Mpukasz MunHUcTepcTBa NPOMbILIEHHOCTY U Toprosan P® ot 14 nioHa 2013 r. N 916 "'O6
yTBepXaeHnu NpaBui opraHnsaL v NponsBOACTBa U KOHTPOA KayecTBa
NeKapCTBEHHbIX cpeacTB"”

3aperuvctpupoBaHo B MuHwcTe P9 10 ceHTsa6psa 2013 r.
PernctpauuoHHbii N 29938

B cooTBeTCcTBUM C 4HacTbi 1 cTartbu 45 degepasnbHOro 3akoHa OT 12 anpend

2010 r. N 61-93 "06 o6paweHUn  fNeKapCTBEHHbLIX  CpeacTB'’ (Cobpanne
3aKoHogaTenbcTBa Poccuiickon ¢epepaymn, 2010, N 16, cT. 1815, N 26,
CT. 3446) wn nognyHkToMm 5.2.18.31 nyHkTa 5 [lonoxeHna o MnHncTepcTBe
NMPOMBILL/TIEHHOCTH u  TOprosnu Poccuiickoii degepaunu, YTBEPXAEHHOr 0
noctaHoBneHnem MNpaButenbctBa Poccwuiickoii degepauymmnm oT 5 umwoHA 2008 r. N 438
(CobpaHne 3akoHogaTenbcTBa Poccuiickoii $egepaunn, 2008, N 42, CT. 4825;

2009, N 3, cr. 378, N 6, cTt. 738, N 11, cTt. 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, cT. 4251, N 35, cT. 4574, N 45, «cT. 5854; 2011, N 43,
cT. 6079, N 46, cT. 6523, N 47, cT. 6653, 6662; 2012, N 1, cT. 192, N 43,
CcT. 5874, 5886; 2013, N 5, cT. 392) npukasbiBaw:

1. YTBepauTb npunaraewmsie lNpaBuia opraHusauum npon3BOACTBa U KOHTPONA
KayecTBa J/IeKapCTBEHHLIX CPencTB.

2. KoHTposb 3a UCMONIHEHMEM HaCTOSIWEro MNpukKasa OCTaB/sl 3a COOOW.

MuHUCTP 0.B. MaHTypoB

MpaBuna opraHusaunn NPou3BOACTBA N KOHTPONS KadecTBa J/IeKapCTBEHHbLIX
CcpeacTs
(yTB. npukasom MmHMCTEpCTBA MPOMLIWAEHHOCTM U Toproenn PO oT 14 wuwoHA
2013 r. N 916)

1. Obwme nonoxeHus

1. TMNpasBuna opraHmsaumu npoussojacTeBa 7] KOHTpPOA KayecTBa
NeKapcTBeEHHbIX cpeacTB (panee - [paBwnia) ycTaHaBMBawT TpeboBaHMA K
opraHmsaumn Mnpou3BOACTBA M KOHTPO/SA KadecTBa J/IEKAPCTBEHHbIX CpPeacTB  Ans
MEAULUMHCKOIO MPUMEHEHUSA U BETEPUHAPHONO MPUMEHEHMUS .

2. MpaBwuna pacnpocTpaHANTCA Ha BCe BUAbl IEKAPCTBEHHbLIX cpencTB U
ycTaHaBmBawT obuwue TpeboBaHMA K opraHu3sauum ux NpouM3BOACTBa WU KOHTpOnA
KayecTBa, a Takke chneunasibHele TpeboBaHUs K OpraHu3auuu npomnsBoacTBa
OTAENbHbIX BUAOB JIEKAPCTBEHHbLIX CPEACTB.

3. HacToswue MNpaBuna He pacnpoCTPaHAKWTCA Ha BOMPOCH OXpaHbl  Tpyda
nepcoHana, 3aHATOro B MNPoOU3BOACTBE, Ha  obecnevyeHue NPOMbILLIEHHON
6e30nacHOCTM, MNOXapHOW 6e3onacHOCTU, B3pbLIBO6E30MnacHoCTH, XUMNYECKOIA
6e30MacHOCTN, CaHMTapHO-TUIMEeHNYEeCKol 6e30MacHOCTM U UHOM 6e30mnacHoCTH
np“ NPOM3BOACTBE /IEKApPCTBEHHLIX CPeACTB, a Takke He 3aTparvBawT  BOMPOCH
OXpaHbl OKpyxawuweli cpefbl. MNpUHATUE HEeOobXoAMMbIX MEp B YKa3aHHbIX  ciy4asax
ABNSETCA HenocpeacTBEHHON 0653aHHOCTbI0 NMPOM3BOAUTENA B COOTBETCTBUM C
HOPMaTMBHLIMX MPaBOBLIMM akTamu Poccuiickon depepaunn.

11. TepmuHbl U onpeneneHns

4. Qna ueneii HacToswux [lpaBua  UCNOMb3YyWTCA crefywume OCHOBHble
NOHATUSA X

GaNNoH - KOHTEWHEep O06bIMHO LUWIMHOPUYECKOW (GOPMbl, MPUCMOCOG/EHHbIA O/
CXKaToro, CXWKEHHOrO WM pacTBOPEHHONO rasa, OCHAallEHHbIN npucnoco6ieHnem
0N perynvupoBKU CrMOHTAHHOINO BbITEKAHUA rasa npu aTMoChepHOM OaBfeHun u
KOMHaTHOW TemnepaTtype;

6vonornyeckne areHTbl - MUKPOOPraHW3Mbl, BK/Yas MNOJSyYeHHble meTohamm
FEHHOWN WHXEHEepUn, KAeTOYHble Ky/bTypbl U 3HAOMApa3nTbl, KaK NaToOreHHole, Tak
N HenaToreHHble;

bnopeakTop - 3akpbiTad cuctema, Takasd Kak (pepMeHTep, B KOTOpPYW BBOAAT



6MONI0rNYEeCcKe areHThl Hapsgy C  OpYyrvMM  CbipbeM Takum  obpasom, 4yToO 3TO
NPUBOANT K UX PA3MHOXEHWUN WM K MNPOAYLMPOBAHMIO UMW APYrUX BeEWecTB  NyTem
B3aMMOAENCTBMS C OPYrMM ChipbeM. BuopeaKTopbl 06bIMHO CHaGXeHbl perynvpylummm
N KOHTPOMMpYWLWMMKU Npubopammn, a TakKke NpUCnocobrneHusaMn ansi  aobasneHus "
yAaneHns BelecTB;

Basimgauna - OOKYMEHTa/IbHO Oq)OpM]'IeHHbIe AGMCTBMH , jdawoune BbICOKYI0
cTeneHb yBepeHHOCTun B TOM, 4YTO MeTOAMKa, Mnpouecc, 060py,q03aH me, marepuan,
onepauna win cCunctema COOTBETCTBYHT 3aaHHbIM Tpe6OBaH naAMm n nx

nucrnonb3oBaHne OyaeT NOCTOAHHO MPUBOANTL K  pel3ynbTaTawm, COOTBETCTBYHWNM
3apaHee YCTaHOBJ/IEHHbLIM KpUTEepusaM MpUemMneMocTy;

BO3BpaT - BO3BpaT J/IEKAPCTBEHHOINO CpeacTBa €ero nNpou3BOAUTENK WK
NnoCTaBWUKY ;

BO3AYWHLIA WIKN3 — OrpaHMYeHHOEe MPOCTPAHCTBO C ABYMS WU HECKOJIbKUMU
OBEPSAMU, PacCrosioOKeHHOE Mexay ABYMSA WAN HECKO/IbKMMWU MOMELWEeHUsMM, Hanpumep,
pa3HbIX K/1acCoB YUCTOThI, MpegHa3Ha4yeHHoe A1 pa3fefieHnMsa  BO34YWHLIX — cpeq,
NoMeEWEeHNn Npu BXOA4E B HUX M UCMOMb3YEMOE KaK O/ nepexoja nepcoHana, Tak
N ANna rnepemeweHns maTepuasos;

BbICOKO aKTMBHble BelwecTBa - XUMUYECKNE COedNHEHus, oKasbiBawlme
BO3[JeliCTBME Ha OpraHu3m 4yesioBeKa B HU3KUX KOHLUEHTpauusax;

BbICOKO aKTVBHble NleKapCTBEHHbIE CpefcTBa - JlIeKApCTBEHHble — cpeacTsa,
Jawume hapmMakosiormyeckuii appeKkT B HMU3KUX go3ax (KOHUeHTpauusx) ;

rotoeass npoaykuma (roTtoBbli NpPOAYKT) - JIEKAPCTBEHHbI npenapar,
KOTOpbIi  npowen BCE CTagunm  TEeXHO/IOrMYeCcKoro npouecca, BK/4as
OKOHYaTe/IbHY0 YNaKoBKY ;

3anncb - OOKYMEHT, (OUKCUPYWWWIA BbIMOSIHEHME Pa3/INYHbLIX AEWNCTBUMA  ANs
JoKa3aTeNnbCTBa COOTBETCTBUSA MHCTPYKLUMAM;

N30/MpoOBaHHas 30Ha - 30Ha, 060pyAoBaHHasA COOTBETCTBYWWMMU (GUAbTPaMU
N yCcTpoiCcTBaMu MNOArOTOBKU BO34yXa ANA MpefoTBpaWeHMs KOHTamMHauMu BHEWHEe
OKpyXawllein cpegpl 6MONOrMYeCcKUMM areHTamu, MNpPUCYTCTBYHWUMN B 3TOI 30HE;

N3o0nAuMa - OencTBUSA NO  OrFpaHUYeHu pacnpocTpaHeHua  6UoAornvyeckux
areHToB WM ApPYrvMX KOHTaMMHaHTOB 3a Mnpegesbl onpefeneHHoOro NpoCTpPaHCTBa;

N30nAuMsa BTOpPUYHas - cucTema M3onsaunn, npegorBpawanwasi NPOHNKHOBEHME
OMONOrNYEecKOro areHTa BO BHELWHIOW OKPyXawuyl cpegy wanm B agpyrvue  pabodune
30Hbl, YTO OOCTUraeTCs WUCMONb30BaHWEM MOMEWEHUA CO CchneunasbHbLIMA CUucTemMamu
NOArOoTOBKU BO34yXa, Hainumem BO34YWHbIX wWnw3oB U (Uan) CTepunnsaTopoB Ans
nepegayn mMaTepuvasioB Hapyxy Hapsgy C npouegypamu 6e3onacHOro  BefeHus
npouecca. Bo MHOruX criydyasix WCMHOMb3yeTca Ans  NoBblweHUA  3PPeKTUBHOCTHU
NEPBUYHON W30MALNN;

n30nAuMa nepBuYHas - cucTema usonsaunu, npegorspawanuasl NPOHUKHOBEHME
610/10rMYEeCKOro areHTa B OKpyXawllyl cpedy, HErNoCpefACTBEHHO npuierawuyw K
paboyeiln 30HEe, 4YTO [OCTUraeTca MOCPeACTBOM WCMONb30BaHUA 3aKpbITbIX
KOHTelHepoB uiM 60KCOB Ansi 6e3onacHOro BegeHust GMoornyeckux paboT Hapsgy
C npouepypamn 6e30MacHOro BefeHusi mnpolecca;

WHOULUNPOBAHHLIA — 3apaXeHHbIi MOCTOPOHHUMU GUONOrMYECKUMU areHTamm u,
cnegoBaTefibHO, CMOCOOHLIM K pacnpOCTpPaHEHUI MHOEKLNN;

NCXOQHOE Chipbe - o060uee MNoHATUE, Wucnosb3dyemoe Ans  0O603Ha4vYeHus
NCXOOHbIX MaTepuasioB, peakTUBOB W pacTBopuTenen, npegHas3Ha4yeHHbX Ansd
NPOM3BOACTBA MPOMEXYTOYHOM MPOAYKUMM uin (hapmaleBTUHECKON CybCcTaHuun;

KanmbpoBKa - [EeMOHCTpauumsi TOro, 4Y4TO KOHKPETHbI Npnbéop mnm yCTpPORCTBO
JaeT pe3ynbTaTbl B YCTAHOBMEHHbIX Npefenax no CpaBHEHVMI C  pel3y/nbTaTtamu,
noslyyaembiMM Npyv UCMONb30BaHUM CTaH4apTHOro obpasua WanM CconocTaBMMOFO  CO
cTaHgapTom o6pa3uya /Mbo 3Ta/loHa BO BCEM COOTBETCTBYWWEM  AuanasoHe
N3MEPEHNIA ;

KapaHTUH - CcTaTyC WCXO4HOro CbipbA, YyNaKOBOYHbIX vMaTepuanos,
NPOMEXyTO4YHO, HepachacoBaHHOI WNAM rOTOBOM nNpoayKumu, N30/IMPOBaHHbIX
puanyeckn unu Jpyrumm aPppeKTUBHbBIMU criocobamm, [0 NPUHATUA pelleHusa 06 nx
0A006pPEHUN UMM OTK/IOHEHUU ;

KBaMpmKayms -  pelicTBuA, ypocToBepsioume U noaTBepxgawyne
OOKYMEHTaNlbHO TOT (pakT, 4YTO 060pyAoBaHME WAXW  BCMOMOraTesibHble  CUCTEMb
CMOHTMpPOBaHbl AO0/KHbIM 06pa3oM, MNpaBUbHO  (PYHKUMOHUPYOT W OeliCTBUTESIbHO
NnPUBOAAT K OxmaaembiM pesynbrtatam. [loHaTne ''Banupauna' dasnseTtcs 6onee
WAPOKUM U UHOrAa BK/IYaeT B cebsa noHATue ‘'KBasnpukauuns';

KeTo4yHas Ky/nbTypa - K/IeToyHad Mmacca, MofydYeHHad B pe3y/bTaTte
BblpawmBaHus in VIitro KIeTOK, WU30/UPOBAHHbLIX OT MHOMOK/IETOYHbLIX OpPraHu3MOB;



KONNEKTOP - YCTPONCTBO MAu obopypoBaHue, npegHasHavyeHHoe /719 O4HOro
WX HeCKosibKux 6asioHoB (KOHTEelHepoB) M MNO3BONsSKWWEEe O4HOBPEMEHHO OYUCTUTHb
N Hano/HUTb ra3oMm 6aloH (KOHTENHep) ;

KOMMNbTEPU3NPOBaHHasa cucTema - npouecc unu onepauus, obbeguMHeHHas B
OQHO Uefloe C KOMMNbLTEPHOM CUCTEeMO, BKAKwYawweldi BBOA OaHHbIX , X
3NIEKTPOHHYK  06paboTKy ¥ Bblgady  uHpopmauuu, ncnosb3yemon ans
OOKYyMeHTalbHOro odopmneHna n(unum) pas aBTOMaTUYECKOrO YrnpaB/ieHUs ;

KOHTpPO/Mpyemasi 30Ha - 30Ha, MOCTPOEHHAsdA W 3KCh/lyaTupyemMas  TaKum
0o6pa3omM, 4YTOObl KOHTPO/MPOBaTb BO3MOXHYKH KOHTaMUMHaUWKW W cnydaiiHoe
pacnpocTpaHeHMe XMBbIX MUKPOOPraHM3MOB, KOTOpas 3KcnayaTupyeTcs npu
oTpuuaTeslbHOM AaBNeHUN MO OTHOWEHMI0 K  CMEXHbIM K/1iaccupmumpoBaHHbIM
nomeweHnsaM 1 no3BonsdeT 3MPEeKTUBHO YCTPaHATb He3HaunTesibHble  KOMM4yecTBa
HaxogAWNXCcsA B BO34AYyXEe WCTOYHMKOB KOHTamMuMHauum, Mpuv  3TOM cTeneHb
OCYIEeCTB/AEMOr0 KOHTPOAA 3aBUCUT OT BuAa MUKPOOPraHu3ma, MCNosb3yemoro B
npouecce;

KOHTPO/b B npouecce npounsBoacTBa (BHYTPUNPON3BOACTBEHHbIV KOHTPO/b,
MEeXOMepauMOHHbIA KOHTPO/Ib) — KOHTPO/Ib, BHIMOJIHAEMbIE B XOAE€ TEXHO/I0MMYEeCcKOoro
npouecca C Lefibld MPOBEPKU COOTBETCTBUS MPOMEXYTOYHOW MPOAYKUUN W ()
npoayKumn 3afaHHeiM TpeboBaHWAM, NO pe3y/bTaTaM KOTOPOro MOXeT BbiNOSIHATLCA
KOPPEKTMPOBKaA MapamMeTpoB TEXHO/I0MrMYeckoro npouyecca. KOHTpoO/nb  COCTOSAHUMA
OKpyXawlen cpegpl nnn o060pyaoBaHUsS pacCMaTpUBaEeTCs KaK 3/IEMEHT KOHTPO/SA B
npouecce npon3BoACTBa;

KOHTPO/Ib KadecTBa - KOHTPO/b KadecTBa BK/w4yaeT B ceba oT60p  npoob,
npoBefeHne UCnNbiITaHU, MPOBEPKU Ha COOTBETCTBME TpeboBaHWsIM cheunpukauui,
a Takxe rnpouefypsl opraHusauum, LOKYMEHTUPOBAHMA W Bbldaun paspeleHns  Ha
BbIMYCK;

KPUOTEHHbIE COCyh - COCy[, NpefHa3HauYeHHbIn ONS  XPaHEeHUss  CKXUKEHHOrOo
rasa npu CBEPXHU3KUX TewmnepaTypax;

NeKapCcTBEHHOE pacTeHune - uefoe pacTeHue WAKM ero 4actu, MCNosib3yembie
B MEOULUMHCKUX Lensx;

NeKapCTBEHHbIE CpeAcTBa - BewecTBa WM UX KOMOGUHauuu, BCTynawwuvwe B
KOHTaKT C OpraHM3MOM 4esioBeKa WM XMBOTHOFO, MPOHUKaWWMe B OpraHbl, TKaHu
opraHmavMa 4efioBeka WM XUBOTHOFO, TMpPUMEHsSEMble AN npohUIaKTUKn,
anarHocTnku (3a WUCKIWYEeHWEM BelWecTB WM UX KOMOMHAuMA, HEe KOHTaKTUPYHLWMX
C OpraHuM3MoM 4efioBeKa WM XMBOTHOIM0), NnedveHus 3aboneBaHus, peadbunutayuu,
ONs1 coXpaHeHus, NpefoTBpaweHns WM npepbiBaHMss 6epeMeHHOCTU U No/TyYEeHHbIE

M3 KpoBW, MNfa3mbl KpPOBM, W3 OpraHoB, TKaHeli opraHu3ama yenoBeka Wnu
XUBOTHOINO, pacTeHWii, MMHepasioB MeTogaMM CUHTE3a WM C  MPUMEHEHUEM
OGMONOMNYECKNX  TEeXHOSIOTUii. K nekapcTBeHHbM  cpeacTBam OTHOCATCA
(hapmaueBTUYECKNE CcybCTaHUMM U NeKapcTBeHHble npenapatbi*(1);

NIEKApPCTBEHHbI  pacTUTENbHLIA  nNpenapaTt - JIeKapCTBEHHbIl npenapart,
NPOM3BEAEHHbIA WNNN  M3FOTOBMEHHLIW M3  OOgHOFO  BuAa NleKapCTBEHHOI 0

pacTUTENLHOIO Chipbs WUAN HECKOSIbKUX BWUAOB TaKOrO Chipbsi U peann3yembliii B
pachacoBaHHOM Buge BO BTOpuyHOM (NoTpebutenbckoit) ynakoBke*(2);
MaTepuasbHbii 6anaHC - COOTHOWEHWE MexXAy KOMMYECTBOM MPoAYKUMM UK
MaTepuanoB, KOTOPOE TeOopeTMYEeCKU MOXET WUCMNOo/b30BaTbCs B NPOM3BOACTBE U
nony4yatbcsa B pe3ynbTaTe nNpouM3BOACTBA, W  KOJNYECTBOM npoAyKUUn unu
mMaTepuanoB, (HaKTUYECKU WUCMO/b30BaHHLIM B MPOU3BOACTBE WU (hakTuueckmn
Nosly4eHHbIM B pe3yfbTaTe MNPou3BOACTBA, C YUYETOM AOMYCTUMbIX OTK/IOHEHWA;
HepacjacoBaHHasas Npoaykumsa - awbas npoaykKuus, npowepwass Bce — cTaguu
TEXHOMIOrMYecKoro npouecca 3a UCK/IYEeHNEM NOTPEe6UTENbCKOM YNaKoOBKU;

HoMep cepun (HOMep MapTuu) - YHUKaslbHasd KoMOuHaums  uugp, OyKB U
(wnn) cumMBONOB, KOTOpble MAEHTUPUUUPYKT cepuw (MapTuw) UM Ha  OCHOBaHUK
KOTOpPbIX MOXHO MpocneiuMTb WUCTOPUID ee MNpou3BoAcTBa U peannsauun. MNpwu

NPUCBOEHNUN HOMEpaA Cepuu UCNOMb3YWTCA apabckue unuppsl, MocnegHMe  4YeTbipe
uMppsl B HOMeEpe cepun 0603Ha4YalT Mecsil, U rog U3roTOBMEHWS  NIEKAPCTBEHHOIO
cpeacTea;

nepekpecTHasi KOHTamMMHaumsa - 3arpsi3HeHWe WUCXOAHOro Cbipbs, mMaTepunana
WAV MPOAYKUMM OPYTUM MCXOOHbIM ChIpbEM, MaTepuasioMm UAn MpoayKuMei;

noBTopHas 06paboTKa — MOBTOpHas obpaboTkKa cepun WANM  4YacTu cepun
npoaykKumnm, He COOTBETCTBYyWIlE  3agaHHbIM  TpeboBaHUAM, HauMHasa c
onpefeneHHo cTaguMm NpPou3BOACTBa - BBeAEHME MPOMEXYTOYUHOW MpoayKuumM  unu
(hapmaueBTUYECKOI cybCcTaHUMM, BK/HYas HEeCOOTBETCTBYWWYW CcTaHaapTam  uau
crneungmnkaumm, B MNpOLECC NPOM3BOACTBa M MOBTOPEHWE 3Tana  KpucTaaimsaumm



UM APYTrnX XMMUYECKUX WU U3NYECKUX MaHunynsuuii (Hanpuvep, AWCTUNNSALMSA,
punbTpaums, XpomaTorpapupoBaHne, U3MeSIbYEHUE), KOTOPbIE SIBASINTCH  CTaguei
YCTaHOB/IEHHOTO MPOU3BOACTBEHHOrO npouecca. [lpoJosikeHWe  OCYLWeCTB/eHNUs
cTaauM Npou3BOACTBEHHOIO Mnpolecca nocfie Toro, Kak KOHTposb B nNpouecce
npov3BoACTBa Nokasasn, 4YTO CTajusl He 3aBeplieHa, CUMTAEeTCs 4YacTbio 0BLIYHONO
npouecca, a He MOBTOPHOW 06pPaBGOTKOW;

MOBTOPHOE WCMOMb30BaHMEe - BBEAEHWEe TMPOU3BELEHHON paHee cepuu
npoaykuum TpebGyemoro kadectBa (UM ee yacTu) B APYryl Cepul NpoayKuuM Ha
onpefeneHHoil cTagun NpovM3BOACTBA;

noceBHasi KynbTypa:

cucTema MOCEBHOI Ky/bTyphl - CUCTeMa, B COOTBETCTBMM C  KOTOPOW
rnocnefoBaTe/ibHble Cepyu MPoAyKLUW MPOM3BOAAT M3 OAHOW M TOW Xe  r/iaBHOW
MOCEBHOW Ky/bTypbl NPV OMNpPeAesieHHOM KosmyecTBe nepeceBoB (naccaxei).  Ans

0ObIMHOrO NPOM3BOACTBa pPaboyvyld MOCEBHYKW Ky/bTypy FOTOBAT U3 rnaBHOM
NOCEBHON Ky/bTypbl. icxoas n3 TpeboBaHuii 6€e30MaCHOCTUM U 3PHEKTUBHOCTM, MpuU
NpPoM3BOACTBE IFOTOBOI MPOAYKUMM, KOTOPYy Mony4yawnT wu3 paboueii NOCEBHOW
Ky/NbTypbl, HE [0/IKHO MCMNOJ/Ib30BaTbCA 6O/bllee KOMMYECTBO Maccaxeii M3 rnaBHOW
NOCEBHOW Ky/bTypbl, YEM ANS BaKUMHbI, MNpoweawer KAMHUYEeCKMEe  UCCNefoBaHus .
MponCcxXoXAeHNEe N KOMMYECTBO MacCaxXew r/aBHOW MOCEBHOW Ky/bTypbl U pabouen
NOCEBHON Ky/bTYpbl AO/DKHbl ObiITb O(MOPM/IEHbI AOKYMEHTA/ILHO;

rnaBHasl noceBHasl KynbTypa - Ky/bTypa MUKPOOPraHM3MOB, pacnpegeneHHas
M3 OofHOro o6bema MOCEBHOW Ky/bTypbl B €MKOCTW B MPOLECCE OfHOI  onepauuu
TakuMm o6pas3om, 4YTO6b 06GecneunTb OAHOPOAHOCTb, MPEeAOTBPaTUTb KOHTamMMHaLUK
N rapaHTUpoBaTb CTabWIbHOCTb. [NaBHYW MOCEBHYKW Ky/NbTypy B XWUAKOM  BuAe
06bIYHO XpaHAT npu Temnepatype MuHyc 70 C wam Huxe, B  NMOPUAN3UPOBAHHOM
BUAE - MNpU M3BECTHOI TemnepaType, obGecrneunBawlleii cTabuIbHOCTb ;

paboyass noceBHas Ky/bTypa - Ky/bTypa MUKPOOPraHW3MOB, MONy4YeHHAs U3
rnaBHO MOCEBHOW Ky/nbTypbl W MpegHa3HavyeHHas ans NCnonb30BaHUs B
nponsBoAcTBe. Pabouyi MOCEBHYW Ky/NbTypy pacnpefensouT B eMKOCTU U XpaHAaT,
KaK OMMcaHo Bblle A/1S1 F1aBHbIX MOCEBHbLIX KY/bTyp;

NpPoAyKUMs - MpoMexyTo4yHas, HepacthacoBaHHas WU roToBas MPoOAYKLUUS ;

npovs3BoANTENlb — MNPOUM3BOANTENb NIEKAPCTBEHHLIX CPeACcTB -  opraHu3auus,
OoCylecTBAsOWas MNPON3BOACTBO /IEKAPCTBEHHbIX CpPeacTB B COOTBETCTBUM C
TpeboBaHusMn OegepanibHOro 3akoHa oOT 12 anpena 2010 r. N 61-03 06

obpaueHMn nekapcTBeHHLIX cpeacTs'*(3);

NPoM3BOACTBO - AEATE/IbHOCTb MO MPOU3BOACTBY /IEKAPCTBEHHLIX  CPeacTB,
opraHusauusmm - MpPon3BOAMTENSMU NIEKAPCTBEHHbLIX CPeACTB Ha OfHoi  cTaguu,
HECKONIbKUX WM BCeX CcTagusix TexXHosorndeckoro npouyecca, a Takxe no
XPaHEeHW 1 peanm3auny NpPou3BELEHHbIX NIEKAPCTBEHHbIX cpencTe*(4), KoTopas
BK/lOMaeT B Cebsl OCyllecTBMEHME onepaunii M KOHTPOs, CBSA3aHHbIX C npuemKom

MaTepuasioB, TEXHOMIONMYECKUM  MPOLECCOM,  YMNAKOBKOW, nepeynakoBKoli,
MapKVPOBKOW, MNEepeMapKMpOBKOW, BbIMYCKOM,  XPaHEHUEM U peanusauueii
NPOV3BEAEHHbIX NIEKAPCTBEHHBIX CPeACTB M (PapMaleBTUUECKUX CYBCTaHLWIA;
npomMexyTouHasi NpoAyKuMs - 4acTUYHO 06paboTaHHOEe WCXOO4HOE  Chipbe,
KOTOpoe [O/KHO MPOWTW nocrefywuue cTaguum NpovM3BOACTBa Npexae, YeM  OHO
CTaHeT HepacpacoBaHHOW NPOAYKLMEN . B  oTHOweHWn (apMaLeBTUUECKNX

cybCcTaHuuii - maTepuasl, KOTOpbii nosydYawT B XOo4e CTaguii  TEXHO/10FMYecKoro
npouecca npon3BoACTBa (PapMaleBTUYECKUX CYyO6CTaHUMi, U KOTOPbLIi nNpeTeprneBaeT
JanbHelwne MonekynsipHele npeBpaweHns Unn nogBepraeTcs OUMCTKE npexne, 4Yem

OH CTaHeT (apmMayeBTMYecKon cybcTaHunen. pomMexyTovHas npoAyKumsa B
OTHOWeHUN hapmaueBTUYECKOW CcybCTaHuuM B X04e TEexXHO/IOrM4YecKoro  npouecca
MOXeT MnogBepraTtbCsa WM He MNOoABEpPraTbCs BblAENEHUN;

npouegypa - LOKYMEHTa/IbHO O(OpM/IEHHOE OMNucaHue onepauuii, nognexawmx
BbIMO/IHEHUK, MEp TMPEefOCTOPOXHOCTU W MEPONnpUATUA, NPSAMO UK KOCBEHHO
OTHOCSWWXCS K TMPOM3BOACTBY MNPOMEXYTOUHOW npoaykKuum, (hapmaLeBTUYECKOII
cybCTaHuuM UM NeKapcTBEHHOIO CpeacTBa;

NEKapCTBEHHOE pacTUTENILHOE Chipbe€ - CBEXME WM  BbICYWEHHbIE  pacTeHusi
nmMbéo Ux YacTu, WUCMONb3yeMble ANS MNPOM3BOACTBA J/IEKAPCTBEHHbLIX  CPEeACTB
opraHmsaumsaMm - Mpou3BOAMTENSAMN JIEKAPCTBEHHbLIX CPEeACTB WM U3TOTOBJ/IEHUS
NeKapCTBEHHbLIX MpenapaTtoB anTeyHbIMXU OpraHn3auusaMi, BeTepuHapHbIMU anTe4dHbIMN
opraHmsaumsaMm, VHAUBUAYA/IbHBIMA MPEeANPUHUMATENSAMU, UMEOWVUMA JIMUEH3UK  Ha
(papmaueBTUUYeckykw aeatTenbHocTb*(5);

cepusa (naptus) - oOnpegesieHHoe  KO/MYeCcTBO  UCXOQHOrO  Cbipbs,
YNakKoBOYHbLIX MaTepuasioB WM NpoayKuum, noasepraemoe obpaboTke B OAHOM WU



B psifie nocnefoBaTeflbHbIX TEXHOJIOMMYECKMX MPOLECCOB TakuMm 06pa3om, yTo
MOXHO paccuuTbiBaTb Ha OAHOPOAHOCTb MPOAYKUMM B YCTAHOBJ/IEHHbIX  npegenax,
npu 3TOM C TOYKWM 3PEHMsI KOHTPO/SS FOTOBOM MNpoAyKUMW cepusi BK/KWYaeT B cebs
COBOKYMHOCTb  €AuHWL,  [O03MPOBaHHOV  (OpMbl  JIEKAPCTBEHHbLIX  CPEACTB
(nekapcTBEHHON (GOpMbl), MNPOU3BEAEHHLIX N3 OAHON0 OO6bEMa MCXOAHOro MaTepunana
N npouweawnx eauvHyk nocsiefoBaTe/IbHOCTb MNPOU3BOACTBEHHbLIX —onepauuii - unu
e[VHbI UMKN cTepuaM3auun, a Mnpu HENnpepbsBHOM MNPOU3BOACTBE - BCE  €AVHWULBI,
NPOM3BEAEHHbIE B 3afaHHbii  UHTEpBasl BpemMeHW. [ns 3aBeplieHus HEKOTOpPbIX
3TanoB NpoM3BOACTBa MHOrga Heo6XoAMMO pa3fennTb Cepuio Ha  ofnpefesieHHoe
KO/IMYECTBO MOACEPUI, KOTOPbie MO3Xe OO0BLEANHAKNT ANSA NOMyYEeHUS OKOH4YaTeNbHON
ofiHopoaHol cepuun. lMpy  HEMPEPLIBHOM MNPOM3BOACTBE MOHATUE CEPUM  [AOJIKHO
OTHOCUTLCS K ONpefesieHHol 4acTu NpoayKuun, XapakKTepulyemoli OAHOPOAHOCTbLH .
Pasvep cepum B 93TOM C/lyyae MOXeT onpeaensitbca Mbo  GUKCUPOBaHHbLIM
KO/IM4EeCTBOM, /IM60 KO/IMHECTBOM, MNPOU3BEAEHHbLIM 3a OMpenesieHHbI NPOMEXyTOK
BpPEMEHN ;

CXMXKXeHHble ra3dbl - raassl, KOTOpbie T1npn CTaHOAapPTHbIX TeMmnepartrype u
AaBneHnMnM Hano/IHEHNA HaxXoOATCA B 6asiNoHE B CXMXEHHOM Bunge;
cucrema - COBOKYMNHOCTb B3aMMOCBA3aHHbLIX AGVICTBMVI n TEXHNYECKUX

cpencTe, obpasywwmx eanHoe uenoe Ans opraHnsaumn rnpou3BOACTBA U KOHTPONA
KayecTBa /leKapCTBEHHbLIX CPeACcTB;

cucTema 6aHKOB K/I€TOK - cucTema, Npu KOTOPOW nocrefoBaTesibHble cepun
NPOAYKUMN MPOU3BOAAT U3 KAETOYHLIX KyNbTyp, NpuHagnexawux rraBHOMY — 6aHKy
K/IETOK, KOTOpPbIi MO/IHOCTbI OXapaKTepM30BaH Ha MOAJ/IMHHOCTL W OTCYTCTBME
KOHTamvHauum. HekoTopoe KOMMYeCcTBO €eMKOCTelW rfiaBHoro 6aHka K1eTOoK
ncnonblyeTcs Ana gopmupoBaHus paboyvero 6GaHKa KneTtok. Cuctema  6aHKOB
K/IEeTOK AOo/mkHa OblTb Ba/iMgupoBaHa Ha onpefesieHHoOe KOMYecTBO MepeceBOB WU
KO/MYEeCTBO YABOEHWMA Monynsauum, A0 [AOCTMXEHMS KOTOPbIX OHN MOTYT
NCMoNb30BaTbCs B TEKYlEM MPOU3BOACTBE;

crneunpukauma - nepeyeHb UCMLITaHUM, CCLIIOK Ha aHa/IMTUYEeCKue MeTOAVKU
N  KpUTepueB MpUEMNIEMOCTU, MNpeacTaBngwuwumx cobor 4Jucnosbie rpaHuupl,
WHTEpPBa/Ibl AN Apyrve KpUTepun Ans COOTBETCTBYWWMX MCObTaHwuii. Crneuundukaums
yCTaHaB/MBaeT Habop KpuUTepueB, KOTOPLIM AO/KEH COOTBETCTBOBaTb  MaTepuan,
YTOOL CcuUMTaTbCHA MPUEM/IEMbIM A1 €ro NpeanosiaraemMoro  NpUMEHEHUSs . MoHATne
""cooTBETCTBME cneuupukaymmn' o3HadaeT, UTO maTepuasn, npoueauni ucnoiTaHnsa
COrnacHo rnepeyncrieHHsIM aHa/IMTUYECKM MeToAMKam, COOTBETCTBYET MPUBELEHHbLIM
KpUTEpMSAM MPUEM/IEMOCTHU;

CTEPWIbHOCTb - OTCYTCTBUE XUBLIX OPraHM3MoB. TpeboBaHUS K MPOBEAEHMIO
KOHTPOASA CTEPWIbHOCTU MPUBEAEHb B COOTBETCTBYWWUX oOOwWen  dapmakonerHoii
cTaTbe, (papmMakKonemHoOW cTaTbe, HOPMATUBHOM AOKYMEHTauuum Wnm HOPMaTVBHOM
OOKyMeHTe ;

TEXHOMOrMYEeCcKnii Npouecc - BCe ornepauun, CBS3aHHble C  MPOU3BOACTBOM
NEKapCTBEHHOIO cpeAcTBa WM apMaueBTUYECKOlM CcybCTaHuuM, HadnHawwuecs  C
NPMEMKM WCXOQHOIO Cbipbs, MNpoAo/xawwmMecs 06paboTKon wn YNaKoOBKON U
3aBepuarnumecs nosayyeHnem roToBOW MNPOAYKLMNU;

ynakoBka - BCe onepauuu, BK/Io4Yasd (GacoBKy U MapKUpPOBKY, KOTOpble
Heob6xoaMMo MNPOMTU HepachacoBaHHOW MNpoAyKUuu, AA9  MOoNy4YeHus roTOBOIA
npoaykKumn. HanosnHeHne CTepuibHOW MpoayKuuu, KakK npaBuio, He — crepyeT
paccvaTpuBaTb KakK 4acTb Mnpouecca YyNnakKOBKW, MNOCKO/IbKY B MEPBUYHLIE YNAKOBKMU
NPoOAYKUMNSA [03UPYeTCHA, HO OKOHYaTe/lbHO He YNnaKoBbiBaeTCH;

YyNakKoBOYHbIA mMaTepuan - nwboi maTepnasn, WCNOAb3YyeMbii Mpu  ynakoBKe
NEeKapCTBEHHOI0 cpegcTBa, (hapMaueBTUYECKOW cybCcTaHuuu wuam NPOMEXY TOYHOIA
npoaykKumn, Kpome oboi TpaHCNOPTHOIM Tapbl O/ XpaHeHus, TPaHCNOPTUPOBKMU
Wi  OTIrPy3KU. YMakoBOYHbE MaTepuasbl noapasfensioTcs Ha nepBuYHbie "
BTOPUYHbLIE B 3aBUCUMOCTM OT Ha/Muusa MPAMOro KOHTakKTa C  JIeKapCTBEHHbLIM
CpencTBOM;

YNO/THOMOYEHHOE /MU0 - PaboTHUK MPOU3BOAUTENSA NEKAPCTBEHHLIX CPEeACcTB,
nvewwuii Boiclee fapmaueBTUYECKOE, XMMMYECKOoe unum 6uonormyeckoe obpasoBaHue
6o Npu NPOU3BOACTBE NIEKAPCTBEHHLIX CPEeACTB ANS BEeTEPMHAPHONO MNpPUMMEHEHUs
BeTepuHapHoe obpa3oBaHMe, CTax paboTbl He MeHee 4veM NATb /eT B obnacTtu
NPON3BOACTBA U KOHTPO/IA KayecTBa /leKapCTBEHHbLIX CPeACTB U aTTeCTOBaHHLIN B
nopsigke, yCTaHOBMIEHHOM YMO/IHOMOYEHHLIM (efepasibHbiIM OpraHOM MCNOSTHUTENIbHOMN
BnacTu*(6);

yncTas 30Ha - 30Ha, MOCTPOEHHasA W 3Kcr/lyaTypyemas Takum o6pasom, 4YTO
B Hell cBefeHbl K MUHUMYMY [pPOHMKaHue, obpa3oBaHne WU HakoneHue



KOHTaMMHaHTOB B BuUAe 4acTuy, W MUKpPOOpraHuamoB. Knacchl YMUCTbLIX 30H
onpegeneHsl B lpunoxeHnn N 1 k HacTodAwum [paBunam;

yncTas U30/MpoBaHHas 30Ha - 30Ha, [MOCTPOEHHasd W  3KcnayaTvpyemas
Takum obpa3om, 4YTO OHa OAHOBPEMEHHO SBASETCA UYUCTON WU N30/IMPOBaHHOMN
30HOI ;

9K30TUYECKUI OpraHn3am - OMOMIOrMYEeCKUiA areHT, Bbi3biBawwmini 3abonesaHue,
OTCYTCTByKlEE B AAaHHOW CTpaHe WM reorpapuyeckoin 3oHe, mbo  ABASAWWMIACA
06BLEKTOM MNPOPUNAKTUYECKUX MEP WM NpOrpaMmbl MO €ro yCTPaHeHWKw B OAHHOW
CTpaHe wunn reorpaguyeckoii 30He.

I111. OcHOBHble TpeboBaHMA K OpraHM3auun MpoM3BOACTBA W KOHTPONA KadecTsBa
nekapcTBeHHbIX cpencts (Hactb 1*(7))

dapmaueBTUYeckasi cucrtema kadectBa (nasa 1)

MpuHUKMn
5. MNpounsBoauTenb AOMXEH TMPOU3BOAMTL JIEKAPCTBEHHbIE cCpeacTBa  Tak,
yTOoObL rapaHTMpoBaTb WX COOTBETCTBME CBOEMY Ha3HayeHuio, TpeboBaHNAM
perncrpauMoHHOro focbe WM MPOTOKO/Y K/NHUYECKOro nccnefoBaHua u
UCKMYNTb PUCK, CBSA3aHHbLIA C Hey[0B/1IeTBOPUTENbHLIMY 6e30nacHoCTbI0,

KayecTBOM, 3(PPeKTUBHOCTbI. OTBETCTBEHHOCTb 3a BbIMOJIHEHME 3TUX TpeboBaHWi

HeceT pPYKOBOACTBO npousBoauTensa. VX BbeinosHeHWe TpebyeT  Hagnexalero
NCNO/IHEHUST CBOMUX 06513aHHOCTEl nepcoHasioMm pas3INyYHbIX nogpasaenenun
NpPoM3BOANTESNISI HA BCEX YPOBHSAX, a TakKke MNoCTaBWMKamMM W opraHmsayusivm
OMNTOBOI TOProBNW /IEKAPCTBEHHLIMU cpeAcTBaMu. NS  AOCTUXEHUSt 3TUX  Lenei
npon3BoAnTENb AOMXEH pa3paboTaTb U 06ecneunTb MNpaBUNbHOE (YHKLMOHUPOBaHME
(hapmaueBTUYECKOI CUCTEMbl KadecTBa, KOoTopasi BK/WYaET BbiNOSHEHWE Tpeb6oBaHWi
HacToswmx [paBUA U  OCYWECTB/IEHWE YMpaBAeHUst pucKamm Ans KayecTBa.
Mpon3BoguTenb AO/MKEH AOKYMEHTa/IbHO O(OopMUTL  (apMaleBTUYECKYH  CUCTeMy
KayecTBa U KOHTpoNupoBaTb ee 3PPeKTUBHOCTb. [ANs  (YHKLUMOHUPOBAHMUS BCEX

3/1EMEHTOB  (hapMaleBTMUYeCKOoli CUCTeMbl KaudecTBa  Npou3BoAMTEllb [OTXEH
o6ecrneunTb Ha/MumMe KBa/IMPMLUMPOBAHHOIO MepcoHasna, Hagfexauux  MnoMeleHwnid,
060pyaoBaHMs M TEeXHUYEeCKMX cpeacTB. OCHOBHble MPUHUMMLI ynpaBneHusi

KayecTBOM opraHusauuy Npou3BOACTBA W KOHTPOAS KadecTBa W ynpaB/ieHus
puckamMu Ans1 KauyecTBa SABASKNTCA B3aUMOCBA3aHHbLIMM .

(Dapmau,e BTN4YECKasdA CUCTEMa KadecTBa

6. (1.1) YnpasneHue KayeCcTBOM Kak BCceobbemnwluee noHsTune,
oxBaTbiBawllee BCEe BOMPOCH, KOTOPbe MO OTAE/IbHOCTU WM B LESIOM BAUSKT  Ha
KayecTBO NpOoAyKUUW, MpeacTaBnseT co60ii COBOKYMHOCTb OpraHn3auuoHHbIX Mep,
HanpaB/ieHHbIX Ha obecrnevyeHne COOTBETCTBMA KayecTBa NIeKapCTBEHHbIX  CPeAcTB
X npefHasHayvyeHuo .

7. (1.2) HacTtosume [lpaBuna MNpUMEHAKNTCSA KO BCEM CTagusiM XN3HEHHOr o
LUMKIa NeKapCTBEHHbIX CPeACcTB: MPOU3BOACTBO /IEKAPCTBEHHLIX MNpenapaTtoB AN
KNMHUYECKUX MCCefoBaHuin, NepeHOC TexXHO/0rnu, MPOMbILIEeHHOe NPOM3BOACTBO,
npekpaleHne npon3BOACTBA /leKapCTBEHHbIX cpeacTB. [lpou3BoanTesib BNpaBse
pacrnpocTpaHuTb (apmaueBTUYECKYK CUCTEMY KayecTBa Ha TaKylk cTaauio
XN3HEHHOrO UUWK/a fleKapCTBEHHbIX CPEACTB KakK (apMaueBTuyeckas pa3spaboTka,
YTO CMOCOGCTBYET WHHOBAUUAM M MOCTOSHHOMY Y/YUWEHUK, a Takke  YNPOYHEHMI
CBA3M Mexay (apmaueBTUYecKol pa3paboTKOW U Npon3BOACTBOM .

8. (1.3) MNpu pa3paboTKe HOBOI (hapmaueBTUYECKOW CUCTEMbl KadecTBa Wan
npu M3MEHEeHUU CYLEeCTBYWWENn CUCTEMb HEOOXOAUMO Y4nTbiBaTb OObEM M C/IOXKHOCTb
[eATeNbHOCTN Npou3BOAUTENA. HekoTopble acnekTbl (apmaueBTUYEeCKOW CUCTEMb
KayecTBa MOryT MPUMEHATbCHA K AeATeSIbHOCTW NpPOM3BOAUTENA B LE/IOM, a WUHbe -
TONbKO K onpejesieHHbM MpoM3BOACTBEHHbIM MnowagkaM. [py 9ToM 3hheKTUBHOCTb
BHeApeHNsa (apmaleBTUUECKON CUCTEeMbl KadyecTBa O0ObMHO [0Ka3biBaeTCs Ha YpOoBHe
NPOV3BOACTBEHHOW NOWaLKMN -

9. (1.4) dapmaueBTMHECKast cCuUcCTemMa KadecTBa, nNpegHa3HavyeHHasi ons
NpPoOM3BOACTBA JIEKAPCTBEHHbLIX CPeAcTB, AO/MKHA rapaHTupoBaTb, 4TO:

a) (i) BbiNyCK  JIeKapCTBEHHOIO cpeactea  C COOTBETCTBYWLWMMN
nokasaTensaMun KadecTBa JOCTUraeTCHA NOCpeAcTBOM pa3paboTku, niaHNpoBaHuA ,
BHeJpeHNs, NoAdepXaHUs N HEeNpepbLiBHOINo YCOBEPWEHCTBOBAHUA CUCTEMbI;



6) (ii) 3HaHMA O NeKapCTBEHHOM CpeACTBE M Mpouecce ero npou3BoacTBa
NPUMEHAITCA Ha MNPOTSXEHUN BCEX CTaAui XM3HEHHOro UMKNa;

B) (iil) nekapcTBeHHble cpefcTBa pa3paboTaHbl M UCCNefoBaHbl C  YUYeToM
TpeboBaHuii HacToAwMx MNpaBwun;

r) (iv) onepaumm Mo NPOU3BOACTBY W KOHTPO/IO onpeaeneHsl un
COOTBETCTBYWT TpeboBaHuAM HacToswmx [Npasusn;

8) (v) OTBETCTBEHHOCTb M 06A3aHHOCTW MepcoHana YeTKO onpefeneHsb;

e) (vi) npuHATH  Mepbl, obecneumBawlime MPoM3BOACTBO, nocTaBky U
MCNOMIb30BaHNe Hag/exawmx WUCXOLHOro CbipbsA W YNaKOBOYHbIX mMaTepnanos, a
Takxe MPUHATH Mepbl MO BbIGOPY U KOHTPOK MOCTaBWMKOB W /1 MPOBEPKU TOro,
UTO Kaxgasi MocTaBKa OCYleCTB/IeHa Yepe3 YTBEPXAEHHYK Lenb NOCTaBoOK;

x) (vii) BHegpeHbl npouecch, obecnedvBawwme ynpabBfieHVUe AeATe/IbHOCTbK,
nepefaBaemMoli ANnA BbINOHEHUA APYron opraHn3auumn (ynpasfieHne ayTCOPCUHIOM) ;

3) (viii) yCTaHOBMEHO U NOAAEPXNBAETCSA MOCTOSIHHOE KOHTponMpyemoe
COCTOSIHME NyTeM pa3paboTKM M UCNONb30BaHMA 3PHEKTUBHOIO MOHUTOPUHIa W
KOHTPOJIbHLIX CUCTEM B OTHOWEHMW 3PPEeKTUBHOCTM Mpouecca wu KayecTBa
NeKapCTBEHHOI0 CpeAcTBa;

n) (ix) pesynbTaTbl MOHUTOPUHra fleKapCTBEHHOr0 cpeacTBa U npoLeccos
NPUHMMaKNTCA BO BHUMaHWE MPWU BbiMyCKe cepun, Npu paccnefoBaHnn OTK/IOHEHWR U
ONA NPUHATUA npegynpexjanumx Mep BO nsbexaHme NoTeHUNasibHbIX OTK/IOHEHWIA;

K) (X) npoBoAMTCHA HeOobXOoAumMbli KOHTPO/b  MPOMEXYTOUHO npoaykuunu,
KOHTPO/Ib B MpoLecce MNpoM3BOACTBA M OCYWeCTBNSETCA Baivjauns;

n) (xi) ocywecTBnseTca MOCTOAHHOE YyyulleHWe NOCPeACcTBOM — BHegpeHus

YCOBEPWEHCTBOBaHW, OCHOBAHHLIX Ha aKTyaslbHblX 3HaHUAX npouecca u
npoAykunn;

M) (Xil1) MpUHMMaKTCHA Mepbl A1S NEepPCNEKTUBHOM OLEHKU 3annaHnpoBaHHbLIX
N3MEHEHNA W WX YTBEPXAEHUS [0 BHEAPEHUs C y4dyeToMm yBEeLOM/IEHNSA U

corfacoBaHusi C YMOJIHOMOYEHHbIM (efepasibHbiM OPraHOM WMCNO/IHUTENbLHOW BAacTu,
ecnn aTo TpebyeTcs;

H) (Xiil) nNpoBOAUTCS OLEHKa MNPOBEAEHHbIX W3MEHEeHWI MNocfe WX BHeapeHUusi
ONs NOATBEPXAEHUA TOro, 4YTO LEeSlb U3MEHEeHWn Oblla AOCTUIFHYyTa M 4YTO 3TO  He
0TpPa3niocb HeraTMBHO Ha KayecTBe MNpPOAYKLUMWU;

0) (xiv) BO BpemMs paccnegoBaHWs OTKJ/IOHEHWIA, B TOM uncne
NPeanosioKeEHN O HaMuuu gedekrta NpoayKuMn U Apyrux npoénem  npuMeHseTcs
COOTBETCTBYWIWMA YpPOBEHb aHan3a OCHOBHbLIX MPUUYMH  [aHHbIX  HECOOTBETCTBUNA.
MpuMurHLL MOFYT ObITb OMpegenieHsl C WUCMONb30BaHMEM MNPUMHUWMIOB  ynpasB/ieHus
puckamm gnsa KadectBa. B criydae ec/im UCTMHHasA MpuuMHa HECOOTBETCTBMA  He
MOXeT OblTb ornpegesnieHa Ao/mkHa OblTb YCTaHOB/EHa Haubonee BepoATHas NpuUYMHa.
B cnydyae ecnum B KadecTBe [MpuYMHBl  NoA4O3peBaeTca  WUam yCTaHoB/IeHa
yenoBeyvecKasi ownbka, HaMuMe TakKOW MPMUMHbLI AOMKHO ObITb AOKa3aHo, 4TOOb
rapaHTupoBaTb OTCYTCTBME CYLWECTBYHWNX MNPOLECCHbIX, MPOUEeAYPHbIX UK
CUCTEMHbIX OWMBOK uMnn npob6nem. o pe3ynbTaTam paccrefoBaHusl ONpeaensuTcsa u
npeanpvHUManTCs COOTBETCTBYWWME KoppekTupykluwne n  (unun) npegynpexgavume
aencTeus. IDPEKTUBHOCTbL TaKUX AENCTBUA AO/MKHA MPOBEPSATbLCA U oueHnBaTbCsl
nponssoguTeneM B COOTBETCTBUM C nNpuHUUNaMu ynpasieHus puckamm ansa
KayecTBa;

n) (Xv) BBOJA /NlEKapCTBEHHbLIX CPeACTB B FpaxfaHCKUMA 060OpOT [0  Bbigauu
YNO/THOMOYEHHLIM JINLUOM pa3peleHnss Ha BbiMyCK HE [OMyCKaeTCs. YMOSIHOMOYEHHOoe
NMUo  yaocToBepsieT, UTO Kaxjas cepus NeKapCTBEHHOro cpencTBa 6Gbina
npomssefeHa W MNPOKOHTpPoO/IMpOBaHa B  COOTBETCTBMU  C TpeboBaHUAMK
pPerncTpayMoHHOro gocbe M Hactosawux Mpaswun;

p) (xvi) npeanpuHATbE Mepbl oOb6ecnedurMBawT KadeCTBO  JIEKAPCTBEHHbIX
CpencTB B TeyeHue BCEero cpoka rogHOCTM MpUM  UX XPaHEeHUM W MNOCAefylweM
obpaueHun;

c) (xvii) umeeTcs npouepypa npoBefeHusi camouvHcnekuun un (Mnn) ayauta
KayecTBa, B COOTBETCTBMU C KOTOPOW PEerynspHO OLEHUBAWTCA 3PPEKTUBHOCTb U
NPUrogHoCTb (apmaueBTUYECKOW CUCTEMbl KadecTBa.

10. (1.5) PykoBOACTBO HeceT OTBETCTBEHHOCTb 3a Ha/mune  3PHeKTUBHOMN
(hapmaLleBTUYECKOIM CUCTEMbl KadecTBa, HEO6XOAMMbIX PECYPCOB, a Takke 3a  To,
4TO 0064A3aHHOCTN, OTBETCTBEHHOCTb M MOJIHOMOYUSA ONpefesieHsl, [OBefeHb [0
CBefeHNsa Kaxgoro paboTHMKa W  BbINOJHAKNTCA BO BCeX noapasaeneHnsix
nponsBoanTens. PyKOBOACTBO aKTMBHO y4yacTByeT B (hapMaueBTUYECKOl  cucreme
KayecTBa, UYTO rapaHTupyeT MOAAEPKKY U 3auHTEPECOBaAHHOCTb MepcoHasia  Ha
BCEX YPOBHSAX U BO BCeX NogpasfenieHuMax npousBoguTens B (PYHKUMOHUPOBaHUA



(hapmaLleBTUYECKOI CUCTEMbI KayecTBa.

11. (1.6) Heob6xoguMmo NpoBOAUTL Nepuoanyveckme o630pbl HYHKLNOHUPOBaAHUS
(apmaueBTMYECKOM CUCTeMbl KadecTBa C BOBJeYeHMeM B  3TOT  npouecc
PYKOBOACTBa /19 MOCTOSAHHOIO YAyYlWleHUs npoAayKuuu, MpoueccoB un  camoi
CUCTEMbI .

12, (1.7) dapmaueBTUHeckas cucrtema KayecTBa Jo/mkHa ObITb
OOKYMeHTaNbHO odopmieHa. lNponssoanTesb AO/KEH YTBEPAUTb PYKOBOACTBO no
KayecTBY WM aHaNIoOrnyHbIA OOKYMEHT, COAepXawwui onMcaHue CUCTeMbl ynpasneHus
KayecTBOM, BK/o4asA OTBETCTBEHHOCTb PYKOBOACTBA.

OpraHM3auMﬂ npon3eoacTBa M KOHTPOJ/IA KadecTBa /IEKapCTBEHHLIX CpencTsB

13. (1.8) OpraHmsauusa npon3BOACTBa U KOHTPOMA KayecTBa leKapCTBEHHbIX
CPefCTB SIBMSETCA 4YacTbl YNpaB/ieHUA KavyecTBOM, KOTopas rapaHTupyeT, yTOo
NPOAYKLUNA MOCTOAHHO MPOU3BOAMTCHA U KOHTPOAUPYETCHA No cTaHjapTam KadecTsa,
COOTBETCTBYWWNM €e MnpefHa3HadyeHuio, a Takke B COOTBETCTBUMM C TpeboBaHUsMU
perncTpaymMoHHOro AoCbe, MNPOTOKONA K/IMHUYECKUX WUCCNefoBaHuii 1 cheuudukaumnm
Ha 3Ty NPOAYKLMIO.

14. OcHoBHble TpeboBaHUs HacToAwMxX MpaBun:

a) (i) BCce NpoM3BOACTBEHHbLIE MPOLECCH AO/MKHbI OblITb pernamMeHTMpoBaHs.l,
OOJKHBI CMCTeMaTUYeCKU nepecMaTpuMBaTbCA C YyYEeTOM HaKOM/EHHOro onbita, a
Takke [OfkKHa noATBepxAaTbCA MX CNOCOOHOCTbL obecneumBaTb  MNOCTOSAHHOE
NPOM3BOACTBO JIEKApPCTBEHHbLIX CpeAcTB TpebyemMoro kadecrtBa B COOTBETCTBUM CO
cneunpuKaunsmm;

6) (ii) KpuTnyeckme crtagmm MNPON3BOACTBEHHOIO MpoLecca N CylWeCTBEHHbIE
N3MEHEHNSA npouecca AO/MKHbl NPOWTN Banuaauuio;

B) (iii) J0MXHb GbITb OobBecrneyeHsl HEObXoAuMble YCNOBUA AON1A BbINOJ/IHEHUS
TpeboBaHWin HacToAwnx [paBun, BK/IOHAA HaMuue:

Hagnexauum o6pa3oM O0O0y4yeHHOro nepcoHana, WMEKWEro HEeo6XxoaAnmyto
KBa/IMhMKaLui ;

COOTBETCTBYWWNX MNOMEWEeHWn u naowane;

COOTBETCTBYWWNX 060PYAOBaHUA N 06CIYXMBaHUS ;

COOTBETCTBYWWNX UCXOAHOIO CbipbA U YMNaKOBOYHbIX MaTepuasioB;

YTBEPXAEHHLIX MNpoueayp W UHCTPYKUWUI B COOTBETCTBMU C (papmaleBTUYECKOIA
CUCTEMOWN KayecTBsa;

COOTBETCTBYWWNX YC/IOBUA XpaHEHUS U TPaHCNOPTMPOBKWU;

r) (iv) WHCTPYKUMU U npouenypbl AO/KHbI OblITb KOHKPETHLIMA, WU30XEHb B
NMUCbMEHHOW (POpMEe ACHO M OAHO3HAYHO;

n) (v) nepcoHan ponxeH ObITb O0by4YeH Hagnexalwemy BbiMOMHEHMIO MNpoueayp;

e) (vi) B npouecce npouM3BOACTBaA [AO/XHb COCTaBNATbLCA 3anmcu
(pykonucHeiMm cnocobom u (W) C TMPUMEHEHUEM TeXHUYECKNX cpeacTts),
OOKyMEeHTaslbHO noAaTBepxjalune hakTniyeckoe MpoBeAeHne 3Tanos, Tpebyemblix
YCTaHOB/IEHHbIMU METOAUKaMUM N UHCTPYKUUAMM, a Takke TO, 4YTO KOMYeCcTBO WU
KayecTBO NPOAYKUUN COOTBETCTBYWT YCTAHOBJ/IEHHbHIM HOpPMaM;

X) (Vil) OTK/IOHEHUSs [AO0MXHbl OblTb  OPOPMAEHbI OOKYMEHTa/IbHO U
paccnefoBaHbl C Uefiblo  onpefenieHns MpUYnHbl  OTK/IOHEHMA W OCYWEeCTB/IEeHUS
COOTBETCTBYWWNX KOPPEKTUPYKWMX N Npeaynpexjanumx AeiCTBUi;

3) (viii) pgocbe Ha cepui, BK/IoYasd AOKYMEHTauuio rno peanusaumm, LODKHO
NO3BOJIATL OTC/IEXMBATb MOJIHYH MCTOPUI MPOU3BOACTBa Cepun, COCTaB/IATbLCA B
NOHSATHOMN (opMe N XpPaHUTbCA B AOCTYNHOW dopwme;

n) (ix) npn peanusaumm neKapcTBEHHbIX CpeAcTB HeobxoAumMo CBeCcTU K
MUHMMYMY BCE PUCKU ANA UX KadyecTBa M yunThiBaTb MNpaBuia ONTOBOW  TOProsau
NleKapCTBEHHbLIMM CpeAcTBaMM 418 MeAVUMHCKOro npuvMeHeHna*(8);

K) (X) ponxHa ObTb oOpraHnsoBaHa cuUCTeEMa OT3biBa nwboii cepun
NleKapCTBEHHbIX CPeAcTB M3 obpaueHus;

n) (xi) [OMKHbB paccMaTpMBaTbCs MNPEeTeH3MW B OTHOWEHUM KayecTBa
peann3oBaHHbIX NIEKAPCTBEHHbIX CPeACTB, paccnefoBaTbCs MPUYUUHL  AeeKTOB 1
NPUHMMAaTbCA COOTBETCTBYWWME Mepbl KaK B OTHOWEHWA NIeKAapCTBEHHbIX  CPeacTB
HeHaZ/iexauwero Kadectsa, TakK W ANA npefoTBpalweHusa nofobHbIX cnyyaes.

KOHTpOﬂb KayecTBa

15. (1.9) KoHTponb KayecTBa Bk/wyaeT B ceba oTbop npob, nposeneHve
NUCNbiITaHW, MPOBEPKU Ha COOTBETCTBME TpeboBaHUAM chneuugukaumin, a  TakKxke



npoueaypsl opraHnsauumn, OOKYMEHTUPOBAHMA W Bblayun paspelweHnss Ha  BbiNMYCK.
Llenb KOHTPONA KayecTBa 3ak/ovyaeTcsa B HeJonyuweHWnm K WCMNONb30BaHUKW  WUan
peanM3auun maTepuasioB UAN NPOAYKUUW, He YAOBAETBOPSKWWAX  YCTaHOBMEHHbLIM
TpeboBaHUAM .

16. OcHOBHble TpeboBaHUSI K KOHTPOJI KadecTBa:

a) (i) Hannume COOTBETCTBYHWWMX MOMEWEHUH N o06opyaoBaHUSA, OOYYEHHOrO
nepcoHana u yTBEpPXOEHHbIX MeTOoAMK ANns oT6opa nNpob, KOHTpPOAs w NCNbITaHN
MCXOAHOIrO CbipbSA M YNAKOBOYHbLIX MaTepuasioB, MNPOMEXYTOYHONM, HepachacOBaHHO
N roToBOW NpoAyKuMm, a TakKke Npu HeobxoAuMOCTW A/  MOHUTOPMHIa  yCnoBuii
NPOV3BOACTBEHHOW cpefbl B LUEesAX BbINO/IHEHUA HacToAwux lpasun;

6) (ii) nposBegeHne oT60pa Mpobd UCXOAHOrO Cbhipbs U YNakKoBOYHbIX
mMaTepuanoB, MNPOMEXYTOYHOM, HepachacoBaHHOMN n roToBoMi npoayKunn
aTTecToBaHHbIM NMEPCOHa/IOM B COOTBETCTBUM C MeToaMKamu, yTBepXaeHHbIMU
nogpasfeneHnem KOHTPO/SA KayecTBa;

B) (iii) METOAMKM UCHbITaHWA AOMXHb ObITb Ba/IMAVUPOBAHbI;

r) (iv) cocrtasneHne 3anucei (PyKonuUcHeiM cnocobom n (Man) c NOMOLbI
TEXHUYECKNX CPpefcTB), AOKYMEHTa/IbHO MNOATBEpXAawWMX, 4YTO BCe HeobxoanmMblie
MeponpuATUSA MO OTOOPY MNPo6, KOHTPO/I M MeToAMKaM WCMbITaHUi AeACTBUTEbHO
nposefeHsl. Bce OTKNOHEHUA OQOPMAANTCA AOKYMEHTa&/IbHO U pacciefyoTcs;

o) (v) roTtoBas npoaykKuus gosxHa — cogepxaTtb (hapmaLeBTUYECKNE
cyb6CcTaHuuM, COOTBETCTBYWUME PErUCTPALMOHHOMY [AOCbE MO KayeCTBEHHOMY W
KO/IMYECTBEHHOMY COCTaBYy, a TaKXe WMeTb Tpebyemyw UUCTOTY, Hag/iexaluyw

YNaKoOBKY W MMPaBU/IbHYI MapKUPOBKY ;

e) (vi) 3anucu, ohopmM/EHHbIE MO pe3yfbTaTaM KOHTpoONs u NcnbITaHnii
NCXOOHOIrO Cbipbsi U YMAKOBOYHbIX MaTepuasoB, MNPOMEXYTOYHOl, Hepac(hacoBaHHOIA
MW rOTOBOW MPOAYKUUM, [AO/MKHbI  ObiITb ~ COMOCTaB/IEHb  C TpeboBaHNAMU
cneungmkaumii. OueHka nNpoAyKUMW [OMKHa BKIw4YaTb  0630p N OUEHKY
COOTBETCTBYWWEN NPOM3BOACTBEHHON AOKYMEHTALMM W OLUEHKY OTK/IOHEHui OoT
YCTaHOBJ/IEHHbLIX Mpoueayp;

x) (vii) HM ofHa cepus NpoayKUuM HE MOXeT ObiTb BBeAeHa B rpaxAaHCKUii
060poT A0 TOro, Kak YMNO/IHOMOYEHHOE /MU0 He yAOCTOBEpPUT e€ee  COOTBETCTBUE
YCTaHOB/IEHHbIM TpeboBaHusAM cornacHo MpunoxeHuio N 16 kK HacToswuMm lNpaBunam;

3) (viii) coxpaHeHMe [J0CTaTOYHOro KO/IMYecTBa KOHTPOJIbHLIX  0b6pa3uos
MCXOLHOr0 Cbipbs, YMNAKOBOYHLIX MaTepuasioB W TrOTOBOW NpoayKuuu, KoTOpoe
No3BO/INT NpPU HEO6XOAMMOCTWU NPOBOAUTL MCMbLITaAHUA B Oyaylem B COOTBETCTBUU C
MpunoxeHnem N 18 K HacToswum [paBunam. O06pa3usl FOTOBOIM MNPOAYKLMN OOJIKHB
XpaHUTbCA B OKOHYaTeNbHOW YyNakoBKe 3a WCKIWYeHMem o06pa3uoB  601bumx
ob6bema, Macch uanm rabapuTos.

0630p KaudecTBa MpoayKuUUK

17. (1.10) MpousBoguTesib JO/KEH PerynsapHo NpoBoAUTb 0630pbl KayecTBa
BCEX MPOU3BEAEHHBIX NIEKAPCTBEHHLIX MpenapaTtoB, B TOM 4UC/e  IEKAPCTBEHHbLIX
npenapaTtoB, WU3roTOB/SEMbIX TOMIbKO Ha 3KCMNopT, C Uenbld  NoATBEPXAeHUSA
NOCTOSIHCTBa WUMEKWLWerocs npouecca, COOTBETCTBUA AENCTBYWWMM  cneunpukaumsam
KaK Ha NCXOAHble Chipbe, TaK W Ha [rOTOBYW MNpoAyKuuwo, A1 BbISIBNIEHUSA
TEeHAEHUMN U YCTaAHOB/IEHUS BO3MOXHOCTMW  Y/IYUWEHUS MNPOAYKUMN U npouecca.
Takne 0630pbl [O/MKHbI ObITb  OPOPMAEHb AOKYMEHTa/IbHO U MPOBOAUTLCHA, Kak
npaBuio, eXerogHo C yyeToMm npeabiayumx 0630poB.

18. 0630pbl KayecTBa A0MKHb BKIWYaTb, MO KpaliHel mepe, cnepywuee:

a) (i) 0630p MCXOOHOrO ChipbA M YNAKOBOYHLIX MaTepuasioB, UCMNOJb3YyeMbiX
npu NpPoOM3BOACTBE, OCOGEHHO TeEX, KOTOPbLIE MOJlyYeHbl OT HOBLIX MOCTAaBWWKOB, U
OTAEeNbHbI  0630p NpPOCNEXNBaAEMOCTU uenwu nocTaBOK thapmaueBTUYECKMX
cyb6cTaHuuin;

6) (ii) 0630p KpUTUYHECKUX TOYEK KOHTPOSsS B Mpouecce npou3BoacTBa U
pe3y/ibTaTOB KOHTPO/A FOTOBOW MPOAYKLUWUN;

B) (iii) 0630p Bcex cepuin, KOTOpble HE COOTBETCTBOBa/IN YCTaHOB/IEHHbLIM
crneyypukaumam, n pe3ybTaTOB COOTBETCTBYWWUX paccriefoBaHunii;

r) (iv) o0630p BCeEX CYWECTBEHHbLIX OTK/AOHEHWI WAN HecooTBeTCTBWUI, 0630p
CBSI3aHHLIX C HWUMW paccregoBaHuii, 3PHPEeKTUBHOCTU U pe3y/nbTaTUBHOCTU
NPeAnpUHATLIX KOPPEKTUPYWUX N npegynpexjaniumx AeACTBUiA;

0) (v) 0630p BCeEX U3MEHEHWI, BHECEHHLIX B MPOLLECCH WM aHauTudeckmne
METOANKW ;

e) (vi) 0630p NofgaHHbIX, YTBEPXAEHHbIX WAM  OTK/IOHEHHbIX WU3MEHEeHWi B



pervcTpaunoHHOe [oCbe, a TakKke 00630p M3MEeHeHWli B [0Cbe Ha  JIeKapCTBEHHble
npenapatbl, NpegHa3HayeHHble TO/IbKO AN1S 3KCNopTa;

X) (vii) 0630p pe3ynbTaToB MporpamMmMsl  MOHUTOPUHIa cTabusbHOCTN U
He61aronpmMATHLIX TEHAEHUNI;

3) (viii) 0630p Bcex CBsI3aHHbIX C KadyeCTBOM MNpPOAYKLUN BO3BpaToOB,
npeTeH3nin U OT3bIBOB, a Takxe MpPOBeAeHHbiX B 3TO BpPeEMS paccriefoBaHuii;

n) (ix) o0630p AOCTATOYHOCTU NKOLIX paHee MpPoBeAeHHbIX KOPPEKTUPYLLMNX
JeicTBWiA B OTHOWEHWX NPOM3BOACTBa WAN 000PYyAOBaHUA;

K) (X) 0630p NOCTPErnCTpPaLUMOHHLIX 06513aTENIbCTB MNpU  MOMTYyYEHUN HOBbIX
pervcTpaunoHHbIX YAOCTOBEPEHU WAN BHECEHUN WU3MEHEHW i B peruncrpaumoHHoe
focbe;

n) (xi) cocTosHue KBanupukaumm COOTBETCTBYHWNX obopyaoBaHua U1
TEXHUYECKNX CpeacTs, Hanpvmep, CUCTEMbI HarpeBa, BEHTUAALUN U
KOHAMLUMOHNPOBaHNA BO34yXa, CUCTEM CHabXeHus BOAOW, CxaTbiMu rasamu;

M) (Xii) o0630p /bObIX [OroBOpOB, YKa3aHHbX B MyHKTax  237-255
HacTosawnx MpaBun, C LUeNbl MNOATBEPXAEHUA WX COOTBETCTBUA  AEACTBYHWUM
TpeboBaHUAM .

19. (1.11) B pamkax hapmaueBTUYECKON CUCTEMbl KadecTBa Mpou3BoguTeNb
N puanyeckoe nuuo, Ha MMSA KOTOPOro BbiAaHO pervcTpauvoHHOe yAoCTOoBepeHue
(ecnu OHM ABNAKTCA pasHbLIMU OpraHuv3aunsaMn), OOJ/KHb  OueHuBaTb  pe3y/bTaThl
0630pa KayecTBa MPOAYKUUM M AenaTb BbiBOL O HEOOXOAMMOCTU KOPPEKTUPYHWMX ”
npeaynpexjaniumx AencTBMA unu npoBefeHns NOBTOPHOW Banupauumn. [O/mkHbl 6bITb
paspaboTaHbl Npoueaypbl ynNpaBfieHns U aHaam3a TakKux LeiCTBUN; 3PpPeKTUBHOCTb
3TUX npouesyp [o/kHa ObiTb MpoBepeHa MNpu NpoBeAeHUN CaMOUHCMEKLNIA -

20. 0630pbLl Ka4yecTBa MOXHO FpynAupoBaTb MO Buaam npoaykuum (Hanpumep,
TBEpAple NeKapCTBEHHble (OpPMbl, XUAKWE JIeKapCTBEHHble (DOpPMbI, cTepubHbie
NleKapCTBEHHble npenapaTtbl), €CNu 3TO Hay4yHO O6O0CHOBAHO.

21. Ecnu wpuanyeckoe nmuo, Ha MMA KOTOPOro BbiAaHO  perncrpalyoHHOe

y[OCTOBepeHNe, He sBNASIeTCS MPOM3BOAUTENEM, MeXay YKa3aHHbIM MLUOM 1
nponsBoAuTENEM  AO/KHO  GbITb  3aK/IWYEHO  corsaleHue, onpegensuee
COOTBETCTBYWIME O06A3aHHOCTU CTOPOH B OTHOWEHUN COCTaBNeHUus o630pa
KadecTBa.

YnpaBfieHMe puckamu A/isi KayecTtBa

22. (1.12) YnpaBrieHne puckamm ans KayecTBa dABnseTcHd
CYCTeMaTU3NPOBaHHLIM MPOLECCOM OLEHKW PUCKOB /11 KayecTBa  JIeKApPCTBEHHOIO
cpencTBa, WX KOHTPONsA, nepejayn uHpopmauum, a Takke ob3opa B OTHOWEHWUU
yKa3aHHbIX PUCKOB. 3TOT MPOLECC MOXET MNPOBOAUTLCA KakK MNepCrneKTUBHO, TaK U
pPeTPOCNEKTUBHO .

23. (1.13) MpuHUMNbLl yrnpaBneHUs pUuckamu O/19 KayecTBa:

a) (i) oueHKa pUCKOB [N KayeCTBa OCHOBbLIBAETCHA Ha Hay4HbIX  3HaHUAX,
onbiTe paboTbl B OTHOWEHWW Mpouecca M, B KOHEYHOM CcyeTe, Harnpas/ieHa Ha
3aunTy nauneHTa;

6) (ii) ypoBeHb ycunwii, Gopmanmsauum v AOKYMEHTa/IbHOro othopmieHus
npouecca yrpas/ieHUs puckamuM A1 KayecTBa COOTBETCTBYET YPOBHI pUCKa.

MNepconan (nasa 2)
MpuHumMn

24 . OpraHusauusi U QyHKLUWOHMPOBaAHWE Hag/nexauein cuctembl  obecnedeHus
KadecTBa M Hag/iexalero npou3BOACTBa /IEKAPCTBEHHLIX MpenapaTtoB 3aBuUCAT  OT
yenoBeyeckoro akrtopa. Mo 3TO NpPUUMHE NPoOU3BOAUTENb [A/19  pPELWEeHUs  BCeX
3afja4y, 3a KOTopble OH  OTBevaeT, MMeeT  AOCTaTOYHOe  KOMIMYECTBO
KBa/MOULMPOBAHHOIO mnepcoHana. Kaxabii paboTHUK 3HAaeT W MNOHMMaeT  CBOU
[O/MXHOCTHbIE 06513aHHOCTU, KOTOphble HEO6XOAMMO [OKYMEHTa/IbHO O(GopMUTL. Becb
nepcoHan 3HaeT MoJlIoXeHUs HacToawux [paswun, OTHOCsIWMecs K ero
AessTeNnbHOCTM, a TaKke MNpoxXoauT TMepBMYHOE U MOoc/fefykllee  HernpepbiBHOE
o6yueHne, BK/OYas MHCTPYKTaX MO BbIMO/IHEHMIO TUFMEHWYECKUX TpeGOoBaHWi .

O6bwne TpeboBaHUS

25. (2.1) NpousBoanTeNb [AOMKEH WMETb AOCTaTo4vyHOe KO/INYEeCTBO



nepcoHana, WMEWWEro Heobxoaumyl KBa/MpuKauuio n  OnbIT paboTbi. Kpyr
OOMKHOCTHBLIX 06513aHHOCTEN  Kaxgoro paboTHMKA He [AoMkeH 6blTb  C/AUWKOM
OOWNPHbLIM, YTOBLI MCK/INUYNTbL BO3MOXHOCTb BO3HMKHOBEHUSI PUCKOB ANsi KayecTBa

NPoOAYKLNN

26. (2.2) MNpousBoanTeNb [AOMKEH WMETb UYETKYH opraHu3aunoHHY10
CTPYKTYPY. [O/KXHOCTHbIE 0653aHHOCTU PabOTHUKOB, 3aHUMaKWWMX  OTBETCTBEHHbIE
OO/MKHOCTU, [OMKHbI 6bITb M3/IOKEHb B AO/MKHOCTHBLIX  MHCTPYKUMSIX . YKa3saHHble
paboTHUKN AOMXHb 06nagaTb MOSIHOMOYMSIMU, HEOOBXOAUMbIMA A1t BbINOJSIHEHUSA
BO3/IOKEHHbIX HAa HUX GQYHKUWi. WX [AOMKHOCTHbE 0683aHHOCTU MOFyT ObITb

nepegaHol ApYyrvMm Ha3HayeHHbIM 3amelawlmm padboTHMKam, ob6/1ajanwuM LOCTaTOUHbIM
YpoBHEM KBanupukauumn. lpu onpeaeneHnn AOMKHOCTHbIX 06A3aHHOCTeN nepcoHana
npou3BoANTE b He [O/MKEH AONyCKaTb CnyyaeB HeobOCHoBaHHOro  aybnnposaHus
ob6s3aHHOCTEN N QyHKUMA paboTHMKOB, a TaKxe Cc/ly4yaeB, Korga Kakue-nnéo
006513aHHOCTU, CBsSA3aHHbIE C BbLINOJIHEHMEM TpeboBaHWii HacCToSAWWX Mpaswun,
OKa3blBalTCA He 3aKperjieHHbIMM HU 3a OAHUM U3 PabOTHUKOB .

OTBETCTBEHHbIi NepcoHan
27. (2.3) K oOTBeTcCTBEHHOMY NEpPCOHas/ly OTHOCATCS pykoBoOAUTESb

NPoM3BOACTBA W PYKOBOAMTENb MOApa3fesieHNss KOHTPO/A KavecTBa, a  Takke
ynonHomoudeHHoe(ble) nuuo(a), ecnum nonHomoumsa ynonHomodeHHoro(bix) nuua(nuu)

He BO3/IOXEHb Ha pykKoBoAUTesns npousBoactBa u  (Uan) pyKoBoauTens
nofapasfeneHnsi KOHTPO/s KadecTBa. OTBETCTBEHHbII NMepcoHas Ao/XeH pa6oTaTth,
KakK npaBWio, Ha YC/OBUSX TMOMHOrO pa6oyero BpeMEHU. PykoBoauTenu

nponssoAcTBa U nogpasfefnieHnsa KOHTPOAA KadyecTBa [OO/MKHbl  ObiTb  HEe3aBUCKMb
Opyr oT gpyra. [na npousBoguTenein, SABASWWUXCHA KPYMHbIMKM  OpraHuM3ayusavu,
yacTb 06s13aHHOCTEl, MPeaAyCMOTPEHHbIX MyHKTamn 30-32 HacToAwmMX MNpaswun,
JornyckaeTcs nepejaBaTb APYrvMM paboTHUMKaMm.

28. (2.4) 0643aHHOCTU YMNOSIHOMOYEHHOrO nuua:

a) (@) ynosiHOMOYEHHOE NUUO A0MXKHO MNOATBEPANTbL, UTO Kaxaas cepus
NEeKapCTBEHHLIX CpPeacTB, npousBegeHHas B Poccuiickoil depepaunn, npovn3BefeHa
N UCNbiTaHa B COOTBETCTBMM C [AENCTBYWWMM 3aKOHOZATe/IbCTBOM  POCCUICKOIA
depepauum U TpebOBaHMAMU PEFMCTPALNOHHOINO [OChE;

6) (b) B OTHOWEHMN NEKAPCTBEHHLIX CPEACTB, BLINYWEHHbX 3a  nNpegenavm
Poccwuiickoii ®epepaumn, YMNOSTHOMOYEHHOE /MU0 [O/DKHO NOATBEPAUTL, UTO Kaxpas
UMNopTMpyEeMas cepusi NpPoAYKUMU Mpowsia MpoBEpPKY B MOpsgKe, YCTaHOBMEHHOM B
Poccwuiickoii depgepaumn;

B) (C) yno/HOMOYEHHOE /NUO AO/MKHO [AOKYMEHTa/IlbHO MOoATBEPAUTH, yTo
npouecc npoM3BOACTBa OCYWECTB/IEH B COOTBETCTBUM C HacTosawumu MpaBunammn, a
Takke yAOCTOBEpUTb Mepes Bbladeli Kax[oro paspeleHusi Ha BbiNyCK, 4YTO Kaxaas

cepus npoaykumm npoussegeHa wn  (MAM) uUcObiTaHa B COOTBETCTBUN C
TpeboBaHNAMM PErNCTPALNOHHOIO [0ChE.

29. Kpasimmpukaumsi yrnosIHOMOYEHHOFO JfiMua  A0JIKHa COOTBETCTBOBaTb
TpeboBaHMsIM, YCTaHOB/IEHHbIM 3aKoHOAaTeNnbCTBOM Poccuiickon depepauunm.
YNO/IHOMOYEHHOE /MU0  [O/MKHO COCTOATb B WTaTe npounssogutensa. Ero
0683aHHOCTM MOryT ObTb nepegaHsl TONbLKO APYroMy  ynosiHoModeHHomy (biM)
nvuy(awv) -

30. (2.5) OcHOBHble 064A3aHHOCTU PYKOBOAUTENS MPOU3BOACTBA:

a) (i) obecneunmBaTb MPOM3BOACTBO W XpaHEHME MPOAYKUUM B COOTBETCTBUU
C YTBEPXAEHHOW AOKyMeHTaumen Ans AOCTUXEHUSI HeOb6XOoAMMOro KadecTBa;

6) (ii1) yTBepxAaTb MHCTPYKUUK, Kacawwmecs NpoM3BOACTBEHHbLIX onepauuii,
n obecneumBaTb MX TOYHOE BbINOJSIHEHUE;

B) (iii) obecneumBaTb OLEHKY U MognucaHve MPOuU3BOACTBEHHLIX  3anuceli
YMNO/IHOMOYEHHbLIM Ha 3TO MEPCOHa/IOM Nepej WX nNepejavyein B nogpasgaeneHve
KOHTPO/IA KayecTsa;

r (iv) KOHTpPO/INpoBaThb paboTy  nNoAYUMHEHHOrO CTPYKTYPHOIo
nogpasfeneHusi, cogepxaHue rnomeweHu, akcnayataumo U TexHu4Yeckoe
o6cnyxmnsaHue ob6opyLoBaHUA;

n) (v) obecneumBaTb MNpoBefeHME COOTBETCTBYWUEN Banngauumn;

e) (vi) obecneunBaTb MpoBeaeHne HEeobXxoaAnNMoro NepPBNYHOIO U
nocreaywlero HernpepbLiBHOro 06y4YeHUsS MepcoHana MoAYMHEHHOrO  CTPYKTYPHOro
noapasaeneHus .

31. (2.6) OcHOBHble 06A3aHHOCTU PYKOBOAUTENA nogpasfesieHus KOHTpO/iA
KayecTBa:



a) (i) opo6pATb UNM OTK/IOHATbL UCXOAHOE Chipbe, YMaKOBOYHbIE MaTepuasibl,
a Takxe MPOMEeXyTO4YHYK, HepachacoBaHHYKW W FOTOBYKW MPOAYKUUI;

6) (ii) oueHmBaTb [0OCbe Ha Cepul;

B) (iii) obecneumBaTb MNpoBefeHME BCEX HEOOXOAUMbIX WCMbITAHWIA;

r) (iv) yrBepxgaTb crneymbukaunmm, WHCTPYKUMM MO OTOOpYy npoob, mMeToap!
MUCNbITaHNA 1 Apyruve npouefypsl MO KOHTPO/I KadecTBa;

8) (v) yTBepxaeHve U MOHUTOPUHI WCMONHUTENEe No AOroBopam, YKa3aHHbIM
B NyHKTax 237-255 HacToswmx Mpasun (UCNbiTaHUA MO KOHTPakKTy);

e) (vi) KOHTpPO/MpoBaTb pa6oTy NOAYNHEHHOT O CTPYKTYPHOIO
nogpasfeneHusi, cogepxaHne romeweHun, aKcnayataumw v TexXHUn4yecKkoe
o6cnyxmnsaHue ob6opyLoBaHUA;

x) (vii) obGecneunBaTb MpPOBEAEHVE COOTBETCTBYWWEN Bamgaunin;

3) (viiil) obecneunBaTb npoBefieHNe HeobXxoAnMOro NepBMYHOro U
nocrefywlero HenpepsiBHOro 06y4YeHUs nepcoHasna MOAYMHEHHOrO  CTPYKTYPHOro
nogpasaeneHus .

32. (2.7) PykoBoantenu npoumsBoAcTBa W noapasneneHusi KOHTpO/iA
KayecTBa uMewT obwue WM COBMECTHO BbIMOJHAEMble 06A3aHHOCTU, OTHOCAWMecs K
KayecTBY, KOTOpble BK/IOHaWT B cebsA, B 4aCTHOCTU, crepywuee:

yTBepxXAeHne npouenyp v Apyrux LOKYMEHTOB, BK/IYas BHeCceHuWe N3MeHeHWUN
B HUX;

MOHUTOPUHI M KOHTPO/Ib MPOU3BOACTBEHHOW cpenpl;

KOHTPO/Ib NPOM3BOACTBEHHOW TFUIMEHbI;

Ba/Mgaumi nNpoLeccos;

oby4yeHne nepcoHana;

yTBepX4eHne n MOHUTOPUHI MOCTAaBWMKOB WUCXOAHOIO ChipbA U YNAKOBOYHbIX

vMaTepuanos;
yTBeEpXAeHne U MOHUTOPUHI WCNOMHUTEeNein no pgorosopam, yKasaHHbIM B
nyHKTax 237-255 HacToswmx [lNpaBun (KOHTPaAKTHLIA MPOuU3BOAMTESb) ;
onpegeneHve N MOHUTOPUHI  YC/IOBUA XpaHEHWs UCXOLHOro Chipbs "
npoAykunn;

XpaHeHne 3anuceii;

MOHUTOPUHI COOTBETCTBUS TpeboBaHUAM HacToAwux [Mpasun;

NMpoOBEpKy, uccrenoBaHve u B3sTue Npo6 B UENsX MOHUTOpPMHra  ()akToposB,
CMOCOGHbLIX B/MATbL Ha KayecTBO MPOAYKLUUN .

O6y4eHne

33. (2.8) MpousBoguTesib [onXeH ob6ecrneynTb 0bOy4eHue nepcoHana,
OO/MKHOCTHble  06A3aHHOCTHU KOTOpOro  npegnonarawnT npebsiBaHVe B
NPON3BOACTBEHHbLIX 30HAX WM KOHTPOJIbHbIX nabopatopumax (BK/IYas TEXHUYECKUN
n obcnyxmBawwuii NepcoHas, a Takke paboTHUKOB, MPOBOAAWMX YOOPKY), a TaKxe
OPYyroro nepcoHasna, [AesTeNbHOCTb KOTOpPOro MOXET oOKa3aTb B/IMSIHME Ha
KayecTBO MpOAyKUUN.

34. (2.9) Kpome OCHOBHOro 0by4deHusi, BKIYaWWEro Teopuwo W NpaKTuKy
NPYMEHEHUs HacToAWwMX MpaBwua, BHOBb MNPUHATbIE HAa paboTy pPabOTHUKM  OOSDKHbI
NPoONTU NEepBUYHOE OOyYeHMEe B COOTBETCTBMM C 3aKpensieHHbIMK 3a HUMK
ob6s3aHHOCTAMM. [lpou3BoguMTENb [O/KEH  Takke  MpoBOAUTb nocnepgywuee
HernpepsiBHOE 00y4YeHMEe MnepcoHaa, NepPUOSMYECKN OLEHMBAs €ro  MnpaKTU4YecKyl
ahpekTUBHOCTL. 06y4dyeHne nepcoHasia [AOMKHO MNPOBOANTLCS no YyUY€eO6HbIM
nporpavmaM, YTBEPXAEHHbIM COOTBETCTBEHHO PyKOBOAMWTENEM Mpou3BoacTBa  iMbo
pyKoBoaguTenem nogpasfeneHns KOHTposisas KadecTtBa. [lpoum3Bogutenb  06s3aH
XpPaHNTb AOKYMEHTauuio O MPOBEAEHMN 00y4YeHus .

35. (2.10) NepcoHan, paboTawwMii B 30HaX, rae KOHTaMuHauus
npegcrasnseT OMNacHOCTb, HanpuMmep, B YMUCTbIX 30HaxX WA B 30Hax paboTel C
BbICOKO aKTUBHbIMA, TOKCWUYHLIMW, WHOULMPYOWAMU  UAN CEHCNOUNU3NPYLLMMUA

BellecTBaMn, [OMKEH NPOWTWU cneuvasibHoe oby4eHue.
36. (2.11) Nocetutenu wam He npoweauve obydyeHve PaboOTHUKN He [OOJIKHbI

JoNycKaTbCsl B MPOWU3BO/JACTBEHHbIE 30Hbl M 30Hbl KOHTPO/IS KadecTBa. MNpu
HEeo6X0ANMOCTU TMOCEWEHNS AAHHbIX 30H yKa3aHHble fvua [AO0SKHb  NpeaBapuTesibHO
NPONTU WHCTPYKTaX, B 4YacTHOCTW, MO nNpaBwuiam  JINYHOW rMrueHsl  u

MCNOMb30BaHMI 3aWUTHOW odexapl. 3a 3TMMM  Nuuamm  AO/MKHO  OCYWeCTBAATbCA
TwaTenbHoe HabnwaeHue .

37. (2.12) Npn oby4yeHUN [OMXKHbL MOAPOOHO Pa3bACHATLCA U obcyxaaTbecA
KakK rnpuvHuune obecneyeHns KayecTBa, TakK W BCe Mepbl, ynyduwawoume mnx



NMOHMMaHne n ocyllecTB/ieHne.
Mruexa nepcoHana

38. (2.13) MNpousBoanTeNnb AO/MKEH pa3paboTaTb W BHeApPUTb KOMMN/EKC
MEpPOMNPUATHIA MO NPOU3BOACTBEHHON FMIMEHE C YYETOM OCOGEHHOCTEN KOHKPETHOro
NPOM3BOACTBA. YKa3aHHbli KOMMIEKC MEPONpPUATUIA [OKEH COoAepxaTb npoueaypsl,
Kacawlwmecsi cob6ogeHns TpeboBaHMI K COCTOSHMIO 340POBbSA, CaHUTapHbIX MpaBwul
N TpeboBaHWIi K ogexae nepcoHana. Kaxaplh pabOTHMK, AO/MKHOCTHbIE 00SA3aHHOCTU
KOTOpPOro npegnonaranT npeboiBaHWe B 30HaxX MNPoOM3BOACTBa M 30Hax KOHTpOnA
KayecTBa, [O/MKEH MOHUMATb M CTPOro Co6MAwAaTb 3TU MpPouUEaypb!. PykoBogaswuii
nepcoHas HeceT OTBETCTBEHHOCTb 3a BLINO/IHEHME TMEPCOHA/IOM MpaBua  JINYHOWN
FMIrYEeHb N OpraHM3aumi HeobXoaAMMoro obyuyeHus .

39. (2.14) Nvua, NpuHMMaemble Ha paboTy, AO/DKHbl MNPONTKH MeANLVNHCKNIA
ocMoTp. [lpousBoguTesib 0683aH yTBEPAUTb UHCTPYKUMM, obecrneumBawie  ero
OCBEJOM/IEHHOCTb O COCTOSIHUM 340POBbsS MEpCOHasia, KOTOPOE MOXET MNOBAUATb Ha
KayecTBO npogyKuum. T[locne nepBUYHOrO MEeAULMHCKOro ocMoTpa OOJDKHB
NPOBOAMTLCSA PEerynsipHele nocrepywume MeguuMHCKME OCMOTpPbl MepcoHasna.

40. (2.15) MpousBoauTENb AOMKEH MPeAnpuHSTbL  Mepsl, obecneunBawwme
HeJonyuweHne Nuy € MHPEKUNOHHbIMM 3aboneBaHuaAMU UKW OTKPLITHIMA NOBPEXAEHUSAMU
Ha OTKPLITBIX y4YacTKax Tena K NpPOU3BOACTBY JIeKapCTBEHHbLIX CPeAcTB.

41. (2.16) Nvuya, BXoAslwMe B MNPOU3BOACTBEHHbLIE 30HbI,  OOJDKHbI HOCUTb
3aWMTHYK ogexay, COOTBETCTBYWWYH BbIMOHAEMbIM B 3TUX 30HaX Onepauvsm.

42. (2.17) B Npon3BOACTBEHHbIX 30HAX M 30HaxX XpaHeHus 3anpeuarnTcs
npveMm nuuu, nNUTbe, XeBaHuMe WIN KypeHne, a TakKke XpaHeHue nuULeBbIX
NPOAYKTOB, HamnMWTKOB, TabauHblX M3OE/IMA U NINYHBIX JIEKAPCTBEHHbLIX MNpenapaToB.
He ponyckaeTcs nwbas AeATeNbHOCTb, Hapylwawwas YCTaHOBJ/IEHHblE TFUIUMEHUYEeCKue
TpeboBaHNA B MPOU3BOACTBEHHbLIX U APYIrMX MOMEWEHUSX, KOTOpas MOXeT oKa3aTb
oTpuuaTesnibHOe B/IMAHME Ha KayeCcTBO NPOAYKLUUN .

43. (2.18) Heobxogmmo wu36eraTtb HeENOCPEeACTBEHHOIO KOHTaKTa pyK
nepcoHana C OTKpbLITOA mpoaykumel, a Takke Cc /wboin 4vacTblw  06OpyAoBaHuA,
KOHTaKTupyKWwern C npogykuueii.

44. (2.19) MNepcoHas [O/MKEH MPONTU MHCTPYKTaX MO NpaBuiaMm MbITbS PYK.

45. (2.20) CneuymanbHble TpeboBaHMA K FUrmeHe nepcoHana, 3aHATOro Ha
NPOM3BOACTBE 0CO6bLIX rpynn npogykuun (Hanpumep, CTEPWUIbHBLIX  NIeKapPCTBEHHbIX
npenapaTtoB), oTpaxeHbl B MpuioxeHun N 1 u MpunokeHun N 5 K HacToAWNM
MNpaBunam.

MomeweHnss n obopyposaHne (I'naBa 3)

MpuHUKMn
46. MNomeweHua u obopypoBaHue HeobxoAMMO pacnofnaratb, MNPOEeKTUpoBaThb,
CTpOUTb, OCHalWaTb W 3KCAAyaTupoBaTb  TakKum obpasom, YyTOOb  OHU
COOTBETCTBOBa/IN MMPOBOAUMLIM  Onepaumnam. VX naaHMpoBO4YHOE peweHve wu

KOHCTPYKUUA  [O/XKHbl CBOOUTb K MUHUMYMY pPUCK OWWBOK WU obecreunBaTb
BO3MOXHOCTb 3(EeKTUBHOW OUYUCTKM U ObBCAykMBaHWA B UeNAxX  UCKIYeHus
NepeKpecTHOl KOHTamMMHauum, HaKOMAeHUs  Mblan nnmn rpasm n  NobbiIxX
He6/1aronpuUATHLIX (PaKTOPOB A1 KavecTBa MpPoAYKLMU .
MNomeleHusA
O6bwmne TpeboBaHUSA

47. (3.1) MNpu ycnoBuu cobnwgeHnUs BCcex Mep Mo 3aunuTte npou3BoacTBa

OKpyxawwass cpega MoMelweHuid [omkHa npeacTaBnATb MUHVMaNbHbLIA pUCK
KOHTamMMHauum mMaTepuanoB Wiv NpoayKunn .

48. (3.2) 3kcnnyaTtaums, npoBefeHWe TeXHUYECKOro obcnyxmBaHusa u
pemMoOHTa MNOMEeWeHNn He [AOJ/KHb OKa3biBaTb OTPULATENIBHOIO BJ/IMAHUA Ha KayecTBO
npoaykumn. Y6opka ” [ge3nHpeKuuss MNOMEWEHNA  OOSDKHb npoBOAUTLCHA B

COOTBETCTBUN C MNOAPOOGHLIMU NHCTPYKUUAMU, YTBEPXAEHHbIMU MPOU3BOAUTESIEM .

49. (3.3) OcselleHue, Temnepatypa, BAaXHOCTb W BeHTUIAUMA OOJIKHBI
COOTBETCTBOBaTb Ha3HaA4YeHW0 TOMelWeHns W He okKa3biBaTb NPsSMOro wunu
KOCBEHHOI0 HebnaronpusaTHOro BO3JENCTBMA Ha JIeKapCTBEHHble cpefcTBa BO



BpeMs MX NPOM3BOACTBA M XpaHeHuUsA, a TakKke Ha Haj/exauee (yHKLMOHWpOBaHue
obopynoBaHuA .

50. (3.4) MNpu NpoeKTUpoOBaHUN K IKCHAyaTauun MOMEWEHUR [O/mKHA ObITb
obecneyeHa 3auuta OT MPOHUKHOBEHUS B HUX HACEKOMbIX W/AN XUBOTHbIX .

51. (3.5) B nowmeweHnsi He AONYCKawTCHA nuua, He umewwme npaBa gocTtyna
B HUX. [POM3BOACTBEHHbIE 30HbI, CKNAACKUE 30Hbl U 30HbI KOHTPO/SIA KayecTBa He
OOJIKHBl MCNOMb30BaTbCA /19 CKBO3HOIo npoxoja nepcoHana, He paboTawwero B
HUX .

lpon3BoaCcTBEHHAA 30Ha

52. (3.6) Ona wMuHMMMU3aAuuM puUCKa A 340pOBbSA  NKWAEN BCnencrTeue

NMepeKkpecTHON KOHTaMMHAUUU Mpu  MNPOU3BOACTBE  HEKOTOPbLIX NeKapCTBEHHbIX
npenapaTtoB, TaKMX KaK CeHcubunuaupywume BewecTBa (Hanpumep, MNeHULWUANVHbI)
unn - GUoNIornyeckne JfiekapcTBeHHble  npenapathl  (Hanpumep, N3  XUBbIX

MI/IKpOOpraHI/I3MOB), HeO6XO,qMMO npeaycmoTpeTb cneynasibHO npeagHa3Ha4deHHble n
060C06NEHHbIE nomeueHma, o6opyp,OBaH|/|e n cpeaocrtea ux 06C]'Iy)KI/IBaHI/IFI. B ogHux

M Tex xe T[OMEWEHNAX He [AoNycKaeTcs Mpou3BOACTBO OTAe/bHbIX BWAOB
aHTMOMOTMKOB, OMpefesieHHbIX FOPMOHOB, LMTOTOKCMHOB, BbICOKO aKTMBHbIX
NIeKapCTBEHHbLIX CPeACcTB M NpoAayKuuMuM, He  sBfsiuelics NeKapCcTBEHHbIMU

cpencTtBaMu. B MCKMOUUTENBLHLIX C/yyadax MPOM3BOACTBO TaKUX  NNeKapCTBEHHbIX
CpencTB JornyckKaeTcd B OOHMX MOMEWeHWAX Npu pasfjeneHnn UMK/IOB Mpou3BoACTBa
Nno BpemMeHu C cobniieHneM creunasibHbiX Mep NPefoCTOPOXHOCTU U npoBefeHnem
Heo6xoAMMon BanMaaunn .

53. 3anpewaeTtca Npou3BOACTBO AA0B TEXHWYECKOrO Ha3HayeHusi, TaKux Kak
necTuuuasl U repéuungpl, B MNOMEWEHUAX, WUCMNOMb3YeMbIX AN nponssoacTea
NeKapCTBEHHbLIX CPenCTB.

54. (3.7) TMnaHWpOBOYHbLIE pPEWEHUS MNOMEWEHNA  OOTKHBI obecneunBaTb
BbiNO/IHEHNE TpeboBaHWii K YPOBHI YUCTOTH U, NPU Ha/IMUYUM BO3MOXHOCTU, [LOJIKHbI
COOTBETCTBOBaTb J/IONMYECKOW MocnefoBaTelbHOCTU MPOU3BOACTBEHHbLIX Onepauuii.

55. (3.8) MnaHMpoBOYHbIE peweHunsa MPON3BOACTBEHHbLIX 30H U
BHYTPUMPOU3BOACTBEHHLIX 30H XpaHEeHUs [OO/KHb obecneuymBaTb MnocsefoBaTesibHoe
N NorvyHoe pasmeleHne obopynoBaHWA U MaTepuasioB, CBOAsAllee K MUHUMYMY PUCK

nepenyTbiBaHUSA  Pa3/INYHbIX fIEKAPCTBEHHbLIX CPEeACTB WM KX KOMMOHEHTOB,,
obecrneuvBaiwliee OTCYTCTBME MEPEKPECTHOI KOHTamMMHauMM KU CBoOAslee K MUHUMYMY
pUCK nponycka WAW HenpaBUNbHOIO OCYLWECTBNEeHUs o6oro aTana npu

NPON3BOACTBE WIN KOHTpOne.

56. (3.9) B nowmeweHnsix, B KOTOpPbIX WCXOAHOE Cbhipbe WU nepBuYHbIE
yNakoBOYHbIE MaTepuasibl, MNPOMexXyToyHaa wWan HepachacoBaHHas npoayKums
noABeEPXeHbl BAUSAHUK NPOM3BOACTBEHHON cpefbl, BHYTPEHHME MOBEPXHOCTU (CTEHbI,
Nnosbl U NOTOJSIKW) [O/MKHbI ObITb FNagkumm, 0e3 Wene n TpewwH Ha CTbiKax, He
OOJDKHbI BbIAENATL YacTuy, a TakKke AO0/MKHbl JIEFKO U 3hheKTUBHO o4MwaTbCs ",
npu HeobxoaAMMoCTWU, AEe3MHOULMPOBATLCA .

57. (3.10) Tpy6onpoBogsl, OCBETUTE/IbHbIE NPUOOPHI, BEHTUNSALUNOHHbIE
YCTaHOBKN U Apyrme cuctemsl O6CNyXuBaHUS  LOMKHb  ObiTb CMNpoeKTUpOBaHL U
pacnosioxeHsl TakKum 06bpa3om, 4YTObObl He Obl1o  Yray6neHwun, 3aTpyAHARWMX KX
OUNCTKY. [pu Ha/IMuMM BO3MOXHOCTU AOCTYN K HUM O  0OO6CNyXmBaHWA  [OJIKEH
OblTb M3BHE MNPON3BOACTBEHHbLIX 30H.

58. (3.11) To4YKM NOAKANYEHUSA K KaHa/IM3auMOHHbIM CTOKaM  AOJIKHbI ObITb
COOTBETCTBYWIWMX pa3MepoB M 000pyAOBaHbl yCTpoicTBamm Ans npegoTBpaleHns
obpaTHOro notoka. MpyM HaMuMM BO3MOXHOCTW cnegyeT wu3beratb  OTKPbLITHIX

CNMBHbIX XenoboB. HO ecnu cyuecTByeT HEO6XOAMMOCTb WX MCMNONb30BaHUSA, OHU
OOJKHbI ObITb HErNy60KUMM AN O6/ErYEHUsT OUYUCTKU U AE3UH(PEKLNN .
59. (3.12) B nNpomM3BOACTBEHHLIX  30HaX  AO/KHa NCnosb30BaTbCA

aheKTUBHAA cUCTemMa BEHTWIAUUKW, MMenwas cpeacTBa /19 KOHTPOAA napavmeTpoB
Bo3ayxa (BKwYasa Temnepartypy v, rge HeobxoAnMO, B/IAXHOCTb U (UIbTpauui) B
3aBNCUMOCTM OT BbiMyCKaemoli MpoAyKLUWW, BbINOJHAEMbIX Oonepauui u oKpyxawlie
cpegnpl.

60. (3.13) B3BewuBaHWE UCXOAHOrO Cbipbsi, KakK NpaBuio, OcCyllecTBAseTCs
B OTAE/IbHOM, MnpefHa3Ha4YeHHOM fJ/iA 3TOro MOMewWeHun .

61. (3.14) B Tex cnyyasx, Korga npoucxoamTt obpa3oBaHune nbian
(Hanpuwvep, BO Bpewms oTbopa  npob, B3BelWMBaHuA, cmewvBaHus,
NPOM3BOACTBEHHLIX Onepaunii, ynakoBKU CYyXOW MNPOAYKUWW), AOKHbI ObiTb MPUHSATLI
crieyyasnibHblie Mepbl MPefoCTOPOXHOCTU B LenAx npepynpexgeHuns nepeKpecTHO



KOHTammHauum u ob6neryeHns OYUCTKM .

62. (3.15) MowmeleHUsa ANA YrNakoOBKW JIEKAPCTBEHHLIX CPeACTB [AO/KHbl OblTb
crieyyanibHO CrNpoeKTUPOBaHbl U PacnosiokeHsl TakuM 06pa3om, 4YTOObI n3béexatb
nepenyTbiBaHUA WAN NEPEKPECTHOM KOHTaMuHauum .

63. (3.16) [pon3BOACTBEHHbIE 30HbI AO/MKHbI ObITb XOPOWO  OCBEIEHbI,
0COGEHHO B MecTax, rge npoBOAUTCS MOCTOSHHbLIA BU3YasibHbli KOHTPOSb -

64. (3.17) KoHTponb B npouecce npou3BOACTBA MOXHO npoBOAUTL B
NPOM3BOACTBEHHOW 30HE, €C/N 3TO He co3JaeT pucka s TeXHO/0rn4yeckoro
npotecca.

Cknagckue 30HbI

65. (3.18) Cknanckue 30Hbl AO/MKHb MMETb BMECTUMOCTb, [OCTaTO4YHYl AN1s
YNOPASOYEHHOI 0 XpPaHeHWs pas3/iNyHbIX KaTeropuin maTtepvanoB WU npoayKunn :
NCXOOHOIrO Cbipbsi U YMAKOBOYHbIX MaTepuanoB, MNPOMEXYTOYHOl, Hepac(hacoBaHHOA
M roTOBOW nNpoAyKuMn, a TakKke npoayKuum, Haxogsweihica B KapaHTuHe,
npoAyKUMn, pa3peweHHol p[asa BbilyCKa, OTK/IOHEHHO, BO3BpaleHHON uan
OTO3BaHHOW.

66. (3.19) lpu NPOEKTUPOBAHMN N OCHALEHUN CKNaACKUX 30H Heo6xoanmo
npegycmaTpvBaTb Haanexauwme ycroBus XpaHeHusi. CknancKme 30Hbl O0/MKHbl  ObiTb
UMCTHIMM U CYXMMW, B HUX AO/KHA NogdepxmBaTbcs Tpebyemas Temnepatypa. Ecnm
TpebywTcHa cheyuasibHble  YC/IOBUS  XpPaHEeHus (Hanpuwmep, TevnepaTtypa,
B/I@XHOCTb), TO HeobxoguMmo obecrneudmBaTb W NPOBEPSATbL TakKMe YC/I0BMA, a TaKxe
OCYIWEeCTBAATb UX MOHUTOPUHI .

67. (3.20) B mecTax npuvemMKu M OTrpy3Ku Ao/kHa ObiTb obecnedeHa 3aumTta
NCXOOHOIrO Cbipbsi, YMNAKOBOYHbLIX MaTepuasioB W MNpoayKuum OT  BO34elCTBUA
NMOroAHbIX YCNOBWA. 30Hb MPUEMKU AO/MKHbI ObiITb CNPOEKTMPOBaHb MU 060pyAOBaHb
Takum 06pa3om, 4TOG6b Tapy C MNOCTyNawwWMMM UCXOAHbBIM CbIPbEM M YNAKOBOYHbLIMMU
vMaTepvanamm MOXHO OblI0 ouuwaTb nepesj CKNaanpoBaHUEM .

68. (3.21) Ecnn pexmMm KapaHTuUHa obecneudmBaeTCs XpaHEeHMeM NpoAyKUMN B
pa3penbHbiX 30Hax, TO 3TU 30Hbl A0/MKHbl ObITb YETKO OOO3Ha4eHbl, a [A[ocTyn B
HUX pa3peleH TO/IbKO MepCcoHasly, MMEKWWEeMy COOTBETCTBYWWME nosiHoMo4uns . Jlwbasd
apyras cucrtema, 3ameHsiowas (U3NYEeCKUin KapaHTuMH, Jo/xHa  obecneymBaTb
3KBMBA/IEHTHYK 6€30MacHOCTb.

69. (3.22) OT60P nNPO6G MCXOOAHOFO ChipbS W MEPBUYHBLIX  YNAKOBOYHbIX
MaTepuvasioB, KaK MpaBwio, C/efyeT BLINO/HATb B OTAesbHO 30He. OT60p npob,
OCYIECTB/SAEMbIA B 30HE XpaHEeHWs, AO/MKEH MPOBOAUTLCHA TaKum 0b6pas3om, YTOObI
npefoTBpaTUTb KOHTaMUHAUMK UM MNEePEKPECTHY KOHTaMUHaumio .

70. (3.23) [Ana XpaHeHus 3abpaKOoBaHHbLIX, OTO3BaHHbLIX WAN BO3BpallEHHbIX

NCXOOHOIr0 ChipbsA, YMNaAKOBOYHLIX MaTepuasioB WM  MNPOAYKLNN OOJDKHLI ObITh
npenycMoTpeHsl U30/IMPOBaHHbIE 30HbI .
71. (3.24) BbiCOKO aKTUBHble BellecTBa U JieKapCTBEHHblE cpeacrtea, B

OTHOWEHNMN KOTOPbIX HOPMATMBHLIMW MNpaBOBbiMM akTamu Poccwuiickoli  depepaunn
YCTaHOBJ/IEHbI CMNeLuasibHble YC/IOBUS XPaHEHUsi, [OOJ/DKHbl XPaHUTbCA B 6e30MacHbIX U
3alMeHHbIX 30Hax.

72. (3.25) [lonxHO 6GbITb obecrneyeHO 6e3onacHoe W HadexHoe - XpaHeHue
neyaTHbIX YNaKOBOYHbLIX MaTepuasioB, TakK KakK OHU CUMTaNTCA KPUTUYECKMMW AN
obecneyeHVs  COOTBETCTBUS  JIeKAPCTBEHHOro  cpeacTBa YCTaHOB/IEHHbIM
TpeboBaHUAM .

30HbI KOHTPOJ/IA Ka4decCcTBa

73. (3.26) JlabopaTopuu KOHTPO/A KayecTBa [LO/DKHbl  OblTb  OTAENEHb oT
NPOVU3BOACTBEHHLIX 30H. 3TO OCOGEHHO BaxHO Ansa nabopatopuin  no KOHTPOSI0
610/1I0rMYeCcKnX U MUKPOBMONOTrMYECKUX JIEKAPCTBEHHbLIX CPeAcTB U paavon3oToroB,
KOTOpble TakKXe [AO/KHbl ObiTb OTAesIeHb ApYyr OT Jpyra.

74. (3.27) KoHTpoOnbHble nabopaTopum [OMKHb ObITb CAPOEKTUPOBAaHbL TaKum
obpa3omM, 4YTOOLl OHM COOTBETCTBOB&/IN TpPebOBaHMAM K  BbiMOJHAEMbIM B HUX
paboTam. Mnowaab nabopatopuini  gonxHa 6ObiTb AOCTaTOYHOW Ans NCKJ/TI0YEHUNsI
nepenyTbiBaHUS U MNEePeKpPecTHON KOHTaMuHaumm, a Takxe A1 XpaHeHuss obpa3LoB
n 3anvcei.

75. (3.28) [na uyBCTBUTE/IbHLIX MNPUOOPOB, HYXJaWWMXCA B 3auute OT
BUGpaunn, 3MeKTPOMarHUTHbLIX NOsei, BNaXHOCTW BO3dyXxa W Apyrux  ycnoswuii,
OOJDKHbI ObITb NPEefyCMOTPEHb OTAE/IbHbIE KOMHATHI.



76. (3.29) Ecnn HopmaTMBHbLIMA MPaBOBLIMM aKTaMu POCCUACKO depepaunmn
YCTaHOB/IEHbl CneunasibHble TpeboBaHMs K nabopaTopusiv, B KOTOPLIX  NPOBOASATCS
paboThl CO chneuuduyecKuMn BelwecTBamuM, Hanpumep, OGMONOrNYECKMN UMK
paavoaKTUBHLIMA MaTepuasiaMn, Taknme TpeboBaHUs AOJIKHbI CO6MAATHLCA.

BcnomorarenbHbie 30HbI

77. (3.30) KomHaTbl OTAbiXa U npuemMa nuilM  AOJ/DKHbl  GbiTb  OTAeNeHbl  OT
OpYTruX 30H.

78. (3.31) lMowmeweHus Aana nepeogeBaHus, TyasleTbl W AylweBble KabWHbl
OO/MKHbl  MMEeTb  YAOOHLI  AOCTYyn; UX nnaHupoeka U pasmepbl AO0/MKHbI
COOTBETCTBOBaTb YUC/EHHOCTU NepcoHana. He pgonyckaeTcdaA, U4TOOb — TyaseTshl
HenocpeACcTBEHHO COO0BWa/INCb C NPOU3BOACTBEHHLIMU WN CKNAACKUMW 30HaMU .

79. (3.32) MacTepckue npv HanM4ynm BO3MOXHOCTWU [AOMXHbI ObITb  OTAENEHb
OT MNPOM3BOACTBEHHLIX 30H. B cnydyae ecninm XpaHeHue 3anacHbiX yacrtein u
WHCTPYMEHTOB OCYIWECTBASETCA B MNPOU3BOACTBEHHON 30HE, OHU OO DKHb
cofepxaTbCs B NPefyCMOTPEHHLIX A1 3TOro KoMHaTax Wwin 3anvpavwmxca suwukax.

80. (3.33) BuBapuu [osxHbl ObITb M30/MPOBAHL  OT  APYruUX 30H, UMeTb
oThenbHbli BXoa (JOCTYN K XUBOTHbIM) U OTAE/NbHbIE CUCTEMbl BO34YXONOArOTOBKMU.

O6opynoBaHue

81. (3-34) KOHCTpyKUUA, MOHTaxX U MNOPSAAOK TEXHUYECKOro o6CcNnyxuBaHmA
NPOV3BOACTBEHHOI0 060PYAOBaHNA [OJ/KHbB COOTBETCTBOBATb €ro Ha3HayeHwuio.

82. (3.35) PaboTbhl MO PEMOHTY " TEeXHNYECKOMY 06CNyX1BaHMI0
ob6opygoBaHUSA He [O/MXHbl OKa3biBaTb OTPULATENBHOINO B/WSAHUS HaA  Ka4yecTBO
npoAyKLUUn .

83. (3-36) KoHCTpyKuus npou3BOACTBEHHOro ob6opyaoBaHUS [0/mKHa  ObiTb
Takoii, 4To6bl €ero MOXHO Obi/I0 NEerko M TwaTeslbHO o4vnwaTb. OUMCTKY HeobxoaMmMo
NnpPoBOANTL B COOTBETCTBUM C MNOAPOOHLIMM  UHCTPYKUUAMMK, yTBepXaeHHbIMU
npousBogntTenem. O6opyaoBaHME [OMKHO COAEepXaTbCs TONbKO B YMCTOM U CYXOM
COCTOSAHUN .

84. (3.37) WHBeHTapb 1 cpeacTBa AN YO6OPKU M OUYUCTKU HEe [OOS/KHbl OblThb
NCTOYHMKAMN KOHTaMUHaLMK .

85. (3.38) 06opygoBaHMe AOMKHO OblITb YCTAHOBMEHO TaKuMMm 00pa3oM, 4YTOOb
He [0oMyCcKaTb BO3HWKHOBEHMWE KaKOro-nmbo pucka OwMbOK WM KOHTamMMHaLMIo -

86. (3-39) TexHonormyeckoe ob6opyAoBaHVWEe He [O0/IKHO BUATb Ha KayecTBO
NPOAYKUMN W MPeAcTaBfsaATb ONacHOCTb A/19 NpoAyKUMM. YacTu TeXHOMorM4yeckoro
060pyaoBaHNA, KOHTaKTupyllumMe C NpoaykKumen, He [O/KHbl BCTynaTtb C Heh B
XVMUYECKYI0 peakuuio, BblgensaTe wnn abcopbupoBaTb BelecTsa, oka3blBawlime
BNUSIHAE Ha KayeCTBO MPOAYKUUN.

87. (3.40) To4yHOCTb M pabounini gnana3oH BECOB W  ApYyIux cpencTs
N3MEPEHNA [O/KHbI COOTBETCTBOBaTb  MPOU3BOACTBEHHbBIM n KOHTPO/IbHbIM
ornepauusiM, B KOTOPbIX OHW MCMOJSIb3YHTCA.

88. (3.41) KanmnbpoBKa M MnoBepkKa BECOB W Apyrux cpeacTs N3MepeHui,
pPErncTpPUPYKLNX U KOHTPOJ/IbHLIX MNPUOBOPOB AO/MKHbB MPOBOAMTBLCHA C  OMNpenesieHHOMN
NepuoanyHOCTbI0 COOTBETCTBYWWMMM MeTodamu. Pe3ynbTaThl Ka/IMOpPOBKM M MOBEPKU
OOMKHbI ObITb AOKYMEHTa/IbHO O(OpM/IEHbl U MoanexaT XpaHeHWUH.

89. (3.42) CrauuoHapHble TpyobonpoBOAbl [AO/MKHb MMETb MapKNUpPOBKY C
yKasaHMeMm npoxogsumx no HuWM BewecTB W, ecnu Tpebyercs, HanpaB/ieHus
noToka.

90. (3.43) Tpyb6onpoBoabl [Ans BOAb OYUWEHHOW, BOAbl  AN1s WHbEKLMI
(BUCTUNANPOBAHHOW, AEWNOHU3UPOBAHHOR) M MpU HeobxoaumocTu TpybonpoBoAs A/
OpYron BOAbl AO/MKHbI NOABEPraTbCs caHMTapHol obpaboTke B COOTBETCTBUMM C
WHCTPYKUUAMU, YTBEPXAEHHbIMA MPON3BOAUTENEM, B KOTOPHLIX YKa3aHbl npegersns
MMKPOOHOI KOHTaMuHauuM U Mepbl, NPUHUMAEMbE B C/lyYae WX MNPEeBbILEHUS .

91. (3.44) HeucnpasHoe ob6opynoBaHue [AO/HKHO OblITb yaaneHo un3
NPON3BOACTBEHHOM 30HbI M 30Hb KOHTPO/SA KadecTBa WM, MO KpanHen vepe,
YeTKO MapKUpPOBaHO KaK HeucrpaBHOe.

JokymeHTauna (IFnaeBa 4)

MpuHUKMn



92. [JOKyMEHTauusi COCTaBNsieT HeOoTbeEMNIEMYKW 4acTb  (hapMaueBTUUYECKOIA
CUCTEeMbl KauecTBa W SIBNSIETCHA K/WUEeBbIM 3/1EMEHTOM OpraHu3auun npousBoAcTBa U

KOHTpPO/SA KayecTBa NpoAyKUUW B COOTBETCTBUM C HACTOAWMMU MpaBunavu. B
cucCTeMe YyrnpaB/ieHUs1 KayeCTBOM NpPOM3BOAUTENISI  YETKO yCTaHaB/MBaKNTCS
pasnnyHele BuUAbl  UCMNOMb3YEMOW AOKyMeHTaumnm W HocuTenen MHhopMauum .
JoKymMeHTauMa MOXeT cyllecTBoBaTb B  pas3/iMyHbiX (opmax, B TOM yncne Ha
OYMaXHOM, 3/IEKTPOHHOM WAM WMHOM HocuTene. [NaBHOW UeNbl  NPUMEHsIEMOA
CUCTeMbl [OKYMEHTauuuM SBNsSeTCA co3gaHue, ynpaB/ieHue, KOHTPO/b "
perncTpauusi BcCeill [esaATeNbHOCTU, KOoTopas MOXeT HenocpeacTBEHHO UMK

onocpefoBaHO BMAUSATbL Ha BCe acneKTbl KayecTBa JIEKApPCTBEHHbIX  CPeAcTB.
CncTema ynpaBneHusi KaQ4eCTBOM COAEPXUT AOCTATOYHO MOAPOOHbIe yKasaHus  ans
obecneyeHnss Hag/exawero AOKYMEHTa/IbHOrO O(GOPM/IEHUST Pa3/IMYHLIX MPOLECCOB "
OLIEHKN KaKMX-NnMbo HabnwaeHuin. 3TW yKasaHus HanpaB/ieHbl Ha o6liee noHMMaHue
TpeboBaHWI C Uenbl AEMOHCTpaunn Ux cobIaeHUA .

93. CywecTBywT [fgBa OCHOBHbX BUga JAOKyMeHTaumn: Ans BbINOJ/THEHNSA
Tpeb6oBaHWin HacToswux MpaBun, TO €CTb pernameHTupylwas AOKYMeHTauus, U Ans
perucTpaumm wux cobnwgeHusi, To eCcTb  pervcTpupylwas OOKyMeHTauus .
Mpon3BoauTenb ob6ecrneyMBaeT Hafsexallee COCTaB/IEHNE YKa3aHHOW AOKyMeHTauuu
B 3aBMWCMMOCTM OT ee BuAa.

94. MNpousBoaMTeNlb OCYWECTB/ISAET KOHTPO/Ab ANs  obecneyeHns  TOYHOCTH,
LEeNOCTHOCTM, AOCTYMHOCTU U OAHO3HAYHOCTU [OKYMEHTOB. PernameHTupyume
OOKYMEHTbl A0/MKHbI ObITb AOCTYMHbI, TO €CTb 3anucaHbl UM 3aPUKCUPOBaHbl  UHbIM
CrnocoboM Ha TaKUxX HOCUTENAX WHpopMauMuM, fOaHHble C  KOTOpbIX MOryT  6GbiTb
Nnosy4YeHsl B YNTaAEMOW (opme, U He AO/KHbI coAepxaTb OWMOOK.

Buapl AOKYMEHTOB

95. OCHOBHOE A0Cbe MNPOU3BOACTBEHHOIN naowagku npeacTaBnsaeT  coboi
[OKYMEHT, B KOTOPOM OrnucaHa opraHu3auusi NpouM3BOACTBA M KOHTPO/IS KayecTBa
NeKapCTBEHHLIX CPEACTB B COOTBETCTBMM C TpeboBaHMsIMM HacTosWMX [paBui.

96. [locbe Ha cepui npeacTaBnseT CO60i AOKYMEHT, OoTpaxawWuin  npoLlecc
NPON3BOACTBA KaxAoi cepun MNpoAyKUUW, B TOM 4duUC/ie Bbligady pas3pelieHns Ha ee
BbINMYCK, U BCE (haKTopbl, BAMSWWMWE HA KA4YeCTBO FOTOBOV MNPOAYKLMWN.

97. PernaveHTupywluas AOKYMEHTaUUs BKIWYaeT B Ccebs crnepyoume  BUAbl
[OKYMEHTOB:

cneyduKauun - AOOKYMEHTbl, coaepxauue noapobHbie TpeboBaHus, KOTOpPbIM
[O/XHbl COOTBETCTBOBATb MCXOJHOE Chipbe, YMNaKOBOYHbIE MaTepuasisl U MNPoAyKUMs,
ncrnonb3ywlnuecs UM fnoslydaemsie nNpu nponsBoAcTBe. OHU SABASAINTCHA OCHOBOW ANs
OLEHKMN KayecTBa J/IEKapCTBEHHbIX CPeACTB;

MPOMbIWIEHHbI  pPerfameHT,  TEXHO/IOrMYecKne  UHCTPYKUun, BK/l0Uas
WHCTPYKLUUN MO yMNakKoBKE, METOAUKN WCHbITAHUA - [OKYMEHTbI, cogepxalme
noApo6HyI MHpopMaLUi 060 BCEM WUCMONIb3YEMOM WCXOAHOM Chipbe, 060pyAoBaHuN U
KOMMbIOTEPU3NPOBAHHbLIX cucTtemax (Mpy UX HaMuMM), a TakKkKke BCE WMHCTPYKUUWU MO

OCYUWECTB/IEHMI0 TEXHO/IOFMYECKMX TMpOLEeCcCOoB, YMNakoBKe, OTG6Gopy npo6 wu
npoBeAeHnld UCMbITaHU. FAae MNPUMEHUMO, [AOJKHb  6ObITb yKasaHbol BCE  TOUKMU
KOHTpONA B  Mpouecce nponseoacTea, a Takxe NCMO/Ib3YEMble

NPOLEeCCHO-aHa/INTUYECKMNE TEXHOMOrnMN BMECTE C KpUTEpUsMU MPUEMNEMOCTN;

npoueaypbl (Takxe MOryT Ha3biBaTbCA WHCTPYKUUSAMM WAUM  CTaHOAapPTHbIMA
onepaunoHHbiMM nNpoueaypamm (ganee - COM)) - AOKYMEHTH, cogepxauue yKa3laHus
Mo BbIMNOJ/IHEHWIO OMNpefesieHHbIX onepaunii;

npoTokosbl (nnaHbl) - AOKYMEHTbl, cCoAepxalye ykKasaHus no npoBeneHuio
pervcTpauum oTAenbHbiX onepauuii (Hanpumep, MNPOTOKON Banugauuu, OCHOBHO
nnaH Banupauun);

[OroBOpbl — COr/lalleHns, 3aK/lyeHHble Mexay 3akKa3uukamy U UCMOHUTEeNAMU
OTHOCUTE/IBHO paboT, KOTOpble BbLIMOJHANTCA  CTOPOHHUMMU opraHusauusamm
(ayTcopcuHr).

98. PerucTtpupywuwaa gokymeHTauua (3anucm n (UNnM) OTYETH) BK/IWYaeT B
cebs cnepywume BUAp OOKYMEHTOB:

3annucn - OOKYMEHTbl, (MKCUpYWWe BbIMOSIHEHNE pPa3/IyHbIX AENCTBUA  ONs
JoKa3aTefnbCTBa  COOTBETCTBUA  MHCTPYKLUMAM, Hanpumep, MeponpuaTui,
npouclwecTBuUii, paccnefoBaHuii. B OTHOWEHWW cepuu 3annucu  JOSXHbl  cogepxaTtb
NCTOPVI0 Kaxaol cepuu npoayKuuu, BKIKYas ee peanm3auuiw. 3anucu  cogepxat
NCXOAHble OaHHble, UCNoMb3yemble And QopMMpOBaHMS Apyrux 3anuceri. B cnydae
ecnn 3anucu BeayTCA B 3/IEKTPOHHOW (opme, nosib3oBaTenu nporpaMMHOro

n
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obecneyeHnsi, Ha KOTOPbLIX BO3/lIOXeHAa OTBETCTBEHHOCTb 3a BefAeHMe  TaKux
3anuceii, [OOMKHbI ONpPefensTb, KakKue [AaHHble Heo6xXoaMMOo ncnonb3oBaTb B
KayecTBe WUCXOAHbIX. B KauecTBe MCXOOHbIX [AO/KHbI ObITb OTPaXeHbl, MO  KpaiiHel
mMepe, BCe fJaHHble, Ha KOTOpPbIX OCHOBbLIBAIOTCS peWeHns Mo KadecTBY;

OOKYMEeHTHl, noaTBepxjawwme kadecTtBo (nacnopTa, aHa/IMTUYECKME JINCTKK,
N WHble aHa/lorv4Hble AOKYMEHTb) - AOKYMEHTbl, cofepxauue pe3iMe pe3y/bTaToB
NCNbiITaHNn 06pa3uUoB MPOAYKLUUM WUAN UCXOAHOIO Cbipbsi U YNaKOBOYUHbLIX MaTepuasioB
BMECTE C OLEHKOW COOTBETCTBUS YCTaHOB/IEHHOW cneundukaumm. B cnydae  ecnu
npu MpPoOM3BOACTBE CEpUM UCMNOMb3YETCSA MPOLECCHO-aHa/IMTUYeCKass  TeXHosorus
(NAT), TO oueHKa COOTBETCTBUA cepunm TpeboBaHMAM pPerucTpaynmoHHOro  Aocbe
MOXeT 6biTb OcHoBaHa (UENNKOM WM YaCTMYHO) Ha aHanu3e [AaHHbIX, MnapaMeTpoB

N pe3ynbTaToB, MNOJyYEHHbX B peanbHOM BpemeHn (pe3iome u oT4yeTbH 06
OTKJ/IOHEHUAX)) ;

OTYeTh - [AOKYMEHTbl, COMNPOBOXAawlme BbINO/HEHWE KOHKPETHbLIX  3ajaHuii,
NPOEKTOB WM paccriefoBaHuii un  oTpaxawwne  pe3ynbTarhl, BbIBOAb "
peKoMeHgaLmmn .

MogrortoBka wn KOHTPOJIb AOKyMEHTaunun

99. (4.1) MpousBoguTenb AOMKEH pa3paboTaTb BCe BuUAbl [AOKYMEHTOB U
obecneunTtb Mx cobnwgeHne. TpeboBaHMA MPUMEHSITCA B pPaBHOM Mepe KO  BCEM
Tunam HocuTenel mMHpopmauun. KomniekcHas cucTema [o/kHAa OblTb  MOHATHOM,
HagnexawnuMm obpa3oM [OKYMEHTa/IbHO O(OPM/IEHHON W Ba/MAMPOBaHHOW, U B
OTHOWEHUN Hee [O0/IKEH OblITb YCTAHOB/IEH [OCTaTOYHbII  KOHTPOSIb .- HekoTopeble
OOKYMEHTbl (MHCTpYKuun n (UnAn) 3anmcu) MOoryT ObiTb CMewaHHbIMW No opme, TO
eCTb 4YacCTb [OKyMEeHTa MOXeT CyliecTBOBaTb B 3/IEKTPOHHOM Buge, a  jgpyras
YyacTb - Ha OymaxHOM HocuTesne. B3aumMOCBA3M U Mepbl MO KOHTPOMKW B OTHOWEHWU
OpPUIrMHANIOB AOKYMEHTOB, YYETHbIX KOnuii, 06pabOTKM [aHHbIX U 3anuceil  AOKHb
ObITb YETKO W3/IOKEeHbl KaK [/1 CMelWaHHbIX No (opme, TakK U A8 O4HOPOAHLIX MO
opme cucTem [OKYMEHTauuuM. Y4yeT KOMWUi OCYWeCcTBIsSeTCA B nopsiike,
onpegensiemom npou3BoguTenem. [JO/mkHbl 6biITb  BHEApPEHb COOTBETCTBYlWMe
KOHTPO/IbHbIE MEpPOMNPUATUSA B OTHOWEHUN 3/IEKTPOHHbIX [AOKYMEHTOB, TaKuMxX  Kak
WwabnoHbl, GOPMbl U NEPBUYHbLIE AOKYMEHTbl. [o/MkHb MPOBOAMTBLCH COOTBETCTBYWLWME
KOHTPOJ/IbHbIE MEpPOonpuUATUA ONA obecneyeHuss LeNoCTHOCTW 3anvceil B TeyeHue
CpOKa XpaHeHus.

100. (4.2) [onxeH 6bITb yCTaHOBJ/IEeH NOPSAAOK pa3paboTku, ohopmieHus,
Bblgaun, U3bATUA AOKYMEHTOB W BHECEHUS B HUX WU3MeHeHwuli. [OKyMeHTbl  [O/DKHbI
COOTBETCTBOBaTb TpeboBaHUAM PEerncTpauvoHHOro AOoCbe, a Takke  [JOKyMeHTawm,
nogasaembiM /1 MONYYEHUA NIMLEH3NN Ha MPOU3BOACTBO JIeKAPCTBEHHbLIX CPeacTB.
Bocnpon3ssefeHne OpUrnHasibHbIX JOKYMEHTOB C LENbi MOSYYEHUS YYEeTHbIX Konuii
He [O/XHO NPMBOANTbL K BO3HUKHOBEHMI KaKMX-MMOO0 OWMOOK MpWY KOMMPOBaHUW.

101. (4.3) PernaveHTupywowme AOKYMEHTH YTBEpXAalwTCA U noanuchLIBanTCH
nMuaviv, MMewnWwuMM npaBo MoAnncu, C yKasaHuvem gathl. CogepxaHve  AOKYMEHTOB
[O/MKHO OblTb OAHO3HAYHLIM. [OKYMEHTbl AO/MKHbI UMETb YHUKaNbHY0 WUAEHTUPUKaLWI .
HeobxoaumMo ycTaHaB/MBaTb CPOK [AENCTBUA [OKYMEHTOB.

102. (4.4) PernameHTupyllmMe OOKYMEHTbl OO/MKHb  UMETb NOTNYHYI0
CTPYKTYpYy, obecneumsawlyi MNPOCTOTY WX [POBEPKU. Ctunb N3N10XeHns
OOKYMEHTOB [O/IKeH COOTBETCTBOBaTb WX NpejnosiaraeMoMy WCMofib30BaHuIo -

103. (4.5) [OKyMEeHTbI LOJDKHBI perynsapHo nepecmarpuBaTbCs U

aKTyannm3mpoBaTbCs, HEO06XOAMMO WUCK/IYUTbL WUCMO/b30BaHMWEe YCTapeBWNX BEPCUN.

104. (4.6) [okymeHTbl He pekomeHAyeTcsa O(opM/IATb B PYKOMUCHOM BUae.
Ecnn B OOKYyMeHTe npefyCMOTPEHO PYKOMUCHOE BHEeCeHWe [faHHbIX, TO AN aToro
OO/MKHO ObITb AOCTaTo4YHO MecTa.

MpaBuna Hagnexawero AOKYMEeHTa/IbHOro ohopMieHUs

105. (4.7) BHeceHMe PYKOMUCHLIX AaHHbIX AO/MKHO  BbINOSHATLCSA yeTKo,
pa3bopunBo M Takum 06pa3oM, 4YTOOb BHECEHHble faHHble Hesb3A 6bl10 yoanTb.

106. (4.8) 3anucu cnegyeT BECTM MPU BbINO/IHEHUM KaxAoro AencTBus "
Takum obpa3om, 4YTOObl MOXHO 6bl10 NPOCAeANTb BCH 3Ha4YUMyKw  AesTeslbHOCTb,
Kacawllylcs npovM3BOACTBa NeKapCTBEHHbLIX CPeacTB.

107. (4.9) /Mwboe M3MEeHeHue, BHOCUMOE B [OKYMEHT, MoAnucLiBaeTcs
JatvpyeTca. MN3vMeHeHMe [O0/KHO AaBaTb BO3MOXHOCTb MPOYTEHUS NepBOHAYasbHO
NHQopmMaumn . Fae NPUMEHMMO, AO/KHA ObiITb yKasaHa MNpuunHa U3MEHEeHUs .

"
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XpaHeHVe [OKYMEHTOB

108. (4.10) Heobxogumo 4eTKO onpeaennTb, Kakme 3annucum OTHOCATCS K
KOHKPETHOMY BUAY MPOU3BOACTBEHHOW [AEATENbHOCTM WU rLe OHU HaxogAaTcs .
Heobxoaumo npenycMoOTpeTb Mepbl KOHTPO/isA, KOTopble ob6ecrnevnBawT LENOCTHOCTb
3anvucein Ha MPOTSKEHUM BCEro CpoKa UX XpaHeHusi. Mpyn HEeo6XoAMMOCTU 3TU Mepb
OO/MKHbl ObITb Ba/IMANPOBAHbI .

109. (4.11) Ocobble TpeboBaHUA BbLABUFANTCS K AOKYMEHTauMm Ha  cepui,
KOTOpYl criefyeT XpaHuTb B TeyeHne OfHOro roga rnocfe OKOH4YaHua  cpoka
rogHoOCTM 3TOW Cepun NN He MeHee NATU NeT MNoc/ie OUEHKN COOTBETCTBUSA Cepumn
YNO/IHOMOYEHHbLIM /Muom (B 3aBMCUMOCTU OT TOFO, KaKol CpoOK Aofble). ans
NEKapCTBEHHbLIX MpenapaToB, MNpeAHa3HA4YEeHHbIX O/19 K/AVMHUYECKUX  UCCefoBaHwuii,
OOKyMeHTauui Ha cepuio criegyeT XpaHUTb He MeHee MNATU eT nocrse 3aBepleHus
WM NpekpaweHuss KIMHUYECKUX WUCCNefoBaHui, B KOTOPbIX MWCNOAb30BaM 3Ty
cepui.

110. (4.12) [Ana gpyrux BUAOB [OKYMEHTaUUU CPOK XpaHEeHUs 3aBUCUT oT
BUAOB [EeATENbHOCTU, KOTOPYKW 3Ta AOKYMEHTauuMsa COnpoBOXAaeT . KpuTuueckyio
OOKyMeHTauuw, BK/Yasd ucxogHole gaHHble (Hanpumep, Kacawwuecs Banujauuv wuim
cTabunbHOCTW), noAgTBepxgawwmne MHhopmMauuio pervcrpayMoHHOro aocbe,
HEO6XOAMMO XpaHUTb Ha MPOTSKEHUMM CpoOKa L[elACcTBuA perncTpaymMoHHOro
YyOOCTOBEPEHUS . JonyckaeTcsd  yHUUYTOXaTb  ONpefesieHHy OOKyMeHTaumio
(Hanpuvmep, MCXOoAHble [faHHble, COMpPoBOXAawwue OoT4YeTb Mo Ba/Mgaunn nnu
CTabuabHOCTN), €C/N faHHble Obl/IN 3aMeHEeHbl MOJIHBIM KOMMEKTOM HOBbIX AaHHbIX .
O60oCHOBaHME TaKuX AENCTBUI OO/TKHO ObiITb ONOPM/IEHO AOKYMEHTas/lbHO. [pyn 3TOoM
HEO6XoAMMO yuuTbiBaTb TpeboBaHMA K XpPaHEHUKW [AOKyMeHTauum Ha  cepuio,
Hanpuvep, B C/lydae [AaHHbIX MO Ba/mMgaumn npouecca ConpoBoxjawwme NcxogHsle
OaHHble cnegyeT XpaHuTb, MO KpalHeln wMepe, Takoe xe BpeEMSi, KaK U
OOKyMeHTauuiw Ha Bce cepun, ANA KOTOPLbIX pa3pelleHrMe Ha BbiMyCK MOATBEPXAEHO
OaHHbIMU 3TUX Ba/INGALMOHHLIX MCCNefoBaHNM .

Cneuundnkauyum
111. (4.13) Mpou3BoauTENb [AONKEH WMETb COOTBETCTBYHLWMM obpas3om
YTBEPXAEHHbIE cneunprukaumm Ha MCXOAHOEe Chipbe, YMNakKOBOYHbIE maTtepuans u
roTOBYKW MPOAYKUMIO C yKa3aHUeM gaTbl YTBEPXLEHUS .

CI'IeLI,I/I(*)I/IKaLI,I/II/I Ha MNCXOAHOEe Cbipb€ N yNnaKOoBOYHble MaTepunasibl

112. (4.14) Cneuudpukaumm Ha UCXOAHOE ChipbEe M YNaKOBOYHbIE mMaTepuans

JOMKHbl cogepxaTb (MU AOMKHLB  MPUBOAMTBLCSA COOTBETCTBYHWWME  CChIIKN, rge
NPYMEHUMO) crieaywlee:

a) (@) onucaHve WUCXOAHOFO Chipbsl WM YNAKOBOYHbIX MaTepuasnios,
BK/loHawwee:

HaMveHoBaHMe W BHYTpPeHHun kog (NpyM HEobBXoAUMOCTWN) ;

CCbIIKY Ha (dapmakonerHyw CcTaTbld, HOPMATMBHYKW [OKyMEHTauuw Wun wu
HOPMaTMBHbIA OOKYMEHT ;

HaVMEHOBaHMWE YTBEPXAEHHbLIX MOCTaBWMKOB U MNPOM3BOAUTESNS NCXOQHOro
Cbipbsi MMM YNAKOBOYHbLIX MaTepuasioBs;

obpa3zey, neyaTHLIX MaTepuasios;

6) (b) uwHCTpyKuuu No OT6OPY MPO6 M NPOBEAEHUN WCMLITAHWNA;

B) (C) Ka4yeCTBEHHble U KOJIMYECTBEHHbLIE XapaKTEPUCTUKNM C  yKa3aHuem
npeaesibHbIX 3Ha4yeHwuii;

r) (d) ycnosus xpaHeHuUst N Mepbl NPeAOCTOPOXHOCTU;

n) (e) cpok rogHocTu.

CneunprkKaLum Ha MPOMEXYTOUYHYKW U HepachacCOBaHHYW MNPOAYKLMIO

113. (4.15) Cneunpukauum Ha MPOMEXYTOUHYH W HepachacoBaHHY0
NPOAYKUNI AO0/MKHbl 6bITb B HaM4uMM Npu ee NpuobpeTeHun uam OTrpy3Ke wu npu
NCNONb30BaHMM AAHHbLIX O MNPOMEXYTOUYHOM NpoAyKUMM NpU OUEeHKe  KayecTsBa
roToBOl/ NpoayKumMm. 3TU crneundukaumm AoMkHb 6bITb aHaslornyHL cheuugukaumsam,
COOTBETCTBEHHO NNMGO HA WUCXOAHOE Cbhipbe, SINGO Ha FOTOBY MPOAYKLMIO.



Cneunpumkaumm Ha roToByl MPOAYKLMIO

114. (4.16) Cneuudpmkaumm Ha TroTOBYW NPOAYKUMK  [AOJKHbI cofepxartb
cnegywwue faHHble:

a) (@) HamvmeHOBaHME  NE€KApPCTBEHHOIO cpeactBa v KOp, (npwm
HeobxoAnMoCTN) ;

6) (b) cocTaB nekapCTBEHHOro cpefcTBa WM CChIJIKY Ha COOTBETCTBYHLUYH
(hapmakoneliHylw CTaTblo, HOPMAaTUBHYKW AOKYMEHTauul WM HOPMATMBHLIA AOKYMEHT ;

B) (c) onucaHme neKapCTBEHHOM (opMbl M MNOAPOOGHbIE cBefleHns 06
ynakoBKe;

r) (d) vHCTpykumMn no oTbopy Npob M MPOBEAEHM0 WUCMLITAHUNA;

8) () KayecTBEHHble U KOIMYECTBEHHble XapaKTepUCTUKM C  yKa3aHuem
JONYCTUMbIX NpefesibHbIX 3HaYeHWui ;

e) (F) ycnoBus xpaHeHMA N Mepbl MPeaoCTOPOXHOCTU MNpwu NCNosb30BaHuUn
(rge npvMeHumo) ;

X) (g) CpoK rogHoCTW.

npOMbILIJI'IeHHbIIz pernameHT m TexXHOoJ/Iormyeckmne MHCTPyKunun

115. Ha kaxgoe nNpoM3BOAMMOE /leKapCTBEHHOE CPeACTBO U KaxAapin 06BLEM
cepun Heo6XOoAMMO UMETb MPOMbILIEHHbI pernaMeHT, YTBEepXAeHHbI pyKoBoAUTENem
NpoM3BOANTENS NIEKAPCTBEHHbLIX CPEACTB, WM TEXHONOrMYEeCcKne WMHCTPYKLUUN.

116. (4.17) TpOmMbIWAEHHbI pernaMeHT BK4YaeT B cebs nepeyeHb
NCnosb3yemMbiX (GapmaueBTUYEeCKUX cybCcTaHuMii 1 BCroMoraTte/ibHbIX BelwecTB C
yKasaHuem KoMmyecTBa Kaxaoro U3 HuX, faHHble 06 ucnosnb3yemom obopyaoBaHuu,
onvcaHue TeXHOMOrM4yecKoro npouecca M MeTo4OB KOHTPOAA Ha BcCex  3Tanax
NpPoM3BOACTBA /IeKapCTBEHHbIX cpeacTB. O6wme TpeboBaHWA K CTPYKType wu WHble
TpeboBaHus K  COAepXaHuio  MNPOMbIUEHHbIX  persiaMeHToB YCTaHOB/IEHbI
COOTBETCTBYHWNMN HOPMATWUBHLIMMA MPAaBOBLIMA akKTamu Poccuiickoin degepauum .

117. (4.18) TexHONOrnMyeckme MHCTPYKUMN BK/KYAKT B cebs:

a) (a) p[paHHble O MecTe oOcylecTBfeHua npouecca U 06 OCHOBHOM
obopynoBaHMN, KOTOPOE [O/MKHO MPU 3TOM WUCMNO/b30BaTbCH;

6) (b) meToAbl WM  CCHIKM Ha MeToApl, KOoTopble ncnonb3ywTca On4
noAroTOBKU NPOM3BOACTBEHHOro obopygoBaHusa  (Hanpumep, OYXCTKa, MOHTax,
KanmbpoBka, cTepunnsayms);

B) (C) VHCTpyKUMM NO NPOBEPKE TOro, 4to obopynoBaHue u paboyee MeCTO
CBOOOAHLI OT npegpiaylein NPoAyKUUN, HEHYXHbIX Afs 3annaHMpoBaHHOrO npouecca
OOKYMEHTOB U MaTepuanoB, a Takke Mo NpoBepKe YMCTOTb 060pyAOBaHus U ero
rOTOBHOCTW K criefylleMy rnpoueccy;

r) (d) nogpobHoe onucaHne Kaxgoro pgencteusa (Hanpumep, NpoBEPKN
mMaTepuanos, npegBapuTenbHOl  06paboTku, nopsifka  3arpysku Cbipbi,
KpUTMYECKUX napameTpoB npouecca (Bpems, Temneparypa);

0) () VHCTpyKuMM no BuaaMm KOHTpons B npouecce npon3BoAcTBa C
yKasaHMeM [O0NyCTUMbIX MpeaesioB KOHTPOMUPYEMbIX NapameTpoB;
e) (F) TpeboBaHuA K XpaHeHWKw HepachacoBaHHOW NpoayKuun, BK/toHasi

Tapy, MapKMpoBKY W cneuuasibHble YC/AOBUSA XpaHeHusi, rge aTo TpebyeTcs;
x) (g) cneumanbHble Mepbl NPefoCTOPOXHOCTU.

WHCTPYKUUN NO ynakoBke

118. (4.19) [na kaxnoro fekapcTBeHHOro cpeacTBa, pasmepa u TMNa
YNaKoOBKW [AO/MKHb  OblTb  YTBEPXAEHb WHCTPYKUMWM MO yNakoBKe, BK/lHaowme
crnegywune CBEeAEHUS WIN CCbIJIKM Ha HUX:

a) (a) HaummeHOBaHWE NEeKapCTBEHHOro npenapaTta, BKAw4Yasi Homep cepumn
HepachacoBaHHOI NPOAYKUMM U FOTOBOW NPOAYKUMWU;

6) (b) onucaHue ero nekapCTBEHHOW (opmbl U A03MpoBkM (rae MpPUMEHUMO) ;

B) (C) KOMMYeCTBO NeKapCTBEHHOro cpeAcTBa B OKOH4YaTes/IbHOW ynakoBKe,
BblpaXeHHOEe B WTyKax, eavHuuax maccel uam obbema;

r) (d) nonHeii nepevyeHb BCEX HEOOXOAUMBIX YMNAKOBOYHbIX mMaTepvanos,
BK/IOYAA MX KOIMYECTBO, pa3Mepbl M TUMbl C YyKasaHneMm Koja Wwau Homepa,
OTHOCAWMXCA K cneumpnkaumsam Ha KaxAbli yNakOBOYHbIi maTepuas;

8) (e) rge npuvmeHmmo, obpaseu, WM  KOMNWK COOTBETCTBYWWMX  MeyaTHbIX
YNaKoBOYHbLIX MaTepuasioB M ob6paslpl, yKa3biBawwme Ha MecTO HaHeCeHus Homepa
cepun M cpokKa rogHOCTWU NPOAYKLUNN;



e) (f) ykazaHuma No NpoBEpPKE OYUCTKM UCMOMb3YyeEMOro o06opyAaoBaHusa U
paboyero mecta OT npegpigyuein npoayKumn, [AOKYMEHTOB WX MaTepuasnos,
KOTOpble He TpebywTcs AN NPoOBeAeHUs 3aniaHUpoBaHHbLIX onepaunii no ynakoBke
(uicToTa NIMHUN), a TakKke YUCTOThl MU  FOTOBHOCTU [aHHOIO obopyaoBaHusa K
NCNO/Ib30BaHW0 ;

%) (g) Mepbl NpPefoCTOPOXHOCTW, BK/WYas TwaTesflbHYl NPOBEPKY  30HbI
YNakoBKM N 060pyAOBaHUsi, rapaHTUpPYyoWMe OYUCTKY YNaKOBOUHOW  [INHUK nepeg
Haya/niom paboThl;

3) (h) onucaHune npouecca  YynakKoBKWU, BK/tOYas BCe BaXHble
BCnomoraTesibHble onepauMm U UCnosib3yemoe obopyaoBaHue;

n) (i) 0 nucaHMe KOHTPO/SA B MpoLecce MNPOM3BOACTBA C YKa3aHUAMU no
oT6opy npob6 M AoNyCTUMbLIX MPeaenos.

Jlocbe Ha cepuio

119. Jlocbe Ha Cepuio COAEPXUT 3anucu Mo MNPOU3BOACTBY CEpPUMU, 3anvcu Mo
YMNaKoBKE Cepun M Apyrue AOKYMEHTH, MOATBepXJawwye MpPpoOU3BOACTBO Cepuum B
COOTBETCTBUM C HacToswmmu MpaBuiaMn, a Takke [AOKYMEHTb 418 — peannsauuu
cepun.

3anucy no npou3BOACTBY cepun

120. (4.20) Ha kaxayw MpoOU3BENEHHYID Cepuld OO/MKHbl COXPAHATbLCH 3anucu
no npon3BOACTBY Cepun, KOTOPble OCHOBbLIBAIOTCH Ha MPOMLILIEHHBIX persiameHTax u
TEXHONIOMMYECKUX UMHCTPYKLUMAX W cofepxaTr Crefyulyl WHPOpMaLmio:

a) (a) HaumeHOBaHME U HOMeEp cepun MPoAyKLUK;

6) (b) paTtb n Bpema Havdasia U 3aBepleHUA TexXHO/I0rM4YecKoro npouecca, a
Takxe OCHOBHbIX MPOMEXYTOUHbIX CTaauii;

B) (c) dawmnumo(n) wn wuHuymansl onepatopa(oB) Kaxgon OCHOBHOVA
TEXHOMI0rnM4yecKol onepauum n, nNpu Heo6XoaMMOCTW, fiMua, MNPOBEPUBLIENO KaxAyt
M3 3TUX onepauuii;

r) (d) Hovep cepuu n (UAN) HOMEP AHA/IMTUYECKOrOo KOHTPO/A, a  Takxe
(akTnyeckn OTBEWEeHHOEe KO/IMYECTBO MCXOAHOrO ChipbsA Kaxgoro Buga  (Bko4as
HOMEP cCepun U KONUYeCcTBO J1boro gobasBfieHHOro pereHepupoBaHHOro wau
nepepaboTaHHOIo Cbipbs) ;

8) (€) OCHOBHble TEexXHOMoruvyeckue onepauum wnn JeicTBusi, a  Takke
OCHOBHOE M1CMo/b3yemMoe o060pyaoBaHue;

e) (f) 3anucu No KOHTpPO/AKW B rMpouecce nNpou3BOACTBA C  yKalaHuem
NCnosiHUTeNel U NONYYEHHbIX pe3y/bTaToB;

x) (@) BbIXO4 NPOAYKUMW Ha pa3fiIMyHbiX CTaausix NpoM3BOACTBA;

3) (h) onucaHve OTK/IOHEHUA OT MPOMBILLSIEHHOT O pernavMeHTa u
TEXHOMOMMYECKUX WMHCTPYKUMIA, NOAMMCAHHOE YMOSIHOMOYEHHbBIM MIMLOM C yKa3aHueM
hathl;

n) (i) nognucb Nuua, OTBETCTBEHHOrO 3a TEXHOMOrM4YeckKuii npouecc, c
yKasaHuem pgatsl.
121. 3anwucwu no npon3BoACTBY cepumn npoayKunm ohopmMnATCs

OOKYMEHTa/IbHO OJHOBPEMEHHO C BbIMO/IHEHMEM COOTBETCTBYWLEN onepauunu.

122. B cnyvyae ecnu Ba/IMAMPOBaHHLIA NpoLecC nogBepraeTcss  MNOCTOSHHOMY
MOHUTOPUHIY W KOHTPO/IK, TO aBTOMaTWUYeCKM co3jaBaemble OT4YeTbl MOryT
orpaHnymBaTbCA OOWMM 3aK/lYeHMeM O COOTBETCTBUM U OTyeTaMu 006 OTK/IOHEHUAX
n () OTCTYN/IEHMAX OT chneynpukaunu.

3anucu no ynakoBkKe cepuun

123. (4.21) Ha Kaxgyw MNPOM3BEAEHHYH CEpuld UM 4YacTb Cepun LOJIKHBI
COXpPaHATLCA 3anucum Mo YynakoBke cepun. OHU  [OJIKHbI OCHOBbIBATLCH Ha
COOTBETCTBYWWNX YACTAX WHCTPYKUWUIA MO yMNakKoBKe.

124. 3anucm No ynakoBKe cepun [O/XHb  BK/AYaTb B cebsa cnepyowme
AaHHble:

a) (a) HaumeHOBaHME W HOMEp Cepun NEKapCTBEHHON0 CpeacTBa;

6) (b) paty (matb) m BpemMsi NpoBefeHUs onepauunii No ynakoBKE;

B) (c) damunmo(n) w wuHMUmasisl onepaTtopa(oB)  Kaxpol OCHOBHOIA
TEeXHOMOrn4yeckoii onepauyum n, nNpu Heo6xoAMMOCTW, fvua, NPOBEPUBLIENO KaxAyl
N3 aTUX onepauvii;



r) (d) 3anmcu NpoBeEpPOK MAEHTUYHOCTU U COOTBETCTBUS UHCTPYKUMAM no
yrnakoBKe, BK/4Yasi pe3y/sibTaTbl KOHTPO/S B Mpouecce Npou3BOACTBA;

0) (e) cBegeHust 06 OCYWECTBNEHHbLIX onepauMsax Mo YMnakoBKe, BK/loYasi
CCbI/IKM Ha MCMNOJ/Ib30BaHHOE 060pyAOBaHME UM YNAKOBOYHbIE JIMHUWU;

e) (f) obpasupl MCNOML30BAHHOINO Me4YaTHOro YNnakoBOYHOIO matepvana,
BK/loYass o6pa3ubl C HAHECEHHbLIMM HOMEPOM CEPUN, CPOKOM FOAHOCTU U npoynmm
[ONOSTHUTENbHLIMA MAPKUPOBOYHbLIMU  AaHHbLIMU ;

x) (g) onucaHue OTKNOHEHUA OT MHCTPYKUMA MO ynakoBKe, nognucaHHoe
YMNO/IHOMOYEHHbLIM JIMLUOM C YKa3aHuem fAaThbl;

3) (h) KonMyecTBO M CCbI/IKY Ha HOMEpP WM HaMMeHoBaHMe BCeX neyvaTHbIX
YNakKoBOYHbLIX  MaTepuasioB U HepachacoBaHHO  npoayKuuu, BblAaHHbIX ,
MCNOMb30BaHHbIX, YHUUYTOXEHHbIX WM BO3BpaAlEHHbIX Ha CcKnag, a  Takxke
KO/IMYECTBO FOTOBOrO MpoAyKTa AN COCTaB/ieHMst MaTepuasibHOro  6anaHca.
ONEeKTPOHHLIA  KOHTPO/Ib B Mpouecce YyNakoBKW SB/sieTCA OCHOBaHuem ans
HEBKJ/IOYEHMA TaKoW WMHpopmaunu;

n) (i) nognucb Nuua, OTBETCTBEHHOIO 3a MPOLECC YNaKoOBKM, C yKa3aHWeM
AaThl.

Mpouenypbsl U 3anucu
MNpuemka

125. (4.22) Ha npuemKy Kaxgoi MOCTaBKU Kaxgoro Buaa WCXOOHOrO Chipbs
(B TOM uncne HepactaCoOBaHHOW, MPOMEXYTOYHOM MAM FOTOBOW NpoayKuum), a
Takxe MepBUYHbIX, BTOPUYHLIX W MeYaTHbIX YMNaKOBOYUHbLIX MaTepuasioB AOJ/KHbI ObliTb
B Ha/IMumm yTBEpPXAEHHble Mpou3BoanTeneM npoueaypsl M NOATBepxAanlne 3anucu.

126. (4.23) 3anucu rno rnpueMmkKe [O0KHb coAepxaTb:

a) (a) HanmeHOBaHMe maTepuasia B Hak/agHoOW u Ha Tape;

6) (b) BHyTpM3aBoackoe HaumeHoBaHue (ecnum OHO oTnyaeTcsa oOT
HaMvMeHoBaHWUs1, yKa3aHHOro B nognyHkTe "'a' HacToswero nyHkta) u (uan) Kopg,
vaTtepuana (rnpu Heo6XoAMMOCTW) ;

B) (c) paty npuemKku;

r) (d) HaumeHoBaHue MocCTaBWMKa U HauUMeHOBaHWE npoulBoAUTESNSA;

n) (e) Howep cepuu Npou3BOAUTENSA;

e) (F) obuwee KoONMUECTBO MNOJYYEHHLIX MaTEPUaZioOB W  UYUCMO  eAunHuL,
YNaKoBOK;

x) (g) HOmMep cepun, NPUCBOEHHLII MOCAe MPUEMKU, FAe MPUMEHMMO;

3) (h) nwb6ble cylwecTBeHHbE 3aMeyaHus .

127. (4.24) Mpon3BoguTenb  AO/MKEH  YTBEpAUTb npoueaypsl No
BHYTPV3aBOACKOW MapKMpPOBKE, KapaHTUHY W XPaHEeHWl WCXOLHOro cbipbi,
YNaKoBOYHbLIX U, €C/AN HeobxoauMo, APYrux maTepuasios.

OT6op npob

128. (4.25) lMNpousBognTens [O/XEH YTBEPAUTb Mpoueaypsl MO oT6opy npoob,
cofepxauue cBefeHUst 06 UCNONb3YyeMbIX MeTogax M o6opyaoBaHUM, KonudecTBax,
KOTOpblE AO0/MKHbI 6bITb OTOGpPaHbl, W J/6LIX Nognexawnx CcobawaeHno Mepax
NpPeAoCTOPOXHOCTN BO M36exaHMe KOHTamMuMHauun maTtepuana uam nwboro yxyauweHus
ero KayecTtBa.

NpoBefeHue WcnbITaHWiA

129. (4.26) [lpousBoguTenb [OO/MKEH YTBEPAUTb MeTOAUKMU ucreiTaHud
NCXOOHOI0 Cbipbsi, YMaKOBOYHLIX MaTepuaioB W MPOAYKUUM Ha pPas/IMyHbIX CTagusax
NpPov3BOACTBAa C YyKa3aHuWeM WUCMNOJIb3YeMbiX MeTOA0B U 0b6opyaoBaHusA . [poBefeHHble
NCMbITaHNA OPOPMAANTCA AOKYMEHTA/ILHO .

VHble pencTBUA

130. “.27) Mpon3BoguTenb  AO/MKEH yTBEPAUTb npouenypsl,
yCTaHaB/MBawlUuWe MOPSAOK BbiyCcKa W 3abpakoBKU  Chipbs U npoaykKunmn, B
YyacTHOCTW, Bblgaun YynosiHoMo4YeHHbiM(M) nuuom(amm) paspeleHnuss Ha  BbiMyCK
roToBoOlii NpogykKuum. Bce 3anmcu gomxHbl GbiTb AOCTYMHbI YNO/THOMOYEHHOMY LY -
JonkHa ObTb BHegpeHa cucTtema Ans 0603HavyeHust chneynasibHbiX HabMwaeHun un



NIBLIX U3MEHEHU B OTHOWEHUN KPUTUUYECKUX OAHHbIX .

131. (4.28) MpousBoauTesib [0NKXEH BeCTU U COXPaHATb 3anucu o
peanusauun Kaxgor cepum NpoayKuun B Uenax obnerdyeHns oT3biBa 3TOW cepun B
cny4dyae Heob6xoamMMOCTu.

132. (4.29) Heobxogumo WUMETb MUCbMEHHO W3/10XEHHbIE NPUHLAMbI ,
npoueaypbl, MNaaHbl, OTYETb M OTHOCAWMECS K HMM 3anucu NpeanpuHATbX LEACTBUIA
WX CcAenaHHbiX 3aK/lvyeHuin, rae fnpUMEHUMO, B OTHOWEHUN:

Ba/mMpauMn 1 KeampuKauMm npoueccoB, 060pyAOBaHMSA U CUCTEM;

MOHTaxa MU KanmbpoBkM 060pyAOBaHUA;

nepeHoca TEXHOMOIWiA;

TEXHNYECKOr0 06CAYyXMBaHWUA, OYUCTKU U AEe3NHDEKLUN;

nepcoHana, BKAWYas WAEHTUIUKaUMK nognucein, oby4eHune HacToAWUM
MpaBunam M TEXHUYECKUM BOMpocam, MepeojeBaHne U rurmeHndeckne TpeboBaHuA,
a Takxe npoBepKy 3PHeKTUBHOCTU 0Oy4eHUs;

MEPONPUATUA, HanpPaBfEHHbLIX HAa OCYWEeCTBNEHNe KOHTPONs nosiBNeHNsa u
pacnpocTpaHeHusi BpeguTeneii;
NpeTeH3uii ;

OT3bIBOB MPOAYKUUN;
BO3BpaTOB NPOAYKLNN;
KOHTPONSA W3MEHEHWI;
paccnefoBaHUsi OTK/IOHEHWIA U HECOOTBETCTBWUIA;

BHYTpeHHero ayamta KadectBa u (UAM) COOTBETCTBUSA TpeboBaHUAM
HacToswmx MMpaBun;

0606ueHna 3anucein (Hanpumep, o0630pa KadecTBa npoayKumn) npwu
HEeo6XxoAnMOCTN;

OLEHKWN, MPOBEAEHHOV B TOM 4uC/ie B MeCTe OCYWeCTBNeHUSA  OeATe/IbHOCTU
nocTtaswnka (Janee - oueHKa MNocTaslWMKa) -

133. (4.30) MNpounsBoanTenb [OMKEH YTBEPAUTb OAHO3HAYHbIe WMHCTPYKUUW MO
aKcnayaTaumn OCHOBHbIX efnHnL, NPON3BOACTBEHHOIO U
KOHTPOJIbHO-aHa/INTUYECKOro 060pyA0BaHUS .

134. (4.31) MNpounssBoanTenb [O/MKEH BECTU PerncTpauvioHHble XypHasb ons

Hanbonee BaXHOI 0O nnn KPUTUYECKOI 0O TEeXHO/IOrM4YecKoro u
KOHTPO/IbHO-aHAIMTUUECKOr0o o06opyAoBaHus, a Takke Ans nomMelweHnn, rae
npousBoAunachb NpoAykKums. B 3Tux KypHasiax [AOJSDKHbI pernctpupoBaTbCcs B

XPOHOMOrMYEeCcKOM nopsake nwboe UCNonb30BaHME 3TUX MOMeWeHun, obopyaoBaHust
N METOAOB, MNPOBEAEHME Ka/IMOPOBKM, TEXHUYECKOrOo O06CAYyXMBaHWUSA, OUYUCTKU UMK
pemMoHTa C yKasaHuem AaT W /L, BbINOJIHUBWUX 3TW PaboThl.

(4.32) MNponsBoauTeNnb AO/MKEH BECTU YyUeT [OKYMEHTOB B paMKax  CUCTEMb
ynpaB/ieHNs Ka4yeCTBOM .

MpoussoacTeo (MnaBa 5)

MpuHUKMn
135. TexHosorn4yeckume onepauum OCYIECTBNANTCA MO YEeTKO YCTaHOB/IEHHbIM
npouenypam, oOTBe4dYawT HacTosdwuMm [MpaBunam A1 nony4veHus npoayKumn
TpebyemMoro kKavecTtBa 7 COOTBETCTBYWOT  JINLEH3UU Ha Nnpou3BOACTBO

NIEKApPCTBEHHbLIX CPEACTB M PErnCTpauMoHHOMY [A0Cbe.
O6bwme TpeboBaHUs

136. (5.1) Mpon3BOACTBEHHLIA MNPOLECC [AOSIKEH OCYLECTBNATLCA U
KOHTPO/IMPOBaTbLCA KBa/IMPULMPOBAHHLIM MEepPCOHaIOM .

137. (5.2) Bce pgeiicTBusi, NpOBOAUMbIE C MCXOAHbLIMA CbiPpbEM, YMNAKOBOYHbLIMU
mMaTepuanamm M nNpoaykuuen, Takme KakK npuemkKa, KapaHTuH, oTb6op npoo6,
XpaHeHVe, MapKUpoBKa, Bbigada B MNPOM3BOACTBO, TEXHO/0TMMYECKUIA npouecc,
yrnakoBkKa U peanu3auusi, [OO/KHbl OCYWeCTBAATbLCA COrfacHo npoueaypam unu
WHCTPYKLUUAM, YTBEPXAEHHbIM NPOU3BOAUTENIEM, U OPOPMNATLCA AOKYMEHTas/IbHO.

138. (5.3) Bce nocTynawwue MUCXOAHOE Cbhipbe€ U  YNaKOBOYHbIE maTepuasl
OOMKHbl ObITb MPOBEpPeHbl, YTOO6b FrapaHTMpoBaTb, YTO MNOCTaBka  COOTBETCTBYET
3akaly. TapHble MecTa [Oo/xHbl O6biTb ouueHsl (npu HeobxoAnMoCcTN) W
MapKMUpoOBaHbl C yKa3aHueMm Tpebyemoi MHpopmaumn .

139. (5.4) OakTbl rnoBpexaeHUA Tapbl W YNakoBKU U 0bble apyrue
npobnemsl, KOTOpble MOryT HebnaronpusaTHO MOB/IMATbL Ha KaydecTBO NCXO4HOro



Chbipbsi N YMAKOBOYHbIX MaTepuasioB, [AO/MKHbl ObiTb  paccnefoBaHsl, ohopMaEHbI
OOKYMEHTa/IbHO, a UVHpopMauusa O HUX Aos/ikHa OblTb JO0/IOKEeHa B nogpasaeneHve
KOHTPO/A KayecTBa.

140. (5.5) MocTynawime NCXOAHOE ChiPpbE W  YMNaKOBOYHbIE maTepuasisl u
npou3sefeHHasd rorosas MPOAYKUUA [O/HKHb HemMeANeHHO MoMelwaTbCA B KapaHTUWH,
OeicTBylWNIA N0 MPUHLUMNY pa3genbHOro XpPaHeHUst UM 3a CYeT OpraHu3aunoHHLIX
Mep, U cojepxaTbCA B HeM [0 T[OflydeHUss pa3pelleHns Ha  Ucnosib3oBaHue
NCXOOHOIrO ChipbS WM pa3peleHnus Ha BbiMyCK FOTOBOW MPOAYKLNUN.

141. (5.6) Tlpruemka 3aKynaemonm NPOMEXYTOYHOH u HepachacoBaHHOII
npoayKUuMn MpoBOAUTCHA B COOTBETCTBUM C MpaBwiavu, aenicTeylownmm ons
WCXOOHOr0 Cbipbsi.

142. (5.7) Bce uncxopHoe chipbe, YNakoBOYHbe MaTepuasisl W npoAayKumio
cnefyeT XpaHuUTb B COOTBETCTBYWWUX YCNOBUAX, YCTAHOBMIEHHbLIX MPOU3BOAUTENEM,

B OrnpejeneHHoOM nopsigke, obecneunsawlem pasgesneHne no cepuam "
YCTaHOB/IEHHYI0 O4YepefHOCTb WCMO/Ib30BaHNA CKNaACKMX 3anacos.

143. (5.8) MNpousBoauTeslb [OMXEH MNPOBOAUTL MNPOBEPKU BbIXO40B U
mMaTtepvanbHoro 6anaHca, 4To6b Yy6eguTbcsa B OTCYTCTBUM OTKJ/IOHEHWA,
npesBbiLanWuX [OMYyCTUMble NpefefibHble 3HauyeHUs .

144. (5.9) He ponyckaeTcss OOHOBPEMEHHOE WAn nocrnegoBaTesibHOEe

nposefeHne ornepaunii ¢ pasfInyHLIMM NPOAYKTaMn B OAHOM U TOM Xe MOMelWeHun 3a
WUCK/INYEHNEM Tex CllyvyaeB, KOorja He CyluecTByeT pucka nepenyTbiBaHUsA unm
nepeKpecTHOl KOHTamMUHaunn .

145. (5.10) MNpoaykuusa, NCXOAHOE Chipbe U YNaKOBOYUHble MaTepuasibl [OSTKHbI
OblTb 3awuweHbl OT MWKPOOHOA ” ApYroi KOoHTaMMHauMm Ha BcexX cTaamsax
npomnssofcTBa.

146. (5.11) Npu paboTe C cyxumum MaTepuasiaMm M MpopykKumein Heob6xoanmo
NPYHUMaTb OCOGble Mepbl MPefoCTOPOXHOCTU MO MpefoTBpaleHnio  obpa3oBaHuA "
pacnpocTpaHeHusa MnbiiM. 3TO OCOBEHHO BaXHO MpW paboTe C BLICOKO aKTUBHbLIMU WY
CEHCNONNU3MPYLUMU BeLWeCcTBaMu .

147. (5.12) B TeueHMe BCEro BpeMeHW npouecca npon3BoAcTBa BCe
NCNONb3yeMble UCXOOHOE  Chipbe, yNnakKoBO4YHblE  MaTepuassi, Tapa ans
HepacjacoBaHHOA NpPOAYKUUN, OCHOBHble eAnHUUp 060pyaoBaHUSA n, npwu

Heob6XoANMOCTWN, MOMEeWEeHUA AO/IKHbI ObiTb  MapKMpoBaHbl 3TUKETKaMM UK VIHbBIM
CNoco60oM C yKa3aHuem Mpou3BOAUMONM MPOoAYKUMM un obpabaTbiBaeMoro MCxogHoro
CbipbSA M YNaKOBOYHbLIX MaTepuasioB, a Takxe p[o3uvpoBku (rge NPUMEHNMO) U
HOMEpa cepun MPOU3BOAMMON MNpoAyKuum. Takass MapKupoBKa [O/KHA — Takxe
yKa3sbiBaTb CTaguio TexHosiornyeckoro npouecca (rge npuUMeEHUMO) .

148. (5.13) ITUMKETKU, MPUKPENNIEHHbIE K KOHTElHepam, 060pyAoBaHui MUu

nomeLweHnsaM, OODKHb 6bITb yeTKUMH, OfHO3HAaYHbLIMK , YCTaHOBJ/IEHHOIA
npousBoauTesieM (opmbl. PekomeHAyeTcA B [AONOJSIHEHWE K MHpopmMauun Ha
aTUKEeTKax [O/11 yKa3aHuda cTaTyca UCMNo/b30BaTb LBETOBYH MapKUPOBKY -

149. (5.14) TlpousBoguTeslb [OO/MKEH KOHTPOMPOBaTb npaBUIbHOCTb

coegviHeHust TpybonpoBoAOB M APYrux 4dacTeil obopyaoBaHWsi, MNpPUMEHSEMbIX — ANS
TPaHCNOPTUPOBKU MNPOAYKUMN U3 OO4HOW 30HbI B OPYIYH.

150. (5.15) He ponyckawTcsa /ibble OTKIOHEHUST OT WHCTPYKUWA 1nn
MeToauK. Ecnu npousowno OTK/AIOHeHWe, TO OHO [OO/KHO ObiTb NUCbMEHHO
CaHKLUVOHMPOBAHO J/INLOM, UMEKWUM COOTBETCTBYWWME MOMNHOMOYUA, C MpuUBNeveHnem
npyn Heob6xXoAUMOCTU NoApas3feneHus KOHTPOoIA KadecTBa.

151. (5.16) B nNpou3BOACTBEHHbIE MNOMEWEHNA MOXEeT BXOAUTb TO/IbKO
nepcoHasn, VMeKWWWin npasBo [OCTyna B HUX.

152. (5.17) B nowmeweHussx n Ha obopyaoBaHun, npegHasHauyeHHbIX A4
Npou3BOACTBA JIEKAPCTBEHHLIX CpPencTB, He  pgonyckaeTcA Nnpou3BOACTBO
NpoAyKUMN, He SABNSKWENCHA fleKapCTBEHHLIMM CpeacTBamMu.

MNpepoTBpalueHNe NepeKkpPecTHOo KOHTaMUHaUUK Npu NPoOU3BOACTBE

153. (5.18) [onxHa 6bITb UCK/IYEHA KOHTaMuHaLMA UCXOLHOro Chipbs 0l

NPOAYKUUN  APYTUM  UCXOAHbIM ChiPpbEM WAW  NpoayKuueii. Puck cnyualiHoi
NepeKpecTHoli KOHTamMMHauuy BO3HUKAET B pe3ynbTaTe HEKOHTPONNPYEMOTo
pacnpocTpaHeHust Mbian, rasoB, NapoB, aspo3ofeil  unm MUKPOOPraHn3MoB, B

pe3ynbTaTe 06paboTKM UCXOAHOrO Chipbsi W NPOAYKUUW, BCNeACTBME  HaIM4us
OCTaTKOB Ha 060opyfoBaHUM M Ha ogexae nepcoHana. CTeneHb pucka 3aBUCUT OT
TUNa KOHTaAMWMHaAHTAa W KOHTaAMUHMpYEMoW npoaykuum. K Hambosniee  onacHbM
KOHTaMMHaHTaM OTHOCSTCS BelecTBa C BbICOKOW CEHCUOUNU3npyWeli akTUBHOCTbLH,



6UONOrNyeckne NeKapCTBEHHble MnpenapaThl, CoAepxalwne XuBble  MUKPOOPTaHU3MbI,
onpefenieHHble FTOPMOHbI, LMTOTOKCUMUYECKME NeKapCTBEHHbie npenapaTtsel W gpyrue

BbICOKO aKTWUBHble BellecTBa. Haubonee onacHoi sABNseTcs KOHTaMnHauus
NeKapCTBEHHbLIX MpenapaToB, NpeAHa3HavyeHHbIX AN UHbeKUWi, a Takxe
NeKapCTBEHHLIX MpenapaToB, MpuMHMMaembix B 60nbwmx fgo3ax u (Unv) AnvtenbHoe
Bpems .

154. (5.19) [ns npepoTBpaleHusi NepeKpPecTHOW KOoHTamMMHauuMn AOJS/DKHbl ObiTb
npeaycMOTpeHbl COOTBETCTBYKWNE TexHudeckne n (Uam) opraHM3auMoHHbIE Mepbl, B
TOM 4ucne:

a) (a) npou3BOACTBO B BbigeneHHbX 30Hax (obs3aTenbHoe Ans Taknx
NPOAYKTOB, KaK MNEeHUUWI/INHLI, XWBble BaKUWHbI, JIEKAPCTBEHHbLIE npenapatsl,
coepxawue KvMBble MWUKPOOPraHuM3Mbl, W HEKOTOopble Apyrue ornonornyeckune
NeKapCTBEHHbIE MpenapaTsl) WM NPOU3BOACTBO MO MPUHUMAY  NPOU3BOACTBEHHbLIX
umknoB (KamnaHuini C pasfesieHMeM BO BPEMEHM) C Mnocrneaywllein CooTBETCTBYHILEN
OYNCTKOIA ;

6) (b) obGecneyeHve BO3AYWHLIMM WAK3AaMUA U BbITSXKHLIMU YCTPONCTBAMM;

B) (C) cBegeHMe K MUHUMYMY puUCKa KOHTamuHauuu, Bbl3bIBAEMOI O
peunpkynsumen nnn NOBTOPHbLIM MOCTYM/IEHMEM HEO6pPaboTaHHOIro WM HeAoCTaTO4YHO
06paboTaHHOro BO3A4yXa;

r) (d) xpaHeHne 3aWWUTHOM oAexabl BHYTPU MNOMEWEHUn, B KOTOPbIX
obpabaTbiBaeTCA NpoayKumsi, co3gawlias O0CO6eHHO 60NbWON  PUCK  MEPEKPECTHO
KOHTamMMHauuu ;

n) (e) npuvmeHeHMe METOA4OB O4YUCTKM W [AEeKOHTaMuMHauum C  WU3BECTHO
3MPEKTUBHOCTBLIO, TaK KaK Hes3hPeKTUBHO oO4ulleHHoe 0bopyaoBaHue 06bI4YHO
ABNSAETCA WCTOYHUKOM MEPEKPECTHON KOHTaMuHauuum;

e) (f) ucnonb3oBaHue ''3aKpbITbIX CUCTEM' MPOM3BOACTBA;

%) (g) KOHTPO/Ib Ha/IM4Ms OCTATKOB U MPUMEHEHME 3TUKETOK, YyKa3biBawWmx
cTaTyC O4YMCTKM 060pyAoBaHuA .

155. (5.20) MNponsBoanTenb [O/MKEH MNEPUOANYECKN MNPOBEPATb nposegeHne
MEponpuATUA No  NpefoTBpaWeHulo  NepeKpecTHON KOHTamMvHaumm un nx
3(heKTUBHOCTb B COOTBETCTBUM C YTBEPXAEHHLIMM MpOLEAypamMu .

Banunpaunsa

156. (5.21) MeponpusaTus NoO BaMgaunum AO/MKHbI  ObITb OcCHOBOW Ansi
Hagnexawer opraHusauun MNPOM3BOACTBA M KOHTPOAS KayecTBa  JIEKAPCTBEHHbIX
CpeacTB B COOTBETCTBUM C HacToswumn Mpasunamu. OHM [O/MKHB NPOBOAUTBLCS B
COOTBETCTBUN C YCTaAHOB/IEHHLIMM MpouepypaMu. [onydeHHble pe3ynbTaTbl U BbiBOAR
OO/DKHbl ObITb OOPM/IEHbI AOKYMEHTa/IbHO .

157. (5.22) lpu BBEAEHMN HOBOINO MPOMLILAEHHONO persameHTa WamM HOBOIO
MeToga NpoM3BOACTBa HEOOXOAUMO goKasaTb WX MPUrOAHOCTb  ANs cepuiiHoro
npomnsBoacTBa. [o/MKHO ObiTb AOKa3aHO, YTO AaHHbIi Mpouecc NpovM3BoACTBa  Npu
NCMONb30BaHNN MPeayCMOTPEHHLIX MCXOAHOIO CbipbS, YNAKOBOYHbLIX MaTepuasioB "
obopynoBaHusi NO3BOMIAET MNOCTOAHHO MPOU3BOAMTbL  MNPOAYKLUMIO Tpebyemoro
KayecTBa.

158. (5.23) CyuecTBeHHble N3MEHEHUA Mpolecca MNpou3BoACTBa, BKJ/II0HaA
nwboe un3MeHeHue o06opyaoBaHUA WM UCXOAHOrO  Cbipbs n YNaKOBOYHbIX
mMaTepvasioB, KOTOpble MOFyT TMOBMMATbL Ha KayecTBO MpPOAYyKLUN n (unn)
BOCMNPOM3BOAMMOCTb Mpouecca, AO/DKHb NPoiTN Banugaunio.

159. (5.24) Mpouecch n nNpouenypbsl cnegyeT nogseprarb nepuognyeckon
peBasivgaumn (MOBTOPHOIM BaMpgaummn) ANs rapaHTuM TOro, 4YTO OHWU ocTawTcs
NPUrogHbIMM ANS1 AOCTUXEHUA TPEOBYEMbIX pe3y/bTaToB.

MicxogHoe chipbe

160. (5.25) 3akynka UCXOOHOrO Chipbs SABASETCHA BaxHOW onepauunelii, B
KOTOpPY A0/mkeH OblTb BOB/IEYEH MEepCOHasl, pacnosiarawnwnii NoAPOO6HLIMM M MOMHLIMU
CBeJeHNAMU O MocTaBlMKax.

161. (5.26) McxogHoe cbipbe AOMKHO 3aKynaTbCs TOMbKO Y  YTBEPXAEHHbIX
NOCTaBWWNKOB, YKa3aHHbX B COOTBETCTBYWWEN cneuupukauum, wn npu HanMumm

BO3MOXHOCTU HenocpeacTtBeHHO Yy np0|/|3Bo,u,|/|Tenei/’| MCXOOQHOro CbipbA, KOTOpbie
6y,qu AB/IATbCA NOCTaBUWMKaMn UNCXOAHOIo  CbipbA. PEKOMEH,qyeTCFI » 4TOObI
CI'IeLI,I/I(*)I/I Kauunn, YyCTaHOBJ/IEHHblE NpoudBognTesnieMm JNeKapCTBEHHbIX cpeacTB Ha

NCXoAHOe Chipbe, 6bIM corfacoBaHsl C MocTaBWwMKamM. Bce acnekTbl Npou3BoAcTBa



N  KOHTPOAA WCXOOHOrO Cbipbs B OTHOWEHUW TpPeboBaHU K obpauieHuio,
MapKUpoBKe, YyMNakKoOBKe, nMpouegypaMm OTOpakoBKM, a TaKxe paccMoOTpEeHN0
NPEeTEeH3UN JO/MKHbI OGbITb COF/IacOBaHbl  Mexay MpPOoM3BOANTENIEM  NIEKAPCTBEHHbLIX
CpencTB U NOCTaBLMKOM.

162. (5.27) B Kaxgoii nocTaBKe [O/MKHbI MPOBEPSATbLCS LEeNoCTHOCTb
yNnakoBKM M naomMb, COOTBETCTBME YyKa3aHHbIX B HaKMNafgHoi cBefeHui 3TUKETKaMm
nocTaBWMKa.

163. (5.28) Ecnn ogHa nocTtaBKa UCXOAHOrO Cbhipbsi COCTOUT U3 pas/iNyHbIX
cepuii, TO Kaxaylw cepui HeobXoaMMO paccmaTpuMBaTb KaK OTAE/IbHYKH B OTHOWEHUU
oT6opa npob, NpPoBeAEHMA UCMbITAHWA U Bblgaun pa3peleHnsi Ha WUCNosib30BaHue .

164. (5.29) Haxopsuweecs B CKNaACKOWA 30HE MCXOAHOE Cbipbe [O/MKHO ObiTb
COOTBETCTBYyWWMM o0b6pa3oMm MapkmpoBaHo (NyHKT 148 HacToAwmX Mpaswun) .
STNKEeTKN [O/MKHbl COoAepXaTb B TOM 4UuCAe Cheaywuyl WUHPopMaLuio:

HavMeHOBaHve MpPoayKUUM N MPU HEeO6XOANUMOCTU BHYTPU3aBOACKOW KOA;

Homep cepun npomsBogmnTens u  (MAKM) HoOMEp Ccepun, TMPUCBOEHHLIM Mpw

npuemMke;
rge rnpumeHMMo, cTaTyc cogepxumoro (Hanpumep, ‘B KapaHTuHe', "Ha
ucneiTaHUK' , ‘‘pal3peweHo’, '‘3abpakoBaHo0);

CPOK rogHOCTW WNn, rge npuvMeHnmo, JaTy, Tnoc/e KOTopoi  TpebyeTcs
nposefeHne MNOBTOPHOIO KOHTPOSIA.

Ecnn ncnonb3ynTcAa MOMHOCTbLI KOMMBHTEPU3NPOBAaHHbIE CUCTEMbl  XpaHeHwus,
TO yKa3sblBaTb BCH 9Ty WMHPOpMaUU Ha 3TUKETKe He 06A3aTesibHO.

165. (5.30) MNpoussBoanTens [O/MKEH YTBEpPAUTb npoueaypsl  Unu mMepbl,
rapaHTupyowue noa/IMHHOCTb COAEPXMMOIro KaxAoro KOHTelHepa MCXOAHOro Cbipbs .
KOHTelHepbl, N3 KOTOPLIX 6blIM OTOOpPaHbl MPOo6LI, AO/KHb  ObiTb NpoOMapKNpPOBaHb!
(NyHKT 216 HacToswmx MNpaBun).

166. (5.31) MNpousBoanTenb [O/KEH WUCMOMb30BaTb TOJILKO TO ncxogHoe
Chipbe, KOTOpOoe pa3pelleHo nogpas3fesieHNeM KOHTPO/AA KayecTBa W MMeeT He
NCTEKWUA CPOK FoAHOCTWU.

167. (5.32) McxogHoe cCbipbe AO/MKHO BblgaBaTbCA  TO/AbKO cneymanbHO
Ha3Ha4yeHHbIMM SMUaMu B COOTBETCTBUM C YTBEPXAEHHOW npoueaypoii, YTOObI
rapaHTupoBaTb, YTO HYXHOE MCXOAHOE Cbhlpbe TOYHO OTBEWEHO WAM  OTMEPEHO B
YUCTYI W Hag/exawum obpa3oM MapKUpOBaHHYKW Tapy .-

168. (5.33) [omkHa nMpoBOANTLCS He3aBuUCUMass MpoBepKa Kaxaoro
BblJAHHOI0 MCXOAHOrO ChipbsA, a Takke ero Macchl wuanm obbema. Pe3ynbTatsl
NPOBEPKN [O0JIXHbI ObITb OPOPMNEHL AOKYMEHTa/IbHO -

169. (5.34) WcxopHoe chipbe, BblgaHHOE O/ Kaxgoh cepuwm, [LOJTHKHO

XPaHUTbCs BMECTE U YeTKO MapKMpoBaTbCs.
TexHo/nornyeckrne orepauyum: MpomMexyToyHasi U HepachacoBaHHasi NMpoayKums

170. (5.35) MNepep Havasiom W60 TEXHONONMYECKOM ornepauun [OSDKHbI ObiTb
NPUHATLI Mepbl, rapaHTupyowuve, 4To paboyad 30Ha M 060pyAOBaHME  OYMULLEHD "
0OCBOOOXAEHb OT J1O0ro UCXOAHOIro CbhipbA, NPOAYKUUW, OCTATKOB MPOAYKUMK WUn
JOKYMeHTaunm, He MMenlmX OTHOWEHUS K 3an/aHnpoBaHHOW onepauuu .

171. (5.36) TlpomexyTo4yHas U1 HepachpacoBaHHasas nNpoayKuua LOJKHA
XPaHNTbLCA B Haj/iexawmx YCNoBUAX.

172. (5.37) KpuTuueckue npouecchl AO/IKHb MPOATUM  Ba/ngauunl (NYHKTbI
156-159 HacToswmx MpaBun).

173. (5.38) [lonxHbl GbITb MPOBEAEHb W AOKYMEHTa/lbHO O(OpPM/IEHbI BCE
HeobXoauMble MepOoNpPUATUA MO KOHTPOJI B Mpouecce MNpov3BoAcCTBa WU KOHTPO/II0
NPOM3BOACTBEHHOW Cpefbl.

174. (5.39) /lwboe cyuecTBeHHOe OTK/IOHEHMEe OT Oxujaemoro BbIXo4a
NPOAYKLUNN [O/HKHO 6biTb OOPM/IEHO AOKYMEHTA/IbHO M pacc/iefoBaHo -

YnakoBOYHble MaTepunasibl

175. (5.40) 3akynke M KOHTPO/K MEPBUYHLIX U MeYyaTHbIX  YNaKOBOYHbIX
mMaTtepnanoB, a TakKke obpaweHno C HAMW HeobXoAuMo YAeNnATb Takoe xe
BHMMaHVE, KaK W WCXOOHOMY Cbipbi0.

176. (5.41) Ocoboe BHUMaHME HeObXOAMMO YAEeNATb NedyaTHbM MaTepuanam.
OHM  [OO/MKHBI  XpPaHUTbLCA B  6e30MacHbIX YCNoBuaX, NUCKYawwmx  O4ocTyn
NMOCTOPOHHUX NuL. Pa3pe3aHHble 3TUKETKN U Apyrve pas3po3HeHHble neyartHsle
mMaTepuanbl AO/IKHbl XPaHUTLCA M TPaHCMNOPTUPOBATbLCA pa3fe/lbHO B 3aKpbiTOW



Tape, UWCKIWYawwen wux nepenyToiBaHWe. Pa3pelweHue Ha ncronb3oBaHne
YNaKOBOYHbLIX MaTepuasioB AO/IKHO BbiAaBaTbCA TOJIBKO cheuuanbHO Ha3HayYeHHbIMN
nMuavm B COOTBETCTBUM C YTBEPXAEHHOW npouenypori.

177. (5.42) Kaxgonm nocTtaBke WM CeEpUU  MEPBUYHBLIX UK neyvaTHbIX
YNaKoBOYHbIX MaTepUaioB [O/KEH ObiTb NPUCBOEH WAEHTUPUKALMOHHLIA HOMEp unm
NOEHTUPNKALMOHHBIA 3HaK.

178. (5.43) lMpocpoYyeHHble NN HEeNpUroiHsle K WCMNOJ/Ib30BaHU neyartHsle
WX MepBUYHbIE YMNaKOBOYHbE MaTepuasibl  [OJDKHbI ObITb YHUYTOXEHbI C
OOKYMEHTasIbHbIM OOPMNIEHNEM .

Onepauuy no yrnakoBKe

179. (5.44) MNpu cocTaBfeHMM MJIAHOB oOrnepayMini Mo ynakKoBKe ocoboe
BHUMaHWEe [O/MKHO OblTb YAENIeHO CBEeAEeHM0 K MUHUMYMY pUCKa  MepeKkpecTHOM
KOHTamMHauun, nepenyTeiBaHUA WM nogMeHsl. He pgonyckaeTcss  ynakoBbiBaTb
NPOAYKLUMI0 pa3/MYHbIX BMAOB B HENOCPeACTBEHHON 6/M30CTU Apyr OT Jpyra  3a
WUCKJINYEHNEM crlyvaeB, npegycmaTpuBanlnx (uU3nvyeckoe pasfesieHue.

180. (5.45) Tlepes HadasioMm oMepaunii nNo yrnakoBKe OOJ/DKHBl ObITh
NpeanpuHATLHE Mepbl, rapaHTupylwme, 4To pabodas 30Ha, YMNaKOBOYHbE — JINHUK,
neyaTHble MaWuHbL U ApPYroe obopyfoBaHue ABNAKNTCA UYUCTBIMA W He cofepxart

NMoBble  UCMNoMb30BaBIWMECA pPaHee JfleKapCTBeHHble  cpeacTsa, YyMNaKkoBOUHbIE
mMaTepuasnbl WM [OKYMEHTbl, €C/IM OHU He TpebywTcsa [Ana  3anjaHUpPOBaHHON
onepaunv. QOuUUCTKA JIMHUM [OO/XHA MNPOBOAUTLCHA COr/1acHO yTBEPXAEHHO
npoueaype.

181. (5.46) HaumeHOoBaHME W HOMEP cepun YNaKOBLIBAEMOIA npoayKumn
OO/MKHbl ObITb YKa3aHbl Ha KaxAoM YMNaKOBOYHOM MECTe WU JINHUW.

182. (5.47) MNpu nocTyn/eHnn NpoayKuuUN U YNaKOBOUHLIX MaTepuasnos Ha
YyYacTOK YNaKOBKW [O/MKHO ObiITb MPOBEPEHO WX KOMMYECTBO, WAEHTUYHOCTb U
COOTBETCTBME MHCTPYKUMAM MO YNakoBKe.

183. (5.48) MaTepuanbl nepBUYHOl YNaKOBKU nepeq Hadaiom onepauymn
HanoNIHEHUST AO/MKHbI ObITb YUCTHIMM. Heobxoammo obecneunTb NpegoTBpaweHne wu
yCTpaHeHne wboii KoHTamMMHauMmM, TaKoli KaK OCKOJIKM cTekna u vMeTa/l/imyecKkune
YyacTuLbl .

184. (5.49) PekomeHAyeTCsi OCYUECTBAATb MapKMPOBKY KaK MOXHO ObicTpee

nocne (HacoBkM W YKYNOPKU. [lO/KHbl  ObiTb  MNPUHATHI Heo6xoanMble Mepbl,
rapaHTvpynwuue, 4TO He Mpoun3onaeT nepenyTbiBaHUA WM OWWOGOYHOW MapKMPOBKM .
185. (5.50) [MpaBWIBHOCTb BHIMNOJIHEHUA  JIIOOLIX NeYdYaTHbIX onepauwii

(Hanpuvep, HaHeceHWs HOMEpPOB cepuii, CpoKa roAHOCTM), OCyllecTBAsemMbx Anbo
KakK oOTAefnbHas TexHo/ornyeckass onepauvsa, /vMbo B nNpouecce  YNakoBKM,
HEO6X0AMMO TWATENIbHO KOHTPO/MPOBaTb M OPOPMAATb  AOKYMEHTa/IbHO. Ocoboe
BHMUMaHMEe [O/MKHO ObiTb yAENeHO pYy4YHOl MapKMpOBKE, KOTOPYK Heob6XxoanMo
perynspHo nepenpoBepsATh.

186. (5.51) Ocobble mMepbl MNPefoCTOPOXHOCTU  AO/MKHb  CO6MAaTbCSA npwu
NCMoNb30BaHUN pas3pe3aHHbiX 3TUKETOK W HaHEeCEeHUW MapKUPOBKW BHE  JIMHUN
ynakoBku. [inA npegoTBpaleHus nepenyTbiBaHNA neyaTtHoro vMaTepuana
peKoMeHOyeTCs WCMOo/Mb30BaTb 3TUKETKU B PY/IOHE BMECTO pa3pe3aHHbiX 3TUKETOK.

187. (5.52) MNpowussoanTens [O/MKEH NPOBOAUTL MPOBEPKWU, rapaHTupylluue,
YTO BCE 3/IEKTPOHHbIE YCTPOMCTBA CuUUTbIBAHUA KOAa, CUHETUYUKU 3TUKETOK 1"
aHanornyHele ycTpoicTBa paboTalnT NpaBWIbLHO.

188. (5.53) MapkupoBKa YMNakKOBOYHbIX MaTepuUasioB, HaHeECEeHHasi C MOMOLUb
neyaTv WAN METOAOM TUCHEHUS, [OMKHA OblTb OTYETNANBON U YCTOMUMBON K
BblUBETAHUI0 UMW CTUPAHWUIO.

189. (5.54) Mpu KOHTpoOsie npouecca yrnakoBKWU MPOAYKLUUU Ha JINHUN [OOSTKHO
npoBepsATbLCA, B YaCTHOCTU, crefywlee:

a) (@) obwuin BHEWHMA BUA YNaKOBOK;

6) (b) KOMNAEKTHOCTb YNaKOBOK;

B) (Cc) wucrnonb3oBaHWe Hagnexawmx BWAOB MPOAYKUUM U YMNaKOBOYHbIX
vMaTepuanos;

r) (d) npaBubHOCTb HaHeCeHUsl MibON MapPKUPOBKN;

n) (e) npaBunbHOCTb pPaboTbl KOHTPOJ/IbHLIX YCTPONCTB Ha JIMHUN.

190. O6pa3subl, B3AThHE C YNaKOBOYHOW NuHUK, He crepyeT BO3Bpauwartb
NOBTOPHO Ha JIVHWIO.

191. (5.55) Ecm npu ynakoBKe MPOAYKUUU BO3HUK/IN HernpeaBuaeHHble
ob6cToATENbCTBA, OHa MOXeT ObiTb BO3BpaleHa B MNPOU3BOACTBO  TOJIbKO nocne



crneunanbHOl NpPoBepKu, MNPOBELEHNA paccfefoBaHWa W C  paspeweHns  vua,
MMEeKWero COOTBETCTBYWWME MNOJIHOMOUMNSA. YKa3aHHble AeiCTBUA  LOJIKHbI ObITb
ojopmMmneHsl B BUAE MPOTOKOMa, KOTOPbi HEO6XOAMMO XpaHWTb B  YCTaHOBJ/IEHHOM
nopsgke.

192. (5.56) Mpwn CYIECTBEHHOM nnn HEOObIYHOM pacxoxaeHuu,
YCTaHOB/IEHHOM BO BpeMs COCTaBJ/IeHMA wMaTepuanibHoro  6anaHca, Mexany
KO/IMYEeCTBOM HepachacOBaHHOW MpoAyKuMM, MNeyaTHOro ynakoBOYHOrO maTepuana u
YMC/IOM NPOM3BEAEHHbIX eAuHML TFOTOBOW npoayKumn, Heobxogumo npoBecTwn
paccrnefoBaHne N yCTaHOBUTb MPUYNHY 3TOr0 PacxXoxfeHus A0 BbiAayn paspeleHus
Ha BbIMYCK.

193. (5.57) MNocne 3aBepweHMs ornepauuini Mo ynakoBKe Jobbie ocTaBlmecs
yNakKoBOYHble MaTepuasibl C HAaHECEHHbIM Ha HUX HOMEPOM Cepun  OOJDKHbI ObITb
YHUUYTOXEHbl C MNocrefywwuMm AOKYMeHTaNbHbiM OofpopmneHveM. Bo3BpaT Ha  cknaj
HEMapPKMPOBaHHbLIX YMakKOBOYHLIX MaTepuasioB Mpou3BOAAT B COOTBETCTBUN C
YTBEPXAEHHOW Npouenypo .

FoToBas npoayKuus

194. (5.58) [lo Bblgaum paspelleHnMs Ha BbIMYCK roToBas MPOAYyKUUsS AO/DKHA
cofepxaTbCAd B KapaHTUHE B YC/IOBUAX, YCTAHOBMEHHbLIX MPOU3BOAUTESIEM .

195. (5.59) [o MomMeHTa NOMyYeHUA pa3pelleHMs Ha BbIMYCK  A0/xHa ObITb
npoBefeHa oueHKa KayecTBa FOTOBOW NPOAyKUMM U HeobXooumol AOKymMeHTauuu B
nopsaake, yCTaHOB/IEHHOM nNyHKTamn 202-236 HacTtodwmx [paBun.

196. (5.60) lMNocne Bblgaun paspelleHMs Ha BbIMYCK roToBas npoayKumsi
OO/MKHa XpaHUTbCA Kak npurogHas Ans peanvsauum B YCNOBUAX, YCTaHOB/IEHHbIX
nponssoanTenem.

OTK/IOHEHHbIE, NMOBTOPHO MCNOJ/Ib30OBaHHbLIE N BO3BpalleHHble MaTepuasibl 1 npoayKuna

197. (5.61) OTK/NOHEHHbIe MaTepuasbl U NPOAYKUMSA AOMKHb  MMETb 4eTKYyH

MapKUPOBKY W XPaHUTbLCA pasfefslbHO B 30HaX C OrpaHWYeHHbIM [AOCTYMOM. OHuM
noanexart BO3BpaTy MoCTaBWMKy, nepepaboTke (ecnum 3TO OOMycTuUMO) nnu
YHUUTOXEHWNIO .  Jliobble  BbIMOSIHEHHbIE  OEWCTBUSA  LOJIKHbI ObITb Oo(hopM/IEHDI
OOKYMEHTa/IbHO U CaHKUMOHMPOBaHL  finuamu, nveLwmmm COOTBETCTBYlME
NMOJIHOMOUNA .

198. (5.62) TllepepaboTKka OTK/IOHEHHOW NpoOAYKUMN JonycKaeTcAa B

NCK/TYNTENBbHLIX Clyyasix Mpu YC/OBUM OTCYTCTBUA YXY[AWEHUs KayecTBa roTOBON
NPOAYKUMN U BbINOSIHEHMS Bcex TpeboBaHwii cneundukaumin. MepepaboTka  Ao/mkHA
OCYIECTB/IATLCA B COOTBETCTBUM C YTBEPXAEHHLIM  MPOMbILIEHHBIM pernameHTom
Nnoc/ie OLEHKM BO3MOXHOIO pucKa C MnocnefylumMm AOKYMEHTasIbHbIM O(OPMIEHNEM .

199. (5.63) MNoBTOpHOE MCNOAb30BaHME BCEW Cepun  WANW  4HacTu paHee
NPOM3BEAEHHbIX CEpPUl COOTBETCTBYWWErOo KadyecTBa NyTem 06beAVHEeHUs C cepueri
Takol xe NpoayKuuMW Ha onpefeneHHol cTagum Npou3BOACTBa, npeaycMoTpPeHHO
NPOMbIWIEHHbIM PEersiaMeHTOM, [O/HKHO OblTb CaHKUMOHMPOBAHO 3apaHee C  YYeToM
OLEHKN BO3HMKaWWMX PUCKOB, BKIKWYas /iob6oe BO3MOXHOE B/USAHME Ha CpPOK
rogHoCTu. [leATesIbHOCTb MO MOBTOPHOMY WCMOMb30BaHWI0 A0/KHAa ObiTb OfpopMeHa
OOKYMEHTa/IbHO .

200. (5.64) Heo6x0AMMOCTb AOMO/IHUTENBLHOIO KOHTPOMA /160N roTOBOVA
npoayKumn, npouweguer nepepaboTKy, WM NPoAyKUuM, B KOTOPYW Oblia BKKYeHa
NMOBTOPHO WCMOMIb30BaHHasA Npoaykumsa, onpegendet nogapasgeneHve KOHTpO/A
KayecTBa.

201. (5.65) Bo3sBpaweHHasa C pbHKa MPOAYKUUS, Haf KOTOPOW 6bi1 yTpadeH
KOHTPO/Ib CO CTOPOHbI MPOU3BOAUTENSA, [O/KHA OblTb  YHUUYTOXEHa, ecnm He
NnoATBEPXKAEHO COOTBETCTBME ee KayecTBa YCTaHOBJ/IEHHbIM TpeboBaHuAM. PelweHue
O MOBTOPHOW MNpojaxe, nNepemMapkKMpoBKe WM MOBTOPHOM MCMO/Ib30BaHUN MOXeT

GblITb  MPUHATO  TOMbKO  MOCMe  CNeUMasibHOro  aHanu3a, npoBeAeHHOro
noapasfgeneHnemM KOHTPOSS KadecTBa B~ COOTBETCTBUM  C yTBEpPXAEHHOV
npoueaypovi. Tfpu 3TOM HeO6XOAUMO YuUThiBATbH XapakTep npoaykuuun, ee

npeasicTopuid U COCTOsIHWE, CO6/AEHNE CcheunasibHbIX YC/OBUIA XpaHeHUst 1 Bpewms,
npoweawee c Aatbl BeiNycka. [Mpu  fo6bIX COMHEHWSAX B OTHOWEHWW  KavecTBa
NPoOAYKUUN He [OoMNycKaeTcs ee MOBTOPHOE WCMO/Ib30BaHWE WM MOBTOPHLIA BbiMYCK,
HO AOMycKaeTcs ee XuMMieckas nepepaboTKa C LUefbld pereHepaumm  aKTUBHbIX
UHIrpeaueHToB. Bce  BbiMOSIHAEMblE  AEACTBUS  [OO/XHbl  ObiITb  OhOPM/IEHDI
[OKYMEHTa/IbHO .



KoHTponb kayectBa ('naBa 6)
MpuHumMn

202. KoHTponb KayecTBa BK/4aeT B cebsa oTbéop npob, npoBsefeHve
MCNbITAHNA U MPOBEPOK Ha COOTBEeTCTBUE TpeboBaHMAM cneuupukauunii, NHCTPYKLUWIA

N OPYyrux AOKYMEHTOB, opraHu3auumio paboTbl, [AOKyMeHTaslbHoe odopmneHme u
BblAauy paspeleHnini Ha BbiNyCcK. Lleflb KOHTposs KayecTBa - He AonycTuUTb K
NCNONb30BaHUI UAN peann3aunm maTepuasisl UAM NPOoAYKUMID, He yAoBeTBopswwme

yCTaHOB/IEHHLIM Tpe6oBaHMAM. KOHTpoNb  KauecTBa  He orpaHuuMBaeTcs
naéopaTopHbiMM paboTamuM, OH [O/KEH COMPOBOXAAaTb MPUHSATME BCEX  PEeleHui,
Kacawownxcs  KadectBa  npoayKuum.  OcHoBomosaraoumm NpUHUMNOM Ans

YOOBNETBOPUTE/NILHOW paboThl NogpasfenieHns KOHTPOIs KadecTBa cCUUTaeTcs  ero
He3aBVWCUMOCTb OT MNPOM3BOACTBEHHLIX Nnogpa3sfeneHnii (NyHKTb 5-23  HacToAwMX
Mpaswun) .

O6bwne TpeboBaHUS

203. (6.1) B CTpyKType Kaxaoro npoussoguTens OO/TKHO OblTb
nogpasaeneHne KOHTPO/si KaydecTBa, He3aBUCUMOE OT Apyrux  noapasgaeneHuii.
PykoBoauTeENb  3TOro  nogpasfefieHns  AONXeH  UMETb COOTBETCTBYHWLYI

KBaMPUKaLmMio U OnbiT paboTbl, B €ro nogyMHeHUN [OJ/IKHb HaxoAuTbCA ofHa  Wan
HECKO/IbKO KOHTPOJIbHbIX flabopaTopuii. MogpasgeneHne AOMKHO ObiTb obecneyeHo
JOoCTaTO4YHbIMW pecypcaMu, 4YTOObl rapaHTuposaTb, U4YTO BCe MeponpuATUA Mo
KOHTPO/II0 KayecTBa MPOBOAATCA 3PPEeKTUBHO N HaOEXHO .

204. (6-2) OcHoOBHble 0643aHHOCTU pyKoBOAUTENA noapa3jesieHNs KOHTPOs
KayecTBa U3M0XeHbl B MyHKTax 24-45 Hactosawmx [lpaBun. Ha nogpasgesneHue
KOHTPO/A KayecTBa MOryT ObTb BO3/I0OXEHbl WHble 0643aHHOCTW, B TOM yucne
pa3paboTka, BamgauMs M BHeApPEHWe BCexX npoueayp no KOHTPOsI KayecTBa,
XpaHeHVe KOHTPO/IbHbIX 06pa3uoB WUCXOAHON0 ChipbdA, YMNAKOBOYHLIX MaTepuasios "
npoaykumn, obecneyeHne MNpaBUIbHOW MapKMPOBKU YMaKOBOK C WCXOLHbIM CbipbeM U
npoaykuuen, HabnogeHve  3a  CTabuIibHOCTbH npoaykuuu, yyacTue B
paccnefosaHuM MNpPeTeH3nin B OTHOWEHUM KayecTBa NpoayKLunn . YKa3aHHble
0643aHHOCTN [0/KHbl BbINOSHATHECA B COOTBETCTBUMW C YTBEPXAEHHbLIMU MnpoLeaypamu
N Mpu HEeo6XoAUMOCTU OPOPMIATLCA LOKYMEHTA/IBHO .

205. (6.3) Mpu oueHke KayecTBa roToBOiA NPOAYKUNU [AO/DKHbI
paccvaTpuBaTbCA BCe  COOTBeTCTBywWWe  (aKTopsl, BK/IOYAA  YCoBuUA
nponsBoAcCTBa, pe3ynbTaThl KOHTPONSA B npouecce Mpou3sBoaCcTBa, 0630p
Npou3BOACTBEHHON AoOKyMmMeHTaumn (BKIWYas [OKyMeHTauuw Ha ynakoBKY),
COOTBETCTBME CchneunpuMKaumaM Ha roToBYyW MPOAYKLMI0O M NPOBEPKY OKOHYaTeNbHON
YNaKoBKM FOTOBOVM MPOAYKLMWN .

206. (6-4) MNepcoHan noapas3feneHusi KOHTPONA KadecTBa [AO/XeH VMEeTb
[OCTyNn B MNPOU3BOACTBEHHbIE 30HbI A1 0T60pa Npo6 1 npoBefeHus Heo6X0oANMbIX
nccnegoBaHuii .

I'Ipanma Hagnexalero na6opaTopHoro KOHTPO/A Ka4decTBa

207. (6.5) lMomeweHns u obopygoBaHMe KOHTPOJ/IbHbIX nabopaTopuii OO DKHbI
COOTBETCTBOBaTb O6WMM W cneuuasibHbiM TpeboBaHMAM, NpeabsBAsAeMbM K 30Ham
KOHTPO/IA KayecTBa, YCTaHOBJ/IEHHbIM MyHKTamm 46-91 HacToAwmx lpasBus.

208. (6.6) MNepcoHan, nomeweHuss n obopygoBaHue nabopaTopuii OOJDKHb
COOTBeTCTBOBaTb BuUay W 06bemy npou3BoAcTBa. B oTaenbHbIX cryyasx
[ONyCKaeTCHA WUCMNo/b30BaHMEe CTOPOHHMX flabopaTopuii npu  ycnosuu BbIMOSIHEHNA
nmm TpeboBaHUii, WU3NOXEHHbIX B MyHKTax 237-255 HacToswux MpaBun, U BHECEHUSA
COOTBETCTBYWWNX 3anvMceil B AOKYMEHTbl MO KOHTPO/I0 KayecTBsa.-

JokymeHTauusa

209. (6.7) JOoKyMeHTauusi KOHTPOJIbHbIX nabopaTtopuin AO/MKHA
COOTBETCTBOBaTb TpeboBaHWAM, U3NOXEHHbM B NyHKTax 92-134 HacToAWNX
MpaBun. BaxHas yacTb 3TOW AOKYMEHTAUUM OTHOCUTCHA K KOHTPO/KW KadecTsa.

210. B nogpasfeneHun KOHTPOIA KadecTBa [O/kHA ObiTb Nlerko JocTynHa
chepywuwas OOKyMeHTauus:



cneunpukauum; npoueaypsl oT6opa nNpoob;

METOAMKM W [AOKYMEHTb NO MpoOBefeHHbM ucnbiTaHnam (B TOM uyucne
aHanMTU4YecKne onepaumoHHsle NNcTbl 1 (MNn) nabopaTopHble XypHasbl) ;

aHanMTuyeckne otyeTol m (UIM) AOKYMEHTbl, NOATBEpXfawlMe KayecTBO;

pe3ynbTaTbl MOHUTOPUHIa NPOU3BOACTBEHHOW cpefpl, rae TpebyeTcs;

NPOTOKO/bl Ba/iMjauun MeTOAUK MWCMbITaHuii, rae npuMEHUMO;

npoueaypbl 1M MNPOTOKO/IbI KanmbpoBKu npmubopoB 1 TEXHNYEeCKOoro
o6cnyxmnsaHusa 06opyLoBaHUA .

211. (6.8) /lwb6asa OOKyMEHTauMsa MO KOHTPOI KadecTBa, OTHOcsWasics K
3anncsaM rno nNpou3BOACTBY CepUii  NPOAYKUMW, [OO/KHA XPaHUTbCA B TeyeHue
OJHOr0 roga nocrsie UCTeYeHUss CPoKa roAHOCTM Cepuum M B TeYeHWe He  MeHee
NATM NeT nocrne OueHKN COOTBETCTBUS Cepun  YNOSHOMOYEHHbIM nmuom B
ycTaHoB/ieHHOM nopsigke (noAnyHKT "B nyHKTa 28 HacTtoawux Mpasun) .

212. (6.9) [nAa HekoTopbiXx BuMAOB paHHbix (Hanpumep, pe3ynbTaToB
aHaU/IMTUYECKNX  UCMbITaHWUi, BbIXO4a  roTOBOW npoaykumn, napaveTpos
NPOM3BOACTBEHHOW Cpefbl) pPEeKOMEeHAYeTCS XpPaHUTb 3anncu B BuAe, MNO3BOSAWWEM
oueHMBaTb TEHOEHUMN U3MEHEHUS napameTpoB.

213. (6.10) B pononHeHne K WHpopMauuun, SABASWWENACA 4acTbl A0Cbe Ha
Cepuvio, [O/MKHbl COXPAHATBLCA M OblTb NIErKOAOCTYMHLIMA ApYrMe UCXOAHble [aHHble,
Takne Kak nabopaTopHble XypHasibl 1 (Unn) 3anuncu.

OT6op npob

214. (6.11) MNpounsBoauTenb [OMKEH OCyWeECcTBAATb O0T6op npo6 B
COOTBETCTBUU C YTBEPXAEHHbIMM Mpouefypamv, KOTOpble OnpeaenswoT:

cnoco6 otbopa nNpobsl;

ncnonb3yemoe obopyaoBaHue ;

KOMM4yecTBO ob6pa3ua, KOTOpoe AO/MKHO 6biTb OTO6paHo;

npouenypsl Mo pasfgeneHny oTobpaHHOro obpasya Ha yactn (npu
HEeo6XxoAMMOCTN) ;

TN U COCTOSIHME Tapbl, UCMOMAb3yemol Ana oTtbéopa nNpobbi;

NOEHTUPMKaUWK Tapbl C OTOGpaHHbIMM Mpo6amm M Tapbl, W3 KOTOPOWA 6blIn
oTob6paHsl Npoo6hl;

Ntobble ocobble Mepbl NPeAoCTOPOXHOCTU, KOTOpPble HEeobtXxoAaMMo cob6nwpatb,
0CO6EHHO Npu O0TO6Ope 06pa3uoB CTEPU/IbHLIX U BPEAHbIX BEWeCcTB;

YCNOBUSA XPaHEeHWs ;

npoueaypbsl N0 OYNCTKE U XpaHeHuo obopyaoBaHuA Ana oT6opa npob.

215. (6.12) OTObGpaHHbE KOHTPOJIbHbIE 06pa3upl AO/MKHbI NPeAcTaBAATb COOOW
npeacTaBuUTesIbHYI0 BbIGOPKY Cepun UCXOOHOIO Chipbsi, YMNAaKOBOYHbLIX  MaTepuaioB
WAN roTOBOW MNpoAyKuum. MoryT 6biTb TakKkxe OToOpaHbl AOMOMHUTESNbHbIE ob6pasubl
ONA MOHUTOPUHra Hambonee BaxHbLIX 3TanoB npouecca (Hanpuvep, ero Hadana wunu
OKOHYaHus) -

216. (6-13) Ha aTnkeTKe Tapbl C OTO6paHHbLIMM obpa3uamu  [AOSIKHbI ObITb
yKa3saHbl ee cojepxumoe, Homep cepun, gaTta OoToopa npob, a Takxke 0603HauveHune
YNakoBKM, N3 KOTOPOW 3TW Mpobbl Gbii OTOGPaHbI.

217. (6.14) [JononHuTesibHble TpeboBaHWA B OTHOWEHUU KOHTPOJIbHbLIX U
apxmBHbIX 06pa3uoB npuseseHsl B MpunoxeHun N 18 k HacTosAwuMm lNpaBunam.

MpoBeAeHne nCMbITaHUN

218. (6-15) MeToAMKM KOHTPONIA KayecTBa [AO/KHbl ObiTb BanamMpoBaHbl. Bce
NUCNbITaHNSA, NPUBEAEHHbE B PErucTpaunoHHOM A0Cbe, [AO/XHbl ObiTb NPOBEAEHb B
COOTBETCTBUM C YTBEPXKAEHHLIMA METOAUKAaMM .

219. (6.16) MonyyeHHsble pe3ynbTaThl ncnbITaHUi OO/DKHbl ObITb
OOKYMEHTa/IbHO O(OPM/IEHb U MPOBEPEHbl A1 rapaHTuM KX COOTBETCTBUA  ApYyr
Apyry. Bce pacueTbl JO/MKHbI TWwaTeslbHO NPOBEPATHLCS .-

220. (6.17) NpoBoAuMble UCMLITAHUA OO/DKHBI PErNMCTPUPOBATBLCA C yKa3aHuem
B AOKYMEHTax, B TOM 4uC/ie Cneayouwmx AaHHbIX:

a) (a) HaumeHOBaHME WCXOAHOrO Cbipbs, YNAKOBOYHbLIX MaTepuasioB nnm
NpoAYKUMN N NPU HEOOBXOAMMOCTU SIEKAPCTBEHHOW (HOPMbI;

6) (b) HOmep cepun, MPUCBOEHHLIA MPU MPUEMKE, U, FAE MPUMEHUMO, HOMEpP
cepun npou3BOAUTENA, a TaKkKke HavMMeHOoBaHuMe npou3BoauTens wu (nnn)
nocTaBWWKa;

B) (C) ccbhiika Ha COOTBETCTBYyWUME chneunpukaumm mn npouenypbs UCMbITaHWid;



r) (d) pesynbTaTtbl UCMbITAHWA, B TOM 4uCfie HaGAWAEHUSA, BbYUCNEHUS, "
CCbIJIKW Ha BCe [AOKYMEHTHlI, COAepxawue pe3y/sbTaTbl NPOBEAEHHbIX aHa/I30B;

0) (e) patbl NpoBefeHUs UCNbITaHwuii;

e) () dammnum v uHMymansl nuy, MNPOBOAMBINX UCHbITAHUE;

x) (@) hammnum n vHUUMaisl Nul, MNPOBEPUBLINX MPOBEAEHNE  UCMbITAHUN "
pe3ynbTaTbl BbYUCIEHU, FAE NPUMEHMMO;

3) (h) ogHO3Ha4yHOEe 3aK/l4YeHVe O Bbljjavye paspeweHns WIn  OTK/IOHEHUW
npoaykumn (UNu Jpyroe peweHne o0 cTaTyce npogyKuun), pgata wu noanucb
OTBETCTBEHHOIO /mua.

221. (6.18) Bce onepauum Mo KOHTPOMW B nNpouecce npou3BoaicTsea,
BK/lYasi Te, KOTOpble BbLIMOMHAWTCA B MPOU3BOACTBEHHOW 30HE MNPOU3BOACTBEHHLIM
nepcoHasioM, HeobXOoAMMO OCYWecTBNASATb B COOTBETCTBUM C vMeTogMKamm,
YTBEPXAEHHbIMN MOApa3fesieHNeM KOHTPOSSA KadecTBa, a UxX pe3ynbTaTtbl  AOJDKHbI
ObITb OOPM/IEHb AOKYMEHTa/IbHO .

222. (6.19) Ocoboe BHMMaHME HEO6XOAMMO YAENATb KaydecTBY /1abopaTopHbIX
peakTMBOB, MepHOl flabopaTopHOi Mocyapl N TUTPOBAHHLIX pacTBOpOB,
CTaHgapTHbIX 00pa3uoB M NUTaTEesIbHbLIX Cpef. VX npurotoBneHne w noaroToBkKa
OO/MKHBI COOTBETCTBOBATb TPEOOBaHMAM YTBEPXAEHHbLIX WHCTPYKLMUN .

223. (6.20) NabopaTopHbie pacTBOPb PeaKTUBOB [O/KHbI MMETb MapKMPOBKY
C yKasaHuem pgatbl MpUroToB/IEHUS M C NOAMUCAMW UCNoNHUTenen. Ha  aTukeTke
OO/MKEH OblITb yKasaH CpPOK FOAHOCTWM HecTabW/bHbIX pPeakTUBOB WU nuTaTesNbHbIX
cpen v cneunuyeckme yCnoBuUA WX XpaHeHusi. [na  TUTpoBaHHLIX  pacTBOPOB
HeobxoaMMo yKa3biBaTb gaTy MOCMeAHEero yCTaHOB/IEHUA TUTpPa U COOTBETCTBYHWWMWIA
NOMNpPaBOYHbLIA KO3WPULMEHT .

224. (6.21) TMpu HeobXoAMMOCTW Ha Tape crnepyeT yKasbiBaTb gaTty
NnosyyeHns Kaxgoro BelwecTBa, WCMOAb3yeEMOro [Ans npoBeAeHus NCMbITaHNA
(Hanpuvep, peakTUBOB W CTaHAapTHbIX o06pa3uoB), C COOTBETCTBYHWMU
WHCTPYKLUUSMN MO €ro UCMONb30BaHMI M XpaHEeHMw. B HEKOTOpbIX crayyasax  nocre
NnoayyYeHns  nnu nepeg  UCNo/ib30BaHNEM peakTMBa  MOXeT BO3HUKHYTb
HEO6XO0ANMOCTb MPOBEAEHUA €ero UCMLITaHUs Ha UAEHTUYHOCTbL M (MNn)  Apyroro
NCMbITaHNSA .

225. (6.22) XuBOTHble, WUCNOMb3yeMble ANA KOHTPONA KOMMOHEHTOB,
NCXOOHOIrO CbipbS WM NPOAYKUUW, AO/MKHbI MApU  HEobXoaMMoCTwu nomewaTbcsl B
KapaHTVH nepej HayasioMm paboTbl C HUMWU. YXOA 3a XMBOTHbIMA WU WX  KOHTPO/b
OO/KHbl ObITb OpraHM30BaHbl TakMM 06pa3oM, 4YTOO6L 0becnevnTb KX NPUrogHoOCTb
ONs1 NCMONb30BaHMA MO Ha3HayeHui. XMBOTHbIE  [OJDKHbI  OblTb MapK1UpoBaHbl, a
OaHHble O npeguwecTBywWeid paboTe € HAMM  [OJ/IKHBI  ObITb  OPOPM/IEHBI
OOKYMEHTa/TLHO .

MporpavMMa nocnegywuwero U3yyeHuss ctabusibHoOCTU

226. (6.23) TMocne Bhinycka B o6palleHMe HeobXxoaAMMO npoBOAUTb
MOHUTOPUHI CTabuIbHOCTW JIEKAPCTBEHHOIrO nMpenapata B COOTBETCTBUUN C
nporpamMmoli, KoTopas MNO3BO/UT BbIABUTb KakKue-Inbo npobaembl Co CTabunbHOCTLI0
NleKapCTBEHHOI 0 rnpenapata [faHHOro coctaBa B [MOTPEOUTE/IbCKON  ynakoBKe
(Hanpumep, W3MEHEHWs CcOofepXaHus npuMeceii Nan NpPoguasa pacTBOPEHUs) .

227. (6-.24) LUenbw nporpavMmsl nocrsieqywulero uly4veHus CTabubHOCTU
ABMAETCA MOHUTOPUHI NIeKapCTBEHHOro npenapata B Te4yeHMe BCero  Ccpoka
rogHOCTV WM onpegesieHne Toro, YTo OH COOTBETCTBYET CBOel crneunpukaumm npu
COOM04EHUN YCOBUI XpaHeHUsi, yKa3aHHbIX B MapKUpPOBKE.

228. (6-25) Bblweyka3zaHHble TpeboBaHUSA OTHOCATCS, rNaBHbM Obpa3om, K
rOTOBbIM JIEKAPCTBEHHbLIM Mpenapatam B NOTPebUTebCKOi ynakoBke, HO
Heob6XoAMMO TaKXe BK/UMTbL B MNporpavMmy Mocneiywolero U3yyeHuss ctabunbHOCTU
HepacjacoBaHHy0 MNPOAYKUMIO. B yacTHOCTM, ecnn HepachacoBaHHyWw  MPOAYKLMI0
XPaHAT A/MTeNbHOEe BpeMs [0 ynakoBku n (Uin) nepegayv c NpPoOvM3BOACTBEHHOIO
yyacTKa Ha y4YacCTOK YMNakKOBKW, HeobXoAWMO U3Y4YUTb U OLUEHUTb B/IUAHME  3TOrO
(pakTOpa Ha CTabulbHOCTb FOTOBOW MPOAYKUUM MPU COOTBETCTBYWWMX NapameTpax
OKpyxawlel cpefgpl. YKaszaHHOe TpeboBaHve NpUMEHSAETCS Takke K MPOMEeXyTO4YHOW
NPOAYKUMN, KOTOpas XPaHUTCA W UCMNOJ/Ib3YyeTCA B Te4deHue [/IUTENIbHOro nepuoja.
iccnepoBaHne CTabuIbHOCTU /IEKAPCTBEHHONO npenapara, KOTOpbli roToBuTcH
HernocpeACcTBEHHO nepes MpUMeHeHWeM, MPOBOAAT NpU pa3paboTKe /IeKapCTBEHHOIO
npenaparta. Bk/woyeHne TakuUX JIEKAPCTBEHHLIX MNpenapaTtos B nporpammy
nocneaywlero n3ydyeHmss cTabuibHOCTU He TpebyeTca. OgHako, ecnn NpUMeEHUMOo,
MOXeT MNPOBOAMTLCA Mocsejylllee n3yyeHne cTabuibHOCTU Takoro rnpenapara.



229. (6.26) MNporpavmma nocnegywwero U3y4vdeHusi CTabunbHOCTU AO/KHA OblTb
ojopmiieHa [OKYMEHTa/lbHO B COOTBETCTBMM C TpeboBaHusMK, YCTaHOB/IEHHbIMU
nyHKTamm 92-134 HacTtosawmx MpaBun, a pe3ynbTaThl paboTbl OPOPM/IEHb B Bunae
oTtyeTa. O6opygoBaHMe, WCMNOMb3YyEMOE A1 WU3Yy4YeHUs cTabunbHocTn (B
YaCTHOCTU, K/IMMATUYECKME Kamepbl), AO/HKHO ObiTb KBaMOUUMPOBAHO WU [OJHKHO
obCnyxXmBaTbCs B COOTBETCTBUM C TpeboBaHUAMU, YCTAHOBEHHbLIMU nyHKTamu
46-91 HacTodwmx MpaBun n MpunoxeHvem N 15 K HacToAwuMm [MpaBunam.

230. (6.27) OTtyeTr o0 paboTe nNO nporpamme rnocsjeaywwero n3ydeHud
CTabunbHOCTU [AONXeH BKwYaTb B cebs Becb nepuog [0 WUCTeYeHus Cpoka
rogHoOCTV NPOAYKUUW U cofepxaTb, B YAaCTHOCTW, cnegywlime faHHbe:

Hovep(a) cepun(n) ONS Pas3NUYHbLIX AO3UPOBOK M pa3HbiX pa3mMepoB  cepuid,
rge npuMeHuUMo;

OaHHble O (U3NYECKUX, XUMUYECKUX, MUKPOOBMOMOrNYeCKUX U BUONorndecKmnx
mMeToAax WCNbITaHWiA;

KpuUTEepun npuemneMocTH;

CCbI/IKM Ha MeTOoAbl MUCMbITaHWUi;

onucaHwe Buaa YrnakoBKW;

NepuoanyHOCTb UCMbITaHuA (TOYKM KOHTPO/IA BO BPEMEHWU) ;

onucaHune YCOBWiA XpaHeHusi (Heobxoanmo ncnosb3oBaTb
CTaH4apTU3MpPOBaHHbIE B HOPMATMBHBLIX MPaBOBbIX akKTax PoOCCUIACKOIA depepauunm
YCMOBUA ONA ONUTENLHONO UCMbITAHUA CTabulibHOCTW, COOTBETCTBYWWME — AaHHbLIM
perncTpauMoHHOro Aocbe);

apyruve Heobxoaumble nokasarenu, cneuupuyeckune  AnA  AaHHOro
NeKapCcTBEHHOro rnpenapara.

231. (6.28) Otyer o0 paboTe nNO nporpamme nocsjeaywuero N3y4yeHus
CTabuIbHOCTN MOXeT OT/iMd4aTbCA OT OoT4yeTa O [MepBOHAYa&/IbHOM  A/IMTENbLHOM
UCMbITAHUN CTabWUNbLHOCTU, NPEeACTaBNEeHHOro B PerncrTpauvoHHoM [ochbe, npuv
YC/I0OBUM OBOCHOBaHUA N [AOKYMEHTa/IbHOro ojopmsieHus B oTdeTe (B TOM yucne
OT/INUYNA B MEPUOANYHOCTU UCMBLITAHWU) .

232. (6.29) UYucno cepuin wu NnepuognvyHoOCTb WUCNbITAHUIA  AOKHBI
obecneumBaTb [OCTaTOYHbIE O0O6bEM faHHbLIX ANA MPOBeAeHMs aHanu3a  TeHAeHUWi
N3MeHeHnsA. B nporpammy nocriefywuero M3yvyeHus exerofHo AO/xHa BK/w4YaTbcs,
KakK MVHMMYM, OfHa cepus MNpOouU3BEeAEHHOr0 /IeKapCTBEHHOro npenaparta B Kaxaol
[O3UPOBKE M B KaxAoM BuAe NEPBUYHON YNakoBKM. WCKNYEHNEM  ABAAKNTCSA
cnyydyam, Korja B TeyeHne roga He nNpou3BefeHO HW OfHOW cepuu  [aHHOro
NeKapCTBEHHOr 0 rnpenaparta, ec/nnm MHoe He OyaeT 060CHOBaHO nponssoanTenem.
Ona nexkapcTBEHHbLIX NpenapaToB, Mocnegywlee nlydeHne CTabubHOCTHU KOTOpPbIX
TpebyeT WUCMONb30BAHUA XMBOTHLIX U He  cyuwecTByeT anbTepHaTUBHbIX
Ba/IMAMPOBAHHLIX METOAMK, MNEepPUOAUYHOCTb KOHTPOJIA MOXET ObiTb YCTaHOB/IEHA Ha
OCHOBaHWUM OLEHKW PUCKOB. MOryT MCMNO/Ib30BaTbCA paMoyHble Uu MaTpuyHbie
CTPYKTYpbl NpY  OOKYMEHTa/IbHOM oopmeHun, ecnm nx NPUrogHoCTb
COOTBETCTBYWIWMM 06pa3oM HayyHO OGOCHOBaHa.

233. (6-30) B HekoTOpbiX cny4yasix B rocregyuwllee nlydyeHne cTabu/ibHOCTU
OOJIKHBI BKNYATbLCA [OMOSIHUTE/IbHbIE Cepun. B yacTHOCTU, nocnegywluee nlydeHue
CTabubHOCTM HEOOXOoAMMO MPOBOAUTbL MOC/E W60ro 3HA4YNTENIbHOro N3MeHeHus
WX 3HaYNTENbHOro OTK/IOHEHMA B Mpouecce NpPOU3BOACTBa WM YMNakoBKM. 3TO Xe
OTHOCUTCSA M K NbbiM onepauusaM NO MOBTOPHOI o06paboTke, nepepaboTke unm
pereHepauun .

234. (6.31) Pe3ynbTaThl NOCMeAywUero u3y4vyeHnst CTabubHOCTU [OOJDKHb
OblITb AOCTYMHb OTBETCTBEHHOMY MEPCOHa/ly W OCOGEHHO  yrnosiHoMOYeHHOoMY (biM)
gy (vdam) . Ecnm nocnepgywuwee mM3yyeHne CTabUNbHOCTU OCYLECTBAETCA He Ha
MecTe MpPoOM3BOACTBA HepachacOBaHHOMW WAM rOTOBOW MpPoAyKUMM, TO  Mexay
yyacTBYWHWNUMKM CTOPOHaMN [O/MKHO ObiTb O(OPMIIEHO COOTBETCTBYHKLEE cornaweHue.
Pe3ynbTaTbl Nocneaywwero n3yyeHuss cTabuibHOCTU [OJ/KHbl HAXOAUTLCA Ha MecTe
npous3BoAcTBa A1 nNpeacTaBNeHuss  YNOJIHOMOYEHHOMY  (efepaslbHOMY oprasy
NCNOSIHATENbHOM BNacTu.

235. (6-32) MNpousBoanTENb AO/MKEH aHa/IM3MpoBaTb Crlydanm Bbixoda 3a
npegess crneuypukaumm W CYWEeCTBEHHble HeTUNUYHble  TeHOeHUUW. No6oii
NoATBEPXAEHHbLI BbIXOA, 3a npeesib cneungukaunm uam CylecTBEeHHble HeraTuBHble
TEHOEHUMN OO0MKHb AOBOAMTBCA [0 CBEAEHUs YMNONHOMOYEHHOro  (efepasibHOro
opraHa MCMOMIHUTE/IbHOMN B/1IACTU. B cooTBeTCTBUM c TpeboBaHUNAMM,
YCTaHOBJ/IEHHbLIMX  MyHKTamn 256-272 HacTodwnx [lpaswn, a Takxke npu
KOHCY/bTauun C YMNOSHOMOYEHHbIM (efepasibHbIM OpPraHOM WCNO/HUTENbHOM’ B/1acTu
crnefyeT pacCcMOTpeTb BO3MOXHble [ENCTBUSA B OTHOWEHUW Cepuii, HaxoAswmxcs Ha



pbIHKE .

236. (6-33) 3ak/wyeHuMa NO U3y4YeHUw CTabwuibHOCTU, B TOM 4ucne
NPOMEXYTOYHbIE BbIBOAbI, LO/MKHb  OPOPMIIATLCA [AOKYMEHTa/IbHO .- JaHHble no
CTabunbHOCTU cnegyeT nogseprarb nepuoanyeckomy 0630py -

JeaTenbHOCTb, NepejaBaemMas A1 BbiMOSIHEHWS ApYyror opraHu3auun (ayTCOPCUHI)
(naeBa 7)

MpuHumMn

237. Mwbasa p[peAaATenbHOCTb, Ha KOTOPYyWw pacnpocTpaHAnTCS HacTosAlwne
MpaBuna v KoTopas nNepefaHa pgpyroi (CTOpOHHeW) opraHmsaumn (nNepegaHa  Ha
ayTCopCuHI), Hagnexaumm obpa3om onpepenseTcs, cornacoBbiBaeTCcAa U
KOHTpOMpyeTca BO u3bexaHue pasHouTeHuiA, CMNOCOGHbIX npuBecTn K
Hey[0BNeTBOPUTENIbHOMY KayecTBY MNPOAYKLUMU WAN BbINOSIHAEMbIX paboT. Jorosop
Mexay 3aKa3uuKoM W  UCMOJSIHUTEsNIEM 3akK/oyaeTcs c yKasaHuem 4eTKo
onpegeneHHsXx 0653aHHOCTEl Kaxao M3 CTOpPOH W npepgycmaTpvBaeT  MNOPS[oK
OeicTBUiAi M OTBETCTBEHHOCTb YMO/IHOMOYEHHOrO /iMua 3a Bbigadyy pa3peleHus Ha
BbIMYCK KaxX4oW cepuy nNpoayKumu.

238. TpeboBaHuA, YCTaHOBJ/IEHHbIE NyHKTamm 237-255 HacToswux lNpaBun, He
OTMEHSAKNT COOTBETCTBYWWUX 06A3aHHOCTEN Mpou3BoguMTesnied Mo  (OpMUPOBAHMIO
perucTpaumoHHOro Aocbe U Heob6XOAMMOCTU Hanuyus NIMLEH3UM Ha  MpPouM3BOACTBO
neKapcTBeHHbIX cpefcTB. OHUM He ycTaHaBNMBaKWT OTBETCTBEHHOCTb WCMOMHUTENS U
3aKkasuuka nepeg norpebutenem, KoTopasa onpegeneHa  VHbIMU HOpPMaTWBHbLIMU
npaBoOBbIMM aKTamn Poccuiickoin depepauymn.

Obwme TpeboBaHUA U peKoMeHAaumn

239. (7.1) B poroBop, MO KOTOpPOMY  OCYyleCcTBAsieTCcs nepegada
OEeATEeNbHOCTM Ha ayTCOPCUMHI, PEeKOMEHAYeTCA BK/YaTb yKasaHus Ha npoaykuuio,
paboThl UM ycnyru, OcylecTBNeHne KOTOpbIX nepejaeTca  Ha ayTCOpPCUHI, a
Takke BCe CBf3aHHble C TaKOW [eATe/IbHOCTb TEXHUYECKME U MHble COorjlaleHns K
OOroBopy .

240. (7.2) [oroBop, NO KOTOPOMY OCYylleCTBAAETCA nepegadvya AesiTenbHOCTU
Ha ayTCOPCUHI, a TakKxe BCe MNpeasioXeHHbe WU3MEHEHUA TEeXHUYECKUX UNu NHbIX
cornaweHuii OO/XHbB COOTBETCTBOBaTb 3aKoHo4aTenbCTBY Poccuiickoli ¢epepauun m
perncTpauyMoHHOMY [0Cbe Ha COOTBETCTBYWWYKH MPOAYKUMIO.

241. (7.3) Ecnu wpugnyeckoe Jnyo, Ha uUMs KOTOpPOro BbigaHO
perncrpauMoHHOe YAOCTOBEpPEHMEe, U MNPou3BOAUTENIb HEe ABAANTCA OfIHOW
opraHusauuein, TO Mexay HUMW [O/DKHbl  ObiTb  3aK/YeHb COOTBETCTBYlME
corfaweHusi ¢ y4eTOM MOJSIOKEHWUM, YCTAHOB/IEHHbIX MyHKTamn 237-255 HacToAWNX
MNpaswn.

3aKa3uunk

242_. (7.4) odapmaueBTMYECKas CUCTeMa KayecTBa 3akKaluuMka  [OoJ/kHa
BK/lYaTb B CebA KOHTPO/Ab M MNPOBEPKY /6O [eATenbHOCTU, nepefaHHoM Ha
ayTCOpPCUHI . 3aKa3uuK rapaHTupyeT [MpoBefeHMe KOHTPONSA OeATeNnbLHOCTH,
nepefaHHoOn Ha ayTCOPCUHI. 3TOT KOHTPO/Ib [O/KEH BK/IOYATb NPUHLUMMb
ynpaBneHns puUckKamn Af19 KadecTBa U YUUThIBATb HWKENPUBEAEHHbIE MONOXEHUSA .

243. (7.5) [lo nepepaun 0eATENbHOCTU Ha ayTCOPCUHI 3aKa3uumkK  OOJIKeH
y6eanTbCA B MNPaBOCMOCOGHOCTU UCMoNHUTeNnsa (B TOM YUC/IE B HaAIM4YUM Y  Hero
Heob6xoAMMOM B COOTBETCTBUM C 3aKoHogaTeNnbCTBOM Poccuiickoii depepaunmn
NNUEH3MN), B €ero KOMNEeTEHTHOCTM U HaluymMm y Hero BO3MOXHOCTM BbIMOMIHUTDL
obsaA3aTenibcTBa MO [AOroBOPY Hajg/exawum obpas3om B COOTBETCTBUN C
TpeboBaHNAMU HacToAWMX [lpaBui. PeKoMeHAyeTCA Takxe BK/o4aTb B [OroBOp
nonoxeHns, obecneunBawwye BbINOSHEHNe TpeboBaHWii HacToAwMx MpaBus.

244 _ (7.6) 3akasumk [o/xkeH npefoCTaBUTb WCMOMHUTEN BCH WMHpoOpmauuio wn
cBefleHns1, HeobXoAumble [ Hagnexalero NCMNONHEeHNSA npeayCcMOTPEHHbIX
[OroBOpOM 06si3aTeNIbCTB B COOTBETCTBMW C 3aKOHO4ATE/NbCTBOM Poccuiickoin
depepauuv U perucTpaumoHHbiM gocbe. 3aka3uuMK [O/KeH rapaHTupoBaThb, yTo
WCMONHUTENIb  MOJIHOCTbI OCBEAOM/IEH 060 BCex (akTopax, CBA3aHHbIX C
NpoAyKUMen nnv AeATenbHOCTbi, MNepefaBaeMoil Ha ayTCOPCUMHI, KOTOopble MoryT
npeacTaBnATb OMNACHOCTb AN ero  nomeweHwn, obopyposaHus, nepcoHana,



MCXOLHOr0 CbipbA WU APYION NMPOAYyKUUN .
245_. (7.7) 3aka3unmk [O/MKEeH KOHTpo/AupoBaTb U MNPOBEPATb aenicteus

UCMONHUTENA, a TakKke BHeApeHWe WCMOoAHUTeNnem  wboro Heo6xoanMoro
ynyyweHus .

246. (7.8) 3aka3unk SABNSAETCA OTBETCTBEHHbLIM 3a MPOBEPKY U OLUEHKY
3anvucein ”n pel3ynbTaToOB, CBSA3aHHbIX C AeATEe/IbHOCTbH, nepegaHHoi Ha
ayTCOpPCUHI . 3aKa3unkK JO/MKEH ybeguTbCs CaMOCTOSATESIbHO WAM  Ha  OCHOBaHWUU
NoATBEPXAEHNSA YMNO/THOMOYEHHOIO MUAa WUCMONHUTENA, 4YTO BCS npoaykKumsa u

MaTepuasbl, NMOCTaBMIEHHbIE €My WCMOMHUTENEM, Obln NPOU3BEAEHb B COOTBETCTBUM
C HacTosiuumMn MpaBuiaMn U PerucTpaLuoHHbIM AOCbE .

NcnonHutenb

247. (7.9) VcnonHutenb OO/MKEH WUMETb HeobxoAuMmble 3HaHuA, onbIT U
KOMMNETEHTHbLI NepcoHas, a Takke pacrnofnaraTtb COOTBETCTBYWWAMU MNOMEWeHUAMA,
obopyaoBaHuem A1 HaZ/exawero UCMofHeHNs 06A3aTesibCTB N0 AOroBOpY .-

248. (7.10) VicnonHuTtens LOJKeH YAOCTOBEPUTBLCH, uTo BCA
npefocTaB/ieHHass eMy MNPOAYKUUS, UCXOAHOE Chipbe, YMNaKOBOYHble MaTepuasibl W
CBefeHNsA MPUrogHsl NS UCMOMb30BaHWA MO Ha3HaYeHWHo .-

249. (7.11) WcnonHuTenb He AOMXeH nepefaBaTb TpPeTbell CTOPOHE pPaboThl
WX ycnyru, nopy4YeHHble emy MNo AOroBopy, 6e3 npeaBapuTesibHOrO pacCMOTpeHus
N COr/lacoBaHusi C 3aKa3uuMKom. [pyn 3aKIYEHUM COraweHus Mexgy WCHOSHUTENEM
N TpeTbeil CTOPOHOIM Jo/mkHa ObiTb ObecneyeHa rapaHTUa TOro, 4YTO WHpopmauwus,
BK/Yas ceBefeHusa 006 OueHKe COOTBETCTBUS TpeTbeli CTOPOHbI, NpefocTaBiseTcs
Takum xe o06pa3om, KaK Mexay nepBOHayasibHbIMU 3aKa3uMKOM U UCTMOMHUTENEM.

250. (7-12) WcnonHuTeslb He [O/XeH MNpou3BOAUTbL HecaHKUNOHNPOBaHHbIE
N3MEHEHNS, BbIXO4AWME 3a  pamMKu  gorosopa, NOCKOJ/IbKY 3TO  MOXeT
Heb6naronpusTHO MOB/MATbL Ha KayecTBO paboT, MPOBOAUMLIX AN 3aKa3uuKa.

251. (7.13) WcnonHuTenb AOMKEH MOHMMATb, UYTO paboThl, NepegaBaemble Ha
ayTCOpCUHI, BK/4as npoBeAeHWe aHamn3a no  Aorosopy, npoBepsTCcs
YNO/THOMOYEHHLIMY  (lefepasibHbIMM OpraHamMmM WCMOMHUTE/IbHO BNacTu.

Jorosop

252. (7.14) Mexpy 3aKa3uMKOM U WUCNOJHMTENEeM [AO/MKeH OblTb  3aK/llo4yeH
[OroBop, B KOTOPOM PEKOMEHAYETCS OMpPeAesMTb MX B3auMHble 0b6s3aTenibcTBa U
npoueaypsl nepegayun MHpopMaunn, CBSI3aHHble C AEATENbLHOCTb, MepegaBaemMor Ha
ayTCOpCUHI . TexHM4eckne acnekTbl [0roBopa AOJ/IKHbl COCTaBAATbCA  uvuamu,
UMEeLMMN COOTBETCTBYWWME 3HAHUA, CBA3aHHbe C OEeATEeSIbHOCTbK, MNepefaBaemMoli
Ha ayTCOPCUHI, N HacToswumu MpaBunamm. CorsnacoBaHHble CTOpPOHaMM  YC/OBUA
[OroBopa M BCe CBSAA3aHHbE C [AOFOBOPOM TEXHMYECKME W WHble  corjaweHus,
OO/MKHBI  COOTBETCTBOBATb  3aKoHOAATeNbCTBY  PoccuiicKoii depgepaymn u
perncTpayMoHHOMY [OChbe.

253. (7.15) B poroBope peKomMeHAyeTCs YyKa3bBaTb, Kakasd Wus3 CTOPOH
oTBeYaeT 3a KaxAbi 9Tan [eATeNbHOCTU, nepefaBaemMon Ha ayTCOPCUHT
(Hanpuvep, ynpaBfieHWE 3HaHUSMU, MNEPEHOC TEXHO/orumM, obecrnedeHve  Uenu
NoCTaBOK, 3aK/l4YeHWe oroBopa C TpPEeTbeEW CTOPOHOI, 3aKyrnKy  WCXOAHOro
Cbipbsi, MaTepuasioB U UX Ka4yecTBO, MPOBEAEHME WCMbITaHUi M Bbigady paspeleHus
Ha WNCNO/Ib30BaHWEe UCXOLHOIrO ChipbA U YNAKOBOYHLIX MaTepuasnos, npoesegeHne
nponsBoACTBa W KOHTpona kKadecTtBa (BKw4as KOHTpO/Ib B npowecce
npousBoAcTBa, OTO6OpP 06pa3uUoB U UX aHaNU3).

254. (7.16) Bce 3anucu, cBA3aHHble C AEeATEe/IbHOCTbW, MNepegaBaemMol Ha
ayTCOpPCUHI, HafnpuMep, 3anucuM Mnpou3BoACTBa, aHamsa U peanusauum
NPoAyKUMN, a Takxke COOTBETCTBYWWME KOHTPOJIbHble 06pa3upl AO/MKHbl XPaHUTbLCH Y
3aKasumka, Win 3aKasuumk [OMKEeH WMeTb K HuM  goctyn. Jlwbble  3anucwu,
OTHOCSAWMECHA K OUEHKe KayecTBa NpoayKuuu, B crydae npeabsiB/eHUMs NpeTeH3wui,
npegnosaraemoro HeCOOTBETCTBUS TpeboBaHMAM WM NpU paccriefoBaHMM B clydae
npeanosoxeHns o danbCcupnkaumm npoayKuuM [OMKHb ObiITb AOCTYMHb 3aKa34yunKy U
TOYHO orpejesieHbl B €ro COOTBETCTBYWWMX Mpouesypax.

255. (7.17) B poroBope peKomeHAyeTCs npegycmaTpuBaTb MpaBO 3akKasuumka
Ha ayguT nepegaBaemMoil Ha ayTCOPCUHI [eATesIbHOCTU, KoTopas BbIMONIHAETCA
WCMOMIHUTENIEM WM B3aMMHO COrJlaCOBaHHOW TpeTbeil CTOPOHO .

MpeTeH3un n oT3biB npoaykuun (Fnasa 8)



MpuHUKMn

256. Bce npeTeH3uu 7 MHhopmMauus, Kacawwuecs NOTEeHUVa/IbHO
HeLOOpPOKAYEeCTBEHHbIX JIEKAPCTBEHHbLIX CpeAcTB, TwaTeslbHO paccnegywtca B
COOTBETCTBUN C YTBEPXAEHHbIMU Mpouegypamun. [pon3BognTeslb UMEEeT  CUCTEMY
OGLICTPOro M 3PPEKTMBHOrO OT3biBA C pPbHKA MAPOAYKUMM C BbISIBIEHHLIMW  UJTN

npegnosiaraeMbiMM HapyuweHUsMU KayecTBa.
MNpeTeH3un

257. (8.1) MpounsBoaunTenb [O/KEH Ha3HaunTb paboTHUKA, OTBETCTBEHHOIO
3a paccMOTpeHWe MpeTeH3uli U MNPUHATME peleHuli, UMelwero npaso npveBnekaTtb
HeobXxoaumbii NepcoHas. Ecnm  3TOT paboTHUK He sABAsieTcs YMOSTHOMOYEHHbIM
NNUOM, TO YMNOJIHOMOYEHHOE /N0 [O/PKHO ObiTb MOCTAaB/IEHO B M3BECTHOCTb 060
BCeX (haKTax npeabsABfeHUA NpeTeH3ui, paccrnefoBaHWii U OT3bIBOB NPOAYKLNN .

258. (8.2) [eicTBnA N0 pacCMOTPEHU TMPETEeH3U Ha MOTEHUVa/IbHO
HeJOOpOKayeCTBEHHbIe NleKapCTBEHHble cpeAcTBa W MO MPUHATUIO peweHna o6
OT3blBE MPOAYKUUW [OSKHbl ObiTb  W3/I0KEHH B COOTBETCTBYWUMX  YTBEPXAEHHbIX

npoueaypax.

259. (8.3) Jwwbass npeTeH3Us N0 KayecTBY NpoayKuun Jo/kHa OblTb
3aperucTpvpoBaHa C yKa3aHMeM WMCXOAHbIX AaHHbIX WM TlaTesnbHO paccrnegoBaHa. K
3ToON paboTe, Kak npaswno, crnepyet npuenekarb nuuo, OTBETCTBEHHOE 3a

KOHTPO/b KadecTBa MpPoAyKUUM .

260. (8.4) Ecnn obHapyxeHO mnu nogo3peBaeTCss HECOOTBETCTBME KadecTBa
KaKon-1mbo cepun MpoayKUUM YCTaHOBJ/IEHHBIM TPeOOBaHUSM, HEOOXOAUMO MPUHATb
peweHve O MNPOBEPKE aHas/IONM4HbLIX Cepuii, a TaKke Tex cepuii, KOTopble MOryT
BK/YATb MPOAYKTHI, MOMyYEHHble Mpu nepepaboTKe HeAoOpOKAYeCTBEHHOW cCepun.

261. (8.5) PeweHus n mepbl, MNPUHATbHIE MO pe3y/bTaram paccMoTpeHus

nwboii npeTeH3un, [OO/DKHbI ObITb 3apermcTpupoBaHsl 7 BKJ/IOYEHbI B
COOTBETCTBYWIEEe [0Cbe Ha Cepuio.
262. (8.6) 3anucu paccmoTpeHusi npeTeH3ui LOJIKHBI perynsapHo

aHa/IM3npoBaTbCA C LUEe/bl BbIAB/IEHUS CMEeUn@UYEecKnx 1M NoOBTOPSOWUXCA (aKTOpOoB,
KOoTopble TpebylT 0co60ro BHMMaHMA U MOFYT MPUBECTU K OT3biBY MNPOAYKLMN .

263. (8.7) Ocoboe BHUMaHME HeobXOAUMO yAeNnsTb OUEHKEe TOro, sBaseTcs
NN MPUYMHON NpeTeH3nn pasibCcupnkauns npoayKumun .

264. (8.8) B cnyyae ecnu npousBoauTENb NpeanpuvHUMaeT — geicTseus,
ABMA0WMECA CNefCTBUEM BO3MOXHbLIX OWWMOOK B MPOU3BOACTBE, YXYAWEHUS Ka4yecTBa
NPOAYKUNN, BbISABNIEHUA (PalbCUPULMPOBAHHON NPOAYKUMN WAN  APYTUX  Cepbe3HbIX
npo6sem, CBsSA3aHHbIX C KaydeCTBOM MNpPOAYKUMW, AO/MKEH OblTb npovHhopMMpoBaH
COOTBETCTBYHWIWMIA YMNOSIHOMOYEHHbI (efepasibHblii OpraH MCNOSIHUTE/IbHOW BAacTy.

OT3biB MPOAYKUUN

265. (8.9) lMpounsBognTenb [O/KEH Ha3Ha4ynTb paboTHMKA, OTBETCTBEHHOINO
3a CBOEBPEMEHHbIVi OT3biB MPOAYKUUM C  pbiHKA, WMEKWero npaso npveBnekaTb
Heob6xoAuMbIi nepcoHan. Kak npaBwio, 3TOT paboTHUMK AO/MKEH ObiTb HEe3aBUCUMbIM
OT nogpasfeneHuii peannsaumm M MapkeTuHra. Ecnm aToT paboTHUMK He sABnsieTcs
YMNO/IHOMOYEHHbLIM J/IULOM, TO YMNOSIHOMOYEHHOE JIMLUO AO0/KHO OblTb OCBeAOMIEHO 060
BCex (pakTax OT3blBa MPOAYKUUN.

266. (8.10) MNopsagok oT3biBa NpoAyKUUU  AOKEH ObiTb pernamMeHTupoBaH
yTBEPXAEHHON Npoueaypori, KOTOpykw cnegyeT perynspHo nNpoBepsTb n npu
Heob6XoAMMOCTWN repecmaTpmuBaTh .

267. (8.11) OT3biB NPoOAYKUUM [O/MKEH OCYWECTBAATLCA OnepaTtTuBHO U B
nwboe Bpewms.

268. (8.12) KomneTeHTHble opraHsl BCceX CTpaH, Kyga 6bina HarnpaBs/ieHa
NPOAYKUNA, LOO/MKHbl ObITb HEeMeA/IeHHO WMHPOPMUPOBAHbl O MPUHATUM  pelleHus 06
OT3blBE MPOAYKUUM B CBA3U C MNOAO3PEHUEM WM OOHapyXeHWeM HeCOOTBEeTCTBUA ee
KayecTBa.

269. (8.13) 3anucm no OTrpy3Ke AO/MKHbl ObiTb AOCTYMHbI  ANLY (nmyam) ,
oTBeTCcTBeHHOMY(bIM) 3a OT3blB MPOAYKUUM, U cofepxaTb AOCTATOYHY WHpopmauuio
06 opraHum3aumax OMTOBOW TOProBAM JIEKAPCTBEHHbIMM CpeacTBaMM W NPAMbIX
3aka3unkax (agpeca, Homepa TenepoHoB wu (M) (GakcoB B paboyee u B
Hepabo4yee Bpemsi, HOMeEpa cepuil U 06BEMBI MNOCTaABOK), BK/4asi 3KCMNOpPTHbIE



NOCTaBKM U MNOCTaBKM 06pa3LoB /IeKapCTBEHHbLIX CPeAcTB.

270. (8.14) 0TO3BaHHYK NPOAYKLUKW HEOOGXOAMMO MNPOMapKMpoBaTb U XPaHUTb
OTAebHO B 6e30MacHoli 30He BM/IOTb A0 MPUHATUS PeleHuss O ee  fgasibHelwem
NCMONb30BaHUN WU YHUUTOXEHUN .

271. (8.15) MNocnepoBaTeNbHOCTb AENCTBUA NpPU OT3biBE MNPOAYKUUN AO0/MKHA
OGbITb  odopmneHa [OOKyMeHTa/lbHO. OKOHYaTeslbHbli OT4YeT  [O/IKEH coaepxaTtb
MaTepuaibHblii - 6asaHC  Mexay KOMIMYECTBOM MOCTaBIEHHON MU BO3BpaleHHO
npoAyKunn .

272. (8.16) JPpheKTUBHOCTb MEPONPUATUIA NO OT3bIBY MNPOAYKLUUMK OOKHA
perynsipHo aHa/IM3npoBaTbCS .

CamouHcnekuma (FnaBa 9)
MpuHumMn

273. CamouvHcnekuusa npoBoguTca C Lesbio MnpoBepPKH BbLIMOJ/IHEHUA
nponsBoguTenem TpeboBaHMin HacTosAwux [paBusil u  NpeanoxeHus HEe06X0ANMbIX
KOPPEKTUPYWNX AeRCTBUIA.

274 (9.1) Bonpochl, Kacawwmecsa nepcoHana, MOMEWeHWi, obopypoBaHus,
JOKYMeHTauuMm, TexXHONOrnyeckKoro npouecca, KOHTpPONAA KadecTsa, peannsauumn
NEKApPCTBEHHLIX CPeAcTB, MeponpuaTWiA Mo paboTe C MNpeTeH3usimu, OT3LIBOB
npoaykKumm, a Takke [esTeNbHOCTM MO TMPOBEAEHM CaMOVHCNEKLUUi, OOJDKHb
perynsipHo aHanu3npoBaTbCA B COOTBETCTBUM C  3apaHee yTBEPXAEHHO
nporpammori No OnNpejesieHHOMY rpapuky Ansi nNpoBeEpKM KX COOTBETCTBUSA
npuHUMnaMm apMaueBTUHECKOl CUCTEMb KayecTBa.

275. (9.2) CamouHcnekuma [osnxHa npoBOAUTLCS HEe3aBUCUMO U TWwaresbHO
cneunasbHO Ha3HaAYeHHbIMN KBa/IMPUUMPOBAHHBIMMU NULLAMW, COCTOAWLMMU B wraTe
nponssoauTensa. MNpu Heo6XoAMMOCTU MOXET ObiTb NMpPOBEeAEeH He3aBUCUMLIN ayanTt
nponssoanTens aKcnepTamm CTOPOHHUX OpraHn3aLunii.

276. (9.3) Pe3synbTaThl CaMOMHCMEKUWIA  OO/TDKHb ObITb O(hOpPM/IEHBI
OOKYMEeHTa/lbHO. OT4YeThl, COCTaB/fiIEHHbE MO pe3y/ibTaTaM CaMOVMHCNEKLUWA, [OIKHbI
BK/lHaTb B Ceb6S BCH MNOJIYYEHHYH WHpoOpMaLMi U HeobxoAnmbie KOppeKTupyowme
pevicteusas  (rge npumeHumo) . [JeilicTBusA, npegnpuHMMaembie Mo pesynbTaTtam
NPOBeAEHHbIX CaMOUHCNEKLUWA, Takxe cregyeT OopopMiaATb AOKYMEHTasIbHO.

IV. OcHoBHble TpeboBaHus K (apmaueBTUYECKUM CYOCTaHUMAM, WCMNOSb3YEMbM B
KadecTBe ucxogHoro coipbsa (Hactb 11)

Beegenne (1)

277. Opuguueckue nuua, Ha WUMA  KOTOPbLIX BblAaHbl  PErncTpPaLMOHHbIE
YIOCTOBEPEHUsI, U MPOU3BOAUTENN [O/IKHb WUCMO/b30BaTb B KayecTBE  MCXOAHOro
Chipbsi TONMBLKO Te dapMaueBTUUYecKue cy6CcTaHUun, KoTopble npoun3BeAeHsbl C
co6naeHNEM HacTosWwux MpaBu.

Uens (1.1)

278. HacTtosAuwasa rnaesa yCcTaHaB/nvMBaeT TpeboBaHus, Kacawuuecs
Hag/iexawero nNpoM3BoACTBa (JapMaleBTUYECKUX cybCTaHuuii C cooTBeTCTBYyWLEN
cucTemoi ynpaeBneHns KadyecTBOoM. OHa Takxe npegHasHadeHa nAna uenemn
obecrieyeHnss KayecTBa M YMCTOTH AENCTBYWWMX BeWwecTB B COOTBETCTBUM C
npeabABNsAeMbMA K HUM TpeboBaHUSAMU .

279. B HacTosilen rnaeBe TepMMH ''MPOM3BOACTBO" BKIWYaeT B Ceb6s BCe
BMAp onepauuini  c dapMaueBTUYECKUMMU CyOCTaHUusMU: NpPUEMKY  MaTepuasios,
Nnpou3BOACTBO, VYMNakoBKY, MNepeynakoBKy, MapK1pOBKY , nepemapK1upoBKy,
KOHTPO/Ib KayecTBa, Bbljady pa3peleHusi Ha BbiNYCK, XpaHeHve n peaim3auumio, a
TakKKe COOTBETCTBYHWIWME Mepbl KOHTPOAs. TpeboBaHWS, YCTaHOB/IEHHbIE HACTOSWE
rnaBoi, SABMSAWTCA 006s3aTesfibHbIMU, ecnv [pUNoXEHUSMN K HacToswmm lMpaBunam He
YCTaHOB/IEHbl UHble TpeboBaHWA, noanexawne npYMEHEHU B COOTBETCTBYWUNX
cnydasix, a TakKxe ecnn cobnwgeHme yKa3aHHbX TpeboBaHUA He MOXeT ObITb
3aMEHEHO a/lbTEPHATUBHLIMK AECTBUSMKM, oObecnedMBawwWyMn MO KpaliHelh vepe,
9KBUBA/IEHTHbIi YPOBEHb KaydecTBa MNpoAyKUUN.

280. Hactosiwme MpaBuna He ycTaHaBnNuBawT TpeboBaHus, npegbasnsemoie
npn perucTpauyum dapMaueBTUYeCKuX cyobcTaHumii. [lponssBognTensb 06513aH



BbIMOMHATL BCe TpeboBaHUs, YCTaHOB/IEHHbE MPU  BK/AKYEHUM  hapmaleBTUYECKMX
cybCTaHUuii B roCyfapCTBEHHbI PEECTP /IEKAPCTBEHHLIX CPEACTB.

O6nactb npumeHeHua (1.2)

281. HacToswasa rnaBa YycTaHaBMMBaeT TpeboBaHUA K npon3BoACTBY
(hapmMaueBTUYECKUX CYOCTaHUUM, WCMOMb3YyEMbIX B MPOM3BOACTBE  JIEKAPCTBEHHbIX
npenapaTos A1A MeAULMHCKOro M BeTepuUHApHOro npuvMeHeHWsi, B TOM 4ucrie K
Npou3BOACTBY (apMaueBTUUYECKUX CYOCTaHUMi, MNOoMyyYaemblX C NCNo/Ib30BaHNEM
OOHOPCKOW KpPOBU WAX NNa3Mmbl B KAYeCTBE UCXOAHOro ChipbA. OHa MpUMEHSAETCH KO
BCEM WCXOAHbIM AENCTBYWWMM BelwecTBam COBMECTHO C [punoxeHusmm NN 2-7 K
HacToAwnMm MMpaBunam, rAe cofepxarca [AOoMoJSIHUTESbHbIEe TpeboBaHus 014
onpegeneHHsX BUAOB AENCTBYWWMX BEWECTB.

282. MyHKTb 622-644 HacTosAwmx lNpaBun cogepxat TpeboBaHuA, KOTOpble
pacnpocTpaHsanTCA TOAbKO Ha MpoM3BOACTBO (hapMaleBTUYECKUX cybcTaHuun,
NCNoNb3yeMblX A9 MOSIyYEeHUS JIeKApPCTBEHHLIX MNpenapaTtoB, npeAHa3HadyeHHbIX AN
K/IMHUYECKUX UCCNefoBaHum .

283. K npousBoacTsy CTEPWU/IbHbLIX (hapmaLieBTUHECKNX cybcTaHuwii
TpeboBaHNA HacTosAwWwel rnasBbl MPUMEHUMb TOIBKO A0 CTagun CTepuan3aunn .

284. HacToswas rnasa He pacrnpoCTpaHAETCSA Ha Npouecch cTepuansauum u
NPoOM3BOACTBA CTEPWIbHLIX (papMaueBTUYECKUX CcybCTaHuuii B acenTuyeckmx
ycnoBusax. Takme npouecchl A0/MKHb NPOBOAUTLCA B COOTBETCTBUU C npuHUMNnaMmm
HacToAwnx MNpaBun, TpeboBaHUAMU, U3NOXEHHbIMU B MpunoxeHun N 1 K HacToAWMM
MpaBunam, a TakKke B WHbIX HOPMaTWBHbLIX MPaBOBLIX akTax Poccuiickoli depepaunu.

285. Hactoswas rnasa He pacrnpoCTpaHAETCSH Ha UeNbHyKl [LOHOPCKYH KPOBb
U nnasMmy, MNOCKOJbKY TpeboBaHMA N0 B3ATUIO U UCMNLITAHUO KPOBU onpepensawTcs

COOTBETCTBYWWNMN HOPMATWBHLIMM MPaBOBbLIMA akTamu Poccuiickon ®depepaunn, a
TaKxe Ha HepachacoBaHHble sieKapCcTBeHHble npenapatbhl (‘aHrpo'™, ""uH 6ank™).
Ecnu HopmaTuBHbIMM MpaBOBLIMM aKTamu Poccuiickoin depepaunmn yCTaHOB/1EHbI
crneunanbHble TpeboBaHUA i obecneyeHns KadecTsa Npu npoun3BoAcTBe

NEKapPCTBEHHLIX CPeAcTB A/ BeTEpMHApHOro MPUMEHEHUS MPOTMB 3KTOMNapasvToB,
Takne TpeboBaHUS [O/MKHbI CO6/M0AATHCS -

286. lcxogHoe cbipbe AN NMpou3BOACTBa (apMaueBTUUYECKUX CyOCTaHUuii -
3TO MCXOAHOE Chipbe, MPOMEXYTOYHbIE MNPOAYKTH Win apyrve  papmaueBTuyeckue
cybCcTaHuMmM, KOTOopble UCNOAb3YHT B NPOU3BOACTBE (apMaueBTUYECKUX CybCcTaHuuin
N  KOTOpblE KaK BaxHbli CTPYKTYPHbIA (QparMeHT  BBOAAT B CTPYKTypYy
(hapmaleBTNYECKO cybcTaHuum. WcxogHoe  cbippe  ans nponsBoacTBa
(hapvMaueBTNYECKUX CYOCTaHUUA MOXeT npuobpeTaTbCsA MO AOrOBOpPY Y OA4HOMO WU
HECKOJIbKMX MOCTaBWMKOB M60 NPON3BOANTBLCA CaMOCTOATENbHO. lIcxogHoe cbipbe
0N Npom3BoAcTBa  (hapMaueBTUYECKMX cybCTaHuwuii, KakK npasunio, nmeeT
YCTaHOBJ/IEHHbIE XMMUYECKUE CBOWCTBA U CTPYKTYpPY-

287 . lMpousBoguTesnb [O/KEH onpefents U OOKYMEHTa/IbHO o6ocHoBaTb
cTaguio, C KOTOPOM [O/MKHO HauuMHaTbCA MPOU3BOACTBO (hapmavueBTNYECKOIA
cybcTaHuum. [na npoueccoB CUHTE3a 3Ta CcTagusa onpejendeTca Kak — cragus
BBOAA B TEXHO/IONMYECKUA MpoLecC WCXOAHOro Chipba AN npomnssoacTBa
(papmaueBTUYECKUX Ccyb6CTaHuuii. [na gpyrux npoueccoB (Hanpumep, ans
hepveHTauMn, 3KCTpaKUMM, OUYUCTKU) f[aHHYKW CTaguin onpejensuT C  y4eToMm
KOHKPETHbIX Ocob6eHHOCTel npoum3BoacTBa. B Tabnmuye N 1 npuBegeHbl TpeboBaHus
OTHOCUTE/IbHO MOMEHTa, Korga oO6b4HO BBOAAT B MPOLECC MUCXOAHOE Chipbe  ANA
npon3BoAcTBa (apMaueBTUUECKUX CYOCTaHUMin. HaumHasas C  9TOi cTagnn, Ha
OaHHble NMPOMEXYTOYHbIE  MPOAYKTHI n (un) cTagum nponsBoacTBa
(hapmMaueBTUYECKUX CYOCTaHUMA pacnpoCTpaHAanTCA TpeboBaHWSA HacTosAWwel rna.bl.
OHM BKNKWYAWT B Ce6A BamMgauu KpPUTUYECKUX cCTaguii NPON3BOACTBEHHOIO
npouecca, OKa3biBawWWX BAUSHME Ha Ka4yecTBO (dapMaueBTUYEeCKUX cybCcTaHuuin. B
TO Xe BpeMsi Bbl6Op nNpou3BOAUTENEM CTaaunm TEXHOMNOrM4YeckKoro npouecca  4ns
npoBefeHnsi BasiMaumMm He o06s3aTeslbHO O3HadaeT, 4YTOo 3Ta CcTagua  ABnAdeTcs
KpUTUYeckKoli. TpeboBaHUS HaCTOSIWEN r/aBbl PacnpoCTPaHANTCA, KaK npaBwuio, Ha

cTagun, BblgeneHHole B Tabnuue N 1 cepbiMm )OoHOM. I3TO He O3HauvaeT, yTo B
npouecce nNpovM3BOACTBA [OJ/IXHbl BLIMOJHATBLCA BCE CTaAuW, yKa3aHHble B [aHHON
Tabnuue. CTporocTtb crnegoBaHusi TpebOBaHUAM HACTOsWEN rnasbl OOKHA

BO3pacTaTb OT paHHUX CTaguii NpoM3BOACTBa (apMaLeBTUYEeCKMX CyO6CTaHuuii K
3aBepluanuym CcTaguMsam TexHO/IOFMYeCcKOro npouecca, O4YUCTKM U YNaKOBKW.
06paboTKy (un3nyeckumMm MeTogamm (apmaleBTUHECKMX CybCTaHuMii, TaKyw Kak
rpaHynaunsi, MoKpbiTME 060MOYKON UNM PU3NYECKOe U3MEHEHMEe pa3mepa  4acTuy,



(Hanpumvep, rpyo6bii 1 TOHKWI Nomon), cnegyeT NpoBOAMTbL, MO KpaliHel mepe, B

COOTBETCTBUM C TpeboBaHMAMM HacToAwnux [paBun. HacTosAwas rnaesa He
npYMeHseTcsa K cTaguaMm, KOTOopble NnpefuecTBYWT BBEAEHM0 B Mpouecc BelecTs,
ornpefeneHHsX Kak WcxogHoe cCohipbe And  npou3BoACcTBa (apmaueBTUYECKUX
cyb6cTaHuuin.

288. B HacTosAweli rnaBe WUCMONb3YEeTCA TEPMUH ""hapmaLeBTNUECKAA
cybcTaHuua™ (¢®C), KOTOpbI cregyeT paccmaTpuBaTb KakK B3avMO3aMeHSEeMbll c
TEPMMHOM "'aKTUBHbIE  hapmaueBTUYECKUIA VHrpegueHT" (Aol . TepMuHbI,

ynoTpebnsemble B HacCTOAlWERn rnaese, M onpeaeneHns 0603HAYEHHbLIX UMK NOHATUI
(KoTopble NpuBefeHbl B NMyHKTe 645 HacToswmx [paBui) MCNONb3YWTCA TObKO A1
uenen HacToslWEN rnaBbl.

Tabnuua N 1. TllpumeHeHune rnasebl 1V HacToAwmx [MpaBun K npon3BoACTBY
(hapmaueBTUYECKNX cybCTaHUWi

1.png
YnpasneHve kadectBoMm (2)
MpuHuunel (2.1)

289. (2.10) OTBETCTBEHHOCTb 3a KayecCTBO [0J/IXeH HEeCTW BeCb MepcoHan,
3aHATHI B NPOU3BOACTBE .-

290. (2.11) Kaxpgph npounsBoauTenb OOXeH pa3paboTaTb, [OOKYMEHTa/IbHO
oopMUTL U BHEAPUTb SMHEKTUBHYK CUCTEMY YrpaB/ieHUsi KauyecTBOM MpU yyacTum
pPYyKOBOZAIWEro M NpON3BOACTBEHHOINO rMepcoHana.

291. (2.12) Cuctema ynpaBneHUs KayecTBOM JosmKHa oxBaTbiBaTb
OpraHM3auMoHHYI CTPYKTYpY, Mpouesypbl, TMPOLECCH W pecypchl, a TaKxe
[eATeNbHOCTb, Heobxoaumyl A5 ob6ecneyeHnss rapaHTumM cooTeBeTcTBus ¢C BCEM
TpeboBaHVAM COOTBETCTBYWWUX cneuupukaunii B OTHOWEHUN KayecTBa U YUCTOTHI.
MponssoguTeNnb [O/MKEH ONpejesiMTb W OOKYMEHTalbHO O)opMUTb BCe BUAbI
OeATEeNbHOCTU, UMeWlWMe OTHOWEeHNEe K KadecTBY.

292. (2.13) Y npou3BoauUTensa [AO0MXHb ObiTb CO34aHbI nogpasaeneHuns,
BbiNOSTHAWWME PYHKUUN O0BecneyeHnss N KOHTPOSA KayecTBa, KOTOpble [O/DKHbI ObITb
He3aBVCUMbIMM OT MPOU3BOACTBEHHOINO nogpasfefneHvs. YKasaHHble QyHKUUM MoryT
BbIMONHATLCA /IM60 OTAeNbHbLIMM  Nogpas3feneHnaMn obecneyvyeHus wu KOHTpOnA
KayecTBa, /IM60 MOryT ObiTb BO3J/IOKEHb Ha OAHO /WLO wWan  rpynny  nay B
3aBUCUMOCTN OT pa3MepoB U CTPYKTYpPbl OpraHnsaunn .

293. (2.14) HeobxogMmo TOYHO onpefennuTb Auy, YNOAHOMOYEHHLIX BblAaBaTb
paspeleHne Ha BbINYCK MPOMEXYTOYHON npoaykuum mn ¢C.

294. (2.15) Bce peicTBMA, uMewWUe OTHOWEHME K KadecTsy, OOJIKHBI
0hopMNATBECA AOKYMEHT&/IbHO HENoOCPeACTBEHHO MNPU UX BbINOSIHEHUN .

295. (2.16) J/lwb6oe OTK/MNOHEHWE OT YCTaHOBJIEHHbIX Mpoueayp LOJIKHO
ohopMNATbCA [AOKYMEHTa/lbHO W O06GOCHOBLIBATbLCS - Heobxoanwo npoBOAUTb
paccnefoBaHve KPUTUYECKUX OTK/IOHEHW, a Takke Oo(opMIsaATb  [AOKYMEHTa/IbHO
Takoe paccriefoBaHue N cAenaHHble BbiBOAbI-

296. (2.17) MWUcxopgHoe chipbe OAA NpPoOU3BOACTBa (hapmaLieBTUHECKNX
cybCcTaHuuii 1 maTepuasibl He MOryT ObiTb pa3pelleHbl K BbiMyCKY WU MCMO/Ib30BaHbl
[0 MoslydYeHus YOOB/IETBOPUTE/IBHOMO 3ak/lodeHus Mo  pe3y/bTaTaMm  OUEHKWU,

npoBeaeHHOoMN nogpasaenieHnemM (nogpasaenennavmmn) KavecTBa, ecnm y
npov3BoAnTeNisi OTCYTCTBYWT COOTBETCTBYWWWE CUCTEMbI, paspelawume  Takoe
ncnonb3oBaHue (Hanpumep, BbIMYCK B CTaTyce KapaHTuHa, Kak onvcaHo B

nyHKTe 472 HacTtoswux MpaBwi, J/MO60 WUCMONb30BaHME UCXOAHOIO Chipbs WK
NPOMEXYTOUHOM MNPOAYKLMK, OLEeHKa KayecTBa KOTOPbIX elje He 3aBeplieHa).

297. (2.18) Mpon3BoguTenb  AO/MKEH pa3paboTaTb npouenyps!
CBOEBPEMEHHOI0  OroBeleHus pyKoBOZALero nepcoHana 06 NHCNEeKUNAX
YMNOMIHOMOYEHHOI 0 (efepasibHOro opraHa WCNoOSIHUTEeNbHOW BNacTu, HepjocTaTkax B
OTHOWeHun cobnwaeHnsa TpeboBaHwuii HacTosAwux [paBun, AepekTax MPoAYKUMM U O
NPUHATUN COOTBETCTBYKWMX Mep (Hanpuvmep, O pPacCMOTPEHUU npeTeH3nin B
OTHOWEeHUN KavecTBa, 06 OT3biBax NPOAYKUMW, O AelCTBMAX  YMNOSIHOMOYEHHOI O
(efepanbHOro opraHa WCNOSHUTENbHOM BnacTun) .

298. (2.19) [na [OCTUXEHMA Uenn ynpas/ieHUA KadeCcTBOM  [OJhkHa ObITb
BHeJpeHa BCECTOPOHHe pa3paboTaHHas M NpaBWIbHO (YHKLNOHMPYWAas cucTema
KayecTBa, BK/Ioyawwasa B ceba opraHnsaumio paboTsl Mo HacToswum Mpasunam, B



TOM 4YMC/Ie KOHTPO/Ib KayecTBa W CUCTEMY YMpaB/ieHUs pucKamu ANs KayecTsa.
CucTtema ynpasreHna puckamm ansa kadecrtsBa (2.2)

299. (2.20) YnpaBneHue puckKamu Ana KadecTBa SABNSETCHA CUCTeMaTUYEeCKUM
NMPOLLECCOM OLEHKN, KOHTpPONs, nepegaynm uHpopmaumm u o630pa puUCKOB Ansd
KadyectBa ®C. I3TOT MpPOLECC MOXHO OCYWECTBAATb KaK MepCcrneKTMBHO, Tak un
pPETPOCHEKTUBHO.

300. (2.21) CwucTtema ynpaB/fieHMS puUCKamu ANS  KadecTBa  [A0/KHA
rapaHTupoBaTb, 4TO:

OLEHKa PUCKOB 6a3npyeTcsi Ha Hay4HblX 3HaHMAX, OMbiTe Mpou3BoACcTBa M, B
KOHEYHOM cYeTe, CBsf3aHa C 3auuToil nauyyeHTa nytem o6bmeHa uWHbopmaumen c
npnobpeTtaTtenem OC;

YpPOBEHb yCcunuin, hopManndaumm n AOKYMEHTa/IbHOro ohopmIeHus npouyecca
ynpaBneHns puckamm Ans KadecTBa COU3MEPMM C YPOBHEM PUCKOB.

06s3aHHOCTU nogpa3penenus (nogpasgeneHunii) kadectBa (2.3)

301. (2.30) Mogpasgenenne (nogpasgeneHusi) KadecTBa [O/KHO (A0MKHBI)
O6bITb BOBrieyeHo(bl) B pelleHne BCEX BOMPOCOB, OTHOCAWMXCSA K KadecTBY.

302. (2-31) Nopgpaspgenenve (nogpasfeneHus) KadecTBa [LO/MKHO (80MKHBI)
paccvaTpuBaTb M COrFNlacoBbiBaTb BCE [AOKYMEHTHI, MMEKWME OTHOWEHME K KadecTBy
npoayKunn .

303. (2-32) OcHoBHble 06si3aHHOCTU He3aBucumoro(bix) nogpasaenenus
(nogpasgeneHnin) KadecTBa He nognexar nepegade Apyrum nogpasgeneHvsaM. 3Twu
0683aHHOCTU [OJ/MKHbI ObiITb AOKYMEHTa&/IbHO OPOpPMSIEHH MU BK/WYaTb B cebs, B
YyacTHOCTU, criegywuee:

a) (1) Bbigauy paspelweHust Ha BbiMYCK WM OTKNOHEeHMe Bcex ®C, a  Takxe
Bbldayy pas3pelweHns Ha BbiyCK WANW  OTK/OHEHWE MPOMEXYTOYHOW  NpoAayKuuu,
npegHas3HayeHHol 419 UCMONb30BaHUA BHE clepbl KOHTPOAA Npon3BOaUTENS;

6) (2) cospgaHvMe cUCTEeMbl BbiAayM pa3peweHus Ha BbiMYCK WM OTKJ/IOHEHUS

NCXOAHOr0 CbipbsA, MNPOMEXYTOYHOW NPOAYKUUW, YNaKOBOYHbIX mMaTepuanoB u
MaTepuanoB AN MapKWPOBKW;
B) (3) nNpoBepKy COCTaB/IEHHbLIX 3anuceil Mo MNPoOM3BOACTBY cepun un

OOKYMEHTOB /1ab0paTOpPHOro KOHTPO/IA B OTHOWEHUUM KPUTUYECKUX cTagui npouecca
nepepn Bblgayvein paspeweHns Ha BbiMyck ¢C;

r) (4) obecrneuyeHne paccrefoBaHus NPUYUH KPUTUYECKUX OTK/IOHEHUA U UX
yCTpaHeHne;

n) (5) cornacoBaHue WnNn yTBEPXAEHME BceX crneyupukaumin  u OCHOBHbIX
NPON3BOACTBEHHbIX WHCTPYKUWIA;

e) (6) cornacosaHve WAn yTBEpPXAEHME BCeX npouenyp, KOTOpble  MOryT
OKasblBaTb BJ/IMSAHME Ha KayeCTBO MNPOMEXYTOYHOW npoayKuun mnnm oC;

x) (7) obecrneuyeHne MpoBeAeHUS BHYTPEHHUX ayamToB (CamMOUHCHEKLUR) ;

3) (8) opobpeHue npounsBoanTENEein MNPOMEXYTOUYHOW NpoayKuumn n oC,
paboTalwmx no AoroBopy;

n) (9) yTBepxaeHne N3MEHEHW, KOTOopble MOTeHUMasIbHO MOTFyT MNOBAUATHL Ha
KayecTBO MPOMEXYTOYHOM ApoayKumMn unm oC;

K) (10) npoBepKy 1 yTBEpXAEeHWE MPOTOKO/IOB M OTYETOB MO Banujauuu;

n) (11) obGecneyeHue npoBefeHNA paccrefoBaHUst U NPUHATUS peleHni no
NnpeTeH3nsM, CBA3aHHbIM C KayeCcTBOM;

M) (12) KOHTPO/SIb  CBOEBPEMEHHONO  BbIMOJIHEHUS TEXHUYECKOT O
06CNYyXVBaHUSA, Ka/IMGPOBKMA U MOBEPKM KPUTUUYECKOrO 06GOPYAO0BaHUSA ;
H) (13) obecrneyeHne COOTBETCTBYWWWUX WCMbITAHWUA UCXOLHOTO Cbipbsi 1

MaTepuanoB U AOKYMEHTa/IbHOrO O(OpPMIEHUS pe3y/bTaToB;

0) (14) obecneyeHne HaNMuuAa AaHHbLIX O CTabWIbHOCTWU ANS NOATBEPXAEHUSA
yCTaHaB/MBaeMbIX AAaT MNPOBEAEHUSI MOBTOPHbLIX WCMbITAHWA UNN UCTEYEHUS]  CPOKOB
rogHoCcTu, a TakKXe ycnoBuii XpaHeHuss ®C u (MIn) NPOMEXyTOUHOV NpoayKLUUn B
Tex cny4yasx, Korga aTo LesiecoobpasHo;

n) (15) npoBegeHne 0630poB KadecTBa npoaykumn (MYHKTHI 307-308
HacToAwnx MpaBun).

0653aHHOCTU MO MPOU3BOACTBEHHOW gesaTensHocTu (2.4)

304. 0643aHHOCTM NO MPOM3BOACTBEHHOW [EATENbHOCTM  [AO0/KHbI  ObITb



OOKYMEHTaNlbHO O(OPM/IEHb N BK/WYaTb B cebd, B 4YaCTHOCTWU, chnepywlee:

a) (1) pa3paboTKy, MepecmoTp, YTBEPXAEHME U pacrnpefesieHne NHCTPYKLND
no nNpPOM3BOACTBY MPOMEXYTOYHOM npoaykumm wnm oC B COOTBETCTBUN C
YTBEPXAEHHOW Npouenypoii;

6) (2) npoussoacTBo ®C M NpM HEOOXOAUMOCTWU MPOMEXYTOUHOW NPOAYKUMN B
COOTBETCTBUN C 3apaHee YTBEPXKAEHHbIMW MHCTPYKUVSMU;

B) (3) paccmoTpeHue Bcex 3anuceil Mo NpPOoM3BOACTBY CEpUU MPOAYKLUUK 7
NnoATBEPXAEHNE MOMHOTH MX 3anoSIHEHUS U MOAMUCAHNA;

r) (4) obecneyveHne ob6A3aTeNILHONO AOKYMEHTUPOBAHUSA BCEX OTK/IOHEHW OT
npowuecca npou3BoACTBa M NPOBEAEHUS UX OLEHKWU, a TaKxe paccrefoBaHusi BcexX
KPUTUYECKUX OTK/IOHEHU N AOKYMEHTa/IbHOrO OPOPMIEHUS MNOSYYEHHbLIX BbIBOAOB;

n0) (5) o6ecneyeHne YMCTOTH MPOM3BOACTBEHHbLIX MOMELEHNIA 7 npwu
HEeo6XoANMOCTUN UX Ae3NHPEKUNU;

e) (6) obecneyeHne BLHIMOSHEHMA HEOOXOAMMBIX Ka/IMOPOBOK, a  Takxe
BeAEHUS U XpaHeHus 3anuceii;

X) (7) obecrneuyeHne ob6CnyxmBaHUs MOMEWEHMA KU obopyAoBaHUsi, a  TakKxe
BEAEHUS N XPaHEHUs 3anuceii;

3) (8) obecneyveHne MPOBEPKU M cCOrsacoBaHMSA MPOTOKOMIOB Bangauuu 7
OTYEeTOB;

n) (9) oueHkKy npegnaraemblXx U3MEHEHWI B OTHOWEHMM NpPoAyKUuM, Mpouecca
UM o06opyAoBaHuA ;

K) (10) ob6ecrieyeHve KBanupukaumMm HOBbLIX W NpuU Heob6xoaAnMoCTH
MOAEPHN3VPOBAaHHbLIX MOMEWEHWA U 060pyA0BaHUS .

BHyTpeHHne ayauTbl (camomHcnekuymsa) (2.5)
305. (2.50) [Ana noaTBepxAeHUst COOTBETCTBUA nponssoacTtea ¢C

TpeboBaHMsIM HacToswmx paBun Npou3BoaMTENb [O/KEH PErynsipHO  MPOBOAUTHL
BHYTPEHHWE ayAuTbl COr/laCHO YTBEPXAEHHOMY rpajguKy .

306. (2.51) PesynbTaThl BHYTpPEHHEr O aygnta wu nocnepymume
KOppeKTupywlMe AeNCTBMS HEeoOGXOAMMO AOKYMEHTa/lbHO O(OopMASTb U A0BOAUTL A0
CBeflEeHNs1  PYKOBOASWEro  nepcoHana npon3BoANTESS . CornacoBaHHble

KOppeKTupyluMe AeNCTBUS O0MKHb OCYUECTBAATLCS CBOEBPEMEHHO U 3(PPEKTUBHO.
0630p KauvecTBa npoagykummn (2.6)

307. (2.60) Ona noAaTBepxAeHUs TMNOCTOSAHCTBa rpouecca nponsBoacTBa
HEe0b6XoanMO perynsapHoO MpoBoAUTL 0630p KadecTBa ¢C. Takue 0630pbI KayecTBa
OOMKHBI MPOBOAUTLCHA, KakK MNpaBuio, eXerogHo C nocnenywuwuuMm  AOKYMEHTasIbHbIM
odopmneHnem. OHM AO/MKHBI BKAWYATb B cebsi, MO KpaliHell mepe, cnegywuee:

0630p pe3ynbTaToB KOHTPO/SSA B MNpoLecce MNpPOM3BOACTBA MO  KPUTUYECKUM
TOoYKaM M ucneiTaHnin ®C NO KPUTUYECKUM MNapameTpam;

0630p BCeX cepuii, He COOTBETCTBYWWUX YTBEPXAEHHLIM CheunpruKaymsam;

0630p BCEX KPUTUYECKUX OTKIIOHEHWU WM HECOOTBETCTBUI U CBA3@HHLIX  C
HMMW paccnefoBaHuii;

0630p NOLIX WN3MEHEHWA, BHECEHHbIX B TMPOUECCH WAW  aHaIMTUYeCcKune
METOANKW ;

0630p pe3ynbTaToB MNporpavMmbl U3y4YeHUs CTabWIbHOCTU;

0630p BCex BO3BpaToOB, NPETEH3UN M OT3bIBOB, CBA3aHHLIX C KayeCTBOM;

0630p AOCTATOYHOCTM KOPPEKTUPYWINX AEACTBUIA.

308. (2.61) Heobxoammo aHa/IM3MpoBaTb pe3y/ibTaThl YKalaHHOro obt3opa u
oueHuBaTb, CrepyeT M NpeanpuvHUMaTb KOppeKTupywuee AeiicTBME WM MPOBOAUTb
NOBTOpPHYKW Banugauui. OB60CHOBaHME HEOO6XOAVUMOCTM TaKoro  KOpPPEeKTupywuwero
aencTeusi OO/TKHO ObITb OhOpM/IEHO  AOKYMEHTa/IbHO. CornacoBaHHble
KOppeKTUpyWmne [enCTBUSA [O/MKHbI OCYWECTBAATLCA CBOEBPEMEHHO UM IPPEKTMBHO.

MepcoHan (3)
Ksanmdukaums nepcoHana (3.1)
309. (3.10) nNpousBoaNTENb [O/XEH WMETb AOCTaTo4dHoe KO/INYEeCTBO
nepcoHana, MMelwero cooTBETCTBYyWLee obpa3oBaHue, NoAroTtoBky n (Mnu) onbiT

paboTbl An18 OCYWeCTB/IEHMS MPOM3BOACTBA MPOMEXYTOYHOW npoaykuum u  oC, a
Takke Haj3opa 3a VX NPON3BOACTBOM.



310. (3.11) 0O6sA3aHHOCTWM BCEro nepcoHasla, 3aHATOro B npon3BoacTBe
NPOMEXYTOUHOM npoayKumum n ®C, [O0SXHbI ObITb TOYHO OonpefeneHbl U U3/I0KEHb B
NUCbMEHHOW dopme.

311. (3.12) MNpousBoanTENb [AO/MKEH PErynsipHO MpoBOAUTb  0OOyd4eHue
nepcoHana C MpuB/IEYEHNEM KBaUIMPULMPOBAHHLIX CMeunaucTtoB Mo  BoMpocam,
CBSI3aHHbIM C KOHKPETHLIMU OnepaunsiMi, BbINOMHSEMbIMA PabOTHUKOM, a TaKke C
Tpe6oBaHMAMN HacTosuux [paBun, WMENWMMA OTHOWEHWE K  (YHKUMOHASIbHbIM
0653aHHOCTSAM paboTHMKa. HeobxogumMo BECTW 3anucu no 06ydeHu u NpPoBOANTb
NepuoanyecKyi OLEHKY OOy4YeHus .

MirueHa nepcoHana (3.2)

312. (3.20) MepcoHan ponxeH cobrofaTb CaHUTapHbe npasuna.

313. (3.21). lepcoHan [O/MKEH HOCUTb UUCTYW, COOTBETCTBYWUY  €ro
NPOV3BOACTBEHHON [AEeATEeNbLHOCTU OAeXAy, KOTOPY Npu Heob6xoAuMoCTu cnepyeT
MEHATb. [NA 3awuTbl NPOMEXYTOYHOW MNpoAyKuum u  O®C OT KOHTamMmHauum npwu
HEO6XoAMMOCTU AO/MKHA WCMO/b30BaTbCA AOMNOJHUTENbHAA 3awuTHas — ogexga,
3aKpbiBawWyw rosioBy, /NU0, PYKU U KUCTU pPyK.

314. (3.22) MepcoHan gomxkeH nlberaTb HENOCPeACTBEHHOrO0 KOHTakKTa C
NPOMEXyTOYHOMN npoaykuuen mnm ¢C.

315. (3.23) KypeHue, npuem nuum, nNUTbe, XeBaHWe N XpaHeHune nuLeBbIX
NPOAYKTOB [AOMyCKawTCs TO/AbKO B cheyMasibHO npegHa3HauyeHHbIX 30Hax,
OTAENEHHbIX OT MPOU3BOACTBEHHLIX 30H.

316. (3.24) Mpun HaMMuMn y PaBbOTHUKOB MHPEKLUMOHHLIX 3aboneBaHuii 1Y
OTKPbLITLIX MOBPEXAEHUM Ha He3awMWeHHbIX YyyacTKax [OBEpPXHOCTW Tena  Takue
pPaboTHUKM AO/MKHbl ObITb OTCTPaHEHb OT y4yacTusa B paboTe, MOCKOJ/IbKY MpU 3TOM
KadyecTBo ®C nogBepraetcs pucKy. Jlwboro paboTHMKA C  SIBHbIMK npM3HaKamu
3a60/1eBaHNA UM OTKPLITBIMMA NOBpexaeHusmn kKoxu (No pesysnbTaTtaMm MeguuMHCKOro
obcnegoBaHusa  waM  HabnwaeHunst) HeobxoauMo OTCTpaHUTb  OT pa6oT, npu
BbIMO/IHEHUN KOTOPbLIX COCTOSIHME €ero 340pPOBbsA MOXeT okKa3aTb  HebnaronpuatTHoe
BO3jelicTBMe Ha KayecTBO ®C, [0 BbI34OPOB/EHUS WM MOAYyYEHUs MEeAULMHCKOro
3aK/ildeHMd O TOM, 4TO Yy4yacTue 3Toro paboTHuMKa B Nnpon3BOACTBE He
npeacrtaBnseT pucka gna 6esonacHocTuM mnm KadectBa OC.

KoHcynbTaHTh (3.3)

317. (3.30) KoHcynbTaHTh MO BoOMpocam MpoM3BOACTBa WU KOHTpoO/iA
NPOMEXYyTO4YHOM NpoayKumMm mnun ¢C [O/MkHb MMEeTb COOTBETCTBYWWeEe o6pa3oBaHue,
noAroToOBKY M OMNbIT paboTel wamM nwboe ux codveTaHve Ans TOro, 4To6bI
KOHCY/IbTUpPOBaTbL MO BOMpoOcam, A1 PeWeHnsa KOTOPbLIX WX Npuriacunu.

318. (3-31) Heobxoammo BecTW 3anucu C ykKasaHuem damuanu, umeHn,
oTyecTBa (NpYM Ha/MuuK), agpeca U KBa/MUKauuM KOHCY/IbTAHTOB, a TakKxe Tuna
npefocTasB/iIgeMbIX UMW YCAYT .

3paHus u nomeuweHuna (4)
MpoekTupoBaHne n crtpoutesibcTtBo (4.1)

319. (4.10) 3paHuss M TMOMELWEHUsA, WCNOMb3yeMbie npu Nnpon3BoACTBE
NPOMEXYTOYHOM npogykumum n ¢C, HeobxoguMmo pacnonaratb, [MPOEKTUpoBaTb MU
KOHCTpyMpoBaTb TakuMM 06pa3om, 4YTOO6bl 06ecneynTb BO3MOXHOCTb WX  OYUCTKM,
obcnyxmBaHnsas ©n  (YHKUMOHWPOBaHUA B COOTBETCTBMW C TUMNOM W cTagwueii
npomssoAcTBa. [lOMeweHnsa [O/IKHbI MPOEKTUPOBaTbLCA Takum obpas3om, YTOObI
CBECTW K MUHMMYMY BO3MOXHYK KOHTaMmuHauuio. Ecnv ycTaHoBneHb cneuupukaumum B
OTHOWEHUN MUKPOOBMOMIOrMYEeCKUX nokKasaTenieil NpoMexyToyHOW npoaykumm wunm oC,
nomeleHna HeobXoauMO MPOEeKTUPOoBaTb TakuMM 06pa3om, 4YTOO6b Mo BO3MOXHOCTMU
OrpaHnyYnNTb PUCK HexenaTesibHOW MUKPOOHOW KOHTaMmHauuu.

320. (4.11) 3paHnA N noMelweHUsa AO/MKHbl ObiTb  AOCTaTO4YHO MPOCTOPHbLIMU
ONA  NpaBWIbLHOINO  PacnosIOKEHUA 060py[oBaHUA, XpaHeHus U nepemveleHus
mMaTepuanos, 4YTOOb MpefoTBpaTUTb NepenyTbiBaHWe U KOHTaMUHaLMIo -

321. (4.12) Ecnu obopypoBaHne (HanpuMmep, 3akpbiTble WA U30/IMPOBaHHbLIEe
cucTembl) obecrneumBaeT HafeXHyKW 3aWuUTy MaTepuasioB, TO OHO MOXeT  ObiTb
pacnosioxeHo BHE MNOMELEeHUS .

322. (4.13) MMepemelieHne maTepuasioB U NepeaBUXEHME MNepcoHasia B 34aHun



N NOMEWEHUAX [OOSKHbI ObiTb NpefyCcMOTPeHsl TakuMm ob6pa3oMm, 4YTOoOb npesoTBpaTuTb
nepenyTbiBaHNE N KOHTaMMHaLUuio .

323. (4.14) [omkHbl 6GbiTb onpefeneHsl KOHKPETHble 30Hbl  Un apyrne
CUCTEMbl KOHTPONA A/1A Crefylmx onepauuii:

npuemka, uaeHTUpukKaums, oTbop nNpob M KapaHTMH NOCTynawwux MaTepuasnos
00 Bblgayn paspelweHns Ha MCMNoNb30BaHWe WM A0 OTK/IOHEHUS ;

XpaHeHne TMpoMexXyTO4YHOol npogykuMm wn ¢C B KapaHTuUHe [0 Bblgayu
paspelweHns Ha BbiNYCK WM [0 OTK/IOHEHUS;

OTOOp NPO6 MNPOMEXyTOYHOW npoayKumn mn oC;

XpaHeHne OTKJ/IOHEHHbIX MCXOLHOr0 ChipbsA M YNaKOBOYHLIX MaTepuasioB [0
n3basneHnss oT Hux (Hanpumep, BO3BpaTa, MNOBTOPHOW 06paboTKN Unu
YHUUTOXEHUS) ;

XpaHeHne maTepuasioB, KOTOpble pa3peleHsl K MCMOob30BaHuIo;

TEeXHOo/IorM4yeckKue ornepauuu;

ornepauuun rno ynakoBKe N MapKNpPOBKE;

nposefeHne nabopaTopHbIX aHaIN30B.

324. (4.15) MpousBoguTesib AO/MKEH NpefycMOTpeTb Hanmuue HEe06X0ANMbIX
noveweHnn Ans NoAroToBKM nepcoHana (B 4YacTHOCTU, [ANA  MbiTbs pyK) un
TyaneTHbIX KOMHaT B AOCTaTOYHOM KO/MYecTBE U NojaepxvmBaTb B HUX 4ucTOTy. K
HUM [O/XHa ObiTb MnogBefeHa ropsyasd u XosogHas Bofa, AO0/MKHbl OblTb B HamMuuu
MbJIO WMAW  MHOE MOKWee CpeacTBO, BO3AYylWHbE CYWWIKA WAKM  OAHOpa30Bble
NnosoTeHUa. YMbIBa/IbHUKM W TyasieTHble KOMHaTbl  [AO/IKHbl  ObiTb oTAeNneHs oT
NPOM3BOACTBEHHbLIX 30H, HO NI€rKOAOCTYMHbI. [o/MKHO ObiTb 0b6ecneyeHO  Hauuue
noMeleHnin s nepeogeBaHNs U MpyY HeO6XOAMMOCTU ANA NPUHATUA ayla.

325. (4.16) labopaTopHbie 30Hbl, MEecTa BbIMOSIHEHUA NabopaTOpHbLIX pa6oT
peKoOMeHAyeTCA OTAeNsATb OT MPOM3BOACTBEHHLIX 30H. HekoTopble  nlabopaTopHble
30Hbl, B 4YaCTHOCTW, 30Hbl, WCNOMb3YyeMble [ANA KOHTPOAA B npouecce
NpPoM3BOACTBA, MOXHO pa3melaTb B MPOU3BOACTBEHHbLIX 30HaxX MpW ycroBuu, yTOo
ornepauun TEXHONOrMYeCcKOoro rnpouecca He okKasbiBawT Heb/1aronpusaTHOro B/IMSAHUA
Ha TOYHOCTb /1abopaTOpHbLIX N3MEPEHU, a nabopaTopHble pPaboTbl He OKa3biBawT
He61aronpuATHOro BO34EWCTBUA Ha TEXHOMOrM4eckuii  npouecc, NPOMEXYTOUHYI0
npoaykumwo unu ¢C.

VHxeHepHble cuctembl (4.2)

326. (4.20) Bce wuHXeHepHble CUCTEMbl, KOTOpble MOryT MoOBNUATL Ha
KayecTBO npogykummn (Hanpumep, CUCTeMbl obecrnedyeHusa napom, rasavu, cxaTbiM
BO34YyXOM, a TaKXe CWUCTeMbl HarpeBaHWsl, BEHTWIAUUU W KOHANLMOHVPOBAaHNA
BO34yXa), [AOO0/DKHbl MPONTU KBasMhMKaumiw. Heobxoaumo COOTBETCTBYWUMM 0O6pa3oMm
KOHTpO/AMpoBaTb MX paboTy M npeanpuHUMaTb Mepbl, €CAM MNpPeBblleHbl A0MyCTUMbe
npegessl KOHTPO/MPYeMbIX napameTpos. [lpou3BoauTesib OO/KEH WUMETH B HaIMuum
YepTeXn 3TUX MHXEHEPHbLIX CUCTEM.

327. (4.21) Mpwn HeobxoANMoCTH cnepyet npegycmatTpuBaTtb
COOTBETCTBYWWNE CUCTEMbl BEHTUAAUMN 1 QUNbTPaLMM BO3AyXa, a TakkKe BbITSXHble
yCcTpoiicTBa. 3TU CUCTEeMbl [OSIKHbl  ObiTb  CMNPOEKTUPOBaHb " CKOHCTPYMpPOBaH
TakvMm 06pa3om, 4YTOO6bl CBECTU K MUHUMYMY PUCK KOHTamuHauuu wu nepeKpecTHO
KOHTamyHauum. OHM Takxe [O0/MKHbl 6biITb cHabxeHbl ob6opyadoBaHveM AN KOHTpOnA
OaBneHus BO34yxa, HaMunma MuKpoopraHu3moB (ecnu  3To HeobxoanmMo) ,
3anbIeHHOCTN, BJIXHOCTU M TemnepaTtypbl, eciM  3To TpebyeTcsa [AnA  AaHHOWN
cTagnn npousBoacTBa. Ocoboe BHMMaHve crnepyeT yAenAaTb 30HaM, B KOTOpbX ¢C
noaBeprawnTcs BO34ENCTBMI0 OKpyXallwein npon3BOLACTBEHHOWN cpepbl.

328. (4.22) B NpOM3BOACTBEHHbLIX MOMEWEHUAX C peuupKynisuunen BO34yxa
crnepyeT npegycMOTpeTb Mepbl MO NpefoTBpaweHuio  pucka KOHTamMHauum u
NnepeKpecTHOM KOHTamMuHauum .

329. (4.23) CrauymoHapHble TpybonpoBoasl cneayeT  OO/DKHbIM obpasom
naeHTupnuupoBaTb. 3TO MOXeT ObiTb CAeNaHO C MOMOWbK MapKUPOBKM OTAE/bHbIX
TpybonpoBoAoB, COOTBETCTBYyWlWElN JAOKyMeHTauuu, cuUCcTeMm KOMMbITEPHOr 0
KOHTPONA WAW UHbIMKM cnocobamun. Tpy6onpoBoas criegyeT pacnonarartb  Takum
06pa3omM, 4YTO6LH M36exaTb pPUCKa KOHTaMMHaUUM MPOMEXYTOYHOW npoayKuum nnu
oC.

330. (4.24) CraumoHapHble TpyoonpoBoOAsl AO/MKHb UMETb COOTBETCTBYWlMe
pa3mepbl U ObITb CHabXeHbl CUCTEMO BO3AYWHOro 3aTBopa wu, ecnu aTo
Heo6xoAnMo, YCTPOWCTBOM ANA npefoTBpaleHna 06paTHOro noToka.



Boga (4.3)

331. (4.30) Bopa, wucnonb3yemas B npon3ssoacTBe oC, ponxHa
COOTBETCTBOBaTbL NnpegnosiaraeMomy HasHadeHuw. CobnwgeHve faHHOro TpebosBaHWA
OO/MKHO ObiITb NOATBEPXAEHO MNogpasfesieHneM KavecTsa

332. (4.31) KauecTBO BOAbl, WUCMNOMb3YyEMOW B MPOM3BOACTBEHHOM Mpouecce,
OO/MKHO COOTBETCTBOBaTb TpPeboBaHMAM HOPMaTMBHbLIX MPaBOBbLIX aKTOB Poccuiickoii
depepaunm, npenbsiBAAEMbM K KaydecTBY MUTbLEBOW BOAbI-

333. (4.32) Ecnu pna obecneuveHust kadectBa O®C XapaKTepUCTUK MNUTbLEBOMN
BOAbl HEAOCTaTOYHO U Heobxoaumbl 6osniee XecTKue TpeboBaHMA K XUMUYECKUM  W”
() MUKPOBMONMOrUYECKUM XapaKTepUCTUKaM BOAbl, AO/KHb  ObITb paspaboTaHs!
COOTBETCTBYWWNE cneumpmnkaumm Ha BoAy MO (U3MYECKUM CBOWCTBaM, XVMUYECKUM
cBolicTBaMm, OOWeMy 4MC/ly MUKPOOPraHM3MOB, HEAOMYCTUMbIM MMKPOOpPraHm3Mam wu
(wnn) copgepxaHuio 3HAOTOKCMHOB B BOAE.

334. (4.33) Ecnm npoumsBoguTenb nogsepraeT Boay, ncnonb3yemyw B
npoM3BOACTBE, CheuuasibHOW o06paboTke And  AOCTUXEHUS onpegeneHHoro
KayecTBa, TO npouecc 06paboTKM [O/KEH MPONTU Bamgauui M ero  Heob6Xxoaumo
KOHTPO/MPOBaTb C YYEeTOM YCTAaHOBJIEHHbLIX Mpeaenos.

335. (4.34) Ecnn npousBoguTenb HecTepwibHoin ¢C HamepeBaeTcs
MCNosb30BaTb CBOW NPOAYKUMK AN NOocfedywwero nponssBoacTBa  CTEPUIbHOIO
NleKapCTBEHHOr 0 npenapata WM yTBepxgaeT, UYTO ero npoaykuus npurogHa  ons
Nnosly4eHns CTepuIbHOINO /IeKapCTBEHHOrO npenapaTta, TO BoAa, WMCNOMb3yemas Ha
nocnegHnx cTaausax BblA€NEHUS U OYUCTKU, [AO/KHA NoABEepraTbCA MOHUTOPUHIY U
KOHTPO/MPOBaTbCA B OTHOWEHMM  oblero KonuyecTsa MUKPOOPraHW3MOB,
HefoNMyCTUMLIX MUKPOOPraHN3MOB M 3HAOTOKCUHOB .

PazgeneHve 30H (4.4)

336. (4.40) [lpon3BOACTBO MNpPOAYKLUMM C  BbICOKOM ceHcmnonnuaunpytuweri

aKTMBHOCTbI, TaKoii KaK MeHUUWINMHe uin  uedasioCnopuHbl, Heo6xoanmo
OCYWECTB/SAITb B CMeunanbHO BblAENEHHbBIX MPOU3BOACTBEHHbLIX 30HaX, KoTopble
MOryT BK/MaTb TMOMeWeHusi, o6opyaoBaHne Ans o6paboTKu BO34yxa

TexHonorndeckoe obopyaoBaHue .

337. (4.41) CneumanbHO BblAE€NEHHbIE MPON3BOACTBEHHbLIE 30HbI AO/KHbI ObITb
NnpeaycMOTpPEHbl Takke ANs BeWwecTB C UHpUUMpywowMMM CBOMCTBaMu, C BbICOKO/A
(apMakosiormyeckoii akKTUBHOCTbK WM  TOKCUMYHOCTbK  (Hanpuwvep, HeKoTopble
cTepouapl UM UMTOTOKCUYECKME MPOTUBOOMYXOMNEBbIE CPeACcTBa) 3a  MCK/WUYEHMEM
Tex CcfyvyaeB, KoOrga yCTaHOB/IEHb M OCYWECTBASWTCA BaMAMPOBaHHbIE Npoueaypb
nHakTuBaumm n (UNnN) OYUUCTKMN.

338. (4.42) MpousBoauTenb AOMKEH pa3paboTaTb U BBEeCTM B  AelcCTBuE
Mepbl, HeobGxoauMmble ANs NPefoTBpaleHUs NePeKPEeCTHOW KOHTaMMHauuMM CO CTOPOHLI
nepcoHana, a TakKke WUCXOAHOro Chipbsi, YMNaKOBOUHbIX MaTepuasioB, MNPOMEXyTOYHON
npoaykKumn, o060pyaoBaHMsA W MHbIX NPeaMeTOB, MNepeMellanumxcsa U3  ofHol
Bbl4€/IEHHON 30HbL B OPYryi0.

339. (4.43) Jwbble TexHonoruvdeckue onepaunn (BK/KYas B3BeWnBaHue,
pasmon uUnu ynakoBKYy) C BbICOKOTOKCUYHbIMA HedapmaueBTUUYECKUMU BellecTBamu,
TakuMM Kak repouumgpl U nectuuuas, He [ONycKaeTCcss NpoBOAUTb B TeX xe
3pgaHuax n1 (UAn) Ha TOM Xe o060pyAoBaHMM, KOTOpble ncnonb3ywTcs ans
npousBoacTBa ¢®C. PaboTa C TakKMMM BbICOKOTOKCUMYHLIMW  HefapMmaueBTUYeCKUMU
BelecTBaMn U MX XPaHEeHWEe [AO/MKHbI OCYLWEeCTBAATLCA OTAeNbHO OT OC.

OcselleHve (4.5)

340. (4.50) Bo Bcex 30Hax [AO/MKHO OblTb O06ecneyeHo  OCBeELlEHMUE,
Heob6xoaMMoe AN TOro, 4To6bl MPOBOAUTL OYUCTKY, TEXHUYECKOEe 06CnyxuMBaHue u
Haj/iexauee BbiMO/IHEHME Onepavlwii.

Ctoku n orxopasl (4.6)

341. (4.60) CTtokM, OTXoAbl U Apyrme oTpaboTaHHble mMaTepuanbs (Hanpumep,
TBepAple, XugKue M rasoobpasHoie No6OYHbIe MPOAYKTH MPOU3BOACTBA) BHYTPU U
CHapyxu 3faHuii, a TaKkke Ha HenocpeAcTBEHHO nNpuierawueii  TepputTopun
HeobxoAMMO CBOEBPEMEHHO ypansTb, ob6ecneumBasi 6e3onacHoCTb WM cobnwgas
caHuTapHble npaBuna. KoHTenHepb gna mycopa u (UAK) CTOYHbe TPyObl  AOKHbI



6bITb YETKO MPOMapKUPOBaHbI .
CaHnTapHaa o6paboTka M TexHuyeckoe obcnyxuBaHne (4.7)

342. (4.70) 3paHuA, uWCnonb3yemble Npuv NPOU3BOACTBE NPOMEXYTOUYHOMN
npoaykumm n ¢C, Heob6xoaMMO Haznexawum obpa3oMm o06CnyxuBaTb, PEMOHTMPOBATb
N cofjepxaTb B 4NCTOTE.

343. (4.71) MpousBoauTesib AO/MKEeH pa3paboTaTb AOKYMEHTbH, onpejensioume
OTBETCTBEHHOCTb 3a NpoBefAeHne caHuTapHoli 06paboTKM, B KOTOPLIX npuBeneHb!
rpapukn NpoBefeHns OUUCTKK, NepeyuncsieHsl MeTofpl, obopyAoBaHve W MaTepualsl,
NCNOMb3yeMble MPU OUUCTKE 34aHuii N NOMEeWeHUN -

344. (4.72) Mpn HeobXooMMOCTU O19 TOro, 4YTOOGb U36exaTb KOoHTammHauum
obopynoBaH/sA, UCXOAHOMO CbhipbS, YNAKOBOYHLIX MarepuasioB M MaTepuanos  Ans
MapKMPOBKW, MPOMEXYTOUYHON npoaykKuum n ®C, [O/MKHb ObITb Takke  pa3paboTaHs
npoueaypel Mo WCNOSbL30BaHUK CPeacTB MNPOTUB  PbI3YHOB, NHCEKTNUNA0B,
QyHrMunaoBs, (yMUraHTOB WU CPEACTB OYUCTKU M Ae3uHpekumn OC.

TexHonorunyeckoe o6opyaosaHue (5)
MpoekTupoBaHne n moHTax (5.1)

345. (5.10) O6opynoBaHue, ncnosnb3lyemoe npwm npou3BoAcCTBe
NPOMeXyTO4YHOlM npoaykumm n ®C, AOMKHO MMETb COOTBETCTBYWWYKW  KOHCTPYKLUMIO,
COOTBETCTBYWWNE pa3Mepbl M pacnosiaratbCA B COOTBETCTBUM CO  CBOUM
HasHayeHneMm M TakuMm o6pa3omMm, 4YTOOb NMEepcoHas MOr OCYWeCTBAATb  OUYUCTKY,
ne3nHpekuuio  (Npy  HEOBXOAMMOCTU) U TeXHUYecKoe obcnyxuBaHue aToro
ob6opynoBaHuA .

346. (56.11) MNMoBepxHOCTU o0b6OpynOBaHUS, KOHTaKTupylumMe cC MCXO4HbIM
CbipbEM, MNPOMEXYTOYHbIMA NpoAayKTamn wuam ®C, He [OOMKHb B/MATL Ha  KayecTBO
NPOMEXYTOUHbLIX MPOAYKTOB N ®C M N3MEHATb WX XapakKTepucTuKum 3a  npegess
[ONYCTUMbIX 3HAYEHWU, YCTaHOBNEHHbIX B Chneunpnkaumsx.

347. (6.12) TexHonoruyeckoe ob6opyaoBaHMe Heo6XoAMMO ncnosnb30BaTb
TONbKO B npegenax paboumMx Anana3OHOB, YCTAHOBMEHHbIX MPU KBaMUKaLum .

348. (56.13) OcHoBHOe ob6opyaoBaHue (Hanpumep, pPeakTopbl, EMKOCTU ons
XpaHeHust) W CcTauMoHapHble TexXHO/IOrMyeckue  NINHUKU, ncnosnb3yemsie B
NPOM3BOACTBE MPOMEXYTOYHON npoayKumn wnam ¢®C, A0MKHb 6bITb COOTBETCTBYWLWUM
06pa3oM NAEHTUPULNPOBAHSI .

349. (5.14) Jwbble BelecTBa, HeobxoauMble AN1A (PYHKUMOHNPOBaHUS
obopyfoBaHVA, TakuMe KakK CMa3Ku, XUAKOCTU AN HarpeBa Wnu xnafareHThl, He
OO/MKHbl KOHTaKTUpOBaTb C MNPOMEXyTO4YHOIi npoaykuven wunam oC, 4TOOLI He
M3MEHATb WUX KadecTBO. [lpom3BoauTeslb [AO/MKEH MPOBECTU OUEHKY  J06bIX
OTK/IOHEeHUI/ A OT 3Toro TpeboBaHus, 4TO6H YybeanTbCs, UTO OTCyTCTBYEeT
He6naronpuaTHOe BO34eliCTBME 3TMX MaTepuasioB, BAUAKWEe Ha  MNPUrogHoOCTb
NPOMEXYTOUHOM npogykumein nnu ¢C Ana 1UCrnofnb3oBaHWA. Tam rge 3To BO3MOXHO,
OOJDKHBI  MCMNONb30BaTbCA CMa3kKu U Mmacna, npegHasHadeHHble AN nuieBo

NMPOMBILL/TIEHHOCTW .
350. (5.15) Bo Bcex cny4dasax, Korga 3To MPUMEHUMO, [OOJIKHO
NCMONb30BaTbCA 3aKpbiTOe WM repmMeTUYHO 3aKpbiBawlweecd o060pypoBaHue. Mpwn

MCNO/Ib30BaHNUM OTKPLITOro O60pYyAOBaHNA WX €ro OTKPbITUM HEOOXOAUMO MPUHATb
Mepbl NPefoCTOPOXHOCTU, YTOObI CBECTUM K MUHUMYMY PUCK KOHTamMuMHauuw .

351. (56.16) Y npousBoaUTENs AO/MKEH UMETbLCA B  Ha/nymu aKTyaslbHbIi
KOMM/IEKT 4YepTexel UCMnonb3yeMoro obopyaoBaHus, a Takke KPUTUYECKUX CUCTEM
06BA3KN (Hanpumep, KOHTPONbHO-U3MEPUTESIbHbIX nNpubopos, BCroMorarte/sibHbIX
CUCTEM) .

TexHu4eckoe obcnyxmBaHue v oudncTka obdopypoBaHusa (5.2)

352. (5.20) MpopunakTnyeckoe TexHuyeckoe obcrnyxmBaHue  060pyaoBaHUA

Heo6XxoAuMO MPOBOAUTL B COOTBETCTBUN C  YTBEPXAEHHbLIMU rpagukamm u
npoueaypamv, B KOTOPbIX AO/XHA 6bITb onpefesieHa OTBETCTBEHHOCTb 3a ux
npoBefeHne .

353. (56.21) MpousBoguTesib AOMXEH pa3paboTaTb WHCTPYKUUU MO OUNCTKE
obopynoBaHnA 1 nocnegywlemy MofyYeHU paspeleHns Ha ero ucnosib30BaHne npu
NPOV3BOACTBE MMPOMEXYTOYHON npoayKuun n OC. Mpouenypbl OUYUCTKU [O/IKHbI ObITb



onvcaHsl JOCTaTOYHO NOoAPO6HO, 4YTO6L OnepaTopbl MOr/iM  MNPOBOAUTbE  OYUCTKY
ob6opyaoBaHuAa 160ro Tvna BOCMPOU3BOAUMBIM U 3PPEKTUBHLIM  CNOCOOBOM. 3TN
npoueaypbl AO/MKHbl BK/IOYATD :

YCTaHOoBJ/IEHNEe OTBETCTBEHHOCTU 3a O4YUCTKY 060py[oBaHuA;

rpadukn o4YmcTKu, BKYas (Npn  HeobxoaMMocTn)  rpadhukun CaHuTapHoMn
06paboTKN;

nosiHoe onucaHve MeTOA4OB W MaTepuasioB, BK/KYas MPUroTOB/EHWE CPeacTB,
MCNOMb3YyeMbIX ANA OUUCTKM 060pyAoBaHUs ;

MHCTPYKUUM no pa3bopke n cbopke kKaxgon (Npun HeobxoaMmocTun) eauHnLbI
obopyaoBaHusa ansi obecrnevyeHnsa Hagnexalilem OYUCTKU;

WHCTPYKLUN MO yAANeHW0 MapKUpPOBKW nNpeabiaylen cepun;

MHCTPYKLMN MO 3awuTe 4McToro obopygoBaHuMA OT KOHTamuHauuv nepej ero
NCNO/Ib30BaHNEM ;

Nnopsiflok NPOBEPKN UYMCTOTb 060pYyAOBaHWUA HEMNOCPeACTBEHHO nMepej  ero
MCNO/Ib30BaHNEM, €CNU 3TO MNPaKTUYECKU OCYWECTBUMO;

ycTaHoBneHne (Korga npuMMEHWMO) MaKCUMaUIbHOrO TMPOMEXyTKa  BpemeHu
Mexay OKOHYaHMeM npouecca WU O4YUCTKOM 0bopynoBaHuA .

354. (5.22) O06opygoBaHve U MPUHALNEXHOCTU  [AOSIKHbI ounaTtbcA,
XPaHUTbCA M NpU  HEO6XoAMMOCTM MoAaBepraTbCA CaHuTapHoii o06paboTke wnu
CTepnIn3oBaTbCA /19 NPejoTBpaleHns KOHTaMuHauMm unu nepeHoca  martepuana,
KOTOpble MOFYT M3MEHUTb KayecTBO MPOMEXYyTO4YHOlM npoaykuum m OC 3a npegesns,
YCTaHOBJ/IEHHbE B chneunhukaumnsax.

355. (6.23) Ona ob6opypoBaHua, nNpegHa3HayYeHHOro Ans HEenpepsLIBHOIO
TEXHOMIOrM4yecKoro  npouecca  wiu ans npov3BoAcTBa KamnaHusamm
(NpoV3BOACTBEHHLIMM  LUMKAAMW) MNOCMefoBaTe/IbHbIX Cepuii  OgHOW U TO Xe
NPOMEXYTOYHOM MNpOoAYKUMM WA OJHOW n Toh xe ¢®C, HeobxoAumMo  MNpPOBOAMTbL
OUYNCTKY 4epe3 onpepfefieHHble MPOMexXyTKW BpemMeHW BO u3bexaHue HaKonneHus 7
nepeHoca KOHTamnHaHTOB (Hanpuvmep, NPOAYKTOB Pa3/I0KEeHUs WM HenonycTUMOro
Ko/imyecTBa MUKPOOPIraHM3MOB) -

356. (6.24) O0O6opyagoBaHue, WuWCNOAb3yemMoe ANnsi MNpoM3BOACTBa  Pas3HbiX
MaTepuanoB, [AO/KHO O4MWLATLCA B MPOMEXyTKax Mexay WX CMEeHOW BO  nlbexaHue
nepeKpecTHOl KOHTamMuHaumm .

357. (56.25) MpousBoguTesib AO/XEH YCTaHOBUTb U OOOCHOBAaTb KpuTtepumn
NPUemMsIEMOCTM B OTHOWEHMN OCTaTKOB, a TakKke OCYWeCTBUTb M 0O0CHOBaTb BblOOP
npouesyp OYMCTKM U MOKWWWUX CPeacTB.

358. (5.26) O06opygoBaHMe [O/MKHO ObITb COOTBETCTBYHOWMM ob6pasom
NPOMapKMpoBaHO B OTHOWEHUN €ero COAEPXMMOro N COCTOSAHUS YUCTOTbI.

Kannépoeka (5.3)

359. (56.30) KanubpoBKY KOHTPO/IbHO-U3MEPUTENILHOIO U aHa/IMTNYeCcKoro
obopynosaHua (B TOM yucne BecoB, MNpubOPoOB A9 MOHUTOPUHra), nvewwero
KpUTMYeCKoe 3HadeHue and obecrneveHus KavyecTBa MPOMEXYTOYHOW MpoAyKuuM Wam
®C, Heob6xoAMMO NPOBOANTL B COOTBETCTBUN C YTBEPXAEHHbLIMW  WHCTPYKUUAMU "
YCTaHOBJ/IEHHbLIM TPapUKOM .

360. (5.31) KanubpoBka p[o/mxHa MNPOBOANTLCS c MCMoJ/ib30BaHNEM
COOTBETCTBYWIWMX CEPTUHINLMPOBAHHLIX CTaHAapToB Wan COMNoCTaBMMOro co
cTaHgapToMm obpasua nmbéo aTasnioHa (ecnn TaKoBble CyWecTBYHT) .

361. (56.32) 3anucu npoBeAeHUsi KaImbpoBOK AO/MKHbI COXPaHATbLCA .

362. (56.33) Tekyumii cTaTyC Ka/MOpPOBKN KPUTUUYECKOro  06opyAoBaHus
OO/MKEH OblITb M3BECTEH M JaBaTb BO3MOXHOCTb €ro rMnpoBepKW.

363. (6.34) He ponyckaeTca wucCNo/b30BaHVMe NpubopPoB, KOTOpLle He
COOTBETCTBYHNT KPUTEPUAM Ka/IMOGPOBKMU .

364. (5.35) OTK/IOHEHUSA OT YTBEPXAEHHbIX CTaHAapTOB Ka/iMbpoBKMU ons
KpUTUYECKMX NpubopoB HEO6XOoAMMO paccrefgoBaTb, 4YTOOb onpeaenuTb, MOBAUSNO

M 9TO Ha KayeCcTBO MPOMEXYTOYHOW npoaykummn u oC, NPOM3BEAEHHbIX C
MCNOMb30BaHMEM [AaHHOro o6opyaoBaHUs Mocne ero nocregHei ycnewHol
KanmbpoBKU .

KomnblTepuanpoBaHHble cuctemsl (5.4)

365. (56.40) KomnboTepu3upoBaHHbIE CUCTEMbI, OTHOCSAWMECS K HacToAWNM
MpaBunam, nognexat sanvgaumm. O06bem Bamgaumn 3aBUCUT OT  MHOroob6pasus,
C/IOKHOCTU N KPUTUYHOCTU MNPUMEHEHUS KOMMBIOTEPU3NPOBAHHLIX CUCTEM.



366. (5.41) Hagnexaume KBa/MpuUKauuss MOHTaxa W KBasMmKauusi
(PYHKUMOHMPOBAHUS  [O/MKHbI  MPOAEMOHCTPMPOBaTb MNPUrO4HOCTb  KOMMbIOTEPHOIO
obopyAoBaHust U MpPOrpaMMHOro o6ecneyeHusi g/ BbiNOSIHEHUSA NOCTaB/IEHHbIX
3apad.

367. (6.42) lcnonb3yemoe nporpavMmHOe ob6ecrieyeHne, KoTopoe ObIS10
KBa/IMPMUMPOBaAHO, He TpebyeT NpoBeAeHUs UCMbITaHWA TOro Xe YPOBHSA. Ecnu
CylWecTBywlWasa cUcTema He mnpowsa Baivgauui BO BPEMS YCTaHOBKW, MPU Hanymm
COOTBETCTBYHWIEN AOKYMEHTALMN MOXHO MPOBECTW PETPOCMNEKTMBHYKW Banngauuio.

368. (56.43) Heobxoanmo, 4YTOObl KOMMbHTEPU3NPOBAHHLIE CUCTEMDI nvenm
OOCTaTOoUHbIi YPOBEHb KOHTPOAA Ana  npefoTspaweHus HEeCaHKLNOHNPOBAHHOI O
JOoCTyna K faHHbIM UM U3MEHEHUSA faHHbiX. [lo/kHa 6biITb nMpegycMOoTpeHa — 3auuTa
OT noTepu paHHbiXx (Hanpuvep, MpPU  BbIKTWYEHUN  KOMMbOTEPA) - WHpopmauus o
NIGLIX U3MEHEHUSX [aHHbIX, O MOCMEeAHEM BBOAE AaHHbIX, O TOM, KEM U KOrja OHu
6blIN caenaHsl, NOANEXUT perncrpauum.

369. (56.44) MpousBoguTenlb AO/MKEH UMETb YTBEPXAEHHbIE npouenypsb no
aKcnayaTaunum M TEXHUYECKOMY OOCTYXMBaHUK KOMMbOTEPU3MPOBAHHBIX CUCTEM.

370. (6.45) Ecnu kKpuTuyeckme p[aHHble BBOAAT BpPYUHYHO, HeobxoaAnMo
npeaycmoTpeTb [AOMNOJIHUTENLHYKW MNPOBEPKY TOYHOCTU WX BBEAEHUS . Takyo
NPOBEPKY MOXET BbIMOMHUTbL BTOPOlM onepaTtop wiM cama cucrtema.

371. (6.46) Co6ou B paboTe KOMMbHTEPU3NPOBAHHLIX CUCTEM, KOTOPblE MOFyT
NOBAUATb Ha Ka4yecTBO MPOMEXYTOYHOW npoaykumm wam ©¢C, Ha  [AOCTOBEPHOCTb
3anvucen MM pe3ynbTaToOB MCNbITaHWii, nosnexaT LOKYMEHTa/IbHOMY O(QOPM/IEHUK W
paccnefoBaHui .

372. (6.47) l\3meHeHnss B KOMMbOTEPMU3NPOBAHHLIX CUCTEMAX Heo6xoanmo
OCylecTBAATb B COOTBETCTBMM C npouenypaMm BHECEHUS U3MEHEeHWn, oduumaibHO

UX CaHKUWOHWPOBATb, OGOPM/IATb [AOKYMEHTa/IbHO U TecTupoBaTh. [O/XHbI
COXPaHATbLCA  3anucu  BCEeX  U3MEHeHWit, BK/loUas Mogudukauui u
yCOBeplEHCTBOBaHNE KOMMbIOTEPHOro 060py/0BaHMsi, MPOrpaMvMHOro o6ecrnevyeHust u
OPYIrUX KPUTUYECKUX KOMMOHEHTOB CUCTEMbl. JTWU 3arucu [OJXHbl BbITb
JoKa3aTe/NbCTBOM TOro, 4YTO cCuUCTemMa noaldepXMBaeTCcss B Ba/INANPOBAHHOM
COCTOSIHUW .

373. (5.48) Ecnu c6oii uamM nosioMKa CUCTEeMbl MpUBOAUT K NOCTOSIHHO
notepe 3anuceli, NpPou3BOANTE b AOMXEH MNpeayCcMOTpeTb CUCTEMY  pPe3epBHOro
KONMpoBaHuA uHpopMaumm. Bo BCeX KOMMbITEPU3UPOBAHHBIX CUCTEMax [AOJSIKHbl ObiTb
npefycMoTpeHsl cpefcTBa, obecreunBawme 3aunTy AaHHbIX .

374. (5.49) B pononHeHWe K KOMMNbTEPHOW cucTeme pgonyckaeTtcs 3anucb
OaHHbLIX U OPYrUM CnocoboM.

JokymeHTauma mn 3anmcu (6)
Cuctema pgokymeHTauum n cneunpukauum (6.1)

375. (6.10) Bce [OOKYMEHTbHl, WUMewlWMe OTHOWEeHue K npon3BoACTBY
NPOMEXYTOYHOM npogykumm wunn  ®C, HeobxoaumMo COCTaB/ATb, npoBepaThb,
yTBEPXAaTb W PacrnpocTpaHATbL B COOTBETCTBUN C YTBEPXAEHHLIMU MPOU3BOAUTENEM
npoueaypamMv. Takume [OKYMEHTbl MOryT ObiTb OPOPM/IEHb Kak B MUCbBMEHHOM, TaK U
B 3/IEKTPOHHOM BuUje.

376. (6.11) Buoigayvy, nepecmoTp, 3amMeHy WM U3bATUE BCE AOKyMeHTauuu
HEo6XoAMMO KOHTPOAMPOBaTb C COXpaHeHnem cBefeHuii 06 ux npeabiaywmx
BEPCUAX.

377. (6.12) MpousBoauTesib AO/KEH OpPraHNU3oBaTb CUCTEMY XpaHeHUsa BceX
OOKyMeHTOB (Hanpumep, OT4eTOB O pa3paboTKe, OTYETOB O  MacwrTabuposaHwuu,
OTUETOB O Nepefaye TEXHOMOrWin, OTYETOB O Ba/Mjauuu npouecca, 3anuceri no
0by4yeHunt, 3anucein rno npoM3BOACTBY, OOKYMEHTOB MO KOHTPOAW M  3anucei no
peasim3auumn) C yKas3aHVEM CPOKOB XPaHEHUA TaKuUX [OOKYMEHTOB.

378. (6.13) Bce 3anucm no nNpon3BOACTBY, KOHTPO/IKW WU peanu3auumn
HeobXoAMMO XpaHUTb He MeHee 1 roga nocsie UCTEYEeHUs CpoKa FoAHOCTU Cepun.
3anncu, cogepxawme AaHHble MOBTOPHbLIX WUCMHbITaHUA ®C, [AOKHb  XPaHUTbCS He
MeHee 3 fleT nocne MoJIHOW peanm3auun cepumn.

379. (6.14) 3anucu HeobXOAMMO BbLIMOMHATL HECMbIBAEMbLIMM  YepHWIaMu B
crieyyanbHO NPefyCMOTPEHHbIX O/ 9TOro Mectax cpa3y xe nocne BbIMO/IHEHUA
onepauwii; nMuo, caenaslee 3annucb, AOMKHO ObTb 0603HavYeHo. lcnpaBneHus B
3anucax AO/KHbl OGbiITb MognucaHsl C NMpocTaBNeHneM AaThl. Takue ncnpasfieHus He
OOJIKHBI MPEnATCTBOBaTbL MPOYTEHUI0 3anvcu B ee MnepBOoHaYaslbHOM BUAE.



380. (6.15) B TeueHme nepuoga XpaHEHUs OpuUruHasbl UAn Konuu 3anucen
JOMKHb  ObITb  NIErKO4OCTYMHbl  Ha  NPOM3BOACTBEHHOMN niowagke, rpae
oCylecTBAANUCb paboTbl, ONMCaHHble B 3TUX 3anucax. [JlonyckaeTcs  Takxe
ObICTPOE NOJSIyYEHNE 3anuncein M3 ApYrux MecT XpaHeHWs C MOMOWbK  3/IEKTPOHHbIX
Win gpyrux cpefcTs.

381. (6.16) Cneunpukaumn, WHCTPYKUUK, Npoueaypsl M  3anucu MOXHO
XpaHuTb NM60 B opurnHane, Anbo B Buae KOMWii, Takmx Kak  (oTokonuu,
MUKPOQUNbMbI,  MUKpPOOUWWA UM Apyrve  (Gopmbl  TOYHOro BOCMNpou3BeaeHus
OpUIrMHasIbHbLIX 3anucei. Ecnv ncnonb3oBa/iCb METOAbl  YMEHbLEHWUS  opuruHana,
Hanpumep, MUKPOMUNbLMUPOBAHWE, WAN 3MEKTPOHHbIE 3anncu, TO Heob6XOoAMMO UMETb
COOTBETCTBYNWllee cuuThiBawwee obopygoBaHue, a  Takxe cpencTtea 4ns
N3rOTOB/IEHUSA MeYvYaTHbIX KOMWIA .

382. (6.17) MpousBoguTenb  AOJIXEH paspaboTaTb 7 oopMUTb
OOKYMEHTa/IbHO creunpukaumm Ha WUCXOAHOEe Cbipbe, [MPOMEXYTOUHYI  NPOAYKLMI
(npn  HeobxogumocTn), OC wn wmaTepuansl AN MapKUPOBKU 1 YMaKOBKMU .
JononHuTenbHO MOryT noHagobuTbCA chneuMpukaunum Ha HeKoTopble apyruve
vaTepuans (Hanpuvmep, BCNomMoraTe/flbHble mMaTepuasbli, MPOKIafKu), WUCMNOo/b3yeMmble
B XO0Je MNpou3BOACTBa MPOMEXYTOYHOW npoaykumn wnam ¢C, KoTopble MOryT  6GbiTb
KPUTUYECKUMM AN KayecTBa. HeobxoAuMo YCTaHOBUTb M OPOPMUTHL [OKYMEHTa/IbHO
KpuUTepun npuemieMocTn A/ KOHTPOAA B npouecce Mnpou3BoaCcTBa.-

383. (6.18) Ecnu ucnonb3ywTCsA 3/IEKTPOHHbIE MOAMUCUA HA [OOKYMEHTax, TO
OHW [O/MKHBI BbITb UAEHTUOUUMPOBAaHL N 3awnileHbl .

3anmcym o4YUCTKM U ucnonbloBaHusa obopypoBaHus (6.2)

384. (6.20) B 3anuncsix UCMONb30BaHWUSA, OUYUCTKU, CaHUTapHOM 06paboTKM U

(nnn) cTepunulaumm, a Takke TEeXHUYecKoro  obcnyxmBaHus OCHOBHOI 0
obopyfoBaHUA  [O/MKHb  ObiITb  yKa3aHbl fgata, Bpema (npu HeobxoanMocTwn),
HauMeHOBaHWe MpoAYKLUMU, HOMEp Kaxaol cepunm Npou3BeaeHHO Ha 3TOM
obopyfoBaHMN NPOAYKUMM, a Takke /U0, KOTopoe MpoBOAu/Io OUYNCTKY U

TexHNn4yecKoe O6CyxuBaHue.

385. (6.21) He TpebyeTcsi cocTaBfeHUs OTAE/IbHbIX 3anuce O4UYUCTKU W
ncrnonb3oBaHNA 060pyAoBaHWA B C/lydae, €c/iM OHO  chneumasnbHO npegHa3HayeHo
ONs Npov3BOACTBa OAHOI0 HaUMEHOBaHWSA MPOMEXYTOYHOro npogykra wam oC wu
cepun 3TOr0o MPOMEXYTOYHOro npoaykra uam ®C npomsBogAaTCA B NPOC/ExXnBaemoi
nocnegoBaTefibHOCTU. B cnyyadax MCnosib30BaHUA cneunasibHO npegHa3Ha4vyeHHoro
obopynoBaHNA 3anMcu ero OYUCTKU, TEXHUYECKOro OO6CAyXMBaHUA M 3IKcnayataumu
MOryT ObITb NMOO YacTbi JOCbe Ha cepui, NM6O0 OTAefbHbIM AOKYMEHTOM.

3anncu Ha MCXO[HOE Cbipbe, MPOMEXYTOYHble NPOAYKTbI, YNakKOBOYHbE MaTepuasisl u
vMaTepuans N5 MapKMPOBKKU (GapmaueBTuyeckux cybcTtaHumin (6.3)

386. (6-.30) Heob6xoAMMO BECTWU 3arncu Ha UCXOAHOE Chipbe, MPOMEXYTOUHbIe
NPOAYKTLl, YNakKOBOYHbIE MaTepuasbli, MaTepuans 41S MapkMpoBkm ¢C, cogepxawue
cnepywowne AaHHble:

HavMeHOBaHMEe MpoOu3BOAMTENSA, WAEHTUOUKAUUK U KOIMYeCcTBO Kaxaor
NOCTaBKN Kax[ol Cepun UCXOOHOr0  Chipbs, MPOMEXYTOYHOM npoayKunn mnu
YNaKOBOYHbLIX MaTEpUasioB M MaTepuasioB ANs MapKMpoBKu ¢C;

HaMveHoBaHMe MNOCTaBlUMKa; KOHTPOMbHbI HOMep (Homepa) nocTaBuumka (ecnu
N3BEeCTEH) WM APYron UAEHTUPUKALUWOHHLIF HOMEpP; HOMep, MPUCBOEHHbIN npwu
npveMke, 1 gata NPUEMKW;

pe3ynbTaThl BCEX MPOBEAEHHbIX WUCMLITAHUA WA MPOBEPOK WM CAeNaHHbe Ha KX
OCHOBaHUK BbIBOApI;

3annucn, B KOTOPbLIX OTC/EXMBAETCHA MCNO/Ab30BaHuWe MaTepuasos;

OOKYyMeHTauu Mo OUueHKe U MNpOBepKe YNaKOBOYHbIX MaTepuanos u
vMaTepuanioB 411 MapKUpoBku ¢®C Ha COOTBETCTBME YCTAHOB/IEHHLIM CheunhuKaumsm;

OKOHYaTe/IbHOE peleHne OTHOCUTENIbHO OTKJ/IOHEHHbIX WCXOAHOr0  Chipb4,
NPOMEXYTOYHOW MPOAYKUUM WM YMAaKOBOYHbIX MaTepuasioB U MaTepuasioB AO/is
mMapkmpoBku ¢C.

387. (6.31) MNpousBoanTENb [AO/MKEH XPaHUTb YTBEPXAEHHbEe  06pa3Lbl
3TUKETOK A1 CPaBHEHWS C HUMMK BbIMYCKAEMbIX 3TUKETOK.

MPOMBIL/IEHHbIA perfaMmeHT M TexXHosorudeckne UHCTpykuumn (6.4)



388. (6.40) [Ana obecneyeHus O[QHOPOAHOCTU OT cepun K cepun
npomnssoanTenb AO/keH pa3paboTaTb MPOMbIWIEHHbIE pernameHTh O/ Kax[oro suja
®C, KOTOpble yTBEpPXJalTCA PYKOBOAMTENEM NPOU3BOAUTENSA, a Takxe He3aBUCUMO
npoBepsnTCs, MOAMUCHLIBAIOTCA  JINLOM "3 noapasgaesnieHns KayecTBa C
npocTaB/ieHneM fdaTbl. Ha OCHOBaHMW MNPOMbIWIEHHLIX persaMeHToB pa3pabaTbiBanTcs
TEXHOMOrMYeckne MHCTPYKUMN ONS KaxAon cTagnum TexXHONOrM4yeckoro npouecca u
(nnn) Ona Kaxgoro Buaa MPOMEXyTOYHOW NpoayKuuun, KOTopble noAnucsiBawTCA
OOHUM NUUOM C TMpoCTasB/ieHnemM JaTbl, a TakKxe He3aBUCUMO nposepsawTCA,
NnoAnucCLIBATCA JINLOM M3  nogpasfefneHns KayecTBa C MNPOCTaB/IEHVMEM  AaThl.
MpOMbIWNEHHbIE pernaMeHT BKYaeT B cebs nepeyeHb WCNOJb3YEMbIX MaTepuasioB C
yKasaHueMm Ko/MmMyecTBa KaxAoro nM3 Hmx, fdaHHole 06 ucnosib3yemoMm obopyposBaHuu,
onucaHne TexXHONONM4yecKoro npouecca U MeToAOB KOHTPO/SA Ha Bcex  aTanax
nponssoactea ®C. Obwme TpeboBaHNA K CTPYKTYpe U WHblE TpeboBaHNA K
cofepXaHuio MPOMbIWIEHHbLIX  PersamMeHToB  YCTaHOBJIEHb COOTBETCTBYHWMMN
HOpMaTVBHbLIMM MPaBOBbLIMM akKTamn Poccuiickoin depepaunm .

389. (6.41) TexHonoruvyeckue UVHCTPYKUUWN [O/MKHb BKAKYATb:

HauMeHOBaHVe BbilYCKaeMOW MNPOMeXyTO4YHOM npogykumm mnn  oC n ctaguu
TEXHOMOrM4YecKoro npouecca, a Takke, €C/iM MPUMEeHMMO, COOTBETCTBYHWWMIA KoZ,

[OKYMeHTa;

MOMHLIN  MepeyeHb WCXOAHOIO ChipbS U MPOMEXYTOUYHOW npoAyKunn ¢
yKasaHVeM HauMeHOBaHuii WM KO[OB, [A0CTaTO4YHO CHeuupuUHbIX A7s TOro, 4To6bl
MOXHO 6bl/l0 MNPOBECTU uaeHTUDUKaUMK W onpedennTb  Niobbie cneuunanbHble

XapaKTepuCcTUKM Ka4yecTBa;
TOYHOEe yKa3aHue KO/M4ecTBa WM COOTHOWEHME Kaxgoro  HavMMeHOBaHus
NCMNOIb3YEMOI0 UCXOAHOIO ChipbS WAN MPOMEXYTOYHOW MNPOAYKUMM C  yKalaHueMm

eaAnHNL, N3MepeHnd. Ecnn Takoe KoO/iM4ecTBO He dABAeTCH (*]I/IKCI/IpOBaHHbIM, TO
HeO6XO,qMMO npueecTn pacydeT AO/id KaxXgoro pasmepa cepunm  wWin  pexmuma
TEXHO/I0OrM4eCKoro rnpouecca. Takxe HeO6XO,EI,l/IMO YKa3aTb OTK/IOHEHUA OT

yKa3aHHbIX KO/IMYECTB, €C/IM OHU 06OCHOBAHbI;
MECTO  OCYWECTBNEHUs  TEeXHONOrM4eckoro npouecca W OCHOBHOE
TexHonornyeckoe o6opyaosaHve, KOTOpPOE Mpu 3TOM WCMOMb3YeTCcs;
NoApo6HbIe TEXHOMOrMYecKmne [AencTBuA, B TOM 4UWC/e:
nocnenoBaTelbHOCTb, KOTOPYH HEo6XoAMMo CcOo6MuaaTh;
NCnosib3yembie avana3oHsl NapameTpoB MpoLecca;

yKasaHus no oTéopy npo6 W KOHTPO/Kw B Mpolecce nponsBoAcTBa C
yKasaHMeM KpuUTepueB MPUEMIEMOCTU, KOrjaa 3TO Heo6XOoAMMOo;
npedesnbHble CPOKU  3aBeplieHns OTAE/bHbIX  CcTaauii TEXHOMOrMYeCKOro

npouecca u (uUiM) BCero npouecca B LENOM, Korga 3To Heobxogumo;

oxXugaemble guanasoHbl BbiXoda MPOAYKUUM Ha COOTBETCTBYHWMX cTagusx
npowuecca win B onpejesieHHoOe BpeMms;

ocobble yKasaHusi U Mepbl MPefoCTOPOXHOCTU, KOTOopbie Heob6xoanMo
cobnwgatb, WM COOTBETCTBYWWWE MNEPEKPECTHLIE CCHUIKM HAa HUX, KOrga 370
Heob6xoanmo;

yKasaHus No XpaHeHui MNpOMeXyTOouyHOW nponykuum mnm ¢C ana obecneyeHus
UX NPUrogHOCTU K UCMOMIb30BaHU, BK/WYAas YNakKoBOYHbI MaTepuan u maTtepuan
ONs1 MapKMpPOBKKM, a TaKke O0cobble YCMOBUSA XPaHEHUS C yKa3aHMEM CPOKOB, Korga
3TO LenecoobpasHo.

Jocbe Ha cepuiw (3anucm No NpoM3BOACTBY M KOHTposw KadecTtBa) (6.5)

390. (6.50) Ona Kax[oro npoMexyTouyHoro npoaykrta m ©OC  [AO/MKHO ObITb
NnoOAroTOBNIEHO [OCbE Ha Cepu MNpoAyKUMW, BK/4Yawwee B Ce6S MNOJHYK
MHpOpMaLM O MPOU3BOACTBE M KOHTPOJSIE KadecTBa Kaxgol Cepun. BoizaBaemasi
opva p[nA BHeceHus 3anuceii NO NPOM3BOACTBY [O/KHA  COOTBETCTBOBATb
TEXHOMOMMYECKOM MHCTPYKUUM U ABAATbCA aKTyaslbHOW Bepcuein. Ecnn gopma gns
BHECEHMSA 3anuceil no NpPOU3BOACTBY CEpUM COCTaB/iEHA Ha OCHOBaHWN OTAE/bHOM
YacTu TEXHONOMMYEeCKOW WMHCTPYKUMW, TO TakKOM [AOKYMEHT  [OO/IKEH coaepxaTtb
CCbIJIKY Ha WCMOMb3yeMyl OEACTBYWLUYH TEXHOOMMYECKYH WHCTPYKLNK.

391. (6.51) dopmbl ANsi BHECEHUS 3anmcein AOMKHbl GblITb NMPOHYMEPOBaHbI c
yKasaHueM KOHKPEeTHOro Homepa cepun Uan UAEHTUPUKALMOHHOrO HOMepa, a TaKxe
nognucaHsl C NpocTaB/IeHMEM gaTbl Npu Bbigade. [pu HenpepbiBHOM Nnpon3BOACTBE
KOA4 NpoAyKuMn, a Takke gaTta U BpeMsl BbiMyCcKa MOFyT CAYXUTb  O4HO3Ha4YHbIMU
naeHTUpnKaTopamm A0 NPUCBOEHUST OKOHYATE/IbHOrO HOMEpa Cepun.

392. (6.52) B pocbe Ha cepuio (3anucax NO MNpPOU3BOACTBY W KOHTPO/I0



KadecTBa) NpoAyKUMW MOCNe 3aBepleHUs KaxAoih BaXHOW TEXHONOrMYecKom cTaauun
OOMMKHbl ObITb YyKa3aHbl criefywlne CBeAeHUs :
jata v, rge npuMMeHMMo, BpPEMS;

OCHOBHOE MCMoNb3yemoe ob6opygoBaHue (Hanpuvmep, peakTopsl, CyWnnKu,
MENbHULbI) ;
crneungpmnueckass naeHTMpMKauus Kaxaoi cepum, BKIw4as maccy, eanNHNLpI

N3MEpPEHNs, HOoMepa Cepuii MCXOAHOrO Cbipbs, MPOMEXYTOYHOMW MNpoAYyKLUN Y
NGLIX MaTepuanioB, Mpoweawnx MOBTOPHYW 06pabOTKy B XOAe MpPOu3BOACTBA;

3aperncTpypoBaHHblie PakTUdeckme pe3y/ibTaThl KPUTUYECKUX  NapameTpoB
npouecca;

JaHHble O JobBbIX MpoBefleHHbIX OoT6opax npob;

noannucu Nuu, BLINOSHABWMX KaxAylw KPUTUYECKYKW cTaguw npu pabote, a
TakKKe OCYWEeCTB/ABWMX HENOCPEACTBEHHLIA HaA30p WM NPOBEPKY ;

pe3ynbTaTbhl UCMOLITaHWW B Mpouecce npousBoacTBa U nabopaTopHbIX
NUCMbITaHN ;

(aKTMYEeCKnin BbIXOL Ha COOTBETCTBYWWMX CTaauax Wi B ONpefesieHHoe
Bpewms;

onucaHue ynakoBKW U MapKMPOBKM A/19 MPOMEXYTOYHOW npogyKuum wunam oC;

obpa3zey, aTUKeTKM onsa  ®C  wuam  nNpPoMexyTO4YHOW npoaykuuu, €CNn OHU
Nnpon3BeeHbl 419 NPOLAXM;

nwboe 3ameyeHHoe OTK/IOHEHWEe, ero OueHKa, WHpopMaumss O  MNpPOBEefEHHOM
paccnegoBaHun (NpyM HEO6XOAMMOCTW) WM CChiIKa Ha TaKoe paccriefoBaHue, ecnu
COOTBETCTBYHWIME AOKYMEHTb XPaHATCHA OTAENLHO;

pe3ynbTaTbl KOHTPOAA MNpU Bbigaye paspeleHns Ha BbiNyCK.

393. (6.53) MpousBoguTenb AOMKEH pa3paboTaTb M YTBEPAUTb Mpoueayps,
KOTOpble HeobxoaMMo cob6/wfaTb MpU paccnefoBaHun KPUTUYECKUX OTK/IOHEHUA Wan
NP HECOOTBETCTBUM CEPUI MPOMEXYTOYHOW NpoayKumm wuam ¢C ux cneundukauusm .
Takoe paccrnefoBaHue [AO/MKHO PacnpoCTpPaHATbCA M Ha Apyrme cepum, K KOTOpPbIM
Mornu 6bl MMEeTb OTHOWEHWEe [AaHHble HEeCOOTBETCTBUA WM OTK/IOHEHUS .

JokyMeHTb nabéopaTtopHoro koHTpona (6.6)

394. (6.60) [okymeHTb NnabopaTOPHOro KOHTPOMSA [AOJIKHbI BKAYATbL MOJHYI0
NHQOPMaLMI0 O JdaHHbIX, MOJIYYEHHbIX B XOAe BCEX WUCMbITaHWi, MpoBefeHHbIX AN
NoATBEPXAEHUSA COOTBETCTBUA YCTaHOB/IEHHbIM cneunguKaumnsm n oblei
(hapmakoneinHolii ctaTbe, (apmakonenHo cTaTbe, HOPMATUBHOW AOKYMEHTaUUU WK
HOpPMaTVBHOMY  OOKYMEHTY, BKJ/IOHaA nccrnefoBaHus n KO/IMYECTBEHHbIE
onpegeneHnsa, a WUMEHHO:

onvcaHve o6pa3uoB, MONYYEHHbIX [/  MNPOBEAEHUNA UCMbITaHusA, BK/0Yas
Ha3BaHMWE MCXOQHOrO Chipbs, MECTO OoT6opa MNpobbl, HOMEP cepun Wn apyron
XapaKTepHblil Koga, AaTy oTtbopa npobbl n, rae NpuMeHMMo, KonmyecTBo ob6bpasua,
npeAcTaBNeHHOro ANA MpOBeAeHUss UCMbiTaHuli, W faTy ero nosy4vYeHus ;

onvcaHve Kaxgoro MCMosb3yemMoro Metoga WCMNbITaHUin WM CCbIIKY Ha Takoii
MeTon;

yKasaHue maccsl obpasua wam gpyrux eguHul,  u3MepeHna  ans obpasua,
MCNOMb3YEMOro AN KaxAoro UCMbiTaHus, B COOTBETCTBUM C OMMWCaHHbIM METOLOM;
JaHHble O MPUrOTOB/IEHUU M WUCMLITAHUM CTaHAapTHLIX 06pa3uos, peakTuBOB U
CTaHAapTHbIX PacTBOPOB WU COOTBETCTBYWWME MEPEKPECTHbe CCbIIKN;

NoJiHble 3anucu BCEX UCXOAHbIX [AaHHbIX, MOyyaemblX B XO4e  Kax4oro
MUCNbITaHNA, B [OMOJSIHEHME K rpajpukam, Tabnuvuam n  chnektTpam, MNoJslyYeHHbM C
noMoublo nabopaTopHbiX MNPMGOPOB, Haaexawum o6pa3oM MAEHTUPMLMPOBAaHHbIE 415
KOHKPETHOro BelwecTBa M cepun, MNoABepraembiX WCMbITaHUo;

3anMcu BCeX pacyeToB, BbLIMO/IHEHHLIX B CBA3U C MNpoOBeAeHMEM ncnoiTaHus,
BK/O4Yasi eaVHNLbI n3MepeHus, KO3h(pULMNEHTI nepecuyeTa n (hakTOpbI
3KBNBAIEHTHOCTH;

N3M0XeHNe pe3yNnbTaToB WCMbITaHUA W KX COOTBETCTBUA  YCTAHOBJ/IEHHbIM
KpUTepusM NpUemMnemMocTu;

noanucb Nuua, MNPOBOAMBLIErO Kaxaoe WUCMbTaHne, W gaTty (aatb) unx
nposefeHns ;

JaTty v noagnucb nvua, CBUAETENbCTBYWWEro, YTO OpPUIrMHasbl 3anvcein 6biu
npoBepeHsl B OTHOWEHUM TOYHOCTM, MNOMHOTbl W COOTBETCTBMA  YCTaHOB/IEHHbLIM
TpeboBaHUAM .

395. (6.61) HeobxoaAMMO TakxXe BeCTU MNOJIHble 3anncu C yKa3aHUeM:

NO6LIX M3MEHEHWU YCTAHOBJ/IEHHBIX aHa/IMTUYECKUX METOAMK;



nepuognyeckon KaanmbpoBKU abopaTopHOro obopyaoBaHus, annapaTos,
CpefCTB W3MEPEHUI U PErUCTPUPYOLNX YCTPONCTB;

BCeX ucnbiTaHmii ®C Ha CTabUNbHOCTDL;

paccnegoBaHnsa OTK/IOHEHUI OT crneymnbuKaunii .

0630p pocbe Ha cepuw (6.7)

396. (6.70) [Ana onpegeneHns COOTBETCTBUS MPOMEXYTOYHOW MpPOAYKUMN WK
®C yCTaHOBJ/IEHHbIM Creunpukaumsam nepes Bblgayel paspeleHns Ha BbiMyCK — cepumn
WAn nepep ee peanmsaunen [OMKHblI 6biTb  pa3paboTaHbl  npoueayps, KOTOpPbIM
Heob6xoAMMO crefoBaTb NpM 0630pe M yTBEPXAEHUM 3anucer Mo NpPou3BOACTBY U
nabopaTopHOMY KOHTPO/I Cepuii, BK/Yas YMNakKoOBKY U MapKUPOBKY .

397. (6.71) 3anucum nNo NpPoOM3BOACTBY Cepuii n nabopaTopHOMY KOHTPOJII0
KpUTUYECKUX CcTaguini npouecca nognexar  NpoBepke " NoATBEPXAEHNIO
nogpasgenenvem (nogpasgeneHnssMm) KadecTBa nepes Bbigadvern paspeleHus Ha
BbiNYCK WMNW nepej peanv3aumen kaxgoin cepum ¢C. 3anmcu no MNpou3BOACTBY U
nabopaTopHOMY KOHTPOMK ANA HEeKpUTUYEeCKMX cTaguii npouyecca MOryT  6biTb
npoBepeHsl KBa/IMPULMPOBAHHLIM MEPCOHa/IOM  MNPOU3BOACTBEHHOI O nogpasgeneHus
nnu apyrux nogpasfesieHuini B COOTBETCTBMM C  Mpouegypavu, YTBEPXAEHHLIMA
nogpasgenenvem (nogpasgeneHnssMm) KadecTBa.

398. (6.72) Bce OTK/NOHEHUA, OTYETH O paccriefoBaHUsX W OTKJ/IOHEHUAX
pe3ynbTaToB OT cneuupukauunii Heob6xoaMmMoO oueHMBaTb B npouecce 063o0pa AoCbe
Ha cepuio nepepj Bblgayeli paspeweHns Ha BbiMYyCK 3TOW cepuu.

399. (6.73) Mogpasgenenue (nNogpasgeneHunsi) KadyecTBa MOXeET (voryT)
nepefasaTb MNPOM3BOACTBEHHOMY MoApa3fesieHNio 0653aHHOCTU U MOJSIHOMOYNA B
OTHOWEHNM Bblgaun pas3peleHnss Ha UCMO/b30BaHMe MPOMEeXYyTOYHOM MpoAyKLMu 3a
WUCK/INYEHNEM Tex CllyvyaeB, Korga npoAyKuusa npegHasHayeHa ANns  NocTaBKu 3a
npegess cpepbl KOHTPONSA MNPOU3BOAUTENA .

PaboTta c ucxogHbim coipbem (7)
O6bwwuii koHTponb (7.1)

400. (7.10) MNpousBoguTenb AONKEH YTBEPAUTb [AOKYMEHTHI, onuvceiBawwme
npuemKy, uaeHTUpukKaumio, nomMelweHne B KapaHTWUH, XpaHeHue, obpauweHune, oT60p
npo6, nNpoBeAeHMe UCMbITaHUl, a Takke ofobpeHne WA  OTK/IOHEHME NCXOQHOro
CblpbSi .

401. (7.11) MNpou3BoaUTENN MPOMEXYTOYHOM npogykumm u (unm) ®C [OosmKHbI

MMEeTb CUCTEMY OUEHKW TMOCTaBlUWMKOB WCXOAHOro Chipbi, KpUTUYECKOro Ans
KayecTBa.
402. (7-12) TocTaBKa WCXOAHOro Cbipbs JoJsKkHa OCYILeCTBNATbLCA

nocTasWnKamn, YTBeEPXAeHHbIMU nogpasgeneHvem (nogpasfeneHnavMm) kKadecTtBa, B
COOTBETCTBUN C COrsacoBaHHbLIMU CneunhuKaunsamm

403. (7.13) Ecnm nocTaBUWUK KPUTMYECKOrO0 WUCXOAHOrO Chipbsi HE SIBNSieTCA
ero npousBoguTesieM, TO MPOM3BOAMTENb MPOMEXYTO4YHOW npoaykKumn mn (unn) oC
OO/MKEeH 3HaTb Ha3BaHMe U agpec NpPou3BOAUTENA 3TOM0 UCXOAHOrO ChipbA.

404. (7.14) 3amveHa nocTaBlMKa KPUTUYECKOro UCXOAHOro ChipbA LOJIKHA
NMPOBOAUTLCA B COOTBETCTBUMM C NyHKTamm 540-547 HacTodwmx paBun.

Mpuemka 1 kapaHTuH (7.2)

405. (7.20) MNpu nony4yeHMn u Nepepn MpPUEMKOW Kax[oe TapHOe MecTo C
MCXOOHLIM CbipbeM WAW  rpynna TapHbiX MecT obcnegynTcs BU3ya/IbHO Ha
NpPaBuWIbHOCTb MapKupoBky (BK/IYasds COOTBETCTBME Ha3BaHWW, NCMob3yeMblX
NOCTaBWNKOM M 3aKa34YMKOM, €C/iM OHW OT/IM4awnTCA) W  Hamyme noBpexaeHn
KOHTeliHepa, MOBpPexAeHHbIX NAomMb, CBUAETEeNbCTB MOCTOPOHHEro BMelWaTeNbLCcTBa
WX KOHTamuMHauun. lcxXogHoe Chipbe [O/IKHO CoAepxaTbCA B KapaHTWHe [0 oTb6opa
npo6, MNpPOBEpPKM WM MPOBEAEHUS UCMbITaHWA N A0 NOAYyYEeHUs pa3peleHuss Ha ero
NcrnonbL30BaHNE .

406. (7.21) [o cmewmBaHMA MNOCTYMUBLIENO MCXOAHONO ChipbS C MMERWUMUCS
3anacamu (Hanpuvep, pPacTBOPUTENAMU WIN 3anacamym B HaKOMUTENbHLIX OyHKepax)
NOCTYINuBLIEE NUCXOOHOE Cbipbe AO/MKHO OblITb 0603HAYEHO KakK  COOTBETCTBYHWUee
TpeboBaHMAM K 3TOMY WCXOAHOMY Cbipblo, npowegwee Heobxoanmblie ncnelTaHuns,
ecnn NpUMEHNMO, 1 pa3pelleHHoe OIS UCNoNb30oBaHuA. Heobxogumo  pa3paboTarTb



npoueaypsl Mo NpegoTBpaLeHnio OWMOOYHOW BbLIFPY3KM MNOCTYMNMBLENO NCXO4HOrro
Chipbsi B UMeWWMACS 3anac.

407. (7.22) MNpou3BoanTenb AOMKEH WUCK/INYMTb BO3MOXHOCTb MEPEKPECTHO
KOHTamuHauuMm nocTaBKM '‘aHrpo', ecsin oHa OCylWecTB/AeTCA B eMKOCTSHX, He
npegHasHayeHHblX cneunanbHo Aaa Hee. [nA  NOATBEPXOEHUA 3TOro  MOryT
NCNOo/b30BaTbCA OAHO WM HECKOJ/IbKO Ccriefyounmx nokKasaTeNbCTB:

Hanuune [OKyMeHTa, MoATBepXAanlero O4YUCTKY;

UCMbiITaHNE Ha Ha/MuyMe CcrefoB NpUMECEin;

OueHKa nocTaslnKa .

408. (7-.23) bonbume emMKOCTW A  XpaHeHus u obcnyxmBanume mx
Tpyo60onpoBOAbl, SIMHUN HaMONHEHUA U pPa3rpy3kKu AO/KHb MMETb  COOTBETCTBYHWLWYH
MapKNPOBKY -

409. (7-.24) Kaxpgoe TapHOe MeCTO WM rpynny TapHbIX MecT C MCXO4HbIM
coipbem (Cepueli UCXOOHOrOo Cbipbsi) HeobxoAumMo uAeHTugMuMpoBaTb C NOMOLUbH0
XapakTepHoro kKoga, Homepa cepunm WM HOMepa, MPUCBOEHHOrO nNpu npuemke .
YKa3aHHbli HOMep [AO/MKEH MUCMOMb30BaTbCA MNpU  perucTpauymn MeCTOoHaxoxaeHus
Kaxgo cepum. [lomkHa GbiTb CUCTEMA MAEHTUOUKauUM cTaTyca Kaxaon cepun.

OT6Oop Npo6 M nNpoBefeHME UCMbITAHUA MNOCTYMUBWNX WUCXOAHOMO Cbhipbs W
vatepuanos (7.3)

410. (7.30) [Ona nogTBepXAeHMSA MOA/IMHHOCTW  Kaxpoh cepum MCXOOHOr 0
chipbsi M MmaTepuasioB (3a WCK/YEHWEM WUCXOLHOro ChipbA U mMaTtepuanos,
yKa3saHHbIX B NyHKTe 412 HacTosAwmx [paBuni) Heo6XoaMMmMo MNPOBECTWM XOTs Obl 04HO
ncneliTaHne . Ecnv npovssBoauTeslb MMEET CUCTEMY OLEHKW MOCTaBLMKOB, TO BMECTO
npoBefeHns APYrnx WCMbITAHUA MOXHO MCMNONb30BaTb LOKYMEHT nocTasuwuka,
noATBepXAanWmii KayecTBo.

411. (7-31) lMpouenypa yTBepxAeHUA NOoCTaBlUMKa [O/MKHA BK/ANYaATb OLEHKY
CMOCOGHOCTM MNPOU3BOANTENA TMOCTOAHHO TMOCTaB/ATbL Cbipbe WU martepuans,
COOTBeTCTBYWWNe cneunpnkaumsam (Hanpumep, AaHHble O KadecTBe npeasiaywnx
noctaBok) . lpon3BoguTenb npexae 4YeMm COKpaTUTb OObEM WCMbITAHUA MpU BXOAHOM
KOHTpPO/Ie [O/MKEH MPOBECTU MNOJMHbIE aHannM3, KakK MUHMMYM, Tpex cepuii. B nwbom
crlydyae nosiHbiA aHasiM3 Heo6xoaMMO MPOBOAUTbL Yepe3 onpefesieHHble NPOMEXYTKMU
BPEMEHM W CpaBHMBaTb €ro pe3y/sbTaThl C [aHHbLMW  [JOKYMEHTa  MocTaBWWKa,
noATBepxXpanwero Kayectso. [JOCTOBEPHOCTb [AaHHbLIX AOKYMEHTOB, MOATBEpXAalowmx
KayecTBO, MNOAMEXUT perynspHoi npoBepke.

412. (7-32) He TpebyeTca npoBefeHWe KOHTPONS TEXHOJ/I0OMNYeCcKux
[06aBOK, OrMacHOro WIn BbICOKOTOKCUMYHOIO Cbipbs, ApYrux crieyyasnbHbIX
vMaTtepvanoB WM MaTepuasioB, repefasaemMbiX B Apyroe nogpasgeneHve nop
KOHTPO/IEM 3aKa3umka, MNpu Ha/IMumn [OKYMEeHTa MNpou3BOAUTESNA, MOATBEPXAaoWero
KayecTBO, YOOCTOBEPAWWEro COOTBETCTBME 3TOr0  ChipbA YCTaHOB/IEHHbIM
TpeboBaHuAM. WaeHTupMKauma aTux maTepuasioB MPOBOAUTCA MNyTeM BU3YyasIbHOM
NPOBEPKN TapHbIX MECT, 3TUKETOK M perucrpauun HOMEPOB CEpUiA. OTcyTCcTBME

KOHTPO/MSA TakKOro Chipbsd Ha MecTe [O/IKHO ObiTb 060CHOBaHO U ohopMIEHO
JOKYMEHTasIbHO -

413. (7-33) Mpobbl A0MKHL ObITb penpe3eHTaTuBHLI ANS  cepun NCXOOHOr o
CbipbfA, U3 KOTOPOW OHM OTO6paHbl. B  wmeTogmkax oT6opa npo6 [OaxHbl  ObiITb
YCTaHOB/IEHbl YMC/IO TapHbIX MECT, M3 KOTOpbIX Heo6XoauMmo oT6upaTb Npobbl, M Ta
YyacTb TapHOro mMecrta, OTKyga 6epercs npoba, a Takke KO/MYeCTBO  Cbipbi,
KOTOpPOE [0/KHO OblTb OTOBpaHO M3 Kaxgoro TapHOro mecrta. YMcno TapHbiX MecT
Oona oTéopa nNpo6 M pasmep npobbl AOMKHbB ObITb yKa3laHbl B njaaHe oT6opa npob6, B
KOTOPOM YuUuTbIBAETCA KPUTUYHOCTb CbipbSA, W3MEHYMBOCTb CBOWCTB  Chipbs,
npegwecTByWmMi onbiT paboTel C MOCTaBWLMKOM B OTHOWEHUW KadecTBa, a  Takxe
KO/IM4ecTBO, Heobxogumoe ANnsA aHasm3a.

414. (7.34) OT60p NPO6 HEO6XOoAMMO MPOBOAUTL B ONpefAenieHHbIX MecTax W
B COOTBETCTBMM C MWHCTPYKUMAMWU, MNpegHasHayeHHbIMU A1 npegoTBpaweHms
KOHTamvHauum oTo6paHHOM MNpobbl M APYrMX MaTepuasioB.

415. (7.35) TapHble mMecTa, U3 KOTOPbLIX OTO6MpawT Mpoodsl, Heo6xoanMo
OTKpbiBaATb OCTOPOXHO W MNOcfe oT6éopa npobbl HeMen/ieHHO CHOBa  3aKpbiBaTb.
Takne TapHble MecTa nogsexaT MapKUpoOBKe ANs yKalaHusa (akTa oTbopa npobbi.

XpaHeHune (7.4)

416. (7.40) Ob6paweHne C UCXOAHbIM CbIPpbEM W €ro XpaHeHue  [O0JIHKHO



OCYWEeCTBATLCA Takum o06pa3om, 4TobGb npefoTBpaTuTb  ero pa3noxeHve,
KOHTaMMHauuio U NepeKpecTHY KOoHTaMuHauumio .

417. (7-.41) VcxopgHoe cbhipbe, XpaHslleeca B (uOpoBbLIX HGapadbaHax, Mewkax
UNN AWMKax He [OO/KHO pa3MmelwarbCA Ha noay. YkKa3aHHoe Ccbhipbe  Heo6Xoaumo
pacnonaratb Takum obpa3om, 4TObObl 06ecneunTb BO3MOXHOCTb MNPV HEOOXOAMMOCTU
NPOBECTN OYUCTKY U OCMOTP.

418. (7.42) VcxopHoe cbipbe [O/MKHO XPaHUTLCA MpU Takux YCMoBUAX WU B
TeueHMe TaKoro CpoKa, KOTOpble He OKa3biBawT HebnaronpusaTHOro  BO34ENCTBUSA
Ha MX KayecTBO. PekomeHAyeTCs cCneauTb 3a Tem, 4To6bl MCXOOHOE  Chipbe,
NocTynuvBllee paHblie, ObI0 UCMNO/b30BaHO B MNeEpPBY o4vepefb.

419. (7.43) HekoToOpoe UCXOAHOEe Chipbe B COOTBETCTBYWWMX TapHbIX MecTax
MOXET XPaHWTbCH BHE MOMELWEeHWA Npu YCAOBUW, UYTO UAEHTUHULMPYHLME ISTUKETKMU
ocTalnTca pa3bopuuBbiMM, a TapHble MecTa Hajnexawum obpa3oM ouuwanT  rnepes
BCKpPbLITUEM U WUCMOJIb30BaAHNEM.

420 (7.44) [Ona Toro u4To6b nNpepoTBpaTUTb HeCaHKLMOHNPOBaHHOE
NCronb30BaHNe B MNPON3BOACTBE OTK/IOHEHHONO MCXOAHOrO Cbipbfl, OHO  [AOJ/IKHO
ObITb MPOMAPKUPOBAHO W HaAXOAUTLCA MO KOHTPO/SIEM B KapaHTUHe.

MoBTopHas oueHka (7.5)

421. (7.50) Mo mepe HeobXOAUMOCTU UCXOAHOE Chipbe AO/MKHO NnoaBepraTbCcs
NOBTOPHOW OUeHKe A Toro, 4Tob6bl onpefenvTb ero NPUrogHoCTb 4714
ncnonb3oBaHus (Hanpumep, MNocne MNpPOoAO/IKUTENbHOINO XpaHeHust UM BO34eCTBUS
Tenna wanm BNAXHOCTW) .

TexHonornyeckuii Npouecc M KOHTPO/sb B npouecce npousBoacTtea (8)
TexHonorunyeckne onepauun (8.1)

422. (8.10) VcxogHoe cbipbe Ansa NpoM3BOACTBa MPOMEXYTOYHOW NpoayKuum
n oC cnegyeT B3BeWWBaTb WM OTMeEpMBaTb B COOTBETCTBYWIMX YCMNOBUSX, He
OoKasblBawlWmMX BAUSHMS Ha €ero NpuUrogHocTb A1 UCNOMb30BaHUSA . Heob6xoaumo,
yTObL BECb M yCTpoiicTBa A1 U3MEPEHUss ob6bemMa MMENU TOYHOCTb, npuemnemy
ANa npegnonaraemMoro UCMosb30BaHus .

423. (8.11) Ecnm ucxogHoe cCbipbe AenaT Ha HEeCKO/bKOo nopuuin ansi
nocneaywlero Mcrnonb30BaHUA B TEXHOMNONMYECKUX onepauusix, KOHTeliHep, B
KOTOPLIA NOCTYyNaeT WUCXOAHOE Cbipbe, AO/MKEH ObiTb MNPUFrOAHbLIM A/ 3TOro un

MapKupoBaH TakuMMm 0bpa3omM, 4TOObl Gb/la B Ha/Muuu cnegywias nHpopmauus :

Ha3BaHMe MCxXOoAHOro chipbsa M (MNKM) ero Kop;

HOMep, MNPUCBOEHHLI NPU MNPUEMKE, WM KOHTPO/bHbIA HOMEpP;

mMacca nnum o6bLEM UCXOAHOIO ChipbsS B HOBOM KOHTeliHepe;

npM HeobxoAMMOCTWU gaTa MNPOBEAEHUSA MOBTOPHOM OLEHKU WU NMOBTOPHbIX
NCMbITaHN .

424. (8.12) Heobxoanmo HabnwgaTb 3a KPUTUYECKUMU onepaunsimm
B3BeWVBaHUA, OTMEPMBAHWUA WIN pas3fesieHnuss N yAOCTOBEPATb WX BbiNOJIHEHME NM6O0
nogeeprartb MX 3KBUBA/IEHTHOMY KOHTposnw. [lepes MCNo/ib30BaHMEM NCXOQHOro
Cblpbsi MPOM3BOACTBEHHbIA NMEPCOHasT AO/IKEH YOOCTOBEPUTBLCA B TOM, UYTO  OHO
OEeNCTBUTENLHO SIBNSETCHA TEM ChipbEM, KOTOpPOEe yKasaHOo B (opme And 3anucu no
NPON3BOACTBY cCepun ANS AaHHOW MPOMEXYTO4YHOM npoaykumm munm ¢C.

425. (8.13) BbiNONHEHME APYIrUX KPUTUYECKUX onepaunii  AO/MKHO  Takxe
NnPoOBOAMTBLCA MOA4 KOHTPO/SEM BTOPOro  cneynanucta Wi nogeeprarbcs
3KBUBA/IEHTHOMY KOHTPOJIK .

426. (8.14) Ha onpegeneHHolXx cTaguMax TexXHOI0rM4ecKoro npouecca
(akTuyeckne BbIXOAbl AO/MKHbI  ObiITb  COMOCTABMIEHb C  OXMOAEMbIMU . Oxunpaembie
BbIXO4pl B COOTBETCTBYWWMX Npegesiax AO/MKHbl onpenenaTbCA Ha OCHOBaHUN [aHHbIX
NPOBEAEHHbIX paHee /abopaTOpHbIX, OMbITHLIX WAW  MPOMbIWAEHHBIX  UCTbITAHWN .
MPpUUMHLL  OTK/IOHEHMA OT OXWAAEMOro BbiXOAA, CBSA3a@HHbIE C  KPUTUYECKUMU
cTagusiMn npouecca, [OMKHb ObiITb paccnefoBaHbl, YTOOb ONpPeaennTb UX BAUSHUE
(W BO3MOXHOE BUSAHME) Ha KaydeCTBO COOTBETCTBYWUMX CEPWUIA.

427. (8.15) /lb60e OTK/NOHEHME [O0/MKHO ObiITb ONOPMSIEHO AOKYMEHTas/IbHO n
06bsSCHEHO. /llboe KpUTUYEeCKOoe OTK/IOHEHWE AO/MKHO ObiTb paccrefoBaHo .

428. (8.16) TexHONOrM4YecKuii CTaTyC OCHOBHbIX €eAunHUL, ob6opynoBaHus
OO/MKEH ObITb yKa3 aH M 60 Ha KOHKPETHbIX eAuHuuax obopygoBaHus, Inbo B
COOTBETCTBYWIWEN AOKYMEHTauun, Anbo C MCNOo/b30BaHMEM CUCTEM KOMMbHTEPHOro



KOHTPONA, /MO0 C NOMOWbBI anbTEepPHATUBHbLIX METO/O0B.

429. (8.17) nMNpoussoguTesib LOJKeH KOHTPO/IMPOBAaTbL maTepwuans,
npegHasHayeHHble And NOBTOPHOIA 06paboTKMn nnmn nepepaboTku, AN
npefoTepalleHnss HecaHKUMOHUPOBAHHOIO WMCMOIb30BaHUA .

OrpaHnyeHne BpeMeHU BbINOAHEHMSA onepaunin (8.2)

430. (8.20) Ecnm B TEXHOMAOrMYecKoW MHCTpyKuum (MyHKT 389 HacToAwWnNX
MpaBun) yCTaHOBMEHb OrpaHWYEeHUs MO BpPeMeHn, UX Heobxoammo cobnwgatb  Ans
obecneyeHVss KayecTBa NPOMEXYTOYHOM npoaykumum n ¢C. lMpomssoguTensb  [OJIKEH
OOKYMEHTa/IbHO OPOPMAATbL OTK/IOHEHUA OT 3TUX OFpaHuMYeHWin U NpoBOAMTb nx
oueHKy. Takue orpaHndyeHnas MOryT He noTpeboBaTbCca nNpu nposegeHnn
TEXHOMIOrM4YecKoro npouecca A0 AOCTUXEHUS YCTaHOBJ/IEHHbIX 3Ha4YeHWini napameTpoB
(Hanpuvep, [OCTUMXEHWEe HeobXoAuMOro 3HayeHusa pH, rugporeHusaums, cyuwka Ao
npefBapuTesibHO YCTAHOBJ/IEHHOW BefIMUUHLI NapavMeTpa), MNOCKO/bKY  3aBeplieHue
peakumin unuM cTaguii npouecca onpegenseTcsa nocpeacTBoM oTbopa npo6 u
MCNbITaHWn B npouecce Npou3BOACTBA.-

431. (8.21) MNpomexyTOuYHyw MPOAYKUWUKW, NpeAHa3Ha4YeHHyKw A1 OasbHelwerd
06paboTKM, HEOO6XOAMMO XpaHUTb NpPU ONpPeAenieHHbIX YCMOBUAX, 4YTOOb obecneyvunTb
ee MNpUrofHoCTb A1 AaJibHEelWero UCnosib30BaHuA .

OT6op Npo6 M KOHTPONb B npouecce npoussoacTea (8.3)

432. (8.30) lMpousBoguTenb AOMNKEH pa3paboTaTb U YTBEPAUTb WMHCTPYKUMU
MOHVUTOPUHIa npouecca N KOHTPOJA BbLINO/HEHUA Tex cTagwuii npouecca, KOTOpble
ABNAKNTCA MNPUYMHOW HENOCTOSHCTBa MNokKaslaTener KadecTsa NPOMeXyTOUHOM’
npoaykumm u O®C. MopAfoK nNpoBefeHUs KOHTPONA B Mpouecce npoussBoacTBa U
COOTBETCTBYWIWME KPUTEPUN MPUEMNIEMOCTU [AOMKHbI ObITb OnpefesieHsl Ha OCHOBaHWUU
MHopMauum, NOAyYEeHHOl Ha cTagmm pa3paboTku, nnm Ha OCHOBaHun
npejwecTsByWero onsita NPon3BoACTBa.-

433. (8.31) Kputepuum npuemnemoctv, Tun N O6BLEM UCHbITAHWUI MOryT
3aBunceTb OT MPUPOAbI BbiyCKaeMblX MPOMEXyTOYHOW npoaykumm n ¢C, peakuum mam
cTtaguM rnpouecca W CTeneHn BAUAHUA TEXHO/IOrMYecKoro npouecca Ha
HEMoOCTOAHCTBO KayecTBa MNPOoAYyKUMU. Ha HadaslbHbIX CTaauax npouecca [onycTuUMO
npoBsefeHne MeHee XeCTKOIro KOHTPO/IA B npouecce Mpou3sBoACTBa, Torja Kak Ha
6onee no3gHMx crtaguax npouecca (Hanpuvmep, CTaguW BblAEMIEHUA U OYUCTKW)
Heo6xoAnMo NpPoBOANTL O0siee XeCTKUA KOHTPOSb -

434 . (8-.32) KpuTnyeckme aTansl KOHTPOMA B Mpouecce Mpou3BoACTBa U
MOHUTOPUHI KPUTUYECKUX MPOLLECCOB, BKWYAA TOUKU N METOAbl KOHTPOSSA, LOSIKHbI
O6bITb M3NOXEHb B MUCbMEHHOM BUAE W YTBEPXAEHb nogpasgefnieHnem KOHTpO/A
KayecTBa.

435. (8-.33) KoHTponb B npouecce rpov3BoACTBa [AO/XEH OCYLEeCTBATb
KBa/IMPMLMPOBaHHLIA NPOM3BOACTBEHHLIN NepcoHan. KoppekTupoBaTb MPOLECC MOXHO
6e3 npegBapuUTeNbHOW CaHKUMM  nogpa3feneHuns KayecTBa, ecnu Takas
KOPPEKTNPOBKa MPOBOANTCA B 3apaHee YCTaHOBJ/IEHHbIX MpefesfibHbIX  3Ha4vYeHusx,
YTBEPXAEHHbIX nogpasfeneHneM KayecTBa. Bce wuvcnbiTaHMa UM uUX  pe3y/bTaThl
OOJDKHbl ObITb MOJSIHOCTBLI0 OPOPM/IEHL AOKYMEHTa/IbHO KaK 4aCTb [OCbe Ha Cepuio.

436. (8-34) Metomsl oT6opa npo6 Aana  MaTepuasnos, Haxogsawmxca B
npouecce nNpPovM3BOACTBa, MNPOMEXYTOYHOW npoayKumm n ®C A0/mKHb 6bITb NpuBeaEHb
B WHCTPYKUUAX, YTBEPXAEHHbIX npou3soguTenem. MMnaHsl oT6opa npodé v MeToAuKU
OO/MKHbl 6a3upoBaTbCA Ha HayyHO 060CHOBaHHOM ropsiake oTb6opa npob.

437. (8.35) lMNpousBoguTenb [OMXEH OCYWeCcTBATb OTO60OpP npob B npouecce
npon3BoACTBa C WCMOJ/Ib30BaHWEM Mpoueayp, npegycmaTpuBanlmMx npegoTBpaleHne
KOHTaMMHauMnM OTO6paHHOro maTepuana U ApPYroi NpOMexXyTOYHOM NnpoayKumn nnu
oC. Heobxogumo paspaboTaTb npoueayps AN obecneyveHusi coxpaHeHus
LenocTHoCcTn obpasuosB rnocne orbéopa.

438. (8.36) [Mpu npoBedeHUM WUCHbITaHU B Npouecce nponsesoacTea,
KOTOpble OCYWEeCTBAAKNT C Uenblo MOHUTOpPUHra n (Mnn) KOppeKTMPOBKWM Mpouecca,
Kak npaswnio, He  TpebyeTcH paccrnefosaTb  cny4am HecooTBeTCTBUA
cneunpuKaunsm .

CvewnBaHve cepuii NPOMEXYTOYHOW MPOAYKUUM WU (apMaLeBTUYECKUX cy6CTaHuui

B-4)



439. (8.40) B HacToslelh rnaeBe cMmewMBaHue onpegenseTcs Kak npouyecc
06beAnHEHNS BelecTB, COOTBETCTBYWWMX TpeboBaHWAM OAHOW cneuupukauum, ans

nosly4YeHnss OAHOPOAHOM MNPOMEXYTO4YHOW npoaykumm wnmn  oC. CmewnBaHne B
npouecce npom3BoACTBa 4acTei ogHol u Tol xe cepun (Hanpuvep, oObeanHEHMEe
HECKONIbKUX 3arpy30K LUeHTpudyrm mn3 oOfHomn cepun, nosy4YeHHol npwu

KpucTannmsauun) wuam 06beguHEHUE 4YacTen pas/indHbiX cepuin  ans nocnepywwen
06paboTKM CcUMTaeTCHa 4YacTblo TEXHO/IOFMYECKOrO Mpouecca M He paccmaTpuBaeTcs
KaK CMewnBaHue .

440. (8.41D) CvmewnBaHune cepvi, He OoTBEYanlMX TpeboBaHUsM
cneunpukauuii, c ApYyrMMmM CcCepusiMm C  Lenblo  obecnevyeHusi COOTBETCTBUS
crneynpukaumam dABnsieTcsa HegonycTumbiM. Kaxpgas cepusi, Bxogsdwas B~ COCTas
CcCMecu, [o/mkHa ObiTb NMpPOM3BEAEeHa MO YCTAHOBJ/IEHHOW TEXHOMOruv, WHANBUAYA/TbHO
ucneiTaHa M [O/XKHA COOTBETCTBOBaTb YCTAHOB/IEHHbIM  CreuuguKaumsam nepeg
CMelWwnBaHuemM .

441 . (8.42) Onepaumn cmewvBaHWS NpUeMNembl, B YaCTHOCTWU, AONA:

CMewVBaHUs HeboNbWwMX cepuii O yBe/MYEHUS pa3mepa Cepun;

cMewvBaHuUs ocTaTkoB (TO €eCTb OTHOCUTE/IbHO HEOBOMbWMX  KONYECTB
BblAENEHHOI0 BeWecTBa) Cepwuii OQHOM M TOI Xe MPOMEXYTOYHOM MNpoAyKLUN Y
ofHoOW n ToIh xe ®C ans nosny4vYeHus eguHoON cepun.

442. (8.43) MpousBoguTeslb [AOMKEH KOHTpOAMpoBaTb W ohopmMNATb
OOKYMEHTa/IbHO MpPOUECCH CMewuBaHUA. [oNlydyeHHas B pe3y/bTaTe  CMewvBaHuA
cepusi, rge NpPMMEHMMO, AO/XHa NoABepraTbCs UCMbTAHUAM Ha  COOTBETCTBUE
cneunprKauunam .

443. (8.44) [Jocbe Ha cepuw, OTpaxawuee cMewmBaHue, [OO/TKHO
obecneymBaTb BO3MOXHOCTb OOpPaTHOrO MpPOCAEXMBaHUA OTAENbHbLIX Ccepuin, U3
KOTOpbIX CcAenaHa CMecCh.

444 . (8.45) B Tex cnyvasix, Korga ¢u3andyeckue xapaktepnctumkm oC
ABNANTCA KpuTudeckummn  (Hanpumep, ®C, npegHasHayeHHble [O/14 nosyyeHuns
TBEPApIX /IEKAPCTBEHHLIX (HOPM WAN CYCMNEH3Ui ANnA npuema  BHYTPb), onepauuu

CvelwnBaHuA Heo6Xo4uMMmo BaNuaMpoBaTb, UTOOb rapaHTupoBaTb  O4HOPOAHOCTb
obbeauHeHHOW cepun. Banvpauma pgonxHa BKIKYaTb NpoBeAeHue NCNbITaHN
KPUTUYECKUX XapaKTepucTuk (Hanpumep, pacnpefeneHus dactvy Mo  pasmepam,
HaCbIMHOW M/IOTHOCTU U MJOTHOCTM MNpPWU YMIOTHEHUM), Ha KOTOpble MOXeT OKa3aTb
B/IMSAAHME MpPOLLeCC CMeWwnBaHuns .

445. (8.46) Ecnum cmewmBaHME MOXET OKa3aTb OoTpuuaTensHoe BO34encTBME
Ha CTabuNbHOCTb, MPOU3BOAUTENL [AO/PKEH MPOBOAUTL  UCHBITAHUA cTabunbHOCTH
OKOHYaTe/sIbHbIX Cepuii, MNOMYyYeHHbIX B pe3ynbTaTe CMewvBaHus .

446. (8.47) [laTa OKOHYaHMA CcpoKa TroAHOCTW uWUNu jJara npoesegeHvsd
NOBTOPHLIX WCMbITAHUI cCepun, MNOJSYHYEHHOW B pe3y/ibTaTe CMewnBaHus, OOosmKHa
onpefenATbCA Ha OCHOBaHWM AaTbl NMPOU3BOACTBA CaMbiX CTapbiX OCTaTrkoB UK
camoli CTapoi cepuum B CMECMH.

KoHTposb KoHTammHauun (8.5)

447. (8.50) [JlonyckaeTcsa BHOCUTb ocCTaTku BelwecTB (B yacTHoOCTH,
OCTaTKU, Ha/MNwue Ha CTEHKY W3MEeNbuuTensa, CMoA  BAaXHbIX KpucTannos,
OCTaBWMXCA Ha CTeHkKax 6aka UeHTpupyrn nocne pasrpysku, ocTaTku,
obpa3zoBaBwMeCH B pe3y/ibTaTe HEMOJIHOW BbIFPY3KM XUAKOCTEN WAN KPUCTaIOB U3
paboueii eMKOCTU Mpu NepeHoce BelWecTBa Ha crefywuyw cTaguio npouyecca) B
nocnegywwme cepum TOW Xe NPOMEXYyTOYHOW npoaykumm uwnn  O©C  npwu yCnoBuu
npoBefeHUss COOTBETCTBYWWEro KOHTPONs. Takoe BHeECeHWe He [O0/XHO MNoBfedb 3a
cob60oili nNepeHoca NPOAYKTOB pPa3/IOXeHUSA WM MUKPOOHOW KOHTamuHauuu, KOTOpble
MOryT OTpuuaTesibHO MOBAUATb Ha YCTAHOBJ/IEHHLIM Mpoduab npuvecen ¢C.

448. (8.51) TexHonornyeckue onepaunm [AO/MKHb MNPOBOANTbLCS Taknm
obpa3omMm, 4TOObL NPefoTBPaTUTbL KOHTaMUHauUUK MNPOMEXyTOYHOW npogykuun mnu oC
OpyrvMn BellecTBaMu .

449. (8.52) C uenblo npefoTBpaleHnss KOHTaMuHauuu Npou3BOAUTENb [OJIKEH
cob6nwgaTb 0cobble Mepbl NPeAoCTOPOXHOCTU nNpu paboTe ¢ ®C nocne ee OUYUCTKU.

YnakoBKa U ngeHTuhMumpylwas MapkmpoBka (papmaueBTUYECKUX cybCcTaHunii u
npomexyTo4Hon npogykuun (9)

Obwme TpeboBaHus (9.1)



450. (9.10) MNpousBoguTenb AOMNKEH YTBEPAUTb MNpoueayps, onunceliBawwmue
NnopsifAoOK NpPUEMKU, WAEHTUPMKaLUM, TMNOMeWeHNs B KapaHTuUH, OT6opa  npoob,
nccnepgosaHns U (UAN) UCNLITAHUA U Bbl4auu paspelleHMa Ha  UCNosib30BaHue
YMakoBOYHbIX MaTepuasioB U mMaTepuanos /19 MaApPKUPOBKU, a TaKxe nopsiAoK
obpalleHnss ¢ Takumm maTepuanamm .

451. (9.11) YnakoBO4YHble MaTepuasbl U MaTepuassl AN MAaPKUPOBKU LOJSDKHb
COOTBETCTBOBaTb chneunpukauusam. Te U3 HUX, KOTOpble HEe COOTBETCTBYWT TaKum
cneunpuKauunsam, O0/MDKHbl 6biTb OTK/IOHEHbl ANS NpefoTBpaleHUs MX UCMNosib30BaHUs
Nnpv BbIMNONHEHUW onepauunii, A3 KOTOPbIX OHW HENPUIOAHbI.

452. (9.12) MNpousBoguTenb OOMKEH BECTU 3annucu ANs  Kaxaow nocTaBKu
3TUKETOK U YMNakKOBOYHbLIX MaTEpUasioB C YKa3aHMeM [aHHbIX 006 uXx  rpuemke,
NpoOBEPKE WM UCMLITAHNUU, a Takke 06 UX MPUHATUU UIN OTKIOHEHUN .

YnakoBo4Hble maTepuans (9.2)

453. (9.20) Tapa pomkHa obecrneuvBaTb Hanexawyw 3auuTy OT nopuu uam
KOHTamvHauun npoMexyTO4YHOW npoaykumn nam ¢C BO Bpemss TpPaHCNOPTUPOBKM "
XpaHeHUs B MpeayCMOTPEHHLIX YCNOBUAX .

454 . (9.21) Tapa pomkHa ObITb YMCTOM M, €C/IM 3TOro TpebyeT  XapakTep
NPOMEXyTOYHON npoaykuum uanm O©C, nogBepraTtbCs CcCaHUTapHOW o06paboTke  Ans
obecrieyeHns ee NPUrogHOCTU /19 UCMNOMb30BaHUA MO Ha3HayeHuw. Takas Tapa He
JonmkHa obnagaTb XMMUYECKOW aKTMBHOCTbK, abcopbupylowuMu CBOWCTBaMu unm
CMYXUTb WUCTOYHWKOM MOCTOPOHHMX MNpumecei, 4YTOobbl He Bbi3biBaTb N3MEHEHWNI
KayecTBa NPOMEXYTOYHOM npogykumm wunn OC cBepx npefesibHblX  3HaYeHwui,
YCTaHOBJ/IEHHbBIX B cheundukaumm .

455. (9.22) Ecnu Tapa npegHa3HadeHa ANns  MOBTOPHOrO MCrnosib30BaHunA,
OHa [Oo/KHa oYnaTbCA B COOTBETCTBUM C YTBEPXKAEHHBIMW VMHCTPYKUUSAMM, a  Bce
npegbiaywume 3TUKETKU LOMKHbl ObiTb YAasneHsl Wiu CTepTbl.

Bbigava 3TMKeToK u KoHTposb (9.3)

456. (9.30) [focTyn B 30Hb XpaHeHUs1 3TUKETOK [AO0/keH ObiTb pa3pelleH
TOMBLKO uUaM, UMEeKWUM COOTBETCTBYWWME MOSHOMOYMUA .

457. (9.31) MNpousBoguTenb AOMNKEH MPUMEHATb Mpouenypsb conocTas/ieHnsd
KONMYeCcTBa BblJaHHbLIX, WCMO/b30BaHHLIX U BO3BpalleHHbIX 3TUKETOK /1A OUEHKM
pacxoxaeHns Mexay KOJMYeCTBOM MapKUPOBaHHbLIX YNakKoBOK U KOJ/IN4EeCTBOM
BblJAHHbIX 3TUKETOK. ®daKThl pacxoxgeHus Heobxoaumo paccnegosaTtb, a
nosly4yeHHble pe3ynbTaTbl  AO/MKHbl  ObITb  YTBEPXAEHb nogpasgeneHvemM
(nogpasgenenvsvMm) KadvecTBa.

458. (9.32) Bce Hencrnosib3oBaHHbE 3TUKETKM C HOMepamu Cepuin  unm
OPYroi neyaTHoOW WMHpOpMauuer, OTHOCSWENCA K 3TUM CepusiM,  OOJDKHbI ObITh
YHUUTOXEHbl. BO3BpalleHHble 3TUKETKU HeobXoAMMO cofepxaTb M XpaHUTb  TakKum
obpa3omM, 4YTOGH MpefoTBpPaTUTL UX NepernyThiBaHWE U ob6ecneynTb Hag/1exallyio

naeHTupMKaumio .
459. (9.33) YcTapeBuwne 3TUKETKU [O/MKHbl ObiITb YHUUTOXEHbI.
460. (9-34) nMpousBoauTesib [A0ONKEH KOHTPOAMPOBATb ob6opynosaHue,

ncnonb3yemoe And neyataHus 3TUKETOK TMpu  onepauusax YynakoBKM, B Lensx
obecneyeHnss COOTBETCTBUS BCEX OTTUCKOB Me4yaTHOMYy TeKCTy, YKasaHHOMY B
3anMcax no Npou3BOACTBY CeEpUn.

461. (9.35) OTneyaTaHHble STUKETKU, BblgaBaemble A/ onpeaeneHHom
cepun, AOMKHbl  TATeNIbHO MPOBEPATLCA B  OTHOWEHWM KX NoA/IMHHOCTU 1
COOTBETCTBMSI YCTaHOBJ/IEHHbIM TpeboBaHMsM. Pe3ynbTaTbl Takol NPOBEPKU [OSMKHbI
0hopMNATLCSA AOKYMEHTA/IbHO.

462. (9.36) O6pasey oTne4yaTaHHOW 3TUKETKM, COOTBETCTBYWWMI
NCNO/Ib30BaHHbIM 3TUKETKaM, HeobXoAMMO BK/W4YaTb B 3annucu Mo NpPoOM3BOACTBY
cepun.

Onepaumu nNo ynakoBke n mapkupoBke (9.4)

463. (9.40) MNponssognTesnb [OJIKEH yTBEPAUTbL WHCTPYKLUUN,
npegHasHayeHHble 419 06ecneyeHuss npaBWIbHONO WCMNO/Ib30BaHUA  YMaKOBOYHbIX
vMaTepuanoB N 3TUKETOK.

464. (9.41) MNopsfoK OCyuwecTB/IEHMSA onepauuii No  MapKUpPOBKe [OJIKeH
NCK/MYaTb BO3MOXHOCTb MepenyThiBaHNA MaTepuanoB AN MapKMPOBKU. Heo6Xxoammo



(nanuyeckoe wnanM MpPocTpaHCTBEHHOE pa3fesnieHne paboT, CBA3aHHbLIX C pa3Hoii
NPOMEXyTOYHOW npogyKuuen wnam ¢C.

465. (9.42) OJOTuKeTKN, WUCNONb3yemble ANs MapKUPOBKU HapyXHOW
NOBEPXHOCTU KOHTEWHEPOB C MNPOMEXYTOYHOW npoaykKumen wunn oC, [OOJDKHb
cofepxaTb Ha3BaHue WIN UOEHTUPNKAUVOHHLIA KOof, HOMEp cepunm NpoayKuuu u
YC/IOBUA  XpaHeHuda, ecnv TakKasa WHpopMaums ABseTcs KpUTUYECKON Ans
obecneyeHns KayecTBa MNPOMEXYTOUYHOM npoaykuum mnmn ¢C.

466. (9.43) Ecnu npomexyTodHasa npoaykuusa unm ®C  npegHasHayeHb ons
TPaHCMOPTUPOBKM 3a npegesbl chepbl KOHTPOJIA CUCTEMbl YNpaB/ieHUs MaTepuaiamu
npou3BoANTENIA, TO Ha 3TUKETKEe [O/XHbl ObiTb Takke yKa3aHbl Ha3BaHue N ajpec
nponssoanTens, KOJIMYECTBO COLEPXUMOro, OcCoOble YCNOBUA TPaHCMOPTUPOBKU "
nwbble crneunanbHble TpeboBaHWs, YCTaHOB/IEHHble (apmakoneiHbiMn crtarbamu,
HOpPMaTVBHOWM [OKyMEeHTauuMel WUiM HOPMaTMBHbIMA AOKYMEeHTamu. [0S npoMexyTO4HOW
npoaykumm n ¢C, KOTOpble MMEKNT YCTAHOBJ/IEHHbLIA CPOK FOAHOCTU, Ha 3TUKETKE U
B [OKYMEHTe, MoATBepxjanleM KayecTBO, [O/KHA ObiTb yKasaHa fara UCTeydYeHus
CpoKa rogHocTW. [ns NpoMexyTO4HON npoaykuum u ¢C, B OTHOWEHUU KOTOpPbIX
yCTaHOB/eHa gaTta MOBTOPHbIX UCMbITaHW, Takasd gata JoxHa ObiTb ykasaHa  Ha
aTukeTke n (UNN) B [OKYMEHTe, NoATBepxjawnleM KayecTBo.

467. (9.44) NpousBoguTenb AOMKEH MPOBEPUTb MOMEWeHUss n obopyaoBaHue
ONA YNakoBKU U MapKMPOBKW HEMNOCPEACTBEHHO nepej MX WCMNofib30BaHneMm, 4TOObl
yb6eouTbCA, UTO yAasleHbl BCe MaTepuasibl, KOTOpble He HyxHbl Ana — cregywouer
onepaunu ynakoBku. Takas MNpoBepka [o/ikHa ObiTb OodopMneHa AOKYMEHTas/lbHO B
3anucax rno npousBOACTBY Cepun, B XypHasle MCNOoJ/b30BaHusA nomeweHnin un
aKcnayaTaumm o60pyaoBaHUA UAN OTpaxeHa B APYroil cUcTeme [OKYMeHTauuu.

468. (9.45) [pousBoguTenb  OOSIKEH npoBepuTb yNakoBaHHY U
MapKUPOBAaHHYK MPOMEXYTOUHYI MpoayKuuiw winm  oC, 4To6bl y6eanTbcda, 4To
nepBuyHas 1M BTOPUYHAA yNakKoBKa [ONA Cepun UMeeT nNpaBWIbHYK  MapKUPOBKY .
Takada npoBepka Ao/mkHa OblTb 4YacTbi onepauuMm Mo  yrnakoBKe. Pe3synbTatsl
yKa3aHHOW NpPOoBEpPKN [O/MKHbI OblTb OTPaxXeHb B 3anucsax Mo Npovu3BOACTBY  cepuu
Wi B OOKYMEHTax Mo KOHTPO/I0.

469. (9.46) YnakoBKM C MpPOMEXyTO4YHOM npoaykuuen mnnu ¢C, nognexauue
TpaHCNOPTUPOBKe 3a npefens chepbl KOHTPONA npoussoaguTens, Heob6XxoAnMO
onnombupoBaTb TakMM 0ob6bpa3oM, 4TOObL B Cny4dyae HapyweHua WM OTCYTCTBUA
nnom6bl  nosyyaTtenb MOr 06paTuTb BHUMaHWe Ha BO3MOXHOCTb N3MeHeHnA
COEpPXNMOro .

XpaHeHne n peanusaums (10)

XpaHeHne Ha cknage (10.1)

470. (10.10) TlpousBoguTenb OO/MKEH NpefyCcMOTpeTb rnoveleHns u
TexXHN4YecKne cpefacTea, HeobxoAumble A1  XpaHeHnsa Bcex vMaTepuanos B
COOTBETCTBUMN C YCTaHOBJ/IEHHbIMX YycnosuaMun  (Hanpumep, KOHTPO/Ipyemble

TemnepaTypa M BAaXHOCTb, KOrga 3TO Heobxoammo). Heobxoammo BeCTU 3anmcu
napamMeTpoB 3TUX YC/0BUI, €CNIN OHW ABNAKTCA KPUTUYECKUMU  O/18 coxXpaHeHud
CBOWCTB MaTepuaioB.

471. (10.11) nMpousBoauTesib [OKEH BbAE/INTb  OTAESIbHbIE 30HbI Ans
BPEMEHHOI0 XpaHeHUs HaxoAsAWWMXCA B KapaHTUHE, OTKJ/IOHEHHbIX, BO3BpalleHHbIX
WX OTO3BaHHbLIX MaTepuasioB A0 MPUHATUA pelweHns 06 ux Mcnonb3oBaHuu, ecnm
HEe nMeeTcs [Jpyron cucTembl faa npefoTBpaleHns HenpegHamMepeHHoOro wum
HeCaHKLMNOHNPOBAHHOIO0 UCMNO/b30BaHUA YKa3aHHbIX MaTepuasios.

Peasinzauua (10.2)

472. (10.20) Peanuzaumss ®C n NpPOMEXYTOUYHbLIX MPOAYKTOB TPETbUM nyam
JonyckaeTca TO/MIbKO nocrie Bblgadu nogpasgeneHuem (nogpasfeneHusavm) KadecTsa
paspelleHnsa Ha X BbIMYCK U NOATBEPXAEHUA COOTBETCTBUA CeEPUU YNONHOMOYEHHbLIM
nvuom. ©C n npomexyTodHas npoAyKuMs B CcTaTyce KapaHTuHa MOryT ObiTb
nepefaHsl B Apyroe nojpasfefneHve, Haxogslleecs B  cdepe KOHTpPO/A
npouv3soauTend, ecnu 3TO pa3pelieHo noapasfeneHnem (nogpasgeneHnammn)
KadyecTBa M MpU Ha/IMuMM COOTBETCTBYHWWUX KOHTPOIA U AOKYMEHTaLUU.

473. (10.21) YcnoBus TpaHCNOPTUPOBKM ®C M NPOMEXYTOYHOW MPOAYKUUM He
OO/MKHbl OKa3blBaTb OTPULATENLHOINO BO3AENCTBUS Ha MX Ka4decTBO.

474 . (10.22) Ocobble ycnoBust TPaHCMOPTUPOBKN WU XpaHeHust ©C nnm



NPOMEXYTOUHOM MNPOAYKLUMU OO0MKHb OblTb YKa3aHbl Ha 3TUKEeTKe.

475. (10.23) NpounsBoanTeNnb [OMKEH Yy6eAuTbCA B TOM, UYTO WUCMOMHUTENb,
OTBETCTBEHHLI 3a nepeBo3Ky ¢C manm npomexyTo4YHOW NpOoAyKUMW, OCBELOMIEH 06
YCNOBUAX TPaHCMOPTUPOBKM U XPaHEHUA 1 cobmojaeT uX.

476. (10.24) NpounsBoanTENb AO/MKEH UMETb CUCTEMY, MO3BOMIAKNWYH ObICTPO
YCTaHOBUTb NyTU peannsauum Kaxaolh cepun MpoMexyTOHYHOW NpOoAYyKUAN W (nnn)
®C B uUensax obecneyvyeHUa BO3MOXHOCTU UX OT3biBa.

NabopaTopHbii KoHTponb (11)
06bwuii koHTponb (11.1)

477. (11.10) HezaBucumoe nogpasgeneHve (nogpasgeneHvs) KadecTBa
[okHO ([O0/MKHb) MMETb B CBOEM pPacrnopsikeHUM COOTBETCTBywWMe  nabopaTopHbie
nomeweHns n obopyaoBaHue.

478. (11.11) NpousBoANTENb OOMKEH YTBEPAUTb WMHCTPYKUMW, OMUChIBaKwLme
oT60p Npo6, NMpoBeAEeHME UCHbITaHWi, 040bpeHMe WM OTK/IOHEHME MaTepuasioB, a
Takke AOKYMEHTa/IbHOE O(QOpM/IEHUE U XpaHeHWe 1abopaTopHbIX AaHHbLIX . BepneHne
nabopaTopHLIX 3anucei [o/KHO COOTBETCTBOBaTb TpeboBaHUsM, YCTaHOB/1EHHbIM
nyHkTamm 394-395 HacToAwmx MpaBun.

479. (11.12) Bce cneunpukauum, nnaHsl oT6opa nNpo6 wu MEeTOAUKMN
WCMbITAHNIA JO/MKHbI OGbITb HAay4yHO O6OCHOBaHbl W [OJ/IKHbB FapaHTMpoBaTb, 4TO
NCXOQHOE Cbhipbe, MNPOMEXyTouyHas npoaykumsa, ©OC, 3TUKETKM U YNaKOBOYHbIE
mMaTepuanbl COOTBETCTBYWOT 00OWMM (HapMaKonewrHbiM CTaTbsM, (hapmaKonemHbiM
cTaTbsM, HOPMATUBHOW AOKYyMEHTaUUn WAN HOPMaTUBHOMY [AOKYMEHTY MO KayecTBy
n (unn) uuctorte. Cneuyupmkaumm M METOOVUKM WCHbITaHUi [O/MKHB COOTBETCTBOBATb
TpeboBaHMAM pervcTpaunoHHOro gocbe. [pou3BoanTeslb TakKke MOXeT  yTBepAuTb

cneunpukaumm, JOMONHsWMe  crneunpukaumMm  perucTpauuoHHOro  Aocbe.

Cneundukauymm, nnaHsl oT60pa NPO6 M METOAMKM UCHLITaHW, BKA4Yasi BHOCUMbE B
3TN [OKYMEHTbl W3MEHEHUsi, [AO0/MKHbl 6blITb  COCTaBJ/IEHDI COOTBETCTBYHOWNM
nogpasaeneHVem npous3BoANTENS, a TaKkke TMpoOBEpEeHbl U yTBEPXAEHbI

nogpasgenexHvem (nogpasgeneHnsvMm) KadecTBa.

480. (11.13) NpousBoanTENb OOMKEH YTBEepAUTb chneuupukaumm aAns oC,
COOTBETCTBYyWUWME O06WUM (papMaKONenHsiM cCcTaTbsaAM, (dapMaKoneiiHbim cTaTbsM,
HOPMaTMBHOIM [OKYMEHTauum wuan HOPMaTUBHOMY [AOKYMEHTY W corjacywuuecsa c
npoueccoMm npou3BoAcTBa. Cheyupukaumm [OMKHbI  COoAepxaTb TpeboBaHMA K
KOHTPO/W npumMecen (HanpuMep, OpraHMYecKMx M HEOPraHU4YeCKux MpuUMecen u
OCTaTO4HbIX pacTBopuTenein). Ecnn mmeetca cneyndukauma gna ¢C B OTHOWEHUW
MMKPOOMONOrMYECKON YUCTOTHI, TO AN1A O6WEero KonmyecTBa MUKPOOPraHM3mMOB "
ONs HegoNyCTUMbIX MUKPOOPraHM3MOB HeobXoAMMO YCTaHOBUTb Mpefensi, Tpebywwme
NPVHATUA MEep B COOTBETCTBUM C Mpoueaypamn, YTBEPXLEHHLIMA MPON3BOAUTE/NIEM.
Ecin umeeTca crneuudukauma ana ¢C B OTHOWEHMW coOdepXaHusi 3HAOTOKCUHOB, TO
Heob6XoaMMO YCTaHOBMTb COOTBETCTBYWWWE Mpedesnsi, Tpebywwme NpUHATUA mep B
COOTBETCTBUN C npoueaypamv, YTBEPXAEHHLIMU NPOM3BOANTENEM.

481. (11.14) Bce npouenyps NabopaTopHOro KOHTPOASA AO0MKHb MPOBOAUTbLCS
B COOTBETCTBUM C YTBEPXAEHHLIMU WHCTPYKUMUAMU U OHOPMAATLCA B NMUCbMEHHOM
BUAE BO BpEeMS BLINO/HEHMA. Jliobble OTKAOHEHUST OT BblleyKa3aHHbIX  npoueayp
OO/MKHbl ObITb AOKYMEHTa/IbHO O(POPM/IEHB C COOTBETCTBYHWWMM OOBLACHEHUEM.

482. (11.15) /bble Nony4veHHble AaHHble O HEeCOOTBETCTBUM cneunpuKaunm
HEeo6XxoAMMO paccnefoBaTb U AOKYMEHTa/IbHO OOPM/ISATb COr/lacCHO  yTBEPXAEHHO
npoueaype. B cooTBeTCTBMM C 3TOW Mnpoueaypoli HeobxoaMmo  NpoaHa/IM3MpoBaTb
AaHHble, AaTb OUEHKY TOro, VWMENTCH /In CYWECTBEHHbE MPOGAEMSI, onpegennTb
HeobXoaVMble KOpPpPEKTUpyKWMe AencTBUS U caenaTtb BbiBOAbl. Jlobon NMOBTOPHbIM
oT60op Npo6 m (UIM) NOBTOPHLIE UCMLITAHMA MNOCAEe MNOoMyYeHUst pe3ynbTaTtoB O
HECOOTBETCTBMU cneuupukaumm HeobxogMMo NPOBOAUTbL COr/laCHO  YTBEPXAEHHO
npoueaype -

483. (11.16) NpousBoanTeNb OO/MKEH FOTOBUTb U MapKUpoOBaTb peakKTUuBbl U
CTaHfapTHble pacTBOpbl B COOTBETCTBMM C YTBEPXAEHHbIMU WHCTPYKUMAMM. Ha
nocyge C aHaMTUYECKUMU peaKTuBaMu WNM CcTaHAapTHeiMM pacTBopamu (ecam 3To
uenecoobpasHo) pAo/mkHa OblTb YyKa3aHa pgaTta, A0 KOTOpoii OHU MOryT
ncnonb3oBartbca (“'crnonb3loBaTb A0').

484. (11.17) Npu npoussoactee O®C (npu HeobxoaumocTn) Heobxoanmo
UMETb MEepBUYHbIE CTaHAapTHble o06pa3upl. WCTOYHMK Kaxgoro NnepBUYHOIO
CTaHOapTHOro obpasuya AO/MKEH ObiTb 3afMKCUpoBaH B AOKyMeHTauum. Heobxogumo



BECTM 3annucu XpaHeHusi Kaxgoro nepBUYHOro cTaHgapTHoro ob6bpasua w” ero
MCrMONb30BaHNA B COOTBETCTBUM C pPEKOMEHAAUMAMM MOCTaBlLMKa . MepBuYHblE
CcTaHgapTHble o6pasubl, MONYYEHHbIE U3 OPUUNAIBHO MNPU3HAHHLIX WCTOYHUKOB W
XpaHsawnecs B COOTBETCTBUM C PeKoMeHfauuaMu nocTasluKa, KaK  npasuio,
NCNoNb3yKT 6e3 NpoBeAeHUst UX UCNbITaHW .

485. (11.18) Mpn OTCYTCTBUM MNEpPBUYHOro CTaHAAPTHOro obpasua y
opuuManbHO MPU3HAHHOIO UCTOYHMKA JO/KeH ObiTb  pa3paboTaH ""BHYTPEHHNA""
nepBuYHLIA CTaHJapTHbI obpasey,. [nA [OCTOBEPHOro YCTaHOB/EHUSA MNOA/MHHOCTU
M YNCTOTHl TaKOro nNepBMYHOro CTaHgapTHOro o6bpasua Heobxoaumo npoBecTn
Haj/iexauwme ucrnbiTaHns . Heo6XoAMMO COXpaHATb COOTBETCTBYWWY  AOKYMEHTauuio
NpoBeAeHNs 3TUX WUCMNbITaHWN .

486. (11.19) TlpousBoguTenb [O/MKEH TrOTOBUTH, naeHTupnumposaThb,
NCMbITbIBaTb, YTBEPXAaTb U XpPaHUTb BTOPUYHbIE CTaHAapTHbIE 06pas3upl Hagnexawnw
obpasom. [lepep nepBbiM UCMOAb30BAHMEM HEOOXOAMMO OrnpeaenaTb NnPUrogHoCTb
Kaxaoli cepun BTOPUYHOrO CTaHAapTHOro obpasua NyTem CpPaBHEHWUSA C MEPBUYHbLIM
CcTaHgapTHbIM ob6pa3uoMm. Kaxgasa cepus BTOPUYHOIo CTaHAApTHOro ob6pasua AosikHa
nepuoaMyeckun nogseprartbCA MNOBTOPHOM KBanpukauum B COOTBETCTBUUN C
NPOTOKOJIOM.

icnbiTaHNUs NPOMEXyTOYHOM MpoayKuum u tdapMmaueBTudeckux cybcTtaHuuin (11.2)

487. (11.20) [ns Kaxgow cepum MPOMEXYTOYHOW npogykKumum n - oC OOJIKHBI
NPoOBOAMUTLCA HeobXxoauMble nabopaTopHble UCNbLITaHUA C  Uenbld  NoATBEPXAeHUA
COOTBETCTBMUSA ChneunpuKaunam.

488. (11.21) Kak npaBwno, pna Kaxgoro ©¢C cnegyeT — ycTaHaB/vMBaTb
npojguab nNpuMecei, ONuChiBawWUi MAEHTUDMLMPOBAHHbIE ” HengeHTUOULUNPOBaHHbIE
npuvecn, nNpUCyTCTBYyKWME B TUMNUYHOW Ccepun, MNONYYEHHON B pe3ynbTaTte
onpefeneHHoro KOHTPOAMPYEMOro TexXHO/0rnmyeckoro npouecca. lMpojgunb npumecei
JONXeH BK/INYATb UAEHTUDMKALUMIO WM KaKyl-/IM060 KayeCTBEHHYKW  aHa/IMTUYECKYH
XapakTepucTtuky (Hanpumep, Bpemsa yaepxmBaHusl), npeaens coaepxaHusi Kax oW
obHapyx1Baemoin NpuMMECH U KIaCCUDMKaLMI Kaxaoh WAeHTUPULUPOBAHHOW npumecwu
(Hanpuvep, opraHnyeckas U HeopraHuyeckass npumecu, pacTtsopuTesnb). [Npodhunb
npuvmecein, Kak npaBwio, 3aBUCUT OT OCOOEHHOCTEell TEeXHO/I0rM4yeckKoro npouecca
n npovcxoxgeHusa ®C. B GONbWWMHCTBE CllyvyaeB HET Heo6XoA4MMOCTU onpeaenaTb
npoguae npuvmecein gna ®C pacTUTENIBHOITO WAN XUBOTHOIMO MPOUCXOXAEHUA .

489. (11.22) MNpodpwunb NpuMMecein Yyepe3 OonpefesieHHbe NPOMEXYTKU BPEMEHMU
Heo6xoAMMO cpaBHMBaTb C MNpoduieM npuvMecei, NPUBEAEHHbHIM B PEerucTpauvoHHOM
OOCbe, WM C paHee MONYYEHHbLIMN AaHHbLIMW, 4YTOOb O6HAPYXMTb M3MeHeHna B OC,
ABNANWMECH pe3y/ibTaToOM UW3MEHEHU WCXOLHOro Chipbs, NapameTpoB paboThl
ob6opyfoBaHMA MU TEXHONOMMYECKOro rnpolecca.

490. (11.23) TlpousBoguTenb OOJKEH npoBOAUTbL COOTBETCTBYWLME
MMKPOOBMONOrMYEeCKUe MUCMbITaHUS A8 KaxaoW cepuy MPOMEeXyTOYHON npoayKuuu "
®C, ecnu mx MMKpobuosiormyeckasd 4YMcToTa HOPMUPYETCH.

Banupauma aHanutuyeckux metoauk (11.3)

491. Bampaumsa aHalIMTUYECKUX MeTOoAMK  AO/KHAa OCYLECTBNATLCA B
cooTBeTCTBMM C nyHKTamm 511-539 HacToawmx paBun.

JOoKymMeHTbl, noagTBepxpavime kKadectBo (11.4)

492. (11.40) [ns Kaxaon cepun MPOMEXYTOYHOW npoaykumum wuam ©C [omxeH
Nno 3anpocy BblgaBaTbCsA OpUrvMHasl OOKYMEHTa, MOATBEPXAAWWEro KadecTBO.

493. (11.41) [oKyMeHT, noaTBepxaawwuin Ka4dyecTBO, [OOJ/IKEH cogepxaTtb
MHpopMauui O Ha3BaHUM NPOMEXYTOYHOW npoaykuun unn  OC, BK/Yas npu
Heob6xoaAMMOCTU COpPT, HOMEP cepuM U gaTy Beinycka. Ecim  gnsa NPOMEXYTOYHOIA
npoaykumm mnn ¢C ycTaHOBNEeHa pgaTa MCTEYEeHUss CcpoKa rogHocTu, 3Ta  pgaTta
JO/MmKHa OblITb yKa3aHa Ha 3TUKETKE U B AOKYMEHTe, MOoATBEpPXAAnWeM Ka4yecTBO.
Ecnn gna npomexyTodyHolr npoaykuum unn  O®C  ycTaHoBfeHa pjgata  MNOBTOPHOro
ucnbiTaHMA, TO 3Ta gaTta fAO/KHaA OblTb YKa3aHa Ha 3TUKETKe U (vnn) B
OOKYMEHTe, MoATBEpPXAAneM KadyecTBO.

494. (11.42) B poOKyMeHTe, noATBepxjawlieM KayecTBO, [0JIXeH ObITb
npvBefeH rMepeyvyeHb BCEX WCNbITaHWi, MPOBEAEHHLIX B COOTBETCTBUN C
TpeboBaHusMK  obuen (hapmaKonemnHoi cTaTtbM, thapmakoneHo cTaTtbM,



HOPMaTMBHOIM [OKYMEHTauum Wan HOPMaTMBHOINO [OKyMEeHTa, a Takxe TpeboBaHusimu
nokynatens ¢C mnnanm npoMexyTO4YHOM NpoAyKUMW, BK/K4Yas AONYCTUMbE MpenesbHbie
3HAYEHUST N MOJIYHYEHHbIe 4Yunc/oBble pe3ynbTaTthl (rge 3TO NPUMEHUMO) .

495. (11.43) [oKymMeHT, noaTBepxjawwnii KadvecTBO, AO/KEH ObiTb nognuca
paboTHMKamMu nogpasaenenuvs (nogpasaenenuin) Ka4yecTBa, nmerwmummn
COOTBETCTBYyHWIWME MNOSIHOMO4YMS, C npocTaBneHnem  Aathl n coaepxaTtb
HaMMeHOBaHMe, ajpec U Homep TesnedoHa MepBOHAYa/IbHOro npousBoguTens. Ecnnm
aHa;im3 Obll NpPoOBeAeH oOpraHvM3auuein, OCyWecTBAsAWeER nepeynakoBky Wan
NOBTOPHYKW 06paboOTKy, B AOKYMEHTEe, MOoATBEPXAAWWEM KayecTBo, Heo6xoanmo
yKasaTb €ero HaumeHoBaHue, ajpec, Homep TenepoHa M YyKasaTb  HauMMeHOBaHue
nepBoHa4Ya/IbHOr0 NPON3BOAUTENS .

496. (11.44) Ecnn opraHusaumaMm,  OCYLWeCcTB/A0WUMA rnepeynakoBky W
(unn) NOBTOPHYKW 06paboTKy, Bb4AWTCA HOBbIE [OKYMEHTHI, noaTBepxpanwmne
KayecTBO, TO B HUX [JO/MKHbI OblTb yKasaHbl Ha3BaHue, ajpec U HoMep  TenefoHa

naéopatopun, npoBoavBlLEl/ aHaM3bl. TakuMe [OKYMEHTbI, noATBepxaanwme
KauecTBO, [O/KHbl TaKKe COAepXaTb CCbJIKY Ha HauMeHoBaHue n agpec
nepBoHayasibHOro  MNpou3BOAUTENS U HA  MNepBOHAYasIbHbI [OKYMEHT,

noaTBepxaawliMii KayecTBO, KOMUIO KOTOPOro Heo6xoavMMmMo npuniaraTh.
KOHTponb cTabunbHOCTU (apmaueBTUYecknx cybctaHumnii (11.5)

497. (11.50) TlpounsBoguTenb OOJKEH paspaboTaTb OOKYMEHTa/IbHO
O(OPMNEHHYI0 NPOrpaMmMy MPOAO/IXAKWMXCA WUCMbITaHUA, npegHa3HavyeHHyw Ans
KOHTPONA CTabunbHOCTM XapakKTepucTuk ®C. MNonyyeHHble pe3ynbTaThl He06Xo4umo
MCnonb3oBaTb N9 NOATBEPXAEHUA HaA/iexawnx YC/OBUR  XpaHeHUus n par
npoBefeHns MOBTOPHbLIX MCMbITaHU WANM UCTEYEHUs CpoKa FOoA4HOCTU.

498. (11.51) MeTOogMKU WCMbITAHWA, WCMOJ/Ib3YEMbIE MpU nccnenosaHun
CTabunbHOCTW, [O/MKHb MNPOMTVM  BanMauuio n obecneunsaTb nosny4yeHue
HEOBXOANMbIX AaHHLIX O CTabWNbHOCTU.

499. (11.52) O6pasupl ANsi UCMbITaHUsA Ha CTabubHOCTb Heo6xoanmo
XpaHUTb B Tape, mogenupywowein notpeburenbckylw Tapy (YNakoBKy) . Hanpuwmep,
ecnn OC peanu3ylwT B MelWKax, YyMNakKoBaHHbIX B (unbpoBbie G6apabdaHbl, TO  obpasLbl
ONA UCMbITaHU Ha CTabuibHOCTb MOryT 6biTb yNakoBaHbl B MEWKM W3 TOro  xe
mMaTtepunana, romelweHHsle B 6apabaHol MeHbllero pasmepa, N3roToBJ/IEHHbIE U3
mMaTepuana, aHa/lorMyHOro Wan UAEHTUYHOro maTepuany (GuopoBLIX GapabaHoB, B
KOTOpbIX ®C nocTtynaeT B MNPOAaxy -

500 (11.53) Kak npaBwio, B nporpamMy MOHUTOPUHra CTabuibHOCTU ons
NOATBEPXAEHUS AaT NPOBEAEHUS MOBTOPHLIX WCMLITAHUA WAM  UCTeYeHus CpokKa
rOAHOCTU [AO0/KHb OblTb BKJ/IOYEHbI MepBble  TpU  peasi3yemblie NPon3BOACTBEHHbIE
cepun. Ecnn paHHble npeaBapuUTesibHOro UccnefoBaHusA CBUAETENbLCTBYWT, 4To ¢C
MOXET COXpaHATb CTabunbHOCTb NO KpaWHel Mepe B TeudeHue OByX nert,
[OonycKaeTCsA UCMO/Ab30BaTb MeHee Tpex cepuii.

501. (11.54) TMocne 3TOro B nNporpavMmy MpPoOAO/IKANWNXCA NCMbITaHW
CTabunbHOCTU HEO6XOAMMO BK/YATb, KaK MUHUMYM, OAHY MPOU3BEAEHHYI  CEepuio
oC B rog (3a UCK/IYEHMEM Tex cnyyaeB, Korga npou3BOACTBEHHbIE cepun B
OaHHOM rogy He BbiNYCKa/IMCb) W HE MeHee OAHOro pasa B roj npoBoauTb  ee
UCMbITAHNA ONA MOATBEPXAEHUSA CTabu/ibHOCTU.

502. (11.55) B oTHoweHun O®C Cc KOPOTKUMW CPOKaMn XpaHeHus ucnbITaHns

Heo6xoAMMO MPOBOAUTL Yalwe. Hanpumep, ansa Tex BGUNOTEXHOMONNYECKUX ,
BGMONOrNYECKUX N apyrux ®C, CPOKU XpaHEeHUs KOTOPbIX COCTaBASAWT OAWH rof uam
MEeHblle, Heo6GXoAuUMO OTOMpaTb 06pasupl ANS  WUCMLITaHU Ha CTabUNbHOCTb U

NPOBOAUTbL MWCMbITAHUA EeXeMeCsA4YHO B Te4yeHue MNepBbiX Tpex MecsAueB, a  3aTem
Kaxable Tpu Mecsua. Ecnv umewnTcsa paHHble, noAaTsepxjawwme, 4TO CTabuibHOCTb
OC coxpaHseTcd, TO fJonycKaeTcsa YA/MHEeHMEe TMepuodoB Mexay  UCMbITaHUAMU
(Hanpumvep, [eBATb MecsueB) .

503. (11.56) Mpm wucnbiTaHUAX Ha CTabubHOCTb pekoveHayeTcs
obecneumBaTb COOTBETCTBUE YCNOBUIA XpaHeHMs PykoBoacTBY  MexayHapoaHOV
KoHpepeHuur no rapmoHusauuun ‘‘liI3ydyeHne cTabW/IbHOCTU HOBbIX  JIEKAPCTBEHHbIX
cybcTaHumn n npenapatoB' (ICH Q1A)*(9).

[laTbl ucTeyeHus cpoka FoAHOCTU U NPOBEAEHUs MOBTOPHbLIX UCMbITaHuii (11.6)

504. (11.60) Ecnu npomexyTo4dHasa npoaykuusa rnpefHasHadeHa O/ repejayu
3a npegesbl chepbl KOHTPOSA CUCTEMbl YNpaBieHuUs maTepuasnamum npou3BoguTens u



ONA Hee ornpefenieHa gata UCTeYEeHUA CpoKa roAHOCTW WUNU NPOBEAEHUS MOBTOPHbLIX
UCMbITAHUA, TO [AOo/MKHA ObTb B Ha/MuuM  UHpopmauus, noagTeBepxpawlan eé
cTabunbHoCcTb (Hanpumep, OMy6/IMKOBaHHbIE AaHHble, pe3ynbTaThl UCMbITaHWA) .

505. (11.61) [aTbl MCTeYeHUss cpoka rogHOCTU WU MPOBEeAEHUS MOBTOPHbIX
ncnoiTaHnin ®C AO/MKHBI OCHOBbLIBATLCA Ha pe3yfbTaTax OUEHKW AaHHbIX, MONYYEHHbIX
npu naydyeHnn ctabunbHoCcTU. O6bMHO Ana  ®C  nMcnonb3ywT AaThl nposeneHus
MOBTOPHLIX MCMNbITAHUI, a He gaTbl NCTEeYEHMs CpoKa rogHOCTU.

506. (11.62) MpeaBapuTenibHble AaThl UCTEYeHUA Ccpoka roAHOCTU WU
npoBeAeHnsi NMOBTOPHbLIX UCMbTaHnii ®C  MOryT OCHOBLIBATbBCA Ha  pe3ynbTarax,
NOYYEHHbIX ONS OMNbITHBIX Cepuii, ecnu 1) ANA  ONbITHLIX  Cepui NCNOo/b3YyHTCHA
crnocob6 npouM3BOACTBAa M MNpoueaypbl, MOAENMpyKlMe OKoHYaTesbHbI npouecc
NPOMLILIEHHOrO MpouM3BoACTBa, U 2) KadecTBO OC COOTBETCTBYeT  KayecTBy
BelecTBa, KOTOpoe OyAeT BbiMyCKaTbCHA B MPOMbILIEHHOM MacuwTabe.

507. (11.63) [ns npoBefeHusi MOBTOPHLIX WUCMbITAHW Heobxogumo OToupaTb
penpe3eHTaTrBHbLIE 06pa3Lpbl.

ApxuBHble o6pa3us (11.7)

508. (11.70) ApxuBHble 06pa3Lpl HEO6XOAMMO yMnakKoBbiBaTb W XpaHUTb C
Lenbld BO3MOXHOM OLEHKU KadecTBa cepuii ©C B b6yayueMm, HO He Ans npoBeAeHusi
NCMbITAHUA Ha CTabWUIbHOCTb.

509. (11.71) Hagnexawmm o6pa3oM MapKUpOBaHHbIE apxvBHble — 06pasLbl
Kaxao cepum ®C [OMKHBI  XpPaHUTbCA B Te4dYeHMe OfJHOoro roga nocne pgatsl
NCTeYeHNs cpoka roAHOCTU cepuun, KoTopas onpefenseTca npoussogutenem, wuam
B TeyeHuWe Tpex feT Mnocne peanusauyum cepum B 3aBUCUMOCTM OT TOro, KakKoii
CpPOK sBNnsieTcs 6osee ganTenbHbIM. ApXuBHbie 0b6pa3ubl ®C C yCTaHOB/IEHHOW AaToi
NMOBTOPHLIX MCMNbITaHU HEO6XOAMMO XpaHUTb B TEYEHMEe TpexX JIeT Mocne Toro, Kak
cepusi 6bi1la NOHOCTBK peasiM30BaHa MPOU3BOAMTENEM .

510. (11.72) Mpu XpaHEHUN apxXMBHOFro obpa3ua HEeoOXoAMMO MCNObL30BaTb
TaKyl Xe CUCTeMy yrnakoBKW, B KOTOpPOl XpaHutca ©¢C, wan Takylw, KoTopas
3KBMBa/IEHTHA CUCTEME YMaKOBKW, MNpeAHa3HayeHHol pOns npoaaxu, wun
obecrneumBaeT nyudwyw 3auuTy. [pou3BogMTeNlb AO/MKEH XPaHUTb apXuBHbIE 06pasel,
B KO/MYECTBe, AOCTATOYHOM [ANS MNPOBeAeHNs, KaK MUHUMYM, [AOBYX  MOJIHbIX
aHannM30B B COOTBETCTBMU C 0b6uei (papmakonenHonm cTaTbeil, (hapmaKonemnHoii
cTaTbel unu nNpuM OTCYTCTBMWU (hapMaKOMenHoW cTaTbW — ABYX MOJHLIX aHa/IM30B B
COOTBETCTBUN C HOPMATMBHOIM [OKYMEHTauMen WM HOPMATUBHLIM LOKYMEHTOM.

Banupaumna (12)
Monntuka Banngaumn (12.1)

511. (12.10) TMNpowusBoanTenb AO/MKEH [AOKYMEHTa/llbHO OpopMUTb o6y
NOMMTUKY B OTHOWEHUW Banujauumn, ee 3ajayv M NpuHUMMbL, BK/I4Yas Ba/Mgaunio
TEXHONIOMrMYeCcKUX MpoueccoB, nNpouesyp OYUCTKM, aHa/IMTUYECKNX  MeTOoAUK,
npoueayp KOHTPO/A B Mpouecce Mpon3BOACTBa, KOMMbIOTEPU3MPOBAHHLIX CUCTEM, U
B OTHOWEHUW /1L, OTBETCTBEHHbIX 3a pa3paboTKy, MPOBEPKY, YyTBepxaeHne Wu
OOKyMeHTaslbHOe OfopMNeHME Kax[oro aTana Banngauunu.

512. (12.11) Kputnueckme napameTpsl U (UIN) XapaKTEpPUCTUKU, KakK
npaswno, crnegyeT onpefensATb Ha CTagun pa3paboTKM WANM Ha OCHOBaHUWM [aHHbIX
npeaBapuTesibHOro onbiTa paboThl; crefyeT Takke onpejenntb AnanasoHbl
3HAYEeHU 3TUX KpUTUHECKUX napameTpoB n (UIM) XapakKTepucTuk, HeobxoanmMblie
4na obecnedyeHusi BOCNPOM3BOAUMOCTM npouecca. [pu 3TOM Heo6xoAnMOo:

onpefennuTb KpUTUYecKne xapakTepuctukm ®C Kak npoayKuun;

yKasaTb napaMeTpbl npouecca, KOTOopble MOryT BAUATb Ha  KpUTUYECKue
nokasarenn kKayectsa OC;

YCTaHOB/Tb Auana3OoH 3HadeHun Kaxgoro KPUTNYECKOI O napaveTpa
npouecca, KOTOpbIA npegnonaraeTcd UCNOAb30BaTb NpU CepuiiHOM NPOM3BOACTBE U
KOHTpO/Ie npoLlecca.

513. (12.12) Onepaumn, KOTOpbIE CUMTATCA KPUTUUYECKMMU A8 KadecTBa U
yncToTel ®C, nognexar BanngaLuu.

JokymeHTauma no sanupauun (12.2)

514. (12.20) [Ana kaxgoro npouecca, nogsexawero Banvgaumn, OOIKEH



ObITb pa3paboTaH MPOTOKON Bangauum. ITOT MNPOTOKOM AO/MKEH ObiTb MPOBEPEH U
yTBEPXAEH  nogpas3feneHnem (nogpasaeneHunammn) KayecTBa U ApYyrumu
COOTBETCTBYWWUMN MOAPaA3[ENEHNAMN .

515. (12.21) B npoTokone Baangauum  OOSDKHbI ObITb onpepgeneHo
KpUTMYECKMEe CcTaguu npouecca W KpuTepum npuemseMocTu, a Takxe BuUf
NpPoOBOAMMOWA BanMgaumm (Hanpuwvep, peTpocnekTMBHas, nepcrnekTuBHas,

COMnyTCTBYyKWasa) M KOMNYECTBO MPOU3BOACTBEHHbLIX LIMK/MOB.

516. (12.22) OTyeT O BaMjauUUU OO/MKEH cofepxaTb MNepeKpPecTHble CCbIIKU
Ha MPOTOKON Bamgauum n o06ob0WwaTb MNOMYyYEHHbIe pe3y/bTaTbl, 00bACHATb  Nbble
obHapyxeHHble OTK/IOHEHUS C COOTBETCTBYHWMMU BbIBOJaMU, BKJ/II0YaWNMK
peKovMeHayeMmble N3MeHeHUA A7 UcnpaB/ieHUA HeOOCTaTKOB.

517. (12.23) /wbble OTK/NOHEHUA OT NPOTOKOo/Aa Banujaunn  AOSDKHbI ObITb
O(hopM/IEHbl OOKYMEHTa/IbHO C COOTBETCTBYWWUM OBOCHOBaHWEM.

Keanmdumkauns (12.3)

518. (12.30) o Hauyana paboT no BanugauMm rnpolecca HeobxoaAnmo
3aBEpWNTb KBa/IMPUKaLMI KPUTUYECKOro obopyaoBaHua U BCMOMOraTesibHbIX
cuctem. Keannpmkauuiw o6bMHO NpoBOAAT Mo cneaytouum sTanam (N0 OTAENLHOCTU
WAN B COBOKYMHOCTW):

KBa/IMPMKauMsa npoekTa: AOKYMEHTa/IbHO O(DOpPMAIEHHOE MNOATBEPXAEHME TOro,
YTO MPEenJ/IOKEHHLI MPOEKT MPOU3BOACTBEHHLIX MOMEWEHWA, 060py[oBaHus 1Y
CUCTEM SABASAETCHA MNPUIrO4HbIM ANS MPUMEHEHUSA MO Ha3HAYEHUK .

KBaMPrKaLMsa MOHTaxa: [AOKYMEHTa/llbHO O(pOopM/IeHHOe NOoATBEpPXAeHWe TOoro,
UTO MOHTaX TrMoOMeweHwui, cucrtem ©n obopyaoBaHUs (yCTaHOBNEHHbIX WK
MOAN(PMLNPOBAHHLIX)  BbLIMOSIHEH B COOTBETCTBMM C  YTBEPXAEHHbLIM NPOEKTOM,
peEKOMeHZaUNAMM  U3roToBUTENSA " (nnn) TpeboBaHMAMU nponsBoauTens
NEeKapCTBEHHLIX CPeacTB.

KBaMmKauusi hYHKUMOHNPOBAaHWA : [OOKYMEHTa/IbHO odhopmaeHHoe
noaTBEPXAEHNE TOro, 4YTO MNOMEWeHUs, CUCTeMbl N obopynoBaHne (YCTaHOBJ/IEHHbIE
N MOAN(DMLNPOBaHHLIE) PYHKUMOHMPYKT B COOTBETCTBUU CO  CcBOUM
npegHa3Ha4YeHNeM BO BCEX MNPEeAYCMOTPEHHbIX pexumMax paboTsl.

KBa/MprKaumMsa aKcniyataunun: AOKYMEeHTa/lbHO O(OpPM/IEHHOE  MNOATBeEpXAEeHue
TOro, 4YTO MNOMELWeHUsi, CUcTembl M 0bopyaoBaHWE MPU COBMECTHOM WCMOJ/Ib30BaHUN
paboTanT 3)PEKTUBHO M C BOCMAPOU3BOAMMBIMM MNOKalaTensiMu B COOTBETCTBUU C
YCTaHOB/IEHHbLIMU TPEOOBaHMAMM N XapaKTepucTukamu npouecca.

Mooxopabl K Banupaummn npouecca (12.4)

519. (12.40) Banmmpauus npouecca NpoBOoAUTCS B UensAx  AoKasaTefnbCTBa
TOro, 4TO npouecc, (QYHKUMOHMPYKWMIA B npefenax YCTaHOB/IEHHbX  napameTpos,
obecrieynBaeT a(hPeKTUBHOE N C BOCMPOU3BOAMMLIMK pe3ybTaTamu NnpPon3BOACTBO
NPOMeXyTO4YHOM npogyKuum mnn ¢C, COOTBETCTBYWWMX MNpeaBapuTeNbHO  3afaHHbIM
crneunpmnkaumsam n nokasartesiaM  KayecTBa. Pe3ynbTaTh Banugauuu npotecca
nogsiexar LOKYMEHTa/lbHOMY O(OPM/IEHNIO -

520. (12.41) CywecTtByeT Tpu noaxofa K Banvjauuun: rnepcrnekTmsHasd
Ba/iMpgaumsa, CconyTCcTBywWaa Baivjauua n peTpocneKkTBHas Ba/IMgauns .
MepcneKTuBHas Ba/Mjauusa ABNAETCA MpeanoyTuTesibHbIM MNoAXO040M, HO  MMelTCcA
NCK/INYEHNA, MO3BOMANWME WUCMONb30BaTbL ApYyrne noaxonp!.

521. (12.42) lMepCneKTMBHYKW Bangauuiw pPeKoMeHAYeTCs BbIMOMHATb aons
BCeX MpoLeccoB, CBA3aHHbIX C npou3soacTBoM ®C, Kak yKa3aHO B nyHkre 513
HacToAwmx MpaBun. [llepcnekTuBHada Banugauus, nposoauMasa Ans npouecca,
CBA3aHHOro c npoussogcTteoM ®C, pgosmkHa ObITb 3aBeplieHa A0 Hadana peannsaumu
roTOBOr0O JIeKapCTBEHHOI 0 rnpenaparta, MNPou3BefeHHOro n3 aTtoi ¢C.

522. (12.43) ConyrtcTBywwasa Baamgauus MoxXeT OblTb nposefeHa npu
OTCYTCTBUWN [aHHbIX O/11 NMOBTOPSAWWUXCA TEXHO/IOMMYECKUX LMKNOB, €CNN BbiNyWeHOo
orpaHuyeHHoe 4ucso cepuii oC, ecnu cepum ®C BbLINYCKa/IMCb peako  unu obln
npon3BefeHsl nocpeacTBOM Ba/INAMPOBAHHOI O npouecca, KOTOPbLIA 6bin
moamhuumpoBaH. [0 3aBepluweHus conyTcTBywuen Banmgauum cepumn OC MoryTt 6biTb
BbiMyLWEHb W WUCMNOMb30BaHbl  AN1S NPOU3BOACTBa JIEKAPCTBEHHOI O npenapara,
npegHa3HayeHHOro Ans peannsauuv, MNpU YCAOBUW MOSIHOFO KOHTponsa cepuid ¢C.

523. (12.44) Kak wucknw4vyeHne MoxeT ObTb npoBejeHa peTpocrnekTuBHas
Ba/IMgauma ONs XOPOWO OpraHM30BaHHbLIX MPOLLEeCCOB, B KOTOPble He 6bl/I0 BHECEHO
3HauUNTE IbHbIX U3MEHeHWn Ans nonyyeHusa ®C Tpebyemoro KayecTBa  BC/ieacTBue



N3MEHEHWNA UCXOOHOIr0 CbipbA, 060PYAOBaHWA, CUCTEM, TEXHUYECKUX CPefcTB wuu
TEXHOMOrM4Yeckoro nmnpouecca. Takoi noaxoa K Baavgauuu MOXeT ObiTb
MCNO/b30BaH, €CNn:

a) (1) onpegeneHbl KpUTUYECKME rMOKa3aTennm KadecTBa U KpUTnyeckue
napaveTpbl npouecca;

6) (2) ycTaHOBNeHbl Hagnexawue KpuUTepum MNpuemieMocTU U  KOHTPOAsA B
npouecce npovM3BOACTBA;

B) (3) oTcyTcTBOBa/IM CylleCTBEHHble cboM B XoAe npouecca wuim 6pak
NPOAYKUMN NO MpUYnHaM, He CBA3aHHbIM C owmbkamu onepartopa WM  oTKasamu
obopyaoBaHus ;

r) (4) 6bnu ycTaHOB/EHb MNpopuan npumecei ans gaHHon oC.

524. (12.45) Cepun, OTObGpaHHble OIS PETPOCMNEKTMBHON Bampauun, LOSDKHbI
npeacTaBNATb penpe3eHTaTuBHYKW BbIOOPKY M3 BCeX Cepuii, Mpou3BefeHHbIX — 3a
npoBepsiemMblidi  Nepuoj, B TOM 4ucie JibblX cepuii, He COOTBETCTBYHWMX
cneunpmnkaumsam. MNpu 3TOM KOSIMYECTBO TaKUX cCepuii AO/KHO OblTb  AOCTaTOYHbLIM
ONA gokas3aTenbCTBa MOCTOAHCTBA Mpouecca. B uenax noayyeHus fAaHHbX 4
peTpoCneKTMBHOW BaMjauunm npouecca MoxeT ObTb MNpoBeAeHOo ncnsiTaHne
apXmMBHbLIX 06pa3uoB.

Mporpamma Banugaummn npouecca (12.5)

525. (12.50) Konu4yecTBO MpPOM3BOACTBEHHLIX LUMK/IOB, HEob6X0oAUMbIX ons
Banujaumn, AO/MKHO 3aBUCETb OT CJ/IOKHOCTM npouecca winm OT  3HA4YUMOCTU
U3MEHeHWn npouecca, nognexawmx paccMmoTpeHuw. [Ons NnepcneKkTUBHON U
CONyTCTBYyWWeN BanMaauunm AOKHbI ObiITb WCMNOMb30BaHbl AaHHble, MOJIlyYEHHble AN
Tpex nocnegoBaTeNibHbIX MNPOM3BOACTBEHHLIX CEpuUii  NpPoAyKUMn Haaexawero
KadecTtBa. OgHako MOryT ObTb cCuUTyaumu, Korga  Aans JoKa3aTenbcrBa
NOCTOSAHCTBA Mnpouecca Heo6XoAuMbl  AOMONHUTENbHbIE MPON3BOACTBEHHLIE LMK/
(Hanpuvep, npoueccs MNpPoM3BOACTBA C/OXKHbIX O®C  uAnm  gauTenbHble npoLeccel
npomnssoactea ®C). [nA OUEHKM NOCTOSHCTBa npouecca npuv peTpoCcneKTUBHOM
BaMjaumn, Kak npaBwio, HeobXoAMMO WUccnefoBaTb [AaHHble ANs 10-30
nocnegoBaTe/fibHbIX CEpPUli, HO MpPU COOTBETCTBYWWEM OO0OCHOBaHMM 3TO  YKUC/O
MOXeT OblTb YMEHbLEHO .

526. (12.51) Bo Bpemsi NpoBeAeHUs uccregoBaHuii No BaMgaunu npolecca
Heob6XoAMMO KOHTPO/IMPOBaTb M MNPOBEPSATb €ro KpUTUHeckue napaveTpsl.

MapameTpsbl npouecca, He CBA3aHHble C KayecTBOM, Hanpumep, MepeMeHHble,
KOHTpO/IMpyemMble B LeiaxX cokpaweHus noTpebrieHus 3Heprum unu ncnosnb30BaHUA
obopyZloBaHUA, MOXHO He BKIWYaTb B Ba/mjauuio rnpolecca.

527. (12.52) Bannpauus npouecca foaxHa noaTrBepxgaTb, 4TO npogunb
npuvecenn ansi Kaxgonm OC, HaxoauTcsi B 3afaHHbIX npegenax. Mpodunb npuvecen
JonxeH 6bTb cxofeH (/IGO0 6biITh flydlwle) C paHee MNOoJIyYeHHbIM npopuiem, a Takxe
(rge aTO NpMMEHMMO) C npoduieM MpUMECEer, YCTaHOB/IEHHbIM MNpKU pa3paboTke
npouecca WM Ccepuii, WNCNO/b30BaHHLIX AN OCHOBHbIX KNHNYECKUX U
TOKCUKO/IOTMYECKNX UCCNefoBaHNii .

Mepuoagnyeckasa npoBepka BanuAnpoBaHHbiX cuctem (12.6)

528. (12.60) CucTtemsl M npouecchl HEO6XOAUMO MNoABepraTb MNepuoanyvecKon
OUEeHKe [OnA  MNOoATBEPXAEHMA TOro, YTO OHW MNO-MNpexHemy PYHKUNOHUPYIOT
npaswibHeiM 06pa3oM. Ecnm B npouecc wWaMm CUCTEMY He Obllo  BHECEHOo
CYWeCTBEHHbIX M3MEHEeHWA M 0630p KayecTBa nNoOATBepawsi, 4YTO cucTemMa wm
npowuecc NocTosiHHO obecrneuyvBawT MNPOM3BOACTBO MaTepuana, COOTBETCTBYWLEro
creupukaumam, Kak nMpaBuio, OTCYTCTBYeT Heo6XoAMMOCTb B nposefeHnn
NOBTOPHOW Banngaumn .

Banupauma ounctku (12.7)

529. (12.70) nMpouenypbl OYUCTKM, KaK nNpaBuno, AOSKHbI NponTKn
Ba/iMpaumio . Banvpaumio OYUCTKU MPOBOAAT B Cliy4dasax, MNPU KOTOPbLIX KOHTamuHauus
NN MepeHoC BeWecTB MNPeAcTasB/sAlnT Haubosblylw OMNacHOCTb AN  KayecTtBa  ®C.
Hanpumep, Ha HayaNbHbIX CTaguAX TEeXHO/IOrMYecKoro rpouecca MOXeT He
TpeboBaTbCA MNPOBefeHUA Banugauuu npouesyp OYMCTKM 0obBopypoBaHuA, ecnu
OCTaTOuHble BelecTBa YAaNA0T Ha nocnefywuwmx cTagusax OUYUCTKU.

530. (12.71) Bammpauus npoueayp OUMCTKU AO/kHA OTpaxaTb (haKTUYeCKui



XapakTep WCMosb30BaHMs 060pyaoBaHusi. Ecnm pasHble OC  WaM  pas/imyHyl
NMPOMEXYTOUHYI0 MPOAYKLMI0 MPOU3BOAAT Ha OAHOM M TOM Xe ob6opyaoBaHuM U 3TO
o6opyaoBaHMe OouMIalT OAHMM M TEeM Xe Cnoco6oM, TO ANS Banugauunm  OUUCTKMU

MOXHO BbIOpPaTb Penpe3eHTaTUBHYKW MNPOMEXYTOUHYK npoAyKuuw wuan OC.  Takoi
BblGOP [O/IKEH OCHOBLIBATLCSA HA [AaHHBIX O PACTBOPMMOCTU U TPYAHOCTSIX OYUCTKM,
a TakKke Ha pacueTe npefesibHOro CoAepXaHusi OCTaTKOB, C yyeToMm ux

aKTUBHOCTU, TOKCUYHOCTU U CTabU/IbHOCTU.

531. (12.72) B npoTokone Banujaumn OYUYUCTKU [OOJSDKHbl  ObITb onucaHsl
obopypgoBaHve, noj/exaluee O4YNCTKe, Mpouenyps, marepuasisl, NpuUemsieMble YPOBHMU
OUYNCTKWN, KOHTPO/MPYEMble W perynupyemsie napavMeTps W aHasiMTnyeckue
MeTOAMKN. B npoTokoNe HeobXxoAuMMO Takxke ykKasaTb Buabl OTOMpaembiX npoo6,
Cnoco6bl UX OTO6Opa U MapPKUPOBKMU.

532. (12.73) [AnAa o6GHapyxeHuUs KakK HepacTBOPUMbIX, TakK U pacTBOPUMbIX
OCTaTKOB MeTofpl oT6opa Npob AO/KHb BKIKWYATb, WUCXOAA U3 CcUTyauuu, B3ATHNE
Ma3KoOB, CMbIBOB WU gpyrue metogbl (Hanpumep, MPAMyl 3KCTPakumio) .

Vicnonb3yemble meTofbl OT6opa Mpo6 [O/MKHb  MNO3BONATH KOJ/INYEeCTBEHHO
onpefenAaTb YPOBHM OCTaTKOB Ha MOBEPXHOCTAX 060pyAOBaHWA MOC/E  OYUCTKWU.
MeTon oT6opa npo6 MNOCpefCcTBOM B3ATUA Ma3KOB MOXET OKa3aTbCs npaKTu4ecku
HEeOCYyIEeCTBMMbIM, €C/IN KOHTaKTupywowue C NpOoAYKTOM MOBEPXHOCTU  ABAAKTCA
TPYLHOLOCTYMNHLIMA  BCNEeACTBUE  KOHCTPYKTUBHBIX OCOOEHHOCTEN obopypnosaHus
(Hanpuvep, BHYTPEHHME MNOBEPXHOCTU WIAHIroB, TPAHCMOPTHHIX  Tpybonposoaos,
€MKOCTW pPeakTOpOoB C Y3KUMU filKaMu, a Takke Hebonbloe no pa3Mepy  CNoxHoe
obopyfoBaHue, Hanpuvep, MUKPOHU3ATOpbl M MUKpopacrsinuntTenn) n  (unun) ecnu
CYLEeCTBYWT OrpaHuyeHusi npouecca (Hanpumep, 06paboTKa TOKCUYHbLIX BELWECTB).

533. (12.74) Heobxogumo MCNoMb30BaTb BaMAUPOBAaHHbLIE aHanTn4YeckKme

MeTogunkm, o6na,qawmme AOCTE\TO‘-IHOVI HyBCTBUTEJ/IbHOCTbIO  O/1A 06Hapy>KeH|/|;|
OCTaTKoB WM KOHTaMMHaHTOB. I'Ipe,u,en O6Hapy)KEHVIFI Ka)K,CLOVI aHaNUTNYECKOIA
METOAUKWN  OO0JDKEeH ObITb AOCTaTO4YHbIM ansA 06Hapy)KEHI/IFI onpeaneneHHoro

NnpMeMIEMOro YpPOBHS OcTaTKa WAM KOHTaMMHaHTa. [na  MeToauku Heob6xoanMo
YCTaHOBUTb [AOCTUIraemblil ypoBeHb W3B/ieHeHusa BelwecTBa. [lpegens  cogepxaHus
OCTaTKOB [O0/KHbl OblTb peasibHbIMU, AOCTMXUMLIMW, MPOBEPSEMbIMA U OCHOBLIBATHLCS
Ha cogepxaHunm Hambosnee BpegHOro ocTaTka. [lpegesnbl MOXHO  ycTaHaB/vBaTb,
OCHOBLIBasiCb Ha MUHMMa/IbHOM 06/1afanWweM WU3BECTHO (hapmakosiornyeckoii,
TOKCUKOMOMMYECKON NN (HM3nN0N0rnvyecKoii akTUBHOCTbI KonnyecTtBe OC  uvnu ee
Hanbonee BpPegHOro KOMMOHEeHTa.

534. (12.75) [AnAa npoueccoB, B KOTOpPbLIX CYlecTByeT HEeo6xoANMOCTb
CHMXEeHNSA 06Wero KoamyecTBa MUKPOOPraHM3MOB WAM 3HAOTOKCUHOB B ®C, mnnu ans
OPYrux MpoueccoB, rAe MOXeT MMeTb 3HadeHne Takas KoHTamumHauusa (Hanpumep,
NPON3BOACTBO HeCTepu/bHbIX ®C, MCNOMb3yeMbiX ANA MNPOM3BOACTBA  CTEPWSbHbIX
NeKapCTBEHHbIX nMpenapaTtoB), WccnegoBaHMe o4YncTku u  (uan) CaHuTapHoMn
06paboTKM 060pyAOBaHMA HEOOXOAUMO MPOBOAUTL B  OTHOWEHUU KOHTamMmMHaumm
MMKPOOPraHn3Mamm n 3HAOTOKCUHaMMU .

535. (12.76) MpousBoguTesib AO/KEH KOHTPOMPOBaTb Npouenypbl OUUCTKU C
onpeaeneHHom nepuoaMyHOCTbLI MOc/e Banmpauum, 4Tobbl ybeanTbCsi, UTO 3Tun
npoueaypsl ABNSKTCA 3PPEKTUBHLIMA NPU UX WUCMOMb30BaHMM BO BpPEMA  TeKylero
TEXHONMOrMYecKoro npouecca. 4YncrtoTy obopygoBaHusi, Korga 3TO  OCYyWeCTBUMO,
HEe06XoANMO KOHTPOSIMPOBaTb MOCPEACTBOM MPOBEAEHUS aHa/IMTUYECKUX WCMbITaHui
N BU3ya/IbHOFO OCMOTpa. Bu3yasibHbli  OCMOTP  MNO3BONsAET OBHapyXu1Tb
3HAUYMTESIbHbIE CKOMJIEHWA KOHTaMMHAHTOB Ha HeOOo/MbLUX yyacTKax, KOTopble MOryT
oKa3aTbCA He 0OHapyXeHHbIMM WHbBIM Ccrocobom npu oTb6ope npob u (MAn) aHanmnse.

Banupauma aHanutuyeckux metoauk (12.8)

536. (12.80) lcnonb3yembie aHa/IMTUYECKME MEeTOANKN  OOMKHbI nponTn
Baimpaumio. MNpUrogHOCTb BCEX WUCMOMb3YEMbX METOAVMK  UCMbITaHW Heobxoanmo,
TEM He MeHee, MPOBEPSATb B peaslbHbiX YCMOBUAX MPUMEHEHUS, a  pe3y/bTaThl
0hopMNATb LOKYMEHTA/IbHO .

537. (12.81) Banupgauma wMeTOAUK [O/XHA NPOBOAUTBCA C yyeTom
XapakTepucTuK, MNPUBELEHHbIX B PYKOBOACTBax MO Banujauuu aHa/IMTU4YeCKmnx
MeToauK. 06bemM NPOBOAMMON aHa/IMTUYECKOW Banngauunm AO/MKEH 3aBUCETb OT uenu
aHa/iM3a M cTaguu TEeXHONOrMYecKoro npouecca npousBogcTBa ¢C.

538. (12.82) [o Hauyana Banujaumn aHaIUTUYECKUX MEeTOAUK AOJIKHA ObITb
npoBefeHa COOTBETCTBYyWWAA KBa/IMIUKaLUS aHa/IMTUYECKOro 060pyaoBaHus .

539. (12.83) Heobxoaumo BeCTU MOMHbIE 3anucu  K6bLIX N3MEHEHWNIA



Ba/IMANPOBAHHON aHa/INTUYECKON MeTOoAWKU. Takue 3anncu  AoSkHbl  OoTpaxaTb
NPUUNHY U3MEHEHUS U COOTBETCTBYWWWE [AaHHbe AN NOATBEPXAEHWs Toro, uTo
N3MeHeHne MNPUBOAUT K pe3ysibTaTaM, KOTOpble CTO/Ib XE& TOYHbl U HaAexHbl, KaK U
pe3ynbTaThl, MOMYYEHHble C MOMOLbK MPUHATON METOAUKMN.

KoHTponb uameHeHunii (13)

540. (13.10) nNpousBoauTenb [O/XeH pa3paboTaTb CUCTEMY KOHTpO/iA

N3MEHEHNA 711 OUEHKM BCeX WU3MEHeHul, KOoTopble MOryT NnoBANATEL Ha
NPOV3BOACTBO UM KOHTPO/Ib MPOMEXYTOYHOM npogykumum n oC.

541. (13.11) nNpousBoauTeslb OOJIKEH yTBEPANTL npouenyps Ans
NOEHTUPNKaALUUM, OOKYMEHTa/IbHOFO O(OPMMIEHUA, COOTBETCTBYWWEA NPOBEPKA U
yTBEPXAEHNS WU3MEHEHU B OTHOWEHWN WUCXOAHOro Cbhipbs, cneunpukaumi,
aHa/IMTUYECKNX METOAMK, MOMEWEHN, BCNOMOraTesibHbX CUCTEM, obopyposaHus
(BKNYass KOMMbLTEPHOE o0b6opyaoBaHMe), cTagumii npouecca, YNaKOBOYHbIX

vMaTepvanos, MaTepuasioB A1 MApKUPOBKU, a TakKke KOMMbOTEPHOro nporpamMHOro
obecneyveHus .

542_. (13.12) J/wbble npennoxeHnsi N0 U3MEHEeHUsIM, Kacawwumcs opraHmsauyum
NPOM3BOACTBAa W KOHTPONIA KadecTBa JIEKAPCTBEHHbIX CPeacTB,  OOSIKHbI 6bITb
NoAroTOBMEHL, MPOBEPEHLI N YTBEPXAEHL COOTBETCTBYWWMMWN MoapasfesieHnamm, a
3aTem npoBepeHbl U YyTBepxaeHs nogpasgeneHvem (nogpasfesieHnsMn) KayecTsa.

543. (13.13) HeobxoaMMO OUEHUTb BO3MOXHOE B/USHUE npeasioeHHoro
M3MEHEHNS Ha KauyecTBO MNPOMEXYTOUHOlM npogykumm wunm  oC. Mpouenypa
Knaccupmkauum n3MeHeHuii MOXeT MoMOoYb B onpegeneHun obbema ncnbiTaHui,
Ba/mMjaumm n OOKyMeHTauumn, TpebyembiX A/ 060CHOBaHWA W3MEHEHW, BHOCUMbLIX B
Ba/IMAMPOBaHHbLIi Npouecc. WN3meHeHnsa MoryT 6biTb KiaccuduumpoBaHs (Hanpuvep,

KaK CYUECTBEHHbIE WM HECYLWECTBEHHbIE) B 3aBUCUMOCTU OT UX XapakTepa u
o6bemMa, a TaKke B/IMSIHMSI, KOTOpOe OHM MOFyT OKasaTb Ha npouecc. C  yyeTow
060CHOBaAHHOIO 3aK/4YeHUs1 MpPoM3BOAMTESNb  AOSKEH  OnpeaenuThb, KaKune

OOMOMHUTENbHbLIE UCMNLITAHUA M UCCefoBaHuss No  Baaupauunm Heobxogumbel AN
060CHOBaHNA TaKUX WU3MEHEHWIA .

544_. (13.14) MNpu BHeOpEeHUN YTBEPXKAEHHbIX W3MEHEHWUN HeobxoaAnmo
nepecMoTpeTb BCe [AOKYMEHTHl, Ha cofepXaHue KOTOpPbIX BAUSIT 3TU U3MEHEHUS .

545. (13.15) locne BHeApPEHUS N3MEHEHUS HEeOoOXoAMMO MNPOBECTU OUEHKY
nepBbiX Cepuin, NPON3BEAEHHLIX WAN  WUCMLITAHHLIX MNOCAe BHECEeHUs aToro
N3MEHEHNA .

546. (13.16) MpousBoguTesib AO/MKEH OLEHUTb BO3MOXHOCTb BO34eNCcTBMUA
KPUTUYECKUX WU3MEHEHUA Ha CTabuIbHOCTb M, C/efoBaTe/IbHO, Ha YCTaHOBJ/IEHHbIE

JaTbl  MOBTOPHLIX WCMbITAHWA WAXM  JaTbl WUCTEYEHUs CpokKa rogHocTu. MNpwu
HEeo6XxoAMMOCTM 0b6pas3ubsl MNPOMEeXyTOYHOW npoaykuum wunm  oOC, KOTopble 6bin
npou3BeAeHbl NOCPeacTBOM W3MEHEHHOro Mpouecca, MOryT 6biTb BBEAEHbl B

nporpammy YCKOPEHHOIrO M3y4yeHust cTabunbHOCTUM M (MIN) BK/WYEHb B MPOrpaMmy
MOHUTOPUHIra CTabuibHOCTHU.

547. (13.17) MNpounsBognTenb [O/MKEH MNPONHPOPMUPOBATb COOTBETCTBYHWUMX
npomnssoauTener NeKapCTBEHHbIX NpenapaTtoB 06 W3MEHEHMAX B YCTaHOBJ/IEHHbIX
TEXHOMOrMYeCcKnx npoueccax u npoueaypax KOHTPOAsS npouecca, KOTopbe MOryT
NnoB/NATL Ha KadecTBOo ¢C.

OTKNOHEHME N MNOBTOPHOE MCMNONb30BaHMe MmaTepuanoB (14)
OTknoHeHne (14.1)

548. (14.10) MpomexyTo4Hyw npoaykuuio u ®C, KOTOpble He COOTBETCTBYWT
yTBEPXAEHHbIM  crieunpukaumsam, HeobxoAnMo YeTKo npomapkmposaTb
COOTBETCTBYWWNM 06pa3oM U1 cogepxaTb B YC/OBUAX KapaHTUHA. Takas
npoMexyTouHass npogykuusa mnn ¢C mMoxeT noaBepraTbCA NOBTOPHOW 06paboTke wau
nepepaboTke. OKOHYaTe/IbHOE pelleHNne B OTHOWEHUM OTK/IOHEHHbLIX  MaTepuasios
OO/MKHO OblITb OOPMNIEHO [OKYMEHTA/IBHO -

MoBTopHast obpaboTka (14.2)
549. (14.20) MNoBTOpHOE BBEAEHME B MPOLECC MNPOMEXYTOYHOW npoayKumnu

unn ©C, BKIYaA MPOAYKUMI, He COOTBETCTBYWWYKW creuudukaumsaM, u  ux
noBTopHasi o6paboTKa MyTeM MOBTOPEHWUs CTaguy KpucTanivsauum WM Apyrux



COOTBETCTBYWWUX CTaauii o6paboTKMU XUMUYECKUMU UNAN  PUINYECKUMK crnocob6amu
(Hanpuvep, AUNCTUANAUMSA, GunbTpaumsa, XpomaTorpagupoBaHue, n3menb4yeHue),
ABMANWMXCA 4YacTbl YCTAHOB/IEHHOrO MNPOM3BOACTBEHHOINO nMpouecca, 06bIYHO
cunTalTca npuemnemsiMm. OgHaKo ecnv noBTopHas obpaboTka ucnonblyetTca AN
OOMblWMHCTBA Cepuii, TO €ee HeobXoAUMO BK/IWYNTL B KayecTBe 4acTu
CTaH4apTHOro TEXHO/I0OFMYEecKoro npouecca.

550. (14.21) nNpoponxeHue OCYLeCTBNEHUA cTaguu TEXHO/I0rNYecKoro
npouecca rnocne Toro, KakK KOHTPO/ib B MpoLecce npousBoacTBa Mokasas, yTo
cTagus He 3aBepllieHa, CUMTaeTCs 4acTblW OObLIYHOIO npouecca, a He NOBTOPHOIA
06paboTKOW .

551. (14.22) ToBTOpHOE BBeAeHWE HernpopearnpoBaBlLErO BelwecTBa B
npouecc M NOBTOpPHOE MpoOBeAeHMe XWMUYECKOW peakumnm cuMTanTCcs NOBTOPHOIA
06paboTKOli, ecnm 3TO He SABAAETCH 4YacTbl YCTaHOBMEHHOro npouecca. Takori

NOBTOPHOIA 06paboTKe  go/MkHa  npeawecTBoBaTb  TWaTenbHasi oueHkKa,
rapaHTvpywwasi, 4To 39TO He MOBMAMSET OTpuuaTeNIbHO Ha KayecTBO MPOMEXYTOYHON
npoaykumn unm O®C BCneacTBME BO3MOXHOINO 06pa3oBaHUSA MOGOYHLIX MPOAYKTOB U
BellecTB, NpopearvpoBaBLMX CBEPX YCTAHOB/IEHHOW HOPMbI.

MNepepaboTtka (14.3)

552. (14.30) TMNepen npuHATMEM peleHua o nepepaboTke cepuii, He
COOTBETCTBYHWIWMX crneuyupnkaumsam, HeobxoaMMo MNPOBECTM pacciefoBaHMe  NPUYUH
Takoro HecoOTBETCTBMA.

553. (14.31) Cepun, nogBeprHyTbie nepepaboTKe, AO/MKHbI ObiITb O06bEKTamMu
(ecnu pna  3TOr0 €ecTb OCHOBaHMA) COOTBETCTBYWWMX OLEHKNU, ncnbiTaHui,
nccnegoBaHMsa  CcTabunbHOCTM M JOKYMEHT&/IbHOrO O(OpM/IEHNSA, YTOObI
rapaHTupoBaTb, 4YTO nepepaboTaHHas nMpPoAyKUUST MO Ka4yecTBY  3KBMBa/IEHTHA
npoayKumn, nNpPOU3BEAEHHOW MNOCPEACTBOM  NepBOHaYas/IbHO YCTaHOB/IEHHOI O
NPOn3BOACTBEHHOIO npouecca. Haubonee uyenecoobpasHbM NOAXOAOM K Bavjauun
npoueayp nepepaboTkn ABNSAETCA CONyTCTBywWas Banugauuns. [aHHbil noaxof,
No3BOJIIET COCTaBUTb 3anucu npouepypbl nepepaboTkn, YyCTaHOBUTb MOPSAAOK  ee
npoBeAeHnst N OnpeaennTb Oxuaaemsle peldysibTaThl. Ecnn nepepaboTke  noanexuT
TONIbKO OfHa cepus, TO MOXET ObiITb COCTaB/IEH MUCbMEHHLIW OTYeT, a  cepus
pa3pelleHa K BbilyCKYy cpasy Mnocne noATBEepPXAEeHUs ee KadecTBsa.

554. (14.32) MNpounsBognTenb [O/KEH YTBEPAUTb Mpoueayps A8 CpaBHEHUSA
npopunss nNpuMmecein Kaxpolk nepepaboTaHHOW cepunm € NpopuasaMKM MpuUMecen cepwuii,
NPON3BEAEHHbLIX MOCPEACTBOM YCTaHOB/IEHHOro npouecca. Ecnu NpYMeHsiEMbIE
aHa/IMTUYECKME METOAVKM He MNO3BOMSANT Hag/exawum obpa3oMm  OoXxapaKTepu3oBaTb
nepepaboTaHHyl cepuio, TO cfieayeT  BOCMNO/b30BaTbCA OOMONHUTENbHLIMU
MeTOoAMKaMM .

PereHepauuss matepuasioB n pacteoputenen (14.4)

555. (14.40) PereHepauyua (Hanpumep, W3 MaTO4YHOW XUAKOCTU UNn
(unbTpaToB) pPeaKTMBOB, MPOMEXYTOUYHON NpOAYKUMN WUAn oC cunTaeTcs
[ONYCTMMOW NpU Ha/Muuu YTBEPXAEHHLIX NPOLeAyp pereHepauum M COOTBETCTBMMU
pereHepupoBaHHbIX MaTepuanoB crneundukaumsam, noaxoasuwum Ansa npegnosaraemoro
NCNOMb30BaHUs TaKux MaTepuasios.

556. (14.41) [JonyckaiwTca pereHepauys n NOBTOPHOE ncnosb30BaHne
pacTBopuTenieii B TeX Xe Wan Apyrux npoueccax npu ycnoBum, 4YTO  Npoueayps

pereHepauum KOHTPOIMPYWT W MNPOBEPSOT Ans obecne4vyeHus COOTBETCTBMS
pacTBopuTenein cneuupukauusam nepes  UX NOBTOPHBIM NCNoNb30BaHWEM UN
CMelWnBaHWEM C APYFrMMM OO0GPEHHLIMU MaTepuanamu.

557. (14.42) [onyckaeTcs cMmewMBaTb HOBble W pereHepnpoBaHHbIe

pacTBOpUTENIM N peakTuBbl, €C/IM B XO[e COOTBETCTBYHWWMX WCMbITaHUN nokasaHa
UX MPUrogHOCTb ANA BCeX TEeXHONIOMMYEeCKUX MpOoLEecCcoB, B KOTOPbIX OHWU MoryT
NCronbL30BaTbCA .

558. (14.43) lcnonb30BaHWE pereHepuvpoBaHHbLIX pacTBOpUTEsNelr, MaTOYHbIX
XUOKOCTEN W APYIFUX pereHepupoBaHHbIX BeWwecTB AO/MKHO ObiTb ohopMIEHO
OOKYMEHTaIbHO .

BosspaTt (14.5)

559. (14.50) lMNpounsBoguTenb AO/KEH Hagnexawum obpa3om MapKnpoBaTb



BO3BpalEeHHYI0 MPOMEXYTOUYHYH MNPOAYKLUMIO WM BO3BpaleHHble ¢C u cogepxaTb UX B
YC/IOBUSIX KapaHTUHa.

560. (14.51) Ecnu y npousBoauTesidi BO3HUKAWT COMHEHUS OTHOCUTESIbHO
cob6aAeHNA Hagexaumx YC/oBUA XpaHeHUst Uanm TPaHCMNOpPTUPOBKMU BO3BpalleHHOo
NPOMEXYTOYHOW MPOAYKUUM UMM BO3BpaleHHbXx ®C Ao mnan B npouecce ux Bo3BpaTa
WX OTHOCUTENILHO COCTOSIHUS Tapbl B 4acTWM BO3MOXHOIO BAUSIHUA Ha  KayecTBo,
TO BO3BpaleHHasi MPoOMexyTouyHasd MpoayKuusi waM BO3BpaweHHble ©C  nognexar
NMOBTOPHON 06paboTke, MNepepaboTKe WM YHUUTOXEHMHO B 3aBMCUMOCTU OT
KOHKpPETHOIl cuTyaumn.

561. (14.52) Mpon3BoguTenb  AO/MKEH BECTU 3anmcu BO3BpaTa
NpPOMEXyTOoYHOW npogyKuum uam ¢C. [na Kaxgoro Bo3BpaTta B AOKyMeHTauum
HeobXxoaMMo yKa3aTb:

HaMMeHOBaHMe U afpec rpys3ononyvyarens;

HavMeHOBaHVWe TMPOMEeXyTO4YHOM npogykumm wnam  ®C, Homep cepun n
BO3BpaleHHOe KOJINYeCTBO;

npvynHy BO3BpaTa;

yKasaHue Ha WCMO/Ib30BaHWE WM YHUYTOXEHMNE BO3BPAaWEHHON MPOMEXYTOYHOM
npoaykumn unu ¢C.

MpeTeH3un n oT3biBbl (15)

562. (15.10) nMNpou3BoauTEslb [A0ONKEH [AOKYMEHTa/IbHO ohopMNATb U
paccnefoBaTb COF/laCHO YTBEPXAEHHOW WMHCTPYKLMW BCE MOJIyYEHHble VMM MNpeTeH3un
OTHOCKTE/IbHO KayecTBa He3aBUCMMO OT TOro, B Kakoi ¢opme (yCTHOWM wunaun
NMUCbMEHHOI) W3/I0KEHb TaKue MpPeTeH3Unn.

563. (15.11) 3anucum paccMOTpPeHUs MPeTEeH3Ui AO/MKHbl copepxaTb:

HavMeHOBaHVe 1 agpec avua, NpeabsABUBLErO MNPeTeH3UI;

pamunuio, uma, otdyecTtso (NpyM Hanuuuu), a nMpu HeoOBXOoAUMOCTHU Takxe
OOMKHOCTb Nnua, NpefbsBMBLIErO MPETEH3UW, W  HOMEp ero TenepoHa; CyTb
npeteH3snn (BKYass HalBaHMe N Homep cepumn ¢C);

JaTy NOCTyMNNeHus NpeTeH3un;

nepBoHavYanbHO MPUHATLIE MEpPbl C yKasaHuMem AaThl U avua, MPUHSABLEro

Mepbl ;

JasibHelwune aencTBus Mo PacCMOTPEHMI NPeTeH3un;

OTBET, OTNpPaBNeHHbIA Nuuy, npeabsaBMBlLIEMY TMpeTeH3uo (BKawyaa  garty
OTNpaBKM Takoro OoTBeTa);

OKOHYaTe/IbHOEe pelleHVe OTHOCUTENIbHO Cepun uav  napTuu NPOMEeXyTOYHO
npoaykumn unu ¢C.

564. (15.12) 3anucu paccMOTpeHUs NMPeTeH3un HeobXxoAMMO COXpaHAaTb AN
OUEHKN TEeHAEHUWIi, 4acToTbl MOCTYM/IEHUA NPEeTEH3NA U KX Cepbe3HOCTU  AnA

NPUHATUA  OOMNOJIHUTENLHOI O ", npu HeobxoanMocTH, Heme[J/IeHHOr o
KOppPeKTupywlWero AencTBus.
565. (15.13) Mpou3BoauTeEslb AOMXEH yTBEPAUTbL npouenypy Ans

onpegeneHnsi o6CTOATENLCTB, MNPM KOTOPbIX HEOOXOAMMO paccMaTpuBaTb BOMpoc 06
OT3biBE MPOMEXYTOYHOW NpoayKumun uam oC.

566. (15.14) Mpouepypa oOT3bBa [AO/MKHA onpefenaTb, KTO LOIXeH
NpMHUMaTb y4dacTue B OueHKe MHpopMauMm, KakK HeobXOo4uMO HaduHaTb npouesypy
0T3bBa, KTO AO/MKEH ObiTb MNpoOMHMOpMMpOBaH 06 OT3biBE W  KakK  Heobxoammo
nocTynaTb C OTO3BaHHLIM MaTEepUasioMm.

567. (15.15) B cny4yae cepbe3HOW WM MOTEHUMas/IbHO Yrpoxalwuemn XN3HU
cuTyaumn npou3BOAMTENb [O/MKEH MNPOMHDOpMMpoBaTb 06 3TOM  YMNOJIHOMOYEHHbIM
(epepanbHbii OpraH UCMONHUTENbHOM BNacTu, a TakKke KOMMETEHTHbe OpraHsl BCex
CTpaH, KyJa 6bla HanpaBieHa npoayKuus .

MponssoacTBO no gorosopy (BkA4vasa nadopatopun) (16)

568. (16.10) Bce wucnonHutenu, paboTawwume Mo [Orosopy (BKN4as
nabopartopun), [O/MKHbI cobnwaaTb TpeboBaHMA HacToAwux [Npasun. Heobxoaumo
yaenuTb 0coboe BHWMaHME MNpefoTBpaleHnio MNepeKpPecTHOM KOHTammHauum u
obecneyeHnio NPOC/EXNBAEMOCTU .

569. (16.11) 3aka3uuMK [O0MXEeH oueHMBaTb UCNONHUTEeNsa, paboTawwero no
gorosopy (BKw4yaa nabopatopun), C Uesbl  onpefesieHns COOTBETCTBUA
KOHKPETHbIX onepauuii, BbIMO/IHAEMbIX  Ha  MNPOU3BOACTBEHHbIX nsowagkax
ncnonHuTens, paboTawuero no Aoroesopy, TpeboBaHusIM HacTosAwux lMpasun.



570. (16.12) B poroesope, 3akK/4yaemMmom mexay 3aKa34ynkom un
NCMONHUTENIEM, PEKOMEHAYeTCA NoApo6HO onpefenAaTb 06A3aHHOCTHU CTOpPOH B
OTHOWeHun cobnwaeHnsa TpeboBaHuin HacToAwux [paBwun, BK/WYas MeponpuaATuA
Kaxaoh M3 CTOPOH Mo obecrnevyeHuw KadecTBa.

571. (16.13) PekomeHgyeTCs npepgycMaTpvBaTb B [0OroBope BO3MOXHOCTb
3aKasumka npoBoAUTbL ayauT [OeATEeNbHOCTUM WUCMOMHUTENIA Ha  COOTBETCTBUE
TpeboBaHMAM HacToAWwMX MpaBusi.

572. (16.14) PekomeHayeTcAa npegycMmaTpvBaTb B [0OroBope ycsioBue O TOM,
YTO WCMOJSIHUTENb BrpaBe MnpuBAeKaTb TPEeTbUX AUl A1  WUCMNOMHEHUs  Jorosopa
TO/IbKO C corsfacusa 3akKasuukKa.

573. (16.15) T[pon3BoACTBEHHbE U abopaTopHble 3anucu Heobxoanmo
XpaHUTb Ha NPOM3BOACTBEHHOW N/owWajke, Ha KOTOPOW BbIMOJHANNCH paboTsl.
Takue 3anucu [OsKHbl 6bITb NEerko AOCTYIMHbI.

574. (16.16) PekomeHgyeTCs npepgycvMaTpvBaTb B AOroBope yC/loBMe O TOM,
YTO WCMOJSIHUTE/Ib HE BMNpaBe BHOCUTb U3MEHEHMSAs B COrsacoBaHHble cTopoHamu
TexHosorndyeckuii npouecc, obopyzoBaHue, MeTOAUKM UCMbITaHuii, cneuupmkauuu,
a paBHO B WHble YC/0BMA gorosopa 6e3 cornacumsa 3akasuunka.

OpraHumsauuu, ocyuecTBaswwne nepeynakosky u (Unn) nepemapkupoBky (17)
O6nactb npumeHeHua (17.1)

575. (17.10) TpeboBaHuAa, ycTaHOBJ/IeHHble MyHKTamm 575-589 HacToAWNX
MpaBw/ pacrnpocTpaHANTCA Ha opraHu3sauun, OcCYlUecTBauuWmMe MnepeynakoBky W
(nnn) nepemapkMpoBKY, KOTOpble He ABNAKNTCA MNepBoHayasbHLIMU MPON3BOAUTENAMU
OC 1AM NpomMexyTOo4YHOW MNPOAYKLUMN .

576. (17.11) OpraHmsauunm, OCyUWeCcTBAKNWNE [epeyrnakoBkKy U (nnn)
nepemMapKnpoBKY, AO/MKHb COb6NKWAaTb TpeboBaHWA HACTOAWEN raBbl.

MpocnexmnBaemoCTb peasiM30BaHHbLIX (hapMaueBTUUYECKMX CYOCTaHUuin n
npomexyToyHon npogykuum (17.2)

577. (17.20) OpraHusauum, OCYyWeCTBASAKWWNE MepeynakoBkKy W (wnn)
nepemMapKnpoBKY, AO/KHb OobecneyvMBaTb MOJIHYK MNPOC/EXMBAEMOCTb  peasin3yembiX
nMm ®C 1 NPOMEXYTOYHOW NPoAyKUMWU. [N1s 3TOro HeobXxoAumMo MMEeTb W XPaHUTb
cnegywune AOKYMEHTb U CBEAEeHUA:

HavMeHOBaHVe MepBOoHAYa/IbHOIrO MPON3BOAMTENS ;

ajpec nepBOHaYa/IbHOro NPOM3BOAUTENSA;

3aKasbl Ha MNocTaBKY;

HaknagHole (TPaHCNOPTHbLIE AOKYMEHTbHI) ;

OOKyMeHTaumw O npuemMKe;

Ha3BaHve unn o6o3HayeHne OC WM MNPOMEXYTOUHOM MNPOAYKLMM;

HOMEpP cepuu, MPUCBOEHHLI NPOM3BOANTENEM;

NHpOpMaLMi0 O TPaHCNOPTUPOBKE W peannsauuu;

BCE OpUrUHa/Tbl [OKYMEHTOB, noATBEpXianMX  KayecTBo, BK/oYas
OOKYMEeHTbl, NOATBepXjawlMe KayecTBO, MNOMy4YeHHble nocse nepeynakoBku v (Unn)
nepemMapKnpoBKM, a Takke MoslyYeHHble OT MepBOHAYa/IbHOIrO MPOU3BOAMTENS ;

JaTy npoBefeHMs MNOBTOPHbIX WCMbITAHWA WA  fgaTy WUCTeYeHUA Cpoka
rogHOCTU.

YnpasneHne kadectsBoMm (17.3)

578. (17.30) OpraHuzauum, OCyWecCcTBAAKWWNE MepeynakoBkKy W (wnn)
nepemMapKnMpoBKY, [AO/KHb CO34aTb U BHeAPUTb 3(MHEKTUMBHYK CUCTEMY YrpaB/ieHUs
KayecTBOM, KaK ykKas3aHO B NyHKTax 289-308 HacToAwux [lpaBui, a TakKke BecTwu
Heo6XoANMYK AOKYMEHTAaLMI0.

MepeynakoBKa, nepemMapKMpoBKa M XpaHeHne hapmMaueBTUUYECKUX CYOCTaHUUA U
npovMexyToyHon npoaykuumn (17.4)

579. (17.40) nMNepeynakoBKYy, MNepeMapknMpoBKY W XpaHeHue oC n
NPOMEXYTOUHOM NpPOoAYKUMN HeobXoAMMO OCYWecTBAATb B COOTBETCTBUUN C
TpeboBaHNAMKU HaCTOAWUX [lpaBua, 4YTO6bL M3b6exaTb nepenyTbiBAHUA WM YyTpaThl
NOAJ/IMHHOCTU /IM60 YMCTOTH ®C WMIM NPOMEXYTOYUYHOW MPOAYKLUMUM .



580. (17.41) lMepeynakoBKY Heob6XxoAuMO OCYWECTB/AATb B COOTBETCTBYHWMX
YCNOBUSIX MPOW3BOACTBEHHOW cpeapl ANA  NpefoTBpaleHns  KOoHTaMuHaumMm  Unu
NepeKpPecTHOl KOHTamMMHaUnn .

CtabunbHocTb (17.5)

581. (17.50) Ecnu &C unu NpoMexyTOouHyK MpPoAYKLMK nepeynakoBbLiBalwT B
Tapy (MepBWuYHYyK YMNaKoOBKY), TWUM KOTOPO/ OTAuMyYaeTca OT  UCNO/Ib3YEMOro
npoussoguTesiem ®C uamM NPoOMexXyTOYHON NpPoAyKuuu, TO HeobxoaMMo uccnenosaTb
CTabunbHOCTb A1 060CHOBAHUA YCTAHOBJ/IEHHBIX AaTbl UCTEYEHUS CpOoKa roAHOCTU
UNn gaTbl NPOBEAEHUS MOBTOPHbLIX WCHbITaHWM .

MNepepava wnHpopmaunun (17.6)

582. (17.60) OpraHuzaumn, OCylWeCTBASAKWWME MepeynakoBKy W (vnn)
nepeMapKuUpoBKY, OO/KHb MNepefaBaTb BCH MHDOpMaLMIo O KayecTBe WU peweHnax
YNO/THOMOYEHHOT O (efepasibHOrO opraHa WCMOJIHUTENLHOW BAacTU, MOJIYYEHHY OT
nponssognTensa ¢C wuaMm NpoMexyTO4HOW NpoAyKuMu, npuobpeTaTent, a MHhopmaumio
OT npuobpeTaTtens - npoussoguTento ®C ManM NPOMEXYyTOYHOW NPOAYKLNU .

583. (17.61) OpraHuzaumn, OCylWEeCTBASAKWWME MepeynakoBKy W (vnn)
nepeMapKupoBKy, npu peamm3auymm  OoC  wunm NMPOMEXYTOYHO npoayKumnm
npuobpeTaTen AO/MKHbl yKa3biBaTb HaMMEHOBaHME NepBOHa4Ya/ibHOro MNpPOM3BOANTENS
OC vAn npomMexyTo4yHol npoaykuum n Homep (HomMepa) MOoCTaBASAEMON Cepun.

584. (17.62) OpraHuzaumn, OCylWECTBASAKWWME MepeynakoBKy W (vnn)
nepeMapKnMpoBKY, 06s3aHbl Takke Mo 3anpocy YNoJIHOMOYEHHOro  (efepasbHOro
opraHa WCMOSIHATE/NIbHOM BMacTu NpefocTaBUTb UHpoOpMauuil O  nMepBOHAYa/IbHOM
nponssogutene O®C  wam MPOMEXY TOYHOIA NpoAyKLNN . MNepBoHa4asbHbIl
nponsBoaAuTE/lb MOXET nMpefoCcTaBUTb TaKyw MHDopMaumio YMNO/THOMOYEHHOMY
henepanbHOMy opraHy MCNOSIHUTENIbHOW BAacTWM HENoOCPeACTBEHHO WM 4Yepe3 CBOUX
npeacTaBUTENEN.

585. (17.63) B OTHOWeHWUWU [OKYMEHTOB, MoATBepPxXAaLnX KayecTBoO,
HeobxoanMo cob6wgaTbh crneunasibHble TpeboBaHus, MNpPefyCMOTPEHHbLIE nyHKTamu
492-496 HacTodwnx [MpaBun.

PaboTta c npeTeH3usmMun u oT3biBamm (17.7)

586. (17.70) OpraHmsauun, OCylecTBAWWNEe MepeyrnakoBky U (vnn)
nepeMapKnUpoOBKY, [OO/DKHb BECTU 3anncu PacCMOTPEHMS MPETEH3Un U OT3bIBOB no
npaeunam, npegycMoTpeHHsM nyHKTamu 562-567 HacToAwux [lpaBusi, B OTHOWEHUU
BCeX MNpeTeH3ul M OT3bIBOB, KOTOpble nonajawT B cihepy X AeATeIbHOCTU.

587. (17.71) Npwn HeobXxoaANMoCTH opraHusauuu, ocyllecTBnsawwmne
nepeynakoBky u (Wan) NepemMapKMpoBKY, [OO/KHb paccMmaTpuBaTb NpeTeH3u
BMECTE C MnepBOHa4Ya/ibHbIM Npou3BoguTenemM ®C MaMm NpPoMexyTO4YHOM npoaykKuunu,
yTOGL onpefenvTb, cneayeT Nu npegnpuHMMaTb AasibHelune AeNCTBUS COBMECTHO
C ApyruMu npuobpeTtaTtensaMmu, KOTOpble MOIM/iM  NOAYyYMTb Takue xe oC wnn
NPOMEXYTOYHYK MPOAYKUMIO, /MOGO C  YMOJSIHOMOYEHHbIM (dedepasibHbIM  OpraHoM
WUCMONHUTENbHOM Bfactu, /Mbo CO BCEMM 3anmHTepeCcOBaHHbLIMU CTOpOHaMM .
PaccnegoBaHve MpUYMHb  NPETEH3UNM WANM  OT3blBa AO/HKHO NPOBOANTBLCA U
ohopMNATbCS AOKYMEHTa/lbHO COOTBETCTBYWLWENA CTOPOHOIA.

588. (17.72) Ecnun npeTeH3uss KacaeTcsa MnepBOHa4Ya/ibHOro npoussoauTens
OC 1AM nNpomMexyTo4HOlM NpPoAyKUuMM, TO 3arnucu pPacCMOTPEHMS MPETEH3UN, KoTopbie
BeAyT OpraHM3auumn, OCyuwecTBaswwne nepeynakoBky n  (nnun) nepeMapKupoBKY,
OO/MKHbl  cogepxaTb  Niwbble  OTBETHI, MOJIly4YeHHble  OT nepBoHavYas/IbHOIr 0
nponssogutena OC wnAM NPOMEXYTOUHOIWA npoayKumn (Bknwyaa pgaty u
npeaoCcTaBAEHHY WHhopMaLuo) .

PaboTta c Bo3BpaTamm (17.8)

589. (17.80) PaboTa c BO3BpaTamu MNPOAYKUUM  AOSIKHA npoBOAUTLCHA B
COOTBETCTBUN C TpeboBaHUAMU, YCTAHOB/IEHHbLIMA MYHKTOM 561 HacToswux [NpaBun.
OpraHmsaumn, ocyuecTBaswwMe nepeynakoBky n (Unn) nepemapKnpoBKY, OOJDKHB
BECTU AOKyMEHTauui Mo BO3BpaweHHbiM ®C 1M NPOMEXyTOYHOW MpOAYKLUN.

CneynanbHoe pPyKOBOACTBO MO (hapMaueBTUUYECKUM CYGCTaHUMsIM, MPOU3BOAUMbIM



nyTem Ky/bTUBUPOBAHUA KNeToK uan gepmeHTauum (18)
Obwme TpeboBaHna (18.1)

590. (18.10) B nyHkTax 590-621 HacToswmx [paBun onpeaeneHsl
crieyyasnibHble TpeboBaHMA OTHOCUTE/IbHO KOoHTpona ¢C  uam NPOMeXyTOUHO
NnpPoAyKUMN, KOTOpble MPOM3BOAATCH MNOCPEACTBOM Ky/IbTUBMPOBaHUA K/IETOK  WAN
(epveHTaUMN C UCMONbL3OBAHWEM MPUPOAHLIX WAN  PEKOMOMHAHTHLIX  OpPraHu3MOoB.
YKa3aHHble TpeboBaHWA He [O/IXHbl paccMaTpuBaTbCA OTAENbHO OT  ApYrux,
NOCKOJIbKY TpeboBaHus, MpuBefeHHble B APYrnxX MyHKTax HacTtosAwmx  MNpasun,
Takke MpUMEHMMb K TaKoWi npoaykuum. [na '‘Knaccuyeckux' npoueccoB Mony4veHus
HU3KOMOJMIEKY/IAAPHLIX BelWecTBs W ANA MNPOLEeccoB, B KOTOPbX  UCMONb3YHTCA
pPeKOMOMHAHTHbIE N HEPEKOMOMHAHTHbIE OpraHu3mbl A9 Mpou3BoACTBa 06efikoB WU
(nnn) nonMNenTuaoB, [O/MKHbI MPUMEHATBCA O4HW W Te Xe MNPUHLMMLI (epMeHTauuu,
XOTA CTerneHb KOHTPOAA Npu 3TOM 6yAeT pas/iMyHOM. B JaHHbIX MyHKTax yka3aHbl

3TN pasMuns, €ec/lM OHM CYWEeCTBYWT Ha npakTuke. CTeneHb KOHTpoONs
BGMOTEXHOMOMMYECKUX MPOLLECCOB, WUCMNOMb3YEMbIX AN NPOM3BOACTBA 6enKoB U
nonmMnenTUAoB, Bblle, YEM ANS KIAaCCUYECKMX MNpPoLEecCcoB (epMeHTauun.

591. (18.11) TepmunH "BGUOTEXHONOrM4yeckuii npouecc" OTHOCMKTCA K
NCNO/Ib30BaHW0 KIETOK WAN OPraHM3MOB, MOJIYYEHHbIX WM  MOAUMULMPOBAHHbIX
NocCpefAcTBOM TEXHOMOrMM pekomMbuHaHTHol [OHK, ruépugomHoi  wunu ApYyroii

TexHonorum, C uenbiw npoussoacTtea ®C. OC, nosiyyeHHble C NMOMOLLbH
OMOTEXHOIONMYECKUX MPOLLEeCCOB, OOBLIMHO COCTOAT U3 TaKUX BbICOKOMOEKY/APHbIX
coeguHeHuli, Kak 6enku n nonunenTuibl, chneuuanbHble TpeboBaHuA B OTHOLWEHUN
KOTOpPLIX npuBefeHsl B NyHKTax 590-621 HacTtodawuux Tlpasun. Tlo TexHonornum
pekomMbunHaHTHOlM [OHK Takxe MOryT 6biTb MO/y4YeHbl onpegeneHHole ©C ¢ HU3KOWA
MOIEKY/IAPHON MaccOW, TakKue KakK aHTUObMOTUKM, aMUHOKUCAOTHI, BUTaMUHbI U
yrneBofp. YpoBeHb KOHTPONs 9Tux BuUA0OB ®C aHa/OrnyeH YpOoBHKW, MpuUMeHAeMoMy
0N KNnaccu4yecKoi (pepmeHTaunn.

592. (18.12) TepmuH "‘knaccuyeckas (pepmeHTaums' OTHOCUTCS K npoueccam
nony4vyeHns ®C, B KOTOPbIX WUCNOMb3YHWTCHA MPUPOAHbIE MUKPOOPraHuU3Mbl U (vnn)

MUKPOOPIraHn3Mbl, MOAUPUUUPOBAHHbLIE  OBWENPUHATHIMM  MeTodamMu (Hanpuwvep,
nocpeacTBoM 0O6MyYeHUST WM XMMUYECKOro MmyTareHesa). oC, No/lyYEeHHbIE
nocpeacTBOM '"KacCUYECKOn (epMmeHTauun', O0OblMHO SBSAKTCS npogyKtamm c
HU3KOW MONIEKY/SAPHOW Maccoii, TaKumm KaK aHTUOUOTUKM, aMUHOKUCOTHI,
BUTaMUHbI U YI/IEBOAbI .

593. (18.13) nMNpousBoacTBO OC uMAM MNPOMEXYTOUYHON npoaykKumm u3

KNeTOYHbIX Ky/bTyp WM MeTo4OM (GepMeHTauMm BK/4YaeT B cebsa Takue npoueccs,
KakK Ky/IbTUBMPOBaHWE K/ETOK WM 3KCTparnposaHue W O4YnCTKa  MmaTepuana,
NOSTlYYEHHOro OT XWBbIX OPraHW3MOB. 3T  npoueccel  MOryT  BK/Io4YaTb

[ONOMHUTENbHbIE CTaaun, SABASAOWMECHA 4acTbilo MNPOM3BOACTBEHHOrO  npouecca,
Takune Kak (U3MKo-XMMuyeckas wmoauvpukauusi. MWcnonb3yemoe UCXOoAHoe — Chipbe
(cpepnbl, OydepHble KOMMOHEHTL) MOXeT ob6ecrneyMBaTb BO3MOXHOCTb pocTa
KOHTaMVHUPYIWMX MUKPOOPraHn3mMos. B 3aBMCMMOCTM OT UCTOYHUKA, cnocoba
nosyyeHns n npegnonaraemoro npumeHeHuss ®C  nnum  NpoMexyTO4YHOW npoAyKunn
MOXeT OblTb Heo6XOoAUM KOHTPO/Ib OGUOHarpy3kum, KOHTamuHauuu Bupycamu u (Unn)

3HAOTOKCMHaMM BO BpeMsi MNpPoOU3BOACTBA M MOHUTOPUHIa npouecca Ha
COOTBETCTBYWOWNX CTaansaX .
594. (18.14) [nsa obecneyeHuss Ka4decTBa MNPOMEXYTOUHOM npoAyKUMn un

(vnn) oC Ha Bcex cTaamsix NMpouM3BOACTBa AO/MKEH OblTb YCTaHOB/IEH Hagnexawumn
KOHTPO/b. HecMOoTps Ha TO, 4YTO HacTodwas rnasa MPUMEHSAETCA, HaydunHas co
cTaguv Ky/nbTUBMPOBaAHUA KIETOK WM  (epMmeHTauun, npeduecTByowme ctaguu
(Hanpuvep, co3gaHne 6aHKa K/IeTOK) HeOb6XOAMMO OCYWEeCTBAATbL NPV Haanexawem
NPON3BOACTBEHHOM KOHTpOsie. HacToswasda rnasa oOxBaTbiBaeT  Ky/bTUBUPOBaHWE
KNeToK WAn epmeHTauuin, HaunmHas C TOro MOMeHTa, Korga u3 06aHka  KNeTok
N3BMeKawT (IaKOH C Ky/bTYypol KAeTOK A7 UCNOoSb30BaHus B MPOU3BOACTBE.
595. (18.15) [Ana cBepgeHud K MUHUMYMY pucka KOHTaMmuHauum
npomnssoauTenb AO/KEH WUCMNOMb30BaTb Hajg/exauwee obopyaoBaHne W npoBOAVTb
KOHTPO/Ib NPOM3BOACTBEHHOW cpedbl. KpuTepum npuvemnemMocTvn Ons KayecTBa
NPOV3BOACTBEHHOW Cpefibl N YacTOoTa KOHTPO/A 3aBUCAT OT CTaguum U YC/IOBUiA
TexHonornyeckoro npouecca (OTKpbITble, 3aKpbiTble WM U30MPOBAHHbLIE CUCTEMbI) .
596. (18.16) Mpu TexXHO/NOrMYeCcKOM KOHTpPOJSIe HEOOXOANMO YUUTLIBATbL:
nogaepxaHve pabéouyero 6aHka kneTtok (ecnm OH MMeeTcs);
NnpaBW/IbHbBI NOCEB N POCT KYNbTYypbl;



KOHTPOJIb KpUTUYECKUX paboumx napameTpoB BO Bpewms Ky/IbTUBMPOBaHNA
K/eTOK nnn tepmeHTaumnu;

KOHTPO/Ib Mnpouecca pocTa KNeToK, WX Xn3HecnocobHocTu (4719 60/bLMHCTBA
NPOLLECCOB Ky/IbTUBUPOBaAHNA KNETOK) W MNPOAYKTUBHOCTW, rAe 3TO NPUMEHWUMO;

npoueaypel c6opa M OYUCTKWU, MPU KOTOPLIX MPOUCXOAUT ypasieHune KNeToK,
KNeTOYHbIX OCTaTKOB M KOMMNOHEHTOB cCpej C  OAHOBPEMEHHOW 3aWnToli
NpPoOMeXyTouHol npogykumm mnn ¢C oT KoHTammHaumm (0COBGEHHO KOHTamuHauum
MUKPOOMONMOrMYECKOW MNpupoapl) M OT yXYAWEeHUs KadecTsa;

KOHTPO/b OGMOHarpy3Ku U ypoOBHEN 3HAOTOKCUHOB (MpU HeobXxoaMMocTn) Ha
COOTBETCTBYNWIWMX CTagusax TEexXHO/IOrMYecKoro rnpouecca;

BONPOCH BUPYCHOW 6e30MacHOCTU.

597. (18.17) Tam, rge aTo nMpPUMEHUMO, [AO/KHO OblITb [JOKa3aHo, 4TO
KOMMOHEHTbl cpef,, 6efiku KNeTOK-X03feB, Apyrve CcBA3aHHbe C npoueccom u
conyTcTBywne MNPoAyKUMN NPUMECU N KOHTaMUHaHTLI YAasIeHbI.

MNoapepxaHne GaHKa KNeToK 1M BegeHue 3anuceii (18.2)

598. (18.20) [o cTyn K 6aHKaMm K/eToK fo/mxeH O6bTb pa3peleH TONBbKO
nuam, MMelwmMM Ha 3TO MOJSIHOMOYUS .

599. (18.21) baHKM K/ETOK [AO/MKHbI XPaHUTbCS B  YCNOBUSIX, cneymanbHO
npegHasHayeHHbIX 419 ob6ecneyeHus noffepxaHus XMU3HeCrnocoOHOCTU KNEeTOK U
npefoTBpaleHns KoHTaMuHauum .

600. (18.22) nMpou3BoauTeslb [A0ONKEH BEeCTU U COXPaHATb 3anucu
NCNO/Ib30BaHUA U YCNOBUIA XpaHEHUSA (NaKOHOB U3 GaHKOB K/ETOK.

601. (18.23) B cnyyae Heob6x0AMMOCTU GaHKM K/AETOK A0/DKHbl NepUoanyecKun
NPOBEPATBLCA C LENbi OnpefesieHns X NpurogHoCcTU ANS UCNO/b30BaHUA .

602. (18.24) Ecnu HoOpmaTuBHbLIMM MpPaBOBLIMM akKTamm Poccuiickoii degepaunn
YCTaHOB/IEHbl CneunasibHele TpeboBaHWA B OTHOWEHUW cogepxaHud 6aHKOB K/eTOoK,
Takne TpeboBaHUA AOMKHbI CO6M0AaTLCS .

KynbTuBmpoBaHue kKneTok wnn dpepmeHTauma (18.3)

603. (18.30) Ecnu kneTtouHble cyb6CcTpaThl, cpedbl, Oydeps M rassl
Heob6xoAnMo [06aBNATbL B acenTUYECKUX YC/OBUAX, TO MO  BO3MOXHOCTU  [OJDKHbI
MCNOMb30BaTbCA 3aKpbiThle WM  N30NUpPOBaHHble CUCTeMbl. Ecnn noces B
nepBoHavYanbHOW €eMKOCTW WAu nocfnegyklume nNepeHoch  WUau pob6asneHna (B
YacTHOCTU, cpef, Oy(hepoB) BLIMOMHAKNTCA B OTKPLITHIX €MKOCTHAX, TO Heob6xoaumo
OCYWeCTB/ATb KOHTPO/Ib U COOTBETCTBYWWME Npouefypbl AfS CBELEHUSA K MUHUMYMY
puCKa KOHTamvHauuu.

604. (18.31) Ecnum mmKpo6Hasi KOHTaMuMHauusi MOXeT MOBAUATb Ha KadecTBO
¢C, TO onepauuu C MCMNOMb30BaHNEM OTKPbLITbIX E€MKOCTEel [AO/KHb MPOBOAMTLCA B
6okce, ob6ecrneunBawllem 6monorvyeckyiw 6e3onacHoCTb, WM B MNPOU3BOACTBEHHON
cpefe, KOHTPOAMpYeMOl Takum Xe obpa3oMm.

605. (18.32) Mpu paboTe C KynbTypamuM KNETOK MepcoHasl AOJIKEH ObITb
ofeT B CreunasibHyl ofexay U cobnwgaTb cneuuasibHble Mepbl NpefoCTOPOXHOCTU.

606. (18.33) [nAa ob6ecrieyeHUsa MNOCTOAHCTBA YCTaHOBJ/IEHHOIO npouecca

Npov3BOAUTENb  [O/XKEH KOHTPO/IMPOBATb KPUTUYECKUE paboune napaveTpsl
(Hanpumep, TewmnepaTtypy, pH, CKOpPoCTb nepemewvBaHusi, pobaerieHve  rasos,
JaBneHne) .  Takxe  Npou3BoguTeNlb  [OSKEH KOHTpONMpoBaThbL pocCT,

XnU3HecnocobHocTb (ANs 60NbWMHCTBA MNPOLECCOB Ky/bTMBUPOBAHWA  KAETOK) ",
rge 3To MNPUMEHUMMO, MPOAYKTUBHOCTb KAETOK. KpuTudeckne napameTpol  6yayT
pa3nuyHeiMM OT MpoLecca K Mpoueccy, U Ans KIacCUYecKowr (epMeHTauun  MOXeT
He noTpeboBaTbCA KOHTPO/Ib  OMNpPEeAesieHHbX  napavMeTpoB (Hanpuwvep,
XW3HECNOCOBHOCTN KETOK) .

607. (18.34) O6opypoBaHue, MCMOMb3YyEMOE ANS KyNbTUBMPOBaHUS KAETOK,
nocne WCMofb30BaHMA [O/MKHO OblITb  OYMWEHO U cTepuansoBaHo. [Mpu
HeobxoaMMocTu obopyaoBaHue ANs NPOBEeAEHUA (PepMeHTauMn Takke AO/MKHO  ObiTb
OoYMEHO, MNOABEPrHYTO CaHMTapHOW 06paboTkKe WM CTEepuIM30BaHO.

608. (18.35) MuTaTenbHbie cpegp nepen MX WUCNOAb30BaHUEM Heo6xoanmo
cTepuansoBaTb 418 NpefoTBpaweHns HebnaronpuATHOro BAUSHUA Ha KadecTBo OC.

609. (18.36) MpousBoguTesb AOMXEH YTBEPAUTb Npouenypsl A1 BbiiBNEHUS
KOHTamMMHauMm u onpegeneHus AencTBuii, KOTOpble HEOO6XOAMMO OCYWEeCTBUTb. K
HUM OTHOCSATCS Mpoueaypbl OnpefeneHns BMSAHUA KOHTaMMHauMM Ha Npoaykumo  u
npoueaypsl AeKOHTamMuMHauum obopyfoBaHMA M BO3BpalleHMs ero K  COCTOSAHWMI0,



Nno3BO/IANWEMY MCMNONb30BaTb 3TO 060OpyAoBaHWE O1S MPOU3BOACTBA  NOCHAeAYHWMX
cepuii.

610. T[powusBoanTenb [O/MKEeH npu HeobXoAUMOCTHU naeHTupnLMpoBaTb
NOCTOPOHHNE OpraHu3mbl, OGHapyXeHHble B XoAe MpoLeccoB hepmeHTaLMU, W©
OLEHUTb BAUAHWE KX MPUCYTCTBUA Ha KayecCcTBO MNpoAyKuun. Pe3ynbTarbl  Takux
OLIeHOK [OJIXHbl ObiTb MPUHATH BO BHMMaHME MPU peleHun Bonpoca O BO3MOXHOCTWU
NCMoNb30BaHNA MONYYEHHOr0 maTepuana.

611. (18.37) MpousBoguTesib AO/IKEH COXPaHATb 3anucu clydyaeB BbiSIB/IEHUA

KOHTaMMHauum .

612. (18.38) Mocne o0O4YUCTKU YyHuBepcasibHOro (NpegHasHayeHHoOro  Ans
NpPoM3BOACTBA MHOIMX BWUAOB MNPOAyKUUM) o06OpyaoBaHUA  Mexay uMKnamu no
NpPoM3BOACTBY  pasHoii  npoaykKuMm  MOXeT  noTpeboBaTbCs npoBefeHune

AONOJTHNTEJIbHbIX MUCNbITaHU C uesnbi cBedeHNA K MUHUMYyMY pUCkKa HepeKDGCTHOM
KOHTaMnHauunn.

Co6op, BbiAgeneHve n ouucTtka (18.4)

613. (18.40) Ctaauu cbopa Kak An1a ypaneHuss KNeToK Wnuv K/1eTOYHbIX
KOMMOHEHTOB, TakK W A/ cbopa K/IeTOYHbIX KOMMOHEHTOB [MoOc/e pa3pyleHus
[OJDKHBI OCYLWECTB/IATLCA C MOMOWbi 060pyAoBaHMA M B 30Hax, npegHasHa4vYeHHbIX
ONA CcBefeHUs K MUHUMYMY pUCKa KOHTaMUHaLun .

614. (18.41) Mpouenyps cbopa U OYUYUCTKWU, MO3BOMANWME YAANATb wnu
WHaKTUBMPOBaTb MUKPOOPraHU3M-NMpoAyLEHT, K/IeTOYHble OCTaTKu u KOMMOHEHTHI
cpes (Npu  CBeAeHUM K MUHUMYMY pa3pylleHusi, KOHTammHauuun u CHNXEeHNA
KayecTBa), [AO/XHbl obecrneumBaTb MOSyYEHUE MNPOMEXYTOUHOM MNPOAYKLUMN UK oC
NOCTOAAHHOIO KayecTBa.

615. (18.42) Tocne wucnonb30BaHMA BCe o06opyaoBaHMe [O/MKHO OblTb
OYNEHO M MNOABEPrHyTO CcaHuTapHoii 06paboTke B YCTaHOBMEHHOM nopsagke.
Mpon3BOACTBO HECKO/IbKUX MNOC/efoBaTe/IbHbIX CEepUii NMPOMEXYTOYHOM MnpoayKuun m
®C 6e3 oUMCTKM 060pyAoBaHUA [OMNYyCKaeTCsA TO/bKO B TOM C/iyyae, ecnv 3TO He
OoKa3sblBaeT B/IMAHUA Ha UX KavyecTBO.

616. (18.43) TMpu KCMNONb30BAHUN OTKPLITEIX CUCTEM OYUCTKA  [O/IKHA

NPOBOANTBLCA B KOHTPOJIMPYEMBIX  YC/IOBUSAX NPoOM3BOACTBEHHOW cpefbl,
obecneumBanWmMx COXpPaHeHne KadecTBa MNPOAYKLMM.
617. (18.44) Ecnu ob6opypgoBaHue uncnonb3yerca Ans npou3BoAcTBa

pa3qinyHbiX BMAOOB MnpoaykKumn, TO MOryT TpPUMEHATbLCA AOMOJIHNTE/IbHbIE BUAbl
KOHTPOJIA, TaKue KaK UNCMoJsib30BaHne chneunasibHbiX xpomaTorpammquKmx CMOT nnn
nposeneHne AOOonoOJIHUTENIbHbIX MCNbITaAHWI .

Ctaguvm ypaneHuma unm uHakTusBaumn BupycoB (18.5)

618. (18.50) Ecnu HopmaTuBHbLIMM MpaBOBbLIMM akKTamm Poccwuiickoii degepaumn
YCTaHOB/IeHbl chneunasibHble TpeboBaHUS B OTHOWEHUW yaaneHust uam nHakKTmnBauum
BMPYCOB, Takume TpeboBaHWUsI [O/MKHbI COONAATbLCSA .

619. (18.51) Cragmm ypganeHus WM WUHaKTUBauMMm BUPYCOB ABNANTCSA
KPUTUYECKUMU CcTagmamMm obpaboTKu ANS HEKOTOPbLIX MPOLEeccoB, U UX Heobxoaumo
OCyWecTBNATb B Mnpefeniax napamMeTpoB, Mpolweaunx Banuaaluio.

620. (18.52) MpousBoauTesNlb [OMXEH MpUHUMATL Hagnexawune mMepbl
NPefoCTOPOXHOCTU ANA NpefoTBpaweHns NOTEHUMaIbHON KOHTaMmHaunu BMpycamu
npoaykumn, npowegwen cragum ypaneHus Wwin  MHaKTuBauum BMPYCOB, OT
npoayKuMn, KoTopas 3TU cTagum He npowna. MoaTtomy o06paboTKy B OTKPbLITHIX
cucrtemMax Heob6xXOoOMMO OCYWECTBNATb B 30HaxX, OTAENIEeHHbX OT Apyrmx  3Tarnos
TEXHOMIOrMYeCcKoro rnpolecca N uUMewnlWmMx OTAefIbHbe CUCTEeMbl 06paboTKu BO3AyXa.

621. (18.53) OgHO u To xe obopygoBaHMe, KakK npaBuno, He NCNONb3YKT
Ha pas/INyHbIX CTagusax O4YUCTKU. Ecnum HeobxoguMmo MCNonb30BaTb OAHO M TO  Xe
obopynoBaHue, nepes MOBTOPHbLIM UCMNOMb30BaHMEM €ro Heobxoaumo Haaiexawum
06pa3oM OUYUCTUTL U MOABEPrHYTb CaHUTapHOI 06paboTKe. [pon3BoAMTENb OO/KEH
npeanpuHuUMaThb Hagnexawme Mepbl MNpPefoCTOPOXHOCTU  ANs npegoTBpaleHns
BO3MOXHOI0O MNepeHoca BUMPYCOB C npegpayumx ctaguii  (Hanpumep, 4yepes
obopyaoBaHMe MM NPOU3BOACTBEHHYH cpeay) -

mapmaueBTquCKme Cy6CTaHuMM, npeagHasHad4eHHble ANnA KIAMHUNYeCKux MCCﬂeAOBaHMﬁ
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Obwme TpeboBaHms (19.1)

622. (19.10) He Bce BUAbl KOHTPOSIA, OMNUCaHHbE B Npeabiaylmx NyHKTax
HacTosWweln rna.bl, NPUMEHNMbI npu nponssofcTee opvrnHasbHon ©C,
npegHasHa4vyeHHoOl ANa NpoBefeHus nccnegoBaHWii BO BpemMsi ee pas3paboTkm. B
NyHKTax 622-644 HacTosawmx MpaBun npuBefeHbl cneunasbHble TpeboBaHUS K 3TUM
oC.

623. (19.11) KoHTponb, OCYWEeCTBAAEMbIA Mpu nponssoacTtee OC,
npefgHasHayeHHbIX 1A KIVMHUYECKUX UccnefoBaHwuin, [O/XKeH COOTBETCTBOBaTb (ale
pa3paboTKu /leKapCTBEHHOr 0 rnpenapara, B COCTaB KOTOporo BxoguT ®C. Mpouecc
N METOAMKU MCCNefoBaHWA A0MkHbI ObITb FMOKMMK AN obecneveHus BO3MOXHOCTMU
BHECEHVS U3MEHEHWI MO Mepe HaKOMeHusi 3HaHui O npouecce w NpoABWXEHUSA
nccnefoBaHuli NeKapcTBEHHOr0 npenaparta OT AOK/IMHUYECKUX WCCNefoBaHuin K
KNMHUYECKUM uccnepoBaHuaM. Korga paspaboTka J1ieKapCTBEHHOIo npenapara
JocTuraeT craguu, Ha KoTopoin ®C nonyyawT ANA NPUMEHEHUA B JleKapCTBEHHOM

npenapare, npegHasHa4eHHOM O/ K/IIMHUYECKNX VICCI'IE,EI,OB&HI/IVI, npon3soaunTenn
OOJDXKHbl rapaHTUMpoBaTb, 4TO oC nponseegeHel C NOMOUWbK MOoAXOOAUWUNX TEeXHUYeCKUx
cpeacte C  UCNOJ/Ib30OBaHMEM COOTBETCTBYKWWMX rpouenyp npomnseogcrtea "

KOHTpPONA, HeobxoaumMmbiXx Ansi obecnedyeHnsa kKadectBa OC.
KauectBo (19.2)

624. (19.20) Mpu npousBoacTBe OC, npeAHa3HaAYeHHbIX AN K/IMHUYECKNX
nccnepgoBaHunii, Heo6XoAUMO MPUMEHATb COOTBETCTBYWWME TpeboBaHuA HacToAWNX
MpaBun 1 Hagnexauyw npoueaypy 0OA00peHMsa Kaxaoih cepun.

625. (19.21) Heobxogmmo opraHuzoBaTb He3aBucumoe(ble) OT MNpon3BOACTBa
nogpasgeneHve (nogpasgenieHns) KadecTtBa Ana ofobpeHuss wWanm  OTK/IOHEeHMS
Kaxgoli cepun ¢C, npegHa3HayeHHOW ANA KIAVMHUYECKUX WUCCNefoBaHWi .

626. (19.22) HekoTopble U3 GQYHKUMA NO NpOBEeAEHU ncnbITaHWi,
BbINO/IHAEMbIX  OObIYHO  nogpa3sgesnieHnem  (nogpasfenieHnsaMn) KadecTsa, MOXHO
OCYWeCTBAATb B APYrunX nogpasfeneHunsix.

627. (19.23) MeponpusaTUS B OTHOWEHUN KaydecTBa [OOJIKHbI BK/IOYaTb
CUCTEMY WCMbITAHUA MCXOAHOrO Chipbs, YMNaKOBOYHbIX MaTepuasioB, MPOMEXYTOUYHOMN
npoaykumm n oC.

628. (19.24) MpousBoguTenb AOMKEH aHaM3MpoBaTb MNPO6GMEMbl, CBS3aHHbEe
C nMpoM3BOACTBOM UM KayecTBOM OC, npegHa3HadyeHHbIX AN KNMHUYECKNX
nccrnegoBaHuii .

629. (19.25) TekcT mapkupoBku OC, npegHa3Ha4deHHbIX AN K/IMHUYECKNX
nccnepgoBaHuii, HeoOXoAUMMO Hag/lexauum o6pa3oM KOHTpPOAMpoBaTb. B Hem [O/KHO
6bITb YKa3aHO, 4YTO BeWeCTBO MNpefHa3HayeHO ANA MUCCNefoBaTefIbCKUX Lenen.

MomeweHnss n obopyposaHne (19.3)

630. (19.30). Bo Bpemsi Bcex (a3 KAMHUYECKOrO uccregoBaHus, BK/toHasi
NCNO/Ib30BaHME OMbITHBIX YYaCTKOB WM nabopaTopuii ans npomssBoacTBa cepuin oC,
npegHasHauyeHHbIX ANS KIAMHUYECKUX WUCCNefoBaHWui, [AOMKHb OGbiTb  NPeayCcMOTPEHbI
npoueaypsl, rapaHTupykume, 4tTo o60pyaoBaHMe MNpoKaMéGpoBaHo, OUYMIEHO U
COOTBETCTBYET CBOEMY Ha3Ha4YeHWIo.

631. (19.31) MopsgoK aKcnayaTauum obopyaoBaHUS AO/MKEH rapaHTuUpoBaTb
npoBegeHne paboT C UCXOAHbLIM CbipbeM TaKMM 06pa3oM, 4UYTOOb CBECTU K MUHUMYMY
PUCK KOHTamvHauun M NepPeKPeCTHO KOHTaMUHAaLMK.

KoHTponb ucxogHoro coipbsa (19.4)

632. (19.40) lcxogHoe cbipbe, WuUcnonb3yemoe npu npoumssoacTee oC,
npegHa3HayeHHbX 418  KIWHUYECKUX uccnefoBaHuii, Heobxoammo oueHuBaTb
nocpeacTBOM MPOBEAEHUS WUCMbLITaHWA wuaM  nonyyaTb BMecTe C pe3ynbTaTtamu
aHa/M3a, MNPOBeAEeHHOro MNOCTaBWMKOM. [pon3BoANTENb Takxke [OJIKEeH npoBOAVTb
ncnelTaHNe WNCXOAHOro Chipbs Ha MNOAMHHOCTL. EcnuM  BewecTtBo  cuuTaeTcs
onacHbiM, TO AOCTAaTOYHO aHanu3a, MPOBEAEHHOro MOCTAaBlMKOM.

633. (19.41) B HeKOTOpbiX criydasax NpUrogHoOCTb MCXOAHOrO Chipbs MOXHO
onpefenAaTb rnepej WCrMosib30BaHMEM Ha OCHOBaHWW pe3ynbTaToB, MNOJYYEHHbLIX Mpu
nposefeHnn peakumm Hebosnbworo macwtata (TO eCTb MCMbITaHUI (YHKUMOHA/IbHO
NPUIrogHOCTU), YTO NpeanovYTUTesibHee, 4YeMm MnpoBefeHne TO/IbKO  aHa/IMTUYECKUX



NCMbITaHN .
MpoussoacTteo (19.5)
634. (19.50) nMpousBoacTtBOo OC, npegHa3HaAYeHHbIX A5 KJIMHUYECKNX

nccnepoBaHnii, Heob6XxoaMMo (MKCMpoBaTb B /1a6OpaTOpPHbLIX XypHanax, B 3anucsax
Ha cepulw WM C MOMOWbLK APYrUX MOAXOASWMX CPEeACTB. OTW  [OKYMEHTH  AOJIKHbI

BKIWYaTb MHpopmaumw 06 MCNoAb30BaHUM MaTepuanioB, 06 obopygoBaHuu,
TEXHONOrMYeCcKoM Mnpouecce, a Takke Hay4Hble HabnwoaeHus .

635. (19.51) Oxmpgaembie BbIXOAbl MPOAYKUUM MOFYT oT/mMyaTbCcAa OT
OXMAaemMbX BbIXOO4OB MPOAYKUMW B Mpoueccax, BbiNMO/IHAEMbIX B NMPOMbILIEHHOM
macwtabe, M ObITb MEHEe OMpefesiEHHbBIMU MO CPaBHEHUK C HUMW. PaccnegoBaHus

NPUYMH OTK/IOHEHWUA OT BE/INUMHLI OXMAAEMOrO BbiXoga He TpebyeTcs.
Banngauma (19.6)

636. (19.60) Ecnu npoussegeHa ogHa cepusa ®C nubo ecnu N3MeHeHuns
npouecca BO BpemMs pa3paboTku oC  genaiT BOCMPON3BOACTBO Cepuii
3aTpyAHUTENbHBIM  UAWM  HETOYHLIM, BaMjaumsa npouecca npomnssofcrtea ¢C,
npegHasHa4vyeHHoOl ANa KAMHUYECKUX uccnegoBaHuii, 06bYHO HeuenecoobpasHa. Ha
3TON cTagum pa3paboTkm kKadyecTBo $C obecneumBaeTcs CcoO4vYeTaHUEM KOHTpOnA,
KanubpoBKM U Npu HeobXoAuMOCTU KBanupukaumum obopyaoBaHUA .

637. (19.61) Ecnn cepumn npon3BoaAaTCA ans KOMMEpPYEeCKOro
MCNOMb30BaHUsA, Bangauuio npolecca HeobxoanMo MNPOBOANTL B COOTBETCTBUU c
nyHkTtamm 511-539 HacToswmx MpaBun, paxe ecnm Takue cepum Npou3BoaATCS B
OMbITHOM WAN OMLITHO-MPOMbILIEHHOM MacwTabe.

M3veHeHuns (19.7)

638. (19.70) MpousBoguTenb AOMKEH BHOCUTb COOTBETCTBYWWME WU3MEHEHUS
BO Bpems pa3paboTKuM Mo Mepe NpuMobpeTEeHMs HOBbIX 3HaHWA M pocTa  MacwTaba
nponsBoAcTBa. Kaxgoe u3MeHeHue B TEXHO/I0OMMYECKOM Mpouecce, cneumbukaynsx
WM MeToguKax MCNbiTaHuii HeobxoaMMo Hagsexawmm obpa3oM pervcTpupoBaTh.

Na6opaTopHbii KoHTponb (19.8)

639. (19.80) HecmoTpa Ha TO, uTO aHanMTuyeckune MEeTOANKMU ,
ncnonb3yemble AnA  oueHkn cepun  OC, npegHasHavdeHHoi AnA K/TMHNYECKUX
nccnepgoBaHuii, MOryT €le He MpoiTu  Bampauui, OHW  OO/DKHbl  ObiTb Hay4HoO
060CHOBaHbI .

640. (19.81) MpousBoauTeslb [O/KEH OpraHM3oBaTb CUCTEMY  XpaHeHusd
apxmBHbIX 06pa3uoB BCexX cepuil. ITa cucTema Ao/xHa obecneumBaTb COXpaHeHue
JocTaTo4yHOoro Ko/MyecTBa  Kaxgoro  apxmBHOro  ob6bpasua B  TeyeHue
YCTaHOBJ/IEHHOI 0 rnepuoga BPEMEHU rocsie of0obpeHns, 3aBeplieHus  WUu oT3biBa
3aABKN Ha peruncrpauuio.

641. (19.82) OnpegeneHve paTbl WUCTEUYEHUSA CpoOKa TrOAHOCTU U AaThl
npoBeAeHnsi MOBTOPHLIX WUCMbITAHWU, KakK ykKa3aHO B MyHKTax 504-507 HacToAwWnNX
MpaBwna, MPUMEHMMO MO OTHOWEHMK K cyuecTsBykuwuMm OC, npegHasHayeHHbIM 4N
KNIMHUYECKUX unCcnegoBaHuii. [na HoOBbIX ®C, HaXO[AWMXCA Ha pPaHHUX  cTagusax
KINHUYECKMUX UCCcnegoBaHuii, TpeboBaHWsi, YKa3aHHble B MNyHKTax 504-507
HacToAwnx [lpaBua, O6GLIMHO He MNPUMEHSTCH.

JokymeHTauna (19.9)

642. (19.90) Cucrtema [OKyMEeHTauuM [OO0/KHA rapaHTupoBaTb, 4TO
MHpopMauusi, noJlydyeHHass B  Xode  pa3paboTKu n nponseoacTea ¢C,
npefHa3Ha4YeHHbIX A1  KIAWMHUYECKUMX WUCCMefoBaHwuii, OyaeT L[OMKHbIM — 06pa3om
ofopmnieHa [OKYMEHTa/IbHO M [JOCTyrnHa A4S WUCNOo/Ib30BaHUs .

643. (19.91) Paz3paboTka W MpPUMEHEHME aHAIUTUYECKUX MEeTOAVK,
NUCMoNb3yembiX A9 MOATBEPXAEHUS BbiNnycka cepun OC, npegHasHayeHHoih  ans
K/IMHUYECKUX WUCCNefoBaHui, OOMKHbl ObiITb OHOPMAEHb LOKYMEHTA/IbHO .

644._. (19.92) MpousBoguTesnib JOMXEeH pa3paboTaTb U BHeApUTb cucrtemy
XpaHeHUst 3anuceil no Mnpou3BOACTBY MU KOHTpO/IlO 1 COOTBETCTBYHLIEN
OOKyMeHTauumM. 3Ta cucTtema JosxHa obecneuvmBaTb XpaHeHue 3anucen u



[OKYMEHTOB B TeuyeHMe YCTaHOBJIEHHOrO [Mepuoja BpPeMeHM nocne  ofobpeHus,
3aBeplieHnst WM 0T3biBa 3asiBKM Ha pervcrpaumio.

TepmuHbl 1 onpegeneHust (20)

645. [lna ueneil HacTosweii rfaBbl KPOME TEPMMHOB W onpegeneHnii,
npeaycmoTpeHHbix rnasoi Il HacToswux MpaBwui, UCMNONbL3YNTCA TakKke cnegywuue
OCHOBHbIE MOHATUA:

6voHarpyska - ypoBeHb W BuA MUKPoOOpraHnsmoB (Hanpumep, Henpuemnemsie
WX [OMYyCTUMbIE MUKPOOPraHu3Mmbl), KOTOpble MOryT MPUCYTCTBOBaTb B NCXO4HOM
Chipb€, WCXOOHOM Chipbe A/ MNpou3BoACTBa (hapmaueBTUYECKON cybcTaHuum,
NPOMEXYTOYHOW MPOAYKUUM UM B (papMaueBTUYECKOW cybCcTaHuun. BuoHarpysky He
cnepyeT cunTaTb KOHTamMHauMern, ec/in ee YPOBHU He TMpeBbllalT YCTaHOBJIEHHLIE
npeesibHole 3Ha4YeHUss UM He OBHapyXeHbl MUKPOOPraHu3Mbl, onpegensiembie Kak
HefoNnyCTUMbIE ;

BCroMoraTte/ibHble MaTepuasibl - MaTepuasibl, 3a MCK/IYEeHUMEM pacTBopuTeneii,
KOTOpble SBASAKTCHA BCMOMOraTesibHbIMA  MpU npon3BoACTBE NPOMEXYTOYHOIA
npoayKuMn unn (papMaleBTUYECKON CybCTaHuMMm M camym No cebe He y4yacTBYWT B
XUMNYECKOW UM Buonormdeckonm peakuymn (Hanpumep, GQuUAbTpyLUme mMaTepvans,
aKTUBMPOBaHHbLIA Yronb);

BbIXO4, OXUAaeMbli — KOMMYECTBO mMaTepuasia Uau MNPOLEHT OT TeOpeTU4YeCcKoro
BbIXO4A, OXuMpgaemble Ha Nwbo COOTBETCTBYWWENR CTagnnm  TEXHOIOMMYECKOro
npouecca, OCHOBaHHble Ha  AaHHbIX, npegBapuTesibHO NO/YYEHHBIX MApw
NPoON3BOACTBE 3TOr0 MaTepuana B N1abopaTOpHbIX, OMbITHLIX UK NPOMbILLIEHHbIX
YCOBUSAX;

BbIXO4, TEOpPEeTUYECKUli - KOMMYECTBO, KOTOpPOe OnpefeneHo Ha  OCHOBaHMU
KO/M4yecTBa WCMO/Ib3yEMOro MaTepuasia U MOXET ObTb Mpou3BefeHO Ha  1wbon
COOTBETCTBYHWIEN CTaguM TEXHONIOMMYEeCKOro npouecca npu yCnoBun OTCyTCTBMUA
Kaknx-1m6o noTepb WM OTK/IOHEHUA B YCNOBUAX peanbHOro  TEXHO/IOMMYecKoro
npouecca;

JaTa UCTeyeHnss cpoka FogHOCTU - AaTa, yKasaHHas Ha ynakoBke n (Mnn)
aTuKeTKax (apmaueBTUYECKOW cybCcTaHuum n obo3Hadawwas nepuoj BpPEMEHMU, B
TeyeHne KOTOpPOro Mpu XpaHEeHMM B YCTAHOBJ/IEHHLIX YCMOBUSAX  XapaKTepUCTUKu
(hapmaLeBTUYECKOIM cybCTaHUUM AO/MKHb OCTaBaTbCs B nNpegenax cneuynpukaunii, u
Nno NCTEYEHUN KOTOPOro (papMaueBTUYEeCKyl Cy6CTaHLUMI0 HeNb3d UCMNOoMb30BaTh;

JaTa MOBTOPHOr0 UCMbITaHWS - gaTa npoOBEAEeHUs TMOBTOPHONO  KOHTpPOSsA
mMaTepnana And  NOATBEPXAEHMA  ero  nNpurogHocTn  ans fanbHeliwero
NCNO/b30BaHus ;

NCXOOHOE Chipbe A1 MPoM3BOACTBa (hapMaueBTUUYECKOW CyOCTaHuMu - Cbipbe,
NpPoMeXyTouHas NpoayKuust nnn gpyrve dapmaueBTUYecKkne cyobcTaHuum, KoTopble
NCNonb3ywTCs AN NPoM3BOACTBA (apMaleBTUYECKUX CcybCcTaHumii BXOAAT B

CTPYKTYpYy (apmaueBTUYECKOl cyObCTaHUMM B KadecTBe BaXHOIN0  CTPYKTYPHOro
(pparmeHTa. lcxogHoe coipbe A1 NPOM3BOACTBA  (papMaleBTUYECKON cybcTaHuum
MOXeT ObiTb NpPMOBpPEeTEeHO Npom3BoAMTEsIEM MO AOrOBOPY Y OAHOIO WU HECKObKUX
NOCTaBWNKOB, MB60 MOXEeT NPOU3BOANTBLCHA MM CaMOCTOATENIbHO. llcxogHoe — chipbe
ONsi  NpoM3BOACTBa (papMaueBTUYECKOW cybCTaHuuu, KakK npasuio, umeeTt
YCTaHOBJ/IEHHbIE XMMUYECKUE CBOWCTBA U CTPYKTYpPY;

KOMMbTEPHAsA cuUCTeMa - rpyrnna KOMMOHEHTOB annapaTHOro obecrnedeHunsa u
COOTBETCTBYWIWEro nporpammHoro  obecneyeHus, CnpoeKTupoBaHHas un
CMOHTMpOBaHHasA TakuMm 06pa3oM, 4YTOObl BLIMOSHATL ONPEeAEesieHHY (QYHKUMIO UK
Habop (YHKLUWIA;

KOHTamMMHauuMss - HexesaTesibHoe BHECEHME TMpUMECeii XUMUYECKOW 1N
MMKPOOMONIOrMYECKOl NpUpoAsl  WANM  MHOPOAHLIX BEWecTB B MCXO4HOE  Chbipbe,
NPOMEXYTOUHYI npoayKuuio nam ®C BO BpeMss TEXHOMNOrMYecKoro npowuecca, oTbopa
npo6, ynakoBKU WX MNepeynakoBKW, XpaHeHUs WM TPaHCNOPTUPOBKW ;

KpuTepun npuemnemoctu (QOMNYCTUMbIE HOPMbI) -  YMC/IOBLIE npegens,
WHTEpPBa/Ibl UM ApPyrme COOTBETCTBYyKWWME Mepbl ANA  APUHATUS pe3ynbTaTtoB
NCMbITaHN ;

KPUTUYECKNIA — TEPMUH, OTHOCSAWWACS K NPOU3BOACTBEHHOW CTaaun, YCOBUIO
TEXHOMOrMYecKoro nmnpouecca, TpeboBaHWKW WCNbLITaAHWI KW  w6oMy  Apyromy
CYWeCcTBEHHOMY MNapamMeTpy WM npegMeTy, KOTOpble A0/MKHbl KOHTPOSMpOBaTbCA B
npegenax 3afjaHHbiX KpUTepueB O/ 06ecneyvyeHusi COOTBETCTBMA  JIEKAPCTBEHHOIO
cpegctBa U (Un) (papMaleBTUYECKON Cyb6CTaHUMM YTBEPXAEHHOW cheuupukaunn;

maTepuan - obuwee noHATME, o06o3Havawwee coipbe (UCxogHoe Chipbe,



peakTuBbl, pacTBOpUTENN), BCMOMOraTesibHbe — MaTepuans, NPOMEXYTOUHYI0
npoayKumi, thapmaueBTUYECKY CyOCTaHUMK, YMNaKOBOYHbIE MaTepuasibl, MaTepuasb
ONs MapKUPOBKW ;

mMaTtoyHas XWAKOCTb - ocTaTo4yHass  XMOKOCTb  Noc/e  NpoLleccoB
KpucTannmsaunum wauM  BbigenieHusi. MaToyHas XUAKOCTb — MOXEeT cogepxaTtb
HernpopearvpoBaBWne BelWecTBa, MPOMEXYTOYHbIE MPOAYKTH, HEKOTOpPbIE KOMMyecTBa
(apmaueBTnyeckoi cyocTaHumm n (uan) npumecer. OHa MOXeT OblTb MCNOJ/Ib30BaHa
ONs fanbHelwen obpaboTKu;

obecrnieyeHne KadyecTBa - - COBOKYMHOCTb  BCeX OpraHn3aLMoHHbIX
MEpOoNpuUATUA, HanpaB/eHHbIX Ha obecneyveHMe TOro, 4YTo6bl BCe  NIeKAPCTBEHHbIE
cpeactea n (Unn) tapmaleBTUHECKUe cybCTaHUuM UMenn KayvyecTBO, Heobxoaumoe
ONs X npegrnoniaraemMoro NpUMEHEHMs, a BCe CUCTEMb KayecTBa MNOAAEPXUBa/INCH
B paboyem COCTOSAHUM;

OTK/IOHEHME -  OTCTyn/feHne OT  YTBEPXAEHHOA WHCTPYKUUM nnun
YCTaHOBJ/IEHHOIr0 CTaHjapTa;

nepepaboTka - MpPoBeAEeHME OOHOW NN HEeCKONbKUX cTagui, oT/nyanwmxcs
OT YCTaHOB/IEHHOIO MPOM3BOACTBEHHOrO Mpouecca, C LUefbl 06paboTkM  Takoii
NPOMEXYTOYHOW MPOAYKUUM WAN  (papMaueBTUYECKOW cybcTaHuuu, KoTopasi He
COOTBETCTBYET CcTaHjapTaMm uan cneuumpukaunsam, AAa noayyeHus NPOMEXY TOYHOIA
NpoAyKUMn nnn papmaueBTUYECKON cybCcTaHuMn npuemnemoro kadectsa (Hanpuwvep,
nepekpucTann3aums C nomolblo APYroro pacTtBopuTens);

nognucaHo, MNognMcb - MOAMNUCHL /fiMua, KOTOPOE BbLIMOMHAMNO  OnpefesieHHoe
OelicTBMEe WM OCYWECTBASA/IO MPOBEPKYy. 3Ta nMnoanucb MOXeT ObiTb B Buge
WHMLMANO0B, MNOJIHOFO PYKOMUCHOIo BapuaHTa dammnum, umeHun m oTdyecTtBa  (Npwu
HannMunun), PYKOMUCHOW NOAMMUCK, ANYHO nedaTun UM ayTEeHTUYHOW N 3alUleHHOA
3NEKTPOHHOW Nognucu;

nogpasgenexHve (NogpasgeneHnsa) KadecTBa - nogpasgeneHue, KoTopoe
He3aBUCMMO OT MPOU3BOACTBA M BbLINOMHAET 00683aHHOCTUM KakKk no  obecneveHuio
KayecTBa, TakK M NO KOHTPO/ KayecTBa. 3TO MOryt ObTb /Mb0  OTAENbHble
nogpasgeneHna obecrneyeHns KadecTBa W KOHTPONASA KadecTBa, MO0 OAHO MU0
WM rpynna auy B 3aBUCMMOCTM OT MacwTaba U CTPYKTypbl OpraHu3auuun;

npMMecb - /160 KOMMOHEHT, MNPUCYTCTBYWWWA B MNPOMEXYTOYHOW MpPOoAyKUUK
win dapmaueBTUHECKON CybCTaHuuM, Ha/lMumMe KOTOPOro HexenaTeslibHO;

npou3BoauTenb, paboTawwmii NO AOroBopy - npousBoguTesb, BbINOIHAWMNIA
onpeaeneHHbl B4  MNPOM3BOACTBEHHOI  AeATe/IbHOCTHU no Nopy4YeHuo
nepBoHa4Ya/ibHOr0 NPON3BOAUTENS;

NPOTOKON BaMgauun - AOKYMEHTa/IbHO O(OPMIEHHbI  MN/iaH, yKasbiBawwuii,
KakK criegyeT NpoBOAMTb Bavgauuvio, U onpegenswowuuii KpuTepum npuemsiemocTun. B
4acTHOCTU, B MPOTOKO/MEe BaMjaumnm MpPou3BOLACTBEHHOIO MNpouecca [O/MKHbl  6BbiTb
yKasaHbl TexHonormnyeckoe obopypoBaHue, KpUTUYECKME napamMeTps npouecca U
ero paboume pexumbl, XapaKTepUCTUKM npoaykummn, oTbop npob, OaHHble
NCMbITAHWN, KOTOpble Heob6XoAaMMo cobpaTb, KOMMYECTBO Ba/IMAALNOHHLIX LUKIOB U
nprvemsiemble pesysibTaTbl UCNbITAHWIA;

npogunb npumeceii - onucaHune NAEHTUPULNPOBAHHbLIX U
HENAEHTUDMLUMPOBAHHLIX NpuMeceii, NPUCYTCTBYHIMX B (hapmaLeBTUYECKOII
cyb6cTaHuun;

pacTBOoputEnb - HeopraHuyeckass wWiM  opraHuyeckasi XUAKOCTb,

ncnonb3yemasi B KauecTBe cpefbl AN NPUroToBMEHUsT pacTBOPOB WM CyCneH3ui
npn NpPoM3BOACTBE MPOMEXYTOYHOW NpPOoAYKUMU UM hapMaueBTMYECKON CyOoCTaHUun;

CTaHOapTHbIF 06pa3el,, BTOPWUYHLIA - CybCTaHUUsl yCTaHOBMEHHOro KadecTBa
M YUCTOTHI, YTO AOKa3aHO MOCPeACTBOM CpPaBHEHUS C MNEpPBUYHbLIM  CTaHOAPTHbLIM
obpas3uom, ucrnonb3lyemas B KaydecTBe CTaHgapTHOro o6pasuya ans  TeKywmx
na6opaTopHbLIX aHa/In30B;

CTaHOapTHbIE obpasel, NepBUYHLII - CybCTaHuMsa, KoTopas aBnsaeTcs
NoA/IMHHbIM  BEWecTBOM, 4YTO Ob/IO [OKa3aHo C  MOMOLlbio pacwmpeHHbIX
aHa/IMTUYECKNX WUCMbITAHUI M KoTopasl [Ao/mkHa o6nagaTb BbICOKOW  CTENEHbH
YMCTOTHI. 3TOT CTaHAapT MOXeT 6biTb: 1) nonyyeH M3 odhuuMasibHO  MPU3HAHHOI O
NCTOYHMKA UM 2) nosiyvyeH NocpeacTBOM He3aBUCUMMOINO cuHTe3a, unu 3) nonyyeH
N3 MCMO/Ib3yemMoro B MpOM3BOACTBE BeWEeCTBa C BLICOKOW CTENeHbl YMUCTOTbl, WM
4) NpUroToB/IEH MOCPeACTBOM MOCMefyllWein O4YMCTKN BelwecTBa, MCMNOb3yemMoro B
NpPon3BO/ACTBE;

papmaueBTUHeckue cybcTaHumm (®C) - nekapCTBEHHble cCpeacTBa B Buae
OeNCTBYOWNX BeWecTB 6GMOOrMYecKOro, GUOTEXHOMONMYECKOr0, MUHEPasIbHOrO Wn
XUMNYECKOIO MPOUCXOXAEHUs, oObnagavume (hapmakKonormyeckoi aKTUBHOCTbIO,



npegHa3HayeHHble ON1A NMPON3BOACTBA, W3rOTOB/IEHUA JIEKAPCTBEHHbLIX Npenapartos U
onpegensioume nx appekTUBHOCTL*(10).

(1)* NyHKT 1 cTatbn 4 depgepalbHOro 3akoHa OT 12 anpens 2010 r.
N 61-®3 "06 o6paleHun nekapcTBeHHbIX cpencTs' (CobpaHue 3aKoHogaTeNnLcTBa
Poccwuiickoii ¢egepauymm, 2010, N 16, cT. 1815).

*(2) NyHKT 14 cTaTbn 4 depepasibHOro 3akoHa OT 12 anpens 2010 r.
N 61-03 "06 ob6paueHnn nekapcTBeHHbIX cpeacTB' (CobpaHume  3aKoHogaTeNnbCTBa
Poccuiickoii ¢epgepaunmn, 2010, N 16, cTt. 1815).

*(3) Cob6paHue 3akoHogaTenbcTBa Poccwuiickoii $egepaunn, 2010, N 16,
cT. 1815.

*(4) NyHkT 31 cTaTtbn 4 depepasnibHOro 3akoHa OT 12 anpens 2010 r.
N 61-03 "06 ob6pauweHnn nekapcTBeHHbIX cpeacTB' (CobpaHume  3aKoHOogaTeNbLCTBa
Poccuiickoii ¢epgepaunmn, 2010, N 16, cTt. 1815).

*(5) MNyHKT 13 cTaTbn 4 depepasibHOro 3akoHa OT 12 anpens 2010 r.
N 61-®3 "06 o6palweHun nekapcTBeHHbX cpencTB' (CobpaHue 3aKoHo4aTeNnbLCcTBa
Poccwuiickoii ¢egepauymm, 2010, N 16, cT. 1815).

*(6) YacTb 7 cTaTbu 45 degepasibHOro 3akoHa OT 12 anpens 2010 r.
N 61-03 "06 o6pauweHnn nekapcTBeHHbIX cpeacTB' (CobpaHume  3aKoHogaTeNnbCTBa
Poccwuiickoii ¢egepauymmn, 2010, N 16, cT. 1815).

*(7) 3pecb n panee no TeKCTy [lpaBun B CKOBGKax NpuBOaUTCS HyvMepauus
CTPYKTYPHbIX €OuHUL, TekCcTa, COOTBeTcCTBywwada npasunav GMP EC.

*(8) lMpuka3 MMHUCTEpCTBa 34paBOOXPAaHEHMA U COUMAIbHOro pasBuTusa
Poccuiickoii depgepaumm ot 28 agekabpsa 2010 r. N 1222H 06 yTBepxaeHun lNpaBun
OMTOBOV TOProBAM /IEKApPCTBEHHbIMU CpeAcTBamMu ANS MeAUMLMHCKOr O npumMeHeHnsa""
(BaperucTpupoBaH B MMHucTepcTBe locTuumm Poccuiickon depepauun 04 heBpansa
2011 r., perucTpauuoHHbini N 19698).

*(9) CnpaBO4HO: PyKOBOACTBO MexayHapoaHom KOH(epeHumn no
rapMoHmsaumn “‘I3yyeHne CTabUNbHOCTU HOBbLIX J1IeKAPCTBEHHbIX cyb6cTaHuuii u
npenapaTtoB" (ICH Q1A) ony611MKoBaHO no agpecy B
NHPOPMALNOHHO-TENEKOMMYHNKALMOHHOWA ceTtu "NHTepHeT" :

http://www._ich.org/fileadmin/Public_Web_ Site/I1CH_Products/Guidelines/Qual
ity/Q1lA R2/Step4/QlA R2 Guideline.pdf.

*(10) NyHKT 2 cTaTbh 4 degepasibHOro 3akoHa OT 12 anpens 2010 r.
N 61-®3 "06 o6paleHun nexkapcTBeHHbIX cpencTs' (CobpaHue 3aKoHo4aTenLcrea
Poccwuiickoii ¢egepauymmn, 2010, N 16, cT. 1815).

MNpunoxeHne N 1
K lpaBunam opraHusaumm npom3BoACTBa
N KOHTPOJ/IA KayecTBa /leKapCTBEHHbIX CpeacTB

Mpon3BOACTBO CTEPWU/IbHLIX JIEKAPCTBEHHLIX CPeacTB
1. lMpuHUMN

1. K NponsBOACTBY CTEPW/IbHLIX JIEKAPCTBEHHLIX CPEACTB  NPeAbsBAsnTCS
ocobble Tpe6GoBaHMsi, 4YTOGH CBECTM K  MUHUMYMY  PUCK KOHTaMuHauum
MWKPOOPraHM3MaMn, 4YacTuuamMnu U NUPOreHaMn. YKasaHHble MOSIOKEHUS 3aBUCAT OT
KBa/MMKaLUM NpPon3BOACTBEHHOIO MepcoHasnia, ero oby4yeHus U OTHOWEeHMUs K
pa6oTe. [ns oGecneyeHus KadecTBa NpU MNPOU3BOACTBE CTEPW/IbHLIX  MpenapaToB
HEeo6XoAUMO MNPUAEPXUBATLCA TWATENbHO pa3paboTaHHbIX W BaNNANPOBaHHbIX
CnocoGoB Mpou3BoACTBa W npoueayp. KoHeuHas cTagus nponsBoAcTBa UMn
KOHTPOJIb FOTOBOW MPOAYKUUN He SABASAKNTCA eAUHCTBEHHbLIM CpeAcTBOM obecrneveHusi
CTEPUNBHOCTU UMW APYIUX MnokasaTefnei KayecTBa NPOAYKUUN .

2. [leTanbHble MeToApl OnpeaeneHus uUUCTOTh BO3dyXa, noBepxHoCTen u
APYrnx 06bEKTOB MOHMTOPMHIA MO MUKPOOpPraHMamam W JacTuuam  OrnpefesieHbl
HOPMATUBHLIMA MPABOBLIMA aKTamMy Poccuiickoii deaepaumu.

11. Obume TpeboBaHuA
3. (1) CtepunbHyl NpoayKLMi0 HEOGXOAMMO MPOM3BOAUTL B UUCTbIX  30HaXx,

[OCTyn B KOTOpble nepcoHana u (unv) noctynneHne o60pyaoBaHus, NCXOAHOIO
Cbipbsi M YNaKOBOYHbIX MaTepuasioB [OMXHb OCYWECTBMAATLCA 4Yepe3  BO3AYlHbe



Wno3bl. B umcTbiX nomeweHusax (30Hax) [AOMKEH MOAAEPXUBATbCHA YPOBEHb UMCTOTHI,
oTBevawlymii COOTBETCTBYHWIEMY YPOBHIO YNCTOTbl, B HUX HeEO6XoAMMmMo  nogaBaTb
BO34yX, KOTOpbLIA Mnpolen 4vepe3 (uibTpPbl COOTBETCTBYWWEN 3(PHEKTUBHOCTU.

4. (2) PaznuyHbie onepauuM MO NOArOTOBKE KOMMOHEHTOB, NPUroTOB/IEHNIO
NPOAYKUMN 1  HAMoOMIHEHWI0 OO/MKHbl  OCYWECTBAATbLCA B OTAENbHLIX 30Hax
(nNomeleHnsax) BHYTpPWU UMCTOM 30Hb  (MoMelleHMss). TexHoNorMyeckne  onepauuu
OeNnATCs Ha gBe KaTeropuu: nepBasi, Korga npoAyKuuio nogBepranT  QUHUWHOM
ctepunnsaumm (B NepBUYHOl ynakoBKe), W BTopasi, Korga onepauun Ha
HECKO/IbKNUX WM BCEX CTaAunAX BbIMOMHAKNT B acenTUYeCKUX YC/IOBUSAX .

5. (3) Yuctble 30Hb (NomeweHnst) Ansi NPou3BOACTBa CTEPUILHOM NpPoAYKUMK
KnaccupuuupyiTca B COOTBETCTBUM C  TpebyembiMu XapakTepucTukamm
NpoM3BOACTBEHHOW cpeabl. Kaxgas npou3BoAcTBEHHas — onepauus TpebyeT
onpeAeneHHoro ypoBHSA UYMCTOTH MPOM3BOACTBEHHOW cpefsl B 3KCM/yaTUpPyeEMOM
COCTOSIHUM C LeNbl CBEAEHUS K MUHUMYMY PUCKA KOHTaMMHauMM 4YacTuuamu  uam

MUKpOOpraHn3amMamm npoaykrta wuanm obpabarbiBaeMoro MCXO4HOro Chipbs 1"
MaTepuanos.

6. [lna obecrneyeHuss COOTBETCTBUA TpeboBaHUSAM B "'akcnnyatmpyemom'”
COCTOSIHUM, 4YUCTble 30Hbl (MOMEeWeHUs) [AO0/KHbI BblTb CMPOEKTUPOBaHb TaK, 4YTOObI
obecneunTb TOYHO OMpefesieHHbii YPOBEHb 4YUCTOTH BO34yXa B ""ocHaleHHom"
COCTOSIHUU .

7. "OcHauweHHoe" COCTOSfIHMe - COCTOdAHMEe, B KOTOPOM 4uUCTOe rnomeueHmne
NOCTPOEHO U (PYHKUUOHUPYET, TexHosormdyeckoe obopyaoBaHune NOJSIHOCTbK

YKOMIM/IEKTOBAHO, HO NEepCcOHasl OTCYTCTBYeT.
8. "3Ikcnnyatumpyemoe'™ COCTOSAHME — 3TO COCTOSHME, MNPU KOTOPOM yncrtoe
nomeueHne N TexXHOo0rnyeckoe ob6opyaoBaHMe (YHKUMOHUPYWT B TpebyemMoM pexuve
C 3ajaHHbIM KOMM4YecTBOM paboTawwero nepcoHana.
9. TpeboBaHMA K '‘OCHalWeHHOMY™ M '‘akcniayaTupyemomy' COCTOAHUAM LOJDKHb
OblTb YCTaHOBMEHb A/ KaxAoro 4YuUCTOro roMeweHnst WanM KOMMJeKca  UUCTbIX
NOMeLEHNIA .

10. Yuctele  30Hbl  (MOMeweHWs)  Npu  Npou3BoAcCTBe CTEepPUbHbIX
NeKapCTBEHHLIX CPeACTB Noapa3fensioTCs Ha 4eThipe Kaacca:
Knacc A - foKa/nibHasi 30Ha AN  MNpPOBEAEHUS onepauuii, npeacTaBnsAoWNX

BbLICOKMA PUCK ANA KayecTBa MNpoAyKUUM, B YaCTHOCTWU, 30HbI HarnonHeHus,
YKYMNOPKW, 30Hbl, rAe amnysbl U (akoHbl HaxXOAATCA B OTKPLITOM COCTOSAHUN U
BbINO/IHANTCA COEeAMHEHNs 4vacTeli 0bopyaoBaHWA B acenTUYeCKUX YCNOBUSAX. Kak
npaBwio, TaKue YC/IOBUA o0b6ecneymBawTCs NlaMUHapPHbIM  NMOTOKOM BO3yxa Ha
paboyem mecTe. CuCTembl NlaMMHAPHOro MOTOKa BO34yXa [OMKHb — obecneumBaTb
paBHOMEPHYK CKOpPOCTb BO3ayxa B guana3oHe 0,36-0,54 wm/c (HopmaTuBHOE
3HaveHne) Ha paboyein NOBEPXHOCTU, Haxogswencss B OTKPbLITOA UYMCTOW 30He.
MopoepxaHue NamMMHapHOCTW  [O/MKHO  6biTb  AOoKa3aHo W nposasivanposaHo. B
3aKpbITEIX M3onatopax WM 6okcax C€ nepyaTkaMuM [onyckaeTcs NCcrnonbL30BaThb
OfHOHanpaB/ieHHbIi MOTOK BO34yXa C MEHbLWMU CKOPOCTSAMM;

Knacc B - 30Ha, HenocpeAcCTBEHHO OKpyxawwas 30HY Knacca A,
npefHasHayYeHHy A1 acenTUYEeCKOro MpUroTOB/IEHUA N HamoJIHEHUA ;

kKnaccbl C 1 D - uncTble 30Hbl /1 BHINOSIHEHUA MEHee KPUTUYHBIX  CTaani
NpoM3BOACTBAa CTEPWULHOW NPOAYKLNN .

111. Knaccupmkaumsa 4MCTbIX MOMEWEHUH N YUCTLIX 30H

11. (4) YucTble nNOMEWEHMA U  YUCTLIE 30HbI KnaccupnumpynTca*.
MoaTBepXAEHME Knacca YUCTOTbl HEOGXOAMMO UYETKO OTAeNsTb OT  MOHUTOpMHra
NpPoM3BOACTBEHHOW cpebl Npu NpPOBeAEHUM npouecca. MakcumasnibHo — gonycTtumasi
KOHLEHTpauUusi a3po30/ibHbIX YacTul ANA Kaxaoro kiacca npuBeaeHa B Tab6nuvue
N 1.

Tabnnua N 1
- +
| 3oHa | MakcumManbHO AoNyCTUMOE 4YMCo YacTuy B 1 Ky6. M BO3Ayxa npwu |

pa3mepe yacTuy, paBHOM WM 6GosbleM



| A I3 520 120 I3 520 |20 |
| ------ Fom e - Fom e - Sy o~ |
| B I3 520 129 |352 000 |2 900 |
|-——--—- o o o Ny Ry |
| C |352 000 |2 900 |3 520 000 129 000 |
| ------ Fom e - Fom e - Sy o~ |
| D |3 520 000 [29 000 |He pernaveHTupyeTcsa |He pernaveHTupyeTtcs|
e e e e +

12. (5) Ons uenein knaccudukauum B 30HaxX Knacca A MUHUMasIbHbI o6BbEM
oTbupaemoli Npobbl BO3AyXa AOMKEH 6biTb He MeHee 1 * Ans Kax[oi Todku oTbopa
npo6. Knacc A cootBeTcTBYeT knaccy CO 4.8 no nokasarenwo npepensHoro
KO/iMyecTBa 4acTul, B BO3AyXe pa3MepoMm * MKM.

Knacc B (B OCHaWeHHOM COCTOSIHMM) MO KOJIMYECTBY a3apo30JibHbIX  YacTul,
cooTBeTCcTBYeT knaccy MCO 5 no KonmM4yecTBY 4acTul 060MX YyKa3aHHbIX pa3MeposB.

Knacc C (B OcHalWeHHOM M 3KCMNNyaTUpyeMoM COCTOSIHUAX) O KO/In4yecTBY
aspo30/bHLIX YacTul cooTsBeTcTBYeT kraccy MCO 7 n UCO 8 cOOTBETCTBEHHO.

Knacc D (B OCHaWeHHOM COCTOSIHMM) MO KOJIMYECTBY a3apo30JibHbIX  YacTul,
cooTBeTcTBYeT Kraccy WCO 8.

Ona noaTBepxAeHMA Kacca YUCTOTh MNPUMEHSAeTCA MeToguka*, B KOTOpO/i
pernameHTMpoBaHbl KakK MUHUMa/lbHOE KO/IMYECTBO TOYEK ANA oTbopa npob, Tak wu
obbem npobbl C yyeToM nNpefesioB [aHHOro Khacca [Ana KojavdecTBa — yacTuy,
Hanbosbllero M3 yKasaHHbIX pa3vMepoB, a TakKxe MeTof OUEeHKM NOTYYEHHbIX
OaHHbIX .

13. (6) Onsa noAaTBepxAeHUA Knacca HeobXoAMMO WCMOofb30BaTb MOpTaTUBHbIE
CUETUMKN YacTul, C KOPOTKUMKU Tpybkamm ana oTtbopa npob mM3-3a  OTHOCUTESIbHO
BbICOKOIO YPOBHSA OCaX[eHWs 4acTul pa3MepoM * MKM B ANCTAHUWOHHbLIX CucTemax
AN oT6opa Npob C ANMHHBIMKM TpybKamm. B cnyyae cucrtem OJHOHanpaB/IEHHOI O
NnoToKa BO34yXa [O/MKHbl MCMNO/Ib30BaTbCA WU3OKUMHETUYECKME Hacafku O/is oTbopa
npoo6.

14_. (7) NoaTeBepxgeHWe Knacca B 3KCM/lyaTUPYeEMOM COCTOSAHMM — AONYCTUMO
npoBOAMNTb BO BpeMms paboTbl uavM Npv MOAENMpoBaHMM pabounx onepauuin, wuam npu
Hano/IHEHNUN NUTaTeNIbHLIMM CcpefamMu, KakK TOoro TpebyeT MogenvpoBaHue cuTyauuu,
npu KOTOPOW UMUTUPYKTCA nNpefesibHO  A0MNYyCTUMbe napameTpbl BefeHus
TEXHONONMYecKoro npouecca npu cambiX HebnaronpuATHLIX (akTopax M YC/I0BUSAX
(panee - Haumxygumin cnydan)*>.

1V. MOHUTOPUHI YUCTBLIX MOMEWEHUR N YUCTbIX 30H

15. (8) Heobxoammo MNPOBOAUTL TEKYWWMA MOHUTOPUHE YUCTLIX MOMEWeHul 7
UNCTLIX 30H B Mnepuop mx akcrnayataumm. Touku oT6opa npob ans Tekylero
MOHUTOPUHIra BbIGUpPaKT Ha OCHOBE aHa/In3a PUCKOB U pe3y/bTaTos, MoTyYeHHbIX
npy Knaccupukaumm 4YnUcTbiX nomeuweHuin n (MNn) YUCTbIX 30H.

16. (9) Ona 30H kKnacca A MOHUTOPUHI 4YacTuy, AOJIKEH NnpPoOBOAUTbLCA
HenpepsIBHO Ha BCEM MPOTSAXEeHUM KPUTUUYECKOro npouecca, BK/Yas cbopky
ob6opynoBaHua. Mpn Hagnexawem O60CHOBaHUM UCK/TIYEHME COCTAaB/AKT MPOLEeCcCh C
NpUMEHEHNEM 3arpsA3HSOWLMX BelecTB, KOTopble MOryT noBpefuTb CYETUMK 4YacTuy,

nnu npeacTaBnAaTb coboli oNacHOCTb, B  YacTHOCTMU, XMBble OpraHn3msl 1Um
paguonoruyeckasi o0OMnacHocTb. B Takmx  cny4dasix  MOHUTOPUHI  crepyeT
OCYWECTB/IATb BO BpeMs O6blUHbIX OMepauuii no HacTpoiike o6opyAoBaHus Ao

MOMEHTa MNOosIB/IEHNS1 pucKa. TakKxe Heob6xoAMMo MPOBOAUTbL MOHUTOPUMHI BO  BpeMs
MoZennpoBaHusa onepauuii. B 30Hax knacca A MOHUTOPWUHI [O/IXEH MPOBOAUTLCS C
TakKoii 4yacToTOM M NMpu Takom obbeme oTbupaembix MNpo6, 4YTOOb MOXHO ObIf10
3aukcnpoBaTb BCE BMelWwaTeNbCTBa, C/y4daiHble cobbiTus n  fibbie noBpexaeHns
CUCTEMbl, a B C/lyyae Bbixoga 3a npegen npepynpexaeHust — nogHsTb  TPeBOry.
HenocpeaCTBEHHO B MeCTe Hamno/IHEHUS He Bcerga BO3MOXHO MPOAEMOHCTPUPOBATb
HW3KME YPOBHM 4acTuy pa3mepom * 5,0 MKM B [MpoUecce HarofHeHus  u3-3a
obpa3oBaHMA 4YacTuL UK Kaneslb U3 camMoro npoaykra.

17. (10) PekomeHayeTCsl, 4YTOObL Takasa Xe cucTtema npuvMeHsinacb Ans 30H
Knacca B, xoTs 4yacTtoTa oT6opa NPo6 MOXET ObiTb MeHblleli. BaXHOCTb  CUCTEMb
MOHUTOPUHIa 4YacTul, [o/XHa ObiTb onpegesnieHa 3QPEeKTUBHOCTbI pas3feneHns mexay
pacrnosioxeHHbIMN pPAAoM 30HaMu KnaccoB A M B. B 3o0Hax knacca B MOHUTOPUMHI
OO/TKEeH MPOBOANTLCST C TaKoi 4acTOTOM M COOTBETCTBYWWUM OO6HLEMOM OTOMPaAEMbIX



Npo6, 4YToObl MOXHO Obl/I0 3aPUKCUPOBATb W3MEHEHUS YPOBHS KOHTaMMHauum wu
nbble yxypweHusi paboTel CUCTEMbI, a B C/lly4ae Bbixoda 3a YPOBEHb  TPEBOIMM
MOXHO Obl/IO 6bl MPUHATL 3KCTPEHHLIE MEpbI.

18. (11) CucTembl MOHUTOPUHIA al3po30/ibHbIX YaCTuL, MOFYT COCTOATb 13
HE3aBUCUMbIX CYETUMKOB 4acTul, M3 CUCTEMb MOcnefoBaTeNlbHO  PaCMONIOKEHHbIX
TouyeK oTbopa npob6, MPUCOEAUHEHHbLIX TPYHOMPOBOAOM K OAHOMY CUYETYUYMKY 4YacTuy,
Wi 06begVHATL 3TU  ABa nogxoga. [lpyu  Bbibope CUCTEM KOHTPOASA  AOJTKHb
yuuTbiBaTbCA TpeboBaHMA K pa3mepam 4YacTtul. [py  MCNOAb30BaHUM  YAAJIEHHbIX
cuctem otbopa Npob6 Heob6xoAuMO yuuTbiBaTb ANMHY TPYO6OK M pagnychl n3rmbos
TPYyO6OK C y4eTOM BO3MOXHOCTU OcefaHusi 4yacTuy B TpyOKax. [lpu BbibOpe cuUcTeMbl
MOHUTOPUHIra HEo6XOAUMO TaKke YyuuTbiBaTb JIWOOW pUCK, ncxopawmin ot
mMaTepuanioB, WCMNOMb3YEMbIX B TEXHOMOMMYECKOM MpoLlecce, Hanpumep, Hanune
XUBbIX MMKPOOPIraHU3MOB WM PafnoaKTUBHBLIX JIEKAPCTBEHHbLIX MNpenapaToB.

19. (12) MNpn wncnonb3oBaHUM aBTOMAaTU3UPOBAHHOW CUCTEMbl  TEKyllero
MOHMTOPUHIa 06bEM MPO6 3aBUCUT, KakK nNpaBuno, OT CKOpPOCTU oTb6opa  npob
NCMoNb3yemMon cucTemsl. 06bem Npob6 Mpu TeKylWeM MOHUTOPUHIE MOXET OT/m4yarbcs
OT o6bema Npo6 Mpuv MPoBeAEHUN KBa/IMPUKALMU YUCTLIX MOMEWEHUA U YNCTbIX 30H.

20. (13) B 30Hax knacca A u B MOHUTOPUHI  KOHUEHTpauuu yacTuy,
pa3vMepoM * MKM MMeeT O0cob60oe 3HayeHue, MOCKO/IbKY 3TO fSABAAeTCcA BaXKHbIM
WHCTPYMEHTOM AMarHOCTUKN /13 PaHHEro BbiIAB/IEHUS HECOOTBETCTBUS. VHorpa
nokasaTenu KosimyecTBa 4acTuy pa3mepoM * 5,0 MKM MOryT ObiTb  OWWOGOYHLIMU
M3-3a 3MEKTPOHHOr0 Wyma, MNOCTOPOHHEro cBeTa, C/y4YaliHOro cTeyeHus
06CTOATENBCTB U MpoYMX (pakTopoB. OAHAKO ecnu cyeT4MK nocsefoBaTesibHO "
cUCcTeMaTUYeCKU perncTpypyeT Masloe 4mcsio  4acTtuy, TO 3To yKa3biBaeT Ha
BO3MOXHOCTb KOHTamuMHauum, 4TO TpebyeT paccnefoBaHus. Takue crny4au MOryT
3ab/1aroBpeMeHHO  yKasbiBaTb Ha HEWUCMPaBHOCTb CUCTEMbI BEHTUIALUM W
KOHANLUMOHMPOBaHNS, YCTAHOBKM HaMOSIHEHUS WM CBUAETE/IbCTBOBaTb O HapylweHun
npaBu/ BO BpeMsS Halagku 060pyAoOBaHMA WM ero aKcnayaTtauuin.

21. (14) [onycTumoe KONMYECTBO 4YacTuy, AAa OCHaleHHOro cocTosaHuA,
yKasaHHOe B Tabnuue, [O/MKHO AOCTUraTbCsA MOC/E KOPOTKOro nepuoja  OYUCTKMU
NpPoOAO/MKNTENBbHOCTbLI 15-20 MMHYT (HOpMaATMBHOE 3HAYeHue) npu OTCyTCTBMUU
nepcoHana nocsie 3aBepleHusi paboTsi.

22. (15) MoHuTOpuHr 30H knacca C m D B akKcnayaTupyemom COCTOSAHUMN
OO/MKEH OCYylWeCTBAATbLCA B COOTBETCTBUM C MPUHLMNAMK yrNpasBfieHUs puckamu Ans
KadyecTBa. TpeboBaHWSI K YPOBHI0 TPEBOrM MU YpPOBHW AeNCTBUSA O6yayT 3aBuceTb OT
XapaKTepa BbiMOSIHAEMbIX Onepaunii, OgHakKo B KWOOM cny4dae OO/MKHO ObiTb
OOCTUNHYTO pPeKOoMeHAOoBaHHOe 3HayeHue '‘nepuoja O4YUCTKU™ .

23. (16) [pyruve nokasaTenn, TakKue Kak Temnepatypa u OTHOCUTENbHAasA

BNIAXHOCTb, 3aBUCAT OT MPOAYKLMU N XapaKTepa BbilMOJIHAEMbIX onepauuii. iy’
napaMeTpsl He [OJ/IKHbl B/IMATL Ha YCTaHOBJ/IEHHbIE HOPMATUBbLI YNCTOTHI.
24. (17) MNpumepbl onepauuii, KoOTopble crieqyeT BbiINOSHATbL B 30Hax c

pa3HbMM Kaccamm YUCTOTHI, MNpuBedeHsl B Tabnvue N 2, a Takxke B NyHKTax
35-42 HacToswero lMNpunoxeHus .

Tabnuua N 2
- +
| Knacc | MpumMepbl onepauuini Ana npogyKuumn, nognexawein GUHUWHON |
| | ctepunnsauum (NyHKTb 35-37 HacToswero MpuaoxeHus) |
|-------- T ——— |
| A |HanonHeHne npoaykumn, KOTOPYW Henb3sA noABeprarb PUCKY |
| | koHTammHauuu |
|-----—-- o |
| C |MpnroToBneHne pacTBOpPOB, KOTOPLIE HENb3s MoABepraTb PUCKY |

| | KOHTammHaunn. HanonHeHune npoayKuum |

| D |NpuroToBneHve pacTBOpPOB M MNOArOTOBKA MEPBUYHON YNaKOBKMU, |
| |vaTepnanos ana nocnepywwero HanosIHEHUS |
g +
- +
| Knacc | MNpumepbl onepaumini onisi NpUroTOBAEHUA B acenTUYeckmx ycnosusax |

| | (nyHKTbHl 38-42 HacTosiwero MNpunoxeHus)



| A |AcenTnyeckoe NpUroTOBMIEHME W HAMNOJSIHEHME |

25. (18) MNpu BLINONHEHUM acenTUYecKUX MpoLeccoB HEeOb6XOANMO MOCTOSHHO
npoBOAMTb MUKpPOOBMonornyeckuii MOHUTOPWVHI c Ncrnonb3oBaHNEM
cegMMEeHTaUNOHHOIro U acnupayMoHHOro mMeTogoB OTO6oOpa nNpob6 Bo3ayxa, oT60opa
npo6 C MNOBEPXHOCTEl MeToAOM CMbIBOB TaMMOHOM M C WUCMO/Ib30BaHMEM KOHTaKTHbIX
niacTuH. MeTogsl oT6opa Npo6, UCHOMb3yemble B 3KCMyaTUPYEMOM COCTOSHUW, He
OO/MKHBl  HAHOCUTbL Bpe 3awuMTe 30Hbl. Pe3ynbTaThl MOHUTOPUHIa  AODKHb
yuuTbiBaTbCA MNpu NpoBejeHnn 0630pa [OCbe Ha cepui NS Bblgadun paspeleHusa Ha
BbIMYCK [rOTOBOM npogykuuu. T[locne BbIMOJHEHUA KPUTUYECKUNX onepauuii
Heob6XxoanMo MNPOBOAUTb MOHUTOPUHI MOBEPXHOCTENA U NepcoHana. Takxe  OO/MKEH
NPOBOAUTBLCA  AOMOSIHUTESNbHLIA  MUKPOBMONOFrMYECKNIA MOHUTOPUHI BHE
TEXHOMOrMYEeCKOro npouecca, B 4YaCTHOCTWU, MNOC/Me Ba/Mgauun CUCTEM, OUYUCTKU WU
Ae3nHpheKunn .

26. (19) PekomeHayemble npegens npu  MUKPOOBMOMOrMYeCKoMm MOHUTOPUHIEe
UMCTLIX 30H B 3KCM/yaTMPYEMOM COCTOSIHUM MNpuBegeHsl B Tabnamuye N 3.

| (2) MNpuBegeHb cpefHue 3HaAYeHUs .
| (b) OTgmenbHble MAacTuHbl ANA ceAMMEeHTauMM MOryT 3KCMNOHMpOBaTbCA MeHee 4
Juacos.

Tabnnua N 3

e e +
| Knacc | PekoveHayemble npegensl MMKPO6HOW KoHTamumHauunm (@) |
I IB Bo3ayxe, |CeanmeHTauusa Ha | KoHTaKTHbIe | OTnevaTok :
| | KOE/Ky6. Mm]yawky anameTpom | NAaCTUHb | nepyatkn (6 |
| | |90 mm, KOE 3a 4 |anameTpom 55 wmm, | nansbues), |
| | | u (b) | KOE/nnactmHa | KOE/nepuaTka |
| -------- Fom e o o o |
| A | <1 | <1 | <1 | <1 |
|-—————-- o o o Ry |
| B | 10 | 5 | 5 I 5 |
|--———-- e F F F |
| C | 100 | 50 | 25 | - |
|--———-- e F F F |
| D | 200 | 100 | 50 | - |
- o |
| NpumeyvaHue: |
|

|

|

27. (20) No pe3ynbTaTaMm MOHUTOPUHIra 4acTuy, N MUKPOOPTaHU3MOB [OJTXHbI
OblITb YCTaHOBJ/IEHb COOTBETCTBYWWME nMpefefnbiz YpoBeHb TpeBOrM U YPOBEHb
JeicTBuA. B onepaumoHHbIX npoueaypax [O/HKHbl ObiTb — OMMCaHsb KoppeKTupyouwmne
OEeiCTBMA B Cnyyae MnpeBbilleHns 3TUX Npeaesios.

V. W3onupywwada TexHosorus

28. (21) Wcnonb3oBaHne U30MMPYLWENA TEXHONOrnM CBOAUT K MUHUMYMY
BMEWaTeNbCTBO 4YefloBEKa B MNPOM3BOACTBEHHbLIX 30Hax, B pe3ynbTaTe 4ero

3HAUNTENIbHO  CHMXaeTcs  PUCK  MUKPOGHOI KOHTammHauum npoaykumu,
NPOM3BEAEHHOI B acenTUYeCcKuUxX YCNOBUSX, W3 MNPOU3BOACTBEHHOI cpefbl.
CylWecTByeT MHOro TWUMOB W30/SSTOPOB M NepefaToqHbiX YCTPOWCTB. MW3onatop un
ero KOMM/eKTyWWue [AO0/KHbl ObiITb CKOHCTPYMPOBaHb TakuMm obpa3om, yTOObL B
COOTBETCTBYWIEN 30He obecneymBasioCb HEO6XOAMMOE KadecTBO BO34yXa.
I30nATOpbl, M3rOTOB/IEHHbIE M3 Pa3HLIX MaTepuasioB, B OO/blieii WA MEHbLEN
CTENeHN NoABEPXEHbl MOBPEXAEHMI0 U30NSAUMA U pa3repmeTusaummn. MepenaToyHble

YCTPONCTBa MOFyT ObiTb pa3HbMU: OT KOHCTPYKUMA C OfMHApPHOW WAn  [BOWHOM
ABepbio [0 MOMHOCTbI0 FepMeTU3MPOBaHHbLIX CUCTEM, BK/IYaWMX YCTpoihicTBa  A/A



cTepuansaunn.

29. (22) Nepepavya maTepuanoB BHYTPb U Hapyxy u3onatopa  sABNseTcA
OOHUM M3 cambliX 60MbWMX MOTEHUNAIBbHbBIX UCTOYHUKOB KOHTaMUHAaLNK . O6bIyHO
NPOCTPaHCTBO BHYTPU M30/ATOpa ABAAETCA OrpaHUYEeHHOW 30HOW ANA NPOBeAEeHUs
onepauuii, nNpeacTaBnAnWUX BbICOKME PUCKW [/1A KadecTBa npogykuum. B To  xe
BpeMs JonyckaeTcsd, 4TO B pabouyeil 30He BCexX Takux YCTPOICTB MOXeT
OTCYTCTBOBaTb /laMMHapHbIi MOTOK BO3AyXa.-

30. (23) TpeboBaHMA K 4MCTOTE BO3AyxXa B cCpefe, OKpyxawwei msondarop,
3aBUCAT OT KOHCTPYKUUW U30/ATOpa M ero HasHadyeHusi. YuCToTy 3ITOW cpegpl
HeoO6XoANMO KOHTPONUpOBaTb, W AN1IA acenTUYEeCKOro npom3BoACTBa OHa  [0/IXHA
COOTBETCTBOBaTb, MO KpaiHeli mMepe, Kiaccy uymcToThl D.

31. (24) WN3onaTopbl MOryT OGbiTb BBEAEHb B 3KCM/yaTauuio TOJIbKO nocne
npoBefeHns COOTBETCTBYWWeEN Bavjaunn. Banupgaums [omkHa yunTbiBaTb BCe
KpUTUyeckue (GaKTopbsl M30AUpYHWe TeXHONMornm, B YaCTHOCTU, KayeCTBO BO3jyXa
BHYTPU N CHapyxum Wu301daTopa, MopsafoK Ae3nHpekumn wunsonsartopa, npoLeccel
nepegaym v LE/IOCTHOCTb U3o0ndTopa.

32. (25) HeobxoguMmo MpoOBOAUTL HEMPEPLIBHLIA MOHUTOPUHI , BK/IOYaNWNI B
ceba yacTble uWCNbITaHUA TrepMeTUYHOCTU u3onATopa W y3/0B ‘'nepyaTku -
pykaBsa'.

V1. TexHonoruva ''BolgyBaHWe - HarnosiIHeEHMe - repMmeTusauyma’
33. (26) VYcTpoiicTBO ''BbljgyBaHME - HaMo/IHEHME - repmeTtmnlaumna’

npeacTaBnsieT coboli YCTpPONACTBO chneynasibHOW KOHCTPyKuuMn, rAae B ogHOM
aBTOMaTMUYECKOM KOMMJ/IEKCE B TEYEeHMe OAHOr0 HEMPEepPLIBHOrO  TEXHO/I0MMYeCcKOro

uMKna w3 TepMmonnacTUYHOro rpaHynaTa  (QopMUpPYHTCS  YyNakKoBKWU, KOTOpble
HaMoNHAWTCA MPOAYKTOM W repMeTusnpynTCcs. YCTpPOCTBO "BblgyBaHue -
HanosiHeHWe - repvMeTu3laums’™, UCMNosib3yemMoe B acenTuyecKOM MNpou3BOACTBe 7
uvewlwee 30HY Krnacca A C  3(PheKTMBHbIM MNOTOKOM BO3ayxa, MOXeT ObITb
yCTaHOB/IEHO, NO KpaliHel mepe, B 30He Knacca C npu ycnosuu NCnosb30BaHuA
oAexabl, npuMeHsemon B 30Hax ana knaccoe A m (nnn) B. Mpon3BoacTBEHHas
cpefja B OCHalleHHOM COCTOSAHMW [O/IXHa COOTBEeTCTBOBAaTb YCTaHOB/1IEHHbIM
HopMaTuBam Mo YyacTuuam M MUKPOOpPraHuM3Mam, a B 3KCMNyaTUPyeMOM COCTOSAHUUN -
TO/NbKO NO MWKpPOOPraHu3Mam. YCTpPOWCTBO ''BbigyBaHne - HanonHeHne -

repmMeTulayma’, MCronb3yemoe B MPOM3BOACTBE MpPoAyKuuu, nognexauen GUHUILHOM
cTepuansaumn, AOMKHO yCTaHaBMMBaTbCHA, MO KpaiHeln mepe, B 30He knacca D.

34. (27) YuuTbiBad OCOGEHHOCTU YKa3aHHOW TEeXHOos/0ruum, HeobxoaAnMo
ob6pawaTtb 0cob60e BHMMaHWE Ha:

KOHCTPYKUMIO N KBa/lupukauuio ob6opyaoBaHus ;

Ba/Mjaum 1 BOCMNPOM3BOAMMOCTbL MPOLECCOB ''OoUMCTKa Ha mecTte" u
""cTepuinsaumsa Ha mecrte'';

NPOCTPAHCTBO YMCTOrO MOMEWEHUsI, KOTOpoe sSBASeTcs NPON3BOACTBEHHOMN
cpepoli oS pa3MelleHHOro tam obopyaoBaHus ;

obyyeHue onepaTtopoB U UX O4EXAY:

OEeNCTBUSS B KPUTUYECKOl 30He 06opyAoBaHus, BKJo4Yas BbINO/IHEHNE
NnoACOEeANHEHNA U COOPKU B aCeENTUMYECKMX YCNOBUAX A0 Hadasia HarnoJIHEHUS .

VI1. Mpoaykumsa, nogBepraemas QUHUWHOW CTepuansaumn

35. (28) MNoarotoBKa KOMMOHEHTOB MEPBUYHOI YNaKOBKU U ApYTunx
mMaTepvanos M Mpou3BOACTBO 6OMbWMHCTBA BWAOB MPOAYKUMU OO/MKHbL MPOBOANTLCA
B NPOM3BOACTBEHHOWN cpefe, NO KpaWHel mepe, knacca D, 4To6el  obecneunTb
AoCcTaTo4Ho HU3KMA  ypOBEHb pucKoB KOHTaMmHauum yacTuuamu "
MUKpPOOPraHM3mMamn, MnoAxXogAawrin  gna  gunbTpaum wn  cTepunnusaumn. Ecnu
MUKPOOHaA KOHTaMuHauusa npejcTaBnseT BblICOKUME WANW  OCOOEHHble PUCKU AN
npoaykumm (B 4YaCTHOCTM, KOrga MpoAyKUMA SABMASETCA XOpowei nuTaTesibHO
cpefo onsi pocTa  MMKPOOpraHn3MoB /AMbo ee  cTepuiM3auuu npejwecTesyeT
ONNTeNbHLIA Nepuos  BpemMeHun, NuMbo TexHosorndeckuii  npouecc BefJeTcs no
60/blleil YaCTU B OTKPLITbHIX €MKOCTAX), MPUroTOB/IEHNE CliefyeT OCYWeCTBNATb B
NPon3BOACTBEHHOW cpefe knacca C.

36. (29) HanonHeHve npogyKTamu, nognexawumm QUHUWHOWN cTepunmsauuu,
OO/MKHO MPOBOAUTLCHA B MPOM3BOACTBEHHOWN cpefe, NO KpawHeln mepe, knacca C.

37. (30) TnNpwu MOBbLILEHHOM pucke KOHTamuHauum npogykrta oT
NPOV3BOACTBEHHOW Ccpefbl, B YAaCTHOCTU, €C/Nn onepaumn HanoSIHEeHUs NnpoxXoaAaT



MEANIEHHO WM YMNaKOBKM WMEKWT WMPOKOEe ropfao, WAM WUX Heobxogumo — AepxaTtb
OTKpbITHIMM 60/1e€ HECKONBbKUX CEKYHA [0 TrepMeTusauuu, HamnosiHeHWe  [AOJIXHO
NpoBOANTBLCSA B 30HE Kracca A C OKpyxawlleli cpepgoii, no kKpaliHeii mepe, Knacca
C. MNpuroTtoBneHne n hacoBKy Ma3ei, KPemoB, CYCNEH3WA N 3SMy/bCUN nepeg
(UHMWHOW  CcTepunmMlaunen HeobxoamMo, Kak npasuno, ocylwecTBAATb B
Npon3BOACTBEHHOW cpege knacca C.

VI11. Acentunyeckoe npou3BOACTBO

38. (31) Onepauym C KOMMOHEHTaMM MEPBUYHOI YNAaKOBKM U APYTFUMK

MaTepvasiamy Moc/se MOWKM [0/XHb MPOBOAUTLCA B MPOM3BOACTBEHHOW cpeje, rno
KpaliHeii mepe, knacca D. O06paboTKy CTEPWILHOFO WCXOAHOIO Cbipbsi 1
KOMMOHEHTOB, €CNM B fAa/ibHelilleM He npefycMoTpeHa cTepunMsauus uam

cTepunnaynuaa gpunbTpaums, HeobXoaAMMO OCYWECTBNAATb B paboyeil 30He Knacca A
C Npou3BOACTBEHHOWN cpepoli kKnacca B.

39. (32) MNpuroToBneHue pacTBOpPOB, KOTOpble B XoAe TEXHO/I0OrNYecKoro
npouecca nogsexar CTepuiM3yllwen ¢unbTpaumm, [OKHO npoBOANTLCA B
NnPoON3BOACTBEHHON cpege knacca C. Eciam  cTepunusywuwas punbTpaymsa He
npoBoAMTCS, TO MNOArOTOBKA MaTepyasioB M NPOU3BOACTBO MPOAYKUUM  OO/KHA
OCylWecTBAATbLCA B paboyeii 30He Kiacca A C NPou3BOACTBEHHOW cpepnoii Knacca
B.

40. (33) O06paboTKy U1 HanofHeHue npoaykKuun, NPUrOTOB/IEHHO B
acenTUYeCKUx YCioBUSIX, HEOOXOAMMO MpPOBOAMTbL B pabodeii 30He knacca A cC
Npou3BOACTBEHHON cpepoli Knacca B.

41. (34) Nepepgavy (TpaHCMOPTUPOBKY) HE OKOHYaATENbHO  YKYMNOPEHHbIX
NepBUYHLIX YMNAaKOBOK C nNpoaykKuuen, Hanpumep, NMopnIN3nNpoBaHHOM, A0
3aBepWeHns npouecca YKyrnopKu Heob6XoAMMo OCYylWecTBASATbL WM B 30HE Kiacca A,
Haxopgsuwencs B NPOM3BOACTBEHHOW cpege knacca B, wwm B repmMeTUYHbIX
nepefaToyHbiX KOHTeWHepax B MPOM3BOACTBEHHONW cpefe kKnacca B.

42. (35) TMpuroTtoBriieHne U Haro/IHEHME CTEPU/bHLIX Ma3ei, KpPEMOB,
CYCNeH3Ui N 3MyNbCUn HEOOBXOAUMO OCYWECTB/IATb B 30HE Kiacca A, Haxogsueincs
B MPOV3BOACTBEHHOIN cpefe kniacca B, ecnum npoaykumsa HaxoguTcst B OTKPbITbIX
EMKOCTAX M B Ja/ibHeleM He mnogBepraeTcsa cTepunnsywwei duabTpauun.

I1X. TlepcoHan

43. (36) B uucThiXx 30HaxX [OMNycKaeTCA HaxoxjeHwe TOJbKO MUHUMa/IbHO
Heob6XoAMMOro Ko/MmMyecTBa NepcoHasia, YTO OCOOEHHO BaXHO ANA  acenTU4YecKoro
npomnssofcTBa. [IpOBEPKU N KOHTPO/IbHbIE ornepauun, Mpu Hannuvmm BO3MOXHOCTMU,
crnepyeT MNpoBOAUTL, HaxoAsAChb 3a npefenamm YUCTLIX 30H.

44. (37) Becb nepcoHan (B TOM 4uCne MNEPCOHasl, 3aHATHIA OUYMNCTKOW WU
TEXHUYECKNM O6CyXmBaHMeM), paboTawwuii B TakKux 30HaxX, [OJIKEH npPoxXoauTb
perynspHoe obydeHue MO BOMpocaM Hajfexawero npouM3BOACTBA  CTEepWIbHOWN
npoAykKumn, BK/IYass BOMPOCL TUrMEHbl U OCHOBSI MUKpobuonorum. Ecnu
cyuiecTByeT Heo6XOAMMOCTb TOro, 4YTOObl MOCTOPOHHWE JfMua, He npowegume
Takoro obyyeHus (Hanpuvep, paboTawwMe No AOroBopy CTPOUTENN WU HaNaguuku
obopynoBaHns) , Haxogu/IMCb B YUCTOM MOMEWEHUW, TO YyKa3aHHble J/iua  LOJTKHbI
NPoTN MNOAPOOHLIA MHCTPYKTaX M 3@ HUMM AOMXKHO OblTb YCTaHOBMNEHO  CTpoOroe
HabaeHne .

45. (38) Bxoag B 30Hb CTEpPW/ILHOIrO MpPoOM3BOACTBa MepcoHana, paboTawuero
C CbipbeM M3 TKaHel XMBOTHbLIX WAN Ky/NbTypamMu MUKPOOPraHM3MOB, KOTOpble  He
NCMONb3YHNTCA B TeKylleM TexXHONornyeckoMm npouecce, [OnNyckKaeTca TOMbKO B
c/lyyae, ecnu rnepcoHan cobnogaeT YCTaHOBJ/IEHHblE TMpouedypsl B OTHOWEHUK
BXofAa .-

46. (39) Heobxoammo BLIMOMHATL TPeOOBaHUA K J/INYHOW FUrMEHe U 4YnCToTe.
MepcoHan, 3aHATHI B NPOU3BOACTBE CTEPWSbHbLIX /IEKAPCTBEHHbLIX CPeAcTB, AOJ/IKEH
OblITb MPOUHCTPYKTUpPOBAH O TOM, 4YTO OH 006s3aH coobuwaTb 0 NobbIX
obCcToATENbCTBAX, KOTOPbe MOryT 6biTb MPUYMHOW pacnpoCTpaHeHUss HenonyCTUMbIX
KosimyecTBa WM BUOOB KOHTAMWHAHTOB; MNPV BO3HVMKHOBEHUM TaKuX OOCTOATENNbCTB

Heo6XxoAuMbl  MepuoaNYeckne MeauUMHCKME OCMOTpPbl  COTpPYyAHMKOB.  [elicTBus,
KOTOpble Heo6XoAnMO MPEANPUHATL B OTHOWEHUN MNepcoHasnia, KOTOpbIi MOXeT cTaTb
NCTOUYHUKOM MUKPOBHOW KOHTAMUHALUWUW, [OOSXHb  OnpeaensiTbCcs cneynanbHo

Ha3Ha4yeHHbLIM NuLoM, obnaganuwmMm Heo6XOoAUMbIMA MOSTHOMOUUAMN
47. (40) B umncTbhiX 30Hax 3anpewaeTcsd HOCUTb Hapy4Hble 4achbl U HBEMpPHbIE



yKpaweHus, a TakKxe MCNo/b30BaTb KOCMETUKY .

48. (41) TepeogeBaTbCA W MbITbCA Heob6xoouMMOo B COOTBETCTBUN C
YTBEPXAEHHbBIMN MPOU3BOAUTENEM UHCTPYKUUAMU, pa3paboTaHHbMM TakKum 06pas3om,
YTOOb CBECTU K MUHUMYMY PUCK KOHTamuHauuun ogexabl Ans  paboTsl B UNCTbIX
30HaxX WX BHECEHUSA KOHTaMWMHAHTOB B YUCTbIE 30Hbl.

49. (42) Opmexpaa 7] ee KayecTBo [LOJDKHBI COOTBETCTBOBaTb
TEXHOMOrMYEeCKOMy MpoLeccy u Knaccy paboyeit 30Hbl. Ee HyXHO HOcuTb  Tak,
yTO6L Ob6ecneunTb 3auuTy MPOAYKUUM OT KOHTaMUHALUN.

50. (43) OnucaHue HeobOXoauMmOW opexabl AN  Kaxgoro kKiacca  YUCTOTh
NoMeLWeHNn NPUBEAEHO HUXe:

knacc D: Bosiochl, a Takxe 6opoga v ycol (NpU  HanUuuu)  OOSDKHbI ObITh
3aKpbiThl. Heo6XoAMMO HOCUTb OObIYHLIA  3aAWWTHBLIE  KOCTHOM W COOTBETCTBYHLYI0
06yBb uAM  6axwabl.  Jo/mkHbl  6bITb  MPUHATH  COOTBETCTBYHWWME Mepbl 4ns
npegoTBpaweHnsa nwboi KOHTaMMHaUMM YMCTOW 30Hbl U3BHE;

kKnacc C: BoOsiochl, a Takxe 6opoga v ycbl (NpY UX Ha/IMUYMN) [OSDKHb ObITb
3aKpbiThl. HeobxoaMMo HOCUTbL KOMOMHE30H WM OGPKYHLIA  KOCTHOM, NI0THO
obnerawwmini 3anAcTba M UMEWWIA BLICOKUIA BOPOTHMK, a TakKkXe  COOTBETCTBYHWYH
06yBb unm 6axunbl. OT ogexabl U 06yBM MNpPaKTUYECKU He [O0/MKHbl  OTAeNnATbCs
BOJIOKHa& WM YacTuupl;

Knacc A/B: ronoBHOW yb60op AO/MKEH MOMHOCTbI 3aKpbiBaTb BOJIOCH, a TakKxe
6opogy n ycel (MpU MX HaAU4Mn), U JO/KEH ObiTb BCTAaB/IEH B BOPOTHMK KOCTHMA,
Ha NMue HeobXoAMMO HOCUTb MaCKy [Aas npefoTBpalleHus pacnpocTpaHeHust
Kanenek. Takxe Heob6xoaAnmMo HOCUTb COOTBETCTBYHWMM 06pa3om
NPOCTEPUNN30BAaHHbLIE N HEONYAPEHHbIE PE3VHOBLIE WM MNIACTUKOBLIE MepyaTKu "
NPOCTEPUNN30BAHHYK WX MNPOAE3UHPULMPOBAHHYK 00yBb. HmxHMe Kpas WTaHuH

OOMKHbl ObITh 3anpaBfieHbl BHYTpb 006yBM, a pykaBa ofexas - B nepyaTku.
3awnTHas ofexfa NpakTUYeCcKU He [0/KHAa BblAeNsaTb BOJSIOKOH WU yacTuy, u
JONxHa 3a/epxmBaTb 4YacTuupl, OTAenswwmeca OoT Tena.

51. (44) YnunuHyw ogexay 3anpeuwaeTrcsa BHOCUTb B KOMHaTbLl A4
nepeogeBaHns, KOTOpble BegyT B MomeleHuss knaccoB B u C. Kaxabih paboTHUK B
30He knacca A/B [ONKeH 6bITb obecneveH UMCTOl CTEepPUbHOA

(NpocTepnnuloBaHHOW MK MNpoweaweil COOTBETCTBYKWLUY CaHUTapHyl  06paboTKy)
3aWMTHOM ofexaol Ha Kaxayw pabodyw cmeHy. [lepyaTkm BO Bpewms paboThl
HEO6XoAMMO PEerynspHo Ae3uHOMUMpoBaTb. MacKum M nepyaTKM HEO6XO0AMMO MEHSThb,
Nno KparHel mepe, Kaxayl CMEHY.

52. (45) Opexpy [B15 4YMCTbIX MOMEWEeHUn Heobxoanmo oynwaTb "
obpabaTbBaTb TakuM 06pa3oM, 4YTOObL OHa BMOCMEACTBUN He cTaHoBWUMIachb
NPUYNHON KOHTaMMHauMn. 3TU onepauum [OJDKHbl BbIMOJHATHCA B COOTBETCTBUMU c
YTBEPXAEHHbIMA VMHCTPYKUMAMU. [Ns NOArOTOBKW Takol ofexnapl XenaTesibHO UMEeTb
OoTheNbHble npadveyHble. HenpaBuibHas o6paboTka ogexabl noBpexgaeT  BOJIOKHA
TKaHn, 4YTO YBEMYMBAET PUCK OTAE/IEHMS 4YacTul,.

X. TowmeweHusA

53. (46) B uUMCThIX 30HaxX BCe OTKpbiITble MNOBEPXHOCTU [OJ/DKHBI ObITb
rnagknuvMm, HENpPOHUUAEMbIMA U HEMOBPEXAEHHbIMU, 4YTOObl CBECTU K MUHUMYMY
obpa3zoBaHMe M HaKOM/IEHWE 4acTul, WIN MUKPOOPFraHU3MOB, a TaKxe Nno3BOSIATb
MHOFOKpaTHO TMPUMEHATb MoWwue u, Mnpy  HeobxoaumocTu, Ae3nHbuumpylwme
cpencTea.

54. (47) [QnA yMeHblleHMA HaKoMAeHuss nblan 1 obnervyeHusi ybopKn B
NMOMELWEHNAX HEe HAO/MKHO ObiTb HEe MOALANWUXCHA OYNCTKE Yrayo6neHuii u JO/HKHO ObiTb
KaK MOXHO MEHblle BbICTyMawwMX KpaeB, MNOJSIOK, WKapoB M 060py[oBaHus . OBepn
OO/MKHbl ObITb CKOHCTPYMPOBaHbl 6€3  yraybneHun, HeAOCTYMNHbIX ANS  OYMCTKM,
NCroNb30BaTh pas3fBWXHbIE ABEPU HexesnaTesibHO .

55. (48) TMNogBecHble MNOTOMAKM AOMKHbI  OblITb FepMeTUYHbLIMA C uenbio
npefoTBpaleHns nonagaHusa KOHTaMMHaHTOB M3 MPOCTpPaHCTBa Hag HUMW.

56. (49) MoHTax Tpyb6ornpoBoaoB, BO34YyXOBOJAOB W Apyroro  ob6opyaoBaHus
HEO6XoAMMO BbIMOMHATL TakK, 4YTO6b He 6bI0  YyrayoeneHuin w He3aKpbITbIX
oTBEpCTUli, a TakkKe OTCYTCTBOBa/IM MOBEPXHOCTU, HE AOCTYMHble O/ OYUCTKMU.

57. (50) 3anpewaercsa ycTaHaB/MBaTb PaKOBWHb M CAUBbLI B 30HaX Knacca A
n B, wncnonb3yembix A acenTMYecKoro npomsBoacTBa. B OPYIrmnx 30Hax
Heob6xoaMMo npefycMaTpvBaTb pa3pbiB  CTPyUM  Mexay obopyaoBaHueM u
KaHanm3auuoHHol Tpy6oir (BOpoHKOM) . CTOKM B MOMYy B YMCTbIX KOMHaTax c 6onee
HU3KUM KNaCcCOM YUCTOTbHl AO/MKHbI ObITb OGecneyeHsl cupoHamu UAn rugpo3atTBopamu



4NA npegoTeBpaleHus obpaTHOro noToka.

58. (51) KomHaThl Ana nepeofeBaHUS AO/MKHbl ObiTb CKOHCTPYUPOBaHbI Kak
BO3A4YLWHblE W3bl M AO/DKHBL  UCMOAb30BaTbCA AOns  obecneyeHns  GU3NYECcKOoro
pasfgeneHus pas3HblX 3TanoB CMeHbl ofexAbl W, TakuMm o6bpa3om, CBOANTbL K
MUHUMYMY KOHTaMUHaLM0 3awuTHOW ofexbl MMKPOoOpraHm3mMamy M yacTuuamu . OHu
OOMKHbI 3PHEKTUBHO 06TEeKaTbCHA OT(PUIbTPOBaAHHLIM BO34YXOM. 30Ha nepef BbiXOLO0M
N3 KomHaThl (MoMeweHus1) ANA nepeojeBaHVMss B OCHAWEHHOM COCTOSHUM — [O/IKHA
MMETb TOT X€ KIacC YMCTOThl, UTO M 30HA, B KOTOPYW OHa BejeT. B HeKoToOpbiX
cnyyasax /i1 BXO4a B UUCTble 30Hb M BbiXOA4Aa W3 HWUX Lefecoobpa3Ho  UMETb
oTAeNnbHble KomHaThl (NomelleHnsa) Ansa nepeogeBaHusa. Kak npasusio, yCTponcTBa
ONA MbITbA PYK [OMKHb 6biTb TONbLKO B Hayasle KOMHAT ANA nepeojeBaHus .

59. (52) 06e pgBepn BO3AYWHOro WMW3a HE MOryT OblTb OTKpPbIThH
ofHOBpeMeHHO. [ns npefoTBpaleHns O4HOBPEMEHHOrO OTKpbiBaHuA 6onee  ofHOM
ABepu fonxHa paboTaTb 6/I0KMPOBOYHAA CUCTEMa WAM  CUCTeMa BU3YalbHOro MU
(wnn) 3BYKOBOIO npeaynpexaeHuns .

60. (53) TlMopava OTPUNBLTPOBAHHOIO BO34yXa [AOJ/XHA nogaepxmeaTtb
NoOMOXUTENbHbIE Nepenas AaBNeHUss OTHOCUTE/IbHO MPOM3BOACTBEHHLIX 30H C 6onee
HU3KMM KNaccoM Mpu BCcex paboumx YCAOBUAX, a BO3AYWHbLIA MNOTOK  AO/KEH
3hPeKTNBHO 06TeKaTb 30HY. CMEeXHble MOMELWEHUs C pas3HbiMM  Knaccamu YNCTOTHI
OO/TKHbl MMeTb pa3Huuy B gaBneHun 10-15 Ma (HopMaTuBHOE 3HaudeHue). Ocoboe
BHUMaHVe crnegyeT yaensaTb 3awuTe 30Hb HambonbWMX PUCKOB  O/1S KayecTBa
npoAayKuMn, TO eCTb MNPOM3BOACTBEHHON cpefe, HENnocpeACTBEHHOMY — BAUAHMIO
KOTOPOM nogBepraeTcs MNpoAYyKUUS WAN OYMWEHHbIe KOMMOHEHTbl, KOHTaKTupywwuue c

npoaykumen. [lonycKawTCs pa3Hble BapuaHTbl B OTHOWEHUW nogaun BO34yxa
nepenaga pfaBfeHWn, KOTopble MOryT noTpeboBaTbCcA U3-3a npucyTCTBUSA
HEKOTOpPLIX MaTepuanioB, B  4YacCTHOCTWU, NaTOreHHbIX , BbICOKOTOKCUYHBIX ,
pPaaMoaKTUBHBIX WM XMUBbIX BUPYCOB WU  GaKTepuasbHbIX mMaTepuanoB, Wn
npenapaTtoB M3 HUX. [N HEKOTOpbLIX onepauuii MoxeT ObiTb Heobxoauma
JEeKOHTammHauusa noMeweHuii u obopygoBaHnst m o6paboTka Bo3ayxa, yaansiemoro

M3 YMCTOWN 30HbI.

61. (54) HeobxoguMmo NOATBEPAUTb, UTO HamnpaBieHne BO3AYLWHbIX MOTOKOB
He npeacTaBnseT PUCKOB ANS KOHTaMmuHauuv npoaykra, B TOM 4uchne, cnepyeT
YOOCTOBEPUTBLCA, UYTO B 30HY, MNPeAcTaB/AlWyl HanmbosnbliMe PUCKU ON1A KayecTsa
npoAykrta, C BO3AYylWHbLIM MOTOKOM HE MOCTYMawT 4YacTuubl, WUCTOYHMKaMU BblgeneHus

KOTOpPbIX ABMSAITCA 0O0CAyXuBawWMA NepcoHas, BbiNOJIHAeMas onepauusi nam
obopynoBaHue .

62. (55) [omkHa 6GbITb NMpegycMOTpeHa cucTema aBapuiiHOro onoBeleHus 06
OoTKase cucTembl BeHTunAuMuM. Ecnm pasHuua B gaBneHun vMexay OByMS

NMoMewWeHNsMN ABNSETCA KPUTUYHOW, Mexay HUMW Heob6XoAMMO YCTAHOBUTb AaTuuKu
nepenaga pAaefeHus. 3HA4YeHWs nMepenaja [AaBfieHUss HeobxoaMMo  perysnspHo
3anuchiBaTb WM OQOPM/ISATb AOKYMEHTa/IbHO MHbIM CMOCOGOM.

X1. O6opypoBaHue

63. (56) He ponyckaeTcs, 4TOOb yepe3 Meperopoaky, OTAENswlyKw  30HY
Knacca A wim B oT nNpou3BOACTBEHHOWM 30Hb C O0/fiee HU3KOW 4YNCTOTONM BO3ayxa,
npoxoguna feHTa KoHBelepa 3a WCK/IYEeHMEM Cy4dyaeB, Korga cama JieHTa
nogBepraeTcd HenpepbsiBHOW cTepunu3dauum (Hanpumep, B  CTeEpPUIM3aLMOHHOM
TyHHene).

64. (57) O0O6opygoBaHue, ¢uTuHrn (Mecta  coeguHeHUus) n 30Hbl
06CNyXMBaHUS peEKOMEHAYETCH MPOEKTMPOBaTb W yCTaHaBNMBaTb TakMm  0bpa3owm,
yTO6L paboThl C 060OpPYAOBaHMEM, €ro TeXHMYeCcKoe OOCTyXMBaHUE N PEMOHT MOXHO
ObII0 MPOBOAUTL CHAapPYXM 4YUCTOW 30Hb. ECnm Heobxoguma cTepuim3daums, TO oHa
OO/KHa OblTb MpoBefeHa Moc/ie MaKCUMaslbHO MOJSIHOM COOPKM 060pyAOBaHUA .

65. (58) Ecnn TexHu4yeckKoe obcnyxmBaHue obopyaoBaHusi 6bi10 npoBeneHo
BHYTPU YUCTOW 30Hb N HEOOXOAUMLIE HOPMbI YMCTOTH U (UMW)  acenTUKwu OblIn
HapyweHsl BO BpeMs 3TOW paboThl, TO 30HA  AO/XHA OblITb O4MlEHa,
npogesvHhuumpoBaHa n (Mnn) npocTepunnsoBaHa (B 3aBMCMMOCTU OT TOro, yTo
noaxoguT) A0 BO300HOBNEHUS MpoLlecca.

66. (59) YcTaHOBKM ansi NOArOTOBKM BOAbl U CUCTEMb ee pacnpegeneHuns
cnepyeT nMpoeKTupoBaTb, KOHCTpyupoBaTb UM 3KCh/jlyaTupoBaTb Tak, YTOObI
obecrneunTb HagexHoe obecneyeHne BOAOW COOTBETCTBYHWENO KayecTBa. Wx
HeNb3s 3KCMayaTupoBaTb CBepX MPOEKTHOM MowHoCcTu. Bogy ans NHBbEKLMIA
HEeo6XxoAMMO MPoOM3BOAUTbL, XPaHUTb W pacnpegensaTb Takum o6pa3om, 4TOOb



npefoTBpaTuTb POCT MUKPOOPraHM3mMoB, Hanpumep, 3a CYeT ee NOCTOAHHOIA
UMPKYyNnaumn npu temnepartype Boiwe 70 C.

67. (60) Bce o6opygoBaHue, TakKoe KakK CTepuin3aTopsl, CUCTEMSI
06paboTKM U GUnbTpauum BO3aAyxXa, BO3AyWHbE W ras3oBble QUILTPLI, CUCTEMBI
06paboTKM, MNONYYEHUA, XPaHEeHUA W  pacnpefenieHns BOAbl  OSIKHbI nognexartb
Ba/IMgauMm 1 NIaHoBOMY TeXHUYEeCKOMY O6CnyxmBaHuMio, a Ha WX  NOBTOpPHOEe
BBe[ileHVe B 3KCryaTtauuio [O/MKHO ObiITb  BbiAaHO pa3peleHue  J1LoM, VMELLMM
COOTBETCTBYWIME MOSIHOMOYNSA .

X11. CaHunTapHasa obpaboTka

68. (61) CaHunTapHaa o06paboTka UYUCTLIX 30H UMeeT 0Cco060 BaxHoe
3Ha4yeHne. 30Hbl HEOOXOAMMO TwaTeNbHO o4MwaTb B COOTBETCTBUM C YTBEPXAEHHON
nponssoauTeneM WHCTPyKuumeli. B cnyyae npoBefdeHUs Ae3UHPEKUMM  OOSDKHb
NPUMEHATBLCA HECKO/IbKO TUMOB  Ae3vHDuuMpylwnux cpeacts.  [AnsA BbIAB/IEHUS
pa3BuUTUA pPE3NCTEHTHLIX WTaMMOB MWKPOOPFaHM3MOB Heob6Xo4umo npoBOAMTb
PEerynsipHbli KOHTPO/b -

69. (62) Mowwue ¥ age3vHDUMUUPYLWKME cpeAcTBa Heob6XO0AMMO KOHTPOMpOBaTb
B OTHOWEHMN MUKPOOMOOrMYECKOW UMCTOTbl. VX pacTBOpb HEO6XOAMMO AepxaTb B
npeaBapuTesibHO OYUWEHHbLIX KOHTelHepax (Tape) M XpaHUTb Jilb Ha MPOTSHXKEHUU
YCTaHOBJ/IEHHbBIX  CPOKOB, 3a  WCK/YEHMEM  Tex pacTBOpPOB, KOTOpbiEe
npoCcTeEpUIN30BaHbl. Mowwme u ge3vHbuuMpylume cpeacTBa, WUCMNONb3yemble B 30HaX
KnaccoB A 1 B, nepep ucnonb30BaHWEM [AO/MKHbI ObiTb CTEPUIBLHBLIMY .

70. (63) [Ons CHUXEHMA MUKPOOHOM KOHTaMMHaUuM B HEAOCTYMHbIX mMecTax
MOXeT ObiTb nosiesHa gymmrayyss YNMCTbIX 30H.

X111, TexHonmornyeckuii npouecc

71. (64) Ha Bcex cTagusx npou3BoAcTBa, B TOM 4uc/le Ha  cTaguax,
npejuecTByWMX CcTepuiM3auun, HeobXoauMMmo MNpuHMMaTb  Mepbl, cesogsume K
MUHUMYMY KOHTaMWHAaLNIO .

72. (65) TMpou3BOACTBO JIEKAPCTBEHHLIX CpPeAcTB MUKPOBMOIOrNyecKoro
NPONCXOXOEHNA WNN HaMNoOJIHEHME UMW B 30HaxX, MWCNOMb3YyeMblX AN nponssoacTea
APpYTrux neKapcTBEHHbIX CPefcTB, He AonyckKaeTcda. BakuuHbl, cogepxawne yobuTble
MUKPOOPIraHM3Mbl UNn B6aKTepuasibHble 3KCTPaKTbl, MOC/Ae WHaKTMBauum MOryT ObiTb
pactacoBaHbl B TeX Xe MMOMeWeHusx, 4YTOo U Opyrne CcTepwuibHble  NleKapCTBeHHbe
cpencTsea.

73. (66) Banmpauua npoueccos, MNPOBOAUMBIX B aCenTUYECKUX  YC/I0BUAX,
JOMKHa BK/YaTb MOAenupoBaHwe rnpouecca C MCMNoNb30BaHWeM nuTaTelbHOW cpefp
(HanonHeHwe nuTaTesnbHbLIMKM cpegamn) . MUTaTeNlbHYK cpeny HeobxoAauMO BbIOMPaTb
C Yy4yeTOM JieKapCTBEHHOW (opMbl NeKapCTBEHHOro npenaparta, a Takxe
CeNIeKTUBHOCTN, MNPO3PavyHOCTV, KOHUEHTpauum u npurogHoCTV NuTaTesibHOW cpepbl
ONa cTepunusauum.

74. (67) MogenupoBaHne npouecca AO/MKHO Hambonee TOYHO UMNTUPOBaTb

CEpPVWIHLIA Npouecc acenTU4YecKoro npou3BoACTBa W BKAWYaTb B cebsi ero
nocriefoBaTesibHble KpUTUYECKME cTaaun. Takke HeobXoAuMO Y4YuUTbiBaTb pasfnuyHble
BMewaTeNbCcTBa, KOTOpble  MOFYT  BO3HWKHYTb  BO BpemMsi 06blYHOI O

NPON3BOACTBEHHOINO Mpouecca, a Takke cuTyauum '‘Haumxygwero cnay4das' .

75. (68) MogenuvpoBaHue npouecca nNpu nNepBOHaYasbHOW Bangauun OOMKHO
BK/WYATb TPWU nocnefoBaTeNlbHbIX YAOBAETBOPUTE/bHbIX UCMOLITAaHUA O/ Kaxaori
CMeHbl onepaTopoB. B panbHeliwem uX  Heob6xo4uMo NoBTOPATbL 4epes
YCTaHOB/IEHHbIE MPOMEXYTKM BPEMEHM, a TaKxe nocse /oboro  CywecTBEHHOrO
N3MEHEHNS B CUCTEME BEHTUNAUUN U KOHANLMOHNPOBaHNA Bo34yxa, B
obopynoBaHun, npouecce WKW KoAMdecTBe CMeH. Mopenupylowne npouecc
NUCMbITAHNA OO/MKHbl MOBTOPATLCA ABaxAbl B rof ON1S KaX4OW CMEeHbl onepartopoB MU
Kax4oro npouecca.

76. (69) KonuyecTBo KOHTelHepoB (nepBnYHbBIX yrnakoBoK),
npegHa3HayeHHbX A9 hacoBKM MUTATEsIbHLIX Cpef, AO/KHO OblTb  [OCTATOYHbLIM,
4yTOObL Ob6ecneunTb AOCTOBEPHYH OLEHKY. B cnydyae HebonblMX Cepuii Konn4ecTBO
KOHTelHepoB And (acoBKM NUTaTesIbHbIX cpef  A0/IKHO, KaK  MUHUMYM,

COOTBETCTBOBATbL pas3Mepy Ccepuu npoaykumm. Heo6xogumo CTPEMUTBLCH K
OTCYTCTBMI0 pPOCTa MUKPOOPraHU3MOB, MPU 3TOM MNog/iexaT MPUMEHEHUK cregyuue
HOPMbI -

a) ecnn HanonHAAM meHee 5 000 eguHuML, NpoAyKUUM, HE AO0/KHO  ObiTb HIN



O[HOV KOHTaMWHUPOBAHHOW €AUHWULbI;

6) ecnn HanonHanu ot 5 000 go 10 000 eguHWUL, NpPOAYKUWUU, TO:

ogHa (1) KOHTaMMHMpOBaHHasaA efuHuLa SBNseTCA OcCHOBaHueMm Ans
paccnefoBaHus MNPUYMH U NOBTOPHOW (AcOBKW NUTATENbHLIX Cpep;

aBe (2) KOHTaMUHMPOBAHHbIE efVHULL - MNPOBOAUTCHA paccrefoBaHue NpuYnH
M NOBTOpHasa Bangauvs;

B) ecnu HanosnHsnu csbite 10 000 eguHUL, TO:

ogHa (1) KOHTamMuMHMpOBaHHasA efuHuLa sBNseTCA OcCHOBaHueM Aansi
paccnefoBaHuUsa MNpPUYNH;

aBe (2) KOHTaMUHMPOBAHHbIE €fVHULL - MNPOBOAUTCHA paccrefoBaHue NpuYnH
M NOBTOpPHasa BaMgauus .

77. (70) MNpu nmoboM KoNMYecTBe MepBUYHBIX YMNaKOBOK C nuTaTesnbHol’
cpepoli nepuoguyeckme criydam OOHapyxeHMs MWKPOOHOM KOHTaMuHauuu MOryT
yKasbiBaTb Ha Ha/nune HeboNbWMX YPOBHEN KOHTAMWMHAHTOB, 4YTO [OJDKHO 6bITb
paccnegoBaHo. [py OOHapyXeHUN 3HAYUTENbHOW MUKPOOHOIA KOHTaMMUHaunmn
HEeo6XoAMMO pPacCMOTPETb BO3MOXHOE BJ/IMAHWE Ha  CTEpUIbHOCTb cepwii,
BbIMYWEHHbLIX MOC/Ee MPOBEAEeHUs MoCAefHUX YCMNEeWHbIX WUCMbITaHWA C Hanos/IHEeHVEM
nuTaTesibHbLIMU CpefaMu .

78. (71) Heobxogmmo obecneunTb YCNOBUS, MPU KOTOPLIX Miwbas Banmpauunsi
He co3[aeT PUCK AN TEXHO/I0MMYeCcKUX MNpoLeccos .

79. (72) WcTtouHUKN BOAOCHabGxeHWsi, obopyaoBaHue ANA NOArOTOBKU BOAb U

NPUroTOBMiEHHAs BoAa MoA/fiexaT pPeryfsgpHoOMy MOHUTOPUHIY  Ha Hanuune
XUMUYECKUX U 6MONIONMYECKUX KOHTaMMHAHTOB M B HEOGXOAMMbIX cnyyasix Ha
3HAOTOKCMKHbI. Pe3ynbTaTbl MOHMTOPMHIA W JI0GbIX  NPeanpPUHATLIX aelicTBuii

HEo6XxoAMMO O(OpPMIATb AOKYMEHTa/IbHO.

80. (73) B uucTbiX 30HaxX, OCOGEHHO B XoAe npouecca acenTu4yeckoro
NpoM3BOACTBA, [AeATe/IbHOCTb NepcoHana [AO/XHa ObiTb MUHMMasIbHOW, a ero
nepenBuXeHWe [O/MKHO ObiTb pa3MepeHHbM W KOHTPONVPYEMbIM BO n3bexaHve
N36bITOYHOI O BbiAENIEHUS YacTUL, U MUKPOOPraHn3MoB, OOYC/IOB/IEHHOIO MOBbLILEHHOM
ABUraTesibHON aKTMBHOCTbLI. TemnepaTypa W B/IaXHOCTb OKpyxXawlWen cpefbl OOS/DKHbI
ObITb HE OYEeHb BHICOKMMM, UYTOOL He co3gaBaTb AUCKOMPOpPTa C Yy4eToM CBOIiCTB
NCNOMb3YyEeMOW ofexab! -

81. (74) Mukpob6Has KOHTamuHaLMs MCXOAHOrOo Chipbsi U MaTepuasioB [0J/XHA
OblITb MUHUMMa/IbHOW . CrneynhmKaumm Ha HUX OO0/KHbl BKWYaTb B Cebs TpeboBaHMA K
MMKPOOBMOMOTrNYECKON YUCTOTE.

82. (75) B 4uucTbiX 30HaxX HeobXoAUMO CBOAUTb K  MUHUMYMY Hasmyne
KOHTEiHEPOB M MaTepuasioB, OT KOTOPbIX BO3MOXHO OTAEeNeHWEe BOJIOKOH.

83. (76) HeobxoaMMO NpUHMMATbL Mepbl MO  MpefoTBpaWeHUo KOHTaMuHaumm
roToBOlM MNPOAYKLUMN YacTuuamu .

84. (77) Mo OKOH4YaHMK Npouecca OYMUCTKM KOMMOHEHTOB, KOHTEMNHepoB "
obopynoBaHUA C HMMW HEOO6XOOUMO 06XOAMTLCA TaK, 4YTOOb He npoucxoamna  UX
NOBTOpPHasA KOHTaMWHaLUWA .

85. (78) WHTepBasbl BpEMEHN MeXAY MOMWKOW, CYWKOW W  cTepuansauumeri
KOMMOHEHTOB, KOHTEWHEPOB M 060pyAOBaHUS, a Takxe MmMexay WUx cTepunusaumein u
nocnefywwuM MCrnosib30BaHNEM [0/DKHbl ObiTb MUHUMA/IBHLIMW U UMETb  OrpaHuyeHue
Nno BPEeMEHU, COOTBETCTBYWLUEE YC/OBUAM XpaHEHUS .

86. (79) Bpemsa wMexay Hada/loM [pUroToOB/IEHMA pacTeBopa W ero
cTepuamnsaumein nnu crepunulyklein GunbTpaumnen AOMKHO 6biTb MUHUMaIbHbIM . [ns
Kaxgoro suga rnpoaykumMM Heo6XoAuMMO YCTaHOBUTb MaKCUMasibHO [OMYyCTUMOe Bpems
C y4YeTOM ee cocTaBa W YCTaHOB/IEHHOrO MnopsaKa XpaHeHWus .

87. (80) nNepep cTepunulauuein HeobGXOOAVMO KOHTPOAMPOBAaTb YpOBeHb
MUKPOOHOM KOHTamuHaumm. [O/mxHbl 6biTb YCTaHOB/EHb pabouuve rpaHuupl
KOHTamvHauun HernocpeAcTBEHHO nepej crepuansaumeli, KOTopble COOTHOCATCA c
3MPEKTUBHOCTBLI UCMOMb3YEMOro MeToda. YPOBEHb MUKPOOHOIA KOHTaMMHaunmn
HeoOXOANMO KO/IMYECTBEHHO ONpefenAaTb AN Kaxgol cepunm KakK  Npoaykuuu,
Hano/IHEHHON B acenTUYeCKMX YCAOBUAX, TakK W NpoayKuuu, noaBepraemori
GUHMWHOM cTepunulaumn. Ecnv gna nekapcTBEHHbIX NpenapaTos, noasepraembix
(GUHMWHOK CcTepunusaunn, ycTaHOBNeHbl 6ofiee XxecTKue napameTpsl cTepunusauuu,
YPOBEHb MWKPOOHOW KOHTamMHauuM MOXHO KOHTPO/IMpoBaTb TOJIbKO — 4yepes3
COOTBETCTBYWWNE WHTEPBaS/Ibl BPEMEHW COr/lacHoO rpaguky. [pu NCcnosib30BaHnu
cMCTeM BbiMyCcKa N0 MapaveTpam onpegefnieHne  MUKPOGHOM KOHTamuHauum
Heo6xoAMMO MPOBOAUTbL [ANA Kaxaol cepuu M paccMaTpvBaTb KaK WUCNbiTaHne B
npouecce npomssoacTBa. [pn HEoBXO4MMOCTU [O/KEH OCYWECTBAATLCA KOHTPO/1b
YPOBHA 3HAOTOKCMHOB. Bce pacTBOpbl, OCOOGEHHO MH(PY3MOHHbLIE XUAKOCTU OOMbLOro



obbema, HeobxoguMo NoaBepraTb CTepunuaywwen ¢uabTpaymm no BO3MOXHOCTMU
HernocpeACcTBEHHO nepen Hamno/IHEHVEM.

88. (81) KOMNOHEHTHI, KOHTENHEpL, 0b6opygoBaHMe u Nwbble  gpyrue
npeameTbl, HEO6XOoAMMble B UYMCTOW 30HE, OCOBGEHHO Npu paboTe B acenTnyecKnx
YCNOBUAX [O/KHbI  6biTb  MNPOCTEPUIN30BaHLl U NepefaHsb Tyga  4epes
BMOHTVPOBAaHHLIA B CTEHY MNPOXOAHOW CTEPUIN3aTop C ABYCTOPOHHMM AOCTYMOM WAW
WHbIM crnocobom, npefoTBpawanMm KOHTaMuMHauuw. Heropwoume rasbl  AO/DKHb
npoxoauTb 4epe3 UAbTPbl, 3ajepXuBanwme MUKPOOPTaHU3Mb .

89. (82) OJhheKTUBHOCTbL /WO6OFO0 HOBOFO nMpouecca OO/KHa OblTb
noaTBeEpX4eHa npu Banujaunn, KOTOPYyKW HEeOoO6XOoAMMO peryrisipHo NnoBTOpPSATbL B
COOTBETCTBMN C MJIaHOM, Y4YMTbIBAWOWUM Fpaguk aKcnayaTauun, a Takke npu 1wbom
3HAYMTENIbHOM U3MEHEHMM B Mpouecce uamM o06opypoBaHuNn.

X1V. CTtepunusauyms

90. (83) Bce npouecch cTepuansauum AOJDKHbI NPOATU Banugauunio. Ocoboe
BHUMaHVe HeobXxoAMMO, €C/M MNPUMEHSAEMbIi MeTod CcTepuansauum  He onucaH B
FocypapcTBeHHOW (apmakonee Poccuiickoii ¢egepaumm  wunu  mMcnonb3yeTca  Ans
npoAykrta, He 4ABNAWOWErocsa npOCThHM BOAHLIM WM MaCNAHbIM pacTBOPOM.
MpeanoyTuUTENbHEIM ABASAETCA MeTOoh TepMuyeckoi cTepunu3aumm. B mwobom crydae
MeToj cTepunusauuu [O/KEH COOTBETCTBOBaTb JIMLEH3UM Ha NpPon3BOACTBO U
perncTpauyMoHHOMY [OCbe.

91. (84) Nepepn BLIGOpOM nwW6Oro npouecca crepuansaymm HeobxoanMo
NPOAEMOHCTPUPOBATL C MOMOWbH  (U3NYECKUX U3MEPEHUA U, ecnu BO3MOXHO,
610/I0MrMYEeCcKUX UHOUKATOPOB, YTO OH NoAXOAMT ANA  [JaHHOW npoayKunn u
appeKTUBEH ANA AOCTUXEHUS HEeOOXOAMMbIX YCMOBUA CTepuaM3auun BO BCEX 4YacTax
Kax[oro Tuna 3arpy3ku. Banugauuio npouecca HeobxogMmMo MNOBTOPATbL — 4yepes
YCTaHOBJ/IEHHbIE TpPaUKOM MPOMEXYTKU, HO HEe pexe O4HOro pasa B roj, a Takxe
Bcerja B C/lydae BHECEHUA CYWECTBEHHbIX W3MEHEHWA B obopypoBaHue.
Heob6xoAuMo XpaHuTb 3anucu c pe3ynbTaTamu.

92. (85) [Ana 3hdheKTUBHOW CTepuansauun BeCcb MaTepuas B LE/IOM  OOJIKEH
6bTb MoABEpPrHyT Heobxoaumoii o06paboTke, a nMpouecc OpraHu3oBaH  TakuMm
o6pa3oM, 4YTOGH rapaHTMpoBaTb, UYTO [A0/KHAA 3PPEKTUBHOCTL OyAeT AOCTUrHyTa.

93. (86) [nsa Bcex npoueccoB cTepunnaaumm Ao/kHbl ObiITb pa3padoTaHb! "
OO/DKHbl MPOATU Banugauui Crocobbl 3arpy3Ku.

94. (87) MNpumeHeHne 6UONOrMYEeCKUX VHOMKATOPOB [AO/IKHO paccMaTpuBaTbCA

TO/MIbKO KaK [OMOSHUTENbHLIA MeTod KOHTPOAs CTepuaM3auuu. Buonorunyeckne
NHOMKATOPbl HEeo6XoAMMO XpaHUTb W WChofb30oBaTb B COOTBETCTBUMN C
UHCTPYKUUSIMA  Mpon3BOANTENSA, a WX KavyecTBO KOHTPO/MpoBaTb MeTogamm

NO3NTUBHOINO KOHTPOAA. B cny4dae MCnonb30BaHMA  OMOMOrnMyecKux WHOVKATOPOB
HEeo6XoAMMO MPUHATL CTPOrve Mepsl, npegoTBpalanume MUKPOOHYI0 KOHTaMuHaLuo
OT cammx WHAVUKATOPOB.

95. (88) [onxHbl 6bITb YeTKO onpeneneHsl Mepsbl, obecneuunBawwme
pasgeneHve npoaykuum, npoweawen m He npowegwen crtepunmsauniw. Ha Kax oW
KOpP3UHe, JI0OTKE WAK ApYron eMKOCTW ANA MPoAYKUUM WAM  KOMMNOHEHTOB  AOJ/KHA
ObITb 4eTKas 3TUKeTKa C HauMeHOBaHVEeM wMaTepuana, HOMepoM cepun un
yKasaHueMm, npowen OH cTepunusauuio unm Het. Mpn HeobXoAuMMOCTU MOryT  ObiTb
NCNO/b30BaHbl Takue VHAMKATOpbl, KaK aBTOK/aBHas NeHTa, ANS yKa3aHusa Toro,
npowna nn cepus (UM YacTb Cepun) MpPouecc cTepuansaumn, OfHAKO OHU He
[alT [0OCTOBEPHOro MNoOATBEPXAEHUS TOro, AeWCTBUTENIbHO /N Cepusi cTepu/ibHa.

96. (89) [Ona kaxgoro uumkna crepunusaumm  HeobXoAnmo COCTaB/ATb
3anmcu, KOTopble [O/MKHb  OblThb  YTBEpXAeHbl B paMkax rnpoueayps  Bblgauyu
paspelleHnsa Ha BbIMYCK Cepun.

XV. Tepmnyeckas cTepuinsauymsa
97. (90) Kaxpgbih UMKN TEPMUYECKOW CTepunamnsaummn AOSMKEH ObiTb 3anvcaH B

BUAe Auarpammbl B KoopauHaTax Bpemsa-TemrnepaTtypa B [AOCTAaTOYHO  GOJbLIOM
MacwTabe unn GbiTb 3aperucTpupoBaH C MNOMOWbLKW APYFrOro  COOTBETCTBYHWWEro

060pylOBaHUS, UVMEWWEro HeobXoauMMyKW MpPaBUIbHOCTL W TOYHOCTb. MecTo
pacnosiokeHnss TemnepaTypHbIX AAaTUMKOB, WCMONb3YEMbX A KOHTpons u  (uam)
3anucn, [ONXHO GbiTb OMpefesieHo BO BpeMs Baavjauum u B  c/nyyae
Heo6XOAUMOCTM TaKXe  TMPOBEPEHO C  MOMOWb  APYroro He3aBMCUMOT O

TemnepaTypHOro gaTuyvMka, pPacrnosioKeHHOro B TOM Xe MecTe.



98. (91) [onyckaeTcsi MCNoNb30BaTb XUMUYECKNE U ononornyeckme
WHANKATOPbLI, HO OHU HEe AO/MKHbl 3aMEeHsTb MpPoBeAeHME (PU3NUYECKUX U3MEPEHWUN .

99. (92) [JonxHO O6bITb MpefyCMOTPEHO AOoCTaTo4YHoe Bpemsi, 4TOObI BeCb
06BbEM 3arpy3kum AOCTUI HEeo6XoaMMoM TemnepaTyps OO TOro, Kak OyaeT HauaT

OTCYeT BpeMeHu cTepunusauum. ITOT nNepuos A[onxeH ObiTb onpegeneH nnsa
Kaxgoro Ttuna CTepunnu3yemon 3arpy3Ku.

100. (93) TMNocne 3aBeplleHUd BbICOKOTEMMNEpPaTypPHON (ha3bl UMKna
TEPMUYECKOWN CTepuansaunm OOJ/DKHbl  OblITb  MPUHATHL  Mepbl NnpegoCTOPOXHOCTH,
npegoTeBpawanlie KoHTamMHauuiw MNpoCTEPUIN30BAHHOW 3arpy3km BO Bpewms
oxnaxpeHus. Jiwbas oxnaxgawwas KMOAKOCTb WK  ras, KOHTaKTupywoumne c
npoAayKumMen, [OOMKHbl ObiITb  NPOCTEPUNN30BaHbI, Kpome c/yyaeB, Korpga

BO3MOXHOCTb WMCMNOJ/Ib30BaHNA HErepmMeTunyHbiX YrNnakoBOK UCK/HYEHa " npmeeneHsbl
COOTBETCTBYHKIUME AoKa3aTe/ibCTBa.

XVI. CTtepunusayua napom

101. (94) TMNpu cTepwinsauyum napom HeobxoaAnmo KOHTpO/inpoBaThb
TemnepaTtypy W paBneHve. PekOMeHAyeTCd, 4YToObl cpeacTBa ynpaBieHus Obln
He3aBWCKMbl OT CpPefCTB KOHTPO/IA M 3anuchiBawlwux YCTPOWCTB. Ecnu  ansa 3aTOoN
Lenn MCnosb3ylTCA aBTOMaATUYEeCKMEe CUCTEMbl YMNpasBfieHUA W KOHTPONSA, OHWU
OO/DKHBI MPONTU BaMjauuiw, 4TOOb rapaHTUpPoOBaTb UX COOTBETCTBME TpeboBaHUAM

K  KPUTUYECKOMY  MpOLECCY. HapyweHns B  Xoge npouecca [A0JKHb
pPerncTpupoBaTbCs CUCTEMO M HaxoAUTbCHA Mod HaA30poM onepatopa. B xoge
npouecca cTepuaMsauum MokasaHus He3aBUCUMOIo  AaTyumka TemnepaTypbl
HEeo6XoAMMO TMOCTOSIHHO CBepPsATb C  AaHHbIMW  Avarpammbl 3anvchiBanlero
ycTpolictBa. [ns cTepuiM3aTopoB, WMEWWMX CTOK B [He Kamepbl, MOXET
BO3HUKHYTb HEO6XOAMMOCTb pPerncTpauum TemrnepaTypbl B 3TOW TOUYKE B Te4yeHue
BCEero uukna crtepunmsaumm. Ecnm B UMKA  cTepuansaumm BXOAUT aTan

BaKyyMMpOBaHUA, TO HeOOXOAUMO PErynspHo MnpoBOAUTbL TMPOBEPKU Kamepbl Ha
repMeTu4HOCTb .

102. (95) Crepunulyemble npegvMeTs, He Haxojsunecs B repmMeTUYHbLIX
yrnakoBKax, OO/MKHbl ObiTb 3aBepHYTh B MaTepuasl, NponycKawwui BO34yX U nap,
HO npefoTBpaLawwnii MOBTOPHYKW KOHTaMMHaUMK  3TUX npegMeToB rnocre
cTepuinsaunm. HeobxoguMo o6ecrneunTb KOHTaAKT BCEeX 4acTei 3arpy3ku co
CTEPUIN3YWNUM areHToM MNpu 3afaHHbiX TemnepaType n BpeMeHwW .

103. (96) Heob6xogumo obecneunTb, 4YTOOL AN CTepuinlauuu npuMeHsincs
nap Hagnexawero KayecTBa, He cojepxawumid Takoro kKosmyecTBa  npumeceii,
KOTOpoe MOrsno Obl Bbi3biBATb KOHTaMMHaUMKO MNPOAYKLMU wuan obopyaoBaHuA .

XVI1. CyxoxapoBasa cTtepuansauuns

104. (97) MNpu cyxoxapoBOW CTepuIn3auun [OKHb  ObITb npenycMoTpPeHbI
UMPKYAUUA BO34yXa BHYTPU Kamepbl M nogdepxaHne M36bLITOYHOro AaBfieHus AN
npefoTBpaleHns nonagaHna BHYTPb Hee HecTepusibHOro BoO34yXa. No6oii
nocTynawumin BHYTPb BO3A4yX [AOO/MKEH MNPOXOAMTb 4Yepe3  (uUAbTpb BbICOKO/4
apexkTnBHocTn (HEPA-unbTp). ECcnn cTepunnsauusa npegycmaTpuBaeT ycTpaHeHue
NMUPOreHoB, TO KaK 4YacTb Ba/vgauum [OO/MKHbl  ObiITb  NpoOBefeHb ncnelTaHns ¢
npegHamepeHHsIM MCNoJIb30BaHMEM 3HAOTOKCUHOB .

XVI1I1. PaguauvoHHasa crepuinsauyms

105. (98) PagnauuoHHyK cTepunusaumio UCMosib3ywT riaBHbIM 06pa3om ons
cTepuansaumm TepMOYYBCTBUTENIbHLIX MaTepuasnioB " NpoayKLUNN . MHOrve
NeKapCTBEHHbIE CpeACcTBa M HEKOTOpble YNakKOBOYHbIE MaTepuasisl YyBCTBUTE/IbHbI K
NOHN3VpPYIEMY U3NYYEHWU0, C/iefoBaTes/ibHO, 3TOT MeToh AONYCTUM TOJSIbKO Torja,
Korga Obl10 3KCMEePUMEHTa/ILHO MOATBEPXAEHO OTCYTCTBUE BPEAHOro BJIUAHUA Ha
npoaykumio. Kak npasuno, o065ydeHune ynbTpaduosieToBbiM U3NyYEHUEM He ABNAsdeTCcA
npveMsieMsiM MeTOAOM CTepunn3auuu.

106. (99) Bo Bpemsa npouecca cTepuInsauum OO/IHKHO npoBoAUTbLCA
N3MepeHne MNOrJ/oWEeHHOM A03bl WOHMU3NPYWWEro n3nyyeHua. [Ansa  aToro  cnepyert
MCNOMb30BaTb AO3UMETPbl, MOKa3aHWA KOTOPbIX He 3aBUCAT OT  UCMO/b3yemol
MOWHOCTW [O03bl U3YYEeHUsi, HO KOTopble  obecneyuBawT KO/INYECTBEHHYI0
pervcTpaunio A03bl  WU3/yYeHUsi, MOr/OWEHHYIw CcamMOoi NpoAyKUMe . Jo3nmeTpbl
OO/KHbI ObITb pa3meleHbl cpefn 3arpy3ku B [OCTaTOYHOM  KOJMyecTBe M Ha



[OCTaTOYHO 6/M3KOM pPacCTOosAHUM ApYr OT gpyra, 4Tobbl rapaHTMpoBaTb Hasmyune
OO3MMEeTPOB BO BCexX MecTax, MogBepraemMbiXx 06/ydYeHunIo. MnacTmaccoBble
OO3VMeTpbl  AO/DKHbl  MPUMEHATLCA /Wb B Npefdenax cpoka hencTema nx
KanmbpoBKN . loKa3aHus [03UMeTPOB Heo6XOoAMMO CHUMaTb B TeyeHue KOPOTKOro
oTpe3Ka BpEeMeHW rocse 06yyYeHns .

107. (100) B «kayecTBe cpeAacTBa [AOMNONHUTENBHONO KOHTPOSSA MOryT
Ncrnonb3oBaTbCA GUOMIOrMYECKUE UHANKATOPSI .

108. (101) Mpouenyps Banujaumu [O/MKHb rFapaHTMpoBaTb, 4YTO YUYTEHO
BNIUSIHAE Pa3HOlM MJIOTHOCTU YKNafKW CTepuiu3yemMor npoayKuum.

109. (102) Mpoueaypbl obpaleHUst ¢ maTepuasiamMm  OO0/KHbI npegoTBpawaTb
nepenyTbiBaHNE Mexay O6/lyYeHHbIMM W HEeOOG/TlydeHHbIMM MaTepuanamu. Ha — Kaxayio
YNaKOBKY [OJ/IXHbl OblTb HaHECEeHbl YYBCTBUTEJIbHbIE K U3JTYYEHUIO LBeTOBblE
WHAMKATOPbL ONS TOro, 4YTo6b pas/nyaTb YNakoBKW, Mpowejuve v He npoweawmne
ob6nyyeHue.

110. (103) CymmapHasi NOrfoweHHas go3a M3MyYeHust Ao/kHa ObiTb HabpaHa
B TeyeHune BpemMeHW, OTBEAEHHOro Ha Mpouecc cTepuansaunu.

X1X. CTepunusauus OKCUOOM 3TuseHa

111. (104) 3T1OoT meTon MOXeT ObiITb MCMONb30BaH TOMbKO TOrga, Korga
HEBO3MOXHO WCMO/Ib30BaHMe Apyroro crnocoba. Bo Bpews Banugauuu npouecca
OO/MKHO ObITb AOKa3aHO, YTO OTCYTCTBYET noBpexawlee BANSHME Ha NpoAyKuui,
a npefycMOTpEeHHble A1 gerasaumm YC/IoBUS U BPEMSA TaKoBbl, 4YTO  KOJINYECTBO
OCTaTO4YHOIro rasa M npoayKTOB peakuun OyaeT HaxoguTbCsa B LOMNYCTUMbIX
npegenax, YCTaAHOBJ/IEHHbIX A1 AAHHOIrO BuAa NpoayKuuu mnu martepuana.

112. (105) CywecTBEHHOEe 3HayeHne WuMeeT HeNoCpeaCTBEHHbIN KOHTaKT
Mexgy rasoMm M MUKpoopraHuamamum. Heob6xoaumMo NPUHATbL Mepbl MPeAoCTOPOXHOCTU
OT BK/IOYEHUS MUKPOOPraHuamoB B Matepunas (Hanpumep, B KpUCTasibl nnu
BbiICYWEHHbIA 6en0K). Buag M KONMYECTBO YMNAKOBOYHLIX MaTepuasioB MOFyT
CyWeCTBEHHO MOBAUATb Ha npouecc.

113. (106) nMepep o06pabOTKOM ras3om  AO/HKHO ObITb obecneyeHo
COOTBETCTBME B/IAXHOCTM U TeEMNepaTypbl MaTepuasioB TpeboBaHMAM npouecca.
Tpebyemoe gnsd 3TOro Bpems AO/KHO 6biTb, MO BO3MOXHOCTWU, MWUHUMaJTbHBIM .

114. (107) Kaxgph uukn cTepunusaumm AOSMKEH KOHTPO/MpOBaTbLCA C
NOMOLLbI0 COOTBETCTBYWWMX OUONOIMrMYECKNX MHOMKATOPOB, HEeobXxoAumoe KOSM4ecTBO
KOTOPbLIX [O/MKHO ObiITb PaBHOMEPHO pacrnpegesieHo No Bcell 3arpy3ke. lonyyeHHast
npu 9TOM MHpoOpMauus [O/KHA COCTaB/SATb YacCTb [OCbE Ha Cepur roTOBOWA
npoayKunn .

115. (108) [na Kaxgoro uukna cTepuamsauum  OO/kHbl  ObiTb  OOPM/IEHSI
3anucn C ykKasaHMeM BpPEeMEeHM MOJIHOFO 3aBepleHuns uMkna, haBneHus,
TemnepaTypbl U BAQXHOCTW B Kamepe BO BpeMs Mnpouecca, a TakKke KOHUeHTpauuu
N oblwero Ko/myecTBa WCMO/b30BaHHOIO ra3a. [laBneHve wu TemnepaTypy
HEeo6XoAMMO pPervcTpMpoBaTb Ha MPOTSXKEHUMM BCEro UMKIa Ha Auarpamme. 31K
3anucnM AO/XHbl COCTaBMATbL YacTb [OCbe Ha Cepui roTOBOW NPOAYKLNN.

116. (109) 3arpy3Kky nocne cTepuansauymm HeOOXoANUMO XpaHuTb nog
KOHTPO/JIEM B YC/I0BUSX BEHTWAAUUM, YTOOb 06ECneyYnTb CHUXEHME  COofepxaHus
OCTaTO4YHOr0 rasa M NpoAyKTOB peakuMum [O YCTaHOB/EHHOro npegena. 3T0T
npoLecc [O/MKEH MNPOTU Banugauuio.

XX. ®dunbTpauus feKapCTBEHHbIX CPeACTB, KOTOpble HEe MOryT ObiTb
npoCTEepMIN30BaHbl B OKOHYaTE/IbHOW yMaKoBKe

117. (110) npoBegeHue cTepuIM3ylWen GuabTpaunn He ABnaeTcd
JOoCTaTo4HbIM YC/IOBMEM CTepwuiM3auun, ecnu BO3MOXHO npoBefeHne cTepunnsauunmn
NPOAYKUMN B OKOH4YaTes/IbHOW YyrnakoBke. [lpefnoyTuTeNIbHbIM  ABNAETCA MeTOo[,

cTepuiMsauun napoMm. Eciv npoaykuusi He MOXeT ObiTb npocTepunn3oBaHa B
OKOHYaTEe/IbHOW yMakoBKe, TO  pPacTBOPbl WU XWUAKOCTWU MOFYT  GblITb
NPOYUILTPOBAHL UYepe3 CTEPWIbHLI  (UILTP C  HOMUHAJIBHbLIM pasmepom nop

0,22 mkm (U MeHee) wunM 4epe3 GUALTP C aHa/I0rNYHOIA CMNOCOBHOCTbI0
3aflepxuBaTb MUKPOOPraHu3mbl B npeaBapuTeNlbHO MPOCTEPUIN30BaHHbIE KOHTEHep:
(ynakoBkn) . Takve (GuAbTPbl MOFYT yAansdATb 6OMbWUMHCTBO 6aKTepuii U MAeCHEBbIX
rpn6os, HO He BCe BUPYCbl WM MUKOMAa3Mbl. [03TOMy AO/xHA ObiTb paccMoTpeHa
BO3MOXHOCTb [OMOJ/IHEHMA npouecca (uabTpauun TepMUyYecKoi 0bpaboTKoli
onpeaeneHHom cTeneHu.



118. (111) B cBdA3M € Tem, UTO MNpu CTEepUIN3ywllei hunbTpaunm no
CpaBHEHUI C ApyruMM Mpoueccamm CTepuansaumm CcyuwecTBYEeT  MOTeHUWasbHbINA

OOMNOMHUTENbHbLIE  PUCK, HEeNocpeacTBEHHO nepen (hacoBKOiA pekomeHayeTcs
noBTopHas (uabTpauus 4epe3  AOMNOSHUTESbHbIN CTEepUIN3yumin punbTp,
3ajepx1BalnWnini - MMKPOOPTaHN3Mbl . MocnegHwlw  CTEPUNNIYIWYI hrunbTpaymnio

Heo6X0ANMO OCYWECTB/ATb KakK MOXHO 6nmxe K MecTy (acoBKM.

119. (112) Heobxoammo MCMoNb30BaTb PUILTPL C MUHUMA/IbHLIM OTAEeSIeHUEM
BOJIOKOH .

120. (113) Mepepq vcrnonb3oBaHMEM CTepunmaykluero dunbTpa U cpaly nocne
€ero Mcnosib30BaHUsi Heo6XoAMMO MNPOBEPATb €ro LEesIoOCTHOCTb Takum MeTOAOM, Kak
"Touka ny3bipbka', MeToAOM AMPHY3MOHHOrO MNOTOKa WK ncnbiTaHneMm nog
fasneHvem. lNpu Banngauum [OO/KHb  ONpeaensaTbCcA Bpems, Heobxogumoe ANs
punbTpaumn pacTeBopa 3afaHHOro ob6bema, W nepenag JAdaBneHuini Ha  GuabTpe.
Jo6ble cylwecTBEHHbIE OTK/IOHEHUA OT YKa3aHHbIX NnapavMeTpoB BO BpeMA  TeKylero
npou3BoAcTBa HeOo6XOA4MMO perucTpuvpoeaTb U UcCCnedoBaTb. Pe3ynbTaTtbl  3TUX
NPOBEPOK OO/MKHbI ObITb BK/UEHb B AOCbe Ha cepui npogykumm. Cpal3y  nocne
MCNO/b30BaHNUA Heo6XoAMMO MOATBEPXAATb LENOCTHOCTb KPUTUYECKUX Fra3oBbiX U
BO34YWHbLIX (QUAbTPOB. LlenocTHoOCTb Apyrux ¢unbTPOB AO/kHA  NOATBEpPXAATbCA
yepe3 COOTBETCTBYHWIWME NHTEpBasbl BPEMEHU.

121. (114) He ponyckaeTcsi ucnonb3loBaTb OAWH W TOT Xe GunbTp B
TeueHne 6Gonee ogHoro paboyero [AHA, 3a WCK/IYEHUEM cny4vyaeB, Korga
BO3MOXHOCTb 00fiee A/iMTeNIbHOr0 ero UCno/sb30BaHus NoATBEPXAeHa Banupauueii.

122. (115) ounbTp He [JoxXeH oOKa3biBaTb B/IMAHME Ha npoayKuuwo,
3a/lepkuBasl €ee UHrpeauneHTs WN BblAensasd B Hee Kakue-nnbo BelecTsa.

XX1. OKoH4YaHMe npouecca Mpou3BoACTBa CTEPUILHOW MPOAYKLUN

123. (116) YacTnyHO yKynopeHHble (/1aKoHbl Mocse 3aBepuweHnst NUoMUILHOIo
BbICYWWBaHUA [O/KHb HaxoAMTbCA B  30He Knacca A [0 UMX  OKOHYaTesIbHOro
YKyNnopuBaHusa MNpO6KOWA.

124. (117) KoHTeiHepbl (NEepBUYHbIE YMAKOBKW)  AO/MKHb  ObiITb  YKYMOPEHLI
COOTBETCTBYWIWMMN crnocobamu, KOTOpble npowniv sanugauuio. Npu NCronbL30BaHNN

MeToga 3anaiikm, Hanpumep, CTEK/SAHHbIX WM  NaacTMacCoBbIX amnyn, BcA
npoaykums nognexut 100%-HoMy KOHTPOJI0 Ha UeNoCTHOCTb. B gpyrux criyyasax
KOHTPO/Ib  UENIoOCTHOCTU NPOAYKUUN  OOSKEH npoBOAMTbLCA YCTaHOB/IEHHbLIMA
mMeToaamu .

125. (118) Cucrtema yKynopuvBaHuUSA (P/1aKOHOB, HAMOJ/IHEHHLIX B acenTu4yecKux
YCNOBUSIX, He SABASETCHA MOAHOCTbK LEMIOCTHOW A0 Tex Mop, NokKa Ha YKYNOpeHHOM
Npo6Koii hnakoHe He OypeT obxaT (3akaTaH) aMuHMEBHIM Konnayvok (Kpbiuka). B
CBA3N C 3TMM O0OXUM Ko/snadyka nMocfe yKynopuBaHusi Mpo6Kon HeobXxoanmo
BbINO/IHATb KaK MOXHO paHblle .

126. (119) MocKosibKy Npu O6GXMME KOJMayKoB MOXET BblAeNsaATbCA 6onbloe
KO/IMYECTBO MeXaHW4yeckMx 4acTtuy, obopyaoBaHve Ana obxuma  Heo6Xoaumo
pasmewarb OTAENIbHO U CHabxaTb CUCTEMOW BBITAXKM BO34yXa.

127. (120) 06xMM KOMMNa4yKoB Ha (nlakoHax MOXeT MPoBOAMTLCHA KaK  4acTb
acenTUYeCKOro npouecca C MCMO/Ib30BaHWEM MPOCTEPUIN30BAHHbLIX KOMNAayKoB WAn
B YC/IOBUAX UYMCTOrO MOMEWEeHUs BHE acenTu4ecKoi 30Hbl. B nocnegHem  cnydae
(1aKoHbl AOMKHbI GbITh 3awuiieHbl 30HOW knacca A, NOKa He MOKMHYT acenTU4YecKyl
30HY, WU B Aa/ibHENWEM YKYNOpPEeHHbe MpoOKamy (akKoHbl AO0/MKHbl  ObiTb 3allmuieHbl
nyTem nogayn 4YMCTOro BO3fyxXa kjiacca A, TMNoKa Ha HUX He O6yayT — obxats
KOMnaykKu.

128. (121) onakoHbl 6€3 NpPoOOKM WM CO CMEWEHHOW npobKol Heobxoanmo
yaanaTb O 06xMMa Konnadka. B cnydae ecnv npu o6Gxvme KosnavykoB Heobxoaumo
BMeWaTeNbCTBO YesioBeKa, A1 UCK/IYEHUS MPAMOro KOHTakrta C (nakoHamm WU
MUHUMN3auMM MUKPOOHOW KOHTamMuMHauun [O/XHa WCMo/b30BaTbCA COOTBETCTBYWWas
TEXHOMOrnsa.

129. (122) 3pheKTuUBHbLIM CPeACTBOM  3aluThl MOryT ObiTb Gapbepb Unu
N30MATOpbl, OrpaHuuuBawme fOCTyn B pabouyl 30Hy, obecneuvBawlume Tpebyewmble
YCNOBUA U CBOASAWME K MUHUMMYMY MPSAMOA AOCTYN 4yesioBeKa K ornepauun obxmma.

130. (123) T[epBuYHbIE YMNaKOBKW, repMeTU3MpOBaHHbE MNOoA BaKyyMOM
(BakyyMHble YNakOBKW), AO/MXHb MPOBEPATLCA Ha COXpaHeHuWe BaKyyma  nocne
3apaHee oOrnpefeneHHoOro NPoMexyTKa BpeMeHU.

131. (124) NepBu4YHblE YNaAKOBKUM C MpoAayKuuen ans napeHTepasibHOro
BBEAEHNSA HeobxoauMMo npoBepsATb uHAMBMAYasibHO (MOWTY4YHO) Ha Hanuuune



NMOCTOPOHHUX BKJ/IOYEHUA WU APYTrUX HECOOTBETCTBUI MO Ka4yecTBY. BusyasibHbiii
KOHTPO/Ib [A0/KEH MPOBOAUTBLCHA MPU YCTAHOBJ/IEHHbLIX YPOBHSAX OCBEWEHHOCTU U (hoHe
paGoyero nonsi. Heo6GXoAUMO PerynsipHo MNpoBepsATb 3peHue onepaTopos,
BbINMOSHALWNX BU3YyasibHbIi KOHTPOsIb  (ecnn  onepaTopbl  UCMOb3YT 04YKM, TO
npoBepka 3peHus npoBoAUTCA B o4ykax). B Xxoge BU3ya/lbHOro  KOHTPOSs
NPOAYKUUN PEKOMEHAYETCH AOCTATOYHO 4acTO OpraHM30BbLIBATb MEpPepbiBol B paboTe
onepaTtopoB. [py MCMNOMb30BaHUM APYrUX METOAOB KOHTPO/AS MPOLECC  KOHTPONs
Heo6XxoANMO BaNMAMPOBaTb, COCTOSAHWE 060pYyAOBaHNSA HEo6XOAMMO  NepuoanYvecKu
npoBepsiTb. Pe3ynbTaTbl BU3YaJ/IbHOrO0 KOHTPOAS  [AO/KHbI  BbiTb ohopMIEHbI
[OKYMEHTa/IbHO .

XX1'1. KoHTponb KayecTBa

132. (125) WcnbiTaHMe roToBbIX MPOAYKTOB Ha CTEpPUIbHOCTb Heobxoanmo
paccmaTpuBaTb TO/IbKO KakK 3asBepuawnwmi  aTtan B  cepuu KOHTPO/IbHbIX
vMeponpuaTuii, rapaHTUpYoOWMX  CTepWIbHOCTb.- MeToanka UCMbITaHNA Ha
CTEPWIBHOCTb AO/KHa ObiTb BanuaMpoBaHa AN1A Kaxaoro npoaykKra.

133. (126) B cnyuasix, Korga nosiydeHO pa3peleHne Ha BbiMyCK CTepu/bHOM

npoaykumn no napametpam (lMpunoxeHne N 17 K HacToswum [lpaBunav), ocoboe
BHUMaHME [OSMKHO YAENATbCHA Ba/iMjaumnm M KOHTPO/I0 BCEro  TEXHO/I0rnM4eckoro
npouecca.

134. (127) Buibopka 06pa3uoB NpoayKuum, KoOTopble 6biaM  OoTobpaHsl  Ans
NpoBefeHNs UCMbITaHUA Ha CTEepPWIbHOCTb, [AO/KXHA ObiTb penpe3eHTaTMBHOW  And
BCel cepun, N 0bsA3aTeNbHO BK/AWYaTb 06pas3subl, OTOOpaHHble U3 Tex yacTeii

cepun, [N KOTOPbLIX npegnonaraetcs Havbonbwmii  puUCK KOHTamuHauum, B
YaCTHOCTU:
a) (a) 4na NpoAyKTOB, HAmMOSIHEHHLIX B acenTMUYECKUX YCMoBUSIX,  06pas3upl

OOMKHbI BK/YWATb KOHTelHepbl (NepBu4Hbie YNakoBKU), B KOTOpble  NPOMCXOAWU/O
HanosIHeHNe B Hadasle M B KOHUE MpoM3BOACTBa cepuu, a Takke nocse  iwboro
3HaUNTE/IbHOr0 BMelWaTeNbCTBa;

6) (b) pana npoaykToB, nNpowesunx TePMUUYECKYH cTepuinsauun B
OKOHYaTe/IbHOW YnakoBKe, AO/MKHO ObiTb yAeNneHo BHUMaHME OoT60py npo6 u3
NOTEHUNA/IbHO CaMblX XOJI04HbIX YacTell 3arpy3Ku.

* CnpaBo4Ho: OCT P WCO 14644-1 (EN 1SO 14644-1).

** CrnpaBOYHO: YKasaHusi Mo MPOBEAeHU WCMbLITaHuii Ans  noaTBepxaeHus
NMOCTOSAHHOIO COOTBETCTBUSA 33a[aHHOMY K/accy 4YUCTOThH MpMBEAEHs B cTaHaapTe
FOCT P UCO 14644-2 (EN 1SO 14644-2).

MNMpunoxeHne N 2
K lpaBunam opraHusaumn MNpou3BOACTBA
N KOHTPONA KayecTBa JlIeKapCTBEHHLIX CPencTB

Mpon3BoacTBO 6GMonornyeckmnx (B TOM 4uCe MMMYHOBMONOrNYECKNX)
(apmaueBTUYECKUX CybCTaHUMA N NeKapCTBEHHbIX MNpenapaToB

I. O6bnacTb npuMeHeHusI

1. TexHonorva  npoum3sogcTBa  6uonormyeckux (B TOM yucne
UMMYHOOMOMOrNYecKkux) (apMaueBTUYECKNX  cybcTaHuuni " BMoNornyeckmnx
neKapcTBeHHbIX npenapatoB (panee - '6uonoruyeckue (hapmaLeBTNYECKME
cybCcTaHuuM 1 fieKapCTBEHHble npenapaThl'’) SABASETCA KPUTUYECKUMM  (haKTOopoM,
onpejensiwMMm COOTBETCTBYWWNA PErynATOPHbIi  KOHTPO/Ib . dapmaueBTUHECKNE
cybCTaHuum ¥© NeKapCTBEHHble npenapatbl MOryT ObiTb onpegesieHsl Kak

6rMonornyeckne B 3HAUUTENLHOW Mepe UCXOoAA M3 TEeXHONOrunM ux npou3BoAcTBa.-
HacTosiwee MpuioxeHue CNyxnT PYKOBOACTBOM /1A BCEro cnekrpa 6monornyeckmx
(apmMaueBTNYECKUX CYOCTaHUUN M BUONONMYECKNX JIEKAPCTBEHHbLIX NpenapaToB.

2. TpeboBaHusi, yCTaHOB/IEHHblEe HacTOAWUM [pUIOXEHNEM, PacnpoCTpaHAKNTCA
Ha aHTUBMOTUKM Ha OMONOrnYecKnx cTagusix ux MNpPou3BoACTBA.- MpaBnna
Npou3BOACTBA NleKapCTBEHHbLIX MpenapaToB, MNO/IYUYEHHbIX U3 (hpaKUMoHMpPOBaHHO
[OHOPCKOM KpPOBW WMAW Mnasmbl, YCTaHOB/ieHb [punoxeHnem N 14 K HacTOAWNM
MpaBunam, a A9 HEeTPaAHCIeHHbIX PacCTUTEsIbHbIX JIeKApPCTBEHHLIX MpenapaTtoB -
MNpunoxeHnem N 7 K HacToaAwum [MpaBuiam.



3. HacTosuwee lNpunoxeHne pasgesnieHo Ha ABe OCHOBHble 4acTu:
a) (a) O6buwee pykoBoacTBo (HacTb A) - cofepxuT AONOMHUTEsNbHbIe npasuna
npov3BoACcTBa OMONOrMYecKnx (apmaueBTUYECKUX CyOCTaHuui U NeKapCTBEHHbIX

npenapaTtoB, HayMHas OT KOHTPO/IA MOCEBHbIX Ky/bTyp W 6aHKOB KNeToK wu
3aKaHuuBas 3akK/uuMTeNIbHbIMKM OonepauusaMm 1 NpoBeAeHVEM WCNbLITaHUN;
6) (b) CneuvanbHoe pyKoOBOACTBO MO OTAENbHLIM  TUNam npoayKumnn

(YacTtb B) - copgepxuT [OMNOSHUTENbHOE PYKOBOACTBO [ANA OTAENbHbIX  TUMOB
6rMonornyecknx thapmaueBTUHECKUX CyOCTaHUUi N NeKapCTBEHHbLIX MNpenapaTos.

4_ ObnacTb nNpuMeHeHUsa HacToswero MNpuaoxeHna BKAYaeT ABa acnekTra:

a) (a) cTtagna npousBoAacTBa: A0 TOro MOMeHTa, MOKa  OMoAornyeckue
(hapvmaueBTNYECKNE CYOCTaHUMN HE CTaHyT CTEpPWU/bHbIMA, OCHOBHbLIM  LOKYMEHTOM
Aons Hux gaensetca rnaesa IV HacTosduux Mpasun. [paBuna Aans nocnegymwuwmx
cTaguii NpoM3BOACTBa OMONMONNMYECKUX SIEKAPCTBEHHLIX MpenapaTtoB cogepxaTcs B
rnase 111 HacTosawux Mpaswun;

6) (b) Bug npoaykuum: HacTosiwee [punoxeHne aABnseTcs pyKOBOAAWMM
OOKYMEHTOM A1 BCEro crnekTpa 6uoforMiyecknx /eKapCTBEHHbLIX NpenapaToB.

5. 3Tu pgBa acnekTta npeacrtasseHsl B Tabnvuye N 1.  YpoBeHb TpeboBaHwuii
ycuaMBaeTCcs Mo Mepe nepexoga OT pPaHHMX K MNO34HUM  cTaguvsim nponsBoacTBa
OMONOrnyecKnx GapmaueBTUHECKUX CYOCTaHUMin, OAHaKO MPUHLMMbI HacToAWNX
MpaBun [OMKHL co6MwaaTbLCA Bcerga.

6. Ecanm HopMaTuMBHLIMM  MNPaBOBLIMW  aKTamu Poccuiickoii depepauun
YCTaHOB/IEHbl CneunasibHble TpeboBaHUA :

a) (a) p[ana TKaHel W KIeTOK, WCMNOoNb3yeMblX A7 npov3BoAcTBa
NeKapCTBEHHbIX cpencTs, KoTopble CTaHOBATCH 6ronornyeckmm
(apmaueBTUHECKUMM CYOCTaHUMAMW A1 HEKOTOpPbIX  BUAOB 610/10rNyecKmx
NeKapCTBEHHbIX MpenapaTos;

6) (b) B OTHOWEHUN BbLICOKOTEXHO/IOMMYHLIX NIEKAPCTBEHHbLIX MpenapaTos, B
KOTOpPbIX KPOBb W/N KOMMOHEHTb KPOBW WUCMOMAb3YHWTCA B KaydecTse NCXOAHOI 0
ChipbS B 4YacCTW YyCTaHOB/IEHMA TpeboBaHWii K OTOOPY [AOHOPOB, K KayecTBy U
6e3onacHoCTM npu 3abope, TecTupoBaHuu, obpaboTke, XpaHeHun un

TPaHCMNOPTUPOBKE YesIoBEYECKOWN KPOBUM U €€ KOMMOHEHTOB;

B) (C) Ana npou3BoACTBAa W  KOHTPONSA TFEHETUYECKM  MOAMPULMPOBAHHbIX
OpraHnu3MoB, B OTHOWEHUW KOTOPbLIX JO/XHa ObiTb o0bGecrnedyeHa W cobGrigeHa
COOTBETCTBYWWAA M30AAUMA 1 Apyrve Mepbl  3awuThl  Ha obbeKkTax, rge
ocyuecTBnseTcsa Kakasa-nmbo paboTta cC reHeTu4yeckmn MoANDULMPOBAHHLIMMA
MUKpPOOPraHM3mMamn, B LUeNAX YCTaHOBMEHMA W CO6MWAeHMss  COOTBETCTBYHWIErO
YPOBHS1 6MONOrnyeckoin 6e3onacHocTu, - Takue TpebGoBaHWA AO/XHb CO6/M0AATLCS .

Tabnuua N 1. 06nacTb NpPMMEHEeHUs HacTosAlWero MpuIoxeHus

2._png
11. MpuHumn

7. TMNpou3BOACTBO 6MOMOrMYECKUX GhapMaleBTUUEeCKUX cyb6cTaHuuin un
NIEKapCTBEHHbLIX MpenapaToB MMeeT CBOW Cneuupuky, OonpepesisieMyln  xXapakKTepowm
NPOAYKUMN N TexXHoNoruei npousBoAcTBa. XapakTep NpPou3BOACTBa, KOHTpons U
NPUMEHEHNA GMOMIOMNUYECKNX NEKAPCTBEHHbIX MpenapaTtoB TpebyeT o0co6bix  mep
NpPeAoCTOPOXHOCTU.

8. B oT/iMume OT O0O6bIUHLIX JIEKAPCTBEHHbLIX CpPeAcTs, NPOM3BOAUMbLIX C
NCNO/Ib30BaHNEM XUMUYECKUX W (PU3NYECKMX METOAOB, CMNOCOGHLIX AEMOHCTPUPOBATbL
BbICOKYI0 CTeneHb HageXHOCTW, MpPoM3BOACTBO OGUOMNOMMYECKUX  (hapMaueBTUUYECKUX
cyb6CTaHuuii 1 NeKapCTBEHHLIX MpenapaTtoB BK/4YaeT B cebs ncnonb3oBaHue
6MOIOrNYEeCcKnX MPOLECCOB U MaTepuasioB, TakKuxX KaK Ky/bTUBUPOBaHME  K/IETOK
WA  3KCTparvpoBaHue  maTepuasa U3 XMBbIX  OPraHM3MOB. YKa3saHHble
6uonornyeckne  npoueccel  MOryT  [EMOHCTPMPOBaTb CBOCTBEHHYI0 UM
N3MEHYMBOCTb, YTO MNPMBOAUT K CYWECTBEHHOMY AMana3oHy MO6GOYHLIX  MNPOAYKTOB
pas3nnyHoili npupogpl. Mo3TOMy NPUHLMMLI  YNpPaB/EHUS puUcKamn  Ansi KayecTBa
0CO6EHHO BaxHbl 411 AAHHOrO K/acca mMaTepuasioB M [O/MKHbL  COGM0AaTbCS npu
pa3paboTke MeTOAOB KOHTPO/ISi Ha BCEX CTaausax MPoOM3BOACTBaA 4151 MUHUMU3ALUN
BapnMabenbHOCTM N YMEHbWEHUS BO3MOXHOCTW KOHTamMMHauuu u nepeKpecTHOIA
KOHTaMMHauuu .

9. MaTepuanbl, NUTaTeNbHble Cpedbl U YCNOBUS  Ky/NbTUBUPOBAHUS  LENEBbIX
MUKPOOPraHM3MOB, Ky/IbTyp K/IETOK, BMPYCOB BO  MHOIOM Cnocob6CcTByHT



BO3MOXHOCTM POCTa KOHTaMUHUPYKWNX areHToB. MHOrme nekapCTBEHHble npenapath
UMENT OrpPaHNYEHHYKH YCTOMUYMBOCTb K WWPOKOMY CNEKTPY METOA0B OYUCTKU, B
OCOGEHHOCTU K MeTogam, MNpefHa3Ha4YeHHbIM A1  MHaKTMBauMm WKW yCTpaHeHus
NOCTOPOHHUX BUPYCHbIX KOHTaMUHAHTOB. [/ CBEAEHUA K MUHMMYMY  BO3MOXHOCTMU
TakoOW KOHTamuHauuu npon3BoAUTENb [AO/KEH YAeNATb OCHOBHOE BHVMaHue
NJIaHNpPOBaHMID TEXHO/IOFMYEeCKOro npouecca, KOHCTPYKLUN obopyaoBaHus,
NnomMeweHnn, cucTem o6GecneyeHusi, YC/NOBUAM NPUroToBAEHNA U gobaBneHus
OyhepoB 1 peareHToB, OT60OpPY NPo6 M OBGy4YeHW nepcoHana.

10. Cneuundmkaumm Ha npogykuuw (B 4aCcTHOCTM, chneynpmkauum B o6wmnx
(hapMaKonenHbiX CcTaTbAX, (apMaKonerHbX CcTaTbsX, pPerucrpayMoHHoe  [OCbe)
OOMKHbl onpefensaTb, MoryT nm (U ecnu MOryT, TO A0 KakKOW CTeneHn 1 [0 KaKow
cTagun) BewecTBa M MaTepuasibl MMETb OMPEAE/SIEHHbIA YPOBEHb OMOHArpy3KM  Uu
X€ OHW [O/MKHbI GbiITb CTepusbHbIMU. [IPOM3BOACTBO TaKXe AO/HKHO COOTBETCTBOBaTb
OpyrnM TpeboBaHWAM, W3/IOKEHHbIM B PerncTpauyuoHHOM AoCbe /iMbo B MNPOTOKOsie
KINHNYECKOro uccrnegoBaHns (Hanpumep, KOAMYECTBO reHepauui (yaBoenui,
naccaxen) mexgy MNOCEBHOW Ky/bTypoin nnn 6aHKOM K/IeTOK) .

11. [na O6MOMOrnM4YecKux MaTepuasios, KOTopble  He MOryT O6bITb
npoctepunuloBaHbl  (Hanpumep, nyTem @uabTpauyunM), MNpPOM3BOACTBO OO/MKHO
NPOBOAMTBLCA B acenTUYEeCKUX YCNoBMAX [ANS  MUHMMU3AuUM pucKa  BHeCeHus
KOHTaMMHaHTOB. [Na pernameHTauum onpegesieHHbiX Npou3BOACTBEHHLIX — MEeTO40B,
Hanpuvep, ANs yjaneHmsa uaM - MHakKTMBauMm  BUPYCOB, Heob6xoanMo
PYKOBOACTBOBATbCS COOTBETCTBYWWNMU YTBEPXAEHHbIMU Mpouesypamu. [pumeHeHne
COOTBETCTBYHWIEr0 KOHTPOAS M MOHUTOPUHIra 3a COCTOSIHWEM  MPOU3BOACTBEHHO
cpenpl, U, roe 3To ABMSETCHA BO3MOXHbIM, CUCTEMbl YOOpKM M cTepunu3auun  ''Ha
vecTe'" BMecTe C WUCMNONb30BaHWEM 3aKpbiTbiX CUCTEM MOXET 3HaUYMTENbHO
YMEHBWUTb PUCK C/lyYaiHOl KOHTaMMHauMM U NEepeKpecTHOl KoHTaMuHauuu.

12. KoHTponb BK/W4YaeT B cebsa OMONOrM4YecKue aHaMTudeckne  MeToqpl,
KOTOpble XapakKTepulywTcsa 60/5iee BbICOKOW CTeneHbl BapnabenbLHOCTU, YeMm
PN3MKO-XMMHYecKue wmMeTogpl. [loaToMmMy npwu npon3BoACTBE 61onornyecknx
(hapmaLeBTUYECKNX CYOCTaHUUIA U IEKAPCTBEHHLIX MNpenapaTtoB  KIYEBYH ponb
UrpaeT HadexHbli MpPOuU3BOACTBEHHLI MNpouecc, U o0coboe 3HadeHne umveeT
KOHTPO/b B MpoLecce Npou3BOACTBA.

13. buonorvyecknme feKapCTBEHHblE MpenapaThl, B COCTaB KOTOPbIX  BXOOAT

[OHOpPCKMEe  TKaHu  unu KNeTKu, Kak Hanpuwvep, ornpegeneHHble
BbICOKOTEXHOJ/IOMNYHbIE  SIEKAPCTBEHHbIE MpenapaTbl,  AOJDKHbI COOTBETCTBOBaTb
TpeboBaHMsIM  3aKoHogaTenbCcTBa  Poccuiickoli depepauunn B yacTtu
NPOCNEXNBAEMOCTN, YBEAOM/IEHUS YMNO/IHOMOYEHHOrO  (heJepasibHOro opraHa

NCNO/THATENBLHOV BNacTuW O He6NaronpuATHLIX peakumsix U KAMHUYECKUX Cry4dasx B
XoAge Tepanum, a TakKke B 4aCTu TexXHUYeCcKux TpeboBaHui no naeHTupmnkauum,
06paboTKe, MNpefoXpaHeHu, XpPaHeHWK W TPaHCNOPTUPOBKE AOHOPCKMX TKaHemn "

KeToK. 3abop maTepuasioB U MNPOBEAEHUWE UCMbITAHWA  AOJDKHbI npoBOAUTBLCHA B
COOTBETCTBUN C CUCTEMOW KaudecTBa, A1 KOTOPOi onpeneseHs cTaHaapThl U
TexHudyeckue TpeboBaHuA .

14. buonoruyeckue (¢apmaueBTUYECKNE CYOBCTaHUMN W NleKapCTBEHHble

npenapaTbl [O/MKHbl COOTBETCTBOBaTb TPeOOBaHWSAM HOPMATUBHLIX MPABOBLIX  aKTOB
Poccuiickoii Gepepauny B OTHOWEHUW YMEHBbWEHUS pUCKa nepejaun  Bo36yauTens
ry6uaTtoil aHuedasionaTun XMBOTHLIX U JIATEHTHLIX BUPYCOB Yepe3  JIEKAPCTBEHHble
npenapaTsl ANns MEAUUMHCKOIO MPUMEHEHUST U O MPUMEHEHWUS B BETEPMHAPUN .

111. Obuwee pykoBoacTBo (HacTb A)
MNepcoHan

15. (1) TMNepcoHan, paboTawwmini B 30HaxX Npou3BoACTBa WU KOHTpOns
OMONOrNYecKMX (apmaleBTUHECKNUX CybOCTaHUuii U NeKapCTBEHHbIX MpenapaToB (B
TOM u4uC/le nepcoHan, 3aHATbii O4YNCTKONM, O06CNyXMBaHUEM UK KOHTpPO/IEM
KayecTBa), AO/MXEH NPOXOAUTb OOYy4YeHMe M Nepuogmyvyeckoe MOBTOPHOE 06ydyeHue B
COOTBETCTBMM CO CBOMMWU 06S3aHHOCTAMM U cneuupuKor nponsBoaMMmoi npoayKuuu,
BK/loHass Bce Ocobble mMepbl NPefoCTOPOXHOCTU ANA 3aWuTbl NPoayKuuun, MepcoHana
N OXpaHbl OKpyXawllen cpegpl.

16. (2) Ona obecneuyeHuss 6e30nMacHOCTU MPOAYKUMM [AO/KHO MPUHUMATLCS BO
BHMMaHMe 3[0pOoBbe nepcoHana. CoTpyAHUKW, 3aHATble B npon3BOACTBE,
TEXHWYECKOM OGCNYXUBaHUM, MNPOBEAEHUN WUCMbITAHUA KU yXoAe 3a XUBOTHbLIMU (B
TOM 4ucne OCyuecTBASAWWNE KOHTPOSb), NpU HEo6XoAMMOCTU OO/DKHbl ObITb



BaKLUMHMPOBaHL COOTBETCTBYWWUMU CNEUUPUUECKUMM BaKUMHaAMU, a TakkKe  [OJDKHbI
NPOXOAuUTb pPerynspHble MeAUUMHCKUE OCMOTPbI .

17. (3) /wbble 3aboneBaHUs nNepcoHana, KOTOpble MOryT Heb61aronpuATHO
NoB/IMATbL HaA KayecTBO MNpPOAyKTa, [O/KHb MNPEensaTcTBoBaTb paboTe  Takoro
nepcoHana B MPON3BOACTBEHHON 30HEe, a COOTBETCTBYWWME 3arnnCu COXPaHATbLCS .
B npousBoacTBe BakuuHbl BUX M nekapcTBeHHbIX npenapaTtoB TybepkynuHa - MOryT
ObITb 3aHATH TONLKO COTPYAHUKN, KOTOpble PerynspHo npoxogAaT  MpoBepKY
UMMYHHOIO cTaTyca WM pPeHTreHosornyeckoe obcnegoBaHne rpyaHori KIeTKU.
COTPYOHUKM [OO/DKHBI MPOXOAUTL MEAULMHCKWIA OCMOTP C YYeTOM pucka, KOTOpOMY
OHU NOABEPXEHbI. MeaANUMHCKUIA OoCMOTp TpebyeTcsa Ansi nepcoHana, paboTawwero c
onacHbLIMKU OpraHnu3mMamiy .

18. (4) C uenbi MUHMMU3AUUM BO3MOXHOCTM MEPEKPECTHOW KOHTaMuHaumm
Heob6XoAMMO KOHTPO/IMPOBAaTbL OrpaHudeHne ABUXeHUA nepcoHana (B TOM  4ucne
COTPYAHUKOB C/yX06bl KOHTPONA KadecTBa, ChNeunuaMcTtoB o 06CNyxuBaHuo "
ybopke) Ha OCHOBe MPUHLMIMOB YynpaB/eHns puckamnm Ans KadectsBa. Kak npaswno,
He [OonyCcKaeTcs nepexof COTPYAHUMKOB U3 30H, rAe BO3MOXEH KOHTakKT C XWBbIMU
MUKPOOPraHn3Mamm, reHeTUYeCcKu MOoAUPULMPOBAHHLBIMW OpraHn3Mamu, TOKCUHaMu
WNN XMBOTHbIMM, B 30Hbl, [Ae TMpoOBOAATCA paboThl C Apyrou npoaykuuei,
MHaAKTVBMPOBAHHOW nNpoAyKunen wnn ppyrumm opraHusmamm. Ecnu NoA06HbIX
nepexofoB nsbexarb HEBO3MOXHO, [OJ/KHbI OblTb  MPUHATH  Mepbl A/ KOHTpONA
KOHTamMMHauMm corfnacHo npuHuMnam ynpasneHns puckamn ANns KadecTBsa.

NomeweHus n ob6opypoBaHue

19. (5) CreneHb KOHTPOAA NPOMU3BOACTBEHHOM cpegsl B OTHOWEHUN
KOHTamMHauuu 4YacTtuyamm M MUKpPOOpraHuM3mamy B MPOU3BOACTBEHHLIX  MOMELWEHMNSIX
[O/XHA COOTBETCTBOBaTb BuAy (hapmMaueBTUUYECKOW CyOGCTaHUUM, MPOMEXYTOYHON U
roToBOl NpoayKuMM N CTaaMm TeXHONOrmyeckoro npouecca. lMpu 3ToM Heob6XxoaumMo
YUNTbIBATb YPOBEHb KOHTaMMHAUUW MCXOAHLIX MaTepuasioB M CTeneHb pucka  Ans
roToBOro npogykta. B nporpammy MOHUTOPUHIra MNPOU3BOACTBEHHOW cpenpl AOJKHbI
OGbITb  AOMNOSHATENbLHO BK/KYEHH MeToAsl  Ansi  onpeaeneHus npucyTCTBUS
crneunpmnyecknx MuUKpoopraHnamoB (B 4YaCTHOCTW, OpraHuM3mMa-xo3sivHa, OPOXKEBbIX,
NnnecHeBbIX FpuboB, aHa’pPO6HLIX MMKPOOPraHM3MOB), €CNM Ha 93TO  yKa3biBaeT
npouecc ynpasfieHUs pUCKaMn A1 KayecTBa.

20. (6) TMpou3BOACTBEHHbIE W CKNaACKME MOMeWeHus OO/DKHbl OblITb
CMpOEeKTUpOBaHbl C Yy4yeToM TpeboBaHMiAi K Kjaccam 4YMCTOThl, a  Mpouecchl
CniaHNpoBaHbl TakuMm 06pa3om, 4YTOO6b MPefoTBpaTUTb KOHTaMMHaLMO  NPOAYKLUN
NOCTOPOHHUMM BelecTBamn. [pefoTBpalleHne KOoHTamuHauum daBnsietca  6Gonee
3MPEKTUBHBIM, HYEM ee OOHapyXeHMe U YyCTpaHeHuMe, XOTS KOoHTammHauus MOXeT
NPoOsiBUTLCA BO BpeEMS TaKMX MNPOM3BOACTBEHHbLIX MPOLECCOB, KakK GepmMeHTauuss wn
Ky/bTUBUPOBAHWE KNETOYHbIX Ky/AbTyp. KOHTPO/ibHbIE U3MEPEHUs, BK/toUasi
KOHTPO/Ib CUCTEM 06Gecrne4vYeHns U KOHTPO/Sb MNPOU3BOACTBEHHOW cpegpl, [LOJDKHbI
NPOBOANTBLCS B COOTBETCTBUM C MPUHLUMNAMK YNpaB/EHUS pUCKamn O KayecTBa
Ha y4yacTKax, rfge npoxoasaT OTKpbITble Mpouecch W NPOAYKUUS MOXEeT 6biTb
nogBepxeHa  HeNocpeACTBEHHOMY  BO34EWCTBUK ~ MPOU3BOACTBEHHOI  cpeppl

(Hanpumep, BO Bpemsi fo6aB/EeHUs1 BCMOMOraTesfibHbIX BEWECTB, cpen,  6ydepos,
rasos, paboT BO BpemMs MpPOM3BOACTBA BbICOKOTEXHOMOMMYHLIX  JIEKAPCTBEHHbIX
npenapatoB). lpu  BbiGOpe  MNOC/eAOBaTENIbHLIX  K/1aCCOB UNCTOTHI B

NPON3BOACTBEHHbLIX MOMEWEHNAX N COOTBETCTBYWWNX METOAOB KOHTPOSA NPUHLUMMb
ynpaBneHns puUckamn A8 KadecTBa [AO/MKHbl YUUTLIBATL MPUHLNUMLI, WU30XEHHbIE B
cooTBeTCTBYUWUX NyHKTax [punoxeHna N 1 K HacTosAwum [paBuniam.

21. (7) Pabota C  XuBbMU K/eTkavu, YCTONUMBLIMM K cpege
NPOM3BOACTBEHHLIX  MOMELWEHWA, OO/MKHA  OCYlWeCTBAATbCS B cneunanbHO
npefHa3HayeHHbIX MNPOM3BOACTBEHHbLIX MNOMEWeHnax. Ecnu B npov3BoACcTBE
NPUMEHAKTCA MaTOreHHsle MUKpoopraHusmsl (Hanpuvmep, 1 un 2 rpynnsl
naToreHHocTn), TO Takxe HeobxoAuMO MCMNOoNb30BaTb TOJbKO cneunanbHO

npegHa3HaueHHble A1 3TOro MNpPOU3BOACTBEHHLIE MOMELEHNS .

22. (8) Wcnonb3oBaHWe OAHOrO MOMELEHUs1 ANs1 NMPOU3BOACTBA  HECKOMNbKUX
NeKapCTBEHHLIX MpenapaToB MOXeT 6biTb pa3pelleHo, €C/M  TMEPEeYUC/IEHHbIE  HUXe
NN SKBUBAJIEHTHbIE (haKTopbl U MeponpusaTus (COOTBETCTBEHHO  paccMaTpvBaEMbIM
TNam MNpoAayKuuMmM) SBASOTCS 4YacTblo 3(QPEeKTMBHON cTpaTerum KOHTpOnNS,
HanpaBfieHHOW Ha MNpeAoTBpalleHNe MNepPeKpPEeCcTHOW KOHTaMMHALMN:

a) (@) 3HaHMEe OCHOBHbIX XapaKTEepUCTUK BCEX K/IeTOK, OPraHM3MOB W J0GbIX
NOCTOPOHHUX areHToB (Hampumep, MATOreHHOCTb, BO3MOXHOCTb  O6GHapyXeHus,



YCTOUMBOCTb, BOCAPMUMYMBOCTb K WHaKTuBauun), pabota C KOTOpPLIMU
OCYWEeCTBASAETCA B OAHUX U TeX Xe MNOMeWeHUsaX;

6) (b) npu npom3BOACTBE MPOAYKUUN N3 MHOTOUYUC/IEHHBIX Mas/IEHbKUX Ccepuii,
nosiyyaemblX M3 pas/IMYHOro UCXOAHOro coipbs  (Hanpuwvep, NleKapCTBEHHble
npenapaTbl HA OCHOBE K/ETOYHbIX TEXHOMONMN) Ha cTagun pa3paboTKu cTpaTerum
KOHTPONA [O/MKHbl YUMThIBATLCA Takne (hakTopbl, KakK COCTOsiHME 3[0p0BbSA [OHOPOB
C Uefbl CHWXEHWS puUCKa MNOMHOMW noTepu MNpoAyKLMW;

B) (C) npepoTBpaweHVe nonagaHus XuMBbIX MUKPOOPraHnW3MoB U cnop B
CMeXHble TMOoMelWeHuss wuam Ha  obopyfoBaHue  nyTem onpegeneHnss Bcex
NOTEHUNA/IbHBIX MAapWpyTOB MNEPEeKPEeCTHOM KOHTamMMHauum U NCNo/sb30BaHusA
OHOPa30BbIX KOMMOHEHTOB W COOTBETCTBYWWMX  UHXEHEPHbIX mMeponpuaTuii
(Hanpumvep, 3aKpbiTbiX CUCTEM) ;

r) (d) Hanuume meponpuATUIA KOHTPOAS MO YAAIEHUKW MUKPOOPraHW3MOB "
crop nepej, nocnegywumm NPou3BOACTBOM APYroi npoaykuumn. lpoueaypbl OYNCTKU
N AeKOHTaMuHauMm OT MUKPOOPraHW3MOB W CMOp [O/MKHbI ObTb OTBangupoBaHs (B
TOM 4ucne AN1A CUCTEM OTOM/EHUS, BEHTUIAUMM U KOHAWLMOHMPOBAHUSA BO34yXa) ;

0 (e) ecnu MMKPOOpraHu3aMmbl SBASAKNTCS YCTOWUMBBIMU K YCNOBUSIM
NPOM3BOACTBEHHOW cpefbl U B PacrnopsxeHMM UMEKNTCSI COOTBETCTBYWWWE  METOAp,
KOHTPO/b NPONU3BOACTBEHHOMN cpegbl, cneunguueckmin  ans nosy4yaemoro
MUKpOOpraHM3ma, HeobXooumMo MpPOBOAMTb B CMEXHbIX  30Hax BO  Bpewms

npomn3seoacTea M rnocse 3aBepueHnAa OYNCTKM N AOAeKOHTaMMHauun. Takxe HYXHO
npMHMMaTb BO BHMMaHUE pPUCKK, CBA3aHHbeE C  UNCMNOJ/Ib30BaHUEM onpeaneneHHoro
KOHTPOJ/IbHO-N3MEPUTEJIbHOTI O O60pyAOBaHMH (Hanpmmep, Oona ornpeageneHna 4dactuy,

B BO34yxXe) B 30Hax, rAge npoBogsaTcsa paboThl C xuBbiMn 1 (Mnn)
Ccrnopoo6pasynlMm MUKPOOPIraHM3Mamu ;
e) () npogykuma, obopynoBaHue, BCNoMoraTesibHoe ob6opyaoBaHue

(Hanpuvep, ANA KaAvMbpoBKM U Ba/ijauuMm) M OOHOpPa30Bble MaTepuassl  AOJDKHbI
nepemvewaTbCa B npegenax npefHasHauyeHHbIX 30H W AO/KHbl yaanaTbCAa U3 3TUX
30H Takum obpas3om, 4TOOb NpefoTBPaTUTb KOHTaMMHaUWKW APYFMX 30H, apyromn
NPOAYKUMN Ha pas/nyHbiX CcTaauax npou3soacTsa (B 4acTHOCTWH, cnepyeT
npefoTBpaTUTb KOHTaMUHAUUKW MHAKTUBMPOBAHHLIX MPOAYKTOB WM  aHaTOKCUHOB
HEVHaKTUBUPOBAaHHbLIMM MNPOAYKTaMn) ;

%) (g) NMpou3BOACTBO Ha OCHOBE MpuHUMNA MPOBEAEHUs OAHOTUMHBLIX LIUK/IOB
npoussoacTea (KamnaHwuii) .

23. (9) HeobxogMMOCTb Ha/MuMsa CreymaIn3mpoBaHHbIX MOMelWeHnn  ans
(PUHUWHOM 06paboTkn (B YaCTHOCTU, ANS MNPUrOTOB/IEHMSA, HAMNO/HEHUSA, YMNAKOBKW)
OyAeT 3aBMCETb OT MEepPEeYUC/IEHHbIX Bbile (PaKTOPOB, a TakKke OT AOMNOSHUTEsNbHbIX
(aKkTOpOB B OTHOWEHUU cneundukn GMONOrNMYEecKOro NIEKapCTBEHHOIO Mpenapata u
XapakTepuCcTUK OpYroi Npoaykuum, BKAYas nwbble Hebnonornyeckue - npoayKThl,
npon3BoAuMbE B TeX Xe MOMeWeHnsxX. Ha 3akmounTesnbHbX CcTaguax MoryT

HOTpe6OBaTbCH opyrme Mepbl KOHTPOA OHpGAEﬂEHHOﬁ nocnenoBaTtesibHOCTU
AO6aBﬂ€HMH BewecTB, CKOpPOCTM nepemewunBaHnA, KOHTPOJIA BpeMeHn un
TeMmnepartypsl, npeanesibHoro BpeMeHn BO3A€MCTBMH cBeTa W"n repmeTundaugnmn

(wzonduymn) , a Takke B npouegypax OUYMCTKM B crydae nponuBa (pacchinaHus) .

24. (10) MeponpuaTna wn npoueayps, Heobxoaumbie AONs obecneyeHus
6e30MacHOCTU MPOU3BOACTBEHHOW Cpedbl U MepcoHana, He AOJ/IKHbl NMPOTUBOPEYUTDb
MEponpuUATUSAM M npouegypaM, HeobxoaumbiM A1 06ecneyeHusi KadyecTBa npoaykTa.

25. (11) CwucTemb BO3AYyXONoArOTOBKU  AO/KHbl  BbITb CNPOEKTNPOBaHbI,
CKOHCTpPyMpOBaHbl M 00CNyxMBaTbCA TaKum 006pa3oM, 4YTOObl UCKIOUUTb puCK
NEPEKPeCcTHON KOHTaMMHaLUW Mexay pas3/IMyHbMA - MPOU3BOLACTBEHHLIMM  30HAMM.
Takke  MOXeT  BO3HUKHYTb  HeobXxogMmMoCcTb B OTAE/bHLIX CcucTemax
BO34yXOMNOArOTOBKN A1 OMNpefeneHHbX  30H. PeweHne OTHOCUTENBLHO
NCMONb30BaHNA CUCTEM BEHTUAAUUM 6e3 peunpKynsaumm OOKHO ObiTb MPUMHATO  Ha
OCHOBaHUM NPUHUUMNOB YyNpaB/ieHUsa puUCKamm A9 KadecTBa.

26. (12) PaboTy CO CcTepwunbHOW NpoAyKuueihn HeobxoAMmMo BECTM B 30Hax C
N36bITOYHLIM AAB/IEHMEM, HO B OCOObLIX 30HAX B TO4YKax JioKamM3auum naToreHHbIX
MMKPOOPIraHN3MOB HEOO6XOAUMO co3jaBaTb OTpuuaTesbHbli nepenag AaBfeHusa  4ns

npegoTBpaueHns pacnpocTpaHeHUsT KOHTaMMHAHTOB 3a npefesibl 3TUX  30H. Ecnun
0N paboTbl B aCenTUYECKMX YCAOBUAX C MaTepunasiamm, COCTaBAAoWUMMN 0coO6bli
puck (Hanpumep, C MaTOrEHHbLIMM MUKPOOPraHM3Mamm) MCMOJMb3YHTCS 30HbI C

MOHMXEHHbIM AaBfeHNEM WUAM 6Ge3onacHsle GOKCbl, UX creayeT OKpyxaTb  30Hamu
COOTBETCTBYWWEINO K/acca UMCTOTbl C W3OGLITOUHLIM AaBfeHuem. [aHHble  nepenagsb
OaBNeHnst O0MKHbl ObITb YETKO onpefeneHsl U A0/KHb HaXoAUTbLCS MNoA NMOCTOSAHHbIM
KOHTPO/IEM C COOTBETCTBYWIWMMM HACTpOiKamMym aBapuMHOM CUrHaIM3auumn.



27. (13) KoHcTpyKuus obopyaoBaHusi, WCMOMb3YEMOro A paboTbl C XWUBbIMU
MMKPOOpPraHn3Mamm 1 KreTKamm, BKA4Yas obopygoBaHue ans oTbopa npob, Aos/mkHa
NUCK/IKYaTb BO3MOXHOCTb KOHTaMMHauuu BO BpeEMsS NMpoBefeHus paboT.

28. (14) KoHcTpyKuusi, obecneumBawiias MeEPBUYHYH U301AUMK0, OOKHA
NUCKKYaTb PUCK yTeudykn OMOMOrnyeckux areHToB B HenocpeacTBeHHoe — pabodee
NPOCTPAHCTBO, 4YTO AO/MKHO ObiTb MOATBEPXKAEHO pe3y/bTaTaMu TECTUpPOBaHUA  C
onpegeneHHol NepnoguvyHOCTbH .

29. (15) Npu HanNMuuUM BO3MOXHOCTU PEKOMEHAYEeTCH WCNO/Mb30BaTb CUCTEMbI
"OUnCTKM Ha mecTe" wn "obpaboTKM napoMm Ha MmecTe" ('cTepunnsaymn Ha
mMecTe') . KOHCTpyKuuss BEHTWNEN Ha (epMeHTaTopax [Ao/kHa  npegycmaTpuBaTb
BO3MOXHOCTb UX CTepuausauum napom.

30. (16) Bo3aywHble (GUALTPbLI AO/MKHLI ObITb FUAPOPOOHLIMU, CPOK KX CYXObI
OO/mKeH ObITb onpefenieH B Mpouecce Bavjauun MyTem NPOBEPKU LENOCTHOCTU  C
onpegeneHHor NepuoguyHOCTbI0 COr/laCHO COOTBETCTBYWWAM MNpUHUMNAaM YyrpaB/ieHus
puckamm AN KadecTBa.

31. (17) KoHCTpyKuusa [ApeHaXHbX CUCTEM [AO/KHA MO3BOMIATb npoBOAUTb
3hhEKTUBHYK HENTpaM3auuio U AeKOHTaMMHauMi CTOYHbLIX BOg4 AN1s NCKJ/IYEHNS
pYCKa NepeKpecTHOM KOHTaMMHaumn. [OMXHO O6biTb 06ecrneyeHo  BbIMOJIHEHME
TpeboBaHWli 3akKoHogaTenbcTBa Poccuiickon degepaumm C  LESb MUHMMU3 ALK
pyYCKa KOHTaMmuHauuu OKpyxawwern cpefbl B COOTBETCTBUM C pUCKaMWU, CBA3aHHLIMU
C 6MO0rMYECKO OMacHOCTbI OTXOA0B MPOU3BOACTBA.

32. (18) BBugy W3MEHYMBOCTU CBOWCTB OGMONOrNYECKNX NeKapCTBEHHbLIX
CpeagcTB  MAM  MNpPOLECCOB  MX Mpou3BOACTBa Heobxoammo oTMepmBaTb WUan
B3BeWnBaTb Kakoe-1nmbo cooTBeTcTBywuee n (MNnM) KpUTUYECKOE UCXOAHOE Chipbe
(Hanpumvep, nuTaTesibHble cpeabl n 6ydeps) B XoAe TEXHOMOrMYecKoro npouecca.
B aTux cny4yasax B MPOU3BOACTBEHHOW 30HE [OMYCKAETCs XpaHeHne  HebonbWnxX
3anacoB 3TON0 UCXOOHOrO Chipbs HAa MNPOTSXEHUM CpoOKa, YCTaHOB/IEHHOrO Ha
OCHOBaHUM COOTBETCTBYWWUX KpuTepueB (Hanpumep, AAUTENIbHOCTb MPOu3BOACTBa
cepun nUNu AAUTENbHOCTb KamnaHun) .

XnBOTHbIE

33. (19) Ana npousBoAcTBa OUONOMrMYECKUX J/leKapCTBEHHbLIX npenapaTos
MCNOMb3YHNTCA pa3Hble BUAbl XMBOTHbLIX. MOXHO BblgeMTb f[Be 6onblve rpynmel
NCTOYHNKOB:

a) (&) xuBble XMBOTHble, OObeAMHEHHble B rpynnsl, crtaja, cTaum. Hanpuwep,
o06e3bdAHbl (BaKuMHa NpoTWB MNOMMOMUENnnTa), Jowagun, OBUbl W KO3bl (MMMYHHblE
CbIBOPOTKU MPOTWUB S40B 3Mel M CTON6HAKA), KOwkM (@anneprexsl), KPOAUKU, Mblln

n xomsku (BakKuuHa nNpoTMB 6eweHcTBa), KO3bl, KPYMHLIA poraTbii CKOT
(TpaHCreHHble NpPoAyKThl) ;
6) (b) TKaHM ”N KNEeTKN XUBOTHOIrO MNPOUCXOXOEHUS, NU3BJIEYEHHbIE N3

YMEpPWBEHHLIX XMBOTHbIX (OBLUb MU CBMHbW), WCMOMb3yemble A7si  NPOM3BOACTBA
BbICOKOTEXHOIOMMYHBIX JIEKAPCTBEHHbLIX MPENapaToB WM KaK Cbhipbe AN (epMEHTOB,
aHTMKOary/sssHToB M rOpPMOHOB.

34. KMBOTHble TaKxe MCMNOMb3YyKWTCS A1 KOHTPONS KayecTBa B COOTBETCTBUM
co cneuudukauuamMm (NMUPOreHHOCTb, TOKCUUYHOCTb, 6e3BpedHOCTb, chneuuduyeckas

aKTNBHOCTb) .
35. (20) B ponosnHeHWe K BbIMOSIHEHUKW  HOPMaTMBHbLIX TpeboBaHuii B
OTHOWEeHUM rybyaTol 3sSHuedasionaTum XMBOTHLIX, APYyrve onacHble areHThl

(BO30yagMTENN 300HO30B, AHTPOMNO300HO30B XUBOTHLIX) AOMKHb KOHTPOMpOBaTbLCA

N pPerucTpupoBaTbCs COr/lACHO MOCTOSHHO AEWCTBYWWEN NporpaMMe MOHUTOPUHIra.

Ona  opraHusaymMm Takux MporpaMm Heo6xoaMMo  nosy4aTb KOHCY/bTauuio
COOTBETCTBYWWENO crneunanucta. B cnydyasx 3abosieBaHUs XMBOTHbLIX-A0HOPOB UAN

XMBOTHbIX, KOTOPblE UCMNOJMIb3YWTCA B KauyecTBe Cbipbsi, AO/KHb ObiTb MPOBEAEHbl U

3aperucTprvpoBaHbl COOTBETCTBYHWWME MCCAefoBaHNA Ha NpeaMeT MPUrogHoOCTUM 3TUX
XUBOTHbIX M MNPUIOAHOCTM XWMBOTHbIX, MNPEOLIBABWMX B KOHTaKTe C  60/IbHbIM
XUBOTHbIM, AN  UCMNONb30BaHWA npu npousBoacTBe (B KayeCcTBE  UCXOAHbIX
MaTepuanoB WM UCXOAHOINO Cbipbsi), NMPM KOHTPO/SEe KadecTBa MNpoaykKuMm wu  npu
NpoBeAEeHUMN UCNbITaHUI Ha 6e30MacHOCTb. [lo/kHa 6biITb pa3paboTaHa npouenypa
pPeTPOCNEKTMBHOIO aHaM3a, MOo3BojsWass MNpPUHMMaTb pelweHne  OTHOCUTESIbHO
rogHoCTV 6MONOrMYECKol (papmaueBTUYECKO CcybCcTaHUuMM WM IeEKapCTBEHHOI 0O
npenapata, B COCTaB KOTOPOro BXOAMT WAXW MNpu NPOM3BOACTBE  KOTOPOro
NCNoNb30BasiCsl TaKoi mMaTepuas XMBOTHOFO MPOUCXOXAEHUS B KauyecTBE WMCXOAHOIO
mMaTepuana WM UCXOLHOIrO Cbipbsi. [NA yCTaHOBMEHWA TOro, Kakas W3  goHauwui



nocnegHer nokasasia oTpuuaTenbHbi pe3ynbTaT Ha Haimume 3aboneBaHus, Tam
rge npuMeHuUMo, MPOBOAUTCHA MOBTOPHOE TecTupoBaHue o06pas3uos, COXPaHEHHbIX
npv npegpigywev B3ATUM maTepuania OT TOF0 Xe XMBOTHOro-goHopa (ecnn TakoBble
UMEeTCA), YTO BAUSET Ha NPOLEecC NPUHATUA AaHHOro peweHusa. lNpu onpegeneHuun
nepnoga U3bATUSA XUBOTHLIX U3 MNPOrpamMmbl AO/KEH YUYUTLIBATLCA NEPUOL BbiBEAEHUA
NEKApPCTBEHHLIX CPeACcTB, MCMNO/b30BaBWLMXCSA A5 BBEAEHUS XUBOTHbIM-AOHOpPaM Wan
XUBOTHbIM, KOTOpblE MUCMO/b30B&/IMCb B KA4YeCTBE Cbipbs, 4YTO [O/MKHO ObiTb

0(hOpMNIEHO [OKYMEHTA/IbHO .

36. (21) Ocoboe BHMMaHME HeobxoAuMO YyAensTb npeaoTBpaweHnin n
MOHUTOPUHIY WHPEKLMOHHLIX 3ab0/eBaHNn Yy XUBOTHbLIX, KOTOpPbIE MCNOMb3YKHTCA B
KayecTBe Cbipbsi, U Y XUBOTHbIX-AOHOPOB. [pUHMMaEMble Mepbl  AO/DKHbI  BK/AKYATb
KOHTPO/lb WCTOYHUKOB, MOMEWEHWA, nacTouy, KOHTPO/b brnonornyeckoii
6e30MacHOCTN, PEXMMOB MNPOBEAEHUS WUCMbITAHUA, KOHTPO/SIb  BCNOMOFaTes bHbIX
vMaTtepvanoB U KOPMOB A7 XMBOTHbLIX. OCOOEHHYW 3HA4YMMOCTb MMEKNT  MPOBEPKMU
XUBOTHbIX, CBOOOAHLIX OT Cheuupnyeckux naTtoreHoB. [osmkHbl ObiTb  onpegeneHs
TpeboBaHNA K COAEPXaHWK N MOHUTOPUHIY 340POBbSA APYIMX XUBOTHbIX (Hanpumep,
XUBYWUX B CTasax Man crtagax) -

37. (22) Onsa JleKapCTBEHHbLIX npenaparos, MPOn3BeAeHHbLIX C
NUCMONb30BaHNEM  TPAHCIEHHbIX  XUBOTHbIX, JOoMmKkHa  ObITb obecrneueHa
OTC/NIEXMBAEMOCTb MCXOAHbIX XUBOTHbLIX, WCMOMb30BaHHLIX A1 CO34aHUA U3 HUX
TPaHCIEHHbIX XUBOTHbIX .

38. (23) 0Ocoboe BHUMaHWE AO/MKHO OblTb YAE/NEHO BbLIMOJHEHUI  TpeboBaHwWi
HOpMaTMBHbLIX MPaBOBLIX aKTOB Poccuiickon Oepgepaunn, perynmpyowmx  BOMPOCH
3aWnTbl XMBOTHLIX, WCMNOMb3YEMbIX B 3IKCMEPUMEHTa/IbHbIX LUenax, B OTHOWeHUU
BMBapueB, B KOTOPbLIX COAEPXKATCHA XMBOTHbE, yXO4a 3a XMBOTHbLIMM N KapaHTUHAa.
BvBapun, B KOTOpbLIX COAEPXATCHA XUBOTHbIE, WUCMOMb3YyEMbEe A/ NMPOU3BOACTBA U
KOHTpOn4 KayecTtBa  6GUOMOrMYecKMX  (hapMmaueBTUYECKMX cybCcTaHumin un
NEKapCTBEHHLIX MpenapartoB, AO/KHbI ObITb OTAENEeHb OT  30H nponsBoAcTBa U
KOHTPONSA KadecTBa.

39. (24) [nAa pas3nyHbiX BUAOB XMBOTHbIX [AO/IKHbl ObiTb  OnpegeneH.
OCHOBHble MNOKasaTenu, KOTopble 3aTemM KOHTPOJUPYWT WU perncTpupywT.
MokaszaTesnm MOryT BK/Iw4YaTb BO3pacT, MNoOA, BEeC U COCTOSsHME  340pOBbA
XUBOTHbBIX .

40. (25) [Ona npepoTBpaleHus pucka nepenyTbiBaHNA XNBOTHbIX,
6ronornyecknx areHToB 7 pe3ynbTaTtoB NpoBeaEeHHbIX UCMbITAHUA ©
npefoTBpalleHnsi BO3MOXHbIX OMacHOCTEeN, [AOo/XHa CyluwecTBoBaTb cucrtemMa ux
naeHTUPnKaunm .

JokymeHTaums

41. (26) [AnA ncxofHOro cheipbsi M UCXOAHLIX MaTepuanos ANnA Npou3BoAcTBa
BMONOrNYecKNX NIeKapCTBEHHbLIX MpenapaTtoB MOXeT noTpeboBaTbCA AOMOJMHUTENbHAsA
nHpopmMaumss 06 UCTOYHUKe, NPONCXOXAEHNN , uenu NnocTaBOK, MeTofae
NPoOM3BOACTBa W MPUMEHAEMbIX MeTodax KOHTpPO/sA KadecTBa AN obecneyeHus
HEeo6XxoaAMMOro obbema KOHTPO/sSi, B TOM 4UMC/Ne MUKPOOMOMOrM4YeCKOro KOHTPONs.

42. (27) [na HEeKOoTOopbiX TUMNOB MNPOAYKUMW  MOXeT noTpeboBaTbCA
crieyupuyeckoe onuvcaHve maTepuasioB, BXOAAWWMX B Cepuio, B YyacTHoOCTH,
coMaTUYeCKNX KNeTOK, MCNOJb3YyeMbiX Mpu MNpon3BOACTBE BbICOKOTEXHOJI0M NYHbIX
NeKapCTBEHHbLIX rMpenapaTtoB. B OTHOWEHUM ayTOo/IOrMYHOIro NeKapcTBEeHHOIr o
npenapara u /IeKapCTBEHHOr0 npenapara OT chneuuasbHO NofgobpaHHOro  AoHopa,
NpPoAyKUMA [OO/KHA paccMaTpuBaTbCA KaK ofHa Cepus.

43. (28) [nAa nekapCTBEHHbLIX rpenapaTtoB, MNpu nNpou3BoACTBE KOTOPbIX
NCMONb3YNTCA YeNoBeyeCKne KMNeTKU WM TKaHu [OHOPOB, Jo/mKHa ObiTb
obecneyeHa nMofHas MNPOC/IEXMBAEMOCTb, HayMHad OT WCXOOHOro Chipbsi "
mMaTtepnanos, B TOM 4uc/ne cogepxawas WHpopmaumi 060 Bcex BellecTBax,
KOHTaKTMpOBaBWMX C KAeTKaMnu WA TKaHAMM, BMONOTb A0 NnoATBEPXKAEHNA
NnoslyyeHNs /IeKapCTBEHHOrO npenaparta B MecTe ero npuvmeHeHuda. OOHOBPEMEHHO C
aTUM JosmkHa ObITb obecrneyeHa aHOHMMHOCTb MauMEHTOB ¢ KOH(UAEHUNaNbHOCTb
MHpopMauum 06 wux 3p0poBbe. CoOOTBETCTBYWWME 3anucu, obecneumnBawwmne
NnpocnexmnBaeMoCcTb JIeKapCTBEHHOIO npenapara, [AO/MKHbl XPaHUTbCA B TedeHue
Tpuauatu JieT rnocse gaTthl OKOHYaHMA CpoKa TrO4HOCTHU NeKapCcTBEHHOr O
npenapata. Ocoboe BHUMaHWe [AO/MKHO YAENATbLCA 06ecneyYeHui MNpocnexmBaemMocTu
crieuMpuyecKknx NeKapCTBEHHLIX MpenapaTtoB AN WUCMOMb30BaHUA B 0CO0bIX
cnyyasx, KaK Hanpumep K/IeTKM OT chneuuasibHO NnofobpaHHOro AoHopa.



MPON3BOACTBO NEKAPCTBEHHbLIX CPeACTB C WUCMNO/Ib30BaHMEM KOMMOHEHTOB KpPOBU B

KauecTBe WCXOAHOrO ChipbS WA  MaTepuasioB  [AO/IXHO COOTBETCTBOBaTb
TpeboBaHMsIM 3aKoHogaTenbCcTBa. [lpy npou3BoacTBe BbICOKOTEXHOMO M NUHBIX
NeKapcTBEHHbLIX MpenapaToB fo/xHa 6bTb  obecrneyeHa NpPoC/IEXNBAEMOCTb

yenoBeyvyeCknx KreTok, B TOM 4ucne remMonosTnuvecCKnx CTBOJIOBbIX KNeToK.
MepOI'IpI/IFITI/IFI, o6ecneq|/|Ba+0m,v|e npocnexmBaemMoCTb " XpaHeHne AOOKyMeHTaunun B
TeyeHmne HeO6XO,CI,I/IMOFO nepnoga BpeMeHU, OOJDKHbI ObiITb BK/IOYEHbl B TeXHU4YECKue
cornaweHuna mexgy BOBJ/IEHEHHbIMM B TaKyl AeATEe/IbHOCTb CTOpPOHaMu.

MNpon3BoaCcTBO

44. (29) YuwnthiBad BO3MOXHYI0 BbICOKY!0 N3MEHYMBOCTb CBOIiCTB
6voNnornyecKnx BelecTB U MNPOAYKTOB, HeobxoaMMo ob6ecrneunTb Ha pasHbiX aTanax
XW3HEHHOro uukna npoaykumn (Hanpumep, Ha 3Tane pa3paboTku npouyecca)
NoBbILEHNE HALEXHOCTU M  YCTOMYMBOCTU rMpouecca, CHuxas Tewm cambiM ero
BapnabenbHOCTb M TMOBbiWas BOCMPOU3BOAMMOCTL. [lOBTOpHAsA OueHKa  JokHa
NnpPoBOAMTLCA B Mpouecce 0630pOB KayecTBa MNPOAYKLUN .

45. (30) MockonbKy cpefbl W peakTuBbl B YC/0BUAX KY/IbTUBNPOBaHNSA
obecneymBawT POCT K/IETOK WIN MUKPOOPraHuM3mMoOB, KOTOpble, KakK npaswio,
ABNANTCA MOHOKY/IbTypaMu, 0CO60e BHWMaHWE [O/KHO YAEeNATbCA cTpareruu
KOHTPOMA KadecTBa A1 rapaHTuu npegynpexgeHns M MuHMMU3auum 6uoHarpysku u
CBA3@aHHOr0 C Hel 3arpaAsHeHna wmeTabonutamm u 9HOOTOKCUHaMu . [AnA
BbICOKOTEXHO/IOMMYHbLIX NIEKAPCTBEHHLIX MpernapaTtoB Ha OCHOBE KNETOK, KoTopble,
KakK rnpasuio, MpoOn3BOAATCA MaslbiMM CEPUSMU, PUCK MEPEKPECTHOW KOHTamvHauuu
MEeXOY KNEeTOYHLIMW JIEKApCTBEHHLIMA npenapartaMv OT pa3HbiX AOHOPOB C pa3/NyHbIM
COCTOSIHWEM 3[40pPOBbSA [AO/MKEH KOHTPOMMPOBATBLCA COrfacHo YCTaHOBJ/IEHHbIM
TpeboBaHMAM W npoueaypam.

cxogHoe chipbe U UCXOAHble MaTepualbl

46. (31) CnepyeT 4eTKO onpefeniaTb WCTOYHUK, nponcxoxaeHne u
NPUrogHOCTb GUONOMMYECKNX UCXOAHOrO ChipbA W  WUCXOAHbIX MaTepunasioB ANs
nocrnefywlwero ux ucnonb3osBaHusa (Hanpumep, KPUOMPOTEKTOPLI, NUTawwme KIeTKu,
peareHTbl, NUTaTesibHble cpepfbl, Oydepbl, CbLBOPOTKU, (EPMEHTHI, LNTOKWHbI,
(pakTOpbl pocTa). Ecnm npoBegeHMe HEOOXOAUMbIX WCMbITaHW  3aHuMMaeT MHOI O
BpeEMEHU, [0MyckKaeTcs HauuHaTb 06paboTKy WUCXOAHLIX MaTepuasioB A0 MNOy4YeHus
pe3ynbTaToB 3TUX MWCMNbITaHUii, HO AN UCMONb30BaHMA 3TUX MCXOAHbLIX MaTepuasioB
OOMKHO ObITb YYTEHO UWX B/UAHWE Ha gpyrvue cepum B chnydae BbISIB/1IEHUA
HEeCOOTBETCTBUA N OUEHEHb PUCKW COrNacHO MpuHUunam yrnpaBneHuss puckavmv Ans
KadyecTBa. B Takmx crnyyasax Bbijaya pas3peleHuss Ha BbiMyCK cepuun roTOBOWA
NpoAyKUMN 3aBUCUT OT YAOBMIETBOPUTE/IbHLIX PEe3yNbTaToB WCMbITaHUN NCXOOHOr o
Cbipbsi. Ha ocHOBaHMM TpeboBaHWii K COOTBETCTBYWWAM CTaaunsm npou3BoAacTBa
JOo/MKHa NMPoOBOANTLCH UAEHTUPUKaAUUA BCEX UCXOAHbIX MaTepuanoB. [JononHUTEeNbHbe
TpeboBaHnA ANA ONONMOrMYECKUX NEeKapCTBEHHLIX MpenapaTtoB WU3/10XKeHb B rnase
111 HacTosawumx MpaBun n MpunoxeHun N 8 K HacTosAwum [paBunam, a ansa
6rnonornyecknx tapmaueBTUYECKUX cybcTaHumini B rnaee IV HacToswux MpaBwusi.

47. (32) Mpu oueHKe PUCKOB KOHTaMMHaLUU WUCXOAHOrO Cbhipbs U NCXOOHbIX
mMaTepuanoB BO BpeMs UX MNPOXOXAEHMA NO LuUennm nocTaBoK ocoboe BHUMaHue
HEo06XoAMMO YAEensATb PUCKY, CBA3aHHOMY C rybuyaToil sHuetasionaTuen XMBOTHbIX U

naTeHTHbIMM  Bupycamm. Takxe [AO0/XHO 6biTb yAeneHo BHMMaHue NCXOAHbIM
MaTepuanam, HEenocpeacTBEHHO  KOHTaKTUPYOLWUM c TEXHO/IOrNYeCcKnm
o6opyagoBaHvem wau npoaykumeii (TakuMm Kak nuTaTesibHble cpefpl, NCMNOSIb3YyEMble

ONs CUMyNsauMM acenTMYecKoro po3/siMBa, W CMa304Hbie MaTepuasibl, KOTOpble MOryT
KOHTaKTMpoBaTb C MPOAYKTOM) .

48. (33) BcnegcrtBue TOro, 4YTO PUCKU BHECEHUS KOHTaMuHauum wu
COOTBETCTBYyHWIME MOCNEACTBMA A9 TrOTOBOIO JIEKAPCTBEHHOIO MpenapaTta He
3aBUCAT OT CTaguM nNpoM3BOACTBaA, YCTaAHOB/IEHME CTpaTerun KOHTponsa Ans
3awnTbl  NPOAYKUUK, TMPUIrOTOB/IEHUST PacTBOpPOB, OyjpepoB wu [o6aBnsiembix
KOMMOHEHTOB [O/IKHO OCHOBbLIBATLCH Ha MNpuHUMNax U PyKOBOAAWMX  yKa3aHusix,
cojepxawmxca B COOTBETCTBYWWUX NYHKTax [lpunoxeHna N 1 K HacToAWNM
MpaBunam. Ocobyw BaXHOCTb WMEKWT KOHTPOJIbHbIE MEPOMPUATUSA, Heobxogumble ANns
NPOBEPKN KadecTBa MCXOAHbIX MaTepuasioB, a TakKke A4S npouecca acenTU4ecKoro
NnpoM3BOACTBa MPOAYKUUM Ha K/IETO4YHOM OcHOBe, rae (UHUWHasAs cTepuimn3aums He
ABNSAETCS BO3MOXHOW, a CroCOOHOCTb yAa/leHUs MUKPOOHbLIX MOBGOYHbIX NpoAyKTOB



orpaHnyeHa. Korga B perucrtpaumoHHOM [OCbe WM  MNPOTOKO/E  KAMHUYECKUX
nccnefoBaHuii yCTaHOB/IEH AONYCTUMbIA TUM N YPOBEHb OGUOHArpy3Kwu, Hanpuvep,
Ha cTagum nony4veHus (apmaueBTUUHECKON cybCTaHuuM, Torga cTparervus KOHTposns
JOMXHa  npegycmaTpuBaTb  CNocoo6bl, KOTOpbLIMU oyneT noaaepxmnsaTbCs
YCTaHOB/IEHHbII YPOBEHb GMOHAIPY3KU.

49. (34) MNpn HeobGXOAMMOCTWM CTepuansaumm WUCXOAHOr o Cbipbs 7
vMatepvanos, Takasa cTepwinsauums, nNpu  Haanyum BO3MOXHOCTMU, OOmKHa
NnPoOBOAUTLCA TepMUYECKUM MeTodoMm. [pu Heob6XoANMOCTH MOTryT TakKxe
ncrnonb3oBaTbCA Apyrne COOTBETCTBYWWWE MeTOAbl, ncrnonb3ywlmeca AnA
MHaKTUBauun OMONOrMYECKNX MaTepnanos (B yacTHOCTM, pagnaumsa u
punbTpayms) .

50. (35) MoxeT noTpeboBaTbCA npoBefeHne Apyrux MeponpuaTuin, B
YaCTHOCTU, WCMOMIb30BaHME aHTUOMOTMKOB Ha paHHMX 3Tanax npom3sBoacTBa C
Lernbld YMeHblIEeHNA 6MoHarpys3ku, KoTopasi BO3MOXHa MpW MNOCTaBKe XMBbIX TKaHelh
N KNEeTOK. PekoMeHayeTCs Mo BO3MOXHOCTM m3beratb Takux MeponpuaTuii, HO B
c/lyyae Heob6XOAMMOCTW MX MWCNOMb30BaHue [JO/IXKHO ObiTb 060CHOBaHO, a wux
npYMeHeHne B TEXHOJIOFMYECKOM Mnpouecce [O/KHO ObiTb MpekpaweHo Ha  cTaguu,
yKasaHHO B pervcTpauuoHHOM [OCbe WAN NPOTOKONE K/IVMHUYECKUX WUCCNefoBaHui .

51. (36) [OnA 4yenoBe4vYecKuUX TKaHelh U KNeTOK, WCNOo/b3yeMbiX B KayecTBe
NCXOAHbIX MaTepuasioB A/ GMONOrMYEeCKUX JfIeKapCTBEHHbLIX CPefcTB, Heo6xoanmMo
yuuTbiBaTb cregywoune TpeboBaHUA:

a) (a) ux npuobpeTeHne, pJoHauus W NPOBEAEHUE UCMbITaHUN OOJIKHO
OCYWeEeCTBAATbLCA B COOTBETCTBUM C HOPMATUBHbLIMW MPAaBOBLIMW akTamy PoccuiicKoii

depgepauymm. OpraHusauum, MNOCTaB/SAWME WCXOAHOE Cbhipbe,  AOIKHbI UMETb
paspelieHne YnosHOMOYEHHOIo (defepasibHOro opraHa WCMOSIHUTENIbHOW BfacTn B
COOTBETCTBUMM C  3aKoHOAATeNbCTBOM  Poccuiickoin  degepaunn. Hanuuue

HEO6XOoANMbIX pa3pelweHnii Ao/MKHO OblITb MPOBEPEHO B paMKax CUCTEMbl yrnpaB/ieHust
nocTaBKamu ;

6) (b) B cnyydasgx MMAOPTUPOBAHUA TaKUX YE/I0BEUYECKUX K/ETOK U TKaHemn
U3 OpYyrmx cTpaH, [O/KHbl ObITb COGNKWAEHb CTaHAapTbl KOHTPOS KayecTBa U
6e30MacHOCTN, COOTBETCTBYyWWME TpPeboBaHUSM HOPMATUMBHLIX MPaBOBbLIX  aKTOB
Poccwuiickoii depgepaumn;

B) (C) B HeKOTOpbX cny4dasax paboTa C KleTkamu " TKaHaMU,
NUCMONb3YyEMbIMA B KadyeCcTBe WCXOAHbIX  MaTepnasioB  ANs 6ronornyecknx
NeKapCTBEHHbLIX MpenapaTtoB, 6yAeT NPOM3BOAUTLCHA B OpraHu3aunsx no B3ATUIO U
(unn) npoBepKe TKaHel, B TOM 4uCNe [A/id CO34aHNA HadaslbHbIX  KIETOYHbIX
GaHKOB WM  KAETOYHbIX JIMHWIA, NpejwecTByWWNX CO34aHu0 [/laBHOro  6aHka
KMeTOK. B Takux cnydyasix B COOTBETCTBUM C 3aKOHOAATENbLCTBOM Poccuiickoii
depepauny 0OMKHO ObiITb HA3HAYEHO /MU0, KOTOpPOE OTBeYaeT 3a yKasaHHble aTans
paboThl;

r) (d) oTBeTCTBEHHOE NUUO B opraHusaumu no B3aTuw n (Unin) npoBepke
TKaHel BbljaeT pa3peleHne Ha WCMoNb30BaHMEe TKaHel WU KAeTOoK nepepg mx
NOCTaBKOW MPOU3BOAMTEN NIEKAPCTBEHHONO MNpenapaTta, MOoc/ie 4Yero npuMeHsnTCS
CTaHgapTHble npoueaypbl KOHTPOIA UCXOAHbLIX MaTepuanoB. Pe3ynbTaTbl UCMbITaHui
BCEX TKaHEM M K/MNEeTOK, MOCTaBAsSAeMbiX opraHuM3aumein no B3ATUO U (un)
npoBepKe TKaHel, [O/KHbl ObITb MpefoCcTaB/IEHb MPOM3BOAMTENMO  JIEKAPCTBEHHOIO
npenapata. [aHHas uHQoOpmMauMsa AO/HKHA UCMOoNb30BaTbCsA ANS COOTBETCTBYHLErO
pa3feneHuss MaTepuasloB U OMpefesieHust CrnocoboB XpaHeHusi. B cnyuvae
HeobXoAMMOCTN BO3MOXHAa [f[OCTaBKa  TKaHei n KNeToK npomnssoanTento
NeKapcTBEHHOro npernapata fAO MONy4YeHus pe3ynbTaToB ncnbiTaHnn oT
opraHmsaumm no B3ATU0 U (MNK) NPOBEpPKe TKaHel. 3TO BO3MOXHO Mpwu CEREIY
COOTBETCTBYHWIWMX MEP KOHTPOAA AnA NpefoTBpawWeHuMs MEepPeKpPecTHOW KOHTaMUHauuu
TKaHAMM N KneTKamn. Takasd gocTaBKa BO3MOXHAa C pa3pelweHnsi  OTBETCTBEHHOIO
nvua B opraHusaumm no B3aATU M (Uan) NpoBepKe TKaHel;

o) (e TpaHCNOPTUPOBKA  4YEe/IOBEYECKMX  TKaHel n KNeToK K
NPON3BOACTBEHHOMN MowagkKe [O/MKHO OCYWeCTBNATbCA B COOTBETCTBUN C
corfnaweHvem mMexay OTBETCTBEHHbIMW CTOpOHaMu. [IpOM3BOACTBEHHbIE  M/IOWAAKU
OO/MKHbl MMETb  AOKYMEHTa/IbHOEe MOoATBEpXAeHne cobnwoaeHus COOTBETCTBYHLIMX
crneunpuyecknx yCrioBUin XpaHeHuUs U TPaHCNOPTUPOBKMU;

e) (F) ponxHbl cobniwgaTbCsA TpeboBaHMA NPOCAEXMBAEMOCTU, HauuMHass C
opraHmsaumm no B3ATUW M (MIK) NpPOBEpPKe TKaHelh A0 AOCTaBKM nojydyaTenn U
BK/YasA MaTepuasibl, HaxOAMBWMECS B KOHTAKTE C K/AETKaMy WM TKaHSMU;

X) (g) [OMKHO ObliTb 3aK/YEeHO cornaweHne Mexay  OTBEeTCTBEHHbIMU
cTopoHamu (Hanpumep, MPOM3BOAUTENSAMM, OpPraHM3auusiMm No B3ATUKW U (vnn)



npoBepke TKaHew, crnoHcopawmu, nuuamu, Ha  umA KOTOpPbLIX BblAaHb!
perncTpauMoHHble yAOCTOBEPEHUS), KOTOPOEe onpegenseTr chepbl OTBETCTBEHHOCTHU
Kaxao n3 cTopoH (BKIYas yKa3aHue OTBETCTBEHHLIX W YMNO/IHOMOYEHHLIX 1L -

52. (37) B OTHOWEHUWN rEeHHOI Tepanum HEeoOXOoAMMO Y4UUTbLIBATb cnepywoune
TpeboBaHus X

a) (a) pagna npoaykuum, MpPOM3BEAEHHOM C UCMNOMIb30BaHNEM BUPYCHbIX
BEKTOPOB, MCXOAHble MaTepuasibl SABAAKNTCA KOMMOHEHTaMu, M3 KOTOPbIX  MOJyYeH
BUPYCHbII BEKTOP, TO €CTb [/IaBHbli BMPYCHLIA MOCEBHOW MaTepuan wiv niaas3Mmugbl,
KOTOpPbLIMA  TPaHCHUUMPYHT nakywlwme KIeTKU, W  [/laBHbii 06aHK KNeToK,
NUCMoNb3yembin A9 JIMHAN NaKyoWwnx KNeToK;

6) (b) pna npogykKuum, MPOU3BEAEHHOI C  WNCMOIb30BaHMEM nnasmug,
HEBMPYCHbLIX BEKTOPOB U FEHETUYECKN MOAUPULUPOBAHHBLIX MUKPOOPraHM3MOB, 3a
WUCK/IOYEHNEM BUPYCOB U BUPYCHbLIX BEKTOPOB, WCXOAHLIMM MaTepuasiamu  SABASAKTCA
KOMMOHEHTbI, WCMNOoMb3yemble [ANS  CO34aHuMA  K/IEeTOK-MpoAyLeHTOB, TO ecCcTb
nnasmmasl, 6aKTEPUSA-X03SUH U FlaBHbIE 6aHK PEeKOMOUHAHTHLIX MUKPOOPTaHW3MOB;

B) (C) 4Ns reHeTU4YecKu MOAMPIULMPOBAHHLIX KIETOK MCXOAHLIMMA MaTepuanamm
ABMANTCS KOMMOHEHTHI, ncrnonb3lyemsle  Anas nosyyYeHuns reHeTUYEeCKHU
MOANDMLUNPOBAHHLIX K/IETOK, TO €CTb WCXOAHble MaTepuassl  Ans npomnsBoacTBa
BEKTOPOB, a TaKxXe K/eTKM 4yesioBeKa WM XMBOTHbIX;

r) (d) npuHuunbl HacToAwMX lNpaBua MPUMEHANTCS, Ha4dMHas OT  CUCTEMbI
GaHKa KNeToK, WCMoNbL3yemMoro [Ansi npouM3BOACTBa BeKTopa Wu naa3muabl ,
KOTOpble UCMONbL3YNTCHA A/ NMEepeHoca FEeHOB.

53. (38) MNpu npou3BOACTBEHHLIX MNpoUeccax, B KOTOPLIX KAETKW 4YefioBeKa U
XUBOTHbLIX UCMONL3YHNTCHA B KayecTBe MNUTanWmMX KNeTOK, OOJ/IKEH NnpoBOAUTbLCA
COOTBETCTBYWWMA KOHTPOJSIb WCTOYHMKOB, WUCMbLITAHWIA, TPaHCNOPTUPOBKU W
XpPaHeHUs1 faHHbIX MaTepuaioB, BK/IYAaA KOHTpPO/b B COOTBETCTBUN C
TpeboBaHMAMM 3aKoHogaTenbcTBa Poccuiickoii degepaunn.

Cuctema MNOCEBHOW KynbTypbl M 6aHKa KNETOK

54. (39) [na npepgoTBpaleHnss HexenaTeslbHOro U3MeHeHUs CBOWICTB,
KOTOpPOE MOXEeT MPOU30NTM BCAEACTBUE MHOIMOKpPATHLIX NMEPECEBOB UMW 60/bWOro
yncna redepayuini, Npou3BOACTBO OMOMONMYECKMX (apMaLeBTUHECKMX CybCTaHuui u
NeKapCTBEHHbLIX MpenapaToB, MOJyYaeMbiX U3 KyNbTyp MUKPOOPraHU3MOB, Ky/bTyp
KNeTOK WU pa3mMHOXEHWEM B 3MOPMOHAxX, TKaHAX W opraHax >XWMBOTHbIX, OOKHO
ObITb OCHOBAHO Ha CUCTEME r/laBHOW M paboyeli BUPYCHbIX MOCEBHLIX Ky/bTyp MU
(unn) 6GaHkoB KeToK. Takas cucTema MOXeT ObiTb HEMPUMEHUMOW KO BCEM Tunam
BbICOKOTEXHO/IOMMYHbLIX JIEKAPCTBEHHLIX MpenapaTos.

55. (40) KonuyecTtBO reHepaunii (yOABOEHMIN, Naccaxen) Mexay NnoceBHOMN
KY/NbTYpoOi nam 6aHKOM KAETOK M OMOAOrMYecKon thapMmaueBTUHeCKol cybcTaHuuei

NM6o NeKapCTBEHHbLIM MpenapaToM [AO/KHO  COOTBETCTBOBATb TpeboBaHUAM
crneuMpukaumii B perucTpayyMoHHOM AOCbe  WAM  NPOTOKOJ/e KNMHUYECKUNX
nccrnegoBaHni .

56. (41) Co3pgaHue CUCTEM MNOCEBHbIX KYNbTyp M 6GaHKOB K/ETOK, BK/toHasi
rnaBHble N paboyve MNoceBHble Ky/bTypbl, OO/MKHO SABAATBCA 4YacTbl  ynpaB/ieHus
XU3HEHHbIM UWKIOM NPOAYKUMW U NPOBOAMTLCA B Hagnexalwmx YCNOBUSIX .
Mpon3BoACTBEHHAA cpefa Ao/kHa HaxoAuTbCS MNOJ COOTBETCTBYWUMM  KOHTPOJEM
Ans obecneyeHusi 6e30NacHOCTN CUCTEM MOCEBHLIX Ky/bTYp U GaHKOB K/ETOK, a
Takxe nepcoHana, paboTawwero ¢ HuMM. MpuM  CO3[4aHMM  MOCEBHbLIX KynbTyp ”

6aHKOB K/ETOK He [0ryCcKaeTcs OfHOBpeMeHHas paboTa C ApYrvMM  XUBbIMA nnu
UHQUUMpPpYWUMKA MaTepuaniamn  (Hanpumep, BUpycamu, JIMHUAMA  WAWM  WTaMMamu
KNeToK) B OA4HOW M TOI Xe 30He WM O4HOro M TOro Xe nepcoHana. [lonxHa 6biTb
JOCTynHa [AOKymMeHTauus, no3Bofswas obecneunTb MNpOC/AexumBaemMocTb  cTagwi,
npejuecTBYWMX reHepaumMn rnaBHOW MOCEBHOW Ky/bTypbl WM FNaBHOro  6aHka
KNeToK, rge MOryT 6biTb MPUMEHEHbl TOMIbKO MPUHLMMLI HAcToAwMX MpaBun. [JaHHas
OOKyMeHTaumsa [OoMXHa BKIYaTb MHPOPMALMO OTHOCUTENIbHO KOMMOHEHTOB,
MCNO/Ib30BaBLMXCHA BO Bpems pa3paboTKu M BO3MOXHO BAMAKWMX Ha 6e30MacHOCTb

npoaykumn (HanpuMmep, peareHTsl  6MOIOrn4YecKoro NPOMCXOXAEHNS), OT
HaYa/IbHOro WUCTOYHUKA M [0 [/IaBHOrO0 K/IETOYHOr0 MWW  [/1aBHOFo  MNOCEBHOrO
baHKa, ecnu NPUMEHUMO .

57. (42) Nocne ¢opmMMpoBaHWs OCHOBHOINo M paboyero ©0aHKOB KNEeTOK U
NOCEBHLIX Ky/IbTYp LO/MKHb CO6MKAATBCA Npouefypbl MO KapaHTUMHY M pa3peleHunio
6aHKOB K MCMNO/b30BaHNIO - JomkHbl  6bITb  MpOBEAEHb COOTBETCTBYlWWE
KBa/IMMKaAUUA W UCMLITAHUA B OTHOWEHUW KOHTaMMHaHTOB. WX  pganbHeliwas



NPUrogHOCTb BMOCNEACTBUN  [O/KHA  ObiTb noaTeepxgeHa CTabnnbHOCTBI
XapaKTepnCTUK M KayecTBOM MOCNeaylwnx Ccepuili  NpoayKLUnn . Joka3aTenbCcTBO
CTabuibHOCTN M BOCMPOM3BOAUMOCTW MOCEBHbLIX KY/NbTyp WM 6GaHKOB K/1IeTOK
Heo6XxoaAMMo OGopMAATb AOKYMeHTaslbHO. CogepxaHue 3anucen [O/HKHO No3BONSATb
NPOBOANTL OLEHKY TeHAEHLNNA .

58. (43) MNoceBHble KyNbTypbl U 6GaHKU K/NETOK HeobXoAnmo co3gaBsaTtb,
XpaHUTb N UCMNOSIb30BaTb Takum 06pa3om, 4YTOOb PUCK UMX KOHTaMMHauUu unm
N3MEHEHNS 6bl/T MUHUMasTbHBIM (HanpUMep, XpPaHuTb B FepMeTUYHbIX KOHTeliHepax B
XMOKOM a30Te). B cnyyae XpaHeHus pasfIyHbiX MOCEBHbLIX Ky/bTyp WU 6aHKOB
K/NeTOK B OOHUX N TeX Xe 30Hax WIN C WUCMNOo/Ib30BaHWEM OAHOro Wu TOro xe
obopynoBaHNA AO/MKHbl ObITb MPUHATH Mepbl MO NpefoTBpawWeHuio nepenyThiBaHUsA "
NnepeKpecTHOl KOHTaMuHaumm € y4eTOM WHPEKUWNOHHOW MNpupoasl MaTepuasios.

59. (44) JlekapcTBeHHble ripenapaTs Ha OocHoBe KNeTOK OObIYHO
npoM3BoAATCA W3 K/IEeTOYHOro 3anaca, MoJly4eHHoro  wu3 OorpaHnyeHHoro
KosimyecTBa naccaxei. B oTnnume OT [BYXYPOBHEBOIM CUCTEMbl FaBHLIX U padoymx
6aHKOB KJ/IeTOK, KO/IMYeCTBO MNPOM3BOACTBEHHbLIX UWK/IOB Ha OCHOBE K/1eTOYHOI O
3anaca OrpaHuW4yeHO KO/IMYeCTBOM a/IMKBOT, [O/IlYYEHHbLIX [OC/Me pocTa, M He
pacnpocTpaHsaeTCa Ha BeCb XWU3HEHHbI UMKA npoaykuun. [poTokon BasIngaumnu
OO/DKEH YyUnThIBaTb WU3MEHEHUS KNeTOYHOro 3arnaca.

60. (45) EmKOCTWM A1 XpaHEeHUs [OOJKHbl OblTb FepMeTUYHO 3aKpbiThl U YETKO
MapKMpoBaHbl; MX HEOOXoAMMO cofepxaTb MpU COOTBETCTBYWWEN  TemnepaType.
HeobxoauMO BeCTU AOKYMEHTA/IbHLIA YUYEeT XPaHAWMXCA EeMKOCTEN . TemnepaTtypy
XpaHeHus criefyeT HernpepbiBHO perucTpuvposaTb, a B YCTaHOBKax C  XUOKUM
a30TOM KOHTPO/AMPOBaTb €ro ypoBeHb. OTK/MNOHEHMA nMapamMeTpoB XpaHeHus oT
YCTAHOBJ/IEHHbIX Mpefenos n  Jiwbble  NpeanpuHAThE KOoppekTupywmne wn
npeaynpexjawnime AencTBUA A0MKHb ObiITb OPOPMAEHbI AOKYMEHTasIbHO -

61. (46) PekomeHayeTcs pa3fensTb 3anackl Ha 4acTu U XpaHUTb pas3fenbHo
BO u36exaHue MOMHOW  yTpaThl. KoHTposb MEeCTOpPACIOIOKEHUA OOJIKEH
obecneumBaTb BbIMOSIHEHME YKa3aHHbIX Bbllle TpeboBaHWN .

62. (47) YcnoBua XpaHeHust U 06pabOTKM 3anacoB  [OJDKHb onpeaensTbCA
cornacHo TeM Xe cambiM npouegypam M napameTpam. [locne B3ATUA KOHTeliHepoB
M3 XpaHunuiia fnoceBHOM KyNnbTypbl WAM 6aHKa KNeTOK He [onyckaeTcs BO3BpawaTtb
UX B XpaHwuivie MNOBTOPHO.

MpuHUMNbl paboThl

63. (48) Mpu ynpaBneHWN U3MEHEHUSIMA C YCTaHOBJ/IEHHON nepnognyHoOCTbI0
OOMKHBI paccmaTpuBaTbCA 3pMeKTbl, BK/OYAA KYMY/ATUBHbIE  3PHEKTb N3MEHEHWNI
(Hanpuvep, B TMPOM3BOACTBEHHLIX Mpoueccax), BvsoWMe  Ha Ka4yecTBo,
6e30nacHOCTb U 3PHEeKTUBHOCTb FOTOBOrO JIEKAPCTBEHHOIO npenaparta.

64. (49) KpuTnueckme onepayuoHHele (TEXHONOMNYECKNe) unu apyrue
NCXOOHblE MapameTpbl, BMAWNWME HA KAayeCcTBO J/IeKapCTBEHHOro npenaparta, [LOJIKHbI
ObITb OnpefesieHsl, Ba/INOUPOBaHbl, [OOKYMEHTUPOBAHL WU noagepxmBaTbCcs B
COOTBETCTBUU C YCTaHOBJ/IEHHbIMU TpPeboBaHUAMU .

65. (50) CrpaTerus KOHTPOAsS MNOCTYMN/IEHMUSA MUCXOOHONO Chipbs U NCXOLHbIX
vMaTepuanoB B MPOU3BOACTBEHHbIE 30Hbl [O/DKHA OCHOBLIBATBCA Ha  NpuHUuUnax
yrnpaBfieHNs puckamm Ans kKadecTBa. [na acenTUYecKMx MNpoueccoB TepMOCTOWKue
NCXOOHOE Cbipbe N UCXOAHble mMaTepuansi, nonajawwuue B YUCTY WIN  YUCTYH U
N30IMPOBAHHYI 30HY [OJDKHbI, MPU Ha/IMYNUM BO3MOXHOCTU, MOCTYNaTb B HUX 4vepe3
NPOXOAHOW aBTOK/MAaB WM CyXOXapoBoOi WKad. HeTepmMOCTOlKMEe MCXOAHOE Cbhipbe U
NCXOAHble MaTepuasbl AO/KHbl BHOCUTbCSA Yepe3 BO3AylWHble W3kl ¢ 6/10KMPOBKO
OBepei, noaBeprascb npouegypam 3(heEKTUBHOIA caHuTapHol 06paboTKun
NnoBepxHOCTU. Pa3pewaeTca cTepwinsaumsa npegMeTos M MaTepuasioB B APYIoMm
MecTe npu YC/0BUW, UYTO OHU cofepxaT KOMYecTBO 06epToK, COOTBETCTBYHIMX
ynucny craguii, Heob6XOoAMMbIX A/ MPOXOXAEHUA B UYMCTYH 30HY, W BHOCATCA B Hee
yepe3 BO3AYWHLIA W03 C Ccob6/ogeHneM COOTBETCTBYWWUX Mep  NpefoCTOPOXHOCTHU
nyTem caHUTapHOW 06paboOTKM MOBEPXHOCTEN .

66. (51) [omkHbl GbiITb MOATBEPXKAEHb POCTOBLIE CBOWCTBA MUTaTE/IbHbIX Cpef
C Uefiblo goKasaTesibCTBa UX MNPUrogHOCTU ANA npegnonaraemMoro MCnosb30BaHusA .

MuTaTtenbHble cpefbl AO/MKHLI  NpU  HaU/IMUYMKM  BO3MOXHOCTU cTepnnn3oBaTtbCAa Ha
MecTe. |_|pl/l n1aHoBOWA nogaye rasoB, nMmrTtaTesibHbIX cpen, KUCI0T WUIn m,enoqel‘/’l s
neHoracutenein K q)epmeHTepaM npn Ha/m4mm BO3MOXHOCTMU peKoMeHayeTCA

Mcnonb3oBaTb CTepunuaykwme GUAbTPbl, BCTPOEHHLIE B MIMHUK Modaun.
67. (52) [ob6aBneHne BewecTB WAM KynbTyp B (epMeHTepb U apyruve



cocyfpl, a Takke OT60p Npo6 M3 HUX HeobxoaumMo nNpoBOAUTbL B TuWaTesbHO
KOHTPO/IMPYEMbIX YCNOBUSX ANA NpefoTBpalWeHns KoHTamuHauum. [Npw BHECeHN
[o6aBOK wunn oTtb6ope npob6  Heob6XoAMMO  KOHTPOSIMPOBaTb NpPaBWIbHOCTb
NnoACcoeANHEHUST COCYO0B.

68. (53) Ecim 3TO HeobxoamMMo, [OO/KEH OCYIECTBAATbLCA MOCTOSIHHbIN
KOHTPO/Ib HEKOTOpPLIX MPOM3BOACTBEHHLIX MpoueccoB (Hanpumep, (epMmeHTauMm) C

BHECEHMEM pe3y/ibTaTOB KOHTPO/Sss B 3anMcu Nno MNpou3BOACTBY cepun. MNpwu
NnpoM3BOACTBE C WCMNO/b30BaHMEM MeTofa HenpepsiBHOIO Ky/bTUBUPOBAHUS
HeobxoaMmMo cobnwgaTb cneuuasnibHble TpeboBaHMA K KOHTPO/I KadecTBa,

nogsiexawmne rpuvMEHeHW0 B pe3ysbTarTe Bblbopa Takoro NPON3BOACTBEHHOIO
vMeToaa.

69. (54) MNpouecch UEHTPUPYTrMpoBaHUA N  CMeWMBaHUA MPOAYKTOB MOryT
npuBecTn K ob6pa3oBaHMi0 asapo30seil, MNOo3TOMy BO wu3lbexaHune nepekpecTHOl
KOHTamMMHauuMm TaKue Mpoueccsh cnefyeT MNpoBOAUTb B N30/IMPOBaHHLIX 30HaX.

70. (55) NMNpu cnydyaiiHol yTeuke, B OCOBGEHHOCTU XMUBLIX MUKPOOPraHW3MOB,
OO/MKHbI ObITb MPUHATH HEOT/IOXHble Mepbl 6e3omacHOCTU. [ Kaxnoro Buga  wan
rpynnsl MMKPOOPraHNU3MOB [OJDKHbl ObiTb MPenyCMOTPEHbl CneunasibHble MeponpusaTus
no AeKOHTamuHauumu. Mpyv MCNOMb30BaHUM Pa3/INYHLIX WTaMMOB 6GakTepuii ofHoro
BUAa WM OYeHb MOXOXMX BUPYCOB 3Ta npouefypa MOXeT 6biTb BanugupoBaHa B
OTHOWEHUN TOJIbKO OAHOro M3 HWUX, €C/AIN Y HUX HET CYWECTBEHHbIX pas3nnyuii B
YCTOMUYMBOCTU K COOTBETCTBYyHWlWeMYy areHTy (areHtam) Ansa AeKOHTaMUHaLWn.

71. (56) Ecnn maTepuasisl, Ucnosib3ywwmeca ANns Npou3BOACTBA U KOHTPONS,
BK/IOYasA OyMaxHble OOKYMEHTbl, SABHO SIBAANTCA KOHTaMWHWPOBAaHHLIMU, Hanpuvep
NPOANTLIMA  XUAKOCTAMA, a’po3onamm nnmn noTeHuManbLHO onacHbIMU
MUKPOOPraHM3MaMnm, TO OHW [O/DKHbl ObiTb COOTBETCTBEHHO AEe3VHOULMPOBAHb, WU
MHpopMauna [osmkHa nepegasaTbCca APYrvMM cnocobamu .

72. (57) Npu vHakTUBaUMN WNN yAANIEHUN BUPYCOB B  XofAe npon3ssoacTBa
Heo6xoAMMO MNpUMHMMaTb Mepbl MNPOTMB MNOBTOPHON KOHTaMUHAaLMK obpaboTaHHOM
NPOAYKUMN CO CTOPOHbI HEO6paboTaHHOW NPOAYKLUMN.

73. (58) [na npoaykKToB, WHAKTUBUPYEMLIX MNpv  MNOMOWN nobaBneHusi
peareHToB (Hanpumep, MUKPOOPraHu3mbl B rpouecce Mnpov3BOACTBa  BakuUVH),
npouecc [O/MKeH rapaHTupoBaTb MOJIHYHW MHAKTUBAUMKO XMBbIX  MUKPOOPraHW3MOB.
Mocne TwaTeNbHOro CMeWMBaHUA KYNbTYpbl U VMHaAKTUBUPYWLWEro areHta  LOJDKHbI
YUNTHIBATBCA BCE KOHTAKTMpyWlWue C MNpoAyKTOM MNOBEPXHOCTWU, rMpebbiBaBune B
KOHTaKTe C KY/bTypoOii.

74. (59) MNpu nNpuUMeHeHUN XpomaTorpapuueckmx MeTOAOB WCMOJIb3YWT pa3Hble
BUAbl obopyaoBaHuA. [pUHUUML  YyNpaB/ieHUa pUCKamnm [ONA  KadyecTBa  OOJIKHbI
cobnwgartbca npu pas3paboTke cTpaTernm KOHTPOAA COPOEHTOB, KOPMYCOB KO/OHOK
M Apyroro o6opyfoBaHus Npu uUX MUCNONb30BaHUW A1  Npou3BoAcCTBa B pexuve
KamnaHui mnu B NPOU3BOACTBEHHOIN cpeae, npegHasHa4deHHoW ans npou3BoAcTBa
HECKOJIbKMX TUMOB MPOAYKUUU. He pekoMmeHAyeTCA WUCMNOo/ib30BaHWe OAHUX U TexX Xe
COp6EHTOB Ha pa3sHbiX TexHONMOrnyeckux cragusax. HeobxoguMmo — yCTaHOBUTb
KpUTepun npuemreMocTn, YC/OBUS paboTbl, MeTOAbl BOCCTaHOBJ/IEHUA, CPOK C/yXOb
N MeTodbl cTepuamnsauumn unn pes3vHPeKUuun KOJSIOHOK.

75. (60) [JononHuTenbHble WHCTPYKUMN OTHOCUTESIbHO MCMNOo/N1Ib30BaHNsA
06NyYeHHbIX 060pyAOBaHUA W MaTepuasioB  U3NOXEHb B [puioxeHnn N 12 K
HacToAwnM lpasunam.

76. (61) [JonxHa cyuecTBoBaTb CUCTeMa, rapaHTupywwasi LefoCTHOCTb 7
repMeTMYHOCTb KOHTENHEepOB MOCNe UX HamnosSIHEHWUA, W MPefyCcMOTPeHbl npouesyps
Ha cry4dai nobblX yTeyek WM NpochinaHuii 1 NposivBoB, B Cliyvyae ec/v npoayKT
UNU MPOMEXYTOUHLIA NPOAYKT NpeAcTaBnalT ocobbii  puck. [Ansa onepauuii no
pO3/MBY U YNaKOBKe [OJIKHbl CyllecTBOBaTb npoueaypbl No COO6AAeHM0  YCNOBUNA,
obecrieuymBawmx MoagepxaHve nNpoaykKTa B YCTaHOBJIEHHbIX Mpegenax (Hanpuwvep,
Bpevsa n (Mnn) TemnepaTtypa) -

77. (62) PaboTa C KoOHTeiHepamu (Hanpumep, C awmnynamu, (hnakoHamn) ,
cojepxawumm 6uonorndyeckne areHTbl, Ao/kHa MpPoBOANTLCA Takum 06pa3om, 4YTOOb
n3bexaTb KOHTaMMHaUUW APYTUX JleKapCTBEHHLIX MnpenapaTtoB WUan NPOHUKHOBEHNA
XWMBbIX areHToOB B MPOM3BOACTBEHHY WM OKpyxawwyw cpegy. Ana NPUHATUA
peweHnss OTHOCUTENIbHO YNpaB/ieHUA AaHHbIMA PUCKaMU OOJ/DKHb OblTb  MPUHATHI BO

BHMMaHME XW3HECNOCOOHOCTb TaKMX  OpraHu3mMoB " nx 6uonorunyeckas
Knaccupmkauua (rpynna naTtoreHHoCTwn) .

78. (63) Heobxogumo yAensaTb OO/MKHOE BHUMaHWe noAroTOBKe, neyartu,
XpaHeHU U HaHeCeHWl 3TUKETOK Ha ynakoBKy, B TOM 4ucrne HaHeceHUK Ha

NepBUYHYH 7 BTOPUYHYK  YMaKoOBKY  crneymbruyeckon MHhopMauum ans



nauymMeHT-cneumpmnyeckmnx npoaykKToB Man 06 MCNosib30BaHUM METOLOB IeHeTUYeCKOW
WHXeHepun. B cnyyae ecnn  BbICOKOTEXHOIOTMYHbIE  NleKapCTBEHHbIE npenaparhl
npegHasHayeHol ANS  ayTONONMYHOro MNpUMEHEeHns, Ha  3TUKETKe  [OJIKHbI
YKa3blBaTbCA YHUKa/IbHbI MOAEHTUDUKATOP nauveHTa W Hagnucb ""TONbKO AN
ayTo/IOrM4yHOro npumeHeHua™. Ecnn  BHeWHAR ynakoBka OTCYTCTBYET, AaHHas
MHQOpMaLMa A0/MKHA YKa3blBaTbCA Ha MEepBUYHON YNakKOBKe .

79. (64) B cny4dyae uWCronb30BaHUA CBEPXHU3KUX TewmrepaTtyp XpaHeHud
YCTOMUYMBOCTb MapKMPOBKM K WUCMO/b3yeMbiM TemnepaTtypam OO/MmKHa OblTb
noaTeepxaeHa.

80. (65) Korpga vHhopmauuss O COCTOSIHUM 340pOoBbsA AoHopa (4enoBeka wunm
XMBOTHOr0), uUMewWas 3HayeHne A1 KadecTBa NpoAyKLUMM, CTAHOBUTCH AOCTYMHOM
nocne 3akyrnku, 3TO AO/MKHO Y4UTbIBATbCA B npoueaypax OT3biBa.

KoHTpoO/siIb KayvecTBa

81. (66) KoHTposb B npouecce Npon3BOACTBa ABMAAETCA 6ofiee BaxHbIM O/14

obecreueHnsi CTabWIbHOCTM  KauyecTBa  GMOMIOrMYECKMX (hapmaLeBTNYECKMX
Cy6CTaHUUIn U NeKapCTBEHHbIX npenapaTtoB, ueM Ans APYrUxX  NieKapCTBEHHbIX
npenapaToB. MexonepaunoHHbliii ~ KOHTPO/Ib  AOJIKEH OCYUWEeCTB/ATbLCA Ha

COOTBETCTBYWWNX CTaaMAX NPOM3BOACTBA C Lefbld KOHTPO/ISA YCNOBUI, ABNAKWUXCA
BaXHbIMM O/11 KayecTBa roToBOro npoaykra.

82. (67) B cny4dae ecnu rnpomMexyToO4Hble MNPOAYKTb MOFyT XpPaHUTbCA Ha
NPOTAXEHUN ONUTENLHOro BpemeHu (OHU, Hejenu wan  [JoNnble), OOo/KHa  ObiTb

paccmMoTpeHa BO3MOXHOCTb BK/IOYEHUA B  TEKYlYI0 nporpammy ncnbITaHnA
CTabWbHOCTM TaKuUX Cepuii roToBOM NpoOAYKUMW, KOTOpbie npou3BeneHsl N3
NPOMEXYTOYHLIX MPOAYKTOB C MAaKCUMasIbHbIM MEepuooM XpaHEeHUs B npouecce
npomnssoacTBa.

83. (68) Ecim 9aTO0 pgonyckaeTcs perncrpaumoHHbIM jocbe, and

onpegeneHHsX TUNOB KeTokK (Hanpuvmep, ayTosI0rMM4HbIX KNEeTOK, WCMNOMb3YEeMbIX B
NPON3BOACTBE BbICOKOTEXHO/IOMNYHbLIX NIEKAPCTBEHHLIX MpenapaToB), KOTOpbe MOryT
OblTb AOCTYMHb B OFpaHM4YEeHHbIX KO/IMYECTBax, MPOBEAEHME WCMbITaHuii M nopsagok
XPaHEHUs1 KOHTPO/IbHbIX 00pa3uoB MOFyT OblTb W3MEHEHbl, 4YTO  OojopmMmisieTcs
OOKYMEHTa/ILHO .

84. (69) [N KNETOYHbIX BbICOKOTEXHOMOMNYHbLIX J/IEKApPCTBEHHbIX CpeAacTB
TeCTbl Ha CTEepPWIbHOCTb [OJ/IKHbI MPOBOAMTBLCA Ha KyNbTypax KIeTOK WUu 6aHKax
KNeTOK, CBOOOAHbIX OT aHTUOBUOTWMKOB, ANs noslyyYeHuns Joka3aTenbcTBa
OTCYTCTBMSA KOHTamMMHauuu GakTepusimm u rpubamn, a Takxe Ansd BO3MOXHOCTM
O6HapyXeHns OpraHn3MoB, TPeOywWMX CcheyuasnbHbX  YCOBWIA Ky/IbTUBMPOBAaHUS
(ecnu nNpUMEHMMO) .

85. (70) CooTBeTcCcTByWWasi cTpaTernss KOHTPOMSA [AO/XHA  OCYIEeCTBMASATbCSA
ONs1 NpoM3BOACTBa 6MOMONMYECKNX JIEKAPCTBEHHLIX MpenapaToB C KOPOTKUM CPOKOM
rogHoOCTK, ornpegensemsiM B HacTosiweM [pUIOXEHMN KaK CpPoK Jo 14  pgHei, onsi
KOTOpbIX TpebyeTcs BLIMyCK Cepuun ewe [0 OKOH4YaHWA NpoBefeHus NCMbITaHN
KadecTBa BCell napTum rOTOBOM npoayKumnmn (Hanpumep, nccnepgoBaHne
CTEepUIbHOCTM) . TaKoM KOHTPO/b A0/KEH ObiITb OCHOBaH Ha ray60KoM NOHUMaHNN
CBOWCTB /IEKapCTBEHHOIO npenapaTa M NPOM3BOACTBEHHOrO Mpouyecca W [OJIXEH
yunTbiBaTb KOHTPO/Ib M XapaKTepHble CBOMCTBA MWCXOAHOIO CbipbA W NCXOOHbIX
maTepuanoB. Heob6xoAumMO Ha/mMume 4YeTKOro U MOJSIHOrO OnMcaHus Bcel npoueaypb
BbiMyCKa, BK/Yawwero o6A3aHHOCTN OTAesIbHbIX paboTHUKOB, yyacTBYHWWUX B
OLEHKe TMpPOU3BOACTBEHHLIX W aHa/IMTUYECKMX JaHHbiX. [Jlo/mkHa  NpoBOAUTBLCA
HernpepbiBHasA oueHKka 3DPeKTUBHOCTU CUCTEMbl obecrneyveHuMs KadecTsa, BKJ/IlOYast
BedeHVe 3anucein, MNO3BONSKWUX  OLUEHMBaTb  TEHOEHUUW. JO/mKHbI BbITh
npeaycMOTpEeHbl a/fibTepHaTMBHbe MeTods (Hanpumep, ObICTpbie MUKPOBUOIOTrMYecKue
MeTOoAbl) MOJIYYEHUS COOTBETCTBYWWUX pe3ynbTartoB, MNO3BOAAKWMX  NPOBOAMTb
npegBapuTesnibHoOe NOATBEPXKAEHNE COOTBETCTBUMA Cepuii B  chnydasx, ecnu
HEBO3MOXHO MPOBECTM WUCMLITAHUA FOTOBOINO JIEKAPCTBEHHOrO Mnpenapara M3-3a ero
KOPOTKOIF0 Cpoka rogHocTu. [poueaypa NoaTBEPXAEHWS COOTBETCTBUSA M BbiMyCKa
cepuu MOXeT MpoBOANTLCHA B ABa WM 6o0see aTana:

a) (@) oueHka oTBeTCTBEHHbIM(-biMM) nuuom(-amn) 3anucei, Kacawwuxcsi
npowuecca npousBoACTBa Cepun, U pe3ybTaToB MOHUTOPMHIa  MPOU3BOLCTBEHHOW
cpeppl (ecnn nMpuMEHMMO), KOTOpLIE AOJ/IKHB OXBaTbiBaTb YC/IOBUS npomnsBoacTBea,
BCE OTK/IOHEHUSI OT CTaHAApPTHLIX Mpoueayp W CYWecTBywWMe  aHa/IMTUYecKue
pe3ynbTaThl A9 MEPBUMYHOINO pas3pelweHns cepumn npogykrta K  BbIMYCKY
YNO/IHOMOYEHHbLIM JINLOM ;



6) (b) oueHka YMNONHOMOYEHHbLIM NMLUOM pPe3yNbTaToB OKOHYaTeNbHbIX
aHA/IMTUYECKNX WUCMbITAHUIA M ApYyroi AOCTYNHOI MHpopMauMm Ans 3akKInunTeslbHOro
NoATBEPXAEHUST COOTBETCTBUSA CEPUM YCTAHOBJIEHHbHIM TPEBGOBaHMSM.

86. [JomkHa 6bITb NMpegycMOTpeHa npoueaypa, OnuchiBawwas HeobxoanmMble
meponpuaTua (BKYass B3auMogencTBne C MeANLMHCKUMM paboTHUKamMu), B cCnydae
nosly4yeHns pes3y/nbTaToB WCMbITaHWA, BbLIXOASAWMX 3a rpaHuupl cneundukaumini. Takue

cnyyan [ONXHb paccrnefoBaTbCsl B MOHOM — o6bewe, COOTBETCTBYyHLNE
KOpPpPEeKTUpynwme u npegynpexjawnume AeliCTBUSA, HarnpasB/iEHHbe Ha NpefoTBpaleHue
BO3MOXHOCTVM  MOBTOPEHUS  TakKuUX  C/lyyYaeB,  [OJIKHbI perncrtpupoBaTbCcs
[OKYMEHTa/TbHO -

1V. CneunanbHoe pyKOBOACTBO MO OTAEeNbHbIM Tunam npoaykuum (HacTtb B)
NlekapCTBeHHbIE npenapaTbhl XMBOTHOro npoucxoxaeHunst (B1l)

87. HacTosilee pPyKOBOACTBO TMpUMEHSIeTCS K MaTepuanam XUBOTHOIO
NMPOUCXOXAEHUA, B TOM 4duc/le K mMaTepuasiam, MOJIyYEHHbIM U3 TaKuxX MNpeanpusaTuii,
KaK CKOTOGOWMHN. [OCKOJ/IbKY LiENM MNOCTABOK MOrYT 6biTb OBGWWPHLIMA U C/IOXHLIMU,
[O/XHbI MPUMEHSITbCSI CPefCTBa KOHTPO/ISi, OCHOBaHHble Ha MpuHUMnax ynpa./eHus

puckamm pgnsa  kadectBa. [py 3TOM Heo6XOAUMO  yuUTLHIBATb TpeboBaHus
FocynapcTBeHHO (apmakonen Poccuiickoli ®epepauumn, BKUas  NPOBEAEHME
COOTBETCTBYWWMX WCMBLITAHUIA Ha ONpPeAesieHHbX cTagusax. JomxHa BECTUCb
COOTBETCTBYyWWAs [OKyMeHTauus, obGecrneuyvBawlas MpoC/eXMBaeMOCTb uenwu

NOCTaBOK C YEeTKUM YyKa3aHMeM posiM  Kax[oro ydyacTHUKa Luenu nocTaBoK,
BK/YasA, KakK npaBwio, AOCTAaTO4YHO nogpobHoe onucaHue cXembl MNOoCTaBOK.

88. (1) Heo6xoguMO Ha/MuMe MpPOrpaMM MOHUTOPUHIA ONacHbIX ANA 4efnioBeKa
60ne3He XMBOTHbIX (BETEPUHAPHOE OCBUAETENbLCTBOBaHME). [pu OUeHKe (HaKTopoB
pycKa [A0/MKHbl ObiITb MPUHATH BO BHUMaHWE COOOWEHMSA 3ac/yxuBawwmx  JoBepue
WCTOYHMKOB OTHOCUTENIbHO pacnpocTpaHeHHOCTM 3aboneBaHMa Ha  TeppuTopun
rocygapcrsa, B TOM 4uic/fie cofepxawue uHpopmMauuw o MNpoBepkKe  COCTOAHUSA
3[0pO0OBbsi XMBOTHbIX U nporpamme(ax) KOHTPOASA Ha FoCyfapCTBEHHOM WU MECTHOM
YPOBHSAX, BK/W4Yass MeEpPONpUATUS KOHTPOSSA UCTOYHMKOB (Hanpumep, ®Gepmbl  Wau
3aroHbl AAs CKOoTa), W3 KOTOPbLIX MOJSTIyYEHbl XMBOTHbIE, W KOHTPO/Sb BO  BpEMS
TPaHCNOPTUPOBKN  XMBOTHbBIX Ha  CKOTOOOWNHI0. OpHoii n3 opraHusauunii,
OCylecTBAAWENA MOHUTOPUHI 3ab0/1eBAaEMOCTUN  XMBOTHLIX B Mupe, ABnsieTcs
MexayHapoaHoe 3nn300Tu4eckoe 61po.

89. (2) CKOTO6OWHM [OMXHB COOTBETCTBOBATb TpPeboBaHMAM, YCTaHOBJ/IEHHbLIM
HOpMaTMBHLIMM MPaBOBLIMM akKTamu Poccuiickoin depepaunn, NpyM UCMONbL30BaHUN KX
B KayecTBe MNOCTaBWMKOB TKaHEN XMBOTHbIX. [O/MKHbI ObiTb NPUHATH BO  BHMMaHWeE
cBefeHNs OT YMOJIHOMOYEHHOr o (efepaslbHOro opraHa WCNOSIHUTE/IbHOM BfacTu,
noaTBepxpawwne cobogeHne TpeboBaHMA Oe30MacHOCTU WM KaydecTBa  KOpPMOB,
YCTaHOB/IEHHbIE HOPMaTMBHLIMU MpPaBOBLIMM akTamu Poccuiickoin depgepaumm n (nnun)
OPYrmnx cTpaH, U3 KOTOPbLIX Cbipbe MMNoOpTUpyeTcs B Poccuiickyw $epepaunio.

90. (3) MeponpuaATMa NO KOHTPONK MWCXOAHOIO ChipbA W NCXOLHbIX
vMaTtepvanioB Ha TaKux npeanpuaTusx, KakK CKOTOOOWHW,  LOJIKHbI BK/IYATb
onpegeneHHble 3/IEMEHTH  CUCTEMbl  yNpaBneHWa KayecTBOM Ansd  obecnevyeHus
yOOBNETBOPUTENLHOINO YPOBHS  NPOeCCUOHasIbHOMN NOArOTOBKM nepcoHana,
NPOCNEXNBAEMOCTN MaTEpPUaioB, KOHTPOAA M CTabubHOCTWU.

91. (4) [ommkHbl 6bITb NPEAYCMOTPEHL MEPOMNPUATUS MO KOHTPO/I MCXOOHbIX

MaTepuasioB WM  UCXOQHOFO  Chipbs, oGecneunBarwlme npegoTBpaleHne
BMelWaTeNbCTB, BAUSAWWUX HA KAYeCTBO YKa3aHHbIX MaTepuasioB WM Chipbs, wnu,
Mo MeHblleil Mepe, MpefocTaBAawWLME WHHoOpMALUMI0 O npoBeAeHnn TaKux

MEPONPUATUIA NPU NPOABUKEHUM UCXOAHbIX MATEPMasnoB WM UCXOOHOFO  Chipbs no
NPOM3BOACTBEHHOW LENOYKe WAN LEenovyke MocTaBKU. [laHHbie MeponpuaTUs LOJDKHbI
NPOBOANTBLCSA B OTHOWEHMW MNepeMeleHns yKalaHHbIX mMaTepuasioB WAn  Cbipbd  OT
MECT MNepBUYHOro c6opa, NPOBEAEHUS YACTWUYHOKA M MOMHOM OUYUCTKM [0  MecT
XpaHeHWsi, HaKOMMeHUs, pa3MeleHNss N HaxOoXAeHUs Yy MocpeaHUKOB. Heob6xoaumo
OCYWECTBSATb AeTa/lbHylw perncTpauuio MNpPoOBEAEHHbIX MeponpuaTuiAi B pamKax
CUCTeMbl, obecneunBawlWein NPOCAEXMBAEMOCTb NPOAYKUUN, BK/KYas  perncrpauumio
NoBbIX HapyWweHWr, CBA3aHHLIX C HUMKU paccriefoBaHWUii U NPUHATLIX Mep.

92. (5) [omkHbl NPOBOAUTBLCS MOCTOSHHLIE OLEHKM MOCTaBUMKOB  WUCXOAHOIO
Cbipbsi W MCXOAHbIX MaTepuasioB, MNoATBepxpawwme cob6aeHne Tpeb6oBaHwWi
KOHTPO/IA WCXOAHOrO ChipbS UM UCXOAHbIX MaTEpPUMasioB Ha pasHbiX  CcTagusx
npovsBoacTBa. [lpou3BoanTeENb [AOMXEH WMMETb  MOJIHYH JOKyMeHTauuw o



paccnefoBaHusX NPOUCWECTBUA, MPOBEAEHHLIX C TWAaTe/IbHOCTbI0, COOTBETCTBYWLWEN
3HAYMMOCTW MPOUCWECTBUIN. [JOMKHb CywecTBOBaTb CUCTEMbI, obecneurBawwme
npoBegeHne 3MPEeKTUBHLIX KOPPEKTUPYHWNX U Npefynpexpanwunx AeiACTBU.

93. (6) KneTtku, TKaHM W oOpraHsl, WUCNO/Ab3yemble ANs npomnsBoacTBa
KCEHOIMeHHbIX K/IeTOYHLIX JIEKAPCTBEHHbLIX NpenapaTtoB, AO/KHbl  OBbiTb NosyYeEHb
UCK/INYMTENIbHO OT XMBOTHBIX, KOTOPbIE CoOAepxaTcaA B HEBOJie B  YC/IOBUAX
OTCYTCTBMSA KOHTaKTa C APYIrMMM XUBOTHBIMM M  BblpawMBawTCHA creyMasibHO  Ans
3TUX uenen. Hn B KOem criydyae He JOMNyCKaeTCsA MCNOo/b30BaHue K/IeTOK, TKaHe
N OpPraHoB [AMKUX XUBOTHbLIX WM XMBOTHLIX CO CKOTOOOEH. Takxe He fornyckaeTcs
NCNo/b30BaHNe TKaHel XMBOTHbIX-OCHOBaTene (KMBOTHbIA OpraHu3m, Hecywwuin
YyXepoaHbli reH). Heobxogumo BeCTU HabwgeHWe U AOKYMeHTauuiw OTHOCUMTESbHO
COCTOSIHUSI 3[00POBbS XUBOTHLIX -

94. (7) Mpn KCEHOrEeHHOM K/IETOYHOW Tepanun 1 obpaleHun KCEHOI eHHbIX
NeKapCTBEHHbLIX MpenapaToB [AO/KHb  cobogaTbca  TpeboBaHuA HOPMaTUBHbIX
NnpaBOBbIX aKTOB Poccuiickoi ¢epepaumn, Kacawlmecsa NOCTaBkKU U NCnbITaHWiA
K/TIETOK XUBOTHbIX.

NekapcTBeHHble npenapatTsl annepreHos (B2)

95. lcxopgHble maTepuasibl MOryT OblTb MPOM3BeAEeHbl NyTeM WU3BeYeHus n3
€CTEeCTBEHHbIX WCTOYHUKOB WN C UCMONb30BaHWEM TEXHOI0rnu PEKOMOUHAHTHOM
OHK.

96. (1) AnAa rapaHTUM COOTBETCTBUSA [MOCTaBKU UCXOAHbIX maTepuanos

[O/MXHO cyllecTBoBaTb WX OMuMcaHuMe, BK/4awliee Heobxoaumbie aetanm, B
YaCTHOCTW, OGWENPUHATOE W HayyHOe Ha3BaHWe, MNPOUCXOXAeHNe, npupoay ,
npegensl CoAepxaHWs KOHTAMUHAHTOB, MeTOoA B3ATUSA TaKux MaTepuasnos.

MaTepuanbl XMBOTHOIFO MNPOUCXOXAEHUA [AO/KHbl  ObiITb MOSYYEHb OT  3[0POBbLIX
XUBOTHbIX. [NA KoOnoHwit (Hanpumep, Kiewer, XMBOTHLIX), KOTOpPbIE UCMOMb3YHNTCS
ONA SKCTpaKuuu anfniepreHoB, AO/kHa CylecTBOBaTb COOTBETCTByKWWas  cucTema
KOHTpoOnsa, obecneunBawlias OMOMOIrMYECKY 6e30MacHOCTb. NlekapCTBEHHbIE
npenapaTbl a//IEPreHoB  [AO0/IKHbl  XPaHUTbCS B COOTBETCTBYWOWMX yCnoBusix,
obecneumBanWmMx UX KavyecTBO.

97. (2) CrtagMm TexHONOrMyeckoro npouecca, BK/o4awwue npeaBapuTesbHy

06paboTKy, 9KCTpakuuio, (uabTpauuno, onanms, KOHUEHTPUpPOBaHME WNn
nmopuan3aumio, LO/KHbl 6biTb AeTa/lbHO ONUCaHbl YU Ba/IMANPOBaHSI -

98. (3) Mpouecco Mogupukauum, UCNONb3YyeMble ANs npon3ssoAacTBa
MOOMN(MULMPOBAHHLIX ~ 9KCTPAKTOB  a/l/lepreHos (Hanpuwmep, anneprovios,
KOHBOraTtoB), [O/XHbl OblTb OMMcCaHel B COOTBETCTBYHLEl OOKYyMeHTauum .
MMpoMeXyTo4Hble NPOAYKTbl B TEXHO/IOrMYEeCKOM npotecce OOJDKHLI ObITh

NOEHTUINUMPOBaHL N MPOKOHTPO/IMPOBAHbI -

99. (4) Cmecnm 3KCTpPaKTOB a/l/lepreHoB [0/kKHbl OblTb MNPUrOTOBNEHH U3
OTAE/IbHbIX 39KCTPAKTOB WCXOAHLIX MaTepuasioB, MNOJYYEHHbIX U3 OAHONO0 WUCTOYHMKA.
Kaxgbli OTAenbHbIi  3KCTPaKT [OMXEeH O6biTb — onpegeneH Kak oThenbHas
(hapmaueBTUYeCKasi cybcTaHUuA .

JlekapcTBeHHblE MpenapaThl MMMYHHbIX CbIBOPOTOK XMBOTHbIX (B3)

100. (1) MNpounsBoguTenb [OMKEH YyAenaATb o0coboe BHUMaHWE KOHTPOJII0

aHTUreHOB GMOIONMYECKOro MPOUCXOXAEHUS ANS  rapaHTum  ux KaJyecTBa,
NMOCTOSIHCTBA W OTCYTCTBMSA MOGOYUHLIX areHToB. [loAroTtoBkKa MaTepuanos,
NCMO/Ib3YEMbIX A/ UMMYHM3auun XMBOTHLIX (Hanpumep, ucnonb3oBaHne u  (Uan)
BefleHMe aHTUIeHoB, ranTeH-HocuTenen,  agbBAHTOB, CTabunMsnpywmx
areHToB), W XpaHeHue TaKMX MaTEPUa/IOB HEMOCPEACTBEHHO Mepen UMMyHU3aLuein

[O/MKHO  MPOM3BOAUTBLCA B COOTBETCTBUM C  JOKYMEHTa/IbHO OhopMIEHHLIMU
npoueaypamu .

101. (2) MNpouenypsbl UMMyHU3aUUW, UCCefOBaHUS KPOBU U OT6Opa KpPOBU
OOJDKHBI MPOBOANTBLCA B COOTBETCTBMU C PErucTpaumoHHbLIM [OCbhbe .

102. (3) YcnoBus npoun3BOACTBaA  JIEKAPCTBEHHbLIX npenapartos n3
cybpparmeHTOoB aHTUTEen (Hanpumep, y4YacTKM CBA3biBaHUS aHTuUreHa Fab n *) "
nobble JanbHelume moguukaumm  AO/MKHl  COOTBETCTBOBAaTb BaU/INOUPOBAHHLIM
YyTBEpPXAeHHbIM napameTpam. Ecnn dgepmeHTbl, MCnofnb3yembie npu nponsBoACcTBe,
COCTOAT W3 HECKOJIbKUX KOMIMOHEHTOB, Jo/mkHa  ObITb obecrneyeHa ux
CTabu/bHOCTb -



BakuyuHbl (B4)

103. (1) MNpu “cnonb3oBaHUM 3MOPUOHOB NTUL, [AO/MKHO ObITb  0b6ecneyeHo
3[00p0OBbe BCEX CTai, WUCNOMAb3yeMbiX Ana ux nonydenumsa (onsa cTtaih, CBOOOAHLIX OT
cneunpuyecknx NaToreHoB, W ANs 340POBLIX CTai).

104. (2) JonxHa npoBOAUTBLCA Ba/mgaumsa ULeNOCTHOCTHU KOHTeliHepoB,
NCNOMb3YyeMbIX O/19 XPaHEHUS NPOMEXYTOUHbIX MPOAYKTOB, U BPEMEHU UX XPaHeHUs .

105. (3) B 30Hax, cofepxawmx xuBble OMOMOrMyecKue areHThl, 3arpelaeTcs
OTKpbiIBaHMEe COCY[AOB, COepxaluxX VWHAKTUBMPOBAHHbLIE NeKapCTBEHHbIE npenaparthl,
n oTbop Npod6 U3 HUX.

106. (4) nNocnepoBaTe/ibHOCTb NpUGaBNEHUA aKTUBHbBIX KOMMOHEHTOB,
afbloBaHTOB U BCroMoraTesibHbIX  BelecTB B npotecce nponssoacTea
NPOMEXYTOYHOI 0O unm roToBoOro npoaykTa  OO/IXHAa COOTBETCTBOBaTb

TEXHOMIOMNYECKUM NHCTPYKLNSAM

107. (5) B cny4yae wucCnonb30BaHMA A1 NpoM3BoACTBa  WUan NcnbITaHnii
MUKPOOPIraHM3MOB, KOTOpPbLIM MPUCBOEH BbLICWWIA YPOBEHb GUOMOrMYECKOol OonacHOCTU
(Hanpumep, NaHAEMUYECKME WTaMMbl) [AOSIKHbI ObiTb O06GecrneveHsl He06XoAUMbIE Mepb
N3onaumn. [O/MKHO 6biTb MOJSIYYEHO [AOKYMEHTa/IbHOE MOATBEPXAEHWE pa3peleHuss Ha
npoBefeHne YMOMSAHYTbLIX MEPOMnpUATUIA  OT COOTBETCTBYWWMX  YNOSIHOMOYEHHbIX
(efepasibHbIX OPraHoOB WCMNOMHUTENbHOM BnacTtu. [laHHas [dOKyMeHTaums  [Ao/xHa
OGbITb B Ha/IM4MM U AOCTYMNHa A715 NPOBEPKN.

PekombuHaHTHble npoaykThl (B5)

108. (1) [Ana obecne4yeHMa NOCTOSIHCTBAa CBOWCTB NeKapCTBEHHOI 0
npenaparta, COAepxawero A[onycTuMMble TMNpMMECUM B ONPEAEsIEHHOM  Aunana3oHe,
OO/MKHbl CO6M0AaTbCA Ba/IMAMPOBAHHLIE YC/I0BMSA TEXHO/IOMMYECKUX MNPOLLEeCCOB npu
pocTe KNeToK, 3Kchnpeccum b6enka um  ouucTtke. [nd obecneuyeHus oTCcyTCTBUSA
BVUPYCHOW KOHTammHaumn B OnNpefenieHHbX Tunax KNeTok, NCMONb3yeMbIX B
Npon3BOACTBE, MOryT MNOTPeboBaTbCA AONOMHUTENbHbLIE Mepbl. [NA NeKapCTBEHHbIX
npenapaTtoB, MNPOM3BOACTBO KOTOpPbLIX MpedycMaTpuBaeT MHOFOKpaTHble — CcOOopbl
K/IETOK MNpu Ky/IbTUBMPOBaHUM, €ro MNPOAO/IKUTENIbHOCTb [AO/MKHA HaxoauTbCA B
YTBEPXAEHHbIX Npeaenax.

109. (2) lMpouecchl OYNCTKU OT HexenaTenbHbIX MNPOAYKTOB, NCTOYHUKOM
KOTOPbLIX SABAAKNTCA KIETKW X03AMHa, B 4YacCTHOCTUM OT 06efikos, HYK/IEMHOBbIX
KWUCNOT, Yr/1eBOAOB, BUPYCOB U APYIUX MNpuUMeceil, AO/KHbl NPOBOAMTBLCS B paMKax
onpegeneHHsX Ba/MANPOBaHHLIX MpPenesos.

JlekapcTBeHHblE MpenapaTbl MOHOK/IOHa/IbHbIX aHTuTen (B6)

110. (1) MOHOK/IOHaNbHbIEe aHTUTesla MOryT ObiTb MPOU3BEAEHb U3 MbILWHBIX
UNN 4YenoBevyecKMX FMopuaOM UAM C MOMOLWbI TEXHOMOrMA pekombuHaHTHOW  OHK.
Ona obecneyeHns 6e30MacHOCTM M KadecTBa JIEKAPCTBEHHOrO rnpenapara  [AOJDKHbI
NPOBOAVTLCA COOTBETCTBYWWWE MEPOMNPUATUA KOHTPONA B  OTHOWEHUW NCXOOHbIX
Knetok (B TOM uncne, nuTawwmx KNeTok, B c/iy4dyae wux NCnosb30BaHnsA)
NCXOOHbIX MaTepuanoB, WUCMNOMb3YyeMblX ANA CO3[aHua rnéepugomsl u - (Uan)  NNHUN
K/eToK. HeobxoanMo y[OCTOBEPUTLCHA, YTO [AaHHble MepornpuAaTUA MNPoBOAATCA B
yTBepXAeHHbIX npegenax. 0coboe BHMMaHWE [O/MKHO YAENATbCA — goKa3aTes/lbCTBY
OTCYTCTBMA BUPYCOB B JIEKApCTBEHHOM npenaparte. [1a Joka3aTenbCcTBa
NPUIroAHOCTU J/IEKAPCTBEHHLIX MNpenapartos, MNPOU3BefEeHHbIX Ha OAHOWM U Tol  xe
TEXHO/IOrM4YecKoii OCHOBE, BO3MOXHO MCMONb30BaHWe [aHHbIX, MOJIYYEHHbIX  Npu
MCMbITAHUN OOHOINO U3 HUX.

111. (2) [onxHa 6GbITb MpoBefeHa nMpoBepka TOro, 4ToO KpuTepum Ha
NPOMEXyTOYHOM " KOHEYHON  CcTaauMsax  Mpon3BOACTBEHHOIO npotecca
KOHTPO/INPYITCA N HaxogAaATCA B YTBEPXAEHHbIX npegenax.

112. (3) MNpon3BOACTBEHHbLIE YC/NOBUA A1 MPUrOTOB/IEHUSA cy6-(pparveHToB
aHTuTen (Hanpumep, Fab, *, scF v) un mwbbix Apyrux mogmpukauuii (Hanpuvep,
BBeEHVA pPafnoaKTUBHbBIX METOK, KOHbrauum, XUMUYECKOrO CBA3bIBAHUA) [OJDKHbI
COOTBETCTBOBaTb Ba/INAMPOBaHHLIM MapameTpam .

JlekapcTBeHHble MpenapaThl TPAHCTeHHbIX XUBOTHLIX (B7)

113. O6ecneyeHne NOCTOSAHCTBa ncxogHoro wmarepunana, nosly4yeHHOro n3
TpaHCreHHoro WwucTo4YHuKa, ABJ/IAETCA 6onee I'IpO6!'IeMaTI/I‘-IHbIM, yem npu



NCMONb30BaHUN CTaHAAPTHLIX HETPAHCIEeHHbLIX 6GUMOTEXHONONNMYECKUX  UCTOYHUKOB.
CnepoBaTenbHO, OOMKHbl  cobnwpgaTbes MOBbIWEHHbIE TpeboBaHna Ang
JoKa3aTeNnbCTBa MOCTOSAHCTBa BCEX CBOIMCTB JIEKAPCTBEHHOrO rnpenapara OT Cepuu
K cepuu.

114. (1) [Ans npou3BoACTBa OMOAOMMYECKMX NIEKAPCTBEHHbIX npenapaTtos
MOFYyT WCMONb30BaTbCsA pa3/inyHble  BUAbl XMBOTHLIX, B TOM ymucne MmoryT
NpPOBOAMTBLCA B3ATUE M OYNCTKA 6MONOrndyecknx xmpgkocrtel (Hanpumep, MOJOKa) .
XMBOTHbIE [O/MKHB MMETb YETKYKH U  YHUKa/IbHYHW MapKMUPOBKY, W  OO/MKHb  ObITb
npegycmoTpeHsl  gybnupywwume  Mepbl  Ha  ciyyai  yTparthl NnepBUYHOI O
naeHTUMUMpYyWero mapkepa.

115. (2) YcnoBua copepxaHua N yxofda 3a XUBOTHLIMU [OOMXHb obecneumBaTb
HaVMEHbWNI BO3MOXHbIA KOHTAKT XMBOTHLIX C MATOrEHHbIMM areHTaMM U 300HO3aMu.
[omkHbl GbITb pa3paboTaHbl COOTBETCTBYWWME MEPbl  3aWnTbl  OKpYXawwer cpepnpl-
JonxHa ObTb pa3paboTaHa nporpavMma HabnwaeHnst 3a 340POBbLEM XVUBOTHbIX C
COOTBETCTBYWLWMM BHECEHMEM 3anucein B [JOKyMeHTauuw. Takxe [O/KHbl — 6BbiTb
paccrnefoBaHbl 106ble UHUMAEHTH M OMpegesieHo UX B/IMAHME Ha  BO3MOXHOCTb
Oa/IbHEeNWero Mcnosib30BaHMA XMBOTHOIO M paHee MNOoJlyYeHHbIX cepuii npoayKunn .

Heobxoaumo  yAoOCTOBeEpUTbLCA, YTO  /Bble  JIeKAPCTBEHHbIE npenapatsl,
NpYMEHABWMECA ONA  JNIeYEHUs XKMBOTHLIX, He npuBegyT K KOHTamuHauummn
NPON3BOANMOIO JIEKApCTBEHHOIO npenapara.

116. (3) [LomkHa cyuwecTBoBaTb [AOKYMEHTauuMa cC pPOAOC/IOBHOM OT
XMBOTHOINO-OCHOBAaTe/NId [0 XMBOTHLIX, WCMOMb3YyWWMXCA AN npomnssoacTBa.

3anpewaeTcsa CMeWMBaHME MaTepuasioB, MOJIYUYEHHbIX N3 pPa3HbIX TPAHCIEHHbLIX JIMHWI
XUBOTHbIX, TaK KaK OHW MPOUCXOAAT OT pa3HbiX XMBOTHbIX-OCHOBAaTENen.

117. (4) YcnoBus, Npuv KOTOPbLIX MPOM3BOAMTCA B3SATUE MaTepuasnioB, [OOKHbI
COOTBETCTBOBaTb HOpMaMm perucTpauMoHHOro Aocbe U MpoToKona KTMHNYECKUX
nccnegoBaHuin. Mpapuk B3ATUSA MaTepuasia U ycrioBuUsi, TMpPU  KOTOPbIX  XMBOTHbLIE
MOryT ObITb MCKJ/IOYEHb U3 rpolecca NpPou3BOACTBaA /IeKapCTBEHHOIO npenaparta,
[O/IKHbl COOTBETCTBOBaTb YTBEPXAEHHLIM MpoueaypaMm U KpUTepusam npuemneMocTy.

JlekapcTBeHHble MpenapaThl TPaHCTeHHbIX pacTeHuii (B8)

118. O6ecneyeHne NOCTOSAHCTBa nmcxogHoro wmarepunana, noslyd4yeHHOoro n3

TPaHCreHHOro UWCTOYHUKA, sBNsieTcsa 6onee  Npo6/eMaTUYHbLIM, yem  npwu
NCNO/Ib30BaHUM CTaHOAPTHLIX HETPAHCIEeHHbIX 6OUOTEXHOMOMMYECKNX  UCTOYHUKOB.
CnepoBaTesnbHO, OOMXHbI  cobniaaTbes NOBbIWEHHbIE Tpeb6oBaHusa AN
[oKa3aTe/lbCTBa MOCTOAHCTBA BCEX CBOWCTB JIEKAPCTBEHHOIrO MNpenaparta OT cepuu
K cepun.

119. (1) [Ana npepoTBpalWleHUs KOHTaMMHaUMM  FNaBHbIX W paboumnx

TpaHCreHHbIX 6aHKOB MOCTOPOHHUMU MaTepuasiaMu PacTUTESIbHONO MPOUCXOXAEHUS Y
COOTBETCTBYHWIWMMN MOCTOPOHHUMU areHTamMyM MOryT MOHaZobuTbCSA AOMNOSHUTESNbHLIE
Mepbl, MNpefwecTByWWME WU crefywuue 3a MeponpusaTusaMi, yKasaHHeiMi B O6wem
pykoBoacTtBe (NyHKTb 15-86 HacToswero lpunoxeHusa) . KOHTpOsb cTabuibHOCTHU
reHa [Oo/XeH NPoOBOAUTBLCA Ha MPOTSXEHUWM OonpefesieHHOro KonmyecTBa reHepauni.

120. (2) [Ana obecnevyeHnsa NOCTOSIHCTBa cbopa ypoxasi OT pa3HbiX KynbTyp
pacTeHunin pacTeHust AO/MKHbl MMETb YEeTKYH W YHUKa/IbHYH MapKMPOBKY, W OOJDKHb
ObiTb yKasaHbl MX OCHOBHblE XapaKTEepPUCTUKM. B 4yacTHOCTU, COCTOSIHME 340POBbSA
pacTeHuin, BXOAAWuX B KyNbTYypy, LO/MKHO KOHTPO/IMPOBaTbLCA C  ONpefeneHHoi
NePMOANYHOCTbLI Ha MPOTSXEHUN nepuofa BbipawMBaHUA .

121. (3) [onmxHbl 6GbITb YCTaHOB/IEHb Mepbl NPEAOCTOPOXHOCTU  ANs 3alnThl
KyAbTyp. [0 BO3MOXHOCTW HEOOXOAMMO MUHMMU3MPOBATb UX KOHTaMMHaumo
MUKPOOMOSIOFMYECKUMN areHTaMu W MNEepeKPecTHY KOHTamMMHauMi  pacTeHusaMU
Apyroro Buga. [O/xHbl ObITb MPUHATH MEpbl ANA  NpefoTBpaweHus KOHTammHauumm
NeKapCTBEHHOro rnpenapara TakMMu maTepuasiamu, Kak nectuumibl U yao6peHus .
JomxHa ObITb pa3paboTaHa Nporpavva MOHUTOPWUHIa C COOTBETCTBYWWWM BHECEHUEM
3anucein B JOKyMEHTauuw, Takke [O/MKHbl ObiTb paccnegoBaHbl ilobble MHUMAEHTH U
onpefeneHo ux B/IMSAHME Ha BO3MOXHOCTb [Aa/ibHEMWEro MCNOo/b30BaHUS Ky/bTypbl B
NPON3BOACTBEHHOM Mpouecce.

122. (4) [onxHbl 6GbITb YETKO OMUCaHbl YCNoBMSA, oOnpegenswoune cnydau,
Korga pacteHuss Moryt ObTb WCK/KYEHbH W3 NPOU3BOACTBEHHOrO  rpouecca.
HeobxoAumMo yCTaHOBWTL MNpegens nNpuUeMIEMOCTU ANA  MaTepuasioB (Hanpuwvep,
OCHOBHbIX 6€/IKOB), KOTOpble MOryT MomMewaTb Mpoueaype OUYUCTKMU npoayKunn .
JomkHO 6bITb  MOATBEPXAEHO, UTO pe3ynbTaThl HaxogsaTcs B npegenax
YTBEPXAEHHbIX HOPM .



123. (5) [omkHbl ObITb 3aPUKCUpPOBaHLI YCMOBUSA OKpyXawlern cpeab
(Temnepatypa, AoxAab), KOTOpble  MOFyT  MNOBAMSATb  Ha KauyeCTBEHHbIE
XapaKTEPUCTUKU NIEKAPCTBEHHOIO Mnpenaparta, a TakKke Ha  MNPOU3BOACTBEHHbIl
BbIXOZ PEKOMOMHAHTHOro 6efka, HauMHas OT BpPEMEHM MoceBa, Ha  MPOTAXEeHUU
Ky/bTUBMPOBaHMS M 0O MOMEHTa cbopa U MPOMEXYTOYHOrO XpaHEeHUs  COBpaHHbIX
mMaTepunanoB. [pu OopopMNEHUM YyKa3aHHOW [OKyMeHTauunm [OOJ/IKHbl  cobnigaTbes
TpeboBaHMSA HOPMATMBHbLIX MPaBOBbLIX aKTax Poccuiickoii depepaunmn, perynmpymowmx
BOMPOCH BblpawmBaHua M cbopa pacTeHwuii.

NlekapcTBeHHble npenapaTbl reHHon Tepanun (B9)

124. CywecTBYeT HECKO/IbKO TUMOB JIeKApPCTBEHHbLIX NpenapaTos FEeHHOIA
Tepanuu (nekapcTBeHHbIe npenapatsl reHHon  Tepanuu, cofepxaume
nocnegoBaTenbHOCTL(TU) PEKOMOUHAHTHLIX HYKMEWHOBLIX KUCNOT WIW FeHeTUYEeCKU
mogmuumpoBaHHbii(bie) mmkpoopraHnam(mel) wunu  Bupyc(b), W  NEKAPCTBEHHbIE
npenapaTtbl FEHHOW Tepanuu, coepxawne FeHeTU4YecKun MoAMMULMPOBaHHbIE
KNeTKN), KOTOpble OXBaThiBalTCA MyHKTamu 124-136 HacToswero MpunoxeHusa. Onsa
NEKapCTBEHHLIX MpenapaToB FEHHOW Tepanum Ha OCHOBe KNeTOK MOoryT
NMPUMEHATLCA HEKOTOpPbIE MOJIOXEHUA, WU3/I0OKEeHHble B NyHKTax 137-144 HacToAwero
MpunnoxeHnsa .

125. (1) BcnepgcTBue TOro, 4YTO KNETKU, MUCMOMb3yemblie ANS Npou3BoACTBa
NEKApPCTBEHHLIX MpenapaToB T[EHHOW Tepanuu, NOMYyYEeHbl WUAN OT Jfaen
(ayTonorunyHele uan annoreHHole), WAM OT XMBOTHLIX (KCEHOreHHble), CyllecTByeT
NOBLIWEHHbLIF PUCK WX KOHTaMMHauun nobo4yHbIMM areHTamu. [Ans n30n1auumn
ayTo/I0rMYHbLIX MaTepuasioB, MNOMYYEHHbIX OT UHPULMPOBAHHLIX LOHOPOB, OOKHbI ,
ObITb NpefycMoTpeHbl Ocobble MeponpuaTUA. [NA TaknxX UCXOAHbLIX MaTepuasnos, a
Takke [Ns  KPUONpPOTEKTOPOB, MNUTaTe/IbHbIX cCpel, KIeToK u BEKTOpPOB,
HaJEXHOCTb KOHTPOJIbHLIX U UCHLITATE IbHLIX MEpPOnpuUSATUA Jo/MkHa ObiITb  OCHOBaHa
Ha npuHUunax yrnpasBNeHUs puUckamum A1 KayecTBa W [JO/XHA  COOTBETCTBOBAaTb
pervcTtpaumoHHomy pgocbe. Co3faHHble K/eTOoYHble JIMHUKW O npou3BoAcTBa
BUPYCHbIX BEKTOPOB M MPOBEAEHUS KOHTPOJIbHLIX M MCMObITATE/IbHBIX  MEPONpPUATUIA
OO/MKHbl TakKXe OCHOBLIBATLCHA Ha MNPUHUMNAX ynpas/eHUs puckamu A KadecTBa. B
cny4yae Heo6XoAMMOCTU, [AOJ/IKHbI UCMNOMb30BaTbCH BUPYCHbIE MOCEBHbLIE Ky/bTYpPLl U
cucTembl 6aHKOB K/ETOK.

126. (2) Ha BO3MOXHOE cogepxaHue npumecer, MNOCTOPOHHUX areHToB WU
nepeKpecTHy KOHTaMUHaLM B/NAKT Takne (aKTopbl, Kak npupoja reHeTUyeckoro
maTepvana, Tun BekTopa (BUMPYCHLIA WAN HE BUPYCHBI) W TUM KIETOK, 4TO
OO/MKHO ObITb Yy4YTEHO NMpu pa3paboTKe o06wer cTpaTtermm MMHUMM3auMM puUCKa. Ha
OCHOBE flaHHOW CcTpaTervm AOMXHbI ObITb pa3paboTaHbl TEXHO/0MMYECKUin npouecc,
CMNPOEKTUPOBAaHbLI NMPOU3BOACTBEHHLIE U CKNAACKME TMOMeWeHus U obopypoBsaHue,
paspaboTaHsl npouenypsl YO6OPKU U AEeKOHTaMuMHauum, a Takxe yrnakoBKu,
MapKUpOBKN U peasinsauumn.

127. (3) MNpon3BOACTBO M UCMNbITAHWE NEKAPCTBEHHbLIX NpenapaTosB FEeHHOIA
Tepanun TpebyeT pelweHnss crneymbruyecKux BOMPOCOB 6e30MacHOCTU WU KadecTBa
roToBOro NIeKapCTBEHHOI0O MnpenapaTta U BONPOCOB 6e30NacHOCTW NauvMeHToB U
nepcoHana. [o/mKeH MPUMEHATbLCSA MOAXOA, OCHOBAHHLIA Ha ynpaBfieHUW pvckavn,
Onsi obecneyeHnss 6e30MacHOCTM MepCOHasia, OKpyXawlen cpegpl M nauneHToB, a
Takxe TMPUHATLI Mepbl KOHTPOAA COOTBETCTBEHHO YCTaHOB/IEHHOMY Knaccy
OMONOrnMyYecKom onacHocTu. Mepbl No obecnedyeHUw 6Ge30MNacCHOCTU [OOJDKHb
CcooTBeTCTBOBaTb TpeboBaHMSM HOPMATUBHbLIX MPaBOBbLIX aKTOB PoccuincKoii
depepauyun.

128. (4) NepepBunxeHne nepcoHana (BK/WYasA NMepcoHasl, 3aHATbii KOHTPOEM
KayecTBa, M 06CAyXMBawWWA MepcoHasl) M NOTOKN MaTepuasioB, BK/4Yass  Te,
KOTOpble XpaHAT M ucnelThiBalT (Hanpumep, WUCXOAHbe MaTepuasbl, ob6pa3us  And
BHYTPUNPOU3BOACTBEHHOINO KOHTPONsA, o06pas3upl roToBoro NeKapCcTBEHHOr o
npenaparta M Npobbl NMPOM3BOACTBEHHOM Cpefbl) [O/MKHB OpPraHnM30BbIBATLCA Ha
OCHOBE MPUHLUMOB YyrpaBneHuss puckamu Ana KadyecTBa. 10 BO3MOXHOCTU MpU 3TOM
NCNOMb3YKHT OAHOHArNpaB/lIeHHble MOTOKU. [OMXHO YUYUTLIBATbLCSA MNEpeMeleHune mexay
30HamMM, cofepxawvMn pas/iMyHble FeHeTUYEeCKU MOANDULMPOBAaHHbLIE OpPraHu3Mbl, "
30HaMM, COfepXawWMMM FeHeTUYEeCKN He MOANDULMPOBAaHHLIE OpPraHW3Mbl.

129. (5) Mpn NpPoeKTMpPOBaHUM MOMEWEHNA N 060pPyAOBaHUSA  AOSTKHbI ObITb
YUTeHb BCe BO3MOXHble  CreuuasibHble npouenypsl, Tpeobywwmeca aAns
JeKoHTamMHauuMm N  OYUCTKM OT OpraHuU3MoOB, KOTOpble MCNONb3YKTCA npu
Nnpou3BOACTBE fNleKapCTBEHHOro npenaparta. [porpaMma MOHUTOPUHIra  COCTOSIHUSA



NPOV3BOACTBEHHOW cCpefbl, €CNu 3TO BO3MOXHO, [0/KHA OblTb [AOMOSIHEHA MeTohamu
onpegeneHna npucyTCcTBUA cheuupnyecKux MUKPOOPraHn3MOoB, Ky/IbTUBMPOBaHue
KOTOpPbLIX NPON3BOAN/IOCH -

130. (6) Mpu wKnCNonb30BaHUM BUPYCHLIX BEKTOPOB C OrpaHnYeHHOoMN
CMOCOOHOCTbLI0 K pernvKauun [AOSKHbl  MPUHUMATBLCA  Mepbl MO npefoTBpalleHunio
nonagaHvsa BMPYCOB AMKOro Tuna, KOTOPOEe MOXeT TMpMBECTU K  BO3HWKHOBEHMUIO
PEKOMOMHAHTHbLIX BEKTOPOB, CMOCOOHbLIX K pensmMkKauuu .

131. (7) [onxeH 6biITb MPefyCMOTPEH MNaH aBapuiiHbiX MeponpuaTuii  Ha
cnyyvyail  HenpeaBuAEHHOro Bblibpoca XMBbIX MUKPOOPraHu3mos. [naH OOJIKEH
BK/lOYaTb OnucaHve MeTofoB M npoueayp no M3onAuMM MUKPOOPraHM3MOoB, 3auwuTte
ornepartopoB, Y6opKe, MNO MNpoBefeHN  AeKOHTaMmuHauuu " 6e3onacHomy
BO306OHOBNEHMI0 3IKcnyaTaumn. [O/KHO ObiTb OLUEHEHO BAUSAHUE Bbibpoca Ha
NleKapCTBEHHble npenapaThl, HaxogslWMecs B HenocpencTBEHHOW 6/M30CTU, U Ha
nbble Apyrue neKkapcTBEHHbe npenapartsl, HaxogsAwuecsa B 30Hax, NoABEPXEHHbIX
TaKoMy BbIGpOCY .-

132. (8) [onxHbl 6bITb NMPEAYCMOTPEHL Mepbl AN1s OTAENEHMS MOMelWeHurn ans

NnPoM3BOACTBa BUPYCHLIX BEKTOPOB OT [ApYruMx 30H. ShpeKTNBHOCTL Mep,
ncrnonb3lyembiXx ANA pasfgeneHvda, [Jo/mkHa OblTb  goka3aHa. Besge, rge aTo
NpYMeHMMO, CrieayeT WCMNo/b30BaTb  3aKpbiThle  CUCTEMbI. JonxeH O6biTb
npegoTBpaleH BbIBPOC BUPYCHOrO matepuana npu oTtbope o06pa3uos, BBEAEHUN
[06aBOK W nepegavye maTepuasios.

133. (9) He ponyckaeTca conyTCcTByWlWee NpPoOnU3BOACTBO pa3nuyHbIX

BEKTOPOB FEHHOW Tepanum B OAHOW WM Toi xe 30He. OAHOBpeMeHHoe MpPon3BOACTBO
HEBUPYCHbLIX BEKTOPOB Ha OAHOM Yy4yacTKe [O/IKHO KOHTPOAMpOBaTbLCA cornacHo
npuHUMnaMm yrnpasfieHuss puckamm Ans  kKadecrtsa. [flomkHa OGblTb nokasaHa
3(heKTUBHOCTbL npoueayp nepexoja Mexay KamrnaHUsaMU .

134. (10) Ana obecne4yeHUs NPOC/IEXMBAEMOCTMU JIEKAPCTBEHHONO npenapaTta
OT Hauva/lbHbIX  CTagui (nna3mugs, uenesble reHs " perynsaTopHsle
nocnefoBaTesibHOCTU, 6aHKM KNeTOK, a TakKxe 3anac BUPYCHbIX Wn HEBUPYCHbIX
BEKTOPOB) W [0 rOTOBOrO JIeKApCTBEHHOrO npenaparta AO/KHO ObiTb B Ha/Muum
JeTanbHOe onuncaHve Mpou3BOACTBA BEKTOPOB W FeHeTUYeCKu MOANDULIMPOBAHHbBIX
K/1eTOK.

135. (11) TMNepeBO3Ka neKapCTBEHHbLIX rpenapaTos, cofepxawmx wnam
cocToAwnx U3 reHeTUYeCKu MOAMPULMPOBAHHBIX OpraHM3MoB, [OJ/DKHa
COOTBETCTBOBaTb TpeboBaHUAM 3aKoHoAaTes/IbCTBa.-

136. (12) K nepeHocy reHoB B K/IETKU-PELUNUEHTbI, KOTOpPbIA npoBoauTCA
BHe opraHusma, npeabsaABnAnTCA cregywoune TpeboBaHUA:

a) (@ TaKoii npouecc  OOJIXeH NPONCXoaUTb B nomeLlweHnsax,
npefHasHayeHHbIX 1A JaHHbIX AeCTBUIM M MMEeWWMX COOTBETCTBYWWMIA  YPOBEHb
n3onAauun;

6) (b) Heobxoammo npuHATL Mepsl (BKIWYas TpebosaHuA, yKa3aHHble B
NyHKTe 24 HacToswero lpunoxeHus) ANS YMeHbLEeHVUsT BO3MOXHOCTU NepeKpecTHOM
KOHTamMMHauuMm u nepenyTbiBaHUA K/IETOK, [OJ/IyYEHHbIX OT pas3HbiX  MauueHToB.
[OMKHO ObiITb Takke NpefyCMOTPEHO UCMOoMb30BaHWe Ba/lMANPOBAaHHbIX npoueayp
OYNCTKN. OfHOBPEMEHHOE WCMO/Ib30BaHWEe pa3HbiX BUPYCHLIX BEKTOPOB  [O/IKHO
KOHTPO/IMPOBaTbLCA B COOTBETCTBUM C MNpuHUUNAMU ynNpasBleHns puckamu Oss
KayecTtBa. He pa3pewaeTcs WCMNONb30BaHNE HEKOTOPbIX BUPYCHLIX  BEKTOPOB
(Hanpuvep, peTpo- W” JIEHTUBUPYCOB) ans nponssoacTBa reHeTNn4YecKn
MOAMDULMPOBAaHHBIX KIETOK [0 foKa3aTe/ibCTBa OTCYTCTBUA B HUX  MOCTOPOHHErO
BEKTOpa, CMNOCOOHOro K penankauuu;

B) (c) TpeboBaHMA NPOCEXMBAEMOCTU [O/MKHbI ObiTb co6nAeHb . Heobxoammo
yeTKoe onpejesieHne cepun nNpPoAyKUUW, HayMHasa OT KJ/IeTOYHOro Chipbsi "
3aKaHuMBash KOHTeliHepOM C roTOBbiM JIEKAPCTBEHHbLIM NpenapaToMm;

r (d) pusamko-xmMmmyeckmne CBOWCTBa JIEKAPCTBEHHLIX MNpenapaTos, npu
NPOV3BOACTBE KOTOPbLIX MCMOMb3YKHTCA Hebnosnornyeckme cpefcrBa [OCTaBKW reHa,
OO/MKHBl ObITb MCCefoBaHbl U AOKYMEHTA/IbHO MOATBEPXAEHDI.

JlekapCTBeHHble MpenapaThl Tepanuu COoMaTUYECKUMU KeTKaMu U /eKapCTBEHHbIE
npenapatbl TKaHeBol uHxeHepun (B10)

137. [nAa nekapCTBEHHLIX MpernapaToB reHeTUYeCKn MOANPULIMPOBAHHbBIX
KNeToK, KOTOpble He onpefefieHbl Kak NleKapCTBEHHble npenapaTthl FeHHol Tepanuu,
MOryT MPUMEHATBLCA MNYHKTbl 124-136 HacTosAwero [NpunoxXeHus .

138. (1) [AnAa npou3BOACTBAa [JaHHbIX J/IEKAPCTBEHHbLIX npenaparos Mo



BO3MOXHOCTMW [O/IKHbl ObITb MCMOMb30BaHbl  pa3pelleHHble  UCTOYHUKMK (Hanpuwvep,
pa3peleHHble K NPUMEHEHUI0 JIEKAPCTBEHHbIE CPeAcTBa WM MEeAUUMHCKUE U34enns)
OOMONHUTENBLHLIX MaTepuasioB (B 4YaCTHOCTU, K/ETOYHbIX MPOAYKTOB, 6GMOMOMEKys,
onomaTepuasioB, NOAAEPXMBAWIMX CUCTEM, MaATPUL) -

139. (2) B cny4yae ecnu mnsgenus, BKK4Yas Te, KOTOpble MpouM3BOAST Ha
3aKa3, SBMSAKNTCHA COCTaBHOM 4YaCTbW FOTOBOW MPOAYKUMW, [OO/MKHb  cobnwopgaTbes
cnepywune TpeboBaHuA:

a) (2) Mexgy  Mpou3BOAUTENEM  JIEKAPCTBEHHOIO npenaparta u
npomnssoauTeneM MeguUMHCKOro M3fenuss OO/MKHO ObiTb  3akK/l4yeHo  cornaweHuve,
cojepxalee [OCTATOYHYKW WMHpoOpMaUMK O MEANUMHCKOM u3genuu, And Toro, 4Tto6bl
n3bexaTb M3MEHEHUSI €ro CBOWCTB BO BpeMsS MPOU3BOACTBA BbICOKOTEXHO/IOMMYHOIO

NIEKapCTBEHHOro npenapata. YKaszaHHoOe  cor/jauweHune  AOo/MKHO cofepxaTb
TpeboBaHME O KOHTpPONEe M3MEHEHWI i, NpPensIoXeHHbIX AN MeAUUMHCKOro u3aenus;
6) (b) cornaweHne npousBoguTENEM JIEKAPCTBEHHOIO npenapata u

npou3BoANTENIEM MEULMHCKOro M3aenusa [O/HKHO Takxe npegycmarpuBaTb  06MeH
UHQopMaumnern 06 OTKNOHEHUAX, MMEBLWX MECTO MNpu MPOU3BOACTBE  MEAULMHCKOro
n3genvs.

140. (3) BcnepgcTBMe TOro, 4YTO coOMaTUYeCKUE KNETKU NOAy4YeHbl  WUn oT
nwopeii (ayToNnornyHble WAnM  ai/IOFEeHHbIE)  WAM  OT  XMBOTHbIX (KCEeHOreHHble) ,
CYyUWeCTBYeT [MOBbIWEHHbIi PUCK WX KOHTammHauum Mno60YHbLIMU areHtamu. [Ansa
N30M1AUMN ayTONIOMMYHLIX MaTepuanoB, MOMYYEHHbIX OT WHPUUMPOBAHHLIX  [OHOPOB
OOJDKHbI, ObITb NMPefyCcMOTpPeHbl 0Ccob6ble MeponpuaTuAa. [JomkHa 6bTb  obecneveHa
HaAEeXHOCTb KOHTPOJIbHbIX M WUCMNbITATENbHbIX MEpPONpUATUA O  Takux  UCXOLHbIX

MaTepunanos.
141. (4) Ecnu HEBO3MOXHO npoBecTwn cTepunsauuio roToBoro
NIeKapCTBEHHOro MpenapaTta npu MOMoOWW CTaHOapTHBIX MeToaoB, Hanpumep

punbTpaumein, cragmm TEexXHOJIOrMYecKoro npouecca Ao/kHbl 6biTb  NpoBeAeHbl B
acenTUYeCcKNX YCrOBUSAX .

142. (5) [onxHoe BHMMaHMe Heobxoaumo  yAensaTb cneunpuyeckmm
TpeboBaHMAM /11 BCEX CTaauii KPUOKOHCepBaLMW, HanpuMep, CKOPOCTU WU3MEHEHUs
TemnepaTyp BO BpPEMS 3amMOpaxmBaHWMs U pa3mMopaxmBaHusi. TUN Kamepbl XpaHeHus,
crnoco6bl pa3MeleHnss MmaTepuasioB N MNPOLECCH  W3B/IEUEHUST  OO/KHbI CBOAUNTbL K
MUHUMYMY PUCK  NEepeKpecTHol KOHTammHauuu, obecneunBaTtb KauecTBO
NleKapCTBEHHbLIX MpenapaToB M CnocobCTBOBaTb UX MNpaBW/IbHOMY W3BeYeHuo. [Os
obecneyveHnst 6e3o0MacHOCTU paboThl C /IEKAPCTBEHHLIMM Mpenapatamn, B cocTaB
KOTOpPLIX BXOAST MO3UTMBHbLIE CEPOSIOrMUYECKME MapPKEpbl, a TaKKe XpaHeHus  3TuX
NIeKapCTBEHHLIX MpenapaToB [AO0J/IXHb MCMNOMIb30BaTbCA AOKYMEHTa/IbHO O(OPM/IEHHbIE
npoueayps .

143. (6) [onmxHbl 6bITb NPOBEAEHb UCMLITAHWA CTEPWIbLHOCTM Ha  npeameT
OTCYTCTBUA GaKTepuasibHO A rpubkKoOBOM KOHTaMMHauuM B KyJ/bTypax KNeToK
nnn 6aHKax K/IeTOK, He codepxaumxX aHTUOMOTUKM. [lofkHa Takke  Yy4duTbiBaTbCs
HEeoOXOANMOCTb  OnpeAeneHns  crneundhnuyecknx MUKpPOOpPraHM3moB, Tpeoywmx
crneumanbHbIX YCNoBUA KyNbTUBMPOBaHUS .

144. (7) B cny4dyae HeobXoAMMOCTW A[O/MKHA NPOBOAUTLCA nporpavma
MOHUTOPUHIa CTabuibHOCTU, BK/INYaWWass HaIMuMe KOHTPOJIbHbIX W apXMBHbIX
06pa3uoB B KONMMYeCcTBe, AOCTATOUHOM AN NPOBEAEHUS AasibHERWMX UCNbITaHUNA.

V. TepmuHbl 1 onpepeneHus
145. [na uenei HacTosuwero MpuIoXeHUss Kpome TEPMUHOB W onpeaeneHuii,

npefycMOTPeHHbIX rnaBoii 11 HacToswnx lMpaBun, MCNoONb3yWTCA TakKke cnegyowme
OCHOBHbIE MOHATUSA:

afblBaHT - XUMMYECKOoe WM  6uonorndyeckoe BelwecTBO, ycunueaswlee
UMMYHHYI0 peakuuio Ha aHTUIeH;

annepredsl - BelWecTBa aHTUMEHHOW WM  ranTeHHOM Npupoapl, CMNOCOGHbIE
CeHCcnbunNM3npoBaTb OPraHn3M W Bbi3biBaTb asNepruw;

anneprovgsl - XUMUYECKU  U3MEHEHHble  a/l/IepreHsl  C NOHMXEHHOIA

peakTUBHOCTbI MMMYyHOrsiobynuHa E (IgE);

aHTuUreHsl - BewecTBa (Hanpumep, TOKCWUHbLI, 4yXepogHbie 6enku, b6akTepun,
KNeTKNU TKaHW), CNOCOOHble Bbi3BaTb Cheuupuyeckne VIMMyHHbIE peakLunu;

aHTUTeNa MOHOK/IOHa/IbHbIE — FOMOFEeHHasl nonynAuMsa adTuTen, CMOCOGHbIX
NPUCOEANHATBCSA K eAVHCTBEHHOMY 3nutony (aHTUIEeHHO JeTepMuHaHTE),
noslyyeHHasi N3 €AUHCTBEHHONO KJ/IOHa /IMMPOUMTOB WM C  TMOMOWbK  TEXHOMNorunun
pekomMonHaHTHol [HK;



aHTUTena MOINK/OHa/IbHbIE — aHTUTena, MNoslyYeHHble OT HECKOJIbKMX K/IOHOB
nmmdoumToB 1 (MnnM) BbipaboTaHHbIE YENIOBEUYECKUM WM XUBOTHbIM OpPraHM3MoM B
OTBET Ha BBEfEHWE aHTUreHa;

aHTUTEeno - 6enKu, MpPoM3BeAeHHble B-numpounmTamm, KOTOpble cheunpuyeckmn
CBA3bIBATCA C ONpefesieHHbIMM aHTUreHamm. Ha OCHOBE K/I4YEBbIX pasnnuuii B
MeTodax WX MPOM3BOACTBA BbLIAENSNT ABa r/aBHLIX TUNA aHTUTEN: MOHOK/OHasbHble
aHTUTena v MNOMNK/IOHAJ/IbHbIE aHTUTenNa;

6aHK KNEeTOK — COBOKYMHOCTb COOTBETCTBYWIWWUX KOHTENHEPOB, XpaHSAWMXCA B
onpefeneHHbIX YC/OBUSAX, COAEPXUMMOE KOTOPbIX WMEeT OAHOPOAHLIi  cOocTaB.-
Copgepxnmoe Kaxgoro KoOHTeWHepa npeacTaBnisdeT Cco00iW  KpaTHbli  eguHbii  nyn
KNeToK;

6uonorunyeckasi (hapmaueBTUUYecKas cy6CcTaHuuA - (hapmaueBTHMHeECKas
cyb6CcTaHuusi, Npou3BefeHHas C MCMNONb30BaHWEM OMOMIOMFMYECKOr0 WUCTOYHUKA  UAn
3KCTparvpoBaHHasi ©3 OMOIOMNMYECKOro WCTOYHMKA, KOTopas [O/xHa ObiTb
oxapaKTepu3oBaHa C WCMNOMb30BaHNEM (PU3NYECKUX, XUMUYECKUX U BMOMNOMNYEeCKUX
MCNbITaHNA N Ka4YecTBO KOTOPOI onpegensietca 3TUMM UCMLITAHUSIMU B COYETaHUM C
KOHTpPO/IEM MpOLEecCCOB €& Npou3BOACTBA;

OGMONOrNYecKniAi  NeKapCTBEHHbIA NpenapaT - JIeKapCTBEHHbI  npenapaT,
(hapmaueBTUYeCKasi cybcTaHums KOTOpPOro ABnsgeTcs 6rnonornyeckomn
(hapmaLeBTUYECKOI cybCcTaHuuen;

6uoHarpyska - ypoBeHb W BUA MWKpoopraHmamoB (Hanpuvep, Henpuemsembie
UNU AONYyCTUMbIE MUKPOOPraHU3Mbl), KOTOpble MOFYT MPUCYTCTBOBaTb B WCXOAHOM
Cblpbe, WCXOAHOM Cbipbe A1 Npou3BOACTBa (hapmaueBTUMYECKOW  cybcTaHumu,
NPOMEXYTOYHON MPoAYKUUM uan B (papmaueBTUYECKON cybCcTaHuMn. BnmoHarpysKy He
crnefyeT cuMTaTb KOHTamMuMHauueli, ecnu ee YypPoBHM He NpeBbllanT YCTaHOB/EHHbIE
npegenbHble 3HAYEHUS WM He OGHapPYXeHbl MMKPOOPraHW3Mbl, OnpefdesisiemMble  Kak
HeaonyCTUMbIE ;

BEKTOP - areHT TPaHCMUCCUW, MEPEHOCAIWMIA FeHeTUYecKyw WHpopmauuio  OT
OfHOW KMeTKN WUNn opraHu3mMa K Apyroi, Hanpumep nnaasmmibl, SIMMNOCOMbI, BUPYChI;

BMPYCHbII BEKTOP - BEKTOP, MNPOU3BEAEHHbIA NMyTeM MmMoanpuMKauum Bupyca C
NMoMOLIbI0 METOAOB MOMEKYNAPHONM 6unonorunm ansa yaepxmBaHusi HEKOTOPbIX, HO He
BCEX, MATEpPUHCKMX FeHOoB Bupyca. [pu yAasieHMM reHoB, OTBETCTBEHHbIX 3a
CMOCOBHOCTL BMpyca K pennukaumm, co3faHHbliii BEKTOP SABMSIETCA HECMNOCO6HbLIM K
penankauum;

BHE XMBOIO OpraHusMa - Mpouecc, MNpu KOTOPOM Mpoueayps MNPOBOAATCA Ha
TKaHAX WAN KNeTKax BHE XMBOFO OpraHuaMa C fnocnegyowmMm BO3BpaToM  TKaHel
UNN KNEeTOK B XWBOW OpraHun3m;

BHYTPM XMBOFO oOpraHusaMa - TMpoueaypbl, MPOBOAUMbIE BHYTPU  XUBbIX
OpraHn3moB;

BCromMoraTenbHble  BewecTBa -  BelecTBa HeopraHMyeckoro unm
OpraHN4YecKoro MPOUCXOXAEHUSI, WCMOMb3yeMble B Mpouecce Nnpon3BOACTBA,
N3roTOB/IEHNS] JIEKAPCTBEHHBIX MNpenapaTtoB AN  NpUAaHus  um HEe0o6X0AUMbIX
PU3NKO-XMMUUYECKMX CBOWCTB*, KpoOME  (apMaueBTUUYECKUX cy6cTaHuuin n

yNakoBOYHOI 0o mMaTepuana;

ranteH - MONeKy/na C HU3KOW MONEKynsapHoii Maccoii, He  gaBaswowasics
aHTUreHoM Mo cBoeli NpupoAe A0 MOMEHTa KOHblraumm c '‘mMofnekyrnoli—-HocuTenem™;

reH - nocneposatenbHocTb [HK, koaupywowas OAWH WM HECKO/IbKO 6GENKoB;

reHeTUYECKU MOAMpULMpPOBaHHbIi opranHuam (F'MO) - nwb6oii  opraHuMswm, 3a
NUCK/IIYEHNEM OpraHu3Ma 4esioBeka, B KOTOPOM [reHeTU4eckKuii martepuan 6bin
M3MEHEH TakuMMm o06pa3oM, 4YTO [AOCTUYb TaKoro W3MeHeHUa B  pe3yfbTarte
€CTEeCTBEHHOro ckpewnBaHus n (MNNM) eCTEeCTBEHHOW peKOoMOMHauMM HEBO3MOXHO;

ruébpugoma - wumMMopTanuloBaHHas (('6eccmepTHasa'™) NMHUA K/1eTOK,
npousBogsuas xenaemble (MOHOK/IOHaSIbHbIE) aHTUTENa M 06bIMHO Monyvyaemas nyTem
MCKYCCTBEHHOIO C/INAHUA B-NUMPOLMTOB C OMYyXOJSIEBLIMA KEeTKamu;

rnaBHbIi 6aHK KMETOK - a/lIMKBOTa OAHOro nyna K/AeToK, KOTOpbiii  Obi

nonyyeH w”n3 KOHKPETHOro KJ/iOHa KJ/eToK T1pu onpeaeneHHbIxX ycnoBusax,
pacnpeageneHHad BO MHOXeECTBO KOHTeVIHepOB n  XpaHsawadacda npu onpeaeneHHbIxX
YCNnoBuAx;

rNaBHbIi BUPYCHbI MOCEBHOW MaTepuasl - a/iMKBOTa OAHOro nysna  BUPYCOB,
KOTOPbLIA 6bl1  MOIlyY4EH W3 KOHKPETHOro K/IOHa BUMPYCOB TMpU  OMNpeAesieHHbIX
YCNoBUSIX, pacnpefesieHHass BO MHOXECTBO KOHTEHHepoB m XpaHsiasica npwu
onpefeneHHbIX YCroBUSX ;

rnaBHbli TPaAHCreHHbIN GaHK - afMKBOTA OAHOrO MNyna KAeTOK  TPaHCreHHbIX
pacTeHUn WUAN XUBOTHbLIX, KOTOPLIA Obl/T MOSYYEH W3 KOHKPETHOro K/OHa  K/IETOK



npu onpefenieHHbIX YCoBUSX, pacrnpegesnieHHas BO  MHOXECTBO KOHTEeNHepoB U
XpaHsiliasicss Npu ONpefesieHHbIX YC/IOBUSIX;
3aKpbiTasi cucTemMa - CUCTema, B KOTOpoii dapmaueBTuUUYeckass  cy6CTaHUus

WA  NEeKapPCTBEHHbI npenapaT He WMeKT HenocpeacTBEHHOro KOHTaKTa C
Npon3BOACTBEHHON Cpenon;

30Ha - OnpefeneHHbli Habop MoMelweHWidi B npegenax OAHOro 34aHuA, B
KOTOpbLIX MPOM3BOAUTCS OAWH WM HECKO/IbKO IEKAPCTBEHHbIX npenapaTos U

KOTOpble UMEKT OTAENbHY CUCTEMY BO34YyXOMNOArOTOBKWU;
300HO3 - VH(EKUMOHHbIE U MHBA3WOHHbIE 3ab0/1eBaHNSA  XMBOTHbIX, KOTOpble
MOryT nepefaBaTbCsl 4YesIOBEKY ;

NCNONb30BaHWE B YCMOBUSX WU30MSUMU - nbas AesTeNbHOCTb, MNpU KOTOPOW
reHeTUYecKNn MoAMPULMPOBAHHbLIE OpraHM3Mbl MosydawT, KynbTUBUPYHWT, XpaHAT,
TPaHCMOPTUPYKT, pPa3pylanT, YHUUTOXAWT WM UCNOMNb3YIT KaKMM-M60 Cnoco6om
N NpuM KOTOPOI MCMNOMb3YKWTCA CheunasibHble Mepbl  M30aAuunM AN OrpaHuyeHust
pacnpocTpaHeHnss 3TUX OpraHM3MOB U obecneyeHust 6€30MacHOCTU HacefneHus u
OoXpaHbl OKpyxawuer cpepgl;

NCXOAHble MaTepuanbl - BCe MaTepuasnbl, W3 KOTOpPbIX  JIeKAPCTBEHHOE
CpefAcTBO WM (hapmaueBTUYecKasi cybCcTaHuMsa NpovM3BOAUTCS WKW 3KCTparumpyetcs,
3a WUCK/IYEHMEM YMaKOBOUHbLIX MaTepuanoB. [  OGMONOrMYECKUX  IEKApPCTBEHHbIX
npenapaTtoB UCXOAHble MaTepuansl npeacTaBnawT coboii  nwbbie cybcTaHumn
6GMO/IOMNMYECKOro MNPOUCXOXAEHNSI, TakKue KaK MUKPOOpPraHu3Mmbl, OpraHsl W  TKaHu
pacTUTENLHOrO UKW XMBOTHOFO MPOUCXOXAEHUS, KAETKU WIN XUOKOCTU (BKnNouas
KPOBb M MNna3my) UYesloBEYECKOrO WM XMBOTHOFO MPOUCXOXAEHUS, a  Takxe
OMOTEXHOMOINMYEeCKe KNeTouyHble cybcTpaTtbl (PEKOMOMHAHTHbIE U npupogHsie),
BK/0YasA MepBUYHbIE KNETKWU;

KNeTOYHbI 3anac - nepBuYHble KIETKU, pPa3MHOXMBLMECA [0  3afaHHOro
KonMyecTBa K/IETOK, pa3fefieHHble Ha a/IMKBOTbl M WCMNOMb3yeMble B KayecTBe
NCXOAHOro mMaTepuana [Ansa npouM3BOACTBA OrFpaHMYEeHHOro KoauyecTBa  cepuii
NIeKapCTBEHHbLIX MpenapaToB Ha OCHOBE KNETOK;

OTBETCTBEHHOE NULO - CneuuMasibHO Ha3HauYeHHOoe AMUo B opraHuM3aumm Mo
npom3BoAcTBY  6uonormvveckux (B TOM  uucne NMMYHOBMNONOT NYECKUX)
(hapmaueBTUYECKUX CYbCTaHLUMIA N NeKapCTBEHHbIX MpenapaTtoB, KOTOpoe  HeceT
OTBETCTBEHHOCTb 3a:

obecneyeHne TOro, 4To 6GUoNOrunvyeckuii matepuan (B TOM 4uUCNe KNETKU "

(van) TKaHWM YyenoBeka) nMoayyYeH, MNPOBEPEH, WCNONb30BaH B npouecce
NpPo13BOACTBA JIEKAPCTBEHHOIO CpeAcTBa BK/W4Yas KOHTPO/Sb KayecTBa  FOTOBOIO
npogykTa, a TaKke XpaHuncs W 6Gbil OTNyweH B COOTBETCTBUM C

3aKoHogaTeNnbCcTBOM Poccuiickoi depepauymn;

npefocTasB/ieHne YNoJIHOMOYEHHbIM — (efepasibHbiM  OopraHaM  UCMNOJSIHUTE/IbHOM
BNacTU HeOO6XoAMMOW WHhopMauum OTHOCUTE/IbHO npegnucaHui, paspelenHun,
aKKpeguTauum unu NULEH3VPOBaHUSA ;

BbIMO/IHEHNE B OpraHvM3auum Mo NpPOU3BOACTBY 6uonormdecknx (B TOM uyucne
UMMYHOOMOMIOrNYecKux) (papMaueBTUYECKNX  cybCcTaHuuii  u NEeKapCTBEHHbIX
npenapaTtoB, Bcex TpeboBaHMli 3aKoHOogaTenbCTBa Poccuiickoli depepaunn.

OTBETCTBEHHOE NULO AO/KHO OTBeYaTb CrefylluM YCMOBUAM B OTHOWEHUU
KBa/IMhUKaLNK 2

UMETb BbiCWlee MeguUMHCKOoe, (apmaleBTMHECKOe Wan 6rnonornyeckoe
obpa3oBaHue;

uveTb CTax paboTbl He MeHee [ABYX /NeT B OAHOW wnu HEeCKOJIbKUX
opraHmsaumax COOTBETCTBYWWEro Npopus .

YKa3aHHble Bbllle 0693aHHOCTW OTBETCTBEHHOIO Nuua, MOFyT 6biTb nepegaHs
OPYyrvM Avuam, VMEWWMM COOTBETCTBYWUY0 KBa/MPMKaUMi WM CTax paboTel  And
BbIMO/IHEHUST 3TUX 06SA3aHHOCTEN .

OpraHusaumm no  nNpousBoAcTBY  6umonorudeckmx (B TOM  4ucne
WMMYHOOMONOIrMYEeCKMX) (papmaueBTUUYECKUX  CyObCTaHuumi n NeKapCTBEHHbIX
npenapaTtoB [O/IXHbl coobwaTb B YMNO/IHOMOYEHHLIN (epepanbHbIi oprax
NUCNONHUTENbLHOW BNacTu  hamuniuio, UM M OTYEeCTBO (Npu Hannuun)
OTBETCTBEHHOIO /Mua, a TaKke /MU, KOTOpbIM  nepenaHs 06513aHHOCTU

OTBETCTBEHHOIO fMya, BMECTe C MHpopMaumern O KOHKPETHbIX  06s13aHHOCTSIX,
KOTOpbleE Ha HUX BO3/OXEHbI.

Ecnm oTBETCTBEHHOE NMUO WAWM vua, KOTOpbIM MepedaHbl  0683aHHOCTMU
OTBETCTBEHHOIO /iMUa, 3aMeHsoTCA Ha MOCTOSIHHOW WX BPEMEHHOI OCHOBE ApPYruM
NMUOM, OpraHu3aumMs no npou3BoAcTBY Ouonoruyecknx (B TOM uyucne
WMMYHOOMONOIrMYECKMX) (papmMaueBTUUECKUX  CyOCTaHLumii 7 NeKapCTBEHHbIX



npenapaTtoB [AOMXHA Ccpal3y YBeAOMUTb YMNO/IHOMOYEHHbIA (eaepabHbli opraH
WCMONIHUTENIbHOM BRacTu O ¢haMmnunm, UMEHU M otdecTBe (MpU  HamM4uuwn) HOBOIO
OTBETCTBEHHOIO /iMua M gaTe ero Ha3Ha4yeHusi;

NnepeHoc reHoB - MNPOLECC NepeHoca reHa B K/AETKW, BK/I4Has  cUCTemy
3KCrpeccun, cofepxaluywncss B CUCTEME [OCTaBKW, KOTOpas Ha3biBaeTCA BEKTOPOM.
BekTop MOXeT 6biTb KakK BUPYCHOFO, TaK U HEBMPYCHOIO MPOUCXOXAEHWS . Mocne
nepeHoca reHOB FEeHETUYECKU MOAMPULMPOBAHHLIE KIETKU TaKXe MOryT Ha3biBaTbCH
""TpaHCcpopMnpOBaHHbIE KNEeTKU™;

nuTawole KIeTKU - KNEeTKU, UCNO/b3yeMmble B KOMOMHUPOBAHHOIA Ky/nbType
0N noggepxaHust  napunoTeHTHocTu  (CnocobHOCTU avngpdepeHumpoBaTbCs B
MHOXECTBO Chneunasim3upoBaHHbLIX TUMOB KMETOK) CTBOJIOBLIX KAETOK. [N KynbTypbl
YenoBeYECKNX 3MOPUOHA/IbHBIX CTBOJIOBbIX K/IETOK TUMAWYHbBIE MUTaWue Crion
COCTOAT U3 3MOpUOHaNbHLIX (guépodnacTtos Mbium  (3OM)  wnnu 3MOPUOHASIBHBIX
(nbpobnacToB uenoBeka Gow), B KOTOPbIX cneunasbHbIMK mMeTogamu
npefoTBpaleHo aeneHune;

nna3vmga - 4vacTtb [HK, 06bMHO cywecTBywwas B 6aKTepuaslbHOW K/eTKe B

BUAE KOMbLEBOW CTPYKTYpbl, OTAE/IEHHOW OT K/EeTO4YHO XPOMOCOM. Mnasvmga
MOXeT 6biTb MOAU(PMUMpPOBaHa C MNOMOWbLI METOAOB MOJIEKYNSIPHOM 6uonoruu,
BblaeneHa u3 OaKTepuasibHOW KAEeTKM W Ucnonb3oBaHa [ANs nepeHoca u
BCTpanBaHma ee [HK B reHom Apyrow KieTKu;

nogaepxmBawilans cuctema (scaffold) - cpeacrtso noanepxku, cpefcTBo

[OCTaBKM WM MaTpuua, KoTopble obecrneunBawT CTPYKTYpy WM COAEWCTBYWT
MUTpaLMM, CBSI3bIBAHUI WM TPAHCMOPTY KNeToK u (W) 6UONOruyeckn aKTUBHbBIX
MONeKyn;

nomeleHne Ansi NPOU3BOACTBA HECKOMbKMX IEKAPCTBEHHbIX NpenapaTtoB -
rnomeleHne Ansi NnocriefoBaTe/lbHOro NPOM3BOACTBA WU MPOM3BOACTBA MO MPUHLMNY

KaMmnaHuii pas/iMyHblX rpynn  6Uo/Iorndyeckmnx hapmaueBTUYECKUX cybcTaHuuin n
NIEKAPCTBEHHbLIX MpPenapaToB, B KOTOPOM KOMMJIEKT UCMO/b3YEMOro  060pynoBaHus
MOXeT O6blTb Crneuuann3vMpoBaHHbIM  WAN  HEecNeunasiM3upoBaHHbIM AN Kax ol

OTAENbHON rpynnbl cybCcTaHunii nanm neKapCTBEHHbLIX NpenapaTos;

npegHamMepeHHblli BbIBPOC - MNpefHaMeEPEHHbIi BbIMYCK B OKpyXawlwyw  cpeny
reHeTUYeCKN MOAMPULMPOBAHHbLIX OPraHU3MOB, [A/19 KOTOPbIX HE  UCMNOMb3YWTCS
crneunanbHble Mepbl U30NAUUN AN OFPaHMYEeHNs pacrnpocTpPaHeHUs 3TUX OpPraHuM3mMoB
N obecreyeHnss 6e30MacCHOCTM HaceneHust U oKpyxawuwern cpefsbl;

NPOV3BOACTBO MO MPUHLMMNY KamnaHui - rnocnefosaTesibHoe  MNpou3BOLACTBO
psga cepuii OOHOFO WM TOrFO Xe JIeKapCTBEHHOro npenapara B TeyeHue
onpegeneHHoro nepuvoja BpPEMEHW, TMOoc/ae KOTOporo MpoBOAATCA cTporue
KOHTPO/IbHbIE MEponpuAaTUA nepes MNepek/yeHneM Ha npouM3BOACTBO  ApYyroro
NleKapCTBEHHOro npenapata. JlekapCTBEeHHble npenapatbl He NpPon3BOAATCSA
OJHOBPEMEHHO, HO [ANA UX MPOM3BOACTBa MOXET OblTb WUCMO/b30BaHO OAHO U TO Xe
obopynoBaHue;

npouegypa peTpoCNeKTMBHOINO aHain3a - [OKYMEHTa/lbHO  OdopMIeHHas

npoueaypa, obecrneunBawliasg oOTCAexXnBaHMe 6OUONOMMYECKUX  (hapMaueBTUUYECKUX
cybCTaHuuii MM NeKapCTBEHHLIX MNpenapaTtoB HECOOTBETCTBYWWEro  KadyecTBa
BCMeACTBME MCMNOMb30BaHNA 3abpaKoBaHHbIX XWUBOTHbLIX WU yesioBeYeCcKnx
mMaTepuanoB M3-3a MPUCYTCTBMS B 3TUX MaTepuasiax  KoHTamuHupywwero(Wwmx)
areHTa(oB) WKW MNpU BbLIABIEHUN HEFaTUMBHbLIX (AKTOPOB Y XMBOTHbIX WU  NioAei,
ABNANIWMXCA UCTOYHUKOM 3TUX MaTepuasioB;

pabounii 6aHK K/IEeTOK - FOMOFEHHbIi NMy/sl MUKPOOPraHM3MOB WK KNeToK,
NOSTlyYEHHbIX W3 [NlaBHOro 6GaHka KNeToK W O0A4HOPOAHO pacnpefeneHHsx B
onpefeneHHoe 4UYNCNO KOHTeliHepoB. Pabounii 6aHK KNEeTOK XPaHUTCS B YCNOBUSIX,
obecneumBanWmMx ero cTabuibHOCTb M MCMNONb30BaHWe B MPOU3BOACTBE;

pabounini  BUPYCHbIE MNOCEBHOM MaTepuvasl - FOMOFEHHbIA My BMpPYCOB,
MONYYEHHbIX M3 [NlaBHOrO BUWPYCHOrO MOCEBHOr0 MaTepvana u 0fHOPOAHO
pacnpegeneHHblX B ONpefeneHHOe UUCN0 KOHTeliHepoB. Pabounii BMPYCHbIN

NoCeBHOM MaTepunasi XpaHUTCA B YyC/ioBUAX, O6eCI'Ie‘-IVIBaPOLLU/IX ero crtabunbHOCTb U
ncnosnb3oBaHne B Npom3BoACTBE;

pabounii  TpaHCreHHblli 6aHK - TOMOrEHHbIi My/n KNeTOK  TPaHCIreHHbIX
pacTeHUn WAN XUBOTHbLIX, MOJSYYEHHbIX W3 [N1IAaBHOrO0 TPaHCreHHOro 6aHKa "
0QHOPOAHO pacnpefeneHHblX B OnpefesieHHOe 4YUC0 KOHTENHEPOB. Pabounii

TpaHCreHHblli 6aHK XpaHUTCs B YC/IOBUsSIX, O6ecrneuMBaniMx ero CTabuibHOCTb U
Ncrnonb3oBaHNe B MPOU3BOACTBE;

CBOGOAHbIE OT cneuuduueckux naToreHoB - XUBOTHble MaTepuans (Hanpuwvep,
Kypbl, 3MOPUOHBI UAN KYNbTYpbl KAETOK), WUCMo/b3ywWwmMecsa Al NpousBoacTBa Un



KOHTPO/SA KayecTBa OMOIOMMYECKMX JIEKAPCTBEHHbLIX MpenapaTtoB, MNOSy4YEHHble U3
rpynn XumBOTHbIX (Hanpumep, cTag WM cCcTaih), CBOOGOAHLIX OT  OnpefesieHHbIX
natoreHoB. TakuMe cTaja WM cTau onpeaensnTcs KaK FPynmbl XUBOTHLIX, KOTOpble
XVUBYT B 00Wel cpefe M UMEKT yXaxuBawwuii 3a HUMW NEPCOHasl, KOTOpbiA He
npeboiBaeT B KOHTAKTe C XMBOTHbIMM, HecBOGOAHbIMW OT cneunpryeckmnx
naToreHoBs;

comaTuyeckne KNeTKW - BCe KIETKU Tena 4venoBeKa WAn XMBOTHOFO, Kpome
pPEenpPoAYKTUBHLIX KMNETOK. 3TU KAETKU MOryT 6biTb ayTonoruyHoiMm (OT TOro  xe

nauveHTa), annoreHHsivm (OT JApYyroro 4esioBeka) wam KCeHoreHHbiMn (0T
XMBOTHOIM0) COMaTUYECKUMM XMBbIMM KAETKaMWM, MaHUNyAsauMnm C  KOTOPbIMUA UK
N3MEHEHME KOTOpPbLIX TMPOBOAUNUCHL B  YC/IOBUSAX BHE XUBOFO opraHusma c
nocnegywowuM  BBeAEeHMEM B OpraHu3am  4yenoBeKa ans OOCTUXEHNSN

TepaneBTUYECKOro, ANarHOCTUYECKOro UKW MpopunakTUYECKOro AeNCTBUS;

TpPaHCreHHbn - opraHu3m, cogepxawuii B CBOel 06blYHON reHeTn4yeckKom
CTPYKTYpPE 4yXepogHbli FeH A/fsi aKCnpeccun 6Mo0rndeckmnx  hapmaueBTUHECKNX
MaTepunanos;

ypoBeHb 6MONOrMyecKoit 6e3onacHoOCTM - YC/OBUS U30Msuun, Tpebytwmecs
ANns 6e3onacHoii paboThl C MUKPOOPraHM3MamMu pPasHbiX YPOBHEI naToreHHocTH,
HauvMHast OT 4-W rpynnel natoreHHocTu (HaMMeHbWWi pUCK, MasioBEPOSATHO
npuBogsawnii K 3aboneBaHuio 4enoBeka) M o  1-i  rpynnsl naToreHHoCTu
(HauBbICWMIA PUCK, BbI3bIBAWWNIA TSXENbIE NEFKO pacnpocTpaHsemble 3aboneBaHuns) ;

ynctasd KynbTypa (@KceHuuyHas KynbTypa) - KynbTypa, cofepxalilast
OfIMHAKOBblIE MWUKPOOPraHuW3mMbl W HE KOHTaMMHUPOBaHHasA  /itoGbiMK ApYT MK
opraHusmamm .

* NyHKT 3 cTaTtbu 4 OGegepasibHOro 3akoHa ot 12 anpena 2010 r. N 61-93
"06 obpaweHnn JieKapCTBEHHbLIX cpencTts'' (CobpaHve 3aKoHo4aTeNnLCcTBa
Poccuiickoii ¢epgepaummn, 2010, N 16, ct. 1815).

MNpunoxeHne N 3
K lpaBunam opraHusaumn MNpou3BOACTBAa
N KOHTPONA KayecTBa JIeKapCTBEHHLIX CPencTB

Mpon3BOACTBO pagnohapmaueBTUHECKUX JIEKAPCTBEHHbBIX CPeacTB
1. MNpuHumn

1. NMpon3BoaCcTBO pagvohapMaueBTUHECKUX JIEKAPCTBEHHbLIX CPeACTB  [OJIKHO
O6bITb OpPraHM3oBaHO B COOTBETCTBUW C MpUHUUNAMU, MNPUBEAEHHLHIMU B rnaesax
111-1V HacToAawux MpaBwun. HacTtosuwee [MpunoxeHne ycTaHaB/INBaeT cneuymasbHbie
npaswna O NPOM3BOACTBa pajnodhapMaleBTUIYECKNX JIEKAPCTBEHHbLIX CPeAcCTB.

2. MNpv nNpuvMeHeHUU HacToAwMX MMpaBun Heob6XoAMMO YuuTbiBaTb criegywuee:

a) [aHHoe MpunoxeHve He pacnpocTpaHAaTcA Ha U3roToBsfieHne
pagvopapMaleBTUYECKUX JIEKAPCTBEHHLIX CPEACTB B anTeyHblX opraHv3aumax u
BETEepPUHaPHbLIX anTeyHblX opraHv3auuax;

6) HacTosee NpunoxeHue pacnpocTpaHsieTcs Takxe Ha
pagvojapMaleBTUUECKNE  JIEKAPCTBEHHblE  CpeacTBa, NCMo/ib3yWlNecs B
K/IMHUYECKNX WCCNefoBaHUsX;

B) TpaHCNoOpTMpOBKa pagvohapMaueBTUHECKUX JIeKapCTBEHHbIX cpeacTB

BbINO/IHAETCA B COOTBETCTBUM C TpeboBaHMAMW MO  pagnaunoHHOM 6e3onacHocTu
MexayHapogHOro areHTcTBa no aTtomHo aHeprun  (MAFATI) wm TpeboBaHUAMU
HOpMaTMBHbLIX MPaBOBbLIX akKToB Poccuiickoii depepaumun;

r) [OonycKaeTcs MCMO/b30BaTb MeTOAbl, OT/Myanwmecs OT NPUBEAEHHbIX B
HacTosweM MpUIOKEeHUN, HO MNO3BOMAWWME BbLIMNOMHATL TpeboBaHUA MO ob6ecnevyeHuo
KayecTBa npoaykumu. Takne meTodbl AO/XHbI ObiTb BaMaMpoBaHsl U obecneymBaTb
YPOBEHbL KayecTBa, He HUXe, YeM YpOoBeHb KayecTBa B COOTBETCTBUKN C
TpeboBaHNAMU, YCTAHOBNEHHLIMW HACTOAWUM [PUIOXEHUEM .

11. BBegeHune
3. (1) NMpou3BOACTBO paguodapMaueBTUYECKUX JIeKapCTBEHHLIX CpeacTB 7

06pameH|/|e C HUMK npeacTaBAaAeT noTeHunasibHyiw OrNnacCHOCTb. YDOBeHb PUCKoB
3aBuCnT, B YaCTHOCTKU, OT TuUNa MOHU3UNPyWWEro n3syvyeHund, 3HEPIrUn nU3nyvyeHus



N nepvoga nosypacnaga pagunoHyknmaos. Ocoboe BHMMaHMe HeobXxogumo  yaensiTb
npegoTBpaleHnio NepeKpPecTHOl KOHTaMUHaLMW, XPaHEHWUK OCTaTKOB pPafvoaKTUBHbLIX
MaTepuanoB U yaaneHuo OTXOAO0B.

4. (2) BcnepcTtBMe TOro, UYTO HEKOTOpbIE PagUMOHYKIUOb MMewT KOPOTKUI
CPOK XpaHeHus, [ornycKaeTcs BbiNnyCcKkaTb B obpauweHue cogepxauwue unx
paavohapMaleBTUUYECKME NIEKAPCTBEHHbIE CpeacTBa [0 3aBeplieHuns NCnbITaHWA
KOHTpO/SA KayecTBa. B 3ToM cnyyae B chneuuasibHoOli npoueaype  [OSKEH ObITb
YeTKO M NogpobHO onpefeneH MOPSAOK BbiAaun paspeleHusl Ha BbiNyCK, BK/toUasi
OTBETCTBEHHOCTb MEPCOHasia U HEMPEpPLIBHYKH OLEHKY 3(MEKTMBHOCTU  CUCTEMbI
obecrieyeHns kKadecTBa.

5. (3) O06nacTbi npuMeHeHuA HacToslero MpunoxeHua ABngeTcd
OEeATENbHOCTb MPOMBILIEHHbIX NMPOU3BOACTB, SAOEPHbLIX LEHTPOB, WHCTUTYTOB W
M3T-UueHTPOB MO TMPOU3BOACTBY W KOHTPO/I KadecTBa cnefywowmx  TUMOB
npoAyKLUnn :

pagvopapMaleBTUYECKUX JIEKAPCTBEHHbLIX CPEACTB;

pagnodpapmaleBTUYeCKNX NeKapCTBEHHbIX cpencTs ans naT
(NO3NTPOHHO-3MUCCUOHHOK Tomorpagun) ;

pagnoaKTUBHbLIX npewecTBEHHNKOB ansa npomnssocTea

pagnodapMaueBTUYECKUX NEKAPCTBEHHLIX CPeacTB;
PaAVNOHYKNAHLIX FeHepaTopoB -

- +
| Bupg, | Hactoswne | HeobxoanmMo BLINONHATL TpeboBaHUA rnas |
| nponsesoagcTea | MpaBuna He | 111-1V HacTosuux MpaBun (No mepe |
| | pacnpocTpaHs- | npubnmxeHnss ctagmm Npon3BOACTBa K roToBomy |
| | oTca * |npoaykTy TpeboBaHuA ycunusawTcs), Bkwdas |
| | | cooTBeTCTBYyWWMe [MpunoxeHus |
| -------------- o - |
| Pagnothapmaues- | MpoayKums | Xummue- |Ctagnn | 06paboTka, |AcenTuuec-|
| Tnueckue |peakTOopoB N | CcKuin JouncTtkn |npurotoBneHune, |Koe |
| nekapcTBeHHble |uuknoTpoHoB(1l]|cuHTe3 | | no3upoBaHue | nponzBoac-|
|lcpencTtea D | | | | TBO nnu |
| Paguodapmvaues-| | | | | pnHwHaa |
| Tnueckue | | | | | cTtepunnza-|
| nekapcTBeHHblE | | | | lums |
Icpeactea ana | I | | | |
InaT | I | | | |
| PaguoakTuBHbie | | | | | |
| npeagwecTBEHHN-| | | | | |
lkn | I | | | |
| -------------- o gy |
| PaguonyknngHsie | MpoaykKuma | TexHonorunueckuii npouecc (cbopka KOMOHKU, |
| reHepaTopsl |peakTOopoB N |reHepatopa, 3apsfka reHepartopa) |
| |umknoTpoHoB (2] |
| |
- +

* MiweHb M cucTema nepegaym OT LMKIOTPOHA K YCTaHOBKE CUHTE3a MOryT
paccmaTpuBaTbCA KaK nepBasi CTagus  NpoM3BOACTBa hapmayeBTNYECKNX
cybcTaHuuii.

(1) - MNpoaykuusi, nonyyeHHas B pe3ysbTaTe PagnoxXMMUYECKOro BblAeneHus
paavoHyKnuga M3 o6/yYEeHHOW paanoakTUBHOW MUILEHW;

(2) - MNpoaykuusi, nonyyeHHas B pe3yfbTaTe pPaguoxXMMMYecKoro BbloeseHns
MaTEPUHCKOIro paguvoHyKimga vu3 06/y4YeHHON pagnoaKTUBHOW MUWEHU

6. (4) MpousBoauTeslb FrOTOBOro pajnopapmaLeBTUHECKOro /1eKapCTBEHHOIO
cpefcTBa [O/XEeH MMeTb OnucaHue TexXHO/IOrMYecKoro rnpouecca  nNpou3BoACTBa
(hapmaLeBTUYECKON cybCTaHUuM, roTOBOro fIEKapCTBEHHOroO cpeacTBa M ykasaTb,
Kakue TpeboBaHusa HacToswux Mpaswn (rnasa 111 wam rnaesa 1V HacToAWNX
MpaBui) pacrnpocTpaHAnTCA Ha pasfiMyHble TexXHOo/I0rMyeckue onepauuu U (wnn)
cTaanu.

7. (5) TlpousBoacTBO pajanofpapmaLeBTUHECKUX JfIeKapCTBEHHbLIX cpeacTs
OO/MKHO BLINOIHATBCA B COOTBETCTBUM C  TpeboBaHWAMKM  HOPM pagnaumnoHHOoI



6e3o0nacHoOCTU.

8. (6) Mpom3BOACTBO paguohapMaueBTUYECKMX JIEKAPCTBEHHLIX  CpPeacTB,
npegHa3HaueHHbIX ANs  NapeHTepasibHOro BBEAEHWsI,  AO0/MKHO BbINO/IHATBLCA B
COOTBETCTBMM C TpeboBaHUAMK, NpeabsBASEeMbMA K CTEPUIbHOCTM  TaKux
NIEKapCTBEHHbLIX CPeAcTB, C  COG/MAEHUEM B  COOTBETCTBYWWUX  Cly4vasx
acenTUYeCcKMX YC/OBUIA NPOM3BOACTBA B COOTBETCTBUM C  [pUNOXEHNEM N 1K
HacTosiwMm MpaBunam.

9. (7) Cneunpukauum n MeToAsl KOHTPOSS KayecTBa paguodapmaneBTUHECKUX
NeKapCTBEHHbLIX CPeACTB yCTaHOBNeHb B [OCygapCTBEHHON (apmakonee PoCCUIACKOIA
depepaumm A B pPernucTpaumoHHbIX AOCbe Ha 3TW NIEKAPCTBEHHbIE CpeAcTBa.

KnnHnyeckue wuccrnegoBaHunsa

10. (8) Ha npou3BOACTBO paguohapMaueBTUYECKUX /IEKAPCTBEHHLIX CpeacTs,
npefHasHayeHHbIX ONA  KJIWHUYEeCKUX WUCCefoBaHuii, pacnpoCTPaHATCA  Takxe
Tpeb6oBaHusa MpunoxeHuss N 13 K HacTosAwuMm [paBunam.

I111. ObecneyeHne KauyecTBa

11. (9) ObecneyeHme Ka4yecTBa Npu MNpPOM3BOACTBE paanofapmaLeBTUHECKNX
NEKApPCTBEHHLIX CPeAcTB UMeeT ocoboe 3HayeHne B Bugy UX — cneumiuyeckux
OCOGEHHOCTEN, MasbiX O6bLEMOB CEPUi M B HEKOTOPLIX C/y4dasiX HEO6XOoAUMOCTU KX
MEAULUMHCKOrO MPUMEHEHMS [0 3aBepleHusi onepauuii No KOHTPO/I KayecTBa.

12. (10) 3awuTa npoaykKumu OT KOHTaMuHaummn n nepeKpecTHo
KOHTamMMHauum ponxHa 6biTb obecrnedeHa TaK xe, KakK U Mpu npou3BOACTBE J06bIX
NEKapPCTBEHHLIX CpeacTB. B gaHHOM cnyyae npegbsaBnsieTcs  AONOSHUTENbLHOE
TpeboBaHMe MO 3aunTe NPOU3BOACTBEHHON Cpefpl M NepcoHana OT WMOHU3MPYKWEro
N31y4YEeHNs .

13. (11) bonbuwoe 3HayvyeHMEe WuUMeeT Hagnexawasi peruvcrpayms JaHHbIX
MOHUTOPUHIa nomelweHui n npoueccos. OueHKa 3TUX [aHHLIX SABAAeTCA 4acTblo
npouecca BbilycKa cepun B obpaueHue.

14. (12) nNpu npousBoACTBE paauodhapmaLeBTUUECKNX NeKapCTBEHHbLIX
CcpencTB cregyeT B Heob6XoguMMOM O6bemMe MpoBOAUTb KBa/MUMKauuio U Banvugauunio.
Ona  onpepgeneHus o6bemva paboT Mo Keampukaumm v Banvgauum  A0SKeH
NPUMEHATBLCA NOAXO[,, OCHOBAaHHbI Ha ynpaBfieHUN pUCKamm, C OCOObIM BHUMaHWEM
K KOMOMHauuMm TpeboBaHuii HacTosAwMx lNpaBua U paguMauuoHHOi 6e30MacHOCTU.

1V. lMepcoHan

15. (13) Bce TexHOoNoru4yeckme onepauum AOMKHbl BbINOJHATLCHA MNEepCcoHasIoM,
UMEWWMM CcreunasbHyl NoAroTOBKY MO pagvaunoHHONi 6e30nacHOCTU. MNepcoHan,
3aHATLHIA B NPOM3BOACTBE, KOHTPOJ/sIEe KayecTBa WM BhiNyCKe pajuofpapmaueBTUYecKux
NEeKapCTBEHHbLIX CPeACcTB, AO/MKEH MPOATM 06y4veHue, CBA3aHHOE C 0COBEHHOCTAMU
cucTembl obecrnedveHuMsa KadecTBa paguopapmaueBTUYECKUX NeKapCTBEHHLIX CPeACcTB.

YNo/IHOMOYEHHOEe nmuo ABnseTcs OTBETCTBEHHbLIM 3a BbINYCK
paavogpapMaLeBTUYEeCKMX IeKAPCTBEHHbLIX CPeACTB.
16. (14) MNepcoHan, paboTalownii B 30Hax npou3BoACcTBa

pagnodhapMaleBTUYECKUX JIEKAPCTBEHHLIX cpeacTB (BKAWYas MepcoHan, 3aHAThHIN
yOOpKOi U TEXHUYECKUM OOCAYyXMBAHMEM), [AO/KEH NPONTH AOMNOMHUTENIbHOE
oby4yeHne, cCBsiI3aHHOE CO ChneunpuKOM MpPoLEeCcCoB U NPOAYKLUUN.

17. (15) Ecnn npou3BOACTBEHHbIE MNOMeleHUa U obopyaoBaHME UCNOMNb3YHTCS
Takke [Ana MNpoBefeHUs UccrefoBaHuii, TO  MNepcoHan, yyacTBylwuii B
nccnefoBaHuAX, OO/MKEH MponTUM obydeHne HacToswum [MpaBunam. [elicTBus no
obecrieyeHniv KayecTBa 3aK/Iw4yawTCs B pacCMOTPEHUN U Bblgade paspeleHus Ha
npoeBefeHne paboT, CBA3aHHLIX C MUCCMNefoBaHUsAMW, ANA TOro 4ToObl UCKINUYUTL KX
ornacHoe BAUsiHME Ha MPOU3BOACTBO.

V. MNomeweHna n obopynosaHue
O6bwme nonoxeHus
18. (16) MponsBoAcTBO pagvopapmMaleBTUYECKUX JIEeKAPCTBEHHbIX cpencTs

OO/MKHO NPOBOAMTBLCA B KOHTPO/IMPYEMbIX 30HaX, B  KOTOPbLIX BbINO/THAKNTCS
TpeboBaHMs K MNPOM3BOACTBEHHON cpeae W pagnauuoHHOW 6e30MaCHOCTU. Bce



TeXHONornyeckne onepauum [OJTKHbI BbINOMHATBLCA B CreEunasibHbIX MOMEWEHUAX U Ha
crieyyanbHOM  0ob6opyAoBaHUM, KOTOpble npefgHa3HadeHs 4N nponssoncTBa
pagnohapmMaleBTUYECKNX IEKAPCTBEHHLIX CPeACTB.

19. (17) Heobxoaumo MNpUHATBL Mepbl MO NpeaoTBpalEHMIo nepeKpecTHo
KOHTamMHauuMm OT nepcoHasia, WCXOAHOro Cbhipbs, MaTepuasnos, pPafnNoHYKINAOB .
Tam, rge 9TO BO3MOXHO, HEO6XOAUMO MCMOJIb30BaTb 3aKpbiTOE WA N30/IMPOBaHHOE
obopygosaHue. lNpu UCMoNb30BaHUM 06OPYyAOBaHUA OTKPLITOro Tuna uaMm npu
OTKpbIBaHUN 0060pPYyAOBaHUA OO/MKHbl  OblITb MPUHATH  Mepbl MO CBEAEHUI  pUCKa
KOHTammHauum K MUHUMYMY. [pu  OLEHKe pUCKOB HeobXoAauMmo nokasaTb, 4TO
yncToTa NPOU3BOACTBEHHOW cpefbl YAOB/ETBOPSAET TpeboBaHUAM, NPeabABAAEeMbM K
TUNY BbiMyCKaemol MNpoayKLUWK .

20. (18) Bxop B npovM3BOACTBEHHbIE 30HLI AO/IKEH OCYLWECTBNATbLCA yepes
KOMHaTbl A1 nepeogeBaHusa (CaHMPOMNYCKHUKN) U OO/MKeH OblTb paspelleH  TO/bKO
ONA nepcoHana, MMelWero npasBoO [OCTyMa B HUX.

21. (19) Heobxogumo nNpoBOAUTbL MOHUTOPWVHI pabounx MecT n
NPOM3BOACTBEHHOW cpefbl B OTHOWEHUW YPOBHA pajuaumm, KOHUEHTpauuu 4vacTtul u
MUKpOOpraHn3mMoB. [lopsfoK npoBeAeHUs MOHUTOPUHra YycTaHaBnuBaeTCcda npu
KBamMpuKaumm akcnayaraunu .

22. (20) [Ana rapaHTMM TOrO, UTO WCNO/Ib3YEMbIE novelweHnss u
obopynoBaHue COOTBETCTBYWT MpenbsBAseMbM K HuM TpeboBaHuam u npownu
KBaMpmKaumio, Heob6xoaAnmo NpoBOANTb npopuiakTnyeckoe TexHnyeckoe

obcnyxuBaHne, KanmbpoBKYy M KBanupumkauumw. Takne paboTbl AO0MKHbI BbINOSHATHCS
NnoAroTOBMEHHbLIM MEepPCoHa/IoM, a (akKT WX MPoBefeHUst U NOoJlyYeHHble  pe3ynbTaThl
OOJDKHBI OOPMNATHLCA AOKYMEHTA/IbHO -

23. (21) HeobxoguMmo NpUHMMaTb Mepbl MO 3aWnTe MNPOM3BOACTBEHHOA 30Hbl
OT paguoaKTUBHOINO 3arpsisHeHus. [lofkeH ObiTb OpraHn3oBaH Hagexawni
KOHTPO/Ib PaMOaKTUBHbIX 3arps3HEHWn NMpsiMbiIM METOAOM C MOMOWbK  A03UMETPOB
WNN KOCBEHHO - METOAOM Ma3KOB B YCTaHOBJ/IEHHOM MopsgKe.

24. (22) NoBepxHOCTM 060pyaoBaHUsI, conMpukacawlmecs C MNpPoayKToM, He
JO/KHB BCTYNaTb C HUM B peakuuvi, He [O/MKHbl HUYEero BblAENATb U He  AOJDKHbI
abcopbupoBaTb MNPOAYKT, UTOOb TakKMM 06pa3oM He W3MEHUTb KayecTBO

pagnodapmaleBTUYECKOro N1IeKapCTBEHHOIo cpeacTBa.
25. (23) Peuupkynsauusi Bo3gyxa M3 MOMEWeHui, B  KOTOPbIX BLIMOJ/IHAETCSH

pa6ota Cc paguodhapMaLleBTUYECKUMU  NIeKaPCTBEHHbLIMA cpeacTBaMu, He
JonyckaeTcsi, 3a WCK/IOYEHWEM C/lydyaeB, Korga rMpuUMEHeHME  peuupKyisumm
060CHOBaHO. B BbLITSXHbIX CUCTEMax [Jo/kHa G6biTb NpeaycMoTpeHa 3aumTa oT
3arpsi3HeHnst  OKpyxawlleii cpefpl pPaguoaKTUBHLIMM — YacTuLaMnu WU razamm. B

KOHTPO/IMPYEMbIX 30HaxX [O/KHa ObiTb NpeAycMOTpeHa 3awuta OT  KOHTaMuHauuu
yacTuuamMnu 1M MMKPOOPraHU3Mamu .

26. (24) [Ansa Toro, 4To6b He AONYCTUTb pacnpPOCTpPaHEHUs pPaanOaKTUBHbBIX
yacTuy, B 30HAX, FAe HaxoguMTCsA OTKPbITHIA NPOAYKT, HEo6XoAuMO noadepxuBaTb
oTpuuaTenbHOEe fAaB/fieHWEe MO OTHOWEHMI K OKpyXawowuMm 30Ham. B To xe  Bpewms
NPOAYKT AO/MKEH ObITb 3aWMueH OT KOHTamMMHauunm 13 NPOU3BOACTBEHHOI cpeppl, B
TOM 4ucne MNocpefcTBOM MPUMEHEHUS1 6apbepHOl TEXHOMOrMN N BO3AYWHbLIX WI0308,
paboTanwmx No APMHUMNY Kackaga AaBfieHUN .

NPon3BOACTBO CTEPU/IbLHOM NPOAYKLMM

27. (25) CrepunbHble pagmohapmMaueBTUUECKME NTIEKAPCTBEHHbIE cpeacTBa
pasgensanTca  Ha ABe rpynnbl:  NIeKapCTBEHHble npenapaTthl, BbiMyCKaeMmble B
acenTMYeCKNX YCMOBUSX, W JIEKAPCTBEHHbIE Mpenapartsl, nognexawne  PUHUWHOM
cTepuwmsaumn. B nNpoum3BoACTBE [O/KEH TMOALEPKUMBATLCA YPOBEHb YMCTOTHI
NPON3BOACTBEHHON Cpenpl, COOTBETCTBYWWWIA BUAY BLINOSHAEMbIX onepauui. [osmKHb
cobnwgaTbCca ycTaHoB/EHHble MpunoxeHnem N 1 K HacToswmm lNpaBunam TpeboBaHusA
K 4NCTOTe paboymx 30H, B KOTOPbLIX MPOAYKUMA WKW NEepBUYHAs ynakoBKa  MOXeET
HaxogUTbCS B KOHTAKTE C OKpyXawwuMm BO34YXOM.

28. (26) [Ona onpepeneHvsa TpeboBaHMA K nepenajam JaBneHvsa,
HanpaB/IEHMI0 MOTOKa BO34yXa M ero kKadecrBa MOFyT MCMNO/b30BaTbCs MeToabl
OLLEHKN PUCKOB.

29. (27) B 3aKpbiTbiX aBTOMATU3UPOBAHHLIX CUCTEMaX, npeacTaBnAnLmMX
coboili, Kak npaBwiO, rops4Yne Kamepbl C pa3MeleHMeM B HUX  YCTaHOBOK
XUMUYECKOIO CUHTE3a, CUCTEM OUYUCTKU, CTEPUNMIYHWEN GuabTpauum "‘Ha nuHun'',
JocTtaTtoyHo obecrneunTb kKiacc 4uctoTel C. B ropsume Kamepbl, Haxogsawmecs B
3aKpbITOM COCTOSIHMM, [O/KEH NojaBaTbCs BO34yX nocrne guabTpauun c BbICOKOVi



CTerneHblw YMUCTOTH. AcCenTuyeckue onepauum AOSKHb BbINOSHATBCA B 30HE Kacca
A.

30. (28) [Jo Hauvana npou3BoACTBa COOpKa CTepw/bHOro ob6opynoBaHUs "
KOMMOHeHTOB (Tpy60OK, CTepunuaywumnx QuibTpoB), MNOoACOeAVHEHME NVHWIA nogavn
XNOKOCTEA K YKYMNOPEHHbIM repMeTUYHbIM CTEpPWU/IbHBIM  (hakoHam, OOJDKHBI
BbINO/THATLCA B acenTUYeCKUX YC/IOBUAX .

V1. [JokymeHTauusd

31. (29 Bce OOKYMEHTHI, Kacawwmnecsi npoussoacTBa
paavopapMaleBTUUECKMX NIEKAPCTBEHHbIX CpPeacTB, [AO/MkHb  pa3pabaTeiBaTbhbcs,
cornacosbiBaTbCsl, YTBeEpXAgaTbCsa W pacnpegensaTbca B COOTBETCTBUM C

YTBEPXAEHHOM nNpouenypoi .

32. (30) TpeboBaHUsA K WCXOAHOMY Cbipblo, YMNaKOBOYHbLIM mMaTepvanam,
vMatepvanam O MapKUpPOBKU, KPUTUYECKOM NPOMEXYTOYHOW MPOAYKUUM N FOTOBLIM
pagnodpapvMaleBTUYECKUM JIEKAPCTBEHHBIM CpeacTBaM  LO/KHb  ObITb yKa3aHbl B
crneynpmkaumax. [LomkHbl ObiITb Takke cheyMpukauunm Ha KpUTUYHECKME maTepuasbl u
KOMMOHEHTb (B 4acCTHOCTM, Ha BCMOMOraTes/ibHble MaTepuasbl, YMJIOTHEHWUS, HaGOopb
AN cTepunnaywluen gunbTpauymn), MUCMoMb3yeMble B Mpouecce npou3BoacTBa U
CcrnocobHble oKasaTb KpUTUYeCKoe BUSHWE Ha KadeCTBO MPOAYKLUUW .

33. (31) Ana paavohapmaleBTUUECKUX NEeKapCTBEHHbIX CpeAcTB HeobXoAnMOo
YCTaHOBUTb KPUTEPUM MNPUEMNIEMOCTM, BK/KWYaAA crneuyypukaumm Ha MOMEHT BbiMyCKa
W Ha nepuog cpoka rogHocTn (Hampumep, AnA  pPagmoXumMnMyecKor YNCTOTHI,
0O0BEMHOW aKTUBHOCTMW, PaANOHYK/IUAHOM YUCTOTH U yAE/IbHON aKTUBHOCTW) .

34. (32) B 3anucax nNO WUCMNOMb30BaHMK, OYUCTKe, [Ae3akTuBauunm Wuam
cTepuamnsaummn, TEXHUYECKOMY OO6C/yXMBaHMI OCHOBHOFO 00OpyAOBaHMA  OOJTKHb
ObITb yKasaHbl gaTta U BPEMSI BbIMOJIHEHWSA onepaumn, NpocTaB/eHa nognucb nuua,
BbIMOMIHMBWEIO paboTy, a Npu HeobXOAMMOCTU TaKke yKa3biBawTCs HanmeHoBaHue
NPOAYKLUUN U HOMEP Cepun.

35. (33) 3anucm HeobxoAuMMO XpaHUTb B Te4YeHMe He MeHee Tpex NneT, ecnu
HOpMaTMBHLIMA MPaBOBLIMM akKTamu Poccuiickoin depepaunn He yCTaHOB/EH VIHOWA
CPOK XpaHeHus .

VI1. lpon3BoacTBO

36. (34) OpgHOBpeMeHHoe MpPOoM3BOACTBO pPas3/MYHbLIX paguodapMaueBTUHeCKUX
NeKapCTBEHHbLIX CPeACTB B OfAHOIN pabouein 30He (ropsdein kKawepe, naMuHapHom
30He NNU wKady) He [JonycKaeTcAa C  Uefnblo CBefeHus K MUHUMYMY pUCKa
NepeKpecTHOro 3arpsA3HeHns paguoakTUBHLIMA  BelwecTBamu  WUan nepenyTbiBaHUA
mMaTepuanos.

37. (35) Ocoboe BHMMaHUE HeobXOAMMO YyAenaATb Baaujgauun, BK/I0Yasi
Ba/IMgaLMi0 KOMMbITEPU3UPOBAHHLIX CUCTEM B coOTBeTCTBUM C [lpunoxeHvem N 11 K
HacTosawnm MpaBunam. HoBble NPOLECCH [O/MKHbI NPOMTVM MEepPCneKTUBHYKW Banngauuio.

38. (36) KpuTnueckume napameTpbl AO/MKHbI ObITb OnpeaeneHsl Ao wan B
npowuecce nposefeHus sanmpaunn. lNpu aTOM cnepgyeT onpefenAaTbe  AONYyCTUMblE
npegenbHble 3Ha4YeHUs M3MEeHeHwii napamMeTpoB, Heobxoaumbie ANA cTabunbHOro
npomnssoacTBa.

39. (37) [na npoAyKTOB, HaMoJ/IHAEMbIX B acernTUYeCcKuxX YCNOBUSX, [OOJIKEH
NPOBOANTBLCA KOHTPOJIb  LENIOCTHOCTU MeMOpaHHbIX (UNbTPOB, npvHUMas BO
BHUMAHME HEeobXoAUMOCTb Ob6ecrnevyeHus pagumauMoHHON 6e30MacCHOCTM U COXpaHeHust
CTEPU/IBHOCTN PUNLTPOB.

40. (38) YuuTbBas pagnauMoOHHYKW aKTMBHOCTb [OTOBOIA npoaykumu,
OOMyCKaeTCA HaHOCUTb MapKMPOBKY Ha MepBUYHYK YMNakoBKYy [0 Hayana
npon3BoAcTBa. Ha cTepuibHble MyCTble 3aKpbiTble (/IakoHb MOXET ObiTb HaHeceHa
MapKMpoBKa C 4YacTWUYHOI WHhopMauuen [0 onepaumn HamnoJSIHEHUSA, Mpu 3TOM
CTEPWIbHOCTb He [Jo/ikHa OblTb HapyweHa W He [OXHO ObiTb nomex nans
BU3Ya/IbHOMO KOHTPO/IA HAamoJSIHEHHLIX (P/IaKOHOB .

VI11. KoHTpo/sb KayecTBa

41. (39) PaguohapmaueBTUYHECKME J/leKapCTBEHHble cpeAcTBa MOryT  ObiTb
BbiNyWeHbl U MUCMOMIb30BaHbl Ha OCHOBE OUEHKM [OKYMeHTauuuM Ha cepvio go
3aBepleHnss BCeX XMMUYECKUX N MUKPOOMONOTMUYECKUX WCTbITaHWU -

42. OdhopmneHne pa3peleHus Ha  BbiNyCK paguodapmaueBTUHEeCKNX



NIeKapCTBEHHbBIX CPeACTB MOXeT ObiTb BbIMONHEHO B ABa M 6ofnee aTana A0 U nocne
3aBepleHnss aHa/IMTUYECKOr0 KOHTPO/sA B MOSIHOM obbewme:

a) (@) oueHka ynoO/IHOMOYEHHLIM AINLOM AOCbe MPOM3BOACTBAa Cepun, KOTopoe
[JO/MKHO oOxBaTbiBaTb YC/IOBUSA NPOUM3BOACTBA W aHa/IMTUYECKUIA KOHTpPO/b,
NpoBefEeHHble [0 MOMEHTa pa3peleHns TPaHCNOPTUPOBKWM pajuodhapMaleBTUYecKoro
NeKapCTBEHHOI0 CpeAcTBa B cTaTyce ''KapaHTuH' B K/IMHMYEeCcKoe nogpas3feneHue;

6) (b) ynonHomo4yeHHOEe /UUO BbiJaeT pa3pelleHne Ha BbiMYCK nocne
NpoBefeHNs OLEHKN OKOHYaTeNbHbIX pe3y/bTaTOB aHa/IMTUYEeCKOro KOHTPONA, Bcex
OTK/IOHEHWA OT HOpMa/IbHOFO nMpouecca, KOTopble AO/MKHbl  6biITb  OHOPMEHDI
OOKYMeHTa/IbHO, O0OOCHOBaHb W  YTBepxAeHbl. Ecnu HekoTopble pe3ynbTaTsl
KOHTPO/SA HEBO3MOXHO MOAYYUTb A0 WMCNO/b30BaHUS /IeKapCTBEHHOro cpeacTsa, TO
YMNO/IHOMOYEHHOMY MWLy criegyeT OPOpMUTb pa3pelieHne Ha BbiNyCK SIeKapCTBEHHOI O
cpefAcTBa YC/OBHO [0 Hadana ero WUCnosb30BaHMS W OKOHYaTeNbHO  OhopMUTb
paspelweHne Ha BbiMYCK J/leKApCTBEHHOrN0 cpejcTBa nocre nosyyeHns Bcex
pe3ynbTaToB KOHTPO/IA.

43. (40) bonbWKHCTBO paguodapMaueBTUYECKUX NIeKapCTBEHHbIX cpeacTs
MCNonb3yeTCcss B TeyeHMe KOpPOTKOro nepuoga BpeMeHu, 4YTo  0OyCnoBfeHOo
KOpPOTKMM nNepuoaoM nonaypacnaja paguoHyKIngos, M03TOMY CPOK — FOAHOCTU
NIeKapCTBEHHOI0 CpeAcTBa [0/XeH ObiTb YEeTKO yKa3aH.

44. (41) PapguothapmaueBTUYECKME /lEKApCTBEHHbLIE CpeacTBa, coaepxaume
paavoHyKnuasl ¢ 60MbWKMM NepuoaoM nosypacnaga, cnegyet KOHTPO/MpoBaTb — Ha
COOTBETCTBME BCeM TpeboBaHMAM [0 O(POPMIEHUA pa3peleHns Ha BbINYCK
YMNO/THOMOYEHHbLIM JINLLOM -

45. (42) KoHTponb Npob6 mMoxeT 6biTb NpoBeAeH He cpaly nocsne mx otbopa,
yTOOL Ob6ecrneunTb Tpebyemoe CHUXEHWE YPOBHSA aKTUBHOCTU. Bce BuAbl KOHTPOAA,
BK/Il0YAsA KOHTPO/b Ha CTEpPUIbHOCTb, AO/MKHb MPOBOAMTBCH KaK MOXHO ObicTpee.

46. (43) YTBeEpxAeHHas npousBoaguTesieM npoueaypa [Oo/XHA yCTaHaBNuMBaTb
NopsilOK OUEHKM MPOoAYKUMN N pe3y/ibTaTOB KOHTPO/SA A0 OTNpaBKM NPOAYKLAN .

47. (44) Npoaykumsi, He COOTBETCTBYWlUAA YCTAHOB/IEHHbIM  TpPeboBaHUAM,
JOMxHa ObiTb OTK/IOHEeHa. Ecnn npegycmoTpeHa nepepaboTka maTtepuvana, TO  OHa
[OMKHA BLINONHATBLCA MO 3apaHee yTBepxAeHHOW npouenype. [oToBasd npoayKuus
JO/KHA COOTBETCTBOBAaTb YCTAHOB/IEHHbIM TpeboBaHMAM, UYTO [AOMXKHO ObiTb
NnoATBEPXAEHO OO0 ee BbiMycka. He ponyckaeTcs nepepaboTka  BO3BpalweHHOoN’
NPoAyKUMn, C KOTOPOW crnefyeT obpawarbCA Kak C pajvoakTUBHBIMW OTXO4aMu .

48. (45) B cneuymanbHOM npoueaype AO/MKEH OblTb onpegeneH nopsiaoK
OEeNCcTBUA  YNO/THOMOYEHHOrO fMua B cnydyae ObGHapyXeHus HEecCoOTBeTCTBMA
npoAaykumnm TpeboBaHUAM crneuudukaunm nocne ee OTrpy3Ku A0 UCTeuyeHus cpoka
rogHocTu. Takue crydyau [OSKHbl ObiTb paccnefoBaHbl, AO/MKHb  OblTb  BbIMOSIHEHbI
HeoOxoAnMble npegynpexjanume n KoOppekTupylwme MeponpuaTus Ons HefonyweHus
NnoAobHbIX cuTyauumi B byayuwem. 3TOT NpouUecC AO/MKEH OblTb  AOKYMEHTas/IbHO
O(hopM/IEH .

49. (46) IMpn HeobGXOAMMOCTU MNPOU3BOAUTENL  [OJIKEH MHOopMMpOBaTb
OTBETCTBEHHbLII NEepCcoHan MeAMUMHCKON opraHusaumm. [ns copeicTtBua  3TOMy
AOoMkHa OblTb obecneyveHa MNPOCMEXMBAEMOCTb B OTHOWEHMW paanodapmaleBTUYECKNX
NeKapCTBEHHbIX CPefcTB.

50. (47) [JonxeH 6bITb yCcTaHOBNEH MOPSAAO0K KOHTPOAA MCXOAHOrO Chipbs n
maTepunanos. [pu BbibOpe M yTBeEpxAeHMM MNocTaBWMKa cnegyeT yb6eauTbCcA B TOM,
YTO MOCTaB/IIEMblE UM MCXOOHOE Chipbe M MaTepuasibl HEeU3MEeHHO  COOTBETCTBYWOT
TpeboBaHMAM cneuupukaumin. lMicxogHoe cChipbe, YMNaKOBOYHbIE mMaTepuanbl u
BCNnomoraresibHble MaTepuasibl A1 KPUTUYECKUX MPOLECCOB A0/MKHbI NpuobpeTaTrbcs
TONbKO Y YTBEPXAEHHbLIX MOCTaBLVKOB.

IX. KOHTponbHble M apxmBHble obpa3upl

51. (48) OT Kaxgon cepunm HepachacoBaHHbIX pagnodapmaueBTUHEeCKNX

NeKapCTBEHHbLIX CpeacTB  AO0J/IXHO ObITb OTO6paHO agocTtaTto4yHoe KO/IN4eCTBO
O6paBLI,OB, KOTOpble AO0J/IXKHbl XPaHUTbCA He MeHee WeCcTun MecdAueB Mnocsie ncrtedeHusd
CpOKa rogHocTu roToBOWA npoaykuun, eciam WnHoe He YCTaHOB/IEHO Tpn

NCNOMb30BaHUM Mpoueayp ynpaBfieHUs PUCKaMK.

52. (49) O6pa3upl UCNoab3yemMoro B MPoM3BOACTBE WUCXOAHOro Chipbs, 3a
NUCK/IYEHNEM pacTBOpUTENEn, ra3oB N BOAbl, AO/MKHbI XPAHUTbLCS He MeHee  AByX
NeT nocne BbiNnycKa MNpoayKuum. 3TOT CPOK MOXeT OblTb COKpaleH, ecnm B
crneuMgmnKaumMm Ha cbipbe yKasaH 605iee KOpPOTKWiA nepuop CTabunbHOCTU.

53. (50) Ona oT6opa U XpaHeHus npob WNCXOAHOro Cbipbs, mMaTepvanos,



NPoAyKUUN, MNPOU3BEAEHHLIX MO UHAMBUAYAJIBHOMY 3akaly Wau B MasiblX
KonuyecTBax WM ec/lin UX XpaHeHWe MOXET Bbi3BaTb 0OcCO6ble TPYAHOCTU, MOXeT
6biTb OnpeaeneH WHOW MopsAoK OT6Gopa U XpaHeHus .

X. Peanusauwuns

54_. (51) Ana paguohapmMaueBTUYECKUX JIeKapCTBEHHLIX CpencTB [OnycKaeTcs
peanu3auusi TOTOBOM NPOAYKUMW B KOHTPOJMPYEMLIX YCNOBUAX A0  MNOJyYeHus
pe3ynbTaToB BCEX HEOob6XOAUMbIX WCMbITaHUNA . Mpwn 3TOM OO/TKHO OblTb
rapaHTUpoOBaHO, 4YTO JIEKAPCTBEHHbLIA MpenapaTt He OyaeT MPUMEHEH B MeOULVHCKOIA
opraHmsaumn o MOJIyHYEeHUs1 YOO0BNETBOPUTENLHLIX PeE3y/bTaTOB MCNbITaHui U nx
OLLEHKN YMOSTHOMOYEHHbLIM JIULIOM .

X1. TepmuHbl 1 onpegeneHns

55. [Ana uyenei HacToswero lNpuIoXeHUs KpoOMe TEPMUMHOB W onpegeneHnii,
npegycmoTpeHHbix rnasoii Il HacToswmx MpaBun, UCNONb3YKHTCA Takxe crepywouue
OCHOBHblE MOHATUA:

ropsyas Kamepa - W30/MPOBaHHOE WANW HEeu3oNuMpoBaHHOE  3KpaHMpOBaHHOEe
paboyee mMecTo ANA NPOM3BOACTBa M oObpalleHns C pagnmoakTUBHBIMU MaTepuanamu;

nNnpuUroToBNeHne - NoAroToBKa Habopa B MEAWUMHCKOW opraHuM3auun nyTem
BHECEHVA B Hero pajvoHykKnuga, 3/10MpoOBaHHOINo M3 reHepartopa, WK C MNOMOLbI0

pPagVoaKTUBHLIX MNpeauecTBeHHMKOB. HaGopbl, reHepaTopbl WU paanoaKTUBHbIE
npeawecTBEHHUKN A0/KHbl 6bITb 3aperncTpupoBaHbl B YCTAHOB/IEHHOM MOPSIAKE ;
PaAVoaKTUBHbLIA  NpeaWecTBEHHUK - pagnoakTUBHOE BelecTBo,

npegHasHauyeHHoe A1 BBEAEHUS PaAVOHYKINAHOW METKM B ApPYyroe BelwecTBO nepef
€ro MprYMEeHEHNEM;

paguodapMaleBTUUECKME fleKapCTBEHHble cpeacTBa - NIeKapCTBEHHbIE
cpeacTBa, KOTopble cogepxaT B TFOTOBOW Ans  UCNONb30BaHUSA opvme oauH
PaAVIOHYKANA, UM HECKONbKO pagnoHyknnaos (pagnoakTUBHBIX U30TOMOB)™.

* NyHKT 10 cTtatbn 4 depepasibHOro 3akoHa ot 12 anpena 2010 r. N 61-9¢3
"06 ob6paweHnn eKapCcTBEHHbLIX  cpeacTB™ (CobpaHne 3aKoHogaTeNnbCTBa
Poccuiickoii ¢epgepaunmn, 2010, N 16, cTt. 1815).

MNpunoxeHne N 4
K lpaBunam opraHusaumn MNpou3BOACTBAa
N KOHTPONA KayecTBa JIeKapCTBEHHLIX CPeacTB

OCO6EHHOCTU MPOM3BOACTBA /IEKAPCTBEHHBIX CPEeACTB [/ BETEPMHAPHOro
npymMeHeHnss (KpoMe WMMYHOBWMOSIOMMUYECKNX JIEKAPCTBEHHbLIX CPeacTB [AJis
BETEPUHAPHOI 0 MPUMEHEHUS)

1. HacTtoswee lNpunoxeHne OTHOCUTCA KO BCEM JleKapCTBEHHbLIM cpeacTBam
ONA  BeTepuHapHOro rMpuUMEHEHUsA, 3a  UCK/IYEHUEM UMMYHOBMNOIOrNYECKUX
NeKapCTBEHHbLIX CPeACTB 4719 BEeTepuUHapHOro MnpuUMEHEeHUs, MNPOM3BOACTBO KOTOPLIX
perynupyetca lMpunoxeHuem N 5 K HacToAwwum [lpasuniam.

1. Mpon3BOACTBO /IEKAPCTBEHHLIX MPenapaToB MPOTMB 3KTOMNapas3vToB

2. (5) HecwmoTpa Ha orpaHuyeHue, YCTaHOB/IEHHOE MNYHKTOM 52 HacToAwWNX
Mpaswun, NeKapCTBEHHbIE npenapatbl npoTuUB  3KTOMapasnToB, KOTOpble
npegHasHayeHsl AONA HapPYXHOro rMpUMEHEHUsA, OTHOCATCA K NeKapCTBEHHbLIM
cpegcTtBaM 411 BETEPUMHAPHOro MNPUMEHEHWA W BKIKYEHb B NNLEH3MI0 Ha
NnpPon3BOACTBO, MOryT MPOMU3BOAUTLCA U (pacoBaTbCA B 30HaX, npegHasHayeHHbIX
ONns npov3BoAcTBa NecTUUMAOB, MO MNPUHUUNY pa3feneHHbX BO BpeMeHU LMKNOB
npomssoacTBa. OAHAKO B 3TUX MNOMEWEHUAX He [OO/MKHbl  MNPOM3BOAUTLCA  Apyrue
BUAbl JIEKAPCTBEHHLIX CPeACTB A1 BETEPUHAPHOIO MNPUMEHEHUS .

3. (6) [AnAa npepoTBpaleHns MEepeKpecTHOM KOHTaMuHaumu npoussoguTesb
OO/MKEH MCMoMb30BaTb COOTBETCTBYWWME BaMANPOBaHHbLIE METOAbl OUYNCTKMU.
Heo6xoAMMO NPUHATHL Mepbl MO o6ecneyeHuiw 6e30MacHOro XpaHeHUs NeKapCTBEHHbIX
npenapaTtoB AN BETEPUHAPHOro MPUMEHEHUS B COOTBETCTBUM C  TpeboBaHMAMU
HacTosAwnx lMpaBu.



1. npOM3BOACTBO JIEKapCTBEHHLIX CpeacTB A/1d BEeTepnHapHOro npmMMmeHeHus,
cogepxaunx neHUNUMInHbl

4. (7) Vcnonb3oBaHve NEHUUWIMHOB B BeTepuHapum He npeacrasnseT
TaKOro puycka C TOYKM 3pPEeHUst FUnepceHcuonnmnsaumm XMBOTHLIX, KaK B clydae ux
NCMoNb30BaHNSA YENOBEKOM. 3aperucTpuMpoOBaHHbIE Cly4dau runepceHcmounmsaymm y
nowapgen n cobak 6biM 06YCNOB/EHb APYrMMM TOKCUYHLIMK BewecTBamm (Hanpumep,
WOHO(OPHLIMN aHTUOMOTUKaMK AN nowapen). Takme feKapCTBEHHbIE npenapatsl
pekovMeHayeTcs MNpovM3BOANTL B CheumasibHO npefHa3HadeHHbIX  U30/MPOBaHHbIX
NMOMELWEHNAX, 3a WUCK/IWYEHWEM Cly4yaeB, Korga MoMeweHusi npegHa3HayeHbl TOJIbKO
ONs1 NPOM3BOACTBA NIEKAPCTBEHHLIX CPeaCcTB A/19 BETEPUMHAPHOIO MNPUMEHEHUS . B
NW6OM criyyae npou3BOAUTENb  [O/MKEH MNPUMHATb BCE Heobxoaumbie Mepbl Mo
npeaoTBpaWeHNid NEepPeKPEeCTHOW KOHTaMMHauum ©n  06ecrneyeHuio 6e30MnacHoOCTH
nepcoHana B COOTBETCTBUM C TpebdoBaHUAMMU HacToAWNX Mpasun. Mpwn
NCMONb30BaHNN  O6OWMX MOMEWeHui A MNpPoOu3BOACTBO  MpoAyKuun, coaepxauweri
NEHNUWANNHLI, AO/KHO ObITb OpraHM30BaHO MO MpUHUMNAM pa3fefnieHHbX BO BPEMEHU
LMKOB npoMsBOoACTBA W AO/MKHO  COMPOBOXAATbCS COOTBETCTBYHWMU
Ba/INOVUPOBAaHHbBIMM MEeTOAUKaMN AeKOHTaMMHaLMN U OUNCTKMU.

111. XpaHeHue o6pa3uoB

5. (8) B cBs3nM c 60/bWMKN O06BbEMAMM OKOHYATE/IbHbIX YNMAaKOBOK HEKOTOPbIX
NIeKapCTBEHHbIX CPEeACTB AN  BeTepuHapHoro npuveHeHuns (B yacTHoCTH,
[06aBOK) , AonycKaeTcs XpaHUTb 06pasubl Kaxaon cepunm MOpoAyKUuMM He B UX
OKOHYaTe/IbHOW ynakoBke. OAHaKO MpPoM3BOAUTENb OO/MKEH O6ecneynTb  XpaHeHue
[OCTaTOYHOI0 KO/MYECTBaA apXUBHbIX 06pas3LOB Kaxaol cepuun npoayKuun B
COOTBETCTBMM C TpeboBaHWAMM HacToAwmx MpaBus.

6. (9) B nwbom cnyyae ynakoBKa A/ XpaHeHUsi apXuBHbIX 06pa3uoB AO/IKHA
O6bITb MpPoOu3BeAeHa M3 TOro e MmaTepuana, 4YTO W nNepBUYHas ynakoBka, B
KOTOpPO/ 3TOT MPOAYKT peasin3yeTcsi Ha pbiHKe.

1v. CTepmanue NNeKapCTBEHHbIE CpeacTBa ANA BeTepMHapHOro npuvmeHeHus

7. (10) B cny4yasax, NpeayCMOTPEHHLIX HOPMAaTMBHLIMKM  MPaBOBLIMK akTamu
Poccwuiickoii  9egepaunu, NeKapCTBEHHbIE cpeacrtea  ans BEeTEpUHapHOro
NpUMEHeHusi, nognexawne AGUHUWHOW CcTepuansauun, MOryT npou3BoAUTHLCA B
UNCTLIX 30HaxX 60/51lee HU3KOro Knacca rno CpaBHEHW C TeM, KakK 3TOo onpefeneHo
B lpunoxeHnn N 1 K HacTosAwuMm lpaBunam, HO He Huxe kKnacca D.

MNpunoxeHne N 5
K lpaBunam opraHusaumn MNpou3BOACTBA
N KOHTPONA KayecTBa JlIeKapCTBEHHLIX CPencTB

OCO6EeHHOCTM MPOM3BOACTBA MMMYHOGMOMOMMYECKUX NEKAPCTBEHHLIX CPeacTB Ans
BETEPUHAPHOIO MPUMEHEHUS

1. MNpuHumn
1. T[pom3BOACTBO WUMMYHOOWONOIMMYECKUX JIEKAPCTBEHHbLIX CPeacTB  Ans

BETEPUHAPHOIro NMPUMEHEHUSI UMEET OCOBEHHOCTU, KOTOpble HEOGXOAWMO YUUTHBATb
npyv BHEAPEHUM U OUeHKe 3NHeKTMBHOCTM (PapMaleBTUUYECKON CUCTEMb KadecTBa.-

2. W3-3a 60NbWOro KonAnyecTBa BUAOB XUBOTHLIX WU COnyTCTBYIWMX
NaTOreHHbIX MMKPOOPraHM3MOB CMEKTP MNPOM3BOAUMONM MPOAYKLUMM MOXET ObiTb OYeHb
WAPOKUM MpXM  HebOoMbliOM 06beme npon3BoAcTBa. Mpon3BOACTBO  OOLIYHO

opraHu3yeTcs MO MPUHUMNY OTAENbHbIX UWKIOB. BBuMay oco6eHHOCTeli  Takoro
nponsBoacTBa (CTaguv Ky/nbTUBMPOBAHWUS, OTCYTCTBME (MHWUWHOW  cTepunnsauyuu,
MHbIE OCOGEHHOCTU) Heo6GxoAuMa TuwaTeslbHas 3awuTa NPoAYKUMUM OT KOHTaMUHALMK
N MepeKkpecTHOl KOHTamMuMHauuu. TpoU3BOACTBEHHAs OKpyxawwas cpeja  AO/kHaA
3aWmwaTbcs, OCOGEHHO MpUM  WUCMNO/b30BaHWM MNATOMEHHbIX WM 3K30TUYECKUX
MUKPOOPraHn3moB. [lpy MCNOMIb30BaHUN MWKPOOPraHUM3MOB, MNATOrEHHLIX A/1s
yesnioBeka, OCO6EHHO TWaTe/lbHO HEOGXOAMMO 3awuwaTb MNEepPCOHaI-

3. C y4yeToM yKa3aHHbIX (aKToOpoB, a TakKke BapuabenbHOCTM  CBOICTB
MMMYHOGUOIOMMYECKNX NIEKAPCTBEHHbIX MpenapaTtoB W  OTHOCUTENbHO HN3KOl



3WPEKTUBHOCTN NPOBOAUMBIX WCMbITAHWUA AN MOMYYEHUs AOCTaTO4YHOW WMHpopmauun o
npoaykumm (B 4acTHOCTWU, TMpuM KOHTPO/E KayecTBa FOTOBOA npoaykuunn) ,
0CO6EHHO BaxHOe 3HauyeHwe MMeeT (apmaueBTMYeCcKas CUCTema KadyecTBa.

11. lNepcoHan

4. (1) Bce paboTHukm (BKIWYaAA MepcoHasl, 3aHuMawwmiics OUYUCTKOW 1"
ob6CnyxXnBaHnemM MNOMEWEHNA U 060pyAoBaHMA), paboTawwme B 30Hax MpPou3BoACTBa
NMMYHOOMONOrMYECKON NpOoAYKUWUN, AO/DKHbl MPOATUM OOy4YeHMe MO NIMYHOW FUrMeHe u
MUKPOBMOMOrMn N AONONHUTENbHOE OO0y4YeHMe B COOTBETCTBUM CO cneunpukom
NPON3BOANMON MPOAYKLNN .

5. (2) Nvua, OoTBETCTBEHHblE 3a MPOM3BOACTBO M KOHTPO/Sb KayecTBa, B
COOTBETCTBMM C BbINO/IHAEMbIMA UMU DYHKUMSAMW  AO/XHbl  MMETb MNOArOTOBKY MO
Takum npegmMeTam, Kak: OakTepuonorusa, 6uonorus, 6uomeTpus, Xnumms ,

WUMMYHOMNOIWsi, MeguumMHa, napasvTonorus, dapmauusi, hapmakonorusi, BUPYCONOrus
W BeTepuHapusi, a Takke 0651agaTb HEOO6XOAWMbIMU  3HAHUSIMU MO  OXpaHe
OKpyxawleli cpepbl.

6. (3) nNepcoHan pomkeH 6bITb 3aWwWueH OT BO3MOXHOrO  3apaxeHus

MUKpPOOPraHM3mMamn, MWCMNoNb3yembiMu B npousBoacTee. [pu NCnonb30BaHN1
MMKPOOPIraHn3MoB, SABASAKWUXCS BO36yauTensaMm 60Ne3Hen 4venoBeka, Heo6xoanmo
npuHMMaTb oOcobble Mepsl NOo  3aunTe MnepcoHana, pab6oTawwero C 3TUMK

MUKPOOPTraHM3MaMn Wn 3KCNEePUMEHTa/IbHbIMA XUBOTHbLIMU .

7. B cnydyae HeobGXoAMMOCTM MepcoHasl [o/kKeH O6biTb  BaKUMHMPOBAH .
PabGOTHMKN [0/MKHbI NPOXOANTbL MeauuMHCKoe obcnepoBaHue .

8. (4) Heobxogmmo npuHUMATb COOTBETCTBYWWWE Mepbl NPOTKMB nepeHoca
MUKPOOPraHM3MOB MoAbMW 3a Mpepgensl Npou3BOACTBEHHONM 30HbL. B 3aBucumocTu oT
BMAA MMKPOOPraHM3MOB K TakKuM mMepaMm MOFyT OTHOCUTbCS MOJSIHOE NepeofeBaHue u
ob6sa3aTenibHOe NpUHSATWE Aywa nepef BbIXOAOM M3 MPOU3BOACTBEHHON 30HbI.

9. (5) MNpu npomsBOACTBE WMMYHOBMOMOMMYECKON NpOoAYyKUMN ocobyio
OMacHOCTb NpeacTaBnseT PUCK KOHTamMMHauun ©  NepeKpecTHO KOHTammHauuu,
Bbi3blBAEMOW MepcoHasiom. [Ons npefoTBpalleHns KOHTamuHaumu, Bbl3bIBAEMOWA

nepcoHasnom, nepcoHas OO/MKEH BbLIMNOMHATbL PAf Mep U npoueayp, BKIOYaWWMX B
cebs MCno/b30BaHME 3aWWUTHOM OfexAbl Ha pas/INYHbIX CTagusiX TEXHOSIOrMYecKoro
npouecca.

10. Ons npefoTBpaWeHUs NepeKpecTHOl KOHTamMuMHauMm nepcoHasl OOKeH
nepemMewaTbCcad U3 O4HOW 30Hb B APYFYyW C COGMwAEHMEM NpaBus, NCKJTI0YaLLmMX
PUCK KOHTamuvHauuu. 3TU npasuna [O/MKHbl  OblITb  U3/IOKEHb B WHCTPYKUun. B
TeueHne paboyero BpemMeHW MepcoHasl He [oNXeH nepexoauTb U3 30H, rge
BO3MOXHa KOHTaMMHaUUA XWBbIMM MUKPOOPraHM3mMamMM WU COAEPXATCH XMBOTHbE, B
nomeweHns, rge padéoTawT C APYrMMM MpPoAyKTamm Wan MUKPOOPTraHU3Mamu . Ecnu
TakMx TMepemeweHnin nsbexarb HEBO3MOXHO, [MEPCOHa/l, 3aHAThHIA B TaKoM
npou3BoAcTBe, OOKeH cneposaTb YEeTKO  YCTaHOBJ/IEHHbLIM MeToauKam
JeKoHTammHauum, B TOM 4UUC/Ie BLHIMOMHATbL CMEHY ofexnasl, 00yBuM, U 1O vMepe
Heo6XoANMMOCTU MPUHMMATb Oyl .

11. B uensax npuMeHeHus HacTtodwero lpunoxeHna cyuTaeTcsa, 4UYTO MepcoHa
He CTa/IKuBaeTCs C PUCKOM KOHTammHauum npu BXOAe B U30/IMPOBAHHYW 30HY, rae
Ky/bTypbl HaXogsaTCsi B TFepMeTUYECKM 3aKpbiThiX KOHTelHepax, NOBEPXHOCTb
KOTOPbIX Mpowna AEeKOHTaMMHauui, €c/in B 3TOW 30He B TedyeHue MOoCefHuX 12
yacoB He Benucb paboTbl C OTKPbLITHIMA  MUKpoopraHusmavmm (3a WUCKJ/TIOYEHNEM
paboTbl C 3K30TUYECKMMU MUKPOOPraHu3mamn) .

111. MNomeweHnsa

12. (6) Mpn NPOEKTUPOBAHMN MOMEWEHUR AO/MKHA OblTb npegycmoTpeHa
3aunTa Kak npogykumm, Tak W NpoOM3BOACTBEHHOW cpefbl. 3TO MOXeT ObiTb

OOCTUITHYTO 3a CYeT WUCMNoNb30BaHuA N30/IMPOBAHHLIX , YUCTBIX, YUCTBIX
N30/IMPOBAHHLIX UMW KOHTPONUPYEMbIX 30H .
13. (7) Onepauunm C XMBbLIMM MUKPOOPraHU3Mamy  OOJSDKHb npPoBOAUTLCH B

N30/IMPOBaAHHLIX 30HaxX. YPOBEHb U30NAUUN OO/KEH 3aBuUCeTb OT  MaTOreHHOCTH
MUKPOOPraHM3MOB U OT TOro, ObIM NN OHWU KNacCUOMUMPOBaHbl KakK 3K30TUYeCKue.

14. (8) Onepauun € WNHaKTUBMPOBAHHLIMW MUKPOOPraHu3mamm OOJIKHBI
NPOBOAUTBLCA B YUCTLIX 30HaX. YMCTble 30HbB HEOOXOAMMO TaKXe WCMNo/b30BaTb MNpu
paboTe C HeVHOUUMPOBAHHLIMM KNeTKamMu, BblOE/IEHHbIMN N3 MHOT OK/1ETOYHbIX
OpraHnu3mMoB, W B HEKOTOPbLIX Cry4dasax npu paboTe co cpepavu, npouweauMn



CTEPUINIYIOWYI0 PUNbTPAaLNIO -

15. (9) Onepaumn C OTKpPLITHIMM MPOAYKTaMW WAN KOMMOHEeHTamu nepBUYHOIA
YNakoBKM, KOTOpble He nognexar AasbHeilwel cTepunu3aumm, AOMKHb NPOBOAUTBLCS
B 60kce (YCTaHOBKE) C oOfHoHanpaBfeHHbIM (JlTaMMHAPHbBIM)  MOTOKOM BO34yXa
Knacca A, HaxopgsuemcAa B 30He kKsacca B.

16. (10) Ecnn npom3BoACTBO MMMYHOOGUONOrMYECKUX NEeKAPCTBEHHbLIX CpefcTB
ONA BeTEepMHapHOro MNpUMEHEHWs HaxoguTcs B TOM Xe 34aHuM, TO  Apyrue
onepauum C XuBbiIMA MUKpoopraHunsamMamm (B 4YaCTHOCTU, KOHTPO/b KayecTBa,
nccnefoBaHua U ANAarHOCTUKAa) [O/KHbl BbIMOMHATLCA B OTAE/IbHbIX U30/IMPOBAHHbIX
noveweHnax. CTeneHb WU30NAUMM  3aBUCUT OT MaTOreHHOCTwU JaHHoro Buga
MMKPOOPraHM3MOB U OT TOro, Obl M OH KAaccupuumpoBaH KakK  3K30TUYECKUN.
Mpy BBINOSIHEHUN AMArHOCTUYECKMX Onepaunini  cywecTByeT pPUCK BHeceHus
BbICOKOMATONeHHbIX MUKPOOPraHu3mMoB. CTeneHb M30/8uMM [0/KHa COOTBETCTBOBAaTb
BCEM BblUENEPEYNCIEHHbBIM pUCKaM. W3onsauma  MoxeT noTpeboBaTbCs Takxe B
cnyyasx, Korja KOHTpPO/lb KayecTBa W Apyrue ornepauuu npoBogAaTCs B 3[aHUsAX,
pacrnofiokeHHbIX BO6AM3M MPOU3BOACTBEHHbLIX 34aHWUM .

17. (11) V3onupoBaHHble MNOMEWEeHUA [AO0JIKHbI BblTh /Ierko Ae3nHPULMpYeMbIMU
N [OOMKHBL OTBEeYaTb criefywwuMm TpeboBaHMAM:

a) (@) oTcyTCcTBME MPSAMOrO BbIXOA4A BEHTWIMPYEMOrO BO3AyXa Hapyxy;

6) (b) Hanuume BeHTMNAUMM C obecne4veHnem OTpULATENBHOIO nepenaga
pasneHvnsa (paspexeHus) . Bo3gyx  pomkeH — ydanAaATbes yepes (UNbLTPLI
BbICOKO3((DEKTUBHON OYUCTKM BO3gyxa OT 4dactuy (ganee - HEPA-punbTpbl) -
Peunpkynsauus Bo3ayxa He [ONyCKaeTCs, 3a WCK/IKYEHMEM Cly4yaeB peuvpKynsauuun
B TOW e camoii 30HEe npu YCMOBMM AOMNO/HUTENIbHOM OYUCTKUM BO3ayxa

HEPA-punbTpamMmu (06GLIMHO 3TO yc/oBUE BbINOJIHSAETCA npwu NPOXOXAEHUN
peumpkynupywlwero Bo3ayxa yepes NPUTOYHbIE HEPA-punbTpSLI, KOTOopble

NCMONb3YyNTCA A9 3TOW 30Hb). MOCTyn/sieHMe BO3Ayxa U3 OAHOW 30Hbl B apyryo
JOMyCcKaeTcsi B TOM C/lydae, €C/iM BbITSXHOW BO34AyX NpPOXoguT yepe3 [ABa
nocnegoBaTesibHO yCcTaHoBNEeHHbIX HEPA-gunbTpa. Mpu 3ToM npoum3BoguTesb OOMKEH
OCYIECTBAATb HEernpepbiBHbIi  KOHTPO/b  LE/IOCTHOCTU  NepBOro hunbTpa u

npefycmoTpeTb cpefcTBa 6e30nacHOro yjasneHus BbITAXHONO BO34yxXa B Ccyvae
noBpexaeHus aToro guabTpa;

B) (C) BO34yX, BbIXOAAWWA W3 MNPOU3BOACTBEHHbLIX 30H, B KOTOPbIX
nposoanTCcA paboTa C 3K30TUYECKMMW MUKPOOPraHu3mMamu, [OJSIKEH NPoOXoanTb
yepe3 [gBa nocnegoBaTesibHO YCTaHOBJ/IEHHLIX HEPA-punbTpa. Mpn aTOM
peunpKynaumMsa Bo3ayxa Mexay Mpon3BOACTBEHHbLIMM 30HaMUM He AOonyCcKaeTcs;

r) (d) Haimuue cuctemsl cb6opa N Ae3UHPEKUNU XUOKUX OTXO0AO0B, BKJtoHasi
KOHTaMVHUPOBAaHHLI KOHAEHCAaT W3 CTepuwiu3aTopoB, 6MopeakTOpOoB. TeBepaple
oTXof4pl, B TOM u4uc/ie Tpynbl XUBOTHbIX, HeEO6XoA4MMO Ae3nHpuumpoBaThb,
CTepnIn3oBaTb WAN CKUraTb. KOHTaMUHMPOBAHHbIE QUALTPLI HEOOBXOAUMO  yAanAaTb
6e30nacHbIM CNOCoboM;

8) (&) KomMHaTh AnA  nepeogeBaHVWA  LOJDKHbI NpPoOeKTNpoBaTbCA "
MCNOMb30BaTbCA KaK BO3AylWHbe W3kl U ObiTb 060pyAOBaHbl, MNpM HeobxoaumocTu,
yMblBa/IbHUKaMU 1 aylweBbiMM KabuHamu. Cxema nepenaja fdasBfieHUsi BO3gyxXa [0JIKHA
npegoTBpawaTb ABWXEHME BO3AyXa Mexay Mpou3BOACTBEHHOW 30HOW M OKpyXawllei
cpefol, a Takke  pUCK  KOHTaMmuHauum  ofexnbl, NCNONb3yeMOl BHe
NPOM3BOACTBEHHOW 30HbI;

e) () pna nepewmeleHus obopyaoBaHUSA HEOOXOAMMO MpefyCMOTpeTb cucTtemy
BO3YLWHbIX WI030B, KOHCTPYKLUMA KOTOPOW Jo/skHa npegoTBpawatb — ABUXEHWE
KOHTaMVMHUPOBAHHOI 0 BO3J4yxa paboyeil 30HbH BO BHEWHWKW cpegy U pucK
KOHTamvHauun obopyaoBaHuWsa BHYTPW wWw3a. Pa3vep wnw3a JOSXeH Nno3BONATb
NpoBOANTb 3PPEKTUBHYKW AEKOHTaMMHALMK MOBEPXHOCTW MNepemMeliaemMbiX mMaTepuanos.

PekomeHAyeTCsl YycTaHaBnMBaTb Ha [ABepu  Wnw3a  Taiivep, No3BONALWNIA
KOHTpPONpOBaTb Bpewms, pocrtatovHoe  Ans npoBegeHnsi ahpeKkTUBHOI
OEeKOHTaMMHauuu ;

%) (g) BO MHOrMX criyyasix fss 6e30MacHOro yjasleHUss OTXO40B M Mnojauu
CTEPWIbHLIX MPEeAMETOB HEOGXOAMMO MCMO/b30BaTb MPOXOAHOW aBTOK/MaB C  [ABYMS

OBEPAMM .

18. (12) lMepepaToyHble WNK3bl M KOMHATL ANs nepeogeBaHusi [OSDKHb ObITb
obopygoBaHbl  GMOKMPYROWUMKA  UAW APYTUMM  NOAXOASAWLUMN ycTpoiicTBamu,
NpensTCTBYWIMMA OOQHOBPEMEHHOMY OTKpbiBaHWI 6Gosiee 4YeM OfHOWA npepu. B

KOMHaTbl ANs nepeogeBaHUs HeobxoAMMO MojaBaTb OTPUAbLTPOBAHHLI BO34yX  TOW
e CTEeneHM OUUCTKMU, UYTO M ANS  MPOU3BOACTBEHHLIX 30H. OHM  AOMKHbBI  BbITb
060pyaAoBaHbl CUCTEMaMK yaasleHuss Bo3ayxa, obecnednsBanwmmm BO34yX0006MEH,



HEe3aBNCUMbIFi OT MPOU3BOACTBEHHbLIX 30H. [lepegaToyHble  WA3bl  AO/MKHbBI,  Kak
npaBui0, BEHTWINPOBATbLCSA TakKuUM Xe o6pa3oM, OfgHAaKO AonycKaeTcs NPUMEHATb
HEBEHTUNPYEMbIE W3l WUAW  WA3bl, 060pyAoBaHHbIE TO/bKO NPUTOYHLIMA
cucTemamu .

19. (13) Ctagnmm TEXHOMOrMYecKoro npouecca, nMNpu KOTOPbIX MOXET
npou3onTHn KOHTamMHauusi  NpoayKuun (Hanpumep, XpaHeHne  KNeTok,
NnpUroToBNeHNe cpef, Ky/NbTUBMPOBAHME BUPYCOB),  [AOMKHbI BbIMNO/HATBLCSA B
OTAeNbHbIX 30Hax. Ocobas MpefoCcTOPOXHOCTb TpebyeTcs nMpu paboTe C XMBOTHLIMU
N NPOAYKTaMM XMBOTHOIO MPOUCXOXAEHUS .

20. (14) Onepaumm C MUKPOOPFraHU3Mamu, NPOABNAWNMN BbICOKYH
YCTOMUMBOCTb K Ae3uHpekumn (Hanpumep, crnopoobpasywuue baktepun), Ao nx
MHaKTMBaUUW  [OOSIKHbl  BLIMONHATBCA B M30/IMPOBAHHbLIX  30HAax, cneunanbHO

npefHa3HayeHHbIX A8 MPOBeAeHUs TakKux ornepauuni.

21. (15) B npon3BOACTBEHHOI 30HEe AOMyCKaeTCsA OAHOBPEMEHHO MPOBOAUTb
paboTbl C MMKpPOOPraHM3mMamu TOJIbKO OAHOro BuAa, 3a WCK/IYEHUeM npotieccos
CvMewnBaHus 1 nocneayowen (GacoBKM .

22. (16) NpounsBoanTENb OO/MKEH MNPOEKTUPOBaTb MNPOU3BOACTBEHHLIE 30Hb!
TakyMm 06pa3om, 4YTOObl NPefyCMOTPeTb BO3MOXHOCTb MNpoBeAeHUs Oe3VHpeKunn
NPON3BOACTBEHHbLIX 30H B MPOMEXYTKax Mexay Mnpou3BOACTBEHHbLIMU uMKnamm c
NCcrnonb30BaHNEM Ba/IMANPOBAHHbLIX METOMOB .

23. (17) [JonyckaeTcsa npou3BOACTBO MUKPOOPraHU3MOB B KOHTPOJ/INPYEMbIX
30Hax NpuM YyC/OBMW, YTO OHO OCYWEeCTBNAETCA B MNOJIHOCTbLI 3aKpLITOM ”
TepMnyecKn CTepumlyemom o6opyaoBaHuMM, a BCe COedVHEHUs Moc/ie 3aBeplleHus
paboTbl 1 nepen pa3bopKoi Takke MoAgBeprawTcsa TepMuyecKol cTepunsauumn.
JonyckaeTcsA BbiMOJ/IHEHWE COEAUHEHUA NOoJ  JIOKa/IbHbIM  NlaMUHapPHBIM NOTOKOM

BOo3dyXa Mpu YCMOBUM, UTO WX KOJMYECTBO OFpaHUYeHo, NCNoNb3ywTCcs
COOTBETCTBYWIUME acenTuyeckne MeTodpl W OTCYTCTBYEeT OMacHOCTb  YTEUKU.
MapameTpbl npouecca  cTepunusauuu, NCcnonb3yeMoro  nepeq pas36opKoii
COEAVHEHWI,  AOMKHbI  MPONTW  BaNngauuw  ana Bcex NCMNONb3YeMbIX
MWKpOOpPraHn3MoB. B npegenax ofHOW 30Hb pas3Hble MNPOAYKTHI MOTYT GbiTb

3arpyXeHol B pa3Hble 6uopeakTopbl TOMIbKO Mpu  OTCYTCTBUM pUCKA cny4aliHoii
NEepPeKpPecTHON KOHTammHaumn. OpgHakKo paboTa C MMKpoopraHuamamm, K KOTOpPbIM
npeabABNANTCA Oocobble TpeboBaHUA U30MAUUMN, O0/KHA BbLIMOMHATLCA TO/ILKO B
30Hax, creynanbHO BblAENEHHbIX ANS TakOoW MpoayKLNK.

24. (18) B nowmeleHusax ansi cogepXaHus XMBOTHLIX, MpeAHa3HaYeHHbIX ons
ncnonb3oBaHua (UM UCNOMb3YEMbIX) B MPOM3BOACTBE, Heobxoaumo noanepxmBaTb
PEXUM N30IMPOBAHHON U (UNIM) YUCTOI 30HbI. TakMe TMOMEWEHUss  [OJIKHbI ObITb

oTAerneHbl OT MOoMelleHWid Ansi cogepXaHust ApYrux XUBOTHbIX. [omeleHus, rae
COoAEpPXaTCs XMBOTHblE, WCMNONb3yeMble A8 KOHTPOAsS KadecTBa npoaykumn (B TOM
yncne € NPUMEHEHWEM  MATOFeHHbIX  MWUKPOOPraHW3MOB), [OJSXHbl BbITb

COOTBETCTBYWWUM 0O6pPa30M U30/IMPOBAHbI .-

25. (19) [JocTtyn B nNpOU3BOACTBEHHbIE 30HbI MOXET UWMEeTb TOJIbKO
paboTHUKK, UMelMe Ha 3TO pa3peleHue. HeobxooMMO MMETb SACHYW W KpaTKyt
WHCTPYKLWIO MO pexumy [ocTyrna B NnPon3BOACTBEHHbLIE 30HbI, KOTOpYy
peKOMEHAYETCA BbIBECUTb Ha CTEHe.

26. (20) [okymeHTauusa, cojepxawas fAaHHbe O MPON3BOACTBEHHbIX
NomMewWeHNAX, A[Oo/KkHa OblTb  [OCTYIHOWA B cocTaBe OCHOBHOI0 Al0Cbe
NPON3BOACTBEHHOWN MAOWAAKMN .

27. [onxHa 6biITb obecnedeHa cCOOTBETCTBYWWAs AeTanu3auus nNpu onucaHum
NPON3BOACTBEHHbLIX YYacTKOB M 3paHunii (NyTeMm BKIKWYEHUS MNNaHOB MOMEWeHuin n umx
3KCM/MKauMn) , HasHayeHust N yC/I0BMIA UCMNOMb30BaHNSA BCEX MOMEWEHW, a TaKxe
BMAOB OMOMOMMYECKUX areHToB, C KOTOpbIMA MpoBOAUTCA padoTa.  [OSKHbI ObITb
4eTKO O0603HauyeHbl TakKxe HanpaB/fieHUa [ABWXEHUS nepcoHasia wu NpoAYyKUNA
Heobxoanumo yka3aTb BUAbl XMBOTHLIX, COAEPXaWWXCHA B BuUBapuUsx un Opyrux
nomeweHnaAxX NPoM3BOACTBEHHONM nowaakn, a Takke Bugs paboT, BbINOJSIHAEMbIX
B6/M3N NPON3BOACTBEHHOI0 Yy4yacTKa.

28. MnaHbl N30AMPOBaHHbLIX U (UAN)  YUCTLIX MOMEWEHUA U 30H OOJDKHb
cofepxaTb OfMMcaHue CXembl BEHTUNALUM C YyKa3aHWeM MecT nputoka u BbITSXKU

BO34yXa, WCMNOMb3YyeMbIX  (UIbLTPOB " nx  cneyndmkaunii, KpaTHocCTell
BO34yX006MEHa M MnepenajoB paBfeHns. Heobxogumo yKasaTb, Mexay — Kakumu
noMeweHnsMn NpeaycMOTPEH MOHUTOPUHI Nepenaja [AaBfeHuss  C NoMOLLbI0
MaHOMETPOB.

1V. O6opypoBaHue



29. (21) Wcnonb3yemoe ob6opyfAoBaHMWE [O0/KHO ObiTb CKOHCTPYUMPOBAHO U
CMOHTMPOBAHO Takum 06pa3oM, 4YTOOb COOTBETCTBOBaTb TpebOBaHUAM ANA Kaxaoro
BUAa NpoayKuun.

30. Nepen BBOOOM O6OpPYAOBaHMA B 3KCMyaTauuMio OHO  [AO/IKHO — MPONTU
KBa/iMpKauuiw 1 Banujaumw, a 3aTeM npoxXoauTb perynspHoe  TexXHUYeckoe
obcnyxuBaHve M NOBTOPHYKW Bagauuio.

31. (22) O06opypoBaHve pomkHo obecneunBaTb YAOBMETBOPUTENLHYH
NepBuYHYD  U301AUMI0  OUMOMIONMYECKNX areHTOB. KoHCTpyKuus M MOHTax
obopyaoBaHMA  OO/DKHbI  NpU HEeobxoaMMoCTu obecneudvBaTb €ro nerkyw u

APeKTUBHYK AeKOoHTamuHauuw n (Uan) crTepunualni.

32. (23) KOHCTpyKUMSA M MOHTaxX 3aKpbTOro obopyAoBaHWA, WUCMNO/b3YemMoro
ONA NepBMYHON M300Auun  OGMONOTMYECKUX AareHToB, [OJIKHbI npegycmarpvsaTtb
npegoTBpalleHne yTedeK, 06pa3oBaHUSA Kanelb U aspo30siei.

33. BBOAb M BbIBOAb ra3oB [OJ/IKHbI ObiTb 3awuileHsl Takum obpas3om, 4YTOObI
obecrieumBaTb HYXHYI CTefeHb W30/AUMUN, Hanpumep, nyTem NCronbL30BaHNA
CTEPUNIYWMX FUAPOPOOHLIX PUNLTPOB .-

34_ [lnAa nogayn wnAn  ypasieHUss MaTepuasioB  HeobXoAMMO — MCMO0J/b30BaThb
CTEPUIN3YEMYI0 3aKpbITYl0 CUCTEMY SIMGO COOTBETCTBYWWWE YC/OBUA  JTaMUHAPHOI O
noToka BO3f4yXa.

35. (24) MNpn HeobxoauMOCTU Nepes UCNO/b30BaHMEM 06OpyAOBaHWeE [OO/TKHO
CTepuIn3oBaTbCA MPennovYTUTENbHO CYXUM MNapoM rnog AasneHvem. [pyrue meToapl
npuMeHVMbl B TOM C/lyyae, ecnu CBOWCTBa o060pyaoBaHWs He [OoNyCcKawT ero

cTepuamnsaymio napom. BaxHO He nponycTuTb npu o06paboTke Takue Buabl
obopyaoBaHuA, KaK LEeHTpudyrm m BoAsiHbie OGaHu.

36. O0O6opygoBaHue, WCNOMAb3yeMoe A/  OYUCTKHU, pasgeneHns unu
KOHLEHTPUPOBaHUA , [OJIXHO , KaKk  MUHUMYM, CTEpUIN30BaTbLCA UMK
Ae3NHDMUMpoBaTbLCS MNpU nepexoge OT UCNOMb30BaHUA OAHOrO BuAa npoaykTa K
apyromy. HeobxogMmo wuccnegoBaTb BAUSIHME METOLOB cTepunusaumm Ha

3MPEKTUBHOCTL N Ba/MAaUVOHHLIE CTaTyC 0O60pyAoOBaHMSA C  Uenbl  onpeaeneHus
CpOKa ero akcnayartauuun.

37. Bce wmeTogbl cTepunmnsaumum AOJ/DKHb OblTb Ba/iMAMPOBAaHSI .

38. (25) KoHCcTpyKkuma obopyaoBaHUA [OJ/IKHA UCKIKYaTb BO3MOXHOCTb
nepenyTbiBaHUS Pa3/INYHbLIX OPraHM3MOB WM MPOAYKTOB. Tpyo6OnpoBOApl, KanaHs u
GUNBTPbLI JO/KHE MAPKMPOBATbLCA B COOTBETCTBMM C WX Ha3HAYEHUEM.

39. [nA KOHTelHepoB C  WHOULMPOBAHHLIMU 7 HEeVHPULNPOBaHHbLIMU
mMaTepnanamMm, a Takxe, KakK npaBuno, A7 pasfiMyHbiX OPraHu3MOB  WAu KNeToK
Heo6xoAMMO MCMNONb30BaTb OTAeNbHble UWHKyb6aTopbl. CogepxaHne B~ OOHOM
NHKybaTope 60s1ee O4HOro Tuna OpraHuU3mMoB WAM  TuUNa KIETOK  [ornycKaeTcs
TO/MIbKO B C/lyyae MpUHATUA HEeOOXOoAMMbIX Mep Mo repmetm3auuu, NOBEPXHOCTHOM
OEeKOHTamMHauun 1 pasfesnieHnio KoHTelHepoB. Cocyfgpl € KynbTypamm U npoYum
COLAEPXUMbIM  AODKHbI  ObITb  MPOMapPKUPOBaHLI WHAMBMAYANbHO . OuncTka u
Oe3UHpeKUns 3TMX COCYAO0B N MHKYO6aTOpOB MOryT 6biTb 3aTpyAHeHbl u TpeboBaTb
0Ccob60ro BHVMaHUS .

40. KOHCTpYKUMSsi U MNOPAAOK 3KcnayaTtauun obopynoBaHus, NCNosib3yemMoro
ONA XpaHeHns 6MONOrMYecKMX areHTOB WAN MPOAYKTOB, [AO/KHb MCK/K4YaTb swboe
BO3MOXHOE nepenyThiBaHue.

41. Bce xpaHsiwmMecsa o06pa3ubl [OKHb  MMETb YeTKYWw W OAHO3HAa4HYI
MapKMPOBKY W HaxXoguUTbCA B KOHTeilHepax, 3aWMWWeHHbX OT YTeuKu. 3anactl
NMOCEBHLIX KY/IbTYP KNETOK W OpraHn3MoB [O/DKHbl XPaHUTbCA B ChleunasibHo
npegHa3HayeHHOM 060pyaOBaHUN .

42. (26) HekoTopble Buas obopyaosaHusa (Hanpuvep, obopynoBaHue,
Tpebyillee KOHTPONA TemnepaTypbl) [AO/XHbl  OblTb  OCHALWEHb perucTpupylwmmm
ycTponcTtBamn n (Unn) cuctemamm curHaamsaumm. Bo msbexaHme 0OTKa30B TaKoro

obopyfoBaHVA NpPovM3BOAUTE/Ib  AO/MKEH COBMECTHO C  aHa/IM30M TeHOeHuuli B
perncTpupyembiX  AaHHbIX  OpraHm3oBaTb cucTtemy NpojgrnakTUYecKoro
o6cnyxmnsaHus .

43. (27) 3arpyska nmopuabHbIX CYWWIbHLIX YCTAHOBOK [0/HKHA MPOUCXOAUTb
B uncton n (Mnn) M30IMPOBaHHOM 30He. OnepauuMnm N0 pasrpys3ke  NMoMUIbLHOM
CYWW/IbHOM YCTaHOBKM MPUBOAAT K 3arpsa3HeHu OKpyxawlwel cpefpl- B cBA3u c
3TUM MNPU MNCNOSb30BAHUN NIMOPU/IBHLIX CYWWUMbHLIX YCTAHOBOK, OTKpPbIBAWWMXCA c
OHON CTOpPOHbI, YWCTOE [OMelWeHne AO/MKHO MPoNTKU OJeKOHTaMnHauuniw [0
nepemeweHns B 3Ty 30HY APYroii cepun NpoayKuuun, 3a WUCK/IKYeHuem cepuii C
OJVHaKOBbLIMM OpraHM3mamn. [IBYCTOPOHHWE JNIMOQU/IbHbIE CYWW/bHbIE  YCTaHOBKMU



OO/MKHbl CTEPU/IN30BATBLCA MOC/Ee Kax[oro uUukna npou3BoACcTBa, €C/iM TOMIbKO OHU
HEe OTKpPLIBANTCHA B UYUCTYH 30HY.

44 . CTepunnsauus JIMOPUIbHbIX CYWWUNbHLIX YCTAaHOBOK [O/KHA MNPOBOAUTLCS B
cooTBeTCTBMM C nNyHKTamm 35-37 HacToswero lNpunoxeHnsa. B cny4dae opraHu3sauyum
paboT nNO nNPUHUUNY OTAE/NbHbIX LMKIO0B npou3soacTBa nx Heob6xoanMo
cTepuinsoBaTb, MO KpaliHel Mmepe, Mocne Kaxgoro uuknia.

V. XuBOTHble u BuBapuu

45. (28) O6ume TpeboBaHMA K COAEPXAHMI0 XUBOTHbLIX, MOMEWEHUSAM AONS HUX,
yXo4y W KapaHTuHY npuBefeHbl B COOTBETCTBYWWMX HOPMATMBHbLIX MPaBOBbLIX aKTax
Poccwuiickoii depgepaumn .

46. (29) BuBapunm [OMKHbI GbITb M30AMPOBAHbL OT APYrux MpPou3BOACTBEHHbLIX
nomeweHuni. OHW AO0/KHbl ObiITb CKOHCTPYMpPOBaHb C CO6AAEHMEM HE06X0ANMbIX
TpeboBaHWii.

47. (30) CaHuMTapHOE COCTOSIHME XMBOTHbLIX, WUCMNO/b3YyeMbiX B MNPOU3BOACTBE,
Heob6XoAMMO oOueHMBaTb, KOHTPONMPOBATb U perucTpuvposBaTb. Ec/iM HOpMaTUBHbLIMU
npaBoOBLIMM akTamn Poccuiickoil depepauun ycTaHOB/MEHb MNpaBuna obpaweHns c
OTAENbHLIMA BUAAMU  XMBOTHLIX  (Hanpumep, JIMHAW  XMUBOTHbIX, CBOOOAHBIX OT
naTtoreHoB), Takume npaBuna [O/MKHbI COONAATHLCSA .

48. (31) XmBOTHble, Oumonornyeckne areHTol U MPOBOAMMbIE ucnelTaHns
OOMKHb  ObITb  YETKO UAEHTUOUUMPOBaAHbBl B COOTBETCTBUM C  YCTaHOBJIEHHO
CUCTeMOl BO mn3bexaHMe pucka nepenyTbiBaHUS W C  Lesblo KOHTPONA BCeX
BO3MOXHbIX BWOB OMNaCHOCTEW .

V1. [e3vHpekumns. YpaneHne 0OTX0A0B

49. (32) [LesuHpekuma n (unn) ypaneHue TBepablX U XUAKUX OTXOAO0B MOryT
UMETb OCOOEHHO BaxHOE 3HayeHuMe npu Npou3BOACTBE NMMYHOOMNOI0rNYECKOIA
npoaykumm. B CBA3M C 3TUM Heobxoaum TwaTefbHbii noaxon K vMeTogam u
obopynoBaHuio, UCMOAb3YyeMbM ANA NpefoTBpawWeHns 3arpAa3HeHust  OKpyxawei
cpefbl, a Takke K uUxX Banngauuu.

VI1. lpon3BoacTBO

50. (33) MN3-3a wMpoKoro pasHoobpas3usa npoaykuum, 60/bLOro KonuvecTsa
cTagunini npu NpoM3BOACTBE UMMYHOOMONOrMYECKUX NeKapCTBEHHbIX MpenapaToB And
BETEPMHAPHOro MpMMEHEeHMA U Xxapakrtepa 6monorvyeckux npoueccoB  ocoboe
BHUMaHVe HeobXxoAMMO  yAenATb  CTPOromMy  CO6/0AeHUo Ba/IMAMPOBAHHbIX
TEXHO/IOrMYECKUX MpoueccoB, MNOCTOAHHOMY KOHTPO/I0 BCeX  TEXHO/I0rMYyecKux
cTaauini NpovM3BOACTBA M MNPOBEAEHMI0 KOHTPOMSA B npouecce npomssoacTBa. Ocoboe
BHMMaHVe HeobxoamMo 06paTuTb Ha WCXOAHOE Chipbe, cpefpl Ky/JbTUBMPOBAHUA U
MCNO/Ib30BaHNe CUCTEM MOCEBHbIX Ky/bTyp.-

VI11. lcxogHoe chipbe

51. (34) TpeboBaHUA K NCXOAHOMY Cbipbl0  [AOJ/DKHbI  ObITb onpepjeneHsl B
crneunpukaumax. CneundukaumMm AO/KHbBI COoAepXaTb AaHHble O MoCTaBluMKe, MeToae
npon3BOACTBa, €ro MecTe pacnosiokeHnsa W Bugax XMBOTHLIX, U3 KOTOPbIX
Nnosly4eHo 3TO MCXOOHOE Chipbe, a TakKxe O Crnocobax ero KOHTPOsSA. OcobeHHy0
ponb urpawnT MUKPOOMONOrnyeckue MeTonsl KOHTPONSA.

52. (35) Pe3ynbTaTtbl UCMLITAHUA UCXOAHOrO Chipbs AO/MKHbI COOTBETCTBOBATb

cneungmnkaumsm. Ecnvm  npoBefeHWe MCMbITaHWA  3aHUMaAeT  MHOFO BpeMeHu
(Hanpumep, cBob6ogHble OT crneymbuyeckux natoreHoB (SPF) siiya (3M6pPUOHbI)
nTuL), MOXET BO3HMKHYTb He0o6X0AUMOCTb 06paboTKM WNCXOOHOrOo Chipbs A0
nosly4yeHns pe3y/bTaToB aHa/IMTUYECKUX WCMbITaHWii. B aTuUX caydasx  nonydeHue
paspeleHnss Ha BbiMYCK TFOTOBOW NpoAyKUUW 3aBUCUT OT NONOXUTENbHbIX

pe3ynbTaToB UCMLITAHUA WCXOAHOIO CbipbA .
53. (36) Ocoboe BHMMaHME HEOOXOAUMO YAENsATb AaHHbM O cucrtemve
obecneyeHnss KayecTBa MNOCTaBWWMKA MPU OLEHKE COOTBETCTBUA WUCTOYHUKOB Cbipbs
N mMaTepuanoB U o0b6beme WucnbiTaHun, TpebyembiXx Npu npoBeneHun BXOHOro
KOHTPONA KadecTBa.
54_. (37) Npu HanMuum BO3MOXHOCTU HEO6GXOAMMO CTepunu3oBaTb ncxogHoe
Chipbe€ TEepPMUYECKUM MEeTO/OM . JonyckaeTcs ncnonb3oBaTb n  gpyrue



Ba/INOVPOBaHHbLIE METOAbl, Hanpumep, WOoHU3Mpyllee U3NnyyeHue.

55. (38) PocToBbe cBoOWCcTBa Ccpef A[O/KHb 3apaHee noATBeEpPXAaTbCA
COOTBETCTBYHWIWMM 06pa30M.

56. (39) MpegnoyTuUTENbHO, 4TOGL Cpeapl CTEPUNIM30BA/INCb Ha MECcTe nnm
Ha NMHUN . TMpeanovYTuTesbHbIM ABSETCA MEeTO[ TepMUyecKon ctepunusauun. lassl,
cpenpl, KUCMNOThHI, lWenoyu, reHoracutenu w JApyrmve BelecTsa, BBOAUMbE B
CTepWsbHbIi 6ropeakTop, AO/MKHbI ObiITb CTEPUNbHBIMM .

CucTema NoceBHbIX Ky/bTyp M 6GaHKOB K/IETOK

57. (40) [na npepgoTBpaleHnss HexenaTeslbHOro U3MeHeHUs CBOWICTB,
KOTOpPOEe MOXeT MpOu30iTM BCNeACTBME MHOIMOKpaTHbIX MepeceBOoB wunn  60AbLOro
yncna  redHepauwui, NnpoM3BOACTBO  MMMYHOOMONOTMYECKNX NeKapCTBEHHbIX
npenapartoB [/ BeTEpPUHAPHOro MNpUMEHeHus, nosy4vyaemblx  u3 Ky/nbTyp
MUKPOOPIraHM3MOB, Ky/bTYP K/ETOK, TKaHell unn pa3MHOXeHMeM B 3MOpMoHax wn
XMBOTHbIX, AO/MKHO OblITb OCHOBAHO Ha CUCTEME MOCEBHbIX Ky/bTyp WK 6aHKOB
KNeTOoK.

58. (41) KonuyecTtBO reHepaunii (yABOEHMWIA, Maccaxen) wmexay  MNOCEBHOW
KYy/NbTYypoi nam 6aHKOM KAEeTOK M roTOBOM NpPOoAyKUWEN [O0KHO COOTBETCTBOBaTb
TpeboBaHVAM PervcTpauuoHHOro AoCbe.

59. (42) NoceBHble KYyNbTypbl N 6aHKN KNETOK HeobxoauMmMo pasnyaTtb U
KOHTPO/AMPOBaTb Ha OTCYTCTBUE KOHTaMWHAHTOB. [/ HOBbLIX MOCEBHbIX  KY/bTyp
OO/MKHbI ObITb YCTaHOB/IEHb KPUTEpUM MNpUemMneMocTu. MOoCeBHble Ky/nbTypbl U HGaHKu
KNeTOK [O/KHb CO3[aBaTbCHA, COAEepXaTbCA M UCNOMb30BaTbCA Takum  obpas3owm,
YTOOb CBECTU K MUHMMYMY PUCK UX KOHTammHauum UM nboro  U3MeHeHus . Mpu
CO3J4aHnN MOCEBHbIX KyNnbTyp WM 6aHKOB K/IEeTOK He AOoNyCKaeTcs OAHOBpeMeHHas
paboTa B TOl Xe 30He wWAM TOro e MnepcoHana C ApyruMu XUBbLIMU N
NHQUUMPYWUMKA MaTepuaniamn (Hanpymep, BUpyCcaMmu WAW KNEeTOYHbIMA JIMHUSAMA) .

60. (43) Co3pgaHue NOCEBHOM Ky/nbTypbl WAKM 6GaHKa K/IeToK Heo6xoanmo
NpoBOAUTbL C COOMAKAEHMEM YCTaHOBMIEHHbIX TpeboBaHWMn K MPOM3BOACTBEHHON cpege
ONA 3aWuTbl NOCEBHbLIX Ky/bTyp U 6aHKa KNeToK, a Takke paboTawowero €  HUMK
nepcoHana u OxpaHbl BHEWHEW OKpyxawwern cpepabl.

61. (44) NpoucxoxgeHwe, (Gopma N YC/IOBUA XPaHEHUs MOCEBHbLIX KY/bTYp
OOJDKHbI ObITb MOJIHOCTBLK OMUCaHbl B COOTBETCTBYWLWeEN AOKyMeHTauun. Heobxoaumo
UMeTb [oKa3aTesibCTBa CTabunbHOCTU U BOCMPOU3BOAMMOCTU MOCEBHBIX KY/bTYp U

KNeToK. EMKOCTU A1  XpaHeHWUsl [O/KHb  OGblTb TFEepMETUYHO  3aKpbiThl,  YETKO
MapKMPOBaHbl U XpaHUTbLCA Npu TpebGyemoi TemnepaType. Mpou3BoauTENb  OOJKEH
KOHTPO/IMPOBAaTL YC/IOBUS XPaHEHMSI MOCEBHbIX Ky/NbTYp U KIETOK.  Heo6xoaumo

BECTM TWaTesibHbIA yYeT Kax[oro XpaHslWerocs KoHTeliHepa.

62. (45) K paboTe C wmaTepuasioMm [AOMNYyCKawTCA TO/bKO cneunasnsbHO
Ha3Ha4yeHHble paboTHUKM. PaboTa [Ao/kHa  NPoOBOAMTLCS nop, KOHTpPO/IEM
OTBETCTBEHHOI0 /Mua. PasfnuyHble TMOCEBHblE Ky/NbTypbl W GaHKU KNeToK
HEeob6XoAMMO XpaHUTb TaKMM 06pa3oM, UTOObL He gonyckaTb MepenyTbiBaHUA UK
NepeKpecTHOl KOHTamMuHauun. PekomeHayeTcCs pa3fensiTb NOCEBHble  Ky/bTypbl U
0aHKN KNEeTOK W pa3Hble 4YaCTu XpaHUTb OTAENbHO BO ulbexaHne ux MOJIHOW
yTpaThl.

NpuUHLUMNL pa6oTsl

63. (46) B xoge TeXHOMOrMYecKux MpoLeccoB Heobxoaumo wulberartb nnm
CBOOVTDb K  MUHMMYMY  Obpa3oBaHue Kanenb  wm neHbl. lpouyeccel
LEHTPMHYIrMpoBaHUS MAM CMeWMBaHWUSA, KOTOpble MOFyT MpMBeCTM K  0bpa3oBaHui
Kanefnb, [O/MKHb MPOBOAUTBLCSA B U30/IMPOBAHHBLIX EMKOCTAX WAM B YMUCTbIX n (Mnn)
N30/IMPOBaHHLIX 30HaX BO MU36exaHuMe nepeHoca XMBbIX OpraHn3MOoB.

64. (47) Cny4aliHble NpPoO/MBbLI  XUAKOCTEW, OCOOEHHO cogepxawux  XuBble
OpraHn3mbl, HEOH6XOAUMO OLICTPO M 6e30MacHLIM  CMOCOOOM  JINKBMAUPOBATL. ans
Kax[oro Tuna MUKPOOPraHM3MOB [OO/KHb  UCMONb30BaTbCs Ba/INgVNPOBaHHbIE
npoueaypsl AeKoHTamMHauun. Tpu MCNOMb30BaHUM pas3/iMyHbLIX WTaMMOB  GaKTepuid
OQHOro BMAa WM O4YEeHb MNOXOXUX BUPYCOB npoueaypa AeKOHTamMuHauum MOXeT ObiTb
Ba/IMgMpoBaHa B OTHOWEHMW TOJIbKO OOHOr0 M3 HUX MPU OTCYTCTBUM CYLWECTBEHHbIX
pasnuunin B yCTOMYMBOCTU K BO3AENCTBUKN AEKOHTaMUHALUWN .

65. (48) Onepauuu, BK/oYawlme B cebsa nepemelieHne TaKux maTepuasios,
KaK CTepwbHble cpefbl, Ky/abTypbl WAW MAPOAYKTHI,  AOJDKHbI NpoBOAMTLCS B
npeaBapuTesibHO CTEPUIN30BaHHBIX 3aKpbiThiX cUcTeMax. Ecnm  3TO  HEBO3MOXHO,



ornepauuun rno nepeMeweHni MaTepnanos AO/KHb MPOBOAUTLCA B JlaMMHApPHOM MOTOKe
BO34yXa.

66. (49) [obaBneHune cpepn wnn KynbTyp B GUMOpeakTopbl U apyrue cocyapl
[O/DKHO MPOBOAUTBLCA B TWATENIbHO KOHTPOMMPYEMBIX  YC/I0BUAX, obecneymsanwmx
HEBO3MOXHOCTb BHECEHUs KOHTamMMHaHToB. [lpn gobaBneHun KynbTyp  Heo6XoAumo
TWwaTesibHO MNPOBEPATb MNPaBWIbHOCTb COEAVUHEHUSA COCY/OB.

67. (50) Npu HeobxogmmocTn (Hanpumep, Korga neBa v 6onee pepmeHTaTopa
pacnosioxeHsl B OOHOI 30HEe) OTBepcTus AnA oT6opa npob M BHeceHuss 06aBOK U
COeIHUTEe/IbHblE  3/IEMEHTbHl  [AOJ/IXKHbBl  CTepuiM3oBaTbCS napom (nocne
nogcoefnHeHusi, nepej rnogaden npoAykra v nepep oTcoeguHeHvem) . B apyrux
cny4dyasax [ornyckaeTcs XMMMYeckKasa Ae3VHPeKUus BXOAHbIX OTBepcTuii M 3auuTa
coefVHeHUl noj NnamMuMHapHbiM MOTOKOM BO3AyXa.-

68. (51) O6opypoBaHue, abopaTopHas nocyga, BHelHWe NoOBEPXHOCTU
KOHTENHEPOB C MpoaykKuuem n gpyrme nogobHbie matepuasns nepeq nepemelleHmnem
M3 M30/IMPOBAHHOW 30Hbl  AO/MKHbI  OblTb  AE3UHOUUMPOBAHbB C  UCMO/Ib30BaHMEM
Ba/IMAMpoBaHHOro wmetoga. Ocobyiw npobrnemy  MOXeT  Bbi3biBaTb BeaeHue
OOKyMeHTauMnm Ha cepui npoaykuum. ToNbKo abCoMTHLIA MUHMMYM AOKyMeHTauuu,
Heob6xoaMmMon Ana cobnwgeHns TpeboBaHuli HacTosAwmx [paBwun, AOMXEeH nocTynaTb
B paboyyiw 30HY M nokngaTb ee. [pu ABHOM KOHTamuvHauun (Hanpumep, Kanasmm
UNn  aspo3o0/iIAMM) WM MNPU  UCMOMIb30BaHUN 3K30TUYECKUX  MUKPOOPraHU3mMoB
OymMaxHas AOKYMEHTauus AO/kHA Ae3UHDMUMPOBATbLCA B WNKW3e ANnA nepemeweHus
obopynoBaHMA UNu nepefaBaTbCA C UCMO/Ab30BaHMEM (OTOKOMUU UM (akca.

69. (52) Xugkue vnu TBepAble OTXOAbl, TakKue Kak cKopsiyna nocsie oTéopa
matepvana M3 suy, OAHOpPa3oBble OyThb/INM ANA KYNbTYp, HexenartesbHble Ky/lbTypbl
nnu O6uoNorMyecKne areHTbl HeobxoaMMo CTepunusoBaTb WM Ae3nHpMuMpoBaTb
nepes X yganeHneMm nU3 M30/IMPOBAHHON 30Hbl. B HEKOTOPLIX Cay4dYasx npremnaembiMu
cuMTanTCca M Apyrue meTogbl, HanpuMep MCMoJ/ib30BaHWe FepMeTUYHbLIX KOHTenHepoB
nnun TPpy6onNpoBOAOB -

70. (53) NMNponsBoanTENb AO/MKEH OCYWECTBAATb TWaTesbHblii KOHTPO/Sb TOro,
YyTOObL B NPOM3BOACTBEHHYI 30HY MNonajaiv TOMbKO Te npeaMeTbl, MaTepuasl, B
TOM 4uCne AOKyMeHTauusi, KOTOopble OTHOCATCA K MPOM3BOAWMONM MPOAYKUUM. ansa
KOHTPONA 3a COOTBETCTBMEM KO/IMYECTBA BHOCUMbLIX M BbIHOCUMMbIX NPeaMETOB U
mMaTepuanoB BO m3bexaHne uUxX HaKonIeHUs B NPOM3BOACTBEHHOM MOMEWEHUN A0/IKHA
AeicTtBoBaTb CuUCTeMa y4eTa.

71. (54) TepmocTolKMe NpeaMeTbl U MaTepuasbl A0/MKHbI MOCTYNaTb B YUCTYIO
WA YACTYK W30/MPOBAHHYK 30HY 4Yepe3 MpPOXOAHble aBTOKNaBbl UM  CyXOXapoBble
neun. YyBCTBMTESNbHbIE K HarpeBy npegMeTsl W MaTepuansl  JOJDKHbI noctynaTb
yepe3 BO3AYWHLIA W3 C G6NOKMPYEMbIMM ABEpPSAMU, rAe 3TWU npeaMeTs U maTepuasb
nogseprawnTca Ae3vHpekuun. [onyckaeTcs cTepunusaumsa npegvMeToB M MaTepuasioB
B ApPYroM mMecTe, €CNuM OHM NoCcTynawT 4epe3 Wiw3 B [ABOWHOW ob6ono4yke c
cobniogeHnemM Heob6XoAMMbIX Mep MPefoCTOPOXHOCTU .

72. (55) TlpounsBoguTenb [O/MKEH MPUHMMATL COOTBETCTBYWWUE Mepb
NpefoCTOPOXHOCTN BO M3bexaHMe KOHTamMuMHaumnm WM nepenyTbiBaHus KynbTyp
KNeToOK WIN MUKPOOPraHM3MOB Ha MPOTAXEeHMU nepuoja WHKybdauuu. Heobxoaumo
yTBEPAUTbL METOAUKY OUUCTKU U AEe3MHPEKUMN UHKY6aTOopOB. KoHTeliHepbl,
Haxogswmecs B MHKy6aTopax, AO/MKHbl 6biTb HYEeTKO M TWaTesibHO MapKUpPOBaHbI .

73. (56) B ogHOM nomelweHUM [ONYyCKaeTCA OAHOBPEMEHHOE npoBsefeHve
onepauuwii TOMIbKO C OAHUM XMBbIM OMOMOFMYECKMM areHToM 3a  WUCK/IYeHUEM
onepaunii N0 cCmewMBaHW W Nocnepywwen ¢GacoBke wan npu NCNosib30BaHun
MOJSIHOCTBI 3aKpPbITbIX CUCTEM. B npomexyTkax mexay onepauysmm C  pasnyHbIMU

XUBLIMM  BUOMIONMYECKUMN  areHTamMmM NpPOn3BOACTBEHHbIE nomeLeHuns OOJDKHb
NPOXOAUTb Ae3VHpEKLNIO.
74. (57) TpofyKTbl [O/MKHb VHAKTUBUPOBATLCA nyTem pobaBneHusi

MHaKTMBaTopa C Mnocneaylouym TuaTesibHbiM nepemewnBaHveM. llocne 3TOro  cmecb
[O/KHA MEPEHOCUTbCH BO BTOPOW CTEPWSbHbLIE COCyd 3a WCKAKYEHWEM  Clly4vaes,
Korga topmMa u pa3Mep cocyja Mo3BOMST €ero Jierko nepesopaunBaTb "
BCTpsIXMBaTb TaKuM o6pa3oM, 4YTOOb BCe BHYTPEHHME MOBEPXHOCTU  CMaudnBasiMCb
KOHEYHOW CMEeCbld Ky/nbTypbl U MHaKTUBaToOpa.

75. (58) Cocyabl, cogepxaupme UHAKTUBMPOBAHHbLIA MPOAYKT, He [onycKaeTcs
OTKpbiBaTb. W3 3TMX cOCyfoB Takxe He AonyckaeTcs oTbumpaTb Npobbl B 30HaX,
rge cofepxartcsi XuBble GMONOrMYecKMe areHThl. Bcio nocnepywouwyw — 06paboTKy
MHaKTMBUPOBAHHLIX MPOAYKTOB HEO6XOAUMO MPOBOAMTbL B UMCTbIX 30HaAX KnaccoB A
m B wnam B 3aKpbitom o60opyaoBaHUn, CheunanbHo npegHa3HayeHHOM Ans
WHAKTMBNPOBAaHHLIX NPOAYKTOB -



76. (59) Heobxogumo ypenAaTb 0C060e BHUMaHME Baangaumm mMeTo40B
cTepuamsaunn, Ae3vHDeKUUn, yaasnieHMs BUMPYCOB U UX MHAKTUBaLUWN .

77. (60) HanosnHeHne [OMXKHO MNPOBOANTLCS B TedeHWe KakK MOXHO 6onee
KOPOTKOIr0 MpoMexyTKa BpeEMeHW Nocfne 3aBepleHusa MpPou3BOLCTBEHHLIX Onepanii.
EMKOCTM C HepacthacoBaHHOW NpoAyKuMer A0 Hadasia onepauum HamnoSIHEHUSA [OOJIKHbI
OblITb FEPMETUYHO 3aKpbiThl, COOTBETCTBYHWMM 0O6pPa30OM MapKMpPOBaHbl M XPaHUTbCA
NPV YCTaHOB/IEHHbLIX TeMNepaTypHbIX YC/I0BUSX .

78. (61) NpomsBoauTenb [OMKEH pa3paboTaTb cucTewmy, obecneynBanllyio
KOHTPO/Ib LENOCTHOCTN U repMeTUYHOCTU YNakKoBOK MOC/ie Harno/IHEHUS .

79. (62) onakoHbl, cogepxawue XmBble GUONOrMYECKMEe areHTbl, AO/DKHbl ObITb
3aKpbiThl KpbilLKaMyu TakuM 06pa3oM, 4YTOObl UCK/INYMTb BO3MOXHOCTb KOHTaMMHaLUW
OPYroi npogyKuum wuav NPOHUKHOBEHME XMBbLIX areHTOB B ApYyrve 30Hbl  Uan BO
BHELWHKI0 cpeay -

80. (63) Mexay HanONHEHMEM MNEPBMYUHLIX YMaKOBOK, WX MapKNPOBKOWN 1
YNakoBKOW MO pas3fiMyHbIM MpuyMHaM MOXeT MpoiTn  onpeaeneHHbI NPOMEXYTOK
BpemeHu. lMponsBoguTeNb AO/MKEH YTBEPAUTb MNpOLeEenypbl, OnucbhiBawwue nopsgoK
XPaHEeHUs1 HEMAPKMPOBAaHHbLIX KOHTENHEPOB /11 NpefoTBpaleHnsi BO3MOXHOCTU nx
nepenyTbiBaHUA © obecrneudnBawwme Hagnexawne YCNOoBUSA XPaHEHUSs . Ocoboe
BHUMAHME HEeobXoAuMO yAensTb XpaHeHuw Tepmonabu/bHOW N CBETOYYBCTBUTENLHOM
npoaykumn [lpou3BoanTesnb [O/KEH YCTaHOBUTb TpeboBaHusA K  Temnepartype

XpaHeHus .
81. (64) Ha KaxgoW TexXHONOrM4YecKom cTagunm Heobxognmo npoBOAUTbL
conocTas/ieHne (aKTUYecCKoro wu oxugaemoro BbIX04a npoaykuumu. Bce

CYLECTBEHHbIE OTK/IOHEHUNA [O/MKHbI ObITb pacciefoBaHb .
IX. KoHTponb kKayecTtBa

82. (65) B obGecrneyeHun cTabuUIbHOCTU KadecTBa  UMMYHOOMOIOTMNYECKUX
NIeKapCTBEHHbIX CpPeAcTB 0coboe 3HadeHue uvMeeT KOHTPOosib B npouecce
npomnssoAcTBa. Buapl KOHTPOMA, KOTOPbe UMENT pelalwee 3HavyeHue [/is OLIeHKMN
KadyecTBa (Hanpumep, KOHTPO/Ib Ha OTCYTCTBME BUPYCOB), HO He MOryt  ObiTb
npoBefeHsl B OTHOWEHUM rOTOBOIM MPOAYKLMU, AO/MKHbI BbINOMHATHCHA Ha OAHOW 13
npejwecTByWMX CTaguii Npon3BoACTBa.-

83. (66) [nA NOBTOPHOro MNpoBeAeHUs KOHTPO/SA KaydecTBa cepuu nNpoayKumn
WX MOATBEPXAEHUS pe3ynbTaTtoB TaKoro KOHTpOA MOXeT BO3HUKHYTb
Heob6XoAMMOCTb XpaHeHus [ocTaTo4yHOro obbema o06pa3uoB NPOMEXY TOUHbIX
NPOAYKTOB MpY COOTBETCTBYWWUNX YCNOBUAX.

84. (67) MoxeT BO3HUKHYTb HEO6XOAWMOCTb HernpepbiBHOro KOHTpO/iA
napamMeTpoB B Xofe npouecca npou3BoacTsBa (Hanpuvmep, HEenpepbiBHONro KOHTPOSISA
(n3nyecknx napameTpoB B Xode (epmeHTauumn).

85. (68) MNpu HemnpepbBHOM Ky/AbTUBMPOBAHUM  BGMONOIrNYECKO npoayKumnu
HeobxoamMo cobnwpgaTb cneunasibHele TpeboBaHWA K opraHu3aumnu KOHTpOnA
KayecTBa NpoayKLnU.

MNMpunoxeHne N 6
K lpaBunam opraHusauun MNpou3BOACTBa
N KOHTPONS KayecTBa J/IEKAPCTBEHHLIX CPencTB

Mpon3BoaCcTBO MEAULMHCKUX ras3osB
1. MNpuHumn

1. HacTosiuee [MpunoxeHne perynmpyet  nNpou3BOACTBO rasoB Kak
(hapmaueBTUYecknx cybctaHuunii (¢C) n NponsBOACTBO ra3oB ANs MeAMLVHCKOI O
npuveHeHns (Janee - MeAWUUHCKME rasbl). [ponM3BOACTBO MEAWUMHCKMX  ras3oB,
OTHOCAIMXCA K NIeKapPCTBEHHbIM CpeAcTBaM HeoOXOAMMO OCYWECTB/MSATb  COr/lacHo
COOTBETCTBYWWNM HOpPMATWBHLIM MPaBOBbIM aKTam Poccuiickoli depepaumn.

2. HacTtosiee MNpunoxeHne He pacnpocTpaHsieTCa Ha noslydeHne U obGpalleHune

MEAVLUMHCKUX ra3oB B MEAMUUHCKMX oOpraHuM3auusx, ecnu Takoi npouecc He
ABNAETCSA MPOMbILIEHHLIM NPON3BOACTBOM .
3. PasrpaHuyeHue mMexay npon3BOACTBOM oC u NnPoOn3BOACTBOM

NIeKapCTBEHHLIX MpenapaToB [0/HKHO 6biTb UYETKO OMnpefesieHo B Kaxaom
perucTpauuoHHoM pgocbe. O6bLUHO CTagunm MNPOU3BOACTBA W OUUCTKU ras3oB
OTHOCSATCS K Mpou3BoACTBY O®C. [a3bl OTHOCATCS K JIEKApCTBEHHbIM NpenapataM C



MOMEHTA nNepBOro CcoxpaHeHWs  rasa, npefHa3sHa4YeHHOr o [Ns Takoro
NCMOo/b30BaHSA .

4. B UCKMOUUTENbHLIX CNy4dasix HemnpepbiBHbe MPOLECChl, rAe  HeBO3MOXHO
NMpOMexXyTOuHOe XpaHeHve ras3a Mexay npousBoacTBoM ®C M MPOM3BOACTBOM
NeKapcTBEHHOro npenapaTta, Heob6XoAMMO paccMaTpMBaTb KakK  NPOU3BOACTBO
NeKapCTBEHHbLIX MpenapaTtoB, 4YTO A0/XHO 6GbiTb YETKO YKa3aHO B PervcrpauvoHHOM
focbe.

11. Mpon3BOACTBO ra3oB KakK (apMaueBTUYEeCKUX CybCTaHuumi

5. la3b Kak apmaueBTMHeCKNe cybCTaHuMM MOryT ObiTb MPOU3BEAEHbl MyTeEM
XUMUYECKOIr0 CUHTE3a WNU N3 HaTypaslbHbIX UCTOYHUKOB, B TOM 4yucre nytem  uX
ouncTtkn (Hanpumep, Ha 3aBojax Mo BblAe/IeHMI0 ra3oB U3 BO34yXa) -

6. (1) NpousBoauTeE b OO/KEH OCYWECTB/IATb TEXHO/NIOrMyeckne  npoLecch
nosly4YeHns ras3oB yKa3aHHbIMW Bbille crnocobamm B COOTBETCTBUMM C  TpeboBaHUAMU
rnasol 1V HacToAwux [lpaBwui, npu 3TOM:

a) (a) TpeboBaHUSA K MCXOAHOMY Cbipbl AN (apMaueBTUUYECKUX CyOCTaHUui
(nyHKTb 400-421 HacTodwux [MNpaBun) He MPUMEHUMBI K npon3BoACTBY
(hapmaueBTUYECKNX CybCTaHUWiAi - ra3oB METOAOM pa3fesieHMsa BO3ayXa (ogHako
nponssoanTeNlb AO/KEH rapaHTUpoBaTb, YTO KayeCTBO MCMNO/Ib3yeMoro  BO3gyXa
COOTBETCTBYET YCTaAHOB/IEHHOMY M W3MEHEHWA KayecTBa BoO3gyxa U3 BHelwHel
cpenpl He OyayT OKa3biBaTb BAWAHWE Ha KayeCcTBO rasoB, MNPOM3BOAUMbLIX Kak ¢C);

6) (b) TpeboBaHUA K HeNpepbiBHOMY WU3Yy4YeHU CTabulbHOCTU ra30B Kak

(hapmaLeBTUYECKNX CybBCTaHUUMN (nyHKTH  497-503 HacToAWNX Mpaswun),
OCYLWECTB/IAEMOMY C LUefbl NOATBEPXAEHUA YCNOBUIA XpaHEHUSA N CpoKa rogHocCTu
WA patbl NOBTOPHOro KoOHTpona (nNyHKTe 487-490 HacToAwMX MpaBun) He

NPUMEHAWNTCA B C/lydae, €Cnu Ans  NEepBUYHOr0 UN3YYEeHUss CTabubHOCTU NIY
NCMoNb30BaHbl faHHble, COoAepXawuecsa B Hay4HOl nutepaTtype;

B) (Cc) TpeboBaHMA K KOHTPOJIbHbIM MU apXuBHbIM obpa3uyam (NyHKTb 508-510
HacToswnx [paBun) He nNpPUMEHSNTCHA K rasam Kak (hapmaueBTNnYEeCKUM
cybCcTaHuusiM, €Cnu HopMaTUBHbLIMM MpPaBOBLIMM akKTamy Poccuiickoii degepaunn He
npeaycMoTPEHO MHoe.

7. (2) NpousBoguTenb AO/MKEH MPOBOAUTL MOCTOSAHHLIA MOHUTOPUHI KaydecTBa
ra3oB Kak (apmaLeBTUYECKUX CYOCTaHuMiA, MPOU3BOAMMbIX HEMPEPbLIBHbIM — METOLOM
(Hanpumvep, pas3geneHvem BO3ayxa). Pe3ynbTaTbl MOHUTOPUHIa Heobxoanmo
XpaHnTb B BUAE, MO3BOJSKWEM OCYWECTBAATb OUEHKY TEHAEHUMWN .

8. (3) (d) YcnoBuma TpaHCNOPTUPOBKU N AOCTaBKU HepachacoBaHHbLIX ra3oB
KakKk (apMaueBTMYECKNX CYyO6CTaHUMA JO/MKHbl COOTBETCTBOBaTb  TpeboBaHusM,
YCTaHOBJ/IEHHbIM A1 MeAUUMHCKMX ra3oB (NyHKTbl 29-31 HacToswero MpuaoxeHus) ;

9. (b) Onepauynn HanonHeEHUs 6Ga/NIOHOB MWW  MEPEHOCHbIX KPUOTEHHbIX
EMKOCTel rasamm Kak (apMaueBTUYECKUMUM CyOCTaHUMAMM HEeob6XoAMMO MNpPOBOAUTL B
COOTBETCTBUN C TpeboBaHUAMU, YCTAHOB/IEHHLIMA O/18 MEANUMHCKMX Fa30B (MyHKTbI
32-48 HacToswero MpuioxeHus), U TpeboBaHUAMU, YCTaHOB/IEHHbLIMA NnyHKTamm
450-469 HacToAwmx MpaBwun.

111. MNpon3BoaCcTBO MEOUUMHCKUX ra3os

10. MNpoM3BOACTBO MEAUUMHCKMX Fa30B, KakK NpaBu/io, OCYLEeCTBsSeTCcs B
3aKpbiTOM 0o6opynoBaHuM. B CBA3M C 3TUM PUCK KOHTamMMHaLMW AaHHOW NpoayKLuuu
N3 MNPOM3BOACTBEHHOI cpefbl SABNAETCA MUHMMasbHbIM. OQHaKo CylecTBYeT  pUCK
KOHTamMMHauMMm Wan MepeKpecTHOW KOHTaMMHauuu ApyrMMu rasamm, OCOOGEHHO  Mpwu
NOBTOPHOM MCMNO/Ib30BaHUM EMKOCTEN .

11. (4) Tpeb6boBaHuA, MNpuUMeHSAEeMble K GasisioHaMm, Takxe pacnpocTpaHsiTcA
Ha rpynnsl (cBA3KN) OGannoHoB (3a WUCKIWYEHMEM CriyyaeB XpaHeHnst u
TPaHCNOPTUPOBKM B CNeuuasibHbiX KOHTelHepax) .

MNepcoHan

12. (5) MepcoHan, 3aHATHI B NPOU3BOACTBE N peanm3aunun MeANLMHCKNX
rasoB, [O/IXEH MPOATU OOy4YeHWe MO opraHM3aumm nNpoM3BOACTBA W KOHTpONA
KayecTBa NEKapCTBEHHbIX CPeAcTB MPUMEHMUTENIbHO K AaHHOMY Buay  NPOAYKUUN.
MepcoHan AO/MKEH 3HATb KPUTUMYECKN BaXHble acneKTbl U BO3MOXHYH  OMacHOCTb
NIEKapCTBEHHbLIX MpenapaTtoB B  Buae  MEAWUMHCKMX  ras3oB. Bogutenu,
OoCylWecTBAsWNE MEPEBO3KY MEAULMHCKUX ra30B, TaKXe  [O/DKHbl  MPOATH



COOTBETCTBYHWIEe 0b6y4eHune.

13. (6) MNepcoHan npuBfeKaembiXx MO AOFOBOPY WCNOSHUTENEN, KOTOPGLIN
MOXeT oOKa3aTb BNUSAHWE Ha KayeCcTBO MefUMUMHCKMX rasoB (Hanpumep, nepcoHas,
OCYWEeCTBAANWNIA TeXHUYecKoe o06CNyxuBaHne 6anNOHOB UAN  KianaHoB), OO/KEH

NPoMTN COOTBETCTBYWILEE 0Oy4YEeHMe.
MomelweHnss n obopypoBaHne
MNomelleHus

14. (7) bBannoHsl U TMepeHOCHble KPUOreHHbe EMKOCTHU Heobxoanmo
npoBepsiTb, MOAroTaB/MBaTb, HaMNOMHATb WU XpaHUTb B 30HaxX, OTAENEHHbIX OT 30H
paboTs C HemeaWUMHCKUMW rasamu. 3anpeliaeTcs obmeH 6asiyiloHaMu U NepeHOCHLIMU
KPNOrEeHHbLIMN EMKOCTAMU Mexay 3TUMM 30Hamm. OfHaKO B OAHMX U TexX Xe  30Hax
[ONyCKaeTCA KOHTPO/ib, MOAFOTOBKA, HaMo/IHEHNE N XpaHeHue MeAULMHCKUX W
HEMeAULMHCKUX ra3oB, ecnu TpeboBaHUS K HeMeaUUMHCKUM ra3am COOTBEeTCTBYKWT
Tpe6boBaHUAM K MeAULMHCKMM rasam, a nNpou3BOACTBEHHbIE onepauun c
HEMEAULMHCKUMX ra3aMu OCYWEeCTB/ANTCA B COOTBETCTBUM C  TpeboBaHUAMU
HacTosAwnx lMpasBu.

15. (8) MomeweHusi, B KOTOPLIX BbLINOAHSITCA onepauynn no nponu3BoACcTBY,
NPOBEAEHN WUCMLITAHUA W  XPaHEHUKH MEeAWUMHCKUX Fa30B, [OJDKHbI UMeTb
JOCTaTouHyl nnowaab A48 UCKIYEHUS puUcka nepenyTbhiBaHuA . MnaHnpoBKa
nomeweHnn gomkHa obecrneyvnBaThb:

a) (@) oTpenbHbie MapKMpOBaHHbLIE 30HLI A1 Pa3/IMYHbLIX ra30B;

6) (b) ogHo3Ha4HOe 0603HauveHue u pasgeneHne nycTbiX 6annoHoB u (MAn)
NMEPEHOCHBLIX KPUOFEHHLIX EMKOCTel, a Takke ©6GannoHoB wun (Mnwn) nepeHOCHbIX

KPUOreHHbIX €eMKOCTel, HaxofsWMXCAa Ha pasHbiX  cTagusx nponssoacTea
(Hanpumvep, "oxupaeT KOHTponsa', ‘‘oxupgaeTt HarnosiHeHuAa'", ""KapaHTuH",
"pa3pelweH’, ''3abpakoBaH'', "'rotoB K oTnpaBke').

16. Cnocobbl pasgeneHuns 3aBUCAT OT Xapakrtepa, o0b6bema u CNOXHOCTU
TeXHONOrn4yecKoro npouecca. Mepamm Mo pasgeneHuin MoryT ObiTb 30Hbl C

pa3veTKamm Ha Mnosy, Meperopogkn, 6apbepbl, 0603HaAYEHUS .

17. (9) NycTtble 6annoHsl 1 (M) NepeHOCHble KPUOreHHbe eMKOCTU nocne
COPTUPOBKN WU TEXHUYECKOIro OOCNYXMBAHUSA W HaroOJSIHEHHbIE Gas/IOHb U (vnn)
NEPEeHOCHbIE KPUOFeHHbe €eMKOCTM HeobXoAuMO  XpaHuTb  NoA HaBecamu,
3auMuanWMMM UX OT HebNaronpusiTHbIX MOrOAHLIX YC/I0BWA. HanosiHEHHble GasiioHbl 1
(W) NEepeHOCHble KPUOTEHHbIE EeMKOCTM HeobxoAumMO XpaHuTb B YC/IOBUSAX,
rapaHTupywowmMx WX [AOCTaBKy B 4YUCTOM Buge, OTBevawlwem YCIOBUSIM UX
NCMNoNb30BaHNA .

18. (10) MNpounsBoguTenb AoKeH obecneyvmBaTb OCOObe YCNOBUSA XpaHEHus,
COOTBETCTBYHWIME TpPebOBAHUAM PErncTpayMoHHOro gocbe (Hanpumep, ANS rasoBbiX
cmeceli, B KOTOpbIX MNPOMCXOAUT pa3fesieHrne a3 B c/y4yae 3aMopaxuBaHusi) .

O6opyaoBaHue

19. (11) O6opynoBaHue AO/MKHO OblITb CNPOEKTUPOBAHO TaKum obpasom,
yTOOL rapaHTMpoBaTb, UYTO ra3 Hamno/HAeTCHA B COOTBETCTBYWWWIA KOHTeWHep. Kak
npaBua0, He [OMKHO ObiTb CcoeAuMHEHWn wMexay TpybonposBogamm, MO KOTOPbLIM
NPOXOAAT pa3/iMyHble rasbl. B cnyvyae ecnnm  Takue coefuHeHUsA Heo6XoANMb
(Hanpuvep, obopygoBaHMe, WCNONb3yEeMOe A/ HaMo/IHEHUS  CMecsmMu rason),
npov3BoANTE b AO/KEH MPOBECTM COOTBETCTBYWLYHW KBannhukauuw o5 rapaHTuu
TOro, 4Y4TO OTCYTCTBYET PUCK MNEPEKPECTHOM KOHTaMuHauuMy pasHbiMi  ra3amu. B
[OononHeHne K gaHHoOMy TpeboBaHuW pacnpefenvTefibHble KOMMEeKTOpbl OO/MKHbI ObiTh
ob6opyfoBaHbl cneumpuyeckumMm COoefuHUTESNbHbIMK 3/1eMeHTammn. Ecniv HopMaTUBHbIMA
npaBoBbIMM aKTamu Poccuiickon o¢egepaumnm  yCTaHOB/EHbI TpeboBaHus K
MCNOMb30BaHUK pacnpefennTefbHbX KOMMEKTOPOB M UX COeAVMHEHWA C  KlanaHamu
6a/1/10HOB, Takne TpeboBaHUA [O/KHbl cobnwgaTbCcsa. Wcnonb3oBaHMe Ha  OA4HOM
NPoOM3BOACTBEHHOM  yyacTKe  COeAWHEeHul, COOTBETCTBYOWNX pasnnyHbIM
cTaHjapTam, Heo6XoAMMO TuaTefNlbHO KOHTpo/siMpoBaTb, TakK — xe Kak U
MCNoMb30BaHVe afanTepoB, TMNPUMEHEHUE KOTOPbIX HEeo6XoAMMO B HEKOTOPbLIX
cry4dyasx coefvHeHusi cneunduyecKmx CUCTEM HamMoSHEHUS .

20. (12) Pe3epByapbl 419 XpaHeHUs N nepenBuxHbIe LUCTEPHb ANS 0OCTaBKU
OOMKHbl ObITb NpefHa3HayeHbl TONbKO AN1A OAHOro Buaa rasa  onpefesieHHOro
KayecTBa. MegvuMHCKue rasbl OMyCKaeTCA XPaHUTb WAW TpaHCNopTupoBaTb B Tex



Xe pe3epByapax, UTO M aHa/IoOrM4yHble HemeguUVHCKME rasbl npu  yCcnosuu, uTOo
KayecTBO MocnegHux, No KpaliHeih mepe, 3KBUMBA/IEHTHO KauyecTBY  MEAUUMHCKUX
raszoBs, U cobnogawTcsa TpeboBaHMA HacToAwMx [MpaBun. B Takux  ciydasax
nponssoauTeNnb AO/KEH OCYWEeCTBNATb U AOKYMEHTa/lbHO OpOPMUTb npouenypy
yrnpaBneHnss puUcKamu .

21. (13) O6bwaa cucTema pacnpegeneHus rasa c KOJINeKTopamu
MEeOUUVHCKOro U HeMeaUUMHCKOro Ha3HadeHus AonycKaeTca Nullb  Mpu HanMuum
Ba/INOVMPOBaAHHOIO MeToda HegonyuweHusi obpaTHOro MoToKa rasa U3 HemMeauUMHCKOW
CUCTEMbl B MEAULIMHCKYIO .

22. (14) TMNpousBoguTenb f[O/MKEH WUMETb KOJ/1/IEKTOPbI Hano/IHeHus ,
npegHa3Ha4YeHHble 419 O4HOIro MeAMUMHCKOrO rasa win g onpenesieHHom cmecu
MEeOULUVHCKNX ra3oB. B UCKIWUUTENbHLIX Clyyaax [OMNyCKaeTCA HarojIHeHMe ra3oB
ONs Apyrux  MegUUMHCKUX  uene c ncnonb30BaHNeEM KOJ1I/IEKTOPOB,
npegHasHayeHHbIX AnA MeAUUMHCKUX ra3oB, ec/in [JoKa3aHa Takasd BO3MOXHOCTb WU
TakKoW Mnpouecc KOHTponupyeTcs. B aTux cnydasx KayecTBO HeMeguUMHCKOro rasa
OO/MKHO ObITb, MO KpaliHel Mepe, 3KBUBA/IEHTHbLIM KayecTBY MEAMUMHCKOro rasa u
OOMkHb  cobnwaaTbca TpeboBaHWA HacTosAwmx [paBwuni. HanosiHeHwne OOIKHO
Npou3BOAUTBLCA MO MPUHUMNY OpraHnsauMm LUUKI0B MPou3BOACTBA.

23. (15) PaboThl MO PEMOHTY M TEXHUYECKOMY OO6CAYXMBaHMO 060pyaO0BaHUS
(BKYAsA OYMCTKY W MPOAYBKY) He [AO/MKHbl BANATH Ha KayecTBO  MEeAULMHCKUX
raszos. B yacTHocTu, npousBoguTeslb [O/KEH pa3paboTaTb U AOKYMEHTaslbHO

OopMUTL  MEPONpPUSATUSA, MPOBOAUMbIE  MOC/E  pPemMoHTa WU TEXHUYECKOro
ob6CcnyxmBaHMs, COMPOBOXAAKWWMXCA pa3repMeTvM3aumnern cucTem. Mpon3BoguTenb
OO/KEH rapaHTMpoBaTb, 4YTO 060pyAoBaHME CBOOOAHO OT  J10OOVA KOHTaMuHauuu,
KOTOpas MOXeT oKasaTb B/WAHME Ha KayecTBO [FOTOBOro MpoAayKTa [o ero

BbinyCcKa. pou3BoauTesib AO/KEH XPaHUTb 3anncu O MpPOBeAEeHHbIX padoTax.

24_ (16) NpousBoanTeNnb OO/MKEH pa3paboTaTb U AOKYMEHTa/lbHO  O)OpPMUTH
npoueaypbl, OCyWecTB/SiEMble NPV BO3BpaTe UUCTEPHbl Ha Y4yacToK paboTbl C
MEAVLUMHCKUMU rasamu rnocsie TpaHCNopTUPOBKU HEMEAUUMHCKOro rasa B YC/I0BUAX,
yKa3saHHbIX B NyHKTe 20 HacToswero [puioxeHnsa, waM nocne onepauuii no
TeXHUYECKOMY o06CcnyxmBaHuio. Takas npouegypa [[O/xHA BKAWYATb aHauTuyeckme
NCNbITaHNSA .

JokymeHTaums

25. (17) [JaHHble, BK/WYEHHbIE B [OCbe Ha Kaxayw cepui HaroJ/IHEeHHbIX
6a110HOB (MEPEHOCHbLIX KPUOTEHHbIX €MKOCTeN), AO/MKHb MNO3BOAATbL  MNpocneauTb
NHQopMaumi 060 BCEX OCHOBHbLIX MapameTpax COOTBETCTBYWWMX CTagui HanonHeHus
ONA Kax4oro HarnosIHEHHOro 6asiioHa.

26. [locbe Ha cepui [OMKHO cofepxaTb crefywuyi unHpopmauuo (ecnm  3TO
NPUMEHUMO) :

a) (a) HaumeHoOBaHWe MPOAYKLUUU;

6) (b) Homep cepun;

B) (c) paty n Bpemsa NpoBefeHus onepauum rno HarnoJSIHEHUK;

r) (d) nepcoHan, BLINOMHABWMA OCHOBHbIE CTaauM npouecca (Hanpuvep,
OYNCTKY JIMHWIA, TMpPUEMKY MaTepuasioB, NOAFOTOBKY  JIMHWIA HanosiHeHus
npoBefeHne HanosIHeHUs) ;

0) (e) ccoinky Ha Homep(a) cepun(min) rasa(oB), KOTOPLIA MCHOMb30BasICSA
ONA onepaumii No Haro/IHEHWI0 COrJlaCHO NYHKTY 32 HacToswero  MNpuioxeHus,
BKNHass ero crtatyc (paspelweHne K HanosIHEHUK) ;

e) () ucnonblyemoe obopypoBaHue (Harnpumep, KOJ/IEKTOP HaMNOHEHUS) ;

x) (g) KonuyecTBO 6GasiNoHOB M (UIN) MEPEHOCHBIX KPUOTEHHBLIX EeMKOCTel [0
onepauun HarmoNHEeHUA, BK/YaA UOEHTUPUKAUVOHHbIE OAHHble Kaxaoli eMKOCTU U ee
reoMeTpuyecKkuin obvLeMm;

3) (h) onepauyun, BbiNOAHEHHble A0 HanonHeHusa (NyHKT 41 HacTosAlero
MpunoxeHus) ;

n) (i) kw4yeBble napameTpsl, Heobxoaumble  ANs noaTBepxaeHus
NpaBWIbHOCTU MPOBEAEHUA onepauuy NO HarnofIHEHMK MPW CTaHAAPTHbLIX YCOBUAX;

K) (J) pe3ynbrtarhl COOTBETCTBYWIWMX MPOBEPOK, FapaHTUpywuUmMx, 4YTO
6annoHsl U1 (MNN) MEPEHOCHbIE KPUOTEHHbIE E€MKOCTWU Obl/In HaMOJIHEHLI ;

n) (k) obpasel 3TUKETKU cepun;

v) (1) crneyupukaumw NeKapcTBeHHOro cpeacTtBa U pe3ynbTaThl KOHTpONA
KavecTBa (BK/IOHAsA CCbUIKA Ha TeKyllee COCTOSAHMEe KaimbpoBKM  060pyAoBaHus,
NCNO/Ib30BAHHOIO B XOA4e WCMbITaHuin) ;



H) (m) KomyecTBO 3abpakoBaHHbIX 6GannoHoB u  (unan) NepeHOCHbIX
KPUOreHHbIX eMKOCTel C npuBefeHMeM UX WHAUBUAY&SIbHbIX  UAEHTUPUKALNOHHbIX
OaHHbIX 1 MPUYMHbB 3a6paKoBKM ;

0) (n) nogpobHLie cBegeHMA 0060 Bcex npobriemax wu OTK/IOHEHUAX ,
yTBEpPXAEHHOEe pa3peleHne Ha nb60e OTKNOHEHME OT WHCTPYKUUI MO Hamno/IHEHWI;

n) (0) pa3peweHne YMOJHOMOYEHHOIO J/iMUa Ha BbINYCK cepuun c
NPOCTaB/IEHHbIMM AAaTOl M MNOAMNUCHI0.

27. (18) NpounsBoanTeNb [O/MKEH XPaHUTb AOCbE Ha Kaxaylw cepuio rasa,
npegHasHayeHHy O1S HaroJIHeHUs pe3epByapoB B MEAUUMHCKUMX  opraHuM3auusax.
Jocbe [OoMKHO BKAWYATb cregywuwyt uHpopmauuiw (ecnm 3To NPUMEHMMO) :

a) (a) HaumeHOBaHWEe MPOAYKLUUU;

6) (b) Homep cepun;

B) (C) CCb/IKYy Ha MWAEHTUOUKAUWOHHbLIA HOMEP EMKOCTU (uncTepHs), B
KOTOPOW cepus paspelleHa K peaim3auuu;

r) (d) gaty v Bpemsa onepaumn N0 HaMNO/HEHWI;

n) (e) nepcoHasi, BbIMONHMBWWIA HanosiHeHWe eMKoCcTu (UUCTEpHLI);

e) () vHpopmauuiw o emkocTn (UNCTEPHE), W3 KOTOPOW npou3BoANIOCH
HanosiHeHWe , MHpopMauust O rase, MCMNONb30BaBLEMCS ANA HaNo/HEHUS ;

x) (g) cBegeHuMst 060 BCeX CYUECTBEHHbIX AeTansX Hamno/IHEHUS;

3) (h) cneundmkauuiw Ha roTOBbIA /IEKAPCTBEHHLIM NpenapaT u pe3ynbTaThl
KOHTpONA KayecTBa (BK/IWYas CCbUJIKM Ha TeKyllee COCTOsHMe KanmbpoBKM
obopynoBaH/s, UCMOAb30BaHHONO B XO4e WCNbITaHW) ;

n) (i) nogpobHble cBefeHuss 060 Bcex nMpobnemax W OTK/IOHEHUAX ,
yTBEpPXAEHHOEe pa3peleHne Ha nb0e OTKNOHEHME OT WHCTPYKUUI MO Hamno/IHEHWI;

K) (J) pa3pelwleHne yrnosHOMOYEHHOro /Muya Ha  BbiNYCK cepumn c
NpPOCTaB/IEHHbIMM AAaTOl M MNOAMNUCHI0.

28. Ecnu HoOpMaTMBHLIMA MpPaBOBbLIMM akKTamMu PoCCUiiCKOoi depepauun
YCTaHOB/IEHbI ChneunasibHele TpeboBaHUA K COAepxaHWi YKa3aHHOro aochbe, Takue

TpeboBaHUs [O/MKHbI COONAATBLCA .
Mpouecc npou3BoacTBa

HepememeHme N OOCTaBKa KPUOTE€HHbLIX N CXMXKEHHbIX ra3oB

29. (19) [TlepewmeweHne KPUOFEHHbLIX W/AN CKUKEHHbIX Fa30B C mecTa
NEPBUYHOIO XpaHeHus, BK/4Yas KOHTPO/b Mepes MNepeMeweHnem, OOMKHO
OCylecTBAATbCA B COOTBETCTBMM C  Ba/IMgUPOBaHHbLIMMK npouegypawu,
pa3paboTaHHbMM C  UeNbl  npegoTBpaweHns BO3MOXHOV KOHTaMMHauuu .
TpybonpoBog, NO KOTOpPOMY nMepemMewaeTcsa ras, [OO/KEeH ObTb  060pyaoBaH
obpaTHbIM  KnanaHoOM WAW  APYTFMM  COOTBETCTBYWWWM YCTPOACTBOM. MMbkune
COefVHEeHUs1, HecTauuoHapHblE COeAVMHUTE/IbHbBIE WIaHI! U cpencTBa ans
coegviHeHus nepeg  WUCMNOMb30BaHWEM  AO/DKHbl  ObiTb MPOMbITEl MOTOKOM

COOTBETCTBYHWLEr0 rasa.
30. (20) lWnaHrmn, wucnonb3yemble A8 HaroSIHEHMSA pe3epByapoB U LUCTEPH,

OO/MXHb  6bITb  Oo6opydoBaHbl  cpefAcTBamMuM ANl COeAMHEHus, cneynanbHO
npegHasHaueHHbIM A1 AAaHHOW  MPOAYKLUN. Ncnonb3oBaHue ajanTepos,
Nno3BoNsLWNX MOAKMIYATb pe3epByapbl U LUCTEPHbI, AO/KHO Haanexauwum  obpa3om
KOHTPONNPOBATbLCA .

31. (21) MNogavya rasa B pe3epByapbl, coAepxaume aHasiorM4HbIi ra3 Takoro
Xe YPOBHA KadecTBa, MOXeT O6biTb OCYylWeCTB/eHA Npu  HaInyuu NOOXUTENbHbIX
pe3ynbTaToOB WCMbITaHW KayecTBa MNogaBaemMoro rasa. O6pasey MOXeT  ObiTb
0TOoOGpaH KakK M3 nojaBaeMoro rasa, Tak U U3 pe3epByapa nocne  3aBepleHus
nogaun rasa. Ocobble yc/ioBUSI B OTHOWEHUM KOHTPO/ISA KadecTBa Mpu HamnosIHEHUMU
pe3epByapoB, pPacrofiOXeHHbIX Yy npuobpeTateneli, WU3NOXEHb B nyHkTe 56
HacToswero lpuioxeHns .

HanosnHeHne n MapKMpoBKa 6as1noHOB 1" NMepPeHOCHbLIX KPUOIreHHbIX EMKOCTEA

32. (22) MNepen HanoNHEHMEM 6a/INIOHOB M NEPEHOCHbLIX KPUOFEHHbIX EMKOCTEWA
cepuna(mn) raza(oB) pomkHa(bl) ObITb naeHTupnumposaHa(b) un
npokoHTponnposaHa(bl) B COOTBETCTBUM CO crieyupukaumamm mn paspeweHa(b) Ans
npoBefeHns HarnosIHEHUS .

33. (23) B cniyyae ocylwecTBNEHUSA HernpepbiBHbIX npowueccos Ans
obecneyeHusi COOTBETCTBMA rasa crneympmkaumsim HeobxoaMmMo YCTaHOBUTb



COOTBETCTBYNIME TOYKU KOHTPO/IA MNMPON3BOACTBA.

34. (24) bannoHbl, MepeHOCHble KPUOreHHble eMKOCTU U Kianab OOJIKHBI
oTBeYaTb YCTaHOBJ/IEHHbIM  TEXHUYECKUM crneumpnkaumnam " TpeboBaHUNAM
perucTpaunoHHOro Aocbe. OHM [OMKHbI ObiITb NpefHas3HaueHb TOMbKO /14 ofHoro
MEAVLUMHCKOro rasa wiv OnpefesieHHOW CMecun MeAUUMHCKUX ra30B. BannoHsl
JOMKHb  ObITb  MapKMpoBaHbl C  MCMNO/Ib30BaHWEM LBETOBOIA MapKUPOBKN B
COOTBETCTBUN C YCTaHOBJIEHHbIMKU TpeboBaHuAMU. 1A obecnedeHusa 3awuTbl  OT
KOHTamMuMHauum  6ailoHbl  AO/IKHb OGbITb  OCHaleHb K/1lanaHamu yhepxaHus
MUHUMQ/IbHOIO [aBfleHUs C MexaHu3mamu npejoTBpaleHnus rnoTtoka B 06paTHOM
Hanpas/IeHUN .

35. (25) bannoHbl, MepeHOCHble KPUOreHHble eMKOCTU U KuarnaHsbl OOJIKHBI
ObITb MPOBEpPEHbl Nepes MepsbiM UCMO/Ib30BaHNEM B MPOU3BOACTBE N 06CNyXMBaTbLCA
HagnexawnuMm obpas3om. lpy MCNOMb30BaHUN U3AENUi MEeAUUUHCKOrO Ha3HadyeHus ux
TEXHUWYECKOe O06CnyxmBaHMe [O/MKHO OCYWECTBAATLCA COrnacHo NHCTPYKUNAM
nponssoanTens 6aINIOHOB, MNEPEHOCHBIX KPUOMEHHLIX eMKOCTel M KnanaHoB.

36. (26) Onepauun rno npoBepke N TEeXHUYECKOMY OOCNYXMBaHUI He [OOJIKHbI
OKasbiBaTb OTpULATENIbHOFO BO34ENCTBUA Ha KayecTBO " 6e30nacHoOCTb
NeKapCTBEHHOro npenapata. Bopa, wcnonb3yemas AAS  UCNbITAHWIA 6annoHoB
rmgpoctarnyeckum fasfeHuem, [Oo/kHa oTBeyaTb TpeboBaHUAM B OTHOWEHUU
KayecTBa NUTbLEBOWN BOAbI.

37. (27) [na rapaHTun OTCYTCTBUS KOHTaMuUHaLUW BHYTPeEHHee COCTOSIHME
6annoHOB A0 YCTaHOBKUW KnanaHa [O/MKHO nogBepraTbCsA BU3yaslbHOMY OCMOTPY Ha
npegMeT OTCYTCTBUA OCTATKOB BOAbl WIW  APYIFMX KOHTaMUHaHTOB. YKa3aHHy0
ornepauuio  Heob6XoAMMO BbIMOMIHATL KaK 4YacTb MPOBEPOK W TEXHNYECKOro
ob6cnyxuBaHnsa. OHa [OJ/1XHA OCYWeCTB/IATbHCA:

B OTHOLWEHUM HOBLIX O&/IJIOHOB, BreEpBble UCMONL3YWWMXCA ONA MeONLMHCKUX
rasos;

nocne npoBefeHns nCnbITaHWA rmgpocTaTnyeCcKum OaBfieHemM unm
SKBUBA/IEHTHLIM UCMbLITAHNEM C [EMOHTaXeMm KnanaHa;

Kaxabli pa3 npuv 3ameHe KnanaHa.

38. locne ycTaHOBKM KnanaH [O/KEH HaxoAUTbCA B 3aKPbLITOM COCTOSAHUN
4na npegoTBpalweHusa Nwboii  KoOHTamMHaumn. B cnyyae BO3HUKHOBEHUSA  /106bIX
COMHEHWI OTHOCWUTE/IbHO BHYTPEHHEro COCTOSAHUA OasifioHa kKnanaH [OJIXeH ObITb
OEMOHTMPOBAH, a BHYTPEeHHee COCTOosHWe Oas/loHa MoABEepPrHyTo OCMOTpY  A/1A
obecneyeHss YBEPEHHOCTU B OTCYTCTBUM KOHTamMUHaLUnW .

39. (28) MpouzBoaUTE b AO/MKEH OCYLWECTBNATb TeXHUYEeCKoe ob6CnyxmBaHue
N PEMOHT OGa/l/IOHOB, MEPEHOCHbIX KPUOrEeHHbIX €eMKOCTel U KnanaHos. [pwu
BbIMONIHEHUN 3TUX paboT No [OroBopy paboTbl [O/KHbI  BbLIMOMHATLCA  TOJMLKO
NCMONHUTENAMN, YKa3aHHbIMM B gorosope. B pgorosops, B COOTBETCTBUN C
KOTOpbIMA  paboTbl nepefawTcAa Ha ayTCOPCUHI, pPeKOMeHAyeTcs BK/OYaTb
TexXHNYeCKne YC/IOBUA BbLIMNONIHEHUA Takux paboT. [lpon3soanTenb OOJIXEH
NpPoOBOAVNTb MNPOBEPKW BbLIMNOSHEHUS WMCMOMHUTENSAMW YC/OBWUA  Aorosopa, BKJ/IOYas
ycnosusi 0 cobnwgeHnun TpeboBaHwii HacTosAwMx MpaBu.

40. (29) TMNpousBognTenb A[OMKEH pa3paboTaTb CUCTEMY, NO3BOJISUYI0
obecneunTb MNPOCMEXMBAEMOCTb Oa/i/IOHOB, MEPEHOCHbLIX KPUOTEHHbIX EeMKOCTeN n
K/1anaHoB .

41. (30) NpoBepkn, MpoOBOAUMLIE Mepeq Onepauvein HamosIHeHuS, OOJIKHBI
BK/IYATb:

a) (@) npoBepkKy 6annoHOB MO YTBEPXAEHHOW npoueaype B OTHOWEHUN
Ha/IMYMA OCTaATOYHOIro M3ObLITOYHOIO AaBNeHUSA ON1A Kax[oro 6assioHa:

ecnu G6asiIoH obopyAoBaH KianaHoM yAepXaHus MUHUMa/IbHOro AaBfieHnsa, TO
np“ OTCYTCTBUM CUrFHasa, CBUAETE/IbCTBYWWEro O Haanymm OCTaTO4YHOro
N36bITOYHOrO faBfieHMda, [O/kHa ObiTb MpoBefeHa NpoBepka K/anaHa, ecnu kKnanad
PYHKUNOHMPYET HenpasBwuibHO, OGa/INOH JOMKEH ObiTb OTNpPaB/ieH Ha  TeXHUYecKoe
obcnyxmnBaHue ;

ecnu 6a/I/IOH He o6opyAoBaH K/anaHOM yAepXaHusi MUHMMAaIbHOrO AaBfieHUA U
B 6asi/loHe He O6GHapyXeHO OCTaTO4YHOro M36bLITOYHOrO AaBfEeHWA, Takol 6annoH
JonxeH ObiTb OTnpaBneH AN NpoBefeHUs AOMOMHUTEsIbHbIX  UCMbITaHui C uesnbo
NPOBEPKN OTCYTCTBUA KOHTamMMHauum BOAOW win  apyruimu BellecTBamu;
OOMNONHUTENbHbIE  Mepbl MOryT BK/IOYaTb BU3yallbHbii  OCMOTP BHYTPEHHEro
COCTOSAAHUA 6GasnsioHa, KOTOpbIi MPOBOAUTCA MOC/ME€ O4UYNCTKUM C NCMoNb30BaHNEM
Ba/IMOMPOBAHHOIO0 MeToAa;

6) (b) npoBepky TOro, 4TO WAEHTUPUKALUOHHbBIE STUKETKU npeapigywer
cepun OTCYTCTBYNT;



B) (c) npoBepKy TOro, 4TO BCE NOBPEXAEHHbIE NAEHTUPNKALUNOHHbIE
3TUKETKU MPOAYKTAa YyAa/IeHbl U 3aMeHeHbl;

r) (d) BHewHuWii BU3yasIbHbIAi OCMOTP Kaxgoro 6GansoHa, NepeHOCHOI
KPUOreHHON eMKOCTM U1 KanaHa C Uefblo  BbiSIBIEHNA PaKOBWH, CBapOYHbIX
NPOXMroB, APYrnx nNOBPeXAeHuid W KoHTammHauumM Mmacnamm, a Takxe npu
Heo6XxoANMOCTM MpPOBEAEHNE OUUCTKN;

n) (e) npoBepKy coegvHeHUsi naTpybka Kaxaoro o6asnsoHa unu NepeHOCHOI
KPUOreHHOW eMKOCTW Ha COOTBETCTBME TUMy COEeAVHEHUSA A5 Hano/IHAeMOro rasa;

e) (F) npoBepKy pgaTbl cnegywwero mcneitaHMa KrianaHa (ans KnanaHos,
nogsiexaunx nepuogmnyeckon npoBepke) ;

x) (g) npoBepKy 6a/INNIOHOB WM MEPEHOCHLIX  KPUOTEeHHbIX eMKocTell Ha
npeavMeT nNpoBefeHus BCeX Heobxoaumbix wucnsiTaHnii  (Hanpumep, npoBepKy
rmgpocTtaTtnyeckMm AaBfieHWEeM WM 3KBUBAIEHTHbIM  WCHbITAHMEM) , nposefeHue
KOTOpbIX TpebyeTcA B COOTBETCTBUM C HOPMATUBHBLIMW  MPaBOBbLIMU akTamm

Poccuiickoii  Odepgepauun, U MPOBEPKY AOENCTBUTENbHOCTU pe3ynbTaToB 3TUX
NCMbITaHN ;
3) (h) npoBepKy LBETOBOI MapKMPOBKU Kaxgoro O6asioHa B COOTBETCTBUM C

pervcTpaunoHHeiM  gocbe (UBeTOBas KoOAMPOBKAa  COrflacHo YCTaHOB/IEHHbIM
TpeboBaHUAM) .
42. (31) Pa3vep cepunm ponxeH ObiTb onpegeneH B 3aBUCKMMOCTU OT

onepaunu HarosIHEHNS .

43. (32) bannoHbl, BO3BpalwaeMbie Ha MOBTOPHYW 3arnpaBKy, [OOJIKHbI ObITh
TWaTeNbHO TMOAFOTOBJIEHH C  UENbld  MUHUMUA3ALUN  pPUCKAa KOHTamMMHauun B
COOTBETCTBUN C YCTaHOBJIEHHbLIMX npouefypamn. MeToAuku, BKYawwye npoueayps
oTKaumBaHua 1 (UauM) NPOAYBKW, [O/MKHbI ObITb BanMauposaHbl. [ CxaTbiX ras3os
TeopeTUYeCcKOoe cofepxaHue npumecu npu gabfieHMN HanosHeHus 200 6ap  [AOJ/IKHO
cocTaBnATb He 6o0siee 500 06bEMHLIX YacTeil Ha MWIIMOH Npu TemnepaTtype 15 C.
Ona Oopyroro fasB/fieHUS ONPefesianTCA 9KBUBA/IEHTHbIE 3HAUYEHUS .

44. (33) C uenbio MUHUMM3AUUM pPUCKA KOHTaMMHauum nepeHOoCHbIe
KpVYOreHHbIe eMKOCTU, BO3Bpalaemble Ha MOBTOPHYI 3anpaBKy, AO/IKHb TWaTeslbHO
NnoAroTaBNMBaTbCA COIJ/IACHO YTBEPXAEHHbLIM npoueaypam. B YyacTHoOCTH,
NepeHoCHble eMKOCTU, B KOTOPLIX OTCYTCTBYET OCTATO4YHOEe JaBlieHue, OOJDKHb
ObITb MOAMOTOB/IEHb C WUCMNO/Ib30BaHNEM Ba/IgMpOBaHHOINo MeToja.

45. (34) NMpousBoguTenb AO/MKEH MPOBOAUTb COOTBETCTBYWWME MPOBEPKN ANs
obecneyvyeHusi NPaBUIbHOrO HaMo/IHEHUST Kaxgoro 6annoHa u  (uan) nepeHoCcHoIi
KPUOreHHON eMKOCTW.

46. (35) Kaxgpii HamosIHEHHbIW 6a/iIOH A0 YCTaHOBKW YCTPOWCTBA KOHTPOSSA
nepBoro BCKpbITUA  (NYHKT 47 HacToswero MpunoxeHns) OO/MKEH OblTb
NPOKOHTPO/IMPOBaH C WCMOJ/Ib30BaHMEM COOTBETCTBYWWEro meroga Ha  OTCYTCTBUE
yTeukun. Mcnonb3yemblin METOL KOHTPO/A He [O/KEH NPUMBOAUTL K KOHTammHauuu
NoBepPXHOCTU naTpybka knanaHa 6annoHa. [pun HaaMunnm BO3MOXHOCTWM  TaKol
KOHTPO/Ib [O/IXeH OCYWeCTBNATbLCA MNocsie oTbopa Bcex obpa3uoB AN KOHTpPO/A
KayecTBa.

47. (36) Mocne HamnofHeHMA NaTpybKu KnanaHoB OaslNIOHOB  AO/XHbI ObITb
3aKpbIThl KOMMaykamy A1 3aWuTbl OT KOHTaMmuHaumm. Ha 6annoHsl  u nepeHoCHbIe
KPUOreHHble eMKOCTWU AO/KHbl 6biTb YCTaHOB/IEHb YCTPOWCTBA KOHTPO/SA nepsoro
BCKpPbITUA .

48. (37) Kaxgpii 6as/10H MM MepPeHOCHass KpUOTeHHasi EMKOCTb [AOJ/DKHbl ObiTb
NPOMapKMpoBaHbl C MOMOWbI 3TUKETOK. Homep cepum M CPOK FOAHOCTU MOryT 6biTb
yKa3saHbl Ha OTAe/IbHOW 3TUKETKE.

49. (38) Mpu npomsBoACTBe MeAULMHCKUX rasoB MNyTeM CMewnBaHuA ABYyX
unu 6onee pasniMyHbiX rasos (B /IMHUM ONA HaANoOJIHEHWA SING60 HenocpefCcTBEHHO B
6annoHax) npoumsBoAuTeNlb [AO/KEH WCMNO/Mb30BaTb Ba/IMANPOBaHHbIN MeTof
CMelWnBaHUs, KOTOPbLIi rapaHTMpyeT, 4YTO rasbl [AO/XHbM  0bpa3om cmelwaHb B
Kaxgom b6annoHe, n obecrneymBaeT rOMOreHHOCTb CMeCWu.

KOHTpOI'I b KaydecTBa

50. (39) Kaxpasa cepus wmegumuMHcKoro rasa (6anioHsl, nepeHoCHble
KPUOreHHble eMKOCTWU, pe3epByapbl B MEAMUMHCKUX OpraHusauusix) A[o/mkHa  ObiTb
NPOKOHTPONMpPOBaHa B COOTBETCTBUM C YCTaHOBJ/IEHHbLIMU Tpeb6oBaHuAMN.. B
OTHOWEHUN Kaxpol cepum AO/MKHO OGbiTb MOSIyYEHO pas3pelweHne  YNoSIHOMOYEHHOT O
nMua Ha BbiNyCK.

51. (40) MnaH oTt6opa nNpo6 un o06bLEM NPOBOAUMBLIX MWCMbITAHUNA [OOJDKHb



oTBeyaTb cregywlmMm TpeboBaHWsIM B OTHoweHun 6GannoHoB (ecnn B npouegypax He
YCTaHOB/IEHO WHOE):

a) (a) ecnn TONbLKO OAMH MEAULMHCKWA ra3 HanosjHseTcsa B 6annoHsl C
MCNOMIb30BaHNEM KOJIJIEKTOpa, K KOTOPOMY OAHOBPEMEHHO NoACOeANHANTCA
HEeCKO/IbKO 6a/I/IOHOB, ra3 fAo/keH OblTb MPOKOHTPO/IMPOBAH, KakK MUHUMYM, n3
ogHoro o6GannoHa Aand  ycTaHOBNEeHUA  MNOA/MHHOCTU U KO/IMYECTBEHHOI 0

onpegeneHns, obpasupl AO/MKHbl OTOMPATLCA OT KaxAoro uukaa HamnosHeHuS npu
3aMeHe GalNIoHOB, MNOAK/NYEHHLIX K KOJIJIEKTOPY ;

6) (b) ecnn TonbKO OAVH MEAMUVHCKWUI ra3 HanosiHAeTCcsa B 6annoHbl B
pamkax OfHOro MNpPoOM3BOACTBEHHOIO UMKNa B OAVH MPOMEXYTOK BpeMeHu, TO MO
KpaiHeli mMepe oauWH Ga/l/IOH MPU Kax[OoM HEMNpPepbiBHOM UWK/E HamnoSIHEHUS  OOJKEH
ObiITb MPOBEPEH Ha MNOA/IMHHOCTb W KO/IMYECTBEHHOE CoAepXaHue. Mprmepom
HEMpPEepLIBHOIO LUMK/a HarmosIHEHUSA SBNSEeTCS MNPOM3BOACTBO B TEUYEHME OfHO CMEHb
OOHUM N TEeM Xe NepcoHa/loM C MUCNOoJ/Ib30BaHWEM OAHOro o6opyaoBaHUss W OAHOW
cepun rasa, KOTOpbIi pachacoBbiBasICH;

B) (C) ecnu MeaMUVHCKWiA ra3 rotoBuUTCA MyTeEM CMEWUBaHUS B 6annoHe
OBYX UM 605ee pas/iMyHbiX ra3oB M3 OAHOFO M TOFO Xe  pacnpefenuTesibHOro
KON/MieKTopa, TO ras M3 Kaxgoro O6asiioHa JO/KeH OblTb  MNPOKOHTPOMMPOBAH  Ha
NOA/IMHHOCTb U KOJIMYECTBEHHOE COfepXaHne BCeX KOMMNOHEHTOB ra3oBoOi cmecu. B
OTHOWEeHUM BcCNoMoraTtesbHbiX BewecTs (NpUM  UX  HaINuun) nucrneliTaHne Ha
NOA/IMHHOCTb MOXET BLINMO/IHATBLCA ANS OAHOro 6aslloHa U3 uukia HanosHenusa (Uam
ONs1 KaXZoro HernpepbiBHONO UVK/Aa HamnosHeEHMS) . MeHbliee KOM4ecTBO  6asiloHOB
MOXEeT MNoABepraTrbCsA WCMbTaHUSAM B C/lydae WCMoJ/ib30BaHuA Ba/INOMPOBAHHbBIX
aBTOMaTU3NPOBAaHHLIX CUCTEM HarMO/IHEHUS ;

r) (d B OTHOwWeHWM rasoB, CMeWuBaHME KOTOPbIX npoucxoanT Ao
Hano/IHEHUsI, HeobxoaMMo cob6MwpaTb Te€ ke MPUHUMMAbI, YTO W B OTHOWEHUW
HamoMIHEHUST OAHMM rasoMm, Korjga Ha JIMHUM OCYyWecTBNseTcs HernpepbIBHbI
KOHTPO/Ib CMECU rasoB, MCMNO/b3YyEeMbiX A1 HamnoJIHEHUS .

52. B OTHOWEHWN rasoB, CMelWMBaHME KOTOpPbLIX MpoMCXoauT [0 — cTaguu
HanoNHeHusi, HeobXoAMMO MNPUAEPKMBATBLCA TeX Xe MNPUHUMMNOB, Kak U ANns rasos,
CMeWVBaHWEe KOTOPbIX MpoBOANTCA B Oal/loHax, Mpu  OTCYTCTBUM Ha JIMHUU
HEMpPEepLIBHOIO KOHTPO/IA CMECKM Fa30B, WCMOJIb3YEMbIX OJ11 HaMOSIHEHUS .

53. [omkHbl BLINOMHATLCA UCMNLITAHUSA Ha cojepxaHue BOAbl, €ecnu
nponssoguTenemM He 06GOCHOBaHO MHOE.
54. JlonyckaeTcsa MUCnonb30BaHMe Apyrux meToguKk oTbopa ob6pasuoB u

NUCNbITAHUA NPU Ha/IMUUM TaKoro Xe YPOBHS obecneyeHunsa KayecTBa.

55. (41) 3aBepwawwme MCNbITaHUSA MEPEHOCHBLIX KPUOFEHHbLIX EMKOCTEN [AO0TKHbI
BK/IlOYATb UCMbLITAHNA Ha MNOA/IMHHOCTb W KOAMYECTBEHHOEe onpefefieHve B Kaxaoi
eMKOCTW, €eC/In MHOEe He [MpejyCMOTPEHO YCTaHOBJ/IEHHbIMU TpeboBaHNAMMA .
BbIGOPOUYHbIA MOCEPUIAHbIA KOHTPO/Ib MOXET WCNO/1b30BaTbCsA TO/IbLKO B C/y4ae, €cnuv
6b10 AOKa3aHO, 4YTO nepej MOBTOPHbLIM HaMOIHEHMEM KPUTUYECKME XapaKTepucTUKM
OCTaTOYHOroO rasa B Kax[oli eMKOCTM OCTanucb 6e3 U3MEHEHW .

56. (42) He TpebyeTcsa npoBefeHve oT6opa obpa3uoB nocre NOBTOPHOIO
Hano/IHEHUS1 KPUOFEeHHbIX €EeMKOCTell npuobpetarteneii B MecTe NCcnosb30BaHus
(pe3epByapbl B MEANLUMHCKUX OpraHm3aumax Win nepeHOCHble KPUOreHHbe eMKOCTW)

n3 cneunasibHO npeaHasHa4eHHbIX UnCcTepH npum HaJIn4dnm OOKYMEeHTa,
noareepxaawwero Ka4ecTtso COAepXUMOro I/ICI'IOI'Ib3y€MOI7I LUNCTEpPHbI. I'Ip|/| 9TOM
nocsie nocnegoBaTte/ibHbIX MOBTOPHbIX Hano/IHEHWI nponseognTesb AOJDKEH

JoKa3aTb, 4YTO KayeCTBO rasa B €MKOCTAX MOAAEepXMBaeTCA Ha  YCTaHOBJIEHHOM
YPOBHe.

57. (43) He TpebyeTcsi COXpaHATb KOHTPOJIbHbLIE U apXMBHbE 06pa3upl cepuit
NpoAyKUMn, ecnm 3TO He MNpefyCMOTPEHO AOKyMeHTauuen .

58. (44) He TpebyeTcA nposefeHve npogomkawnwerocs n3y4yeHus
CTabunbHOCTU, €ec/M NepBUYHOE WU3yyeHne cCcTabunbHoOCTU  6bino 3amMeHeHo
MCNOMIb30BaHNEM [aHHbIX, COAEepXalMXCA B Hay4HOW sMTepaTtype.

TpaHcnopTMpoBKa rasos
59. (45) HanonHeHHble raloBble O6asI/IOHbl N MEPEHOCHbIE KPUOTNEHHLIE EMKOCTWU
JOJDKHbI ObITb 3aWueHsl BO BpeMsi TPaHCNOPTUMPOBKU, B 4YAaCTHOCTW, AOCTaBNATbCS
3aKasunmkam B UYMCTOM COCTOSIHAM, COOTBETCTBYWWEM YC/OBUSAM WX  AafbHElWero

MCnosib30BaHUA .

1V. TepmuHbl N onpepenieHus



60. [Ana uyenei HacTosAwero lNpUIOXEeHUSA KpOMe TEPMUMHOB W onpegeneHnii,
npeaycmoTpeHHbix rnasoi Il HacTosAwux MpaBwui, UCMNONbL3YWTCA TakKke cnegywuue
OCHOBHblE MOHATUSA:

aMOynaToOpPHbI KPUOTEHHLIN COCyf, - MNEePEeHOCHOW TepMUYEeCKU W30/IMPOBaHHbIN
KOHTEelHep, CKOHCTPYUPOBAaHHLI A1 XpPaHEeHUS  CXUKEHHOrO Kucnopoga u
NCNO/b30BaHUA rasoobpas3Horo Kucnopoga Ha AoMy Yy nauveHTa;

ra3 - BelWecTBO WIM CMeCb BelecTB, KOTopble npu aasseHun 1,013 6ap "
TemnepaTtype nawc 20 C HaxoaAaTcs MNOIHOCTb B ra3oobpa3HOM COCTOSAHUU nnn
npn Temnepatype nawc 50 C gaBneHne ux napoB npeBblwaeT 3 6ap;

ras Kak tapmaueBTuyeckass cybCcTaHuuss - ra3, npegHa3Ha4veHHblin ans
NCMoNb30BaHNA B KayecTBe (papmaleBTMYECKOW cybCcTaHumn Ans npou3BoAcTBa
NeKkapcTBeHHOro npenapara;

rpynna (cBsA3ka) 6as//IOHOB - COOpaHHble U 3aKpensieHHble BMecTe OasliOHbI,
NOAK/MIYEHHbIE 4Yepe3 pacnpefenvTesibHbii  KonnekTop, TpaHcnopTupyemsie u
ncnosb3yemble KakK eauHoe uenoe;

nUcnbiTaHMe rugpocraTudyeckum AasB/ieHMeM - UCMbiTaHWe, NPoBOAMMOE C Uefbio
obecneyveHus1 6e30MaCHOCTU B COOTBETCTBUU C YCTaHOBJ/IEHHbLIMU TpeboBaHUAMU A4
NpPoOBEPKN TOro, 4YTo Ga/i/IoOHb UK pe3epByapbl MOTYT BblAepxaTb 3anjaHupoBaHHbIe
BbICOKNE [aB/IeHUA;

KfanaH - YCTPOWCTBO [A/19 OTKpbiBAHUA U 3aKpbiBaHUS KOHTeiHepa;

KfanaH ygepxaHus OoCTaTO4YHOro gaBfieHUa - KjaanaH, YCTaHOBJ/IEHHbIN Ha
GannoHe 1 noagepxuBawnwuii B UCMONb30BaHHOM 6Gas/loHe JaBneHve Bblle
aTMoC(epHOro C LUenbi npejoTBpaweHns KOHTamMHauMnm BHYTPEHHero  obbema
6annoHa;

KOHTelHep - KpuoreHHbii cocypn (6ak, uUMcTepHa wuamM MoOubHas KpUOreHHast
EeMKOCTb [pyroro Tuna), 6an/ioH, CBA3Ka 6a/i/IOHOB v nwbas gpyrasi yrnakoBka,
KOTOopasi HaxoAuTcs B HernocpefcTBEHHOM KOHTakKTe C MeOUUVHCKUM ra3oM;

KPUOreHHbIi ra3 - ras, KOTOPbI CxuxaeTcsa npu gaeneHum 1,013 6ap npwu
TemnepaTtype Hwmke MuHyc 150 C;

MaKCUMaJlbHbIi TEOPETUYECKUIA OCTaTOYHLIE YPOBEHL MpUMECK - ra3oobpa3Has
npuvMecb OT BO3MOXHOro 06paTHOro nmnoToka ra3sos, ocTaBlwasica nocne
npeaBapuTenbHOl 06paboOTKM 6an/loHOB nepes  UMX Hanos/IHEHVEM . PacueT
MakCUMasIbHOro TEeOpPeTUYECKOro YpPOBHS MPUMECU UMeeT 3HadyeHue TOoNIbKO  Afid
cKaTblX rasoB Mpu npeanonNoXeHun, 4YTOo 3T rasbl BeayT cebsd KaK uiaeasibHble;

MEOUUMHCKMA ras - /wboid ras wum cMecb rasos, asnawowmecs
NeKapCTBEeHHbIMX npenapaTtaMu;

obpaTHbIli KnanaH - KjanaH, KOTOpbli MO3BOMSET MOTOKY MPOXOAUTb TOMbKO
B O[HOM Hanpas/ieHUN;

OoTKauMBaTb - Yy[anATb OCTaTO4HLI ra3 U3 KoHTelHepa n (UAnM) CUCTEMbl C
noMolWb BakKyyMa [0 AaB/ieHUA MeHblle yem 1,013 6ap;

NEPEHOCHOM KPUOFEHHLI COCys - MEPEHOCHOW TepMUYecKun N30/IMPOBaHHBLIN
KOHTEelHep, CKOHCTPYUPOBAaHHLIA ANS1 XpaHeHMA B HEM BeWwecTB B XWUAKOM
COCTOSHUM. B uensax npumMeHeHusi HacToswero [puioxeHns OaHHbIA  TEePMUH  He
BK/OHaeT noHATue '‘uuctepHa' (tanker);

npoAyBKa - ypasleHMe OCTaTO4YHOro rasa u3 KoHTerHepa n (Mnn) CUCTEMbI
nyTem rnepBoHavya/lbLHOro HarHeTaHusa faB/ieHUsi C MNOMOLWbK MNCMO/Ib3YEeMOro rasa c
nocnepywwmMMm cépocom AaBneHust rasza o 1,013 6ap;

pasfeneHve Bo3dyxa - pasfjefieHve aTMOCPepHOro BO34yXa Ha cocTaBnswwme
ero rass nytem (QpakuMOHHOW AUCTUANALMUA MNPU KPUOTEHHLIX TemnepaTypax;

pacnpefenuTesibHbili  KOANEKTop - ob6opyaoBaHue unm YCTpPOWNCTBO,
CKOHCTpPYyUpOBaHHble A9 O4HOBPEMEHHOIO OMOPOXHEHUA WAW  HanoJIHEHUS rasom
OAHOro wuan 605ilee KOHTENHEPOB;

pe3epByap - CTauMOHapHLIi TEPMUUYECKU WN3O0NMPOBaAHHLI  KOHTeliHep  ans
XPaHEHUSI CKMKEHHOrO WM KPUOFEeHHOro rasa, TakKxe Ha3biBaembli “'CTauuOHapHbIi
KPUOTEHHbI cocya'™;

cbpoc fAaBneHuss - onepauusi No yAa/leHUK OCTAaTOYHOIo rasa M3 KOHTeWHepa

n (unn) cucTemsl [0 BENMYUMHBI  OCTaToO4yHOro pgasrsieHua 1,013 6ap nytem
CcoeINHEHUSA KOHTeliHepa n (Unn) cucTemsl C aTMOCHEepPHbIM BO3AYXOM;
cxaTbi ras - ras, pachacoBaHHbIN nog, [AaBNEHNEM C LEblo

TPaHCMNOPTUPOBKM, KOTOPbLIi OCTaeTCsa MOMNHOCTbI B ra3oobpa3HOM COCTOSHAW MNpu
TemnepaTtype Bbile MuHyc 50 C;

CKMXEHHbII ra3 - ras, pachacoBaHHbIi C LeNbld TPaHCNOPTUPOBKN, KOTOPbINA
OCTaeTCA YaCTUYHO XUAKUM UNU TBEpAbM MNpu TemnepaTtype Boile MuHyc 50 C;



uUMcTtepHa — TEPMUYECKU WU30/IMPOBAHHLIA  KOHTEWHEP, YCTAHOB/IEHHbLIN Ha
TpaHCMNoOpTHOE CPeAcTBO AN NepeBO3KN CXMKEHHOTO WAN KPUOFEHHOro rasa.

MNpunoxeHne N 7
K lpaBunam opraHusaumm npom3BoACTBa
M KOHTPO/IA KayecTBa /NleKapCTBEHHbIX CpeacTB

Mpon3BOACTBO JIEKAPCTBEHHbLIX PaCTUTE/IbHLIX NpenapaTosB
1. lMpuHUMN

1. JlekapCTBEHHble pacTuUTeNbHbe MpenapaTtbhl WUMeKT  C/O0XHYH npupoay wu
pa3Hoobpa3Hble XapaKTepuCcTUKM, MO 3TOW NpuunHE Npu X MNPOU3BOACTBE OCOOYI0
po/sib UrpaeT KOHTPO/Ib UCXOAHbIX MaTepuasioB, YC/IOBUIA XpaHeHWs 1 rnepepadboTKu.
icxodHeiM  maTepuasiom  nNpu  MPOU3BOACTBE  JIEKAPCTBEHHbIX pacTuUTeNbHbIX
npenapaTtoB SBASAETCA JieKapCTBEHHOE pacTUTeNbHOEe Chipbe. JNlekapcTBeHHOe
pacTuTenbLHOE Chipbe [AOMKHO MMeTb Tpebyemoe KayecTBO, a nogreepxjawuue 3TOoT
(akT paHHble A0MKHbI ObITb MpefocTaB/ieHbl MOCTaBWWMKOM WCXOOHbIX — MaTepuasios
NPOV3BOANTESI JIEKAPCTBEHHOIO pacTUTEeNIbHOro npenaparta. [na  obecneyeHus
KayecTBa N1IeKapCTBEHHOIN0 pacTUTE/IbHOIo ChipbsA MOXeT noTpeboBaTbCcA  6osee
nogpo6Has wmHpopmaumss o crnocobe ero nonydeHus (BolpawmBaHusi). OT60p cemsiH,
YCNoBUS Ky/NbTMBMPOBaHMA © cb6opa ypoxas SABAAKWTCA BaXHbIMW  acrekTamu
KayecTBa NeKapCTBEHHOr0 pacTUTENIbHOIO ChipbA M MOryT B/IMATb Ha MOCTOAHCTBO
KayecTBa roToBOro JIeKapCTBEHHOrO pacTUTeNbLHOro npenaparta. [Ana  uenen
Hag/iexawero BblpauMBaHUsi U cbopa pacTeHuih B  OTHOWEHUn cooTBeTCTBYyWLEN

cucrtembl obecneyeHnst KadecTBa pekoMeHayeTCA TMNPUMEHATb yTBEepXageHHoe
KomuTeTom no PacCTuUTE/IbHbIM JIEKApPCTBEHHLIM Mpernapartam EBpOI'IGI7ICKOFO areHrcrtea
no JnexKapCTBeHHbIM cCpeacTBaM PyKOBO,ﬂ,CTBO no npasunam Hagnexauwero

BbipaWmBaHma M cbopa UCXOAHOrO Chipbs pacTuTenbHOro npoucxoxaeHusa (GACP)*.
2. HacTtosiwee MNpunoxeHne pacnpoCTpaHSAeTCA Ha BCE WCXOAHble  MaTepualbl
pacTUTENLHOrO MPOUCXOXAEHUSI, B TOM 4YMC/le HA JIEKApPCTBEHHOE  pacTuTesibHoe
Cbipbe.
3. OCOGEHHOCTU MPUMEHEHUSI PA3/IMYHLIX MpaBwW/i, B TOM 4uC/e  HACTOoAWMX
MpaBun, K MPOU3BOACTBY /IEKAPCTBEHHLIX PAaCTUTE/IbHLIX MpenapaTtoB MpuUBELEHb B
Tabnuue N 1.

Tabnuua N 1. Oco6eHHOCTU MpuMeHeHusa TlpaBwu/sl K NPOU3BOACTBY  JIeKapPCTBEHHbLIX
pacTutenoHslx npenapatos(l)

g +
| Buasl paboT | nNpasBuna | naBa | Thaea

| |Hagnexawero | v | 111

| | BoipawuBaHmna |HacToAwmMx |HacTos-

| | wn c6opa | MNpaBun | wmx

| | (GACP) | | NpaBun

| -------------------------------------- o Fom e Fom—_——_—

| KynbTuBnpoBaHue n cbop pacTeHwuii, | | |
|Bogopocneii, rpmboB n nuwariHMkos, c6op | | |
|skccypaToB (BblaeneHunin) | | |

|Pe3ka u cywka pacTeHwuii, Bogopocnei, | | |
| rpn6oB, NUWaHMKOB M 3KCCydaToB | | |

| (BbigENenNin) (2) | | |

|V3venbyeHne, obpaboTka 3KccynaTos, | | |
| skcTpakuna n3 pacrteHwii, | | |
| bpakunoHnpoBaHme, o4yncTKa, | | |
| KOHUEHTpUpPOBaHME MNK hepMeHTaums | | |
|pacTuTenbHLIX cybCcTaHuwnii | | |

| BanbHeliwana obpaboTka A NoayyYeHus | | |
| nekapcTBeHHON (GopMbl, BKA4Hask ynakoBKy | | |



| nekapcTBEHHOro npenapata | | | |

MNpumeyvaHna:

(1) B paHHOW Tabnuue npegcTaBneHa pacwupeHHast nogpobHasi uHpopmauusi B
OTHOWEHUM pa3genia No JIEKAPCTBEHHbIM pacTUTENbHbLIM nMpenapatam Tabnuusl N 1 B
rnase 1V HacTosAwux MNpaBwun.

(2) nMNpousBoauTENU [OMKHBI FapaHTupoBaThb, YTO  [JdaHHble  cTaauu
OCYLEeCTBAANTCA B COOTBETCTBUM C YCTAHOBJ/IEHHbLIMU TpeboBaHuaMu. Ans
HayaNbHbLIX CTaguMi NpUMeHWMbl CTaHAapTbhl PyKoBoACTBa MO npaBwuiam Hagnexawero
BblpawuBaHusa 1 cbopa UCXOOHOrO0 Chipbs PaCTUTE/IbHOIO MPOUCXOXAEHUS (GACP).
HacTosuwune MNpaBuna MNPUMEHSAKTCA K MPOU3BOACTBEHHLIM CTausiM Pe3Ku U CYWKW.

(3) B OoTHOWeHUW CTagunii OTxuUMa pacTeHuin n neperoHkn (ecnm Heobxoaumo,
4TOObl 3TKU paboThl COCTaBAANMN HEOTbEM/EMYKH 4HaCTb onepauyuin 3aroTOBKM C LE/bio

COXpaHeHMss KadecTBa MpoAyKUMM B pamKax YTBEpPXAEHHbIX cneungukaumnin)
cunTaeTca nNpueMNIeMbiM UX NpoBefeHne B YC/IOBUAX 3aroToBKu, ecnu
KY/IbTUBMPOBaHNE OCYLECTBAAETCA B cooTBeTCcTBUM C GACP. Takue yCnosus
crnepyeT paccmatpuvBaTb KaK MWCK/lYeHMe U 060CHOBbBaTb B OOKYyMeHTax

PErncTpaunoHHOro gocbe. [NA Takux paboT, OCYWECTBASEMbIX B YC/IOBUSX
3aroToBKM, HeEo6xXoAMMO 0GecneynTb COOTBETCTBYHWUYHW AOKYMEHTaUUK, KOHTPO/b U
BaNMAauUMio CorflacHo MNpuHUMNaM HacTosawnx MpaBun.

11. MomeweHuss n obopyaosaHue
30HbI XpaHeHusd

4. (1) JlekapCcTBeHHOe pacTUTE/IbHOE Cbipbe HEeob6xoAuMo XpaHUTb B
OTAENbHLIX 30HAX. JTU 30Hbl AO0/IKHbI ObiTb 3allMlieHbl OT MPOHUKHOBEHUS B HUX
HaCeKOMbIX N XUBOTHbIX, OCOOEHHO Fpbi3yHOB. [O/MKHbI ObITb MPUHATH 3PHEKTUBHbLIE
Mepbl MO MpefoTBpPaWeEHMio pacnpocTpaHeHus JibbiX  TaKux XUBOTHbLIX ”
MUKPOOPraHM3MOB, MPMBHOCUMbIX C NIEKAPCTBEHHbIM PACTUTE/IbHLIM  ChIPbEM, ans
npegoTBpaueHnss pepMeHTauMnm WM  pocTta MeceHn, a TaKke  MepeKpecTHOoM
KOHTammHauun. Heo6xoamMmo WCMo/b30BaTb BblAENEHHbIE  30Hb  AN1S KapaHTuHa

NnocTyrnawwero JeKapCTBEHHOro pacTUTE/IbHONO Cbhipbs " NeKapCTBEHHOr o
pacTUTENLHOIO ChipbA, paspelweHHOro ANA MCNOoJ/b30BaHuA .

5. (2) 30Ha XxpaHeHusa [o/xHa XOpOoWo BEHTUIMPOBATbLCS . Mopsagok
pasmelweHuss yMNakoBOK He [O/KeH npenaTcTBOBaTb CBOOOAHOW LMPKYAunm
BO3AyXxa.

6. (3) 0Ocoboe BHMMaHME HEOOXOAMMO YAENATb UYUCTOTE U Hagexawemy
06CNYyXMBaHMI 30H XpaHEHUs, OCOBGEHHO Tam, rae obpalyeTcs Mbllb.

7. (4) Ecnm pna  xXpaHeHUst UCXOAHbIX MaTepuasioB W JIeEKapCTBEHHbIX
pacTuUTeNbHbLIX MNpenapaToB TPebywTca ocobble YC/OBUS B OTHOWEHUM BMaxHocTu,
TemnepaTypbl U 3aWnThl OT CBeTa, TaKWe yCrioBuUS Heobxoaumo obecneymBaTb U
KOHTPO/IMPOBaTh .

npOM3BO,qCTBeHHaFI 30Ha

8. (5) 0MNpm oT6ope npob6, B3BeWMBAHUM, CMeWUBAHUU " Apyrux
TEXHOMIOMMYECKNX onepauusx C  JIEKApPCTBEHHbIM  PacTUTE/IbHbIM  CbipbEM,
CONpoBOXAAKNWNXCA Mblieobpa3oBaHMEM, HEO6XO0AUMO MpPUMHMMATb OCOOble  Mepbl no
NnoAAepXaHuw 4YMCTOThHl, a Takke Mo NpefoTBPAaWEeHU MepeKPecTHOro 3arpsa3HeHus
(ypoaneHve nbinu, BblgeneHve cneuvasibHbiX MOMeWeHni) .

O6opyaoBaHue
9. (6) Ob6opygoBaHune, PUNbLTPYLLNE N WHbIE MaTepuassl, WUCMNO/b3yeMmble B
NPON3BOACTBEHHOM Mpouecce, f[O/KHbl ObiTb COBMECTMMbI C  pacTBOpUTENEM,
NCMONb3yeMbIM A9 3KCTpaKuum, AA9 NpefoTBpaweHusi Kakoro-nmbo BbiAENEeHUs Unn
HexenaTeNbHON abcopbunn NEKapCTBEHHONO pPacTUTENIbHOIO Cbipbs, KOTOpble MOryT
NOBAUATb Ha NPOAYKLUNI.
111. [JokymeHTauus

Crneynpurkaumm Ha MCXOAHOEe Cbipbe



10. (7) NpousBoauTENN NEKAPCTBEHHLIX PacCTUTE/IbHbLIX MpPenapaTtoB  AOJDKHbI
y6eanTbCad B TOM, YTO OHM WUCMONL3YWT TOMbKO TO SIEKAPCTBEHHOE pacTuUTesIbHoe
Chipb€, KOTOpOoe NpOoM3BEeAEHO B COOTBETCTBUM C HACTOAWMMU NMpaBunamn (c
yyeTom Ta6nmubl N 1 HacTosuwero T[puioXeHMa) U pPerncTpaunuoHHbLIM jocbe.
HeobxoaumMo uvMeTb  UCYepnbiBawWwykw  AOKYMEHTauuio, Kacawllywcsi  OLEHKM
NOCTaBWNKOB UCXOOHOIMO Chipbs PacTUTE/IbHOIO MPOUCXOXAEHUSI, MPOBEAEHHON NM60
camuMm MNpPOM3BOANTENIEM JIEKAPCTBEHHOINO pacTUTENLHOro npenapata, /Mb60 Mo ero
NOPYYEHUID WHbBIMW  nuamm. Pe3ynbTaTbl OUEeHKM MNOCTaBWMKOB B OTHOWEHUU
NEKapCTBEHHON0 pPacTUTENIbHOrO Chipbs  SABAAKNTCA OCHOBOMNonarawowumm  4ns
KayecTBa WUCXOAHOIO Chipbs. [pou3BoguTenb o6pawaeT BHMMaHME Ha To, yTo
NOCTaBWWNKN NIEKAPCTBEHHOIO PacTUTENIbHOINO ChipbA WM Mpenapata paboTtawT B
COOTBETCTBMM C PyKOBOACTBOM MO MNpaBu/iaM Hag/exawero BbipawWMBaHusa W cbopa
NCXOOHOro Cbipbsi pacTuTensHoro npoucxoxgeHuns (GACP).

11. (8) Ona Toro 4utobbl COOTBETCTBOBaTbL TpeboOBaHUAM, YCTaHOB/1EHHbIM
nyHkTamm 92-134 HacTosawmx [paBun, B cneyupukaumm Ha  NeKapcTBeHHoe
pacTuUTeNbLHOE Chipbe WM NIEKAPCTBEHHbLIE pacTUTE/IbHbIE NpenapaTh Heob6xoanmMo
BK/IYATb:

Hay4yHoe Ha3BaHMWe pacTeHUsi B COOTBETCTBUU C OWHApPHOW cucTemon (poa,
Buap, noasuasl 1 (MNn) pasHOBMOAHOCTU, a Takke aBTopa (Hanpumep, NnHHen) ,
npM Heob6XoAMMOCTU Takke crieayeT NpPeacTaBUTb UHYK  MHGopMaumio (Hanpuwvep,
Ha3BaHMe copTa, XEeMOTUMUYEeCKYKH pPas3HOBUAHOCTBL);

NoApoGHbIE JaHHble O MPOMCXOXAEHMU pacTeHua (B 4YaCTHOCTU, CTpaHa  Win
pervoH npomspacTtaHus AMb0 KybTUBMPOBaHWA, BPeMAs W CNocob  3aroToBKW,
BEPOATHO WCMO/Ib30BaHHbLIE NECTULMAb, BO3MOXHOE paanoaKTUBHOE 3arps3HeHue);

cBefleHna o ToMm, Kakaa(une) uyactb(M) pacTeHuss ucnonblyeTcAa(Tcs);

MHpopMauui o crnocobe CyWwKu, ec/iM UCMNOMb3YKHT BbICYWEHHbLIE PacTEeHUs ;

onucaHne NeKapCTBEHHONO pPacTUTENbHONO Chipbd, a Takke JaHHble  ero
MaKpo- U MUKPOCKOMUYECKOro WUCCcnefoBaHuii;

OaHHble O Heo6XOoAuUMbIX UCMNbLITAHMAX Ha MNO4J/IMHHOCTD, BK/lOYasA npu
HEO6XOAMMOCTU MCMNbITAHUSA Ha NOA/MHHOCTbL A/  MWHIPEeANEeHTOB C  WU3BECTHOWN
TepaneBTUYECKON aKTMBHOCTbH WA MapKepoB. Ecnn nekapcTBEHHOE pacTuTesibHoe
Cbhipbe MOXHO (anbcupuuuposatb U (UNK) MOAMEHUTb, TO HEob6XoAuMbl cneuupuyHbie
ondhepeHumnpywme mncnoiTaHna . [na onpegeneHns NoLJ/IMHHOCTU B pacrnopsikeHuu
OOMKeH OblTb ayTEeHTU4YHLI obpa3el, A/ CpPaBHEHUS ;

coepxaHue Bfarn B NIEKAPCTBEHHOM pacTUTENIbHOM Chipbe, Onpegensemoe B

COOTBETCTBMN C TpeboBaHMAMM [OCygapCTBEHHON (dapmakoneu Poccuiickoii
depepauun;
METOAVUKN  KOJIMYECTBEHHOIO OnpefeneHnsi KOMMOHEHTOB C N3BECTHOIA

TepaneBTUYECKO aKTUBHOCTbI WM, €eCNn HeobXoAuMmMoO, MapkKepoB, a  Takxe
MeToAbl, NPUrogHbie AAA onpefesieHns BO3MOXHOM KOHTaMuHauum necrtiumgamm  wu
npegensl NpUeMNIEMOCTM B COOTBETCTBMM C TpeboBaHusamM  [ocyaapcTBEHHOM
(apmakonen Poccuiickoin degepauun, wan, nOpu  OTCYTCTBUM  (apMaKonemHbixX
TpeboBaHWii, COOTBETCTBYWWWUA Ba/MgupoBaHHbIA MeToh, €c/inm  He 060CHOBaHO
NHoe;

METOAMKN MCMNbITaHuii no onpegeneHvw rpudkosoii u  (uan) MUKPOOBHOIA

KOHTaMmnHauuun, BKJ/Ilo4HaA a@ﬂaTOKCMHH, apyrme  MMKOTOKCHUHbI n NHBa3u
napasnmtTamm, a TaKxke AOonyCTumMmbie rpeagerss, ec/in H806XOAMMO;
MeTOoOaNKn UCNbITAHU Ha Hanume TOKCUYHLIX MeTani/ioB, a TaKXe Ha

BO3MOXHble KOHTaMWHaHTbl U NpPUMECcK, €ecnim HeobXoaumo;
METOAMKN WUCMbITAHUI Ha HannMuMe WMHOPOAHLIX MaTepuasioB, €C/iM HeobGXoAWUMO;
Apyrvue Buabl KOHTPO/AS B COOTBETCTBMU C TpeboBaHusiMM  [OCyAapcCTBEHHOM
(hapmakonen Poccwuiickoii degepaunn.
12. /lwbas npoBefeHHass 0bpaboTka [ANss  CHUXEeHUst TrpubkoBoi 1 (nnn)

MUKPOOHOI KOHTammHauum nnbo  Apyroii MHBa3uM  Oo/xHa ohopMnATbCS
[OKYMEHTa/IbHO. Heo6XxoauMmMo MMETb B pPacnopsikeHUU cneumpukaumm n MeTOoAUKM,
KOTOpblE AO0/MKHbBI BKAYMATb NOApPO6GHLIE CBeAeHUst O npouecce 06paboTKM 1

NCMbITAHUSAX, & TaKke MpeaesibHble 3HA4YeHWsl OCTATOYHOW KOHTaMUHALMM -
TexHonorn4yeckne WMHCTPYKLUUK
13. (9) B TEXHOMNOIMYECKUX WMHCTPYKUUSIX AOKHbBI GbiTb OMMCAaHbl Pa3/iMuyHble

onepauunn, ocylecTB/idemMble C JIeKapCTBEHHbLIM PaCTUTEJIbHbIM CbhipbeM, TaKune KaK
O4YnCTKa, CylkKa, n3mvesnb4yeHne wm npocemBaHune, a TaKxe AaHHble o



NPOAO/IKNTENIBHOCTN N Temnepatype CyWwkKa U  MeTopax, NCMnonb3yembiX Ans
KOHTPOMA pa3MepoB (parMeHTOB KYCOUYKOB WM 4YacTuL,.

14_. (10) [onxHbl GbITb YTBEPXAEHHbE WHCTPYKUMM U 3anucu, KOTOpble
rapaHTupywT, 4YTO Kax[oe TapHOe MEeCTO C JIeKapCTBEHHbLIM PaCTUTE/IbHbIM CbipbeM
NPOBEPEHO C LESbl 0OHapYyXeHUs Kakom-nnbo tanbcudbukaunm, nogMeHbl, Haanyums
NOCTOPOHHUX MaTepuasioB (TakMX Kak (pparMeHTb MeTaia wiuM ctekna, ocTaTKu
XUBOTHbBIX WM UX BKCKPEMEHTbl, KaMHW, MNecoK) /iMb60 NPU3HaAKOB TMHUEHUA.

15. (11) TexHonorvyeckue MHCTPYKUMN [OMKHb coAepxaTb MeToAbl yaaneHusi
NOCTOPOHHMX MaTepuasioB M COOTBETCTBYyWUME METOAMKM O4UCTKU u (unan) otbopa
vMaTepuana pacTUTE/IbHOrO MPOUCXOXAEHUA nepef ero XpaHeHuem B KayecTBe

pa3pelWeHHoro J1IeKapCTBEHHOIO0 pPacTUTENIbHOrO Chipbsa  WAN  rnepes Hayanom
npomnssoacTBa.

16. (12) MWHCTpyKuMu 1o NPOU3BOACTBY JIEKAPCTBEHHbLIX pacTuTenbHbIX
npenapaTtoB [O/IKHb  BK/INYaTb nogpobHele  cBeAeHus o] pacTeBopuTene,

NPOAOIKXUTENBHOCTU N TeMmrnepaType 3KCTparnpoBaHusi, WHpopMaumio o  /iobbiX
CTagusIX KOHLUEHTPUPOBAHUS N UCMNOMNb3YyeMbiX Cnocobax.

1V. KoHTponb kKayecTtBa
OT60op Npo6

17. (13) MNMocKonbKy NeKapCTBEHHOE pacTUTENILHOE Chipbe€ MO CBOEW npupoge
Heo4HOpPOAHO, OT6op Npo6 M3 Hero JO/XeH OCYWEeCTBAATb NepcoHasn, obnajawwwnii
crieyyasnbHbLIMM  HaBbiKamMu. Kaxaylo cepuio  criefyet naeHTUpnUMpoBaTb Mo
OOKYyMeHTauunM Ha 3Ty Cepuio.

18. (14) HeobxoaumMo COXpaHATb KOHTPOJIbHble 06pa3ubl  JIeKapCTBEHHOIO
pacTuTenbLHOro coipbd. [pyn NPOM3BOACTBE [OPOWKOB HEOO6XOAMMO  COXPaHATb
obpas3ubl HEM3MENbYEHHOI 0 JIEKAPCTBEHHOINO PaCTUTENIbHOIO ChipbS.

19. (15) nNepcoHan, nNpoBOASAWWA KOHTPO/SIb KayecTBa, [OOJ/IKEH MMETb
crneunasibHy MNoAroToBKY W OMbIT paboTbl C SIeKAPCTBEHHLIM PaCTUTE/IbHbIM CbiIPbEM,
NPOMEXYTOYHLIMU MNPOAYKTaMU WAN JIEKAPCTBEHHLIMA  PacTUTENbHbIMU npenaparavu
ONA NpoBefeHUst UCMbITaHWi Ha NOA/IMHHOCTb M Hanuuue npuMmeceli, BbiSIBIEHUSA B
No/ly4eHHOM Chipbe pocTa rpubos, 3apaxeHusa ambapHbiMM BpeauTesnaMu, BbiIBNEHUA
HEeOAHOPOAHOCTU Chipbs .

20. (16) NoANVMHHOCTb U KayecTBO /IEKAPCTBEHHOIO PacTUTENbLHOrO Chipbs,

MPOMEXYTOUHbLIX MPOAYKTOB W  JIEKAPCTBEHHbIX  PACTUTE/bHbIX npenapaToBs
Heo6xoauMO ornpefensTs B COOTBETCTBMM C TpeGoBaHusiMM  [OCyAapCTBEHHON
papmakonen  Poccuiickoii  depepauun,  HOPMATWBHO JOKyMeHTaumMm unm

HOPMATUBHOIO [AOKYMEHTA.

* CnpaBo4YHO: PyKOBOACTBO MO MpaBu/laM Hajg/iexawero BblpawmBaHus M cbopa
NCXOQHOIr0 Chipbs pacTuTesnibHoro npoucxoxgeHuss (GACP) ony6/mMkoBaHO MO ajpecy
B MHDOPMaLMOHHO-TEe/1e KOMMYHUNKaLWOHHOWA ceTtun "NHTepHeT:
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline
/2009/09/WC500 003362.pdf.

MNpunoxeHve N 8
K lpaBunam opraHusaumn MNpou3BoACTBa
N KOHTPONA KayecTBa JIeKapCTBEHHLIX CPeacTB

OT60op NPO6 MCXOAHOrO ChipbS N YNAaKOBOYHbLIX MaTepuasioB
1. lMpuHUMN

1. OT60Op Npo6 ABNSETCSA BaxHOW onepauuein, nNpu KOTOpoir  oTbupaeTcs
TOMIbKO Hebosblas 4YacTb cepun. [JOCTOBEPHbE 3aK/KWYEHUSI MO OTHOWEHM KO BCel
cepum HE  MOryT  OCHOBLIBaTbCA Ha  MCNbITaHUAX, NMPOBEAEHHbIX Ha
HenpeacTaBUTENbHLIX Mpobax. [lpaBu/ibHbIN OTOOP NPO6 sABNsieTCA HeoTbemnemori
yacTbi (apmMaueBTUYECKOM CUCTEMbl KayecTBa. [paBuna oTbopa Npo6 yCTaHOB/IEHSI
nyHkTtavm 214-217 Hactodawmx [paswuni. HacToswee [punoxeHue COLAEPXUT
OOMONHUTENbHbIE TpeboBaHMA MO OTO6OPY MPO6 UCXOOHOrO Chipbs W YMNAaKOBOYHbLIX
MaTepuaioB.



11. lNepcoHan

2. (1) NepcoHan, npoBogsAwMini otbop nNpob6, [AO/MKEH NpoKTH HavasnbHOoe
obydyeHne © B [oc/efywlem perynspHo oby4yaTbCcs  AucCuuUnIvHaM, nMeLnm
OTHOWEHME K npaBuUibHOMY OTOOpYy Mpo6. Takoe O00yyeHue [O/KHO BK/OYATb
paccmoTpeHue cneaywoumx BOMPOCOB:

nopsifiok otbopa nNpoob;

yTBepXAeHHble NpoM3BOAUTENEM UHCTPYKUUM Mo oT6opy npob;

mMeTodp M 06opyaoBaHMe, WUCMNOAb3yemble Npu O0TOOpe npoob;

PUCK MNepeKpecTHON KOHTaMuHaLuuu;

Mepbl NPefoCTOPOXHOCTM, KOTOpble HeobXoAMMO MpUHUMAaTb B OTHOWEHUU
HecTabunbHbiX U (UIN) CTEepUNbHbLIX BELWECTB;

BaXHOCTb MNPUHATUSA BO BHMWMaHWe pPe3yNbTaTOB BU3Yas/IbHOW OLEHKN BHEWHEro
BUAa mMaTepuasioB, YNakOBOK U 3TUKETOK;

BaXHOCTb [OKYMEHTa/IbHOro OjopMAeHna wbbiX HenpeaBuAeHHbIX  WUau
HEO0ObLIYHLIX OBCTOATENLCTB.

111. VicxogHoe coipbe

3. (2) MNopgMHHOCTbL BCEW Cepun UCXOAHOrO Cbhipbsi, KakK MnpaBuo, MOXeT
OGbiITb rapaHTMpoBaHa TO/IbKO TOorga, Korga oTaesibHble NpobGbl 6blM OoTO6paHbl K3
BCEX EMKOCTEel M UCMbiTaHNe Ha WAEHTUYHOCTb Obl/I0 NPOBEAEHO  Ans Kaxaoui
npo6bi. [JonyckaeTcsa oOT6upaTb NpPob6bl TOMbKO M3 4acTu emKocTeli, ecnu
paspaboTaHa npowegwasi Banugauuio npoueaypa, rapaHTupywowasd, 4YTO HM  ofgHa
EMKOCTb C MCXOAHbIM CbhipbeM He 6bla HenpaBW/IbHO MapKMpoBaHa .-

4. (3) MNpu Takoli BanupgauMm HeobGXOAMMO Yy4uTbiBaTb, MO KpaliHeln  wmepe,
cnegywume acnekTbl:

JaHHble O npou3BoauTene M nocTtaBlWmKe (UX TUN U TEKYLlEe COCTOsiHME), a
Takke UX MOHMMaHne TpeboBaHwuii HacTosAwmx MpaBun;

Ha/IMuyMe CUCTEeMbl obGecrnevyeHusi KadecTBa Yy nNpou3BoauTens NCXOAHOT O
Cbipbs;

YCNoBus NPOU3BOACTBa, MPU KOTOPLIX WUCXOAHOE Cbhipbe Nnpon3BoAsAT U
KOHTPO/INPYIT ;

XapaKTep ¥ CBOWCTBA WCXOAHOrO Cbipbsi U JIEKAPCTBEHHLIX MNpenapaToB, A/s
NpPoM3BOACTBAa KOTOPbLIX OHO 6yAeT MCNoNb30BaTbCs .

5. Mpn Takoli cucTeme npoueaypa, npolweawas Baivgauulw 1M ocBoboxgaowas
OT MNPOBEAEHNS UCMbITAHUIA MOASIMHHOCTU WCXOAHOIO Chipbsi B Kaxaol MocTynawwein
EMKOCTW, MOXeT ObiTb npuemnema AJfisi:

NCXOAHOIr0 Cbipbsi, MOCTYyNawwero OT O4HOro MNPou3BOAUTENS WM C  OAHOW
NPOM3BOACTBEHHOW N/OWaAKN ;

NCXOAHOIr0 Cbipbsi, MOCTYNawWero HernocpeaCTBEHHO OT MNPOU3BOAUTENS WU B
EMKOCTW, oOrfeyaTaHHOW npou3BoauTENIEM, TMpPUYEM ITOT TMOCTaBUWMK  UMeeT
6e3ynpeyHyl penyTauuio, W €cnn NpoBOAATCSA pPerynsipHbie  ayauTbhl  CUCTEMb
obecneyeHust KayecTBa npoum3BoguTensa  nokynartesnem (npousBognTenem
NleKapCTBEHHOI 0 npenaparta) WAn opuunaibHO aKKpeguTOBaHHbIM OpraHoM.

6. Takas npoueaypa He MOXeT YAOBNETBOPUTENILHO MNPOMTM Banugauumw Wu
ncnonb3oBaTbCs ANNA:

NCXOAHOIr0 Cbipbsi, MOCTAaB/SEMOro MocpejHMKaMu, Korga  Mpou3BoOAUTENb
HEVW3BECTEH WM He nogBepraeTcs ayauTy;

NCXOOHOrO CbipbS, WCMOAb3YEMOro Ans MpoM3BOACTBa  NapeHTepasibHbIX
NleKapCTBEHHbLIX MpenapaToB.

7. (4) KauecTBO cepum UCXOAHOrO Cbipbsi MOXET ObiTb OUEHEHO Npu OT6ope
N NPOBEAEHUM UCMbITaHWUS MNpeacTaBUTENbLHOW MNpobbl. [nA 3Tol uenu mMoryt  GbiTb
NCNO/Ib30BaHbl MPO6bl, OTOOpaHHbE ANA  WCMbITaHUA  MNOAJ/IMHHOCTU. KonuuyecTBo
Npo6, OToOpaHHbIX A7 NOoJYy4YEeHUA nNpeacTaBUTENbHOM NpPO6bl, AO/KHO ObiTb
onpefeneHo CcTaTUCTUYECKM M YyKalaHO B MNjaHe oT6opa npob6. KonnuyecTBo
OTAENbHLIX MPO6, KOTOpble MOryT ObiTb CMelaHsl Ana  (OpPMUPOBAHUSA  CpefHei
Npo6bl, Takxe [A0/KHO ObiTb ONpefesieHo C Yy4yeToM Buga Chipbs, CBefleHNit o
nocTaslMKe U OAHOPOAHOCTU cpefHer Npoo6sbl.

1V. YnakoBo4Hble maTepuassl

8. (5) B nnaHe no oT60py Npo6 yrnakOBOYHLIX MaTepnasioB [AO/HKHO ObITb
yuTeHO, MO KpailHel mepe, crnegywuee: rMoflydyeHHOe KOo/n4ecTBo, Tpebyemoe



KayecTBO, xapakTep maTepuana (Hanpumep, nNepBUYHbie YNAaKOBOYHble mMaTepuans u
(unn) nedvaTHble yNakOBOYHbLIE MaTepuasibl), MeTodpl MNpPoM3BOACTBa, a  TakKxe
CBefeHnss 0O cucrteme obecneyeHnsi KayecTBa MNpPoOU3BOAUTENS YNaKOBOYHbIX
mMaTtepvanoB, OCHOBaHHble Ha pe3ynbTarax nNpoBefeHus ayauToB. KonnuecTtso
OTOMpaemMbiX NpO6 AOMKHO ObITb onNpeaeneHo CTaTUCTUYECKM U yKa3aHO B Mn/jaHe Mo
oTOopy npob.

MNpunoxeHve N 9
K lpaBunam opraHusaumn nNpou3BOoACTBa
N KOHTPONA KayecTBa JIeKapCTBEHHLIX CPeacTB
Mpon3BOACTBO XMAKOCTEW, KpemMoB U Ma3el

1. lMpuHUMN
1. XMOKOCTU, Kpembl U Ma3nm OCOOEHHO MOABEPXEHb MWKPOGHOW n NHOVA
KOHTamuvHauum. [lo3ToMy HeobXxoauMMO NpUHUMATb crneuyanbHble Mepbl no

npeaynpexneHuio nioboi KOHTamMmHaumm .

11. MomeweHnss n obopyaoBaHune

2. (1) [AnAa 3awMThl OT KOHTaMMHaUMU MpY  MPOU3BOACTBE U MEPEMELEHUN

NPOAYKUNN PEKOMEHAYETCS WUCNOMb30BaTb 3aKpbiThle CUCTEMbI. Mpon3BOACTBEHHbIE
30Hbl, B KOTOPbIX HaxoguMTCA OTKpbiTasd MNpoAyKUUS WAW  OTKPbITble  4YXCTble
yrnakoBKu, Kak  npaBwuo, Heobxoanmo ahpeKTUBHO BEHTMNIMPOBATb

OT(UNbLTPOBAHHbLIM BO34YXOM.

3. (2) KOHCTpyKUMsi N pacrofioXeHne peakTopoB, EMKOCTel, Tpy6onpoBoaoB
M HacoCOB [O/IXHbl MpegycMaTpmBaTb YAO6GCTBO — UX OYUCTKKU K, Npwu
HEeo6XxoAMMOCTN, CaHuTapHOM 06paboTkn. B 4vacTHoOCTM, B KOHCTPYKUMK
060pynoBaHMNA [OMKHO 6bITb CBEAEHO K MUHUMYMY Ha/lnume HeAOCTYMHbIX 30H  Uan
y4yacTKOB, B KOTOpPbIX MOFYT CKaniMBaTbCs OCTAaTKW MpoayKuuu, co3gaBasli cpegy
AN pasMHOXEHUST MUKPOOPTraHN3MOB .

4. (3) Mpyn HanMuMn BO3MOXHOCTW He crnepyeT MUcnosib3oBaTb annapaTtypy w3
cTekna. Kak npaBwnio, 4acTtu o6opynoBaHMA, KOHTaKTupyklwme C  NpoayKuuven,
OO/DKHbl OblITb M3TrOTOB/IEHb U3 BLICOKOKAUYECTBEHHOM HEpXaBeWllehn CcTanu.

111. lMponssoacrteso

5. (4) HeobxoaMmo YCTaHOBUTb M KOHTPO/AMPOBaATbL KayeCTBO MCMOMb3YyeMOMn
BOAbl B OTHOWEHUN XUMUYECKOW N MUKPOOMONOrMYECKOW 4UMNCTOTh. Bo nlbexaHne
pyYCKa pa3MHOXEHUSI MUKPOOPraHU3MOB OOC/IyXMBaHME CUCTEM NOArOTOBKW BOAbl
OO/MKHO ObITb OpraHM30BaHO Hagnexawum obpa3om. [llocne mwboii  XMMUYECKOo
CaHUTapHoli 06paboTKM CUCTEM MOAFOTOBKM BOAbl UX HEO6XOAMMO MNpOMbIBaTb B
COOTBETCTBUM C npoueaypoii, npowegwei Banmpaumw, KoTopas rapaHTupyeT
nosHoe ypaneHue [e3VHPULNPYIWUX CPeacTB.

6. (5) KayecTBO cbipbs, nMO/lydaemMoro B €MKOCTAX 6onbworo  obbema,
OO/MKHO MPOBEPATLCA A0 UX MNEPEMEWEHUSs B €MKOCTU A9 XPaHEeHUs .

7. (6) HeobxoamMo KOHTpO/MpOBaTbL MNepefady Chipbd N0  TpybonposBojam,
4TOGb rapaHTUpoBaTb WX MNOCTYM/IEHME B HYXHOE MeCTO.

8. (7) B nomeweHusax, rpe CoAepxuTcs OTKpbiTas MNPOAYKUMA WAN OTKPbITble
UMCTble YMaKOBKU, He [OMyCKaeTCsa HaxokaeHue wMaTepuasioB, OT  KOTOpPbIX
BO3MOXHO OTAE/IEHNE BOJSIOKOH U APYIUX KOHTaMMHaHTOB (Hanpumep, KapToH  Wan
OEepeBsiHHbIE MOAAO0Hb) -

9. (8) Bo Bpema (hacoBKu HeobXxoanmo obecneunTb COXpaHeHune
04QHOPOAHOCTU CMeceli, CyCneH3uA U UHbIX HepacthacoBaHHbLIX NPOAYKTOB. [pouecch
CMewVBaHUA U (acoBKU [AO/MKHbI MPONTKM Bampaumw. Ocoboe BHUMaHWe HeobXxoaumo
yOensaTb obecneyeHuw OAHOPOAHOCTM CMECU B Hayaslle, MNocne OCTaHOBOK M B
KOHLle Mnpouecca Haro/IHEHUS .

10. (9) Ecnu roToBbili NpOAYKT YNaKoBbLBAETCA He cpasy, HeobxoaAnmo
YCTaHOBUTb MaKCUMa/lbHO [OMyCcTMMOE BpemMa [0 €ero YynakoBKu, a Takxe
COOTBETCTBYHWIME YC/IOBMSA XpaHEHUsA, KOTOopble cnegyeT CTPOro cobnwgarhb.

MNpunoxeHne N 10
K lpaBunam opraHusaumn MNpou3BOACTBa



N KOHTPOJSIS KayecTBa JIEKAPCTBEHHLIX CPeacTB

MPON3BOACTBO A03UPOBAHHLIX Aa3P030/IbHLIX NEKAPCTBEHHbLIX npenapaToB Mnofg
AaBneHvem Anst MHransumii

1. MNpuHumn

1. Mpon3BOACTBO aspo30/ibHbLIX /IEKAPCTBEHHLIX MpenapaToB MNoj [AaBMEHUEM C
OO3UPpYHUMMM KNnanaHamu, npeAHa3HauYeHHbIX NSt  MHransuwi, TpebyeT  ocoboro
BHUMAHUA M3-3a Cneuynpnyeckoro xapakrtepa 3Toii /1eKapCTBEHHOW  (HOPMbI . OHo
[O/MKHO OCYWECTBASTbLCA B YCNOBUSX, CBOASAWMX K MUHUMYMY — KOHTamuvHauulo
MUKpOOpraHM3mamm u 4yactuuamm. OueHb BaxHO TakKke o06ecrneunTb  KayecTBO
JeTaneli knanaHa, a B C/lydae CYCMNEH3Ui - MX OQHOPOAHOCTL.

11. Obume TpeboBaHuA

2. (1) Kak npaBuno, wuCOoMb3yKWTCA fABa MeToga nponsBoAcTBa U
Harno/IHEHUA :

a) (@) cuctema ABYXCTaguUMHOro HanonHeHust (HarnosiHeHMe Mo AaBfiEHMEM) :
(hapmaueBTUYECKAsi Cy6CTaHUMsA CcycneHgMpyeTca B rMponesieHTe cC BbICOKOM
TemnepaTypoli KuneHusi, O3y CYCNeH3uuM nojawT B KOHTEWHep, BCTaB/ANT U
06XMMaKT K/anaH W 4Yepe3 WTOK KianaHa BBOAAT MPONEsieHT C HU3KOIA
TemnepaTypoli KuneHust A/ NoslyydeHUs roTOBOrO JIEKAPCTBEHHOrO npenapara, npu
3TOM  NOALEPXMBAT  JOCTATOYHO HU3KY0 TemnepaTtypy cycneH3nu
(hapmaLeBTUYECKOIW cybCTaHUUM B NPONEN/IEHTE ANSi CHWKEHMSA NoTepb 3a  cuyeT
ncnapeHus ;

6) (b) npouecc ofgHOKpaTHOro HamnonHeHua (XonogHoe HanosIHeHue) :
(hapmaueBTNYECKYH CYO6CTaHLMI0 CYCNeHAUpPYWT B CMECU MPOMNENIeEHTOB U coaepxart
CyCneH3ul noj AaBfieHVMeM uan npu HU3KOK TemnepaType, fMbo OAHOBPEMEHHO MNO[,
OaBneHvueM 1 Npu HU3KOW Temnepartype, 3aTem NpPOBOAUTCS HarnosIHEHWE YNAaKOBKWU
cycneH3uneli B OAUH MNpUEM.

111. MNomeweHua n obopynoBaHue

3. (2) Mpou3BOACTBO W HaMoO/IHEHWE MNPU Ha/IMYMN BO3MOXHOCTU HEOO6XOANMO
NPOBOANTb B 3aKpbiTbiX CUCTEMaXx.

4. (3) 3oHa, B KOTOPOW MpoAyKUUsi WAN UMCTLIE KOMIMOHEHTH  cofaepxaTcsi
OTKpPbITHIMM, A0/MKHA CHabXaTbCA OTHWU/ILTPOBAHHLIM BO34YyXOM W  COOTBETCTBOBATb
TpeboBaHMsIM K MPOU3BOACTBEHHOW cpefe, MO KpalHel mepe, Knacca D. BxoauTb
B 30HY cfiegyeT uvepe3 BO3AYylHble W3bl.

1V. Mpon3BOACTBO M KOHTPO/Ib KayecTBa

5. (4) [osupywuue KnanaHbl ANsi aspo30/ieil ABAAWTCA 6051€ee CNOXHbIMU no
CpaBHEHU C OOMbWWMHCTBOM YCTPOACTB, WCNOAb3yeMbXx B  (dapmaueBTUYeCKOMN
NMPOMbIWIEHHOCTU. 3TO [O/MKHO ObITb YYTEHO B crneuyupukaumax Ha HUX, a  TaKxe
npu otbope Npob6 M ucnbiTaHusax. Ocoboe 3HayeHWe WMeeT TMpoBeAeHMe  ayauTa
(hapmaleBTNYECKOM CUCTEMb KayecTBa y MPOU3BOAMTENS A03MPYHWMX KlanaHoB.

6. (6) Bce xmgkoctu (B TOM 4UUCNE XUAKME WM CXWKEHHbIEe NOA AaB/eHUEM
rasoobpasHblie NponesiIeHTb) AO/MKHbI ObiITb MPOPUILTPOBAaHL AN yAa/leHUs 4dacTul,,
pa3vep KoTopbix 6osbwe 0,2 MKM. Tam, rge 93TO BO3MOXHO, pekovmeHayeTcs
npoBefeHne AOMOMHUTENLHON (UAbTpaLMM HENOCPEACTBEHHO Mepej HamnosIHEHUEM.

7. (6) KoHTelHepbl U KfanaHsl  Heo6XxoAuMO  o4vMwaTb  COrjlacHo
Ba/IMOMpPOBaHHOW npouefype, KOTopas COOTBETCTBYET Ha3HAUYEHWUK /1IEKAPCTBEHHOIrO
npenapata u obecneynBaeT OTCYTCTBME /OO0 KOHTammHaumu, Takoii Kak
KOHTaMMHauMsa TEeXHO/IOFMYECKMMU  BCMOMOTraTesibHbiMM  MaTepuanamm (Hanpuwvep,
CMa304HbIMM) WM MUKPOOHas KOHTamuHauusi. T[locne O4YUCTKM  Knamadbl  JOJDKHbI
XPaHUTbLCHA B YUCTLIX 3aKPLITHIX EMKOCTSAX, TaKkKe [AO/DKHbl ObiTb  MPUHATbH  Mepsbl
NnpefoCTOPOXHOCTM, NpefoTBpawawume KoHTaMmmHauuo BO BpeEMS nocneaymwwmx
onepaunii, Hanpuvmep, npu oT6ope Npob. YNakoBKM AO/MKHbI MOCTynaTb Ha  JINHUKO
HaMo/IHEHUST B YMCTOM BUAE WM O4YMWATbCSA Ha JIMHUM HENOCPEeACTBEHHO  Nepeq
Harno/IHEHNEM .

8. (7) Heobxognmo ob6ecneynTb OAHOPOAHOCTbL CYCMEeH3UM B TOouke
HarnoNHeHUs B XOfe BCero npouecca Hano/HEHUS .



9. (8) Ipu wucnonb3oBaHMM MeToda [ABYXCTaguiiHOro HanoNHeHna ansi
OOCTUXEHUSA NpaBWU/IbHOFO CcOcCTaBa Heo6X0AMMO O06GECneuUnTb TOUHYH mMaccy
BBOAMMbIX BeWEeCTB Ha ob6eux cTagusx. [loaTomy  BO MHOIMX cny4asix
uenecoobpaseH 100%-Hbli KOHTPO/b MaCChl Ha Kaxgom cTaguu.

10. (9) KoHTponb nocne HanosiHeHUA [O/MXEH MNOATBEPOUTb  OTCYTCTBUE
yTeueK. [poBepKy Ha Ha/MuMe yTedyeK creayeT npoBoAuTb Tak, yTOOLI He
[ONYCTUTb MUKPOGHOW KOHTaMMHauuM WM OCTaTO4YHOI Braru.

MNpunoxeHne N 11
K lpaBunam opraHusaumm npom3BoACTBa
M KOHTPOJ/IA KayecTBa JIeKapCTBEHHbLIX CpeAcTB

KOMI'Ib}OTepI/I3I/IpOBaHHbIe CNCTEMSI

1. lMpuHUMN
1. HacTosiuee MpunoxeHue npuMeHsieTcA KO BCeM TUnam
KOMMbITEPU3UPOBAHHLIX CUCTEM, WCMOJIb3YEMbIX B pamkax JeaTenbHocTu,

perynupyemoii TpeboBaHusMM HacTosAwmx MpaBun.

2. KovmnblTepunanpoBaHHass cucTema npeacrtaBnseT Co60M Habop NpPOrpamMmMHbIX
N annapaTHbiX KOMMOHEHTOB, KOTOpPbLIE COBMECTHO BbLIMOSHANT  OMpeAesieHHble
PyHKUUN .

3. MpvMeHeHVEe KOMMNbHTEPU3NPOBAHHON CUCTEMbI AO/IKHO ObITb Ba/IMAMPOBaHO,
WHHOPMaLMOHHO-TEXHOMONMYEecKass MHPpacTPYKTypa AO/MKHA NPONTU KBaslnpuKaumio .

4. Ecnu KOMMbOTEPU3MpPOBaHHAsA CUCTEMa 3aMeHsieT py4yHoe ynpasneHue, 3TOo
HEe [OO/MKHO MPUBOAUTbL K CHMXEHMH KadecTBa npoaykuuiu, TEXHOMOrNMYEeCKoro
KOHTpONa wanm obecrneyeHns KadecTBa. O06wue puCKU npouecca He  A0KHb
BOo3pacTaThb.-

11. Obume TpeboBaHuA
YnpasneHve puckammn (1)

5. YnpaBneHne puckamy [O/MKHO MPUMEHSTBCSA B TEYEHUEe XMIHEHHOro uuMkna
KOMMbOTEPM3NPOBAHHOW CUCTEMb B LEenax obecneyeHms 6e30macHOCTU NauMeHToB,
LENOCTHOCTM [AaHHbIX M KadecTBa NpogyKuMm. B pamkax cuUCTembl  ynpaB/ieHus
pucKamn peweHnss no 06beMy Ba/MAALMOHHLIX UCMLITAHUA U NMPOBEAEHU0 KOHTpOnel
LEe/OCTHOCTM [AAaHHbIX [0/IKHbl OCHOBbLIBATbCSI Ha OOGOCHOBAHHOW W AOKYMEHTasIbHO
OhOpPM/IEHHOI OLEHKE PUCKOB KOMMbHTEPU3NPOBAHHON CUCTEMbI.

MepcoHan (2)

6. Heo6GxoguMo noggepxuBaTb TECHOE COTPYAHUUECTBO MexAy BCEM 3HAUMMbIM
nepcoHasioM, BOBJIEYEHHLIM B AaHHLI Mpouecc, TakMM Kak Bnageney  npouecca,
Bnagenel, CUCTEMbl, YMNOSIHOMOYEHHbIE /fMUA W TexXHUYeckuii nepcoHasn. Becb
nepcoHan [fAO/XeH WMETb HeobXoAuMyl KBa/MpMKauuo, YPOBEHb JocTtyna u
onpegenieHHble MOJIHOMOUMS A/1s1 BbIMOSIHEHMST BO3J/IOKEHHbIX HAa HEero o6Gsi3aHHOCTEel .

MocTaBwmkn n nposagepsl ycnyr (3)

7. (3.1) B cny4vae ecnu gnsi NoCTaBKM, YCTaHOBKM, HaCTPOWKWU, 3ajaHud
KOHpUrypauum, WHTErpupoBaHuda, Banujauum, TexXHu4Yeckoro obcnyxusaHua (B TOM

yncrne  4yepe3  yaasieHHbii  gocTyn), mMoauUKaLmMm  Uu noaaepxaHus
KOMMbIOTEPU3MPOBAHHLIX CUCTEM, OKa3aHMs CBSA3aHHbIX C  HUMK ycnyr wuau
06paboTKM AaHHbIX NpuBAeKawTcs TpeTbu anya (B 4YacTHOCTH, nocTaBWnNKN,

npoBaigeps ycnyr), TO Mexay Npou3BOAUTENIEM U yKa3aHHbIMA TPeTbUMM  Anuamm
3aK/valnTCca  AOroBopbl. TakummM [AOroBOpaMM PEKOMEHAYETCS  yCTaHaBNvBaTb
OTBETCTBEHHOCTb TPETbUX /UL, 3a Hag/lexauwee WCMNO/HEHME CBOUX 06A3aHHOCTEV.

8. (3.2) KOMNeTeHTHOCTb M HaAEXHOCTb MOCTaBUMKOB SIBASKNTCA K/YEBbLIMA
yCnoBusiMM  Bbibopa  MNoCTaBlWMKa  NpPOrpamMmMmHOro npogykra Wn ycnyr .
Heob6xoAMMOCTb OUEHKM MOCTaBWUKa AO/KHA ObiITb OCHOBaHa Ha OLEHKE PUCKOB.

9. (3.3) [lokymeHTauusi, npunaraemMas K KOMMEPYECKWU BbiMyCKaeMbiM FOTOBLIM
ONst UCMoNb30BaHMA  MNpOrpaMMHbiM - NPOAYKTaM, [OO/KHA 6biTb paccmoTpeHa
YNO/IHOMOYEHHbLIMM  paboTHMKaMM MpPou3BOAUTENS Ha npegveT COOTBETCTBUA



TpeboBaHVAM NPOU3BOAUTENA .

10. (3.4) WHpopmaumsi 0 cucTeme KayecTBa U OLEHKax [MOCTaBWUKOB nnm
pa3paboTumMKoB nporpamMmMHOro obecneyeHns n YCTaHOB/IEHHbIX
KOMMbIOTEPU3MPOBAHHLIX CUCTEM [O/KHAa ObiTb AOCTynHa A1 npefocTas/ieHns
muaM, OCYWEeCTB/ANWUM MPOBEPKY, MO NX TpeboBaHWi.

I11. Cragua npoekTa
Banupgaumna (4)

11. (4.1) BanwmpaumoHHass OOKyMeHTauusi U OTYeTbl  [OJIKHbI oxBaTbiBaTb
COOTBETCTBYHWIWME CTagUM XU3HEHHOIO UUK/Ia KOMMbHTEPU3VNPOBAHHOM CUCTEMbI .
Mpou3BoguTenb [O/KEeH O060CHOBaTb CBOM CTaHOapThl, MNPOTOKO/IbI, Kputepumn
npuemneMocTu, npoueaypsl U 3annucum Ha OCHOBE OLEHKM PUCKOB.

12. (4.2) BanunpgaumoHHasi AOKyMeHTauusi AO/hKHa BKAWYaTb 3anvucu KOHTPOSs
n3meHeHnn (ecnm NPUMMEHMMO) WM OTYETH O J/IOLIX OTK/OHEHUSAX, BbISIBIEHHLIX B
Xofe npouecca sBanujaunu.

13. (4.3) [lomkeH 6GbITb B Ha/MuMm TeKywmin nepedveHb (peecTtp) BCeX
NCMONb3YyeEMbIX KOMMNbITEPU3NPOBAHHLIX CUCTEM C yKas3aHuem ux (yHKUUNOHaIbHOCTU,
nognagawnuen nog TpeboBaHus HacTosAwmx MpaBun.

14. AN  KPUTUYECKUX KOMMbHTEPU3INPOBAHHLIX CUCTEM  [AOJIKHbI ObTb B
Ha/IMuMM NOApPOGHOE TEKylee onncaHne PU3NYecKMX K NorMdYecKnx B3auMOCBS3Eld,
MOTOKOB faHHbIX W WHTepheicoB C APYyrMMM CUCTEMaMU UK npoueccavu,
Tpebyemble pecypcbl BCEro KOMMbIOTEPHOro 06opyaoBaHUA W nporpamMmMHOro
obecneyeHusi, AOCTYMHblE Mepbl 6e30MacCHOCTU.

15. (4.4) Cneuynpmkaumm TpeboBaHW NOMb30BaTENSA  AOJDKHbI onuceiBaTb
HeobxoanmMble (QYHKUUM KOMMAbHTEPU3NPOBAHHOM CUCTEMbl HA OCHOBE [AOKYMEHTa/IbHO
O(OpPM/IEHHOW OLEHKN PUCKOB U BAUSHUSA C TOYKU 3peHus cobnwgeHusi HacToAWNX
MpaBun. TpeboBaHUS NOMb30BaTEsNA LO/IKHb NPOCNEXMBATBLCA Ha MPOTSXEHUUM BCEro
XU3HEHHOr 0 LUMK/Ia KOMMNbTEPU3NPOBAHHOW CUCTEMDI .

16. (4.5) MNpousBoanTeNb AOMKEH NPEANPUHATbL BCE Mepbl, rapaHTupywouue,
YTO KOMMNbTEPM3UpPOBaHHAA CUCTeMa pa3paboTaHa B COOTBETCTBMM C Hag/exawemn
CUCTEMOWN  ynpas/ieHus KayeCcTBOM. MocTaBWMK  A0IXEH OblITb OLEeHeH
COOTBETCTBYHWWM 0b6pa3om.

17. (4.6) C uenbko BaMgaunmn KOMMbHOTEPU3NPOBAHHbIX cucTewm,

M3roToBJ/IEHHbLIX MO WHAMBMNAYA/IbHOMY 3aKa3y nnn MOAI/I(pI/ILI,I/IpOBaHHbIX B
coOoTBETCTBUN C Tpe6OBaHI/IFIMI/I 3aKa34yuka, H806X0,CI,I/IMO pa3pa60TaTb
OOKYMEHTNPpOBaHHYK npoueanypy OLEHKUN Ka4yecTBa n SKCnnyaTtaynoHHbIX

XapaKTepUCTUK KOMMNbTEPU3NPOBAHHOW CUCTEMbl Ha BCEX 3Tanax ee  XU3HEHHOro
uMKna c opopmieHneM COOTBETCTBYHWWMX OTHETOB.

18. (4.7) HeobxoguMmo npeacTaBUTb foKa3aTes/lbCTBa COOTBETCTBUSA MEeTOA0B
N CXem TeCcTUPOBaHUS KOMMbHTEPU3NPOBAHHOW CUCTEMbl. B yacTHocTw, OO DKHb
ObITb paccMoTpeHsl Npejesnsl napameTpoB cucTemsl (rpouecca), rpaHuubl AaHHbIX U
0b6paboTKa ownbokK. HeobxoaAuMMO AOKYMEHTa/lbHO OPOPMUTb OLEHKY  COOTBETCTBUA
NPYMEHEHNs aBTOMaTU3UPOBAHHLIX CPEeACTB TECTUPOBaHUA N PEXUMOB WX pPaboThbl.

19. (4.8) Ecnu paHHble NepeBOAATCS B Apyron gopmat wnm cucrtemy
JaHHbIX , Bauauma [o/xHa BKYaTb MNPOBEPKY HEU3MEHHOCTUM 3HAYEeHUA U CMbicna
JaHHbIX B rpouecce MX MUrpauumn.

1V. Cragua akcnnyartaymu
JaHHble (5)

20. KoMNbTEpPU3NPOBaHHLIE CUCTEMbI, OCYLWECTBAAWWNE DNEKTPOHHbLIH  06MEH
JaHHbIX C APYrMMKM CUCTEMamu, [O/KHbl BK/IOYaTb COOTBETCTBYWWME  BCTPOEHHblE
CpeAcTBa KOHTPOSA MPaBUNbHOIO U 6e30MacHOro BeBoda W 06paboOTKM  AaHHbIX  C
Uenbio MUHUMU3ALUN PUCKOB .

KoHTponb TouyHOoCcTU (6)

21. [nA  KPUTUMYECKUX  [AHHbBIX, BBOAVMLIX  BPYUHYHO, Heo6xoauMo
NnpefycMOTPETb  AOMOSIHUTESNbHLIA  KOHTPO/Ib  TOYHOCTU BBOAA [AaHHbIX. JTOT
KOHTPO/Ib MOXET OCYWEeCTBASTLCA BTOpPbLM OMEPATOPOM  WAM  C  MOMOLUbH
Ba/IMAMPOBAHHLIX S/IEKTPOHHBIX CpeacTB. KpuTuyHOCTb M noTeHumManbHble



nocneAcTBus OWMGOYHOIO WM HEMPaBW/IbLHOIO BBOAA AAHHbIX B CUCTEMY  AOJDKHbI
0XBaTbiBATbCs CUCTEMON YNpaB/ieHNs PUCKaMM.

XpaHeHue paHHbIX (7)

22_. (7-1) [aHHble [OMKHLL  ObITb  3awuweHsl oT noBpexaeHuii Kak
pusnyecknMn, TaK W 3MIEKTPOHHbBIMM Mepamu. CoXpaHeHHble [daHHble  OOJDKHb
NPoOBEPSATLCA Ha AOCTYMNHOCTb, UMTAEMOCTb WM TOYHOCTb. [OCTYN K AaHHbIM [0/IXEH
6bITb ObecrniedeH Ha MNPOTAXEHUN BCEro nepvoga NxX XpaHeHus .

23. (7.2) Heobxoammo BLINOAHATbL PEerynspHoe pe3epBHOE KOMMpoBaHMEe BCeX
HEeob6XoaNMbIX AaHHbIX. COXPaHHOCTb U  TOYHOCTb PpEe3epBHbLIX KOMUii, a  TaKxe
BO3MOXHOCTb BOCCTAHOB/IEHUA [AaHHbIX [AO0/XHbl OblTb NPOBEPEHL B npouecce
BaMjaumn n nepuoanyeckn KOHTPONMPOBATbLCS .

PacneuaTtkn (8)

24_. (8.1) Heo6xoAMMO MMETb BO3MOXHOCTb MOJIYYEHUA UYETKUX neyaTtHbIX
KONUIA JaHHbIX, XPaHAWMXCA B 3/IEKTPOHHOM BUAE -

25. (8.2) [na 3anucein, cCONpPOBOXAawWMX pa3pelleHne Ha BbiMYCK — cepuu,
JOMkHa OblITb NpefycMoTpeHa BO3MOXHOCTb MOJYYEHUA pacrneyaTok, yKa3biBawwnx,
U3MEHANCL NN KakKne-nubo faHHble C MOMeHTa KX NnepBoHavYas/IbHOro BBOAA.-

KoHTposnbHble cnegbl (9)

26. Ha ocHOBe OUEHKW PUCKOB HEO6XOAUMO YAeNUTb BHMMaHuWEe BCTpPauBaHuio
B CUCTEMY BO3MOXHOCTWU CO3[aHuUsi 3amnucert BCEeX CYWeCTBEHHbIX N3MEHEHU 1
ypaneHuii, CBA3aHHbIX C 06/1acTbld  AeACTBMA  HacTosAwmx [paBun (cucrtewma,
co3fawwas ""KOHTpO/MbHble credbl™). TMpuUnHbl TaKUX CBSA3aHHbIX C HacToAWNMU
MpaBunaMn W3MEHEHUA WNW  y[asleHWidn  gaHHbIX  OOJDKHb ObITb O(hOpMAIEHBI
OOKYMEHTa/IbHO. KOHTpO/ibHble  cnefpl  AOJIKHbI ObITb OOCTYMHbLIMW, UMETb
BO3MOXHOCTb WX Mpeo6pa3oBaHuss B MNOHATHYW Ana nonb3oBaTene hopmy,
perynsipHo NpoBepPSATbLCA -

YnpaBneHne n3MeHeHussMn u KoHpurypaumein (10)
27. Jlwbble W3MEHeHMss B KOMMNbOTEPM3UPOBAHHOIA cucTewme, BK/toUasi
KOH(pMIypauui CUCTEMbI, [AOJ/IKHb MPOBOAUTLCA TOMbKO KOHTPO/MPYEMbIM CMOCOGOM B
COOTBETCTBMM C YCTaHOBJ/IEHHOI npoueaypoi.

MNepunognueckaa oueHka (11)

28. KOMI'II::}OTepI/I3I/IpOBaHHbIe CUCTEMblI OO0J/DKHbI nepunoanyvyecknm oueHmBaTbCA AON1A

NoATBEPXAEHUS TOro, 4YTO OHW OCTawTCA B BaIMANPOBAHHOM COCTOSIHUMN ©
COOTBETCTBYHNT TPe6OBaHUAM HaCTOAWWX MpaBwun. Takue OLEHKU AO0SKHbl BKYaTb,
B C/lydyae Heob6XoAMMOCTU, OUEHKY TeKylWero auanasoHa (YHKLMOHa/TbHbIX

BO3MOXHOCTeN, 3anMceil OTK/I0OHEeHuin, cboeB, I'IpO6I'I€M 5 ncrTopumm o6HOBMEHUN,
oT4yeTb 06 SKCniyartaumm, HagexHoctun, 3aluueHHoOCTn w”n o Ba/ingallMOHHOM
crtaTtyce.

3aumta (12)

29. (12.1) [ns obecneyeHusi gocTyna K KOMMbHTEPU3VMPOBAHHOM cucreme
TOMIbKO /MuamMn, MMEenWMMU Ha 3TO MpaBo, HEO6XOAMMO WCMOMb30BaTb (U3NYecKue

n (uan) norunyveckue 3N1EMEHTHI KOHTPOSISA . CooTBeTCTBYHUME cnocoo6bl
npefoTBpaweHnsi HeCaHKLUMOHUPOBAHHOIO AOCTyna K CUCTeMe MOryT BKIwo4YaTb B
cebsi Ucnonb3oBaHME Kiwueli, KapTo4yeK [p[ocTyna, MNepCcoHasbHbIX KOAoB C

naponsmm, OMOMETPUYECKUX [aHHbLIX, OrpaHudeHna [JocTyna K KOMMbOTEepHOMY
obopyAoBaHMi0 N 30HaM XpPaHeHUs OaHHbIX .

30. (12.2) CTeneHb 3aWmnTshl 3aBUCUT oT KPUTUYHOCTU
KOMMbIOTEPU3MPOBAHHON CUCTEMSI.

31. (12.3) CospaHue, M3MEHEHMEe W aHHy/MpOBaHWEe npaB AOoCTyna  OOJ/IKHO
ObITb 3aperncTpmpoBaHo .

32. (12.4) [JonxHa 6bITb pa3paboTaHa cucTema Yynpas/eHUs OaHHbBIMU 1~
OOKyMeHTaMn A1 UAEHTUPMKauMn ornepaTtopoB, OCYWECTBAANWUX BXOL4, a  Takxe



ANs perncTpaumm M3MeHeHusi, MNOATBEPXAEHUS WM YAA/EeHUS  [AaHHbIX, BK/OYas
JaTy u Bpewms.

YnpaBnenve wunHumgeHtamm (13)

33. Bce uvHUuaeHTh (HeNpeaBUAEHHLIE Clyyan), BK/KYAasi CUCTEMHbe C6oU U
OWWBKM [aHHbIX, [OO/MKHbl 6bITb 3amMcaHbl U OUEHeHbl. HeobXxoaMMo  YCTaHOBUTb
OCHOBHYI0 MPUYMHY KpUTUYeCKux c60eB ” KCnonb30BaTb 3Ty VHpopMaLu B
KayecTBE OCHOBbl KOPPEKTUPYHWMX U MNpesynpexaanumx OAeACTBUi .

dnekTpoHHas nognucb (14)

34. JNeKTPOHHble 3anncu MOryT ObiTb MOANUCAaHbl B 3/IEKTPOHHOM  BuUAe.
ONEeKTPOHHbIE MOAMNUCU [OJDKHbI:

a) (a) B pamkax opraHumsauum UMETb TaKOe Xe 3HauyeHue, KaK PYKOMUCHbIe
noanucu;

6) (b) 6bITb Hepa3pbiBHO CBA3aHHLIMA C COOTBETCTBYHWUMUA 3arnucsimu;

B) (c) Bk/wyaTb Bpemda U AaTy, Korga OHW Oblin rnocTas/leHbl .

Boinyck cepumn (15)

35. EcnuM  ans perucTpauuu  npoueaypsl  04o6GpeHusi U BbinycKa cepun
NUCMNONb3YeTCHA KOMMbOTEPU3NPOBAHHAA CUCTEMA, OHa [AO/XHA  NpeaocTaBnATb
[OCTYN [ANsl BbiMyCKa Cepuu TOSIbKO YMOJIHOMOYEHHOMY /MLy, a Takke  AoskHa
YETKO WAEHTUDUUMPOBATL U  PErucTpUpoBaTb YMNOSIHOMOYEHHOE UL, KoTopoe
0f06pWUI0 M BLINYCTWIO Cepui. 3TU AelWCTBUS  AOIKHbI OCYUECTBAATbLCSA C
NCMNONb30BaHNEM 3/IEKTPOHHOW MOAMUCHU.

HenpepbiBHOCTL paboThl (16)

36. C uenbl obecneyeHnss pPaboTOCNOCOGHOCTU KOMMbIOTEPU3MPOBaHHbIX
CUCTEM, COMPOBOXAAWWMUX KPUTMYECKME TMPOLECCH, HEO6XO0AMMO MPUHSATb  Mepbl
NpPeAoCTOPOXHOCTU A1si rapaHTUM HEMNPEPLIBHOCTU MOAAEPXKM 3TUX TMNPOLECCOB B
cnydyae Bbixoga cucTtemsl n3 ctposa (Hanpumep, C WCMNOMb30BaHWEM PYYHOW  man
aNbTepHaTUBHOM CUCTeMb) . Bpemsa, Heobxoanmoe pAna BBeAeHUs B AeincTeue
anbTepHaTMBHbLIX CPeACTB, [AO/IKHO Y4YUTbiBaATb PUCKKU U COOTBETCTBOBATb
KOHKPETHOW KOMMNbOTEPU3NPOBAHHOW CUCTEME U  COMPOBOXAAEMOMY pabouemy
npoueccy. 3TWU Mepbl A0/MKHbI ObITb Hagnexawum obpa3oM OPOopPMAEHb AOKYMEHTasIbHO
N NPOBEPEHDI .

ApxuBuposaHue (17)

37. [aHHble MOTyT apXuBMPOBATbCHA. JTU AAHHbIE AO/KHb MNPOBEPSATbLCA  Ha
[OCTYMNHOCTb, YAO6CTBO UYTEHMA U LENOCTHOCTb. Ecnm B KOMMbOTEPU3UPOBAaHHOW
cucteme  HeobOXOAUMO  MPOBECTWM  CYWECTBEHHble  U3MEHEHMs (Hanpuwmep,
KOMMbTEPHOr0 0GOPYAOBaHUSA WM MPOrpavMMHOro OGecneyveHus), [Jo/kHa  BbiTb
oGecrneyeHa U MNpoBepeHa BO3MOXHOCTb BOCCTAHOB/EHUS] [AHHbIX .

V. TepMunHbl 1 onpegeneHuns

38. [na ueneli HacToswero MNpuIoXeHNs KpoMe TEPMUHOB U onpegeneHui,
npegycmoTpeHHbix rnasoii Il HacToswmx MpaBun, UCNONb3YKWTCA Takxe crepywouue
OCHOBHblE MOHATUA:

Bnageney npouecca - /MU0, OTBETCTBEHHOe 3a pabounini npouecc;

Bflafeniel, CUCTEMbl — NINLO, OTBETCTBEHHOE 3a [AOCTYMNHOCTb U TeXHWYeckoe
obcnyxuBaHne KOMMbOTEPU3MPOBAHHONA CUCTEMbl U 6e30nacHoCTb OaHHbIX
HaxoasaWwnxcs B 3TOW cuUCTeMe;

XN3HEHHbIA UMKN - BCe CcTaguu CylecTBOBaHUA KOMMbTEPU3UPOBAHHOIA
CUCTEMbl OT (POPMMPOBAHUA MepBOHaYa/lbHbIX TpeboBaHWii a0 npekpaileHus
aKcnayataumn, BK/IYasA NPOEKTUPOBaHWE, onpefesieHne TeXHUYeCcKux TpeboBaHwuii,
nporpaMMmmpoBaHue, TecTuUpoBaHWe, YCTaHOBKY, pPaboTy M 06CAyxuMBaHue;

NHpOPMaLNOHHO-TEXHOI0rnYecKas MHppacTpykKTypa - KOMMbKTEpHOE
obopyaoBaHue N nNporpamMHoe obecneveHuve, Takoe KaK CeTeBoe nporpamMmMHoe
obecneyeHve N onepaumoHHbIE CUCTEMbl, KOTOPble MO3BOMIAKT MNPUMEHUTb UX  ANA



BbINO/IHEHUA onpeAeneHHbX QYHKLUWA;

KOMMbIOTEPU3MpPOBAHHAA CUCTeMa, W3roTOB/IEHHAA O NHAMBUOYaNIbHOMY
3aKasy - MHAMBUAYa/IbHO CMNPOEKTUPOBaHHAA KOMMbOTEpM3MpoBaHHasi cuctema Aans
obecneyeHnsi KOHKPEeTHOro paboyero npouecca;

NpUIOKeHNe - MporpaMvMHoe obGecriedyeHue, YCTaHOBJ/IEHHOE Ha onpenesieHHO
nnaTpopme WM KOMMNbITEPHOM 060OpyAOBaHMM W MNpefocTaBfisiolee  CreunasnbHble
(GYHKUNOHa/IbHblE BO3MOXHOCTMU;

cepuiiHoe nporpaMMHoe obecnevyeHne - KOMMEPYECKM AOCTYMHOE MNporpamMmHoe
obecneyeHne, NPUrogHOCTbL KOTOPOro And  WCMO/b30BaHusA NPoOAEMOHCTpMpPOBaHa
60MbWLMM KONMNMYECTBOM MNOJb30BaTenei.

MNpunoxeHne N 12
K lpaBunavm opraHusaumn MNpou3BOACTBA
N KOHTPONA KayecTBa JIeKapCTBEHHLIX CPeacTB

/cnonb30BaHWe VOHU3NPYWWETO WU3/TyYeHUs B MPOU3BOACTBE JIEKAPCTBEHHbIX
npenapaToBs

1. MpousBoauTeNb MNpPoOAYKUUU, AN  KOTOPOW WOHU3MpYllWee  ob6/ydeHne
SIBMIIETCS COCTAaBHOI 4acTbld TEeXHONONMYecKoro npouecca, f[OSXKeH Takxe
PYKOBOACTBOBATLCA HOPMATUBHLIMM MPaBOBLIMM akKTaMu Poccuiickoin — degepauun,
pernamMeHTUpYoUUMN NUCMNONb30BaHNE WOHU3UPYWLWEr0 U3y4deHUs npu Npou3BOACTBE
NeKapCTBEHHLIX CPE/CTB.

1. BBepgeHwne

2. WMoHnsupywluee u3nyyeHne MOXeT UCMNOoMb30BaTbCA B MPOU3BOACTBEHHOM
npouecce And pas3nuyHbiX Ueneil, BKAYas CHUXEHME CTeneHu GMOHarpy3Km u
cTepuan3saumi UCXOAHOIO CbipbS, KOMMOHEHTOB YNAKOBKM WU MNPOAYKUMW, a TaKxe
06paboTKM npenapaToB KpPOBWU.

3. Vcnonb3yeTca gBa Buaa MOHMU3UPYKWWErO W3J/IyYEHUS: ravmma-u3any4vyeHue oT
pPagnoakKTUBHOINO UCTOYHMKA M BLICOKO3HEPreTMYEeCKOe 3/1IEKTPOHHOE  U3JlyyeHune
(6eTa-n3nyyeHne), Mosy4eHHOE C MOMOLWbK YCKOPUTENS .

4_ TMpn raMvma-nssayyeHnn MoryT ObiTb MCMNO/Ib30BaHbl ABa Pas3/IM4YHbIX pexmnMa
06paboTKN:

a) (1) MOpPUMOHHLIN pexuM: npoayKums pasmewaeTcs B  (OUMKCUPOBAHHOM
NMOIOKEHNN BOKPYIF WUCTOYHUKA WU3TYYEHWA W HE MOXEeT ObiTb 3arpyxeHa wmm
BbiIFPYXeHa, MOKa OTKPbIT UCTOYHUK MOHU3UPYWLWErO W3NYYEHUS ;

6) (ii) HenpepbiBHLI pexum: aBTOMaTU3UPOBaAHHAA cCUCTema TpaHcnopTupyeT
NPOAYKLUMI0 B Kamepy [AN1S O6/yYEeHUSA MUMO OTKPLITOFO UCTOYHMKA  MOHU3UPYHLEro
N37y4YyeHnsi, TMNepeMewaeT ee C COOTBETCTBYWWEN CKOPOCTbW MO  3ajaHHOMYy
MapwpyTy, a 3aTeM BbiBOAUT U3 KaMmepbl.

5. PagnauMoHHble YCTaHOBKM C YCKOPUTENSMW 3/IEKTPOHOB: npoayKuuio
nepemellanT 4Yepe3 HernpepbiBHbIA UAN NYbCUPYOWMA MNYHOK 3N1EKTPOHOB BbICOKOM
aHeprun (beTa-u3nyyeHne), pasBepTKY KOTOPOro npom3BogsaT B 06ounx
HanpaB/eHUSAX MEPNEHAUKYNAPHO K MepeMeleHnn NpoayKUMN .

I11. OTBETCTBEHHOCTb

6. (1) PagnaumoHHylw o00pabOTKy JIEKApPCTBEHHbIX NpenapaTosB MOXeT
NpPoBOANTb HENOCpPeACTBEHHO e€ee MNpou3BoAUTENb WM NO  [AOrOBOPY C  HUM
opraHusauvsi, uMewllas B pacrnopsxeHMM paguauMoHHYyl YCTaHOBKY. [pu  3ToM
Kaxabli U3 HUX OONXEH MMEeTb COOTBETCTBYWUWYKW JIMUEH3MIO Ha  NPoOM3BOACTBO
NIeKapCTBEHHbLIX CPeACTB.-

7. (2) Npous3BoauTeslb HeceT OTBETCTBEHHOCTb 3a KaudecTBO MNpoayKuuu, B
TOM uyucne 3a pel3y/bTaTbl BO3AENCTBMSA NOHU3MPYWWENO M3nydeHusi. OpraHu3auus,
npoBoaswan paavaunoHHyld o6paboTKy, HeceT OTBETCTBEHHOCTb 3a TO, 4yTOObI
Kaxgasi ynakoBka nonyuyuwna posy, ornpepgeneHHyw npoussogutenem (B TOM  uucne
camas ypasieHHas OT MCTOYHMKAa W3/yYeHus ynakoBKa C MnpoayKuuneii) .

8. (3) Tpebyemasi go3a Cc O60CHOBaHHLIMM MpeAefibHbBIMA 3HAYEHUSMU OO/KHA
O6bITb yYKaszaHa B PerucTpauuoHHOM [OCbE Ha JIeKapCTBEHHbI npenapar.

111. Jo3nmeTpus



9. (4) [o3umeTpusi - 3TO M3MEPEHME MOr/oWEeHHOW [A03bl WOHU3NPYHLIETO
N3/Ty4eHNs C MOMOWb [O03MMETPOB. [OHMMaHMEe MPUHLMNOB PaboThl U npaBuibHOE
NCMoNb30BaHME TEXHUKU WMEKT BaxHOe 3HayeHue s Baaujauun, BBOAaA
YCTaHOBKM B 3KCh/yaTauui M KOHTPOAA npolecca.

10. (5) KanubpoBka Kaxgow napTum paboumx [AO3MMETPOB [AO/kHa  OblTb
npocnexmBaemor BM/IOTb A0 HaAUMOHa/ILHOIO WU MEeXAyHapOoAHOro sTasloHOoB. Cpok
OeCcTBUSA Ka/IMOpPOBKU AO/MKEH OblITb YCTAHOB/IEH, OOOCHOBAaH U CTPOro BhiAEpXaH -

11. (6) Ons onpepeneHuss U3MEHEHUSA MOKa3aHui WTaTHLIX A03MMETPOB Mocre
06MyyYeHUS U NpU UX Ka/IMbpOBKE [O/MKEH UCMOMb30BaTbCA OAVMH U TOT Xe npubop.
Mpn K1CNONbL30BaHUM pPa3HbIX MNPUOOPOB OHUM  AO/MKHbI  ObITb KannbpoBaHbl B
abCoMTHLIX eanHuLax MOr/IoWeHns .

12. (7) B 3aBucumoCTM OT Tuna WUCNOMb3YEMbIX [A03MMETPOB HeobxoaAnMo
yunTbiBaTb BO3MOXHbIE€ MCTOYHUKM MOrPEeWHOCTEN, BKAYHas BAAXHOCTb, W3MEHEHUS
TemnepaTypbl, Nepuos BpemMeHu Mexay Oob6sydYeHMeM U U3MepeHuem, a  Takxe
MOWHOCTb MOr/IOWEeHHON [03bl.

13. (8) [OnvHy BOnHbI Npubopa, WUCHOMb3YyEeMOro ANS U3MEPEHUS U3MEHEHWU B
NnoraoWeHnn AO3MMETPOB, M MNpPUOOP, WCMOMb3YEMbIA AN WU3MEPEHUS  TOJWMHbI
[O3MMETPOB, HEeobXoAMMO pPerynspHo MpoBepsATb MNyTEM Ka/MOpOBKU yepes
onpegeneHHsle  BPEMEHHbIe UHTepBassl, YCTaHOBJ/IEHHbIE  Ha OCHOBaHUn
CTabunbHOCTK, Ha3Ha4dyeHMs n cnocoba NpuUMeHeHus npubopa.

1V. Banupauma npouecca

14. (9) Banupaums - 3TO pgeicTeBume, AOKa3biBawuwee, 4TO npouyecc, TO ecTb
nony4vyeHve npoaykKuuern 3afaHHOW MOrMOWEHHOW A03bl, [AOCTUraeT  OXuAaeMblX
pe3ynbTatoB. Ecnim npwm NCMoMb30BaHNN NOHN3MPYKLLETrO N3y4yeHns B
NPON3BOACTBE JIEKAPCTBEHHLIX CPEACTB HOPMaTUBHLIMU npaBoBLIMU aKkTamm
Poccwuiickoii degepaumn ycTaHOBMEHb AOMOMHUTE/NbHbBIE TpeboBaHMA K Baivjauuu,
Takne TpeboBaHUA AOMKHbI CO6M0AaTLCS .

15. (10) Basmpauus Ao/mkHa BK/IKW4YaTb B Cebsi cOCTaB/iEHME KapTbl AO3HOro
nons, 4ToO6bl YCTAHOBUTL pacrnpefesieHMe MOrJoWeHHON A03bl BHYTPU 06/1y4Yaemoro
KOHTeliHepa C npogyKuueli npu OnpefesieHHOM CXeme pa3MeleHus npoaykKuun B
HEM.

16. (11) TexHuyeckme TpebBOBaHUSA K MNpoueccy 06/ydYeHUust AO/MKHbI BK/KYaTb
B Cebsi, B 4acTHOCTMU, cregywuee:

a) (a) nogpo6GHble cBefeHUA 06 ynakoBKe MNPOAYKLNU;

6) (b) cxemy(b) yKnagkm npoayKUun BHYTPU KOHTEWHepa O/ 06/1yyeHusa .
Ecnn B 065ydaemMoM KOHTEMHEpEe HaxogsaTCs pas/iMdHble BUAbl MPOAYKUUU, ocoboe
BHMMaHWEe HeobXOoAUMO yAenATb TOMY, 4YTOO6bl MNOTHAs NPOAYKUMA Moayyuna rMosHyio
003y M He 23KpaHupoBasa Apyryw npogykumw. Kaxgplii crnocob YKIagKn B
KOHTEelHep pa3sHbiX BMAOB MNPOAYKUMU AO/KEH ObiTb onpefeneH B COOTBETCTBYHWLEN
npoueaype v [OMKEH MNPOWTU Banugauuio;

B) (C) cxemy pacnosiokeHUs KOHTEMHEepOB BOKPYr UCTOYHMKa  (MOPUVOHHBI
pexmMm) unm mapuwpyT o067lydaembiX OOBLEKTOB BHYTPU Kamepb Ans 061yyeHus
(HenpepbIBHLIA pPeEXNM) ;

r) (d) BepxHee M HuXHee MNpefenbLHO AOMNYCTUMbIE 3HadeHus NnornolweHHoM’
003bl U31y4YeHnsa Ansa npoayKuum M COOTBETCTBYHIWME METOAb LO3UMETPUN;

0) (e) BepxHee ” HwkHee nNpefenbHble 3HaA4YeHUs NMOr/IOWEHHON [03bl
n3nyyeHna ana obnyvyaemMoro KOHTelWHepa U COOTBETCTBYWWWE METOAbl A03UMETpun
0N KOHTPO/SA 3TOW MNOr/IOWEeHHOM [03bl;

e) () pgpyrve napameTpbl npouyecca, BK/Yasi MOWHOCTb MOrJIOWEHHOW [03bl,
MakKCuUMa/lbHOe BpemMs 3KCNO3uuMuM, YUC0 3KCNo3unuui, KONMYECTBO  LIUKJ/IOB
061yyeHus .

17. Ecnn obnyyeHue npoBOAAT MO [OroBopy, TO B TaKoMm porosope
pekomeHayeTCcsa npeaycMoTpeTb, MO  KpaliHelh Mmepe, nMoAMyHKTb "I m "n
nyHKTa 16 HacTtoswero MpunoxeHusi, onpegenswwme TEXHUYECKMe TpeboBaHuA K
npoueccy o6nyyeHus .

V. BBOA yCTaHOBKW B 3KcChiyarauuio
O6bwne TpeboBaHUS

18. (12) BBop B aKcrilyataumiw - 9TO 3IKCNEpUMEHTa/IbHO MNOJlyYeHHoe U
OOKYMEHTa/IbHO O(OpPM/IEHHOE [0Ka3aTesflbCTBO TOro, 4YTOo pajuauMoHHas ycTaHOBKa



npu paboTe B COOTBETCTBUM C TEXHUYECKUMM TpeboBaHMAMM K  npoueccy
NOCTOAHHO OyaeT paboTaTb B 3apaHee YCTaHOBJ/IEHHbIX npejenax. CornacHo
HacToswemy [NpuioxeHWiv 3apaHee YCTaHOBJ/IEHHbE Mpefesitl - 3TO MakCuUMasibHoe W
MUHUMa/IbHOE [OMNYCTUMble 3HAYeHUA [03bl, NpejHa3HayYeHHOW [ONs norsoueHuns
06/1yyaemMbiM KOHTEMHEpOM. WN3MeHeHMss B paboTe YyCTaHOBKU, KOTOpble MOryT
NPUBECTN K BbIXOAY 3HAYEHWI MNOr/OWEeHHOM KOHTelrHepoM [03bl 3a 3Tu npegesns,
HU MNPV KakKuX YC/OBUAX HE [OJ/IKHbI MpoucxoamTb 6e3 Begoma ornepartopa.

19. (13) BBopg B a3kKcnayartauuio [o/XeH BK/w4YaTb B cebs crnepnywuwue
3/1EMEHTbI:

a) (a) nnaHuvpoBaHue;

6) (b) cocTaBneHue KapTbl AO3HOro Nons;

B) (C) [OOKYMeHTa/lbHOe O(popM/IEHME;

r) (d) onpegeneHne TpeboBaHWi K MNOBTOPHOMY BBOAY YCTaHOBKN B
aKcnyaTaumio.

ICTOYHNKM ravMma-usnyyeHus
KoHCTpyKUuns

20. (14) TMNornouweHHass pgosa, nonyvyeHHas onpegeneHHol 4yacTbio
061y4aemMoro KoOHTelHepa B /1060 onpefdeneHHolr To4ykKe BOKpPYr — u3nydartens,
3aBUCUT, B 4YACTHOCTU, OT cnegywwmx (pakKTOpOoB:

a) (a) aKTUBHOCTb U reoMeTpusi UCTOYHMKA W3YYEHUS ;

6) (b) paccTosiHne OT UCTOYHMKA [0 KOHTelHepa;

B) (C) NpogonxuTenbHOCTb O00/ly4YeHus, KOHTponupyemasi Taiimepom nnm
CKOpPOCTbH [ABWXEHUS KOHBeliepa;

r) (d) cocrtaB 1 MJIOTHOCTb MaTepuasia, BKAWYas OPYryw MNPOAYKLUUIO Mexay
WCTOYHMKOM U OMpefesieHHOW 4acTblo KOHTeliHepa.

21. (15) CymmapHas norsolleHHass go3a 3aBUCUT TakKke OT MapupyTa, no
KOTOPOMY [ABUXYTCH KOHTEWHEpbl NP HENPEPLIBHOM pexuMe o06yyeHns, wim  oT
CXeMbl 3arpy3ku npv MNOPUUOHHOM pexmme 06/y4YeHusi, a TakKke OT  Ko/aMyecTsa
LUMKMOB 06/1y4YeHuns .

22. (16) Npu ¢gukcnmpoBaHHOM MapuwpyTe (Mpu HenpepbsBHOM O6G/yYEHUU) WU
npn (UKCUpPOBaAHHOW cxeme 3arpy3km (Npy MNOPUMOHHOM pexume obny4veHus), a
Takxke npu TMOCTOAHHOW MOWHOCTU WCTOYHMKA W  Buae nNpoayKUMn  OCHOBHbLIM
napamMeTpoM YCTaHOBKW, KOHTPO/IMPYEMbIM OMepaTopoM, SBASeTCA CKOpPOCTb
KOHBeliepa Wan Bpemsi, YCTaHOB/MIEHHOE Ha Taimepe.

CocTaB/fieHMe KapTbl A03HOro Mnoss

23. (17) Npu cocTaBneHUn KapTbl LO3HOrO MNONs Kavepa Ans 061yyeHus
[OMkHa ObiTb 3anofiHeHa KOHTeWHepamy C My/nsxamu 1AM obpasuamm npoayKumu
OAHOPOAHOV MNAOTHOCTWU. [O3MMEeTPbl AO/MKHbl GbiTb PACNOSIOXEHb HE MEHee 4eMm B
Tpex 3arofIHEHHbIX KOHTelHepax, KOTopble MpoXodAT u4epe3 wussydaresb. iy’
KOHTEelHepbl [O/XHbl ObiTb OKPYXEHbl aHa/IOrMYHbIMU KOHTelHepamm  uim My nskamu
npoaykumm. Ecnv npoaykumsa ysroxeHa HepaBHOMEPHO, OO3UMETPbl  OOJDKHbI ObITb
pa3meleHsl B 60MblleM KOMNYecTBe KOHTEeNHepos.

24_. (18) PacnonoxeHve [0O3UMETPOB 3aBUCUT OT pa3Mepos 06s1yyaemoro
KOHTeWHepa. Hanpumep, ANs KOHTeNHepoB pa3mepoM 1x1x0,5 M, [AO3UMETpPb MOryT
pacrnonaraTbCAa B y3/ax TPexMepHOl peweTknm c warom 20 CM C yYeToMm BHelHel
NOBEPXHOCTU KOHTelHepa. Ecnu npepgnonaraevble 30Hb C MaKCUMaibHOW W
MUHMM&/IbHOM [03aMu M3BECTHbl M3 MNpeapaylwmx OnbiToB, TO YacTb  A03UMETPOB
MOXeT OblTb M3bATa U3 30H CO CPEeAHMMW 3HAYEHUAMU 003 W MOoMelleHa B 30Hb c
3KCTpEeMasIbHbIMN 3HaYeHUsAMM [03bl ¢ warom 10 cm.

25. (19) B pe3ynbTaTe 3TOoil npoueaypbl [AO0MKHb ObiTb  OnpegeneH.
MUHMMa/IbHASA M MaKCUMasibHas [03bl, MOr/OWEeHHble NpoAyKUMen u NOBEPXHOCTbIO
KOHTeliHepa npu 3afaHHbiX NapameTpax YCTaHOBKW, MI0OTHOCTM MNPOAYKLUMW N CXeme
3arpys3Ku.

26. (20) B ugeanbHOM cry4dae Ana onpegeneHnsa  KapTbhl  AO3HOro nosns
HeoO6XoANMO WCMOJb30BaTb 3Ta/IOHHbIE [O03MMETPbI, MOCKOJ/IbKY OHW UMET 60/1blYio
TOYHOCTb. Takxe [OnNyCTMMO WCMOJfIb30BaHue 0O6bIYHbIX 003MMeTpoB, HO
pekovMeHayeTca pa3melaTb pPAfoM C HUMW 3TaNOHHbIE [03MMETpb B MecTax, roe
npegnonaralnTcs MUHMMa/IbHas U MakKcumanbHas [A03bl, W B 0ObIYHO KOHTPOSIMPYEMOM
MECTe B KaXIOM MOAE/IbHOM KOHTeWHepe aAnA o6syvyeHus. [loflyyeHHble  3HayeHus



NOr/IOWEeHHON A[03bl OyAyT MMETb C/yyalHylw MNOrpelwHoCTb, KoTopas MOXeT ObITb
onpegeneHa nNyTemM MHOMOKPAaTHbIX U3MEPEHUN .

27. (21) WN3mepeHHas 06blYHLIM JO3UMETPOM MUHUMasIbHas Habnwgaemas nosa,
HeobxoaMmaa AN1A rapaHTUM TOro, 4YTO BCe OONYyYEHHble KOHTEWHeps noayuunn
MUHUMa/IbHYI0 Tpebyewmyi [03Yy, [AO0/KHa ObiTb YCTaHOB/IeHA Ha OCHOBaHWW  3HaHWA
C/ly4aWlHOW MOrpewHoOCTN U3MEepPEeHUs WTAaTHbIX 4O3MMETPOB .-

28. (22) Bo Bpewms onpefeneHuna KapTbl OO3HOro Noas napameTps YCTaHOBKMU
Heob6XxoAMMO MnoAAepxMBaTb MOCTOSAHHBIMM, KOHTPO/AMPOBaTb N pPerncTpupoBaTb UX.
3Tn 3anucm BMecTe C pe3ynbTaramm OO3UMETPUN U APYTUMK NosyYEeHHbIMU
3anncaMmM HeobXoAMMO COXPaHATH -

PagvauuoHHble YCTaHOBKU C YCKOPUTENAMU 3N1eKTPOHOB
KoHCTpyKUUA

29. (23) nMornoweHHaa pf[o3a MWOHM3UPYWWEro u3ny4dyeHns B npoayKumnu
3aBUCUT OT C/iefyllWnx OCHOBHbLIX (haKTOPOB:

a) (a) xapaKTepucTmku Nyyka, a WUMEHHO: 3Heprus 3/1eKTPOHOB, cpegHwuii
MOTOK MyyKa, WMPUHa pPa3BEepTKN M PaBHOMEPHOCTb My4dka Mo WWPUHE pPas3BEepPTKU;

6) (b) ckopocTb KoOHBeiliepa;

B) (c) cocTaB M M/OTHOCTb NPOAYKLUMUN;

r) (d) cocraB, MNNOTHOCTb U TOMWMHA MaTepuana, HaxoAsllerocs mMexay
BbIXOZHbIM OKHOM WM 06/1y4aeMoi 4YacTbl MPOAYKLUUN;

n) (&) paccTosiHMe OT BbIXOAHOrO OKHa A0 KOHTelHepa.

30. (24) OcCHOBHbIMM NapameTpamMu, KOHTPOSIMPYEMbIMM OMEPaTopoM, SIBASKTCS
XapaKTepuCTUKN MyvyKa U CKOPOCTb KOHBelepa.

CocTaBneHune KapTbl AO3HOINo nond

31. (25) Mpn cocTaBneHUn KapTbl AO3HOFO0 NOAA  AO3UMETPbI Heobxoanmo
pacnonaratb Mexgy C/OsSIMM FOMOFEHHOrO MOrnoTUTENs, MOLENVPYHWENrO pPeasbHYIo
NPOAYKUMI, WA MEeXay C/osMM 06pa3uoB NpoAyKUMU OAHOPOAHOM M/IOTHOCTU Tak,
yTO6L He MeHee 10 M3MepeHuin OblnM  NpoBefeHbl B Mnpefenax  MaKCUMasibHOro
npo6era s1eKTPOHOB. HeobxoauMo Takxe cobofgaTb TPeboBaHWUSI, W3/TOKEHHbIE B
NyHKTax 24-27 HacToAwero MpunoxeHus .

32. (26) MNpn onpepeneHnn KapTbl AO3HOrO Mo napameTpsl pagnauoHHOM
YCTaHOBKM HeEo6X0AuMO MOAAEPKUBATHL MOCTOSIHHLIMU , KOHTPO/MpoOBaTb W
perncTpupoBaTb UX. ITWM 3anucu BMecTe C pe3ynbTaTtamum O3UMETPUM U APpYTUMK
NOYYEHHbLIMM 3anncsamm Heob6XOoAUMO COXPaHATb -

nOBTOpHHM BBO4 YyCTaHOBKM B 3KcChiyaTauyuio

33. (27) Npouenypa nNOBTOPHOro BBOJAa B 3KCnayaTaumio LOJKHA
NPOBOANTBLCA 3aHOBO KaxAbli pa3, Korga MnpoucxXogAaT W3MeHeHuUsa npouecca  Wiu
napameTpoB paavaunoHHOM YCTaHOBKW, CMOCOGHble MOBAWATL Ha  pacrnpejeneHve
NOr/IOWeHHOM [03bl B 06/1y4yaemMoM KOHTeliHepe (Hanpumep, npu 3aMeHe CTepxHen
obnyyatena). 06bem paboT MO MOBTOPHOMY BBOAY B 3KCnyartauuiw 3aBUCUT  OT
CTeneHn W3MEHEHUli, BHECEHHbIX B KOHCTPYKLUMIO o0b6nyyaTtens paavaunoHHo’
YCTaHOBKM WAN B KOHOUIypauui 3arpy3ku. lpy  Ha/imuymm COMHEHWIA npoueaypy
NOBTOPHOI0 BBOAA YCTaHOBKW B 3KCMjyaTtauuio Heob6xXoaMMO MPOBECTW 3aHOBO .

V1. TlowmeweHusA

34. (28) MomeuweHnsa cnepyeT NPOEKTUpPOBaTb W  3KCOyaTupoBaTb Takum
06pa3omM, 4YTO6bl 06/1yYEHHblE KOHTElrHepbl Obiin OTAENEHb OT  HeOob6/TyYEeHHbIX BO

n3bexaHne MepeKPecTHON KoHTamuHaumm. Ecnv maTepuassi o6pabaThLiBawT B
3aKpbITHIX  KOHTEeliHepax [anis  ob6/yyeHusi, TO HeT Heo6XoAMMOCTW  OTAENSTb
papMaueBTUUYECKME W HedapMaueBTMUYECKNE MaTepuasbl  Apyr OT apyra npwu

yC/noBUK, 4YTO B NocreaywueM He 6yaeT puckKa MX KOHTaMuHauun.
35. J/lbass BO3MOXHOCTb 3arps3HEHMs NpoayKuun pagnoHyKangamm [OMKHA
OblITb MCKJIYEHA.

VI1. TexHonmorn4yeckuii npouecc



36. (29) KoHTelHepsbl € npoayKuueii HeEOOXoAMMO 3arpyxaTb B COOTBETCTBUU
co cxewmoii(amn) 3arpyskm, ycTtaHoBneHHoW(biMM) B npouecce Banuaaluun.

37. (30) Bo Bpemsi npouecca [o3y 06ny4YeHuss gnsi o6siydaembiX KOHTENHEpOB
HeoO6XOoAMMO KOHTPOMMpOBaTb C  WUCNOSIb3OBaHWEM  Mpoleumnx arTecTauuio
OO3UMETPUYECKNX METOAUK. 3aBUCUMOCTb Mexay I3TOW  [o30ii n [o30ii,
NOr/IOWEHHON npoAyKuueli BHYTpM KOHTelHepa, [o/mkHa ObiTb yCTaHOB/eHa  npu
Ba/iMjaumm npouecca v BBOAE pajMauMOHHON YCTaHOBKM B 3KCMyaTauuio.

38. (31) [Ana Toro u4ToGh pasnunyaTtb OOG/YYEHHbIE WU Heob6/1yYeHHble
KOHTeliHepbl, Heo6XoAuMO MNCMNONb30BaTb WHAMKATOPb MOHU3UPYKWEro  U3J/yYeHUs .
OfHaKo TakvMe WHAMKaTOPbl He [OJ/DKHb MCMNONb30BaTbCA B KayecTBe €AWHCTBEHHOIO
CcpefcTBa pas/iMyeHus WM Kak eAWHCTBEHHbI noka3aTenb  YAO0BeTBOPUTESIbHbIX
pe3ynbTaTtoB 06paboTKU.

39. (32) OpHoBpeMeHHy 06paboTKy pa3HbiX BMAOB NpOoAyKUMN B ofHoM
3arpyske B pagvauluOHHON Kamepe HeobxoAuMO MpoBOAUTL TOJMILKO Torpga, Korga
no pesynbTaTaMm 3KcryaTaunmnm yCTaHOBKU WAW NO APYrYM [aHHbIM  YCTaHOBJ/IEHO,
YTO MOr/ioWeHHas f[o3a B Kax4oM OTAeNbHOM KOHTeliHepe HaxoamMTcsa B
YCTaHOBJ/IEHHbIX Mpejenax.

40. (33) Ecnu Tpebyemass no3a umlnyydeHus nosydaetcs 6o0nee yem 3a OfHY
3KCno3uumio nnn 6osee 4yem 3a OAMH MPOXO[ Yepe3 pagualuoOHHYK Kamepy, 3TOo
JO/MKHO ObiITb COrlacoBaHO C WPUAMYECKUM  JIMLUOM, Ha WMA KOTOPOro  BblgaHo
perncTpauynMoHHoe yaocToBepeHue. [lpy 3TOM YyKa3aHHas [Jo3a [JoxHa ObiTb
nonyyeHa B TeyeHWe npeABapuTesibHO YCTaHOBMNEHHOrO MNpPOMEXyTKa  BpEMEHU.
Opngnueckoe nNUUO, Ha UMA KOTOPOrO BbiAAHO perncTpalvMoHHOe  yAOCTOBEepeHue,
OO/MKHO ObiTb YBEOM/IEHO O He3arn/iaHMpOBaHHbLIX MepepbiBax BO Bpems 06/yyveHus,
€C/IN OHU YO/IMHAKT npouecc 06/lyYyeHUs CBbllle 3apaHee COrjlacoBaHHOIo BPEMEHM .

41. (34) O06nyyeHHas npoAyKUMs Bcerga [osmxkHa ObiTb oTAeneHa oT
Heob6/y4eHHol . Cnocob6bl AOCTUXEHMA 3TOro BKAWYawT B cebsa NCnosb30BaHue
nHamkaTopoB pagnaumm (NyHKT 38 HacTtoswero  [lpunoxeHns), a Takxe

COOTBETCTBYHWIUYI0 MAaHUPOBKY nomeueHunin (NyHKT 34 HacTosAwero MpunoxeHus) .
Fravvma-mnsnyyartenb

42. (35) Mpu HenpepbiBHOM pexume 06nydYeHUss [A03UMETPbl  AOSIKHbI ObITb
pacnosiokeHsl Takum obpal3om, 4TOOb Nog BO3AEeiCTBUEM W3MTyYEHUSs OAHOBPEMEHHO
HaxoguIncb He MeHee [BYX [03WMETPOB B TedeHuve BCero npotecca.

43. (36) Mpu NOPUMOHHOM pexume He MeHee [ABYX [A03MMETPOB OOJIKHBI
noaBepraTbCs BO34ENCTBMI0  WOHM3VPYWLWEro W3Ny4YeHns B MecTax  NoayyeHus
MUHUMa/IbHOM [03bl -

44. (37) Mpu HenpepbiBHOM pexmme ob6ny4veHus AosixkHa ObiTb npegycmoTpeHa
NHAMKauma Tpebyemoro pabodyero MosiokeHUss UCTOYHMKAa. [lonoxeHne UCTOYHMKA U
OBMXeHne KOHBeliepa [Oo/MkHbl ObiTb CBA3aHbl  O6/10KMPOBKOM. CKOPOCTb  ABWXEHUS
KOHBeliepa HeobxoAMMO MOCTOAHHO KOHTPO/MPOBaTb M PErucTpupoBaThb.

45. (38) Mpu NOPUVOHHOM pexume O6/TyYEHUSA NepeMeleHne UCTOYHUKa W
BpemMsi 3KCNo3numMnm ONA Kax[on cepun NPoAyKUUW  [AO/DKHbl  KOHTPOAMPOBATLCA U
perncrpupoBaTbCA .

46. (39) 0N nony4dYeHusa Xenaemon [03bl Heo6XOoAMMO KOPPEKTUpOoBaTb BpPEMS
06/1yyeHnss 1 CKOPOCTb [ABUXEHWA KOHBeliepa C y4yeTOM pacnajga wiv  [03apsagku
NCTOYHMKA U3ny4veHus. CpoK pgeiicTBMA napameTpoB YCTAaHOBKUA UK CKOpOCTHU
KOHBeWepa HeobxoamMMo (MKCMpOBaTb AOKYMEHTa/IbHO U CTPOro cob6nwgartb.

PaguauvoHHbie YCTaHOBKN C YyCKoOpUTeENnAMn 3/1EKTPOHOB

47. (40) B Kaxpgplhi KOHTeliHep JO/MKEH ObiTb MOMEWEH AO3UMETP.

48. (41) HeobxoguMO HENpPEPLIBHO perncTpupoBaTb cpegHee  3HadeHune
noToka nyyka, 3HEeprui 3/1IeKTPOHOB, WWPKMHY pPa3BepPTKM U CKOPOCTb KOHBelepa.
3Tn napameTpsl, 3a  VCK/YeHnEM CKOpoCTH KOHBeliepa, Heob6XxoanMo
KOHTPO/MpOBaTb B YCTAHOBMEHHLIX Mpefenax, ornpefesieHHblX BO BpPeMA BBoJa B
aKcnyaTaumi, MNOCKO/IbKY OHW MOABEPXEHbl CMOHTAHHLIM N3MEHEHUAM.

VI11. JokymeHTauus
49. (42) KonnuecTBO MNOCTYNUBWUX KOHTEWHEPOB UM KOHTEHEpOoB, Mpoweawnx

06/lyueHne 1 BbiBE3EHHbIX C MPOW3BOACTBEHHOW Nouwagku, AOMKHO coBnagaTtb WU
COOTBETCTBOBATb 3HAUEHWUSIM, YKa3aHHbM B COMNPOBOAUTENbHON  AOKYMEHTauuu.



Jiobble pacxoxfeHuss O0/MKHb PErncTpupoBaTbLCA U pacc/iefoBaTbCs .

50. (43) OnepaTtop paavauMoOHHOM YCTaHOBKM  [OJIKEH YAOCTOBEPATL B
NMUCbMEHHOM BMAEe AMana3OoH 3HA4YeHWA MNOrJIOWEHHbIX 03, MOJYYEHHbIX KaxablM
KOHTEHepOM Mpu Kaxgolh 3arpyske uan B Cepun MpoayKuuu.

51. (44) TexHonoru4yeckme 3anucm M 3anmcu no KOHTPOo  Ans Kax oW
cepun NpoayKuun, npowegwer obnydeHue, [AOSKHbI MPOBEPATbLCA M NOAMUCHIBATLCA
crieyyanbHO Ha3HaueHHbIM SIMLOM M COXPaHATbCA. MeTon U MecTo XpaHeHWA LOJSIKHbI
O6bITb COr/lacoBaHbl Mexay opraHv3auueri, NpoBoAMBLEN 06/yYeHWe, 1 PUANYECKUM

NvUoOM, Ha UMA KOTOpPOro BblaHO perucTpaumoHHoe Y[AOCTOBEpPEHNEe Ha
NeKapCTBEHHbI npenapar .
52. (45) [okymeHTauusa, OTHOcAWasca K Banujaumuv pagnauoHHOM

YCTaHOBKM, [O/MKHA XPaHUTbCSA B TEYEeHWe OAHOro roga Mnocne UCTEUYEeHUst  cpoka
rogHocCTV Wnn, Mo KpaiHelh mepe, B TedeHue NATU NEeT Nocne BbiMycKa nocnegHeri
npoayKumun, npouweguer obnyvyeHne Ha 3TOW yCTaHOBKE, B 3aBUCMMOCTU OT TOro,
Kakoii nepuog [onblie.

IX. MMKpOBMONOIrMYECKNA KOHTPOJb

53. (46) OTBETCTBEHHOCTb 3a MUKPOOWONOrNYECKUA MOHUTOPUHI HeceT
NpPoM3BOANTE/Ib IEKAPCTBEHHbLIX CPeACTB. JTOT MOHUTOPUHI MOXeT  BK/KWYaTb
MOHUTOPUHI MPOU3BOACTBEHHOIM cpedpl M KOHTPO/Sb NpoayKuuu nepepg o6yyeHuem,
KaK YCTaHOB/IEHO B perucTpauyoHHOM A0Cbe.

MpunoxeHne N 13
K lpaBunavm opraHusaumn Npou3BOACTBa
N KOHTPONS KayecTBa /IEKAPCTBEHHLIX CPencTB

JlekapcTBeHHble MpenapaThl 418 KAWHUYECKUX WCCiefoBaHnii
1. lMpuHUMN

1. JlekapcTBeHHble npenapaTbl A7 KANHUYECKUX WCCMeAoBaHWi [A0KHbI ObiTb
Npou3BeAeHb B COOTBETCTBUM C HacTosAwmmu lMpaBunamm U C  YYeTOM  MOJSIOXEHWI
COOTBETCTBYWWNX HOPMATUBHLIX MPaBOBLIX aKTOB PoccuiicKoii depepauum B
3aBNCUMOCTM OT CTagum pa3paboTKu /IeKapCTBEHHOro npenaparta. MeTogpl paboThl
OOMMKHbl ObITb TUMOKMMKM, 4YTOGL o6Gecrne4vnBaTb BO3MOXHOCTb BHECEHUS U3MEHEHWI No
MEpEe paclMpeHns 3HaHWA O npouecce, M AO/XHb OTBeyaTb CcTaguu  paspaboTKu
NleKapCTBEHHOro npenapara.

2. Mpn KIMHWYECKUX MCCefoBaHMAX MOFYT BO3HUKHYTb  AOMOJIHUTE/bHbIE
PUCKM 01181 YHACTBYWWMX B HUX MauMeHTax MO CPaBHEHWW C puUcKamm Agns Tex
nayMeHToB, KOTOpble MPUMHUMaKT 3aperucTpupoBaHHbE NEKAPCTBEHHbIE Mpenapathl.

3. T[lpumeHeHne HacTosAwux [paBun K  Mpou3BOACTBY ncecneayembix
NIEKapCTBEHHbLIX MpenapaToB HarnpaB/iEHO Ha WCK/WYEHWE PUCKOB ANs NauyveHToB, a
Takke Ha To, 4YTOObl Ha pe3ynbTaTbl KIMHUYECKUX WCCAefOBaHWUi He  MOoBAUSAMU
HeAoCTaTo4YHble 6e30MacHOCTb, KadyecTBO WAM  3DPEKTUBHOCTb  /IEKAPCTBEHHOIO
npenaparta, sIBAsSWWWECs C/eACTBMEM ero HeHag/exalero npovM3BOACTBAa.

4. B paBHOW Mepe 9TW TpeboBaHMs npegHa3HaudeHbl ANs  obecneyeHust
NOCTOSIHCTBa OT CEPUM K CEPUM OAHOIO U TOrO Xe MCCNefyemoro neKapCTBEHHOro
npenaparta, WCMO/Ib3yeMOro B O4HOM WAN B Pa3HbIX KIVMHUYECKMX WUCCefoBaHUusX,
a Takxe ANnsi AOKYMEeHTa/lbHOro oopMaeHnUs M O0OOCHOBaHMA W3MEHEHUIA B npouecce
pa3paboTKM TaKoro sIeKapCTBEHHOIrO Mpenaparta.

5. Mpou3BOACTBO WCCNeayeMbiX NEeKapCTBEHHLIX npenapaTtos CBSI3aHO C
[ONONIHATENbHOW C/OXHOCTbI0 MO CPaBHEHMI0 C MPOM3BOACTBOM 3apPEerucTPUPOBaHHbLIX
NIeKapCTBEHHLIX MpenapaTtoB M3-3a OTCYTCTBUS YCTaHOBJ/IEHHbIX npoueayp ,

CYUWECTBYHWMX pasnMumii B cCxemax KAUHMYECKUX MCCnefoBaHWA U, KakK cneacTeue,
pa3HbiX TpeboBaHWi K ynakKoBKam, Heo6XO0AMMOCTU paHaoMu3aumm u KoAMpoBaHus
(mackupoBaHusi, Mcrnonb30BaHWe ‘‘crenoro’ meToda), a Takke Wn3-3a  60MbWLOro
pUCKa NepeKpecTHOl KOHTaMuHauum n nepenyThiBaHWS NIEKAPCTBEHHbIX MpenapaToB.
Kpove Toro, pgaHHble 006 3(PHeKTMBHOCTUM U TOKCUYHOCTU NeKapCTBEHHOI 0O
npenaparta MOryT 6bTb HEMO/IHBIMM, BanugauuMsa npouecca MOXeT O6bTb  HenosiHol
WA MOryT WCMO/b30BaTbCA 3apernucTpupoBaHHbie /eKapCTBEHHbIe  MpenapaTtsl,
KOTOpble 6GbiM MepeynakoBaHbl WM HEKOTOPLIM 06pa3oM MoAM(GMUMPOBaHLI. MepcoHan
npon3BoANTESNST AO/KEH MPOMTU MOArOTOBKY MO MPUMEHEHUID HacTosAwux MpaBun B
OTHOWEHUN UNCCNEeAYEeEMbIX NEeKapCTBEHHbIX MpenapaToB. [O/MKHO 6biTb  YCTAHOB/IEHO



B3aMMOAENCTBME CO CMOHCOpaMU K/IVMHUYECKMX WUCCMefoBaHui, KOTopble — ABAAKTCS
OTBETCTBEHHLIMX 3a OpraHu3auui KAMHUYECKUX MCCefoBaHWin, BK/Yas KayecTBO
nccnefyemMbix eKapCcTBEHHLIX NpenapaToB. Bo3poclasi CMNOXHOCTb TEXHO0rMYecKux
NnpoueccoB TpebyeT NpPMMEHEHUs BbICOKOI(MEKTMBHON (HapmaueBTuHecKoi CUCTEMBI
KayecTBa.

6. HacTosiumm lMpunoxeHnem TakKke YCTaHOB/IEHb TpeboBaHMS K OPOPMIEHUIO
3aKa30B, OTrpy3ke, TPaHCMOPTUPOBKE M BO3BpaTy NEKAPCTBEHHbIX  MNpenapaTos,
npegHasHauyeHHbIX ANs KIAVMHUYECKUX WUCCefoBaHWni .

JlekapcTBeHHbIE MpenapaThl, He sIBASWWECS WUCCenyeMbIMU

7. MauneHTam MOryT ObiTb NpPefoCTaBNeHbl JIeKapCTBEHHbe  npenapatsi,
KOTOpble He SABMASATCHA UCCc/edyeMbiMi Npenapatamm, nnaue6o wnM  npenapaTtamu
CpaBHeHUs1. Takue NeKapCTBEHHble npenapaTbl MOFYT TMPUMEHATLCA B KayecTBe
CONyTCTBYWUEN Tepanun wAn [Na  oKasaHUa MeAULUHCKOW MoMoWwy C  Lesblo
NPOMUNAKTUKA, ANAFHOCTUKU Unn nedeHnsa, n (Unn) BcneacTBMe  Heob6XoAMMOCTU
obecrneueHnst nauvMeHTam MeAMLMHCKOro Yyxoga. Takue npenapaTthl  TaKxe

JoNycKaeTcsi MpPUMMEHsSTb B COOTBETCTBMM C  MPOTOKO/IOM KIMHNYECKOT O
nccnefoBaHuss C  Uebl  CTUMYMPOBaHUSA  HU3UOMOrNYECKONA peakuun. 3Tn
NeKapcTBeHHble MpenapaTtsl He  SABASKTCSA  UCCefyembiMu NeKapCcTBEHHbIMU
npenapatamm M MOFyT 6biTb MpPEAOCTaBfIEHb CMOHCOPOM WAW  UCCHeAoBaTesieM.
CrnoHcop [JOMXeH rapaHTMpoBaTb, UYTO [aHHbe JIeKapCTBEHHbIe npenapatbl

COOTBETCTBYWT 3asiBleHN O Bbigaue paspelieHnss Ha MpoBeAeHne  KANMHUYECKOrO
nccnefoBaHuss 1 UMewT Tpebyemoe AN UeNU UccrefoBaHWs KadecTBo. [py  3ToMm
OH [O/KEH MPUHATb BO BHUMaHME WCTOYHUK NEKAPCTBEHHbLIX MNpenapaToB, SABAAKNTCSA
N TakKne NeKapCTBeHHble MpenapaThl  3aperucTpupoBaHHbIMU U 6biIn NN OHU
nepeynakoBaHbl. PeKkomeHayeTcs MNpuB/fieKaTb K 3TOW paboTe YMNoSIHOMOYEHHOE /NLIO
N yunTbiBaTb €r0 MHEHUE.

JlnueH3npoBaHne NpPoM3BOACTBA M MNOArOoTOBKA K MPUMEHEHWIO

8. Kak nonHoe npomn3eoacTeso, TakK W1 OTAE/ibHble CTaaun nponseoacTBa

nccneayembiX NIEeKapPCTBEHHbIX MpPenapaToB, a TaKxe pas/indHble MpPoLecchl nX
pasgeneHusi, yrnakoBkWU WAM UX nepepada nognexar NULEH3UPOBaHWUW. JIMLEH3US Ha
NPON3BOACTBO JIEKAPCTBEHHLIX CpPeAcTB He TpebyeTcsa ans noAroToBKN K
NMPUMEHEHNI0  UCC/IeAYyEMbIX  JIEKAPCTBEHHLIX  MpenapaTtoB B MeAVNLNHCKNX
opraHu3aumsix.

9. B pamMKax YyKasaHHbIX MOJIOKEHWIA noa NOArOTOBKOW K NMPUMEHEHUK
NOHMMaEeTCs MPOCTON Mnpouecc, TaKoi Kak:

pacTBOpeHue WM  AWcrneprupoBaHvMe  KCCregyemoro NeKapcTBEHHOI 0
npenaparta Ansi ero BBEeAEHUS NauueHTy, Win
pasBefeHne WM CMewuBaHue uccnenyembix(oro) nekapcTBeHHbIX(0ro)

npenapatos(a) c gpyruMm BewecTtBoMm (BewecTtBamn), wucnonblyemoro(bix) Kak
HOCUTEe/Nb C Lefbl BBEAEHUA NeKapCTBEHHOro npenaparta.

10. CmewnBaHMe HECKO/IbKUX WHIPeAVeHTOB BMeCcTe, BK/W4Yas  [AeicTBywuee
BeWecTBO, C Lenbl NOMy4YeHUs UCCefyemMoro /fneKapCTBEHHOro npenapara He
ABNAETCA MNOAFOTOBKOW K MPUMEHEHMI0.

11. Vccnepyembiii NneKapCTBEHHbIi npenapaT AO/XeH ObiTb B HaAuuuu Ao
npouecca noAroTOBKU K MPUMEHEHMI0 .

12. Mpouecc nMOArOTOBKM K TPUMEHEHMI0 pPEKOMEHAYETCS  OCYWeCTBATb
HenocpeAcTBEHHO MNepes BBELEHWEM.

13. Takoil npouecc [AofXeH 6biTb W3MI0OKEH B 3asAB/EHUU 0 Bbljgaue
paspelleHns Ha npoBeAeHne KAMHUUYECKOro wuccnegoBaHus u (unn) pgocbe
nccnefyemoro JfleKapCTBEHHOro nmnpenapata UM B NpPoOTOKose K/IMHNYECKOT O

nccnegoBaHnst NMb60 B COOTBETCTBYWILENH MHCTPYKUUM, UMEWLWENcs B MeAMLVHCKOIA
opraHusauumn.

11. TepmuHbl 1 onpeneneHns

14. [na uyeneilt HacToswero lpunoXxeHUs MCNOoMb3YWTCA crepyllme OCHOBHbE
NOHATUSA X

[OCbe Ha NEeKapCTBEHHLIM npenapaT - KOMMJIEKT [OKYMEHTOB, cofepxaumx
BC WHpopmaumi (UM CCbUIKA Ha COOTBETCTBYWUME AOKYMEHTH), Heobxoaumyl Ans
cocTaB/fieHMsA NOAPOOHBIX MHCTPYKUMA N0 MNPOM3BOACTBY, YMNakoBKe, KOHTPOJII0



KayecTBa, Bbljaye pas3pelleHus Ha BbiMYCK cepunm ”n  OTrpy3Ke  uccnegyemoro
NeKapCcTBEHHOrO npenapara;

3aKka3 - 3ajaHuMe Ha Mpou3BOACTBO, YynakoBky u (uan) JOoCTaBKy
onpegeneHHoro KonuyecTBa eaguHUy uccnepyembix (0ro) nekapcTBeHHbIX(0ro)
npenapatoB(a);

UMMOPTEP UCCNeayeMOro /IEKapCTBEHHOINO CpeacTBa - NMUO, MMeKwee npaBo
Ha WMMOPT WCCAefyeMOro JieKapCTBEHHOro  npenapara, ofopmneHHoe B
COOTBETCTBMN C HOpPMATMBHbLIMA MpPaBOBLIMU aKTamy Poccuiickoin depepaunu;

nccnegoeatenb - (U3MYECKOe NUO, Hecyllee OTBETCTBEHHOCTb 3a
npoBefeHne KAVHNYEeCKOro uccnefoBaHuMa B MeVMUMHCKOW opraHusaumn. B cnyuvae
npoBefeHnst uccrnegoBaHMsas B MEAUUMHCKOW  OopraHu3auuu rpynnoi nuy,
nccnegosatenem (MMEHyeMbiM TakKxe rfaBHbIM  UCCnegoBaTenem) aBnsieTcs
pyKoBOAUTENb TPYMnbl;

Nccnenyembini NeKapCTBEHHLIM NpenapaT - JfIeKapCTBEHHbI npenapaTt nnn
nnauebo, uccnegyembie UM UCMNOMb3yeMble B KayecTBe npenaparta CpaBHEHUs npu
NpoBeAeHUN K/IMHUYECKOro uccrefoBaHusi. K uccnegyemsim NIeKapCTBEHHLIM
npenapatamM OTHOCATCA TaKXe yxe  3aperMcTpuMpoBaHHbe NeKapCTBEHHLIE
npenapatbl, €C/iM Crnoco6 MX MpPUMEHEHUA WKW nNpoum3BoAacTBa  (JlekapCTBeHHas
hopva unm ynakoBka) OT/MYAETCA OT 3aperucTpupoBaHHOro, a Takxe B C/y4vae
UX WNCMOMb30BaHMA MO elle He OAOOpEeHHbLIM noKasaHuaMm wan  Ans noayyeHuns
OOMONHUTENLHON MHDopMaumMm 06 yxe 3aperucTpupoBaHHOW IEKAPCTBEHHON (opme;

K/IMHWYECKOE uccriegoBaHMe - Nwboe uccnegoBaHne, MNPOBOAVMOE C yyacTUeM
yenoBeka B KayecTBe cybbeKTa A1 BbiABIEHUSA WM NOATBEPKLAEHUS KINHUYECKUX,
(hapMaKoormyecKmnx 7 (nnn) OpYTUX  (hapmMakogMHaMUYeCKUX  ahpeKToB
nccnepgyemoro(bix) nekapctBeHHoro(bix) npenapata(oB) n (uan) pns BbISIB/1IEHUSA
HexenaTenbHbIX peakumin Ha Hero (Hux), u ) ana unlydeHna ero (uUx)
BCachiBaHUsi, pacnpegeneHns, metabosm3ama U BbiBEAEHUS C LENbl OLEHKM  €ero
(ux) 6ezonacHocTn N (UNN) 3PPEKTUBHOCTU;

OTrpy3Ka - ornepaumm rno yrnakoBKe Ans OTrpy3KuM M MO  TpaHCNopTUpoBKe
3aKasaHHbIX uccnegyembix /ieKapCTBEHHbLIX MNpenapaTos;

npenapaTt CpaBHEHUS - WUCCMEeAYEMbli /1eKapPCTBEHHLIN npenapaTt w1
3aperucTprvpoBaHHbili NIeKapCTBEHHbI nNpenapaT (AN8 aKTMBHOIO KOHTpons)  nnéo
nnaye6o, wCMNonb3yemble [ANS CpPaBHEHUss Npu  NpoBeAeHun KNMHUYECKUNX
nccnenoBaHuii;

pPaHAOMU3aUNOHHbI KOA, - CMUCOK, MO3BOMSAKWWIA YCTAaHOBUTbL, KaKyl Tepanuio
C YyYeTOM paHAOMU3aUUN MOoMy4daeT Kaxaplii nauueHT;

paHgoMu3auust - MPoLEecc pacnpeaeneHust nauueHToB Mo  rpynnaMm  fedyeHus
WNN  KOHTPONSA Cily4daiHbiM o06pa3oMmM, MO3BOMASAWWUA  CBECTU K  MUHUMYMY

CY6BbEKTUBHOCTb;

"cnenoin™ metog (‘‘mMackupoBKa'') - mMeTof, Mpu MNpPMMEHEHUM KOTOPOro ofHa
unn 6onee CTOPOH, Y4yacTBYWWMX B MWCCNeAOBaHUXM, He NH(OOPMMPOBAHbLI O
nposogumom(bix) TepaneBTudyeckom(uUx) HasHayeHun (Ha3HauyeHUsx) . MpocTon
""cnenoi’ wmMeTo4 O3HadYaeT HeocBefoOM/eHHOCTb naumeHta(oB), a [OBOViHOM

"‘cnenoi”™ meToh - HeocBeAOM/IEHHOCTb O npoBoAnMOM(biX) TepaneBTnyeckom(nx)
Ha3HauyeHun (Ha3HaudeHuax) nauymeHTa(oB), uccnepgosaTtens(ein), HabnwgaTenen u
B HEKOTOPbLIX Cry4dasx fvl, aHa/M3UpywlMxX MNoSyyYeHHble fAaHHble. B OTHoweHun
NCcnefyeMoro  flekapCTBEHHOro  npenapaTta  ‘‘cnenoit”™  MmeTog — O3HauvaeT
npegHaMepeHHy MaCKUpPOBKY WAEHTUYHOCTM 3TOr0 JIEKAPCTBEHHOrO npenapata B
COOTBETCTBMM C WMHCTPYKUUAMM CMNOHcopa. Packpbitve koga (CHATUE MaCKMPOBKMW)
O3HayaeT packpbiTue uvHpopmauin, MO3BOMSANWENR UAEHTUGUUMPOBaTb paHee
3aMacKUpOBaHHbI TEKAPCTBEHHLIA Npenapar;

CMOHCOP - pUANYEeCKOe NUUO, OCYLWECTBASWlWEee OpraHusauul  NpoBeAeHUs
KNMHMYECKOrO UCCNefoBaHWA JIeKapCTBEHHOro npenapata And  MeauuUMHCKOro
NPUMEHEHNS .

111. YnpaBneHne kayecTBOM

15. (1) o¢apmaueBTUHECKAA cuUcTemMa KadecTBa, pa3paboTaHHasa u
NpPoOBEpPeHHan Mpon3BoauTeNnieM, [O/HKHA COOTBETCTBOBaTb TPeOOBaHWAM HaCTOAWMX
MpaBnn, OTHOCAWMMCH K WUCCNefyembiM SIeKapCTBEHHbLIM npernaparaM, [fo/kHa  ObiTb
OOKYMEHTa/IbHO ojopm/ieHa U [OCTYyMHa CrOHCOopPY -

16. (2) Cneungukaumm nU TeXHOJIOrMYeckKne UHCTPYKUUM Ha uccnepyemsie
NleKapCTBEHHbIE MnpenapaTsl MOryT WU3MEHATbCHA B Mpouecce X pas3paboTku, HO npu
3TOM Heobxoaumo obecneunTb UX MOJHLIA KOHTPO/SIb U MNPOC/IEXMBAEMOCTb BCeEX



N3MEHEHNA .
1V. lMepcoHan

17. (3) Becb nepcoHan, AesaTenbHOCTb KOTOPOro CBA3aHa C UccnenyembiMu
NeKapCTBEHHbIMM MpenapaTtamm, [O/DKEH NPOWTW COOTBETCTBYyWWeEe  06y4eHwue,
CBA3aHHOe CO CchneuuprKon [AaHHOro BuAa MNPOAYKLMM.

18. [laxe B cny4asx, kKorga wtaT paboTHMKOB HEMHOIrQUUC/IEHHbI, ans
NPOV3BOACTBA KaxAoi cepun UCcrefyembiX JIeKapCTBEHHbIX MpenapaTtoB  [OJKEH
ObITb onpefeneH OTAENbHLI NepcoHas, OTBeYawlmini 3a NPOU3BOACTBO N KOHTPO/b
KayecTBa.

19. (C)) YnosiHomo4eHHoe ngo [LOJIXHO obecneunTb Hanuue
COOTBETCTBYHWIWMX CUCTEM, OTBeyawwux TpeboBaHWAM HacTosAwero lNpunoxeHna. [OnA
3TOro ynoJIHOMOYEHHOE /INLO [AO/KHO MMEeTb Hajjiexalylw noAroToBky B o6nacTtu
pa3paboTKku  fleKapCTBEHHbIX npenaparos " nposefeHus KITIMHNYECKUX
nccnefoBaHuii. PyKoBOACTBO [O/15 YNO/IHOMOYEHHOIO /iMua No OUEHKe uccrnenyembix
NeKapCTBEHHbLIX MpenapaTtoB NpmBeeHO B NyHKTax 61-65 HacToAwero MpunoxeHuda .

V. lomeuweHna n obopyaoBaHue
20. (5) nMNpm paboTte c wuccregyembiMM JfleKapCTBEHHbIMU npenaparamu

I/IH(*)OpMaLI,I/IFI O TOKCHUYHOCTU, aKTUBHOCTU U CeHCl/I6l/U'IVI3I/IpyIOLLU/IX CBoOlicTBax MOXeT
OblITb HEMOJIHOWM, B CBA3M C 3TUM nponseogunTesib  AOO/IXEeH YAOEeNATb ocoboe

BHMMaHME CBEAEHWN K MWHUMYMY  PUCKOB  MEepeKpecTHOl KOHTamMMHauuu .
KOHCTpYKUMa 060pyaoBaHMA M MOMEWEeHui, MeTodsl WCMbITaHuA 1 KOHTpONda, a
Takxe npegens AONYCTUMbIX KOHUEHTpAuUuii OCTaTKOB MNOCNE O4YUCTKU  OOJDKHbI
YUNTbiBaTb XapaKTep YKa3aHHbIX pPUCKOB. B  cooTBeTCcTBywWMX  cay4dasx

npov3BoAuTeNlb  AOMKEH  obpawaTb  BHMMaHue  Ha opraHusauui padoThl
Npou3BOACTBEHHbIMM UuKnamm (KamnaHusimm) . [pun  Bblibope Mowuero cpeacTBa
HEeo6X0ANMO Y4MTbiBaTb pPaCTBOPMMOCTb  JIEKAPCTBEHHOIO npenaparta Ans

K/IMHUYECKUX UCCNefoBaHum .
V1. [JokymeHTauusd
Cneunpmnkaumm n UHCTPYKUUK

21. (6) Cneumpmkauum (Ha unCXOOHOE Cbipbe, TMepBUYHbIE  YNakKOBOYHbIE
mMaTepuansl, MPOMEXYTO4YHble MPOAYKThHl, HepachacCOBaHHYKW M rOTOBYKW MPOAYKLMIO),
pernameHTbl, TEXHO/IOrMYecKUe UHCTPYKUMU N UHCTPYKUUU MO  YNaKOBKE  [OJIKHbI
ObITb HACTO/IbKO MOJIHbIMW, HACKOJ/IbKO 3TO MNO3BOMSAET CYWeCTBYWWMA  YPOBEHb
3HaHWin 0 npogykTte. Mo xogy pa3paboTKu JieKapCTBEHHOIO npenaparta ux
HeobXxoAnMO Mnepuoanyeckn oueHmBaTb U O6HOBMATL  (Npu HeobxoaumocTn) . B
Kaxaoli HOBOIi Bepcunm [JOMXHbl OblITb  YUYTEHbl camble nocnefHue  AaHHble,
ncnosnb3yemass B HacTosilee BpemMsi TexHosiorumsa, TpeboBaHus FocynapcTBeHHOl
(hapmakonen Poccuiickoii depepaumm M HOpPMaATUBHBLIX NPaBOBbIX aKTOB PoccuincKoii
depepaunm. HoBasi Bepcus JOMKHaA TaKke cofepxaTb CCbUIKY Ha  npeabaylyo
Bepcuio Ana obecneyeHuss NPOCNexMBaeMoOCTVW U3MeHeHWi. [pou3BoauTeNb  OOSKEH
yTBepAMTb npoueaypy L5 BHECEeHUss bbiX M3MEHEeHWUlr, KOTOopbie MOryT MNOBAUATb
Ha KayeCcTBO MCC/leQyemMoro fieKapCTBEHHOro npenapara, B 4YaCTHOCTM, Ha  ero
CTabunbHOCTb N OGUO3KBUBAIEHTHOCTD -

22. (7) Ob6ocHOBaHUS AN BHECEHUS U3MEHEHWI AO0/MKHbl 6biTb AOKYMEHTasIbHO
ojopmneHsl. [pou3BognTenb [JOMXEeH MpoaHa/IM3MpoBaTb BAUAHME BHECEHHbIX
N3MEHEHWA Ha KauyecTBO WCCMeAyeMoro JieKapCTBEHHOro npenapata W Ha
NPoOBOAVMbIE K/IMHUYECKME WccnefoBaHus . Pe3ynbTaTbhl Takoro aHaimsa  [OJDKHbI
ObITb OOPM/IEHb AOKYMEHTa/IbHO .

3aka3s

23. (B) 3akas ponxeH cogepxaTb TpeboBaHMe Ha MPOM3BOACTBO U (vnn)
YNakoBKY OnpefesieHHOro yvicna efuHul, npogykumm n (Unn) ee oTrpy3ky. 3akas
NPoM3BOANTESI0 HampaBfsgeTCA CMOHCOPOM WAW  JIMLUOM, AelCTBYWWUM no ero
nopy4yeHumiw. 3aka3 [o/ixeH 6blTb opopmneH Ha GymMaxHOM HocuTene wu (wn) B
3NMEeKTPOHHOM BUAe M OblTb AOCTATOYHO HYETKUM BO u3bexaHne pasHouTeHuli. 3akas
JOMKeH OblTb YTBEPXAEH JIMLOM, WUMEKWMM COOTBETCTBYWWME MOSHOMOYUA, U UMETb



CCbIIKY Ha [0OCbe Ha JIeKapCTBEHHbI MnpenapaT M Ha MNPOTOKON  KANHUYECKUX
nccregoBaHNi .

[locbe Ha neKapCTBEHHbIi npenapat

24. (9) [Jocbe Ha feKapCTBEHHbi npenapat  AO/HKHO HenpepsLIBHO
OGHOBNATBCA NO Mepe pa3paboTKM JieKapCTBEHHOro npenaparta. Mpn aTOM
nponsBoanTe/lb JOMXeH obecneunTb MPOCMeXMBAEMOCTb MNpeapiaylnx Bepcuii Aocbe
Ha fleKapCTBEHHbIN npenapar.

25. [locbe Ha NeKapCTBEHHbIi npenapaT [AO/KHO BK/W4YaTb B ceb6s, B
YacTHOCTU, crnepywume AOKYMeHTbl (MNN codepxaTb CChIIKM Ha HUX) :

cneydukKauum W aHaIMTUUYECKMe MeTOAUKM Ha UcxXodHoe chipbe MU
yNaKoBOYHbIE MaTepuasbl;

cneuguKauMnm 1 aHaIMTUYECKMe  MeTOAUKM  Ha NPOMEXyYTOUHYH ,

Hepac(acoBaHHY0 U FOTOBYH MNPOAYKLNIO;

TEXHONOMNYeCKNe WNHCTPYKLUUN;

MEeTOAMKN KOHTPONA B npouecce Mpou3BoACTBa;

YTBEPXAEHHYI0 KOMUID 3TUKETKW;

NPOTOKOJIbl K/IMHUYECKUX UCCNefoBaHnii U, B COOTBETCTBYWWUX  Cly4asx,
paHooMM3aLMoHHbIE KOAbI;

[OroBOpbl C WUCMOMHUTENAMWU, YKa3aHHble B nNyHKTax 237-255 HacToAWNX
Mpasun (rpu HEO6XOANMOCTW) ;

OaHHble 0 CcTabwibHOCTWU;

YC/IOBUA XPaHEHUss W TPaHCNOPTUPOBKM .

26. MNpuBefeHHbI nNepevyeHb [OKYMEHTOB MOXET WU3MEHATLCA B 3aBMCUMMOCTMU
OT /IeKapCTBEHHOro npenaparta M cragun ero paspaboTkun. Cogepxawascs B goCbe
NHQOpMaLMa AO/MKHA CNYyXMTb OCHOBOW MNPU OUEHKe FOTOBHOCTM AN NPUEMKA U
Bbl4aun paspelweHnss Ha BbilYCK KOHKPETHOW cepuu  YMNOSIHOMOYEHHbIM  INLOM,
KOTOpPOe [O0/KHO MMEeTb AOCTYN K Takoi uHpopmauun. Ecnm  pasHble craguu

npouecca MNpPoM3BOACTBA  OCYWECTBASAWT  Ha  pasHbIX yyacTkax, rpge
OTBETCTBEHHOCTb HECYT pa3Hble YMO/IHOMOYEHHbe /fuua, [AONyCKaeTcsa  BEecTu
oTAeNbHbe [OCbe C OFpaHWYeHHoli uvHhopmauuvelr, uvelller OTHOlLEHUE K

JesiTelbHOCTM Ha COOTBETCTBYWWMX Yy4yacTKax.
PernameHT M TEeXHONIOrMYecKne WHCTPYKLUUN

27. (10) Kaxpasa npouM3BOACTBEHHas ornepauus wuan onepauus rno oTrpy3ske
OO/MKHA  BBIMOIHATBCA B COOTBETCTBUM C  YETKOW UM [OCTATOYHO  MOJIHOA
WHCTPYKUMEN N CONpPOBOXAATbCS OPOPMAIEHMEM COOTBETCTBYWUMX 3anuceii. Ecnu
onepauusi He sBNSieTCA MNOBTOPSEMOW, TO He 06A3aTefNlbHO COCTaBAATb pernavmeHT
N TEXHONOIMMYEeCcKne MHCTPYKUMU. 3anucu UMENT Ocoboe 3HadeHne Ans NoLrOoTOBKMU
OKOHYaTe/IbHbIX TEKCTOB [OKYMEHTOB, KOTOpble 6yayT ncnonb3oBaTbCsA MNpw
CepuiiHOM Mpou3BOACTBE MOC/E MOJIYYEHUS PErUCTPaUMOHHOIO YAOCTOBEPEHUS Ha
NeKapCTBEHHbI npenapar .

28. (11) WHpopmaums, copepxawasicid B AOCbe Ha /IEKapCTBEHHbLIM npenapart,
OO/MKHa  UCMob30BaTbCA npu pa3paboTke  MogpO6HbIX WHCTPYKUWiA no
NnPON3BOACTBY, YMNaKOBKe, MWCMbTaHUAM [AnS KOHTPOSss KadvecTsa, YC/IOBUSAM
XPaHEeHUss U TPaHCNOPTUPOBKMU .

WHCTPYKUUN NO ynakoBke

29. (12) Wccnepyemble nieKapCTBEHHble npenapaThl, Kak npaswio, OOJIKHBI
yNakKoBbiBaTbCA VHAMBUAYA/IbHO [O/19  Kaxgoro nauyeHta. KonnyecTBo — efnHUL,
yrnakoBbiBaeMoii npoayKumm [O/MKHO ObiTb onpefeneHo [0 Hadasa onepaunmii  no
yNakoBKe C YYEeTOM KOoNuyecTBa efuHUL, HeobXoAuMbIX AN NPOBEAEHUA KOHTPOSA
KayecTBa, M OoT6opa apxmMBHbLIX 06pasUoB AN XpaHeHuA. [locne  OKOH4YaHuA
YNaKoBKM N MapKMpPOBKU HEOOXOAUMO COCTaBUTb MaTepuasibHbii  6anaHc, YTOObI
rapaHTMpoBaTb MpPaBW/bHbIE yYeT Kax[oro Buaa NPOAYKUAW O1S1  Kax[ol cTtaguu
npomnssofcTBa.

3anucy no nNpPou3BOACTBY, KOHTPOJI0 M YNakKOBKE CEpUM NPOAYKLMM

30. (13) Jocbe Ha cepuio [ONKHO cofepxaTb AOCTaTO4YHO noapo6Hyto
NHQopMaumi A1 TOYHOrO MPOC/NEeXMBaHUA MocnefoBaTeNIbHOCTU  onepauuii. 370



JoCbe [I0/IXHO CcoJepxaTb BCe CYleCTBEeHHble 3ameyaHusd, obocHoBbIBawlme
NCNO/Ib30BaHHbLIe MNpouefypbl UAW BHECEHHbIE U3MEHEHUA, Javlve HOBYK WMHpopMmaLluio
O  /IeKapCTBEHHOM npenapare 7 nossosnswlime YCOBEpPLEHCTBOBATb
NPOV3BOACTBEHHbIE OnepaLnu .

31. (14) 3anucum No NpPoOM3BOACTBY Cepun NPOAYKUMN AO/KHbl XPAHUTbCA He
MeHee NATWU /eT Noc/ie 3aBepleHud WU npekpaweHusa nocnegHero K/IMHUYECKOro
nccnepnoBaHnsi, B KOTOPOM 6blla UCNO/b30BaHa aTa cepus.

VI1. lpon3BoacTeBO
YnakoBOYHble MaTepuassl

32. (15) B cneuupukaumax u MeToAmKax KOHTPONS KadecTBa [AOSDKHbI ObITb
npefycMOTpeHsl  cneuyasibHele  Mepbl MO NpejoTBpalweHuio c/ly4yanHoro
packoAMpoBaHUA U3-3a pasnuuuii BHEWHero Buga pasHbiX Cepuil  ynakoBOYHbIX
MaTepunanos.

TexHonorvyeckmne onepauunn

33. (16) Ha cTtagnn pa3paboTKu NeKapCTBEHHOro npenapata  Heobxoaumo
onpefennuTb KpUTUYECKME MapamMeTpsl U BUAbl KOHTPOAS B Mpouecce Mpou3BOACTBa.
BpemeHHble napameTpbl M BUApl KOHTPOAS B Mpouecce npou3BoACTBa MOFyT  ObiTb
onpegeneHsl HA OCHOBE MPUMOGPETEHHOrO oOnbiTa, B TOM 4uchne npeapiaywmnx
nccnepgoBaHunii No paspaboTke. OTBETCTBEHHLI NEpcOHasl AOMXEH yAensTb 0coboe
BHUMaHME pa3paboTke HEOOXO0ANMbIX WHCTPYKUWIA n NOCTOSAHHOMY MX
COBEPLWEHCTBOBAHUK C Yy4eTOM onbiTa, NpuobpeTaemMoro B MNpOLEcCe Mpou3BOACTBA.
YCTaHOB/IEHHbIE W  KOHTPO/IMPYEMble NapaMeTpbl  AO/MKHbl  ObiTb 060CHOBaHbI B
COOTBETCTBUN C UMEWWECca B gaHHOe BpeMs UHpopmauunen .

34. (17) [JonyckaeTcsa He nNpoBOAMTbL BamMgauuto TEXHOJIOrn4ecKux
NpoOLLEeCCOB MPOU3BOACTBA WCCeAyeMbIX /IEKAPCTBEHHbIX npenapartoB B ob6bewme,
npegycmaTpvBaemMoM Ans CEPUIiHOro NMpoM3BOACTBa. B nwbGOM criyyae nomeweHus u
obopyaoBaHue A0/MKHbl ObiTb KBa/IMOUUMPOBAHbLI. /11  CTEPWIbHLIX  JIEKAPCTBEHHBIX
npenapaToB Ba/Mjauus NMpoUeCcCOB CTepunnsauun [Oo/HKHa NPOBOAUTBLCA B TOM  Xe
obbeme, 4YTO W [ANA  3apPerucTpUpoOBaHHLIX  NEKAPCTBEHHbLIX npenapaTtos. B
COOTBETCTBYWWMX CAy4asix, A obecneveHnst 6e30MacHOCTU BGUOTEXHONOMNYECKNX
NEKaApPCTBEHHLIX MpenapaTtoB Ana  K/AWHUYECKUX UccrepoBaHuii nponsBoanTenb
OO/MKEH MoATBeEPAMTb 3HEKTUBHOCTb MHaKTuBauum n (MNn) ypaneHuss BUPYCOB U

(unn) apyrux npumeceit  6MOIONTMUYECKOrO MPOVCXOXAEHUS B COOTBETCTBUN C
Hay4YHbIMWU MpPUMHUMNAMM W MeTofaMW,  WU3/IOKEHHLMW B COOTBETCTBYHLNX
PYKOBO/ACTBAX -

35. (18) Bammpauma acenTUYECKUX TpOLECCOB npeacTasnseT ocobyt
TPYLOHOCTb MpU MasibiX pasmepax cepuii Npogykumm. B aTux cnyvasix 4umcno eguvHuy,
NPOAYKUMN, HamnoSIHAEMbIX cpefamu, MOXeT ObTb paBHO Haubonblemy  pasmepy
cepun npoaykumn. Mpu Hannumm BO3MOXHOCTM (B TOM 4ucne Ans ummnTaummn
npouecca) npov3BoAuTE/b AO/KEH HAMOMHATbH cpefamy Hambosibliee YUCIOo efuHuL,
npoaykumn anss obecneyeHns 60/blieil 4OCTOBEPHOCTM pel3ynbTaToB. HanonHeHue u
repmeTusauus ABMAANTCA NPEUMYWECTBEHHO PYYHbLIMU UK noslyaBToMaTUNYECKUMU

onepauusvMm, MNpeAacTaBslWMMMA  PUCK  ANs1  CTEepubHOCTU. B cBA3M C 9TuUM
Heo6XxoANMO YAENUTb MOBLILEHHOE BHMMaHWe O06y4YeHMI0 nMepcoHana U MPOBEAEHMUI0
Ba/mMgauuM MeToAOB acenTUYECKOro MpoM3BoACTBA C  y4yacTUeM Kaxaoro
onepaTtopa.

TpeGoBaHusl K npenapaty CpaBHEHUSA

36. (19) Ecan npenapaT  cpaBHeHUsI nogBepraeTcs N3MEeHEeHUsIM,
npom3BoanTesNlb  AOMXEH ob6ecneynTb [OCTYMNHOCTb  [AaHHbIX (Hanpumep, no
CTabunNbHOCTU, CPaBHUTENIbHOMY W3YYEHUI0 PacTBOPUMOCTU, 6uogocTynHocTn),
noATBeEpPXAaMX, UYTO TaKMe WU3MEHEHUS HE OKaxyT CYWECTBEHHOrO B/IMSHUSA Ha
NCXOAHble MapameTpbl KayecTBa 3TOro /leKapCTBEHHOrO npenaparta.

37. (20) CpokK rogHoCTM npenapaTta  CpaBHEHUs, YKa3aHHbIn Ha
nepBoHayanbHOlV ynakKoBKe, MOXET He coBMajaTb CO CPOKOM FOAHOCTM npenapaTta,
nepeynakoBaHHOro B Apyryw YMnakoBKy, He o6ecneudnBanllyld  3KBMBAJIEHTHbI
YPOBEHb 3aluThl MWW ecnu Takas ynakoBKa HecOBMecTMMa C npenapaTtoM. B cBaA3wu
C 3TUM CMNOHCOpP WX MU0, AelcTBywlWwee OT €ero WMEeHW, [O/KHbl — onpegenvTb



npuemnemyl AaTty, A0 KOTOPOW AornycKaeTcs uUcrofib3oBaTb Mnpenapar,  y4yuTbiBast
npupody npenaparta, XapakKTEPUCTUKN YNAaKOBKM U YC/OBUsi, B KOTOpbX  6yaeT
XpaHUTbCs 3TOT npenapaT. HoBbli CPOK roAHOCTU [O/KEH 6biTb 060CHOBAH M He
MOXET MnpeBbillaTb CPOK FOAHOCTWU, YKa3aHHbii Ha NnepBoHavaslbHOIi ynakoBke. Cpok

rogHoOCTU  [OOMXEH CcorlacoBbiBaTbLCA C  [A/INTEe/IbHOCTbI0 K/IMHNYECKOro
nccnegoBaHuA .
Onepauun no kogupoaHuw (‘‘cnenoii’ meton)

38. (21) Ecnn wuccnepyembie NleKapCTBEHHbE NpenapaTh KOAMPYKWT, TO
OO/MKHbl  BbITb  pa3paboTaHbl CUCTEMbl, o0b6ecneyvMBawlwme KOAUPOBKY W ee
COXpaHeHue, HO npu Heob6XoANMOCTH nossosngwlme NaeHTUpNUMpoBaTh
3akogupoBaHHyl (“‘cnenyw') npoaykuuw, B TOM yncne HOmMepa cepwuii
nccnegyemoro JieKapCTBEHHOro rnpenapara Ao onepauyam Mo KOAMPOBAaHWIO .

Mpon3BoguTenb AOMKEH MNpPeayCMOTPEeTb BO3MOXHOCTb ObiCTpO naeHTupnKaumm
NccneayeMoro eKapcTBEHHOIO Mnpenapata B 3KCTPEHHbIX CrydasiX.

Kog paHgoMmusaumnmn

39. (22) B MVHCTPYKUMAX [O/MKHbI ObiITb OMMCaHbl BCe npoueayps no
co3gaHui, 3aunTe, pacnpegeneHntw, o06paboTKe U XpaHEeHWUK nwbéoro kKoga
paHgoMmsaummM, WUCNONb30BaHHOIO A1 YNaKOBaHHbIX UCCNeAyeMblX  /IeKapCTBEHHbIX
npenapaTtoB, a TakKkxe MeToAbl pacKpbiTus kKoga. [pom3BoguTenb  OOSKEH BECTU
COOTBETCTBYWWMNE 3arnucu.

Onepauuy no yrnakoBKe

40. (23) Mpu ynakoBkKe ucc/efyemMoro fieKapCTBEHHOro rpenapara MOXeT
oKasaTbCs HeobXoAMMbIM O4HOBPEMEHHOE HaxXOoXAEeHue pas3nNyHbIX BUAO0B NPOoAYKLUN
Ha OOHOW YNakoBOYHOW NMHUU. [pomn3BoauTeNb AO/KEH CBECTU K MUHUMYMY pucK
nepenyTbhiBAHUA JIEKAPCTBEHHbLIX MNpenapaToB NyTeMm BbINO/IHEHUS COOTBETCTBYHWUX
npouenyp u (MNK) MNpUMEHEHUA cneuvanbHOro o6opyaoBaHUA U COOTBETCTBYHWEro
oby4yeHnss nepcoHana.

41. (24) OnepauymMn MO ynakoOBKE W MapKMPOBKE UCCAeAYyeMbIX NeKapCTBEHHbIX
npenapaTtoB MOryT O6biTb 60N1€e C/IOKHBIMA U NOABEPXEHHbLIMU  OwnbKam, KOTOpbIe
TpygHee BbiABMAATb, 4Yem Mpu NpPOU3BOACTBE 3aperucTpupoBaHHbIX — lIeKapCTBEHHbIX
npenapaTtoB. OCO6EHHO 9TO KacaeTCs UCCNefyeMbiX /IeKapCTBEHHLIX MNpenapaTtoB C
MOXOXMM BHEWHWUM BWAOM MpPU MUCNO/b30BaHUM ‘‘cnenoro’™ metoga. B cBA3M C 3TuMm
TpebyeTcsa NpuvHUMaTb OCOO6bIe Mepbl MO MpeAoTBpPalleHMK OWWOOK B MapKNpoBKe,
Hanpuvep, 3a cyeT cBefeHusi H6anaHca 3TUKETOK, OYUCTKU JIMHUU, OCYWEeCTBAEHUA
KOHTPO/A B rpolecce MNpon3BoACTBa cneuvasibHO 0O0yYeHHbIM NepCOHas oM.

42. (25) YnakoBka [O/kHa rapaHTMpoBaTb COXPaHHOCTb nccnenyemoro
NeKapCcTBEeHHOro rnpenapara B Haj/iexalem COCTOSHUM Mpu  TPaHCNopTUPOBKE U
XpaHeHNUV B MPOMEXYTOUHbLIX MYHKTaxX Ha3HayeHusa. BTopuyHasa yrnakoBkKa  [O/kHA
OblITb Takol, 4YTOObl 6Ob/lIO Ccpaly 3aMeTHO ee BCKpbiTue unu nwbéoe unHoe
BMelaTeNbCTBO BO BpeMs TPaHCNOPTUPOBKU.

MapkupoBKka

43. (26) B Tabnmue N 1 obbegmHeHbl TpeboBaHUsi, cogepxawumecss B NyHKTax
43-48 HacToswero [lpunoxeHusi. MapkupoBKa [o/ixHa obecnednBaTb 3aunTy
naumeHTa, BO3MOXHOCTb MPOCAEXMBAHUA U UAEHTUNKaunu NeKapCcTBEHHOr O
npenapara v nccnegoBaHuA, a Takxe crnocobCcTBoBaTb MNPaBWIbLHOMY  MPUMEHEHUI0
nccnegyeMoro sieKapCTBeHHOro npenapara.

44 . Ha aTuKeTKax f[O/KHa coaepxaTbCsa cneaywwas uMHpopmaumsa, ecnu He
obocHoBaHO ee oOTcyTcTBMe (Hanpumep, nMpu  Hanuynm LeHTpaIM30BaHHOM
3/1EKTPOHHOM CUCTEMbl PaHAOMU3NPOBAHHOIO KOAMPOBAaHWUS):

a) (a) HamveHoBaHne (MMA), ajpec U Homep TenejpoHa  crnoHcopa,
opnguyeckoro avua, MpuUBIEYEHHOrO CMOHCOPOM K  opraHuv3aumm nposefeHns

KMHUYECKOro uccnegoBaHus (Aaslee -  KOHTPaKTHas nccnepoBatefibckas
opraHusauusi) wnm uccrnegoeatensi (OCHOBHOIFO KOHTAKTHOFO nuvua Ans nonydeHus
MHhOPMALMN  OTHOCUTENIbHO  JIEKAPCTBEHHOro  npenapaTta, K/IMHNYECKOr o

nccnefoBaHus U ANs 9KCTPEHHOro pPacKoauMpoBaHUR) ;
6) (b) nekapcTBeHHas (opma, crnocob BBeAeHUsi, KOMMYECTBO A03MPOBaHHbIX



efVHNY, U B cnyyae MNpoBefeHNs OTKPLITOro WUCC/eAoBaHUA - HauMeHoBaHne WU
(vnn) wWupp NekapcTBeHHOro npenapata U ero Ao3vpoBky U (MNU) aKTUBHOCTDb;

B) (c) Homep cepun u (UnNn) KoL ANA  uAeHTUPUKaumm cofepXMMoro u
ornepauuu rno ynakoBKe;

r) (d Homep (Kop) wvccnegoBaHus, MO3BOSWWMIA naeHTupnumMpoBaThb
nccnegoBaHve, MeQUUVHCKYK OopraHm3auui, uccnegoBaTens u CrnoHcopa, ecnin 3TOo
He ykKa3aHOo B [ApYyroMm mecTe;

0) (e) vaeHTUOUMKaUVOHHLIA Kog nauMeHTa u Homep Bu3auTa (NpyU Haanuun) ;

e) () dammama v  umHuUUMansl wuccnegosatTena (ecnm  He yKa3aHo B
nognyHkrtax 'a" wnm "'r'');

x) (g) ykazaHua no ucnosnb3oBaHuio (MOXeT ObiTb MpUBeAEeHa CCbilKa Ha
NNCTOK-BKNagpill Mbo ApYyrol NOACHUTENbHbIE AOKYMEHT, npeAHas3HaueHHbli  ans
naymMeHTa wnu avua, OCYWeCTBASAKWWEro BBeAeHWE NeKapCTBEHHOro npenapata);

3) (h) Hagnucb "ONsa KANHWYECKUX uUccnegoBaHuin'';

n) (i) ycnoBus XpaHeHus;

K) (J) CpOK uCronb30BaHUA C yKa3aHMeM Mecsua U roga Takum ob6pasom,
yTOb6L M36exaTb Nwboin HeonpegeneHHocTn (MOXET ObiTb YyKa3aHa pata, 0o
KOTOPO/ Heo6xoAMMO WCMO/b30BaTb JlIeKapCTBEHHLIV npenapat Aansd KIIMHNYECKNX
nccnefoBaHuii, CpoK rogHOCTU WM AaTa MNOBTOPHOINO KOHTPO/SA);

n) (k) Hagnucb '"XpaHUTb B HEAOCTYMHOM Ans  AeTen mecTe', 3a
NUCK/YEHNEM Cry4daeB, KOrga JeKapCTBeHHbi npenapaTt npegHa3HayeH Ans
MCNOMb30BaHUA TOMIbKO B YC/IOBMSX CTauuoHapa.

45. (27) Apgpec u Homep TenejpoHa OCHOBHOINO KOHTaKTHOro nuvua nns

nepegayn MHpopMauUn OTHOCUTESNIBHO fleKapCTBEHHOrO npenaparta, K/IMHNYECKOT O
nccnefoBaHnss M 3KCTPEHHOro packoaMpoBaHWss MOryT 6biTb  He yKasaHbl Ha
3TMKETKEe, €C/M MNauuMeHTy npefoCTaB/fieHbl WHCTPYKUMST Mo NPUMEHEHUNID UK

KapTo4dKa, Ha KOTOpOI7I YKa3aHbl 3T gaHHble, a TakKXe AgaHa MHCTPYKUMA OepXaTb
nx npu cebe MOCTOSAHHO.

46. (28) [aHHble [O/MKHbl ObITb MPUBEAEHbH Ha PYCCKOM S3blKe. JaHHble,
yKasaHHble B NyHKTe 44 HacToswero lNpunoxeHus, [O/MKHbl HaxoAMTbCA KaK  Ha
nepBMYHOW, TakK M Ha BTOpPUYHOI ynakoBke (Kpome cny4aeB, onncaHHbIX B

nyHKTax 47-48 HacTtoswero [lpunoxeHnsa) . TpeboBaHUA K COAEpPXaHUI0 MapKUPOBKWU
Ha 3TMKeTKax Ha MNepBMYHOW U BTOPUYHONM ynakoBKax npuBefeHol B Tabnuue 1.
Takxe Ha 3TUKeTKax MOXeT ObiTb npvBegeHa VHpopMauusa Ha APpYrux A3bKax.

47. (29) B cny4dasAx, Korga WCCnefyewmbiii JIeKapCTBEHHbIN npenapart,
nepefjaBaemblii NauMeHTy WaMm nNuuy, OcylecTBAsAKWEMY BBeAeHWe  UCCeayemoro
NleKapCTBEHHOr0 npenaparta, CONPOBOXAAaeTCHA BTOPUYHOW YNakKOBKOW, cofepxaueri
MHQOpMaUM, YKas3aHHyl B NyHKTe 44 HacToswero [lpunoxeHnsa, MapKMpoBKa
nepeu4yHoi ynakoBkn (UnuM nAw06Oro 3aneyaTaHHOro AOo3MpywlWero  ycTpoilicTea,
cofepxawero nepBUYHY0 YNakoBKY) [0/IXKHA COAepXaTb Crefyulyl WHhopMaLmio:

a) (a) HaummeHoBaHMe (MMS1)) CNOHCOpa, KOHTPaKTHOW nccnefoBaTeNbCKO
opraHusauum unu uccrneposaTens;

6) (b) nekapctBeHHasa (opma, crocob BBeaeHuss (MOXET He  yKa3biBaTbCH
ONA TBepAblX NnepopasibHbiX (OPM), KOANYECTBO [AO3UPOBaHHbLIX efuHWL, W B Clyyae

NnpoBeAeHnsi OTKPLITOro WuUccnegoBaHMa - HauMeHOBaHue 7 (van) wnpp
NeKapCTBEHHOr0 npenapata M ero Ao3upoBKY U (UNM) akKTUBHOCTb;
B) (c) Homep cepum u (UnNn) KoL [ANs  uAeHTUPUKaumm cCoLepXMMoro u

onepauun Mo ynakoBKe;

r) (d) Homep (Kop) wvccnegoBaHus, MO3BOASWWMIA naeHTupnumMpoBaThb
nccnefoBaHve, MeAUUMHCKYH opraHm3auuin, nccnegosaTens u ChoHcopa, ecnv 3TOo
He ykKa3aHO B JpyroMm mecTe;

0) (e) naeHTUOUKaUVOHHLIA KoA naumeHTa v Homep Bu3uTa (NpyU HaAnuum) .

48. (30) Ecnn nepBuUYHONM yNnakKOBKOW siBNSeTCA 6AMCTep WAM  OHa nmeeT
Masbii pasmep (Hanpumep, amnyfbl, Ha KOTOPbIX HEe MOryT ObiTb pas3melleHsl
OaHHble, YyKa3aHHble B nMNyHKTe 44 HacTosuwero [punoxenus), OO/KHa OblTb
npegycMoTpeHa BTOpUYHas ynakoBKa C 3TUMKETKOW, cogepxawei aTu gaHHbole. [pu
3TOM Ha MEepPBUYHOIN YMNaKOBKE [AOJ/DKHbl OblTb YKa3aHbl:

a) (a) HammeHoBaHMe (MMS1)) CNOHCOpa, KOHTPaKTHOW nccnefoBaTeNbCKO
opraHusauum unu uccneposaTens;

6) (b) cnoco6 BBegeHusi (MOXHO He yKa3sbiBaTb ANs1 TBepAbX nepopasibHbIX

opm), U B cnyyae npoBefeHUs OTKPLITOrO WUCCAefoBaHus - HauMeHOBaHue u
(vnn) wWupp NekapcTBeHHOro npenapata U ero go3vpoBka M (MNU) aKTUBHOCTDb;
B) (c) Homep cepun u (UnNn) KoL ANs  uAeHTUPUKaumm COLepXMMOro u

ornepauum no yrnakoBKe;



r) (d Homep (Kog) wvccnegoBaHus,

HE YyKa3aHO B OpYyroMm MecCcTe;

MO3BOISAWWMIA naeHTUupnumMpoBaThb
nccnegoBaHve, MeAUUMHCKYH opraHM3auuvio, uccnegoBaTens U ChoHcopa, ecnu 3To

n) (&) vaeHTUIMKauMOHHbLIA Kog naumeHTa u Homep Bu3uTa (NpU Haanumn) .

Tabnuua 1. CymmapHas uHpopmaumsi o mapkupoBke (MyHKTb 43-48)

a) HaumveHoBaHme (Uus), ajgpec w HOMeEp
TenepoHa cnoHcopa, KOHTpPaKTHOM
ncecnenoBaTesibCKOMn opraHusauum mnnu
nccneposatenis (OCHOBHOMO KOHTAKTHOro vua
4Na  nonydyeHus  MHpopMauMm — OTHOCUTESIbHO
NleKapCTBEHHOro  npenapaTta, K/IMHNYECKOT O
ncecnenoBaHus " ans 3KCTPEHHOr 0
packoagmpoBaHus) ;

©6) nekapcTBeHHasa (opma, crnocob BBeaeHus,
KO/IMYECTBO A03MPOBaHHbIX €AUHUL, W B Ccriy4yae

npoBeAeHnsi  OTKPbLITOro nccnegosaHna -
HamveHoBaHne n (UAn) wWNPP NEeKapCTBEHHOIO
npenapata Wu ero  go3upoBka n (mnn)
aKTUBHOCTb ;

B) HOMep cepun 7 (wnn) kop ans
NAEHTUPMKALMN COOEPXUMOrOo W onepaumn no
ynakoBKe;

r) Homep (Kog) wuccnegoBaHWsl, MNO3BOMASANWNIA
NoeHTUHNUMpOBaTb UCCefoBaHue, MeAULMHCKYI
opraHusauuio, wuccnegosatensa W CroHcopa,
ecnn 39TO He yKa3aHO B [pYyroMm MecTe;

0) WAEHTUPUKAUWOHHLIA KoA nauyMeHTa U Homep
Bn3uTa (Npn Haamumn);

e) tpamunma n nHuuuansl uccneposatensa (ecnu
He ykasaHo B nognyHkrtax 'a" wm ''r'');

X) yKasaHusa rno ucrionb3oBaHuiw (MOXeT O6blTb
npueefeHa CccCbi/ika Ha JNCTOK-BKNagpil n6o
apyromn MOACHUTESbHbIN OOKYMEHT,
npegHas3HauyeHHblli  Ana  naumeHTa wam  nvua,
OCYWEeCTB/ANWEro BBeAEHUe  fIeKapCTBEHHOI O
npenaparta) ;

3) Hagnucb ""ONA KAMHUYECKUX uccnegoBaHuii'™;
N) YCNOBUSI XPaHEHUS ;

K) CPOK WUCMO/SIb30BaHMWA C yKa3aHMeM Mecsua U
roga TakmMm obpas3oMm, 4TOGb un36exaTb Nboi
HeonpegeneHHocTn (MOXeT 6biTb yKalaHa paTta,
0o KOTOpOIi HeobXxoanmo ncnosb30BaTb
NEeKapCTBEHHLIN nMpenapar, CPOK FOAHOCTU WK
JaTa NOBTOPHOIO KOHTPOSSA);

n) Hagnucb XpaHnTb B HeLOCTYMNHOM ANnd
aeTteii mecTe', 3a UWCK/KYEHMEM c/fiy4yaes,

OBlWWIA CNYYANR

[ns nepBMYHOI YNakoOBKU W

|
+

BTOPUYHOW YNaKoBKU
(nyHKT 44)

VHpopmauma, ykasaHHaa B |
nognyHkrax "‘a"*(1) -"n" |

MEPBUYHASA YMAKOBKA
Ecnu nepBUYHY YMNaKOBKY
N BTOPUYHYK YMNaKoOBKY
XpaHAT BMecTe (NyHKT 47)

*(5)

VHpopvauma, ykasaHHaa B |
nognyHkrax "‘a"*(2) |
"6"*(3) uBu uru np'n I

MNEPBNYHAA YMNMAKOBKA
BavcTepbl MM ynakoBKwU
Masioro pasmepa
(nyHKT 48)*(5)

MHbopMauusa, ykasaHHasd B |
nognyHkrtax "‘a"*(2) |
M6ME(3),<(4) et T e |



Korfa NeKapCTBEHHbI npenapaT npegHasHaudeH
ONsi  UCMONMb30BaHWsl  TObKO B YC/IOBMSIX

cTauuoHapa

MNprmMeyaHus :

*(1) Appec u Homep TenedoHa OCHOBHOIO KOHTAKTHOro nuua assa nosayyeHus
NHpopmaLmnn OTHOCUTE/IbHO  JIeKapCTBEHHOI 0O npenapara, K/IMHNYECKOro
nccnefoBaHWsas UM 3KCTPEHHOro  packKoAMpOBaHMA MOXET He cofepxarbCa Ha
3TUKETKEe, ecnnm nauuMeHTy npefocTas/ieHbl WHCTPYKLNA no NPYMEHEHNI0

NEeKapCTBEHHOINO Mnpenaparta WM KapToyka, rge ykasaHol 3TW fJaHHbe, a  TakKxe
[aHa MHCTPYKUus gepxaTb UX npu cebe Bce Bpemsa (NyHKT 45  HacToswero
MpunoxeHus) .

*(2) He HyxHO pa3mMewaTb agpec U Homep TesnleoHa OCHOBHOIO KOHTaKTHOrOo
nmua ons uHpopmMauum OTHOCUTENIbHO NIeKapCTBEHHOro npenaparta, K/IMHNYECKOr o
nccnegoBaHWsA U 3KCTPEHHONO pPacKogVpoOBaHUSA .

*(3) Cnoco6 BBegeHWsI MOXHO HE YyKa3biBaTb A1 TBEPAbX  MNepopasibHbIX
NeKapCTBEHHLIX (POPM.

*(4) MOXHO He yKa3sbiBaTb JIEKAPCTBEHHYD  (QopMy U KO/NIM4ecTBO
[03MpPOBaHHbLIX efuHNL,.

*(5) Ecnv Ha BTOPUYHON yMaKOBKE COAEPXUTCA WHpopmauusi, npvBefeHHasl B
NnyHKTe 44 HacTtosuwero [MpunoxeHusa .

49. (31) [OnA nNOsCHEHMA YKa3aHHOW Bblle MHhopmaumm MOryT ObITb
MCNO/Ib30BaHbl CUMBOJSIbI  UAW  MUKTOFPaMMbl . MoxeT  ObiTb npeacTasneHa
JOoNnonHMTeNbHaA UMHpopmauus, npegocTepexeHna u  (uan) WHCTPYKUUN NO

obpalleHno C JIeKapCTBEHHbLIM MNpenapaToM.
50. (32) B cny4dae nNpoBefeHuUs K/INHUYECKUX MCCnefoBaHwui, Korga:

a) HeT Heob6XoAMMOCTM B OTAEe/bHbIX Mpoueccax nponseogcTea um
YMNaKOBKW ;
6) nNpu  UCCnegoBaHUM  UCMONb3YWTCHA  NleKapCTBEHHbIe cpeacTea,

3aperucTpuMpoBaHHbie, MPOM3BEAEHHbIe WM MMMNOPTUPOBAHHbBE B  COOTBETCTBUM  C
3aKoHogaTeNbCcTBOM Poccuiickoli degepaumm;
B) B uUccefoBaHUX MPUHUMAKNT ydacTue naumeHTbl ¢ Temnm  3abosieBaHusiMA,

KOTOpble COOTBETCTBYWT MOKa3aHUAM K [PUMEHEHUI0, YTBEPXAEHHbIM Mpu
perncTpauum, - Ha MepBUYHON yNakKoBKe TaK, 4TOObl He 3aKpblTb  OPUTUNHAJIBHYI
3TUKETKY, [AOMNOMHUTENbHO AO/MXHb 6biTb MPUBEAEHb crieaywune AaHHble :

(i) HasBaHne (Uus) cnoHcopa, KOHTpPaKTHO nccnefoBaTeNbCKO
opraHusauum unu uccneposaTens;

(ii) Homep (kog) wccnepoBaHus, MO3BOISAWWMIA naeHTupnumMpoBaThb
MEAVLMHCKYK OpraHu3auui, uccnepoBaTtens M cybbekTa uccnefoBaHus.

51. (33) Ecnnm HeobxoguMmMo WU3MEHUTb pJaTty, Ao KOTOPOl MOXeT

MCcnob30BaTbCA MCCﬂeAyeMbIVI ﬂeKapCTBeHHbIVI npenapar, Ha YNaKOBKY AOJDKHa
ObITb HaHeceHa jononHnTenbHasd 3TuUKeTKa. Ha ,Cl,OI'IOJ'IHVITG]'IbHOVI 9TUKETKE [0J/TXHa

O6blTb YyKasaHa HoBas pjaTta, [0  KOTOpoli  pgonyckaeTcs ncnosnb3oBaTb
NEKApPCTBEHHbLIE MpenapaT, a TaKke MNOBTOPHO  yKasaH HOMEp cepun.
[lononHNTeNbHYK  3TUMKETKY  MOXHO  Hak/euBaTb  MOBEpX cTapoli gathl
MCMO/Ib30BaHNsi, HO OHAa He [0/IKHA 3aKpbiBaTb WCXOAHLIM HOMEp cepuu, KOTOPbI
HeoOXoauM [ANsi KOHTPO/S KavecTBa. HaHeceHue [AOMONHUTENbHOW 3TUKETKU [AOJ/IKHO
OCYWECTBMATLCA OpraHn3auusiMm, WMeoWwUMM  IMUEH3MK  Ha npov3BoACTBO
NIEKAPCTBEHHLIX CPEACTB WM  JIMUEH3MKO HA (apMaueBTUUYECKY  AesTEe/bHOCTb
(XpaHeHVe feKapCTBEHHbLIX MpPenapaTtoB [As  MeAVMUUHCKOro MNpUMEHEHUSR) . Npwn

HEeoO6XOANMOCTM HaHeceHWe [AOMNOSHUTENbHOM 3TUKETKM MOXET OCYWEeCTBASTbCS B
MEeQMUVHCKOW opraHmsauum (papmaueBTUYECKUM PabOTHUKOM  AaHHOM opraHmsauunm
WAn noj ero  KOoHTponem, /vMbo  MeanUUMHCKUM paboTHMKOM MeAMLVHCKOIA
opraHusauuMm B COOTBETCTBMM C TpeboBaHUAMM 3aKoHogaTenbCcTBa  PoccuiicKoi
depepaumm. Ecnum 3TO HEBO3MOXHO, HAHECEHWE [AOMONHUTE/IbHOW 3TUKETKM  MOXET
OCYWECTB/MSATb MOHUTOP  K/IMHWYECKOro  WUccneaoBaHus, KOTOPpbIA npouwen
COOTBETCTBYWUWeEEe O00y4YeHMe. YKasaHHylw onepauuwo Heobxoaumo npoBoANTbL B
COOTBETCTBMM C HacToswumu [lpaBunamm, cneymasbHbiMU  U” CTaHAapPTHLIMU
ornepauvoHHbLIMA NpoueaypavMi, a npu Heo6XogumMoCTW nepeaaBaTb MX  BbiNOSIHEHUE
Apyroii opraHusaumm no goroeopy. [lpoBegeHMe yKa3aHHOW onepauum  OOSKEH
KOHTPO/MpOBaTb ApPYyroii paboTHUMK. HaHeceHne AONOSHUTENbHOW 3TUKETKM [O0/MKHO
OblTb TWaTenbHbIM 00pa3oM OGOPMIEHO [AOKYMEHTa/IbHO KakK B OOKYMeHTax



K/IMHNYECKOro uccnefoBaHnsi, Tak U B [OCbE Ha Cepuio.
VI11. KoHTposib KayecTBa

52. (34) MNockonbKy npoueccsl MOryT ObiTb HE OKOHYaTeNbLHO  onpefeneHs
WX He B MOJIHOW Mepe Ba/MgMpoBaHbl, HEobXogumo yAaensTb ocoboe BHMMaHue
UCMbITAHNAM ONs1 obecneyeHus rapaHTuM TOro, 4YTO Kaxgass cepus npoayKumnm
COOTBETCTBYET cneunhukauum.

53. (35) KoHTponb KauyecTBa HeO6XOAMMO OCYUECTBASATbL B COOTBETCTBMU C
[OCbe Ha NnekapcTBeHHbI npenapat. Mpoun3soanTenb AO/KEH NMPOBOANTbL MNPOBEPKY
3heKTUBHOCTM KOAMPOBAHUS N AOKYMEHTa/IbHO OQOPMASATb €e pe3ynbTaThl.

54. (36) O0O6pasub wuUccnegyemblXx JNeKapCTBEHHbIX MpenapaTosB [LOJIKHBI
XPaHNTbCHA B ABYX UENdaxX: Ansi obecneyeHusi Hamums obpasua Ans aHa/IMTUYECKUX
UcnbiTaHWm M gnss  obecnedeHust HaMuma obpa3ua roTOBOro  /IEKAPCTBEHHOINO
npenapata. Takum o6pa3om, obpa3ubl MOXHO pa3feniMTb Ha [Be KaTeropuu:

KOHTPO/IbHbLIA 06pa3el - ob6pa3upl Cepum  UCXOLHOFO  Cbipbs, YNaKOBOYHbIX
MaTepuanoB, /IeKapCTBEHHOIO MpenapaTa B MNEPBUYHOM YMakKOBKE WU roToBOro
NeKapCTBEHHOrO npenaparta, KOTOpble XpaHAT A1 NPOBEefEeHUs aHa/m3a B cliydae
BO3HMKHOBEHUA TakKoOW HeobxogumocTu. lpom3BoAuTENb OO/KEH COXpPaHATb 0bpasupbl
C KPUTUYECKMX MNPOMEXYTOUHbIX cTaguin (Hanpumep, CO cTaguin, nocne KOTOPbIX
npegycmarTpvBaeTcs MNpPoOBefeHNE aHa/IMTUYECKUX UCCefoBaHn n Bblgava
pa3peweHuii Ha BbiNyCK) U 060pa3ubl MPOMEXYTOYHbIX MPOAYKTOB, KOTOpble
NOCTaBASANTCHA 3a npegesitl 30Hbl KOHTPO/SA Mpou3BoguTensi, ecam 3To  MN03BoNseT
CTabunbHOCTbL 06pa3LoB;

apxuBHbIi obpa3el, - o6pa3el, B OKOHYaTE/IbHOW yMNnakoBKe, OTOOpaHHbINM n3
cepuu roToBOl NpoayKumMm. Ero xpaHsaT B UensaX MOATBEPXAEHUS NAEHTUYHOCTW .
Hanpumep, B Te4YeHME CpoOKa XpaHeHus Ccepum MOXeT noTpeboBaTbCA  OCMOTP
obpa3ua ManM ynakoBKW, MapKUPOBKW, WHCTPYKUUM NO NPUMEHEHUN, nosay4yeHne
UHpopMauum O HOMepe cepun U CPOKe FOAHOCTW.

55. BO MHOrmx cny4dasiX KOHTPO/IbHbIE W apXuBHblE 00pa3Lpl roToBoOi
NPOAYKUMN MAEHTUYHbB U  SABASANTCA eAuHMUaMM  MNpoAYKUMM B OKOHYaTEeNIbHOWN
ynakoBke. B Takmx cnydasax KOHTPOJIbHbE U  apXMBHbIE obpa3upl MOTyT
paccvaTpuBaTbCA KaK B3amMo3ameHsemble. KOHTpPO/SibHbieE U apxXuBHble  0bpas3ubl
nccnegyeMmoro JieKapCTBEHHOro rpenapara, B TOM u4uicne  3aKoAMpoBaHHOr o
NeKapCTBEHHOro rnpenaparta, AO/KHbl COXPaHATbLCA He MeHee [AByX JfeT  nocne
3aBepweHns uan  npekpaweHusi nocnegHero  K/IMHUYEeCKOro nccnegoBaHus, B
KOTOPOM ucrofib3oBasiacb AaHHas cepus (B 3aBMCUMOCTM OT TOro, Kakoih U3
nepnogoB AONble) .

56. lNpou3sBoguTe b OOMKEH YAENATb BHUMaHUE XPaHEeHW apxXmBHbIX 06pa3LoB
0O Tex rnop, Noka He 6yaeT cocCTaB/leH OTYEeT O K/IWHUYECKOM uccrefoBaHuu, O/
obecrneyeHnss BO3MOXHOCTU MNOATBEPXLEHUSA WAEHTUYHOCTH NeKapCcTBEHHOIO
npenaparta, 4YTO Heo6XoAMMO MpU paccrefoBaHUSX HENpPeaBUAEHHbLIX Cly4dYaeB  WUan
NPOTUBOPEUYMBLIX pPe3y/ibTaTOB TaKMX WUCCNedoBaHWii .

57. (37) MecTO XpaHEeHMSA KOHTPOJIbHbIX U apXUBHbIX 06pa3L0B AOMKHO OblTb
onpefeneHo B COrjaweHnnm mexay CnoHCopoM K npoussogntenem(amun) .

K Takmm wmecTam Heo6XxogumMo  obecneunTb  CBOEBPEMEHHLI  AOCTYynN
npegcraBuTener ynosiHOMOYEHHOIO (efepasibHOro OpraHa MCNO/IHUTENbHOW BAAcCTU.

58. KOHTponbHble 06pa3ubl FOTOBOrO JIEKAPCTBEHHOrO Mpenapata  A0JTKHb
CcoxXpaHAaATbCA B Poccuiickoin ¢epgepaumn mnu B TpeTbeEW CTpaHe, €ecnu mexay
Poccuiickoli  depepauueii " TpeTbe CTpaHON-3KCNopTEepom CYlEeCTBYWT
corfnaweHusi, KOTOpble rapaHTUpywT, 4yTO  Npou3BOAUNTENb nccnegyemoro
NeKapCTBEHHOr0 rnpenapara npuaepxvmBaeTcsa NpaBua Hagnexawero npovw3BoacTBa,
TpeboBaHMA KOTOPLIX HE HMXEe TpeboBaHM HacToAwmx lNpaBun. B UCKAKYUTESbHbIX
c/yyasix KOHTpO/ibHble o0b6pa3ubl roTOBOro /leKapCTBEHHOrO npenapara  MOryT
XPaHUTbCA Yy Mpou3BOAMTENIS B TPeTbel cTpaHe. B yka3aHHOM ciyyae 9TO [O/IKHO
ObITb 060CHOBAHO W [OKYMEHTa/IbHO O(QOPM/IEHO B BUAE COrJlaWeHUs Mexay
CroHcopoMm, wumnopTtepom B  Poccwuiickyiw — degepauunt w nponsBoanTenem
NEeKapCTBEHHOIrO rnpenapata B TPETbeEN cTpaHe.

59. KonnmyecTBO KOHTPO/IbHbIX 00pa3uoB [AO/MKHO ObiTb AOCTATOYHbLIM AN
npoBefeHnss He MeHee [ABYX MNOJHbIX aHa/IMTUYECKNX WccnenoBaHuii  cepuu
npoAyKUMN B COOTBETCTBMM C TpeboBaHMAMM [OCbe Ha NEKapPCTBEHHLIM npenapar,
NoJaHHOr0 B YMOJ/IHOMOYEHHbIV (efepasibHbii OpraH WUCMNOMHUTE/NIbHOM Bractu  And
NoyYEeHNS1 pa3peleHns Ha npoBefeHne KAMHUYEeCKOro uccnefoBaHus .

60. [na apxuBHbIX 06pa3LOB AOMYyCKaeTCA XPaHUTb WHPOpMaLMi0 B OTHOWEHUN



OKOHYaTesIbHO YyrMakoBaHHbIX e[VHUL, NeKapCTBEHHbLIX MpenaparTos B Buae
MUCBbMEHHBIX UMW  3MIEKTPOHHLIX 3anucein, ecsm Takue 3anuicu obecneunBawT
JOCTaTo4Hyl MHpopMauuiw. B nocnegHem crfiydae cuctema XpaHeHus JomkHa
cooTBeTCTBOBaTb TpeboBaHMAM, YCTaHOBAEHHbIM [punoxeHnem N 11 K HacToAWNM
MNpaBunam.

IX. Bbigada paspeweHus Ha BbIMYCK cepuii

61. (38) He ponyckaeTcs Bbljgayda pa3pelieHns Ha BbilMYCK ncecnenyembix
NeKapCTBEHHLIX rMpenapaTtoB A0 Tex Mnop, MokKa YMno/JIHOMOYeHHoe nuo He
YOOCTOBEPUT BbLIMNOIHEHNE YCTaHOB/IEHHbIX TpeboBaHWii C  y4yeToMm NOIOXEHNIA ,
npeaycMOTPEeHHbIX MyHKTamu 62-63 HacTosAwero [MpunoxeHusa .

62. (39) Ha BbINOSIHEHME YMOJ/IHOMOYEHHbLIM JIMLOM CBOUMX 0O0SA3aHHOCTEN B
OTHOWEHUN NCCNefyeMblX NeKapCTBEHHbIX MpenapaToB B/MANT pa3Hble  (GaKTopsl,
KOTOpbLIE MEPEeUnCsIeHbl HUXe:

a) NnekapcTBeHHbIi npenapaT npou3BegeH B Poccuiickoi ¢egepaumu, HO He
3apeructpupoBaH B Poccuiickoii ¢epepaumn: npu nogade 3asaBfieHUS Ha  Bblgady

paspelleHust Ha  NpoBeAeHue  KAMHUYECKOro  uccnegoBaHus Heo6XxoANMO
yAOCTOBEPUTb, U4YTO UCCHefyemblli /IeKapCTBEHHbIi npenapat nponsBedeH u
NpoBepeH B COOTBETCTBUM C TpeboBaHusAMU HacTosawmx [pasun, Jocbe Ha
NleKapCTBeHHLII MpenapaT, a TakKke 4YTO MMeeTCsl COOTBETCTByWWash  MHpopmauus,
npegocTaBfieHHass  CMNOHCOPOM  YMNOJ/IHOMOYEHHOMY  (hedepasibHOMY oprany

NCNO/THUTENbLHOIW BNacTu;

0) NeKapCTBEHHLI NpenapaT 3aperucTpypoBaH B Poccuiickoii depepauunm,
NnocTaBnseTCcs oOpraHu3auMein OMTOBOW TOProenu, KoTopas HaxoamMTcsa B
Poccuiickoit depgepauun, He3aBUCMMO OT TOro, rAe NpPou3BOAMTCS JIEKAPCTBEHHbI
npenapat: AelcTByWT TpeboBaHMsi, MNepeuducsieHHble B MNoAnyHKTe ''a' HacTosuero
NyHKTa, HO O06beM npefocTaB/fIEHHbIX  fAaHHbIX  MOXET  OblTb  OrpaHuyeH
NoATBEPXAEHMEM TOro, 4YTO JIEKAPCTBEHHLII MpenapaT COOTBETCTBYET  3asAB/IEHUI
Ha Bblgady pa3pelweHusi Ha MNpoBefeHne K/IMHUYECKOro WuccregoBaHust u  Noboli
nocrnegywluer o06paboTKM C UENbl KOAMPOBAHUS, OCYUWECTB/EHUS  chleunasbHOM
YNakoBKM W MapKUPOBKM AN 9TOro muccnegoBaHusi. [oCbe Ha  JIeKapCTBEHHbIl
npenapaTt TakKXe MOXeT ObiTb OrpaHuM4YeHHbM Mo o6bemy (MYHKTb 24-26 HACTOSIWEro
Mpunoxenus) ;

B) /IeKapCTBEHHbLI npenapar UMAOPTUPOBAH HENOCPeACTBEHHO U3  TpeTbeli
CTpaHbl: HeobxogumMo MNoATBEPAUTb, UTO OH TMPOU3BEAEH W NpPoOBEpPEH B
COOTBETCTBMM C NpaBWIaMn Hagnexauwero npousBoAcTBa, TpeboBaHWsi KOTOPbLIX He
HMUXe, 4vem TpeboBaHus HacTosAWwMx [paBuna, AOCbe Ha NIeKApCTBEHHbI nNpenapat, a
Takke 4TO MMeeTCs COOTBeTCTByWWas MHpopmauus, npegocTaBfieHHas  CMOHCOPOM
YMNO/IHOMOYEHHOMY (efepasibHOMY OpraHy WCMOJHUTENIbHOA BfacTu npu nogave
3asBNeHUs Ha Bblgayvy paspeleHns Ha npoBefeHMe KINHUYECKOro  MccriefoBaHus .
Ecnu nccnepyemsle NeKapCTBEHHble NMpenapaTthl BBE3EHbl W3  TPeTbeil CTpaHbl "
ABNAKTCS OOGLEKTOM COrfalweHns, MPUHATOro mexay Poccuiickoli O®epepaumein u
3TON CTpaHOM, Hanpumep TakuMM, KaK corjalleHne O B3aMMHOM MNpu3HaHum, nwboe
nogobHoe cornauweHve npegycMaTpmMBaeT nNpuMeHeHue TpeboBaHuWn B OTHOWEHUN
3TOro NleKapCTBEHHOroO npenapaTta, He HWxe, 4Yem TpeboBaHWA HacToAwux [MpaBun.
MpM OTCYTCTBMWM COr/alleHns O B3aMMHOM MPU3HaHMM  YMNOJIHOMOYEHHOE /NLO  Ha
OCHOBE MH(popMauuM O CUCTEME KayecTBa NPoOM3BOAUTESNSI [AO/KHO YCTAHOBUTb, 4UTO

npuMeHsaKTCA TpeboBaHMs He Huxe, 4eMm TpeboBaHMs HacToswmx [paBwun. canY
MHopMaLui, KakK npaBuio, MNOMAy4YawT nyTem y4dyacTus B ayauTe (apmaueBTuU4HecKoii
CUCTeMbl KadyecTBa npousBoguTeneii. W B nepBom, U BO BTOpPOM cny4yae

YNO/ITHOMOYEHHOE /MU0 MOXET BbLINOJIHUTL OLUEHKY COOTBETCTBMA Ha  OCHOBaHUU
JOKyMeHTaumn, npefocTaB/ieHHON Npovu3BOoAUTENIEM U3 APYrOM CTpaHbl (nyHKT 63
HacTosAlero MpunoxeHus) ;

r) npu BBO3e NpenapartoB CpaBHEHWs, KOorga HeBO3MOXHO rapaHTuposaTh,
UTO Kaxpas cepusa npoaykKuuu 6biia npomsBefeHa B COOTBETCTBUM C TpeboBaHUAMU
He Huxe, yem TpeboBaHuA HacToAwux [paBun, YMNOSIHOMOYEHHOE NULO  AOJIKHO
NnoATBEPANTL, UTO Kaxgas Npou3BefeHHas cepus npowna Bce BUApl KOHTPOSA "
NCNbITaHNN, HEeOOXoAUMLIX ON1A NOATBEPXAEHUA ee KayecTBa, a Takke UTO umeeTcs
COOTBETCTBYWWasA WHpopmauus, npegocTaB/ieHHass CMOHCOPOM  YNOJIHOMOYEHHOMY
(epepanbHOMY OpraHy WCNOSIHUTENbHOM BAacTu Npu nojaye 3asBfi€HWA Ha Bblgady
pa3pelleHns Ha NpoBejeHuNe K/INHUYECKOro WCC/ieoBaHus .

63. (40) Mpun oueHKe Kaxpolh cepun MpoayKuuM nepepq Bblgadven paspeweHus
Ha BbIMYCK [O/DKHbI ObITb PacCMOTPEHbl cnegykowme @akTopbl, 06CToATeNbCTBA MU



OOKYMEHTbI:

[OCbe Ha cepui, B TOM 4YMCNe 3anvMcu MO KOHTPOJI KadecTBa, 3anucu no
KOHTPO/K B Mpouecce MNpouM3BOACTBA W 3anMcu pas3pelweHns Ha BbIMYCK,
CBUOETENLCTBYWWNE O COOTBETCTBUN CEPUM NPOAYKLUUN AOCbe Ha  JIeKapCTBEHHbIN
npenapar, 3akasy, MPOTOKO/y WUCCNefoBaHMA U Kody paHgomm3auun. B 91w
3annucu [OSXHbl O6bITb BHECEHb BCE OTK/IOHEHWS WM BHECEHHbE B niaHOBOM
nopsigKke U3MEHeHWUs, a TaKxe Jbble AOMNOSIHUTE/IbHbBIE MPOBEPKN WUAN ncnbITaHns .
3anucym  Jo/mkHbl  OblITb  MOSHBIMA W [O/MKHbI  GbITb  COF/IAaCOBaHbI nepcoHasiom,
YMOSIHOMOYEHHbBIM Ha 3TO B COOTBETCTBUM C (hapmaueBTuUHeCcKoi CNCTEMOIA
KayecTBa;

yC/iOBUSi NPOM3BOACTBA;

AaHHble 0 Ba/mMpaumm 060pyAoBaHUsi, MPOLECCOB M METOAVK;

npoBepKa OKOH4YaTesIbHOW YNaKOBKMW;

pe3ynbTaTbl  JbbIX aHaM30B WAN  UCMLITaHWNA, NpPoOBEeAEHHbIX  Mocne
UMMOPTUPOBaHUSA, €C/IN HEeOOBXOANMO;

OT4yeTb 0 CTabuNbLHOCTU;

AaHHble O MoCTaBWWKE W MPOBEPKE YC/IOBUA XPaHEHUS N TPaHCMNOPTUPOBKN ;

oTyeTb 06 ayaMTax CUCTEMb Ka4yecTBa MpPoOU3BOAUTENS;

OOKYMEHTbl, NoATBepxjawlwme npaBo MPouU3BoguMTeENs Ha Nnpon3BoACTBO
nccnegyembix NekapcTBeHHbIX npenapartoB (BKAWYasa npenapaTtshl  CpaBHEHUN) Ha
9KCMOpPT, BbldaHHbIE YMNO/IHOMOYEHHbBIM (efepasibHbiM  OpPraHoM  WUCMOSTHUTESIbHOM
Bf1acTu;

TpeboBaHMA HOpPMATUBHbLIX MNpPaBOBbIX aKToB Poccwuiickoii depepauuin B
OTHOWEHUN PEerncTpauyuoHHOro Aocbe, MNpuMeHsiemble TpeboBaHWA HacToAwux MpaBun
N nbble NOATBEPXAEHUSA YMNOHOMOYEHHOrO (gefgepaslbHOro opraHa WCMHOHUTENbHOIA
B/lacTu o cobnwgeHun TpeboBaHwuii HacToAwmx MpaBu;

WHble (PaKTopbl, KOTOpbE YMO/IHOMOYEHHOE /MU0 CcUUTaeT 3HAYMMbIMK B
OTHOWEHUN KayecTBa Cepun.

64. 3HAUMMOCTb BbileNnpMBeAEeHHbIX (HaKTOPOB 3aBUCUT OT CTpaHsl, B KOTOPOW
NPoOn3BOAAT NIEKAPCTBEHHLIN npenapar, npoussBoauTens, cratyca perucrpaumin
NnekapcTBeHHOro npenaparta (3aperucTpuvpoBaH M OH B Poccuiickoli  depepauum
Wi B TPETbUX CTpaHax), a Takke OT (a3bl KIMHUYECKOlM pa3paboTKu. CnoHcop
OO/MKEH rapaHTupoBaTb, 4YTO BCe  (haKTOphl, NPUHATLIE BO BHUMaHue
YNO/IHOMOYEHHLIM JINLUOM, BbINOSHAWWMM OLEHKY Cepun, COOTBETCTBYWT WHpopmauuu,
npefocTaB/IeHHOM YMNOSIHOMOYEHHOMY (defepasibHOMY OpraHy WCMONHUTENbHOW BnacTwu
npv nogade 3asiB/IEHVMS Ha Bbigadyy pa3peweHusi Ha nNpoBeAeHne  K/IMHUYECKOro
nccneposaHns (MyHKT 68 HacToswero MpuioxeHus) .

65. (41) Ecnn  uccnepyemble neKapcTBeHHble npenapatsl MPON3BOAAT W
YNaKoBbIBAT Ha pasHbiX yyacTKax, 3a KOTOopble HECYT OTBETCTBEHHOCTb pa3Hbie
YMNO/IHOMOYEHHbIE fMua, [O/DKHbl  ObiTb  COGNIAEHb  TpeboBaHus, YCTaHOB/IEHHbIE

MNMpunoxeHmem N 16 K HacToAwwuMm [lNpaBunam.

66. (42) Ecnn HacToswumn [paBunamu, a TaKxKe UHbIMK HOpPMAaTUBHLIMA
npaBoOBLIM aKTam Poccuiickoin depepaumm npefyCcMOTPEHO OCYyleCTB/IeEHMe ornepauuii
Nno yrnakoBKe WM MapKMpOBKE B MEAMUUHCKOW opraHm3auuu (apmaueBTUYECKUM
paboTHMKOM MNW NOA €ro KOHTPO/SEM, /IGO0 MEAUUUHCKUM PabOTHUKOM MeANLMHCKOMN
opraHusauunm, YAOCTOBEPEeHUA [AaHHbX onepauumii  YNnoJHOMOYEHHbLIM NMUoM He
TpebyeTcA. OfHaKo CMNOHCOP HeceT  OTBETCTBEHHOCTb  3a obecrieyeHne
Haj/iexawero AOKYMEHTa&/IbHOrO O(pOpMAEeHUs AaHHOM AeATeNbHOCTW, COOTBETCTBME
TpeboBaHVAM HacToAwux [lpaBun UM Npu  HEO6XOAMMOCTWU  [OJIXEH npoBOAUTbL
KOHCY/IbTauun C YMNOJIHOMOYEHHbLIM JIULIOM .

X. TpaHcnopTnpoBKa

67. (43) Wccnepyemble nekapCTBEHHbIE MNpenapaTbl AO/MKHb OCTaBaTbCA nog
KOHTPOJIEM CMOHCOpa [0 3aBeplieHus ABYX3TarnHoin npouenypsl Bbidaunm paspeleHus
Ha BbIMYCK: OUEHKW COOTBETCTBUSA YMOJIHOMOYEHHLIM JINLUOM W Bblgaywu CMOHCOPOM
pa3pelleHns Ha BbIMYCK A8 MCNOMb30BaHUA B K/IMHUYECKOM UCCefoBaHuu nocne
CO6NAEHNS YCTAHOBMEHHbIX TpeboBaHuii. Oba a3Tanma [OJ/KHbl  OblTb O(hopM/IEHSI
OOKYMEHTa/IbHO, a 3anucu OO/MKHbl XPaHUTbLCA HEenocpeAcTBEHHO Y CroHcopa uan 'y
nmua, KOoTopoe felicTByeT OT ero UMeEHW.

68. (44) TpaHCropTUPOBKY WUCCNeayeMbiX NeKapCTBEeHHbIX npenapaTos
Heob6XoANMO OCYWECTBNATbL B COOTBETCTBUM C VHCTPYKUUSAMW, MNpefocTaBNeHHbIMU B
pacrnopsixeHve CMOHCOPOM WAW SIMUOM, AeACTBYWWMM OT €ro VMEHW.

69. (45) [lo nocTaBKM UCCeAyeMbIX NEeKapCTBEHHbIX MpenapaTtoB K MecTy



NpoBefeHNs nUccnefoBaHuii A0/MKHb OblITb YCTaHOB/MEHb MpaBwuiia Mo PacKoAMPOBaHMI
NeKapCTBEHHbLIX MpenapaTtoB MNepcoHasIoM, WMEKWWWM COOTBETCTBYWWWE MNOJTHOMOYNS .

70. (46) HeobxogMmo XpaHUTb MNOAPOGHLINA nepevyeHb OTIPYXEHHOW
NPOAYKLUMN, COCTaB/EHHLI Npou3BognTenieM Uanm umnoptepom. Ocoboe BHVMaHue
TpebyeTca yaensaTb TOYHOCTW yKasaHWsA HauMeHOBaHUA W ajpeca nonyyartens.

71. (47) Nepepauvy uccrienyemblX NeKapCTBEHHLIX rpenapaTtoB wu3 O4HOro
mMecTa npoBefeHns uccnefoBaHuii B Opyroe Heob6xoAMMO MpPOBOAUTb TO/IbKO B
NUCKMUYNTENbHLIX cny4vasx. [opsagok Takoi nepefayn  [OkeH ObTb  yCTaHOB/EH
CTaHOapTHOW OnepauuoHHOW npoueaypori. Heobxoaumo nNpoBepUTb COBOKYMHOCTb
NMEKLMXCA O JIEKapCTBEHHOM MnpenapaTte CBeAeHWin 3a TOT nepuoj, Korga oH
HaxogusacA BHe KOHTPONS MNpovM3BOAUTENd, Hanpumep, C  MNOMOLWbI0 OTYEeTOB O
MOHUTOPUHIE K/INHUYECKNX WCCMefoBaHuii M perucrpauun yCrioBuii xXpaHeHus Ha
npegspayweM MecTe npoBeAeHuss wuccnegoBaHwuii. Takas npoeepka  OOJIKHA
yuuTbiBaATLCA MPU OUEHKE BO3MOXHOCTU nepegayn npogykuum. K yyacTuio B
NpoBepKe HeobXoAMMO MpuB/eKaTb YMNONHOMOYEHHOe nnuo. [pwu HeobxoANMOCTU
NeKapCTBEHHbI npenapaT AO/KeH ObiTb BO3BpalleH NpovM3BOAUTEN0 A1 NOBTOPHO
MapKUPOBKM N ANA €ro OUEHKW YMO/IHOMOYEHHbIM JiMuoM. HeobxoAMmMo  XpaHuTb
3anucm u obecneyvBaTb MNOJIHOE OTC/IEXMBaHME MNOAOOHLIX nepenad.

X1 . lpeTeH3unn

72. (48) BbiBOAbl Mo pe3ynbTaTam MobOro paccriefoBaHusi, MNpPoBefleHHOro B
CBA3U C MNOCTYIM/IEHWEM MPETEH3UM N0 KAa4yeCcTBY JIEKAPCTBEHHOIO npenapara,
paccmaTpuBalTCA NPOM3BOAUTESIEM WAN MMMOPTEPOM U CnoHcopom (ecnm  3To He
OHO N TO Xe Nuuo). B 3TOM [O/KHL yyacTBOBaTb YMNO/IHOMOYEHHOE NMUOo U Nuua,
OTBETCTBEHHble 3a MNpoBefeHNe COOTBETCTBYWWENo KAWHUYECKOro nccnegosaHuA,
YTOObl OUEHUTb BO3MOXHOE BJ/IMAHME MPETEH3UN Ha KINHUYeCcKoe nccnegosaHuve,
pa3paboTKy NeKapCTBEHHOro npenapata v NauMeHTOB.

X11. OT3biBbl M BO3BpaTh
OT3bIBbI

73. (49) Nopsagok oT3biBa MCCAefyembiX NeKapCTBEHHbIX npenapartoB u ero
OOKYMEHTa/NIbHOIro OopMAeHNA AO/KEH OblTb COrjlacoBaH  Mexay CMOHCOPOM W
npoussoauTenem wanm wumnoptepom (ecnm 3TO He OJHO W TO Xe niuo) -
WccnepoBaTteslb M MOHUTOP K/IMHUYECKOrO UCCefoBaHUA AO/KHbl  MOHUMATb cBou
06513aHHOCTM MPU BbLIMNOJIHEHUM OT3bIBA.-

74. (50) CnoHcop p[oO/XeH rapaHTUpoBaTb, UYTO MNOCTaBIMK nwéoro
npenaparta CpaBHEHUS WAW OPYFUX JIEKAPCTBEHHbLIX MpenapaToB, WCMNOMb3YEMbIX B
KNMHMYECKOM MCCnegoBaHUN, WMEET CUCTeMy A/ U3BelleHus crnoHcopa o

Heo6XxoAMMOCTN OT3biBa NOOro MNOCTaB/NIEHHON0 NleKapCTBEHHOro npenapara.
Bo3Bpathl

75. (51) BosBpaT wuccnegyembiXx NeKapCTBEHHbIX npenapaTos LOJIXeH
OCYIEeCTB/ATLCA B COOTBETCTBUM C TPebOBaHMAMU CMOHCOpPa, YCTaHOB/IEHHLIMU B
COOTBETCTBYWIWMX npoueaypax.

76. (52) Bo3BpalleHHble nccnegyemble /eKapCTBEHHbIE npenapatsl LOJTKHbI
O6bITb  YEeTKO WAEHTUPMUMPOBAHbI. OHW  OO/KHbI  XPaHUTbCA B cneuyynanbHO
npegHa3HayeHHOW KOHTpOAMpyemoli 30He. Heobxooumo cOXpaHsaTb 3anucu no yyeTty
BO3BpalleHHbIX JIeKapCTBEHHbLIX MNpenapaTos.

X111, YHnyTOXEHME
7. (53) CnoHcop HeceT OTBETCTBEHHOCTb 3a YHUUYTOXEHNE
Hencnosnb30BaHHbLIX U (Mn) BO3BpalleHHbIX nccnegyembix NeKapCTBEHHbIX
npenapaTtos. He pgonyckaeTca YHUUYTOXeHue nccnegyembix NeKapCTBEHHbIX

npenapaTtoB 6e3 Mosy4eHUs NMUCbMEHHOTO pa3peleHns CroHcopa.

78. (54) [Ona kKaxagon MeauUMHCKOW opraHum3auun, MNpoBOAslEen KIMHMYeCcKoe
nccnegoBaHne, W Kaxgoro nepuvoga WCCAefoBaHWMsi  CNOHCOP uwnu nvuo,
JeNcTBykllee OT €ero WMeHuW, f[Oo/XeH (UKCcMpoBaTb, COCTaB/SATb 6anaHc u
NpPoBepPsATb KOMYECTBO WCCNeAyeMOro JleKapCTBEHHOro npenaparta, KOoTOopoe
NocTaB/IEHO, MCMO/b30BaHO W BO3BpaWeHO. YHWUUYTOXEHMe  HEeUCnosib30BaHHbIX



nccnegyembix NeKapCTBEHHbIX MpenapaTtoB A9 AaHHOW MeAWUWMHCKON  opraHum3auum
WX [JAaHHOro nepuoga WUccrefoBaHWMi [OMYCKaeTCA OCYWecTBMSATb TOMbKO — Mocre
TOro, Kak OyAeT MNpoBefeHO paccriefoBaHue, NpefocTaB/iEHO YAOB/IETBOPUTE/bHOE
06bsAICHEHME /bbiIM HECOOTBETCTBUAM, a TaKke COCTaB/IEH MaTepuasibHbliii 6anaHc.
JokymeHTanbHOe ogjopmaeHne onepauuii No  YHUUTOXEHMIO NeKapCcTBEHHOr O
npenapata Heo6xo4uMO BECTU TakuMm 06pa3om, 4YTOOb CylecTBOBasia BO3MOXHOCTb
NnoAroToBUTb OTYET 060 BCexX onepauusix. 3anucu no YHUUTOXEHMH  HeobXxogumo
XpaHUTb Yy CMOHcopa.

79. (55) B cny4yae YHUUYTOXEHUSA UCCNeayembiX NeKapCTBEHHbIX npenaparos
CMOHCOPY [O0/KEeH 6biTb NMpeAcTaB/eH akKT C yKa3aHueM JaTbl WAWM WHOW  AOKYMEHT
06 YHUUYTOXEHMN. B 3TUX [OKYMEHTax [AO/DKHbl ObiTb yKa3aHbl HOMmepa cepuii n
(wnn) koppl nauneHToB (IMB6O obecrneyeHa BO3MOXHOCTb WX OTCNexmBaHusa), a
TakKKe KO/IMYECTBO YHUUTOXEHHbLIX SIEKAPCTBEHHbLIX MpenapaTos.

MNpunoxeHne N 14
K MpaBunam opraHusaumm nNpon3BoACTBa
M KOHTPOJ/IA KayecTBa JIeKapCTBEHHbLIX CpeAcTB

MPON3BOACTBO NlEKAPCTBEHHbLIX MpenapaToB, MosyyaembiX U3 AOHOPCKOW KPOBWU wan
naasmbl

I. TepmuHbl 1 onpegeneHusd

1. [nAa uenei HacTosAwero MpuioxeHnsa MUCNoNbL3YyKWTCA creaywume OCHOBHble
NOHATUA X

KOMMOHEHT KpPOBM - TepaneBTuMYecKas cocTasfswwasi KpoBWU (apuTpOoLUnTHI,
nenkouuTbl, TpoM6OUMTH WM nnasma), KoTopas MOXeT ObiTb noarotoBneHa
pas3nuyHLIMM MeToLaMu ;

KpPOBb - UefbHas KpOBb, KOTOpas B3ATa Yy pg[oHopa W obpaboTtaHa [Ans
TpaHchy3um unn ans ganbHelwero nNpon3BOACTBA;

NeKapCTBEHHbIE MpenapaTsl, MNosiydaemble N3 AOHOPCKOM KPOBW WAW NAasmbl -
NEeKapCTBEHHbIE MpenapaTsl Ha OCHOBE KOMMOHEHTOB KpOBWU, NpoOn3BeAEHHLIE
MPOMbIW/IEHHLIM CMOCO60M;

0bpaboTKa - M0bON M3 3TarnoB MOSlyYeHUs] KOMMOHEHTOB KpOBU, KOTOPbIM
ocyllecTBAsAeTCA nocne B3ATUA KPOBM nNepeg NosiydeHMeM KOMMOHEeHTa  KpoBw,
Hanpuvep, cenapauyss U 3aMOpO3Ka KOMMOHEHTOB KpoOBWU. B HacTosiwem [NpunioxeHun
nosg o6paboTKOM AOMOMHUTENLHO MOHUMAWT  BLIMOJIHSEMbIE B opraHmsauymax no
B3ATUK KPOBM oOMepauun, KOTOpble SABAAKTCA cneunduyecknmn  osisi naaswmsl,
NCNosb3yemon Ansa (ppakuMoHMPOBaHUS ;

OCHOBHOE [0Cbe Mnja3mbl - OTAE/bHbIi OKYMEHT, KOTOpbIi He BXOAUT B
pPerncTpayMoHHOE [OCbe Ha JIeKAapCTBEHHLIM npenapaTt. YKasaHHblii  JOKYMEHT
COAEPXUT BCKH HEOOXOAUMYK MOAPOOHYH WMHPOPMaUMK B OTHOWEHUM  XapaKTepucTuk
LenbHOM [JOHOPCKOM na3mbl, MWCNOMb3YEMO KakK  MCXogHoe chbipbe Ans
Npou3BOACTBa NMPOMEXYTOYHbIX (ppakuuin n (Mnn) cybbhpakuywmii, BCNoOMOraTe/ibHbIX
BEWeCcTB U (hapMaueBTUYECKUX CYO6CTaHUMn, KOTOpble SABAAKWTCA 4acTbio nnasmel,
NEKapPCTBEHHbLIX MpenapaTtoB WAM U34ENUii MeAMUUHCKONO Ha3Ha4yeHus ;

OTBETCTBEHHOE NULO - CheunasibHO Ha3HadeHHoe NUO B  OpraHm3aumn no
B3ATUI N MPOBEPKE KPOBM, KOTOPOE HECET OTBETCTBEHHOCTb 3a:

obecrieyeHne TOro, 4YTO KPOBb W/AN €€ KOMMOHEHTbl Obl/in B3ATbl U MPOBEPEHDI
B KaxaoW eiunHuLe He3aBMCUMO OT WX MnpefgHa3HadyeHusa, a Takke 3a TOo, 4TOo (8
c/yyae npefHasHayeHust onsi TpaHchy3mm) mMx obpaboTka, XpaHeHne u  OTNyCK
Obl Mpou3BefeHsl B COOTBETCTBMU C 3akKoHogaTenbCcTBOM Poccwuiickoii depgepauun;

npefocTasB/ieHNE YMNO/IHOMOYEHHLIM — (efepasibHbiM  OpraHam NCNOJTHNTESIbHO
BNacTU HeOO6XoAMMOW WHhopMauum OTHOCUTE/IbHO npeanucaHui, paspelenHun,
akkKpeguTauum nnu NULEH3UpPoOBaHUA ;

BbIMO/IHEHNE B OpraHvM3auum no B3STUK N NPOBEPKE KPOBU BCeEX TpeboBaHwuii
3aKkoHopaTenbcTBa Poccuiickoin depepauunm.

OTBETCTBEHHOE NULO AO/IKHO OTBeYaTb C/efy WUM YC/IOBUSM B OTHOWEHUW
KBa/IMhMKaLnm :

UMeTb BbiCllee MeAuUMHCKOe uan 6uonormvdeckoe obpasoBaHue;

UMeTb CTax paboTbl He MeHee [ABYX /NeT B OAHOW unu HECKOJIbKUX
opraHmsaumax no B3ATUMIO UM NPOBEPKE KPOBU, OCYWECTBAAKWMX 3abop U (wn)
NUCMbITAHNSA KPOBM 4Yesi0OBEKA, €€ KOMMOHEHTOB, WM UX MOJIyYEHWE, XpaHeHne W
pacnpegeneHue.



YKa3aHHble Bbllle 006513aHHOCTM OTBETCTBEHHOIO /Mua, MOryT ObTb MnepefaHs
ApYTrUM niuaM, MMeEWWUM COOTBETCTBYWWYH KBaMDUKauMio W CcTax paboTel  Ans
BbINO/THEHUA 3TUX 06S3aHHOCTE .

OpraHusaumm no B3ATUKW W MNPOBEPKE KPOBU  AOJDKHbI coobwaTtb B
YMOSIHOMOYEHHbIN (efepasibHbii OpraH MCNOMAHUTENbHOW BAacTn damuanw, wuvsa wn
oTyecTBO (MPU Ha/IM4YMN) OTBETCTBEHHOINO NUUAa, a TakKkKe NnL, KOTOPbLIM MepenaHs
0653aHHOCTM OTBETCTBEHHOrO /fuMUa, BMEcTe C WHpopmaumerd O  KOHKPETHbIX
06513aHHOCTSAX, KOTOpPble Ha HUX BO3/IOXEHbI .

Ecnu oTBETCTBEHHOE MMUO WAW vua, KOTOpbIM MepedaHsl  06A3aHHOCTYU
OTBETCTBEHHOI0 /iMua, 3aMeHsIloTCA Ha MOCTOSIHHOW WM BPEMEHHOM OCHOBE ApYTrUM
NNUOM, OpraHusauMs no B3STUIO U MPOBEPKE KPOBU [O/XHA cCcpaly  YBeAOMUTb
YMNOMHOMOYEHHbIV (efepasbHbIi opraH UCNONHWUTESNbHOK BAacTu o gamunnuun, WMEHU W
oT4yecTBe (MPY Ha/IM4YMN) HOBOFO OTBETCTBEHHOrO NMLA M AaTe ero HasHauyeHus;

nnasva Ans @pakuMoHMpPOBaHUA - XMAKas 4acTb [OHOPCKOW KpoBU, KoTopas
oCTaeTcsl Mnocne OTAeNleHus KNeTOYHbIX KOMMOHEHTOB KpOBWU, oTobpaHHas B
KOHTEeliHep C aHTWKoarysnsitHToMm, Mbo KoTopas ocTaeTcsa nocre cenapauuu c
MOMOUWbI0 HEMPEpPLIBHOW  (unbTpauMm WM LUEeHTpudyrupoBaHus KpoBM C
aHTUKoarynsitHToM BO Bpemsi npoueaypb agepesa. Mnasma ana  GpakuMoHMpoOBaHUS
npegHa3HayeHa A9 NPOM3BOACTBA J/IEKAPCTBEHHbLIX MpenapaTtoB, MNoslyvyaemblX U3
nnasmel, KOTOpble oOnNuchiBawTcs B [ocygapCTBEHHOW (dapmakonee Poccuiickon
depepaumm, B 4YacTHOCTU, anbbymmHa, (AKTOPOB CBepPTbLIBAHMS KPOBU 1
UMMYHOr106Yy/iIMHa 4YenoBeKa;

npenapaTbl KPOBU - fIEKAPCTBEHHbIE MpenapatTbli, MOJYYEHHbEe U3  AOHOPCKOIA
KPOBM WMAN NNa3Mbl;

nporpavMmMa (pakuMoHMpPOBaHWSA MO [AOroBOpY [Ansi  TPeTbux CTpaH -
(ppakuMoHMpoBaH/E MO AOrOBOPY Ha MNPeanpusaTUM Mo (QPaKUMOHUPOBAHWK UK
NMPOV3BOACTBY JIEKAPCTBEHHLIX MNpenapaTtoB W3 [OHOPCKOM nnaswmbl, KoTopoe

HaxoguTcsa B Poccuiickoi degepaumm, C UCMONb30BaHMEM WCXOAHOrO ChipbsA U3
Opyrmx cTpaH, nNpu 3TOM Mpou3BeLEeHHas nMpPoAyKUUs He npejHasHayeHa [Ans
npuveHeHust B Poccuiickoii depepaunn;

opraHmMsaumsa no B3ATU U MPOBEPKE KPOBU - kpuagnyeckoe nuyo, KoTopoe
HeceT OTBETCTBEHHOCTb 3a /b0l acnekT B3ATUSA U MNPOBEPKN LOHOPCKOIA KpOBMU
WX KOMMOHEHTOB KPOBU HE3aBWCUMO OT WX Aas/IbHENWEro npegHa3Ha4yeHusi, a
Takke 3a ux o06paboTKy, XpaHeHune W NocTaBky B Ccly4ae, Korga OHWu
npegHasHayeHsl ANA TpaHchy3um. 3TOT TEPMUH HE pacnpocTpaHseTca Ha  6aHKu
KpOBU B 60/bHULAX, HO pacnpoCTpaHAeTCs Ha opraHm3aumm, B KOTOPbLIX NPOBOAAT
nnasmagepes;

(pakuMoHMpoBaHue, nNpeanpuaTue Nno (PakuNOHUPOBAHUK - TEXHOOrNYECKN
npouyecc Ha npegnpusaTum (NpegnpusaTuM  No  (PpPakKUVMOHMPOBaAHMK), BO Bpems
KOTOPOro BbiAENANT KOMMOHEHTLl Ma3Mbl C  MOMOWbLK  pPas/iMyHbIX Prn3nyeckmnx u
XUMUYECKNX METOAOB, Hampumep, TaKMx KakK OcaxieHue, xpomaTorpapus.

I11. O6nactb npumeHeHusa (1)

2. (1.1) TNonoxeHus HacTosAwero MpuioxeHus pacrnpocTpaHsnTCa Ha
NeKapcTBeHHbe MpenapaThl, Mofyvyaemsle W3 [AOHOPCKOW KpOBM WM Ma3msl,
(pakumoHmpoBaHHoli B Poccuiickoin degepaunn nanm MMNOPTUPOBaHHOW B Poccuiickyt
Oepepaumio. HacTosiwee [lpuioxeHMe pacnpoCcTpaHAeTCs TakKke Ha WUCXOOHOE Chipbe

ONA  TakMxX NeKapCTBeHHbIX npenapaTtos (Hanpuvep, AOHOPCKYH0 nnasmy) .
YCTaHOoB/IEHHblE HacToAwuM lpunoxeHMem TpeboBaHWA  MPUMEHUMbI Takxe K
CTabunbHbIM (paKuusiMm AOHOPCKOW KpoBM wan  nnasmsl  (Hanpumep, anbbymnHa),

KOTOpble BK/INYaKT B U3[enns MeAMUMHCKOro Ha3HayeHus .

3. (1.2) HacTosuee MNpunoxeHne ycTaHaBIMBaeT crelnasbHble TpeboBaHUA B
OTHOWEHNN MNPOU3BOACTBA, XPaHEHUs U TPAaHCMNOPTUPOBKM  [OHOPCKOWA nia3msl,
MCcnonb3yeMor AnA  @pakuMoHMpoBaHWA U1 ANA  NPOM3BOACTBA  JIeKAPCTBEHHbIX
npenapaToB, MOAy4YaeMbX U3 [AOHOPCKOW KPOBU WM MAa3mbl.

4. (1.3) B HacTosuwem MNpuNoxeHNn ycTaHOB/EHb CNeunasnbHbie MNOMIOXEeHUA B
c/yyasix, Korga MCXOOHOE Cbipbe MMMNOPTUPYETCA U3 TPEeTbUX CTpaH, a Takxe B
cnydyasx nporpamMm @pakumMoHMPOBaHUA MO AOroBOpY AN1A TPEeTbUX CTpaH.

5. (1.4) HacTtosuee lNpunoxeHne He MNPUMEHSIETCA B OTHOWEHWUM KOMMOHEHTOB
KpPOBW, MpefHasHayeHHbIX ONS TpaHCchy3un.

111. NpuHumne (2)



6. (2.1) JlekapCTBeHHbIEe npenapaTbl, MoslyvYaemble U3 AOHOPCKOM KPOBWU UMK
nnasmsel (a Takke MX (papmaueBTUYECKME CyO6CTaHUUM, WUCNOMb3YEMble KaK UCXOoAHOoe
Cblpb€), AO0/MKHbI COOTBETCTBOBATb TpPe6GoOBaHWAM HacTosuwwx [paBun, a  Takke
perncTpaymMoHHOMY AO0Cbe Ha /IeKapCTBEHHLI npenapaTt. OHM paccMaTpyMBanwTCs Kak
6MONI0rNyYecKne JfeKapCTBEHHbe MpenapaTbl U MCXOAHOE Chipbe, B KOTOPbLIX
cofepxaTtcsi 6uonormvyeckne cyb6cTaHuum, Takue KaK 4yenioBevYeckue KAeTKU — un
xmakocTtn (BKYasi KPOBb MAM nnasmy). BcneactBue 6ronornyeckoi npupoabl
NCTOYHNKOB CbipbS MOCMEAHNE WUMET OnpefesieHHble XapaKTepHble  OCOBEHHOCTU.
Hanpumep, unCXogHoe Cbipbe MOXeT OblTb KOHTaMUHUPOBAHO NHPMLMPYOLWMMA
areHtamMmM, B OCOGEHHOCTU Bupycamu. [103TOMy KayecTBO M 6€30MacHOCTb  TaKux
NIeKapCTBEHHbLIX MpenapaToB 3aBUCAT OT KOHTPOSSA UCXOAHOrO Cbipbs U MUCTOYHUKA
€ro npoucxoxAeHusi, a TakKke OT Ja/ibHelllmx TexXHONorndeckmux  npoueayp,
BK/loYass NMPOBEPKY Ha MHPEKLNOHHbIE MapKepbl, ygaseHne U MHaKTUBauui BUPYCOB.

7. (2.2) Bce (papmaueBTUyecKne cybCTaHUMM, MCNONb3YyEMble KakK UCXOAHOoe
Cbipbe [O/151 /IEKAPCTBEHHLIX NpenapaToB, [AO/IKHb OTBedYaTb TPeboBaHUSM HaCTOSAWMX
MpaBun (NyHKT 6 HacToswero lMpunoxeHus). B OTHOWeHUM B3ATUA U NPOBEPKU

NCXOAHOIr0 Cbipbsi, MOSy4YaeMoro M3 [AOHOPCKOWA KPOBM WAW  MNia3Mmbl, HeobxoAnMo
npuAepXmMBaTbCs HUXecneaywouux TpeboBaHuii. B3aTMe un npoBepka [LOJDKHbI
NpoBOAMTLCA B COOTBETCTBUM C Haj/iexalehn CUCTeMOn KadvecTsa, TpeboBaHUSMU
COOTBETCTBYWWNX HOPMATUBHLIX MPaBOBLIX aKTOB PoccuiicKoii depepaunn un

CI'IeLI,I/I(*)I/IKaLI,I/IFIMI/I. LO/MKHbI BLINMOMHATBLCA YCTaHOB/IEHHbIE HOPMaTUBHbLIMA npaBoOBbLIMA
akTamm Poccuiickoim cDep,epau,vu/l Tpe6OBaHI/IFI B OTHOWEeHNn npocnexmBaemoCcTun oT
OOHOpa OO0 peuunnMeHTa M B OTHOWEHUU yBe,ﬂ,OMﬂeHMﬁ O MOBOYHbIX AGVICTBMHX n

HexenaTenbHbIX  peakuusx. Mpn  aTOM HeobxoAnMo PYyKOBOACTBOBaTbLCA
FocypapcTBeHHOI (hapmakoneein Poccuiickoin deaepauumn.
8. (2.3) WVmnopTumpoBaHHOE W©N3 TpeTbUX CTpaH UCXoAHOe Cchipbe and

NpPoM3BOACTBa J/IEKAPCTBEHHbLIX MpPenapaToB, Mo/lydaemblX U3 AOHOPCKOW KpPOBWU UMK

nnasmsl, €cnu 3TW NeKapCTBEHHble MNpenapaTtsl nNpegHa3HaudeHbl AN NPUMEHEHUN UK
peannzauun B Poccuiickoin degepaunn, AOKHO OTBeYaTb HOpPMaM He Huxe, yem
aencrteywume B Poccuiickoii degepaumm HOPMbl B OTHOWEHUW CUCTEM KayecTBa
opraHusauuMii no B3ATUI W MNpPoBepKe KPoBM. Takke [OO/KHb — cobnwgaTbcs

YCTaHOBJ/IEHHblE HOPMATUBHLIMW MNpPaBOBbIMM aKTamMu  Poccuiickoii depepaymu
Tpe6oBaHMA MO MPOC/IEXMBAEMOCTU OT [AOHOpa A0 peuunMeHTa M B OTHOWEHUU
yBEOOM/IEHMA O MNO6GOYHLIX  AENCTBUAX " HexenaTe lbHbIX peakuunsix "

obecneymBaTbCA COOTBETCTBME YCTAHOBJIEHHLIM HOPMATUBHLIMA MPaBOBbLIMA aKTamm
Poccuiickoin depepauun TpeboBaHMAM K KPOBU N €€ KOMMOHEeHTaMm.

9. (2.4) MNpu BLINOAHEHUW MporpamMm (QpPakUUOHMPOBAHUA MO forosopy c
TPeTbUMM CTpaHamm UCXOAHOE Chipbe, UMMOPTUPOBAHHOE U3 APYIrMX CTpaH, AO/DKHO
COOTBETCTBOBaTb YCTAHOB/IEHHLIM HOPMAaTUBHLIMK MPaBOBLIMW  aKTaMmu Poccuiickoi
depepauun TpeboBaHusAM. PaboTbhl, npoBoaumbie B Poccuiickon depepauumn, [OMKHbI
B NOJIHOW Mepe COOTBEeTCTBOBaTb HacToswum [paBunam. Heobxoanmo BbIMONHATDL
JencTteylwne B Poccuiickoli degepaumm TpeboBaHWA B OTHOWEHUM CUCTEM KadecTsa
opraHusauuMii no B3ATUKW W MNpPOBEpPKEe KpoBU. Takke [OOJDKHbI cobnwgaTbcs

YCTaHOB/IEHHbIE HOPMATMBHbLIMMA MPaBOBbLIMM aKTamm  Poccuiickoli depepauymm
TpeboBaHMsl MO MPOCNEXMBAEMOCTM OT [OHOpa A0 peuunMeHTa M B OTHOWEHUM
yBeoMNieHUl A 0 MNO60YHbBIX  [AEWCTBUSX U HexenaTeslbHbIX peakuusx wu

obecrneumBaTbCA COOTBETCTBME [OElCTBYWWUM TpeboBaHUSIM K KpoOBU W© ee
KOMMOHEHTaMm.

10. (2.5) HacTtosiume MpaBuna pacnpoCTpaHAKNTCSA Ha Bce CcTaguu nocne
B3ATMA W npoBepkn Kpoeu (Hanpumep, o06paboTka, BK/4as pasgenexve,
3aMOpoO3Ka, XpaHeHWe M TpaHCNoOpTUpPOBKa K npou3BoanTenw). Kak  npaBuno,
yKaszaHHasd [eATeNbHOCTb [O/KHA HaxoguTbcs B cdepe OTBETCTBEHHOCTMU
YNO/IHOMOYEHHOT O Nnya npousBoauTensa. Ecnum cneunduyeckne aTamnsl  06paboTku
npegHasHayeHHol A1 QpaKunoHMPOBaHUA MN/a3Mbl NPOBOAATCA B opraHusauuu no
B3ATUIO N NPOBEPKE KPOBM, B TaKoi opraHusauum MoxeT ObTb  cheyuanbHO
Ha3Ha4YeHOo YMNOJIHOMOYEHHOE /MU0, OAHAKO ero NMpucyTCTBME U OTBETCTBEHHOCTb
MOryT He coBrnagaTb C MPUCYTCTBMEM W OTBETCTBEHHOCTbHW OTBETCTBEHHOIO fMua.
Ons paspeweHns Takoii cuTyaumm u gns obecneyeHnss TOro, 4YTOo  0643aHHOCTU
YNO/HOMOYEHHOI 0  Nnua, NpefyCcMOTPEHHbEe HOPMATUMBHLIMA  MPaBOBbLIMM  aKTamu
Poccuiickoli depgepaunn, BbLINOAHAKNTCSA Hag/aexawum obpa3oMm, npegnpusaTne no
(ppakumoHmpoBaHui (NPON3BOAUTE/Nb JIEKAPCTBEHHLIX NpenapaTtoB) B COOTBETCTBUU
C nyHKTamm 237-255 HacToAwmx [lpaBui  [O/MKHO  3aK/I0YNTb Jorosop c
opraHMsauueri no B3ATUKW W MNPOBEPKE KPOBWU. B yKa3aHHbIl 4OroBop
peKomMeHAyeTCA BKAWYaTb COOTBETCTBYWWME 06A93aHHOCTU M NOApPOOHble TpeboBaHuA



4na obecnedveHuss KadecTtBa. OTBETCTBEHHOE /MU0 opraHusauumM Mo B3ATUIO U
NPoBepKe KPOBU U YMOSHOMOYEHHOE /MU0 MNpeanpuaTna no  pakuuoHMPOBaHUI
(npon3BoanTena fieKapCTBEHHbLIX MpenapaTtoB) AOJ/KHbl  MPUHUMATb yyacTtue B
coCTaB/IeHUN TaKoro gorosopa. [ns noATBEpPXAEHUs TOro, 4YTO opraHuv3sauus no
B3ATUIO N MPOBEPKE KPOBM WCMONHAET YCNOBUA Takoro [orosopa, Yno/IHOMOYeHHoe
NMUO [OMKXHO obBecneynTb MpPoBefeHMEe COOTBETCTBYWWMX ayAUTOB.

11. (2.6) CneuuanbHble TpeboBaHMA K AOKYMEHTauuu v gpyrve mMeponpusTus
B OTHOWEHUM WMCXOOHOrO ChipbdA A8 NoNy4dYaemblX W3  nnasmbl  N1IeKapCTBEHHbIX
npenapaToB yKa3blBaloT B OCHOBHOM [0OCbe [M/1a3Mmbl .

1V. YnpasneHue kadectBom (3)

12. (3.1) YnpaBneHue kKayecCTBOM [O/DKHO OXBaTbiBaTb BCe cTagum oT
oTOOpa AOHOPOB [0 MOCTaBKM [FOTOBOW npoaykuum. Heobxoammo cob6nwgaTtb
YCTaHOBJ/IEHHbIE HOPMAaTUBHLIMM  MPaBOBLIMW  aKTamu Poccuiickoi depepauunm
TpeboBaHNA B OTHOWEHWUW MNPOCNEXMBAEMOCTM KaK Ha 2aTane, npegsapswlem

NocTaBKy M/a3mbl Ha npeanpusaTne no (pakuuoHMpoBaHUIO, TaK W Ha  3Tane
NoCTaBKM, a TaKKe Ha BCeX CTagusaAX, CBA3aHHbIX CO B3ATUEM ¢ NpPOBEpPKOIA
[OHOPCKOW  KpOoBU 017 niasmsl, npegHa3Ha4yeHHbIX AN nponssofcTea
NeKapCTBEHHbLIX MpenapaTos.

13. (3.2) C6op KpoBU wan nnasmbl, KOTOPbIE UCMOMb3YHWTCA Kak ncxogHoe
Chipbe [AON151 NPOM3BOACTBA NeKapCTBEHHLIX MpenapaTros, Heo6XoAUMO MPOBOAUTb B

opraHmsauusix no B3ATWMIO M TMPOBEpPKE KpoBM, a MpoBepKy npoBoANTL B
naéopatopusix, KOTOpble  MPUMEHST  CUCTEMbl  KadecTBa, oTBevawume
YCTaHOB/IEHHbIM HOPMAaTMBHLIMM  MPaBOBbLIMM  aKTamm  PoccuiicKkoli depepaumm
TpeboBaHVsIM, MMEWT COOTBETCTBYWIUEE pa3pelleHne, BbijlaHHOE  YMO/IHOMOYEHHbLIM
hegepasibHbIM  OPraHoM WCMOSIHUTE/NbHOW BfacTu, W nogsexat perynsipHomy

MHCMNEKTNPOBaHWI0 B COOTBETCTBMM C 3aKoHoJaTenbCTBOM Poccuiickoi ¢egepauunn.
Mpy Hannuum y NPou3BOAUTESNIA Mporpavm (pakuMoHMpOBaHMA MO  gorosopaM AN
TpeTbUX CTpaH OH 065s13aH yBeAOMUTb 006 3TOM YMOSIHOMOYEHHbIN (hepepanbHbiii
opraH WCMOHUTE/IbHOW BNacTw.

14. (3.3) B cny4vae umnopta nnas3msl U3 TPeTbUX CTpaH OHa  [0J/IKHa
NOCTaBMATLCA TOMIbLKO YTBEPXAEHHbLIMX MocTaBwukamu (Hanpuvep, opraHu3aumamu
no B3ATWUIO U MPOBEPKE KPOBW, BK/WOYAA BHeWwHWe cknage). Takwue NOCTaBLMKN

JO/XHbBI 6bITb yKaldaHbl B crneuMpmkaumsix Ha WCXOAHOEe Cbipbe€,  YCTaHOBJ/IEHHbIX
npeanpuaTMeM Mo (PakUMOHUPOBAHWIO WAW MNpou3BoauTeNneM, W yTBEPXAEHbI
YMNO/IHOMOYEHHLIM (heflepas/ibHbIM OPraHoM WCMO/IHUTE/IbHOW BacTu B ciyyasix M B
nopsigke, MpPeayCMOTPEHHbIX HOPMATUBHBLIMA MPABOBbLIMA  aKTamu Poccuiickoii

defepaunm, a Takke YMNONHOMOYEHHbLIM JIMLOM NPeanpuATUS Mo (PakuMOHUPOBAHUIO,

pacrnofioxeHHoro B Poccuiickoii ®epepaumm. OueHka W Bblgadya paspelweHns Ha

ncrnonb3oBaHve nnasmel (Maasmsl 4149 QPakuMOHMPOBAHMA) KakK WCXOAHOro  ChipbA
OCYIEeCTBAETCA B COOTBETCTBUM C MYHKTOM 39 HacTosAwero MNpunoxeHus .

15. (3.4) NpepgnpusaTve Mo (ppakuMOHMPOBAHUK WAN NPOU3BOANTENb FOTOBLIX
NIeKapCTBEHHbIX rpenapaTtoB  AO/MKHb  MNPOBOAUTL  KBaulMmnKaumio NOCTaBLWWNKOB,
BK/l0YasA OLEHKY MOCTaBlUMKOB B COOTBETCTBUN C YTBEPXAEHHbLIMU npoueaypamu .
Heob6xoAnmMO NPOBOAMTL PEry/IAPHY0 MOBTOPHYKW  KBaMhuKaumio NOCTaBWWNKOB C
yyeToM rnogxofa, OCHOBAHHOIO Ha OLEHKE PUCKOB.

16. (3.5) MNpepgnpusaTtve no ¢ppakuMOHUPOBaAHUK WUAN NPON3BOANTENb FOTOBLIX
NeKapCTBEHHbLIX MpenapaTtoB AO/KHb 3aK/I0YNTbL JOrOBOPL C  OpraHu3aumsamu no
B3ATUIO N MPOBEPKE KPOBM, KOTOPLIE ABMANTCA MOCTaBLVKaMU .

17. B Takue [OroBsopbl peKoMeHAyeTCs BKw4yaTb, B 4YacTHOCTU, crepyluune
YC/OBUA:

onpegeneHve 06A3aHHOCTEN M OTBETCTBEHHOCTU;

TpeboBaHMA K CUCTEMe KayecTBa M [JOKyMeHTauuu;

KpUTepunm OoT6Opa [OHOPOB W MNPOBEAEHUE WUCMbITaHWi;

TpeboBaHMA K cernapaumm KpoBM Ha KOMMOHEHTH KPOBWM W Mnasmy;

3aMopo3Ka nnasmbl;

XpaHeHVe 1 TpaHCNopTUPOBKa Maa3mbl;

NPOCMEXNBaemMoCTb MU WHPOPMMPOBAHME MNOC/Ee chayun U B3ATUA KpoBu (B TOM
yncne o0 nob6ouHLIX 3phhekTax) .

18. Ha npegnpuaATn Mo  (PPakUMOHMPOBAHUI WU Y nponssoauTens
NeKapCTBEHHbLIX MpenapaTtoB AO/MXHbl ObiITb B Ha/Muun pe3ynbTaTbl UCMbITaHUi BCex
eVHNL, NUCXOAHOrO Chipbs, MOCTaB/IEHHbIX OpraHM3aumen no B3ATUKW U nposepke
KpoBu. Ecnn kakasa-nmbo M3 cTaauili OCyWecTBASAEeTCA Ha OCHOBaHuUM  [orosopa



cybnogpsaga, TaKoli OroBop AO/MKEH ObiTb 3aKlveH B MUCbMEHHOI (opme.

19. (3.6) [Ana nnaHUpoBaHUA, OUEHKN U [AOKYMEHTa/IbHOro O(opM/IEHUSA BCeX
N3MEHEHW, KOTOpble MOFyT OKasaTb B/USHME Ha KayecTBO WU 6e30MacHoOCTb
NpoAyKUMN WUNU  NPOCNEeXMBaAEMOCTb, [AO/MKHa OblTb YCTaHOBMEHa  Hajnexawas
cucTemMa KOHTPOAsA M3MeHeHuli. Heobxoammo oueHmBaTb NOTEeHunasibHoe B/IVSAAHME
npegnaraemMbix  U3MEHEHWN . JomkHa  6bITb  onpegeneHa Heob6XxoaANMOCTb
OOMOMHUTENBLHLIX MCNbITAHUIA UM NPOBEAEHUs BasMjaumMm, OCOGEHHO Ha  cTagusix
MHaKTUBauuM n yaaseHns BUPYCOB.

20. (3.7) [Lna MUHUMM3AUUM PUCKOB, CBSA3AHHbLIX C UHPUUMPYWLWMMUA areHTamm
N HOBbBIMW WHOULMPYHWMMKU areHTamu, [O/xHAa ObiTb BHeApeHa Hajnexawass cucTteva
MEp B OTHOWEHMM 6Ge3omnacHocTu. Takas cucTema [O/IKHAa BK/IYaTb B CeO6S OUEHKY
PVCKOB /11 TOro, 4ToO0bl:

onpegenuTb BpeMs YyAEpPXMBaHMA MPOU3BOACTBEHHOIO 3anaca (Bpewms
BHYTPEHHEro KapaHTuHA) nepes o06paboTKOW nna3mbl, UTOOb W3bATb  O03bl,
KOTOpble Bbi3biBAT COMHeHUA ([03bl, B3ATble B TedyeHue rnepuoja  OnpefesieHHoro
HOpMaTMBHLIMA MPaBOBLIMM akKTamu Poccuiickoi OGepepauumn, npexge uYem  6ygeT
YCTaHOB/IEHO, 4YTO [03bl, B3AThE OT AOHOPOB C BLICOKMM PUCKOM, [AO/MKHbl  ObITb
NCK/KYEHbl M3 06paboTKU, Hanpuvep, B CBA3U C [MOJMIOXUTE/IbHBIM  pPe3y/ibTaToM
TecTa);

yunTbiBaTb BCE acnekTbl, CBA3aHHbLIE CO CHUXEHMEM KOMMYyecTBa BUPYCOB U
(Unn) uCHBITaHUAMN Ha UHPUUUPYWLWME areHTbl WA NX aHasioru;

onpefenuTb BO3MOXHOCTU CHWXEHUSI KO/JM4YecTBa BMPYCOB, onpegennTb
pa3Mep cepum MCXOAHOrO CbipbS U APYFMEe CYWEeCTBEHHble acrneKTbl npouecca
npounssoacTBa.

V. lMpocnexvBaeMocTb U MEPONPUATUS, NPOBOAMMbIE Mocne B3ATUS kKpoBu (4)

21. (4.1) [fomkHa 6bITb OpraHM3oBaHa cucTema, NO3BOAsAWLAA npocneanTb
Kaxayl COaHHyl [03Yy KpOBW WAW Maa3msl OT gOHOpa W npoueaypsl ee B3ATUA
yepes opraHusauunio no B3ATUI0 U MPOBEPKE KPOBM [0 Cepunm  NeKapCTBEHHOIo
npenaparta, a Takke B 06paTHOM HanpaBneHUW.

22. (4.2) [onmkHa 6bITb onpefeneHa OTBETCTBEHHOCTb 3a MNPOC/eXMBaeMOCTb
npoaykumm (OTCYTCTBME KaKoro-simbo aTtana He [onycKaeTcs):

OT [OHOpa W [03bl, B3ATOW B opraHum3aumm no B3ATUK U MNpPOBepkKe KpoBsu,
4O  npeanpuATuA  No  (ppakunMoHMPOBaHUI, YyTo  ABNAETCA 0643aHHOCTbI0
OTBETCTBEHHOIO J/iMua opraHmsaumm rno B3ATUI N MPOBEPKE KPOBU;

OT MpegnpuATUA Nno (PpakuoOHNUPOBAHMIO A0 NPOU3BOAUTENSA NleKapCTBEHHOrI 0O
npenaparta v nwboro cyoénogpsafyunka, He3aBUCUMO OT TOro, HABMSAETCA JIM  OH
npomnssoauTenieM JfleKapCTBEHHOro npenaparta uWn n3genusa MeANLMHCKOro
Ha3HayeHns1, YTO ABNAETCA 06A3aHHOCTbK YMOSIHOMOYEHHOIO JiMua.

23. (4.3) [aHHble, Heobxogumbie ANs1 MOSIHOW  MPOC/IEXMBAEMOCTMU, [LOJDKHBI
XpaHnTbcA He MeHee 30 fieT, €CNM MHOE He YCTaHOBMEHO  3aKOoHO4ATe/NbCTBOM
Poccwuiickoii depgepaumn .

24. (4.4) [oroBopbl, yKasaHHble B MNyHKTe 16 HacTosuero MNpunnoxeHwnsa,
Mexay opraHv3auuaMm rno B3ATUMI0 U NpoBepke KpoBu (B TOM 4YUCNE KOHTPOJSIbHbIMU
nadopatopuaMn) U NpeanpuaTuem Mo  PpakuMOHMPOBAHUID UK npomnssoanTenem
BK/IOYAT YC/OBKA, onpegenswwme, 4TO NPOCNEXMBAEMOCTb U MeponpuaTua nocre
B3ATUA KPOBW OXBaTbiBAWT BCH UEMOYKY OT B34TuUA naasvsl [0 BCeX
npoussBoanTenieli, OTBETCTBEHHbLIX 3a Bbljjayy pas3pelweHnss Ha BbilMyCK roToBOl
NnpPoAyKLUNN .

25. (4.5) OpraHuzaumm No B3ATUIO U MPOBEpPKEe KPOBU [LOSIKHbI yBeAOM/ATb
npeanpuaTue no (pakuMoHUPOBaHUI WM NPOU3BOAUTENA O KaKOM-1bo cnydyae,
KOTOPbLIA MOXET MOBAUATbL Ha KayecTBO wivM 6e30nacHOCTb NPOAyKUMM, a  Takxe
coobwaTb APYrylw BaxHYW WHQOpMauui, MOJIYYEeHHYyl Mnocne npuemMa [JoHopa  uam
BbljauM paspeweHns Ha BbINYCK MNnasmbl, Hanpumep, 06paTHYyl NHpopMaLuio
(nHpopmaumio, MNOMYYEHHYKH nocne B3ATUA KpoBu). Ecnn npegnpuaTve no
(pakuNoHMpPOBaHUI WAN NPOM3BOANTE/Ib HAXOAATCA Ha TeppuTopun ApPYrow cTpaHsl,
MHpopmauni HeobxoaMmo coobuwaTb MNPOM3BOAUTEN0, HaxoAdAlwemycs B Pocculiickoi
depepauun, OTBETCTBEHHOMY 3a Bblgady paspeleHuMsa Ha BbiMYCK  JIeKapCTBEHHbLIX
npenapaTtoB. B oboux cny4dasax Takasd WHpopmauusi, ecnm oHa MMeeT OTHOWeHue K

KadecTBy M 6e30MacHOCTU TrOTOBOW NpoAyKuuui, [Ao/xHa 6biTb JoBefeHa [0
CBefeHUs1 ynosIHOMOUEHHOro dedepanibHOro opraHa WCMOMHUTENIbHOW BnacTn, B
BEeAEHUN KOTOPOro HaxoaaTcsa npeanpusTve Mo GpPaKLUMOHMPOBAHWIO WK

nponsBoANTEND .



26. (4.6) B cnyyae ecnm pe3ynbTaTOM WHCNEKTMPOBaHUS YMNO/THOMOYEHHbIM
(epgepanbHbiM  OpraHoM WUCMOMIHUTENIbHOM BflacCTU  OpraHu3auun no B3ATU W”
NpoBeEpKE KpPOBM SBASETCA aHHY/IMPOBaHME JIMUEH3UN, HEeobXoAMMO  TaKxe
HanpaBuTb YyBe[OM/IeHNEe B COOTBETCTBMM C MYHKTOM 25 HacToswero MNpuaoxeHus .

27. (4.7) B cTaHgapTHbIX OnepauMoHHbIX Mpoueaypax AOMKHO OblTb OMUCAaHO
ynpaesneHne vHhopmauMen, MNoSy4YeHHOW Mocsie B3ATUS KPOBU, MPU  3TOM  AOJDKHbI
OblITb  YYTEHbl JIMUEH3UOHHbIE TpeboBaHUs " npoueayps! MH(HOPMMPOBAHUS
YNO/THOMOYEHHOT O (lefepasibHOrO OopraHa MCMO/IHUTENIbHOW BacTu. MeponpuaTusa,
NPOBOAMMbIE MOC/Ee B3ATUSA KPOBWU, [AO/MKHbI OCYWECTBAATbLCA B COOTBETCTBMN C
TpeboBaHNAMU, YCTAHOBMEHHLIMM HOPMATMBHLIMA  MPAaBOBLIMM  aKTamu Pocculickoli
depepauyun.

V1. MNomeweHuss n obopyposaHne (5)

28. (5.1) B uenax cBegeHUss K MUHUMYMY BO3MOXHOCTW MUKPOGHOIA
KOHTamMMHauMMm WM BHECEHUsI MOCTOPOHHEro MaTepuasia B Cepul nsa3mbl
oTTaMBaHMe U 0ObeAWHEHWE eauHuL, MAa3mbel  AO/KHb  MPOU3BOAMTBLCSA B 30Hax,
KOTOpble COOTBETCTBYWT YCTaHOB/IEHHbIM [MpunoxeHnem N 1 K HacToswum NpaBunam
TpeboBaHMAM Knacca 4YnCTOThl He Huxe knacca D. Heobxogumo NCnonbL30BaThb
COOTBETCTBYWIYI0 O4EXAY, BK/IOYasA MacKu Ha svue W nepyatku. Bce  gpyrue
onepauun C OTKPbLITON MpoayKuuein B Xoge TEeXHOMOrMYecKoro npouecca  [OJIKHbI
OCYyWEeCTBAATLCA B YC/IOBMSAAX, KOTOpble  YAOBAETBOPSANT COOTBETCTBYHWUM
TpeboBaHMAM, YyCTaHOB/EHHbIM lNpunoxeHnem N 1 K HacToswum [paBunam.

29. (5.2) B cooTBeTCcTBUM TpeboBaHUSIMM, YCTaHOB/IEHHbLIMU MpunoxeHnem
N 1 K HacToswum MpaBunam, OO/MKEH OCYWECTBAATbLCA pPerynspH.ii MOHUTOPUHI
NPON3BOACTBEHHON OKpyXawlwei cpepgpl, OCO6EHHO BO Bpems OTKpbIBaHMA
KOHTeliHepoB C nMja3Moli, a TaKke BO BpeMsa MNpoLEeCcCcOoB oTTamMBaHuA U
obbeanHeHns . [o/mkHbl OblITb YCTaAHOBJ/IEHb KPUTEPUM MNPUEMNIEMOCTU.

30. (5.3) Mpu Npou3BOACTBE NEKAPCTBEHHLIX MNpenapaToB, MO/ydYaembiX 13
OOHOPCKOW  nna3mbl, LOJDKHBI NCnonb30BaTbCs COOTBETCTBYNWWME MeToAbl
WHaKTUBaUUM WM ygasieHUs BMPYCOB U MPUHMMATbCS Mepbl MO npeaoTBpalleHno
KOHTamMMHaumMm o6paboTaHHOW MpoAyKuun elle He 06paboTaHHOl npoAayKuumel. ans
cTaguii TEXHONIOMMYECKOro npouecca, KOTOpble MpoBOAATCA nocne BUPYCHOW
NHaKTuBauum, Heob6XOoAUMO WUCMONbL30BaThb CheuvanbHO npefHa3HayeHHble OTAesNbHble
nomeweHns n obopyaoBaHue.

31. (5-4) [Ana ToOro 4TOo6GLH He co3faBaTb PUCKM KOHTammHauum TeKylero
npon3BOACTBa BuMpyCaMu, KOTOpblE MWCNOMb3YKWTCA BO Bpewms Ba/INGALNOHHbIX
NUCMbITAHWUA, Ba/iMauMss MeTOAOB CHUXEHUSI KOJMYEecTBa BUMPYCOB He  JO/KHA
NnpoBOAMTLCA C WUCMONb30BaHWEM MNPOU3BOACTBEHHbLIX TEXHUYECKUX cpencTB.
Banmpaumio B ykasaHHOM ciy4dae HeobxoguMmo MpoBoAUTb B COOTBETCTBUN C
TpeboBaHNAMM, YCTAHOBJ/IEHHBIMA COOTBETCTBYHW/MN HOPMaTUBHbLIMK npaBoOBLIMU
akTamm Poccuiickoii degepaunn.

VI1I1. Nponsesoacteo (6)
licxoaHoe cbipbe

32. (6.1) WNcxopHoe chipbe AOMKHO OTBe4YaTb TpeboBaHuAM [OCyaapCTBEHHOM
(hapmakonen Poccuiickoi depepaumn, a Takke yAOB/AETBOPATb YCMOBUSAM, KOTOpble
cofepxarcsa B COOTBETCTBYWWEM PerncrpauyuoHHoM focbe, B TOM yncne B
OCHOBHOM [0Cbe Mn/ja3mMbl. YKa3aHHble YC/IOBUSA BK/YAKNTCA B [OrOBOP (NyHKT 16
HacToswero MpunoxXeHUs) Mexay opraHusauveil No B3SATUIO U NPOBEPKE KPOBWU "

npeanpuaTuemM no  (pakuMoHMpoBaHWi M60  NPOM3BOAUTENEM. CobnwaeHne
yKa3aHHbIX TpeboBaHuii HeobXoAuMO KOHTPOAMpOBaTb C  MOMOLbIO CUCTEMBI
KayecTBa.

33. (6-2) VcxogHoe cbhipbe ONA nporpaMmM (QpakunMoHMpPOBaHUA Mo Lorosopy
ONA TpeTbuX CTpaH AO/KHO COOTBETCTBOBaTb TpeboBaHuAM, npeayCMOTPEHHbIM
NYHKTOM 9 HacToswero lNpunoxeHus.

34. (6.3) B 3aBucumocTu oT Tuna cb6opa (Hanpumep, c6Op UeNbHOM KpPOBU
nwan aBTomMaTUYecKuMin adepel3) MOryT noTpeboBaTbCs pasninyHble cTagmun
o6paboTkn. Bce cTtaanum ob6paboTku (Hanpumep, pas3geneHune, B TOM uncne
LeHTpupyrmposaHue, oTOOp Npo6, MapKNPOBKa, 3aMopaxvBaHWe)  OOJDKHbI ObITb
onpegeneHsl B UHCTPYKLUUAX .

35. (6.4) Heobxoaumo mn3beraTb KakKoro-nnbo nepenyThiBaHUSA eguHuL U



06pa3uoB, OCOOEHHO BO BpPEMS MapKMPOBKM, a TakKxe KaKoh-mbo KOHTaMmuHauuu,
Hanpuvep, Mpu OTpe3aHuM CEermMeHToB TPYOOK WM YKYMNOpPMBaHUN KOHTENHEPOB.

36. (6.5) 3amopaxuBaHue SABAAETCA KPUTUYECKOWN CcTaaueri BblaesieHns
NPOTEVMHOB, KOTOpbe B nMaa3me SABNAKTCA NabunbHbiMKM, Hanpuvep, (hakTOpOB
cBepThiBaeMOCTM. 0 9TOM NpUUYMHE 3amopaxmBaHWe [OO/DKHO OCYWEeCTBAATbCA C
NOMOLbI BaNUAUPOBAHHLIX METOLOB KaK MOXHO ObiCTpee nocne B3ATUA KpoBu. [Mpwu
3TOM HeobxoguMmo npugepxmBaTbCsa TpeboBaHuini [OcygapCTBEHHOM (hapmakoren
Poccwuiickoii depgepaumn .

37. (6.6) YcnoBus XpaHeHuUst N TPaAHCMNOPTUPOBKU KPOBU UMK nna3mbl K
npeanpuaTuio No (HPakLUNOHNPOBAHWI AO/MKHbI ObiITb OnNpegeneHsl 1 AOKYMEHTasbHO
oopm/eHbl Ha Bcex 3Tanax uenu nocrtaBku. lpeanpusaTtve rno  GpakuUOHUPOBAHUIO
HEob6XoaMMO yBeAOM/IATb O JIObIX OTK/IOHEHMSAX OT YCTaHOB/IEHHOW  TemnepaTypsbl.
Heobxoaumo ucnonb3oBaTb 06OpyAOBaHME, KOTOpoe Mpowno KBa/iMpuKaumw, u
npouenypsl, KOTOpbe Mpownu sanngaumio.

OueHka u Bblgaya pa3pelieHna Ha BbilMYCK M/ia3Mmbl 4714 (*)paKLl,I/IOHI/IDOBaHI/IFI,
I/ICI'IOI'Ib3y€MOI7I KaK ncxoaHoe Cbipbe

38. (6.7) Pa3spelweHuMe Ha BbiNyCK nna3mel Ana  dpakunoHupoBaHua (U3
KapaHTMHA) MOXeT MNPOM3BOAUTLCS TOMIbKO MOCPEeACTBOM CUCTEM W npoueayp.,
KOTOpble o6ecrne4ynBawT KadecTBO, Heobxoaumoe A1 NpoM3BOACTBA  FOTOBOM
npoaykumn. Mna3ma MOXeT 6bTb MocTaBneHa NpegnpusaTuio No  (pakuMOHUPOBaHWIO
nnu npou3BOANTENM  TOMbLKO  MNOCMe  AOKYMEHTa/IbHOIO noaTBeEPXAEHNS
OTBETCTBEHHbIM nnuyom (UNn B cryyae B3ATUA KPOBU WAM  NNasmsl B TPETbUX
CTpaHax - /IMUOM C aHas/IorM4YHbBIMM 00A3aHHOCTAMU M KBasMhuKaumen) Toro, yTo
nnasma ana GpakuMoHMpPOBAHUA COOTBETCTBYET TpebGoBaHusM W crneumpukaumsm,
YCTaHOBJ/IEHHLIM B COOTBETCTBYWUWX [AOroBopax, a TakKke Toro, 4To Bce  cTaguu
6blIM NpPoBefEeHbl B COOTBETCTBMM C HacToswuMu [NpaBunamm.

39. (6.8) lcnonb3oBaHue BCeEX KOHTENHEepPOB c nnasmon ans
(ppaKkunoHMpoBaHUS MpM NOCTYM/IEHMM Ha npeanpuaTve Mo (GppakuUoOHMPOBaHUK
[OMKHO ObiTb pas3pelweHo YMoSIHOMOYEHHbIM MIMLOM. YMNO/IHOMOYEHHOE /MU0  AOJIKHO
noaTBeEpANTL, 4YTO MNfasma COOTBETCTBYET BCeM TpeboBaHMsM  (hapmMaKoMemnHbIX
ctateli [ocypgapcTBeHHOW (apmakonen Poccuiickoii depgepauuu, a  Takxe
yAOBMEeTBOpPSAET YC/NOBUSM COOTBETCTBYWWENO0 PErnCTPaLMOHHOINO [JOCbe, B  TOM
YnC/le OCHOBHOIO [0Cbe MNaasmbl, WAKW B C/lydae WCMNOoMb30BaHUA naas3mel  Aas
nporpamm (pakuMOHNUPOBaAHUSA MO AOroBOpYy AN TPeTbMX CTpaH BCeEM TpeboBaHUAM,
npeaycMOTPEHHbIM MYHKTOM 9 HacToswero NpunoxeHus .

O6bpaboTka nnasmbl ANa (paKuMoHUPOBaHUS

40. (6.9) Ctaguu npouecca (ppakKuMOHUPOBAHUSA Pa3/IMyalnTCA B 3aBMCUMOCTHU
OT MpogykKumn wn npoussoaunTend. Kak npaBuno, OHW BKIYAWNT  pas3nuyHble
onepaunu ¢pakUMoOHNPOBaHUA, & HeKoTopble W3 HUX MOryT  crnocobcTsBoBaTb
NHaKTUBAUUW WIN Y[A/IEHNI0 BO3MOXHOW KOHTaMmHaLuu .

41. (6.10) [onxHbl 6biITb YyCTaHOBAEHb TpeboBaHUS K npoueccam
obbeanHeHns, oTbopa Npo6 w3 06bEAVHEHHOW Maa3wsl, (ppakumMoHNpoBaHUs W«
MHaKTUBauuM WM yganeHus BUPYCOB, KOTOpble Heobxoaumo cobnwaaThb.

42. (6.11) MeTogbl, MCNoOAb3yeMmbie B MpoLEecce BUPYCHON MHaKTmMBauuu,
HeoO6XoANMO MPUMEHATbL CO CTPOrMM CO6/AEHNEM BaNgUpPOBaHHbLIX npoueayp -
Takue meToApl A0/HKHbI COOTBETCTBOBaTb MeTofaM, KOTopble Obliv MCMNOJIb30BaHbl
npu BanugauuM npoueayp BUPYCHOW MHaKTUBaLMWK. JomxHo npoBOAUTbLCA
TWwaTesnbHOE paccrefoBaHMe BCeX HeyAaBWUXCs npoueayp BUPYCHOW MHaAKTUMBaLUW .
CobniogeHre BaMAMPOBAHHOIO TEXHOJ/IOFMYECKOroO rpouecca AB/seTcs 0CO6€eHHOo
BaXHbIM B npouefypax CHWXEHUSA KOMYecTBa BMPYCOB, MMOCKOJbKY Kakue-nmo6o
OTKJ/IOHEHMS MOTYT MpPeAcTaB/ATbL PUCKM AN 6e30MacHOCTU rOTOBOM NpPoAYyKLNN .
JO/mKHbl BbITb B Ha/IMUMWU Mpoueaypbl, KOTOPbe YUUTHIBAINT YKa3aHHbE PUCKW .

43. (6.12) Kaky-m60 MOBTOpHYKW 06paboTKy wnuM nepepaboTKy  MOXHO
NpoM3BOANTb TOJIbKO MOCAEe MNPOBEeAEHUs MeponpuaTUi MO ynpaB/eHuw puckamu Ans
KayecTBa W TO/IbKO Ha ornpefesieHHbIX CTaguax TeXHO/I0rM4yeckoro npouecca, 4To
yKa3blBaeTCA B COOTBETCTBYWIWEM MPOMLILIEHHOM persiameHTe.

44. (6.13) JonxHa 6bITb OpraHvM3oBaHa cuUcTemMa ANs YeTKOro pasfeneHuss u
(nnn) pasnnueHnss NeKapCTBEHHbLIX MpenapaToB WM MPOMEXYTOYHOM npoaykumu,
KOTOpble MPOWIM M KOTOPble He MpowWnM npouefypy CHWXEHUS BUPYCHOW Harpy3Ku.

45. (6.14) B 3aBuCMMOCTM OT pe3y/bTarta TuaTesbHo npoBeAEHHOI 0O



npouecca  ynpasneHus puckamm (c  yuyeTom BO3MOXHbIX  OT/INUNA B
ANNAEMNONIONMYECKUX AaHHbIX) MOXeT OblTb pa3peleHo MPou3BOACTBO MO MPUHLMNY
NPOM3BOACTBEHHLIX LUUK/IOB B Cly4yae, €C/M Ha O4HOlM MpOM3BOACTBEHHONM nnowaske
obpabaTbiBalT Niasmy WAN MPOMEXYTOUYHYI NPOAYKLUMI Pas/INYHOro MPOUCXOXAEHUS,
BK/loYasA Heob6XxoAuMble Mnpoueaypsl YETKOro pasfefneHus N Ha/imuyme YCTaHOBJIEHHbIX
Ba/IM/IMANPOBAHHLIX MNpoueayp O4YMCTKu. TpeboBaHuMs ANA  Taknx — MeponpuaTuii
OO/DKHBI  OCHOBbLIBATLCA Ha COOTBETCTBYWWMX HOPMATUBHLIX MPaBOBbIX aKTax
Poccuiickoin depgepauuun. C noMolwblo Apouecca ynpasfeHUs pUcKamy LOSIKeH ObITb
peweH BONPOC O HEOOBXOAMMOCTM WCMNOMNb30BaHUA CreunanbHOro o06opyaoBaHUs B
cnyydyae peanM3aumn  nporpavMM  pakuumoHMpoBaHUA MO  [OroBopy C  TPeTbuMu
cTpaHamu.

46. (6.15) Cpok  XxXpaHeHuA ans MPOMEXY TOUHOW npoaykKumu,
npefHa3HayeHHOW ANA  XpaHeHusi, Heob6xoaMMO YycCcTaHaBnuBaTb Ha  OCHOBaHWK
JaHHbIX O CTabu/bHOCTWU.

47. (6.16) [onkHbl 6biITb YCTaHOB/AEHb W [OOKYMEHTas/IbHO O(hOpPM/IEHBI
TpeboBaHMA K XpPaHEeHWl 1 TPaHCNOPTUPOBKE MPOMEXYTOYHOW NPOAYKUMM U FOTOBbIX
NeKapCTBEHHLIX rMpernapaToB Ha BcCex 3Tanax uenn rocTaBoK. Heobxoaumo
ncronb3oBaTtb 0b6opyAoBaHMe, KOTOpPOe Mpowno Kesampukauuo, U npoueaypsl,
KOTOpble Npownu BasmMaaumio .

VI1I11. KoHTponb kayvectBa (7)

48. (7.1) TpeboBaHMA K WCMbLITAHUAM Ha BUPYCbH WU Opyryve NHPpUumpyrowme
areHTbl [O/IKHbl YCTaHaBIMBaATbCA C YYETOM HOBbIX 3HaHWA 006  MHOUUMPYOWMX
areHtax v HaMuus BaIMOUPOBAHHLIX METOAO0B MCMbITaHWUM .

49. (7.2) Nepsbli ogHOpPOAHLI Nyn nna3mel (Hanpumep, nocne oTaeneHuvsd
KpvonpeuunuTata oOT nnasmbl) HeobXoAMMO KOHTPO/IMPOBaTb C  MCMNOJIb30BaHUEM
Ba/IMAMPOBaHHbLIX METOAOB C Haj/exalwein 4Y4yBCTBUTE/IbHOCTbH U crneynpuyHOCTbI0
cornacHo COOTBETCTBYWWMM (hapMaKonerHbiM cTaTbsM [focygapCTBEHHOW (Gapmakoneun
Poccuiickoii depgepaunu.

IX. Bbjgaua paspelleHns Ha BbiNYCK MPOMEXYTO4YHOW M roToBoii npoaykuum (8)
50. (8.1) [omkeH 6biTb pa3peleH BbINYCK TOAbKO TakKux cepwui, KOTOpble

npov3BedeHbl M3 MNyJSIOB NasMbl, MPU3HAHHLIX B pe3ysibTaTe KOHTPOAS HeraTuBHbIMU
B OTHOWEHW/ MAapKEPOB BUPYCHLIX WHDEKUWI, NepefaBaeMbiX 4epe3 KpPOBb, a TaKxke

COOTBETCTBYWWNMN TpeboBaHMsM (HapMaKoMNelHbx  cTaTell FocynapcTBeHHO
(apmakonen Poccuiickoin degepaunn (BKYan Kakne-nmbo cneuyuasnbHble npegens,
orpaHvuMBaKwWue cogepxaHme BUPYCOB) U  YTBEPXAEHHbIM cneungpukauusam (B

YaCTHOCTU, OCHOBHOMY [OCbe rM/1a3mbl) .

51. (8.2) Bbigaya pa3peweHnss Ha BbiMYCK MNPOMEXYTOYHOM npoaykKumu,
npegHa3HayeHHOW ANA fasbHeiweli 06paboTKM BHYTPYM MNPOM3BOACTBEHHOW MNoWaaKkm
WIX MNOCTaBKM Ha JApyryw Mpou3BOACTBEHHYK [Jiowagky, a Takke Bbigaya

paspeweHns Ha  BbiNMYCK  FOTOBbIX  JIeKAPCTBEHHbIX npenapaToB AOJKHbI
OCYWeCTBMAATbLCA YMO/IHOMOYEHHbIM JIMLOM € COGNKAEHUEM YCTaHOB/EHHbIX
TpeboBaHWii .

52. (8.3) YnosHOMOYEHHOE NULO AO0/MXHO OCYWEeCTBMAATb Bblady paspeleHust
Ha BbIMYCK MPOMEXYTOYHOW WMAN FOTOBOW MPOAYKUUW, WCMAONb3YEeMOW A1 Mporpavm
(ppakunoHMpoBaHuA Mo AOrosBopy ANA TPeTbUX CTpaH, Ha OCHOBaHWM HOPMaTMBOB,
COr/lacoBaHHbIX C 3aKa3uMKoM, a TakKke B COOTBETCTBMM C  TpeboBaHMsAMU
HacTosawnx MpaBun. Ecnv Takue nekapcTBeHHble npenapaTtsl He npegHa3HaudeHsl Ans
npuvMeHeHns B Poccuiickoli depepaumn, K HUMM MOFYT He MNpUMEHSATbCA TpeboBaHus
(hapmakonenHbix cTtaTeln ocygapcTBeHHONW tapmakonen Poccuiickoin depepauun.

X. XpaHeHue ob6pa3uoB nysoB nnasmsl (9)

53. (9.1) OamH nyn nna3mbl MOXET ObITb MUCMONb30BaH ANS nponsBoacTBa
HEeCKONbKNX cepuii n (Un) NekKapCTBEHHbIX NpenapaToB. KOHTpONbHbe — 06pa3ubl
Kax[oro nyna nnaasmbl, a Takke COOTBETCTBYWWME 3anncu [O/KHb XPaHUTbLCA He
MEeHee OfHOro roja Mocsie OKOHYaHWA CpOoKa XpaHeHuUs TMOoNy4YeHHOro wn3  3TOro
nyna fieKapCTBEHHOro npenapara C HaubosblMM CPOKOM XpaHeHus ©n3 BceX
NeKapCTBEHHbLIX MpenapaToB, MOJIYYEHHLIX M3 3TOro nysaa naasmbl.

X1. YpaneHue otxogoB (10)



54_. (10.1) Heobxogumo yTBepAUTb npoueaypbl 6e30MacHOro  XpaHeHuss U
yAaneHus OTXO[4O0B, OOHOPa30BbiX M 3abpakKOBaHHbLIX MaTepuasioB (Hanpuwvep,
KOHTaMWHUPOBAHHLIX eAVHUL,, €eAVHUL, OT MWHPUUMPOBaHHLIX [OOHOPOB, a  Takxe

KPOBW, Mna3mbl, MPOMEXYTOUYHON MNPOAYKUMN WAN  FOTOBbLIX NleKapCTBEHHbIX
npenapaTtoB C WCTEKWAM CPOKOM FOAHOCTW), 4YTO  [OJ/IXHO ohopMNATbCS
J[OKYMEHTa/IbHO .

MNpunoxeHne N 15
K lpaBunam opraHusaumm npom3BoACTBa
M KOHTPOJ/IA KayecTBa JIeKapCTBEHHbLIX CpeAcTB

KBanuomkauus n sanugauus

1. lMpuHUMN
1. B HacToswem [NpuUIoXeHNUn W3JI0KEHb TpeboBaHMA K KBa/iMprukaumm u
Ba/mMpaunn, MNPUMEHUMbIE K MPOU3BOACTBY /NlIEKApPCTBEHHLIX npenapatoB. C  uUefbio
Joka3aTeNnbCTBa  COOTBETCTBMUA napaveTpos KPUTNYECKUX npoweccos
(ob6opygoBaHusl) 3agaHHbIM  TpeboBaHMAM MNPON3BOAUTENN  AOJSIKHbI NnpoBOAUTb
Ba/IMgauMi MNpoueccoB U 060pydoBaHWSA, WCMOMb3YEMbIX MpwU Nnpon3BOACTBE

NIeKapCTBEHHLIX CpPeAcTB. BanvgaumMsi TakKke MpoBOAMTCS MPUM  CYLIECTBEHHbLIX
N3MEHEHUsX B MOMELEHNsAX, 06opyAoBaHUN U MpoLeccax, KOTopble MOryT oKas3aTb

BNUSIHWE Ha KayecTBO MNpoayKuun. [Onsa onpegeneHuss coctaBa M obbema paboT no

Ba/MaauMn Heob6XoAMMO WCMO/Ib30BaTb MOAXOM, OCHOBaHHLI Ha OLEHKE PUCKOB.

11. MnaHupoBaHue Banugauum

2. Bco peATenbHOCTb MO Bavjaumm HeobXoAuMOo  MaHUpoBaThb. Kniouesble
3/IEMEHTHI Mporpavmbl Banugaumm HeobXoAMMO YeTKO ornpejenntbe n  OopopMUTb
OOKYMEHTa/IbHO B OCHOBHOM MfiaHe Baingauum WM aHa/IOrMYHbIX JOKYMeHTax.

3. OcHOBHOW nnaH BaAugauMm p[O/MKEH O6biTb 0606WalLM  AOKYMEHTOM,
COCTaB/IEHHbLIM B JTAKOHWUYHOW, TOYHOW WM SICHOW (opme.

4. OCHOBHOW nnaH Bangauun [OMXEeH cojepxaTb, B YACTHOCTWU, Clefylllyio
MHhopMaLuio :

a) (a) uenb nposefeHus Banupaunu;

6) (b) opraHmsauuoHHYK CXeMy AeATe/IbHOCTU Mo Banvjauuun;

B) (C) nepeyeHb BCEeX MOMEWEHWUH, CUCTEM, 060py[OoBaHUSA WU npoueccos,
nogsiexawnx sanvgauuu;

r) (d) popmy gokymeHTaumm B Buae (Gopmbl, KOTOPYK cregyeT UCNo/1b30BaTb
4NS NPOTOKO/I0OB M OTYETOB;

n) (e) nnaHupoBaHue U rpapuk BbINOSIHEHUA PaboT;

e) (f) KOHTpO/b M3MEHEHWI ;

X) (g) CCbi/IKM Ha CYLEecTByWWNe AOKYMEHTHI.

5. B crnyyae OCyWecTB/IEHUA KPYMHbIX TMPOEKTOB MOXeT BO3HUKHYTb
HEeo6X0ANMOCTb COCTaB/IEHNSA OTAE/IbHbIX OCHOBHbIX M/IAHOB BasMaauny .

111. [JokymeHTauus
6. Heobxogmmo pa3paboTaTb MUCbMEHHbLI MNPOTOKO/ c yKasaHusaMu
OTHOCUTE/IbHO TOro, Kakum ob6bpa3om 6yayT MpoOBEAEHS KBanpmKaumsa w

Banmgaumsa. TakKoil NPOTOKO/N AO/MKEH 6GbiTb MPOBEPEH U yTBEPXAEH. B npoTokone
OOMMKHbI ObITb YKa3aHbl KpUTUYECKME 3Tamnbl U KPUTEPUM MPUEMNEMOCTU.

7. [lonkxeH O6bITb MNOArOTOBMEH OTYET C NEepPeKpPeCTHLIMU CCbi/IKaMn Ha
npoTtokon keanupukaummn un (unn) Bamgaumn, ob6ob6uwaloumin NosTlyYeHHble
pe3ynbTaTbl, CcoAepXaluii KOMMEHTapUM OTHOCUTESIbHO  J106bIX 3aMeUeHHbIX
OTK/IOHEHMWI A N BbIBOAbI, BK/YAss PEKOMEHAYEMble W3MEHEeHUSA, Heobxoaumble AN
YCTPaHEHNS OTKJ/IOHEHWIi. Jllobble W3MEHeHWsi, BHECEHHble B NfaH, KOTOPpbI
npuBegeH B  MpoToOKone, HeobxoauMo  OhopMAATb OOKYMEHTa/IbHO C
COOTBETCTBYKWIM 06OCHOBaHUEM .

8. Mocne ycnewHoOro 3aBepleHns KBamMpukaumm HeobxoaumMo  OhopMUTb
opuunanbHOe NUCbMEHHOE pas3pelleHMe Ana  nepexoga K cnegyluwemy atany
KBa/iMpmkauum 1 Banngaummn.



1V. KBanunpmkauusi
KBanupukauus npoekrta

9. MepBbiM 3/1EMEHTOM MPOBEAEHWS] BanuAauMM HOBLIX MOMEWeHWli, cucTem unm
060pyAoOBaHUs SBNSETCH KBaMdUKaums NpoekTa.

10. Heob6xoguMmo MoKazaTb W [OKYMEHT&/IbHO O(POPMATH  COOTBETCTBUE
npoekta Tpeb6oBaHWsAM HacTosAwmx MpaBwn.

KBanimhmkaumsi MOHTaxa

11. Keaswmdukaumiw MOHTaxa Heobxooumo MpoBOAMTL  AO/1S HOBbIX WAN
MOAMPULNPOBAaHHBLIX MOMEWEeHU, cucTeMm U 06opynoBaHUA .

12. Kpaymukaumsa MOHTaxa [Oo/mkHa BKAWYaTb chnepgykowme anemeHTol (HO  He
orpaHnymBaTbCA UMK) X

a) (a) npoBepkKy MOHTaxa 060pyAoOBaHuUA, TPyOGONPOBOAOB, BCMOMOraTesibHbIX

CUCTEM W nMpPUBOPOB Ha COOTBETCTBME YTBEPXAEHHOMY MNPOEKTY, BK/toUasi
TEXHUYECKYH AOKYMEHTaUM, 4YepTexu U cneyupukauuu;
6) (b) oueHKy MOMHOTHI W COMNOCTAaB/IEHME WHCTPYKUWI nocraslMka no

aKcnnyatauyum mn paboTe, a Takke TpeboBaHUA K TEXHUUYECKOMY OOCYyXMBaHWK;
B) (C) oueHKy TpeboBaHMN K Ka/IMbpOBKeE;
r) (d) npoBepKy MaTepuasioB, MWCMONIb30BaHHLIX B KOHCTPYKUUAX.

Ksanmdhukaumss yHKUNOHUPOBAHUA

13. KBamdukaumsa (hyHKUMOHMPOBaAHUSA [O/XHA cnefoBaThb 3a KBandukauuei
MOHTaxa.

14. Kpamdpukaumsa OyHKUMOHMPOBAHUSA [O/XHA BKAKYATb cneaylume 3/eMeEHTH
(HO He orpaHuymBaTbCs UMW) :

a) (@) wucnbiTaHMA, uWcxogs W3 3HaHWIA O npoueccax, cucrtevax u
obopynoBaHun;

6) (b) wucnbTaHua QyHKUMOHMPOBaAHUA O06OpyAOBaHUA npwm pabouunx
napamMeTpax, PaBHbIX BEPXHUM W HWKHMM JAONYCTUMBIM MpegenaM, TO ecTb B
yCcnoBusax "‘Hamxypuwero ciydas'.

15. YcnewHoe 3aBeplieHNe KBa/MpMKaunum QyHKUMOHMPOBaHUS LOJIKHO
crnocobCcTBOBaTb OKOHYaTE/IbHOMY O(OPM/IEHUK WHCTPYKUWiA no Ka/imbpoBKe,

akcnnyaTtauMm W O4YNCTKe, MpPOBEeAEeHM0 O06y4YeHUs oOnepaTopoB, a  TaKxe
yCTaHOB/MeHN TpeboBaHWii K NPohuUIaKTUUECKOMY TEXHUYECKOMY  OBCNYXMBAHUI .
ToNbKO Moc/fie 3TOro 3aka34dMKOM MOXEeT MPOBOAUTLCS MpPUEMKA MOMEWEHWA, CUCTEM
N obopyaoBaHuA .

KBanvjukaumsi akcnayaTauuu

16. KBanupukaumsa akcnsyaTaumm BbINOJIHAETCA MOCNE YCMNEWHOro 3aBepleHus
KBa/IMOUKaLUNMM MOHTaxa U KBanupukaumm ¢yHKUMOHNPOBAHUS .

17. KBanupukaumsa akcnsyataumu Jo/mkHa BKAWYaTb crnepywuve anemeHTbl (HO
HEe orpaHu4yMBaTbCSA VMWN):

a) (@) wvcnbTaHMA € UCMNOMb30BaHWEM MaTepuasioB, NPYMEHSIEMbIX B
Nponu3BOACTBE, BblOpPaHHbLIX 3aMeHUTeNnem C aHa/lorUYHbIMK cBolicTBamn unu
MoAenvpylwero npenapata, pa3paboTaHHble Ha OCHOBaHMW 3HaHwWlii O npouecce, a
TakKe 0 TeXHUYEeCKUx cpefcTBax, CUCTeEMax MAn o0b6opyaoBaHUN;

6) (b) ucnbiTaHMA nNpun paboyuux napameTpax, PaBHbLIX BEPXHUM U HXHUM
OOMYyCTUMbIM MpeAesibHbIM 3HAaYEeHUSAM .

18. HecmoTpsa Ha TO, 4YTO KBa/MhMKauMsa 3IKcnayataumu paccvmaTpuBaeTcs
KaK OTAeNbHbii 3Tan paboT, B HEKOTOPbIX CAy4asiX LeniecoobpasHo NpoBoAUTb ee
COBMECTHO C KBamMpuKaumen ¢(yHKUNOHNPOBAHUS .

KBanmpukauus ycTaHoBMEHHbIX (MCMOMb3YyeMbiX) TEXHUYECKUX CPEeAcTB, MOMEWEeHWN
n obopyaoBaHus

19. Heob6xoauMmMo WMETb [AaHHble, O60CHOBbIBAKWME W noATBepxaanume
COOTBETCTBME pabounmx KpPUTUYECKMX MapamMeTpoB  3afaHHbIM TpeGoBaHUsM -
WHCTPYKUUM MO Ka/MBpOBKE, OYMCTKE, MNpoduIaKTUYEeCKOMY TEeXHUYECKOMY

06CNyXMBaHMIO M 3KCMyaTauMm, a Takke Mo 0o6GyYeHuio onepaTopoB W BeAeHWUl



OTYETOB [O/KHbl ObiTb AOKYMEHTa/IbHO OPOPM/IEHbI -
V. Banmgauma npouecca
O6bwme TpeboBaHUS

20. Tpe6oBaHUS U MPUHUMMbLI, WN3J/IOKEHHbLIE B HaCTOSWeEM MpunoxeHuu,
NPVYMEHVMbl K MPON3BOACTBY NeKapCTBEHHbIX (opM. OHM pacrnpoCTpPaHANTCA Ha
nepBoHadYasibHyl Ba/Mgaumio HOBLIX  MPOLLECCOB, nocneayollyo BasMgaumio
N3MEHEHHbIX MPOLLECCOB W MOBTOPHYI BanaaLuio.

21. Banmpauma npouecca, KakK npaswio, AO/kHAa ObiTb 3aBeplieHa [0 Havana
peanusauuv 1 Mpojaxm sieKapCTBEHHOro npenapata (NepcnekTuBHasa sBanujaumns) .
B umcKMOUUTENbHLIX Cnyyasax, Korga Takasa Bavjauuad HEBO3MOXHa, MOXeT
BO3HMKHYTb HEOOXOAUMOCTb MNPOBEEHUA BasMjauuun MpoueccoB BO BpeMs TeKylero
npoussoacTea (cConyTcTBywwas sBanmgauus). poueccs, KOTopble yxe MpoBOAUIUCH
B TeyeHWe HEeKOTOpPOro BpPeMeHW, Takxe noanexar sannjaunu (peTpocnekTuBHasA

Banugaumns) .

22. lcnonb3yemble MoOMeweHusi, CUCTeMbl U 060pyAoBaHUE  [OJIKHbI ObITb
KBaIMPULUMPOBaAHLI, a aHaIMTU4YecKne MeTOAUKM UCMbITaHun - Ba/INOMPOBAaHbI -
MepcoHan, nNpuvHUMawWWii y4dacTve B MNpoBeAeHuM Banugauuu, OOMKEH OblTb
COOTBETCTBYHWIWMM 06pa3omM 0Oy4eH.

23. Heobxoaumo NpOBOAMTbL MEPUOANYECKYH OLEHKY MOMELWEHW, cucTem,

060pya0oBaHMs M MPOLECCOB C Lesibio NOATBEPXAeHUs1 UX paGoThl B COOTBETCTBUM C
3afaHHbIMM TPeBGoBaHMSMM .

nepCI'IeKTI/I BHaAaA Ba/mgauuna

24. TMepcnekTvBHaa Banjauus AO/KHA BK/IYaTb Crefywume 3/1eMeHTb (Ho
He orpaHuuymBaTbCA UMW) :

a) (a) kpaTKoe onucaHue npouecca;

6) (b) nepeyeHb KPUTUYECKUX  cTagui npouecca, noasiexawmx
NccnefoBaHuio;

B) (C) nepeydyeHb UCMNOMb3YyEMbIX MOMEWEeHNA U o0bopyaoBaHuA (BKNK4as
N3MepuTeNbHOE, KOHTPO/IbHOE, perucTpupynlee obopygoBaHne) C  yKasaHueMm
CBefleHnin 06 nx KanubpoBKe;

r) (d) cneunpmkauum Ha roToByw MNPOAYKLMIO MPU BbiNyCKe;

n) (e) npu HeobXoAMMOCTU repeyvyeHb aHa/IMTUYECKUX MeTOAUK;

e) () npepnaraemble TOYKM KOHTpPONSA B npouecce npoussoacTBa U
KpUTEpUN NPUEMSIEMOCTMU;
x) (g) npu HeoO6XoAMMOCTU  AOMNOSHUTESIbHbIE ncnbiTaHms , KOTOpble

Heo6xoAMMO MPOBECTU, BMEecTe C KPpUTepusaMn MpUEMIEMOCTU W Banmgaumven
aHaIMTUYECKNX MEeTOAUK;

3) (h) nnaH oTt6opa Npob6;

n) (i) meTogsl pervcrTpaumm U OUEHKWN pe3y/bTaToB;

K) (J) ¢yHKuMn mn 06s13aHHOCTU;

n) (k) npepgnonaraembii rpadukK BbIMOJIHEHUS pPaboT.

25. C nowmowbl ycTaHoBNeHHOro npouecca (MCNONb3ys KOMMOHEHTHI,
COOTBETCTBYWWNE crneunpmnkaumsm) MOXHO MNPOM3BECTU psafj  cepuii roToBoli
NPOAYKUMN NPU  OObIYHLIX  YCNOBUAX. TeOpeTUYeCKM KOMMYECTBO  BbIMOJIHEHHbIX
NPOV3BOACTBEHHLIX UUK/IOB W CAeflaHHbX HabnwoAeHui OO/KHO OblTb  [OCTAaTOYHbLIM
4NnA TOro, 4To6bl MO3BOMUTbL YCTAHOBUTb OObIYHYKW CTeneHb N3MEHYNBOCTU U
TEeHOeHUMN, a Takke NoMyyMTb HeobxoAmMoe KOMMYECTBO [AaHHbIX AN oueHku. [Ons
Ba/iMjaumm npouecca cuUMTaeTCs AOCTaTOYHbIM BbINOSHUTL TPU nocrnegoBaTesibHble
cepum nnn UMKNa, nNpu KOTOPbLIX MnapaMeTpbl HaXoAATCA B 3afaHHbiX npegenax.

26. Pasmep cepun npu Bangauun AoskeH OblTb paBHbIM pasmMepy cepun npu
NPOMbILIEHHOM BbiMyCKe MPOAYKUUN .

27. Ecnu npepgnonaraeTcsd npojaxa win rnoctaBka cepwuii, NPOV3BeAEHHbIX
npu Banugauuu, TO  ycrnoBus UxX  npousBoAcTBa OOJDKHbI MOSIHOCTbI0
COOTBETCTBOBaTb PerucTpauuoHHOMY AOCbe M TpeboBaHusAM HacTosawnx  [paswun,
BK/YaA Y[O0B/€TBOPUTE/IbHLIN pe3ynbTaT MNpoBefeHus Banujaummn.

ConyTcTByllass Banvgauus

28. B WUCKIUMTENBHLIX CAyyasx [OMNyCcKaeTCAa  HauuHaTb cepuiiHoe



NPOU3BOACTBO [0 3aBEpPLEHNS MPOrpamMmbl Banaauun.

29. PelweHne o0 npoBegeHUM CONyTCTBYWUEN Banugauun [OJ/IXHO 6biTb
060CHOBaAHO, [OKYMEHTa/lbHO O(QOpPM/IEHO U YTBEPXAEeHO /uamu, nMeLUMn
COOTBETCTBYHLlEEe MOSTHOMOYME .

30. TpeboBaHMs K AOKyMeHTauuu A5 CONyTCTBYWUEH Banupgauun  SIBASKTCS
TakMMM Xe, KakK 1 Tpeb6oBaHWsi, YCTaHOB/IEHHbEe [7s1 NEPCNeKTUBHOW Banvgauuu.

PeTpOCI'IeKTI/I BHaAaA Ba/mgauuna

31. PeTpocnekTuBHas Ba/nmjauusi MOXeT MPOBOAMTLCS TOMbKO A1 XOPOLWOo
0TpaboTaHHbLIX npoueccoB. [lpoBedeHUe  PeTPOCNEKTUBHONA BaNMaauUnn He
JonycKaeTcsi, €eciM B CcOCTaB nMpoAyKUMuM, TEexXHO/I0rnYecKuii npouecc unm
o6opyaoBaHMe HegaBHO 6bl/I BHECEHb M3MEHEHMs .

32. PeTpocnekTMBHas Banmjauusi yKasaHHbIX MPOLECCOB OCHOBbiBAeTCs  Ha
npegwecTBywWNX AaHHbIX. [py 3TOM TPebywTcsA cocTaB/ieHWe  cheunasibHOro
NpoToKoNa M oTdyeTa, a TaKke MpoBeAeHne o063o0pa [AaHHbIX  NpeauecTBywlel
3aKcrnayaTaumMm C Bblgaueli 3ak/ueHust U peKomeHaaumii .

33. VICTOUYHMKM JaHHbIX ANs Takoi Banvgauuum [O/XHb  BkayaTb (HO He
orpaHMuyMBaThbCs MMM) 3anucu Mo NpouM3BOACTBY M YMNaKOBKE cCepuii  npoaykuuu,

KOHTPOJIbHblE  KapTbl MPOU3BOACTBA,  XypHaslbl  NpoBeAeHus TEeXHNYECKOro
06CNyXMBaHUs, [aHHble 06 M3MEeHEeHUsIX B MepcoHane, UCCnefoBaHUs BO3MOXHOCTEW
npouecca, fAaHHble O FOTOBOW MPOAYKUUW, B TOM 4uUC/ie KapTbl TeHaeHuuii, a

Takke pe3ynbTaTbl U3yuyeHuss ee CTabWUbHOCTU MPU XpPaHEHUU.

34. Cepunm npogykumm, OTOOpaHHbe ANA MNpoBeAeHUs peTpOCNeKTUBHOM
BaMgaumn, AOMKHbI ABAATbCA MpeacTaBUMTE/IbHOW BLIOOPKOWM A BCEX — cepwuid,
NPOM3BEAEHHbIX B TeuyeHuMe paccMaTpuBaemMoro nepuoga, B TOM 4uc/ie BCeEX cepwuii,
He COOTBETCTBYWWUX creunpnkaumsam. KonmyecTBo cepuii NPoayKUUW AO/MKHO 6biTb
[OCTaTO4YHbIM  Ansi TOro, 4To6bl JAoKasaTb CTabWIbHOCTb npouecca. MMpu
npoBefeHNN pPeTPOCNEeKTMBHOM BaaupauumM npouecca  MOryT noHagobuTbCS
JONOSTHUTESNbHLIE WCMbITAHWS apXUBHbLIX 06pas3LoB 411 MNOAyYeHus HeobxoANMoro
KoMMyecTBa WM Heo6GXOoAMMOro BuAa AaHHbIX.

35. [nA oueHKn cTabunbHOCTM Mpouecca Mnpu MpoBeAEHUMN PETPOCNEKTUBHOIA
Ba/iMgaumm Heob6XOoAUMO BLIMOMHUTL aHanu3 gaHHeix no 10-30  nocnegoBaTesibHO
NPOM3BEAEHHbLIM CEPUSM, OAHAKO MPU Ha/IM4YMM  COOTBETCTBYKWWEro  060CHOBaHMSA
KO/IMYECTBO UCC/eAyeMbX CEepuii MOXeT ObiTb YMEHbWEHO .

VI. Banmpgauusa O4YNCTKU

36. Banvpauuio O4YUCTKM HeobxoguMmo NpoBOAUTHL ANA  TOro, YTOOb
noaTBepauTb 3PHEeKTUBHOCTbL Mpoueaypbl O4YUCTKU. O60CHOBaHue BbIOpPaHHbIX
npenenoB A9 MEPEHOCUMbIX OCTAaTKOB MNpPOAyKTa, MOWWMX CpeacTB, a  Takxe
MMKPOOHOI KOHTaMuHauuM f[O/KHO OCHOBbIBAaTbCHA Ha CBoOMCTBax NPUMEHSIEMbIX
mMaTepuanioB. 3TU MpefesibHble 3HA4YEeHUS [OJ/IKHbl ObITb  peasibHO  AOCTUXUMBIMK - WU
npoBepsieMbIMA

37. [Ona o6HapyXeHUss OCTaTKOB nnm KOHTaMMHaHTOB Heob6xoanMo
NCMoNb30BaTb Ba/IMAMPOBAHHbIE aHa/IMTUYECKNE MeToauMKu. [pegen  obHapyxeHus
ONS KaxX4ol aHa/IMTUYEeCKOl MeTOAVKU [O/KeH ObiTb AOCTAaTO4YHbBIM A1 TOro, 4ToObl
OBHapPYXUTb YCTaHOB/IEHHbI AOMYCTUMLIA YPOBEHb OCTaTKa WM KOHTaMMHaHTa.

38. Kak npaBuno, Heob6xoAuMmo NpPoOBOAUTHL Banujauuiw TOJbKO npoueayp
OUYNCTKN MOBEPXHOCTEN 060pPYAOBaHUA, KOHTAKTUPYWIWMX C NpOAYKUMEN . OgHako
HeobXoanMo y[ensaATb BHUMaHME U geTasisam 060pyAoBaHWSA, HE KOHTaKTUpPyWWMm  C
npoaykumer. Heobxoaumo nNpoBOAMTL Bavjaumw ANUTENbHOCTU NHTEpPBa/IOB
BPEMEHM MexAy OKOHYaHMEM Mpouecca M OYMCTKOM, a TaKkKe Mexay O4YUCTKOWN "
Hayanom crnepywuwero npouecca. [OkHbl ObITb onpefeneHsl MeToAbl OUYUCTKN U
WHTEepBasbl BPEMEHU Mexay NpoBefeHNEM OUYUCTKM.

39. [na npouenyp OYUCTKU, CBA3aAHHbLIX C OYEHb CXOAHLIMM MNPOAYKTaMu 7
npoueccamu, [OMycKaeTcs BbibpaTb NpeAcTaBUTE/bHbIA PsSf CXOAHbIX NPOAYKTOB W
npoueccoB. B Takux cny4dasx MOXHO MPOBECTU OAHO Ba/IMAauMOHHOE wuccnegoBaHue
C Ucnosb30BaHMEM MNoaxofa '‘Haumxyguuii cnydaid'™, npu KOTOPOM Y4UTEHb BCe
KpUTUYECKne (aKTopbl.

40. [Ona Baspaumm npoueaypsl OYMCTKM AOCTAaTOYHO YCNEeWwHOoro npoBeAeHus
Tpex nocnegoBaTesfibHbIX LUMKIOB OYMCTKU.

41. MeTopg ''ucnbiThiBaTb A0 TexX Nop, Noka He 6yaeT 4ucTo™ He 3aMeHsaeT
Ba/IMpaLmio npouenypsl OUYUCTKU.



42. Ecmn yhoandaembsle BelecTBa ABMANTCA TOKCUYHbBIMUA UM OMaCHbIMKA, TO B
nopAagke NCKIKYEHUA BMECTO HUX MOXHO MCMO/Ib30BaTb Mnpenapartsl, Mogesnimpywoune
[*)I/I3I/IKO—XI/IMI/I'-I€CKI/I€ CBOMCTBa TaKux BelWeCTB.

V1I1. KOHTpPO/Nb U3MEHEHWIA

43. Mpou3BoguTeNnb AOMKEH YTBEPAMTb Npoueaypbl C onucaHuem  AeicTBuid,
KOTOpble HEOGXOAMMO MNPEeAnpPUHATL, €CNu npeanonaraeTca U3MeHeHue NCXOAHOT O
Cbipbsi, KOMMOHEHTOB MPOAYKTA, TEXHOMOrM4eckKoro obopyaoBaHus, napaveTpoB
OKpyXawllein npon3BoAcCTBeHHOl cpegbl (MM y4dacTka), crnocoba npou3BoAcTBa wUam
MeToAa KOHTpoAs wunm nwboe Apyroe U3MEHEHMEe, KOTOpoe MOXeT MOBAUATb  Ha
KayecTBO NPOAYKUUW UM BOCNPOM3BOAMMOCTb npouecca. [pouenyps KOHTpOns
N3MEHEHWNIA AOMKHbI 06EeCnevYnTb MOJyYeHUe AOCTaTOYHOro KOMM4YecTBa AaHHbIX A1s
NOATBEPXAEHUST TOr0, 4YTO W3MEHEHHLI NpoLecC No3BONAAeT Mnosy4vYaTb  MNPoAYKUM
Tpebyemoro KayecTBa, COOTBETCTBYWWYHW YTBEPXAEHHbIM CheunguKaunsam.

44_. Ha BCe W3MEHEHWs, KOTOpble MOryT oOKa3aTb B/IMSIHME Ha  KayecTBO
NpoAyKUMN UM BOCMNPOM3BOAUMOCTbL Mpouecca, AO/MkHbl 6biTb ModaHbl  3asiBKM B
pavkax hapmaueBTUUYECKON CUCTEMbl KayecTBa. TakKMe WU3MEHEHUS AO/MKHbl  GbiTb
OOKYMEHTa/IbHO O(OpPM/IEHbI, YTBEpPXAeHb. HeobxoAnMMo OLEHUTb BO3MOXHOE B/USAHUE
N3MEHEHWNA B MOMEWEHUsIX, CUCTeMax U 060pyAoBaHMM Ha MNPOAYKUMK, B TOM 4yucne
NPOBECTN aHa/IM3 PUCKOB. [O/MKHbl ObITb OMpeAeneHsl Heob6XOoAMMOCTb U OGBLEM
NOBTOPHOW KBanMpmnkauMm M NOBTOPHOI Banmgauuu.

VI11. lMoBTOpHas Banupauus
45. Heob6xogvMmo MpoBOAUTb MEPUOLAMYECKYH OLEHKY MOMEeWeHui, cucTem,
obopyZloBaHMA M MPoOLEecCcoB, BK/oYad npoueaypsl OUUCTKU, A1 NOATBEPXAEHUA KX
COOTBETCTBUA  3aaHHbIM TpeboBaHUAM . Ecnu CYylleCTBEHHbIE U3MeHeHusI

OTCYTCTBYKT, TO BMECTO MOBTOpPHOI BanmgauuMm AOCTATOYHO COCTaBUTb  OTYeT,
CBUAETENLCTBYWUWWIA O TOM, UYTO MOMEWEHUS, CUCTEMb, 060pyAOBaHWE U MPOLLECCHI
COOTBETCTBYWT YCTAHOB/IEHHbIM TPeGoBaHUAM .

IX. TepmuHbl n onpeneneHns

Ona ueneili HacToswero [puIoXeHMss Kpome TepMUMHOB W OnpefesneHui,
npeaycMoTpeHHbIX rnasoi Il HacToswmx MpaBun, UCNOAb3YKWTCS Takxe crepywuune
OCHOBHbIE MOHATUS:

aHa/IN3 PUCKOB - METO[ OUEHKM N OMMCaHus KpUTUYECKMX NapamMeTpoB  npu
pyHKUMOHMpOBaHUM ob6opyaoBaHWsA, CuUCTeM WIM  npouecca B CBA3M C
YCTaHOB/IEHHOII OMAaCHOCTbLI0;

Ba/IMgaums OYMCTKU - [AOKYMEHTa/lbHO OpOpM/IEHHOE NOATBEPXAEHME  Toro,
UTO YyTBEpPXAEHHas npouegypa OUUCTKM  oGecrneumBaeT  TaKyl  UYUCTOTY
obopypgoBaHMs, KoTopas HeobxoAuma Ans NPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB;

Ba/iMjaumsa npouecca - [AOKYMEHTa/lbHO OpOpM/IEHHOE NOoATBEpXAEHWe  Toro,

yTo  npouecc, BbINO/MIHAEMbIA B paMKax  YCTaHOBJ/IEHHbIX napameTpoB,
ocylulecTBnsieTcss apPeKTMBHO, BOCMPOM3BOAMMO W MNPUBOAUT K  MPOM3BOACTBY
NleKapcTBEHHOro npenapaTta, COOTBETCTBYWIIEro  3apaHee YCTaHOB/IEHHbIM

crneuMpmnKaumsm 1 xapakKTepucTMKam KadyecTBa;

KBa/IMPUKaUUS MOHTaxa - AOKYMEHTa/IbHO OpopMAEeHHOEe MOoATBEPXAEeHue Toro,
UTO MOHTaX TrMOMEeWeHui, cucTtem w©n obopyaoBaHUS (yCTaHOBNEHHbIX UK
MOAN(ULMPOBAHHBIX) BbIMOSIHEH B COOTBETCTBUM C  YTBEPXKAEHHbIM NPOEKTOM 1"
peKoMeHgaUMsMN UX MPON3BOAMNTENS ;

KBa/MpmKauusi nNpoeKkTa - AOKYMEHTa/IbHO O(opMNEHHOE MNOATBEPXAEHME TOro,
YTO NpPEen/IOKEHHbI NMPOEKT MNPOM3BOACTBEHHLIX MOMEWEeHUi, o0b6opyaoBaHus  Uan
CUCTEM SIBMISIETCHA NPUIroAHbIM A1 NPUMEHEHUS MO Ha3HAYEeHUo;

KBa/Mpmkauust  YHKUMOHUPOBaHMWS -  [AOKYMEHTa/IbHO ohopmneHHoe
noATBEPXAEHME TOro, 4YTO MOMelleHNs, cucTemsl U obopyaoBaHue (YCTaHOB/IEHHbIE
UNn MoANMUUMPOBAHHLIE)  (YHKLUMOHUPYKT B COOTBETCTBUMM C  MNpeabsaBnsiemMbMU
TpeboBaHMAMN BO BCEX MNPEAYCMOTPEHHLIX pexuMmax padoTsl;

KBa/IMpmKauus akcnayataumm - AOKYMEHTa/IbHO ODOpM/IEHHOE MoATBEPXAEHUE
TOro, 4TO MNOMEeWeHNs, CUCTeMbl U 0b6opygoBaHWE MNMPU COBMECTHOM WCMNOSIb30BaHUM
paboTanT 3(PPEKTUBHO U C BOCMPOU3BOAMMLIMA MOKalaTensiMu B COOTBETCTBUMM  C
yTBEPXAEHHbIMWU TpeboBaHUSAMM N XapaKTepucTuKamm npouecca;

KOHTPO/Ib U3MEHEHU - OOKYMEeHTa/lbHO OMOPM/EHHbIA  MNOpPSAAOoK, cornacHo



KOTOPOMY  KBaU/IMIUUMPOBAHHbLIE MpeAcTaBUTENN  Pas/inyHbIX cneunanbHocTel

paccMaTpuBanT NpeasioXeHHble AN HaKTUUEeCKN BHECEHHble W3MeHeHus, KOTopble
MOTYT MOBMUATbL Ha BaNMAUPOBAHHOE COCTOSIHWE MOMEWEHNA, o6opyaoBaHus,
CUCTEM Wnn npoueccoB. Lenb Takoro KOHTPONS - OnpeaenunTb  Heo6XoAUMOCTb

MEpPonpuUATUA, KOTOpble [AO/MKHbl ObecneynTb W AOKYMEHTa&/IbHO  YAOCTOBEPUTb
nogAepxaHne CUCTeMbl B Ba/IMAMPOBAHHOM COCTOSIHUN;

MOAENVPYHWNIA npenapaTt - matepuas, KOTOpbii MO CBOMM (DM3NYECKUM K, MO
BO3MOXHOCTMK, XMMUYECKUM Xapaktepuctukam (Hanpumep, BS3KOCTHU, pa3vepam
yactuy, pH) 6/M30K NPOAYKTY, B OTHOWEHUW KOTOPOro NpoBOAUTCA Ba/IMpauns .
Bo MHOrmux cny4dasax 9TUMU XapaKTepucTukamm  MOXeT obnagatb cepus
npenapata-nnayebo (Npoaykrta, He cogepxawero hapmaueBTUYECKOW cybcTaHuun) ;

HaMXygumin cny4dam -  ONpefesieHHble  CTaH4apTHLIMU onepaunoHHbIMMK
npoueaypamMm ycroBUst UM KOMMNIEKC YC/I0BMIA, OTHOCAWWMECH K BEPXHUM N HWKHUM
npegesibHeiM 3HadYeHusM pabounx napaMeTpoB npouecca U CBA3aHHLIM C  HUMK
(hakTOpam, KOTOpble 06YCNOBMAMBAT HaMbO/blyld BEPOSATHOCTb MOSIBNEHUs c60si B
npouecce win 6paka B MpPoAyKTe MO CpPaBHEHWKW C uaeasibHbiMM ycroBusimn. Takue
YCMoBUSi He 06si3aTesibHO NMpuBOAAT K COOW B Mpouecce wiv nosiBneHuw 6paka B
npoaykKTe;

nepcnekTuBHas Banujauus - Banujauus, BbiNOSIHAEMas A0 Hadana CepUNHOro
Nnpon3BoACTBa NPOAYKUUM, NpefHa3HayeHHol ANs peannsaunu;

NnoBTOpHasa Baivjauuss - MOBTOpPEHME Bamgauun npouecca anss obecneyeHusi
rapaHTum TOro, 4To M3MeHeHuss B npouyecce n (Uan) obopyaoBaHUM, BHECEHHbIE B
COOTBETCTBUN C MNPOLEAYpPOr KOHTPOSS U3MEHEHUI, He YyXyAWwawT XapaKTepucTUKu
npouecca U KayecTBO NPOAYKUUN;

peTpocnekTnBHasd  Bavjauus - Ba/mMpauma  CepunHOro  npouecca
NpoOM3BOACTBA peaiM3yemMoro npogykKra, OCHOBaHHasi Ha COOpaHHbIX OaHHbIX O
NPON3BOACTBE U KOHTPOSIE CEpUin MPOAYKLUUN;

conyTcTBykWWas BaMjauus - Ba/Mjauus, BbiNO/HAEMAs BO BPEMS  TEKYLWEero
(cepuiiHOro) npousBoACcTBa MPoOAyKUUM, MpeAHa3HauYeHHON ANns peanm3auunu.

MNpunoxeHne N 16
K lpaBunam opraHusaumn MNpou3BOACTBAa
N KOHTPONA KayecTBa JIeKapCTBEHHLIX CPencTB

MoaTBEPXAEHNE YMOMHOMOUYEHHbLIM MIMLOM COOTBETCTBUSA CEPUN MPOAYKUUN C LESbH
ee BbiMycKa

I. O6bnacTtb npumeHeHuss (1)

1. (1.1) HacTosiee TMpunoxeHne onpegensieT nopsAoK noaTBepXaeHuns
COOTBETCTBUSA, BHIMOHAEMOrO YMO/IHOMOYEHHbLIM JINLOM, MPU BBOAE B FpaxgaHCKuUiA
060pOT cepuii NeKapCTBEHHbIX cpeacTB (B TOM 4UMC/e 3aperncTpuvpoBaHHbIX UK
NPON3BEAEHHLIX AN 3KCMopTa JIEKAPCTBEHHLIX MpPenapaToB) .

2. (1.2) HacTtosuee lpunoxeHne TakKke pacnpocTpaHaeTcss Ha  cny4au,
Korga rnpousBOACTBO Cepun NPOAYKUUU WK NPOBEeAEHVE aHaNM30B pas3fefnieHo  Ha
HECKO/IbKO  3Tanos, BbIMOSIHAEMbIX B pa3HbiX  MecTax nnn pa3HbIMn
npon3BOANTENSAMM, a TaKKe KOrga cepuio MpPOMEXyTOYHOW Wuun HepacjacoBaHHOM
NpoAyKUMN pas3fensanT Ha ABe U 605iee cepum FOTOBOW  MPOAYKUMWN. HacTosuwee
MpunoxeHne  mMoxeT  OblITb  MPUMEHEHO K  J1IeKapCTBEHHbLIM npenaparam,
npegHasHayeHHbIM 419 K/IMHUYECKUX UccnefoBaHui .

3. (1.3) Ecnn HOpmaTMBHbLIMA MPaBOBLIMM aKTamu POCCUIICKOIA depepauun
YCTaHOB/IEHb ChneunasibHele TpeboBaHWA K BBOAY B FpaxgaHCKuii 060pO0T HEKOTOPbIX
npenapaTtoB KPOBU U MMMYHOGMOMOMMYECKUX JIEKAPCTBEHHbLIX Mpenaparos, Takune
TpeboBaHUs AO/MKHbI COONAATBLCA .

4. (1.4) OcHOBHble TpeboBaHMUS K BbIMYCKY cepun NpoayKuMU NpMBOAATCS B
COOTBETCTBYHWIWMX PErUCTPaALNOHHOM [AOCbE, MPOMLILIEHHOM pernameHTe wu
crneynpukaumax. MonoxeHnsa HacTosAwero MpUAoOXeHUS NPUMEHSTCS B 4acTu, He
npoTuBOpeYaweir TakMM OCHOBHbIM TpPeboBaHMAM .

11. MpuHuun (2)
5. (2.1) Kaxgas cepuss TroTOBOW NPOAYKUAN AO/MKHA nosiyynTb OT

YMNO/IHOMOYEHHOIrO0 /Mua MOATBEPXIEHWE €€  COOTBEeTCTBUS YCTaHOB/IEHHbIM
TpeboBaHMsIM [0 ee BbiMycKa Ha BHYTPEHHWI PbLIHOK WM Ha 3KCMopT.



6. (2.2) Uenawm perynupoBaHuMa nNpouenypbl BbiNyCKa cepun npoayKumnu
ABMANTCA X

rapaHTuss TOoro, 4To cepusi 6bi1la NpoM3BeAeHa U NMPOBEpPeEHa B COOTBETCTBUU
C J/MUEH3Meill Ha NpPoM3BOACTBO JIeKapCTBEHHLIX  CPeacTs, TpeboBaHNAMMK
perncTpayMoHHOro gocbe, TpeboBaHusaMU HacToAwux [paBuna, a Takxe WNHbIMK
TpeboBaHNAMM, YCTAHOB/IEHHLIMA HOPMATMBHLIMA  MPaBOBLIMM  aKTamu Poccuiickoii
depepauum, nepep ee BbiYyCKOM;

rapaHTus TOro, 4To NMpU HEOGXOAUMOCTM UCCefoBaHMA Gpaka unu oT3biBa
cepun ynosIHOMOYEHHOE /MU0, KOTOpOoe Bbi4aslo pa3pelweHve Ha ee BbIMYCK, "
COOTBETCTBYWIWME 3annucu MOryT OblTb /IEFKO WUAEHTUPULMPOBAaHDI .

111. BeegeHue (3)

7. (3.1) Npon3BOACTBO Cepun JIEKAPCTBEHHbLIX CpeacTB, B TOM uncne
KOHTPO/Ib KayecTBa, pa3fensercsa Ha cTagun, KOTOpble MOryT BbiMOSIHATLCA Ha
pa3HbiX NMPOU3BOACTBEHHbLIX [MJowWajkax W pasHbiMA  NPOU3BOAUTENAMM . Kaxpgas
cTagus [O/KHA BHIMOMHATLCA B COOTBETCTBUM C  TpeboBaHMAMU NPOMBILL/IEHHOI O
pernameHTa, TpeboBaHUAMM HacToAWMX MpaBu/l N UHBIX HOPMATUBHbIX npaBoBbIX
aKkToB Poccuiickoi degepaumn. YMNO/SHOMOYEHHOE NULO, OCYlecTBswlWee npouenypy
NnoATBEPXKAEHUS COOTBETCTBUA Cepun rOTOBOIA npoayKunu YCTaHOB/IEHHbIM
TpeboBaHMAM nepej ee  BbIMYCKOM, [O/KHO PYKOBOACTBOBATBLCA  yKa3aHHbIMU
TpeboBaHNAMUA .

8. (3.2) Ha npakTuKe OAHO YNOJ/IHOMOYEHHOE /L0 MOXeT He 3HaTb
0COOEHHOCTEN Kaxforo srana nNpon3sBoAcTBa. YMNOSIHOMOYEHHOe J/imuo, KoTOpoe
noaTeepxaaeT COOTBETCTBME Cepuu rOoTOBOM MNPOAYKLUMM, NO OTAENIbHbIM BOMpocam
MOXeT onupaTbCA Ha 3ak/lyeHUs APYrux YMNOJITHOMOYEHHbLIX /iML. B Takmx cnydasax
YNO/IHOMOYEHHOE /MU0  JO/MKHO ObiTb 3apaHee YyBepeHo B HaJEeXHOCTU 3TUX
3aK/iyeHnii, NCxXoas N3 NIMYHOFO OnbiTa WAM  Ha OCHOBaHWM NnoATBEPXAEHNSA,
NOSTlYYEHHOro OT APYIuUX YMNOSIHOMOYEHHbIX /L, BHYTPU YCTaHOBJIEHHOV CUCTEMbI
KayecTBa

9. (3.3) Mpu BLINOAHEHMW OTAENbHLIX CTagwii npou3BoACTBa B Opyroii
CTpaHe aHasorvyHole TpeboBaHWA K COOTBETCTBUIO MPOU3BOACTBA W nposeaeHunio
KOHTPOMA KayecTBa NpefbaABAANTCA M K YYaCTHUKY MPOM3BOACTBA B 3TOW CTpaHe.
B aTOM cnyyae npou3BOACTBO JIEKAPCTBEHHLIX  CPefcTB TakxXe [0/IXKHO
OCYWEeCTB/IATLCA B COOTBETCTBUM C TpeboBaHUAMW PErucTpauymMoHHOro  4oCbe.
Mpon3BoguTenb AO/MKEH VMMETb JIMLUEH3UK Ha OCYyleCTB/IeHne CBOeill AesATeNIbHOCTU B
COOTBETCTBMM C 3aKOHOM CBOEli CTpaHbl W BbINOMHATL TpeboBaHusa HacToAwWwnx
MpaBun wan npasua  Hag/exawero MpovM3BOACTBA JleKapCTBEHHbIX cpencTs,
TpeboBaHNA KOTOPbIX HE HUXe, yem TpeboBaHuMA HacTosAwnx Mpasun.

IV. O6bume Tpeb6oBaHua (4)

10. (4.1) PaznuuHble cTtagum (3Tans) Mpou3BOACTBa, BBO3a, KOHTPO/A 7
XpaHeHnsi O4HOM U TOW Xe cepun roTOBOW NpPoAYKUMW MNepef ee BbiMyCKOM MOryT
OCYWECTB/IATBCA Ha  pa3HbiX  MNPOM3BOACTBEHHbLIX  MNJioWajKax. Bce atmn
NPOM3BOACTBEHHbIE MOWAAKN [O/MKHbl ObITb ANLEH3MPOBaHbl 1 AO/KHbI OCYWEeCTBATb
[eATeNnbHOCTb NOA KOHTPO/seM, MO KpaWHeil mepe, O4HOrO YMNOSIHOMOYEHHOro nuua,
noATBeEpPXAanlero CooTBETCTBUE 3TOW Cepuum YCTaHOBJ/IEHHbM TpeboBaHuMsAM OO0  ee
BoinyCcKka. OfHako Haj/nexauwee Mpou3BOACTBO KOHKPETHOW cepumn npoAyKunn
He3aBMWCUMO OT 4ncna 3a4elCTBOBaHHLIX MPON3BOACTBEHHbIX MNOWAA0K  [OJHKHO
HaxoauTbCA nog obwum Haa30pOM  YNOSIHOMOYEHHOro nuua, noaTBepxjanero
COOTBETCTBME 3TOW cCepun roTOBOW MNPOAYKUMN YCTaHOBMEHHbIM TpeboBaHuAM nepejg
BbIMYCKOM .

11. (4.2) PasnuuyHbie cepun MNpoayKuumM MOryT npou3BOANTBLCA WU
UMNOPTUPOBATBLCH W BbIMYCKATLCA B pa3HbiX CTpaHax, WMelwnx cornalleHuve c
Poccwuiickoli O®egepaumeii 0 B3aMMHOM MNPU3HAHUN  YCIIOBUA npou3BoacTBa U

peanusauuu. Mpn 3TOM NUUO, Ha WMA KOTOPOro BblgaHO permncrtpayuoHHoe
YOOCTOBEpEeHMEe, a TaKxe Kaxgad Npou3BOACTBEHHasA nsowajka, uvewwas npaso Ha
BbIMYCK Cepun MpoayKuuu, [O/MKHbB UMETb B CBOEM PacrnopsaXeHUn TOYHOe yKasaHue
agpeca njowagku, Ha KOTopolh 6blna BbiMyleHa KOHKpeTHasi cepus npoaykuuu, "
UHpopmMaumiw 06 YMNOSIHOMOYEHHOM Jfnue, OTBETCTBEHHOM 3a noaTeepxgeHne
COOTBETCTBUA €e KayecTBa YCTaHOB/EHHbIM TpeboBaHUAM.

12. (4.3) YnonHomo4eHHOe nuuo, rnoaTBepxjawliee COOTBETCTBUE cepuu
roToBOl NPOAYKLMM YCTaHOBJIEHHbIM TpeboBaHMAM nepej Bbligayer paspeleHus Ha



BbIMYCK, MOXET OCHOBbiBaATb CBOE peleHWe Ha NIMYHOM 3HaHWW BCEX WCMOJb3YeMbIX

B NPOM3BOACTBE MOMEWEeHNA U MpOLEecCcoB, OMbiITa y4yacTBOBAaBLErO B MPOW3BOACTBE
nepcoHana u MprYMEHSEeMOl CUCTEeMbl KayecTBa, B pamMKax KOTOPOW ocylecTBnseTcs
NPON3BOACTBO. YKa3aHHOe YMOJ/IHOMOYEHHOE /MU0 MOXET TakKXe oOonMpaTbCs Ha

3aK/llnyeHne COo CTOPOHbl OA4HOro MNn 60see YNOJIHOMOYEHHbLIX UL, O COOTBETCTBUU

NPOMEXYTOUHbIX CTaaui NPoOM3BOACTBA YCTAHOB/IEHHbHIM TpPeboBaHMAM .

13. Takoe 3ak/4yeHue, BbljaBaemMoe APYrvMMW  YMNOJITHOMOYEHHLIMX  fvuamu,
OO/MKHO ObITb OOPMNEHO AOKYMEHTA/IbHO U [O/IKHO YEeTKO OnpefendaTb npegveT
NnoATBEPXKAEHUS COOTBETCTBUA. MOPAAOK MOATBEPXAEHUA AO/MKEH ObTb  OMOpPMIEH
OOKYMEHTaIbHO .

14. (4.4) MNopsagoK MOATBEPXKAEHUS, YKa3aHHbii B MyHKTe 13 HacToslWero
MpunoxeHus, Ao/xeH cobnogaTbCsa BO BCeX Cny4yasax, Korga yrnosIHOMOYEHHOe /nuo
onvpaeTcs Ha 3ak/llvyeHue APYroro YroSIHOMOYEHHOro Jvua. Tako  AOKYMEHT
[O/MKEH COOTBETCTBOBAaTb MNOJIOKEHMAM, MNPEefYCMOTPEHHbIM MyHKTamu 237-255
HacToAwnx [lpaBua. YMNO/HOMOYEHHOE MU0, MNOATBepxJalwllee COOTBETCTBME Cepuun

roToBOWA npoagykunnm yCTaHOBJ/IEHHbIM Tpe6OBaHI/IFIM » [AOJDKHO rapaHTmnpoBaTb
BbINMOJ/IHEHNE MeporlpVIFlTVIIZ , onpeageneHHolX B YKa3aHHOM [OOKYMEHTEe. d)opma
OOKYMEeHTa, B KOTOpPOM N3J10XXEeH nopA40K noaTBepXaAeHnd , AoJIXHa

COOTBETCTBOBaTb B3aMMOOTHOWEHUAM CTOPOH. Hanpumep, TakOW [OKYMEHT  MOXeT
npeacTasnATb CO6ON CTaHAapPTHYKW OnepaluoHHYK npoueaypy nponssoguTens unn
OOroBOp Mexay pas3nnyHbiMKA NPOU3BOAUTENAMU, LaXe eCNN OHU BXOAAT B OOHY U
Ty Xe rpynny KOMMAaHwi .

15. (4.5) YKasaHHblli [OroBop mMexay MNpou3BOAMTENSMU BKAKYAET B cebs
0643aTe/IbCTBO CO CTOPOHbLI MOCTaBlMKa HepachacoBaHHOIo Wn NPOMEXYTOYHOI O
npogyKTa CcTaBMTb B MW3BECTHOCTb nonydaTtensa(en) npoaykuum 060 BCex
OTKJ/IOHEHUAX, pe3ynbTaTtax, BbIXOO4AWNX  3a pamku cneunpukaumi,
HECOOTBETCTBUAX TpeboBaHWAM HacToAWMX [paBun, paccrefoBaHUsX, MPeTeH3nsax
WX OPYrux COOBLITUAX, KOTOPble AO/HKHO MPUHUMATbL BO BHMMaHWE YMNO/IHOMOYEHHOe
MU0, OTBETCTBEHHOE 3a MNoATBepxieHne COOTBETCTBUA CEPUU FOTOBOW NPOAYyKUUU
BCEM YCTaHOBJ/IEHHbIM TPEeOOBaHUAM .

16. (4.6) Ecim pna  [OKYMEHTa/IbHOro  opopmneHus noaTBepXaeHUs
COOTBETCTBUA M Bbldauu paspeleHns Ha BbiMYCK Cepun  NpoayKumn NCMoNbL3ywT
KOMMbITEPU3NPOBAHHYI0 CUCTEMY, Heobxoaumo o06paTuTb o0coboe BHUMaHWE Ha
BbINO/IHEHNE TpeboBaHW, MNpPefyCcMOTpPeHHbIX [punoxeHnem N 11 K HacToAWUM
MNpaBunam.

17. (4.7) Npn Hanumn nMOATBEPKAEHUA COOTBETCTBUA Cepun roTOBOVA
NPOAYKUNN, BbIAAHHOIO YMO/IHOMOYEHHbLIM NULOM, He TpebyeTcs NOBTOPEHUS aTon
npouegypel B CTpaHax, Wumewwmx c Poccuiickoni odepepaumeii cornaueHve o
B3aMMHOM NpU3HaHWUN pe3ynbTaToB MNOA406HOM npoueaypbl .

18. (4.8) BHe 3aBMCUMMOCTU OT KOHKPETHbLIX MEPONPUATUIA N0 NOATBEPXAEHWMIO
COOTBETCTBMA W BbINYCKY Cepuii  Ao/kHa CcylwecTBoBaTb npouegypa  6GbicTporo
BbISIB/IEHNSA U OT3blBa BCEel MNpoAyKUMM, KOTOpasd MOXeT MnpeacTaBnATb  OMNACHOCTb
4na notpebutenei.

V. MNpoBegeHve uChbITaHWiA 1M BbIMYCK Cepuu MpoAayKuuu, Mpov3BeLeHHOl B
Poccuiickoii degepauymn (5)

19. (5.1) B cny4yae ecnm nNpou3BOACTBO pPacCMosiOXEHO Ha ofgHoW
NMUEH3NPOBAHHOM NPOU3BOACTBEHHON MnolagKe :

Ecnm Bce cTagunm NpPou3BOACTBA M KOHTPO/A OCYWECTBAAKNTCA Ha  O4HOW
NPOM3BOACTBEHHOW MN/oWaaKe, BbIMOMIHEHME OTAENbHbLIX MPOBEPOK W KOHTPO/IbHbIX
onepauuii MoxeT O6biITb MepefaHO ApPYruMM Auuam. YNOSIHOMOYEHHOe Uuo  3TOM
NPoM3BOACTBEHHOW NoWaakn, MnoATBepxjawlee COOTBETCTBME Cepun roToBoli
NPOAYKUMN, OObIYMHO HeceT MNepCcoHaslbHyl OTBETCTBEHHOCTb 3a  [OCTOBEPHOCTb

pe3ynbTaToB MNPOBEPKU B paMKax YCTAHOBMEHHOW CUCTEMbl KadecTBa. OaHako
YMNO/IHOMOYEHHOE /MO MOXEeT MpuMHMMaTb BO BHMMaHWE TaKxe 3aK/UeHnst o
COOTBETCTBUM YCTAHOB/EHHbIM TPEGOBaHUAM MPOMEXYTOUHbIX CTadui, BblAAHHbIE
APYrVMM  YMOJIHOMOYEHHLIMM JMUaMM  Ha 3TOol  njowagke, KOTOpble HecyT

OTBETCTBEHHOCTb 3a 3TWU CTajuu.
20. (5.2) B cnyyae ecnu pasnnyHble CTaauu NPOM3BOACTBA BbLINOMHSNTCA Ha
pa3HbIX NPOU3BOACTBEHHbLIX M/owagKax OAHOro Mpou3BOaUTENS:
Ecnn pasnuuHele cTagmm Npou3BOACTBa Cepuy NPOAYKUMU OCYWECTBASANTCA Ha
pa3HbiX MPOU3BOACTBEHHLIX MoWagkax B npegenax  OfHOWM opraHMsauunu
(He3aBUCMMO OT TOro, pacrnpocTpaHdAeTCAa /M Ha HUX OJHa N Ta Xe NULEH3Us Ha



NPOV3BOACTBO JIEKAPCTBEHHbLIX CPeACTB WIM  HeT), TO YMNOJ/IHOMOYEHHOE  JiMuo
OO/MKHO OTBeYaTb 3a Kaxaylw cTaguio npou3BoAcTBa. loATBepxaeHWe COOTBEeTCTBUSA
cepvn roToBOW MPOAYKUWW YCTaHOBMEHHbIM TpeboBaHUAM  AO/DKHO BbIMONHATbLCA
YMNO/IHOMOYEHHbLIM /IMLOM  MPOU3BOAUTENA, KOTOpPOe /Mb0o HeceT  NepCcoHaslbHYH
OTBETCTBEHHOCTb 3a BCe CTaaun Npou3BOACTBa, /MO0 MpUHUMaeT BO BHVMaHue
3aK/lveHnsa 0 NpejwecTBYHWNX CTaauax, cAeflaHHble  YMNO/IHOMOYEHHbLIMW  vuamu,
OTBETCTBEHHbLIMN 3a 3TU CTajun.

21. (5.3) B cnyyae ecnm HekKOTOpble MPOMEXYTOUYHbIE CTaauu NpPou3BOACTBa
OCYWeCTBAAKWTCA MO AOroBOpy APYron opraHu3aumeni:

OgHa wunu 6osiee NPOMEXYTOUHbLIX CTaAuii NPOU3BOACTBA M KOHTPO/ISA KadecTBa
MOryT BbINO/IHATLCA B APYroOi opraHusauuM nNo [JOrosopy B COOTBETCTBUU C
MO/IOKEHNAMU, TMPEefYCMOTPEHHbIMU NyHKTamu 237-255 HacToAWNX MNpaswnn.
YNO/IHOMOYEHHOE /MU0 3aKa3umka MOXeT MpuHMMaTb BO BHUMaHWE  3ak/lyeHue
YMNO/IHOMOYEHHOI O /il UCMOMIHUTENS O COOTBETCTBYWlUEN CcTagun, HO OHO  HeceT

OTBETCTBEHHOCTb 3a obecrneyeHne TOro, 4YTO0 3Ta paboTa BbINOSIHAETCA B
COOTBETCTBMM C YCMOBUSAMM foroeopa. [logTBepxAeHMe COOTBETCTBUS  cepun
roToBOli MNPOAYKUMN YCTaHOBMEHHbIM TPebOBaHUAM [O/IKHO ObiTb BbINO/THEHO
YMNOMHOMOYEHHbIM  /INLOM  MPON3BOAMTENSA, OTBETCTBEHHOIrO 3a BbIMYCK  cepuu
NPoOAYKLNN

22. (5.4) B cnyyae ecnm U3 cepun HepachaCOBaHHON NPOAYKUMN Ha pa3HbIX
NPOM3BOACTBEHHLIX MN/oWaaKax MpPoU3BOAATCSA  HECKOJIbKO  Cepui roToBoli
NPoAyKUMN, KOTOpble BLIMYCKATCA  Ha  PbIHOK  Ha OCHOBaHUN 0OfHOrO0

pPeErncTpayMoHHOro yAOCTOBEPEHUS :

a) (5.4.1) YNONHOMOYEHHOE NNUO MPOM3BOAUTENSA, UMEKWENO JINLEH3NIO Ha
NPON3BOACTBO /IEKapCTBEHHbLIX CPeACTB, BbiMyCcKawlee cepuw  HepachacoBaHHOMN
npoayKuMn, MOXeT MOATBEpXAaTb COOTBETCTBME BCEX CEPUIA FOTOBOW npoayKumnm
nepeg ux BbiMYCKOM. B 3TOM crnyyae ynojsiIHOMOYEHHoe nuuo nmbo GepeT Ha  cebd
NepcoHas/ibHYyl OTBETCTBEHHOCTb 3a BCe CTaauu Npou3BOoACTBa, NM60  NpuHMMaeT
BO BHUMaHMWE 3aK/l4YeHUs B OTHOWEeHun cTagum ¢acoBkn u  (mnun) yrnakoBKu,
BblAaHHblE YMO/IHOMOYEHHbLIMA NiMLaMM NIoWaa0K, OCYWeCTBAANWMX 3TU CcTaguun;

6) (5.4.2) [JonyckaeTcs TakKxe MOATBEPXAEHME COOTBETCTBMA Kaxaoi cepumn
roToBOi nNpoAyKUMM OO MOMEHTa ee  Bbiycka YNO/THOMOYEHHbIM JINL,OM
npon3BOANTENSA, KOTOPLIV BbIMOAHWA 3aK/INYMTENbHYH onepauvio hacoBKU U (vnn)
yrnakoBkm. B 3ToM cny4dae ynosilHOMO4YeHHoe uuyo nmbo 6GepeT Ha  cebs
NnepcoHasibHylw OTBETCTBEHHOCTb 3a BCe CTaauu npou3BoAcTBa, NMbo  npuHMMaeT
BO BHMMaHVE 3aK/I4YEeHWe O KadecTBe Cepun, MOJlydYeHHoe OT  YMNOSIHOMOYEHHOrOo
mya c mMecTa BbiMycKa cepun HepacthacOBaHHOW MPOAYKLUWN;

B) (56.4.3) Bo Bcex crniyyaax opraHusauum npou3BoaCcTBa roTOBOVA
NPOAYKLUMN B pasHbiX MecTax Ha pa3HbiX NPOM3BOACTBEHHbLIX MNowajgkax B pamkax
OQHOro pPernucTpayMoHHOro YAOCTOBEPEHUS AO/MKHO ObiTb ONpefesieHo OfHO /MU0
(Kak npaBwiO, YMOSIHOMOYEHHOE NULO MPOU3BOAMTENSA Cepun HepachacoBaHHO
npoAyKUMN), KOTOPOE HEeceT MOJIHYyl0 OTBETCTBEHHOCTb 3a BbIMYCK BCEX  Ccepuii
roToBOlM MNPOAYKUMU, MOSIYYEHHbBIX U3 OOHOW cCepun HepachacoBaHHOM npoayKunn .
3TO NMUO [O/MKHO 3HaTb O JObLIX Npob6/iemMax, CBsSA3aHHbIX C KadeCcTBOM  /106OW
cepun roToBOW NPOAYKUMW, U KOOPAUHMPOBaTb OCYECTB/IEHME BCEX HEeOOXOAUMbIX
vMep, NpeanpuHMMaemMbiXx B CBA3UW C  HalnuMem npob6aemsl B OTHOWEHUW cepun
HepacjacoBaHHOW NpPOAYKLUNN .

HecmoTps Ha TO, 4YTO HOMEpa cepuil HepachacOBaHHOW M FOTOBOW MNpPOAYKUUK
HeobsA3aTeNbHO AO/MKHb coBNagaTb, HEOOXOAMMO AOKYMEHTaslbHO OhOpPMUTb CBsI3b
Mexay Homepamu 3TUX cepuii, 4TOoObl MOXHO Obl1I0 0GEecneyYnTb MNPOCAEXMBAHME MPU
ayguTe.

23. (5.5) B cnyyae ecnm u3 OofgHOW cepun HepachacoBaHHOM NpPoAyKLUUN B
pa3HbX MecTax Ha pas3HblX MPOU3BOACTBEHHLIX M/owagkax (acywTcsa Wu (unn)
YNaKoBbIBATCA HECKO/IbKO Cepuii roTOBOW NPOAYKUUN, KOTOpPbIE BbiMYCKaTCA Ha
OCHOBaHUM pasHbiX PerncTpaymoHHbiX YyaocTtoBepeHuii (4TO uvmeeT mMecTo,
Hanpuvep, Korga TpaHCHauMOHa/lbHass KOMMNaHus BrageeT HaUMOHaIbHLIMU
pPeErncTpauMoHHbLIMM YAOCTOBEPEHUSMN HA JIEKApCTBEHHLIV NpenapaT B HECKOJIbKUX
rocygapcrasax WM NpPOU3BOAUTE/Ib BOCMPOU3BEAEHHLIX JIEKAPCTBEHHLIX MpenapaToB
npnobpeTaeT HepachacoBaHHbIi /EKAPCTBEHHLIA npenapaTt, (acyer wu (vnn)
ynakoBbiBaeT €ro, W BbilyCKaeT roTOBbli NIEKAPCTBEHHLIA npenapatr no  CBOemy
COOGCTBEHHOMY pPErucTpauMoHHOMY YAOCTOBEPEHMK):

a) (5.5.1) YNonHOMOYEHHOE /MU0 NpPOoM3BOANTENSA FOTOBOW npoaykKumu,
noaTBepxpawwee COOTBETCTBME CepuM TFOTOBOW NpoayKuumn YCTaHOB/IEHHbIM
TpeboBaHUsIM, MOXET NMb0 B3ATb Ha Ceb6s MepCoOHa/lbHYH OTBETCTBEHHOCTb 3a BCe



cTagum NpomM3BOACTBa, /MO0 OCHOBLIBATLCA Ha 3aK/l4veHuu, No/ly4EHHOM OT
YNO/THOMOYEHHOI0O MLa NPOU3BOAUTENSA Hepac(hacoBaHHOW MPOAYKUWN;

6) (5.5.2) Nwbasa npob6nema, cBA3aHHasA C Ka4yecTBOM /1060 cepun roOTOBOW
npoaykumu, NCTOYHNKOM KOTOpoii  mMorna  sIBUTbCA ncxogHasa cepus
HepachacoBaHHOI NpPoAyKUMK, AO/MKHA ObiTb COOOWeHa YMO/IHOMOYEHHOMY  nuvuy,
OTBETCTBEHHOMY 3a MOATBEPXAEHME KaydecTBa 3TOi cepun HepacjacoBaHHOM
npoaykummn. MNocne 3TOro ykKas3aHHOE YMOJSIHOMOYEHHOE NULO AO/IKHO  MPeanpuHSTb
BCe Heobxoaumbie OeliCTBMSA B OTHOWEHUW BCEX Cepuii  roToBOM npoaykKuunu,
Npou3BEAEHHbIX U3 AaHHOl cepunm HepachacoBaHHOM NpoayKuuu. MopsagoK AencTBuii
B 9TOM ciny4yae [O/keH O6biTb YCTaHOB/IEH B COr/laWeHnn .

24. (5.6) B cnyyae ecnM cepui roToBOW MNPOAYKUMM 3aKynaeT v peannsyeT
nponsBoauTENb, WMEKWWUA MNLEH3UI HAa MPOM3BOACTBO /IEKAPCTBEHHLIX CPEeACcTB B
COOTBETCTBUN C COOCTBEHHbBIM PErucTpauuoHHbM yaocToBepeHuem (4TO  uMeeT
MEecTo, Hanpuvmep, Korga npou3BoauTe b, MNOCTaBNAWND BOCMNPOV3BEAEHHLIN
NeKapCTBEHHbI  npenapaTt, SBAAETCA /NLOM, Ha UMSA KOTOpPOro  BblgaHo
perncTpauMoHHOe yAOCTOBEPEHME Ha JIEKAPCTBEHHLIA Mpenapar, NPON3BOAUMLIN
OpyryM NpovM3BOAMTENIEM), W MNEPBLIM NpoM3BOoANTENb  3aKynaeT roToBYyH
npoayKumw, COOTBETCTBME KOTOpPOW  ewe He  6bio NnoaTBEPXOEHO ee
nponssoauTeneM, W BbiyCKaeT €ee Ha OCHOBaHUW COOGCTBEHHO NNUEH3UN Ha
NPON3BOACTBO JIEKAPCTBEHHLIX CPeACTB UM COBCTBEHHOrO perncrTpaymMoHHOro
YOOCTOBEPEHUS :

YNO/IHOMOYEHHOE /MU0 MNPOM3BOAUTENSA, 3aKynawwero npoaykumw U He
NMEWLErO AOKYMEHTa/IbHbIX pe3yNbTaToB MNOATBEPXAEHUA €e COOTBETCTBUSA, [AO/KHO
camo nNoATBEPANTb COOTBETCTBME YCTAHOBMEHHbHIM TpeboBaHusM 3TOW  cepun
roToBOWM MNPoOAyKUMW nepes ee BbiNlyCKOM. [lpy  3TOM YNO/IHOMOYEHHOE 1L
3aKynawlwero npousBoguTens NpuMHUMaeT Ha ceba OTBETCTBEHHOCTb 3a BCe cTaauu
NpPoOM3BOACTBA WM OCHOBLIBAETCH Ha 3aK/IWYEHUM O KadecTBe cepun npoayKumnm
YNO/IHOMOYEHHOT O nLa NPON3BOAUTENA-NOCTaBWMKa -

25. (5.7) B cnyuyae ecnm nabopaTopusi KOHTPO/SA KaydecTBa /IeKapCTBEHHbIX
npenapaTtoB M MPOU3BOAUTENb ABMSITCH Pa3HbiMA OpraHu3aunusimm:

YNO/IHOMOYEHHOE /MU0, MNOATBEPXAaWee COOTBETCTBME Cepun roTOBOVA
NPOAYKUMN  YCTaHOBJ/IEHHbIM  TpeboBaHuAM, MOXEeT TMpuHATb Ha  cebd

OTBETCTBEHHOCTb 3a /labopaTopHble  MCMbiTaHus, npoBeAeHHble noAo6HoA
naéopatopueli, UM yuuThiBaTb MOATBEPXAEHWE B OTHOWEHWW WCMbiITaHuli, BbigaHHOEe
APYIrVM  YMNOSIHOMOYEHHbLIM fMUoM. [py  OTCYTCTBUM TaKoro noaTBepxXaeHns

YNOJ/IHOMOYeHHOe /MU0 AOO0/DKHO 3HaTb pa60Ty ,Cl,aHHOVI na60paT0p|/|V| n MeTogunkm,
npMMeHAeMble B He Ona nogresepxgeHmnAa COoOTBETCTBUA KadecTBa ,El,aHHOI7I roToBOWA

NpPoAYyKLUNN .
V1. 0683aHHOCTK YynosHOMOYeHHoro nuua (6)
26. (6.1) Mepepn ocyuwecTB/eHMEM MNpouenyps NOATBEPXAEHUS COOTBETCTBUS

cepun roToBOM MNPOAYKUMN OO MOMEHTA €€ BbiNyCKa YMNONHOMOYEHHOE /MU0 AO/MKHO
yb6eguTbCHA, B 4YaCTHOCTWU, B BbIMOSIHEHUU Criefaywumx TpeboBaHWii:

a) (a) cepus rovToBOW nNpoAyKUMM U MpoLecc ee npon3BoacTBa
COOTBETCTBYWT MOJIOKEHUAM HOPMATUBHLIX AOKYMEHTOB;

6) (b) cepus TroToOBOW MpoAyKUuUM Mpou3BedeHa B COOTBETCTBUM C
TpeboBaHMAMM HacToAwuMx lpaBun, a Aas cepuu MNpoayKuun, UMNOpPTUPYEMOi U3
Opyrmx cTpaH - B COOTBETCTBUM C MpaBuiamm Hag/exawero  npon3BoACTBa
NeKapCTBEHHbLIX CpPeAcTB, MO KpalHen mepe, TpeboBaHWSI KOTOPbLIX HE Huxe, uem

Tpe6oBaHusi HacToswmx MpaBwn;
B) (C) OCHOBHble TMpouecckl MNPOU3BOACTBA W METOAb  KOHTpOSSA
Ba/IMAMPOBAHbI, YUTEHb (PAKTUYECKUE YC/IOBUS MPOM3BOACTBA M [AOCbE Ha  CEPU

npoaykunn;

r) (d) nwbble OTKNOHEHUS nnn 3an/aaHMpoOBaHHbIE N3MEHEHNA B
TEXHOMIOrMYECKOM MPOLECCE WM KOHTPOJIEe KayecTBa 6bii  YTBEPXAEHb  fvuamu,
UvewwMn  Heobxoaumble  MOMHOMOYKS, COOTBETCTBYIOWWNIA YMNO/THOMOYEHHbIV

(epepanbHbIi OpraH MCMNOMHUTENIbHOM BAacTU OCBEAOMMEH O JI6bIX  U3MEHEHUsX,
TPebywlWMX BHECEHUA U3MEHEHWA B perncTpauyMoHHOe [OCbe WM  JIMUEH3UI Ha
NPOV3BOACTBO JIEKAPCTBEHHLIX CPEeACTB, M MOJlyYeHO pa3pelleHre YMNOSIHOMOYEHHOr O
(efepanbHOro opraHa WCNOSIHATENbHOM BAacTW Ha BHECEeHWEe TaKuUX U3MEeHeHul;

0) (e) npoBefeHbl BCce HeobXoAuMble MPoBepKU N ucnbiTaHusa (B TOM uncne
[ONOMHUTENbHbLIE  O0T60p npob6, WHCAEKTUpOBaHWe, TMPOBEPKU U ncnbiTaHus,
Bbl3BaHHble OTK/IOHEHUAMW B TEXHO/IOFMYECKOM Mpouecce wiM BBUAY  MNJAHOBbLIX



N3MEeHEHNR) ;

e) () pokymeHTaumss Mo nNPOU3BOACTBEHHOMY npoueccy wu KOHTPOJII0
KayecTBa COCTaBfieHa W YTBeEpX4eHa [MepCoHa/IoM, WMEeKWnM HeobxoanmMblie
NoJsIHOMOYNSA ;

x) (g) Bce ayauThl NpoBefeHbl B COOTBETCTBUM C TpeboBaHUAMMU CUCTEMDI
obecneyeHus KayecTBa;

3) (h) npuHATH BO BHUMaHUE Bce (aKTopbl, KOTOpble, Nno MHEHW
YMNOMHOMOYEHHOI 0 nua, SBAAKNTCA CYWECTBEHHbIMW 019 KadecTBa [aHHOW  cepuu
NPOAYKLNN .

27 . YNONHOMOYEHHOEe NULO MOXEeT MMeTb [AONOJSIHUTEsNbHble 00A3aHHOCTU B
COOTBETCTBUN C 3aKOHOZaTesIbCTBOM Poccuiickoii degepaumn  mnu OO/DKHOCTHbLIMU
WHCTPYKUUAMU,, YTBEPXAEHHbIMN MNPON3BOAUTENEM .

28. (6-2) YnonHomo4eHHoe nuo, noaTeepxaawlee COOTBETCTBUE
NPOMEXYTOYHON CTaaunm NpoM3BOACTBA B COOTBETCTBMM C MyHKTamu 12-13
HacTosiwero lMNpuaoxeHns, BbINOMHAET 00A3aHHOCTU, aHaNornyHole  06A3aHHOCTAM,
yKa3aHHbIM Bblwe, MO OTHOWEHM K 3TOW cTaauu.

29. (6.3) YnNosiHOMOYEHHOE NULO [AO0/KXHO MofJepXMBaTb CBOKW KBa/MBUKAaLNK
Ha COBPEMEHHOM YPOBHE B CBeTe AOCTMXEHUA Hay4yHO-TEXHUYECKOroO rnporpecca u
YyunTbiBaTb U3MEHEHUSA B CUCTEME yrnpaB/fieHUSA KayecCcTBOM, MMellLMe OTHOWeHue K
NPoOAYKLUMN, COOTBETCTBUE KOTOPOI YCTaHOB/IEHHbLIM TpeboBaHMAM noaTeepxnaeTt
YMNOSIHOMOYEHHOE /N0 -

30. (6-4) Mpu npuBnevYeHUN YrMoJIHOMOYEHHOro /uvua K noATBEPXAEHNIO
COOTBETCTBUA Cepun MNpPoayKUUM, KOTOPYK OH 3HaeT HegoCcTaTO4vdHO (Hanpuvep,
npu OCBOEHUM HOBOIro BuAa nNpPoAyKUMW wWAn nNpu  nepexoje Ha apyroe
npeanpuaTue), YMNOJIHOMOYEHHOE /MU0 AO/DKHO MNOJYYMTb COOTBETCTBYWWME 3HaHUSA
N OMbIT, HEO6XoauMble O/11 BLIMOSIHEHUS 3TUX 06SA3aHHOCTEN .

31. B COOTBETCTBMW C HOPMATUBHLIMA TMPAaBOBLIMA  aKTamu Poccuiickoii
Oefepauum  Ha YMNoOJIHOMOYEHHOE JINUO MOXEeT OblTb BO3J/IOXeHa  0043aHHOCTb
yBEAOM/IATb YMOSIHOMOYEHHLI (efepasibHblii OpraH MCMOMHUTENbHOW BAacTuW O TaKom
U3MEHEeHUN, 4YTO MOXeT noTpeboBaTb MOBTOPHOW aTTecTauun.

VII1. TepmuHsl n onpegeneHus (7)

32. [na ueneli HacTosiwero lNpuioxeHns KpoMe TEPMUHOB U onpegeneHuii,
npeaycMoTpeHHbiX rnasoi Il HacTosAwmx lNpaBun, UCMNOMb3YWTCHA TakKxe crepywume
OCHOBHble MOHATUSA:

OLEeHKa COOTBETCTBUS Cepunm r[OTOBOW nNpoaykKumm - OOKYMeHTasIbHOe
ofopm/ieHME COOTBETCTBUSA CEPUM FOTOBOI MNPOAYKLMN YCTaHOBMEHHLIM TpeboBaHUAM
[0 ee BbiNyCKa;

noATBepXAeHVWe - nognucaHHoe CBUAETEeNbCTBO TOro, UYTO npouecc nnm
NUCNbITAHUA BbLINOJSIHEHE B COOTBETCTBUM C TpeboBaHusMu [paBun opraHusauuu
Npou3BOACTBA U KOHTPONS KadecTBa J/IeKapCTBEHHLIX CPeacTB WU TpeboBaHuAMA,
YCTaHOB/IEHHbLIMM  MpPU  FOCYAAapCTBEHHOM perucTtpauuu, corjacoBaHHoOe B
NMUCbMEHHOW (GopMe C  YMNOSIHOMOYEHHbLIM  JIULOM, oTBeYanlmm 3a OUEHKY
COOTBETCTBUA CepuM roTOBOIM NPOAYKUMN [0 €€ BbiMyCcKa;

cepusi roTOBOWM MNPOAYKUMU - cepus MPOAYyKUUM B OKOHYaTE IbHOW ynakKoBKe,
roToBasi K BbIlYCKY;

cepusi HepachacoBaHHOW MNPOAYKUMU - cepus MpPoAyKUUM YCTaHOBJIEHHOIO npwu
pervcTpaumn JieKapCTBEHHOro rpenapara pa3mepa, rortosas K (acoBke,
OKOHYaTe/IbHOl ynakoBKe, /M60 Haxofswasacs B MHAVMBUAYasbHbIX YMNaKOBKax WU
rotoBasi 47151 KOMM/IEKTOBaHUSA OKOHYaTe/IbHbIX YNakKoBOK. Cepusi HepachacoBaHHOM
NPOAYKUMN MOXET cofepxaTb, Hanpuvep, XuAKuin HepachacoBaHHbIM NnpoAyKT,
TBepAble nekapcTBeHHble (opmbl  (TabneTku unu Kancysns) wum Hano/IHEHHbIE
amMnybl;

corsaleHve o B3aMMHOM MPU3HaHUW - cOrjaweHve O B3auMHOM NnpU3HaHnn
WHCMNEKUNA CO CTpaHOW, B KOTOpoi npousBogatca (M3 KOTOpoW NnoCcTaBANTCS)
BBO3VMble JIeKapCTBEHHbLIE CpencTBa;

MNpunoxeHne N 17
K lpaBunam opraHusaumm npon3BOACTBA
N KOHTPOJ/IA KayecTBa JIeKapCTBEHHbLIX CpPeAcTB

BbiNyCK Mo napaveTpam



1. NpuHumn (1)

1. (1.1) Beinyck no napameTpam - 9TO CUCTeMa BbiyCcKa npoaykumu,
rapaHTupynwas, 4To npoaykKuma obnagaeT TpebyembiM KayecTBOM, Ha  OCHOBaHWUU
NHpopMauMn, MoslyYeHHO! BO Bpems MNPOU3BOACTBEHHOrO npouecca, a Takxe Ha

OCHOBaHUM COOTBETCTBUA ONnpefesieHHbM TpeboBaHusAM  HacToAWwmnX Mpaswun,
OTHOCAWMMCA K BbIMYCKY NO nNapameTpam.
2. (1.2) Bwnyck no napameTpam [OSXeH YOOBETBOPATb OCHOBHbIM

TpeboBaHMsIM HacTosiwmx [paBui, BK/Yasi COOTBETCTBYWWME [PUIOKEHUS K HUM U
N3MOXEHHbIE HWXe TpeboBaHUS .

11. Boinyck no napametpam (2)

3. (2.1) NpoBegeHne BCeOOLEMMOWErO KOMMAEKCAa MPOBEPOK W KOHTpPO/ISA
napamMeTpos B Mpouecce nNpou3BoACTBa MOxeT obecneunTb 6onee BbICOKY!0
rapaHTui COOTBETCTBMA TrOTOBOW MPOAYKUMM CcheuyMpukaummn, 4Yem NCMbITaHNSA
roToOBOI MNPOAYKLUMN .

4. (2.2) Boinyck no napameTpam MOXeT OblTb pa3peweH B OTHOWeHUn
HEKOTOPLIX CheuManbHbIX napamMeTpoB B KayecTBe a/ibTepHaTuBbl  TPaauuUOHHOMY
NCMbITAHUI FOTOBOW npoAyKuuu. Pa3pewaTb BbIMYCK MO napaveTpam, OTKa3biBaTb B
HEM WM aHHYNMPOBaTb pa3pelleHne Ha BbiMYCK MO napaMeTpam AO/DKHbl COBMECTHO
OO/MKHOCTHbIE  NiMua  YMNOSIHOMOYEHHbIX  (pefepasibHbiX  OpraHoB NCMONTHUTESTbHOA
B/laCTU, B KOMMETEHLMI KOTOPbIX BXOAMT OLEHKA NPOAYKUMW Mpu perucrpaumm "
npoBefeHne VHCMeKUnii No cobogeHnio HacToswnx MpaBun.

I111. Boinyck no napameTpam fgfsa crepwibHoii npogykumn (3)
5. (3.1) NyHkTamu 5-21 HacToswero MNpunoXeHUa yCTaHOBJ/IEHb TpeboBaHUA

K BbINMYCKY MO MnapameTpam roTOBOW MNpoayKumn 6e3 npoBefAeHust UCMbITaHus  Ha
CTEPUNBHOCTbL . VCKIKUYEHNE WUCMbITAHUA Ha CTEPWIbLHOCTb SABNSETCA  NpPaBOMEPHbIM

TOJ/IbKO MNpun Ha/mynm ycnewHoro noaTBepPxXaeHnA TOro, 4TO 3apaHee
YCTaHOB/1IEHHbIE YyC/10BUA Npu  Ba/ingauunnm npouyecca crepnnndaunmn Oblnn
OOCTUIHYTHI.

6. (3.2) WcnbTaHMA Ha CTepuIbHOCTb MO3BOMAAKNT OOHApPYXMTb  TOJMbKO
3HauUNTe IbHble HapylweHna B cuUcTeMe obecneyeHuss CTePUSTIbHOCTW .

7. (3.3) Bbinyck rno napamMeTpaMm [OMycKaeTcsa TOMIbKO B TOM cj/ly4yae, ecnuv
napameTpsl Mpouecca CcTepwinsaumum cepun NpoayKuumn rapaHTupywT, 4TO
Ba/IMAMPOBaHHLIE Npouecc cTepuiM3aunn obecneumBaeT CTEPUIbHOCTb MPOAYKLMWN .

8. (3.4) Buinyck no napamMeTpam [OMYyCKaeTCA TOMbKO A1 NIeKAPCTBEHHbIX
npenapaTtoB, nognexawmx ¢GUHUWHOMK CTepunm3aunm B NEPBUYHOW YNaKOBKe.

9. (3.5) [na Bhinycka no napameTpaMm MOryT OblTb pPacCMOTPEHbI mMeToabl
cTepuansauuu, npegycmatpusanime B  COOTBETCTBUU c TpeboBaHMAMU
MlocypapcTBeHHOW (apmakonen Poccwuiickoli depepaumm  1CMonb30BaHue napa,
CyXOro xapa u MOHU3UNPYWEro WN3yyeHns .

10. (3.6) Bbinyck no napameTpam He MpUMEHSIETCA nNpwu Nnpon3BoACTBE
COBEpLWEHHO HOBLIX JIEKAPCTBEHHLIX MpenapaToB, TaK KaK  y[0BNeTBOpPUTESbHbIE
pe3ynbTaTbl UCMbITaHW/ Ha CTEPWIbHOCTb B TeuyeHue onpegesnieHHoro nepvoga
BPEMEHU ABMANTCA 4YacCTbid KpUTepueB MNpUeMNemMocTu. B oTAenbHbIX  criydasx
OaHHble MCMNbiITaHUsA Ha CTEepPUNbLHOCTb, YXe uMellmecs ANA  gpyrux  npenapaTtos,
MOXHO cuuTaTb AOCTaATO4YHLIMW /I3 HOBOIO npenaparta, B KOTOPbIA BHECEHO TOJIbKO
He3HauuTe/lbHOe N3MEHEHMEe C TOUYKU 3pPeHUs ob6ecneyeHus CTEPUNbHOCTU.

11. (3.7) Heob6xoguMmo NpoBOAUTbL aHa/IM3 PUCKOB CUCTEMbI obecneyeHusi

CTEPUNIbHOCTW, HamnpaB/IEHHbIAi HaA OUEHKY puUCKa  BbiMycKa HEeCTepUbHOIA
NPoOAYKLNN
12. (3.8) Tlpegplaywmii  onbiT paboTsl NpoOM3BOAUTENS NeKapCTBEHHbIX

npenapaToB [AO/KEH CBUAETEe/IbCTBOBAaTb O COOTBETCTBMW €ro  nNpou3BoAcCTBa
TpeboBaHMAM HacToAWwMX MpaBusi.

13. (3.9) MNpun oueHke cOOTBETCTBUA NPOU3BOACTBA TPebOBaHUSAM HACTOSAWUX
MpaBua  [O/KHLI  YUYUTLIBATLCA  BbISIB/IEHHbIE  C/yyaun  HapylleHus CTEepU/IbHOCTH
NPoAyKUMM, a Takke pe3ynbTaThl WCNbLITaHNWN Ha CTEepuIbHOCTb AaHHOro
NeKapCTBEHHOro npernapata C TOYKU 3pPeHUs NeKapCTBEHHbIX npenapaTos,
CTEPUIN3YEMbIX TaKuUM Xe WM aHasIorM4HbLIM CrNoCO6OM .

14. (3.10) Y4yacToK npou3BOACTBa U cTepunulaumm [osnxeH 6bTb obecnedveH
KBa/IMOUUMPOBAHHbLIM ~ IHXKEHEPOM, WMEKWWUM OMbIT  paboThl no obecneveHuno



CTEPUIBHOCTU, N KBaUIMHULMPOBAHHBIM MUKPOOUONOIOM.

15. (3.11) PazpaboTka ” nNepBUYHaa Banjaumsa npoaykKTa OOJIKHBI
obecneumBaTb, 4YTO NpM COOGMOAEHUM BCEX COOTBETCTBYWWNX YC/IOBWIA oyneTt
BbiMyCKaTbCA MNPOAYKLUUSA OAMHAKOBOIrO KadecTBa.

16. (3.12) CucTtema KOHTpPOAA W3MEHEeHWi f[o/mkHa npegycmaTpuBaTb WX
aHa/M3 nepcoHanom, obecrnevynsanym CTEepPUIbHOCTD .

17. (3.13) HeobxoamMmo oOpraHvM3oBaTb CUCTEMY KOHTPONA MMKPOGHOIA
KOHTamvHauun fneKapcTBEHHOro npenapaTta nepen crepuansauven.

18. (3.14) [JonmxHa ObiITb WCKAKNYEHaA BO3MOXHOCTb nepenyTbiBaHUA
npoayKumMn, npouweguer n He npouweguweir cTepuamsayuio, 4YTo  obecneyvmBaeTcsl
nyTeMm Qn3nyeckoro pasfefieHuMsa NpoaykKumnm WNM  UCMONb30BaHMEM  3/IEKTPOHHLIX
cucTem, npoweaunx BasMaaumio .

19. (3.15) 3anucm no cTepuansayMm HeobXoAMMO NnPoBepsATbL Ha
COOTBETCTBME TpeboBaHWAM crneumpukaumm C nMpuvB/JIeYEHUEM He MeHee [BYyX
He3aBNCUMbIX CUCTEM KOHTPONA. Takoil KOHTPO/Nb MOXEeT [MpoBOAUTLCA  ABYMSA
COTPYAHUKAMW WNN  COTPYLAHMKOM U KOMMbHTEPHOW cucTemoii, npouweauwei
Ba/IMgaLnio .

20. (3.16) Tlepen BbIMYCKOM Kaxgo cepunm MpoayKuuu Heobxoanmo
OOMONHUTENLHO MNOATBEPAUTL Criefyuee:

BCe rsaHoBble paboTbl MO TEXHUYECKOMY OOC/YXMBAHUIO W TeKylye NpoBepKu
NCMONb3yemMoro cTepunn3artopa BbiMOSIHEHbI;

BCE PEMOHTHble paboTbl W WN3MEHEeHUA CcorjlacoBaHbl C WHXEHepOM U
MUKPOOMOSIOrOM, KOTOpble HEeCyT OTBETCTBEHHOCTb 3a Mnpouecc cTepwuiM3auun;

ncnosb3yembie NpMbopbl Npownn KananépoBKy (MOBEPKY) ;

CPOK [eiNcTBuA Banujaumm crepunmnsartopa A8 faHHOW 3arpy3Km He UCTeK.

21. (3.17) Ecnn BbjaHO pa3peleHne Ha BbiMyCK cepuun npoayKumun ro
napamMeTpam, TO pPeWeHUs O BbiMYCKE WIN OTK/NOHEHUM CepuUn MNPOAYKUUWN  OOSIKHbI
ObITb OCHOBaHbl Ha TpeboBaHUAX YTBEPXAEHHbIX WHCTPYKUWI B 4acTu Bbiycka Mo
napaveTpaMm. [py HEBLIMNOSIHEHMM 3TUX TpeboBaHUi  BbINYCK npoAykKumn no
napamMeTpamM He [OMNYyCKaeTCA faxe MNpu YC/OoBUM YCMEWHOro npoBefeHuss UCMbITaHus
Ha CTepUNbLHOCTb.

1V. TepmuHbl n onpepneneHuns

22. [na uenei HacToswero lNpuIoXeHUa UCNOMb3YHTCA crenylune OCHOBHbIe
NOHATUA X

BbIMYCK MO MapameTpam - CuUCTemMa BbillyCcKa MpogyKuunm, KoTopasd  gaeT
rapaHTu TOro, 4TO MpoAyKUMs wuMeeT TpebyeMoe KadecTBO, Ha OCHOBe
MHpopMauum, NOAyYeHHOW B Xo4e MNPOM3BOACTBEHHOIO npouecca U B COOTBETCTBUU
C KOHKpETHbLIMM MpaBuiamm opraHuv3aumm  npou3BoaCcTBa W KOHTPOS KayecTBa
NEKapPCTBEHHLIX CPEeACcTB, CBSA3aHHbLIMA C BbIMYCKOM MO MNapameTpam;

cucTtema obecneyvyeHuss CTEPUIbBHOCTUM - KOMIJIEKC Mep Mo  obecnedeHuo
CTEepWIbHOCTU NpoayKuun. [na feKapCTBEHHbLIX MpenapaTtoB, Mogfexawmx (QUHUWHOM
cTepuansaumn, 3TOT KOMMIEKC Mep BK/wYaeT B cebsa cnepywuee:

a) (@) pa3paboTKy feKapCTBEHHOIO npenaparTa;

6) (b) 3HaHMEe wn, MO BO3MOXHOCTW, KOHTPOJIb MUKPOOBMONOTr NYeCKMX
XapaKTEPUCTUK UCXOAHOIO ChipbS U TEXHONOMMYECKUX BCMOMOraTesibHbiX  CPeAcTB
(Hanpuvmep, rasoB M CMa304YHbLIX MaTeEPUasIOB);

B) (C) npoBegeHMe KOHTPOMSA KOHTaMuHauMm B XO0Ae  TEeXHONOrnm4yeckoro
npouecca Anda npegoTBpaleHus nonagaHna MUKPOOPraHU3MOB B MNPOAYKUMID WU UX
pPa3MHOXEHMSA, 4TO OObMHO AOCTUraeTCcsa MyTEM OUYMCTKU U CaHUTapPHOI 06paboTKm
NOBEPXHOCTEN, KOHTaKTUPYWWMX C MNPOAYKUMEN, NpeaynpexgeHns KOHTamMuHauuun n3
BO34yxa MOCpeAcTBOM MNpOBeAeHUsi paboT B UYMCTHIX MNOMEWEHUNAX, npoBegeHnem
TEXHONOMMYEeCKoro npouecca C OrpaHUyYeHusiMM BO BPEMEHUM U, B COOTBETCTBYHWWMX
cnydasix, WUCMosib30BaHWEM CTaauii hunbTpauumn;

r) (d) npepoTBpaweHne nepenyTbiBAHUA MNPOM3BOACTBEHHbIX NOTOKOB
CTEPUIN30BaHHON U HECTEPUIN30BaHHOW NpPOAYKLUNN;

0) (e) noCTOsAHHOE [OCTUXEHME KayecTBa NPOAYKLUUN;

e) (F) npouecc cTepunmsauumu;

x) (g) cucrtemy KayecTtBa B LefIOM, B TOM 4ucne cuctemy  obecneveHus
CTEPU/IbHOCTU, @ WMEHHO: KOHTPO/Ib M3MEHEHWIi, 00y4deHume nepcoHana, Hanuune
YTBEPXAEHHbIX MPOU3BOAUTENIEM WMHCTPYKLUMA, KOHTPO/Ib MPU BbIMyCKe npoayKuuu,
NnJ1aHoBOE TEeXHUYeckoe obcnyxmBaHue, aHam3 cboeB B paboTe, npegoTBpaleHue
OownMbOoK MO BUMHE MepcoHana, Banmpauuw, KaimbpoBKy (NoBepKYy)



MpunoxeHve N 18 (19)
K lMpaBunam opraHusauuvM NpousBoAacTBa
N KOHTPONA KayecTBa J/IEKAPCTBEHHbIX CPeacTB

KOHTpOnbHbie 1 apXxmBHble 0b6pas3upl
I. O6bnacTtb npumeHeHuss (1)

1. (1.1) HacTosiwee MpunoxeHne ycTaHaBnMBaeT TpeboBaHUS K OT6opy U
XPaHEHU0 KOHTPOJIbHLIX 06pa3u0B UCXOAHOINO ChipbA, YMNAKOBOYHLIX MaTtepuanoB Wu
roToBOlM MPOAYKLUMM N apXMBHbIX 06pa3L0B FOTOBOW MPOAYKLNN .

2. (1.2) CneuvanbHsle TpeboBaHWA B OTHOLWEHUN NeKapCTBEHHbLIX
npenapaTosB, MNpefHasHayeHHbX A7  KIUHWYECKUX UCCefoBaHui, YCTaHOB/IEHbI
MpunoxeHmem N 13 K HacToAwuMm lNpaBunam.

3. (1.3) HacTosuee MNpunoxeHne TakKxe pacrnpocTpaHseTcAa Ha paboTy C
apXuBHbIMM 06pa3uamn JIeKapCTBEHHbLIX CPefcTB, peasim3yembiX (nvnopTurpyembix)
HEeCKO/IbKMMU OpraHu3auvsaMmym ONTOBOW TOPrOBAN NEKapCTBEHHbLIMM CcpeacTBaMu .

11. MpuHuun (2)

4. (2.1) 06pa3sypl XpaHAT ANS OOCTUXEHUA ABYX Lenei: BO-MepBbiX, YTOOLI
obecrneunTb Hamnume obpasua AAd aHa/IMTUYECKUX UCCNedoBaHWii, BO-BTOpbIX,
4yTOObL Ob6ecneunTb Hanume ob6pasua MNOIHOCTbKW rOTOBOM nNpoaykKuum. C  yyeTowm
OaHHbIX Uenein obpa3ubl MOryT ObiTb NOAENEHb Ha ABE KaTeropun:

KOHTPO/IbHbLIE 06pa3el, - obpa3ey, OTOOpaHHLIA M3 CEepUn NCXOAHOrO Chipbs,

yNakoBOYHOIo mMaTepuana WAM TFOTOBOW MPOAYKUUM, KOTOpbI XpaHUTcs ans
NpoBefeHNs aHann3a B Te4YeHue cpoka FofgHOCTW Cepum B Cllyvyae BO3HUKHOBEHWUS

Takoii HeobxogumocTu. Heobxoaumo cOXpaHsaTb 0b6pa3upl, oTOb6paHHbLie Ha
KPUTUYECKUX  MPOMEXYTOYHbIX  cTaguax  (Hanpuwmep, nocne KoTOpbIX
npegycmaTpuBalnTCca NPOBeEAEHUE aHa/IMTUYECKUX UCCefoBaHuii n Bblgaya
paspeleHunii Ha BbiNycK), W o06pa3upl MNPOMEXYTOUHbLIX MPOAYKTOB, KoTopble

NoCcTaBNANTCS 3a nNpefesbl 30Hb KOHTPO/s Npou3BoaMTeNs, €ecnnm  CTabunbHOCTb
o6pa3uoB 3TO AOMNycKaeT;
apxuBHLIA obpa3el, - o6pa3el, B OKOHYaTE/IbHOW ynakKoBKe, OTOOpaHHbIM n3

cepyy TrOTOBOI/ MNPOAYKLUMU, KOTOPbLIA XpaHAT B Uensx noATBEepPXAeHNS
MOAEHTUYHOCTW. Hanpumep, B TEUYEeHWe  CpoKa  XpaHeHWus cepun MOryT
noTpe6oBaTbCs OCMOTP O6pasua WM YNakoOBKU, MapKUPOBKM, WHCTPYKUUW MO
NPYMEHEeHND, MoNyvYeHne UHPopMaLMM O HOMepe Cepunm U CpokKe rogHocTun. B

NCK/MIOUUTENbHLIX ClyvasiX ykKa3aHHOe TpeboBaHMe MOXeT ObiTb COo6/04eH0 6e3
XpaHeHuss payb6nukatoB o06pa3uoB, B 4acTHOCTM, €ecnM  Hebonbume  cepun
yNakoBbiBaWT [A/19 pPa3HbiX PbLHKOB  WAM  MpU  NPOM3BOACTBE OYEHb  AOPOrMX
NEKapPCTBEHHbLIX MpenapaToB.

5. BO MHOruMx cnyyasxX KOHTPOJIbHblE W apxXuBHble 0OpasLbl roTOBOWA
NPOAYKUNN UOEHTUYHbB U  ABAANTCA eAuHMUaMM  NpoayKUMM B OKOHYaTes lbHO
ynakoBke. B Takumx cny4dasax KOHTPOJIbHbiE U  apXMBHbIE obpa3upl MOryT
paccvaTpuBaTbCHAd KaK B3auMO3aMeHSIEMbIE .

6. (2.2) Y npounsBoguTensa, umnoprepa win Ha nNpeanpusaTum, rae BbigaeTcs
pa3pelleHne Ha BbiNycK cepunm (Kak YyKazaHO B NyHKTax 20-25 HacToswWwero
MPUNoOXeHNs) , AOMKHbI XPaHUTbLCA KOHTPO/bHbie U (MNK) apXMBHbIE 06pa3Lbl Kaxaomn
cepuu roToBOW MNPOAYKUMM, a Yy MPOU3BOAMTENS - KOHTPOJibHbie 06pa3Lub Kaxaoi
cepum  UCXOJHOro chipbd (UCKAWYEHUA yKa3aHbsl B MNyHKTe 10 HacTosWero
Mpunoxenus) v (UaM) MNPOMEXYTOYHOM NPOAYKUMU. Ha Kaxaoi NPON3BOACTBEHHOMN
niowagke, OCYWeCTBAANWEN YNaKoBKY, AO/MKHbl XPaHUTbCH KOHTPOJIbHble  obpas3ubl
Kax4olr cepun nepBUYHBIX YNAKOBOYHLIX MaTepuasioB W MeyaTHbX  MaTepuaos.
JonyckaeTcs BK/l4YaTb MeyaTHble MaTepuasibtl B COCTaB KOHTPOJSIbHbIX U (nnn)
apXuBHbLIX 06pa3u0B FOTOBOM NPOAYKLUNN.

7. (2.3) KoHTponbHble U (UNK) apxXuBHble 06pa3uUbl XapaKTepUlywT  cepuio
roTOBOW MNPOAYKUMWN WUAN UCXOLHLIX ChipbS U MaTepuanoB, SBASAKNTCHA MPUIOXEHUEM K
[oCbe Ha cepuio U MOryT OblTb OUEHEHbl, B 4YaCcTHOCTU, B Cly4dyae  npeabsBieHus
NPeTEeH3nn K Ka4yecTBY JIEKAPCTBEHHOro npenaparta, MNpPOBEPKU COOTBETCTBUA
TpeboBaHMAM, YCTAHOBJ/IEHHbIM MpPU FOCYAApPCTBEHHOI peruncrpayuu, npoBepKun
MapKUPOBKM N YMNAKOBKU WX MNpPU MNPOBEPKE YMNO/IHOMOYEHHLIM (PefepasibHbIM OpraHOoM
NcnonHuTenbHom Bnactn (MHCNEeKumen) .



8. (2.4) HeobxogMmo BecTW 3anucu gna obecnedeHus NpocC/eXnBaemMocTu
06pa3uyoB. 3anucu [Ao/KHbl OGbiTb AOCTYMHbLI YNO/IHOMOUYEHHLIM (lefepasibHbiM opraHam
NCNO/THUTENbLHOIW BNacTu.

111. JomTenbHocTb XpaHeHus (3)

9. (3.1) KOHTpO/nbHblE U apxXMBHbie O00Opasusl Kaxpoh cepun roTOBOVA
NPOAYKUMN HEOOXOAUMO XpaHuTb, MO KpalHel mepe, B TeyeHue cpoka rogHoCTu
cepun M OfHOro roga rnocjie UCTEeYEeHUs CpoKa roAHOCTU. KOHTPOJbHbIN obpaszey,
JonxeH ObiTb ynakoBaH B €ro nepsBuyHYld YNakoBKYy. B cnydae ecnu nepsnyHas
yrnakoBKa fBNS€TCA O4YeHb 60Mblioli, KOHTPO/IbHLIN 06pa3el, MoxeT ObiTb ynakoBaH

B YMaKOBKY, COCTOSyl W3 TOro xe maTepuana, 4TO U MepBMYHas YNakoBKa, B
KOTOpPOI BbIMYCKAETCH JIEKApPCTBEHHbI npenapaT. COOTBETCTBYWWME YKasaHus B
OTHOWEHNM UMMOPTUPYEMLIX JIEKAPCTBEHHLIX MpenapaToB  Ans BeTEepUHapHOro

NPUMEHEHNSA KPOME MMMYHOOMONOrMYECKUX JNIEKAPCTBEHHLIX MNpenapaToB NpUBOAATCSA
B nNyHKTax 5-6 lpunoxeHma N 4 k HacTosAwum [paBunam.

10. (3.2) O6pasubl McxogHoro coipbsa (KpoMe pacTBopuTenel, ras3oB nunm
BOApbl, MpefHa3HaYeHHbIX ANA TEeXHOMOrUYecKUx Uuenein)  LOSIKHbI XpaHUTbLCA B
TeyeHne He MeHee [BYX JleT Mocfie BhiNyCKa JfIeKapCTBEHHOro npenapara, ecnu
6onee ANUTEsNbHbBIN Nepuos He MpeayCcMOTPEH COOTBETCTBYHWUMA HOPMaTUBHbLIMA
npaBoOBbLIMM akTamy Poccuiickoi Oegepaumv. YkKasaHHbii nepuog  MOXeT 6biTb
COKpaleH, ecnm B crneumpukaumm ykasaH 6osee KOpPOTKWii nepuog — cTabunbHOCTU
CbipbSi. YMaKoBOYHble MaTepuasibl AO/MKHbl XPaHUTbCA B TeYeHMe CpokKa  rogHoCTwU
COOTBETCTBYNWIWEro roTtoBoro npogykKra.

1V. KonuuecTBO KOHTPO/LHLIX U apXuBHbIX o6pa3yos (4)

11. (4.1) KonnyecTBO KOHTPOJIbHLIX O06pa3LoB OO/MKHO OblTb  AOCTATOYHbLIM
ONA NPOBEAEHUA He MeHee 4YeM [BYKPaTHOro MoJIHOro aHa/IMTUYECKOro  KOHTPOSSA
cepun nNpPoOAyKUMMW B COOTBETCTBUM C TpeboBaHuAMU, YCTaHOB/IEHHbIMM MPY
rocyfapcTBeHHOl peructpaumm. [py Heob6xoAMMOCTM AN Kaxgoro suga
aHaIMTUYECKOr0 KOHTPOASA AO/XHbl WUCMO/b30BATbCA HEBCKpPLbIThe YNakKoBKWU. Jliobble
NUCK/TIIYEHNA M3 3TOro TpeboBaHMs [AO/MKHbl ObiITb OBGOCHOBaHbH WM COF/lacoBaHbl C
YMNO/IHOMOYEHHbLIM (efilepasibHbIM OPraHOM WMCMNOJSIHATENIbHOM BNacTw.

12. (4.2) Ecnn HopmaTWUBHbLIMX MpPaBOBbLIMM aKTamu Poccuiickon depepayumn
YCTaHOoB/IeHbl TpeboBaHUA B OTHOWEHWM KOMMYEeCTBa KOHTPO/bHbLIX 06pa3uosB u
apxmBHbIX 06pa3uoB, Takue TpeboBaHMA [AO/MKHb COBNNAATHLCA.

13. (4.3) KoHTposnbHble ob6pa3ubsl  A0/KHb  ObITb NpefcTaBUTE IbHbIMU onsa
CepMn NCXOAHONO Cbipbs, MPOMEXYTOYHOM MAM FOTOBOW NpoAyKuMn, U3 KOTOpOii

OHM OTOOpaHbl. 19  KOHTpONs Haubonee KpPUTUYECKUX ITanos npouyecca (B
YyacTHOCTW, Hadana WM KOHUa npouecca) MOryT oTéupaTbCa  AOMNOSIHUTE/IbHbIE
obpasupl. Ecnn npouecc ynakoBKM cepunm  BegeTca B xXode  ABYX n 6onee

OTAENbHbIX onepauvii Mo ynakoBKe, TO MNOCNe Kaxdon wn3 23Tux  onepauui
Heo6bxoaMMo oT6upaTb He MeHee OAHOro apxXMBHOro obpasua. Jlobbie NCKJTII0YEHUA
M3 3TOoro TpeboBaHUA  OO/KHb ObITb 060CHOBaHbI n cornacoBaHbl C
COOTBETCTBYHWIMM YMOSIHOMOYEHHLIM (hefepasibHbIM OPraHOM WCMO/IHUTENbHOM BnacTu.
14. (4.4) Heobxogummo obecneunTb, 4TOOb B TeuyeHuMe OfHOro roja nocne
NCTEYEHNA CpoKa FOAHOCTU MocnefHell NpPoM3BEeAEeHHOW Cepun UMENCb B Ha/lnuumm

Wnu 6bNMM  Nerko  AOCTYMHbl BCe HeobXoauMmble aHaIuTudeckune mMaTepuans u
obopyaoBaHMe C LUefnblo TMPOBEAEHMSA BCeX MNpuBeAeHHbIX B cneyupukaumm
ncnbiTaHNN .

V. Ycnosusa xpaHeHusa (5)

15. (5.1) XpaHeHue KOHTPO/bHLIX 06pa3uoB FOTOBOM npoAyKUMn un
(hapmaueBTNYECKUX CyOCTaHUMi [O/MKHO OCYWeCTBAATbCA B COOTBETCTBUN C
TpeboBaHMAMM HOPMATMBHbLIX MPaBOBbIX aKTOB Poccuiickoin depepauun.

16. (5.2) YcnoBus XpaHeHUsI [O/KHbI COOTBETCTBOBATb TpeboBaHUAM,
YCTaHOBJ/IEHHbIM MPU FOCYAAPCTBEHHOW perucTpauMm JeKapCTBEHHOro  cpeacTsa
(Hanpumvep, XpaHeHue Mpu MNOHWXEHHOI TemnepaType, ecnu TpebyeTcs).

V1. Cornawenusa (6)

17. (6.1) Ecnm nuuo, Ha uUMA KOTOPOro BbigaHo pervcrpaymoHHoe



Yy[AOCTOBEpeHNe, He ABMAeTCHA OAHOBPEMEHHO WPUANYECKUM JINLOM, OTBETCTBEHHLIM

3a BbINMYCK cepun npogykKuum B Poccuiickoin degepaumn, 0653aHHOCTbL MO OTHOpPY WU
XpaHeHU KOHTPOJIbHBIX U apXMBHbBIX 06pa3uoB [O/kHa ObiTb onpepeneHa B
cornaweHnn mexay CTOpOHamMM B COOTBETCTBUM C NMyHKTamm 237-255 HaCTOoAWNX
MpaBun. 3TO Takke KacaeTcs Cny4daeB, Korga Kakasa-nmbo p[edaTeslbHOCTb Mo

Nnpou3BOACTBY WK BbLINYCKY  cepuun npoaykKumnu NpPoOBOAMTCS Ha TOW
NPON3BOACTBEHHOW nowagke, KoTopas He npuHagnexmT npoussoauTesnio,
oTBeYawlemy 3a Cepul Npoaykumm, obpawawwyiwcs B Poccuiickori depepauyun .
MopsigoK OT60opa U XpaHEeHUst KOHTPOJIbHLIX U apXWBHbIX 06pas3uoB Ans Kaxaoii
NPoV3BOACTBEHHOM N/oWaakn, BOB/IEYEHHOW B MPOM3BOACTBO, [AO/KEH ObiTb

onpeneneH B  cornaweHuu Mexay — npousBoauTensavu, KOTOpPbIM aTun
NPOVU3BOACTBEHHbIE MNOWAAKU NpUHALIExXaT -

18. (6.2) YnonHoMo4eHHOe uLo, KOTOpoe BbiAaeT pa3pelleHve Ha BbIMYCK
cepun NeKapCcTBEHHOro npenapaTta, QJO/MXHO o06ecneyunTb [AOCTYNHOCTb BCeX
COOTBETCTBYWIWMX KOHTPOJIbHbIX U apXMBHbIX 06pa3uoB B Te4yeHue npnemnemoro
BpeMeHu. lpu HeobXxoaMMOCTU BCe TpeboBaHWS B OTHOWEHUM Takoro  gocrtyna
yCcTaHaB/IMBaKwTCA B COrnaweHuu.

19. (6.3) B cnyyae ecam B Npou3BOACTBE roTOBOVA npoayKumnu
3a0elicTBOBaHbl HECKOJ/IbKO MPOU3BOACTBEHHLIX MOWAA0K, NpUHAAAexaWunx  pasHbiM
npon3BoauTeNnsaM, HalnymMe COornaweHuin Mexny YyKasaHHbIMU npoussoanTenaMu
ABMSETCA K/WYEBLIM YC/IOBMEM CO6/M0AeHNs TpeboBaHWii No OT6GOpy U MecTy
XpaHeHUs1 KOHTPOJIbHLIX U apXMBHbLIX 06pa3LoB.

VI11. KoHTponbHble o06pa3up. 06wme nonoxenma (7)

20. (7.1) KoHTposibHble o6pa3ubl NpegHasHauyeHbl 4719 NpoBefleHUa aHanu3a U’
OOMKHbl ObITb  /IErKO  AOCTYMHbl  AnsA  nabopatopuun, umelwel Ba/INAMPOBaHHbIEe

METOAMKN TMNpPOBEAEHUsI  TakKoro  aHaim3a. 06pasupl NCXOAHOIr0 Cbipbs,
MCNob3yeMOro B NPOM3BOACTBE JIEKAPCTBEHHLIX MpenapatoB B  Poccuiickoli
oepgepauum, wn o06pasusl roTOBOW MNPOAYKUUM  AO/MKHb  XPaHUTbCS Ha  TO/A

NPON3BOACTBEHHON Mn/owagKe, Ha KOTOPOW OCYWeCTBSeTCSA NPOM3BOACTBO FOTOBbLIX
NEKapPCTBEHHbLIX MpenapaToB.

21. (7-2) MNopagok obpaleHnss € KOHTPOJSbHLIMA  ob6pa3uamm rOTOBbIX
NEeKapCTBEHHbLIX CPeacTB, MPOU3BOAMMBIX B OPYrUX CTpaHax:

a) (7.2.1) B cny4dyae ecmm mexay  Poccuiickon depepauven un
COOTBETCTBYHWIWMM FOCYAapCTBOM 3aK/IlYEHO CcOorjaweHne O B3auMHOM npU3HaHuu,
KOHTPO/IbHbIE 06pa3usl MOryT OTOMPaTbLCA U XPaHUTbLCA Ha TOl NPOM3BOACTBEHHOMN
niowagke, Ha KOTOpPOW OCywecTBAseTcsa NpPOM3BOACTBO. 3TO OO/MKHO ObiTb
odhopmneHo cornaweHnem (B COOTBETCTBUM C NyHKTamum 17-19 HacToslwero
MpunoxeHusa) mexay wumnopTepom B Poccuiickoii  depgepauumn  wn npou3BoauTenem,
HaxogAWMMCH 3a ee npegenavu;

6) (7.2.2) B cnyyae ecnun Poccuiickaa Oepepaumsa He umeetr C
COOTBETCTBYHWIWMM FOCYAapCTBOM COr/lalleHMss O B3auMMHOM MPU3HaHWN, KOHTPOJIbHbLIE
ob6pa3ubl roTOBOIA NPOAYKUUW OO/ KHbI oT6umpaTbCA n XPaHUTbCA Ha
Nponu3BOACTBEHHON Nnowaake, pacrnosiokeHHOW B Poccuiickon depepauymn. OT60p
06pa3uoB A0/MKEH BLINOHATLCA B COOTBETCTBMM C COTFJlaWeHNEM (cornaweHusimmn)
MeXay BCEMW 3aMHTEpPecOBaHHbIMM CTOpOHamMuM. O6pa3ubl PEKOMEHAYETCS  XpPaHUTb
Tam, rAe NpoBOAM/CA KOHTPO/Sb MPOAYKUMW MpU €e BBO3€E;

B) (7.2.3) KOHTpPO/ibHblE 00pa3upl WCXOAHOIO ChipbS W YMaKOBOYHbIX
mMaTepuanoB [O/KHb XPaHUTbLCA TaMm, rAe OHW MCNOoSb30BaIUCb /19 NPOU3BOACTBA
FOTOBbLIX JIEKAPCTBEHHbLIX MpenapaToB.

VII11. ApxuBHble o6pa3subl. 06wue nonoxeHumss (8)

22. (8.1) ApxuBHble o06pa3ubl AO/MKHbI MNPEeACTaBNATb CEpPUIo rOTOBbIX
NEKapPCTBEHHLIX MpenapartoB B TOM BUAE, B KOTOPOM OHM peann3ywnTcs B
Poccwuiickoii degepaumm ©M  MOFYyT WCMNOMb30BaTbCA A/ KOHTPOS C Uenbio
NoOATBEPXAEHNA COOTBETCTBUS TpeboBaHWAM, YCTAHOB/IEHHLIM MPU FOCYAapCTBEHHOMN
peruncrpaymm, 1M WHbIM TPebOBaHUSM, YCTAHOBJ/IEHHbLIM HOPMaTUBHLIMU npasoBLIMU
akTamm Poccuiickoin depepaunmn. ApxMBHbie 00pa3Lpl PEKOMEHAYETCS XpaHuTb Ha
niowagke, Ha KOTOPOW HaxoguTcs YNOJIHOMOYEHHOE MU0, BbldaBlLEe — pa3pelweHue
Ha BbIMYCK MPOAYKUWN .

23. (8.2) B cooTBeTCcTBUMM C NYHKTOM 22 HacTosuwero MpunoxeHuss B criyyae
ecnu nMeeTcs [felicTByklee corjaweHne O B3aWMHOM MPU3HaHUU W KOHTPO/IbHbIE



ob6pasubl XpaHATCS y NpoM3BoOANTENsi, Haxodswerocs 3a npegenawvm PoccuincKoii
Oepepauun  (NOAMNYHKT 'a' nyHKTa 21 HacToswero [puioxeHus), oTAesbHble
apxmBHble 06pasupl AO0/KHbI XpaHUTbCS B Poccuiickon depepauniu.

24. (8.3) ApxuBHble 006pa3ubl AO/MKHB HaxoAMTbCA Ha  NPOU3BOACTBEHHOMN
nnowaake, npuHagnexawer NpousBoANTEN, UMEWLWEMY JNLEH3M Ha NPOM3BOACTBO
NeKapCTBEHHbLIX CPeacTB, UM ObiTb AOCTYMHLIMUA A1 YNO/IHOMOYEHHOI 0 (efiepasibHOro
opraHa WCMOSIHUTE/IbHOW BNacTu.

25. (8.4) Ecnu B nocnepgoBaTenbHOCTU ''BBO3 - [poLuecc YMNaKoOBKN -
KOHTPO/Ib - BbLIMYCK cepun’” yyacTByeT 60siee O4HOro npoussBoaunTens B npegenax
Poccuiickoli depgepaumn, TO OTBETCTBEHHOCTb 3a OTOOP UM XpaHeHMe  apXMBHbLIX
obpa3uoB fosmkHa ObITb onpegeneHa cornaweHvem (CorjiaweHVaMn) Mexagy — BCemu
yyacTBYHWUMA CTOPOHaMMU .

IX. KOHTpOnbHbiE N apxMBHble 06pa3upl NpoayKuuMn, umnopTupyemon (peannsyemoin)
HECKO/IbKUMX OpraHusauusMm ONTOBOW TOProBAW fleKapCcTBeHHbIMM cpeacTBamu (9)

26. (9.1) Ecnn BTOPUYHYH YMNakOBKY JleKapCTBEHHOIO npenapara He
BCKpbiBAT, TO HEO6XOAMMO XpaHUTb TOJIbKO UWCMOMb3YyeMblii YNaKOBOYHbIIA
mMaTepuan, MNOCKOJIbKY PUCK MepenyThiBaHNA NpoayKLuuu He3HauynTeneH unn
OTCYTCTBYET.

27. (9.2) Ecnu BTOpUYHYKH YMakoOBKY BCKpbIBawT, Hanpumep, Ans 3amMeHsl
KapTOHHOW Nayky WA MHCTPYKUMM MO MNPUMEHEHUK, TO Heob6xoaMmo OT6upaTb OAMH

apxuBHbIA 06pasel, Ans  Kaxgol onepauum npouecca YNakoBKW, TaK Kak
CYUWEeCTBYET PUCK nepenyThiBaHUA NPOAYKLUN B MNpoLecce ynakoBKWU. [osxeH 6biTb
npeaycMoTpeH MopsifoK, MOo3BossdwnWMiA  6LICTPO  onpeaenvTb BUHOBHOIO B

nepenyTbiBaHNA (I'IpOI/ISBOAI/ITefIb nnn opraHnsayus OonTOBOW TOProe/n
NneKapCTBEHHbIMU Cpe,ﬂ,CTBaMI/I), TaK Kak OoT 3TOro 3aBUCUT 00beMm OT3biBAEMOW

NPOAYKLUUN .

X. KOHTpO/bHble M apxuMBHble 06pasupl B Criyyae fvMkBugaumm npouseoautens (10)

28. (10.1) nMocne nukBMpauuu npousBOANTENA U npekpaweHna (B
pe3ynbTaTe aHHynupoBaHWs WM WUCTEeYEeHUS CpokKa AelicTBuA) NNLEH3MN Ha
NPON3BOACTBO JIEKApPCTBEHHLIX CPeACTB B MNpojaxe MOXeT ocTaTbCA 60/bloe
KO/IMYECTBO CEepuili  MNPOU3BEAEHHbIX 3TUM npomnssoanTenem NeKapCTBEHHbIX
npenapaTtoB C HEUCTEKWUM CPOKOM FOAHOCTMU. [NA OCTawWMXCA Ha pbHKe cepwuii
nponssBoauTeNb [OO/DKEH 3aKIuuMTb [OOroBOpbl MO  nepejaye KOHTPOJ/IbHbIX U
apxmBHbIX 06pa3uoB (a TakkKe COOTBETCTBYWWEN [OKYMeHTauuu, Kacawueincs

HacToswnx [paBun) Ha XpaHeHMe B nNpegHa3HayeHHoe An1d 3Toro  MecTo.
Mpon3BoguTenb AOMKEH MpeAcTaBUTb B YNOSIHOMOYEHHbIN  (heaepasibHbin opraH
WCMOMIHUTENIbHOM BNacTU JoKa3aTesibCTBO TOro, YTO MPUHATH AOCTaTO4YHbE  Mepbl
No XpaHeHuw, a obpa3upl, ec/m HeobXoAUMO, MOryT ObTb JIEFKOAOCTYMHb  ANd
NnpoBeAeHNsT OUEHKU M aHa/n3a.

29. (10.2) Ecnn npousBoguTeslb HE MOXET NpeAnpuHSTb YKa3aHHble mMepbl,
TO BbINOSIHEHME HEOo6XOoAMMbIX [AEACTBUIA  MOXET OblTb nepegaHo  Apyrowy

npovsBoguTen.  Jluuo, Ha  MMA  KOTOPOro  BblgaHo pervcTpaunoHHoe
Y[AOCTOBEpPEHME, HECET OTBETCTBEHHOCTb 3a Takyw nepegady (yHKUWIA n 3a
npefcTaBfieH/e BCeEN HeOoGXOoAMMOlM WHpopMauuM  YMOSIHOMOYEHHOMY  (heaepasisHOMY
opraHy uWcnofiHWTenbHoW  BnacTu.  Jlvuo, Ha  umsA KOTOpOro BbifaHo
perncTpauuoHHoe yAoCTOBepeHne, [O/XHO corjacoBaTb C YMO/THOMOYEHHbIM

(efepasibHbIM OPraHOM WMCNOSIHUTENbHOM BNAacTUM AOCTATOYHOCTb MEep MO XpaHeHuw
KOHTPOJ/IbHbIX N apXUBHbLIX 06pa3LoB.

30. (10.3) 31K TpeboBaHMA pPacnNpoOCTPaHANTCA Takxe Ha cnyJalii
NMKBUgauMn nNpov3BOACTBa, Haxogslerocsa 3a npegenavm Poccuiickoin depepaunm .
B aTOM cnyyae vMmnopTep HeceT OTBETCTBEHHOCTb 3a o06ecreyeHne TOro, yTo
yKa3aHHble [OroBOpbl XpaHeHWs 3aK/l4yeHbl U corjlacoBaHMe C  YMNOJIHOMOYEHHbLIM
(epepasibHbIM OPraHOM WMCNOSIHUTENbHOM BAacTu MPOBEeAEeHO .-



