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Mpepncnosune

1 PA3SPABOTAH locygapcTBeHHbIM 6I0MKETHLIM 06pa3oBaTe/ibHbIM yUYpexieHreM BbicLlero npodec-
CUOHa/IbHOrO 06pa3oBaHns MepBbiM MOCKOBCKVM rOCYAapCTBEHHBIM MEAWLMHCKAM YHUBEPCUTETOM WUMEHWU
MN.M. CeueHoBa MuHucTepcTBa 3paBooxpaHeHus Poccuiickoint ®epepauun (Mepsbim MIMY umenn U.M. Ce-
4eHOoBa)

2 BHECEH TexHuuyeckum KomuTeTom Mo ctaHgapTtusauum TK 458 «Pa3paboTka, Npon3BOACTBO U KOH-
TPOJib KayecTBa /leKapCTBEHHbIX CPeACTB»

3 YTBEPX/AEH W BBEAEH B AENCTBUE MMpukazom deaepansHOro areHTCTaa No TeXHUYecKomy pe-
ryIMpoBaHuio 1 MeTposiorun ot 29 Hosbps 2016 1. Ne 1832-cT

4 BBEJEH BMNEPBbIE

MpaBuia NPUMEHeHNs HACTOSLW ero cTaHjapTa yCTaHOBMEHbl BCcTaTbe 26 defepasibHOro 3akoHa
0T 29 uoHs 2015 r. No 162-®3 «O cTaHgapTusauuu B Poccuiickoin ®epepauum». VHchopmaumsa 06 uns-
MEHEHUAX K HACTOSALWEMY CTaHAapTy NY6/INKYETCA B €XErofHOM (N0 COCTOAHUI0 Ha 1sHBaps TeKyL ero
roga) MHOpPMaLMOHHOM yKa3aTene «HauuoHabHble CTaHAapTbi», @ oPULMaANbHBIA TEKCT N3MeHeHUi
M NOMpaBOK — B €XeMeCAYHOM MHOPMAaLMOHHOM yKasaTene «HauunoHanbHble cTaHfapTbhli». B cnydyae
nepecmoTpa (3amMeHbl) UM OTMEHbI HACTOSLLEr0 CTaHAapTa COOTBETCTBY UL ee yBeaoOMeHEe GyaeT
ony6/IMKOBAHO B €XeMeCsHHOM MHOopMauMoLWoM ykasaTtene «HauuoHanbHble cTaHfapTel». CooTBeT-
CTByl L an MHOpMaUWs. YyBeJOMIEHNE N TEKCThl pa3smMelLalnTcs Takxe B MHDOPMALUOHHOW cucteme
06LL,ero nob30BaHNsA — Ha omumanbHOM caliTe defepasibHOro areHTCTBa NO TEXHUYECKOMY perynnpo-
BaHWIO N MeTponiornu B ceTn MHTepHeT (Mvw.gost.ru)

© CraHgapTuHdgopm. 2016

HacToswuii ctTaHgapT He MOXET GbITb MOMIHOCTbIO UK YACTUYHO BOCNPOU3BELEH, TUPAXXUPOBAH U pac-
MPOCTPaHEH B KayecTBe O(hULMANBbHOMO N3AaHNs 6e3 paspelleHns deaepasbHOro areHTCTBa No TEXHUYECKO-
My peryanpoBaHuio U MeTposiorum
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BeeneHne

Llenblo HacToAwero cTaHAgapTa ABNsSeTCA yCTaHOBAeHMe O6LMX MPUHLMNOB U3roTOBNEHNA paanodap-
MaLeBTUYECKNX NIeKapCTBEHHbIX NpenapaTos (PPI1) B MEAULIMHCKMX OpraHn3auusx.

P®M oTHOCAT K 0CO6OIA rpynne MeAuLMHCKUX NpenapaTtos, YTO 06YCNOBEHO HaNNYMEM B cOCTaBe pa-
ONOMETKU. a TakkKe O4YeHb KOPOTKMMYM CPOKamu MUCMOob30BaHUS.

O6LWwue NPUHLMNBLI Hagnexallein Nnpon3BoACTBEHHON npakTuku (GMP), Apyrue HopMaTuBHbIE [JOKYMEH-
Tbl. perynupyoLme nponM3BoACTBO TeKapPCTBEHHbIX CPeACTB U obpalleHne ¢ pagnmoakTUBHbIMU UCTOYHUKAMNA,
[O/MKHbI YYNTBIBATHCA MEAULMHCKUMU OpraHn3aumamu, narotosnsowmmm PPr. OgHako hapmateBTnyeckas
cuctema n3rotosneHnss PP B MeANLMHCKUX opraHu3aumsax 6yAeT oTanyaTbCa OT ONMCaHHON B APYrMX HOP-
MaTVBHbIX AOKYMEHTaxX No creAyrowmm npuinHam:

- 06bem cepun PPI. kak npaBuio, cocTaBnseT OAHY YNakoBKY M YacTo MpMMeHsieTcs B TeyeHue 12 4
C MOMEHTa M3roTOB/IEHNS, YTO AesiaeT HEBO3MOXHbIM BbIMO/IHEHME BCeX NpefyCMOTPeHHbIX hapmakoneer
UCMbITaHUA 4,0 ero NpUMeHeHus;

- CTEPUNBHOCTbL NPOAYKTa HE MOXET 6biTb 06ecneyeHa TONbKO BbINONHEHNEM UCMbITAHUA Ha CTepub-
HOCTb. AO/IXHbI 6bITb UCNO/Ib30BaHbI APYrie MeTofpl:

- U3roToBAlT PPI B MEANLIMHCKUX OPraHn3aumsax TobKO U3 3aperncTpupoBaHHbIX UCXOAHBIX MaTepu-
anoB. Tak Kak npy 3TOM MOryT 6bITb NOMyYeHbl HOBble XUMUYECKNe COeAnHEHUS.

HacTtoswwmii ctaHgapT pa3paboTaH ¢ yyeToM nonoxeHuin pykosoactea PIC/S «Guide to good practices
for the preparation of medicinal products in healthcare establishments» (npunoxenue 3) [4]. pykosoacTBa UK
Radiopharmacy group «Quality assurance of radiopharmaceuticals» n gpyrux nyéaukauui.
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HALULUWOHANBbHBLIMN CTAHOAPT POCCUWNCKOWN SEALEPALUM

PAONODPAPMALEBTUYECKUWE JIEKAPCTBEHHbBIE MPEMAPATbI

O6une TpeboBaHUs K OpraHu3aunm n3roToBneHus pagmoapmaLeBTMUYecKnx npenaparos
B MEAULMNHCKUX OpraHusaumnsx

Radiopharmaceutical medicinal products. General requirements for organization of production
of radiopharmaceuticals in medical organizations

[ata BBefeHns — 2016— 08— 01

1 O6nactb NpUMeEHeHUA

HacToswwmii cTaHAapT cogepXuT pekoMeHzaumnm no opraHusaumn paboT no M3roToBreHW0 paguodap-
MaL,eBTMYECKUX IeKapCTBEHHbIX nNpenapatoB (P®I) B MeAUUUHCKUX OpraHuMsauumsx, He npegHasHauvyeHHbIX
[ONsi BbIMyCKa B rPaXJaHCKuii 060pOoT, 1 YTOUHSIET OTAENbHbIE MOJIOXEHUSA NPaBW Hag/exalleli Npoussoa-
CTBEHHOW MNpaKTVKK, 06sA3aTtefibHble N Heobs3aTesibHble ANS BbINOSHEHUS OpraHM3auusiMu, OCYyLLEeCTBASIO-
LMW MPOU3BOACTBO M KOHTPO/b KayecTBa P®I1. B cnyyae Hannuma B npaBunax Hagjexalein npousBoa-
CTBEHHOW NPaKTUKWN AETa/IbHOTO U UCYEPNbIBAKOLLETO OnucaHus TpeboBaHUii OHWM NPUBEAEHbI B HACTOSALLEM
cTaHgapTe B MUHUMa/IbHOM 06beMeE.

HacToswwmii ctTaHgapT NpMMeEHSeTCs BMECTe C NpasuiaMy Haanexalleih NpoM3BOACTBEHHOM MPaKTUKK.

2 TepMUHbI 1 onpeneneHus

B HacTosileM cTaHgapTe NPUMEHEHbI TEPMUHBI, MPUHATbIE DefepasibHbIM 3aKoHOM [1] v nprkasom (2].

YuutbiBas HEKOTOPbIE PAa3/INuMs B OpraHW3auunm W3roTOB/IEHUSI U KOHTPOSS KauyecTBa pasHbiX TUMOB
paguohapMaLeBTUUYECKUX NIeKapCTBEHHbIX MPEenapartos, Ans Ueneli HacTosliero cTaHaapTa Bce PP pas-
ZeneHbl Ha ABe 60/bLuMe Tpynmbl:

- P®IM-Ha6opbl — nNpenapaTbl, M3roToBMAsSiEMble M3 HA60POB NpenapaToB NyTeM BHECEHUS B HUX paguo-
HYK/IUAA. 3/I0MPOBaHHONO U3 reHepaTopa, Uan ¢ UCMO/b30BaHMEM PafMOaKTUBHbIX NpesLecTBeHHUKOB;

- npenapartsl A/151 NO3UTPOHHO-3MUCCUOHHOI Tomorpadun (M3T-npenapaTtbl) — npenapatbl Ans MN3T-
[OMarHocTUKU. a Takxke Bce apyrve paavodapmaleBTMYeckme eKapCTBEHHbIe npenaparsl, nosyyaembie He-
nocpeAcTBEHHO Ha MecTe.

3 O6wme nonoxeHus

31 OpraHusaums [o/mkHa OCYLeCcTBAATb U3rotosneHne PPl Tak. 4Tobbl rapaHTMpoBaTb UX COOTBET-
CTBME CBOEMY Ha3Ha4eHuio, YCTaHOB/IEHHbIM TPe6OBaHNAM U UCKOUYNTL PUCK, CBA3AHHbIN C HEY,0BNeTBOPU-
TeNbHbIMY 6€30NacHOCTbI0, KAYeCTBOM U 3DPEKTUBHOCTLIO.

OTBETCTBEHHOCTb 3a BbIMO/IHEHNE 3TMX TpeboBaHWii HeceT PyKOBOACTBO opraHusauuun. VIx Bbinon-
HeHne TpebyeT Hajnexaliero UCNOTHEHNA CBOUX 06A3aHHOCTEN NepcoHanoM pasnnuyHbIX nogpasgene-
HWUA opraHn3auun NponM3BoAUTENS HA BCEX YPOBHAX. 18 OCTMXKEHMA 3TUX Leneid opraHm3aumsa fonxHa
pa3paboTatb M ob6ecneunTb MpaBubHOE (DYHKUMOHMPOBaAHME (hapMaLeBTUYECKOW cUCTeMbl KayecTsa
(cnctembl obecneveHns kadectsa). OpraHusaumsa [O/MKHA [OKYMeHTanbHO odopmutb hapmauesTuye-
CKYI0 CUCTEMY KayecTBa M KOHTposMpoBaTth ee 3apheKTMBHOCTb. OCHOBHbIE MPUHLMMbI YNpaBAeHns Kade-
CTBOM OpraHusauumn Npon3BOACTBA U KOHTPONSA KayecTBa 1 ynpas/eHns puckamu A5 KayecTsa ABASOTCA
B3aVWMOCBSI3aHHbIMU,

M3paHue ocrumyansHoe
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3.2 dapmMaueBTMYecKkas cuctema KauecTsa, npefHasHaueHHas Ana u3rotosnieHnst POT. gomkHa rapaH-
TUpOBaTh crefytoLlee:

a) P®I pa3paboTaHbl ¥ U3TOTOB/IEHBI C YYETOM NOCEAHNX AOCTMXKEHUI HayKu;

6) onepaumny No N3roTOB/IEHUIO U KOHTPO/IO ONpeaeneHbl 1 COOTBETCTBYIOT Tpe60BaHUAM HACTOSILLEro
cTaHpapTa:

B) NpyMeHeHne P®M1 y naumeHTa A0 BblAaun yNosHOMOYEHHBIM IMLOM paspeLleHust Ha BbiMycK He A0-
nyckaetcsi. YNo/IHOMOUYEHHOe /L0 YAOCTOBEPSIET, UTO KaxKaasi cepus IeKapCTBEHHOro cpeacTsa 6biia 13ro-
TOB/IEHA. NPOKOHTPO/IMPOBAHA U XpaHUIACh B COOTBETCTBUM C YCTAHOB/IEHHBIMU TPEGOBAHUSIMU.

r) NpeAnpuHsATLIE opraHu3alvell Mepbl o6ecneunBatoT KauecTBo POl B TeUEHNE BCEFO CPOKA FOAHOCTU
NPV UX XpaHeHUn 1 nocnegytoliem obpatieHum.

3.3 OpraHusauua Jo/mkHa VUMeTb B afMUHUCTPATWBHOW CTpyKType nogpasgeneHue no o6ecrevyeHuio
KauyecTBa, OCYLLECTB/ISAOLLEE MOHUTOPVHT BCEX CTaawii n3rotoBneHus P®M ¢ uenblo o6ecneyeHnst ero kade-
cTBa.

3.4 BofblIOe 3HaueHVe UMeeT Haf/exallas perrcTpauus AaHHbIX MOHUTOPUHIA NomeLleHuid U npo-
LeccoB. OLEeHKa 3TVX JaHHbIX SB/ISIETCS YacTbio NpoLiecca BbiNycka Cepun B 06palleHue.

4 TepcoHan

4.1 O6bwme TpeboBaHuA

4.1.1 OpraHu3auusa Ao/HKHa MMeTb JOCTaTOYHOE KOMMYECTBO MepcoHana, MMetoLlero Heo6xoammoe 06-
pa3oBaHue. Keamukaumo, obyyeHre 1 onbIT paboThl, & Takke AOCTaTOYHbIe pecypchbl, BKYaa o6opynao-
BaHve 1 nomMelleHns, obecneymsaioLLie BbIMOSHEHNE NePCOHaIOM CBOMX 0653aHHOCTEA.

4.1.2 MNpurotoBreHMe N KOHTPO/Ib KayecTBa paguochapmMaLeBTYeckmx npenapaToB A0/DKHbI OCYyLLeCT-
B/IATLCA U KOHTPO/IMPOBAaTLCA KBANUMMULIMPOBAHHBLIM NEPCOHaIOM. [o/MKHOCTHbIE 06A3aHHOCTM COTPYAHNKOB
[OMKHBI 6bITb U3/TOXKEHBI B JO/HKHOCTHBIX NHCTPYKLMSX.

4.1.3 MNpw BbINONHEHUM BCEX onepauuii (MpUroToB/IEHNEe, KOHTPO/b KayecTBa WM BbiNyck P®I) ogHum
nMLoM (YNnosIHOMOYEHHBIM NIULIOM MO KayecTBy) B opraHu3aLlmmn Ao/MKHbI 6bITb CO6/04eHbl BCE COOTBETCTBY-
foLiVe NMCbMEeHHbIe NPoLeAypbl, COrTacHO KOTOPbIM BbIMOMHAITCA 3TW AelicTBuA. Ecnn npou3BofCcTBEHHbIe
onepauuu BbIMOHATCA OAHUM COTPYAHUKOM, TO AO/HKEH NPOBOANTLCSA KOHTPO/b Onepauumii u noaTeepxae-
HVMe UX COOTBETCTBMUA BTOPbIM HE3aBVMCUMbIM CMELUanncToM, KOTOpbI npowesn obyyeHne n cnocobeH oue-
HWTb COOTBETCTBYIOLLME pe3y/bTaTbl AW faHHbIe, MOHUMAEeT UX 3HaYeHne n cnocobeH NoaTBepAUTL UX nNpa-
BU/IbHOCTb.

4.1.4 B opraHu3auun, U3roToBNsOLLEN AN CBOUX Lieneil Heckonbko P®I Ha ogHOI niowanke, peko-
MeHAyeTCa UMeTb JOCTaTO4YHOe KONMYecTBO NnepcoHana A1 BbINOHEHNS BCeX onepauuii Mo Npov3BOACTBY,
KOHTPO/II0 KayecTBa U 06eCMNeyeHmnio KayecTsa /15 UCKYEeHNS OWNBOK 1 NEPEKPECTHON KOHTaMuHaLmK.

4.1.5 flo3a 065yyeHns nepcoHana [o/HKHa KOHTPOMPOBAaTLCA C MOMOLLLI0 MHANBUAYANbHLIX f03UMe-
TPOB YTBEPXAEHHOTO TUMNa, MoKasaHWsA KOTOPbIX PerynspHO NPOBEPSTCSA W PerucTpupyoTca. JaHHbliii Bug
KOHTPONSA MOXET 6bITb AOMO/IHEH KOHTPOMEM C MOMOLLbIO 3/IEKTPOHHbIX A03VMETPOB, KOXHbIX f,03UMETPOB Ha
nanbubl 1 T.4. MNocne 3aBeplueHnsa NpurotosneHns PPl Heo6xoAMMO MPOBECTU KOHTPO/b PafvoaKTUBHOMO
3arpsisHeHVs nepcoHana 1 paboymx MecT C MOMOLLbIO COOTBETCTBYIOLLMX paAnoMeTpoB. Jlloboe 3arpsasHeHne
[O/KHO 6bITh yAafleHO HEMeLNEeHHO UK AO/DKHO ObiTb OFPaHMYEeHOo ero pacnpoctpaHeHue, a AocTyn B 3a-
TPA3HEHHYI0 30HY [O/DKEH OblTb 3anpelyeH [0 Tex Mop. Noka paanoakTUBHOCTb He AOCTUTHEeT A0NyCTUMOro
YPOBHSA.

4.1.6 MepcoHan, paboTaroLwuii o CTEPUIbHBIMU MaTepranamu, LO/MKEH coboaaTbh TEXHUKY acenTuye-
CKoli paboTbl, BK/IOYAA HOLIEHWe COOTBETCTBYIOLLE NMPOM3BOACTBEHHOW OAeXAbl, NCNONb30BaHNe CTEPUIIb-
HbIX PacXofHbIX MaTepnasios.

4.2 O6yyeHune

4.2.1 NMepcoHan, pa6oTawwuii B 30HAaX M3roTOBMEHUS pagnoapMaleBTUYECKNX 1eKapCTBEHHbIX
cpeAcTB (BKIOYAs NepcoHas, 3aHATbI YOOPKOA M TeXHUYECKUM 06CMyXMBaHMEM), AO/DKEH MPOWTU AONO-
HUTenbHoe obyyeHne, CBA3aHHOE CO CneuutrKoi NpoLeccoB 1 NPoAYKLMU. B YacTHOCTW, NepcoHan A0/MKeH
MMeTb CreLunasbHy NOAroTOBKY MO pasfvalyoHHON 6e30MacHOCTU.

4.2.2 TMepcoHan, paboTalwmii B pagnodapmaLeBTIeckx nogpasgeneHnsx, JO/HKeH NpoiTn obyue-
HVMe No BceM acrnekTam ob6ecneyeHus KauyecTsa, BK/IKOYAA M3roTOBMEHUE, BbIMYCK, KOHTPO/b KayecTBa W na-
60paTopHbIE UCMbITAHWS, OYUCTKY, TPAHCNIOPTUPOBaHKE, KannGpoBKy (NOBEpKy) 060pyaoBaHus (B YacTHOCTH,

2
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CpeAcCTB U3MEPEHUS pagnoakTUBHOCTK), NpaBuia NoBeAeHNs B NOMELLEHUSX Noapa3aeneHus, npuroTosse-
HWe UHAUBUAYaNbHbIX [03. 4OKYMEHTaUMIo, TMrneHy 1 dpapmaleBTUYeCcKyo MUKPOo6buonoru, MMkpobuonoru-
YeCKUi MOHUTOPWHT.

4.2.3 OpraHusaumsa go/mKHa Takke NpoBOANTL Nocsefytolee HenpepbiBHOe 06yyeHne nepcoHana, ne-
puoanyecKn oueHMBas ero npakTuyeckyto apekTmBHocTb. ObyyeHne nepcoHana AO/MKHO NPOBOAUTLCSA MO
y4yebHbIM MporpaMmamM Wau naaHam, B TOM 4YMcC/ie MO HOBbIM MpoleaypaM 1 onepauusim, obnactsam, npej-
CTaBNAWLMM 0CO6YI0 BaXHOCTb AN18 KayecTBa NpoAaykuni. OpraHusauust o6s3aHa XpaHuUTb JOKYMEHTaLUMo 0
nposefieHUN 06ydeHus (BK/IOYas, Hanpumep, pestome COTPYAHUKOB, KONUK AUMIOMOB U CBUAETEeNbCTB, aTTe-
CTaTOB) A1 K&XA0ro COTPYAHVKA, 3aHATOro B M3rotoBneHun PO,

4.3 OTBeTCTBEHHbIN nepcoHan

4.3.1 [omkHbl 6bITb Ha3HaueHbl ABa OTBETCTBEHHbIX NMLA, OCYLLEeCTBAALWMX HaA30p 3a U3roToB/e-
Hvem P®I. ofHO 13 KOTOPbIX 4O/HKHO COOTBETCTBOBATL TPe6OBaHNAM YNOSTHOMOYEHHOTO NnLia No KayecTsy,
BTOpPOe — [0/DKHO 06/1aAaTh KBanmdmkaumeli ona o6ecneyeHns BbINOSHEHUS NOMOXEHWIA Haanexallein npo-
N3BOACTBEHHOI NPaKTVKU, MPUMEHNMbIX B OpraHu3auu.

4.3.2 B 0683aHHOCTU YMOSIHOMOYEHHOTO N1La Mo KayecTBy AO0/MKHbI BXOAUTb:

- yCTaHOBJ/IEHWE npoLeayp Mo NPoBepKe 1 OLEHKe NOCTynatwLWwmux Mmatepuanos 1 obecneyeHme Toro, 4to
KaKfas napTua TakMx MaTepuanoB NpPOBepeHa W OLeHeHa Ha COOTBETCTBME crneuudvKauum nepeg ncnosb-
30BaHvem;

- NpoBepkKa fAocbe Ha ceputo PPl Ha npaBubHOCTb OPOPMIIEHUSA, KOMMIEKTHOCTb U COOTBETCTBME
YCTaHOB/MEHHbIM cneuynduKaumam nepes paspeLleHneM Ha BbIMyCK U 3anpeLyeHnem nprMeHeHus:

- cornacosaHue npouegyp, cneuudukaumii, npouecca U MeTOAMK, BKIOYas BCE B3aWMOCBA3aHHble
nMCbMEHHbIe NpoLeaypbl;

- obecneyeHne Haanexallein NOAroTOBKM 1 KBasMpukaLmm nepcoHana.

- paccnepoBaHne HeCOOTBETCTBUI M ob6ecneyeHve BbINOSIHEHNS COOTBETCTBYIOLLMX KOPPEKTUPYHOLLMUX
[eicTBUiA AN npefoTBpaLLeHnst X NOBTOPEHUS;

- obecneyeHne cootBeTcTBMA PPl N0 NOA/IMHHOCTU, KONMYECTBEHHOMY COAEPXaHMIO (aKTUBHOCTH),
ApYyrux nokasaTenel kayecTsa u YUCTOThI.

4.3.3 OcHOBHble 06A3aHHOCTY NnLa, OTBeYalLLero 3a obecneyeHre kayecTsa:

- ynpaBfieHue cucTemMoi obecneyeHns kavyecTBa (papMaLeBTUYECKOW CUCTEMOI KauyecTBa).

- noATBeEpXAeHVEe NPaBUIbHOCT 0CDOPMIIEHNS, BEAEHNUA U YNpaBieHNs fJOKYMeHTauel;

- MpoBefeHne NeproanMyecKknx CamOUHCNEKLMIA 1 ayANTOB KayecTBa AN MOHUTOPUHTa COOTBETCTBUS
BbIMO/IHAEMbIX 4eiCTBUI yCTaHOB/IEHHbIM MpoLeaypam;

- MOHWUTOPWHF, COBMECTHO C APYrMMMN OTBETCTBEHHBLIMU NNLLAMU, 38 AEATENIbHOCTbIO N0 U3rOTOB/IEHNIO
P®M (Hanpumep, HecooTBeTCTBME crneuudnkaLyam, obyyeHne nepcoHana, ynpasnieHue pagnoakTUBHbIMU
oTxogamu u ap.).

B He6onbLINX opraHn3aLmsx, OCyLecTBAAIOWMX N3rotoBneHne PPl na cO6CTBEHHbIX HYXA, AoMycKa-
eTca AnsA nosbiWeHns ahPEeKTUBHOCTN AeATEeNbHOCTA HaHUMAaTb KOHTPAKTHYIO OpraHu3aunio gns okasaHus
NOMOLUY YNOSTHOMOYEHHOMY LY MO BOMPOCaM, YKa3aHHbIM B HACTOALLEM MyHKTE.

4.3.4 OCcHOBHble 06513aHHOCTY flMLa, OTBEYaloLero 3a u3rotosseHne POI:

- obecneveHne pa3paboTku mpoueayp, Kacalwmxcs onepauuii No U3rotoeneHnto PP n nx ToyHoe
BbINO/IHEHNE;

- KOHTPO/b paboTbl NOAYUNHEHHOIO CTPYKTYPHOTO noApasfeneHuns, BbiNoSHEHNE TEXHOIOMMYECKUX one-
pauuii:

- obecneyeHve OLeHKW, NOAMNNCaHNA N XpaHEeHUsi MPON3BOACTBEHHbIX 3anucei;

- obecneyeHne N3roTOBNEHNA U XPaHEHUS U3rOTOB/AEMbIX PPI B COOTBETCTBUM C YCTAHOB/IEHHON f0-
KyMeHTauuen ana obecneveHns KauyecTsa BblMyCKaemoli NpoayKuuu;

- KOHTPO/Ib COAEPXaHUS MOMELLEHWIA, IKCMyaTauum N TEXHUYECKOro 06CnyXnBaHus o60pyf0BaHus B
COOTBETCTBMMN C YyCTAHOB/IEHHOW NpOrpammoii:

- B3avMopfelcTBne C ApyrMMy OTBETCTBEHHBIMW IMLLAMM MO BONPOCaM OpraHv3aumn n nposeAeHns 06-
y4yeHuns nepcoHana.

4.3.5 OCHOBHble 0683aHHOCTY LA, OTBEYAIOLLEro 3a KOHTPO/b KayecTBa:

- obecneyeHvne pa3paboTKu mpouenyp, Kacarwwmxca nNpoBeAeHVNs UCNbITaHWin 1 Apyrnx onepauuii no
KOHTPOJIIO KayecTBa, U UX TOUHOE BbINONIHEHNE;

- yTBEpXAEHME cneumndrKaummn, MHCTPYKLM No 0T60PY Npo6, METOAMKU UCTIbITAHWIA 1 Apyrvie npoueay-
pbl N0 KOHTPO/IIO KauecTBa;
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- 0f06peHNe UK OTKIIOHEHUE UCXOAHbIX U YNAKOBOYHLIX MaTepuasos;

- obecneyeHvie OLEHKU, NOANMUCAHUA 1 XpaHeHUs 3anuceil 1 AaHHbIX N0 KOHTPOJIO KauecTsa,

- OLIEHKa J0Cbe Ha cepuio.

- KOHTPO/Ib COAEepXaHus N1abopaTopHbIX MOMELLEHWIA, 3KCMayaTauMu U TEXHUYECKOTO 06CAYXMBaHUS
na6opaTopHOro 060pyA0BaHNs B COOTBETCTBUM C YCTaHOB/IEHHOM NpoOrpammoi;

- B3aVMOZeicTBME C APYrMMU OTBETCTBEHHBIMU IULAMU MO BOMPOCaM OpraHu3auun 1 npoBeAeHus 06-
yyeHusi nepcoHana.

5 MomelieHna n obopyaoBaHue

5.1 O6wume TpeboBaHusa

5.1.1 MomeweHns n obopygoBaHme HeobxoaMMO pacrnosaratb, NPOEKTUPOBaTb, CTPOUTb, OCHaLLaTb U
3KcnyaTupoBaTtb Takum obpa3om, 4ToObl OHM COOTBETCTBOBA/IM MPOBOAUMBIM Onepauusm. VX nnaHmposouy-
HOe pelleHne W KOHCTPYKUMA AO/KHbI CBOAUTHL K MUHUMYMY PUCK OLIMGOK M obecneyrBaTb BO3MOXHOCTb
3O PEKTMBHON OUNCTKM 1 06CAYXUBAHUSA B LIENSX UCKTIOYEHWS NEPEKPECTHON KOHTaMUHaLUK 1 No6bIX Hebna-
ronpuATHLIX hakTOPOB A8 KayecTBa NPOoAyKLUMKM, a Takke obecneumsartb 3alinTy NPOU3BOACTBEHHON cpefpl
1 nepcoHasna 0T NOHU3VPYIOLEro U3/TyYeHus.

5.1.2 Bce TexHoornyeckme onepauum AoKHbI BbINONHATLCA B CnelynasibHbIX NOMELLeHUsAX U Ha cneyu-
anbHOM 060pyf0BaHMN, KOTOPblE NpefHa3HaveHbl UCKNUNTENBHO AN U3roToBneHus POr.

5.1.3 Heo6xoguMmo NpoBOANTb MOHWUTOPWHI paboynx MecT U NMPOM3BOACTBEHHOW cpefbl B OTHOLUIEHUN
YPOBHS paguauumn, KOHUeHTpauum 4acTuy, 1 MMKpoopraHn3MoB. MNopsaok NpoBefeHNs MOHUTOPUHIa yCTaHaB-
nMBaeTcs Npu KsanMdukauum akecnayatauun.

5.1.4 Bxop B NpOV3BOACTBEHHbIE 30HbI JO/HKEH OCYLLECTBAATLCA Yepe3 KOMHaTbl 41 nepeojesBaHus
(CaHMPONYCKHUKM) 1 AO/HKEH ObITb paspeLleH TONbKO A1 NepcoHana, UMerLLero npaso goctyna B HuX. [o-
ceTUTENN UM He npolealne obyyeHne coTpyAHUKN He AO/MKHbI AOMYCKATbLCSA B NPOU3BOLCTBEHHbIE 30HbI 1
30HbI KOHTPO/IA KavecTsa

5.2 TMomeweHusa ana nsrotosneHms P®l-Habopos

5.2.1 I'eHepatop TexHeuns 99T 1 NPoN3BOACTBEHHAA 30Ha ANA U3roTossieHna PPI1 ¢ TexHeunem 991
[O/DKHBI pacnonaratbCa B KOHTPONMPYEMbIX 30Hax. MomelleHne fo/MKHO ObiTb aTTecToBaHo ANns paboTbl €
OTKPbITbIMY UCTOYHMKAMMN n3y4YeHns. PacTBopbl € an0aToM TexHeumns 99T 1 roToBblii MPOAYKT AO/MKHbI Xpa-
HUTLCA B HAZEXHO 3KPAHMPOBAHHBIX YC/I0BUSX.

5.2.2 Heo6x04yMo NpUHATL Mepbl MO NpeAoTBpaLLeHN0 NePeKPeCTHON 1 MUKPOBHO KOHTaMUHaumm ot
nepcoHasna, UCXOLHOro Cbipbs, Marepuasnos, PafuoHYKINAOB.

5.2.3 CnepyeT nsberatb COBMECTHOIO XpaHeHusi ¢ 6MoNorMyeckMMn MatepmasaMmm B O4HOM MoMeLLe-
HUK. 3a UCKYeHneM paboT No M3roTOB/IEHWIO Mpenaparta 13 6rnonormyeckoro marepuana (Hanpumep, KoMm-
MOHEHTbI KPOBW C PaAV0aKTUBHON MeTKON). 19 3TUX cnyyaeB peKoMeHAyeTcs NCNob30BaTb N30MPOBaHHOE
nomMetleHne nnm 6oKC Knacca YACTOTbl A AN BBEAEHUS PafMOaKTVBHOW MeTKU B Bruonornyeckuii matepuan.

5.3 Mpon3BoACTBO CTEPUIBLHOI NPOAYKLMY

CTepunbHble pagnochapmateBTMyeckre eKkapcTBEHHbIE NpenapaTbl NoApa3fensTca Ha ABe Tpynmbl;
NleKapCTBEHHbIE npenapaTbl, BbiMyCKaeMble B acENTUUYECKUX YCOBUSAX, U /IEKAapCTBEHHbIE Npenapartsbl, Noj-
nexatine UHMULWHON cTepununsaummn. MNpu Npou3BOACTBE AO/MKEH NOAAEPXKMBATLCA YPOBEHb YNCTOThI MPON3-
BO/ACTBEHHOI cpefbl, COOTBETCTBYIOLNIA BUAY BbINOMHAEMbIX onepauuii. AcenTuyeckue onepauymm fO/MKHbI
BbIMO/IHATLCS B 30HE Kacca A.

Mpumepbl acenTuyecknx onepauwnii gna M3T-npenapaTtoB; c6opka CTEPU/IbHLIX KOMMOHEHTOB (LUMPUL,
urna, punbTp 1 hakoH) 4N ctepunuaytoweli punstpauun NI3T-npenapaTa; 0T60p CTePU/IbHBLIX 06Pa3LLoB,
UCMbITaHWE Ha CTEPU/IbHOCTb.

5.4 O6opypoBaHue

5.4.1 KOHCTpyKUMS NMPOU3BOACTBEHHOIO 060pYAOBaHUA [O/MKHA ObITb Takoi, YTOObl €ro MOXHO 6biNo
Nerko v TwartelbHoO oYL aTh, B TOM YMCAe U NpU PaanoakTUBHOM 3arpsA3HeHnn. OUncTKy Heob6xoanMo NpoBo-
[AVTb B COOTBETCTBUM C NOAPOGHLIMW MHCTPYKLUAMU, YTBEPXKAEHHBIMY NPOVN3BOANTENEM.

5.4.2 TexHonornyeckoe 060pyfoBaHMEe He JO/IHKHO BAVATbH HA KauyecTBO MPOAYKLUUW U NpeacTaBnAaTb
onacHoOCTb ANA NpoAykuun. YacTu TexXHOMOrnMyeckoro o60pyAoBaHWsl, KOHTaKTVpylowuMe c NpoAayKuuei,
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He [O/MKHBI BCTYNaTb C Heli B XMMUYECKYI0 peakuuio, BblAeNsTb UM abcop6rpoBaTh BeLLeCcTBa, okasbiBalo-
Lye BAUSHWE HA KAYeCTBO M PajMOXMMNYECKYIO YNCTOTY NPOAYKLUN.

5.4.3 Bce pa6oTbl MO KBaMMKALMM, TEXHUUYECKOMY OGCNYXXUBAHUIO, OUNCTKE W AE3VHIEKLMN perv-
CTpUpYyOTCS.

5.4.4 TMpoueaypbl N0 0UMCTKe 1 KanmbpoBke 060pyA0BaHNS [O/MKHbI GbiTh BAMAMPOBAHbI.

5.4.5 OunCTKy, KasIMBPOBKY M TEXHUYECKOe 06CNyXMBaHWe CefyeT NPOBOAUTL B HAANEXalue NHTep-
Ba/lbl 1 TLWATE/IbHO JOKYMEHTMPOBATh.

5.5 O6opynosaHue ans nsrotosneHus PPl-Habopos

5.5.1 [1ns CHWKEeHne p1cKa pagnaunuoHHOro ob/yyeHuns nepcoHana reHepartop TexHeuns 99T JO/MKeH
OblTb COOTBETCTBYIOLMM 06pa3oM 3KpaHMpPOBaH, CBUHLOBbIE 3KpaHbl JO/DKHbI OblTb 3aKpbITbl. Mirna (Urnbi)
reHepatopa fosmkHa(bl) 6bITb 3almiieHa(bl) OT KOHTaMUHALMN B MEPUOS MEXAY 3THLUMUAMU C NOMOLLbIO Cre-
LManbHbIX (h1IaKOHOB WU KONMAYKOB.

leHepatop cnepgyet pacnonaraTb B 30He knacca A.

5.5.2 Kanubpatop(bl) 803bl A0/MKEH(HbI) ObITb HaANeXalwum 06pa3om 3alueH(bl) OT BHELLHEro BANS-
HMA Ha PagMoaKTUBHOCTb.

5.5.3 Kanubpatopsl noasepratoTcs exegHeBHON NPOBepKe C UCMOo/b30BaHWEM aTTeCTOBaHHOIo A0Nro-
XVBYLLEro pagnoakTMBHOINO UCTOYHMKA U He MeHee OAHOro pasa B rof NpoBepstoT IMHERHOCTb A03bl-0TBETA
BO BCEM WCMNOMb3yeMOM AuanasoHe 3HadyeHuil. B paboTe no kannbpoBke 403 credyeT MCMob30BaTb CTaH-
AapTHble 06pasLbl B COOTBETCTBUM C HOPMATWUBHBLIMU AOKYMEHTaMMU.

5.5.4 JlabopaTopHoe 060pyAOBaHMe, UCNONb3yeMOe B KOHTPose kavecTBa PO, perynspHo nogsepra-
0T NpoBepke Ha paboToCMOCOOHOCTb (IMHENHOCTb U MPaBUIbLHOCTbL N3MEPEeHUs), a TaKkxke Kaxabllii pas nepes,
NU3MepeHVeMm — MpOoBePKe Ha OCTaTOYHYI0 PafnoakTUBHOCTD.

6 [okymeHTauunsa

JokymeHTauus cocTaBsieT HEOTbEeM/IEMYIO YacTb (hapMaLleBTMYEeCKO CUCTeMbI KauecTBa U sBAseTcs
K/IOYEBLIM 3/IEMEHTOM OpraHu3auum U3rotToBneHus PO B COOTBETCTBUM C HACTOSLWMM CTaHAapToM. B cu-
CTeMe ynpaB/fieHNs KAYECTBOM OpraHu3auuy YEeTKO YCTaHaBNMBAKTCS pas/vyHble BUAbl UCMOMb3yeMOii fo-
KyMEHTaLMU 1 HocuTeneii Hgopmaumu.

OpraHu3auus fo/mkHa pa3paboTtaTb BCe BUAbl AOKYMEHTOB 1 06ecneunTs 1x cobiogeHue. TpeGoBaHus
NMPUMEHSIIOTCA B PaBHOI Mepe Ko BCEM TUMaMm HocuTeneii uHdopmaLmu.

JonmKeH 6bITb YCTAHOB/EH NOPAAOK pa3paboTku, 0hopMIeHUs, Bbigaun, U3bATUS [OKYMEHTOB 1 BHECE-
HUSI B HWX M3MeHeHUii. MUCbMEHHbIe NpoLeAypbl PEKOMEHAYeTCs MepecMaTpvBaTh 1 NepeusgaBatb Kaxable
ABa roga.

Mpu BefOHWM [OKYMEeHTauuu cnefyeT cobofath Npasuna Haanexallero foKyMeHTaslbHoro oopm-
NEeHs.

6.1 XpaHOoHWe AOKyMeHTaLuuu

[oKyMeHTaLVWs 1 3an1cu JO/MKHbI XPaHWUTbCS B LOCTYNHOM MecTe. py NpoBeAeHUN MHCNEKLMii nto6omy
VIHCMEKTOPY AOCTYN K HAM A0/KEH ObiTb NPefOCTaBMeH B NOAXOAsLLEE BPEMSI.

Heo6xo4uMo npefycMOTpeTb Mepbl KOHTPOJIs, KOTopble o6ecrneunBaloT coxpaHeHue 3anuceit Ha npo-
TSOKEHUW BCETO CPOKa UX XpaHEHWsI.

Bce 3anucu v AoKyMeHTauusl, yKasaHHble B HACTOsILLEM CTaHAapTe, XPaHATCS B TeYeHUe yKasaHHOro
nepuoga BpeMeHu ¢ AaTbl BbiMycka npenapara.

6.2 Cneundumkayum

OpraHu3auys Jo/1KHa MMeTb COOTBETCTBYIOLLMM 06pa30M YTBEpXAeHHbIe CneLupuKaLmm Ha UCX0aHble
MaTepuasbl, yNnakoBOUHbIE MaTepuasibl 1 rOTOBYIO MPOAYKLMIO C yKa3aHWeM aTbl YyTBEPXKAEeHUs.

6.3 PernamMeHT N TeXHO/IOTMYecKmne MHCTPYKLUUKn

6.3.1 Ha kaxaplii npou3Boanmblii PO HE06X0AMMO MMEThL NabopaTopHbI pernameHT, YTBEPXAEHHbI
pyKoBoAMTENEM MPOU3BOAMTENS NEKAPCTBEHHbIX CPEACTB, U TEXHOMOTMYECKMEe WHCTPYKLUMK, ONMCbiBaKoLWLe
BCE CTajuu U3roToB/IEHMA Npenaparta.

6.3.2 lMpousBoAcTBEHHAsA AOKYMeHTauus pa3pabaTtbiBaeTcsi Ha OCHOBE PYKOBOACTBa Npou3BOAUTENS
o6opyaoBaHnsa (reHepaTopa TexHeuus 99T. UMKNOTPOHA U T.[.), & TAKKE HA OCHOBE WHCTPYKLMW MO NpUMeEHe-

5



FOCT P 57298— 2016

Huo Prd-nabopa. /1tobble OTKAOHEHMS OT NpoLeayp, ONncaHHbIX NPou3BoANTENASMU Habopos 1 ob6opyaoBa-
HUA, JO/MKHBI ObITb BaIMAMPOBaHbI U YTBEPXAEHbI B YCTAHOB/IEHHOM MOPSAKE.

6.4 VIHhopmaums No NpousBoACTBY cepum

Ha Kaxkayto N3roTOB/EHHYIO CEPUI0 COCTABIAKT M XPaHAT 3anucu no npoLeccy npou3BoAcTBa, KOTopoe
COOTBETCTBYET perfameHTaM U TeXHOMOMMUYECKUM MHCTPYKLMSM, YTO NO3BONSET NpocneauTh BCe CTaaun ee
U3rOTOB/EHUS], @ TAKXKE NMPOUCXOAALLME B NPOLIECCE U3rOTOB/IEHUS OTKNIOHEHUA U/MNKN ApYr1e NpeanpuHaTbIe
MeponpuATUs.

6.5 Mpoueaypbl 1 3anucu

6.5.1 MNpuemka

B opraHv3saumm Ao/mkHbI 6bITb YCTAHOB/IEHbLI M OMUCAHbI NPoLeAypbl NOMYYEHUS, XpPAHEHUSI NPU KapaH-
TUHe. y4yeTa, uaeHTudukauum, nocneayoLwero xpaHeHus, obpatleHns, KOHTPONs KavecTsa, 0f06peHns unm
OTK/IOHEHUSI BCEX UCXOAHbIX MaTepuasios, yNnakoBOYHbIX MaTeprasos.

JL0/KHbI BECTUCH U XPaHWUTLCA B TEYEHWE YCTaHOB/IEHHOIO Nepvoja BPeMeHW 3anucu:

- MO NpuemMKe KaXpaoi nocTtaBku Kaaforo Buaa UCXOAHOr0 MaTepuana, ynakoBOYHbIX MaTepuasos:

- NP NpYemMKe KaxkAoi NOCTaBKW PafnoaKTUBHbIX NMPOAYKTOB.

6.5.2 NpoBegeHne ncnbliTaHni

OpraHu3auua Ao/mkHa YTBEPAUTb METOAMKN UCMbITAHUA UCXOAHbIX MaTepnasnoB, YNakoBOYHbIX MaTepu-
anoB 1 NPOAYKUMU Ha PasnnyHbIX CTagnax NPou3BOACTBA, C yKa3aHWeMm UCMosib3yeMbiX METOA0B 1 060pyf0-
BaHus. MpoBefAeHHble NCMbITaHWS 0YOPMISIOTCA JOKYMEHTASIbHO.

6.5.3 NHble peiicTBuA

OpraHu3auua Ao/MKHa YyTBEPAUTL NpoLeaypbl, yCTaHaBnBaloLwme nopsgokK BbiNycka U 3a6pakoBKU Cbl-
pbA 1 NPOAYKLUMKW, B YACTHOCTW, Bblfayn YNOSHOMOYEHHBIM(M) NNLOM(aMun) pa3peLleHmnss Ha BbiNyCK roTOBOM
npoaykuun. Bce 3anucm fomxkHbl ObiTb AOCTYNHbI YNOHOMOYEHHOMY uuy. [lo/mkHa 6bITb BHeApEeHa cuctema
Ana 0603HaYeHns cneymanbHbiX HabNAEHUA N NH06bIX M3MEHEHUI B OTHOLLEHUN KPUTUYECKUX AaHHBbIX.

OpraHusauus fo/HKHa BECTU U COXPaHATb 3anucu no oTnycKy Kaxaon cepun Npoaykumn B Liensx obner-
YeHUs1 MPOBEAEHUS pacc/iefloBaHNI B c/lydae HEOOGXOAMMOCTM.

Heo6Xxo4MMO MMEeTb MUCbMEHHO M3/1I0KEHHbIE NPUHLMMbI, NPOLeAYpPbI, NAaHbl, OTYETbI U OTHOCALMECS K
HUM 3anucu NPeAnpUHATBLIX A4eCTBUIA UK CAeNaHHbIX 3aKYeHuii, rae NPUMEHNMO, B OTHOLLEHUN.

- Ba/mMgaumun n ksanndukaumm npoweccos, 060pyA0BaHNA U CUCTEM;

- MOHTaXKa 1 KannbpoBKM 060PYA0BaHNS;

- nepeHoca TEXHOOTUIA;

- TEXHWYECKOro 06CNYXNBaHNSA, OUUCTKN U Ae3NHAEKLNN;

- nepcoHana, BKIYaa naeHTudukaumio noannceii, obyyeHve TpeboBaHWsIM HacTosALLEro cTaHaapTa u
TEXHUYECKMM BOMpocaM, NepeojeBaHne v rurneHnyeckne TpeboBaHus, a Takke NpoBepKy adtheKTVBHOCTM
00y4YeHus;

- MeponpusTWii, HanpPaB/EHHbIX Ha OCYLLECTB/IEHNe KOHTPOS NOSAB/EHNUA U pacnpocTpaHeHus Bpean-
Tenei;

npeTeHsunii;

- KOHTPONSi U3MEHEHMWIA;

- paccnefoBaHuNA OTKNOHEHUI ¥ HECOOTBETCTBUIA;

BHYTPEHHEro ayauTa Kauectsa 1U/unmn cooTBETCTBMA TpeboBaHMAM HaCTOSLLLEro cTaHaapTa,

- OLEHKW, NPOBEAEHHOW B TOM uMC/lie B MECTE OCYLLECTB/IEHNA feATe/lbHOCTM NocTaBLuKa (panee —
OLleHKa nocTaBLuKa);

- TpPaHCNOpPTMPOBaHWA paAVoaKTVBHOIO MaTepuana.

6.5.4 OpraHusauua [O/MKHa YyTBepAUTb MHCTPYKLUUM MO 3KCn/yataunnm OCHOBHbIX eAuHUL, MPOU3BOA-
CTBEHHOIO U KOHTPOJIbHO-aHAIUTUYECKOro 060pyA0BaHNUS.

6.5.5 OpraHu3aums Ao/mMKHa BECTU perncTpaLoHHble XypHasbl A1 Hanbonee BaXHOro Wan KpuTuye-
CKOr0 TEXHO/IOTMYECKOT0 Y KOHTPO/IbHO-aHa/IMTUYECKOro 060pyA0BaHNs, a Takke A5 NOMELLEHWIA, rae npouns-
BOAMNACh MPOAYKUMA. B 3TUX XypHanax perncTpupyoT B XpOHO/IOrMYeckoM nopsake noboe ncnosbL3osaHne
3TUX NOMeLLeHniA, 060py0BaHNA N METOA0B, NPOBEAeHNE KaIMOPOBKU, TEXHNYECKOT0 06CYXNBaHNSA, O4YNCT-
KW UM PEMOHTA C yKasaHvem Aat v NnL. BbINOSHMBLUMX paboTbl.

6.5.6 OpraHusauua Oo/KHa BECTU y4yeT JOKYMEHTOB B paMKax CUCTEMbl ynpas/ieHnss KayectsoMm. 3a-
NMUcn peKoMeHAyeTCA XpaHUTb He MeHee Tpex NeT ¢ gartbl oTnycka PPl naumeHTy.
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7 W3rotoBnexHne PPI

7.1 Obwwe TpeboBaHuA

Ana unsrotoBneHuss PM® MoXHO ucnonb3oBaTb Tonbko P®I1-060pyfoBaHve. 3aperucTpupoBaHHOe B
Poccuiickoii ®epepauun, 1 matepuasbl, yka3aHHble B perncrTpaunoHHOM yAOCTOBEpPeHMU; Habopbl, U3 KO-
TOPbIX M3roTOBASAKT PP, AO/MKHLI NPOTU rocyAapCTBEHHYIO peructpauuio. icnonb3oBaHue matepuanos ¢
MCTEKLLUUM CPOKOM TOHOCTN He [oMyCcKaeTcs.

TexHosornyeckue onepawmm OCyLLLECTB/IAIOTCA NO YETKO YCTAHOB/IEHHbIM npoLiesypam

OpraHusauus Ao/mkHa obecneunTb NpoBedeHne Hajnexallero BHYTPUNpPoOu3BOACTBEHHOIO KOHTPOSA
ANna ob6ecneyeHns BbINOSIHEHUS U KOHTPONSA BbIMOSIHEHWSA BCEX NPeAyCMOTPEHHbIX onepauuii, NoyvyeHns He-
06X0AMMbIX pa3peLleHunii n JOKYMEHTUPOBAHUS.

7.2 MpepoTBpalieHne NepekpecTHO KOHTaMUHauuM npu Nnponu3BoACTBe

JomKHa 6bITb NCKNOYEHA KOHTaMUHALMA UCXOAHOTO CbipbA WU NPOAYKUMU APYTUM UCXOLHbIM CbipbeM
AN NPoayKUMen.

7.3 Banugauus

MeponpusTusi No BaMgauum AOMKHbI 6bITb OCHOBOM ANS Hafnexalleil opraHMsayum M3roToBneHNs U
KOHTPO/IA Ka4ecTBa IEKaPCTBEHHbIX CPEACTB B COOTBETCTBUM C HACTOALMMU CTaHAAPTOM. OHU 4O/DKHBI MPO-
BOAWUTLCA B COOTBETCTBUU C YCTAHOB/IEHHLIMU NpoLedypamu. MosyyeHHble pe3y/bTaThl U BbIBOAbI 0hOpMIIs-
10T NPOTOKO/IOM.

7.4 VicxofiHble maTtepuansbl

OpraHusauus 3akynaeT UCXOAHble MaTepuasbl, yKazaHHble B COOTBETCTBYHLLEN cneyudukaumm.

B kaxxpgoii mocTaBke MPOBEPSIOT LLe/IOCTHOCTb YNakoBKM U NOM6, COOTBETCTBME yKa3aHHbIX B Haknag-
HOW CBeAeHWii 3TUKeTKaM MocTaBlMKa. MaTepuan, He COOTBETCTBYHOLMIA cneymdukalmm, B TOM yucne no
CPOKy rofIHOCTM, He cnefyeT UCMo/b30BaTh A5 U3roToBieHns POr.

OpraHusauus Ao/mKHa yTBepAMTb Mpoueaypbl AW Mepbl, rapaHTipylowme NoAIMHHOCTL COAEPXXMMOro
KaXK[0ro KOHTeliHepa UCXo4HOro Matepuana.

JlonyckaeTcsa Mcnonb3oBaHue pe3ynbTaToB UCMbITaHUIA NOCTaBLLMKA UCXOAHbIX MaTepunasnos, Npu ycro-
BMM COOTBETCTBYIOLLE Bamauuy Takoil npoueaypbl BXOAHOTO KOHTPO/A. Takoi nogxos He npuMeHnM Ans
BXOOHOIFO KOHTPO/SA aKTUBHbIX KOMMOHEHTOB P®I 1 ynakoBOYHbIX MaTepuanoB B OTHOLUEHWM MPOBEPKM KX
NOZ/TIMHHOCTN.

JlomkHO 6bITb 06ecrneyeHo 6e30nacHoe 1 HafeXHoe XpaHeHue U obpalleHre ¢ UCXOAHbIMU MaTepua-
nlamun. ynakoBOYHbIMY MaTepuanamu, npegynpexagarnliee KoHTaMuHauumio, nepenyTbiBaHne unnm yxygleHve
KauvecTBa.

7.5 TexHonornyeckue onepayuu

Mepes Havanom N06OIN TEXHONOTMYECKON onepaummn JOMXKHbI GbITb NPUHATLI MepbI, rapaHTUpyloLue,
4yTO pabouyas 30Ha U 06OPYLOBAHME OUMLLEHLI Y OCBOGOXAEHbI OT NOGOr0 UCXOAHOIO Chbipbs, MPOAYKLWU,
0CTaTKOB NPOAYKLUUM UM JOKYMEHTaLMN, HE MMEILLMX OTHOLIEHWS K 3an1aH1npoBaHHO onepawumu.

AcenTnyeckne ornepauun BbIMOSHAIOT B COOTBETCTBUM C TPEOOBAHUAMM Haanexalleil Nnponu3BoLCTBEH-
HOV NpakTVku. N5 NpoAyKTOB, HAMOMHSAEMbIX B acenTUYeckux YCnoBusx, cregyeT NPOBOAUTL KOHTPOSb Lie-
JIOCTHOCTU MeMOpaHHbIX (UIbTPOB, NPYHMMAs BO BHUMaH/We Heo6XoAMMOoCTb o6ecneyeHuns pagmaunoHHo
6e30MacHOCTN U COXPAHEHUSI CTEPUIBHOCTU (DUILTPOB.

YuutbiBas pafuauMoHHY akTMBHOCTb FOTOBOM MNPOAYKLUMM, AONYCKAeTCs HAHOCUTb MapKUPOBKY
Ha MepBUYHYIO YNaKoBKy A0 Hayasia NpousBoAcTBa. Ha cTepunibHble NycTble 3akpbiTble (r1akoHbl MOXET
ObITb HAHECEHa MapKMpoBKa C YacTUYHOW MHOPMaLMei 40 onepaunn HaMoMHEHUs, NpU 3TOM CTepusb-
HOCTb He [0/MKHa 6biTb HapylweHa U He JOMKHO 6biTb MOMEX A/ BU3YasIbHOrO KOHTPO/ISI HAMNOSIHEHHbIX
h1akoHOB.

7.6 Onepauumn nNo ynakoBbIBaHUIO

®opMa U KOHCTPYKLWSI YNaKOBOUYHbIX KOHTEMHEPOB U HApPYXXHbIX 3aLUMTHBIX KOHTEHEpOB Ansi TpaHc-
NMopTUPOBaHMS A0/MKHA 06ecneunBaTh 3alMUTy OT MOBPEXAEHWUIA WM YXYALIEHUs KayecTBa NpU XpaHeHuu,
TPaHCMOPTMPOBaHUM, 06PALLEHUMN 1 UCMONb30BAHUN.
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Ha nepBuYHY0 ynakoBKy A0 (hunbTpauMn pagumoakTUBHOIO MPOAYKTa MOXET OGbiTb HaHeceHa Mapku-
poBKa, cogepxalias yacTb MHhopmMauumn (HanpumMep, HaMMeHoBaHWe NPoAyKTa, HOMep Cepumn, Jaty U BpPeEMS
NPUroTOB/EHWS), @ MNOC/Ne 3aBepLUIEHNS UCMbITAHWA HA HAPYXHbIV 3alMUTHbIA KOHTEHEpP MOXeT ObiTb f06aB-
NleHa AonosiHUTebHasA 3TUKeTKa ¢ TpebyeMoii nHchopmaumeit (Hanpumep, aKTMBHOCTLIO Mpenapara u Aatoi n
4acoM MCTEYEHUst CpoKa roAHOCTK).

Mepepn HauanoM onepauuii MO yNakoBKe AO0/MKHbI 6biTb MPeANPUHSATHI MOpPbI, rapaHTupyloLime, 4To
pa6oyas 30Ha, YNakoBOYHbIE NIMHUW, NeYaTHble MaluuHbl 1 Apyroe o6opyfoBaHMNe SIBAATCA YACTbIMU U He
cofiepxar no6ble UCMOMb30BaABLUMECS paHee NeKapCTBEHHbIE CPEACTBA, YNakoBOYHbIE MaTepuansl uan go-
KYMEHTbI. €CiM OHU He TpebylTca AN 3aniaHupoBaHHOW onepauun. OUYUCTKY NMHUM NMPOBOAAT COrMacHo
YTBEPXAEHHOW npoueaype.

HaHeceHHble Ha ynakoBKy 3TWKETKU A0/DKHbI 06/1a4aTb XOpoLlleli afre3vBHON cnoco6HOCTbLI0 U ocTa-
BaTbCA Ha KOHTEliHepe Npu XpaHeHun, TPaHCNoOPTMPOBaHUW, 06paLLEHUN U UCMONb30BaHUN.

O6pa3Lbl MCMOb30BAHHOIO NeYaTHoOro ynakoBOYHOro MaTtepuana, BKAYas o6pasLbl C HaHeCEeHHbIMU
HOMEpOM cepumn, CPOKOM FOAHOCTY U NPOYMMU LOMOSHUTENBHLIMIA MapKUPOBOYHBLIMU AAHHBIMU, BKNaAbIBaOT
B OCbE Ha Cepuio.

8 KoHTposb KayecTBa

8.1 O6wune TpeboBaHMs

KoHTposb KayecTBa BK/HOHaEeT B cebss 0T60p Npob, NpoBeAeHNE UCTbITaHWUI Y NPOBEPOK Ha COOTBETCTBME
TpeboBaHuAM crneundmkauuii, UHCTPYKUUA WU APYTUX AOKYMEHTOB, OpraHv3auuio paboTbl, AOKYMEHTaslbHOoe
ochopMeHME U Bbifayy paspeLleHmii Ha BbinycK. OCHOBOMONAralLWMM NPUHLMUNOM AN YA0BNETBOPUTESIbHON pa-
60TbI MOAPa34eNeHNst KOHTPO/St KaUecTBa CUMTAETCS ero He3aBUCKMOCTb OT NMPOM3BOACTBEHHBIX NOAPA3AENEHUIA.

Mpy oueHke kayecTBa roToBONM MPOAYKLMM pacCMaTpuBaloT BCe COOTBETCTBYOLWME (haKTopbl, BKIOYas
yCNoBUMS NMPOU3BOACTBA, pe3y/bTaTbl KOHTPOAS B Npouecce Npov3BOACTBa, 0630p NPOVU3BOACTBEHHON A0KY-
MeHTauun (BKIYasa OKYMEeHTauMio Ha yNakoBKy), COOTBETCTBME CneundmkaLmamM Ha rotoByto NpoayKuuio u
NPOBEPKY OKOHYaTe/IbHOW yNakoBKW rOTOBOM NpoAyKLMN.

MepcoHan nogpasfeneHna KOHTPONSA KayecTsa L0/HKEH UMETb AOCTYN B NPOU3BOACTBEHHbIE 30HbI A4
oT6opa Npob6 1 NpoBeAeHUSs HEOOGXOANMbIX UCCNEA0BaHWIA.

MepcoHan, nomelyeHns u 060pyaoBaHne nabopaTopuii LOMKHbI COOTBETCTBOBATL BUAY N 06beMy Mpo-
n3soacrtea PPrl.

VMcnonb3yemoe B UCMbITaHUSAX 060opyAoBaHWe pPerynsipHo U B COOTBETCTBUMM C MUCbMEHHbIMU MpoLe-
Aypamn KanvmbpyeTcsi, NpoBepsieTcs, NoBepseTcs: NPOBOAMTCS ero TeXHNYeckoe o6cnyxmeaHue. 3anvcu o6
3TUX AENCTBMAX PErNCTPUPYHOTCS.

8.2 lokymeHTauunsa

8.2.1 [lokymMeHTaumMa KOHTPO/IbHbIX 1abopaTopuii fJOMKHA COOTBETCTBOBATb TPEOOBAHWUAM, U3MOXEH-
HbIM B pa3sgene 6.

8.2.2 B nogpasfeneHnn KOHTPos KayecTsa Ao/hkHa BGbiTb IEFKO JOCTYMNHA cefytowan AoKyMeHTauus:

- cneuudmkauymu:

- npoueaypbl ot6opa Npob;

- METOAUKU W AOKYMEHTbI M0 NPOBEAEHHbIM UCMbITaHWsIM (B TOM YuC/e, aHaIMTUYECKME OnepaLMoHHbIe
NNCTbI /Ny nabopaTopHble XypHasbl);

- aHanMTUYecKne OTYEeTbl W/WNKU [OKYMEHTbI, NOATBEPXAAOLME KavyecTBo:

- pesynbTaTbl MOHUTOPKHIA NPOU3BOACTBEHHON cpeabl, rae TpebyeTcs;

- MPOTOKO/bI Ba/IMAALNN METOANK UCNbITAHUN, rae NPUMEHUMO;

- npoLeaypbl U MPOTOKO/bI KaSIMGPOBKM NPUGOPOB U TEXHUYECKOTO 06C/TYXXMBaHNA 060pYA0BaHNS.

8.2.3 /lio6as [OKYMEHTaLMs N0 KOHTPOJIK KayecTBa, OTHOCALLAACA K 3anucsm no NpousBOACTBY Cepuii
NPOAYKUMM, JOMHKHA XPAHUTLCSA B TeUeHue Tpex SIeT NoC/e UCTeYeHNUs cpoka rofHOCTU Cepun.

8.3 OT60p nNpob

OT60p np06 ansa ncnbITaHWi npoBoAAT B COOTBETCTBUN C YyTBEPXKAEHHLIMW Hay4HO 060CHOBaHHbLIMU
npouenypamum, 4yTOo6bI 06ECMeYNTb COOTBETCTBME ncnblTyemMbIX MaTepunasioB yCTaHOB/IEHHbIM Tpe6OBaHVI$IM,
BK/o4Yas TpeGOBaHI/Iﬂ K NOA/TMHHOCTKU, KONN4YeCTBEHHOMY CcOoAep>XXaHUIo (aKTI/IBHOCTI/I), 4YMCTOTE U APYruM no-
KasaresigaM KadecTtsa.
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8.4 MNpoBeAeHne UcnbITaHUN

8.4.1 MeTOAVKM KOHTPONS KayecTBa [O/KHbI 6biTb NMPUrofAHbI AN NpeAHa3HAYEHHOTO UCMO/b30BaHUs,
Hay4yHO 060CHOBaHb!, BA/IMANPOBAHbI.

8.4.2 MpoBOAUMbIE UCMbITAHWUS PETUCTPUPYIOT C YKa3aHWeM B AOKYMEHTax CNeAyoLuxX AaHHbIX:

- onucaHus UcnbITyeMoro obpasua {HavMeHoBaHVe UCXOLHOT0 MaTeprana, ynakoBOUYHbIX MaTepnanos
WK NPOAYKLMM), NCTOUHMKA MOYYEHNS:

- Homepa cepuu, MPUCBOEHHOTO MPUW NpUemMke, U (r4e NPUMEHMMO) HOMEpA CepuK NPOU3BOAUTENS, a
Takke HaVMEHOBaHWsI NMPOW3BOAMTENS W/WAM NOCTaBLUMKA, AATbl U BPEMEHU NoslydeHnst o6pasua, ero Kom-
yecTBa;

- CCbIIKM Ha COOTBETCTBYIOLME CneumdprKaLum 1 npoueaypbl UCNbITaHUA, onucaHus AeicTBuiA;

- pesynbTaToB WCMLITAHWIA, B TOM YKCe HAGMOAEeHWUI, BbIUACIEHUI U CCbITOK Ha BCE [OKYMEHTbI, CO-
Aepxalue pesynbTaTbhl NPOBEAEHHbIX aHA/IM30B, C YKa3aHMeM MaccChl UM KonyecTBa o6pasiia, UCMosb30-
BAHHOTO A4/151 K&K0I0 UCMbITaHUs;

- [aTbl NPOBEAEHUS UCTIbITAHNIA;

- hamuaunii M MHUUMANOB NNL,. NMPOBOAUBLLUX UCTbITAHNE;

- thamMmunuii M MHULMANOB NUL,. NPOBEPUBLUMX NPOBeAeHUe UCTbITaHuii U pe3ynbTaTbl BblYMCEHWIA, rae
NpUMeHUMO.

- 0[HO3HAYHOrO 3aK/IIOUYEHUsI O PesynibTaTax v UX CPABHEHUSI C YCTAHOB/IEHHLIMU KPUTEPUSMU NPUeM-
nemMocTu,

- OTKJIOHEHWIA, Npy HanMuuu. Jlio6ble pe3ynbTaTbl BHe cneluduKkaumum JOMKHbI 6bITb paccnefoBaHbl 1
330KYMEHTUPOBAHbI.

8.4.3 Oco60oe BHUMaHWE HEOBXOAMMO YAEeNsATh KauecTBy NabopaTopHbiX peakTWBOB, MepHoii na6opa-
TOpHOIA NocyAbl U TUTPOBaHHbIX PACTBOPOB, CTaHAAPTHLIX 06Pa3L0B U NUTaTE/bHLIX Cpef. VX npurotoBneHe
1 NMOArOTOBKA [O/MKHbLI COOTBETCTBOBATL TPEGOBAHUAM YTBEPXKAEHHbIX MHCTPYKUMIA. STaGopaTopHble pacTeo-
pbl PEaKTUBOB O/MKHbI UMETb MAPKUPOBKY C YKazaHWeM AaTbl NPUroTOBAEHNUS U C NOANUCAMMN UCTONHUTENE.
Ha aTukeTKke [O/MKeH 6bITb yKasaH CPOK FOAHOCTY HecTaGW/bHBIX PeaKkTWBOB W MUTATEsIbHbIX Cpej W cre-
UMhrUYECcKNe YCIOBUS UX XpaHeHUs. [/1s1 TUTPOBAHHbLIX PACTBOPOB HEOGXOAMMO yKa3blBaTh AaTy MNoc/ieHero
YCTaHOB/EHWSI TUTPA W COOTBETCTBYIOLUI NONPABOYHBIN KO3((ULMEHT.

8.5 Mporpamma nocnegyoLiero n3yyeHust ctabunbHoOCTU

Mocne BbiNycka B OGpalleHne Heob6X0AMMO MPOBOAUTL MOHUTOPWHI CTAbWABHOCTM NEKAPCTBEHHOrO
npenapaTa B COOTBETCTBUM C MUCbMEHHOW MporpamMMoii, KoTopasi AO/KHA BK/OYaTb NPUEM/IEMbIE YC0BUS
XpaHeHUs1 1 HagexXHble MHhopMaTMBHbIE U CieuudIuYHble 4718 CTabuIbHOCTUM METOAMKM MchbiTaHuid. B npo-
rpaMMy BK/IHOUAIOT He MeHee Tpex cepwuii NpoayKLuuW, NPOAOMKUTENBHOCTb NCCNeA0BaHNS COCTaBASET BpeMs
nonypacnaga P®rl.

Mporpamma nocneayoLlero n3y4yeHms cTabuabHOCTM fO/MKHA ObiTb 0QOpMIEHA JOKYMEHTa/IbHO B CO-
OTBETCTBUM C TPebOBaHUAMMU, YCTAHOBMEHHbIMU B pasgene 6. a pe3ynbrartbl paboTbl — B BUAe OTYeTa, KO-
TOPbI/i MOXET 6bITb UCMONbL30BaH AJ151 ONpefeneHns Hagaexalmx ycnosuii xpaHeHus POr. cpoka rogHocTu
(aHu. yacel).

9 KOHTpO/ib TOTOBOTO NPoOAyKTa

9.1 PagunochapmaueBTUHeCKne fiekapCTBeHHble npenapatbl MOryT 6bITb BbIMYLWEHbl U UCMOb30BaHbI
Ha OCHOBE OLIeHKN [JOKYMEHTaLuW Ha Cepuio [0 3aBepLUeHNs BCeX XMMUYECKUX N MUKPOOUONOrMYecKnx mc-
NbITaHWIA.

9.2 Bbinyck P®I1 ocyliecTBNsSi€T yNOJHOMOYEHHOE /L0 B COOTBETCTBUM C MUCbMEHHOW MpoLeaypo,
onpegensiowiei Nopsagok ohopMIeHNs paspeLleHuns, nepedeHb nokasaTtesneil KauyecTsa, KOTOpble AO0/MKHbI
6bITb OLEHEHbI 40 BbINYCKa, NOPSAAOK OLEHKM JOCbe Ha Cepuio.

9.3 OdhopmrieHne paspeLleHns Ha BbiMyck PPl MoXeT 6bITh BbINOSIHEHO B ABa 1 601ee aTana o v no-
C/ie 3aBepLUeHNs aHaIMTUYECKOro KOHTPOIA B NOJTHOM O6beme:

a) oueHKa yrnosIHOMOYEHHbIM NIULLOM [0Cbe NMPOM3BOACTBA CEPUU, KOTOPOE AO/KHO OXBaTblBaTb YC/0-
BUSI MPOM3BOACTBA W aHAIMTUYECKNI KOHTPO/b, MPOBEAEHHbIV 40 MOMEHTa pa3peLLeHns TpaHCnopT1poBaHus
P®I1 B cTatyce «KapaHTVH» B KNVHMYECKOoe nofapasaeneHue;

6) ynonHOMOYeHHOE NMLO BblAaeT paspelleHre Ha BbIMYCK MOC/e NPOoBefeHUs OLEeHKU OKOHYa-
TefbHbIX Pe3ynbTaToB aHa/IMTUYECKOrO KOHTPONSA, BCEX OTK/IOHEHMA OT HOPMasbHOro npouecca, KoTopble

9
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[O/MKHBI 6bITb OPOPMIEHbI AOKYMEHTaNbHO, 060CHOBAHbI W YTBEPXAEHbl. ECnn HekoTopble pe3ynbTaTbl
KOHTPONS HEBO3MOXHO MOyYMTb A0 MCMONb30BaHNA NIeKapCTBEHHOro npenapaTa, TO YNO/THOMOYEHHOMY
nvyy cnegyeT odhopMUTb paspelleHne Ha Bbinyck PPl ycnoBHO f0 Havyana ero ncnosib3oBaHnsa v OKOHYa-
TenbHO 0QOPMUTL paspeLleHne Ha BbiMYCK IEKapCTBEHHOrO cpefcTBa Mocse nosyyvYeHus Bcex pesynbTa-
TOB KOHTpONS.

9.4 Kak npasuno, nepeyeHb nokasartesei KayecTsa, Mo KOTOPbIM KOHTPO/IMPYEeTCA npenapar, BKIovaeT
NOAIMHHOCTb, KONMYECTBEHHOE onpefeneHve (aKTUBHOCTb), YACTOTY U gpyrue pruanko-xummyeckne nokasa-
Tenu kavectsa. Mpu nepegaye npenapata B KAMHUYECKOe NoApasfefieHne B cTaTyce «KapaHTVH» BCe UCMbI-
TaHWA npenapaTta, 3a UCK/IIYEHNEM UCTIbITAHWIA Ha CTePUIbHOCTb U MUPOTEHHOCTb. A0/MKHbI ObITh 3aBEpPLUEHbI
[0 BBEJEHUSA NaUMEHTY, 1 COOTBETCTBYOLWAs MHhopmaumsa HanpasieHa B KNMHUYeckoe nogpasgeneHve. Pas-
pelieHne Ha nepegayy PPl He AO/MKHO BblaBaTbCA, €CNY He MPOBeAEHbl NCMbITaHWS Ha pPagnoXMUNYECKyIo
NOA/IMHHOCTb U YACTOTY aKTUBHbIX KOMMNOHEHTOB B P®IT.

Jl0/MKHBI 6bITb yCTaHOBNEHbI ahdheKTUBHAA npoueaypa HeMeaNeHHOro MHPOPMUPOBAHUSA KITMHUYECKO-
ro nogpasfeneHvs o Noay4yeHnn HeCoOTBETCTBYIOLLErO pe3ynbTata v AOKYMEHTVPOBAHUS NocneayoLwmx gei-
CTBUIA C TaKUM npenapaTom.

9.5 PaguodhapmaleBTUYECKME fIeKapPCTBEHHbIE CPEeACTBa, COAepXalive pagvuoHykKanAabl ¢ 60MbLIMM
nepvogom nosnypacnaga, cnegyet KOHTPO/IMPOBaTb Ha COOTBETCTBME BceM TpeboBaHusaM 0 0ddOpMIEHUN
pa3peLleHns Ha BbIMYCK YNOSIHOMOYEHHbIM IMLIOM.

KOHTpob Npo6 MOXET 6bITb NPOBEAEH He cpal3y nocse ux otbopa, 4Tobbl 0becneunTb Tpebyemoe CHU-
XXeHVe YpOBHSA akTUBHOCTU. Bce BuAbI KOHTPOAIA, BK/IHOHYAsA KOHTPO/b HA CTEPUIBHOCTb, A0/IKHbI MPOBOAUTBLCA
Kak MOXKHO 6bICTpee.

9.6 Mpoaykums, He COOTBETCTBYHOLLAS YCTAHOB/IEHHBIM TPEOOBAHNUAM, AO/MKHA OblTb OTKMNOHEHA. Ecnn
npegycMoTpeHa nepepaboTka matepuana, To OHa A0/DKHA BbIMOMHATLCSA NO 3apaHee YTBEPXAEeHHON npoLe-
Aype. [oToBas NpoAyKUWs fO/HKHA COOTBETCTBOBATbL YCTAHOB/IEHHBIM TPE6OBaHUAM, YTO AO/HKHO GbiTb MOA-
TBEPXJEHO 0 ee BbiMycka. He gonyckaetcs nepepaboTka BO3BPALLEHHOW MPoAyKuMK, C KOTOpOi cnepyeT
obpallatbca Kak ¢ paAvoakTUBHbIMI OTXO4aMU.

9.7 OTKNOHEHHaa NPOAYKUMA [O/MKHA MMEeTb YeTKYI0 MapKWpOBKY W XPaHUTbCA pa3feflbHO B 30HaX C
orpaHuyeHHbIM gocTynoM. O HeCOOTBETCTBUM A0/KEH ObITb M3BELLLEH OTAEN 06ecneyeHns kavectsa. [JOo/mKHbI
BECTWCb 3anucy 0 fefiCTBUSAX C OTKIOHEHHOI MPOAYyKLUMei.

9.8 OpraHu3auums fo/kHa yTBepAuTb npoueaypy paccnefoBaHvs NpUYMH OTKIOHEHWW, npegnonara-
eMbIX fedeKToB npodyKumn. Takoe paccrefoBaHue BK/OYAET, HO HE OrpaHuyvBaeT, U3y4YeHue MpoLeccos,
onepauuii, 3annceii, NPeTeH3nii 1 Apyrnx COOTBETCTBYIOLLMX UCTOYHUKOB MHADOPMAaLIMK O fietheKTHOW NpoaykK-
uvn. Mo pesdynbTaram paccriefoBaHusa onNpefenanTcs 1 NPeanpuHMMaloTCa COOTBETCTBYIOLLME KOPPEKTUPYHO-
Wwure n/unn npegynpexgarolive AeicTBus No npeaynpexaeHnio MNoOBTOPHbIX ClyvaeB NPo6/emM ¢ KayecTBOM.

10 OTnycK v oTrpy3ka npoaykumm

10.1 OpraHu3auvs Ao/mKHa onpeAenunTb npoueaypy OTnycka v OTrpy3kv MPoAyKLuW, ob6ecneynsatoLLyto
OTNYCK TO/IbKO NPOAYKLUMMN, pa3peLleHHON YNONHOMOYEHHbIM NLOM K BbINYCKY, aHa/M3 BbINO/IHEHUS TpeboBa-
HWIA KNMHUYECKMX NoapasaeneHunii (ecnn NPYUMeEHNMO) U OTCYTCTBME HEraTUBHOMO BANSHUS NpoLiecca OTrpy3ku
Ha KayeCTBO MPOoAyKL K.

10.2 3anucu no OTrpy3Ke AO0/DKHbI coAepXXaTb A0CTaTOYHYH UHGOPMAaLMI0 O nosyyatensx npoayKuum
(HaMmeHoBaHus, agpeca, HoMepa Tenie)OHOB U/MNKN hakcoB B paboyee 1 Hepaboyee BPeMS, HOMepa cepuii
1 06beMbl NOCTABOK, NHADOPMALMIO O HA3HAYEHUWN MaLUeHTY Un Kakoi-To NAEeHTUMUKALMOHHBIA KoA. AaTy v
BPEMS OTIPY3KM).

11 Pab6oTa c npeTeH3nAMuU

11.1 OpraHu3auns A0/HKHA YCTaHOBWTb MUCbMEHHYH0 npoueAypy No NosydyeHuto u pabote co Bcemwu
NPeTeH3nsAMA B OTHOLLEHNN PPT.

11.2 Npoueaypa fo/MHkHA NpefycMaTpuBaTh NPOBeeHMEe aHaIM3a KakAoi NpeTeH3nmn nogpasgeneHmem
no obecneyeHmnio KayecTea C LeNblo onpeaeneHnss BO3MOXHOro HecooTBeTcTBUA PP cneymdmkauymmn n npo-
BeJleHNA COOTBETCTBYIOLLEro paccnejoBaHNA 1 NoucKa NpuYnHblI Takoro HECOOTBETCTBYS.

11.3 3anucu paccMOTPEHUS NPETEH3WI [0MKHbI XPaHUTLCSA B COOTBETCTBYIOLLEN nanke AN NpeTeH3ui
B OTHOLWeEHUN PPl 1 BKNtoYaTb: HaMeHoBaHe 1 o3y PPr1. Homep cepun, haMuinio, UMs. OTYECTBO fMua,
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HanpasvBLUEro NPeTeH3uno, AaTy NoyYeHus NPeTeH3nn, XxapakTep NPeTEeH3UN 1 PeLleHus U Mepbl, MPUHATbIE
no pesynbTaTam PaccCMOTPEHUSI MPETEH3MN.

114 Bo3BpalleHHasi B CBSI3W C NpeTeH3Meli NpoAyKUus He NoANeXNT nepepaboTKe v AoKHA 6bITb YHNY-
TOXeEHa.

12 CamounHcnekuyns

CyLIECTBYIOLLYIO B OpraHu3aumm cuctemMy obecnedeHuss KauecTsa CieayeT He pexe OfHOro-AByx pas B
rof, NPOBEPATb HA COOTBETCTBME YCTAHOB/IEHHLIM TPEBOBAHUSAM.

BHYTpeHHsIA NpoBepKa nepcoHasia NpoBOANTCA /1 BHOBb NPUHSTLIX COTPYAHMKOB Yepe3 KOPOTKOoe Bpe-
Msl Moc/ie A0MycKa K CaMocTosiTeNlbHOlM paboTe, Aasiee NPOBOAATCA PaHAOMU3MPOBaHHbIE MPOBEPKU Nepco-
Hana.
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