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COBET EBPA3UNCKOMN 3KOHOMUYECKOW KOMUCCUU

PELLEHUE
oT 3 HOs6psA 2016 r. N 77

5 OB YTBEPXOEHWUU NPABUI 5
HAONEXALLEW NPOM3BOACTBEHHOM NPAKTUKUA EBPA3UUCKOIO
9KOHOMUYECKOI'O COIO3A

CnncoK N3MEHSLWNX JOKYMEHTOB
(B pea. pewenns Coeta EBpa3ninckon aKOHOMMUYECKON KOMUCCUN
ot 14.07.2021 N 65)

B cooTtBeTcTBMM co cTathamu 30 n 56 [loroBopa o EBpasuinckom skoHOMU4YeckoM coto3e oT 29 masa 2014
roga, nyHktom 14 npunoxenuns N 12 k Jorosopy o EBpasmnckom akoHommyeckom cotode ot 29 masa 2014 roaa,
ctateent 9 CornaweHns o eauHbIX MpUHUMNax U npaBunax obpalleHusi fekapCTBEHHbLIX CPeacTB B pamkax
EBpasuiickoro akoHomu4deckoro coto3a ot 23 pgekabpst 2014 roga, nyHktamu 57 u 82 npunoxenunsa N 1 K
PernameHTy paboTbl EBpasunckon 9KOHOMUYECKOW KOMUCCUW, YyTBepXaeHHomy PeweHuem Beicwero
EBpasuiickoro akoHomumyeckoro coeeta oT 23 gekabps 2014 r. N 98, n Pewenuem Bbicwero EBpa3sunckoro
3KOHOMMYeckoro coeeta oT 23 gekabpst 2014 r. N 108 "O peanmsaumm CornawieHuss 0 eguHbIX NpuHuMnax u
npasunax obpalleHns nekapCTBeHHbIX CPeAcTB B pamkax EBpasuiickoro askoHomuyeckoro coto3a” Coset
EBpasuniickon 3KOHOMUYECKO KOMUCCUM PeLLNST:

1. YT1BepauTb npunaraemble [lpaBuna Hagnexaiwlen npou3BoACTBEHHOW npakTukn EBpasunnckoro
3KOHOMMYECKOTO coto3a (ganee - Npasuna).

2. Hactosiee PelueHne BcTynaeT B cuny no ucredeHnn 10 kaneHgapHbIX AHEN ¢ AaTbl BCTYNNEHUs B cuny
[IpoTokona, nognucaHHoro 2 aekabpst 2015 roga, o npucoegmHenun Pecnybnvku Apmenuns k CormalleHuio o
€0VHbIX NpMHUMNAax 1 npaBunax obpalleHnsi eKapCTBEHHbIX CpeacTB B pamkax EBpasmMinckoro 3KOHOMUYECKOro
coto3a ot 23 pgekabpsi 2014 roga, HO He paHee YyeM no ncteveHun 10 kaneHgapHbIX gHEN ¢ gaTbl ohmuManbHOro
onybnvkoBaHus HacTosiwero PeweHns, 3a MUCKMIOYEHUEM MONOXEHUN YTBEPXAEHHbIX HacToAwMM PelueHnem
Mpaewun, kacatowmxcsa TpeboBaHUA K NPOU3BOACTBY BETEPUMHAPHbIX NIEKAPCTBEHHLIX CPEeaCTB.

MonoxeHus MNpasun, kacawwmecs TpeboBaHWN K NPON3BOACTBY BETEPUHAPHBLIX NIEKapCTBEHHbIX CPeaCTB,
BCTynatoT B cuny ¢ 1 auBaps 2021 r.

UneHbl CoBeTa EBpa3ninckon skOHOMUYECKON KOMUCCUMN:

Ot Pecnybnuku Ot Pecnybnuku Ot Pecnybnuku OT Kblprbizckon Ot Poccuiickom

ApmeHnsa Benapycb KasaxcTtaH Pecnybnuku depnepaumm
B.FABPUENAH B.MATIOLLE A.MAMWH O.MAHKPATOB W.lLYBANOB
BCKNA

YTBEPXKOEHDI

Pewennem CoBeTta

EBpasuninckon akoHOMU4EeCKoN KOMUCCUm
oT 3 Hos16ps1 2016 1. N 77

) MPABMUIA )
HALNEXALLEA NPOM3BOACTBEHHOW NMPAKTUKN EBPA3UICKOMO
3KOHOMMWYECKOIO COIO3A
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Cnmncok N3MEeHSILLMX JOKYMEHTOB
(B pen. pewwenuns CoeTta EBpasmmnckon sKOHOMUYECKON KOMUCCUU
ot 14.07.2021 N 65)

BBEAEHME

dapmaLeBTMYecKasi MPOMbILLIIEHHOCTb rOCYAapPCTB - YNieHOB EBpa3niickoro 3koHOMUYECKOro coto3a (aanee
COOTBETCTBEHHO - rocyaapcTBa-yneHbl, Cot3) nogaepkuBaeT BbICOKME CTaHAapThl yNpaBieHUst Ka4ecTBOM npu
pa3paboTke, NPOU3BOACTBE M KOHTPONE JieKapCTBEHHbIX cpeacTB. CucTema rocyaapCTBEHHOW perncrpauum
rapaHTUpyeT, YTO BCE JIeKapCTBEHHbIE CPEACTBA OLEHEHbl YNOMHOMOYEHHBIM OpraHoM, YToGbl obecneynTb Ux
COOTBETCTBME COBpPEMEHHbIM TpeGoBaHWAM GesonacHocTW, kadecTBa W adhdpekTmBHOCTU. CucTema
NMLIEH3MPOBaHMS MPOU3BOACTBA rapaHTUMpPYeT, 4TO BCs NpoAYKUWS, paspelleHHass K MPUMEHEHUIO Ha
TEPPUTOPUAX FOCYAapPCTB-YNEHOB, NPOU3BEAEHA TOMbKO NMPOU3BOAUTENSMM, KOTOPbIE UMEIT COOTBETCTBYIOLLME
paspelleHns (NMULEH3NM) U PerynsipHoO MHCNEKTUPYIOTCA YMNONIHOMOYEHHBIMU OpraHamyM C UCMOfb30BaHUEM
NPUHUMMNOB YMpaBneHus puckamu AN KadecTBa. PaspelleHve (NULEH3NA) Ha MPOW3BOACTBO ABMSAETCH
obsi3aTenbHbIM AN NPOV3BOAWUTENS NEKapCTBEHHbIX CPEACTB rocyAapCTB-YNeHOB HE3aBWUCUMO OT TOro,
peanuayeTcsl 3Ta NPOAYKUMS Ha TePPUTOPUSIX TOCYAapCTB-4YIIEHOB UMK 33 UX NpedenaMu.

CooTtBeTcTBME HacToAWwMM [paBunamMm y4uTbiBAETCS MPU  MOMYyYEHUU paspelleHuin (NULUEH3WI) Ha
NPON3BOACTBO fEKapCTBEHHbIX CPeacTB, M Ha HEM OCHOBbIBAETCH WHCMNEKTMPOBAHUE MPOU3BOAUTENEW
neKapCTBEHHbIX CPEACTB.

TpeboBaHusi HacTosAwwmx lpaBun K Npou3BOACTBY BETEPUHAPHbIX MEKAPCTBEHHbIX CPEACTB SABMSAOTCH
TaKUMM XKe, KaK U Npu NPOU3BOACTBE NEKAPCTBEHHbIX CPeACTB AN MeAULMHCKOro npuMeHeHusi. CneuunanbHble
TpeboBaHua HacTosiwmx lNpaBun Ans BeTEpUHAPHBLIX fIeKapCTBEHHbIX MpenapaTtoB U UMMYHOBMOMOrMYECKUX
BETEPMHaPHbIX NEKAPCTBEHHBIX NPernapaToB U3NoXeHbl B NpunoxeHusix N 4 n 5.

HacTtoawue [MpaBuna npefcrtaBneHsbl 3 4acTamMu M psagoMm npunoxeHun. Yactob | cogepXuT npuHUMMbI,
npUMeHNMbIE NPU NPOU3BOACTBE NeKapcTBeHHbIX npenapartosB. YacTe || oxeaTbiBaeT NpuHUUMBLI, NPUMEHUMBbIE
npyu NPOU3BOACTBE aKTMBHbIX (hapmaueBTUYEeCKMX CybCTaHUMN, WCMNOMb3yeMblX B KayecTBe WCXOOHbIX
maTepuanoB. YacTtb Il cogepxut pasgenbl, B KOTOPbIX pas3bACHAKTCA TpeboBaHUS YNONTHOMOYEHHbIX OpraHoB
rocyapCTB-4IIEHOB, CBSI3aHHbIE C NPpaBUITaMn Hafnexallero Npon3BoaCcTBa NIEKapCTBEHHbIX CPEACTB.

B rmaBe 1 yactu | Hactoswwmx [MNpaBun B obWMX 4YepTax uanaraetca dyHOaMeHTanbHasi KOHUenuus
yrnpaBneHnsa Ka4yecTBOM Npu NPOM3BOACTBE NeKapCTBEHHbIX NpenapaToB. Kaxaas u3 cneaylowmx rnae cooepxuT
MPVHLUMM, OMUCbIBAKOLWMIA B OOLMX YepTax Lenu ynpaBfieHuMsl ka4eCTBOM B pamMkax 3TOW rnaBbl, U NOSICHEHWS,
KoTopble 06ecne4ynBardT OOCTATOMHYK AeTanu3aumio, YTobbl NPOM3BOAUTENU MOHMMAarnM OCHOBHbIE BOMPOCHI,
KOTOpble HEOOXOAMMO y4MTbIBaTh NPU peanu3auun 3Toro npuHumna.

B HacToswux MpaBunax mnanaraetca getanbHas MHoOpMauusa 0 NpUHLMNax Hagnexaliero npomM3BoacTea
B OTHOLUEHMU aKTUBHbIX (hapMaLeBTUYECKMX CYyOCTaHUUA, MCNONb3yeMbIX B Ka4eCTBe UCXOOHLIX MaTepuasos.
Yactb Il Bbina paspaboTtaHa Ha ocHoBe pykoBoacTBa ICH, nagaHHoro kak gokymeHT ICH Q7A ona akTUBHbIX
dhapmaLeBTMYeCckMX CyOCcTaHUMA. JTa 4YacTb pacnpoCTpaHAeTCs KaK Ha JeKapCTBEHHble cpefcTBa AN
MeAMLMHCKOro NPUMEHEHMS, TaK U Ha BETEPMHAPHbIE NTEKapCTBEHHbIE CpeaCcTBa.

B gononHeHue K OCHOBHOMY coepaHuto, n3noxeHHomy B YacTax | u ll, HacToswwme MNpasuna BknoyaoT B
cebs pag npunoxeHui, obecnevmBaloWmnX AeTann3auuio B OTHOLIEHUW OTAeNbHbIX BUAOB AeATernbHOCTU. [ns
HEKOTOPbIX MNPOW3BOACTBEHHbIX MNPOLECCOB pasfuyHble NpUoXeHus OyayT NpPUMEHATbCS OOHOBPEMEHHO
(Hanpumep, MPUNOXeHWs, pernameHTUpylolmMe MPON3BOACTBO CTEPUNbHBIX JIEKApCTBEHHbIX CPeacTB WU
Npon3BOACTBO pagnodapMaLeBTUYECKNX JEKAPCTBEHHbIX CPeACTB M (Unun) GMONOrnyecknx nekapCTBEHHbLIX
cpencTs).

Yactb Il comepxuT pasgenbl, CBA3aHHble C NpaBuiiaMu Haanexallero MpoM3BOACTBA, KOTOpble He
ABMATCA NOAPOBGHBIMU pPyKOBOAAWMMYK NpuHumnamu. Llenb yactu Il - pasbscHUTb TpeboBaHWs perynsTopHbIX
opraHoB, ee crieqyeT paccmaTtpuBaTb Kak WCTOYHMK MHAOPMAaLUWUM B OTHOLUEHWM HAUMyYlIMX COBPEMEHHbIX
meToaoB. OTAENbHO B KAXOOM pasferne onucaHbl AeTanu, kacaloLlmecs ero NPMMEHNMOCTH.
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[Mocrne npunoXeHWm K OCHOBHbIM 4YacTam [lpaBun npuBedeH CroBapb TEPMUHOB, WCMOSMb3YEMbIX B
HacToswwmx MNpasunax.

Hactosiwume [paBuna He pacnpoCTpaHsloTCA Ha BOMPOCHI OXpaHbl Tpyda MepcoHana, 3aHAToro B
Npon3BoAcTBe. TV BOMPOCHI MOryT OblTb BaXXHbIMK NPV NMPOU3BOACTBE TaKUX JEKAPCTBEHHbLIX CPEACTB, Kak
BbICOKOAKTMBHblE,  Ouonormyeckne U pagvoakTuBHble. OHWM  PErynupyloTcs  3aKOHOAATEeSIbCTBOM
rocyapCTB-4reHOB.

Hactoswmmu [MpaBunammu npegycmatpuBaeTcsl, YTO [AepxaTenb paspelleHus (NUUeH3uu) Ha
NMPOM3BOACTBO CUCTEMATUYECKN BKIlOYaeT TpebGoBaHUsI perMcTpaumMoHHOro OOChe NIeKapCTBEHHOMo npenapaTa B
OTHOLIEeHMN Ge3onacHocTH, kadecTBa U 3PPEKTUBHOCTM MPOAYKUMM BO BCE MEPOMNPUSATUS MO NPOU3BOACTBY,
KOHTPOIO 1 BbIMYCKy NPOAYKLUUM B peanusauuio.

B TeuyeHMe MHOrMX nEeT NPOM3BOACTBO JEKAPCTBEHHLIX CPEACTB MNPOBOAMTCS B COOTBETCTBMM C
PYKOBOOSALUMMM MPUHLUMNAMK NpaBui Hagnexallero Npou3BoacTBa U He perynupyetcs ctangaptamum CEN/ISO.
B Hactoswux [MpaBunax crtaHgaptel CEN/ISO 6binM yyTeHbl, HO TEPMMHOMOIMMS 3TUX CTaHOApPTOB He
npuMeHanach.

MoryT cywecTBoBaTb MHble NpuvemiemMble MeToAbl, OTIMYHbIE OT OMMUCaHHbIX B HacTosawwmx lpasunax, ¢
MOMOLLLbIO KOTOPbIX MOXXHO COBMIOCTM NMPUHLMMBLI YNpaBneHns kayectBoM. Hactoswume lMNpaBuna He HanpasneHbl
Ha orpaHnyeHne pasBUTUA Kaknx-nnmbo HOBbIX KOHLIEMLMI UM HOBbLIX TEXHOMOIMM, KOTOPbIE MPOLLNV Banuaauuno
n obecneunBaloT YypPOBEHb YMpaBfeHUs KayeCTBOM, MO MEHbLUEN Mepe 3KBUBANEHTHbIA YCTaHOBMEHHOMY
HacToswmmu Mpasnnamu.

HacTtosawue I'Ipanu'la 6yﬂ,)/T peryndapHo nepecmMmatpmBatbCA C UeNibl0 OTpaXeHuA HenpepbiBHOro
COBepLUeHCTBOBaHUA NPaKTUKnN B obnacTtu kayecTBa.

l. OcHOBHbIe TpeboBaHus
Maga 1. ®apmaueBTU4ECKas CUCTEMA KavyecTBa
MpuHUMN

MponsBoauTens O0/MKEH NPOU3BOAMTL JIEKAPCTBEHHbIE CpeacTBa Takum obpas3om, 4Tobbl rapaHTUpOBaTb
NX COOTBETCTBUE CBOEMY Ha3Ha4YeHWUo, TPebOBaHNAM PErMCTPALMOHHOIO JOChE U (MNK) MPOTOKONY KIMHUYECKOrO
nuccrefoBaHUs U MMHMMM3WPOBATb PUCK ANst MalMEeHTOB, CBSA3aHHbIN C 0e30MacHOCTb, KAa4YecTBOM U
3(pPEKTUBHOCTBIO NeKapCTBEHHbIX cpeacTB. OTBETCTBEHHOCTb 3a BbINOMHEHNE 3TUX TPebOBaHUIM HECET BbICLLEE
PYKOBOACTBO, MX BbINOMHEHNE TpebyeT yyacTusi N OTBETCTBEHHOCTM MepcoHana pasfuyHbiX nogpasgeneHuvn
NpeanpusaTUA-NPON3BOAUTENS Ha BCEX €ro YPOBHSIX, @ TakkKe MOCTaBLUMKOB M OpraHu3auuin onToBOW TOProBriu.
[Ona pocTwxkeHua 3TOW LEenu co3gaeTcs BCECTOPOHHE paspaboTaHHas WM NpaBUNbHO  OYHKLMOHMpPYOLLAs
hapmaLeBTMyeCKasl cMcTeMa KadecTBa, BKM4vawlwasi B cebs Hagnexallylo NpOM3BOLACTBEHHYI MPaKTUKY WU
yrpaBrneHne puckamym pnns kadecTBa. JTa CUCTEMa [JOSPKHA ObiTb OdopMneHa [AOKYyMEHTanbHO, a ee
3(pPEKTUBHOCTL - MPOKOHTPONMpoBaHa. Bce anemeHTbl hapMaLeBTUHECKON CUCTEMbI KayecTBa AOIMKHbI ObiTb
YKOMMJIEKTOBaHbI  KBanMduUMpOBaHHbIM  NepcoHanoMm, obecnedeHbl HeobXxooumbiMM M Hagnexawumu
nomelleHmamu, obopygoBaHMEM U TEXHUYECKMMM cpeactBamu. [epxaTtenb paspelleHns (NMueHsum) Ha
NPOM3BOACTBO FEKApPCTBEHHbIX CPEeACTB M YMNOMHOMOYEHHOE nuUO (nMua) HecyT OTBETCTBEHHOCTb B
COOTBETCTBMM C 3aKOHOAATENbCTBOM FOCYapCTB-UYIEHOB 3a (PYHKUMOHMpOBaHWE (bapMaLeBTU4EeCKON CUCTEMBI
KayecTBa.

OcCHOBHbIe npuHUUNbI ynpaBlieHNA Ka4eCTBOM, Hagnexawen I'IpOI/I3BOp,CTBeHHOI7I NPaKTUKN 1 ynpaerneHna
puckamm aOnda KadecteBa B3aMMOCBA3aAHbI. OHn onucaHbl Hwxe, 4TOObI nogvyepkHyTb MX B3aMMOCBA3b WU
nepBocTeneHHoe 3Ha4vyeHne anda npon3BoACcTBa N KOHTPOIA J1eKapCTBEHHbIX npenapaTtos.

dapmaueBTUYECKas cMcTemMa KayecTBa
1.1. YnpaBneHue ka4yecTBOM - BCEOOBLEMMIOLIEE MOHATME, OXBaThbiBalOLLEe BCE BOMPOCHLI, KOTOpble B

OTAENbHOCTU uUnn B UeNnioM BITUAKOT Ha Ka4veCcTBO MNpoAyKUUW. 310 COBOKYMNHOCTb OpraHun3auuMoHHbIX Mep,
npegnpuMHnMaemMbix B Uenax obecrneyeHnss COOTBETCTBUS  KayecTBa NNIeKapCTBEHHbIX CpeactB  UX
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npegHa3Ha4YeHuto. YHpaBneHMe Ka4yecTBOM BKIOYaeT B cebs Haanexawlyo npon3BoACTBEHHYHO MNMPAKTUKY.

1.2. TlpaBuna Hagnexalwiero npouM3BOACTBA W KOHTPOMS KayecTBa MPUMEHSIOTCS KO BCEM CTagusim
XXU3HEHHOro LMKNa NPOAYKTOB: NPOW3BOACTBY EKApCTBEHHbLIX MpenapaTtoB AN KIMHUYECKUX UccnenoBaHuM,
nepeHoCcy TeXHOMOrMu, NPOMbILLIEHHOMY NPOU3BOACTBY, NPEeKpaLLEeHMI0 NPOM3BOACTBA JIEKApCTBEHHbIX CPEACTB.
OpHako hapMaueBTUYeCKas cMcTeEMa KavyecTBa MOXET PacrpOCTPaHSATbCS U Ha Takyl CTaguio XXU3HEHHOrO
LMKIa NpoayKToB, Kak papmaleBTMyeckas paspaboTka. 1o onucaHo B YacTu Il HacToswwmx MNpasun B pasgene
"dapmaueBTnYeCKas cucteMa kadecTtBa", KOTOPLIN, HECMOTPS Ha TO, YTO ABNSAETCHA PeKOMeHAATENbHbIM, OOIMKEH
crnocobCcTBOBaTb  WHHOBALMSM U MOCTOSHHOMY  YMYYLIEHWO, a Takke YNPOYHEHUIO CBA3M  Mexay
hapmavneBTMYECKON pa3paboTKoM M NPOM3BOACTBEHHOW AeATenbHOCThI0. Pasgen "®apmavueBTudeckas cuctema
KayecTBa" MOXET MCMNOMb30BaTbCs, YTOObLI AOMONHUTL COAEPXKaHNE HACTOSILLEN MaBbl.

1.3. Mpwn paspaboTke HOBOW hapMaLEeBTUYECKON CUCTEMbI KayecTBa Ui NPU M3MEHEHUN CYLLIECTBYIOLLEN
CUCTEMbl HeOobXOAMMO YyuuTbiBaTb OObEM UK CMOXHOCTb AeATenbHOCTM opraHusauun. B cTpykTypy
cbapmaueBTquCKon CUCTEMbI Ka4decCcTBa OOJTXKHbI ObITb BKMIOYEHBDI COOTBETCTBYOLME MNMPUHLUMNBI ynpaBleHnAa
puckamum C UCNONb3OBaHMEM MNOAXOOALWMX WHCTPYMEHTOB. B TOo BpemMss Kak HeKOoTopble acnekTbl
hapMaLeBTUYECKON CUCTEMBI Ka4yecTBa MOIYT MPUMEHSITLCS K OEeATENbHOCTM BCEW opraHusauuu B LENoM, a
WHble - TOMbKO K OnpefderieHHbIM  MPOM3BOACTBEHHbIM  y4acTkaMm, 3(pdPEKTUBHOCTb  BHELAPEHUS
hapmaLeBTUYECKON CUCTEMbI KayecTBa OObIYHO JEMOHCTPUPYETCH Ha YPOBHE MPON3BOACTBEHHON NIOLWAOKN.

1.4. CDapmau,eBTquCKaﬂ cucrteMa KadectBa, npeagHa3Ha4dYeHHada AnAa npou3BoacTBa J1€KapCTBEHHbIX
cpeacTs, AOJKHA rapaHTnpoBaTb, YTO:

i) BbIMyCK npoaykumMu obecneunmBaeTcs MNOCPEACTBOM pa3paboTku, MnaHMpOBaHUS, BHeOpPEHUs,
NnoaaepXaHUs WM HENPEpbIBHOTO YCOBEPLUEHCTBOBAHUSI CUCTEMbI, KOTOpas AaeT BO3MOXHOCTb MOCTOSIHHO
NOCTaBNATb NPOAYKLMIO C COOTBETCTBYIOLLMMY NOKasaTensmMy KayecTsa;

ii) ynpaBneHue sHaHuWAMM O NMPOOYKLUUM M MPOLECCe ee MPOM3BOACTBA OCYLLECTBMSETCS Ha MPOTSHKEHUN
BCEX CTaui XU3HEHHOTO LMKNa NpoayKUUN;

iii) nekapcTBeHHble cpeacTBa pa3pabaTbiBaOTCA M COBEPLUEHCTBYIOTCA C Y4ETOM TpeboBaHMI HACTOSALLMX
Mpaswun;

iv) onepauuu MO NPOW3BOACTBY W KOHTPOMIO TOYHO OfpefeneHbl U COOTBETCTBYIOT TpeboBaHMsIM
HacTosiumx Mpasun;

V) OTBETCTBEHHOCTb 1 0653aHHOCTU PyKOBOAUTENEN YETKO ONpeAereHbl;

vi) MPUHSATbI Mepbl Ans  NPOM3BOACTBA, MOCTABKM W MCMOMb30BaHWSI WUCXOAHbLIX MaTepuaros,
COOTBETCTBYIOLIMX YCTaHOBMNEHHbIM TpeboBaHMAM, a Takke AN Bblbopa M KOHTPONS MOCTaBLUMKOB M ANS
MPOBEPKM TOrO, YTO Kaxaas MocTaBka MosflydYeHa OT YTBEPXKAEHHbLIX MOCTaBLLMKOB (YTBEPXKOAEHHOW Lenu
nocTaBKn);

vii) BHegpeHbl npouecchl, obecneuynBalole ynpaBrneHue OeATenbHOCTbO, MepeaaBaeMoi Apyroit
opraHusaumu Ans BbINONHEHUS (ayTCOPCUHIOBOW AEATENbHOCTbIO);

viii) yCTaHOBNEHO W NOAAEPKMBAETCA KOHTPONMMPYEMOE COCTOSIHME MOCPEACTBOM pa3paboTkm U
MCMOoJ1b30BaHUA Scbd.)eKTI/IBHOFO MOHUTOPUHIA U CUCTEM KOHTPONA B OTHOLUEHMMN npoBeaeHnda npouecca u
KavecTBa NpoayKLuumu;

iX) pe3ynbTaTbl MOHUTOPUHIA NPOLIECCOB M KayeCcTBa NPOAYKUMM NMPUHMMAKOTCHA BO BHMMaHWE Mpu BbiNycke
cepuu, Npu paccrnefoBaHUM OTKINOHEHWA W ONs NPUHATUA  npedynpexganwmx Mep BO  usbexaHue
noTeHUManbHbIX OTKMOHEHWUI, KOTOPbIE MOTYT MPOM30NTU B ByayLlem;

X) NPOBOAATCA HEOBXOAMMbIN KOHTPOSb MPOMEXYTOYHON NpoAyKLUMK, NoGol Apyroi KOHTPOIb B NpoLecce
MPOM3BOACTBA, M OCYLLECTBISETCS Banuaaums;

Xi) OKasblBaeTCs cooencTeme NOCTOAHHOMY YynydlleHUI0 nocpeaCcTBOM BHeOPEHUA yCOBGpLLIGHCTBOB&HMVI,
OCHOBaHHbIX Ha aKTyalibHbIX 3HaHUAX nNpouecca 1 NpoayKunu;
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Xii) MPUHSATBI Mepbl Anst NEPCNEKTUBHOW OLEHKM 3amnfiaHNpPOBaHHbIX U3MEHEHUA U UX YTBEPXKAEHUS OO0
BHEAPEHNA C Yy4eTOM HEOBXOAMMOCTU BbINOMHUTL YBEAOMIEHWE YMNOMHOMOYEHHbIX OPraHoB UMM COrmacosaTb
N3MEHEHUSI C HUMU, eCNN 3TO TpebyeTcs;

Xiii) NnpoBOANTCA OLEHKa noBbIX peann3oBaHHbIX N3MEHEHNI nocne ux BHeOpEeHNd OnAa noarBepXaeHuA
TOro, YTO Lefb U3MEHEHUI Obina OOCTUTHYTAa U 4YTO 3TO He OTPa3nJ1oCb Ha KadyecTBe NpoayKunmn HeratuBHO,

Xiv) BO BpeMsi paccrnefoBaHusi OTKINOHEHWUIA, npeanonaraeMbix AedeKkToB NpodyKuum u Apyrux npobnem
[OIKEH MPUMEHSITbCS COOTBETCTBYIOLUMIA YPOBEHb aHanu3a OCHOBHbIX MPUYMH [aHHbIX HECOOTBETCTBUM,
KOTOpbIA MOXeT ObiTb OnpefenieH C WCMNoNb30BaHWEM MPWHLUWMOB YNpaBlieHUs puckamu Ans kadecTtsa. B
cryyasix, Koraa UCTUHHas OCHOBHAs MPUYMHa (MPUYUHBI) HECOOTBETCTBUS HE MOXET ObITb YCTaHOBNEHA, cneayeT
naeHTuduumpoBaTb Hanbonee BepoATHYIO NpUYMHY. B cnyyasx, korga B KayecTBe NpuyvHbl NO403peBaeTCs Unm
naeHtTuduumposaHa owwnbka nepcoHana, 370 AOMKHO ObiTb [OKa3aHO C OCOBOM TwaTenbHOCTbI, YTOObI
rapaHTUMpoBaTb, YTO He ObiNM NPoNyLLUEHb! CyLLEeCTBYHOLLME NPOLECCHbIE, NpoLeaypHbIE UMM CUCTEMHbIE OLLMOKN
unm npobrnembl. [lo pesynbTataMm paccnefoBaHWs [OOMKHbl ObiTb  onpedeneHsl W NPeanpuHSTH
COOTBETCTBYHOLLME KOpPEKTUpyLWwme 1 (M) npegynpexaparolime aenctems. dpgeKkTMBHOCTbL Takux AeNCTBUIA
[A0IkHa ObITb MPOBEPEHa U OLeHEHa B COOTBETCTBMM C NMPUHLMNAMM YNPaBNeHWs puckaMu Ans KayecTBa;

XV) NeKkapCTBEHHbIe npenapaTbl HE 6y/J,yT BbiNyLlEeHbl B o6pau.|,eH|/|e 00 TOro, Kak yrnoJlIHoMmo4eHHoe nnlo He
yYAOOCTOBEPUT, YTO KaXdaa cepua npoaykunm Obina npomn3eegeHa W NPOKOHTpONMpoBaHa B COOTBETCTBUU C
TpeﬁoBaHl/IFIMVI perncTtpaumnMoHHOro 4ocbe N HaCcToALWnX I'Ipanm;

XVi) npeanpuHATbl AOCTaTOYHbIe Mepbl, obecneunBatoLLme nogaepXaHme KadvectBa JeKapCTBEHHbIX
npenaparoB B Te4eHne BCero Cpoka roaHoCTu npn nux xpaHeHun n nocnenyvowem 06paLLl,eHMI/I;

Xvii) MMeeTca npouedypa NPOBEAEHUS CaMOMHCNEKUMU u (Mnv) ayguTa KadecTBa, B COOTBETCTBUM C
KOTOPOW perynapHo oueHuBatTcs aeKTUBHOCTb M MPUrOAHOCTbL hapMaLeBTUYECKOM CUCTEMbI Ka4yecTBa.

1.5. Bebiclwee pykoBOACTBO HeCeT OCHOBHYKDO OTBETCTBEHHOCTb 3a Hanuine addeKkTMBHON
hapmaLeBTMYECKON CUCTEMBI KayecTBa, 3a TO, YTO MMEHTCA HeobOXoOumble pPecypcbl M YTO 0DA3aHHOCTW,
OTBETCTBEHHOCTb M MOJSTHOMOYMSI ONpeaeneHbl, JOBEAEHb! 0O CBEAEHNS M BbINMOJHAOTCH, peanu3ytoTcsl BO BCEX
nogpasgeneHunsix npegnpuatus. BaxkHa nuaupyrowas ponb BbICLLErO PYKOBOACTBA M €ro akTMBHOE yyacTue B
hapmaLeBTUYECKON cucTemMe kadecTBa. ATO OOSMKHO rapaHTMpoBaTb NoadepxKy dpapmMaueBTUYeCKONn CUCTEMBbI
KayecTBa 1 3aMHTEepPeCcoOBaHHOCTb NepcoHana Ha BCcexX YPOBHAX U B NOAPa3aeneHusax npeanpustus.

1.6. [JomkHbl npoBOAMNTbLCA nepuoanyeckne o063opbl PYHKLMOHMPOBaHNS hapMaLEeBTUYECKON CUCTEMBI
KayecTBa C BOBII€YEHMEM B 3TOT MPOLIECC BbICLLIEr0 PYKOBOACTBA, YTOObLI onpedenvTb BO3MOXHOCTM AnNs
NMOCTOAHHOrO Yny4lleHUst NPOAYKLUUK, MPOLIECCOB Y CAMOW CUCTEMBI.

1.7. ®apmaueBTMYECKasi cucTemMa KayecTBa [OkHa OblTb ornpedeneHa v ogopmrieHa OOKyMeHTaslbHO.
[lormkHO OblTb B HanmuuMM PYKOBOACTBO MO KayecTBY WNM OKBMBANEHTHbIN €My AOKYMEHT, KOTOPbIA [OOSKEH
cofepxaTb OnMcaHue cUCTEeMbI YNpaBreHns KayecTBOM, BKMHoYas OTBETCTBEHHOCTb PYKOBOACTBA.

Hapgnexawas n pou3BoaCcTBeHHAsA NpPakTUkKa

1.8. Hagnexalas npousBoAcTBEHHAs MpakTuka SBMSETCA TOM YacTbio YNpaBrieHUst Ka4ecTBOM, KoTopast
rapaHTMpyeT, 4YTO NPOAYKUMSI MOCTOSIHHO MNPOM3BOAWUTCS UM KOHTPONMPYETCs MO CTaHgapTaMm KavecTea,
COOTBETCTBYIOLLUMM €€ Has3HaYeHWlo, a TaKkKe B COOTBETCTBUU C TpeboBaHUSMU pervcTpaLvoHHOro Aochbe,
NpOTOKOMa KIMUHUYECKUX UCCReaoBaHU 1 crieuudukaumm Ha 3Ty NpoayKLmio.

Hapnnexallas Npon3BoACTBEHHAsA NpaKTMKa CBA3aHa Kak C NPOM3BOACTBOM, TaK U C KOHTpoONneM KadecTsa.
OcHoBHble TpeboBaHWA Haanexallein NPou3BoACTBEHHOWM NPaKTUKK:

i) BCe MNpou3BOACTBEHHbIE MNpoUEeCChbl onpenendrTcd, cucteMmaTtudeCkm nepecmMmaTpmBaroTCA C y4eToM
HaKoMm/ieHHOro omnbiTa “ noarBepXxXaakT CNocobHOCTb MOCTOSIHHO npon3BoONTb JiEeKapCTBEHHbIE npenapaTtbl
Tpe6yeM0ro Ka4yecTBa B COOTBETCTBUM CO CI'IeLI,VId)I/IKaLI,VIFIMI/I;

ii) KpuTUYECKME CTagMM NPOU3BOACTBEHHOrO MpoLecca U CyLLEeCTBEHHbIE M3MEHEHUS npoLecca OOIMKHbI
NpovTK BanuaaLmio;
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iii) gormKHbI ObITb OGecneveHbl BCe HEOOXOAMMbBIE YCIOBUSI ONsi BbINONIHEHNSA TpeboBaHMIA HACTOSALLMX
I'Ipanm, BKINKOYaa Hann4vyue:

Hagnexawum obpasom 0Oy4eHHOro nepcoHana, umetoLLero Heobxoanmyto KBanudukauuio;
COOTBETCTBYHOLLMX NOMELLEHUI 1 NNoLwaneun;

COOTBETCTBYIOLLMX 060pYA0BaHMSA U 0OCNYXNBAHNS;

COOTBETCTBYIOLLMX MaTepmnanos, KOHTENHEPOB N 3TUKETOK;

YTBEPXAEHHbIX NpoLeayp U MHCTPYKLUMIA B COOTBETCTBUM C (hapMaLleBTUHECKON CUCTEMON KadeCTBa;
COOTBETCTBYHIOLLMX YCNOBUN XPaHEHUS N TPAHCNOPTUPOBaHUS;

iV) MHCTPYKUMN U npouenypbl OOJIKHbI ObITb N3MN0XeEHbI B MUCbMEHHOW (bopme ACHO N HeOBYCMbICITEHHO,
OHW OOIMKHbI ObITb KOHKPETHO NPUMEHNMbI K UMELLNMCA B HAalTM4YNMN CpeacTBam;

V) npouedypbl AOMXHblI TOYHO cobniodatbCd, M nepcoHan [OrmkeH ObiTb 0by4eH npaBUNBHOMY KX
BbINOMHEHWIO;

vii) B mpouecce mMpou3BOACTBA ClegyeT COCTaBMATb 3anmcu  (PYKOMUCHbIM cnocobom u  (Mnn) c
NMPUMEHEeHNeM TEeXHUYECKUX CPEACTB), OOKYMeHTarbHO MOATBepXxaatowme dakTudeckoe NpoBedeHue 3Tanos,
npeayCcMoOTpeHHbIX YCTaHOBJIEHHbIMM MEeTOAUKaMU N UHCTPYKUUAMU, a TaKXe TO, YTO KOJIM4YeCTBO U Ka4veCTBO
NPOAYKUUN COOTBETCTBYIOT YCTAHOBMEHHBLIM HOPMaM;

viii) nobble CylWeCTBEHHbIE OTKIMOHEHUSI OOIDKHbI ObiTb MOMHOCTLIO OOPMIIEHbI OOKYMEHTAllbHO U
paccrnefoBaHbl C LUenblo  onpedeneHnss MNpUYUHBl  OTKIMOHEHUS U OCYLLECTBMEHUST COOTBETCTBYHOLLUX
KOPPEKTUPYIOLLNX U NpeaynpexaatoLLmx 4eNCTBUN;

iX) B MOHATHOW M OOCTYMNHON hopMe COXPaHsIloTCS 3arnmcu, OTHOCSLMECS K cepumn (HanpumMep, B 4OCbe Ha
cepuio), BKIoYasi AOKYMEHTaUMIO MO peanusauun, KoTopble NMo3BOoNAT NPOCNEANTb MOMHYI0 UCTOPUIO CEPUN;

X) MpY ONTOBOW peanusauun nNpoayKuMm HeobXooumo CBECTU K MUHUMYMY PUCKM 0711 €ee KavecTBa U
yuuTbiBaTb OpaBuia Hagnexaiwlen aANCTpuObIOTOPCKOM NPakTUKKW, yTBEpXaaemble EBpa3ninckon aKOHOMUYECKON
KOMUCCUEN;

Xi) omKHa ObITh B HaNMMyumn cuctema OT3biBa Nobor cepmm NPoayKUUKN U3 NPOAAXM UMK NOCTaBKMK;

Xii) OOMKHbI paccMaTpuBaTbCs MPETEH3UM Ha MNOCTaBIIEHHYH NPOAYKUMIO, paccrefoBaTbCs MPUYMHBI
AedeKToB 1 NPUHMMATBLCA COOTBETCTBYHOLLME Mepbl Kak B OTHOLLUEHUN HegoBpokadecTBEHHON NPOoAyKLMM, Tak U1
AnA npenoTepaLlleHns NogobHbIX criyyaes.

KoHTponb kayecTBa

1.9. KoHTponb KayecTBa SBMSETCA YacTblo Haanexawen npou3BOACTBEHHOW MPaKTUKU, CBA3AHHOW C
oTbopomM npob, crneuMdpukaumssMm wn NpoBeAEHUEM WCMbITAHUA, a TakkKe C npouegypaMy opraHusauum,
OOKYMEHTUPOBAHUSA M Bbl4ayu paspelleHust Ha BbIMYCK, rapaHTUMPYHOLWUMK, YTO (hakTU4eCcKM MpoBefeHbl Bce
HeobxoaQMMble UCMbITAHWS U YTO MaTepuansl He OyayT paspelleHbl ANs UCMOMb30BaHUSA, a rotoBas NpoayKums
He OydeT gonylleHa K peanu3auuMuM Unu noctaBke OO Tex Mop, Moka WX KadecTBO He OyaeT npusHaHo
YOOBETBOPUTENLHBIM.

OcHoBHble TpebOBaHMsI K KOHTPOIKO KavyecTBa:

i) 4OMmKHbI ObITb B HanMMuuM COOTBETCTBYHOLLUME MOMELLUEHUA N obopynoBaHMe, oOy4eHHbIN nepcoHan u
yTBEPXXAEHHbIE METOAUKM ANs oT6opa Npob, KOHTPONS U UCMbITAHUA UCXOLHbIX MaTepuanoB, NPOMEXYTOYHON,
HepacgacoBaHHOM W TOTOBOM MpoAyKuMW, a Takke (npu HeobXxoouMocTW) ANt MOHUTOPUHIa YCIOBWMA
NpOM3BOACTBEHHOW Cpefbl B LeNsAxX BbIMONHEHWS TpeboBaHu HacTosawmx Npasur;
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ii) npoBeneHne otbopa Npob NCXOAHBLIX N YMAKOBOYHbBIX MaTepuarnoB, NPOMEXYTOYHOW, HepacdacoBaHHON
1 rOTOBOW npoaykumn HasHa4yeHHbIM nNepcoHarioM B COOTBETCTBUNM C YTBEPXOAEHHBIMU METOOUKAMMU;

iii) MeToabl MCMbITaHUA AOIMKHBI MPONTU Banuaaumio;

iv) JOMKHbl BbiTb COCTaBMEHbl 3anMCU (PYKOMUCHBIM CMOCOBOM U (UNKN) C MPUMEHEHUEM TEXHUYECKMX
cpencTs), AOKYMeHTanbHO noAreepXxgarLme, 4To Bce Heobxoanmmble MEepONpUATMS No 0T6opy Npob, KOHTPOIo
N MeToAMKaM WCMbITaHWA [OeACTBUTENbHO MpoBeAeHbl. J1iobble OTKNOHEHMA [OSKHblI ObiTb MOMHOCTbLIO
ocbopmMneHbl JOKYMEHTanbHO 1 paccrefoBaHbl;

V) roToBasi NPoAyKUMS OOIMKHA coaepX)aTbh akTUBHble hapmMaLleBTMYeckMe CybCcTaHLmMKn, COOTBETCTBYHOLLME
perucTpaumoHHOMY LOCbEe MO KAYEeCTBEHHOMY M KONMYECTBEHHOMY COCTaBY, AOJKHA MMETb Tpebyemyto YncToTy,
[OIMKHa ObITb BNOXEHA B HAZAMEXaLlylo YNakoBKy M NpaBMITbHO MapKMpOBaHa;

vi) 3anucu, OoOpMIIEHHbIE MO pe3ynbTaTaM KOHTPOMS M UCMbITAHUA MaTepuanoB, MNPOMEXYTOYHOMN,
HepacgacoBaHHON W TOTOBOW MPOAYKUMW, AOIMKHbI OblTb OduuManbHO CconocTaeneHbl € TpeboBaHWsMM
cneuncukaumn. OueHka nNpPOAYKUMW OOMkKHa BKMYaTb B ceba 0630p U OueHKy COOTBETCTBYHOLLEW
NPON3BOACTBEHHOW AOKYMEHTaLMN N OLEHKY OTKNOHEHWU OT YyCTaHOBMNEHHbLIX npoueayp;

Vvii) HM ofHa cepuvs NPOAYKUMM He MOXeT OblTb paspelleHa Ans peanusauun unu noctaBkuM A0 TOro, Kak
YMNOSIHOMOYEHHOE NUUO cornacHo npunoxeHuto N 16 He yOocToBepUT ee CcooTBeTcTBME TpeboBaHUAM,
YCTaHOBJ1€HHbLIM MpK rOCy,EI,apCTBeHHOVI perncrpauuu;

viii) Heo6x0AUMO COXpaHATbL 4OCTATOYHOE KONMMYECTBO KOHTPOSIbHBIX 0OPa3sLoB UCXOAHbIX U YNaKOBOYHbIX
mMaTepuanoB 1 roToBOW NpoAyKLUuW, KOTOPOe NO3BONUT MPOBOAUTL MUCNbITaHUS B Byaywiem (Mpn HeobxoammMocTm)
cornacHo npunoxexuto N 19. O6pa3subl rOTOBOV NPOAYKLMU criegyeT XpaHUTb B OKOHYATENbHON yNakoBKe.

O630p KauecTBa NpoAyKUUmn

1.10. CnepgyeT perynsipHo MNpoBoAMTb 0030pbl KayecTBa BCEX 3aperMcTpUpOBaHHbIX MPOU3BEAEHHbIX
NeKapCTBEHHbIX MpPenapaToB, B TOM YNCe JIeKapCTBEHHbIX NMpenapaToB, U3rOTOBIISIEMbIX TOJIbKO Ha 3KCMOPT, C
Liernblo NOATBEPKOEHUSI MOCTOSIHCTBA UMEIOLLLErocsi MPoLecca, COOTBETCTBUS AeNCTBYOWMM cneuudukaumsm Kak
Ha MCXOAHble MaTepuanbl, Tak U Ha roTOBYIO MPOAYKLMIO, YTOBbI BbISBUTb Kakue-nmbo TeHaeHumMn (TpeHabl) v
yCTaHOBUTb BO3MOXHOCTb YCOBEPLUEHCTBOBaHMS MPOAyKUMU U npolecca. Takue 0630pbl crieqyet oopMnaTb
[OKYMEHTanbHO M NPOBOAMTb, KAk MpaBWUo, eXerodHo, NpuHMMasi BO BHMMaHWe npegbigywme 063opbl. OHK
[AOIMKHbBI BKIOYaTb, Kak MUHUMYM, CrieayloLlee:

i) 0630p MCXOAHBLIX MaTepuanos (BKMOYas ynakoBOYHble MaTepuansl), UCMOMNb3yeMbIX NpU NPOU3BOACTBE,
0COOEHHO OTMeuasi Te, KOTOpble NOMy4YeHbl OT HOBbIX MOCTAaBLLMKOB, W OTAENbHbIA 0630p MPOCNEXMBAEMOCTU
Lenu NocTaBkN akTUBHbIX hapMaLeBTUYECKNX CyOCcTaHLmni;

ii) 0630p KPUTMYECKMX TOYEK KOHTPONsS B NpoOLiecce MPOM3BOACTBA W pe3yrbTaTOB KOHTPOMSI FOTOBOM
npoayKuuu;

iii) 0630p BCcex cepwii, KOTOpble He COOTBETCTBOBAaNM YCTaHOBMEHHbIM crieumdukaumsM, 1 pesyrnbTaToB
COOTBETCTBYIOLLUX paccriefoBaHui;

iv) 0630p BCEX CYLLIECTBEHHbIX OTKMOHEHWA WM HECOOTBETCTBUI, CBA3AHHBLIX C HUMMK paccrnefoBaHui,
3 EKTUBHOCTU M pe3yNbTaTUBHOCTU NPEANPUHATBLIX KOPPEKTUPYIOLLMX U NpeaynpexaatoLmnx AeiCTBuiA;

V) 0630p BCEX U3MEHEHWUWN, BHECEHHbIX B npouecchbl Unn aHannTun4eckne MeToanku;

Vi) 0630p NOoAaHHbIX, YTBEPXOEHHbIX UMM OTKIMOHEHHbIX N3MEHEHNN B perncTtpaumoHHoe OoCbe, B TOM
Yyuycrne B A0Cbe Ha JieKapCTBEHHbIE npenaparbl, NpeaHa3Ha4YeHHble TOJIbKO AJ14 3KCnopTa,

vii) 0630p pe3ynbTaToB MOHUTOPUHIA CTAaBUNBHOCTU U MOBLIX HEBNAaronPUATHLIX TEHOEHUMI;

viii) 0630p BCeX CBSI3aHHbIX C KayeCTBOM MNpPOOYKLUUM BO3BPaTOB, MPETEH3UA U OT3bIBOB, a Takke
MPOBEAEHHLIX B 3TO BPEMS paccrnefoBaHui;
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ix) 0630p [AOCTaTOYHOCTU fOObIX paHee MPOBEAEHHbIX KOPPEKTUPYIOWMX OENCTBMA B OTHOLUEHWU
Mpon3BoACTBa UN 060pya0BaHMS;

X) 0630p NnocTperncTpauymnoHHbIX 00s13aTENLCTB npun nonyvyeHMn HOBbIX PerncTpaumoHHbIX y,EI,OCTOBepeHI/IIZ
W1 BHECEHUSA N3MEHEHUI B perncTtpaunoHHble O0ChE;

Xi) COCTOsiHME KBanuduKauMum COOTBETCTBYIOLMX OBOpyAOBaHWS W TEXHUYECKUX CPeAcTB, Hanpumep,
CMUCTEM HarpeBa, BEHTUMSALMM U KOHOWLMOHMPOBAHUS BO34yXa, CUCTEM CHaGXeHUs BOAOW, CXKaTbIMM rasamu u
T.0.;

Xxii) 0630p ntobbIX KOHTPAKTHbIX COrMalleHui, ykasaHHbIX B rmaBe 7 HacTtoswwmx [lpaBun, € Uenbio
NOATBEPXAEHUSA X COOTBETCTBUSA AENCTBYIOWMM TpeboBaHNAM.

1.11. lMpousBogutenb n fepxaTternb PerucTpaunoHHOrO YAOCTOBEPEHUS (ECNU OHW SABMSAOTCA pasHbIMU
opraHmsaumsiMm) OOJDKHblI OLEeHMBaTb pesyrnbTaTbl 0030pa KayecTBa M Aenatb BbiBOAbl O HEOOGXOAMMOCTM
OCYLLIECTBMEHMS KOPPEKTUPYIOLLMX MU Npeaynpexaatolmx AeNCTBMIA UNn NpoBeaeHUs NOBTOPHOW Banvpauuu B
pamkax dapmaueBTUYEeCKON cucTeMbl kKadecTBa. [OrmkHbl ObiTb B HanuuMuM npouenypbl Ansi NOCTOSIHHOroO
yrpaBrneHuss U aHanusa Takux JencTBui. AdEKTUBHOCTL 3TMX MNpoueayp AormkHa ObiTb NOATBEPXKAEHA BO
BpemMs camouHcnekumn. O630pbl kKa4ecTBa MOXHO FpynnuMpoBaTb MO BuAam MNPOAyKUUWM (Hanpumep, TBepable
nekapcTBeHHble POPMbI, XUOKME NEKAPCTBEHHbIE (DOPMbI, CTEPUIIbHBIE NIEKAPCTBEHHbIE MpenapaThl U T.4.) Npu
HanM4MmM Hay4yHOro 00OCHOBaHUA.

Ecnu nepxartenb perncTtpaumMoHHOro yaoCTtoBepeHua He ABNAeTCA npoussoautTenem, 1o OOJIKHO ObITb
3aKn4eHo cornaweHne Mexagy HUM K1 npoussogutenem, B KOTOPOM YCTaHOBJI€Hbl COOTBETCTBYHOLLNE
06s13aHHOCTHN CTOPOH B OTHOLLUEHMN COCTaBJ1IEHUNA o630pa Ka4vecTBa.

YnpaBneHue puckamu Ans KayecTBa

1.12. YHpaBneHme puckamm pOna KadecrBa ABNAETCA CUCTEMaTU3NPOBAHHLIM MPOLIECCOM  OLIEHKMN,
KOHTpPOIA, nepenadun I/IH(bOpMaLI,VII/I, a TaKkxe o63opa PUCKOB AOA KayecTBa J1eKapCTBEHHOIoO npenaparta. 10T
npouecc MOXeT NpoBOONTLCA KaK NepCnekTnBHO, TaK N PEeTPOCNEKTUBHO.

1.13. MNpuHUMNbI yNpaBneHns puckamu Ans kadecTea:

OUueHKa pUCKoB OJ1A4 Ka4deCTBa OCHOBbIBAETCA HA HAYYHbIX 3HAaHUAX, ONbITe paGOTbI B OTHOLWIEHWUN npouecca
N B KOHEYHOM cYeTe CBsA3aHa C 3aliMTON NauneHTa;

macwTtab paboT, crTeneHb opmanusauMu M OOKYMEHTarnbHOro OgOpMIIeHWs npolecca yhnpaBrneHus
pycKamu Ansi KayecTBa COOTBETCTBYIOT YPOBHIO pycCKa.

MprMepbl NPOLLECCOB U MPUMEHEHUS YNpaBNeHNs puckammn Ans kavyecTa Takke ykasaHbl B rnaee |l yactn
Il HacToawwmx Mpasun.

Maga 2. NMepcoHan
MpuHUMN

Hapnexallee npon3BOACTBO NEKapCTBEHHbLIX CPEACTB 3aBUCUT OT nepcoHana. [1oatoMy Ha npegnpuatTum
JOIMKHO ObITb [O0CTaTOMHOE KONMMYECTBO KBANUMUUMPOBAHHOIO MepcoHana Ans peleHus Bcex 3agad,
OTHOCALUMXCA K cdpepe OTBETCTBEHHOCTM npom3BoauTens. Kaxabli  COTPYAHUK OOMMKEH MOHMMaTb
MHOVBUAOYyanbHYyl0 OTBETCTBEHHOCTb, KOTOpasi AOMKHA ObiTb [OKyMeHTanbHO odpopmrieHa. Becb nepcoHan
OOJDKEH 3HAaTb MPUHUMNBI Hagnexalwen NpoM3BoACTBEHHOM NPAKTUKN, KacaroLMecs ero OesaTeNnbHOCTU, a TakkKe
NpovTM NEPBMYHOE M nocneayollee obyvyeHne B COOTBETCTBUM C €ro 06S3aHHOCTSIMU, BKIHOYAs UHCTPYKTaX Mo
BbINOSTHEHWUIO TUIMEHNYECKMX TpeboBaHNIA.

O6wwue TpeboBaHUA

2.1. [TllpousBogutenb [OOMKEH MWMETb [OOCTaTOYHOE KONMYECTBO COTPYAHWKOB C  Heobxoaumon
KBanudmkaumen n npakTm4eckum onbiToM paboThl. Beicllee pykoBoACTBO AOMKHO onpedensTb u obecneynsaTb
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JOCTaTouHble M Hagnexalume pecypcbl (YernoBedeckue, dUHaAHCOBbLIE, MaTepuarnbHble, a Takke NMOMeLLeHNs W
obopyaoBaHWe) Ans BHEAPEHMS U NoAdepXXaHUst CUCTEMbI YNPaBreHUst KaYeCTBOM M MOCTOSIHHOMO MOBbILLIEHNUS
ee adpdpekTmBHOCTN. OBA3aHHOCTM IHOOOro COTPyAHMKA HEe LOMKHblI ObITb Ype3MepHbIMU, YTOObI MCKMIOYNTD
BO3MOXHOCTb BO3SHMKHOBEHUA PUCKOB ANA KadeCTBa NpoayKuUun.

2.2. Ha npeanpusATumn OomkHa MMETbCS CXxemMa OpraHu3aLyoHHON CTPYKTYPbI, B KOTOPOW OTHOLUEHUS MeXay
pyKoBOOUTENAMMW MPOM3BOACTBA, KOHTPONSA KavyecTBa W, rge 3To NpMMEHMMO, pyKOBOAUTENeM noapasgeneHus
obecneyeHns kayecTBa MnM NoapasferieHns no KayvecTBy, yKkasaHHble B MyHKTe 2.5 HacTodwero pasgena, u
No31umUs YNOoSTHOMOYEHHOTO nuua (nmu) SCHO 0603HaYvYeHbl B nepapxun ynpasneHus.

2.3. O6A3aHHOCTU U COOTBETCTBYIOLLME MOSTHOMOYMS AN UX BbIMOMHEHUS AOMKHbI ObiTb onpeaeneHsl v
nponucaHbl B AOSMKHOCTHBIX MHCTPyKUumsx. O6a3aHHOCTM pykoBOASALLEro mepcoHana MoryT ObiTb nepedaHbl
Ha3HayeHHbIM 3amecTuTensm, obnagalwWwyM [OCTaTOYHbIM YpOBHeM KkBanudwmkaumun. Kpyr obssaHHocTewn
nepcoHana OOoSKeH OxBaTbiBaTb BCE CTOPOHbI HaAnexalewn npou3BOACTBEHHOW MPaKTUMKW, OOHaKO He OOIMKHO
ObITb HEO60CHOBaHHOIO Ay6NMPOBaHMSA cdep OTBETCTBEHHOCTMU.

2.4. Bbicluee pyKOBOACTBO HECET OCHOBHYIO OTBETCTBEHHOCTb 3a obecneyeHvne adpeKkTUBHON CUCTEMBI
yrnpaBreHns kKa4ecTBOM ANs OOCTMXKEHMS Lenen B obnactu KayecTea, a Takke 3a TO, UTO poniv, 0693aHHOCTM U
NONHOMOYMS onpeaeneHbl, AOBeAEHbl 40 CBEAEHWSI NepcoHana u oCyLLEeCTBIAIOTCA B paMKax BCEW OpraHusauun.
Bbiclwee pyKOBOACTBO [AO/MKHO YCTaAHOBUTb MONUTMKY B 06GnacTM kadecTBa, KOTopas onpedensetr obwwme
HaMepeHnss M HanpaBneHust OeATeNnbHOCTM KOMMaHWW, CBsI3aHHble C KadecTBOM, M AOMMKHO obecneynTb
MOCTOSIHHYIO NMPUroOHOCTE U 3(PEKTUBHOCTL CUCTEMbI YNPABIIEHUS KA4YECTBOM M COOTBETCTBME Hagnexallen
NPON3BOACTBEHHOW NPAKTUKM NyTEM y4acTUsl B aHanmu3e Co CTOPOHbI PYKOBOACTBA.

KnrouyeBomn nepcoHan

2.5. Bebiclwee pykoBOACTBO [AOMKHO Ha3HA4MTb KIKOYEBOM PYKOBOASLMW MepCcoHan, BKNo4vas
pyKoBOAMUTENS NPOU3BOACTBA U PYKOBOAUTENS NoapasfeneHnsi KOHTPOMs KadecTBa, a Takke JOCTaTOuHOE YMCHOo
(Ho He MeHee 1) YMOMHOMOYEHHBIX IUL, €cnM B 00A3aHHOCTU PYKOBOAWUTENS MNPOM3BOACTBA M (Unn)
pyKoBOOWUTENSA MoAdpas3feneHns KOHTPOMs kKayecTBa He BXOAAT 0083aHHOCTWM, NpedyCcMOTPEHHble Ans
YMNOSIHOMOYEHHOro nuua. KroyeBor pyKOBOAALLMIA NEepCcoHar, Kak npaBumno, AormkeH paboTaTbk NOMHLIN pabdounii
OeHb. PykoBoguTtenu npovnsBoacTBa U noapasaeneHnss KOHTpoNnsa kadecTBa AOMKHblI ObiTb HE3aBUCUMMBI ApYr OT
apyra. B Oonblmx opraHuMsaumsix MOXET BO3HWKHYTb HEOOXOAMMOCTb MepefdaTtb ApPYrMM  COTPYOHMKaM
oTAenbHble 0653aHHOCTK, yKa3aHHble B NyHKTax 2.7 - 2.9 HacTosLero pasgena.

Kpome TOro, B 3aBMCUMMOCTM OT pasMepa W CTPYKTYpbl OpraHu3auum MoxeT OblTb OTAENbHO Ha3HaudeH
pykoBogouTenb nogpasfeneHns obecnevyeHns kadecTBa Wnv pykoBoauTeNb noapasfgeneHus kadectsa. [pwu
HanmMuuMM TakMx noapasfenieHuin HeKoTopble UX 00s3aHHOCTW, yKasaHHble B MyHKTax 2.7 - 2.9 HacTosiLero
pasgena, 6yayT obwmmn ¢ 06a3aHHOCTAMM PYKOBOAMTENS NoApa3fAeneHnst KOHTPONS KavecTBa U PYKOBOAUTENS
NpoM3BOACTBA, MOSTOMY BbICLLEE PYKOBOACTBO LOIMKHO obecneynTb, 4TOObl MX 0BGSA3aHHOCTU UM MOMHOMOYUS
ObINN YETKO U HEABYCMBICIIEHHO OMNpeaeneHsbl.

2.6. O6513aHHOCTU YNOIHOMOYEHHOIO Nuua:

AN NeKapCTBEHHbIX CPEACTB, MPOU3BEOEHHBbIX HA TEPPUTOPUSIX TOCYAAPCTB-YNIEHOB, YMOSIHOMOYEHHOE
MULO [OMKHO rapaHTUpOoBaTh, YTO Kakaas cepua Obina npousBedeHa W MpoBepeHa B COOTBETCTBUMU C
3aKoHOAAaTeNbCTBOM 3TUX rOCYAapCTB U B COOTBETCTBUM C TPeBoBaHUAMM PerucTpaLmMoHHOro AoChe;

AN NIeKapCTBEHHbIX CPEACTB M3 TPETbMX CTpaH HEes3aBUCMMO OT TOro, GbiNK 1M OHM MpOM3BEedeHbl Ha
TEPPUTOPUSIX  TOCYAAPCTB-YSIEHOB,  YMO/THOMOYEHHOE NWLO  [OMMKHO  rapaHTMpoBaTb, YTO  Kaxaas
NPON3BOACTBEHHAsA cepus MOABEprnachk B rocydapcTBe-yrieHe MofHOMY KayeCTBEHHOMY U KONUYECTBEHHOMY
aHanuay rno KpanHel Mepe BCEX aKTUBHbIX BELLECTB 1 BCEM APYrUM UCMbITAHUSIM UIN NPOBEPKaM, HEOGXOANMbIM
anst obecrneyeHnst kayecTBa JEKAPCTBEHHbLIX CPEACTB B COOTBETCTBUM C TpeboBaHWAMW pPermcTpauuoHHOro
[ocbe.

YnonHomMo4eHHoe 1L (N1ua) nepes BbiMyCKOM Mo6oi cepun A0MKHO AOKYMEHTanbHO NOATBEPANTb, YTO
BCe HEOGXOAMMbIEe OnepaLmn BbINOMHEHbI U YTO KaXaas cepusi COOTBETCTBYET YCTaHOBMNEHHbIM TpeGoBaHUAM.

06paaoBaHV|e, o6yquV|e n Ctax paGOTbI YNOJTHOMOYEHHbIX JT1L OOJTKHbl COOTBETCTBOBATb TpeGOBaHVIﬂM,
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YCTaAHOBMNEHHBLIM MeXOyHapoaHbLIMM JOroBopaMu 1 pelleHnsMu opraHoB Cotosa, cocTaensaowmm npaso Cotosa.
OHM OOMKHbI NOCTOSIHHO M HEMpepbIBHO HAaXOAUTLCA B pacriopsiKeHUW Briafernblia paspelleHust (MuUeHsun) Ha
NPOW3BOACTBO AJ1S BbINOMHEHUS CBOMX 06S3aHHOCTE.

O653aHHOCTM YNONHOMOYEHHOrO Nnua MoryT ObiTb nepefaHbl TOMNbKO APYroMy YMNONHOMOYEHHOMY nuvuy
(nuuam).

MopsagoKk NOATBEPXKOEHUS YMNOMMHOMOYEHHBIM JIMLOM COOTBETCTBMS CEepum MpoayKUMM NpuUBEOEH B
npunoxeHun N 16.

2.7. ObsizaHHOCTH pykoBOAUTENA NPON3BOACTBA BKIMKOYAKT B cebs, kak npaBuno:

i) obecneyeHne COOTBETCTBMS NPOU3BOACTBA U XpaHEHUs NPOAYKLUN YTBEPKAEHHOW AOKYMeHTauun Ans
obecneyeHus TpebyeMoro kKa4yecTsa;

ii) yTBEPXKAEHME UHCTPYKLUMI, OTHOCSLLIMXCS K MPOU3BOACTBEHHBLIM OnepauusiM, U oGecrneyeHne nx CTpororo
BbINOMHEHUS;

iii) obecrneyeHne OLEHKM W MOAMMcaHus npon3BOACTBEHHbIX [OOKYMEHTOB YMNOJIHOMOYEeHHbIM Ha 3TO
nepcoHarsrowm;

iv) obecneyeHre 1 rapaHTUo KBanuukaLmm, Hagnexallero cogepXKaHus, akcnnyataumm n TeXHUYECKoro
obcnyxMBaHMs NOMeLLEHUI 1 060pyJOBaHNS B CBOEM NoApasaeneHnuy;

V) obecneyeHune 1 rapaHTUIO NPoBeAEeHUs COOTBETCTBYIOLLIEN Banuaauum;

Vi) obecneyeHne u rapaHTuio nposeaneHunsa Heobxoaumoro nepBMYHOro M nocneaywowero HenpepbiBHOIro
o6yqu|/|;| nepcoHana cBoero noapasgeneHus.

2.8. O653aHHOCTU pyKOBOAMTENSA NogpasAeneHnss KOHTPONs KayecTBa BKIHOYalOT B cebs, kak npaBuno:

i) op,o6peHV|e WUNU OTKMNOHEHWEe, eCNN OH CYMTaeT 3TO HeoOXOAMMbLIM, MCXOOHOrO CblpbA U YNaKOBOYHbIX
mMaTepuarnos, a Takke I'IpOMG)KyTO‘-IHOVI, HepaC(*)aCOBaHHOVI N roTOBOWN npoayKkumnm;

ii) obecneyeHne nNpoBeaeHNs BCEX HEOOXOANMbIX UCMLITAHUIA N OLEHKY COOTBETCTBYIOLLUX 3anucen;

i) yTBepxxaeHue cneundurkaumin, npouedyp no otoopy npob, MeToauK UCMbITaHWIA U ApYyrMx npoueayp no
KOHTPOJIO Ka4yecTBa;

iV) op,o6peH|/|e cneunanncToB, NpuBriekaeMbiX K nposeaeHunto ncnbiTaHui no KOHTPakTy, N OCyLUueCTBIieHne
KOHTPOIIA 3a HUMWU;

V) obecneyeHve 1 rapaHTuo KBanudukaumu, Hagnexallero CoaepKaHus, aKcnnyatauum n TeXHUYECKOro
obcnyxMBaHMs NOMeLLeHUn 1 06opyaoBaHNS B CBOEM NoapasgeneHuu;

Vi) obecrneyveHne u rapaHTuio npoBeaeHnA COOTBeTCTByI-OLLI,eﬁ Banunaauunun;

vii) obecneveHne n rapaHTUO NPoBeAEHUsT HEOOXOOUMOro NEPBUYHOIO M MOCMEAYHLWEro HenpepbIBHOrO
obyyeHuns nepcoHana cBOero noapasaeneHust.

Opyrne 065A3aHHOCTVM nepcoHana noapasferieHnsl KOHTPOMs KayecTBa YkasaHbl B rmase 6 4vactu |
HacTosAwwmx NMpaswun.

2.9. PykoBoauMTENM NpoM3BOACTBA U NoApasfaeneHnsl KOHTPOns KayecTBa, a Takke PyKoBoAMUTENb OTAena
obecneyeHns kayecTBa WM PyKOBOAMTEMb CNyXbbl kadectBa (MpU HEOBXOAMMOCTM), Kak NpPaBWUMo, UMELDT
HekoTopble OOLWMe WM COBMECTHO BbIMONHSEMblE 06513aHHOCTW, OTHOCSILLMECS K ObecneyeHuto kadecTBa
NPOAYKUUW, BKNtOYas, B 4YAcTHOCTW, pas3paboTky, 3ddeKTUBHOE BHeApeHue, nopaepXaHue U MOHUTOPWHK
CUCTEMbI YNpaBreHUs Ka4eCTBOM.

OTn 0683aHHOCTM MOTYT BKIHOYaTh B cebsi:
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i) cormacoBaHue N yTBEPXXAEHME NMUCbMEHHBIX NMpoueayp M APYrMx OOKYMEHTOB, B TOM YMCIe BHECEHME B
HUX N3MEHEHUI;

ii) MOHUTOPUHT N KOHTPONb NPOU3BOACTBEHHON Cpeabl;

iii) KOHTpONb 3a cobnogeHnem rurneHnYeckmx TpeboBaHnn Ha NPeanpPUATIK;

iv) BanuaaLmio npoLeccos;

V) obydyeHune nepcoHana;

Vi) yTBEPXXAEHNE N MOHUTOPUHT MOCTABLLUMKOB MCXOLHbIX U YNAKOBOYHbIX MaTepuanos;

vii) yTBEpPXKOEHME U MOHWUTOPUHI OpraHu3auui, BbINOMHSALWMX paboTbl MO KOHTPAKTY, M MOCTaBLLMKOB
OPYrux CBA3aHHbIX C Haanexallen NpoM3BoACTBEHHOM NPAKTUKON ayTCOPCUMHIOBBIX YCIYT;

viii) onpegeneHne 1 MOHUTOPUHT COBMIOAEHUS YCNOBUI XpaHEHUSI MaTepmanoB U NPOAYKLUNK;
iX) XpaHeHue 3anuncewn;
X) MOHUTOPUHI cobrntogeHns TpedosaHun GMP;

Xi) MpoBepKy, paccrnegoBaHve n otbop Npob (06pasuoB) B Lensx KOHTponsd ¢akropos, KOTOpble MOryT
NOBMNMATb HA KA4YECTBO NPOAYKLNM;

Xii) yyacTme B aHanv3e CO CTOPOHbl PyKOBOACTBA (PYHKLMOHMPOBAaHMS MPOLIECCOB, Ka4yecTBa MpOoAYyKUMU 1
CUCTEMbI YpaBneHnst Ka4eCTBOM W NOAAEPXKKY MOCTOSIHHOMO YNyYLLEHUs;

xiii) obecneyeHne cBoeBpeMEHHOro u acpdekTMBHOro obmeHa nHdopmaumen n goBeaeHne NpobreMHbIX
BOMPOCOB MO Ka4yecTBY A0 PyKOBOAALLErO COCTaBa COOTBETCTBYIOLLENO YPOBHS.

O6byueHue

2.10. MpousBoguTens omkeH obecnedntb obydeHne nepcoHana, AOSMKHOCTHbIE 0Bs1I3aHHOCTU KOTOPOro
npegnonaraloT npebbiBaHMe B MNPOW3BOACTBEHHbIX W CKNAACKMX 30HAX WIIM KOHTPOSbHbIX nabopatopusix
(BKMOYast TEXHUYECKUI M OBCNY>XMBAKOLLMIA NMEPCOHaN U COTPYAHUKOB, NpoBOAdAWMX YyOOpKy), a Takke Opyroro
nepcoHana, 4esTenbHOCTb KOTOPOro MOXeT OKa3aTb BIMAHME Ha Ka4eCcTBO MPOAYKLMM.

2.11. Kpome OCHOBHOro 06y4eHMs, BKIOYAOLErO TEOPUIO U NPaKTUKY MPUMEHEHUSI CUCTEMbI YIpaBieHUs
kayectBoM M GMP, kaxgbli NPUHATLIA Ha paboTy COTPYOHUK [OOIDKEH NPOWTU nepBuMyHOE OO0yyeHve B
COOTBETCTBMM CO CBOUMU [OJDKHOCTHbIMU 06s3aHHOCTAMU. MpousBoauTens SOMMKEH NPOBOAWTL MOcneaylolee
HenpepbiBHOE 00y4YeHMe nepcoHarna, nepuogudeckn oueHmBasd ero 3deKkTMBHOCTbL Ha npakTuke. OByyeHne
nepcoHana [OMKHO MPOBOOUTBCA MO MNporpaMmamM, YTBEPXKAEHHbIM COOTBETCTBEHHO pPYKOBOAMTENEM
npomsBoacTBa NMbO pykoBoAUTENEM nogpasgeneHna KOHTponsa kadectsa. [MpousBogutens 00s3aH XpaHUTb
3anncy o NpoBedeHUn obyyveHus.

2.12. TepcoHan, paboTawwmin B 30HaAX, rAe KOHTaMuMHauus MNPeACcTaBnsieT OMacHOCTb (Hanpumep, B
YUCTbIX 30HaX WM B 30Hax, rae pa60Tar0T C BbICOKOAKTUBHbIMU, TOKCUYHbIMW, VIH('*)I/ILLI/IpyI-OIJJ.I/IMI/I nnn
CeHCUBUNN3NPYLLMMK BelLleCTBamMK), AOMMKEH NPONTU cneuunanbHoe obyveHue.

2.13. TMoceTutenu u (Unu) He npolefwne obyyeHne COTPYAHUKU HE [OIKHbI [OMYCKaTbCH B 30Hb
MPOU3BOACTBA U KOHTPOIs kayecTBa. Ecnu 910 HEM3GeXHO, OHU AOMKHBI NPEABAPUTENBHO NMPONTU MHCTPYKTaX, B
YaCTHOCTM MO TUIMEHNYECKUM TPeBGOoBaHMSAM K NepcoHasny 1 UCMoMb30BaHMIo 3alMUTHOM oaexabl. JomkHbl GbiTb
OpraHv3oBaHb! UX COMPOBOXAEHWEe 1 HabnogeHne 3a HMM.

2.14. lMpu oByyeHUN OOIMKHBbI MOAPOBHO PasbACHATLCA U 0OCYXAaTbCHA MPUHLMMLI hapMaueBTUYECKOW
CMCTEMbI KAa4YeCTBa, a Takke BCE Mepbl, YNyyLIaoLWMe UX MOHUMaHNE U OCYLLIECTBIEHME.

FvrueHnyeckue TpedboBaHUSA K nepcoHany
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2.15. Ha npeanpusiTum gormkHbl ObiTb paspaboTaHbl AeTasibHble NMporpaMMbl Mo rMrueHe Tpyda C y4eToMm
0COGEHHOCTEN KOHKPETHOrO MPOM3BOACTBA. OTW MporpaMmbl AOMMKHbI COAepKaTb MpoLeaypbl, kacarowmecst
300p0Bbs, COBMIOAEHUA TUIMEHUYECKUX NpaBun M TpeGoBaHWii K ofexae nepcoHana. Kaxabii COTpyaHMK,
06513aHHOCTN KOTOPOro npeanonaraioT npebbiBaHMe B 30HaX NPOW3BOACTBA M KOHTPOINS, AOMMKEH MOHUMAaTb U
TOYHO cobntodaTh 3TU Npoueaypbl. PYKOBOACTBO NpeanpuaTUsi OMKHO COAENCTBOBaTb Pa3BMTUIO NPOrpamMm no
rMriueHe, Kotopble criegyeT obcyaaTb Npu 0BydYeHuu.

2.16. INuua, npuHMMaemble Ha paboTy, AOMKHbI MPONTU MeauUUHCKMI ocmoTp. lNMpoussogutens obs3aH
yTBEPAUTb MHCTPYKUUK, obecnevmBalolne ero 0CBe4OMINEHHOCTb O COCTOSHUM 340POBbSA MEepcoHana, KoTopoe
MOXeT NOBMMATb Ha KayecTBO npogykuumn. ocne nepBUYHOrO MEAMLMHCKOrO OCMOTpa AOSMKHbI MPOBOAMTHCS
perynsipHble nocnegyoLne MeamumMHCKue oCMOTPbI NepcoHarna.

2.17. MpoussoguTenb OOMKEH NPUHATL Mepbl, obecnednBatome HedonyweHne Ny ¢ MHAEKLNOHHBIMU
3ab0neBaHNAMIN UMK OTKPbITLIMY NOBPEXAEHUAMM Ha OTKPbLITBIX yYacTkax Tena K Npou3BOACTBY NEKAPCTBEHHbIX
cpencTs.

2.18. Jlvua, Bxogswme B NPOU3BOACTBEHHbLIE 30HbI, [OOMMKHbI HOCUTb  3alUUTHYHO  ogexay,
COOTBETCTBYHOLLYIO BbINOJTHAEMbIM B 3TUX 30HaAX onepaunam.

2.19. B NpoM3BOACTBEHHBIX U CKMAACKUX 30HAX 3anpeLualTcs KypeHue, Npuem Ny, NuTbe, XeBaHue, a
TakkKe XpaHeHue NULLEBbLIX NPOAYKTOB, HANWUTKOB, TabaYHbIX U3AENWI U NINYHBIX NTeKapCTBEHHbIX npenapaTtoB. He
JonyckatoTcs nobble OeiCTBUA, HapyLlalliMe rmrmeHmyeckne TpeGoBaHus B NPOU3BOACTBEHHbLIX MOMELLEHUSX
(30Hax) unu apyrmx Mecrax, KoTopble MOTyT okasaTb HebnaronpusaTHoOe BINSIHNE Ha KaueCcTBO NPOOYKLUN.

2.20. Heobxoaumo mnsberatb HEMOCPEOCTBEHHOrO KOHTAKTa PyK MepcoHana C OTKPbITOM NpoAyKuMen, a
Takke ¢ nobon YacTblo 060pyAOBaHMSA, KOHTAKTUPYIOLLEW C NPOAYKUMEN.

2.21. MNepcoHan gomkeH BbiTb 06yYeH npaBunam MbITbs PyK.

2.22. CneumarnbHble TpebGoBaHMsA, OTHOCSLLMECS K MPOM3BOACTBY OTAENbHbIX BUAOB NpoAyKUMmK (Hanpumep,
CTEPUIbHBIX NTEKAPCTBEHHbIX CPEACTB), MPUBEAEHb! B NMPUIOXEHUAX K HacToAwmM MNpasunam.

KoHcynbTaHTbI

2.23. KoHcynbTaHTbl JOIMKHBI MMETb COOTBETCTBYHOLLIEE 0Opa3oBaHMe, NOArOTOBKY M OMbIT MO BONpOCam,
KacalLmmcsa AeAaTenbHOCTH, ANS KOHCYNbTUPOBaHUSA B cdhepe KOTOPOW OHWM npuenekatoTcs. CnegyeTt BeCTU Mx
yyeT C yKasaHMeM NW4YHbIX OaHHbIX, agpeca MpOXMBaHUSA, KBanuduvkaumm v Buaa ycnyr, npegocTaBnsieMblX
3TUMU KOHCYIbTaHTaMW.

MnaBa 3. NomeweHus n obopyaoBaHue
MpuHUMN

lMomeweHna un obopygoBaHve criegyeT pacnonaratb, NPOEKTMPOBaTb, CTPOWUTb, OCHAaWaTb U
aKcnnyaTupoBaTtb TakuMm ob6pa3om, YTOObl OHM COOTBETCTBOBANM NPOBOAMMBIM Onepauunsam. VX pacnonoxeHue u
KOHCTPYKUMSA AOMKHbI CBOANUTb K MUHUMYMY PUCK OLUIMOOK M 0B6ecneynBaTb BO3MOXHOCTb 3EKTUBHOM OHNCTKM
N 06CnyXMBaHUA B LIENsiX UCKMIOYEHUS NEPEKPECTHON KOHTaMMHALMW, HAKOMMEHUS Mbin UK TPsi3n U NoBbIxX
HebnaronpuATHbLIX hakTOpPOB AN KayecTBa NpogyKuum.

MomelueHus

O6wue TpeGoBaHUA

3.1. HPOMSBO/J,CTBGHHaFI cpena NOMELLEHWI, y4ynuTbiBad BC€ Mepbl NO 3alinte npou3BoAcCTBa, OOJDKHA
npeacrtaBnAaTb MWHUManbHbIN PUCK KOHTaMUHaUMK MmaTtepunanos UM NpoayKkunn.

3.2. Cne,u,yeT npoBOAUTb TLAaTENbHOE TEXHNYECKOoe O6CJ'Iy)KI/IBaHI/16 NOMELLEHUIA, rapaHTnpys, 4To peMOHT
n 06CJ'Iy)Kl/IBaHMe HE 6yﬂ,yT npeacrtaBnATb HMKaKOW OMacHOCTU ANs KadecTsa npoaykumun. MNomeLeHmns cnenyet
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y6|/|paTb n, rgoe npumeHnmo, ﬂ,GSI/IH(bVILI,VIPOBaTb B COOTBETCTBUA C I'IO,D,pO6HbIMI/I NMMCbMEHHbLIMU NHCTPYKUUAMN.

3.3. OcsellueHune, TemnepaTypa, BNaXHOCTb M BEHTUMNSAUMSA AOMKHbl OblTb COOTBETCTBYHOLUMMU U HE
oKasblBaTb HebnaronpuATHOrO BO3AENCTBUSA (NPSIMOrO MMM KOCBEHHOMO) HWM Ha feKapCTBEHHble npenapatbl BO
BpeMs UX MPOM3BOACTBA U XpaHeHMWsl, HU Ha Haanexatllee yHKLMOHMpoBaHne obopyaoBaHuUS.

3.4. MNomelwennsa OOMKHbI ObITb CNPOEKTUPOBAHbI M OCHALLEeHbl TakuM obpa3om, 4ToObl obecneudnBaTb
MaKkcuMarbHYH 3allnTy OT NPOHNUKHOBEHNA B HUX HACEKOMbIX U (VIJ'II/I) XNBOTHbIX.

3.5. [lomkHbl ObITb MPUHATLI Mepbl, NpedoTBpallalollimMe BXod, B MOMELLEHUs MU, He UMeloLLMX npasa
JocTyna B HUX. 30Hbl MPOW3BOACTBA, XPAHEHUS M KOHTPONS KayecTBa He [HOJKHbl MCMOSb30BaTbCA Kak
npoxoaHble AN NepcoHarna, KoTopbI B HUX He paboTaerT.

MpounssoacTeeHHas 30Ha

3.6. MNepekpecTHas KOHTaMWHaLMsi AomkHa OblTb NpeAoTBpaLleHa Ans BCeX NeKapCTBEHHbIX CPeacTB npu
NPOEKTUPOBAHUM U SKCNIyaTauuyu Npomn3BOACTBEHHbIX NOMeLLeHuiA. Mepbl MO NpefoTBpaLLEHU0 NEPEKPECTHOM
KOHTaMMHaUMM [OOIMKHbI ObiTb COM3MepuMbl C puckamu. [Ons OueHkM W ynpaBreHus puckamu crnegyet
MCcnonb3oBaTb MPUHUMMBI YNPaBneHUss puckamMu Ans KadecTBa. B 3aBMCUMMOCTM OT YpPOBHsSi pucka MOryT
noTpeboBaTbCA BbiAENEHHbIE MOMELLEeHUs U obopyaoBaHWe AN MPOU3BOACTBEHHbIX U (MNM) YNaKOBOYHbIX
onepauun, 4TOObl KOHTPONMPOBaTb PUCK BO3MOXHOW  MEPEKPECTHOMW  KOHTaMUHaLUW  HEKOTOPbIMU
nekapcTBEHHbIMU CPeACTBaMMU.

Heobxogumo BblAensiTb MPOM3BOACTBEHHbIE YYacCTKW, €CNU JIEKApCTBEHHOE CPEACTBO NpPeLCTaBnsieT
cobon puck:

i) KOTOpblM He MOXET KOHTPONMPOBaTbCA Haanexawym obpasoM OpraHu3auuMoHHbIMU U (Unn)
TEXHUYECKMMU Mepamu, Unm

i) HayYHble JaHHbIE TOKCUKONOrMYECKON OLEHKM He NMOATBEPXKAatoT BO3MOXHOCTb HaAnexallero KOHTporns
pucka (Hanpumep, BbICOKOCEHCMOWMU3MPYIOLWLME MaTepuanbl C anfepreHHblM MOTEeHUManoM, Takue Kak
beTa-nakrtambl), unu

iii) cooTBeTCTBYIOLME Npeaernbl OCTAaTOYHbIX KONMYECTB, MNOMYYEHHbIE NyTEM TOKCUMKOMOMMYECKON OLIEHKM,
He MOryT ObITb YOBNETBOPUTENLHO OMNpeaeneHbl C MOMOLLbI BanvaMpoBaHHOIO aHanMTUYecKoro MmetToaa.

[anbHenwume ykasaHna npuseneHsl B rnase 5 HacToswmx MNpasun n B npunoxeHuax N 2 - 6 K HacToALWUM
MNpasunam.

3.7. I'Ipep,nhoMTeano, YTObbI NNaHUPOBOYHbIE peELUEeHndA NOMELLEHNA COOTBETCTBOBANM JIOMMYECKON
nocneanoBaTesibHOCTU NMPOM3BOACTBEHHbIX onepauMVl n Tpe6yeMbIM YPOBHAM HYUCTOThI.

3.8. lnaHvpoBOYHbIE pelleHns paboumx 30H W BHYTPUNPOU3BOACTBEHHBLIX 30H XpaHEHUs LOSKHbI
obecneunBatb nocregoBaTeNbHOE M FNOIMMYHOE pa3melleHne obopyaoBaHUS M MaTepuanoB, cBofsliee K
MUHUMYMY PUCK NepenyTbiBaHWA PasfUYHbIX JIeKapCTBEHHbIX NpenapatoB WM UX  KOMMOHEHTOB,
obecneunBaroLlee OTCYTCTBME MEPEKPECTHOM KOHTaMuHauuyM M cBOAsWEee K MWHUMYMY PUCK Mpomycka wmu
HenpaBWIbHOrO OCYLLEeCTBEeHMS Moboro atana Npy NPON3BOACTBE UMW KOHTPONeE.

3.9. Tam, roe wucxogHoe Cbipbe W MEpPBUYHbIE YMAKOBOYHbIE MaTtepuarnbl, MNPOMEXYTOYHas Wnn
HepacdacoBaHHasi NPOAYKUMSA MOABEPXKEHbl BIUSHUIO NMPOW3BOACTBEHHOW Cpefdbl, BHYTPEHHME MOBEPXHOCTM
(cTeHbl, NOMbl U NOTOMKM) OOMKHbI GbiTh rMagkuMu, Ges wenen U TpewuH Ha CTbikaX, He AOSKHbl BblOENsTb
YacTull, a TakKe OOMKHbI NErko 1 apPEKTUBHO OUYULLATLCS U, NPU HEOBXOAMMOCTU, Ae3UHMULNPOBATLCS.

3.10. TpyGonpoBodpbl, OCBETUTENbHbIE MNPUGOPLI, BEHTUMNALUMOHHBbIE YCTAHOBKM W OpYyrMe CUCTEMbI
06CNyXMBaHUA OOMKHbI BbITb CMPOEKTUPOBaHbI U PacMoNOXeHbl TakuM 06pas3oM, YToBbl He GbINo yrnyoneHun,
3aTPYOHSAOLWMX UX OYUCTKY. Mo BO3MOXXHOCTU JOCTYN K HUM ONsi 06CNYyXMBaHUA OOMMKEH OCYLLECTBNATLCA U3BHE
MPOV3BOACTBEHHbIX 30H.

3.11. ToYkM MOAKIOYEHUS] K KaHanmM3auMOHHbIM CTOKaM AOMXKHbl ObITb COOTBETCTBYHOLLMX pa3MepoB U
O60py,CI,OBaHbI yCTpOVICTBaMM ana npeagorepalleHnd 06paTHOFO notoka. Mo BO3MOXHOCTMU cnenyet n3beratb
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OTKPbITbIX CIMBHbIX XXErN060B, HO €ClNM OHU HEOBXOAUMBI, TO OHW OOMKHbI GbiTh HernyGokuMu ans obneryeHust
OYUCTKU U Ae3UHpEeKLMN.

3.12. lNpounsBoacTBEHHbIE 30HbI cnefyeT ahMEKTUBHO BEHTMNMPOBATh; B HUX OOIMKHbI ObITb cpeacTBa Ans
KOHTpPONsl MapamMeTpoB BO3Adyxa (BKMoYas Temnepatypy W, rae Heobxooumo, BRaXHOCTb M unbTpaumio),
CoOoTBeTCTBYlOLWME obpabaTbiBaemMol NpoayKLMK1, NPOBOAMMbBIM OMepauusmM U NpoM3BOACTBEHHOW 30HE.

3.13. BsBewwvBaHWe WCXOQHOTO Cblpbs, Kak MpaBWno, CrAegyeT OCYLWeCTBnsATb B OTAENbHOM,
npegHasHa4YeHHOM ANs 3TOro NOMeLLEeHUN.

3.14. B Tex cnydasix, Korga npoucxoaut obpasoBaHue MbivM (Hanpumep, BO BpemMsi oTbopa npob,
B3BELUMBAHWUS, CMELUMBAHUS WU MPOWU3BOACTBEHHbLIX OMepauui, YNakoBKWM CyxOW MpoayKuuu), OOMMKHbl ObiTb
MPUHATBLI crieumanbHble Mepbl NPegoCTOPOXKHOCTM B LENsiX NpeaynpexaeHns NepekpecTHoM KOHTaMuHauum U
obneryeHnst OYNCTKM.

3.15. MomeLleHnsa Ans ynakoBKWU NeKapCTBEHHbIX NPenapaToB A0SKHbI OblTb CneunanbHO CrIPOeKTUPOBaHbI
U pacnonoXeHbl TakMM 06pasom, YTobbl N3GexaTb NepenyTbIBaHUS MW NEPEKPECTHOWM KOHTaMMHaLNW.

3.16. npOM3BOD,CTBeHHbIe 30Hbl OOMMKHbI ObITb XOpOoLIO OCBELLEHbI, ocobeHHO Tam, rge npoBoANTCA
NOCTOSIHHbIN BVI3yaJ'lebIIZ KOHTPOIb.

3.17. KoHTponb B mpouecce NpousBoACcTBa MOXHO NPOBOAUTb B MPOM3BOACTBEHHOW 30HE, €Cnu 3TO He
cosfaeT pucka ans TeXHONOrM4ecKoro npotecca.

CKknapackue 30HbI

3.18. Cknaackme 30Hbl JOIMKHbI ObITb 4OCTATOMHO BMECTUTESbHBIMU, YTOOLI 06ecneunTb ynopsigoveHHoe
XpaHeHe pasfnUYHbIX KaTeropuini MaTepuanoB M NPOAYKLMWU: UCXOOHOIO Chipbsi U YNaKOBOYHbLIX MaTepuaros,
NPOMEXYTOYHOW, HepacdacoBaHHOW M rOTOBOW MpOAYKUMW, a Takke NPOAYKLUUW, HaxOAsLEeNcs B KapaHTUHe,
NPOAYKUNN, pa3peLleHHON Ansi Bbinycka, OTKINOHEHHON, BO3BPALLEHHOW U OTO3BaHHOMN.

3.19. lpn npoekTUpoBaHUM W OCHAaLLEHUW CKNagCKMX 30H crefyeT npegycMmatpmBaTtbh Hagnexaiume
yCnoBus xpaHeHusi. B yacTHOCTW, OHM [OMKHbI ObiTb YNCTBIMU U CYXMMW, B HUX AOIDKHA noggepXmeaTtbes
Tpebyemas TemnepaTypa. Ecnn TpebyloTca chneumanbHble YCMNOBUS XpaHeHust (Hampumep, Temnepatypa,
BMaXHOCTb), TO HeobxoaMmo obGecneumBaTb W MNPOBEPSATb TaKMe YCMOBUSA, a Takke OCYLLEeCTBNATb WX
MOHMUTOPWHT.

3.20. B mecTax npuemku n oTrpy3skm JosmkHa bbiTb obecnedeHa 3awmTa Cbipbs, MaTtepmnanos 1 NpoayKUmm
OT BO3AENCTBMS NOrOAHbIX YCNOBUA. 30HbI NPUEMKU AOIMKHbI BblTb CIPOEKTUPOBaHbl U 0BOPyAOBaHbI Tak, YTOObI
Tapy C MOCTynawLlum CbipbeM U MaTepuanamu nepen ckrnagupoBaHuWeM Npyv HeobXOAMMOCTM MOXHO Obino
oumLLaTh.

3.21. Ecnu pexum kapaHTuHa obecneunBaeTcs XpaHeHMeM NpodyKuMmn B pa3gerfbHbIX 30HaX, TO 9TU 30HbI
OOMKHbl OblTb YeTko 0OO03HayeHbl, a OOCTYyN B HUX paspelleH nepcoHany, MMeroLleMy COOTBETCTBYLLME
nonHomoums. Jliobas ppyras cuctema, 3aMeHsiiowas U3MYecKUiA KapaHTWH, [JofkHa obecneynBaTb
9KBMBANEHTHYI0 HaJEeXHOCTb.

3.22. Kak npaBuno, gormkHa ObiTb oTAeNbHasa 30Ha aAnga otbopa npob ncxogHoro ceipbs. Ecnv ot6op npob
oCyLllecCTBndeTCA B 30HE XpaHeHud, TO OH AOO0JKeH NnpoBOAUTbCA TakKnM 06pa30M, YTOObI npeaoTBpaTuUTb
KOHTaMMHALMIO NI NEPEKPECTHYIO KOHTaMUHALMIO.

3.23. [Ina xpaHeHUsi OTKIMOHEHHbIX, OTO3BaHHbLIX U BO3BPALLEHHbIX Cbipbs, MaTepUasrioB U NpoayKumm
JOMKHbI BbITb NPeayCMOTPEHbI M30NNPOBAHHBLIE 30HbI.

3.24. BbICOKOAKTMBHbLIE BeLLecTBa U JIeKapCTBEHHbIE MpenapaTtbl OOJKHblI XpPaHUTbCA B Ge3onacHbIX 1
3allnLLEeHHbIX 30HaxX.

3.25. CnepyerT yaenatb ocoboe BHUMaHue 6e3onacHoMy U HaAeKHOMY XpaHEHUIO neYaTHbIX YNakoBOYHbIX
mMaTepuanoB, TaK KaK OHW CYMTAKOTCA KpUTMYECKMMM [Ansi obecrneveHusi COOTBETCTBMS JEKApCTBEHHOrO
npenapara yCcTaHOBINEHHbLIM TpeboBaHMsM.
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30HbI KOHTpONA Ka4yecTBa

3.26. Kak npaBuno, nabopaTopum KOHTPONS KayecTBa AOMKHbI OblTb OTAEMNEHbl OT NPOVM3BOACTBEHHbIX 30H.
OT0 0COBGEHHO BaXkHO AN rnabopaTopuii MO KOHTPOSIKO BMONMOrMYECKUX U MUKPOBUONOrMYECKUX NEKaPCTBEHHbIX
npenapaToB 1 paanon30TOMNoB, KOTOpble AOMMKHbLI ObiTb TaKXKe OTAENEHbI APYr OT Apyra.

3.27. KoHTponbHble nabopaTtopuuM AOMMKHbI  OblTb  CNPOEKTUMPOBaHbl  TakMM  obpas3om, 4TOObI
COOTBETCTBOBAaTb TPeOOBaHUSAM K MPOBOAUMBLIM B HUX paboTam. Bo nsbexxaHve nepenyTbiBaHWS U NepeKkpecTHOm
KOHTaMuUHaunn OHWU AOOJDKHbl UMEeTb OO0CTaTOYHyk nnowaib. HeO6XOLI,I/IMO BblAENMNTb COOTBETCTBYHOLLNE U
noaxoasiime nnowagmn ons xpaHeHus obpasyos 1 3anucei.

3.28. [Inga yyBCTBUTENBHBIX NPUOOPOB, HYXXOALWNXCA B 3aliMTe OT BUOpALMMK, SNEKTPOMArHUTHLIX Nonen,
BNa>HOCTW BO34yxXa U T1.4., MOryT ObITb npeaycMoTpeHbl oTAesNIbHbIE KOMHATbI.

3.29. OcoGble TpeboBaHVs NpeobaBnsAlTCA K nabopaTopusiM, B KOTOpbIX NpoBoAsTcs paboTbl Co
creunguUYeckMmin BelLlecTBaM (Hanpumep, GUONOrMYeckUMM UM PaamMoakTUBHBIMIU MaTepuanamm).

BcnomorartenbHble 30HbI
3.30. KomHaTbl oTAbIxa 1 npuema nuLLmM SOSMKHbI ObITb OTAENEHbI OT APYrMX 30H.

3.31. Nomewwennsa ansa nepeogeBaHus, Tyanetbl U AyllEBble KaOMHbI AOIMKHBI UMETb YOOOHbIA AOCTYM, UX
nnaHMpoBKa 1 pasmepbl AOMMKHbI COOTBETCTBOBATb YMCMEHHOCTM NepcoHana. He gonyckaertcs, 4Tobbl TyaneTbl
HenocpeacTBEHHO COOOLANMCh C NPOU3BOACTBEHHBIMU UNN CKNAACKUMM 30HaAMU.

3.32. MacTepckre no BO3MOXHOCTW AOIKHbI OblTb OTAENEeHbl OT NPOU3BOACTBEHHbLIX 30H. B Tom cnyyae,
€CIM XpaHeHWe 3anacHbIX YacTeil M MHCTPYMEHTOB OCYLLECTBMSIETCS B MPOM3BOACTBEHHONW 30HE, UX criegyet
cofepxaTb B NpegyCMOTPEHHbIX A1 3TOro KOMHaTaxX Unmn 3anmparoLLmMXcs ALMKaX.

3.33. BuBapum gomkHbl BbiTb M30MMPOBaHbI OT APYIMX 30H, UMETb OTAENbHbIA BXOA (BOCTYM K XKMBOTHBLIM)
N OTAENbHbIE CUCTEMbI BO30YXOMNOATOTOBKM.

O6opyagoBaHue

3.34. KOHCprKLI,I/IFl, MOHTaX U NopAaaoK TeXHUYECKOro O6CJ'Iy)KI/IBaHMF| npon3BoaCTBEHHOIO 060pyﬂ,OBaHMﬂ
AOJ1XHbl COOTBETCTBOBATb €ro Ha3Ha4YeHuto.

3.35. PaboTbl MO PEMOHTY M TeXHMYECKOMY o6CnyXmBaHuiO o6OpyaoBaHMS He LOMKHbI NPEeACTaBnsiTb
HWKaKoM ONacHOCTW AN KayecTBa NPoayKLMM.

3.36. KoHCTpyKUMSl Npon3BOACTBEHHOTO 06OPYAOBAHUS OOMKHA ObITb TAKoW, YTOOLI €ro MOXHO GbINo Nerko
M TwaTenbHo ounwatb. OuYUCTKY crnegyeT MpoBOoAUTbL B COOTBETCTBMM C MOAPOOHBIMUA MUCBMEHHBLIMM
NHCTpyKuusiMu. OBopyaoBaHue crieqyeT XpaHUTb TONMbKO B YUCTOM U CYXOM COCTOSIHUM.

3.37. VlHBeHTapb Ona MbiTbAa U OYUCTKU cnenyet BbI6MpaTb MU Ucnonb3oBaTb Tak, 4ToObl OH He cTan
MNCTOYHUKOM KOHTaMUHaUUW.

3.38. ObopynoBaHne OOMKHO ObiTb YCTaHOBMEHO Takum obpasom, 4yTobbl He AonyckaTb BO3HWMKHOBEHUS
Kakoro-nnbo pucka owmBOoK UM KOHTaMUHaLMN.

3.39. lNpownseoacTBeHHOE 060OpyAOBaHNE He LOOMKHO MPEACTaBMsiTb HUKAKOM OMacHOCTM ANS NpoayKuun.
Yactn npous3BOACTBEHHOIrO 060pyaoBaHMs, KOHTAKTUPYHOLIME C NPOAYKUMEW, He OOSMKHbl BCTyNaTb C HEM B
peakuuto, Bblaenatb unn abcopbupoBaTb BeLLECTBa B TaKOW CTEMEHU, YTOObI 3TO MOrMNo MNOBNUATE HA KAa4eCTBO
NPOAYKUUN 1 co3aaTb Takum obpa3om Kakyr-nmbo onacHoOCTb.

3.40. ToyHOCTb M pabouni AmMana3oH BECOB U APYrMX CPedcTB M3MEPEHMW OOIMKHbI COOTBETCTBOBATbL
Npon3BOACTBEHHbBIM U KOHTPOJIbHbIM onepaunamMm, B KOTOPbIX OHU UCNOJTb3YHOTCA.

3.41. KanubpoBka n noBepka BECOB W APYrUX CPEACTB W3MEPEHWA, PErMCTPUPYIOLUX U KOHTPOJbHbIX
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I'IpI/I60pOB OOJKHa npoBOAUTBCA C onpep,eneHHon nepnoanmyHOCTb0  COOTBETCTBYWOLWMMU MeTOoOaMW.
Heobxogumo O(*)OpMﬂFITb N COXpaHATb 3anncun Taknx ncnblTaHWN.

3.42. CrauuoHapHble Tpybonposoabl AOMKHbI MMETb YETKYH0 MapKMpOBKY C yKazaHMeM Mpoxodsawux no
HVMM BeLLEeCTB 1, ecnn TpebyeTcs, HanpaBneHUn NOToKa.

3.43. TpybonpoBoabl Ans  BOAbl  OYMLUEHHOW, BOAbl AN WHbEKUMN  (AUCTUNNMPOBaHHONM,
OEVOHU3MPOBaHHOM) U, NpuM HeobxogumocTw, ApyronM BoAdbl cnedyeT noaBepraTb CaHuTapHon obpaboTke B
COOTBETCTBMM C MUCbMEHHBIMU WHCTPYKUMSMU, B KOTOPbIX YyKasaHbl npegenibi MUKPOOHOW KOHTaMuHauum u
nNpuHUMaeMble Mepbl B Criydae UxX NpeBbILLEHMS.

3.44. HencnpaBHoe obopynoBaHMe AOMKHO ObiTb yaaneHO M3 NMPOU3BOACTBEHHBIX 30H U 30H KOHTPONS
KaydyecTBa U npoMapKkmnpoBaHO Kak HeucnpaBHoe.

aga 4. [JlokymeHTauusa
MpuHUMN

Hapnexallan [OKyMeHTauusi COCTaBnsieT HEeOTbEMIIEMYK YacTb CUCTEeMbl obecrneveHus kavectBa M
ABNSETCA KMYEBbIM 3N1IEMEHTOM paboTbl B COOTBETCTBUU C HacTosilwmmMu MpaBunamu. B cucteme ynpaeneHus
KayeCTBOM MPOU3BOAUTENS AOIMKHLI ObITb YETKO YCTAHOBIEHb! pa3fyHble BUObl UCMONb3YEMON JOKYMEHTALMN U
HocuTenen wHdgopmaumun. [okymeHTauusi MOXEeT CyLecTBoBaTb B pasfUyHbiX cdopmax, B TOM 4uUCre Ha
OyMaXKHOM, SMEKTPOHHOM Wnn  doTorpacduyeckoMm Hocutene. [NaBHOW LENbl MNPUMEHSEMON CUCTEMBI
AOKYMeHTaUMM OOSMKHO ObITb CO3[daHue, ynpaBreHWe, KOHTPOSb U perncrpauusi Bcen AeaTernlbHOCTU, KoTopasi
MOXeT HEenocpeaCTBEHHO UMM ONOCPEeAOBaHO BNUATbL Ha BCE achekTbl KadecTBa NekapCTBEHHbIX NpenapaTtos. B
OOMONHEHMEe K Haanexallemy OOKYMEHTanbHOMY OMOPMIIEHUIO Pa3fMYHbLIX MPOLIECCOB U OLEHKU Kakmx-nmbo
HabngeHnn cuctema ynpaereHUsi KadeCcTBOM [OJPKHA cofepkaTb LOCTATOYMHO MogpobHble ykasaHus. OTu
yKkasaHus crnocobcTBytoT 0obLieMy noHMMaHuto TpeboBaHM Takmm  0Opas3oM, 4TOObl MOXHO  ObiNo
NPOAEeMOHCTPUPOBAaTL UX NOCTOsIHHOE coGnoaeHNE.

CyuiecTByeT 2 OCHOBHbIX BuAa OOKYMeHTauuu Ans BbliNonHeHus TpeboBaHum HacToswmx [lpasun u
peructpaumm nx cobnoaeHus: pernameHTUpYLWUA - MHCTPYKLUK (YKkasaHus, TpeboBaHus) U perncTpupyoLmn -
3anucu (oTyeTbl). Heobxoaumo nNpMMEHSTb COOTBETCTBYIOLLYIO Haanexallyro MpakTUKy [OKYMeHTanbHOro
ocbopmneHns B 3aBUCMOCTH OT BUAA AOKYMEHTa.

JomkeH OblITb BHeApPEH COOTBETCTBYHOLUMA KOHTPOMb And obecnevyeHus TOYHOCTU, LEeNIOCTHOCTH,
OOCTYMHOCTU M YETKOCTU LOKYMEHTOB. PernameHTupytowme 4OKYMEHTbI AOMKHbI ObiTb 4OCTYMNHbI B MMCbMEHHOM
BMAE M He JOJMKHbI cofepXaTb OWKNOOoK. [oHATNE "B MMCbMEHHOM BUAE" MCMONb3YETCA B 3HAYEHUN "3anMCaHHbIN
U 3a40KYMEHTUPOBAHHBIA HA HOCUTENSIX MHAOPMALIMK, C KOTOPbIX AaHHbIE MOTYT ObiTb MNOSy4YEHbl B YNTAEMOM

dopme".

[JokymeHTauus, Tpebyemasa Hagnexaiien
Npou3BOACTBEHHOMN NPaKTUKOMN

Hocbe HpOVISBO/J,CTBeHHOVI nnowaakn: OOKYMEeHT, B KOTOPOM oOnncaHa OeATeNIbHOCTb NpOou3BOAUTENA,
nmveruaa oTHoweHne K HacToALnm HpaBMnaM.

Tunbl pernaMeHTVpYIOLWKX LOKYMEHTOB (PYKOBOACTBA U TpeboBaHus):

cneumduKaLumn - OOKyMeHTbI, coaepkaline noapobHble TpeboBaHUs, KOTOPbLIM AOIMKHLI COOTBETCTBOBATL
ncxodHble U ynakoBOYHbIe MaTepuanbl M MNPOAYKUMS, UCTONb3YIOLWIMECH UMW MonyYaemMble Npu Npou3BOACTBE.
OHM 9BNAOTCA OCHOBOW ANA OLEHKM KavecTBa NekapCTBeHHbIX Npenaparos;

MPOU3BOACTBEHHbLIE PELIENTYPbl, TEXHOMOTMYECKNE WHCTPYKLUMW, WHCTPYKUMM MO YMNAKOBKE, METOAMKM
UCMbITAHUI - OOKYMEHTHI, codepxaliue noapobHyo MHdopmMauuio 060 BCEM WUCMONb3YyEMOM UCXOAHOM Chipbe,
o6opyaoBaHMN U KOMMbIOTEPU3MPOBAHHBLIX cUCTEMaxX (MpU KX Hanumuun). B aTUX [JOKYMeHTax [OrmKHbI
cofepxkaTbCsi BCE MHCTPYKUMM MO OCYLLECTBMEHMIO TEXHOMOrMYEeCcKUX NpOLECCoB, ynakoBke, OTGopy npob wu
NpoBeAeHU0 UcnbiTaHuiA. [ae NpUMeHMMO, crefyeT ykasaTb BCe TOUKM KOHTPOMS B NpoLecce Npou3BoACTBa, a
Takke UCMOMb3yEMbIE NMPOLECCHO-aHANMUTUYECKUE TEXHOMNOMMN BMECTE C KPUTEPUSIMUA NMPUEMIEMOCTY;
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npouenypbl (CTaHOapTHble onepauunoHHble npouenypbl (ganee - COI)) - QOKyMeHTbl, coaepxalue
TpGﬁOBaHVIFI K BbINOJTHEHUIO onpeneneHHbIX onepaumﬁ;

NPOTOKOJbl - JOKYMEHTbI, coaepiXallne Tpe6OBaHVIﬂ K nMpoBegeHunto 1 perncrtpaunn otaeribHbiX onepau,vl|7|;

TEXHWYECKME COrnalleHus - COrnalleHusi, 3aKMioYeHHble Mexay 3akasyvkamv W UCMONHUTENSMU
OTHOCUTENBHO PaboT, KOTOPbIE BbINOMHATCA CTOPOHHUMU OpraHn3aumnsiMun (ayTCOPCUHT).

Tunbl pErMcTpUpyOLLNX OKYMEHTOB (3anucuy (0T4eTh)):

3anncu - cBMOETenbCTBa, NOATBEPXOAlolMe BbINOMHEHNe PasnuuHbIX OeNCTBUM ANA [AoKasaTenbcTsa
COOTBETCTBUS MHCTPYKLMAM (Hanpumep, MeponpusTUii, NPOUCLLECTBUIA, paccrenoBaHuin). Ons npousseaeHHbIX
cepuit Takke codepXaT UCTOPUIO KaXKOoN cepum NpodyKumK, BKIoYas MHopMaumio o ee peanvsauuio. 3anucu
cofepaT UCxoAHble OaHHble, UCMorb3yeMble Ans hopMUpPOBaHUS APYruX 3anuceil. B cnyyae mcnonb3oBaHust
9MEKTPOHHbIX 3anuceit onpenensiTb, KakMe OaHHble CriegyeT UCMoSb30BaTb B KauyeCTBE WCXOAHBIX, AOSKHbI
yCTaHOBMNEHHbIe Mnonb3oBaTenu. Bce OaHHble, Ha KOTOPbLIX OCHOBbLIBAIOTCH PELUEHWA MO KadyecTBY, AOMMKHbI
onpeaenaTbCs B KAYeCTBE UCXOAHbIX AaHHbIX. 3anucy, OTHOCALLIMECS K KOHKPETHOM cepum, MoryT BbiTb cobpaHbl
B [JOCbE Ha CepuIio;

cepTudMKaTbl aHanusa - [OOKYMeHTbl (macrnopTa, aHanuTU4Yeckue §UCTKW, APYrve  OOKYMEHTbI),
cofepxalime pesioMe pesyribTaToB MCMbITaHWA 0OpasLoB MPOAYKUMU UMW MaTepuasioB BMECTE C OLEHKOWA
COOTBETCTBUSI  YCTAHOBMEHHOW  crneundmkaumn.  OueHka  COOTBETCTBUS  CEPUN  YTBEPXKAEHHOMY
PerncTpaumMoHHOMY [OCbe Takke MOXeT OblTb OCHOBaHa (LENMUMKOM WNW 4YacTUYHO) Ha aHanu3e [AaHHbIX,
napameTpoB U pe3ynbTaToB, MOSyYEHHbIX B pearlbHOM BpeMeHW (pes3toMe M OT4YeTbl 06 OTKMOHEHUsIX). Takol
noaxoA NpUMeHVM, ecnv npu NPou3BoOACTBE CEPUN UCMONb3YeTCs NPOLEeCCHO-aHanuTuyeckasi TexHonorusi (PAT);

OTYeThbl - OOKYMEHTbI, OTpaXatoline BbINOJNIHEHNE KOHKPETHbIX 3agaHunn, NPOEKTOB Unun paCCJ'IeﬂOBaHI/IVI
BMeCTe C pesylnbTaTtamMu, BbiBOAaMN N peKkoMeHO4aunamMmn.

YnpaBneHue foKyMeHTauuemn

4.1. JomkHbl GbITb YCTaHOBMNEHbI TpebOBaHWSA KO BCEM BuMAaM OOKYMEHTOB, M UX crnegyeT cobnwoaatb.
TpeboBaHMA NPUMEHAIOTCA B paBHOW Mepe KO BCEM opMaM AOKYMEHTOB Ha pasfuyHbIX BuAax Hocutenen
nHdopmaummn. Ona CnoxHblx cuctem TpebyeTcs XOpOLO 3a40KyMEHTMPOBAHHOE MOSICHEHWe, Banuaauus wu
afeKBaTHbI KOHTPOMb. [OKyMeHTbl MOryT ObiTb CMeLlaHHbIMU Mo dopMe, Hanpumep, HeKOTopble 3NEMEHThI B
3MeKTPOHHOM Buae, a gpyrve - Ha BymaxHoMm HocuTene. Heobxogumo ycTaHOBWTL B3avMOCBS3W W CpeacTsa
ynpaBneHust B OTHOLLEHUWN OPUrMHANoB AOKYMEHTOB, oduumarnbHbIX KOnun, obpaboTkM AaHHbIX U 3anucei, Kak
ONA CMeLUaHHbIX, Tak M Ans OOAHOTUMHBLIX CUCTEM AOKyMeHTauuu. HeobxoamMmo BHeApuTb COOTBETCTBYHOLLME
cpencTtea ynpaBneHusl B OTHOLIEHUW TaKuMX SNEKTPOHHBLIX AOKYMEHTOB, Kak LabrnoHbl, opMbl U NepBuYHbIE
OOKyMeHTbl. [ormkHbl OblTb COOTBETCTBYHOLLUME Mepbl KOHTpoNns Ans obecneyeHus LenoCTHOCTWM 3anvcen B
TeyeHne cpoka XpaHeHus.

4.2. D,OKyMeHTbI AOJDKHbI  TWATeNbHO pa3pa6aTb|BaTbc;|, noarotTaBnNMBaTbCd, COrMacoBbliBaTbCA WU
pacnpenenAaTbca. B 3aBucMmoCTM OT BMOa OHM OOSKHbI OTBEYaTb TpGGOBaHVIﬂM COOTBETCTBYHOLLNX yacrtemn
CI'IeLl,I/ICbMKaLI,I/IIZ nccnegyemoro npenapara, permctpaumMoHHOro AoCbe, a TakkKe OOKYMEeHTOB, nogaBaeMblX Ond
nony4yeHuna nmueH3nm Ha npon3soncTBo. KOI'II/IpOBaHI/Ie OopUrnHarbHbIX JOKYMEHTOB C LeJbi nosiy4eHus pa6oqwx
OOKYMEHTOB He [OJTKHO AOoNnyCKaTb BO3HUKHOBEHUE Kakux-nmbo oLmobok npu KonnpoBaHU.

4.3. PernameHTupyoLme OOKYMEHTbl OOSBKHbI ObiTb YTBEPXAEHbI M MOAMNMUCAHbLI NMUAMKU, UMEKLLUMU
npaBo nognucy, ¢ ykasaHvem gatbl. CogepxaHne AOKYMEHTOB JOJMKHO ObiTb OAHO3HAYHBIM, AOKYMEHThI SOJIKHbI
NUMETb YHUKanbHY0 naeHTudunkaumto. [lomkHa 6biTb onpeaeneHa nata BBEAEHUS B AENACTBME.

4.4. PernaMmeHTUpyowmne OOKYMEHTbI AOMKHbI MIMETb NOMMYHYH0 CTPYKTYPY, 0GecneynBatoLLyto NpocToTy UX
npoBepku. CTUMb M3NOXEHMS1 OOKYMEHTOB [AOMKEeH COOTBETCTBOBATb WX MNpeanoniaraeMoMy WCMOSb30BaHUIO.
CraHpapTHble onepauMoHHble Npoueaypbl, paboyne NHCTPYKLUM U METOLMKM AOMKHbI ObiTb HanncaHbl B opme,
npegnonaratwoLlen 0653aTeNbHOCTb UX BbINONHEHUS.

4.5. [JokyMeHTbl B pamKax CUCTEMbl YNpaBrieHUsl KayeCTBOM CriedyeT perynsipHO nepecmatpuBaTtb U
aKkTyanuaupoBaTtb, He06X0OUMO UCKIYNUTL UCMONb30BaHNE yCTapeBLUNX BEPCUNA.
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4.6. [JOKyMeHTbl HEe AOSMKHbI OPOPMASATLCS B PYKONUCHOM BUAE, OOHAKO €Cnu NpeayCcMoTPEeHO PYyKONMcHoe
BHeCeHue B JOKYMEeHTbl AaHHbIX, TO AOJIKHO ObITb AOCTaTO4YHO MeCTa Angd Takux 3anucen.

I'IpaBMna Haanexawero AOKyMeHTanbHOro ocbopmnel-mn

4.7. PyKOI'II/ICHbIe 3anncuK JOoImKkHbl ObiTb cAenaHbl YeTKo, pa36oplw|Bo M TaK, YToObl BHECEHHbIE AaHHble
Henb3s 6bIno yoannTtb.

4.8. 3anucu cnenyeT BeCTU Npu BbINOJIHEHUN KaXXOoro OEeNCTBMS N Taknm 06p830M, 4YTOOblI MOXHO ObINo
npocneanTtb BCHO 3HAYNMYHO OeATEeSIbHOCTb, KaCakoLlyrCcAa Npon3BOoACTBa JIEKAPCTBEHHbIX NpenapaToB.

4.9. Jlloboe M3MeHeHue, BHOCUMOE B [OKYMEHT, AOIMKHO ObiTb MoAnMcaHo U gatvpoBaHo. V3ameHeHue
OOMKHO JaBaTb BO3MOXHOCTb MPOYTEHWS MepBOHa4vanbHONW WHpopMauuu. [Ae npuMeHWMOo, AOormkHa ObiTb
yKkasaHa npuynHa u3amMeHeHums.

XpaHeHMe AOKYMEHTOB

4.10. JomkHO ObITb YETKO OnpeaeneHo, kakasi 3amnMcb OTHOCUTCS K KaXaomy Buay Mpov3BOLCTBEHHOW
OEATENbHOCTU, U rae oHa HaxoauTtcs. JomkHbl ObiTb 06ecneyeHbl HaaeXHble MepPbl KOHTPOMs, BanMaANPOBaHHbIE
B COOTBETCTBYIOLUMX Cry4asix, Ans obecnevyeHns LenoCcTHOCTM 3anucy Ha NPOTSXKEHUM CPOKa XpaHeHWs!.

4.11. OcoGble TpeGoBaHUs NpeabsABNAOTCSA K JOKYMEHTaLMN CEPUM, KOTOPYIO CriedyeT XpaHuTb B TeYEHMe
1 roda nocrie OKOHYaHWs CpoKa rogHOCTM 3TOW Cepuu UM He MeHee 5 NeT nocre BblAayn paspelleHus Ha
peanv3aumio cepun YnonHoOMOYEHHbIM NALIOM B 3aBUCMMOCTU OT TOTO, Kakol CPOK Aonblue. [NnA nekapcTBeHHbIX
npenapartoB, npegHasHavyeHHbIX ONs KMMHUYECKUX UCCRedoBaHWi, JOKYMEHTaUUo cepun crnedyeT XpaHuTb Kak
MUHUMYM 5 NeT nocrne okoHYaHWs UM odULManbLHOro NpekpalleHUs NocrneaHux KNMHUYECKUX uccrnenoBaHui, B
KOTOPbIX MCMornb3oBanu aTy ceputo. B TpeboBaHusix 3akoHoOaTeNbCTBA rocydapCTB-YieHoB U npaea Cotosa K
creundUYeckMmMm BuOaM J1eKapCTBEHHbIX MNpenapaToB (Hanpumep, BbICOKOTEXHOMOMMYHbIE EeKapCTBEHHbIE
npenapatbl Ans Havbonee COBPEMEHHbIX BWOOB NedeHus) MoryT GbiTb ycTaHOBReHbl 6onee AnuTEnbHble
nepvoabl XpaHeHUst onpeaeneHHbIX J0KYMEHTOB.

4.12. Ons Opyrvx BUOOB [OKYMEHTALUMW CPOK XpaHeHWsi 3aBUCUT OT BUAOB AESTENbHOCTU, KOTOpble 3Ta
AOKYMeHTauusl conpoBoxgaeT. KpuTuyeckylo [OOKYMEHTauuio, BKMHOYas WCXOAHble AaHHble (Hanpumep,
Kacalowuecs BanuaauMnm unu crabunbHOCTW), NoATBepXAdalolime WHPOPMALMIO PErMcTpaLMoHHOro [Ooche,
HeoBX0AMMO XpaHWTb Ha MPOTSKEHUU CPOKa OEWCTBUS PErMCTPaLMOHHOrO yaocToBepeHus. [onycTumo yaansatb
onpeeneHHylo OKyMeHTauuo (HanpuMmep, UCXOAHble AaHHble, COMpPOoBOXAaloLMe OTYETbl MO Banugaumm unm
CTabUNbHOCTK), ecnn OaHHble GbiNM 3aMeHeHbl MONHLIM KOMIMIEKTOM HOBbIX AaHHbIX. OGOcHOBaHME Takux
AeNCTBMIN OOMKHO ObiTb OdopMIeHO AoKyMeHTarnbHo. [pu 3TOM HeobXoouMo Yy4uuTbiBaTb TpeboBaHusA K
XpaHEHUIO JOKYMEHTauuu cepumn (Hanpumep, B crlyyae AaHHbIX MO Banuauuu npoLecca COMpoBOXAalolme
MCXOoAHble OaHHble CneayeT XpPaHUTb Mo KpalHel Mepe Takoe Xe BpeMsl, Kak 1 [OKYMeHTaLUuo Ha Bce cepuun, ans
KOTOpbIX paspeLleHne Ha BbiNyck NOATBEPXKAEHO AaHHbIMU 3TUX BanMaaUMOHHBIX UCCIe4oBaHUMN).

B cnepyrowmx pasgenax npuBedeHbl NMpuMepbl HEOOXOOUMBbIX OOKYMEHTOB. B cucteme ynpaBneHus
Ka4yeCTBOM [JOSKHbl ObITb OMMcaHbl BCE AOKYMEHTbl, HeobxoAumble AONs rapaHTUM KadecTBa MNPOAYKLUUKN U
©e30MacHOCTM NaUNEHTOB.

Cneuncpukaummn

4.13. Heobxogumo uMeTb B HanMyMM COOTBETCTBYIOLUMM 0Opa3oM yTBepXXOEHHble crneundurKaumm Ha
NCXOHbIE U YAaKOBOYHbIE MaTepuarb! U roTOBYIO NMPOOYKLMIO C YKasaHWeM AaThl YTBepXaeHUs.

Cneundurkaumm Ha UcxofHble U YNaKoBOYHble MaTepuanbl

4.14. CﬂeLl,I/I(bl/IKaLI,I/IVI Ha UCXOAHble MaTepuanbl, nepBuYHblie UIN NeYaTHble YyNakoBOYHbIE MaTepualnbl
OOJDKHbI cogepxXaTb CcrneayroLwyr Mchopmaquo (COOTBeTCTByIOLU,VIe CCbIJTIKM Ha Mchopmau,mo, roe I'Ipl/IMeHl/IMO)Z

a) onvcaHue Matepuarsnos, BKnioyatolee B cebs:
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HauMeHOBaHWe 1 BHYTPEHHWI KOA;

CCbINKY Ha hapMaKkonenHylo CTaTblo WM Ha OpYryld HOPMAaTUBHYIO AOKYMEHTaUMIO WU HOPMAaTUBHbIV
OOKYMEHT (Npu Ux Hanu4um);

HanMeHOoBaHue YyTBepXAeHHbIX NOCTaBLUMKOB W, €Cli 3TO BO3MOXHO, Npou3BoaAUTENA WUCXOAOHbIX WU
YNaKoOBOYHbIX MaTtepunarnos;

obpaseL, neyaTHbIX MaTepnarsnos;

b) nHcTpykumm no ot6opy Npob 1 NpoBeAEHUIO UCMbITAHUN;

C) Ka4eCTBEHHbIE U KONMYECTBEHHbIE MOKa3aTenm ¢ yka3aHuem JonyCTMMbIX NPeaerioB;

d) ycnoBus XxpaHeHsi u Mepbl NPegoCTOPOXHOCTY;

€) CpOK FOAHOCTU UM MakCUMarbHbIA CPOK XpaHEHWs 40 MOBTOPHOIO KOHTPONS.

Cneuudmkaumm Ha NPOMEXYTOUYHYIO U HepacdaCoBaHHYIO NPOAYKLUUIO

4.15. Cneuudpmkaumm Ha NPOMEXYTOUHYIO U HepacacoBaHHY NPOAYKUMIO AOMKHbI ObITb B HANU4umM s
KPUTUYECKNX CTaauMi Unu npu ee npuobpeTeHun u oTrpy3ke. OTu crneumndmrkaumm SOSMKHbI ObiTb aHaNorMyHbl
cneunduKaLmam COOTBETCTBEHHO Ha MCXOAHOE Cbipbe MO0 rOTOBYO MPOAYKLMIO.

Cneuudmkaumm Ha roToBy0 NPOJYKLMIO

4.16. Cneundurkauum Ha roToBylo NPOAYKLMIO AOIMKHbI coaepXaTth creayLlimne AaHHble:

a) HaMMeHOBaHWe NeKapCTBEHHOro npenapara u Ko (npu Heob6xoaumMocTh);

b) coctaB nnu ccbinka Ha COOTBETCTBYIOLLMIA JOKYMEHT;

C) onucaHune nekapcTBeHHoM hopMbl U NoApobHbIe cBeaeHUS 06 yNakoBKe;

d) MHCTPYKUMKM No 0TOOpPY NPob 1 NPoBEAEHMIO UCTIBITAHWIA UM CCbINKa Ha COOTBETCTBYHOLLNA [OKYMEHT;

€) Ka4YEeCTBEHHbIE N KONTMYECTBEHHbIE NMOKa3aTeNu C ykasaHneM A0onyCTUMbIX Npeaenos;

f) ycnoBus xpaHeHus1 1 ocobble Mepbl NPEAOCTOPOXHOCTU NPU UCMONbL30BaHMKM (MPU HEOBXOAUMOCTH);

g) CPOK rOAHOCTMW.

MpounsBoacTBeHHasn peLenTypa U TeXHONorm4yeckme MHCTPYKLUMN

Ha kaxgbli Npou3BoaUMbIA NEKapCTBEHHbIA MpenapaTt U Kaxabld pa3Mep cepun HeoGXOAMMO UMEeTb
yTBEPXXAEHHbIE NMMCbMEHHbIE NMPOVU3BOACTBEHHYIO PELLENTYPY U TEXHONOMMYECKUE UHCTPYKLIMN.

4.17. NpownsBoacTBEHHas peLenTypa AOIPKHA BKMoYaTh B cebs:

a) HaMMeHOBaHWe fekapCTBEHHOrO NpenapaTa Co CCbISIKOM Ha KOA B COOTBETCTBMU CO cneumndmrkaumen;

b) onncaHne nekapcteeHHON POpMbI, O3MPOBKM Npenaparta u pasmepa cepuu;

C) nepeyeHb BCEX WCXOAHbIX Marepuanos, KoTopble OyayT MCNoOMb30BaTbCs, C yKa3aHMeM Konuyectsa
Kaxkgoro. Takke OOMKHbl ObiTb yKa3aHbl BCE BELLECTBA, KOTOPble MOTyT UCHE3HYTb B XO4E TEXHOMOrM4ecKoro

npouecca;

d) oxugaemblii BbIXOA4 TOTOBOW MPOAYKUMWM C  YyKasaHWem [OOMyCTUMbIX MNpedenoB W BbIXOAbl
COOTBETCTBYHOLLUX MPOMEXKYTOYHbLIX MPOAYKTOB, IAe 3TO BO3MOXHO.
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4.18. TexHonorMyeckme NHCTPYKLMU OOSMKHbI coaepXaThb:

a) OaHHble 0 MeCTe OCyLleCTBI1eHUA npouecca u 06 OCHOBHOM O60p}/D,OBaHI/IM, KOTOpO€e OOJIKHO Npu 3TOM
MCMOJ1b30BaTbCH;

b) mMeTogbl uUnNu CCbINKM Ha MeToAbl, KOTOPblE OOIMKHbI UCMONb30BaTbCA AS1 NOATOTOBKU KPUTUYECKOTO
obopyaoBaHusa (Hanpymep, O4UCTKA, MOHTaX, kKanMbpoBka, cTepunmMsauus);

C) VHCTPYKUMM MO MpOBepke TOro, Yto oGopydoBaHWe W paboyee MecTo CBOGOAHbI OT MpeablayLuei
MPOAYKUMWN, HEHYXHbIX AN 3arnfaHypOBaHHOIO Mpouecca AOKYMEHTOB M MaTepuarnoB, a Takke Mo NpoBepke
YMCTOTbI 0GOPYAOBAHUA U €70 FOTOBHOCTU K CrieAytoLLeMy NpoLeccy;

d) noapoGHble nocTaauiHble TEXHOMOrMYeckue WHCTPYKUMM (Hanpumep, NpoBepka MaTepuaros,
npeaBapuTenbHas o00paboTka, MNOPSAOK 3arpy3kM Cbipbsl, KpUTMYECKME napameTpbl npouecca (Bpems,
TemnepaTypa u T.1.));

e) MHCTPYKUMKN NO BCEM BMOAM KOHTPOIIA B npouecce npon3BoacTea C ykasaHnemM onyCTUMbIX Npeaenos;

f) TpeboBaHuA K xpaHeHM0 HepacacoBaHHOW NPOAYKLMU NPU HEOOXOOMMOCTHU, BKMOYas TpeboBaHMs K
Tape, MapknpoBKe U cneumnanbHbIM YCIoBUSM XpaHeHus, rae 1o TpebyeTcs;

g) Bce noanexatime cobnogeHnto ocobble Mepbl MPEAOCTOPOXKHOCTHU.
MHCTpyKLuMM No ynakoBKe

4.19. Ina kaxporo nekapcTBEHHOro npenaparta, pasMepa WU Tuna YNakoBKU AOMXHbl ObiTb B Hanuuuu
WHCTPYKLUM No ynakoBke. Kak npaBuno, oHW JOMKHbI BKNoYaTh B cebs cneayowme cBegeHus (CCbInkv Ha HMX):

a) HavMeHOBaHWe NeKapCTBEHHOro mpenapara, BKMoYas HoMep Cepun HepacdacoBaHHOW MPOAYKLMU U
rOTOBOrO NPOAYKTA;

b) onucaHue ero nekapcTBeHHOW POPMbI U JO3UPOBKU (rae NPUMEHUMO);

C) KONMYEeCTBO NeKapCTBEHHOMO npenapaTta B OKOHYaTerbHOW YNakoBKe, BblpaXXeHHOe B LUTYKaX, eguHULax
mMacchbl Unm oobvema;

d) NOJIHbIN nepeyeHb BCeEX HeobXxoaMMbIX YNakoBOYHbIX MaTepunarnos, BKIHO4Yada UX Kornn4ecTtea, pa3mMmepbl U
TUMNbI C YKa3aHuem Koga minn Homepa, OTHOCALLMXCA K CI'IeLI,VI(*)VIKaLI,VIFIM Ha Kaxkgblin yI'IaKOBO‘-IHbIVI maTtepuarn;

e) roe npuMeHummo, o6pa3eu, nnn Konma COOTBETCTBYHOLUMX MNedYaTHbIX YNakKoOBOYHbIX MatepuanoB u”
O6p83Ll,bI, YKa3biBaoLime Ha MeCTo HaHeCeHnUA HomMepa cepumn U Cpoka rogHoOCTU NpPoaYyKUUK;

f) TpebGoBaHusi nMo npoBepke Toro, YTo obopygoBaHuMe M paboyee MecTo cBOGOAHBI OT MpeablayLLen
npoaykumn, JOKYMEeHTOB UM MatepuanoB, HEHYXHbIX ONA 3aniiaHUMpOBaHHbIX onepau,vuh Nno ynakoBke (O‘-II/ICTKa
NMHUK), a TaKXke Mo NPOBEpPKE YNCTOTbI 0OOPYAOBaAHUS U €r0 TOTOBHOCTM K CNeayoLLemMy npoLeccy;

g) cBedeHud O noanexalwmx CcobniogeHno crneuunanbHbiX  Mepax NpegoCTOPOXHOCTU  (BKMoYas
TWaTenbHYy NPOBEPKY 30HbI YNAKOBKM M 060pyAoBaHWs), rapaHTUPYIOLWMX OYUCTKY YNakOBOYHOW NMHUW nepes
Havanom paboThl;

h) onucaHune npouecca ynakoBki CO BCEMWU OCHOBHbIMW BCNOMOraTesibHbIMU OnepaumsMmn 1 UCnonb3yembim
obopyaoBaHuewMm;

i) onncaHme KOHTPOId B npouecce npon3soacTea C ykasaHUAMU Mo 0T6opy r|p06 1 0onyCtnMbiX npeaenos.

[lononHutensHo MoryT ObiTb paspaboTaHbl WHble [OOKYMEHTbl, KOHKPETU3MPYIOLLUME  MOJIOKEHUS
MPOV3BOACTBEHHON peLenTypbl Y TEXHONOrMYECKUX MHCTPYKLIWIN.

3anucu no npoun3BoancTBy cepuun
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4.20. Ha KaXayr npounsBeneHHy cepuio crnenyeTt COXpaHATb 3annucu no npon3BoacTBy Cepun.

OHn OOJTXHblI OCHOBbIBaTbCA Ha COOTBETCTBYHOLLNX YacTt4ax yTBEPXOEHHbIX OOKYMEHTOB
(I'IpOI/ISBO/J,CTBeHHOﬁ peuenTypbl U TEXHOIOIMYeCKnx I/IHCprKLI,IAVI) n coaepxartb crnenyroLwlyro Mchopmau,mo:

a) HauMeHoBaHVe 1 HOMEP Cepum NPoaYKLWK;

b) oaTbl 1 BpeMsi Ha4ana u 3aBepLUeHNss TEXHOMNOrMYECKOro NpoLecca, a Takke OCHOBHbIX NPOMEXYTOUHbIX
cTagum;

C) dhamunusa n mHuumManbl onepaTtopa (onepaTtopoB) KaXOoOW OCHOBHOM TEXHOMOIMMYECKOW onepauuu, a
TakKke nuua, NPOBEPUBLLENO KaXayko U3 3TUX onepauun, npu HeobxoamMmMocTu;

d) Homep cepun 1 (UNN) HOMEP aHaNUTUYECKOTO KOHTPONS, a Takke (hakTUYeCcKkn OTBELLEHHOE KONMMYECTBO
NCXOAHbIX MaTepuarioB Kaxaoro Buaa (BKMYas HOMeEpP Cepunm M KonuyecTBo Jtoboro pobaBreHHoro
pereHeprMpoBaHHOIo unu nepepaboTaHHOro martepuana);

e) cBeeHnsA o NoGol oTHocALWENCS K Aeny TEXHONOMNYecKon onepaummn Unv nobom AencTBum, a Takke 06
OCHOBHOM MCMOSIb30BaHHOM 0GOpyaAOBaHUY;

f) 3anMcu Mo KOHTPOMIO B MpoLecce MPOM3BOACTBA C YKas3aHWEM WCMOMHWUTENein M MomnyYeHHbIX
pe3ynbLTaTos;

g) BbIXoq NPOAYKLUMM Ha pa3nnyHbIX CTagusiX NPOU3BOACTBA;

h) cBegeHus o6 ocobbix npobrnemMax C noAnMCaHHbIM paspelleHnemM Ha nboe OTKIMNOHeHWe oT
TEXHOMOTNYECKNX MHCTPYKLIMIA;

i) nognnck nNuua, OTBETCTBEHHOMO 3a TEXHOMOMMYECKUIA NMPOLLECC, C YKa3aHneM Aathbl.

B cnyyae ecnu BanvMaupoBaHHLIA Mpouecc noABepraeTcsi MOCTOSIHHOMY MOHWUTOPUHIY W KOHTPOSto,
aBTOMaTUYeCKN Co3aaBaeMble OTYETbI MOFYT OrpaHUMYMBaTLCS KPaTKUM pe3toMe O COOTBETCTBUM U oTYeTamu 06
OTKITOHEHMUAX (OTCTYNIEHUSAX) OT crieumdunkaumm.

3anucu no ynakoBke cepumn

4.21. Ha KaXayr npounsBeneHHy ceputo nnn 4acTtb cepun cnenyet CoOXpaHATb 3anmncu no ynakoBke Cepun.
OHM gomKkHblI OCHOBbLIBaATLCSA Ha COOTBETCTBYHOLLNX HacCTAX VIHCprKLI,VIIZ Mo ynakoBKe.

3anucu nNo ynakoBke cepun AOIMKHbI BKOYaTL B cebd cneaytowime AaHHbIe:
a) HaMMeHOBaHWe 1 HOMep Cepumn NiekapCTBEHHOro npenapara;
b) naTta (gatbl) M Bpems NpoBegeHns onepaumn no ynakoBke;

c) hamunus U MHUUManbl onepaTtopa (onepaTopoB) KakgoW OCHOBHOW TEXHOSOMMYecKkoi onepauuu, a
TakkKe nuua, NPOBEPUBLLENO KaXAYH M3 3TUX onepauyit, Npu Heo6XoaMMocCTy;

d) 3anncm npoBepokK MAEHTUYHOCTU N COOTBETCTBUA MHCTPYKUMAM MO YNaKOBKEe, BKIKOYadA pe3ynbTaTbl
KOHTPONA B npouecce npon3soacTBa,

€) nogpobHble cBegeHUs 00 OCyLeCTBMNEHHbIX oOnepauusx Mo ynakoBKe, BKMOYas CCbIKM  Ha
ncnosfib3oBaHHOE o6opy,u,oaaHV|e M ynakoBOYHbIE JIMHUN;

f) O6pa3Ll,bI MCMOJ1Ib30OBAHHOIO NeYaTtHOro ynakoBOYHOrro mMarepuana, BKIo4ad 06pa3Ll,bI C HaHeCEeHHbIMU
HOMEpPOM cepunn, CPOKOM roaHOCT U NpovYNMn AONOSNTHUTESIbHbIMU MapKUpPOBOYHbIMW AaHHbIMU, TAe NPUMEHUMO;

g) cBefeHust 06 ocobbIx npo6nemax UIN HEeOObIYHbIX npouncLuecTBnax ¢ noanMCaHHbIM pa3pelleHnem Ha
noboe OTKIOHEHNE OT VIHCprKLI,l/IIZ Nno ynakoBKe;
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h) KonM4ecTBO U CChbifika Ha HOMEpP WM HaMMEHOBaHWE BCEX MevaTHbIX YMaKoOBOYHbIX MaTepuarnoB U
HepacgacoBaHHON MPOAYKUMU, BblAaHHbIX, UCMOMb30BAHHbIX, YHUUTOXEHHbIX U BO3BPALLEHHbIX Ha cknag, a
TakKkKe KONMYeCcTBO rOTOBOrO NpoAyKTa ANs COCTaBNeHNa COOTBETCTBYOLEro 6anaHca. OneKTPOHHbIA KOHTPOSb B
npoLiecce ynakoBKku ABMASIETCA OCHOBAHWEM AN HEBKINIOYEHMS TakoW MHAopMaLnu;

i) nognuck Nuua, OTBETCTBEHHOIO 3a MPOLECC YNAaKOBKW, C yKasaHMeM Aathbl.

Mpouenypbl 1 3anucu
Mpuemka

4.22. Ha npuemKy Kaxgow TMOCTaBKM KaXdoro BMAa WCXOOHbIX MartepuanoB (B TOM uucre
HepacgacoBaHHON, MPOMEXYTOYHOW UIM FOTOBOW MPOAYKUUKM), a TakkKe MNEepPBUYHbIX, BTOPUYHBIX U MeYaTHbIX
YMaKoBOYHbIX MaTepUanoB AOMKHbI OblTb B HANUYMM NUCbMEHHbIE NpoLeaypbl U NOATBEPXAAOLME 3anmnCu.

4.23. 3an1cuy no npuemke AoSKHbI coaepXaThb:

a) HaumeHoBaHWe MaTepuana B HaknagHou 1 Ha Tape;

b) BHyTpU3aBoackoe HavMeHOBaHWE (ECNM OHO OTNIMYAETCsl OT HAMMEHOBAaHWS, YKasaHHOro B MOAMYHKTE
"a" HacTosiwero NyHkTa) n (unu) kog matepuana (NnpyM HeobxoaANMOCTH);

C) maty npuemky;
d) HaumeHoBaHWe NocTaBLLMKa U HAMMEHOBaHWE NPOU3BOAUTENS;
€) HoMep cepumn NPOM3BOAMUTENS UNN KOLOBLIN HOMEP;

f) obLee kKONMYECTBO NONYyYEHHBIX MaTePUArnoB 1 YNCIO eOUHUL, YNaKOBOK;

KoHcynbTaHTlnt0C: npumeYaHue.

Hymepauusa noanyHKTOB AaHa B COOTBETCTBMM C OpuLmanbHbIM TEKCTOM SOKYMEHTA.
h) Homep cepuun, NPUCBOEHHLIN NOCe NPUEMKMU;
i) ntobble cyLleCcTBEHHbIE 3aMeYvaHus.

4.24. [lonmxHbl ObITb B HANMU4YUM MUCbMEHHBIE MpoLedypbl MO BHYTPU3ABOACKON MapKUPOBKE, KapaHTUHY U
XpaHEHWUIO UCXOAHBIX, YNaKOBOYHbIX U, ECIM HEOGXOAMMO, APYrX MaTepuarnos.

OT160p Npob

4.25. [omkHbl ObITb B HanUuMu nNMcbMeHHble npouenypbl No otbopy npob, cogepxawime cBegeHus o6
ncnonb3yemblX MeTogax M obopyaoBaHWMKM, KONMUYECTBaxX, KOTOPble [AOMKHbl ObiTb OTOBpaHbl, U NOObIX
noanexalimx cobroaeHnio Mepax npegoCTOPOXHOCTM BO M3bexaHue KoOHTaMUHauuym matepuana unu noboro
yXyALeHUs ero KayecTsa.

NMpoBeageHue ncnbiTaHUN

4.26. [JormkHbl GbITb B HANUYUM NMUCbMEHHBIE METOAMKM UCTbITaHNS 06pa3LLoB MaTEPUAnoB U NPOAYKUUM Ha
pasnNnyHbIX CTaausix MPOWM3BOACTBA C YKa3aHWEM WCMONb3yembiXx MeTodoB UM obopynoBaHus. [MpoBedeHHble
NCMbITaHWS AOMKHbI OblTb JOKYMEHTarNbHO 0POPMIIEHBI.

Mpouee

4.27. [OomKHbl OblTb B HanuMunM MNUCbMEHHbIE npouenypsbl, yCtaHaBMBawLlne nNopAnoK BbiNyCKa U
OTKIMOHEHUA MaTepuanos 1 npoaykuun, B 4HaCTtHOCTU Bbliayn YyNoOJIHOMOYEHHbIM JTIULIOM (J'II/ILI,aMI/I) paspelieHna
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Ha BbIMYyCK roTOBOW npoaykumun. Bce 3anucn gomkHbl ObITh OOCTYNHbl YNOJIHOMOYEHHOMY INnLy. [orxHa ObITb
BHeOpeHa cucrtema pAansd 0003HayeHus1 crneumanbHbIX HabMwAeHWA U MobbIX WU3MEHEHWA B OTHOLLEHWM
KPUTUYECKMNX OaHHbIX.

4.28. CneayeT BECTU U COXpaHATL 3anuncy No peanusaummn Kaxaon cepum npoaykumm B Lensax obneryeHus
0T3blBa 3TOWN Cepun B criydae HeOGXOAMMOCTH.

4.29. [omkHbl ObiTb B HanM4Mu MUCbMEHHO W3MOXEHHbIE MOMUTUKK, MPUHLMIMBLI, NPoLUeaypbl, MnaHbl,
MPOTOKONMbI, OTYETbI K OTHOCALLMECH K HUM 3anvcu NpeanpuHATbIX AEeACTBUMI UMK COENaHHbIX 3aKMioYeHui, rae
NPUMEHUMO, B OTHOLLEHUM:

Banvaauumn n ksanmdukauum npoueccos, 060pyaoBaHMs N CUCTEM;
MOHTaxa 1 kanmbpoBkn 06opya0BaHNS;

nepeHoca TEXHOSOII;

TEXHUYECKOro 06CnyXMBaHWS, OYUCTKN N Ae3UHpeKLNK;

nepcoHana, BKMo4asi cnuMcky nuy ¢ obpasuamu nognucen, obyyeHue Hactosiwum [lpaBunam u
TEXHUYECKUM BOMpOcaM, NepeofeBaHuo U rMrmeHmdeckum TpeboBaHMsM, a Takke NpoBepKy 3dhdeKTUBHOCTU
00yyeHus;

MOHWUTOPWHIa NPOM3BOACTBEHHOW CPEfbI;

MEepPONpUATUIA, HanpaBeHHbIX Ha OCYLLEeCTBIIEHNE KOHTPOIS MOSIBIEHUS U pacnpoCTpaHeHusl BpeguTenen;
npeTeH3uni;

OT3bIBOB NPOAYKLUNN;

BO3BpaTOB NPOAYKLMU;

KOHTPOMNSI UBMEHEHUN;

paccrefoBaHUst OTKIOHEHWIA U HECOOTBETCTBUI;

BHYTPEHHEro ayauTa KavyecTBa (CooTBeTCTBUS TpeboBaHMaM HacToawmx Mpasun);

06061 eHns 3anmcen (HanpumMep, 0630p kavYecTBa NPOAyKUMM) NP1 HEOBXOANMOCTY;

ayauTa NoCTaBLUUKOB.

4.30. [HomkHbl OblTb B HanMWuMM YeTKne MWHCTPYKLUMM MO  IKCMfyaTauuum OCHOBHBIX  eduHUL,
MPOM3BOACTBEHHOIO U KOHTPOJSIbHO-aHaNUTUYECKOro 060pyaoBaHms.

4.31. Heobxooumo BeCTU perucTpauMoHHble >KypHanbl Ons Hauboniee BaXHOro WM KPUTUYECKOTO
TEXHOJIOrMYECKOro Y KOHTPOJSIbHO-aHANUTMYECKOrO 060PYAOBaHMS, @ TaKkke AN NOMELLEHWUA, T4e NPOM3BOAMITACH
npogykuus. B aTux XypHanax crnegyeT perMcTpupoBaTb B XpOHOMOrM4yeckom nopsake noboe ucnonb3oBaHue
3TVX MOMeLLeHUn, obopyaoBaHUSA U METOA0B, NPOBEAEHME KanMBPOBKN, TEXHNYECKOTO OBCIYXMBaHUSA, OUYNCTKU
UNN PeMOHTA C yKa3aHueM AaT v i, BbINOSHMUBLUNX 3TU paboThbl.

4.32. CnepyeT BECTU y4ET JOKYMEHTOB B paMKax CUCTEMbI YNPaBIieHNsi KAYECTBOM.

MnaBa 5. NMpousBoacTBO
MpuHUMN

TexHonornyeckune onepaunn OOJIKHbl OCYLLECTBNATbCA MO YEeTKO YCTaHOBJIEHHbIM npouenypam, OHU
AOOJIXHbl OTBE€4YaTb HacToALLMM I'IpanmaM ana nonyyvyeHuna npoaykunnm Tpe6yeM0ro Ka4dyecTBa U COOTBETCTBOBATb
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paspeLleHnto (NMMLEH3NM) Ha NPOM3BOACTBO M PEMMCTPaLMOHHOMY [OChE.
O6wue TpeboBaHUA

5.1. TpoM3BOACTBEHHbLIV NPOLIECC AOMKEH OCYLLECTBNATLCA U KOHTPOMNMPOBAaTLCH KBanUULMPOBaHHbLIM
nepcoHarnom.

5.2. Bce pgencrteus, NpoBoAUMbIE C MaTepuanaMm M NpoAayKuMen, Takme Kak npuemMka u KapaHTuH, oTOop
npo6, xpaHeHne, MapKMPOBKa, Bbldaya B NPOU3BOACTBO, TEXHOOMMYECKMIA MPOLIECC, YNaKkoBKa M peanusauus,
cnegyeT OCyLEeCTBIATb COrMacHO NMCbMEHHbBIM NpoueaypamM Unn MHCTPYKLUMUSAM M 0POPMIIATb JOKYMEHTanbHO.

5.3. Bce nocTynawowue MaTepuanbl OOMKHbI OblTb MpoBepeHbl, YToObl rapaHTUpoBaTb, YTO MOCTaBKa
COOTBETCTBYET 3akasy. Tapa [ormkHa ObiTb ouuuieHa (Mpu HeoOXoOAMMOCTM) M MapKMpOBaHa C YyKalaHWeEM
Tpebyemown nHdopmauumn.

5.4. dakTbl NOBpEXAEHUs Tapbl U YNAKOBKM U Niobble Apyrve npobremMsbl, KoTopble MOryT HebrnaronpusaTHO
MOBMUSTb Ha Ka4yecTBO MaTtepuarnoB, AOSKHbl ObiTb paccriegoBaHbl, OMOPMIEHbI AOKYMEHTanbHO, a
MHpopMaLMsl O HUX JOSKHA ObiTh AONOXEHa B NoapasaeneHnst KOHTPOMs kayecTea.

5.5. nOCTyI'IaI'OLLI,Me mMmaTepuanbl U npon3eefeHHaa rotoead npoaykuna OOJMKHbl HeMeaNeHHO noMeLlaTbCAa
B KapaHTWH, OpraHMSOBaHHbIﬁ no npuHUuny pasgesfibHOoro XpaHeHunAa unn 3a c4eT OpraHmM3auMoHHbIX Mep, U
cogepxatbCqa B HEM 0 NOoJydYeHUA pa3pelleHnda Ha Ux ncnonb3oBaHne Uinmn peann3auuio.

5.6. MNpreMky 3akynaembix NPOMEXYTOYHON N HepacdacoBaHHOW NPOAYKUMM NPOBOASAT B COOTBETCTBUM C
npasunamu, AeNCTBYOLWNUMN NS UCXOAHLIX MaTepuanos.

5.7. Bce maTepvarnbl ¥ NpoayKUMIo CrieQyeT XpaHUTb B COOTBETCTBYIOLLMX YCMOBUSIX, YCTAHOBMEHHbIX UX
npoussoauTeniemM, B OMpedeneHHoM nopsiake, oGecrneuynBalollemM pasfeneHue Mo cepusiM U YCTaHOBIIEHHYHO
o4YepeaHOCTb UCMOMNb30BaHUS CKMaACKUX 3anacos.

5.8. Cne,qyeT NpoBOAUTL MPOBEPKN BbIXOAOB N MaTepunaribHOro ©anaHca, 4Tobbl Y6e,EI,VITbCﬂ B OTCYTCTBUU
pacxo>|<p,eHV|17| C gonyctumbiMu npeaesnibHbIMKA 3HaA4YEHNUAMW.

5.9. He gonyckaeTca ogHOBpeMeHHOe WNu focrefo