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BBegeHue

PaagnodapmaLresTuyeckue npenapatbl (POI) oTHocATeA kK ocoboin rpynne MeauumMHCKUX Npenapartos.
Ux npuroTtoBreHne n ncrnonssosaHue B Poccninckon ®eaepaunm yactudHo perynupytotes FTOCT P 52249.
B oTHoweHnn POTT, ans koTopbix TpebyeTcsi nonyyeHre paspeLleHms K MpUMEHEHWUIO U KOTOPbIE U3rOTOBSI-
tOT C MCMOMb30BaHNEM NULLEH3MPYEMON MPOAYKLUM (PaaNOHYKIMAHBIX reHepaTopoB, HAaboPOoB 1 NPeKypCcopoB
pagnoHYyKNAoB), BBEAEHLI crieynarnbHble MOMoXeHUs B BUAE CaHUTapHbBIX MpaBui U HOPM, pernaMeHTupyto-
LLUMX B OCHOBHOM MOJIOXKEHNS pagnaLmoHHon 6e3aonacHocTy npu nux npumeHeHun. OgHako PP moryT Takke
GbITb M3roTOBMNEHLI BHE Chepbl PEMMCTPALMOHHOrO paspeLleHnst UM NCNonb3oBaHbl 3a Npeaenamu 3aperuc-
TPUPOBaHHLIX MOKa3aHUA K TpuMeHeH 0. Beinyck Mmanbix o6bemMos POl npeaHasHayveHHbIX 41 NPUMEHEHNSsI
B MO3UTPOHHO-aMUCCUOHHOI Tomorpadun (M3T), npeacTasnsaeT coboit BaXHbIA CErMeHT npumeHeHus PO,
HacTtosilwmin ctaHgapT coaepkuT pag NosoKeHW pekoMeHaaTensHoro xapakTtepa anst obecneveHns kauecTea
npyu NpUroToBMEHUU Manbix obbeMoB PPl 1 nx HepaamMoakTMBHBLIX MpeKkypcopoB. Hactoawmin ctaHaapT
COOEPXKUT PEKOMEHAALIMMN 1 NpaKTUYecKMe NpuMepbl METOAOB UM NpoLeayp, KOTopble MOTYT BbITb UCNOMb30-
BaHbl [13T-ueHTpamu ¢ Lenbio obecneveHns COOTBETCTBUS TpeboBaHNSAM COBPEMEHHON HaaNeXxallen pagno-
dapmauesTuieckoin npakthkn (CHP®MY. faHHble pekomeHOauuu oYeHb BakHbl, Tak Kak GOMbLUMHCTBO
CYLLeCTBYOLLMX NPaBU OTHOCATCA K fleKapcTBEHHbIM cpeacTBam. Kpome 3T0ro, HekoTopble 13 AeACTBYOLLMX
pernaMeHTOB He MPUHMMALOT BO BHUMaHWe ocobble xapaktepncTukn PO, Takne kak KOpOTKUIA CPOK XpaHeHUs!
B CBS13M C MarbIM Nepuogom nonypacnaza paguoHyknuaa, Marble 06 beMbl BbiMnycKa v HU3KYH TOKCUMHOCTb U
OTCYTCTBUE TOKCUHHOCTM rOTOBOTO NpoaykTa 6narogapsa cnevumduyeckon ocobeHHocTu PPI1, a umeHHo oTcy-
TCTBUIO HOCUTENSI.

1) CoepemenHas Hagnexawas pagvodapmauesThieckas npakTuka — nepesod ¢ anm. Current good radio-
pharmacy practice (cGRPP).

\



FOCT P 57499—2017

HAUWOHANBbHBLIA CTAHOAPT POCCMUUCKOW SGEOEPALMUMU

NMPABUJTA OPFTAHU3ALUU NPOU3BOACTBA U KOHTPONSA KAYECTBA
PAOVO®APMALIEBTUMECKUX NPEMAPATOB B N3T-LIEHTPAX
B COOTBETCTBWU C MPABUNAMU HALOJEXALLIEX
NPOU3BOACTBEHHOMN NPAKTUKU

Rules of production and quality control of radiopharmaceuticals in PET centers in accordance
with the rules of good manufacturing practice

Aara BBegeHna — 2018—06—01

1 O6nactb NpuMeHeHuA

1.1 HacToswuii cTaHaapT coaepXnT ykasaHusi no obecneveHunto kayecTsa npy NpUroToOBEHUN OrPaHU-
YeHHbIX konuyecTs PPI, He oTHocsALWMXes K HaBopam, B MO T-LeHTpax.

1.2 MepeyHn obopydoBaHnNsi, TEXHOMOMMIA N METOAOB, NPUBEAEHHbIE B HACTOAWEM cTaHaapTe, He
ABMNAOTCA UCHEPbIBAOLWUMMN.

2 HopmaTuUBHbIe CCbISIKM

B HacTosiIlem cTaHdapTe UCNonb30BaHbl HOPMaTUBHBIE CCHISIKM Ha criedytolmue cTaHgapThl:

FOCT 8.520 locygapcTBeHHas cucTeMa obecnedeHuss eanHCTBa UaMepeHuid. Becol nabopaTtopHble
obpasuoBble 1 obLwero HasHaveHns. MeToauka noBepKu

FOCT P 52249 [lMpasuna npon3BoAcCTBa U KOHTPOIS Ka4ecTBa fleKapCTBEHHbIX CpeacTB

FOCT P UCO 13408-1 Acentuyeckoe Npon3BoACTBO MeguLMHCKoN npogykumn. Yacts 1. O6wune Tpe-
6oBaHus

MpumedanHune— lNpu Nnonb3oBaHUM HACTOSILLMM CTaHAAPTOM LenecoobpasHo NpoBepuTb AeNCTBUE CCbINOY-
HbIX CTAHAApPTOB B WMH(OPMAaUMOHHOM cucTeme obWero nonb3oBaHUsi — Ha oduumansHom cante PegepanbHOro
areHTCcTBa MNo TEXHWYECKOMY PeryniMpoBaHuio U MeTpornorum B cetn VIHTepHeT nnm no exerogHoMy MHOpMaLnoHHOMY
ykasaTento «HaumoHanbHble cTaHaapTh!», KOTOPbLIV ONYBNMKOBaH No COCTOSIHMIC Ha 1 sTHBapsi TEKYLLEro roga, U no Bbinyc-
Kam exeMecsiHHOro MHAPOpMaLMOHHOIO ykasaTtens « HaunoHanesHble cTaHgapTbi» 3a TeKyLWwun rog. Ecnv s3ameHeH cebinoy-
HbIM CTaHZApPT, Ha KOTOPbIM AaHa HeJaTUPOBAHHAA CCbINKa, TO PEKOMEHOYETCA UCMOoNb30BaTh AEWCTBYIOLLYI0 BEPCUIO
3TOro cTaHgapTa € y4eTOM BCeX BHECEHHbIX B JaHHYI0 BEPCUIO M3MEeHEeHWI. ECnv 3aMeHeH CCblNOYHbIN CTaHAapT, Ha KOTO-
pbIvi JaHa JaTtMpoBaHHas CCbINKa, TO PEKOMEHAYETCH CNONb30BaTh BEPCUIO 3TOrO CTaHAapTa C YKa3aHHbIM Bblle rodoM
yTBepxaeHust (NpuHsATUs). ECnv nocne yTBepxaeHns HacTosLWero ctaHaapTa B CCbINOYHbIN CTaHAAPT, Ha KOTOPLIN AaHa
JaTMpOBaHHasA CCbINka, BHECEHO U3MEHEHMe, 3aTparvBatoLLee nonoXeHne, Ha KOTOPOe JaHa CChbIKa, TO 3TO NOMOXEHUe
pekoMeHayeTCs NpUMeHsiTe 6e3 yveTa 4aHHOro n3meHeHust. Ecnv cebinoyHbin ctaHgapT oTMeHeH 6e3 3aMeHbl, TO NONoXe-
HWe, B KOTOPOM AaHa CChifka Ha Hero, pekoMeHAyeTCs MPUMEHSITb B YaCTW, HE 3aTparmBatoLwen 3Ty CCbIfKy.

3 TepMuHbI 1 onpeneneHus

B HacTosiwem cTaHgapTe npuMmeHeHbl TepMuHbl o TOCT P 52249, a Tacke criegytoLme TepMnHbI € COOT-
BETCTBYOLNMN ONpeaeneHnsIMu:

3.1 paguodapmaueBTUYEeCKMA npenapaT; POl Xnmudeckoe coeguHeHne, B MONeKynax kKoToporo
coOepXUTCA onpeaeneHHbid paauoHyKnng, BBOAUMBIA B OpraHn3M Npy nccrefoBaHum nnuv B bronorndeckue
npob6bl XUOKOCTEN U3 TKaHel opraHn3ma.

W3panne opmumansHoe
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3.2 orpaHuyeHHoe konuvectso P®I; OKP®M: Jliobon PPI, camocToaTenbHO NPUroTOBMNEHHbI B
HeBOoMbLLIOM KONMMYEeCTBE, UCKoYasi COCTaBhbl, MOMyYeHHbIE BHECEHMEM METKM B NNLLEH3NPOBAHHbIe HAbOoPbI 1
reHepaTopebl, a Takke NPUroToBneHne Habopos.

3.3 KoHe4HbIN nNpoAaykT: PagnodapmalesTuieckun npenapat, Npoweawmnin Bce cTagnmn npomssoa-
CTBa, BKIOYas ynaKkoBKy B NOCNeAHNA KOHTEHep.

3.4 npuroToBneHue: MNpon3BOACTBEHHBIN NpoLece, BKoYatoLWwui B cebsa Bce onepaln, cBAsaHHbIe ¢
npuobpeTeHneM MaTepunanos U U3aernvin, UroToBneHue, KOHTPOITbL KavyecTsa, Bbinyck U xpaHeHue POIT, n
COOTBETCTBYOLNE MEPbI KOHTPOA.

3.5 npekypcop: AKTMBHbIA hapMaLEeBTUMECKUN KOMMOHEHT, NCMOMb3yeMblil B Ka4yecTBE MCXOOHOro
mMaTepuana ans npurotosneHnsa POr.

3.6 npekypcop paguoHyknupa: ltoboln paguoHyknua, npoussoaumMblid Ana AobaBneHns B kavecTse
paguoakTUBHOW METKU K APYroMy BELLEeCTBY Nepes ero BBeAeHUEM.

3.7 BewecTBO ANA paguodapMaLeBTU4ECKOro NpMMeHeHUA: [ioGoe opraHnyeckoe Unmn HeopraHu-
Yeckoe BeLUeCTBO, KOTOPOe UCMNOMb3YeTCH B KAYeCTBE akTUBHOMO BELLECTBa UMW HamnosHUTENs nNpu npous-
BOACTBE MpenapaToB 418 MPUMEHEHUS B MeAULIMHE UMM BeTepuHapuu.

MpnumevaHune—BewectBo Ana pagnodapmaleBTUHECKOrO NMPUMEHEHNST MOXET ObiTb MCMONb30BaHO Kak
CaMOCTOATENBHO, TaK M B KAHYECTBE NCXOAHOr0 MaTepvana Ans Nocneayowero COCTaBNeHNA MEAULIMHCKUX NPenaparos.

3.8 kBanuduuuposaHHbin cneuymanuct; KC: NnueHanpoBaHHeln dapmakonor, 6Monor unm XumMmk
(1w nuLo ¢ Apyro NpU3HaBaemon akagemMmnyeckoin kKsanndukaumnen), MMetoLwmin onbIT paboTel B ccpepe npo-
nssoacTtea POIT, npoweawnin ksanudpukayoHHbBIA 3K3aMeH.

3.9 otBeTcTBeHHOE NULo; OJIPOIT: JInuo, 0OTBETCTBEHHOE 3a MPUroTOBMNEHNE OrpaHUYEHHBIX KONMu-
YyecTB PPl c akageMmyeckon noaroToBkon, aksuaneHTHon noarotoeke KC, onbiTtoM paboTel B 0bnactu npu-
rotosneHust POl, koTopoe nokasarno AoCTaTOMHYI0 Hay4HYH0 U TEXHUYECKYIO NOATOTOBKY M OMbIT B NMpakTuke
pagnodapmMaleBTUKN U cMexHbIX obnacTsx. OJIPPOIT HeceT NNYHY OTBETCTBEHHOCTDL 32 BCe acMeKTbl NPUro-
ToBneHus POM B M3T-ueHTpax, 3a NCKMOYEHNEM CryyaeB, Koraa MecTHOe UNW HauuoHarnbHoe 3akoHo4a-
TenbcTBO TpebyeT UHON KBanudmkaLnu.

3.10 papuoxumuueckan naGopatopua: MogpasgeneHne NOT-ueHTpa, rae NpUroTaBnUBaloT orpaHu-
YeHHble konndecTsa POl no NuueH3uu, BblAaHHOW B COOTBETCTBUM C HALMOHAMbHBIM 3aKOHO4AaTENTbCTBOM.

3.11 N3T-ueHTp: LleHTp paavMOHYKNMOHOW AMArHOCTMKW, B KOTOPOM MNPOBOAATCA UccneaoBaHus
MEeTOAOM MO3UTPOHHOW 3MUCCUOHHOM TOMOrpacduun.

4 TlepcoHan u pecypchl

4.1 O6wue nonoxeHus

4.1.1 Bce onepauuu HeobXxoAMMO BbINOMNHATL Nofd koHTponeM OJIP®I. MepcoHan, yyacTeyowmin B
Bbinycke PO, gomkeH UMeTb COOTBETCTBYIOLLYIO MOArOTOBKY Mo cucteMam obecneveHuns kavectsa, cHPOM n
HOPMaTUBHBLIM TPeBOBaHUAM, YCTaHOBMEHHbIM Anst AaHHoro Tuna npenaparta. OJIPOM MoxeT nopy4uts
BbIMYCK rOTOBOro NPOAYKTa ApYromy finLly, HO OTBETCTBEHHOCTb 3a BbiNyck PP He MoxeT bbITh Aenernposana.

4.1.2 Becb nepcoHarn, 3aHATbIA B 30Hax paboTbl C pagnoaKkTMBHBIMU BELLECTBaMU, BKNOYAA COTPYAHN-
KOB, B Ybl 06s3aHHOCTM BXOAUT ybopka 1 obcnyxuBaHue, OMKEH NOMNYYUTb AONOSHUTENbHYH NOAFOTOBKY
NPUMEHUTENBHO K NCNONb3YEeMbIM BelllecTBaM. B yacTHOCTU, OHWM AOMKHBI NOAYYNTL NoAPo6HY0 nHdopma-
LMo U Hagnexalyo NoAroToBKY Mo paguaumoHHon 6esonacHocTu. [losy 06nyveHUa nepcoHana HeobxoammMo
KOHTPONUPOBaTb C NOMOLLbIO MHAMBUAYANbHBIX JO3UMETPOB YTBEPXKAEHHOMO TUNA, NoKa3aHWUA KOTOPbIX pery-
NAPHO NPOBEPSAIOT U PErUCTPUPYIOT. [laHHbIA BUA KOHTPONA MOXET BbiTb AONONHEH KOHTPOMEM C NOMOLLbIO
3NEeKTPOHHbIX AO3NMMETPOB, KOXHbIX 4O3MMETPOB Ha Nanbubl 1 T. 4. MNocne 3asepweHns npurotoeneHns PN
Heo6Xx0ANMO NPOBECTU KOHTPOIb PaAUOaKTUBHOTO 3arpA3HEHUA NepcoHana nu paboumnx MecT C NOMOLLbIO COOT-
BETCTBYIOWMX pagnomeTpoB. [lloboe 3arpsisHeHue JOMKHO ObITb yaaneHo HeMeaneHHo Unn ero pacnpocTtpa-
HeHWe AOMKHO BbITb OrpaHU4eHo, a AOCTYN B 3arpsi3HEHHYI0 30HY AomkeH GbiTb 3anpelleH 4o Tex nop, noka
paAnoakTUBHOCTb He CHU3UTCS 40 A0MYCTUMOTO YPOBHS.

Mpw BBEAEHWUN HOBLIX NpoLieAYpP UK onepaumii, a Takke Npu o6HapyxeHUn HegoCcTaTKOB AOMKHBI GbITb
paspaboTaHbl NporpaMmel NO NPOBeAEHUIO COOTBETCTBYHOLEN NOAroTOBKU NEPCoHasa U Nnaxbl No Meponpu-
ATUAM, HanpaBNeHHbIM Ha YCTpaHeHne HeJOCTaTKOB.

4.1.3 Hakaxgoro coTpyaHuKka AOIKHO BblTb COCTaBNEHO akTyanbHoe A0Cbe, BKNoYatolee, Hanpumep,
pesiome, Konun AMnNnoMoB, cepTUUKaTos NoBkIlLeHNA kBanudukaumu. NepcoHan paguoxmumuyieckon nabo-
paTopun AOMKEH COCTOATL He MeHee YeM U3 ABYX COTPYAHUKOB, 0AUNH U3 KoTopbix aenseTca ONP®M ¢ cooT-
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BETCTBYHOLUMMU MONHOMOUNSIMUA. BTOPOI COTPYAHUK AOIMKEH UMETb MOAroTOBKY No cobnioaeHunio npouedyp
cHPOM.

4.1.4 [OnsnposeaeHus cTaHAapTHLIX Npoueayp npurotosrieHus POI (noarotosutensHeble npoueaypsl,
N3roTOBMIEHME, KOHTPOIb Ka4ecTBa, BbINYCK NPOAYKTa U T. N.) AOMKHBI 6bITb paspaboTaHbl U 3a40KyMeHTUpOo-
BaHbl CTPOrve cTaHgapTHbIe onepaLMoHHble npoueaypel (COTM).

Ecnu Becbk npouecc npurotoBneHua PO ocywectensaetcs ogHum OJP®I, ans ocywectsneHns son-
HO NPOBEPKN Pe3yNbTaToB U NOATBEPXKAEHUA UX COOTBETCTBUSA AOMKEH ObITb NPUBNEYEH eLle 0auUH He3aBu-
CUMBI MpodeccnoHan (NPUHUMN «4eTbipex rnasy). YkasaHHbIM IMLoM MoxeT 6biTk Nioboe nuuo, npoweawee
NoAroTOBKY ANS NPOBEASHUS aHanM3a pesynbTaTos, NOHUMatoLee UX 3HauYeHue U cnocobHoe NoaTBepAUTL
NX MPaBUbHOCTb.

4.1.5 Bce oGopyaoBaHue AOMMKHO AONycKaTb AUCTaHUMOHHOE yrnpaBneHue unn ObiTb aBTOMaTU3UPO-
BaHHbIM. MpK 3TOM Nony4Yyaemble NPOTOKONbI (0THETHI) AOMKHBI OAHO3HAYHO CBUAETENLCTBOBATL O KAa4YeCTBe
P®I1 n ero cootBeTCTBUM TpEbyeMBIM XapakTepucTukam (cneundpukaumam).

4.1.6 B cnyvae npurotoBrieHust Heckonbkux Tunos OKP®M, konuuecTBo nepcoHana AOMKHO BbiTb
[0CTaToYHbIM A8 BLIMOSIHEHUS BCeX onepauuin npurotosneHns POI (M3roToBneHNs1, BLIMOIHEHUA bYHKUNIA
KOHTpoNs 1 obecneyeHns KayecTsa), Npn 3TOM A0MKHO BbITb 06ecneveHo NpeaoTBpalleHe CMeLIMBaHUSA U
nepekpecTHOM KOHTaMUHaLUA.

4.2 OTBETCTBEHHOCTb

4.2.1 B o6azaHHocTU OJIP®I foMmKxHO BXOAUTL:

- ycTaHoBneHue u obecneveHve npoBeaeHUs npoueayp NPoBEePKU U OLeHKU MOCTYNaloLWMX MaTep1arnos
nepea Nx UCnosib3oBaHUeM;

- MpoBepKa 3anuceit, oTHocaMxcs Kk npurotosneHnio OKP®I 1 nabopaTopHOMY KOHTPOSO Ha TOY-
HOCTb, MOSMHOTY U COOTBETCTBME YCTAHOBMIEHHbIM XapaKTepucTukam nepej paspelleHUeM Bbinycka WUnu
BblOpakoBkoin OKPOIT;

- yTBepxAeHue npoueayp, XxapakrepucTuK, NpoLIeccoB U MeTOAOB, BKITloyas cooTeTcTByowme COMM;

- obecrnedveHne Hagnexallen nNoaroToBKU U KBanudukauum nepcoHana;

- aHanusowunbok nobecneyeHmne COOTBETCTBYIOLLMX KOPPEKTUPYIOLLNX AEACTBUIA A4NA NpeaoTBpaLLeHus
NX NOBTOPEHNS;

- obecneyveHne Hagnexalen naeHTUdUKaLun, 4O3UPOBKU, kadecTBa UuUUCTOThI OKPONM.

4.2.2 B ob6sAzaHHOCTU NULa, OTBETCTBEHHOro 3a o6ecneveHune Ka4ecTBa, JOMKHO BXOAUTb:
ynpasneHue obLuei cucteMol obecneveHns kavecTsa;
npoBepKa NPaBUIbHOCT BEAEHUS U yNpaBNEeHNA AOKYMEeHTauunen;

nposedeHne NeproanMyeckux ayauTos C Lenbio HabniogeHna 3a cOOTBETCTBUEM YCTaHOBMEHHBIM
npoLeaypam 1 npakTukam;

- HabnogeHve, BO B3anMOOENCTBUAM C APYrMMW OTBETCTBEHHBIMU NULAMK1, 3a O6WMM ynpaBneHuem
AeATeNbHOCTBIO PagMoXMMmMYeckoin nabopatopum (HanpuMep, KOHTPOMb OTKIOHEHUIA OT KOHTPONUPYEMbIX
XapaKTepUCTUK, NoAroToBKa NepcoHarna, yrnpasneHue paguoakTMBHEIMA OTXOAaMU U T. 4.).

4.2.3 [nsnosbleHns achdekTUBHOCTM ynpasneHus nomollp ONIPPI1 B o6ecneyeHm ykasaHHbIX BbiLLe
BONPOCOB MOXET OKa3blBaTb BHELUHEE MO OTHOLLEHNIO K paguoxumMu4deckoin nabopaTtopuu nogpasgeneHue no
obecneveHnto kKavecTsa.

4.2.4 B o6sA3aHHOCTU N1Lia, OTBETCTBEHHOIO 32 NPOU3BOACTBO, AOMKHO BXOAUTD:

- paspaboTtka COIl1, oTHOCALWMXCS K onepauusam no npurotosneHnto POI, u nposepka Hagnexallero
BHedpeHus ykasaHHbIX COlT;

- YTBEPXAEHWE TEXHOMOMMYECKNX OmnepaLmii;

- oLeHKa, 3aBepeHune NoANUChLIo U XpaHeHue 3anucei, OTHOCALLMXCA K NpurotosneHuno POIT;

- oBecneyveHune rapaHTuid TOro, YTo NpenapaTtbl NPOU3BOASAT U XPaHAT B COOTBETCTBUM C YTBEPXKAEHHO
AOKyMeHTaLMewn ¢ Lienbto AOCTUXKEHNs TpebyeMoro KavecTBa;

- npoBepka NpaBUIbLHOCTU OBCNYXMBaHUSA NOMELLEHNIA U TeXHOMorM4eckoro obopyaoBaHusi B CooT-
BETCTBWM C YTBEPXKAEHHON NporpamMmmoi obcnyxmBaHusi;

- B3anMOAeNCcTBMe C APYrMU OTBETCTBEHHBIMU NL@MUW NO OpraHusaLum U NOAroTOBKe onepaTUBHOrO
nepcoHana.

4.2.5 B 06s3aHHOCTU NULa, OTBETCTBEHHOTO 3@ KOHTPOJIb Ka4ecTBa, AOMKHO BXOAUTD!

- paspaboTka COTll, oTHOCALWMXCSA K onepaumam KOHTPOMNA KavecTea, U NpoBepKka Hagnexallero sHea-
peHus ykasaHHbIx COlT;

- onpefeneHve KOHTPONMPYeMbIX XapakTepucTUK, METOAOB UCMLITAHUA 1 ApyruX NpoLeayp KOHTPONA
KayecTBa;

- NoATBepXKAeHWe BO3MOXHOCTV UCMOMb30BaHUS UMW BbIGpakoBKka NCXOAHbLIX MaTEPUanoB 1 yNakoBok;
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- oueHka, 3aBepeHne NoANUCHI0 U XpaHeHWe 3anucei, OTHOCSILLIMXCS K KOHTPOJTHO Ka4YecTBa;

- OUeHKa 3anucei, OTHOCALMXCA K BbiNyCcKkaeMbIM NapTUsMm;

- NpoBepka NpaBUAbHOCTN OBCAYXMBaHUA NMOMELLEHWUIA U TEXHONOTMYeckoro obopyaoBaHuA B COOT-
BETCTBUW C YTBEPXKAEHHOW NpOorpaMmmon o6CnyXuBaHus;

- B3auMogeuncTsue ¢ ApyrumMmmn OTBETCTBEHHBLIMU NTULLAMN NO OpraHu3aLmMmy U NoAroToBKe onepaTUBHOMO
nepcoHana.

4.2.6 PekomeHAoOBaHO pasgensTb OTBETCTBEHHOCTb 3@ MPOU3BOACTBO U KOHTPOSb KayecTBa, 0gHako B
cny4vae orpaHM4YeHHOro KOMUMYecTBa nepcoHana OTBETCTBEHHOCTb 3a MPOU3BOACTBO U KOHTPOSb kavecTBa
MoxeT ObITb BoznoxeHa Ha ONPOI.

5 OOecneyeHue KavecTBa

5.1 Ona obecnevyeHns AOIMKHOIO ypoBHS kadecTBa B [OT-ueHTpe gormkHo 6biTh co3aaHo nogpasaene-
HWe, B 334241 KOTOPOro BXOAAT TLaTeNbHas NpopaboTka MBHeApeHMe CUCTeMbl KOHTPOJIS KAYeCTBa, OCHOBaH-
Hon Ha npuHumnax cHP®MM, n obecneveHve Hagnexallei oueHkM pyucka. OLeHka pucka urpaet BaxkHyto ponb
Ha Bcex aTanax npurotosneHuss OKP®I n moxeT obecneuntb COOTBETCTBYIOWUUA YPOBEHb KOHTPOMA U
OOKyMeHTauuu.

K OKP®IM moryT 6biTb NpUMeHeHbI MOMTHOCTLIO UMW NMoche aganTtauum Ans COOTBETCTBUA NpuHUMNam
pagunaunoHHol 6esonacHOCTU onepaluu, KoTopble CTaHAapTHO BbIMOMHAOTCA MPU NMPUrOTOBMEHUA UNKU
NCMbITAaHUM «OBbIYHBIX» HEPaANOaKTUBHbIX NIEKapCTBEHHbIX NpenapaTtoB. AN BanMaaumu ansTepHaTUBHBIX
meToaos, COMuT. A. uenecoobpasHo NPOBOAUTL aHaNM3 C LieSTbio OLEHKN pUCKa.

5.2 Mpu usrotosneHnn POl Heo6xoaAMMO BECTU AOKYMEHTALIMIO CUCTEMbI KOHTPOIS KadecTBa. [lomkeH
6bITb NpoBeAeH MOHUTOPUHT 3¢hheKTUBHOCTU CUCTEMBI KOHTPOSIS Ka4ecTBa C Lefblo okasaHusa noaaepkku
ONP®I B HabniogeHn 3a onepaumsiMyM NPUroToBIeHU U obecrneyeHus Haanexalwen uaeHTUUKaumu,
O03NPOBKKN, KadecTBa U uncToThl PPI. B yacTHocTW, nogpasgeneHne obecneyeHUss kavectBa AOMKHO
obecnevnBaTb:

- npuroTosneHne POl B COOTBETCTBUN C COBPEMEHHBLIM YPOBHEM 3HAHUIA;

- COOTBETCTBME OMUCaHWA N Mopsiaka BHeApeHWUs onepauuid npurotoBneHuss PO u KOHTPOnbHBIX
onepaumni npuHumnam cHPOM;

- NOCTaBKy AN NPUMEHEHUs nauneHTaMmmn npaBubHO NPUroTOBAEHHLIX, NPOBEPEHHbIX, XPaHUBLUUXCA
B COOTBETCTBUM C ONUCAHHBIMW NpoLeaypamMm KOHTPOISA kavecTsa U BbiNywweHHbIX ONPIT;

- NPUHATUE Haanexawmx mep no obecrneyveHmnto Bbinycka, xpaHeHus, 06paboTku U ucnonbsosaHus POM
Takum obpasom, uTobbl obecneynmBanocsk Tpebyemoe KayecTBO B TeYeHMe BCEro cpoka XpaHeHusl B COOT-
BETCTBUM C UX CPOKOM rOAHOCTMU.

5.3 KoHTponb kayecTBa siBnsieTca YacTbio cHPOM, BkntovaeT B cebsi BbIGOPOUHIt KOHTPOSb, KOHTPOMb
cooTBeTCTBUA PPl 3a9BNeHHBIM XapakTepucTukam, NposeaeHne UCMbITaHNiA 1 oopMIIEHNE COOTBETCTBYHO-
e JOKYMeHTaummn, AOKYMEHTMPOBaHNE, a Takke opraHunsauuto npoueaypbl Belinycka npogykumun. Cnyxéa
KOHTpons kadvectBa obBecrneuvnBaeT Tpebyemoe U Hagnexallee NpoBeAeHUe WUCMbITAHWA N COOTBETCTBUE
KayecTBa UCXOAHbBIX MaTepunanos, yrakoBKu U roTOBLIX NpenapaToB yCTaHOBNEHHbIM TpeboBaHUsIM.

6 WUcnonb3yembie NOMeLWeHUs, cpeacTBa n obopyaoBaHue

6.1 O6wue nonoxeHus

6.1.1 Ncnonb3syemble cpeacTBa A0MKHbI ObITb 4OCTAaTOYHbI A51s 06ecneyYeHns 4oMKHOro obpalleHns ¢
mMaTepunanamu u obopyaosaHuMeM, NpeaoTBpaLLeHUst CMELLMBAHUS U 3arpsisHeHUss 06opyaoBaHNUsa Unu npe-
napaTosB, a Takke obecrneyeHns Hagnexalumx cocTaBa nepcoHarna u MukpoknuMara.

6.1.2 Bce obopynoBaHue, UCNONb3yeMoe B TEXHOMOMMK (Hanpumep, yCKOPUTENb YacTull, YCTaHOBKN
CUHTe3a nnu apyroe creunanusnposaHHoe obopygoBaHue) 4ormKHO OblTb Hagnexatum obpasom pasmeLLeHo
1 CMOHTUPOBaHO (Hanpumep, 3KpaHMPoBaHO), YTOBLI Ha NPOTSAXKEHWN BbINONHEHUS NPeayCMOTPEHHBbIX TEXHO-
riorndeckux onepauuin 6ein obecnedeH NpocTol 4OCTYN kO BCeM paboumm 3oHaM. PekoMeHayeTcs opraHusa-
LMsa 1 pasMmelleHne paboynx 30H B HermocpeACTBEHHOW 6nM30CTU Apyr OT Apyra, ¢ Lenbio obecnevyeHus
ahheKTMBHON paboThbl 1 UCKITHOYEHMS NOTeHLMANbHBIX OLUMGOK B OrNepaLmsix MpUroToBMEHNUS 1 MOHUTOPUHTa.
K pabounm 3oHam AOMmKeH MMeTb AOCTYN TOSLKO NEPCOHAN C COOTBETCTBYIOLLMM paspeLleHnem.

6.2 MNomeweHus n cpepcTea

6.2.1 Mpwu NoBbILWEHUN CROXHOCTU (MpUroToBneHne Heckonbkux OKP®IT) Heobxoanmo ocyLlecTBNATL
KOHTPOIb MPOBEAEHNs onepaunii Ha ypoBHe, OCTaTOMHOM AN NpeAoTBpalleHns CMeLIBaHNS U KOHTaMu-
HaLuun.
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JomkHbl BbITb ACHO OnpeAesieHsl U pasaerneHbl pasnuuHble patodne 30Hbl. ABHBIM U OHO3HAYHBIM
06pa3oM JormkHbI 6bITb BblAENeHbl paGoune 30HbI B OTHOLEHWW OAHOHANPABIIEHHOTO ABWKEHUSI MaTepuaros,
MPeKypCOPOB M FOTOBbIX NPOAYKTOB, BO U36GeXaHWe CMELLMBAHWS U UCNIONb30BaHWSA HE M0 HasHaYeHuIo.

Mpumevanune 1— Hanpumep, onepauun: paguoxmMMmU4EeCKuin CUHTE3, KOHTPOIb Ka4eCcTBa, 3aKIioYnTenbHasi
npoBepKa n XpaHeHne KOMNOHEHTOB, NPOLEALWNX KOHTPOIb, BKMIOYas KOHTEWHEPLI U YKYNOPKY, MOTYT 6bITb pasMeLLeHbl B
OHOM U TOM e NMOMELLEHNUN, XOTS NPEANOYTUTENBHO, YTOGLI 3TU 334341 BbINONHANNUCH B PA3HbIX NOMELLEHUSIX.

MpumeuaHune 2—Vcxoas us xapaktepuctuk o6opyaoBaHns, KOTOpoe, Kak NpaBuno, UCNONb3yeTcs A4nA KOHT-
pons kayectBa P®l1, npegnoqTUTenbHO ero pasmelleHne B NOMELEHUAX, KOTOPLIM He MPUCBOEHA KaTeropus no padore
C paAVoaKTUBHLIMY BELLECTBAMMU.

6.2.2 KoMNoHeHTHI, NpoLuefLume KOHTPOsb, a Takke Te, KOTOPble HAXOAATCA Ha KapaHTUHe, AonyckaeTca
XpaHUTb B OAHOMN U TOM e 30He, HO Ha pasnUYHLIX NOMIKax, NPU YCNOBUN, H4TO KaXKAbIA NOT NPOMapKUpoBaH B
COOTBETCTBMM CO CBOUM CTaTyCOM U COAePXMMbIM. OTOpaKoBaHHbIE KOMMOHEHTLI, KOHTEMHEPbI U YKYNOPKN, a
Takke gpyrue matepuanbl 4OMKHbI HEOGX0AUMO XPaHUTL OTAENbHO OT MaTepuasios, HAXOAALMXCS Ha KapaH-
TUHEe, N MaTepuanos, NPoLLeLLNX KOHTPOSb.

6.2.3 AcenTtuyeckas paboyas 3o0Ha (30Ha acenTU4eCcKoro NPON3BOACTBa) A0MKHA COOTBETCTBOBATL Tpe-
6oBaHnaM FOCT P NCO 13408-1 1 6bITb NpurogHa ana npurotosneHua ctepunbHbix OKP®I. JomkeH 6biTb
obecrneveH KOHTPOIb HAXOXAEHWS 3arpsA3HeHUsi BO3gyXa MUKPOOpraHMu3mMamm n4actuuaMm B yCTaHOBIEHHbIX
npegenax. HeobxoanMmo NpUMeHsATL Hagnexalme npoueaypbl 4nNa caHuTapHon o6paboTku MaTepuanos u
obopyaoBaHUs, NepeHOCUMEIX B acenTu4eckyto pabouyio 3oHy. Kputudeckue onepaumm no NpUroToBRAEHNIO U
koHTporto OKP®IM HeoGxoaumo npoBoAMTb B acentudeckoil pabodveit ctaHumu knacca A (Hanpumep,
namMuHapHbIA BOKC NN U3CNATOP).

KpuTuyeckmmum onepaumsamy aBfsOTCA 3Tankl B npoueaypax npurotosneHns, npu kotopeix OKP®M nnu
MOBEPXHOCTU KOHTEHepa UM YKYNOopKUX, KOHTaKTUpYoLWwme ¢ NPOAYKTOM, OTKPLITHI OKpyXatoLel cpeae.

MMpumevyaHwue—Tlpumepbl KPUTUYECKUX ONepaumi: acentnyeckass cOopka CTepUNnbHbIX KOMMOHEHTOB
(wnpwu, urna, duneTp 1 dnakoH) Ansa cTepunbHoN dunerpaunn OKP®I, dacoeka B OTKpbIThE (hnakoHbl, BeiGOpka Ans
NPOBEPKN Ha CTePUITBHOCTb, MPOBEPKa Ha CTEPUIbHOCTL FOTOBbIX OKP®I1.

6.2.4 dacoska OKP®I, koTopble nogBepraoTca CTepUnM3aLmMm Ha 3aBeplLuatoLlei ctagun, MoxeT 6biTb
BbIMNOMHeHa Ha paboyein cTaHuuu knacca C, pasMeLlieHHON B cpefe € KNnaccom He Hke D.

MpurotoBneHne OKP®I1 06bIMHO BLINOMAHAOT C UCMONb30OBAHWEM aBTOMATU3UPOBAHHBLIX CUCTEM, pas-
MeLLEHHBIX B COOTBETCTBYIOLLMX rOpsivMX Kamepax, Yto obecneunsaet cpeay knacca C.

Fopsiune kamepbl MOTYT GbIThb pasmelleHbl B nabopaTtopun co cpeaoit knacca D.

6.2.5 MoBepXHOCTU CTEH, Nomna 1 NOTOMNKOB B acenTu4ecknx pabounx 3oHax A0MKHbI ObiTb NErko o4u-
WwaembiMn. OYUCTKY HEeoBXOAMMO BLIMOMHATL € YacToToW, obecneuvnBaroled NOCTOAHHLIN KOHTPONb 3a
KauyeCcTBOM OKpyXXatoLleln paboyei cpeabl.

AcenTuyeckas 3oHa (Hanpumep, naMmuHapHbii 60KC) AomkHa BbITb pacnonoXxeHa B YacTU NOMELLEeHUs ¢
HaUMEHbLUUM ABMXXEHUEM MNoaeid U MUHUMAaNbHOW MHTEHCUBHOCTBIO UCMOMNb30BaHUSA.

BTopuYHbIE YNakoBKU (HanpumMep, KOPoBKN 1 ALKMKN) HE AONYCKAeTCA XPaHUTb UK OTKPLIBaTL B 30HE
NPUroTOBIEHUA AT MUHAMU3ALIMW MOCTYNNEHUS NbISN U YacTUL, B aceNTUYECKYH0 pabouyto 30HY.

MnaHWpoBKa NoMeLLeHns 4oMKHA MUHUMW3UPOBATL YXyALWEeHWe KavyecTBa Bo3ayxa npn obcnyxmsaHnm
060pyaoBaHUSA; HaNpUMep, TEXHUYeckas 30Ha MOXeT ObITb CNPOeKTUPOBaHa TakuM 06pasoM, UTOBLI K ropsaunm
KaMepam MOXHO BbINo NOACKHTI U3 APYIroro NOMeLLEHUs, He ABASIIOLWENOCA «HUCTLIM NOMELLEHNEMY .

Bo Bpems npurotoBneHuss OKP®I1 B 4ucToM nomewieHnn AOSDKHBI MPUCYTCTBOBATb TOMbKO nuvua,
HernocpeACcTBEHHO y4acTBYIOLME B NpoLecce NPUroToBNEHUA.

6.2.6 Acentuyeckas paboyas cTaHUMs AomkHa obecneunsaTb Hagnexallyo cpegy ¢ KayecTBOM BO3-
Ayxa knacca A gns acentudeckux npoueayp. Mpumepamn acentuyecknx paboumx CTaHUMA MOryT CAYXUTb
naMuHapHbIe Y U30NPYIOLLME CUCTEMBI.

Mpu paboTe B acenTU4ecKUX YCroBUAX 4oskHa ObITb o6ecneveHa paguaunoHHasa 6e3onacHoCTb onepa-
TopoB. B Tex cnyyasix, korga acentuieckne onepaunn BklovaoT B ceba MaHUnynaumm ¢ paguoakTMBHLIMA
MaTtepuanamu, A0mKHbI 6biTb UCMOMNb30BaHbI NOAXOAALME CPEACTBA paanaLMOHHON 3awnThl, 6e3 npepuiea-
HUS NAaMUHAPHOIO MOTOoKa.

B 3o0Hax knacca A Heo6XxoauMo BbINONHATL MOHUTOPWHT YacTUL, U MUKPOBMOMOTUYECKNA MOHUTOPUHT.
Mpu HeoOXOAUMOCTN MOHUTOPUHT YacTUL U MUKPOBUONMOrMYECKNA MOHUTOPUHT BBIMOMHAIOT TaKKe B 30HaX
C ApyrMMmu knaccamu.

1) 3pecb v ganee knaccol onpegenersi no FTOCT P UCO 13408-1.
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[ns oueHKkM pucka gomkeH 6bITb cMonb3oBaH 0T6op Npob Bo3ayxa us pabounx cTaHLMIA 1 X Uccreno-
BaHWe Ha paanoaKkTUBHOCTb. BO3MOXHbBIM NOAXOA0M ANS OLEHKM KauecTBa BO3AyXa No CoAepXKaHuIo 4acTuL, n
MUKPOGMONOrMYeckoro kavecTsa Bo3ayxa B paboumx cTaHumusax MoxeT 6bITb cOop nHOpMaLIMK O B3BELLEHHbIX
yacTuuax npu mogennpoBaHum onepauuii (B OTCYTCTBUE paAuUoakTUBHOCTH).

6.2.7 JononHutensHo Ansg MUKPOo6GUONOrM4eckoro MOHUTOPMHIA BO BPEMSI MPUrOTOBMIEHUS UITU KpUTU-
YeCKUX 3TanoB NPUroTOBMEHUS AOMKHBI BbITb NCNOMb30BaHbl CeAUMEHTALMOHHBIE MMAacTUHbL. [N 3Toro Ha
OCHOBaHMWWN pe3ynbTaToB OLEHKN pucka AofbkeH ObiTe paspaboTaH nnaH otbopa Npob 1 Ux uccregosBaHui,
B KOTOPOM A0KHbI 6bITb onpeaeneHsl 06 beM U NeprogU4HOCTb MUKPOBUONOrMYecKoro MOHUTOPUHTa.

6.2.8 [ns BCcex NoOMeLleHWIA, yCTaHOBOK 1 060pyAOBaHUs, KOTOPbIE UCTONb3YHTCA B MPUrOTOBIIEHUN
OKP®, Bkntovas paboune cTaHLmm ¢ BbicokoadheKTUBHBIMU hunbTpamm ToHkon ouncTkn (HEPA-bunbTp) n
npeasapuUTenbHBIMN hUNbTPaMU, AOMKHBI ObITh BhIMOMHEHBI MPOrpaMmMbl NpodunakTuieckoro obenyxuBsa-
HUS1, KANMOPOBKM N OLLEHOYHBIX UCMIbITAHWUA. PekomeHayeTcst NPOBOAMTL OLLEHOYHbIE UCTbITaHUS (MCMbITaHUe
HagexHocTM HEPA-dunbTpa')) acentuyeckoit paGoyeit cTaHUMK cpasy nocrne MoHTaxa W B AarnbHerlemM
MOBTOPSTE UCNbITAHWA He pexe OOHOro pasa B rog ¢ Uenblo obecneyeHus xenaemoro kadyectsa Bosgyxa.
Bonee 4acTble UCMBITaHUst HEODXOAUMBI B TOM Clydae, eCiin yCTaHOBIMEHO, UTO Ka4ecTBO Bo3Ayxa sIBNsieTcsl
HegonycTUMbIM (Hanpyumep, Npu pacceoBaHnn HapylweHns ctepunsHocTu OKP®I unu npu obHapyxeHun
YTEUKMN UM CHKEHUS ONTMManbHOro NoToKa BO3yxa).

6.2.9 Heobxogumo npoBoanTb Nepuoanyeckyto 3ameHy npeasapuTenbHbIX hUnbTPOB acenTUYecKon
pabodein cTaHUMN B COOTBETCTBMU C LOKYMEHTMPOBAHHOW Npouedypor v nnaHamu npodunakTmieckoro
obcnyxunsaHus. JaHHyro onepaumio JOMKeH NPOBOAUTb KBannULMpOBaHHI onepartop.

PekomeHO0BaHO OCHaLLeHNE NTaMUHAPHBIX BbITSXKEK U3MEPUTENSIMUA CTATUYECKOTO AABMEHUS C NIEerko
CUNTEIBAEMbIMW NOKA3AHMUSIMU, KOTOPbIE MO3BOMSIOT 3aMETUTb MOBLILLEHWE AaBMNEeHUS B CBA3M C 3arpsisHeHUeM
dunbTpa.

PekomeHa0BaHO MUHUMN3NPOBATL KONTMYECTBO NPeaAMeTOB 1 060pya0BaHUS B KPUTUHECKON 30HE U pas-
MECTUTb X TakuM 06pasom, UToBEI NaMUHApPHLIN MOTOK He NpepbIBasicA.

6.2.10 lMpuBxoae B nomeLLeHns ans npurotosneHus POl onepatopbl 40IKHBI ObITb B 0AeXAe, COOTBE-
TCTBYIOLLE NpoLieccy M knaccy paboyei 30HbI. lMepcoHan aormkeH Hagnexawmm o6pasom NpUMeHaTbL acenTu-
Yyeckne npuvembl B TeyeHue Bcero BpemeHn obpawieHusa ¢ PPl (310 nogpasymeBaeT UCMONb3oBaHUe
cneunanbHOM ogexabl, CTepunbHbIX hNIakoHOB, CTe PUMbHBIX LUMPULLEB, CTEPUIIbHBIX UM U CTEPUNbHBIX pa3ba-
BUTEMeN, a Takke XopoLlee NNaHUpoBaHne 1 Hagnexallee BbinonHeHue paboTel). He gonyckaeTca BHOCUTL
YINYHYIO O4eXay B pasdesariku nepes BXoaom B 30HbI kraccos C/D.

6.2.11 MMpaBuna paboyero pexuma:

- acentuyeckyto pabouylo cTaHumMlo HeobxoaMmo MoABepraTb OYUCTKE Yepes WUHTepBarbl BpeMeHwu,
npeaycMoTpeHHble HOPMaTUBHOW AOKYMeHTaLMeNR;

- cpasy nocre acenTu4eckux ornepaunin Ha pabounx CTaHUMSAX AOMMKEH ObITb BbINOSIHEH MUKpoGUonoru-
YecKUiA MOHUTOPUHT. Bo BpeMst c6opki cTepunbHbIX KOMMIOHEHTOB AOCTYN B MOMELLEHUE NOCTOPOHHEro nep-
COHara 3anpeLleH;

- BHYTpW acenTuyeckon paboyei cTaHUUM C NaMUHapPHbIM BO3AYLIHBIM MOTOKOM AOMYCTUMO XPaHUTb
MUHMMarbHO HeobxoauMEIn Habop NpeaMeToB. MpeaMeTbl He AOMKHBI CYLLECTBEHHO BMUSATL Ha BO3AYLUHbIA
noTOK;

- marepuansl, BBOAUMbIE B 30HY Kracca A, A0MKHbI ObITb NpeABapuTeNbHO NOABEPTHYThl CAHUTapHON
obpaboTke;

- MOBEPXHOCTWN HECTEPUIBHEIX NPeaMETOB (HanpMuMep, WTaTuB Ans Npobupok, obonodka ans ctepuns-
HbIX LWNpULEB U UNbTPbI) HENocpeACTBEHHO NMepel MOMeLLleHMeM B acenTuyeckyio pabouyio cTaHuuio
OOIKHBI ObITb MOABEPTHYTHI CaHUTapHON 0bpaboTke.

6.3 O6opynoBaHue

6.3.1 O6opygosaHue, NpuMeHsieMoe Mpu npurotToBrneHum P®I1, koHTpone kayecTBa U pacdacoBke
OKP®I1, gomkHo BbiTb NCNOMb30BaHO B COOTBETCTBUN CO CBOMM Ha3HaYe€HWEM U He NMPUBOAUTL K KOHTaMu-
Hauuu npoaykTa.

MpumeyaHune—Jlioboe obopyaoBaHve NOTeHUMANbLHO MOXET BNUATb HA KayecTBO U unctoty OKP®I1 unm
NPMBOAUTL K OLUMGOYHBIM UMW HEBEPHBLIM pe3yrnbTaTaM UCMbITaHUi NPU HEeNPaBUIIbHOM UCTONb30BaHUU MU O6CNYXUBa-
Huw. [No 3ToM NpUYMHE KparnHe BaxHO, 4TOObl 060pyAOBaHME KCMONb30Baroch B COOTBETCTBUM C Ha3Ha4YeHMeM, bbino npa-
BWUIIBHO YCTaHOBIEHO, 06CNYXMBaNock U NO3BOIANO CTabuIbHO NoryyaTtb HaZrnexalume pe3ynbsraTbl.

1) HEPA-dunbTp (anrm. high efficiency particulate air filter) — Bua Bo3aywwHbIX GUNLTPOB BLICOKON 3deKTNB-
HOCTW.

6
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KoHcTpyKumna obopyaosaHua aomkHa obecneunBaTb OTCYTCTBUE XMMUYECKON akTUBHOCTU, KyMYsiTUB-
HOCTU 1 COPOUPYIOLLIMX CBONCTB NOBEPXHOCTEN, KOTOPHLIE MOTYT KOHTAKTUPOBATL C KOMMOHEHTaMU, UCTIONb3ye-
MbIMU MpK NpurotosnexHun PP (Hanpumep, ncxogHble MaTepuansl, peakTusbl, pacTeoputenu, POMuT. a.)
ANA UCKITIOYEHUS BNNAHWA Ha KaYeCTBO KOHEUYHOTO MPOAYKTa.

ObopyaosaHue AoOMKHO ObITb pasMelleHo Takum o6pa3om, 4Tobbl o6neryutb ero MUcrnonb3oBaHue,
O4YUCTKY M 06cnyxuBaHue, a Takke MUHUMU3UPOBATL MaHUNYNAUMKU C MaTepuanamn, HeobxoaumbiMu ans
paboThbl, U C TOTOBLIM MPOAYKTOM.

6.3.2 JomxkHbl 6bITb YCTaHOBNEHBI U 3aA0KYMEHTUMPOBaHBI crieayoLwme npoueaypsl (B 06beMe npume-
HUMOCTU K KOHKPETHBIM NnpoLeccam npurotosneHus POM):

- hYHKUUN NPUTOTOBNEHUA U KOHTPOIISA KAYEeCTBa;

- npoueaypbl O4UCTKN 060PYAOBaHUS;

- npoueaypbl NCNONL30BaHUS, KanMBPOBKK 1 06CNYXMBaHUS AN KAXKA0ro U3 NPUGOPOB ANt NPUroTOB-
NeHUA, KOHTPONA KavecTBa U PacoBKY;

- nnaHupoBaHue kanMbpoBKK U 0GCYXXMBaHNS C YETKAMU YKasaHUSIMKU O NEPUOAUYHOCTU U XapaKTepe
BbINOHAEMOro 06CNYXMBaAHUA U KanMbpoBKu;

- BeJeHue XXypHanoB Ans Bcex NpubopoB, UCTIONb3yeMbIX NPU NPUIroTOBAEHUU, KOHTPONEe KavyecTsa U
chacoBke;

- 3awuTa 060pyaoBaHUs OT 3arpsi3HEHUSI PU ero HaxoXaeHUN B HepaGoveM COCTOAHWM.

6.3.3 BHoBb ycTaHoBNEeHHOe 0bopyAoBaHWe A0 Havasa ero UCNosb3oBaHUA B Npoueccax Npurotosne-
HUA POl gomKHO NPOXOAUTL UCTIBITAHUA C LieNblo NPOBEPKM NPaBUNbHOCTN YCTAHOBKU U HOpManbHol pabo-
TOoCnocobHOCTU. [laHHble NcnbiTaHUs MOryT ObITb BbIMOSIHEHBI MOCTaBLUMKOM 060pyaoBaHUS.

Mepea ncnonb3oBanvem obopyaoBaHus Ans npurotoneHns PO HeobxoaumMo yaoCTOBEPUTLCA, UTO
obopyaosaHue nNpu paboTe B peanbHbIX pabounx ycrioBUAX ¢ peanbHbIMW 3agaHHbLIMKU NapamMeTpaMu Unu ¢
Mcnonb3oBaHNem BbIGPaHHOrO MeToAa MO3BONAET MONy4YaTb HaAeXHble pesynbTaTbl, COOTBETCTBYHOLNE
yCTaHoBMeHHbIM TpeboBaHNAM (aTTecTaums B poLecce akcnayaTauuu).

6.3.4 [omkHbl 6bITb BHeAPeHbl NnaHbl NpodunakTuieckoro o6cnyxMBaHnsa 1 KanuBpoBKU € YETKUM
ykazaHveMm nepnoanyHoCcT1 AeCTBUA Ans obecneyeHns npasunbHoi paboTel 06opyaoBaHUs.

Mpun HeoBxoauMoOCTU AomKHa BbITh BbIMONHEHa kanubposka o6opyaoBaHNs A0 Havana ero UCnonb3o-
BaHWsI NO HasHa4YeHuio.

Heobxogumo cobniogaths npoLeaypbl U NepuoanyHOCTb KanmbpoBKU, pekoMeHA0BaHHbIe MOCTaBLLMKOM
obopyaosaHus, ecnn Tonbko ONTPPI 1 nuuo, OTBETCTBEHHOE 3a KOHTPOSb KayecTBa, He peluaT, YTo uHas
nepuoanyYHOCTb KanMbpoBKku sBNsieTcs 6onee noaxoaailei.

6.3.5 lNocne KpYynHbIX PEMOHTOB UM MoAEepPHU3aLMn 06opya0BaHUst MOTyT NoTpeboBaTbLCA ero NoBTOp-
Hble UchbITaHUA. HegonycTMMO UCMONb30BaHWE HEUCNPABHOMO UMK HenpaBunbHO paboTatowero obopyao-
BaHUA.

Bce npouegypbl UCTbITAHWIA, KanMbpoBKU 1 06CnyXMBaHUSA AOIDKHBI BbITh Haanexalmm obpasom 3ago-
KYMEHTUPOBaHbI U 3aperMcTpupoBaHbl B ceuuansHOM XXypHane. B xxypHane 4omkHbl ObITb 3apernctpupoBa-
Hbl: 4aTa npoLeaypsbl, onMcaHue BuINOMHEHHOM paboThbl, hamunusa 1 MMsa unu NoANUCL Nuua, NPOBOAUBLIETO
paboTy.

B Tom cnyyae, ecnu o6opyaoBaHue paspaboTaHO CaMOCTOATENbHO B CAMO opraHvM3aumm, unum ecnu
HeJOCTYMHa AOKYMEHTaLUA OT COOTBETCTBYIOLLErO MOCTaBLUMKa UM NPOUM3BOAUTENS, C Lienbio obecneveHust
HaAeXHbIX U HEMPOTUBOPEUUBLIX pe3ynbTatoB paboThl 060pyaoBaHMSA OOIMKHbI ObITb YCTAHOBIEHBI CBOU
cobCcTBEHHbIe NpoLeaypbl UCNOMbL30BaHUSA, KaNMBPOBKY 1 06CNYKUBaHWS, BKMIOYasA NEPUOANYHOCTb.

BmecTe ¢ 06MMM pekoMeHaauUsIMK, ONMCaHHBIMA Bbille, crieuuanbHoe 06opyaoBaHne MOXeT NoTpe-
6oBaTb AONOMHUTENbBHBLIX Mep NpedoCTOPOXHOCTU. Hke nepeuyucneHbl TUNUYHLIE BUAbI 06opyaoBaHus,
nucnonbayemoro A npurotosneHns OKP®I, ¢ kpaTknum onucaHmeM xapakTepuCcTUK U cneLmarnbHbIX ynpasns-
HOLLUX BO3AECUCTBUNA.

6.4 MNpousBoacTBeHHOe 060pyaoBaHue

6.4.1 ABTOMaTM3MpoOBaHHbIN annapart oA paguoXMMHUUYeCcKoro CUHTe3a

ABTOMaTU3MPOBaHHELIA annapat obecneunsaeT 6e30nacHOCTb, HAAEXKHOCTb U BOCNPOU3BOAUMOCTL NPOo-
uecca npurotosneHus OKP®I1. Takol annapat 06bMHO pacnonaraioT B ropsyei Kamepe ¢ COOTBETCTBYHOLLEN
paguaunoHHon sawuToin. Nepen npurotosneHnem OKP®I onepaTtop AoMKeH NpOBECTU creayoLme noaro-
TOBUTESbHbIE MPOBEPKU:

- KayecTBa OYMCTKM annapaTa AN paguoXMMUYecKoro CUHTe3a U BCEX MHOMOpPa3oBbIX KOMMOHEHTOR
(Hanpumep, TPYGOK M knanaHoB U3 htoponnacta). O4MCTKY M MPOMBIBKY HEOBX0AUMO OCYLLIECTBIISITb COTMacHo
yCTaHOBMNEHHBLIM NpoLeaypam;
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- 3aMeHbl BCeX OJHOPAa30BbIX KOMMOHEHTOB (Hanpumep, TpyboK, peakUMOHHbLIX COCYA0B, KOMOHOK
OYNUCTKM, KAPTPUDKENA U T. A4.) U NX MPaBUIbHON YCTaHOBKN 1 COeAUHEHWS;

- NMpaBUNLHON PaboTbl CUCTEMEI, B TOM Criydae, koraa ans npurotosnexHns OKP®I tpebyeTca nonynpe-
napaTuBHasi O4MCTKA METOAOM BbICOKO3(D(PEKTUBHOM XNAKOCTHON XpomaTtorpaduu (BOXX) n B asTomatuan-
pPOBaHHbLIA annapaT BCTPOEH COOTBETCTBYHWOLMA Moaynb. KOHTponb MpOBOASIT COrMacHo TeXHUYECKOWN
JOKyMeHTauuu, a Takke MeTooM BHELLUHero ocMoTpa Ha NpeaMeT OTCYTCTBUSA MpocavymBaHns MOCTOPOHHNX
BeLLecTB (HanpumMep, MaTepuarna KormoHku) B MoBunbHyto a3y, a Takke OTCYTCTBUS yTeUKN MOBUILHOM chasbl
BO BpeMsi o4ucTKW. [lonyveHHble XpomaTorpammbl OYACTKM HeoOXOAMMO CpaBHUTL C NpeabigyLwnuMm
pesynbTatamu;

- NpaBWibHOW paboThl YCTPOWCTBA ANl MOHWUTOPWHIa U peructpauum (Hanpumep, TemnepaTypsl,
JaBneHus, pacxoa);

- cneayolmMx NnapameTpoB, eciv ynpaBseHue NpoLLeccoM OCyLLEeCTBIAETCA MUKPOMPOLLECCOPOM:

a) paboTkl cUCTEMBI, B TOM YUCTIE NOACUCTEMbI PErUCTPaLNK;
6) BbIbOpa 1 UCNONb30BaHWUA MPOrPaMMebl;
B) pabounx napameTpos.

6.4.2 MNopsavne kamepbl

Fopsiune kamepbl NpeacTaBnsAoT cob0 GOKChI C 3aLLMTON U3 CBMHLOBLIX KUPMMYE NoaxoasaLen Tonwm-
Hbl; BHYTPU kaMepbl 0ObIMHO pacrionaraTcs annapar Anst pPaanoXMMUIeckoro CUHTesa U gpyrne asTomatuan-
poBaHHble ycTponcTea. [jo Hayana npurotosneHus PO gomkHbl 6biTb TpoBeAeHbl crieaytowmne NpoBepKu:

- repMeTUYHOCTb ropsiyen kamepbl. Heobxoanmo ybeautecs, YTo AaBneHne COOTBETCTBYET HOPpMATUB-
HOW TEXHNYECKOWN JOKYMEHTaLMMN (TEXHUYECKMM ycroBusM). B xoae faHHoOM NpoBepkn 4omMkHa ObITb NPOKOHT-
ponMpoBaHa UCNPaBHOCTb CUCTEMbI BEHTUASILMK U bunbTpa;

- Hanuyune 1 UCcNPaBHOCTb NPMBOPOB PaaNaLMOHHOrO KOHTPONSA (Kak NpaBuo, ycTaHaBnNuealoT B pabo-
yel 30He ropsiyen kamepsbl);

- Hanuyne 1 UcnpPaBHOCTb BIIOKMPOBKN CTBOPOK ropsayei kamepbl. CTBOPKU A0MKHBI 6biTb cONoOKMpoBa-
Hbl ¢ paguaLloHHBIM MOHUTOPOM U LIUKMOTPOHHBIMI MULLEHSIMU TaK, YTODbI:

a) UXHenb3s ObINo OTKPLITh, ECINM YPOBEHL U3MY4eHUs Bbille YCTaHOBMEHHOMo Nopora;
6) MCKMHOYUTL Pasrpy3Ky LIMKIOTPOHHBIX MULLIEHEN MPU OTKPLITLIX CTBOPKaX ropsavein kamepbl.

CooTBeTCTBYIOLNIA NaH KanMbpoBKX U OBCIYXXMBaHUSA JOIMKEH BKMloYaTh B cebs 3ameHy cunbTpa u
MpoBepKy YNCTOTHI BO3AyXa.

6.4.3 AHanuTu4yeckue Bechbl

OomxHa 6biTb paspaboTaHa 1 3afoKyMeHTUpoBaHa NpoLieaypa, onuckiBaloLas Hagnexaluee ucnonb3o-
BaHWe BECOB, OLIeHKY X TOYHOCTU U rpadnk kanmbpoBkn. PaboTocnocobHOCTL BECOB HEOBXOAMMO PErynapHO
KOHTPONMPOBaTL NyTeM B3BeLUMBAHWUS ABYX UK Bonee cTaHAapPTHLIX r’Mpb. KanubpoBoyHbIe rMpu, UCNOSb3y-
emble Ans eXXeaHEBHOW OLEHKM, AOMKHBI OXBaThiBaTb BECb AUANAa30H B3BELUNBAHUS.

Becbl Heobxoanmo nogsepraTtb neproguyeckoit noBepke u kanubposke no FOCT 8.520 cornacHo ycTa-
HOBMEHHbIM MEXMNOBEePOYHbIM UHTepBanaM. Mocne ycTpaHeHWUss HeMcnpaBHOCTU UK OTkasa AoMkHa GbiTb
nposefeHa BHennaHosas nosepka 1 kannbposka no MOCT 8.520.

6.4.4 YcTpoiicTBa peructpauum remnepartypbl

YcTpoiicTBa pernctpaunm Temnepatypbl UCMOMb3YIOT ANA KOHTPONA TemnepaTtypbl B CYyXOXapoBOM
wkacdpy, xonoaunsHuke, dpunsepe n nHkybatope. Ans obneryeHua npouecca AOKYMEHTUPOBaHUA U hukcaLumn
OTKIOHEHWIA PEKOMEeHO0BaHO NCMONb30BaHNE aBTOMATU3UPOBAHHbIX PErUCTPUPYIOLLINX YCTPOMCTB.

6.4.5 Cuctemebl chacoBku PPI

CucTemsl bacoBku NpeacTaBnsoT cOO0M NOMHOCTLIO aBTOMATU3NPOBAHHBLIE NN UMeoLWne AUCTaHun-
OHHOE yrnpaBneHue CMCTeMbI, UCMoNb3yeMble 411 MPUroTOBNEHNA U3 HepacdacoBaHHOro pagnodapmauesTu-
YecKoro pacTeopa MHanBMayanbHbix 403 PO, koTopble, Kak NpaBuno, coaepXaTca B CTEKNAHHBLIX hnakoHax.

CucTeMbl hacoBKM pacnonaratoT B ropsuMx kaMepax ¢ Hagnexaten 3awmuton, cnocobHbIX HaaexHo
o6ecnevnTb NamMuHapHBIA NOTOK Yepes BCo paboudyto 30HY.

Mpu ncnonb3oBaHMN NONMHOCTLIO aBTOMAaTN3MPOBaHHBIX CUCTEM AOSMKHBI ObITE NPOBEAEHLI Crieaytolue
NpoBepKU:

- Ka4yecTBa OYUCTKM U NPOMbIBKU CUCTEMBI. OUUCTKY 1 MPOMBIBKY HEO6X0AUMO OCYLLECTBNSATL COMMIAcHO
yCTaHOBMEHHBIM MpoLeaypam;

- 3aMeHbl BCEX OAHOPA30BbIX KOMMOHEHTOB (Hanpumep, TPYBOK, peakUMOHHBLIX COCYAOB, KOJNOHOK
OYUCTKM, KAPTPUDKEN U T. A.) U NX NPaBUIbHON YCTaHOBKN M COeAUHEHWS;

- B TOM cllyyae, Korga ynpasfeHne npoLeccoM OCYLLeCTBASIETCH MUKPOMPOLLECCOPOM, HeobxoamMo
KOHTPOMMPOBAaTb MNPaBUMbHOCTb:

a) paboTkl cUCTEMBI, B TOM YMCTIe NOACUCTEMBI PErMCTpaLnm;
6) BbIGOpa M UCMOL30BaHUS NPOrpamMmbl;
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B) pabounx napameTpos.

- ucnpasHocTu HEPA-tbunbTpa ropaden kamepbl (Mockonbky paguodapMauesTideckme acoBoYHble
cuctembl 06bI4HO paboTaloT B cpefe krnacca A). Mpyucnonb3oBaHnm cneLmnanbHO CPOeKTMPOBAaHHBIX FoPAYNX
Kamep BbllLeYNOMAHYTaA NpoBepka MOXeT BbiTb BhIMOMHEHa ¢ NOMOLLLH BCTPOEHHBIX CpeacTB B COOTBET-
CTBWUW C peKOMeHAaL MSIMN N3rOTOBUTES.

6.5 O6opyaoBaHue KOHTPONS kayecTBa

Huxe npvseaeH pekomMeHA0BaHHbIN NepeyeHb 060pYAOBAHNA U METOAbI €70 KOHTPOSS.

6.5.1 asoBbIN XpomaTtorpady

B Havane kaxgoro paboyero gHs Heobxoaumo ybeauTbes, UTO rasoxpomartorpaduyeckasl cuctema
paboTaeT NpaBuIbHO C NMOMOLLLIO BBEAEHUSA, MO MeHbLUen Mepe, oAHOro cTaHAapTa (CTaHaapTHbIA obpasel
WM BHYTPEeHHWIA CTaHaapT) nepes BBegeHnem pabodmx o6pasos, Npu aToM 3Ha4YEHUS BpeMeHU yaepXXuBaHus
AOIMKHBI HAXOANTLCA B NpeAenax 3agaHHbIX MHTepBanos.

6.5.2 Cucrtema BIXX

MonyyeHHyto XpoMaTorpaMmmMy O4UCTKA HEOBX0AMMO TLATENbHO CPaBHUTL C NPeablayLUMMN pesynbTa-
Tamun. Cuctema BOXKX gomkHa 6bITb OCHaLLeHa AeTeKTopaMu, MPUroaHbIMI AN1s NocTaBNeHHOM Lenn 1 obna-
AaoLWyMMmn JocTaTouHOM YyBCTBUTEMbHOCTLI0. B Havane kaxaoro paboyero gHst Heo6xoaMMo ybeanTbes, 4To
cuctema BOXKX paboTaeT npaBunbHO ¢ NOMOLLLIO aHanMaa noaxoAsaulero ctaHaapTHoro obpasua. JomkHo
6bITb BbINOMHEHO, MO MeHbLUE Mepe, 04HO BBeAeHWe cTaHdapTa (CTaHAapTHbIA obpasel, Ui BHYTPEeHHWIA
cTaHdapT) nepeq BBefeHueM pabouvux o6pasos, MpW 3TOM 3HAYEHUS BPEMEHW yAepXuMBaHWUsA OOMKHbI
HaxoauTbCs B Npefenax 3sagaHHbIX UHTepPBasos.

6.5.3 KanuGpatop aKkTMBHOCTU paAUOHYKNUAOB

To4HOCTb U NUHENHOCTL KanubpaTopa akTUBHOCTU PaAnoHYKIIMAOB, UCMONb3YeMOoro ANs U3MepeHUst
pagnoakTueHocTU OKP®I, Heobxoaumo oueHMBaTb NpU BBOAE B AKCNIlyaTaLUlo U Yepes onpeaereHHble
NHTepBarskl BpeMeHU B npoLecce paboTbl. Mpubop gosmkeH BbiTb 0TKanNMGpoBaH B COOTBETCTBUN C NMPU3HAHHBI-
MW Ha HaLWOHarbHOM YPOBHE MeTodamMu UMW UHCTPYKLUAMN npoussoanTens. McnelTaHne Ha NpurogHocTb
CUCTeMbl JODKHO BKITIOYaTh B cebsl M3MepeHue 3TanoHHOro paguoHYKIMAHOrO UCTOYHMKA C NOAXOdaLlel
3Hepruemn usnyyveHus. [1ns HekoTopbIX paguoHyKIMAOB NPY BBoOAE B aKCyaTaumio kannbpaTtopa akTMBHOCTU
PaANOHYKINUAOB KPUTUYECKUN BaXKHO ONpeaennTs reoMeTpudeckme nonpasoyHble KO3 dULMEHTDI.

6.5.4 CkaHep paguoxpomaTtorpamm

Ons naMepeHna pacnpegeneHns pagnoakTUBHOCTW Ha NMacTUHKaX TOHKOCIOWHOW xpomaTtorpadum
peKoMeHayeTCs UCMonb3oBaTh CKaHep pagnoxpomaTtorpamMmm (unm aHanoruiHoe obopyaosaHue, obecneunsa-
tolwee nonyyeHue paguoxpomartorpamm). Ckanep gormkeH obnagatb AOCTATOYHOW YyBCTBUTENBHOCTHIO U
MPOCTPaHCTBEHHBIM pa3speLleHem Ans NoCTaBeHHbIX Lenen No pasaeneHuno 1 KoNM4yecTBEHHOMY onpeae-
neHuto. Heo6xo4MMO BbINOSHATL PEKOMEHI0BAHHbIE U3rOTOBUTENEM NPOBEPKU M 0GCNYyXXUBaHUE.

6.5.5 MHorokaHanbHbI# aHanu3saTop

Ana onpepenexHus pagnoHyKITMAHON YUCTOTHI U naeHTUdUKaLMN NoBLIX NPUMECHBLIX PaAUOHYKNUAOB,
Kak NpaBuIio, UCMOSb3YIOT MHOTOKaHarbHbINA raMma-cnekTpoMeTp € NOAKMIOYEeHHBIM K HEMY KanubpoBaHHbIM
CLUMHTUNNALMOHHBIM AeTekTopom Nal unm nonynposogHUKOBBIM AeTEKTOPOM U3 repMaHusl, KOMNEHCUPOBaH-
Horo nuTuem Ge(Li) (npeanoututensHee). Cuctema B c6ope A0MKHA UMETb JOCTATOUHYIO YYBCTBUTENBHOCTb U
npocTpaHCTBEHHOE paspeLlueHne A NocTaBneHHoN uenn. Heo6xoamMmo BbINOMHATL Kannbposky u npodu-
nakTudeckoe obcnyxuBaHWe B COOTBETCTBUM C pekoMeHAauuamu npoussoauTensl. Ecnv obHapyxeHbl
npobnembl B paboTe MHOroKkaHanbHOrO aHanusaTopa, UHTepBan Mexay oyepeHbIMUA NMPOBEPKaMU MOXET
ObITb COKpaLLEH.

7 [okymeHTauusn

7.1 OBecneveHne kavecTBa OCHOBaHO Ha CUCTEME AOKYMEHTALUMK, OpraHM30BaHHON B 6yMaXkHON Unm
3neKTpoHHOW hopMe, BKNtovatoLwen B cebs niobblie gokymeHThl, COMM 1 3anucK, 0THOCALMECS K COOTBETCTBYHO-
MM 3Tanam npouecca npurotosneHua POT, uenbto KoTopbix siBnseTcst obecneyeHue NpocneXxmnsaemocTu
Bcero npouecca. Bce AokyMeHTbI, oTHocAWMeCA K npurotosneHuio OKP®I, gomkHel BbiTb MOATOTOBMEHHI,
nepecMoTpeHbl, yTBepXaeHbl U pacnpocTpaHeHbl B COOTBETCTBUU C JOKYMEHTUpPOBaHHOM npoueaypoi. Kak
yKa3aHo BbllLe, AOKYMEHTUPOBaHHbIE Npoueaypbl A0MKHBLI OXBaTbiBaTh BCe acnekTbl NpoLlecca Npurotosne-
Hus PO, BkNovwan TexHN4Yeckne xapakrepucTUkn MaTepuanos U UX NpoBepKy, MPOU3BOACTBO U NpoLeaypbl
KOHTpons kauecTsa, 06wme COM no obecneyeHnio kauyecTsa, OUUCTKY M 0bGcnykuBaHue 6e3 orpaHuieHus!.

7.2 [lokyMeHTUpOBaHHblE MpoLeaypbl 4OMKHBI onpeAensaTb oT6op U KOHTPOMb KaXdoro marepuana
(KOMMOHEHTBLI, KOHTeHepbl 1 yKkynopku). Mpoueaypbl AOMKHBI OXBaTbIBaTb XXU3HEHHBIA LUK MaTepuana,
HauMHasi ¢ ero NoAyyYeHusl U 4o KOHEeYHOro UCMOoNb3oBaHUA. B 3aBUCMMOCTM OT 06CTOATENLCTB AOMKHbI BbITh
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paspaboTaHbl M BHeAPEHbl J0KYMEHTUPOBaHHbIE NPoLieAypbl, ONUCHIBAOLME NOYYeHUe, XpaHeH e Ha KapaH-
TUHe, BXOAHYIO peructpauuilo, uaeHtTudmkalmio, xpaHeHue, o6paboTKy, UcnbiTaHWe NPEACTaBUTENbLHON
BbIGOPKM, AOMYCK U OTGPaKoBKY KOMIMOHEHTOB U paanodapMaLeBTUHECKUX KOHTEAHEPOB U YKYMOPOK.

7.3 B 3anucsax o6 ouncTke 1 o6CnyxuBaHAM OCHOBHOIrO 060pyA0BaHUSA B AONOMHEHWE K AaTe, BpeMeHMU 1
noANUCH NULA, MPOBOAMBLLErO 3TW PaboThl, rAe 3T MPUMEHUMO, IOMKHBI GbiTh OTPaXXeHbl HOMep NpoayKTa u
HOMep NapTuu.

7.4 3anucu HeobXoaMMO XpaHUTb He MeHee roaa. Mpu 9ToM Nepuoa XxpaHeHUa apxXnBa AoIMKEH CooT-
BETCTBOBATb AEWCTBYIOLLEMY 3aKOHOAATENIbCTBY.

8 MpuroToBneHue u cpeacTBa ynpaBneHus NpoLeccoMm

8.1 OTKNOHEHUA U U3MEeHeHUs

B M3T-ueHTpe AorkHbI 6bITb AOKYMEHTUPOBaHHbLIE NpoLeaypbl Anst paboTbl ¢ OTKNOHEeHUsIMU. OTKITOHe-
HWUA OT TEXHOIOTMYECKOrO NPOTOKONA AOIKHbI BbITb 3aA0KYyMEHTUPOBaHbI Kak ANsl onpeaeneHusi TeHAEHLMUINA,
Tak M 4nsa Toro, YTobbl rapaHTMPOBaTh NPUHATUE KOPPEKTUPYIOLLMX Uy NnpodunakTnieckux mep. Mpumepamn
YacTbIX OTKITOHEHWUIA MOTYT CRYXXWUTb YTEUKWA U3 peakTopa, OTKIIOHeHUs B npenapatyueHoi BOXXX xpomaTtorpam-
Me, 3arpsisHeHue TpyboK U HeoXXMaaHHO HU3KOEe 3HaYeHUe paaMoXuMmMieckoro Boixoga. MNpu eBeaeHnN NobbIx
N3MeHeHWI, KoTopble MOTyT NOBANATL Ha kauecTBo PPI1, gomkHa 6bITh 3aaeicTBOBaHa NpoLeaypa KOHTPons
N3MEHeHW. YKazaHHbIe U3MeHEeHUs1 BKIoYaloT B cebst ~sMeHeHUst MeTofa NpuroToBNEHNS, a Takke U3MeHe-
HWS B KOHTpOe KavecTBa, 060pyaoBaHUN, NporpaMmMHOM obecneyeHnm, NPOM3BOACTBE U CMEHY MOCTaBLUMKOB.

8.2 CpepcTBa ynpaBneHuUs NPpoLECcCoM

8.2.1 CpepacTtsa ynpaBneHns npoL,eccoM A0SPKHbI BKMoYaTh B cebs:

- MOHWTOPWUHI BCEX U3MEPUMBIX NapaMeTpoB;

- MUKPOBMOMOrNHecKUiA KOHTPOMb acenTuyeckon 06paboTku 1 cTepunuaytolero hbunbLTPoOBaHUS;

- KOHTPO/b LLefToCTHOCTU MemMbBpaHbl hunbTpa;

- aHanus broHarpysku.

8.2.1.1 MOHUTOPWHI N3MEepUMbIX NapameTpoB, TaKUX Kak nokasaTenu AaBneHusl, TemneparTypbl, ypoB-
Hel pagnoakTUBHOCTA U pacXodoB rasa U XXMOKOCTU B COOTBETCTBYIOLMX MecTax npolecca U B 3agaHHble
MOMEHTbI BpEMEHHU, NPOBOAAT C LieNbio obecnedeHns KOHTPONA MaTepuanos Ha NPOTAXXeHUU BCero npouecca
npurotoeneHus PO,

8.2.1.2 Mukpobuonornyeckunii KOHTPOb acenTudeckon 06paboTkn n ctepunusyowero bunbLTPoBaHUA
NpoBOoAAT ANsi NogAepKaHusa HeobXo4NMMOro YpoBHS acenTukun Npu NnpurotosneHun PN, flaxe ecnu NpuHATHI
Mepbl MO MUHMMU3ALMN MUKPOBNONOrNYeCcKor KOHTaMUHaUMK BO BpeMa cuHTesa, OKPPI cuntaot HecTe-
PUMbHBIM, MOKA OH HEe NPOAET Yepes cTepununaytowmii punsTp. B obwem cnyvae ana ctepunusaunm pacTeo-
POB PEKOMEHA0BAHO UCMOMb30BaTh NMEOLLMECH B NpoAaxe NpeaBapUTeNnbHO CTEpUU30oBaHHbIE UNbTPI
Mpuv YCNOBUN, YTO MOCTABLUMK UMEET XOPOLUYHD penyTauuio, hunbTp cepTuduumpoBaH Ha COBMECTUMOCTb C
NPoAYKTOM 1 COOTBETCTBYET TPEBYEMbIM TEXHUYECKUM XapaKTepuUcTUKam.

8.2.1.3 KoHTporb LenocTHocTU MembBpaHbl hunbTpa NpoBOoAAT HeMocpeACTBEHHO nocne hunbTpaunum c
Lenbto NoaTBepXKAEHNS COOTBETCTBUS (hUnbTpa TEXHUYECKUM TpeboBaHUAM, a Takke Toro ¢akTta, 4To Lenoc-
THOCTb (hMnbTpa He Bblna HapyLueHa A0 UK BO BPEMS €ro UCNONb3oBaHWUA. 3Ta NpoBepka MoXeT GbiTb BbINOS-
HeHa C NOMOLLbIO TECTa Ha yaep)XaHue AaBneHUs N UCbiITaHUEM Ha NOoABMeHWe Ny3bipbka. McnbiTaHue Ha
LenoCTHOCTb hunbTpa Heo6XoaANMO NPOBOANTL NMPU YCIOBUSIX, COOTBETCTBYHOLMX TpeboBaHNAM paanaunoH-
Hol 6e3onacHocTw. EcnnykasaHHble TpeboBaHMsA UCKMoYaloT NpoBeAeHne UCNbITaHWUA cpasy nocne punbTpa-
UMK, TO Ha OCHOBaHWM aHanuMsa pucka MOXeT ObiTb paccMOTpeHa BO3MOXHOCTb WCMOMb30BaHWA ABYX
nocnegoBaTtenbHbIX QUbTPOB CTEPUIM3ALN BMECTO NMPOBEPKA LIEMOCTHOCTH hunbTpa.

8.2.1.4 AHanusbunoHarpysku npoBoaaT nyTeM oT6opanpob Ha NPOMEXYTOUHBIX 3Tanax v B KOHLE CUHTe-
3a, NpoBoAMMOro 6e3 paanoakTUBHOCTU U CTEPUIU3YIoLLe hunbTpaumm, U NocneayLwero uccneaoBaHna Ha
CTepWnbHOCTb. MepuoaNYHOCTb KOHTPONMS ONPeaensitoT Ha OCHOBaHWM aHanu3a puckos. Ocoboe BHUMaHWe
HeobGXxoaMMO YAENUTb NMHUAM Nepekadkn, 3aTsopam U cuctemam BIXKX. NuHUM nepekadku, ncnonbsyemole
OISl cyHTEe3a 1 NepeHoca pacTBOPOB UM MPOAYKTOB, 0OLIYHO N3rOTOBIIEHBI U3 CTOMKOrO NNacTuka 1 NpUroaHsbl
AN NOBTOPHOTO UCNONb30BaHUA. Kak npasuno, o4MCTKy MPOBOAAT OpraHU4eCKUMU pacTBOpUTENAMN, ononac-
KMBaHWEM BOAOW OIS UHBEKLMIA, MPOMbIBAHUEM UCTIAPSIIOLLMMCS pacTBOpUTENEM, CYLLUKOW UHEPTHBLIM rasom
(Hanpumep, asoToM, reniemM, aproHoM). [laHHble Mepbl MOMOraloT KOHTPONMPOBaTh MUKPOBHYIO KOHTaMUHa-
unto. OpraHnyeckne pacTBOpUTENU, TaK1e Kak 3TaHOM U aLeTOH, UCNOMb3YIOT ANA 3aBepLuatoLein NPOMbIBKK,
nocre 4Yero KOHTEMHepbl U MUHUA MOTYT ObITh nerko BeicywweHbl. st OKP®I ¢ o4eHb KOpOTKUM Nnepuoaom
nonypacnaga (soga ¢ SO 1 ammuak ¢ BN) mMoxeT BbiTb UCMOMb30OBaHa ANMHHAA NUHUA ONS 4OCTaBKU
HEeCKOMbKX NapTWIA B yaaneHHyto 30Hy Ans AansHelwen o6paboTku.

10



FOCT P 57499—2017

JormxHbl 6biTb onpeaeneHbl npoleaypbl Ans oGecneyeHns YNCTOTbl U OTCYTCTBUSI GakTepuanbHOro
3arpsisHEHNS ATUX NTUHWIA U 3arpsisHeHnst 6akTepuanbHbIM 3HA0TOKCUHOM:

- KOJNIOHOK CO CMONaMu 1 ApYrnx KONMOHOK. KONOHKM co CMOMNOW AIBNAOTCA NOTEHUMANbHBIM UCTOYHUKOM
MUKPOGOB 1 BaKkTepuanbHbIX S3HAOTOKCMHOB. [1Ns orpaHu4eHus 6UoHarpyskm crnegyeT UCnonb30BaTh CMOSbI C
HU3KNM MKpoBMonormiecknm nokasartenemM. Marepuan, MUCNonb3yeMblid AN TOATOTOBKA KOMTOHOK CO CMOTON,
[OMKeH OblTb NpurogeH ansa obpaboTku 1 ononackuBaHns GOMNbLINM KONMMYECTBOM BOAbl ANsl UHBEKLUMUIA C
Lenblo MUHUMKU3ALIUN pUCKa KOHTaMUHaLMK. TToAroToBRNEHHAas KONOHKa A0IDKHA BblTb Haanexalumm o6pasom
npombITa. [ns KOHTPOIA KOHTaMUHaUUM cnefyeT XpaHUTb KOMOHKA CO CMOMamu Npu HA3KOW TeMrnepaType.
He pekomMeHayeTcst XpaHeHWe B TeYeHUe NPOACITKUTENBHOTO BpeMEHU U ANUTENbHOe XpaHeHne BraXHbIX
konoHok. Apyrue BOXX KOMOHKN U BbIXOAHbBIE NTMHUN XOTS 1 MeHee NoaBepXeHbl bakTepnansHoMy 3arpsisHe-
HUIO, HeoDXoONMO TaKkke pPerynspHo NpoBepsiTb Ha OuoHarpysky M npombiBaTb 70 % aTaHomom 4vepes
YCTaHOBEHHbIe UHTepBaslbl BpeMeHN;

- BOAHBbIX pacTBopoB. Boay Heobxoanmo ncnonb3oBaTh B CTEPUNU3OBAHHON hopMe (Boda AN1st UHbeK-
uuia). Mocne OTKPBITUA OYepedHON eMKOCTU CO CTePUM3OBaHHOW BOLOW UMW MOCHe po3fnvBa o4epeqHoro
o6bema BoAbl AaHHbIM 06beM AoImKeH ObiTb UCMONb30BaH B TOT Xe AeHb;

- nsgenuinscrekna. CTeknsiHHbIE peakLMOHHbIE NPOBUPKA N3 MoAY st CUHTe3a HeobXoAMMO oUMnLLaTbL C
NpUMeHeHMEM NPOBEpPEHHbIX METOA0B ANs obecneyeHnst UX YNCTOThl. MpoLeaypa O4UCTKN He A0MKHA BNUATb
Ha kadyecTBo OKP®I. N3genusa U3 cTekna pekoMmeHayeTcs BbiCyLUMBATL U NoABepraTb AenuporeHusanum B
cyxoxapoBom Lkady. Mpobupkn HeobXxoaMMO N3BEKaTh U3 CyXOXKapoBoro Wkada HenocpeacTBEHHO nepes
PaANOXUMUYECKAM CUHTE30M UM X HEOBXOAMMO XPaHNTb B YNCTLIX BecnblfeBbIX MakeTax.

8.3 PernameHTbl NpUroToBNeHUs U NPOTOKOIIbI MPUTOTOBIIEHUA NapTUN

8.3.1 PernameHThl NpUroTOBIEHNsI MpenapaToB U KOHTPOSIbHbLIE 3aMncu ABNATCA OCHOBHLIMW JOKY-
MEHTaMMu, OrMMCbIBaOLLMMM NPOLLECC MPUrOTOBMEHNS NpoayKTa. PernameHTel NpUroToBReHUs cnyxar wabno-
HaMu ONsi NPOTOKOMIOB Ha Kaxayw u3 naptuid POl AoKyMeHTUpylowmx ux npurotosneHue. Jluuo,
OTBETCTBEHHOE 3a npuroToBneHne POM, fOmMKHO yTBepAUTb pernaMeHTbl NPUroTOBMEHUSA NpenapaTos,
hopMBbI KOHTPOMBHBIX 3anMUcel U Nbble N3MEHEHUs B HAX A0 BBeAEHUS B AENCTBUE.

8.3.2 PernameHTbl npurotoBneHns PO 1 KOHTpPOMbHbIE 3anucn OSMKHBI BKAOYaTb B ceba nornveckue,
XPOHOMOrMYecKme noLLarosble ykasaHus, JoKyMeHTUpytowue npouecc npurotosneHna OKP®I. Tam, rae aTto
NMPUMEHUMO, ONUcCaHNe NPUTrOTOBNEHUSA A0KHO BbITb pa3buUTo Ha pasaensl: HanpuMep, onepawum ¢ yckopuTe-
nem, pagnoXMMNYeCK1i CUHTE3, aTanbl OUNCTKN, COCTaBNEeHWe roTOBOro NpoAyKTa U KOHTPOrb KayecTsa. Peko-
MeHayeTcsl 3apaHee ONpeaenvTb U MOMHOCTbIO ONUCaTb BECb MPOLIECC MPUrOTOBIIEHUS B pernaMmeHTax
MPUrOTOBNEHUA N KOHTPOIbHLIX 3anucax. MoxeT 6biTb AaHa ccebinika Ha COlM no BLINONHEHWUI0 oTAENbHBLIX
3TanoB. PernameHT NpuUroToBNeHusl U KOHTPOMbHbBIE 3aNUCU AOSDKHBI BKIOYATL NepeyeHb TEXHUYECKUX XapakK-
TEPUCTUK ANA KaXKOOro KpUTU4Yeckoro atana. Kputndeckue aTansl BKIOYAIOT 3Tan npolecca, ycrnoBusi npo-
uecca u gpyrue oTHocsILLMeCcs K npoLieccy napamMeTpbl, KOTOPble A0MKHbI YAOBNETBOPATL 3apaHee 3aaHHbIM
KpUTEPUSIM, YTOObI KOHEYHBI NPOAYKT COOTBETCTBOBAN CBOUM XapaKTepUCTUKaM.

8.3.3 lNpoTokonbl NPUroTOBMNEHUA NapTUN AOMKHBI BKIIOYaTb AOKYMEHTALMIO, B KOTOPOWN AOIMKHO ObITh
OTpaXkeHO BbINOJIHEHWE KaXKAO0ro 3Ha4YMMOro aTana NpuroToBneHusl. 3anucu B NpOTOKOS NMPUrOTOBNEHUS nap-
TUU HeobxoAMMO aenaTth cpa3sy nocne BbINONHEeHUA ASUCTBUIA (NOPSIAOK 3anuceil OIMKeH COOTBETCTBOBATb
nopsiaKy AEACTBUIA) U AOIDKHBI ObITb AATUPOBaHLI, a MU0, caenaBLiee 3anuch, A0SPKHO ObiTb MAEHTUULMPO-
BaHoO (nocpeACTBOM NOANUCU UMW MHULMANOB). MicnpasneHus B 3anucsix Ha bymare 4omkHbI 6bITb AaTUPOBaHbI
¥ noanucaHbl UM 0603HaYeHbl MHALMANaMKn, NPpyU 3TOM UCXoAHas 3anucb AOIMKHA OCTaBaTbCA YUTAaeMON.
PekomeHayeTca paccmaTpusaTth U yTBEpPXAATb NPOTOKOSbI MPUrOTOBIIEHUS HA KaXKAYH0 BbiNyCKaeMyto NapTuio
P®I1 (nognucb/vHnumanel u gata).

9 JlabopaTopHble cpeAcTBa KOHTPONA

9.1 TpebGoBaHusa k naboparTopusim

9.1.1 MNpn onpegeneHn obbema BLINOAHAEMbIX UCMBITAHUA U U3MEPEHUI ANA Ueneil KOHTpons
KayecTBa HeobxoANMO NPUHUMAaTL BO BHUMAHWE MHDOPMaLUIo 0 cTabunbHOCTU, huanyeckne n xumumdeckue
ceolictBa OKP®I1. O6beM BLINOMHSAEMbIX UCIBITAHUA U U3MePEeHUA 4omKkeH ObiTb onpeaeneH Ha OcHoBe
oueHkn pucka. KoHTponb KayecTBa 1 AeCTBUA MO BIMYCKY AOMKHbI BbITb HE3aBUCUMBI OT AEACTBMIA MO NPUro-
ToBneHuo POr.

Kaxaas nabopatopus M3 T-ueHTpa, ydacTeylowas B KOHTPONE kavecTsa, A0/MKHA UMETb U cneaosaTh
AOKYMEHTUPOBaHHbLIM NpoLieAypaM NpoBeAeHUS KaXKaoro UCNbITaHUS U perncTpauumn pesynbTaTos.

Kaxaas nabopatopus MN3T-ueHTpa AormkHa UMeTb Hay4HO 060CHOBaHHbIe Npoueaypbl 0Tbopa 0bpas-
LIOB U UCNbITaHWIA, paspaboTaHHble C Lenbio rapaHTU COOTBETCTBUA KOMNOHEHTOB, KOHTEMHEPOB, YKYNOPOK U
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OKPO®I TpebyemMbiM KpUTEPUAM Ka4vecTBa, KOTOPble MOryT 6biTb onpedeneHbl KOHKPETHOW MoHorpaduei
FocynapcTteeHHoMn hapmakonen Poccuinckoin deaepaunn. Ecnu takas MoHorpadua oTcyTCTBYET, TO KpUTEPUIA
KayecTBa AOSPKEH COOTBETCTBOBATL NPUHLUMMAM, YCTAHOBSIEHHBIM O6LLMMU MOHOTPadbUAMN N PYKOBOACTBAMMU.

9.1.2 abopaTopHble aHanUTU4EckMe MeToabl AOMKHBI BbITb NPUroAHbI ANA NOCTABMEHHbIX Lienei n
obnagate AOCTaTOYHOW YYBCTBUTENbHOCTLIO, WU3BUPAaTENIbHOCTbIO, TOYHOCTbIO WU BOCMPOU3BOAMMOCTLIO.
MoryT 6bITb UCTIONb30BaHbI aNbTepHATUBHBLIE METOALI UCNbITaHWIA, ecr abopaTopua NPOAEMOHCTPUPOBana,
4YTO OHU KaK MMHUMYM 3KBUBaNEHTHbI MeToay chapmakonen. AHanutTuyeckme MeToabl A0SKHbI NPORTY Banuaa-
LMo, ecnn oHM oTNNYaloTCA OT MeToAoB dhapMakonen unu ecnu ana paccmatpusaemoro POl otcytcTByeT
COOTBETCTBYIOLAs MoHorpadus dapmakoneu.

9.1.3 lMoANNHHOCTb, YNCTOTA U KAYECTBO peareHTOB, PacTBOPOB U PACXOAHbIX MaTepuarios, UCNONb3ye-
MbIX B Npoueaypax UCNbITaHWA, AOSMKHBI COOTBETCTBOBATL LIeNN UX UCNoNb3oBaHuA. Bce npurotoBneHHble
pacTBopbl AOMKHBLI 6bITb HagnexawumM obpasom NpoMapkupoBaHbl ANA NPaBUNbHON UaeHTUDUKALMA NX
Ha3BaHus U cocTasa. Kaxxgasa nabopatopus gofmkHa XpaHUTb MOSTHbIe 3anncu No BCEM UCTIbITAHUSIM, KOTOpbIe
TpebytoTca ansa obecneveHns COOTBETCTBUA yTBEPKAESHHBIM XapaKTepucTukam.

9.1.4 3anucu AOoNXHbI BKAKOYaTb:

- onucaHue obpasua, Nony4eHHOro ANA UCMbITAHUA, BKNHOYan UCTOUMHUK, MApTUI0 UMK HOMEP NnoTa, AaTy
1 BpeMsa oT6opa obpasuos, AaTy 1 Bpems 4oCTaBku 06pasLoB Ha UCNbITaHUA, KONUYeCTBO 00pasLoB;

- onucaHue Kaxkaoro Metoaa, UCnosb3yemoro Npu UcnbiTaHusAX obpasua, 3anMch BCEX pacyeToB, BLINON-
HEeHHbIX B NpoLiecce KaXaoro n3 UcneliTaHU 1 ykazaHue Beca Unu Apyron mepbl obpasia B KaXaoM U3 UCNbl-
TaHui;

- DaHHbIe, NONyYeHHbIE B TeYEHWE BLINOMHEHNS KaXKAO0ro U3 UCMbITaHUIA, BKMoYast rpadunku, auarpammbl
1 cnekTpbl NabopaTopHbIX CPeacTB U3MepeHus, Hagnexawmum obpasom naeHTunUMpoBaHHble, YToGbI Bbin
BMUAEH KOHKPETHBIN KOMNOHEHT, MaTepuan, UcnofbayemMsbli B npouecce, unu PO — ans kaxaoro ucnbiToiBae-
Moro noTa. Takke MoryT 6blTb 3340KYMEHTUPOBAaHbI U BKNHOYEHbI B MPOTOKOS HAa NapTUIO U B KOHTPOMbHbIE
3anucn HeobpaboTaHHble gaHHble (HanpuMep, XpoMaTorpaMMbl, CNEKTPLI U pacneyaTku) 1 Niobble pacyeTol.
JomkHbl 6bITb BLINOMHEHBI U 3240KyMEHTUPOBaHbI Mepbl NaBopaTOPHOro KOHTPONS;

- cepTudukar aHanusa, KOTOPbI AOMKEH BKMoYaTb pesynbTaThl UCMbITAHWIA U UX COOTBETCTBUE yCTa-
HOBIEHHBLIM KPUTEPUAM NPUEMKN, NOANNCAHHBIN COTPYAHUKOM, OTBETCTBEHHBLIM 3a KOHTPOSIb KAYeCTBa;

- OTKIIOHEHUA OT AOKYMEeHTUPOBaHHON NpoLeaypbl AOMMKHbI ObITb 3a40KYMEHTUPOBaHbI U 060CHOBaHbI.
Jiobble pesynbTaThl, BbIXOASALME 3@ FpaHULbl YCTAHOBIIEHHbIX NokasaTenen, AoMkHbl BbiTb UCCNeaoBaHbl U
3a0KYMEHTUPOBAHbI;

- MHUUManel UM NOANUCK y4yacTBOBABLUMX B WUCMLITAHUAX COTPYAHUKOB, BpeMs M AaTy NpoBeaeHus!
nenbITaHWNA.

9.1.5 Bce obopygoBaHue, ucnonb3yemMoe Al BeINOAHEHUs UCNbITaHUIA, AOIPKHO ObITh NpUroaHo ans
nocTaBneHHbIX 3a4ay 1 AokHO obecneunBaTh MpaBunbHble pe3ynbTaTthl. MAT-UeHTP A0IKeH UMeTb U creao-
BaTb AOKYMEHTUPOBaHHbLIM NpoLedypam 1 obecneunsaTb NEpUOANHECKYIO KanMBpPOBKY, OCMOTPLI, TPOBEPKA U
obcnyxunsaHne obopyaoBaHus, 3TW BUAbl AeSITENBLHOCTA AOMKHbI ObITb 3240KYMEHTUPOBAHbI.

9.2 KoHTponb UcxogHoro matepuana

B 3aBrcMmocTi 0T 06CTOATENBCTR NPOLIECChl 3aKYNOK U UCMOMNb30BaHUSA MaTepUarnoB A0KHbI BKNOYaTh
B cebs crieayroLime 3reMeHThbI.

9.2.1 Bbl6op nocTtaBLyUKa

Heobxoammo BblGMpaTh TONbKO aTTeCTOBaHHbIX MOCTaBLUMKOB. [1oCTaBLUMK ABMNAETCA aTTECTOBAHHbIM,
ecrnnecTb AoKasaTenbCTBa ero cnocobHoCcTM 06ecnevmBaTb NOCTaBKN MaTepnanoB, KOTopkle cTabuUNbHO COOT-
BETCTBYIOT BCEM TpeboBaHUAM Mo kavecTBy. [ocTaBLMK MOXET BbiTb aTTECTOBaH HAa OCHOBAHUM peaysbTaToB
ayauTa, OTBETOB Ha aHKeTy Mo obecrneyeHnto kayecTBa U Ha OCHOBaHWNW OMbITa COTPYAHNYECTBA C AaHHbIM
nocTasLLMKoM. B niobom criydae, atTectauus NocTasLUMKa AOMKHA BbITh 3840KYMEHTUPOBAaHaA.

MocTaBwuk gomkeH coobwats B MAT-LeHTP 060 BCEX CYLUECTBEHHbIX U3MEHEHUsX B NPON3BOACTBE
nocTaBnAeMon NPoAYKLUN.

MpeanovytutensHo UMeTh Gornee 0AHOTO aTTeCTOBAHHOIO NocTaBLLMKa AN KaX40ro KOMMOHeHTa.

B Tom cniydae, ecnn ecTb ykasaHWs Ha TO, YTO NOCTaBMsieMble MaTepuaribl HeCOOTBETCTBYIOLLEro
KayecTBa, He06X0AMMO NPOU3BECTU 3aMeHy NOCTaBLUMKA.

9.2.2 BxoaHoM KOHTpONb MatepuanoB

Mpy nonyveHun Kaxxaoro noTa MaTepnanos AomkHa BbiTe BLINOMHEHA NpoLeaypa BXOAHOro KOHTPONS ¢
Lenbio NPoBepPKM NPaBuIIbHOCTM BLIMONHEHWSA 3aKasa 1 AOCTaBKU 3aKasa B HaanexalleM COCTOAHUN.

Kaxablin noT goskeH 6biTb 3aperncTpnpoBaH 1 eMy AomKkeH BbITb NPUCBOEH MAEHTUDUKALMOHHBIN KOA.
Koa 6yaet ucnonesosaH npu pacnpeaeneHnn nota. Heobxoammo BbINOMHUTE OKYMEHTUPOBaHWe AoCTaTou-
Horo o6bema UHopmaLMK, KOTOPbIA MO3BONNT 0BeCNeYNTb MOMHYH NPOCMEXMBAEMOCTb KaXaoro foTa.
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PekomeHayeTca nepefl HanpaBfeHNMEM Ha UCMOMb30BaHNE pasaenuTb NOCTYMUBLLUME MaTepuansbl U
NOMECTUTb UX B COOTBETCTBYIOLLIUM 06pa3oM CNPOEeKTUPOBaHHYIO 30HY Ha KapaHTUH ¢ 06o3HaveHueM «Kapan-
ThH». [ocne 3Toro MOXHO NPOBECTU OCMOTP J10Ta, 0T60P 06Pa3LIOB U UX UCTILITAHUSA, €CITN 3TO NPUMEHUMO.

9.2.3 Bbinyck matepuanos

Bce maTepuanbl AomKkHBI 6bITh paspelleHbl Ans Ucrionb3oBaHua. [JaHHbIR Aonyck AomkeH 6bITb 3ape-
rMCTPUPOBaH C cOXpaHeHWeM AaHHbIX MPOBEPKU 1 UCTIBITAHUIA.

PekomeHaoBaHo UMeThb XXypHan Ans 3anucu uHgopmMaLMm No NonyvaeMbiM KOMIOHEHTaM, coaepXalmin
Takue cBeeHUs Kak AaTa nosly4eHns, Konm4ecTso B OTpaBieHnn, HaMMeHOBaHNe NOCTaBLLMKa, HOMep NnoTa,
CPOK rOZIHOCTU, pe3ynbTaTbl NPOBeAeHHbIX UCTILITAHWA U UMSI COTPYAHUKA, OTBETCTBEHHOro 3a A0MYCK.

PaspelueHHble MaTepuarnbl MOryT 6biTb NpOMapkupoBaHbl Hagnucelo «lMpurogeH» ¢ ykazaHueMm naeH-
TU(PUKALIMOHHOTO KoAa, YCITOBUI XpaHEHWUS U CpOKa rOAHOCTM.

PekomeHayeTcs xpaHUTbL MaTepuarsl ¢ cobniogeHnemM HeobxoauMebIX YCIIOBUN B 30He, NpeAHa3HaYeH-
HOM AN paspeLleHHbIX K UCMOMb30BaHWUIo MaTepuaros.

Ecnu not 3abpakoBaH, pekoMeHayeTcs MapKMpoBaTb ero Haanucblo «bpak», oTAenuTe ero U Hagnexa-
LM 06pa3om yTUnM3upoBaTh, AOKYMeHTanbHO 0hopMUB Kaxkaoe AeUCTBUE.

Ob6palleHure ¢ paspelleHHbIMU MaTepuanamm 1 UX xpaHeHue AOSMKHbI UCKMIOYaTh UX Aerpagauuio n
3arpsisHeHue.

10 Banupaums npouecca

10.1 Mpwu ycnoBuK Hanuums yctosiBLUEACS NpakTukn npurotosneHua OKP®I sanuaauus moxet ObiTb
BbINOMHEHA C UCMONb30BaHWEM apXUBHBIX 3anuceid. B atom cnyvae o6bem HakonneHHon uHdopmauum aon-
)KeH No3BonsiTb 060CHOBLIBATL PeLLeHNe O TOM, UTO CyLLeCTBYOLWMIA npouecc obecnevnsaeT BbiNyck NapTUid
OKP®I1, cooTBETCTBYIOLWMX YCTAHOBIIEHHBIM KpUTepuam Bbinycka. HakonneHHasa wHdbopmauua AoskHa
noaTBEPXKAaTh, UTO NPOLIECC NMPUTOTOBEHUS Bbl YCTOMYUBBIM, A TakKe A0SKHBI ObiTh 3adhUKCUPOBaHbI BCe
N3MeHeHwust B Mpouecce 1 cbon, eCnm oHU UMenn MecTo.

10.2 B OTHOLUEHWUN HOBLIX MPOLECCOB U NPU BHECEHUN 3HAYUTESbHBLIX U3MEHEHNI B CYLLIeCTBYIOLLME
npoLecchl nepe Hadvanom Ucnonb3oBaHus napTuia POMN gna knuHudeckux uenein Heobxogumo npoae-
MOHCTPMPOBATb, YTO HOBBIA UM U3MEHEHHbIN NpoLecc no3sonseT cTabunsHo Bbinyckatb OKP®I1, koTopble
COOTBETCTBYIOT YCTAHOBMEHHBIM KPUTEPUSIM BbiNycka.

JaHHas BepundrKkaLmna 4omKHa ObiTb BbINOMHEHa B COOTBETCTBUN C AOKYMEHTUPOBaHHbLIM NPOTOKOOM U,
Kak npaBumno, BKMYaTb He MeHee Tpex nocneaoBaTenbHbIX YCMELWHbIX NMPUrOTOBNEHUA (KOHTPOSbHBIE
naptum).

B cBs13M ¢ KOPOTKUM NeproaoMm nosnypacnaga HeKoTOPbIX MO3UTPOH-3MUTUPYIOLLMX paaUOHYKNMAOB NpK
BanMaauum npolecca HeobxoanMmMo NpMHMMaTh BO BHMUMaHWe HeobxoanmocTb ncnonb3oaHua OKPOM ao
TOrO, KaK BCE UCMbITaHUsi KOHTPOMs kadecTsa 6yayT 3aBeplueHbl. Bannaaumsa AomkHa BKMoYaTh TWATENbHYI0
OLIeHKY pUcKa, a npoLeaypbl MPUroTOBNEHUS U KOHTPOIS KavyecTBa A0SHKHbI ObITb AOCTATOYHO YCTOMHMBBLIMA 1
HadeXHbIMK, YTOObI rapaHTupoBaTth, YTo PPl MoxeT 6biTb BbiMyLleH 00 3aBepLUeHUst BCeX WUCTbITaHUMN.
[JarHoe pelueHne JomKHO BbiTb 060CHOBaHO B NUCbMeHHON hopMe 1 yTBepxaeHo OJTIP®I. B gaHHoi cutya-
LMK pekomeHayeTcs 06paboTka kaXkao napTum B CTPOroM COOTBETCTBUM C JOKYMEHTUPOBAHHON NpoLieaypo,
npoBedeHne UCTbITaHUiA B NONHOM 06beMe (KpoMe UccrneoBaHUs Ha CTEPUbHOCTL) U OLLEeHKa COOTBETCTBMUSA
BCeM TpeboBaHWsAM NpoLeaypbl U UCTIbITAaHWIA AN OLEHKN KavecTBa Nnepes 3aBepLUatoLL M BbINYCKOM.

11 CpencTtBa KOHTPONA KOHEYHOro npoaykra

11.1 Kputepuu npuemku

Mepea BeINyckoM Kaxablin PPI gomkeH GbITh UCMBITAH C LieMblo AEMOHCTPaLUM COOTBETCTBUA KpUTe-
PUAM MPUEMKM.

11.1.1 AHannTnyeckne meToabl 4OKHbI COOTBETCTBOBATL KPUTEPUSIM, ONpefeneHHbIM B cneunanbHbIX
moHorpacdusax MocyaapcTeeHHon dapmakonen Poccuiickoin ®eaepalnm, ecnm aTo npumeHnumo. Ecnin Takas
cneuunanbHas MoHorpadus OTCYTCTBYET, aHanuTudeckne MeToAbl AOSMKHbI MPOWTU MOMHY Banvaaluio.
C y4yeTOM XapakTepucTUK AeTEeKTOPOB paaMoaKTUBHOCTU MOXET OKasaTbCsl HEBO3MOXHbLIM NPOBECTU Basu-
AaLno aHanUMTUYecKnX MeToA4oB onpederneHns pagnuoxXuMUYeckon U paguoHyKNnMaHoOM YACTOThI U, crieaoBa-
TeNbHO, MOXeT oKasaTbCH 3aTPYAHUTENbHBIM YAOBNETBOPUTL BCEM KPUTEPUSAM MpueMki. B Takux crnydasx
Banudauust MeToda MoOXeT ObiTb OrpaHuyeHa onpegeneHuemM BOCMPOU3IBOAMMOCTU, NUHEAHOCTU WU
n3bupaTenbLHOCTH.
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11.1.2 AnanuTudeckne meToAdbl AOKHbI BbiTb NOABEPrHYTHI MOBTOPHOW Banugauuv nNpu BHECEHUU
CYLLECTBEHHbIX U3MEHEHWUA B aHanuTuyeckyto npoueaypy. Npumepbl Takux M3MeHeHU BkAoYvaoT B cebs
3amMeHy AeTekTopa U MoaudMKauuio npoueaypbl paguoxXMMUYecKkoro cuHTesa. [lokasaTenu TOYHOCTW,
YYBCTBUTENLHOCTU, N3BMpaTEbHOCTN M BOCNPOU3BOAUMOCT N METOAOB UCMbITAHWUA AOSKHBI ObITh 3240KYMeH-
TuposaHbl. OKP®I ¢ kopoTkM Nepuodom nonypacnaga (Hanpumep, ammuak ¢ N) MoryT 6bITb NpUroToBneHsl
B BMAE HECKOSbKMX CybnapTuii B TeueHue ogHoro AxHsA. MoryT 6bITb NpoBeAeHbl UCTbITaHUsA HavanbHoM cybnap-
TUWN KOHEYHOTO NpoAyKTa, MPY YCNOBUK, YTO Ha 4OCTaTOYHOM KonM4ecTBe cybnapTuii npogeMOHCTpUpoBaHo,
YTO BbIMyCKAaEMBbI NPOAYKT COOTBETCTBYET YCTAHOBIEHHBLIM KPUTEPUSAM.

11.1.3 BTtomcnyyae, ecnunaptusa OKP®I He cooTBeTCTBYET KpUTEpuam npuemku, OKP®I moxeT 6bIThb
noaBeprHyT NoBTOpHON 0bpaboTke, NpW YCNOBUM CedOBaHWA YCTAHOBMEHHbIM MpoleaypamM (BblpaboTku
npodyKTa 1 KOHTPOMs npouecca) U COOTBETCTBUSA KOHEYHOro npodykra rnepesn okoHYaTellbHbIM BbIMyCKOM
yCTaHOBMNEHHbIM XapakTepucTukam. MNpu cnons3osaHMn BapuaHTa NnoBTopHon obpaboTku pekoMmeHayeTca
3a40KyMeHTUpoBaTb AaHHOe CobbITHE 1 onncaTh Bee YCIoBUSA B 0TYETE 06 OTKNOHEHWN.

Mpumepamn NOBTOPHOKW 06pPabOTKM MOTYT CNYXWUTb NOBTOPHLIA MPOrOH Yepes KOMOHKY OYUCTKU Anst
yaaneHus rnpumecu UM rnoBTOPHOE MNPOXOXAeHNE Yepes punbTp, ecrnv nepsbid GpuUnbTp He BbliaepXan
UCMbITaHWE Ha LLeNMOCTHOCTb.

LlenecoobpasHo onpegenntb M BBECTU B AeWCTBME MeXaHW3M WHOPMUPOBaHWUS OTBETCTBEHHOrO
KnuHuumucTa o HecooTeTcTBUM OKP I npeabssnsembiM TpeboBaHNAM, HaNpUMep, Mo Ka4eCcTBY U YUCTOTE.

11.2 WUcnbiTaHUA cTabUNbHOCTU

OKP®I gomkeH ocTaBaTbcs cTabunbHbIMU Npy XpaHeHM. OKPPM MoryT UMeTb KOpOTKUE CPOKU XpaHe-
HUS M3-32 KOPOTKUX NepUoAO0B Nnonypacnana paguoHyKMgHON MeTKN.

Mpwnmedyanuna—Ha crabunsHocTb Heobxoanmo obpalate BHUMaHWE B CBA3KM € NpoueccaMn paguonunsa noj
OEeNCTBUEM U3NYHEHUS.

B HekoTopbix OKP®I1 (Hanpumep, dpTop-18-gona) Moryt nponcxoautb BeiCTpble XUMUYECKUE N3MeHe-
Hus. CnegosaTtenbHO, 4OMKHbI BbITh ONpeaeneHbl nogxoasLme napaMeTpbl 4nd yCTaHOBNEHUA U AOKYMEHTU-
poBaHusi ctabunbHocTM OKP®I npu npegnonaraembix ycnosuax xpaHeHus. Mpumepamun napameTpos
CTabunbHOCTU MOTYT CMYXUTb PagnoxXnMmmnyeckasi NoASMHHOCTL U YUCTOTa (BKMOYAA YPOBHU pagnoxummnyec-
KMX NpumMeceit), BHeWHWiA Bug, pH, apdpekTnBHOCTb cTabunusatopa unu KoHcepBaHTa, XMMrU4eckas uMcToTa.
Heobxoanumo npuMeHsTb METOAbI MHANKALUA CTabUNbHOCTU, NOCPEACTBOM KOTOPbLIX MOXHO pasnu4yaTb Npo-
AykTel gerpagaummn n npumecu. MeneitaHna OKP®I Ha cTabunbHOCTb Heob6XxoauMo NpoBOAUTL MPU CaMbIX
BbICOKNX KOHLIEHTpaLMAX pagnMoakTuBHOCTU. HeobxoaMMo NpoBecTy UccrefoBaHMe He MeHee Tpex napTui
KOHEYHOro npoaykTa npu Hauxyawmnx YCroBUSIX XpaHeHUsl B TeYeHUe nepuoaa, paBHOMO YCTaHOBMEHHOMY
cpoky xpaHeHuss OKP®I.

HecmoTpsa Ha To, 4TO UccneaoBaHUsA cTabuUnbHOCTM NPOBOAAT AN 0B6OCHOBAHUSA CpoKa XpaHeHust
OKP®I1, cpoku xpaHeHust MoryT ObITb BNOCIeACTBMM M3MEHEeHbI Noce Haanexallein npoueaypbl UCTbITaHUS.

11.3 CtaHpgapTHble o6GpasLbl

[ns npoBeaeHns 60MbLUNHCTBA aHANM30B UCMONb3YIOT cTaHAapTHble 06pasubl. CTaHaapTHeIe 06pasybl
OOMKHbI BbITh ONpeaeneHsbl B NpoLieaype aHanusa, COMN nnu onucaHbl B hapmMakonee.

Mpwn Hanuuumn y M3T-ueHTpa cOBCTBEHHBLIX CTaHAAPTHLIX 06pa3LOB HeOOXOAMMO AOKYMEHTUPOBATb
AaHHble, KOTopble NOMHOCTLIO MOATBEPXKAAIT NOAMUHHOCTL U YNCTOTY MaTepuana. CooTBeTCTBYOLWAsA AOKY-
MeHTauKusa, HanpumMmep, OMopHble CNeKTpbl WU Agpyryue BCroMoraTefibHble AaHHble Ans NoATBepXAeHUd
NOANIMHHOCTMN U YUCTOThI CTaHAAPTHbLIX 06pasLoB, MoOXeT GbiTb MOSlyYeHa OT NOCTaBLUMKA.

11.4 Mukpo6uonoru4yeckue UCNbITaHUA

Mukpobronormyeckne UCnbITaHUSA Ha CTEPUINBHOCTL AOMKHBI ObITh HavaTbl cpasy nocne 3aBepLlleHust
npurotoenexnus OKP®I1. B Tom cnyyae, ecnv obpasel, Anst CMbITaHUA Ha CTEPUMBHOCTb XPaHUTCS ANUTEb-
Hoe BpeMs, Heo6xoaMMo NPOAEMOHCTPUPOBATL, YTO NEPUOa XpaHeHUs! He oKasblBaeT HeraTMBHOTO BIMSAAHUS
Ha pesynbTaTbl UCNIbITaHWIA.

PekomeHO0BaHO UCMbITaHUS Ha CTEPUNBbHOCTb NMPOBOANTL BO BHeLLHel nabopaTopuu.,

Mpn ncnbiTaHMAX Ha CTEPUNBHOCTL AOMKHA BbiTh NPUMEHeHa acenTuyeckas meToauka. MenbitaHua
OOJKHBlI COOTBETCTBOBaTbL TpeboBaHuAM cTaHAapToB ocyaapcTeeHHon chapmakonen Poccuiickon deae-
pauun.

11.5 UcnbiTaHusa Ha 6akTepuanbHbIA 3IHOOTOKCUH

UcnbiTaHne Ha 6akTepuarnbHbIil SHOOTOKCUH AOMMKHO BbITh BEINONHEHO Anis cTepunbHeiXx OKPOM, npea-
Ha3Ha4YeHHbIX Anst UHbeKuUiA. laHHoe ucnblTaHue AOMKHO ObiTb BBINMOMHEHO C MOMOLLLIO refb-TpoMb MeToaa
1 BbICTPOro (hOTOMETPUYECKOTO METOAA N3MEPEHNSA SHAOTOKCMHA. [lJocTaBka NpoaykTa MoXeT 6biTb Npous-
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Be/leHa cpasy nocrie Havana UcnbITaHUs Ha 3HAOTOKCUH Mo MeToay, pekoMeHaoBaHHOMY dhapmakoneeit. Mpu
3TOM pe3ynbTaTbl UCNIbITaHWIA Ha GaKTepuarbHbIA 3HAOTOKCUH A0MKHBI GbITb NOMyYeHbl 40 BBeAeHUA NpoayKTa
YerioBeKy U COOTBETCTBOBaTbL paspaboTaHHbLIM KpUTEPUAM.

Ecnu pesynbtaTbl N0GOro UCMLITAHWUS Ha 3HAOTOKCUH MPeBbILaloT ACMYCTUMBIA Npeaen, unu ecnu
UCTILITAHUA Ha CTEPUNBHOCTL ABASIOTCS NONOXUTESIbHBIMU MO POCTY MUKPOGOB, HEMeASIEHHO AOMKHO GbiTb
npoBefeHo NOMHOe paccnefoBaHuWe, a ero pesynbTaTthl 4oMkHbLI GbITb 3a40KyMeHTUpoBaHbl. CneayeT Hesa-
MeAnuUTENbHO NPUHATL KOPPEKTUPYIOLLME Mepbl, OCHOBaHHbIE Ha pe3ynbTaTax paccnefoBaHus.

12 YcnoBHbIN BbINYCK rOTOBOro nNpoaykKra

12.1 B cnyuvasx, koraa oaHo U3 TpebyeMbIX UCTIbITaHUIA KOHEYHOro NPoAYKTa He MOXET ObITb 3aBepLIeHO
B CBSI31 C MONOMKOIN aHanUTU4Yeckoro obopyaoBaHus, 4OMKHbI BbITb yCTaHOBAEHBI KPUTEPUMU, PYKOBOACTBYACH
KOTOPLIMU MOXET BbITb ocywecTaneH Boinyck OKP®I. MNpu Hagnexauwem yposHe o6cnyxuBaHust o6opyao-
BaHWsI MONOMKM AOMKHBI 6bITb peaKUMU.

JomxHo BbITb onpeaeneHo BNUSIHUE OTCYTCTBUS UCTBITAHUA Ha 6e3onacHOCTb U ahEKTUBHOCTL
OKP®I. YcnoBHbIN BINYCK AomkeH 6biTb pegkum. MoryT 6bITb BbinyLeHbl TONbKO NPOAYKTbl, COOTBETCTBY-
toLLMe BCEM KpUTEPUSIM YCIOBHOTO BbiMycKa.

12.2 YcnoBHbl Beinyck OKP®IT He gonyctum B cnyyae HeBO3MOXHOCTU NPOBEeAEHUs UCTILITAaHWUA Ha
pagnoxXMMmUYeckyro NoANTMHHOCTb Y YACTOTY aKTUBHOIO chapMaLlieBTU4ecKkoro komnoHeHta 8 OKP®I.

12.3 Bce deicTBMA MO YCNOBHOMY BbINYCKY AOSKHBI B6bITb 3a40KyMeHTUpoBaHbl. [ina obecneveHus
BO3MOXHOCTU Mocneayollero aHanusa obpasLoB nx HeobxoAnuMo XpaHUTb B COOTBETCTBYHOLLUX YCMOBUSIX
B TeYeHWe nepuoaa, onpeaerieHHoro HopMaTUBHOM AOKYMeHTaunei.

13 MapkupoBka

MapkvpoBka MoXeT BbITb BbIMOSIHEHa NevaTHEIM cnocoboM (Hanpumep, NocpeACcTBOM MepcoHanbHOro
KoMMbloTepa v NPpUHTEpPa) U BbITb PyKONUCHON. B cBA3M ¢ acnekTamu, CBA3aHHLIMU C BO3MOXHBLIM 061Ty4eHu-
eM, obLLel NpaKTUKoN ABNSEeTCSA NoAroToBKa 6osbLIEN YacTu MapKUPOBKX 3a6naroBpeMeHHo.

[o dnnbTpaumm pagnoakTMBHOro NpodyKTa Ha nycTon hniakoH MOXeT BblTb HaKNeeHa 3TukeTka, cogep-
X)alas YacTb MHdopMaLmmn (Hanpumep, HaMMeHoBaHWe NPoayKTa, HoMep NapTuK, AaTa), anocrne sasepleHns
UCNbITaHWIA, Ha HaPYXHBIA 3aLLUUTHBIA KOHTEMHEp MOXeT BbiTs AoGaBrneHa AONONHUTENbHAsA 3TUKeTKa € Tpe-
6yemol nHcopmaumen (Hanpumep, akTMBHOCTLLIO Npenapara).

Takke MoxeT ObITb UCNONb30BaHA 3TUKETKA A1t MapKUPOBKA HENOCPEACTBEHHO KOHTEWHEpa NpU yCno-
BUW, YTO CYLLIECTBYET Crocob accoLmaL M 3TUKETKM C hnakoHOM B TOM Criyvae, ecrinatukeTka byaet ynaneHa.

Mpw nio6om cnocobe HaHeceHUst MapKUPOBKM MHGOPMaLMS Ha 3TUKETKE AOIMKHA BbITb 4OCTYNHA.

JornxHa 6bITh BbINONHeHa 3aBepLUaroLLas NpoBepka Hanuuns Ha KoOHTeMHepe U paguaLUMoHHON 3aluTe
3TUKETKU, cogepKallen npaBuibHyo 1 NoNHY MHdopMauumio.

14 Pa6oTa c npeTeH3nsAMU

JomkHo 6bITb onpedernieHo nuUo, OTBETCTBEHHOE 3a cbop uMHopMauMn o npenapaTte, xapakrepe
NpeTeH3uin 1 3a HesaMeaNUTenNbHoe NpoBedeHNe paccneaoBaHuin. Ecnn ecTb kakme-nnbo ocHoBaHWA nona-
ratb, YTO NpUYMHa NpeTeH3nii ceszaHa ¢ OKP I, HemeaneHHo AomkHbI ObITb NpeANPUHATEI KOPPEKTUPYIOLWNE
[encTBua.

15 BHyTpeHHWe ayAUTbI

15.1 MoppazgeneHne no obecneyeHUo KayecTBa AOSHKHO OCYLLECTBATL MOHUTOPUHT COOTBETCTBMUSA
CurcTeMbl KOHTPOINS kKaYyecTBa yCTaHOBMEHHbIM NpoLeaypam 1 NpakTukam He pexe 0AHOro pasa B rof B paMmKax
BHYTPEHHEro MHCNEeKTUPOBaHUA.

15.2 [dononHutenbHble BHELIHWE UHCMNEKLMN HeoBX0oAUMO BLINMOMNHSTL Nocne NpoBeaeHns NoaroToBKMU
HOBOrO NepcoHana u/unv BHeApEeHUs CYLLECTBEHHbIX U3MeHeHWN B npoLiecc npuroTosreHne OKP®I B Lenom.

15.3 BHYTpeHHWe MHCNeKuMM HeobxoamMmo npoBoavTb B hopMe ayauta MUHUMYM ABYMSI COTPYAHU-
KaMu, 4Ns KOTOPbIX 40IMKHa ObITb onpeaerneHa cnelnansHas Tema NpoBepku (Hanpumep, nepcoHar, obopyao-
BaHuWe, 3anmcu, OTHOCSILLMECS K MapTUsAM), YTO No3BonsieT 6onee onpegeneHHo 0bHapyXnBaTb HEAOCTATKN.
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15.4 Mio6ble HeJoOCTaTKM B CUCTEME KOHTPONSA KaYecTBa A0MKHbI BbITh 3a40KYMEHTUPOBaHLI, BKItOYas
COOTBETCTBYIOLLME MEPbI MO UX ycTpaHeHuo. Jiobble HeJoCTaTKn A0MKHLI ABAATLCA NpeaMeToM nocneay-
fowero ayauta. PesynbTaTbl AaHHBIX UHCNIEKLMIA BOSDKHBI GbITb COXpaHEHbI.

16 3anucm

3anucu HeoBXoaUMo XpaHUTb B AOCTYNHOM MecTe. B cnyyae nposeaeHus MHCNeKuuid No6omy BHYT-
peHHEeMy UNW BHELIHEMY UHCTIEKTOPY AoMmkeH 6biTb NpeaocTaBneH A0CTYN K 3anucsiM.

3anucu, KoTopble LienecoobpasHo coxpaHaTh, BKNoYatoT B ceba naGopaTopHble 3anmcu, pesynsTarhl,
BbIXOAALME 32 Npeaerbl YCTaHOBMEHHbIX XapakTepucTUK, pernaMeHTbl NPUroTOBIEHMs U MPOTOKONbI NapTUi,
3anucK, OTHoCsILLMECs K pacripefieneHunio, a Takke Nanku no NpeTeH3susaMm.

3anuncuy SonyckaeTcs XpaHUTb B 3MeKTPOHHOM hopMe Npu YCoBUK, YTO obecneyeHbl JOKyMEHTUPOBaH-
Hble Mepbl NO Haanexaluen salwmuTe MHhopMaLMK, 1 3aecTBOBaH NNaH Pe3epBHOro KoNMpoBaHus. 3anucu
HeoBXoanMOo XpaHUTL B TeueHue He MeHee oaHoro roga. Mpu 3TOM CPOKU XpaHeHUst apXMBOB AOIKHbI COOT-
BETCTBOBaTL AEWCTBYIOLLEMY 3aKOHOAATENbCTBRY.

YK 658.562 OKC 11.040.55

KntoyeBble crosa: pagnodapmavesTndeckvie npenapatsl, MAT-UeHTpbl, KauecTBo, NPUroTOBMEHWE, NpoLeay-
pbl, Npasnna NPon3BoACTBEHHOM NPaKTUKX, OTBETCTBEHHOE NNLIC
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