA TWATE/NbHYIO MPOBEPKY 30HbI YMaKOBKU W
060pyA0BaHNA, rapaHTUPYIOLLME OUYMCTKY YNaKOBOYHOW IMHUK Nepes Hayanom paboTh;

3) (h) onucaHWe npouecca ynaKoBKW, BK/OYasa BCe BaKHble BCMOMOraTe/ibHble onepauuu u
ncnonb3syemoe 0b60pyaoBaHuUeE;

n) (i) onucaHMe KOHTPO/AA B MpoLEcce NPOU3BOACTBA C YKasaHMamMM no oTbopy npob u
AONYCTUMbIX Npeaenos.

Jocbe Ha ceputo

119. Jocbe Ha cepuio COAEPKUT 3aMMCh MO NMPOU3BOACTBY CEPUM, 3aMMCKU MO YNAKOBKE CEPUM U
Apyrve [OOKYMEHTbl, MNOATBepKAatlowmne nNPou3BOACTBO CEPUM B  COOTBETCTBUM C  HACTOALLMMM
MpaBunamu, a TaKKe AOKYMEHTbI A4/1A peanvsaLlumn cepum.

3anvcu No NPou3BOACTBY CEPUM

120. (4.20) Ha Kaxayto Npou3BEAEHHYIO CepUIO0 AO/IKHbI COXPaHATLCA 3anMcK No NpPousBoACTBY
Cepun, KOTopble OCHOBBIBAIOTCA HA MPOMbIWIEHHbIX PErl1amMmeHTax U TEXHONOTMYECKMX UHCTPYKLUAX U
copeprKat ceayoLwyo MHpopmauumio:

a) (a) HaMmeHOBaHME U HOMEP CepUn NPOAYKLNUK;

6) (b) matbl M Bpemsa Havyana M 3aBepLIEHMSA TEXHONOTMYECKOrO MPOLECCa, a TaKKe OCHOBHbIX
NPOMEKYTOUHbIX CTaANM;

B) (c) damunuio(n) n MHMUManNbLl onepaTtopa(oB) Kaxaoli OCHOBHOM TEXHONOMMUYECKOW onepaLummn U,
npuv HeoHXo0AMMOCTH, NLA, MPOBEPUBLLIETO KaXKAayto U3 3TUX onepauuii;

r) (d) Homep cepun 1 (M1N) HOMEp aHANUTUUYECKOTO KOHTPOASA, a TaKKe GaKTUUYECKU OTBeLIeHHoe
KOJIMYECTBO MCXOAHOIO CbipbA KaXkgoro BuAa (BKAKOYAA HOMEP CepuM UM KosiMdecTBo Atoboro
006aB/IeHHOrO pereHepMpPoBaHHOTO UM NepepaboTaHHOro CbipbsA);

A) (e) ocHoBHble TeXHONOrMYECKME OnepaLmm UAKM AEUCTBUSA, @ TaKKe OCHOBHOE MCMONb3yemoe
obopygoBaHue;

e) (f) 3anmcK no KoHTpoAo B Npouecce NPOM3BOACTBA C YKa3aHMEM UCNOAHUTENEN U NONYYEHHbIX
pe3ynbTaTos;

%) (g) BbIXOA NPOAYKLMM HA Pa3INYHbIX CTaAUAX NPOU3BOACTBA;

3) (h) onucaHme OTKNOHEHWMI OT NMPOMbILWJEHHOIO PEFNAMEHTA U TEXHONOTUYECKUX UHCTPYKLUMA,
noAnncaHHoe yNnoJHOMOYEHHbIM JIMLLOM C YKa3aHWem AaTbl;

) (i) nognuce NMua, OTBETCTBEHHOTO 3@ TEXHONOMMYECKUI NPOLLECC, C YKAa3aHUeM AaTbl.

121. 3anucm No NPom3BOACTBY CEPUMN NPOAYKLUN OPOPMAAIOTCA AOKYMEHTA/IbHO OAHOBPEMEHHO
C BbIMNO/IHEHNEM COOTBETCTBYIOLLEN ONepaLmm.

122. B cnyyae ecnv BaiMAMPOBAHHBIM MPOLLECC MoABepraeTca MOCTOAHHOMY MOHWTOPUHTY M
KOHTPO/10, TO aBTOMAaTUYECKMU CO3[aBaemble OTYETbl MOTYT OrPaHMYMBATBLCA OOLMM 3aKAOYEHWEM O
COOTBETCTBMM N OTYHETAMM 06 OTKAOHEHUAX U (UAKN) OTCTYNAEHUAX OT cneunduKkaumm.

3anucu No ynakoBKe cepum

123. (4.21) Ha KaKayto nNpou3BeaeHHYH CEPUIO MM HaCTb CEPUM A0NMKHbI COXPaHATLCA 3anmncK no
ynaKkoBKe cepumn. OHU AO/IKHbI OCHOBbIBATbCA HAa COOTBETCTBYIOLLMX YaCTAX MHCTPYKLMI MO ynaKoBKe.

124. 3anuncy no ynakoBKe cepun A0XKHbI BKAOYaTh B ceba cneayrolme gaHHblE:

a) (a) HaMmeHoBaHWE U HOMEP CEepPUU NEeKapPCTBEHHOMO CPeAcTBa;

6) (b) paty (4aTtbl) M Bpema npoBeneHUA onepauunii No yrnakoBsKe;

B) (c) pamunuio(n) n MHMLManNbl onepaTopa(oB) Kaxaoh OCHOBHOM TEXHONOMMYECKOW ONepaumm u,
npuv HeobXoAMMOCTH, NNLLA, MPOBEPUBLLETO KaxKAayHo U3 3TUX onepaLuuii;

r) (d) 3anucu nNpoBepoK MAEHTUYHOCTU U COOTBETCTBMA MHCTPYKUMAM MO YNaKOBKe, BK/OYan



pe3ynbTaTbl KOHTPOIA B NpoLEecce NPOM3BOACTBA;

a) (e) ceBegeHus 06 OCyLLEeCTBAEHHbIX OMepauMax Mo YNaKoBKe, BK/AOYAA CCbUIKM Ha
ncnosb3oBaHHoe 0bopyaoBaHME M YNAaKOBOUYHbIE TNHUN;

e) (f) obpasubl MCNONb30BAHHOrO MeYaTHOroO YNAaKOBOYHOro maTepuana, BKAoYaa ob6pasupl C
HaHeceHHbIMM HOMEPOM CepUU, CPOKOM FOAHOCTU U MPOYMMKN AOMOAHUTENBHBIMU MAPKUPOBOYHbLIMM
AaHHbIMW;

*) (g) onucaHWe OTKNOHEHWIA OT MHCTPYKUMI NO YNakoBKe, NOAMNUCaHHOE YNOJAHOMOYEHHbIM
JIMLOM C yKasaHuem AaTbl;

3) (h) KoAn4yectBo M CCbIIKY Ha HOMEpP WAM HaUMeHOBaHME BCeX MNevaTHbIX YMaKOBOYHbIX
matepranos M HepacdacoBaHHOW MPOAYKLMM, BbiAAHHbBIX, WCMOAb30BaHHbIX, YHUUTOMEHHbIX WAU
BO3BPALLEHHbIX Ha CK/Mag, a TaK)Ke KOJMYEeCTBO FrOTOBOro MPOAYKTa ANS COCTaB/lEHUA MaTepuasibHOro
6anaHca. DNEKTPOHHbIM KOHTPO/b B MPOLLECCe YMAKOBKW SIBNISETCA OCHOBAHMEM /1 HEBK/OYEeHMUs
Takoi nHbopmauuu;

un) (i) nognucb Anua, OTBETCTBEHHOIO 3a NPOLLECC YNAKOBKM, C YKazaHMeM AaTbl.

Mpoueaypbl 1 3anucu
Mpnemka

125. (4.22) Ha npuemKy KaKAOW MNOCTaBKM KaxKAOro BMAA WMCXOA4HOrO Cbipbsi (B TOM uucne
HepacdacoBaHHOW, MPOMENKYTOYHOM MAM TOTOBOM NPOAYKUMW), @ TaKKe MEePBUYHbIX, BTOPUYHbIX U
MeyaTHbIX YMAKOBOYHbIX MaTepPUaNoB AO/KHbI OblTb B Ha/MUYMKM YTBEPXKAEHHbIE MPOM3BOAUTENEM
npoueaypbl M NOATBEPKAAOLLME 3aNUCH.

126. (4.23) 3anucK No NpuemMKe A0MKHbI CoOAepKaTb:

a) (a) HaumeHoOBaHMe MaTepuana B HakNaAHOM 1 Ha Tape;

6) (b) BHyTpM3aBOACKOE HaMMEHOBAHME (€C/IM OHO OT/IMYAETCA OT HAMMEHOBAHMSA, YKa3aHHOIo B
noanyHkTe "a" HacTosAwero NyHKTa) u (Mnn) Koa matepuana (Npu Heob6xoaUMOCTH);

B) (c) aaty npuemku;

r) (d) HaMmeHoBaHMe NOCTaBLLMKA U HAMMEHOBAHME NPOU3BOANUTENS;

A) (e) Homep cepun npomssoaUTENS;

e) (f) obuiee KONMYECTBO NOMYYEHHbIX MaTePUaoOB U YNCIO0 eANHUL, YNAKOBOK;

X) (g) Homep cepumn, NPUCBOEHHbIM NOCAE NPUEMKM, FAe NPUMEHMMO;

3) (h) ntobble cyuwlecTBEHHbIE 3aMedaHus.

127. (4.24) MNpounsBoguTeNb AOMKEH YTBEPAMTL NpoLeaypbl MO BHYTPM3ABOACKON MApKMPOBKE,
KapPaHTMHY U XPaHEHUIO UCXOAHOTO CblIPbA, YNAKOBOYHbIX U, €C/IM HEOOX04MMO, APYTMX MATEPUANOB.

OTt6op npob

128. (4.25) MpowusBoauTenb AO/MKEH YyTBEpPAMTb Mnpoueaypbl o oTbopy npob, coaeprKawme
cBefeHUa 06 Mcnonb3yemblx MeTodax M 000py[0BaHUM, KOMMYECTBaX, KOTOpble AO/XHbl ObiTb
oTObpaHbl, M ANOO6bIX nognexawmx cobngeHUto Mmepax npPefoCcTOPOXKHOCTU BO  U3beaHue
KOHTaMWHaUMKM maTepuana unm ntoboro yxyalweHnsa ero KayecTsa.

MpoBeaeHne NcnbITaHU
129. (4.26) MpousBoauTenb AO0/MKEH YTBEPAUTb METOAMKM WCMbITAHUA UCXOAHOMO CblpbS,
YNaKOBOYHbIX MaTepuasioB WM MNPOAYKUMM HA pPas/IMYHbIX CTaguAax MNPOM3BOACTBA C YKasaHMeMm
NCNosib3yembix MeToAoB M 0bopyaoBaHua. [NpoBeaeHHbIe NCNbITaHMA 0GOPMIAOTCA AOKYMEHTAIbHO.
UHble gencTens
130. (4.27) MpowusBoauTenb AOJKEH YTBEPAUTb Mpoueaypbl, YCTaHaB/AMBAlOWME NOPAOOK

BbIMyCKa M 3a6pakoBKM CbipbA M NPOAYKLUWUWU, B YaCTHOCTW, BblAAYM YNONHOMOYEHHbIM(K1) Anuom(amu)
paspelleHMa Ha BbINYCK roToBoM NpoAyKuuuK. Bee 3anmMcK AoMKHbI BbiTb AOCTYNHbI YNOAHOMOYEHHOMY



anugy. OdonxkHa 6biTb BHeapeHa cuctema Aans obo3HayeHua chneuyanbHbiX HabnaoaeHun u nbbix
N3MEHEHMUN B OTHOLIEHMM KPUTUYECKUX AAHHDIX.

131. (4.28) NpounsBoauTeENb AO/XKEH BECTU U COXPaHATb 3aMuCU MO peanunsauunm Kaxkaon cepuu
NpPoAyKLUMM B LLensx obneryeHma 0T3biBa 3TON CEPUM B Cly4ae HEOOXOAMMOCTH.

132. (4.29) Heob6x0AMO MMETb NMUCbMEHHO U3/1I0XKEHHbIE NPUHLMNbI, NPoLUeAypPbl, NaHbl, OTYETHI
N OTHOCALLMECA K HUM 3aNnUCK NpeanpuUHATbIX AEACTBUIA AN CAENAHHDBIX 3aKNOYEHNUI, rae NPUMEHUMO,
B OTHOLUEHUMU:

Ba/nZaumMm 1 Keanmdukaumm npoueccos, 06opysoBaHMA U CUCTEM;

MOHTa)Ka 1 KannbpoBKM 0bopyaoBaHus;

nepeHoca TEXHONOTUA;

TEXHUYECKOro 06CNYXKUBAHMA, OUUCTKU U Ae3UHIEKUMY;

nepcoHana, BKAOYaA wuaeHTUOMKaLMO noanucen, obyyeHue HactoAawmum [lpasunam u
TEXHUYECKMM BOMPOCAM, MNepeofeBaHWEe U TUTMeHMYecKMe TpeboBaHUA, a TaKKe MPOBEPKY
3dPeKkTUBHOCTM 0BYYEHUS;

MepPOonNpUATUIN, HAMPaBAEHHbIX HA OCYLLECTBJAEHME KOHTPONA MNOABAEHWUA W PACMPOCTPAHEHMA
BpeauTeneu;

npeTeHsni;

OT3bIBOB NPOAYKLUUM;

BO3BPAaTOB NPOAYKLMU;

KOHTPONS USMEHEHUI;

paccnenoBaHMA OTKIOHEHUIA U HECOOTBETCTBUN;

BHYTPEHHEro ayamTa KadecTsa u (Mnaun) cootseTcTeuna TpeboBaHMAM HacToAwmx Mpasun;

0606u1eHus 3anunceit (Hanpumep, ob630pa KayecTsa NPoAYKLUM) NPU HEOBXOANMMOCTH;

OLeHKM, NPOBEAEHHOM B TOM YMC/E B MECTe OCYLLECTB/IEHMA AeATe/IbHOCTM NOCTaBLMKa (aanee -
OLLeHKa NocTaBLMKa).

133. (4.30) MpowusBoanTenb AOMKEH YTBEPAUTb OAHO3HA4YHble MHCTPYKLUMM MO 3KCnayaTauum
OCHOBHbIX €4MHUL, NPON3BOACTBEHHOIO M KOHTPOJ/IbHO- aHAIUTMYECKOro 0bopynoBaHMA.

134. (4.31) NpounsBoaUTENb AO/XKEH BECTU PErMCTPALMOHHbBIE KYPHaNbl AN Hanbonee BaXKHOro
AN KPUTUYECKOTO TEXHONOTMYECKOTO U KOHTPOJbHO- aHANUTUYECKOro 0b6OpyAOBaHUA, a TaKKe AnA
NOMeLLEHWUI, rae NpousBoAMNacb NPOAYKUMA. B 3TUx KypHanax [AO/MKHbI PErnMcTpupoBaTbcA B
XPOHO/MIOTMYECKOM nopsAaKke noboe UCNob30BaHUE 3TUX MOMeLLeHMI, 0bopyaoBaHMA U METOLOB,
nposeaeHMe KaNMbpPOBKN, TEXHUYECKOTO 0BCNYKMBAHUA, OUUCTKU UAN PEMOHTA C YKa3aHMeM [aT U inL,
BbINOJIHMBLUMX 3TN PaboTbI.

(4.32) NpouzBoAUTENb [OMKEH BECTU Y4YeT [OKYMEHTOB B PaMKax CUCTEMbl YnpaB/ieHMWA
KaQuyeCcTBOM.

MPOM3BOACTBO (/TABA 5)
MpuHumn

135. TexHONOrMyeckMe onepaLMu OCYLLECTBAAIOTCA MO YeTKO YCTaHOB/AEHHbIM nNpoueaypam,
OTBeYaloT HacToAlwmMM [paBmMnam Ana noayvyeHusa npoaykumm Tpebyemoro KayecTsa M COOTBETCTBYIOT
NIMLEH3UU Ha NPOMU3BOACTBO /IEKAPCTBEHHbIX CPEACTB M PErmMCTPaLMOHHOMY A0Che.

Obwue TpeboBaHuA

136. (5.1) Mpou3BOACTBEHHbIA NPOLECC [AOJIKEH OCYLLEeCTBAATbCA W KOHTPOJIMPOBATHLCA
KBanMOUUMPOBAHHbBIM MEPCOHAIOM.

137. (5.2) Bce peiictBuA, NpoBOAMMbIE C UCXOAHbIMM CbipbeM, YNaKOBOUYHbIMU MaTepuanamm u
NPoAyKLMEeN, TaKMe Kak MpUeMKa, KapaHTMH, oTbop npob, XpaHeHWe, MapKMPOBKa, BblAavya B
NpPou3BOACTBO, TEXHONOTMYECKUI NPOLLECC, YNIAKOBKA U peanunsaLmsa, A01KHbl OCYLLEeCTBAATLCA COrNacHo
npoueaypam UAN MHCTPYKLMAM, YTBEPKAEHHBIM Npon3BoauTenem, u oGopMAATLCA AOKYMEHTANbHO.

138. (5.3) Bce noctynatowme UCXO4HOE Cbipbe€ W YNAKOBOYHblE MaTepumasnbl AONXHblI ObITb
npoBepeHbl, YTOObl rapaHTUPOBATb, YTO MOCTaBKa COOTBETCTBYET 3aKa3ly. TapHble MecTa O/KHbI ObiTb



ouunLEeHbl (NPU HEOBXOAMMOCTHN) U MAPKUPOBaHbI C yKasaHWeM Tpebyemolt MHpopmauuu.

139. (5.4) ®akTbl NoBpeXKAEHMA Tapbl U YNaKOBKU U Ntobble gpyrve npobsiembl, KOTOpble MOryT
HebnaronpmMATHO NOBMATDL HA KAYeCTBO MCXOAHOMO CbiPbA M YNAKOBOYHbIX MaTepPManos, AOMKHbI ObiTb
paccnepoBaHbl, opopmMaeHbl AOKYMEHTANbHO, @ WMHPOPMALMA O HUX [O0MKHA OblTb AONOXEHA B
noapasaeneHne KOHTPONA KayecTsa.

140. (5.5) MocTynatoLime UCXOAHOE Cbipbe U YNaKoBOYHblIe MaTepuasbl U NPpou3BeeHHas rotosas
NPoAyKUMA AOMKHbI HEMEANEeHHO NOMELLATLCA B KAPAHTWH, AEUACTBYIOWMIA NO NPUHLUMNY pa3aeNbHOro
XpaHeHUA MM 33 CYET OPraHM3aLMOHHbBIX MEp, U COAEepPXKaTbCA B HEM A0 MOJIyYEHUA paspelleHusa Ha
NCNo/Ib30BaHME UCXOAHOTO CbIPbA UM PA3pPELLEHMA Ha BbIMYCK FOTOBOM NPOAYKLUMN.

141. (5.6) Npuemka 3aKynaemoi NpPomMeKyTo4HO 1 HepachacoBaHHOM NPOAYKLUN NPOBOAUTCA B
COOTBETCTBUM C NPaBUIAMM, AENCTBYOLUMM AN UCXOAHOTO CbipbA.

142. (5.7) Bce ncxogHoe cbipbe, YNaKOBOYHbIE MaTepuanbl U NPOAYKLMIO cineayeT XpaHWUTb B
COOTBETCTBYIOLWNX YCNOBWUAX, YCTAHOBNEHHbIX Npou3BoAuTeNnem, B oOnpefesieHHOM MopsajKe,
obecneymBatoLlLeM pasgeneHne No CEPUAM M YCTAHOBAEHHYIO O4ePeLHOCTb MCMOAb30BaHMA CKAALCKUX
3anacos.

143. (5.8) MpounssoauTenb JONXKEH NPOBOAUTbL NMPOBEPKU BbIXOL4OB M MaTepuasbHOro H6anaHca,
4yTObbI YOEANTLCA B OTCYTCTBUM OTKAOHEHUI, MPEBLILLAIOLWMX JONYCTUMbIE Npeae/bHble 3HAYEHUA.

144. (5.9) He ponyckaeTca ogHOBpPEMEHHOE MM NocaefoBaTe/IbHOE NMPOBEAEHWE onepauunii ¢
pPa3IYHbIMKU NPOAYKTaMU B OAHOM W TOM e NOMELLEeHUU, 33 UCKIIUYEHUEM TeX C/lyyaeB, Koraa He
CYLLLECTBYET PMUCKA NePenyTbiBAHUA UAN NEPEKPECTHON KOHTAMUHALUN.

145. (5.10) NpoayKumMA, NCXOAHOE Cbipbe M YNAaKOBOUYHbIE MaTepunasibl AOMKHbI BbiTb 3alLULLEHbI
OT MUKPOBHON 1 Apyro KOHTaAMMHALMM Ha BCEX CTagMAX MPOU3BOACTBA.

146. (5.11) MNpu paboTe ¢ cyxumn maTepuManamu U npoaykuuein HeobxoAMmo NpUHMMaTb ocobble
Mepbl NPefoCTOPOXKHOCTM MO NpefoTBpalleHnto o0bpa3oBaHMA W PacnpoCTpaHeHWA Mblan. ITO
0c0b6€eHHO BaXHO Npu paboTe C BbICOKO aKTUBHBIMWU M CEHCMBUAN3NPYIOLLMMK BELLECTBAMMU.

147. (5.12) B TeueHMe Bcero BpemMeHM npolecca NPOM3BOACTBA BCE WMCMOJ/b3yeMble UCXOAHOe
Cblpbe, YMAKOBOYHble MaTepuanbl, Tapa AnA HepacdacoBaHHOM NPOAYKLMWU, OCHOBHbIE eAMHWULbI
obopypoBaHMA M, NpM HEOHXOAMMOCTU, NMOMELLEHNA AO0MKHbI ObITb MapKMPOBAHbLI 3TUKETKAMWU UK
MHbIM CNOCOBOM C YKasaHMEM MPOU3BOAMMON MPOAYKLUN nan obpabaTbiBaemMoro MCXo4HOFO CbipbA U
YMaKOBOYHbIX MaTepuanoB, a TaKKe A03UPOBKM (r4e NMPUMEHMMO) U HOMepa Cepun NpPousBOAUMON
npoAaykumu. Takas MapKMpPOBKa AOJ/IXKHA TaK¥Ke YyKa3blBaTb CTaZMI0 TEXHO/MOMMYECKOoro npouecca (rge
NPUMEHNMO).

148. (5.13) I3TUKETKKW, MpUKpPenNeHHble K KOHTeHepam, 060py[0BaHMIO WAN MOMELLEHUSM,
OO/IKHbI BbITb YETKMMM, OAHO3HAYHbIMM, YCTAHOBAEHHON Npou3BoanTenem ¢opmbl. PekomeHayeTcA B
[ONOIHEHUE K MHOOPMALUMM Ha STUKETKaX AN1A YKa3aHWA CTaTyca MCNO/1b30BaTb LLBETOBYIO MapKUPOBKY.

149. (5.14) MpowusBoauTENb  OO/KEH  KOHTPOAMPOBATb  MPaBWUIbHOCTb  COeAMHEHUA
TpybonpoBoAoB U APYrMX YacTelt 0bopyAoBaHMA, NPUMEHAEMbIX A1A TPAHCMOPTUPOBKM NPOAYKUNKN U3
O/HOW 30HbI B APYrytO.

150. (5.15) He pgonyckatoTtca ntobble OTKAOHEHUSA OT UHCTPYKUMIA Man meToamK. Ecam npomsowno
OTK/IOHEHME, TO OHO AOJIXKHO BbITb MMCbMEHHO CAaHKLMOHWUPOBAHO JIMLOM, UMEIOLLIMM COOTBETCTBYOLLME
NOJIHOMOYUUSA, C MPUBNEYEHMEM MPU HEOOXOAMMOCTU NOAPA3AENEHNA KOHTPOA KayecTsa.

151. (5.16) B npou3BOACTBEHHblE MOMELLEHUA MOMKET BXOAUTb TOJIbKO MEPCOHas, MMELLNiA
nNpaBo A0CTyNa B HUX.

152. (5.17) B nomeueHnax M Ha o060pyaoOBaHUM, NpeAHAs3HaYyeHHbIX AN NPOM3BOACTBA
JIEKapCTBEHHbIX CPeACTB, He AOMNYCKAeTCA NPOU3BOACTBO NPOAYKLNKN, He ABNAIOLWENCA NEKAPCTBEHHbIMM
cpeacTBamm.

MpeaoTBpalleHme NepeKkpPecTHoM KOHTaMUHALMKN NPY NPOMU3BOACTBE

153. (5.18) JonxHa b6biTb UCKAOYEHA KOHTAMUHALUMA UCXOAHOTO Cbipbs UAM NPOAYKUMU APYTrUm
NCXOAHbIM CbIpbEM WKW MNpoAyKuuen. PUCK ciydyalHOM NepeKkpecTHOM KOHTaMWHAUMKM BO3HWMKAET B
pesy/sbTaTeé HEeKOHTPO/IMPYEeMOro pacnpoCTPaHEeHMA MblW, T[a30B, MapoB, a’pPOo30aen  UAU
MWKPOOPraHM3mMoB, B pesy/nbTaTe 06paboTKM MCXOLHOro CbipbA M NPOAYKUUM, BCAEACTBME HANMumA
OCTaTKOB Ha 060pyA0BaHUM U Ha oAeKae nepcoHana. CTeneHb pUcKa 3aBUCUT OT TUNA KOHTaMWHAHTA U



KOHTaMUHMpYyemoli npoayKumn. K Hanbonee onacHbIM KOHTaMMHAHTaM OTHOCATCA BELLECTBA C BbICOKOM
CEeHCUBMNN3NPYIOLLLEN aKTUBHOCTbIO, BUONOrMYECKME IeKapCTBEHHbIe NpenapaThl, CoAep Kalline Kusble
MUKPOOPraHM3Mbl, onpeaesieHHble TOPMOHbI, LMTOTOKCUYECKME NeKapCTBEHHble NpenapaTthl U Apyrue
BbICOKO aKTMBHble BellecTBa. Hanbonee onacHon ABNAETCA KOHTaMUHALMA NeKapCTBEHHbIX NPenapaTos,
npeaHasHayeHHbIX A9 UHBEKLUMIM, a TaKKe NeKapCTBEHHbIX Npenapartos, NPUHUMaeMbiX B 60AbLLMX
[03ax U (Mnn) ganTenbHoe Bpems.

154. (5.19) Ana npenoTBpalleHNsa NepPeKPecTHOM KOHTaMMHaUMK A0JIKHbI HbIiTb NPeayCMOTPEHbI
COOTBETCTBYIOLLME TEXHUYECKME U (MN1M) OpraHM3aLUMOHHbIE MepPbl, B TOM YMC/E:

a) (a) npousBoAcTBO B BblAe/NeHHbIX 30Hax (oba3aTenbHoe AN TakKUX MNPOAYKTOB, Kak
NEHULMNNMHDI, }KUBbIE BaKLMHbI, IEKAaPCTBEHHbIE MpenapaThbl, CoAepKalline KMBble MUKPOOPraHU3MbI,
N HeKoTopble Apyrne H6MONOrMYeckne JIeKapCTBEHHblE npenapaTbl) UKW NPOU3BOACTBO MO NPUHLMUMY
NPOU3BOACTBEHHbIX UMWKAOB (KamnaHWiA C pasgeneHnem BO BpPemMeHM) C  nocnegytouwei
COOTBETCTBYIOLLEN OUMCTKOW;

6) (b) obecneyeHmne BO3AYLIHbIMM LWO3aMU U BbITAXHBIMWU YCTPOMCTBAMMU;

B) (c) cBegeHMe K MUHMMYMY pPUCKa KOHTAaMMHALMW, BbI3bIBAEMOrO pPeunpryaaumen uam
NMOBTOPHbIM NOCTYN/ieHMEM HEOBPaboTaHHOro UM HeA0CTaTOMHO 06pPaboTaHHOIo BO3AYXa;

r) (d) xpaHeHWe 3alNTHOMN ogexabl BHYTPM NMOMELLEHMI, B KOTOPbIX 06pabaTbiBaeTca NpoayKLms,
co3gatowan ocobeHHo 60NbLION PUCK NEePEKPECTHON KOHTAMUHALLMMK;

4) (e) npmeHeHMe MeToA0B OUNCTKU N AEKOHTAMMHALMN C N3BECTHOM 3P PEKTUBHOCTLIO, TaK Kak
HeapdEeKTUBHO  OuMlLEHHOe obopyaoBaHMe O0ObIMHO  ABASETCA  UCTOYHMKOM  MEepeKpecTHOM
KOHTaMUHaUuK;

e) (f) ncnonb3oBaHMe "3aKpbITbiX cUCTEM" NPOU3BO/ACTBA;

) (g) KOHTPO/Nb HanAMuMA OCTAaTKOB U MPUMEHEHWE 3TUKETOK, YKasblBaloLWMX CTaTyC OUYMCTKU
obopyaoBaHus.

155. (5.20) MpowusBoanTenb AOKEH MEepUOoAMYEcKM MPOBEPATb NPoBeAeHMEe MeponpuaTuiA no
npeaoTBpalleHUt0 MepeKpPecTHOM KOHTaMMHauMKM UM KX 3PPeKTUBHOCTb B COOTBETCTBMU C
YTBEPKAEHHbIMM NpoLeaypamu.

Bannaauua

156. (5.21) MeponpuATMA No BannAaumm SONKHbI ObITb OCHOBOM A1 HaZ/ieXKallen opraHnsaumm
NPOM3BOACTBA WM KOHTPOAA KaydecTBa JIEKAPCTBEHHbIX CPeACTB B COOTBETCTBMM C HACTOALLMMM
Mpasunamn. OHM [OMKHbI NPOBOAUTLCA B COOTBETCTBMM C  YCTAHOB/IEHHbIMM MpoLeaypaMM.
Mony4yeHHble pe3ynbTaTbl U BbIBOAbI AOXKHbI ObITb 0POPMIEHBI LOKYMEHTAILHO.

157. (5.22) Mpwn BBEAEHMM HOBOFO MPOMbIWAEHHOIO pPerf1ameHTa WAM HOBOro MeToza
npou3BoACcTBa HEOHXOAMMO A0Ka3aTb UX MPUro4HOCTb A1 CEPUMHOro npomssBoacTBa. [o/iKHO 6bITb
[O0Ka3aHOo, YTO AaHHbIA MpoLecc NPOM3BOACTBA MPU WUCMO/Ib30BAHUM NPeayCMOTPEHHbIX WUCXOAHOro
CblpbA, YNaKOBOYHbIX MaTepuanoB U obopyaoBaHMA MO3BO/ISIET NOCTOAHHO NPOW3BOAUTbL MPOAYKLMIO
Tpebyemoro KayecrtBa.

158. (5.23) CyuwecTBeHHble M3MEHEHWUs Mpouecca NPOU3BOACTBA, BKAloYas Aoboe M3meHeHue
060pyA0OBaHNA UAM UCXOAHOTO CbipbA WM YNAKOBOYHbIX MaTepuasioB, KOTOpble MOFYT MOB/MATL Ha
KauyecTBO NpoAyKuun 1 (Man) BOCNpomn3BOAMMOCTb NPOLLeCca, A0/XKHbI NPONTU BanuaaLumio.

159. (5.24) Mpoueccbl M npoueaypbl caeAyeT noABepratb MNepuoaMyeckor pesanmMaaumnu
(noBTOpHOWM BanuaauMu) Ana rapaHTUM TOro, YTO OHM OCTAlOTCA MNPUrOAHLIMU ANA  AOCTUNKEHUS
Tpebyembix pe3y/ibTaTos.

McxopHoe cbipbe

160. (5.25) 3aKynka UCXOAHOrO CbipbsA ABNAETCA BaXKHOU onepauuei, B KOTOPYH A0/MKeH 6biTb
BOBJ/IEYEH NepPCcoHas, pacnonaratowmnii NoaApobHbIMM U NOAHBbIMU CBEAEHUAMM O MOCTaBLUMKAX.

161. (5.26) WcxopHoe cbipbe A[O0MKHO 3aKynaTbCA TOJMIBKO Y YTBEPMKAEHHbIX MNOCTAaBLUUKOB,
YKa3aHHbIX B COOTBETCTBYlOWEN cneumduKaunmn, M nNpu HaauymMm BO3MOMKHOCTU HEMOCPeACTBEHHO Y
npousBoauTeNei MUCXOAHOro Cbipbs, KOTopble 6yayT SBAATbCA MOCTaBLWMKAMU WCXOOHOIO CbIpbS.
PekomeHayeTcs, 4Tobbl cneumdmuKaumnm, yCTaHOBNEHHbIE NPOM3BOAMTENIEM JIEKAPCTBEHHbIX CPEACTB Ha



NcXogHOe cbipbe, OblAM COrnacoBaHbl C MOCTaBLMKAaMU. Bce acneKTbl MPOM3BOACTBA WM KOHTPOANA
MCXOAHOFO CblpbA B OTHOWEHWUW TpeboBaHMI K obpalLeHMi0, MAPKMPOBKE, YNaKOBKe, Mpoueaypam
OTOPAKOBKM, A TAK¥Ke PACCMOTPEHMUIO NPETEH3UI JOMKHbBI ObITb COracoBaHbl MeXAy NPOU3BoANTENEM
NIeKapCTBEHHbIX CPEACTB M NOCTABLLUKOM.

162. (5.27) B KaxaoW MocTaBKe [A0/KHbl MPOBEPATHCA LENOCTHOCTb YNaKoBKM U NAOMB,
COOTBETCTBME YKA3aHHbIX B HAaKNa4HOW CBeAEHUN 3TUKETKAM NOCTaBLUMKa.

163. (5.28) Ecnn oaHa nocTaBKa MCXOAHOFO CblipbA COCTOMUT M3 Pas/INYHbIX CEPUM, TO KaxKayho
ceputo HeobxoAMMO paccmaTpuBaTb KaK OTAE/bHYO B OTHOWeEHMM oTbopa npob, npoBeaeHmA
MCNbITAaHWI N BblAA4YMN pa3peLleHna Ha UCMOIb30BaHMeE.

164. (5.29) Haxogsuieeca B CKIaACKON 30HE UCXOAHOE Cbipbe AONKHO ObiTb COOTBETCTBYHOLLMM
06paszom mapKuMpoBaHo (MyHKT 148 HacTtoAawmx Mpasua). ITUKETKM AOMKHbI COAEPHKATb B TOM Yncae
cneayouyto HGopmaLmio:

HaMMeHOBaHMe NPOAYKLMUN U NPU HEOBXOAMMOCTU BHYTPU3aBOACKON Ko,

HOMeEp Cepun NPoM3BOAUTENA U (MIM) HOMEP CEPUM, MPUCBOEHHbIN NPU NPUEMKE;

roe npUMEHMMO, CTaTyCc cogepumoro (Hanpumep, "B KapaHTUHe", "Ha wucnbiTaHuu",
"paspelwweHo”, "3abpakoBaHo");

CPOK FOAHOCTU UAW, TAe NPUMEHMMO, AaTy, Noc/e KOTopoi TpebyeTca nposeaeHWe NOBTOPHOIO
KOHTpoOAA.

Ecnm ncnonb3yoTca NONHOCTbIO KOMMbIOTEPU3NPOBAHHbIE CUCTEMbBI XPaHEHUA, TO YKa3blBaTb BCIO
3Ty MHGOPMaALMIO HA ITUKETKE He 0653aTeNbHO.

165. (5.30) MpowusBoanTenb AONXKEH YTBEPAUTb Npoueaypbl WAW Mepbl, rapaHTUpyloLline
NOA/IMHHOCTb COAEPKMMOIO KaKA0ro KOHTelMHepa MCXOAHOro CbipbA. KOHTelMHepbl, N3 KoTopbix 6blan
0TOB6paHbI NPOBbLI, A0/XKHbI 6bITh NPOMapPKMPOBaHbI (MYHKT 216 HacTosAwmx Mpasun).

166. (5.31) MNpoussoauTenb AO0MKEH WCMNO/b30BaTb TONbKO TO WUCXOAHOE Cbipbe, KOTOpoe
pa3pelleHo nogpasaeneHnem KOHTPOAA KaYecTBa U UMEET HE UCTEKLLMI CPOK FOAHOCTM.

167. (5.32) UcxogHoe cbipbe 4O0MKHO BblAaBaTbCA TOIbKO CMeLMasbHO Ha3HAYeHHbIMK IMLLAMN B
COOTBETCTBMM C YTBEPXKAEHHOW MpOUEeAYypPOM, YTOObl FAapaHTMPOBATb, YTO HYXHOE WMCXOLHOE Cblipbe
TOYHO OTBELLEHO NN OTMEPEHO B YMUCTYIO U HaZAeKalmMm 06pa3om MapKMPOBaHHYO Tapy.

168. (5.33) [lonxkHa NpPOBOAMTLCA HE3aBUCMMAA NPOBEPKA KaXKA0ro BblAaHHOIO MCXOAHOIO Cbipbs,
a TaK)Ke ero maccobl Uam obvema. PesynbTaTbl NPOBEPKU J0MKHDBI 6bITb 0POPMNEHDBI ALOKYMEHTANBHO.

169. (5.34) UcxogHoe cbipbe, BblAAHHOE AN KaXKAoM cepun, AO0KHO XPaHUTLCA BMECTe U YETKO
MapKMpoBaTbCA.

TexHo/iorMyeckme onepaLmMm: NPOMeKyToUYHasn
1 HepacdacoBaHHan NPOAYKUMA

170. (5.35) Mepeg Hayanom 060N TEXHONOTMYECKON onepaummn AO/KHbI ObITb MPUHATLI MEepbl,
rapaHTupytoume, 4to paboyasn 30Ha M ob6opyAoBaHME OUMLLEHBI U OCBOOOXKAEHbI OT NHOOOrO0 UCXOAHOTO
CblpbA, MNPOAYKUWM, OCTaTKOB MNPOAYKUUU WAUM OOKYMEHTauuu, He WMeLWnX OTHOWEHMA K
3anNNaHMPOBaHHOM onepaunu.

171. (5.36) NpomerKyTouHas 1 HepacdacoBaHHas NPOAYKLUMA AOMKHA XPAHUTLCA B HaANeXKallMX
YCNOBUSAX.

172. (5.37) KpuTnueckune npoueccbl A0NXKHbI NPONTU Bannaaumio (NyHKTbl 156 - 159 HacToAawmx
Mpasun).

173. (5.38) [OdonHbl 6biTb NpoBeAeHbl U AOKYMeEHTa/sibHO OodOopMIeHbl Bce Heobxoaumble
MepPONPUATUA NO KOHTPOJIIO B MPOLLECCE NPOM3BOACTBA M KOHTPOIO NPOM3BOACTBEHHON Cpesbl.

174. (5.39) /lioboe cyliecTBEHHOE OTKIOHEHME OT OXKUAAEMOTO0 BbiX0a NPOAYKLUUM A0KHO BbiTh
odopMNEHO JOKYMEHTANbHO M paccnenoBaHo.

YnaKoBoYHbIE maTepuabl
175. (5.40) 3aKynke M KOHTPOJIO MEPBUYHBLIX M MEYaTHbIX YNAKOBOYHbIX MATepPUasioB, a TaKkKe

06palLeHNIO C HUMM HEODOXOAMMO YAENATb TAKOE e BHUMAHUE, KaK U UCXO4HOMY CbIpbHO.
176. (5.41) Ocoboe BHMMaHMe HeobxoAMMO yAensTb nevyaTHbiIM MaTepuanam. OHU OO0/KHbI



XPaHUTLCA B 6@30MacHbIX YCA0BUAX, NCKAHOYAOLWMX AOCTYN NOCTOPOHHMX ANL,. PaspesaHHble STUKETKU U
Apyrne paspo3HeHHble NeyaTHble MaTepuasbl AO/IKHbI XPAaHUTLCA U TPAHCNOPTUPOBATLCA PA3AenbHO B
3aKPbITOM Tape, MCKAKOYAOWeE KX nepenyTbiBaHMe. PaspeleHne Ha MCNONAb30BaHME YMNAKOBOYHbIX
MaTepManoB AO0MKHO BblAABATbCA TOMbKO CMELUMaNbHO HA3HAYEHHbIMWU INLAMKU B COOTBETCTBUM C
YTBEPXAEHHOM npoueaypoi.

177. (5.42) Kaxkaoit nocTaBKke MM CEPUU NEPBUYHbLIX UAK MeYaTHbIX YNaKoBOYHbIX MaTepuasnos
A0/1XKeH BbITb NPUCBOEH UAEHTUPUKALUNOHHbBIN HOMEP MU MAEHTUDUKALMOHHbBIN 3HAK.

178. (5.43) MpocpoyYeHHble UAM HENpPUroAHble K WCNONb30BaHUIO NedyaTHble UAU NepBUYHbIEe
YNaKoBOYHbIE MaTePUasbl JONKHbI BblTb YHUUTOXKEHbI C LOKYMEHTANbHbIM 0DOPMAEHNEM.

Onepauun No ynakoske

179. (5.44) MNpw cocTaBAeHMM NNAHOB onepaLmin No ynakoBKke ocoboe BHMMaHME O0/KHO ObITb
yAEeNeHo CBeAEHMIO K MUHUMYMY PUCKA NEPEKPECTHON KOHTAaMMHALUK, NepenyTbiBaHWUA UAN NOAMEHDI.
He ponyckaeTca ynakoBbiBaTb NMPOAYKLMIO Pa3/IMYHbIX BUAOB B HENMocpeacTBeHHOM 61M30CcTM Apyr oT
Apyra, 32 UCKNIYEHNEM CNyYaeB, NpeaycMaTpmBatonx Gpmusnyeckoe pasaeneHue.

180. (5.45) Mepeg Hayanom onepaumit Mo yMaKOBKe [AO/MKHbI ObiTb NPeAnPUHATbI Mepbl,
rapaHTupytowme, 4to paboyasn 30Ha, YNaKOBOYHbIE IMHUM, NeYaTHble MallMHbI U apyroe o6opyaoBaHue
ABNAOTCA YUCTBIMW U He cofaepKaT Ntobble MCNONb30BABLUMECA pPaHee JNIeKapCTBEHHblE CPeACTBa,
YNaKOBOYHblE MaTepuanbl UAN JOKYMEHTbI, €CIM OHU He TpebytoTcA ANA 3anNaHMPOBaHHOM onepaLymu.
Ou4MCTKA IMHUM J0KHA NPOBOAUTLCA COMIACHO YTBEPXKAEHHOM NpoLeaype.

181. (5.46) HaumeHoBaHME U HOMEpP CEPUN YNAKOBbIBAEMOW NPOAYKLMM A0KHbI HbITb YKa3aHbl
Ha Ka*KA0M YyNakOBOYHOM MeCTe UAWN TNHUN.

182. (5.47) Mpw nocTynaeHnn NPoAYyKUUM W YNaKOBOUHbIX MaTepuasioB Ha Yy4yacCTOK YMaKOBKM
OO0MKHO BbITb NPOBEPEHO NX KOJIMYECTBO, UAEHTUYHOCTb M COOTBETCTBME MHCTPYKLMAM NO YNAKOBKE.

183. (5.48) MaTtepuanbl NePBUYHON YMaKOBKM Mepes Hauyanom onepaumm HanoAHEHUs AO0KHbI
6bITb YMCTbIMKU. Heobxoaumo obecneynTb npenoTBpalleHne M ycTpaHeHue Abon KOHTaMMHauuK,
TAKOWM KaK OCKOJ/IKM CTEKNA U MEeTANIMYECKUE YacTMLbl.

184. (5.49) PekomeHayeTcs OCYLLECTBAATbL MapKUPOBKY KaK MOXHO bbicTpee nocsie ¢pacoBKM U
YKYNOPKWU. [omKHbl ObITb NPUHATbI HeobxoAMMble Mepbl, FapaHTUpPYyOWMe, 4YTO He npousonaeT
nepenyTbiBaHUA UAM OLUIMOOYHON MAPKUPOBKMU.

185. (5.50) MpaBWAbHOCTb BbIMNOAHEHUA NOObLIX MeYaTHbIX onepauui (Hanpumep, HaHeceHus
HOMEPOB CEPUI, CPOKA FOAHOCTU), OCYLLECTBAAEMbIX MO0 KaK OTAe/bHasA TEXHOOIMYECKan onepauus,
nmMbo B npoLecce ynakoBKkW, HEOOXOAMMO TLLATENBHO KOHTPOAMPOBaTL M 0GOPMAATE AOKYMEHTAbHO.
Ocoboe BHMMaHME AO/MKHO OblTb YAENEHO PYYHON MAPKUPOBKE, KOTOPYHD HEOHXOAMMO perynspHo
nepenpoBepATb.

186. (5.51) Ocobble mepbl MNPeAOCTOPOXNKHOCTU AONKHbI COOMAOAATLCA MPU UCNOb30BaHMU
pa3pes3aHHbIX 3TUKETOK W HaHeCeHUW MAPKMPOBKM BHE JIMHUKM YNakoBKW. [na npepoTBpalleHus
nepenyTbiBaHMA MeYaTHOro maTepuana peKomeHAyeTcA WMCNO/b30BaTb 3TUKETKUM B pPyNoOHE BMECTO
pa3pe3aHHbIX STUKETOK.

187. (5.52) [MpowussBoauTenb AO0MKEH NPOBOAUTL MPOBEPKKM, rapaHTUpyloLlMe, 4YTO BCe
3N1IEeKTPOHHbIE YCTPOMCTBA CUUTLIBAHUA KOAA, CYETYMKM STUKETOK U aHAOMMYHble YCTPONcTBa paboTatoT
NpPaBUIbLHO.

188. (5.53) MapKMpoBKa YNakKoBOYHbIX MaTepuanos, HaHECEHHas C MOMOLIbI MNevyaTn UK
METOLOM TUCHEHWA, [OMKHA ObITb OTYETAIMBOMN N YCTONYMBOM K BbILBETAHUIO MAN CTUPAHMUIO.

189. (5.54) Mpu KoHTpone npouecca YNnakoBKWM MPOAYKUUU Ha JIMHUX AONXKHO NPOBEPATbCA, B
YacTHOCTU, cneayoLlee:

a) (a) obLWNI BHELLIHWI BMA YNTaKOBOK;

6) (b) KOMNNEKTHOCTb YNaKOBOK;

B8) (c) ncnonb3oBaHMe HageKalMX BUAOB NPOAYKLMU U YNIaKOBOYHbIX MaTEPUANOB;

r) (d) npaBUAbHOCTb HaHeceHUs NH6O MapPKUPOBKY;

4) (e) NpaBUABHOCTb PaboTbl KOHTPOJIbHbIX YCTPOMCTB Ha SIMHUM.

190. O6pasupl, B3aTble C YNAaKOBOYHOM IMHUK, HE CneayeT BO3BPaLLaTb NOBTOPHO HA JIMHUIO.

191. (5.55) Ecan npu ynakoBKe NpoOAyKUMW BO3HUKAW HenpeaBuaeHHble 0b6CToATeNbCTBA, OHa



MOXeT ObITb BO3BpalleHa B MNPOM3BOACTBO TO/IbKO MOC/AE CheuvanbHOM MNPOBEPKW, MNpPOBEeAEHMA
paccnefoBaHUA WM C paspelleHua auMua, MMeIoLLero COOTBETCTBYHOLWME MOJHOMOYMA. YKasaHHble
aenctema  OoMXKHbl 6biTb odopmaeHbl B BMAE MNPOTOKO/A, KOTOPbIM HEobXoAMMO XpaHWUTb B
YCTaHOBNAEHHOM NopAsKe.

192. (5.56) Mpu cyuiecTBEHHOM WKW HEObBbIYHHOM PaCXOXKAEHUM, YCTaHOB/IEHHOM BO Bpems
COCTaB/IeHMA MaTepuanbHoro 6anaHca, Mexay KoAM4ecTBOM HepacdacoBaHHOM NPOAYKLNKM, NEYATHOTO
YNaKoBOYHOIO MaTepuana WM YUC/IOM MPOM3BEAEHHbIX €AWHMUL, TOTOBOM NPOAYKUMM Heobxoanmo
NpoBecTM paccnefoBaHUE U YCTaHOBUTb MPUUMHY ITOrO PACXOXAEHUA A0 BblAauYM paspelleHuA Ha
BbIMYCK.

193. (5.57) Mocne 3aBeplueHUA onepauuii Mo ynakoBKe /obble OCTaBLIMECA YMNaKOBOYHblE
MaTepuanbl C HAHECEHHbIM Ha HUX HOMEPOM CEPUUN AONKHbI ObiTb YHUUYTOXKEHbI C MOCAeAyOWMM
OOKYyMeHTaNbHbIM odopmMmieHnem. Bo3BpaT Ha CKNaf HEMAPKMPOBAHHbLIX YNAKOBOYHbIX MaTepuanos
NPoOu3BOAAT B COOTBETCTBUM C YTBEPKAEHHON NpoLEAYPON.

FoToBas NpoAyKLUMs

194. (5.58) [o Bblaaum paspelleHns Ha BbINYCK rotoBas NPOAYyKLMA OO/MKHA COAEep*KaTbCA B
KapaHTUHE B YC/I0BUAX, YCTAHOB/IEHHbIX NPOU3BOAUTENEM.

195. (5.59) [lo MOomeHTa nonyyYeHUs paspelleHnsa Ha BbINYCK A0/XHa 6biTb NpoBeAeHa OLLEHKa
KayecTBa roToBOW MPOAYKUMU U HEOBXOAMMOWN AOKYMEHTAUMM B NOpALKE, YCTAHOBAEHHOM MyHKTaMU
202 - 236 HacToAwmx Mpasun.

196. (5.60) MNocne BblaauM paspelleHna Ha BbINYCK roToBas NPOAYKLUMA [A0/IKHA XPAaHUTbCA KakK
npurogHaa gna peannsaunm B yCA0BUAX, YCTAHOBAEHHbIX MPOU3BOAUTENEM.

OTK/IOHEHHble, NOBTOPHO UCMONb30BaHHbIE U BO3BPALLEHHbIE
maTtepuanbl U NpoayKuma

197. (5.61) OTKNOHEHHble MaTepuanbl U MPOAYKUUA AO0MKHbI UMETb UYETKYID MapPKUPOBKY U
XPaHUTbCA pas3fefibHO B 30HaX C OrpaHuYyeHHbIM aoctynom. OHM noanierkaT BO3BpPaTy MOCTABLLUKY,
nepepaboTKe (€C/M 3TO AOMNYCTUMO) UM YHUUTOXKEHUIO. JTtobble BbINONHEHHbIE AeNCTBUA AO/XKHbI ObITb
odopMNeHbl  OOKYMEHTAaNbHO W CaHKLUMOHMPOBAHblI  /IMLAMM, MMEIOWMMKU  COOTBETCTBYHOLLMNE
NOAHOMOYUUA.

198. (5.62) MepepaboTKa OTKNOHEHHOM NPOAYKLUN AOMYCKAETCA B UCKAOYMUTENBHbBIX CAyYanx Npu
YCNOBUWN OTCYTCTBUA YXYALUEHUA KayecTBa FOTOBOM MNPOAYKLMM M BbINOJHEHMA BCeX TpeboBaHWUM
cneunduraumn. MepepaboTKa [OMKHA  OCYLWLECTBAATLCA B COOTBETCTBMM € YTBEPXKAEHHbIM
NPOMbILLIEHHbIM PersiaMmeHTOM MNocae OUEHKM BO3MOXHOMoO pUCKa C Nocieayowmm AOKYMEHTa bHbIM
odopmneHmem.

199. (5.63) MNoBTOpHOE WCMNOJ/Ib30BaHWE BCEM CEPUU MM YACTU paHee NPOU3BEAEHHbLIX Cepuit
COOTBETCTBYHIOLLErO KayecTBa NyTem ob6beaMHEeHUs C cepueit TaKoW Ke NPOoAYyKUMU HA onpeneneHHOoM
CTagMM  NpoM3BOACTBA, MNPEAYCMOTPEHHOMW  MNPOMBIWAEHHbIM  Per1aMeHTOM,  LO/MKHO  BbITb
CAHKLMOHMPOBAHO 3apaHee C Yy4eTOM OLEHKW BO3HWKAMOLWMX PUCKOB, BKAOYaA Ntoboe BO3IMOMKHOE
B/IMAHWE Ha CPOK rogHOCTU. [leATenbHOCTb MO NOBTOPHOMY MCMOJIb30BAHUIO A0MKHA BbITb 0poOpMaeHa
OOKYMEHTaNbHO.

200. (5.64) HeobxoAMMOCTb [OMOJIHATENBHOrO KOHTpOAs /o060l roToBOW MNPOAYKLUUM,
npoweauwen nepepaboTKy, MM NPoayKUUM, B KOTOpyto Bblia BKAKOYEHA MOBTOPHO MCMO/Ib30BAHHAA
npoAayKuusa, onpeaenset nogpasaeneHne KOHTPOAA KayecTsa.

201. (5.65) Bo3BpalueHHasa ¢ pbiHKA NPOAYKUMA, HaZ KOTOPOW Bbla yTpauyeH KOHTPO/Ib CO CTOPOHbI
npoussoauTenda, OO/MKHa OblTb YHUUTOXMEHA, €CAM He MNOoATBEePXKAEHO COOTBETCTBME ee KayecTsa
YCTaHOBNAEHHbIM TpeboBaHUAM. PelleHMe O MOBTOPHON NpojaKke, NepemMapKMPOBKE WUAM NOBTOPHOM
MCNONb30BaHMM MOXKET OblTb MNPUHATO TONAbKO MOCAE CheLManbHOrO aHanu3a, NpoBeAEeHHOro
noapasgeneHneM KOHTPO/AA KayecTBa B COOTBETCTBUM C YTBEPKAEHHOW npoueaypoit. Mpu sTom
HeobX04MMO YuMTbIBATb XapaKTep NpPOAyKUMM, ee nNpeabiCTOpUl0 M COCTOAHWe, cobatoaeHue
cneumanbHbIX YCI0BUIA XPaHEHUA U BpemA, Npolueswee ¢ AaTbl BbiNycKa. Mpu Ntobbix COMHEHMAX B
OTHOLUEHMM KayecTBa MNPOAYKUMMU He [OMyCKaeTcs ee NOBTOPHOE MCNO/b30BaHWME WU MOBTOPHbIN



BbIMYCK, HO AIONYCKaeTCcA ee XMMMUYecKas nepepaboTka C Leblo pereHepaumnmn akTUBHbIX MHIPEANEHTOB.
Bce BbiNoHAEMble AEWUCTBUA AOMKHbI 6bITb 0POPMAEHbI AOKYMEHTA/bHO.

KOHTPO/1b KAYECTBA (I /TABA 6)
MpuHUKMN

202. KoHTpo/ib KayecTBa BK/tOYaeT B ceba oTbop npob, npoBeaeHWe UCMbITaHUIA U MPOBEPOK Ha
COOTBETCTBME TpeboBaHUAM cneunduKaunin, MHCTPYKLUMIA U APYINX AOKYMEHTOB, OpraHu3aumo paboTbl,
OOKyMeHTanbHoe 0dOopMIeHNEe M Bblgayy paspelleHMid Ha BbiNycK. Llenb KOHTposia KayecTBa - He
JONYCTUTb K UCMO/Ib30BAHUIO MW peasnsauum maTepuanbl AW NPOAYKLMIO, He yAoBAeTBOpAtowWwme
YyCTaHOBNEHHbIM TpeboBaHMAM. KOHTPOAb KavecTBa He orpaHnMYMBaeTcs NabopaTopHbIMK paboTamu, OH
OO/KEH  COMPOBOXAATb  MPUHATME  BCEX  pEeleHW,  Kacalowmxca  KayecTBa  NPOAYKLMW.
OcHoBOMONAralOWMM MNPUHUUNOM ANA  YAOBAETBOPUTENbHOW pPaboTbl NoApasfeneHua KOHTPONS
KayecTBa CYMTAETCA €ro He3aBUCMMOCTb OT MPOW3BOACTBEHHbIX MNOAPA3AENEeHUN (NyHKTbl 5 - 23
HacToAwwmx Mpasun).

Ob6wme TpeboBaHus

203. (6.1) B cTpyKType Ka*Kgoro npousBoguTensa AONMXKHO ObiTb noApasfaeneHue KOHTPOS
KauyecTBa, He3aBUCMMOE OT APYrux noapasgeneHuit. PykosoauTenb 3TOr0 MNoOApa3AefeHuA LONXKeH
MMeTb COOTBETCTBYIOLLYIO KBaJWPUKALMIO U oNbiT paboTbl, B ero NOAYMHEHUN AOJKHbI HaXOAUTbCA
OfHA WKW HECKOJIbKO KOHTPOJIbHbIX nabopatopui. lNoapasgeneHne p[oaKHO 6HbiTb obecneveHo
[OCTaTOYHbIMM pecypcamu, 4YTobbl rapaHTMPOBATb, YTO BCE MEPOMPUATUA MO KOHTPOAID KayecTBa
nposoaaTca 3¢PEeKTUBHO N HAAEKHO.

204. (6.2) OcHOBHble 0683aHHOCTM PYKOBOAUTENSA NOAPA3AENEHNA KOHTPONSA KauecTBa U3/I0XKEHbI
B NyHKTax 24 - 45 HacTtosawmx Mpasua. Ha nogpasaeneHne KOHTPOAA KavyecTBa MOryT ObiTb BO3/10XKEHbI
WHble 06A3aHHOCTM, B TOM Yncae pa3paboTka, BanMaauma U BHeApeHWe BCeX MPOLeayp No KOHTPOO
KaQuecTBa, XpaHEHWEe KOHTPOAbHbIX 06pa3sLoB MCXOAHOIO CbipbA, YMNAKOBOYHbLIX MaTepuanos W
npoaykumm, obecneyeHne NpPasuIbHONM MapKUPOBKU YNAKOBOK C MCXOAHbIM CbIPpb€M WU MpoAyKumen,
HabntogeHMe 3a CTabWABHOCTBIO MPOAYKLMM, ydacTMe B PacCNefoBaHWWU MPETEH3UN B OTHOLWEHUU
KayecTBa NpoAyKUMWU. YKasaHHble O00A33aHHOCTM [AOJIKHbl  BbIMOAHATHCA B COOTBETCTBUMM C
YTBEPXKAEHHBIMW NpoLeaypammn 1 Npu HeobxoAMMOCTM 0POPMAATLCA AOKYMEHTANbHO.

205. (6.3) Mpu oueHKe KayecTBa TrOTOBOM MPOAYKUMM [AOMKHbI pPaccMaTpuMBaTbCA BCe
COOTBETCTBYIOLWME GAKTOPbI, BKAOYAA YCNOBUA NPOWM3BOACTBA, Pe3y/abTaTbl KOHTPOAA B npouecce
npou3BoAcTBa, 0630p MPOM3BOACTBEHHON [AOKYMEHTAUUW (BKAOYAA [AOKYMEHTAUMIO Ha YMAKOBKY),
cooTBeTcTBME CneumdUKaLmMam Ha roTOBYO NPOAYKLMIO U NPOBEPKY OKOHYATE/NIbHOW YNaKOBKM FOTOBOM
npoAyKumun.

206. (6.4) [MepcoHan noagpasgeneHnss KOHTPONA KayecTBa [JO/KEH WMETb AO0CTyn B
NPOM3BOACTBEHHbIE 30HbI A1A 0T6opa NPob M NpoBeaeHMA HEOHXOANMBIX UCCNEAOBAHUN.

MpaBuna Haanexawero N1abopaTopHOro KOHTPOAA KayecTea

207. (6.5) MomeweHnn 1 obopyaoBaHME KOHTPOJIbHbIX N1abopaTopuin A0NKHbI COOTBETCTBOBATb
obwmm 1 cneumanbHbim TpeboBaHMAM, NPEABABAAEMbIM K 30HaM KOHTPO/IA Ka4yecTBa, YCTAHOBAEHHbLIM
nyHKTamu 46 - 91 HacTtoAawmx Mpasun.

208. (6.6) MNepcoHan, nomelleHUA 1 06opyaoBaHNe NabopaTopuii AONKHbI COOTBETCTBOBATL BUAY
n 06bemy NpomnsBOACTBA. B OTAENbHbIX CAyYasx AONYCKAETCA UCMOb30BaHWE CTOPOHHUX nabopaTopuii
Nnpu yCNOBMW BbINOJIHEHUA UMW TPebOBaAHMMN, N3NOXKEHHbIX B NyHKTax 237 - 255 HacToAawwmx Mpasua, 1
BHECEHMA COOTBETCTBYIOLLMX 3aNnCelt B LOKYMEHTbI MO KOHTPOJIHO KayecTBa.

JoKkymeHTaumA

209. (6.7) JoKymeHTaLmMa KOHTPOJIbHbIX labopaTopuii A0/KHA COOTBETCTBOBaTb TpeboBaHMAM,



M3N0XKEHHbIM B MyHKTax 92 - 134 Hactoswmx MpaBua. BaxHaa YacTb 3TOM AOKYMEHTALMU OTHOCUTCA K
KOHTPO/It0 Ka4yecTBa.

210. B noppasaeneHMm KOHTPOAS KayecTBa [AO0JIKHa ObiTb Nerko A[oCTynHa cieaytowas
OOKyMeHTaumn:

cneundmkaumm;

npoueaypbl oTbopa nNpob;

METOAMKM U [AOKYMEHTbl NO MNPOBEAEHHbIM MWCMbITaHMAM (B TOM u4ucle aHaauTUYecKue
onepaunoHHble UCTbl U (M1n) nabopaTopHble XypHainbl);

aHaNIMTUYECKME OTUETbI U (MNN) AOKYMEHTbI, NOATBEPKAAOLME KauecTBo;

pe3ynbTaTbl MOHUTOPMHIa NPOU3BOACTBEHHON cpeabl, rae TpebyeTcs;

NPOTOKO/1bl BainAaLMMU METOANK UCTbITaHWUN, TAe NPUMEHUMO;

npoueaypb! U NPOTOKO/bl KAMMOPOBKN NPUOOPOB M TEXHMYECKOTO 06C/YKMBAHUA 060pYyA0BaHUA.

211. (6.8) Jltobasa p[OKYMeEHTaUMsi MO KOHTPOAK KayecTBa, OTHOCAWAACA K 3anucam no
NpPou3BOACTBY CEPUN NPOAYKLUKN, OOKHA XPAHUTLCA B TEUEHWE OLHOMO roda Nociae UCTEYEHUA CPoKa
roAHOCTU CEPUN U B TEUEHNE HE MEHEee NATU NeT NOC/e OLEHKN COOTBETCTBUA CEPUM YNOTHOMOYEHHbIM
JIMLOM B YCTaHOBNEHHOM nopsgKe (noanyHKT "B" nyHKTa 28 HacToswux MNpasun).

212. (6.9) Ana HeKOTOPbIX BUAOB AaHHbIX (HANpPUMep, Pe3ynbTaTOB aHANUTUYECKUX MUCNbITAHWUN,
BblXOZa roTOBOM NPOAYKUUM, NAapamMeTpoB NPOU3BOACTBEHHON Cpeabl) PEKOMEHAYETCS XPaHUTb 3anucu
B BUAe, NO3BONAIOLLEM OLLEHNBATb TEHAEHLNM U3SMEHEHUA MAPAMETPOB.

213. (6.10) B gononHeHne K WHbOPMAULUM, ABASIOWENCS YacTbiO AOCbe Ha CEPUID, OONMKHbI
COXPaHATLCA U ObITb IEFKOAOCTYNHBIMU ApPYrne UCXOAHble AaHHble, TaKMe Kak nabopaTopHble KypHanbl
n (nnu) 3anucwm.

OT160p Npob

214. (6.11) [pousBoauTeNb [OJIKEH OCYLLECTBAATbL OT6Op nNpob6 B COOTBETCTBUU C
YTBEPXKAEHHBIMW NpoLeaypPammn, KOTopble onpeaenstoT:

cnocob otbopa npobbi;

ncnosibsyemoe ob6opyaoBaHue;

KoanmyectBo 0bpasLa, KOTopoe A0KHO ObiTb 0TOOPAHO;

npoueayps! No pasgeneHnio otobpaHHoro obpasua Ha Yyact (Npu Heob6xoaMMOCTH);

TUN W COCTOSIHME Tapbl, UCNOb3yeMon Ana otbopa npobol;

naeHTUdMKaLMo Tapbl C 0TOBPAHHbIMM NPobamMu 1 Tapbl, U3 KOTOPOW Bbinn 0ToBpPaHbl NPobbI;

nobble ocobble Mepbl NPefoCTOPONKHOCTU, KOTOpble HeobxoamMmo cobatoaatb, 0cobeHHO npu
oTbope 06pasLLOB CTEPUbHbLIX U BPEAHbIX BELLECTB;

YCNOBUA XPaAHEHUSA;

npoueaypbl N0 OYUCTKE U XpaHEHUIO 060pyA0BaHNA Ana oTbopa Npob.

215. (6.12) OtobpaHHbIe  KOHTPOJIbHble  006pa3subl  AOMKHbI  NpeacTaBnaTb  cobo
npeAcTaBUTENbHYIO BbIGOPKY CEPUM WMCXOAHOFO CbipbA, YNAKOBOYHbLIX MaTepuanoB WAW FOTOBOM
npoaykumm. MoryT 6biTb Takke oTobpaHbl AONONHMTENbHble 06pasLUbl ANA MOHUTOPUHIA Haubonee
Ba*KHbIX 3TanoB npoLecca (HanpMmep, ero Hayasna UamM OKOHYaHMsA).

216. (6.13) Ha 3TuKeTKe Tapbl C OTOBpaHHbIMM 06pasuamM AO0NXKHblI ObiTb YyKasaHbl ee
copepKnumoe, Homep cepun, gata oTbopa npob, a TakkKe obOO3HAYeHME YMAKOBKM, M3 KOTOPOM 3TU
Npo6bbl 66111 0TOGPaHbI.

217. (6.14) OJononHuTenbHble TPeboBaHUA B OTHOLIEHUM KOHTPOJIbHbIX U apXMBHbIX 06pa3LLoB
npusegeHsol B MpunoxeHnn N 18 K HacToawmm MNpasmnam.

MpoBeaeHMe UCNbITaHWA

218. (6.15) MeTogMKM KOHTPOAS KayecTBa AO/KHbI OblTb BannaMpoBaHbl. Bce ucnbiTaHus,
npuBeAeHHble B PErMCTPaLMOHHOM  [A0Cbe, [AOMKHbl  OblTb NpoBeAeHbl B  COOTBETCTBUM C
YTBEPKAEHHbIMU METOAMKAMM.

219. (6.16) MonyyeHHble pe3ynbTaTbl UCMbITAHUA AOMKHbI OblTb AOKYMEHTaNbHO OQOPMIEHbI U
NpoBepeHbl 417 rapaHTMK UX COOTBETCTBUA APYr Apyry. Bce pacyeTbl A0MKHbI TWATENBHO NPOBEPATHCA.



220. (6.17) NMpoBoguMble UCMbITAHWUA OOMKHbI PETUCTPUPOBATLCA C YKa3aHMEM B AOKYMEHTaX, B
TOM YKUC/Ee CAeayoLWwmnX AHHbIX:

a) (a) HaMmeHOBaHME MCXOZHOrO Cbipbs, YNAKOBOYHbLIX MATEPMANOB MAU MPOAYKUUM U MpuU
HeobxoaMMOCTM NeKapCTBEHHOM GOpMbl;

6) (b) Homep cepun, NPUCBOEHHbIA MNpPWU MNPUEMKe, W, TAe NPUMEHMMO, HOMEpP Cepuu
NpPou3BOAUTENSA, @ TaKXKe HaMMeHOBaHMe NPOM3BOAUTENA U (MNK) NOCTABLLMKA;

B) (c) ccbl/iKa Ha cooTBeTCTBYOWME cneumMduKaumm 1 npoueaypbl UCNbITaHWUR;

r) (d) pesynbTaTbl WCMbITAHWA, B TOM 4YMCAe HabAOAEHWS, BbIMMC/IEHUS, U CCbIIKM Ha BcCe
OOKYMEHTbI, CoAeprKallne pesyanbTaTbl NPOBEAEHHbIX aHA/IN30B;

A) (e) aaTbl NnpoBeAeHUA UCMbITAHNIA;

e) (f) bamunnmn n nHMyMansl AnL, NPOBOANBLUNX UCMbITaHUE;

X) (g8) damuamm n uHMUMaNLI NUL, NPOBEPUBLUMX MPOBEAEHME WCMbITAHUA U pPe3yabTaTbl
BbIYMCNEHUI, FAEe NPUMEHUMO;

3) (h) opHO3Ha4yHOe 3aKnloueHMe O BblAavye paspeleHUA UAW OTKNOHEHUW MPOAYKUMMK (Mau
ApYroe pelueHune o cTaTyce NpoAyKLUMKM), aTa U NOANMUCb OTBETCTBEHHOO NLA.

221. (6.18) Bce onepauuyM NO KOHTPO/O B Mpouecce MNPoW3BOACTBA, BKAKOYas Te, KOTopble
BbIMO/IHAIOTCA B MPOM3BOACTBEHHOW 30HE MPOW3BOACTBEHHbIM  MEPCOHANOM, HeobxoaMmo
OCYLLECTB/IATL B COOTBETCTBUM C METOAMKAMMU, YTBEPKAEHHbIMM NogpasaeneHneM KOHTPOIA KauecTBa,
a UX pe3ynbTaTbl JOMKHbI 6bITb 0DOPMAEHBI L OKYMEHTANBHO.

222.(6.19) Ocoboe BHMMaAHWE HEOBXOANMO YyAENATb KauecTBy 1abopaToOpHbIX PeaKTUBOB, MEepPHOM
NabopatopHoi nocyabl U TUTPOBAHHbIX PAaCcTBOPOB, CTAHAAPTHbIX 06pasyoB M NUTaTeNbHbIX cpead. Mx
NPUroToBAEHNE U NOATOTOBKA AOJIKHbI COOTBETCTBOBAaTb TPEHOBAHMAM YTBEPKAEHHBIX MHCTPYKLNIA.

223. (6.20) JTabopaTopHble pacTBOPbl PEAKTUBOB [0/IKHbI MMETb MapKMPOBKY C YKa3aHWeM AaThbl
NPUroTOBAEHUA U C NOAMUCAMW UCMONHUTENe. Ha 3TuKeTKe ponxeH OblTb yKasaH CPOK roAHOCTM
HecTabuNbHbIX PEaKTMBOB M MNUTATENbHLIX Ccpes M cneunduyeckne ycnoBma UX XpaHeHua. Ons
TUTPOBAHHbLIX PACcTBOPOB HeobXO4MMO yKasblBaTb A[aTy MNOCNEAHEro YCTAaHOBNEHMA TUTpPa MU
COOTBETCTBYIOLLNIA NONPABOYHbIN KO3DPULNEHT.

224. (6.21) Npu HeobxoAUMOCTM Ha Tape cleayeT yKasbiBaTb AaTy MNOYYEHUS KaXK10ro BellecTsa,
MCNONb3yeMoro gas MnpoBeAeHUa WCMbITaHWIA (Hanpumep, PeakTMBOB M CTaHAAPTHbIX 06pasuos), ¢
COOTBETCTBYHOLWMMM UHCTPYKLMAMMU MO €ro UCNo/Ib30BaHUIO U XPaHEHUID. B HEKOTOPbIX Cayvasx nocne
Nosly4eHUA AN Nepes, UCNONb30BAHNEM PEAKTUBA MOXKET BO3HUKHYTb HEOOXOAMMOCTb NPOBEAEHUA ero
MCNbITAaHUA Ha NOEHTUYHOCTb U (MIM) APYFrOro UCMbITAHUA.

225. (6.22) MMBOTHblE, UCMOAb3yemMble A/IA KOHTPOAS KOMMOHEHTOB, MCXOAHOrO CbipbsA WU
NPOAYKLMMU, AONKHbI NPU HEOBXOAMMOCTM NOMELLATLCA B KAPaHTUH nepes Hadanom paboTbl ¢ HUMK.
YX0£ 3a KMBOTHBIMWU U UX KOHTPO/Ib AONXKHbI BbITb OpraHM30BaHbl TakKMm o0bpasom, 4tobbl obecneunTb
MX MPUrOAHOCTb ANA WMCMNONb30BAHWA MO HasHayeHWto. KMBOTHble AOMXKHbI ObiTb MapKMPOBaHbI, a
AaHHble 0 NpegluecTsyowen paboTe ¢ HUMKU AOMKHbI 6bITb 0POPMNEHDBI OKYMEHTANLHO.

I'Iporpalvw\a nocneayrouiero nyyeHuA CTabunbHOCTH

226. (6.23) Nocne Bbinycka B obpalieHne HeobxoaAMmMO NPOBOAUTb MOHWUTOPUHI CTabUIbHOCTU
JIeKapCTBEHHOMO MpenapaTa B COOTBETCTBUM C NMPOrpammoli, KOTopaA NO3BOJIUT BbIABUTb Kakune-nnbo
npobaembl co CTabuUAbHOCTbIO NEKAPCTBEHHOFO Mpenapata AaHHOIO0 cocTaBa B NOTPebUTeNbCKOM
yrnaKoBKe (Hanpumep, U3MeHEHMUA CoAepKaHUA Npumeceit uan npoduns pacTBOPeHus).

227. (6.24) Uenblo nporpammbl Nocneaytolero n3yvyeHma ctabuibHOCTU ABAAETCA MOHUTOPUHT
JIeKapCTBEHHOIO Mpenapata B TeYEeHWMEe BCEro CPOKa [FOAHOCTM W OMpefeneHue Toro, 4YTO OH
COOTBETCTBYET CBOEM cneundmKkaLmm npmn cobntogeHnm ycnoBmin XpaHeHUs, yKasaHHbIX B MapKUPOBKE.

228. (6.25) BbllweyKasaHHble TpeboBaHWA OTHOCATCA, [NaBHbIM 06pPa3somM, K TOTOBbIM
JIeKapCTBEHHbIM Npenapatam B MOTPEOUTENbCKON YMNaKOBKE, HO HeOBXO4MMO TaKkKe BKAUYUTbL B
nporpammy nocneayroLLero nsy4yeHmna ctabunbHOCTM HepachacoBaHHYHO NPoAYKLMIO. B yacTHocTH, ecam
HepacdacoBaHHYO NPOAYKUMIO XPaHAT ANUTenbHOe Bpema [0 YNAaKoBKM U (Mau) nepepaum c
NPOM3BOACTBEHHOIO Y4YacCTKa Ha Yy4aCTOK YNAaKOBKW, HEOHXOAMMO M3YyYMTb U OLEHWUTb BAUAHWE 3TOrO
¢daKkTopa Ha CTabuabHOCTL FOTOBOM MPOAYKLMM MPW COOTBETCTBYIOLLIMX MApaMeTpax OKpyXKatoLen
cpeapl. YKasaHHOe TpeboBaHME NPUMEHAETCA TaKKe K NMPOMEKYTOYHON NPOAYKLMKU, KOTOPAA XPaHUTCA



M WUCNONb3YEeTCA B TeYEHWEe AAUTENbHOro nepuoga. MccnepgoBaHue cTabUAbHOCTU NEKAPCTBEHHOMO
npenapaTta, KOTOPbIA FOTOBUTCA HEMOCPEACTBEHHO Mepes NPMMeHEHMEM, NPOBOAAT Npu paspaboTke
NIeKapCTBEHHOrO npenapaTta. BKAOYEHME TaKMX /IeKAapCTBEHHbIX MpPenapaTtoB B  Nporpammy
nocneAyroLero n3ydeHns ctabunbHocTn He Tpebyetca. O4HaAKO, eCIM NPUMEHMMO, MOXKET NPOBOANTLCA
nocneayrouiee nsyyeHume cTabrMnbHOCTM TaKOro nNpenapara.

229. (6.26) Mporpamma nocneayroLEro M3y4eHUs CTabubHOCTU A0/MKHA 6biTb opopmieHa
AOKYMEHTaNbHO B COOTBETCTBUM C TpeboBaHUAMMU, YCTAHOBAEHHbIMM MyHKTaMu 92 - 134 HacToawmx
Mpasun, a pesynbTatbl pabotbl odopmneHbl B BuAe oTtyeTa. O6OpyaoBaHWE, MCMOb3yemoe A
M3yYeHUa CTabuAbHOCTU (B YACTHOCTU, KAMMATMYECKME KamMepbl), AONKHO 6biTb KBAMPUUMPOBAHO U
OONIKHO 0b6CNy»KMBaTbCA B COOTBETCTBUMM C TpeboBaHMAMM, YCTaHOBAEHHbIMM NyHKTamun 46 - 91
HacToAwmx Mpasun un MNpunoxkeHnem N 15 K HacToAwmm Mpasunam.

230. (6.27) Otuer o0 paboTe nNo nporpamme NOCNEAYIOWEro U3y4yeHUsa CTabuUAbHOCTU AOJKEH
BK/tOYATb B cebs BeCb Nepuoa A0 UCTEYEHMA CPOKA FOAHOCTU MPOAYKUMM U COAEPKATb, B YaCTHOCTH,
cnepyowme gaHHble:

Homep(a) cepuun(it) ons pasnnyYHbIX 4O3MPOBOK U Pa3HbIX Pa3MEPOB Cepuid, rae NPUMEHNMO;

JaHHble O  U3MYECKMX, XUMWUYECKUX, MUKPOOMONOTMYECKUX U OUMONOrMYECKMX MeToaax
UCNbITaHWI;

KpUTEPUU NPUEMIEMOCTH;

CCbINIKM Ha MeTOZbl UCMbITAHUI;

onucaHue BMAa yNakoBKu;

NepuoANYHOCTb UCMbITAHWUIA (TOYKM KOHTPONS BO BPEMEHM);

onucaHuve YC/OBUI  XpaHeHMa (HeobXoAMMO  WCMONb30BaTb  CTaHAAPTU3MPOBAHHbIE B
HOPMaTUBHbIX MPaBOBbIX aKTax Poccuiickoit Pepepaunmn ycnosua ANA OAUTENBHOTO WUCMbITaHWA
CTabUNbHOCTU, COOTBETCTBYIOLIME AaHHbIM PErMCTPALLMOHHOIO 40ChE);

Apyrve Heobxoammble NoKasaTenun, cneymdunyeckme aaa JAaHHOTO IEKAPCTBEHHOMO NpenapaTa.

231. (6.28) OtyeT 0 paboTe MO MNporpaMmme MOC/AEAYIOWIEr0 M3yYeHUA CTabUAbHOCTU MOXKeT
OT/INYATLCA OT OTYETA O MEPBOHAYA/IBHOM AJIUTENBHOM UCMbITAHWUM CTAabUNBHOCTU, NPEeACTABAEHHOTO B
PEerucTpaunMoHHOM [0Cbe, NPWU YCA0BMM 0HOCHOBAHUA U AOKYMEHTasbHOro opopmieHus B otyete (B
TOM YMC/IE OTANYMA B NEPUOANYHOCTU UCTBITAHWUIA).

232. (6.29) Yucno cepuit U NEPUOAUYHOCTb UCMbITAHUA AO0MKHbI 06ecneunBatb A0CTAaTOUYHbIN
06beM JaHHbIX ANA MNPOBeAEeHUA aHanu3a TeHAEeHUMA U3MeHeHuA. B nporpammy nocneayoulero
N3y4yeHUA eXXerofHo AO0JIXKHA BKIOYATLCA KAaK MUHMMYM OfHa CepusA NPOn3BeAeHHOrO IEKAapCTBEHHOTO
npenapaTa B Ka)XAoOW A03MPOBKE M B KaXKAOM BUAE NEPBUYHON YMAKOBKWU. UCKNOUEHMEM ABAAIOTCA
C/ly4aun, Koraa B TeYEHMe rofa He NPOU3BeAeHO HWU OAHON CepUM JAHHOINO NEKAPCTBEHHOIO Npenapara,
ecnm nHoe He byaeTt obocHoBaHO npoussBoguTenem. [na NeKapCTBEHHbIX NPenapaTos, nocaeayoulee
n3yyeHune cTabunbHOCTM KOTOPbIX TPEOYET NCMOIb30BAHUSA KUBOTHBIX U HE CYLLECTBYET a/IbTEPHATUBHbIX
Ba/IMANPOBAHHBIX METOAMK, MNEPUOANYHOCTb KOHTPOA MOMET ObiTb YCTaHOBAEHA HA OCHOBaHMM
OLLeHKM PUCKOB. MOryT MCNonb30BaTbCA PAMOYHbIE UM MATPUYHbIE CTPYKTYPbl NPU AOKYMEHTa/IbHOM
0dopMAEHUM, ECIN UX MPUFOAHOCTb COOTBETCTBYHOLWMM 06pa3om Hay4yHO obocHOBaHa.

233. (6.30) B HeKoTOpbIX CAy4Yasx B nocaeayroLiee nsydyeHme cTabuabHOCTU AO/KHbI BKAOYATLCA
OONONHUTENbHbIE CeEpUN. B YacTHOCTH, nocneaytollee n3yveHne ctabmabHoOCcTM Heobxo0AMMO NPOBOAMUTL
nocne Nto60ro 3Ha4YNTENbHOrO N3MEHEHMUA UIWN 3HAYUTE/IbHOTO OTKNOHEHMA B NpoLLecce NpoM3BOACTBA
WM YNAKOBKW. ITO e OTHOCUTCA M K NtoObIM onepaumam no nostopHoi obpaboTke, nepepaboTke nnm
pereHepauuu.

234. (6.31) PesynbTaTbl MNOCNEAYIOLIETO W3Yy4YeHUA CTabUNbHOCTU AO0/MKHbI BbiTb AOCTYMHbI
OTBETCTBEHHOMY NEPCOHaNy U ocobeHHO yrnonHoMoYeHHOMY(bIM) nuLy (anuam). Ecam nocnegytouee
n3yyeHue CTabuUNbHOCTM OCYLLECTBNAETCA HE HA MecCTe NPOM3BOACTBA HepachacoBaHHOW UKW FOTOBOM
NPOAYKUMU, TO MEXAY Y4YaCTBYIOWMMM CTOPOHAMWM AO/KHO ObiTb 0GOpMNIEHO COOTBETCTBYHOLLEE
cornawenune. PesynbTaTbl NOCNEAYIOWEro M3y4yeHUA CTabUNbHOCTM OONXHbI HAaXOAUTbCA Ha MecTe
npou3BoACTBa ANA MNPeACTaBAEeHUA YNONHOMOYEHHOMY deaepasbHOMY OpraHy WCNOAHUTENbHOW
B/1ACTML.

235. (6.32) NMpowusBoanTenb AONKEH aHAIM3MPOBATb C/ly4an BbixoAa 3a Npeaenbl cneundurKkalmm
M CYLWECTBEHHble HEeTUMUYHble TeHAeHuun. JIiboi noaTBEPXKAEHHbIM BbIXOA, 3a nNpeaenbl
cneunduKauMmn MAM CYLLEeCTBEHHbIE HeraTuBHble TEHAEHUMM [O/KHbI A0BOAMTBCA A0 CBeAeHUs



YNOAHOMOYEHHOTO denepanbHOro OpraHa UCMOIHUTENBHOM BAacTu. B cootseTcTBMM C TpeboBaHUAMM,
YCTAQHOBAEHHbIMM MNyHKTamMmun 256 - 272 HactoAwmx [lpaBua, a TaKXe NpuM  KOHCyAbTauum C
YNOAHOMOYEHHbIM desepasbHbIM OPraHOM UCMOIHUTENIbHOW BNACTU cieayeT PacCMOTPETb BO3MOXKHbIE
OENCTBUA B OTHOLLEHUWN CEPUIN, HAXOZALLMXCA Ha PbIHKeE.

236. (6.33) 3akN4YeHMA NO U3YyYEHUIO CTAabUNbHOCTW, B TOM UYMCAE MPOMEXKYTOUYHble BbIBOAbI,
OOMKHbI  0POPMANATLCA  AOKYMeHTasnbHO. [laHHble no  cTtabunbHOCTM  cnegyeT  noasepraTb
nepuoguyeckomy ob3opy.

LEATENbHOCTb, MEPEAABAEMAS 19 BbINONHEHWSA APYIOM
OPFAHU3ALIMM (AYTCOPCUHT) (T/1ABA 7)

MpuHumn

237. Nobana peATenbHOCTb, Ha KOTOPYH PacnpocTpaHAlTcA HactoAwme [MpaBuna uM KoTopas
nepefaHa Apyron (CTOpPOHHeR) opraHMsauuu (nepefaHa Ha ayTCOPCWHT), Hagaexawum obpasom
onpeAensieTca, CornacoBbIBaeTCA U KOHTPOIMPYETCS BO U3beXKaHUe pasHOUTEHUIA, CMOCOBHbIX NPUBECTU
K HeyOoB/NEeTBOPUTE/IbHOMY KauyecTBy MNPOAYKUMM WAM BbINOSHAEMbIX paboT. [JoroBop mexay
3aKa34YMKOM M UCMOJIHUTENIEM 3aK/HOYAETCA C YKa3aHMEM YeTKO onpeaeneHHbiX 0683aHHOCTEN KarKkaoi
M3 CTOPOH W MpeAycMaTpuBaeT NOpsAoK AEUCTBMA M OTBETCTBEHHOCTb YMOJIHOMOYEHHOro /Mua 3a
BblAayy paspeLleHnsn Ha BbINYCK KaxKa0M cepumn npoayKumu.

238. TpeboBaHuAa, ycTaHOBNEHHble NyHKTamu 237 - 255 Hactoawmx [MpaBuA, He OTMEHSsIOT
COOTBETCTBYIOWMX 0653aHHOCTEl npoussoauTeneil No GOPMUPOBAHUIO PErnCTPaLMOHHOIO A0Cbe U
HeobX0AMMOCTU HAaNMUUNA INLLEH3UM HA MPOU3BOACTBO JIEKAPCTBEHHbIX cpeacTB. OHM He yCcTaHaBAMBaAlOT
OTBETCTBEHHOCTb WUCMONHUTENA W 3aKa3uuMka nepesn noTpebutenem, KoTopaa onpeaeneHa MHbIMU
HOPMaTUBHbIMM NPABOBbIMKU aKTamu Poccuiickon Peagepaumu.

Obuwme TpeboBaHMA U peKoMeHAaLMN

239. (7.1) B poroBop, NO KOTOPOMY OCYLLECTBAAETCA nepefadva AeATe/lbHOCTU Ha ayTCOPCUHI,
peKoMeHAyeTCcAa BK/KYATb YKa3aHMA Ha NpoAayKuuio, paboTbl MM YCAYTW, OCYLLECTBAEHUE KOTOPbIX
nepefaeTca Ha ayTCOPCWUHI, a TaKXe BCe CBA3aHHble C TaKOW AeATeNIbHOCTbI TEXHUYECKME U UHble
corflaleHuns K 4orosopy.

240. (7.2) OoroBop, MO KOTOPOMY OCYLLECTBASETCA nepenaya AeATeNbHOCTUM Ha ayTCOPCUHI, a
TaK¥Ke BCe NpeaoXKeHHble U3MEHEHUA TEXHUYECKUX UM UHbIX COrMlalleHniA AONXKHbl COOTBETCTBOBATL
3aKoHogzaTenbcTBy Poccuiickon ®Pepepaumm U PerucTpaLMoOHHOMY [OCbe Ha COOTBETCTBYHOLLYIO
NpPOAyKUMIO.

241. (7.3) Echm topuanyeckoe Nnuo, Ha MM KOTOPOTo BblAaHO PerncTpaunoHHoe ya0CToBEepPEeHUE,
N NPOU3BOAUTENb HE ABAAKOTCA OAHOM OpraHM3auuen, To MeXay HUMWU AOMKHbI ObiTb 3aK/OYEHbI
COOTBETCTBYIOLME COrMTAllEeHUS C YY4ETOM MOJIOKEHMUI, YCTAHOBIEHHbIX MyHKTamMKn 237 - 255 HacToAwmx
Mpasun.

3aKasumK

242. (7.4) dapmaueBTUYECKan CMCTEMA KauecTBa 3aKasuMKa A0/1XKHa BKIYaTb B ceb6a KOHTPOb U
npoBepky Noboin AeATeNbHOCTU, NepeAaHHOM Ha ayTCOPCWMHI. 3aKasuyMK rapaHTUpyeT npoBedeHue
KOHTPO/IA AeATe/fibHOCTM, NepeAaHHOM Ha ayTCOPCUHI. DTOT KOHTPO/b AO/IKEH BKAOYaTb NPUHUMMbI
yNpaBAeHNA PUCKAMK 419 KAYeCTBa U YYMTbIBATb HUXKENPUBEAEHHbIE MONOKEHUA.

243. (7.5) Oo nepepaun pAesTeNbHOCTM Ha ayTCOPCMHI 3aKasuMK [o/iKeH ybeautbcA B
NpPaBoCNoCcObHOCTU UCNONHUTENSA (B TOM uUMCNe B HalUUYUK Y HEro HeobXxoaMMOW B COOTBETCTBUWN C
3aKoHogaTenbcTBoM Poccuitickoii deaepaumm ANLEH3UKU), B €r0 KOMMETEHTHOCTU U HaZMYMKU Yy Hero
BO3MOXHOCTM BbINO/IHUTL 00f3aTeNIbCTBA MO AOroBOPYy HaA/fexalwmm o6pasom B COOTBETCTBUM C
TpeboBaHMAMM HacToswmx [lpaBua. PeKomeHAyeTca TaKiKe BKAYaTb B [OroBOP MNONOXKEHMUS,
obecneumBatowme BbiNoAHEHWe TpeboBaHM HacToalwmx MpaBun.

244, (7.6) 3aKasuMK [O/KEH NpeaoCcTaBUTb WUCNONHUTENO BCO WMHOOPMAUMIO M CBeAeHMS,



HeobxoaMmble AN HagNeXallero WCNOMIHEHMA NPeayCMOTPEHHbIX A0roBopom 06A3aTeNbCcTB B
COOTBETCTBMM C 3aKOHOAATeNnbCcTBOM Poccuiickon Pepepaummn M perucTpaLMoHHbIM A0Cbe. 3aKa3uuK
OO/MKEH rapaHTUPOBATb, YTO UCMOJIHUTENb MNOMIHOCTBIO OCBeAOMIEH 060 Bcex daKTopax, CBA3AHHbIX C
npoayKumein wuan [eATeNbHOCTblO, MNepefaBaeMon Ha ayTCOPCUMHE, KOTOpble MOryT NpeacTaBAATb
OMACHOCTb AN1A ero NoMeLLeHni, obopyaoBaHMA, NePCOHaNA, UCXOAHOTO CbipbA UM APYTON NPOAYKUUN.

245. (7.7) 3aKasuuK [0/KEeH KOHTPO/AMPOBATb M MPOBEPATb AEWCTBUA UCMOJIHUTENSA, a TaKKe
BHeApeHWe ucnonHuTenem ntoboro HEO6Xxo0AMMOro yayyLLIEeHUA.

246. (7.8) 3aKasuuK ABNAETCA OTBETCTBEHHbIM 3a MPOBEPKY M OLEHKY 3anucert U pesynbTaTos,
CBA3AHHbIX C [AeATe/IbHOCTbIO, MNepefaHHON Ha  ayTCOPCWMHI. 3aKasumKk Ao/KeH ybeautbea
CaMOCTOATENbHO WM HA OCHOBaHWW MOATBEPXKAEHWUA YNOJHOMOYEHHOIO INLA UCMONHUTENA, YTO BCA
NPOAYKLMA U MaTepuanbl, NOCTaBAEHHblE eMy MUCNOAHUTENEeM, Bblan NpousBeaeHbl B COOTBETCTBUN C
HacToAwmnmmM MNpasunamm n perncTpaLMoHHbIM Jocbe.

McnonHutenb

247. (7.9) UcnonHuTenb gonkeH MeTb HEOHBX0AMMbIE 3HaHWA, OMNbIT M KOMMNETEHTHbIN NepcoHan,
a TaKXe pacnonaratb COOTBETCTBYHOLMMM MOMELLEHMAMM, OobopyAoBaHMEM AAA HaANeXKalero
ncnonHeHus o6a3aTenbCTB NO AOFOBOPY.

248. (7.10) NcnonHuTenb AONKEH YAOCTOBEPUTLCHA, YTO BCA NPenoCTaB/leHHaa emy NpoayKums,
MCXOOHOEe Cbipbe, YNAKOBOYHble MaTepuanbl WU CBEAEHUA MPUroaHbl ANA  WUCNONb30BaHMA MO
Ha3HaYeHMuto.

249. (7.11) WUcnonHuTenb He AONXeH nepefaBaTb TPeTbel CTopoHe paboTbl WMAU YCAyru,
nopy4veHHble eMy Mo Aorosopy, 6e3 npenBapuUTENbHONO PAaCCMOTPEHUA M COMIaCOBaHMA C 3aKa34MKOM.
MpKn 3aKNOYEHMM COTNALLEHUA MEXKAY UCNONHUTENIEM U TPETbEN CTOPOHOM A0/XKHA bbITb obecneyeHa
rapaHTMAa TOro, YTO MHPOpMaLMA, BKAOYAA CBefeHMA 0O OLEeHKe COOTBETCTBUA TPETbei CTOPOHBI,
NpeaocTaBAAeTCA TAaKUM e 06pa3om, Kak MeKay NepBOHAYaIbHbIMM 3aKa34MKOM U UCMIONHUTENEM.

250. (7.12) WcnonHuUTenb He [AO0/MKEH MNPOU3BOAUTL HECAHKLMOHUPOBAHHbIE W3MEHEHMUs,
BbIXOAALLME 32 PAMKKU LOrOBOPA, MOCKOAbKY 3TO MOXeT Heb1aronpuATHO NOBAMATL HA KayecTBO pabor,
NPOBOAMMBIX ONA 3aKA3UMKa.

251. (7.13) WUcnonHuTenb AONXEH MNOHMMATb, 4YTO pPaboTbl, NepeAaBaemble Ha ayTCOPCMHI,
BK/IlOYasA MNpOBefEeHME aHanu3a Mo [OroBopy, MNPOBEPANOTCA YNOJHOMOYEHHbIMU deaepasbHbIMMU
opraHamu UCNONHUTENbHOW BACTM.

Jorosop

252. (7.14) MexAay 3aKa3uyMKOM U UCMOJHUTENEM OONXKEH ObITb 3aK/OYEH 4OMOBOP, B KOTOPOM
pPEKOMEHAYETCA ONpeaennTb UX B3aMMHble 06A3aTenbcTBa M Npoueaypbl nepefadn mHpopmaumm,
CBA3aHHbIE C AEATE/IbHOCTbIO, NepeaBaeMoi Ha ayTCOPCUHT. TeXHUUYECKME acNeKTbl 4OrOBOPa AOXKHbI
COCTaBNATbCA /NLAMM, WMMEIOLWMMMU COOTBETCTBYIOWME 3HAHUA, CBA3aHHble C AeATeNbHOCTbIO,
nepenaBaeMoil Ha ayTCOPCUMHF, W HacTtoAwumu [pasunamu. CornacoBaHHble CTOPOHAMM YCAOBUA
[0roBopa U BCe CBA3AHHbIE C A4OrOBOPOM TEXHUYECKME U UHbIe COrNalleHA AOJIKHbl COOTBETCTBOBATL
3aKoHoZaTenbcTBy Poccuiickon depepaumnm n permcTpaumoHHOMY 0Cbe.

253. (7.15) B poroBope pekoMeHAyeTCs YKa3blBaTb, Kakas M3 CTOPOH OTBEYaeT 3a KaxKAblii 3Tan
OeATeNbHOCTN, MepefaBaemMoit Ha ayTCOPCUMHI (Hampumep, YnpaB/ieHWe 3HAHWAMW, NepeHocC
TeXHo/MOrMK, obecrneyeHne LENM MOCTAaBOK, 3aK/OYEHWE [0roBOpa C TPETbel CTOPOHON, 3aKymnKy
MCXOAHOFO CbipbA, MATEPMANOB U UX KAYecTBO, MPOBEAEHME UCMbITAHUN U Bblgayy paspelleHns Ha
NCNo/Ib30BaHNE NCXOAHOTIO CbiPbA U YNAKOBOYHbIX MaTepunanos, NpoBeaeHne NPOnU3BOACTBA U KOHTPOAA
KayecTBa (BK/Il04as KOHTPO/b B MpoLLecce Npon3BoacTsa, oT6op 06pasLoB 1 UX aHanus)).

254. (7.16) Bce 3anucu, cBaAsaHHble C AEATENbHOCTbIO, NepelaBaeMoli Ha ayTCOPCUHT, Hanpumep,
3anucyM NpomsBOACTBa, aHaIN3a U peanm3aumn NPoayKLUKU, a TaKKe COOTBETCTBYIOLMNE KOHTPOAbHbIE
06pasLbl JOMKHbI XPAaHUTLCA Y 3aKa34vMKa, MW 3aKa3vMK JOIKEH UMETb K HUM focTyn. Jliobble 3anucy,
OTHOCALIMECA K OLLEHKE KayecTBa NPOAYKLMW, B CAyvae NpPeabABAEHUA NpeTeH3ui, Npeanosaraemoro
HecooTBeTCTBMA TPEOOBAHUAM WAM NPU PACCNefOBaHMM B Cy4Yae NpPeanonoXeHua o ¢anbcudumkaumm
NPOAYKLMMU AO0MKHbI ObiTb AOCTYMHbI 3aKa3vyMKy M TOYHO onpefesneHbl B €ro COOTBETCTBYHOLUMX



npoveaypax.

255. (7.17) B poroBope peKomeHAyeTcs npeaycMaTpuMBaTb MPaBO 3aka3uuMKka Ha ayauT
nepefaBaeMon Ha ayTCOPCUHI AEATENbHOCTM, KOTOPasA BbINOAHAETCA WMCMOJAHUTENEM WAW B3aUMHO
COr/1aCoOBaHHOM TPETbeN CTOPOHOIA.

MPETEH3UWN U OT3bIB NMPOAYKLUWU (TNABA 8)
MpuHUKMN

256. Bce npeteH3sMnM M uHbOpMauuA, Kacalowmeca MOTeHUManbHO Heao6poKavecTBeHHbIX
NeKapCTBEHHbIX CPEACTB, TWATe/IbHO PAcCc/NeayloTca B COOTBETCTBUM C YTBEPKAEHHbIMU NpoLeaypamu.
MpousBoguTeNb WMMeEeT cuctemy ObICTPOrO M 3GPEKTUBHOIO OT3blBa C PbIHKA MNPOAYKLUU C
BbIABJIEHHbIMW MW NPEeANosaraeMbiMM HapyLEHUSMM KayecTBa.

MNpeTeH3nun

257. (8.1) MpousBoaMTENb [ONKEH HAa3HA4YMTb PabOTHMKA, OTBETCTBEHHOrO 3a PacCMOTpeHue
NPEeTEH3UN U NPUHATME PELUEHUI, UMEIOLLEr0 NPaBO NPUBAEKATb HEOOXoANMbIN nepcoHan. Ecam atot
pabOoTHMK He ABNAETCA YNOJHOMOYEHHbIM INLLOM, TO YNOJIHOMOYEHHOE /INLLO AOXKHO OblTb MOCTaBAEHO
B M3BECTHOCTb 060 BCeX daKTax NpeabABAEHUA NPETEH3UN, paccaefoBaHMIA U OT3bIBOB MPOAYKLUU.

258. (8.2) [elictBMA MO PaAcCMOTPEHWUIO MPETEH3UI Ha NOTeHUMANbHO HeAobpOoKaYecTBEHHbIEe
JIeKapCTBEHHbIE CPEACTBA M MO NPUHATUIO pelleHna 06 0T3biBe NPOAYKUUM AOMKHbBI ObITb M3N0XKEHDbI B
COOTBETCTBYIOLMX YTBEPKAEHHbIX NpoLeaypax.

259. (8.3) /liobaa npeTeH3MA NO KayecTBy MPOAYKUMM [0/KHA ObiTb 3aperucTpuposBaHa C
YKa3aHMeM MCXOAHbIX OAHHbIX M TWaTeNnbHO paccnegoBaHa. K sTon pabote, Kak npasuno, cnepyet
NPWBAEKaTb /IMLLO, OTBETCTBEHHOE 33 KOHTPO/1b Ka4ecTBa NPoAyKLMN.

260. (8.4) Ecnn obHapy*KeHO MM NoAO03peBaeTCA HECOOTBETCTBME KauyecTBa KaKon-nnmbo cepum
NPoAYyKLUMM YCTaHOBAEHHbIM TpeboBaHMAM, HEOOXOAMMO NPUHATL PELUEHME O NPOBEPKE AHANOTMMYHbIX
cepuii, a TaKKe Tex Cepuil, KoTopble MOTyT BK/OYaTb MPOAYKTbl, MOJy4YeHHble nNpu nepepaboTke
Hen0b6pOoKayecTBEHHOM cepuun.

261. (8.5) PeweHns n mepbl, NPUHATbIE MO pPe3y/ibTaTamM pPacCMOTPeHus oboi npeteHsuu,
OO/IKHbI BbITb 3apErNCTPUPOBAHbBI U BKAOYEHbI B COOTBETCTBYHOLLEE AOCHE HA CEPUID.

262. (8.6) 3anucyn pacCMOTPEHUS MpPEeTEH3UM OO0MKHbI PerynspHO aHa/NM3MPOBaTbCA C LENbHo
BbIABNEHNA crneundUUeckMx M NOBTOPAIOLWMXCA GAKTOPOB, KoTopble TpebytoT ocoboro BHMMAHMA U
MOTyT NPMUBECTU K OT3bIBY NPOAYKLUM.

263. (8.7) Ocoboe BHMMaHWEe HeobXOOMMO YAEeNATb OUEHKe TOro, ABASEeTCA AU MPUUYMHOMU
npeTeHsun GpanbcnuduKaLma NPoayKLUN.

264. (8.8) B cnyyae ecnm npousBoguTenb nNpegnpuHUMaeT AeUCcTBuA, ABASOWMECs CneacTBUEM
BO3SMOXHbIX  OWMOOK B  MPOM3BOACTBE, YXYALEHMA  KayecTBa  NPOAYKUMW,  BbIABNEHUSA
banbcnPUUMpPoBaHHOW NPOAYKUMM WAWM  APYFUX Cepbe3HblX Npobaem, CBA3aHHbIX C KayecTBOM
NPOAYKUMW, AOMKEH OblTb NPOUHOOPMMPOBAH COOTBETCTBYIOWMIA YNONHOMOYEHHbIN deaepasbHbIN
OpraH UCNOAHUTENbHOM BNACTM.

OT3bIB NpOAYKLUMHK

265. (8.9) NpownssoauTend AONKEH HA3HAUYUTb PabOTHMKA, OTBETCTBEHHOIO 3a CBOEBPEMEHHbIN
0T3bIB NPOAYKLUMM C PbIHKA, MMEIOLLLErO NPABO NpUBAEKATb HEOOXOANMBI NepcoHan. Kak npasuno, aToT
paboTHMK AOMKeH ObITb HE3aBMCMMbIM OT MOApPa3AeNeHUin peannsaumm U MapKeTuHra. Ecam atot
paboOTHMK He ABNAETCA YNOAHOMOYEHHbIM JINMLOM, TO YNOAHOMOYEHHOE AMULO [O0/MKHO ObiTb
ocBeoMIeHO 060 BCex ¢paKTax 0T3biBa NPOAYKLUMMU.

266. (8.10) MopagoK OT3biBa NPOAYKLUMWU AO/MKEH OblTb pPerfnaMeHTUpPOBaH YTBEpPKAEHHOMU
npoLesypoi, KOTOPYIO CeAyeT peryifapHO NPoBepATb U NpU HEO6X04MMOCTU NepecMmaTpmBaTb.

267. (8.11) OT3bIB NPOAYKLNM OONKEH OCYLLECTBAATLCA ONEpaTUBHO U B Ntoboe Bpems.

268. (8.12) KomneTeHTHbIe OpraHbl BCeX CTPaH, Kyaa bblia HanpaBaeHa NpoAayKLmMa, A0MKHbI 6bITb



Hemea/1eHHO MHGOPMMPOBaHbI O NMPUHATUM pelleHMa 06 OT3biBe NPOAYKLMM B CBA3WU C NOAO3PEHNEM
AN 0bHapyKeHNeM HECOOTBETCTBMSA ee KayecTBa.

269. (8.13) 3anucK no oTrpysKe A0NXKHbI BbiTb AOCTYMHbI ALy (nAMuam), oTBeTcTBeHHOMY(bIM) 3a
OT3bIB MPOAYKLMU, U coaepkaTb LOCTATOMHYHO WMHPOpMauUMio 06 OpraHM3aumsax ONTOBOM TOProBaAM
JIeKAapCTBEHHbIMM CPEACTBAMM M NPSAMbIX 3aKa3uMKax (agpeca, Homepa TenepoHoB U (Mnm) dakcos B
pabouee 1 B Hepabouee Bpems, HoMepa cepuit 1 06 bEMbI NOCTABOK), BK/OYAA SKCMOPTHbIE MNOCTABKM U
NoCcTaBKKM 06Pa3LLOB 1IEKAPCTBEHHbIX CPeaCTB.

270. (8.14) OTo3BaHHYIO MPOAYKLUIO HEOBXoAMMO MPOMAPKMPOBaTb U XPaHWUTb OTAENbHO B
6€e30MacHOM 30He BMN/IOTb A0 NPUHATUS PELLEHUA O ee Aa/IbHENLLEM UCNOAb30BAHUM UAN YHUUTOXKEHUN.

271. (8.15) MNocnenoBaTenbHOCTb AEUCTBUIA NPU OT3biBE MPOAYKUUKM A0MKHA 6biTb odopmaeHa
OOKyMeHTanbHO. OKOHYaTeNbHbI OTYET [O/KEH COAEPKaTb MaTepuanbHbii  BanaHc mexKay
KO/IMY4eCTBOM NOCTAB/IEHHOM U BO3BPALLEHHOM NPOAYKLMM.

272. (8.16) 2ddeKTMBHOCTb MeponpuATUM MO OT3blBY NPOAYKUMWU [OSIKHA pPerynapHo
aHannsmnpoBaTbCA.

CAMOWHCNEKLUWA (T1ABA 9)
MpuHumn

273. CamoMHCneKuMa npoBOAMTCA C LEAblo MPOBEPKM BbIMNOJIHEHMA MNPOM3BOAUTENEM
TpeboBaHUM HacToAWwMX MpaBKAa U NpeanoKeHMa He0BX0AUMbIX KOPPEKTUPYIOLMX AEUCTBUNA.

274 (9.1) Bonpocbl, KacatwoliMeca nepcoHana, NomelleHuii, obopyaoBaHUA, AOKYMEHTaLuM,
TEXHO/NIOMMYECKOro NpoLecca, KOHTPOSA KayecTBa, peanmsalmm NeKapCTBEeHHbIX CpeacTs, MeponpuaTuii
no pabote C npeTeH3UsMM, OT3bIBOB MNPOAYKUMU, a TaK¥Ke [AeATeNbHOCTM MO MPOBeAeHUID
CaMOWHCNEKUUI, [AO/KHbI PerynsipHO aHa/M3nMpoBaTbCA B COOTBETCTBUM C 3apaHee YTBEep)KAeHHOM
nporpammoit no onpeaeneHHomy rpaduky AN NPOBEPKM WX  COOTBETCTBMA  MPUHLUMNAM
dapmaLeBTUYECKON CUCTEMbI KayecTBa.

275. (9.2) CamowuHcnekuua A0/KHa NPOBOAUTHCA HE3aBUCMMO W TWATeNbHO cheumanbHo
Ha3HaYeHHbIMU KBa/IMPULMPOBAHHBLIMM  INLAMMK, COCTOALWIMMM B WITaTe npoussoautens. [pwu
HEeobX0AMMOCTU MOXKET BbiTb NPoBeJeH He3aBUCUMbIW ayauT NPoOM3BOAMTENA SKCNEPTaMU CTOPOHHUX
opraHusaumii.

276. (9.3) Pe3synbTaTbl CAMOMHCNEKUMI AOMKHbI 6bITb 0DOpPMNEHbl AOKYMeHTanbHO. OTyeTbl,
COCTaB/IEHHble NO pe3y/nbTaTaM CaMOWHCNEKLUMA, AOJXKHbl BKAOYaTb B Ccebs BCHO MOJYYEHHYIO
MHOOPMALUMIO UM HeobxoaMMble KOpPPEKTUpylowme aencteus (rge  npumeHumo). [eictsus,
npegnpuHMMaemble Mo pes3ynbTaTaM NPOBEAEHHbIX CAaMOMHCNEKLMN, TaKkKe cneayeT odopmaaATtb
OOKYMEHTabHO.

IV. OCHOBHbIE TPEBOBAHNA K PAPMALEBTUYECKMM CYBCTAHLUMAM,
MCNONb3YEMbIM B KAHYECTBE MCXOAHOIO CbIPbA (HACTb 1)

BBEZEHVE (1)

277. HOpugunyeckme Auua, Ha MMA KOTOPbIX BblAaHbl PErucTPaLMOHHbIE YA0CTOBEPEHUA, U
NPOU3BOAUTENN AO/XHbI UCMO/Ib30BaTh B KayecTBe MCXOAHOrO CbiPbA TO/IbLKO Te dapmaLeBTUYecKkune
cybCcTaHUMK, KOTopble npousseaeHbl ¢ cobnogeHnem HacToawmx MNpasu.

Uensb (1.1)

278. Hacrosauwana rnasa ycraHasauMBaeT TpeboBaHMA, Kacalollmeca Hagneskallero rnpov3BOACTBa
dbapmaueBTMYecKMX cybCTaHUMIt C COOTBETCTBYIOLLEN CUCTEMON ynpasfieHUs KadecTBom. OHa TaKkKe
npeaHasHavyeHa Ana ueneit obecneyeHna KayecTsa M YUCTOTbI AECTBYHOLLMX BELLECTB B COOTBETCTBUM C
npeabaABNAEMbIMU K HUM TpeboBaHUAMM.

279. B HacTOAlWelN rnaBe TepmMMH "nNpou3BoacTBO" BKAlOYaeT B ceba Bce BMAbl onepaumnii ¢
dbapmaueBTUYECKMMN cyBCTaHUMAMM: NPUEMKY MaTepuanos, NPOU3BOACTBO, YNAKOBKY, NepeynaKkoBKy,



MapKUPOBKY, MEPeEMapKMPOBKY, KOHTPO/Ib KauyecTBa, BblAauy pa3pelleHMA Ha BbIMyCK, XpaHeHue U
peanusaumio, a TakKe COOTBETCTBYIOLME Mepbl KOHTpons. TpeboBaHMA, YCTaHOBAEHHbIE HacToALLeM
rnaBoin, asnAlTcA obAsaTenbHbiMU, ecnn MPUNoNKEHUAMU K HacTosawmum MpaBuaam He yCTaHOBAEHbI
MHble TpeboBaHWA, noanexKaline MPUMEHEHUID B COOTBETCTBYHOLIMX C/Ay4asX, a TaKKe ecau
cobnogeHne yKasaHHbIX TpeboBaHM He MOXKeT ObiTb 3aMeHEeHO anbTepHaTUBHbLIMW AENCTBUMAMM,
obecneunBaloWMMM NO KPalHEN Mepe 3KBUBANEHTHbI YPOBEHb KauecTBa NPoayKLMN.

280. HacrosAwme lMpaBuna He ycTaHaBAMBalOT TpeboBaHUA, NpeabsaBaAsemblie NPU perncrpaumm
dapmaueBTMyecKknx cybcTaHumin. MponssoamTenb 06A3aH BbINOAHATL BCe TpeboBaHMA, YCTaHOB/IEHHbIE
Npu BKAOYEHUM dapmaleBTUYECKMX CyBCTaHLMIM B FOCY4apCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeCTB.

O6nacTb npnmeHeHua (1.2)

281. Hacrtoswas rnaBa YycTaHaBAuMBaeT TpeboBaHMA K npou3BoacTey dapmaueBTUHECKUX
Cyb6CTaHUMIM, MCNONb3YyeEMbIX B MPOM3BOACTBE JIEKAPCTBEHHbLIX MPEnapaToB AAA MeAUUMHCKOTo U
BETEPUHAPHOTO MNPUMEHEHWMA, B TOM 4YMC/Ee K NpPOM3BOACTBY (apMaLEeBTUYECKMX CyOCTaHLUN,
noslydaembiX C UCMO/Ib30BAaHMEM LOHOPCKOM KPOBWU WM MAa3Mbl B KauyecTBe MCXOAHOrO cbipbA. OHa
NPUMEHSETCA KO BCEM UCXOAHbIM AEMCTBYIOLLMM BelecTBam cOBMecTHO ¢ Mpunoxennamm N N 2 - 7 K
HacToAwMM [MpaBunam, rae CoAepKatca AONOAHUTENbHble TPebOBaHWA AN onpefeneHHbIX BUMAOB
OEeNCTBYIOLLNX BELLECTB.

282. MyHKTbl 622 - 644 HacToswwmx MpaBua cogep:KaTt TpeboBaHMA, KOTOpble PacNPOCTPaHATCA
TONbKO Ha nNpou3BoAcTBO  dapmaleBTUYECKMX CybCcTaHUMI, MCNONb3yeMbIX AN MONYYeHUs
JIeKapCTBEHHbIX NPenapaToB, NpeAHa3HAYeHHbIX ANA KAMHUYECKUX NCCIef0BaHNN.

283. K npon3BoACTBY CTEPUbHbIX dapmaueBTUYECKMX CybcTaHUMi TpeboBaHMS HAcToALLEN rnasbl
NPUMEHUMbI TO/IbKO A0 CTaAUU CTEPUAN3ALLUMN.

284. HacTtoAwaa rfaBa He pacnpoCTpPaHAETCA Ha MPOLeccbl CTepUaMsaumMm U MNPOU3BOACTBA
CTEPUIbHbIX dapMaLeBTUYECKMX CYBCTAaHUMI B acenTUYecKMX YCNoBMAX. Takue npoueccbl AOMKHbI
NpPoBOANTLCA B COOTBETCTBMM C NPUHUMNAMM HacToAwmx Mpasun, TpeboBaHUAMMU, U3NOKEHHBIMU B
MpunoxeHun N 1 K HacToAwmMM lMNpaBmaam, a TakKe B MHbIX HOPMATUBHbIX NPaBOBbIX akTax Poccuinckom
depepaunn.

285. HacToAwan rnaBa He pacnpoCTPAHAETCA Ha LEeNbHY0 JOHOPCKYHO KPOBb U NAa3My, MOCKO/bKY
TpeboBaHMA NO B3ATUIO M WUCMbITAHUIO KPOBW OMNPenenAtTCs COOTBETCTBYHOLWMMU HOPMATUBHBIMU
npaBoBbIMW aKTamu Poccuiickoih ®Pepepaummn, a TakKe Ha HepachacoBaHHbIE JIEKAPCTBEHHbIE
npenapatbl ("aHrpo”, "uH 6ank"). ECiM HOPMATMBHbLIMM NPABOBbIMK aKTamu Poccuitckoir Peapepaumm
YyCTaHOBNEHbl  CneumasnbHble TpeboBaHua ana  obecreyeHMA KayecTBa MNpU  MNPOU3BOACTBE
NeKAPCTBEHHbIX CPeACTB A1 BETEPUHAPHOIrO NPUMEHEHUA NPOTUB SKTOMapasMToB, Takue TpebosaHuA
OO/IKHbI COH6Mt04aThCA.

286. UcxopHoe cbipbe g NPou3BOACTBa GapMaLeBTUYECKUX CYBCTaHUMIM - 3TO MCXOAHOE CbIpbe,
NPOMENKYTOUYHbIE MPOAYKTbl MAM Apyrue dapmaLeBTUYeCKMe cybCTaHLMK, KOTOpble WUCMONb3YIOT B
npon3soacTee GpapMaLLEBTUUECKMX CYOCTAHLMIM U KOTOPbIE KaK BaXHbl CTPYKTYPHbIN ¢dparmeHT BBOAAT
B CTPYKTYPY dapmaLieBTUYECKON cybCcTaHLMK. UcxoaHoe cbipbe s Npou3BoAcTBa GapMaLLEBTUYECKUX
cybcTaHUMt MoXKeT npuobpeTaTbCcA MO AOFOBOPY Y OAHOIMO WMAM HECKONbKMX MOCTABLLMKOB AMbHO
Npou3BOANTLCA CAMOCTOATENbHO. MicxogHOoe cobipbe A8 NPon3BoACcTBa GapMaLLeBTUHECKUX CyDBCTaHUMA,
KaK NpaBuU/aI0, UMEET YCTAaHOBNEHHbIE XMMUYECKME CBOCTBA U CTPYKTYPY.

287. MpoussoanTens AOMKEH ONPeseNvUTb U AOKYMEHTa/lIbHO 06OCHOBaTb CTaguio, C KOTOPOW
OO/MKHO HauyMHaTbCA NpPou3BoacTBO ¢dapmaleBTMdeckon cybcTaHuuu. Ona npoueccoB CUHTE3a 3Ta
CTagma onpefenAeTcA Kak CTaguMAa BBOAA B TEXHOJ/IOTMYECKMII MPOLECC WMCXOOHOrO CbipbA ANA
npou3BoAcTBa papmaLeBTUYECKUX CyOCTaHUMI. a8 apyrux npoueccos (Hanpumep, ana depmeHTaumm,
SKCTPaKLMMU, OYUCTKM) [aHHYIO CTAaaMIoO OnpesensatoT C  Y4eTOM KOHKPEeTHbIX O0CobeHHOoCTel
npoussoactea. B tabanue N 1 npmeeaeHbl TpeboBaHUA OTHOCUTENBHO MOMEHTA, KOraa obbl4HO BBOAAT
B NpOLECC MUCXOAHOE Cbipbe AN MNPOM3BOACTBA GapMaueBTUYECKUX CYOCTaHUMM. HaumHasa ¢ sTow
CTagMu, Ha AaHHble MPOMEXYTOYHble MPOAYKTbl U (MNM) CcTagum npomssoacTBa GapMALLEBTUYECKMX
cybCTaHUMI pacnpocTpaHAloTcs TpeboBaHWA HacToAwen rnasbl. OHM BKAOYAOT B cebsa Banuaumio
KPUTUYECKUX  CTaguii  NPOU3BOACTBEHHOrO NPOLECCA, OKasblBAOWMX BAUAHME HA  KAYecTBO
dbapmaueBTMUecKMx cybcTaHuuin. B To ke Bpems BblIbOp npoussBoauTenem CTagmu TEXHOOMMYECKOro



npouecca Ana MpoBeAeHWA BaAuZauMM He 0653aTeNbHO O3Ha4yaeT, 4YTO 3Ta CTaauma ABAsEeTCS
KpuTudyecko. TpeboBaHMA HacTOALWEW [NaBbl PACAPOCTPAHAIOTCA, KaK MpaBw/ao, Ha CTaguw,
BblaeneHHble B Tabanue N 1 cepbim poHOM. ITO He O3HAYAET, YTO B NpoLecce NPOU3BOACTBA A0JIKHbI
BbINOJIHATLCA BCE CTaguW, YKasaHHble B fAaHHOW Tabauue. CTporocTb cnefoBaHUsA TpeboBaHMAM
HacToAWEeN rnaBbl AO/MKHA BO3pacTaTb OT pPaHHUX CTagui NpPoM3BOACTBA  dapMaLeBTUYECKUX
CybCTaHUMI K 3aBepLIAOLMM CTaANAM TEXHONOMMYECKOro NPOoLEecca, OYMCTKM U ynakoBKkW. O6paboTKy
dusmyeckMmn  metodamm  GapmMaueBTUYECKMX CYyOCTaHUMIA, TaKylo Kak rpaHynsuua, MoKpbiTMe
060/104KOI NN PM3MYECKOoe M3MeHeHMe pasmepa vactul, (Hanpumep, rpybbii U TOHKKUIA nomon),
cnenyeT NpoBOANUTb MO KpalHen mepe B COOTBETCTBMMU C TpeboBaHUAMM HacToawwmx MNpasun. HacToAwasn
rnaBa He MpUMeEHsAeTCA K CTagusam, KOTopble NpeawecTByloT BBEAEHUMIO B MPOLLECC BELLEeCTB,
onpeaeneHHbIX Kak MCXOAHOE Cbipbe A/1A NPOM3BOACTBA papMaLLeBTUYECKUX CYOCTaHLNIA.

288. B HacTosLLel rnaBe Ucnosb3yeTcs TepMuH "dapmauesTndeckan cybectaHuma" (PC), KoTopbliit
cnegyeT paccMaTpuBaTb KaK B3aMMO3aMEHSEMbIM C TEPMWMHOM "aKTUBHbINM dapMaLeBTUYECKUN
nHrpegmeHT" (A®U). TepmuHbl, ynoTpebasemblie B HacTosWen rnase, U onpeaeneHma o0603HaYeHHbIX
UMUK NOHATUI (KOTOpble NpuBeAeHbI B NYHKTe 645 HacToAwmx Mpasua) MCNONb3yOTCA TONbKO ANA Lenei
HacToALEN rNaBbl.

Tabnnua N 1. MpumeHeHune rnasbl IV HactoAwmx [MpaBua K npomsBoacTBy ¢dapmaLeBTUYECKUX
cybcTaHumi

Tun Cramgumu npomsasoncTea &®C, Ha KOTOpHE pacnpocTpaHseTcsa rjaBa 1V
IpOM3BOLCTBA HacToammx [IpaBuil (BBIOEJIEHE CEepPbM (QOHOM)
XyMMueckoe [MpoM3BOOCTBO BBenenue B I[lponsBOOCTBO BelmesieHnmne |[ObpaboTka
IPOU3BOIACTBO MCXONHOT'O CHPbLHA |IPOLECC IPOMEXYTOUYHOT'O |M OUMCTKA |dU3MUueCKUMU
onsg oC MCXOIOHOT O nponykTa (oB) MeToIaMu u
CEIPb S IJ1S yInakoBKa
NpOM3BONCTBA
oC
®C, nojnyuyaemele |COOp OpPIT'aHOB, Peska, BeenmeHne B Brlmesienmne |[OBpaboTka
"3 CEPbSA KUOKOCTEN WUIIU CMelVBaHue npolecc M OUMCTKa |dusmueckmmm
XKMBOTHOT'O TKaHen n (mim) MCXOIOHOTO MeTonaMu u
IPOMCXOXIEHMSA IepBUYHAaA CEIPB A OJIA yInakKoBKa
obpaboTka npomsBoncTtea oC
®C, nojnyuaeMele |COOp pacTeHUM Peska u BeenmeHne B Brelmesienmne |[OBpaboTka
"3 CEPbSA IepBUYHAaA npolecc M OUMCTKa |dusmyeckmmm
PaCcTUTEJIEHOTO SKCTPaKUUI MCXOIHOT'O MeTonaMm ¥
IPOMCXOXIEHMSA CEIPB S OJIA yInakKoBKa

npomssoncTea @C

PacTuTesbHEIE Cbop pacTeHUi Peska u - HanevHevmas | ObpaboTka
5KCTPaKTH, epBUYHasA SKCTpakUusa | pusnyeCcKUMM
MICIIOJIb3yEeMEIE B SKCTPaKUUsa MeTomamMm u
kadgecTBe 9C yInakoBKa
oC, cocrToamue Cbop pacrTeHuit u|Peska u - - ObpaboTka
ns (mm) (mm) dusUUe CKUMU
pasMeJlbYeHHBX KYJIb TUBMPOBAHUE | U3MeJIbUeHe MeTooaMu u
WM pacTepTHX B|u cbop yhnakoBKa
IIOPOUOK

pacTeHun

Buorexnonorua: |CosmaHue NonnepxaHue |[KyneTuBMpoBaHUE |BelmesieHrue |[O6paboTka
bepMeHTALMA U TJIaBHOTO U pabouero KJIETOK M (MJIM) |M OUMCTKa |PU3ndeCcKMMU
(mm) pabouero OaHKOB|OaHKa KJIETOK |depMeHTaLMA MeToIaMu u
KYJIb TUBMPOBAHME | KIIETOK yInakoBKa
KJIETOK

"Knaccuueckaa" |CoszmaHue [lonmepxaHue |[BBOI KJIETOK B Belmesienmne |[ObpaboTka
bepmMeHTaLUMA O |0aHKa KJIETOK faHKa KJIeTOK |[Ipolecc M O4YMUCTKA |PU3MUIECKUMU
npomssoncrea @C bepMmeHTaLMM MeTomaMu u

yIakKoBKa



Ycusenmne TpeboBaHMUMI \

YMNPAB/IEHUE KAYECTBOM (2)
MNpuHumnsl (2.1)

289. (2.10) OTBeTCTBEHHOCTb 3a KauyecTBO JO/KEH HeCTU Becb MepcoHan, 3aHATbid B
npou3BoOACTBE.

290. (2.11) Kaxgblit npoussoauTeNb A0NXeH pa3paboTaTb, [AOKYMEHTa/sibHO 0GOpPMUTL U
BHeApPUTb 3PPEKTUBHYIO CUCTEMY YNpPaBAEHMA KAyecTBOM MNpPWM  Y4acTUM  PYKOBOAALLETO U
NpPOV3BOACTBEHHOrO NepcoHana.

291. (2.12) Cuctema ynpaB/ieHUA KayeCTBOM A0/1XKHA OXBATbiBaTb OPraHM3aLMOHHYIO CTPYKTYPY,
npoLeaypbl, MPOLECChl U Pecypchbl, a TaKkKe AeATeNbHOCTb, Heobxoaumyto Ana obecnevyeHuns rapaHTUn
cooteeTcTBMA PC Bcem TpeboBaHMAM COOTBETCTBYHOLWMX chneuuduKaLmii B OTHOLEHUW KayecTBa U
ynctoTbl. MNponssoguTens AOMKEH ONPEAENUTb U AOKYMEHTaNbHO 0QOPMUTL BCE BUAbI AEATENBHOCTH,
nmeroLme OTHOLWEHME K KayecTsy.

292. (2.13) Y npousBoauTens A0MKHbI ObITb CO34aHbl NoApPa3AeNeHuns, BbiNoaHAOWME GyHKLUK
obecneyeHns M KOHTPOAA KayecTBa, KOTOPble AO/XKHbI ObiTb HE3ABMCUMMbBIMKU OT NPOU3BOACTBEHHOIO
noapasgeneHua. YKasaHHble QYHKUMM MOTYT BbINOAHATLCA AMOO OTAENbHBIMW NOApPA3AeNeHUAMMU
obecneyeHnA M KOHTPOJIA KayecTBa, MO0 MOryT 6biTb BO3/IOXKEHbI HAa OAHO NMLLO MAK TPYnny vl B
3aBUCUMOCTU OT PAa3MePOB U CTPYKTYPbl OpraHM3aLLmnu.

293. (2.14) HeobxoauMo TOYHO ONpeaenuUTb Nnl, YNOJHOMOYEHHbIX BblAaBaTb pa3pelleHue Ha
BbINYCK NPOMEKYTOYHON NpoayKunm n ©C.

294. (2.15) Bce pencteuMs, UMelOLIME OTHOLUEHME K KayecTBy, JAOMXKHbl odopmMaaTbeA
OOKYMEHTaNbHO HENOCPEeACTBEHHO NPU UX BbINOAHEHUN.

295. (2.16) J/loboe OTKNOHEHWE OT YCTAHOBAEHHbIX Mpoueayp AOMXKHO 0dopMAATLCA
OOKYMeHTanbHO W obocHOBbIBaTbCA. Heobxoammo nNpoBOAUTb  paccnenoBaHWe  KPUTUYECKMX
OTKNOHEHMUI, a TaKkKe 0PopPMAATb AOKYMEHTANbHO TAaKOE pacc/iefoBaHNE U caeNaHHble BbIBOAbI.

296. (2.17) UcxoaHoe cbipbe A8 npom3BoacTea papmMaLeBTUYECKMX CyOCTaHLMIA MU MaTepuasbl He
MOryT ObITb paspelleHbl K BbINYCKY WAM WMCNONb30BaHbl A0 MOAYYEHUs YA0BNETBOPUTENLHOIO
3aK/Il04EHMA NO pe3y/ibTaTaM OLEHKM, NPOBEAEHHOM Noapa3saeneHmem (NoapasaeneHnaMm) Kadyectsa,
ec/n y Npou3BoaAnTeNA OTCYTCTBYIOT COOTBETCTBYIOLME CUCTEMBI, Pa3peLlatoliye Takoe UCMoNb3oBaHue
(Hanpumep, BbINYCK B CTaTyce KApaHTMHA, KaK OMMCAHO B MNyHKTe 472 Hactoawwmx Mpasun, anbo
MCMNO/Ib30BaHME UCXOAHOTO CbIPbA UAN MPOMEKYTOYHON NPOAYKLMM, OLEHKA KaYecTBa KOTOPbIX eLle He
3aBeplueHa).

297. (2.18) MpowusBoauTenb OonXeH pa3paboTaTb npoueaypbl CBOEBPEMEHHOrO OMOBELLEHMA
pyKOBOAALLEro NepcoHana 06 MHCNEKUMAX YNOAHOMOYEHHOrO desepaibHOro opraHa MCNONHUTENbHOW
BNACTW, HEAOCTaTKax B OTHoWeHUM cobatoaeHna TpeboBaHUi HacToawmx Mpasun, aedekTax NpogyKunm
M O NPUHATUMN COOTBETCTBYIOLLMX Mep (HanpMmep, 0 PacCMOTPEHUN NPETEH3UI B OTHOLIEHUM Ka4yecTsa,
06 oT3bIBax NPOAYKUMW, O [ENCTBUAX YNONHOMOYEHHOro deaepanbHOro OpraHa WCNOJAHUTENbHOWN
BN1ACTU).

298. (2.19) Ana AOCTUNKEHUA LLeNU YNPaBAEHNS KauecTBOM [I0/13KHa BbiTb BHeApeHa BCeCTOPOHHE
pa3paboTaHHaa W nNpaBuAbHO GYHKUMOHMPYIOLWLAA CUCTEMA KayecTBa, BKA4atowaa B ceba
opraHusaumto paboTbl nNo HactoAwum [paBuaam, B TOM 4YMCAE KOHTPO/b KayecTBa WU CUCTEMy
ynpasieHUsa pUCKaMn ANA KayecTsa.

Cuctema ynpasieHUs puckamu Ans Kavecrea (2.2)

299. (2.20) YnpaBneHue puUcKamm ANA KayecTBa SIBAAETCA CUCTEMATUUYECKMM NPOLLECCOM OLEHKU,
KOHTpOAA, nepegayn WHbopmaumm u ob3opa puckoB AnAa KavectBa PC. ITOT Npouecc MOMKHO



OCYLLECTB/ATb KaK NePCNEKTUBHO, TaK U PETPOCMNEKTUBHO.

300. (2.21) Cuctema ynpaBneHMA pUCKamm ANA KayecTBa A0/1XKHa rapaHTUPOBaTh, YTO:

OLEeHKa puckoB Ha3smpyeTca Ha Hay4yHbIX 3HAHMAX, OMbITe NPOM3BOACTBA U B KOHEYHOM cyeTe
CBfi3aHa C 3alWMTOMN NauMeHTa nyTem obmeHa nHpopmaumel ¢ npuobpetatenem OC;

YPOBEHb ycunuii, Gopmanusaumm M AOKYMeHTaNIbHOro OQOpPMAEHUA npouecca ynpaBieHuA
pUCKaMmM A1A Ka4ecTBa COM3MEPUM C YPOBHEM PUCKOB.

O6s3aHHOCTM NoapasaeneHuns (noapasaeneHunii) kayecrsa (2.3)

301. (2.30) NoapasaeneHune (NnoapasaeneHna) KauecTsa AOMKHO (A0MKHbI) 6bITb BOBAeYeHO(bl) B
pelueHme Bcex BOMPOCOB, OTHOCALLMXCA K KayecTsy.

302. (2.31) NoapasaeneHue (noapasgeneHus) KayecTBa AOMKHO (40NXHbI) paccmaTpuBaTb M
COrnacoBbIBaTb BCE AOKYMEHTbI, MMEIOLLME OTHOLIEHME K Ka4yecTBy NPOAYKLMMU.

303. (2.32) OcHoBHble 06n3aHHOCTM He3aBUCMMOro(bix) noapasgeneHus (noapasgeneHui)
KayecTBa He nogjexat nepejaye ApyruM noapasgeneHnsm. I3TM 06A3aHHOCTM AOMXKHbI ObiTb
OOKYMeHTanbHO 0hOpMJIEHbI U BKAOYATb B cebA, B YaCTHOCTH, CaeaytoLee:

a) (1) Bbloauy paspelleHuma Ha BbINYCK UaM OTKAOHeHUe Bcex PC, a TaKKe BblAady paspelleHma Ha
BbIMYCK MAM OTKJAOHEHME MPOMENKYTOYHON MPOAYKUMKM, NpeaHa3HAYeHHOM AN UCMO/NIb30BaHUA BHe
cohepbl KOHTPONA NPOM3BOANTENS;

6) (2) co3paHue cuctembl BblAAUYM pPaspeLlleHna Ha BbIMYCK UAM OTKJAOHEHMA UCXOLHOMO CbipbA,
NPOMENKYTOYHOM NPOAYKLUM, YNTAKOBOYHbIX MaTEPMAIOB M MATEPUANOB 419 MAaPKUPOBKY;

B) (3) NpoBepPKy COCTABNEHHbIX 3anMcei No NPOM3BOACTBY CEPUU U AOKYMEHTOB NabopaTopHOro
KOHTPO/1S1 B OTHOLIEHWUWN KPUTUYECKUX CTagmii MpoLiecca nepes Bblgaden paspelleHns Ha Bbinyck ©C;

r) (4) obecneyeHne paccnegoBaHUA NPUYNH KPUTUYECKMX OTKAOHEHUI U UX YCTPAHEHWE;

) (5) cornacoBaHuve wmau yTBepXKAeHWEe BCex crneuuduKaumii U OCHOBHbIX MPOM3BOACTBEHHbIX
WUHCTPYKUMIA;

e) (6) cornacoBaHue uau yTBepKAeHWe BCEX NMpoLeayp, KOTopble MOryT OKasblBaTb BAUSAHME HA
KauyecTBO MPOMEXKYTOUHOM npoayKumum nnum oC;

) (7) obecneyeHne npoBeAeHNNA BHYTPEHHUX ayaUTOB (CaMOUHCNEKLUUIA);

3) (8) opobpeHue npoussoaUTENEN NPOMEXYTOUYHOM npoayKuunm u &C, paboTalowmx Mo
Aorosopy;

n) (9) yTBepxaeHWe W3MEHEHUIN, KOTOpble MOTEHLMANbHO MOFYT MNOBAMATL Ha KayecTso
NPOMEKYTOUYHOI NpoayKuumn nnmn eC;

K) (10) npoBepKy 1 yTBEPKAEHNE NPOTOKONOB U OTYETOB MO BaINZALUN;

n) (11) obecneyeHne npoBeAEHMA pPaACCNELOBAHUS WU MNPUHATMA pPELeHU No NPeTeH3usaMm,
CBA3AHHbIM C KQYeCcTBOM;

M) (12) KOHTPONb CBOEBPEMEHHOIO BbINOJHEHUA TEXHUYECKOro OBCAyKMBaHMA, KannbpoBKM U
NOBEPKM KPUTUYECKOrO 060pYA0BaAHUS;

H) (13) obecneyeHMe COOTBETCTBYIOWMX WCNbITAHWUIA WUCXOAHOTO CbipbA WM MaTEepPUasoB W
OOKYMEHTaNIbHOIro 0GOPMNEHUs Pe3ynbTaToB;

0) (14) obecneyeHne HanMumMa AAHHbLIX O CTaBMALHOCTU ANA NOATBEPKAEHWNA YCTaHABNMBAEMbIX
OaT NpoBeAeHMa NOBTOPHbIX UCMbITAaHUI UM UCTEYEHUA CPOKOB FOAHOCTM, @ TaKXKe YC0BUIM XpaHEeHUS
®C 1 (M1n) NpoMeRyTOUHOW NPOAYKLMM B TEX CAY4YanX, KOr4a 3To LenecoobpasHo;

n) (15) nposeaeHne 0630poB KayecTBa npoayKumn (NyHKTbl 307 - 308 HacToAwmx MNpasun).

06A3aHHOCTM N0 NPOU3BOACTBEHHON AeAaTenbHOCTH (2.4)

304. 0683aHHOCTM MO MPOM3BOACTBEHHOW AEATENbHOCTM [AO0/IXKHbI BbiTb  AOKYMEHTaNbHO
odopMieHbl M BKAOYaTb B cebA, B YaCTHOCTH, Caeayiollee:

a) (1) pa3paboTKy, NnepecmoTp, YTBEepPKAeHNEe U pacnpeneneHne UHCTPYKUUA No NpoM3BOACTBY
NPOMEKYTOUYHOM NpoayKuumn nnmn C B COOTBETCTBUM C YTBEPKAEHHOMW NpoLeaypoun;

6) (2) npounsBogcTeo PC 1 Npu HEOOXOANMMOCTM MPOMEKYTOYHOM NPOAYKLMM B COOTBETCTBUM C
3apaHee yTBepPKAEHHbIMU UHCTPYKLUAMU;

B) (3) paccmoTpeHue Bcex 3anuceilt MO MPOM3BOACTBY CepUM MPOAYKLUMM U MOATBEpKAeHUe



NONIHOTbI UX 3aMOJIHEHMA N NOANUCAHUS;

r) (4) obecneyeHne 0653aTeNbLHOrO0 [AOKYMEHTUMPOBAHMA BCEX OTKAOHEHMIA OT npolecca
NpPou3BOACTBa U MNPOBEAEHMA UX OLIEHKU, a TaKXKe paccnefoBaHUA BCEX KPUTUUYECKUX OTKAOHEHWUI U
AOKYMEHTaIbHOro 0hopMAEHNS NONYYEHHbIX BbIBOAOB;

n) (5) obecneuyeHne 4YMCTOTbl MPOU3BOACTBEHHbLIX MOMELLEHUIA U MpPU HeobXxoaMmMOCTU UX
aesnHdpekunu;

e) (6) obecneyeHne BbINONHEHUSA HEOBXOAUMBIX KaNMBPOBOK, a TaKKe BefeHWs U XpaHeHuA
3anuce;

) (7) obecneuyeHne obCcay>KMBaHUA NOMeELLEHUI N 060pYAOBaHUSA, @ TaKKe BeAeHUA N XpaHeHUs
3anuce;

3) (8) obecneyeHne NPoBEPKM U COrNacoBaHUsA NPOTOKONOB BanuAaLMnN U OTYETOB;

M) (9) oueHKy npeanaraemblXx M3MEHEHW B OTHOWEHWW MPOAYKUMM, Mpouecca wam
obopypoBaHus;

K) (10) obecneyeHuve KBanUPUKaALMM HOBbLIX W MNpU HEoBXOAMMOCTU MOAEPHU3UPOBAHHbIX
nomeLleHnii 1 obopyaoBaHus.

BHyTpeHHMe ayanTbl (camounHcnekums) (2.5)

305. (2.50) Ana noaTeepraeHUA cooTsBeTcTBMA npoussoacTea PC TpeboBaHMAM HACTOALLUX
MpaBun NnponsBoaUTENb AOMKEH PETYAAPHO NPOBOAUTL BHYTPEHHME ayaAUTbl COTIaCHO YTBEPKAEHHOMY
rpaduky.

306. (2.51) PesynbTaTbl BHYTPEHHEro ayauta W NocieAylollMe KOPPeKTUpYloLlne AencTeus
HeobXo4MMO [OKYMeHTa/NIbHO 0GOpPMAATL M [AOBOAWUTb OO0 CBEAEHMA PYKOBOAALWLEro nepcoHana
npoussoauTend. CornacoBaHHble KOPPEKTUPYIOLLME AEACTBMA AO/IXKHbI OCYLLECTBNATLCA CBOEBPEMEHHO
n 3¢ peKkTUBHO.

0630p KayecTBa NpoayKuun (2.6)

307. (2.60) Ons noATBEprKAEHMA NOCTOAHCTBA MpoLLecca NPomn3BoACTBa HEOBXOAMMO PerynapHo
nposoantb 0630p KayvectBa PC. Takme 0630pbl KayecTBa AOMXKHbI MPOBOAUTLCA, Kak Mpasuno,
€XEerogHo C MocneayrlmMm AOKYMEHTaNbHbIM odopmaeHneM. OHW AOMKHbI BKAOYATb B ceba no
KpanHen mepe cnegytoulee:

0630p pe3ynbTaToB KOHTPOA B NpoLecce NPOM3BOACTBA NO KPUTUYECKMM TOYKAM M UCMbITaHWU
®C nNo KPUTUYECKUM MapameTpam;

0630p BCEX CepUin, HE COOTBETCTBYHOLLMX YTBEPHKAEHHBIM crieuudrKaumam;

0630p BCEX KPUTUUECKMUX OTKNOHEHUI AN HECOOTBETCTBUIA U CBA3AHHbIX C HUMM PaccneoBaHni;

0630p NtO6bIX USMEHEHWI, BHECEHHbIX B MPOLECCHI UM aHAIUTUYECKME METOANKMY;

0630p pe3yNbTaTOB NPOrpaMMbl U3ydeHUA CTabnabHOCTY;

0630p BCEX BO3BPATOB, NPETEH3UI U OT3bIBOB, CBA3AHHbIX C KAYECTBOM;

0630p A0CTaTOMHOCTU KOPPEKTUPYIOLLNX AENCTBUIA.

308. (2.61) Heobxoanmo aHanM3MpoBaTh pPe3ynbTaTbl yKazaHHOro 063opa M oLeHMUBaTb, caeayeT
M NpegnpuHMMaTb  KOppeKTUpylowee OeiCcTBME WMAM  NPOBOAUTb  MOBTOPHYK  Ba/aMZauUMIo.
ObocHoBaHME HeobXOAMMOCTM TaKOrOo KOPPEKTUPYIOLWEro AeicTBuA A0/MKHO 6ObiTb odopmaeHo
OOKYMeHTanbHO. CornacoBaHHbIe KOPPEKTUPYLOLME AENCTBUA A0/IXKHbI OCYLLECTBAATLCA CBOEBPEMEHHO
n 3¢ PpeKkTUBHO.

MEPCOHAN (3)
KBannoukaums nepcoHana (3.1)
309. (3.10) MpowusBoauTenb OONKEH MMETb A0CTAaTOMHOE KO/AMYECTBO MepCcoHasna, MMELWEero
cooTBeTCcTByloWee 0bpasoBaHne, NoArOTOBKY U (MAKM) onbIT paboTbl AN OCYLLECTBEHUS NPOU3BOACTBA

NPOMEKYTOUYHOMN NpoayKummn n ®C, a TakKe Haa30pa 33 UX MPOM3BOACTBOM.
310. (3.11) O6s3aHHOCTM BCEro nepcoHasa, 3aHATOr0 B MPOM3BOACTBE MNPOMENKYTOUYHOM



npoaykumm n ®C, omKHbI 6bITb TOYHO OnpeaeneHbl U N3N0XKeHbI B MMCbMEHHON popme.

311. (3.12) MNpousBoAMTENb AO/KEH perynspHo nposBoAuTb o06ydyeHue nepcoHana cC
npuBAeYeEHNEM KBAANPULMPOBAHHbLIX CMELMUANMCTOB MO BOMPOCaM, CBA3AHHbIM C KOHKPETHbIMM
onepaunsamm, BbINONHAEMbIMU PabOTHMKOM, a TaKKe ¢ TpeboBaHMAMMK HacToAWMX MpaBua, MMeoLWMMM
OTHOLWeHMe K GYHKUMOHabHbIM 00A3aHHOCTAM paboTHUKa. Heobxoanmo BeCcTn 3anmcu no obyyeHuto u
NpPoBOANTb NEPUOANYECKYIO OLLEHKY 0by4YeHuA.

MrueHa nepcoHana (3.2)

312. (3.20) NepcoHan aonxKeH cobnoaaTb CaHUTapHbIE NpaBua.

313. (3.21) MepcoHan AOAKEH HOCUTb YMUCTYIO, COOTBETCTBYIOWYIO €ro npou3BOACTBEHHOWM
OeATEeNbHOCTU OAeXKAY, KOTOPY NpPU HEOOXOAMMOCTU cneayeT MeHATb. [NA 3alumTbl NPOMENKYTOUHOM
npoaykumMm n ®C oT KOHTaMUHALMKU NpU HEOBXOAMMOCTU AO/XKHA MCMOAb30BaTbCA AOMNOMHUTENbHAA
3alMTHAA O4eX4a, 3aKPbIBaIOLLYIO FOJIOBY, /ILLO, PYKU U KUCTU PYK.

314. (3.22) MepcoHan ponkeH wusberatb HenocpenCTBEHHONO KOHTAKTa C MPOMEKYTOYHOM
npoaykumeit unm eC.

315. (3.23) KypeHue, npuvem nuWM, MNUTbE, KEBaHWE U XpPaHEHME MULLEBLIX MNPOAYKTOB
O0MNYCKaTCA TONbKO B CNeumasnbHO NpegHasHavyeHHbIX 30HaX, OTAe/1eHHbIX OT MPOM3BOACTBEHHbIX 30H.

316. (3.24) Npu Hannuum y pabOTHUKOB WHOPEKLUMOHHbIX 3aboneBaHU WMAM  OTKPbITbIX
NOBpPEXKAEHUI Ha He3aWMLLIEHHbIX Y4acTKax MNOBEPXHOCTM Tena Takue PaboTHUMKM [O0MKHbI ObITb
OTCTpaHeHbl OT y4acTuAa B paboTe, MOCKONbLKY Npu 3TOmM KavectBo ®C nopsepraetca pucky. Jltoboro
paboTHMKa C SBHbIMW NpPWU3HaKamu 3a00/1eBaHUA WMAM  OTKPbLITBIMU MOBPEXAEHUAMU KOXKM (Mo
pesynbTaTam MeauuUUHCKOro obcnenoBaHus Unm HabaoaeHmsa) HeobxoaAMMO OTCTPAHUTL OT paboT, npu
BbINO/IHEHUM KOTOPbIX COCTOAHME €ro 340POBbA MOXET OKasaTb HebnaronpuAaTHoe BO3AeNCTBME Ha
KauyecTBo PC, A0 BbI3AOPOBAEHUA UM MNONYHEHNA MEANLMHCKOTO 3aKNOYEHUA O TOM, YTO y4acTune 3Toro
paboTHMKa B NPON3BOACTBE He NpeacTaBAAeT pucka ana 6esonacHoCT nam Kavectesa PC.

KoHcynbTaHTbl (3.3)

317. (3.30) KoHcynbTaHTbl MO BONpOCcam MPOM3BOACTBA U KOHTPOASA NMPOMENKYTOYHON MPOoAYyKLUM
nnn ®C gonkKHbI MMEeTb COOTBETCTBYlOWEee obpasoBaHMe, NOATOTOBKY W ONbIT paboTbl uaun noboe mx
coyeTaHue A4NA Toro, YTobbl KOHCY/IbTUPOBATL MO BONPOCAM, A5 PELLEHUA KOTOPbIX UX NPUrIacuin.

318. (3.31) HeobxoamMmo BecTM 3anmcu € yKkasaHuem bamnanmn, MMeHu, oT4ecTBa (Mpu Hannumm),
agpeca n KBaandMKaLMm KOHCYNbTaHTOB, @ TaKKe TUNa npeaocTaBaAsemMblX UMW YCAYT.

30AHUA U NOMELLEHWA (4)
MpoeKTnpoBaHue u ctpontenbcTeo (4.1)

319. (4.10) 3paHuA W MNOMELLEHMA, MCNONb3YEMblE MNPU MNPOM3BOACTBE MPOMEKYTOYHOM
npoaykumm n ®C, HeobxoaMMO pacnonaraTb, MPOEKTUPOBATL M KOHCTPYMPOBaTb TaKUM 06pa3om, 4Tobbl
obecneynTb BO3MOXKHOCTb MX OUMCTKU, 0BCAYKMBAHUA U QYHKLIMOHUPOBAHMA B COOTBETCTBUM C TUMOM U
CcTaguen npousBoacTsa. [lomelleHMA AOXKHbI MPOEKTUPOBATbCA TakMm obpasom, 4Tobbl cBEecTU K
MUHUMYMY BO3MOMHYIO KOHTaMWHauuio. Ecnm  yctaHoBneHbl cneunduKaumm B  OTHOLIEHWUM
MUKPOBMONOIrMYECKMX MOKasaTenen NPoOMeXYyTOYHOM npoayKumn muam ®C, nomeleHns Heobxoanmo
NPOEeKTMPOBATb TakMM 06pasom, 4YTOObl MO BO3MOMHOCTM OFPAHUYUTL PUCK HEXKENATENbHOM
MUKPOOHOM KOHTaMUHaLUMW.

320. (4.11) 30aHNA M NOMELLEHUA AO/XKHbI 6bITb AOCTaTOYHO MPOCTOPHLIMU ANSA NPABUILHOMO
pacnonoxeHnsa ob60pPyAOBaHWUA, XPaHEHUA U NepemMelleHus MaTepuanos, 4Tobbl MNpPesoTBPaATUTL
nepenyTbiBaHWE U KOHTaMUHALUMIO.

321. (4.12) Ecnn obopypoBaHue (Hanpumep, 3aKpbITble WAM  W30/MPOBAHHbIE CUCTEMDI)
obecneymBaeT HaZEXHYIO 3aLWMTY MaTePUaNoB, TO OHO MOXKET DbITb PACNO/IOKEHO BHE NMOMELLEHUA.

322. (4.13) MepemelyeHne maTepuanoB U NepeaBuKeHWe nepcoHana B 34aHUN M NOMELLEHUAX
OO/KHbI  ObITb  MPeaycMOTPeHbl TakMm obpa3om, 4Tobbl NPesoTBPATUTL MNepenyTbiBaHWE U



KOHTaMWHaUMIO.

323. (4.14) JonKHbl 6bITb OnNpeaeneHbl KOHKPETHbIE 30HbI UK APYrMe CUCTEMbl KOHTPOAA AnA
cnepyowmx onepawmi:

npuemka, naeHTMduKkauma, otbop nNpob M KapaHTUH MNOCTyNaloWMX MaTepuanos A0 BblAauu
pa3speLleHma Ha UCNONb30BaHUE UK 0 OTKAOHEHMS;

XpaHeHWe MPOMENKYTOUYHOM NpoayKuum n ®C B KapaHTUHE A0 BblAayM paspelleHnsa Ha BbiMycK
WU [0 OTK/IOHEHUS;

oTO0p NpPob npomeKyTouHOM NpoayKunm n ®C;

XpaHeHWe OTKJAOHEHHbIX UCXOAHOrO CbipbA M YNAKOBOYHbLIX MaTepuanos A0 M36aBNeHMA OT HUX
(Hanpumep, Bo3BpaTa, NOBTOPHON 06PABOTKU UAN YHUUTOXKEHUSA);

XpaHeHne maTepunanos, KOTOpble paspeLleHbl K UCMNOJIb30BaHUIO;

TeXHOJ/IoOrMYyeckue onepaumu;

ornepaumn No ynakoBKe N MapKUPOBKeE;

nposeaeHne N1abopaTopHbIX aHANN30B.

324. (4.15) MNpousBoauTenb AOMKEH MPeAyCMOTPETb Haauuyme HeobXxoAMMbIX MOMELLEHUI ann
NoAroTOBKM NepcoHana (B YacTHOCTU, ANA MbITbA PYK) U TyaNeTHbIX KOMHAT B AOCTaTOYHOM KOAMYecTse
W NOAAEPKMBATb B HUX YNCTOTY. K HUM 0KHa ObITb NOABeLEHA ropaYvan U X0N04HaA BOAA, AOSKHbI
O6biTb B Ha/M4MM MbIJIO WM MHOE MOIOLLEe CPeACTBO, BO3AYLIHbIE CYLWMWAKM WAM OAHOPa3oBble
NofIoTeHLA. YMbIBAaIbHUKWN U TyaneTHble KOMHATbl JO/KHbI ObITb OTAENEHbl OT NPOM3BOACTBEHHbIX 30H,
HO nerkogocTynHbl. [JoMKHO OblTb 0becrneyeHO HanuMuMe MOMELLEHWM ANA NepeoseBaHuA U npu
HeobX04MMOCTU ANA NPUHATUA AyLa.

325. (4.16) /labopaTopHble 30HbI, MecCTa BbINO/HeHMA nabopaTopHbIX PaboT pekomeHAayeTca
oTAenAaTb OT MPOM3BOACTBEHHbIX 30H. HekoTopble nabopaTopHble 30HbI, B 4YaCTHOCTM, 3OHbI,
ncnosb3yemble ANnA KOHTPOAA B MpoLecce NPoM3BOACTBA, MOXHO pa3mellaTb B NPOU3BOACTBEHHbIX
30Hax Npu yC/0BMW, YTO OMEpPALUM TEXHOJOMMYECKOrO Mpouecca He OKasbliBaloT HebnaronpuATHOro
B/IMAHMA Ha TOYHOCTb sabopaTopHbiX M3MepeHUH, a nabopaTopHble pPaboTbl He OKasblBaloT
HebnaronpMATHOrO BO3AEMNCTBMA Ha TEXHONOMMYECKUI NPOoLECC, MPOMEXKYTOYHYI0 NpoayKuuio nan ©C.

NHxKeHepHble cuctemsl (4.2)

326. (4.20) Bce WHXKeHepHble CUCTEMbI, KOTOpble MOryT MOBAMATb Ha KauyecTBO MNPOAyKLUK
(Hanpumep, cuctembl obecneyeHmna NAPoM, rasamu, CKaTbiM BO3L4YXOM, a TaKKe CUCTEMbI HAarpeBaHus,
BEHTUNALMM W  KOHOMUMOHMPOBAHWMA BO34yXa), AO/KHbI MNPOATUM KBanndukaumo. Heobxoammo
COOTBETCTBYHOLMM 06Pa3oM KOHTPOAIMPOBATb MX PaboTy M NpeanpUHUMATL MepPbI, CIM NPEeBbIWEHbI
OONyCTUMble npegenbl KOHTPOJIMPYyeMbIX NapameTpoB. [pousBoguTens [LOAKEH MMETb B Ha/IMyYUM
YepTEXKM ITUX UHKEHEPHbIX CUCTEM.

327. (4.21) Npu HeobxogumocTM creayeT nNpeaycMaTpMBaTb COOTBETCTBYIOLLME CUCTEMBI
BEHTMNALMM U OUNbTPALMM BO3AYXA, @ TaKXKe BbITAXHble YCTPOMCTBA. ITU CUCTEMbI L0/MKHbI ObITb
CNPOEKTUPOBAHbI U CKOHCTPYMPOBaHbI TaKMM 06pa3om, YTOObI CBECTU K MUHUMYMY PUCK KOHTAMUHALUK
N NepeKkpecTHON KOHTaMUHaLMK. OHU TaKKe A0MXKHbI 6bITb CHabKeHbl 06opya0BaHNEM ANA KOHTPOASA
OaB/IeHUA BO34yXa, HA/IMUMA MUKPOOPraHM3IMOB (ecm 3TO HE0H6X04MMO), 3aMNbINEHHOCTU, BAAXKHOCTHU U
TeMMepaTypbl, ecan 310 TpebyeTcA ANA AaHHOM cTaguu npomssoactsa. Ocoboe BHMMaHWe cneayet
y4enaTb 30Ham, B KoTopbix ®C noasepratoTca BO3AENCTBUIO OKPYKAIOLLLEN NPOM3BOACTBEHHOM Cpespbl.

328. (4.22) B nNpou3BOACTBEHHbIX MOMELWLEHUAX C PeUUpKyIauuMert Bo3ayxa cneayet
npeaycMoTpeTb Mepbl NO NPeAOTBPALLEHUIO PUCKA KOHTAMUHALUKN U NEPEKPECTHON KOHTAMUHALLUM.

329. (4.23) CraumoHapHble TpybonpoBoabl ciesyeT A0MKHbIM 06pa3om naeHTMOUUMpoBaTb. ITO
MOXKeT OblTb caenaHo € MOMOLLbIO MapKUPOBKWM OTAENbHbIX TpybonpoBOAOB, COOTBETCTBYIOLLEN
OOKYMEHTaLMM, CUCTEM KOMMbIOTEPHOrO KOHTPOAA WUAM MHbIMKM cnocobamu. Tpybonposoabl cneayet
pacnonaratb Takum o0bpasom, 4Tobbl n3berkaTb PUCKA KOHTAMMHALMWN NPOMEKYTOYHOM NPOAYKLUNN UK
®C.

330. (4.24) CraumoHapHble TpybonpoBoabl 40/MXKHbI MMETb COOTBETCTBYIOWME pasmepbl U BbiTb
CHab)KeHbl CUCTEeMOM BO3AYLWHOrO 3aTBOpa WM, €CAuM 3TO HeobXogMmo, YCTPOMCTBOM  ANs
npeaoTBpaLleHma 06paTHOro NOTOKa.



Boaa (4.3)

331. (4.30) Bopa, wucnonb3dyemaa B npomsBoactee ®C, [O0/KHA  COOTBETCTBOBATb
npegnonaraemomy HasHaveHuto. CobntogeHne AaHHoOro TpeboBaHWA AOMKHO ObiTb NOATBEPXKAEHO
nogpasgeneHnem KavecTsa.

332. (4.31) KayectBO BOAbI, WCMNONb3yeMOW B MNPOMU3BOACTBEHHOM MpOLIEcce, [OJIKHO
cooTBeTCTBOBaTb  TpeboBaHMAM  HOPMATMBHbLIX NpPaBOBbiXx akToB  Poccuitickoit  Pepepaumnm,
npeabABAAEMbIM K KAa4ecTBy NUTbEBOM BOAI.

333. (4.32) Echu ans obecneveHma Kavyectsa OC xapaKTepPUCTMK NUTbEBOM BOAbl HEAOCTAaTOYHO U
HeobxoaMmbl 6Honee KecTkMe TpeboBaHUA K XUMUYECKMM W (MAKM)  MUKPOBUONOTrMUYECKUM
XapaKTePUCTMKaM BOAbl, AO/KHbI ObiTb pa3paboTaHbl COOTBETCTBYIOWME cneumduKaLmmM Ha Boay Mo
dM3MYECKMM CBOMCTBAM, XMMUYECKUM CBOMCTBaM, O6LLLEMY YMCY MUKPOOPraHU3MOB, HEAOMYCTUMbIM
MWKPOOPraHM3Mam u (Man) coaeprkaHnio SHAOTOKCUHOB B BOAE.

334, (4.33) Ecan npowusBoauTenb noaBepraeTr Bogy, MWCNOMAb3yeMyld B NPOM3BOACTBE,
cneumanbHoi o6paboTke ANA [OCTUNKEHUA oNpeaeseHHOro KadecTsa, TO npouecc 06paboTkM JoMKeH
NPOWTU BaNMAALMIO M ero He0HX0AMMO KOHTPOAMPOBATL C YYETOM YCTAaHOBNAEHHbIX NPenesoB.

335. (4.34) Ecnm npowusBoauTenb HecTepuabHoit @PC HamepeBaeTca WCNoO/b30BaTb CBOMO
NpPoAyKUMIO AnA NOoC/Aedytlolwero npou3BOoACTBa CTEPUAbHOIO JIEKAPCTBEHHOrO Mpenapata  wam
YyTBEPKAAET, YTO ero NPOoAYyKUUA NPUroaHa AN1A NONYYEHUA CTEPUIBHOMO IEKAPCTBEHHOrO Npenapara, To
BOAA, WCMO/Ab3yeMasA Ha MNociAedHuX CTaguAax BbIAENEHUA UM OYMCTKM, [OO0/BKHA NoABepratbeA
MOHUTOPUHTY U  KOHTPOAMPOBATbCA B OTHOWEHMW ObLEero KoamyectBa MUKPOOPraHM3MOB,
Hef0NyCTUMbIX MUKPOOPTraHNM3MOB M SHAOTOKCUHOB.

PasgeneHue 30H (4.4)

336. (4.40) Npom3BOACTBO NPOAYKLMU C BbICOKOW CEHCUBUNMUIMPYIOLLLEN aKTUBHOCTbIO, TAKOM KaK
NeHUUUNAMHBL MAN  UedanocnopuHbl, HeobXoAMMO OCYLLeCTBAATb B CMeunanbHO BblAeNneHHbIX
NPOM3BOACTBEHHbIX 30HAX, KOTOPble MOryT BK/AOYaTb NomelleHusa, obopyaoBaHue ana obpaboTku
BO3/yXa U TeXHO/MOrM4Yeckoe obopyaosaHue.

337. (4.41) CneumnanbHO BblaeNeHHble NPOU3BOACTBEHHbIE 30HbI AO/KHbI BbITb NPEAYCMOTPEHbI
TaKXXe 4N1A BewecTB ¢ MHOUUMPYIOWMMM CBOMCTBAMM, C BbICOKON PapmMaKoNOrMyeckom akKTUBHOCTbIO
WAN TOKCUYHOCTbIO (Hampumep, HEeKoTopble cTepouabl WMAW LUTOTOKCMYECKME MPOTUBOOMYXO/EBbLIE
CpeacTBa), 3a MCKAOYEHMEeM TeX C/Iy4aeB, Korga YCTAHOBJEHbl M OCYLLEeCTBAAIOTCA Ba/NOMPOBAHHbIE
npoueaypbl UHAKTUBALUM U (USIU) OUUCTKM.

338. (4.42) MNpounssoauTenb AoMKeH pa3paboTaTb M BBECTU B AENCTBME MePbl, HeobXxoanMble ans
npeaoTBpaLLeHns NepeKkpPecTHoM KOHTaMUHALUMKM CO CTOPOHbI MepcoHana, a TakKe UCXOLHOro Cbipbs,
YNaKoBOYHbIX MaTepuanoB, MNPOMEXKYTOYHON nNpoayKuMM, 060pyaoBaHMA W WHbIX MNPEAMETOB,
nepemeLLaroLLnXCcs U3 04HOM BblAENEHHOM 30HbI B APYryHO.

339. (4.43) Nobble TexHONOrMYECKME onepaLmn (BKAOYas B3BELLIMBAHME, PA3MOA UKW YNAKOBKY) C
BbICOKOTOKCMYHbIMM HepapMaLLeBTUYECKMMM BELLEeCTBAMM, TaKMMU KaK repbuumabl U nectuumabl, He
[ONYyCKaeTcsA NPOBOAUTb B TEX Ke 3A4aHUAX U (MAK) Ha Tom Ke 060pya0BaHUN, KOTOPble UCNOb3YHOTCA
ana npounssoactea PC. PaboTa ¢ TaKMMK BbICOKOTOKCMUYHbIMUM HedapMaLEeBTUYECKMMM BELLLECTBAMM U UX
XPaHeHWe A0/KHbl OCYLLeCTBAATLCA oTAeNbHO oT OC.

OcselueHue (4.5)

340. (4.50) Bo Bcex 30Hax AONXKHO 6bITb 0OH6ecneyeHO ocBelleHMe, Heobxoanmoe A TOro, YTobbl
NPOBOANTb OUUCTKY, TEXHUUYECKOEe 0BCNYKMBAHWE U Had/1exKalllee BbINoJHEeHNE onepaLnii.

CToKkn n otxogpbl (4.6)
341. (4.60) CToKun, oTxoabl U gpyrue oTpaboTaHHble MaTepuanbl (HanpuMep, TBEpAbIE, KUOKME U

rasoobpasHble MNoboYHble NPOAYKTbl MPOM3BOACTBA) BHYTPM W CHAPYKM 34aHMMK, a TaKkKe Ha
HenocpeAcTBEHHO MpU/IEralolLein TepputTopun HeobXxoaMMO CBOEBPEMEHHO yaanATb, obecneuymsas



6e3onacHoCTb 1 cobnogan caHuTapHble npasuna. KoHTelHepbl Ana mycopa M (MAun) cTouHble TPybbl
AONXKHbI BbITb YETKO NPOMaPKMPOBaHbI.

CaHuTapHan obpaboTKa 1 TexHuyeckoe obcnyxKumeaHue (4.7)

342. (4.70) 3paHuA, MUcnosib3yemble MNPW MPOU3BOACTBE MPOMENKYTOYHON npoaykuum u dC,
Heobxo4MMO HagneKalwmm o6pasom 06CNyKMBATb, PEMOHTUPOBATL U COAEPKATb B YNCTOTE.

343. (4.71) NpounssoauTeNb AOMKEH pa3paboTaTb AOKYMEHTbI, onpeaenaoLine oTBETCTBEHHOCTb
3a nposefeHMe CaHUTapHOM 06paboTKM, B KOTOPbIX MpuBeAeHbl rpaduKM MNPOBELEHUA OYMUCTKM,
nepeuncneHbl MeTtogbl, obopypoBaHMe W MaTepuanbl, MUCMNOMb3yeMble MNPU OYUCTKE 343HUN WU
NomeLLLeHWUNA.

344, (4.72) MNpu HeobxoAMMOCTM ANA TOro, 4Ytobbl M3bEeXKaTb KOHTaMWHAUMKM 0b6OpyAoBaHUS,
MCXOAHOTO Cblpbf, YMAKOBOYHbIX MaTepuManoB M MATEPMANIOB AN MAPKUPOBKM, MPOMENKYTOUHOM
npoaykumm n ®C, nonxHbl 6bITb TakKe paspaboTaHbl Npoueaypbl MO UCNONb30BAHUIO CPEeACTB NPOTUB
rPbI3yHOB, MHCEKTULNAO0B, PYHIMUMAOB, GYMUTaHTOB U CPEACTB OYUCTKM U Ae3nHbekumm OC.

TEXHONOMMYECKOE OBOPYAOBAHMUE (5)
MpoeKkTnpoBaHue n moHTax (5.1)

345. (5.10) ObopyaoBaHue, UCNONb3yeMOe NpPU NPOM3BOACTBE NPOMEXKYTOUHOM NpoayKumMn n ¢©C,
OOMKHO MMETb COOTBETCTBYIOLLYIO KOHCTPYKLMIO, COOTBETCTBYHOLIME pa3mMepbl M pacrnosaraTbCA B
COOTBETCTBMM CO CBOMM HA3HAYEHMEM M TakKMM 0b6pa3om, 4Tobbl NepPCcOHaN MOr OCYLLECTBNATb OYMCTKY,
aesnHobeKumio (Mpy HeobXoAMMOCTHM) U TEXHUYECKOe 06CyKMBaHWE 3TOro 060pyA0BaHMA.

346. (5.11) MosepxHocTM 060OpyAOBaHMA, KOHTAKTUpPYlOLWME C  WUCXOAHbIM  Cbipbem,
NPOMEKYTOYHbIMU NPOAYKTaMU Uan PC, He JOKHbI BANATE HA KAYECTBO MPOMENKYTOUHbIX MPOAYKTOB U
®C M U3MEHATb MX XAPaAKTEPUCTMKM 33 Npefenbl [AOMNYCTUMbIX 3HAYEHWRN, YCTAaHOBMEHHbIX B
cneundukaumax.

347. (5.12) TexHonorndyeckoe obopyaoBaHMe HeEOBXOAMMO WCNONbL30BaTb TO/NbLKO B Mpeaenax
pabounx gMana3oHOB, YCTaHOBAEHHbIX NPY KBaAnduKaumuu.

348. (5.13) OcHoBHoe obopygoBaHMe (HanpuMmep, pPeakTopbl, €MKOCTU A/ XpPaHeHus) u
CTaUMOHApPHbIE TEXHONOMMYECKNE IMHUKN, UCMOb3YEMbIE B MPOU3BOACTBE MPOMEKYTOYHON NPOAYKLUK
nnn ®C, LoNXKHbI 6bITb COOTBETCTBYOLWMM 06pa3oM MAEHTUPUUMPOBAHDI.

349. (5.14) Niobble BelecTBa, Heobxoanmble ana GYHKLMOHUPOBAHMA 060pYyA0BaHUA, TaKME KaK
CMa3KM, KUAKOCTM AR HarpeBa WM XNadareHTbl, He A0/KHbl KOHTAKTMPOBATb C MPOMEXKYTOYHOM
npoaykumeinnt manm ®C, 4ytobbl He M3MEHATb MX KayecTso. lpousBoauTenb AOMKEH NPOBECTU OLEHKY
NtobbIX OTKNOHEHMI OT 3Toro TpeboBaHWA, 4YTObbl ybeauTbCcA, YTO OTCYTCTBYET HebnaronpusaTHoe
BO34EeMNCTBME 3TUX MATEPMASIOB, BAUAIOLLEE HA MPUrOAHOCTb NPOMEKYTOYHON NpoayKumein unm ®C ana
NCcnosb3oBaHuA. Tam, rae 3To BO3MOXKHO, AO/KHbI MCNONb30BaTbCA CMAa3KM U Macia, NpegHasHavyeHHble
ANA NULWLEBOWN NPOMbILLAEHHOCTH.

350. (5.15) Bo Bcex cayyanx, KOraa 3TO NPUMEHUMO, AO/XKHO MCMO/Ib30BaTbCA 3aKpbiTOe WUAU
repMeTMyYHO 3aKpbliBatoweeca obopyposaHue. MNpu MCNoab30BaHUM OTKPbLITOro obopyaoBaHMAa NN ero
OTKPbITUM HEOoBXOAMMO MPUHATb Mepbl MPEeAOCTOPOXKHOCTU, 4YTOObl CBECTU K MWUHUMYMY PUCK
KOHTaMWHauuK.

351. (5.16) Y npousBoanTeNns AONXKEH MMETbC B Ha/JIMUMM aKTyaslbHblA KOMMNAEKT 4YepTexKen
MCNONIb3yeMoro 060pyA0BaHUA, a TaKKe KPUTUYECKUX cUcTeM O6BA3KU (Hanpumep, KOHTPOJIbHO-
n3mepuTebHbIX NPUBOPOB, BCOMOraTe/IbHbIX CUCTEM).

TexHuuyecKoe 06CNyKMBaHME M 0YNCTKa 06opyaoBaHua (5.2)

352. (5.20) Mpodunaktuyeckoe TexHUYeckoe obCnyKMBaHMEe o60pygoBaHMA HeobxoamMmo
NpPoOBOAUTb B COOTBETCTBUW C YTBEPKAEHHbIMU rpaduKaMn U Npoueaypamu, B KOTOPbIX AONXKHA ObiTb
onpegeneHa OTBETCTBEHHOCTb 3a UX NPOBeAeHMeE.

353. (5.21) MpousBoguTeNb AO/KEH paspaboTaTb WMHCTPYKLMWU MO O4YUCTKE 0O6OpyaoBaHUA WU



nocneayroLemMy NOMYYEHUIO PA3pPELLIEHMA Ha ero UCNosib30BaHME NpPU NPOM3BOACTBE MPOMENKYTOUYHOM
npoaykumm un @OC. lNpoueaypbl OYMCTKM AO0KHbI ObiTb ONMCaHbl AOCTAaTOYHO NOAPODOHO, 4YTObLI
onepatopbl MOMAM NPOBOAUTL O4YUCTKY o0bopypoBaHMAa N06Oro Tuna BOCAPOM3BOAMMBIM W
3ppeKTMBHbIM cnocobom. ITK npoueaypbl A0KHbI BKAOYATb:

YyCTaHOBNEHWE OTBETCTBEHHOCTU 33 OYUCTKY 060pya0BaHMSA;

rpaduKM O4YMUCTKM, BKAKOYAA (NpM HeobxoammocTn) rpaduKkm caHUTapHOM 06paboTKu;

NOJIHOE OMMCaHMe MEeTOA0B M MaTepmasios, BKAOYAA NPUTrOTOBAEHWNE CPeACTB, MCNOIb3yeMbIX AAA
04YUCTKKM 0bopyaoBaHuS;

WMHCTPYKLMK No pa3bopke u cbopke Kaxkaol (npm HeobxoamMmocTu) eanHULbl 060pyA0BaHUA AN
obecneyeHns Haanexallen OYUCTKY;

WMHCTPYKLMM NO YAANEHWNIO MAPKUPOBKM NpeablayLLei cepum;

WMHCTPYKLMM NO 3aLuTe YncToro obopysoBaHMA OT KOHTAMUHALMK Nepes ero UCNob30BaHNEM;

nopAaoK NPOBEPKU YNCTOTbI 060PYA0BAHNA HEMNOCPEACTBEHHO Mepes ero UCNoib30BaHUEM, ECU
9TO MPAKTUYECKM OCYLLLECTBMMO;

ycTaHoBAEHME (KOrga NPUMEHMMO) MAKCMMAIbHOTO MPOMENKYTKA BPEMEHWN MEXKAY OKOHYAHWEM
npoLecca v 04NCTKON 0bopyaoBaHMUA.

354, (5.22) O6opyaoBaHMe W NPUHAONEKHOCTM [AO/KHbI OYMLLATBCS, XPAHUTBCA WU NpwU
Heobxo4MMOCTM NOABEPraTbCA CAaHUTAPHOM 06paboTke MAWM CTEPUIM30BATLCA ANA NPeAoTBPALLEHMA
KOHTAaMMHAUMKM MAM MepeHOoCca maTepuana, KoTopble MOFYT M3MEHMTb KayecTBO NPOMEXKYTOYHOM
npoaykumm n OC 3a npeaenbl, yCTaHOBAEHHbIE B crelMduKaumsx.

355. (5.23) Ona obopyaoBaHUsA, npeaHasHAauYeHHOro /1A HenpepbiBHOrO TEXHO/0rMYecKoro
npouecca uan ana Npov3BOACTBA KaMMaHUAMK (NPOM3BOACTBEHHbIMM LUKNAMKU) NocnesoBaTesbHbIX
Cepuin 0AHOM U TOM Ke NPOMENKYTOYHOM NPoAYKLUUN AN OAHOM 1 Tol e ®C, HeobxoaMmo NPOBOANTL
OUYUCTKY uYepe3 onpeaeneHHble MNPOMEXKYTKM BPEMEHM BO U3beKaHMe HAKONAEHUA M nepeHoca
KOHTAaMMHAHTOB  (Hanpumep, MNPOAYKTOB  PAa3/IOKEHUA  WAM  HeZonyCTUMOro  Ko/JM4yecTsa
MUKPOOPraHM3moB).

356. (5.24) ObopyaoBaHMe, UCNONb3yeMoe A/1a MNPOU3BOACTBA PasHbIX MaTepuanos, AONXKHO
OYULLLATBLCA B MPOMEKYTKAX MEXAY UX CMEHOM BO n3bexaHne nepekpecTHOM KOHTaMUHaLMW.

357. (5.25) MNpousBoauTenb [AOMKEH YCTAaHOBUTb WM OBOCHOBATb KpUTEPUM MPUEMNEMOCTU B
OTHOLLUEHMM OCTaTKOB, A TaKXKe OCylecTBUTb M 060CHOBATb BbiGOp npouesyp OYMCTKM U MOMOLLUX
cpeacTs.

358. (5.26) ObopynoBaHWe [O0MKHO OblTb COOTBETCTBYHOWMM 06pa3soM NPOMApPKUMPOBAHO B
OTHOLLEHUWU ero COAEPKMMOr0O U COCTOAHWUA YNCTOTHI.

KannbposkKa (5.3)

359. (5.30) KannbpoBKy KOHTPOJIbHO-U3MEPUTENIBHOIO U aHanUTUYecKoro obopyaoBaHua (B Tom
yncne Becos, NPUBOPOB ANA MOHUTOPMHIA), UMEIOLLErO KPUTMYECKOe 3HayeHue pns obecneyeHua
KayecTBa MNPOMENXYTOYHOM npoayKkumm unm ®C, HeobxoaMMO NPOBOAMUTL B COOTBETCTBUM C
YTBEPKAEHHBIMU UHCTPYKUMAMM U YCTAHOBAEHHbIM rpadrKom.

360. (5.31) KanubpoBKka [J0/iKHa NPOBOAUTLCA C  MCMO/b30BaHMEM COOTBETCTBYIOLLMX
cepTUOULMPOBAHHBIX CTaHAAPTOB MM COMOCTAaBMMOrO CO CTaHAapTom obpasua amnbo sTanoHa (ecau
TaKOBbl€ CYLLECTBYHOT).

361. (5.32) 3anucu nposBesieHUA KaMBPOBOK A0/IXKHbI COXPaHATHLCS.

362. (5.33) TeKywmin cTaTyc KaAMBbpPOBKN KpUTUUYECKoro ob6opyaoBaHMA A0NKEH BbiTb U3BECTEH U
[aBaTb BO3MOXHOCTb €ro NPOBEPKU.

363. (5.34) He ponyckaetca Mcnonb3oBaHWe NpMbOOPOB, KOTOPbIe HE COOTBETCTBYIOT KPUTEPUAM
KannbpoBKMU.

364. (5.35) OTKNOHEHUSA OT YTBEPKAEHHbIX CTAaHAAPTOB KAa/IMBPOBKMU ANA KPUTUYECKUX NPUBOPOB
HeobxoAMMO paccnenoBaTb, YTOObI onpeaennTb, MOBAMANO /M 3TO HA KA4eCTBO MPOMENKYTOYHOM
npoaykumm n ®C, npomsBeneHHbIX C UCMONb30BAaHNEM AAHHOrO 060PYA0BaHUA NoC/Ae ero nocaegHem
YCMEeLWHOoM KaNnbpoBKu.

KomnbloTepunsnpoBaHHble cuctemsl (5.4)



365. (5.40) KomnboTepMU3UPOBaAHHbIE CUCTEMbI, OTHOCALLMECA K HacToAlmMM MpaBunam, noanexar
BaAngaumm. Obbem BanuAaLMmM 3aBUCUT OT MHOTOO6PA3UA, CAOKHOCTM M KPUTUYHOCTU MPUMEHEHMUA
KOMMbIOTEPU3UPOBAHHbIX CUCTEM.

366. (5.41) Hagnexawme KBannduKaums MoHTaxa u KBaamdukauma GYHKULMOHNPOBAHMA A0IKHbI
NPOAEMOHCTPMPOBATL MPUIrOAHOCTb KOMMbIOTEPHOTO 060pYA0BaHMA M NPOrpammHOro obecnevyeHus
ONA BbINONHEHMA NOCTaBAEHHbIX 3a4au.

367. (5.42) Ucnonb3yemoe nporpammHoe obecneyeHne, KoTopoe 6b110 KBaAMGULMPOBAHO, He
TpebyeT npoBefeHUA WCNbITAHUI TOro e ypoBHA. Ecan cyuwecTsylowas cuctema He npowna
Ba/MZALMIO BO BPEMA YCTAHOBKW, MPWU HA/IMYMM COOTBETCTBYIOLLEN AOKYMEHTALMU MOXKHO MPOBECTU
peTpoCcneKTUBHYIO Baanaaumio.

368. (5.43) HeobxoamMmo, 4TOObl KOMMNbIOTEPU3MPOBAHHbLIE CUCTEMbI MMENU AOCTaTOYHbIN
YPOBEHb KOHTPONA ANA NpefoTBpaleHna HeCaHKUUMOHNUPOBAHHOIO A0CTYNa K AaHHbIM MW U3MEHEHUA
AaHHbIX. JlonkHa 6biTb NpegycMoTpeHa 3awuTa OT NOTEPU AaHHbIX (Hanpumep, NpU BbIKAOYEHUM
KomnbtoTepa). MHPopmaLma o No6bIX U3SMEHEHUAX AAHHbIX, O MOCAeAHEM BBOAE AaHHbIX, O TOM, KEM U
KOrga oHW Bblan caenaHbl, NOANEXKUT PerucTpauuu.

369. (5.44) MpownsBoaguTeNb AOMKEH MMETb YTBEPXKAEHHble Nnpoueaypbl MO 3KChAyaTauuu u
TEXHUYECKOMY 0BCNYKMBAHUIO KOMMNBIOTEPU3UPOBAHHbIX CUCTEM.

370. (5.45) Ecnn KpuTuyeckue [AaHHble BBOAAT BPYYHYLO, HEobXxoAMMO npeaycmoTpeTb
OOMNOJIHUTENIbHYIO MPOBEPKY TOYHOCTU WX BBeAEHMUA. TaKyto MPOBEPKY MOXKET BbIMNONHWUTL BTOPOW
onepaTop WUAK cama cucTema.

371. (5.46) C6bou B paboTe KOMMNbIOTEPU3IMPOBAHHbLIX CUCTEM, KOTOPble MOrYT MOBAUATbL Ha
KQuecTBO MPOMENKYTOUYHON npoayKuun unnm ®C, Ha [OCTOBEPHOCTb 3anMMCeEM WAM  Pes3yabTaTos
UCNbITAaHWUI, NoANENKaT AOKYMEHTaNbHOMY OGOPMAEHUIO U PacCNe0BaAHMIO.

372. (5.47) V3meHeHUs B KOMMbIOTEPU3MPOBAHHbLIX CUCTEMaX HeobXoAMMO OCYyLLEeCTBAATL B
COOTBETCTBMM C NpoueaypaMn BHECEHMA U3MEHEHWUIN, OPULMANBHO UX CaHKUMOHMPOBATb, OPOPMNATDL
OOKYMEHTaZlbHO W TecTUpoBaTb. JlO/KHbI  COXPAHATbCA 3anuMCM  BCEX W3MEHEHWN, BKAtOYan
MoaMPUKALMIO M YCOBEPLLEHCTBOBAHME KOMMNbOTEPHOIro obopyaoBaHMA, NporpaMmmHoOro obecneyeHuns
N OPYIUX KPUTUYECKMX KOMMOHEHTOB CUCTEMBI. ITU 3anNUCK A0/XKHbI ObITb AOKA3aTeNbCTBOM TOrO, YTO
cMcTema noafep’KuBaeTca B BaIMAMPOBAHHOM COCTOAHUM.

373. (5.48) Ecnn cboit MAM NOJSIOMKa CUCTEMbI MPUBOAUT K MNOCTOAHHOM MOTepe 3anucew,
npousBoauTeb AO/IKEH NPEeAyCMOTPETb CUCTEMY PE3EPBHOMO KOMMPOBaHMA WHPOPMauuu. Bo Bcex
KOMMbIOTEPU3UPOBAHHbIX CUCTEMAX [OJXHbI OblTb NpeAycMOTpeHbl cpenctsa, obecneumsatowme
3alUNTY JAHHbIX.

374. (5.49) B ponosHeHWe K KOMMbIOTEPHOM CUCTEME AOMYCKAETCA 3anMCb AaHHbIX UM APYyrum
cnocobom.

OOKYMEHTALMA N 3ANUCU (6)
Cuctema AOKyMeHTauum 1 cneundmrkaumm (6.1)

375. (6.10) Bce AOKYMEHTbI, MMetloLue OTHOLLEHUE K MPOU3BOACTBY NPOMEKYTOYHOW NPOAYKL MU
nnn ®C, HeobxooMMO COCTaBAATb, NPOBEPATb, YTBEPXKAATb W PACnNpPOCTPaHATb B COOTBETCTBUU C
YTBEPKAEHHBIMM NPOU3BOAUTENEM NpoLeaypaMn. Takne AOKYMEHTbl MOryT 6biTb 0popMeHbl Kak B
NMUCbMEHHOM, TaK U B 3/IEKTPOHHOM BuAe.

376. (6.11) Bbigauy, nepecmoTp, 3aMeHy WAN U3bATUE BCEW [AOKYMeHTauum Heobxoaumo
KOHTPO/AIMPOBATb C COXPaHEHMEM CBEAEHNI 06 MX NpeablayL X BEPCUAX.

377. (6.12) MpousBoauTeNb [O/KEH OpPraHM30BaTb CUCTEMY XPaHEHWUs BCEX [OKYMEHTOB
(Hanpumep, otyeToB O paspaboTKe, OTYETOB O MACLUTAOMPOBAHMW, OTYETOB O Nepenayve TEXHONOTUN,
OTYETOB O Ba/MZAUMKM Npouecca, 3anMcei No obyvyeHUto, 3anMcen No NPOU3BOACTBY, AOKYMEHTOB MO
KOHTPO/IIO M 3anuncei No peanmsaumm) c ykasaHMem CPOKOB XPaHEHUA TaKUX AOKYMEHTOB.

378. (6.13) Bce 3anucu No NPOU3BOACTBY, KOHTPOAO U peannsaumm HeobXxoAMMO XPaHWUTb He
MeHee 1 roga nocne ucTeYeHWUA CPOKa FrOAHOCTU cepuun. 3anucu, cogeprkaliune AaHHble NOBTOPHbIX
ncnblTaHnin OC, LONKHBI XPAaHUTLCA HE MeHee 3 NeT Nocae NOAHOM peannsaumnmn cepun.



379. (6.14) 3anucu HeobXxoAUMO BbIMOJNHATL HECMbIBAEMbIMMU YEepHUIAaMU B CNeuuanbHo
NpPeaycMOTPEHHbIX ANA 3TOF0 MEeCTax cpa3dy Ke Mocne BbINONHEHMA onepauui; AnLo, CAenaslliee
3anncb, [OMKHO ObiTb 0603HavyeHo. MWcnpaBneHWa B 3anMCcAX  AO/KHbl  OblITb  MOAMNUCAHbI €
npoctaBaeHnem f[aTtbl. TakKMe MCNpPaBAeHUA He [O0MXHbl NPEenATCTBOBaTb MPOYTEHMIO 3anucuM B ee
nepBoHa4YaibHOM BUAE.

380. (6.15) B TeuyeHwe nepuoaa XpaHEHWUS OPUTMHAAbl WUAM KOMWUU 3anuceirt AO0/XKHbl b6biTb
NIerkoaocTynHbl Ha NPOW3BOACTBEHHOW MAOLWAAKE, TAE OCYLLeCTBAAANCE paboTbl, ONMCaHHbIE B 3TUX
3anucax. [lonyckaeTca Takxke ObICTpoe MOJyYeHWe 3anuceirt U3 ApYyrux MecT XPaHeHMA C MOMOLLbIO
3NIEKTPOHHbIX U APYTUX CPEACTB.

381. (6.16) CneumduKaumMm, WHCTPYKUMM, NpoUeaypbl M 3annCU MOMKHO XpaHUTb AnMbo B
opurMHane, nMbo B BMAE KOMWKM, TaKMX Kak (GOTOKOMWUWU, MMKPODUABbMBI, MUKPOOULIM MAU Apyrue
$bopMbl  TOYHOFO BOCMNPOU3BEAEHWUA OPUFMHANBHBIX 3anuceid. EcnmM  ucnonb3oBanucb MeToabl
YMEHbLUEHUA OPWUIMHaNa, Hanpumep, MUKPOOUNbMUPOBAHUE, WAW 3SNEKTPOHHbIE 3anucu, TO
Heobxo4MMO MMeTb COOTBETCTBYHOLLEE CuUMTbiBalOWee ob6opyaoBaHMe, a TaKXe CcpeacTBa AnA
N3roTOBNAEHMA MEYATHbLIX KOMWUIA.

382. (6.17) NpounsBoguTeNnb A0MKEH pa3paboTaTb M 0POPMUTL AOKYMEHTANBHO cneundmrKaLmm Ha
MCXOAHOE Cbipbe, MPOMEXKYTOUHYIO NpoAyKuuto (npu Heobxogmumoctn), ®C u matepuansl ana
MapKMPOBKM U YNAKOBKMU. JLONONHUTENBHO MOTYT NOHAA06UTbCA cneumndmKaLmMm Ha HEKOTopble Apyrue
MaTepuanbl (Hanpumep, BCNOMOraTefibHble MaTepuanbl, MNPOKAALKM), WUCNOSb3yeMble B X0oAe
NpPoM3BOACTBA MPOMEXKYTOUHON NpoayKuumn nan ®C, KoTopble MOryT BbiTb KPUTUUYECKMMU AR KaYecTBa.
HeobxoamMmo ycTaHOBUTb U 0POPMUTL [OKYMEHTANbHO KPUTEPUU MPUEMIEMOCTM ANA KOHTPOAA B
npouecce NPon3BOACTBA.

383. (6.18) Ecnm MCNONb3YHOTCA 3/M1EKTPOHHbIE MOAMNUCK HA [AOKYMEHTaX, TO OHW AO0NXHbI BbiTh
NAEHTUDMLMPOBAHDI M 3aLUMLLEHDI.

3anMcy OYUCTKU U UCNONb30BaHUA 0bopyaoBaHus (6.2)

384. (6.20) B 3anucAx UCNoNb30BaHMA, OYUCTKU, CAHUTAPHOM 06paboTKKu U (MKn) ctepuansaumm, a
TaKXe TeXHUYeCKoro obCny*KMBaHMA OCHOBHOIO 0OOPYAOBaHMA AOMKHbI ObITb YKa3aHbl AaTa, Bpems
(npn HeobxoaMmoOCTM), HAMMeHOBaHWE NPOAYKLUW, HOMEpP KaXKAOoW Cepun Npou3BeAeHHON Ha 3TOM
obopynoBaHMM NPOAYKLMMK, @ TaKKE NL0, KOTOPOE NPOBOAUNO OYUCTKY U TEXHUYECKOE 06CNYKUBAHME.

385. (6.21) He TpebyeTcs coCTaBNeHMA OTAE/bHbIX 3aMUCEN OUYMCTKM W UCNONb30BaHMUA
obopygoBaHMA B C/y4yae, €C/IM OHO CMNeumasbHO npegHasHayeHo p[As NPOM3BOACTBA OAHOrO
HAaUMEHOBaHUA NPOMEXKYTOUYHOTO NpoayKTa nnnm ®C 1 cepum 3TOro NPOMEXYTOUYHOro NpoaykTa nam OC
Nnpou3BOAATCA B NPOC/AEKMBAEMOM MocnenoBaTe/ibHOCTU. B cayyasx MCnosib3oBaHUA cheumnanbHo
npegHasHa4yeHHOro 06opyA0BaHUA 3aMMUCK €ro OYUCTKM, TEXHUYECKOrO 0OCNYHKUBAHMA M SKCNIyaTaLmUm
MOryT 6bITb 1MB0 YaCTbio AOCbE Ha ceputo, MMB0 OTAENIbHbIM AOKYMEHTOM.

3anncuK Ha UCXOAHOE Cbipbe, MPOMEKYTOUHbIEe
NPOAYKTbI, YNaKOBOYHbIE MaTepuasibl U MaTepuanbl 418 MapKMPOBKK
dapmaueBTMUecknx cybctaHumii (6.3)

386. (6.30) HeobxoAMMO BeCTM 3aMUCM Ha MCXOAHOE CbiPbe, MPOMENKYTOUHblE NPOAYKTHI,
YyNaKoBOYHbIE MaTepUasbl, MaTepuanbl gaa MapknpoBku OC, coaepKallme cneayrolme AaHHbIe:

HaMMeHOBaHWE NPOU3BOAUTENA, UAEHTUOUKALMIO M KOMMYECTBO KaXKAOM MOCTaBKM Kaxzaown
Cepum NUCXOAHOrO CbipbA, MPOMEKYTOYHON NPOAYKLMM UAN YNAaKOBOYHbIX MATEPUANIOB U MaTepManos
ANA MapKnposku dC;

HaMMeHOBaHMe MOCTaBLLMKA; KOHTPOJIbHbIA HOMep (Homepa) nocTaBLMKA (ecin U3BEeCTeH) uam
ApYron naeHTUPUKALMOHHbIA HOMeP; HOMEpP, NPUCBOEHHbIN NPU NPUEMKE, U AaTa NPUEMKH;

pe3ynbTaTbl BCEX MPOBEAEHHbIX WCMbITAHWUA MAM MNPOBEPOK M CAENAHHblE Ha WX OCHOBAHWUM
BbIBOAbI;

3anucum, B KOTOPbIX OTC/IEKMBAETCA UCNOb30BAaHNE MATEPUANOB;

OOKYMEHTaLMI0O MO OLUEeHKe U MpOoBepKe YMaKOBOYHbIX MaTepuasioB W MmaTepuanoB Ans
MapKMpoBKN PC Ha COOTBETCTBME YCTAHOBEHHbIM CrieuuduKaumuam;



OKOHYaTe/IbHOe pelleHWe OTHOCUTE/NIbHO OTKNOHEHHbIX WCXOAHOMO CbipbfA, MPOMEXKYTOUYHOW
NPOAYKLMM MW YNAKOBOUYHbIX MaTepmnasos U maTepuanos Ana Mapkuposku ®C.

387. (6.31) NpounssoanTenb A0MKEH XPAHUTb YTBEPKAEHHble 06pa3sLbl 3STUKETOK ANA CPAaBHEHMSA C
HUMM BbINYCKAaEMbIX STUKETOK.

MPOMBILLNEHHbIN PEernameHT U TEXHOOMMYECKME NHCTPYKUMK (6.4)

388. (6.40) Ona obecneyeHus OAHOPOAHOCTM OT CEPUM K CEPUU MPOU3BOAUTENb [MOJIKEH
pa3paboTaTb MNPOMbBIWIEHHbIE pPerfaMeHTbl Aaa Kaxaoro Buga PC, KoTopble yTBEpXKAaroTCA
pyKOBOAMTENEM MPOU3BOAUTENA, A TaKKe HEe3aBUCMMO MPOBEPAOTCA, MOAMMCLIBAKOTCA ANLOM U3
nogpasgeneHna KayectBa C MNpoCTaB/ieHMeM Aatbl. Ha OCHOBaHWM NPOMBIWIEHHbIX Per1ameHTOB
pa3pabaTbiBalOTCA TEXHONOMMYECKME UHCTPYKUUN ONA KAXKAOW CTaguM TEXHONOMMYECKOro npouecca M
(nnn) anAa Kaxporo BMAA NPOMENKYTOYHOM MPOAYKLMU, KOTOpble MOAMUCHIBAIOTCA OAHUM JIULLOM C
npocTaBAeHNeM AaTbl, @ TaKKe He3aBMCMMO NPOBEPAIOTCA, MOANUCLIBAIOTCA INLOM U3 NoapasaesieHuns
KayecTBa C MpocTaBneHWem fAaTbl. [1pOMbIWAEHHbIN pernameHT BKAOYaeT B cebAa nepedveHb
MCMNONb3YeMbIX MaTepPMasNioB C YKA3aHMEM KOJIMYECTBA KaXKAOrO M3 HUX, AaHHble 06 UCnosb3yemom
060pyA0BaHUM, OMUCaHME TEXHONOTMYECKOro mMpouecca M MeToAO0B KOHTPO/AA Ha BCex 3Tanax
npomssoactea PC. O6wme TpeboBaHMA K CTPYKType U WHble TpeboBaHMA K COAEPrKAHUIO
NPOMbILL/IEHHbIX PEr1amMeHTOB YCTaHOBJIEHbI COOTBETCTBYHOLMMMN HOPMATUBHBIMU NMPABOBbIMM aKTaMM
Poccuitckoin Pepepaunu.

389. (6.41) TexHONOrMUYECKNE UHCTPYKLMU AONKHbI BKAOYATD:

HaMMeHOBaHMe BblMyCKAaeMOMN NPOMEXYTOYHOW NpoayKunn uam ®C n ctagmum TeXHONOrMYECKOro
npouecca, a TaKk¥Xe, eC/iv NPUMEHMMO, COOTBETCTBYIOLLMIA KOA, SOKYMEHT];

NOJIHbIN NepeYeHb UCXOLHOIO CbiPbA U NMPOMEKYTOYHOM NPOAYKUUM C YKazaHMEM HAaUMEHOBAHMUM
WKW KOAOB, AOCTATOYHO cneumdUyHbIX gaa Toro, 4Tobbl MOXKHO Obl0 NMpoBecTU MAEHTUPUKAUUIO U
onpesennTb Ntobble cneuyanbHble XapaKTEPUCTUKU KadyecTBa;

TOYHOE YKa3aHWe KO/JMYecTBa W/IM COOTHOLIEHME KaXKAOro HAMMEHOBAHWA MWCMO/b3YeMOro
NCXOZHOFO CbIPbA WM MPOMENKYTOUYHON MPOAYKUMU C YKa3aHMEM eauHuL, mamepeHua. Ecam Takoe
KONMYeCTBO He ABNsAeTCcA GUKCMPOBAHHbIM, TO HEOOXOAMMO MPUBECTU pacyeT AAA KaXKAOoro pasmepa
cepum WA pexuma TexHOJIOTMYecKoro npouecca. Takke HeobXxogMMO YyKasaTb OTKAOHEHWA OT
YKa3aHHbIX KOJIMYECTB, eC/IM OHN 06OCHOBAHDI;

MEeCTO  OCYLLeCTB/NEHUA  TEXHOJIOTMYECKOro npouecca M OCHOBHOE  TexHOJIorMyeckoe
0b60pyaoBaHWE, KOTOPOE NPU 3TOM UCMONb3YETCH;

noapobHbIe TEXHONOTMYECKUE AENCTBUA, B TOM YNCe:

nocnenoBaTeIbHOCTb, KOTOPYHO HEOH6X0AMMO CObN0AATD;

Mcnonb3yemble AMana3oHbl NapaMeTpoB NpoLecca;

YyKasaHMA no otbopy npob W KOHTPO/O B MpoLLecce NPOU3BOACTBA C YKasaHMEM KpuTepues
NPUEMIEMOCTH, KOFAa 3TO He06Xo04MMO;

npefenbHble CPOKM 3aBEPLUEHNA OTAENbHbIX CTagMi TEXHONOMMYECKOro npouecca u (uam) Bcero
npoLlecca B LLeIOM, Korga 3To Heobxoanmo;

OoXMAaemble AMana3oHbl BbIXxOAa MPOAYKLMW HA COOTBETCTBYIOLWMX CTaauAX npouecca Uau B
onpeseneHHoe Bpems;

ocobble yKaszaHMA W Mepbl NPefOCTOPOXNHOCTM, KoTopble Heobxoammo cobnopatb, wau
COOTBETCTBYIOLME NEPEKPECTHBIE CCbIIKW HA HUX, KOTAa 3TO HeoHXxoaMMO;

YKa3aHWA N0 XPaHEHMIO NMPOMEXKYTOYHOM NpoayKunmn nan ®C ans obecnedeHns nx NpUrogHOCTM K
MCNO/Ib30BaHMIO, BK/IOYAA YMAKOBOYHbIN MaTepuan U matepuan ANA MapKUPOBKW, a TaKKe ocobble
YC/I0BUA XPAaHEHUSA C YKa3aHMEM CPOKOB, KOraa 3To LiesnecoobpasHo.

[Jocbe Ha cepuio (3anMcu No NPOU3BOACTBY U KOHTPOIIO
KayecTBa) (6.5)

390. (6.50) Ons KaxKAaoro NpoMerKyTo4YHOro npoayKta u ®C aoaKHo 6bITb NOAFOTOB/IEHO AOCbE Ha
ceputo NpoayKumMu, BKAoYatowee B cebsa NonHyo MHGOpMaLUMo 0 NPOU3BOACTBE M KOHTPO/IE KayecTBa
Kaxkgoh cepun. BoigaBaemas ¢opma ans BHECEHUSA 3anncelt No NPOU3BOACTBY A0JI)KHA COOTBETCTBOBATL



TEXHO/IOTMYECKOM MHCTPYKLMKM M ABAATLCA aKTyanbHOM Bepcueit. Echm dopma ans BHeceHMA 3anucei no
NpPon3BOACTBY CEPUM COCTAB/IEHA HA OCHOBAHWW OTAENbHON YAaCTU TEXHOJOTMYECKOM MHCTPYKLUK, TO
TAKOM [OKYMEHT [O/KEH COAEpXaTb CCbIIKY HA WCNONb3YeMYHD AENCTBYHOLWYH TEXHOIOrMYECKyHo
WMHCTPYKLUMIO.

391. (6.51) dopmbl ANa BHeceHWs 3anucen AO/KHbI H6biTb MPOHYMEPOBaHbl C YKasaHUEM
KOHKPETHOIo HOMepa cepum UNn AEHTUDMKALLMOHHOTO HOMEPA, a TaKKe NoANMUCaHbl C NPOCTAaBAEHNEM
OaTbl Npu Bblgaye. MNpy HeNpepbIBHOM NPOU3BOACTBE KOZA NPOAYKLMM, a TaKKe faTa M BpemMa BblMycKa
MOTYT CNYXUTb OAHO3HAYHBIMUN MAEHTUOUKATOPAMM 4,0 NPUCBOEHNA OKOHYATE/IbBHOTO HOMEpPA CepUmn.

392. (6.52) B mocbe Ha ceputo (3anMcAx No NPOU3BOACTBY M KOHTPOIO KayecTsa) NpoayKuuu
nocne 3aBepLIEHMA KaXKAOW BaXKHOM TEXHONOTMMYECKOW CTaguMu AOMXHbl OblTb yKasaHbl ciegyowme
cBeAeHuA:

[aTa v, rae NpMMEHMMO, Bpems;

OCHOBHOE MCNo/b3yemoe 060pyaoBaHUE (Hanpumep, peakTopbl, CYLIUIKWU, MeNbHULbI);

cneunduyeckan naeHTUOUKALNA Kaxkaol cepun, BKAOYAA Maccy, eauHULbI U3MepeHUa, HOMepa
CEPUA  WUCXOLAHOrO CbipbA, MPOMENKYTOYHON MNPOAYKUMM UM Nobblx MaTepuanos, NpoLleawnx
NoBTOpPHYIO 06paboTKy B X04€e NPOU3BOACTBA;

3aperncTpupoBaHHble GaKTUYECKME pe3ybTaTbl KPUTUYECKUX NAapaMeTpPoB NpoLLecca;

[OaHHble 0 tobbIx NpoBeAeHHbIX 0Tbopax nNpob;

noanucK  NL, BbIMOJHABLUMX KaXAyl KPUTUMYECKyto CTaguio npu  paboTte, a Takxke
OCYLLECTBAABLIMX HEMOCPEACTBEHHbIN HaA30p UAU MPOBEPKY;

pe3ynbTaTbl UCMbITaHWUI B NpoOLLecce NPOU3BOACTBA M N1abOPaTOPHbLIX UCMbITAHWUIA;

baKTUYECKMI BbIXOA Ha COOTBETCTBYIOLLMX CTAaAMAX UK B ONpeae/ieHHOE BpeMs;

OMNMCaHWe YNaKoBKN U MAaPKUPOBKU AN NPOMEKYTOUHON NpoayKunmn nam ®C;

obpasey, atuKeTkM gna PC nAnM NPOMEXYTOYHOM NPOAYKLMWU, €CAN OHW MNPOU3BEenEeHbl ANA
NpoAaxu;

noboe 3amevyeHHOE OTK/NIOHEHME, ero OueHKa, MHOopMauMA O NPoBeAEHHOM pacciefoBaAHUM
(MpM HeobXoAMMOCTM) MAWM CCblIKA Ha TaKoe pacc/efoBaHWe, ec/iv COOTBETCTBYHOWME AOKYMEHTbI
XPaHATCA OTAENBHO;

pe3ynbTaTbl KOHTPO/IA NPY BblAade Pa3peLleHMA Ha BbIMYCK.

393. (6.53) MMpoussoauTens ponXeH paspabotatb WM yTBEpPAUTbL NpoUeaypbl, KoTopble
Heobxoammo cobnaogaTe NP pacciefoBaHUN KPUTUYECKUX OTKJAOHEHUIA WAM MPU HECOOTBETCTBUM
CEPUA MPOMEXKYTOUHOM npoayKumm man OC ux cneundukaumam. Takoe pacciefoBaHMe AOSKHO
pacnpocTpaHATbCA M Ha ApyrMe Cepuu, K KOTOPbIM MOrMAM 6bl MMeTb OTHOLWIEHME JaHHble
HECOOTBETCTBUA UAUN OTKIOHEHMSA.

JoKymeHTbl nabopaTopHOro KoHTpons (6.6)

394. (6.60) JoKymeHTbl 1abOPaATOPHOrO KOHTPOAS AO/Hbl BKAOYATb NOJHYO MHPOPMaLMIO O
OaHHbIX, MOJIYYEHHbIX B XOAEe BCEX WCMbITAaHWWA, NPOBEAEHHbIX ANA MNOATBEPXKAEHWA COOTBETCTBUA
YCTQHOBAEHHbIM cneuuduKaumam un obweit dapmakonenHoit cratbe, d¢apmakonenHon craTbe,
HOPMATMBHOW  OOKYMEHTAaUMW WANW  HOPMATMBHOMY OOKYMEHTY, BKIOYAsA WUCCAedOoBaHMA U
KOZIMYECTBEHHbIE OnpeaeeHuns, a UMeHHO:

onucaHue 06pasLoB, NOJSYYEHHbIX ANA NPOBEAEHMA UCMbITAaHWUSA, BK/AOYAsA HAa3BaHWE WUCXOAHOTO
Cblpbsi, MecTo oTbopa nNpobbl, HOMEpP CepuUM UNM APYron XapaKTepHbIn Koa, Aaty otbopa npobsbl U, rae
NPUMEHUMO, Ko/anyecTBo 06pasua, NpPeacTaBNeHHOro Aas MPOBeAEeHUSA WCMbITaHWK, M AaTy ero
Nosly4YeHuUs;

OonucaHme Kaxgoro Mcnosibayemoro Metona UCMbITaHUI WAK CCbINIKY Ha TaKoW MeToz;

YyKasaHMe maccbl obpasua uam gpyrux eavHul, usmepeHua ana obpasua, Mcnosib3yemoro Ans
KaK4Ooro MUCMbITaHWA, B COOTBETCTBUM C ONUCAHHbIM METOAOM; AaHHbIe O NPUTOTOBIEHUMU U UCMbITAHWUU
CTaHZAPTHbIX 06Pa3LLOB, PEaKTMBOB M CTaHAAPTHLIX PACTBOPOB WM/IM COOTBETCTBYHOLME NMEPEKPECTHbIE
CCbINKK;

NO/IHbIE 3aMMUCU BCEX UCXOLHbIX AAHHbIX, MOJy4aeMbIX B XOAE KaXKA0ro UCMbITaHWUA, B AOMNOJHEHUE
K rpadurKkam, Tabamuam m cnektTpam, NoAYyYeHHbIM C MOMOLLbIO 1AaBOPaTOPHbIX NPUOOPOB, HaANEKALLMM
06pazom naeHTUPUUMPOBAHHbIE A1 KOHKPETHOIO BELLECTBA M CEPUM, MOABEPraEMbIX UCTbITAHWUIO;



3aMMCK BCEX PACYeTOB, BbIMOJIHEHHbLIX B CBA3WM C MPOBEAEHMEM WCMbITAHWUA, BKAOYAA eaUHULbI
namepeHus, KoadpduLUMeHTbl NepecyeTa U GaKToPbl IKBMBANEHTHOCTY;

W3N10)KEeHNEe pPe3yNbTaTOB MUCMbITaHUA U WUX  COOTBETCTBUSA  YCTAHOB/IEHHbIM  KpPUTEpPUSM
NpUeMaEMOCTH;

noAnuch ML, NPOBOAMBLLETNO KaXKA0e UCMbITaHWE, U AaTy (4aTbl) UX NpoBeseHus;

4aTy M NOAMUCb /NUA, CBUAETENbCTBYIOLWLErO, YTO OPMIMHAMAbl 3anucei OblAM NpoBepeHbl B
OTHOLUEHMM TOYHOCTH, NONHOTbI U COOTBETCTBUA YCTaHOBAEHHbIM TPebOBaHNAM.

395. (6.61) Heobx0AMMO TaKKe BECTM NOJIHbIE 3aMUCU C YKa3aHUEM:

NOObIX U3MEHEHWNI YCTAHOB/IEHHbIX aHA/IMTUYECKUX METOAMK;

nepuoaMyecKkon Kaanbposkn nabopatopHoro ob6opyAo0BaHUA, annapaTos, CPeacTB USMEPEHUN U
PErucTPUpPYIOLLUX YCTPOICTB;

BCex UcnbiTaHnit ®C Ha cTabUNbHOCT;

paccnenoBaHWA OTKAIOHEHUI OT cneumduKauuii.

0630p gocbe Ha ceputo (6.7)

396. (6.70) [Ons onpegeneHns COOTBETCTBUS MPOMENKYTOYHOW npoaykumm uam  ®C
YCTQHOBAEHHbIM cneunduKaumam nepes Bblgayel paspelleHMa Ha BbINYCK Cepun UAM nepepn ee
peanusaumnen OoKHbI ObITb paspaboTaHbl Npoueaypbl, KOTOPbIM HEOBXoAMMO cnefoBaThb Npu 0b3ope
N yTBEPXKAEHMM 3anuncen no nNpounsBoACTBY M N1aboOpPaTOPHOMY KOHTPOIO Cepuid, BKAKOYAsA YNaKOBKY U
MapPKMPOBKY.

397. (6.71) 3anucu no nNpou3BOACTBY CepUii U 1abopPaTOPHOMY KOHTPOJIIO KPUTUUYECKUX CTafnit
npouecca noasiexkaT NpoBepKe M NOATBEPXKAEeHUI0 noapasaeneHuem (noapasaeneHMaAMM) Kadyectsa
nepes BblAa4yelt paspelleHns Ha BbINYCK WAM nepen peanusaumen Kaxkgon cepum PC. 3anucu no
Npou3BOACTBY M /1abOPaTOPHOMY KOHTPOAD ANA HEKPUTMYECKMX CTaguMi npouecca Moryt ObiTb
npoBepeHbl KBaAMPULMPOBAHHbIM MEPCOHANIOM MPOU3BOACTBEHHOIO NOAPa3AeNeHna UAN ApYyrux
noapasgeneHnMini B COOTBETCTBMM C  npouedypamu,  YTBEPXAEHHbIMW  nogpasgeneHuem
(noapasaeneHnamu) Kavecrtsa.

398. (6.72) Bce OTKNOHEHMA, OTYETbl O paccNefoBaHMAX W OTKJOHEHUAX pe3ynbTaToB OT
cneundmkaumMn HeobxoauMmMO oLeHMBATb B npouecce 0630pa AOCbe Ha cepuio nepen Bblaaden
pa3spelleHma Ha BbIMYCK 3TOM cepuin.

399. (6.73) nMopgpasgeneHve (noapasfeneHus) KadyecTBa MOXKET (moryT) nepegasaTtb
Npon3BoACTBEHHOMY NoA4pPa34eNeHNI0 00S3aHHOCTU M NMOJIHOMOYMS B OTHOLLEHWWN BblAauyn paspeLleHns
Ha WMCMNO/JIb30BaHWE MPOMENKYTOYHOM NPOAYKLMU 3@ WCKIAKOYEHMEM Tex C/yyaes, Korga npoaykuumsa
npegHasHayeHa 415 NocTaBKM 3a Npeaesbl chepbl KOHTPOAA NPOU3BOANTENS.

PABOTA C UICXOAHbIM CbIPBEM (7)
O6wmit KoHTposb (7.1)

400. (7.10) NpousBoauTeENb [OO/MKEH YTBEPAUTb AOKYMEHTbl, OMUCHIBAIOLLME MPUEMKY,
MaeHTUOMKaLMo, MOMELLEHNE B KapaHTWUH, XpaHeHwe, obpaleHune, oTbop npob, npoBegeHue
NCNbITaHWUI, a TaKXe 0a0bpeHne UNK OTKNOHEHWNE UCXOLHOTO CbipbA.

401. (7.11) NpounsBoAUTENM MPOMENKYTOUHON NpoayKumMmu U (Mnm) OC AO0NKHBI UMETb CUCTeMy
OLLEHKM MOCTABLLMKOB UCXOAHOIMO CbiPpbA, KPUTUYECKOTO AN1A KayecTsa.

402. (7.12) TMoctaBKa WCXOAHOFO CbipbA  AOAXHA  OCYLLECTBAATbCA  MOCTABLLMKAMM,
YTBEPXKAEHHBIMU NogpasaeneHnem (noapasaeneHnsaMmmn) KauectTsa, B COOTBETCTBUM C COTIAaCOBAHHbIMM
cneundumkaymamu.

403. (7.13) Ecnm nocTaBWMK KPUTUYECKOTO UCXOAHOTO Cbipbs He ABJ/IAETCSA ero NpoM3BOAUTENEM,
TO MNPOM3BOAMUTENb MPOMENKYTOYHOM npoayKumm u (nam) ®C pomKeH 3HATb HA3BaHWME WU aapec
npou3BoOAUTENA 3TOMO NUCXOAHOrO ChIPbA.

404. (7.14) 3ameHa noCTaBWMKa KPUTUYECKOrO WMCXOAHOrO Cbipbsi OO/KHA MNPOBOAUTLCA B
COOTBETCTBMU € NYHKTaMu 540 - 547 HacToawmx MNpasun.



Mpuemka 1 KapaHTUH (7.2)

405. (7.20) Npun nony4eHUn 1 nepen NPUEMKON KaxKa0e TapHOE MECTO C UCXOAHbIM Cbipbem Uan
rpynna TapHbIX MecT 06c/iefyoTca BM3yasibHO Ha MPaBWUIbHOCTb MapKMPOBKM (BK/tOYas COOTBETCTBME
Ha3BaHWI, WCNO/Ib3yeMbIX MNOCTABLMKOM W 3aKa3uMKOM, €C/IM OHM OTAMYAIOTCH) M Hanmdme
noBpeXAeHN KOHTeNHepa, NOBPEXAEHHbIX NJI0OMO, CBUAETENLCTB NOCTOPOHHErO BMELLATENbCTBA UK
KOHTaMWHauuK. McxonHoe coipbe A0MKHO COAEPrKATbCA B KapaHTUHE A0 oTbopa npob, NpoBepKu Uau
npoBeLeHMA UCMbITaHWUM U A0 NOAYYEHMA pPa3peLLleHUA Ha ero UCNoab3oBaHMe.

406. (7.21) Jo cmelmMBaHMA MOCTYNMBLLUENO WMCXOAHOFO CbiPbA C MMEHLWMMKUCS 3anacamu
(Hanpumep, pacTBOpPUTENSIMM WAW 3aMacaMM B HAKOMWUTENbHbIX OyHKepax) nocTynusliee WUCXoaHoe
Cblpbe A0NXKHO 6biTb 0603HAYEHO KaK COOTBETCTBYOWEe TPebOBAHMAM K 3TOMY MCXOAHOMY CbIpblo,
npowegwee HeobxoAMMble WCMbITAHUA, €CAN MPUMEHMMO, U paspelleHHoe ANA MCNO/b30BaHWUA.
Heobxoamnmo paspaboTaTb npoueaypbl NO NPefoTBPALLEHMIO OWMOOYHON BbIFPY3KM MOCTYMNMBLUEFO
NCXOAHOTO CbipbA B UMEIOLMIACA 3anac.

407. (7.22) NpousBoguTenb [ONKEH WMCKAOUUTD BO3MOMKHOCTb MEPEKPECTHON KOHTaMMHaLMu
nocTaBKKM "aHrpo", ec/in OHa OCyLecTBASAETCA B EMKOCTAX, HE NpeAHa3HaYeHHbIX CneunanbHo A1 Hee.
Ona noaTeepXAeHUA 3TOro MOTyT UCMOb30BaTbCA OA4HO UKW HECKO/IbKO CneayolWmnx 4OKa3aTeNbCTB:

Han4ymne AOKYMEHTa, NOATBEPKAAIOLWEro OYNCTKY;

MCMbITAaHWE HA HA/IMYMe CNepos NPUMecei;

OLLeHKa MocTaBLMKa.

408. (7.23) BonblinMe eMKOCTU ANA XpaHeHuAa U obcayxuBawoume MX TpybonposoAabl, NNHUM
HANOMHEHMA U PA3rPY3KN AONKHbBI UMETb COOTBETCTBYHOLLYIO MAapKUPOBKY.

409. (7.24) Kaxpoe TapHOe MECTO WMAM TPynny TapHbIX MECT C UCXOAHbIM Cbipbem (cepuen
NCXOAHOTO Cbipbs) HEOBXOAMMO MAEHTUPULMPOBATL C MOMOLLbIO XapaKTEPHOro Koda, HOMepa cepun
WA HOMepa, MNPUCBOEHHOrO Npu npuemke. YKa3aHHbI HOMepP [AOJ/IKEH MCNOAb30BaTbCA MpuU
PErncTpaunm MeCTOHAXOXKAEHUA Kaxpoih cepun. [JomkHa 6biTb cucTema maeHTMOMKAUMKM cTaTyca
Kakaon cepuu.

OT16op Npob 1 NnposeaeHMe UCMbITaHWI NOCTYNMUBLUMX UCXOAHOTO
CbipbA U maTepuanos (7.3)

410. (7.30) Ana noaTBep:KAeHUA NOSAMHHOCTU KaXKkaoM Cepum UCXOAHOMo Cbipbsi U MaTepuanos
(32 UCKNOYEHMEM UCXOAHOIO Cbipbsil U MaTepuanos, YKasaHHbIX B NyHKTe 412 Hactoawwmx lNpasun)
HeobxoaMmo npoBecTu xoTA 6bl O04HO ucnbiTaHue. Ecnv npousBoAnTENb UMEET CUCTEMY OLEHKM
NOCTaBLUMKOB, TO BMECTO NPOBEAEHNA APYTUX UCTIbITAHWIA MOXKHO MCMNOb30BATb AOKYMEHT NOCTABLLMKA,
NoATBEPKAAOWMIA KAUeCTBO.

411. (7.31) Npoueaypa yTBEpPKAEHMA MOCTABLUMKA [OO/IKHA BKAKOYATb OLEHKY CrnocobHocTu
npou3BoAUTENA MNOCTOAHHO MOCTaBAATb Cblpb€ W MaTepuanbl, COOTBETCTBYHOWME chneundrKaumam
(Hanpumep, AaHHble O KayecTse MpeablaylMx NOCTAaBOK). MpousBoauTenb Npexkae Y4em COKpaTUTb
06BbeM UCNbITaHWIA NPU BXOAHOM KOHTPOJE, AO/IKEH MPOBECTU MOJIHbIA aHANU3 KaK MUHUMYM Tpex
cepuii. B ntobom cnyyae NosHbIA aHaM3 HEOHBXOAMMO NPOBOAUTL Yepes onpeneseHHbIE MPOMEKYTKM
BPEMEHN U CPaBHMBATb €ro pes3yibTaTbl C AAaHHbIMM AOKYMEHTa MNOCTaBLUMKA, NOATBEPKAAOLLENO
KauyecTBO. [lOCTOBEPHOCTb AAHHbIX AOKYMEHTOB, NOATBEPKAAIOLMX KAUeCTBO, NOSNENKUT PerynapHoOin
npoBepKe.

412. (7.32) He TpebyeTcs npoBefieHWE KOHTPOAA TEXHONOTMYECKMX A06aBOK, ONacHoOro Wau
BbICOKOTOKCMYHOTO CbIpbA, APYTMX CheuuasnbHblX MATEPUANOB WAW MaATeEPUanoB, NepefaBaemMblX B
Apyroe nogpasgesneHve MoA KOHTPOJEM 3aKasuuKa, NpU HaAUuyMW [OKYMEHTA MPOU3BOAUTENS,
NoATBEPXKOAIOLWErO KavyecTBO, YAOCTOBEPAIOLWEr0o COOTBETCTBME 3TOrO CblpPbA  YCTAHOB/IEHHBIM
TpeboBaHMAM. UaeHTUPUKAUMA STUX MaTepManosB NPOBOAMTCA MyTeM BM3YasibHOW MPOBEPKU TAPHbIX
MEeCT, STUKETOK U PEerucTpaLmm Homepos cepmin. OTCYTCTBME KOHTPOA TAKOFO CbiPbs Ha MecTe A0JIXKHO
6bITb 060CHOBAHO M 0GOPMNEHO AOKYMEHTA/IbHO.

413. (7.33) Npobbl A0MKHbI BbITb PENpPe3eHTaTUBHbI 418 CepuM UCXOLHOrO Cbipba, U3 KOTOPOW
OHM 0TO6paHbI. B MeToauKax oTb6opa Npob A0NKHbI ObITb YCTAHOB/IEHbI YAC0 TapPHbIX MECT, N3 KOTOPbIX
Heobxoanmo oTbMpaTb NPobbl, U Ta YacTb TapHOrO MecTa, OTKyAa bepeTca Npoba, a TaKKe KONNYeCcTBO



CblpbA, KOTOPOE A0/MKHO BbiTb 0TOBPAHO U3 KaXKAoro TapHOro mecta. YmMcno TapHbIx mect gnsa otbopa
npo6 u pasmep npobbl A0AKHLI ObiTb YyKa3aHbl B njaHe otbopa npob, B KOTOPOM Yy4UTbIBAETCA
KPUTUYHOCTb CblpbA, U3MEHYMBOCTb CBOMCTB CbipbA, NPEeALIECTBYOWMIN ONbIT PaboTbl C NOCTaBLUMKOM B
OTHOLLEHMM KayecTBa, a TaK¥Ke KOIMYecTBO, Heobxoammoe s aHanusa.

414. (7.34) Ot60p Npob Heobxo0AMMO NPOBOAUTL B OMPeAe/iEHHbIX MecTax U B COOTBETCTBUMU C
WMHCTPYKUMAMMK, NpefHasHAaYeHHbIMM ANA NpefoTBpalLeHUA KOHTaMWHAuuK oTobpaHHOM npobbl U
ApYyrnx maTepunanos.

415. (7.35) TapHble mecTa, U3 KOTOPbIX 0T6MpatoT Npobbl, HEOHXOAUMO OTKPbIBaTb OCTOPOXKHO U
nocne otbopa npobbl HeMegNeHHO CHOBA 3aKPbIBaTb. TakMe TapHble MeCcTa NoA/eXKaT MAapKUPOBKe s
yKa3aHua ¢pakta otbopa npobbl.

XpaHeHue (7.4)

416. (7.40) ObpaleHne ¢ UCXOOHBIM CbIPb€M M ero XpaHeHWe AOJIKHO OCYLLECTBAATLCA TaKUM
06paszom, 4tobbl NPeoTBPaATUTL Er0 PA3NOKEHNE, KOHTAMMUHALMIO N NEPEKPECTHYIO KOHTAMUHALLMIO.

417. (7.41) WcxopHoe cbipbe, xpaHsauweecs B pubpoBbix HGapabaHax, MelKax UAM ALMKAX, He
OOJ/IKHO PasMeLLaTbca Ha Mojy. YKasaHHoOe Cbipbe HeObX04MMO pacrnofiaraTb TakKMM 0b6pasom, 4Tobbl
obecneynTb BO3IMOXKHOCTb NPU HEOBXOANMMOCTM NPOBECTU OUUCTKY U OCMOTP.

418. (7.42) UcxogHoe Cbipbe AOMMKHO XPAHUTLCA MPU TaKUX YCIOBUSX M B TEYEHUE TaKOro CPOKa,
KOTOpble He OKa3blBalOT HeGMAronpmuATHOro BO3AENCTBMA Ha UX KavecTBO. PekomeHayeTca cneguTb 3a
Tem, 4Tobbl UCXOAHOE Cbipbe, MOCTYNUBLLEE PaHbLUe, HblI0 MCNONL30BAHO B NEPBYIO OYepep.

419. (7.43) HekoTopoe UCXOAHOE Cbipbe B COOTBETCTBYIOLLMX TapHbIX MECTaX MOMKET XpPaHUTbCA
BHE MOMELLEHMI NPU YCNOBUU, YTO MAEHTUDULUPYIOLLME STUKETKM OCTAOTCA Pa3bopumnBbIMK, a TapHble
MeCTa Hagaealwmm o6pasom OUMLLLAIOT Nepes, BCKPbITUEM U UCMO/Ib30BAHNEM.

420 (7.44) Ona Toro u4TobbI NPeAOTBPATUTb HECAaHKUMOHMPOBAHHOE WCMNO/b30BaHUE B
Npon3BOACTBE OTKNOHEHHOMO UCXOAHOMO Cblpbfi, OHO AOMXHO ObiTb MPOMAPKMPOBAHO M HAXOAUTLCA
noA, KOHTPOSEM B KapaHTUHe.

MoBTopHas oueHKa (7.5)

421. (7.50) No mepe HEOBXOAMMOCTU UCXOAHOE Cbipbe AONMXKHO NOABEPraTbCs NOBTOPHOM OLEHKe
Ons  Toro, 4rtobbl onpeaennTb ero MNPUrogHocTb AAA  WUCNoAb30BaHMA (Hanpumep, nocne
NPOAO/IKUTENIbHOIO XpaHEeHMA NN BO3LENCTBUA TENAA UM BAAXKHOCTH).

TEXHOJIOTMYECKMIA NPOLLECC M KOHTPOb B MPOLLECCE
NMPOU3BO/ACTBA (8)

TexHonormyeckne onepauuu (8.1)

422. (8.10) UcxoaHoe cbipbe ANA NPOU3BOACTBA MPOMEXKYTOYHOM npoayKumm u ®C cneayet
B3BElWMBaTb MW OTMEPUBATb B COOTBETCTBYIOLLMX YC/NOBMAX, HE OKa3blBAlOWMX BAMAHMA Ha ero
NpUrogHoCTb ANs MUCMnosab3oBaHUA. Heobxoammo, 4Tobbl Becbl M YCTPOMCTBA AN1A M3MepeHua obbema
MMeNn TOYHOCTb, NPUEMIEMYIO ANA NpeanoiaraemMoro NCrnoab3oBaHuA.

423. (8.11) Ecnm uncxoaHoe Cbipbe AeNAT Ha HEeCKONbKO nopuuii AanAa nociaeaytollero
NCNO/Ib30BaHUA B TEXHOMOIMMYECKMX onepaunsx, KOHTEMHepP, B KOTOPbIN MOCTyNnaeT UCXOAHOE CbIpbe,
AONKeH ObITb NpUrogHbiM AN 3TOFO M MapKUMpOBaH TakMM o0b6pasom, 4Tobbl Oblia B HanuMuuu
cneayowas MHpopmauma:

Ha3BaHWe UCXOAHOrO CbipbA U (MNK) ero Koa;

HOMeEp, NPUCBOEHHbIN MPU NPUEMKE, UM KOHTPOIbHbIN HOMEP;

macca uam o6 beM UCXOLHOTO Cbipbsi B HOBOM KOHTEMHEPE;

npu Heo6xo4MMOCTM AaTa NPoBeAEeHMA MOBTOPHOMN OLEHKM MU NMOBTOPHbIX UCMbITAHUNA.

424. (8.12) Heobxogmmo HabnogaTh 38 KPUTUYECKMMM OMNepaLMaMmN B3BELIMBAHUA, OTMEPUBAHMUA
WKW pasgeneHns U yaocToBepsTb UX BbINOAHEHWe AMb0 noaBepratb UX SKBUBANEHTHOMY KOHTPOJIO.
Mepen MCNonb30BaHUEM UCXOAHOIO CbipbA MPOM3BOACTBEHHbIN MEPCOHAN AONKEH YA0CTOBEPUTLCA B



TOM, YTO OHO AENCTBMTE/IbHO fBASIETCA TEM CbipbeM, KOTOpOe YKasaHo B dopme AnsA 3anucu no
NpPou3BOACTBY CEPUM AN1A AAHHOW MPOMENKYTOUHOM npoayKuum unm eC.

425. (8.13) BbInosiHEHME APYITUX KPUTUYECKMX Onepauui AO0/MKHO TaKKe NpoBOAMTbCA Nof,
KOHTPO/MIEM BTOPOrO CNneLmanncTa uam noasepraTbCs 3KBMBaNEHTHOMY KOHTPOIO.

426. (8.14) Ha onpeaeneHHbIX CTaausaX TeXHONOMMYEeCKoro npouecca ¢akTMyeckue BbIXOAbl
AOMKHbI BbITb CONOCTaB/IEHbl C OXKUAaaembiMU. OKMAaemble BbIXOAbl B COOTBETCTBYIOLWINX Npeaenax
AO/MKHbI ONpeaensaTbCA Ha OCHOBAHWUWU AaHHbIX NPOBEAEHHbIX paHee NabopaTOpPHbIX, OMbITHbIX WK
NPOMbILNEHHbIX WUCMNbITAHUW. [IPUUMHBI  OTKNOHEHUI OT OMMAAEeMOro BbIXOAa, CBA3aHHble C
KPUTUYECKMMM CTaaMAMM MpoLecca, A0NXKHbI 6biTb paccnenoBaHbl, YTobbl onpeaennTb UX BAMAHUE
(M BO3MOKHOE BIMAHME) Ha KAUeCTBO COOTBETCTBYIOLLUX CEPUA.

427. (8.15) NNtob6oe oTKNOHEHWNE A0NKHO BbITb 0POPMAEHO AOKYMEHTANbHO U 06BbACHEHO. J/lloboe
KPUTUYECKOE OTK/IOHEHWE AOJIKHO BbITb pacciefoBaHo.

428. (8.16) TexHONOrMYECKUA CTaTyC OCHOBHbIX eauHUL, 0b0opyAOoBaHUA A0NXKeH ObiTb YyKasaH
NMbB0o Ha KOHKpEeTHbIX eauHuMuax obopynoBaHMA, NMBO B COOTBETCTBYHOLLEN AOKYMEHTauuu, nnbo c
NCNO/Ib30BaHMEM CUCTEM KOMMbIOTEPHOIO KOHTPOS, IGO0 C NOMOLLbIO aNbTePHATUBHbIX METOA0B.

429. (8.17) MpousBoguTenb AOO/MKEH KOHTPO/IMPOBATb MaTepuasbl, nNpeAHasHayYeHHble AnA
NoBTOPHON 06pPaboTKM MAM  nepepaboTkM, A8 NpenoTBpalleHMA  HeCaHKLMOHWMPOBAHHOIo
NCNosb30BaHuA.

OrpaHMYeHne BpeMeHM BbINOJIHEHUA onepaunit (8.2)

430. (8.20) Echn B TeXHONOTMYECKOWM MHCTPYKUMK (NyHKT 389 HacToswwmx MpaBun) ycTaHOB/EHbI
OorpaHMyeHMsa No BPEMEHM, UX HeobxoamMmo cobnogaTth AnA obecneyeHUs KavecTBa MPOMENKYTOUYHOM
npoaykumm un OC. MNpomnsBoguTenb AOMKEH [AOKYMEHTaNbHO OGOPMAATb OTKAOHEHWMA OT 3TUX
OrpaHUYeHU U NPOBOAUTL UX OLEHKY. TakMe orpaHUYeHUs MoryT He noTpeboBaTbcA Npu NpoBeaeHUn
TEXHONOIMMYECKOro npouecca A0 AOCTUXEHUA YCTAHOBJ/IEHHbIX 3HAYeHWW MapamMeTpoB (Hanpumep,
OOCTUXKeHMEe HeobxoaMmoro 3HauyeHua pH, rugporeHusauumsa, CylWwKa Ao  NpenBapuTesbHO
YCTaHOB/IEHHON BE/IMYMHbI MapameTpa), MOCKOJIbKY 3aBeplUueHWe peakuui uauM cTaguii npouecca
onpegenaeTca nocpeacTBom oTbopa Npob 1 UCMbITaHUI B NpoLecce NPon3BOACTBA.

431. (8.21) MpomexKyTOUYHYIO MPOAYKLUMIO, NpeAHasHauyeHHY Aaa AanbHeliwel o06paboTkuy,
Heobxo4MMO XpaHUTb MNPWU ONpefeneHHbIX YCNoBMAX, 4YTObObl obecneyntb ee NPUrOAHOCTb ANA
AanbHEeNWero NCnoib3oBaHus.

OT60p NPO6 N KOHTPOAb B NpoLLecce npomsBoacTaa (8.3)

432. (8.30) MNpousBoauTenb AOMKEH pa3paboTaTb U YTBEPAUTb MHCTPYKLUN MOHUTOPUHIA
npoLecca U KOHTPO/A BbIMONHEHWUA TEX CTaAUI NpoLLecca, KOTopble ABNAIOTCA NPUYNHON HEMNOCTOAHCTBA
nokasaTesien KauecTBa NPOMEKYTOYHOM npoayKummn n ®C. MopAagok NpoBeaeHNA KOHTPOAA B NpoLecce
Npou3BOACTBAa W COOTBETCTBYIOLME KPUTEPUMU NPUEMNEMOCTU [OJKHbI ObiTb oOnpepeneHol Ha
OCHOBAHWUN MHOPMALMK, NONYYEHHOM HA CTaAUMU Pa3paboTKM, MAKM HA OCHOBAHMMU NPeALEeCcTBYIOLLEro
onblTa NPOM3BOACTBA.

433. (8.31) Kputepun npuemnemoctv, TMn U ob6bem UCNbITAHUA MOryT 3aBUCETb OT NPUPOAbI
BbINYCKAaeMbIX NMPOMEKYTOYHON NpoayKunmn n ®C, peakunm Mam CTagmm npouecca U cTeneHn BAUAHUA
TEXHO/IOTMYECKOro NpoLecca Ha HEMOCTOAHCTBO KavyecTBa NPoAyKLUMKU. Ha HavyanbHbIX cTaguax npouecca
JONYyCTMMO NpPOBeAEHNE MEHEE KEeCTKOro KOHTPO/JA B MpoLecce NPOM3BOACTBA, TOr4a Kak Ha b6onee
NO34HUX CTaaMAX npoLecca (Hanpumep, cTagmu BblAeeHNUA U OYUCTKM) HeobxoaMmo nNpoBoauTb 6onee
YKECTKUMN KOHTPO/1b.

434, (8.32) KpuTnuyeckune atanbl KOHTPOAS B NPOLLECCE NPOU3BOACTBA MU MOHUTOPUHT KPUTUYECKUX
NpoLeccoB, BKAOYAA TOYKM U METOAbl KOHTPOAA, AOMKHbI OblTb M3/10XKEHbI B MMCbMEHHOM BUAE U
yTBEpKAEHbI NogpasaeseHnem KOHTPOAA KayecTsa.

435. (8.33) KoHTponb B npouecce Npou3BOACTBA AO/KEH OCYLLECTBAATb KBAaMOULMPOBAHHbIN
NPOM3BOACTBEHHbIA MepcoHan. KoppeKkTMpoBaTb NpoLEecc MOXKHO 6e3 npeaBapuTeNibHOM CaHKLUK
nogpasgeneHna KayecTBa, €C/IM TaKad KOPPEKTMPOBKa MPOBOAMTCA B 3apaHee YCTAHOBEHHbIX
npeaenbHbIX 3HAYEHUAX, YTBEPKAEHHbIX NOo4pa3ae/ieHMeM KayecTBa. Bce vcnbitaHma n ux pesynbtathl



OO0MKHbI 6bITb NONHOCTEIO 0GOPMAEHDbI LOKYMEHTANIbHO KaK YacTb A0OCbE Ha CEPUIO.

436. (8.34) MeToabl oTbopa Npob AnA maTepuasnos, HaxOAALIMXCA B MpoLLecce NPou3BOACTBa,
NPOMEXKYTOYHOM npoaykumm u OC aonxKHbl OblTb NpuBEAEHbl B WMHCTPYKUMAX, YTBEPMKAEHHbIX
npoussogutenem. MNnaHbl oT60pa Npob M MeToaUKN A0NKHbI 6a3nMpoBaTbcA HA HaydYHO 06OCHOBAHHOM
nopaake otbopa npob.

437. (8.35) MpousBoanTenb AONXKEH OCYLWECcTBAATb OT6Op Npob B npolecce NPOU3BOACTBA C
MCNosb30BaHMEM npoueayp, NpeaycMaTpuBalowmMx nNpeaoTBpalleHMe KOHTaMUHaLMM OTOB6paHHOro
maTepuana u Apyron npomerKyTouyHon npoaykumm nam ®C. Heobxogmmo paspabotaTtb npoueaypbl gns
obecneyeHnA coxpaHeHna LenocTHocTM 06pasyoB nocne oTbopa.

438. (8.36) MNpu npoBeaeHMM UCMbITAHUIN B NpoLLecce NPOU3BO/ACTBA, KOTOPblE OCYLLECTBAAIOT C
LUeNnblo MOHUTOPWHIA U (MAKN) KOPPEKTUPOBKKU MpoLecca, Kak npaBuao, He TpebyeTca paccnefoBaTb
C/ly4an HECOOTBETCTBUA cneunduKaumnsam.

CMellnBaHMe cepuit MPOMeXYTOUYHOM NpoAYyKUUN
nnu papmaueBTUYECKMX cybcTaHumi (8.4)

439. (8.40) B HacTosILEN rNaBe CMELIMBAHNE ONpeaenneTcsa Kak npouecc obbeguHeHUsA BELLECTB,
COOTBETCTBYHOLWMX TPeBOBAHMAM OAHOW cneumdUKaLmm, ANA NONYYEHUA OAHOPOAHON NPOMENKYTOUHOM
npoaykumm mam ®C. CmewmnBaHWe B NpoLecce NPOM3BOACTBA YacTell OAHOW W TOW e cepuu
(Hanpumep, 06bEAMHEHWE HECKONbKUX 3arpy3oK UeHTpUdyrn M3 OAHON cepun, NOAYYEHHOMN npu
KpUCTanausaumu) uam obbeamHeHWe YacTel pasnMuHbIX cepuit ans nocneaywouen o6paboTku
CYNTAETCA YACTbO TEXHO/IOMMYECKOTO MPOLLECCA U HE PAacCMaTPUBAETCA KaK CMeLLMBaHUeE.

440. (8.41) CmewmnBaHMe cepuil, He oTBevalwlmnx TpeboBaHUAM cneunmdbuKaumin, c¢ APYrumu
cepuamM ¢ uenbto obecrnevyeHmMa cOOTBETCTBUA cneumduKaumam asasetTcAa HegonyctumbiM. Kaxkpaas
cepus, BXOAAWAA B COCTaB CMeCU, AOJ/KHA ObiTb NpousBeseHa MO YCTAHOB/IEHHOM TEXHOJIOMMM,
WHAMBMAOYANbHO WMCMNbITAaHA M [AOJMKHA COOTBETCTBOBATb YCTAHOB/IEHHBIM CheunduKaumam nepes,
CMeLLMBaAHNEM.

441. (8.42) Onepauum cMmeLLMBaHUA NPUEM/IEMbI, B YaCTHOCTU, ANS:

CMeLlnBaHMA HeboNbLINX CEPUN ANA YBENMYEHNA pa3Mepa Cepuu;

CMELLMBaHMA OCTATKOB (TO eCTb OTHOCMTENbHO HEeDO/bLIMX KOJIMYECTB BblAE/NIEHHOIO BELLECTBa)
cepuii ogHOM M TOW ¥Ke NPOMENKYTOUHON NPOoAYKUMM AN OAHOM 1 Tol e OC ana nonyyeHus eguHom
cepum.

442. (8.43) MNpounsBoaguTeNb A0MKEH KOHTPOMPOBATb U 0GOPMAATL AOKYMEHTaNbHO NPOLECChl
cmewBaHuA. MNonyyeHHaa B pesy/bTaTe CMELWNBAHUA Cepusa, rae NPUMEHUMO, AOJIKHA NoABepraTbea
MCNbITAaHUAM Ha COOTBETCTBUE CneundmKaLmam.

443. (8.44) Jocbe Ha ceputo, OTparkalollee CMmellMBaHWeE, OO/MKHO obecneynBaTb BO3MOXKHOCTb
06paTHOro NPoOCNEXMBAHUA OTAENbHBIX CEPUIA, U3 KOTOPbIX CAENaHa CMECh.

444, (8.45) B Tex cny4yasx, Korga ¢usmyeckne xapaktepuctuknm PC aBnAOTCA KPUTUYECKMMM
(Hanpumep, ®C, npeaHa3HaYeHHbIe A5 NOAYYEHUA TBEPAbIX IEKAPCTBEHHbIX GOPM MU CYCNEeH3UN ana
npuema BHYTPb), oOnepaumMm CMelMBaHMA HeobXoAMMO BanAMAMPOBATb, YTOObI rapaHTMPOBATb
OAHOpPOAHOCTL 06beAnHEHHON cepun. Banupauma p[OAXKHA BKAOYATb MPOBEAEHUE WCMbITAHWUI
KPUTUYECKMX XapaKTEPUCTUK (Hanpumep, pacnpeseneHmsa 4acTumL, No pasmepam, HacbIiMHOW NAOTHOCTHU U
NJIOTHOCTU MPU YNAOTHEHWUM), HA KOTOPbIE MOXKET OKa3aTb BMAHME NPOLLECC CMELIMBAHUA.

445. (8.46) Echn cmelinmBaHME MOMKET OKasaTb OTpuULATe/IbHOe BO3AeNCTBME Ha CTabuabHOCTb,
npou3BoauTeNb A0/IKEH NPOBOAUTb UCMbITAHUA CTabMABHOCTM OKOHYATENIbHbIX CEPUM, MOSYYEHHbIX B
pe3ynbTaTe CMeLLIMBAHWUA.

446. (8.47) [aTa OKOHYaHMA CPOKa roAHOCTM WAW AaTa NPoBeAeHMA MOBTOPHbIX WUCMbITaHUN
cepuu, NOAYYEeHHOW B pe3ynbTaTe CMeLIMBAHWA, OO0/KHA ONpeaenATbCA Ha OCHOBAHUM  AaTbl
NPoW3BOACTBA CaMblIX CTapblX OCTAaTKOB UM CaMOii CTAapOi CEpUN B CMECH.

KoHTpo/ib KOHTaMMHaL MK (8.5)

447. (8.50) [onyckaeTca BHOCUTb OCTaTKM BELLECTB (B YaCTHOCTM, OCTATKU, HAaNUMLIME HA CTEHKY
N3MENIbYUTENS, C/ION BNIAXKHbIX KPUCTAINI0B, OCTaBLUMXCA Ha CTEHKAx BaKa ueHTpudyrM nocne pasrpysku,



OCTaTKK, obpasoBaBLUMECA B pe3ynbTaTe HENONHOM BbIFPY3KU XKUAKOCTEN UAM KPUCTanioB u3 paboyei
€MKOCTW Npu NepeHoce BELWECTBA Ha CAeAytowyto CTaguio npouecca) B nocieaytowme cepmum Ton e
NPOMEKYTOYHOM NpoayKkumm mam ®C npu ycnosmMmn NpoBeAEHUA COOTBETCTBYIOLLErO KOHTPOAA. Takoe
BHECEHME He [O0/KHO MoBaeYb 3a coboil nepeHoca MPOAYKTOB Pa3/OXKEHUA WAN MUKPOBHOM
KOHTaMWHaUMKM, KOTOPbIE MOTYT OTPULLATENbHO NOBAMATL Ha YCTAHOBEHHbIM Npodunb npumecei PC.

448. (8.51) TexHonoruyeckMe onepauumM AO0NXKHbI NPOBOAUTLCA TakMM o06pasom, 4TO6bI
nNpeaoTBPATUTL KOHTAMUHALMIO NPOMEKYTOYHOM NpoAyKLMn nan OC apyrummn Bew,ectsamu.

449. (8.52) C uenbio NpeaoTBPaLLEHUS KOHTaMMHaLUMKU MPOM3BOAMTENb AO0/MKeH cobaoaath
ocobble mepbl NPeoCTOPOKHOCTU NpU paboTe ¢ PC nocne ee OUYNCTKW.

YNAKOBKA N MAEHTNOULINPYIOLLAA MAPKUPOBKA ®APMALEEBTUYECKMX
CYBCTAHLMI N NPOMEXYTOYHOM MPOAYKLIN (9)

O6wme TpeboBaHua (9.1)

450. (9.10) NMponsBoanTeNb AOMKEH YTBEPAUTb MPOLEAYPbl, ONUCbIBAIOLWME NOPSAOK NPUEMKM,
naeHTUdMKaLmMm, NOMeLLEHMA B KapaHTUH, oTbopa nNpob, nccinesoBaHns U (MaM) UCNbITAHUA M Bblgaun
paspeweHna Ha MCMNOo/b30BaHME YMAKOBOYHbIX MaTepManoB U MaTepmanoB A1A MAapPKMPOBKK, A TaKKe
nopsAoK obpaLLleHns ¢ TaKMMKU maTepuasamu.

451. (9.11) YnaKkoBo4Hble MaTepuanbl U maTepuanbl AN MAaPKUPOBKU AO/KHbI COOTBETCTBOBATb
cneundumkaymam. Te M3 HUX, KOTOpble HE COOTBETCTBYIOT TaKMM creumdbukaumam, AO0NXKHbI ObiTb
OTKJ/IOHEHbI ANA NpeaoTBPALLEHMA UX MCNOb30BAHMUSA MPU BbINOAHEHUN OMNEepaLUi, 418 KOTOPbIX OHU
HenpuroaHol.

452. (9.12) NpoussoauTeENb AONXEH BeCcTU 3anucuM AN KaXKAoW MOCTaBKM 3TUKETOK MU
YNaKOBOYHbIX MaTEPMAsIOB C YKa3aHUEeM AaHHbIX 06 UX NpuemMKe, NPoBepKe UK UCMbITaHUK, a TakKe 00
UX MPUHATUN UAN OTKNOHEHUMN.

YnaKkoBo4Hble maTepuansi (9.2)

453. (9.20) Tapa gmonkHa obecneymMBaTb HaANeXKallylo 3allMTy OT MOPYM UAN KOHTaMWUHALMK
NPOMENKYTOUHON NpoayKumm unm ®C Bo BpemMA TPaHCMOPTUPOBKM U XPaHEHWs B NpeayCMOTPEHHbIX
YC/IOBUAX.

454, (9.21) Tapa ponKHa ObiTb YMCTOM WU, ecnM 3Toro TPebyeT XapaKTep MNPOMENKYTOUYHOM
npoaykumm nam ®C, noasepratbCsa CaHUTApHOW obpaboTke ana obecneyeHns ee NPUrogHOCTU ANA
MCNONb30BaHMA MO Ha3HayeHuto. Takaa Tapa He JAo/KHA 06/13a4aTb XMMUMYECKON aKTUBHOCTbIO,
abcopbUpyOLWMMM  CBOMCTBAMU MAN  CNYXKUTb MCTOYHMKOM MNOCTOPOHHUX nNpumecen, 4Tobbl He
BbI3bIBaTb M3MEHEHWUI KayecTBa MPOMENKYTOYHON MpoAyKuun uan OC ceepx NpenenibHblX 3HAYEHWUN,
YCTaHOB/IEHHbIX B cneunduKaumu.

455. (9.22) Ecnu Tapa npegHasHavyeHa A4aa NoBTOPHOro UCMO/b30BaHMA, OHa A0/IXKHA OYMLATLCA B
COOTBETCTBUM C YTBEPHKAEHHBIMU UHCTPYKUMAMM, @ BCE NpeablayLime STUKETKU AOMKHbI ObITb YAaNeHbl
WK CcTepThbI.

Bblgaya 3STUKETOK U KOHTPOAb (9.3)

456. (9.30) locTyn B 30HbI XpaHEHWUA STUKETOK 0/1XKeH BbiTh pa3pelleH TONbKO AnLam, MMEeoLWUM
COOTBETCTBYHOLME NOJHOMOYUA.

457. (9.31) NpoussoauTenb AO0MKEH MNPUMEHATb MpoLeAypbl COMOCTAaBAEHUA Ko/n4yecTsa
BblAaHHbIX, WCNO/Ib30BaHHbIX M BO3BPALLEHHbIX 3STUKETOK ANA OUEHKM PACXOXKOEHMA Mexay
KONMYECTBOM MapKMPOBAHHbLIX YNMAaKOBOK M KOJIMYECTBOM BbIAAHHbIX 3TUKETOK. PaKTbl pacxoxKaeHus
Heobxo4MMO paccnenoBaTb, a NOYYEHHble pPe3yabTaTbl A0MKHbI ObiTb YTBEPXKAEHbI NOAPA3AENEHNEM
(nogpasaeneHnamu) Kavecrtsa.

458. (9.32) Bce Hencnosib30BaHHble 3TUKETKM C HOMEPaMMU CEPUA WUAWU APYroi neyaTHoM
MHbOPMALMEN, OTHOCALLENCA K STUM CEPUAM, LOMKHbI OblTb YHUUTOMKEHbI. BO3BpaLLEHHbIE STUKETKU
HeobXxo4MMO CcoAepaTb W XPaHUTb TaKMM 06pa3om, YTOoObl NPeaoTBPaATUTb UX MepenyTbiBaHUE WU



obecneunTb HagNexallyo naeHTUdUKaymio.

459. (9.33) YcTapeBLlne 3TUKETKU AOMKHbI BbITb YHUUTOMKEHbI.

460. (9.34) MpowusBoauTenb AONXKEH KOHTpoAMpoBaTb obopyaoBaHMe, UCMO/b3yemoe A
neyaTaHMA 3TUKETOK NpPM OMepaumax ynakoBKW, B Lenax obecneyeHWs COOTBETCTBMA BCEX OTTUCKOB
neyaTHOMY TEKCTY, YKasaHHOMY B 3aMMUCAX NO NPOU3BOACTBY CEPUM.

461. (9.35) OtnevaTaHHble 3TUKETKW, BbldaBaemble A0S ONpeAeNneHHOW Ccepuu, [AO0/KHbI
TLWaTeNbHO NPOBEPATHLCA B OTHOLEHUN UX NOSJAMHHOCTU U COOTBETCTBMA YCTAHOBNEHHbIM TPEOOBAHUAM.
Pe3ynbTaTbl TaKOM NPOBEPKM A0/KHbI OPOPMAATECA LOKYMEHTANbHO.

462. (9.36) Obpasel, oTneyaTaHHOM 3TUKETKU, COOTBETCTBYIOLMIA UCMO/b30BaHHbIM 3TUKETKAM,
HeobXxo04MMO BK/IOYATL B 3aMMCK MO NPOU3BOACTBY CEPUN.

Onepauymm no ynakoBke U MapKunposKe (9.4)

463. (9.40) [MMpousBoauTeNnb [OMKEH YTBEPAMTb MHCTPYKUMKW, NpeAHasHauyeHHble Aann
obecneyeHus NPaBUAbHOIO UCMO/Ib30BAHUA YNAKOBOUYHbIX MAaTEPMAIOB U STUKETOK.

464. (9.41) TMMopsfdoK OCyLWeCTB/AEHUs onepaumin Mo MapKMPOBKE [OO/KEH WCKAKYaTb
BO3MOHOCTb NepenyTbiBaHUA MaTepuanoB [AAA MAPKUPOBKM. Heobxoammo dusmnyeckoe uam
NPOCTPAHCTBEHHOE pa3aeneHne paboT, CBA3aHHbIX C Pa3HOM NPOMENKYTOYHON NpoayKkumnen unm ®C.

465. (9.42) TUKETKM, UCMOb3yeMble A8 MAapPKUPOBKU HAPYKHON NOBEPXHOCTU KOHTEMHEepoB C
NPOMEKYTOUHOM Npoaykumen nnm ®C, AONKHbI COAEPKATb Ha3BaHME UAU MAEHTUUKALMOHHBIN Kog,
HOMep Cepuu NPOAYKUUM U YCAOBUA XPAHEHUA, €eCAn Takaa MHPOpMaLmMA ABNAETCA KPUTUYECKOM AnA
obecneyeHnA KayecTBa NPOMEKYTOUYHON NpoayKunmn namn OC.

466. (9.43) Echn npomexkyTouHas npoaykuma nanm ©C npeaHasHavyeHbl AN TPAHCNOPTUPOBKY 3a
npegenbl chepbl KOHTPONA CUCTEMbI YNPaBAEHMA MaTeEpManamu MNPoU3BOAUTENA, TO HA 3TUKETKe
OOMKHbI BbITb TaKMKe YKa3aHbl Ha3BaHWE U agpec NPOU3BOAUTENA, KOJIMYECTBO COAEPHKMMOrO, ocobble
YC/IOBMA TPAHCMOPTUPOBKM U Ntobble crneumancHble TpeboBaHMA, YCTaHOBAEHHblEe $dapMaKoneHbIMU
CTaTbAMM, HOPMATMBHOM AOKYMEHTALMEN WAN HOPMATMBHLIMU LOKYMeHTaMu. [1A MpoOmMeKyTOYHOM
npoaykumMm n ®C, KOTopble MMEOT YCTAaHOBJ/IEHHbI CPOK FOAHOCTM, Ha STUKETKE U B AOKYMEHTE,
noATBEPXKOAIOWEM KAYecTBO, [AOJ/KHA OblTb yKasaHa [fgata MCTedeHWs Cpoka rogHoctu. [AnA
NPOMEKYTOYHOM NpoayKuum n ®C, B OTHOLIEHUN KOTOPbLIX YCTAHOBAEHA AaTa NOBTOPHbIX UCMbITAHWN,
TaKan gaTa A0/XKHA ObITb YKa3aHa Ha 3TUKETKe U (MAn) B LOKYMEHTE, MOATBEPKAAIOLLEM KayecTBo.

467. (9.44) NpounsBoguTenb AOMKEH NPOBEPUTL NOMeLLEHMA U obopyaoBaHWeE AN YNAKOBKU U
MapKMpPOBKN HENOCPeACTBEHHO Mepes, UX WMCNONb30BaHWEM, 4TOObl ybeauTbcA, 4TO yAaneHbl Bce
MaTepuanbl, KOTOPble He HYXKHbl ANA CAeAyoLlleit onepaLmm ynakoBKkKU. Takaa NpoBepKa A0KHa ObITb
obopMieHa [OKYMEHTa/ibHO B 3anucAX MO MNPOM3BOACTBY CEpPUM, B IKYpHane WCNONb30BaHUA
NoMeLLEeHWI 1 3KcnayaTaumm 060pya0BaHNA UK OTPAXKEHA B APYrOi cCUCTEME AOKYMEHTALUW.

468. (9.45) [powusBoauTenb AOMKEH MNPOBEPUTb  YNAKOBAHHYID U MAPKMPOBAHHYHO
NPOMENKYTOUHYIO NpoAyKumio unm OC, ytobbl yoeanTbes, YTO NEePBUYHAA U BTOPMYHAA YMaKOBKa ANA
CEPUN NMEET NPABUIbHYIO MapKMPOBKY. Takasa NnposepKa f0/KHa 6biTb YaCTbio OnepaLmm No ynakoBKe.
Pe3ynbTaTbl yKasaHHOM NPOBEPKU [0/MKHbI ObiTb OTPaXKeHbl B 3aNUCAX MO MNPOM3BOACTBY CEPUU UM B
OOKYMEHTax Mo KOHTPOHO.

469. (9.46) YNnakoBKK C NPOMEXYTOYHOM nNpoayKuunein nnm ®C, noanexalime TpaHCNOPTUPOBKE 3a
npeaenbl chepbl KOHTPOA NpPOM3BOAUTENA, HEOBXOAMMO OMNOMbOMpPOoBaTh TakMm obpasom, YTobbl B
Ccnyyae HapylweHWsa MAM OTCyTCTBMA NAOMObl nonyyatenb mMor ob6patuTb BHMMaHME HA BO3MOMKHOCTb
U3MEHEHMUA COAEPKMMOTO.

XPAHEHUE N PEANTM3ALMA (10)
XpaHeHue Ha cknage (10.1)
470. (10.10) NpousBoguTeNb OOMKEH MNPEAyCMOTPETb MOMELLEHUS U TEXHUYECKMEe CpeacTBa,
HeobxogMmble AN XPaHEeHMA BCEX MaTepuasioB B COOTBETCTBUM C YCTAaHOB/IEHHbIMM YC/OBUAMMU

(Hanpumep, KOHTPOIMpPYyEMble TeMNePaTyPa M BAAXKHOCTb, KOraa 3To Heobxoaumo). Heobxoanmo BecTu
3anucyY MapameTpoB 3TUX YC/IOBWW, €CAN OHW ABAAIOTCA KPUTUYECKMMU A/ COXPaHeHUA CBOWCTB



MaTepuanos.

471. (10.11) NpousBoAnTENb AOMMKEH BblAENUTb OTAENbHbIE 30HbI AN BPEMEHHOro XpaHeHus
HaXOAALIMXCA B KApPaHTUHE, OTK/IOHEHHbIX, BO3BPALLEHHbIX MAN OTO3BAHHbIX MaTepUanoB A0 NPUHATUA
peweHna o6 WX WCNONb30BAHUM, €CAN HEe UMEEeTCA ApYyroh CcucTembl ANA NpenoTBpaLLeHuA
HenpeAHaMepPEeHHOro AU HECAaHKLUMOHUPOBAHHOIO MCMO/1b30BAaHUA YKA3aHHbIX MaTepuasos.

Peanusaums (10.2)

472. (10.20) Peanusaumsa ®C 1 NpoMeKyTOUYHbIX MPOAYKTOB TPETbUM ANLAM A0MNYCKAETCA TO/IbKO
nocne BblgAYM nogpasgeneHnem (noapasaeneHnsMmn) KayecTBa paspelleHMsa Ha WX BbIMYCK U
NnoATBEPXKAEHMA COOTBETCTBUA CEPUN YMOJHOMOYEHHbIM Anuom. C 1 NpomMeKyToYHaa NpoayKumA B
CTaTyce KapaHTMHa MoryT ObiTb NepefaHbl B APYroe noapasneneHune, Haxoasaueeca B chepe KOHTPoONA
Npou3BOAMUTENA, ECAN 3TO paspeLleHo noapasaeneHnem (NoapasaeneHnamMmn) KayectTsa v NPy HaAMunK
COOTBETCTBYIOLNX KOHTPOIA U AOKYMEHTaLUUN.

473. (10.21) Ycnosua TpaHcnopTupoBKkM ®C 1 NpomeKyTOYHOM NPOAYKLMN HE OONKHbI OKa3blBaTb
OTpULLATENIbHOTO BO3EMCTBUA Ha MX KAauecTBo.

474. (10.22) Ocobble ycnoBua TPAHCNOPTUPOBKM UAM XxpaHeHua DC MAM NPOMENKYTOYHOWM
NPOAYKLMM AOMKHbI ObITb YKa3aHbl HA STUKETKE.

475. (10.23) MpowussoanTenb AOMKEH ybeauTbcs B TOM, YTO MCMOJIHUTE b, OTBETCTBEHHbIN 3a
nepesosky ®C mAM NPOMEXKYTOUYHOW NPOAYKUMKM, OCBEAOMAEH 00 YCNOBMAX TPAHCMOPTUPOBKU U
XpaHeHuA n cobntoaaeT ux.

476. (10.24) NpounsBoauTeNb AOMKEH UMETb CUCTEMY, MO3BO/IAIOLLYIO BbICTPO YCTaHOBUTb MYTU
peanusaummn  Kaxkaon cepum NPOMEXKYTOYHOM npoaykuum u (uamn) ®C B uensx obecneyeHus
BO3MOHOCTU UX OT3bIBa.

JIABOPATOPHbI KOHTPOb (11)
O6wmit KoHTpoab (11.1)

477. (11.10) HesaBucumoe noapasaeneHue (noapasaeneHus) Kayectsa A0MKHO (A0/1KHbI) UMETb
B CBOEM PACMOPAXKEHUM COOTBETCTBYOWME NabOpaTOpHbIE MOMELLEHMA U 06opya0BaHME.

478. (11.11) MNpowusBoauTenb [AOMMKEH YTBEPAUTb WHCTPYKLMMK, ONUCbIBalowMe OTH60p npob,
nposeAeHMe WUCMbITaHUI, 0A06peHMe MAUM OTKNOHEHUWE MaTepuanoB, a TaKXkKe [AOKYMeHTasbHoe
odopmieHMe W XpaHeHMe NabopaTopHbIX AaHHbIX. BepeHwe nabopaTopHbiX 3anucert AOKHO
COOTBETCTBOBaTb TPEOOBAHUAM, YCTAHOBNEHHbIM NyHKTamMu 394 - 395 HacToAwmx Mpasua.

479. (11.12) Bce cneumduKaumm, nnaHol otbopa Npob U MeToAMKU UCMbITaHUA [OMKHbI ObiTh
Hay4YHO 06OCHOBAHbI U AO/IKHbI FAPAaHTUPOBATb, YTO UCXOAHOE Cbipbe, MPOMEXKYTOUYHaA npoayKkuus, ®C,
STUMKETKM M YNaKOBOYHbIE MaTepuanbl COOTBETCTBYIOT 06WMM  dapmaKkonelHbIM  CTaTbAM,
dbapmakonerHbIM CTaTbAM, HOPMATUBHOMN AOKYMEHTALUN MU HOPMATUBHOMY AOKYMEHTY NO Ka4yecTBy M
(nnn) umctote. CneumduKaumm M METOAMKM UCMbITaHUIA AOMXKHbI COOTBETCTBOBATb TPebOBaHUAM
perncTpaunoHHoro gocoe. MNpounsBoanTenb TaKKe MOXKET YTBEPAUTb cneunduKaumm, AONONHAOLWMNE
cneymduKaumm  peructpaumoHHoro pocbe. Cneumdukaumm, nnaHbl oTbopa npobd M  MeToAMKM
MCNbITAHWIM, BKAOYAA BHOCMMblE B 3TWU OOKYMEHTbl M3MEHEHWs, [0MXHbl OblTb COCTaB/EHbI
COOTBETCTBYIOWMM MNoApasaeNeHnemM MNPOU3BOAUTENA, A TaKKe MpoBepeHbl U YTBEPXKAEHDI
nogpasgeneHvem (noapasgeneHnsamm) Kayectsa.

480. (11.13) MpowusBoauTeNb AOMXKEH yTBepAUTb cneundukaumm ana dC, cooTBeTCcTByOLINE
obwmm dapmakonemHbiMm CcTaTbaAM, (GapMaKOMEMHbIM CTaTbAM, HOPMATUBHOM AOKYMEHTauuu wunum
HOPMaTUBHOMY AOKYMEHTY M cornacylowmecs ¢ npoueccom npomssoactsa. Cneundukaumm [ONXKHbI
copep:atb TPebOBaHWMA K KOHTPOJIO MNpumeceit (Hanpumep, OPraHUYECKUX W HeopraHUYecKux
npumecert M OCTaTOYHbIX pacTBopuTeneit). Ecnn mmeetca cneumdumkauma gna ®C B OTHOLWEHUM
MMKPOBNONOrMYECKOM YNCTOTbI, TO ANA OBLWEro KonyecTBa MUKPOOPraHM3MOB U ANA HEeAONYCTUMbIX
MWKPOOPraHM3MOB HEODXOAMMO YCTaHOBUTL Mpeaenbl, Tpebyowmne NPUHATUA Mep B COOTBETCTBUM C
npoueaypamu, yTBepKAEHHbIMU NpoussoguTenem. Ecnm numeetca cneymodmkauyma ana AC B OTHOWEHUM
COAEep!KaHUA SHAOTOKCMHOB, TO HeoHXoAMMO YCTaHOBUTb COOTBETCTBYHOLME Npeaenbl, Tpebyouwme



NPUHATMA Mep B COOTBETCTBMM C NpoLeaypPaMu, YyTBEPKAEHHbIMU NPOU3BOAUTENEM.

481. (11.14) Bce npoueaypbl N1abopaToOpPHOro KOHTPO/A AONXKHbI NPOBOAUTLCA B COOTBETCTBUM C
YTBEPKAEHHBIMU UHCTPYKLMAMMU U 0POPMAATLCA B MUCbMEHHOM BUAE BO BpeMA BbiNoHeHMA. JTlobble
OTKNOHEHMA OT BbllEYyKa3aHHbIX npoueayp ALOMKHbl  OblTb  AOKYMEHTAaNbHO OQOpPMIEHbl C
COOTBETCTBYIOWMM 0O6bACHEHMEM.

482. (11.15) Nobble nonydyeHHble JaHHble O HECOOTBETCTBMU crneundukaumm Heobxoammo
paccnefoBaTb M AOKYMEHTaIbHO O0QOPMAATL COMAaCcHO YTBEPXKAEHHON npoueaype. B cootseTcTenm ¢
3TON npoueaypon HeobxoauMMO NPOaHANM3UPOBATb [AaHHbIE, AaTb OLEHKY TOro, WMMETCA K
cylecTBeHHble npobaembl, onpeaennTb HEO6X0ANMblE KOPPEKTUPYIOLLME AEACTBMA U CAENATb BbIBOAbI.
Nioboli noBTOpHbLINM 0oT6OP NPob6 M (MAM) NOBTOPHbIE UCMbLITAHUA MOCAE MNOAYYEeHUA Pe3yNbTaToB O
HecooTBeTCTBMM cneumdurKaL M HeobXo0AMMO NPOBOANTL COMIACHO YTBEPXKAEHHON Npoueaype.

483. (11.16) MpowusBoauTenb AOMKEH TOTOBUTb M MapPKMpPOBaATb PEaKTMBbI U CTaHAAPTHbIE
pacTBOpbl B COOTBETCTBMM C YTBEPXKAEHHbIMU MHCTPYKUMAMU. Ha nocyae € aHaAUTUYECKMMMU
peakTMBaMM WAM CTAaHAAPTHBIMKU pacTBOpamm (ecan 3To uenecoobpasHo) AoXKHA BbITb YKasaHa AaTa,
00 KOTOPOW OHM MOTYT Ucno/sib3oBaTtbeA ("ncnonb3osatb 4o").

484. (11.17) Npu npoussoactee PC (npu HeobxoaMMOCTH) HEOHXOAMMO WMMETb MNEPBUYHbIE
CTaHZApTHble 06pa3ubl. MCTOYHMK KaXKAOro MNepBMYHOrO CTaHAAPTHOro o6pasua [o/MKeH ObiTb
3aduKcMpoBaH B AOKyMeHTauuu. HeobxoamMmo BecTM 3anmMcyM XPaHEHMA Kaxgoro nepBUYHOTO
CTaHZApTHOro obpasua M ero MCNo/sb30BaHWA B COOTBETCTBMM C PEKOMEHAALUMAMM MOCTaBLLMKA.
MepBUYHble cTaHAApTHble 06pa3ubl, NOAy4YeHHble M3 OPUUMANBHO MPU3HAHHBIX WUCTOYHMKOB U
XpaHAWMecA B COOTBETCTBMW C PEKOMEHAAUMAMM MOCTaBLUMKA, KaK npaBwao, ucnonb3yot 6es
nposeseHUA X UCMbITAaHUN.

485. (11.18) Mpwn oTCYTCTBUM MEPBUYHOrO CTaHAAPTHOro obpasua y opuuManbHO NPU3HAHHOIO
MUCTOYHUKA [A0/XKeH ObiTb paspaboTaH "BHYTpeHHMI" nNepBUYHbLIN CTaHAAPTHbLIM obpaseu. Ann
[OCTOBEPHOrO YCTAaHOB/MIEHMA MOAJMHHOCTM W YUCTOTbI TAKOrO MNEPBMYHOrO CTaHAapTHOro obpasua
HeobxooMMO NPOBECTM Hagnexawme wucnbiTaHna. HeobxogMmo CcoxpaHATb COOTBETCTBYIOLLYIO
OOKYMEHTaLUMIO NPOBeAEHNA 3TUX UCMBITAHWUIA.

486. (11.19) NpounssoanTeNb AONKEH FOTOBUTb, UAEHTUPULMPOBATL, UCMbITbIBATb, YTBEPKAATH U
XPaHWUTb BTOPUYHbIE CTaHAAPTHble 06pasubl Hagnexalwmm obpasom. MNMepes NepsbiM UCNOAL3OBAHMEM
Heobxo4MMO oOnpefenATb NPUroAHOCTb KaXKAOM CcepuM BTOPUYHOrO CTaHAApTHoro obpasua nytem
CpaBHEHMA C NEPBUYHbBIM CTaHAAPTHbIM 0b6pa3sLom. Kaxaaa cepma BTOPUYHOIO CTaHAApTHOro obpasua
OOJ/IKHA Nepuoanyecku noasBepraTbCcA NOBTOPHOM KBaMdUKALMM B COOTBETCTBUM C NMPOTOKO/IOM.

McnbiTaHWA NPOMENKYTOUYHOM NpoAyKuMmK 1 dapmaueBTUYeCcKmX
cybcTaHumin (11.2)

487. (11.20) Ana KaxKAoOW cepuum NPOMENKYTOYHON npoayKuum n ®C AoAKHbI NPOBOAUTLCA
Heobxoanmble 1abopaToOpHbIE UCMbITAHMA C LeNblo NOATBEPKAEHMA COOTBETCTBUA cnelMbUKaLmam.

488. (11.21) Kak npasuno, ana kaxgoro ®C cnegyer ycTaHaBAMBaTb Npoduab Npumecen,
ONUCLIBAOLWNIN NAEHTUPULMPOBAHHbIE W HeUAeHTUOULUMPOBAHHbIE NPUMECH, MPUCYTCTBYOLME B
TUMWUYHOM CepuMn, MONYYEHHON B pe3ysbTaTe OnNpeneneHHOro KOHTPOJMPYEMOrO TEXHONOTMMYECKOrO
npouecca. Mpodunb Npumeceint AOMKEH BKAOYATb UAEHTUDUKALMIO UAN KaKYO-TMOO KauyecTBEHHYHO
aHANIMTUYECKYIO XapaKTepPUCTUKY (Hanpumep, BPEMS YAEPKMUBaAHMA), Npeaebl COAEPKaHUA KarKaown
obHapyKMBaemoi NpUMecH U KnacCUdUKaLUMIo KaxKaon uaeHTUMOUUMPOBaHHOW npumeckn (Hanpumep,
OopraHMyecKan u HeopraHu4yeckas npumecu, pacTsopuTenb). Mpoduab Nnpumeceit, Kak NPaBUIO, 3aBUCUT
OT 0cobeHHOCTEN TEXHO/IOrMYecKoro npouecca n npoucxoxgeHna ®C. B 6onbwiMHCTBE CayvaeB HeT
HeobxogmmocTn onpegenate npoouab npumecerr pgna  ®C  pacTUTENbHOTO WAM  KUBOTHOIO
NPOUCXOXKAEHMA.

489. (11.22) Npodunb npumeceit yepes onpeaencHHble MPOMENKYTKM BPEMEHU Heobxoammo
CpaBHMBATb C npodunem npumMecen, MNPUBEAEHHbLIM B PErUCTPALMOHHOM [OCbe, WAM C paHee
NoJly4eHHbIMU AaHHBIMU, YTOObI 0BHAPYKNUTb M3MeHeHUs B OC, ABasAOWMECA Pe3yNbTaTOM U3IMEHEHUI
MCXOAHOTO CbipbA, NapamMeTpoB paboTbl 060pyA0BaAHNA MM TEXHONOFMYECKOTO NpoLLecca.

490. (11.23) MpowusBoauTenb AOOMKEH MNPOBOAUTbL COOTBETCTBYHOLME MUKpPOBMOIOrMyeckue
UCMbITAaHUA ONA KaXKAOW CEPUM MPOMENKYTOUHOW npoaykumm u ®C, ecnn mx mMukpobuonormyeckas



YyncToTa HOPMMpPYETCA.
Banuaaumns aHanuTUYeckmx metoamk (11.3)

491. Banmpauma aHaAUTUYECKUX METOAUK AOJIKHA OCYLLECTBAATLCA B COOTBETCTBMMU C NMYHKTaMMU
511 - 539 HacToAawmx Mpasun.

[ oKymeHTbl, noaTBep:KAatoLLmne Kavectso (11.4)

492. (11.40) AnAa Kaxaolh cepuum NPOMEXKYTOUYHOM npoayKuuu mam OC aonaKeH Mo 3anpocy
Bbl4aBATbCA OPUIMHAN AOKYMEHTA, MOATBEPKAAIOLLENO KAYecTBo.

493. (11.41) [OoKymeHT, NOATBEP)KOAIOWMA KayecTBO, AOJIKEH coAeprKaTb WHbopmauuio o
Ha3BaHUN NPOMENKYTOYHON NpoayKumMn unm OC, BKAOYAA Npu HeobXo4MMOCTM COPT, HOMEpP Ccepumn u
0aTy Bbinycka. Ecan gns npomexkyTtouHoi npoayKummn mam ®C ycraHoB/ieHa gaTa UCTEYEeHMA CpoKa
rogHoOCTK, 3Ta AaTa [O/KHa OblTb YKasaHa Ha 3TUKETKE U B AOKYMEHTEe, NOATBEPKAAOWEM KayecTBo.
Ecnm gna npomerkyTouyHon npoaykumm nam ®C yctaHoBneHa gaTa NOBTOPHOrO UCMbITaHWUS, TO 3Ta AaTa
O0/KHA BbITb YKa3aHa Ha STUKETKE U (M11) B JOKYMEHTE, MOATBEPKAAOLWEM KayecTBo.

494. (11.42) B goKyMeHTe, NOATBEPKAAIOLLEM KauyecTBO, AO/IKeH ObITb NpUBEAEH NepeyYeHb BCex
WCNbITAHUIM, NPOBEAEHHbIX B COOTBETCTBMM C TpeboBaHMAMKM o06Len dapmaKkonenHon CcTaTbMy,
dapmaKonemHon cTaTbM, HOPMATUBHOW [AOKYMEHTAUMM WAN HOPMATMBHOIO AOKYMEHTa, a TaKkKe
TpeboBaHMAMKM nokynaTena ®C nam NPomMerKyTouHOM NPOAYKUMMK, BKAOYAA AOMNYCTUMbIE NpeaenbHble
3Ha4YeHMA 1 NONYYEHHbIE YNC0Bble Pe3yabTaTbl (Fae 3To NPUMEHUMO).

495. (11.43) OOKyMeHT, NOATBEPKAAOWMIA KayecTBO, A0NXeH 6biTb noanucaH paboTHMKaMu
noapasaeneHuns (nogpasaeneHunin) KayectBa, MMEKOLWMMW COOTBETCTBYIOLLME MOJHOMOYMA, C
NnpocTaBNeHMEM AaTbl U COAEp)KaTb HAaMMeHOBaHWe, agpec U Homep TenedoHa nNepBOHAYANbHOrO
npoussoauTens. Ecam aHanus O6bin NPoBeAEH OpraHu3auMein, OCYLWeCTBAAIOLWEN NepeynakoBKY WM
NMOBTOPHYlDO 06paboTKy, B [AOKyMeHTe, MNOATBEP)KAAIOLWEM KayectBo, HeobXxoAMMO YyKasaTb ero
HanmeHoBaHWe, agpec, Homep TesedoHa 1 yKasaTb HAMMEHOBaHWe NepBOHaYaIbHOro NPOU3BOANTENA.

496. (11.44) Echu opraHM3auusiMM, OCYLLECTBAAIOWMMKM MepeynakoBky M (MaM) MNOBTOPHYHO
06paboTKy, BbIAAOTCA HOBble AOKYMEHTbI, MOATBEPXKAAOWME KAYecTBO, TO B HUX AO/KHbI ObITb
YyKasaHbl Ha3BaHMe, agapec W Homep TenedoHa nabopatopuu, nNpoBoAMBLUEN aHaAM3bl. Takue
OOKYMEHTbI, NMOATBEPXKAAOWME KayeCTBO, AO0/KHblI TaKKe COAepaTb CCbIIKY HA HaMMeHOBaHWe U
agpec nepBOHayasibHOrO MNPOU3BOAUTENA M Ha MNEepBOHAYA/IbHbIM OOKYMEHT, MNOATBEpPKAAMLLNA
KauyecTBO, KOMWIO KOTOPOro HeobxoaAnMo npunaraTb.

KoHTposb cTabunbHoCTM dapmauneBTuyecknx cybcraHumim (11.5)

497. (11.50) NpounsBoguTenb AoaKeH paspaboTaTb AOKYMEHTasbHO 0bOPMEHHYHO MpPorpammy
NPOAOIKAOLWMXCA WUCMBITAHUN, NpPeAHa3HAYeHHY ANA KOHTPOAA CTabunbHOCTM XapakTepuctmk @C.
MonyyeHHble pe3ynbTaTbl HEOBXOAMMO WCMONbL30BaTb A/ MOATBEPNKAEHMA HagNeXKalmX YCNoBUiA
XpaHeHMUA 1 AaT NpoBeAeHNA NOBTOPHbLIX UCMNbITAHUI UAN UCTEYEHMA CPOKA FOL4HOCTH.

498. (11.51) MeToAMKKN UCNbITAHUI, UCMONb3yeMble MPU NUCCNeAO0BaHNUU CTabUNbHOCTM, AOMKHbI
NpoMnTM Banmaaumio n obecneymsatb NoayvyeHMe HeEOBXOAMMbIX AaHHbIX O CTaBUNBHOCTML.

499. (11.52) O6pasubl AnNs UCNbITaHUA Ha CTabUNbHOCTb HEOBXOAMMO XpaHUTb B Tape,
Moaenvpylowen notpedbutenbckyto Tapy (ynakoeky). Hanpumep, ecam ®OC peanusytoT B MeLLKaXx,
yNnakoBaHHbIX B ¢pubpoBble GapabaHbl, To 06pa3ubl A8 UCMbITAHUA HA CTAabUNBbHOCTbL MOryT ObITb
ynaKoBaHbl B MeELIKM W3 TOro Ke MmaTepuana, nomelieHHble B 6HapabaHbl MeHbLIero pasmepa,
N3roToB/IEHHbIE M3 MaTepwnana, aHaloOMMYHOrO AN UAEHTUYHOTO MaTepuany ¢ubposbix bapabaHos, B
KoTopbix PC NocTynaeT B NpoAaxy.

500. (11.53) Kak npaBwso, B nporpamMmy MOHUTOPWUHra cTabuabHOCTU ANA NOATBEPXKAEHMA AaT
npoBeAeHMA NOBTOPHbIX UCMIBITAHUIN MAN UCTEYEHUA CPOKA FOAHOCTU AONXKHbI OblTb BKAOYEHbI NEpBbIe
TPM peanusyemble MNPOU3BOACTBEHHbIEe cepun. Ecam paHHble NpeaBapuTENbHOrO UCCAefoBaHuA
cBMAETeNnbCTBYHOT, YTo ®C MOXKET COXPaHATb CTAabWAbHOCTL MO KpalHel mepe B TeYeHWe ABYX NeT,
[OMNYCKaeTcs UCNONb30BaTb MEHEE TPEX Cepuit.



501. (11.54) Mocne 3Toro B nNpPOrpammy MPOAO/KAOWMXCA UCNbITAHUI cTabunbHOCTU
HeobXo4MMO BK/AOYATb KakK MUHUMYM OAHY npousseaeHHyto ceputo ©C B rog (3a UCKAOYEHMEM Tex
C/ly4aes, Koraa NpousBoACTBEHHbIE CEPUM B AAHHOM rogy He BbiMyCKa/IMCb) U HE MeHee OAHOro pasa B
rog, NPOBOANUTb €€ UCMbITAaHUA ANA NOATBEPKAEHUA CTaBUNBHOCTH.

502. (11.55) B oTHoweHun DC C KOPOTKMMM CPOKaMWU XPaHEHUA MUCMbITaHUA Heobxoaumo
nposoAnTb 4awie. Hanpumep, gna Tex BUOTEXHONOrMYECcKUX, Buonormdecknx u apyrux ®C, cpoku
XPaHEeHMA KOTOPbIX COCTaBAAOT OAMH TO4 WAW MeHblle, Heobxoaumo oTbupaTb obpasubl AnA
MCNbITAHUI Ha cTabMABHOCTb U NPOBOAUTL UCMbITAaHWUA EXXEMECAYHO B TEYEHME NEPBbIX TPEX MECALEB, A
3aTeM Kaxkgble Tpu mecAua. Ecam mmelotca paHHble, noaTtBep:Kaatowme, 4to cTabunbHocte OC
COXpaHAeTcs, TO [AO0MNyCKaeTcs yAJMHEHME MNepUodOB MEXAY WCMbITaHMAMM (Hanpumep, AeBATb
mecsues).

503. (11.56) Mpu wmcnbiTaHMAX Ha CTabUIbHOCTbL peKomeHayeTcs obecrneynBaTb COOTBETCTBUE
YCNoBUA xpaHeHua Pykosoactey MexayHapoaHoi KoHdepeHuMn no rapmoHusauum "MsyyveHue
CTabUIbHOCTM HOBbIX JIEKAPCTBEHHbIX cybcTaHumi n npenapaTtos” (ICH Q1A) <*>.

<*> CnpaBo4yHO: PyKoBOACTBO MeAyHapogHOW KoHpepeHuMn no rapmoHusaumm "MsyueHue
CTabWIbHOCTM HOBbIX JIEKAPCTBEHHbIX CybcTaHuMii M npenapaTos” (ICH Q1A) onybinMkoBaHo No agpecy B
NHGOPMALMOHHO-TENEKOMMYHUKALMOHHOM cetm "NnTepHeT":
http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Quality/Q1A R2/Step4/Q1A_
R2_Guideline.pdf

[laTbl UCTEYEHUA CPOKa FOAHOCTU U NPOBeAEHMA NOBTOPHbIX
ncnbiTaHnit (11.6)

504. (11.60) Echn npomerkyTouHas NpoAyKLMA npeaHasHavyeHa Ansa nepenayun 3a npeaenbl coepbl
KOHTPO/IA CUCTEMBI YNPABAEHNA MaTepManaMu NPonU3BOAUTENA U ANA Hee onpeaeneHa AaTta UCTeveHun
CpOKa roAHOCTU MAM NPOBeAEHMA NMOBTOPHbIX UCMbITAHWUI, TO AOMXKHA BbITb B HANMUYMKM MHDOPMALLUS,
noATBepKaatowasn ee ctabuabHOCTb (Hanpumep, onybIMKOBaHHbIE AaHHbIE, Pe3y/ibTaTbl UCMbITAHWUN).

505. (11.61) [OaTbl MCTeYeHUs CpoOKa TOAHOCTM WAW MNPOBEAEHUA MOBTOPHbLIX MCMbITaHui OC
OOMKHbI OCHOBbIBATbCA Ha pe3ysibTaTaX OUEHKM AaHHbIX, MOAYYEHHbIX MNPU U3YY4EeHUU CTabUNBbHOCTMW.
O6bluHO ana OC Mcnonb3yrT AaTbl NPOBEAEHMA MOBTOPHbIX UCMbITAHWUIA, @ HE AaTbl UCTEYEHMA CPOKA
roAHoOCTH.

506. (11.62) MNpepBapuTeNbHblE 4aTbl UCTEYEHUSA CPOKA FOAHOCTM WM NpoBeAeHMA MOBTOPHbIX
ncnblTaHnin ®C MoryT OCHOBbIBATbCA Ha pe3ynbTaTax, MOAYYEeHHbIX A1A OMbITHbIX cepuin, ecam: 1) ana
ONMbITHbIX CEPUIA UCMONB3YIOTCA cNOcob Npou3BOACTBa M NpoLEeaypbl, MOAEANPYOLWME OKOHYATENbHbI
NPOLLeCC NPOMBbILIEHHOTO NPOM3BOACTBA M 2) KauecTBo PC COOTBETCTBYET Ka4yeCTBY BELLECTBA, KOTOpOe
6yLeT BbINycKaTbCA B MPOMbILIEHHOM MacLiTabe.

507. (11.63) Ana npoBeAeHMA NOBTOPHbIX UCMbITAHUIM HEOBXOAMMO OTOMpPATb penpe3eHTaTUBHbIe
obpasupbl.

ApxunBHble 06pasupl (11.7)

508. (11.70) ApxuBHble 06pa3Lbl HEOBXOAMMO YMNaKOBbIBATb WU XPaHUTb C LIE/IbI0 BO3MOMKHOW
OLLeHKM KadecTBa cepuit ®C B byayLiem, HO He AN NPOBEAEHMNA UCMbITAHUI Ha CTabUABHOCTD.

509. (11.71) Hagnexawum obpasom MapKMPOBaHHbIE apXMBHble 06pasubl Kaxkaoi cepum OC
OO/IXKHbI XPAHUTLCA B TeYeHWe OAHOro rofa nocne AaTtbl UCTEYEHUA CPOKA FOAHOCTU CEepUM, KOTOpas
onpenenseTca NpouM3BoAUTENEM, UNU B TEYEHUE TpeX JIeT nocse peanmsalunu cepum B 3aBUCUMOCTU OT
TOro, Kakol cpok sBnsetca 6onee gnutenbHbiM. ApxmHble 06pasupl ®C ¢ ycTaHOB/EHHOM AaToi
MOBTOPHbLIX MCMbITAaHUI HEOBXOAMMO XpPaHUTb B TEYEHMEe Tpex NeT Mnoc/ie TOro, Kak cepua 6bina
NONHOCTbIO peanmu3oBaHa NPoOU3BOAUTENEM.

510. (11.72) Npwn xpaHeHUN apxmBHOro obpasua Heob6Xo4MMO MCMONb30BaTh TaKyo Ke cuctemy
YNaKOBKW, B KOTOpPon xpaHutca @PC, WAM TaKyto, KOTOpaA 3SKBMBANEHTHA CUCTEME YMaKOBKMW,
npefHasHa4YeHHON ANA npoaaxu, uam obecneumBaeT Aydwyto 3awuTy. lNpoussBoauTend AONXKeEH
XPaHWUTb apXMBHbIA 06paseL, B KONMYECTBE, AOCTAaTOYHOM ANA NPOBEAEHUA KaK MUHUMYM ABYX NOJIHbIX



aHa/NNM30B B COOTBETCTBMU C 0b6uwel dapmakoneiHon ctatbei, dapmakonemHOM cTaTbel UauM npu
OTCYTCTBMM dapMaKonemHON CcTaTbM - ABYX MNOJHbIX aHaAM30B B COOTBETCTBUM C HOPMATUBHOM
OOKYMeHTauuen Uam HopmMaTUBHbLIM LOKYMEHTOM.

BAIMAALMSA (12)
MNonutnka Bannaaumm (12.1)

511. (12.10) NpousBoauTENb AOMKEH AOKYMEHTaNbHO 0POPMUTL OBLLYIO NONNTUKY B OTHOLLIEHUU
BanMAauum, ee 3afaynm U NPUHLMMbI, BKAKOYAA BanuvAauuio TEXHONOMMYECKMX NpoLLeccos, npoueayp
OUYMCTKM,  aHANUTUYECKMX  MEeTOAMK, npoueayp  KOHTpoaa B npouecce  NpPOU3BOACTBA,
KOMMbIOTEPU3UPOBAHHbLIX CUCTEM W B OTHOLIEHWMM AUL, OTBETCTBEHHbLIX 33 Pa3paboTKy, MPOBEPKY,
YTBEPXKAEHWE N LOKYMEHTAIbHOE 0pOpPMIEHME KaXKa0ro 3Tana BaanaaLmu.

512. (12.11) KpuTunyeckume napameTpbl U (MAM) XapaKTEpPUCTUKM, KaK NpaBuno, cneayet
onpeaenATb Ha CTaAuM PaspaboTKM MAWM Ha OCHOBAHWWM AAHHbLIX NPeABAPUTENIBHOrO OnbiTa PaboTbl;
cnefyeT TaKKe oOnpeaennTb [AManasoHbl 3HAYEHUMA ITUX  KPUTMYECKMX MNapameTpos U (uawm)
XapaKTEPUCTMK, Heobxoaumble ana obecnevyeHns BOCMPOM3BOAMMOCTM npouecca. [Mpu  3TOM
HeobxoaMmo:

onpeaennTb KpUTUYecKkme xapakrepuctukm GC Kak npoayKumm;

yKasaTb NapameTpbl NpoLecca, KOTopble MOryT BAWATL Ha KPUTUYECKME NoKa3aTenun Kavectsa OC;

YCTAHOBUTb [AManasoH 3HAYeHWI KaxKAOro KPUTUYECKOro MapameTpa NpoLecca, KoTopbli
npeanonaraeTcsa MCNONb30BaTb NPU CEPUMHOM NPOM3BOACTBE M KOHTPOJIE NpoLecca.

513. (12.12) Onepauuu, KOTOpble CUYMTAOTCA KPUTUUYECKUMM [/1A KayecTBa M 4uCToTbl OC,
noanexKaT Banngaunu.

JoKymeHTaums no sanmaaumm (12.2)

514. (12.20) Ana Kaxaoro npouecca, Noanexallero Banufauuum, AO0NXKeH bbiTb paspaboTaH
NPOTOKOA BanuMpauMum. ITOT MPOTOKON AOJ/IKEH ObiTb MPOBEPEH M YTBEPXKAEH NoApasaesieHnem
(noapaspeneHnamn) Kayectsa u ApyrMmm COOTBETCTBYIOLMMU NoApPa3AeNeHUAMMU.

515. (12.21) B npoToKkosie BanvaaLmmn AoNXKHbI ObITb ONpeaeneHbl KpUTUYECKME CTaamn npouecca
N KPUTEPUWU MPUEMIIEMOCTU, a TaKKe BMA NPOBOAMMONM Banngauum (Hanpumep, PeTPOCMEKTUBHaA,
nepcrneKkTUBHasA, CONYTCTBYIOLLANA) U KOJIMYECTBO NPOU3BOACTBEHHbIX LIUK/IOB.

516. (12.22) OtyeT 0 BanMAaLMW OO/KEH COAEPHKATb MEPEKPEecTHble CCbIKM Ha NPOTOKON
BaMgauMmM M 0606LaTh NosyyeHHble pesynbTaTbl, 06bACHATL to6ble 0OHAPYKEHHbIE OTK/JOHEHMUA C
COOTBETCTBYIOWMMM BbIBOAAMM, BK/OYAOWMMU PEKOMEHAYEMbIE M3MEHEHUA ANA WUCNpPaB/ieHUA
HeA0CTaTKOB.

517. (12.23) /ltobble OTKAOHEHWs OT MPOTOKO/NA BaAUZAUUM OOMKHbI OblTb OdpopMEHbI
OOKYMEHTa/IbHO C COOTBETCTBYOLMM 060CHOBaHNEM.

Keanuoukaums (12.3)

518. (12.30) Ao Ha4ana paboT no BanMaaLumMmn npoLecca HeobxoaMMO 3aBepLINTb KBanUdUKALINIO
KpUTUYecKoro obopyaoBaHMA M BCMOMOraTeNbHbIX cuctem. KesannduKkaumio o06bl4HO NpoBOAAT MO
cneayoWwmMm 3Tanam (No oTAeNbHOCTU UM B COBOKYMHOCTH):

KBanMduKaLMA NPOEKTa: [OKYMeHTalbHO OQpOpMIEHHOE MNOATBEP)KAEHME TOro, u4TO
NPeasoXKeHHbI NPOEKT MNPOM3BOACTBEHHbLIX MNOMELLEHUI, 0OOpPyAOBaHUA WAW CUCTEM ABAAETCA
NPUroAHbIM AN NPUMEHEHWA NO HA3HAYEHMUIO.

KBanMdUKaLMA MOHTaXKa: AOKYMEHTasibHO O0pOPMAEHHOE MNOATBEPMKAEHME TOrO, YTO MOHTAXK
nomeLLeHuin, cuctem u obopyaosBaHuMa (YCTAHOBAEHHbIX WA MOAUOULMPOBAHHBIX) BbINOAHEH B
COOTBETCTBMM C YTBEPKAEHHLIM MPOEKTOM, PEKOMEHOAUMAMWU M3roToBuTena u (Mam) tpeboBaHUAMM
npou3BoauTeNA NeKapCTBEHHbIX CPeACTB.

KBannduKkauma GpyHKUMOHUPOBAHMA: AOKYMEHTasIbHO 0POpPMIEHHOE MOATBEPHKAEHUE TOrO, YTO
nomeLLeHuns, cuctembl n obopyaoBaHMe (YCTaHOBAEHHbIE AU MOAMDULMPOBAHHbIE) PYHKLMOHMPYIOT B



COOTBETCTBUM CO CBOMM NpeAHa3HauYeHNeM BO BCeX NpeayCMOTPEHHbIX pexkumax paboTbl.

KBanMbUKauMA 3SKcnayaTaumMu: AOKYMeHTasbHO odopMAeHHOe MOATBEPXAEHUE TOro, uTo
NOMELLLEHUA, cUCTemMbl U 06OPYAOBaHME NPU COBMECTHOM MCMO/Ab30BaHUKN paboTaloT 3pdEeKTUBHO U C
BOCMPOM3BOAMMbIMK  MOKa3aTeNAMW B COOTBETCTBMM C YCTaHOB/AEHHbIMW TpeboBaHMAMKU U
XapaKTepuCTMKamM npouecca.

Moaxoapl K Bannaaumm npouecca (12.4)

519. (12.40) Banupaums npouecca NPoBOAMTCA B LLENSX AOKasaTenbCTBa TOro, 4to npouecc,
YHKUMOHUpPYIOWKMI B Npedenax YCTaHOB/EHHbIX MapameTpoB, obecneumBaeT 3P¢PeKTMBHOE U C
BOCMPOM3BOAMMBIMKA  pe3yabTaTaMM  NPOU3BOACTBO  MPOMENKYTOYHOM  npoaykumm  wuam  @C,
COOTBETCTBYHOLLMX NPeBapUTeNbHO 334aHHbIM cneumdrKaumam 1 nokasaTensim Kavectsa. PesynbraTtbl
Ba/IMAALMM NpoLecca noanexaT LOKYMeHTaIbHOMY 0pOpMIEHMIO.

520. (12.41) CywecTtByeT TpM NoaxoAa K BaAngaunmn: nepcnekTMBHan BanmaaLms, ConyTcTByOLWan
Ba/MZaumMA U peTpocnekTMBHasA Banngauma. MepcnekTMBHaA BaanMaauma ABNAETCA NPesnoYTUTE/IbHbIM
NnoaxoA0M, HO UMEIOTCA UCK/TIOYEHUSA, NO3BOJIAIOLLLME UCMO/Ib30BaTb APYyrne Noaxoapl.

521. (12.42) MepcCneKkTUBHYIO BaAMOAUMIO PEKOMEHAYETCA BbINOJHATL A8 BCEX MNPOLECCOBs,
cBA3aHHbIX ¢ npomsBogcTBoMm DC, KaK yKa3aHO B NyHKTe 513 HactoAwwmx Mpasma. MepcnekTUBHaA
Ba/MAaLMA, NPoBOAMMAA ANA NpoLecca, cBA3aHHOro ¢ npomssoacteom PC, gomKHa HbiTb 3aBepLUeHa
[0 Hayana peannsaummn roToBoro IEKapCTBEHHOrO NpenapaTa, Npoun3seaeHHoro n3 atoi ®C.

522. (12.43) ConyTtcTBylOlLaa Baanaauma mMoxKeT bbiTb NpoBeaeHa Npu OTCYTCTBUM AAHHbIX ANA
NOBTOPAIOLLMXCA TEXHONOTMYECKUX LIMKNOB, €CAN BbINYLWEHO OrpaHMyeHHoe uducno cepuin ®C, ecnm
cepum ®C BbINYCKanMUCb peako uan bolav NpomsBeneHbl NOCPeACTBOM Ba/IMAMPOBAHHOIO NpoLecca,
KOTOpbI 6bln MoandumumpoBaH. [Jo 3aBeplleHna conyTcTeytoweln sanngaummn cepumn ®C moryTt 6bITh
BbINYLLEHbI M MCNONb30BaHbl A/1A NPOM3BOACTBA JIEKAPCTBEHHOrO MpenapaTta, npegHasHadYeHHoro AnA
peanusaunu, Npu ycanoBUM NOAHOIO KOHTpoasa cepuii ®C.

523. (12.44) Kak nUcknouyeHne MOoXKeT BbiTb NpoBeAeHa PeTPOCNEKTUBHAA Baanaauma Ans XopoLo
OpraHM30BaHHbIX MNPOLLECCOB, B KOTOPble HE OblN0 BHECEHO 3HAYUTENbHbIX U3MEHEHWUI ANA NONYYeHUs
®C Tpebyemoro KayecTBa BC/NEeACTBME W3MEHEHWM WCXOAHOFO CbipbA, OOOPYAOBAHUA, CUCTEM,
TEXHUYECKUX CPeACTB WAM TeXHONIOFMYEecKoro npouecca. Takoh noaxon K Baangauum moxKeT 6biTb
NCNo/Ib30BaH, eCcau:

a) (1) onpepeneHbl KPUTUYECKME NOKA3aTENN KaueCcTBa M KPUTUYECKME NapameTpbl NpoLLecca;

6) (2) ycTaHOBAEHbl Haafexalme KpUTepuu NPUEMNEMOCTM W KOHTpPOAA B Mpouecce
npou3BoACTBa;

B8) (3) oTcyTcTBOBaNM CyLlecTBEHHble cboM B XxoAe npoLecca uav 6pak NpoayKLMM Mo NpUYMHAM,
He CBA3aHHbIM C oWwWMBKamMK onepaTopa UM OTKazaMu 060pya0BaHMSA;

r) (4) 6binn ycTaHoBAEHbI NpoduAn Npumecent gna gaHHon PC.

524. (12.45) Cepwuu, oTobpaHHble ANA PETPOCNEeKTUBHOW Banugauuu, OOMKHbI NPeacTaBAAaTb
penpeseHTaTMBHYIO BbIOOPKY M3 BCEX CEPU, MPOU3BEAEHHbIX 33 NPOBEPAEMbIN Nepuos, B TOM Yucie
NtobbIX cepuin, He COOTBETCTBYHOLWMX cneunduKkaumam. Npu sTom KOANYECTBO TaKUX CEPUIA LONKHO ObITb
[OCTaTOYHbIM ANA  [OKa3aTenbCTBa MNOCTOAHCTBA Mpouecca. B uenax nonyyeHws AaHHbIX  AAA
pPeTPOCNEKTUBHOM BanMAaLMmM NPoLLecca MOXKET 6bITb NPOBEAEHO UCMbITaHME apXMBHbIX 06pasyoB.

Mporpamma Banuaaumm npouecca (12.5)

525. (12.50) Konnuyectso NpomM3BOACTBEHHbIX LMKAOB, HEOBXOAMMbIX AN Banuaauun, AOMKHO
3aBMCETb OT C/IOKHOCTM Npouecca WAM OT 3HAaYMMOCTM UM3MEHEeHMW npouecca, nognexalmx
paccmoTpeHuto. [na NepcnekTMBHON W CONYTCTBYHOLWEN BaauaauMn AO/KHbI OblTb WUCMNO/b30BaHbI
OaHHble, MNOAYYEHHble ANA Tpex nocaeaoBaTeNibHbIX MPOU3BOACTBEHHbIX CEPUM  NPOAYKLUMU
Hag/erKawero KadvectBa. OgHakKo moryT ObiTb CUTyauuW, Korga A5 [AO0Kas3aTeNbCTBa MOCTOAHCTBA
npouecca HeobxoAuMbl LOMNONHUTENIbHbIE MPOU3BOACTBEHHbIE UWMKAbI (Hanpumep, npoLecchl
npoun3BoAcTBa CNoXKHbIX PC nan gantenbHble npoueccbl nponssoacTsa ®C). A OLEHKM NOCTOAHCTBA
npouecca npu peTpocnekTMBHOM BaMAaLUMK, Kak NpaBuio, Heobxoanmo uccnenoBaTb gaHHble ana 10 -
30 nocnefnoBaTeNbHbIX CEPUA, HO MPW COOTBETCTBYHOWEM OOOCHOBAHMM 3TO YMUCIO MOXKET ObiTb



YMEHbLUEHO.

526. (12.51) Bo Bpems npoBeAeHUs WcCAeOBaHUM MO BaAuaauuM npouecca Heobxoaumo
KOHTPO/INPOBATb U MPOBEPATb €ro KPpUTUYECKMe napameTpbl. [TapameTpbl npouecca, He CBA3aHHble C
KauyecTBOM, Hamnpumep, NepeMeHHble, KOHTPOAMPYEMbIE B LLeIAX COKPaLLeHUA noTpebneHus sHeprum
WM UCMNONb30BaHUA 060pyA0BaHNA, MOXKHO He BKKOYaTb B Bainaaumio npolecca.

527. (12.52) Bannpaums npouecca A0AXKHA NOATBEPXKAATb, YTO Npoduab NpUMecein ANs Kaxkaomn
®C HaxoanTcA B 3aflaHHbIX Npeaenax. NMpoduab Npumeceit AonxeH bbiTb cxofeH (NMbo 6bITh Nydlle) ¢
paHee MoJiydeHHbIM NpoduraeM, a TakKe (rae 3To NPUMEHMMO) ¢ Npodunem Npumecei, yCTaHOBEHHbIM
npuM pas3paboTke npouecca WAM CEPUN, WCNONb30BaHHbLIX A/ OCHOBHbIX K/MHUYECKUX U
TOKCUKONOTMYECKUX UCCNe0BaHNN.

Mepunoamyeckan npoBepKa BaIMANPOBAHHbIX cucTem (12.6)

528. (12.60) Cuctembl M npoueccbl HeobxogMmo noasepraTb NEepPUOANYECKOM OUEHKe Aand
noATBEPXKAEHMA TOrO, YTO OHU MO-NpeXKHeMy GYHKLUNMOHMPYIOT NpaBUAbHbIM 0bpasom. Ecam B npouecc
WK cucTemy He Bbl10 BHECEHO CYLLLECTBEHHbIX U3MEHEHWUI 1 0630p KayecTBa NOATBEPANI, YTO CUCTEMA
WAKW  npouecc MOCTOSHHO  obecneymBaloT  MPOM3BOACTBO  MaTepuana, COOTBETCTBYIOLLErO
cneymdUKaumnam, Kak NpaBuUIo, OTCYTCTBYET HEOHXOAMMOCTb B NpoBeAeHMM NOBTOPHOM Baingaumu.

Banngaums ounctku (12.7)

529. (12.70) Mpoueaypbl OYMCTKM, KaK NpaBMAO, AO/MKHbI NPOWTU Banupauumio. Banupaumio
OYMCTKM NPOBOAAT B C/Ay4aAX, NMPU KOTOPbIX KOHTaMMHAUMA WUAM NepeHOC BelLecTs npeacTaBaatoT
Hambonblylo onacHocTb Aansa Kadectea PC. Hanpumep, Ha HaYaNbHbIX CTAAMAX TEXHONOTMMYECKOro
npouecca MoXeT He TpeboBaTbCcA NpPoBeAEHMA BaAUZaLMM NpoLeayp O4MCTKM obopyaoBaHuMA, ecnu
OCTaTOYHble BeLLeCcTBa yAANAT HA NOCAeAYIOLWMX CTAANAX OUYUCTKU.

530. (12.71) Banupauua npoueayp OYMUCTKM [JO/IKHA OTparkaTb (aAKTUUECKU XapaKkTep
ucnonb3oBaHmMa obopynoBaHuAa. Ecan pasHbole ®C MAW PasANYHYIO MPOMENKYTOUHYK MNPOAYKLUMIO
NpPou3BOAAT Ha OAHOM WM TOM e obopynoBaHMM U 3TO 06OPyAOBaHME OUULLAKOT OOHMM U TEM e
cnocobom, TO ANA BaAUZAUMM OYUCTKM MOXKHO BblbpaTb penpe3eHTaTUBHYIO MPOMENKYTOUHYIO
npoaykumio unn ®C. Takon BbIGOP A0XKEH OCHOBLIBATbCA HA AaHHbIX O PACTBOPUMOCTU U TPYAHOCTAX
OUYMCTKM, a TaK¥Ke Ha pacyeTe nNpefesibHOro coAepXaHuA OCTaTKOB, C YYeTOM WX aKTUBHOCTH,
TOKCUMYHOCTM U CTaBUABHOCTHU.

531. (12.72) B npoToKose BaAWZAUMM OYUCTKM O0MKHblI ObiTb OMNMCaHbl 0bopyaoBaHMe,
noasexkallee OYMCTKe, Npoueaypbl, MaTepuanbl, NpUemnemble YPOBHU OYUCTKWU, KOHTPOAMpyeMble U
perynmpyemble MapameTpbl U aHANIUTUYECKME METOAMKWU. B NpoTOoKose HeobXoAMMO TaK»Ke yKasaTb
BMAbl OTOMpPaembIx Npob, cnocobbl X 0TOOPa U MaPKUPOBKM.

532. (12.73) Ons obHapyKeHUsa KakK HepacTBOPUMbIX, TaK U PaCTBOPUMbIX OCTaTKOB METOAb!
oTbopa nNpob [O0MKHbI BKAOYATb, UCXOAA U3 CUTyauuu, B3ATME Ma3KoB, CMbIBOB UAW ApyrMe MeToapbl
(Hanpumep, npamylo 3KCTpakuuio). Mcnonblyemble meToapl oTbopa Npob [O0MKHBI MO3BOAATHL
KONMYECTBEHHO ONpeaenATb YPOBHU OCTAaTKOB Ha NOBEPXHOCTAX 06opyAOBaHUA Nocie OYNCTKU. MeTopa,
otbopa nNpob nocpeacTBOM B3ATUA MA3KOB MOMKET OKa3aTbCA MPAKTUYECKU HEOCYLLeCTBMMbIM, eCau
KOHTaKTUpyOWMEe € NPOAYKTOM  MOBEPXHOCTU  ABAAKOTCA  TPYAHOAOCTYNHbIMKM  BCNEACTBUE
KOHCTPYKTUBHbIX 0cobeHHoCTel 060pyaoBaHUS (Hanpumep, BHYTPEHHWE MOBEPXHOCTM LUIAHIOB,
TPAHCMOPTHbIX TPY6ONPOBOAOB, €MKOCTM PEAKTOPOB C Y3KMMMK JIlOKaMM, a TakKe Hebonbwoe no
pa3smepy cnoxHoe obopyaoBaHWe, HanpumMep, MUKPOHU3ATOPbl U MUKpOpAcCnblIMTeNnu) u (unm) ecam
CYLLLeCTBYIOT OrpaHUYeHuns npotecca (Hanpumep, 06paboTKa TOKCUYHbIX BELLECTB).

533. (12.74) HeobxoaMmo UCNONb30BaTb BaNUAMPOBAHHbIE aHANUTUYECKME METOAMKM,
obnagamolwme AOCTAaTOYHON YyBCTBUTENBHOCTbIO A1 OOHAPYKEHWA OCTATKOB WMAM KOHTAMMHAHTOB.
Mpepen ob6HapyXeHWA KaXKAOW aHANUTUYECKOW METOAMKM [O/KEH OblTb  A0CTaTOYHbIM - A/1A
06Hapy)KeHUA onpeneneHHoOro MNPMeMIEMOrO YPOBHA OCTaTKa MAM KOHTaMMHaHTa. [nA MeToAWKM
Heobxo4MMO YCTAHOBUTb [AOCTUraemMblil ypoBeHb W3BAeYeHWA BellecTBa. lpeaensl copep:kaHUA
OCTaTKOB A0JIXKHbl ObITb peanbHbIMW, AOCTUMKUMbBIMU, NPOBEPAEMbIMU U OCHOBLIBATHCA HA COAEPKAHUU
Hanbonee BpeAHOro ocTaTKa. [lpeAenbl MOXHO YCTaHaBNMBaTb, OCHOBbLIBAasACb Ha MWHWUMAJbHOM



obnapatowem  M3BeCTHOM  GapMaAKO/IOTMYECKOM, TOKCMKONOrMYEeCcKon unm  Gusmosiornyeckon
aKTMBHOCTbIO Konmdectee ®C nam ee Hanbonee BpegHOro KOMMNOHEHTA.

534. (12.75) Ons npoueccoB, B KOTOPbIX CylLecTBYeT HeobXoAMMOCTb CHUMMKeHWs obuiero
KO/INYeCTBA MUKPOOPTraHU3IMOB UM IHAOTOKCUHOB B ®C, unn ana apyrnx NpoLLeccos, rae MoXKeT uMmeTb
3Ha4YeHMe Takas KoHTaMWMHauuAa (Hanpumep, NPOM3BOACTBO HecTepuabHbiXx PC, MCNOb3yembiX As
NPOM3BOACTBA CTEPU/IbHBIX NEKAPCTBEHHbIX NPEnapaToB), UCCNef0BaHNE OYUCTKU U (MAKN) CaHUTaPHOW
06paboTkn 06opya0BaHMA HEOHXOAMMO NPOBOAUTL B OTHOLIEHNUM KOHTAaMUHALLMKN MUKPOOPraHU3MaMmu
N 3HAOTOKCUHAMMU.

535. (12.76) MpowusBoanTenb AOMKEH KOHTPOAMPOBaTb MPOLLeAypbl OYMUCTKM C onpeaesieHHoOM
NepuoaMYHOCTbIO NOCAe BanuMaaumm, Ytobbl ybeantbca, 4To 3TM npouenypbl ABNAIOTCA 3QPEKTUBHbIMMU
Npyv MX UCMONb30BAaHUM BO BPEMS TEKYyLLEro TEXHONOTMYecKoro npouecca. Yncrotry obopyposaHus,
KOrga 3TO OCYLLEeCTBMMO, HeObBXO0AMMO KOHTPO/AMPOBaTb MOCPEACTBOM MPOBEAEHMA AHANUTUYECKUX
MCNbITAaHUN M BU3YyaNbHOrO OCMOTPA. BM3yanbHbI OCMOTP MO3BOAIAET OOHAPYXUTb 3HAYUTENbHblE
CKONMEHUA KOHTAMWHAHTOB HAa HEBONbLUMX y4acTKax, KOTOPbIE MOTYT OKa3aTbCA He OBHAPYKEHHbIMM
WMHbIM cnocobom npu otb6ope npob u (unm) aHanmse.

Bannpaunsa aHannTnyecknx metoauk (12.8)

536. (12.80) Wcnonbayembie aHaAUTUYECKME METOAMKW  AOMKHbI  MPONUTM  BanngauMio.
MpuUroaHoOCTb BCEX WCMOJIb3yEMbIX METOAUK UCMbITAaHUI HeobxoaMMo, TemM He MeHee, NMPOBepPATb B
peanbHbIX YCNOBUAX NPUMEHEHMUSA, a pe3y/ibTaTbl 0GOPMAATL AOKYMEHTA/IbHO.

537.(12.81) Bannpgauus MetToamK A0NKHA NPOBOAUTLCA C YYETOM XapPaKTePUCTUK, MPUBEAEHHbIX B
PyKOBOACTBAX MO BaAvgauuMm aHaAUTUYECKMX meToaumK. O6bem npoBOAMMON aHaNUTUYECKOM
Ba/INZ4auuM OONXKEH 3aBUCETb OT LEAMN aHaNM3a U CTaauM TEXHONOIMYECKOro npouecca npousBoacTsa
dC.

538. (12.82) [do Hayana BanugauMM aHaNUTUYECKUX METOAMK [AOMKHaA ObiTb npoBeaeHa
COOTBETCTBYIOWLAA KBaIMPUKALMA aHANNTUYECKOro 060pya0BaHMA.

539. (12.83) HeobxoAMmo BecTM nNOAHble 3anucu bbIX W3MEHEeHU BaANANPOBAHHOM
aHaNIUTUYECKON MeToaAMKMK. TaKkne 3anncu A0/IXKHbl OTParkaTb NPUUYNHY U3MEHEHNS N COOTBETCTBYIOLMNE
OaHHble ANA NOATBEPXKAEHUA TOFO, YTO USMEHEHNE NPUBOAUT K pe3y/ibTaTaM, KOTOPbIE CTO/b e TOYHbI
N HaZeKHbl, Kak 1 pe3ynbTaTbl, NOJYYEeHHbIE C MOMOLLbIO MPUHATON METOLMKM.

KOHTPO/1Ib U3MEHEHUI (13)

540. (13.10) NpousBoauTenb AOAXKEH pa3paboTaTb CUCTEMY KOHTPOAS U3MEHEHUA ONA OLLEHKU
BCEX M3MEHEHWIN, KOTOPbIE MOTYT NOBANATL Ha NPOU3BOACTBO U KOHTPO/Ib MPOMEKYTOUYHOM NPOAYKLUK
n eC.

541. (13.11) MpowusBoauTeNb [OMKEH YTBEPAUTb Mpoueaypbl  Ana  naeHTUdbMKauumu,
OOKYMEHTaslbHOro OoQOpPMJIEHMA, COOTBETCTBYIOWEN MPOBEPKM W YTBEPXKAEHMA MW3IMEHEHWNn B
OTHOLIEHMM  UCXOOHOro  CbipbA, cneunmduKaumini, aHaJIUTUYECKUX  METOAMK,  MNOMELLEHUN,
BCMNoMoraTe/ibHbIX cuctem, obopyaoBaHuMA (BKAOYas KOMNboTepHoe obopyaoBaHuMe), CTaauii NpoLecca,
YNAaKOBOYHbIX MaTepuanoB, MAaTEPUANOB ANA MAPKUPOBKMU, a TaKXKe KOMMbIOTEPHOro NporpammHOro
obecneyeHus.

542. (13.12) /ltobble NpeanoxeHns no N3MeHeHUAM, KacaloLMMCA OpraH13aLmm NpomM3BoacTea u
KOHTPO/1A KauyecTBa JIEKAPCTBEHHbIX CPEeACTB, A0/1KHbl ObITb NOArOTOB/IEHbI, MPOBEPEHbI U YTBEPKAEHbI
COOTBETCTBYHOWMMM MNOAPA3LAENEHMAMM, @ 3aTEM MNPOBEPEHbI W YTBEPXKAEHbI MNOApPa3AeNEeHNEM
(noapasaeneHnamu) Kavecrtsa.

543. (13.13) HeobxoAMMO OLEHWUTb BO3MOMHOE B/IMAHUE MPEAJ/IONKEHHOIO W3MEHEHMA Ha
KayecTBO NPoMeXKyTouHOM npoayKunm nnm ®C. MNpoueaypa KnaccudmuKkaumm M3aMeHeHMn MOKET NOMOYb
B onpegeneHnMm obbema WchbiTaHWWA, BaAMAauMM M AOKYMeHTauuu, Tpebyembix gns obocHoBaHWSA
M3MEHEHUN, BHOCUMbIX B Ba/MAMPOBaHHbIM npouecc. M3ameHeHMAa MoryT ObiTb KaaccMbUUMPOBaHbI
(HanpMmep, KaK cyL,ecTBEHHbIE UM HeCyLeCcTBEeHHbIe) B 3aBUCMMOCTU OT MX XapakTepa u obbema, a
TaKXe BAWSIHWUA, KOTOPOE OHW MOryT OKasaTb Ha npouecc. C yyeTom 0O6OCHOBAHHOrO 3aKAHYEHUA
Nnpou3BoauTeNb AO0/IKEH onpeaennTb, Kakue [ONOAHWUTEeNbHble WCAbITAaHWA W UCCNef0BaHMA Mo



Ba/INAauUuM HeobxoaAnmbl AN 060CHOBAHUA TaKUX U3MEHEHUIA.

544, (13.14) MNpu BHEAPEHUN YTBEPMKAEHHbIX M3MEHEHWI HeobXxoaMmO NnepecmoTpeTb Bce
OOKYMEHTbI, HA coAepXKaHUe KOTOPbIX BAUAIOT 3TU U3MEHEHMA.

545. (13.15) Mocne BHeapeHUA M3MEHEHUs HeobXOoAMMO MPOBECTU OLEHKY MepBbiX Cepuit,
Npou3BeeHHbIX AU UCMIbITAHHbIX MOC/Ae BHECEHUA 3TOr0 U3SMEHEHUA.

546. (13.16) MMpowusBoauTeNb AO/MKEH OLEHUTb BO3MOXHOCTb BO3AENCTBUA KPUTUYECKUX
U3MEHEHUN Ha CTabuAbHOCTb M, CNeA0BaATENbHO, Ha YCTAHOBNEHHbIE AaTbl MOBTOPHbIX UCMbITAHWUIA UK
0aTbl UCTEYEHMA CPOKA rogHOCTU. Mpn HeobxoaMMOCTN 06pasLbl MPOMEXKYTOYHOW NpoayKumm nnn OC,
KoTopble OblM NpousBeneHbl MOCPeACTBOM W3MEHEHHOro npouecca, MOryT ObiTb BBeAEHbl B
NPOrpammy YCKOPEHHOro M3y4yeHWus CTabuabHOCTU W (MAM) BKIOYEHbI B NPOrPamMmy MOHWUTOPWHIa
CTabunbHoOCTH.

547. (13.17) NpousBoauTenb A0MKEH NPOUHPOPMMPOBATL COOTBETCTBYHOLLMX NPOU3BOAMUTENEN
NIEeKApPCTBEHHbIX NpenapaToB 00 M3MEHEHUAX B YCTAHOBAEHHbIX TEXHONOFMYECKUX MpoLeccax U
npoueaypax KOHTPOJIA NpoLecca, KoTopble MOryT NOBAMATL Ha KavecTso PC.

OTKNOHEHME M NOBTOPHOE NCMNO/Ib3OBAHUE MATEPUANOB (14)
OTknoHeHne(14.1)

548. (14.10) MpomexkyTouHyo npoaykumio u ®C, KOTopble He COOTBETCTBYHOT YTBEPMKAEHHbIM
cneuymduKkaumam, HeobxoaMMO YeTKO MPOMAPKMPOBATb COOTBETCTBYHOLWMM 06pa3om WM coaep)KaTtb B
YCNOBMAX KapaHTMHA. Takaa npomexkyTouyHaa npoayKkumsa uanm ®C moxkeT noasepraTbCs NMOBTOPHOM
06paboTke unan nepepabotke. OKOH4YaTeNbHOE pelleHWe B OTHOLWIEHUWU OTKAOHEHHbIX MaTepuasnos
[0/1KHO BbITb 0POPMNEHO AOKYMEHTANBHO.

MoBTopHas obpaboTKa (14.2)

549. (14.20) NoBTOpHOE BBeAEHME B MPOLLECC NMPOMENKYTOUYHON npoayKumum unm OC, BKAoYan
NPOAYKLUMIO, HE COOTBETCTBYIOLLYHO creundurKaumam, U Ux noBTopHaa obpaboTka nyTem MOBTOpPEHMA
CTafuN  KPUCTANAM3ALMN WUAW  APYTUX COOTBETCTBYIOWMX CTaauit ob6paboTKM XMMUYECKMMKU WAK
du3myeckmumn  cnocobamm  (Hanpumep, AucTuanauma,  GuabTpaumus, xpomatorpadupoBaHue,
MU3MesibuyeHMNE), ABAAIOWMXCA YaCTblO YCTAaHOBAEHHOrO MPOM3BOACTBEHHOrO npouecca, O06blY4HO
cymTatoTcAa npuemnembimm. OfHaAKO ecnn NoBTOpHas obpaboTKa wmcnonblyetca gna 60AbLIMHCTBA
cepui, To ee HEOHBXOAMMO BK/IOUUTL B KAYECTBE YacTU CTaHAAPTHOIO TEXHONOMMYECKOro npoLiecca.

550. (14.21) Npoaon:KeHne ocyLecTBAeHMA CTaAUN TEXHOIOTMYECKOro NpoLLecca nocse Toro, Kak
KOHTPO/Ib B Npouecce NPOU3BOACTBA MOKa3as, YTO CTaAMA He 3aBepLUEHa, CYMTAETCA YacTblo 0BbIYHOTO
npouecca, a He NOBTOPHOW 06pPaboTKOM.

551. (14.22) MNoBTOpHOE BBEAEHWE HeMNpopearnpoBaBLUEro BeLLecTBa B MPOLECC M NOBTOpPHOE
npoBeAeHMEe XMMUYECKOM peaKkLMnU CYUTAIOTCA NOBTOPHOM 06pabOoTKOM, ecim 3TO He ABAAETCA YacTbio
YCTaHOBNEHHOrO npouecca. Takolk MNOBTOpPHOM 06paboTKe [OMXKHA NpealecTBOBaTb TWATeNbHan
OLLeHKa, rapaHTMpPYIOLLLas, YTO 3TO HE MOBAUAET OTPULLATENbHO HA KAYECTBO NPOMENKYTOUYHOM NPOAYKLUMMU
nnn ®C sBcneacTsme BO3MOXKHOMO 0bpaszoBaHmMA NOOBOYHbLIX MPOAYKTOB U BELLECTB, NPOPEArMpoBaBLLMX
CBepX YCTaHOBAIEHHON HOPMbI.

MepepaboTka (14.3)

552. (14.30) Mepea npuHATMEM pelleHUs O nepepaboTKe cepuit, He COOTBETCTBYIOLLMX
cneymdumKaumam, HeobxoaMMo NPoOBECTU paccnefoBaHME NPUYMH TaKOFrO HECOOTBETCTBMUS.

553. (14.31) Cepwuun, noaseprHyTbie nepepaboTKe, A0/KHbI 6bITb 06beKTaMK (ecnn Ana 3Toro ectb
OCHOBAHMA) COOTBETCTBYHOLLMX OLEHKWN, UCMbITAHWUIA, UCCNEe0BaHNA CTabUABHOCTU U AOKYMEHTANIbHOTO
odopmneHunsa, 4Tobbl rapaHTMpPOBaTb, YTO NepepaboTaHHAA MNPOAYKLMA MO KayecTBY 3KBMBAJEHTHA
NPoAyKLMK, NPOM3BEAEHHOW MOCPEeACTBOM MEePBOHAYA/IbHO YCTAaHOBAEHHOrO MPOM3BOACTBEHHOTO
npouecca. Hanbonee uenecoobpasHbiM NOAXOA0M K BanMAaLMu npoueayp nepepaboTku asnsetca
CONyTCTBYIOWAA BanMaaumaA. [aHHbIA NOAX04 NO3BOAAET COCTaBUTbL 3anucKu npoueaypbl nepepaboTkiy,



YCTAHOBUTb MOPALOK ee MPOBEAEeHUA W onpenennTb OXuAaemble pesynbtatbl. Ecan nepepabotke
NoANEXNUT TONIbKO OfHA Cepus, TO MOXKET OblTb COCTaB/NEH MUCbMEHHbI OTYET, @ CEpMA paspeLleHa K
BbINYCKY CPa3y Nocne NoATBEPKAEHUA ee KavecTsa.

554, (14.32) MpounsBoanTens A0MKEH YTBEPAUTb NpoLeaypbl A1A cpaBHeHUs npoduaa npumecei
Kaxaoi nepepaboTaHHOM cepun C npoPunamMm NpUMecen Ccepun, NPOU3BEAEHHbIX MocpencTBOM
yCTaHOBNAEHHOro npouecca. Ecanm npumeHAemble aHaAUTUYECKME METOOMKM  He  MO03BOAAT
HagaeXawmm obpa3om oxapaKkTepu3oBaTb MNepepaboTaHHy ceputo, TO caeayeT BOCMNO/1b30BaATbCA
OONONHUTENIbHBIMU METOAMKAMM.

PereHepauus matepuanos u pactsoputenei (14.4)

555. (14.40) PereHepauua (Hanpumep, U3 MATOYHOWN KUOKOCTU UAN PUNBLTPATOB) PEAKTMBOB,
NPOMENKYTOUHOM NpoayKummn nam ®C cuntaeTca JONYCTUMON NPU HaZIMUMU YTBEPKAEHHbIX Npoueayp
pereHepaunn M COOTBETCTBUWU PEreHEepPMPOBaAHHbIX MaTepuanos crneunduKaumam, Noaxogalmnm ans
npeanonaraemoro UCnoab30BaHUA TaKUX MaTepuasios.

556. (14.41) [onycKatoTca pereHepauma M NOBTOPHOE MCMO/Ib30BAHWE PacTBOpPUTENIEN B TEX e
WKW Apyrux npoueccax npu ycioBuu, YTo Npoueaypbl pereHepauum KOHTPOJIMPYIOT U NPOBEPAIOT ANd
obecneyeHUs COOTBETCTBUA pacTBopuTenei cneumduKaumam nepes Mx NOBTOPHLIM MCNOIb30BAHUEM
UAN CMELIMBAHUEM C APYTMMM 04006pEHHBIMKU MaTepuanamu.

557. (14.42) [JonyckaeTca CMeLWnBaTb HOBble U pPereHepupoBaHHbIE PACTBOPUTENN U PEAKTUBDI,
€C/IN B XOAe COOTBETCTBYIOLWLMX WMCMbITAHUA MOKa3zaHa WX MPUrOAHOCTb A1 BCEX TEXHOJIOrMYECKUX
npoLeccos, B KOTOPbIX OHWM MOTYT MCNONb30BaTLCA.

558. (14.43) Ucnonb3oBaHWe pereHepuUpoBaHHbIX PaCTBOPUTENE, MaTOUYHbIX }UAKOCTEN U APYrnX
pereHepMpOoBaHHbIX BELLECTB A0/IKHO 6bITb 0GOPMNEHO JOKYMEHTANbHO.

Bosspar (14.5)

559. (14.50) MpowuseBoauTenb AONXEH HaAfexalwmm o6pasomM MapKUMpoBaTb BO3BPALLEHHYHO
NPOMEXKYTOUHYO NPOAYKLMIO UK Bo3BpaLLeHHble PC u copepKaTb UX B YCIOBUAX KapaHTUHA.

560. (14.51) Ecnu y npousBoauTeNA BO3HWUKAOT COMHEHMA OTHOCUTEeNbHO cobaaeHun
HaZ/1eXallMxX YCOBUN XPaHEHUA WAM TPAHCMOPTUPOBKM BO3BPALLEHHON MPOMENKYTOUHOM MPOAYKLMM
nnun Bo3BpalweHHbix ®C o MaM B npouecce nx BO3BpaTa MM OTHOCUTE/IbBHO COCTOAHWA Tapbl B YacTu
BO3MOHOI0 BAUAHMA Ha Ka4yecTBO, TO BO3BpPALLEHHAA MPOMENKYTOUHAA NPOAYKLMNA NN BO3BPaLLEHHbIe
®C noanexkat NoBTOPHON 06paboTKe, NepepaboTKe UAM YHUUTOXKEHUIO B 3aBUCUMOCTU OT KOHKPETHOM
cuUTYyauuu.

561. (14.52) MponsBoanTeNb AOKEH BECTM 3aNMCK BO3BPATa NMPOMENKYTOYHON NPOAYKLUN UK
®C. inA Kaxkaoro Bo3BpaTta B AOKYMEHTALMN HEOHXOAMMO YKa3aTb:

HanmeHOBaHWe W agpec rpysonony4vaTens;

HaMMEHOBaHME MPOMENXYTOYHON npoaykumMm unm @®C, Homep cepunm U BO3BpPALLEHHOE
KO/INYeCTBO;

NpUYMHY BO3BPATa;

yKa3aHWe Ha UCMO/Ib30BaHNE NN YHUUTOXKEHNE BO3BPALLEHHOM MPOMENKYTOYHOM NPOAYKLUN UK
dC.

MPETEH3UWU U OT3bIBbI (15)

562. (15.10) MpowusBoanTenb AOKEH AOKYMEHTa/JibHO 0popMAAaTb U paccnenoBaTb COrNacHoO
YTBEPKAEHHON MHCTPYKLMKN BCE MOJYYEHHbIE UM MPETEH3UN OTHOCUTE/IbHO KayecTBa HE3aBMCMMO OT
TOro, B Kakon popme (YCTHOM UAU NUCbMEHHO) U3/10XKEHbI TaKME NPETEH3UN.

563. (15.11) 3anucuK paccmoTpeHua NPeTeH3nn A0MKHbI CoaepKaTb:

HanmeHoBaHWe 1 aapec Inua, NpeabABUBLLETO NPETEeH3UIo;

bammnunio, ma, ot4yectBo (NpPUM HaAMuMKM), @ NPU HEODXOAMMOCTU TAKMKe AOKHOCTb NL3,
npeAbABMBLUENO NPETEH3UIO, U HOMEP ero TenedoHa;

CYyTb NpeTeH3nun (BKAKOYAA HazBaHMe N HoMmep cepum ©C);



[aTy NOCTYNAEHUA NpeTeH3unm;

nepBOHAYaIbHO MPUHATbIE Mepbl C YKa3zaHUeM AaTbl U NLA, NPUHABLLEro Mepbl;

[aNbHeNWwmne AeNCcTBMA N0 PAaCCMOTPEHMIO NPETEH3NN;

OTBET, OTNPAaBAEHHbIN AuULy, NPeabABUBLUEMY MPETEH3UIO (BKAOYaA AaTy OTNPaBKU TaKoro
oTBeTa);

OKOHYaTe/IbHOE pelleHne OTHOCUTENIbHO CEPUUN AN NAapTUN NPOMEXKYTOYHOM NpoayKumn namn OC.

564. (15.12) 3anucu paccMoTpeHUs NpeTeH3nii HeobXo0AMMO COXPaHATb ANA OLUEHKU TeHAEHUUN,
YacToTbl MOCTYM/IEHMA MNPETEH3UN M WX CEpPbe3HOCTU ANA NPUHATUA AOMOJHUTENBHOrO W, Npwu
HeobX04MMOCTHN, HEMEAEHHOTO KOPPEKTUPYIOLLETO AEACTBUA.

565. (15.13) MpowusBoanTenb AOMKEH YyTBEPAUTL Npoueaypy AnsA onpeaeneHns obcToATenbCTs,
NpW KOTOPbIX HE0H6XO4MMO paccMaTpMBaTb BONPOC 06 0T3bIBE MPOMEKYTOYHON NpoAyKuumn nan ®C.

566. (15.14) Npoueaypa 0T3biBa A0/KHA ONPEAENATb, KTO AO/KEH NPUHMUMATb Y4acTUe B OLEHKe
MHPOPMaLUK, KaK HEOBXOAMMO HaUMHaTb NpoLEeaypy OT3bIBa, KTO AOMKEH ObiTb NpoMHbOpMMpPOBaH 06
0T3blBE M KaK He0HX0AMMO NocTynaTb C OTO3BAHHbIM MaTePUANOM.

567. (15.15) B cnyyae cepbesHOM WAM MNOTEHUMANIbHO YrpoXKalowWwer HKU3HM CUTyauuu
npoussoauTesb A0/KEeH npouMHPopMnpoBaTe 06 3TOM YNONHOMOYEHHbIV denepanbHbI  OpraH
WCNONHUTENbHOM BAACTM, a TaKXe KOMMETEHTHble OpraHbl BCeX CTpPaH, KyAa 6blna HanpasneHa

NPOAYKLMA.
MPON3BOACTBO NO 4Or0OBOPY (BK/KOYAA JTABOPATOPUN) (16)

568. (16.10) Bce ucnonHutenu, paboTalowmMe no Aorosopy (BKAwouasa nabopatopuu), AOMKHbI
cobnogatb TpeboBaHuMs  Hactoawmx [pasun. Heobxogmmo yaenntb ocoboe  BHUMAHME
NpeaoTBPALLEHUIO NEPEKPECTHON KOHTaMUHALUM U 0BecnevyeHmMIo NPOCNEKNBAEMOCTH.

569. (16.11) 3aKa3uMK [A0OMKEH OLEHUBaTb UCMOHUTENA, paboTaloLlero No Aorosopy (BKAoYan
nabopatopumn), € UENbl0 OnpeaeneHns COOTBETCTBUS KOHKPETHbIX Onepauuii, BbIMNONHAEMbIX Ha
NPOW3BOACTBEHHbIX NAOLWAAKAX MCNONHUTENA, paboTatowero No Aorosopy, TpeboBaHUAM HACTOALLMX
Mpasun.

570. (16.12) B poroBope, 3aK/JO4aEMOM MENKAY 3aKa3UMKOM U UCMOSHUTENEM, PEKOMeHayeTcs
noapobHo onpeaenatb 06A3aHHOCTM CTOPOH B OTHOLWIEHMW cobntogeHua TpeboBaHWI HaCTOALMX
MpaBwa, BKAOYAA MEPONPUATUA KaXKAOM M3 CTOPOH No obecneyeHmto KayecTsa.

571. (16.13) PekomeHayeTcA NpeaycMaTpMBaTb B AOTOBOPE BO3MOMKHOCTb 3aKa3umMKa NpoBOAMTb
ayamT 0eATeNIbHOCTM UCMONIHUTENA HA COOTBETCTBUE TpeboBaHMAM HacToAwmMX Mpasua.

572. (16.14) PekomeHayeTcs npeaycmMaTpMBaTb B A0roBOpe YC/IOBME O TOM, YTO MCMOJHUTENb
BMpase NpMBAEKaTb TPETbUX UL, O UCNOJHEHMA AOTOBOPA TO/IbKO C COr/TacmA 3aKa3ymKa.

573. (16.15) Mpoun3BoAcCTBEHHbIE W JlabopaTopHble 3anMcM HeobXxogMMO XpPaHUTb Ha
NPOM3BOACTBEHHON NJIOLWAAKE, HA KOTOPOW BbINOAHAAMUCL PaboTbl. Takne 3anucu A0NXKHblI ObiTb IErKO
OOCTYMHbI.

574. (16.16) PekomeHayeTca npegycMmaTpusBaTb B AOroBOpe YC/IOBUE O TOM, YTO UCMONIHUTENDb He
BNpaBe BHOCUTb M3MEHEHWUA B COrIAacOBaHHble CTOPOHAMM TEXHOIOTMYECKUIA npouecc, obopyaoBaHue,
METOAMKM UCMbITaHWUI, cneunduKaLmm, a paBHO B MHble YCI0BUA A0roBopa 6e3 cornacus 3akasuvumka.

OPFAHU3ALMM, OCYLLECTBNAIOLLME NEPEYNAKOBKY
W (UNW) NEPEMAPKWUPOBKY (17)

O6nacTtb npuMmeHeHua (17.1)

575. (17.10) TpeboBaHMA, YyCTaHOB/AEHHble nNyHKTamu 575 - 589 Hactoawux [Mpasun,
PacnpoOCTPaHAOTCA HA OpraHW3auMu, OCYLLECTBAAIOWME NepeynakoBky M (Man) nepemapKupoBKY,
KOTOpble He ABAAIOTCA NepBOHaYaibHbIMKU NpoussoamTenimm OC uan NPoMeKyTOYHOW NPOAYKLUN.

576. (17.11) OpraHusaummn, oCyLLEecTBAAIOLNE NepeynakoBKy U (Mn) nepemapKUpPOBKY, AO/KHbI
cobntogath TpeboBaHMA HACTOALLEN MNaBbl.

MpocnexrMBaemocTb peasn3oBaHHbIX GapMaLLeBTUYECKUX CyDCTaHUMIA



N NPOMEXYTOYHOM npoaykumm (17.2)

577. (17.20) OpraHusaummn, ocyLLecTBAAIOLINE NepeynakoBKy U (M1n) nepemapKUpPOBKY, AOMXKHbI
obecneymBaTb NOJIHYIO MNPOCNEKNBAEMOCTb Peanm3yembix Mmu @C 1 npomerkyTouHOM npoayKumn. Ana
3TOro Heo6Xo04MMO MMETb U XPaHUTL CAeayroLwmne JOKYMEHTbI U CBEAEHUA:

HanmeHoBaHWe NepBOHaYasibHOro NPOU3BOAUTENS;

aapec NnepBOHAYaIbHOro NPOU3BOAUTENS;

3aKasbl Ha NOCTaBKY;

HaKNafHble (TPAHCMOPTHbIE OKYMEHTbI);

OOKYMEHTaLUIO O NPUEMKE;

Ha3BaHWe nnn ob6o3HauveHne OC Man NPOMeKYTOUHON NPOAYKLNMK;

HOMeEp cepuun, MPUCBOEHHbIV NPOU3BOAMUTENEM;

MHPOPMaLMIO O TPAHCMOPTUPOBKE M peannsaunu;

BCE  OpPUrMHaNbl  AOKYMEHTOB, MNOATBEPXAAOWMX  KayeCTBO, BKAKOYAA  AOKYMEHTHI,
NoATBEPKAAOWME KAauyecTBO, NOJIyYEHHbIe MOC/Ae NEPEYNAaKOBKM U (MIM) NepemMapKUPOBKM, a TaKxke
NnoayyYeHHble OT NepBOHaYa bHOro NPoOnU3BOAUTENS;

AaTy NpoBeAeHNA NOBTOPHbIX UCMbITAHUI MAK JATy UCTEYEHMA CPOKA FOLHOCTMU.

YnpasneHue Kayectsom (17.3)

578. (17.30) OpraHn3auuu, ocyLecTBAAIOLWME NEPEeyNnakoBKY U (MAK) NnepeMapKUpPOBKY, LOKHbI
co34aTb M BHeAPUTb 3GDEKTUBHYIO CUCTEMY YNPABAEHMA KAa4yeCcTBOM, KaK yKa3aHo B nyHKTax 289 - 308
HacToAawwmx MNpaBun, a TakKe BECTU HEOOXOANMYIO AOKYMEHTALMIO.

MepeynakoBKa, NnepemapKMpoBKa 1 XxpaHeHMe papMaLLeBTUYECKMX
cybcTaHUMI U NpomexkyToUuHol npoaykummn (17.4)

579. (17.40) MepeynakoBKy, NepemapKMpoBKY U xpaHeHne OC U NPOMENKYTOUYHOM MPOAYKLMK
HeobX04MMO OCYLLECTBAATL B COOTBETCTBUM C TpeboBaHUAMM HacToAwmx Mpasua, 4Tobbl n3berkatb
nepenyTbiBaHUA UK YTPATbl NOAANHHOCTU TNHO0 YMCTOTbI PC MAKM NPOMEKYTOYHOM NPOAYKLIUMN.

580. (17.41) [MepeynakoBKy HeobXoAMMO OCYLLECTBAATb B COOTBETCTBYHOLUMX YCAOBMUAX
NPOW3BOACTBEHHOM cpeabl ANA NPEAOTBPALLEHNA KOHTAMUHALUN UM NEPEKPECTHOM KOHTaMMUHaL MK,

CrabunbHocTtb (17.5)

581. (17.50) Ecnn ®C nam npomerKyTouHyH NPOAYKLMIO NepeynakoBbiBalOT B Tapy (MepBUYHYIO
YMaKOBKY), TUM KOTOPOM OT/NMYaeTcA OT ucnosib3yemoro npoussoautenem ®C mManm NpomesKyToYHOM
NPoAyKLMKU, TO HeobxoaMmo wuccnenosatb CTabUNbHOCTb ANA OOOCHOBAHMA YCTAaHOBAEHHbIX AaTbl
UCTEYEHMA CPOKA FOAHOCTM AN AaTbl NPOBEAEHMA NOBTOPHbIX UCMbITAHUNA.

MNepenaya nHbopmauum (17.6)

582. (17.60) OpraHu3aummn, OCyLLECTBAAIOLINE NepeynakoBKy U (M1n) NnepemapKUpPOBKY, AO/XKHbI
nepegasaTb BCO MHPOPMALMIO O KAYecTBE M pelleHMAX YNOJHOMOYEeHHoro denepanbHOro opraHa
WCMNOIHUTENbHOM BAACTM, NOJYYeHHyo OT npoussoauTend ®C uan NPoMeNKyTOYHOM MPOAYKUUM,
npuobpetatento, a uMHPopmauuto oT npuobpertatena - npomssogutento ®C MaAKM NpPomerKyTOUYHOM
NpPoAyKLMN.

583. (17.61) OpraHusaumn, OCYLLECTBAAIOLLIME MNEepeynakoBKy U (MAn) nepemapKkUpoBKy, Npu
peanusaunn C Mam NpomeRyToUYHOM NPOAYKUMU NPUobpeTaTento A0XKHbI YKa3blBaTb HAMMEHOBAHWNE
nepBoHayanbHoro npoussoautens @PC MAM  NPOMENKYTOYHOM nNpoayKuMM U Homep (Homepa)
nocTaBNAEMOW CEPUN.

584. (17.62) OpraHu13auunm, ocyLwecTBasoWMe NepeynakoBky 1 (Man) nepemapKkMpoBKy, 06a3aHbl
TaKKe Mo 3anpocy Yyno/sIHOMOYEHHOro ¢eaepasbHOrO opraHa MCMNOAHUTENIbHOM BAACTU NPeaoCTaBUTb
MHOPMAUMIO O nepBOHa4YanbHOM npoussoauTene @DC  UAKM  NPOMENKYTOYHOW  NPOAYKLUM.



MepBoHaYanbHbLIA MNPOU3BOAUTENb MOMKET MNPEeAOCTaBUTb TaKytlo MHPOPMaLMIO YNOSIHOMOYEHHOMY
denepanbHomMy opraHy UCNOIHUTEIbHOM BNACTM HENOCPEACTBEHHO MK Yepe3 CBOMX NpeacTaBuUTenen.

585. (17.63) B OTHOLIEHNUU AOKYMEHTOB, MOATBEP}KAAOLIMX KavyecTBo, Heobxoammo cobnoaaTtb
cneunanbHble TpeboBaHMA, NpeayCMOTPeHHble NyHKTamn 492 - 496 HacToawmx Mpasun.

PaboTa c npeTteH3nAMM 1 0T3biBaMu (17.7)

586. (17.70) OpraHu3aumn, OCyLLECTBAAIOLINE NepeynakoBKy U (M1n) NnepemapKUpPOBKY, AOXKHbI
BECTM 3aMnCU PAacCMOTPEHUS NPETEH3UI 1 OT3bIBOB MO NpaBUAam, NPeAyCMOTPEHHbIM NyHKTamu 562 -
567 HactoAwmx MpaBua, B OTHOLLIEHMM BCEX NPETEeH3MI M OT3bIBOB, KOTOpble MonaaatoT B chepy mx
OEeATeNbHOCTMU.

587. (17.71) MNpu HeobXxo4MMOCTM OpraHMsaLMW, OCYLLECTBAAIOLWME NepeynakoBky U (Mnu)
nepemapKUpOBKY, AO/KHbI PaccMaTpuBaTb NPETEH3UIO BMECTE C NepBOHaYasbHbIM NPOM3BOAMTENIEM
®C nan npomexKyTouHOM NpoayKuum, YTobbl onpeaenvTb, cieayeT nvM npeanpuHMmaTth AanbHelwne
OENCTBUS COBMECTHO C APYrMMM npuobpeTaTensmu, KoTopble MOFIM MoyYuTb Takue e OC uaum
NPOMEKYTOUHYIO MPOAYKUMIO, IMBO C YNOAHOMOYEHHbIM denepasibHbiIM OPraHOM WCMNOJIHUTEIbHOW
B/1ACTU, IMBO CO BCEMW 3aMHTEpPeCcOoBaHHbIMW CTOpOHaMW. PaccnepoBaHue NMPUYMHBI NMPETEH3UU UK
0T3bIBa 40/1XKHO NPOBOAUTLCS U OPOPMAATLCA LOKYMEHTA/IbHO COOTBETCTBYHOLLEN CTOPOHOM.

588. (17.72) Ecnn npeTeH3Ma KacaeTca nepBOHayasbHOro npowussoautens &C  wam
NPOMEKYTOYHON NPOAYKLMU, TO 3aNUCKM PaCCMOTPEHUS MPETEeH3WUI, KoTopble BeayT OopraHM3auuu,
OCyLLEecTB/AIOLWIME MNEepeynakoBKy M (MAK) nepemMapKUpPOBKY, AONXKHbI coAep)KaTb Ntobble OTBETHI,
nosly4eHHble OT NepBoHaYanbHoro npoussoauTena OC UanM NPoMeKyToUHOW NPoAYyKUUKM (BKAKoYan aaty
W NpeaocTaBAeHHyo MHopMaUULo).

PaboTta c Bo3BpaTtamu (17.8)

589. (17.80) Pabota c Bo3BpaTamu NPOAYKUUM [AO0/KHA MPOBOAUTLCA B COOTBETCTBUU C
TpeboBaHMAMM, YCTAHOBAEHHbIMX NYHKTOM 561 HactoAwmx Mpasua. OpraHM3aunm, ocyLLecTeaaoLmne
nepeynakoBky W (MaM) nepemapKMUpPOBKY, AOJXKHbI BECTUM LOKYMEHTALMIO MO BO3BpalleHHbiM OC K
NPOMEKYTOYHOM NPOAYKLUMN.

CNELUMANTBHOE PYKOBOACTBO MO ®APMALEBTUYECKNUM
CYBCTAHUMAM, MPON3BOANMbBIM NMYTEM RY/IbTUBUPOBAHNA KNTETOK
NN PEPMEHTALIMM (18)

O6wme TpeboBaHua (18.1)

590. (18.10) B nyHkTax 590 - 621 Hactoswwmx MpaBun onpepeneHsbl cneunanbHble TpeboBaHMs
OTHOCUTENbHO KOHTPOAS ®C MAM NPOMEKYTOYHOW NPOAYKLMU, KOTOPbIe MPOU3BOAATCA NOCPEnCTBOM
KY/IbTUBMPOBAHMUA KNETOK UAN PepmMeHTaLMn C UCNONb30BaHMEM MPUPOLHbLIX MU PEKOMOWHAHTHbBIX
OpraHM3moB. YKasaHHble TpeboBaHUA He A0JIKHbl PacCMaTPUBaTbCA OTAE/bHO OT APYruX, MOCKOAbKY
TpeboBaHUA, NpUBEAEHHble B APYrUX MNYHKTax HacTtoAawmx [MpaBua, TaKKe MPUMEHUMbl K TaKoW
npoaykumu. Ana "Knaccuyeckmx" nNpoLECcCOB MNOAYYEHMA HU3KOMONEKYAAPHbIX BeWecTs U  Ans
npoueccoB, B KOTOPbIX WCMOAb3YIOTCA PEKOMBUHAHTHble U HepeKOMBMHaHTHble OpraHM3mbl ANS
npoussoAcTBa 6en1KoB M (MAM) NOAUNENTUAOB, AO/MKHbI MPUMEHATLCA OAHM W Te e MNPUHLMMbI
depmeHTaL MK, XOTA cTeneHb KOHTPOAA Npu 3ToM byaeT pasnuyHO. B AaHHbIX NYHKTax yKasaHbl 3TU
Pa3NnMunA, ecin OHWU CYLLECTBYIOT Ha NpakTuke. CTeneHb KOHTPOAA BUMOTEXHO/IOrMYECKUX NPOLECCos,
NCNosb3yemblx 418 NPoM3BOACTBA 6€NKOB M NOAUNENTUAOB, Bbille, YEM AN KNAaCCUUYECKUX MPOLLeccoB
depmeHTaymu.

591. (18.11) TepmuH "bMoTEXHONOrMYECKUI Npouecc” OTHOCUTCA K MCNOAb30BaHUIO KNETOK UK
OpPraHM3MoB, MOJIYY4EHHbIX AN MOANPULIMPOBAHHbLIX MOCPEACTBOM TEXHOIOMMU peKombuHaHTHOM OHK,
rM6pPMAOMHON UAWM APYron TexHosormu, ¢ uenbto npoussoactea ®C. ®C, nosyyeHHble C NOMOLLbIO
6MOTEXHO/IOMMYECKMX NpoLeccoB, 0ObIMHO COCTOAT M3 TAKMX BbICOKOMOIEKYNSPHbLIX COEANHEHUN, KaK
6enKM 1 nonMnenTuabl, cneunanbHble TpeboBaHMA B OTHOLWEHUU KOTOPbIX NpMBEAEeHbl B NyHKTax 590 -



621 Hactoawmx [Mpasun. Mo TexHonormm pekombuHaHTHoM [AHK Takke Moryt 6bITb MNOAYyYEHbI
onpegeneHHble ®C Cc HM3KOM MONEKYNAPHON MACCOM, TaKMe KaK aHTUOMOTMKM, aMMHOKUCAOTLI,
BUTAMMHbI M yrnesoabl. YpoBeHb KOHTPOAA 3TUx BMAo8 PC aHaNOrMyeH ypoBHIO, MpUMeHAEMOMY ANA
Knaccuyeckoi depmeHTaumu.

592. (18.12) TepmunH "Knaccuyeckaa dpepmeHTauma" oTHoOCUTCA K npoueccam nonydyeHua &C, B
KOTOPbIX NCcnosb3yoTcA npupoaHbie MWKPOOPraHU3Mbl " (nnn) MMWKPOOPraHM3Mbl,
MOANOULMPOBaHHbIE OOWENPUHATLIMKM  MeTodaMu  (Hanpumep, nocpeacTsom obsydYeHus UK
XMMUYeckoro mytareHesa). ®C, nonyyeHHble MocpeacTBOM "Knaccuyeckon depmeHTaumn", obbluHO
ABNAIOTCA NPOAYKTaMW C HU3KON MOJIEKYNAPHOM MACCOM, TaKUMM KaK aHTUOMOTMKM, aMUHOKMUCNOTHI,
BMTAMMHbI U yrNeBoAbl.

593. (18.13) Mpowussoactso ®C MAM NPOMENKYTOYHOW MNMPOAYKLMU M3 KAETOUYHbIX KYAbTYp UM
MeToaomM depmeHTauum BKAOYAeT B cebA TakMe NpOLLeCcChbl, Kak KynbTUBMPOBAHWE KAETOK WU
9KCTParnMpoBaHWe M OYMCTKa MaTepuana, MOJYYEHHOrO OT XWBbIX OPraHWM3MoB. ITU Mpoueccbl MOryT
BK/IIOYATb AOMNOJIHUTE/IbHbIE CTaguu, ABAAIOLWMECA YaCTblO MPOWM3BOACTBEHHOrO Npouecca, TakMe Kak
dusnko-xummnyeckan mogmodukaums. Micnonbayemoe ncxogHoe coipbe (cpenbl, 6ydepHble KOMMOHEHTbI)
MoKeT obecneymBaTb BOSMOXKHOCTb POCTa KOHTAMUHUPYIOWMX MUKPOOPraHM3mMoB. B 3aBucMmoctu ot
WCTOYHMKa, cnocoba nonyyeHuUs U npeanonaraemoro npumeHeHnsa ®C nam NpomMerKyToO4HON NPoaYKLMK
MOMKeT 6bITb HEOOXOANM KOHTPOIb BMOHArPY3KM, KOHTaAMUHALLMK BUPYcaMu U (MAN) SHAOTOKCMHAMM BO
Bpemsa Npou3BoACTBa U MOHUTOPMHIA NPOL,ECcCca Ha COOTBETCTBYHOLLNX CTaANAX.

594. (18.14) Ana obecneyeHmsa KayecTBa NPOMEKYTOUYHOM NpoayKumu u (nnmn) dC Ha Bcex cTaguax
Npou3BoACTBa A0MKEH OblTb YCTaHOBAEH HAA/NEMALWMM KOHTPOAb. HecMoTpsa Ha To, Y4TO HAcToALW,AA
rnaBa MNPUMEHAETCA, HauYMHAA CO CTaguMU  KyNbTUBUPOBAHUA KAETOK WAW  dpepmeHTaumm,
npeawecTeylolme cragumn (Hanpumep, cos3gaHve 6aHKa KAETOK) HeobxoAMMO OCYLLeCTBAATb Npu
Hag/eXKallem NpPou3BOACTBEHHOM KOHTpOJie. HacToAwan rnaBa OXBaTbIBAET KY/NbTUBMPOBAHUE KNETOK
nnn GpepmeHTaumIo, HAYMHAA C TOFO MOMEHTA, KOraa u3 6aHKa KNeToK M3BAeKatoT GIaKOH C Ky/bTypon
KNEeTOK A/1A UCNO/Ib30BaHMA B MPOU3BOACTBE.

595. (18.15) Ans cBeAeHUs K MWUHUMYMY PUCKA KOHTaMWHALUK NPOU3BOAUTENb AO/IKEH
ncnosnb3oBaTb Hagnexawee o60pyAoOBaHWME W MPOBOAMTL KOHTPO/b MPOM3BOACTBEHHOM Cpeapbl.
Kputepun npuemnemoctv gns KayecTBa MPOW3BOLACTBEHHOM Cpefbl M 4YAacTOTa KOHTPOA 3aBMCAT OT
CTaguu 1 YyCNOBUIA TEXHONOMMYECKOTO npoLecca (OTKPbITbIE, 3aKPbITble UAWN U30/IMPOBAHHbIE CUCTEMDI).

596. (18.16) Mpu TEXHONOTMYECKOM KOHTPO/IE HEOOXOAMMO YUNTbIBATH:

noaaeprkaHme paboyero 6aHKa KNETOK (€can oH umeeTcs);

NpaBW/IbHbI NOCEB U POCT KYNbTYpPbI;

KOHTPONb KPUTMYECKMX pabounmx napamMeTpoB BO BpemA KyAbTUBMPOBAHMA KAETOK WK
depmeHTaumm;

KOHTPOMb MNpouecca pocTa KNETOK, WX XM3HecnocobHocTn (ana 6oNbWKMHCTBA MNPOLLECCOB
KYNbTUBUPOBAHMA KNETOK) U NPOAYKTUBHOCTU, FA4E 3TO MPUMEHUMO;

npoueaypbl cbopa 1 OUYUCTKKU, NPU KOTOPbIX NPOUCXOANT yAANEHNE KNETOK, KNETOUYHbIX OCTAaTKOB U
KOMMOHEHTOB Cpef, C OA4HOBPEMEHHOM 3aLMTON NPOMEKYTOUHOM NpoayKumm nanm OC oT KOHTaMUHALUK
(0cob6eHHO KOHTaMMHaLMM MUKPOBMOOrMYECKON NPUPOAbI) U OT YXYALWEHNA Ka4yecTBa;

KOHTPONb OMOHArpy3KM M ypoBHEN 3HOOTOKCMHOB (MpM HEo6XOAMMOCTM) Ha COOTBETCTBYHOLLMX
CTafMAX TEXHOJIOTMYECKOrO NPOoL,ecca;

BOMPOCHI BUPYCHOM 6e3onacHoCTH.

597. (18.17) Tam, rae 37O NPUMEHUMO, AOKHO BbITb AOKA3aHO, UTO KOMMOHEHTbI cpea, 6enku
KNEeTOK-X035eB, [APYrMe CcBA3aHHble C MNPOLECCOM W COMyTCTBYHOWME MPOAYKLUMM MPUMECU U
KOHTaMWHaHTbI yAaNneHbl.

Moaaep:kaHune 6aHKa KNETOK U BeaeHMWe 3anuncei (18.2)

598. (18.20) AocTtyn K 6aHKam KNETOK A0/KeEH ObITb paspelleH TO/IbKO NLamM, MMEOLWMM Ha 3TO
NOAHOMOUMA.

599. (18.21) BaHKM KNETOK AOMMKHbI XPaHUTLCS B YC/IOBUAX, CNeLManbHO npeaHasHayYeHHbIX aaa
obecneyeHus noagepKaHMUA *KU3HECNOCOOHOCTU KNETOK U NPEeAOTBPaALLEHNS KOHTaMUHALMN.

600. (18.22) MponsBoaguTENb [OMKEH BECTM W COXPaHATb 3aMMCU UCMOAb30BaHMA WU YC/IOBWUIA



XpaHeHUA p1akKoHOB 13 6aHKOB KNETOK.

601. (18.23) B cnyyae HeobxoauMMoOCTM BaHKU KAETOK [O/IKHbI MEPUOAMYECKN NPOBEPATLCA C
Lenblo onpegeneHunsa ux NPUrog4HOCTU ANA MCNONb30BaHWUA.

602. (18.24) Echn HOpMaTUBHbIMK MPaBOBbIMK akTamu Poccuiickon Pepepaummn ycTaHOBAEHDI
cneymanbHble TpeboBaHUA B OTHOWEHUW copep’kaHMAa 6aHKOB KNETOK, Takue TpeboBaHWA [O/KHbI
cobnoaaTbes.

KynbTuBMpOBaHME KNeTOK Unn depmeHTaums (18.3)

603. (18.30) Ecnu KnetouHble cybeTpaTthbl, cpeapbl, bydepbl M rasbl HeobxoaMmo A06aBAATbL B
acenTUYeCKMX YCIOBUAX, TO NO BO3SMOXKHOCTU AOJIKHbI MCNOAb30BaTbCA 3aKPbITble NN U30/IMPOBAHHbIE
cuctembl. Ecnn noces B NepBOHAYaNbHOM €MKOCTU MAM Nocaeaytowme nepeHocsbl nam aobasneHus (s
YyacTHOCTH, cpen, O6ydepoB) BbINOAHAIOTCA B OTKPbLITbIX E€MKOCTAX, TO HEeobXoAMMO OCYLLEeCTBAATbL
KOHTPO/Ib M COOTBETCTBYIOLWME NpoLeaypbl ANA CBEAEHUA K MUHMMYMY PUCKA KOHTaMUHAUUMK.

604. (18.31) Ecam MMKpOBHas KOHTaMMHaLMA MOMKET NOBAMATb Ha KadecTBo PC, To onepauumm c
MCNONb30BaHMEM  OTKPbITbIX E€MKOCTel  AOJ/IKHbl  npoBoguTbcA B 6Gokce, obecneuymBatoLLem
6uonornyeckyto 6e3onacHoOCTb, MAK B MPOMU3BOACTBEHHON Cpeae, KOHTPOANPYEMOI TaKUM Ke obpasom.

605. (18.32) Mpu paboTe c KynbTypamu KNETOK MEepCoHan AOMKEH ObiTb O4eT B CNeuuanbHyto
ofexay u cobnoaatb cneumanbHble Mepbl NPegoCTOPOXKHOCTH.

606. (18.33) Ana obecneyeHMa NOCTOAHCTBA YCTAHOBAEHHOIO Npouecca NpPousBoANTENb LOJIKEH
KOHTPO/IMPOBATb KpUTUYecKne paboume napameTpbl (Hanpumep, TemnepaTypy, pPH, CKopocTb
nepemelLMBaHus, gobasneHue rasos, fasreHue). TakkKe NPOU3BOAUTENb LAOJIKEH KOHTPOJIMPOBaATb
POCT, KM3HECnocobHOCTb (AN OONbLIMHCTBA MNPOLECCOB KY/JbTUBMPOBAHUA KAETOK) W, rge 3To
NPUMEHNUMO, NPOAYKTUBHOCTb KAeTOK. Kputnyeckne napametpbl OyayT pasanyHbiIMM OT npouecca K
npoueccy, U ANA KAaccuyeckoin depmeHTaumm MOXKeT He noTpeboBaTbCA KOHTPO/b OMnpeaefieHHbIX
napameTpoB (Hanpumep, *KU3HECNOCOBHOCTM KNETOK).

607. (18.34) O6opyaoBaHMe, WCMNOAb3yeMoe AN Ky/NbTMBMPOBaHMA  K/ETOK, Mnocne
MCNob30BaHMA A0/MKHO OblTb OYMLLEHO U CTepUAN30BaHO. Mpn HeobxoanmocTn obopyaoBaHue anA
nposeaeHna GepmMeHTaLMnN TaKKe A0MKHO ObITb OYMLLEHO, NOABEPrHYTO CaHUTApPHOM 06paboTke nau
CTepPUIN30BaHO.

608. (18.35) MuTaTenbHble cpeapbl Nepes Ux UCMNo/Ib30BaHMEM HeEOHXO4MMO CTEPUAN30BaATb A
npeaoTBpaLleHna HebnaronpuATHOro BANAHMA Ha Kadvectso PC.

609. (18.36) MpownsBoanTenb AOMKEH YTBEPAMUTbL MPOLEeAypbl AN BbISBAEHUA KOHTAMWHALUKN U
onpeaeneHns LOencTsui, KOTOpble HeobxoguMmo OcCylecTBUTb. K HMM OTHOCATCA npoueaypbl
onpeaeneHuns BANAHMA KOHTAMUHALUMKW Ha NPOAYKLMIO U NpoLeaypbl 4eKOHTAMUHALUKN 060pyL0BaHUA
M BO3BPALLEHMA €r0 K COCTOAHMIO, MO3BOIAIOLLEMY MCNO/Ib30BATh 3TO 06opyAOBaHME 15 NPOU3BOACTBA
nocnenyloLmnx cepui.

610. T[MpousBoauTenb [OMKEH NpU  HeobxoAMMOCTM  MAeHTUPMUMPOBATb MNOCTOPOHHME
opraHuM3mbl, 0B6Hapy»KeHHble B X04e NpoLeccoB pepmeHTaLMn, U OLEHUTb BAUAHUE UX NPUCYTCTBUA Ha
KauyecTBO MPOAYKUMWU. Pe3ynbTaTbl TaKMX OLEHOK AO/XKHbI OblTb MPUHATHI BO BHUMAHWE NPU PeLIeHUM
BOMPOCA O BO3MOXHOCTW UCMOJIb30BAHWNA NOJY4YEHHOrO MaTepumana.

611. (18.37) NpounsBoaUTENb AONKEH COXPAHATb 3aNUCKU C/TyYaeB BbiBAEHUA KOHTaMUHALUMN.

612. (18.38) MNocne 0OYUCTKM yHMUBEPCaNbHOro (NpeaHasHayeHHOro AnA NPoM3BOACTBA MHOTMUX
BMAOB MNPOAYKLMM) 060pyaOBaHUA MeXay LMKAaMM MO MNPOU3BOACTBY Pa3HOW MPOAYKLMU MOMKET
notpeboBaTbCA NpoBeAeHWE AOMOJHUTENbHbLIX MCMbITAHUIA C LEe/bl0 CBEAEHWA K MUHUMYMY PUCKa
NnepeKkpecTHON KOHTaMUHAUUMK.

C6op, BblaeneHne n ouncTka (18.4)

613. (18.40) Ctagmun cbopa KaKk aas yaaneHusa KNeTOK UKW KNEeTOYHbIX KOMMOHEHTOB, Tak M AAs
cbopa KNETOYHbIX KOMMOHEHTOB MOCAE pPaspylUeHMA OO/KHbI  OCYLLECTBAATLCA C  MOMOLLbIO
obopynoBaHMA 1 B 30HaX, NpeAHa3HAYeHHbIX 417 CBEAEHUS K MUHUMYMY PUCKa KOHTaMUHaUUK.

614. (18.41) Mpoueaypbl cbopa M OYWUCTKM, MO3BOAAKOWME YyAaNATb WAM MHAKTUBMPOBATL
MWKPOOPraHM3M-NPOAYLEHT, KAETOYHbIe OCTaTKM WU KOMMOHEHTbI cpes (Npu CBEeAEHUM K MUHUMYMY



paspyleHns, KOHTAMMHALUMWM W  CHUMKEHWMA  KayecTBa), [AO/MKHbl obecneuymBaTb Moay4YeHUe
NPOMEKYTOYHOM NpoAyKLUMn nanm OC NnoCTOAHHOIO KayecTsa.

615. (18.42) Nocne ucnonb3oBaHMA Bce obopyaoBaHME AOMKHO ObITb OYMLLEHO U MOABEPTrHYTO
CaHuTapHol obpaboTke B ycTaHOBAEHHOM nopaake. MNpon3BoACTBO HECKOJIbKMX MOC/NeA0BaTENbHbIX
cepuii npomexKyTouyHon npoaykuum m PC 6e3 ounctkm obopyaoBaHMA [OMNYCKAETCA TOJbKO B TOM
C/yyae, ecnum 3To He OKa3blBaeT BAUAHMA HA UX KayecTBo.

616. (18.43) Mpu MCNONb30BAHUM OTKPbITbIX CUCTEM OYMUCTKA [AO/KHA NPOBOAMTLCA B
KOHTPO/AMPYEMbBIX YC/NOBUAX MNPOU3BOACTBEHHOW Cpeabl, 0b6ecneynmBaloOMX COXPaHEHWEe KayecTBa
npoAayKumun.

617. (18.44) Ecnm obopyaoBaHMe UCNONb3yeTca AN NPOM3BOACTBA PA3/INUHbIX BUAOB NPOAYKLUM,
TO MOTYT NPUMEHATLCA AOMONHUTENbHbIE BUAbl KOHTPOAA, TaKMe KaK MCNONb30BaHUE crneumanbHbIX
XpomaTtorpaduyeckmx cMoN UK NPOBeAEHME AOMNONHUTEbHbIX UCTbITAaHWUA.

CTaguun yganeHus uam nHakTMeauum smpycos (18.5)

618. (18.50) Ecnm HOpMaTUBHbLIMM MPaBOBbIMM akTamu Poccuiickon Pepepaummn ycTaHOB/EHDI
cneumanoHble TpeboBaHMA B OTHOLWIEHUM YAANEHUA WAW MHAKTMBALMM BUPYCOB, Takne TpeboBaHuMA
OO/IKHbI cO6t04aTHCA.

619. (18.51) Craguu ypaneHua M MHAKTUBALMWU BUPYCOB ABASIOTCA KPUTUYECKMMM CTagMAaAMM
06paboTKM ANA HEKOTOPbLIX MPOLLECCOB, U UX HEOBXOAMMO OCYLLEeCTBAATb B Npeaesnax NapameTpos,
npoLweaLwnx Baangaumio.

620. (18.52) MNpounssoanTeNb AO/MKEH NPUHUMATb Haasexallme mepbl NPeaoCTOPOMNKHOCTU AN
npeaoTBPaLLeHNA MNOTEHUMANAbHOM KOHTaMMHAUMKW  BUPYCamMM MPOAYKUUM, Npoleawen cragum
YOANEHWA WAM WHAKTMBALMW BUPYCOB, OT MPOAYKLMW, KOTOpaA 3TW CTaguum He npowna. MNostomy
06paboTKy B OTKPbITbIX CUCTEMAX HEOBXOAMMO OCYLLECTBAATL B 30HAX, OTAE/NEHHbIX OT APYrMX 3Tanos
TEXHO/IOTMYECKOro NpoLecca U MMeLWMX OTAeNbHble cUCTeMbl 06paboTKKM BO3ayXa.

621. (18.53) OaHO 1 TO e obopyaoBaHMe, KaK NPaBUIO, HE UCMONb3YIOT Ha Pa3INYHbIX CTaaAnUAX
O4UCTKU. Ecnm HeobxogMmo wMcnonb3oBaTb O4HO M TO e obopyaoBaHWe, nepes MOBTOPHbIM
NCNo/Nb30BaHMEM €ro HeobxoauMo Hagfnexawmm obpasom 04YUCTUTb M MNOABEPTrHYTb CAHWUTAPHOM
0bpaboTke. MponssoanTenb OOMKEH NPeanpPUHMMATL HagaeXKalme Mepbl NPefoCTOPOXHOCTU ANA
npefoTBPALLEHNA BO3MOMHOMO MNEpPeHOCa BWPYCOB C Npeablaywmux cTaguii  (Hanpumep, uepes
0b0opyaoBaHUE UAK NPOU3BOACTBEHHYIO Cpeay).

OAPMALIEBTUYECKUE CYBCTAHUMN, NPEAHA3SHAYEHHbIE
ANA KNIUHWUYECKUX UCCNEQOBAHUI (19)

O6wwme TpeboBaHua (19.1)

622. (19.10) He BCce BWMAbl KOHTPOANS, ONWUCaHHble B Npeablaywmx MYyHKTaxX HacToAWEN rnasbl,
NPUMEHUMbI NPY NPOU3BOACTBE OPUTMHaNbHOM PC, NnpeaHa3HAYeHHOM ANA NPOBEAEHNA UCCNef0BAHNN
BO Bpema ee pas3paboTku. B nyHkTax 622 - 644 Hactoawmx [pasua npuBeaeHbl chneunasnbHble
TpeboBaHUA K aTum PC.

623. (19.11) KoHTponb, ocyuiectBasembln npu npoussoactse PC, npeaHasHauyeHHbIX AR
KNMHUYECKUX UCCNEeL0BAHNM, AONKEH COOTBETCTBOBATL pa3se pa3paboTKm neKapcTBEHHOrO Npenapara, B
coctaB Kotoporo Bxogut PC. lMpouecc n MeTOAMKU WUCCNefOoBaHUN [ONXHbI ObiTb TMOKMMKM anA
obecneyeHnas BO3MOXKHOCTM BHECEHWA M3MEHEHMW MO Mepe HAKOMJEHWA 3HaHUKA O npouecce WU
NPOABUXEHUA UCCNEe0BaHUA NIEKAapCTBEHHOrO npenapata OT AOKAMHUYECKUX WCCNefOoBaHUM K
KNMHUYECKMM UccnegoBaHMAM. Koraa pa3paboTKa siekapCTBEHHOro npenapaTta JOCTUraeT CTaguu, Ha
KoToponn ®C nony4alT [AA NPUMEHEHWA B JNIEKAPCTBEHHOM MpenapaTte, npegHasHavyeHHOM Ans
KAMHUYECKUX UCCNAefO0BaHUIA, MNPOU3BOAUTENN AO/MKHbI rapaHTUposaTb, 4to ®C npousseneHbl C
NOMOLLBID NOAXOAALWMX TEXHUYECKUX CpeacTB C MCNONb30BaHMEM COOTBETCTBYIOLWMX npoueayp
NPoM3BOACTBA M KOHTPOAA, HeobxoaMMbIx ons obecnedyeHuna Kavectsa OC.

Kauectso (19.2)



624. (19.20) Mpu npoussoactee ®C, npeaHasHaAUYEHHbIX AN KAMHUYECKUX WCCNeA0BaHWUM,
HeobxooMMO NpUMEHATb cooTeeTcTBylowMe TpeboBaHMA HacToAwmx [lpaBun M Hagnexalyto
npoueaypy oaobpeHns Kaxkaon cepumn.

625. (19.21) Heobxoammo opraHM3oBaTb He3aBUcMMoe(ble) OT NPOM3BOACTBA NoApasaesneHue
(noapasaenenuns) Kayectsa 4NA 0406PEHNA AW OTKIOHEHUSA Kaxaon cepun PC, npegHasHaYeHHOW gns
KAMHUYECKUX UCCNeS0BAHNMA.

626. (19.22) HekoTopble U3 ¢GYHKUMIA MO MNPOBEAEHUID WCMbITaHWA, BbIMNOJIHAEMbIX OBObIYHO
nogpasgeneHvem (noapasgeneHnammn) KauecTea, MOXKHO OCYLLLECTBAATb B APYTrMX NoApa3ae/eHUsX.

627. (19.23) MeponpuATUA B OTHOLUEHUWU KayecTBa AONXKHbl BKAOYATb CUCTEMY MUCMNbITAHWUIM
NCXOAHOTO CbipbA, YNAKOBOYHbIX MaTEPUAIOB, MPOMENKYTOUYHOM NpoayKLmm n OC.

628. (19.24) MNpounssoauTenb A0MKEH aHAIN3UPOBATb NPOHAEMbI, CBA3aHHbIE C MPOU3BOACTBOM U
KadyectBom ®C, npeaHa3HAYEHHbIX ANA KAMHUYECKUX UCCNeA0BAHUN.

629. (19.25) Tekct mapkupoBkM PC, npepgHasHayeHHbIX AAA KJAMHUYECKUX WCCAeA0BaHUN,
Heobxo4MMO Hagnexawum 06pa3soM KOHTPOAMPOBATb. B HEM A0MKHO ObITb yKa3aHO, YTO BELLECTBO
npeAHasHa4yeHo A/1A UCCNefoBaTeNbCKUX Lenen.

MomeweHuna n obopyaosaHue (19.3)

630. (19.30). Bo Bpemsa Bcex ¢a3 KAMHUYECKOro WCCAeAOBAHWSA, BKAKOYAA WCMNOJ/b30BaHUE
OMbITHbIX YYacCTKOB MAW nabopaTopuit aAns npoussBoacTBa cepuint PC, npeaHasHavyeHHbIX ANs
KNMHUYECKUX WCCNeaOoBaHUA, AOMKHblI OblTb NPeaycCMOTPEHbl Mpoueaypbl, rapaHTUpyloWme, 4To
obopyaoBaHWe NPOKAAMOPOBaAHO, OUYNLLLEHO U COOTBETCTBYET CBOEMY HAa3HAUYEHMUIo.

631. (19.31) Mopaaok akcnayaTaunm obopyaoBaHUA A0XKEH rapaHTMPOBaTb NpoBeaeHue paboT c
MCXOAHbIM CbipbeM TaKMM 06pa3om, YTOObl CBECTU K MUHUMYMY PUCK KOHTAMWUHALMKN U NepeKkpecTHOM
KOHTaMWHaLUMW.

KoHTposib ncxoaHoro cbipbs (19.4)

632. (19.40) WNcxoaHoe cbipbe, Ucnosiblyemoe npu npoussoactse ®C, npeaHasHayeHHbIX AN
KAMHUYECKUX UCCNefoBaHUI, HeobXxogMMO OLEeHMBATb MOCPEACTBOM MPOBEAEHWUSA WMCMbITAHUA WK
nosy4yatb BMeCTe C pe3y/bTaTaMW aHaauW3a, MpPoOBeAEeHHOro nocTaBWuKom. [pousBoguTens TakxkKe
OO/MKEH MPOBOAUTL WCMbITAHME MCXOAHOIO CbipbA HA MOAJMHHOCTL. Ecnm BewecTBo cumTaetca
OMacHbIM, TO AOCTAaTOYHO aHa/M3a, MPOBEAEHHOIO NOCTABLLNKOM.

633. (19.41) B HeKoTOpbIX C/Ay4Yanx NPUroAHOCTb MCXOAHOrO Cbipbsi MOXHO OnpeaenaTb nepes
MCNONb30BaHMEM Ha OCHOBaHMM PE3yNbTaTOB, MOJIYYEHHbIX NPU NPOBEAEHUN pPeaKLMu HebOobLIOoro
macwTaba (To ecTb MCMbITaHWMIA (PYHKLMOHANbHON MNPUrOAHOCTM), 4YTO MpPeAnodYTUTENbHEE, YeM
npoBeAeHME TONIbKO aHATMTUYECKUX UCTIbITAHWUIA.

Mpoussoacteo (19.5)

634. (19.50) nMpowussoacteo PC, npeaHasHAUYeHHbIX ANA KAUHUYECKUMX UCCNeA0BaHWUM,
HeobxoaMmo PUKCUMpPOBaATb B 1abOOPATOPHbLIX XKypHasiax, B 3aMUCAX Ha CEPUIO MAW C NOMOLLbIO APYrUX
noaxoAalmnX Ccpeacts. IOTU  AOKYMEHTbl [AOJIKHbl BKAOYaTb WHPopmauuio o6 Mcnonb3oBaHUK
maTtepuanos, 06 o6opyaoBaHUM, TEXHONOTMYECKOM NPOLLECCE, A TaKKe Hay4YHble HabaoaeHus.

635. (19.51) Oxupaembie BbIXOAbl NPOAYKLMW MOFYT OT/IMYATLCA OT OXKWAAEMbIX BbIXOAO0B
NPOAYKUMM B NpoLEeccax, BbINMOAHAEMbIX B MPOMBbILL/IEHHOM MacliTabe, n 6biITb MeHee onpeaeneHHbIMU
Mo CPaBHEHUIO C HMMMU. PaccnenoBaHUA MPUYUH OTKAOHEHWUI OT BE/IMYMHBI OXMAAEMOrO BbiXOoAa He
TpebyeTcs.

Banngaumns (19.6)

636. (19.60) Echn npousseaeHa ogHa cepuss ®C nmbo ecnm UIMeHeHMa npoLecca BO Bpems
pa3pabotkm PC penardT BOCNPOM3BOACTBO CEPUN 3aTPYAHWUTENbHLIM WMAM HETOYHbIM, Banangauums



npouecca npoussoactea PC, npegHasHauyeHHOM [ANA  KAMHUMYECKUX uMccnenoBaHWin, 06bIYHO
HeuenecoobpasHa. Ha atoit ctagmm paspaboTtkm KavectBo ®C obecneymBaeTca co4eTAaHMEM KOHTPOASA,
KannbpoBKKU U Npu HEOBXOANMMOCTU KBanndpuKaunm obopyaoBaHms.

637. (19.61) Ecam cepumu nNpomusBOAATCA AN KOMMEPYECKOro WCMNO/b30BaHUA, Banuaauumio
npouecca Heob6xoAMMO NPOBOAUTbL B COOTBETCTBMM C MyHKTamu 511 - 539 Hactoawwmx Mpasun, gaxke
€C/IN Takne cepmnmn NPOn3BOAATCA B ONbITHOM MM OMNbITHO-NPOMbILW/IEHHOM MacLuTabe.

N3meHeHua (19.7)

638. (19.70) MpousBoauTeNb AO0/MKEH BHOCUTb COOTBETCTBYHOLIME W3MEHEHMA BO Bpems
pa3paboTkn No mepe npuvobpeTeHUs HOBbIX 3HAHWM W pocTa macwTtaba npowussoactea. Kaxpoe
M3MEHEeHME B TEXHONOMMYECKOM npoLecce, cneunduKkaumax nam MeToamKax UCNbITaHU Heobxoanumo
HaZ/iexalmm obpasom perncTpmupoBaTts.

JNTabopaTopHbI KOHTPOb (19.8)

639. (19.80) HecmoTps Ha TO, YUTO aHANUTUYECKME METOAMUKU, UCMOb3YyEMbIE A1 OLLEHKU cepum
®C, npeaHasHaAYeHHON ANA KAMHUYECKUX WUCCNeAOoBaHWUW, MOTYT elle He MPOWTM Banunaalumio, OHM
OO/IKHbI 6bITb HAY4YHO 06OCHOBAHDI.

640. (19.81) NpounsBoanTENb A0IKEH OPraHM30BaTb CUCTEMY XPAHEHWSI apPXMBHbIX 06pa3L,oB BCex
cepuii. ITa cucTtema fomKHa obecneymBaTb COXpPaHEHWE AOCTAaTOYHOMO KOIMYECTBA KaKa0ro apXmMBHOTO
obpasuya B TeYeHMe yCTaHOB/JIEHHOIO Nepuoaa BpemMeHM nocsie ogobpeHun, 3aBepLlieHna Uan OT3biBa
33ABKM Ha perucrpaumio.

641. (19.82) OnpeneneHne AaTbl UCTEYEHMA CPOKA rOAHOCTU U AaTbl NPOBEAEHUA MOBTOPHbIX
MCNbITaHWUIM, KaK yKa3aHo B nyHKTax 504 - 507 Hactoswmx [MpaBua, NPUMEHMMO MO OTHOLUEHMUIO K
cywecteytowmm @PC, npepHasHayeHHbIM ANA  KAMHUMYECKUX wccnefoBaHwuit. Ona  Hoebix @DC,
HAXO4ALWMXCA HA PAHHUX CTagMAX KAMHUYECKUX nccnenoBaHnin, TpeboBaHUA, yKasaHHble B NyHKTax 504 -
507 HacToAwmx MNpasma, 06bI4HO HE NPUMEHALIOTCA.

JoKkymeHTaums (19.9)

642. (19.90) Cuctema AOKYMEHTAUMM OO/KHA rapaHTMPOBATb, YTO MHDOPMALMSA, NOJYYEHHan B
xone paspabotkm n npomssoactea PC, npeAHA3HAYEHHbIX ANA KAMHUYECKUX UCCNenoBaHwun, byaet
OOMKHbIM 06pa3om opopmaeHa AOKYMEHTANbHO U AOCTYNHA A5 UCNO/Ib30BaHUA.

643. (19.91) PaspaboTka M MNpPUMEHEHMEe aHaNUTUYECKMX METOAMK, WCMONb3yemblX A/s
noATBepPKAEHUA BbinycKka cepun ®OC, npefHa3HAYeHHON AN KAMHUYECKUX UCCNEeO0BAHWN, AO0NMHDI
6bITb 0POpPMAEHBI LOKYMEHTANBHO.

644. (19.92) MpowusBoanTenb AONKEH pa3paboTaTb U BHEAPUTb CUCTEMY XPaHEHMA 3anucei no
NPOM3BOACTBY M KOHTPOJIIO WU COOTBETCTBYIOLWEN AOKYMEHTaLMW. ITa cUCTEMA A0/MKHaA obecneumBaTb
XpaHeHMe 3anucen U AOKYMEHTOB B TeYEHWE YCTAHOB/AIEHHOTO Nepuoaa BpeMeHW nocne ofobpeHus,
3aBEepLUEHMA NN OT3bIBa 3aABKWN Ha PErNCTPALLUIO.

TEPMWHbI M ONPEAENEHUA (20)

645. lna ueneit HacTOALLEN F1aBbl KOOME TEPMUHOB U onpeaeneHnn, NpeaycMoTPEHHbIX F/1aBOM
Il HacToAWMX MpaBKA, UCNONBb3YIOTCA TaKKe ceaytomne OCHOBHbIE MOHATUSA:

b6MOoHarpysKa - ypoBeHb U BUA, MUKPOOPraHWM3MOB (Hanpumep, HenpuemiemMble AU AONYCTUMble
MWKPOOPraHM3Mbl), KOTOpble MOFYT MPUCYTCTBOBATb B MCXOL4HOM Cblpbe, WCXOAHOM Cbipbe A8
nponssoacTBa papmaLeBTUYECKOM CybCTaHLUMM, NPOMEKYTOUYHOM NpoayKUMn nan B GapmaueBTUYEeCKon
cybCcTaHUMKU. BMOHaArpysky He crnegyeT cyMTaTb KOHTAaMWMHaLMEN, ecnu ee ypoBHM He MNpeBblwatoT
YCTaHOB/IEHHbIE NpeaenbHble 3HAaYEeHUA UAN He OOHapyKeHbl MUKPOOPraHW3Mbl, onpesensaemble Kak
HeAoNyCTUMbIE;

BCMOMOraTe/ibHble MaTepuanbl - MaTepuanbl, 33 MUCKAIOYEHMEM pPacTBOpUTENEl, KoTopble
ABNAIOTCA  BCMOMOraTeNbHbIMM  MPU  MPOM3BOACTBE  MPOMENKYTOYHON  NPOAYKUMW UK



dapmaueBTnyeckon cybcTaHuMM M camn nNo cebe He y4yacTBYHOT B XMMUYECKOW MAU BMonorMyeckom
peakuumn (Hanpumep, PUNbTPYLOLLME MaTepUasbl, aKTUBMPOBAHHbINM Yroib);

BbIXOJ, OWOAEMbI - KO/JMYECTBO MaTepuana WAM MPOLEHT OT TEeOopPeTMYECKOro BbIXOAa,
oXugaemble Ha 060N COOTBETCTBYIOWEN CTaguM TEXHONOIMYECKOro MpoLecca, OCHOBAHHble Ha
OaHHbIX, MpeaBapuTe/sIbHO MOJyYEeHHbIX MPU MNPOM3BOACTBE 3TOr0 MaTepuana B J1abOpPaTOPHbIX,
OMbITHbIX U MPOMbILUNEHHbIX YCNOBUAX;

BbIXOJ, TEOPETUYECKMIH - KONMYEeCTBO, KOTOpPOoe onpeaesieHOo Ha OCHOBAaHWW KOAMYecTBa
NCNONb3yemMoro maTepuana M MoXKeT OblTb Npou3BeaeHO Ha /060N COOTBETCTBYHOLWEN cTagum
TEXHONOIMMYECKOro NpoLLecca Npu yCao0BMM OTCYTCTBUSA KaKUX-NMBO NoTepb MW OTKNOHEHWUI B YCNOBUAX
peasibHOro TEXHOI0rMYECKOro NpoLLecca;

JaTa MUCTeYeHUs CpoKa TrOAHOCTM - f[aTa, YKasaHHAaA Ha YNakoBKe M (MAKM) 3TUKeTKax
dbapmaueBTmyeckoit cybctaHuMM M obo3Havalowaa nepuos BPeMEHW, B TeEYeHWEe KOTOporo npwu
XPaHEHMM B YCTAHOB/IEHHbIX YC/NOBUAX XapPAKTEPUCTUKM (apMaALLEBTUYECKON CyOCTAHUMM [0NXKHbI
0CTaBaTbCA B Npeaenax cneumdukauumii, 1 No UCTEYEHUM KOTOpPOro dapmaLeBTUYECKYIO cybcTaHumio
HeNb3A UCNO0/b30BaTh;

JaTa NOBTOPHOMO MCMbITaHWA - AaTa MNPOBeAEHMA MOBTOPHOTO KOHTPOAA MaTepuana Ans
NoATBEPKAEHWUA ero NPUroAHOCTU ANA Aa/IbHENLIErO UCMOb30BaHMUA;

UCXOAHOE Cbipbe ANA NpousBoacTBa GapMaueBTUYECKOM cyBCTaHLMM - Cbipbe, NMPOMEKYTOYHAnA
nNpoAayKLMA Uan gpyrue dapmaleBTUYeckue cybCTaHUMKM, KOTopble MCNOb3YIOTCA ANA NPOU3BOACTBA
dapmaLeBTUYECKMX CYyBCTaHUMIA M BXOAAT B CTPYKTYpy ¢dapmaLeBTUYECKON cybCcTaHuuM B KayecTBe
Ba)KHOrO CTPYKTypHOro ¢parmeHTa. MWcxogHoe cbipbe ANA MNpPoM3BOACTBA  dpapmMaleBTUYECKOM
cybCTaHUMKM MoXKeT 6blTb NPUOBpPETEHO NpousBogMTenem Mno AOroBOpY Y OZHOMO WAW HECKObKUX
NOCTaBLUMKOB, IMOO MOXKET NPOU3BOAUTLCA UM CaMOCTONATeNbHO. MicXxoAHOe cbipbe 418 NPOoM3BOACTBA
dbapmaueBTMUECKOM cybCcTaHUMKM, KaK MNpPaBMIO, MMEEeT YCTAaHOBJIEHHble XWMMYECKME CBOMCTBA W
CTRYKTYPY;

KOMMNbIOTEPHAsA CUCTEMA - TPYMNMNa KOMMNOHEHTOB annapaTHOro obecneyeHMsa U COOTBETCTBYHOLLENO
NPOrpamMmHoro obecneyeHuns, CNPOEKTUPOBAHHAS WM CMOHTUMPOBAHHAsA TakMm o6pasom, 4YTOObI
BbINOJ/IHATL onpeAeneHHyo GYHKLUMIO UAK Habop GYyHKUNIA;

KOHTaMMHaUMSA - HeXKenaTes/lbHOe BHEeCeHWe NMPUMECEN XMMMUMYECKON MAN MUKPOBUOAOrMYecKomn
npUpPoabl MU MHOPOAHDIX BELLECTB B UCXOLHOE Cbipbe, MPOMEXKYTOUHYIO NpoayKkumnio nan GC Bo Bpems
TEXHONOIMYecKoro npouecca, otbopa npob, yNakKoBKM WAM NepeynakoBKW, XPaHEHUs Wau
TPaHCNOPTUPOBKY;

KPUTEPUM MPUEMNEMOCTM (LONYCTUMbIE HOPMbI) - YACNOBbIE NPeAesbl, MHTepPBaabl AU Apyrue
COOTBETCTBYHOLLME MEPbI A5 NPUHATUA PE3YbTaTOB UCMbITAHUI;

KPUTUYECKUI - TEPMUH, OTHOCALLMIACA K NPOMU3BOACTBEHHON CTaguMM, YCNOBUIO TEXHOIOTMYECKOO
npouecca, TpeboBaHUIO UCMBITAHUA UAK NtOBOMY APYrOMY CYLLECTBEHHOMY MapaMeTpy MW NpegMmeTy,
KOTOpble OOJ/IKHbl KOHTPO/AIMPOBATbCA B NpeAenax 3afaHHbiX Kputepues ana obecneyeHun
COOTBETCTBMA NEKApPCTBEHHOro cpeactsa U (Man) dapmaueBTUyYecKol cybCcTaHUMM YTBEPKOEHHOM
cneymduKaumnuy;

maTepuan - obuiee noHATME, 0603HAYatoLLEE Cbipbe (MCXOAHOE Cbipbe, PEAKTUBLI, PACTBOPUTENN),
BCMOMOraTe/ibHble MaTepuanbl, MNPOMEXKYTOYHYIO NpoayKuuio, dapmMauLeBTMYECKYlo CybCcTaHLuIo,
YyMaKOBOYHblE MaTepKnabl, MaTepunanbl AN MaPKUPOBKU;

MaTOYHas *KMAKOCTb - OCTAaTOYHAs }UAKOCTb NOC/Ie NPOLECCOB KPUCTAIN3aUMU UNU BblaEeNEHWA.
MaTo4yHan *KMAKOCTb MOXKET COAEePKaTb HEMPOpPearnpoBaBLUME BELLECTBA, NPOMEKYTOYHbIE NPOAYKTI,
HeKoTopble KosnyecTBa dapmaueBTUYecKon cybectaHumMm un (man) npumecen. OHa MOXKeT 6bITb
ncnosb3oBaHa Ana aanbHenweln o6paboTky;

obecneyeHne KayecTBa - COBOKYMHOCTb BCEX OPraHM3aUMOHHbIX MEPONPUATUIA, HanpaB/ieHHbIX Ha
obecneyeHne TOro, 4Tobbl BCE NEKAPCTBEHHble cpencTBa M (MaM) dapmaueBTUYecKMe cybcTaHumm
MMenn KayecTBo, Heobxoaumoe A/A WX NPeanosiaraemoro MpPUMMEHEHMs, a BCE CUCTEMbl KadyecTsa
noanepKMBannCh B paboyem CoOCTOAHNUY;

OTK/IOHEHUE - OTCTYN/IEHNE OT YTBEPKAEHHON MHCTPYKLMM UAWN YCTAaHOBAEHHOIO CTaHAAPTa;

nepepaboTka - NpoBesAeHMEe OAHOWN WU HECKOJIbKUX CTagui, OTIMYAOWMXCA OT YCTaHOBIEHHOTO
NpPOM3BOACTBEHHOTO npouecca, C LUenblo 06paboTKM TaKOW NPOMENKYTOUYHOW NPOAYKLMU UK
dbapmaueBTMUecKoit cybCcTaHLMM, KOTOpas He COOTBETCTBYET CTaHAapTaM uau cneumdukaumam, ana



NoJly4eHMsA MPOMEKYTOUHOW NPOAYKUMN nan GapmMaLeBTUYECKOM cybCTaHLMM NPUEMIEMOrO KayecTBa
(Hanpumep, nepeKpUcTaNIn3aLmMs C NOMOLLBIO 4PYroro pactBopuTens);

nognucaHo, noAanuce - NoANWCb JiMua, KOTOPOE BbIMOMHANO OnpeaeNeHHoe AeNCcTBUe UK
OCYLLECTB/IANO MPOBEPKY. ITa MOANUCb MOXKeT OblTb B BMAE WHWULMANOB, NOJHOIO PYKOMUCHOIO
BapuaHTa GamMuanmn, MMEHU U OTYeCTBa (MPM HAAMUUKM), PYKOMUCHOM MOAMWUCK, IMYHOW MeyaTy MK
ayTEHTMYHOM M 3aLUNLLEHHOM 31EKTPOHHOM NoAnucy;

nogpasgeneHve (noapasgeneHnsa) KadecTBa - nogpasgeneHne, KOTopoe He3aBUCUMMO OT
NpPou3BOACTBA M BbINOMHAET 06A3aHHOCTM KaK Mo 0becrneyeHnto KayecTBa, Tak M Mo KOHTPOJIHO KayecTsa.
3To MmoryT bbITb MO0 OTAENbHbIE NOApa3aeneHnn obecneyeHUs KayecTBa U KOHTPOA KayecTsa, Mbo
OZHO /INL,0 WA TPyNna /ML, B 3aBUCMMOCTM OT MacliTaba M CTPYKTYpbl OpraHu3auum;

npumeco - N06OM KOMMOHEHT, NPUCYTCTBYIOWMIA B MNPOMEXKYTOUYHOW NPOAYKUMU  WUAU
dbapmaueBTMUeCcKOi cybCcTaHLMM, HaiMuMe KOTOPOTO HeXKenaTesIbHo;

npoussoguTens, paboTarowmii No AOrOBOPY - NPOU3BOAUTE/b, BbIMONHAOWMIA ONpeaeneHHbll
BM/, NPOU3BOACTBEHHOM AEATE/ILHOCTM MO NOPYYEHWUIO NEPBOHAYaIbHOrO NPOU3BOAUTENS;

NPOTOKON BaNMAaALMMU - AOKYMEHTaZlbHO OQGOPMAEHHbIA MAAH, YKasblBalOLWMA, KaK cneayeT
NpoBOAUTb BaMAALMIO, U ONPeaensAlowmii KpUTepun npueMneMocTn. B 4acTHOCTM, B MpoOTOKose
Ba/iMAALMM NPOU3BOACTBEHHOIO MPOLLECCa AO0MKHbI BbiTb YKaszaHbl TeXHo/MOrM4yeckoe obopyaoBaHue,
KpUTUYECKME NapameTpbl NpoLLecca U ero paboumne pexumbl, XapakTePUCTUKM NPOLYKLUN, OTOOP Npob,
AaHHble WCMbITaHWWA, KoTopble Heobxoaumo cobpaTtb, KOAMYECTBO Ba/IMAALMOHHbLIX LIMKAOB U
npuemaemble pesyabTaTbl UCMbITAHWIA;

npodunb npumecen - onncaHne NAEHTUGULMPOBAHHbBIX U HENAEHTUOULMPOBAHHbIX NPUMECEN,
NpucyTCTBYOLWMX B dapmaLeBTUHECKON cybCcTaHUuK;

pacTBOpPUTE/b - HEOPraHMYECKas UM OpraHMYecKas KUAKOCTb, UCNO/Ib3yemas B KayecTBe cpesbl
ONA NPUroTOBNEHMA PACTBOPOB WAW CYCMEH3UI MPU NPOU3BOACTBE MPOMEKYTOYHOM NPOAYKLUWN MU
dapmaueBTUYECKON cybcTaHUMK;

CTAaHOAPTHbIA 0bpasel, BTOPWMYHbLIA - CYBCTAaHUMSA YCTAaHOBAEHHOrO KayecTBa M UYMUCTOTbI, 4TO
[O0Ka3aHo NocpeacTBOM CPaBHEHUA C NepPBUYHbIM CTaHAAPTHbIM 06pPa3LLOM, MCNO/Ib3yemas B KayecTse
CTaHZAPTHOro 06pasua Ans TeKyLMX 1abopaTOPHbIX aHAIN30B;

CTaHOAPTHbIV 0bpaseL, NepBUYHbIN - CyBCTaHUMSA, KOTOPasA ABAAETCA NOAJMHHbBIM BELWLECTBOM, YTO
6blI0 LOKA3aHO C MOMOLLbIO PACLIMPEHHbIX aHAIMTUYECKMX UCTbITaHUI, U KOTopasa Ao/XKHA obnaaaTb
BbICOKOW CTeMneHbt0 YMCTOTbl. ITOT CTAaHZAPT MOXKeT bbiTb: 1) nonyyeH M3 oduuUManbHO NPU3HAHHOIO
MCTOYHMKA MK 2) NOSyYeH NocpescTBOM HE3aBUCMMOTO CUHTE3A, UAW 3) NOAYYEH U3 UCNONb3YEMOTO B
NPoOu3BOACTBE BELLECTBA C BbICOKOW CTeMNeHbtd YUCTOTbl, WMAM 4) NpUroToBAEH NOCPEACTBOM
nocnenyoLLe O4YUCTKM BELLLECTBA, MCMOb3YEMOro B MPOM3BOACTBE;

dapmaueBtTuyeckune cybctaHumm (OC) - nekapCTBeHHbIE CPeACTBA B BUAE AEWCTBYOLLUX BELLECTB
6uonornyeckoro, BUOTEXHONOTMYECKOFO, MWMHEPANIBHOTO  WAU  XMMUYECKOTO  MPOUCXOXKAEHUS,
obnapatolme GapmMaKoNorMyeckoin akTMBHOCTbIO, NpeAHa3HauYeHHble 414 NPOU3BOACTBA, U3rOTOBAEHMUA
NIeKapCTBEHHbIX MpenapaTos U onpeaensaowme nx s¢peKTMBHOCTb <*>,

<*> TyHKT 2 cTaTbk 4 PepepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-®3 "0O6 obpaleHum
NeKapcTeeHHbIx cpeacTs” (CobpaHune 3akoHoaaTenbcTBa Poccuiickon deaepaumm, 2010, N 16, cT. 1815).

Mpunoxkenmne N 1

K MpaBunam opraHunsauunm
NpoOM3BOACTBA U KOHTPONA KayecTBa
NIeKapCTBEHHbIX CpeacTs

MPON3BOACTBO CTEPU/IbHbLIX TEKAPCTBEHHbIX CPEACTB

I. IPMHLUMN



1. K npoun3BOACTBY CTEPUAbHbIX NEKAPCTBEHHbIX CPEACTB NpeabABastoTca ocobble TpeboBaHUS,
YTOBbl CBECTU K MUHUMYMY PUCK KOHTaMMUHaLMKU MUKPOOPraHM3MamM, 4acTULAMU U MUPOreHamu.
YKa3zaHHble NOJIOMKEHUA 3aBUCAT OT KBanudUKaLMM NPOMU3BOACTBEHHOIO nepcoHana, ero obyyeHusa u
OoTHoWweHMA K pabote. [na obecrnevyeHWs KavyectBa NPW MPOU3BOACTBE CTEPU/IbHBLIX MpenapaTos
HEeobXoAMMO MPUAEPKMBATLCA  TlUiaTeNbHO  pa3paboTaHHbIX M BaAMAMPOBaAHHbLIX  cnocobos
npousBoAcTBa M npoueayp. KoHeyHaa cTagua MPOM3BOACTBA WM KOHTPOJ/Ib FOTOBOM MPOAYKUMU He
ABNAIOTCA €ANHCTBEHHbIM CPpeacTBOM obecneyeHua CTEPUIbHOCTU MAU APYrUX MoKasaTenen KayecTsa
NPOAYKLMUN.

2. JletanbHble MeTOAbl OnpeAeseHMa YUCTOTbl BO3AyXa, NOBEPXHOCTEW M ApYyrux 06bEeKToB
MOHWUTOPUHIA NO MWKPOOPraHM3mMam M 4YacTuuam onpegeneHbl HOPMaTUBHLIMW MPaBOBbIMU aKTaMu
Poccuitckoit Pepepaunu.

II. OBLLWME TPEEOBAHWMA

3. (1) CrepunbHyo NPoAyKUMIO HEOBXOAMMO NPOU3BOAMUTL B YUCTbIX 30HAX, JOCTYN B KOTOPble
nepcoHana u (Mnaun) noctynneHve o60pPyAOBaHMA, UCXOAHOTO CbipbA M YNAKOBOYHbLIX MaTepuanos
OOJ/IKHbl  OCYLLECTBAATLCA 4Yepe3 BO3AYLIHble LWA3bl. B 4MUCTbIX NOMeELLEHMAX (30HAX) L[O/MKEH
NoALEepPKUBATbCA YPOBEHb UMUCTOTbI, OTBEYAIOWMI COOTBETCTBYIOLWEMY YPOBHIO YWUCTOTbl, B HUX
Heob6Xxo4MMO NogaBaTb BO3A4yX, KOTOPbIM nNpoLen Yyepes GpuabTpbl COOTBETCTBYHOLLEN 3OPEKTUBHOCTH.

4. (2) PasnuyHble onepaumn Mo MNoArOTOBKE KOMMOHEHTOB, MPUIOTOBAEHUIO NPOAYKUUW W
HanoO/IHEHMIO [OJIXKHbl OCYLLECTBAATbLCA B OTAE/bHbIX 30HaX (MNOMELLEHMAX) BHYTPU UYMUCTOM 3OHbI
(nomeweHuna). TexHonornyeckne onepaumm AeNATCA Ha ABe KaTeropuu: nepsas, Korga npoayKkumio
noagsepraloT GUHUILHOW CcTepuam3aummn (B MEPBMYHON YMaKOBKe), M BTOpas, Korga onepauumn Ha
HECKOJIbKUX MU BCEX CTAAMAX BbIMOHAOT B aCENTUYECKUX YCA0BUAX.

5. (3) YmncTble 30HbI (MOMeLeHnna) 4na NPoU3BOACTBA CTEPUIBHOM NPOAYKUUKN KnaccuduumpyroTcs
B COOTBETCTBMM C TpebyembiMM  XapaKTEPUCTMKAMM NPOM3BOACTBEHHOW cpepgbl. Karkaas
NpPou3BOACTBEHHAA onepauus TpebyeT onpeneneHHOro ypoBHA YMCTOTbI MPOM3BOACTBEHHOW cpeabl B
3KCNAYyaTUPYEMOM COCTOSIHUW C LLe/Ibl0 CBEAEHUA K MUHUMYMY PUCKA KOHTAMMUHAUMKW YacTULAMM UK
MWKPOOPraHM3Mamm NPoAyKTa Ui 0b6pabaTbiBaeMOro MCXOAHOIO CbipbA M MaTepPUanos.

6. [lna obecneyeHns cooTBeTCTBUA TpeboBaHMAM B "3KcnayaTUpyeMom" COCTOSHUM YMCTbIE 30HbI
(nomeLeHMA) AONKHBI ObITb CNPOEKTUPOBAHBI TaK, YTOBObI 06ecneynTb TOYHO ONpeseneHHbIN YPoBEHb
YMCTOTbI BO3AYyXa B "OCHALLEHHOM" COCTOAHUM.

7. "OcHawgeHHoe" CcOoCTOfIHME - COCTOAHWE, B KOTOPOM YWUCTOE MOMELLEHME MOCTPOEHO MU
bOYHKUMOHUPYET, TEXHONOIMYecKkoe 060pya0BaHME MOJHOCTbIO YKOMM/IEKTOBAHO, HO MepCcoHan
OTCYTCTBYET.

8. "Jkcnnyatupyemoe" CcOCTOAIHME - 3TO COCTOAHME, MPU KOTOPOM 4YMCTOE MNOMELLEHUE U
TeXHoNornyeckoe obopyaosaHne GyHKUMOHMPYIOT B Tpebyemom perkume € 3afaHHbIM KOMYeCTBOM
paboTatoLero nepcoHana.

9. TpeboBaHus K "ocHalweHHomMy" u '"akcnnyaTupyemomy" COCTOAHMAM OO0MKHbI  ObITb
YCTaHOB/IEHbI 151 KaXKAOT0 YNCTOrO MOMELLEHMA UM KOMIMJIEKCA YNCTbIX MOMELLEHUA.

10. YucTble 30HbI (MOMelWeHMA) Npu NPOU3BOACTBE CTEPU/IbHBLIX JIEKAPCTBEHHbIX CPEeACcTB
noapasgenatoTca Ha YeTbipe Knacca:

Knacc A - NOKanbHaa 30Ha AAs NpPoBeAeHUs onepauuni, NpeacTaBAAOWMX BbICOKUA PUCK ONA
KayecTBa NPOAYKUWMW, B YACTHOCTW, 30Hbl HAMONHEHMA, YKYMOPKWU, 30HbI, rae amnyabl U $iaKoHbI
Haxo4ATCA B OTKPbITOM COCTOSIHUM M BbINOJIHAIOTCA COeANHEHMA YacTell 0bopyaoBaHMA B acenTUYECKUX
ycnosuax. Kak npaBuio, Takne ycioBua obecrneymBaloTc JaMMHAPHbIM MOTOKOM BO34yXa Ha paboyem
mecte. CUCTeMbl NaMMHApPHOTO MNOTOKA BO34yXa [AOJIKHbI obecneynmBaTb PABHOMEPHYH CKOPOCTb
Bo3ayxa B pAauanasoHe 0,36 - 0,54 m/c (HopmaTMBHOe 3HaueHue) Ha paboyeid NOBEPXHOCTH,
Haxo4AWeNnca B OTKPbITOM 4YMCTOM 30He. lNMopaeprkaHWe NAMUHAPHOCTU AO/MKHO OblTb [OKa3aHO M
NpoBanMAMPOBaHO. B 3aKpbITbiXx M30nATOpax M OOKcax € mepyaTKamu [OMYCKaeTcs WMCMNo/sib30BaTb
OZHOHanMpPaB/EHHbI NOTOK BO34yXa C MEHbLUMMM CKOPOCTAMMU;

Knacc B - 30HA, HEMOCPeACTBEHHO OKPYKaloLWana 30HYy Knacca A, npefHasHavyeHHyk ans
acenTMYecKoro NPUroToBAEHUA U HaNONHEHUS;



Knaccbl C 1 D - uMCTble 30HblI AO/1A BbINONHEHMSA MEHee KPUTMYHbIX CTaguili NPoM3BOACTBA
CTEPUNBHOMN NPOAYKLUMMN.

1. KNTACCUDUKALMA YNACTbIX MOMELLLEEHWM U YUCTbIX 30H

11. (4) YncTble NOMeLLEHNA M UYMCTble 30HbI Knaccubuumpytotca <*>. MoaTeepaeHWe Knacca
YMCTOTbI HEODXOAMMO YETKO OTAENATb OT MOHUTOPUHIA MPOM3BOACTBEHHOM Cpeabl NPU NPOBEeAEHUMU
npouecca. MaKCMManbHO [AO0NYCTUMAA KOHUEHTPALUMA aspo30/bHbIX YacTUL, ANA KAXKAOro Knacca
npueeaeHa B Tabanue N 1.

<*> CnpasouHo: FOCT P MCO 14644-1 (EN ISO 14644-1).

Tabnmua N 1



3oHa | MaKkcMManbHO AONYCTUMOE YNCNOo YacTmL, B 1 Ky6. m Bo3ayxa Npu pasmepe 4acTul, PpaBHOM UK
6onbluem
B ocHalL,eHHOM COCTOAHUM B akcnayatupyemom cocToAaHUMU
0,5 MKm 5,0 MKMm 0,5 MKm 5,0 MKMm
A 3520 20 3520 20
B 3520 29 352 000 2 900
C 352 000 2 900 3520 000 29 000
D 3520000 29 000 He pernameHTupyeTtca He pernameHTtupyetca




12. (5) Ana ueneit kKnaccuduKaummn B 30Hax Knacca A MUHUMA/IbHbIN 06bem oTbMpaemoit Npobbl
BO34yXa A0/MKeEH O6biTb He MeHee 1 M3 AnA KaXKaol Toukn otbopa npob. Knacc A cooTBeTCTBYET Knaccy
MCO 4.8 no noKasaTento npeaenbHOro KoAM4ecTsa 4acTumy, B BO3gyxe pasmepom 2> 5,0 MKm.

Knacc B (B oCcHalLeHHOM COCTOSIHMM) MO KOAMYECTBY a3pO030J/IbHbIX YacTML, COOTBETCTBYET Kaaccy
MCO 5 no KonmuecTBy YacTul, 060Mx YKazaHHbIX pa3MepoB.

Knacc C (B OCHaLLLEHHOM WM 3KCMIYaTUPYEMOM COCTOSIHMAX) MO KOJIMYECTBY a3p030/ibHbIX YacTul,
cootBetcTByeT Knaccy MCO 7 n UCO 8 cooTBETCTBEHHO.

Knacc D (B OCHaLLEHHOM COCTOAHWKM) NO KOAMYECTBY a3pP030JIbHbIX YaCTUL, COOTBETCTBYET Kaaccy
MnCo 8.

[Ona  nopTeBepXKAeHWA  KAacca  UMCTOTbl  NMPUMEHAeTcs  MeTogMKa <*>, B KOoTopok
pernameHTUPOBaHbl KaK MMHUMAZIbHOE KONMYECTBO TOueK Aas oTbopa npob, Tak n obbem npobbl C
y4eTOM NpenenoB AAHHOMO KAacca ANA KOAMYECTBA YacTuL, HambobLIEro M3 YKasaHHbIX Pa3mepos, a
TaKXXe MeTOo[, OL,eHKM MOJTyYEHHbIX AaHHbIX.

<*> CnpasouHo: FOCT P MCO 14644-1 (EN ISO 14644-1).

13. (6) OAna noaTBEpPKAEHUA KNacca HEOBXOAMMO MCNOb30BaTb NOPTATUBHbIE CHETYMKM YACTUL, C
KOPOTKMMM TpybKamn gns otbopa nNpob u3-3a OTHOCUTENIBHO BbICOKOFO YPOBHA OCAXKAEHWA 4acTuLy,
pasmepom = 5,0 MKM B AUCTAHUMOHHBIX cMCTEeMax gnsa otbopa npob ¢ AAMHHbIMK TpyOKamu. B cayyae
CMCTEM OAHOHANpPaB/AIEHHOIO MOTOKA BO3A4yXa AO/IKHbI MCMO/Ib30BATLCA U3OKMHETMYECKME HAaCcaaKu ans
otbopa npob.

14. (7) NoaTBepKAeHWe Knacca B 3KCNAyaTUPyeMOM COCTOSSHUM A0NYCTUMO NPOBOAUTL BO BPeMS
paboTbl AN NpU MOAENMPOBAHUN Pabounx onepaLmn, UAK NPU HAMNOJHEHUW NUTATENbHBIMU CPefaMy,
Kak Toro TpebyeT MoAennpoBaHWEe CUTyauuu, NpU KOTOPOM MMUTUPYIOTCA NpeaenbHO A0NYyCTUMble
napameTpbl BeAEHUA TEXHOIOFMYECKOTO NpoLLecca Npu cambix HebnaronpuATHbIX GaKTOpax MU yCaoBUAX
(nanee - HamxyawKM cnyyain) <*>.

<*> CnpaBoYHO: YKasaHuA MO MNPOBEAEHMIO WCMbITAaHWUA ANA MNOATBEPXKAEHUS MNOCTOAHHOrO
COOTBETCTBMA 3aaHHOMY KNaccy YNCTOTbl NpuBeaeHbl B ctaHaapte FOCT P UCO 14644-2 (EN ISO 14644-
2).

IV. MOHUTOPUHT YNUCTbIX MOMELLEHWIA U YUCTbIX 30H

15. (8) HeobxogMmo MNpoBOAWUTb TEKYLUMIA MOHUTOPUHI YMCTbIX NMOMELLEHUA U YMCTbIX 30H B
nepuvog ux skcnayataumu. Touyknm otbopa npob AnA TeKyLlero MOHUTOPWHra BbiOMPAOT Ha OCHOBE
aHanM3a PUCKOB M Pe3y/ibTaToB, NOAYYEHHbIX MPU KNaccuPUKaumMm YUCTbIX MOMELLEHUN U (UNIN) YNCTBIX
30H.

16. (9) Ons 30H Knacca A MOHMTOPUHI YacTWL, OO/KEH MPOBOAMTLCA HEMPEepbIBHO Ha BCEM
NPOTAMXEHUN KPUTUYECKOro npouecca, BKAOYaa CH6OpKy obopyaoBaHua. [pu  Hagnexawem
060CHOBAHUM UCKNOYEHME COCTaBAAOT NPOLECChl C NMPUMEHEHNEM 3arpA3HAIOLWNX BELLECTB, KOTOPbIE
MOTYT NOBPEAUTb CYETUMK YACTUL, UK NPEeACTaBAATb COOOM ONAaCHOCTb, B YACTHOCTU, KMBble OpraHn3Mbl
WA PaAMONOrMYeckaa omnacHoOCTb. B TakMx cnydyasax MOHUTOPUHI cleayeT OCYLLecTBAATb BO Bpems
06blYHbIX onepauunii No HacTpolike obopyaoBaHMA A0 MOMEHTA NOABAEHUS PUCKA. TaKKe Heobxoanumo
NpPOBOANTb MOHUTOPUHT BO BPEMA MOAENPOBaHNA onepauunii. B 30Hax Knacca A MOHUTOPUHT A0/IXKEH
NPOBOAUTLCA C TaKOM 4acToToM M MpU Takom obbeme oTOMpaembix Npob, 4YTobbl MOXKHO Oblno
3adMKCMpoBaTh BCE BMELLATE/IbCTBA, C/lyYaliHble cobbIiTUA U Ntobble NOBPEXKAEHMA CUCTEMDI, @ B Cydae
BbIXxO4a 3a npeaen npeaynpexaeHuns - NogHATb Tpesory. HenocpeAcTBEHHO B MecTe HamnoJIHEHUA He
BCEraa BO3MOMKHO NMPOAEMOHCTPUPOBATb HM3KME YPOBHM YacTuu, pasmepom = 5,0 MKM B npouecce
HaMno/IHeHMA n3-3a 06Pa30BaAHUSA YACTUL, UM Kanesib U3 CAMOro NpoayKTa.

17. (10) PekomeHayeTca, YTOObI TaKan e cMCTeMa NPUMeEHANacb AN 30H Kaacca B, xoTa yactoTa
oTbopa npob moxkeT O6biTb MeHblwen. BarKHOCTb CUCTEMbI MOHUTOPMHIA YacTUL, AOJ/IKHA ObiTb
onpegeneHa 3pPeKTUBHOCTLIO pPasaenieHns Mexay PacrnoioKeHHbIMM pAgoM 30HamMu Knaccos A n B. B
30Hax Kiacca B MOHUTOPWMHI A0/MKEH NPOBOAUTLCS C TAaKOM YacTOTOM M COOTBETCTBYHOLWMM 06beEMOM



oTbmpaembix Npob, 4Tobbl MOXKHO 6bINO 3aPMKCUPOBATb U3MEHEHMA YPOBHA KOHTaMUHaLMKN U Nntobble
yxyaweHuna paboTbl cMcTembl, a B C/lly4yae BbIXOAa 33 YPOBEHb TPEBOIM MOMHO 6bl10 6bl NPUHATL
3KCTPEHHble Mepbl.

18. (11) CucTembl MOHUTOPUHIA a3P030JIbHbIX YAaCTUL, MOTYT COCTOATb M3 HE3ABUCUMbIX CHETYMKOB
YyacTuu, W3 CUCTEMbl MNOCNEAOBATENbHO PACNONOXKEHHbIX ToyeK oTbopa npob, npucoegMHEHHbIX
TpybonpoBoAOM K OAHOMY CHETUMKY YacTuu, Uan obbeanHATb 3TU ABa noaxoaa. Mpwu Boibope cuctem
KOHTPOMA AO/IKHbI Y4MUTbIBATLCA TpeboBaHMA K padmepam 4Yactuy,. [pu MCNonb30BaHUWM yAANEHHbIX
cuctem oTbopa npob HeobxoAMMO YyuMTbIBATb ANMHY TPYOOK M paauycbl n3rmbos TpyboK c yyeTom
BO3MOXKHOCTM OCefaHuA vactul, B Tpybkax. MNpu Bbibope cMCTEMbI MOHUTOPUHIA HEOBXOAMMO TaKKe
yuuTbIBaTh NO6OM PUCK, UCXOAALLMA OT MATEPUMANOB, MCMOAb3yeEMbIX B TEXHOJOMMYECKOM MNpoLecce,
Hanpumep, HaMune KMUBbIX MMKPOOPraHU3MOB MM PAANOAKTUBHbIX IEKAPCTBEHHbIX NPEenapaTos.

19. (12) Mpu MCNoNb30BaHMM aBTOMATU3UPOBAHHOW CUCTEMBI TEKYLLETO MOHWTOPUHIA 06beM
npob 3aBUCUT, KaK MpaBWUIO, OT CKOPOCTU oTbopa nNpob mcnonbyemolt cuctembl. O6bem npob npu
TEKYLEM MOHUTOPUHIE MOXET OTANYATbCA OT 0bbema Npob npu npoBefeHUN KBAaNUPUKALUKM YMCTbIX
NOMELLEHWUI N YNCTbIX 30H.

20. (13) B 30Hax Knacca A U B MOHUTOPUHI KOHLEHTPALMUKM YacTuL, pasmepom = 5.0 MKM nmeet
0coboe 3HauyeHWe, MOCKONbKY 3TO ABAAETCA BaXHbIM MHCTPYMEHTOM AMAFHOCTUKU ANA PaHHero
BbIAB/NIEHNA HECOOTBETCTBMA. MIHOrAa NoKasaTenn KoamMyecTBa Yactul, pasmepom = 5.0 MKM MoryT 6biTb
OLWMBOYHBIMW M3-33 3/IEKTPOHHOIO LWYMa, NOCTOPOHHEro CBETA, CAY4YalHOro cTedeHMUA 06CTOATENLCTB U
npounx ¢akTopoB. OAHAKO €CNM CYETYMK MOCNe[0BATENbHO U CUCTEMATUYECKU PErncTpupyet manoe
YMCNO YacTmL, TO 3TO YKa3blBAET Ha BO3MOXKHOCTb KOHTaMWHaUMK, 4To TpebyeT paccnenoBaHma. Takue
cnyyam  MoryT  3abnaroBpeMeHHO  yKasblBaTb Ha  HEWUCMPaABHOCTb CUCTEMbI  BEHTUAALMW U
KOHANLMOHNPOBAHUA, YCTAHOBKM HAaNOAHEHUA AN CBUAETENbCTBOBATb O HApyLUEHMW NPaBUA BO BPEMSA
HanagKkn obopyaoBaHMA UK ero sKCNayaTauum.

21. (14) JonycTMmoe KOMMYECTBO YacTuL, 418 OCHALWEHHOro COCTOAHUSA, YKasaHHoe B Tabauue,
OO/MKHO [OCTUIATbCA MOC/AE KOPOTKOrO MepuoAa OYUCTKU MNpPOoJoKuTenbHocTbto 15 - 20 MUHYT
(HopmaTMBHOE 3HaYeHME) NPU OTCYTCTBMM NEPCOHasa Nocse 3aBepLueHnn paboTol.

22. (15) MoHuTOpUHT 30H Knacca C u D B akcnayaTUpPyeMOM COCTOAHUM A0JIXKEH OCYLLLECTBAATLCA B
COOTBETCTBMM C MPUHUMNAMM YNpPaBAEHUA PUCKAaMKU ANA KadecTBa. TpeboBaHMA K YPOBHIO TPEBOMU U
YPOBHIO AencTBMA ByayT 3aBMCETb OT XapaKTepa BbINOJHAEMbIX Oonepaumin, ogHako B ntobom cnyyae
OOIKHO 6bITb AOCTUTHYTO PEKOMEHAOBAaHHOE 3HaYeHMe "nepmuoaa oumncTkum".

23. (16) Opyrve nokasaTtenu, TakMe Kak TemnepaTypa U OTHOCUTE/IbHasA BAAXKHOCTb, 3aBUCAT OT
NPOAYKLMM U XapaKTepa BbINOJHAEMbIX oOnepaumMin. ITU napameTpbl He [OMXKHbl BAMATbL Ha
YCTaHOB/IEHHblE HOPMATUBbI YUCTOTbI.

24. (17) MNpumepbl onepauunii, KoTopble cneayeT BbIMNOAHATL B 30HAX C pPasHbIMM Knaccamu
4YncToTbl, NpuBeaeHbl B Tabanue N 2, a TakKe B NyHKTax 35 - 42 HacToswero MpuaoxKeHus.

Tabnnua N 2



Knacc Mpumepbl onepauunin ana NPoAyKUMKM, noanexallein UHUWHON cTepmuansaumm (MyHKTbl 35 -
37 Hacroswero MpunoxeHus)
A HanonHeHne npoayKuum, KOTOPYHO HEJb3A NOABEPraTb PUCKY KOHTaMUHAUUK
C MpuroToBaeHne PacTBOPOB, KOTOPbIE He/b3A NoABEpPraTb PUCKY KOHTAMUHALUMN.
HanonHeHune npogyKuunm
D MpurotToBneHMe PacTBOPOB M NOATOTOBKA NEPBUYHOM YNAKOBKMW, MAaTePUANOB ANA
nocaeayoLwero HanoJaHeHns
Knacc Mpumepsbl onepaumn aas NPUroTOBAEHUS B aCENTUYECKUX yCnoBuUAX (MyHKTbI 38 - 42
HacToAwero MNpunoxKeHuns)
A AcenTnyeckoe NPUroToBAEHME N HANOJAHEHUE
C MpurotToBaeHMe PacTBOPOB, Noaaexawmnx GunbTpaLmm
D Onepaumn ¢ matepmanamm Nocae MOKu

25. (18) Mpu BbLINOJAHEHUM aACENTUYECKUX NPOLLECCOB HEobXOAMMO NOCTOAHHO MNPOBOAUTL MUKPOBMOOTMYECKUA MOHUTOPUHT C MCMNOJIb30BaHMEM
CeAMMEHTALMOHHOTO M acnMpauMOHHOIO MeToAoB oTbopa npob Bo3dyxa, oTbopa Npob ¢ NoBepxXHOCTEW METOLOM CMbIBOB TaMMOHOM WM C MCMOJIb30BaHWEM
KOHTaKTHbIX N1acTUH. MeTogbl 0T6opa Npob, ncnosibayemble B 3KCNIYaTUPYEMOM COCTOAHWUM, HE A0IXKHbI HAHOCUTb Bpes, 3allMTe 30Hbl. Pe3yibraTbl MOHUTOPUHTA
OOJIKHbI YYMTbIBATLCA NPU NpoBegeHnM 0630pa A0Cbe Ha Cepuio A4J/1A Bbl4auun paspelleHusa Ha BbIMyCK roToBOW MpoayKuuu. Mocae BbINOAHEHUSA KPUTUYECKUX
onepaumit Heo6XoAMMO NPOBOANTL MOHUTOPUHI MOBEPXHOCTEN U NepcoHana. TakKe A0MKEH NPOBOANTLCA AOMNONHUTENbHbIN MUKPOBMONOrMYECKNA MOHUTOPUHT

BHe TeXHO/10r’M4ecKoro npokuecca, B YaCTHOCTH, nocne saanaaumm cuctem, OYUCTKN U ,D,E3VIH¢€‘KL],VIVI.

26. (19) PekomeHayemble npeaesibl NPU MUKPOBMONOrMYECKOM MOHUTOPUHIE YMUCTbIX 30H B IKCMIYaTUPYEMOM COCTOAHUM NpuBeaeHbl B Tabauue N 3.

Tabnmua N 3
Knacc PekomeHayemble npeaenbl MUKPOBHOM KOHTaMUHaL MK (a)
B Bo3ayxe, CegmmeHTaumsa Ha KoHTaKTHble nnacTuHbl | OTne4yaToK nepyatku (5
KOE/Ky6. m Yawky gnametpom 90 ANamMeTpom 55 mm, nanbues),
mm, KOE 3a 4 u (b) KOE/nnactuHa KOE/nepuatka

A <1 <1 <1 <1

B 10 5 5 5

C 100 50 25 -

D 200 100 50 -

Mpumevanue:




(a) NpuBeaeHbl cpegHMe 3HaYEHUS.
(b) OTAENbHbIE NNACTUHBI ANA CeAMMEHTALMMU MOTYT SKCMOHMPOBATLCA MeHee 4 Yacos.




27. (20) Mo pe3ynbTaTaM MOHUTOPMHIA YacTUL, U1 MMKPOOPTaHWM3MOB AOKHbI BbiTb YCTaHOBAEHDI
COOTBETCTBYIOWME Mpeaenbl: YPoBeHb TPEBOMM M ypOBEHb AeMCTBMA. B onepaumoHHbIX npoueaypax
AONXKHbI BbITb ONUCaHbI KOPPEKTMPYIOLLME AENCTBUA B C/lydYae NPeBbleHNn 3TUX Npeaenos.

V. U3O/INPYIOLWLAA TEXHOTOTUA

28. (21) Wcnonb3oBaHMe W30AMUPYIOLLEN TEXHONOTUM CBOAWUT K MUHMMYMY BMELLATE/IbCTBO
yesoBeKa B NPOU3BOACTBEHHbIX 30HAX, B pe3y/abTaTe Yero 3HauyMTesIbHO CHUMKAETCA PUCK MUKPOOHOW
KOHTaMMHAUUKN NPOAYKUUKN, NPON3BEAEHHON B aCeNTUYECKMX YCNOBUAX, U3 MPOU3BOACTBEHHOM Cpeabl.
CyLLecTByeT MHOFO TUMNOB M30AATOPOB U NepeaaToYHbIX YCTPOMUCTB. M301ATOp M ero KoMnaeKTyowme
OOJ/IKHbI 6bITb CKOHCTPYMPOBaHbI TakMM 06pa3om, 4YTobbl B COOTBETCTBYHOLLEN 30HEe obecneynBanocb
Heobxo4MMoe KauyecTBO BO3AyXa. M301ATopbI, N3rOTOBAEHHbIE U3 PAa3HbIX MaTepuanos, B bonbLiel nnm
MeHbLIEeN CTEMEHU MOABEP)KEHbI MOBPEXAEHUIO M30NALMM W pasrepmeTusaumun. [epenaTouyHble
YCTPOICTBA MOTYT ObITb Pa3HbIMWU: OT KOHCTPYKLMIN C OAMHAPHOM UAU ABOMHON ABEPbIO A0 NOJAHOCTbIO
repMeTU3NPOBAHHbIX CUCTEM, BK/THOUAIOLLMX YCTPOMCTBA ANA CTEPUAN3ALMUMN.

29. (22) Nepenayva maTepranosB BHYTPb U HapyKy U30ATOPA ABAAETCA O4HUM U3 CamblX HONbLINX
NOTEHUMANbHBIX WMCTOYHMKOB KOHTaMWMHaLMK. O6bIMHO NPOCTPAHCTBO BHYTPU M301ATOpPA ABAAETCA
OrpaHWYEHHOM 30HOM ANA NPOBeAEHWMA onepauuii, NPeacTaBAAOLWMX BbICOKME PUCKM AR KayecTsa
npoaykuMm. B TO e BpemA [ONycKaeTcA, 4TOo B pabouyell 30HE BCEX TAKUX YCTPOWCTB MONKET
OTCYTCTBOBATb JTAMUHAPHbIN NOTOK BO34yXa.

30. (23) TpeboBaHMa K uuCTOTE BO3AyXa B Cpelle, OKpy)Kalowen W301ATOp, 3aBMCAT OT
KOHCTPYKLMW U30/1ATOPA U ero HasHayeHus. YNCToTy 3ToM cpesbl He0H6X0AMMO KOHTPOIMPOBaThb, U ANs
acenTMYecKoro NPon3BOACTBa OHa A0/KHA COOTBETCTBOBATD, MO KpanHeW mepe, Knaccy YnctoTbl D.

31. (24) W3onsTopbl MOryT ObiTb BBeAEHbl B 3KCMAyaTaUMIO TONbKO MocCAe MnpoBeaeHus
COOTBETCTBYIOWEN BanugauMu. Banuaauma OOMKHA yyYMTbiBaTb BCE  KpUTMYecKMe  daKTopbl
N30/IMPYIOLLEN TEXHOJ/IOTMM, B YAaCTHOCTW, KAYecTBO BO3AyXa BHYTPM W CHAPYKM U301ATOpPA, NOPALOK
Ae3nHPEeKLMM U301ATOoPa, NPOLLECCHI Nepenayn 1 LenoCcTHOCTb U3oasaTopa.

32. (25) Heobxoaumo npoBoAUTb HenpepbiBHbI MOHUTOPUHT, BKAlOYalOLWKMIA B ceba yacTble
NCNbITaHNA FrepMEeTUYHOCTM M30aATopa U Y3108 "NepyaTku - pyKkasa'.

VI. TEXHONOIMA "BblAYBAHUE - HANONHEHWME - TEPMETU3ALMA"

33. (26) YcTpoicTBo "BblAyBaHUE - HAMONHEHME - repmeTr3auma” npeacraBnaeT cobomn ycTponcTeo
cneumanbHOM  KOHCTPYKUMW, rae B OAHOM aBTOMAaTMYECKOM KOMMAEKCe B TeYeHMe OAHOro
HenpPepbIBHOINO TEXHO/IOTMYECKOro LMKAa M3 TEPMOMIACTUYHOIO rpaHynsta GopMUPYHOTCA YNaKOBKM,
KOTOpble HaNOMHATCA MPOAYKTOM M FepmeTusMpytoTca. YCTpoMCTBO "BblAyBaHWE - HaMo/HeHWe -
repmeTmsauma’, Mcnosbayemoe B acenTUYecKoOmM MPOM3BOACTBE M MMelowee 30HY Knacca A ¢
3 PeKTUBHbIM MOTOKOM BO34yXa, MOXKET ObITb YCTAHOBNEHO, MO KpaHen mepe, B 30He Knaacca C npu
YC/IOBMM UCMOJIb30BAHUA 04K Abl, TPUMEHAEMOM B 30HaxX AN Knaccos A u (uan) B. NMponssoacTBeHHan
cpeaa B OCHalLEHHOM COCTOSIHUWM A0/1}KHa COOTBETCTBOBATb YCTAaHOB/IEHHbIM HOPMaTUBaM Mo YacTULLaM
N MUKPOOPraHM3mMam, a B IKCMAYyaTUPYEMOM COCTOAHWUM - TOJIbKO MO MUKPOOpPraHM3mam. YCTpoicTBo
"BblayBaHMe - HAaNO/IHEHME - repmeTusauma’, ncnosb3lyemoe B NPOU3BOACTBE NPOAYKLUMU, NoANEXKaLLEN
OUHUILIHOM CTepUM3aLMU, A0IXKHO YCTaHABAMBATLCA, NO KpaliHel mepe, B 30He Kiacca D.

34. (27) YuutbiBas 0cob6eHHOCTU YKas3aHHOM TexHosormn, HeobxoamMmo ob6pauwats ocoboe
BHUMaHMe Ha:

KOHCTPYKLMIO 1 KBanndurKaumo obopyaosaHus;

Ba/MAaLUMI0 M BOCMPOU3BOAMMOCTb NPOLECccoB "oumcTKa Ha mecte" un "ctepunmsaums Ha mecte";

NPOCTPAHCTBO YMCTOrO MOMELLEHNA, KOTOpoe ABAAETCA NPOM3BOACTBEHHOW cpeaon Ans
pa3meLlLeHHoro Tam obopynoBaHus;

obyyeHne onepaTopoB U X OAeXKaY;

[EeNcTBuA B KPUTUYECKOM 30He 060pya0BaHMA, BKAOYASA BbINONHEHME NOACOEANHEHUI U COOPKHK
B aCENTUYECKUX YCNOBMAX A0 Hayasa HanoJIHEHMUA.



VII. NPOAYKLNA, NOABEPTAEMAA ®UHULLIHOW CTEPUTU3ALINM

35. (28) MoaroToBKa KOMMNOHEHTOB NEPBUYHOM YNAKOBKU M APYTMX MaTepManoB U NPOM3BOACTBO
60N1bLUINMHCTBA BUAOB NPOAYKLIMN AOMKHBI MPOBOAUTLCA B MPON3BOLACTBEHHOM Cpeae, MO KpalHel mepe,
Knacca D, uTobbl obecneunTb [OCTAaTOMHO HWU3KUIA YPOBEHb PUCKOB KOHTAMWMHALMKM YacTULAMWU U
MWKPOOPraHM3Mamm, NOAXOAALWMI AnA GUnbTpaumm n ctepuansaunmn. Ecnm mmkpobHaa KoHTaMUHaUKUA
NnpeAcTaBAseT BblCOKME WAM OCOBEHHble PUCKM Aas MNPoAyKUMM (B YaCTHOCTM, KOraa NpoayKums
ABNAETCA XOpOLWeN NUTaTeNbHON Ccpefon ANA pocTa MUKPOOPraHM3moB nnMbo ee cTepuansaumm
npeawecTByeT ANNTE/NbHbIN Nepuos BpeMeHn, NMbo TEXHONOMMYEeCKMn npouecc Bedetca no 6onbliei
YacTM B OTKPbITbIX €MKOCTSX), MPUTrOTOB/IEHWE CAedyeT OCyWecTBAATb B MPOWM3BOACTBEHHON cpeae
Knacca C.

36. (29) HanonHeHwe npoayKTamu, MoANEXKAWMMN GUHULIHOM CTEepPUAM3aLMN, O0KHO
NpoBOAUTLCA B NPON3BOACTBEHHOM Cpese, Mo KparHel mepe, knacca C.

37. (30) Mpn nOBbIWEHHOM PUCKE KOHTaMMHaUMKM NPOAYKTa OT MPOW3BOACTBEHHOW cpeabl, B
YaCTHOCTM, €C/IN onepaunmn HanoaHeHUA NPOXOoAAT MeA/IEHHO WAW YNAaKOBKU MMEIOT WMPOKOEe ropio,
AN UX HEOBXOAMMO LeprKaTb OTKPbITbIMM 60see HECKONbKUX CEKYHA, A0 FepMeTM3aLnn, HanoaHeHne
OO/KHO NPOBOAMTBCA B 30HE Kjacca A C OKpyKalouweh cpenoi, no KpavHelh mepe, Knacca C.
MpurotoBneHne n GacoBKy Masei, KPEMOB, CYCNEH3UN U 3IMYNbCUIA Nepes, PUHULIHON cTepununsaumen
Heobxo4MMO, KaK NPaBMI0, OCYLLECTBNATL B MPOM3BOACTBEHHOW cpeae Knacca C.

VIIl. ACENTUYECKOE NPOMN3BOACTBO

38. (31) Onepauum c KOMMNOHEHTaMW MEPBUYHOWM YMAKOBKM M APYrMMW maTepuanamu nocne
MOMKM [OJI}KHbl NPOBOAUTLCA B NMPOM3BOACTBEHHOM cpeae, No KpailHel mepe, knacca D. Ob6paboTKy
CTEPUIbHOTO UCXOAHOIO CbiPbs U KOMMNOHEHTOB, €C/IN B Aa/ibHENLWEM He NpeayCcMoTpeHa cTepuansaums
UAn  ctepunumsylowas oGunbTpaumsa, HeobxoauMMo ocylecTBAATb B pabodeit 30He Knacca A ¢
npon3BOACTBEHHOM cpeaoi Knacca B.

39. (32) MpuroToBNeHME PACTBOPOB, KOTOpble B XOA4E TEXHOJIOrMYECKOro npouecca nogjear
cTepununsyowein GUAbTPaummn, AOMKHO MNPOBOAUTLCA B MPOM3BOACTBEHHOW cpeae Knacca C. Ecam
cTepunnsyowan ¢puabTpaumsa He NPOBOAMTCA, TO NOATOTOBKA MaTepuanoB M NPOMU3BOACTBO MPOAYKUNN
OOJ/IKHbI OCYLLLECTBAATLCA B paboyeit 30He Knacca A ¢ NpoM3BOACTBEHHOM Cpeaon Knacca B.

40. (33) ObpaboTKy M HamnojsHeHWe NPOAYKUUM, NPUrOTOBAEHHOM B acenTUYECKUX YCNOBUSAX,
HeobxoaMMo NPoBOAUTL B paboyeit 30He Knacca A ¢ Npon3BOACTBEHHOM cpeaoi Knacca B.

41. (34) Nepepayy (TPaHCNOPTUPOBKY) HE OKOHYATENIbHO YKYMOPEHHbIX MEPBUYHbLIX YNaKOBOK C
npoAayKuuMen, Hanpumep, NMOOUAN3NPOBAHHOM, A0 3aBepLUEHUs Mpouecca YKYNOpKM Heobxoammo
OCYLLECTBAATb MAM B 30He Knacca A, HaxoaAlleihcs B NPOM3BOACTBEHHOM cpeae Knacca B, maum B
repMeTUYHbIX NepeaTovHbIX KOHTelHepax B NPOM3BOACTBEHHOW cpese Knacca B.

42. (35) MpurotoBAeHWE U HaAMOJHEHWE CTEPUJIbHBIX Ma3en, KPemoB, CYCMEH3UA U 3MYbCUI
HeobXxo4MMO OCYyLLECTBAATL B 30HE Kaacca A, Haxo4sALWenca B NPON3BOACTBEHHOM cpeae Knacca B, ecan
NPOAYKLMA HaxoAUTCA B OTKPbITbIX €MKOCTAX W B Aa/ibHEMWeM He MoABepraeTca CTepUansyoLLei
dunbTpaymn.

IX. NEPCOHA

43. (36) B uwncTbiXx 30HaX [AOMYCKAETCA HaXOXAEHWE TOIbKO MWHUMAJbHO HeobxoaMmoro
KONMYecTBa MepcoHana, 4YTo OCOOEHHO BaXXHO [A/1IA aCenTUYeCcKoro npou3BoAacTBa. [1poBepKU U
KOHTPO/IbHblE OMepaLnu, NpU HaAUYUKM BO3MOMKHOCTK, CieayeT NpoBOAUTb, HAaXoAACb 3a npeaenamu
UYMCTbIX 30H.

44. (37) Becb nepcoHan (B TOM u4uCne NEPCOHan, 3aHATbIA OUYMCTKOM M TEXHUYECKUM
obcnymBaHmem), paboTatowmii B TaKMX 30HAX, AO/MKEH MPOXO4UTb perynapHoe obyvyeHne no
BONPOCaAM HagerKallero NpoM3BOACTBA CTEPUIBHOM NPOAYKLMK, BKAOYAA BONPOCHI TMIMEHbI U OCHOBBI
MuKkpobuonormn. Ecam cywectsyetr HeObX0AMMOCTb TOro, YTOBbl NOCTOPOHHUE ANUA, He npolueslume
Takoro obyyeHusa (Hanpumep, paboTatowme No AOroBOPYy CTPOUTENU UM HaNaguMKM obopyaosaHusA),
HaxoAMNNUCb B YACTOM NOMELLLEHNM, TO YKa3aHHble NLA AONXKHbI MPOUATU NOAPOOHBIN MHCTPYKTAX M 33



HUMW LONKHO BbITb YCTAHOBAEHO CTporoe HabnoaeHue.

45. (38) Bxog, B 30HbI CTEpUIbHOTO NPOM3BOACTBA NepcoHana, PaboTaloLero ¢ CbipbeM U3 TKaHel
UBOTHbIX WAW  Ky/AbTypamu MWUKPOOPraHM3MOB, KOTOPble HE WCNOJ/Ib3YITCA B TEKYLLEM
TEXHONOIMMYECKOM MpoLLecce, AONYyCKaeTcA TO/IbKO B Cay4vae, ecan nepcoHan cobnogaeT ycTaHoBAEHHble
npoueaypbl B OTHOWEHMM BXOAa.

46. (39) Heob6x0AMMO BbINONHATL TPEOOBaAHUA K INUHOM rUrMeHe u YymcToTe. MepcoHan, 3aHATLIN B
NPOW3BOACTBE CTEPU/IbHBIX IEKAPCTBEHHbBIX CPEACTB, AO0/KEH ObITb NMPOUHCTPYKTUPOBAH O TOM, YTO OH
06s3aH coobwatb 0 AOObIX 06CTOATENbCTBAX, KOTOPble MOryT ObiTb MPUUYMHOW pPacnpPOCTPaHeHMUA
HeAOoNYCTUMbIX KOJIMYEeCTBa WM BWAOB KOHTAMMUHAHTOB; MPWM BO3HMKHOBEHMU TaKUX 0OCTOATE/NbCTB
Heobxo4MMbl NepuoanYeckne MeauuUHCKME OCMOTPbI COTPYAHMKOB. [eicTBuA, KoTopble Heobxoanmo
NpeanpuHATL B  OTHOWEHMM NEpPCOoHana, KOTOPbIA MOMET CTaTb MCTOYHMKOM  MWMKPODBHOW
KOHTaMMHAUWKN, OO/MKHbI  ONPeaensaTbCA  CneumasbHO  HA3HA4YeHHbIM  AvuoM, obnagatowmm
HeobXx04AMMbIMM NOJTHOMOUYUAMMU.

47. (40) B uncTbIX 30HaX 3aMnpeLLaeTcs HOCUTb HAPYYHbIE Yacbl U IOBENIMPHbIE YKPALLEHUS, a TaKKe
MCNONb30BaTb KOCMETHUKY.

48. (41) nMepeopeBaTbCA W MbITbCA HeEOBXOAMMO B COOTBETCTBMU C YTBEPKAEHHbLIMU
npoussoguTenem UHCTPYKLMAMM, pPa3paboTaHHbIMKM TakMM 06pa3om, YTobbl CBECTU K MUHUMYMY PUCK
KOHTaMMHAUUK ofexabl ANnA paboTbl B YNCTbIX 30HAX UM BHECEHUA KOHTAMWHAHTOB B YMUCTbIE 30HbI.

49. (42) Operxaa 1 ee KaYeCTBO A0/IKHbI COOTBETCTBOBATb TEXHONOMMYECKOMY MPOLLECCY U Knaccy
paboueit 30HbI. Ee Hy}XHO HOCUTb Tak, YToObl 06ecneunTb 3aLUnUTy NPOAYKLUMM OT KOHTAMUHALUN.

50. (43) OnucaHne HeobxoAMMOW oAexAbl 418 KaxK40ro Kaacca YNCTOTbl MOMELLEHWNI NPUBEAEHO
HUXKe:

knacc D: Bonochkl, a Takke 6opoaa u ycbl (Mpy HanM4YMK) AOMKHbI ObITb 3aKpbiTbl. Heobxogumo
HOCUTb OObIYHbIN 3aLMUTHBIMA KOCTIOM W COOTBETCTBYIOLLY 00yBb MK H6axunbl. [Lo/KHbI ObITb NPUHATDI
COOTBETCTBYHOLLME MePbI AN5 NPeaoTBPALLEHMA NH0O0I KOHTAMMHALUKN YNCTOMN 30HbI U3BHE;

knacc C: BOIOCbI, a TaKKe 60poaa u ycbl (MpU UX HAMYMK) AONXKHbI BbITb 3aKpbITbl. HE0bX0AMMO
HOCUTb KOMOMHE30H WMAM OPHOYHBIA KOCTIOM, MAOTHO ob/eratowmini 3anacTbd MU MMEIOLWNI BbICOKUI
BOPOTHMK, a TaKXe COOTBETCTBYIOWY 00yBb MAM 6axuabl. OT ogexabl U 00yBM MPAKTUYECKU He
OOJ/IKHbI OTAENATLCSA BO/IOKHA UM YacTuULbl;

Knacc A/B: ronoBHoi y60op A0/KeH NOHOCTbIO 3aKPpblBaTb BOAOCHI, @ TaKKe 6opoay U ycbl (Npu nx
Hanu4umm), N AonxeH OblTb BCTaBAEH B BOPOTHWMK KOCTIOMA, Ha nLEe HEOBXOAMMO HOCUTb MACKY AAA
npeoTBPALLEHMA PACNPOCTPAHEHNA Kanenek. TakKe HeobXoAMMO HOCUTb COOTBETCTBYHOLLMM 06pasom
NPOCTEPMAN30BAHHBIE M HEOMyApPEeHHble  pe3nMHOBble  MAM  MAACTUKOBblE  MepyaTKM U
NPOCTEPMAN30BAHHYIO UAN NpoAe3nHOULMPOBaHHYO 00yBb. HMXKHME Kpaa WTaHWH AO0MKHbI ObiTb
3anpas/ieHbl BHYTPb 0OyBM, a pyKaBa o4exAbl - B MEepYaTKM. 3alMUTHAA oJerkAaa MNpPaKTUYecKu He
OOJ/IKHA BbIAENATb BOJIOKOH W/IM YacTUL, U A0/IXKHA 3a4EPKMBATDL YAaCTULbI, OTAENAIOWMECA OT Tena.

51. (44) YandHyto ogexay 3anpeLaeTca BHOCUTb B KOMHATbI A1 NepeoaeBaHus, KOTopble BeayT B
nomeweHmna Knaccos B u C. Kaablii paboTHWK B 30He Knacca A/B ponxkeH 6biTb obecrneyeH YMCTOM
CTEPU/IbHOM (MPOCTEPUAN30BAHHOM MAM NpoLIeAlWen COOTBETCTBYIOWYIO CaHUTApPHYH 06paboTKy)
3aLUMTHOM oAeXA0M Ha Kaxayto pabouyto cmeHy. MepyaTku Bo Bpems paboTbl HEO6XOAUMO peryaspHo
Ae3nHoMuMpoBaTb. Macku U NepyaTkM HEOBXOAMMO MEHATb, MO KPanHEN Mepe, KaXKayio CMeHY.

52. (45) Opexay AnA 4YMCTbIX MOMELLEHUM HeobxoAMMO ouulaTb M 06pabaTbiBaTb TakUM
06pasom, YTobbl OHA BNOCAEACTBMM HE CTAHOBMIACb NPUYMHOM KOHTaMWHALMK. 3T onepaumn A0/KHbI
BbINOJIHATLCA B COOTBETCTBMM C YTBEPXKAEHHbIMU MHCTPYKUMAMKU. [na NOATrOTOBKWM TaKOM oAenbl
enaTeNbHO MMeTb OTAe/IbHble npadvedHble. HenpaBuibHaa 06paboTKa oaexabl NOBPeXKAaeT BO/IOKHa
TKaHW, YTO YBEIMYMBAET PUCK OTAEEHUNS YaCTULL,

X. NTOMELLEHNA

53. (46) B 4ncTbIX 30HaX BCE OTKPbITbIE NOBEPXHOCTU AONXKHbI ObITb rNaAKMMMU, HENPOHULLAEMbIMM
N HenoBpeXAeHHbIMWU, 4YTOObl CBECTM K MUHUMYMY OOpa3soBaHME W HaKOMJEHME 4YacTul, WK
MWKPOOPraHM3MOB, a TaKXe MO3BONATb MHOFOKPaTHO MPUMEHATb MOLWME U, NPU HEOBXOAMMOCTH,
AesnHomumpylowme cpeacTea.

54. (47) OnAa ymeHblUEHUS HAaKOM/eHMA MNblu U obneryeHma yOopKM B MOMELLEHUAX HE A0/IKHO



6bITb HE MOAAAOLMXCA OYUCTKE YIYBAEHNIN N AOKHO ObITb KAK MOMKHO MeHbLUE BbICTYNAOLWMX KPaEeB,
NnonoK, wWwkapos u obopyaoBaHua. [Bepn [A0MKHbI OblTb CKOHCTPyMpoBaHbl 6e3 yraybneHui,
HeAOCTYMNHbIX A1 OYNCTKU, UCMO/Ib30BATb PA34BUMKHbIE ABEPU HEXKENATENbHO.

55. (48) MNopBecHble MOTONKM AONXKHbI ObiITb FEPMETUYHbIMK C LEeNbio NpeaoTBpalleHus
nonagaHua KOHTAMWHAHTOB M3 NMPOCTPAHCTBA HaZ HUMU.

56. (49) MoHTax TpybonpoBoAOB, BO3AYXOBOAOB M Apyroro ob6opynoBaHWAa Heobxoanmo
BbIMNO/IHATL TaK, 4YTOObl He Obl10 yraybneHWt M He3aKpbITbIX OTBEPCTUM, a TaKKe OTCYTCTBOBa/U
NMOBEPXHOCTM, HE JOCTYMNHbIE A5 OYUCTKMU.

57. (50) 3anpelaetcs ycTaHaBAMBaTb PaKOBMHbI U CAUBbLI B 30HaX Knacca A n B, ncnonbsyemsbix
ONA acenTUYecKoro npou3BOACTBA. B ApyrMx 3oHax HeobxoAMMO npeaycMaTpuBaTb PaspbiB CTPyM
MeXKay 0bopyAoBaHMEM M KaHA/M3aLMOHHON Tpybon (BopoHKoM). CTOKM B MOy B YMCTbIX KOMHATaXx C
6051€e HU3KMM KIACCOM YUCTOTbl AO/IKHbI ObITb 06ecneyeHbl cMGOHAMM MAM TMAPO3ATBOPAMK ANA
npeaoTBpaLleHma o6paTHOro NoTokKa.

58. (51) KomHaTbl Ansa nepeoaeBaHNA AOMKHbI ObITb CKOHCTPYMPOBaHbI KaK BO3A4YLHbIE LUH03bI 1
OOJ/IKHbI MCNO/b30BATLCA ANA obecneveHns GU3NYECKOro pasfeneHnsa pasHblX 3TaN0B CMEHbl OAeXKabl
W, TaKUM 0bpasom, CBOAUTb K MUHUMYMY KOHTAaMUHALMIO 3aLLUTHOMN OAEXAbl MUKPOOPraHU3MamMu U
Yyactmuamm. OHM fomKHbI 3pPeKTUBHO 06TEKaTbCA OTPUABTPOBAHHLIM BO3AYXOM. 30Ha Nepes, BbIXOAOM
N3 KOMHaTbl (NOMeLLeHNs) ANs NepeoseBaHMA B OCHALLEHHOM COCTOSIHUM A0/XKHA MMETb TOT XKe Kaacc
YWUCTOTbI, YTO M 30HA, B KOTOPYIO OHa BeZeT. B HEKOTOPbIX CAyYaax A/ BXOA4A B YUCTblE 30HbI U BbIXOAa
U3 HUX LenecoobpasHO MMeTb OTAe/IbHble KOMHaATbl (MomelleHua) ana nepeoaesaHus. Kak npasuio,
YCTPOWCTBA AN MbITbA PYK A0/Hbl ObITb TO/IbKO B HAYane KOMHaAT 4N NepeoaesaHus.

59. (52) O6e pBepu BO3AYLWHOrO LWAO3a HE MOryT OblTb OTKPbITbI OA4HOBPEMEHHO. [nn
npefoTBpaLLEeHNs OAHOBPEMEHHOrO OTKPbIBaHMS Oosee oAHOW ABepu  AOJXHA paboTaTb
6/10KMPOBOYHAA CUCTEMA UM CUCTEMA BU3YasIbHOTO U (M1M) 3BYKOBOTO NpeaynpexaeHus.

60. (53) Nogaya oTPMABLTPOBAHHOIO BO34YyXa AO/IXKHA NOAAEPKMBATL NONOKUTENbHBIN Nepenag,
OAB/IEHUSA OTHOCUTENbHO MPOU3BOACTBEHHbIX 30H C Oonee HWM3KMM Kaaccom npu Bcex paboumx
YCNOBUAX, @ BO34YLHbIN NOTOK A0/KeEH 3 DeKTUBHO 06TeKaTb 30HY. CMeXKHble MOMELLLEHUA C PAa3HbIMM
KJaccaMm YMCTOTbl AO0/IXKHbI UMETb pasHuLy B AasneHun 10 - 15 MNa (HopmaTMBHOe 3HayYeHue). Ocoboe
BHMMaHMe cneayeT yAensTb 3awmuTe 30Hbl HAMBONbLUMX PUCKOB A/1A KayecTBa MPOAYKUMM, TO eCTb
NPOu3BOACTBEHHON cpene, HenocpeacTBEHHOMY BAMSAHUIO KOTOPOM MoABepraeTca NPoayKuma Wau
OUYMLLEHHbIE KOMMOHEHTbI, KOHTAaKTUpylOWMe C npoayKumein. [JonyckaloTca pasHble BapuaHTbl B
OTHOLUEHMM NOAQYM BO3AyXa U Nepenasa AaBAEHMI, KOTOpble MOTyT NoTpeboBaTbCcA U3-3a NPUCYTCTBUA
HEKOTOPbIX MATepuanoB, B YACTHOCTM, MATOFEHHbIX, BbICOKOTOKCUYHbIX, PAANOAKTUBHBIX UAN XHKUBbIX
BMPYCOB MAWN BaKTepManbHbIX MATEPMANOB, UAN NPENAPATOB M3 HUX. [lNA HEKOTOPbIX ONepaumnin MoxKeT
6bITb HEOOXOAMMA AEeKOHTaMMHaLMA NoOMeLLeHU 1 0bopyaoBaHus 1 obpaboTKa BO3ayxa, Y4aA9eMOro
U3 YNCTOM 30HblI.

61. (54) Heobxoammo noaTBepAnTb, YTO HamnpaB/ieHWe BO3AYLIHbIX MOTOKOB He NpeactaBaseT
PUCKOB ANA KOHTaMMHAUMKM MPOAYKTA, B TOM 4ucie chenyeT YAOCTOBEPUTBCA, UTO B  30HY,
npeAcTaBAAOWY HaMbonblune PUCKU ANA KayecTBa NPOAYKTA, C BO3AYLWHbIM NOTOKOM He MOCTynatoT
YacTuLbl, UCTOYHUKAMM BblAENEHUA KOTOPbLIX ABAAKOTCA OOCAYXKMBAOWMIA NEPCOHas, BbINOJHAEMARA
onepauusa unn obopyaoBaHue.

62. (55) donxkHa 6bITb NpeaycMOTPeHa CUCTEMA aBapUIMHOIO onoBeLeHns o6 oTKase CUCTeMbI
BEHTUMNALMW. ECAN pasHMUA B OABAEHUM MeXAOY ABYMSA MOMELLEHUAMMU ABNAETCA KPUTUYHOWN, Mexay
HUMW HeobXOOQMMO YCTAaHOBUTb AAaTYMKM nepenaga JAasBneHus. 3HadyeHuAa nepenaga AasieHus
Heobxo4MMO peryasapHo 3anmcbiBaTb MM 0GOPMAATL 4OKYMEHTA/IbHO MHbIM cnocobom.

Xl. O6OPYJOBAHUE

63. (56) He ponyckaetcs, 4Tobbl Yepe3 MeperopoaKy, OTAENAILLY0 30HY Knacca A uam B ot
NPoOn3BOACTBEHHON 30HblI C Gonee HW3KOM YMCTOTOM BO3AyXa, NMPOXOoAMNa JfieHTa KoHBelepa, 3a
WCKNOYEHWEM C/ly4aeB, KOrda cama JieHTa noAaBepraeTca HenpepbiBHOW cTepunusaumnmn (Hanpumep, B
CTEPUINZALMOHHOM TYHHENE).

64. (57) ObopynoBaHue, GUTUHIM (MecTa coegMHEHMA) U 30HbI 0OCAYKMBAHUA peKomeHayeTcs
NPOEKTUPOBATb M YCTaHaBAMBaTb TaKMM 0bpasom, UTobbl paboTbl c 06opya0BaHMEM, €r0 TEXHUYECKOE



06CNYXKMBAHME U PEMOHT MOXHO OblN10 MPOBOAMTbL CHaPYMKM UMCTOM 30Hbl. Ecam Heobxoguma
cTepuAM3auma, TO OHa A0MKHA 6biTb MPOBEAEHa NOC/Ae MAaKCMMasbHO NoaHOW cbopKM o6opyaoBaHMS.

65. (58) Ecam TexHMuecKoe obcnykmMBaHne 0b6opyaoBaHMA 6bl10 NPOBEAEHO BHYTPU YMCTOM 30HbI
N Heob6XoAMMble HOPMbI YMCTOTbI U (MAM) acenTUKKN BblM HapyLleHbl BO BPeMA 3Tol paboTbl, TO 30Ha
A0NKHa bbITb ouMLLeHa, NpoAe3MHGULMPOBaHa 1 (MNK) NPOCTEPUAN30BAHA (B 3aBUCMMOCTH OT TOTO, YTO
noAxoAmuT) Ao BO306HOBAEHUA NpoLecca.

66. (59) YcTaHOBKM 414 NOATOTOBKM BOAbI M CUCTEMbI €€ pacnpeaeneHnn caeayert npoeKTMpoBaTh,
KOHCTPYMpOBaTb W 3KCMAyaTUPOBaTb Tak, 4Tobbl obecneynTb HagexkHoe obecnedeHue BOAOM
COOTBETCTBYIOLLErO KayecTBa. WX Henb3s 3KCMAyaTMPOBaTb CBEPX NPOEKTHOM MmolHocTW. Boay anA
NHBEKLMI He06X0AMMO NPOM3BOAMTL, XPaHWUTb U pacnpenensiTe TakMm ob6pasom, YTobbl NpeaoTBPaTUTbL
POCT MMKPOOPraHW3MOB, HAaNPMMeEP, 3a CYET ee NOCTOAHHOW UMPKYAALMM Npy TemnepaType Bbiwe 70 °C.

67. (60) Bce obopypoBaHMe, Takoe KaK CTepUAM3aTopbl, cucTembl 06paboTkM M dUAbTpaLUM
BO34yXa, BO3AyWHble W ras3oBble GUALTPbLI, CcUCTeMbl 06pPabOTKU, NOAYyYEHUA, XPAHEHUA U
pacnpeaeneHus Boabl LOIKHbI NMOA/EXKaTb BaAUAALUN U NIAHOBOMY TEXHUYECKOMY 0BCIYKMBaHMIO, a
Ha MX NOBTOPHOE BBeAEeHMEe B IKCMJIyaTauuio AO/KHO ObiTb BblAAHO paspelleHue IMLOM, UMEIOLLMM
COOTBETCTBYHOLME NOJTHOMOYMA.

Xll. CAHUTAPHAA OGPABOTKA

68. (61) CaHuTapHas 06paboTKa YMCTbIX 30H MMeeT 0cobo BaXKHOe 3HaYeHue. 30Hbl HeobxoaMmo
TWATeNbHO OYMLIATb B COOTBETCTBUWU C YTBEPKAEHHON MPOM3BOAUTENEM MWHCTPYKUMen. B ciayyae
nposeaeHnA Ae3NHPEKLUN A0NXKHbI NPUMEHATLCA HECKObKO TUMNOB Ae3nHbuumpyowmx cpeacts. aa
BbIABNEHNA Pa3BUTMA PE3UCTEHTHbIX LITAMMOB MWKPOOPraHM3MOB HeobXoAMMO NPOBOAUTHL
PerynsapHbIN KOHTPOb.

69. (62) Motwlume 1 aesnHoULMpyOLIME CpeacTBa HeobX0AMMO KOHTPOMPOBATh B OTHOLIEHUU
MWKPOBUNONOrMYECKOM YMCTOTbI. X pacTBopbl HEOBXOAMMO AeprKaTb B MpeaBapuUTesibHO OYMLLEHHbIX
KOHTeMHepax (Tape) M XpaHWUTb NLb Ha MPOTAMEHMM YCTAHOBAEHHbIX CPOKOB, 33 MCKAIOUYEHMEM Tex
pacTBOPOB, KOTOPble NpocTepuan3oBaHbl. Motoume u aesmHbuumMpylolme CpeacTsa, UCNoib3yemble B
30Hax Knaccos A u B, nepeg, ncnonb3oBaHWEM A0NXKHbl BbITb CTEPUABHBIMU.

70. (63) Ona cHUMKEHUA MUKPOBHOM KOHTaMUHALMWN B HEAOCTYMHbIX MECcTax MOXeT 6biTb NosnesHa
dbymUrauma YNCTbIX 30H.

XIIl. TEXHONOTMYECKMI NPOLLECC

71. (64) Ha Bcex cTagmMsx nNpPoW3BOACTBA, B TOM 4YMCAE Ha CTaamsax, MNpeawecTByHLNX
cTepUAnN3aLmMn, HeobXoAMMO NPUHUMATb Mepbl, CBOAALLNE K MUHUMYMY KOHTaMUHAUMIO.

72. (65) Mpon3BOACTBO JIEKAPCTBEHHbIX CPEACTB MMKPOOMONOTMYECKOro MPOUCXOXKAEHUA WK
HaNo/HEHME VMW B 30HaX, MCMOAb3yeEMbIX AA NMPOM3BOACTBA APYrMX NEKAPCTBEHHbIX CPeAcTB, He
AonycKaeTcs. BakumMHbI, cogepKalme youtble MUKPOOPraHnMamMbl UAK BaKkTepuanbHble SKCTPAKTbI, nocne
WMHAKTUBALUMM MOTYyT ObITb pacdacoBaHbl B TeX e MNOMELEHUAX, 4YTO W Apyrve CcTepusbHble
JNIeKapCTBEHHble CpeacTBa.

73. (66) Banupaums npouLeccos, NPOBOAMMbIX B aceNTUUYECKUX YCNOBUAX, [OJIKHA BKAKOYATb
MOJenupoBaHME MpoLecca C WMCNoAb30BaHMEM NUTaTeNIbHOM cpedbl (HanonHeHMe nuTaTeNlbHbIMM
cpegamu). MutaTenbHylo cpeay Heobxoaumo BbibUpaTb € Yy4EeTOM JleKapCcTBEHHOW GopMmbl
NIeKapCTBEHHOrO npenapaTa, a TaKKe CeNeKTUBHOCTM, MPO3PayYHOCTU, KOHUEHTPauMM U NPUroaHOCTU
nuTaTeNbHOM cpeabl ANA CTeEPUNM3ALLUN.

74. (67) MoaenupoBaHue npolecca A0NXKHO Hanbonee TOYHO UMUTUPOBATL CEPUIHBIN NpoLecc
acenTMYecKoro Npou3BoACTBa M BKAOYATb B CebA ero nocnenoBaTtesibHble KPUTUYECKUE CTaaumn. TaKkKe
HeobXoAMMO YUYMTbIBATb Pa3/IMUYHble BMELIATeIbCTBA, KOTOPbIE MOTYT BO3HUKHYTb BO BPeMsa 0ObIYHOIo
NpPon3BOACTBEHHOrO NPOLLECCA, A TaKKe CUTyaumnmn "HauxyaLwero cayyasa".

75. (68) MogenvpoBaHue npouecca Npu MepBOHayabHOW BanAMZauMM OO/KHO BKAKOYATb TPU
nocnefoBaTe/IbHbIX YA0BAETBOPUTE/IbHbIX UCNbITAHUS ANA KaXKA0M CMeHbl OnepaTopoB. B ganbHeliwem
X HeobXxo4MMO MNOBTOPATb Yepe3 YCTAHOBJIEHHbIE MPOMEXKYTKM BPEMeHU, a TaKkKe nocne nboro
CYLLECTBEHHOIO M3MEHEHMA B CUCTEME BEHTUASALNM U KOHANLMOHNPOBAHMA BO34yXa, B 060pya0BaHUMY,



npolecce Uan Koanyectse cmeH. Moaenmpytowme npouecc UCMbITaHMA A0/XKHbI NOBTOPATLCA ABaXAbI
B roA, ANA KaxkAoM CMeHbl OnepaTopoB M KaxKaoro npouecca.

76. (69) KonnuyectBo KOHTEMHEpOB (MepBUYHbIX YMaKOBOK), NpeAHasHayeHHbIX AnA ¢$acoBKM
nuTaTeNbHbIX cpen, A0/IKHO ObITb A0CTAaTOYHbIM, YTODObI 0becneynTb AOCTOBEPHYIO OLEHKY. B cayyae
HEebO0/bLLINX CEPUIN KONMYECTBO KOHTEMHEpPOB AnA GacoBKM NUTATENbHbIX CPes AO/MKHO, KaK MUHUMYM,
COOTBETCTBOBATb pa3mepy cepum npoaykumm. HeobxoamMmo CTpeMuTbCA K OTCYTCTBUIO poOCTa
MUKPOOPraHM3MOB, NPX 3TOM NOAJEXKAT NPUMEHEHUIO CAeayoLMe HOPMbI:

a) ecAn HanonHanmM meHee 5 000 eaMHWUU, NPOAYKUMWU, He AOMKHO ObiTb HU OAHOM
KOHTAaMWHMPOBAHHOMN eaMHULLbI;

6) ecnun HanonHsAAM oT 5 000 ao 10 000 eaMHML, NPOAYKLUWUM, TO:

ofHa (1) KOHTaMWMHMpPOBaHHasA eAMHULA ABAAETCS OCHOBAaHMEM AAS PacC/NefOBaHUA MPUUYNH U
NOBTOPHOM PacoBKU NUTATENbHbIX CPpes;

ABe (2) KOHTAaMMHWPOBAHHble eAMHULbI - MPOBOAUTCSA pacc/iefoBaHWE MPUYMH U MOBTOPHaA
BaAMAauus;

B) ec/in HanoAHAAM cebiwe 10 000 egnHML, TO:

0/AHa (1) KOHTAaMWHUPOBAHHAA eANHMLLA ABNAETCA OCHOBAHWEM A/1A pacciefoBaHUSA NPUUNH;

ABe (2) KOHTaMMHWPOBAHHblE eAMHULbI - MPOBOAUTCS pacciefoBaHME MNPUYMH U NMOBTOPHAsA
BanMaaumA.

77. (70) Npun ntobom KonmuyecTse NEPBUYHBIX YNAKOBOK C NMUTATENbHOW CPeaoit nepuoguyeckme
cnyyam obHapyXKeHUA MUKPOBHOM KOHTaMMHAUMM MOTYT YKasbiBaTb Ha HanMune HeboNbLUMX YPOBHEM
KOHTAMWHAHTOB, 4YTO [AO0/IKHO ObiTb paccnenoBaHo. lpu 0OHapYKEHUM 3HAYMTEeNbHON MUKPOOHOM
KOHTaMWHaUMM HeobXoAMMO PacCMOTPETb BO3MOXKHOE BAMAHME Ha CTEPUNBbHOCTb CEPUIA, BbINYLLEHHbIX
nocne NpoBeAeHUA NocaeAHNX YCNELHbIX UCMbITaHWI C HANOJIHEHMEM NUTATEIbHbIMU CpeaaMu.

78. (71) HeobxoamMmo obecneumnTb yCA0BUA, NPU KOTOPbIX Nt0bas BanuaaLma He cO34aeT PUCK ANns
TEXHO/IOTMYEeCKUX NPOLLECCOB.

79. (72) UcTouHMKM BoaocHabxkeHns, obopyaoBaHMe ANs NOATOTOBKM BOAbl U NPUroTOBAEHHasA
BOAa NoAsiexKaT pPeryiapHOMy MOHUTOPUHTY Ha HanYMe XMMUYECKUX U BMONOTMYECKMX KOHTaMMUHAHTOB
M B HEOOXOAMMbIX C/Ay4asX Ha 3HAOTOKCMHbLI. Pe3ynbTaTbl MOHMTOPMHIA W AOObIX NPeanpPUHATBIX
AencTenin HeobxoaMmo odopPMNATb AOKYMEHTANbHO.

80. (73) B uncTbix 30Hax, ocobeHHO B X0e NpoL,ecca acenTMYecKoro NPou3BoACTBa, AeATe/IbHOCTb
nepcoHana Ao/KHa OblTb MMHMMANbHOM, a ero nepeaBuMKeHWe [O0MKHO ObiTb pasmepeHHbIM U
KOHTpoAMpyemMbiMm BO M30exaHMe UM3ObITOYHOrO BblAENEHMA YacTUL, W MUKPOOPraHM3MOB,
06yC/I0BNEHHOrO MOBbLILWEHHOW ABMraTe/IbHOM aKTUBHOCTbIO. TemnepaTypa U BAAXKHOCTb OKpYKatoLwei
cpeabl AONKHbI OblTb HE OYEHb BbICOKMMM, 4TODObl He cO34aBaTb AMCKOMOPTa C yYeTOM CBOMCTB
NCNoIb3yeMon oaeKabl.

81. (74) MwuKpobHas KOHTaMMHAUMA WCXOAHOrO Cbipbsi W MaTepuanoB n[ONXKHA ObiTb
MWHMMaNbHOM. CneunduKaymm Ha HUX O0MKHbI BKAOYATb B ceba TpeboBaHMA K MUKPOBMONOrMyYecKkom
ymncToTe.

82. (75) B uncTbix 30Hax HeobxoAMMO CBOAUTb K MWUHUMYMY HaaMuMe KOHTEMHEpPOB U
MaTepPManos, OT KOTOPbIX BO3MOKHO OTAE/IEHNE BOOKOH.

83. (76) HeobxoaMMoO nNpPUHMMATbL Mepbl MO NPeAOTBPALLEHUID KOHTaMWHAUUM TOTOBOWM
NPOAYKUUM YaCcTULLAMMU.

84. (77) No oKOHYaHMM NpoLEecca OYNCTKU KOMMNOHEHTOB, KOHTEMHEePOoB U 060pyA0BaHUA C HUMM
HeobxoaMmo 06xoaAnTbCs TaK, YTODObl HE NpoMCcXoAMaa UX NOBTOPHAA KOHTaMUHAUMA.

85. (78) WHTepBanbl BpemMeHUM MeXKAy MOMKOW, CYLIKOW W CcTepuausaumein KOMMNOHEHTOB,
KOHTelMHepoB 1 060pyA0BaHMSA, a TAKXKE MeXKAY UX CTepuansaumnen n nocaeayowmm NCnonb3oBaHMEM
OO/IXKHbl OblITb MUHMMA/IbHBIMU U MMETb OrpPaHUYeHWe Mo BPEMEHU, COOTBETCTBYIOLLEE YCNOBUAM
XpaHeHuA.

86. (79) Bpems mexay Ha4ya/somM MNPUroTOB/IEHMA pacTBopa M ero crepunusaumen wuam
cTepuamsyolenn odunbTpaymeit AOMKHO ObiTb MMHMMaNbHbIM. [N Kaxgoro Buaa NpoayKuuu
HeobXo04MMO YCTAaHOBUTb MaKCMMa/lbHO AOMYCTMMOE BPEMS C YY4eTOM ee COCTaBa M YCTaHOBJ/IEHHOIo
nopsAaKa XxpaHeHus.

87. (80) nMNepes crepunusaumen HeobXOAMMO KOHTPO/IMPOBATb YPOBEHb MMKPOOHOM
KOHTaMUHauuK. [JonKHbl 6bITb YCTaHOBAEHbI paboume rpaHULbl KOHTAMUHALMW HEnocpencTBEHHO



nepeg crtepunnsaumen, Kotopble COOTHOCATCA C 3GPEKTUBHOCTbIO MCMOAb3YEMOro MeTona. YpoBeHb
MWKPODOHON KOHTaMWHALMKM HEOobXOAMMO KOJIMYECTBEHHO ONpeaenaTb A1A KaXgon cepum  Kak
NPOAYKLMMW, HAMOJHEHHON B acCeNnTUYECKUX YCNOBUAX, TaK U NPOAYKLMMU, NoaBepraeMmon GpUHULLHOM
cTepununsaummn. Ecam gna nekapcTBeHHbIX MPenapaTos, nogsepraemblXx QUHULWHON CTepuUaM3aumu,
yCTaHoBNEHbl 6o/iee KecTKMe napameTpbl CTEPUIM3ALUN, YPOBEHb MUKPOOHON KOHTaMUHALMMU MOXKHO
KOHTPO/IMPOBATb TO/MILKO 4Yepe3 COOTBETCTBYIOLWME WHTEPBasbl BPEeMEHM cornacHo rpaduky. Mpu
MCNONb30BaHUM CUCTEM BbIMyCKa MO MapameTpam onpeaeneHne MUKPOOHOW KOHTamMHauUK
Heobxo4MMO MNPOBOAMTL AN KaXkOoN CcepuuM M paccMaTpuMBaTb KaK WCMbiTaHWMe B npouecce
npoussoacTea. Mpu HeoHBXOAMMOCTU AONKEH OCYLLECTBAATLCA KOHTPO/b YPOBHA 3HAOTOKCMHOB. Bce
pacTBopbl, 0OCOBEHHO WHPY3MOHHbIE KMAKOCTUM 6Honbworo obbema, HeobxoaMmo noaBepratb
cTepununsyowwen GuabTpaLMm NO BOSMOKHOCTU HENOCPEeACTBEHHO Nepes, HanoJHEHNEM.

88. (81) KomnoHeHTbl, KOHTENHepPbI, 060pyaoBaHMe K Ntobble Apyrue NnpeameTbl, HeobxoaMmble B
YMCTON 30HEe, 0COBEHHO NpU paboTe B acenTUYECKMX YCIOBUAX AO0MKHbI OblTb NPOCTEPUAIN30BAHbI U
nepenaHbl TyAa Yepe3 BMOHTUPOBAHHbIN B CTEHY NMPOXOAHOM CTEPUAN3ATOP C ABYCTOPOHHUM AOCTYNOM
UAN UHBbIM cnocobom, npeaoTBpaLLaOLLMM KOHTaMWHauMio. Heroptoume rasbl A0/KHbI NPOXOAUTb
yepes GUNbTPbI, 334ePHKUBAIOLLME MUKPOOPFraHU3MbI.

89. (82) 3ddeKTMBHOCTL N1OOOro HOBOrO NpoLEecca AOMKHA ObITb NOATBEPKAEHA NPU BaANZaLMM,
KOTOpYl0 HeobXoAMMO perynapHoO MoBTOPATb B COOTBETCTBUWM C MJIAHOM, Y4uTbIBalOWMM rpadumk
3KcnayaTaumm, a TakKe npu lobom 3HaUMTE/IbHOM U3MEHEHUU B NpoLecce namM o6opyaoBaHuUK.

XIV. CTEPUIN3ALNA

90. (83) Bce npoueccbl CTepuAM3aunu A0MKHbI NponTn Banugauuio. Ocoboe BHUMaHUE
Heobxo4MMO, eciv NPUMEHAEMbIA METOL, CTEPUIM3ALUN He onuncaH B MocyaapcTBeHHON papmakonee
Poccuiickolt depepaunn mam McnosbsyeTca gas NpoayKTa, He SBAAIOWEroca NpPocTbiM BOAHLIM WMAU
Mac/naHbIM pacTBOpPOM. MNpeanoyTUTeIbHbIM ABAAETCA METOA, TeEPMUYECKON cTepuamnsaumm. B ntobom
c/lyyae  MeTog, CTepuaM3aumMn  OO/KEH  COOTBETCTBOBATb  JIMLEH3UM Ha  MPOM3BOACTBO MU
PervcTpaunoHHOMY 40Cbe.

91. (84) Nepen BbIbOPOM NtOHOrO NpoLecca CTepUIN3aLmmM HeobxogMmo NPOAEMOHCTPUPOBATL C
NMOMOLLbIO PUINYECKUX UBMEPEHUNI U, €CIN BO3MOXKHO, BMONOTMYECKMX MHONKATOPOB, YTO OH NOAXOAUT
ANA AaHHOM NpoAayKuMK U 3PPeKTUBEH ANA [OCTUNKEHNA HEOBXOAMMBIX YCIOBUIN CTEPUAN3ALMM BO BCEX
YacTAX KaxKAoro TMMa 3arpy3ku. Banvaaumio npouecca Heob6xoAMMO NOBTOPATL Yepes YCTAaHOB/EHHbIE
rpadpuMKoM MPOMENKYTKM, HO HEe pexe OAHOro pasa B rof, a TaKXe Bcerga B Cayvyae BHeECEHUA
CYLLLEeCTBEHHbIX M3MeHeHUI B 06opyaoBaHuMe. HeobxoanMMo XxpaHUTb 3aMnCK C pesyibTaTaMu.

92. (85) Onsa addeKkTUBHOM CTepuaM3aLMM BECb MATepuan B LLEJIOM AO/KeH OblTb NogBeprHyT
HeobxoamMmol ob6paboTKe, a npouecc opraHM3oBaH TakKMM o06pasom, 4YTODObl rapaHTUPOBATb, YTO
O0MKHan 3pPeKTUBHOCTb ByAeT AOCTUTHYTA.

93. (86) [Ana BCcex MPOLECCOB CTEpPUIM3ALMU AOKHbI ObiTb paspaboTaHbl U AONKHbI MPOUTU
Ba/IMAaLMIO cnocobbl 3arpysKu.

94. (87) MpumeHeHMe OUONOTMYECKMX WHAMKATOPOB AO/IKHO PAacCMaTPUBATLCA TOJIBKO KakK
OOMNOJIHATENIbHBIN METOL, KOHTPOIA CTePUIM3aLMN. Bronormyeckme MHAMKATOPbI HEOHXOAMMO XPaAHUTb
M MUCNO/Mb30BaTb B COOTBETCTBUM C WMHCTPYKLMAMM MPOM3BOAUTENA, @ MUX KAYECTBO KOHTPO/MPOBATb
MeToA4aMMn TMO3UTUBHOTO KOHTpoaA. B cnayyae uMcnonb3oBaHWMA OGUONOTMYECKUX  WMHOWMKATOPOB
Heobxo4MMO MPUHATL CTPOrMe Mepbl, NPeaoTBpalalowme MUKPOOHYID KOHTaMMHAUMIO OT caMuX
WMHAMKaTOPOB.

95. (88) [onkHbl b6bITb YETKO onpedeneHbl mMepbl, obecneynBatowme pasaeneHne NPoayKLumu,
npoweawein 1 He nNpoweawen cTepuansauunto. Ha Kaxgoi Kop3uHe, 10TKE UKW PYroi emMKoCTU Ans
NPOAYKLMM UNN KOMIMOHEHTOB A0JIKHA ObITb YETKAA 3TUKETKA C HAMMEHOBaHUEM MaTepuana, HOMepPoOMm
CEPUM W YKasaHMeMm, Mpowes OH CTepuausaumio uam Het. [lpu HeobxoaumocT MoOryT ObiTb
MCNONb30BaHbl TaKMe UHAMKATOPbI, KaK aBTOKNABHaA NeHTa, ANA YKa3aHWA TOro, NPOoLWAa aun cepusa (uam
YacTb Cepuu) MPOLLECC CTEePUAM3ALMWU, OLHAKO OHU He [aloT AOCTOBEPHOro MOATBEPXKAEHWUA TOrO,
OeNCTBUTENIbHO /1M CepUs CTePUIbHA.

96. (89) AnA KaKAOro LMKAa cTepuan3aLmm HeobxoAMMO COCTaBAATb 3aNUCK, KOTOPbIE AO/MKHbI
6bITb YTBEPXKAEHDbI B paMKax NpoLeaypbl BblAauym paspeLleHma Ha BbIMyCK CepuUM.



XV. TEPMUYECKAA CTEPUTIU3ALNA

97. (90) KaxKablit LMKA TEPMUYECKON CTepUAn3aummn AonxeH 6biTb 3anucaH B BUAE AMarpammsl B
KOOpPAMHATAX BpemMA-TemnepaTypa B AOCTAaTOYHO 6osbwiom macwTabe uam 6biTb 3aperncTpmpoBaH C
NMOMOLLbIO ApPYroro cooTeBeTcTBylowero obopynoBaHuA, MMeloWwero HeobxoaAMMyKo MPaBUIbHOCTb M
TOYHOCTb. MecTo pPacrnosioKeHUs TemnepaTypHbIX AATYMKOB, UCMONb3YEMbIX AJA KOHTPOAA U (Maum)
3anucKu, JO/MKHO ObiTb onpeaeneHO BO BPeMsA BaangauuMm M B Caydyae HeobXxoauMMOCTM Takxke
NPOBEPEHO C MOMOLLbIO APYroro HE3aBUCMMOTO TEMMNEPATYPHOrO AaTYMKA, PACMOIOKEHHOTO B TOM Ke
MmecTe.

98. (91) OonyckaeTca MCNONb30BAaTb XMMUYECKME U OBUONOTMYECKME WHOMKATOPbl, HO OHU He
OOJ/IKHbI 3aMeHATb NpoBeaeHne PU3NYECKUX UIMEPEHUIA.

99. (92) fonxHo HbITb NPEAYCMOTPEHO AOCTAaTOUYHOE BPeMs, YTOObl BECb 06 bEM 3arpy3Ku JOCTUT
Heobxo4MMOI TemnepaTypbl 4O TOro, Kak ByAeT HayaT OTcYeT BPEMEHU CTepuamnsauuun. IToT Nepuos,
OO/IKeH ObITb onpeseneH ANA KaXKA0ro TMna CTepuan3yemon 3arpysKu.

100. (93) Mocne 3aBeplueHMA BbiCOKOTEMNEPATYPHON dasbl LMKAa TEPMUYECKON CTepuansaLmm
OO/MKHbl  OblTb  MPUHATbI  Mepbl  NPefOCTOPOXKHOCTM,  MNpeAoTBpallaloline  KOHTaMMHaLMIO
NPOCTEPUAN30BAHHOM 3arpy3kM BO BpemMa OXNarKAeHuA. J1lobasa oxnarkaarowan KUAKOCTb WK ras,
KOHTAKTMpylOWMe C MPOAYKUMEN, [OMKHbI OblTb MPOCTEPUIN30BAHbI, KPOME C/y4aeB, KoOraa
BO3MOXHOCTb MCMOJ/Ib30BAaHMA HErepMeTUYHbIX YMAaKOBOK MCK/IIOYEHA M MpUBeAEHbl COOTBETCTBYHOLIMNE
JOKa3aTenbCTBa.

XVI. CTEPUIU3ALNA NAPOM

101. (94) Npu cTepuansaumMm nNapom HeobXxoAMMO KOHTPO/MPOBATb TemnepaTypy U AaBieHue.
PekomeHayeTca, u4TOoObl cpeacTBa ynpasB/ieHMs OblIM  HE3aBUCUMMbI OT CPeACTB  KOHTPOAA U
3anNunCbIBaOLLMX YCTPOMNCTB. Ecnn ana aTol Lenm Ncnonb3yrTcs aBTOMaTUYECKME CUCTEMbI YNPaBAEHUA U
KOHTPO/1A, OHW A0/IKHbI NPOMTU BaAnAaUMUIO, YTOObI rapaHTUMPOBATb UX COOTBETCTBME TpeboBaHMAM K
KpUTMYeckomy npoueccy. HapyweHua B xode npouecca AOJIKHbl PerucTpupoBaTbCs CUCTEMON U
HaxoAMTbCA NoA HaA30poM onepatopa. B xoge npouecca cTtepunnsaumm nokasaHWs HE3aBMCUMOTO
OaTyMKa TemnepaTypbl HEOOXOAMMO MOCTOSIHHO CBEPATb C AaHHbIMW AMarpammbl 3anMCbiBatOLLEroO
yCTpoiicTBa. [ANA CTepuaIn3aTopoB, MMEIOLWMX CTOK B AHE KaMepbl, MOXKeT BO3HUKHYTb HE0H6X0AMMOCTb
pernctpaunm TemnepaTypbl B 3TOM TOYKe B TeYeHWe BCEro UMKAa crepuamsauun. Ecam B uumkn
CTEPUAN3ALMMN BXOOMT 3Tan BaKyyMUPOBaHMA, TO HEOOXOAMMO pPerynsapHo MNpPoOBOAUTb MPOBEPKM
KaMepbl Ha repMeTUYHOCTb.

102. (95) Ctepununsyemble npeameTbl, HE HaXoAALLMECA B FTePMETUYHbIX YNAaKOBKax, AOJIXKHbI ObITb
3aBepHyTbl B MaTepuasn, MPOMNyCcKaloWmMin BO3AyX M Nap, HO NPenoTBPaLLalOWMA  MOBTOPHYIO
KOHTaMUHaUMIO 3TUX NpeaMeToB nocne crepunmsaumm. Heobxoammo obecneymTb KOHTAKT BCEX YacTel
3arpy3Ku Co CTEPUIN3YIOLLMM areHTOM MPU 3aAaHHbIX TEMMepaType N BPEMEHMU.

103. (96) Heobxoanmo obecneuntb, YTobbl ANA CTEPUAM3AUUM NPUMEHACA Nap HaA/eKallero
KayecTBa, He coAepKallnit TaKOro KOAMYecTBa NpMMecei, KOTopoe MO0 Bbl BbI3biBaTb KOHTaMMUHaLUIO
NpPoAyKUMM NAN 060pya0BaHUA.

XVII. CYXOXAPOBAA CTEPUTN3ALNA

104. (97) Mpwn cyxoXKapoBOW CTEPUAM3ALNN AONXKHbI OBbITb NPEAYCMOTPEHbI LMPKYAALMA BO34YXa
BHYTPW Kamepbl U Nogaep:kaHne U3bbITOYHOro AaBAeHUA A4 NpeoTBpaLlleHns nonagaHus BHYTPb Hee
HecTepuabHOro Bo3gyxa. J/1tobol mocTynawolWmii BHYTPb BO3AYX OOJIKEH MPOXOAWUTb Yepe3 GpuabTpbl
BbicOKOW 3dpdekTnBHocTn (HEPA-dunbTp). Ecnm  cTepunusaums npeaycmaTpuBaeT  yCTpaHeHue
NMUPOreHoB, TO KaK 4acCTb BaAMAaLMU AO/XKHbl ObiTb NpoBeAeHbl UCMbITaHWA C NpegHaMepPeHHbIM
MCNONb30BaHNMEM 3HAOTOKCMHOB.

XVII. PAOUWAUNOHHAA CTEPUNU3ALNA



105. (98) PagMauMOHHYIO CTEPUIM3ALMIO MCMOb3YIOT [aBHbIM 06pasom gns CTepuansauum
TePMOYYBCTBUTENIbHBIX MaTepuanos M Npoaykuum. MHorve nekapcTBeHHble cpeacTsa U HeKoTopble
YNaKOBOYHbIEe MaTepuanbl YyBCTBUTE/IbHbI K MOHU3UPYIOLLLEMY U3YYEHUIO, Cef0BaTe/IbHO, 3TOT METOZ,
OONYCTUM TO/MIbKO TOrAa, Korga Oblio 3KCNePMMEHTANbHO MNOATBEPXKAEHO OTCYTCTBME BPEAHOro
BNIMAHUA Ha npoayKuumio. Kak npaswnio, obayyeHne ynbTpaduMoONeTOBbIM WU3JYYEHUEM HE ABAAETCA
npMemaembiM METOA0M CTEPUAN3ALMUN.

106. (99) Bo Bpemsa npouecca CTeEpUAN3aLMN AO0MKHO MPOBOAUTLCA U3MEpPEeHUe MOr/oLUEeHHOM
[,03bl NOHU3UPYIOLLEro n3nydeHua. [1na sToro cnegyeTt UCNONb30BATh AO3MMETPbI, MOKA3aHUA KOTOPbIX
He 3aBMCAT OT WCMO/Ib3yEMOW MOLLHOCTM [03bl  M3Ay4YeHMA, HO KoTopble obecneymsatoT
KONMYECTBEHHYIO PErucTpaumio [03bl U3y4eHUA, MOFNOLWEHHYID Camol npoayKuunen. [JosnmmeTpobl
OOJ/IKHbI ObITb pasMelleHbl cpeau 3arpy3kuM B AOCTaTOYHOM KOJIMYECTBE M Ha [0CTAaTOMHO H6AM3KOM
paccTosHMM APYr OT Apyra, YTobbl rapaHTMPOBaTb HaMUYME [O3MMETPOB BO BCEX MECTAX, NOABEPraembIX
06y4veHuto. MnactmaccoBble A03UMETPbI AOKHbI MPUMEHATLCA Wb B Npeaenax CpoKa AeUCTBUA UX
KanmbposKu. MNMokasaHMA [O3MMETPOB HEOBXOAMMO CHMMATb B TEYEHME KOPOTKOrO OTpPEe3Ka BPEMEHM
nocne obayyeHus.

107. (100) B ~KkauectBe cpeacTBa AOMNOJHUTE/NILHONO KOHTPOAS MOMyT WMCMNO/b30BaTbCA
6uonornyeckne MHAMKaTopbI.

108. (101) Mpoueaypbl BanuAaLMW [OJKHbI FapPaHTUPOBATb, YTO YYTEHO BUSAHWE PA3HOWM
NJOTHOCTU YKAALKM CTEPUANU3YEMOIM NPOAYKLUN.

109. (102) Mpoueanypbl obpaleHMa Cc maTepuManammn AOJKHbI NpeaoTBpaLlLaTh nepenyTbiBaHUe
mexKay 06aydeHHbIMM M HeobsyyeHHbIMM MaTepuanamu. Ha KarKayr YMNaKoOBKY [OSXKHblI ObiTb
HaHeCEeHbl YyBCTBUTENbHbIE K U3/TYYEHUIO LBETOBbIE MHAMKATOPbLI A8 TOrO, YTOObI pa3nnyaTh YNaKoBKY,
npoweawune 1 He npoweawme obayyeHme.

110. (103) CymmapHas nornolleHHas A03a W3y4yeHUa [A0/KHA 6biTb HabpaHa B TedyeHue
BpemMeHu, OTBeAEeHHOro Ha NpoLLecc cTepuansaymm.

XIX. CTEPUTU3AUMNA OKCMOOM STUNEHA

111. (104) 3ToT MeToa MOMET ObiTb WCNONb30BaH TO/IbKO TOrAa, KOraa HEBO3MOMKHO
ncnonb3oBaHWe Apyroro cnocoba. Bo Bpema Banuaaumm npouecca AOKHO ObiTb AOKa3aHO, 4TO
OTCYTCTBYET NoBpeXxaatolee BAUAHNE HA NPOAYKLUMIO, @ NpeayCMOTPEeHHble Ana Aerasaumm yciosma m
BPEMS TaKOBbl, YTO KO/IMYECTBO OCTAaTOYHOrO rasa M NpPOAYKTOB peaKkumm Oyper HaxoauTbcs B
LONYCTUMbIX Npeseniax, YCTaHOB/IEHHbIX ANA AHHOIo BUAA NPOAYKLMM AKX maTepuana.

112. (105) CywecTBeHHOe 3HayeHMe WMEET HenoCPEeACTBEHHbIM KOHTAKT MeXay rasom MU
MWKpOOpraHmMamamu. HeobxogmMmo  NPUHATb  Mepbl  NPenoCTOPOXKHOCTM  OT  BKAKOYEHUA
MWKPOOPraHM3MOB B MaTepunan (Hanpumep, B KPUCTAN/bl UM BbICYLEHHbIM 6enoK). Bug 1 Konmyectso
YNAaKOBOYHbIX MaTepManoB MOryT CyLL,eCTBEHHO NOBAUATL Ha Npouecc.

113. (106) Mepen o0bpaboTKOM rasom AOMKHO ObiITb 0becneyeHo COOTBETCTBME BAXKHOCTU U
TemnepaTypbl maTepuanoB TpeboBaHMAM npouecca. Tpebyemoe ana 3Toro Bpema AOMKHO ObiTb, NO
BO3MOKHOCTU, MMHMMAJIbHbIM.

114. (107) Kaxablii UMK CTEPUAM3ALUN  AONXKEH KOHTPO/NMPOBATbCA C  MOMOLLbIO
COOTBETCTBYIOWMNX OMONOTMYECKMX WMHAMKATOPOB, HEOOXOAMMOE KOAMYECTBO KOTOPbIX AOAXHO ObiTb
paBHOMEPHO pacnpeneneHo no Bcen 3arpyske. [lonydyeHHaa npu 3TomM MHOOPMaUMA  A0MKHA
COCTaBAATb YaCTb A0OCbE HA CepUIo rOTOBOM NPOAYKLUN.

115. (108) Ons KaxKAoro UMKAa CTepuamsaumm AoKHbI 6biTb 0GOPMAEHbI 3aNMCK C YKa3aHMEM
BPEMEHM MONHOIO 3aBEpPLUEHUA UWKANQ, AABNEHUA, TEMNEPATYPbl M BAAXKHOCTM B Kamepe BO BpemsA
npouecca, a TaKXe KOHUEeHTpauuMm M obLlero KoaMyecTBa MCMNONb30BaHHOro rasa. [asneHue u
TemnepaTtypy HeobxoAMMO pPerucTpmMpoBaTb Ha MPOTAXKEHMW BCEro LUMKNA Ha Anarpamme. ITU 3anucu
[A0/1XKHbI COCTaBAATb YaCTb AOCbE Ha Ceputo roTOBOM NPOoAYKLUMN.

116. (109) 3arpysky nocne cTepuamMsaumm HeobXoAMMO XPaHUTb MOA, KOHTPOJIEM B YC/IOBUSAX
BEHTUAALUKN, YTOObl 06ECNEeUYNTb CHUXKEHUE COAEPKAHUA OCTAaTOYHOrO rasa W MPOAYKTOB peakuumn Ao
YCTaHOB/IEHHOro Npeagena. IToT NPOLECC AOJIXKEH NPONTU BanuaaLmio.

XX. ®UNIbTPALUMA NEKAPCTBEHHbIX CPEACTB, KOTOPbLIE HE MOTYT BEbITb



NPOCTEPU/IN30BAHbI B OKOHYATE/IbHOWM YMAKOBKE

117. (110) MpoBeaeHne ctepunumsylouein GuUAbTPaUUN He ABASETCA AO0CTAaTOUHbIM YC/OBMEM
CTEepUAN3aLMK, ECIM BO3MOXKHO MPOBEAEHNE CTEPUIM3ALMM NPOAYKLMU B OKOHYATE/IbHON yMNaKOBKe.
MpepnoytTUTenbHbIM ABNAETCA METOZL CTepuausaumm napom. Ecam npoaykuma He MoxkeT 6bITb
npocTepunM3oBaHa B OKOHYaTe/NIbHOM YMAaKOBKEe, TO PAcTBOPbl WM  KUMAKOCTM MOryT ObITb
NpoduAbTPOBAHbI Yepes CTEPUAbHBIN GUABTP C HOMUHANbHLIM pasmepom nop 0,22 MKM (MK meHee)
nnun yepes GUALTP C aHANOMMYHON CNOCOBHOCTLIO 3a4epKMBaTb MUKPOOPTraHU3Mbl B NpeasapuUTesbHO
NpoCcTepuUNM30BaHHbIe KOHTEHepbI (YNakoBKK). Takne GuUAbTPbl MOTYT yAanaTbh 60/bLIMHCTBO BaKkTepuii
M naecHeBblx rpnbos, HO He BCe BMPYCbl UANM MUKOMAa3Mmbl. [osTomy fAosixKHa bbiTb paccmoTpeHa
BO3MOXHOCTb A0MNOMHEHUs npouecca puabTpaLmMm TepmMmmuyeckoit 06paboTKon onpeaeneHHOM CTeneHu.

118. (111) B cBA3K c Tem, YTO NpU CTEPUAM3YIOLWEN GUALTPAUUM MO CPABHEHUID C APYrMMMU
npoueccamm CTepuansaummn CcyLlecTsyeT MOTEHLUMaNbHbIA AONONAHUTENbHbBIA PUCK, HEMOCPEACTBEHHO
nepes $GacoBKON peKOMeHAyeTCA MOBTOPHAA GUAbTPALMA Yepe3 AOMOJHUTENbHbIN CTePUIN3YIOLLNIA
bGUNbTP, 334ePKMBAIOLLMIA MUKPOOPraHM3Mbl. MocnegHioo ctepuamsytowyto GunbTpaumuto Heobxoanmo
OCYLLLECTBAATb KaK MOXKHO H6aMKe K mecTy GacoBKM.

119. (112) Heob6xoamMmo ncnonb3oBaTb GUALTPLI C MUHUMAAbHLIM OTAE/1EeHUEM BOJIOKOH.

120. (113) Nepep ncnonb3oBaHWeM cTepuansytolero GuabTpa u cpasy NOCae ero UCrno/b30BaHMS
Heobxo4MMO MpPOBEPATb €ro LEeJOCTHOCTb TaKMM MEeTOAOM, KaK '"Touyka nysbipbka', mMeToaom
Anddy3MOHHOIO NOTOKa WMAM UCMbITAaHWMEM Noa AasneHunem. Mpu BaaMAaLMM SOMKHbI ONpeaenaTbcs
Bpemsa, Heobxogmmoe Ana GUAbTPALMKM pacTBOpa 3aAaHHOro obbema, W nepenag AaBAeHUA Ha
dunbTpe. Jliobble cywecTBeHHble OTKNOHEHMA OT YKa3aHHbIX MNAapPaMeTpPoOB BO BpemA TeKyL,ero
npoun3BoacTBa HEO6XOANMMO PErnCcTPUPOBaTh U UCCNeaoBaTb. Pe3ynbTaTbl 3TMX NPOBEPOK A0MKHbI ObITh
BK/ILOYEHbI B JOCbe Ha ceputo npoaykumn. Cpasy nocine MCnonb3oBaHMA HeobxoauMMo NOATBeEpPKAATb
LEeNIOCTHOCTb KPUTUYECKUX FA30BbIX M BO3AYLWHbIX GMAbTPOB. LlenoctHoCcTb Apyrux GpuabTpoB A0/KHa
NnoATBEPKAATbCA Yepe3 COOTBETCTBYHOLLME MHTEPBA/IbI BPEMEHM.

121. (114) He ponyckaeTcs UCNonb3oBaTb OAUH U TOT e GpUALTP B TeueHue 6onee OAHOro
pabouyero gHA, 33 UCKNOYEHNEM CNyYaEB, KOTA4a BO3MOXKHOCTb Bosiee ANIMTENBHOIO ero UCNo/Ib30BaHuUA
noaTBepKAeHa BanmaaLumen.

122. (115) dunbTp He AONKEH OKa3biBaTb BAUSHME Ha NPOAYKLMIO, 334€PKMBAs €e UHIPeaUeHTbl
WAV BblAENAA B Hee Kakme-nmbo BelecTsa.

XXI. OKOHYAHME NPOLLECCA NPOU3BOACTBA CTEPU/IbHOW MPOAYKLIMM

123. (116) YacTMyHO yKynopeHHble ¢aakoHbl Mocse 3aBepleHns NMoPUAbHOrO BbICYLLIMBAHUS
OOJ/IKHbI HAXOAUTLCA B 30HE Knacca A 40 MX OKOHYATE/IbHOFO YKYNOPUBAHUA NPOBOKOW.

124. (117) KoHTeliHepbl (NepBUYHblE YNAKOBKM) A0MKHbI ObITb YKYNOpPeHbl COOTBETCTBYIOLMMMU
cnocobamu, KoTopble MpPOWAM Banugaumio. pyM UCNONb30BaHUM MEeToZA 3anaiiku, Hanpumep,
CTEK/IAHHBIX WM MNJaCTMACcCOBbIX amnyn, BcA npoaykuma nognexmt 100%-HOomy KOHTPOJIO Ha
LEeNoCTHOCTb. B Apyrx cnydyaax KOHTPOAb LE/IOCTHOCTM MPOAYKUMW  [OJIKEH MPOBOAMUTLCA
YCTAHOBAEHHbIMWN METOAAMM.

125. (118) Cucrtema yKynopuaHuAa $GIaKOHOB, HaMOJHEHHbIX B aCeNnTUYECKMX YCNOBUAX, He
AB/IAETCA NOJIHOCTbIO LLe/IOCTHOM A0 TeX Nop, NOKa Ha YKynopeHHoM nNpobkoi ¢nakoHe He ByaeT obxKat
(3aKkaTaH) antoMUHMEBDLIM KOAMAYOK (KpbiWKa). B cBA3M C 3TMM 063KMM KOINayKa nocae yKynopuBaHuUs
Npo6bKoit HeobX0ANMMO BbINOJIHATL KaK MOXHO paHbLUe.

126. (119) MockonbKy npu O06XKMME KONMauyKoB MOMKET BblAenATbca 60/bllOe KO/ANYECTBO
MeXaHMYeCKMX Yactuy, obopyaoBaHue ana ob6KMMa Heob6XoAMMO pasmellaTb OTAENbHO M CHabXKaTb
CMUCTEMOM BbITAXKKM BO34yXa.

127. (120) O6uUM KoNMaykoB Ha ¢aKoHax MOMKET MNPOBOAUTLCA KaK 4YacTb acenTUyeckoro
npouecca € MCMoJIb30BaHMEM MPOCTEPUIN3OBAHHBIX KOJIMAYKOB UAN B YCA0BMAX YNCTOTO MOMELLEHUA
BHE acenTMYecKoi 30Hbl. B nocnegHem cnyyae GpnakoHbl JOMKHbI ObiTb 3alMLLEHBI 30HON Knacca A,
MoKa He MOKWHYT acenTUYECKYt0 30HY, U B Aa/ibHENLWEM YKYNOpPeHHble NpobKamn GNaKoHbl LONXKHbI
ObITb 3aLLMLLEHBI MYTEM NOAAYM YUCTOrO BO34YXA KNacca A, MOKa Ha HUX He ByayT 06xKaTbl KOANAYKM.

128. (121) dnakoHbl 6€3 NPobKM AN co CMeLLeHHOoM NpobKoit HeobxoauMmo yaansaTb 40 06XKMma



Konnayka. B cnyyae ecnm npu ob6xuMme KoANaykoB HeobXoAMMO BMELIATENbCTBO YENOBEKA, ANA
UCKNOYEHMNA NPAMOr0 KOHTAKTa C GpAlakoOHaMM U MUHUMM3ALUN MUKPOOHON KOHTaMMHAUMMK AOMXKHA
NCNO/Ib30BaTbCA COOTBETCTBYIOLLAA TEXHOIOTUA.

129. (122) 2d¢deKTnBHbIM CPeACcTBOM 3allMTbl MOrYyT ObiTb 6apbepbl WUAKM  U30NATOPSI,
orpaHuymBaolme aoctyn B8 pabouylo 30Hy, obecneumBatowme Tpebyemble yCnoBUA M CBOAALIME K
MWUHUMYMY NPAMOI AOCTYN YeioBEKA K onepaunmn obxxnuma.

130. (123) MepBMYHbIE YNAKOBKM, FrepMeETU3MPOBaHHbIE NMOZ BaKyyMOM (BaKyyMHble YMNaKOBKM),
OO/IXKHbI NPOBEPATLCA HA COXPaHEHUEe BaKyyMa Noc/sie 3apaHee onpeaesieHHOro NpoMeXKyTKa BpeMeHH.

131. (124) MepBUYHbIE YNAKOBKM C MPOAYKUMEN ANA MapeHTepasibHOro BBeAeHMA Heobxoaumo
npoBepATb WHAMBMAYANAbHO (MOWTYYHO) HA HAAMYME MOCTOPOHHUX BKAIOYEHWA UAU  OPYrUX
HeCcoOTBETCTBMIA MO KayecTBy. BuW3yanbHbli KOHTPOJIb OO/MKEH MNPOBOAMTBCA NPW  YCTAHOBJ/IEHHbIX
YPOBHAX OCBeleHHOCTM U ¢oHe paboyero nonAa. HeobxoaMmo perynspHo NpoBepsaTb 3peHue
0onepaTopos, BbIMNOHAOWMX BU3YaNbHbINA KOHTPO/b (€CIM ONepaTopbl UCMO/b3YIOT OYKKU, TO NPOBEPKA
3peHMA NPOBOAMTCA B OYKax). B xone BM3yanbHOro KOHTPOAA MPOAYKLMU PEKOMEHAYETCA AOCTATOYHO
YacTo OpraHM30BbIBATL NepepbiBbl B paboTe onepatopos. lNpu UCNOAB30BAaHUM ApPYrUX MeToA0B
KOHTPONA NPOLECC KOHTPOAA HeobxoAMMO BannaMpoBaTb, cocTosiHMe obopyaoBaHWAa Heobxoaumo
nepuoamnyeckn npoBepATb. Pe3ynbTaTbl BM3yaNbHOrO KOHTPOAS  AO/KHbI  ObiTb  0GOPM/IEHDI
OOKYMEHTaNbHO.

XXIl. KOHTPO/1b KAHECTBA

132. (125) UcnbiTaHWe roToBbIX MPOAYKTOB Ha CTEPU/IBHOCTb HEODXOAMMO PacCMaTPMBaTb TOIbKO
KaK 3aBepLlUalolnii 3Tan B CEPUM KOHTPOJIbHbIX MEPONPUATUIA, TAPaHTUPYHOLWMX CTEPUIBHOCTD.
MeTogmMKa UCNbITAHUA HA CTEPUIBHOCTb A0MXKHA ObITb BAaNMANPOBaHA ANA KAaXKAOro NPoAyKTa.

133. (126) B cnyyanx, Koraa NoayyeHO paspelleHWe Ha BbIMYCK CTePUAbHOW NPOoAYKUMU MO
napameTtpam (MpunoxeHne N 17 K Hactoswmm [paBunam), ocoboe BHMMaHME AOMKHO yAeNATbCs
Ba/NZALMMU U KOHTPOJIIO BCEFO TEXHOIOFMYECKOTO NpoLiecca.

134. (127) Bbibopka 06pasuoB NPOAYKLMU, KOTOpble 6blAM OTOBpaHbl ANA NpPoBeAeHUs
MCNbITAHUA HA CTEPUSIbHOCTb, AOJIKHA OblTb penpe3eHTaTUBHOW ANA BCel cepum M 06A3aTenbHO
BK/OYaTb 0b6pasLbl, OTOOpaHHble M3 Tex 4YacTel cepun, ANA KOTOpbIX npeanonaraerca Hambonblni
PUCK KOHTaMMHALUMK, B HaCTHOCTH:

a) (a) 4na NPoAyKTOB, HAaNOJIHEHHbIX B aCEMTUYECKUX YCA0BMAX, 0Opasubl AOMXKHbI BKAOYaTb
KOHTEMHepbl (nepBUYHble YMAKOBKM), B KOTOPble MPOUCXOAMNO HAMONHEHWE B Hayane U B KOHUE
NpPoOM3BOACTBA CEPUM, A TaKKe Nocae NHOOro 3HaUYNTEIbHOIO BMELLATENbCTBA;

6) (b) gns npoayKToB, NpoWeAWmnX TEPMUYECKYIO CTEPUIN3ALMIO B OKOHYATENbHOM YMaKOBKe,
OOIKHO 6bITb yAeNeHo BHUMaHWe oTbopy Npob 13 NOTEHLMANbHO CaMbIX XONOAHbIX YaCTel 3arpysKu.

MpunnoxkeHune N 2

K MNpasunam opraHmnsaumm
Npown3BOACTBA M KOHTPOAA KAYecTBa
NIeKapCTBEHHbIX CpeacTs

NMPOMN3BOACTBO
BUONIOTMYECKUX (B TOM YNC/TE UMMYHOBEUOTOTMYECKUX)
®APMALEBTUYECKMX CYBCTAHUMIA M NEKAPCTBEHHbIX MPEMNAPATOB
I. OBNACTb NPUMEHEHUA

1. TexHosnorus npousBoacTBa 6uonornyeckux (B TomM uyucae UMMYHOBMOMOTMYECKHUX)
bapmaueBTMUECKUX  CyBCTaHUM UM BMONOrMYECKMX  NeKapCTBEHHbIX npenapaTtoB  (ganee -



"6uonornyeckme dapmaueBTUYECKME CYOBCTaHUMWM W JIeKapCTBeHHble npenapatbl’) aABnAercs
KPUTUYECKMM  GAKTOPOM,  OnpeaensAlowmMm  COOTBETCTBYHOLLMIA PErynaTopHbI  KOHTPO/b.
dapmaLeBTUYECKME CYBCTaHUMM W JIeKapCTBEHHble MnpenapaTbl MOryT ObiTb onpeaeneHbl Kak
6MONOrMYECKME B 3HAYUTENIbHOW Mepe Wcxoaa W3 TEeXHOMOorMM UX npoussoacTea. Hacroswee
MpUNoXKeHne CAYKUT PYKOBOACTBOM A1si BCEro crnekTpa 6uonornyecknx ¢apmaueBTUYECKUX
cybcTaHUNM U BMONOTMYECKUX IEKAPCTBEHHbIX NPenapaTos.

2. TpeboBaHMWA, yCTaHOB/IEHHbIEe HACTOALWMM MNpPUNONKEHMEM, PACMPOCTPAHAIOTCA Ha aHTUOUOTUKHK
Ha OMONOrMYecKknx cTaamax Mx NpPomssBoacTsa. MpaBuaa NPOM3BOACTBA JIEKAPCTBEHHbIX MPENapaTos,
NoJly4eHHbIX 13 GPAKUMOHNPOBAHHOM AOHOPCKOM KPOBU UAW MAa3mbl, YCTaHOBAEHbI MpunoxeHnem N
14 Kk Hactoawmm MpaBunam, a A1A HETPAHCreHHbIX PaCTUTE/IbHbIX JIEKAaPCTBEHHbIX MPenapaTtos -
MpunoxkeHnem N 7 K HacToAawmm MNpasunam.

3. Hactoswee MpunoxkeHne pasaeneHo Ha ABe OCHOBHbIE YacTu:

a) (a) Obwee pykoBoacTBo (YacTb A) - coaep*KWUT AOMNONHWUTE/IbHblIE MNpaBuaa MPOU3BOACTBA
6uonornyecknx GapmaueBTUYECKMX CybCTaHLMIA U NEeKAapPCTBEHHbIX NPenapaToB, Ha4YMHAA OT KOHTPONA
MOCEBHbIX KYNbTYp U GAHKOB KNETOK M 3aKaHUYMBAA 3aKAOUUTENIbHBIMU ONEPALMAMM U NPOBEAEHMEM
UCNbITaHW;

6) (b) CneumanbHoe pyKOBOACTBO MO OTAE/NbHbIM TMMaM npoaykuum (Yactb B) - copeput
AONOMIHUTENIbHOE PYKOBOACTBO AAA OTAE/bHbIX TUMOB BMONOIrMYECKUX DAapMALLEBTUYECKUX CYyOCTaHLNM
W NeKapCTBEHHbIX NPENapaTos.

4. O6nacTb NpUMeHeHMA HacTosaLero MpuaoXKeHNA BKAOYAET ABa acrneKTa:

a) (a) cragma npomsBoacTBa: 4O TOrO MOMEHTa, NOKa Ouosornyeckue dapmaleBTUYecKue
Cyb6CTaHUMKN He CTaHyT CTePU/IbHbIMM, OCHOBHbIM AOKYMEHTOM A/18 HUX ABAseTcs riasa |V HacToswmx
Mpasun. [MpaBuna p[as  nocieayoWwmMx CcTaguMid  Npou3BoACTBa  OMONOINMYECKUX  JIEKAaPCTBEHHbIX
npenapaTtos cogeprKatca B rnase |l HacToAwmx MNpasun;

6) (b) BuA, npogyKumn: HacTosAwee MpuUnoxKeHUe ABNAETCA PYKOBOAALLMM AOKYMEHTOM OJ/151 BCEro
cneKTpa 6MONOrMYeCcKUX IEKAPCTBEHHbIX NPEnapaTos.

5. 3T1 gBa acnekTta npeactasneHbl B Tabanue N 1. YposeHb TpeboBaHMI ycuamnBaeTca No mepe
nepexoga OT pPaHHMX K MO34HMM CTaaMAM MPOM3BOACTBA OuosorMyeckmx ¢GapmaueBTUYECKUX
cybCTaHUMM, 04HAKO NPUHLMMbI HacTosAWmMX MNpaBua JoMKHbI cobatogaTbea Beeraa.

6. Eciv HopMaTMBHbBIMUM NPaABOBLIMWU akKTaMu Poccuninickon Pegepalmm yCTaHOB/EHbI CNelunanbHble
TpeboBaHMA:

a) (a) AnA TKaHel N KNEeTOK, NCNONb3yeMbIX 415 NMPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB, KOTOpbIE
CTaHoBATCA  Buonormyeckumn  GapmaLeBTUHECKMMU  CYOCTAHUMAMW  ANA  HEKOTOPbIX  BWMAOB
6MONOrMYECKNX IEKAPCTBEHHbIX NPENApPaToB;

6) (b) B OTHOLWEHNN BbICOKOTEXHONOTUYHBIX SIEKAPCTBEHHbIX NPENaApPaToOB, B KOTOPbIX KPOBb MAU
KOMMOHEHTbI KPOBW MCMONb3YIOTCA B KAYECTBE UCXOAHOIO CbipbA B YacTW YCTaHOBAEHUA TpeboBaHMI K
oTbopy AOHOPOB, K KayecTBy M He3onacHoCcTU npu 3abope, TeCTUPOBAHUKM, 06PabOTKe, XpaHEHUU U
TPaHCNOPTMPOBKE YENOBEYECKON KPOBU U €6 KOMMNOHEHTOB;

B8) (c) AnAa npou3BOACTBA WM KOHTPONA TEHETUYECKM MOAMPULMPOBAHHBIX OPraHM3mMoB, B
OTHOLLUEHMM KOTOPbIX AO/MKHA ObiTb 0becneveHa M cobaogeHa COOTBETCTBYIOLLAA U30AALMA U Apyrue
Mepbl  3aWMTbl Ha ObObEKTax, Tr4e OCYWeCcTBAAETCA Kakasf-imbo pabota ¢ reHeTMyecku
MOANDULMPOBAHHBIMU MUKPOOPraHU3MaMM, B LLENSX YCTAaHOB/IEHMA U COBOAEHMA COOTBETCTBYIOLWENO
YPOBHSA bronornyeckomn 6e3onacHocTH, - Takme TpeboBaHMA AO/XKHbI COBAt0AATHCA.



Tabanuya N 1. Obnactb NnpuMeHeHUs HacToswero MpunoxeHns

Tl UM UCTOUHUK

[lpyMep NPOIyKLMM

HpMMeHeHMe HaCcTOoAmMX HpaBMJ’I K CTaludaM IIpomM3BOLCTBAa

(BEIDEJIEHO

MaTepnasiop cepelM QOHOM)
I
1. XuBOTHOTO T'enapmH, MHCYJIMH, Cbop pacTeHuUMn, Peska, Nzomauua u [IpuroroBJyeHue,
WU bepmeHTEH, Oeiku, OPT'aHOB, TKaHeM CMelMBaHUE U oUumMCTKa HaIlOJIHEHME
PacTUTEJIbHOT'O 3KCTPaKTEL WM XUOKOCTEMN () nepBUUHada
IPOMCXOXIOSHNA : aJIJIepI'eHOoB, <1> obpaboTka
HETPAHCTEHHBE [BBICOKOTEXHOJIOTMUHEIE
JIeKapCTBEHHEE
npenapaTel, WVMMYyHHEBIE
CEIBOPOTKMA J
]
2. Bupyce wunu BupycHbele min CozmaHue u KynepTypa KIeToK MHaxkTMBaALMA [IpuroroBJyeHue,
BaxkTeprn/ BaxTepralibHBE nonmepXaHue u (nam) opm HaIlOJIHEHME
bepMmenTaluua/ |BaKUMHE, GEPMEHTEH, TJIABHOTO <2> u bepmMeHTALIMA HeOoOXOoOMMOCTH,
KYJIbTYPEL Benku pabouero OaHKOB U30JIAUUS U
KJIETOK KJIETOK, IJIaBHOTO OYMCTKA
u pabouero
BUPY CHBIX
IIOCEBHEBIX
MaTeprajiobB
I
3. PekxoOMOMHAHTHEIE CosmaHmre u KynepTypa KIeTokK Nszomnauud, [IpuroroBJyeHue,
BuorexHoNOoTMA NIPOOYKTH, nonmepXaHue u (nam) Oo4umMCTKa, HaIlOJIHEHME
/bepMmenTanus/ MOHOKJIOHAJIb HEIE TJIABHOTO U bepmMeHTALIMA MOOMOMKALMA
KYJIb Ty PBL aHTuTeNa, pabouero OaHKOB
KJIETOK aJiJlepT'eHEl, BaKLUMHE, |KJIETOK, ITJIaBHOM
JIEKAPCTBEHHEE u pabouen
npenapaTe I'eHHOM IIOCEBHEIX KYJIbBTYP
Tepanuu (BUPYCHBE U
HEBMPYCHEE BEKTOPEHL,
J1a3MMUIObL)
4. XMBOTHOTO PexoMOMHAHTHEIE TnaBHBEM U Peska, Nszomnauud, [IpuroroBJyeHue,
IPOUCXOXIOEHU : Benku, pabouuin CMelMBaHUE U OoumMCTKa U HaloJIHEHME
TPaHCI'€HHEIE BLICOKOTEXHOJIOTMUHEIE | TPAHCT'eHHEM OaHK | (M) [IepBUUHAS MOOUGMKALMS



JIeKapPCTBEHHHE obpaboTka
npenapats
! |
5. PexoMOMHAHTHEIE TJaBHBI U BreipammBaHme, [lepBruHa 4, [IpuroroBJyeHue,
PacTtuTesbHOTO Oenkyu, BaKLMHEL, pabouuin cbop pacTeHUMn SKCTpaKUmg, HaIlOJIHEHME
IPOMUCXOXIEHNA ¢ aJlyIepreHH TPaHCTEeHHE OaHK <3> n3oJaums,
TPaHCI'€HHEIE OYMCTKA,
MoOMbOMKaLMS
I
6. depmMeHTH, Cbop xmmxkocTeln CMemmBaHME U Nzomauuda u [lpuroTOBJIEHMKE,
UeJloBEeUeCKOT'O |MNOJIydeHHEEe M3 MOo4l, (nnm) nepBUYHAA OYMCTKA HaIlOJIHEHME
NPOMCXOXIEHNA T'OPMOHEL obpaboTka
! |
7. JlekapcTBeHHEIE Jornaumusa, [Ipom3BOOCTBO T'eneTrnueckasa |[llpurororBiieHue,
YeJjioBEeUeCKOI'O IpenapaTe I'€HHOM nocraBkKka u BEKTOPOB <4>, MOIOMPMKALMA HaIlOJIHEHME
n (nam) Tepannn: VCIHBITaHUSA OUMCTKA KJIETOK U KJIETOK BHE
XMBOTHOT'O TeHEeTUYEeCKU MCXOIHEIX TKaHen/ obpaboTka OpraHms3Ma,
[IPOMCXOXIEHMA MOIOVQUUMPOBAaHHEE KJIETOK <6> OumcrTka un cosznaHue
KJIETKU obpaboTka TJIaBHOTO U
[IPOM3BONCTBEHHBIX pabouero
BEKTOPOB <5> u DaHKOB
KJIETOK KJIETOK WU
KJIETOYHOT'O
3arnaca
|
JlekapcTBEHHEE Honaums4a, CoznmaHue Vzonaumsa [IpuroTOBJIEHNKE,
npenapaTe Tepanumn nocraBKa u TJIABHOTO U KJIETOK, COenOMHeHue,
coMaTnde CKUMMN VICIHBITaHMA pabouero OaHKOB O4YMCTKA HAIlOJIHEHME
KJIE TKAMM VMICXOIHEIX TKaHen/ KJIETOK WJIU KYJBTYP,
KJIETOK <6> KJIETOYHOT'O COeIVHeHMne C
3amnaca HEeKJI€ TOUHEIMUN
KOMIIOHEHTaMM1
. |
JlekapcTBeHHEIE Jornaumusa, [lepBMUHAaA Nzomauusa [IpuroroBJyeHue,
npenapaTs TKaHeBOM nocraBka u obpaboTka, KJIETOK, COoenOuHeHue,
VHXEeHEepUn VCIBITaHUSA n30JaUMa U OYMCTKA HaIllOJIHEHME
MCXOIHEIX TKaHen/ OYMCTKA, KYJbTYP,
KJIETOK <6> cosznaHue COeIVHeHMe C
TJIABHOTO U HeKJIe TOYHBEIMMU
pabouero OAHKOB |KOMIIOHEHTAMM

KJIETOK, 3allaca




IIEPBUUHEIX KJIETOK

YcuneHnre TpeOoBaHUM




TepMuHbI NpuBeAeHbl B HacToAwem MPUAoKeHUN.

<1> MNyHKTbI 87 - 94 HacToAwero MNpuaoxeHus.

<2> lNyHKTbI 54 - 62 HacToAwero MpuaoxeHus.

<3> [inA BblpawmBaHma, y6opku u nepBuyHon 06paboTKM, KOTOpble OCYLLECTBAAIOTCA B NMOAEBbIX
YCNOBUAX, MOXET MPUMEHATbCA PyKOBOACTBO NO npaBunam Hagfexalwero BblpawumBaHMAa M cbopa
NCXOAHOrO CblpbA PACTUTENIbLHOTO NPOUCXOXKAEHUA.

<4> Koraa 370 BUPYCHble BEKTOPbI, NPUMEHAETCA CTPOKa 2 Tabaunubl.

<5> TpeboBaHMA K 4YenOBEYECKMM TKAHAM M KNETKAM, WCNONAb3YEMbIM MPU MNPOU3BOACTBE
NIeKApPCTBEHHbIX CPEACTB, COAEPHKATCA B HOPMATUBHbIX NPaBOBbIX akTax Poccuinickon Pepepaumiu.

Il. NIPUHLUMN

7. Npoun3BoACTBO BMONOTMYECKUX DAPMALLEBTUYECKUX CYOCTAHLUMIM U NeKapCTBEHHbIX NPenapaTos
MMeeT CBOK creunduKy, onpesensiemyto XapakTepom NpoAyKUMM U TEXHO/IOrMein npou3BOACTBA.
XapaKkTep nNpouM3BOACTBA, KOHTPOAA WU MNPUMEHEHUA OMONOrMYEeCcKUX NEeKapCTBEHHbIX MpenapaTos
TpebyeT ocobbix Mmep NPeAOCTOPOKHOCTH.

8. B oTAMuMe OT O0O6blYHbIX JIEKAPCTBEHHbIX CPeAcTB, MPOM3BOAMMbBIX C WCMOAb30BAaHUEM
XUMMYECKUX N PU3MYECKMX METOAO0B, CMOCOOHbIX AEMOHCTPUPOBATL BbICOKYIO CTEMEHb HAAEMKHOCTH,
npou3BoAcCTBO OMoNOrMyeckux ¢GapmaLeBTUYECKMX CyOCTaHUMIA WM SIeKapCTBEHHbIX MpenapaTos
BK/toYaeT B cebsa MCcnonb3oBaHWE OMONOTMYECKUX MPOLECCOB WM MaTepuasoB, TaKUX Kak
KYNbTUBMPOBAHME K/ETOK WM IKCTParMpoBaHMe MaTepuana M3 KMUBbIX OPraHM3MOB. YKasaHHble
61oN0rMYecKkmne NpoLLeccbl MoryT 4eMOHCTPUPOBATL CBOMCTBEHHYIO MM M3MEHYMBOCTb, YTO NPUBOAUT K
CYLLLECTBEHHOMY [AManasoHy Mo6OYHbIX MPOAYKTOB pPas/MYHOW npupogbl. [1o3TOMy MPUHLMMbI
yrnpaBAeHna pPUCKaMM ONA KayecTBa OCOBEHHO BaKHbl A/1A AAHHOrO Knacca MaTepuanosB U LO/KHbI
cobntoaaTbca Npu paspaboTke METOA0B KOHTPO/IA Ha BCEX CTagusax NPOU3BOACTBA A5 MUHUMU3ALUK
BapuabenbHOCTN M YMEHbLUEHMA BO3MOXKHOCTU KOHTaMUHALLMK U NePeKPeCcTHOM KOHTaMUHaL MK,

9. Martepwasnbl, NUTaTeNbHble CPeabl U YCN0BUA KyAbTUBMPOBAHMA LENEeBbIX MUKPOOPraHU3MOB,
KyNbTYp KNETOK, BUPYCOB BO MHOIOM CMOCOOCTBYHOT BO3MOMKHOCTM POCTa KOHTaMUHUPYIOLWMX areHToB.
MHorMe nekapcTBeHHble Mpenapatbl UMEKT OrPaHUYEHHYH YCTOMYMBOCTb K LUMPOKOMY CMEKTPY
MEeTOA0B OYUCTKU, B OCOBEHHOCTM K MeToAam, NpeaHa3HAYeHHbIM AN MHAKTUBALUKN UAU YCTPaHEHWUA
MOCTOPOHHUX BUPYCHbIX KOHTAMMHAHTOB. [nA CBeAEeHUA K MWHUMYMY BO3MOMHOCTM TaKoOM
KOHTAaMMHAUMKW  MPOM3BOAUTENb  AO/KEH  yAenaTb  OCHOBHOE  BHUMaHWE  NAaHMPOBaHUIO
TEXHONOIMMYECKOrO MpoLecca, KOHCTPYyKUuMM obopyaoBaHMA, MOMELWEHWUA, cucTem obecneyeHus,
YC/IOBMAM NpUrotoBaeHuns n gobasneHuna bydpepos 1 peareHToB, oT6opy npob 1 obyyeHUo nepcoHana.

10. CneundunKaumMm Ha nNpoayKumto (B 4YacTHOCTW, cneumduKaumm B obLWMX PapmaKkonemnHbIx
CTaTbAX, PapMaKonenHbIX CTaTbAX, PErMCTPALMOHHOE AOCbE) AO/MKHbI ONpeaenaTb, MoryT am (M ecam
MOFyT, TO [0 KaKOW CTeneHM U [0 KAKOW CTaguu) BellecTBa M MaTepuasibl MMeTb OnpenefieHHbl
ypoBeHb OMOHArpy3KkM MAU Ke OHWU [OMKHbI OblTb CTepUabHbIMU. [POU3BOACTBO TaKXKe [OMKHO
COOTBETCTBOBATb APYrMM TPebOBaHMAM, M3/I0KEHHbBIM B PErNCTPALMOHHOM A0Cbe MO0 B NMPOTOKO/E
KJMHUYECKOTO UccnenoBaHua (Hanpumep, KOIMYECTBO reHepaunin (y4BOEHWI, naccaxken) mexkay
NOCEBHOM KY/IbTYPO UM BAHKOM KNETOK).

11. Ana 6BUONOrMYECKUX MaTepManos, KOTOpble He MOryT BbiTb NPOCTEPUAN30BaAHbI (Hanpumep,
nytem ¢uabTpaumMm), NPOU3BOACTBO AO/IKHO MPOBOAUTLCA B  aACENTUYECKUX YCIOBUAX  ANA
MWMHUMM3ALUMM  PUCKA  BHECEHWA  KOHTAMWHaHTOB. [na  pernameHTaumm  onpeaeneHHbix
NPOW3BOACTBEHHbIX METOAO0B, Hanpumep, AAA YOANEHUS UAUM MHAKTMBALMM BUPYCOB, HEObBXOAMMO
PYKOBOACTBOBATbLCA COOTBETCTBYHOLLMMM YTBEPHKAEHHBIMU npoueaypamu. MNpumeHeHne
COOTBETCTBYIOLLErO KOHTPO/IA M MOHUTOPMHIA 33 COCTOSIHMEM NPOWM3BOACTBEHHOM cpebl, WU, rae 3To
ABNAETCA BO3MOXHbIM, cUCTeMbl YOOpKM M cTepuamsaumm "Ha mecte" BMecTe C MCMNOJ/b30BaHUEM
3aKPbITbIX CUCTEM MOXKET 3HAUYUTENIbHO YMEHbLIUTb PUCK CAYYaNHON KOHTaMWMHaLMU U NepeKpecTHOM
KOHTaMMHaLuUu.

12. KoHTponb BKAOYaeT B ceba 6OuONOrMUecKMe aHaAUTUYECKME MEeTOoAbl, KOoTopble
XapakTepusytoTca 60nee BbICOKOW CTeneHbio BapuMabenbHOCTU, YeM OU3UKO-XMMUYECKUE METOAbI.



Moatomy npu npom3BoacTBe 6OMONOrMYEecKMX GapmMaLeBTUYECKMX CyOCTaHUMIA W NeKapCTBEHHbIX
NpenapaToB K/OYEBYID POJib UrPaeT HaAEeXKHbl MPOM3BOACTBEHHbIM Npouecc, U 0coboe 3HayeHue
MMeeT KOHTPO/1b B NpoLecce NpoM3BOACTBa.

13. BMonornyeckne NeKapcTBeHHbIe NpenapaTbl, B COCTaB KOTOPbIX BXOAAT AOHOPCKME TKaHM UK
KNETKU, KaK Hanpumep, onpeaesieHHble BbICOKOTEXHO/IOTMYHbIE NEKAaPCTBEHHbIE Mpenapathbl, A0XKHbI
COOTBETCTBOBAaTb  TpeboBaHMAM  3aKoHogaTenoctBa  Poccuitickont  Pepepauum B 4acTu
NPOCNAEKMBAEMOCTH, YBEAOMNAEHNSA YNOJHOMOYEHHOTO PpelepasbHOro opraHa UCNOIHUTENIbHOM BAACTK
0 HebnaronpuATHLIX PeaKUMAX U KAMHUYECKUX CYYasX B XO4e Tepanuu, a TakKe B YacTU TEXHUYECKUX
TpeboBaHMN NO uAeHTUPUKauuM, 06paboTKke, NpenoXpPaHEHUID, XPaHEHUID W TPAHCMOPTUPOBKE
OOHOPCKUX TKAHEW M KNeTok. 3abop maTepuanoB U nNposegeHne UCNbITaHWUIA O0/KHbI MPOBOAUTLCS B
COOTBETCTBMM C CUCTEMOM KauecTBa, A4 KOTOPOW onpeaeneHbl CTaHAaPTbl U TEXHUYeCKne TpeboBaHuA.

14. Buonorunyeckme dapmaLeBTUYECKME CYOCTAHUMM W NIeKApCTBEHHble MpenapaTbl AOMKHbI
COOTBETCTBOBATb TPebHOBAHMAM HOPMATMBHbIX NPaBOBbLIX aKTOB Poccuiickon ®epepaumm B OTHOWEHUMU
YMEHbLUEHUA PUCKa Nepegayun Bo3byauTens rybuaton sHuedanonaTum KMBOTHBIX U NaTEHTHbIX BUPYCOB
yepes JleKapCTBEHHble Mpenapatbl AAA MeAMLMHCKOFO MPUMEHEHUA U AAA NPUMEHeHuA B
BETEPUHAPUM.

IIl. OBLLEE PYKOBOACTBO (HACTb A)
MNepcoHan

15. (1) NepcoHan, paboTalowMii B 30HaX MNPOM3BOACTBA W KOHTPOAA BUONOTMYECKMX
dapmaLeBTUYECKMX CYBCTaHUMIM M NEeKapCTBEHHbIX MpenapatoB (B TOM 4yuc/ie MNepcoHan, 3aHATbIN
OUUCTKON, 0BCNYKMBAHNEM UM KOHTPOIEM KaYyecTBa), A0/IXKeH NpoxoauTb obydyeHne U nepuoamyeckoe
NoBTOpHOe 06y4yeHWe B COOTBETCTBUM CO CBOMMMKM 06A3aHHOCTAMWU M cneunmduKoi NpPomnsBoAMMON
NPOAYKUMMK, BKAOYAA BCe 0COOble Mepbl NPeAoCTOPOXKHOCTM ANA 3alunTbl NPOAYKLWUM, NepcoHana m
OXpaHbl OKpyXKatoLen cpeabl.

16. (2) Ona obecneyeHns 6e30MacHOCTM NPOAYKUMU [OJKHO MNPUHMMATLCA BO BHMMaHUe
340poBbe nepcoHana. CoTpyaHWKM, 3aHATble B MNPOM3BOACTBE, TEXHMYECKOM OOCAYKMBAHUN,
NPoBeleHUN UCMbITAHUIA U yXO4Ee 3a KUBOTHbIMU (B TOM UMCAE OCYLLECTBAAIOLLME KOHTPO/b), Npu
HEeobX04MMOCTU AONKHbI ObITb BAaKLMHUPOBAHbI COOTBETCTBYIOLMMU CrieundrUYecKMMN BaKLMHaMK, a
TaKe A0/IKHbI MPOXOANTb perynsipHble MeanuMHCKME OCMOTPbI.

17. (3) NMobble 3aboneBaHNsA NnepcoHana, KOTopble MOryT He61aronpMATHO NOBAUATL Ha KayecTBo
NpPoAyKTa, AO/KHbI MNPEnATCTBOBaTb paboTe TaKOro MepcoHasa B MNPOM3BOACTBEHHOM 30He, a
COOTBETCTBYIOLME 3aNNUCK COXPaAHATbCA. B npom3BoacTBe BakUMHbI BLUMX 1 nekapcTBeHHbIX NpenapaTos
Ty6epKy/MHa MOryT ObiTb 3aHATbl TO/NIbKO COTPYAHWKM, KOTOpble PEryaspHO MPOXOAAT MNPOBEPKY
MMMYHHOTO cTaTyca WKW peHTreHosornyeckoe obcnegoBaHue rpyaHon Knetku. COTpyOAHUKU AOMKHbI
NPoOXoAnUTb MEAMULIMHCKUIA OCMOTP C Y4€TOM PUCKA, KOTOPOMY OHM NoABep*KeHbl. MeaANLUMHCKNIT 0oCMOTpP
TpebyeTcsa Ana nepcoHana, paboTatowero ¢ onacHbIMM OpraHn3mMamm.

18. (4) C uenbldo MWHMMM3ALMM BO3MOMKHOCTU MEPEKPECTHOM KOHTaMMHauuu Heobxoaumo
KOHTPONMPOBaTb OrpaHMYEHUNE ABUMKEHMA NepcoHana (B TOM uucie COTPYAHUKOB CAYXKObl KOHTpONA
KauyecTBa, CreuMaanuctoB no obcayXumBaHUO U yBOpKe) Ha OCHOBE MPUHLMMOB YyNpaBieHUA PUCKaMU
AnA KadvectBa. Kak npasBmio, He A0MycKaeTca nepexos COTPYAHMKOB U3 30H, rAe BO3MOXEH KOHTAKT C
KUBbIMU MUKPOOPraHM3MamMM, FeHETUYECKU MOAUPUUMPOBAHHBIMM OPraHM3IMamMm, TOKCUHAMWU WK
KMBOTHbIMM, B 30HbI, rAe NpoBoAAaTcs paboTbl C APYroi NpoayKunein, MHAaKTUBUPOBAHHOM NpoAayKumnein
WAU ApYrMMKW opraHuamamn. Ecnm nopobHbIXx nepexogoB mM3beaTb HEeBO3MOMKHO, AO0/XKHbl ObiTb
MPUHATbI Mepbl ANA KOHTPOAA KOHTaMMHAUMM COFMACHO MPUMHUMMAAM YNpasBieHUs puUcKamu and
KayecTBa.

MomelleHus u obopyaosaHue
19. (5) CTeneHb KOHTPOAA NPOU3BOACTBEHHOM Cpeabl B OTHOWEHMM KOHTaMMHAUMK YacTULAMK U

MWUKPOOPraHM3maMmmM B  MPOU3BOACTBEHHbLIX MOMELLEHUAX  [OJKHA  COOTBETCTBOBAaTb  BUAY
dbapmaLeBTUUECKOM CybCTaHLMM, NMPOMEKYTOYHOW M rOTOBOM NMPOAYKLMMU U CTafMU TEXHONOTMYECKOro



npouecca. Mpu 3ToM HeobXoAMMO Y4WTbIBaTb YPOBEHb KOHTAMMHALMWM WCXOAHbIX MaTepuasos W
cTeneHb PMUCKa 411 rOTOBOro NpoayKTa. B nporpammy MOHUTOPMHIA NPOU3BOACTBEHHOW CPeabl AOKHbI
ObiTb  OOMNONHUTENIbHO  BK/OYEHbI METOoAbl ANA  OnpefefneHus MnpuUcyTcTBuA  cneunduyecknx
MWKPOOPraHM3MOB (B YaCTHOCTM, OPraHM3Ma-XO3ANHA, APOMKMKEBbIX, NJECHEBbLIX rPMOOB, aHA3POOHbIX
MWKPOOPraHNM3MOB), €C/IM HA 3TO YKa3bIBAET NPOLLECC YNPABIEHMA PUCKAMM 415 KayecTBa.

20. (6) Mpoun3BOACTBEHHbIE W CKAAACKME NOMELLEHWUS AONXKHbI ObiTb CNPOEKTUPOBAHbI C Y4ETOM
TpeboBaHUI K Kaaccam YMCTOTbI, @ MPOLLECChl CNIaHMPOBAHbI TaKMM 06pa3om, YTOObI NpesoTBPaTUTL
KOHTaMMHAUMIO NPOAYKLMWN MOCTOPOHHUMM BelecTBamu. MNpenoTepallieHne KOHTaMUHaAUMK ABASETCS
6onee 3pPEKTUBHbBIM, YEM €€ OBHAPYKEHUE N YCTPAHEHUE, XOTA KOHTaMMUHALMA MOXKET NPoABUTLCA BO
BpeMA TaKUX MNPOWU3BOACTBEHHbIX MPOLLECCOB, KaK ¢GepMeHTaumMa M Ky/JbTUBMPOBAHME KNETOYHbIX
KynbTyp. KOHTPONbHblE W3MEpPEeHMA, BKAKYAA KOHTPOAb CUCTeM obecnevyeHUs M KOHTPOJb
NPOM3BOACTBEHHON Cpeabl, OMKHbI MPOBOAUTLCA B COOTBETCTBMM C NPUHLMNAMM YNPABAEHUA PUCKaMU
ONA KauecTBa Ha y4yacTKax, rge NpPoxXoasaT OTKPbITble MPOLLECChl U NPOAYKUMA MOXKET bbiTb NoABepKeHa
HenocpeacTBEHHOMY BO3LEWCTBUIO MPOWM3BOACTBEHHON cpeabl (Hanpumep, BO Bpemsa AobaBneHus
BCMOMOraTenbHbIX  Belwects, cpes, bOydepos, rasos, pabor BO Bpema NPOM3BOACTBA
BbICOKOTEXHONOMMYHbIX JIEKAPCTBEHHbIX nNpenapatos). [pu Bblbope noOCAefOBATENbHbIX K/accoB
YNCTOTbl B MPOM3BOACTBEHHbLIX MOMELLEHUAX W COOTBETCTBYHOLLMX METOLOB KOHTPOAS MPUHLMMbI
yNpaBAeHUA PUCKaMU N5 KAYeCcTBa A0/KHbl YYMTbIBATb MPUHLUNBI, U310KEHHbIE B COOTBETCTBYOLLMX
nyHKTax Mpunoxkenma N 1 K HacToAawmm MNpasunam.

21. (7) PaboTta C XMBbIMW KIETKamMMu, YCTOMUYMBLIMW K cpefe MPOU3BOACTBEHHbIX MOMELLEHU,
OOJ/I)KHA OCYLLECTBNATLCA B CNeumanbHO npegHasHayYeHHbIX NPOM3BOACTBEHHbIX MomeweHusax. Ecaun B
NpPou3BOACTBE MPUMEHAIOTCA NMaTOreHHble MUKPOOPraHM3mMbl (Hanpumep, 1 1 2 rpynnbl NAaTOreHHoOCTH),
TO TaKXKe HeobxoAMMO UCMO/Ib30BaTb TOJIBKO CreuMasbHO NpeAHasHayeHHble Ans  3Toro
NPOW3BOACTBEHHbIE MOMELLEHUS.

22. (8) Wcnonb3oBaHMe OOHOrO MOMELLEHUs A/A MPOM3BOACTBA HECKOJIbKMX JIeKapCTBEHHbIX
npenapaToB MOXKeT OblTb pa3peLleHo, ecan MepeyncIeHHble HUMXKE WAN 3KBMBaNEHTHble GaKTopbl U
MeponpuATUA (COOTBETCTBEHHO PacCMaTPUBAEMbIM TUMAM NPOAYKLMN) ABAAIOTCA YacTbio 3pPeKTUBHOM
CTpaTernmn KOHTPOJIA, HaNpPaB/AEHHOM Ha NPeAOTBPALLEHNE NEPEKPECTHON KOHTaMUHALMM:

a) (a) 3HaHMe OCHOBHbIX XapPaKTEPUCTUK BCEX KNETOK, OPraHNU3MOB U JIIOBObIX MOCTOPOHHUX areHToB
(Hanpumep, nNATOreHHOCTb, BO3MOMHOCTb OBOHAPY)KEHWUs, YCTOMYMBOCTb, BOCMPUMMYMBOCTL K
MHAKTUBaUuK), paboTa C KOTOPLIMU OCYLLECTBAAETCA B OAHUX U TEX XKE NOMELLEHUAX;

6) (b) npu nponsBoacTBE NPOAYKUUM M3 MHOFOYMCAEHHbIX MaseHbKUX Cepuii, noayvyaembix U3
Pa3/INYHOTO MCXOAHOrO CbipbA (Hanpumep, JeKApCTBEHHble MpenapaTbl Ha OCHOBE KNETOYHbIX
TEXHONOMNIM) Ha cTaaum pPaspaboTKM cTpaTerMm KOHTPOAA AOJIKHbI YUUTbIBATbCA TakuMe (aKTopbl, Kak
COCTOSIHME 340POBbsA LOHOPOB C Lie/Ibl0 CHUMKEHWUA PUCKa MNONHON NOTEpPM NPOAYKLMK;

B8) (c) npepoTBpalLeHMe NonagaHUA *KMUBbIX MUKPOOPTraHM3MOB M CNOP B CMEXKHble MOMeLLeHMUA
unn Ha obopyaoBaHuMe nyTeM OnNpeaeneHna BCEX MOTEHLMANbHBIX MaplpPyTOB MepeKpecTHOM
KOHTAaMMHAUMM U MUCNOMb30BAaHUA O[HOPA30BbIX KOMMOHEHTOB M COOTBETCTBYHOLUMX WHMKEHEPHbIX
MeponpuUATUIA (Hanpumep, 3aKPbITbIX CUCTEM);

r) (d) HanmMume meponpuATMIA KOHTPONA MO YAANEHUID MUKPOOPraHM3MOB M Crnop nepes
nocneaylowmm npousBoACTBOM Apyroi npoaykumu. lNpoueaypbl OYUCTKM U AEKOHTaMWMHaLMKU OT
MWKPOOPraHM3MOB W CMOP AOJ/IKHbI ObiTb OTBAaNMAMPOBAHbLI (B TOM YMCe A/ CUCTEM OTOMNEHMUSA,
BEHTUNALUN U KOHAMUMOHNPOBAHMA BO34yXa);

4) (e) ecnn mMMKpoopraHM3mMbl ABAAIOTCA YCTOMYMBBLIMUM K YCIOBUSIM MPOU3BOACTBEHHON cpeapl U B
pacrnopsKeHMM WMMeKTCA COOTBETCTBYIOWME MeToAbl, KOHTPO/Jb MPOU3BOACTBEHHOW  Cpeabl,
cneunduyuecknin ana noay4aemoro MMKPOOPraHM3ma, HeobxoAMMO NPOBOAMUTL B CMEMHbIX 30HaX BO
Bpems NPOM3BOACTBA M NOCAE 3aBEPLUEHNS OYMCTKM U AeKOHTaMUHAUMU. TaKKe HYXKHO MPUHMMaTb BO
BHMMaHME PUCKWU, CBA3AHHblE C WCMNOJIb30BAaHMEM ONpenesieHHOr0 KOHTPOJIbHO-U3MEPUTENIbHOIO
o0bopyaoBaHuA (Hanpumep, oS onpeaeneHns Yactul, B BO3gyXe) B 30Hax, rae npoBoaatca paboTbl C
KUBbIMW U (MN1M) CNOPOOBPA3YIOWMMN MUKPOOPraHU3MaMK;

e) (f) npoayKums, obopyaosBaHue, BcnomoraTesbHoe 06opyaoBaHMe (Hanpumep, 415 KaanbpoBKU
W BaAMAaLmMmM) N 0AHOPA30Bble MaTepuasibl AOMKHbI NepemMeLLaTbcsa B Npeaenax npefHasHauyeHHbIX 30H
W [ONIKHbI YAANATLCA U3 3TUX 30H TaKMM o0bpasom, YToObl NPefoTBPATUTD KOHTAMUHALMIO APYIUX 30H,
OPYron MNpoAyKUMM Ha pPas/iMYHbIX CTaauMAX MPOM3BOACTBA (B YACTHOCTWM, cnedyeT NpeaoTBpPaTUTb



KOHTAMMHAUMIO  MHAKTUBMPOBAHHbIX  MPOAYKTOB WM  @HATOKCMHOB  HEMHAKTMBMPOBAHHbIMMU
npoAayKTammu);

) (g) NnponsBOACTBO HAa OCHOBE MPUHLMNA NPOBEAEHWUA OAHOTUMHbIX LMKIOB NMPOU3BOACTBA
(kamnaHwnit).

23. (9) HeobxoAMMOCTb HannuMA cneuuanm3MpoBaHHbIX NOMeELLEHUH AnA GUHULLIHOM 06pPaboTKM
(B YyacTHOCTW, ANA NPUrOTOBAEHMA, HAaNONHEHUS, YNAKOBKKN) ByaeT 3aBUCETb OT MEePEUYNC/IEHHbIX Bbllle
$aKTOpOB, a TaKKe OT AONOJHUTENbHbIX (GAKTOPOB B OTHOWEHWUWU crieunuduKkn Brnoaormyeckoro
JIeKapCTBEHHOrO NpenapaTa U XapaKTepUCTUK APYroi NpoayKumu, BKAoYas ntobble Hebuonormyeckume
NPOAYKTbI, MPON3BOAUMbBIE B TEX XKE NMOMeLLEeHUAX. Ha 3aKntounTeNbHbIX CTagUAX MOTyT NoTpeboBaTbcA
ApYyrne Mepbl KOHTPO/AA onpeaesieHHOM noc/iefoBaTeNlbHOCTU [00aBfeHUs BELLecTB, CKOPOCTU
nepemelLmMBaHUA, KOHTPONA BPEMEHU U TeMNepaTypbl, NPeAeNbHOro BPEMEHU BO3AEWCTBUA CBETA U
repmeTusaumnm (M301aLMM1), a TaKKe B NpoLLelypax O4YMCTKM B Cy4ae NpoaunBa (paccbinaxHms).

24. (10) Meponpuatva wn npouenypbl, Heobxogumble ana obecneyeHna 6e30MacHOCTH
NPOW3BOACTBEHHON Cpefbl U NepPCoHaNa, He AO/KHbI NMPOTUBOPEYUTL MEPONPUATUAM U NpoLeaypam,
HeobxoanmbIM ana obecneyeHmsa KavecTsa NPOAYKTa.

25. (11) Cuctembl BO3AYXOMOATOTOBKM AO/KHbI ObiTb CMPOEKTUPOBAHbLI, CKOHCTPYMPOBaHbI U
06CNYKMBATbCA TaKMM 06pa3om, 4YTODObl MCKAKOYUTL PUCK MEPEKPECTHON KOHTAMMHALMKU MeXKay
pas3/INYHbIMMU MPOU3BOACTBEHHBIMW 30HAaMW. TaKKe MOXKET BO3HUKHYTb HEOHXOAMMOCTb B OTAENbHbIX
CMCTeMax BO34YXOMOArOTOBKM A1A ONpefeneHHbIX 30H. PelleHMe OTHOCUMTENbHO WMCMNONb30BAHMA
CUCTEM BEHTUNALMMU Be3 peumpKyNaLUN AONKHO ObITb NPUHATO HA OCHOBAHWUW MPUHLMMNOB YNpaBAeHUs
pUCKaMu 4N1A KayecTsa.

26. (12) PaboTy co cTepuibHOM NpoOAYKUMEN HEOBXOAMMO BECTU B 30HAX C U36bITOYHbIM
OaB/IeHWEM, HO B 0COBbIX 30HAX B TOYKAX JIOKaNM3aLMKN NAaTOreHHbIX MUKPOOPraHM3MOB HeOBXoaANMO
co3gaBaTb  OTpuUATE/IbHbIA  Nepenas  AaBAeHWa  Ana  NpegoTBpalleHMs  PacnpocTpaHeHus
KOHTAaMMHAHTOB 3a Npeaenbl 3Tux 30H. Ecin gna paboTbl B aceNTUYECKUX YCIOBUSAX C MaTepuanamm,
COCTABAOLLMMM 0COBbIN PUCK (Hanpumep, ¢ NaTOreHHbIMU MUKPOOPraHN3MaMM) UCMOb3YHTCA 30HbI C
MOHWMKEHHbIM AasaeHnem nam besonacHble HOKCbI, UX CeayeT OKPy»KaTb 30HaMM COOTBETCTBYHOLLETO
Knacca 4YMCTOTbl C M36bITOYHbIM AdaBneHnem. [daHHble nepenagbl AaBAEeHUS LO/MKHbI ObiTb YETKO
onpeaeneHbl N AOMKHbI HAXOAUTLCA NMOA, NOCTOAHHBIM KOHTPOJIEM C COOTBETCTBYHOLLMMMU HAaCTPOMKaMM
aBapUMHOM CUrHaNM3aLUN.

27. (13) HKoHcTpyKums obopypoBaHuA, MCrnonb3yemoro Agna  pabotbl € XKUBbIMM
MWKPOOPraHM3MamMmM U KAeTKaMu, BKAto4yaa obopyaosaHue ana otbopa npob, AOMKHA WCKAYaTb
BO3MOXHOCTb KOHTaMMWHaLUMK BO Bpems nposeaeHua pabor.

28. (14) KoHcTpyKums, obecneynBaroLLan NEPBUYHYIO U30AALMIO, LONKHA UCKNHOYATb PUCK YTEUKM
OMONOIMYECKNX areHTOB B HeMocpeacTBeHHoe paboyee MPOCTPAHCTBO, YTO  AOMKHO  ObITb
NoATBEPKAEHO pe3yibTaTaMn TECTUPOBAHUA C ONpPeaeNeHHOM NeEPUOANYHOCTBIO.

29. (15) Npu HanMuYMK BO3MOXKHOCTN PEKOMEHAYETCA UCNO/Ib30BaTb CUCTEMBI "OYMCTKM Ha mecTe"
n "obpabotkm napom Ha mecte" ("ctepunmsaumm Ha mecte"). KOHCTpyKUMA BeHTMAEel Ha
bepmeHTaTopax AOMKHA NpesycMaTpmMBaTb BO3MOXKHOCTb UX CTEPUIM3ALLUN NAPOM.

30. (16) BosgylwHble GUALTPbI A0MKHbI OblTb TMAPOPOOHBIMK, CPOK UX CAYKObI AOMKEH ObITb
onpegeneH B npouecce BaaMgaumm nyTem npoBEPKU LLEJIOCTHOCTU C onpeseneHHOW NepuoanyHoCTbIO
COrNIaCHO COOTBETCTBYHOLLMM NPUHLMNAM YNPaBAEHUA PUCKaMU AN KaYecTBa.

31. (17) KOHCTpyKUMSA [ApeHaxHbIX CUCTEM [JONXHA MNO03BOMATbL MNPOBOAUTL 3GDEKTUBHYIO
HEeWTpanu3aLmio M  AeKOHTAMMHAUMIO CTOYHbIX BOA, O/  WCKAOYEHUA PUCKa MNepeKpecTHow
KOHTaMWHaumn. [omkHo bbiTb obecneyeHo BbinonHeHWe TpeboBaHMN 3aKOHOAATeNbCTBA Poccminckom
denepaunn c UENbI0 MUHUMM3ALMKM PUCKA KOHTAMMHALMKM OKPYMKalowen cpeabl B COOTBETCTBUU C
pUCKamu, CBA3AHHbIMW C BUOIOrMYECKOM ONACHOCTbIO OTXO40B NPOM3BOACTBA.

32. (18) BBuay M3MEHUYMBOCTU CBOMCTB BMOOrMYECKUX SIEKAPCTBEHHbIX CPEACTB MAN MPOLLECCOB
MX MPOM3BOACTBA HEOBXOAMMO OTMEpMBaTb WM B3BELUMBATb Kakoe-1Mbo cooTBeTcTBylolee U (Mau)
KPUTUUYECKOE UCXOAHOE Cbipbe (Hampumep, NuTatenbHble cpenbl U 6ydepbl) B X04e TEXHOOMMYECKOTO
npouecca. B atux cnyvasax B NpoM3BOACTBEHHOW 30HE A0OMYCKaeTcA XpaHeHMe HeboAbLIMX 3aNacoB 3TOro
MCXOAHOTO CbiPbs HA MPOTAXKEHUM CPOKA, YCTAHOBNEHHOTO Ha OCHOBaHMM COOTBETCTBYIOLMX KPUTEPUEB
(Hanpumep, ANUTENBHOCTb NPOU3BOACTBA CEPUN UAU ANUTENBHOCTb KAMMNAHWUK).



KunBoTHbIE

33. (19) Ans npousBoAcTBa BMONOrMYECKMX SIEKAPCTBEHHbIX MPEnapaTtoB MCMNO/b3yHTCA pasHble
BMAbI *KMBOTHbIX. MOXHO BblAENUTb ABe 60/bLUME TPyNMbl UCTOYHUKOB:

a) (a) *kmBble KMBOTHbIE, 06beaMHEHHbIE B rPynMbl, CTaga, ctau. Hanpumep, ob6esbsHbl (BaKLMHA
NpoTUB NOJIMOMMENUTA), NOWAAM, OBUbI M KO3bl (MMMYHHblE CbIBOPOTKM MNPOTUB AL40B 3MeN U
CToNBHAKA), KOLWKK (annepreHbl), KPOAUKU, MbILIM U XOMAKU (BakuMHa NPOTMB bGelleHCTBa), KO3bl,
KPYMNHbIW poraTblit CKOT (TpaHCreHHble NPOAYKTbI);

6) (b) TKAHW M KNETKM KMBOTHOTO MPOUCXOXKAEHNA, U3B/IEYEHHbIE N3 YMEPLLBIEHHbIX }KUBOTHbIX
(oBUBI M CBMHbM), UCNOAb3yeMble ANA MNPOM3BOACTBA BbICOKOTEXHONOIMMYHbIX JIEKAPCTBEHHbIX
NpenapaToB UK KaK Cbipbe 417 GepMeHTOB, aHTUKOAryasHTOB M TOPMOHOB.

34. }1BOTHbIE TaKXKe UCNOb3YIOTCA ANA KOHTPOAA KauecTBa B COOTBETCTBUM CO cneumduKaLmamm
(MMporeHHoOCTb, TOKCUMYHOCTL, 6e3BPEeHOCTb, cneuuduyeckan akTUBHOCTD).

35. (20) B pgononHeHWe K BbINOJHEHUIO HOPMATUBHbIX TPebOBaHWI B OTHOLWEHMM rybyaTom
sHUedaNnonaTMM XKUBOTHBIX, ApPYyrMe onacHble areHTbl (Bo3byauTenn 300HO30B, aHTPOMNO300HO30B
JKMBOTHbIX) L0/KHbI KOHTPO/IMPOBATbCA M PErmcTPUpPOBaTbCA COMNAaCHO MOCTOAHHO AeNCTBYOLLEN
nporpamme MOHUTOPWHra. Jaa opraHM3auMmM TakMxX NPOrpamm HeobXoAMMO MOAYy4aTb KOHCY/bTaLMio
COOTBETCTBYHOLLErO CneumanmcTa. B cnyyanax 3aboneBaHmA *KMUBOTHbLIX-A0HOPOB UM XUBOTHbIX, KOTOPbIE
MCMNONb3YIOTCA B KAYeCTBe Cblpbf, AO/XKHbI ObiTb NpoBeAeHbl U 3aPEerMcTpMpoOBaHbl COOTBETCTBYOLWME
nccnenoBaHUA Ha NpegMeT NPUFrOAHOCTU 3TUX KUBOTHbBIX U NMPUTOAHOCTU KMBOTHbIX, NPebbliBaBLINX B
KOHTaKTe C 6O/IbHbIM KMBOTHbIM, A/ WCMOJ/Ib30BaHUA MpPU NPOM3BOACTBE (B KayecTBe MCXOLHbIX
MaTepuanoB MWAM UCXOOHOTO Cbipbsi), MPU KOHTPOAE KayecTBa MNPOAYKLMM M MpU NpoBeseHun
MCNbITaHWI Ha 6e3onacHocTb. [oskHa ObiTb paspaboTaHa npoueaypa PETPOCMNEeKTUBHOIO aHaau3a,
No3BoAIAOWAA NPUHMMATb PeLleHUMe OTHOCUTENIbHO ToAHOCTM 6uonormyeckoit dapmaueBTUYECKON
CybCTaHUMKM MM NEeKapCTBEHHOrO npenapaTta, B COCTaB KOTOPOro BXOAUT WAM MpU MPOU3BOACTBE
KOTOPOro MCMo/b30BasiCA TaKOM MaTepuan KMBOTHOFO MPOMUCXONKAEHUA B KayecTBe WCXOAHOro
MaTepuana MamM UCXOAHOro cbipbs. [nA yCTAaHOBAEHUA TOro, Kakasa M3 AOHaUMK nocneaHei nokasana
OTpULATENbHbIN Pe3ynbTaT Ha Hanauume 3abosieBaHWUA, TaM rae NPUMEHUMO, NPOBOAUTCS MOBTOPHOE
TecTupoBaHMe 06pa3LOB, COXPAHEHHbIX MPU NPeablayLLEM B3STUX MaTepuana OT TOTO Ke KUBOTHOIO-
OOHOpa (ecnu TaKoBble MMEIOTCS), YTO B/AMSIET Ha MPOLEecC MPUHATMA [aHHOro peweHusa. MNpu
onpeaeneHnn nepmoaa U3bATUA KUBOTHBIX M3 NPOrPaMMbl AOSKEH YUMTbIBATLCA NEPUOL, BblBEAEHUSA
NIEeKAPCTBEHHbIX CPEeACTB, MCMNO/Ib30BABLUMXCA ANA BBEAEHUA XUBOTHLIM-AOHOPAM WU KUBOTHBIM,
KOTOpble UCMOJIb30BA/INCh B KAYECTBE CbIPbA, YTO AO0/IKHO OblTb 0GOPMNEHO LOKYMEHTANIbHO.

36. (21) Ocoboe BHMMaHME HeobXxoAMMO YAENATb MNPeAOTBPALLEHUIO W MOHUTOPUHTY
MHPEKUMOHHbIX 3a60/1€BaHUI Y }KMUBOTHbIX, KOTOPbIE UCMO/b3YIOTCA B KAYECTBE CbipbA, U Y MKUBOTHbIX-
AOHOpPOoB. MpUHMUMaeMble Mepbl AOJIKHbI BK/AKOYATb KOHTPOAb MCTOYHWKOB, MOMELLEHWI, NacTouLL,
KOHTpONb  6uonornyeckon  6€30MaCHOCTM,  PEXMMOB  MPOBEAEHUA  UCMbITAHUN,  KOHTPO/b
BCMOMOTaTeIbHbIX MaTepPUanosB M KOPMOB ANA KUBOTHbIX. OCOOEHHYIO 3HAYMMOCTb MMEIOT NPOBEPKM
JKMBOTHbIX, CBOBOAHbIX OT cneunduyecknx natoreHos. [lonxkHbl OblTb onpeaeneHbl TpeboBaHMA K
COAEPMKAHUIO U MOHUTOPUHTY 340POBbSA A4PYIMX *KUBOTHbLIX (HAaNpUMEP, XUBYLLMX B CTaAX UK CTagax).

37. (22) Ona nekapcTBEHHbIX MpenapaToB, MPOM3BEeAEHHbIX C WCMOJ/Ib30BaHWMEM TPAHCreHHbIX
YKMBOTHbIX, AO/XKHa ObiTb 0becneyeHa OTCNEKMBAEMOCTb UCXOAHbBIX *KMBOTHbIX, MCMO/b30BAHHbIX A5
€0343HNA N3 HUX TPAHCTEHHbIX }XUBOTHbIX.

38. (23) Ocoboe BHMMaAHWE AOMKHO ObITb YAENEHO BbINOAHEHUID TPeboBaHUN HOPMATUBHbIX
NpaBoBbIX aKTOB Poccuinickon deaepaumn, peryampyrowmMx BONPOChl 3aWUTbl X KUBOTHbBIX, UCMONb3YEMbIX
B 3KCMEPUMEHTA/IbHbIX LLeIAX, B OTHOLUEHUN BUBAPUEB, B KOTOPbIX COLEPIKATCA KMBOTHbIE, yX04a 3a
KMBOTHbIMWU W  KapaHTWMHA. BuMBapuKu, B KOTOPbIX COLEPIKATCA KMBOTHblE, WUCMOJb3yemble AOnA
NpPoM3BOACTBA U KOHTPOJIA KayecTBa bMonormyecknx papmaLeBTMHECKUX CyOCTaHLMIA U IeKapCTBEHHbIX
npenapaToBs, AO/MKHbI ObITb OTAE1EHbI OT 30H NPOM3BOACTBA U KOHTPO/IA KayecTsa.

39. (24) OnAa pasnMuUHbIX BUAOB KMUBOTHbIX AOMKHbI BbITb ONpeaeneHbl OCHOBHblE NMOKA3aTeNU,
KOTOpble 3aTeM KOHTPOAMPYIOT U PerucTpupytoT. MNokasatenm moryT BK/AKOYATb BO3PaAcT, Mo, BEC U
COCTOSIHME 340POBbA KUBOTHbIX.

40. (25) OnAa npenoTBpalLleHUAs PUCKA NepenyTbiBaHUA KMBOTHbIX, BMONOrMYECKMX areHToB U
pe3ynbTaToB MNPOBEAEHHbIX WCMbITAHWA W NPefOTBPALLEHUA BO3MOMKHbBIX OMACHOCTEN, [O/KHa



CYyLLECTBOBATb CUCTEMA UX NAEHTUDUKALMN.
JoKymeHTauuA

41. (26) Ana UCXoQHOTO Cbipbsi U UCXOAHbIX MATepuasnoB A1a MPOM3BOACTBA OMONOTMYECKUX
JIEKapCTBEHHbIX MPenapaTtoB MOXKeT noTpeboBaTbCA AOMNOAHWUTENbHAA MHPOpMauMA 06 WMCTOYHMKE,
NPOUCXOXAEHMM, LLENM NOCTABOK, METOAE NPOU3BOACTBA M MPUMEHAEMbIX METOLAX KOHTPOIA KavyecTBa
Ans obecnedyeHns HeobxoaMMOro ob6vema KOHTPOAA, B TOM YMCIE MUKPOBMONOTMYECKOrO KOHTPOA.

42. (27) Ona HeKoTopbIX TUMOB MPOAYKUMM MOXKeT noTpeboBaTbcsA crneuuduyeckoe onucaHue
MaTepuanos, BXOAAWMX B CEPUD, B YaCTHOCTW, COMATMYECKMX KETOK, WCNOAb3yeMblX Mpu
NpPon3BOACTBE BbICOKOTEXHO/IOTUYHBIX JIEKAPCTBEHHbIX NpenapatoB. B OTHOWEHWM ayTOAOTrMYHOrO
NIeKapCTBEHHOrO NpenapaTta M IeKapCTBEHHOrO npenapaTa OT CheunanbHo NofobpaHHOro A0HOPA,
NPoOAYyKLUMA AOKHA PacCMaTPUBATLCA KaK O4Ha cepwms.

43. (28) [ns nNeKapCTBEHHbIX MpPenapaToB, MpM MNPOU3BOACTBE KOTOPbIX WCMO/b3YHOTCS
YenoBEYECKNE KNETKU WAW TKAHW AOHOPOB, A0/MKHA ObiTb obecrnevyeHa NOMHaA MPOCNEXKMBAEMOCTD,
HauMHaA OT MCXOAHOMO CbiPb U MaTepuanos, B TOM 4MCAe cogepawaa mHbopmaumio o060 Bcex
BELLeCTBAX, KOHTAaKTUMPOBABLUMX C KAETKAaMW WAW TKaHAMW, BNAOTb A0 MOATBEPMKAEHUA MOJyYeHUA
NIeKapCTBEHHOrO npenapata B MecTe ero npumeHeHusa. OAHOBPEMEHHO C 3TUM [AOJIKHA ObiTb
obecneyeHa aHOHMMHOCTb MNALMEHTOB WU KOHOUAEHUMANbHOCTb WHOOpPMauum 06 ux 340poBbe.
CooTtBeTcTBYlOWME 3anucK, obecneumBatolime NPOCAEKMBAEMOCTb JIEKAPCTBEHHOINO MpenapaTa,
OOMKHbI XPAaHUTBCA B TeYEHWE TPUALLATU NeT Noc/e AaTbl OKOHYAHWUA CPOKA FOAHOCTU NEKAPCTBEHHOIO
npenapata. Ocoboe BHUMaHME AOMKHO yaenATbca obecneyeHMo NPOCNEXMBAEMOCTU CreUndruIecKnx
JIEKapCTBEHHbIX NPenapaTtoB A/1IA WCMNO/Ib30BAHUA B 0OCODbLIX C/Ay4asaX, KakK Hanpumep KNeTKM OT
cneymanbHo nogobpaHHoro poHopa. [poM3BOACTBO /IEKAPCTBEHHbIX CPEACTB C MCMO/b30BaHMEM
KOMMOHEHTOB KPOBM B KayecTBe WMCXOAHOFO CbipbA WM MaTepuanosB [AO/KHO COOTBETCTBOBATb
TpeboBaHMAM 3aKOHOZaTeNbCTBA. [lpM NpPoOM3BOACTBE  BbICOKOTEXHOOIMMYHbLIX  JIEKAPCTBEHHbIX
npenapatoB [0/MKHA OblTb obecnevyeHa MNPOCAEKMBAEMOCTb YEI0BEYECKUX KNETOK, B TOM u4ucne
reMOno3TUYECKUX CTBOJIOBbIX KNeTOoK. Meponpuatua, obecneumBaroline MpPOCAEKMBAEMOCTb MU
XpaHeHMe OOKYMEHTaLUn B TeyeHue HeobxoaMmoro nepuoga BPeMEHM, AO0MKHbI ObiTb BK/OYEHDLI B
TEXHUYECKME COrNalleHMA MeXAY BOBNEYEHHbIMW B TaKYIO AeATEIbHOCTb CTOPOHaMMU.

MpounssoacTso

44, (29) YunTbiBan BO3MOKHYHO BbICOKYID M3MEHYMBOCTb CBOWCTB OMONOrMYECKUX BeLLecTB
NPOAYKTOB, HEOBXOAMMO 06eCcneymTb Ha PasHbIX 3Tanax }KU3HEHHOTO UMKAA NPoAYKUMKM (Hanpumep, Ha
aTane pa3paboTKM NpoLecca) NoBbIWEeHWE HALEKHOCTM U YCTOWUMBOCTM NPOLLECCA, CHUMXKAA TEM CamMbiM
ero BapuabenbHOCTb W MOBbIWAA BOCMPOU3BOAMMOCTb. [OBTOPHas OLEHKa A0/IKHA MPOBOAUTLCA B
npouecce 0630pOB KayecTBa NPOAYKLMMN.

45, (30) NocKonbKy cpeabl M peakTMBbI B YCIOBUAX KY/IbTUBMPOBAHUA 06ecneymBatoT PoCT KNETOK
WM MMKPOOPTaHWM3MOB, KOTOpblE, KaK MpPaBW/IO, ABAAKOTCA MOHOKY/IbTypamu, ocoboe BHMMaHue
AONKHO YAENATbCA CTPaTerMm KOHTPOAA KayecTBa ANA rapaHTUM MNpeaynpeskaeHus U MUHMMU3aLUn
6MOHarpy3kM U CBA3AHHOrO C Hel 3arpasHeHUs meTabonMTamMM WM 3HAOTOKCMHamMKM. [ns
BbICOKOTEXHO/IOTMYHbIX /IEKAPCTBEHHbIX MPEnapaToB Ha OCHOBE K/ETOK, KOTOpble, Kak npaswo,
NPOM3BOAATCA Ma/blMM CEPUAMM, PUCK MEPEKPECTHON KOHTAaMUHAUMKU MeXAy KAeTOYHbIMU
NeKapcTBEeHHbIMM NpenapaTtaMmy OT PasHbiX AOHOPOB C Pa3/NMYHbIM COCTOAHMEM 340POBbA AO0/KEH
KOHTPO/IMPOBATLCA COFNACHO YCTaHOBAEHHbIM TpeboBaHUAM M Npoueaypam.

McxonHoe cbipbe U UCXoAHble maTepuanbl

46. (31) CneayeT 4eTKO ONpPeaenaTb UCTOYHMK, NPOUCXOXKAEHNE U NPUrOL4HOCTb BUONOTUYECKMX
MCXOLHOTO CbipbA M MCXOAHbLIX MaTepuasnoB AJA NOC/AedylowWwero Mx WCNoib3oBaHWA (Hanpumep,
KPMOMPOTEKTOPbI, MUTAlOWME KNETKU, peareHTbl, NUTaTesbHble cpeabl, bydepbl, CbiIBOPOTKM, GepMeHTbI,
LUUTOKUHBI, PpaKkTopbl pocTa). Ecam npoBedeHne HEOBXOAUMbIX UCMbITAHWUIA 3aHUMAET MHOTO BPEMEHM,
[AOMYyCKaeTca HauyMHaTb 06pPaboTKy MCXOLHbIX MaTepManoB 40 NOSyYeHUA pPe3ynbTaToB 3TUX UCMbITaHUMN,



HO ANS1 UCMO/Ib30BAHMA 3TUX UCXOAHbBIX MaTEPNANOB AOMIKHO BbITb YUTEHO UX BAUAHKE Ha ApYyrue cepun
B C/lyYae BbIAB/IEHMA HECOOTBETCTBUA M OLLEHEHbl PUCKU COMIAaCHO MPUHLMNAM YNpaB/ieHUA PUCKaMU
ANs KadyecTBa. B TakMx c/yyanx BblAaya paspelleHus Ha BbINyCK CEPUN FOTOBOM NPOAYKLMU 3aBUCUT OT
YOOBNETBOPUTE/NbHbIX PE3yNbTaTOB WCMbITAHUMA WUCXOAHOrO cbipbsA. Ha ocHoBaHMW TpeboBaHUI K
COOTBETCTBYIOLWMM CTaAuAM NPOM3BOACTBA AO/IKHA MPOBOAUTLCA UAEHTUPUKAUUA BCEX WUCXOAHbIX
maTepuanos. JlonosHuUTeNbHble TpeboBaHWs AN OMONOrMUYECKUX /IeKAapCTBEHHbIX MNpenapaTos
nsnoxkeHol B rnase Il HactoAawmx Mpasun u MpunoxeHmn N 8 K HactoAwmm [pasunam, a gaA
6uonormyeckmx papmaueBTUHECKUX cybcTaHuui B rnase |V HacToawmx Mpasun.

47.(32) Npu oLEeHKe PUCKOB KOHTaMUHALMMU UCXOAHOIO CbipbA M UCXOAHbIX MaTepManioB BO Bpems
MX NPOXOXAEHMA MO LEenu NocTaBoK 0coboe BHMMaHME HeobXoAMMO YAenATb PUCKY, CBA3AHHOMY C
rybuatoi 3sHuedasonaTMel KUBOTHbIX W NATEHTHbIMU BUpPycamu. TaKKe [OMKHO OblTb yaeneHo
BHMMaHME UCXOAHbIM MaTepuanam, HenoCcPeACTBEHHO KOHTAKTUPYIOWMM C  TEXHOJIOrMYECKUM
obopygoBaHMemM MM Npoaykumen (TakMm Kak nuTaTesibHble cpedbl, UCNojib3yemMble ANA CUMYAALMU
acenTUYecKoro po3/ainBa, U CMa3ouyHble MaTepuanbl, KOTOPbIE MOTFYT KOHTAaKTMPOBaTb C MPOAYKTOM).

48. (33) BcneacTeue TOro, YTO PUCKM BHECEHUS KOHTaMWHALMKW U COOTBETCTBYOLLME NOCNeaCcTBMA
0N TOTOBOrO J/IEKapCTBEHHOro npenapata He 3aBUCAT OT CTaguMuM NPOM3BOACTBA, YCTaHOB/EHWe
CTpaTerMm KOHTPOAA A5 3aluTbl NPOAYKLMU, NPUrOTOBNEHMA pacTBopoB, bydepoB n aobasasembix
KOMMOHEHTOB [A0/I’KHO OCHOBbIBATbCA Ha MPUHLUMMAX U PYKOBOAALUMX YKA3aHMAX, COAEPMKALLUXCS B
cooTBeTcTByOWMX NyHKTax MpunoxeHnsa N 1 K Hactoawmm [MpaBunam. Ocobyto BaKHOCTb MMEIOT
KOHTPO/IbHblE MeponpusaTUA, Heobxogumble A5 NPOBEPKM KayecTBa MCXOAHbIX MaTepPManos, a TaKxKe
AN npouecca acenTUYecKoro npou3BOACTBA MNPOAYKUMM Ha KAETOYHOW OCHOBe, rae (UHMLLIHAA
CcTepuansauma He AABASIETCA BO3MOMKHOW, a CMNOCOBHOCTb YyAaneHUAa MUKPOBHbIX NOBOYHbIX NPOAYKTOB
orpaHuyeHa. Korga B perucTpauMoHHOM [A0Cbe WKW MNPOTOKOJIE KAMHUUYECKMX WUCCAeAoBaHWi
YCTAHOBAEH [AONYCTUMbIA TUM U ypPOBEHb OMOHArpysku, Hanpumep, Ha CTaguu MNOAyYeHUA
dapmaleBTMUYECKON CybCTaHUMKM, TOraa CTpaTerns KOHTPOAA AO0NXHA npeaycmaTpuBaTbh Cnocobbl,
KOTOPbIMM ByZIeT NoAAepPKMBATLCA YCTAHOB/IEHHbIN YPOBEHb BUOHArpy3Ku.

49. (34) Npu HeobXOAMMOCTM CTEPUAM3ALMUM UCXOAHOIO CbipbA W MaTepuanos, Takas
cTepuamnsauma, nNpu Haanuymm BO3MOXKHOCTU, AO/KHA MPOBOAUTLCA TEPMUYECKMM meToaom. [Mpwu
HEeobX0AMMOCTU MOTYT TaK)Ke UCNONb30BaThCA [pyrMe COOTBETCTBYIOLIME METOAbl, UCNOb3ylolmecs
AN UHAKTUBALUUM BMONIOrMUYECKMX MaTepuranos (B YaCcTHOCTU, paanauma u punbTpauma).

50. (35) MoeT noTpeboBaTbcA NpPoBeAEHUE APYIMX MEPONPUATUIA, B YaCTHOCTM, MCNO/b30BaHUE
aHTMOMOTMKOB Ha paHHMX 3Tanax MpPOM3BOACTBA C LE/bl0 YMeHblUeHUA 6WoHarpysku, Kortopas
BO3MOXHA MNPW MOCTaBKe XMBbIX TKAaHE N KNeTOK. PeKomeHAayeTcAa No BO3MOMKHOCTM M3beraTb TaKux
MepOonpUATUIA, HO B C/lyd4ae HeobXOAMMOCTM MX MCMOJIb30BaHWE AO0/MKHO ObiTb 0OOCHOBAHO, a MX
NPUMeHeHNe B TEXHO/MIOTMYECKOM MpoLecce AO/IKHO ObiTb MPEKpPaLWeHO Ha CTaguu, yKasaHHOW B
pPerncTpaunMoHHOM 4OCbE UKW NPOTOKOJE KIMHUYECKUX UCCeA0BaHNUM.

51. (36) [na yenoBeYECKUX TKAHEN U KNETOK, UCMO/Ib3yeMbIX B Ka4ecTBe UCXOAHbIX MaTepuasnoB
0N BMONOTMYECKUX IEKAPCTBEHHbIX CPEACTB, HEOBXOANMMO YUMTbIBaTb Ceaytowme TpeboBaHus:

a) (a) mx npuobpeTeHue, AoHaUMA M MNPOBEAEHME MUCMbITAHUIA LONKHO OCYLLECTBAATLCA B
COOTBETCTBMM C HOPMATMBHbIMW MPaBOBbIMM aKTamu Poccuiickon ®epepaumn. OpraHusaumuy,
NoCTaBAAOLLME UCXOAHOE Cblpbe, AO/IXKHbl UMETb paspelleHne YnoJAHOMOYEHHOro deaepasnbHOro
opraHa WCMOJIHUTENbHOW BAAacTU B COOTBETCTBUMM C 3aKOHOAaTeNbCTBOM Poccuiickoit Pepepauuu.
Hannune HeobxoAMMbIX paspelleHUint A0MKHO 6biTb NPOBEPEHO B pPaMKax CUCTeMbl ynpaBieHus
nocTaBKkamu;

6) (b) B cnyyasx MMMNOPTUPOBAHMA TaKMUX UYE/IOBEUYECKUX KNETOK W TKaHel U3 ApYyrux CcTpaH,
OOMKHbl BbITb COBNOAEHbI CTAaHAAPTbl KOHTPOASA KadectBa M 6e30MacHOCTM, COOTBETCTBYHOLUE
TpeboBaHMAM HOPMATUBHbIX NPaBOBbIX aKTOB Poccuiickoit Pepepaunu;

B) (c) B HEKOTOpbIX cny4Yasax paboTa ¢ KNeTKkaMn U TKaHAMMW, UCMOJIb3yEMbIMUN B KAYECTBE UCXOAHbIX
MaTepuanos Ans BMONOrMUYECKMX NeKapCTBEHHbIX NpenapaTtos, byaeT NpoM3BOAMTLCA B OpraHM3aLmax
no B3ATUIO U (MNM) NpPoBEPKe TKaHEN, B TOM Yucae N5 CO34aHMA HayanbHbIX KAETOUYHbIX BAaHKOB MK
KNETOYHbIX JIMHWUWA, NpeaLlecTBYOWMX CO3L43aHUI0 NaBHOro 6aHKa KAeToK. B Takux cayyasax B
COOTBETCTBMM C 3aKOHOZaTeNbCcTBOM Poccuiickon Pepepaunm fonKHO ObiTb Ha3HAaYEHO INLO, KOTopoe
OTBEYaeT 3a YKasaHHble 3Tanbl paboThbl;

r) (d) oTBeTrcTBEHHOE AWMLO B OpraHM3auuu No B3ATUIO W (MNM) MNPOBEpPKe TKaHel BblaaeT



pa3pelleHMe Ha WCMO/Ib30BaHME TKaHel W KNeTOK nepes WX MNOCTaBKOM MNPOM3BOAMUTENIO
JIeKapCTBEHHOro npenapara, Nocae Yero NPUMEHAITCA CTaHAAPTHble NPoLeaypPbl KOHTPONA UCXOAHbIX
mMmaTepuanoBs. Pe3ynbTaTbl UCNbITAHUI BCEX TKAHEM M K/IETOK, MOCTaBASEeMbIX OpraHu3aLmein no B3aTUIO U
(nnn) npoBepke TKaHel, A0NXKHbI BbITb NpeaocTaBAeHbl MPOU3BOAUTENIO NEKAaPCTBEHHOro npenapara.
[aHHaa MHPopMaLMA AO0NXKHA MCMO/b30BaTbCA A/1A COOTBETCTBYIOLLErO pasfesieHMa maTepuanos u
onpeaeneHusa cnocoboB xpaHeHusA. B cnyyae HeobXOAMMOCTM BO3MOXKHA [0CTaBKa TKAHEN U KNeTOoK
Npou3BOAUTENIO IEKAPCTBEHHOrO NpenapaTta A0 NOAyYeHWUs Pe3ynbTaToB MUCMbITaHUIA OT opraHusaumm
no B3ATUIO U (UAK) NPOBEpPKe TKaHel. ITO BO3MOXKHO MPU HaA/NMUMM COOTBETCTBYIOLNMX MepP KOHTPO/A
AN NPeAoTBPaLleHNs NePeKPecTHON KOHTaMUHaLMKU TKaHAMW U KneTKaMu. Takaa A0CTaBKa BO3MOMKHa
C pa3pelleHna OTBETCTBEHHOrO /INLa B OpraHM3aLumnm no B3aTUio U (1K) NpoBepKe TKaHew;

4) (e) TpaHCnoOpPTUPOBKa YE/NIOBEYECKUX TKAHEM U KNETOK K MPOU3BOACTBEHHOM NoWaaKe A0/KHA
OCYLLECTB/AATbCA B COOTBETCTBMM C  COrMNalWleHMem  MeXAy OTBETCTBEHHbIMW  CTOPOHaMM.
Mpoun3BOACTBEHHbIE MNOWAAKM AOMKHbI MMETb AOKYMEHTA/ibHOE NOoATBEPKAEHUEe cobaoaeHusn
COOTBETCTBYIOLWMX CNeunduIecknx yCaoBnin XpaHeHma 1 TPaHCNOPTUPOBKY;

e) (f) monkHbl cobntoaaTbes TpeboBaHMA NPOCAEXKMBAEMOCTM, HAUMHAS C OpraHM3aLUnmM No B3ATULO
n (Mnn) NnpoBepkKe TKaHel A0 A0CTaBKM NOAYYaTENO U BKAOYAA MaTepuasbl, HAXOAMBLUMECA B KOHTaKTe
C KNeTKaMM AN TKAHSMU;

X) (g) AONKHO ObITb 3aK/OYEHO COrNalleHne MeXKAay OTBETCTBEHHbIMM CTOpOHamMK (Hanpumep,
Npou3BOAUTENAMM, OPraHU3aLMAMM MO B3ATUIO U (MNIM) NPOBEPKe TKaHel, CIOHCOpPamMu, MLAMK, Ha
MMSi  KOTOPbIX BblgaHbl  PErncTpaunoHHble YyAOCTOBEpeHMA), KoTopoe onpegensetr coepbl
OTBETCTBEHHOCTU KaXa0M U3 CTOPOH (BKOYanA YyKasaHWe OTBETCTBEHHbIX U YNOJIHOMOYEHHbIX NLL).

52.(37) B oTHOLIEHMM FreHHOM Tepanun HeobXoAMMO YyUYUTbIBATb Cneaytolme TpeboBaHuA:

a) (a) gna npoaykuuu, NPousBeJeHHOW C WCNONb30BaHUEM BUPYCHbIX BEKTOPOB, UCXOAHbIe
maTepuanbl ABNAIOTCA KOMMOHEHTaMW, M3 KOTOPbIX MOJIydeH BUPYCHbIN BEKTOP, TO €CTb r/1aBHbIl
BMPYCHbIA MOCEBHOM MaTepuan WAn NNasmuapl, KOTOPbIMU TPAHCOULMPYIOT MaKylOLWME KNETKM, U
rnaBHbIA BaHK KNETOK, UCNONb3YEeMbIN ANA IMHUM NAKYIOLWMUX KNETOK;

6) (b) ans npoaykumm, NnponsBeaeHHOW C UCMO/Ib30BaHUEM MNAa3MUAI, HEBUPYCHbIX BEKTOPOB U
reHeTuYeckn mMoaMPULMPOBAHHbBIX MUKPOOPraHNM3MOB, 3@ WCK/AKYEHUEM BUPYCOB U BUPYCHbIX
BEKTOPOB, UCXOAHbIMM MaTepuanamu ABAAIOTCA KOMMOHEHTbI, UCMONb3YEMbIE ANA CO3[aHUA KNETOK-
NPoAyLEeHTOB, TO €eCTb nnasmuabl, OaKTepuA-x03aMH W [NaBHbIM  6aHK  PeKOMOUHAHTHbIX
MWKPOOPraHM3MOB;

B) (C) Ana reHeTMyeckn MOAMIULMPOBAHHbLIX KNETOK MCXOAHbIMM MaTepuanamu SBASIOTCA
KOMMOHEHTbI, UCNONb3yemMble AAA MONYYEHUS TEHETUYECKM MOAMOULMPOBAHHBLIX KNETOK, TO ecTb
ncxogHble maTepuanbl A5 NPOU3BOACTBA BEKTOPOB, a TaKKe KAETKM YesloBEKA AN KUBOTHbIX;

r) (d) npuHumMnbl HactoAwmx [paBUA MNPUMEHSAIOTCA, HAaYMHAA OT cucTembl DBaHKa KAETOK,
MCNosb3yemoro Anad Npous3BOACTBa BEKTOpPa WM MIasMuAbl, KOTOPblE MCMO/Ab3YyOTCA ANA nepeHoca
reHos.

53. (38) Mpu NpOM3BOACTBEHHbIX NpPOLLECCax, B KOTOPbIX KNETKU YesioBeKa M MKUBOTHbIX
MCNO/b3YIOTCS B KayecTBe MUTAIOLWMX KAETOK, AOJ/IKEeH NPOBOAUTLCS COOTBETCTBYIOWMIA KOHTPO/b
WMCTOYHUKOB, UCMbITAHUIM, TPAHCNOPTUPOBKU U XPAHEHUS AaHHbIX MaTepuanoB, BKIOYAsA KOHTPO/b B
COOTBETCTBMM C TpeboBaHUAMM 3aKOHOAaTeNbCTBa Poccuiickon deaepauum.

Cuctema noceBHOM KyabTypbl M BaHKa KNeToK

54. (39) Ana npenoTBpalLeHMsa HeXenaTeNbHOro U3MeHeHa CBOMCTB, KOTOPOEe MOXKET MPOM30NTH
BC/IeACTBME MHOTOKPATHbIX NepeceBoB nan 601bLIOro YNCIA reHepaunin, Npon3BoACTBO BMOOrMYEeCKMX
bapmaueBTMUECKMX CyOCTaHUMA M NEKApPCTBEHHbIX MPenapaToB, MOJyYaemMblX W3 KyAbTyp
MWKPOOPraHNM3MOB, KY/bTYp KNETOK UAM PAa3MHOMKEHMEM B IMOPMOHAX, TKAHAX U OpraHax KUBOTHbIX,
[OMKHO BbITb OCHOBAHO Ha CUCTEME FNaBHOW U paboyeit BUPYCHbIX NOCEBHbIX KyAbTyp U (Man) 6aHKoB
KneTok. TaKas cucTeMa MOXKET OblTb HEMPUMEHMMOM KO BCEM TWUMAM BbICOKOTEXHO/OMMYHbIX
NIeKapCTBEHHbIX NpenapaTos.

55. (40) KonnuectBo reHepaunii (ya4BOEHWI, NaccaxKen) mexay NoCeBHON Ky/NbTyponl nan baHKom
KNEeToK 1 bruosiornyeckon papmauesTnyeckoin cybctaHumen 1nbo neKapcTBeHHbIM NPenapaTom A0/KHO
cooTBeTCTBOBaTb TpeboBaHMAM cneunduKaumin B  PErucTPauMoOHHOM  AOCbe  WAW  NPOTOKOANE



KAMHUYECKUX UCCNeL0BaHMA.

56. (41) Co3paHue cucTemM MOCEBHbIX Ky/abTyp M GaHKOB KNETOK, BK/AOYAA r/aBHble U paboune
NMoceBHble Ky/AbTypbl, OO/KHO SABAATbCA YACTbO YNPABAEHUA KM3HEHHbIM LMKAOM MPOAYKUMN WU
NPoBOAUTBCA B Hagaexawmx ycnosBuax. [1pou3BOACTBEHHAn cpeda LO/MKHA HaxoguTbca MoA
COOTBETCTBYIOLWMM KOHTposemM ana obecneyeHus 6e€30MacCHOCTU CUCTEM MOCEBHbIX KyabTyp W BaHKoB
KNETOK, a TaKKe nepcoHana, paboTawoLero ¢ HUMK. Npu co3gaHMM NOCEBHbIX KyAbTyp U BAaHKOB KNETOK
He [AOMyCKaeTca oAHOBpPeMeHHas paboTa ¢ APYrMMM KUBbIMU UAM MHOULMPYIOWMMKM MaTepUanamm
(Hanpumep, BUPYCaMMU, TMHUAMMN UM LUTAMMAMK KNETOK) B O4HOM U TOM e 30He WM O4HOTO U TOTO e
nepcoHana. JlonxHa 6biTb AOCTYNHa AOKYMEHTAaLMsa, no3Boasowas obecneyntb NpociexmMBaemocTb
CTaguii, NpeawecTByOLNX reHepauymn rnaBHOMW NOCEBHOM KyNbTypbl AW FNaBHOro 6aHKa KNeToK, rae
MOryT OblTb NPUMEHEHbl TONBbKO MNPUHUMMLI HacToAwmx lMpasua. [aHHaA [OKYMeHTauMA [AONXKHa
BKNOYATb MHOOPMALMIO OTHOCUTESIBHO KOMMOHEHTOB, MCMNOJ/Ib30BABLUMXCA BO BPEMA Pa3paboTKuM U
BO3MOXHO BAMAOWMX Ha 6Ge3o0nacHOCTb nNpoayKumMum (Hanpumep, peareHTbl 6GuMoNOrMYecKoro
NPOUCXOXKAEHUA), OT HAYaNbHOrO WUCTOYHMKA U A0 FNABHOMO KAETOYHOrO WKW T[1AaBHOIO MOCEBHOTO
6aHKa, eclm NPUMEHMMO.

57. (42) Nocne ¢opmMpoBaHUS OCHOBHOrO M paboyero HGAHKOB K/AETOK M MOCEBHbIX KyAbTyp
OOJ/IKHbI cOBNI0AATLCA NpoLeaypbl MO KapaHTUHY M paspelleHuto 6aHKOB K MCMOAb30BaHMIO. [LONXKHbI
6bITb NPOBeAEHbl COOTBETCTBYIOLIME KBAaANMOUKALMA U UCMbITAHUA B OTHOLIEHMM KOHTaMWMHAHTOB. UX
AanbHenwWwan NpUrogHOCTb BNOCAEACTBUM A0KHA ObITb NOATBEPKAEHA CTAOUABHOCTBLIO XapaKTEPUCTUK
N KauyecTBOM MOCNEAYIOLWNX CEPUMA NPOAYKLMW. [JOKa3aTeNbCTBO CTabUAbHOCTM U BOCMPOM3BOAMMOCTU
MOCEBHbIX Ky/AbTyp WAM 6GaHKOB KNeToK Heobxoammo odopmanaTb AOKymeHTasbHo. CopeprkaHue
3anucen A0KHO NO3BOAATL MPOBOANTL OLEHKY TEHAEHLMNA.

58. (43) NoceBHble KyabTypbl U HaHKM KNETOK HEOBXO4MMO C0343aBaTb, XPaHWUTb U MCMOAb30BATb
TaKMM 00pa3om, YTOObl PUCK MX KOHTAMMHAUMW WAU UIMEHEHMS Obl1 MMHMMAbHBIM (Hanpumep,
XPaHUTb B FEPMETUYHbIX KOHTEMHEpax B KMAKOM a30Te). B ciayyae XxpaHeHWs PasAUYHbIX MOCEBHbIX
KynbTyp M OaHKOB K/IETOK B OAHMX M Tex e 30HaX WIM C MCNO/Jb30BAaHMEM OOHOIO W TOrO Ke
060pyA0BaHUA AONKHbI ObITb MPUHATHI Mepbl MO NPesOoTBPALLEHUIO NEPENYTbIBAHUA U NEPEKPECcTHOW
KOHTaMMHAUMK C y4eTOM MHPEKLMOHHOM NPUPOLbl MaTeEPMASIOB.

59. (44) NekapcTBeHHble NpenapaTbl Ha OCHOBE KNETOK OObIYHO MPOM3BOSATCA U3 KNETOYHOro
3anaca, NoNy4YeHHOro 13 orpaHMYeHHOro KOAMYecTBa naccaxkeit. B oTanyme ot gBYXypOBHEBOW CUCTEMDI
rNaBHbIX U pPaboumx GAHKOB KAETOK, KONMYECTBO MPOWM3BOACTBEHHbIX LIMKAOB Ha OCHOBE K/AETOYHOrO
3aMaca orpaHMYeHO KOJIMYECTBOM a/IMKBOT, NMOJYYEHHbIX NOCAE POCTa, U HE PAacNPOCTPAHAETCA Ha BeCb
KU3HEHHbIM UMK NpoayKumnu. MNpPOTOKON BanMAaLMU LOMKEH YUYUTbIBAaTb U3MEHEHUA KETOYHOro
3anaca.

60. (45) EMKOCTM AnA XxpaHEeHUA OOMKHbI OblTb FEPMETUYHO 3aKPbITbl U YETKO MapKMPOBAHbI; UX
Heobxo4MMO coZep)KaTb NPW COOTBETCTBYHOLLEN TemnepaType. HeobxoanMmMo BeCTU AOKYMEHTA/bHbIM
YyUYeT XPaHALWMXCA eMKocTel. TemnepaTypy XpaHeHWsa cnefyeT HenpepbiBHO PerncTpuposatb, a B
YCTaHOBKaxX C XUAKMM a30TOM KOHTPO/MPOBaTb ero ypoBeHb. OTKAOHEHMA NapameTpoB XPaHEHUA OT
YCTaHOB/NIEHHbIX Npeaenos U Atobble NpeanpUHATLIE KOPPEKTUPYIOLWME N NpeaynpeXaatolmne AeicTBns
OO/IKHbI 6bITb 0POPMAEHBI AOKYMEHTAIbHO.

61. (46) PekomeHayeTca pas3genaTb 3amnacbl HA 4YacTM M XPaHWUTb PasdenbHO BO M3bekaHue
NoJIHOM yTpaTbl. KOHTPO/Ib MECTOPACNONONKEHMA AO/KEH 0becneynBaTh BbINOJIHEHWE YKa3aHHbIX Bbille
TpeboBaHU.

62. (47) YcnoBua xpaHeHMs M obpaboTKM 3anacoB A0/KHbI OMNPenenATbCA COrIAaCHO TEM Ke
camblm npoueaypam u napamertpam. MNocne B3ATUA KOHTEMHEPOB M3 XPAHWIMLLA NOCEBHOMN KynbTypbl
nnn 6aHKa KNeToK He A0MYCKaeTcsa BO3BPALLATb UX B XPaHMAULLE NOBTOPHO.

MpuHUMNbI PaboTbl

63. (48) MNpu ynpaBneHUM WU3MEHEHUSMM C YCTAaHOB/IEHHOW MEPUOAUYHOCTBIO  OO0/KHbI
paccmaTpuBaTtbca  3¢GdEKTbl, BKAOYAA KyMynsaTUBHble 3GdEKTbl U3MeHeHul (Hanpumep, B
NPOM3BOACTBEHHbIX MpoOLeccax), BAMAIOWME HA KadecTBo, 6e3onacHocTb U 3PpdEKTUBHOCTb FOTOBOrO
NIeKapCTBEHHOrO Npenapara.

64. (49) Kputuuyeckne onepaumoHHble (TEXHONOTMYECKUE) UAW APYrMe UCXOAHble NapameTpbl,



B/IMAIOLLME Ha KayecTBO JIEKAapCTBEHHOro npenapaTta, AO0/MKHbl ObiTb onpegeneHbl, BaaUAMPOBAHDI,
OOKYMEHTUPOBAHbI M NOAAEPKMBATLCA B COOTBETCTBMM C YCTAHOBAEHHbIMU TPeboBaHUAMM.

65. (50) CrpaTterna KOHTPOAA MOCTYM/AEHUA WMCXOAHOrO CbipbS M WMCXOAHbIX MaTepuanoB B
NPOW3BOACTBEHHbIE 30HbI A0J/I)KHA OCHOBbLIBATLCA HA MPUHLMMAX YNPaABAEHMA PUCKAMWU ANA Ka4vecTsa.
[na acenTmyecknx NpoLLECCOB TEPMOCTOMKME UCXOLHOE Cbipbe U UCXOAHbIE MAaTepUanbl, Nonagatowme 8
YUCTYIO MM YUCTYHO M M3OJMPOBAHHYIO 30HY AOJIXKHbI, MPU HAANUYMM BO3MOMKHOCTM, MOCTYNaTb B HUX
yepes NPOXOAHOWN aBTOK/AB MM CYXOXKapoBok WwKad. HeTepmoCTOMKME UCXOAHOE Cbipbe U UCXOAHblE
maTepuanbl AO/XKHbl BHOCMTbCA Yepe3 BO3AyLUHble WAO3bl ¢ 6GNOKMPOBKOW ABepen, NoABeprasnch
npoueaypam 3¢PeKTUBHOM CcaHMTapHOM 06paboTKM noBepxHOCTU. Paspelaetca cTepuamsaums
npegMmeToB M MaTepuanosB B APYrOM MecTe MPWU YCAOBMMU, YTO OHM COAEPKAT KOANYeCcTBO 0bOepToK,
COOTBETCTBYHOLUMX YNCAY CTaguiA, HEOBXOAUMBIX ANA MPOXOXKAEHUA B YMUCTYIO 30HY, U BHOCATCA B Hee
yepes BO3AYWHbIA W3 C cobaogeHMem COOTBETCTBYIOWMX Mep MNpPefoCTOPOXKHOCTM NyTem
CaHUTapHOM 06paboTKN NOBEPXHOCTEN.

66. (51) [onXHbl 6biTb NOATBEPXKAEHbI POCTOBbIE CBOMCTBA MUTATENbHbIX Cped C Lefbio
[0Ka3aTeNnbCTBa UX MPUTO4HOCTU ANA NPeAno/iaraeMoro Ncnosib3oBaHuaA. MNutatensvHble cpeabl AOMKHbI
NPWY HAaIMYMN BO3MOXKHOCTU CTepUan3oBaTbca Ha mecTe. [py NnaHOBOM Mofadve rasos, NUTATENbHbIX
cpes, KUCAOT MAW  Lenoyer, neHoracuTene K depmeHTepam Mnpu  HaaUuymMm BO3MOMKHOCTU
PEKOMEHAYETCA NCMONb30BATb CTEPUAM3YIOLLNE GUNBLTPBI, BCTPOEHHbIE B IMHUW NOAQYMN.

67. (52) JobaBneHune BELLECTB UAN KYyAbTYp B GepMeHTEPbI U ApYyr1e CoCyabl, a TaKXKe oTbop nNpob
M3 HUX HeobxoAMMO NPOBOAWUTL B TLLATENbHO KOHTPO/MPYEMBIX YCNOBUAX ANA NPefoTBpaLLeHMA
KOHTamMuHauuu. [Mpu BHeceHUM p[JobaBok wanm otbope npob HeobXooMMO KOHTPOAMPOBATb
NpaBUAbHOCTb NOACOEAMHEHMA COCYA0B.

68. (53) Ecnn 31O HEOBXO0AMMO, OO/KEH OCYLLECTBAATbCA MOCTOAHHbIA KOHTPO/b HEKOTOPbIX
NPOW3BOACTBEHHbIX MPOLLECCOB (Hanpumep, depmeHTaLMM) C BHECEHMEM pPe3y/bTaTOB KOHTPONSA B
3anMcu no npowusBoAacTBy cepun. lpu nNpom3BOACTBE C MCMO/Ib30BAHMEM MeETOAa HEenpepbiBHOro
KYNbTUBMPOBAHUA Heobxoaumo cobntogatb cneumanbHble TpeboBaHMA K KOHTPO/KO KauvecTsa,
nognexaline NnpMMeHeHUto B pesysibTaTe BbiIbopa Takoro NPoM3BOACTBEHHOIO MeToAa.

69. (54) Mpoueccbl UEHTPUDYIMPOBAHUA M CMELMBAHUA NPOAYKTOB MOFYT MNPUBECTU K
06pas3oBaHMIO aspo3onen, NO3TOMy BO M3berKaHMe MNepeKpPecTHON KOHTaMMHAUMKU TaKue MpoLeccol
cnepyeT NpoBOAMUTL B M30/IMPOBAHHbIX 30HAX.

70. (55) Mpwu cny4yaitHOM yTeuyKke, B OCOOEHHOCTU MBbIX MWKPOOPraHM3MOB, AO/XHbI ObITb
NPUHATbI HEOT/NIOXKHble Mepbl 6e30MmacHOCTU. [N KaxKAoro BuMAa WAW FPynnbl MUKPOOPraHW3MOB
OO/IKHbI ObITb MPeAyCMOTPEHbI CNelnanbHble MEPONPUATUA NO AeKOHTaMWHaLMK. pu UCNoib30BaHUK
PasINYHbIX LUTAMMOB BaKTepPUn 0OAHOIO BUAA UM OYEHDb MOXOXKMX BUPYCOB 3Ta NpoLeaypa MOXKeT bbiTb
Ba/IMANPOBAHA B OTHOLUEHMM TONIbKO OOHOIO M3 HUX, €CAIM Y HWUX HEeT CYLL,ECTBEHHbIX pa3nnyunii B
YCTOMUYMBOCTM K COOTBETCTBYIOLLEMY areHTy (areHTam) AnA AeKOHTaMUHaL MK,

71. (56) Echm maTtepuanbl, UCNoNb3yoWMECA ANA NPOU3BOACTBA U KOHTPOASA, BKAOYAA BymarkHble
OOKYMEHTbI, ABHO ABAAOTCA KOHTAMWMHUPOBAHHbLIMW, HAMPUMEP NPOANTBIMU XKUAKOCTAMMU, a3PO30NAMM
UAN  NOTEHUMaZbHO OMNacCHbIMM MWUKPOOPraHM3MaMK, TO OHWM [O/KHbI OblTb COOTBETCTBEHHO
Ae3MHOULMPOBaHbI, AN MHPOPMALLMA AOMKHA NepesaBaTbCa APYrMMM cnocobamu.

72. (57) Mpu uMHaKTMBaALUMM WAW yAaneHUUM BUPYCOB B XoAe MNPOU3BOACTBA Heobxoaumo
NPUHMMATb Mepbl MPOTMB MNOBTOPHOW KOHTaMWHAuuM 06paboTaHHOW NPOAYKLUMU CO CTOPOHDI
HeobpaboTaHHOM NPOAYKLUMU.

73. (58) Ana npoAyKTOB, MHAKTUBMPYEeMbIX NpW Nomowm gobasneHua peareHToB (Hanpumep,
MWKPOOPraHM3mMbl B MNPOLLECCE MPOM3BOACTBA BaKLMH), MPOLLECC AO0J/IKEH rapaHTUMPOBaATb MOJIHYIO
WHAKTUBALUMIO  KMBbIX MWKpPOOpraHM3amoB. [locne TWATENbHOTO CMELWMWBAHUA  KYNbTypbl MU
WHAKTUBMPYIOLLErO areHTa AOJ/IKHblI YYUTbIBAaTbCA BCE KOHTAKTUPYIOLLME C MPOAYKTOM MOBEPXHOCTH,
NnpebbiBaBLUME B KOHTAKTE C Ky/NbTYPON.

74. (59) MNpu npumeHeHMM xpomaTorpaduUyeckux MeTO0B WCMOJb3YIOT pasHble BUAbl
obopyaoBaHusa. NMpUHLMNbI yIpaBaeHUA PUCKAMKU 15 KAYecTBa AOJIXKHbI cO6A04aTbCA NpU pa3paboTke
CTpaTernm KOHTPoAA copbeHToB, KOPMYCOB KONOHOK M Apyroro o6opyaoBaHMA NpU UX MCMOAb30BAHUM
ONA NPOM3BOACTBA B PeEXMME KammnaHUiA WAM B NPOU3BOACTBEHHOM cpeae, NpeaHasHa4YeHHOW ana
NpPon3BOACTBA HECKOJIbKMX TUMOB NPOAyKUMW. He peKomeHAyeTcA MCMOJIb30BAaHWE OOHUX U TeX e
COpPOEHTOB Ha PasHbIX TEXHONOMMYECKMX cTaanax. HeobxoaMMo yCTaHOBUTbL KPUTEPUWN MPUEMIEMOCTH,



ycnosua paboTbl, METOLbl BOCCTAHOB/IEHUSA, CPOK CAYXKObl U METOAbI CTEPUIMU3ALUN UAN Ae3NHIEKLMUM
KOJIOHOK.

75. (60) [ononHuTesnbHble  UHCTPYKUMW  OTHOCUTENIbHO  MCMO/b30BaHMA  OBJIyYEHHbIX
060pyaoBaHWNA U MaTepuanos U3noxKeHobl B MpuaoxkeHun N 12 K HacToawmm Mpasmunam.

76. (61) [onkHa cylwecTBoBaTb CUCTEMA, FAPaAHTUPYIOLWLAS LENOCTHOCTb W FepMeTUYHOCTb
KOHTEMHEPOB MOCAe WX HAMOJIHEHWUS, U NPeayCMOTPEHbl Npoueaypbl Ha caydyal obbiX yTeuyek Mau
NPOCbINaHUI U MNPOJIMBOB, B C/Ay4Yae €C/NM MPOAYKT WAM MPOMENKYTOUHbIA MNPOAYKT NpeacTaBanatoT
0cobbIi puUcK. [nAa onepaumini No po3MBY W YMNaKOBKE JOJ/KHbI CyLLeCTBOBaTb Npoueaypbl Mo
cobnogeHno  yCNoBUI, obecneumBaloWmMx MOAAEPXKAHWE NPOAYKTa B YCTAHOBJ/IEHHbIX Npegenax
(Hanpumep, Bpema n (unun) Temnepatypa).

77. (62) Pabota c KoOHTelHepamu (Hanpumep, C amnynamu, ¢aakoHamu), cofeprkalimmm
6MONOrMYecKkne areHTbl, AOMKHA MPOBOAUTLCA TakMm obpasom, 4Tobbl M3bexaTb KOHTaMWMHaLMK
APYTMX NeKapCTBEHHbIX NPenapaToB WM NMPOHUKHOBEHWUSA KMBbIX areHTOB B MPOM3BOACTBEHHYIO MM
OKpyrKatowyto cpeay. Ana NpUHATUA peLleHnA OTHOCUTENBHO YNPaBAEHUA AaHHBIMU PUCKAMU OOKHbI
ObiTb MPUHATbI BO BHUMaHME XKW3HECNOCOOHOCTb TaKMX OpraHMamMoB M UX 6Buonoruyeckas
KnaccudumKaumsa (rpynna naToreHHocTH).

78. (63) Heobxoanmo yaenatb AONXKHOE BHUMAHWE NOATOTOBKE, NEYaTU, XPAHEHUIO U HAHECEHMIO
STUKETOK Ha YNAKOBKY, B TOM YMC/E HAHECEHMIO HA NMEPBUYHYIO U BTOPUYHYIO YNaKOBKY cneunduryeckoit
MHbOPMaLMKN ANA NauneHT-cneumdrUyYeckux NPoayKTOB UAM 06 MCNONb30BaHUM METOL0B FreHEeTUYECKON
WHXXeHepun. B cnyyae ecnn BbICOKOTEXHOIOTMYHbBIE NEKAPCTBEHHbIE MpenapaTtbl NpeAHasHavyeHbl Ans
ayTO/NIOTMYHOTO MPUMEHEHUA, Ha 3ITUKETKE [OO/MKHblI YKasblBaTbCA YHUKaJbHbIN UAEHTUDUKATOP
nauMeHTa U Hagnucb "TONbKO ANA ayTOIOrMYHOro NpumMeHeHus". ECan BHeLWHAA ynakoBKa OTCYTCTBYET,
AaHHan MHPopMaLMA A0XKHA YKa3bIBAaTbCA HA NEPBUYHOI YNaKOBKe.

79. (64) B cnyyae UCNonb3oBaHUA CBEPXHU3KUX TEMMEPATYP XPaHEHWUA YCTOMYMBOCTb MapPKUPOBKMU
K MCMONb3yeMbIiM TEMMEpaATypam A0KHa ObiTb NOATBEPKAEHA.

80. (65) Korma uHdpopmauma O COCTOSHMM 340pPOBbA AOHOPa (Y4enoBeKa WU KMBOTHOFO),
MMeloLLas 3HaYeHMe O/ KayecTBa NPOAYKUWMW, CTaHOBUTCA AOCTYMHOW MOC/e 3aKYMKW, 3TO LO/IKHO
YUYMTbIBATBLCA B NpoOLLeAypax OT3bIBa.

KoHTpoab KayecTBa

81. (66) KoHTponb B npouecce nNpousBoAcTBa sBAAeTcA bosee BaKHbIM AnAa obecneyeHusn
CTabunbHOCTM KayecTBa BMoNorMyeckmx papmaLeBTMYECKUX CyOCTaHLMIA U IEKAaPCTBEHHbIX NPENApPaTos,
Yyem A4NA APYrUX NeKapCTBEHHbIX NpenapaToB. MexonepaunoHHbI KOHTPOAb AO/IXKEH OCYLLECTBAATLCA
Ha COOTBETCTBYOLMX CTaAMAX NPOU3BOACTBA C Lie/Ibt0 KOHTPOIA YCA0BUI, ABNAIOWMXCA BAXKHbIMK A8
KayecTBa roToBOro NpoAyKTa.

82. (67) B cnyyae ecnm NPOMEXKYTOYHblE MPOAYKTbl MOFYT XPaHUTbCA Ha MPOTAKEHUU
ONVUTENBHOTO BpPeMeHM (4HW, Heaenu WAW [oNblie), AO0MKHA OblTb PAacCMOTpeHa BO3MOXHOCTb
BK/IIOYEHMA B TEKYLLYD MNPOrpamMmmy MCNbITaHUA CTabUAbHOCTM TaKMX CEPUIA FOTOBOW MPOAYKLUMM,
KOTOpble MpPOM3BEAEHbl U3 MPOMENKYTOUYHbIX MPOAYKTOB C MAaKCMMasbHbIM MNEPMOAOM XpPaHEHUA B
npouecce NPon3BOACTBa.

83. (68) Ecnm 3TOo AonycKaeTcs pPerncTpauyoHHbIM A0Cbe, AN onpeAeneHHbIX TUMNOB K/eToK
(Hanpumep, ayTONOrMYHbLIX KAETOK, MUCMO/Ab3yeMbiX B MPOM3BOACTBE  BbICOKOTEXHOJ/IOTMYHbIX
JIeKApCTBEHHbIX MPENapaToB), KOTOpble MOryT ObiTb AOCTYMHbI B OrpaHUYEHHbIX KOJMYECTBax,
npoBeseHME UCMbITAHUIA U NOPALOK XPAHEHWUA KOHTPOJIbHbIX 06pa3LoB MOryT ObiTb M3MEHEHbI, YTO
odopmnAeTca 4OKYMEHTANIbHO.

84. (69) na KNeToYHbIX BbICOKOTEXHOIOTMYHBIX 1EKAPCTBEHHbIX CPEACTB TECTbl Ha CTEPUIBHOCTb
OO/MKHbI MPOBOAUTLCA Ha KyNbTypax KAeToK uMauM BaHKax KneToK, cBo6OAHbIX OT aHTMOMOTUKOB, ANA
Nnojsly4eHMA [0Kas3aTeNbCTBAa OTCYTCTBMA KOHTaMMHauuu 6Oaktepuamm u rpubamu, a TakkKe panA
BO3MOXHOCTM OBHapYyKeHMA OPraHNU3mMOB, TPEBYIOLWMX CNeunanbHbIX YCAOBUN KYNbTUBMPOBAHUA (ecan
NPUMEHNMO).

85. (70) CootBeTcTBytOWAA CTpaTerMsa KOHTPONA AOJXKHA OCYLLEeCTBAATbCA 418 NPOWU3BOACTBA
OGMONOIMUYECKNX NIEKAPCTBEHHbIX MPEnapaTtoB C KOPOTKMM CPOKOM TOAHOCTM, Onpeaensiembim B
HacToAwem [pPUNOKEHMM KaK CPOK Ao 14 pHeln, ANA KOTOpbIx TpebyeTcs BbIMYCK Cepuu ele Ao



OKOHYaHMA MNpPoBeAEHMA WCMbITAHWIA KayecTBa BCEW MapTMM rOTOBOM MpPOAyKUMM (Hanpumep,
nccnenoBaHMe CTepUAbHOCTM). Tako KOHTPOAb A0/XeH ObiTb OCHOBaH Ha 1yBOKOM MOHUMaHUK
CBOWCTB /IeKapCTBEHHOTO npenapaTta U NPOU3BOACTBEHHOMO MPOLLECCa M A0/IKEH YUYUTbIBATb KOHTPO/Ib U
XapaKTepHble CBOWCTBA MCXOAHOMO CbipbA U UCXOAHbLIX MaTepuanos. HeobXoaAMMO HanuumMe 4eTKoro u
MOJIHOrO OMMCaHWA BCEW NpPoLEeAypPbl BbiMycKa, BKAKOYaOLEro 06A3aHHOCTU OTAENbHbIX PaboTHMKOB,
YYacCTBYIOWMX B OLEHKE MPOM3BOACTBEHHbLIX W aHa/UTUYECKUX AaHHbIX. [o/KHa MpoBOAUTLCA
HenpepbiBHasA oueHKa 3GpPeKTUBHOCTU cucTemMbl obecrnieyeHUs KadyecTsBa, BK/AOYasA BeaeHue 3anucen,
Mo3BOIAIOWMX OLEHUBaTb TeHAeHUUW. [o/KHbl BbiTb MPeaycCMOTPEHbl afibTepHaTMBHbIE MeToApbl
(Hanpumep, BbicTpble MUKpOBUOOrMYECKME MeTOoAbl) MOMYYEHUA COOTBETCTBYIOLIMX Pe3yabTaTos,
No3BOAIAOLMX MPOBOAUTL MpeABapuUTesbHOE MOATBEPNKAEHNE COOTBETCTBMA CEPUIA B CAydaax, ecau
HEBO3MOXHO NPOBECTU UCMNbITaHWMA FOTOBOrO /JIeKaPCTBEHHOro Mnpenaparta U3-3a ero KOPOTKOro CPoKa
rogHoctu. MNpoueaypa NOATBEPKAEHUA COOTBETCTBUA U BbIMYCKa CEPUM MOXKET NPOBOAMTLCA B ABa U
bonee sTana:

a) (a) oueHKa oTBETCTBEHHbIM(-bIMW) NMLLOM(-aMM) 3anuMcei, KacaloLmnxcs npouecca NpPonsBoACTBa
cepun, U pesynbTaToB MOHUTOPUHIA NPOM3BOACTBEHHOW cpeapl (ec/iM NPUMEHNUMO), KOTopble AONXKHbI
0XBaTblBaTb YC/NOBMA MPOM3BOACTBA, BCE OTKNOHEHMA OT CTaHAAPTHbLIX Mpoueayp W CyliecTsyolime
aHaAUTUYecKMe pesynbTaTbl A0S  NEePBUYHOrO  paspelleHua Ccepuum  NPoAyKTa K BbINYCKY
YMNOJIHOMOYEHHbIM INLOM;

6) (b) oueHKa yNno/JIHOMOYEHHbIM JINLLOM PEe3y/bTaTOB OKOHYATE/IbHbIX aHA/IUTUYECKUX UCMbITAHUI
M ApYyroi A[oCTynHOM MHbOpPMauUM ANA 3aKJUYUTENbHOrO MNOATBEPKAEHUA COOTBETCTBUS CEepuUM
YCTaHOBNEHHbIM TPeb6oBaHNAM.

86. [lomkHa bbITb MpeaycMoTpeHa npoleaypa, onucbiBalollaa Heobxoaumble MeponpuATUSA
(skntouan B3aMmogencTBME C MeAMUMHCKUMM paboTHMKamu), B C/yd4ae MOAYYeHUsA pes3ynbTaTos
NCMbITaHWUI, BbIXOAALLMX 33 rPaHuLbI cneunbmKaumii. Takme cayyam AOKHbI pacc/ieaoBaTbca B MOJHOM
obbeme, COOTBETCTBYHOLIME KOPPEKTUPYIOLME U npeaynpexaarolime AencTBua, Hanpas/ieHHble Ha
npeaoTspalleHne  BO3MOMKHOCTM  MOBTOPEHWA  TaKMX  C/y4aeB, [ONAXHbl  PEermcTpupoBaThCs
JOKYMEHTabHO.

IV. CNELMAIBHOE PYKOBOZCTBO MO OTAE/bHBIM TUMAM NPOAYKLIMM
(YACTb B)

JlekapcTBeHHble NpenapaTtbl }KMBOTHOTO NPOUCXOXKAeHuA (B1)

87. Hactoslee pyKoBOACTBO MPUMEHAETCA K MaTepuasam KMUBOTHOFO MPOUCXONKAEHUA, B TOM
yncne K maTepuanam, NOAYYEHHbIM U3 TaKMX NPesnpPUATURN, Kak CKOTOBOMHW. NOCKONbKY Lenu NocTaBoK
MOryT 6bITb OBLIMPHBIMU U CNOXKHBIMW, AONKHbI MPUMEHATLCA CPEACTBA KOHTPO/A, OCHOBAHHbIE Ha
NPUHUMNAX YNpaBAeHUA pPUcCKamun AnA KavectBa. [puM 3TOM HeobXxoaMmMo yuuTbiBaTb TpeboBaHUA
locypapcTBeHHOM dapmaKkonen Poccuitickoit depepaumu, BKAOYAA MNpoBeAeHWE COOTBETCTBYHOLLMUX
UCMbITAaHUI Ha onpefeneHHbIX CcTaguax. Jo/mKHa BecTUCb COOTBETCTBYHOWAA [AOKYMEHTauus,
obecneymBatoLLas NPOCAEKMBAEMOCTb LEMU MOCTAaBOK C YETKMM YKA3aHWEM POJIM KaKAO0ro y4acTHMKA
Lenu NocTaBoK, BKAOYaA, Kak NPaBu/o, A0CTaTOYHO NoApobHOe ONMCcaHne CXeMbl MOCTABOK.

88. (1) Heobxoaumo Hanunume npoOrpamMmm MOHMTOPUHIA OMACHbIX ANA YenoBeKa 6onesHel
UBOTHbIX (BeTepuHapHoe ocBuAeTeNbCcTBOBaHME). lNpu oueHKe ©aKTOPOB pPUCKA LO/MKHbI ObITb
NPUHATbI BO BHWMAaHWE COOOLLEHMA 3aCNYXKMBAKOWMX OOBEPUE  UCTOYHWUKOB OTHOCUTE/IbHO
pacnpocTpaHeHHOCTH 3aboneBaHMa Ha TeppuTOPUM TOCYAapcTBa, B TOM 4YMC/Ae cogeprKawme
MHOOPMALMIO O MNPOBEPKE COCTOAHUSA 340POBbA KMBOTHbIX M Nporpamme(ax) KOHTPOAA Ha
rocyapCTBEHHOM WM MECTHOM YPOBHAX, BKAKOYAA MepPONpPUATUS KOHTPO/S UCTOYHMKOB (Hanpumep,
dbepmbl MAM 3aroHbl ANA CKOTa), M3 KOTOPbIX MOJIyYeHbl MXMBOTHblIE, M KOHTPOJIb BO Bpems
TPAHCNOPTMPOBKU }KUBOTHbIX HA CKOTOBOMHIO. O4HOM U3 OpraHn3auunii, ocyLwecTBAAKLWEN MOHUTOPUHT
3a601eBaeMoCTH KUBOTHbIX B MUpE, ABAAeTcAa MexayHapoaHoe 3nmM3o0TMyeckoe b6topo.

89. (2) CKOTO6OMHM [ONKHbBI COOTBETCTBOBATb TPEOOBAHWMAM, YCTAaHOBAEHHbIM HOPMATUBHbLIMMU
NpaBoOBbIMKW aKTamm Poccuinickon ®eaepaunn, Npyu UCNONb30BAHUMN UX B KAYeCTBE MOCTABLLMKOB TKaHeM
KMBOTHbIX. JJO/KHbI ObITb MPUHATHI BO BHMMAHWE CBELEHWUA OT YNONHOMOYEHHOro ¢eaepanbHOro
opraHa WCNONHUTENbHOW BAacTM, NOATBEPrKAalOWMe cobaogeHne TpeboBaHUI 6e30nacHOCTU U



KayecTBa KOPMOB, YCTaHOB/IEHHble HOPMATMBHbLIMKW MPABOBbIMW akTamu Pocculickoli ®eapepaunn u
(nnn) Apyrmux cTpaH, U3 KOTOPbIX Cbipbe MMMNopPTUpPYeTcs B Pocculickyto ®eaepauuio.

90. (3) MeponpuAaTMA MO KOHTPOJIIO WCXOAHOTO CbiPpbA M UCXOAHbIX MATepPUasNoB Ha TaKMX
NPeanpuUATUAX, KaK CKOTOBOWHM, AONXKHbI BKAKOYATb ONpenesieHHble 3/1eMEeHTbl CUCTEMbI YNPaBAeHMUs
KayecTBOM Ans obecneyeHus YyAOBAETBOPUTENBbHOTO YPOBHA MNPOdEecCMOHANbHOM NOArOTOBKU
nepcoHana, NPoC/aexXMBaeMOCTM MaTePMNaNoB, KOHTPOA U CTabUABHOCTMH.

91. (4) JonKHbl 6bITb NPEAYCMOTPEHbI MEPONPUATUA MO KOHTPOJIIO UCXOAHbIX MATepUanos Uan
MCXOOHOrO cblpbsi, obecrneuyMBalolme npenoTBPaLLEHME BMELLATENbCTB, BAMAIOWMX HA KayecTBO
YKa3aHHbIX MaTepuasnoB WM CblipbA, WAW, NO MeHblUei mepe, npeaocTaBasowme MHPopmaumo o
NpPoBeAEeHUM TaKNUX MEePONPUATUIA NPU NPOABUMKEHUN UCXOAHbIX MAaTEPMANIOB AN UCXOAHOTO CbipbsA MO
NPOW3BOACTBEHHON LeNOYKe UAN LEenoYKe NOCTaBKW. [aHHble MeponpuUATUA AONXKHbI NPOBOAUTLCA B
OTHOLWUEHMM MepemeLLeHNA YKasaHHbIX MATEPMANOB WM CbipbA OT MeCT nepBuyHoro cbopa,
NpoBeAeHMA YACTUYHOM M MONHOM OYUCTKM [0 MECT XPaHEHWA, HAKOMNEHWs, pasmeLleHua WU
HaxoX4eHunA y nocpeaHnKoB. HeobxoAMMO OCYLLECTBAATb AE€TaNbHYlD Perncrpauumilo nNpoBefeHHbIX
MepoNpUATU B pamMKax cucTemMbl, obecneuymBatollell NPOCNAEKMBAEMOCTb MPOAYKLMMU, BKAKOYAA
perucTpauuio Ntobbix HapyWweHW, CBA3AHHbIX C HUMM PaccaefoBaHUA U NPUHATBIX Mep.

92. (5) onkHbl NPOBOAUTLCA MOCTOAHHbIE OLEHKN MOCTABLLMKOB UCXOAHOTO CbipbA M MCXOAHbIX
MaTepuanos, noaTeepxaatowme cobnogeHme TpeboBaHUA KOHTPOAA UCXOAHOIO CbipbA U UCXOAHbIX
MaTepuanoB Ha pasHbiX CTaguAax npoussoacTBa. [lpou3BoauTeNb [O/MKEH WMETb  MOJHYHO
OOKYMEHTaUMIO O paccaefoBaHMAX NPOUCLLECTBUIA, MPOBEAEHHbIX C TWATE/IbHOCTbIO, COOTBETCTBYOLLEN
3HAYMMOCTM MpoMmcliecTBUIiA. [LO/KHbI CyLW,ecTBOBaTb CcUCTeMbl, obecneuymsatowmMe npoBeaeHue
3P PEKTUBHbIX KOPPEKTUPYIOLUX U Npeaynpexaatowmx AecTBUil.

93. (6) Knetku, TKaHM U OpraHbl, UCMONb3yeMble A1 NPOU3BOACTBA KCEHOTEHHbIX KNETOYHbIX
JIeKApCTBEHHbIX MPEnapaToB, AO/MKHbI OblTb MOAYYEHbl WCKAOUYUTENIbHO OT JKMBOTHbLIX, KOTOpble
copep’KaTcs B HEeBOJIe B YCNOBMAX OTCYTCTBMA KOHTaKTa C APYrMMW XMBOTHbIMW M BbIPaLLMBAIOTCA
cneumanbHoO Ana 3TUX uenen. HM B Koem c/iyyae He OO0MYyCKaeTcs UCMOJ/Ib30BaHUE KETOK, TKaHel U
OpPraHoOB AMKUX }KMUBOTHbIX U/IN }KMUBOTHbIX CO CKOTODOEH. TaKKe He J0MyCcKaeTca UCNO/Ib30BaHMe TKaHel
YKMBOTHbIX-OCHOBaTeNen (KUBOTHbIM OpraHM3m, HecylMid 4yKepoaHblit reH). Heobxoaumo BecTu
HabnoaeHMe U JOKYMEHTALMIO OTHOCUTE/IbHO COCTOAHMA 340P0BbS Y KUBOTHbIX.

94. (7) Mpu KCEHOreHHOW KAEeTOYHOW Tepanuu U OOPALLEHUU KCEHOTFEeHHbIX JIEKAPCTBEHHbIX
npenapaToB A[O0/MKHbI cob6nt0AaTbCA TpeboBaHMA HOPMATMBHbLIX MPABOBbIX aKToB Poccuickoin
depepaumn, Kacatoumecs NOCTaBKM M UCNbITAHUIA KNETOK *KUBOTHbIX.

JlekapcTBeHHble npenapatbl annepreHos (B2)

95. WcxopHble maTepuanbl MOTyT 6biTb NPOM3BEAEHbI MYyTEM W3BAEYEHUA W3 €CTECTBEHHbIX
MCTOYHMKOB MM C UCNOJIb30BAHUEM TEXHOIOTMM PEKOMBUHAHTHOM AHK.

96. (1) Ans rapaHTUM COOTBETCTBMA MOCTABKM MCXOLHbIX MaTePMaNoB LO/IKHO CyL,eCcTBOBaTb MX
onucaHue, BK/loYatolee Heobxogumble geTanu, B YaCTHOCTM, OOLLENPUHATOE M Hay4yHOe Ha3BaHWe,
NPOUCXOXAEHME, NPUPOAY, NPenebl COAEPKaHNA KOHTAMUHAHTOB, METOZ, B3ATUA TaKUX MaTepMaos.
MaTepuanbl KUBOTHOMO MPOUCXOMKAEHUA AOMKHbI 6biTb MNOAYYEHbl OT 340POBbLIX MKMBOTHbIX. [AA
KO/IOHUIN (Hanpumep, KNewen, *KMBOTHbIX), KOTOPble MCMONb3YHOTCA ANA 3KCTPAKUWUWU annepreHos,
AONKHA CylWecTBOBaTb COOTBETCTBYIOWAA CUCTEMA KOHTpona, obecneumsatowan 6uonormyeckyto
6e3onacHoCTb. JlekapcTBeHHble MpenapaTbl anfepreHoB AOMXKHbI XPaHUTbCA B COOTBETCTBYIOLLMX
ycnosuax, obecneymBaoLmMx UX Ka4yecTso.

97. (2) CragmMu TexHO/NOrMYecKoro npouecca, BK/AlOYaloUWMe npeasaputenbHyto o6paboTky,
3KCTpaKuMio, GMUAbTPALMIO, ANANNU3, KOHLEHTPUPOBAHME WUAM NMODUAN3ALMIO, AO0MKHbI BbiTb AETaNbHO
OnucaHbl ¥ BaNMAMPOBAHbI.

98. (3) Mpoueccbl moaudUKauMM, WCNoAb3yemble A4 NPOU3BOACTBA MOAUDULMPOBAHHbIX
3KCTPAKTOB ajfiepreHoB (HanmpuMmep, anneprouMaos, KOHBLIOraToB), AO/KHbI ObiTb OMMCaHbl B
COOTBETCTBYHOWEN AOKYMEHTaUMK. MpoMeKyTOUHbIE MPOAYKTbI B TEXHOOTMYECKOM NPOLLeCcce A0/KHbI
6bITb MAEHTUPULMPOBAHBI M MPOKOHTPOIMPOBAHDI.

99. (4) CmecKu 3KCTPAKTOB ajl/iepreHoB A0/KHbl ObiTb MPUIOTOB/IEHbI U3 OTAE/bHBLIX 3KCTPAKTOB
MCXOAHbIX MaTepuasnoB, MOJYYEHHbIX M3 OOHOTO MCTOYHMKA. KarKabli OTAENbHbIA 3KCTPAKT [O/IKEH



6bITb ONpeaeneH Kak oTaenbHas papmauesTuyeckas cybcTaHumA.
NekapcTBeHHble NpenapaTbl UMMYHHbIX CbIBOPOTOK KMBOTHbIX (B3)

100. (1) nNpowusBoguTenb [OAXKEH yaenatb ocoboe BHMMAHWE KOHTPOAD aAHTUIEHOB
6M0I0rMYECKOTO MPOUCXOXKAEHUA ANA FapaHTUM MX KayecTBa, MOCTOAHCTBA W OTCYTCTBMA MOHOYHbIX
areHTtoB. [loAroToBKa MaTepuanos, WCMOAb3YyeMbIX A8 WMMMYHM3AUMU KUBOTHbIX (Hanpumep,
MCNoNb30BaHMe M (MM) BeAeHMEe aHTUIeHOB, ranTeH-HOCUTEeNel, aAblBaHTOB, CTAbUAM3MPYHOLMX
areHToB), M XpaHeHWe TaKMX MaTepuasoB HEMOCPEACTBEHHO Mepes MMMYHU3aUMENn OOJIKHO
NpPon3BOAUTLCA B COOTBETCTBUM C AOKYMEHTANbHO OPOPMIEHHBIMU NPOLEAYPAMMU.

101. (2) Npoueaypbl UMMYHWU3AUUKN, UCCNEAOBAHNA KPOBU M OTOOPA KPOBM A0/XKHbI MPOBOAUTLCA
B COOTBETCTBUW C PErUCTPALMOHHbIM 4OCHE.

102. (3) YcnoBua npou3BOACTBA JIEKAPCTBEHHbLIX MpenapaToB M3 cybdparmeHTOB aHTUTEN

(Hanpumep, yyacTku cBAsbiBaHuA aHTureHa Fab n F(ab'),) u niobble panbHeiiwmne moguduraumm

OO/KHbl  COOTBETCTBOBAaTb Ba/IMAMPOBAHHBLIM W YTBEPXKAEHHbIM MapameTpam. Ecnu  depmeHTsl,
Mcnosb3yemble Npu NPOMU3BOACTBE, COCTOAT U3 HECKOJIbKMX KOMMNOHEHTOB, A0/IKHA BbITb 06ecneyeHa nx
CTabUNbHOCTb.

BakuuHbl (B4)

103. (1) Npu Mcnonb3oBaHUN 3MBPUOHOB NTUL, AONKHO BbITb 0becneyeHO 30POBbe BCEX CTaMd,
MCNONb3YeMbIX OAs MX MnojydeHua (ana cran, cBobOAHbIX OT crneuuduyeckMx naToreHos, U gAs
3/10POBbIX CTalA).

104. (2) [fonxkHa npoBOAWUTLCA BaMZAUMA LEeNOCTHOCTU KOHTEMHEepOoB, WMCMOAb3yeMblX A
XPaHEeHMA NPOMENKYTOUHbIX MPOAYKTOB, U BPEMEHU UX XPAHEHMS.

105. (3) B 30Hax, coaep:Kaliux »KuBble OMONOrMYEcKMe areHTbl, 3anpelaeTcs OTKpPblBaHMe
COCY/Z0B, COAEPKALLNX MHAKTUBUPOBAHHbIE IEKAPCTBEHHbIE NpenapaTbl, M oT6op Npob 13 Hux.

106. (4) MNocnepoBaTenbHOCTb MNPUOABNEHUA AKTUBHbIX KOMMOHEHTOB, aAblOBAHTOB MU
BCMOMOraTe/ibHbIX BeWecTB B MNpouecce MPOWM3BOACTBA MPOMEXKYTOYHOrO MAM FOTOBOrO MPOAYKTa
O0/KHA COOTBETCTBOBATb TEXHO/IOTMYECKUM MHCTPYKLMAM.

107. (5) B cnyyae mcnosb3oBaHWSA JAs MNPOU3BOACTBA WAW WUCMbITAHUA MUKPOOPraHM3MOB,
KOTOpPbIM TMPUCBOEH BbICWINIA ypOBEHb OWONOrMYECKOM OMacHOCTM (Hanpumep, NaHAEMUYECKUE
WTaMMbl), AOMKHbI OblTb OobecneyvyeHbl Heobxoanmble Mepbl M3onAUMKU. [ONKHO OblTb NOAYyYEHO
OOKYMeHTaNlbHOe MNOATBEPKAEHME pPA3PELleHNA Ha MpPOoBeAeHMEe YMOMAHYTbIX MeponpuATUiA OT
COOTBETCTBYHOLMX YNOJHOMOUYEHHbIX ¢denepasbHblX OPraHOB WCMOAHWUTENbHOW BAacTU. [aHHaA
OOKYMeHTauma A0MKHa ObITb B HAIMYUK U AOCTYMHA ANA NPOBEPKU.

PekombuHaHTHbIe NpoayKTbl (B5)

108. (1) Ona obecneyeHnsa MNOCTOAHCTBA CBOWMCTB /IEKAPCTBEHHOro npenaparta, CoAepiKallero
AONyCTMMble NPUMECHK B OMnpeae/ieHHOM AnanasoHe, A0NKHbl co6t04aTbCA BaUANPOBaHHbIE YCA0BUA
TEXHO/IOTMYECKMX MPOLLECCOB MPW POCTE KNETOK, 3Kcnpeccum 6enka uM ounctke. Ans obecneuyeHus
OTCYTCTBMA BMPYCHOM KOHTaMMHaUMM B ONpeaefieHHbIX TUNax KNeToK, MCNo/b3yeMblX B MPOU3BOACTBE,
MoryT noTtpeboBaTbCcA AONO/MHMTENbHble Mepbl. [AA NeKapCTBEeHHbIX MpenapaTtos, MPOM3BOACTBO
KOTOpbIX NpeaycMaTpuMBaeT  MHOroKpaTHble cbopbl  KNETOK NpW  KyAbTUBUPOBAHWUM,  €ro
NPOAOKUTENbHOCTb A0/IKHA HAXOANUTHLCA B YTBEPIKAEHHbIX Npeaenax.

109. (2) Mpoueccbl OYMCTKM OT HexenaTesbHblX MPOAYKTOB, MCTOYHMKOM KOTOPbIX ABAAOTCA
KNETKM XO03AIMHA, B YACTHOCTM OT 6EenKoB, HYKNEMHOBbLIX KWUCNOT, Yr/1eBOo4OB, BMPYCOB M APYrux
npumecei, A0IKHbI MPOBOAUTLCS B PaMKax OnpeaesieHHbIX BanaMpPoBaHHbIX NPeaenos.

NekapcTBeHHble NpenapaTbl MOHOK/IOHA/IbHBIX aHTUTeN (B6)

110. (1) MOHOK/NOHaNbHbIE aHTUTeNa MOoryT 6bITb npounsseneHbl U3 MbILUNHBIX NN YeNT0BEYECKUX



rMbpuaom MAM C NOMOLLBIO TeXHONIOMMM pekombuHaHTHon AHK. [Ans obecneyeHma 6e3onacHOCTU U
KayecTBa /IeKapCTBEHHOrO npenapaTa 40/KHbl MPOBOANTLCA COOTBETCTBYHOLLME MEPONPUATUA KOHTPOA
B OTHOWEHUM WMCXOAHbIX KNETOK (B TOM 4MC/ie, MUTAOLWMX KNETOK, B C/llydae MX UCMOSb30BaHUA) U
NCXOAHbIX MaTepuanos, UCNOJb3yeMbIX AN CO34aHMA TMBPUAOMbI U (UAK) AMHUK KneToK. Heobxoammo
YOOCTOBEPUTLCA, YTO JaHHble MeponpuATMA MPOBOAATCA B YTBEP)KAEHHbIX npegenax. Ocoboe
BHMMaHME AOJIKHO yAeNnATbCA A0Ka3aTebCTBY OTCYTCTBUA BMPYCOB B JIEKAapCTBEHHOM npenapate. Oaa
[0Ka3aTeNnbCTBa NPUrOAHOCTU NIEKAPCTBEHHbIX MpPenapaToB, MPOM3BEAEHHbIX Ha OOHON U TOW Xe
TEXHONOIMMYECKOWM OCHOBE, BOSMOXHO UCMO/Ib30BaHWE AaHHbIX, MONYYEHHbIX MPU UCMbITAHWUM OL4HOIO U3
HUX.

111. (2) QonxkHa 6bITb NPOBEAEHA NPOBEPKA TOTO, YTO KPUTEPUM HA MPOMEKYTOUYHON N KOHEYHOW
CTagMAX NPOU3BOACTBEHHOIO NPOLLECCA KOHTPOIMPYIOTCA M HaXO4ATCA B YTBEPKAEHHbIX Npeaenax.

112. (3) NMpoun3BOACTBEHHbIE YCA0BUA ANA NPUTOTOBAEHUA Cy6dparmeHToB aHTUTeN (Hanpumep,

Fab, F(ab'),, scF v) un nobbix apyrux mogudukaumii (Hanpumep, BBEAEHWA PALMOAKTUBHBIX METOK,

KOHBIOraLMm, XMMNYECKOTO CBA3bIBAHWUA) 40/IKHbI COOTBETCTBOBATb BA/IMAMPOBAHHbIM NapameTpam.
JlekapcTBeHHble NpenapaTbl TPAHCTEeHHbIX }KUBOTHBbIX (B7)

113. ObecneyeHWe MNOCTOAHCTBA MCXOOHOIO MaTepuana, MONYYEHHOrO W3 TPaHCreHHOro
WCTOYHUKaA, ABnseTcA 6bonee NnpobaemaTMUHbIM, YEM MPU UCNONb30BaHMWN CTAHAAPTHbBIX HETPAHCTEHHbIX
6MOTEXHONOTNYECKMX UCTOYHUKOB. CnefoBaTesibHO, A0/IXKHbI cO6M0A4aTbCA NOBbIWEHHble TpeboBaHMsA
ONA 00Ka3aTeNbCTBa NOCTOAHCTBA BCEX CBOMCTB IEKAPCTBEHHOIO NpenapaTa OT CEPUN K CEPUN.

114. (1) Ana npousBoacTBa BMONOIMUYECKMX JIEKAPCTBEHHbIX MPenapaToB MOryT UCNOAb30BaThCA
pa3nnyHble BUAbl XMBOTHbIX, B TOM 4YMCAe MOFYT NMPOBOAUTLCA B3ATME W OYMUCTKA OBMONOTUMYECKMX
XUAKocTel (Hanpumep, MosoOKa). KMBOTHbIE AO0/KHbI MMETb YETKYIO M YHUKAZIbHYI0 MapKUPOBKY, U
OOMKHbI  ObITb  NpeaycMmoTpeHbl  Aybauvpylowme  mepbl  Ha  caydalh  yTpaTbl  NEPBUYHOIO
naeHTUdMUMPYLOLWEro mapKepa.

115. (2) YcnoBua cogeprkaHuMa M yxo4a 3a KMBOTHbIMM AO/KHbI 0becneynBaTb HaMMeEHbLUWI
BO3MOMHbIA KOHTAKT KMBOTHbIX C NAaTOF€HHbIMM areHTamMu U 300HO3amMU. [lo/xKHbI BbITb pa3paboTaHbl
COOTBETCTBYHOLLME Mepbl 3alLMTbl OKpyKawLwein cpepbl. JomkHa b6biTb paspaboTaHa nporpamma
HabntoaeHMA 33 340POBbEM KMBOTHbIX C COOTBETCTBYIOLWMM BHECEHMEM 3aMUCeN B AOKYMEHTALMIO.
TaKKe JoMKHbI ObITb paccnefoBaHbl Nt0bble UHLMAEHTbI U ONPEAENEeHO UX BAUAHME Ha BO3MOXHOCTb
OaNbHENWero MCnoib3oBaHMA XWBOTHOFO W paHee NOJIyYeHHbIX cepui npoayKkumn. Heobxoaumo
YA0CTOBEPUTBLCA, YTO Ntobble NeKapCcTBEHHbIE NPenapaTthbl, NPUMEHABLLUMECA ANA IEYEHWNA KUBOTHbIX, HE
npuBeayT K KOHTaMUHaLMKW NPOM3BOANUMOro NeKapCTBEHHOro npenapara.

116. (3) JonxKHa cylecTBoBaTb AOKYMEHTAUMA C POSOCAOBHOM OT KMBOTHOIO-OCHOBaTENA A0
MBOTHbIX, UCMONb3YIOLWNXCA ANA NPOM3BOACTBA. 3anpeLaeTca CMeWwrBaHWe MaTepuranos, NOAYYeHHbIX
M3 Pa3HbIX TPAHCTEHHbIX IMHUI XKUBOTHbIX, TaK KaK OHU MPOUCXOLAT OT Pa3HbIX XMBOTHbIX-OCHOBATENEN.

117. (4) YcnoBuAa, Npu KOTOPbIX MPOU3BOAUTCA B3ATUE MaTepPUasioB, AONXKHblI COOTBETCTBOBATb
HOpPMaMm pPEerncTpaLMoHHOrO [O0Cbe M MNPOTOKONA KAMHUMYECKUX wccnesoBaHuit. lpaduk B3ATMA
MmaTepuana u ycnoBuA, NpU KOTOPbIX KUBOTHble MOFYT BbiTb MCKAKOYEHbI M3 NpoLLecca NPou3BOACTBa
NIeKapCTBEHHOro npenapara, AOJ/IKHbl COOTBETCTBOBATb YTBEPMKAEHHbIM MpoLeaypam U KpUTepuam
npMemaemocTy.

JlekapcTBeHHble NpenapaTtbl TPAHCTEHHbIX pacTeHuit (B8)

118. ObecneyeHMe MNOCTOAHCTBA WCXOO4HOrO MaTepuana, MOJYYEHHOrO0 M3 TPAHCFEHHOro
WCTOYHWKaA, ABnseTcA 6onee NpobaemMaTUYHbIM, YEM NPU UCNONb30BAaHUWN CTAHAAPTHbLIX HETPAHCIEHHbIX
6MOTEXHONOMMYECKUX UCTOYHMKOB. CnefoBaTeibHO, OOMKHbI COBNI0AATLCA MOBbIWEHHble TPeboBaHUA
ONA A0Ka3aTeNbCTBa NOCTOAHCTBA BCEX CBOMCTB IEKAPCTBEHHOIO NpenapaTta OT CepPUn K CEpUN.

119. (1) Ons npepoTBpalleHUs KOHTAaMMHALMW [NaBHbIX M paboumx TpaHCreHHbix 6aHKoB
NMOCTOPOHHMMM MaTepuasamm pPacTUTENbHOTO NPOUCXOXKAEHUA M COOTBETCTBYIOLMMW MOCTOPOHHUMM
areHTamuM MOryT MOHaZobMTbCA AOMONAHUTENbHbIE Mepbl, MNPeALecTByloWwme UAM chegylolme 3a
MeponpUATUAMM, YKasaHHbIMM B Obwem pyKosoacTee (nyHKTbl 15 - 86 HacTosawero MNpunoxeHus).



KoHTponb CTabuibHOCTU reHa [AOMXKeH NPOBOAUTLCA HA MNPOTAXKEHUMM ONpeaeseHHOro KoJiMyecTBa
reHepaummn.

120. (2) Ona obecneyeHns nocTosaHcTBA cbopa yporKas OT pPasHbIX KyJbTyp PacTeHW pacTeHus
OO/IKHbl MMETb YETKYI0 WM YHWKaNAbHYI0 MapKUPOBKY, W AOJXHbl ObiTb YyKasaHbl WX OCHOBHbIE
XapaKTEPUCTUKU. B 4YacTHOCTKM, COCTOSHME 340POBbSA PACTEHMMN, BXOAAWMX B Ky/JAbTYpy, LOKHO
KOHTPO/IMPOBATLCA C ONnpeseseHHOW NeEPUOANYHOCTbLIO HA NPOTAXEHUN NepUoa BbipalMBaHUS.

121. (3) [donxkHbl 6bITb yCTaHOBAEHbI Mepbl MPEAOCTOPOXKHOCTU ANA 3aluTbl KyabTyp. [o
BO3MOXHOCTM HEOBXOAMMO MMHUMMU3IMPOBATb UX KOHTAaMUHALMIO MUKPOBMONIOrMYECKMMIN areHTaMm u
NepeKkpPecTHy0 KOHTAMMHALMIO pPacTeHMAMM Apyroro BuAa. [o/iKHbl ObiTb NPUHATBI Mepbl A/
npeAoTBPALLEHNA KOHTAMUHALMK IEKAPCTBEHHOIO NpenapaTta TakKumMKM MmaTepuanamm, Kak necTMungbl u
yaobpeHua. JonkHa 6biTb paszpabotaHa nporpamma MOHUTOPUHIA C COOTBETCTBYIOWMM BHECEHUMEM
3anucen B LOKYMEHTALMIO, TaK¥Ke A0/KHbI OblTb pacciefoBaHbl Nt06ble MHUNAEHTbI U ONpeaeneHo ux
BAMAHME Ha BO3MOXHOCTb AaNbHENLLEro UCNOb30BaHMA KybTypbl B NPOM3BOACTBEHHOM MpoLLecce.

122. (4) JonxHbl HBbITb YETKO ONMCAHbI YCNOBUA, ONPesenstolme cnydamn, Koraa pacTeHna moryt
6bITb UCKAIOYEHDBI U3 NPOU3BOACTBEHHOIO Npouecca. HeobxoaMmo yCTaHOBUTb Npeae bl NPUemMaemocTm
ANA maTepuanoB (Hanpumep, OCHOBHbIX 6enKOB), KOTOpble MOryT MomellaTb Npoueaype OYUCTKM
npoaykumn. JonKHO OblTb NOATBEPXKAEHO, YTO pe3ynbTaTbl HAaXOAATCA B MNpefenax yTBEpPHKAEHHbIX
HOpM.

123. (5) OomkHbl 6bITb 3adMKCUMPOBAHbI YC/IOBUA OKpY:Kaloweln cpeabl (TemnepaTtypa, 40XKAb),
KOTOpble MOryT NOB/AUATb HA KA4YeCTBEHHbIE XapPaKTEPUCTUKMN IEKAPCTBEHHOrO NpenapaTa, a TaKXe Ha
NPOW3BOACTBEHHbIA BbIXO4 PEKOMOMHAHTHOrO 6esika, HauyMHas OT BPEeMEeHW MOoCceBa, Ha NPOTAXKEHUU
KyNbTUBMPOBAHMA U A0 MOMEHTa cbopa M MPOMENKYTOUYHOrO XpaHeHUa cobpaHHbIX MaTepuanos. Mpu
0dOPM/IEHMM YKA3aHHOM AOKYMEHTALMWN O0MKHbI cObA0AaTbCA TPeboBaHMA HOPMATUBHBIX NPaBOBbLIX
akToB Poccuiickoli ®eaepaumn, perympyowmx BONpoch! BbipallmMBaHma 1 cbopa pacTeHUN.

JlekapcTBeHHble npenapaTtbl reHHoM Tepanuu (B9)

124. CywecTByeT HECKONIbKO TUMOB /IEKAPCTBEHHbIX MPenapaToB reHHoM Tepanum (NekapcTBeHHble
npenapaTtbl reHHOW Tepanuu, cogeprkalime nocnefoBaTebHOCTb(TM) PEKOMOBUHAHTHBIX HYK/JEMHOBBIX
KUCNOT WAU  TeHeTUYECKM MoAUPULMPOBaAHHbIA(ble) MUKpoopraHMam(mbl) wuan  Bupyc(bl), u
NleKapCTBEHHbIE NpenapaTbl reHHOM Tepanuu, cogeprrallme reHeTUYeckn MoANPULMPOBAHHbBIE KNETKHK),
KOTOpble OXxBaTbiBalOTCA NyHKTamm 124 - 136 HacTtoAwero [lpuaoxeHua. [na NekapCTBEHHbIX
NpenapaToB reHHOM TepanuMuM Ha OCHOBE KNETOK MOryT MPUMEHATbCA HEKOTOpble MONOXEHUA,
M3/10KeHHble B NyHKTax 137 - 144 HacToAwero MpunoxeHua.

125. (1) Bcnepctsve TOro, YTO KAETKM, MUCMOJb3yeMble ANA MPOM3BOACTBA JIEKAPCTBEHHbIX
NpenapaToB reHHOM Tepanuu, NOAy4YeHbl WMAW OT Atogen (ayTONOrMYHbIE WM aNIoTEHHbIE), UAN OT
YKMBOTHbIX (KCEHOTFEHHbIE), CYLLeCTBYET MOBbILWEHHbIA PUCK UX KOHTaMWHaLMM NMOBOYHBIMW areHTamMm.
[na n3onaunm ayTonorMyHbIX MaTepManos, NOAYYEHHbIX OT MHOULMPOBAHHbIX AOHOPOB, AONXKHbI, ObITb
npeaycmoTpeHbl ocobble MmeponpuATUA. [NA  TakKMX WCXOAHbIX MaTepuanoB, a TaKxKe Ans
KPMOMPOTEKTOPOB, MNUTATeNbHbIX CpeA, KJAETOK W BEKTOPOB, HAAEMKHOCTb KOHTPOJIbHbIX U
NCNbITAaTENBbHbIX MEPOMNPUATUIA [O0MKHA ObITb OCHOBAHA HA NPMHUMNAX YNPABAEHUA PUCKaMWU anA
KauyecTBa M [O/IKHA COOTBETCTBOBATb PErmMcTpauMoHHOMY gocbe. Co3AaHHble KNETOYHbIE AUMHUKU ONA
Npou3BOACTBa BUPYCHbIX BEKTOPOB M MPOBEAEHMA KOHTPOJIbHLIX M WCMNbITATENIbHbIX MEPOMNPUATUI
OO/MKHbI TaKKe OCHOBbIBAaTbCA Ha MNPUHLMMAX YNpaBieHWA PUCKAaMW AAA KayectBa. B cayuae
HeoHX0AMMOCTU A0MKHbBI UCNONb30BATLCA BUPYCHbIE MOCEBHbIE KYAbTYPbl U CUCTEMbI 6AaHKOB KAETOK.

126. (2) Ha BO3MOXKHOE coaepaHue npumecel, MOCTOPOHHUX areHTOB W MepPeKpPecTHyto
KOHTaMUHAUMIO BAMAIOT TakMe ¢aKToOpbl, Kak Npupoaa reHeTUMYecKoro maTtepuana, TMN BeKTopa
(BMpYCHbIA MAN He BUPYCHbIA) M TUN KAETOK, YTO AO0NXKHO ObiTb yuyTeHO Npu paspaboTke obluel
cTpaTerMm MWHUMMM3AUMKM puUCKa. Ha ocHoBe [JaHHOW cTpaTerMm Ao/KHbl ObiTb  paspaboTaHbl
TEXHONOIMMYECKUIN NPOLECC, CNPOEKTUPOBAHbI MNPOM3BOACTBEHHbIE W CKAAACKME MOMELLEHUA U
obopyaoBaHue, pazpaboTaHbl Npoueaypbl YOOPKM U AEKOHTAMUHALLMM, A TaKKe YNaKOBKW, MapKUpPOBKU
W peanunsauuu.

127. (3) Mpon3BOACTBO M MCNbITAaHWE JIEKAPCTBEHHbLIX MpenapaToB reHHoW Tepanun Tpebyet
pelweHuna cneunduyecknx Bonpocos 6€30MacHOCTN M KayecTBa rOTOBOrO IEKAPCTBEHHOIO NpenapaTa u



Bonpocos 6e30nMacHOCTU MAUMEHTOB U MepcoHana. [losKeH NPUMEHATbCA MOAXOA, OCHOBAHHbIM Ha
ynpasaeHun puckamm, gna obecneveHna 6e30nacHOCTM NEPCOHAa, OKPYKAKOLLEN cpeabl U NALMEHTOB,
a TaKKe NPUHATbI Mepbl KOHTPOIA COOTBETCTBEHHO YCTAaHOB/IEHHOMY KNaccy 6M010rMYecKoit onacHoCTy.
Mepbl no obecneyeHnto 6e30nNacHOCTM AOJKHbI COOTBETCTBOBATb TpPebOBaHMAM HOPMATUBHbIX
npaBoBbiX akToB Poccuiickon depepauum.

128. (4) NMepepsukeHWe nepcoHana (BKAOYAsA MEPCOHas, 3aHATbIA KOHTPOAEM KayecTBa, U
06CNYKMBAOWMI NEepcoHan) U NOTOKM MATepMasnoB, BKAKOYAA Te, KOTOPble XPAHAT M MCNbITbIBALOT
(Hanpumep, ucxogHble maTtepuanbl, 0bpasubl AaA BHYTPUNPOU3BOACTBEHHOIO KOHTPOAA, 06pasLbl
roTOBOrO JIEKAPCTBEHHOrO Npenaparta 1 Npobbl NPoOM3BOACTBEHHON cpeabl), A0/KHbI OPraHN30BbIBaTbCA
Ha OCHOBE MPWHLMMNOB YNPaBAEHMA PUCKaMKU ANA KadecTBa. [10 BOSMOMKHOCTU MpPW 3TOM UCMO/b3YHOT
OAHOHANpPaB/ieHHble MOTOKWU. [JOMKHO Y4YMTbIBAaTbCA NEpemelleHne Mex4y 30HaMK, CoAepXKalumwu
pasfinyHble reHeTUYeCKn MoAMOULNPOBAHHbIE OPraHNU3Mbl, U 30HAMM, COLEPHKALLMMMN FEHETUYECKU He
MOANDULMPOBAHHbIE OPFraHU3MbI.

129. (5) Mpu npoeKkTMpoBaHMM MNOMELLEHUA M 0OOPYAOBaAHUA [AOMKHbI ObITb YyUTeHbl BCe
BO3MOXHble cCreuManbHble npoueaypbl, Tpebywowwueca ANA AEKOHTAMMHAUMKU WUAM  OYUCTKM OT
OpraHM3moB, KOTOpble WCMNOJ/b3YOTCA MNPU MPOW3BOACTBE JIEKAPCTBEHHOro npenapaTa. lMporpamma
MOHWUTOPUHIA COCTOAHWUA MPOU3BOACTBEHHOMN Cpeapbl, eC/IM 3TO BO3MOMKHO, A0/KHA ObITb A0ONO/HEHA
MeToAaMM onpeaeneHns NpuUcyTcTBmA cneumduYeckux MMKPOOPraHU3MOB, KY/IbTUBMPOBAHUE KOTOPbIX
Npown3BOAUNOCH.

130. (6) Mpn McnoNb30BaHMM BUPYCHbBIX BEKTOPOB C OrPaHMYEHHOM CNOCOBHOCTLIO K PenMKaumum
OO/MKHbI NPUHUMATBCA MEpPbl MO NPeAOTBPALLEHMIO NONAAAHNA BUPYCOB ANKOTO TUMNA, KOTOPOE MOXKET
NPUBECTU K BOSHUKHOBEHWNIO PEKOMBUHAHTHbIX BEKTOPOB, CMOCOOHbIX K PenMKaLmu.

131. (7) [doneH 6bITb NpeAycMOTPEH MaH aBapUWHbIX MEPONPUATUI  Ha  caydan
HenpeaBuAeHHOTo BbIBpOCa KMBbIX MUKPOOPraHM3MOB. MnaH foKeH BKAOYATb ONMCAHWE METOAO0B U
npoueayp Mo M30AAUUM MUKPOOPraHM3MOB, 3alimuTe onepaTtoposB, Yb6OpKe, No nNpoBeAeHMUIO
OeKoHTaMuHauum n 6esonacHomy BO30OHOBAEHMIO 3KCNAyaTauMKU. JLONKHO ObiTb OLEHEHO BAMAHUE
BbIOpPOCA HA SieKapCTBEHHbIe MpenapaThbl, HaxoAALWMeCA B HEMNOCPEACTBEHHOMW 6AM30CTM, U Ha Ntobble
Apyrve nekapcTBeHHble NPenapaTbl, HAXOAAWMECA B 30HAX, NOABEPIKEHHbIX TAKOMY BblIGpOCY.

132. (8) OonKHbl 6bITb NPesyCMOTPEHbI Mepbl 415 OTAE/NEeHUs MOMELEHUN Ana NpPoM3BOACTBA
BMPYCHbIX BEKTOPOB OT ApPYrux 30H. IGPEeKTUBHOCTb Mep, UCMONb3YEMbIX AAA Pa3feneHus, A0KHa
6bITb flOKa3aHa. Be3sge, rae sTo NpUMEHMMO, CneayeT UCMNO/Ib30BaTb 3aKpbITble cucTembl. JLonkeH ObiTb
npeaoTBpaLleH BbIBpPOC BUPYCHOro maTepuana npu otbope o6pa3Los, BBeAeHUN A06aBOK U Nepeaaye
MaTepuanos.

133. (9) He ponyckaeTcs conyTcTBytoLLee NPOU3BOACTBO Pa3/IMYHbIX BEKTOPOB FEHHOM Tepanun B
OfHOW M TON Ke 30He. OQHOBPEMEHHOE MPOU3BOACTBO HEBUMPYCHbIX BEKTOPOB Ha OAHOM Yy4acTke
OOJ/IKHO KOHTPO/IMPOBATbCA COM1aCHO MPUHLMMNAM YNpPaBAeHUA PUCKAMKM AnA KavecTBa. [oxKHa ObiTb
nokasaHa 3¢ $eKTUBHOCTb NPoLLeAyp Nepexona Mexay KamnaHUAMM.

134. (10) Ona obecneyeHMAa NPOCNEKMBAEMOCTU JIEKAPCTBEHHOrO Mpenaparta OT HayalbHbIX
CTaguii (Nnasmuapl, LeneBble reHbl U PerynaTopHble NOoCnefoBaTeNbHOCTM, DaHKM KAETOK, a TaKxke
3aMac BUPYCHbIX UM HEBUPYCHbIX BEKTOPOB) U A0 FOTOBOTO IEKAPCTBEHHOrO NpenapaTta A0XKHO 6bITb B
Ha/IMYNM AeTanbHOE ONncaHMe NPOU3BOACTBA BEKTOPOB U FEHETUYECKM MOAMOULMPOBAHHbIX KNETOK.

135. (11) NepeBo3Ka NeKapCcTBEHHbIX NPENapaToB, COAEPKALLUX UM COCTOALLUX U3 TEHETUYECKHU
MOoAMPULMPOBAHHbBIX OPraHNU3MOB, A0/1XKHA COOTBETCTBOBATbL TPEOOBAHUAM 3aKOHO4ATENBCTBA.

136. (12) K nepeHocy reHoB B KNETKU-PELUMUEHTbI, KOTOPbIM MPOBOAWUTCS BHE OPraHM3Ma,
npeabABAATCA cneaytowme TpeboBaHmA:

a) (a) TakolM npouecc AONMKEH NPOUCXOANUTb B MOMELLEHWUsX, NpefHa3HAYeHHbIX ANA OaHHbIX
AeCTBUN N UMeRLWMX COOTBETCTBYIOLLNIA YPOBEHb N30NALMN;

6) (b) Heobx0AMMO NPUHATL Mepbl (BKAtOYasA TpeboBaHUA, yKa3aHHble B MyHKTe 24 HacToALWEro
MpunoxKeHns) Ana yMeHblIEHWA BO3MOMKHOCTM MEePEeKPEeCTHOW KOHTaMMHaAUMKM W nepenyTbiBaHWUA
KNEeTOK, MOJIyYeHHbIX OT PasHbiX MaumeHToB. [OMKHO ObiTb TaKKe MNpPesycCMOTPEHO MCMNONb30BaHWE
Ba/IMAMPOBAHHBIX Npoueayp O4MCTKUM. OQHOBpPEMEHHOE WCMOJIb30BAaHUE PasHbIX BMPYCHbIX BEKTOPOB
OO0/MKHO KOHTPO/IMPOBATLCA B COOTBETCTBUM C MPUHLMMNAMMK yNpaBAeHUA PUCKaMWU OAA KavecTsBa. He
paspeLlaeTca UCNOIb30BaHNE HEKOTOPbIX BUPYCHbIX BEKTOPOB (Hanpumep, peTpo- 1 NeHTUBUPYCOB) ANA
Npou3BOACTBA TEHETUYECKU MOAUDULMPOBAHHBIX KNETOK A0 [OKa3aTe/bCTBa OTCYTCTBUA B HUX



NMOCTOPOHHEro BEKTOPaA, CMOCOBHOrO K penMKkauuu;

B) (c) TpeboBaHMA NPOCNEXKMBAEMOCTU AONXKHbI bbiTb cobnoaeHbl. Heobxoaumo 4eTkoe
onpegeneHne cepum NPoOAYKUMM, HaAuyMHAA OT KAETOYHOTO CbiPbf M 3aKaHYMBasA KOHTEMHEepoMm C
rOTOBbIM JIEKAPCTBEHHbIM NPENapaTom;

r) (d) ¢usmMKo-xMMmMYecKne CBOICTBA SIEKAPCTBEHHbIX MPenapaToB, NPU MPOM3BOACTBE KOTOPbIX
MCNoNb3ylOTCA HebuonorMyeckme cpencTsa  AOCTAaBKM  TeHa, [AO/KHbl  OblTb  McCnegoBaHbl U
OOKYMEHTaIbHO NOATBEPKAEHDI.

JlekapcTBeHHble NpenapaTtbl Tepanmnm COMaTUYECKMMM KeTKamu
W NeKapCTBEHHbIe NpenapaThl TKAHEBOW UHKeHepuu (B10)

137. Ona nekapCTBEHHbIX MPENapaToOB FeHETUYECKM MOAUODULMPOBAHHDLIX KAETOK, KOTOpble He
onpefeneHbl Kak IeKapCTBEHHbIe NpenapaTtbl reHHOM Tepanuu, MoryT NPUMEHATbCA NYHKTbl 124 - 136
HacToAwero MpunoxeHua.

138. (1) Ana nponsBoAcTBa AAHHbIX JIEKAPCTBEHHbIX NPEnapaToB N0 BO3MOXKHOCTU A0J/IXKHbI ObiTb
MCMNONIb30BaHbl pa3pelleHHble UCTOYHUKK (Hanpumep, paspelleHHble K NPUMEHEHUIO NeKapPCTBEHHbIE
cpeactsa MAM MeAUUMHCKME UM3Aenns) AOMOAHUTENbHbIX MaTepuanoB (B YaCTHOCTW, KNETOYHbIX
NpoAyKToB, 6UoMoneKkyn, buomaTepmanos, NOAAEPHKUBAOLWMX CUCTEM, MATPULL).

139. (2) B cnyyae ecnu n3genua, BkAo4asa Te, KOTOpbIe MPOM3BOAAT HA 3aKas, ABAAIOTCA COCTaBHOM
YacTbto FOTOBOM NPOAYKLMU, [OMKHBI COBNOAaTbCA Cneaytowme TpeboBaHUA:

a) (a) mexxay npoussoguTenem fieKapCTBEHHOro npenapaTta M Npou3BoAUTENIEM MeAULIMHCKOro
n3genua [OMKHO OblTb 3aKAOYEHO COrnaleHWe, cogeplkaliee AOCTATOYHYH WMHPOpMaUUIo O
MeONLMHCKOM M34eNnN, ANA TOFo, YTOObl n3berkaTb M3MEHEHUA ero CBOMCTB BO BPemMA MPOM3BOACTBA
BbICOKOTEXHO/IOTMYHOIO JIEKAapCTBEHHOrO npenapata. YKasaHHOe CcOorfalleHue AO0/MKHO COoAeprKaTb
TpeboBaHME O KOHTPOAE UBMEHEHWUI, NPEAONKEHHbIX AN1A MEeSULIMHCKOTO U3fenus;

6) (b) cornaweHne npousBOAUTENEM JIEKAPCTBEHHOrO nMnpenapata W nNpousBoguTenem
MEeOVLIMHCKOTO M34enunsa AO/KHO TaKKe npeaycmatpmeatb 0bmeH MHbopmaumen 06 OTKAOHEHUAX,
MMEBLLMX MEeCTO MPW NPOM3BOACTBE MEAMULIMHCKOrO U3 eNunA.

140. (3) Bcneactaume Toro, YTo COMaTUYECKME KNETKM NOIYYEHbI UM OT Atogei (ayTonormyHble nam
aNnnoreHHble) UAM OT MKMBOTHbIX (KCEHOreHHble), CYL,EecTBYeT MOBbIWEHHbIA PUCK UX KOHTaMMHALUK
No6OYHbIMKM areHTamu. s M30AALMU AayTONOTMYHBIX MATEPUANOB, NONYYEHHbIX OT MHPUUNPOBAHHbBIX
OOHOPOB, [A0/MKHbI 6bITb  NpeaycMoTpeHbl ocobble MeponpusaTua. JlomkHa 6biTb obecneveHa
HaZeXXHOCTb KOHTPO/IbHbIX U UCMbITAaTENIbHbIX MEPONPUATUIN ANA TAKUX UCXOAHbIX MaTepManos.

141. (4) Echn HEBO3MOXXHO MPOBECTM CTEPM/IM3ALLMIO TOTOBOFO IEKAPCTBEHHOIO NpenapaTa npu
MOMOLLM CTaHAAPTHbIX MeToA0B, Hanpumep ¢uAbTpaumeln, CTaguM TEXHONOMMYECKOro mnpolecca
OOJ/IKHbI 6bITb NPOBEAEHbI B aCENTUYECKMX YCIOBUAX.

142. (5) JonKHoe BHMMaHMe Heobxogumo yaensatb cneunduyeckmm TpeboBaHMAM ANA BCeX
CTaguih KPUOKOHCEPBALMU, HAaNPUMeEpP, CKOPOCTU U3MEHEHUA TEMNEPATYP BO BPEMA 3aMOPAKMBAHMA U
pasMopa)kmBaHuA. TUN Kamepbl XpaHeHMA, cnocobbl pasmelleHUs MaTepuanoB M NPoLecchbl
M3BJEYEHUA [ONKHbI CBOAUTL K MUHUMYMY PUCK NEPEKPECTHOM KOHTaMMHauuW, obecneymBaTtb
KQuecTBO J/IEKAPCTBEHHbIX MpenapaToB M cnocobcTBOBaTb WX MPaBUAbHOMY W3BAeYeHUto. [ns
obecneyeHna 6e3onacHOCTM paboTbl C NEKAPCTBEHHbIMW MpenapaTamMmu, B COCTAB KOTOPbIX BXOAAT
NO3UTUBHbIE CEPONIOTMYECKME MAPKEPDI, @ TAKXKe XPaHEHMA 3TUX JIEKAPCTBEHHbIX NPENapaToB AONXKHbI
NCNob30BaTbCA AOKYMEHTaNbHO 0DOPMAEHHbIE NPOLLEeAYPbI.

143. (6) [doskHbl ObiTb NpPOBeAeHbl WCMbITAHWUA CTEPUIBHOCTM Ha npeameT OTCyTCTBMSA
b6aKTepuanbHON WAM TPUOKOBOM KOHTAMWMHAUMWU B Ky/abTypaX KAETOK MAW OaHKax KNeToK, He
cofjepralmx  aHTMOMOTUKKM.  [Oo/mKHA  TaKXKe  y4MTbiBaTbCA  HeobXxogMmoCTb  onpegeneHus
cneymdUyeckMx MMKPOOPTraHNM3MOB, TPeDYHOLWMX CReLManbHbIX YCI0BUIA KYAbTUBMPOBAHMS.

144. (7) B chayyae HeobxoAMMOCTM A0NXHA NPOBOAMTLCA NPOrpamma MOHUTOPUHIa
CTabUNbHOCTU, BKAOYAIOLLAA HAIMYME KOHTPO/IbHbIX M apXMBHbIX 0OPasLLOB B KONYECTBE, AOCTAaTOYHOM
ONA NpoBeAeHUs JaNbHENLNX UCMbITAHUIA.

V. TEPMWHbI 1 ONPEAENEHNA



145. Ona uenei HacToAwero MpuaoxKeHUa Kpome TEPMUHOB U onpeaeneHui, npeaycMoTPeHHbIX
rnasoii Il HacToAwmx MpaBKa, NCMONBL3YIOTCA TaKXKe CAeaytolme OCHOBHbIE NOHATUA:

aAbIOBAHT - XMMMUYECKOE MM BMONOTMYECKoe BELLEeCTBO, YCUAMBAOWEE UMMYHHYIO peaKkLMio Ha
aHTUTEH;

aNnepreHbl - BeLWEeCTBa aHTUTEHHOW WKW ranTeHHOM Npupoabl, cnocobHble ceHcMbunmMsnposaTb
OpraHM3m 1 Bbi3blBaTb aINEPTUIO;

anneprovapl - XMMMYECKM M3MEHEHHble afNepreHbl C MNOHUMKEHHOW PEeaKTUBHOCTLIO
UMMmyHornobynuHa E (Igg);

aHTUTeHbl - BewecTBa (HanpuMmep, TOKCUHbBI, YyxKepoaHble 6efku, GaKTepun, KNETKU TKaHwu),
CNocobHble BbI3BaTb cneunduyeckme MMMYHHbIe peaKkLmu;

aHTUTENIa MOHOK/IOHA/IbHblE - FOMOreHHasa MoNyAAuMA aHTUTEN, CNOCOBOHbIX MPUCOEOMUHATLCA K
€OMHCTBEHHOMY 3NUTONY (aHTUFEeHHOM JAeTepMWHAHTE), NOoJyYeHHas W3 eAMHCTBEHHOrO KJOHA
NIMMOOLMTOB UM C MOMOLLLbIO TEXHONOTUKU pekoMbuHaHTHOM AHK;

aHTUTENa NOJIMKAOHANbHbIE - aHTUTENA, NONYYEHHbIE OT HECKONIbKUX KNOHOB IMMGOLUTOB U (MN1K)
BbIpabOTaHHbIE YEI0BEYECKUM UN KUBOTHBIM OPraHM3MOM B OTBET HA BBEEHUE aHTUTEHA;

aHTUTEeNo - 6enkun, npousseseHHble B-numooumTamm, Kotopble cneumduyeckn cBA3bIBAOTCA C
onpeaeneHHbIMM aHTUreHamu. Ha ocHOBe KAtOYEBbIX PA3/IMUYU B METOAAX UX NPOU3BOACTBA BbIAENAIOT
[ABa rNaBHbIX TUMA aHTUTEN: MOHOK/IOHA/IbHbIE AHTUTENA U NONIMKAOHA/bHbIE aHTUTEN];

6aHK KNEeTOK - COBOKYMHOCTb COOTBETCTBYIOLMX KOHTEMHEPOB, XPAHALLMXCA B ONpeaefeHHbIX
YCNOBUAX, COLAEPKMMOE KOTOPbIX MMEET OAHOPOAHbIM cocTaB. CoAepXMMOe KarKAOro KoHTeliHepa
npeacTaBnaeT cob0oM KpaTHbIA eAUHbIN Ny KNETOK;

buonornyeckas  dapmaueBTMyeckas  cybctaHuma - papmaueBTUYeCKas  cybcTaHums,
npousBedeHHas C MCMo/ib30BaHMEM OWMOIOrMYECKOrO MUCTOYHWMKA WM 3KCTPaArMpoBaHHas w3
6MON0rMYECKOro UCTOYHMKA, KOTOPasA A0/KHa ObITb OXapaKTepM3oBaHa C UCMO/Ib30BaHMEM GUINYECKUX,
XUMUYECKMX U BUONOTMUYECKMX UCNbITAHUIA M KauyecTBO KOTOPOM onpeaensercs sTUMM UCMbITaHUAMU B
COYETaHWUM C KOHTPOJIEM NMPOLLECCOB €€ NPOM3BOACTBA;

bnonorMyecknin NeKapcTBeHHbIM npenapaT - JIEKAPCTBEHHbIM npenapaTt, ¢dapmaueBTMYecKan
cybcTaHUMA KoToporo sBnseTca bnonormyeckon papmaueBTUHECKon cybcTaHumen;

b6MOoHarpysKa - ypoBeHb M BUA, MUKPOOPraHM3IMOB (Hanpumep, Henpuemaemble AU AONYCTUMbIe
MWKPOOPraHNU3Mbl), KOTOpble MOFYT MPUCYTCTBOBATb B MCXOLHOM Cblpbe, WMCXOAHOM Cbipbe A4nA
npounsBoacTea papmaLeBTUYECKOM CyBCTaHLLMKN, MPOMEKYTOUYHOM NPOAYKUMM UK B bapMaLLeBTUYECKON
cyb6CcTaHuMKU. BMOHArpysKy He cnepyeT cyuMTaTb KOHTaMMHaLMEN, ecnu ee ypoOBHW He npesblwatoT
YCTaHOB/IEHHbIEe NpeaesibHble 3Ha4YeHUA UAN He OOHapyXKeHbl MUKPOOPraHW3Mmbl, onpegensemble Kak
HeAoNyCTUMbIE;

BEKTOP - areHT TPaHCMWUCCUU, NEPEHOCALLUIA FeHETUYECKYIO MHOOPMALUMIO OT O4HOM KNETKU UK
opraHuM3ma K Apyron, Hanpumep nNaasmuapl, IMNOCOMbI, BUPYCbI;

BMPYCHbIN BEKTOP - BEKTOP, NPOU3BEAEHHDbIN NyTemM MogMbUKaLMM BUPYCa C MOMOLLBbIO METOA0B
MOJIEKYNSAPHOM BMONOMMM ANA YAEPKMBAHUA HEKOTOPLIX, HO HE BCEX, MAaTEPUHCKUX FreHOB BMpyca. Mpu
YAANeHUN reHoB, OTBETCTBEHHbIX 33 CNOCOBHOCTb BUPYCa K PENINKALLMKN, CO3LaHHbIN BEKTOP ABNAETCA
HecnocobHbIM K pensiMKauuu;

BHE YKMBOro OpraHM3ma - NpoLLecc, NPy KOTOPOM Npoueaypbl MPOBOAATCA Ha TKaHAX UM KNeTKax
BHE }KMBOI0O OpraHM3ma ¢ NocaeayoLmMm BO3BPATOM TKaHEN UM KNETOK B KUBOW OPraHu3m;

BHYTPW }KMBOIO OpraH13ma - Npoueaypbl, NPOBOANMbIE BHYTPU KUBbIX OPraHM3MOB;

BCMOMOraTe/ibHble BELLEeCTBa - BELLECTBA HEOPraHMYECKOTO MAN OPraHUYECKOro MPOUCXOXKAEHWS,
ncnosblyemble B Npouecce NpoM3BOACTBA, M3rOTOB/EHMA IEKAPCTBEHHbIX NPenapaTos 4/1d NpuaaHusa
UM HeobXxoaMmbIX (UBNKO-XMMUYECKMX CBOMUCTB <*>, Kpome ddapmaueBTUYECKMX CcybcTaHUMn U
yNaKoOBOYHOro MaTepunana;

<*> MyHKT 3 cTaTb 4 PepepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-93 "O6 obpauieHUm
NeKapcTBeHHbIx cpeacTs” (CobpaHune 3akoHogaTenbcTBa Poccuiickon degepauymm, 2010, N 16, cT. 1815).

ranteH - MOJIEKYNA C HU3KOW MONEKYNAPHON Maccoi, He SBAAIOWLANACA aHTUIEHOM MO CBOEM
npupoe 40 MOMEHTa KOHbloraumm ¢ "monekynoi-Hocutenem";
reH - nocnegosatensHocts AHK, Koaupytowas oanH UM HECKONIbKO 6e/KoB;



reHeTUYeckn moauduumposaHHbii opraHnsm (FMO) - nobolt opraHuam, 3a UCKAOYEHUEM
OpraHM3ma 4YesioBeKa, B KOTOPOM FreHEeTUYECKUI maTepuman Hbin U3MEHEH TaKMM 06pa3om, YTO AOCTUYL
TAaKOro M3MEHEHUs B pe3y/ibTaTe ecTeCTBEHHOro CKpelmMBaHMA U (MM) ecTeCTBEHHOW PeKomMbuHaumm
HEBO3MOHO;

rmbpuaoma - MMMopTannsoBaHHan ("beccmepTHasa") NMHUA KNETOK, NPOM3BOAALLAA KeJslaemble
(MOHOKNOHaNbHbIE) aHTUTENA M OBbIMHO NOAy4aeMas MyTeM UCKYCCTBEHHOTO CAUAHUA B-nMumdountos ¢
OMyX0aeBbIMU KAETKaMu;

rNaBHbIM GAHK KNETOK - a/IMKBOTa OZ4HOr0 Myna KAeTOK, KOTOpbI 6bln NoyYeH M3 KOHKPETHOro
K/OHa KNETOK Npu oOnpegefieHHbIX YCAOBMAX, pacnpenesieHHas BO MHOMECTBO KOHTEMHEPOB U
XPaHALLAACSA NPW onpeaesieHHbIX YC/I0BUSX;

rNaBHbIN BUPYCHbI NOCEBHOM MaTepman - aAMKBOTa OLHOrO MNy/aa BUPYCOB, KOTOPbIM Obl NoAyYeH
M3 KOHKPETHOrO K/OHA BWUPYCOB MNPV ONpeaeneHHblX YCAOBWUAX, pacnpefeneHHas BO MHOMECTBO
KOHTEMHEPOB M XPaHALLAACA NPU ONpeaeeHHbIX YCAOBUAX;

rNaBHbIN TPAHCreHHblW 6GaHK - anMKBOTa OAHOrO Ny/ia KAETOK TPAHCTEHHbIX PacTeHWin Wau
JKMBOTHbIX, KOTOPbIA 6bl1 MOAYYEH M3 KOHKPETHOrO KJ/IOHA KAETOK MpWU OonpefeneHHbIX YCA0BUSAX,
pacnpefeneHHas BO MHOMXECTBO KOHTEMHEPOB M XpaHALLAACA NPU onpeaeseHHbIX YCI0BUSAX;

3aKpbITaa cucTema - CMCTEMa, B KOTOpon dapmauesTnyeckan cybcTaHLMA MAM NEKAPCTBEHHbIN
npenapaTt He UMeLOT HenocpPeaCTBEHHOrO KOHTAKTA C NPOU3BOACTBEHHOW Cpesow;

30Ha - onpeAeneHHbIn Habop NoMelLeHMI B Npeaenax 04HOro 34aHuA, B KOTOPbIX NPOU3BOAUTCA
OAMH WAM HECKO/NIbKO JIEKAPCTBEHHbIX MNpPenapaToB W KOTOPble WMEKT OTAENbHYH CUCTEMY
BO34yXONOArOTOBKM;

300HO03 - UHPEKUMOHHbIE N MHBA3MOHHble 3a60/1€BaHMA KMBOTHbIX, KOTOPblE MOTYT NepeaaBaTbCs
YyenoBeKy;

MCMNO/Ib30BaHME B YCNOBUAX M30AALMM - Nt0bas [esTenbHOCTb, MPU KOTOPOM FeHeTUYecku
MOANIULMPOBAHHbIE OPraHM3Mbl MOAYYAOT, KYAbTUBUPYIOT, XPAHAT, TPAHCMOPTUPYIOT, paspyLlatoT,
YHUUTOXKAOT WAM UCMNOJIb3YIOT KaKUM-IM60 cnocobom M Npu KOTOPOM MCNOMb3YIOTCA CheluasibHble
Mepbl U30ASLMUN AN1A OrPaHMYEHMA PACIPOCTPAHEHMA STUX OPraHM3MOB M obecrneyeHns 6e30nacHoOCTU
Hace/IeHNs N OXPaHbl OKPY*KatoLLen cpeabl;

UCXOOHbIEe MaTepuanbl - BCE MaTepuanbl, W3 KOTOPbIX JEKAPCTBEHHOE CPeAcTBO UM
dbapmaueBTMyecKan cybcTaHUMA NPOU3BOAMUTCA WAWM IKCTPArMpPyeTcs, 33 UCKAOYEHWEM YNAKOBOYHbIX
MaTepuanos. Jns 6GUONOrMYECKUX NEKAPCTBEHHbIX NPEMnapaToB UCXOAHblE MaTepuasbl NpPencTaBAAtoT
coboit ntobble cybcTaHUMM BUONOrMYECKOTO NPOUCXOKAEHUSA, TaKME KaK MUKPOOPraHM3Mbl, OpraHbl u
TKAHW PACTUTENIbHOTO WU }KMUBOTHOTO MPOUCXOMAEHUA, KAETKM WAWU KUAKOCTU (BKAKOYAA KpPOBb U
NAa3my) YeNOBEYECKOTO UM KUBOTHOMO MPOUCXOXKAEHUSA, a TaKXKe BMOTEXHO/MOrMYECKME KAETOYHble
cybCTpaThl (PeKOMBUHAHTHbIE U MPUPOLHbIE), BKAOYAA NEPBUYHbIE KNETKMU;

KNETOYHbIA 3anac - NepBUYHbIE KAETKM, PasMHOMMBLUMECA A0 3aaHHOTO KO/AIMYECTBA K/ETOK,
pasgeneHHble Ha aZMKBOTbI U UCMO/Ib3yeMble B Ka4YecTBe MUCXOLHOro matepuana ANA MpoM3BOACTBA
OrpaHMYEHHOro KOIMYECTBA CEPUIA IEKAPCTBEHHbIX NMPENApPaToB Ha OCHOBE K/ETOK;

OTBETCTBEHHOE /INLO - CMeLMaNbHO HA3HAYEeHHOEe /MU0 B OpraHUsauuM Mo NpPou3BOACTBY
b6uonornyeckux (B TOM uMcne UMMMyHobuonorumyeckux) dapmaueBTUYEeCKMX cybcTaHuui wu
JIeKapCTBEHHbIX MPenapaTos, KOTOPOe HeCET OTBETCTBEHHOCTb 3a:

obecneyeHne TOro, 4To BMOIOTMYECKMIA MaTepuan (B TOM Ymcae KAETKU U (MAKn) TKaHWU YenoBeKa)
noJsiydeH, NPoBepeH, MCMo/b30BaH B MPOLLECCE MPOM3BOACTBA /IEKAPCTBEHHOIO CPEACTBa, BK/OYas
KOHTPO/Ib KayecTBa rOTOBOrO MPOAYKTA, a TaKXKe XpaHwuaca U Obla OTNyweH B COOTBETCTBUM C
3aKoHoAaTenbcTBOM Poccuiickoit deaepaumu;

npefocTaBNeHne  YrnoJIHOMOYEHHbIM  degepasibHbiM — OpraHamM  UCMOJIHATENbHOW  BAACTU
HeobxogMmon UHPOPMALMM OTHOCUTE/IbHO MNpPeAnuCcaHuMii, paspelleHnin, akKkpeauTaumu uam
JIMLLEH3NPOBaHUS;

BbIMNOJIHEHWE B  OpraHM3aumMmM No  MPOM3BOACTBY  buonormyecknx (B Tom  yucne
UMMYHOBMONOTNYECKNX) dapMaLeBTUYECKMX CYBCTaHUMIA M JIeKapCTBEHHbIX MNpenapaToB  BCeX
TpeboBaHMI 3aKoHOAaTeNbCTBA Poccuiickon deaepauum.

OTBETCTBEHHOE /IMLLO AO/IKHO OTBEYATb C/IEAYOLLUM YC0BUAM B OTHOLEHUM KBaMPUKALLUNA:

UMETb BbiCLLlee MeAULMHCKOe, dapMaLueBTMUecKoe Uan bruonormyeckoe o6pasoBaHue;

UMeTb CcTaxK paboTbl He MeHee [ABYX NeT B OAHOW WAM HECKONbKUX OpraHuM3aumsax



COOTBETCTBYHOLLEro NpoduAs.

YKasaHHble Bbile 06A3aHHOCTM OTBETCTBEHHOrO AMLA MOTYT ObiTb NepefaHbl APYTUM ANLAM,
MMEHOLLIMM COOTBETCTBYIOLLYIO KBaMDUKALMIO U CTaXK pPaboTbl AN BbINOJHEHUSA 3TUX 06A3aHHOCTEN.

OpraHusayuMmM no Mpou3BOACTBY OMONOrMYECKMX (B TOM 4ucae WMMMYHOBMONOrMYECKUX)
bapmaLeBTUYECKMX CYDOCTAaHLMIA U IeKAPCTBEHHbIX NPENapaToB A0JIXKHbl CO06LWaTb B YNOJHOMOYEHHbIM
denepanbHblii  OopraH UCNOAHUTENbHON BRacTM GaMuAUIO, UMA M OTYECTBO (Npu  HanMuum)
OTBETCTBEHHOIO /UL, A TAKKe L, KOTOPbIM nepesaHbl 0653aHHOCTM OTBETCTBEHHOIO NULA, BMECTe C
MHbOPMaUMENn O KOHKPETHbIX 06A3aHHOCTAX, KOTOPbIE Ha HUX BO3/IOXKEHDI.

Ecan oTBETCTBEHHOE /INLO WM NNLA, KOTOPLIM NepeaaHbl 0653aHHOCTU OTBETCTBEHHOIO /ML,
3aMEHAIOTCA Ha MOCTOSIHHOM MW BPEMEHHOM OCHOBE APYrMM JIMLLOM, OpraHu3aLmMa no Npou3BOACTBY
b6uonornyeckux (B TOM uMcne UMMMyHobuonorumyeckux) dapmaueBTUYEeCKMX cybcTaHuuin  wu
NIEeKApPCTBEHHbIX NPEMapaToB [O/MKHA Cpa3y YBeAOMMUTb YNOJAHOMOYEHHbIM deaepanbHblii opraH
MCNONHUTENbHOM BNAcTN 0 GaMUINU, UMEHU M OTYECTBE (MPM HAMYMKN) HOBOIrO OTBETCTBEHHOIO INLA U
AaTe ero HasHavyeHus;

nepeHoc reHOB - MPOLECC MepeHOCa [FeHa B KAETKWU, BK/AOYAA CUCTEMY 3IKCMpeccum,
COAEeprKalllylocA B CUCTEME [0CTAaBKM, KOTOpas Ha3blBAaeTCA BEKTOPOM. BeKTop moxeT OblTb Kak
BMPYCHOTO, TaK W  HEBUPYCHOTO MNpoucxoxaeHua. [locne nepeHoca reHOB TeHETUYEeCKH
MoAUPULMPOBAHHbIE KNETKU TaKKe MOTYT Ha3blBaTbCA "TpaHCHOPMUPOBAHHbIE KNEeTKN";

nuTatoLWMe KNeTKU - KNETKWU, UCNONIb3yeMble B KOMOMHWPOBAHHOM KyabType ANsA NoaneprKaHua
NAPUNOTEHTHOCTU (cNocobHOCTM AnddepeHLMpPOBaTLCA B MHOXECTBO CMELMANU3UPOBAHHbIX TUMNOB
KNETOK) CTBOJIOBbIX K/ETOK. [N Ky/NbTypbl Ye/10BEYECKUX IMOPUOHANbHbIX CTBO/IOBbIX KIETOK TUMWNYHbIE
nuTatoLlMe C/A0M COCTOAT U3 3MBpPUOHaNbHbIX dubpobnactoB Mbiwn (IPM) Man 3mMBPUOHANbHbIX
dunbpobnactos Yenoseka (3PY), B KOTOpbIX CneunanbHbIMM METOAAMM NPefOTBPALLEHO AeNeHUE;

nnasmmga - Yactb AHK, obbluHO cyuwiecTBylowan B 6aKkTepuManbHOM KneTke B BUAE KOJbLEBOM
CTPYKTYpPbl, OTAENEHHOM OT KNeTOYHOM Xpomocom. [lnasmuaa moxkeT O6biTb MoandbuumpoBaHa C
NMOMOLLbIO METOZOB MOJIEKYNAPHON BUONOrMK, BblaeneHa U3 baKkTepmasbHOM KAETKM U UCMNOJIb30BaHa
ANA nepeHoca 1 BcTpamBaHua ee [HK B reHom apyroit KNeTku;

nogaepxmeatowas cuctema (scaffold) - cpeactso noaaepKu, cpeacTBo AOCTABKM UAM MATPULa,
KOTOpble 06ecneynBaoT CTPYKTYPY MAN COAENCTBYIOT MUMPALMK, CBA3LIBAHUIO MW TPAHCMOPTY KAETOK U
(nnn) BUonornMyeckn akTUBHbLIX MONEKY;

nomelLleHne AN MPOM3BOACTBA HECKONbKUX JIEKAPCTBEHHbIX MpenapaToB - MOMeLleHue AnA
nocnenoBaTeNibHOrO MPOM3BOACTBA WM MPOWM3BOACTBA MO NPUHLMNY KaMMAHWIM PasanYHbIX Fpynn
6uonornyecknx GpapmaLeBTUHECKUX CYOCTaHLMIA U NeKAPCTBEHHbIX NPENaApaToB, B KOTOPOM KOMMIEKT
ncnonblyemoro o6opyfoBaHMA MOXKET BbITb CNeLManm3MpoBaHHbIM MW HECNELMANN3UPOBAHHbIM AA
KaXKA0M OTAENbHOM rpynnbl Cy6CTaHUMIM AN NeKapCTBEHHbIX NPeNapaTos;

npefHaMepeHHbld BbIBPOC - NpeAHaMepeHHbl BbIMYCK B OKPYMKAIOLWY cpesy reHeTUYecKM
MOANOULMPOBAHHbBIX OPFraHU3MOB, 15 KOTOPbIX HE UCMOJIb3YIOTCA CMeuuabHble Mepbl U30AALMU NS
OrpaHMYeHMA PacnNPOCTPaHEHUs 3TUX OpPraHM3MoB W obecnevyeHns 6e30MacHOCTM HaceneHua U
OKpyrKatoLen cpeapl;

NpPoOun3BOACTBO NO NPUHLMMY KaMMNaHWUI - NOCAeA0BaTebHOE NPOM3BOACTBO PALA CEPUIA OLHOIO U
TOrO ¥Ke JIeKapCTBEHHOro Mnpenaparta B TeYeHWE OnpeaesieHHOro nepuoaa BpeMeHu, Nocae KOToporo
NPOBOAATCA CTPOrMe KOHTPOJ/IbHbIE MEepPOonpUATMA Nepes NepeKkNtoyeHMem Ha NpousBOACTBO APYyroro
JleKapCcTBEHHOro npenaparta. JlekapcTBeHHble NpenapaTbl He NPOM3BOAATCA OAHOBPEMEHHO, HO AN1A UX
NpPou3BOACTBA MOXET BbITb UCMO/Ib30BAHO OAHO U TO e 0bopyaoBaHue;

npoueaypa peTpoCcneKTMBHOIO aHanu3a - [OOKYMEeHTanbHO odOopMeHHasa npoueaypa,
obecneuymBatoLLas oTcexXnBaHMe bronornyeckux GapmaLeBTUYECKMX CyOCTaHUMIN AN NEeKAaPCTBEHHbIX
npenapaToB HECOOTBETCTBYIOWEro KayecTBa BCAEACTBME WMCMO/b30BAHUA 3abpPaKOBaHHbIX UBOTHbIX
AW 4YesloBEYECKUX MaTepuasoB M3-3a NPUCYTCTBUA B ITUX MaTepuanax KOHTaMUHUpyloLero(wmx)
areHTa(oB) MAM NPWU BbISBNAEHUM HEraTUBHbIX (GAKTOPOB Y KMBOTHbIX WAM NOAEN, SABAAIOLLMXCS
WCTOYHMKOM 3TUX MATepManos;

pabounin BaHK KNETOK - FOMOFEeHHbI MyN MWUKPOOPraHW3MOB WAW KAETOK, MNOJYYEHHbIX W3
rnasHoro 6aHKa KNETOK M OAHOPOAHO pacnpeaeneHHbIX B onpeseneHHoe YNCNO KOHTeMHepoB. Pabounit
6aHK KNEeTOK XpaHuUTCA B YyCNoBMAX, obecneymBaloWwMx ero CcTabuabHOCTb M MUCNO/b30BaHWE B
Npon3BOACTBE;



pabounii BUPYCHbIA NOCEBHON MaTepuan - FOMOreHHbIN Ny BUPYCOB, NOJYYEHHbIX U3 TNABHOrO
BMPYCHOTO MOCEBHOIO MaTepuana W OAHOPOAHO pacnpesesieHHbiX B OMpegeneHHoe YUCIo
KOHTelHepoB. Pabounit BUPYCHbIN MOCEBHON MaTepuan XpaHWUTCA B YC/0BMAX, obecneuymBatowmx ero
CTabuNbHOCTb U UCMOAb30BAHWE B NPOU3BOACTBE;

pabounii TpaHCreHHbIM 6aHK - TOMOreHHbIN Ny KAETOK TPaHCreHHbIX PACTEHUIN UAWN KUBOTHbIX,
NOJIyYEeHHbIX U3 [1TaBHOIO TPaHCreHHoro 6aHKa M 04HOPOAHO pacnpeseneHHbIX B onpeaeeHHoe YNCIo
KOHTelHepoB. Pabounit TpaHcreHHbI 6aHK XpaHUTCA B YC/10BMAX, obecneuynsatowmx ero ctTabmabHoOCcTb U
MCNoNb30BaHWE B NPOU3BOACTBE;

cB0ObOAHblE OT cneundUUYecKUx NaToreHoB - }KMBOTHbIE MaTepuasbl (Hanpumep, Kypbl, SMOPUOHbI
WUAW KYNbTYpbl KNETOK), UCMONb3yloWMecs 4158 Npon3BOACTBA UM KOHTPOJIA KayecTBa BMONOrMYecKunx
NIeKApPCTBEHHbIX NPENapaToB, NOAYYEHHbIE U3 FPYMN }KUBOTHbIX (HANpUMep, CTag, AW cTal), cBOHOAHbIX
OT onpeneneHHbIX natoreHoB. TakMe CTaga UAKM CTan ONPEenEensAtoTCA KaK rpynmnbl }XUBOTHbIX, KOTOPbIe
JKUBYT B 06LLEN Cpese M UMEIOT yXaXKMBAIOLLMIM 32 HUMW MEePCOHan, KOTOPbIA He NpebbiBaeT B KOHTaKTe
C *KMBOTHbIMM, HECBOBOAHbIMYM OT cneumdUYecKMUX NaToOreHos;

COMATMYECKME KNETKM - BCE KNETKM Tesla YesloBeKa MM KUBOTHOFO, KPOMEe PenpoyKTUBHbIX
KNETOK. ITU KAETKM MOTYT ObITb ayTO/NOrMYHbIMKU (OT TOrO e naumeHTa), anaoreHHbIMK (OT Apyroro
YenoBeKa) UAN KCEHOTEHHbIMWU (OT KMBOTHOMO) COMATUHYECKMMU KMBbIMU KAETKAMM, MaHUNYAALUN C
KOTOPbIMM UM N3MEHEHME KOTOPbLIX NPOBOAMANCE B YCNIOBUAX BHE KMBOFO OPraHNM3mMa € NOCAeAy LM
BBEEHMEM B OpPraHM3M 4YesioBEeKa ANA LOCTUXNEHUA TepaneBTUYECKOro, AMArHOCTUYECKOro WAu
NPodMNAKTUYECKOTO AENCTBUS;

TPaHCreHHbIN - OPraHnU3m, CoOAEPKALLMN B CBOEN OObIYHOM FEHETUYECKOM CTPYKTYPE YyKepOoaHbIi
reH gas akcnpeccun bruonornyecknx GapmaueBTUYECKUX MaTepPUanos;

ypoBeHb 6uonormyeckon 6es3onacHocTM - ycioBua u3onaumu, Tpebylowmeca ans b6esonacHom
paboTbl C MMKPOOPraHM3MaMM Pa3HbIX YPOBHEW MATOreHHOCTU, HAuMHasA OT 4-i rpynnbl NATOr€HHOCTH
(HaMMeHbWNIN PUCK, MaNOBEPOATHO NPUBOAALMIA K 3aboneBaHMio 4enoBeka) u go 1-ii rpynnbl
NaTOreHHOCTU (HaMBbICLLMIA PUCK, BbI3bIBAOLLMI TAXKE bIE IETKO PacnpoCcTpaHseMble 3aboneBaHus);

4yncTasa KynbTypa (aKCeHUYHan KyabTypa) - KyAbTypa, CoAeprKallan OANMHAKOBbIE MUKPOOPraHU3MbI
N He KOHTAMUHMPOBAHHAA NHOObIMM APYTMMU OPraHU3MaMM.

MpunoxkeHne N 3

K MNpaBunam opraHunsaumm
Npown3BOACTBa U KOHTPOA KayecTBa
JIeKapCTBEHHbIX CpeacTs

nPOM3BOACTBO PAONODAPMALEEBTUYECKUX NEKAPCTBEHHbIX CPEACTB
[. IPMHLUMN

1. NpousBoacTBO paaModapMaLEBTUUYECKMX  JIEKAPCTBEHHbIX CPeacTB  AOJIKHO  ObiTb
OpraHM30BaHO B COOTBETCTBUU C MpUHUMNamK, npusegeHHbiMmum B rnasax lll - IV HacTtoawwmx Mpaswua.
Hactoawee  [lpunoxeHue  ycTaHaBAMBAEeT  CcheuuasbHble  MNpaBuMna  A4A  NPOM3BOACTBA
paamModapmMaLeBTUYECKMX IEKAPCTBEHHbIX CPeaCTB.

2. Npu npumeHeHnn HacToAwMX MpaBma HEOOBXO4MMO YUUTLIBATL CaeaytoLee:

a) paHHoe [lpunoxeHue He pPacnpoCTPaAHATCA Ha M3roToB/ieHWe paaModapmaLeBTUYECKMX
JIeKapPCTBEHHbIX CPeACTB B aNTEYHbIX OPraHM3aumnax M BETEPUHAPHbIX anTeYHbIX OpraHn3aLmaXx;

6) Hactoawee [lpunoKeHMe pPacNpOCTPAHAETCA TaKXe Ha  paguodapmaleBTUYECKUNE
NIeKApPCTBEHHbIE CPEACTBA, UCMOb3YIOLWMECA B KNMHUYECKUX UCCef0BaHUAX;

B) TPAHCMOPTUPOBKA paanodapMauLeBTUYECKUX JIEKAPCTBEHHbIX CPEACTB  BbINONHAETCA B
COOTBETCTBMM C TpeboBaHUAMM NO paguaumoHHoh 6e3onacHoct MexKaAyHapoAHOro areHTCTBa Mo
aToMHol aHeprun (MATATI) n TpeboBaHMAMKM HOPMATUBHbIX MPABOBbIX aKTOB Poccuitckoit Pepepaumnu;



F) AoNnyCKaeTca WUCNno/sib3oBaTb MeTOoAbl, OTAnYaruimeca OT npuBedeHHbIX B HaCToALleM
MpunoxKeHnn, Ho NO3BONAIOLWME BbINONAHATL Tp66OBaHMH no obecneyeHunto KayecTea npoaykunn. Takne
mMmeTodbl AO/TIXKHbI 6bITb BaManpoBaHbl U obecneunBatb ypoBeHb Ka4yeCTBa, He HWUXXe, YemM YypOoBeHb
Ka4yecCTBa B COOTBETCTBUU C Tpe6OBaHVIﬂMM, YCTAaHOBAEHHbIMW HAacTOAWMM [pUnoxeHmnem.

II. BBEAEHWNE

3. (1) NMpoussoacTBo paaModapmMaLeBTUHECKUX IEKAPCTBEHHbIX CPeacTB M 0obpalleHne C HUMU
npeacTaBnsieT MOTEHUMAbHYIO OMNAacHOCTb. YPOBEHb PMCKOB 3aBWCMT, B YacTHOCTM, OT TMNa
NOHM3UPYIOLWLEro MU3/YyYEHUA, SHEPTMM U3AYYeHMA M nepuoaa mnoaypacnaga pagnoHyknamaos. Ocoboe
BHMMaHWe HeobX0AMMO yAensTb NPeAoTBPaLLEHUIO NEPEKPECTHOW KOHTaMMWHALMW, XPaHEHWIO OCTaTKOB
PagMoaKTUBHbIX MaTePMANOB U Y4aIeHUI0 OTXOL0B.

4. (2) Bcnepcteue TOro, YTO HEKOTOPbIE PALMOHYKANAbI MMEIOT KOPOTKMIA CPOK XpaHeHwus,
[OMyCKaeTca BbIMYCKaTb B ObpalleHWe cogepikalime ux pagumodpapmaueBTUYECKME NeKapCTBeHHble
CpeAcTBa A0 3aBEpPLUEHMA UCMbITaHWUIA KOHTPOJIA KayecTBa. B 3Tom ciyyae B cneumanbHOlM npoueaype
JOMKEeH BbiTb YETKO M NoAPOBHO onpeaeneH MOPAAOK Bbl4auM paspeLleHMA Ha BbIMYCK, BK/OYan
OTBETCTBEHHOCTb NEPCOHA/A U HeMNPEpPbIBHYHO OLLeHKY 3GPEKTUBHOCTU CUCTEMBI 0becneyeHuns KayecTsa.

5. (3) ObnacTblo NpumeHeHWsa HacToAwero MpunoXKeHUa ABAAETCA AeATeIbHOCTb NPOMBbILLEHHbIX
NPOM3BOACTB, AAEPHbIX LLEeHTPOB, MHCTUTYTOB M MIT-LEHTPOB MO NPOM3BOACTBY M KOHTPOJIIO KayecTBa
CNeayoLmxX TUNOB NPOAYKUNN:

pagmodapmMaLeBTUYECKMX NeKapCTBEHHbIX CPeaCTs;

pagmModapMaLLeBTUYECKMX /IeKapCTBeHHbIX cpeact8 ana  M3T  (No3UTPOHHO-3SMUCCUOHHOWM
Tomorpadun);

PaAMOaKTUBHbIX npeawecTBeHHNKOB ana npou3BoACTBa pagnodapmaLeBTUYECKUX
NeKapcTBEHHbIX CPeaCTs;

PaAMOHYKANAHBIX reHepaTopoB..



Heobxoammo BbiNonHATL TpeboBaHuA rnas Il - IV HacToawmx Mpasun

Bua nponssoacTea Hactoawme
Mpasuna He (no mepe NpnbANIKEHUA CTaaUN NPOM3BOACTBA K FTOTOBOMY MPOAYKTY
pacnpocTpaHaoTca | TpeboBaHUA yCUAMBAOTCA), BKAOYasA cOOTBETCTBYOWME MpUnoKeHna
<*>
PagnodapmauesTnyeckme MpoayKuma XUMMYecKunii Cragunun O6paboTKa, AcenTtunyeckoe
NIeKapCTBEHHble CpeacTBa peakTopos u CUHTE3 OYUCTKM npuroToBneHue, npou3BoOACTBO
Pagnodapmauestuyeckme LUMKNOTPOHOB <1> [,031MpoBaHue NN GUHULLIHAA
NeKapCTBeHHble cpeacTaa cTepunmsaumn
ana N3T
PagunoaktnsHble
npeaLwecTBeHHNKM
PaguoHyknnaHole MpoayKkuusa TexHonornyeckuit npouecc (cbopKa KONOHKM, reHepaTopa, 3apaaKa
reHepartopbl peakTopos u reHepaTtopa)

LLUKNOTPOHOB <2>




<*> MuleHb 1 cucTema nepegaym oT LMKAOTPOHA K YCTAaHOBKE CMHTE3a MOTYT paccMaTpmUBaTbCA
KaK nepBas cTagusa npomssoacTsa GapmaLeBTUYECKUX CyOCTaHUMIA.

<1> MpoayKuma, NonyyeHHasa B pesynbTaTe PagvOXMMUYECKOTo BblAENEeHUA PaauNoHyKAnaa w3
061y4eHHOM PaAMOaKTUBHON MULLIEHW.

<2> Mpoaykuusa, nosaydyeHHas B pesynbTaTe PagUOXMMUYECKOro BbIAENEHUS MaTePUHCKOro
pPagMoHYKANAa U3 061y4EeHHOM PAANOAKTUBHOM MULLEHM.

6. (4) NponssoguTenb rotoBoro paaModapmMaLeBTUYECKOrO JIEKAPCTBEHHOrO CPeacTBa AOJXKeH
MMEeTb ONMCcaHMe TEXHONOMMYECKOro NpoLecca Npomn3BoacTBa GapmaueBTMYecKon cybcTaHL MM, FOTOBOIO
JIeKapCTBEHHOrO CpPeacTBa M yKasaTb, Kakue TpeboBaHWs Hactoawwmx Mpaswun (rnaea lll uau rnaea IV
HacToAwmx Mpasma) pacnpPoCcTpaHATCA Ha Pa3IMYHble TEXHO/IOTMYECKME onepaLumm u (uan) ctaguu.

7. (5) NpouseoacTBo paanodapmaLeBTUHECKMX NEKAPCTBEHHbIX CPEACTB AO/MKHO BbINOMHATLCA B
COOTBETCTBUM C TPeHOBAHMAMM HOPM pasnaLMOHHOM Be3onacHoCTH.

8. (6) NMpownssoacTeo paamModapMaLEBTUUECKMX IEKAPCTBEHHbIX CPEACTB, NPeAHA3HAYeHHbIX A1
NapeHTepasbHOrO  BBEAEHMA, [O/MKHO  BbIMNOAHATLCA B COOTBETCTBMM €  TpeboBaHMAMM,
npeabABAAEMbIMU K CTEPUIBHOCTU TaKUX JIEKAPCTBEHHbIX CPEACTB, C CObAOAEHMEM B COOTBETCTBYHOLLMX
CNy4aAx acenTUYeCcKUX YC0BMIA NPOM3BOACTBA B CoOTBeTCTBMM C [MpunoxeHvem N 1 K HacToAWwMM
Mpasunam.

9. (7) CneunduKaumm 1 meToabl KOHTPO/A KayecTBa pagnodapmaLLeBTUHECKUX JIEKAaPCTBEHHbIX
CpeAacTB  ycTaHoBneHbl B [ocygapcTBeHHoON ¢dapmakonee Poccuiickoit  degepaunm wnan B
PErnCcTPaLNOHHbIX AOCbE Ha 3T NEKAPCTBEHHbIE CPEACTBA.

KAnHuyeckme nccnenosaHma

10. (8) Ha npousBoacTeo paanodapmaleBTUYECKMX EKAPCTBEHHbIX CPeACTB, NpegHa3sHaYeHHbIX
ONA  KNAWMHUYECKMX WCCNeAoBaHUM, pacnpoCTPaHAOTCA TaKKe TpeboBaHua [punoxkenma N 13 Kk
HacToAwmm Npasmnam.

[Il. OBECIMEYEHUE KAYECTBA

11. (9) ObecneyeHne KayecTBa MNpW NPOM3BOACTBE paAnodapmMaLeBTUYECKMX JIEKAapPCTBEHHbIX
cpeacTs MmeeT ocoboe 3HayeHue B BUAY UX cneunduyecknx ocobeHHocTen, masbix 06 bemMoB cepuii 1 B
HEKOTOpPbIX CAyYaax HeobXo4MMOCTU UX MELMULMHCKOro MPUMEHEHUs [0 3aBeplleHusa onepaumin no
KOHTPOJItO KayecTBa.

12. (10) 3awmTa NPoAYKUUM OT KOHTAMMHALMKU N NEPEKPECTHON KOHTaMMHAUMW A0MKHA ObITb
obecneyeHa TaK Xe, Kak U Npu Npou3BOACTBE NOObIX NIEKAPCTBEHHbIX cpeacTB. B aaHHom cnyyae
npeabsaBaseTca AonosHUTeNbHoe TpeboBaHMe MO 3almTe NPOM3BOACTBEHHONM cpedbl U NepcoHana oT
WOHU3UPYIOLLLErO U3YYEHUA.

13. (11) Bonblioe 3HauyeHMe UMEET HaZ/iexKallan PerncTpauns JaHHbIX MOHUTOPMHIA MOMELLEHWN
1 npoueccos. OueHKa 3TUX AaHHbIX ABAAETCA YaCTblo NPOLLECca BbiNyCKa cepum B obpalleHue.

14. (12) Mpwn npowussoacTBe paanodapmMaLLeBTUUYECKUX JIEKAapCTBEHHbIX CPeACTB cieayeT B
HeobxogmMmom ob6beme NPoBOAUTb KBaMPUKaLUUIO U BanMaaumio. Ana onpegeneHna obbema paboT no
KBa/IMGMKALUUM M BannAaLMN AOMKEH NPUMEHATbLCA NOAXOA, OCHOBAaHHbLIA Ha YNpaBAeHUN PUCKaMU, C
0cobblM BHMMaHMEM K KOMbUHauumn TpeboBaHMin HacToAwWwmX [MpaBua u pagmaumoHHon 6esonacHoCTu.

IV. MEPCOHAN

15. (13) Bce TexHonornyeckMe onepaummn AOJSXKHblI BbINOAHATLCA MNEPCOHA/IOM, MMEHLUM
cneumManbHyl0 MOAroTOBKY MO pagMauMoHHOM GesonacHocTW. lMepcoHan, 3aHsATbIA B NPOU3BOACTBE,
KOHTPO/IE KayecTBa M BbiNyCcKe paanodapmaleBTUYECKUX NEKAPCTBEHHbIX CPeaCTB, AO/IKEH MPONTU
obyyeHune, cBA3aHHOE C OCOBEHHOCTAMW CUCTEMbl obecneyeHus KavecTBa paanodapmal,eBTUYECKUX
NIeKapCTBEHHbIX  CPeACTB.  YMNONHOMOYEHHOE /MU0  ABAAETCA  OTBETCTBEHHbIM 33  BbIMYCK



paanodapmaL,eBTUYECKMX NEKAPCTBEHHbIX CPEACTB.

16. (14) nNepcoHan, paboTaloWwMii B 30HaX NPOM3BOACTBA paaModapmaLLeBTUYECKUX
JIeKapCTBEHHbIX CpeacTB (BK/OYAA NepcoHasn, 3aHATbIA YOOPKOM U TEXHUYECKUM 0OC/AyKMBaHMEM),
OOMKEH NPOUTU fONOAHUTENbHOE 0byyYeHne, cBA3aHHOE COo cneumdrnKo NPOLLECCOB U NPOAYKLUMMN.

17. (15) Ecau npousBoACTBEHHbIE MOMELLEHUS M 0bopyaoBaHME WUCNONbL3YIOTCA TaKKe anA
nposeseHMA UccnesoBaHMn, TO NEPCOHAN, Y4acTBYIOWMIA B UCCEA0BAHUAX, AOIKEH NPOATN 0byyeHne
HacToAawmm Mpasunam. Jenctena no obecneyeHnto KauecTsa 3aKA04AOTCA B PACCMOTPEHMN U Bblgaye
pa3peleHna Ha npoBeaeHne paboT, CBA3AHHbLIX C UCCAEAOBAHUAMM, ANA TOr0 YTOObl UCKAKOUUTL UX
onacHoe BANAHWE HA NPOU3BOACTBO.

V. NOMELLEHNA N OBOPYOBAHUE
Obuwue nonoxeHus

18. (16) NMpownssoacTeo pagnodapmaLeBTUHECKUX NEKAPCTBEHHbIX CPEACTB AOKHO NPOBOAUTHLCS
B KOHTPO/IMPYEMbIX 30HaX, B KOTOPbIX BbINOAHAOTCA TPebOBaHWA K MPOM3BOACTBEHHOM cpene U
paAuaunoHHoM 6esonacHoCcTU. Bce TexHONOMMYECKMe onepaummn A0NXKHbI BbIMONHATLCA B CNeLManbHbIX
NOMELLEHUAX W Ha cneumMansbHOM 060pPyAOBaHWM, KOTOpble npefHasHavyeHbl ANA MPOM3BOACTBA
paamModapmMaLeBTUYECKMX IEKAPCTBEHHbIX CPeACTB.

19. (17) Heobxogumo npuHATb Mepbl NO NPenoTBPALLEHUI0 NEPEKPECTHON KOHTaMWHALUKU OT
nepcoHana, UCXO4HOrO Cblpbs, MaTepuanos, PASNOHYKANAO0B. Tam, rae 3TO BO3MOXKHO, Heobxoanmo
MCNosb30BaTb 3aKPbITOE WM M30AMpoBaHHOe obopyaoBaHue. Mpu MCNoOAb30BaHMKM 06OPYAOBAHUA
OTKPbITOrO TMNA WAW NPU OTKPbIBAaHUMM 0bBOpPYyAOBaHMA AOKHbI OblTb NPUHATbI MeEpPbl NO CBEAEHUIO
PUCKA KOHTaMMHAUMM K MUHUMYMY. [pu OUEHKe PUCKOB HeobxoauMmo MoKasaTb, YTO 4YMUCTOTA
Npou3BOACTBEHHON Cpeapl yaosnetTsopAeT TpeboBaHWAM, npenbABAAEMbIM K TUMNY BbIMYCKAeMOM
NPoAYKLUMU.

20. (18) Bxoa B NpPOWM3BOACTBEHHbIE 30HbI AOJIKEH OCYLLECTBAATLCA Yepe3 KOMHaTbl AAs
nepeogesaHua (CaHNPOMNYCKHUKM) U A0NKEH ObITb pa3peLleH TONbKO ANA NepcoHana, MMetoLWwero npaso
[0CTyna B HUX.

21. (19) Heobxoammo npoBOAUTL MOHUTOPUHI PaboumMx MecT U MPOU3BOACTBEHHOWN cpeabl B
OTHOLLUEHWM YPOBHA pafmaLnn, KOHUEHTPaUUM YacTUL, U MUKPOOPraHM3moB. [opAgoK npoBeaeHuA
MOHWUTOPUHIA YCTaHABANBAETCA NPU KBAMDMKALMM SKCNYaTALUM.

22. (20) Ons rapaHTMM TOro, Y4TO UCMOJ/Ib3yemMble MOMeLLeHUa u obopyaoBaHWE COOTBETCTBYHOT
npeabABAfAeMbIM K HUM TpeboBaHMAM W nNpowaun KBanudukauuio, HeobxoAMMO NPOBOAMUTL
npodunakTMyeckoe TeXHUYECKOoe Ob6CAYKMBaHME, KanuMbpoBKy W KBanudwukaumto. Takue paboTbl
OOJ/IKHbI  BbINOMIHATLCA MOArOTOBAEHHBIM MEPCOHaNoOM, a ¢aKT WX NpPOBeAEHMA W MOJyYeHHble
pe3ynbTaTbl A0NXKHbI 0POPMAATLCA AOKYMEHTA/IbHO.

23. (21) HeobxoaAMMO NPUHUMATb Mepbl NO 3alLMTe NPOM3BOACTBEHHOM 30HbI OT PAZAMOAKTUBHOTO
3arpAsHeHuns. JoskeH OblTb OpraHM30BaH HagAeXaluii KOHTPONb PafMOAKTUBHbLIX 3arpsA3HeHui
NPAMbIM METOAOM C MOMOLLbIO [03MMETPOB WMAN KOCBEHHO - METOAOM Ma3KOB B YCTAHOBJEHHOM
nopsake.

24. (22) NMoBepxHOCTM 0b6OPYAOBaHUA, CONMPUKACcCAOLWMECA C NPOAYKTOM, HE AO0/MKHbI BCTYNaTb C
HUM B peaKkuMio, He A0/MKHbI HUYEro BblAENATb M HE A0KHbI abcopbupoBaTb NPOAYKT, YTOObI TaKUM
06pasom He U3MEHUTb KayecTBO paamodapmaLeBTUYECKOrO 1EKAPCTBEHHOTO CPEACTBA.

25. (23) PeuupKynAaums BO34yxa M3 MOMELLEHW, B KOTOPbIX BbIMNOAHAETCA paboTa ¢
pagnodapmaL,eBTUYECKMMM NEKAPCTBEHHbBIMM CPEACTBAMM, HE AOMYCKAETCA, 32 UCKNOYEHNEM C/Y4YaEB,
Korza NpMMeHeHue peuumpryaaLmMm ob60CHOBaHO. B BbITAXKHbBIX cMCTEMaX A0/MKHa ObiTb NpeaycMoTpeHa
3alWMTa  OT 3arpA3HEeHUA OKpyXKatowen cpeabl pPaASMOAKTUBHLIMM - YacTMUAMM WM razamu. B
KOHTPO/AIMPYEMbIX 30HaxX AO/KHa ObiTb MNpeAycMOTPEHa 3alimMTa OT KOHTaMWMHALMKW 4YacTUuamu U
MWKPOOpPraHM3mamu.

26. (24) Ons Toro, 4yTo6bl He AONYCTUTb PACMPOCTPAHEHMA PASMNOAKTUBHBIX YACTUL, B 30HAX, rae
HaxoAMTCA OTKPbITbIA NPOAYKT, HEOOXOANMMO NOAAEPKMBATL OTPULLATENbHOE AABIEHWE MO OTHOLWEHMUIO
K OKpyXalowWwum 30Ham. B To e Bpemsa MNPOAYKT Ao/keH ObiTb 3aluMuieH OT KOHTaMWMHaLuu K3
NPOW3BOACTBEHHON cpeabl, B TOM 4uCae NOCPEeACTBOM MNPUMEHEHUs OapbepHON TEXHONOMMKU U



BO3AYLIHbIX LW0308, paboTaloLLmMX MO NPUHLMNY KacKada AaBaeHUN.
Mpon3BOACTBO CTEPUIBHOMN NPOAYKLIUN

27. (25) CrepunbHble paavodapmaLeBTUYECKME SIEKAPCTBEHHbIE CPEACTBA Pa3fenAloTca Ha ABe
rpynnbl: JIeKapCTBEHHbIE MpenapaTbl, BbIMYCKaemble B aCenTUYECKUX YCNOBMAX, U JIEKAPCTBEHHbIE
npenapatbl, noanexawme OOUHUWHOW CcTepuaMsauun. B npomsBoacTBe AO/KEH MNOALEpPrKMBATLCA
YPOBEHb YWUCTOTbl MPOWU3BOACTBEHHOW Cpeabl, COOTBETCTBYIOLWMN BUAY BbINONHAEMbIX OnepaLyi.
JonxHbl cobntogatbea yctaHoBneHHble MpunoxkeHnem N 1 K Hactoawmm [MpaBunam TpeboBaHUA K
yncToTe paboumx 30H, B KOTOPbIX NPOAYKLMA UM NEPBUYHAA YNAaKOBKA MOXKET HaX04MTbCA B KOHTAKTE C
OKpPY*KAtoLMM BO34YXOM.

28. (26) Ons onpeneneHna TpeboBaHMWI K Nepenagam AaBeHUA, HAaNPaBAEHUIO MOTOKa BO34yXa U
€ro KayecTBa MOryT MCNO/Ib30BaTbCA METOAbl OLLEHKM PUCKOB.

29. (27) B 3aKpbITbiX aBTOMATU3MPOBAHHbIX CUCTEMaX, MpPeacTaBaAloWmMX cobol, Kak npasuo,
ropaymMe Kamepbl C pPasMeLLEHMEM B HWUX YCTAaHOBOK XMMMUYECKOrO CMHTE3a, CUCTEM OYMUCTKM,
cTepuamsyowwen éduabTpauum "Ha AnHUK", poctatoyHo obecneuynTb Knacc uymctoTbl C. B ropsauue
Kamepbl, HaxoAAlMeCs B 3aKPbITOM COCTOAHWM, AOJIKEH NOoAaBaTbCA BO3AyX Mocie ¢uabTpauuun ¢
BbICOKOW CTEeMNeHb0 YNCTOTbI. ACENTUYECKME ONepaLMm A0MKHbI BbINOJHATLCA B 30HE Kaacca A.

30. (28) Oo Hayana npousBoacTBa cbopKa CcTepubHOro obopynoBaHMA U KOMMOHEHTOB (TPYOOK,
cTepuUAnsyoLWmx GunbTpoB), NOACOeAMHEHNE NINHUI NOAAYM KUAKOCTEN K YKYNOPEHHBIM FrepPMETUUYHbIM
CTepUbHbIM GpIaKOHAM, A0JIXKHbI BbINOJHATLCA B aCENTUYECKMX YCIOBUAX.

VI. AOKYMEHTALMA

31. (29) Bce AOKyMeHTbI, Kacalolimeca NpoM3BoACcTBa pPaanodapmMaLeBTUUECKUX NEKAaPCTBEHHbIX
CpeacTB, AO/XKHbI pa3pabaTbiBaTbCA, COrNacoBbIBATbCA, YTBEPXKAATbCA W  pacnpenenstbca B
COOTBETCTBMMU C YTBEPXKAEHHOM NpoLeaypoi.

32. (30) TpeboBaHWA K MCXOAHOMY CbIPblO, YNaKOBOYHbIM MaTepuanam, maTepuanam Ans
MAPKMPOBKU, KPUTUYECKON MPOMENKYTOYHON MNpPOAYKUMM W TOTOBbIM pagModapmaLeBTUYECcKUm
NIeKapCTBEHHbIM CPeacTBaM AOJIKHbl ObITb YKasaHbl B crneumdoukaumax. [osKHbl ObITb Takxke
cneymdmKaunMmM Ha KpPUTUYECKME maTepuanbl MU KOMMOHEHTbl (B YAaCTHOCTM, Ha BCMOMOraTesibHble
mMmaTepuanbl, YNaoTHeHMA, Habopbl Ana crepuausylowen euabTpaumn), Mcnonblyemble B npolecce
Nnpoun3BoACTBa U CNOCOBHbIE OKa3aTb KPUTUYECKOE BAUSIHME HA KayeCTBO NPOAyKLUMU.

33. (31) Ana pagmodapmaLleBTUYECKMX JNIEKAPCTBEHHbIX CPeAcTB HeobXxogMmo YCTaHOBUTb
KpUTEPUN MPUEMNEMOCTH, BKAKOYAA creundrKaLmMm Ha MOMEHT BbIMyCKa M Ha Nepuog CpoKa rogHoCcTu
(Hanpumep, oA PagUOXMMMUYECKOM YUCTOTbl, OOBEMHOM aKTUBHOCTWU, PAAMOHYKAMOHOM YUCTOTbI M
YOEeNbHOM aKTUBHOCTH).

34. (32) B 3anuMcax MO WCMNONb30BaHMIO, OYUCTKE, nO€3aKTUBALUMW UAM  CTEPUAN3ALLUN,
TEXHUYECKOMY O0O6CNYyXKMBAHUIO OCHOBHOrO 06OOpPYyAOBaHWA AOOMKHbI OblTb YyKasaHbl gaTta U Bpems
BbINO/IHEHWA OMepauyMu, NPocTaBAeHa NOANWUCL AMLA, BbINOAHMBLIEro paboTty, a npu HeobxogumocTm
TaKXe YKa3blBalOTCA HAMMeHOBaHMe NPoAYKLMN M HOMEP CEPUMN.

35. (33) 3anucuM HeobXxoAMMO XPaHWUTb B TEYEHME He MeHee Tpex JeT, eClM HOPMATUBHbIMU
npaBoBbIMK akTamm Poccmitckon ®epepauymm He YCTAaHOBAEH MHOM CPOK XPaHEHUA.

VII. MPOMN3BOACTBO

36. (34) OaHoBpeMEHHOe MPOM3BOACTBO PAa3/IMYHBIX paanodapmMaLeBTUYECKUX SIEKAaPCTBEHHbIX
cpeacTB B ofiHOW pabouyeit 30He (ropsyeit Kamepe, NamMMHapPHOW 30He UAK LWKady) He AonyckaeTca C
Lenblo CBeAEHUA K MUHUMYMY PUCKA NEPEKPECTHOro 3arpA3HEeHMA PagMOaKTUBHBIMU BELLLECTBAMMU UK
nepenyTbiBaHUA MaTepmanos.

37. (35) Ocoboe BHMMaHWE HeobXooMMO YAENATb BanMAaAUUKW, BKAKOYAA Banugauumio
KOMMbIOTEPU3MPOBAHHBIX CUCTEM B coOTBeTCTBMM C [MpunoxeHmem N 11 K Hactoawmm [Mpasunam.
HoBble npoueccbl fOMKHbI TPOATU NEPCNEKTUBHYIO BaMAALMIO.

38. (36) Kputnueckne napameTpbl JOMKHbI ObITb ONpeaeneHbl 40 UAK B Npouecce NPoBeAeHUs



BasMgaumn. MNpu 3TOoM cnegyeT onpeaenatb AOMNYCTUMble MpedesibHble 3HauyeHUs WU3MEHEHW
napameTpoB, Heobxoaumble g CTabUIbHOrO NPOM3BOACTBA.

39. (37) Ona npoayKTOB, HaMOJHAEMbIX B acCenTUYECKMX YC/0BUAX, OO/KEH MPOBOAUTLCA
KOHTPO/Ib  LLENIOCTHOCTU MeMOpaHHbIX GUABTPOB, MNPUHMMAA BO BHMMAHWE HeOobXOoA4MMOCTb
obecneyeHuns pagmauMoHHON 6e30MacHOCTU U COXPaAHEHUA CTEPUNBHOCTU GUABTPOB.

40. (38) YuuTbiBas pagMaUMOHHYIO aKTMBHOCTb TOTOBOW NPOAYKLMW, AOMNYCKAETCA HAHOCUTb
MapKMPOBKY Ha NEepBUYHYIO YMAKOBKY A0 Hayana npousBoacTBa. Ha cTepusibHble MycTble 3aKpbiTble
$NaKoHbl MOXKeT bbITb HaHECEHA MapPKUPOBKA C YaCTUYHOM MHbOPMaLMEN A0 onepauMn HANOAHEHMUS,
npyv 3TOM CTEPUNbHOCTb HE AOJIKHA OblTb HapyweHa M He AOJ/IKHO ObiTb MOMEX AAs BU3YanbHOro
KOHTPOAS HAaNOMIHEHHbIX G/1IaKOHOB.

VIIl. KOHTPO/1b KAHECTBA

41. (39) PaguodapmaueBTUYECKME JIeKapCTBEHHbIe CpPeacTBa MOryT ObiTb  BbIMyLWEHbI W
MCNONb30BaHbl Ha OCHOBE OLEHKW OOKYMEHTALMWM HA CEPUI0 L0 3aBEpLUEHUA BCEX XMMMUYECKUX WU
MMKPOBUONOrMUYECKMUX UCTIBITAHWUNA.

42. OdopmneHune paspelleHna Ha BbINYCK paanodapMaueBTUYECKUX JIEKAPCTBEHHbIX CPeACcTB
MOeT bbITb BbINOAHEHO B ABa W H6osee 3Tana A0 W NOC/e 3aBEPLUEHUS aHAUTUUECKOTO KOHTPOAA B
nosiHOM obbeme:

a) (a) oueHKa YMNOAHOMOYEHHbIM AULOM [OCbe NPOM3BOACTBA CEPUM, KOTOPOE AOJIKHO
OXBaTblBaTb YCAOBMA MNPOM3BOACTBA W aAHA/IMTUYECKMIA KOHTPO/b, MNPOBEAEHHble A0 MOMEHTa
paspelleHna  TPaHCMOPTUPOBKN pPaaModapMaLLEBTUUECKOTO JIEKAPCTBEHHOrO cpeacTBa B CTaTyce
"KapaHTMH" B KAIMHWYECKoe nogpasaeneHue;

6) (b) ynonHomoueHHOe AMLO BblhaeT paspelleHne Ha BbIMYyCK Noc/ie MNPOBeAEHUSA OLEHKU
OKOHYaTe/IbHbIX Pe3y/bTaTOB aHA/JIMTUYECKOTO KOHTPO/IA, BCEX OTK/IOHEHWI OT HOPManbHOro NpoLecca,
KOTOopble [0/MKHbI ObiITb 0POPMAEHbI AOKYMEHTaNIbHO, 06OCHOBaHbI U yTBEpXKAeHbl. EciM HeKoTopble
pe3ynbTaTbl KOHTPOASA HEBO3MOMHO MOAYYUTb L0 WCMNO/Mb30BAaHMA JE€KAPCTBEHHOINO CpeacTsa, TO
YNOJIHOMOYEHHOMY AuLy cneayeT 0bOpPMUTb paspelleHne Ha BbIMYCK JeKAapCTBEHHONO CPeacTBa
YCNIOBHO [0 Hayana ero WCnonb30BaHWA M OKOHYaTe/IbHO 0QOPMMUTbL paspelleHne Ha BbIMycK
JIeKapCTBEHHOIO CpeaCTBa Noc/e NoyYyeHus BCexX pe3ybTaToB KOHTPOA.

43. (40) BonbWMHCTBO paanodapmaLleBTUHECKUX JNIEKAPCTBEHHbIX CPeACTB WCMONb3yeTcs B
TeYyeHMe KOPOTKOro nepuosa BpPemeHW, 4YTO OOYCNOBNEHO KOPOTKMM Mepuogom noaypacnaja
pPaAMOHYKANA0B, MOSTOMY CPOK FOAHOCTM JIEKAPCTBEHHOMO CPEACTBA A0KEH ObITb YETKO YKa3aH.

44. (41) PagnodapmaLeBTUYECKME NEKAPCTBEHHbIE CPEACTBA, COAEPrKallMe PagUMOHYKAMAbI C
60/1blUMM Nepuoaom nosypacnaga, ciefyet KOHTPOIMPOBATb Ha COOTBETCTBME BCEM TPeHOOBaHUAM A0
odopmMieHnA paspeLleHna Ha BbIMYCK YNOJAHOMOYEHHbBIM NLOM.

45. (42) KoHTposb Npob MoKeT 6bITb NpoBeAeH He cpasy nocne ux otbopa, YTobbl 0becneuynTsb
Tpebyemoe CHWXKeHMEe YPOBHA aKTUBHOCTU. Bce BMAbI KOHTPOAA, BKAOYAA KOHTPOJIb HA CTEPU/IbHOCTD,
OOJ/IKHbI NPOBOAMTLCA KaK MOXKHO BbICcTpee.

46. (43) YTBEpKAEHHAA NpousBoAMTENEM MPOLLeAYPa AO/MKHA YCTaHABAMBATb NOPAAOK OLEHKM
NPOAYKLMM U pe3ybTaToB KOHTPOAA A0 OTNPaBKMU NPOAYKLUN.

47. (44) MpoAayKuus, He COOTBETCTBYIOLIAA YCTAaHOB/IEHHbIM TpeboBaHMAM, A0MKHA O6biTb
OTK/NOHeHa. Ecan npegycmoTtpeHa nepepaboTka maTepurana, TO OHa A0/1KHa BbIMNOMHATLCA MO 3apaHee
yTBEPXKAEHHOW npoueaype. [oOToBas NpoOAyKUMA OO/KHA  COOTBETCTBOBATb  YCTAHOBJ/IEHHbIM
TpeboBaHMAM, 4YTO [O/MKHO ObiTb MOATBEPXKAEHO A0 ee BbinycKa. He ponyckaetcs nepepaboTka
BO3BpPALLEHHOW NPOAYKLMN, C KOTOPOM cneayeT 0bpalaTbCca Kak C pagnoakTUBHbIMU OTXO4AMMU.

48. (45) B cneuuanbHoOl npoueaype [AoO/KeH OblTb onpeaeneH nNopsAoK AencTBUi
YNO/JIHOMOYEHHOTO /MUA@ B C/Ay4ae OOHapyKeHMA HeCOOTBETCTBMS NpoayKumm TpeboBaHUAM
cneunduKaummn nocne ee OTIPY3KM [0 MCTEYEHUSA CPOKa roAHOCTWU. Takue caydau [O/KHblI ObiTb
paccnefoBaHbl, OOMKHbI ObiTb BbINOJHEHbI HEODXOAMMbIE MPeaAynpexaalowme U KoppekTUpyoLme
MeponNpUATUA AAAa HedonyweHua nofAobHbIX cuTyaumit B Byaywem. I3TOT npouecc [OMKeH ObiTb
OOKYMeHTanbHO opopMEH.

49. (46) Mpu HeobxogumocTM npousBogMTENb AOMKEH WHOOPMUPOBATb OTBETCTBEHHbIM
NnepcoHan MegMLMHCKOW opraHu3aumn. [na copenctsuAa 3SToMy f[o/mKHa ObiTb  obecneveHa



NPOCAEKMBAEMOCTb B OTHOLIEHUN pPagnodapmaLeBTUYECKMX JEKAPCTBEHHbIX CPEACTB.

50. (47) OonkeH BbiTb yCTaHOB/EH MOPAAOK KOHTPONSA MCXOAHOrO CbipbsA U maTepuanos. MNpu
BblbOpe M yTBEPKAEHUM MOCTABLLIMKA cnepyeT ybeguTbCA B TOM, YTO MOCTABASEMbIE MM UCXOLHOE
Cblpb€ W MaTepuanbl HEM3IMEHHO COOTBETCTBYHOT TpeboBaHMAM chneunduKaumii. McxogHoe cCbipbe,
YNaKOBOYHbIE MaTepuanbl U BCNOMOraTeNbHble MaTepuanbl ANA KPUTUHECKUX MNPOLLECCOB AO/XKHbI
NpuobpeTaTbCA TONbKO Y YTBEPKAEHHbIX MOCTABLLMKOB.

IX. KOHTPOJ1bHbIE N APXUBHbIE OBPA3LLbI

51. (48) OT Kaxaow cepun HepacdacoBaHHbIX pagmodapmaLLeBTUUECKUX TIEKAPCTBEHHbIX CPeacTB
OO/MKHO 6bITb 0TOBPaHO AOCTaTOMHOE Ko/IM4YecTBO 06pasLLoB, KOTOPbIE AO/MMKHbI XPaHUTbCS HE MeHee
LIeCTM MecALEeB Nocae UCTeYEHMA CPOKa rOAHOCTM FOTOBOM NPOAYKLUNKU, ECIU MHOE HE YCTAaHOB/IEHO NpU
MCNO/Ib30BaHUM NPOLLeAYpP YNPaBAEHMA PUCKAMMU.

52. (49) OG6pasubl MCNOAb3yemMoro B MPOM3BOACTBE MCXOAHOIO CbiPbf, 3@ WCKAOYEHMEM
pacTBOpuTeNel, ra3oB 1 BoAbl, AONKHbI XPaHUTLCA HE MEHEE ABYX JIET NOC/e BbiNycKa NPoAyKUMn. ITOT
CPOK MOMKeT ObITb COKpalleH, ecanM B cneunduKaumm Ha cbipbe yKasaH 6osiee KOPOTKMI nepuog,
CTabuUIbHOCTU.

53. (50) Ons otbopa W XxpaHeHUs npob WUCXOAHOrO CbipbsA, MaTEpPUanos, MPOAYKLUM,
NpPou3BeAeHHbIX N0 UHANBUAYATbHOMY 3aKa3y UM B MaJlbIX KONMYECTBAX UIN €CNIN UX XPaHEHNE MOXKET
BbI3BaTb 0COOble TPYAHOCTU, MOXKET ObITb ONpeaeneH MHON NoPAAOK 0TOOpa M XPaHEeHUS.

X. PEAIN3ALNA

54. (51) Ana pagmodapmalLleBTUUECKUX NEKAPCTBEHHbIX CPeACTB [AOMNyCcKaeTca peanusauusa
rOTOBOM MPOAYKUUM B KOHTPOMPYEMBIX YCNOBMAX A0 MNOAYYEHUA Pe3ynbTaToB BCEX HeOobXoaMmbIX
ucnolTaHuin. Mpn 3ToM AO0MKHO ObiTb FAPaHTMPOBAHO, YTO JIEKAPCTBEHHbIM npenapaT He 6yaer
NPUMeHeH B MeANLMHCKON OpraHmn3aumm 40 NoayvyeHUs ya0BNeTBOPUTENbHbIX Pe3ybTaTOB UCMbITAHWUM
N UX OLLEHKW YNOJIHOMOYEHHbIM ULLOM.

XI. TEPMWHbI N ONPEOENEHNA

55. Onna ueneit Hactosawero MpUNoXKeHUa KpOMe TEPMUHOB M onpegeneHuii, NpeaycMoTPEHHbIX
rnasow Il HacToAwmx MpaBua, UCNONL3YIOTCA TaKkKe CieayloLwme OCHOBHbIE NOHATUA:

ropsyas Kamepa - M30/IMPOBaHHOE WM HEM30/IMPOBAHHOE 3KpaHMPOBaHHOE paboyee mecTo Ans
NPOM3BOACTBA M 0BPALLEHUNSA C PaSMOAKTUBHBIMM MaTEPUANAMM;

NpUroToB/EeHMEe - MOArOTOBKA Habopa B MeAWMUMHCKOM OpraHuWsauuu nyTem BHECeHWA B Hero
PagMoHYKAMAA, 3/IOMPOBAHHOIO M3 reHepaTopa, UM C MOMOLLbIO PAAMOAKTUBHbIX NPesLeCTBEHHMKOB.
Habopbl, reHepaTopbl M PaAMOAKTUBHbIE MNPEAWEeCTBEHHUKM [0/KHbI 6biTb 3aperncTpupoBaHbl B
YCTaHOB/IEHHOM NopAAKe;

PagMOaKTUBHBIN NpeawecTBEHHUK - PagMOaKTUBHOE BELWECTBO, NpegHasHayeHHoe A1 BBeAeHun
PagMOHYKANAHOW METKM B ApYyroe BewecTBo nepes ero npuMeHeHnem;

pagmModapmMaleBTUYECKME /IeKapCTBEHHble CPeacTBa - JIeKapCTBEHHble CpeacTBa, KoTopble
cogepykaT B roToBOW ANA MUCNOAb30BaHUA GopmMe OAMH PaANOHYKAMA AU HECKONbKO PaaMOHYKANA0B
(paamoakTMBHbIX M30TONOB) <*>,

<*> yHKT 10 ctatbm 4 PenepanbHOro 3akoHa ot 12 anpena 2010 r. N 61-®3 "0O6 obpauleHnmn
NeKapcTeeHHbIx cpeacTs” (CobpaHune 3akoHoaaTenbcTBa Poccuiickon deaepaumm, 2010, N 16, cT. 1815).

MpunoxkeHue N 4
K MNpaBunam opraHmnsaumm



npon3BoAacCTBa N KOHTPO/IA Ka4YeCTBa
NNEeKapCTBEHHbIX CpeacTB

OCOBEHHOCTH
MPON3BOACTBA JIEKAPCTBEHHbIX CPEACTB /14 BETEPUHAPHOIO
NMPUMEHEHUA (KPOME MMMYHOBEUO/TIOTMYECKUX TEKAPCTBEHHbBIX CPEACTB
ANA BETEPUHAPHOIO MPUMEHEHWMA)

1. HacTtoAuwee MpuaoxeHMe OTHOCUTCA KO BCEM JIEKAPCTBEHHbIM CPeACcTBaM ANA BETEPUHAPHOrO
NPUMEHEHMUA, 32 UCKIOYEHNEM UMMYHOBMONOrMYECKUX IEKAPCTBEHHbIX CPeACTB ANA BeTepUHapHOro
NPMMEHEHWsA, NPOM3BOACTBO KOTOPbIX peryanpyetca NMpunoxeHmem N 5 K HacToawmm Mpasunam.

I. MPOU3BOACTBO NEKAPCTBEHHbLIX MPEMAPATOB
MPOTUB SKTOMAPA3SNTOB

2. (5) HecmoTpa Ha orpaHWyeHue, YCTaHOBAEHHOe MyHKTomM 52 Hactoawmx [pasun,
JIeKapCTBEHHbIE Mpenapatbl MNPOTUB 3SKTOMApa3vMTOB, KOTOpble MpeAHasHayeHbl ANA  HapYXKHOro
NPUMEHEHWA, OTHOCATCA K IEKAPCTBEHHbIM CPeACTBaM A1 BETEPUHAPHOIo NPUMEHEHWA U BKAOYEHbI B
JIMLLEH3MI0O HA MPOM3BOACTBO, MOFYT NPOM3BOAUTLCA U HAcoBaTbCA B 30HAX, NpPeAHa3HAYeHHbIX ANsA
npowu3BoACTBa NeCcTUUMAOB, NO MPUHLUMNY pa3feNeHHbIX BO BpeMeHU LMKA0B npomssoacTea. OgHako B
3TUX MNOMELLEHMAX He [O0/KHbl NPOM3BOAUTBCA APYyrMe BuAbl JIEKAPCTBEHHbIX CPEeAcTB  Ans
BETEPMHAPHOIO NPUMEHEHMSA.

3. (6) [Ona npepoTBpalLeHMs NEPeKPecTHOM KOHTaMWMHaLMKM  MPOU3BOAUTE b  OOJ/IKEH
MCNo/sib30BaTb COOTBETCTBYIOLWME BAaIMANPOBAHHbIE METOAbI OYMCTKU. HeobxoamMmo NpuHATL Mepbl Mo
obecneyeHnto 6e30MacHOro0 XpaHEHWA NEKAPCTBEHHbIX MPenapaToB A/1Aa BETEPUHAPHOIO NPUMEHEHNSA B
COOTBETCTBMM C TpeboBaHMAMM HacToAWwMX Mpasun.

II. MTPON3BOACTBO JIEKAPCTBEHHbBIX CPEACTB AJ1A BETEPUHAPHOIO
NMPUMEHEHWA, COOAEPKALLUX MEHUUNNNTNHBI

4. (7) Ucnonb3oBaHWe NEHUUMAINHOB B BETEPUHAPUM He NpeAcTaBAseT TaKoro PUCKa C TOYKU
3peHUA  TUNEepPCeHCUBUNM3AUMN  KUBOTHbIX, KakK B C/ly4ae WX WCMONb30BaHUA 4Ye/IOBEKOM.
3aperncTpupoBaHHble Cay4au rMnepceHcnbunnsaumnm y nowaaei u cobak boiam obycnoBaeHbl Apyrumu
TOKCMYHbIMM  BellecTBaMM (Hanpumep, MWOHOPOPHLIMK aHTUBMOTUKAMKM ana nowagen). Takue
NleKapcTBeHHble npenapaTbl pekomeHayeTcA MpPou3BOAMTb B CNeumanbHo npeaHasHaydyeHHbIX
N30/IMPOBaHHbIX MOMELLLEHUAX, 33 UCKAIOYEHNEM C/ly4aeB, Koraa NomeleHnn npeaHasHauyeHbl TONbKO
ONA NPOU3BOACTBA /IeKAapPCTBEHHbIX CPeACTB ANA BeTePUHaAPHOro npumeHeHus. B nwbom cnydae
npoussoauTeNb AOMKEH NPUHATbL BCce Heobxoaumble Mepbl NO NPeAoTBPALLEHUID MepeKpecTHOoW
KOHTamMMHaUuMKn 1 obecneyeHno 6€30NacHOCTM NepcoHana B COOTBETCTBUM C TpebOBaHUAMM HACTOALLMUX
MpaBua. [Mpu  KUCNONb30BaHUM OBLWMX NOMELLEHUI A NPOU3BOACTBO NPOAYKUWUKW, coaepiKallel
NEHULUMANMHBI, AO0/MKHO b6biTb OpPraHM3oBaHO MO NPUHLUMNAM pa3feneHHbIX BO BPEMEHM LMKIOB
NPou3BOACTBa W [AO/KHO COMPOBOMAATHCA COOTBETCTBYIOWMMW BaAUAUPOBAHHLIMM  METOAUKaMMU
AEKOHTAMUHALLMU U OUUCTKM.

[ll. XPAHEHWVE OBPA3LIOB

5. (8) B cBA3M ¢ 60AbWMMKM 06bEMamMM OKOHYATE/IbHbIX YNAaKOBOK HEKOTOPbIX /N€KAPCTBEHHbIX
CPeAcTB ANAa BeTepUMHapPHOro MpumeHeHua (B 4acTHOCTM, A06aBOK), AOMYCKaeTcs XpaHWUTb 06pasubl
KaXkQon cepuu MpoayKUMM He B MX OKOHuYaTe/bHOW ynakoBKe. OAHaKO NPoOu3BOAMTE/Nb [AO/KEH
obecneynTb XpaHeHWe AOCTAaTOYHOrO KO/MYECTBA apXMBHbIX 0OPAa3L0B KarKAOM Cepuu NpoayKuuu B
COOTBETCTBUM C TPEHBOBAHUAMM HACTOALLMX Mpasu.

6. (9) B ntobom cnyyae ynakoBKa A/1a XpaHEHUs apxMBHbIX 06pasuoB A0/KHA BbiTb NpoM3BeaeHa
M3 TOTO }Xe maTepunana, YTo U NepBUYHAA YNAKOBKA, B KOTOPOM 3TOT NPOAYKT peannsyeTcsa Ha pbiHKe.



IV. CTEPUJIbHbIE JIEKAPCTBEHHbIE CPEACTBA
ONA BETEPUHAPHOIO NPMMEHEHWMA

7. (10) B cayyaax, nNpeaycMOTPEHHbIX HOPMATUBHbIMM MNPABOBbLIMW aKTaMu Poccuiickomn
depepaunn, NeKapcTBeHHble CpeacTBa AN1A BETEPUHAPHOIO MPUMEHEHMUA, noanexawme GUHULWHOMN
CcTepuan3aLmm, MoryT NPoM3BOAMTLCA B YNCTbIX 30HaX 60siee HU3KOro Knacca Nno CPaBHEHUIO C TeM, KaK
970 onpeaeneHo B MNpunoxkeHmn N 1 K HacToAwmm MNpasmnam, HO HE HUXKe Knacca D.

MpunoxkeHne N 5

K MNpaBunam opraHunsaumm
Npown3BOACTBa U KOHTPOA KayecTBa
JIeKapCTBEHHbIX CPeaCTB

OCOBEHHOCTU
MPON3BOACTBA UMMYHOBNONOIMMYECKMX NEKAPCTBEHHbLIX CPEACTB
O1A BETEPUHAPHOIO NMPUMEHEHWA

[. MIPUHUMN

1. Mpou3BOACTBO WMMMYHOOUONOIMYECKUX JIEKAPCTBEHHbIX CPeACTB A0S  BeTepuMHapHOro
NpUMeHeHna umeeT OCOBEHHOCTU, KOTOpble HEeOobXoAMMO Y4YuUTbIBaTb MPU BHEAPEHUU U OLEHKe
3ppeKTMBHOCTU dapmMaL,EeBTUUYECKOM CUCTEMbI KayecTBa.

2. W3-3a 60/MbWIOro KOAMYECTBA BUAOB KMUBOTHbIX W  COMYTCTBYIOLWIMX  MATOreHHbIX
MWKPOOPraHNM3MOB CMEKTP MPOM3BOANMONM NPOAYKLMM MOMKET OblTb OYEHb LUMPOKUM NpPU HEBObLLIOM
obbeme npousBoacTBa. MPon3BoACTBO 0O6bIYHO OPraHM3yeTCs No NPUHLMUMY OTAENbHbIX LMKAOB. BBLAy
0cobeHHOCTel TaKoro NPoM3BOACTBA (CTaAUU KYNbTUBMPOBAHUSA, OTCYTCTBME PUHULLIHONM CTepuansaumu,
WHble 0CObeHHOCTU) HeEOBX0AMMA TWaTeNbHaA 3alWMTa NPOAYKLUMM OT KOHTAMUHALMWN U NepeKpPecTHOM
KOHTamMMHauuun. [poun3BOACTBEHHAA OKpY)KaloLWasa cpefa AO0MKHaA 3aWmwatbcs, ocobeHHO npwu
MCNONb30BaHMM  MATOTEHHbIX  MAM  3K30TUYECKUX  MUKPOOPraHuamoB. [lpy  MCNONb30BaHUM
MWKPOOPraHM3MOB, MNATOFEHHbIX ANA YeNoBeKa, OCOBEeHHO TLaTe/lbHO HeobXo4MMO  3aMLLaThb
nepcoHan.

3. C yyeToM yKasaHHbIX (HAKTOPOB, a TaKKe BapuabenbHOCTU CBOMCTB MMMYHOBMONOTUYECKUX
NIEeKAPCTBEHHbIX MPENAapaToB U OTHOCUTENIbHO HW3KOW 3PPEKTUBHOCTM NPOBOAUMBIX UCMbITAHUN ANs
NoslydeHnA AO0CTaTOYHOW MHPOPMALMM O MPOAYKUMKM (B YACTHOCTU, MPU KOHTPOSE KAyecTBa roTOBOM
NpPoAyKLMK), 0COBEHHO BaXKHOE 3HAYEeHMEe UMeeT papMaL,eBTUYECKas CUCTEMA KayecTBa.

[I. NEPCOHAN

4. (1) Bce paboTHWKM (BKAKOYAsA NepPCcoHas, 3aHMMAIOLWIMINCA OUYUCTKON U 0BCAYKMBAHMEM
nomeuwieHuin u obopyaosaHusa), paboTalolwme B 30HAX MNPOU3BOACTBA MMMYHOBMOOrMYECKOM
NPOAYKLMU, AONKHbI NPOUATU obydeHue NOo JIMYHON TUTMEHEe U MUKPOOMONOTMU U [ONONAHUTENIbHOE
oby4yeHMe B COOTBETCTBUM CO cneundmUKon Nporm3BoaAnNMOMn NPoayKUUN.

5. (2) /nua, oTBeTCTBEHHble 33 MPOM3BOACTBO WM KOHTPO/b KayecTBa, B COOTBETCTBUM C
BbINOJSIHAEMbIMW UMK  QYHKUMSAMM  OO/KHbI  MMETb MOATOTOBKY MO TakKMM NpeameTam, Kak:
b6akTepuosorusa, buonorua, BUOMETPUS, XMMUA, UMMYHOJIOTUA, MeguLMHa, NapasuTonorus, Gapmaums,
dbapmakonorua, BUPYCcoiorMa n BeTepMHapuma, a TakKe 061a4aTb HE0OHXOAUMbBIMWU 3HAHUAMM NO OXPaHe
OKpyrKatoLwen cpeapl.

6. (3) NepcoHan ponxkeH ObiTb 3aWMLLEH OT BO3MOMKHOIO 3apPaKEHUA MUKPOOPraHU3Mamm,
ucnonblyembiMn B npomssoactse. [lpu  UCNONb30BaHMM  MUKPOOPraHWM3MOB,  ABAAIOLLUXCA
BO3OyaMTeNnsimMmun 60se3HeN YenoBeKa, HEOBXOAMMO NPUHUMATb 0Ccobble Mepbl MO 3alMTe NepcoHana,



paboTaloLWero ¢ STUMM MUKPOOPraHN3MaMU UAN SKCMEPUMEHTANbHbIMU XKUBOTHbIMM.

7. B cnyyae HeobXoAMMOCTM NEpPCOHan AO/MKeH 6biTb BaKUMHMPOBAH. PabOTHUKKM [A0MKHbI
npoxoauTb MeguuUUHCKoe obciegoBaHme.

8. (4) HeobxoaMmMo NpPMHMMaATb COOTBETCTBYHOLLME MEPbl NPOTUB MEepeHOCa MMKPOOPraHW3MOB
NoAbMK 33 npegesnbl NPOM3BOACTBEHHOW 30HbI. B 3aBUCMMOCTM OT BUAA MMKPOOPTaHM3MOB K TaKUM
Mepam MOTyT OTHOCUTBLCA NOJIHOE MepeoaeBaHue n o6A3aTeNbHOe NPUHATUE Aylia nepes BbIXO40M U3
NPOM3BOACTBEHHOM 30HblI.

9. (5) MNpu nponsBoacTBe MMMYHOBMONOrMYECKOWM NpoAyKLMM 0cObylo onacHOCTb npeAcTaBaseT
PUCK  KOHTaMMHAUMM WM  MEPEeKPecTHOM KOHTamMMHauMK, Bbi3blBaeMON nepcoHanom. [na
NpeaoTBPaLLEHUA KOHTAMWHALNK, BbI3bIBAEMOM NEepPCOHAN0M, MePCOoHaN AONKEH BbINOAHATL pPAL Mep U
npoueayp, BKAOYAOWMX B cebs WUCNONb30BaHWE 3alMTHOM OAEXAbl Ha Pas/IMYHbIX CTaAMAX
TEXHO/IOTMYECKOro npoLiecca.

10. Ona npenoTBpalLeHnn NepekpPecTHoN KOHTaMUHaAUMK NepcoHan AO/IKeH nepemewaTbcs us
OAHOM 30HbI B APYrylo C cobaogeHMem MNpPaBus, UCKIOYAIOWMX PUCK KOHTaMWHaLMK. DTU npasua
OOMIKHbI ObITb M3/10)KEHbl B MHCTPYKUMW. B TeueHuMe paboyero BpPeMEHM MEPCOHAN He [OJKeH
nepexoguTb M3 30H, T4e BO3MOMKHA KOHTaMMHAUMA KMBbIMW MUKPOOPraHM3Mamu WUAU coaepiKaTcs
KMBOTHbIE, B MOMELLEHUA, Tae paboTatoT C APYrMMM NPOAYKTaMM UM MUKPOOPraHu3mamu. Ecam Takmx
nepemeLLeHnin n3bexkaTb HEBO3MOXKHO, NEPCOHAs, 3aHATbIW B TAKOM NPOU3BOACTBE, AO/IKEH C/1e40BaTh
YETKO YCTaHOB/IEHHbIM METOANKAM AeKOHTaMMHALMM, B TOM YMC/E BbINOMHATL CMEHY OAexAabl, 0b6yBM,
M No mepe HeobXoANMMOCTU MPUHUMATL AyLL.

11. B uenax npumeHeHua Hactoawero MPUNOKEeHNA CUMTAETCA, YTO NMEePCOHaN He CTaJIKMBAETCA C
PUCKOM KOHTamMMWHaLMK MPU BXOAE B U30/MPOBAHHYIO 30HY, F4e KyAbTypbl HAXOAATCA B repMeTUYEcKn
3aKpPbITbIX KOHTEHEpaXx, MOBEPXHOCTb KOTOPbIX MNPOLU/Ia AEKOHTaAMUHALMIO, ECAIN B 3TOM 30HE B TeYeHune
nocneaHmx 12 4acos He BeMCb PaboTbl C OTKPLITbIMU MUKPOOPraHn3mamu (3a UcKAoHeHnem paboTsl C
3K30TMYECKUMWN MUKPOOPraHM3mMamm).

[ll. TOMELLEHWA

12. (6) Mpun NPOEKTUPOBAHNU NOMELLEHUI A0KHA BbITb NPeAyCMOTPEHA 3alUMTa Kak NPoAYKLUMH,
TaK U NPOM3BOACTBEHHOM cpeabl. ITO MOXKET ObITb AOCTUIHYTO 3@ CYET UCMOb30BAHMA U30/IMPOBAHHbIX,
UYMCTbIX, YNCTbIX U30ANPOBAHHDBIX UM KOHTPOJNPYEMbIX 30H.

13. (7) Onepaumm C KUBbIMW MUKPOOPraHM3MamMM LONKHbI NMPOBOAUTLCA B W30/IMPOBAHHbIX
30Hax. YpOBeHb M301AUNM AO/IKEH 3aBUCETb OT MAaTOreHHOCTU MUKPOOPraHUM3MOB M OT TOro, 6binn au
OHU KNaccndMLMPOBaHbI KaK 3K30TUYECKME.

14. (8) Onepaummn C MHAKTUBMPOBAHHbIMU MUKPOOPraHM3MamM A0/KHbI MPOBOAUTLCA B YMCTbIX
30Hax. YMCTble 30HbI HEOOXOAMMO TaKMKe UCNONb30BaTb NPU paboTe ¢ HEMHPULMPOBAHHbBIMM KIETKaMM,
BblAENEHHbIMW M3 MHOFOK/JETOYHbIX OPraHM3MOB, U B HEKOTOPbIX C/Ayyasax npu paboTe co cpegamm,
npoLweawnMmn cTepUIN3yoLLyto GbUabTPaLuio.

15. (9) Onepaymm c OTKPbITbIMW NPOAYKTAMWU UAN KOMNOHEHTaMK NepPBMUYHOIN YNAaKOBKK, KOTOpbIe
He nognexaT [fgafibHelwen CcTepuamsaumm, QOO/MKHbl MNPoBOAUTbLCA B OOKce (ycTaHOBKe) cC
OfIHOHaNpPaB/ieHHbIM (NamMHapPHbIM) MOTOKOM BO3/lyXa Knacca A, HaxoaALLeMcs B 30He Knacca B.

16. (10) Ecnm npom3BoACTBO MMMYHOBUONOMMUYECKNX IEKAPCTBEHHbIX CPEACTB /1A BETePUHAPHOro
NPUMEHEHUA HAXOAUTCA B TOM Ke 3[4aHUU, TO ApYyrne onepaummn C KMBbIMM MUKPOOPraHM3mamu (B
YaCTHOCTM, KOHTPO/Ib KauyecTBa, UCCAeAO0BaHUA U AMArHOCTUKA) AONXKHbI BbINONHATLCA B OTAENbHbIX
M30/IMPOBAHHbIX nNomelleHnax. CreneHb W30AALMM 3aBUCUT OT MNATOFEHHOCTM [AaHHOro BMAaa
MMUKPOOPraHU3MOB M OT TOro, 6bln AU OH KnaccuduuMpoBaH KaK 3K30TUYeCKuit. Mpu BbINOAHEHUU
AMAarHOCTMYECKMX Onepaunit CcywecTByeT PUCK BHECEHWS BbICOKOMATOIEHHbIX MWKPOOPraHU3MOB.
CTeneHb M301AUUM AOJI)KHA COOTBETCTBOBATb BCEM BbllUENepPedYnc/NeHHbIM puckam. M3onauma moxket
noTpeboBaTbCA TaKKe B CAydanX, Korga KOHTPOJIb KayecTsa M Apyrue onepauum npoBoaATca B 34aHUAX,
pPacnonoXeHHbIX B6M3U NPON3BOACTBEHHbIX 34aHWNIA.

17. (11) W3onnpoBaHHble NOMELLEHMA AO0MKHbI OblTb NErKO AEe3UHOUUMPYEMBIMU U AOMKHbI
oTBeYaTb cneayowmm TpeboBaHMAM:

a) (a) oTcyTCcTBME NPAMOrO BbIXOAa BEHTUAMPYEMOIO BO3A4yXa HapPYKy;

6) (b) Hannume BeHTMAAUMM C obecneyeHMem OTPULLATENbHOrO Mepenaga AasBieHus



(paspexkeHun). Bo3ayx OoMKeH yaanaTbea yepes GpuabTpbl BbICOKOIOGDEKTUBHON OYMCTKM BO3ayxa OT
yactuy, (ganee - HEPA-GunbTpbl). PeuumpKynauma Bosayxa He [0MYCKaeTca, 3@ UCKAKYEHUEM CayYaeB
PeuMpKYIALUM B TOW Ke CaMON 30He MpPU YCA0BUM AOMNOJHUTENbHOM O4YUCTKM Bo3ayxa HEPA-
dunbTpamm (06bIYHO 3TO YCNOBME BbIMOHAETCA NPU NPOXOXKAEHUN PELIMPKYANPYIOLLErO BO3AyXa Yepes
npuTouHble HEPA-GMALTPbLI, KOTOPblE UCMObL3YIOTCA AN 3TOWN 30HbI). MocTynaeHne Bo3ayxa 13 oAHOM
30Hbl B APYryl0 [JAOMNYyCKAeTcaA B TOM C/y4vyae, €C/M BbITAXKHOM BO34yX MNPOXOAUT 4epe3 ABa
nocneaoBaTtenbHO ycTaHoBseHHbIXx HEPA-duabTpa. Mpu 3Tom npomsBoguTeb AO/KEH OCYLWeCTBAATb
HenpepbIBHbIN KOHTPOJ/Ib LENOCTHOCTU nepBoro ¢uAbTpa U NpeaycmoTpeTb cpeactsa 6e3omnacHoro
YOANEHMA BbITAXKHOTO BO34yXa B C/ly4ae NOBpeKAEHUA 3TOro GuabTpa;

B) (c) BO34yX, BbIXOOAWMN M3 MNPOM3BOACTBEHHbLIX 30H, B KOTOPbIX NPOBOAMTCA paboTa c
9K30TUYECKMMU MUKPOOPraHNM3IMamm, SONXKEH NPOXOANUTb Yepes ABa NOCNeA0BaTe/IbHO YCTaHOB/IEHHbIX
HEPA-punbtpa. [Mpyn 3TOM peumprynsums BO3AyXa MeXay MpPOU3BOACTBEHHbBIMM 30HAaMWU He
Jonyckaercs;

r) (d) Hannume cmuctembl cbopa 1 Ae3nHPEKLMUM KNULOKUX OTXOA0B, BKIOYAA KOHTAMUHUPOBAHHbIN
KOHAEHCaT M3 CTepuaM3aTopos, BuopeakTopoB. TeBepable OTXOAbl, B TOM YMCAe TPYMbl KUBOTHbIX,
HeobxoaMmo Ae3nHOMUMPOBaTb, CTEPUAN30BaTb WAM  CHUFATb. KOHTaMMHMPOBAHHbIE GUALTPBI
HeobxoaMmo yaansaTb 6esonacHbim cnocobom;

4) (e) KomHaTbl ANA NnepeoseBaHNA JOMKHbBI NPOEKTUPOBATLCA U UCMONb30BATLCA KakK BO3AYLUHblE
Wt03bl U 6bITb 060PYAO0BaHbI, NPU HEOBXOANUMOCTU, YMbIBAIbBHUKAMU U AyLIEBbIMM KabuHamn. Cxema
nepenaga AaBAeHUA BO34yXa OO/MKHA NpefoTBpallaTh ABUKEHME BO3AyXa MeXAY NPOM3BOACTBEHHOWN
30HOM W OKpYyKaloLWeh cpeson, a TaKKe PUCK KOHTaMMHAUMM OAeKAbl, MCMNONb3yemMON BHe
NpPon3BOACTBEHHON 30HbI;

e) (f) ana nepemeuieHna obopyaOBaHUS HEOBXOAMMO NPEeAYyCMOTPETb CUCTEMY BO3ALYLUIHbIX
LINO30B, KOHCTPYKLMA KOTOPOWM AOJ/IXKHA NpeaoTspaliaTb ABUMMKEHME KOHTAMWMHWMPOBAHHOMO BO34yXa
paboyein 30Hbl BO BHELIHIOW Cpeay W PUCK KOHTaMMHaLMW 06OpyAoOBaHWA BHYTPM wWwAto3a. Pasmep
LWH03a AOIKEH NO3BONATL NPOBOANUTL 3GDEKTUBHYIO AEKOHTaMUHALMIO NOBEPXHOCTU NEpPEMELLAEMbIX
maTepuanos. PekomeHayeTcA yCTaHaBAMBATL Ha ABEPU LIAKO3A Talimep, NO3BONAOLWMIA KOHTPOJIMPOBATb
BpeMms, fOCTaTOuHOe ANA npoBeaeHuA 3PPeKTUBHOM AEKOHTAMMUHALMW;

) (g) BO MHOIUX cyyasx gns 6€30nacHOro yaaneHus oTX040B M MoAaymM CTePUIbHbIX NPeaMeToB
HeobXxo04MMO UCNONb30BaTb MPOXOAHOM aBTOKAAB C ABYMA ABEPAMM.

18. (12) MepepaToyHble WAO3bI MU KOMHATbl ANA NepeofeBaHna A0MKHblI 6biTb 060pyL0BaHbI
GNOKMPYIOLLMMU UAN APYTUMU NOAXOAALLMMM YCTPOMUCTBAMM, NPENATCTBYIOWMMU OLHOBPEMEHHOMY
OTKpbIBaHUIO 6onee uyem ofHOW ABepu. B KOMHaTbl Ana nepeogeBaHMA HeobxoauMmo noaasaTb
OTPUABTPOBAHHDBI BO3AYX TON e CTENEHU OYUCTKM, YTO U A5 NPOU3BOACTBEHHbLIX 30H. OHU AO0/MKHbI
6bITb 060PYA0BaHbI CUCTEMAMM YAaNEHUA BO3AyXa, 06ecneunBaloLLMmmn BO34yX006MeH, He3aBUCUMbIA
OT NPOM3BOACTBEHHbIX 30H. [epeaaToyHble WA3bl AONXKHbI, KaK NPaBuIo, BEHTUAMPOBATLCA TaKUM Xe
06pa3om, 04HAKO AONYCKAETCA NMPUMEHATb HEBEHTUAMPYEMbIE LWAO3bl MM WAO3bl, 060pyA0BaHHbIE
TO/IbKO NPUTOYHBIMU CUCTEMAMMU.

19. (13) Cragmn TEXHONOTMYECKOrO NpoLecca, NPU KOTOPbIX MOMKET NMPOU3OUTU KOHTaMUHaLMA
NpoAyKLMM (Hanpumep, XpaHeHUe KNAEeTOK, NPUrOTOBAEHWE cpesd, KYNbTUBMPOBAHWE BUPYCOB), AOMKHbI
BbINONHATLCA B OTAENbHbIX 30Hax. Ocobana NpeAoCTOPOXKHOCTL TpebyeTcAa npu paboTe ¢ KMBOTHBIMU U
NPOAYKTAMM }KNUBOTHOTO MPOUCXOKAEHMUA.

20. (14) OnepauMm C MMUKPOOPraHM3Mamu, MPOABAAIOWMMM BbICOKYIO YCTOMYMBOCTL K
aesnHobekumn (Hanpumep, cnopoobpasytowme bakTepun), 40 UX MHAKTUBALMM AOXKHbI BbINONHATHCA B
N30/IMPOBAHHbIX 30HaX, CNeLManbHO NpeaHa3HAYeHHbIX 414 NPOBEAEHUA TaKNX ONepaLmii.

21. (15) B npou3BOACTBEHHOW 30HEe [OMNycKaeTcs OAHOBPEMEHHO MPOBOAUTL pPaboTbl C
MWKPOOPraHM3MamM TONbKO OAHOMO BUAA, 33 UCKNOYEHUEM MPOLLECCOB CMELLMBAHMA U NOCAEAYIOLLEN
dacoBKu.

22. (16) MpousBoauTenb AOMKEH MPOEKTMPOBATb NMPOU3BOACTBEHHbIE 30HblI TaKMM 0Opas3oMm,
yTobbl MPEAyCMOTPETb BO3MOMHOCTb NpoBeAeHUA Ae3NHPEKUMM MNPOU3BOACTBEHHbLIX 30H B
NPOMEXYTKaxX MeXay NPou3BOACTBEHHbIMU LIMKIAMU C UICNONb30BAHMEM BaNUANPOBAHHbIX METOA0B.

23. (17) AonycKkaeTcA Npon3BoACTBO MUKPOOPFaHN3MOB B KOHTPOIMPYEMbIX 30HaX NPU YCI0BUMU,
YTO OHO OCYLLECTBAAETCA B MONHOCTbIO 3aKPLITOM U TEPMUYECKU CTEPUIM3YEMOM 060PYA0BaAHNK, a BCe
coeaMHeHMa nocne 3aBepllieHUs paboTbl M nepes, pa3bopKOlM TaKkKe NOABEPratoTCA TEPMMUUYECKOMN



cTepuamsaumn. [lonyckaeTca BbINO/SHEHME COeAUHEHUI MoA, /IOKa/ibHbIM NaMUHAPHBIM MOTOKOM
BO3/lyXa MNP YC/IOBUU, YTO UX KOJIMYECTBO OrpaHMUYEHO, NCMOJb3YHTCA COOTBETCTBYIOLIME acenTuyeckue
MeTO/bl MU OTCYTCTBYET ONACHOCTb yTeUYKn. MNapameTpbl Npouecca CTepmamM3aLmm, UCNoib3yemMoro nepea,
pa3bopKoi coeauHEHUI, A0KHbI NPOUTU Bannaaumio ANS BCEX UCMNONb3YEMbIX MUKPOOPraHM3mos. B
npeaenax oAHOM 30HbI pasHble NPOAYKTbl MOryT BbiTb 3arpyeHbl B pasHble BMopeakTopbl TO/bKO Npu
OTCYTCTBMM pPUCKa C/Iy4aMiHON NepeKpecTHOW KoHTamuHaumn. OaHako paboTa ¢ MUKpPOOPraHM3amamm, K
KOTOPbIM MpPeabaBAaAloTcA 0cobble TpeboBaHMA M3ONAUMM, AO0MKHA BbINOAHATLCA TONbKO B 30HAX,
cneumanbHO BblAENEHHbIX /1A TAKOW NPOAYKLUUM.

24. (18) B nomelLeHMAX ANS COAEPKaHUA }KUBOTHbIX, NPeAHa3HauYeHHbIX 411 UCMO/1b30BaHUA (Man
NCNosib3yembix) B NpOM3BOACTBE, HEOBXOAMMO NOAAEPHKMBATL PEXMM U30UPOBAHHOM U (MAK) YncTon
30HbI. TakMe NOMELLEHWNA AO0KHbI ObITb OTAENEHbI OT MOMELLEHWUIN ANA COAePIKaHMA OPYIUX *KUBOTHbIX.
MomelyeHus, roe CoOAEeprKaTCA KUBOTHbIE, UCMOJIb3yeMble 417 KOHTPOANSA KayecTBa npoayKumun (B Tom
yncne ¢ NpMMeHeHMemM MaToreHHbIX MUKPOOPraHM3MOB), AO0NKHbI ObiTb COOTBETCTBYHOWMM 06pasom
N30/IMPOBaHbI.

25. (19) AocTtyn B NpOU3BOACTBEHHbIE 30HbI MOTYT UMETb TO/IbKO PAabOTHUKM, UMEloLMe Ha 3TO
pa3speweHre. HeobxoAMMO UMMETb SACHYIO W  KPaTKylD WMHCTPYKUMIO MO pexumy Joctyna B
NpPon3BOACTBEHHbIE 30HbI, KOTOPYIO PEKOMEHAYETCA BbIBECUTb HA CTEHE.

26. (20) lokymeHTauus, coaeprkallasn AaHHbIe O NPOM3BOACTBEHHbIX MOMELLEHUAX, AOMKHA ObITh
OOCTYMHOW B COCTaBe OCHOBHOTO A0Cbe MPOU3BOACTBEHHOM NOLWAAKMN.

27. [JdonxHa 6biTb obecneyeHa  COOTBETCTBYWOLWAA  AeTaAMsaums NpuM  ONUCAHWUM
NPOU3BOACTBEHHbIX YY4aCTKOB W 34aHUN (NyTem BKIOYEHUA NAAHOB MOMELLEHUA U UX SKCNAUKALMK),
Ha3HayeHMA M YC/IOBUIA UCNONb30BaHUA BCEX NMOMELLEHUI, a TaKKe BUAOB BMOIOrMYECKUX areHToB, C
KOTOpbIMUM NpoBoAuTcA paboTa. [Jo/mKHbl BbiTb YETKO 0603HauYeHbl TaKKe HanpasB/eHUAa ABUNKEHUN
nepcoHana u npoaykuuu. Heobxoaumo yKasaTb BU/bl KMBOTHbIX, COAEPMKALLMXCA B BUBaApPMAX WU
APYrMx MomelleHMaAX NPOU3BOACTBEHHOW MNAOWAAKWU, a TaKXe BuAbl paboT, BbiNoAHAEMbIX B61M3U
NPOW3BOACTBEHHOrO Yy4YacTKa.

28. MnaHbl U30AUPOBAHHBIX U (UNK) YNCTbIX MOMELLEHUA U 30H AO/KHbI COAEpXaTb OnucaHue
CXeMbl BEHTUNALUW C YKa3aHUEM MECT NMPUTOKA M BbITAXKKM BO3/[yXa, UCNONAb3yeMbIX GUALTPOB U UX
cneundmKaumin, KpaTHoCTeN BO3ayxoobmeHa M nepenafoB AasseHUs. HeobxoaMmo yKaszaTb, Mexay
KaKMMW NOMELLLEHUAMW NPelyCMOTPEH MOHUTOPUHT Nepenaaa AaBNeHUA C NOMOLLbIO MaHOMETPOB.

IV. OBOPYOBAHUE

29. (21) Ucnonb3yemoe 0bopyaoBaHME AOAKHO OblTb CKOHCTPYMPOBAHO U CMOHTMPOBAHO TaKMM
06pasom, 4tobbl COOTBETCTBOBATL TPEOOBAHUAM AN1A KAXKA0M0 BUAA NPOAYKLMM.

30. Mepen BBOAOM O0OOPYAOBAHWMA B 3SKCMAyaTaLMIO OHO [AO/IKHO MPOWUTU KBaAUMOUKALMIO M
Ba/IMAALMIO, @ 3aTEM NPOXOANTb PeryNfapHOe TeEXHUYECKOe 06CNYKMBAHME N MOBTOPHYIO BaAnAaLUMIO.

31. (22) ObopynoBaHne AOO0MKHO obecrneymBaTb YAO0BAETBOPUTENIbHYIO MEPBUYHYIO WM30AALMIO
6uonornyecknx areHToB. KOHCTPYKUMA M MOHTaXX 060pyAOBaHUA [O/MKHbI MpU HeobxoauMMoCTH
obecneumBaTb ero nerkyto 1 apOeKTUBHYHO AEKOHTaMUHALMIO U (MK) CTEepUAM3ALMIO.

32. (23) KOHCTpyKLUMA M MOHTa)K 3aKpbITOro obopyaoBaHUA, UCNOAb3yeMoro Ans NepBUUYHOM
N30/1AUMN BUONOTMYECKMX areHTOB, A0XKHbI NpeasycMaTPUBaTh NpeaoTBpalleHne yTeyek, 06pasoBaHus
Kanesb U a3po3onei.

33. BBoapl M BblBOAbI ra30B AOJIKHbI ObiTb 3alMLLIEHbI TAaKMM 06pa3om, YTobbl 0becrneymBaTb
HY)XHYIO CTeneHb W30MAUMKW, Hanpumep, MNyTeM WCNOJIb30BaHUA CTepUaM3yOWUX rmMapodobHbIx
dunbTpoB.

34. AnAa nojayuM WAW yOaneHus MaTepuasioB HeobxogMMO WCMNOJIb30BaTb CTEPUIN3YEMYIO
3aKPbITYIO CUCTEMY INOO COOTBETCTBYHOLLME YC/I0BUA JAMUMHAPHOIO NOTOKa BO3A4yXa.

35. (24) Mpu HeobxoAMMOCTM nepes UCNoAb30BaHMEM 000pYA0BaAHNE OMKHO CTEPUIN30BATLCA
NPeAnoYTUTENbHO CYXMM MAapom nofg AaBneHuem. [pyrne meToabl NPUMEHUMbI B TOM C/yyae, eciau
cBoKcTBa 06OpYyAOBaHMA He AOMYCKAlT ero CTepuansauuio napom. BakHO He nponyctuTb npwu
06paboTke Takne BUAbl 060pya0BaHUA, KaK LLEHTPUDYTM U BOoAsHbIE BaHM.

36. ObopyaoBaHMe, UCNOIb3YEMOE AA OYUCTKU, PA3LeNeHNA UM KOHLEHTPUPOBAHUA, SO/KHO,
Kak MUHUMYM, CTEPUAN30BATLCA MAN AE3UHOULMPOBATLCA NPU Nepexoae OT UCMO/b30BaHUA OAHOMO



BMOA nNpoaykta K pgpyromy. Heobxogmmo wccnenoBatb BAMAHME METOAOB CTEPUAM3ALMM  HA
30PEeKTUBHOCTD M BANMOAUMOHHDBIN CTaTyC 0OOPYAOBAHUA C Le/bl0 OMNpeaeneHuna CpoKa ero
3KcnyaTaumm.

37. Bce meToapl CTEPUAM3ALMM LOKHbI ObITb BaANAMPOBAHDI.

38. (25) KoOHCTpyKumMs 0060py[0BaHUA [O/MKHA WCKAKYATb BO3MOMKHOCTb MepenyTbiBaHUA
pa3IMYHbIX OPraHU3MOB UM NPOAYKTOB. TpybonpoBoAbl, KnanaHbl U GUABTPbI AOMKHBI MAPKUMPOBATLCA
B COOTBETCTBUM C UX HA3HAYEHUNEM.

39. [ina KOHTENHEePOB C UHPULMPOBAHHBIMU U HEMHPUUMPOBAHHBIMU MaTeEpMANaMHM, a TaKXKe, KaK
npaBuno, ANA pPasMYHbIX OPraHU3MOB WAM KNETOK HeobXxoAMMO MCNONb30BaTb OTAE/bHbIE
nHKybaTopbl. CopeprkaHme B ofHOM MHKybaTope 6osee o4HOrO TMNA OPraHU3MOB MAM TUMNA KNETOK
[OMNYCKaeTca TOMbKO B CAyvyae MPUHATMA HeobXxoAMMbIX Mep Mo repmeTusalmu, MNOBEPXHOCTHOM
OEKOHTaMUHAUMKM U pasaeneHuto KoHTelHepoB. Cocyabl C KynbTypamu WM MPOYUM COAEPHKMMbIM
OO/KHbl  6blITb  MPOMapKMpPOBaHbl MHAMBUAYaNAbHO. OuMuCTKa W Ae3nHPEeKUuMs 3TUX COoCyhoB M
NMHKY6aTOpOB MOTYT ObITb 3aTPyAHEHbI M TpeboBaTb 0COH60ro BHUMAHMA.

40. KoHCTpyKUMA W MNopAJOK 3SKchnayaTaumMuM obopynoBaHMA, WMCMOAb3YEMOro ANA XpaHeHuA
6MONOrMUYECKNX areHTOB UM NPOAYKTOB, A0MXHbI UCKAOYATL Il060e BO3MOXKHOE NnepenyTbiBaHME.

41. Bce xpaHAawwmecs ob6pasubl AOKHbI UMETb YETKYIO M OAHO3HAYHYO MapKUPOBKY M HaXoaUTbCA
B KOHTEMHepax, 3alUMLLEHHbIX OT YTeYKW. 3anacbl NOCEBHbIX KYyAbTYp KJAETOK U OPraHW3MOB [OJXKHbI
XPaHUTLCA B CNELMaNbHO NpeaHasHayeHHOM 060pyA0BaHUMN.

42. (26) HekoTopblie BMAbl 0b60pyAoBaHUA (Hanpumep, obopyaoBaHWe, Tpebylolwee KOHTPOAS
TemnepaTtypbl) LOMKHbI OblTb OCHALLEHbl PErUCTPUPYHOLLMMM YCTPOMCTBAMU M (MAM) CUCTEMaMM
curHanusaumun. Bo mnsbexkaHne oTKaszoB Takoro ob6opyLoBaHUA NPOM3BOAMTENb AO/KEH COBMECTHO C
aHanM30M TeHAEHUWI B PErncTPUMPYEMbIX [AAHHbIX OpraHM3oBaTb CUCTEMY MNPOPUAAKTUYECKOTO
obcnyxKumBaHuA.

43. (27) 3arpy3ka AMOGUNbHBIX CYLIW/bHbIX YCTAHOBOK AO/XKHA MPOMCXO4MUTb B YMCTOU U (Man)
M30/IMPOBaHHOM 30He. Onepauum No pasrpyske AMOOUABHOM CYLIWABbHOM YCTAaHOBKM MNPUBOAAT K
3arpA3HEHUIO OKpYrKaloLen cpedbl. B CBA3M C 3TUM MPU MUCNONB30BAHUU ANOPUNBHBIX CyLUMABHbBIX
YCTAHOBOK, OTKPbIBAIOLLMXCA C O4HOM CTOPOHbI, YUCTOE NOMELLEHME AOIKHO NPONTU AEKOHTAMUHALMIO
00 MepemMelLeHnsa B 3Ty 30HYy APYroi cepum NpoAyKLMW, 338 UCKAKOYEHMEM CEPUM C OAMHAKOBbIMMU
opraHuMamamu. [1BycTOpoHHWE NMOdUAbHbIE CYLUW/bHbIE YCTAHOBKM AOJ/IKHbI CTEPUAM30BATLCA MOCNe
Ka*KO0ro uuyKaa NpomM3BOACTBa, €C/INM TO/IbKO OHW HE OTKPbIBAOTCA B YNCTYHO 30HY.

44. Ctepunmsauma AMoPpuabHbIX CYLUMAbHBIX YCTAHOBOK A0/1)KHA NPOBOAUTLCA B COOTBETCTBUM C
nyHKTamu 35 - 37 HacTtosiwero MNpunoxenus. B cayyae opraHMsaunm paboT no NpUHLUNY OTAENbHbIX
LUMKNOB NPOM3BOACTBA X HEOOXOAMMO CTEPUNN30BaTb, NO KpalHeW Mepe, NoC/e Kaxaoro LmKaa.

V. }KUBOTHbIE N BUBAPUN

45. (28) O6bwme TpeboBaHMA K COAEP!KAHMUIO KUBOTHbLIX, MOMELLEHUSAM ANAA HUX, yxoay U
KapaHTUHY NpuBeAeHbl B COOTBETCTBYHOLLMX HOPMATUBHbIX NPaBOBbIX akTax Poccuiickoi ®egepaumu.

46. (29) BuBapuun gonXKHbI ObITb MU30AMPOBAHbI OT APYrMX NMPOU3BOACTBEHHbLIX NOoMeLeHMA. OHK
[A0/1XKHbl BbITb CKOHCTPYMPOBaHbI € cobatoaeHnem HeobxoaAnMbIX TpeboBaHUN.

47. (30) CaHMTapHOe COCTOSIHME XMBOTHbIX, WCMNO/b3yeMbIX B MNPOU3BOACTBE, HeobXxoAMMO
OLLEHUBATb, KOHTPOAMPOBATb U PEFUCTPMPOBATb. EC/IM HOPMATMBHbLIMU NPABOBbLIMM aKTaMm Poccrinckom
depepaunun yctaHoBNEHbI NpaBuia 06paLleHUs C OTAENbHbIMU BUAAMWN }KUBOTHbIX (Hanpumep, TMHUK
YKMBOTHbIX, CBOBO/IHbIX OT NaTOreHoB), TaKMe NpaBuna A0JXKHbl cobaoaaTbea.

48. (31) *mMBOTHble, BMOIOrMYECKME areHTbl U MPOBOAMMbIE UCMbITAHUSA AO/MKHbI BbITb YETKO
NAEHTUPMUNPOBAHbI B COOTBETCTBUMN C YCTAHOBJ/IEHHOM CUCTEMOM BO M3berkaHne pucKka nepenyTbiBaHUA
N C LEeNblo KOHTPOA BCEX BO3MOXHbIX BUAOB ONACHOCTEN.

VI. AE3BUHDEKUMA. YOANEHUE OTXO408B
49. (32) OesnHdekuma n (Mnn) yaaneHue TBEpPAbIX U KUAKMUX OTXOA0B MOTYT MMEeTb OCOBEHHO

Ba*XHO€ 3Ha4YeHune npun nponseBoacree MMMyHO6M0ﬂOI'VI‘-IeCKOﬁ npoayKuunn. B cBA3n € aTUM HEO6X0,CI,VIM
TLLI,aTEJ'IbeIl\;I noaxoa K metogam mn O60pYAOBaHMIO, ncnoab3dyembim ANnA npenoTspauleHnA 3arpAsHeHnA



OKpY»KatoLen cpeapl, a TaKXKe K UX Bannaaumnu.
VII. MPOU3BOACTBO

50. (33) WM3-3a wumpokoro pasHoobpasua npoaykuuMu, OONbLIOTOo KoaudyecTBa CcTaguid npu
NpPOM3BOACTBE MMMYHOBMONOTMUYECKMX NEKAPCTBEHHbIX NPenapaTos A1A BeTepPUHAPHOro NPUMEHEHUA K
XapakTepa brmonormyeckunx npoueccos ocoboe BHMMaHNE HEOBXOANMO YAENATb CTPOrOMY COBI0AEHNIO
BaNNMAMPOBAHHbIX TEXHOIOMMYECKUX NPOLLECCOB, MOCTOSHHOMY KOHTPOJ/TI0 BCEX TEXHOOMMYECKNX CTaami
NpPoM3BOACTBA M MPOBEAEHMIO KOHTPOAA B npouecce npoussoacTsa. Ocoboe BHMUMaHME Heob6XoAMMO
06paTHTb Ha UCXOAHOE Cbipbe, Cpeabl KyNbTUBMPOBAHMUA M MCNOb30BaHNE CUCTEM MOCEBHbIX KYAbTYP.

VIIl. NICXOAQHOE CbIPbE

51. (34) TpeboBaHMA K WMCXOO4HOMY Cblpbl0 AOJIKHbI ObITb OMpefeneHbl B crneunduKkaumsx.
CneumduKaummn [ONKHbI COAEpPHKATb AaHHble O MNOCTaBLMKE, MeToAe NpPOoM3BOACTBA, €ro MecTe
PacnonoXKeHUs U BUOAX XKUBOTHbIX, U3 KOTOPbIX MOJIY4EHO 3TO MCXOAHOE Cbipbe, a TaKXKe 0 cnocobax ero
KOHTpoAA. OCOBEHHYI0 Poab UrPaldT MUKPOBMONOTMYECKME METOAbI KOHTPOAA.

52. (35) Pe3ynbTaTbl UCMbITAHUA MUCXOAHOTO CbipPbA AO/KHbI COOTBETCTBOBATbL CheLUbUKaLMAM.
Ecnv npoBegeHWe UCNbITAHUI 3aHMMaeT MHOTO BpemMeHWu (Hanpumep, cBobogHble oT cneumduUyeckux
natoreHoB (SPF) aiua (3MB6pPMOHbI) NTUL), MOMKET BO3HUKHYTb HEOBXOAUMOCTb 06PabOTKN MCXOAHOrO
CbipbA A0 NONYYEHUA pe3yNbTaToOB aHANIUTUYECKUX UCMbITaHMIA. B 3TUX cydaax nonydyeHue paspelleHun
Ha BbIMYCK rOTOBOM NPOAYKLMW 3aBUCUT OT NOJIONKUTE/bHbIX PE3Y/IbTaTOB UCMbITAaHMUA MCXOAHOTO ChipbS.

53. (36) Ocoboe BHMMaHWE HeEOBXOAMMO yAeNATb AaHHbIM O cucTeme obecneyeHus KayecTsa
nocTasliMKa NpPU OLEHKE COOTBETCTBMA WMCTOUYHUKOB CbiPbA WU MaTepuasoB U obbeme WCMbITaHUN,
Tpebyembix NpU NpoBeaeHNUM BXOAHOIO KOHTPO/IA KayecTBa.

54. (37) Npu HaAUYMK BO3MOXKHOCTU HEOBXOAUMO CTEePUNU30BaTh UCXOAHOE Chipbe TEPMUYECKUM
meToaom. [lonyckaeTca UCMNOb30BaTh U APYrne BaUAMPOBaHHbIE METO/bl, HANPUMEP NOHU3MpYloLLee
n3nyyeHue.

Cpegpbl

55. (38) PoctoBble CcBOWMCTBA cpen [AOMKHbI 3apaHee MNOATBEPXKAATbCA COOTBETCTBYHOLWMM
obpasom.

56. (39) MpeanoutuTenbHo, 4TobbI Ccpeabl CTEPUNM3OBANMUCL HA MeCcTe WAW Ha JINHUM.
MpepnoytTUTeNbHbIM ABASETCA METOZ TEPMUYECKOMN cTepuamsaumn. Fasbl, cpeabl, KMCAOTbI, LLENOYM,
neHoracuTenM W A[pyrMe BeLecTBa, BBOAMMbIE B CTEPU/IbHbIN BMOpPeaKkTop, AOJKHbI ObITb
CTEPUNBHBIMN,

Cnctema nocesHbIX KYNbTyp U 6aHKOB KNeToK

57. (40) Ana npenoTepalleHUs HexenaTe/IbHOro M3MEeHEHMA CBOMCTB, KOTOPOE MOXKET NPOU30NTH
BCNeACTBME  MHOFOKPaTHbIX nepeceBoB WM GOAbWIOFO  4YMuc/ia  FeHepauuit, MpPoOU3BOACTBO
UMMYHODBMONOTMYECKNX IEKAaPCTBEHHbIX NPEnapaToB 418 BETEPUHAPHOrO NPUMEHEHUA, NONYYaEMbIX U3
KY/IbTYP MUKPOOPraHM3MOB, KyNAbTyp KNETOK, TKaHeN MAM PasMHOXKEHWEM B IMOPUOHAX U KUBOTHbIX,
OO0/MKHO BbITb OCHOBAHO Ha CUCTEME NMOCEBHbIX KYAbTYpP MM 6AaHKOB KNETOK.

58. (41) Konnuectso reHepauuii (yaBoeHUI, Naccaken) mexay NoceBHOM Ky/bTypon an baHKom
KNEeTOK M roTOBOM NPOAYKLUMEN A0NXKHO COOTBETCTBOBATL TPEOOBAHMAM PErMCTPALMOHHOTO A0ChE.

59. (42) MoceBHble KyAbTypbl U BAHKM KNETOK HEOHXOAMMO pPas/ivyaTb U KOHTPOAMPOBATb HA
OTCYTCTBME KOHTAaMWHAHTOB. [N HOBbIX MOCEBHbIX KyAbTyp AO/XHbl OblTb YCTaHOBAEHbI KpUTEpPUHU
npuemaemoctn. [loceBHble KynbTypbl W 6GaHKM KNAETOK [AOJ/XKHbl CO0343BaTbCA, COAEPNKATbCA U
MCNONb30BaTbCA TakKMM 0b6pasom, 4Tobbl CBECTU K MMHUMYMY PUCK MX KOHTAMMHAUUKM UAn noboro
nameHeHua. MNMpu co3gaHMM NOCEBHbIX KyAbTyp MaM GaHKOB KNETOK He AOMYCKaeTcs OAHOBPEMEHHas
paboTa B TOM Xe 30HE WAM TOro e MNepcoHana C APYrMMU KUBbIMU UAU UHOUUMPYHOLLMMUK
MaTepuanamu (Hanpumep, BUPycamMm UAM KNETOUYHBIMU IMHUAMM).



60. (43) CospaHuve MNOCEBHOW KyabTypbl WAM 6aHKa KNETOK HeobxoguMmo MpoBOAUTL C
cobntogeHnem ycTaHoBAEHHbIX TpeboBaHWI K NPOU3BOACTBEHHOW cpefe ANAA 3aWMTbl MOCEBHbIX
KynbTyp 1 6aHKa KNeTOK, a TakKe paboTatowero ¢ HUMKU NepcoHana U OXpaHbl BHELLHEN OKpy:KatoLwei
cpeapl.

61. (44) NpoucxoxaeHue, dopma U YC/NOBUA XPaHEHUA MNOCEBHbIX KyAbTYyp AONXHbl ObiTb
MOJIHOCTbIO OMWCaHbl B COOTBETCTBYIOWEN AOKYMeHTauuMm. HeobxoaMmo uMeTb [O0OKasaTesbCcTBa
CTabuNbHOCTM M BOCMPOM3BOAMMOCTU MOCEBHbLIX KY/AbTYP M KNETOK. EMKOCTM ANA XpaHEeHUA [O0NXKHbI
O6bITb repMeTUYHO 3aKPbiTbl, YETKO MAPKMPOBAHbl M XPaHUTbCA nNpu Tpebyemoit TemnepaType.
MponssoauTenb AOMKEH KOHTPOAMPOBATb YCAOBUA XPAHEHUA MOCEBHbIX KyAbTyp W KNETOK.
HeobxoamMmo BeCTM TLWATENBHbIN YYET KaXKA0ro XPaHALLErocs KOHTENMHepa.

62. (45) K pabote c maTepuanom AOMNYCKAIOTCA TONbKO CMeLMasbHO HasHauyeHHble PaboTHUKW.
PaboTta fonkHaA NPOBOAMTLCA NOA, KOHTPOJEM OTBETCTBEHHOIO NLA. PasnnyHble NoceBHble KYNbTypbl 1
6aHKM KNeTOK HeobxoAMMO XpaHUTb TakMm o06pasom, uTobbl He [ONYyCKaTb MNepenyTbiBaHUA MU
NnepeKkpecTHOM KOHTaMWHaLMKU. PekomeHayeTcs pa3fenaTb MOCEBHble KyAbTypbl M GAaHKM KAETOK W
pa3Hble YacTu XpPaHUTb OTAENbHO BO U3bexaHMe X NOSHOW yTpaThbl.

MpuHLMNbl paboTsl

63. (46) B xoae TEXHONOIMYECKUX MPOLLECCOB HEODXOAMMO M3beratb WA CBOAUTb K MUHUMYMY
obpasoBaHMe Kanenb Wau neHbl. Mpoueccbl LEHTPUDYTMPOBAHUA UAN CMELUMBAHWUA, KOTOpble MOTYT
npuMBecTn K 06pa3oBaHMIO Kanesb, AOXKHbl NPOBOAUTLCA B U30/JMPOBAHHbIX EMKOCTAX UM B YUCTbIX U
(nnun) n3onnpoBaHHbIX 30HaxX BO n3bexkaHMe NepeHoca XUBbIX OPraHU3MOoB.

64. (47) CnydyaliHble nNPOAUBbLI KUAKOCTEW, OCOBEHHO COAEpPMKALUMUX KUBble OpPraHU3Mbl,
Heobxoanmo 6bICTPo M 6e3onacHbIM CNOCOboM IMKBUMAMPOBaATb. 17 KarKA0ro TMna MMKPOOPraHNM3MOB
OOJIKHbl  MCMO/Ib30BaTbCA Ba/IMAMPOBAHHbIE Mpoueaypbl AeKOHTamuHaumu. Mpu  Mcnonb3oBaHMMU
Pa3/INYHbIX LWTAaMMOB OaKkTepuit OAHOrO BMAA WAM O4YeHb MOXOXMX BUPYCOB MNpoueaypa
OEKOHTaMUHALMMU MOKeT ObiTb Ba/IMOMPOBAHa B OTHOLIEHUW TOJIbKO OAHOTO M3 HWUX NPW OTCYTCTBUMU
CYLLLECTBEHHbIX PA3NNYUiA B YCTOMYMBOCTU K BO3AENCTBUIO AEKOHTAMUHALLUN.

65. (48) Onepauuu, BKAOYalOWME B cebs nepemelleHne TakKMX MaTepuasioB, Kak CTepusibHble
cpeabl, KyabTypbl WAM MPOAYKTbl, AOJ/KHblI MPOBOAUTLCA B NPeABapUTENIbHO CTEPUAN30BAHHbIX
3aKpbITbIX cucTeMax. EcnM 3TO HEBO3MOMKHO, omnepauun Mo MNepemMeLLeHMI0 MaTepuanoB AOKHbI
NpPoBOAMUTLCA B NAMUHAPHOM MOTOKe BO34yXa.

66. (49) lobasneHue cpes NN KyNbTyp B BUOPEaAKTOPbI U ApYyrne cocyabl A0MKHO NPOBOAUTLCA B
TWATENIbHO KOHTPOIMPYEMbIX YCNOBUAX, 0b6ecneynBatowMx HEBO3MOXKHOCTb BHECEHMA KOHTAMUHAHTOB.
Mpn pob6aBneHNN KyNbTyp HEOOXOAMMO TLATENBbHO NPOBEPATL NPABUIBHOCTb COEANHEHMA COCYAOB.

67. (50) Npu HeobxoaumocTu (Hanpumep, Korga ABa M bonee depmeHTaTOpa PAcho/IOXKEHbI B
OfHOW 30He) oTBepCTMA s oTbopa Npob M BHeceHUA [,006aBOK U COEANHUTENbHbBIE 3IEMEHTbI SOKHbI
CTepuaN30BaTbCA Napom (nocne NoAcoeAMHEHUs, Nepes NoAadven NPoAyKTa U Nepes oTCoOeANHEHUEM).
B Apyrux cnydasax AOMNyCcKaeTca XMmuYecKan Ae3mHOeKLMA BXOAHbIX OTBEPCTUMI U 3alliMTa COeaMHEHWN
noA, NaMUHAPHbIM NOTOKOM BO3AyXa.

68. (51) O6opygoBaHue, fnabopaTopHas nocyda, BHEWHWE MOBEPXHOCTU KOHTEMHEpoB C
npoaykuven u apyrne nopobHble maTepuanbl nepes nepemelleHUeM W3 WM30/IMPOBAHHON 30HbI
OOJIKHbI ObITb Ae3UHPUUMPOBAHBLI C UCNOJIb30BaHMEM BanuAMpoBaHHOro metoga. Ocobyto npobnemy
MOMEeT BbI3blBaTb BeAeHWE AOKYMEHTAUMU Ha cepuio NpoayKumu. ToNbKO abCONOTHLIN MUHUMYM
AOKyMeHTauumn, Heobxoammoir ansa cobnogeHua TpeboBaHMin HacToswmx MpaBua, 4OAXKEH NOCTyNaThb B
pabouyto 30HY M NokMAaTb ee. Mpu ABHOM KOHTaMUHALMK (Hanpumep, Kanaamm Uan aspo3onsamm) Uam
NPM  WUCNOMb30BAaHUM  IK3OTMYECKMX MMUKPOOPraHM3MOB OymarkHaa  OOKYMeHTauua  [O/KHa
aesnHomMumMpoBaTbca B WJO3e AN NepemMelleHus obopyaoBaHWs WM NepefaBaTbCs  C
ncnonb3soBaHnem poTokonuu unm dakca.

69. (52) Hugkme unmn TBepable OTX0Abl, TaKME KaK CKOpJ/yna nocne otbopa maTepuana vms auu,
OfHOpa3oBble OyTblNM AAA  KYyAbTyp, HeXenateNbHble KynbTypbl WAWM  BMONOTMYECKME areHThbl,
Heobxo4MMO CTepnan3oBaTb UAN Ae3nHPUUMPOBATL Nepes, X yaaseHUemM U3 N30MPOBaHHON 30HbI. B
HEKOTOPbIX CAy4YaAx MpUEeMIEMbIMW CYMTAKOTCA W Apyrue MeToAbl, HanpuMmep MCNo/b30BaHMWeE
repMeTUYHbIX KOHTelHepoB nan Tpybonposoaos..



70. (53) MpowusBoauTeNb [OO/KEH OCYLECTBAATb TLATE/IbHbIM KOHTPO/Jb TOro, 4Tobbl B
NPOM3BOACTBEHHYIO 30HY NOMAAaNN TONbKO Te npeameTbl, MaTepuasbl, B TOM YnCae OOKYMeEHTaLums,
KOTOpble OTHOCATCA K NPOM3BOAMMON NpoAyKuuu. [na KOHTPONA 33 COOTBETCTBMEM KO/AMYECTBa
BHOCMMbIX W BbIHOCMMbIX NpPeaMeToB M MaTepuanoB BO u3bexaHWe UX HAKONJAEHUA B
NpPon3BOACTBEHHOM NOMELLEHMM AO/IKHA AEeNCTBOBATb CUCTEMA Y4YeTa.

71. (54) TepmocToitkne npeameTbl M maTepuasnbl AO/XKHbI NOCTYNaTb B UMCTYIO WUAU YUCTYIO
M30/IMPOBAHHYIO 30HY Yepe3 MNpOXOoAHble aBTOKNABbI WUAM CyXOXapoBble neuyn. YyBCTBUTENbHbIE K
Harpesy npegmeTbl M MaTepuasbl AO/KHbI MOCTYNaTb Yepe3 BO3AYLWHbIA WA3 ¢ H6A0KMpPyeMbIMU
OBEPAMM, TAe 3TN NpeaMeTbl U MaTepuanbl noagepratoTca aesnHopekumn. [lonyckaeTca ctepuamsaums
npeameToB M MaTepuasnos B APYrOM MeCTe, eCIM OHM NOCTYNatoT Yepes W03 B ABONHOM 060/104Ke C
cobntogeHnem HeobXxoaMMbIX Mep NPeaOCTOPOXKHOCTH.

72. (55) NpoussoauTensd [OMKEH NPUHUMATb COOTBETCTBYHOLWLME MeEpPbl NPeLOCTOPOKHOCTU BO
nsbexaHMe KOHTAMMHALMW WAM NepenyTbiBaHUA KyAbTyp KAETOK WAM  MWKPOOPraHM3MOB Ha
NPOTAXEHUN nNepuofa WHKybaumm. HeobxoauMmo yTBEpAWUTb METOAMKY OYUCTKM U Ae3nHbeKLuu
MHKyb6aTopoB. KOHTelHepbl, HaxoAAwMmeca B WHKybaTopax, AO/MKHbI ObiTb YETKO W TWATENbHO
MapKMPOBaHbI.

73. (56) B ogHOM nomeLleHMM AOMyCcKaeTcs OAHOBPEMEHHOE MpoBeAeHMe onepaLmin TONbKO C
OLHWM KMBbIM OWONOTMYECKMM areHTOM, 3a WCK/AYEHMEeM oOnepauuii MO  CMELWMBAHUIO WU
nocneaytouet GacoBKe AN NPU UCMOAb30BAHMM NOJHOCTBIO 3aKPbITbIX CUCTEM. B NpomMexkyTKax mexay
onepauuammn C PasNUYHBIMU KMUBbIMU BUONOrMYECKUMM areHTamMmu MNpPOM3BOACTBEHHbIE MOMELLEeHUA
OOMKHbI NPOXOANTb Ae3nHbEeKUMIO.

74. (57) MNpoayKTbl AOMKHbI WMHAKTUBMpOBaTbCA MyTemM pAobaBieHMA UWHaKTMBaTopa C
nocneAyroWwmnm TLWATEebHbIM NepemelunBaHnem. Nocie 3Toro cmecb A0MKHA NEePEHOCUTLCA BO BTOPOW
CTEPWIbHBIN COCYA, 3@ UCKAOYEHMEM Cy4vaeB, Korga ¢opma m pasmep cocyza No3BOMAIOT €ro Jierko
nepeBopaymMBaTb M BCTPAXMBATb TaKMM 06pasom, 4YToObl BCe BHYTPEHHME MOBEPXHOCTM CMAYMBANUCD
KOHEYHOW CMECbHIO KYNbTYpPbl U MHaKTUBaTOpa.

75. (58) Cocyapbl, coaeprKallime MHAKTUBUPOBAHHbIN NPOAYKT, HE A0MNYCKAaeTcsa OTKPbIBaTb. M3 3TuX
COCYZ0B TaKXXe He Jonyckaetca oTbupatb Npobbl B 30HAX, rAe copep)kaTca XuBble buonornyeckume
areHTbl. Bcto nocneayrouyto 06paboTKy MHAKTMBMPOBAHHbLIX NPOAYKTOB HeobxoAMmo MNpPoOBOAMTL B
YMCTbIX 30HaxX KaaccoB A M B uau B 3aKkpbiTom 060pyA0BaHMM, CNeuManbHO nNpegHasHaYeHHOM AAA
WHAaKTMBMPOBAHHbIX NPOAYKTOB.

76. (59) Heobxogumo ypenstb ocoboe BHMMaAHWE BanuZauMM METOLOB CTEpPUIN3ALMUN,
Ae3nHOeKLMU, yaaneHns BUPYCOB U UX MHAKTUBAL MK,

77. (60) HanonHeHWe AOAXKHO NPOBOAMUTLCA B TEYEHNE KaK MOXKHO H60/1ee KOPOTKOro NPOMEKYTKA
BPEMEHU Nocae 3aBepLleHnA NPON3BOACTBEHHbIX onepaumnii. EMKOCTU ¢ HepacdacoBaHHOW NpoayKunei
[0 Hayana onepauuu HanoAHEHUA [O/MKHbI ObITb rePMETUYHO 3aKpPbITbl, COOTBETCTBYHOLWMM 0bpasom
MapKMPOBAHbI U XPAHUTBLCA NPU YCTaHOBNEHHbIX TeMMNepaTypPHbIX YCNOBUAX.

78. (61) MpousBoauTenbs [oMKeH pas3paboTatb cucTeMy, obecrneymBatolLytd KOHTPOb
LLeNOCTHOCTU N FTepMETUYHOCTU YNAaKOBOK NOC/Ie HaNO/MHEHMUA.

79. (62) ®nakoHbl, copeprkallimMe KuBble OMONOTMYECKME areHTbl, AO0/KHblI OblTb 3aKpbITbl
KpbILWKaMKn Takum obpasom, 4Tobbl UCKAHOUNTD BO3MOMKHOCTb KOHTaMUHALMKU APYFrOMA NPOAYKUUM NAn
NPOHUKHOBEHME KMBbIX areHTOB B APYrMe 30Hbl UAM BO BHELLUHIOK cpeay.

80. (63) Mexay Hano/HEeHWMEeM NepPBUUYHbIX YMaKOBOK, WX MapPKUPOBKOM W YMNaKoBKOW NO
Pa3NMYHBIM NMPUYNHAM MOXKET NPONTU ONpeseneHHbIN NPOMEKYTOK BpeMeHHU. MNponssoanTenb A0MKEH
yTBEPAUTb NpoLeaypbl, OMNUCbIBalOWME MNOPALOK XPaHEHUA HEeMapKUPOBAHHbLIX KOHTEWHepoB ANA
NpeaoTBPaALLEHNA BO3MOXKHOCTM WX MNepenyTbiBaHUA W obecrneymBalolwme Haafexalme YyCNoBUA
XpaHeHua. Ocoboe BHMMaHME  HeobxoAMMO  yaAenAaTb  XPaHEHUI0  TepmonabunbHoW U
CBETOYYBCTBUTENLHOW MNpoayKuuu. MponssoanTens AOMKEH YCTaHOBUTbL TpeboBaHMA K TemnepaTtype
XpaHeHuA.

81. (64) Ha KarKaol TEXHO/NOrMYeckoM cTagunm HeobxoAuMMo NpPOBOAUTbL COMOCTaBAEHUE
(baKTUYECKOro M OXMAAEMOro BbIXOAa MNPOAYKUMU. Bce cyulecTBEHHble OTKNIOHEHWA OO0/MKHblI ObiTb
paccnenoBaHbl.

IX. KOHTPOJ/1b KAYECTBA



82. (65) B obecnevyeHmmn cTabrabHOCTM KavecTBa MMMYHOBMOI0rMYECKUX NEeKAPCTBEHHbIX CPeACTB
ocoboe 3HauyeHME MMeeT KOHTPO/Ib B Mpouecce MPOW3BOACTBA. BuAbl KOHTPOAA, KOTOpble MMEoT
peluatolLee 3HaYeHne A5 OLLEHKM KavecTsa (Hanpumep, KOHTPOIb Ha OTCYTCTBME BUPYCOB), HO HE MOTYT
6biTb NpoBeAeHbl B OTHOWEHWM T[OTOBOM MPOAYKUMM, AOMKHbI BbINOAHATLCA Ha OAHOW U3
npeaLwecTByOWMX CTaaNiA NPOM3BOACTBA.

83. (66) 1A NOBTOPHOro NpoBeAeHMA KOHTPO/IA KayecTBa CEPUM NPOAYKLMM UAN MOATBEPKAEHUSA
pe3y/NbTaTOB TaKOro KOHTPOSA MOXET BO3HMKHYTb HEOBXOAMMOCTb XpaHEeHMs A0CTaTo4yHOro obbema
06pa3sL0B NPOMENKYTOUHbIX MPOAYKTOB NPU COOTBETCTBYIOLLMX YCAOBUAX.

84. (67) MoKeT BO3HWKHYTb HEOBXOAMMOCTb HEMnpepblBHOTO KOHTPOAA NapamMeTpoB B Xo4e
npouecca NPOM3BOACTBa (HampuMmep, HENPEPLIBHOTO KOHTPOAA (U3MYECKUX NAapameTpoB B Xoae
depmeHTaymmn).

85. (68) Mpwu HenpepbiBHOM Ky/JbTUBMPOBaAHUM OMONOrMYECKOM NPOAYKUUM Heobxoanumo
cobntogath cnewmanbHble TPE6GOBAHMA K OpraHM3aL M KOHTPOA KayecTBa NpoayKLmun.

MpunoxkeHne N 6

K MNpasunam opraHmnsaumm
Npown3BOACTBA M KOHTPOAA KAYecTBa
NIeKapCTBEHHbIX CpeacTs

NMPOMN3BOACTBO MEANUMHCKMNX TA30B
[. MIPUHUMN

1. HactosAulee MNpunoskeHne peryanpyeT nponM3BoACTBO ra3oB Kak papmaleBTUYECKUX cybcTaHumin
(®C) n npouseBoacTBO rasoB ANA MeAMLMHCKOTO MPUMeHeHuA (Janee - MeAMUMHCKUE rasbl).
Mpon3BoACTBO MEANUMHCKMX Ta30B, OTHOCALUMXCA K JIeKapCTBEHHbIM cpeacTBam, Heobxoaumo
OCYLLLeCTBAATb COrIacHO COOTBETCTBYHOWMM HOPMaTUBHbIM NPaBOBbIM akTam Poccuitickoin Pegepayuu.

2. Hactoslee lMpunoxeHre He pacnpocTpaHAeTcs Ha nonydyeHwe M obpaueHne MmeaUUMHCKUX
rasoB B MEAMUMHCKMX OpraHM3aumsax, eciyM TaKoW npouecc He ABNAETCA NPOMbIWIEHHbIM
Npoun3BoACTBOM.

3. PasrpaHuyeHne mexay npoussoacteBom ®C M NpPoM3BOACTBOM JIeKapCTBEHHbIX MpenapaTtos
OOJ/IKHO BbITb YETKO ONpeaeneHo B KaXKA0M perucTpaumoHHom gocbe. OBbblYHO CTaanmM NPoU3BOACTBA U
OYMUCTKU rasoB OTHOCATCA K npousBoacTey PC. [a3bl OTHOCATCA K NEKapCTBEHHbIM Mpenapatam C
MOMEHTa NepBOro CoXpaHeHus rasa, NnpegHasHa4eHHOoro 414 TaKoro NCNonb30BaHMs.

4. B VCKNIOYUTENbHBIX CAy4aax HenpepbiBHble MPOLECChl, rae HEeBO3MOMXKHO MPOMENKYTOUYHOoe
XpaHeHue rasa mexay npoussoactsom OC 1M Npon3BoACTBOM IeKapCcTBEHHOro npenaparta, HeobxoAnmo
paccmaTpuBaTb Kak MPOW3BOACTBO JIEKAPCTBEHHbIX NMpenapaTos, YTO AO/KHO BbiTb YETKO yKas3aHo B
perucTpaLnuoHHOM Aocbe.

I. NIPON3BOACTBO rA30B KAK ®APMALIEBTUYECKUX CYBCTAHLMIA

5. lasbl Kak dapmauesTnyeckme cybctaHUMM MOryT 6biTb NPOU3BEAEHblI MyTEM XMMUYECKOro
CMHTE3a UAN M3 HaTypasibHbIX UCTOYHMKOB, B TOM YMCAE NYTEM MX OYMCTKM (Hanpumep, Ha 3aBoaax Mo
BblAE/NIeHUIO ra308 13 BO3ayxa).

6. (1) MpousBoAUTENb OOMKEH OCYLLECTBAATb TEXHONOTMYECKMEe MpoLeccbl MoJiydyeHuA rasoBs
yKasaHHbIMM Bbille cnocobamu B COOTBETCTBUM C TpeboBaHuAMM rnasbl IV HacToawmx Mpasun, npu
aTOM:

a) (a) TpeboBaHUA K UCXOoQHOMY Cbipblo Ans dapmMaLeBTUYECKUX cybcTaHumMii (MyHKTbI 400 - 421
HacToAwmx MpaBua) He NPUMEHUMbI K NPOU3BOACTBY dapMaLLeBTUYECKUX cybCTaHL M - ra30B METOA0M



pasgeneHusa Bo3gyxa (04HAKO NMPOM3BOAUTE/Nb LO/KEH rapaHTUMPOBATb, YTO KAYeCTBO MCMO/b3yeMoro
BO3/yXa COOTBETCTBYET YCTAaHOB/EHHOMY W U3MEHEHWA KayecTBa BO34yXa U3 BHeLWHeln cpeabl He byayT
OKasblBaTb BAUSAHME Ha KayecTBO rasos, NPOM3BOANMbIX Kak PC);

6) (b) TpeboBaHUSA K HeEMpPEepbIBHOMY W3Yy4YeHUD CTabUNbHOCTU ra3oB KaK dapmaleBTUYECKNX
cybectaHumit (nyHkTbl 497 - 503 HactoAwmx MpaBuna), OCyLLECTBASEMOMY C Le/blo NOATBEPKAEHUN
YC/IOBUIA XpaHEHUSA U CPOKa FrOAHOCTM UAWU AaTbl MOBTOPHOrO KOHTPOAA (NyHKTbl 487 - 490 HacToAWwmX
MpaBua), He NPUMEHAOTCA B C/AyYyae, eCcAu ANA MEepPBMYHOro M3ydYeHMA CcTabuabHOCTM Oblin
MCNo/Ib30BaHbl AaHHbIE, COAEPKALLMECA B HAYYHOMN NTEpPaTYpE;

B) (c) TpeboBaHUA K KOHTPO/IbHbIM M apXMBHbIM 06pasuam (NyHKTbl 508 - 510 HacToAwmx Mpasun)
He MPUMEHAIOTCA K rasam Kak $apmaLeBTMYECKMM CcybCTaHUMAM, eCcM HOPMAaTUBHbLIMU NMPABOBbLIMM
aKkTamu Poccuitckoit PepepaLumm He NPesyCMOTPEHO MHOE.

7. (2) MpousBoanTeNb AOMKEH NPOBOAUTL MOCTOAHHLIA MOHWUTOPWUHI KayecTBa ra3oB Kak
dbapmaueBTMUECKMX CyBCTaHUMI, NPON3BOAMMBIX HEMPEPbLIBHBIM METOAOM (Hanpumep, pasgeneHvem
BO34yXa). Pe3ynbTaTbl MOHUTOPWHIA HEOBXOAMMO XPaHUTb B BUAE, NO3BO/ALLEM OCYLLECTBAATb
OLLEHKY TEHAEHLUNN.

8. (3) (a) YcnoBuA TpaHCNOPTMPOBKM M A0OCTaBKM HepacdacoBaHHbIX ra3oB Kak papmaLueBTUYECcKmX
Cyb6CTaHUMIM AOMKHbBI COOTBETCTBOBATL TPEOOBAHMAM, YCTAHOBAEHHbIM A1 MEOULMHCKUX ra3oB (MyHKTbI
29 - 31 HacToAuwero MpuaoxKeHus);

9. (b) Onepaunn HanonHeHMA 6aNNOHOB WAM MEPEHOCHbLIX KPUOTEHHbIX €MKOCTEW rasamMu Kak
bapmaueBTUYECKMMMN CYBCTaHUMAMM HeobXxogMMo NpPOBOAUTbL B COOTBETCTBMM C TpeboBaHUAMM,
YCTAHOBNEHHbIMU AN MeAUUMHCKMX ra3oB (NyHKTbl 32 - 48 HactoAwero [lpuaoxeHus), wu
TpeboBaHMAMM, YCTAaHOBAEHHbIMM NyHKTamm 450 - 469 HacToAwmx Mpasua.

[ll. TPOMN3BOACTBO MEANMUMHCKNX TA30B

10. TMpoM3BOACTBO MEAMUMHCKMX Ta30B, KaK MpaBWIO, OCYLLECTBASETCA B 3aKPbITOM
060pyaoBaHNN. B cBA3M C 3TUM PUCK KOHTAMMHALMKN AAHHOW NPOAYKLMM M3 NPOU3BOACTBEHHOMN Cpeabl
ABNAGTCA MUHUMANbHbIM. O4HAKO CYLLECTBYET PUCK KOHTaMMHALMM UAN NEPEKPECTHOW KOHTaMMHaLMK
APYrMMM razamm, 0co6eHHO NpU NOBTOPHOM MCMNO/Ib30BaHNN EMKOCTEMN.

11. (4) TpeboBaHMA, NpUMeHAEMble K BanoHaM, TaKKe PacrnpOCTPaAHAOTCA Ha rpynnbl (CBA3KM)
6an/10HOB (32 MCKNOYEHMEM C/Ty4aeB XPaHEeHUA U TPAHCMOPTUPOBKM B CELMANbHbIX KOHTEHepaXx).

MNepcoHan

12. (5) NepcoHan, 3aHATbLIK B NPOM3BOACTBE U peannsaumm MeauLMHCKUX ra3oB, AOKEH NPONTH
obyyeHMe NO oOpraHM3auMM NPOM3BOACTBA M  KOHTPO/AA KayecTBa JIEKAPCTBEHHbIX CPeacTB
NPUMEHUTENIbHO K AaHHOMY BUAY NPOoAyKLMU. [lepcoHan AoNKeH 3HATb KPUTUYECKM BarKHble aCMNeKTbl U
BO3MOXHYIO OMACHOCTb JIEKAPCTBEHHbIX MPENapaTtoB B BUAe MeAULMHCKUX ra3oB. Boawutenu,
OCYLLECTBAAIOWME MEPEBO3KY MEAMUMHCKMX [a30B, TaKXe [O/MKHbl MNPOWTU COOTBETCTBYHOLWEE
obyueHue.

13. (6) MepcoHan npuBAeKaeMblX NO AOrOBOPY UCMONHUTENEN, KOTOPbI MOXET OKa3aTb BAUAHUE
Ha KayecTBO MEAMUMHCKMX Tra3oB (Hanpumep, MNEepPCcoHas, OCYLEeCTBAAKWMA  TeXHUYecKoe
obcnyKnBaHne 6anNoHOB UKW KNanaHoB), AO/IKEH NPOATU COOTBETCTBYIOLLLEE 0byyeHue.

MomeleHuna n obopyaosaHue
MomeweHuna

14. (7) BannoHbl U NepeHOCHble KPUOreHHblE eMKOCTM HeobXx0AMMO NpPoBepPATb, MOArOTaBANBaTD,
HaMoJIHATb U XPaHUTb B 30HaX, OTAE/NEHHbIX OT 30H PaboTbl C HEMeAMLMHCKMMM razamu. 3anpeLlaerca
06MeH 6anNoHaMM U NePEHOCHbIMM KPUOTEHHBIMM EMKOCTAMU MEXAY 3TMMM 30HamK. O4HAKO B OAHMX
M Tex ’Ke 30Hax JOMYCKAaeTcs KOHTPO/b, MOArOTOBKA, HAMOJHEHWE W XpaHeHWe MEeAWMUMHCKUX U
HEeMeAMLMHCKMX ra30B, eciv TpeboBaHUs K HEMEeOUUMHCKMM rasam COOTBETCTBYIOT TpeboBaHMAM K
MeAMLMHCKMM rasam, a NPOU3BOACTBEHHbIE ONepaunn ¢ HeMeAULMHCKMMM ra3amm OCYLLEeCTBAAIOTCA B



COOTBETCTBMM C TpeboBaHMAMM HacToALmMX MpaBu.

15. (8) MomeleHnAa, B KOTOPbIX BbIMNOJHAOTCA OnepauuuM Mo MNpPoM3BOACTBY, NPOBEAEHUIO
MCNbITAHUIN U XPAaHEHUIO MEANLMHCKUX ra3oB, AOXKHbI MMETb AOCTAaTOYHYIO NAOWAAb ANA UCKIOYEHMUS
pucKa nepenyTbiBaHMA. [NaHMPOBKa NOMELLEHWUI AOKHA 0becrneymBaTh:

a) (a) oTaeNbHblIE MAapPKMPOBAHHbIE 30HbI A8 PA3/IMYHbIX ra30B;

6) (b) ogHo3HauyHoe 0603Ha4yeHMe U pasaesieHMe nycTbix 6annoHOB M (MNM) NEepPeHOCHbIX
KPUOTEHHbIX EMKOCTEN, a TaKKe 6aNNoHOB U (MKN) NEePEHOCHbIX KPUOTFEHHbIX EMKOCTEN, HaxoaaLmxcsa
Ha pasHbiX CTaauax npoussBoAcTBa (Hanpumep, "oxuaaeT KoHTpona', "oupaetr HanonHeHus",
"KapaHTuH", "paspelweH", "3abpakosaH", "rotos K oTnpaske").

16. Cnocobbl pasaeneHWs 3aBUCAT OT XapaKTepa, obbema WM CNOXHOCTU TEXHONOTrMYecKoro
npouecca. Mepamu no pasgeneHnto MoryT BbiTb 30HbI C pa3MeTKaMM Ha NoJy, Neperopoakn, bapoepsl,
obo3HauyeHus.

17. (9) Nyctble 6annoHbl U (MAK) NepeHOCHble KPUOTeHHblE EMKOCTM MOC/Ne COPTUPOBKU WAU
TEXHUYECKOro 06CNYKMBAHUA U HaMOAHEHHble 6anfoHbl U (MNK) NEepeHOCHble KPUOTreHHbIE eMKOCTU
HeobXxo4MMO XPaHUTb MOJA HaBecamu, 3aLMLLAIOWMMM MX OT HEBNAroNPUATHLIX NOTrOAHbIX YCNOBUNA.
HanonHeHHble 6annoHbl U (UAKN) NepeHOCHble KPUOFEHHbIE EMKOCTU HEOBXOAMMO XPAaHUTb B YCI0BUSAX,
rapaHTUPYIOLLMX UX AOCTaBKY B YUCTOM BUAE, OTBEYAIOLLEM YCNOBUAM UX UCMO/Ib30BAHMA.

18. (10) Npownssogutens fonxeH obecneynBatb 0cobble YCNOBUA XPaHEHMUA, COOTBETCTBYOLLME
TpeboBaHMAM PErucTPaLMOHHOIO A0Cbe (Hanpumep, A1A ra30BbIX CMeCeW, B KOTOPbIX MPOUCXOAUT
pasgeneHue ¢as B Cly4ae 3aMOpPaXKMBaHMUA).

Ob6opyaoBaHue

19. (11) ObopyaoBaHMe AONKHO BbITb CMNPOEKTUPOBAHO TaKMM 06pa3om, YTobbl rapaHTUPOBAT,
YTO ras HamnoJsIHAETCA B COOTBETCTBYIOLMIN KOHTEeMHep. Kak npaBuio, He AOMXKHO ObiTb COeAMHEHWI
Mexay TpybonpoBodamu, NO KOTOPbIM MPOXOAAT pPas/iMyHble rasbl. B cayvae ecamn Takme coeamHeHuUs
Heobxoaumbl (Hanpumep, obopyaoBaHMe, MWCNOAb3yEMOE 1A HaMNOJSIHEHUS CMecAMM rasos),
npou3BoAUTElb OO/KEH MNPOBECTU COOTBETCTBYIOLWLYHO KBa/MUKaUMIO [asa rapaHTMM TOro, 4To
OTCYTCTBYET PUCK MEepPeKpPecTHOM KOHTaMWHALMKM pPasHbIMW rasamu. B gonosHeHMe K AaHHOMY
TpeboBaHUIO pacnpegenuTeNbHble KOAMEKTOPbl AO0MKHbI OblTb 060pyAo0BaHbl  cneunduyecknmm
COEANHUTENIbHBIMM 31eMeHTaMU. ECiM HOPMATMBHBIMW MpPaBOBbIMM akTamu Poccuiickolt ®egepaumm
yCcTaHoBNEHbl TpeboBaHMA K MCMNOIb30BAHUIO PACMpPeaeNUTeNbHbIX KONEKTOPOB U UX COEAUHEHUI C
KnanaHamu 6annoHoB, TakuMe TpeboBaHWMA [OMKHbI cobAtoaaTbCA. Mcnonb3oBaHME HA OAHOM
NPOM3BOACTBEHHOM Y4YacTKe COEAMHEHWN, COOTBETCTBYHOLUMX PA3/IMYHbIM CTaHAAPTam, Heobxogumo
TWATENbHO KOHTPO/IMPOBATb, TaK e KaK M WUCNO/b30BaHME aJanTepoB, MNPUMEHEHWE KOTOPbIX
HeobXxo04MMO B HEKOTOPbIX Cy4anaX COeANHEHMUA CNELNPUYECKMX CUCTEM HAMONHEHWA.

20. (12) PesepByapbl A1A XPaHEHUA U NepPeABUNKHblE LUCTEPHbI ANA AOCTaBKU O0/MKHbI OblTb
npefHasHayeHbl TONbKO ANA OA4HOMo BWAA rasa OnpeaeneHHoro Kadectsa. MepuuMHCKME rasbl
OOMYCKaeTca XPaHUTb WAM TPAHCNOPTMPOBATb B TEX IKe pe3epByapax, 4YTO M aHaNOrM4YHble
HeMEeAMLMHCKME Ta3bl MPU YCAOBUM, YTO KAYeCTBO MOCAeAHMX, MO KpamHel mepe, SKBUBANEHTHO
KayecTBy MeAMUMHCKMX rasoB, W cobnogatotca TpeboBaHMA Hactoawmx [lpaBua. B Takux cayyasx
NPOW3BOAUTE b AO/KEH OCYLLECTBAATb U OKYMEHTaNIbHO 0DOPMUTL NpoLeaypYy YNPaBAEHUA PUCKAMMU.

21. (13) Ob6was cuctema pacnpegeneHns rasa C  KONIEKTOpamMM  MeAMUMHCKOro MU
HEMEAMLMHCKOrO HasHa4YeHua [OMNyCKaeTcA /Wb MNPW  HaaMuyMyM  Ba/MAMPOBAHHONO MeToaa
HeaonyLweHna obpaTHOro NOTOKa rasa U3 HEMEeANUMHCKOM CUCTEMbI B MeAMULIMHCKYIO.

22. (14) NpowusBoauTenb AOMKEH WMMETb KONNEKTOPbl HAMoOJIHEHWs, NpeaHa3HayeHHble Ans
OZHOrO MEeAMLMHCKOro rasa uam gas onpeaeneHHon cmecu MeauLUMHCKUX ra3oB. B MCKAOUMTENbHBIX
CNly4asx [OOMYCKaeTca HamnoJIHeHME ra3oB ANA APYIUX MeAULMHCKUX Leneld € UCNo/ib30BaHMeMm
KO/IIEKTOPOB, NpegHa3HaYeHHbIX 418 MeAULUMHCKUX ra30B, eC/IN AOKa3aHa Takas BO3MOMKHOCTb M TaKoW
NpPoLLecc KOHTPoMpyeTca. B aTUX cayyanax KauyecTBO HEMEAMUMHCKOTO rasa A0/MKHO ObiTb, MO KpaHel
Mepe, 3KBMBANIEHTHbIM KauyecTBY MeAMLMHCKOrO rasa u A0Hbl cobatoaaTbea TpeboBaHNA HACTOALLMUX
MpaBua. HanonHeHMe AONXKHO NPOU3BOAUTLCA NO NPUHLMNY OPFraHM3aLMK LUMKNOB NPOM3BOACTBA.

23. (15) PaboTbl N0 PEMOHTY U TEXHUYECKOMY 06C/YKMBAHUIO 060PYA0BaAHUA (BKIOYAA OYMCTKY U
NPOAYBKY) HE AO/MKHbI BAUATb Ha KQYECTBO MEeAULIMHCKUX ra3oB. B 4aCTHOCTM, NPOU3BOAUTENb AO/KEH



paspaboTaTb 1 AOKYMEHTaNbHO 0GOPMUTL MEPONPUATUA, NPOBOANMbIE NOC/E PEMOHTA U TEXHUYECKOro
06CNYXKMBAHMSA, COMPOBOMAAMOLWMXCA  pasrepmeTusaumeit  cuctem. [lpoussoauTenb  AO/KEH
rapaHTMpoBaTb, 4YTo 060pyaoBaHMe cBO6OAHO OT 060N KOHTAMMHALMKW, KOTOpas MOMKET OKasaTb
BAMAHME Ha KayecTBO rOTOBOro NPOAyKTa A0 ero BbinycKa. [pon3soaunTeNnb AOMXKEH XPaHWUTb 3anuncu o
npoBeAeHHbIX paboTax.

24. (16) MpousBoauTenb A0MKeH pa3paboTaTb M AOKYMEHTanbHO 0GOpPMUTL Mpoueaypsbl,
ocyuiecTeifAemMmble MNPV BO3BPaTe LMCTEPHbl Ha Yy4acToK paboTbl C MeAMUMHCKMMK rasamu nocne
TPaHCMNOPTMPOBKM HEMEAMUMHCKOrO rasa B YC/AOBMAX, YKasaHHbIX B MNyHKTe 20 HacToALLero
MpuUnoKeHna, MAKM MNocie onepaunini No TexHUYeckomy obcay:kuBaHuio. Takas npoueaypa A0XKHa
BKKOYATb aHaNUTUUYECKME UCMbITAHMA.

JoKkymeHTauma

25. (17) AaHHble, BKNHOYEHHbIE B AOCbE HA KaXKAYO CEPUIO HaMOJIHEHHbIX 6aNI0HOB (MepeHOCHbIX
KPMOreHHbIX €eMKOCTel), AO/KHbI M03BOMATL MpocieanTs MHOpMauMilo 060 BCEX OCHOBHBIX
napameTpax COOTBETCTBYIOLLMX CTagMIi HAaMOAHEHUA 417 KaXKA0ro HanosiHeHHoro 6annoHa.

26. [locbe Ha cepuito JOIKHO COAEPIKaTb CeaytoLyo MHPOPMALMIO (eCIN 3TO NPUMEHUMO):

a) (a) HaumeHoBaHMe NpoayKUNMK;

6) (b) Homep cepuu;

B) (C) ZaTy 1 Bpema npoBeAeHMs onepaLmMm No HanoJIHeHUIO;

r) (d) nepcoHan, BbINONHSBILUMIA OCHOBHble CTaguM npouecca (Hanpumep, OYUCTKY JINHUNA,
NpMemMKy MaTep1anos, NOArOTOBKY NMHNI HANONHEHWA, NPOBEAEHNE HAaNONHEHWS);

Aa) (e) ccbinky Ha Homep(a) cepun(min) rasa(os), KOTopblit UCNONBL30OBaNACA AN onepauunii no
HaMo/IHEHMIO COTNAcHO MYHKTY 32 Hactoswero lpUAoMKeHUA, BKAKOYana ero cratyc (paspelueHue K
HaMo/IHeHMIO);

e) (f) ucnonb3ayemoe obopyaosaHue (Hanpumep, KONNEKTOP HaNOAHEHUs);

) (g) KonmuectBOo 6annoHOB U (MAM) NEPEHOCHbIX KPUOTFeHHbIX EMKOCTei A0 onepauuu
HaMno/IHEHMA, BKAOYAA MAEHTUPUKALMOHHbIE AaHHbIE KaXKA0W EMKOCTU M ee reoMeTprUYecknin obbem;

3) (h) onepaummn, BbINO/NHEHHbIE A0 HanoAHeHus (NyHKT 41 HacTosawero MpunosxkeHusa);

n) (i) knouesble nNapameTpbl, HeobxoaMmble ANA NOATBEPNKAEHMA NPaBMAbHOCTU MPOBEAEHUA
onepaumm o HamnoJIHEHMIO MPU CTaHAAPTHbIX YCNOBUSAX;

K) (j) pesynbtaTbl COOTBETCTBYIOLWMX MPOBEPOK, rapaHTUPYOLWNX, 4YTOo 6annoHbl n (Man)
NnepeHOCHbIe KPUOTEHHbIE EMKOCTU Bbl/IM HaNOIHEHDI;

n) (k) obpaseu, aTUKETKM cepuu;

m) () cneymduKkaumnio nekapcTBEHHOro cCpeacTBa W pesy/ibTaTbl KOHTPOJA KayecTBa (BK/AoYas
CCbIJIKM Ha TeKyLLee COCTOAHNE KannbpoBKM 060pyL0BaHMA, NCMO/Ib30BAHHOIO B X04€ UCMbITaHUi);

H) (m) KonmyectBO 3abpaKkoBaHHbLIX 6aNNOHOB U (MAKM) NEPEHOCHbLIX KPUOFEHHbIX EMKOCTEN C
npvBeAeHNeM UX MHAMBUAYANbHBIX MAEHTUPUKALMOHHBIX LAHHBIX U MPUYMHBI 3a6PaKOBKMY;

0) (n) nogpobHble cBegeHUs 060 Bcex Npobiemax U OTKNOHEHUSX, YTBEPKAEHHOE paspelleHne
Ha Nto60e OTKIOHEHWE OT MHCTPYKLUMIM NO HAMOJIHEHWIO;

n) (o) paspeweHVe YNOAHOMOYEHHOrO ANLA Ha BbINYCK CEPUM C MPOCTaBAEHHbIMM OaTOW U
NoAnuCbHo.

27. (18) MNpomnsBoauTeNb A0NKEH XPAHUTb AOCbE Ha KaXAyH CEpPUIo rasa, npegHasHaueHHYo ans
Hamno/IHeHWA pe3epByapoB B MeAMUMHCKMX OpraHusaumax. [ocbe [AOMKHO BKAKOYATb CAeAYIOLLYHO
nHbopmauuio (ecam sTo NPUMEHUMO):

a) (a) HaumeHoBaHMe NPoOAYKLUNMY;

6) (b) Homep cepuu;

B) (C) ccbinKy Ha MAEHTUDUKALMOHHbIN HOMEP EMKOCTU (LLUCTEPHbI), B KOTOPOW cepua paspelleHa
K peanusaumu;

r) (d) gaty v Bpema onepauum No HanoHEHMUIO;

4) (e) nepcoHan, BbINONHMBLUMIN HAaNOAHEHNE EMKOCTU (UMCTEPHDI);

e) (f) wnHbopmaumio o emKocTM (UMCTepHE), M3 KOTOPOM MNPOM3BOAUNOCL HAMOJIHEHME,
MHdOpMaums o rase, UCNoIb30BABLIEMCA A/ HANONHEHMS;

X) (g) cBeaeHMA 060 BCex CyLL,EeCTBEHHbIX AeTaNAX HAaMNO/IHEHWS;



3) (h) cneumduKkaumnio Ha roToBbIl NEKAPCTBEHHbLIN NpenapaT W pe3ynbTaTbl KOHTPOASA KayecTsa
(BKNOUAA cCbINKM Ha TeKyllee COCTOsiHME KanubpoBKM 060pyA0BaHUA, WUCMOJ/Ib30BAHHOMO B XOJe
UCNbITaHWI);

un) (i) noapobHble cBeaeHMA 060 Bcex Npobemax U OTKNOHEHUAX, YTBEPXKAEHHOE paspelleHne Ha
Nob0oe OTKNOHEHUE OT UHCTPYKLUMIA NO HAMOJIHEHUIO;

K) (j) paspelweHve YyNnoNHOMOYEHHOrO /MLA Ha BbIMNYCK CEPUM C MPOCTABAEHHbIMW [aTON U
noAnuchio.

28. EcnM  HOpPMaTMBHbIMM  NPaBOBbIMUM aKTamu Poccuitickoli  depepaumm  ycTaHOBAEHbI
cneumanbHble TpeboBaHMA K COAEPKaHUIO YKa3aHHOro JAocbe, TakMe TpeboBaHWUA  [AOJIXKHbI
cobnoaaTtbes.

Mpouecc NnponsBoacTBa
MepemelleHne U AOCTAaBKA KPUOTEHHbIX U CKUMKEHHbIX ra30B

29. (19) NepemelLeHNE KPUOTEHHbIX WM CHUMKEHHbIX Fa30B C MeCTa MEePBUYHOTO XPAHEHMA,
BK/IIOYAA KOHTPO/b nepes NepemelleHneM, [O/KHO  OCYyWecTBAATbCA B COOTBETCTBUM C
Ba/IMANPOBAHHBIMKM  Npoueaypamu, pa3paboTaHHbIMM C  UEeNbto  NPeaoTBPaLLEHUs BO3MOMKHOM
KOHTamuHauuu. Tpybonposos, N0 KOTOPOMY NepeMeLLLAeTCA ras, AoKeH bbiTb 060pya0BaH 06paTHLIM
KAanaHoOM WAuM ApPYyrMM COOTBETCTBYIOWMM YCTPOWCTBOM. [MOKME coeaMHEeHUs, HecTauuoHapHble
coeguHUTENbHbIE LWAAHTM WU CPeacTBa ANA COeAMHEHUA nepen, WMCMNOJIb30BAaHMEM AOJXKHblI ObiTb
NPOMbITbl NOTOKOM COOTBETCTBYIOLLENO ra3a.

30. (20) LWnaHrM, ucnonbzyembie ANA HANOJAHEHWUS PEe3epByapoOB M LMCTEPH, AO0MXKHbI ObITb
obopypoBaHbl cpeAcTBaMM  ANA  COEOMHEHMA, CMeuManbHO NpeaHasHaYeHHbIMM  ANA  SAHHOMN
npoayKumu. Mcnonb3oBaHWe afanTepos, NO3BOAAOLLMX NOAKNOYATL pe3epByapbl U LLUCTEPHDI, LOAKHO
HagaeXawmm obpa3om KOHTPOAMPOBATLCA.

31. (21) Nopgaya rasa B pesepByapbl, COAEPKALLME aHANOTMYHDBIN ra3 TAKOTO Ke YPOBHA Ka4yecTsa,
MOXeT ObITb OCyWecTBfieHa NpPU HAAUYMKU  MONIOKMUTENBHbIX PEe3ynbTaTOB MWCMbITAHWUIA KayecTBa
nogasaemoro rasa. Obpasel, moxeT bbITb OTOOPAH Kak M3 MogaBaemoro rasa, Tak M U3 pesepByapa
nocne 3aBepleHna Nogayn rasa. Ocobble ycnoBus B OTHOLIEHMWU KOHTPONA KavyecTBa Npu HanoaHEHUU
pe3epByapoB, PaCcNoIoOXKEHHbIX Y NpuobpeTaTenei, U3NoxeHbl B NyHKTe 56 HacToAwero NMpunoxKeHus.

HanonHeHne u MapKNpPOBKa 6annoHOB U NepeHOCHbIX
KPUOTreHHbIX eMKocTel

32. (22) Nepen HanonHeHMeM 6aN/IOHOB M MEPEHOCHbIX KPUOFeHHbIX eMKocTel cepua(mn)
rasa(os) gosiKHa(bl) 6bITb MAeHTUOMUMPOBaHA(bl) M MNPOKOHTPOAMPOBAHA(bl) B COOTBETCTBUMM CO
cneymduKaunamm 1 paspelueHa(bl) 4na npoBeaeHUs HanoJIHEHUA.

33. (23) B cayyae ocyuiects/ieHMA HeNpPepbIBHbIX NpoLeccoB gnsa obecneyeHna COOTBETCTBUA rasa
cneymdmKaunam HeobxoaMMO YCTAaHOBUTL COOTBETCTBYHOLLME TOYKU KOHTPO/IA NPOM3BOACTBA.

34. (24) bBannoHbl, NEPeHOCHble KPUOreHHble EeMKOCTU M KAnanaHbl [AO0/KHbl  OTBeYaTb
YCTAHOBNEHHbIM TeXHUYECKUM crneumnduKkaumam mn TpeboBaHUAM pPerucTpaumMoHHOro aocbe. OHU
AOMKHbI BbITb MpefHa3HaYeHbl TONbKO AN1A OAHOrO0 MeAWMLUMHCKOro rasa Wam onpeaeneHHon cmecu
MeAULMHCKUX ra3oB. bannoHbl 4ONXKHbI 6bITb MapPKUPOBaHbI C UCNO/Nb30BaHUEM LIBETOBOM MapPKUPOBKU
B COOTBETCTBMWU C YCTAHOBNEHHbIMW TpeboBaHMAMKU. Ons obecneyeHMA 3alUTbl OT KOHTaMUHALMMU
6anNoHbI AOMKHbI BbITb OCHALLLEHbI KNanaHaMu yaep*KaHMa MUHMMAIbHOTO aB/IeHMUA C MexaHU3mMamu
npeaoTepaLleHns NOToKa B 06paTHOM HanpasBAeHUM.

35. (25) BannoHbl, NepeHOCHbIe KPUOTreHHble eMKOCTU WM KjanaHbl AOMKHbI ObiTb MPOBEPEHbI
nepes nepsbiM WMCNO/Mb30BaHMEM B MPOU3BOACTBE M OOCNYKMBATLCA Haanexawmm obpasom. lNpu
MCNONb30BaHUN U3LENNN  MEOULMHCKOrO HasHauyeHMAa WX TEeXHUYEecKoe OobCNyXKMBaHWE [AOMKHO
OCYLLECTBAATLCA COMIACHO MHCTPYKUMSM npousBoauTens 6ansioHOB, MNEPEHOCHbIX KPUOTeHHbIX
€MKOCTel 1 KnanaHos.

36. (26) OnepauMn NO NPOBEPKE WU TEXHUYECKOMY OOCNYKMBAHWUIO HE [O0/KHbl OKasblBaTb
OTPULATENIbHOrO BO34EMCTBMA Ha KayecTBO M 6e30macHOCTb /NeKapCcTBEHHOro npenapata. Boaa,



ucnonblyemass AAa  MUCNbITaHWMA  6annoHOB TMAPOCTAaTUMECKMM  OaB/IEHMEM, [OJIKHA OTBe4yaTb
TpeboBaHMAM B OTHOLIEHWUW KayecTBa NUTbEBOW BOApbI.

37. (27) Ona rapaHTMM OTCYTCTBMS KOHTaMWMHaLMKM BHYTPEHHee COoCTosiHMe 6anioHoB 40
YCTAaHOBKM K/lanaHa AO/KHO MOABEpraTbCsA BM3yasbHOMY OCMOTPY Ha npegmeT OTCYTCTBUA OCTaTKOB
BOAbI MW APYIMX KOHTaMWHAHTOB. YKa3aHHy0 onepaunio HeobXxoaMMo BbINOIHATb KaK Y4acTb MPOBEPOK
N TeXHMYECKOro obcnykmnsaHmns. OHa JOKHA OCYLLECTBAATLCA:

B OTHOLUEHWW HOBbIX 6a/1IOHOB, BNEepBble UCMOJIb3YIOWMXCA A8 MeOULMHCKMX ra3oB;

rnocsie NpoBeAeHUs UCNbITaHUI TMAPOCTATUYECKUM AaBAEHUEM WU SKBUBAJIEHTHbIM UCMbITaHUEM
C AEeMOHTaXKeM K/lanaHa;

KarKablii pa3 NpM 3aMeHe KianaHa.

38. Mocne yCcTaHOBKM KAanaH AO/IKEH HAXOAUTLCA B 3aKPbITOM COCTOAHUM A8 NPefoTBpaLLeHNn
Nntobol KoHTamuHaumn. B cnyyae BO3HMKHOBEHMA NOObIX COMHEHWUA OTHOCUTENIbHO BHYTPEHHEro
cocTofiHMA GannoHa KnanaH JAo/XKeH ObiTb AEMOHTMPOBAH, a BHYTPEHHee cocCToAHME 6annoHa
NnoABeprHyTo OCMoTpPy ANA obecneyeHnsA yBePEHHOCTU B OTCYTCTBMM KOHTAaMMUHALUU,

39. (28) MpowusBoanTenb [OJMKEH OCYLLECTBAATb TEXHUYECKoe O0b6CNyXKMBaHME U PEMOHT
6aNnNoHOB, NEPEHOCHbIX KPUOTEHHbIX EMKOCTEN M KNanaHoB. Mpu BbINOJHEHUM 3TUX paboT No Aorosopy
paboTbl [OMKHbI BbINOMHATLCA TONBKO MUCNONHUTENAMM, YKa3aHHbIMKM B Aorosope. B porosopebl, B
COOTBETCTBMM C KOTOPbIMU PaboTbl NepesatoTca Ha ayTCOPCUHI, PEKOMEHAYETCA BKAOYaTb TEXHUYECKME
YCNOBMA BbINOSHEHUA Takux paboT. Mpou3BoauTenb LOMKEH NPOBOAUTL MPOBEPKU BbIMOSHEHUA
NCNONHUTENSAMM YCIOBUIA LLOFOBOPA, BKAOYAA YCA0BUA 0 cobaoaeHUn TpeboBaHuUii HacToAwmx Mpasua.

40. (29) nMNpousBoamuTenb [OMKeH pas3paboTaTb CUCTeMy, MO3BOAAIOWLYIO obecneynTb
NPOCNEKMBAEMOCTb BaNNOHOB, NEPEHOCHbIX KPUOTEHHbIX EMKOCTEN U K/1lanaHoB..

41. (30) NpoBepkKu, NpoBOAMMbIE Nepes, onepaLmelt HanoAHEHUA, AO0/KHbI BKNOYATb:

a) (a) npoBepKy 6annoOHOB NO YTBEPXKAEHHOW Mpouenype B OTHOWEHMM HANMYMA OCTAaTOYHOTO
M36bITOYHOrO AaBNEeHUA ANA KaxKaoro 6annoHa:

ecnv 6annoH obopynoBaH KAanaHOM yAeprKaHUa MUHUMAbHOTO AAaBNEHUs, TO NPU OTCYTCTBUM
CUTHANAa, CBUAETE/NbCTBYIOWErO O HA/IMYMM OCTAaTOYHOrO M3ObITOMHOrO [AaBNEHWs, LO/KHA OblTb
npoBeAeHa NPOBEpKa KfanaHa, ecin KnanaH ¢QyHKUMOHUpYeT HenpaBwubHO, BanioH A0/KeH ObiTb
OTNpPaB/IEH HA TEXHUYECKOoe 0bCNyKNBAHWE;

ecnm 6annoH He obopyaoOBaH KNAaNnaHOM yAep)KaHUs MUHUMANbHOTO AaB/eHUs U B HannoHe He
06HApY)KEHO OCTAaTOYHOro W36LITOYHOrO AaBNEHWUA, TaKOW 6annoH AomKeH ObiTb OTNpaBAeH AnA
npoBeAeHUA OONOAHUTENBHbIX UCMbITAHWI C LEeNblo NPOBEPKN OTCYTCTBUA KOHTaMMHALMW BOAOM UM
APYTMMK BeLLLecTBaMu; AOMONHUTE/IbHbIE Mepbl MOTYT BK/OYaTb BWM3YasibHbIA OCMOTP BHYTPEHHEro
coctosiHMA 6annoHa, KOTOpbIM MPOBOAMUTCA MNOC/AE OYUCTKU C WMCMONb30BAaHMEM BAMANPOBAHHOIO
MeToA3;

6) (b) npoBepKy TOro, YTo NAEHTUDUKALMOHHDBIE STUKETKM NpeablayLLel cepumn OTCyTCTBYIOT;

8) (C) npoBepKy TOro, YTo BCe NOBPEXKAEHHbIE UAEHTUDUKALMOHHbIE STUKETKM NPOAYKTA yAaNEHbI
W 3aMeHeHbI;

r) (d) BHEWHUI BM3yaNbHbI OCMOTP Kaxkgoro 6annoHa, NepeHOCHOM KPUOTreHHOM eMKOCTU U
KnanaHa C Le/blo BblABAEHUA PAKOBWMH, CBAPOYHbIX NPOXKWUIOB, APYrMX NOBPEXAEHUN U KOHTAMUHALLUK
Mac/naMm, a TaK»Ke Npu HeobXoANMMOCTM NPOBEAEHNE OUYUCTKU;

4) (e) npoBepKy coegmHeHUs naTpyobKa Kaxgoro 6annoHa UM NepeHoCHOM KPMOreHHOM eMKoCTH
Ha COOTBETCTBME TUMNY COeAMHEHUA ANA HANOJIHAEMOro rasa;

e) (f) npoBepky pOaTbl cAeaylOLIErO WUCNbITAHUA KnanaHa (Ana KnanaHos, MoAeKallmx
nepuoanYeckol NpoBepke);

) (g) npoBepKy 6anNOHOB UAWN MEPEHOCHbIX KPMOTFeHHbIX eMKOCTEN Ha npegMeT MpoBeaeHus
BCEX HEOOXOAMMbBIX UCMbITaHUI (HanpuMmep, NPOBEPKY TMAPOCTAaTUYECKMM  OaBJEHUEM WU
SKBWBAJIEHTHbIM UCMbITaHWEM), NPOBEAEHNE KOTOPbIX TPebyeTcs B COOTBETCTBUM C HOPMATUBHbIMU
npaBoBbIMW aKTamu Poccuiickoii degepaunn, M NPOBEPKY AENCTBUTENbHOCTU PEe3y/NbTaTOB 3TUX
UCNbITaHW;

3) (h) npoBepKy LBETOBOM MapPKMPOBKM KarKAOro 6ansoHa B COOTBETCTBUM C PErnmcTpaLMOHHbIM
Aocbe (LBeToBas KOANPOBKA COTNACHO YCTAaHOBAEHHbIM TpeboBaHMAM).

42.(31) Pazmep cepum gonxeH bbiTb onpeaesneH B 3aBUCUMOCTM OT onepaLmmn HanoIHEHUA.

43. (32) bannoHbl, BO3BpallaemMble Ha MOBTOPHYIO 3anpaBKy, AO/KHbl ObiTb TLWATENbHO



NnoAroToB/eHbl C LeAbld MUHUMU3ALUMKM PUCKA KOHTaMMHALMW B COOTBETCTBUM C YCTAHOBJIEHHbIMU
npoueaypamn. MeToanKu, BKAOYalOLWME NpoLeaypbl OTKAUMBAHUA U (MAKN) NPOAYBKM, AONXKHbI ObITb
Ba/IMANPOBaAHbI. [1NA CKaTbiX ra30B TEOPETUYECKOE COoAEePKaHNE NMPUMECHU NMPU AABAEHUM HANOJHEHMUSA
200 6ap AonKHO cocTaBnATb He 6os1iee 500 06bEMHbIX YacTel Ha MUAIMOH Npu TemnepaType 15 °C. Ona
OPpYroro AasneHusa onpeaensoTca 3KBMBaJIEHTHbIE 3HAYEHMA.

44. (33) C uenblo MMUHMMM3AUMU PUCKA KOHTAMMHALMKM MEepPeHOCHble KPUOreHHble eMKOCTH,
BO3BpallaeMble Ha MNOBTOPHYID 3anpaBKy, AOJIKHbl TLATE/IbHO MNOArOTABAMBATLCA  COM1ACHO
YyTBEPXKAEHHBIM Npoueaypam. B yacTHOCTU, MepeHOoCHble EMKOCTU, B KOTOPbIX OTCYTCTBYET OCTaTOYHOE
OaB/IeHUe, AO0NKHbI ObITb MOATOTOB/IEHbI C UCMNO/Ib30BAaHUEM Ba/INLMPOBAHHOIO METOAA.

45. (34) MpowuseBoauTenb AONXEH MNPOBOAUTb COOTBETCTBYOLIME MPOBEPKUM AnAa obecnedyeHus
NPaBM/IbHOrO HAaNOJIHEHUA KaXXA0ro 6annoHa u (Man) nepeHoOCHOM KPUOTEHHOW EMKOCTW.

46. (35) Kaxkabli HanonHeHHbIN 6annoH 40 YCTAHOBKM YCTPOMCTBA KOHTPOANSA MEPBOro BCKPbITUA
(nyHKkT 47 Hactoawero [MpunoxeHnsa) p[omKeH OblTb NPOKOHTPOIMPOBAH C  MCMNO/Ib30BAHMEM
COOTBETCTBYIOLLEr0O MeToAa Ha OTCYTCTBUE yTeuyku. Mcnonb3yemblii MeTond, KOHTPOAA He [AOJKeH
NPMBOAMTL K KOHTaMWHaLMM NOBEPXHOCTU MaTpybKa KnanaHa GannoHa. Mpu HannMumMmM BO3MOMKHOCTMU
TaKOW KOHTPO/b AO/IKEH OCYLLECTBAATLCA NOC/Ae 0T6opa BCeX 06Pa3L0B ANA KOHTPONSA KadYecTBa.

47. (36) Nocne HanonHeHUA NaTPyOKKU KnanaHoB 6aNNOHOB AOMKHbI 6bITb 3aKPbITbl KOAMAYKaMu
ANA 3aWMTbl OT KOHTaMUHAUMW. Ha 6annoHbl M NepeHOCHble KPUOTeHHble €MKOCTU AOJ/IKHbl ObiTb
YCTaHOB/IEHbI YCTPOMCTBA KOHTPO/IA NEPBOro BCKPbITUA.

48. (37) Kaxkablin 6annoH nam nepeHoCcHaa KPUOreHHaa eMKOCTb A0JIXKHbI ObITb MPOMapKUPOBaHbI
C MOMOLLbIO STUKETOK. HoMep cepum u cpoK rogHOCTU MOTYT ObITb YKa3aHbl HAa OTAENbHOM 3TUKETKE.

49. (38) Npu nponsBoACTBE MEANLMHCKMX ra30B NyTEM CMELUMBAHUA ABYX UM Bonee pasiMyHbIX
rasoB (B AWMHUM [N HanNo/JHeHWAa NMbO HenocpeacTBEHHO B 6afNoHAx) MpPoOU3BOAMTENb AO/IKEH
MCMNONb30BaTb BaNNAMPOBAHHbIN METOZ, CMELMBAHWA, KOTOPbIM rapaHTUPYeT, YTO rasbl AOJIKHbIM
06pasom cmellaHbl B KaxKaom 6ansioHe, U obecne4ynBaeT roMOreHHOCTb CMECH.

KoHTpoab KayecTBa

50. (39) Kaxpas cepus meAMUMHCKOro rasa (6ansioHbl, MEePeHOCHble KPUOreHHbIe EeMKOCTH,
pesepByapbl B MeAMLMHCKMUX OpraHn3aumsax) AoaKHa 6biTb NPOKOHTPONMPOBaHa B COOTBETCTBUMU C
YCTAHOBAEHHbIMU TPEOOBAHUAMMU. B OTHOLIEHUM KaxKaoM cepumn AONKHO ObiTb MOMYYEHO paspelleHune
YNOJHOMOYEHHOTO /INLA Ha BbINYCK.

51. (40) NnaH oT6opa NPob M 06bEM NPOBOAMMbBIX UCMbITAHUIA [OMKHbI OTBEYATb C/AEAYHOLUM
TpeboBaHMAM B OTHOLLEHWM BaNIOHOB (€can B NpoLeaypax He YCTaHOBNEHO NHoe):

a) (a) ecnn TONbKO OAMH MEAMUMHCKUA Tra3 HanonHAetcs B 6anfoHbl C MCMNO/Ib30BaHUEM
KONNEKTOPa, K KOTOPOMY OAHOBPEMEHHO NOACOEAMHSIIOTCA HECKOJIbKO 6annoHoB, ras gonxeH 6biTb
NMPOKOHTPO/IMPOBAH, KaK MWHUMYM, M3 ogHoro 6annoHa p[na YCTaHOBAEHWUS MOAJIMHHOCTU U
KONMYECTBEHHOro onpeaeneHnsa, obpasybl AOMKHbI OTOMPATLCA OT KaXKAO0ro LMKAQ HaNoJHEHWUS Npu
3ameHe 6annoHOB, NOAKAKOYEHHbIX K KONNEKTOPY;

6) (b) ecnn TONbKO OAWMH MEAMUMHCKUI ra3 HanonHseTca B 6annoHbl B pamKax OAHOro
NPOU3BOACTBEHHOIO LMKAA B OAMH MPOMEXYTOK BPEMEHM, TO MO KpaiHelh mepe OAWH 6annoH npu
Ka)kJOM HenpepbiBHOM LMK/AE HaNoAHEeHMA AO0NXeH ObiTb npoBepeH Ha MNOAJMHHOCTL MU
KONMYecTBeHHOe coaeprKaHue. Npumepom HeNPEpPbIBHOTO LMK HanoAHEeHUs ABAAETCA NPOU3BOACTBO
B TeYEHWEe OAHOM CMeHbl OIHUM N TEM Ke MepPCoHaNIOM C MCMNO/Ib30BaHNUEM OHOro 0b6opyAoBaHUA U
0HOW cepun rasa, KOTopblt pacdacoBbiBaCS;

B) (C) echn mMeaMUMHCKMIA ra3 rotoBUTCA MyTeM CMellMBaHMA B 6annoHe AByx wanm 6onee
Pa3/IMUHbIX ra3oB M3 OAHOrO M TOTO e pacnpefeNnTeNlbHOro KOeKTopa, TO ras u3 Kaxkaoro 6annoHa
AoMKeH BbITb NPOKOHTPOANPOBAH Ha NOAJNMHHOCTb U KOJIMYECTBEHHOE COAlepXKaHne BCEX KOMMOHEHTOB
rasoBo cmecu. B oTHOWeHWM BcNomoraTeNibHbIX BewecTs (NpU WUX HaAMUYMM) UCMbITAaHUE Ha
NOA/IMHHOCTb MOMET BbIMOJIHATLCA ANA OAHOro 6annoHa U3 LMKAA HanoAHeHusa (MAM ANs Kaxaoro
HEMNpPepbIBHOINO UMKAA HanosHeHuA). MeHbluee KoAuyecTBO 6an/NIOHOB MOMET MoAgBepraTbes
NCNbITAHUSIM B C/Ty4ae UCMNO/Ib30BaHMA BaIMANPOBAHHbIX aBTOMATU3NPOBAHHbIX CUCTEM HaMNONHEHUS;

r) (d) B OTHOWEHUN ra3oB, CMELIMBAHNE KOTOPbIX MPOUCXOAUT OO HaMoJHeHus, HeobxogMmo
cobnogatb Te e NPUHUUMLI, YTO U B OTHOLEHMWU HAMOJHEHWSs OO4HMM ra3oM, KOr4a Ha JIMHWUK



OCYLLECTBAACTCA HENPEPbIBHbIN KOHTPO/Ib CMECH ra3oB, UCMO/b3yeMbIX AN HAMOAHEHUS.

52. B OTHOWEHWM Tra30B, CMeLIMBaHWE KOTOPbIX NPOUCXOAUT A0 CTagun Hano/sHeHwus,
HeobX0AMMO NPUAEPIHKMBATLCA TEX e NPUHLMMOB, KaK U A4/1A ra3os, CMeLLUMBaHWE KOTOPbIX NPOBOANUTCA
B 6ansoHax, Npu OTCYTCTBUM Ha AMHUM HEMNPEpPbIBHOTO KOHTPOAA CMECU rasoB, MCMOAb3yeMbIX AAA
Hano/HeHMA.

53. [oNXHbl BbINOMAHATLCA WCMbITAHUA Ha COAEpP)KaHWe BOAbl, eCiM MNpPoM3BOAUTENEM He
060CHOBaHO UHoe.

54. [lonycKkaeTca UCNONb30BaHME APYrMX METOAMK oTbopa 06pasLOB M UCMbITaHWUIA NPU HaAUYUK
TAKOro e ypoBHA obecneyeHnn KavecTsa.

55. (41) 3aBeplualolme UCNbITaHNUA MNEPEHOCHbIX KPUOreHHbIX EMKOCTEM A0MXHbl BKAKOYaTb
UCMbITAaHUS Ha MOA/IMHHOCTb UM KOJIMYECTBEHHOE OnpeefieHNe B KaxKAOW eMKOCTW, eCan MHoe He
NpeaycMOTPEHO YCTaHOBAEHHbIMM TPeboBaHMAMWU. BblGOPOUYHBIM MOCEPUIMHBIA KOHTPOb MOMXKET
MCMNO/Nb30BaTbCA TOJMILKO B C/yyae, eciv 6bl1o [0KasaHo, YTO nepes MOBTOPHbIM HaMoJHEHMEM
KPUTUYECKME XaPaKTEPUCTUKM OCTAaTOYHOTO ra3a B KaXK4olM eMKOCTM OCTanncb 63 U3MeHeHU.

56. (42) He Tpebyetca npoBegeHuMe oT6opa o06pa3LoB nNociae MOBTOPHOIO HaMoAHEeHUA
KPWMOreHHbIX eMKocTel npuobpeTaTesneit B MecTe MCMNONAb30BaHUA (pe3epByapbl B MeAMLMHCKUX
OpraHn3aumaAX AN NepPeHOCHbIe KPUOTeHHbIE EMKOCTU) U3 CMeLManbHO NpegHasHauYeHHbIX LMCTepH Npu
Ha/IMYNN SOKYMEHTA, NMOATBEPKAAIOLWEro KAaYecTBO COAEPHKUMOro UCMONb3YeMOM UucTepHbl. Mpu aTom
nocse nocienoBaTesibHbIX MOBTOPHbLIX HAMOJAHEHWI NPOU3BOAUTENbL AOJ/IKEH [OKa3aTb, YTO KAYyecTBo
rasa B eMKOCTSIX NOAAEPKMBAETCA Ha YCTaHOB/IEHHOM YPOBHE.

57. (43) He TpebyeTca coxpaHATb KOHTPO/IbHbIE U apXMBHble 06pasLbl CEpUit NPOAYKLMM, ECAN 3TO
He NpeayCcMOTPEHO AOKYMEHTaUMNEN.

58. (44) He TpebyeTcs npoBeAeHMe NPOAO0IKAOLWEroca U3ydeHmsa cTabuabHOCTU, eCAn NepBUYHOe
nsyyeHne CcTabUNbHOCTM 6bII0 3aMEHEHO MCMOAb30BaHMEM [AaHHbIX, COAEPNKALMXCA B Hay4yHOM
nuTeparype.

TpaHCnopTUPOBKa ra3os

59. (45) HanonHeHHble rasosble 6anoHbl U MepPeHOCHble KPUOreHHble eMKOCTU A0/XKHbl BbITb
3alUMLLEHbI BO BPEMS TPAHCMOPTMPOBKM, B YaCTHOCTU, AOCTABAATLCA 3aKa3UMKaM B YMCTOM COCTOAHUM,
COOTBETCTBYHOLLEM YCNOBUSAM MX AaNIbHEMLLErO UCMO/Ib30BaHMA.

IV. TEPMWHbI N ONPEAENEHNA

60. Ana uenel HacToAwero MpUAOKEHNA KPOME TEPMUHOB U onpeaeneHunii, NpesyCMOTPEHHbIX
rnasoi Il HacToAwmx MpaBKa, NCNONBL3YIOTCA TaKXKe eyl me OCHOBHbIE NOHATUA:

ambynaTopHbIA KPWUOreHHbIN cocyl, - MepeHOCHOW TepMUYECKM W30AMPOBAHHbIN KOHTEWHep,
CKOHCTPYMPOBAHHbLIA ANA XPAaHEHWUS CHUKEHHOTO KWUCA0pPoAa W  WCMOAb30BaHWUA ra3oobpasHoro
KMCA0pOAa Ha AOMY Y MAUUEHT];

ras - BELWeCcTBO MAM CMECb BELLECTB, KOTopble nNpu gasneHunn 1,013 6ap n temnepatype natoc 20 °C
Haxo4ATCA MOJIHOCTbIO B ra300bpa3sHOM COCTOAHUM UAM Npu TemnepaTtype naoc 50 °C gaBneHue wmx
napos npesbllwaeT 3 6ap;

ras Kak ¢apmaueBtnyeckas cybcTaHums - ras, npeAHasHavyeHHbI 4158 UCNOIb30BAHMA B KayecTse
dbapmaueBTMYeCcKoi cybcTaHLMKM 418 NPOM3BOACTBA IEKAaPCTBEHHOMO Npenapara;

rpynna (cBA3ka) H6annoHoB - cobpaHHble U 3aKpenneHHble BMecTe 6ansioHbl, NOAK/IOYEHHbIE
yepes pacnpenenmTenbHblil KONNEKTOP, TPAHCMOPTUPYEMbIE M UCNOb3YEMbIE KaK eANHOE LEeNOoe;

UCMNbITaHWE TUAPOCTAaTUYECKMM [OaB/IEHUEM - UCMbITaHWE, NPOBOAMMOE C Lesblo obecneyeHus
6€30MacHOCTM B COOTBETCTBMU C YCTAaHOBJEHHbIMM TpebOBaHUAMM O/ MPOBEPKM TOro, YTO BANNOHDI
WUAW pesepByapbl MOTYT BblAepKaTb 3an1aHMPOBaHHbIE BbICOKME AaB/NEeHUS;

KNnanaH - yCTpOICTBO ANA OTKPbIBAHWUA U 3aKPbIBAaHUA KOHTENHEPQ;

KNnanaH yAaepXaHuMA OCTaTOYMHOrO JaBieHUA - KjAanaH, YCTaHOBAEHHbIM Ha 6annoHe w
NoALEep:KMBAOWMI B UCMNOb30BAaHHOM 6annoHe JaBneHuWe Bblile aTMocPepHOro ¢ Lenbio
npeAoTBPaLLEHNA KOHTAMUHALMK BHYTPEHHEro ob6bema 6annoHa;

KOHTEMHep - KPUOTFeHHbIN cocyn, (6aK, umcTepHa UAM MOBUAbHAA KPUOTEHHAA eMKOCTb ApYroro



™na), 6annoH, cBA3Ka 6annoHOB uwAuM  nAbas  gpyras  ynakoBKa, KOTOpas HaxoguTcAa B
HenocpeacTBEHHOM KOHTaKTe C MegULMHCKUM ra3om;

KPUOTreHHbI ra3 - ras, KOTOpblit CxuKaeTcs npu gasneHmm 1,013 6ap npu TemnepaType HuKe
muHyc 150 °C;

MaKCMMaNbHbI TEOPETUYECKUI OCTATOYHbIM YpOBEHb MpMMecH - rasoobpasHas npumecb OT
BO3MOHOro 0bpaTHOro NOTOKa ra3os, OCTaBLUAsACA Mocne npeaBapuTenbHol 06paboTKnM HGannoHos
nepeg Ux HanoaHeHWeM. PacyeT MaKCMManbHOro TEOPETUYECKOro YPOBHA MPUMECU MMEET 3HaYeHue
TO/IbKO A/1A CXKATbIX ra30B NPU NPEANOIOXKEHUN, YTO 3TU rasbl BeAyT cebs KaK naeanbHble;

MeAMUMHCKWI ras - 11060 ra3 Man cMmecb rasos, ABAAIOLWMECA IEKAPCTBEHHbIMW NpenapaTamu;

0bpaTHbIA KnanaH - KjanaH, KOTOpblA MO3BO/MAET MOTOKY MNPOXOAUTb TOJIbKO B OAHOM
HanpaBieHUU;

OTKauMBaTb - YAaNATb OCTATOUYHbIV ra3 U3 KOHTelHepa U (Man) cucTembl C NOMOLLBIO BaKyyma A0
AaBneHus meHblue yem 1,013 6ap;

NepeHOCHOW KPUOreHHbIA cocys, - NEePeHOCHON TEepMUYECKM W30AMPOBAHHBINA KOHTEMHep,
CKOHCTPYMPOBAHHbIA A/1A XPaHEHUA B HEM BELLECTB B KUAKOM COCTOAHUKU. B Lenax npumeHeHus
HacTosiwero MpunoXKeHna AaHHbIN TEPMUH He BKAOYaeT noHATMe "unctepHa" (tanker);

npoAyBKa - yaaNeHne oCTaTOMHOrO ra3a U3 KoHTelHepa 1 (MaKn) cucTembl NyTeM NepBOHAYaIbHOTO
HarHeTaHWA AaB/IeHUA C NMOMOLLBIO UCMO/Ib3YEeMOro rasa ¢ nociaeayrolmm cbpocom aaBneHua rasa go
1,013 6ap;

pasfeneHve BO3ayxa - pasgeneHne aTMochepHOro Bo3ayxa Ha COCTaBAANOWME ero rasbl NyTem
bPAKUMOHHOM ANCTUANALMM NPU KPUOTEHHbIX TEMMepaTypax;

pacnpenennTesnibHbli KOANEKTOP - 0bOpyAoBaHME WMAWM YCTPOWCTBO, CKOHCTPYMPOBAHHbIE ANA
OZLHOBPEMEHHOI0 OMOPOXKHEHMA UM HAMONHEHWA FAa30M OAHOTO MK Bolee KOHTEeHEPOB;

pesepByap - CTaLMOHAPHbIA TEPMUYECKN M30/IMPOBAHHbINA KOHTEMHEp 418 XPaHEHUA CXHUKEHHOIO
WM KPUOTFEHHOTO rasa, Tak»Ke HasblBaemMbli "CTaLMOHAPHbIA KPUOreHHbIN cocya';

cbpoc aaBieHus - onepaums no yaaseH1o oCTaToOYHOro rasa U3 KoHTeHepa u (Uamn) cuctemol 4o
BE/IMYMHbI OCTaToyHoro pgasneHua 1,013 Gap nyTem coeauHEHUs KOHTelHepa M (MaM) cuctembl C
aTMochepHbIM BO34YXOM;

C¥KaTbli ras - ras, pacdacoBaHHbIN No4 AaBEHUEM C LLeIblo TPAHCMOPTUPOBKU, KOTOPbIM OCTaeTcs
NOJIHOCTbIO B ra3006pa3HOM COCTOSIHMM NpU TemnepaType Bbiwe muHyc 50 °C;

CMMKEHHDbIN a3 - ra3, pachacoBaHHbIM C LLeNblo TPAHCMOPTUPOBKM, KOTOPbIA OCTAeTCcA YacTUYHO
AKUAKUM UK TBEPALIM NPU TemnepaType Bbiwe muHyc 50 °C;

LMCTEePHA - TEPMUYECKM M30IMPOBAHHbIN KOHTEMHED, YCTAHOB/IEHHbIN Ha TPAHCNOPTHOE CPEACTBO
ONA NepeBO3KN CHUNKEHHOTO UM KPUOTEHHOTO rasa.

MpunoxkeHne N 7

K MNpaBunam opraHmnsaumm
Npown3BOACTBA M KOHTPOAA KaYecTBa
NIeKapCTBEHHbIX CpeacTs

MPOM3BOACTBO JIEKAPCTBEHHbIX PACTUTE/IbHbBIX MPEMAPATOB
[. MIPUHUMN

1. lekapcTBeHHble pacTUTeNbHble NpenapaTbl MMEIT CAOMKHYI Mpupoay M pasHoobpasHble
XapaKTEPUCTUKM, NO ITOW MPUYMHE MPU WX NPOM3BOACTBE OCOBYIO PO/ib UIPaeT KOHTPOJb MCXOLHbIX
MaTepuanos, YCIOBUM XpaHeHMA W nepepaboTkn. MCXoAHbIM MaTepuasom Mpu MNPOU3BOACTBE
NEKAapPCTBEHHbIX  PACTUTE/IbHLIX MPernapaToB ABAAETCA JIeKapCTBEHHOE  PacTUTE/IbHOE  CbIpbe.
NekapcTBEHHOE PACTUTENLHOE Cbipbe AO0/KHO MMETb Tpebyemoe KayecTBo, a NOATBEPXKAAIOLWME 3TOT
$aAKT AaHHble JO/KHbI BbITb NPeAoCTaBieHbl NMOCTABLLMKOM MCXOAHbIX MaTepuasoB MPOU3BOAUTENIO



JIeKAapCTBEHHOrO  pacTUTesbHOro npenapata. [na obecneyeHMs  KayecTBa  JIeKApCTBEHHOrO
pacTUTeNbHOTO CbipbA MOXKeT noTpeboBaTbcA 6onee nogpobHaa uHPopmauma o cnocobe ero
nosyyeHusa (BblpawmsaHua). OTOOp CeMsiH, YC/IOBMUA Ky/NbTUBMPOBAHUA M cbopa ypoxkasa aBAsaoTCA
Ba*KHbIMM aCMeKTamMKn KayecTBa JIEKAPCTBEHHOIO PACTUTENIbHOTO CbiPbA U MOTYT BAMATL HAa NMOCTOSHCTBO
KayecTBa TrOTOBOrO JIeKApCTBEHHOrO pacTUTeNbHOro npenapata. [Ana  uenei HagnexKallero
BblpalLMBaHMA U cbopa pacTeHUit B OTHOLUEHMM COOTBETCTBYIOLLEN CMCTEeMbl obecrneyeHuns KayecTBa
PEKOMEHAYETCA MPUMEHATb yTBEpXKAeHHoe KomMTeToOM MO  pacTUTEeNbHbIM  IEKAPCTBEHHbIM
npenapatam EBponeickoro areHTCTBa MO J/IEKAPCTBEHHbIM CpeacTBam PyKOBOACTBO NO MpasBuiaam
HaZ/1eXKalllero BblpawyBaHUa U cbopa UCXOAHOTO CbipbA PACTUTENbHOTO NPoucxoxaeHusa (GACP) <*>,

<*> CnpaBo4yHO: PYKOBOACTBO NO NpaBunamM Haa/exKallero BbipaliMBaHUA U cbopa UCXOAHOro
CbipbA pacTutenbHoro npoucxoxaerHusa (GACP) onyb6ankoBaHo no agpecy B MHPOPMALMOHHO-
TENEKOMMYHUKALMOHHOWM cetn NHTepHeT:
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC50000336
2.pdf

2. HacroAwee anﬂO)KeHMe pacnpocTpaHAEeTCA Ha BCE UCXOAHblIE MaTepuaabl PaACTUTENBHOIO
NPOUCXOXKAEHNA, B TOM HYNC/1€ HA /IEKAPCTBEHHOE PAaCTUTENIbHOE Cbipbe.

3. OcobeHHOCTH NMPUMEHEHNA pPa3/ZINYHbLIX NpaBusl,, B TOM 4YUCNE HACTOALWMNX I'Ipanm, K
npon3BoacCTBY NEKAPCTBEHHbBIX PACTUTEJ/IbHbIX NPenapaToB NpuBegeHbI B Ta61w|u,e N 1.

Tabnanua N 1. OcobeHHOCTM NpumeHeHMA [paBuMA K NPOU3BOACTBY JIEKAPCTBEHHbIX PACTUTE/NbHbIX
npenapartos <*>

<*> B paHHOW Tabsvue npeacTaBneHa paclWMpeHHasa nogpobHas WMHbopMauusas B OTHOLWEHMU
pasgena no NeKapCTBEHHbIM pacTUTENbHbIM NpenapaTam Tabamupbl N 1 B rnase |V HacToAwmx MNpasua.



Buabl pabot

Mpasuna
Hagnexallero
BbIpPALMBaHNA U
cbopa (GACP)

lnhasa IV
HacToALMX
Mpasun

Mnasa lll
HacToALMX
Mpasun

KynbTuBMpoBaHue n cbop pacteHui, Bogopocne,
rpmboB 1M AMWanHMKoB, cbop aKccyaaToB
(sblaeneHun)

Pe3Ka 1 cyllKa pacTeHuin, Bogopocneit, rpnbos,
NINLLANHUKOB M 3KCCYyAaToB (BblaeneHnin) <*>

OTXMM PacTeHWUI 1 neperoHKa <**>

N3menbyeHne, 06paboTKa aKCCyAaTOB, IKCTPAKLMA
U3 pacTeHuit, GPaKkLUMOHUPOBAHME, OUYUCTKA,
KOHLeHTpUpoBaHne unn depmeHTaumn
pacTUTeNbHbIX cybCcTaHLMi

HdanoHenwan obpaboTka Ana nonyyeHus
NleKapcTBeHHOM GOpPMbI, BK/OUYAA YNAKOBKY
JIeKapCcTBEHHOro npenapara




MpumeyvaHua:

<*> [pou3BogUTENN OO/KHbI [APAaHTUPOBATb, YTO JaHHble CTaauMW OCYLLECTBAAIOTCA B
COOTBETCTBMM C YCTaHOBAEHHbIMU TpeboBaHMAMMU. [NA HaYaNbHbIX CTaAuN NPUMEHUMbI CTaHAAPTHI
PykoBoacTBa MO MpaBuaam HagnexKallero BblpawmBaHmMa M cbopa MCXOAHOTO Cbipbs PacTUTENBHOIO
npoucxoxaeHma (GACP). Hactoauwume MNpaBuna NpUMeEHAIOTCA K NPOM3BOACTBEHHbIM CTaMAM PE3KU U
CYLLUKWN.

<**> B OTHOLLUEHUM CTaU OTKMMA PaACTEHUN U MNeperoHKn (ecnm HeobxoauMo, 4TObbI 3TU
paboTbl COCTaBNANM HEOTLEMJIEMYKD YacTb OMepaumii 3aroTOBKM C LEAblD COXPaHEHMA Ka4vecTsa
NPOAYKLMM B pPaMKax YTBEPXKAEHHbIX cneunduKauuin) cumtaetcs npuemMiemMbiM WX MNpoBeAeHVE B
YCNOBUAX 3aroTOBKU, eC/In KyNbTUBUPOBaHWE ocyluecTBaseTca B cooTBeTcTBun ¢ GACP. Takune ycnosus
cnefyeT paccMmaTpmBaTb KaK UCKAKOYEeHME M 06OCHOBbLIBATb B AOKYMEHTaX PErncTpaLMOHHOro Aochbe.
[na Takmx paboT, ocywecTBASEMbIX B YCIOBUAX 3arOTOBKM, HEO6X04MMO 06ecneynTb COOTBETCTBYHOLLLYIO
OOKYMEHTaLMIO, KOHTPOJIb U BanMAaUUIO COrIacHO NpUHLUMNam Hactoawmx MNpasuan.

II. TOMELLEHWA N OBOPYJOBAHUE
30Hbl XpaHeHna

4. (1) /lekapcTBEHHOE PACTUTE/bHOE Cbipbe HEOBXOAMMO XPaHMTb B OTAE/bHbIX 30HaX. ITW 30HbI
AONMKHbI 6bITb 3alMLULEHbI OT NPOHUKHOBEHUA B HUX HACEKOMbIX U XMBOTHbIX, OCOBEHHO rpbi3yHOB.
[onxHbl 6bITb NPUHATLI 3ddEKTUBHbIE Mepbl MO NPeAOTBPALLEHNIO PACNPOCTPAHEHUA N06bIX TaKMX
MMBOTHbIX WM MMWKPOOPraHM3MOB, MPUBHOCUMbIX C JEKAPCTBEHHbIM PaCTUTENbHbIM CbipbeM, ANA
npeaoTBpalleHns ¢epmMeHTauMM WAM PoCTa MJIECEHU, a TaKKe MNEepeKkpPecTHOM KOHTamMWHaLMK.
HeobXxoAMMO MCMONb30BaTb BblAe/NEHHblIE 30Hbl AN KapaHTMHA MNOCTYMaloWero J/IeKapcTBEHHOro
PacTUTENIbHOTO CbiPbA N IEKAPCTBEHHOMO PACTUTEILHOTO CbiPbs, Pa3pPeLleHHOoro 41a UCNo/b30BaHuA.

5. (2) 3oHa xpaHeHMA A0/KHA XOPOLO BEHTMAMPOBATLCA. [opAAOK pasmelleHUA YNaKoBOK He
AONKEH NpenATcTBOBaTb CBOBOAHOM LMPKYAALMN BO3AYXa.

6. (3) Ocoboe BHMMaHWe HEOHXOAMMO YyAEeNATb YMCTOTE W Hag/exalemy obCayKMBAHUIO 30H
XpaHeHus, ocobeHHO Tam, rae obpasyeTca Mbib.

7. (4) Echn pna XxpaHeHWa UCXOAHbIX MaTepuasoB M IeKapCTBEHHbIX PacTUTENbHbIX NPEenapaTos
TpebyroTca ocobble YyC/I0BUA B OTHOLEHMM BAAXKHOCTM, TEMNEPATYPbl U 3aLLMTLI OT CBETA, TaKMe YC10BuUA
Heobxoanmo obecneynBaTb U KOHTPOIMPOBATD.

MponssoacTBEHHAA 30HA
8. (5) Npwn oTbope npob, B3BELWIMBAHUM, CMELIMBAHUM U APYFUX TEXHONOTMYECKUX OMNepaumax ¢
NIeKApPCTBEHHbBIM  PacTUTENbHBIM CbiPbEM, COMPOBOXKAAOWMXCA MblneobpasoBaHMeEM, Heobxoaumo
NPUHUMATb 0CcObble Mepbl MO NOAAEPKAHMIO YNCTOTbI, @ TaKkKe MO NPeaoTBPALLEHUIO NEPEKPECTHOTO
3arpAsHeHus (yaaneHue nbian, BblaeseHne cneunanbHbiX NOMeLLLEHWI).
Ob6opyaoBaHue
9. (6) ObopygoBaHue, GUNLTPYIOWME U UHblE MaTepuabl, UCNOb3yeMble B MPOM3BOACTBEHHOM
npouecce, AOJIKHbl OblTb COBMECTMMbI C PACTBOPUTENIEM, WCMONb3YeMbIM /1 SKCTPaKUuMW, Ana
NpeLoTBPALLEHNS KaKOro-nMbo BblAENEHUA WAM  HexKenaTeslbHoW abcopbumm  NeKapcTBEHHOro
PacTUTENBHOTO CbiPbs, KOTOPbIE MOTYT NMOBAUATL Ha NPOAYKLMIO.
. AOKYMEHTALMA

CneunduKaumMm Ha UCXoaHOe Cbipbe

10. (7) NpounsBogUTENN NIEKAPCTBEHHbIX PACTUTE/IbHLIX NPEnapaToB AO/IKHbI y6eauTbca B TOM,



YTO OHW WCMNONb3YIOT TOJIbKO TO /IEKApCTBEHHOE PacTUTENbHOE Cbipbe, KOTOpoe MNpou3BefleHO B
COOTBETCTBMMU € Hactoawmumu [Mpasunamum (c ydyetom Tabamupl N 1 Hactoswero MNpunoxeHus) wm
perncTpaunoHHbIM Aocbe. HeobXxoAMMO MMeTb UcHepnbIBaOLLYI0 AOKYMEHTaLMIO, KacatoLyoca OLEHKM
NMOCTaBLINKOB WCXOAHOTO CbipbA PACTUTE/IbHOTO MPOUCXOXKAEHUA, NpoBeAeHHOW naMbo camum
npousBoAuTeNIeM JIEKapCTBEHHOIO PacTUTENbHOro npenapaTta, AMB60 NO ero MNOopPyYeHUID WHbIMM
nuamu. PesynbTaTbl OLEHKM MOCTaBLMKOB B OTHOLUEHMU JIEKAPCTBEHHOTO PaCTUTENbHOIO CbipbA
ABNAIOTCA OCHOBOMOMAraloLWMMM ANA KayecTBa UCXOAHOrOo Cbipbs. Mponssoantens obpallaet BHUMaHUE
Ha TO, YTO MOCTaBLINKM JIEKApPCTBEHHOIO PaCTUTENbHOTO CbipbA WAM npenapata paboTaloT B
COOTBETCTBMM C PYKOBOACTBOM NO NpaBuAam Had/eXKallero BbipaliuBaHMa n cbopa MCXOAHOrO Cbipbs
pacTuTenbHoro npoucxoxaeHua (GACP).

11. (8) AnAa Toro ytobbl COOTBETCTBOBATb TPEOOBAHMAM, YCTAaHOB/EHHbIM MyHKTamu 92 - 134
HacToswwmx MpaBua, B cneundmrKaumMm Ha IEKAapCTBEHHOE PaCTUTENIbHOE CbiPbe WM /IEKAPCTBEHHbIE
pacTuTenbHble npenapaTbl HEOOXOAMMO BKAKOYATD:

Hay4yHOe Ha3BaHWe PacTeHUs B COOTBETCTBUM C BUHApHOM cucTemol (poa, BMAbl, nogsuabl u (unu)
pasHOBUAHOCTM, a TakXe aBTopa (Hanpumep, JIMHHeN), Npu HeobXOAMMOCTU TaKKe cregyet
npeacTaBuUTb UHYO MHPOPMaLMIO (Hanpumep, Ha3BaHME COpPTa, XEMOTUNMYECKYIO Pa3HOBUAHOCTD);

noapobHble AaHHble O MPOUCXOXKAEHUM pacTeHua (B 4YaCTHOCTM, CTpaHa WAM  PEervoH
npouspactaHmMa NGO KynbTUBUPOBAHWUA, BPEMSA M CNOCOO 3aroTOBKWU, BEPOATHO MCMOJIb30BaHHbLIE
necTuumMabl, BOSMOXKHOE PaAN0aKTMBHOE 3arpasHeHune);

CBeZeHMs 0 TOM, KaKkas(mne) yactb(n) pacteHuns ncnonbayerca(totcs);

nHdopmaLmio 0 cnocobe CyLIKU, eCM UCNONBL3YIOT BbICYLLEHHbIE PACTEHUS;

OnucaHWe JIeKapCTBEHHOTO PacTUTE/IbHOTO CbipbA, a TaKXe JaHHble ero Makpo- MU
MUWKPOCKOMNYECKOro UccaeaoBaHui;

AaHHble 0 HEOBXOANUMBIX UCMbITAHUAX HAa NOAJIMHHOCTb, BKAOYaA NP HEOBXOAMMOCTU UCMbITAHUA
Ha NOAJIMHHOCTb ANA MHIPEANEHTOB C M3BECTHOMN TepaneBTUYECKOW aKTUBHOCTbIO MAN MapKepoB. Ecau
JIeKapCTBEHHOE PacTUTENbHOE Cbipbe MOXHO dpanbcuduumposaTb U (MAKN) NOAMEHUTL, TO HEOBXOAUMBI
cneymdundHble auddepeHumpyome UcnbiTaHua. [ina onpeaeneHus NoANMHHOCTUM B pPacnopaXKeHuu
[0/1XKeH bblTb ayTEHTUYHbIN 06pasel, 41a CpaBHEHUS;

coflepaHue BNarn B NEKapCTBEHHOM PacTUTENbHOM Cbipbe, onpeaenaemoe B COOTBETCTBUMU C
TpeboBaHuamu MocyaapcTeeHHOM papmaKonen Poccuiickon ®egepaumm;

METOAMKM KOJIMYECTBEHHOIO oOnpeneneHnss KOMMOHEHTOB C M3BECTHOM TepaneBTUYECKOM
aKTUBHOCTbIO W/KN, ecn HeobXxoAMMO, MAapKEepPOB, a TaKKe MeToAbl, NpPUrogaHblie Ans onpeaeneHus
BO3MOXHOM KOHTaMMUHaLMWN NecTULMaamm 1 npeaesnbl NpUemMneMmocTy B COOTBETCTBUN C TpeboBaHUSAMMU
locypgapcTBeHHOW dapmakonen Poccuiickon degepauuu, WAW, NpU OTCYTCTBUKM  dapmaKonelHbIx
TpeboBaHMI, COOTBETCTBYHOLLUI BaIMAUPOBAHHbIM MeToA, ecin He 060CHOBAHO UHOE;

METOAMKM UCNbITAHNI NO onpeaenieHunto rpubkoBoi 1 (Man) MUKPOBHOM KOHTaMUHALLMK, BKAtOYas
apNaTOKCUHbI, ApYyrMe MMKOTOKCUHbI M MHBA3UIO NapasuTamu, a TakkKe AO0NyCTUMble Npeaesnbl, ecau
HeobxoaMmo;

METOAMKM UCMbITaHMI Ha HaZIMuMe TOKCUYHbIX METaN/I0B, @ TaKKe Ha BO3MOXKHbIE KOHTAMUHAHTbI
N NpUMecH, ecnm Heob6xoaMmo;

METOZIMKM UCMbITAHUIA HA HaIMYME MHOPOHbIX MaTepMasnos, ecin HeobxoaMmo;

ApyrMe BuAbl KOHTPONS B COOTBETCTBUM C TpeboBaHuaMM [ocyaapcTBeHHoM dapmaKkoneun
Poccuitckoin depepaunm.

12. J/lwobaa nposBeseHHas o06paboTKa ANA CHUXEHUA T[PUbKoBoM U (MAM) MUKpPOBHOM
KOHTaMUHauuM NnMbo Apyror MHBasUM A0NKHA 0DOPMAATLCA AOKYMEHTanAbHO. HeobxoaMmo umeTb B
pacnopsKeHun crneumduKkaumm M MeTOAMKM, KOTOpble AOJIXKHblI BKAKOYATb MNOAPOOGHble CBeAeHUA O
npouecce 06paboTKM U UCNbITAHUAX, @ TaKKe Npefe/bHble 3HaYeHNs1 0CTaTOYHON KOHTaMUHALUMK.

TexHonornyeckme MHCTPYKLmMmn

13. (9) B TexHONOTrMYECKUX WHCTPYKLUMAX AONXKHbI 6biTb OMMCaHbl pas3/nyHble onepauuu,
OCYLLLeCTB/IAEMbIE C IeKaPCTBEHHbIM PACTUTE/IbHBIM CbIPbeM, TaKMe KaK OUYMUCTKA, CYLIKa, U3menbyeHne
M npocemBaHWe, a TaK¥e [AaHHble O MNPOAOMKUTENbHOCTM M TemnepaType CYWKM U MeToaax,
NCNONb3yeMbIX A1 KOHTPO/IA pa3mepoB GpparmeHTOB KYCOUYKOB UK YacTuL.



14. (10) OonKHbl ObITb YTBEPKAEHHbBIE MHCTPYKLMM U 3aNUCKU, KOTOPbIE FapPaHTUPYIOT, YTO KarKaoe
TApHOE MECTO C /JIeKapCTBEHHbIM PACTUTENIbHbIM CbIPb€M MPOBEPEHO C LLENbl0 OOHApY)KeHMA KaKoit-
nmbo panbcuduKaumm, nogmeHbl, HAIMUYUA NOCTOPOHHMX MATEPUANOB (TaKUX KaK GpparMeHTbl meTanna
WAW CTEKNA, OCTAaTKM KUBOTHbIX UM UX IKCKPEMEHTbI, KAMHMW, NECOK) MO0 NPU3HAKOB THUEHMUA.

15. (11) TexHONOrMYecKMe MHCTPYKLUUN AO0NXKHbI coAep*kaTb MeToAbl yAa/fieHUA MOCTOPOHHUX
MaTepuanoB M COOTBETCTBYIOLWLME METOAMKM OYUCTKM M (MaM) oTbopa maTepuana pacTUTEIbHOMo
NPOUCXOXAEHUA Nepes ero XpaHeHMem B KayecTBe pa3pelleHHOro JIeKapCTBEHHOro PacTUTENbHOro
CblpbA UM Nepea HayaloM NPOn3BOACTBA.

16. (12) MHCTpYKUMM NO NpPOM3BOACTBY JIEKAPCTBEHHbIX PACTUTENIbHLIX MPEenapaToB AOJIXKHbI
BK/OYATb NOApPoObOHble CBeAeHMA O  pacTBopuTene, MPOJO/KUTENBHOCTM W TemnepaTtype
3KCTparnposaHuma, MHGOPMaLMIo 0 N0BbIX CTaAMAX KOHLEHTPUPOBAHMUA N UCNOb3YEMbIX COCOOaAX.

IV. KOHTPOJ1b KAYECTBA
OTt6op npob

17. (13) MNocKonbKy NeKapCTBEHHOE PacTUTENIbHOE Cbipbe MO CBOEM Npupoae HEOLHOPOAHO,
oTbop Npob M3 Hero AO/KEH OCYWEecTBAATb NepcoHan, obnagalowmini cneunanbHbIMU HABbIKaMMU.
Kaxayto cepuio cneayet naeHTMOMUMPOBaTb NO AOKYMEHTALMM Ha 3Ty CEPUIO.

18. (14) HeobxoaMmO COXpaHATb KOHTPOJIbHbIE 06Pa3Lbl 1EKAPCTBEHHOIO PACTUTENBHOrO ChIPbA.
Mpu npon3BoacTBE MOPOLIKOB HEOHXOAMMO COXPAHATb 06pasLbl HEM3MENbYEHHOFO IEKAPCTBEHHOTO
pPacTUTENBLHOIO CbIpPbA.

19. (15) NepcoHan, NpoBOAALLMIA KOHTPOJIb KauecTBa, A0NXKEH UMETb CrneumanbHyo NoAroTOBKY U
onbIT pPaboTbl C J/IEKAPCTBEHHbIM PACTUTENIbHLIM  CbIPbEM, MPOMENKYTOUYHbIMU MPOAYKTaMU UK
NIEKapPCTBEHHbLIMU PACTUTENbHBIMM Npenapatamum AAA NPOBefEeHUA MCNbITAaHWI Ha NOANIMHHOCTL U
HafMuMe npuMeceli, BbIABNEHUA B MOJYYEHHOM Cbipbe pocTa rpuboB, 3aparkeHua ambapHbIMU
BpeAUTENAMM, BbIABNEHUA HEOAHOPOLHOCTM ChIPbS.

20. (16) MoANMHHOCTb M KAYecTBO NIEKAPCTBEHHOIO PaCTUTE/IbHOTO CbIPbs, MPOMENKYTOUHbIX
NPOAYKTOB U NIEKAPCTBEHHbIX PACTUTE/NIbHLIX NpPenapaTtoB HeobxoAMMO onpeaenaTb B COOTBETCTBUM C
TpeboBaHuamMmK FocyaapcTBeHHOM PpapmaKkonen Poccuinckon Peagepaunm, HOPMATUBHOM AOKYMEHTaUUM
NN HOPMATUBHOIO AOKYMEHTA.

MpunoxkeHne N 8

K MNpaBunam opraHmnsaumm
Npown3BOACTBa U KOHTPOA KayecTBa
JIeKapCTBEHHbIX CpeacTs

OTBOP MPOB NCXOAHOTO CbIPbA N YITAKOBO4YHbIX MATEPMA/IOB
[. MIPUHUMN

1. OT60p Npob ABAsETCA BaXKHOM onepauunen, Npn KoTopoi oTbmnpaeTcs ToNbKO HebonbLlan YacTb
cepumn. [JocToBepHble 3aKAHOYEHMA MO OTHOLIEHWIO KO BCEM CEpUM HEe MOryT OCHOBbIBAaTbCA Ha
UCNbITAHWUAX, NPOBEAEHHbIX Ha HenpeacTaBuUTeNbHbiX MNpobax. lMpasBunbHbii oT6Op Npob ABnAeTcA
HeoTbeM/IeMOM YacTbio dapmaLeBTUUYECKOM cucTeMbl KadecTBa. [paBuna otbopa npob ycTaHOBAEHbI
nyHKkTamu 214 - 217 HactoAwwmx [lpasun. Hactoauwee [puaoxeHne COAEPHKUT [OMNONHUTENbHble
TpeboBaHMA No oT6opy NPob NCXOAHOIO CbiPbsA U YNAKOBOYHbIX MATEPUANOB.

Il. MEPCOHAN



2. (1) NepcoHan, npoBoAasAwMi OT6OP Npob, AO/AXKEH NPOUTU HavyanbHoe obydyeHue U B
nocneayowem perynspHo obyyaTbca AUCUMNAMHAM, UMEIOWUM OTHOWEHME K MpaBuibHOMY OT6opy
npo6. Takoe 0byyeHne A0MKHO BKAOYATb PACCMOTPEHME CIeAyOWUX BONPOCOB:

nopaaok otbopa npob;

YTBEPKAEHHbIE NPOU3BOAUTENEM UHCTPYKLUMM No 0TOopyY Npob;

meToAabl U 060pyaAOBaHUE, UCNOJIb3yeMble Npu oTbope Npob;

PUCK NepeKpecTHOM KOHTaMMUHaLUMUK;

Mepbl NPeaoCTOPOXKHOCTU, KOTOpble HEOb6XOoAMMO MPUHUMATb B OTHOLEHWUU HECTabUAbHbIX U
(nnn) cTepunbHbIX BELLLECTB;

BA*KHOCTb MPUHATUA BO BHUMaHMeE pe3y/1bTaToB BM3ya/iIbHOW OLEHKW BHELWHEro BMAa MaTepManos,
YMaKOBOK U 3TUKETOK;

BA)KHOCTb  [OKYMEHTaNbHOro 0opopmMaeHus NtobbiXx HenpeaBuAEHHbIX WAU  HeobblYHbIX
obcToATENbCTB.

1. NICXOAQHOE CbIPbE

3. (2) NoANVMHHOCTb BCEM CEpPUM UCXOAHOTO CbipbA, KAaK MPaBuIo, MOXeT ObiTb rapaHTUpPOBaHa
TONbKO TOrAa, Koraa oTaenbHble npobbl 6blinM OTOBpaHbl M3 BCEX E€MKOCTEM M UCMbITaHWE Ha
WOEHTUYHOCTb HbINO NPOBEAEHO ANA KaxAoh npobbl. [lonyckaeTca oToupaTe Npobbl TOALKO M3 YacTu
eMKOCTel, ecnn paspaboTaHa npolweawas Baangauuio npoueaypa, rapaHTMpylowasn, 4To HUM ofHa
€MKOCTb C UICXOAHbIM CbipbeM He Bblsia HENPABUIbHO MAPKMPOBaHa.

4. (3) Npu TaKoW BanMAaLMmM HeEOBXOAMMO YUMTbIBATL, NO KPalHEW Mepe, C/ieflyIoLLMe acMeKTbl:

AaHHble 0 NPoM3BOANTE/IE U NOCTABLUMKE (MX TUN U TEKYLLEe COCTOSHME), @ TaKKe UX MOHUMaHue
TpeboBaHUi HacToAwmx MpaBun;

Ha/Myme cuctembl obecneyeHmns KayecTsa y NPOU3BOAUTENNA UCXOLHOTO Cbipbs;

YyCN0BMA NPOU3BOACTBA, MPU KOTOPbIX UCXOAHOE CbiPbe NPOU3BOSAT U KOHTPOUPYLOT;

XapaKTep W CBOWMCTBA WMCXOAHONO CbipbA WM NEKAPCTBEHHbIX MpenapaTos, A/1a NPOM3BOACTBA
KOTOpPbIX OHO ByAeT MCNob30BaTbCA.

5. Mpu Takoi cucteme npoueaypa, NpoweaLas BaiMaaLmio M 0cBobOXKA4aowasn oT nposeaeHus
UCNbITAaHUM MNOA/IMHHOCTU WCXOAHOrO CbipbA B Ka)XAOW MOCTYMaloWen emMKOCTU, MoXKeT ObITb
npuemaema gas:

WCXOAHOTO CbipbA, MOCTYNAalOLWEro oT 0AHOrO NPOM3BOAUTENA WU C OLHON NPOM3BOLCTBEHHOM
NAOLWaAKK;

MUCXOAHOMO CblpbA, MOCTYNaloLWeEro HenocpeacTBEHHO OT MPOM3BOAUTENA MAM B EMKOCTH,
oneyaTaHHOM NpoM3BOAMTENEM, MPUYEM STOT MOCTABLUMK MMeeT Ge3ynpeyHyio penyTauuio, U ecam
NpoBOAATCA perynapHble ayauTbl cucTembl obecrnedyeHMA KayecTBa MNPOU3BOAMTENA MOKynaTesem
(nponsBoanTENEM NeKkapcTBEHHOIO NpenapaTa) uan odULManbHO aKKPeaUMTOBaHHbIM OPraHOM.

6. Takaa npoueaypa He MOXET yA0BAETBOPUTENbHO NPOUTU BANNMAALMIO U UCNOIb30BATLCA ANA:

MUCXOAHOTO Cblpbf, NOCTABAAEMOro MocpefHUKaMu, Koraa npousBoguTenb HEU3BECTEH WAWU He
noagepraerca ayauty;

WUCXOOHOIO CbipbfA, WCMOMAb3YeMOro [A/s NPOW3BOACTBA MNAPEHTEepPasbHbIX JIeKaPCTBEHHbIX
npenaparos.

7. (4) KayecTBO cepuM MCXOAHOTO Cbipbs MOXKET ObiTb OUEHEHO npu oTbope M NpoBedeHUn
UCNbITaHWA NpeaCcTaBUTEIbHOM NPOo6bI. [1aa 3ToM uenmn moryT 6biTb MCNOAb30BaHbl NPObbl, OTOOPaHHbIE
ONA UCMbITaHUA NoANMHHOCTU. KonunuyectBo npob, oToBpaHHbIX A5 MoAydyeHusa npeacTaBUTENbHOM
npobbl, OOMKHO ObiTb OnNpeaeneHo CTaTUCTUYECKM M YKasaHo B niaHe oTbopa npob. Konuuectso
OTAeNIbHbIX NP0ob, KoTopble MOryT BbITb cMeLaHbl A1 GOPMUPOBAHUA cpeaHen NPobbl, TaKKe A0NKHO
6bITb ONpPeaeseHo C y4eTOM BMAA CbipbA, CBEAEHUI O NOCTABLLMKE U OAHOPOAHOCTU cpeaHeit Npobbl.

IV. YMAKOBOYHbIE MATEPUA/bI
8. (5) B nnaHe no otbopy Npob ynaKOBOYHbIX MATEPUAsIOB AO/MKHO ObiTb YY4TEHO, MO KpalHeW

Mepe, cegyloliee: NoJlyYeHHOe KOMYeCTBO, Tpebyemoe KauyecTBO, XapaKTep maTtepuana (Hanpumep,
NnepBuYHbIE YMAKOBOYHbIE MaTepuanbl M (MNM) NeyaTHble YNAKOBOYHbIE MaTepuasbl), MeToZbl



NPOM3BOACTBA, a TaKXe cBedeHuMAa O cucTeme obecrnedyeHMsa KayecTBa NPOM3BOAMTENA YMAKOBOUHbIX
MaTepranos, OCHOBaHHble Ha pe3yabTaTax nposedeHWa ayautosB. KoandyecTBo oTbupaemblix Mnpob
AONKHO BbITb ONpPeaeNeHo CTaTUCTUYECKM M YKa3aHo B NaaHe no otbopy npob.

MpunnoxkeHne N 9

K MNpasunam opraHmnsaumm
Npown3BOACTBa U KOHTPOA KayecTBa
JIeKapCTBEHHbIX CpeacTs

NPOM3BOACTBO UAKOCTEW, KPEMOB U MA3EM
I. IPNMHLUMN

1. XKungkoctu, Kpembl U Ma3un ocobeHHo noaBep*eHbl MMKpO6HOVI N WHOM KOHTaMunHauuu.
|_|03TOMy HGO6XO,£I,VIMO NPUHUMATb CneunasibHble Mepbl NO nNpeaynpexXaeHuto noboit KOHTaMUHaLUUMN.

[I. TOMELLEHWNA N OBOPYJOBAHUE

2. (1) Ona 3awWmTbl OT KOHTAMMHAUMW NPU MPOU3BOACTBE W MNEPEMELLEHMU MNPOAYKLMM
PEKOMEHAYETCA MCMONb30BaTb 3aKPbITble cUCTEMbI. [1PON3BOACTBEHHbIE 30HbI, B KOTOPbIX HAaXOAWUTCA
OTKPbITas MPOAYKLUMA WAM OTKPbITblE YWUCTble YMAKOBKW, Kak MpaBuao, Heobxogumo 3¢deKTUBHO
BEHTMAUPOBATb OTGUNLTPOBAHHbIM BO34YXOM.

3. (2) KOHCTpYyKUMA 1 pacrnosioKeHUe peakTopoB, EMKOCTEN, TPyboNnpoBOAOB U HACOCOB A0/KHbI
npeaycmaTpuBaTb yA006CTBO MX OYMCTKM U, PN HEOOXOANMMOCTU, CaHUTAPHOM 06paboTKM. B yacTHOCTH,
B KOHCTPYKLMM 060pya0BaHMA AOKHO ObiTb CBEAEHO K MUHUMYMY HannuymMe HeAOoCTYMHbIX 30H MM
YYaCTKOB, B KOTOPbIX MOTYT CKan/iMBaTbCA OCTaTKM MPOAYKUMM, CO34aBas cpeny A/1A PasMHOMKEHUS
MWKPOOPraHM3MOB.

4. (3) Npw HaANUMKM BOSMOKHOCTM He CaeayeT MCNOAb30BaTb annapaTypy u3 ctekna. Kak npasuno,
YyacTu 060pyAoBaHUA, KOHTAaKTUPYHOLWME C MPOAYKUMEN, AOMKHbI  ObiTb  WM3rOTOBAEHblI U3
BbICOKOKAYeCTBEHHOI Hep}KaBetoLLEel CTaNN.

. MPOM3BOACTBO

5. (4) HeobxoaMMO yCTaHOBUTb M KOHTPOJIMPOBATb KAYeCcTBO MCMO/ib3yeMOWN BOAbl B OTHOLLIEHWUM
XMMMUYECKON N MUKPOBMONOrnyecko YNcToTbl. Bo nsberkaHme pMcKka pasmHOXKEHMA MUKPOOPraHM3IMOB
obcnyKMBaHWe cUCTEM NOATOTOBKU BOAbI AO/KHO ObiTb OPraHM30BaHO Haasexawmm obpasom. Mocne
Nt060OMN XMMMUYECKOMN CaHUTapHOM 06paboTKM cucTemM NOArOTOBKM BOAbl MX HEOOXOAMMO NMPOMbIBATb B
COOTBETCTBMM C Npoueaypoi, npolueallern Banuaauuio, KOTopaa rapaHTUpyeT MOJIHOe yAaneHue
AEe3NHOMLMNPYIOLIUX CPEACTB.

6. (5) KauecTBo cbipba, NoAy4aemMoro B eMKOCTAX 60bLIOoro o6bema, 0/1KHO NPOBEPATLCA A0 UX
nepemeLlLeHMa B EMKOCTU A5 XPaHEHUS.

7. (6) HeobxoaMMO KOHTPOIMPOBATL Nepeaady Ccbipba No TPybonposoaam, YTobbl rapaHTMPOBaTh
MX NOCTYMNNEHNE B HY}KHOE MecTo.

8. (7) B nomelleHUsIX, rae COAEPKUTCA OTKPbITaa NPOAYKLUMA UAN OTKPbLITbIE YNCTblE YNAaKOBKU, He
AOMNYCKaeTCA HaxoXJeHWe MaTepuanoB, OT KOTOPbIX BO3MOMHO OTAE/NeHMe BOJIOKOH WU Apyrux
KOHTaMWHAHTOB (Hanpumep, KAPTOH UK AepeBsiHHbIE NOAAOHbI).

9. (8) Bo Bpems ¢acoBkn HeobxogmMmo obecneynTb COXpPaHEHWE OAHOPOAHOCTU CMecel,
CycneHsuit 1 UHbIX HepachacoBaHHbIX NPoAYKTOB. MNpouecchl cmelwmBaHna U GaCoOBKU AOKHbI NPONTH
Banngauymio. Ocoboe BHMMaHWe HeobxogMmo yaensaTb obecneyeHnto 0 4HOPOAHOCTM CMECU B Havane,
noc/ie OCTAaHOBOK M B KOHLLE NPOLLECCa HaMOHEHUS.



10. (9) Ecnv roToBbI NPOAYKT YNAKOBbIBAETCA He Cpa3y, HEOOXOAMMO YCTaHOBUTb MAKCMMaJIbHO
O0MNyCTUMOe BpeMs A0 ero ynakoBKK, a TaKXkKe COOTBETCTBYIOLWME YC/IOBUA XPaHEHUS, KOTopble cieayeT
cTporo cobatoaaTb.

Mpunoxkenne N 10

K MNpasunam opraHmnsaumm
Npown3BOACTBa U KOHTPOA KayecTBa
JIeKapCTBEHHbIX CpeacTs

MnPON3BOACTBO
OO3NPOBAHHbIX ASPO30/IbHbIX IEKAPCTBEHHbIX MPEMAPATOB
noA4 AABMIEHUEM O1A UHTANALNNA

I. IPNMHLUMN

1. Mpon3BoACTBO a3p030/bHbIX NE€KAPCTBEHHbIX NPenapaToB Mo AaBAeHWEM C A03UPYHOLLUMU
KnanaHamu, npeaHas’HayeHHbIX A8 MHranauuin, tpebyet ocoboro BHMMaHMA M3-3a cneunduyeckoro
XapaKTepa 3TOW fiekapctBeHHoW ¢opmbl. OHO AO/KHO OCYLLECTBAATLCA B YC/AOBMAX, CBOAALLMX K
MUHUMYMY KOHTaMWHALMIO MUKPOOPraHMsmamm M dactmuamu. OueHb BaXKHO TakKe obecneuunTtb
KayecTBo AeTasnel KnanaHa, a B C/lydae cycneHsui - UX o4HOPOAHOCTb.

II. OBLLME TPEBOBAHWMA

2. (1) Kak npaBuio, UCNOb3YIOTCA ABa METOAa NPOMU3BOACTBA M HaNoNHEHUSA:

a) (a) cuctema ABYXCTaAMMHOrO HanoAHeHUA (HanonHeHWe noj AasBseHueM): papmaleBTUYecKan
cybCcTaHUMa cycneHAMpyeTca B NponessieHTe C BbICOKOW TemnepaTypol KUMneHusa, A03Y CyCneH3uu
NnoAaloT B KOHTEMHep, BCTaBAAIOT M 06XKMMaIOT K/lanaH M Yyepes LWTOK KAanaHa BBOAAT MPONENNeHT C
HU3KON TemnepaTypor KWUMeHus AN MONyYeHUs FOTOBOrO JIeKapCTBEHHOro npenapaTa, NpPU 3TOM
NnoAAep*KUBaIOT [A0CTAaTOMHO HM3KYI0 TemnepaTypy cycneHsun dapmaueBTMyeckolr cybctaHuMM B
nponensieHTe ANA CHUXEHUA NOTePb 3a CYET UCNAPEeHUs;

6) (b) npouecc oAHOKPATHOro HaMo/sHeHWUs (XONOA4HOE Hamno/siHeHMe): ¢dapMaLeBTUYECKYIO
CcybCTaHUMIO CycneHAMpPYIOT B CMECU NPOMeieHTOB U COAEePKaT CYCNeH3unio noa AaBieHnem Uam npu
HU3KON TemnepaTtype, NMbO oAHOBPEMEHHO MNo4, AaBAeHWeM U NpU HU3KOW Temnepatype, 3aTem
NPoOBOAMUTCA HaNOJAHEHWE YNaKOBKK CycneH3nen B 0AuH npuem.

Ill. TOMELLEHNA N OBOPYJOBAHUE

3. (2) Npou3BOACTBO M HaMOAHEHME MPW HANUYUMU BO3MOMKHOCTM HeobXoAMMO NPOBOAUTL B
3aKpbITbIX CUCTEMAX.

4. (3) 30Ha, B KOTOPOM NPOAYKLMA UAN YNCTblE KOMMOHEHTbI COAEPIKATCA OTKPbITbIMWU, AONKHA
CHabKaTbCA OTPUALTPOBAHHbIM BO3AYXOM M COOTBETCTBOBaTb TPebOBaHMAM K MPOU3BOACTBEHHOM
cpeae, No KpaiiHen mepe, knacca D. BxoauTb B 30HY cneayeT yepes BO3AyLHbIE LO3bI.

IV. MPON3BOACTBO N KOHTPOJIb KAYECTBA

5. (4) Oosupyowme KnanaHbl AN aspo3o/ieit ABNAOTCA 60/ee CNOXKHbIMU MO CPaBHEHUID C
60/bLUMHCTBOM YCTPOICTB, UCNOJIb3yeMbiX B papmMaL,eBTUYECKOW NMPOMbILWIEHHOCTU. ITO AOMKHO 6bITb
YUTEHO B cneumduKaumax Ha HUX, a TakKe npu otbope nNpob M ucnbitaHnax. Ocoboe 3HayeHUe UmeeT
nposeaeHue ayamTta papmaleBTUUECKOM CUCTEMbI KayecTBa Y Npou3BoAMTENS A03UPYIOLLMX KNanaHoB.

6. (5) Bce XmnaKocTM (B TOM 4MC/e XUAKUE WU CHUMKEHHble Nnoa AasneHuMem rasoobpasHbie



nponenneHTbl) A0MKHbI 6bITb NPOPUNLTPOBAHbI ANA YAANEHUA YacTuL, pasmep KoTopbix 6osbuwe 0,2
MKM. Tam, rae 3TO BO3MOXHO, PEKOMeHAyeTcA MpoBeAeHMe [AOMNOoAHMTENbHOW GuabTpauum
HenocpeacTBEHHO nepea, HanoAHeHMeM.

7. (6) KoHTeiHepbl M KnanaHbl HeOBXOAMMO OUMLLATbL COMMacHO BaNMAMPOBAHHOM Mnpoueaype,
KOTOpas COOTBETCTBYET Ha3HAYeHWI0 JIeKapCTBEHHOro npenaparta M obecneymsaeT oTcyTcTBMe Nt06OM
KOHTaMMHaUMWU, TAaKOM KaK KOHTaMMHaAUMA TEeXHOJAOrMYECKMMM BCMOMOraTelbHbIMW MaTepuanamm
(Hanpumep, CMa3oYHbIMW) MAM MUKPOBHAA KOHTaMMHauMA. [locne OUYMCTKM KnanaHbl AOJXHbI
XPaHWUTbCA B YMCTbIX 3aKPbITbIX €MKOCTAX, TaKKe AO0/MKHbI 6biTb MPUHATHI Mepbl NPEAOCTOPOXKHOCTH,
npeaoTBpaLlatoLMe KOHTaMMHALMIO BO BPEMA NOCAeAyOLWMX onepaLumii, Hanpumep, npy otéope npob.
YNakoBKWM [AOMKHbI MOCTYNaTb Ha /JIMHWIO HANOJHEHWA B YMCTOM BWAE MAM OUYMWATBCA Ha JIMHUM
HenocpeacTBEHHO Nepes, HanoNHEHMEM.

8. (7) Heobxoanmo obecneyntb OAHOPOSHOCTb CYCMEH3UW B TOYKE HaMoOJIHEHMA B XO4Ee BCEro
npouecca HanoJIHeHWA.

9. (8) Mpu Mcnonb30BaHMM MeToAa ABYXCTaANMHOrO HAaMOJHEHUS A8 SOCTUKEHWUA NPaBUIbHOMO
cocTaBa HeobxoaMMO obecneynTb TOYHYIO MacCy BBOAMMbIX Bel,ecTB Ha obeux cTtagusx. Mosatomy Bo
MHOTUX cyYanx LenecoobpaseH 100%-Hbli1 KOHTPOIb MACChl Ha KaxkAol cTaguu.

10. (9) KoHTponb nocne Hamno/HEeHUs AOJ/KEH NOATBEPAMUTb OTCYTCTBME yTeueK. MpoBepKy Ha
Ha/MuMe yTeyek cnepyeT MPOBOAMTb TaK, UYTOObl He [ONYyCTUTb MUKPOOBHOM KOHTaMWMHALMW MK
OCTaTOYHOM BAarw.

Mpunoxenne N 11

K MpaBunam opraHmsaumnm
NpOM3BOACTBA M KOHTPOA KayecTBa
NeKapCTBEHHbIX CPeacTs

KOMIbKOTEPU3NPOBAHHbBIE CUCTEMBbI
[. IPUHUMMN

1. Hactoswee MpuaoxeHue NPUMEHSETCA KO BCEM TMUMAM KOMMbHTEPU3MPOBAHHbLIX CUCTEM,
MCMNO/Ib3YEMbIX B PaMKax AeATe/IbHOCTU, peryanpyemor TpeboBaHMAMM HacToAWwmX Mpasu.

2. KomnbiloTepr3npoBaHHasa cucTema npeactaBaset coboli Habop NPOrpammMHbIX U annapaTHbIX
KOMMNOHEHTOB, KOTOPbIE COBMECTHO BbIMNOJIHAOT onpeaeneHHble GyHKLMK.

3. [lpumeHeHMe KOMMNbIOTEPU3MPOBAHHOM  CUCTEMbI  AO/KHO  ObiTb  Ba/MAMPOBAHO,
MHPOPMALMOHHO-TEXHOIOTUYECKAA MHPPACTPYKTYPa AOMKHA NPOUTU KBanndUKaumio.

4. EcM KOMMbIOTEPU3MPOBAHHAA CUCTEMA 3aMEHSieT Py4YHOe YMpaB/ieHWe, 3TO He [O0JIKHO
NPMBOAWUTL K CHUMEHMIO KayecTBa MNPOAYKUMM, TEXHOJOrMYECKOro KOHTPOAA WaM obecneyeHus
KauecTtBa. Ob6LMe PUCKM NpoLEecca He A0NXKHbI BO3pacTaTh.

Il. OBLLMNE TPEBOBAHWA
YnpasneHue puckamu (1)

5. YnpaBneHue pUCKaMM  OO0MKHO MPUMEHATLCA B TeYEHME  KM3HEHHOro  UMKAa
KOMMNbIOTEPU3MPOBAHHON cUCTEeMbl B Lenax obecnedveHua 6e30MacHOCTM MaLMEHTOB, LENOCTHOCTU
JaHHbIX M KayecTBa NPOAYKUMW. B pamKax cuCTeMbl YNPaB/AEHWA PUCKAMKM pelleHus no obbemy
BAa/MAALMOHHbIX UCMbITAHWI M NPOBELEHWNIO KOHTPOEN LENOCTHOCTM AAHHbIX AO/IKHbI OCHOBbLIBATLCA

Ha 060CHOBaHHOW U AOKYMEHTA/IbHO Od)OpMﬂeHHOVI OLUEeHKe PUCKOoB KOMFIbIOTepM3VIpOBaHH0171 CUCTembl.

MepcoHan (2)



6. Heobxoanmo noaaep>kMBaTb TeCHOe COTPYAHUYECTBO MeXKAY BCEM 3HAUYMMbIM MEPCOHANIOM,
BOB/JIeYEHHbIM B [AaHHbIA MNpoLecc, TaKMM Kak Bnajenel, npouecca, BfAagenel, CUCTEMbI,
YNONHOMOYEHHbIE INLA N TEXHUYECKMIA nepcoHan. Becb nepcoHan A0MKeH MMeTb Heobxoaumyto
KBanuduKaLuio, ypoBEHb AOCTYNa U ONpefesieHHble NONHOMOUYUA ANS BbIMNOJIHEHMUA BO3/I0XKEHHbIX Ha
Hero ob6A3aHHOCTEN.

MocTaBWuKM 1 npoBaliaepsbl ycayr (3)

7. (3.1) B cnyyae ecnuM AnAa NOCTaBKMW, YCTaHOBKM, HaCTPOMKM, 3adaHua KOHMUrypaumu,
WHTErpupoBaHua, Banuaaumnmn, TeXHUYECKoro obenyskneaHma (B TOM yncne yepes yaaneHHbld gocTyn),
MoanbUKaLNN MK NoAAEPKAHUA KOMMNbIOTEPU3NPOBAHHbIX CUCTEM, OKa3aHWSA CBA3AHHbIX C HUMU YCayr
nnn 06paboTKM AaHHbIX NPUBAEKAOTCA TPETbU ANLA (B YaCTHOCTU, NOCTaBLLMKK, NPOBainaepbl yCayr), To
Mexay npoussoguTenem W yKasaHHbIMW TPETbUMW NMLAMM  33aKN0YalOTCA AO0roBopbl. TaKMmu
OOroBOpaMn peKoMeHAyeTcA YCTaHaBAMBaTb OTBETCTBEHHOCTb TPeTbUX UL, 3a Hagnexauee
ncno/siHeHne cBomx obsisaHHoOCTEN.

8. (3.2) KoMnNeTeHTHOCTb M HaAEXHOCTb MOCTaBLLMKOB ABAAOTCA KAOUYEBbIMM YCNOBMAMMU BbibOpa
nocTaBLWMKa NPOrPamMMHOro NPoAyKTa Uan ycayr. HeobxoAnMMoCTb OLEHKWU NOCTaBLMKA AONXKHA 6biTb
OCHOBaHa Ha OLLeHKe PUCKOB.

9. (3.3) [doKymeHTaums, npunaraemas K KOMMEpPYECKM BbINyCKaeMbiM rOTOBbIM ANA
MCMONb30BaHUA MPOrpamMmMHbIM  NPOAYKTaM, [AO/BKHA 6biTb  PaccMOTPeHa YNOoNHOMOYEHHbIMM
paboTHMKaMM NPON3BOAMTENA HA MPeAMET COOTBETCTBMA TpeboBaHMAM NPON3BOAMTENS.

10. (3.4) WHdopmaumsa O cucTeme KayecTBa M OLEHKax MNOCTaBLIMKOB WAW pa3paboTynkos
nporpammHoro obecneyeHMa W YCTAHOB/AEHHbIX KOMMbIOTEPU3UPOBAHHbLIX CUCTEM AO0/KHA 6biTb
AOCTYyMNHa AN8 NpeaocTaBAeHNA MLLEaM, OCYLLLECTBAAIOLNM NPOBEPKY, Mo X TpeboBaHMIo.

lll. CTAONA MPOEKTA
Banuaauwms (4)

11. (4.1) BanupauMoOHHAA [OKYMEHTaLuMa W OTYeTbl O0/IKHbl OXBaTblBaTb COOTBETCTBYHOLIME
CTaMN KU3HEHHOTO LKA KOMMbIOTEPU3MPOBAHHOW cucTembl. [ponssoanTens AonxeH obocHoOBaTb
CBOM CTaHZapPTbl, NPOTOKO/bI, KPUTEPUM MPUEMIEMOCTH, MpPOoLLeaypbl M 3aNUCM Ha OCHOBE OLEHKM
PUCKOB.

12. (4.2) BannpaumnmoHHas gOKYMEHTaLMA AOMKHA BKAKOYATb 3aNUCKM KOHTPOA M3MEHEHUI (ecau
NPUMEHNUMO) N OTYETbI O N1tOObLIX OTKNOHEHUSAX, BbIABAIEHHbIX B XO4€ NpoLuecca Bainaaunu.

13. (4.3) HdonkeH OblTb B HaAMuMM TEKYLWMN nepedyeHb (peecTp) BCeEX WCMOAb3yeMblX
KOMMbIOTEPU3NPOBAHHBIX CUCTEM C YKa3zaHMeM UX GYHKUMOHANBbHOCTM, noanagatowen nog TpebosaHms
HacToAwwmx MNpasun.

14. Ina KPUTUYECKUX KOMMbIOTEPU3UPOBAHHbIX CUCTEM AOJHbl ObITb B HanMunMu noapobHoe
TeKyllee onucaHne OU3NYECKMX U JIOTMYECKMX B3aMMOCBS3€elM, MOTOKOB AaHHbIX U MHTepdencos c
APYTMMUM CUCTEMAMKM MAK Npoueccamn, Tpebyemble pecypcbl BCENO KOMMbIOTEPHOro 060pyA0BaHNA U
nporpammHoro obecneyeHus, 4OCTYNHble Mepbl 6e30MacHOCTHU.

15. (4.4) CneunduKkaumm TpeboBaHUI NONb30OBATENA AONKHbI ONUCLIBATL HEOOXOANMbIE GYHKLUM
KOMMbIOTEPU3MPOBAHHON CUCTEMbI Ha OCHOBE [AOKYMEHTa/ibHO O0(GOPMAEHHOM OLLEHKM PUCKOB U
B/IMSIHNA C TOYKM 3peHna cobntogeHua Hactoawmx [lpasun. TpeboBaHWA NoAb30BaTeNsA A0JKHbI
NPOCNEXMBATLCA HA NPOTAXKEHUM BCETO }KU3HEHHOTO LKA KOMMbIOTEPU3UPOBAHHOMN CUCTEMBI.

16. (4.5) [MMpowusBoanTenb [OMKEH NpeAnpuUHATL BCE Mepbl, rapaHTUMpylollne, uTo
KOMMbIOTEPU3MPOBAHHAA cMcTeMa pa3paboTaHa B COOTBETCTBMU C HagNeXallel CMCTEMOM ynpasB/ieHns
KauyecTBOM. MoCTaBLUK A0/1KEH ObITb OLEHEH COOTBETCTBYHOLWMM 06pasom.

17. (4.6) C uenbo BanMAauMM KOMMbIOTEPUIMPOBAHHbLIX CUCTEM, W3rOTOB/IEHHbLIX MO
WHAMBUAOYANbHOMY 3aKasy WAM MOAMPULMPOBAHHLIX B COOTBETCTBUM C TpebOBaHMAMMW 3aKa3uumKa,
HeobxoaMmo pas3paboTaTb AOKYMEHTUPOBAHHYIO Mpoueaypy OLEHKM KayecTBa M 3KCM/yaTauMOHHbIX
XapPaKTEPUCTUK KOMMbIOTEPU3MPOBAHHOM CUCTEMbI Ha BCEX 3Tanax ee JKU3HEHHOro UWMKna ¢



odopmneHMem COOTBETCTBYHOLLMX OTHETOB.

18. (4.7) HeobxoamMmo npeAcTaBUTb A0Ka3aTebCTBa COOTBETCTBUA METO0B M CXEM TECTUPOBaHMUA
KOMMbIOTEPU3NPOBAHHOM CUCTEMbI. B Y4acTHOCTM, AO/XKHbI BbiTb PacCMOTPEHbl Npeaesbl NapaMeTpos
cucTembl (nMpouecca), rpaHuLbl AaHHbIX U 06paboTKa owmnboK. HeobxoAMMo AOKYMEHTaNbHO 0popPMUTb
OLLeHKY COOTBETCTBUA MPUMEHEHMA ABTOMATM3MPOBAHHbLIX CPEACTB TECTUPOBAHMA U PEXMMOB UX
paboTbl.

19. (4.8) Ecnu gaHHble nepeBoaaTcs B gpyroi G¢opmaTt UaM CUCTeMY AAHHbIX, BaAMAaLMa AOKHA
BK/IIOYATb NPOBEPKY HEM3MEHHOCTU 3HAYEHMA U CMbICNA AaHHbIX B MPOLECCEe UX MUTPaLLUM.

IV. CTAONA SKCNNTYATALUNN
JaHHble (5)

20. KOMI'IbIOTepMBVIpOBaHHbIE cucrembl, ocyuwecrtsaaowme 3ﬂeKTpOHHbIﬁ obmeH AaHHbIX C
APYyrMMn - cuctemamu, OOJIKHbl BK/IKOYATb COOTBETCTBYHOUWME BCTPOEHHbIE CpeactBa KOHTPOAA
npaBuUIbHOIoO n 6esonacHoro BBOOaA U O6pa6OTKM AaHHbIX C ue/1ibio MUHUMU3aLU NN PUCKOB.

KoHTposb TouyHOCTH (6)

21. [na  KPUTMYECKMX [AOaHHbIX, BBOAMMbIX BPYYHYIO, HeobXxoguMmMo npesycMoTpeTb
AOMONHUTENbHbIA KOHTPOb TOYHOCTU BBOAA AAHHbIX. ITOT KOHTPO/Ib MOMKET OCYLLECTBAATLCA BTOPLIM
onepaTopom UAM C MOMOLLLbIO BaIMANPOBAHHbIX 3/IEKTPOHHbIX CPpeAcTB. KpUTUUYHOCTb M NOTEeHUMaNbHbIe
nocneacTsmMa oOwWWB0YHOTO WAM HEMpaBMAbHOrO BBOAA AaHHbIX B CUCTEMY AO/KHbl OXBaTblBaTbCA
CUCTEMOW yNpaBAeHMA PUCKaMMU.

XpaHeHue aaHHbIX (7)

22. (7.1) [daHHble A0MXKHbI ObiTb 3alUMLLIEHbl OT MNOBPEXAEHUI KaK (U3NMYECKMMK, TaK W
3N1EKTPOHHbIMN Mepamn. CoXpaHeHHble AaHHble AO0NXKHbI MPOBEPATLCA HAa AOCTYNHOCTb, YNTAaEMOCTb U
TOYHOCTb. [OCTYN K AaHHbIM A0MXKeH BblTb 06ecneyeH Ha NPOTAXKEHUM BCEro Nepmnoaa UX XpaHeHus.

23. (7.2) HeobxoaMMO BbINONHATL PEryasipHOe Pe3epBHOE KOMUPOBaHWE BCEX HEOOXOAMMbIX
AaHHbIX. COXPaHHOCTb M TOYHOCTb Pe3epPBHbIX KOMMUIM, a TaKKe BO3MOMKHOCTb BOCCTAHOB/IEHWNA OaHHbIX
[AOJIKHbI BbITb MPOBEPEHbI B NPOLLECCe BaNAaLMN U NEPUOANYECKM KOHTPOIMPOBATLCS.

Pacneuatku (8)

24. (8.1) HeobxoaMmO MMETb BO3MOMKHOCTb MOAYYEHUS YETKUX MNEYATHbIX KOMWIM [OaHHBbIX,
XPaHALLMXCA B 9NEKTPOHHOM BUAE.

25. (8.2) [Ona 3anucei, COMpPOBOMAAOWMX paspelleHMe Ha BbIMYyCK CEpUW, AOJKHA ObiTb
npeaycMoTpeHa BO3MOMKHOCTb MOJIyYEHMA PACneyaToK, YKasblBaloLWMX, U3MEHANUCb NN Kakne-nnbo
[AaHHble C MOMEHTa X NepBOHaYaIbHOro BBOAA.

KoHTponbHble cneapbl (9)

26. Ha OCHOBE OLEHKM PUCKOB HEOBXOAMMO YyAeNUTb BHMMaHME BCTPaMBaHUIO B CUCTEMY
BO3MOXHOCTW CO3AaHWNA 3aNuCcein BCeX CYLLECTBEHHbIX U3MEHEHWUI U yaaneHui, CBa3aHHbIX C 061acTblo
nencrtemsa  HactoAwmx [Mpasun (cuctema, cosgatoliaa "KoHTponbHbie cneapl"). TMPUUMHBE TaKUX
CBA3aHHbIX C HacToALWMMM MpaBMUIaMN USMEHEHWUIA UAU yAANEHWUI AaHHbIX A0NXHbI BbiTb 0OPOPMIEHDI
OOKYMeHTanbHO. KOHTpOANbHble cneapl AO0MKHbI  OblTb  AOCTYNHLIMW, WMMETb BO3MOMHOCTb  MX
npeobpasoBaHMA B NOHATHYIO 415 NoAb3oBaTesielt Gopmy, perynapHo NpoBepsaTbCs.

YnpaBieHne U3MeHeHUAMU N KoHdurypaumeli (10)

27. Mliobble N3MEHEHMA B KOMMbIOTEPU3NPOBAHHOM CUCTEME, BK/IOYas KOHOUIYpaLMio CUCTEMBI,



OOJ/IKHbI  MPOBOAUTLCA TONbBKO KOHTPOAMPYEMbIM CMOCOBOM B COOTBETCTBMM C YCTAHOB/IEHHOM
npoueaypoi.

Mepunoamyeckas oueHKa (11)

28. KoMnblOTEPU3MPOBAHHbIE  CUCTEMbI  AONXHbl  NEPUOANYECKM  OUeHMBaTbCcA  ANS
noATBEPXKAEHMA TOro, YTO OHM OCTaKTCA B BaAINAMPOBAHHOM COCTOSSHUM U COOTBETCTBYIOT TpeboBaHMAM
HacToawwmx MNpasun. Takne OLEHKN AOMKHbI BKAKOYATb, B CAyyae HEOBXOAMMOCTU, OLEHKY TeKyLlero
AuanasoHa ¢@YHKUMOHANAbHbIX BO3MOXHOCTEN, 3anuMcen OTKAOHeHui, cboes, npobnem, wucTopuu
06HOBNEHUM, OTYETbI 06 IKCNAYaTaALUM, HAEKHOCTU, 3aLLMLLEHHOCTU U O BaNMAALMOHHOM CTaTyce.

3awmrTa (12)

29. (12.1) Ona obecneyeHns AOCTyna K KOMMbIOTEPU3MPOBAHHOM CUCTEME TOIBKO NLAMMU,
MMEKLMMM Ha 3TO NpPaBo, HEOBXOAMMO WMCMONb30BaTb GUINYECKME U (UAM) NOFUYECKME 3N1EeMEHTDI
KOHTpons. CooTBeTCTBYHOLWME CNOCODbI NPefoTBPALLEHNA HECAHKLMOHMPOBAHHONO AOCTYNa K cUCTEME
MOTYT BK/tOYaTb B ce6s MCNOb30BaHMeE KAOUYEN, KapTOYEK JOCTYNA, NEPCOHAbHbBIX KOAOB C Napoasamm,
6MOMETPUYECKMX JAHHbIX, OrpaHUYEHMA AOCTYNa K KOMMNbOTEPHOMY 060pYy0BaHMIO U 30HaM XpaHEeHUSA
OaHHBIX.

30. (12.2) CTeneHb 3aLWmTbl 3aBUCUT OT KPUTUYHOCTU KOMMbIOTEPU3UPOBAHHOM CUCTEMBI.

31. (12.3) Co3gaHue, W3MEHeHWe W aHHyAMpPOBaHWE MNpaB [AOCTyna AO/KHO ObiTb
3aperncTpupoBaHo.

32. (12.4) fonxHa 6biTb paspaboTaHa cucTema ynpaBAeHUS AaHHbIMU M AOKYMEHTaMU Ans
MAeHTUOMKaALMM OMepaTopoB, OCYLLECTBAAIOWMX BXOZ, a TaKXe [ANA PerncTpauum WU3MeHeHus,
NnoATBEPXKAEHMA AN YAANEHUA AAHHbIX, BKAOYAA AATy U BpeMA.

YnpasneHue nHunaeHtamm (13)

33. Bce MHUMAEHTbI (HenpeaBUAEHHbIE CydYaun), BKAOYAA CUCTEMHbIE COHOM N OLIMBKM AAHHbIX,
O0/KHbI BbITb 3anuncaHbl U oLeHeHbl. HeobX0AMMO YCTaHOBUTb OCHOBHYIO NPUYMHY KpUTUYeCcKux cboes
M UCNoNb30BaTb 3Ty MHOOPMALMIO B KayecTBe OCHOBbI KOPPEKTUPYIOLWMX M Mpeaynperaatolmnx
AencTBni.

dNneKTpoHHan nognuck (14)

34. neKTPOHHbIe 3anNncKh MOTYT BbITb NOANUCAHbI B 31eKTPOHHOM BUAE. INEKTPOHHbIe noanucu
OOJ/IKHbI:

a) (a) B pamKax opraHu3aLMy UMeTb TaKoe e 3HaYeHue, KaK PyKONUCHbIe NOANUCH;

6) (b) 6bITb HEpPa3pPbIBHO CBA3AHHbLIMM C COOTBETCTBYIOLWMMM 3aMUCAMU;

B) (C) BKAtOYaTb Bpems M 4aTy, Koraa oHuM bbliv NOCTaBAEHbI.

Bbinyck cepuu (15)

35. EcanM  gna  peructpauuu npoueaypbl 0406peHMAa U BbIMyCKa CepuMM  UCMNOAb3yeTca
KOMMNbIOTEPU3MPOBAHHAA CUCTEMA, OHa AO0/IKHA MPeAoCTaBAATb AOCTYN AAA BbIMNYCKa CEPUM TONbKO
YNOAHOMOYEHHOMY AMLY, a TaKXKe [AO/KHA 4YeTKo uaeHTMduuMpoBaTb W pPerucTpuposatb
YyNOAHOMOYEHHOE AMLO, KOTopoe 0406puao M  BbINYCTUAO Cepuio. ITM  AEeNCTBMA  AOMKHbI
OCYLLECTBAATLCA C UCNO/Ib30BAHUEM 31EKTPOHHOW NOAMNUCH.

HenpepbIiBHOCTb paboThbl (16)
36. C uenblo obecneyeHna paboTOCNOCOBHOCTM  KOMMbIOTEPU3UPOBAHHBIX  CUCTEM,

conpoBoXAaroWwnmx Kputnyeckme npoueccol, HeO6XO,D,MMO NPUHATbL Mepbl NPeaoCTOPOXKHOCTN ONA
rapaHTUn HENPEPbIBHOCTU NOAAEPHKKU 3TUX NPOLUECCOB B C/1y4ae BbIXO4a CUCTEMDBI U3 CTPOA (Hanpmmep,



C MCNO/Mb30BaHMEM PYYHON WAM anbTePHATUBHOM cucTembl). Bpems, Heobxoanmoe Ans BBeAeHMA B
AeNCTBME aNbTepHATMBHbLIX CPEACTB, AO/IKHO Y4YMTbIBaTb PUCKU U COOTBETCTBOBAaTb KOHKPETHOM
KOMMNbIOTEPU3MPOBAHHOMN CUCTEME M COMPOBOXKAAEMOMY pabodyemy npoueccy. ITM Mepbl A0MKHbI 6biTh
Hagnexalmm obpasom obopmaeHbl 4OKYMEHTAIbHO U MPOBEPEHDI.

ApxusupoBsaHue (17)

37. [aHHble MOryT apXMBMPOBATbCA. ITU AaHHble AO/KHblI MPOBEPATbCA Ha AOCTYMHOCTb,
yA06CTBO UTEHMA U LLeNOCTHOCTb. ECan B KOMNbIOTEPU3MPOBAHHON cucTemMe HeobXxoAMMO MPOBecTU
CYLWLECTBEHHbIE M3MEHeHMAa (HanpuMmep, KOMMbIOTEPHOro 060pPYAOBaHMA UAW  MPOrPaMMHOrO
obecneyeHus), AonKHa bbITb 0becneyeHa u NpoBepeHa BO3MOXKHOCTb BOCCTAHOB/IEHUS AaHHbIX.

V. TEPMWHbI 1 ONPEAENEHNA

38. Ana uenel HacToAwero MpuUAOKEHNA KPOME TEPMUHOB U onpeaeneHunii, NpesyCMOTPEHHbIX
rnasoii Il HacToAwmx MpaBKa, NCMONBL3YIOTCA TaKXKe CAeAytoWmMe OCHOBHbIE NOHATUA:

Bnajeney npouecca - MU0, OTBETCTBEHHOE 3a pabounii npouecc;

Bnajenew, cUCTeMbl - JIMLO, OTBETCTBEHHOE 3a AOCTYMHOCTb M TexHMYeckoe Ob6CAy)KMBaHME
KOMMbIOTEPU3UPOBAHHOM cUCTEMbI M 6E30MACHOCTb AAHHbIX, HAXOAALLMXCA B 3TON CUCTEME;

XU3HEHHbI UMKN - BCE CTagMM CYLLECTBOBaHMA KOMMbOTEPU3UPOBAHHOW CUCTEMbI OT
dbopmMUpoBaHMA  MNepBOHAYaNbHbIX TPebOBaHMI 40 NpeKpalweHus  3SKchayaTauuu,  BK/OYas
NPOEKTUPOBAHME, oOnpegesieHne TeXHUYEeCKUX TpebOoBaHWK, NpPOrpaMmMMpPOBaHUE, TEeCTUPOBAHME,
YCTaHOBKY, paboTy U 06CNYyKNBaAHUE;

MHPOPMaALMOHHO-TEXHOMIOTMYECKAs MHOPACTPYKTypa - KOMMblOTepHOe 0b6opyaoBaHMe W
nporpammHoe obecrneyeHWe, TaKoe KaK ceTeBoe NporpammHoe obecrnieyeHne W onepalymoHHble
CUCTEMbI, KOTOPbIE NO3BOAOT NPUMEHUTb UX O/1A BbINOJAHEHUA OnpeaeNieHHbIX GYHKLUIA;

KOMMNbIOTEPU3NPOBAHHAA  CUCTEMA, W3rOTOB/JEHHAs MO  MHAMBMAYA/NbHOMY  3aKasy -
WHAMBUAYANbHO CMPOEKTUPOBAHHAA KOMMbIOTEPU3NPOBAHHAA cucTeMa Ansa obecneyeHms KOHKPETHOro
pabouero npouecca;

NpUAOXKEHUe - NporpammHoe obecneyeHne, yCTaHOB/IEHHOE Ha onpeesieHHon naatdopme uau
KOMMblOTEPHOM 060pYyA0BaHMM M NpeaoCTaBaAtoLLee cneunanbHble GYHKLMOHAIbHbIE BOSMOXKHOCTH;

cepuiHoe nporpaMmHoe obecneyeHre - KOMMEpPYECKM AOCTYMHOE MporpammHoe obecnevyeHue,
NPUroAHOCTb  KOTOPOrO A1 WUCMNO/Mb30BaHWMA  MPOAEMOHCTPMPOBaAHA HoAbWKMM  KOAMYECTBOM
nosib3oBaTesei.

MpunoxkeHne N 12

K MNpasunam opraHunsaumm
Npown3BOACTBA M KOHTPOAA KaYecTBa
NIeKapCTBEHHbIX CpeacTs

MNCMOJ1b3OBAHUE
NOHU3NPYIOLLETO U3TYYEHWNA B NPON3BOACTBE
JIEKAPCTBEHHbIX MPEMAPATOB

1. MNpousBoaMTenb NPOAYKLMMU, ONA KOTOPOM MOHM3MpYylollee 06/ydeHMe ABAAETCA COCTaBHOWM
YaCTbl0 TEXHOJ/IOTMYECKOro MPOLEcca, AO/KEH TaKKe PYKOBOACTBOBATLCA HOPMATUBHbIMW MPABOBLIMM
akTamu Poccuiickoit depepaumm, pernameHTUPYOLLMMMN UCNONb30BaHME MOHM3UPYIOWEro U3/yYeHUs
NpY NPOU3BOACTBE JIEKAPCTBEHHbIX CPEACTB.

|. BBEAEHWE



2. VoHu3upylowee M3ayYeHMEe MOMKET WMCNo/b30BaThCA B MPOM3BOACTBEHHOM Mpouecce Anan
PasNMUYHbIX Uenei, BKAOYAA CHUMeHMEe cTeneHM 6MOHarpyskM M CTepuamsaumio UCXOAHOTO CbipbS,
KOMMNOHEHTOB YNaKOBKM WAM MPOAYKLMM, a TaKKe 06paboTKM NpenapaTos KPoBMK.

3. Wcnonb3syetcs ABa BMAA MOHUSUPYIOLLETO U3NYYEeHUA: raMma-u3ydeHne OT pPagMoakTUBHOro
MCTOYHMKA W BbICOKOIHEPreTMYECKoe 3NEKTPOHHOE u3aydeHue (6eTa-u3nydeHue), MNoayYeHHoe C
MOMOLLbIO YCKOPUTENS.

4. NMpwn ramma-usny4yeHnn MoryT 6bITb UCMONb30BaHbI ABA PA3/IMYHbIX pexXnma 06paboTKu:

a) (i) NOPUMOHHBLIN pPeXMm: NPOAYKLUMA pasmellaeTca B GUKCMPOBAHHOM MONOMKEHUN BOKPYr
MCTOYHMKA M3AYYEHMSA W HE MOMKeT ObiTb 3arpykeHa WAW BbIFPYXEHA, MOKa OTKPbIT MCTOYHUK
MOHM3UPYIOLLETO U3/IyYEHUS;

6) (ii) HenpepbIBHbLIN pPeEXUM: aBTOMATM3MPOBAHHAs CUCTEMA TPAHCMOPTUPYET MPOAYKLMIO B
Kamepy Ans 067y4eHUss MUMO OTKPBLITOrO MCTOYHMKA MOHU3MPYIOWEro M3/yYeHUs, NepemeLlaeT ee ¢
COOTBETCTBYHOLLEN CKOPOCTbIO MO 334aHHOMY MApPLLPYTY, a 3aTeM BbIBOAUT U3 Kamepbl.

5. PagMaumMoHHble YCTAaHOBKM C YCKOPUTENAMM 3/1EKTPOHOB: MPOAYKLMIO MepemelLatoT yepes
HenpepbIBHbIN UAW MYNbCUPYIOWMNI NMYYOK 3EKTPOHOB BbICOKOM 3HEpPrun (6eTa-usnyyeHune), pasBepTry
KOTOPOro NPoun3BOAAT B 060MX HamnpasAeHUAX NeprneHANKYNAPHO K NepemMeLL,eHMI0 NPOoAYKLMN.

II. OTBETCTBEHHOCTb

6. (1) PagnauMoHHyt0 06pabOTKYy NEKapCTBEHHbIX MpenapaToB  MOXEeT NpoBOAUTbL
HenocpeacTBEHHO ee MPOU3BOAUTENb WAM MO [AOroBOPY C HUM OpraHv3auus, MMellwana B
pacnopaXKeHUN paamauMoHHYIO YCTaHOBKY. MpM 3TOM KaxKabli U3 HUX AONKEH MMETb COOTBETCTBYHOLLYIO
NIMLEH3UNIO Ha NPOM3BOACTBO /IeKAapPCTBEHHbIX CPEACTB.

7. (2) NMpoussoauTenb HeceT OTBETCTBEHHOCTb 33 KayecTBO MNPOAYKUMWM, B TOM YMCie 3a
pe3ynbTaTbl BO34ENCTBMA MOHWU3MPYIOLWEro M3nydeHua. OpraHvsauums, NpoBoAAWas pPaauvauMoHHYIO
06paboTKy, HeceT OTBETCTBEHHOCTb 3a TO, YTO6bl KakAas ynaKoBKa Noayunna 403y, onpeaeneHHyto
npoussoguTenem (B TOM YMC/ie caman yaaaeHHaa OT UCTOYHMKA M3/yYeHMs YNaKoBKa C NpoayKumei).

8. (3) Tpebyemas Ao03a ¢ 060CHOBAaHHbIMK NpeaesbHbIMM 3HAaYEHUAMM A0/KHA ObiTb YKa3aHa B
perncTpaumoHHOM A0Cbe Ha NEeKapCTBEHHbIV Npenapar.

. AO3UMETPUA

9. (4) Lo3nmeTpus - 3TO U3MepPEHUE NOTNOLWEHHON A03bl MOHU3UPYIOLWLETO U3/YHEHUA C MOMOLLLBIO
[031meTpoB. MoHMMaHWe NpUHUKMNOB PaboTbl U NPAaBUIbHOE UCMO/Ib30BaHME TEXHUKU MMEIOT BaXKHOe
3Ha4YeHWe ANa BanMaaummn, BBOAA YCTAHOBKM B KCMIyaTaLMIO M KOHTPOAA NpoLecca.

10. (5) KanubpoBKa Kaxgoh napTum paboumx [03MMETPOB AOXHA ObiTb MPOCAEXKMBAEMON
BN/JI0Tb 0 HALMOHANbHOIO UM MEXAYHAPOAHOrO 3TaNIoHOB. CPOK AeNCTBUA KaMBPOBKM A0KEH ObITb
yCTaHOBNEH, 060CHOBaH WM CTPOro BblAEPKAH.

11. (6) Ana onpeneneHna N3MeHeHUA NOKa3aHWI LWTATHbIX JO03MMETPOB nocse 06ay4eHus n npu
MX KannmbpoBKe [O0J/IKEeH WCMNONb30BaTbCA OAMH M TOT Ke npubop. lMpu MCNONb30BaHUM PasHbIX
NpMO0OPOB OHU A0KHbI ObITb KanMbpoBaHbl B aDCONOTHbIX eAMHULLAX NOT/IOWEHMUSA.

12. (7) B 3aBMCMMOCTM OT TMMA UCMOJIb3YEMbIX LO3MMETPOB HEOBXOAMMO YUYNTbIBaTb BO3MOMKHbIE
WCTOYHMKN MOTPELUHOCTEN, BKAOYAA BAAXKHOCTb, U3MEHEHMA TeMnepaTypbl, Nepuos BPEMEHU MeEKIY
061y4yeHnEM U U3MEPEHNEM, @ TaKXKe MOLLHOCTb NOT/IOLWEeHHOM A,03bl.

13. (8) OnauHy BoAHbI Npubopa, UCMONb3YEMOro A/ U3MEPEHUA M3MEHEHWI B MOr/IOLLEHUMU
OO03MMETPOB, U MNpPUBOP, WUCMONb3YEMbI AN W3MEPEHUs TOJIWMHbI A03MMETPOB, Heobxoanmo
PerynsipHo MpoBepAaTb NyTemM Ka/MOPOBKM 4Yepes onpesesieHHble BPeMEHHble  WHTepBasbl,
YCTaHOB/IEHHbIe Ha OCHOBAHWUW CTabUABbHOCTK, Ha3HaYeHUs n cnocoba NnpumeHeHMsa npubopa.

IV. BAIMOALKMA NPOLIECCA

14. (9) Banmaauus - 3To AeicTBMEe, AOKa3bIBalOLWEe, YTO NPOLLECC, TO eCcTb NoyyeHue NpoayKumnei
33laHHOM MNOr/NOWEHHOM A03bl, AOCTUraeT OXMAaemblX pesynbtaToB. EcAM npu MCNoONb30BaHUU



WNOHU3NPYIOWETO M3y4YeHUs B NPOWM3BOACTBE JIEKAPCTBEHHbIX CPeACTB HOPMATUBHbIMM MPaBOBbIMU
akTamu Poccuiickoli Pepepaummn yCcTaHOBAEHbl AONOJHUTENbHbIE TPeboBaHMA K BanMAaLuMu, Takue
TpeboBaHMA AONKHbI cobaoaaThbCA.

15. (10) Banunpauus AO0MKHA BKAOYaTb B cebs coOCTaB/ieHME KapTbl A03HOrO MoAadA, 4Tobbl
YCTaHOBMWTb pacnpegesieHne NorioweHHoW 403bl BHYTPM 06/1y4aemMoro KoHTelHepa ¢ npogyKumei npu
onpeaeneHHoNn cxeme pasmeLLeHna NPoayKLMM B HEM.

16. (11) TexHnyeckme TpeboBaHMA K Npoueccy 06/1ydeHnsa A0KHbI BKAOYATb B ce6A, B YaCTHOCTY,
cneaywoulee:

a) (a) noapobHbie cBeaeHUs 06 yNnakoBKe NPoAyKLUH;

6) (b) cxemy(bl) yKNagkm npoayKUMM BHYTPU KOHTEWHepa Ans obnydeHua. Ecam B obayyaemom
KOHTEMHepe Haxo4ATCA pas/nyHble BUAbI NPOAYKLMKN, 0C0ODOe BHUMAHME HEOBXOAMMO yAEeNATb TOMY,
4yTOObI NAOTHAA NPOAYKLMA NOAYYMAA NOJHYO A03Y U HE SKPaHUMPOBAsA APYrylo NPoAyKUMto. KaxKabli
€nocob YKNagKM B KOHTEMHEP pa3HbIX BUA0B NPOAYKLUW A0MXKEH OblTb ONpeaeneH B COOTBETCTBYHOLLEN
npoueaype u AoNXKEH NPONTU BannaaLmio;

B) (C) cxemy pacnonoXKeHns KOHTEeMHEePOB BOKPYT UCTOYHMKA (MOPLMOHHBIN PEeXUM) UM MapLupyT
061y4aembix 06BEKTOB BHYTPU Kamepsbl 418 06/1y4eHns (HENPEpPbIBHbINA PEXUM);

r) (d) BepxHee 1 HUKHee NpeaenbHO AONYCTUMbIE 3HAYEHWUA MOTMNOWEHHON A03bl U3yYeHUA ann
NPOAYKLMM U COOTBETCTBYIOLLME METOAbI JO3UMETPUN;

A) (e) BepxHee U HUKHee npepenibHble 3HAYEHWUA MOTNOWEHHON [03bl MU3AYYeHUs anA
061y4aemoro KoHTeHepa U COOTBETCTBYHOLLME METOAbI AO03UMETPUM ANA KOHTPOIA 3TON NOrNOLWLEHHOM
403bl;

e) (f) gpyrve napameTpbl npouecca, BKAOYAs MOLLHOCTb MOF/IOLWEHHOM A03bl, MAaKCUMMabHOE
BPEMA 3KCNO3ULMM, YNCSIO SKCMO3ULLUIA, KONNYECTBO LIUMKNOB 06/1yYeHus.

17. Ecnn obnyyeHne npoBOAAT MO AOroBOpy, TO B TaKOM [JOrOoBOpe pPeEKOMeHAZyeTcs
npeaycMoTpeTb, MO KpaiHel mepe, noanyHkTbl "r'" u "a" nyHkta 16 Hactoawero [MpunoxeHus,
onpegensaowme TexHmdeckme TpeboBaHMA K npoLeccy 0bayyeHus.

V. BBO/J, YCTAHOBKW B SKCIM/IYATALUIO
Obuwume TpeboBaHuA

18. (12) BBog B 3KchayaTauMilo - 3TO 3KCNEPUMEHTaNbHO MONYYEHHOE M AOKYMEHTA/IbHO
odopmeHHOe A0Ka3aTeNbCTBO TOro, YTO pPagvauMOHHasA YCTaHOBKA npu pabote B COOTBETCTBUM C
TEXHUYECKMMM TpeboBaHMAMK K Mpoueccy MocTosHHO byaeT paboTaTb B 3apaHee YCTaHOBJIEHHbIX
npegenax. CornacHo HactoAwemy [pUNOXKEHUIO 3apaHee YCTAHOBJ/IEHHble Mpegensl - 3TO
MaKCMMasibHOE U MWHUMaNbHOE AONYCTUMble 3HAYEHWS [03bl, NPeAHa3HaYeHHOW ANA MOr/oWeHuUA
obnyyaembiM KOHTeMHepom. M3meHeHMsa B paboTe yCTaHOBKWM, KOTOPblE MOTYT MPUBECTU K BbIXOAY
3HaYeHMIM MOr/NOWEHHON KOHTEMHEePOM A03bl 33 3TM Npeaenbl, HA MPU KaKUX YCAOBUAX HE O0J/KHbI
npoucxoamTb 6€3 Begoma onepatopa.

19. (13) BBog, B aKCnAyaTaumto AOJIXKEH BKAOYATb B ceba ceayloLline 31eMeHTbI:

a) (a) nnaHnpoBaHue;

6) (b) coctaBneHue KapTbl AO3HOrO NOAS;

B) (c) AOKyMeHTanbHoe odpopmaeHue;

r) (d) onpeneneHune TpeboBaHUI K NOBTOPHOMY BBOAY YCTAHOBKM B 3KCM/lyaTalMiO.

NCTOYHUKM ramma-n3nyyeHmn
KoHcTpyKuuA

20. (14) NornoweHHaa go3a, NoJyYeHHaa onpeaeseHHOM 4YacTblo 06/ly4aemoro KoHTeilHepa B
noboli onpeaeneHHoM ToUKe BOKPYT U3flydaTens, 3aBUCUT, B YaCTHOCTU, OT CleaytoLUnX GaKTopoB.:

a) (a) aKTMBHOCTb M reOMEeTPUA UCTOYHMKA U3NYYEHUS;

6) (b) paccTosiHME OT UCTOYHMKA 4,0 KOHTENHEP];

B) (C) NpoAOMKUTENbHOCTb 06/1yYeHUA, KOHTPOAMPYeMan TaiMepPoM UM CKOPOCTbIO ABUMEHUA



KOHBelepa;

r) (d) coctaB M NAOTHOCTb MaTepwana, BKAKOYAA APYIyH0 NPOAYKLUMIO MeXAYy WCTOYHMKOM M
onpeneneHHOM YacTblo KOHTelMHepa.

21. (15) CymmapHas noriolleHHas A03a 3aBUCUT TaKXe OT MaplupyTa, MO KOTOPOMY ABUMKYTCA
KOHTEMHepPbl MPW HENpPepbiBHOM pexume 06aydeHMA, UM OT CXeMbl 3arpyskuM Mpu MOPLUOHHOM
pexnme 0b6yveHMA, a TaKKE OT KONMYECTBA LIMKNOB 061ydYeHus.

22. (16) Mpwn ¢uKcMpoBaHHOM MaplpyTe (NpyM HenpepbiBHOM 06AyYEeHUU) UAM  NpU
dUKCMPOBaHHOM cxeme 3arpysku (Npu NOPLMOHHOM pexkmme 0bsiydeHMA), a TaKKe MpPU NOCTOSHHOM
MOLLLHOCTU MCTOYHMKA M BUAE MNPOAYKUMM OCHOBHbIM MApPameTpoM YCTAaHOBKM, KOHTPOJIMPYEMbIM
OonepaTopom, ABAAETCA CKOPOCTb KOHBEEPa UM BPeEMSA, YCTAHOBEHHOE Ha TaMepe.

CoctaBneHue KapTbl 4O3HOTo nonAa

23. (17) Npu coctaBNeHUMN KapTbl LO3HOMO NOAA KaMepa Ana o6aydeHuA JoMKHA OblTb 3aN0HEHa
KOHTEMHEepamm ¢ MyaaKamm unm obpasuammn NPoayKLUUN OAHOPOAHOM NAOTHOCTU. [lO3MMETPbI AONXKHbI
ObITb PaCrosioXKeHbl HE MeHee YeM B TpeX 3aMoJIHEHHbIX KOHTelHepaX, KoTopble MPOXoAAT yepes
n3nyyaTesb. ITU KOHTENHEPbI AOMKHbI ObITb OKPYXKEHbl aHANIOrMYHBIMW KOHTEMHEPAMU MW MYNSKAMMU
npoaykumu. Ecnv npoaykums ynoxeHa HepaBHOMEPHO, A03MMETPbl AO/XKHbI OblTb pasmelleHbl B
60/1blUEM KOIMYECTBE KOHTEWHEPOB.

24. (18) PacnonoxeHue [03MMETPOB 3aBUCUT OT pasmepoB 06sy4aemoro KoHTelHepa.
Hanpumep, ana KoHTeHepoB pasmepom 1 x 1 x 0,5 m, Ao3uMeTpbl MOryT pacnonarateCa B y3/1ax
TPEXMEPHOM peweTkM ¢ warom 20 CM C y4eTOM BHELIHel MNOBEPXHOCTUM KOHTeWHepa. Ecam
npegnonaraemble 30Hbl C MAaKCMMAIbHON M MUHUMANbHOM A,03aMWN U3BECTHbI U3 NPeablAyLLnX OMNbITOB,
TO YacTb AO03UMETPOB MOXKET BbITb N3bATA U3 30H CO CPEAHMMMU 3HAYEHUAMM 03 U NOMELLEHA B 30HbI C
3KCTpeManbHbIMU 3HAYEHNAMM [03bl € warom 10 cm.

25. (19) B pesynbtaTe 3TOW npoueaypbl AOJXKHbl OblTb oOnpegeneHbl MUHMMaNbHAA W
MaKCMMasibHas [03bl, MNOrNOLWEHHbIE NPOAYKLUMENA U MOBEPXHOCTbIO KOHTEWHepa MNpu 3aAaHHbIX
napameTpax yCTaHOBKM, MJIOTHOCTM NPOAYKLIMKN N CXEME 3arpy3KM.

26. (20) B naeanbHOM cnyyae Ans onpeaeneHuns KapTbl 4O3HOIO Noas He0bXoaAMMO UCNONb30BaTh
3TaNIOHHbIE A03MMETPbI, MOCKOJ/IbKY OHN UMEeIOT 60/bLIYO0 TOYHOCTb. TaKKe AONYCTMMO UCMOJIb30BaHUE
06bIYHbIX J,03MMETPOB, HO PEKOMEHAYETCA Pa3MeLLaTb PALOM C HUMM 3TANIOHHbIE A03UMETPbI B MECTaXx,
roe nNpeanosiaraloTcd MMHMMANbHAA U MAKCMMabHasA [03bl, U B 0ObIMHO KOHTPOAMPYEMOM MeCTe B
KaXKAOM MOAENbHOM KOHTelHepe ana obnyyeHus. NoayyeHHble 3HAaYEHWUA NOTMOLWLEHHOW A03bl 6yayT
MMETb CY4alHYO0 NOTrPELIHOCTb, KOTOPas MOXKET ObITb onpeaeneHa NyTem MHOTOKPATHbIX U3MEPEHUIA.

27. (21) N3amepeHHas 06bl4HbIM A03MMETPOM MUHMMANbHAA Habaogaeman gosa, Heobxogumas
ONA TapaHTMM TOro, 4To BCe 06/yYeHHble KOHTEMHEepbl MOAYYUIM MUHUMANbHYIO Tpebyemyto Ao3y,
OOMKHA OblTb YCTAHOB/AEHA Ha OCHOBAHWW 3HAHMA CAY4YalHOM MOrPELHOCTM U3MEPEHMUA LUTATHbIX
[,03UMEeTPOB.

28. (22) Bo Bpems onpegeneHus KapTbl AO3HOrO MOAA NapamMeTpbl YCTAHOBKU Heobxoammo
nogAepKMBaTb MOCTOAHHLIMM, KOHTPOAMPOBATb M PErucTpupoBaTb MX. ITU 3anMcm BmecTe C
pe3ynbTaTamMu LO3MMETPUN U APYTUMM NONYHEHHBIMM 3aNMCAMMN HEOBXOANMMO COXPAHATD.

PaanauMoHHbIe YCTaHOBKM C YCKOPUTENAMMU 3NEKTPOHOB
KoHcTpyKuuA

29. (23) NornouweHHasa A03a UOHU3UPYIOLLErO MU3AYYEHUS B NPOAYKUUWU 3aBUCUT OT CAeAyoLmMX
OCHOBHbIX GaKTOPOB:

a) (a) xapaKTepUCTUKM MyyKa, @ UMEHHO: SHEPrMA 3/1eKTPOHOB, CPEeAHUI NOTOK MNy4Ka, LWMPUHA
pa3BepTKMU U PaBHOMEPHOCTb NMyYKa Mo LMPUHE Pa3BEPTKY;

6) (b) ckopocTb KOHBElEP];

B) (C) cocTaB 1 NIOTHOCTb NPOAYKLUY;

r) (d) coctaB, NNOTHOCTb M TONWMHA MaTepuana, HaxoAALLEroca MeMAY BbIXOAHbIM OKHOM U
ob1iy4yaemoit YacTblo NPoAyKLMK;



A) (e) paccTosiHMe OT BbIXOAHOIO OKHa /10 KOHTelHepa.
30. (24) OcHOBHbIMKW NapamMeTpPaMm, KOHTPOMPYEMbIMN ONEPaTOPOM, ABAAIOTCA XapPaKTEPUCTUKM
My4Ka U CKOpPOCTb KoHBelepa.

CocTtaBneHue KapTbl 403HOrO Noaa

31. (25) Mpu cocTaBNeHUU KapTbl AO3HOrO MOAA LO3MMETPbl HEOHXOAMMO pacrnosaraTb MexKAy
CNOAAMM TOMOTEHHOTFO MOrNOTUTENA, MOLENMPYIOLLErO PeasibHylo NPOAYKUMIO, UAN MeXay CAoAMM
06pa3uoB NpPoayKLUM OAHOPOAHOM NAOTHOCTHM TaK, YToObl He meHee 10 nsmepeHuit 6bian NpoBeaeHbI B
npeaenax MaKCMManbHOro npobera 3n1eKTPoHOB. Heobxoammo TakKe cobnwoaate TpeboBaHUA,
M3/1I0XKEHHble B NYHKTax 24 - 27 HacToAwero MNpunoxkeHua.

32. (26) Mpu onpeaeneHUM KapTbl AO3HOrO NOANA MNapameTpbl PagMaLMOHHON YCTaHOBKM
Heobxo4MMO NoAfepKMBaTb MOCTOAHHBIMM, KOHTPOIMPOBATb U PETMCTPUPOBATL UX. ITWN 3aNnUCK BMeCTe
C pe3yabTaTamun AO3UMETPUM U APYTUMU NOAYHEHHBIMW 3aNUCAMU HEOBXOAMMO COXPAHATD.

nOBTOprIﬁ BBOJ4, YCTaHOBKU B 3KCN/1yaTayuto

33. (27) Npoueaypa NOBTOPHOrO BBOAA B IKCM/yaTaLMIO AOMKHA NPOBOAMTHCA 3aHOBO KaXKAbli
pas, Koraa npoucxoaaT U3MEHEHMUA NpPoLLecca UaM NapameTpoB PagMaLMOHHOM YCTaHOBKM, CNOCOBHbIe
NOBAMATL Ha pacnpeaeneHne NoraoWeHHOW A03bl B 06/1y4aeMOM KOHTelHepe (Hanpumep, Npu 3ameHe
cTepKHelt obnydyatensn). O6bem paboT MO NOBTOPHOMY BBOAY B 3KCM/yaTauUMIO 3aBUCUT OT CTENEHMU
N3MEHEeHWN, BHECEHHbIX B KOHCTPYKLMIO 06ayYaTena pagnMaumMoHHON YCTaHOBKU UM B KOHOUIYpaUuio
3arpysku. lNpu HanMuMM COMHEHUI npoueaypy MOBTOPHOrO BBOAA YCTAaHOBKM B 3KCM/IyaTauuio
Heobxo4MMO NPOBECTM 3aHOBO.

VI. MOMELLEHNA

34. (28) MNomelleHUs cnegyeT NPOEKTUPOBATb M 3IKCMAYaTUPOBATb TakMM o06pasom, 4Tobbl
0b6/ly4yeHHble KOHTelHepbl Oblv  oTAeneHbl OT HeobAyyYeHHbIX BO M3beraHWe nepeKkpecTHOM
KOHTamuHaumn. Ecanm matepmansl 06pabaTbiBalOT B 3aKPbITbIX KOHTEMHepax g/s 0b6ay4yeHus, To HeT
HeobxoAMMOCTM OTAEeNATb papMaLeBTUYECKME U HedapMaLLeBTUYECKME MaTepuanbl 4pyr OT Apyra npwu
YCNOBUM, YTO B Nocneaytolem He ByaeT pucKa UX KOHTaMUHAUMMK.

35. Jlto6as BO3MOMKHOCTb 3arpA3HEHUA NPOAYKLMU PAANOHYKANAAMMN AOMKHA ObITb UCKAIOYEHA.

VII. TEXHONOMMYECKMIA NPOLLECC

36. (29) KoHTelHepbl ¢ NnpoayKuMel Heobxoaumo 3arpyaTb B COOTBETCTBUM CO cxemoli(amm)
3arpy3Ku, yCTaHOBIEHHOM(bIMM) B NpoLecce Baanaaumu.

37. (30) Bo Bpems npouecca go3y obaydyeHus gns obsydaembix KOHTeMHepoB Heobxoanmo
KOHTPO/IMPOBATb C  MCMO/AIb30BaHMEM NpoOLWeAWmnX aTTecTauuio  OO03UMETPUUECKUX  METOAMK.
3aBMCUMMOCTb MeXay 3TOW A030M U A030M, NOr/OWEHHOM NPOAYKLUMEN BHYTPU KOHTEMHepa, AO0MKHA
6bITb YCTAHOB/IEHA NPW BaIMZALMM NPOLLECCa U BBOAE PagMaLMOHHON YCTaHOBKM B 3KCMIyaTaLUMio.

38. (31) Ons Toro utobbl pas3nnuyatbh 06/lyYeHHbIE U HEObByYeHHble KOHTelHepbl, Heobxoanumo
MCNONb30BaTb MHAMKATOPbl MOHM3UpYlOWero msnyyeHusa. OLHAKO TaKMe WMHAMKATOPbLI He A0JIXKHbI
MCMNO/b30BaTbCA B KayecTBe e4MHCTBEHHOIO CPEeACTBa Pa3/IMYEHMA AN KaK eQUHCTBEHHbIV NoKasaTenb
YO0BNETBOPUTE/IbHbIX Pe3yNbTaToB 06paboTKMU.

39. (32) OpHoBpemeHHyo 06pabOTKy pasHbIX BMAOB MPOAYKUMM B OAHOW 3arpyske B
pafAMauMoOHHOM Kamepe HeobXxoaMMOo MPOBOAUTbL TOJIbKO TOr4a, Koraa no pesynbTaTam SKchayaTauum
YCTaHOBKM WM NO APYrMM OaHHbIM YCTAaHOB/MIEHO, YTO MOF/IOWEHHAn 4033 B KaXXAOM OTAE/IbHOM
KOHTEeMHepe HaxoAMUTCA B YCTAHOB/IEHHbIX Npeaenax.

40. (33) Ecaun Tpebyemasn no3a usnyydeHua nonyvaetca 6onee yem 3a 0aHY SKCnosuumio unmn bonee
YeM 33 OAMH NPOXOL Yepe3 PaaUaLMOHHYI0 KaMepy, 3TO AO/KHO ObiTb COrNacoBaHO C HPUANYECKUM
IMLLOM, Ha WMMA KOTOPOro BbIAAHO PErUCTPaAUMOHHOE yaocTtoBepeHue. pu 3TOM yKasaHHaA [03a
JO/KHA ObITb NoO/syyeHa B TeYeHWEe nNpeaBapuUTeNIbHO YCTAaHOBAEHHOrO MPOMENKYTKA BPEMEHM.



KOpuguueckoe AMULO, Ha UMA KOTOPOro BbIAAHO PErucTPauMOHHOE YAOCTOBEPEHWE, AO0KHO ObiTb
YyBEAOMNEHO O He3anNaHWPOBaHHbIX NepepbiBax BO BPems 061y4yeHUs, eciv OHU YOMHAIOT npoLecc
06.1y4eHuns cBbile 3apaHee COrnacoBaHHOIO BPEMEHU.

41. (34) ObnyyeHHas NpoOAyKUMA Bceraa A0MKHA 6biTb oTAesneHa OT HeobayyeHHoM. Cnocobbl
OOCTUXKEHMA 3TOrO BK/OYAKOT B CcebA MCNOAb30BAHWE MHAMKATOPOB paamaumm (NyHKT 38 HacToALlero
MpunoXKeHus), a TaKKe COOTBETCTBYHOLLYIO MJAHUPOBKY MOMeLWeHUn (NyHKT 34 HacToAwero
MpunoxeHus).

Famma-usnyyatennb

42. (35) Npun HenpepbIBHOM pexume 06ay4eHUs A03MMETPbLI A0KHbI ObITb PACNONOKEHBI TAKUM
obpasom, utobbl NOA BO3AEUCTBMEM W3NYYEHUA OAHOBPEMEHHO HaAXOOUUCb He MeHee [ABYX
[,03UMeTPOB B TeYeHMe BCero npouecca.

43. (36) MpM NOPLMOHHOM pexume He MeHee ABYX L03MMETPOB AOJIKHbI MogBepraTbea
BO34,EMCTBMIO MOHU3UPYIOLLETO U3YYEeHUs B MEeCTax NoJslydeHUAa MMHUMAbHOM A03bl.

44. (37) MNpu HenpepbiBHOM pexuMme o0b6ayyeHUAa A0MKHA OblTb NpegycmoTpeHa MHAMKauusA
Tpebyemoro paboyero MnoOMOXKEHUA WUCTOYHMKA. [ONOXKEHWE WUCTOYHMKA W ABUMKEHWE KOHBeliepa
OOJ/IKHbI ObITb CBA3aHbl 610KMPOBKON. CKOPOCTb [ABUMEHWMA KOHBelepa HeobXoAuMMO MOCTOAHHO
KOHTPO/IMPOBATb U PETUCTPUPOBATD.

45. (38) Mpun NOPLUOHHOM peXRMMe 0b6ayYeHUA NepemelLeHME UCTOYHMKA U BPeMA 3KCMOo3ULUK
ONA KAXKO0M cepun NPOAYKLMN AONKHbBI KOHTPONMPOBATLCA U PErMCTPUPOBATLCA.

46. (39) Ana nonyyeHus Kenaemol A03bl HEOBXOAMMO KOPPEKTUPOBATb Bpems 0bayyeHus U
CKOpPOCTb ABWXEHWA KOHBeWepa C y4eTOM pacnaga WAW [03apAgKM UCTOYHMKA u3nydeHuA. Cpok
OEeNcTBUA NapaMeTPoB YCTaHOBKM UM CKOPOCTU KOHBEMepa Heobxoanmo GUKCMpPOoBaTb AOKYMEHTA/IbHO
n cTporo cobnoaathb.

PaanaumoHHble YCTaHOBKU C YCKOPUTENAMM INEKTPOHOB

47. (40) B KaxKAbl KOHTEHEp A0NXKEH BbITb MOMELLEH A03MMETP.

48. (41) Heobxoanmo HenpepbiBHO PErMcTpuMpoBaTb cpeaHee 3HauyeHue NOTOKa Ny4yKa, SHepruto
SNEKTPOHOB, LUMPUHY PA3BEPTKU U CKOPOCTb KOHBeMepa. ITU napameTpbl, 38 UCKAOUYEHMEM CKOPOCTU
KOHBelepa, HeobXxoaMMO KOHTPOIMPOBATb B YCTAHOBAEHHbIX Mpefenax, onpefeneHHblX BO Bpems
BBO/A B 9KCMJIyaTaLMto, MOCKO/bKY OHW NOABEPKEHbI CMOHTAHHBIM U3MEHEHUAM.

VIII. JOKYMEHTAUMNA

49. (42) KonnuyectBo NOCTYMUBLUMX KOHTEMHEPOB M KOHTEMHEepoB, npolweawunx obsiyyeHue wm
BbIBE3EHHbIX C MPOW3BOACTBEHHOM NNOWAAKM, AO0/MKHO COBMafaTb M COOTBETCTBOBATb 3HAYEHUAM,
YyKa3aHHbIM B COMPOBOANTENIbHON AOKYMeEHTauuK. Jltobble pacxoXKaeHUA AO0NKHbI PEFUCTPUPOBATLCA U
paccnenosaTbCeA.

50. (43) OnepaTop paavaLMOHHOW YCTAaHOBKM [OMKEH YyAOCTOBEPATb B MUCbMEHHOM BUAE
AMana3oH 3HAYEHWNI NOMNOLWEHHbIX 4,03, MONYYEHHbIX KaXKAbIM KOHTEMHEPOM NPWU KaXKA0M 3arpy3Ke uam
B CEpUM NPOAYKLINU.

51. (44) TexHonorMyeckme 3anmMcuM WM 3aMUCU MO KOHTPOIKO ANA KaxKAOW cepumn NpoayKuuu,
npoweauen obayvyeHme, AOMKHbBI MPOBEPATLCA M NOANMUCHIBATLCA CMELManbHO Ha3HAYEHHbIM ANULLOM U
COXpaHATbCA. MeToa M MecTo XpaHeHWs [AO0/MKHbl OblTb COrNAcoBaHbl MeXAy oOpraHu3aumen,
nposoauslien obaydeHne, U LOPUSUYECKMM NULLOM, Ha MMA KOTOPOFrO BbIgAHO PEeruMcTpalmoHHoe
Yy4,0CTOBEPEHME HA NEKAPCTBEHHbIM Npenapar.

52. (45) [okymeHTaumsa, OTHOCALLAACA K BaAndauuuv paavauyMoHHOW YCTaHOBKM, [A0J/IKHa
XPaHUTBLCA B TEYEHME OAHOIO rofa Noc/ie UCTEYEHUs CPOKA rOAHOCTU UAK, MO KpalHel mepe, B TeueHue
NATM NIeT Nocne BbiNyCKa NOCAeAHEN NpoayKuuw, npowegwel obaydyeHMe Ha 3TOM YCTaHOBKe, B
33aBMCUMOCTM OT TOTO, KaKoM Nepuoa, foblue.

IX. MMKPOBMOJIOTMYECKUI KOHTPO/Tb



53. (46) OTBETCTBEHHOCTb 33 MMKPOBMONOTMYECKUIA MOHUTOPUHFI HeceT MpPOoM3BOAMUTE b
NeKapCTBEHHbIX CPEACTB. OTOT MOHUTOPUHE MOKET BKAKOYaTb MOHUTOPUHT NPOU3BOACTBEHHOM Cpeabl U
KOHTPONb NpoAyKLMKM Nepes 0baydeHnem, KaK YCTaHOB/IEHO B PermcTpauyMoHHOM A0Cbe.

Mpunnoxkenne N 13

K MNpaBunam opraHmnsaumm
Npown3BOACTBa U KOHTPOA KayecTBa
JIeKapCTBEHHbIX CpeacTs

JIEKAPCTBEHHbIE NPEMAPATbI /19 KNTMHUYECKUX UCCNELOBAHNN
I. IPNMHLUMN

1. NNekapcTBeHHble NpenapaTbl ANA KAMHUYECKMX UCCNeLOBaHUIA AO0MXKHbI ObiTb Npon3BeaeHbl B
COOTBETCTBMM C HacToAWwMMM [MpaBuaamm U C y4ETOM MONOKEHUN COOTBETCTBYHOLLMX HOPMATUBHbIX
NpaBoBbIX aKTOB Poccuitickoit Pepepaumm B 3aBUCMMOCTM OT CTaAMM Pa3pabOTKM IeKapCTBEHHOTO
npenapata. MeTtoabl paboTbl A0/IXKHbI ObITb FTMOKMMMK, 4TOObI 0b6ecneynmBaTb BO3MOMKHOCTb BHECEHUSA
M3MEHEHU MO Mepe PacClUMPeHUs 3HAHWM O MpoLecce, U AO/MKHbI OTBEYaTb CTaauW Pa3paboTKu
JIeKapCTBEHHOrO npenapara.

2. Tpyn  KAWMHUYECKUX WCCNef0BaAHUAX MOTYT BO3HWUKHYTb AOMOJIHUTE/IbHbIE PUCKU  ANs
YYaCTBYIOLWMX B HMX MALMEHTAX MO CPABHEHMIO C PUCKAMM ANA TeX NaLMEHTOB, KOTOpble MPUHUMAIOT
3aperncTpUpPoBaHHbIE NEKAPCTBEHHbIE NPenaparThbl.

3. MpumeHeHMe HacToAwwMX MpaBua K NPOU3BOACTBY UCC/efyeMblX IEKAPCTBEHHbIX NPenapaTos
HanpaB/IeHO Ha UCK/IlOYEHME PUCKOB AJ1A NALMEHTOB, a TaKXKe Ha To, YTObbl Ha pe3y/ibTaTbl KANHUYECKUX
uccnegoBaHWM  He MNOBAMANM  HedoCTaToYHble 6e30MacHOCTb, KayecTBo WMAM  3PPEeKTUBHOCTb
NIeKapCTBEHHOrO NpenapaTa, ABNAWMeca cneacTBUEM ero HeHag eKallero NPonsBoACTBa.

4. B paBHON Mepe 3TU TpeboBaHMA NpeaHasHavyeHbl AnA obecneyeHMA NOCTOAHCTBA OT CEpPUM K
CEPUN OOHOMO W TOTO YKe UCCeAyeMOro NeKapcTBEHHOMo npenaparta, MCMoib3yemoro B 04HOM WU B
pasHbIX KAMHUYECKMX UCCNEeA0BAHMAX, @ TaKXKe ANA AOKYMEHTaNbHOro opopmaeHus u obocHoBaHUA
NU3MEeHeHUI B NpoLecce pa3paboTKM TaKOro eKapCcTBEHHOrO Npenapara.

5. Mpoun3BoACTBO MCCAeAyeMbIX JIEKAPCTBEHHbIX MpenapaToB CBA3aHO C AOMNOAHUTENbHOM
CNOXKHOCTbIO MO CPABHEHWMIO C MPOM3BOACTBOM 3aPErMCTPUPOBAHHbIX IEKAPCTBEHHbIX NPENapaToB MU3-3a
OTCYTCTBMA YCTAHOBNAEHHbIX MPOLLEeAYP, CYLLECTBYHOLLMX PA3/IMUMIA B CXEMAX KNIMHUYECKMX UCCNef0BaHUIA
W, KaK cneacteme, pasHblx TPeboBaHUI K yNakoBKaM, HEOBXOAMMOCTU PaHAOMM3ALMU U KOANPOBAHMUA
(mackupoBaHuAa, ncnosib3oBaHKe "cnenoro" metona), a TakKe M3-3a 6ONbLIOTO PUCKA MepeKpecTHOM
KOHTAaMMHAUMM W MepenyTbiBaHWA JIEKAapPCTBEHHbIX npenapaToB. Kpome Toro, paHHble 06
30 PEKTUBHOCTM U TOKCMYHOCTM JIEKAPCTBEHHOro npenapata MoryT ObiTb HENOHbIMW, BanuAaums
npouecca MoeT OblTb HEMOJIHOM WM MOTYT MCNO/Ib30BATLCA 3aPErMCTPUPOBAHHbIE NEKAPCTBEHHbIE
npenaparbl, KoTopble b6blIM NepeynakoBaHbl UM HEKOTOPbIM 0bpasom moamduuMpoBaHbl. MepcoHan
NPou3BOAMUTENNA OO/KEH MPOUTU NOATOTOBKY MO MPUMEHEHWMI0 HacTosawmx MpaBua B OTHOLIEHUM
nccnenyemblx JIEKapCTBEHHbIX npenapatos. [o/KHO 6biTb  YCTAHOB/AIEHO B3aMMOAEWCTBME CO
CNOHCOPaMM  KJMHUYECKUX UCCef0BaHUM, KOTOpble ABASAIOTCA OTBETCTBEHHbIMM 33 OpraHW3auuio
KAMHUYECKUX  UCCNeA0BaHUM, BK/AKOYAA KaAyecTBO WCCAeAyeMblX JIeKapCTBEHHbIX NpenapaTos.
Bo3pocluan CNOMHOCTb TEXHOJIOTMYECKMX MpoLeccoB TpebyeT NpUMEHeHMA BbICOKOIPPEKTUBHOM
bapmaLeBTMUECKON CUCTEMBI KaYecTBa.

6. Hactoawum [MpunoxeHnem TaKKe YCTaHOBMEHbl TPeboBaHWA K OPOPMIEHMIO 3aKa30B,
OTrpy3Ke, TPAHCMNOPTMPOBKE W BO3BPATY JIEKAPCTBEHHbIX MNpPenapaToB, MpeAHa3HaYeHHbIX Ans
KAMHUYECKUX UCCNef0BaHUIA.



JlekapcTBeHHble NpenapaTbl, He ABAAIOLWLMNECA NcCnegyemMbliMu

7. MauneHTam moryT 6biTb NPeAoCTaBAeHbl NeKapCcTBEHHbIE NpenapaTbl, KOTOpble He ABAAIOTCA
nuccnegyembimn npenapatamu, nnauebo MAM  npenapataMmyM  CpaBHEHWMA. TaKue NeKapcTBeHHble
npenapaTtbl MOMyT NPUMEHATLCA B Ka4ecTBe COMYTCTBYHOLWEN Tepanum AN ANA OKa3aHMA MeAMUMHCKOM
MOMOLUM C LEeNblo NPOPUNAKTUKKN, AMATHOCTUKM MAKM fedeHuda, U (Maun) BcheacTene HeobxoAMmocTu
obecneyeHns naumMeHTam MeguUMHCKOro yxoda. Takue npenapatbl TakKe AOMyCKaeTcs MPUMEHATb B
COOTBETCTBMM C  MPOTOKO/JIOM  KAMHWYECKOr0  MCCNeAOoBaHMA C  LUEenblo  CTUMYAUPOBaHMA
du3noNorMyeckon peakuun. ITM  NeKapcTBEHHble Mpenapathl He ABAAIOTCA  UCCAeAyeMbiMU
NeKapcTBeHHbIMM npenapaTammM M MoryT 6biTb MNpeaocTaBAeHbl CMOHCOPOM WAM MUCCAenoBaTe/IeM.
CnoHCop L0/MKEH rapaHTUPOBaTh, YTO AaHHbIe 1eKAapPCTBEHHbIE NPenapaTbl COOTBETCTBYIOT 3asiB/IEHUIO O
BblJaye paspelleHns Ha NPoBeAEeHWE KIMHUYECKOro MCCAefoBaHWA U UMetoT Tpebyemoe AN Lenu
ucciefoBaHNA KayecTBo. [pU 3TOM OH AOJ/IKEH MPUHATbL BO BHUMAHWE MCTOYHWMK JIEKAapCTBEHHbIX
npenapaToBs, ABAAIOTCA /M TaKMe JIeKAPCTBEHHbIE NpenapaTbl 3aperncTPUpPoOBaHHbIMU U BbIIM M OHK
nepeynakoBaHbl. PeKOMeHAyeTcA NpuUBAEKaTb K 3TOW paboTe yno/JIHOMOYEHHOE /ML M YYUTbIBaTb €ro
MHeHWe.

ﬂMLI,eH3VIDOBaHVIe npon3soAacTsa U NOArotoBka K NPpUMeEHEHUIO

8. Kak nonHoe npou3BOACTBO, TaK W OTAe/IbHble CTaguMuM NPOM3BOACTBA MUCCAenyeMblX
JIeKApCTBEHHbIX NPEenapaToB, a TaKXe pPas/inyHble NPOLECcCbl UX pasgeneHus, YNaKoBKU WUAWU WX
nepegaya nogjexar JAMUEH3UMPoBaHMIO. JIMLEH3NA Ha NPOU3BOACTBO /IEKAPCTBEHHbIX CPeacTB He
TpebyeTca o5 NOArOTOBKM K MPUMEHEHUIO UCC/IeQyeMbIX IEKAPCTBEHHbIX MPenapaToB B MeANLMHCKUX
opraHuM3aumsx.

9. B paMKax YyKasaHHbIX MOJIOXEHWN Noj NOArOTOBKOW K MPUMEHEHMIO MOHMMAETCA MPOCTOW
NnpoLecc, TaKoM Kak:

pacTBOpeHMEe WAW AUCNEePrupoBaHMe WUCCNesyeMOoro JIEKapCTBEHHOro mnpenapaTta Aas  ero
BBEAEHMA NALMUEHTY, UK

pa3seAeHue Uan CMelnBaHne nccaeayemblx(oro) fekapcreeHHbIx(oro) npenapaTos(a) ¢ Apyrum
BELLeCTBOM (BeliecTBamu), MCnonb3yemoro(blx) Kak HOCUTENb C LieNbl0 BBEAEHWUS NeKapCTBEHHOro
npenapara.

10. CmeluMBaHMeE HECKONbKUX MHIPEANEHTOB BMECTE, BKIOYAA AENCTBYIOLLEE BELLECTBO, C LLeNblo
NoJly4eHMA UCCNeLYyEMOrO JIeKapCTBEHHOMO NpenapaTa He ABNAETCA NOAIOTOBKOM K NPUMEHEHMIO.

11. Nccnepyemblii NnekapCTBEHHbBIN NpenapaT A0KeH 6bITb B HAIMUYMKM A0 NpoLecca NOArOTOBKM K
NPUMEHEHWIO.

12. Mpouecc NOAFrOTOBKM K NPUMEHEHUIO PEKOMEHAYETCA OCYLLECTBAATb HEMOCPEACTBEHHO Nepes,
BBEAEHUEM.

13. Takol npouecc fonKeH ObiTb U3N0XKEH B 3aABNEHUN O BblAaye paspelleHns Ha NpoBeseHue
KAMHUYECKOTO UcCcneaoBaHma n (Man) 4ocbe UccaefyeMoro IeKapCTBEHHONO NpenapaTa U B NPOTOKONe
KIMHUYECKOTO MCCNefoBaHUA NGO B COOTBETCTBYHOLLENA WHCTPYKLUWU, UMEIOLWLENCA B MeAULMHCKOM
opraHusauuu.

II. TEPMWHbI 1 OMPEAENEHUNA

14. ins ueneit Hactoawero MNpuUaoKeHNA NCNONBb3YIOTCA CAeAYIoWMe OCHOBHbIE MOHATUA:

[0Cbe HA NEKAPCTBEHHbIN MPenapaT - KOMMJEKT AOKYMEHTOB, COAEPKALLMX BCHO MHOOPMAUUIO
(MM cCbIKM  Ha COOTBETCTBYHOLIME [OKYMEHTbI), Heobxoaumyto [A/A COCTaBAEHMA MNOAPOBHbIX
WMHCTPYKLUMI MO NPOM3BOACTBY, YNAKOBKE, KOHTPO/HO Ka4yecTBa, BblAaye paspeLleHns Ha BbIMYCK CEPUN U
OTrpy3Ke nccaeayemoro NeKapCcTBeHHOro npenapara;

3aKa3 - 3aaHMe Ha NpPOM3BOACTBO, YNaKOBKY M (M/AM) AOCTaBKY ONpenefnieHHOro KoauM4vecTsa
eauHUL, uccnesyembix(oro) nekapcteeHHbIx(oro) npenapatos(a);

umnopTtep wuccnenyemoro NeKapCTBEHHOro cpeacrsa - MU0, MMelollee Npaso Ha MMNOPT
nuccnenyemoro J/IeKapcTBeHHOro npenapata, odopmieHHOe B COOTBETCTBMM C  HOPMATUBHbLIMMU
npaBoBbIMKU aKTamu Poccuiickoin depepaLmu;



nuccneposatenb - GM3MYECcKoe SIMLLO, Hecyliee OTBETCTBEHHOCTb 3a MpoBeAeHUe KAMHWUYECKOro
nccnenoBaHUA B MeOMLMHCKOM opraHusaumun. B caydae nposefeHUs UCCef0BaHUA B MeAMLMHCKOMN
opraHM3auuun rpynnon Auu, ucciepoBatenem (MMeHyembIM TaKKe raBHbIM UCcCneaoBaTeNnem) seaseTca
pyKoBOAMTENb rPYMMbl;

nccienyemblit 1eKapCcTBEHHbIN NpenapaT - NeKapCTBEHHbIN NpenapaT uaun naauebo, nccneayemolie
WA UCNONb3YEMbIEe B KauecTBe npenapata CPaBHEHMA NPU NPOBeAEeHUN KNIMHUYECKOTOo UCCAeA0BaHuA.
K uccnegyembiM  NIEKApCTBEHHbIM  MpenapaTaM  OTHOCATCA TaKKe YXKe 3aperucTpuMpoBaHHble
JIeKapCTBEHHbIE MpenapaTbl, ecn cnocob UX NPMMEHEHUSA UAM NPOU3BOACTBA (NeKapcTBeHHaa dopma
WAW YNAKOBKa) OT/IMYAETCA OT 3aperncTpMpoBaHHOIO, a TaKKe B C/ly4ae UX UCMOJIb30BaHMA NO elle He
0A06peHHbIM  MOKas3aHWAM WAWM  ANA  NOJYyYeHUA  AONOJHUTENbHOM  UHbopmMaumm 06  yiKe
3aperncTpuMpoBaHHOM NeKapcTBEHHOW dopme;

KAMHUYECKoe uccnepoBaHue - ntoboe uccnensoBaHWe, NPOBOAMMOE C yyYaCTUEM YesloBeKa B
KayecTBe cybbeKTa Aa BbIABAEHUA UAN NOATBEPHKAEHUA KANHUYECKUX, GAPMAKONOrMYECKUX U (Mnu)
apyrux dapmakoanmHammyecknx sapdekToB nccneayemoro(bix) nekapctBeHHoro(bix) npenapaTa(os) u
(nnn) pnsa BbIABNEHWUS HeXKenaTeNbHbIX pPeakuui Ha Hero (Hux), u (Mnu) ana msydeHusa ero (umx)
BCACbIBaHWA, pacnpeaeneHnsa, meTaboansma v BbiBEAEHMA C LLeNblO OLEeHKM ero (ux) 6e3onacHocTu 1
(nnn) addekTnBHOCTH;

OTFpy3Ka - ofepauMn Mo YynaKoBKe AN OTFPY3KM WM MO TPaAHCMOPTUPOBKE 3aKa3aHHbIX
nccnenyemblx 1eKapCTBEHHbIX NPENapaTos;

npenapat CpaBHEHWA - WUCCAeAyeMbli NIeKapCTBEHHbIA Mpenapat WAM 3aperncTpUpoBaHHbIN
JIeKapCTBEHHbIN npenapaT (418 aKTMBHOIMO KOHTPOJA) anbo nnauebo, ucnonbyemble s CpaBHEHUsA
npv NPoBeAeHNN KIMHUYECKUX UCCef0BAHNN;

PaHAOMM3ALMOHHbIN KOoA - CMNUCOK, MO3BO/AIOLWMIA YCTAHOBUTb, KaKylo Tepanuio € y4eTom
pPaHAOMMU3aLMM NOMYHAET KaXKAbIM MauUeHT;

paHAOMM3aLMA - MpoUEecC pacnpeseneHus MauueHToB Mo TPynnam Je4YeHUs WM KOHTPOJA
CNly4anHbIM 06pa3om, NO3BOAOLWMIA CBECTU K MUHUMYMY CYObEKTUBHOCTb;

"cnenoit" metop ("mackmpoBKa') - meToa, Npy NPUMEHEHUU KOTOPOro oAHa uan 6osiee CTOPOH,
Y4YacTBYIOWMX B MUCCAeAOBaHMM, He WHPOPMMPOBAHbI O MPOBOAUMMOM(bIX) TepaneBTUYecKoM(ux)
Ha3HayeHun (HasHauyeHusAXx). MpocToli "cnenoit”" meton 03HavaeT HEOCBEAOMJIEHHOCTb NauueHTa(oB), a
ABonHoi "cnenoit" MmeToa - HEOCBEAOMJIEHHOCTb O NpoBoAUMOM(bIX) TepanesBTUYecKom(uXx)
Ha3HayeHMM (HasHauyeHusx) naymeHTa(oB), uccnegosatens(en), HabntogaTenelt U B HEKOTOPbIX Cay4Yasx
VL, aHANM3MPYIOLWMUX NONYYEHHbIe AaHHble. B OTHOWEHUN UcCaeAyeMOro NeKapcTBEHHOIO npenapata
"cnenoit" meTon O3HayaeT nNpeAHaMEPEHHYH MACKMPOBKY WAEHTUYHOCTM 3STOFO JIEKAPCTBEHHOTO
npenapaTta B COOTBETCTBMM C MHCTPYKLUMAMM COHCOPa. PackpbiThe Kofa (CHATUE MacKMpPOBKM) O3HAYaeT
packpbiTie  WUHOOPMaLMKM,  MO3BOAAOWENA  MAEHTUPMUMPOBATL  paHee  3aMACKUPOBAHHbIM
NIeKapCTBEHHbIN Npenapar;

CMOHCOP - HOPUAMYECKOE NIMLO, OCYLLECTBAAIOLLEE OPraHM3auMio MNPOBEAEHUA KAMHUYECKOTro
nccnenoBaHUA IEKAPCTBEHHOIO NpenapaTta Ana MeAULMHCKOro NPUMEHEHMA.

. YIPABIEHUE KAHECTBOM

15. (1) PapmaueBTMYECKan CUCTEMA KayecTBa, pa3paboTaHHaa M NpoBepeHHas NpousBoanTenem,
AONKHA COOTBETCTBOBaTb TpPeboBaHMAM HacToAWMX [1paBua, OTHOCAWMMCA K  MCCaedyembim
NeKapcTBeHHbIM Mpenapartam, A0/KHa BbiTb AOKYMeEHTaNbHO 0opopMAeHa M AOCTYMNHA CNOHCOpY.

16. (2) CneumduKauMM M TEXHONOrMYECKUE MWHCTPYKLMM Ha UcCCnedyemble NeKapCcTBEHHble
npenapaTtbl MOFYT U3MEHATLCA B Mpouecce UX paspaboTKM, HO NpU 3TOM Heobxoanmo obecneuntb mx
MO/HbINA KOHTPO/Ib U NMPOC/AEKNBAEMOCTb BCEX M3MEHEH U,

IV. MEPCOHAN

17. (3) Becb nepcoHan, AeATeNbHOCTb KOTOPOro CBfA3aHa C MCCAedyeMbiMU NeKapCTBEHHbIMU
npenapatamu, AO/IKEH NPONTU COOTBETCTBYIOLLEEe 0byYeHne, cBA3aHHOoe co cneunduKoin gaHHOro Buaa
NpPoAyKLUUN.

18. [axe B cnydanx, Korga wWTaT paboTHMKOB HEMHOTOYMCAEHHbIN, ANA NPOU3BOACTBA KaxKAoW



cepum uccaeayembiX SIEKAapPCTBEHHbIX MpenapaTtoB AO/KeH ObiTb onpefeneH OTAE/bHbIM NepcoHan,
OTBEYAOLLNI 33 NPON3BOACTBO M KOHTPO/Ib KayecTsa.

19. (4) YnonHomoyeHHOe AUUO [O/KHO obecrneynTb Ha/MyYMe COOTBETCTBYIOWMX CUCTEM,
oTBevarowmx TpeboBaHMAM HactoAwero MpunoxkeHua. Ona 3TOro ynosHOMOYEHHOE AWNLO AOJKHO
UMeTb HagNeKalllyto NoAroToBKy B 06aacTn pa3paboTKM NeKapCTBEHHbIX NpenapaToB U NpoBeaeHuA
KNMHUYECKUX UcCcnenoBaHMi. PykoBoACTBO A/1A YNONHOMOYEHHOFO /AMLA MO OLEHKE WCCNesyemblX
JleKapCTBeHHbIX NpenapaToB NpueeaeHo B NyHKTax 61 - 65 HacToAwero MNMpuaoxKeHumA.

V. MOMELWEHNA N OBOPYAOBAHUE

20. (5) Npu pabote c wccneayembiMM NeKapCTBEHHbIMW MNpenapatamu  MHpopmauma o
TOKCMYHOCTM, aKTUBHOCTU U CEHCUMBMNUIUPYIOLLMX CBOMCTBAX MOXKET 6biTb HEMOJIHOMW, B CBA3U C 3TUM
npoun3BoauTeNb AO/BKEH yaAenaTb ocoboe BHMMaHME CBeAeHUID K MUHUMYMY PUCKOB MepeKkpecTHoW
KOHTamMMHaUMKN. KOHCTpYKLMA 060pya0BaHNA U NOMELLEHNN, MeTOAbl UCNbITaHUIA U KOHTPONA, a TaKKe
npegenbl AOMNYCTUMbIX KOHLIEHTPAUMM OCTaTKOB MOC/e OYUCTKU [AOMXKHbl YUMTbIBATb XapaKkTep
YKa3aHHbIX PUCKOB. B COOTBETCTBYIOLIMX CAy4anax NPOU3BOAUTENb O0/KeH o0bpawaTtb BHMMaHUe Ha
opraHu3saumio paboTbl NPOU3BOACTBEHHBIMWU LUKNAaMKU (KamnaHuamu). Mpu Bbibope motoLLero cpeacTsa
HeobXxoAMMO YUMTbIBaTb PAaCTBOPUMMOCTb JIeKapCTBEHHOro Npenaparta ANA KAMHUYECKUX UcCaefoBaHUNA.

VI. AOKYMEHTALUNA
CneumoburKaumMm n MHCTPYKLUK

21. (6) CneumduKkaumm (Ha wCXoAHOe Cbipbe, MEPBUYHbIE YMaKOBOYHbIE MaTepuansl,
MPOMENKYTOUYHbIE  MPOAYKTbl, HepacdacoBaHHYD W  TOTOBYIO  NPOAYKUUIO),  perfiamMeHTsl,
TEXHONOTMYECKNE WHCTPYKUMU W MHCTPYKLUMM NO YMNaKOBKE [A0/XHbl BObiTb HAaCTONbKO MNOJHbIMM,
HaCKONIbKO 3TO MO3BOJIAET CYLIECTBYIOWMIA YpPOBEHb 3HaHUI O npoayKkte. Mo xoay pa3paboTku
JIeKapCTBEHHOro npenapata MX HeobxoAMMO MepuoaMyeckM oueHuMBaTb U 06HOBAATL (npwu
Heobxoaumoctn). B Ka)Kaol HOBOM BepcuM A0MHbI 6biTb yYTeHbl camble nocnegHue AaHHble,
ucnonblyemas B HacTosllee Bpemsa TexHonorna, TtpebosaHma [ocygapcTeeHHOW dapmakonem
Poccuiickolit depepaumm M HOPMATUBHBIX NPaBOBbIX aKToB Poccuitickoit depepaummn. Hoeaa Bepcus
OO/IKHA TaKMKe coAepyaTb CCbIIKY Ha npeablayluyto Bepcuio ans obecrnevyeHus Npoc/iexkmBaeMocTu
n3ameHeHuin. MponssoauTend AONXKEH YTBEpAWUTb Npoueaypy AN BHeceHMA NobbIX U3MeHeHUH,
KOTOpble MOTyT NOBANATbL Ha KayecTBO UCC/eQyeMOoro NeKapcTBEHHOro npenapaTa, B YaCTHOCTU, Ha ero
CTabUNbHOCTb U BUO3KBUBANEHTHOCTb.

22. (7) ObocHoBaHWA O BHECEHWUS U3BMEHEHUU [O0MXKHbl ObiTb AOKYMEHTa/IbHO 0QOpPMEHbI.
MpoussoguTenb [ONKEH NPOaHaAn3npPoBaTb BAUAHWE BHECEHHbIX WM3MEHEeHWI Ha KayecTBo
nccnenyemoro ieKapcTBEHHOro nNpenaparta M Ha NPoBoAUMbIE KIMHUYECKMe nccneaoBaHua. PesynbTtaThbl
TaKoro aHaM3a A0NXKHbl 6biTb 0HOPMIEHbI JOKYMEHTANbHO.

3akas

23. (8) 3aka3 pomkeH coaepkaTb TpeboBaHME Ha nNPoOM3BOACTBO M (MAM) yMNaKOBKY
onpeaeneHHOro Yncna eamHuL, NpoayKuMmn n (Maun) ee oTrpysky. 3akas nNpoM3BoAMUTENO HanpasBaseTca
CMOHCOPOM WAU NMLOM, AEWCTBYIOWMM MO ero MopydYeHuto. 3aKas Ao/XeH 6biTb opopmaeH Ha
6yMarKHOM HocuTesne M (MAM) B 3NEKTPOHHOM BuAe M 6biTb AOCTAaTOMHO YeTKMM BO M3berkaHue
pasHoOUYTeHMI. 3aKa3 A0/KeEH 6biTb YTBEPKAEH ANLOM, MMEIOLWMM COOTBETCTBYIOWME MOAHOMOUYNA, U
MMETb CCbINIKY Ha A0CbE Ha eKapPCTBEHHbIN NpenapaT U Ha NPOTOKOA KAMHUYECKUX UCCAea0BaHUN.

Jocbe Ha NeKapCTBEeHHbINM Npenapar
24. (9) focbe Ha JfieKapCTBEHHbIM MpenapaT AO/KHO HenpepbiBHO OBHOBAATLCA MO Mepe

pa3pa60TKV| NEeKapCTBEHHOIO npenaparta. |_|pl/1 3TOM NpousBoguTENlb  OOJTIKEH obecneunTb
npocnexmnBaemocCTb npeablaywnmx Bepcmﬁ AO0CbeE Ha ﬂeKapCTBeHHbIVI npenapar.



25. [Jocbe Ha NeKapCTBEHHbIN NpenapaT AOJ/IKHO BKAOYATb B cebs, B YAaCTHOCTM, creayoline
OOKYMEHTbI (MK copepKaTb CCbIIKM Ha HUX):

cneundmKaLnmM U aHANUTUYECKME METOANKM HA UCXOAHOE CbIPbe M YNaKOBOYHbIE MaTepUuanbl;

cneundmKaLnmn U aHAUTUYECKME METOAUKMU Ha NMPOMENKYTOUHYLO, HepacdacoBaHHYO U roTOBYyHO
nNpoAyKuMIO;

TEXHOIOTUYECKME UHCTPYKLUN;

METOAMKM KOHTPOIA B NpoLecce NPOn3BOACTBa;

YTBEPKAEHHYIO KOMUIO 3TUKETKMU;

NPOTOKO/Ibl KAMHUYECKUX UCCNeAO0BaHUIA WU, B COOTBETCTBYIOLWLMX CAYYAAX, PAHLOMM3AUNOHHbIE
KoZbl;

[0roBOpbl C WMCMONHUTENAMM, YKasaHHble B MyHKTax 237 - 255 Hactoswux [Mpasun (npu
HeobxoaMmocTH);

AaHHble 0 cTabunbHOCTK;

YC/IOBUA XPAHEHWA U TPAHCMOPTUPOBKMU.

26. NpuBeAeHHbIN NepeyeHb SOKYMEHTOB MOXET U3MEHATbLCA B 3aBUCUMMOCTM OT IEKAPCTBEHHOIO
npenaparta u cTagmu ero paspaboTtku. Cogeprrawianca B 40Cbe MHGOPMALMA AONIKHA CNYKUTb OCHOBOM
NpW OLEHKe TOTOBHOCTU AN MPUEMKM W BblAaYM pPaspeLlleHMA Ha BbIMYCK KOHKPETHOM cepun
YNOSIHOMOYEHHbIM JIULLOM, KOTOPOE A0/IKHO UMETb AOCTYN K Takol MHopMaLmu. Ecnm pasHble cTagum
npouecca MpPOM3BOACTBA OCYLLECTBAAIOT Ha PasHbIX Yy4yacCTKax, rae OTBETCTBEHHOCTb HeCyT pasHble
YNO/IHOMOYEHHbIE NLA, AOMNYCKAeTCA BECTU OTAeNbHble [0Cbe C OrpaHWYeHHOW WHbOopMauUen,
MMeloLLLEN OTHOLLEHME K AeATENIbHOCTU Ha COOTBETCTBYIOLLLMX YHACTKAX.

PernameHT 1 TeXHONOIrMYECKME NHCTPYKLUN

27. (10) Kaxkaas nponsBoACTBEHHAs onepauus Uan onepauuns no oTrpysKe A0NXKHa BbINONHATLCA
B COOTBETCTBMM C YETKOM WM AO0CTAaTOMHO MNOJIHOM WMHCTPYKUMEN M conpoBOXKAaTbCA 0dOpMIEHNEM
COOTBETCTBYIOWMX 3anmceit. Ecan onepaunsa He ABNAETCA NOBTOPAEMON, TO He 06A3aTeNbHO COCTaBAATb
pernameHT M TEeXHONIOFMYEeCKMEe WHCTPYKUMMK. 3anmcu umeroT ocoboe 3HayeHue Aana MNoAroTOBKU
OKOHYaTe/IbHbIX TEKCTOB AOKYMEHTOB, KOTOpble OyayT MCMo/b30BaTbCA MPU CEPUIMHOM MPOU3BOACTBE
nocne Nosy4YeHus PerucTpaLMoHHOro YA0CTOBEPEHNA HA IEKAPCTBEHHbIM npenapar.

28. (11) WHdopmaumna, copgepkalianca B [AOCbe Ha JIeKapCTBEHHbIM MpenapaT, [A0JIKHa
MCNoab30BaTbCA NpU paspaboTke NoAPOOHbIX MHCTPYKUMI MO NPOM3BOACTBY, YNAKOBKE, UCMbITaHUAM
ONA KOHTPONA KauyecTBa, YC/IOBUAM XPaHEHUA N TPAHCNOPTUPOBKM.

MHCTPYKUMM NO ynaKoBKe

29. (12) Wccnepyemble NeKapCTBEHHble NpenapaTtbl, Kak MPaBWIO, AO/KHbI YNAKOBbIBATbLCA
UHAMBUAYANbHO A/1A KaKAOro naumeHTa. KoanyecTBo eAmHWL, YNaKoBbIBAEMOM MPOAYKLMU [O/KHO
6bITb ONpeseseHo A0 HaYana onepaLnii No YNakoBKe C YY4ETOM KOAMYecTBa eauHUL, HeobX0aAMMbIX Os
NpoBeAeHWA KOHTPOJIA KayecTBa, M OTOHOpA apxmBHbIX 06PasuoOB ANA XpaHeHusa. Mocne OKoHYaHuA
YyNakoBKM M MapPKMPOBKM HeobXoAMMO COCTaBUTb MaTepuasbHblii 6anaHc, 4Tobbl rapaHTMpPOBaTb
NPaBUAbHbIN YYeT KaxKa0oro BMaa NPoAyKUUM ANA KaxKaoW cTagum Npon3BoACTea.

3anucu No NPoOU3BOACTBY, KOHTPO/IKO U YNAKOBKE CepUM NPOAYKLMM

30. (13) locbe Ha cepuio A0NKHO COAEpPHKaTb AOCTaTOYHO NOAPOGHYI0 MHOPMALMIO AR TOYHOro
NPOCAeXMBAHNA NOCNeA0BaTEeIbHOCTM Onepaunii. 3To A0Cbe AO0MKHO COAepKaTb BCE CYLECTBEHHble
3aMeyaHua, 060CHOBbIBAKOWME MUCMNO/b30BaHHbIE NPOLEAYPbl MAM BHECEHHble M3MEHEHUA, datowme
HOBYIO WHQOPMALMIO O JIeKapCTBEHHOM npenapate M MO3BO/IANOWME YCOBEPLIEHCTBOBATb
NPOM3BOACTBEHHbIE OMepaLun.

31. (14) 3anucy No NPOM3BOACTBY CEPUM MPOAYKLMMU AOMKHbI XPAaHUTLCA HE MeHee NATU feT
nocse 3aBepllieHUs MAN MPEKPALLEHUA MOCAeAHEro KJAMHUYECKOro McCaefoBaHusA, B KOTopom bbiia
MCNOo/Ib30BaHa 3Ta cepws.



VII. NTPOM3BOACTBO
YnaKkoBo4YHble MaTepuasbl

32. (15) B cneuuouKaumax M MeToAMKax KOHTPONA KayecTBa AO/XKHbl 6biTb MpeaycMOTpPEeHb!
cneumanbHble Mepbl NO NPeAoTBPALLEHUIO CAYYaiHOrO PacKOAMPOBAHWMA M3-3a Pa3/IMYM BHELUHEro
BMAA Pa3HbIX CEPMIA YNaKOBOUYHbIX MaTepManos.

TexHonornyeckme onepauunm

33. (16) Ha cragum paspaboTKM /IeKapCTBEHHOro Mpenapata HeobxoAMmMO OnpeaennTb
KpUTUYECKMe NapameTpbl U BUAbl KOHTPOA B NpoLecce NpoM3BoACTBa. BpemeHHble napameTpbl 1 BUADI
KOHTPOANA B MpoLLecce Npou3BOACTBA MOTYT ObiTb onpeaenieHbl Ha OCHOBE NPUOBPETEHHOro OnbITa, B
TOM YMCae Npeablaylnx uccnefoBaHuii no paspaboTke. OTBETCTBEHHbIA NEPCOHAN AOMKEH YyAEeNATb
0cob60e BHMMaHWe pa3paboTKe HEOBXOAMMbBIX MHCTPYKUMI U MOCTOAHHOMY MX COBEPLUEHCTBOBAHUIO C
y4yeToM onbiTa, nNpuobpeTaemoro B npouecce Npou3BOACTBA. YCTAHOB/IEHHbIE UM KOHTPOJMPYEMble
napameTpbl JOMKHbI ObITb 060CHOBAHbI B COOTBETCTBMM C MMEIOLLENCA B laHHOE BpeMAa nHpopmaLmei.

34. (17) [OonyckaeTcA He MPOBOAWUTb BaNWMAALMIO TEXHOJ/IOFMYECKMX MPOLLECCOB MPOM3BOLACTBA
uccnenyemblx NeKapCTBEHHbIX NpenapaToB B 0O6beme, nNpeaycMaTPUMBAeMOM AAsi  CEPUIMHOTO
npoussoacTea. B ntobom cnyyae nomelteHua n 06opyaoBaHue JOMKHbI BbITb KBaAnduUumposaHbl. Ana
CTEPW/IbHbIX IEKAPCTBEHHbIX NPENapaToB BaMAALMNA NPOLLECCOB CTEPUIN3ALMN A0MKHA NPOBOAUTLCA B
TOM Xe 06beme, UTO M ANA 3aPErUCTPUPOBAHHBIX SIEKAPCTBEHHbIX MpenapaTos. B cooTBeTCTBYOLLMX
cnyyasax, gna obecneveHma 6e3onacHoCTU OMOTEXHONOMMYECKUX NEKAPCTBEHHbLIX MpenapaToB AnA
KNAMHUYECKUX UCCNenoBaHUA NPOM3BOAMTENb AOMKEH NoaTBepaUTb 3PPEKTUBHOCTL MHAKTMBALUKN U
(nnun) yoaneHus BupycoB u (Mau) gpyrux npumecein Go0rMYecKoro NPOUCXOXKAEHUSA B COOTBETCTBUM C
HAY4YHbIMW MPUHLMMNAMWN U METOAAMM, N3NOKEHHBIMU B COOTBETCTBYHOLLMX PYKOBOACTBAX.

35. (18) Banupaums acenTMYeCcKMX MPOLECcCOB MpencTasaseT ocobyto TPYAHOCTb MPU MasbIX
pasmepax Cepuvin NPoAyKUMMU. B 3TUX caydasx uYMCNo efuHUL, NPOAYKLMM, HAMOAHAEMbIX Cpedamu,
MOMeT BbITb PaBHO HaubosiblueMy pasmepy cepum NpoayKuuu. Mpu HaanMuMM BO3MOXKHOCTU (B TOM
yucne ANA UMUTALMKM MpoOLLecca) NPousBoaUTEb AOJIKEH HAMONHATL cpedamu Hambosbliee 4mcno
eaVHUL, NpoayKuMM ana obecnevyeHns O6O/blueit [OCTOBEPHOCTU pe3ynbTaToB. HanonHeHue w
repmeTmsauma ABAAKOTCA NPEUMYLLECTBEHHO PYYHbIMU WMAN MOAYaBTOMATUYECKMMU OMNepaumamm,
NPeACTaBAAOWMMN PUCK ANA CTEPUIBHOCTU. B cBA3M C 3TMM HeobXoAMMO yAEenUTb MOBblWEHHOe
BHMMaHMe 0byyYeHMI0 NepcoHana U NPoBeAEHUIO BaMAALMM METOAOB aceNTUYECKOro NPoM3BOACTBA C
y4acTMeMm Kaxaoro onepartopa.

TpeboBaHuWsA K NpenapaTty cpaBHeHUA

36. (19) Ecnn npenapaT cpaBHEHMA MNOABEPraeTcs WM3MEHEHMUAM, MPOU3BOAUTENb [OJIXKEH
obecneunTb [OCTYNHOCTb AaHHbIX (Hanpumep, MO CTabWNbHOCTU, CPABHUTENbHOMY W3Y4YEHWIO
pacTBOPMMOCTM, OMOZOCTYNHOCTKU), MNOATBEPKAAIOWMX, UYTO TaKMe W3MEHEHUA He  OKaXyT
CYLLECTBEHHOIO BANAHMA Ha UCXOAHbIE MAapaMeTPbl KAYECTBA 3TOrO IEKAPCTBEHHOMO NpenapaTa.

37. (20) CpoK rogHoOCTM NpenapaTa CPaBHEHMSA, YKa3aHHbIM Ha NePBOHAYaIbHOM YNaKOBKE, MOXeT
He CcoBMagaTb CO CPOKOM TFOAHOCTM MpenapaTta, MepeynakoBaHHOrO B APYryl YMNaKOBKY, He
obecneumBalolyto 3KBMBANIEHTHLIN YPOBEHb 3aWMTbl MAM €CAN TaKaA yMnaKoBKAa HecoBMeCTMMa C
npenapaTtom. B cBA3W C 3TMM CNOHCOP WU NULLO, AENCTBYIOLLEE OT €F0 MMEHU, AO0/KHbI ONPeaennTb
npuemaemyto aTty, 40 KOTOPOM AONYyCKaeTcs UCNo/ab30BaTbh NpenapaT, yYnTbiBas nNpupoay npenapara,
XapaKTEPUCTUKM YNAKOBKM WM YCNOBUA, B KOTOPbIX OyaeT XpaHUTbCA 3TOT npenapaT. HoBbI cpok
rogHoOCTU Ao/mKeH ObiTb OOOCHOBAH M HE MOXKET MNpPeBbIWaTb CPOK FOAHOCTM, YKa3aHHbIM Ha
nepBOHaYa/ibHOM ynakoBKke. CPOK rOAHOCTM A0MKEH COMNACcOBbLIBATLCA C AIUTENBHOCTBIO KAMHUYECKOTO
nccnefoBaHuA.

Onepauumun no KoauposaHutio ('cnenoin” metos)



38. (21) EcnuM wuccnepyemble NieKapcTBEHHble NpenapaTbl KOAUPYIOT, TO AO/KHbI  ObITb
pa3paboTaHbl CUCTEMbI, obecneuynBalolLMe KOAMPOBKY M ee COXPaHeHMe, HO Mpu HeobxoaMMmOoCTM
nossoAfolMe NAEHTUPULUMPOBATL 3aKoAMpoBaHHyO ("cnenyk") npoAyKuMio, B TOM 4YucCae HoMepa
Ccepuin Mccnesyemoro JIeKapCcTBEHHOro npenaparta A0 onepauun no KoguposaHuto. MNpoussoguTens
OOJ/IKEeH NpeaycMOTPeTb BO3MOMKHOCTb ObICTPON MAEHTUPUKAUMKM MCCNeLyeMOro JIEKAaPCTBEHHOTO
npenapaTta B 3KCTPEHHbIX C/TyYasX.

Koz paHgomusauunm

39. (22) B WHCTPYKUMAX AO/MKHbI b6biTb OMMCaHbl BCe MpoLeAypbl MO CO3[aHMIO, 3aliuTe,
pacnpegeneHuto, obpaboTke M XxpaHeHMO Ab6Oro Koga paHAOMM3aALMM, MCNONb30BAaHHOrO ANA
YNAKOBAHHbIX WCCAeAYEMbIX J/IEKAPCTBEHHbIX MNPEnapaToB, a TaKXe MeToAbl PacKpbiTUA KoAa.
MponssoguTenb A0KEH BECTM COOTBETCTBYIOLLME 3aNMCH.

Onepaunmn No ynakoske

40. (23) Mpu ynaKoBKe WCCAeAYEMOro JIeKAapCTBEHHOrO MpenapaTa MOMET OKasaTbCsA
HeobXxo4MMbIM OAHOBPEMEHHOE HAXOMXKAEHME PA3NUYHBIX BUAOB MPOAYKUMM HA OOHOMN YNAaKOBOYHOM
NvHun. TlpowusBoguTenb L[O/MKEH CBeCTM K MWHUMYMY PUCK NepenyTbiBaHMA JIEKAPCTBEHHbIX
npenapaToB MNyTeM BbINOJIHEHUSA COOTBETCTBYHOLMX Mpoueayp W (MNM) NPUMEHEHMA CMNeunanbHOro
obopypoBaHMA 1 cooTBeTCTBYOLWEro obyvyeHma nepcoHana.

41. (24) Onepaumu Mo yNakoBKe U MapKUPOBKE UCCAeayeMbIX IEKAPCTBEHHbIX NPEnapaToB MoryT
6bITb 60/siee CNOXKHBIMM UM MOABEPXKEHHBIMM OLWMOKAM, KOTOopble TpPyAHee BbIABAATb, YeM Mpwu
NpPou3BOACTBE  3apPErnMCTPMPOBAHHbIX  JIEKAapCTBEHHbIX npenapatoB. OcobeHHO 3TO  KacaeTcs
nccnefyemblx IEKAPCTBEHHbIX NPENapaToB C MOXOXUM BHELHMM BUAOM NPU UCMOb30BaHUK "cnenoro”
meToza. B cBA3M ¢ aTMm TpebyetcA nNpuMHUMaTb ocobble Mepbl MO MNPeAoTBPaALLEHWMIO OWMOOK B
MapKMPOBKe, Hanpumep, 3a cyeT cBefeHMA 6anaHca 3TUKETOK, OYMUCTKM JIMHWUKM, OCYLLECTBEHMUA
KOHTPO/A B NpoL,ecce NPon3BOACTBa CNeLnanbHO 06y4eHHbIM NEPCOHANOM.

42. (25) YnakoBKa f[O/KHA TrapaHTMPOBATb COXPAHHOCTb MCCAEAYEMOTrO /IeKapCTBEHHOTO
npenapaTta B HaA/eXKalleM COCTOAHUN NPWU TPAHCNOPTUPOBKE U XPAHEHUWN B MPOMEXKYTOYHbIX MYyHKTaX
Ha3HauyeHuA. BTopMyHasa ynakoBKa A0/MKHa OblTb TakoM, 4Tobbl 66110 Cpa3y 3aMeTHO ee BCKPbITUE MU
ntoboe MHoe BMeLLaTeNbCTBO BO BPEMA TPAHCMOPTUPOBKU.

MapKuposka

43. (26) B Tabanue N 1 o6beanHeHbl TpeboBaHuMA, coaepKalumecs B NyHKTax 43 - 48 HacTosAwero
MpunoxkeHnsa. MapKUMpoBKa A0/MKHA 0becneynBaTthb 3aWUTY NaLUeHTa, BO3MOXKHOCTb MPOC/AEXNBaAHNA U
naeHTMOMKaLMM NeKapcTBEHHOro NpenapaTta U nccneaoBaHms, a TakxkKe cnocobcTBoBaTh NPaBUAbLHOMY
NPUMEHEHUI0 UCCNelyeMOoro IeKapCcTBEHHOro npenapara.

44. Ha 3TUKeTKax [OJIXKHa codep’kaTbCA cneaylowan MHPopmauunsa, ecanm He obocHoBaHO ee
oTcyTCTBME (Hanpumep, npu HanMuum LEeHTPann30BaHHOM 3NEKTPOHHOM cucTeMmbl
paHA0MU3NPOBAHHOIO KOAMPOBaHNA):

a) (a) HaumeHoBaHWe (MMs), agpec U Homep TesedoHa CMOHCOPa, HOPUANYECKOro Aula,
NPUBAEYEHHOrO CMNOHCOPOM K OpraHusauMuM MpPoBeAeHMA KAUMHMYECKOro ucciefoBaHua (manee -
KOHTpaKTHaA nccaeaosBaTenbCcKas opraHusaluma) nan uccneaosartens (OCHOBHOrO KOHTaKTHOro nL@ ANA
nonyyeHma mHGopMaL MM OTHOCUTENIbHO NIEKAapCTBEHHOro npenaparta, KAMHMYECKOro MCCaAeAoBaHMaA U
A9 KCTPEHHOro PackoaMpoBaHUa);

6) (b) nekapcteeHHas popma, cnocob BBeAEHUA, KOMYECTBO A03MPOBAHHbIX €4MHUL, U B Caydae
NpoBeAeHMA OTKPbLITOrO UCCneaoBaHna - HaumeHoBaHue U (Man) Wwnudp NekapcTBeHHOro npenapara u
€ro A03MPOBKY U (MNU) aKTUBHOCTb;

B) (c) Homep cepun 1 (MNKn) Kog, aNs MAEHTUDMKALUN COAEPKMMOrO M onepaLMm Mo YNaKoBKe;

r) (d) Homep (Koa) wccnepoBaHWs, MO3BOAAKOWMI  UAEHTUOUUMPOBATL UCCAEAO0BaHME,
MeANLMHCKYIO OpraHmn3aLuio, uccaeaoBaTens U CNOHCOpa, eCn 3TO He YKa3aHo B APYroM MecTe;

4) (e) noeHTUPUKAUMOHHBIM KOoA NauueHTa n Homep BU3MTa (Npy Hannumm);



e) (f) bamnnms n nHMumansl nccnegosatena (ecnm He ykasaHo B noAnyHKkTax "a" nam "r");

) (g) yKasaHua no 1Ucnosib3oBaHMIO (MOKET ObiTb MPMBEAEHA CCbIJIKA HA JIMCTOK-BKAagbIW n1Mbo
OPYron MOACHUTENbHbIA AOKYMEHT, NpegHasHauYeHHbl ANA MauveHTa WAM Mua, OCYLLEeCTB/AIOLLEro
BBeZEeHMe 1eKapCTBEHHOro Npenapara);

3) (h) Hagnuce "ONs KAMHUYECKUX UccnenoBaHuin®;

un) (i) ycnosus xpaHeHus;

K) (j) cpok ncnonb3oBaHMA € yKazaHMeM MecAla 1 rofa Takum obpasom, YTobbl nsberkatb Nt0bok
HeonpegeneHHocT (MoXeT ObITb yKasaHa [JaTa, A0 KOTOpoM HeobxoauMo UCNosb30BaTb
JIeKApCTBEHHbIN MNpenapaTt a8 KAMHUMYECKUX WCCNeAoBaHWMM, CPOK rOA4HOCTM WM AaTa MOBTOPHOMO
KOHTpoONA);

n) (k) Hagnucb "XpaHUTb B HEAOCTYNHOM AN AeTen mecte", 3a UCKAOYEHMEM C/lyyYaeB, Korga
NIeKapCTBEHHbIN NpenapaT npegHasHayvYeH ANA UCNOb30BaHMA TONbKO B YC0BUAX CTaLMOHapa.

45. (27) Agpec u Homep TenedboHa OCHOBHOIO KOHTAKTHOrO /MUa ANA nepegayn MHbopmaumm
OTHOCUTENIbHO  JIEKAPCTBEHHOrO  MpenapaTta, KAWHWYECKOrO  UCCNefoBaHWMA UM SKCTPEHHOro
pacKoAMPOBaHWUA MOTYT ObITb He yKa3aHbl HA 3TUKETKe, eCAU NALMEHTY NpeLoCTaBAeHbl MHCTPYKUUA MO
NPUMEHEHMIO UM KapTOYKa, HA KOTOPOM yKasaHbl 3T AaHHble, @ TaKKe JaHa MHCTPYKLMA AeprKaTb UX
npu cebe NOCTOAHHO.

46. (28) [aHHble gONXKHbI 6bITb NPUBEAEHbI Ha PYCCKOM fi3blKe. [lJaHHble, yKa3aHHble B NyHKTe 44
HacToAwero MpuUAoXKEHWNA, [OMKHbI HAXOAUTLCA KaK Ha MEepPBMYHON, TaK U Ha BTOPUYHOM YyNaKoOBKe
(Kpome cnyyaeB, onMcaHHbIX B NyHKTax 47 - 48 HacToswero MNpunoxeHua). TpeboBaHUA K cogepKaHuio
MapKMPOBKM HA 3TMKETKaxX Ha NepBMYHOM U BTOPUYHOM yNaKOBKax npuBedeHbl B Tabaunue 1. Takke Ha
3TUKETKAX MOXKET ObITb NpuBeAeHa MHPOPMALMA Ha APYTUX A3bIKAX.

47. (29) B cnyyasx, Koraa uccneayemblil 1eKapcTBEHHbIN NpenapaT, nepesaBaemMblit MauneHTy uam
MLy, OCYLLECTBAAIOWEMY BBeAEeHWe MWCCAeLyeMoro JIeKapCTBEHHOro npenapaTta, COMpoBOXAAETCA
BTOPMYHOM YMaKOBKOM, cogeprkallein MHPOPMaLMIO, YKa3aHHYLO B NyHKTe 44 HacTosero MNpuaoxkeHus,
MapKMpPOBKAa MEPBUYHON YyNaKoBKM (MM n0bOro 3aneyaTaHHOro [O3MPYHOLLEro YCTPOMCTBA,
coeprKallLero nepBMYHYO YNAaKOBKY) A0JIXKHA COAEPKATb C/leaytoLLyio MHpopmaLmio:

a) (a) HaumeHoBaHMe (MMSA) CMOHCOPa, KOHTPAKTHOM WCCNeA0BaTe/NIbCKOM OpraHu3aumm uam
nuccnepgoBsartens;

6) (b) nekapcteeHHaa ¢opma, crnocob BBeAeHUA (MOXET He yKasblBaTbCA A4 TBepablxX
nepopanbHbiX GOpPM), KOAMYECTBO [A03MPOBAHHbLIX €4MHUL, W B C/Ay4ae MPOBELEHUA OTKPbITOrO
nccnenoBaHUA - HAMMeHOBaHMe U (Man) Wwudp NeKapCcTBEHHOIO NpenapaTta W ero A03MPOBKY U (Mawn)
aKTUBHOCTb;

B) (c) Homep cepun 1 (MNKn) Kog, aNs MAEHTUDMKALUN COAEPKMMOrO M onepaLMm No YNakoBKe;

r) (d) Homep (Koa) wccnepoBaHWs, Mo3BoAAKOWMI  UAEHTUOUUMPOBATL UCCAEAOBaHME,
MeANUMNHCKYIO OPraHmn3aumio, UccaefoBaTens U CNOHCOPA, C/IN 3TO He YKa3aHo B APYroM MecTe;

4) (e) noeHTMdPUKaUMOHHBIN Koa NaumeHTa u Homep BM3UTa (MpY Hannumm).

48. (30) Ecnn nepBMYHOM ynaKoBKOW fABAseTca 6AUCTep WMAM OHa MMeeT Manbll pasmep
(Hanpumep, amnynbl, HAa KOTOPbIX He MOryT OblTb pasmMelleHbl AAHHble, YKa3aHHble B MNyHKTe 44
HacToAwero [lpunoxeHusa), AoAKHA ObiTb NpeaycMOTPeHa BTOPMYHAA YMNAKOBKA C STUKETKOM,
copeprKallent 3T gaHHble. MNpu 3TOM Ha NepPBUYHON YNAKOBKE A0/KHbI ObITb YKa3aHbl:

a) (a) HaumeHoBaHMe (MMs) cMOHCOPa, KOHTPaAKTHOM WCCNeadoBaTe/IbCKOM OpraHusauum wuam
nuccnepgosartens;

6) (b) cnocob BBEeAEHUA (MOXKHO He yKasbiBaTb A1S TBEPAbIX NepopanbHbix Gopm), U B ciydae
NpoBeAeHMA OTKPbLITOTO UCCNea0BaHNA - HAaMMeHoBaHWe U (Man) Wndp NeKapcTBEHHOro npenaparta u
ero 031MPOoBKa U (M11) aKTUBHOCTb;

B) (c) Homep cepun 1 (UnKn) Kog ANsA MAEHTUDUKALUN COAEPIKUMOTO M onepaLMm No ynakoBKe;

r) (d) Homep (koa) wuccnepoBaHusi, Mo3BoOAAKOWMIA UAEHTUOUUMPOBATL UCCNEA0BaHUE,
MeZMUMHCKYIO OpraHmn3aLumio, UccaenoBaTenst U CNOHCOPa, eC/IM 3TO He YKa3aHo B APYrom MecTe;

4) (e) noeHTMPUKAUMOHHBIM KoA NauneHTa u Homep BM3UTa (Mpy Hannumm).

Tabnnua 1. CymmapHan nHbopmaLmns o MapKMpoBKe (MyHKTbI 43 - 48)

a) HauMeHOBaHMe (muMsA), ampec M HoMep TeJyedoHa



CIIOHCOpPa, KOHTPAaKTHOM MCCJIeIOBaTeJlb CKOM

opraHM3aumum ZRpeZs nccJgegoBsaTesnda (OCHOBHOTO OBV CJIYUAN
KOHTAKTHOT'O JiMlla nIJIa I[IOJIydYeHMsd vHbOoOpMauUM I NepBUYHOM YyNaKOBKU U
OTHOCUTEJIEHO JIEKAPCTBEHHOTO npenapara, BTOPUYHOM YHNAKOBKM (IIYHKT
KJIMHMYUECKOT'O MCCJIEOOBAaHMA M IOJ9 DKCTPEHHOTO 44)
PAaCKOOMPOBAHUA) ;
Vupopmaums,
yKaszsaHHasa B INOANYHKTAax
"a" <1> —_ "J_I"

[IEPBMYHAA YIIAKOBKA
ECiy MNepBUUHY YIaKOBKY
Y BTOPUUHYK YIIAaKOBKY
XpaHaT BMecTe (IIyHKT 47)
<5>

Vupopmaums,
yKal3aHHasg B [OONYyHKTAax
©) JlexkapcTBeHHas QopwMma, crioco®6 BBEIEHUS, "a' <2> "B" <3> "y" "p"
KOJIMYECTBO HOOBMPOBAHHEIX E€IOUHUILL, M B CJydae "o"
IpOBeIeHUd OTKPEITOTO VCCJIenOBaHUA -
HaVMMeHOBaHMEe U (11mm) mmdp JIEKAPCTBEHHOTI'O
npenapara M ero IO3UPOBKa ¥ (MJIM) aKTUBHOCTL;
B) HOMEp cepuM M (MamM) KOO nOJd MuIeHTUOMKALUU
COINEPXMMOTO M Ollepalluy 10 yIaKOoBKe;

) HOMEpP (xom) uccJenoBaHms, IO3BOJISOINI
NOeHTUOMUMPOBATE uccyienoBaHue, MeIMLMHCKYIO
opraHu3auuio, MUCCcJemoBaTejyis M CIOHCOpa, eciu
3TO He yKa3aHO B IpyI'OM MecCTe;

O) UIeHTUOMKALMOHHHM KOI I[alMeHTa U HOMep
BM3UTA (IpM HaJIU4YUM) ;

e) damMmaMsa M MHMUMAJE MCCJIeNoBaTessd (ecmm  He
yKazaHo B noanyHkrax "a" wmm "r");

X) YKa3aHMSa I1I0 MCIOJIL30BAHUID  (MOXeT OBITH
IpMBeIeHa CChUIKA Ha JIMCTOK-BKJIAHBIN JIMOO OpyI'OoM
IIOSCHUTEJIbHEY JOKYMEHT, IpeldHAa3HAUYEeHHHM IJid
nauuMeHTa MM JiMlla, OCYUECTBJSKIErO BBeIeHUe
JIEKAPCTBEHHOTO Ipenapara);

3) Hannmchb "IJIS KIMHUUYECKMX MCCJenoBaHum";
M) YCJIOBUSA XPaHEHUS; IIEPBMYUHASA YIIAKOBKA

K) CPOK MCIIOJIE30BaHMSA C YyKasaHMeM Mecsdla U BiMCTEpPH WM YIaKOBKMU
roma TakuMmM obpas3oM, UYUTOoOH u3bexaTb JII000M MaJjioTo pasMepa (nyHKT 48)
HeolnpeleJIeHHOCTM (MoxeT OBTh yKaszsaHa naTa, IOo <5>

KOTOPOM HeOoOXOOMMO MCIOJIb30BaThb JIeKapPCTBEHHEIM
npenapatT, CPOK T'OOHOCTM MJIM HaTa I[IOBTOPHOI'O Vubopmauus,
KOHTPOJA) ; ykasaHHasg B IOIIYHKTAaX
JI) Hamonmmch "XpaHUTb B HEINOCTYIIHOM IJid JeTeM "a <2> """ <3>, <4> "p"
mecTe", 3a MCKJIOUEHVEM ciryyaes, KoTma "p"o"g"
JleKapCTBEHHEI npenapar IpenHa3HaudYeH oyis
MCIIOJIb30BaHMSA TOJIBKO B YCJIOBMAX CTallMoHapa

MpumeyvaHua:

<1> Appec n Homep TenepoHa OCHOBHOIO KOHTAKTHOIO /Auua AnA noayvyeHus uHbopmaumm
OTHOCUTENbHO  NIeKapCTBEHHOro  npenapaTta, KAMHUYECKOro  UCCNeAOoBaHMA U SKCTPEHHOro
PacKoAMPOBAHUA MOXET He CoAEepKaTbCA Ha ITUKETKE, eCNu NauneHTy NpeaocTaBaeHbl MHCTPYKLUMA No
NPMMEHEHWIO NeKapCTBEHHOrO npenapata WAW KapTOuKa, rAe yKasaHbl 3TM AaHHble, a TaKXe AaHa
MHCTPYKLMA AepKaTb Ux npu cebe Bce Bpema (MyHKT 45 HacToswero Mpunoxexus).

<2> He HyXHO pa3smellaTb agpec U Homep TenedpoHAa OCHOBHOMO KOHTAKTHOrO Avua Ans



NHPOPMaLMN OTHOCUTEIbHO SIEKAPCTBEHHOrO Npenapara, KAMHUYECKOro UCCAeA0BaHNA U SKCTPEHHOro
packoaMpoBaHuA.

<3> Cnocob BBEAEHUA MOXKHO He YKa3blBaTb A5 TBEPAbIX NepopanbHbIX 1EKAaPCTBEHHbIX GOpM.

<4> MOMHO He YKa3blBaTb JI€KapCTBEHHYI0 GOPMY M KOMYECTBO A03UPOBAHHbIX eANHULL.

<5> ECM Ha BTOPUYHOWM YMaKOBKE COAEPMMUTCA MHPOPMaLMA, NpuUBeAeHHas B NyHKTe 44
HacTosaLero MNpuaoxeHus.

49. (31) Ana nosicHeHMA yKasaHHOW Bbllle MHGOPMALUM MOTYT BbITb MCNONb30BaHbl CUMBO/bI MU
NUKTOrpammol. MosKeT bbITb NpeacTaB/ieHa A0NONHUTENbHas UHbOpPMaLUSA, NpeaocTepekeHns n (nnm)
WMHCTPYKLUMM N0 06paLLeHUO C IeKapCTBEHHbIM NpenapaTom.

50. (32) B cnyyae npoBeaeHUs KNMHUYECKUX NCCAea0BaHNii, Koraa:

a) HeT Heob6Xo04MMOCTM B OTAE/IbHBIX MPOLEeccax NPoM3BOACTBA UM YNAKOBKY;

6) npu uMccnegoBaHMM  MCNONBL3YIOTCA  JIEKAPCTBEHHbIE CPEACTBA, 3apPerMcTpupoBaHHble,
npousBefeHHbIE WAW  MMMNOPTUPOBAHHbIE B COOTBETCTBMM C 3aKOHOZATe/NbCTBOM Poccuiickomn
depepauny;

B) B MCCNegoBaHMM NPUHMMAKOT y4yacTMe MauMeHTbl ¢ Temu 3aboneBaHMAMM, KoTopble
COOTBETCTBYIOT MOKA3aHUAM K MPUMEHEHUIO, YTBEPKAEHHbLIM MPU PErucTpaLmm,

- Ha NEepPBUYHOM YMaKOBKE TaK, YTOObl He 3aKpbiTb OPUINMHANBHYIO 3TUKETKY, AO0MNOJAHUTE/IbHO
OO0MKHbI BbITb NPUBEAEHDbI Cheayowme gaHHbIE:

(i) mnHasBaHMe (MMs1) CMOHCOpa, KOHTPAKTHOM  MCCNenoBaTeNbCKOM — OpraHus3auuu  mam
nuccnepoBarens;

(ii) Homep (Koa) nccneposaHMsA, NO3BONAOWMUA MAEHTUDULMPOBATD MEAULMUHCKYIO OpraHusaLmio,
nccnenosaTtens U cybbekTa uccieoBaHus.

51. (33) Ecnn HeobxoaMmMO M3MEHUTb AaTy, A0 KOTOPOW MOKET MCMO/1b30BaTbCA McCaeayemMbli
JIeKapCTBEHHbIM NpenapaT, Ha YMaKOBKY [AO0/KHA OblTb HaHeceHa AONONHUTENbHAA 3TUKeTKa. Ha
AONONHUTE/IbHOM 3TUKETKe A0/1XKHa bbITb YKa3aHa HOBas AaTa, A0 KOTOPOM A0MNYyCKaeTcs UCMO0/b30BaTb
JIeKapCTBEHHbIV NpenaparT, a TakKe NOBTOPHO YKa3aH Homep cepun. [IoNONHUTENbHYIO STUKETKY MOXKHO
HaK/NenBaTb MOBEPX CTapoOM AaTbl UCMOJIb30BaHUA, HO OHa He AO0/XHa 3aKpbiBaTb MCXOAHbLIN HOMEp
cepum, KOTopblh HeoBXoAMM AN KOHTPOASA KayecTBa. HaHeceHMe A0MONHUTENbHOW 3TUKETKU A0NXKHO
OCYLLECTB/IATLCA OPraHU3aUuMaAMN, UMEIOLWMMM JILLEH3UIO Ha MPOW3BO/CTBO JIEKAPCTBEHHbIX CpeacTB
WAN NULEH3MI0 Ha dapmMaueBTUYECKYD AeATes/IbHOCTb (XpaHeHMe NeKapCTBEHHbIX MpenapaToB AnA
MeOULMHCKOro npumeHeHus). MNMpu HeobxoAMMOCTM HaHeceHWe AOMOJIHUTENIbHOW 3TUKETKU MOXKET
OCYLLECTBAATLCA B MEAULMHCKON opraHnsaumnmn dapmauesTMyeckum paboTHUKOM AaHHOW opraHmM3aumm
WK Nog, ero KOHTpoaem, MMbo MegULUMHCKMM PaboTHUKOM MeaNLMHCKON OpraHM3aumnm B COOTBETCTBUMU
c TpeboBaHMAMK 3aKoHogaTenbcTBa Poccuiickoit Pepepaumn. Ecnnm 3To HEBO3MOXKHO, HaHeceHue
OONONHUTENIbHON 3TUKETKU MOMKET OCYLLECTBAATb MOHUTOP KAMHWYECKOro MCCnenoBaHuA, KOTOpbIi
npoLuen cooTeeTcTBytowee obyyeHne. YKasaHHyto onepaLmio HeobxoaMmo NpoBOANUTb B COOTBETCTBMM C
HacToswumu MpaBunamu, cneunanbHbIMU U CTaHAAPTHbIMM OMEepPaLMOHHbIMKM Npoueaypamu, a npwm
Heobxo4MMOCTU nepefaBaTb MX BbINOMHEHWE ApPYyrol opraHusauuu no pgorosopy. lposBeaeHue
YKa3aHHOM onepaummn [OMXKEH KOHTPO/AMPOBATb APYron paboTHUK. HaHeceHMe [0NONHUTENbHOM
3TUKETKM [A0/KHO 6biTb TUlAaTeNbHbIM 06pa3zom 0dDOpPMNEHO AOKYMEHTa/lbHO Kak B JIOKYMeHTax
KNMHUYECKOro UCC/eloBaHMA, Tak U B 0Cbe Ha Cepuio.

VIIl. KOHTPO/JIb KAYECTBA

52. (34) MocKonbKy Npoueccbl MOryT BbITb HE OKOHYaTE/IbHO ONpeAeeHbl AN He B NMOJIHON mepe
BaNMAMPOBaHbI, HEOBX0AMMO yAenaTb 0coboe BHMMaHME WUCMbITAaHUAM AnAa obecnevyeHua rapaHTMm
TOrO, YTO KaXKaan cepua NPOAYKLMUM COOTBETCTBYET cneunduKkaLmu.

53. (35) KoHTponb KauyecTBa HeobXOAMMO OCYWECTBAATb B COOTBETCTBUM C [AOCbe Ha
NeKapcTBeHHbIM  npenapaT. [pov3BOAUTENb  [O/KEH MNPOBOAUTL  MPOBEPKY  3dPEKTUBHOCTU
KOAMPOBaHMA U JOKYMEHTa/IbHO 0pOPMAATL ee pesy/bTaThl.

54. (36) O6pasubl Ucciemyembix EKAPCTBEHHbIX NPENAapaToB AOJIXKHbLI XPaHUTLCA B ABYX LLeNAX:
ana obecneyeHua Hannuma obpasua AN aHAUTUYECKUX WUCMbITAaHWM M ans obecneyeHus Hanmuus
obpasua rotoBoro JiekapcTBeHHoro npenapata. Takum 0bpasom, 06pasubl MOXKHO pasaennTb Ha Age



KaTeropuu:

KOHTPO/IbHbIN 06pa3sel, - obpasubl CEPUM UCXOLHOFO CbipbA, YMNAaKOBOYHbIX MaTepuanos,
JIeKapCTBEHHOIO NpenapaTa B NePBUYHOM YNAKOBKE UM rOTOBOMO SIEKapCTBEHHOIO NpenapaTa, KoTopble
XPaHAT ONA NPOBEAEHUA aHanM3a B C/ydae BO3HMKHOBEHMA TaKol HeobxogmmocTu. Mpoussoautens
OOJ/IKEH COXPaHATb 06pasLbl C KPUTUYECKUX MPOMEXKYTOUHbIX CTaAui (Hanpumep, Co CTagui, nocne
KOTOPbIX NpeaycMaTpmuBaeTca NPoBeAeHMEe aHAUTUYECKUX UCCNef0BaHMM M Bblgava paspelleHnit Ha
BbIMYCK) M 06pasLbl MPOMEXKYTOYHbIX MPOAYKTOB, KOTOPble MOCTaBAAOTCA 3a Npesgesibl 30Hbl KOHTPOIA
npoussoauTens, ecivm 3To No3BoaseT cTabuabHOCTb 06Pa3LLOB;

aApXMBHbIA 0bpasel, - obpasel, B OKOHYATE/IbHOW YMNaKoBKe, OTOOPaHHbIA U3 Cepun rOTOBOWA
NpoAyKuMK. Ero XpaHAT B LLenax NOATBEPKAEHMNA NAEHTUYHOCTU. Hanpumep, B Te4eHWE CPOKa XpaHEeHUA
cepun  moxeT noTtpeboBaTbcA OCMoOTp o06pasua MAM  YNAKOBKM, MapPKUMPOBKWU, WHCTPYKLMM NO
NPUMEeHeHMIo, NoayYeHne MHGOPMaLMKM O HOMEPE CEPUM U CPOKE FOAHOCTH.

55. Bo MHOIMX Cny4asax KOHTPOAbHble M apXxuBHble 06pasLbl FOTOBOM NPOAYKUUN UAEHTUYHBI U
ABNAOTCA €AUHULAMM MPOAYKUMM B OKOHYATE/IbHOW YMaKoBKe. B TaKMX cayvyasx KOHTPOJIbHblE U
apxvBHble 06pa3Lbl MOFYT PAacCMaTpPMBaTbCA KaK B3aMmo3ameHsemble. KOHTPOAbHble U apXMBHble
06pasLbl Uccneayemoro IeKapCTBEHHOrO NpenapaTa, B TOM Yuciae 3aKo4MPOBAHHOMO NEKAPCTBEHHOTO
npenapaTta, AO/IKHbl COXPaAHATbCA He MeHee [ABYyX JieT Moc/e 3aBeplieHMA WAM MpeKpalleHua
nocneaHero KAMHMYECKOro UCCAef0BaHMA, B KOTOPOM MCNO/1b30BafACh AaHHAA cepus (B 3aBUCMMOCTM
OT TOFO, KaKoW M3 NepnoaoB AO/bLUE).

56. NMpoussoguTens fOMKEH YAENATb BHUMAHWE XPaHEHWUIO apXMBHbIX 06pa3LLOB A0 TeX Nop, NOKa
He OyaeT COCTaB/leH OTY4eT O K/AMHMYECKOM WccAefoBaHWM, Ana obecneyeHMA BO3MOXKHOCTM
noaTBEPKAEHMA MAEHTUYHOCTU NEKAPCTBEHHONO MpenapaTta, YTo HeobxoaMMo npwu pacciefoBaHUAX
HenpeaBUAEHHbIX CIy4aeB UKW NPOTUBOPEYMBLIX PE3YAbTAaTOB TAKMX UCCAEA0BAHUMA.

57. (37) MecTo XpaHeHWa KOHTPOJIbHbIX WU APXMBHbIX 0OPa3LLOB AO0/MKHO ObiTb OnpeaeneHo B
COTNALLEeHNN MeXay CMOHCOPOM U npoussoguTenem(amm). K Takum mectam Heobxoammo obecneunTb
CBOEBPEMEHHbI A0CTYN NpeacTaButTenein ynoNaHOMOYeHHOro dpeaepanbHOro opraHa UCNONHUTENbHOM
BN1ACTM.

58. KoHTposnbHble 06pasupbl rOTOBOr0 /IEKAPCTBEHHOrO npenapata AO/KHbl COXPAHATbCA B
Poccuitickoin depepaunm unm B TpeTbeln cTpaHe, ecnn mexay Poccuinckon depepaumeit U TpeTtbei
CTPaHOM-3KCMOPTEPOM  CYLLECTBYIHOT COM/MIalleHWA, KOTOpble TapaHTUPYIOT, 4YTO NPOU3BOAUTENDb
nccnefyemoro JIeKapCTBEHHOro npenapata nNpuaepKMBaeTcAa NpaBuA Hag/eXKallero npous3BOACTBa,
TpeboBaHMA KOTOPbIX He Huke TpeboBaHWMA HacToAwMX [paBua. B WUCKAOUUTENbHbIX CAyYasnx
KOHTPO/IbHble 06pa3Lbl rOTOBOrO JIEKAPCTBEHHOrO Mpenapata MOryT XPaHUTbCA Y MPOM3BOAUTENA B
TpeTben cTpaHe. B yKazaHHOM cnyvae 3TO A0MKHO BblTb 060CHOBAHO U AOKYMEHTaNIbHO 0GOPMNIEHO B
BMAE COrMalleHna mMexay CMoHCOpoM, umnoptepom B Poccuiickyto ®epepaumio u npomnssogutenem
NIeKapCTBEHHOrO NpenapaTa B TPETbEN CTpaHe.

59. KoinyecTBo KOHTPOAbHbIX 06pa3LoB A0MKHO ObiTb AOCTAaTOUHbIM A5 NPOBEAEHUA He MeHee
ABYX NOJIHbIX aHAUTUYECKUX UCCNEeL0BaHUIA Cepun NPOAYKLMM B COOTBETCTBUM C TPEOOBAHMAMM AOCbE
Ha NeKapCTBEHHbIN NpenapaT, NoAaHHOro B YNO/JHOMOYEHHbI deaepanbHbli OpraH UCMONHUTENbHOM
BN1ACTU ANA NONYYEHUA pa3peLlleHmsa Ha NpoBeaeHMe KAMHUYECKOTO NCCIef0BaHMA.

60. 1nAa apxuBHbIX 06Pa3LLOB AONYCKAETCA XPaHUTb UHGOPMALMIO B OTHOLIEHUN OKOHYATENbHO
YNaKOBAHHbIX eAMHUL, eKapCTBEHHbIX MPenapaToB B BUAE MUCbMEHHbLIX WM 3NEKTPOHHbIX 3anucen,
ecnin Takue 3anucu obecneymBaloT [OCTaTOMHYHO MHPopmauuio. B nocnegHem cnyvae cuctema
XpaHeHMA AOIKHA COOTBETCTBOBAaTb TPeOOBAHUAM, yCTaHOBAEHHbIM MpuaoxkeHnem N 11 K HacToAWMM
Mpasunam.

IX. BbIAAYA PA3PELLEHMA HA BbINYCK CEPUI

61. (38) He ponyckaeTca Bblgaya paspelleHUs Ha BbIMNYCK UCCAeAyeMblX eKapCTBEHHbIX
npenapatoB A0 Tex NOp, NOKa YyNOJIHOMOYEHHOE NIULL0 He YAOCTOBEPUT BbINOJHEHWE YCTAHOB/IEHHbIX
TpeboBaHUI C y4ETOM NOJIOKEHUN, NPeAyCMOTPEHHbIX MYHKTaMK 62 - 63 HacToAwero MNpunoxeHus.

62. (39) Ha BbINOAHEHWE YMNOJHOMOYEHHbIM JIMLOM CBOUX 06A3aHHOCTEM B OTHOLIEHMU
nccnenyemblx IEKapCTBEHHbIX NPENapaToB BAMAIOT pasHble GaKTOPbl, KOTOPbIE NEPEUYNCNEHbl HUKE:

a) NeKapCcTBEHHbIN npenapaT npousseseH B Poccuiickoit Pegepaummn, HO He 3aperncTpMpoBaH B



Poccuitckoin Pepepaummn: npu nogadve 3asBAEHMA Ha Bblgady paspelleHMa Ha npoBeaeHue
K/IMHUYECKOro UCCneoBaHMA HeobXoAMMO YAOCTOBEPUTb, YTO UCCAEAYEMbIA NEKapCTBEHHbIN NpenapaT
npousseleH W nNpoBepeH B COOTBETCTBMWU C TpeboBaHMamMM HactoAawmx [lpasBua, [ocbe Ha
NIEKAapPCTBEHHbIM NpenapaTt, a TakKe YTO MMEeeTcs COOTBEeTCTBYHLWan UHPopmauma, npeaoctaBneHHas
CMOHCOPOM YNoJIHOMOYEHHOMY deaepanbHOMY OpraHy UCMOIHUTEIbHOM BNAacCTK;

6) /NeKapcCTBeHHbIN MpenapaT 3apernctpupoBaH B Poccuiickoli depepauuu, nocTaBaaeTca
opraHusauuel onToBOM TOProB/aN, KOTopas HaxoauTca B Poccuiickon depepaumnm, He3aBUCMMO OT TOTO,
raoe npov3BOAUTCA NIEKAPCTBEHHbIM NpenapaT: AeiCTBYIOT TpeboBaHUA, NepeyncieHHble B NoanyHKTe
"a" HacToAWwero nyHKTa, HO 0ObemM MNpPeAoCTaBAEHHbIX [AaHHbIX MOXeT OblTb orpaHuyeH
NoOATBEPXKAEHUEM TOr0, YTO JIeKAapCTBEHHbIN MpenapaT COOTBETCTBYET 3asaB/EHUID Ha Bblaady
pa3spelleHmMa Ha NpoBeAEHWE KAUMHMYECKOro MCCnenoBaHMa M Noboi nocnegyolwenn o6paboTkm ¢
LUenblo KOAMPOBAHWUS, OCYLECTB/IEHMA CheuMasbHOW YNAaKOBKM WAM  MapKUPOBKU ANAA  3TOro
nccnenoBaHus. [locbe Ha NEKApPCTBEHHbIM NpenapaTt TaKXKe MOXKeT ObiTb OorpaHWYeHHbIM Mo 0bbemy
(nyHKTbI 24 - 26 HacToAwero MNpunoxeHua);

B) NEKAPCTBEHHbIN NpenapaT MMMNOPTUPOBAH HENOCPEACTBEHHO U3 TPETbeN CTPaHbl: HE0H6X04MMO
NnoATBepAMTb, UYTO OH NPOM3BEAEH M MPOBEPEH B COOTBETCTBMM C MNPaBUIAMM  HaZ/IeXKaLLero
npousBoacTBa, TPeboBaHWSA KOTOPbIX He HUKe, yem TpeboBaHWA HacToswmx [lpaBun, Aocbe Ha
JIEKapCTBEHHbIV MpenapaT, a TaKXKe YTO MMEeeTCs COOTBeTCTByWwan MHbopmauusa, npeaocTaBieHHan
CMOHCOPOM YNO/IHOMOYEHHOMY deaepanbHOMY OpraHy MWCMNOAHUTENbHOM BAacTM npu  nogaye
3asBNE€HMA Ha Bblgavy paspelleHnsa Ha NpoBegeHMEe KAMHUYECKOro uccnegoBanua. Ecam nccnepyemole
NIeKapCTBEHHblE MpenapaTbl BBE3eHbl M3 TPETbel CTPaHbl M ABAAKOTCA OOBEKTOM COr/alleHus,
nNpuHATOro mexay Poccuitckoit depepaumeit n 3Toi CTpaHOM, HanpMMep TaKMM, Kak cornalieHuve o
B3aMMHOM Npu3HaHUK, ntoboe nogobHoe cornaweHne npedycMmaTpuBaeT npumeHeHne TpeboBaHUi B
OTHOLUEHUM 3TOr0 NIEKAPCTBEHHOrO MpenapaTa, He HUMKe, Yem TpeboBaHMa Hactoawwmx Mpasua. Mpu
OTCYTCTBMM COrNALWIEHNS O B3aMMHOM MPU3HAHUM YMNOJHOMOYEHHOE INLO Ha OcHoBe MHdOpMaUUK O
cMcTemMe KayecTBa NPou3BOAUTENA AO/IKHO YCTAaHOBUTb, YTO NPUMEHAIOTCA TPeboBaHMA He HUXKE, Yem
TpeboBaHMA HacToAwmx MpaBun. 3Ty MHOPMaLMIO, KaK NPaBUIO, NOAYYalOT NyTEM y4yacTUA B ayaute
dapmaLeBTUYECKON CcUCTEMbI KayecTBa npoussoauTenen. U B nepBom, M BO BTOPOM Ciy4ae
YNO/NHOMOYEHHOE /IO MOXKET BbIMNOJHUTbL OLEHKY COOTBETCTBMS HA OCHOBAHUM [AOKYMEHTAUUM,
npeaocTaBNeHHON NpoM3BoAMTENEM U3 APYFOM CTPaHbl (NYHKT 63 HacToALlero NpunoxeHus);

r) Nnpu BBO3e NPEnapaToB CPaBHEHWs, KOrga HEBO3MOXHO rapaHTMPOBaTb, YTO Kakgas cepus
npoaykumm bblna npomsseaeHa B COOTBETCTBMM C TPeOOBaHMAMM He HUKeE, YeM TPebOoBaHUA HACTOALLMX
MpaBua, yNnoNHOMOYEHHOE NNLLO A0/KHO NOATBEPAUTD, YTO KaXKAasA NPON3BEAEHHAA CepUA NPoLLIa BCE
BMAbl KOHTPOAS M UCNbITAHUIN, HEOBXOAUMbIX A1A NOATBEPXKAEHUSA ee KauyecTBa, a TaKXKe YTO MMeeTcs
cooTBeTcTByOWan WHGopmaums, NpesocTaBfeHHas CMOHCOPOM YNOJAHOMOYEHHOMY deaepasbHoOMYy
OpraHy MWCMOJIHUTENIbHOM BAAacTU MNpWU Mnogadye 3afBAEHUSA Ha BblAayy paspelleHMs Ha NpoBegeHue
KNIMHUYECKOro UCCeaoBaHmA.

63. (40) Npu oLeHKe KaxKaol cepum NPoAyKLMN Nepes BblAayen paspelleHmsa Ha BbiMyCK A0/KHbI
6bITb paccMOTPEHbI crieayoLmne GakTopbl, 06CTOATENLCTBA U AOKYMEHTbI:

[,0Cbe Ha Ceputo, B TOM YMC/e 3anncK No KOHTPOJIKO KavyecTBa, 3aMmMcu No KOHTPOJIKO B Npouecce
NpouM3BOACTBA M 3anNUCU paspelleHna Ha BbINyCK, CBUAETENbCTBYIOWME O COOTBETCTBUM CEPUM
NPOAYKUMM A[O0Cbe Ha JIEKAapCTBEHHbIM npenapaTt, 3akasy, NpPOTOKO/AYy MWCCNeAoBaHMA U Koay
paHAoOMM3aUUK. B 3T 3anmncK AONKHbI OblITb BHECEHbl BCE OTK/IOHEHWA W/IN BHECEHHble B MJ1aHOBOM
nopaake M3MEHEHUs, a TaKXKe /tobble AONO/IHUTENIbHbIE NPOBEPKU UAWN UCMbITaHUA. 3anncK AO0NXKHbI
ObITb NOIHBIMU W AOXKHbI ObITb COrNacoBaHbl NePCOHANOM, YNOJHOMOYEHHbIM Ha 3TO B COOTBETCTBUM C
dapmaLeBTUYECKON CUCTEMOM KaYecTBa;

yCNoBWs NPOU3BOACTBA;

AaHHble 0 BaAnaaumm obopyaoBaHma, NPOLLECCOB U METOAUK;

NpoBepKa OKOHYATE/IbHOM YNaKOBKY;

pesynbTatbl NOObIX aHAM30B WAW WUCMbITAHWUA, NPOBEAEHHbIX MOC/Ae MMMNOPTUPOBAHMUA, €CAM
HeobxoAMmo;

OTYETbI 0 CTabUNbHOCTY;

[aHHbIE O MOCTaBLUMKE U NPOBEPKE YCNOBUIM XPaHEHMA U TPAHCNOPTUPOBKY;

oT4yeTbl 06 ayauTax CUCTEMbI KayecTBa Npou3BoauTens;



OOKYMEHTbI, NOATBEPXKAAloWMe MpPaBO MPOM3BOAMTENA HA MPOM3BOACTBO  UCCAeAyeMbIX
JIeKAapCTBEHHbIX  NpenapaTtoB  (BKAOYas  npenapaTtbl CPaBHEHWA) Ha  3KCMNOPT, BblAaHHbIE
YNOJAHOMOYEHHbIM defepasbHbIM OPraHOM UCNOHUTENIbHOW BAACTK;

TpeboBaHMA HOPMATMBHbIX NPaBOBbIX aKToB Poccuitckoir Pepepaunmn B  OTHOLEHWUU
PErncTpaLnoHHOro A0Cbe, NpumeHsemble TpeboBaHUA HacToAwmx Mpasun 1 nobble NoaTBEPKAEHUA
ynonHomouyeHHoro ¢denepanbHOro opraHa MCNOJHUTENbHON Bnactu o cobnaogeHnn TpeboBaHU
HacToALwwmx MNpasun;

MHble aKTopbl, KOTOPblE YNOJHOMOYEHHOE JINLO CYMUTAET 3HAYMMbIMM B OTHOLUEHUM KayecTsa
cepum.

64. 3HAaYMMOCTb BblWENPUBELEHHbIX (PAKTOPOB 3aBUCMT OT CTPaHbl, B KOTOPOI MPOU3BOAAT
NIeKapCTBEHHbIM NpenapaT, NpPOM3BOAUTENA, CTaTyca pernctpauuuM JIeKapcTBEHHOro npenapata
(3apernctpuposaH nn oH B Poccuiickon Pepepaumm MAM B TPeTbMX CTpaHax), a Takxe oT ¢asbl
KANMHUYECKOM pa3paboTku. CNOHCOP AO0MKEH rapaHTUPOBATL, YTO BCe GAKTOPbLI, NPUHATLIE BO BHUMaHWe
YNO/NIHOMOYEHHbIM  JIMLUOM,  BbINOJIHAIOWMM  OLLEHKY  Cepuu, COOTBETCTBYIOT  WMHdopmaumu,
npesoCcTaBNeHHON YyNOAHOMOYEHHOMY defepasibHOMY OpraHy WCMONHUTENbHOM BAACTU NpW nojaye
33aABNEHMA Ha Bblgayy paspelleHra Ha NpoBefAeHUEe KAMHUYECKOro uccnefoBaHusa (NyHKT 68
HacTosAwero MNMpunoxkeHus).

65. (41) Echm uccnepyemble NeKapCTBEHHbIE NPenapaTbl NPOU3BOAAT M YNAKOBbLIBAOT HA Pa3HbIX
yyacCTKaX, 3a KOTOpble HecyT OTBETCTBEHHOCTb pa3Hble YMNOJHOMOYEHHblE /ML, LO/KHbI OblTb
cobntogeHbl TpeboBaHuMA, ycTaHOBAEHHbIe MpunoxkeHnem N 16 K HacToAwmm Mpasunam.

66. (42) Ecan HacTtoAwmMmu MpaBuaamu, a TaKKe MHbIMM HOPMATMBHbIMM MPABOBbIM aKTam
Poccuitckoit ®epepaymm npefycMOTPEHO OCYLLECTBAEHME ONepaLmii NO YNaKoBKE WUAM MAPKMPOBKe B
MeAULMHCKOM opraHusaumm dapmaueBTUYeCKMM pPaboTHUKOM WAWM NOoA ero KoHTposnem, nunbo
MEOVNLMHCKUM  pabOTHUKOM MEOUUMHCKOMW OpraHuM3auuu, YAOCTOBEPEHWA OaHHbIX Onepauui
YNOAHOMOYEHHbIM NLOM He TpebyeTtca. OgHaAKO CMOHCOP HeceT OTBETCTBEHHOCTb 3a obecnevyeHue
Hag/eXKallero AOKYMEHTaZIbHOro OopOpMIEHMA [aHHOW [eATeNbHOCTM, cooTBeTcTBMe TpeboBaHMAM
HacToAawwmx MpaBua U NpM HeOHXOAMMOCTU AOKEH MPOBOAUTb KOHCYAbTALMM C YNONHOMOYEHHbLIM
NINUOM.

X. TPAHCINOPTUPOBKA

67. (43) Wccnepyemble nekapCTBeHHble npenapaTtbl AO/KHbI OCTAaBAaTbCA MOA KOHTPOAEM
CNOHCOpa A0 3aBeplleHUA ABYX3TanHOM npouesypbl BblAa4YW pPaspelleHUs Ha BbIMYCK: OLEHKM
COOTBETCTBMA YMOJHOMOYEHHBIM JIMLOM W BblAa4yM CMNOHCOPOM paspelleHMAa Ha BbINyCK AnA
MCNONb30BaHUA B KAMHUYECKOM MCCAeAoBaHMM nocne cobnoaeHna ycTaHOBNEHHbIX TpebosaHmin. Oba
3Tana A0/XHbl 6biITb 0POpPMAEHBI SOKYMEHTANbHO, @ 3aNUCKU AO0KHbI XPaHUTbCA HEMOCPEACTBEHHO Y
CNOHCOpPa WM Y IMLLA, KOTOPOE AENCTBYET OT €0 UMEHM.

68. (44) TpaHCNOPTUPOBKY UCCAEAYEMbIX IEKAPCTBEHHbIX MPENapaToB HEOHX0AMMO OCYLLECTBAATD
B COOTBETCTBUM C WHCTPYKUMAMM, NPenoCTaB/NEHHbIMW B PaCnoOpsAKeHMe CMNOHCOPOM WAWU JINLOM,
OEeVCTBYIOLLMM OT ero MMeHM.

69. (45) o noctaBkM WMccnemyemblX JIeKApCTBEHHbIX MpPenapaTtoB K MeCTy npoBeseHus
nccnefoBaHUiM AOMXKHbI BbITb YCTaHOBAEHbI NPaBM/IA MO PACKOAMPOBAHMUIO NEKAPCTBEHHbIX NPenapaTos
NnepcoHanoM, UMEOLLMM COOTBETCTBYHOLME NONHOMOYMA.

70. (46) HeobxoaMmo XpaHUTb NOAPOBHbLIN NepeyeHb OTIrPYHKEHHOW MPOAYKLMK, COCTaB/IEHHbIM
npoussogutenem wmanm wmmnoptepom. Ocoboe BHUMaHWe TpebyeTca yaAenATb TOYHOCTU YKa3aHMUA
HaMMeHOBaHMA N agpeca noayyaTens.

71. (47) Nepepauyy mccneayembiX NEKAPCTBEHHbIX MpenapaTtoB M3 OAHOIO0 MecTa NpoBeAeHUs
nccnefoBaHUi B gpyroe HeobxoaMMO NPOBOAUTL TONbKO B UCKAOYUTENBHbIX Cayvasax. [opagoK Takoi
nepegaym [omKeH OblTb YCTaHOBAEH CTaHAAPTHOM oOnepauMoHHOW npoueaypoi. Heobxoammo
NPOBEPUTHL COBOKYMHOCTb MMEIOLLIMXCA O IEKAPCTBEHHOM NpenapaTte CBeAeHWI 3a TOT Nepmos, Koraa oH
HaxoOuACA BHE KOHTPO/AA MPOM3BOAMTENA, HaNpuMMep, C MOMOLLbD OTYETOB O MOHUTOPUHrE
KAMHUYECKUX UCCNef0BaHUIA AN PEFUCTPALMM YCAOBUI XPaHEHNA HA NpeablayLeM MecTe NpoBeaeHUA
uccnenoBaHWn. Takaa NpOBeEpKA [O/MKHA Y4YMTbIBATLCA MNPU  OLEHKE BO3MOXKHOCTM Nepesayn
npoaykumMm. K ydactmio B npoBepKke Heob6Xo4MMO NPUBAEKATb YNOAHOMOYEHHOe Auuo. [pu



HeobX0AMMOCTUN NIeKapCTBEHHbIM NpenapaT Ao/KeH 6biTb BO3BPaLLEH NPOM3BOAMTENIO A/1A NOBTOPHOM
MapKUPOBKM W AONA €ero OUEHKM YNOAHOMOYEHHbIM AWUUOM. HeobxoaMmo XpaHUTb 3anucu wu
obecneynBaTb NOHOE OTC/EXKMBaHWE NOA0BHbIX Nepeaay.

XI. MPETEH3UU

72. (48) BbiBOAbl MO pe3ynbTatam A06Oro pacciefoBaHMsA, NPOBEAEHHOrO B CBA3M C
nocTynieHnem MNpeTeH3sMMm NO  KayecTBY  /IeKApCTBEHHOro  npenapaTta, pPacCMaTpuBaloTCA
npoussoguTenem UamM MMNOPTEPOM U CMIOHCOPOM (ECN 3TO He OAHO M TO Ke NnLo). B 3ToM A0KHbI
y4yacTBOBaTb YMOAHOMOYEHHOE AMLO WM AMLA, OTBETCTBEHHble 3a MPOBEAEHME COOTBETCTBYHOLLEro
KAMHWMYECKOro MCCNefoBaHWsA, YTOObl OLLEHWTb BO3MOMKHOE BJ/IMAHME MPETEeH3UM Ha KAMHMYecKoe
ucciefoBaHve, pa3paboTKy leKapcTBEHHOro NpenapaTa U nauueHToB.

XlIl. OT3bIBbl 1 BO3BPATbI
OT3bIBbI

73. (49) NopAapoK OT3blBa MCCAeAyeMbIX IEKAPCTBEHHbIX NMPENapaToB M ero AOKYMEHTa/IbHOro
odopMieHUA AoNKeEH ObITb COTIACOBaH MeXAy CMOHCOPOM W MPOU3BOANUTENEM UAU MMMOPTEPOM (ecaun
3TO He oAHO W TO e aAuuo). WMccnepgosateNb U MOHUTOP KAMHUYECKOTO WCCNEA0BAHUA AONKHbI
NOHMMATb CBOM 06A3aHHOCTU NPW BbINOJIHEHMW OT3bIBa.

74. (50) CnoHcop [0/XKeH rapaHTMPOBaTb, YTO MOCTaBLUMK Ntob6oro npenapaTta CPaBHEHUA WUAU
APYrnMX NeKapCTBEHHbIX MpenapaToB, MCNONAb3YeMbIX B KJAMHUYECKOM UCCNeAO0BaHUKU, MMEET cuctemy
ONA  U3BELLEeHWA CMOHCOopa O HeobxoAMMOCTM OT3biBa /06Or0 MOCTABAEHHOTO JIEKAPCTBEHHOTO
npenapara.

BosBparTbl

75. (51) BosBpaT wuccneayembix NeKapCTBEHHbIX MNpenapaTtoB [AO0/KeH OCYLeCcTBAATLCA B
COOTBETCTBMM C TPeHOBAHUAMM CNOHCOPA, YCTAHOBMEHHBIMUW B COOTBETCTBYIOLLMX NPOLLeAypax.

76. (52) BosBpalleHHble wWccneayemble JIEKAapPCTBEHHbIE MpenapaTtbl AOMKHblI ObiTb YETKO
naeHTMouLUMpoBaHbl. OHM AOMKHbI XPaHUTbCA B CMNeuuanbHO MNpPeaHAa3HAYEHHOW KOHTPOMPYEMOW
30He. HeobxoAMMO coxpaHATb 3anmncy No y4eTy BO3BPALLEHHbIX 1EKAPCTBEHHbIX NPENapaToB.

XUl YHUHTONEHUNE

77. (53) CnoHcop HeceT OTBETCTBEHHOCTb 33 YHUUYTOMKEHME HEWUCMNONIb30BaHHbIX W (KMAK)
BO3BPALUEHHbIX WUCC/eAyeMblX NeKapCTBEHHbIX nNpenapaTtoB. He [onyckaeTcA  yHUUTOMeHue
nccnenyemblx IEKapCTBEHHbIX NpenapaToB 6e3 Noy4eHUs NMCbMEHHOIO paspeLleHNs CNOHCOopPa.

78. (54) AnAa Kakoon mMeamuMHCKON opraHM3aLmn, NPoBOAALLEN KINHUYECKOe UCCNedoBaHue, U
Ka)kgoro nepuoda MUCCNeAoBaHMA CMOHCOP WAM NWUUO, AEWUCTBYIOLLEE OT €ero WMEHW, [OJIXKeH
duKcUpoBaThb, cOCTaBNATb BanaHC U NPOBEPATb KOIMUYECTBO UCC/IelyeMOro 1IeKapCTBEHHOMO Npenapara,
KOTOpPOE NOCTaB/IEHO, UCMO/Ib30BAHO W BO3BPALLEHO. YHUUYTOKEHME HEMUCNOb30BAHHbIX UCCAeaYEMbIX
JIeKapCTBEHHbIX MNpenapaTtoB ANsS [AaHHOWM MeAULUMHCKOM OpraHusauuu uaM AaHHoro nepuoja
nccnefoBaHUIA A0NYyCKaeTca OCYLECTBAATb TO/IbKO MOC/e TOro, Kak byaeT npoBeAeHo pacc/iefioBaHue,
npeaocTaB/NeHo Y/A0BAETBOPUTEIbHOE 0ObACHEHWE /obbiM HECOOTBETCTBUAM, a TaKMKe COCTaB/eH
mMmaTepuanbHbiii 6anaHc. [lokymeHTanbHOe odbopmaeHUe onepaumini No YHUUTOKEHUIO NIeKapCTBEHHOro
npenaparta HeobxoAMMO BecTM TakMm 06pa3om, UTOBbI cyLLLecTBOBaNa BO3MOXHOCTb NOArOTOBUTbL OTUYET
060 Bcex onepaumax. 3anmcy No YHUUTOXKEHUIO HEOBXOAMMO XPaHUTb Y CNIOHCOPa.

79. (55) B cnyyae YHUUTOXKEHUS MUCCNedyeMblX /IEKAapPCTBEHHbIX MPenapaToB CMOHCOPY AONXKEH
6bITb NPEACTaB/EH aKT C YyKa3aHMeM AaTbl UAN MHOM AOKYMEHT 00 YHUUTOXEHUU. B 3TUX AOKyMeHTax
OO0MKHbI BbITb YKa3aHbl HOMepa cepuit u (Mnan) Kogbl naumeHToB (AMb6o obecneyeHa BO3MOMKHOCTb UX
OTC/IEXKMBAHMA), @ TaKKe KOJIMYECTBO YHUYTOXKEHHbIX 1EKAPCTBEHHbIX NPEnapaTos.



Mpunoxkenne N 14

K MpaBunam opraHmsaumnm
Npou3BOACTBA M KOHTPOANA KayecTBa
NeKapCTBEHHbIX CPeacTs

MnPOM3BOACTBO
JIEKAPCTBEHHbIX MPEMAPATOB, MO/IYYAEMbIX 13 JOHOPCKOW KPOBU
NN NNA3MbI

I. TEPMWHbI U ONPEAENEHNA

1. Ona uenen HacToawero MpuaoxKeHNAa NCNONb3YHOTCA CAeAyoWMe OCHOBHbIE NMOHATUA:

KOMMNOHEHT KpPOBW - TepaneBTUYECKads COCTaBAAOLWLAA KPOBU (3pUTPOLMUTLI, JIEAKOLUTDI,
TPOMBOLMTLI U NNA3Ma), KOTOPAA MOXKET ObITb NOATOTOB/IEHA PA3/IMYHBbIMU METOAAMMU;

KPOBb - Lle/IbHas KpOBb, KOTOpasa B3fTa y AOHOpa WM obpaboTaHa Ana TpaHchysuu wuam ana
AanbHenwero NPon3BoACTBa;

JIeKapCcTBEHHble NpenapaTtbl, Nosy4yaemble U3 AOHOPCKOW KPOBM WAWM MAa3Mbl - JIEKAPCTBEHHbIE
npenapaTtbl HA OCHOBE KOMMOHEHTOB KPOBW, NPOMN3BEAEHHbIE MPOMbILEHHbIM COCO60M;

0bpaboTKka - 11060 M3 3TANOB NOJlYy4EeHNSs KOMMOHEHTOB KPOBU, KOTOPbIN OCYLLLECTBAAETCA Noc/e
B3ATUA KPOBW repes MNOAyYEeHMEM KOMMOHEHTA KPOBM, Hanpumep, cenapaums M 3aMOpPO3Ka
KOMMOHEHTOB KpoBW. B Hactoswem [MpuaoxeHnn non o6paboTKoN [ONONAHUTENbHO MOHUMAIOT
BbINOJIHAEMbIE B OPraHM3aLmax Nno B3ATUIO KPOBM onepauum, KoTopble ABAAIOTCA cneuuduIeckummn ans
N1a3mbl, UCNOb3yeMON ANna GPaKLNMOHUPOBAHUS;

OCHOBHOE [0Cbe Ma3Mbl - OTAE/bHbIN AOKYMEHT, KOTOPbIA HE BXOAWUT B PErMCTPALMOHHOE A0Cbe
Ha JIeKapCTBEHHbIM npenapaTt. YKasaHHbI AOKYMEHT COAEPKUT BCHO Heobxogumyto noapobHyto
MHOOPMALUMIO B OTHOLWEHUWU XAPAKTEPUCTUK LeEeNbHOW [AOHOPCKOM Masmbl, WMCMOJIb3yeMoW Kak
NCXOAHOE Cbipbe A5 NPOM3BOACTBA MPOMENKYTOUHbIX ppakuunii u (nmn) cybdpakumii, BcnomoratebHbIX
Bewects M ¢GapmaLLeBTUYECKUX CYOCTaHLMIA, KOTOpble ABAAIKOTCA 4YacTblO NAa3Mbl, JIEKAPCTBEHHbIX
npenapaToB WU U34eNNN MeLULMHCKOTO Ha3HaYeHUs;

OTBETCTBEHHOE /IMLO - CMeunanbHO HasHaYeHHOoe /IMLLO B OpraHM3aumMu no B3ATUIO U MPOBEpPKe
KPOBM, KOTOPOE HECET OTBETCTBEHHOCTb 3a:

obecneyeHune TOro, YTO KPOBb UM €e KOMMOHEHTbI Obl/IM B3ATbl U NPOBEPEHbBI B KaXKA0M eauHuLe
He3aBMCUMO OT UX NpeaHa3HAYeHWA, a TaKXKe 3a TO, YTO (B Cyvae nNpesHasHavyeHUsa ansa TpaHcdysnm) nx
06paboTKa, XpaHeHWe 1 oTNycK HbiNM NpousBeaeHbl B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuinckom
depepauny;

npefocTaBfeHne  YNoJIHOMOYEHHbIM  defepasbHbIM  OpraHam  UCMOJIHUTENbHOW  BAACTU
HeobxogMmon UHPOPMAUMM OTHOCUTENIbBHO MNpPEeAnucaHuin, paspelleHun, akkpeauTauum WUau
JIMLLEH3NPOBaHUS;

BbINOJIHEHWE B OpraHU3aLMu no B3ATUIO U MPOBEPKE KPOBWU Bcex TPebOoBaHMI 3aKOHOAATEbCTBA
Poccuitckoin depepaunm.

OTBETCTBEHHOE /IMLLO AO/I}KHO OTBEYATb C/IeAYOLWMM YCI0BUAM B OTHOLWEHMUM KBaIMPUKALLUNA:

MMETb BbiCLLee MeAULMHCKOe Uan bruonornyeckoe obpasoBaHue;

MMETb CTaXK paboTbl He MeHee ABYX JIeT B O4HOW UM HECKOJIbKMX OpPraHu3aumax no B3ATUIO U
NPOBEPKE KPOBW, OCYLLECTBAAOWMX 3a60p U (MK) UCNbITaHMA KPOBU YE/I0BEKA, €€ KOMMOHEHTOB, UIx
NX NONyYeHUe, XpaHeHUe U pacnpesesneHue.

YKasaHHble Bbile 06A3aHHOCTM OTBETCTBEHHOIO AMLA MOTYT ObiTb NepefaHbl APYrUM AnULaMm,
MMELLIMM COOTBETCTBYIOLLYIO KBaIMDUKALMIO U CTaXK PpaboTbl A1A BbINOAHEHMA 3TUX 06A3aHHOCTEN.

OpraHusauMmM Mo B3ATUIO W MPOBEPKE KPOBW AO/KHbI COOOWATb B  YNOJHOMOYEHHbIN
depepanbHblit  OpraH WUCNONAHUTENbHOW Bnactm GamMuanlo, MMA M OTYECTBO (MpU  HaMuuK)
OTBETCTBEHHOIO NINLLA, A TAKKEe ANL, KOTOPbIM NepesaHbl 0683aHHOCTM OTBETCTBEHHOIO ANLA, BMECTE C



MHPOPMaLMEN O KOHKPETHbIX 06A3aHHOCTAX, KOTOPbIE Ha HNUX BO3NOMKEHbI.

Ecan oTBETCTBEHHOE ANLO WUAM NNLA, KOTOPbIM nepeaaHbl 0683aHHOCTM OTBETCTBEHHOrO NuMua,
3aMeHAI0TCA Ha MOCTOAHHON WANM BPEMEHHON OCHOBE APYrMM JIMLLOM, OpraHuW3auumsa no B3ATUIO U
NpoBEPKe KPOBM A0/MKHA Cpasy yBeAOMMUTb YNOJAHOMOYEHHbIN dpeaepanbHblit opraH UCMONHUTEIbHOWM
BnactM o dbammamMmM, UMeHM MU oTdyecTse (NPW HaAUYMM) HOBOrO OTBETCTBEHHOrO AMLA U AaTe ero
Ha3HayeHus;

nnasma Aana GpakuMOHUPOBAHUA - ¥UAKaa YyacTb AOHOPCKOM KPOBW, KOTOpasA OCTaeTca nocse
OTAENEHUA KETOYHbIX KOMMOHEHTOB KPOBW, OTOBpPaHHaA B KOHTEWHEpP C aHTUKoarynsaHtom, nnbo
KOTOpasa ocTaeTca nocse cenapaumm ¢ NOMOLLbIO HEMPepbIBHOW GUAbTPaLUU UAN LEeHTPUYrMpoBaHNA
KPOBM C aHTUKOarynaHToOM BO Bpemsa npoueaypbl adepesa. Mnasma ana  GpakUMOHUPOBAHMSA
npeAHasHayeHa A/1A NPOUM3BOACTBA JIEKAPCTBEHHbIX MpenapaTtos, Noay4aemMbiX U3 Maa3mbl, KOTopble
onucbiBatoTca B focyaapcTBeHHOW dapmaKkonee Poccuiickolt depepaumu, B YaCTHOCTU, anbbymMuHa,
$aKTOpPOB CBEpPTbIBaHMA KPOBU U UMMYHOTN06Y/IMHa YeN0BeKa;

npenapaTtbl KPOBU - NeKapPCTBEHHbIE NpenapaTbl, NoAyYeHHble U3 JOHOPCKOM KPOBM UAW NNa3Mbl;

nporpamma ¢pakUMOHUPOBAHMA MO [OroBOpPY ANA TPEeTbMX CTpaH - GpaKUMOHMPOBaHUE Mo
OOroBoOpYy Ha NpeanpUATUK No GPaKLUNMOHNUPOBAHMIO UK NPOU3BOACTBY /IeKapCTBEHHbIX NpenapaTos U3
OOHOPCKOWM Nna3mbl, KOTopoe Haxoautca B Poccuitickoint depepaumn, ¢ MUCNONb30BaHUEM UCXOAHOTO
CbIpbA U3 APYrMX CTPaH, NpM 3TOM Npou3BeAeHHasa NPOAYKLMA He npegHasHayeHa ANA NPUMEHEHUn B
Poccuitckoit Pepepaunu;

opraHvM3aumMsa no B3ATUIO M NPOBEPKE KPOBM - lopuauyeckoe AuMLO, KOTopoe HeceT
OTBETCTBEHHOCTb 3a /11060 acneKkT B3ATUA U MPOBEPKM AOHOPCKON KPOBU MAN KOMMNOHEHTOB KPOBM
HEe3aBMCUMMO OT UX AasbHeNLlero npeaHasHauyeHus, a TakxKe 3a Mx 06paboTKy, XpaHeHWe U MOCTaBKy B
cnydyae, Korga OHM npedHasHayeHbl Ana TpaHcdysmuu. ITOT TEPMUH He pacnpocTpaHaeTca Ha baHKu
KpoBM B 6O/IbHMNLLAX, HO PAcNpPOCTPaHACTCA Ha OPraHM3aLmn, B KOTOPbIX NPOBOAAT nnasmadepes;

bpakunoHupoBaHe, npeanpuatTMe Mo ¢GPakUMOHUPOBAHUIO - TEXHONOFMYECKUIA npouecc Ha
npeanpuAtTMM (NpeanpuatMm no GPakLUMOHMPOBAHWUIO), BO BpemMA KOTOPOro BblAENAOT KOMMOHEHTbI
naasmbl C MNOMOLIBIO Pa3AUYHBbIX GUIUYECKMX M XUMMUYECKMX METOA0B, Hanpumep, Takux Kak
ocaxkaeHue, xpomartorpadpus.

II. OBJTIACTb MPUMEHEHUA (1)

2. (1.1) NonorkeHua HacToAwero MpuaoKeHMa pacnpPOCTPaHAIOTCA Ha IEKapPCTBEHHbIE NpenapaTsl,
nosiy4aemble M3 AOHOPCKON KPOBU MM Nnasmbl, GpakLMOHUpPOBaAHHOM B Poccuiickon degepaumnm nau
nMmnopTMpoBaHHOMN B Poccuitckyto Pepepaunto. Hactoswee MpunoxeHne pacnpocTpaHseTca TakKe Ha
MCXOA4HOE Cbipbe A/ TaKMX NEeKapCTBEHHbIX MpenapatoB (Hanpumep, AOHOPCKy niasmy).
YcTaHOBNEHHbIE HacToALWMM punoxKeHnem TpeboBaHMA NPUMEHUMbI TaKKe K CTabunbHbIM dpaKLmam
OOHOPCKOM KPOBM MM NAa3mbl (Hanpumep, afibbymuHa), KOTopble BKAOYAKOT B U34e/1MA MeANLMHCKOTo
Ha3HayeHuA.

3. (1.2) Hacroswee [Mpuao)KeHue ycTaHaBAMBAET cheuuanbHble TPeboBaHWS B OTHOLIEHUMU
NPou3BOACTBA, XPaHEHUS WU  TPAHCNOPTUPOBKU  OOHOPCKOW  MAasmMbl, MCMNOAb3yemon  gns
$pPaKUMOHMPOBAHMA N AN NPOU3BOACTBA JIEKAPCTBEHHbLIX MPENapaToB, MNOJy4YaemblX U3 AOHOPCKOM
KPOBWU MW NNA3Mbl.

4. (1.3) B HacToAwem MpUNOKEHUM YCTaHOBAEHbI CNeuunassbHble MOJIOXKEHMA B Cay4Yasx, Koraa
NCXOAHOE CbIpbe MMMOPTUPYETCS U3 TPETbUX CTPaH, a TaKKe B CAy4aax nporpamm GppakLMoHMPOBaHUA
Nno AOroBoOpy A4 TPETbUX CTPAH.

5. (1.4) Hactosiwee [MpunoskeHne He NPUMEHAETCA B OTHOLWIEHUU KOMMOHEHTOB KPOBMU,
npeaHa3HayYeHHbIX 41A TpaHCchy3uu.

1. TPUHLMNBI (2)

6. (2.1) NekapcTBeHHble NpenapaTbl, NOAyYaeMble U3 AOHOPCKOW KPOBW UM NNas3mbl (a TaKKe Mx
dapmaueBTUMUECKME CyBCTaHLMM, WCMOJb3yemMble KaK WMCXOOHOE Cbipbe), AO0J/IHbI COOTBETCTBOBATb
TpeboBaHMAM HacToAwmMX MpaBua, a TaKKe pPerncTpauMoHHOMY A0Cbe Ha JIeKapCTBEHHbIV Mpenapar.
OHM paccmaTpuBaloTCs Kak BMonorMyeckne nekapcTBeHHbIe NpenapaTtbl U UCXOLHOE Cbipbe, B KOTOPbIX



copepKatcs buonormyeckne cybCTaHUMM, TaKME KaK YesloBeYeCKMe KAETKM UAWU KUAKOCTU (BKAtovas
KpoBb WMAM nnasmy). Bcneacteue 6GuonorMyeckort npupopbl MCTOYHUMKOB Cbipbs MOCAeAHWE UMEIOT
onpefeneHHble xapakTepHble ocobeHHocTW. Hanpumep, uWCxoAHOe cbipbe  MOXeT  bbiTb
KOHTaMWUHMPOBAHO WMHOULMPYIOLWMMKN areHTamMn, B OCOBEHHOCTM Bupycamu. [103TOMY Ka4yecTBo W
6€30MacHOCTb TAaKMX NIEKAPCTBEHHbIX NPENapaToB 3aBUCAT OT KOHTPOJIA UCXOAHOMO CblipbA M UCTOYHMKA
€ro MPOUCXOXKAEHUA, a TaKXKe OT JaNbHENWMX TEXHO/IOFMYECKUX MpOoLeayp, BKAKOYAA NPOBEPKY Ha
MHOEKLMOHHbIE MAaPKepbl, yaaneHne U MHAKTUBALMIO BUPYCOB.

7. (2.2) Bce <¢apmaueBTUyeckme CybCcTaHUMKU, MWCNOMb3yEMbIE KaK MCXOOHOE Cbipbe Ans
JIeKapCTBEHHbIX NPENapaToBs, 40/KHbI OTBEYaTb TPeboBaHUAM HacToAWMX MpaBua (MYHKT 6 HacToALLero
MpunokeHus). B OTHOWEHMM B3ATUSA U MPOBEPKM UCXOLHOTO CbiPbs, NOYHAEMOro M3 AOHOPCKOMN KPOBU
WAW NNa3mbl, HEOBXOAMMO NPUAEPHKUBATBCA HUKecneaylowmx TpebosaHWit. B3sTue M nposepKa
OO/IKHbI  NPOBOAMUTLCA B COOTBETCTBMM C  HaA/ieallel CcuCcTeMoM KayecTBa, TpeboBaHMAMM
COOTBETCTBYHOLMX HOPMATMBHbIX MNPaBOBbIX aKTOB Poccuiickon Pepepaumm u  cneumduKaumamm.
[oNKHbI BbINONHATLCA YCTAHOB/AEHHbIE HOPMATUBHbLIMM MPABOBbIMKM aKTamMu Poccuiickoii Pepepaumm
TpeboBaHMA B OTHOWEHWN MPOCAEKMBAEMOCTM OT [AOHOPA A0 PeUMMMEeHTa W B OTHOLIEHWUU
YBEAOMNEHNA O MOBOYHbIX [AEUCTBUAX W HeXKenaTesbHbIX peakuuax. [pu 3sTom Heobxoaumo
pykoBoacTBoBaTbCA NocyaapcTeeHHOM dpapmakoneeit Poccuitckont depepavmu.

8. (2.3) UmnopTHpoOBaHHOE U3 TPETLUX CTPAH UCXOLHOE Cbipbe A/1A NPOM3BOACTBA IEKAPCTBEHHbIX
npenapaToB, NOJy4aeMblX U3 AOHOPCKOW KPOBW WKW Ma3Mbl, €CAN 3TU NIEKapCTBEHHbIe MpenapaTbl
npefHasHavyeHbl A1A NPUMEHEHMA UAM peanusauum B Poccuitickon depepalmu, AO0MKHO OTBEYaTb
HOpMaMm He HUXKe, Yem gencTeytowme B Poccuitickon depgepaum HOpMbl B OTHOLLEHWM CUCTEM KaYecTBa
OpraHM3auuii No B3ATUIO W NpPOBepKe KpoBU. TakKe [OMKHbI cobA[aTbCA  YCTAHOB/EHHbIE
HOPMaTUBHbLIMM MPaBOBbIMKM akTaMu Poccuiickon Pepepaunn TpeboBaHUA NO NPOCNEKMBAEMOCTU OT
JOHOpa A0 peuunuMeHTa M B OTHOLEHWM yBeAOMIEHUM O MOBOYHbIX AENCTBUAX U HexenaTesibHbIX
peakumax u obecneymBaTbCA COOTBETCTBME YCTAHOBJEHHbIM HOPMATUBHLIMM MPABOBbIMW AKTaMM
Poccuitckoit Pepepaummn TpeboBaHMAM K KPOBU M €€ KOMMOHEHTAM.

9. (2.4) Mpu BbINONAHEHMM NpOrpaMmm GPAKLUMOHUMPOBAHMA MO AOrOBOPY C TPETbMMM CTpaHaMMU
NCXOOHOEe Cblpbe, UMMNOPTUPOBAHHOE U3 APYrUX CTPaH, AO/MKHO COOTBETCTBOBATb YCTAHOB/EHHbIM
HOPMaTUBHbLIMM MPaBOBbIMM aKTamu Poccuiickoit Pepepaumnm TpebosaHMAM. PaboTbl, NnpoBogMMble B
Poccuitckoit  Pepepaumu, [OMAKHbI B MOSHOW Mepe COOTBETCTBOBATb HacToAwMm [lpasunam.
Heobxoanmo BbINOAHATL AeicTBytowme B Poccuiickon Pepepaumm TpeboBaHUA B OTHOLWEHUWN CUCTEM
KayecTBa OpraHuM3aumii No B3ATUIO M NPOBEPKE KPOBWU. TaKkKe A0/MKHbI COON0AATHCA YCTAaHOBAEHHbIE
HOPMATMBHbIMW NPaBOBbLIMW akTamu Poccuitckonnt Pepepauun TpeboOBaHUA MO NPOCAEKMBAEMOCTU OT
OOHOpa [0 peuunMeHTa M B OTHOLIEHUM YBEAOMIEHUI O MOBOYHbBIX AEUCTBUAX U HEXKenaTesbHbIX
peakumnax u obecneymBaTbCcA COOTBETCTBME AEMCTBYIOWMM TPEOOBAHUAM K KPOBU U €€ KOMMOHEHTaM.

10. (2.5) Hactosawme MpaBuaa pacnpoCcTpaHAOTCA Ha BCE CTaguMu Nocae B3ATUA U NPOBEPKM KPOBU
(Hanpumep, o06paboTKa, BKAOYAsA pasgesneHue, 3aMOPO3Ka, XPaHEHWE W TPAHCMOPTUPOBKA K
npoussoauTento). Kak npaBwao, YyKasaHHaa AeATeNbHOCTb AO/KHA  HaxoauTbcs B cdepe
OTBETCTBEHHOCTU YMNOJIHOMOYEHHOrO /Anua npoussoauTenda. Ecnn cneunduueckne stanbl 06paboTKm
npefHasHavyeHHON pAna GpPaKUMOHMPOBAHMA MAA3Mbl NPOBOAATCA B OPraHM3auMm MO B3ATUIO U
NpPoBEpPKE KPOBW, B TAaKOI OpraHmsaLMm MOXKeT ObiTb cneumansbHO Ha3HAa4YeHO YNONHOMOYEHHOE LD,
OHaKO ero NPUCyTCTBUE N OTBETCTBEHHOCTb MOTYT HE COBMaZaThb C NMPUCYTCTBMEM U OTBETCTBEHHOCTbIO
OTBETCTBEHHOro nnua. [lna paspelleHns Takon cuTyauum n ana obecnedyeHua Toro, 4To 06A3aHHOCTH
YNOJHOMOYEHHOTO NLA, NPeAyCMOTPEHHble HOPMATMBHbIMM MPaBOBbIMW  aKTamu PoccuiicKoit
depepaunn, BbINOAHAOTCA Haanexawumm obpasom, npegnpuatme Mo  GPaKUMOHMPOBAHMUIO
(npounsBoanTeNnb NeKapcTBEHHbIX MNpenapaTtoB) B COOTBETCTBUMM C NyHKTamu 237 - 255 HactoAwmx
MpaBun AONXKHO 3aKAOYUTL AOFOBOP C OPraHuWsauMeil Mo B3ATUIO U NPOBEPKE KPOBM. B yKasaHHbIN
[OroBOpP PEKOMEHAYETCA BK/AKOYaTb COOTBETCTBYOWME 06A3aHHOCTM M nogpobHbie TpeboBaHuAa ans
obecneyeHna KadvectBa. OTBETCTBEHHOE /MLO OPraHU3auMM MO B3ATUIO M MNPOBEPKE KPOBU MU
YNO/IHOMOYEHHOE /IMLO NpeanpuatMa no ¢GpakUMOHUPOBaHUIO (MPOM3BOAUTENA NEKAPCTBEHHbIX
NpenapaToB) AOKHbI MPUHUMATb Y4acTUe B COCTAB/IEHMM TaKOro f0rosopa. Ana NoATBEPKAEHMA TOTO,
4YTO oOpraHuMsaumMa no B3ATUIO UM NPOBEPKE KPOBU WCNONHAET YCAOBMA TaKOro [JA0rosopa,
YNOJIHOMOYEHHOE NIMLLO AO/IKHO 06ecneynTb NpoBeeHNe COOTBETCTBYHOLLMX Ay AUTOB.

11. (2.6) CneuuanbHble TpebOBaHUA K AOKYMEHTAUUM M ApPYyrne MeponpusaTUs B OTHOLUEHMMU



MCXOAHOIo CbipbA ANA NONAYyYaeMbIX U3 NJ1Ia3Mbl 1IEKAPCTBEHHbIX MPenapaToB YyKa3bliBalOT B OCHOBHOM
A0Cbe Naa3smbl.

IV. YNIPAB/IEHME KAYECTBOM (3)

12. (3.1) YnpaBneHue KayecTBOM JOJIXKHO OXBaTblBaTb BCce CTaguu OT oTbopa [OHOPOB A0
NMOCTaBKM FOTOBOWM NpoayKkuuu. Heobxoanmo cobnaogatb ycTaHOBAEHHbIE HOPMATUBHbBIMU NPABOBLIMM
akTamm Poccuickolt Pepepaummn TpeboBaHMA B OTHOLIEHUM MNPOCAEKMBAEMOCTM KaK Ha 3Tane,
npeasapAoLLEeM NOCTaBKy Naa3Mbl Ha NpeanpuaTHe No GPakLMOHUPOBAHULIO, TaK U Ha 3Tane NOCTaBKy,
a TaKXe Ha BCex CTaAauAX, CBA3aHHbIX CO B3ATUEM W MPOBEPKON [OHOPCKOM KPOBU WU NAA3MbI,
npegHasHavyeHHbIX 418 NPOM3BOACTBA IEKAPCTBEHHbIX MPenapaTos.

13. (3.2) Cbop KpoBM WAM NNA3Mbl, KOTOpble WCNONbL3YIOTCA KaK WCXO4HOEe Cbipbe AJs
NpPoM3BOACTBa JIEKAPCTBEHHbIX MPenapaTtos, HeoH6XoAMMO MPOBOAUTbL B OPraHM3auMAX NO B3ATUIO U
NPOBEPKE KPOBW, a NPOBEPKY MPOBOAUTL B SlabopaTopuAX, KOTOPble MPUMEHAIOT CUCTEMbI KayecTsa,
oTBevaloliMe YCTAHOBAEHHbIM HOPMATMBHBIMM NPABOBbIMM  aKTamu Poccuitickon ®Pepepauum
TpeboBaHMAM, MMEIOT COOTBETCTBYHOLLEE pa3pelleHue, BblAaHHOE YNOJHOMOYEHHbIM deaepanbHbiM
OpraHOM MCNONHUTENIbHOW BAACTU, U MOANEXaT PeryaspHOMYy WHCMEKTUPOBAHWUIO B COOTBETCTBUW C
3aKoHogatenbctBom  Poccuiicko  ®epepaumu. [pu HaanumMm y  NpoOM3BOAUTENA  MPOrpamm
bpPaKUMOHMPOBAHNA MO AOrOBOpaM [ANA  TPeTbMX CTpaH OH o06A3aH  yBeaoMUTb 06 3TOMm
YNOJHOMOYEHHbIN deaepanbHblIi opraH UCNOAHUTEIbHOM BNACTW.

14. (3.3) B cnyyae mmnoprta nnasmbl M3 TPETbUX CTPAH OHa [AOJIKHA MOCTaBAATLCA TO/bKO
YTBEPXKAEHHBIMW NOCTaBLWMKaMK (Hanpumep, opraHn3aLmamm no B3ATUIO U NPOBEPKE KPOBU, BKIOYASA
BHELHMe cKnaapl). TakMe NOCTaBLUMKN AOIXKHbI ObITb YKa3aHbl B cneunduKaumsax Ha MCXOLHOE Cbipbe,
YCTQHOBAEHHbIX MpeanpuaTMem no ¢PakuUMOHMPOBAHUIO WKW MNPOU3BOAUTENEM, W YTBEPKAEHDI
YNOAHOMOYEHHbIM  denepanbHbiM OPraHOM WCMOJHUTENbHOM BAACTM B CAY4aaX W B MOPALKeE,
NpPeaycMOTPEHHbIX HOPMATMBHbIMW  MPaBOBbIMW  aKTamu Poccuiickon @depepaumn, a  Takxke
YNOJAHOMOYEHHbIM NNLOM MNPeanpuaTMA no ¢GpPaKkUMOHMPOBAHUIO, PAcnonoXKeHHOro B8 Poccuitckoi
depepaumn. OueHKa UM Bblgaya paspeweHMs  Ha  WUCMONb30BaHWME nnasmbl  (Mnasmel  Ans
dPaAKUMOHUPOBAHMA) KaK MCXOAHOIO Cbipba OCYLLECTBASETCA B COOTBETCTBUM C MYHKTOM 39 HacToALLEro
MpunoxeHumsa.

15. (3.4) Npegnpuatne no GPaAKLUOHMPOBAHUIO UAU NMPOU3BOAMUTENDL FOTOBbIX JIEKAPCTBEHHbIX
NpenapaToB AO0/KHbI MPOBOAUTb KBAaANUGUKALMIO MOCTABLLMKOB, BKIHOYAA OLLEHKY MNOCTABLMKOB B
COOTBETCTBMM C YTBEPXKAEHHbIMW Mpouesypamn. HeobxoauMo NpoBOAUTL PEryAfpPHYD MOBTOPHYIO
KBaNMPMKaLMIO NOCTABLLMKOB C y4€TOM NOAX0A3, OCHOBAHHOMO HA OLEHKE PUCKOB.

16. (3.5) Mpegnpuatne no GPaAKLMOHMPOBAHUIO UAU NMPOU3BOLMUTENDL FOTOBbIX JIEKAPCTBEHHbIX
npenapaToB AOJIKHbI 3aK/II0YUTb AOrOBOPbI C OPraHU3aLMAMM MO B3ATUIO M MPOBEPKE KPOBU, KOTOpPbIE
ABNAIOTCA NOCTABLLMKAMM.

17. B Takne A40roBopbl peKOMEHAYETCA BKAOYATb, B YAaCTHOCTK, cnegytolme yCaoBuma:

onpeaeneHne 06s3aHHOCTEN U OTBETCTBEHHOCTMU;

TpeboBaHMA K CUCTEME KayecTBa U AOKYMEHTaLMK;

KpuTepuun otbopa 4OHOPOB M NPOBELEHME UCTITAHW;

TpeboBaHMA K cenapaLymm KPoOBM Ha KOMNOHEHTbI KPOBU M NAa3my;

3aMOpO3Ka NJ1a3mbl;

XpaHeHMe N TPaHCMOPTMPOBKA NAA3MbI;

NpoCNeXKNBaeMocTb U MHGOPMUPOBAHME MOC/E CAAYM U B3ATUA KPOBU (B TOM YMcae 0 NoBOYHbIX
addekTax).

18. Ha npeanpuatnmn no GpakLUMOHMPOBAHMIO UM Y NPOU3BOAMUTENA IEKAPCTBEHHbIX NPernapaTos
OOMKHbI ObITb B HanMuMM pesynbTaTbl MCMbITAHUI BCEX €AMHWUL, UCXOLHOTO CbipbA, MOCTABAEHHbIX
OopraHuM3aumein no B3ATUIO W NpoBepke KpoBu. Ecnn Kakasa-nubo w3 cTtaguii ocywecTBAAeTca Ha
OCHOBAHWK AoroBopa cybnoapana, Takon AOroBop A0MKeEH ObITb 3aK/104EH B NTMCbMEHHOW dopme.

19. (3.6) Ons nnaHWMpPOBaHMA, OUEHKM M [AOKYMEHTasbHOro OQOPMNEHUS BCEX W3MEHEHW,
KOTOpble MOFYT OKasaTb BAMAHME Ha KayecTBO M 6e30MacHOCTb MPOAYKUUM UAU MPOCNEKMBAEMOCTD,
JO/KHA ObITb YCTaHOB/MEHA HaANeXKallasa CUCTEMA KOHTPOAs M3MeHeHWn. Heobxoaumo oueHuBaTb
noTeHUManbHOe BAMAHWE Mpegnaraemolx M3meHeHui. [onxkHa 6biTb onpeseneHa HeobXxoAUMOCTb



AOMOSIHUTENbHBIX UCMbITAHWMIA WUAW MPOBeAEeHUA BanuAaumu, ocobeHHO Ha CTaauAax MHaKTUBaLMUKU M
yAaneHuns BUpycos.

20. (3.7) Ana MMHMUMM3ALUMN PUCKOB, CBA3AHHbLIX C UHGUUMPYIOWMMM areHTamm u HOBbIMU
MHOULMPYIOWMMM areHTamu, A0/KHa ObiTb BHeApeHa HaffexKalllaa cuctema mep B OTHOLIEHUU
H6e3onacHoCTM. Takasa cuctema A0KHa BKAOYaTb B ceba OLEeHKY PUCKOB A/18 TOro, Y4TobbI:

onpeaennTb Bpema yAepKMBaHUA NPOU3BOACTBEHHOrO 3anaca (Bpemsa BHYTPEHHEro KapaHTuHa)
nepen o6paboTKoM Mnasmbl, YTOBbl U3bATb [03bl, KOTOPbIE BbI3bIBAIOT COMHEHMA (403bl, B3ATble B
TeyeHue nepuwoaa, onpefeneHHOro HOPMaTUBHbIMM MPaBOBbIMK aKkTamu Poccuiickot degepauumu,
npexae yem byaer ycTaHOB/IEHO, YTO A03bl, B3ATble OT AOHOPOB C BbICOKMM PUCKOM, A0/KHbI 6biTh
NCKtOYEHbI N3 06paboTKK, HaNpUMep, B CBA3U C MOJIOXKMUTE/IbHbIM Pe3ynbTaToM TecTa);

YUMTbIBATb BCE aCNEKTbl, CBA3aHHbIE CO CHUMEHNEM KOIMYECTBa BUPYCOB U (MAN) UCMbITAHUAMW Ha
MHOULMPYIOLLME areHTbl AN UX aHaNoru;

onpeaennTb BO3MOMHOCTU CHUMEHMA KOJIMYecTBa BUPYCOB, OMNPeAenuTb pasmep Cepuu
NCXOAHOTO CbipbA U ApYrMe cylecTBeHHble acneKTbl npolecca NponM3BoACTBa.

V. NMPOC/NTEXXNBAEMOCTb 1 MEPOIPUATUA, NPOBOANMBIE MOC/E B3ATUA
KPOBMU (4)

21. (4.1) JonKHa 6bITb OpraHM30BaHa CUCTEMaA, MO3BOJIAIOWAA MPOCAEANUTb KarKAylo CAAHHYH
003y KPOBW MM MAa3mbl OT AOHOPa M Mpoueaypbl ee B3ATUA Yepe3 OpraHu3auuto Mo B3ATUIO U
NpoBEpPKE KPOBU A0 CEPUM SIEKAPCTBEHHOIO NPenapaTa, a TakKe B 06paTHOM HanpasaeHUMU.

22. (4.2) [donxkHa 6bITb onpegeneHa OTBETCTBEHHOCTb 3a MPOCAEKMBAEMOCTb MPOAYKLUK
(oTcyTcTBME Kakoro-Mbo aTana He AonycKaeTcs):

OT [0HOpa M A03bl, B3ATON B OpraHM3aLMu no B3ATUIO U NPOBEPKE KPOBW, A0 NPeAnpuUATUA Mo
bpaKLUMOHMPOBaAHMIO, YTO ABNAETCA 006A3aHHOCTHIO OTBETCTBEHHOrO AMLLA OpPraHM3auum Mo B3ATUIO U
NpoBepKe KPoBw;

OT npeanpuaTMA No ¢GPAKUMOHMPOBAHUIO A0 NPOU3BOAUTENSA NEKAPCTBEHHOrO Npenapata u
noboro cybnoapagunKa, HeE3aBUCMMO OT TOFO, ABAAETCA NM OH MPOU3BOAUTENEM NEKAPCTBEHHOrO
npenapaTta Uan nsgenna MeguLMHCKOro Ha3HavyeHua, YTo ABNAETCA 06A3aHHOCTbIO YNOJHOMOYEHHOTO
nnua.

23. (4.3) faHHble, HeobxoaMMble a5 NONHOW NPOCAEXMBAEMOCTU, JOMKHbBI XPAaHUTLCA HE MeHee
30 neT, ecnv MHOe He YCTaHOBEHO 3aKOHOAATeNbCTBOM Poccuiickoit ®epepaumn.

24. (4.4) JoroBopbl, yKa3aHHble B NyHKTe 16 HacToAwero MpuaoxKeHns, Mexay opraHvMsaumamm
Nno B3ATMIO M MPOBEPKE KPOBM (B TOM UYMCNE KOHTPOAbHbIMM nabopatopuamu) v npegnpuatuem no
bOpPaKUMOHMPOBAHNIO  MAM  MPOM3BOAMTENEM  BK/AKOYAOT  YCNOBMA,  Onpejensawowme,  4Yto
NPOCAEeKMBAEMOCTb U MEPONPUATUA NOCAE B3ATUA KPOBM OXBATbIBAIOT BCHO LEMNOYKY OT B3ATUA MAA3Mbl
[0 BCEX MPOM3BOAMTENEN, OTBETCTBEHHbIX 3a BblAayy pa3peLleHna Ha BbINYCK FOTOBOM NPOAYKUMMN.

25. (4.5) OpraHusauMm no B3ATUIO U MPOBEPKE KPOBWU AOJIKHblI YBEAOMAATbH Npeanpuatue no
bOPaAKUMOHMPOBAHNIO MAWM MPOM3BOAUTENA O KaKOM-IMOO ciydae, KOTOPbIA MOMKET MNOBAMATbL Ha
KayecTBO wAM 6e30MacHOCTb MNPOAYKUMM, a TaKkKe coobwaTb Apyryto BaXKHy0 WHopmauumto,
MoJly4YEHHYIO MNoc/ae Mnpuema AOHOPa WAW BblAauun paspelleHMA Ha BbIMNYCK NAa3Mbl, Hanpumep,
0bpaTtHyo MHopMaLumio (MHOpPMaLMIO, MONYYEHHYIO Mocae B3ATUA KpoBwu). Ecan npegnpusatre no
$pPaKLUMOHMPOBAHMIO MAM MPOU3BOAUTENL HAXOAATCA Ha TEPPUTOPUM APYFrOM CTpaHbl, MHPOPMALUIO
HeobxoamMmo coobwatb Npom3BoaMTENtD, Haxoaawemyca B Poccuiickon Pepepaunmn, oTBETCTBEHHOMY
3a BblAayy paspeLlleHns Ha BbINYCK SIeKapCTBEHHbIX NpenapaTos. B 06ounx cnyyaax Takas nHbopmauums,
€C/IN OHA UMeeT OTHOLLEHME K KayecTBy M 6€30MacHOCTM roTOBOM NPOAYKLUK, A0NXKHA ObITb AoBeAEHA
00 CBeAeHUA YNOJIHOMOYEHHOro ¢peaepanbHOro opraHa UCMOIHUTENIbHOM BNIACTH, B BEAEHUM KOTOPOTO
HaxoaAaTcA npeanpuatTue no GPakLMOHUPOBAHMUIO MW NPOU3BOAUTEND.

26. (4.6) B cnyyae ecnm pesynbTaTOM WHCMEKTUPOBAHMA YMNOJHOMOYEHHbIM deaepasnbHbIM
OpraHOM WCMONHUTENIbHON BAACTM  OpraHM3auum no B3ATUIO M NPOBEPKE KPOBWU ABAAETCA
aHHY/IMPOBaHUE NNLEH3UN, HEOHXOAMMO TaKKe HaNPaBUTb YBEAOM/IEHUE B COOTBETCTBUM C MYHKTOM 25
HacToawero MpunoxeHua.

27. (4.7) B cTaHOaApTHbIX OMepauMOHHbIX Mpoueaypax AO/MKHO ObiTb OMNMCaHO ynpaBieHue
MHbOPMaUMeEN, NONYYEHHON Noc/ie B3ATUA KPOBW, MPWU 3TOM AO/MKHbI ObiTb YYTEHbI ANLEH3UOHHbIE



TpeboBaHMA M  npoueaypbl  MHPOPMMUPOBAHUS  YNOJIHOMOYEHHOro  deaepanbHOro  opraHa
NCNOIHUTENbHOM BRacTu. MeponpuaTtus, NPoOBOANMbIE NOC/E B3ATUA KPOBU, A0NKHbI OCYLLECTBAATLCA B
COOTBETCTBMWU C TpebOBaHWAMMW, YCTAHOBAEHHbIMWU HOPMATUBHbLIMW MPABOBbIMM akTamu Poccuiickoi
depepaunn.

V1. NOMELLEHWA Y OBOPYOBAHME (5)

28. (5.1) B uenax ceBeAeHMA K MUHUMYMY BO3MOMKHOCTM MWKPOOHON KOHTaMWMHaUMKU Wau
BHECEHWA MOCTOPOHHEro MaTepuasna B CEpU0 MAa3mMbl OTTaMBaHME U 06beAuHEHMEe eanHUL, NAa3Mbl
OOMKHbI NMPOU3BOAUTBLCA B 30HAX, KOTOPble COOTBETCTBYIOT YCTaHOBAEHHbIM [MpunoxkeHmem N 1 K
HacToAwmMMm MpaBunam TpeboBaHMAM Knacca YUCTOTbl He HUMXKe Knacca D. HeobxoamMmo vcnonb3osaTtb
COOTBETCTBYHOLLYIO OAEXKAY, BKAKOYAA MACKM Ha Anue U nepyaTku. Bce apyrve onepauum ¢ OTKPbITOM
NpoAayKLMein B XoAe TEeXHONIOFMYECKOro Npouecca AOJ/IKHbI OCYLLEeCTBAATLCA B YC/0BMAX, KOTopble
YA0BNETBOPAIOT COOTBETCTBYHOWMM TpeboBaHMAM, ycTaHOBNEHHbIM MpunoxeHnem N 1 K HacToAwmMMm
Mpasunam.

29. (5.2) B cooTBeTcTBUM C TpeboBaHMAMMU, yCTaHOBAEHHbIMK MpunoxkeHnem N 1 K HacToAwMm
MpaBunam, [OMKEH OCYLLECTBAATBCA PErynapHbii MOHWUTOPWHI MPOM3BOACTBEHHON OKpYKatoLLel
cpeabl, 0CO6EHHO BO Bpems OTKPbIBAHWA KOHTEMHEPOB C M/Aa3MOM, a TaKXe BO Bpems MpOLLEeCccoB
OoTTamBaHMA U 06beanHeHUA. [LoNKHbI 6biTb YCTaHOBAEHbI KPUTEPUN MPUEMIEMOCTU.

30. (5.3) Npn nponsBoacTBE NEKAPCTBEHHbIX MPENApPaToB, NOJYY4aeMbIX U3 AOHOPCKOM MAasmbl,
OO/MKHbI  MUCNONBb30BaTbCA COOTBETCTBYIOWME METOAbl WMHAKTMBALMW WUAWM  yAaNeHUs BUPYCOB MU
NPUHMMATLCA Mepbl MO NPeAOTBPALLEHUID KOHTaMMHaumu o06paboTaHHON NpoAyKUMM elle He
obpaboTaHHON npoaykumen. [ns cTaguini TEXHONOFMYECKOro npouecca, KoTopble NpoBOAATCA nocse
BMPYCHON WHAKTMBAUMM, HEOBXOAMMO WCMNO/Ab30BaTbh CheLManbHO MpeaHa3HaYeHHble OTAe/bHbIe
nomeLleHnA 1 obopyaoBaHue.

31. (5.4) Ana Toro ytobbI HE CO34aBaTb PUCKU KOHTAMMUHALLMK TEKYLLETO MPOU3BOACTBA BUPYCaMU,
KOTOpble WCMOAb3YIOTCA BO BpPemMA BaAMAALMOHHbLIX WCMbITAHWA, BanuMAaumMa METOLOB CHUMKEHUA
KONMYeCcTBA BUPYCOB He [0/KHA MPOBOAUTHCA C MCMOJIb30OBAHMEM MPOU3BOACTBEHHbBIX TEXHUYECKMX
cpeacTs. Bananpaunio B yKazaHHOM c/ly4ae Heob6XxoaMMO NPOBOAUTL B COOTBETCTBMM C TpeboBaHUAMM,
YCTAHOBAEHHbIMW COOTBETCTBYHOLWMMMU HOPMATUBHbBIMM NPaBOBbIMKW akTamm Poccuiickoin ®eaepauymm.

VII. IPONU3BOACTBO (6)
McxoaHoe cbipbe

32. (6.1) UcxoaHoe cbipbe AOMKHO OTBeYyaTb TpeboBaHMAM [ocyaapcTBeHHOM dapmaKoneun
Poccuiickoit ®epepaunn, a TakxKe yA0BAETBOPATb YCA0BUAM, KOTOPbIE COAEPMKATCA B COOTBETCTBYOLLEM
perncTpauuoHHOM A0Cbe, B TOM YMC/Ae B OCHOBHOM A0Cbe M1a3mMbl. YKa3aHHble yC/I0BMA BKAKOYAKOTCA B
[oroBop (NyHKT 16 HacToswero MNMpuaoXxKeHUs) mexay opraHusaumen No B3ATUIO U NPOBEPKE KPOBU U
npeanpuATMem no ppakumoHnpoBaHuto nMbo npoussoantenem. CobnoaeHme yKasaHHbIX TpeboBaHuii
HeobX04MMO KOHTPOIMPOBATL C MOMOLLbIO CUCTEMbI KayecTsa.

33. (6.2) NcxoaHoe cbipbe AnA Nporpamm GpPakLMOHUPOBAHUA MO AOrOBOPY ANA TPETbMX CTPaH
OOMKHO COOTBETCTBOBATL TPeH6OBaHMAM, NPeayCMOTPEHHbBIM NYHKTOM 9 HacToAwero MpunoxkeHus.

34. (6.3) B 3aBUCMMOCTM OT TMna cbopa (Hanpumep, c6op LENbHOM KPOBU MAM aBTOMATUUYECKUIA
adepes) moryt notpeboBatbcA pasnuyHble cTagum obpaboTkM. Bce cTaamm obpaboTkm (Hanpumep,
pasgenieHne, B TOM YMC/e LeHTPUPYrnpoBaHmne, oTbop npob, MapKMPOBKA, 3aMOpPaXKMBAHWE) AONKHbI
6bITb ONpeseneHbl B UHCTPYKUUAX.

35. (6.4) Heobxoammo nsberatb Kakoro-nnb6o nepenyTbiBaHUA eanMHUL, M 06pa3LoB, 0COBEHHO BO
BPEMA MApPKMPOBKM, a TaKXKe KAKOM-IMOO KOHTAaMMHaLMW, Hanpumep, Npu OTpPe3aHUMM CErmeHTOoB
TPYOOK MM YKYNOPUBAHUN KOHTENHEPOB.

36. (6.5) 3amoparkmMBaHue ABNAETCA KPUTUYECKOW CTaguein BblAeNeHUs NPOTEMHOB, KOTOpble B
nnasme ABAAOTCA NabUNbHbIMKM, Hanpumep, ¢aKkTopos cBepTbiBaeMocTn. [lo 3ToN npuumHe
3aMOpaXKMBaHWE AONKHO OCYLLECTBAATLCA C MOMOLLbIO BaIMAMPOBAHHbIX METOA0B KaK MOXHO bbicTpee
nocne B3ATMA Kposu. [lpu 3Tom HeobxogMmo npuaeprkmsaTbca TpeboBaHW [ocyaapCTBEHHOM



dapmakonen Poccuiickoin Pepepaumnm.

37. (6.6) YcnoBus xpaHeHUs M TPaAHCNOPTUPOBKM KPOBWU WAM MAasMbl K NPeanpuatuio no
dpPaKUMOHUPOBAHMIO AO/IXKHbI ObITb ONpeaeneHbl U AOKYMEHTaslbHO 0dOPM/IEHbI HA BCeX 3Tanax Lenu
noctaBku. Mpegnpuatne no GpakUMOHUPOBAHMIO HEOBXOANMMO YBEAOMATb O /IOObIX OTKAOHEHMAX OT
YyCTaHOBNEHHON TemnepaTtypbl. Heobxogumo ucnonb3oBaTb 060pyAOBaHME, KOTOpPOE MPOLJIO
KBannduKaLmio, U npoLeaypbl, KOTOpble NPOLWIW BaANAaLMIO.

OueHKa v Bblgaya paspelleHna Ha BbIMYCK NAasmbl
ANA GpaKLMOHNPOBAHUA, UCMOb3YEMOM KaK MCXOAHOE Cbipbe

38. (6.7) PaspeweHune Ha BbINyCcK Naasmbl g GpakUMOHMPOBaAHUA (M3 KapaHTWUHA) MOXKeT
NPon3BOAUTLCA TO/MIbKO MOCPEACTBOM CUCTEM UM npoueayp, KoTopble obecneuymBaloT KayecTso,
HeobxoaMmoe ANA NPOU3BOACTBA FOTOBOM NpoayKLmMuK. Nnazma moKeT 6biTb NOCTaBAEHA NPeAnPUATUIO
no ¢pPaKLMOHMPOBAHUIO WKW NPOU3BOAUTEND TONIbKO MOCAE [AOKYMEHTANbHOrO NOATBEPKAEHUA
OTBETCTBEHHbIM JIMUOM (MW B C/y4ae B3ATUA KPOBM MAW MAA3Mbl B TPETbUX CTPaHax - JIMLOM C
aHaNIOMMYHBbIMM  00A3aHHOCTAMM U KBanuMbuKaumen) Toro, YTo naasma gna ¢GpakuMOHMPOBAHMA
cooTBeTcTBYeT TpeboBaHUAM U cneunduKaLmMam, YCTaHOBAEHHbIM B COOTBETCTBYIOLWMX AOrOBOpax, a
TaKKe TOro, YTo BCe CTaguu Bblan NpoBeAeHbl B COOTBETCTBUM C HAacToAWMMM MNpaBunamu.

39. (6.8) Wcnonb3oBaHWE BCEX KOHTEMHEPOB C naasmon Ans  GpakuMOHWPOBAHUA NpU
NOCTYN/IEHUN Ha NpeanpuaTve No GPaAKLMOHMPOBAHMIO AOMKHO ObiTb paspeLleHo YNOJHOMOYEHHbIM
iMLoM. YNONHOMOYEHHOE INLO AOJIKHO MOATBEPAMTb, YTO Naasma COOTBETCTBYET BCeM TpeboBaHMAM
dapmaKkonenHbix cTtaTen [locypapctBeHHoM dapmaKkonen Poccuitickon @Pegepaumm, a  TaKxKe
YO0BNETBOPAET YCA0BUAM COOTBETCTBYIOLLLErO PErnCTPaALMOHHOIO A0ChE, B TOM YMC/le OCHOBHOIO A0Cbe
Niasmbl, MU B Cly4ae UCMONb30BaHUA MAa3mMbl 418 nporpamm GpPaKkLMOHUMPOBAHUS MO AOrOBOPY AN1A
TPEeTbUX CTPaH BCeEM TPebOBaHUAM, NPeAyCMOTPEHHbIM MYHKTOM 9 HacToAwero MpunoxeHus.

Ob6paboTKa naasmbl 4nA GPaKLMOHUPOBAHUA

40. (6.9) Craguun npouecca GppakUMOHMPOBAHUA PA3ANYAIOTCA B 3aBUCMMOCTM OT MPOAYKUMU U
npoussogutens. Kak NnpaBuao, OHM BKIKOYALOT pasinyHble onepaunn GpakLMoOHMPOBaHUS, @ HEKOTOpble
M3 HUX MOTYT CNOCOBCTBOBAaTb MHAKTUBALUW MU YAANEHUIO BO3SMOXKHON KOHTaMUHaL MK,

41. (6.10) JonxHbl 6bITb YCTaHOB/EHbI TPeboBaHUA K npoueccam obbeauHeHus, otbopa nNpob us
06begMHEHHON nnasmbl, GPAKLMOHMPOBAHMA U WHAKTUMBAUMU WAM YAANEHUA BUPYCOB, KOTOPbIE
Heobxoaumo cobaoaaTh.

42. (6.11) MeTozbl, MCNoNb3yeMble B NPOLLECCe BUPYCHOM MHAKTUBAL MK, HEOBXOAMMO NPUMEHATb
CO CTpOorMm cobnogeHnem BaAMAMPOBAHHbLIX Npoueayp. Takne meToabl [OMKHbI COOTBETCTBOBATH
MeToAaM, KoTopble 6blM MCNOAb30BaHbl NPU BaMAALMM NPOLLeayp BUPYCHON MHAKTUBALMK. [LONKHO
NpoBOAMTLCA TLATENIbHOE pacc/iefoBaHUE BCEX HeyAaBLUMXCA NPoueayp BUPYCHOM WMHaKTMBALMW.
CobntogeHne BaNNMOMPOBAHHOIO TEXHOMOTMYECKOro npouecca fABAAETCA OCODEHHO BaXKHbIM B
npoueaypax CHUXEHUA KOIMYECTBa BUPYCOB, NOCKO/IbKY KaKMe-1Mbo OTKAOHEHUs MOTYT NpeacTaBAATb
pUCKM ana 6e30nacHOCTM roTOBOM NPOAYKUMU. [OMKHbI ObiTb B HanuMuMM npoueaypbl, KoTopble
YUYUTbIBAIOT YKa3aHHbIE PUCKMU.

43. (6.12) Kakylo-n1Mbo noBTOpHYyO 06paboTKy MM nepepaboTKy MOMKHO MPOU3BOAUTL TObKO
nocne NPoBeAeHUA MePONPUATUIA MO YNPABAEHUIO PUCKAMM A1A KayecTBa U TOJIbKO Ha onpeaeneHHbIX
CTagMAxX TEXHONOMMYEeCKOro npoLuecca, YTO YKasbiBAaeTca B COOTBETCTBYHOLLEM MPOMbIWJIEHHOM
pernameHTe.

44. (6.13) JonxHa 6bITb OpraHM3oBaHa cUCTeMa A1s YeTKOro pasgenieHua u (Mau) pasnnuyeHus
JIeKapPCTBEHHbIX MPenapaToB WM NPOMENKYTOYHOM NPOAYKLMMN, KOTOPbIE MPOLL/IM U KOTOPbIe He NPOLLAK
npoueaypy CHUMXEHMA BUPYCHOM HarpysKu.

45. (6.14) B 3aBMcMMOCTM OT pesy/bTaTa TWATE/NbHO MNPOBEAEHHOro npouecca ynpaBaeHUs
pUCKamMm (C y4eTOM BO3MOMKHbIX OTANYUI B SNUAEMMONOIMYECKMX AAHHbIX) MOXKET ObITb pa3pelleHo
NpPoM3BOACTBO MO MPUHUMMNY NPOU3BOACTBEHHbIX LMKIOB B C/ly4ae, eC/IM Ha OAHON NPOU3BOACTBEHHOM
naowaske obpabatbiBaloT NAA3My WAW MPOMENKYTOUHYIO MPOAYKLMIO PAa3/IMYHOIO MPOUCXOXKAEHUS,
BK/ItOYas Heobxoanmble Npoueaypbl YETKOrO pasfesieHna 1 Hasinume YyCTaHOBAEHHbIX BAMANPOBAHHbIX



npoueayp o4UCTKU. TpeboBaHMA ANA TAKMX MEPONPUATUN [ONKHbI OCHOBbLIBATLCA Ha COOTBETCTBYHOLLMX
HOPMaTUBHbIX NPABOBbIX akTax Poccuickoit Pepepaunn. C NoMoLLbIO Npouecca ynpaBaeHUA pPUCKamm
JoMmKeH bbITb peLleH BONPoc 0 Heo6XoAMMOCTM MCNONb30BaHMA ChelmManbHoro obopyaoBaHMA B caydae
peanusaunmn nporpamm GpakLMOHNMPOBAHMA MO A0rOBOPY C TPETbUMU CTPAHAMMU.

46. (6.15) CpoK XpaHeHUs ANnA NPOMENKYTOUYHON NPOoAYKUUM, NpeAHa3HauyeHHOW ANA XpaHeHus,
HeobXxo0a4MMO yCTaHaBAMBATb Ha OCHOBAHUM AaHHbIX O CTaBUAbHOCTH.

47. (6.16) [onKHbl ObITb YCTAHOBAEHbI U AOKYMEHTaIbHO 0popMaEHbl TPEOOBAHUA K XPaHEHUIO U
TPAHCMOPTMPOBKE MPOMENKYTOUYHON NPOAYKLUM N TOTOBbIX IEKAPCTBEHHbIX NPENAPATOB Ha BCEX 3Tanax
uenu noctaBoK. Heobxoammo wncnosb3oBatb 060pyAOBaHWE, KOTOPOE MNPOLWAO KBanuduKauumio, U
npoleaypbl, KOTOpPble NPOLUAN BAaANAALUIO.

VIIl. KOHTPOJ1b KAYECTBA (7)

48. (7.1) TpeboBaHMA K MUCMbITAHUAM Ha BMPYCbl MAW Apyrue MHOULMPYIOLWME areHTbl AOJKHbI
YCTaHaB/MBATbCA C YYETOM HOBbIX 3HAHMI 06 MHOULMPYIOWMX areHTax M Haanuna BaUAMPOBAHHbBIX
MEeTOZ,0B UCMbITaHUA.

49. (7.2) NepBblii OAHOPOAHBIN NMyA NAa3Mbl (Hanpumep, Noc/ie OTAeNEeHUA KpuonpeuunuraTa ot
nn1asmbl) HEOBXOAMMO KOHTPOIMPOBATb C UCMONb30BaHMEM Ba/IMAMPOBAHHbLIX METOLOB C HaA/1exKallei
YYBCTBUTE/IbHOCTbIO WM CNELUOUYHOCTBIO COMIAaCHO COOTBETCTBYHOLWMM (GAapMaKoMNeHbIM  CTaTbAM
locypapcTtBeHHoM dapmaKkonen Poccuiickon deaepauymu.

IX. BbIJAYA PA3SPELLEHMSA HA BbINYCK NPOMEMYTOYHOM U rOTOBOM
MPOAYKLIMM (8)

50. (8.1) OonKeH bbITb paspelLeH BbiMyCK TOIbKO TaKMX CEpPUiA, KOTopble NPOU3BEAEHbI U3 NY/I0B
naasmbl, MPU3HAHHbIX B pPe3y/nbTaTe KOHTPO/A HEeraTMBHbIMW B OTHOLIEHMW MApPKEPOB BUPYCHbIX
MHPeKLNN, nepesaBaeMbiX Yepe3 KPOBb, a TaKKe COOTBETCTBYOLWMMKN TpeboBaHMAM dapMaKonenHbIX
cTaTelt [ocymapcTBeHHoOM dapmaronen Poccuitickoit Pepepaumnmn (BKAOUaAa Kakne-nnbo cneumasnbHble
npegesbl, OrpaHMYMBalOWME COAEPKAHNE BUPYCOB) U YTBEPXKAEHHBIM cneumdUKaumam (B 4acTHOCTH,
OCHOBHOMY [0Cb€ M/13a3Mbl).

51. (8.2) Bblgaya paspelueHns Ha BbIMyCK MPOMEXKYTOYHOW NPOAYKLMW, NpefHa3Ha4YeHHON ans
JanbHenwen 06paboTKM  BHYTPUNPOM3BOACTBEHHOW MAOWAAKM  WAM  NOCTAaBKM  Ha  OPYryio
NPOW3BOACTBEHHYIO N/OLWAAKY, @ TaKXKe BblAaya paspelleHnAa Ha BbIMYCK FOTOBbIX JIEKAPCTBEHHbIX
NpenapaToB AO0/KHbI OCYLLECTBAATLCA YNONHOMOYEHHbIM ANLOM C cOBAOAEHMEM YCTAaHOBAEHHbIX
TpeboBaHUMN.

52. (8.3) YnonHomouyeHHOe /MU0 [AOMKHO OCYLLeCTBAATb BblAayy paspeleHuss Ha BbIMycK
NPOMENKYTOYHON MAM FOTOBOM NPOAYKUWMW, UCNONb3yeMOM Ana nporpamm ¢GpakuMOHMPOBAHUA MO
[0roBOpy A/1A TPETbMX CTPaH, HAa OCHOBAaHUM HOPMATWMBOB, COM/IACOBAHHbIX C 3aKAa34YMKOM, a TaKXke B
COOTBETCTBMM C TpeboBaHUAMM HacToAwmx [paBun. Ecnv TakMe feKapcTBeHHble npenapaTbl He
npefHasHavyeHbl AnAa nNpumeHeHua B Poccuitickot Pepepauuu, K HUM MOFYT He MPUMEHATLCA
TpeboBaHMA papmaKonerHbix cTaten FocyaapcTBeHHOM dapmakoneun Poccuitckoin Pepepauymn.

X. XPAHEHWVE OBPA3LOB MY/10B N/1IA3MbI (9)

53. (9.1) OauH nyn nnasmbl MOXKeT BbiTb UCMOAb30BaH A4 NMPOM3BOACTBA HECKONbKUX CEpUit u
(nnn) nekapcTBeHHbIX npenapatoB. KoHTponbHble 06pasubl Ka)Agoro nyna nnasmbl, a TaKke
COOTBETCTBYIOLME 3aMNUCU AOMKHbI XPaHWUTbCA HE MeHee OAHOro rofda Moc/ie OKOHYaHWA CpoKa
XpaHeHMA Noay4eHHOro M3 3TOro Myna IeKapCTBEHHOro npenaparta ¢ HaubobLNM CPOKOM XpPaHeHUA U3
BCEX /IEKAPCTBEHHbIX MPEnapaTos, NOAYUYEHHbIX U3 3TOrO NyAa naasmbl.

XI. YOANEHWE OTXO/0B (10)

54. (10.1) HeobxogmMmo yTBepAUTb Npoueaypbl 6€30MacHOro XpaHeHusa U yganeHuMa OTX0A40B,
0[HOPA30BbIX M 3abpaKoBaHHbIX MaTepuanoB (Hanpumep, KOHTAMUHUPOBAHHBLIX eguMHUL, eANHUL, OT



MHPUUMPOBAHHbLIX AOHOPOB, a TaKMKe KPOBM, MAa3Mbl, MPOMENKYTOUYHOW MNPOAYKUMM WAM FOTOBbIX
NIeKapCTBEHHbIX NpPenapaTtoB C WCTEKWMM CPOKOM FOAHOCTM), YTO AO/MKHO odopmMAAThbCA
AOKYMEHTa/IbHO.

Mpunoxenne N 15

K MpaBunam opraHmsaumnm
NpPOu3BOACTBA M KOHTPONA KayecTBa
NleKapCTBEHHbIX CpeacTs

KBAJIMOUKALMA N BATUOALNA
I. IPNMHLUMN

1. B Hactoswem [puaoXKeHUU W3N0MKeHbl TpeboBaHMA K KBaAnduKauum W BaNMAALMM,
NPMMEHMMbIE K NPOM3BOACTBY JIEKAPCTBEHHbIX NpenapaToB. C Lenblo AoKasaTe/bcTBa COOTBETCTBUA
NnapamMeTpPoOB KPWUTMYECKMX npoueccoB (0bopyaoBaHMsA) 3adaHHbIM TpeboBaHUAM MPOU3BOAUTENN
AOMKHbI NPOBOAUTL BaAMAALMIO MPOLECCOB M 060pYAOBaHMA, MCMOAb3yeMbIX NPU NPOU3BOACTBE
NeKapCTBEHHbIX CPeACTB. Bannpauusa TakKe MpoBOAUTCA MNPU  CYLWLECTBEHHbIX W3MEHEHUAX B
nometieHusx, o6opyaoBaHUM M NpoLEeccax, KOTopble MOryT OKa3aTb BAMSAHME Ha KauecTBO MPoAyKLMK.
[na onpeaeneHns coctaBa M obbema paboT No BaAMAaLMM HeobXoAMMO MCMONb30BaTb MOAXOA,
OCHOBaHHbI Ha OLEHKE PUCKOB.

II. TTAHUPOBAHUE BAJTMOALUN

2. Bcio pgeATenbHOCTb MO BaAMgauuMuM HeobxoAuMMO MNAaHWPOBaTb. KAloyeBble 3/7eMEeHTbI
nporpammbl BaivAaumm HeobXoAMMO YeTKO onpeaenntb U opoPMUTb AOKYMEHTa/NbHO B OCHOBHOM
naaHe Ba/MAaUMKN UM aHANOTUYHbIX AOKYMEHTaX.

3. OCHOBHOWM NnaH BaAvMZauMuM AO/MKeH 6biTb 0606LAOWMM AOKYMEHTOM, COCTaBAEHHbIM B
JTAaKOHMYHOM, TOYHOM U ACHON popme.

4. OCHOBHOW N/1aH BafMAaunn LO/IKEH COAEPIKaTb, B YaCTHOCTH, Cleayolwyto MHGOPMaLMIO:

a) (a) uenb NnpoBeaeHMA BanMaaLNu;

6) (b) opraHn3aUMOHHYO CXeMy AeATe/IbHOCTU MO Banuaaumu;

B) (c) nmepeyeHb Bcex MOMELLEHUN, CUCTEM, ODOOPYAOBAHUA U MPOLLECCOB, MOAJENKALLUX
BaNNAALMM;

r) (d) dopmy pokymeHTauumn B Buae Gbopmbl, KOTOPYLO CAeAyeT UCMOAb30BaTb A8 NPOTOKON0B U
OTYETOB;

A) (e) nnaHupoBaHue u rpadmK BbiNoOJHEHUA PaboT;

e) (f) KoHTponb UameHeHUN;

) (g) CCbINKM Ha CyLLecTBYIOLLME AOKYMEHTbI.

5. B cnyvae ocyLecTBeHNA KPYMNHbIX MPOEKTOB MOMET BO3HUKHYTb HEOBXOAMMOCTb COCTaBIEHNA
OTAe/IbHbIX OCHOBHbIX NJ1aHOB BaAnAaLMN.

. BOKYMEHTALNA

6. Heobxoammo pa3paboTaTb MMCbMEHHbIA MPOTOKOA C YKa3aHUAMM OTHOCUTENIbHO TOrO, Kaknm
obpasom byayT nposeaeHbl KBanMdMKauma U BanmMaauua. Takoi NPOTOKOA AonxKeH 6biTb NpoBepeH u
yTBepKAeH. B NpoToKo/1e A0MXKHbI 6bITb YKa3aHbl KPUTUYECKME 3TaMbl U KPUTEPUU NPUEMTEMOCTH.

7. OonskeH 6bITb NOArOTOBAEH OTYET C NEePEKPECTHbIMU CCbIIKAMW Ha NPOTOKO KBanudbuKauum 1
(nnn) Bannpaunm, 0606WaOWMIA NONYYEHHbIE Pe3ynbTaTbl, COAEPMKALLNN KOMMEHTapUM OTHOCUTENBHO
NoBbIX 3aMeUeHHbIX OTKIOHEHUI U BbIBOAbI, BK/IOUYaA peKoMeHayemMble U3MeHeHUs, Heobxoaumsblie ana



YCTPaHeHUA OTKNOHeHUI. Jllobble N3MEHEHWA, BHECEHHbIe B MNJaH, KOTOPbIM NpuBedeH B MPOTOKOIE,
Heo6XxoANMOo 0bOPMAATL AOKYMEHTAIbHO C COOTBETCTBYHOLMM 060CHOBaHMEM.

8. locne ycnewHoro 3aseplleHMA KBanuMbuKaumMm HeobxoaMmo odopmuTb oduLManbHoe
NMCbMEHHOE paspelleHmre ANs nepexoaa K caeayloulemy stany KBaandukaumm v Banmaaumnm.

IV. KBAJIMOUKALINA
KBanndukaumsa npoekra

9. lMepBbiM 3/1€MEHTOM MPOBEAEHUA BaAUAALUMMN HOBbLIX NOMELLEHMI, CUCTEM UAK 0bopyaoBaHUA
ABNAETCA KBAIMPUKALMA NPOEKTA.

10. HeobxoaMmo nokasaTb U AOKYMEHTa/NbHO OPOPMWUTL COOTBETCTBME MpPOEKTa TpeboBaHMAM
HacToawwmx Mpasua.

KBanudukaLmsa MoHTaxKa

11. KBanuduKaumio MOHTaXKa HeobxogMmo MNPOBOAUTb ANA HOBbIX MAM MOAUDULMPOBAHHbLIX
NomeLLeHWUi, cucTtem 1 060pya0BaAHUA.

12. KBanndukauma MoHTaxKa AO/KHA BKAKOYATL CAeAylolme 3N1eMeHTbl (HO He orpaHuMYMBaTbCA
UMK):

a) (a) npoBepKy MoHTaxKa obopyaoBaHuaA, TPybonpoBoAOB, BCMOMOraTe/IbHbIX CUCTEM M NPUBOPOB
Ha COOTBETCTBME YTBEPXKAEHHOMY MPOEKTY, BK/OYAA TEXHUYECKYID [AOKYMEHTAUMIO, YEpTEXM U
cneundukaymm;

6) (b) oueHKY NONHOTbI U COMOCTaBNEHNE MHCTPYKLMIA NOCTaBLLIMKA MO 3KCNIyaTaunmn m paborTe, a
TaKxe TpeboBaHUM K TEXHUUYECKOMY 06CNYXKUBAHUIO;

B) (c) oueHKy TpeboBaHMit K KannbpoBKe;

r) (d) npoBepKy maTepranos, UCNOAb30BAHHbIX B KOHCTPYKLMAX.

KBannoumkauma pyHKLUMOHNpPOBAHUA

13. KBanmoukaumsa GyHKLMOHMPOBAHUA A0MKHA CNef0BaThb 38 KBAaIMOUKALME MOHTAXKA.

14. KeanuouKkauma OYHKUMOHMPOBAHMA [AO/MKHA BKAOYATL ClAeaylowpme 31emMeHTbl (HO He
OrpaHMYNBATLCA UMWN):

a) (a) ucnbiTaHMs, cxoaA U3 3HAHWUIM O NpOLLECCAX, CUCTEMaX U 060pyAOBaHNY;

6) (b) wucnbitaHna ¢yHKUMOHMPOBAHUA obopyaoBaHMA nNpu paboumx napameTpax, pPaBHbIX
BEPXHUM U HUKHUM AONYCTUMbIM Npeaenam, To ecTb B yCAoBMAX "Hauxyalero caydan'.

15. YcnewHoe 3aBepleHne KBanuoduKaumm oYHKLUMOHMPOBAHMA [O/MKHO CnocobcTBOBaThb
OKOHYaTeNIbHOMY OGOPMIEHUIO MHCTPYKLMIA MO KannbpoBKe, SKCMyaTaLMM U OYUCTKE, NPOBEAEHUIO
0oby4yeHMA onepaTopoB, A TaKXKe YCTAaHOBAEHUIO TPebBOBaHUN K MPOOUNAKTUYECKOMY TEXHUYECKOMY
o6cnyxmBaHuto. ToNIbKO NOCAE 3TOMO 3aKa34MKOM MOXKET NPOBOAUTLCA MPUEMKA NMOMELLEHWUI, CUCTEM U
obopyaoBaHus.

KBanudukaums skcnayaTaumm

16. KBanuduKauma aKcnayatauuMn BbINOJHAETCA MOC/AE YCNEeWHOro 3aBeplieHns KBaauobuxkaumm
MOHTa)a 1 KBanndmkaumm GyHKUMOHUPOBAHHUA.

17. KeanuduKkaumsa 3KCnAyaTauumu OOMXKHA BKAOYATb caedylolime 31eMeHTbl (Ho  He
OorpaHNYMBaTLCA UMU):

a) (a) ucnbiTaHNA C MCNONb30BAHMEM MaTEPManoB, NMPMMEHSEMbIX B MPOU3BOACTBE, BbIOPaAHHbIX
3aMeHuTeNel C aHa/NoTUYHbLIMK CBOWCTBAaMM WAW MOAENMPYIOWEro npenapaTa, paspaboTaHHble Ha
OCHOBaHWM 3HAHWI O MPOLLECCE, @ TaK¥KE O TEXHUYECKUX CPeaCcTBaX, CMCTEMAX UAK 06opyA0BaHUY;

6) (b) ucnbiTaHMa npu paboymx napameTpax, PaBHbIX BEPXHUM M HUKHUM O0NYCTUMbIM
npegenbHbIM 3HAYEHUAM.

18. HecmoTps Ha TO, YTO KBanMPMKaUMA IKCNIyaTalMM PacCMaTPUBAETCA KaK OTAE/IbHbli 3Tan



paboT, B HEKOTOPbIX CAyyasax uUenecoobpasHO MNPOBOAWUTbL €e COBMECTHO C KeanuduKkaumen
bYHKLMOHNPOBaHMA.

KBanudukaums ycTaHOBAEHHbIX (MCMO/b3yeMblX) TEXHUUYECKUX
CpeAcTB, MOMeLEeHNn U 060pya0BaHMUA

19. HeobxoaMMmo MmeTb AaHHble, 060CHOBbLIBaKOWME U MOATBEPKAAOLWME coOTBETCTBUE paboumx
KPUTUYECKMX MNapameTpoB 3adaHHbiM TpeboBaHMAM. WHCTPYKUMKM MO  KanMbpoOBKE, OYMUCTKE,
NPOGUNAKTUUECKOMY TEXHUYECKOMY OBCAYXMBAHMIO M 3KCMAyaTauuKu, a TakKe no obyyeHuio
onepaTopoB v BeAEHMWIO OTYETOB A0/KHbI 6bITh LOKYMEHTaIbHO 0DOPMAEHbI.

V. BAIMMOAUNMA NPOLECCA
Ob6wme TpeboBaHMA

20. TpeboBaHWA W MPUHLMMbI, U3NOXKEHHble B HacToAwem [IpUAOXKEHUN, MPUMEHUMbI K
NPOM3BOACTBY NIeKapcTBeHHbIX Gpopm. OHM PacnPOCTPaHAIOTCA Ha NepBOHaYabHYO BaANAaLMNI0 HOBbIX
NpoLLeccos, NOCAeAyoLWYI0 BaAnaaLuio M3MeHeHHbIX MPOLEeccoB M NOBTOPHYIO BaAnaaumio.

21. Bannpauma npouecca, Kak NpaBuio, A0/XHa 6biTb 3aBeplleHa A0 Hadyana peanMsaumun u
NpoAaXu NeKkapcTBeHHOro npenapara (MepcnekTMBHan Baanaauma). B UCKNOUUTENbHBIX ClyYasX, Koraa
Takaa BanMAaUMA HEBO3MOXHA, MOXET BO3HUKHYTb HeobXoAMMOCTb nNpoBeAeHUA BanuaaLmUm
MPOLILeCCOB BO Bpems TeKyLLEero nponssoAcTsa (conyTcTeytollan saanaaums). Npouecchbl, KOTopble yxe
NPOBOAMNCL B TEUEHME HEKOTOPOro BPEMEHM, TaKKe nogasexart Baangaumm (perpocnektusHas
BaAnaaumsa).

22. icnonb3yemble NMomeLlleHns, cuctembl M 060pyaoBaHMe A0NXHbI BbiTb KBaAMPULMPOBaHDI, a
aHa/UTUYECKME METOAMKM WCMbITaHWM - BanuaMpoBsaHbl. [lepcoHan, NPUHUMAIOLWMIA ydacTue B
nposeAeHUU Baanaaumm, 4oaKeH 6biTb COOTBETCTBYHOLMM 06pa3om obyYeH.

23. HeobxoaMmo NpoBOAMTL NEPUOAMYECKYIO OLLEHKY MOoMelleHuin, cuctem, obopyaosaHua u
MPOLLECCOB C Le/bio NOATBEPKAEHUA UX PaboTbl B COOTBETCTBUM C 3aA4aHHbIMKU TpeboBaHUAMMU.

nepCI'IEKTMBHa‘r'I Banmaauua

24. MNepcneKkTMBHasA BaAnMAaUMA AO/KHA BKAOYATb Caeaytolme 31eMeHTbl (HO He orpaHMuYnMBaThCA
UMK):

a) (a) KpaTKoe onucaHue npouecca;

6) (b) nepeyeHb KPUTUYECKMX CTagMI NpoLecca, NogNeXKalnx UcciefoBaHNIo;

B) (c) nmepedyeHb WcnoNb3yembix NomeleHUMn K obopyaoBaHMa (BKAOYAA W3MeEpUTENbHOE,
KOHTPO/bHOE, perucTpupytowee obopyaoBaHme) ¢ yKkazaHMeM cBegeHnin 06 nx kannbposke;

r) (d) cneundunKaymm Ha roToByto NPOAYKLMIO MPU BbIMYCKE;

4) (e) npn HeobxoAMMOCTN NepeYeHb aHAUTUYECKUX METOANK;

e) (f) npegnaraemble TOYKM KOHTPOA B MPOLLECCE MPOU3BOACTBA U KPUTEPUM NPUEMIEMOCTH;

*) (g) npu HeobxoaMMOCTU [AOMOAHUTE/IbHbIE UCMbITAHWUA, KOTOpble HEeobXoAMMO MPOBECTH,
BMECTE C KpUTEpMAMM NPUEMIEMOCTU U Baanaaumein aHaauTUYECKUX METOAMK;

3) (h) nnaH ot6opa npob;

un) (i) meToapbl perucTpaumm 1 oLEeHKM pesynbTaTos;

K) (j) dyHKUMM 1 06s53aHHOCTK;

n) (k) npeanonaraemblit rpaduK BbINONHEHUA PaboT.

25. C nomollblo YCTaHOBNEHHOrO mnpouecca (MCnosb3yas KOMMOHEHTbI, COOTBETCTBYIOLLME
cneunduKaumam) MOMKHO MNPOU3BECTU PAL, CEPUIA TOTOBOW MNPOAYKUMM MPU OBbIYHbLIX YCAOBUSAX.
TeopeTMyeckn KOAMYECTBO BbINOJIHEHHbIX MPOW3BOACTBEHHbIX LMKAOB M cAeflaHHbIX HabaoaeHui
OO/IKHO 6bITb A4OCTaTOMHbIM ANA TOro, YTO6bl NO3BOJ/IUTL YCTAHOBUTbL OBbIYHYIO CTEeNeHb U3MEHUYNBOCTH
M TEeHAEHUMM, a TaKKe NOoNy4YuTb HeobxoAMmoe KOAMYECTBO AaHHbIX ANA OueHKW. [na Banupaumu
npouecca cYMTaeTca A40CTaTOYHbIM BbINOAHUTL TPU NOCAEA0BaTEIbHbIE CEPUN UK LMKNA, MPU KOTOPbIX
napameTpbl HAXOAATCA B 3aaHHbIX Npeaenax.



26. Pazmep cepuu npy BannZaumm goaxeH 6biTb paBHbIM pasmepy cepuu npu NPOMbILAEHHOM
BbIMYyCKe NPOAYKLMUMN.

27. Ecan npeanonaraeTcA NpoAaska MAM NocTaBKa Cepuit, npous3BedeHHbIX MPU Baanaauuun, To
YCN0BMA WX MNPOM3BOACTBA AO/IKHbI MOIHOCTbIO COOTBETCTBOBATb PErUCTPaLMOHHOMY [OCbe U
TpeboBaHMAM HacToAWMX MpaBu, BKAOYAsA yA0BAETBOPUTE/bHbIN pe3ybTaT NpoBeaeHMs BaanMaaumm.

ConyrcTaylolLas BaaMaaums

28. B UCKAOUNTENbHbIX CAyYaaXx AOMYCKAeTca HauyMHaTb cepuitHOe NPOu3BOACTBO A0 3aBeplueHun
nporpammbl BaanaaLmu.

29. PelweHne O npoBeAeHUU COMNYTCTBYIOWEN BaAnpaumMm [OMKHO 6biTb 060CHOBaHO,
OOKYMeHTaNbHO 0hOPM/IEHO U YTBEPKAEHO IMLLAMU, UMEIOLLMMUK COOTBETCTBYIOLLee NOTHOMOYME.

30. TpeboBaHUA K AOKYMeHTaUuK ANA CONyTCTBYHOLWEN Baanaaumm ABAAIOTCA TaKUMU Ke, KaKk U
TpeboBaHUsA, yCTaHOB/IEHHbIe AN1A NepCcneKTUBHON Banuaauunu.

PETpOCﬂeKTVI BHaA Ba/iMaaumnAa

31. PeTpocCneKTUBHas BaAngauMa MOXeT NPOBOAMTHLCA TONbKO ANA XOPOWO OTPaboTaHHbIX
npoueccos. MNpoBeaeHWe PeTPOCNeKTUBHON BanuAauMM He AOMNYCKaeTCs, eCAu B COCTaB MPOAYKLUMM,
TEXHONOTNYECKU npouecc uamn obopyaoBaHue HegaBHO bbbl BHECEHbI U3MEHEHUA.

32. PeTpocneKkTMBHaA BanMAaLMA YyKasaHHbIX MPOLLECCOB OCHOBLIBAETCA Ha NPeALIEecTBYIOLINX
AaHHbIX. Mpu 3TOM TpebyloTca cocTaBieHMe cneunanbHOro NPOTOKoIa U OTYeTa, a TaKXe nposedeHue
0630pa AaHHbIX NpeALlecTBYIOLLEN IKCMIyaTaLunm C BblAauyel 3aKaI04eHN 1 peKoMeHaaumnii.

33. CTOYHUKM AaHHbIX ANA TaKoW Banuaaumm A0/KHbI BKAOYaTb (HO He orpaHMumMBaTbhCa UMW)
3anMcuK No NPOU3BOACTBY M YNaKOBKe Cepuil MPOAYKLMM, KOHTPOJIbHbIE KapTbl NPON3BOACTBA, KYPHasbl
NpoBeAEeHMUA TEXHUYECKOro OB6CNYXKMBaHUA, AaHHble 06 U3MeHeHWAX B MNepcoHane, UccienoBaHWsA
BO3MOXHOCTEI npoLlecca, AaHHble O rOTOBOM MPOAYKLMM, B TOM YUCAE KapTbl TEHAEHUMI, a TaKKe
pe3ynbTaTbl U3yyeHMa ee cTabubHOCTU NPU XPaHEHUN.

34. Cepuu npoayKumu, oTobpaHHble ANA NPOBeAeHUs PEeTPOCMEeKTUBHON BaauAaLMKU, AO/KHbI
ABNATbCA  MpeAcTaBMTeNbHOM  BbIBOPKOM ANs  BCeX Cepuit, MPOM3BEAEHHbIX B  TeyeHue
paccmaTpuBaemoro nepuoaa, B TOM UMC/e BCeX Cepuid, He COOTBETCTBYIOWMX cneunduKkaumam.
KonnuectBo cepuit NpoayKuMM A0MKHO 6bITb AOCTATOUYHbIM ANSA TOro, YTObbl AOKa3aTb CTabUAbHOCTb
npouecca. [pyM npoBeAeHUM pPeTPOCNEKTUBHOW BaAMAauMM npouecca MoOryT noHagobutbes
OONOJIHUTENIbHbIE UCMbITaHUA apXUBHbIX 06pPa3LOB AN MONYyYeHUs HeobXoAMMOro Ko/myecTBa WM
HeobxoaMMmoro Buaa AaHHbIX.

35. Ans oueHKM cTabunbHOCTM nNpouecca Npu NpoBeAeHUU PEeTPOCNEKTUBHON BanMAaaLUM
HeobxoAMMO BbIMONHMTL aHanM3 AaHHbIX no 10 - 30 nocnefoBaTeNbHO MNPOU3BEAEHHBIM CEPUAM,
OZIHaKO MPU Ha/NNYMK COOTBETCTBYIOWEro 060CHOBAHMA KOIMYECTBO UCCAedyeMbIX CepUii MOXKeT bbiTb
YMeHbLUEeHo.

VI. BAIMOAUMA O4YNCTKU

36. Banngaumo o4MCTKM HEOBXOAMMO NPOBOAUTL ANA TOro, YTobbl NoaTBEPANTL 3GDEKTUBHOCTD
npoueaypbl o4ncTkU. Ob6oCHOBaHME BbiBpaHHbIX NpeaenosB AN NePeHOCUMMbIX OCTAaTKOB MNPOAYKTa,
MOWOLINX CPEeACTB, a TaKXKe MUKPOOHOW KOHTaMMHALMW [AO0/KHO OCHOBbLIBATbLCA Ha CBOMCTBaXx
NPUMEHAEMbIX MaTepuanoB. ITU NpeesibHble 3HAYEeHUS AO0/MKHbI ObiTb peanbHO AOCTUNXUMbIMU U
npoBepsemMbIMU.

37. [Ona o6HapyXeHuss OCTaTKOB WM  KOHTAaMWHAHTOB HeobxoAMMO  MCMNOJb30BaTb
BaAMAMPOBAHHbIE aHaNUTUYECKMe MeToauKKU. MMpeaen obHapysKeHua ANA KaxKAoW aHa/UTUYecKoM
METOAMKM O0/KEH ObiTb [AOCTAaTOUHbIM A5 TOro, YTOObl OOHAPYKUTb YCTAHOB/IEHHbIA AOMYCTUMbIN
YPOBEHb OCTaTKa UM KOHTaMUWHAHTa.

38. Kak npaBuno, HeobxoaMMO NPOBOAMUTL BaNMAALMIO TONIBKO NPOLLeAYypP OYMCTKM NOBEPXHOCTEM
0b0opy0BaHMA, KOHTAKTUPYOLWMX C NpoayKuuen. OgHako HeobxoaMmo yaensTb BHUMAHUE U AeTansim
obopynoBaHMA, He KOHTaKTUpylOWMM C npoayKumen. Heobxoammo npoBoAUTb BanuMAaaLumio



O/IMTENbHOCTU UHTEPBAZIOB BPEMEHU MEXJYy OKOHYaHMEM MpPOLLecca U OYMCTKOM, a TaKXKe Mexay
OUYMCTKOM WM Hayanom creaytollero npouecca. [JoNXHbl 6biTb onpeaeneHbl MeTOAbl OYUCTKUM MU
WMHTEPBaA/bl BPEMEHU MEXKIY NPoBeAeHUEM OUNCTKM.

39. [ina npoueayp OYUCTKM, CBA3AHHbIX C OYE€Hb CXOAHbIMM NPOAYKTAaMU U NpoLeccamu,
AOonycKaeTca BblbpaTb NpeacTaBUTENbHbINM PAA CXOAHbIX MPOAYKTOB M MNpoLeccoB. B Takux cayvasax
MOXHO MPOBECTU OAHO Ba/NAaLUMOHHOE WCC/NeloBaHME C MUCNONb30BaHWEM MoAaxoAa ''Hauxyalui
cnyyan”, npy KOTOPOM YUYTEHbI BCe KpUTMUecKme haKTopbl.

40. [Ona BanMaauMmu npoueaypbl OYUCTKM AOCTAaTOYHO YCMELWHOro npoBeAeHUs Tpex
nocnefoBaTebHbIX LIUK/I0B OUYUCTKMN.

41. MeTopa "mcnbITblBaTb 40 TEX MNOP, NOKa He byaeT YncTo" He 3ameHsAeT Ba/imaaumio npoueaypbl
OUUCTKM.

42. Echv ypansemblie BeLWeCTBa ABAAIOTCA TOKCUYHbIMW AN OMACHbIMK, TO B MOPAAKE UCKOYEHNS
BMECTO HUX MOXHO WMCMo/b30BaTb NpenapaTbl, Moaenupyrme GU3MKO-XMMUYECKME CBOMCTBA TaKMX
BELLLEeCTB.

VIl. KOHTPO/1b USMEHEHWU

43. MpousBoauTenb AOMKEH YTBEPAWUTb NpOLEeAypbl C OMUCAaHWEM AEeWCTBUIN, KoTopble
HeobXoAMMO NpPeanpPUHATb, eCNM NPeanosiaraeTcd M3MeHeHWEe MWCXOAHOro Cbipbsi, KOMMOHEHTOB
NPOAYKTa, TEXHOJ0rMYeckoro obopyaoBaHMA, MapameTPOB OKPYKAIOLWElN MPou3BOACTBEHHON cpeabl
(nnm yuacTka), cnocoba NpoM3BOACTBA UM METOAA KOHTPOAA uau ntoboe apyroe MsmeHeHUe, KOTopoe
MOXET MOBAUATb Ha KayecTBO MPOAYKLMU WAM BOCNPOM3BOAMMOCTL npouecca. Mpoueaypbl KOHTpOAA
N3MEHEeHWIn A0MKHbI 06ecneunTb NosyYyeHne A0CTaTOYHOro KO/IMYECTBa AaHHbIX ANA NOATBEpPXKAEeHUA
TOrO, 4YTO W3MEHEHHbI Mpouecc Mo3BoasAeT MoAyyaTb NPOAYKUMIO Tpebyemoro KauecTsa,
COOTBETCTBYHOLLYIO YTBEPKAEHHbIM cneundrKaumam.

44, Ha Bce W3MeHeHMs, KOTOpble MOrYyT OKasaTb B/JMAHME Ha Ka4yecTBo MNPOAYKUMWU WUAU
BOCMPON3BOAMMOCTb NPOLLECCa, A0/MXKHbl BbITb NMOAaHbI 3aBKM B pamMKax GpapmaLeBTUYECKOn cucTembl
KayecTBa. TakMe M3MeHeHUA A0/KHbI BbiTb AOKYMEHTaNbHO 0bOPMAEHbI, YTBEpPKAeHbl. Heobxoanmo
OLEHWUTb BO3MOMKHOE BANAHNE M3MEHEHUIN B MOMELLEHWNAX, CUCTEMAX M 060pyA0BaHUN HA NPOAYKLMIO,
B TOM 4MCNe MPOBECTU aHanM3 pPUCKoB. [o/XHbl 6biTb onpedeneHbl HeobXxoAMMOCTb M 0bbem
NOBTOPHOM KBanUPUKaLMKM U NOBTOPHOMN BanMaaLnu.

VIIl. TOBTOPHAA BAIMOALNA

45. HeobxoaMmo NpoBOAMTb MEPUOOMYECKYIO OLLEHKY MOMELLeHUI, cuctem, obopypoBaHus U
NPOLEeccoB, BKAKOYAA MPOUEAYPbl OYUCTKKU, A1A NOATBEPKAEHMA WX COOTBETCTBMA 334aHHbLIM
TpeboBaHMAM. Ecan cywecTBeHHble W3MEHeHWA OTCYTCTBYIOT, TO BMECTO MOBTOPHOW Banuaumu
[OCTaTOYHO COCTaBUTb OTYET, CBUAETE/IbCTBYIOWMI O TOM, YTO NMOMELLEHWA, CUCTEMbI, 060pPYAOBaHNE U
npoLeccbl COOTBETCTBYIOT YCTaHOB/IEHHbIM TPEBOBaHMAM.

IX. TEPMWHbI N OMPEAE/IEHNA

Ona ueneit Hactoawero MNPUAOXKEHUA KPOmMe TEPMMHOB W ONpeaeneHui, npeaycmMoTPEHHbIX
rnasow Il HacToAWwmx MpaBua, NCNONL3YIOTCA TaK}Ke CAeaytoLMe OCHOBHbIE NOHATUA:

aHaNM3 PUCKOB - METOA OLEHKM M ONUCAHMA KPUTUYECKMX NapameTpoB npu GyHKLMOHUPOBAHMUM
060pyA0BaHNA, CUCTEM MK NPOLLECCA B CBA3M C YCTaHOB/IEHHOW OMaCcHOCTbLIO;

BaNMAaUMA OUYUCTKM - OOKYMEHTaNbHO 0hOpMIEHHOe NOATBEpPKAEeHWe TOro, YTO YTBEPKAEHHaA
npoueaypa O4YMUCTKM obecneymMBaeT TaKyl 4MCTOTYy obopyaoBaHMA, KoTopaa Heobxoauma Aana
NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB;

Ba/MAAUMA MNpoLecca - AOKYMeHTasbHO odopmMeHHOEe MNOoATBEPKAEHWE TOro, YTo npoLecc,
BbIMNO/IHAEMbI B PaMKax YCTaHOBJAEHHbIX NapaMeTpoB, ocyLiecTeaseTcs 3¢peKTMBHO, BOCNPON3BOAMMO
M NPUBOAMUT K NPOM3BOACTBY JIEKAPCTBEHHOTO NpenapaTta, COOTBETCTBYIOLLENO 3apaHee YCTaHOB/IEHHbIM
cneumouKaLmMam 1 XxapaKTepmncTMKam KauyecTtsa;

KBa/IMOUKALMA MOHTaXKa - AOKYMEHTaslbHO 0hOpMAEHHOEe MOATBEPKAEHME TOro, YTO MOHTAX



NnomeLLeHni, cuctem M 0b60pyaoBaHMUA (YCTAaHOBAEHHbIX WAM MOAUPUUMPOBAHHBIX) BbINOSHEH B
COOTBETCTBMM C YTBEPKAEHHbBIM NPOEKTOM U PEeKOMEHAAUMAMM UX MPOM3BOANTENS;

KBaAMPMKaLMA MNpPoeKTa - [OKYMEHTa/ibHO OQGOpMIeHHOEe MNOATBEP)KAEHME TOro, 4TO
NPeaNOXKEHHbIN MPOEKT MPOU3BOACTBEHHbLIX MOMELLEHUI, 06OpPYAOBAHMA WM CUCTEM ABASAETCA
NPUroAHbIM 418 MPUMEHEHUSA NO HAa3HAYEHUIO;

KBannPuKauma GyHKLMOHMPOBAHUS - AOKYMEHTANIbHO O0POpPMIEHHOE NOATBEPKAEHME TOrO, YTO
nomeLLeHus, cuctembl n obopyaoBaHue (ycTaHOBAEHHbIE MU MOAUOULUPOBaAHHbIE) GYHKLMOHMPYIOT B
COOTBETCTBUM C NPeabABASEeMbIMU TPEOOBAHUAMM BO BCEX NPEAYCMOTPEHHBIX peXnumax paboTol;

KBaMPUKaLMA IKCMAyaTauum - [OOKYMEHTasbHO odopmaeHHoe MnoATBEPXAEHUE TOro, 4To
nomeLLeHuns, cuctembl U obopyaoBaHME NPU COBMECTHOM WMCMOJIb30BaHUU paboTatoT 3pPEKTUBHO U C
BOCMPOM3BOAMMBIMW  MOKA3aTeNAMM B  COOTBETCTBUM C  YTBEPXAEHHbIMM  TpeboBaHMAMM U
XapaKTePUCTMKaMM NpoL,ecca;

KOHTPONb W3MEHEHUA - [OKYMEHTaNbHO OQOPM/EHHBIN NOPAAOK, COMMACHO KOTOpPOMY
KBaNNPUUMPOBaAHHbIE MPeACTaBUTENN PA3/IMYHBIX CMEeuManbHOCTEN paccMaTpuBaloT MpenoXKeHHble
AN GaKTUYECKN BHECEHHbIE U3MEHEHWA, KOTOPble MOFYT MOBAMATb Ha BaANAMPOBAHHOE COCTOSHME
nomeLleHnin, obopynoBaHUA, CUCTEM WAM npoueccoB. Llenb TaKoro KOHTpoAa - onpenenvtb
HeobXxo4AMMOCTb MEPONPUATUI, KOTOpble AOAXHbI ObecneynTb UM [AOKYMEHTA/NIbHO YAOCTOBEPUTH
noageprKaHne CUCTeMbl B BaAINAMPOBAHHOM COCTOAHUMU;

MOAENVPYIOWMIA NpenapaT - MaTepuasn, KOTOpbIM MO CBOMM GUIMYECKMM U, MO BO3MOXKHOCTH,
XMMMWYECKMM XapaKTepPUCTMKaM (Hanpumep, BA3KOCTM, pasmepam 4actuu, pH) 6aM30Kk npoaykrty, B
OTHOLUEHMM KOTOPOro MpPoBOAMTCA Banngauma. Bo MHOMMX cydasx 3TUMM XapaKTEPUCTUKAMMU MOKET
obnapatb cepus npenaparta-nnauebo (NpoayKTa, He coaep Kallero papmaueBTUYECcKOl cybcTaHumun);

HaMXyAWWin cnydal - onpegeneHHble CTaH4APTHLIMU OMEePaLMOHHBIMK NpoLeaypaMn yCcioBuA
WUAN KOMMJIEKC YCNOBUW, OTHOCALLMECS K BEPXHUM M HUXKHUM NpefesibHbiM 3HayeHusm pabounx
napameTpoB MpoLecca M CBA3AHHbIM C HUMKU aKTopam, KoTopble 06ycnoBAMBaOT HaMbOJbLIYIO
BEPOATHOCTb MOABAEHMA €OOs B npouecce UaM 6paka B MPOAYKTE MO CPABHEHUIO C UAeaNbHbIMM
ycnosuamn. Takue ycioBua He 06s3aTesibHO NPUBOAAT K COOI0 B MpoLLecce Wau noasaeHuto bpaka B
NpPoAyKTe;

nepcneKkTMBHas BanuZaums - BaAngaumsa, BbINOJHAEMasa A0 Hayana CepuiiHOro NPowusBOACTBa
NpoAyKLMK, NpeaHa3HauYeHHOoN ana peanmsaumm;

NoBTOPHAaA BaanAaLMA - NOBTOPEHME Baanaaumm npouecca gnsa obecnevyeHuns rapaHTMm Toro, Y4to
nU3MeHeHuA B npouecce 1 (Mam) obopyaoBaHUM, BHECEHHbIE B COOTBETCTBUM C NPOLEAYPON KOHTPOAA
U3MEHEHWI, He YXYALIAI0T XapaKTePUCTUKM NPOLLECCa U KaYeCTBO NPOAYKLUN;

peTpoCneKTUBHAA BaNMAaUMA - BaAU[ALMA CEPUIMHOTO MpoLLecca NPOM3BOACTBA PeasM3yemoro
NPOAYKTa, OCHOBAHHAA Ha COBPaHHbIX AaHHbIX O MPOM3BOACTBE U KOHTPOE CEPUI NPOAYKLMM;

COMyTCTBYIOWAA BanuZauUMA - BanMAauUMA, BbINOAHAEMas BO Bpems Tekyllero (cepuiHoro)
Npou3BOACTBa NPOAYKUMU, NpesHA3HAYEHHOW ANA peannsaumu.

MpunoxkeHne N 16

K MNpasunam opraHmnsaumm
Npown3BOACTBA M KOHTPOAA KaYecTBa
NIeKapCTBEHHbIX CpeacTs

NOATBEPYAEHVE
YNOJIHOMOYEHHBIM SIMLOM COOTBETCTBUA CEPUM NPOAYKLMM C LIENBIO
EE BbINYCKA
. OBNACTb MPUMEHEHWA (1)

1. (1.1) Hacrtoswee [punoxkeHne onpegenseTr MNOPALOK NOATBEPKAEHUA COOTBETCTBMUA,



BbIMNO/IHAEMOrO YNO/JIHOMOYEHHbIM IMLLOM, NPU BBOAE B rpaxKAaHCKM 060pOT cepuit NeKapCTBEHHbIX
cpeacts (B TOM 4Mcne 3aperncTpUMpoBaHHbIX WAM MNPOU3BEAEHHbIX ANA 3KCMOPTa NeKapCTBEHHbIX
npenaparos).

2. (1.2) HacTosauwee MpuNoKeHWE TaK:Ke PacnpocTpaHAeTCs Ha C/Ayyau, Koraa npowu3BOACTBO
cepuu MpoayKuMuM WAM npoBedeHMe aHaNM30B PasfesieHO Ha HECKONbKO 3TanoB, BbIMOJAHAEMbIX B
pasHbIX MeCTax MAW PasHbIMKU MPOU3BOAUTENSAMM, a TaKKe KOraa Ceputo MNPOMEXNKYTOYHON UAn
HepacdacoBaHHOW MPOAYKLUMM pa3densaloT Ha Ase u 6onee cepun rotoBon npoaykumu. Hacrosuee
MpunoskeHne MmosKeT 6biTb MPUMEHEHO K J/IeKApCTBEHHbIM MpenapaTtam, npeAHasHayeHHbIM Ann
KAMHWUYECKUX UCCNeA0BaHNN.

3. (1.3) Ecnv HopmaTMBHbIMKM NpPaBOBbIMM aKTamu Poccuitickoin Peaepauun ycTaHOB/EHDI
cneumanbHble TpeboBaHWA K BBOAY B TIPaXKAaHCKMI 0BOPOT HEKOTOPbIX MNpenapaToB KpPOBU U
MMMYHOBMO0rMYECKNX IEKAPCTBEHHbIX NPEenapaToB, Takue TpeboBaHUA AOKHbI CObM0AaTLCA.

4. (1.4) OcHoBHble TpeboBaHMA K BbIMYCKY CEPUMU MPOAYKLMMU NPUBOAATCA B COOTBETCTBYHOLLMX
PEerncTpaunoHHOM A0Cbe, NPOMBbIWAEHHOM pernameHTe u cneuuouKkaumax. MoNoKeHUs HacTosLero
MpUNOXKEHNA MPUMEHAIOTCA B YacTW, HE NPOTMBOPEYaLLEe TaKMM OCHOBHbIM TPebOBaHUAM.

Il. APUHLMN (2)

5. (2.1) Kaxkpaa cepusa rotoBoM NPOAYKUMWM [OMKHA MOAYYUTb OT YNOJHOMOYEHHOro /uua
NnoATBEPXKAEHNE ee COOTBETCTBUA YCTAHOBEHHbIM TPEOOBAHUAM A0 ee BblMyCKa Ha BHYTPEHHWUI PbIHOK
WAW Ha 3KCNOPT.

6. (2.2) Uenamu perynmpoBaHus npoLeaypbl BbiMyCKa cepmum NPOLYKLUU ABAAIOTCA:

rapaHTMsa Toro, Yyto cepusa 6blna npoussBegeHa W NPOBEPEHa B COOTBETCTBMM C JIMLEH3MEN Ha
NPOW3BOACTBO NIEKAPCTBEHHbIX CPEACTB, TPEOOBaHUAMM PErncTPaLUMOHHOIO [0Cbe, TPeboBaHUSAMMU
HacToAwmx MNpaBua, a TakKe MHbIMKU TPebOBaHUAMM, YCTAHOBEHHbIMMU HOPMATUBHbLIMW MPABOBbIMMU
aKkTamu Poccuiickoit degepaumm, nepes, ee BbiMyCKOM;

rapaHTMs TOro, 4YTO MNpU HeobxoaMMOCTM uccnefoBaHMA 6paka WAM  OT3biBA  cepun
YyMNOJIHOMOYEHHOE NNL0, KOTOPOEe BblAaNo paspelleHMe Ha ee BbIMyCK, U COOTBETCTBYHOLLME 3anncU
MOTYT ObITb IErKO NAEHTUPULMPOBAHDI.

. BBEAEHUE (3)

7. (3.1) MpousBOACTBO CEPUM JIEKAPCTBEHHbLIX CPEACTB, B TOM 4YMCAe KOHTPO/Jb KayecTBa,
pasgenseTca Ha CTaAuW, KOTOPble MOTYT BbIMOHATLCA Ha Pa3HbIX NMPOM3BOACTBEHHbIX NJOLWAAKAX U
pasHbiMM NpousBoguTenamu. Kaxaaa ctaama A0MKHA BbINOJHATLCA B COOTBETCTBUM C TPEOOBAHMAMM
NPOMBILI/JIEHHOTO PEerfameHTa, TPeboBaHMAMMU HaCTOALWMX MPaBUA U MHBIX HOPMATMBHbIX MPABOBbIX
akTtoB  Poccuitickoii  depgepaumn.  YNONHOMOYEHHOE /ML,  OCYLLECTBASIOLLEe  npoueaypy
NOATBEPKAEHMA COOTBETCTBUA CEPUM TOTOBOW MPOAYKLUMW YCTAaHOB/IEHHbIM TpeboBaHMAM nepes ee
BbIMYCKOM, JONKHO PYKOBOACTBOBATLCA YKa3aHHbIMU TpeboBaHUAMM.

8. (3.2) Ha npaKTuKe 04HO YNOJHOMOYEHHOE /INLLO MOXKET He 3HaTb 0COBEHHOCTEeN KaxKAoro aTana
npousBoAcTBa. YMNONHOMOYEHHOE /MU0, KOTOpOoe MOATBEPIKAAET COOTBETCTBME CEPUM FOTOBOM
NPOAYKUMM, NO OTAENAbHbIM BOMPOCaM MOMET OMMPaTbCA Ha 3aKAYEeHUA APYrMX YNOSHOMOYEHHbIX
vy, B TakMx caydasax ynosHOMOYEHHOE ANLO AO0MKHO bbiThb 3apaHee YBEPEHO B HaAEXHOCTU 3TUX
3aKNHOYEHUIA, UCXOAA U3 NIMYHOMO OMbITA MW HA OCHOBAaHWW NOATBEPNKAEHUA, NOAYHEHHOrO OT APYrunX
YMOAHOMOYEHHbIX 1L, BHYTPWU YCTaHOBAEHHOM CUCTEMbI KauyecTsa.

9. (3.3) Mpu BbLINOAHEHUN OTAE/bHbIX CTaAuit MPOM3BOACTBA B APYrOM CTpaHe aHaNOrmyHble
TpeboBaHMA K COOTBETCTBMIO NPOM3BOACTBA M NPOBEAEHMI0 KOHTPOAA KayecTBa NpeabaBAAIOTCA M K
Y4YaCTHUKY NPOU3BOACTBA B 3TOWN CTpaHe. B 3Tom cnyyae Npom3BOACTBO SIEKAPCTBEHHbIX CPEACTB TaKKe
AONKHO OCYLLECTBAATLCA B COOTBETCTBMM C TpeboBaHUAMU perMcTpaumMoHHoro gocbe. Mpounssoantens
OO/IKEH UMETb NNLEH3UI0 Ha OCYLLLECTBJEHME CBOEN AEeATEeNbHOCTU B COOTBETCTBUM C 3aKOHOM CBOEM
CTpaHbl U BbINO/MHATL TpeboBaHWA HacToAwMX [paBuMA MAM NPaBUA HagJ/eXKalwero Npou3BOACTBA
NeKapCTBEHHbIX CPeACTB, TPE6OBAHMSA KOTOPLIX HE HUXKE, YeM TpeboBaHUA HacToAwmX Mpasuma.

IV. OBLWME TPEBOBAHUA (4)



10. (4.1) PasznuyHble cTagum (3Tanbl) NPOM3BOACTBA, BBO33, KOHTPOS U XPaHEHUS OAHOW U TOM Ke
cepum rotToBon NPOAYKLMKN nepes, ee BbIMYCKOM MOTYT OCYLLECTBAATLCA HA PA3HbIX MPOU3BOACTBEHHbIX
naowagKkax. Bce 3TM Npou3BOACTBEHHbIE MAOWAAKM LOMKHbI OblTb NMLEH3MPOBAHbI W AOMKHbI
OCYLLECTBAATD AEATENbHOCTb MOA, KOHTPO/MEM, MO KpanHen mepe, O4HOTO YMOJIHOMOYEHHOrO NuULa,
NnoATBEPXKAAIOLLErO COOTBETCTBME 3TOW CEPUM YCTAHOBNAEHHbIM TpeboBaHUAM A0 ee BbinycKa. OaHaKo
Hag/erKallee NpoM3BOACTBO KOHKPETHOW CepUM MPOAYKUMM HE3aBUCMMO OT YMCAa 33a4eNCTBOBAHHbIX
NPOW3BOACTBEHHbIX MAOWALOK AO/MKHO HAaXo4MTbCA Noj obWMM HAaA30POM YNOAHOMOYEHHOIO NLA,
NoATBEPXKOAIOLWLErO COOTBETCTBME 3TOM CEpUM TOTOBOM NPOAYKLMM YCTaHOBAEHHbIM TpeboBaHMAM
nepes, BbliMyCKOM.

11. (4.2) PasnuuyHble cepuM NPOAYKUMU MOTYT MNPOU3BOAUTBCS WAM WMMMOPTMPOBATLCA W
BbIMYCKaTbCA B pPa3HbIX CTPaHax, MUMeloWwmx cornaweHune ¢ Poccuiickon ®depepaumelr 0 B3aMMHOM
NPW3HAaHUX YCNOBUI NPOM3BOACTBA M peanusauuun. Mpu 3TOM AMLO, HA MMA KOTOPOrO BblAaHO
perncTpaunoHHOe ya0CTOBEPEHME, @ TAKKe KaK[ana NPOM3BOACTBEHHAA NI0OWaAAKa, MMeloLasa Npaso Ha
BbINMYCK CepuM NpoOAyKLMW, OO/KHbl MMETb B CBOEM pPacrnopsarKeHMM TOYHOe YyKasaHue ajpeca
NAOWAaAKN, Ha KOTOpoW Oblna BbiNyLlEHA KOHKPETHAA cepua nNpoaykuuu, UM uHdpopmaumto 06
YNO/THOMOYEHHOM  JiMle, OTBETCTBEHHOM 33 MOATBEP)KAEHWE COOTBETCTBMA ee  KayecTBa
YCTaHOBNIEHHbIM TPeHOBaAHUAM.

12. (4.3) YnonHOMO4YeHHOe N1LLO, NOATBEPXKAAtOWEE COOTBETCTBME CEPUM FOTOBOM MPOAYKLMMU
YyCTaHOBNEHHbIM TpeboBaHMAM nepes BblAavyel paspelleHMA Ha BbIMYCK, MOMKET OCHOBbIBaTb CBOE
peleHne Ha JIMYHOM 3HAHUM BCEX MCMOJIb3yeMbIX B NMPOU3BOACTBE MOMELLEHUN M MPOLLECCOB, OMNbITa
Yy4acTBOBABLUEro B NPOM3BOACTBE MEPCOHANA U MPUMEHAEMOMN CUCTEMbI KayecTBa, B pPaMKax KOTOPOI
OCYLLECTBAAETCA MNPOU3BOACTBO. YKA3aHHOE YMO/SHOMOYEHHOE JIMLO MOXKET TaKKe OonuMpaTbca Ha
3aK0YEHME CO CTOPOHbI O4HOFO UAKN Bonee YyNOAHOMOYEHHDIX /INL, O COOTBETCTBMU MPOMEKYTOUHbIX
CTaZnin NPON3BOACTBA YCTaHOB/IEHHbIM TPeHOBaAHUAM.

13. TaKoe 3ak/alo4eHue, BblAaBaeMOe APYrMMU YMNOJHOMOYEHHBIMU AULAMWU, [ONKHO ObiTb
0dOpPMNIEHO AOKYMEHTA/NIbHO M AOKHO YETKO OnpeaenATb npeameT NoATBEPXKAEHMA COOTBETCTBUSA.
MopAagok NoaTBEPKAEHUA A0MKEH ObITb 0GOPMAEH AOKYMEHTANBHO.

14. (4.4) NopAaOK NOATBEPKAEHUSA, YKa3aHHbIA B NyHKTe 13 HacToAwero MNpunoxeHus, A0MKeH
cobnoaatbCa BO BCEX CAy4vasx, KOrga ynoJIHOMOYEHHOE AMLO OMMPAETCA Ha 3aKYeHWe Apyroro
YNONIHOMOYEHHOTO AnLA. TaKoW AOKYMEHT AOMKEH COOTBETCTBOBATb MONOMEHUAM, NPEAYCMOTPEHHbIM
nyHKTamu 237 - 255 Hactoawmx lpasun. YNOAHOMOYEHHOE NULO, MOATBEpPXKAatoulee COOTBETCTBUE
CeEpUM TOTOBOW MNPOAYKLMU YCTAHOBMEHHbIM TPeboBaHUAM, AO/MKHO rapaHTUPOBATb BbINOJHEHME
MepPONPUATUIN, OnpeneneHHbIX B YKasaHHOM AokymeHTe. Popma AOKYMeHTa, B KOTOPOM W3/10XKEeH
nopAgoK NOATBEPKAEHWUA, AOMKHA COOTBETCTBOBATb B3aMMOOTHOLUEHMAM CTOPOH. Hanpumep, Takol
OOKYMEHT MOXKeT NpeacTaBnaTb cob0M CTaHAAPTHYIO OnepaLMOoHHYO Npoueaypy NpPousBoguTens Uam
OOrOBOP MeXKAY Pas/IMYyHbIMU MPOU3BOAUTENAMM, OAXKe eC/NM OHU BXOAAT B OAHY M Ty Xe rpynny
KOMMaHWUM.

15. (4.5) YKasaHHbIN J0roBOp MeXay Npou3BoAMTENAMU BKAOYaeT B cebsi 0653aTenbCTBO CO
CTOPOHbI MOCTaBLIMKA HepacdacoBAHHOrO WMAM MPOMENKYTOYHOIO MPOAYKTa CTaBUTb B WM3BECTHOCTb
nonyyatens(er) npoayKUMM 060 BCEX OTK/AOHEHMAX, pesynbTaTax, BbIXOAAWMX 33 PaAMKM
cneymduKaumnii, HecooTBeTCTBUAX TPeBOBAHUAM HacToAWMX [paBuA, pacciefoBaHUAX, NPETEH3UAX UK
Apyrux cobbITUAX, KOTOpble AOMKHO NPUHMMATb BO BHUMAHME YNOJIHOMOYEHHOE INLO, OTBETCTBEHHOE
33 NOATBEPKAEHNE COOTBETCTBUA CEPUMN FTOTOBOMN MNPOAYKLIMN BCEM YCTAaHOBAEHHBIM TPEBOBAHUAM.

16. (4.6) Echn ana OOKYMEHTanbHOrO OGOPMNEHUA MOATBEPNKAEHUA COOTBETCTBMA U BblAauu
pa3peleHnMa Ha BbINYCK CepuUM NPOAYKLMW UCNONb3YIOT KOMMbIOTEPU3UPOBAHHYKD CUCTEMY,
HeobxogMmo 06paTMTb o0coboe BHMMaHME Ha BbiNOJSHEHWE TpeboBaHMN, NpPeayCMOTPEHHbIX
MpunoxkeHmem N 11 K HacToAwmMMm MNpasnnam.

17. (4.7) Mpn HanMuMu NOATBEPXKAEHMA COOTBETCTBUA CEPUM FOTOBOM NMPOAYKLMW, BblAAHHOMO
YNO/IHOMOYEHHbIM /IMLLOM, He TpebyeTcA NOBTOPEHWA 3TOW Npoueaypbl B CTPaHaX, UMEILWUX C
Poccuiickoit ®epepaumeli cornaweHme o B3aMMHOM NPU3HAHMW pe3ybTaToB NoA0OHOM npoueaypsl.

18. (4.8) BHe 3aBUCMMOCTM OT KOHKPETHbIX MEPONPUATUIA NO NOATBEPKAEHUIO COOTBETCTBUA U
BbIMYCKY CEPUIA AONKHA CYL,eCcTBOBaTb Npoueaypa ObiCTPOro BblABAEHMA U OT3blBa BCEM MPOAYKLUM,
KOTOpasA MOXKEeT NPeACTaBAATb ONAaCHOCTb /1A NoTpebuTenen.



V. NPOBEAEHWUE UCMbITAHUI U BbINYCK CEPUM NPOAYKLMN,
NPOWU3BEAEHHOW B POCCUNCKON ®EAEPALINN (5)

19. (5.1) B cnyyae ecauM nNpou3BOACTBO PAaCNONOXEHO Ha OAHOW /JIMUEH3MPOBAHHOWM
NpPoW3BOACTBEHHON NAOLWAAKE:

Echn Bce cTagum nNpou3BOACTBA M KOHTPOAA OCYLLECTBAAIOTCA Ha OAHON NPOM3BOACTBEHHOM
naowanKe, BbIMOSHEHWE OTAENbHbIX MPOBEPOK WM KOHTPOJIbHLIX OMepauuii moxeT bbiTb nepesaHo
ApyrMm anuam. YNOAHOMOYEHHOE /AMULO 3TOM MNPOU3BOACTBEHHOW MAOLWAAKM, MNoATBepKAatolLee
COOTBETCTBME CEPUM TOTOBON MPOAYKLUMKM, OObIMHO HeceT NepCcoHasIbHYD OTBETCTBEHHOCTb 3a
[OCTOBEPHOCTb Pe3ynbTaTOB MNPOBEPKM B pPaMKax YCTAHOBAEHHOM cuCTeMbl KavectBa. OfHako
YNONHOMOYEHHOE /MU0 MOMeT MPUHMMATb BO BHUMAHME TaKXe 3aK/J4YeHWA O COOTBETCTBUU
YCTaHOB/IEHHbIM TPeHOBAHMAM MPOMENKYTOUHbIX CTagMMW, BblAaHHbIE APYTMMU  YNOJHOMOYEHHbIMM
JIMLL@MM Ha 3TOM NAoLWaKe, KOTOpble HECYT OTBETCTBEHHOCTb 3a 3T CTaguMu.

20. (5.2) B cnyyae ecnuM pasnMyHble CTaguMM MNPOU3BOACTBA BbINOAHAIOTCA HA pPasHbIX
NPOM3BOACTBEHHbIX NAOLWaAKax 0A4HOro Npon3BoaAnUTeNA:

Echn pasnuyHble cTaguM nNpou3BOACTBA CepuUM MPOAYKLUWMU OCYLLECTBAAOTCA Ha pPasHbIX
NPOM3BOACTBEHHbIX MJOWAAKax B npeaenax OAHOMW oOpraHuWsauuu (HesaBuMCcMMO OT  TOrO,
pacnpocTpaHAETCA M Ha HUX OAHA U Ta e NIMLEH3MA Ha NPOU3BOACTBO NEKAaPCTBEHHbIX CPeACTB UIN
HeT), TO YNO/THOMOYEHHOE /IMLLO AOJ/IKHO OTBEYATb 33 KaxAyto CTaauio Npou3BoAcTBa. [oaTBepKaeHme
COOTBETCTBMA CEPUM TOTOBOM NPOAYKLMU YCTAaHOBAEHHbIM TpeboBaHMAM [OJXKHO BbIMNOMHATLCA
YNOJAHOMOYEHHbIM JIMLLOM NPOM3BOAMUTENA, KOTOPOe ANBO HeceT MepCoHaNbHYD OTBETCTBEHHOCTL 3a
BCE CTaAuM NPOM3BOACTBA, MO0 NMPUHMMAET BO BHUMAHME 3aKAHOYEHMA O NPEALIECTBYIOWMX CTaANAX,
cAenaHHble YNOJHOMOYEHHbIMU TNLLAMU, OTBETCTBEHHbLIMU 33 3TN CTAAUMN.

21. (5.3) B cnyyae ecnm HEKOTOpble MPOMENKYTOUHbIE CTagMM NPOU3BOACTBA OCYLLECTBAAOTCA MO
[0roBOpY APYroi opraHMsaumen:

OpHa wan 6onee NPOMENKYTOUHbLIX CTaguiA NPOM3BOACTBA WM KOHTPOAA KayecTBa MOryT
BbINONHATLCA B  APYrol OpraHM3auuM MO  [OroBOpy B  COOTBETCTBUM € MONOMKEHUAMM,
npeaycMoTpPeHHbIMKU NyHKTamu 237 - 255 HactoAawwmx [MpasBua. YNOAHOMOYEHHOE MU0 3aKasuuKka
MOXEeT MpUHMMATb BO BHMMaHME 3aKAOYeHWe YNOJSIHOMOYEHHOro /nua  UCMOAHUTeNAa o
COOTBETCTBYHOLLEN CTagMM, HO OHO HeceT OTBETCTBEHHOCTb 3a obecneyeHue TOro, 4to 3ta paboTta
BbINOJIHAETCA B COOTBETCTBMM C YCNOBUAMM Aorosopa. MNoaTseprkaeHMe COOTBETCTBUA CEPUM FOTOBOW
NPOAYKLMM YCTAaHOBAEHHbIM TPEeOOBAHUAM [AOMKHO OblTb BbINONHEHO YMNOAHOMOYEHHbIM JINLOM
npou3BOAUTENA, OTBETCTBEHHOIO 3a BbINYCK CEPUMN NPOAYKLINN.

22. (5.4) B cnyyae ecnm 13 cepum HepachacoBaHHON NPOAYKLMU HA PA3HbIX MPOM3BOACTBEHHbIX
naolazsKkax Npon3BoAATCA HECKOIbKO CEPUIN TOTOBOM NPOAYKLMMU, KOTOPbIE BbIMYCKAOTCA HA PbIHOK Ha
OCHOBaHMKN OAHOMO PerncTPaLUoOHHOro yA0CTOBEPEHUA:

a) (5.4.1) YnonHOMOYEeHHOEe /MU0 MNPOU3BOAMUTENA, UMEIOLWErO NNLEH3UIO Ha MPOM3BOACTBO
NIeKapCTBEHHbIX CPEACTB, BbiNyCKatoliee ceputo HepachaCoOBaHHOW NPOAYKLMMU, MOMKET MNOATBEPHKAATb
COOTBETCTBME BCEX CEPUI FOTOBOM MPOAYKLMM Nepes UX BbINyCKOM. B sTom cayyvae ynosHOMoOYeHHoe
namuo amnbo bepetr Ha cebs nNepcoHaNbHYKD OTBETCTBEHHOCTb 33 BCE CTAaguM Mpou3BOACTBa, NMbO
NPUHUMAET BO BHMMaHME 3aK/OYEHUA B OTHOLIEHUWM CTaguu GacoBKM U (MAK) yNaKOBKM, BblAaHHble
YNONHOMOYEHHbIMM NULAMU MIOLLAA0K, OCYLLECTBAAIOLWNX 3TN CTaaUu;

6) (5.4.2) JonyckaeTca TaKk¥e NoaTBepPXKAeHUE COOTBETCTBUA KaXKaoi cepmmn roToBoM nNpoayKLmm
0O MOMEHTa ee BblMyCKa YMNOJHOMOYEHHbIM /NULOM MNPOU3BOAUTENA, KOTOPbLIA  BbINOAHWA
3aK/I0UYUTENIbHYI0 onepaumio GacoBKM U (MAK) ynakoBKKU. B aTom cayyae ynosHOMO4YeHHoe anuo anbo
6epeT Ha ceba nepcoHanbHylO OTBETCTBEHHOCTb 3@ BCE CTagMW MPOWU3BOACTBA, MO0 NMPUHMMAET BO
BHMMAHMWE 3aK/NOYEeHMEe O KavyecTBe cepuu, NoayvyeHHOoe OT YNOJHOMOYEHHOro AMLa C MecTa BbiMycKa
cepun HepacdacoBaHHOM NPOAYKLNM;

8) (5.4.3) Bo Bcex cnyvasx opraHusaLMm NpoM3BOACTBA FOTOBOW NPOAYKLMM B Pa3HbIX MecTax Ha
pa3HbIX MPOU3BOACTBEHHbIX NAOWAAKAX B paMKax O4HOro perncTpaumMoHHOro yaocToBepeHusa AONXKHO
6bITb onpefeneHo OA4HO AWUUO (KAaK NpaBwao, YNOJHOMOYEHHOE /IMLO MPOM3BOAUTENA Cepun
HepacdacoBaHHOM NPOAYKLMK), KOTOpPOE HEeceT MOJIHYH OTBETCTBEHHOCTb 33 BbINYCK BCEX Cepuit
roToBOM NPOAYKLMMU, NOSYHYEHHbBIX U3 OAHOW CepUM HepachacoBaHHOM MPOAYKUUKU. ITO ANLO [OMKHO



3HaTb O /oObIx npobsemax, CBA3AHHbIX C KayecTBOM /OO0 cepun TroTOBOW NPOAYKUMU, W
KOOPAMHMPOBATb OCYLLECTBAEHNE BCEX HEODOXOAMMbBIX Mep, NPeanpUHUMAEMbIX B CBA3WU C HA/IMYMEM
npobsiembl B OTHOWEHWM CepUM HepacdacoBaHHOW NPOAYKLUN.

HecmoTpa Ha To, YTO HOMepa cepuit HepachacoBaHHON U rOTOBOM MPOAYKUUM HeobasaTenbHO
OOJ/IKHbI COBMaAaTb, HEOHXOAMMO [AOKYMEHTa/ibHO 0QOPMUTb CBA3b MEXKAY HOMEpPaMW 3TUX Cepui,
4yTObbl MOXHO bBbI/I0 06ECNeUYnTb NPOC/IeXMBAHME NPU ayanTeE.

23. (5.5) B cnyyae ecnn n3 ofHoW cepum HepacdacoBaHHOM NPOAYKUMWM B pasHbIX MecTax Ha
pa3HbIX NPOU3BOACTBEHHbIX MoLlWagKax acytoTcs M (MM) yNaKoBbIBAOTCA HECKO/IbKO Cepuii roToBoOW
NPOAYKLMMK, KOTOpble BbIMYCKAOTCA Ha OCHOBAHMW Pa3HbIX PEruCTPaLMOHHBIX YAOCTOBEPEHWUM (4TO
MMeeT MeCTO, Hanpumep, Korga TpPaHCHaLMOHaNbHaA KOMMaHWSA BAaZeeT HauMOoHaNbHbIMU
PEerucTPaLNOHHbIMU YA0CTOBEPEHUAMM HA NEKAPCTBEHHbIN NpenapaT B HECKO/IbKUX rocyAapcTBax uam
npou3BoauTE/lb BOCMPOM3BEAEHHbIX JIEKAPCTBEHHbIX MpenapaToB npuobpeTaeT HepachacoBaHHbIN
NleKapCcTBEHHbIN Npenapat, gacyeT n (MAKM) yNnakoBbIBAET €ro, MU BbIMyCKAaeT roTOBbIN JIeKAPCTBEHHDIN
npenapaT no cBoemy cOb6CTBEHHOMY PErMCTPALUOHHOMY YAOCTOBEPEHMIO):

a) (5.5.1) YnonHomou4yeHHOE AMUO NPOM3BOAUTENA TOTOBOM MNPOAYKLMM, MNOATBEpPXKAAtoLEee
COOTBETCTBME CEPUM FOTOBOM NPOAYKLMW YCTAHOBAEHHbIM TPebOBaHUAM, MOXKeT b0 B3ATb HA cebs
NepCcoHaNbHY0 OTBETCTBEHHOCTb 33 BCE CTagMM NPOM3BOACTBA, MO0 OCHOBLIBATLCA Ha 3aK/OYEHUW,
NoJlydeHHOM OT YNOJIHOMOYEHHOTO /ML NPOM3BOAUTENA HEpachacOBAHHOW NPOAYKLNN;

6) (5.5.2) /liobas npobnema, cBA3aHHas C KayecTBom 06OK cepun roToBOM NPOAYKLUMU,
WUCTOYHMKOM KOTOPOI MOFNA ABUTbCA UCXOAHasA cepua HepachacoBaHHOW MPOAYKLUMM, OOMKHA ObiTb
coobuieHa YMNosHOMOYEHHOMY J/INLYy, OTBETCTBEHHOMY 3a MOATBEPXKAEHME KayecTBa 3TOW cepuu
HepacdacoBaHHOM NpoayKumMu. Mocne 3Toro ykasaHHoe yNoJHOMOYEHHOE /INLUO A0KHO NPeanpuHATb
BCE Heobxoaumble AENCTBUS B OTHOLUEHMM BCEX CEpPUi TOTOBOM MPOAYKUWMWM, MPOU3BEAEHHbIX M3
AaHHOM cepuun HepacdacoBaHHOM npoaykumn. MNopaaoK AENCTBMA B 3TOM C/yvae AOJ/IKeH ObITb
YCTaHOB/IEH B COMNaLLEHNN.

24. (5.6) B cny4yae ecnn cepuio roToBOM MPOAYKUMM 3aKynaeT U peanusyeT Npou3BOAUTESb,
MMEILWMNIN NULEH3UI0 HA MPOM3BOACTBO JIEKAPCTBEHHbIX CPEeACTB B COOTBETCTBMM C COBCTBEHHbLIM
PErucTPaUMOHHbIM  yAOCTOBEPEHMEM (4TO MMeeT MecTo, Hanpumep, Koraa npousBoamUTeNb,
NOCTaBAAOWMIA BOCNPOU3BEAEHHDbIN NEKAPCTBEHHbIN Npenapar, ABAAeTCA /MLOM, Ha MMA KOTOpOro
BblAAHO PErucTpaumMoHHOEe YAO0CTOBEPEHWE Ha JIeKAPCTBEHHbIM npenapaTt, Npou3BOAMMbIA APYrvm
npoussoauTenem), u Nepsebli NPOU3BOAMUTENb 3aKyNaeT roTOBYH MPOAYKLMIO, COOTBETCTBME KOTOPOW
ewe He 6bLI0 NOATBEPKAEHO e€e MPOU3BOAMTENIEM, W BbIMYCKAaeT ee Ha OCHOBAaHWW cobCTBEHHOM
JNIMLLEH3UM  HA MNPOM3BOACTBO  JIEKAPCTBEHHbIX CPeAcTB M COBCTBEHHOTO  PErMcTpaLUoHHOro
YO0CTOBEPEHUA:

YNONHOMOYEHHOE NMLO MPOM3BOANUTENA, 3aKYMaloWero MnNpPOAYKUMIO UM He UMEeLLero
OOKYMEHTaNbHbIX Pe3ynbTaToB MOATBEP)KAEHUA ee COOTBETCTBMA, [AO/KHO CaMO NOoATBEPAMUTb
COOTBETCTBME YCTaHOBAEHHbIM TPEBOBaHUAM 3TOM CEpUM FOTOBOM NPOAYKLMM Nepes ee Bbinyckom. Mpu
S5TOM YNONHOMOYEHHOE /INLO 3aKyMatoLWero nNpou3BoaAuTeNa NPUHMMAaET Ha cebsA OTBETCTBEHHOCTb 3a
BCE CTaAMM MPOM3BOACTBA M/IM OCHOBBIBAETCA Ha 3aK/NOYEHMM O KayecTBe Cepuu MPOAyKUMK
YNOJIHOMOYEHHOTO /INLLa NPOM3BOANTENA-NOCTABLLMKA.

25. (5.7) B cnyyae ecnm nabopatopua KOHTPOAS KayecTBa /IEKAapPCTBEHHbIX NpenapaTtos U
NpPou3BOAUTE b ABASOTCA PA3HbIMK OPraHM3aLUAMM:

YNonHOMOYeHHOe  /INLO, NOATBEPXKAAOWEe COOTBETCTBME CEpUM TOTOBOM  NpPOAyKLMU
YCTaHOB/NIEHHbIM TPebOBaHUAM, MOMKET MPUHATb Ha cebs OTBETCTBEHHOCTb 3a JlabopaTopHble
MCNbITaHUS, NpoBefeHHble NogobHOW nabopatopuei, AN yYUTbIBaTb NOATBEPMKAEHME B OTHOLUEHUMU
UCNbITAaHWIM, BblAAHHOE APYIUM YMNOJHOMOYEHHbIM ANLOM. MpU OTCYTCTBMM TaKOro MoATBEPKAEHUS
YNOJIHOMOYEHHOE /IMLLO AO/IKHO 3HAThb PaboTy AaHHOM NabopaTopun U MeTOAMKN, NPUMEHSEMbIE B Helt
ONA NOATBEPKAEHMA COOTBETCTBMA KauecTBa AaHHOWM roTOBOW NPOAYKLNN.

VI. OBA3AHHOCTM YONONTHOMQOYEHHOIO NNUA (6)
26. (6.1) Mepepn ocyuwiecTBieHMeM Npoueaypbl NOATBEPKAEHUA COOTBETCTBUA CEPUU FOTOBOM

npoayKUuMn OO0 MOMEHTaA €€ BbIMyCKa YyNOJIHOMOYEHHOE /MU0 AO0J/IXKHO y6e,£l,VITbCﬂ, B 4aCTHOCTH, B
BbIMNO/IHEHUUN CheyHOLWNX TPE6OBaHMVIZ



a) (a) cepua roToBol MPOAYKUMM M MPOLIECC ee MPOU3BOACTBA COOTBETCTBYIOT MOJIOXKEHUAM
HOPMaTUBHbIX AOKYMEHTOB;

6) (b) cepua rotoBoi npoayKUMW MPOU3BEAEHA B COOTBETCTBUM C TPeboBaHMAMW HaCTOALLMX
MpaBun, a Ans cepum NPoAyKLMU, UMNOPTUPYEMON U3 APYrMX CTPaH - B COOTBETCTBUM C NpaBuaamm
Hag/exallero NpomMs3BOACTBA JIEKAPCTBEHHbIX CPEACTB, MO KpalHel mepe, TpeboBaHMA KOTOPbLIX He
HUKe, Yyem TpeboBaHMA HacToAwmx Mpasun;

B) (c) ocHoBHble npoLeccbl NPOM3BOACTBA W METOAbl KOHTPOAS Ba/NMAMPOBaAHbI, Y4YTEHbI
daKTMyeckme ycnosma NPomM3BOACTBA M 0CbE Ha CEepUI0 MPOAYKLNK;

r) (d) ntobble OTKNOHEHWUSA UK 3aNlaHUPOBAHHbIE U3MEHEHUs B TEXHOIOMMYECKOM npoLiecce Uam
KOHTpOJie KayecTBa OblAM  yTBEPXKAEHbI AWLAMKW, MMEWUMU HeobxoaMmble MNOJAHOMOYMUS,
COOTBETCTBYIOWMIA YNOJHOMOYEHHbIM deaepanbHblit opraH MUCMOSHATENbHOM BAacTM OCBEAOM/EH O
No6bIX U3MEHEHUSX, TPEOYIOWMX BHECEHUA U3MEHEHWUIN B PErncTpaLMoHHOe A0Cbe UAWN JINLEH3UIO Ha
NPOW3BOACTBO JIEKAPCTBEHHbIX CPeACTB, U MOJIy4eHO paspeLleHne YNoJIHOMOYEHHOro deaepanbHOro
OpraHa UCNo/IHUTEIbHOM BNACTU HA BHECEHUE TaKUX USMEHEHUIA;

A) (e) npoBeaeHbl Bce Heobxoaumble NPOBEPKU U UCMbITAaHMA (B TOM YMCae AOMNOJHUTENbHbIN
oTbop nNpob, WHCNEKTUPOBaHME, TMPOBEPKM W  WUCMbITaHWA, BbI3BAHHbIE OTKAOHEHMAMU B
TEXHO/IOMMYECKOM MpoLecce Uan BBUAY NNAAaHOBbLIX U3MEHEHUN);

e) (f) mokymeHTauus no NPous3BOACTBEHHOMY MPOLLECCY WM KOHTPOJIIO KayecTBa COCTaB/ieHa U
YyTBEPKAEHA NEPCOHANOM, UMEHLWUM HeobXoANMbIe NOSTHOMOYKS;

X) (g) Bce ayauTbl NpoBeAeHbl B COOTBETCTBUM C TPeBOBaHMAMM CUCTEMbI 0becneyeHns KauecTsa;

3) (h) npuHATbI BO BHMMaHWe Bce (aKToOpbl, KOTOPble, NO MHEHWIO YNONHOMOYEHHOrO NMLa,
ABNAOTCA CYLWECTBEHHbIMM A1 KaYecTBa AaHHOMN cepmMm NPoayKLUN.

27. YNONHOMOYEHHOE ANLO MOXKEeT MMeTb AO0MNOJHUTe/IbHble 0653aHHOCTM B COOTBETCTBUMU C
3aKoHoZaTeNIbcTBOM Poccuiickoit ®eaepaumm AN AONMKHOCTHbIMU MHCTPYKUUAMMU, YTBEPHKAEHHbLIMMU
npoussoauTenem.

28. (6.2) Yno/HOMOYEHHOE NULO, NOATBEPXKAAlolLee COOTBETCTBME MNPOMENKYTOUHON CcTaauu
Npon3BOACTBA B COOTBETCTBUM C NyHKTaMK 12 - 13 HacToAwero MNMpunnoxeHusn, BbINOAHSAET 0683aHHOCTY,
aHaNorMyHble 0683aHHOCTAM, YKa3aHHbIM Bbille, MO OTHOLIEHUIO K 3TOW cTaguu.

29. (6.3) YNnonHOMOUYEHHOE NM1LO0 [0/KHO NoAAepKuBaTh CBOK KBaANpUKaLMIO Ha COBPEMEHHOM
YPOBHE B CBeTe AOCTUMKEHUW Hay4YHO-TEXHMUYECKOro Mporpecca U yuymTbiBaTb M3MEHEHUS B CUCTEME
ynpaBAeHNA KauyecTBOM, MMELLINE OTHOLIEHME K NMPOAYKLIMKN, COOTBETCTBUE KOTOPOM YCTaHOBAEHHbLIM
TpeboBaHMAM NOATBEPKAAET YNOJHOMOUYEHHOE /IMLLO.

30. (6.4) MNpu NpuUBNEYEHUM YNOJHOMOYEHHOIO NMLA K NOATBEPKAEHUIO COOTBETCTBMA CEepun
NPoAYKLUMU, KOTOPYIO OH 3HAET HeZOCTaTOYHO (Hanpumep, NPU OCBOEHUN HOBOTO BMAA NPOAYKUUU UK
npu nepexoge Ha Apyroe npeanpuaTue), ynoaHOMOYEHHOE /ILO A0/XKHO NOAYYUTb COOTBETCTBYIOLWME
3HaHUA M ONbIT, HeobxoauMble ANA BbINOJHEHMA 3TUX 06A3aHHOCTEN.

31. B coOTBETCTBUM C HOPMATUBHbIMW MPaBOBbIMW aKTamu Poccuiickon ®Pegepaummn Ha
YNO/IHOMOYEHHOE /MU0 MOMKET ObiTb BO3/10XKE€Ha 0053aHHOCTb YBEAOM/ATb YMNOJHOMOYEHHbIN
depepanbHblt OopraH WMCNOJAHUTENBHOW BAACTM O TaKOM W3MEHEHMM, 4YTO MOXKeT noTpeboBaTtb
NMOBTOPHOM aTTecTauum.

VII. TEPMWHbI M ONPEOENEHUA (7)

32. Ona ueneit HactoAwero MpUAOKEHNA KPOMe TEPMUHOB M onpeaeneHuit, NpeayCcMoTPEHHbIX
rnasow Il HacTosAwmx MpaBua, UCNONb3YIOTCA TaKXKe CeaytolmMe OCHOBHbIE MOHATUA:

OUEeHKa COOTBETCTBUA CepuM roTOBOWM NPOAYKUMK - AOKYMEeHTasbHOe odopmaeHne COOTBETCTBUA
Cepum rotToBoi NPOAYKUMN YCTaHOBAEHHbIM TPeboBaHUAM A0 ee BbINyCKa;

NoATBEPXAEHME - NoANNCaHHOE CBUAETE/IbCTBO TOrO, YTO NPOLECC AW UCMbITAHUA BbINOAHEHbI B
cooTBeTCTBMM C TpeboBaHMaMM [lpaBMA OpraHM3auMmM MNPOU3BOACTBA M  KOHTPOAA KayecTsa
NeKapCTBEHHbIX CpeacTB8 M TpebOoBaHUAMM, YCTAaHOBAEHHbIMM MPU TOCYAAPCTBEHHOW PerucTpauuu,
COrnacoBaHHOE B MNWUCbMEHHOM @OpMe C YMNOJHOMOYEHHbIM JIULOM, OTBEYAMOLWMM 33 OLEHKY
COOTBETCTBUSA CEPUN TOTOBOM NPOAYKUMKN [0 ee BbIMyCKa;

Cepus roToBow NPOAYKUNM - cepma NPOAYKLUMN B OKOHYaTEIbHOM YNaKoBKe, rOTOBas K BbINYCKY;

cepus HepachacoBaHHOM MPOAYKLMM - cepus MPOAYKUMM YCTAaHOB/NEHHOro Mpu perucrpauun



NleKapCcTBEHHOrOo npenapata pasmepa, rotoBad K GacoBKe, OKOHYaTeNbHOW ynaKoBKe, u60
Haxo4AwWancA B WMHAMBMAYA/bHbIX YMaKOBKAax WM rOTOBas ANA KOMMAEKTOBAaHMA OKOHYaTeNbHbIX
ynakoBok. Cepus HepacpacoBaHHOW NPOAYKUMM  MOMKET COAEPKaTb, HaNpUMmep, KUAKWIA
HepachacoBaHHbIA MPOAYKT, TBepAble nekapcTtBeHHble d¢opmbl (TabneTKM WAKM  Kancynbl) wau
Hano/IHeHHble aMnybl;

CornaleHne O B3aMMHOM MPU3HAHMM - COrNalleHMe O B3aMMHOM MPU3HAHUM MHCMEKUMI co
CTPaHOM, B KOTOPOW NPOM3BOAATCA (M3 KOTOPOI NOCTABAAKOTCA) BBO3MMbIE IEKAPCTBEHHbIE CPEeACTBa.

MpunoxkeHne N 17

K MNpaBunam opraHunsaumm
Npown3BOACTBa U KOHTPOA KayecTBa
JIeKapCTBEHHbIX CpeacTs

BbIMYCK NO NAPAMETPAM
[. IPUHLUNMM (1)

1. (1.1) Bbinyck no napameTpam - 3TO CUCTEMa BbiMyCKa NPOAYKLUMW, rapaHTUpyloWan, yto
npoaykuma obnagaeTt TpebyembiM KayecTBOM, Ha OCHOBAHWW MHPOPMaLMKM, NMOAYYEHHOW BO BPEMSA
NPoOW3BOACTBEHHOIO NpoLecca, a TaKXe Ha OCHOBAaHWM COOTBETCTBMA onpeaesneHHbiM TpeboBaHUAM
HacToAwwmX MNpasma, OTHOCALLMMCA K BbIMYCKY MO MapameTpam.

2. (1.2) Bbinyck no nmapameTpam AO/KeH YAOBAETBOPATb OCHOBHbIM TPEOOBaHUAM HACTOALLMX
Mpasunn, BKAOYaAA cooTBeTCTBYOWME [TPUNOKEHMA K HAM U U3N0XKEHHbIE HUXKe TpeboBaHums.

Il. BbINYCK NO NAPAMETPAM (2)

3. (2.1) NMpoBegeHMe BCEOOBLEM/IIOWLErO KOMMAEKCA MPOBEPOK WM KOHTPOASA MAapameTpoB B
npouecce NpPoOM3BOACTBAa MOXeT obecrneuntb 6o0nee BbLICOKYIO TapaHTUIO COOTBETCTBMS TOTOBOM
NPOAYKLMM crieundmKaumm, Yem UCMbITaHUA FOTOBOM NPOAYKLMM.

4. (2.2) Bbinyck No napameTpam MOXKET ObITb paspelleH B OTHOLWEHMM HEKOTOPbIX CneLManbHbIX
napamMeTpPOB B KayecTBe a/ibTePHATVBbLI TPAANUMOHHOMY MCMbITAHWUIO FOTOBOM NPOAYKUMK. PaspeluaTb
BbIMYCK MO NapamMeTpam, OTKasblBaTb B HEM WM aHHYIMPOBATb paspeLleHre Ha BbIMyCcK Mo NapameTpam
OONIKHbI COBMECTHO AOJIKHOCTHbIE /IMLA YNOJIHOMOYEHHbIX deaepanbHbIX OPraHoB UCMOAHUTEbHOM
BJ1AaCTW, B KOMMETEHUMIO KOTOPbIX BXOAMT OLEHKa MNPOAYKUMM MpU Pernctpauum v nposesaeHue
MHCNEeKUN no cobntoaeHnto HacTosawmx Mpaswua.

1. BbINYCK NO NAPAMETPAM /1A CTEPU/IbHOM MPOAYKLNM (3)

5. (3.1) NyHktammn 5 - 21 Hactoswero MpuUNoMKeHUA ycTaHOBAEHbl TpeboBaHMA K BbIMYCKY MO
napameTpam [FOTOBOM NpoayKuMu 6e3 npoBeAeHMA WCMbITAaHMA Ha CTEPUIbHOCTb. MCcKaloueHue
MCNbITAaHNA Ha CTEPUIBbHOCTb ABAAETCA MNPABOMEPHbIM  TOAbKO MNPU  HaJAWYMKM  YCNELIHOro
NOATBEPXKAEHUA TOrO, YTO 3apaHee YCTAHOBJ/IEHHbIE YC0BMA NPU BaanZaLmu npoLecca ctepuansaumnm
6blNM AOCTUTHYTbI.

6. (3.2) UcnbiTaHMA HA CTEPUIBHOCTb MO3BOAAIOT OOHAPYKUTb TOJIbKO 3HAYMTENbHbIE HapyLUEeHUs
B cucTeme obecneyeHns CTePUNbHOCTM.

7. (3.3) Bbinyck no napameTpam AOMYCKAeTcA TOAbKO B TOM C/y4ae, ecn napameTpbl npoecca
CTEPUAN3ALMM  CEPUM NPOAYKUMM TFapaHTUPYIOT, YTO Ba/IMOMPOBAHHLIA NpoLecc CTepuansaumu
obecneymBaeT CTEPUIbHOCTb MPOAYKLNMN.

8. (3.4) Bbinyck no napameTpam [AOMYCKaeTcA TONbKO ANA JIeKapCTBEHHbIX MpenapaTos,
noanexawmx GUHULLHOW CTEPUAN3aLMM B MEPBUYHOM YNaKOBKe.



9. (3.5) Ana BbiNycka No napameTpam MOryT ObiTb PacCMOTPeHbl MeToAbl CTepUAM3aLUK,
npeaycmaTpuBatolme B COOTBETCTBMU C TpeboBaHMAMKM [ocygapcTBeHHOM dapmakonen Poccuiickoi
depepaunn ncnosb3oBaHMeE Napa, CYXoro Xapa v MOHU3UPYIOLLETO U3TYYEHUS.

10. (3.6) Bbinyck no napameTpam He MpPUMEHAETCA MNpW NPOU3BOACTBE COBEPLIEHHO HOBbIX
JIeKapCTBEHHbIX NPenapaToB, TaK KaK yA0BAETBOPUTE/IbHbIE Pe3ybTaTbl UCMbITAHUI HA CTEPUNBHOCTL B
TeYeHWe onpeseneHHOro Nepmoaa BpeEMEHM ABAAOTCA YaCTblo KPUTEPUEB NPUEMIEMOCTU. B 0TAENbHbIX
CNy4yasax AaHHble WUCMbITAaHMA HA CTEPUABHOCTb, YXKe MMelWwmeca ANA ApYyrux NpenapaTos, MOXKHO
CYNTaTb AOCTAaTOMHbIMWM ANA HOBOrO MpenapaTa, B KOTOPblA BHECEHO TO/IKO HE3HauYuTenbHoe
M3MEHEHME C TOYKM 3peHna obecneyeHnsa CTEPUIBHOCTM.

11. (3.7) Heobxoaumo npoBOAMTb aHaNM3 PUCKOB CUCTEMbl obecneyeHUa CTepPUNbHOCTH,
HanpaB/AIEHHbIN Ha OLLEHKY PUCKa BbIMYCKa HECTEPU/IBHOM NPOAYKLUN.

12. (3.8) Mpepgblaywmin onbiT paboTbl NPOM3BOAUTENA NEKAPCTBEHHbIX MPENapaToB AO/IKEH
CBMAETENbCTBOBATL O COOTBETCTBMM €r0 NPOM3BOACTBA TPeboBaHMAM HacToAwwmX Mpasua.

13. (3.9) MNpu ouLeHKe COOTBETCTBMA MPOU3BOACTBA TpeboBaHMAM HacToswmx MpaBuUn AOAXKHbI
YUYMTbIBATbCA BbIAABJEHHbIE C/yYau HAPYLWEHUA CTEPUbHOCTU MPOAYKLUMKM, a TaKkKe pe3ynbTaTbl
UCNbITAaHUI Ha CTEPUNBbHOCTb AAHHOIO NEKAPCTBEHHOrO MpenapaTta C TOYKM 3PEeHUA IeKAapPCTBEHHbIX
NpenapaToB, CTEPUIU3YEMbIX TAKUM e UAN aHANOTUYHbIM CNOCO6OM.

14. (3.10) VYuactoK npou3BOACTBA M  CTepuaMsauMm  OokeH  6biTb  obecneveH
KBaNPUUMPOBAHHBIM WHKEHEPOM, UMELWMM OnbiT paboTbl MO obecnevyeHUd CTEPUALHOCTH, U
KBaNNPUUMPOBAHHBIM MUKPOBMOOrOM.

15. (3.11) Pa3paboTka M nepsBMUHaA BanuAaLMa MPOAYKTa AO0/MKHblI obecneumBaTb, YTO NpU
cobntoaeHnn BceX COOTBETCTBYIOLWMX YCN0BMI ByaeT BbiNyCKaTbCA NPOAYKLUMA OANHAKOBOFO KavyecTBa.

16. (3.12) Cuctema KOHTPO/IA M3MEHEHUI OOJ/IKHA MpeaycMaTpMBaTb MX aHa/M3 NEepCoHAsIoOM,
obecneymBatoWMm CTEPUNBHOCTD.

17. (3.13) HeobxoaMmo opraHM30oBaTb CUCTEMY KOHTPOJA MWUKPOBHOW KOHTaMWUHaLUK
JIeKapCTBEHHOrO NpenapaTa nepes cTepuamsauymen.

18. (3.14) fonxkHa bbITb UCKNHOYEHA BO3MOXKHOCTb NepenyTbiBaHUA NPOAYKLUMK, NpoLuesluein n He
npowealwen crepunusaumnto, 4to obecneumsaeTca nytem GpuU3NMYECKOro pasgeneHus NpoayKkuun mam
NCNO/Ib30BaHMEM 3NEKTPOHHbIX CUCTEM, MPOLLEALINX BaIMAALNIO.

19. (3.15) 3anucu no cTepuaM3aunm HeobXoaMMO NPOBEPATb Ha COOTBETCTBME TpeboBaHUAM
cneunduKaummn ¢ NpuBIeYEHUEM He MeHee ABYX He3aBUCUMbIX CUCTEM KOHTPOAA. TaKoM KOHTPO/b
MOEeT MNpOBOAUTLCA [ABYMA COTPYAHUKAMW WAU  COTPYAHMKOM W KOMMBIOTEPHOW CUCTEMOW,
npoweauwen BanMaaumtio.

20. (3.16) Mepepn, BbINYCKOM KaxKAOW Cepun MNPOAYKUUM HeobxoAMMO [0NOAHUTENIbHO
noaTBepauTh cieaytollee:

BCE MaHOBble PaboTbl MO TEXHUYECKOMY OOC/NYKMBAHUIO U TEKYLLME NPOBEPKU MUCMNOAb3YEMOrO
CTepuIN3aTopa BbINOHEHbI;

BCE PEMOHTHbIe PaboTbl U USMEHEHWA COMNACOBaHbI C MHKEHEPOM M MUKPOBMONOrom, KOTopble
HecyT OTBETCTBEHHOCTb 3a NPOLECC CTepUIn3aLmu;

ncnonb3yemble NPUBOPbI NPOLAK KaNNBpPoBKY (NOBEPKY);

CPOK AeicTBMA BanMaaLmmn ctepnansaTopa oA 4aHHOM 3arpy3Ku He UCTEK.

21. (3.17) Ecnm BblgaHO paspelueHune Ha BbiNyCK CEpUKN NPOAYKLUKM Mo napameTpam, TO peleHms o
BbINYCKE UM OTKJIOHEHUWN CEPUN NPOAYKLMU [ONKHbI ObITb OCHOBAHbI HA TPEHOBAHUAX YTBEPKAEHHbIX
WMHCTPYKUMIA B YacTM BbiMyCKa NO napameTpam. [1pyM HEBbINONHEHMM 3TUX TpeboBaHMIN BbINYCK
NPoAyKLUMM MO NapameTpam He AOMYCKaeTCA AaXKe NPu YCNOBUM YCNELIHOrO NPOBEAEHMA UCMBbITAHWUA HA
CTEePUIbHOCTb.

IV. TEPMWHbI W ONPEOE/EHNA

22. Ona uenent HacToawero MpuUnoXKeHUa UCNONb3YIOTCA Cieaytowue OCHOBHbIE NOHATUA:

BbINYCK MO MapameTpamM - CUCTEMA BbIMyCKa NPOAYKLMM, KOTopaa AaeT rapaHTMIO TOro, 4YTto
npoayKuMa umeeT Tpebyemoe KayecTBO, Ha OCHOBe WHPOpMauUMKM, MNOAYYeHHOW B Xxoge
NPOM3BOACTBEHHOTO MpoLecca W B COOTBETCTBMM C KOHKPETHbIMM MNpaBuAaMuW  OpraHU3auuu
NPou3BOACTBa M KOHTPOAA KayecTBa JIeKapCTBEHHbIX CPeACTB, CBA3aHHbIMM C  BbIMYCKOM MO



napameTpam;

cuctema obecneyeHus CTEPUNBHOCTM - KOMMJAEKC Mep Mo obecneyeHuto CTepuabHOCTU
npoayKkumun. [1na nekapcTBeHHbIX NpenapaTos, Nogaerawmx GUHULWHOWM CTEPUIM3ALLUN, STOT KOMMAEKC
Mep BK/tOYaeT B cebna cneayollee:

a) (a) pa3paboTKy fleKapCcTBEHHOMO NpenapaTa;

6) (b) 3HaHWE K, NO BO3MOXKHOCTU, KOHTPOJIb MUKPOONONOIMUYECKUX XaPAKTEPUCTUK UCXOLHOIO
CbIPbA Y TEXHONOMMYECKUX BCMOMOraTe /IbHbIX CpeaCTB (Hanpumep, rasoB U CMaso4yHbIX MaTepuMasnos);

B) (c) npoBeaseHMe KOHTPONS KOHTAMMHAUMWM B XO4e TEXHO/IOTMYeCcKoro mnpouecca Ans
npeAoTBpaLleHMa MnonagaHnus MMKPOOPraHM3MOB B MNPOAYKLMIO U WUX PA3SMHOMKEHUS, 4YTO OOblYHO
[O0CTUTraeTca NyTeEM OYUCTKU U CaHUTAPHOM 06paboTKM NOBEPXHOCTEN, KOHTAKTUPYIOLWMX C NPOAYKLMEN,
npeaynpexaeHna KOHTaMMHaUMK U3 BO3AyXa NOCPEeACTBOM NpoBeAeHUs paboT B YUCTbIX MOMELLEHUAX,
npoBeAeHMEM TEXHOIOTMYECKOro MPoLecca C OrPaHUYEHUAMM BO BPEMEHW WU, B COOTBETCTBYHOLLUX
CNy4anx, UCNosib3oBaHMEM CTaann dunbTpaLmm;

r) (d) npepoTBpalleHMe nepenyTbiBaHUA MPOU3BOACTBEHHbLIX MOTOKOB CTEPUN3OBAHHOM WU
HecTepuaN30BaHHOM NPOAYKLMK;

A) (e) nocTosaHHOE AOCTUKEHME KaYecTBa NPOAYKLMY;

e) (f) npouecc ctepununsaumm;

%K) (g) cucTemy KayecTBa B LLEe/IOM, B TOM YMC/e cUCTeMy obecrnevyeHus CTEPUNbHOCTM, @ UMEHHO:
KOHTPO/Ib U3MEHEHWI, 0bydeHMe NepcoHana, Haanune yTBEPXKAEHHbIX NPOU3BOAUTENEM UHCTPYKLUNA,
KOHTPO/Ib NPW BbINyCKe NPOAYKUMK, NAaHOBOE TeXHUYecKoe obcayKmneaHue, aHanms cboes B paborTe,
npeaoTBpaLleHne ownboK No BUHE NepcoHana, Baanaaumio, Kannbposky (nosepky).

MpunoxeHne N 18 (19)

K Mpasunam opraHusaumnm
NPOM3BOACTBA M KOHTPOA KayecTsa
NIeKapCTBEHHbIX CPeACTB

KOHTPOJ1bHbIE 1 APXMBHbBIE OBPA3LLbI
I. OBNACTb MPUMEHEHNA (1)

1. (1.1) Hactoswee MpunoxkeHne ycTaHaBAMBaeT TpeboBaHUA K 0TOOPY M XPaHEHUIO KOHTPOIbHbIX
06pasLLOB MCXOAHOTO CbipbsA, YNAaKOBOYHbIX MaTepUaaoB UAN FOTOBOM NPOAYKLMMN U apXMBHbIX 06pa3L,oB
rOTOBOW NPOAYKLMN.

2. (1.2) CneunanbHble TpebOBaHUA B OTHOLEHUW IEKAPCTBEHHbIX NPENapaTos, NpeaHasHaYeHHbIX
ONA KNIMHUYECKUX UcCNeaoBaHuit, yctaHoBaeHbl MpunoxkeHnem N 13 K HacToawmm MNpasunam.

3. (1.3) HacTosAwee MpuaoxKeHWe TaKKe pacrnpocTpaHaeTca Ha paboTy C apxMBHbIMKM obpasuamm
NeKapCTBEHHbIX CPEeACTB, peanusyembiX (MMNOPTUPYEMbIX) HECKOAbKMMW OpraHM3auusamMn OMNTOBOW
TOProBAW NEeKapCTBEHHbIMUN CPEACTBaMMU.

Il IPUHLMM (2)

4. (2.1) Obpa3subl XpaHAT ANA AOCTUMKEHMA ABYX Liesieli: BO-NepBblX, YToObl obecneynTb Hannuume
obpasua A4na aHaAMTUYECKUX WccenoBaHWM, BO-BTOPbIX, 4TOObl obecneynMTb Hanuume obpasua
NONIHOCTbIO rOTOBOM npoayKumn. C yyeTomM AaHHbIX Leneit obpasubl MoryT 6biTb NoJeneHbl Ha Age
KaTeropuu:

KOHTPO/IbHbIN 0bpasel, - obpasel, OTOOPAHHLIN U3 CEPUM WMCXOLHOrO CblpbsA, YNAKOBOYHOro
maTepuana UAu roToBoM NPOAYKLMU, KOTOPbIA XPaHUTCA NS NPOBEAEHMA aHa/M3a B TEYEHME CPOKa
rogHoOCTU CepuMn B C/ly4yae BO3HMKHOBEHMA Takoh HeobxogmmocTu. Heobxoammo coxpaHATb 06pasLbl,
OTOOpPaHHbIE  HAa  KPUTMYECKUX  MPOMENKYTOUYHbIX  CTaamsx  (Hanpumep, MoOcne  KOTOpbIX



npeaycmaTpMBaloTCA NPoBeAEeHME aHAIUTUYECKUX NCCAea0BaHMIA U BblAadva pa3peLleHunii Ha BbIMyCK), U
06pasubl MPOMENKYTOUYHbIX MNPOAYKTOB, KOTOPble MOCTaBAAOTCA 33 MNpegesibl 30Hbl  KOHTPOAS
npousBoauTeNs, ecim cTabuabHoOCTb 06pa3LOB 3TO AOMYCKaET;

apXMBHbIA 0bpasel, - obpasel, B OKOHYATE/IbHON YMNaKoBKe, OTOOpPAHHbIA M3 Cepun FOTOBOW
NPOAYKLMM, KOTOPbIA XPaHAT B LENAX NOATBEPKAEHUA UAEHTUYHOCTU. Hanpumep, B TeyeHMe CpokKa
XPaHeHWsa cepum MoryT notpeboBaTbca OCMOTP 06pa3La UM YNAaKOBKU, MAaPKUPOBKU, MHCTPYKLMM NO
NPUMEHeHUto, MosyyeHne WHPOPMaUUM O HOMEpPEe CEepPUUM U CPOKe TOAHOCTU. B UCKAOUUTENbHbIX
C/y4anx yKasaHHoe TpeboBaHMe MoxKeT bbiTb cobnoaeHo 6e3 xpaHeHua Ayb6aMKaToB 06pasuyoB, B
YacTHOCTM, ecnn HebonblIMe CePUM YNAKOBLIBAKOT A/1A Pa3HbIX PbIHKOB UAW MPY NPOU3BOACTBE OYEHb
O0POrnX IeKapCTBEHHbIX NPenapaTos.

5. Bo MHOMMX CAy4asax KOHTPO/IbHbIE U apXxuBHble 06pa3Lbl FOTOBON MPOAYKLMU WUAEHTUYHbLI U
ABNAOTCA €AUHULAMM MPOAYKUMM B OKOHYATENIbHOM YMaKoBKe. B TaKMX cayvyasx KOHTPOJIbHblE U
apx1BHble 06pasLLbl MOTYT PaCCMATPMBATLCA Kak B3aMMO3aMeHseMble.

6. (2.2) Y npoussoguTtens, umnopTepa WUAM Ha MNpPeanpuUATUK, TAe BblAAETCA paspelleHne Ha
BbIMYCK cepun (KaK yKasaHO B NyHKTax 20 - 25 HacToAwero MpunoxeHua), AOMKHbI XPAaHWUTbCA
KOHTPO/IbHbIE U (UK) apxmMBHble 0BpPasLbl KaXXAoN cepum roToBOM NPOAYKUWMK, @ Y NPOM3BOAUTENSA -
KOHTPO/IbHble 00pasubl KaxgoN Cepum UCXOAHOro CbipbA (MCKNOYEHMA YyKasaHbl B MyHKTe 10
HacTosiwero MpunoxeHus) n (MAn) NPoOMeEKyTOYHOM npoaykuMu. Ha Kaxgolh npousBoACTBEHHOM
NAOLWAAKe, OCYLLECTBAAOLWLEN YNAKOBKY, AO/MKHbI XPAaHWUTLCA KOHTPOJIbHble 0BOpasLbl KaXKaoW cepuun
NMEePBUYHbIX YNAKOBOYHbIX MaTepUanoB W Me4vaTHbIX MaTepuanos. [JonycKaeTca BKAOYaTb MeyaTHble
MaTepuasnbl B COCTaB KOHTPO/IbHbIX U (M/1M) apXMBHbIX 06Pa3L,0B rOTOBOW NPOAYKLUN.

7. (2.3) KoHTponbHble 1 (MAK) apxmBHble 06pasLbl XapaKTePU3YIOT CePUI0 TOTOBOM NPOAYKLUN UK
NCXOAHbIX CbIpbA U MaTepUanoB, ABAAOTCA NMPUIOKEHUEM K AOCbE HA CEPUIO U MOTYT BbiTb OLLEHEHDI, B
YacTHOCTM, B C/ly4ae NpenbsABAEHMA MPETEeH3U K KayecTBy JIEKapCTBEHHOro npenapaTta, NpPoBEPKU
COOTBETCTBMA TPebOBaHUAM, YCTAHOB/IEHHbIM NPW  TOCYAAPCTBEHHON pPerucTpauuun, npoBepKu
MapKMPOBKM U YNAKOBKM WAW NpPU  MNPOBEPKE YNOJHOMOYEHHbIM degepasibHbIM  OpraHoOM
NCNONHUTEIbHOM BNacTU (MHCNeKunen).

8. (2.4) Heobxoaumo BecTn 3anucu gns obecneyeHus npocnerkmMBaemocTM obpasuos. 3anucu
OOJIKHbI ObITb ZOCTYMHbI YTONHOMOYEHHbIM peaepasbHbiM OpraHam UCNOIHUTENbHOM BNACTU.

. AAUTENIBHOCTb XPAHEHUA (3)

9. (3.1) KoHTponbHble U apxmMBHble 06pPa3Lbl KaK4olM cepun roToBon NpoaykumMm Heobxoanmo
XPaHUTb, MO KpaliHel mepe, B TEYEHNE CPOKa rogHOCTU CepuM M OA4HOrO rofa nocsie UCTeYEeHMA CPOKa
rogHoctn. KOHTpOo/IbHbIN 0bpasew, A0MKEH BbITb YNaKoBaH B €ro NepBUYHYO YNaKOBKY. B ciyyae ecam
nepBMYHasa YyNakKoBKa ABASETCA O4YeHb OO/bLIOW, KOHTPO/bHbIM 06pasel, MOMKeT ObiTb ynakoBaH B
YNaKOBKY, COCTOALLYHO M3 TOFO }Ke maTepuasna, YTo M NepBUYHAsA YNaKOBKA, B KOTOPOM BblMycKaeTcs
JNleKapcTBeHHbIV npenapaT. CoOTBETCTBYIOWME YKa3aHNA B OTHOLIEHUM MMNOPTUPYEMBIX JIEKAPCTBEHHbIX
npenapaTtoB AnA BETEPUHAPHOrO MPUMEHEHUA KPOME WMMMYHOOMONOTUYECKUX JIEKAPCTBEHHbIX
npenapaToB NpMBOAATCA B NyHKTax 5 - 6 MpunoxeHna N 4 K HacToAwmm Mpasmnam.

10. (3.2) O6pasLbl UCXOAHOTO Cbipbs (KPOME pacTBOpUTENEN, FAa30B UM BOAbI, NpeaHa3HauYeHHbIX
AN TEXHONIOTUYECKMX Lienei) A0MKHbl XPaHUTbCA B TeYEHWEe He MeHee [IByX NeT Mnociae BbinycKa
JIeKapCcTBEHHOro npenapara, ecan bonee AAUTENbHbIM Nepuoa He NPeAyCMOTPEH COOTBETCTBYHOLWLMMMU
HOPMaTUBHbIMM NPaBOBbIMW aKTamu Poccuiickoli Pepepaumnun. YKasaHHbI nepuod MOMKeT b6biTb
COKpallleH, ecnu B cneymduKaumnm ykasaH 6os1ee KoOpoTKUn Nnepmoa CTabuibHOCTU CbipbA. YNaKoBOYHble
MmaTepuanbl AONKHbI XPaHUTLCA B TeYEHNE CPOKa roAHOCTU COOTBETCTBYIOLLEro FOTOBOrO NPo/yKTa.

IV. KONMYECTBO KOHTPO/1bHbIX 1 APXMBHbIX OEPA3LIOB (4)

11. (4.1) KonnyecTBo KOHTPOJIbHBIX 06PAa3L0B AOMKHO ObiTb AOCTAaTOYHbIM A8 NPOBEAEHUA He
MeHee YeM [ABYKPaTHOro MOJIHOrO aHa/IMTUYECKOTrOo KOHTPO/A Cepuu MPOoAyKLMM B COOTBETCTBMM C
TpeboBaHMAMM, YCTAaHOBAEHHbIMM MpPWU TOCYAAPCTBEHHOW pernctpauun. Mpu HeobxogumoctTn ann
KaXkgoro BMAa aHa/MTUYECKOrO KOHTPOAS [OJ/IKHbI MCMO/b30BaTbCA HEBCKPbITbie YNaKoBKW. J1tobble
UCK/IIOYEHNA M3 3TOro TpeboBaHMA A0/KHbI BbiTb 06OCHOBaHbLI M COFNAcoBaHbl C YNOJHOMOYEHHbLIM



desepanbHbIM OPraHOM UCMOIHUTENBHOM BIACTMU.

12. (4.2) Echn HoOpmaTMBHbIMW MNpaBOBbIMM aKTamu Poccuitickolt depepaummn ycTaHOB/EHDI
TpeboBaHMA B OTHOLIEHUW KO/NMYECTBA KOHTPOJIbHbIX 06pasLoB WM apxMBHbIX 06pa3LOB, TaKue
TpeboBaHMA A0/KHbI cobatogaTbCA.

13. (4.3) KoHTponbHble 06pa3ubl A0MKHbI 6biTb NpeACTaBUTENbHbIMU A8 CEPUN UCXOAHOrO
Cblpbsi, MPOMEKYTOYHOM UM FTOTOBOM NPOAYKLMKN, U3 KOTOPOM OHM 0TOBpaHbl. A KOHTpOAA Hanbonee
KPUTUYECKMX 3TanoB npouecca (B 4aCTHOCTM, Hayana MAM KOHLA npouecca) moryt otbupaTbes
AononHUTeIbHble 06pasupl. EciM npouecc ynakoBKK cepun BeaeTcs B XoAe ABYX U bosiee oTAenbHbIX
onepaunit No ynakoBKe, TO NOC/E KaXaoMn M3 3TUX onepaumin HeobxoanMmo oTbMpaTb HE MeHee O4HOro
apxuBHOro o6bpasua. Jllobble WCKAYEeHUs M3 3Toro TpeboBaHMA AO/MKHbI OblITb 0OOCHOBaHbLI U
COrNacoBaHbl C COOTBETCTBYHOLWMM YNOJHOMOYEHHbIM deaepasibHbIM OPraHOM UCMOIHUTENBHOM BNACTH.

14. (4.4) Heobxoanmo obecneuntb, 4TOObl B TEYeHME OLHOrO roga MOcC/e UCTeYEHMA CPOKa
rogHoCTU nociefHel NpPou3BeAEeHHOM Cepunm MMENUCb B HaaUuMK UM BblM Nerko [OCTYMHbI Bce
HeobxoaMMmble aHaNUTUYECKME MaTepuanbl U 060pyA0BaHME C Lieblo NPOBEAEHNA BCEX NPUBEAEHHbIX B
cneumdUKaLnmM UCNbITAHWUA.

V. YC/NI0BUA XPAHEHUA (5)

15. (5.1) XpaHeHWe KOHTpPOAbHbIX 06pasLoB roOTOBOMW MNPOAYKUMM U dapMaLLEBTUYECKUX
Cy6CTaHUMIN AONKHO OCYLLECTBAATLCA B COOTBETCTBMMU C TpebOBaHMAMM HOPMATUBHbIX MPABOBbIX AaKTOB
Poccuitckoin depepaunm.

16. (5.2) YcnoBuA xpaHeHMA [OOJ/KHbI COOTBETCTBOBaTb TPEOOBaHMAM, YCTAaHOBJ/IEHHbIM MpU
rocyapCTBEHHOM PEervcTpaummn IeKapcTBEHHOro CpeacTBa (Hanpumep, XpaHeHWe Npu MOHUMKEHHOM
Temnepartype, ecnuv Tpebyetca).

V1. COT/IALLEHMA (6)

17. (6.1) Ecam nnuo, Ha MMA KOTOPOro BblAAaHO PErncTpPaLMoHHOE Yy0CTOBEpPEHME, He ABNAeTCA
OHOBPEMEHHO HPUANYECKMM NINLOM, OTBETCTBEHHbIM 3@ BbINYCK CepuUM NpoaykumMm B Poccuinckom
depepaunm, 06a3aHHOCTb NO OTOOPY U XPAHEHUIO KOHTPOJIbHbIX U apXMBHbIX 06pa3L0B A0/XKHA ObiTb
onpeaeneHa B COrNaWeHUn mexay CTOPOHamMW B COOTBETCTBMM C NyHKTamu 237 - 255 Hacroawmx
MpaBua. ITo TaKKe KacaeTca Cnyyaes, Korga Kakaa-nmbo geaTenbHOCTb MO NPOU3BOACTBY MM BbIMYCKY
cepum npoaykuMM NpoBOAUTCA Ha TOM MNPOW3BOACTBEHHOW NAOLWLAAKE, KOTOpasa He MNpUHagNexXuT
npousBoauTENO, OTBEYalOWeMy 3a Cepuio npoaykuuu, obpawatowytocs B Poccuiickon ®Pepepaumn.
Mopsagok otbopa U XpaHEHWUs KOHTPONbHbLIX U apPXMBHbIX 06PA3LOB ANA KaXK4olM NPOU3BOACTBEHHOM
nAowWanKkn, BOB/MIEYEHHON B MNPOU3BOACTBO, [AOJIKEH ObiTb onpeaeneH B COMNALIEHUM MeXay
NPOM3BOAUTENAMM, KOTOPbIM 3TU NPOU3BOACTBEHHbIE M/IOWAAKN NPUHAANEXKAT.

18. (6.2) YnonHomouyeHHOe AMLO, KOTOPOe BbIAAET paspelleHMe Ha BbINYyCK cepuu
JIeKapCTBEHHOro npenapara, A0/I*KHO obecneynTb AOCTYNHOCTb BCEX COOTBETCTBYHOWMX KOHTPOBbHbIX U
apXMBHbIX 00pasuLoB B TeyeHWe npuemsemoro BpemeHu. Mpu HeobxogMmocTn Bce TpeboBaHMA B
OTHOLUEHUM TaKOro A0CTyNa yCTaHaB/IMBAOTCA B COrNALLEHNMN.

19. (6.3) B cnyyae ecan B NpoM3BOACTBE FOTOBOM NPOAYKUMM 3a[€MACTBOBAHbl HECKO/IbKO
NPOM3BOACTBEHHbIX NAOWAAOK, MPUHAANENKALWMX Pa3HbIM MPOU3BOAUTENAM, HanMuue cornalleHui
MeXay YKasaHHbIMWU NPOU3BOAUTENSMM ABNAETCA K/OYEBbLIM yCnoBMEeM cobatogeHna TpeboBaHMin No
0TOOpPY M MECTY XPaHEHUA KOHTPO/IbHbIX U apXMBHbIX 0O6pa3LOB.

VIl. KOHTPO/IbHbIE OBPA3Lbl. OBLLUME MOJIOXKEHUA (7)

20. (7.1) KoHTposibHble 06pa3supbl NpeaHasHayYeHbl 414 NPOBeAEeHMA aHanM3a U A0/KHbl BbiTh
Nerko AocTynHbl Ana nabopatopuu, UMMeloWwein BaNMAMPOBaHHble METOAMKM MPOBEAEeHUA TaKoro
aHanmsza. O6pasLbl UCXOAHOIO CbipbA, UCMOAL3YEMOrO B NPOU3BOACTBE IeKapCTBEHHbIX NpenapaTos B
Poccuitckoit  Pepepaumun, wn  obpasubl roTOBOM MNPOAYKUMM  AOJKHbI  XPaHWUTbCA Ha  TOW
NPOM3BOACTBEHHOM MN/OWAAKe, Ha KOTOPOW OCYLLEeCTBAAETCA MPOM3BOACTBO FOTOBbIX /IEKAPCTBEHHbIX
npenaparos.



21. (7.2) NopAagok obpalleHna C KOHTPONbHbIMM 06pPasLLaMM FOTOBbIX /IEKAPCTBEHHbIX CPeACTs,
NPOM3BOAUMbIX B APYrMX CTPaHaXx:

a) (7.2.1) B cnyyae ecnm mexay Poccuiickoii ®egepaumeit 1 COOTBETCTBYHOLWMM rOCYAapPCTBOM
3aKNIOYEHO COrfalleHMe O B3aMMHOM MNPU3HAHWUM, KOHTPOJIbHble 06pasubl MOryT OTbMpaThCa U
XpaHWUTbCA Ha TOW MPOW3BOACTBEHHOM N/OWAAKE, Ha KOTOPOM OCYLLECTBASETCA NPOU3BOACTBO. ITO

AOMKHO 6bITb OopopmneHo cornawieHnem (B COOTBETCTBMW C NyHKTamm 17 - 19 Hactosuwero
MpunoxkeHus) mexkay nmnoptepom B Poccuiickolt epepaumm 1 nponsBoguTesem, HaxogaLLMMCS 3a ee
npeaenamu;

6) (7.2.2) B cnyyae ecnm Poccuiickaa degepauma He MMEET C COOTBETCTBYHOLMM rocyaapCTBOM
CornaweHuns o B3aMMHOM NPU3HaHUK, KOHTPOJIbHble 06pa3Lbl FOTOBOM NPOAYKLMMN A0NKHbBI OTOMpPaAThCA
M XPaHWUTbCA Ha NPOM3BOACTBEHHOM NJOLWLAZKe, PacnofiokeHHon B Poccuitickoit depepaummn. OT60p
06pasuoB [0/KEH BbINOMHATLCA B COOTBETCTBMM C COr/alleHMem (coriaeHusmMn) mexagy Bcemmu
3aMHTEepPeCcoBaHHbIMU CTOpPOHaMn. OBpasLbl PEKOMEHAYETCA XPaHWUTb Tam, r4e NPOBOAWJICA KOHTPOJIb
NPOAYKLMM NpU ee BBO3E;

B) (7.2.3) KOHTpO/bHble 06pasubl MCXOLHOTO CbipbA WM YMNAKOBOYHbLIX MATEPUasoB OOJIKHbI
XPaHUTLCA Tam, F4e OHW UCNONb30BaAINCL ANS MPOU3BOACTBA FOTOBbIX JIEKAPCTBEHHbIX MPEMNapaTos.

VIII. APXVMBHbIE OBPA3LIbI. OBLLIME NOJTOXKEHUA (8)

22. (8.1) ApxuBHble 06pa3Lbl AOKHbI NPeACcTaBAATb CEPUI0 TOTOBbIX IEKAPCTBEHHbIX NpenapaTos
B TOM BMWAE, B KOTOPOM OHW peanusytotca B Poccuiickoir degepaumm M MoryT UCNO/b30BaTbCA ANA
KOHTPO/IA C Ue/bl0  MNOATBEP)KAEHMA  COOTBETCTBMA  TpebOBAHMAM, YCTAaHOBAEHHbIM  Npu
rocyAapCcTBEHHOM perucTpaumm, u MHbim TpeboBaHMAM, YCTAHOBIEHHBIM HOPMATUBHBLIMW MPaBOBbIMM
akTamm Poccuinckon depepaumnmn. ApxmBHble 06pasubl PeKOMeHAYeTcA XPaHMTb Ha nJjolajke, Ha
KOTOPOW HaxoAMTCA YNOJIHOMOYEHHOE /INLLO, BblAaaBLUee pa3peLleHne Ha BbliMyCK NpoayKLUH.

23. (8.2) B cooTBeTCTBMM C MyHKTOM 22 HacToswero lNpunoxeHus B caydyae ecanm Mmeetcs
AencTeylollee cornalleHMe O B3aMMHOM MNPU3HAaHUM W KOHTPO/AbHble 00pasubl XpaHATCA Yy
npoussoauTensa, HaxogsallerocAa 3a npeaenamu Poccuiickort depepauum (noanyHKT "a" nyHkra 21
HacToswero [lpuaoXKeHUs), OTAenbHble apXxuBHble o06paslbl AONKHbI XpaHUTbCA B Poccuitckol
depepaunn.

24. (8.3) ApxuBHble 06pasubl [OAKHbI HAXOAMTbCA Ha MNPOM3BOACTBEHHOM NAOLLAAKE,
npuHagnexKallen nponsBoanTeNt0, UMEOLWEMY /IULLEH3MIO Ha NPON3BOACTBO 1EKAPCTBEHHbIX CPEACTB, U
6bITb AOCTYMHLIMW A/151 YNIOJIHOMOYEHHOTo dpeaepanbHOro opraHa MCNOAHUTENIbHOM BNACTHU.

25. (8.4) Ecam B nocnepoBaTeibHOCTM "BBO3 - MPOLECC YNAKOBKU - KOHTPOJIb - BblMycKk cepumn”
y4yacteyeT bosiee o4HOro npomssBoauTens B npeaenax Poccuiickonn deaepaumm, To OTBETCTBEHHOCTb 33
0TOOpP M XpaHeHMe apXUBHbIX 06pPa3LLOB AOMKHA ObiTb onpeaeneHa corfiaweHuem (cornaweHusamm)
MeXAY BCEMU y4aCTBYIOLWMMM CTOPOHAMM.

IX. KOHTPOJ1bHbIE N APXMBHbIE OBPA3LLbI MPOAYKLNWN,
WMMNOPTUPYEMOW (PEAIUSYEMOW) HECKOJIbKUMMW OPTAHU3ALIMAMMU
OMNTOBOW TOPrOBAWM NIEKAPCTBEHHbIMW CPEACTBAMM (9)

26. (9.1) Echmn BTOpMYHYIO YNaKOBKY JIeKapCTBEHHOro npenapaTta He BCKPbIBalOT, TO He0bxoaAnmo
XPaHWUTb TO/IbKO MCMO/Ib3YEMbIii YNaKOBOYHbIA MaTepuan, MOCKONbKY PUCK NepenyTbiBaHUA NPOAYKL MU
He3HauuTeNeH UInN OTCYTCTBYET.

27. (9.2) Echn BTOPUYHYIO YNAaKOBKY BCKPbIBAOT, HanpMmep, A1 3aMeHbl KapTOHHOW MayYkn uam
WMHCTPYKUMW MO MNPUMEHEHUI0, TO HeobxoAMmo OTOMpaTb OAMH apXMBHbIA obpasel, ANA KaxKaomn
onepauuu npouecca ynaKOBKM, TaK KaK CyLLEeCTBYeT PUCK NepenyTbiBaHUA MPoAYyKUMM B npoLlecce
ynakoBKu. [lofiKeH BbITb NpeAycMOTPeH MopAAOoK, NO3BOMAKOWMIA BbICTPO onpesenuTs BUHOBHOMO B
nepenyTbiBaHUKU (NPON3BOANTENb MW OPraHU3aLLMA ONTOBOM TOProB/AN NEKAPCTBEHHbIMU CpeacTBaMu),
TaK KaK OT 3TOro 3aBUCUT 06beM OT3bIBae@MOMN NPOAYKLUNMK.

X. KOHTPOJ/IbHbIE N APXMBHbIE OBPA3LLbI B C/TYHAE TMKBUAALNN
MPOU3BOAUTENA (10)



28. (10.1) Nocne NMKBMAALMM NPOU3BOAUTENA U MpPeKpalleHusa (B pesynbTaTe aHHYAMPOBAHWA
WUAN UCTEYEHUS CPOKa AEWCTBUS) NNLEH3UM HA NPOWM3BOACTBO JIEKAPCTBEHHbIX CPeACTB B NpogaKke
MOXeT ocTaTbCA 60/IblIOe KONNYECTBO CEPUIN MPOU3BELEHHBIX 3TUM NPOU3BOAUTENEM NNIEKAPCTBEHHbIX
NpenapaTtoB C HEUCTEKLMM CPOKOM FOAHOCTU. [NA OCTalOWMXCA Ha PblHKE Cepuii NPOU3BOAUTENb
OOJ/IKEeH 3aK/oYMTb [O0roBOPbl MO MNepefaye KOHTPOJIbHBIX W apXMBHbIX 06pasuoB (a Takxke
COOTBETCTBYHOLLENM AOKYMEHTaUMK, Kacatowenca HacToawmx Npasua) Ha XpaHeHMe B NpegHasHayeHHoe
ana sToro mecto. poussoguTtens AOMKEH NpeacTaBUTb B YNOJHOMOYEHHbIM deaepanbHbii opraH
NCNONHUTENIbHON BNACTM A0Ka3aTeNbCTBO TOrO, YTO MPUHATbI AOCTAaTOYHbIE MEpPbl MO XPaHEHWto, a
06pasuybl, ecnm HeobxoANMMO, MOTYT BbITb NETKOAOCTYNHbI ANA NPOBEAEHMA OLLEHKM U aHaNn3a.

29. (10.2) Ecam npousBoguTeNb HE MOMKET MPeAnPUHATb YKasaHHble Mepbl, TO BbINOJIHEHWUE
HeobXxo4MMbIX AEeNCTBUN MOXKET ObiTb nepenaHo Apyromy npowssoauTento. J/Iuo, Ha MMA KOToporo
BblAAHO PErncTpaLMoHHOE yAOCTOBEPEHUE, HECET OTBETCTBEHHOCTb 3a TAKYyl nepegayvy ¢GyHKUMA 1 3a
npeacTaBneHne Bcel Heobxoammon uHPopmaumm ynoaHOMoOYeHHoMy denepanbHOMy OpraHy
MCNONHUTENbHOM BAAcTU. JIMLO, HA MMA KOTOPOTO BblAAHO PErMCTPALLMOHHOE YA0CTOBEPEHME, AOMKHO
COrnacoBaTh C YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM UCNOIHUTENbHOM BAACTU AOCTaTOMHOCTb Mep
MO XPaHEHUIO KOHTPOJ/IbHbIX U apXMBHbIX 06Pa3L0B.

30. (10.3) 311 TpeboBaHMA PaACNPOCTPAHSAIOTCA TaK¥e Ha C/AyyYal AMKBMAALMW MPOU3BOACTBA,
HaxopAwerocA 3a npegenamu Poccuitickont ®depepaummn. B 3atom cayvyae umnopTep HeceT
OTBETCTBEHHOCTb 3a obecrneyeHMe TOro, YTO YKasaHHble [A0roBOPbl XPaHEHWA 3aK/0YeHbl WU
COrnacoBaHme € yNoJAHOMOYEHHbIM desepasibHbIM OPraHOM MCNOAHUTEIbHOM BAACTU NPOBEAEHO.




