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1 BBepeHune

1.1 Uenb

[aHHasa yacTb cTaHaapTa (ganee — pyKOBOACTBO) pacnpocTpaHsieTcs Ha npumeHeHne MNpasun GMP k
Npon3BOACTBY aKTUBHbIX hapmaueBTnyecknx cybctaHumin (APC) B cOOTBETCTBMM C cUCTEMOMN obecneveHuns
kayecTtBa. OHa Takke HanpaBrieHa Ha obecnedeHns rapaHTun kadectsa M YNcToTbl APC B COOTBETCTBUM C
3afaHHbIMKN TpeboBaHUAMM.

TepMUH «MPOU3BOACTBO» BKMOYaeT B cebs Bce Buapl onepauuin ¢ AOC: NnpuemKy MCXOLQHOMO Chipbs,
NpPOM3BOACTBO, YNAKOBKY, NepeynakoBKy, MapKUpPOBKY, NepemMapKMpOBKY, KOHTPOSb KavyecTBa, BbIMyCK Npo-
OYKUWKN, XpaHEHME N peann3aumio, a Takke COOTBETCTBYHOLLME Mepbl KOHTPOrS. MNMOHATUS «OOIMKEH», «cne-
ayeT», NPUMEHsIEMble B HACTOSILLLEM PYKOBOACTBE, yKa3blBalOT HA PEKOMEHOAuuK, BbINONTHEHUE KOTOPbIX
npeanonaraeTcs, 3a UCKMOYEHNEM CryyaeB, Koraa Mx BbIMOMHUTb HEBO3MOXHO UMW KOrga OHWM MOryT BbiTb
MOAMMULNPOBaHbI B COOTBETCTBUN C NPUNOXEHUSIMU K HAaCTOsILLLEMY CTaHAApPTy UMK OHM MOryT ObiTb 3ame-
HEeHbl anbTepPHaTUBHBLIMW OENCTBUAMMU, NO KparHEN Mepe, C 9KBUBANEHTHbIM YPOBHEM obecnedeHuns kavecT-
Ba npoayKumu.

PykoBoacTBO He 3aTparmeaeT BONpPocoB 6€30MacHOCTN NnepcoHana, 3aHaToro B Npou3BOACTBE, U Tpe-
BoBaHU No 3awWwmuTe OKpyxXatowwen cpedpl. [lpom3BoanMTeENnb HECET OTBETCTBEHHOCTL 3a 6€30MacHOCTL nep-
CoHarna 1 oKpy»arolllen cpeabl B COOTBETCTBMM C 3aKOHOAATENBLCTBOM.

HacTosiee pykoBoACTBO He yCTaHaBnuBaeT TpeboBaHWI, NpeabsaBAsemMbiX Npyu pernctpauum (noga-
ye 3asaBkM Ha peructpauuto) AGC, n He 3ameHsieT TpeboBaHu Papmakoneun, He 3aTparnBaeT NOSIHOMOYNIA
COOTBETCTBYIOLLMX OPraHOB MO YCTAHOBIEHUIO crieumdundeckmx TpedboeaHni k AOC ons Bblgayn paspelle-
HUS Ha peanu3auno/Mpon3BOACTBO MM NPUMEHEHWE NeKapCTBEHHbIX cpeacTB. CreayeT BbINOMHATL BCe
TpeboBaHusi, yCTaHOBIIEHHbIE NMPU rocyaapcTBeHHoM pernctpaumm ASC.

1.2 O6nacTb NnpyUMeHeHuns

HacTtosiwee pykoBoacTBO ycTtaHaBnuBaeT TpeboBaHua k npoussoacTesy ADC, mcnonb3yembix B ne-
KapCTBEHHbIX cpefAcTBax AN vernoBeka u xMBOTHbIX. K nponssoactBy crepunbHbix AGC OHO MpUMEHUMO
TONbKO A0 cTagun cTepunusauun. CTaHaapT He pacnpoCTpaHsSeTCs Ha Mpouecchl cTepunMsaumMn 1 npoms-
BOACTBO CTepunbHbIx APC B acenTuyecknx ycrnoBumsax. 3T Npouecchl criedyeT NpoBOANTL B COOTBETCTBUM C
TpeboBaHVAMN HacTosLWero craHgapTa (B T. Y. MpUBEAEHHbIMU B NpUnoxeHun 1) n gpyrnx HOpMaTUBHbIX
OOKYMEHTOB.

B cnyuae npoussoactea cpencts npoTuB akTONapasnToB Ans NPUMEHEHWS B BETEPUHAPUM MOTYT UC-
nonb30BaTbCs ApyrMe HOpPMaTUBHbIE JOKYMEHTLI, 0becneyvmBatoLlee BbiNonHeHne TpeboBaHnin K Ka4ecTBy.

[aHHOe pyKOBOACTBO HE pacrnpoCTPaHAEeTCsl Ha NPOM3BOACTBO LENbHOWM KPOBU M Ma3mbl, NPOM3BOA-
HbIX KPOBM 1 NNasmbl (ppakuMoHMpoBaHue nnasmbl), HO pacnpocTpaHsieTcs Ha npoussoactso A®C, nony-
YaeMbIX C UCMOSb30BaHNEM KPOBM MMM NIia3Mbl B KAYECTBE MCXOOHbBIX MaTepuaros.

HacToslwee pykoBOOCTBO He pacnpoCTpaHSeTCss Ha Npou3BOACTBO HepactacoBaHHbLIX NeKkapCTBeH-
HbIX CPEACTB, HO PacnpoOCTPaHAETCHA Ha aKTUBHblE papMaueBTMYECKMEe CyOCTaHUUKM, OTHOCALLMECH K Npu-
NoXeHnaM 2—7 HacTosILLero ctaHgapTa.

Paspen 17 cogepxuT TpeboBaHUs K CTOPOHAM, KOTOpbIE, B YMCIEe NPOYEro, 3aHMMarTCs peanusawm-
en unu xpaHeHnem APC 1 NPOMEXYTOYHON MPOJYKUMU. DTN MOMOXEHNS pacCMOTpeHbl boee nogpobHon B
npasunax ontoBon Topronu APC ana nekapcTBEHHbIX CPeacTB, NpegHa3HaAYeHHbIX 4N YeroBeka cornac-
Ho cTaTtbe 47 Oupektnebl EC 2001/83/EC.

Pasgen 19 pykoBoacTBa copepXuT TpeboBaHWsi, pacnpoCTpaHALWMECs TOMbKO Ha NPOM3BOACTBO
ADC, ncnonb3yemblx ANst NOMyYEeHUs NEKapCTBEHHbLIX CPEACTB, MpeAHasHaYeHHbIX ANS KMMHUYECKUX UC-
crnegoBaHU.

UcxogHbin matepuan ang nponssoactsa APC — cbipbe, NPOMEXYTOYHbIE NPOoAYKThl nnu apyrne A®C,
ucnonb3yemble B npomseonctee APC un Bknoyaemble B APC B KauyecTBe CYLLECTBEHHOIO CTPYKTYPHOrO
anemeHTa. McxogHbii matepman ansa npoussoactea A®C moxeT ObiTb MPOAYKTOM (Matepuanom), nomny-
YaembIM OT OLHOro unu Gonee MOCTaBLIMKOB, UMM MaTepuarnom, NMPOM3BOANUMbBIM HA CaMOM MPeanpUsTUN.
Kak npaBuno, gns npoussoactea APC Mcnonb3yrTcs NCXOL4HbIE MaTepuarbl C KOHKPETHbIMU XUMUYECKMMN
CBOWCTBaMU N CTPYKTYPOW.

Mpoussogutens A®C gomkeH onpeaenntb U JOKYMEHTanbHO OhOPMUTL CTaauio, C KOTOPOM AOIMKHO
HaunHaTbest nponssoacTBo ADPC M3 MCXOQHOTO Cbipbs. [N NpoLEecCoB XMMUYECKOTO CUHTE3a 3Ta cTagus
onpeaenseTcs Kak cTagus BBoAa UCXOOHbIX MaTepuarioB B TEXHOMOMMYECKMI npouecc npouasogctea APC.
Ons opyrmux npoueccoB (dhepMeHTaUmMm, SKCTPAKLMKN, OYUCTKM U MpP.) AaHHYIO CTAguUI0 onpeaensoT ¢ y4eTOM
KOHKpeTHbIX ocobeHHoCTel npousBoacTeBa. B Tabnuue 1 npuBedeHbl cTagum NPOM3BOACTBA PA3NUYHbIX
ADC c BblAeNneHMeM CTaguin, Ha KOTOPbIX UCXOLHbIA MaTepuar, kak NpaBuio, BBOAMTCS B TEXHOIOMMYECKUN
npouecc.

HaunHada c aTon ctaguu, Ha OaHHble NMPOMEXYTOYHbIe MPOoAYKTbl W/unn ctagun npoussogctea APC
OENCTBYIOT NpaBua AaHHOW YacTu cTtaHgapTta. OHuM BkoyaoT B cebsa TpeboBaHus K aTtTectauumn (ucnbita-
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HUSIM) KPUTUYECKMX CTafMN TEXHONOMMYECKOro npouecca, okasbiBawwux BnNnsHue Ha kadectso A®C. B To
Xe BpeMs BbIOOp CTaaui TEXHOMOMMYECKoro npouecca ans npoBefeHus artrecrtaumm (UCnbiTaHuim) He obs-
3aTernbHO O3HAYaeT, YTO 3TN CTaauM ABMAIOTCH KpUTUdeckummn ang kadectsa APC.

TpeboBaHUA HACTOALLEN YacTu pacnpoCTPaHSIOTCSA, Kak NpaBuio, Ha CTaauu, BblOeneHHble B Tabnu-
ue 1 cepbiM POHOM. OTO He O3HAYaET, YTO B MPOLECCE NPOM3BOACTBA AOIMKHbI BbINOMHATBCS BCE CTaguu,
yKka3aHHble B gaHHon Tabnuue. Ctporoctb cnegoBaHus TpeboBaHnam GMP gormkHa Bo3pacTtaTb OT paHHMX
ctagui npoussoactea A®C Kk 3aBepLUalOLLUM CTaaNsAM TEXHOMOMMYECKOro MpoLecca, OYUCTKA U YNaKOBKN.
®usnyeckyto obpabotky AD®C, Takylo Kak rpaHynsaums, NOKpbITMe 0B6ONOYKON UM PU3NYECKOE N3MEHEHUE
pasmepa yacTtuy, (Hanpumep, rpybbii U TOHKUI NOMON), cneayeT NPoBOAUTb, MO KpamHeh Mepe, B COOTBET-
cTBUM C TpeboBaHMAMM HACTOsILLLErO CTaHAapTa.

Tabnwunya 1 - lNpumeHeHne pykoBOACTBa K npom3Boactsy APC

Ctagwuu nponssoactea APC, Ha KOTopble pacnpocTpaHseTca
Bug npounssoacTea
AaHHOe PyKOBOACTBO (BblAeneHbl cepbiM (OOHOM)

Xumunyeckui cuHTes [MNponssoacTeo uc- [BBog ncxogHoro MpoussoacTteo BbigeneHuve un dunsnyeckas
X0AHoro matepua- [(martepunana A®C B [NpoMeEXyTOYHOro |o4vMcTka obpaboTka u
na gna A®C npouecc npoaykra ynakoBka

A®C, BbigeneHHble |MonyyeHne (cbop) |M3menbyenne, BBoa ncxogHoro |[Bbigenenue u dusnyeckas

N3 UCTOYHMKOB XUW- |OpraHa, Xuakoctn |cmelumBaHve u/wnn |matepuana A®C |ounctka obpaboTka u

BOTHOIO NMPOUCX0X- |UINN TKaHeW nepBoHavanbHas B MPOLECC NPOun3- ynakoBka

aeHus obpaboTka BOZCTBA

A®C, BbigeneHHble |Cbop pacTeHun MN3menbyeHne n BBoa ncxogHoro |Bbigenenue u dusnyeckas

N3 NCTOYHMKOB pac- nepBoHavanbHas MaTtepuana APC |oumncTka obpaboTka u

TUTENBHOrO Npouc- 3KCTpaKkums B MPOLECC Npoun3- yrnakoBKa

XOXAeHus BOACTBa

PacTtutenbHble akc- |C6op pacTeHun M3amenbyeHune n — HanbHenwas dusunyeckas

TPaKTbl, NUCMONb- nepBoHavanbHas 9KCTpaKuUus obpaboTka n

3yeMble B kKayecTBe 3KCTpakums yrnakoBKa

A®C

A®C, coctosiume | CBop pacteHun M3menbyeHue (pac- — — dusunyeckas

U3 pasMeribyeHHbIX |U/Unun KynbTUBMPO- |TUPaHUE) obpaboTka u

UNun pacTepTbiX B BaHue n cbop ynakoBka

NMOPOLLOK pacTeHum

BruoTexHonorus: CosgaHue rmasHoro |MNogaepxuBaHne KynbTypa knetok (BbigeneHne n  |®usmyeckas

dhepmeHTa- n paboyero 6aHkoB |paboyero 6aHka n/vnn dbepmeHTa- |ouncTka obpaboTka u

uns/KynbTypa Kne- |KneTok KNneTokK ums ynakoBka

TOK

"Knaccuyeckas" CospgaHue baHka MopnepxveanHne BBop knetok B Bbigenexve n dusnyeckas

depmeHTaumsa ansa  |KneTok OaHKa kneTok npouecc dep- ouncTka obpaboTka u

npoussoacTea APC MeHTaumm ynakoBka

YCUNEHWE TPEEOBAHUN GMP —

HacToswun ctangapt He pacnpoCTpaHAEeTCsl Ha TEXHOMOrMYyeckue ctagun, npealwecTayolme Beoay
NCXoaHbIX MaTepuanos ans npounssoactea APC B TeXHONOMMYECKNIA NPoLLeCC.

TepMyH «akTuBHas chapmaueBTUYecKasi CyoCTaHUMA» MOXET MUCMONb30BaTbCA Hapsay C TEPMUHOM
«aKTuBHasi cybcTaHumsay. TepMUHbI 1 onpeaeneHus, NnpuBedeHHble B pasgene 20 Yactu Il oTHocsaTca Tonb-
KO K aToM YyacTu. Psg TepMUHOB onpeaeneH B YacTu | 1 4omkeH NCNonNb3oBaTbCsl B TOM XKe CMbICIe, YTO U B
Yactu I.

2 Ob6ecneyvyeHUe KayecTBa

2.1 O6bwume nonoxeHus

2.10 OTBETCTBEHHOCTb 3a KayecTBO BbiMyCKaeMoro NpoaykTa HeceT BeCb NnepcoHarn npeanpustusi-
NpoOun3BOAUTENS.

2.11 Ha kaxaom npeanpusitTum cregyet paspaboTaTtb, AOKYMEHTanbHO 0pOpPMUTL U BHEAPUTL CUCTE-
My obecrneveHus KayecTBa, KOTopas NpegycMaTpvMBaeT akTUBHOE y4acTue B HEW pyKOBOAMTENew npeanpu-
ATUSI U BCEro NepcoHana, 3aHsToro B Npon3BoacTBeE.

2.12 Cuctema obecneyeHusi KauecTBa OXBaTbiBA€T OPraHU3aUMOHHYH CTPYKTYPY, MHCTPYKLMKU, METO-
OVIKW, NMPOLECCHI U pecypchl, a Takke OEWCTBUS, Heobxoaumble Ans obecneyeHusi rapaHTUM COOTBETCTBUS
A®C Bcem TpeboBaHMSIM K KayecTBy M 4yucToTe. [lesTeNnbHOCTb, CBsI3aHHas C obOecrneyeHnem Ka4decTBa,
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OOIKHa ObITb YETKO onpeeneHa u AOKyMeHTanbHO odopMIieHa.

2.13 MNopgpaspeneHus (oTaenbl, criykbbl), OTBETCTBEHHbLIE 3a 0bGecrnedYeHe Ka4yecTBa N KOHTPOJSb Ka-
YecTBa, AOMKHbI ObITb HE3ABMCMMbIMW OT MPOU3BOACTBA. ATU (PYHKLUMU MOTYT BbINOMHATE OTAENbHbIE NOA-
pasgenennsi no obecneyeHnIo 1 KOHTPOMO KavecTBa Nnbo ObiTb BO3MOXEHbI HA OQHO NMMUO (rpynny nvy) B
3aBMCMMOCTM OT OOGBEMOB M CTPYKTYPbI NPEeAnPUSITUS.

2.14 Cnepyet onpeaenuvTb Kpyr nuu, OTBETCTBEHHbIX 3@ BbIMYCK MPOMEXYTOYHbIX NpoaykToB n A®C.

2.15 Bce gencTtBmsa No KOHTPOSIO KadecTBa criegyeT oopMnaTb JOKYMEHTaNbHO HENOCPeACTBEHHO
NPV UX BbINOMHEHNMN.

2.16 JTiobble OTKNOHEHMS OT MPUHATBIX MHCTPYKUMIN OOMKHbI O6bITb 0BOCHOBaHbI 1 OGOPMIIEHbI AOKY-
MeHTanbHO. Kputnyeckme OTKIOHEHUS cnegyeTt paccrnefoBaTtb C HEO6XoanMbIM AOKYMEHTarnbHbIM ohopM-
neHunem.

2.17 He ponyckaeTcs BbiMycKkaTb UM UCMNOMb30BaTh Matepmnarnsl 40 NOMAYYEHUS NONOXUTENBHOMO 3a-
KrnoyeHns otaena(oB) KavyecTBa, €CNM He YCTaHOBMEH creumanbHbI MOPSAOK, AOMYCKalLWUn COOTBETCT-
BYIOLLME OTKIMOHEHUS (HanpumMep, BbiMyCK MaTepuarnos, HaXOAsLWMXCa B KapaHTuHe, no n. 10.20 HacTodAwero
PYKOBOACTBA, MMM UCMOSb30BaHME Cbipbs UMM NMPOMEXYTOYHbIX MPOAYKTOB, OLlEeHKA KayecTBa KOTOpbIX eLe
He 3aBepLUeHa).

2.18 Cnepnyet paspaboTaTb NOPSAAOK CBOEBPEMEHHOIO M3BELLEHUSA PYKOBOACTBA NPeanpuatvs o pe-
3ynbTatax MHCMEKUMI, MPOBOAUMbIX OpraHaMmn KOHTPOISA M Haf3opa, CriyyYasix CEpbe3HOro HapyLleHus Tpe-
BoBaHU HacTodALWwero craHgapTa, O6HapyXeHUs HeCOOTBETCTBMSA NPOAYKTA U NPUHATBIX Mepax (MpeTeH3nsax
K Ka4eCTBY MPOAYKLMMU, OT3bIBaX MPOAYKLMM, 3aKMIOYEHUAX UHCNEKLUMA 1 T.4.).

2.19 Ina HagexHoro obecnedyeHns KayecTsa criegyeT pa3paboTtaTtb M MPUMEHSITb CUCTEMY KavyecTBa,
BKIHOYaKoLWLY0 HacToswwmi ctaHgapT (GMP), KOHTponb kayecTBa 1 aHanm3 pyUCKoB.

2.2 AHanu3 pucKoB AJisl KavyecTBa

2.20 AHanuns puckoB SIBMSIETCA CUCTEMAaTU3NPOBAHHBLIM NPOLIECCOM OLEHKU, KOHTPOIs, conocTaBne-
HWS1 U MOBTOPHOrO paccMoTpeHus puckoB ans kadectBa ADC. OH MOXET BbIMOMHATLCS K B MEPCNEKTUBHOM,
Tak U peTpocnekTMBHOM NraHe.

2.21 CncTtema aHanmusa puUCcKoOB gormkHa obecneyvmBaThb:

- OLEHKY PMCKOB ANsi KayecTBa, KOTOpash OCHOBaHa Ha Hay4HbIX 3HAHWAX W OnbiTe paboTkbl C npouec-
camMu 1, B KOHEYHOM UTOre, Ha 3aluMTy nauMeHTa nyTem B3aMMoaencTeums ¢ notpeburenem APC;

- YPOBHM ycunuin, dhopmanu3auun n OOKYMEHTanbHOro oOpMIIEHUS aHanu3a PUCKOB 3aBUCAT OT
CTeneHu pucka.

lMpumepbl NPUMEHEHUA METOAOB aHann3a pUCckoB MOryT BbiTb HanaeHsbl, noMumo npodero B Yactu lli
HacTosLlero ctaHgapra.

2.3 ®yHKUMN U OTBETCTBEHHOCTbL NnoapasfesieHMn no o6ecnevyeHUo U KOHTPOSO Ka-
yecTBa

2.30 JdestenbHOCTb NogpasaeneHnii Nno obecnevyeHno 1 KOHTPOSI0 KavyecTBa pacrnpoCTpaHseTcs Ha
BCe acnekTbl kKavyecTsa.

2.31 MNMoppasgeneHus no obecnevyeHnto 1 KOHTPOID kavyecTBa AOMKHbI paccMaTpyBaTth U COrNacoBbl-
BaTb (yTBEepX4aTb) BCE AOKYMEHTbI, UMEIOLLME OTHOLLEHNE K Ka4eCTBY NPOaYKLNN.

2.32 OcHOBHble OYHKLUUN N OTBETCTBEHHOCTb 3TUX HE3ABUCUMbIX NoApasfeneHnin kKayectsa He MoryT
ObITb NepefaHbl ApyrvM nogpasgeneHvam nnu nuuam. @yHKUMKM 1 OTBETCTBEHHOCTb 3TOW CNYXXObl AOMKHbI
ObITb 0POPMIEHBI JOKYMEHTANBHO U BKMOYaTb B cebs, No KpanHen mepe, cnegytoLlee:

1) Bbinyck mnu o13biB Nobbix APC. Bbinyck Uy OT3bIB MPOMEXYTOYHbIX NPOAYKTOB, UCMOMb3yeMbIX
BHE 30Hbl KOHTPONSA NPeaAnpUATUS-NPON3BOAMUTENS.

2) PaspaboTky 1 BBOA B OENCTBME CUCTEMbI BbIMYCKA UMW OT3bIBA Chipbs, MPOMEXYTOYHbIX MPOOYK-
TOB, YNAKOBOYHbIX M NeYaTHbIX MaTepuanos (MaTtepunanos ANs MapkupoBKu).

3) MNMpoBepkM NPOTOKOSIOB Ha CepuM rOTOBOW MPOAYKLMM M MPOTOKONOB nabopaTopHbIX aHanM3oB Ha
KPUTUYECKNX CTagamsaX TEXHONMOMMYecKoro npouecca go Beinycka A®C B peanusauuio.

4) KoHTponb 3a paccrnegoBaHNeM NPUYUH KPUTUYECKUX OTKITOHEHUI NapamMeTpoB OT YCTaHOBIEHHbIX
3HaYeHW C NPUHATUEM HEOBXOOUMBIX Mep.

5) CornacoBaHue Bcex cneuudmkaumim n TEXHONOTMYECKUX MHCTPYKLMIA MO NPOV3BOACTBY NPOAYKLUN.

6) CornacoBaHune BCeX NMHCTPYKUUA U METOANK NO Ka4yeCTBY MPOMEXYTOUHbIX NpoaykToB unu ADC.

7) KoHTponb npoBeaeHUs BHYTPEHHUX NPOBEPOK (CAMOUHCMIEKLUN).

8) CornacoBaHue Npou3BoauTenern NPOMEXYTOYHbIX NpoaykToB n APC, paboTatowmx nNo KOHTPakKTy.

9) CornacoBaHve W3MEHEeHWI, KOTOpble MOryT OKasaTb BfUsiHUE Ha MPOMEXYTOYHble MPOAYKTbI U
A®C.

10) PaccmoTpeHue 1 cornacoBaHne NPOTOKOSIOB 1 OTYETOB O NMPOBEAEHUN aTTecTaumm (UCNbITaHUi).

11) KoHTponb paccrnefoBaHus MNPEeTEeH3W, CBA3aHHbIX C KA4eCTBOM NPOAYKUMU, N MPUHSATUS HEOO-
XOONMBIX Mep.
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12) KoHTpornb CBOEBPEMEHHOIO BbIMOSTHEHUSA TEXHUYECKOTO 06CnyXnBaHMsa 1 Kannbposku (MOBEPKM)
KpUTM4ecKoro 06opyaoBaHnNs B COOTBETCTBUN C YCTAHOBIIEHHBIM MOPSIAKOM.

13) KoHTposb npoBeAeHUst UCMbITAHWI 1 OPOPMITIEHUSI UX PE3YrbTaToB.

14) KoHTponb (Npn Heo6xoauMOoCTh) AaHHbIX 0 cTabunbHocT AGC /MM NPOMEXYTOYHBIX MPOAYKTOB
Ans 060CHOBaHUS AaThbl UX NOBTOPHOIO KOHTPOSS, CPOKa FOAHOCTU U YCNOBUI UX XPaHEHWS.

15) CocTaBneHve 0TYETOB O KayecTBe Npoaykumn (nogpasgen 2.5 HacTosLWero pykoBoacTea).

2.4 OYHKUMM N OTBETCTBEHHOCTb NMPOM3BOACTBEHHbIX NoapasaeneHnmn

®PYHKUMM M OTBETCTBEHHOCTb NPOU3BOACTBEHHLIX NoApasfeneHnin JOMmKHbl 6biTb 0hopMneHbl AOKY-
MEeHTanbHO M BKMNoYaTb B cebsi, No KpariHen mepe, cneayoLlee:

1) PaspaboTky, nepecmMoTp U cornacoBaHme (YTBEPXOEHNE) MHCTPYKLUMI MO NPOU3BOACTBY NPOMEXY-
TOYHbIX NpoAyKToB N/mnn APC, a Takke obecneyeHne MHCTPYKUMAMU BCEX NPUYaCTHbIX nogpasgeneHni u
NCMonHUTEeNen B COOTBETCTBUM C YTBEPXAEHHON MHCTPYKLMNEN.

2) Npowuszsoacteo APC n, npn Heo6XOAMMOCTM, NMPOMEXYTOYHbIX MPOAYKTOB B COOTBETCTBUM C YTBEpP-
XAEHHBIMW UHCTPYKLMAMM.

3) PaccmoTpeHne Bcex NpOTOKONOB NPOM3BOACTBA CepyM NPOAYKLUUM U NOATBEPXKAEHNE X MOSTHOTbI
1 NPaBUIbHOCTN OPOPMIIEHNS (NOANMCaHUSA) B YCTaHOBEHHOM NOpsKe.

4) KoHTponb npoBedeHns aHanuM3a BCeX OTKMOHEHWW B npouecce NpoussBoacTBa M paccriefoBaHui
KPUTUYECKMNX OTKINOHEHWUI C COOTBETCTBYOLWMM AOKYMEHTamNbHbLIM 0DOPMIIEHNEM.

5) KOHTpOmnb YMCTOThI NPOM3BOACTBEHHbBIX MOMELLEHUIA 1, MPU HEOBXOAMMOCTHU, NX Ae3NHEEKLUN.

6) KoHTponb BbINOMHEHMS HEOOXOAMMBIX KanMbpOoBOK (MOBEPOK) M XPaHEHMS NPOTOKOMOB KannopoBKu.

7) KoHTponb cogepxaHusi nomeLleHnin u obopyaoBaHvsa B Hagnexawem COCTOSHUN U XpaHeHus Co-
OTBETCTBYIOLLUMX NPOTOKOSIOB.

8) KoHTponb BegeHuns n cornacoBaHus (yTBepXKaeHUs) MPOTOKOSMOB M OTYETOB atTectauuy (Mcnbita-
HWIA) obopygoBaHUA 1 NPOLLECCOB.

9) OueHka npegnaraemMbix U3MEHEHWI B NPOAYKLUMMN, TEXHONOIMYECKOM npoLecce unu obopyaoBaHum.

10) KoHTponb npoBedeHns atTectauum HOBbIX U, MPU HEOBXOAMMOCTU, MOOEPHU3MPOBAHHBIX NOMe-
LeHMn n obopygoBaHus.

2.5 BHyTpeHHUe ayauTbl (CaMOMHCNEKLNN)

2.50 Onsa noateBepxaeHnss cootseTcTBus npoussoactea APC TpeboBaHUSAM HacTosILWEero ctaHaapTa
cnenyeT perynspHo npoBoANTb BHYTPEHHME ayaUTbl COMACHO YTBEPXKOEHHOMY rpadouky.

2.51 PesynbTatbl ayguta v nocneylowune KoppekTupyoLwme AencTBusa criegyet oopMnaTb OOKY-
MEHTanbHO W NPeACTaBnsATb PYKOBOACTBY npeanpuaTtus. [eicTBust No pesynbratam ayauTta crnegyet Bbl-
MONHSATbL CBOEBPEMEHHO U Haanexalmm obpasom.

2.6 AHanu3 KayecTBa NpoayKuumn

2.60 [ns noaTBepXAeHUs MNOCTOSIHHOrO COOTBETCTBUSA TEXHOOMMYECKOro npouecca yCTaHOBMEHHbIM
TpeboBaHVAM crnegyeT perynspHo nposBoauTb aHanu3 kadectsa APC. Takon aHanus cnegyet NPOBOAMTD,
Kak npaBuno, exerogHo ¢ nocrneayrowmm goKkyMmeHTanbHbiM odopmneHvem. OTyeT 0 npoBegeHnn aHanmaa
KayecTBa NpoayKumm JOIPKEH BKMoYaTh B cebs, MO KpanHen Mepe, cnegyoLlee:

- paccMmoTpeHune pesynbTaToB BHYTPUNPOM3BOACTBEHHOMO KOHTPONA u mncnbitaHuin A®C no kputnye-
CKVM napameTpam;

- @aHanu3 AaHHbIX O BCeX Cepusix NpoayKLUun, Ka4ecTBO KOTOPbIX HE COOTBETCTBOBASO YCTAHOBIEHHBIM
TpeboBaHusM;

- aHanm3 BCeX CYLLEeCTBEHHbIX OTKIIOHEHWI B TEXHOSOIMYECKOM npoLecce U pesynbTaTbl paccnegoBa-
HUS UX NPUYKH;

- paccMoOTpeHue BCEX U3MEHEHUN, BHECEHHbIX B TEXHOMOrMYECKMI NPOLEeCcC UM aHanuTuyeckme me-
ToObl;

- paccMoTpeHne pe3yrnbTaToB KOHTPOS CTabnnbHOCTY;

- aHanus Bcex NpeTeH3uin, BO3BPaTOB U OT3bIBOB, CBA3aHHbIX C KAYE€CTBOM NMPOAYKLMU;

- aHanm3 apEeKTUBHOCTM BCEX KOPPEKTUPYIOLLNX AEACTBUN.

2.61 CnegyeT oueHunBaTh pe3ynbTaTbl aHanu3a u NpUHATb peLlleHne 0 HeobxoauMOCTUN NPUHATMS CO-
OTBETCTBYIOLMX MEpP WM MOBTOPHOW atTectaummn (ucnbitaHui). OB6ocHOBaHME HEOOXOAMMOCTU ATUX Mep
AOIKHO ObiTb 0POPMIIEHO AOKYMEHTarbHO. YKa3aHHble Mepbl JOMKHbI ObiTb BbINOSIHEHLI CBOEBPEMEHHO U
Hagnexalmm obpasom.
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3 MNepcoHan

3.1 KBanudmkauma nepcoHana

3.10 lMpon3BoacTBO OOMKHO OblTh YKOMMMEKTOBAHO HEOOXOAUMBIM YUCIIOM COTPYAHMKOB, MMEIOLLMX
COOTBETCTBYIOLLIEE 06pa3oBaHMe, NpoLLeanx obydyeHne n/mnm MMerLLNX JOCTaTOUHbIN OnbIT Ans paboTbl B
npoussoactee ADC 1 NpoMeXyTOUYHbIX NPOAYKTOB.

3.11 OTBeTCTBEHHOCTb M 0653aHHOCTM BCEX COTPYAHMKOB, paboTawwmx B npoussoactee ADPC u
NMPOMEXYTOYHbIX MPOAYKTOB, AOMKHbI ObITb JOKYMEHTaNbHO 0hOPMITEHBI.

3.12 CrnegyeT NpoBOAWTbL perynspHoe obydyeHue nepcoHana c NpuBreYeHneM crneumanucToB Heoob-
XOAMMON KBanudukaumn. 3To obydYeHne LOIMKHO OXBaTbiBaTb, KAK MUHMMYM, BOMPOCHI, CBSi3aHHbIE C Bbl-
MOMHEHNEM KOHKPETHbIX onepauuin n TpeboBaHU HACTOSLWEro cTaHgapTa B YacTu 0693aHHOCTEN AaHHOMO
coTpyaHuka. CnegyeTt BECTU U COXpaHATb NPOTOKOMbl OByYEeHUA COTPYOHUKOB, a Takke NpoBOAMTbL Nepuo-
ONYECKYIO OLIEHKY MX KBanuukaumm.

3.2 N'mrneHa nepcoHana

3.20 MNepconan gomkeH cobnogatb Npasuna rmMrmeHsbl.

3.21 TepcoHan [O/MKEH HOCUTb YUCTYH OAEXOY, COOTBETCTBYIOLLYK €ro npovu3BOACTBEHHON Aesi-
TenbHocTU. Cnegyet onpefenuTb NOpPSOOK 3aMeHbl aTon ogexabl. Ans 3awutel APC 1 NpoMeXyTOYHbIX
MaTepuarnoB OT 3arpsi3HeHus, NpyM HeobXxoaMMOCTH, CrieayeT HOCUTb AOMNOMHUTENBHBIE 3NEMEHThLI OAEXAbI,
MOKpbIBaOLLME TONOBY, NULO U PYKU.

3.22 CnepyeTt n3beratb NPAMOro KOHTakTa nepcoHarna ¢ NPOMeXyToYHbIMU npogyktamu n A®C.

3.23 KypeHue, Nnpvem NULLM 1 HannTKOB, XXeBaHNEe PE3VHKM N XpaHEeHWE MPOaYKTOB NUTaHWs Aonycka-
OTCS TONBKO B CreumanbHO BblAeNEHHbIX MECTaX, OTAENEHHbIX OT NPOU3BOACTBEHHbIX MOMELLEHWIA.

3.24 COTpyAHUKM C MHADEKLMOHHBIMU 3a60N1eBaHUSIMU UM UMEIOLLME OTKPbITbIE NMOBPEXAEHUS Ha He-
3aKpbITbIX y4acTKax Teria He JONyCcKalTcs K paboTe, ecnmn 3To MOXET oTpasnTbes Ha kavectse ADC. Jliobon
COTPYAHWK C 3aboneBaHNEM UMW HanM4Mem OTKPbITOM paHbl, BbISBIEHHBIMWU MPU MEOULMHCKOM OCMOTpE
unu HabnwgeHun, JomkeH ObiTb OTCTPaHEH OT MPOW3BOACTBEHHBLIX OMNepauyWii, Npu BbINOMHEHUN KOTOPbIX
COCTOSIHME ero 340pOBbsA MOXeT HebGnaronpusiTHO NOBNUATL Ha kadyecTBo APC, 00 BbI3AOPOBNEHMS UMK NO-
Ny4YeHNss MEOMUUHCKOrO 3aKMYeHUs O TOM, YTO HaxOXAEHWe 3TOro COTPyaHWKa Ha pabodem MecTe He
npeacTaensieT pycka ansa 6esonacHocTn nnm kavectesa APC.

3.3 KoHcynbTaHTbI

3.30 KoHcynbTaHThl Mo BONpocaM Npou3BOACTBA U KOHTPOSS KayecTBa NPOMEXYTOYHbIX MaTepuanos
unu A®C [omKHBI UMETb COOTBETCTBYIOLLEE 06pa3oBaHne, NOArOTOBKY U ONbIT paboThbl UM codeTaHne Bbl-
LenepeyvmcneHHbIx TpeboBaHu.

3.31 Cnepyet opraHnsoBaTb BeQEeHUE U XpaHEHWEe MPOTOKONOB O MPOBEOEHUN KOHCYNbTaUWUn C yKa-
3aHMeM UMEH, afpecoB, cneunanbHOCTEN U BUOOB YCIyr, NpefoCTaBNseMbIX 3TUMU KOHCYNbTaHTaMM.

4 3paHusA, NOMeLLEeHNA U UHXeHepHble CUCTEeMbl

4.1 MNMpoeKkTnpoBaHue U CTPOUTENILCTBO

4.10 lMNMpwn pasmeLLeHnn, NPOEKTUPOBAHUN U CTPOUTENBCTBE 34aHUA U NOMELLEHNI, NpeaHa3HaYeHHbIX
O NpOM3BOACTBA NMPOMEXYTOUHbIX npoayktoB n APC, crnegyeTt npegycMmaTtpuBaTth YAOOCTBO MX 3KCnIya-
TauMm 1 00CNyXMBaHNSA B COOTBETCTBUMN C BUAOM U CTaguen Npon3BoacTBa. [1pu npoekTMpoBaHMm NomMeLy e-
HWA cnegyeT CBOAWUTb K MUHUMYMY BO3MOXHOCTb 3arpsi3HeHusi. Ecnu ans npomeXyTOYHbIX NMPOAYKTOB U
ADC ycTaHOoBNeHbl TpeboBaHWS K MUKPOOGMONOrMYECKONW YMCTOTE, TO MPU MPOEKTUPOBAHUM MOMELLEHUI
cnepyeT nNpegycmaTtpuBaTh 3alMTy OT MUKPOOHbLIX 3arps3HEHIA.

4.11 3gaHusa 1 NoMeLLEeHNs: AOMKHbI MMETb 4OCTaToOuHble pa3Mepbl Ans pa3melleHns obopyaoBaHus
N MaTepuarnos C Lenbio NpegoTBpaLLeHnst X NepenyTbiBaHWS N 3arpsi3HEHMS.

4.12 Ob6opynoBaHue, obecneymBatoLiee Hagnexallyl 3aluTy matepuanoB (Hanpumep, 3akpbiTas
U N30NMPOBaHHAsA CUCTEMA), MOXET BbIXOAUTb 3a Nnpeferbl NPON3BOLACTBEHHOIO NOMELLEHUS.

4.13 MNMpwn opraHusauum NOTOKOB MaTepuarnoB 1 NepcoHana B 30aHUAX UNu nomeLLeHnaX 4omkKHO ObiTb
NpeayCcMOTPEHO NpeaoTBpaLLEHME NepenyThiBaHUSA 1 3arpsi3HEHMS MaTepuarnoB 1 NPOLYKL MK,

4.14 CnepyeT npegycMaTpuBaTth OTAENbHbIE 30HbI UMW ApYrne afeKkBaTHble peLleHus Ans criefyto-
LnX onepauumn:

- nony4eHus, naeHTudUkauumn, otbopa Npob 1 HaxoXOeHUst B KapaHTUHE UCXOOHbLIX MaTepuanos 40
Bblayn paspeLleHnsi Ha BbIMYCK U OTKNOHEHKE;

- HaxoXaeHns B KapaHTUHE 0 BbiMYCKa UMM OTKNOHEHMWS MPOMEXYTOUHbIX NpoaykToB unu A®C;

- otbopa npob npomexyTouHbIX npoaykToB nnn A®C;

- XpaHEeHUs1 OTKIMOHEHHbIX MaTepuarnoB OO0 NPUHATUA pelueHnst 06 X ganbHENLEM UCMNOSb30BaHUN
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(Hanpumep, Npu Bo3BpaTe, NepepadoTKe UMM YHUUTOXEHUN);

- XpaHeHs1 BbIMYLLEHHbIX MaTepuarnos;

- BbIMOJIHEHMSI TEXHOJTOTMYECKMX Onepauui;

- BbIMOJIHEHMS ONepaunii Mo YNakoBKe Y MapKUPOBKE;

- NpoBeaeHns nabopaTopHbIX aHaNn30B.

4.15 Cneayet npegycmaTtpuBaTb HeobxoaMMble MOMELLEHUSA ANsi MOArOTOBKM NepcoHana (MbiTbe pyK
1 np.) u Tyanetbl, 06ecneynTb NX ropsiyen 1 XonogHoN BOAOW, MbIFIOM UMW APYrMMK MOKOLLMMN cpeacTBamu,
beHamn Onst pyK unu ogHopas3oBbiMM NonoTeHuamu. lNomelleHnsa ans NOAroTOBKM nepcoHana v TyaneTbl
OOMMKHbI BbITb OTAEMNEeHbl OT NPOM3BOACTBEHHbIX 30H (HE UMETb B HUX MPSIMOrO BbIXOAa), HO OOIMKHbI BbITh
nerkogocTynHbIMK Ansa nepcoHana. Npyn HeobxoamMmocTu cnefyeT NpeaycMoTpeTb NOMELLEHWS AN NPUHSA-
VS gywa n/unmn nepeoneBaHus.

4.16 Kak npasuno, nabopatopum 1 NOMELLEHUS, B KOTOPbIX NPOBOAAT aHanuabl, AOMKHbI ObiTb pac-
MonoXeHbl OTAENbHO OT NMPOU3BOACTBEHHbLIX 30H. ECnv npoBoguMble B 30HaX TEXHOMOrMYeckue ornepaumm
He BNUSAIOT Ha pe3ynbTaTbl aHanu3a, a pabota nabopatopui He okasbiBaeT OTPULATENBHOIO BIUSIHUS Ha
NPOM3BOACTBO MPOMEXYTOUHBLIX NpoaykToB 1 AD®C, nabopatopumn (B YacTHOCTM, nabopaTtopum BHYTPUMNPO-
N3BOACTBEHHOIO KOHTPOSSA) MOTyT ObITb PACMONOXeHbl B MPON3BOACTBEHHbIX 30HAX.

4.2 NHXXeHepHble cUcTeMbl

4.20 CnegyeT NpoBOAMTb aTTecTauuio MHXEHEepHOro obopyaoBaHWs U TEXHONOrMYeckux cpeq (Ha-
npumep, napa, rasos, CXXaToro BO3ayxa, CUCTEM OTOMMEHUS, BEHTUNALNU, KOHAULUNOHMPOBAHUS M MNp.), KO-
TOpble MOTYT OKa3aTb BNMSHME Ha KavyecTBO MPOAYKLUWU, N 0BecnednTb NX KOHTPOSb N TeXHMYeckoe obceny-
XuBaHue. [pn HeCOOTBETCTBUM NMapameTpoB YCTAHOBIEHHbIM 3HAYEHUSM criegyeT npuHuMaTb Heobxoau-
Mble Mepbl. Ha npeanpuaTum JomKeH XpaHUTLCA COOTBETCTBYIOLLMIN KOMMNEKT AOKYMEHTaLNN.

4.21 Tlpn HeobxogumocTu cregyeT npedycMaTpuBaTb CUCTEMbl BEHTUINALMM, OYMCTKM U BbITSXKKA
Bo3gyxa. Mpu NpoeKkTMpoBaHUM N MOHUTOPUHTE 3TUX CUCTEM CrneayeT CBECTU K MUHUMYMY PUCK NPSIMOro U
NnepeKkpecTHOro 3arpsi3HeHUs U NPeaycMOTPETb COOTBETCTBYIOLUNIA KOHTPOSb NapamMeTpoB Ha Kaxaon Tex-
Homormvyeckon ctaguu (Hanpumep, AaBfeHWs BO3AyXa, HaNMM4Ms MUKPOOPraHU3MoB (NMpu HeobXxoaMMocTw),
3anbINEHHOCTN, BNaXXHOCTN 1 Temnepatypbl). Ocoboe BHMMaHve cnegyeT yaenuTb 30HaMm, B kKoTopbix APC
noABeprarTCs BO3AENCTBUIO OKpYXKatoLen cpeapl.

4.22 B npon3BoACTBEHHbBIX MOMELLEHUAX C peumnpKkynaumnen Bosayxa cregyeT npeaycmoTpeTb Mepbl
no NpeaoTBPAaLLEHMIO pUCKa NPSIMOTO M NepPeKPeCcTHOro 3arpsa3HeHus.

4.23 CnegyeT npegycMoTpeTb MapKUPOBKY UMM MHOW MeTOA uaeHTMdrKaLmny cTaunmoHapHbIX CUCTEM
TpybonpoBoaoB (Hanpumep, NyTeM MapKMpPOBKM OTAErMbHbIX TpybonpoBoaoB, obecneyeHnem AOKYMeEHTa-
unn, NPUMEHEHNEM CUCTEM C KOMMbIOTEPHBLIM YrNpaBneHuemM 1 KOHTporiem u np.). PacnonoxeHne cuctemsl
TpybonpoBOoAOB He AOMKHO NMPeACTaBnATb ONACHOCTb 3arpsi3HeHNs MPOMEXYTOUHbIX NPoaykToB 1 A®C.

4.24 KananusaunoHHble CnuBbl AOSMKHbI UMETb COOTBETCTBYIOLLME pa3Mepbl U, MPU HEOBX0AUMOCTH,
NMeTb pa3pblB CTPyW NMBO Apyrne cpeacTea npegoTBpalleHns obpaTHOro NoToka.

4.3 NoproTroBKa BoAbl

4.30 Bopa, ncnonb3yemas npu npoussogctee APC, fomkHa COOTBETCTBOBATb CBOEMY Ha3HaYEeHUIo,
YTO JOIMKHO ObITb NOATBEPXKAEHO JOKYMEHTAmNbHO.

4.31 3a ucknoyeHMemM oTAeNbHO OFOBOPEHHbIX CIlydaeB, Ka4eCTBO BOAbI, UCMOMb3yeMOn B Npon3Boa-
CTBe, JOMMKHO, KaKk MMHMMYM, COOTBETCTBOBaTb TpeboBaHUAM AeACTBYIOWMX CTaHAapTOB, NpeabsaBAseMbIM
K MMTbEBON BOAeE.

4.32 Ecnu ansa obecneyeHusi kadectBa A®C xapaKTepuCTUK NMMTbEBOWN BOAbl HEAOCTAaTOMHO U HEOO-
Xxoaumbl 6onee xecTtkne TpeboBaHNUA K XMMUYECKUM WU MUKPOBMONOrNMYecknM xapakTtepucTukam Bodbl,
BOIKHbl ObITb pa3paboTaHbl TpeboBaHWs K Boge Mo (PU3MKO-XMMUYECKUM CBOWCTBaM, obLLEMY YMCIY MUK-
POOPraHM3MoB, YUCIY HeXernaTenbHbIX MUKPOOPraHU3MOB U/UNKU coaepXaHnio 3HOAOTOKCUHOB B BOJE.

4.33 CrieqyeT npoBoAWTb aTTecTaumio npouecca MOAroTOBKM BOAbl ONPEAEreHHOro KayecTsa, Uc-
Nonb3yemMon B TEXHOMOrMYECKOM MpoLecce, U KOHTPONMPOBaTb €e napameTpbl C YCTaHOBMEHNeM Heobxo-
OVMbIX NpeaenoB AeNCTBUS.

4.34 Ecrnu HecTepunbHble A®C npegHasHayeHbl s AarbHENWero npoM3BoACcTBa CTEPUITbHBIX Je-
KapCTBEHHbIX CpeAcTB (MnM Mx npoussoguTenb 3asasnseT o npurogHoctn A®C ang aTowm uenu), To BoAa,
NpMMEHsAeMast Ha KOHEYHbIX CTagusXx BblAENEHUS U OYUCTKM, AOofkHa ObiTb MpoBepeHa Ha obwee yncno
MMKPOOPraHM3MOB, YMCIO HeXenaTenbHbIX MUKPOOPraHU3MOB N YPOBEHb 3HOOTOKCUHOB.

4.4 PaspeneHue 30H

4.40 Ons npovsBoAcTBa NMPOAYKUUM C BbICOKOW CEHCUBUNMU3MPYIOLLEN aKTUBHOCTbLIO (NEeHUUUNMUHLI
Unn uedanocnopuHbl 1 Np.) cregyeT UCMosb30BaTb CneluarnbHO BbldeNeHHble NPOoN3BOACTBEHHbIE 30HbI, B
COCTaB KOTOPbIX MOFYT BXOAUTb MOMELLEHUS, BEHTUMALMOHHOE W/UNn TexXHomnormyeckoe oGopyaoBaHue.

4.41 CneumanbHble NPOU3BOACTBEHHLIE MIOLWAAN A0MKHbLI ObITb BblOeneHbl Ans npousBoacTBa Npo-
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OYKUMN C MHPULMPYIOLLMMUN CBOMCTBaMK, BbICOKOW (bapMaKonorm4eckon akTMBHOCTBIO UMW TOKCUYHOCTbLIO
(Hanpumep, HEKOTOPbIX CTEPOMAOB, LIMTOTOKCMYECKMX MPOTMBOOMYXONEBbLIX CPEACTB), 32 UCKIMIOYEHNEM CIY-
YyaeB, Korga MeTodbl MHaKTMBaUMK MMM o4ncTkM obopyaoBaHMS NPOLUAM aTTecTtaumio (MCnbiTaHns) N Bbl-
MOMHSAIOTCS B YCTAHOBIIEHHOM NOpPsiAKe.

4.42 CnepgyeT npedycMOTpeTb Mepbl MO NpefoTBPaLLEHMIO MEPEKPECTHOrO 3arpsi3HeHMs Npu nepe-
MeLLeHUN NepcoHarna, matepuarnos U T.4. U3 OAHOWN BblAENEHHOW 30HbI B APYrYIO.

4.43 He ponyckaeTcsa NpoBOAUTb B 34aHMAX u/munun Ha obopyaoBaHuM, NpeaHasHa4eHHoOM Anis Npouns-
BoacTtea A®C, nobble NPon3BOACTBEHHbIE onepaLmm (B T. Y. B3BELUMBAHWE, Pa3MOf UMK yNakoBKy) C BbICO-
KOTOKCUMYHBIMW HedhapMaLeBTUYECKUMU MaTepranamm, Hanpumep, repbuumngamu n nectuumaamm. Obpatue-
HME C BbICOKOTOKCMYHBIMU HedhapMaLeBTUYECKMMU MaTepuanamMmm n nx XxpaHeHme OOMKHbl ObITb OTAeneHsI
ot ADC.

4.5 OcBelyeHue

4.50 Ons obnerdeHus npaBWIbHOW 3KCMyaTauumn, obCrnyXMBaHUS M OYUCTKM MOMELLEHU criegyeT
npegycMoTpeTb HEOOXOAMMbIN YPOBEHb NX OCBELLIEHUS.

4.6 CTOoKM n oTrxoabl

4.60 Ctokm 1 oTxoabl (Hanpumep, TBepable, Xnakme nnu rasoobpasHoie NoBOYHbIE NPOAYKTHI NPOU3-
BOACTBA) AOMKHbI CBOEBPEMEHHO M Ge3onacHO yaanaTbCs U3 340aHWMIN U OKPYXKaKLEn UX 30Hbl ¢ cobnoge-
HMeM caHuTapHblX HOpM. KoHTelHepbl n/unu TpybonpoBoabl AN OTXOA0B AOMKHbI MMETb YETKYH MapKu-

POBKY.

4.7 Y6opka, Ae3mHdeKumns n TexHm4yeckoe obcnyxmBaHue

4.70 34aHus 1 NomeLleHus, B KOTOPbIX NMPOU3BOAATCHA MPOMEXYTOYHble NpogyKTbl n ADPC, OOMKHbI
COOTBETCTBYHOLLMM 0Opa3oM obCcnyKmBaTbCs, PEMOHTUPOBATLCA M COAEPXKATbCA B YNCTOTE.

4.71 Onga npoBeaeHuns ybopku (06paboTkun, Ae3nHdekLmMn) A0mMKHbI BbiTb pa3paboTaHbl cneumarnbHble
WHCTPYKUMW C yKa3aHWeM UCnornb3yemoro obopyaoBaHuns, MaTepmarnoB 1 rpadduKoB BbIMONHEHUS paboT.

4.72 lNpn HeobxoaMMOCTU, Ans nNpeoTBpaLLeHns 3arpsasHeHns obopyaoBaHus, Cbipbsl, YNakoOBOYHbIX
N NeYaTHbIX MaTepuanos, NPOMEXYTOYHbIX NpoaykToB U APC cregyeT paspaboTaTb MHCTPYKUMK No Bopbbe
C rpbI3yHaMu, UCMOMb30BAHNIO MHCEKTULNA0B, DYHMMUMAOB, PYMUTMPYIOLLMX CPEACTB, a TakKe YNCTALNX 1
Ae3nHMLMpyoLWmMX CpeacTs.

5 TexHonornyeckoe obopyaoBaHue

5.1 TpeboBaHUA K KOHCTPYKLUM U MOHTaXy

5.10 O6opynoBaHue, NpMMEHSeMoe B MPOU3BOACTBE NMPOMEXYTOYHbIX nNpoayktoB u APC, OOmKHO
UMeTb COOTBETCTBYIOLLYIO KOHCTPYKLUMIO 1 pa3mepbl U pacnonaratbCs B MecTe, yAO6HOM A5 ero UCnosb30-
BaHWS, O4YMCTKM, Ae3UHMDEKLMNN N TEXHUYECKOTO 06CIYyXMBaHWS.

5.11 lMNMoBepxHOCTN 0BOPYAOBaHNS, KOHTAKTUPYIOLLME C CbIpbEM, NMPOMEXYTOYHBIMU NMPOAYKTaMu Mnn
A®C, He OOMKHbI BMUATL HA KA4eCTBO NPOMEXYTOUHbIX NPoAyKToB U ADC 1 U3MEHSATb UX XapaKTepuUCTUKK
3a npegenbl 4OMYCTUMbIX 3HaYEHNIA.

5.12 TexHonorn4eckoe obopyaoBaHue AOMKHO NCMOMNb30BaTbLCA TOMBKO MO Ha3HaYeHuHo.

5.13 OcHoBHOe 060OpyAoOBaHWE U CTaUMOHAapHblE TEXHOMOrMYECcKne NUHUKU (PeaKTopbl, KOHTEWHepbI
ONS XpaHeHWs1, TEXHONOMMYeCcKne SIMHUK 1 Np.), UCNOMb3yeMble B MPON3BOACTBE NPOMEXYTOYHbLIX NMPOAYKTOB
n A®C, OOMKHbI MUMETb COOTBETCTBYIOLLYIO MapKUpPOBKY.

5.14 He ponyckaeTcs KOHTaKT BCEX BeELLECTB, NPUMEHSIEMbIX B TEXHOJOrMYeckoM obopydoBaHuu
(cmasok, HarpeBawLWUX U OxnaxgarLwWwmnx XnOKocTen) ¢ NPOMeXyTodHbIMU npogyktamu u APC, koTopbiv
MOXET NPUBECTU K U3MEHEHUIO Ka4yeCcTBa NPOMEXYTOUHbIX NnpoaykTtoB M APC 3a npepernbl yCTaHOBIEHHbIX
TpeboBaHuin. Heobxoammo paccrnegoBaTb Mtobble OTKNOHEHMS OT 3TMX TpeboBaHwi, YTOObI He AonyckaTb
oTpuUaTenbHOro BAWSHWA BCNOMOraTernbHbIX BELeCcTB Ha nepepabaTtbiBaeMble Matepuarnsl. [10 BO3MOXHO-
CTW cnepyeT UCMNOMb3oBaTb CMa3kM U Macna, npegHasHavyeHHble A9 NULLEBON MPOMbILLNEHHOCTY.

5.15 O6opygoBaHue, N0 BO3MOXHOCTU, AOMKHO OblTb 3aKpbITbIM UMW repMeTuyHbIM. Mpu ncnonb3o-
BaHWM OTKPbITOro 06opyaoBaHUs HEOOXOAUMO NPUHMMATb MEPbl MO CHMKEHUIO pUcka 3arpsi3HeHus 40 Mu-
HYMYMa.

5.16 CnegyeT XxpaHUTb OENCTBYIOLUNA KOMMMEKT AOKYMeHTauum Ha obopygoBaHMe M yCTaHOBKM (Ha-
npuMMep, KOHTPOSTbHO-U3MepPUTENbHbIE MPMBOPLI, BCIOMOraTernbHbIe CUCTEMbI U NP.).

5.2 TexHMuyeckoe obcnyxnBaHue U ouMcTKka obopyanoBaHUsA

5.20 TexHu4yeckoe O6CJ'Iy)KMBaHI/Ie O60pyD,OBaHI/IF| cneanyetT nNpoBOoOgNTb B COOTBETCTBUM C YTBEPXKOEH-
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HbIMW rpadnKamMm U MHCTPYKUNUSAMM, B KOTOPbIX AOMMKHbI OblTh YKa3aHbl OTBETCTBEHHbIE NNULA.

5.21 CnepyeT pa3paboTaTb NMCbMEHHbIE UHCTPYKLUKN MO O4MCTKE 0O0OpyaoBaHUS 1 ero Aonycky K no-
crnegywoLlemy MCNoNb30BaHUIO B MPOU3BOACTBE MPOMEXYTOYHOM npoaykumm n AOC. 3T MHCTPYKLMM OOX-
Hbl ObITb JOCTAaTOYHO MOAPOOHBIMMK, YTODBI ONepaTopbl MOMMW BbIMOJHUTL OYUCTKY KaXAoro eanHuubl 06o-
py£oBaHnst 3dEKTUBHO U B HEU3MEHHOM nopsagke. VIHCTpyKUMM OOIMKHBI COAepKaTh CreayloLlime gaHHble:

- onpegeneHne OTBETCTBEHHOCTU 3a OYUCTKY 060pyaoBaHUs;
rpadouk NpoBeAEHUS OYNCTKN U, NPU HEOBXO0OMMOCTU, Ae3NHpeKUNN;
nogpobHoe onucaHme MeToA0B N MaTepuarnos, B T. Y. MPUrOTOBNEHNST MOIOLLMX CPEACTB;
WHCTPYKUUK No pa3bopke n cbopke kaxaoro yana obopyanosaHus (Npyu HEO6Xo0aANMOCTH);

NOPSIAOK YAAneHMs U YHUYTOXEHMS JaHHbIX O NpeablayLlen cepmum npoaykuuu;

- MHCTPYKLMM NO NpefoXpaHeHnio Ynctoro obopyaoBaHusi OT 3arpsisHeHMs 4O Havyarna ero Mcnonb3o-
BaHUS;

- MOPSO0OK NPOBEPKU YUCTOThI 060PYA0BaHNS HEMOCPEACTBEHHO Nepep, ero ncnonb3oBaHvem (nMpu He-
obxognmocTn);

- MakcMMarnbHO AOMyCTMMOE BPEMS NMOCIie OKOHYaHUS NPOu3BOACTBA A0 Hayana o4ncTkm obopynosa-
HUS (NpyY HEOOXOONMOCTH).

5.22 [na npefoTBpaLleHnsi NMpsMOro U NepPEKPecTHOro 3arpsasHeHnin Unn nepeHoca mMmatepmanos, Ko-
TOpble MOryT MOBMUSATb Ha COOTBETCTBME KayecTBa NPOMEXYTOYHbIX NPoAaykToB U ADPC yCTaHOBMEHHbLIM
TpeboBaHuaM, crnegyeTt npegycMaTpmBaTb Haanexallee xpaHeHue, o4ncTky obopyooBaHua M NpuHaanex-
HocTen (Npu HeobXxoANMOCTH, AE3NHAEKLMNIO UMK CTEPUNN3aLNIO).

5.23 [ns obopynoBaHusi, NpeaHasHa4eHHOro Ans HeENpPepbIBHOrO MPoOM3BOACTBA UMM NPOU3BOACTBA
LUMKIamMm CEpPUn OOHMX N TeX XKe NPOMEXYTOYHbIX NpoaykToB nnm ADPC, cnegyeT NnpeaycMoTpeTb ero oO4mcT-
Ky Yepes onpefernieHHble nHTepBanbsl BpeMeHU Ansi NpefoTBpaLLeHNs HAKONMeHUs U NepeHoca 3arpsa3HeHnin
(Hanpumep, NPOOYKTOB pacnaja Uiy HegoMyCTMMOWN KOHLEHTpaLUM MUKPOOPraHU3MOB).

5.24 [Ina HecneunanuaMpoBaHHOrO 00OpyooOBaHUSA MeXay MPOM3BOACTBOM pPa3fiU4yHbIX MaTepuarnoBs
cnepyeT NpefycMoTPEeTb ero O4YUCTKY C Lenblo NpeaynpexaeHuns NepekpecTHOro 3arpasHeHuns.

5.25 [omkHbl ObITb YCTAaHOBMEHbI AOMYCTMMbIE NPEAEerbHbIE 3HAaYEHUS OCTaTKOB 3arpsA3HeHui, a Tak-
Xe MeToAbl U MaTepuansl, Heob6xoanMble AN OYNCTKU.

5.26 lNpoBegeHne o4ncTkM 0bopynoBaHUS OOMKHO ObiTb AOKyMeHTanbHo odopmneHo. O6opyanosa-
HWe OOJMPKHO MMETb COOTBETCTBYIOLLYIO MAPKMPOBKY.

5.3 KanubposBka (noBepka)

5.30 KanmbpoBKy (MOBEPKY) KOHTPOMbHO-U3MEPUTENBHOIO U aHanuTu4eckoro obopynosaHusa (B T. 4.
BECOB), MMEIOLLIEr0 KpUTUYECKOe 3HayeHune Ans obecrneyeHusi KadecTBa MPOMEXYTOYHbIX MPOOYKTOB UMK
A®C, cnegyet NpoBOAUTL B NIIaHOBOM MOpsiAKe.

5.31 Kannbposky (moBepky) o6opynoBaHusa cnefyeTt NpoBOAMTL C MCMOMb30BaHWEM CTaHOAPTHbIX 06-
pas3LoB (3TanoHOB), NPOCMNEXMBAEMbIX O COOTBETCTBYIOLLMX 3TANOHHbLIX 06pa3uoB (ECNM OHU CYLLECTBYHOT).

5.32 lNpoTokonbl NpoBefeHnst KanbpoBOK (MOBEPOK) AOIMKHbI COXPAHSATLCA.

5.33 [JaHHble 0 COCTOSAHMM KanuMBpPOBKM (MOBEPKM) KPUTUHECKOrO 000pYA0BaHUA LOIMKHBI HAXO4UTHCS
B AOCTYNHOM MecTe.

5.34 He ponyckaeTcs ucnonb3osaTtb Npubopsbl, He cooTBeTCTBYOWME TpeboBaHAM kanubpoBsku (no-
BEPKK).

5.35 lNpu oBHapyXeHnn OTKNOHEHUIN B paboTe KOHTPOSIbHO-M3MEPUTENBHOrO 060pynoBaHNs OT yCTa-
HOBMEHHbIX TpeboBaHUN criefyeT BbIICHUTb, MOTYT N OHU OKa3aTb BAWSIHME HA KA4eCTBO NMPOMEXYTOUHbIX
npogykToB unu APC, nponsBedeHHbIX C NCMONb30BaHMEM 3Toro obopyaoBaHus Nocne nocnegHero npose-
OeHuns kanubpoBku (MoBepKw).

5.4 CuctemMbl C KOMNBbIOTEPHbLIM YNPaBliEHUEM U KOHTPOSEM

5.40 CucTeMbl C KOMMbIOTEPHBIM YNPaBieHNEM M KOHTPONEM, OTHOCSLLMECS K BbINOMHEHMIO TpeboBa-
HUA GMP, gomkHbl 6biTb aTTECTOBaHbI (MCMbITaHbI) C y4ETOM pa3Hoobpa3sund, COXHOCTU U KPUTUYHOCTU UC-
NoNb30BaHWs KOMMbIOTEPOB.

5.41 MpUrogHOCTb CUCTEM C KOMMbIOTEPHBIM YNPaBIiEHNEM N KOHTPOMEM 1 NporpaMmHoro obecneve-
HWS ONS BbINOMHEHUS MOCTaBMEHHOW 3a4a4vM AOMKHA ObiTb MoKasaHa npu ux atrectauuun (MChbITaHUsX) B
YCTaHOBMEHHOM M OCHALLEHHOM COCTOSHUSIX.

5.42 Ecnu nporpammMHoe obecneyeHne aTTeCToBaHO [0 €ro NosflyvyeHusl, To He TpebyeTcst NpoBOaUTL
€ro NpoBepKy B aHanornyHom obbeme. Ecnm cuctema ¢ KOMNbIOTEPHBIM YNpaBneHNneM 1 KOHTPONem He Obl-
na aTTecToBaHa (MUCMblTaHa) Npu MOHTaxe, TO NPW HannYnM HeobxoaMMOoN OKYMEHTauuM MoXeT GbiTb Npo-
Be[leHa ee peTpoCcnekTnBHas aTrectaumns (McnblTaHus).

5.43 CnepgyeT npeaycMOTPeTb 3aLUUTY CUCTEM C KOMMbIOTEPHLIM YNpaBreHNEM 1 KOHTPONEM OT He-
CaHKUMOHMPOBAHHOIO OOCTYNa UMM U3MEHEHUS AaHHbIX, a Takke 3awuTy OT NoTepu AaHHbIX (Hanpumep,
NPy BbIKMIOYEHUM KOMMbIOTEPA).

[omkHa pernctpupoBaTbCsa MHOPMaLMSA O NOObIX U3MEHEHUSIX AaHHbIX, NOCneaHeM BBOAE AaHHbIX,
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0 TOM, KEM M KOrga OHW ObInu caenaxbl.

5.44 PaboTa n obcnyxmBaHme CUCTEM C KOMMbIOTEPHbLIM YNPaBEHMEM U KOHTPOMEM LOMKHbI MPOBO-
ONTbCS1 B COOTBETCTBUU C MHCTPYKLMSMMU.

5.45 Tpn BBOAE CYLLECTBEHHON MHOPMaLMM BPY4YHYIO criefyeT npegycMoTpeTb OOMONHUTENbHYHO
NpoBepPKy NpaBUIbHOCTU BBOAA AaHHbLIX. Takasi MpoBeEpKa MOXET BbIMNOSIHATLCA APYrMM onepaTtopoM nnbo
CamMon CUCTEMON.

5.46 Cboun B paboTe cuCTEM C KOMMbIOTEPHBLIM YMPaBfeHNEM U KOHTPONEM, KOTOpble MOryT OkasaTtb
BNUSHME Ha KayeCTBO MPOMEXYTOYHbIX NpoAaykToB unu APC, Ha HageXHOCTb 3anvcen unuM pesynbTaToB
UCnbITaHUI, cneayeT perucTpupoBaTh U paccnenoBaThb.

5.47 BHeceHne U3MEHEHNn B CUCTEMY C KOMMbIOTEPHLIM YNPaBieHMeM U KOHTPONeM OOIMKHO NPOBO-
ONTbCS B COOTBETCTBMM C METOAMKOW BHECEHUSA U3MEHEHWUN, 0POPMMATLCA AOKYMEHTANbHO U yTBEpXAaTb-
Csl OTBETCTBEHHbLIM NIMLIOM C NMPOBEPKON BHECEHMS 3TUX M3MeHeHMI. CneayeT XpaHUTb NPOTOKOSbl BCEX M3-
MEHEHWUN N YCOBEPLUEHCTBOBAHWUI, BHECEHHbBIX B KOMMbIOTEP, NPOrpaMMHOe obecneyeHne unm nodon apy-
rOV KPUTUYECKMIA SNIEMEHT CUCTEMbI C KOMMbIOTEPHBIM YNPaBEHNEM U KOHTPOSEM.

5.48 Ecnu cboun unum oTkasbl B paboTe CUCTEMbI MOTYT MPMBECTU K HeoBpaTMMOW noTepe AaHHbIX,
cnegyeT NpeaoycMoTpeTb pPe3epBHY0 cncTemy. [Ins BCex CUCTEM C KOMMbIOTEPHLIM YNPaBeHMEM N KOHTPO-
nieM OOIMKHbI ObITb MPeayCMOTPEHbI MEpbI, rapaHTUPYOLLME 3aLUNTY OAHHbIX.

5.49 [lonyckaeTtcs 3anucb MHopMaumm € MOMOLLbIO APYrMX CPEACTB.

6 [lokymeHTauus1 1 NPOTOKOSbI

6.1 Cuctema oOKyMeHTaLMu n cneundunkaumm

6.10 PaspaboTky, nepecmoTp, yTBepXXA4eHne U pacnpocTpaHeHne BCeX AOKYMEHTOB, OTHOCALUMXCH K
NMPOM3BOACTBY NPOMEXYTOUHbIX NpoAaykToB nnu A®C, cneagyeT BbIMONHATL MO cneumanbHbIM UHCTPYKUUSAM
(meTogukam). 3TN AOKYMEHTbI MOTYT OblTb OPOPMIIEHbI KaK B MMCbMEHHOM, Tak U B 9NIEKTPOHHOM Buae.

6.11 Bbinyck, nepecMoTp, 3aMeHa U OTMEeHa BCeX AOKYMEHTOB AOMMKHbl KOHTPONMpPOBaTbCS C coxXpa-
HeHnem ceBedeHun 06 ux NpeabiayLmx BepCusx.

6.12 CnegyeTt opraHm3oBaTb CUCTEMY XpPaHEHUS BCEX HEODXOAMMbIX OJOKYMEHTOB (OTYETOB O pasBu-
TUN NPOM3BOACTBA, ob6bemax NPouM3BOACTBa, 3amMeHe 0DopyaoBaHUS M aTtTecTauum TEXHONOrMYeCcKMX npo-
LeccoB, NPOTOKONOB 0by4yeHUss nepcoHana, Bbinycka NPOAYKLMKW, KOHTPONSA KayecTBa M peanusauuu npo-
AYKUUW U MP.) U YCTAHOBWUTb CPOKN XpPaHEHUS 3TUX AOKYMEHTOB.

6.13 BcA OokymeHTauusi O MpPOM3BOACTBE, KOHTPONE KayecTBa M peanusauumm NpoaykumMu OOrxHa
XPaHWUTbCA HE MeHee OJHOro rofa nocrie OKOHYaHUs Cpoka rogHoOCTU gaHHow cepumn. Ona APC ¢ yctaHOB-
NeHHOWN [aToln MOBTOPHOIO KOHTPOSS CPOK XpaHeHUs OOKYMEHTOB — He MeHee Tpex feT CO AHA MOSHOM
peanusauum cepuu.

6.14 3anucu B NpOTOKOMbI criedyeT BHOCUTb B NpefdHa3HadyeHHble Ans 9TOro MecTa cpasy e nocrne
BbINOMHEHNs AENCTBUI C yKa3aHWeM OTBETCTBEHHOrO Nuua, caenasLllero 3Tu 3anucK, Tak, YTobbl UX Henb3s
ObIno yganutb. VicnpaeneHus B 3anmcax AOMKHbI ObITb BHECEHbI Takum 06pa3oM, 4ToObl MOXHO 6bIno npo-
YeCTb MepBOHaYarnbHy 3anvcb. icnpasneHns OOmKHbI CoOAepXaTb AaTy BHECEHUS U3MEHEHMIN 1 nognuch
OTBETCTBEHHOIO nuua.

6.15 OpurnHanbl Unn Konuu NpPOTOKOSIOB, PerucTpupyoLwme kakme-nnbo AencTeus, cnegyeTt XpaHuTb
B COOTBETCTBYIOLUMX NOAPA3AeNeHnsix B Te4YeHNe BCEro Cpoka xpaHeHns JokymeHTauun. [lonyckaetcs xpa-
HWTb NPOTOKONbI B APYrMX MeCTax, eCfn UCNOMb3yeTCs 3NEKTPOHHbIA unu nbon gpyron cnocob nepeHoca
MHopMaLumn.

6.16 CneunduKkaummn, MHCTPYKLUUU, METOAMKM U MPOTOKOSblI MOTYT XPaHUTLCS B BUAE OPUrMHANoOB Unun
3aBEpeHHbIX KON (Hanpumep, OTOKONMUU, MUKPOUNbMbI, MUKPOMULLKM UK ApYyrue TOYHble BOCNpOU3Be-
AEHUSI OpUrMHanbHbIX AOKYMEHTOB). Mpn ncnonb3oBaHWM CPeACTB KOMMNAKTHOIO XpaHeHWs AaHHbIX, Hanpu-
Mep, MUKPOUNBMUPOBAHUSA MMM 3anUcu B SNIEKTPOHHOM BuAae criegyeT MMeTb cumTbiBawowee obopynosa-
HVMe 1 cpeacTBa AN BbIMONTHEHMS KOMWUIA Ha XKECTKUX HOCUTENSX.

6.17 Cneundukauum Ha cbipbe, MPOMEXYTOYHbIE NPOAYKTHI (Npy HeobxogumocTn), APC, nevaTHble 1
yNakoBOYHbIE MaTepwuarnbl OOJKHbl ObITb 0hopmIieHbl B nncbMeHHOM Buge. MoryT notpeboBaTbeca cneuu-
dvkaumn ang gpyrux martepuanos (TEXHONOrMYecknx 4o6aBoK, NPOKIagok v T. A.), UCNoMb3yeMbiX Npu Npo-
N3BOACTBE NPOMEXYTOYHbIX NPOAYKTOB Mnn APC, okasblBalOLIMX pellatoLee BrMsHME Ha KayecTBO Npoayk-
unn. Kputepumn npuemnemMocTy Ans BHYTPUNPON3BOACTBEHHOIO KOHTPOMS TakkKe A0IMKHbI ObiTb 0hOpMIIeHbI
B NMMCbMEHHOM BUAe.

6.18 OneKTpoHHbIE NOANUCK Ha AOKYMEHTaXxX AOIMKHbI ObiTb MAEHTUMULNPOBaHbI U 3aLUULLEHDI.

6.2 MpOoTOKOM OYMCTKM U UCTONb30BaHUA 06opyaoBaHUsA

6.20 B npoTokonax Mcnonb3oBaHWsi, OYMCTKU, Ae3MHMEKUNM /MK CTEPUIM3aLMM N 0BCNyXMBaHUS
OCHOBHOIO 00OpyaoBaHUS AOIPKHbI OblTh yKasaHbl gaTa, BpeMsi, HAMEeHOBaHME W HOMEP KaKOoW cepuu
Npou3BeaeHHON Ha HEM NPOAYKLMK, a Takke MHopMauus O nvue, NPOBOAMBLLEM OYMCTKY U 0OCnyXuBaHne
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3TOro 06opyaoBaHUS.

6.21 He TpebyeTca cocTaBneHue oTAeNbHbIX MPOTOKOMOB OYMCTKM U UCMONb30BaHUSA 060pyaoBaHus B
criyyae, ecnu oHO creumanbHO NpeaHasHayYeHo Ans NPOU3BOACTBA OAHOMO NPOMEXYTOYHOIO MpoAyKTa unm
ADPC 1 cepun aTOro NPoMexyTodHoro npogykta unn APC npousBoasaTcs B NpOCneXnBaeMol nocnenoBa-
TenbHocTw. Mpu Mcnonb3oBaHUM 06OPYAOBaHNSA CMELNANbHOIO Ha3Ha4YeHNs NPOTOKOSbI OYUCTKM, OBCHYKM-
BaHWS U UCMONb30BaHMS MOTYT ObITb YacTbio MPOTOKOMA Ha CEpPU0 MPOAYKUUM UMK OblTb 0OPMIIEHbI B BU-
0e otaenbHbIX JOKYMEHTOB.

6.3 MpoToKonbl Ha Cbipbe, MPOMEXYTO4YHbIe NPOAYKTbI, NeYaTHbIe U YNaKOBO4YHbIEe Ma-
Tepuanbl ana A®C

6.30 lNpoToKOMbl Ha Cbipbe, MPOMEXYTOYHbIE NPOAYKTLI, MeYaTHbIe U YNaKOBOYHbIE MaTepuvarnsl, UC-
nonb3yemble Ans npoussoactea APC, JOMKHbI XpaHMTBCA B YCTAaHOBMEHHOM MOPSOKE U cogepXaTb crie-
ayloLme AaHHble:

- HaMMeHoOBaHVe NPOV3BOAMTENS, COAEPXKaHME U KONMYECTBO KaXJoW NOCTaBKWM KaXKAOW napTum Cbi-
pbs, NPOMEXYTOYHbLIX NPOAYKTOB UMW NeYaTHbIX U yNakoBOYHbIX Matepuanos ang npoussoactsa APC, Ha-
UMEHOBaHMe MOoCTaBLUMKa, Wndp(bl) MNu Apyron naeHTUUKaLNoHHbIN HOMep NOCTaBLUUKa (ecnu M3BecT-
Hbl), HOMEpP, NPUCBOEHHbIN NPU NOCTYNMEHUN, U AaTa NOCTYNMNEHUS;

- pesynbTaTbl NPOBEAEHHbIX UCMbITAHUIM N UCCNEAO0BaHNIN 1 BbIBOAbI NO HUM;

- MPOTOKOIbI, MPOCMEXMBAIOLLME UCNOMNb30BaHNE MaTepuaros;

- MPOTOKON O COOTBETCTBMM MaTepuarioB, MCNOMb3yeMbIX ANS MapknpoBku 1 ynakoskn APC, tpebo-
BaHWUSIM, YCTAaHOBMEHHbLIM B cneumdukaumsx, u

- MMPUHSITOE PeLLUEHNE OTHOCUTENBHO OTKIIOHEHHOMO CbIpbsi, MPOMEXYTOYHbIX NMPOAYKTOB UMM NeYaTHbIX
N yNakoBOYHbIX MaTepuaros, Ncnonb3yemMbix B nponssoactee APC.

6.31 CnegyeT XpaHuTb yTBEPXKOEHHbIE 0Opa3ubl ATUKETOK A1 CPABHEHUS C HAMU BbIMYCKaeMbIX 3TU-
KETOK.

6.4 MNMpomblILWeHHble pernamMeHTbl

6.40 C uenbto obecneveHns ogHoobpasmsa 1 NOBTOPAEMOCTM OT CEPUM K CEpUM AN Kaxaoro npome-
XyTouHoro npogykrta u A®C gormxkHbl 6biTe paspaboTaHbl NPOMbILLIEHHbIE perfliamMeHTbl, NOANMCaHHbIE O4-
HMM MMLOM C yKasaHuMeM [aTbl, NPOBEPEHHbIE M NOANUCaHHbIE APYrMM HE3aBUCUMbIM MULIOM CO CTOPOHbI
oTaena(oB) KayecTBa C ykasaHvWeM AaTbl.

6.41 MNpoMblLLNEHHbIE pernaMeHTbl OMKHbI coaepXaTb cneayowme AaHHbIe:

- HaMMeHoBaHVe NPOU3BOAMMOro NPOMEXYTOYHOro npoAykra unu A®C 1 cebifiky Ha COOTBETCTBYIO-
LLMIA AOKYMEHT (eCcrv 3TO BO3MOXHO);

- MONHbLIN NepeYeHb Cblipbs U NMPOMEXYTOYHbLIX MPOAYKTOB COMMacHO UX HaMMEHOBaHWUSIM UMK KoAam,
AOCTaToOYHbIM ANs MOeHTUMMKaUUM BCEX UX NoKasaTenen kavyecTsa;

- KONMYECTBO UMM COOTHOLLEHNE UCMONb3YEeMbIX BUAOB ChiPbs UM MPOMEXYTOYHOrO NPOAYyKTa, B T. M.
euHULY ero nsmepeHus. Ecnn aTto KonuyecTBo He sBnseTcs PUKCUPOBAHHOW BENUYUHOW, TO B MPOTOKON
AorKkeH OblTb BKMIOYEH pacdeT AN KaxOoro pasmepa cepuu vnv npou3soguTensHocTw. [pu Hanuumm
0BOoCHOBaHWs B MPOTOKON criedyeT BKMoYaTb AOMYCTUMblE OTKIIOHEHUSI NapaMeTpos;

- MECTO HaxOXAeHWs NPoM3BOACTBa U OCHOBHOE 0bopydoBaHue;

- noapobHble TEXHONOrMYeCcKMe NHCTPYKLUMM, BKIKOYatoLwme B cebs:

e locnefoBaTeribHOCTb onepaumin;
e [OMNycTUMble Npefenbl UISMEHEHUS TEXHONOIMYECKMX NapaMeTpoB;

- MHCTPYKUMK no oTbopy Npob 1 NpoBeAEeHNI0 BHYTPUMNPON3BOACTBEHHOIO KOHTPOMS C yKa3aHneM Kpu-
TepueB npuemnemocTu (Npy1 HeOBXo0AMMOCTHN);

- OFpPaHUYEeHNs NO BPEMEHUN 3aBEPLUEHNST OTAENbHbIX TEXHONOrMYECKUX CTagnmn n/unm Bcero TeXHONo-
rMyeckoro npotecca;

- Npegnonaraemblin BbIXOA NPOAYKTa AN1S COOTBETCTBYIOLLMX CTaAMN TEXHOMNOMMYECKoro npowecca unm
OTPE3KOB BPEMEHY;

- ocobble ykazaHus 1 Mepbl MPEAOCTOPOXHOCTU UIUN CChINKM Ha HUX (MPU HEODXOAMMOCTW);

- UHCTPYKUUWN NO XPaHEHWIO NMPOMEXYTOYHOro npoaykra nnu A®C, nevaTHbIX U YNakoBOYHbLIX MaTe-
pranoB 1 0cobblX YCNOBUIA XpaHeHWs C yka3aHNeM CPOKOB FO4HOCTMU.

6.5 MNMpoTokonbl Ha ceputo NPOAYKLMU (MPOTOKOSbI MPOM3BOACTBA U KOHTPONSA KayecT-
Ba cepuu npoaykKuum)

6.50 [Ina kaxporo npomexxyToyHoro npoaykta 1 AOC cocTaBnsioT NPOTOKONbI Ha Ceputo NPOAYKLUK,
BKMtovalolme B cebs NomnHyo MHgopMaumio 0 NPoU3BOACTBE U KOHTpOre KayecTBa kaxaon cepun. [o Bbl-
nycka NpoayKUMM NPOTOKOS Ha Cepuio AOMKeH GbiTb NPOBEPEH C LieNbio NOATBEPKAEHUS CoaepKallmxcs B
HEeM OaHHbIX U UX COOTBETCTBUSA NPOMbILLIIEHHOMY perfameHTy. Ecnv npoTokon Ha cepuio NpoayKLuUM OTHO-
CUTCA K 4acTW MPOMbILLMEHHOrO pernameHTa, B MPOTOKONe AOMKHa OblTb CCbiflka Ha COOTBETCTBYHOLLWIA
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MPOMBILLIEHHbIV PernameHT.

6.51 MpoToKonbl Ha Cepuio NPOAYKLUM AOMKHbI ObiTb NPOHYMEPOBaHbI C UCMOMb30BaHWEM UHAMBUAY-
anbHOro Homepa cepvn U MAEHTUQUKaLMOHHOro Koda v nognMcaHbl ¢ ykasaHvem gatbl. [pu HenpepbiB-
HOM NPOM3BOACTBE A0 MPUCBOEHUS OKOHYaTEeNbHOIro HOMepa Cepun B KayecTBe MASHTUMUKALMOHHOIO Koda
AOMnycKaeTcs NCnonb3oBaThb WMAP NpoayKTa C ykazaHWem aTbl U BPEMEHW.

6.52 B npoTokonax Ha cepuio NPoAyKLUN NOCre 3aBepLUEHNs KaXaon BaXKHOW TEXHOMOrMYeckon cTa-
Avv cnegyeT ykasblBaTh:

- Aaty 1 Bpems, npu HeobxoammocTy;

- OCHOBHOE ucnonb3yemoe obopyaoBaHue (Hanpumep, peakTopbl, CyLWbHbIe annapaTbl, MenbHULbI
nT. Aa.);

- JaHHble O Kaxgow cepum (B T. Y. B3BELUMBAHWE, OTMEPMBAHME U HOMEpa CEPU Cbipbsi, NPOMEXY-
TOYHbIX MPOAYKTOB UNW MOBLIX APYrnX MaTtepmnanos, UCMOMb30BaHHbLIX B MPOU3BOACTBE);

- (haKTM4eCKne AaHHbIEe KPUTUYECKMX TEXHONOMMYECKMX NapameTpoB;

- AaHHble 0 Bcex oTobpaHHbIX npobax;

- MOAMMCU HEeNoCcpeaCTBEHHbIX UCMNOMHUTENEN U 1L, NPOBEPSIOWMX UNN KOHTPOMMPYIOLWNX KaxKayo
KPUTMYECKYIo onepaLmnio B AaHHOM npoLiecce;

- pe3ynbTaTbl BHYTPMNPOU3BOACTBEHHOIO M NabopaTopHOro KOHTPONS;

- (aKTUYECKUA BbIXOA NPOAYKUMM HA COOTBETCTBYIOLUMX CTaAMsAX WM Ha onpeaefieHHbIl MOMEHT
BpEMEHW;

- AaHHble 06 ynakoBKe U MapKMpoBKe MPOMEXYTOYHOro npogykra mnm A®C;

- obpasubl Mmapkmposkn APC nnm NPOMeXyTOYHbIX NMPOAYKTOB, €CNN NX MOCTaBMSI0T B rOTOBOM BUAE;

- nobble OTKNOHEHUs!, X OLEHKY, pe3dynbTaTbl paccnegoBaHus (MpyM HeobXoaUMOCTN) UMK CCbIMKY Ha
npoBeAeHHOe paccrefoBaHue (eCnu OHO XPaHUTCA B BUAe OTAENbHOro NpoTokona);

- pe3ynbTaTbl KOHTPONS NPU BbINyCKe NPOAYKLMN.

6.53 Cnenyet pa3spaboTaTb MHCTPYKUMM MO pPaccriefoBaHNI0 KPUTUYECKMX OTKIIOHEHUI U HECOOTBET-
CTBMSA CEpUM NPOMEXYTOUHbIX MaTepuanos unu A®C TpebosaHuaM cneundmkaumn. B ato paccnegosaHue
criegyeT BKMOYaTb U Apyrve cepym NnpoayKumu, KoTopble MoryT ObiTb CBSi3aHbl C 4AaHHBIM HECOOTBETCTBMEM
WNn OTKIIOHEHMWEM.

6.6 NMpoTokonbl NaGopaToOpPHOro KOHTPOSS

6.60 B npoTokonax nabopaToOpHOro KOHTPONA AOSMkHA OblTb NONHasA MHAOPMAaLUSA O XOA4E BCEX UCMbI-
TaHWW, NPOBEAEHHbIX ANA NOoATBEPXAEHUS COOTBeTCTBMA TpeboBaHuaAM chneuundurkaumi n HOPMaTUBHON
OOKYMeHTauum, B T. 4. AaHHble HabnogeHni n aHan13os:

- OMnMcaHve Mony4YeHHbIX Npob, B T. Y. HAMMEHOBaHWe maTtepuana unum Mecto otbopa npobbl, HOMep
cepvu Unu gpyron oTnMYMTENbHBIA KOg, AaTa B3sTUs obpasua, KONn4YecTBO M AaTta NocTynieHns 3Ton npo-
Obl B Nabopartopuio;

- yKasaHue n/unm ccbinika Ha Kakabli MICNOoMb30BaHHbLIN METOL KOHTPONS;

- yKasaHvue MaccCbl WM pasmMepoB Npobbl ANA KaXAOro UCMbITaHUS COMMacHO MPUHSATOW METOOMKE;
AaHHble UMM CCbiNka Ha MPUroTOBMIEHWE W MpOBeAEeHWe UCNbiTaHMsA 0bpasLoB CpaBHEHUS, PEaKTUBOB U
CTaHOapTHbIX PacTBOPOB;

- Heo6paboTaHHbIE B NpoLecce KaXaoro UCNbITaHWs AaHHble B AOMONHEHME K rpadmkam, Tabnvuam um
crekTpam, Nnosy4yeHHbIM C UCMOfb30BaHMEM NabopaTopHOro 06opyaoBaHUsA ¢ Hymepauuen (Kogom), no3eo-
nsaoLLEen onpegennTb UCMbITYEMOE BELLECTBO U CEPUIO;

- BbIYUCIEHNSA C YKa3aHWeM efuHUL, M3MepeHuns, KoadduumeHToB nepesoia 1 KoaPPULMEHTOB SKBU-
BarneHTHOCTY;

- pesynbTaThl KOHTPONSA U UX CPABHEHUS C YCTAHOBIIEHHLIMU KPUTEPUAMWN MPUEMINEMOCTMU;

- NOANNCb OTBETCTBEHHOIO NLLA, NPOBOAMBLLIETO KaXKAbIA BUA KOHTPOISA, U AaTy(bl) ero NpoBeAeHns 1

- AaTta 1 noanucb BTOPOro nuua, 3aBepsoLwas TOYHOCTb, MOMHOTY U COOTBETCTBUE YCTaHOBMEHHbLIM
TpeboBaHusIM.

6.61 CnefyeT Takke COCTaBNATb MPOTOKONbI C yKazaHUeM:

- NMoBbIX U3MEHEHWUI B NPUHATBLIX aHaNMTUYECKUX MeToaax;

- nepuognyeckon kannbposku (NosBepku) nabopaTopHbIx Npnbopos, 06opyaOBaHMS U 3aNMChIBAOLLNX
YCTPOWCTB;

- cnbITaHun Ha ctabuneHocTb ADC;

- pe3ynbTaToB UCCMEeAOBaHUN, HEe YOOBMNETBOPSLWMX TpeboBaHMAM cneumdpukauum.

6.7 PaccMoTpeHue NpoTOKOSIOB Ha cepuio npoayKuum

6.70 ns onpeneneHusi COOTBETCTBUSA NPOMEXYTOYHOro npoaykra unu AS®C ycTaHOBEHHBIM Tpebo-
BaHMSM [0 BbiNycka UMK peanusauuv aHHOW cepun Npoaykuuu crnedyeT paspaboTaTb MHCTPYKLMKM MO pac-
CMOTPEHWIO U YTBEPXXAEHMIO (COrnacoBaHMio) MPOTOKOMOB Ha Cepuio NPOAYKLMM 1 NpoBeaeHuo nabopaTtop-
HOro KOHTPONS KayecTBa NPOAYKUMN, B T. Y. YNaAKOBKY M MapKUPOBKY.

6.71 lMpoTokosbl Ha cepuwio U abopaTopHble MPOTOKOSbI KOHTPOMS KPUTUYECKMX TEXHOSOrMYECKMX
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CTaaui o Bbinycka u peanusaumm cepumn APC OomkHbl ObiTb PpacCMOTPEHBI U YTBEPXKAEHBI oTAENoM(amm)
KOHTponsa kadvecTtBa. [MpoTokONbl BHYTPUNPOU3BOACTBEHHOIO M 11abopaTopHOro KOHTPOMS HEKPUTUYECKUX
TEXHOMNOrM4YeCcknx ctagmi MoryT ObiTb pacCMOTPEHbl KBanMPULMPOBAHHBIM NPOM3BOACTBEHHbLIM MEPCOHa-
NIOM MIn JpyruMn oTgenamm B COOTBETCTBUM C MHCTPYKUMSIMU, COTNIAacCOBaHHbIMU C OTAeNoM(amMu) KadecTBa.

6.72 Bce OTKNOHEHUs oT crneunduKkalumin n paccrnegoBaHust 3TUX CriydaeB AOMKHbI ObITb paccmoTpe-
Hbl 4O BbIMyCKa Cepun B peanv3auuio.

6.73 Cnyxba (oTgenbl) KOHTPONSA KayecTBa MOXET nepefaTb OTBETCTBEHHOCTb M NPaBOo Bblgayn pas-
peLLEHMST HA BbIMYCK NPOMEXYTOYHbLIX NPOAYKTOB MPOU3BOACTBEHHOMY OTAeny (cnyx0be), 3a UCKIYeHeEM
CrnyyaeB, Korga MpoOMEXYTOYHbIe MPOAYKTHI MOCTABMSAT 3a npeferbl 30Hbl UX KOHTPONsS npeanpusiTueM-
Npou3BoOaUTENEM.

7 PaboTa ¢ maTtepuanamm

7.1 O6WMN KOHTPONb

7.10 lMopsagok nonyveHus, naeHTudukaumm, KapaHTUHHONO XpaHeHusl, obpalleHusi, otbopa npood,
NpoBeAEeHUs KOHTPOMS WM Bbldayu paspelleHns Ha MCMOMb30BaHWe WX OTKIIOHEHMEe MaTepuanoB AOIDKEH
ObITb YCTAHOBMNEH B COOTBETCTBYIOLLMX MHCTPYKLMSAX.

7.11 Y npoussogutenemn npoMexyTouHblx npogyktos n/mnm A®C gomkHa 6biTb paspaboTtaHa v BHe-
OpeHa cuctema OLEHKM NOCTaBLLMKOB KPUTUYECKMX MaTepuaros.

7.12 TlocTaBka MaTepuanoB [OfKHa OCYLLECTBMATLCA MOCTaBLUMKaMW, YTBEPXAEHHbIMU oOTAe-
nomM(amm) Ka4ecTBa, B COOTBETCTBUM C COMMacoBaHHbIMU CneLnguKaLnsMm.

7.13 Ecnu nocTaBLLMK KpMTUYECKOrO MaTepurarna He sIBNseTcsl Mpou3BoauTENeM AaHHOro Matepuana,
npou3BoauTernb NPOMEXYTOYHbLIX NPOoAyKToB u/mnn APC gormkeH MMeTb MHAOPMaLMI0 O HAMMEHOBaHUN Y
agpece 3Toro Npou3BoaAUTENSI.

7.14 3ameHa nocTaBLLMKa KPUTUYECKOIO Chipbs AOMKHa NPOBOAUTLCA B COOTBETCTBUM C MpoLeaypowu,
N3noxeHHoW B pasgene 13.

7.2 MNMprnemKa 1 KapaHTUH

7.20 MNepea npueMKorn M NpU NOSyYEHUN MaTEPManioB Ha KaXKOoOW YNakoBKE WM rpynne ynakoBOK
OOIMKHbI ObITb BU3yarnbHO NPOBEPEHbI MPaBUITbHOCTb MapKUPOBKK (B T. Y. COOTBETCTBME Ha3BaHUS, UCMOMb-
3yeMoro nocTaBLLMKOM W 3aKa34MKOM, €CIiM OHW OTMMYalTCH), COXPaHHOCTb YNaKOBOK, Hanuuve noBpex-
OEeHHbIX nevaTten, cneoB BCKPbITUA U 3arpA3HEHUs ynakoBoK. MaTepmanbl AOMKHbI HAXOAMTLCA Ha KapaH-
TMHHOM XpaHeHuM OO0 NpoBefeHust oTbopa Npob, ux aHanmaa (KOHTPOMs) U NONyYeHUst paspeLleHns Ha nx
ncnonb3oBaHue.

7.21 o cmelumBaHMsa NOCTYNMBLUMX MaTepuarnos ¢ UMEKLWUMUCA 3anacaMmu (Hanpumep, ¢ pacTBopu-
TeNnAMM Unu 3anacamu, HaxoAsALWMMKUCS B XpaHWUnu1LLAax) crnegyeT YyCTaHOBUTbL UX MOAMMHHOCTb, NPy Heobxo-
AVMOCTM — NPOBECTU KOHTPOMb M NOMy4YnTb pas3peLleHre Ha nx ucnonb3oBaHune. [nd npegoTBpalleHns He-
NpaBuibHOr0 pasMeLLeHns NOCTYNMBLUMX MaTepuarnoB Cpean yxe XpaHsLWnXcs MaTtepmnanoB AOMKHbI ObITb
paspaboTaHbl cneunanbHble NMHCTPYKLNN.

7.22 CneayeT UCKMIOYNTL BO3MOXHOCTb NMEPEKPECTHOro 3arpsa3HeHnss HepacdacoBaHHON MPOgYKLNK,
ecny oHa NoCTaBNAETCHA B EMKOCTAX, He nNpefHa3HayYeHHbIX creumanbHO Ans Hee. B kayecTBe gokasaTenb-
CTBa 3TOro0 MOryT UCNOSb30BaTbLCH:

- MacnopT OYUCTKMK;

- KOHTPOINb Ha Hanu4ne cnefos NpUMecen;

- ayauT NocTaBLUMKa.

7.23 bornbline eMKOCTU AN XpaHEHUS 1 COOTBETCTBYHOLLME KOMMEKTOPbI, JIMHUM NO 3arpyske W Bbl-
rpy3ke OOMKHbI MMETb COOTBETCTBYIOLLYIO MapKMPOBKY.

7.24 Kaxxgas eMKOCTb UNW rpynna eMKOCTEN (Cepuii) MaTepuanoB AOJPKHA UMETb YETKYH0 MapKUpOBKY
(wndp, HOMEP cepum UNM MOCTaBKWU, KOHTPaKTa, TOBAPHOW HaknagHomn). OTOT HOMep AOJDKEH MCMONb30-
BaTbCs Mpu 0003HAYEHMN PacnonoXeHusa Kaxagon cepuu. [lomkHa ObITb pa3paboTaHa u BHegpeHa cuctema
0603HavYeHns cTaTyca Kaxaomn cepun.

7.3 OT60p NPOG6 M NnpoBeAeHUE UCTbITAHMA NOCTYNUBLUMX MaTepuanos

7.30 Onsa nogTBepXKOEeHUS MOANMHHOCTM KaXXO0W cepun mMatepuanos (3a UCKIoYEeHEM MaTepuarnos,
yKasaHHbIX B 7.32) cneayeT NpoBecTu xoTst Obl 04HO McnbiTaHe. BmecTo npoBefeHnst nocrnenyrLwmx Ucbl-
TaHMN MOXHO UCMNONb30BaTb aHANUTUYECKUIA nacnopT nocTaBLUKa NMpu ycnoBun, 4To Ha nNpeanpuaTnun npo-
n3soguTend LleVICTByeT CuUCTeMa OLeHKM NMOCTaBLLUKOB.

7.31 CnctemMa OLEeHKM NMOCTaBLUMKOB OOIMKHA BKIHOYaTh B cebs gokaszaTensctsa (Hanpumep, AaHHbIe
0 KayecTBe NpeabiayLmx MNOCTaBOK) TOro, YTO NMPOM3BOAMTENDL MOXET CTabuIbHO NOCTaBNATb MaTtepuarnsl,
cooTBeTCTByOLWMe TpeboBaHusaM cneundukaumu. MNpexage Yem ynpocTnTb npoueaypy cobCTBEHHbIX NpoBe-
POK, cnefyeTt NpoOBECTU MOSHbIA aHanNu3 He MeHee Tpex cepuin maTepuana. MNonHbLIN aHann3 JOMmKeH NPoBO-
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ONTbCS Yepes onpenenieHHble UHTEpPBarbl BPEMEHM U CPABHMBATBLCH C aHaANMTUYECKMM nacrnopTom. [JocTo-
BEPHOCTb aHaNMTUYeCKoro nacnopta HeobxoaMMOo PerynsipHo NPoBEPSATh.

7.32 He TpebyeTcsa npoBefeHne KOHTPOIS TEXHOMNOIMYeckux 4o6aBOK, OMNacHOro UM BbICOKOTOKCUY-
HOrO Cbipbsl, APYrMX cneumanbHbiX MaTepuanos Unn maTepuarnos, NnepegaBaeMbiX B Apyroe nogpasgeneHme
noA KOHTPOSieM 3akasuuka, Npu HanMyMum aHanmuTUYecKoro nacrnopTa Npov3BOAUTENS, NOATBEPXKOAMLLErO
COOTBETCTBME 3TOMO Chipbsl YCTAHOBMNEHHLIM TpeboBaHuaM. aeHTudmkaumo aTux maTepuarnoB NpoBoasaT
nyTemMm BMU3yanbHOr0O OCMOTpPAa YNaKOBOK, 3TUKETOK W perMctpauumn HoMepoB cepuir. Ecnn KOHTponb Takumx
MaTepuanoB Ha MeCcTe He NPOBOAUTCS, TO 9TO AOMKHO OblTb 060CHOBaHO 1 0CPOPMMAEHO AOKYMEHTANbHO.

7.33 Mpobbl gomkHbl BbiTb penpe3eHTaTUBHON BbIOOPKOW cepun maTepuana, u3 KOTopon oHn oTobpa-
Hbl. B MmeToamke otbopa npob cnefyeT ykasbiBaTb YMCNO KOHTEMHEPOB, U3 KOTOPbLIX AOMKHbI ObITh B3ATHI
nNpobbl, U3 KaKoW YacTu KOHTEMHepa N B KaKOM KONM4ecTBe ux cnefyet otbupatb. YUncno KoHTenHepoB, 13
KOTOpbIX cnegyet otobpaTb Npobbl, U KONMYECTBO NPO6 OOMKHbI ObiTh YCTAHOBMEHLI B NriaHe oTbopa npob.
CnenyeT yunTbiBaTb KPUTUYHOCTb M CTAabUNBHOCTL CBOMCTB MaTepuana, MHopMauui O KayecTBe npenbl-
OYLWNX NOCTaBOK U Konn4yecTBe maTepuarna, Heobxoanmoro ans npoBegeHnst aHanmaa.

7.34 OT160op npob crneayeT NpoBoAUTb B crneumanbHO OTBeAeHHOM MecTe. MeToauka oTbopa npob
OOJDKHa NpedycMaTpuBaTth NpedoTBpalleHne 3arpsi3HeHUss MaTtepuana, U3 KOToporo oTovparoTcs Npodbl, K
ApYyrmx Matepuanos.

7.35 YNnakoBKu, U3 KOTOPbIX OTOUpaT Npobbl, AOMKHbLI ObiTb akKypaTHO BCKPbITbI U 3aKpbiThbl. Ha yna-
KOBKax JOIPKHA ObITb HAHECEHA MapPKMPOBKa, NoKasblBatoLLas, YTO U3 3TOM YNakoBKu Gbinm B3ATbl NPOOLI.

7.4 XpaHeHune

7.40 Mpwn obpalleHn ¢ MaTepyanamMmmn U UX XpaHeHn He OONycKalTcs yxyAlleHue Ux kayecTsa, 3a-
rpsi3HEeHVE 1 NepeKkpecTHoe 3arpsisHeHMe.

7.41 MaTtepuarnbl, XxpaHsLLMecs B KapTOHHbIX 6apabaHax, Mellkax Uiy kopobkax, AoSKHbl BbiTb pac-
NoJIOXKeHbl TakMM o6pa3om, YTobbl ObINo yAoGHO NpoBoAUTL YOOPKY 1 NpoBepky. He gonyckaeTtcs cknagu-
poBaHWe MaTepuaros Ha nony.

7.42 TMepvof 1 YCINOBUS XpaHEHUsI MaTepuarnoB He OOJKHbI OTpUUATENbHO BMATb HA UX KA4ecTBo.
Kak npaBuno, maTepuarnsl, NOCTYNMBLUME NEPBbLIMU, CliedyeT UCMOoNb30BaTh B NEPBYIO o4Mepeap.

7.43 HekoTopble MaTepuarnbl MOXHO XPaHWTb BHE NMOMELLEHUIA MPY YCIIOBUU Haanexallen ynakoBku,
YNTaeMON MapKUPOBKM U BbINOMHEHNST HEOOXOAMMOMN OYUCTKM YNakoBOK nepen UX BCKPbITUEM U UCMOSb30-
BaHMEM.

7.44 OTKMOHEHHbIE MaTepuarbl JOMMKHbI UMETb COOTBETCTBYIOLLYH MapKMPOBKY M MOMeLLaThCs Ha Ka-
PaHTWH (B M30NnaTOp Gpaka) ANt UCKMIOYEeHUs] UX HECaHKLIMOHMPOBAHHOIO UCMOMNbL30BaHUS B NPOU3BOACTBE.

7.5 NMOBTOPHbLIN KOHTPOIb

7.50 Mpu HeoGxoaMMOCTU ONA onpederieHns NPUrogHoOCTM MaTepuanos (HanpuMep, nocne AnuTesb-
HOrO XpaHeHWs WNU B pesynbTaTe BO3OEUCTBUSA TemMnepaTypbl UMM BNaXXHOCTW) criedyeT NpoBOAWUTb Mo-
BTOPHbI KOHTPOIb.

8 TexHONOrM4Yecknin NpoLecc U BHyTPUNPOU3BOACTBEHHbIN KOHTPONb

8.1 TexHONoOrn4yeckne onepauum

8.1 YcrnoBusa B3BELUMBAHWUS U OTMEPUBAHWSA CbIpbsl ANs1 MPOU3BOACTBA NPOMEXYTOYHbIX MPOAYKTOB U
A®C He O0MmKHbI OKasblBaTb BIIMSIHUSA HA UX NPUroQHOCTb. YCTPOWCTBA Afs B3BELUMBAHMS U OTMEpPUBaHUS
JOMKHbI ObITb HEOOXOANMOW TOYHOCTHU.

8.2 Ecnn maTepuan pasgensetca Ha 4acTu 4ns nocrneayrowero Ucnonb30BaHMs B NPOU3BOACTBEH-
HbIX onepaunsax, OH OOSMDKEH NOMEeLaTbCs B CreunanbHY YNakoBKy, MapKMPOBKa KOTOPOW COAEPXKUT chne-
OYOLLYI0 MHGOpPMaLUNIO:

- HAMMEHOBaHWe mMaTepuana u/vnm Kog;

- HOMep, MPUCBOEHHbBIN NPWU NOMYYEHUU, UITN KOHTPOMbHbLIA HOMED;

- Maccy unm mepy mMatepuana B HOBOM YNakoBKe U

- AaTy NOBTOPHOrO KOHTPOIS, Npy HE06X0OUMOCT!.

8.3 BbINonHeHne KpUTUYECKUX ornepauuii No B3BELUMBAHMIO, OTMEPUBAHUIO NN pas3gernieHuio maTte-
puana Ha nopuun AOMKHO ObiTb 3aBEPEHO UIM MPOKOHTPONIMPOBAHO 3KBMBANEHTHbIM obpasoM. [Jo Havyana
paboTbl MPON3BOACTBEHHLIN NEpCcoHan OOMKeH yoeauTbcs B TOM, YTO BCE MOMyYeHHbIE MaTepuarnbl COOT-
BETCTBYIOT JaHHbIM, yKa3aHHbIM B MPOTOKOJIe cepun Ansa npous3BoAcTBa AaHHOIO NPOMEXYTOYHOro NpoaykTa
mnn APC.

8.4 BbinonHeHue Opyrux KpUTUYECKUX OENCTBUA OOIMKHO ObiTb 3aBEPEHO MM NMPOKOHTPONIMPOBAHO
3KBMBANEHTHLIM 06pas3om.

8.5 Ha onpepeneHHbIx cTagusaix TEXHOMOMMYECKOro npouecca HeobxoaumMo cpaBHMBaThL hakTU4eCKUi
BbIXOA Mpoaykumm (MatepuanoB) ¢ oxungaembiM. Oxnugaembli BbIXOL U JOMYCTUMbIE OTKITOHEHUST AOSHKHbI
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OblTb ONpefenieHbl Ha OCHOBaHMK Pe3yribTaToB NabopaToOpPHbLIX, OMbITHLIX UMW NMPOU3BOACTBEHHbIX UCMbITa-
HWI, NpPOBeAeHHbIX npeaBapuTernbHO. OTKIOHEHMST OT OXMOAeMOro BbIXOAA, CBSI3aHHbIE C KPUTUYECKUMU
TEXHOJOTMMYECKUMI CTaaMsIMU1, JOJIKHbI ObITb paccrieqoBaHbl Aflsi onpeaeneHnst MX BO3MOXHOTO BIUSIHUSI Ha
KauecTBO CEpuM NPOAYKLIMN.

8.6 Bce OTKIOHEHWS A0MKHbI BbITb 0hOPMIIEHBI JOKYMEHTASIBHO C YKa3aHWeM npu4uH. JlloGoe Kputu-
YyecKkoe OTKIIOHEHWEe A0MKHO ObITb paccrefoBaHo.

8.7 CTaTyc OCHOBHbIX eQuHUL, 060pYyA0BaHNS B TEXHONOMMYECKOM MNpoLiecce AoMmkeH bblTb ykasaH Ha
camoM 06OpygoBaHWM WM OTPaXeH B COOTBETCTBYIOLLEN [OOKYMEHTAUMW, CUCTEME C KOMMbIOTEPHLIM
ynpaBrieHNeM 1 KOHTPONEM U ApYruM obpasom.

8.8 CrieayeT opraHusoBaTb KOHTPOSb MaTepuanoBs, NpeAHa3Ha4YeHHbIX A4S MOBTOPHOIO UCMONb30Ba-
HUS UK NepepaboTkM Bo n3bexaHne Ux HecaHKLMOHUPOBAHHOMO UCMONb3OBAHMS.

8.2 OrpaHnyeHusi Ha BpeMsi BbINOJIHEHNA onepauumn

8.20 TexHONorM4eckom UHCTPYKUMEN MOTYT ObITb YCTAHOBMEHbI OrpaHUYeHns Ha BPEMS BbINOSHEHUS
onepauui (6.41). OTKNOHEHMSA OT 3TUX OrpaHNYeHnn cnegyet opopMnNATL AOKYMEHTANbHO 1 NPOBOANTL UX
OLUEeHKy. Takue orpaHudeHust MOryT He MoTpeboBaTbCA NMpW NpoBedeHUM TEXHOMOMMYECKOro npouecca Ao
OOCTWKEHWNS1 YCTaHOBMEHHbIX 3HAYeHU napameTpoB (Hanpumep, Aosogka pH, rmgporeHusaums, cyllka go
3Ha4YeHWs, YCTaHOBMNEHHOMO crneundurkaumen), Tak Kak B 9TOM Cnyvae 3aBeplleHue peakuumi unu ctagun
Npou3BOACTBA ONPEAEnseTCcs Npy BHYTPUNPOM3BOACTBEHHOM OTHope Npob n KOHTpore.

8.21 YcnoBusa xpaHeHMs NPOMEXYTOYHbIX NPOAYKTOB AOIMKHbI obecnevmBatb MX OanbHEWWy npu-
rOAHOCTb.

8.3 BHyTpMnpousBoACTBEHHbIN OTOOP NPO6 U KOHTPONb

8.30 [1ns KOHTPONSA M BbIMNONTHEHUS TEXHOMOMMYECKMX CTaaui, KOTopble BIUAKOT Ha nokasaTenu Kade-
CTBa MPOMEXYTOYHbIX MpoaykToB u APC, oomkHbl ObiTb pa3paboTaHbl MHCTPYKUMK. [opsagok npoBegeHus
BHYTPUMPON3BOACTBEHHOIO KOHTPOMS U KpUTEPUU NPUEMITEMOCTU ONpPeEnsitoT Ha OCHOBaHUW MHpopMauum,
nony4eHHon npu paspaboTke TEXHOMNOrMYECKOro npouecca nunm no npeasiayLlemMy onbiTy NPOU3BOACTBA.

8.31 Kputepum npuemnemoctu, Bug n 06bem UCMbITaHWA MOTyT 3aBUCETb OT BMAa NPOU3BOLAMMbIX
NPOMEXYTOUHbIX NPoAykToB unm APC, NpoBOAUMON peakumMuM UM TEXHOMOTNMYECKOW CTaguMu U CTeneHu
BNUSHMS 3TOrO MpoLecca Ha KavyeCcTBO NPOAYKUMU. Ha paHHUX TEXHONMOrMYeckux ctagmuax onyckaeTcs npo-
BOAUTb MEHEE CTPOrnin BHYTPUMNPOM3BOACTBEHHbIN KOHTPOSb; Ha Gonee No3gHMX TEXHOMOMMYECKMX CTagmsax
(Hanpumep, Ha CTagusax BblOENEHMS N OYUCTKN) — KOHTPOSb MOXET OblTb 60Mnee XeCTkMM.

8.32 lMopsagok NpoBeAeHUs BHYTPUNPOM3BOACTBEHHOIO KOHTPOIS Ha KPUTUYECKMX CTAOUsIX OOIDKEH
BKIOYATb B ce0SA KOHTPOIbHBIE TOYKM U METOAbl KOHTPOIS, ObiTb 0POPMIEH B NMCbMEHHOM BUAE U corna-
COBaH C OTAENOM KOHTPOISA KavyecTsa.

8.33 BHyTpMNpon3BOACTBEHHbIV KOHTPOMb MOXET NPOBOAUTL MEPCOHaN NPOU3BOACTBEHHOIO NoApas-
OeneHus, UMeLWnn HeobXOAMMYIO KBanMdukauuo, a Hanagaky TEXHONOrMYecKoro npouecca AonyckaeTcs
npoBoaAnTb 0e3 paspelueHusi cnyXbbl KOHTPOMsS KayecTBa, €CNN OHA OCYLLECTBMNSAETCA B YCTAaHOBMEHHbIX
OONyCTUMbIX Npegernax, COrfacoBaHHbIX C OTAENOM KOHTPONs KadyecTBa. Pe3ynbTaTbl TakOro KOHTpONs
OOIMKHbI ObITb AOKYMEHTaNbHO 0hOpPMIIEHBI B MONTHOM 0ObEME 1 BXOAUTL B MPOTOKOS Ha CEPUIO NPOAYKL M.

8.34 lMopsagok otbopa Npob NpoMeXXyTOYHbIX MaTepranos, NpoayktoB u AGC gormkeH ObITb NpuBeaeH
B JOKYMEHTAsIbHO OYOPMITEHHBIX U YTBEPXKOEHHbIX B YCTAHOBMNEHHOM Nopsiake metogukax. [NnaHel n meTo-
Onkn otbopa Npob AomkHbl ObiTb 0OOCHOBAHHBIMW.

8.35 BHyTpunpousBoaCTBEHHbIA OTOOP Npo® AOMKEH NPOBOAUTLCA C UCMONb30BAaHWEM METOAMK,
npegycMmaTtpuBalolMX NpefoTBpalleHne 3arpas3HeHus MaTepuarnoB U OpYrMx MPOMEXYTOYHbIX MPOOYKTOB
unun APC. NMpumeHsiemble MeTOAbBI LOMKHBI 06ecneynBaTh LENOCTHOCTL NPob nocne nx otbopa.

8.36 Ecnu npu npoBepke n/vnu Hanagke TEXHONMOMMYECKOro npouecca pesynbTatbl BHYTPUNPON3BOa-
CTBEHHOIO KOHTPOJIS OKaXXyTCsl He COOTBETCTBYHOLUMMU TPeboBaHUSAM cneundukauui, To NpoBeAeHNe aHa-
n13a NpUYMH OTKITOHEHUI, KaK NpaBuIio, He TpebyeTcs.

8.4 CmelwaHHbIe cepun NPOMEXYTOUYHbIX NpoAaykToB unu A®C

8.40 B paHHOM pykOBOACTBE CMELUMBaHME MaTepuarnoB OnpenenseTcsa kak npouecc obbeguMHeHus
mMaTepuanoB B pamKax O4HOW creuudmrkaumm onsg nponssBoacTsa OAHOPOAHOIO MPOMEXYTOYHOrO MPOAyKTa
unn A®C. BHyTpMNpom3BOACTBEHHOE CMeLUMBaHWe (bpakuMin OOHOW cepwun (Hanpumep, obbeanHeHve He-
CKOMMbKUX 3arpy3oK LEeHTpUdyrn n3 ogHoOW KpUCTannmM3aunmoHHON cepumn unu obbeanHeHne dpakumin ns He-
CKOMbKUX Cepvin Ans AanbHeNlwero NpoM3BoAcTBa) paccmMaTpmBaeTCs Kak YacTb TEXHONOrMYeCcKoro npowec-
Ca 1 He CYNTaEeTCs CMELUMBAHUEM.

8.41 He ponyckaeTcs cMelumMBaHvWe cepun, He yaoBrneTBopsiolwen TpeboBaHuaM cneuundukaumm, ¢
apyrumun cepusimu. Kaxgas cepusi, BHocumas B CMeCb, JOJKHa ObITb NponsBedeHa CornacHo yCTaHOBMEH-
HblM TpeboBaHWAM, MHAMBMAYANBbHO UCNbITaHA, N ee COOTBETCTBME crneuundukaumm JomkHO 6biTb NoaTBEp-
XAEHO OO0 CMeLuMBaHus.

16



Mpasuna GMP EC 2019

8.42 Kak npaBuno, cMeLImnBaoTCs:

- Manble cepun Ansa yBenuyeHus ee pasmepa;

- ocTaTKku (T.e. OTHOCUTENBHO Marble KONMYecTBa BblAENEHHOrO MaTepuarna) u3 cepyi O4HOro 1 Toro
Xe MPOMEXYTOYHOro npoaykra unm A®C ons dopmMmupoBaHus OOHOWM Cepun.

Mpn HeO6XOAMMOCTIN AOMYCKAOTCS 1 OPYrve crlydyan CMeLUVMBaHus MaTtepuarnos.

8.43 lMpouecchl cMmellMBaHns crieayeT KOHTPONMpoBaTb U OPOPMNATL B AOKYMEHTanbHOM Buae, a
CMellaHHas cepusi oSmkHa BbiTb, NPY HEOBXOAMMOCTH, UCMbITAHAa Ha COOTBETCTBUE YCTAHOBMEHHLIM Tpe-
BoBaHuaAM.

8.44 B npoTokone Ha cepuio, NONYYEHHYI0 NOCne CMELIMBaHWS, OOIMKEH NPOCNeXMBaTbCa NpoLece
NPOU3BOACTBA MHAMBMAYATbHbLIX CepUA, POPMUPYIOLLIMX 3TY CMELLAHHYIO CEPUIO.

8.45 Ecnn dmsnyeckne xapakrepuctmku AOC asnawTca kputudeckumn (Hanpumep, AOC npegHasHa-
YyeHa Ans UCMNOMb30BaHMsA B TBEPAbIX AO3UPOBaHHbLIX hopmax Ans NPUHATUS BHYTPb UMK B CYCNEH3UsX), TO
onepauun No CMELLNBaHUIO OOMKHbI ObITb aTTeCTOBaHbl ANst NOATBEPXAEHMS OOQHOPOOHOCTM OKOHYaTerlb-
HOW cepun. ATTecTaums JOIPKHA BKNoYaTh B cebsi MCNbITaHWE KPUTMYECKUX NapaMeTpoB (pacnpegeneHue
yacTuy no pasmepy, obbemMHas NIIOTHOCTb NMpPU CBODOAHOW 3ackinke W yAenbHas NIOTHOCTb NPU YNioTHe-
HMMK), Ha KOTOPbIE MOXET MOBMMATb MPOLECC CMELLMBAHMS.

8.46 Ecnu cmeluvBaHMe MaTepuarnoB MOXET okasaTb HebnaronpusaTHoe BO3gencTBue Ha cTabunb-
HOCTb MPOJYKUMK, TO crieayeT NPOBECTU UCMbITaHUA CTabUINbHOCTU OKOHYaTENbHOW CEPUN.

8.47 Cpok rogHOCTU unu gata NpoBeAeHUs MOBTOPHOIO KOHTPOMS CMELUaHHOW Cepun AOMKHbI BbiTb
OCHOBaHbl Ha AaTe NPOM3BOACTBA CaMou cTapoun dpakumnm Unm cepum B CMeCu.

8.5 KoHTponb 3arpsisHeHumn

8.50 JonyckaeTcs NepeHoCUTb OCTaTKM MaTepuarnos B NocrneayoLline cepum Toro e npoMexyTouy-
Horo npoaykta unu A®C npyu HanM4Mu COOTBETCTBYIOLLErO KOHTpons. K HUM OTHOCATCA ocTaTku, Npunu-
nawoLymne K CTeHKaM U3MenbyYUTENS; CNOW BMaXHbIX KPUCTANsoB, OCTAMOWMIACS B LeHTpudyre nocne pas-
rPy3Ku, U HeMomnHoe yaaneHue XUaKOCTEN UNKU KPUCTannoB U3 TEXHOMOIMYECKOW eMKOCTU Nocre nepepa-
4Yu MaTepuana Ha creaylLLyo TEXHONOrMYECKyo cTaamio. Tako nepeHoc He JOMKEH NpUBOAUTL K nepe-
HOCY NPOAYKTOB pacnaja WM MUKPOOGHOro 3arpsi3HeHusi, KOTopble MOTYT OKa3aTb OoTpuuaTensHoe Bnus-
Hue Ha uncToty ADC.

8.51 lMpu BbLINOMHEHWM TEXHOMOIMYECKMX ONepauuii He criefyeT OonyckaTb 3arpsi3HEHWUST MPOMEXY-
TOYHbIX NpoAykToB uUnu A®C apyrummn matepuanamu.

8.52 Mocne npoBeaeHWs o4NCTKM 060PYAOBaHUS crieayeT NPUHSATL Mepbl NPeaOCTOPOXKHOCTH, YTOObI
nsbexaTtb 3arpasHeHns APC.

9 YnakoBka u mapkmpoBka APC 1 NpoMeXyTOUYHbIX NPOAYKTOB

9.1 O6LwWwMme nonoxeHus

9.10 CnepyeT pa3paboTtatb U AOKYMEHTarNbHO 0hOPMUTL METOAMKM Ha NONyYeHNe, nAeHTUUKaLMIO,
KapaHTWHHOe XpaHeHue, oT6op Npo6, NpoBeAeHMNE UCCNEA0BAHNS U/UMW UCTIBITAHUSI U Bblaayy paspeLueHus
Ha ucnonb3oBaHuWe, a Takke Ha obpallieHne C ynakoBOYHbIMY U MeYaTHbIMW MaTepuanamu.

9.11 MaTepwuansl Ans ynakoBKW U MapKMpOBKW OOMKHbI COOTBETCTBOBATb YCTaHOBMNEHHbIM TpeboBa-
HusIM. MaTepwuansl, He COOTBETCTBYIOLLME 3TUM TPeBGOBaHUSIM, JOMKHbLI OTKIMOHATLCA ANs NpeAoTBpaLLeHus
MX UCMONb30BaHWS B onepauusix, ANsi KOTOPbIX OHU HEMPUrOOHbI.

9.12 CnepyeT XpaHWUTb MPOTOKOMbI HA KaXXayto MOCTaBKy MevaTHbIX U YNakoBOYHbLIX MaTepuanos, Co-
Aepxaliue MHdOpMaLUo 0 NocTaBke, OCMOTPE UMM KOHTpOMe 3TOro martepuana, a Takke 3aknmioyeHue o
paspeLLeHnn ero NCNosb30BaHUS UMM OTKIMOHEHNS.

9.2 YnakoBO4YHble MaTepuansbl

9.20 YnakoBo4YHble MaTepwuansl JOMKHbI obecnevmBaTb Hagexallylo 3amTy NPOMEXYTOYHOro Npo-
aykta unu AOC oT nopyn unm 3arps3HeHns1, KOTopble MOTyT NPON30MTK B MPOLECCe UX TPaHCMOPTUPOBAHUS
UNU XpaHeHwus.

9.21 YnakoBO4YHble MaTepmanbl JOIMKHbI ObiTb YNCTBIMU U, €CNN 3TO OOYCMNOBNEHO BUOOM MPOMEXY-
TOYHOro npoaykra unun A®C, gosmkHbl NPONTN 00paboTKy (Oe3nHpekuno) ana obecnevyeHns ux NPUrogHo-
CTW Onsa JanbHerLwero Ucnonb3oBaHus. YnakoBaHHble MaTepuansl He JOIMKHbI BCTYNaTb B XMMUYECKME pe-
akumm 1 obnagaTe agaMTUBHLIMU UNK abcopOupyoLmMMK CBOMCTBaMU, YTODLI HE AONYCTUTL M3MEHEHUS Ka-
yecTBa MPOMEXYTOYHOro nNpoaykta unm AOGC 3a ycTaHOBNEHHbIE NPeaenbI.

9.22 lMpn NOBTOPHOM WCMOMb30BaHMMN YNAKOBKN OOIKHbI ObiTb OYMLLEHbI B COOTBETCTBMM C yTBEp-
XOEHHbIMU MHCTPYKLMAMM, a BCe NpeablayLumne 3TUKETKN yaaneHsl.
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9.3 BbINycK 1 KOHTPOJb NeYaTHbIX MaTepuanos

9.30 JocTtyn K MecTaM XpaHeHMsl MevaTHbIX MaTtepuanoB AOSKEeH ObiTb paspelleH TOMbKO Nnuuam,
NUMEIOLLUM COOTBETCTBYHOLLME NMONTHOMOYMS.

9.31 lNopsaok onpeaeneHns COOTBETCTBUS MeXAY KONMYECTBOM OTMYLLEHHOTO, UCMOMb30BAHHOMO U
BO3BpALLLEHHOro NeYaTHoro MaTepuarna v OLEHKU PacXOXAEeHUA Mexay KONMYeCTBOM MapKMpOBaHHbIX yna-
KOBOK W BblAaHHbIX 3TUKETOK AOMMKEH BbITb yka3aH B UHCTPYKUUKN. PakTbl HECOOTBETCTBUS AOMXKHbI paccre-
AoBaTtbCs, a pedynbTaThl paccnefoBaHUs AOMKHbI ObiTb YTBEPXKAEHbI OTAENOM KOHTPONSA KavyecTsa.

9.32 BeCb HEMCNONb30BaHHbIN MevyaTHbI MaTtepuan, CoAepPXaLluin HoMep CepUn UnNu Apyryro neyat-
HYIO MHPOPMALINIO O cepun, JOIMKEH ObITb YHUUTOXEH. Bo3BpalleHHbIN neyaTHbI MaTtepuan OOMKeH xpa-
HUTbCHA Takum obpasom, 4Tobbl NpeaoTBpaTUTL €ro nepenyTbiBaHue u obecneuntb Haanexalylo aeHTu-
doukauuio.

9.33 Bbiwewmn ns ynotpebneHnsi n yctapeBLUMI NeYaTHbI MaTepurarn AOIPKEH OblTb YHUYTOXEH.

9.34 CnepyeT opraHn3oBaTb KOHTPOMb 3a paboTon YyCTPOWCTB, NpeAHa3HayYeHHbIX AN nevyaTaHus
3TMKETOK OJ1S YNaKoBOYHbLIX ornepauun, 4Tobbl rapaHTMpOBaTb COOTBETCTBUE BCEX OTTUCKOB MPOTOKOMY Ha
CEepUIo NPoayKUMK.

9.35 CneayeTt opraHvM3oBaTb TLUATENbHbIA KOHTPONb 3TUKETOK, OTrneYaTaHHbIX ANns cepun, Ha Ux co-
OTBETCTBME AaHHOW Cepun 1 yCTaHOBMEHHbIM TpeboBaHmaM. Pe3ynbTaT KOHTpons AomkeH bbiTb odhopmneH
OOKYMEHTarnbHO.

9.36 Obpasey MCnonb3yemMon oTnedYaTaHHON 3TUKETKU AOIPKeH ObiTb BKIHOYEH B MPOTOKOM Cepum
nNpoayKUnK.

9.4 Onepaumm No ynakoBke U MapKupoBKe

9.40 Cnepayet paspaboTtatb U AOKYMEHTanbHO 0hOPMMUTb UHCTPYKLMKU MO UCMONb30BAHMIO YNaKoBOY-
HbIX 1 NeYaTHbIX MaTepuarnos.

9.41 CnepyeT paspaboTaTb MHCTPYKLUUM NO BbINOSIHEHWIO MAaPKUPOBKW, MUCKIOYaloLWMe nepenyTbiBa-
HVe nedvaTHbIX Matepuanos. Onepaunn NO MapKUPOBKE Pas3fUYHbIX MPOMEXYTOYHbIX NPoaykToB unm AGC
OOMXKHbI BbITb pasrpaHnyeHbl (PM3nYeckn nnm NPOCTPaHCTBEHHO.

9.42 DTMKETKN, UCNOfMb3yeMble Ha yNnakoBKaxX MPOMEXYTOYHbIX NpoaykToB unn APC, fomkHbl cogep-
XaTb HaMMEHOBaHWe UM UAEHTUMUKALUOHHBIV KOA, HOMEpP Cepuu NPOAyKTa M yCrnoBUS XpaHeHus (B TOM
cnyyae, Korga ata nHopmMaumsa SBnseTca Kputndeckon ansg obecneveHns kavyectsa NPOMEXYTOYHOro npo-
aykta unn A®C).

9.43 Ecnun npomMexyTouHbIi npoaykT unn APC npegHasHayeHbl Ans nepejadv 3a npegenbl 30Hbl
OENCTBUSI CUCTEMbI KOHTPONSA UX Npou3BoauTeNeM, TO MapKMpoBKa Takke OOMKHa cogepxaTb HavMeHoBa-
HVWe 1 agpec NpeanpuATUA-NPOU3BOAMTENS, KONMMYECTBO COAEPXKUMOro, crneumnanbHble YCNoBUS TpaHCrop-
TUpoBaHus 1 niobble apyrne TpeboBaHUs, NpegyCMOTPEHHbIE HOPMAaTMBHOM AOKyMeHTaumen. Ecnv ansa npo-
MEXYTOUHbIX NpoaykToB unn A®C ycTaHOBMNEH CPOK FOQHOCTM, TO OH AOMKeH ObiTb ykazaH Ha MapKUpOBKe U B
aHanuTuyeckoMm nacrnopte. [ns npomMexyTouHbIx MaTepuanos unn APC, npoliealwmnx NoBTOPHbLIA KOHTPOSb,
AaTta NoBTOPHOro MCNbITaHWS A0MKHA ObITh yKa3aHa Ha MapKMPOBKE M B aHanmUTUYECKOM nacrnopre.

9.44 YnakoBo4yHOe W nevyaTtHoe obopyaoBaHve AOMKHO ObiTb NPOBEPEHO HEMNoCpPeACTBEHHO nepef
ncrnonb3oBaHWeM AN rapaHTUM TOro, YTO BCe MaTepuanbl, He HyXHble Ans nocrneayoLen ynakosku, 6binm
yAaneHbl. OTa npoBepka JoMkHa ObITb yka3aHa B MPOTOKONE Ha cepuio NPoayKLmu, XypHane obopyaoBaHus
Wnn apyron OKyMeHTauuu.

9.45 B cocTaB onepauuin No ynakoBke BXOOAWUT MpOBepKa MPaBUiIbHOCTU MapPKUPOBKU NEPBUYHBIX U
BTOPMYHbIX YNAaKOBOK MPOMEXYTOUHbIX NpoaykToB unu A®C. PesynbTaTbl 3TUX NPOBEPOK AOMKHbI ObITb yKa-
3aHbl B MPOTOKOSIAaX Ha CEPUI0 NPOAYKLUMM UM KOHTPOSb KavyecTBa NPOAYKLUM.

9.46 MNpomexxyTouHble nNpoaykTel unu A®C, oTnpaBnsemMble 3a npeaerbl 30HbI KOHTPOMS NPOM3BOAU-
Tensi, OOIMKHbI ObITb oneyaTaHbl TakuM 06pa3om, YTOObI MPY MOBPEXAEHUM UNN OTCYTCTBUM NeyaTu nonyya-
Tenb obpaTun BHUMaHne Ha BO3MOXXHOCTb 3aMeHbl COAEePXKMMOTO.

10 XpaHeHue u peanusauus

10.1 XpaHeHue Ha cknage

10.10 B nomelueHuax ans XxpaHeHUs MmaTepmanoB AOSKHbI ObiTb NPeayCMOTPEHbI COOTBETCTBYOLLMNE
ycrioBusi (Hanpumep, NoaaepxMBaHue 3agaHHON TeMnepaTypbl U BRaXHOCTW, Npyu HeobxoaumocTu). Cneay-
€T BEeCTV NPOTOKONbI YCMOBUIA XpaHEHUS!, €CNN OHW ABMNAKTCA KPUTUYECKUMW ONS COXPaHEHUss CBOMCTB Ma-
Tepuarnos.

10.11 Bo usbexaHue crny4yaiHOro UnuM HecaHKLUMOHUPOBAHHOIO UCMOSb30BaHUS HaXOAALWMXCA B Ka-
pPaHTUHE, OTKIOHEHHbIX, BO3BPALLEHHbIX UM OTO3BaHHbIX MaTepuanoB AOJKHbI OblTb BblAEMNeHbl OTAEMb-
Hble 30Hbl Arsi UX BPEMEHHOIo XpaHeHus 40 NPUHATUS peLleHust 06 ux AanbHenleM NCNonb30BaHMM (ecnm
OpYyroe He yka3aHo B IOKYMEeHTaLmK).
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10.2 Peanusauun

10.20 Peanuzaums A®C 1 NpoMeXxyTouHbIX MPOAYKTOB TPETbUM CTOPOHAM AOMycKaeTcs TONbKO Mo-
cne nony4vyeHust paspelleHnss OTAerna KOHTPONs KadecTBa Ha MX BbiNyck. B ycnoBusix kapaHTuHa APC un
NPOMEXYTOuYHbIE NMPOAYKTbI MOryT ObiTb NepeBeAeHbl B Apyroe nogpasgerieHne npyu Hanmyuumn paspeLleHnst
OTAena KOHTPOMs Ka4yecTBa, COOTBETCTBYIOLLEN AOKYMEHTALMN U OpraHM3auumn Hagnexallero KOHTPons.

10.21 TpaHcnoptupoBaHue APC 1 NpoMeEXYTOYHbIX MPOAYKTOB HE JOIMKHO OKasbiBaTb BIMSHUA HA UX
Ka4yecTBoO.

10.22 Ocobble ycnoBus TpaHcnopTMpoBaHus U xpaHeHus ADC 1 NnpoMeXyToUHbIX NPOAYKTOB AOMKHbI
ObITb YKa3aHbl Ha 3TUKETKE.

10.23 lNpowunssoauTenb AOMKeH yoeanuTbCsa B TOM, YTO NOAPSAYUK, OCYLLECTBASIOLWNA TpaHCNopTUpo-
BaHMe ADC 1 NpPOMEXYTOYHbLIX MPOAYKTOB MO KOHTPAKTY, 3HaeT 1 cobniogaeT Tpebyemble ycrnoBusi TpaHc-
NOPTUPOBAHNSA N XPaHEHUS.

10.24 [ns obecneveHmns BO3MOXHOCTM BbICTPOro 0T3biBa KaXaon cepumn Npoaykuumn OOmKkHa ObiTb Op-
raHM3oBaHa CMCTeMa OTCIIEXMBaHUS 3a ee peanuaaumen.

11 NNabopaTopHbLIN KOHTPOIb

11.1 OOWKMIN KOHTpPOIb

11.10 Cnyxba KOHTpONsA KayecTBa AOSMPKHa MMeTb B CBOEM pacnopsikeHun Heobxoaumble nabopa-
TOpHble NomeLleHns 1 obopygoBaHme.

11.11 CnepyeT paspaboTaTb U AOKYMeHTanbHO 0hOpMUTL MEeTOAMKM oTbopa npob, npoBeaeHus nc-
NblTaHWI, BblAa4M paspeLleHns Ha UCNoNb3oBaHNE UMW OTKIIOHEHWe MaTepuarnos, perucTpaunm u XxpaHeHus
AaHHbIX, NONyYeHHbIX B NabopaTtopuun. BegeHne npoToKONoOB 1 OTYETOB JOJMKHO COOTBETCTBOBAaThL TpeboBa-
HUAM 6.6.

11.12 Bce cneuudmkaumm, nnaHbel otbopa npob u MeToaukm NpoBeOeHUS UCMbITAHUA OOIMKHbI ObITh
Hay4yHO OBOCHOBAHHbLIMU U rapaHTUPOBaTb, YTO Cbipbe, APC 1 NPOMEXYTOYHbIE NMPOAYKThI, @ Takke nedar-
Hble N ynakoBOYHblE MaTepuarbl COOTBETCTBYIOT YCTAHOBMEHHbIM CTaH4apTaM KavecTBa WM YUCTOThI.
Cneumndumkaumm n MeToaMKn UCMbITaHNA OMKHbI COOTBETCTBOBATb TpeboBaHWAM, YCTAHOBMEHHbIM Npu ro-
cydapcTBeHHOW perucTpauuun. [lonyckaeTcsa ncnonb3oBaTth Apyrve cneundukauumn B AOMNOMHEHNE K BXOAS-
MM B perncrpaumoHHoe gocbe. Cneuundukaumm, nnaHel otoopa Npod 1 MeToaAMKN UCTbITaHUA, B T. Y. U3-
MEHEHMS K HUM, AOMKHbl OblTb paspaboTaHbl COOTBETCTBYIOLWUM NoApasfeneHmemM, pacCMOTpeHbl 1 corna-
COBaHbl CO Cnybow (0TAENOM) KOHTPOISA Ka4yecTBa.

11.13 Cneumndmkaumm gnsa A®C gormkHbl ObiTe pa3paboTaHbl B COOTBETCTBUM C AENCTBYOLUMU HOP-
MaMW U TEXHOSOTMYECKMM NPOLLECCOM, 1 BKIOYaTb B Ce0s KOHTPONb 3a NpMMecsamMmn (Hanpumep, opraHuye-
CKUMW N HEOPraHW4YeCKMMM NPUMECAMU N OCTaTOYHbIM cogepXaHuem pacteoputenen). Ecnn gna A®C npe-
AYyCMOTpeHbI TpeboBaHMA K MUKPOBMONOrMYeCcKon YMCToTe, TO B cneumdukauum AomkHbl BbiTb yCcTaHOBNE-
Hbl AoNyCTUMbIe Npedensbl Ansd obLiero Yncna MMKPOOPraHM3MOB M HexenaTenbHbIX MUKPOOpraHnaMos. Ec-
v ana A®C npegycMoTpeHbl TpeboBaHUS K anMporeHHOCTH, To B cneuudurkaumm OmKHbl BbiTb yCTaHOB-
NeHbl AONYCTUMbIE NPeaernbl K YPOBHIO 3HOOTOKCMHOB.

11.14 Bce onepaumu KOHTpons B nabopatopusix AOSHKHbl MPOBOAMTBCA B COOTBETCTBUM C YTBEp-
XOEHHBIMU MeTOAMKaMM (MHCTPYKUMAMU) U OPOPMIIATLCS B MUCBMEHHOM BUAE HENOCPEACTBEHHO MOCHE UX
nposefeHus. Jllobble OTKNOHEHMS OT yKa3aHHbIX MeTOAMK AOMKHbI ObITb 0OOCHOBaHDI.

11.15 Jio6ble pe3ynbTaThl, BbIXOASALWME 32 paMKu cneumndumkaunin, AomkHbl OblTb paccneaoBaHbl U
0hOpPMIEHbI B COOTBETCTBUM C NPUHATOW METOAMUKON, NpedycMaTpmBaroLLen NnposeaeHne aHanmsa AaHHbIX,
OLEHKY CyLLEeCTBEHHOMN npobnembl, onpeaeneHne nyTen peleHns aTon npobnemMesl 1 popmynmpoBaHne Bbi-
BOAOB U3 MPOBEAEHHOro paccrnegoBaHus. locne nonyvyeHuss pesynbTaToB, BbIXOAALMX 3a paMku cneundm-
Kauun, NOBTOPHble OTOOPLI NPOO W/MNKU MOBTOPHBIE UCTBITAHWS OOJKHbI NMPOBOAUTLCH B COOTBETCTBUM C
NPUHATBEIMU METOAMKAMMN.

11.16 PeakTuBbl U CTaHOapTHbIE PAaCTBOPbI AOMMKHbI MPUIOTaBNMBaTLCA M MapKMpOBaTbLCA B COOTBET-
CTBWM C MPUHATON METOAMKON. [Na aHanMTU4eCKnX peakTBOB M pacTBOPOB CreayeT NPUMeEHATb MapKMp OB-
Ky «/cnonb3oBaTtb 4OY.

11.17 Onsa npoussoactea APC HeobXxoaMMO MMETb NepBUYHbIE CTaHAapTHble 06pas3ubl U JOKYMeHTa-
LUMI0 O NPOUCXOXAEHUM KaXKAoro ctaHgapTHoro obpasua. [aHHble 0 XpaHeHUW U UCNOMb30BaHUW KaXaoro
NepBUYHOro cTaHAapTHOro obpasua cornacHo pekoMeHJauusiM nocTaBLUMKa OOSKHbI ObiTb MpuBeAeHbl B
COOTBETCTBYIOLLMX MpoTokonax. lNepBuyHble cTaHAapTHble o6pasubl, NofyyYeHHble M3 oduumanbHO Npu-
3HaHHbIX WUCTOYHUKOB U XPaHSALLMECH B COOTBETCTBUMM C PEKOMEeHAauMsMU MOCTaBLUMKa, UCMOMb3YIOT, Kak
npaswno, 6e3 NnpoBeaeHNst CNbITaHWN.

11.18 TNpn HEBO3MOXHOCTU MOMYYEHUS] MEPBUYHBIX CTAHAAPTHLIX 006pasuoB M3 oduuManbHO Npu-
3HaHHbLIX UCTOYHMKOB criefyeT pa3paboTaTe BHYTPEHHWE CTaHAapTHble obpasubl npoussoautens. [na yc-
TaHOBMEHWA NOAMMHHOCTU U YACTOThbl NEPBMYHOrO CTaHAapTHoro obpasua TpebyeTcsa npoBeAeHne CooTBET-
CTBYOLLIEro KoHTpons. [poBegeHne KOHTPONsA A0MKHO BbiTb 0POPMIEHO AOKYMEHTanNbHO.
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11.19 CnepyeT paspaboTtaTb NOpsOOK M3rOTOBIEHWUS, YCTaHOBMEHWs, UAEHTUMUKALUW, UCTbITaHWA,
YTBEPXKOEHUS U XPaHEHUsi BTOPUYHbIX CTaHAapTHbIX 06pa3uoB. MpUrogHOCTb KaXKOoW cepun BTOPWUYHOTO
cTaHdapTHoro obpasua AoShkHa ObiTb onpedeneHa 40 MOMEHTa MepPBOro MCMOJb30BaHUS MyTEM €ro cpab-
HEeHWs1 C NMepBUYHBbIM CTaHAapTHLIM obpasuoM. Kaxxaas cepusi BTOPMYHOIO CTaHAapTHOro obpasua AoihkHa
nep1moanyeckn NPoXoanTb NPOBEPKY (aTTecTaunio) B COOTBETCTBUN C YTBEPXKAEHHON METOAMKOMN.

11.2 NpoBeaeHMe ncnbiTaHUM NPOMEXYTOUYHbIX NpoAykToB n APC

11.20 [na noaoTBepXaeHUst COOTBETCTBUS KaXKAOM cepun NpoMexyToyHoro npoaykra n A®C tpebo-
BaHMAM crieumdukaumii omkHbl ObiTb NpoBeAeHbl He0b6XoaMMble TabopaToOpPHbIE UCMbITAHWUS.

11.21 Ons kaxgon ADC, kak npaBuno, OomKeH 6bITb onpefeneH coctas npumecen (MAeHTMUUnpo-
BaHHbIX 1 HENAEHTUPULMPOBAHHbLIX), MPUCYTCTBYIOLLNX B OObIYHOW Cepun, Npon3BeLeHHON B XOA4e KOHKpeT-
HOro KOHTPONMPYEMOro TexHororm4yeckoro npouecca. OnncaHme Npumecen AOMKHO BKMNoYaTh B cebs MXx
naeHTumrKaumMio Unu KakMe-nnbo KayecTBEHHble aHanUTUYECKME MapameTpbl, MO3BOMSLWME ee UOEHTU-
dvumpoBaTh (Hanpumep, BpeMs yaepXXvMBaHus), AManasoH coaepXaHus KaXKaoWn BbISBIIEHHOW NPUMECH U NX
knaccndukaumio (HeopraHudeckasi, opraHmdeckasl, pactsoputens). CoctaB npumecern 06bIYHO 3aBUCUT OT
TexHonormdeckoro npouecca u npupogbl APC. Ona ADPC, nonyd4aembix U3 pacTUTENBHOMO CbIpbA UNMU U3
TKaHeW XXMBOTHbIX, OnpedeneHne coctaesa npumecen obbivHO He TpebyeTca. TpebosaHma k APC, nonyyae-
MbIM OMOTEXHOMOrMYECKNM NYTEM, OOSMKHbI ObITh YCTAHOBMEHbI B COOTBETCTBYIOLLEN HOPMAaTMBHOW OOKY-
MeHTauuun.

11.22 [nga BbigBneHus nameHerHni B A®C, npomcxogdawmx Bcneactene MU3MeHeHUn B Cbipbe, 000py-
JoBaHuu, pabounx napameTpax Unm TEXHOMNOrMYeCcKoM npoLecce, COCTaB NpUMecen nepuogudeckn cnegyer
CpaBHMBATb C COCTABOM MPUMECEW, YKa3aHHbIX B JOKYMeHTauuu, opopMnsgemMon npu rocyaapcTBEHHOW pe-
rMCTpauun, UM ¢ 4aHHbIMU, NOYYEHHbIMU pPaHee.

11.23 CnepgyeT NpoBOAUTb KOHTPOSIb MUKPOBHOW YMCTOThI KaXK40M CEPUN NPOMEXYTOYHOro NpoayKTa
n A®C B COOTBETCTBMM C YCTAHOBIIEHHLIMU TPEOOBaHUSIMMU.

11.3 ATTecTauuma aHanUTUYECKUX MeToAMK (CM. pasgen 12)

11.4 AHanuTnYecKue nacnopTa

11.40 Ha kaxgyto cepuio MpomexyToyHoro npogykrta u/mnn A®C gormkeH BblAaBaTbCA NOAMMHHbIN
aHanuTuM4eckuin nacnopT (no TpeboBaHuio).

11.41 AHanuTUYeCKnn NacnopT AOMMKEH coaepXaTb MHOPMaLUMI0 O HAMMEHOBAHMN NMPOMEXYTOYHOIO
npogykta unm A®C, B T. Y. O ero Y1CcToTe, HoMepe cepum 1 gaTte Bbinycka. [ns npoMexXyTOUHbIX NMPOAYKTOB
n A®C c ycTaHOBMNEHHbIM CPOKOM FOAHOCTM MOCNEAHUA AOMKEH ObiTb ykazaH B MapkUpOBKE M aHanuTuye-
cKkoM nacnopTe. [Ons npomexyTouHblx npodyktoB nnm A®C ¢ gaTon NOBTOPHOrO KOHTPOMS 3Ta AaTta Takke
OOIPKHa ObITb yKasaHa B MapK1poBKe W/1ivM aHannTM4eckom nacrnopTe.

11.42 B aHanMTu4eckoM nacnopTe OOSKHbl BblTb NepeyncrieHbl BCe NCMbITaHUSA, NPOBEAEHHbIE B CO-
OTBETCTBMM C HOPMATMBHLIMU JOKYMEHTaMun nnu TpeboBaHMsAMU 3aKkasynka, B T. Y. KPUTEPUN NPUEMNEMOCTHU
N NONyYeHHble KOMNMMYECTBEHHbIE pe3yrnbTaThl (MPK UX HanmMymum).

11.43 B aHanMTu4eckom nacnopTe AoMmkHa OblTb ykasaHa gata u nognvMcb OTBETCTBEHHOro nuua oT-
Jena KOHTPOMNs KayecTBa, a Takke HaumeHOoBaHue, agpec W TenedoH MNepBUYHOrO npeanpusaTUs-
npoussogutens. Ecnn aHanus 6bin NpoBedeH Ha BTOPUYHOM NPEANnpPUATMU-YNAKOBLUMKE UMW Npou3soguTe-
ne, aHanMTUYeCKU NacnopT AOSKEH cofepXaTb HaumeHoBaHve, agpec, TenedoH BTOPMYHOro nmpeanpu-
ATUA-YNaKoBLUMKa UM NPOM3BOAUTENS N HAaVMEeHOBaHWe NepBUYHOrO NPOU3BOANTENS.

11.44 HoBble aHanuTM4eckue nacnopTa, BbiMycKaemble BTOPUYHBIM MPEeAnpUATUEM-YNaKOBLUNKOM
Unu npov3BoamuTeneMm, NOcTaBLUMKaMM UMW NMuaMu, AeUCTBYIOLLMMUN OT UX UMEHU, AOIMKHbI coaepxaTb Ha-
nMeHoBaHuWe, agpec U TenedoH nabopaTopun, NPOBOAMBLLEN 3TU aHanM3bl. B HMX Takke AOMKHbI ObITb
yKasaHbl HaumeHoBaHWe, agpec NePBUYHOIO NPOM3BOAUTENS U OPUIMHAN nacnopTa Ha 3Ty Cepuio Npoayk-
LM C NPUINOXEHUEM €ro Konuu.

11.5 KoHTponb ctabunbHoctu A®C

11.50 Cnepyet paspaboTtaTb U AOKYMEHTaNbHO 0POPMUTL MPOrpamMmMy HEMPEPLIBHOrO KOHTPOIS CTa-
6unbHocTn APC, pesynbTaTbl KOTOPOrO OOJBKHBI UCMONb30BaTLCA AN1A NOATBEPXKAEHUS YCIIOBUIN XPaHEHMS,
npu nepecMoTpe cpoka rogHOCTU NN CPoKa NpoBeAeHUsI MOBTOPHOIO KOHTPOIS.

11.51 MeToaukM ucnbiTaHWin Ha CTabUIbHOCTbL AOMMKHbI ObITb aTTECTOBAHBI.

11.52 Mpo6bl Ans KOHTPONst CTabWUIMbHOCTM CNeayeT XpaHUTb B YNakoBKaX, UMUTUPYIOLLUX KOMMeEpYe-
ckue ynakoBku. Hanpumep, ona APC, noctaBnsemblx B MeLUKax, MOMELLEHHbIX B KapTOHHble GapabaHbl,
Npobbl ANA KOHTPOIS CTabMNbHOCTU MOTYT BbiTb YNakoBaHbl B MELLKU M3 TOrO e Matepuana, NnoMeLleHHble
B O6apabaHbl, MeHbLUME MO pa3Mepy M M3TOTOBIMEHHbIE U3 MOXOXEro UMM TaKoro e mMartepwvana, Kak u ang
A®C, noctynaroux B peanmsaumio.

11.53 [ns nogTBepxaeHus aaTbl NPOBEAEHUSA MOBTOPHOIO KOHTPONS unn cpoka rogHoctn A®C nep-
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Bble TPW peanu3yemble Cepum, Kak NpaBuo, AOIMKHbI OblTb NCMbITaHbl HA CTabunbHOCTb. Ecnn pesynbTathl
npeablaywmx UCMbiTaHUA MoKa3bIiBalT, YTO AaHHasa cepusd ADPC OyaeT coxpaHAaTb CTabMbHOCTbL elle He
MeHee OByX NeT, A0NycKaeTCs UCMONb30BaTh MEHEE TPEX CEPUN.

11.54 B nporpammMy KOHTPOrsSi CTabunbHOCTW €XerogHo AOMMKHa BKOYATLCH, MO KpanHen Mepe, XoTs
6bl ogHa cepusa npoussogmmon ADC (3a MCKMIOYEHNEM Cry4vaeB, Korga B STOT rog ee npou3BOACTBO He
OCYLLECTBMSANOCh).

11.55 [ina ADC ¢ KOpOTKMM CPOKOM FOAHOCTU UCMbITaHUA crieayeT NpoBoAMTb Yalle. Hanpumep, ons
BuoTexHonornyeckmx/6nonornyeckux n apyrux A®C co CpokoM XpaHeHus OAuH roa n MeHee npobbl Ha cTa-
OMnbHOCTL cnegyeT oTbupaTtb U UCNBITbIBATE EXXEMECHYHO B TedeHue nepBbiX 3 MeC. 1 3aTEM C UHTEPBArioM
B 3 MecC.

Mpy HanNMuuKn gaHHbIX, NOATBEPXKAAKLLMX cCOXpaHeHne ctabunbHocTn APC, MoXeT OblTb pacCMOTPEH
Bonpoc 06 yBenMyeHnn nepuoguyHoOCTU UCMbITaHU (Hanpumep, NpoBeAeHne NCMbITaHnn Yepes 9 Mec.).

11.56 YcnoBusi XxpaHeHUst Npy NPOBEAEHUUN UCMbITAHUIA Ha CTabUIbHOCTb JOJPKHbI, MO BO3MOXHOCTMH,
COOTBETCTBOBAaTbL TpeboBaHWSIM HOPMAaTMBHOW OOKYMEHTauuu K MPOBEAEHU 3TMX ucnbiTaHui (PykoBo-
acteo ICH).

11.6 CpoKk rogHOCTM 1 AaTa NOBTOPHOIro0 KOHTPONA

11.60 Ecnv npoMexXyTOYHbIN NPOAYKT NpeAHasHadeH ans nepemMeLleHns 3a npegensl 30Hbl AeCTBUS
cucTembl obecneyeHns kavyecTBa Npou3BoauTens U Ans 9TOro NpPoAykTa YCTaHOBEH CPOK rogHOCTU UMu
Aarta nposefeHust NOBTOPHOIO KOHTPOMs, TO CreAyeT MMEeTb AaHHble No ero crabunbHoCcTM (Hanpumep,
onybnukoBaHHy0 nHopMauunto, pesynbTaTbl UCbITAHWN).

11.61 Cpok rogHoctn A®C n gata NOBTOPHOrO KOHTPOMS AOMKHbI BbiTb OCHOBaHbI Ha pesyrnbTaTax
aHanusa AaHHbIX, MONYyYeHHbIX NPU UCMbITAHMAX Ha cTabunbHocTb. O6biMHO Ana APC ucnonb3yoT gaTy
NMOBTOPHOrO KOHTPONS, a He AaTy cpoka rogHOCTMH.

11.62 OnpepeneHve npeaBapuTENbHOrO Cpoka FOAHOCTU MM AaTbl MOBTOPHOrO KoHTpons APC mo-
XeT OCHOBbIBaATbCA Ha AaHHbLIX NPOU3BOACTBA OMbITHBLIX CEPUIN B CREAYOLWUX CryYasx:

1) npy Npon3BoACTBE OMbITHLIX CEPUIN UCNOMBb30BaNUCL METOAbI, MOAENUPYIOLLNE TEXHONOMMYECKNI
npouecc nNpy NPOMBbILLNIEHHOM NPOU3BOACTBE;

2) kavyectBo ADC cooTBETCTBYET KauyeCcTBY NpoAayKuuu, koTopast OGyaeT nponsBOAUTLCA B MPOMBbILL-
neHHom macwTabe.

11.63 [Ona npoBedeHMs NOBTOPHOIO KOHTPOMs AOMKEH MCMONb30BaTbCa 0b6pasel, penpe3eHTaTus-
HbI ONs 3TON cepun.

11.7 KoHTponbHble/apXuBHble 00pa3Lbl

11.70 YnakoBka M XpaHeHMe KOHTPOIbHbIX 00pa3uLoB NpegHasHavyeHbl A5 BO3MOXHON OLIEHKM Kaye-
ctBa cepunn AOC B OyayLieM, a He A4Ns NPOBEAEHUSA UCMbITAHUIA 3TUX 0Opa3LoB Ha CTabUIBbHOCTD.

11.71 MapkupoBaHHble KOHTPOMbHble 06pas3Lbl U3 kaxaon cepun APC crieqyeT COXpaHsiTb He MeHee
O[HOTO rofa nocrie UCTEYEHUss cpoka rogHOCTM OAaHHOW cepuun, OnpedeneHHOro nNpousBoguTeneM, unm B
TeyeHne Tpex NeT nocne gaTbl peanu3auun 3Ton cepuu, B 3aBUCUMOCTM OT TOro, Kakom cpok bonblue. [ns
A®C c gaTon NOBTOPHOrO KOHTPONA aHanNOrMyHble KOHTPOMNbHbIE 00pas3Lbl creayeT XpaHUTb B TeYEHUE Tpex
neT nocne TOro, Kak ata cepus Gbina NOMHOCTLIO peanu3oBaHa Npon3BoauTENEM.

11.72 KoHTponbHble 06pasubl AOMKHbI XPaHUTLCS B TaKOW Xe WU B 3KBUBANEHTHOMN YMNaKoOBKe, UC-
nons3yemon ans A®C, nnbo B ynakoBke, bonee 3alluLLEeHHON, YeM ynakoBKa, B KOTOPOW peanu3yeTcst aTa
npoaykuusi. Konnyectso apxuBHbix 06pa3uoB AOMKHO ObiTb AOCTATOYHBIM A9 NPOBEAEHUSA HE MEHEE ABYX
MOSHbIX aHanu3o0B B COOTBETCTBUM C TpeboBaHuamMu Papmakoneun, nubo, B criyyae OTCYTCTBUS COOTBETCT-
BytoLLler hapMakonerHomn cTaTbn, ABYX NOMHbIX aHanM30B COrnacHo crneuudukaLlmm.

12 ATtTectaums (UCNbITaHUS)

12.1 MNonutuka NnpoBeaeHUA aTTrecTaumm (UCNbITaHUN)

12.10 O6wwasa nonutuka NpeanpuaTus, Lenu 1 noaxoa K npoueccam atrectaumu, B T. 4. K atTectaunm
TEXHOIOrMYECKNX MPOLLECCOB, METOAO0B OYMCTKM, aHanUTUYECKUX MEeToOOoB, METOAOB MPOBEAEHWUS BHYTPU-
NPOWN3BOACTBEHHOIO KOHTPOMS, CUCTEM C KOMMbIOTEPHBLIM YNpaBfeHWEM U KOHTPOMEM W Nul, OTBETCTBEH-
HbIX 3a pa3paboTKy, pacCMOTpeHue, cornacoBaHve U odopMIIeHNe Kaxaow ctagum attectaumm (ucnbita-
HWIA), BOMKHbI ObITb 0POPMIIEHBI B MMCbMEHHOM BUAE.

12.11 Kak npaBuno, B xoge pa3paboTku npouecca (MM no UMEKLMMCS SaHHbIM) AOSKHbI ObITh On-
peaeneHbl KpUTUYECKME napaMeTpbl (XapakTepUCTUKA) U Npeaernbl NX u3MeHeHun, Heobxoaumble ans obec-
neveHns HagexHon paboTel. K Takum napameTpam OTHOCHATCS:

- KpUTUYECKME XapaKTEPUCTUKM, KOTOPbIE JOIMKHbI ObITb yKa3aHbl Ans gaHHoro npogykra (APC);

- TEXHOMOrMYeckne napameTpsbl, KOTOPble MOTYT MOBMAMATL HA KPUTUYECKNE XapaKTEPUCTUKN KavecTBa
ADC;
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- nNpefenbHble N3MEHEHMST KaXKO0ro KPpUTUYECKOro napameTpa npouecca, KoTopble 6yayT Mcnonb3o-
BaTbCS B X04€ TEKYLLEro Npon3BoACTBEHHOrO KOHTPOJIS.

12.12 Onepauun, KOTOpbIE CYMTAIOTCH KPUTMYECKMMU ONs kadecTBa U 4ynctoTel AOC, nognexar atTe-
crauuu.

12.2 [lokymeHTauma no aTtrectaumm (MCnbiTaHUSM)

12.20 [nsa kaxgoro npolecca, nognexallero atrectauun, cneayet paspabotaTe MeTOAUKY NpoBeae-
HUS aTTecTaumm, COrnacoBaHHYO Mexay CnyXbon kadecTBa u ApyrMMn oTaenamu, UMeLLUMUN K HEW OTHO-
LeHue.

12.21 B meToguke atTrectaumm AOMKHbI BbiTb onpeaeneHbl KpUTUYeckue onepaumm (CTagmm) TEXHO-
fIorMyeckoro npouecca 1 Kputepum NpMeMNeMocTu, a Takke Buabl atTectaumm (Hanpumep, peTpocnekTns-
Hasi, MepcnekTnBHas, TekyLwas) N KONM4ecTBo NPOU3BOACTBEHHBIX LIMKIOB, HEODXOAMMbIX AN NpoBeAeHs
aTTecTayun.

12.22 OT4eT 0 NpoBeAeHMM aTTeCcTauun JOSMKEH CoaepKaTb CChINKy HA METOAMKY aTTecTtauum (C yka-
3aHMEM BCEX 3aMEeYEHHbIX OTKITOHEHWUI) U BbIBOAbI C PEKOMEHAALMAMM MO YCTPAHEHNIO HEJOCTATKOB.

12.23 Jlobble OTKMOHEHWMst OT TpeboBaHMN METOOMKM aTTecTauun OOJPKHbl OblTb OBOCHOBaHbI U
0opMIEHbI B MUCbMEHHOM BUAE.

12.3 Jtanbl aTTecTauum (UCNbITaHUN)

12.30 o npoBegeHus paboT no arrectaumm NpoLeccoB crneayeT NPOBECTU aTTeCTaUuio KPUTUYECKO-
ro obopynoBaHMs U BCNOMOraTernbHbIX cUCTeM B Heobxoaumom obbeme. Kak npaBuno, Takylo atTecrtauumto
NPOBOASAT B HECKOMbKO 3TaroB.:

- atTectauus npoekta (Design Qualification; DQ) — gokymeHTanbHoe noATBepXgeHne Toro, YTo npo-
€KT Npou3BoOACTBa (B T. Y. MOMeLLEHUs, 06opyaoBaHNEe UM BCMOMOraTesflbHblE CUCTEMbI) COOTBETCTBYET
CBOEMY Ha3Ha4eHuo*;

- aTTecTaums yctaHoBneHHoro obopygoBaHusa (Installation Qualification; 1Q) — gokymeHTansHoe noa-
TBEPXOEHNE TOro, YTO YCTAHOBIIEHHOE MINKM U3MeHeHHoe obopyaoBaHMe, MOMELLEHMS UM BCNOMOoraTenb-
Hbl€ CMCTEMbl COOTBETCTBYIOT YTBEPXAEHHOMY MPOEKTY, 3a4aHMI0 Ha MPOEKTUPOBAHWE U OENCTBYIOLLUM
HOopMmam;

- aTTecTaumnsa dyHKkUMoHmpytowero obopyaoBaHus (Operational Qualification; OQ) — gokymeHTanbHoe
NnoATBEPXKAEHME TOr0, YTO YCTAHOBIIEHHOE WU U3MEHEHHOe 00opyaoBaHWe, NMOMELLEHMS UM BCnomora-
TenbHbIE CUCTEMBI (DYHKLMOHUPYIOT Hagnexawmnm obpasom B TpebyemMoM pexumme;

- atTectauua B akcnnyaTtauumn (Performance Qualification; PQ) — gokymeHTanbHoe noarteepXaeHue
TOro, 4To 0bopygoBaHUE, NOMELLEHNS N BCMOMOraTenbHble CUCTEMbI MOTYT paboTaTb COBMECTHO C HY)KHOM
3(PPEKTUBHOCTBIO M BOCMPOM3BOAMMOCTBI B COOTBETCTBUM C YTBEPKAEHHBIMU TpeOOBaHMAMMN M XapakTe-
pUCTMKaMM TEXHOMOMMYECKOro npotiecca.

12.4 AtTecTauusa (McnbiTaHus) npouecca

12.40 ATTecTtauusa (McnbiTaHUA) npouecca — AOKYMEHTanbHoe NMOATBEpXOEHWe Toro, YTto MnpoLiecc,
BbINOSNIHAEMbIA B Mpefenax YCTaHOBMEHHbIX NapamMeTpoB, obecneynBaeT ahdeKTMBHOE M BOCNPOM3BOAU-
MO€e MPOM3BOACTBO MPOMEXYTOUYHbIX NPoAyKTOB u ADC, yaoBNeTBOPSAOLLMX YCTAHOBMNEHHbIM TpeboBaHmaAM
1 NokasaTensam KayecTsa.

12.41 CywecTBytoT TpU BUAa atrectaumu. M3 Tpex BugoB aTrectauum npeanoytTuTenbHbIM ABRAsSeTCS
nepcnekTuBHas aTTectauusi, HO BO3MOXHO MCMONb30BaHUE U Opyrux BUOOB. OTU BUAbl aTTecTtauun u ob-
nacTun X NpUMEHEHUS NPUBOAATCS HUXKE.

12.42 TNepcnekTUBHYO aTTecTauuio NpMMEHSIOT Ang Bcex npoueccos npoussoactesa AD®C, onpeae-
neHHbIX B 12.12. MNMepcnekTuBHasa aTTecTauud, ncnonb3dyemas ans npouecca npoussoactsa A®C, aomkHa
ObITb 3aBepLUeHa [0 BbiMycka Ha PbIHOK FOTOBOrO fIEKAPCTBEHHOIO CPeACTBa, NPOM3BEAEHHOrO M3 3TOM
A®C.

12.43 Tekywlasa atTectaumsi MOXeT MPOBOAUTLCS MPU OTCYTCTBMM AaHHbIX O MOBTOPHbLIX TEXHOMOrMye-
CKMX LMKIax. AToO MOXET ObITb 06yCnOBMEHO NMPOM3BOACTBOM TOJNIBKO OrpaHuMYeHHOro umcna cepui A®C,
HeperynspHbeiM npounssogcteom cepuii A®C unm npomssoacTsom APC ¢ MCMONb30BaHMEM aTTECTOBAHHOMO
npouecca, B KOTOpbIV Bbiny BHECEHbI n3MeHeHus. [Jo 3aBeplieHus Tekywen attectaunm cepum ASC moryT
ObITb BbIMyLLEHbI U UCMOMBL30BaHbI A5l MPOM3BOACTBA FOTOBbLIX JIEKAPCTBEHHbIX CPEACTB AJ1 UX peanuia-
LUUKN Ha PblHKE HA OCHOBAHWW TLLATENbHOrO HEMPEPLIBHOIO KOHTPONSA U NPOBEAEHNS UCTbITAHUA 3TUX Cepui
A®C.

12.44 PeTpocnekTUBHYIO aTTecTauuio NPUMEHSIOT KaK MUCKMYeHWe AN XOpOLUO OTNaXeHHbIX Npo-
LLlecCcoB, KOTOpble He NpeTepneBany 3Ha4ynTeNbHbIX U3MeHeHn ang kayectea A®C 13-3a U3MEHEHWI CbIpbs,
obopynoBaHusi, CUCTEM, YCTPOMCTB UNN NPUMEHAEMOro TEXHOMOMMYECKOro npouecca. 3ToT BUA aTTecTaumm

* 3adaHuro Ha npoekmuposaHue u delicmeayrouium HopMmam (npum. paspabomyuxka cmarHdapma).
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MOXET MCNONb30BaTbCH B TOM Cryyae, eCru:

1) onpegeneHbl KpUTUYECKNE XapaKTEPUCTMKN KavyeCcTBa U KpUTUYECKNE NapaMeTpbl NpoLecca;

2) ycTaHOBMEHbI COOTBETCTBYIOLLNE BHYTPUNPOU3BOACTBEHHbLIE KPUTEPUUN MPUEMIIEMOCTU U KOHTPOSS;

3) oTcyTCcTBOBanM cyuwiecTBeHHble cbon B xode mpouecca (kayecTBe MpoayKuun) Mo npuyvMHaMm, He
CBSI3aHHbIM C OLIMOKaMu onepaTtopa unm oTkasamy 060pyaoBaHus;

4) ycTaHOBMEH CcOCTaB Nnpumecen Ans cyuectytowmx ASGC.

12.45 Cepun npoaykuun, otobpaHHble ANS MNpOBeAeHUS PeTpOCMNEeKTUBHOW aTTecTauuu, OO0JIKHbI
npeacTaBnsaATb cODOM penpe3eHTaTMBHYIO BbIOOPKY M3 BCEX CEpuUK, NPOU3BEAEHHbLIX 3@ paccMaTprBaeMblit
nepvoa BpeMeHu, B T. Y. BCEX CEpUK, KOTOpble HEe COOTBETCTBOBaNu TpeboBaHnam cneumndumkauun. Yucno
3TUX Cepuii OOIMKHO ObiTb AOCTATOYHBIM NS MNOATBEPXAeHua cTabunbHOCTU npouecca. [NMpu npoBeaeHun
peTpoCneKkTUBHOM aTTecTauumn JonyckaeTCa NCNOMb30BaTbh KOHTPObHbIE (apXUBHbIE) 06pasLbl.

12.5 NMporpamma artTecraumm (MCNbiTaHWI) Npouecca

12.50 Yucno NpoM3BOACTBEHHBIX LMKIOB Afs NpoBedeHust aTtTecTauun (UCMbiTaHWiA) 3aBUCUT OT
CMNOXHOCTW MpoLecca Uy xapakrepa U3MeHeH1s napameTpoB npouecca. [ns npoBeaeHUsi NepcnekTUBHON
M TeKyllen aTtTectaumy crieqyet UCMofb3oBaTh HE MeHee Tpex MocrnefoBaTenbHO MPOU3BEAEHHbIX Cepun
NpoAayKuMn Hagnexawlero kayectsa. OgHako MoryT ObiTb Crydyau, Npu KOTOpbIX AMS AOKa3aTenbCTBa CTa-
OunbHOCTM npouecca MoryT noTpeboBaTbCA LOMNOMHUTENbHbIE MPOW3BOLACTBEHHbIE UMKMbLI (Hanpumep,
CMNOXHble unu gnuTeneHble npoueccol nponssoacTsa APC). MNMpu peTpoCneKkTUBHBIX UCMbITAHMAX A8 NoA-
TBEPXXAEHNS CTabunbHOCTU npouecca uccrieaytoT gaHHble 10 — 30 nocnegoBaTenbHbIX CEPUN MPOSYKLUNN.
Mpn HanMumM 060CHOBAHUSA 3TO YMCNO MOXET ObITb YMEHbLLEHO.

12.51 B xoge aTtTectauumn (MCnbiTaHU) npouecca crieqyeT KOHTPONMPOBaTb €ro KpuTudeckme napa-
meTpbl. [NapameTpbl Npouecca, He CBsI3aHHbIE C Ka4eCTBOM MPOAYKUUW (Hanpumep, pacxod SHepruv unm
CPOK Mcnonb3oBaHUsA 060pyaoBaHust), He NnoanexarT aTTectauum.

12.52 ATTecTaumsi npouecca AofKHa NoATBEPANUTb, YTO YCTaHOBIEHHbIM cocTaB npumecen A®C Ha-
XoauTCca B gonycTumbix npegenax. CoctaB npumecen (Ka4eCTBEHHbIN M KONMMYECTBEHHBIN) OOIMKEH ObiTh
aHamnormyeH unu nydwie coctaBa NpUMeECeW, yCTaHOBIIEHHOMO MO NpeablgyWwuM AaHHbIM, UK, rae npuMme-
HMMO, ObITb MydLle cocTaBa NPUMECEN, YCTaHOBIEHHOMO Npu pa3paboTke TEXHONOrMYEeCKoro npouecca; unm
npoduna npumecen B cepusax NpoayKuun, nNpegHasHavYeHHbIX A5 NPOBEAEHMS KITMHUYECKUX UM TOKCUKO-
NOrMYeCKNX nccrneaoBaHun.

12.6 NMepnoaunyeckas oueHKa aTTeCTOBaHHbIX (MCMNbITaHHbIX) CUCTEM U NPOLLECCOB

12.60 CucTembl 1 Npouecchl criegyeT nepuoanyecku oueHUBaThb Ans NoATBEPXKAEHUS! TOT0, YTO OHU
npogorkatoT paboTaTk B aTTecToBaHHOM pexume. MNoBTopHasi aTTecTaunsa He TpebyeTcs, ecnu B CUCTEMY
UMK npoLecc He 6biIo BHECEHO HUKAKUX CYLLECTBEHHbIX M3MEHeHW U aHanu3 kayecTBa MpoayKuuM noa-
TBEpPXXAaeT, YTo aTa cucTema Uim npouecc cTaburnbHO NPon3BOAST NPOAYKUUI0 B COOTBETCTBUM C YCTaHOB-
NeHHbIMU TpeGoBaHUAMU.

12.7 ATTecTaumsi MeToa0B OYMCTKMU

12.70 Kak npaBuno, cnegyet NpoBoAUTb aTTecTaumio MeTogoB o4ncTkM. OObIYHO aTTecTauuto MeTo-
0B OYNCTKM NPOBOASAT B Cly4asix, Korga 3arpsi3HeHne unv nepeHoc mMatepuarnoB NpeacTaBnsioT Hanbonb-
wun puck ansa kadectsa A®C. Hanpumep, Ha paHHUX CTagusix NPOM3BOACTBA MOXET OKa3aTbCs HEHYXKHOW
aTTecTauuss METOOOB OYMCTKM 00OpYyAOBaHWs, €CNK BCE OCTaTKU yOoansoTCs NocneaywmmMmn onepaumsamMm
OYUCTKMN.

12.71 ATTecTaums METOOOB OYUCTKM OOSMKHA OTpaXaTb hakTUYeCcKuin xapakTep UCrnonb3oBaHus 06o-
pynoBaHusi. Ecnu Ha ogHOM 1 ToM e 06opyaoBaHUm NpousBogdaTcst pasnuyuHble APC unu NnpoMexyTouHble
NpoayKTbl, N O4YMUCTKa 3TOro 06opyaOBaHUS NPOBOAUTCHA OOHWM U TEM >Xe Crnocobom, To AN aTTectauuu
OYMCTKN MOXET ObITb BbIOpaH penpe3eHTaTMBHLIN 0bpa3seL, MPoOMeXyTo4YHOro npoaykra unu A®C. 3T0T Bbi-
0O0op O0/KeH OblITb OCHOBAH Ha CBOMCTBAX paCTBOPUMOCTM BELLECTBA M TPYAHOCTU €ro OYMCTKU, a TakKe Ha
pacdeTe OOMYyCTUMbIX MpefernbHbIX 3HAYEHUN OCTATKOB Ha OCHOBE €ro akTUBHOCTW, TOKCUYHOCTU U CTa-
OMnbHOCTN.

12.72 MeTopuka aTTectaumm OYUCTKM OOJDKHA COAEpXKaTb XapaKTepuCTMKy 0DOpyaoBaHusA, noane-
Xallero ouncTke, NopsgoK OYUCTKM, NepevYeHb MaTepuarnos, AONYCTUMbIE MpeferibHble 3HAaYEeHUS YNCTOThI,
napameTpbl, KOTOpble CreayeT KOHTPONMPOBaTb, U NMPUMEHSIEMble aHanuTuyeckue Metonbl. B meTtoguke
Takke crnegyeT ykasaTb BUA 0TOUpaeMbix Npob, MeToabl NX 0TOopa U MapKUpPOBKM.

12.73 Ona onpefeneHus pacTBOPMMbIX M HEPACTBOPMMbIX OCTaTKOB Npu oTbope npob cnegyeTt uc-
nonb3oBaTb Takne MeToAbl, Kak B3iTUE Ma3KOB, CMbIBOB, UMW anbTepHaTMBHbIE MeToabl (Hanpumep, nps-
MYIO 3KCTpakumio). Micnonbayemble MeToabl 0TOopa Npob AOMKHBI MO3BONATL NPOBOAUTL KONMYECTBEHHOE
onpeferneHne ocTaTKOB Ha NOBEPXHOCTU obopyaoBaHua nocne ero ounctkn. OT6op npob nytem B3ATUS
Ma3KOB MOXET ObITb HE BCerga NpUMeHUM, eCiv NOBEPXHOCTU KOHTaKTa C MPOAYyKTOM SBMSHOTCA TPYAHOOOC-
TYMHbIMK KU3-32 OCODEHHOCTEN KOHCTPYKUUM 060pygoBaHMS W/WNKM OrpaHUYeHuid npouecca (Hanpumep,
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BHYTPEHHME MOBEPXHOCTU LUMaHroB, Tpyb, COCyqoB, peakTOpoB C ManeHbKMMKU OTBEPCTUSIMU) UMK Npu pa-
00Te C TOKCUYECKMMM MaTepuanamu, a Takke ¢ ManorabapuTHbIM CNoXHbIM 06opyaoBaHNEM (HanpuMmep, C
N3MenbYMTENSAMN U NCEBAOOKWKUTENAMN).

12.74 CnepyeT MCnonb30oBaTb aTTECTOBaHHbIE aHANMTUYECKNe MeToabl, obrajaLme 4oCTaTOYHOM
YYBCTBUTENbHOCTbLIO ANS ONpeAeneHnst JOMyCTUMOro YPOBHSI OCTATKOB MIN 3arpsi3HeHUn. [nsa kaxgoro me-
ToOoa crnegyeT onpedenvTb ero BOCMPOM3BOAMMOCTb. [lpedenbHble OONYCTUMBbIE KONUYECTBA OCTaTKOB
OOMMKHbI ObITb peanbHO AOCTUXMMbIMW, NPOBEPSEMbIMU U OCHOBbLIBATLCA Ha OCTaTke Hanbonee onacHoro
BewlecTBa. [pegenbHble AOMNYCTUMbIE YPOBHU OCTATKOB MOTYT YCTaHaBMMBaTbCHA HA OCHOBE MWHUMAnbHOMN
N3BECTHOM (hbapMaKONOrm4eckom, TOKCUKONOrM4eckon unm douanonorndyeckon aktmeHoctn A®C mnnmn ee Hau-
Bonee onacHOro KOMMOHEHTA.

12.75 [ns npoueccoBs, B KOTOPbIX CYLLECTBYET orpaHuyeHne Ha obLiee MUKpOBOHOe 3arpsa3HeHne unu
YpOBEHb 9HAOTOKCUHOB B ADPC, nnu gpyrux npoLeccoB, s KOTOPbIX Takoe 3arpsi3HEHWe MOXET npeacTaBs-
NATb onacHOCTb (Hanpumep, Npu NpoussBoacTBe HecTepunbHbix ADC, ncnonb3yemblx B NPON3BOACTBE CTe-
pWIbHbBIX NpenapaToB), aTTecTauus OYUCTKU (ae3nHdekumm) obopygoBaHusa JoMmkHa BKoYaTb B cebs on-
peaeneHne ypoBHS 3arpsa3HeHnsi Mo MUKPOOPraHuamMam 1N S3HOOTOKCUHAM.

12.76 lNMocne npoBegeHns aTTecTauum METOAbl OYUCTKM LOIDKHBI KOHTPONMPOBATLCS C ONpeaenieHHON
NepuoanYHOCTbIO ANsl NMOATBEPXKAEHUSA TOrO, YTO OHUM COXPAHAT 3(PIPEKTUBHOCTL NMPU UCMOMbL30OBAHUM B
TeKyliemMm npousBoacTee. Unctoty obopyaoBaHNs MOXHO KOHTPONMMpOBaTb aHanMTUY4ECKUMW MeTodamu, a
ecnn 9TO JonyckaeTcsd, — NyTeM BM3yanbHOro ocmoTpa. BusyanbHbll OCMOTP MNO3BOMSieT onpenenntb
OonblUMe CKOMNMNEHWUs1 3arpPA3HEHUI Ha ManbIX NroLwWaasx, KoTopble MOryT ocTaBaTbCsi HEOOHapYXEHHbIMU
npu otbope npob n/vnu nposegeHUn aHanM3oB.

12.8 ATTecTaumda aHanNNTU4YEeCKMX MeTo4oB

12.80 CneayeT npegycmaTtpuBaTb atTecTaumio aHanMTUYeckux MeTonos, 3a UCKMNYeHneM hapmako-
NenHbIX WM OpYrux yTBepXOEeHHbIX MeToOoB. B KaxaoM KOHKPETHOM crydvae criegyeT noarsepautb u
0hOPMUTL AOKYMEHTarbHO NPUroAHOCTb KaXKA0ro NPUMEHSEeMOro aHanmTMyeckoro Metoaa.

12.81 NMpwu aTTecTaunmn aHanUTUYECKNX METOA0B CreAyeT NPOBEPATL XapakTePUCTUKN, BKIIOYEHHbIE B
PykosoacTeo ICH no attectaumu aHanuTtnyecknx metogos. O6bem mccrnegoBaHU, BbIMONHAEMbIX Npu aT-
TecTauMm aHanuMTU4ecKMx MeTodoB, AOMKEH COOTBETCTBOBATbL LieNsAM aHanusa u ctagum npouecca npomvs-
BoacTea A®C.

12.82 lNepepn HavanomMm atrecTauuum aHanuMTUYECKUX METOAOB criedyeT NMpoOBeCTU aTTecTaumio COOoT-
BETCTBYIOLLErO aHannTM4eckoro obopygoBaHus.

12.83 lMpoToKOnbl BCEX N3MEHEHWI, BHOCUMbIX B aTTECTOBAHHbLIN aHaNUTUYECKUN MeToA, cnegyeTt co-
XpaHaTb. B npoTokonax AomkHbl ObITb yKa3aHbl NPUYNHA, U3-3a KOTOPOW OblNI0 BHECEHO U3MEHEHWe, U AaH-
Hble, noATBepXaaloLmne, YTo TOYHOCTb U JOCTOBEPHOCTb Pe3ynbTaToB, NOMyYeHHbIX MOCHe BHECEHMS 3TOro
N3MEHEeHWs, COOTBETCTBYIOT XapakTepucTnkam aTTeCToBaHHOro MeToaa.

13 KOHTpoOnb nameHeHuun

13.10 Ha npegnpuatum gomxkHa 6bITb BBEAEHa N JOKYMEHTanbHO oopmMIieHa cuctema KOHTPOons U3-
MEHEHUIN, CMOCOBHbIX BUATL Ha NPOM3BOACTBO M Ka4eCTBO NPOMEXYTOYHbIX NpoaykToB 1 APC.

13.11 JokymeHTanbHoe odopMNeHne, pacCMOTPEHME N YTBEepXAeHNne U3MEHEHUN B Cbipbe, crneuu-
dmKaumsax, aHanUTUYeCKnx MeTodax, NOMeLLEHUsAX, BCrIOMoraTerbHbIX cuctemax, obopyaosaHun (B T. Y. B
KOMMbOTEPHOM 060pPYAOBaHMNM), TEXHONOrMYECKMX CTaAmMsAX, NeYaTHbIX M YNaKoBOYHbIX MaTepuanax u Kom-
NbIOTEPHBLIX NPporpaMMax AOSMKHbI BEINOMHATLCS NO YTBEPXAEHHBIM UHCTPYKLMAM.

13.12 Bce npeanoXeHns No n3aMeHeHnsM, Kacaowmumcs cobniogeHns TpeboBaHnin HacToALLEro CTaH-
AapTa, OOMKHbl ObiTb NOArOTOBMEHbI, PACCMOTPEHbI U COrnacoBaHbl C COOTBETCTBYIOLIMMM noapasgene-
HMAMUK 1 cnyxbon kavecTBa.

13.13 CnepyeT OUEHUTb BO3MOXHOE BIMSHWUE MPEaSIOKEHHbIX M3MEHEHUIN HA KaYeCTBO NPOMEXYTOY-
Hbix npoaykToB n A®C. Npy 3TOM MOXeT NPOBOAUTLCS Knaccudurkaums M3MeHeHun ons onpegenexHms obb-
ema paboT npu atTectaumn. MameHeHnss MmoryT ObiTb knaccudumumpoBaHbl (HanpuMep, kak He3HauYnTernbHbIe
WNN CyLLEeCTBEHHbIE) B 3aBUCUMOCTM OT MX XapakTepa M CTEMEHWN BNUSHUSA, KOTOPbIE 3TN U3MEHEHNUS MOTyT
oKasaTb Ha gaHHbIn npouecc. CnegyeTt onpedenvTb M 060CHOBATb, KakMe AOMNOMHUTENbHbIE UCNbITAHNS U
aTTecTauuoHHbIE UCCNeaoBaHs HEOOXOAMMbI ANS NOATBEPXKAEHNS BO3MOXHOCTU BHECEHUS U3MEHEHUN B
aTTeCTOBaHHbLIN NpoLuecc.

13.14 Tpu BHECEHUN U3MEHEHWUW cnedyeT MPUHATL Mepbl MO NepecMoTpy BCEX AOKYMEHTOB, Ha CO-
OepXXaHne KOTOPbIX BINAIOT 3TN U3MEHEHNS.

13.15 lNocne BHeceHUs N3MEHeHW crieqyeT OLEeHUTb Ka4ecTBO NEPBbLIX CEPUIN NPOAYKLMKM, NPon3Be-
OEHHbIX UMW UCTIbITaHHBIX C YYETOM 3TUX U3MEHEHUI.

13.16 CneayeT OUEHUTb BO3MOXHOCTb BINSAHUA KPUTUYECKUX U3MEHEHWUA Ha YCTaHOBIEHHbIE CPOKM
FOAHOCTM UMK AaTy NOBTOPHOrO KOHTpons. lNMpn HeobxoanmocTn 06pasLibl MPOMEXYTOUHBIX MPOAYKTOB WK
APC, npousseaeHHbIX MO MOANMPULMPOBAHHOMY NPOLLECCY, MOTYT ObITb BKOYEHbI B MPOrpamMmmy YCKOPEHHO-
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ro onpegeneHnst CTabunbHOCTU U/ B NPOrpaMmy HENPEPBLIBHOTO KOHTPONSA CTabunbHOCTMW.

13.17 Bce nponsBoguTENU rOTOBbLIX NIEKAPCTBEHHbLIX CPeAcTB, KOTOpbIM noctaBnaT APC, OOMmKHbI
ObITb M3BELLEHbI 00 N3MEHEHNSIX YCTAHOBIEHHbLIX METOAOB NPON3BOACTBA M KOHTPOJSI KA4eCcTBa, CMNOCOOHbIX
oKasaTb BNusiHue Ha kadectso ADPC.

14 OTKNOHeHMe U nepepaboTka maTepmanoB

14.1 OTKNoOHeHune

14.10 CnegyeT BbINOMHNTL MAPKUPOBKY NMPOMEXYTOYHbLIX NpoaykToB n APC, He yOoBNeTBOPSOLLMX
TpeboBaHuaAM cneumdmKkauni, 1 NOMECTUTb UX HA KAPaHTUHHOE XpaHeHne. TN NPOMEXYTOYHbIE NPOAYKTHI
n AD®C moryT GbITb BHOBb MCMOMb30BaHbl B MPOU3BOACTBE UMM HanpaBfeHbl Ha nepepaboTky B NpuBedeH-
HOM Huxe nopsake. OkoHYaTenbHoe pelleHne 06 NCcnonb3oBaHMK (YTUNM3auun) OTKNOHEHHBLIX MaTepuarnos
OOIMKHO BbITb OPOPMINEHO JOKYMEHTANBHO.

14.2 NoBTOpPHaA ob6paboTka

14.20 Kak npasuno, gonyckaeTtcs NOBTOPHOE MCMONb30BaHWE NPOMEXYTOUHbIX npoaykToB n A®C (B T.
Y. MaTepuarnos, He yAOBMNeTBOpsoLWmMX TpeboBaHusaM crneundmrkalmm) B NpOM3BOACTBE U UX MOBTOPHas 06-
paboTka nyTem NOBTOPEHUSA CTaauW KpucTannusauuv unm Apyrnx uanyeckux Unm XMmmnyecknux ctagmm ob-
paboTkun (Hanpumep, AUCTUNNAUMS, bunbTpauus, xpomartorpadus, nsmenb4yeHme), BXOAALWmMX B TEXHONOIn-
Yeckuii npouecc. OgHako B TOM crnyyae, ecrnv Takve onepauumn NpoBOASAT Npy Npoun3BoACcTBe GONbLUMHCTBA
cepvin NpoayKLUMN, OHN AOIMKHbI ObITb BKIIOYEHbI B MPOM3BOACTBO B KAYeCTBE OTAENMbHOW CTaaun NPUHATOrO
TEXHONOrM4yecKkoro npotecca.

14.21 lMpopaorpkeHne TEXHONMOrMYeCcKOn CTaaun nocrne Toro, Kak BHYTPUNPOU3BOACTBEHHbIN KOHTPONb
nokasar, 4To 3Ta CTagus elle He 3aBepLueHa, paccMaTpMBatoT Kak YyacTb npouecca U He CYMTaloT NOBTOpP-
How oBpaboTkon.

14.22 BBegeHne He BCTYMMBLUErO B peakuuio mMatepuana BHOBb B MPOLECC W MOBTOPEHWE XMMUYe-
CKOW peakLmn cYMTaloT NoBTOpHOM 0BpaboTkon, ecnv Takas onepauums He ABMSeTCs YacTbio TeXHOMNormye-
CKOro npouecca. Tako noBTOpHoW obpaboTke AOMmKHa NpealecTBoBaTh TLlATeNbHas OUEHKa, rapaHTu-
pyloLlas, Y4To KayecTBO NPOMEXYTOYHbIX NpoaykToB U A®C He yxyawwuTcsa BCreacTBue BO3MOXHOro obpa-
30BaHMsA NOOOYHBIX NPOAYKTOB M BELLECTB NP AarnbHenweM NnpoTekaHun peakumm.

14.3 NepepaboTka

14.30 MNepen npuHATYEM peLleHns o nepepaboTke cepun NPoayKUMKU, He COOTBETCTBYHOLLEN YyCTaHOB-
neHHbIM TpeboBaHuAM, criegyeT NPOBECTM paccnefoBaHye NpUYnH Takoro HeCOOTBETCTBUS.

14.31 [insa cepuin NpoAyKUUN, NONYyYEHHbIX B pe3ynbTate nepepaboTku, crneayeTt NPOBECTU €€ OLEHKY,
ucnblTaHMsa W, Npy HeobxoAMMOCTU, — UCMbITaHUSA Ha CTabWUMbHOCTb C AOKYMEHTanbHbIM OOpPMIEHNEM
ONs NoATBepXAeHUs COOTBETCTBUS ee KayecTBa KadeCcTBY NMpoayKuuu, Npov3BeAeHHON No 6a30BON TEXHO-
norun. Ona meTtogmk nepepaboTku MOXET UCNoMb3oBaTbCA NoAxXon TeKylen atTectauun. 3To no3sonset
oTpaboTaTb METOAUKY W onpedenuTb OXvpaaemble pesynbTaTtbl. [lonyckaeTcs eOWHUYHbIA BbIMYCK Cepum
nepepaboTaHHOM NPOAYKLMM HA OCHOBaHMKN OTYeTa O ee NMPOU3BOACTBE, €CMN YCTaHOBMEHa Takasi BO3MOX-
HOCTb.

14.32 CnepyeT paspaboTaTb METOOMKN CPaBHEHWs COCTaBa NMpUMeECEN B Kaxaow cepun nepepabo-
TaHHOW NPOAYKUMM C COCTaBOM MPUMECEN B Cepusx NpoayKuuun, npom3BedeHHbIX No 6a30BON TEXHOMOMMW.
Ecnu ans onucaHus xapaKkTepucTuK cepumn nepepaboTaHHOW MpOoAyKUuuM HedoCcTaTodHO OobbluHOro Habopa
aHanuUTU4eCcknx MeToaoB, cneayeT NPUMEHATb AOMOMNHUTENbHbIE METOAbI.

14.4 PereHepauusa maTepuanoB u pactBopurteneun

14.40 [OonyckaeTcs pereHepauusi peakTUBOB, NPOMEXYTOYHbIX npoayktoB unu APC (Hanpumep, u3
MaTOYHbIX PacTBOPOB UMM UNbTPATOB) NPU HANUYUMKN YTBEPXKOEHHBIX METOAMK pereHepauum n CooTBETCT-
BUSI KaYeCTBa pereHepunpoBaHHbIX MaTepuarnoB YCTaHOBMNEHHbIM TpeGoBaHMSM.

14.41 [JonyckaeTca pereHepauusi U NOBTOPHOE WUCMONb30BaHWE pacTBOpWUTENEeN B TOM U OPYrom
npouecce Npu YCroBUM KOHTPOIS MPOLECCOB UX pereHepaunn 1 NoATBEepXAEHUs COOTBETCTBUSA pacTBOpU-
Tenei ycTaHOBMNEeHHbIM TpeboBaHMSAM 0 MX MOBTOPHOMO WUCMOMb30BaHUA UMW CMEeLUMBaHUA ¢ APYrMMU Ma-
Tepuanamu.

14.42 [lonyckaeTcsi CMeLUMBaHNe CBEXENPUroTOBIEHHBIX U pEreHepupOoBaHHbIX pacTBOpUTEnel 1 pe-
aKTVMBOB, €CNM NPU UCMbITaHUAX Oblna yCTaHOBIEHA BO3MOXHOCTb MX MPUMEHEHMsI BO BCEX TEXHOMOrnye-
CKMX MpoLeccax, B KOTOPbIX OHW MOTYT UCMOJSIb30BaTbLCS.

14.43 Wcnonb3oBaHWe pereHeprpoBaHHbIX PAcTBOPUTENE, MAaTOYHbIX PACTBOPOB M APYIUX pereHe-
PVIPOBaHHbIX MaTEPUaroB AOMKHO GbiTb OPOPMIIEHO JOKYMEHTASIBHO.
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14.5 BoaBpar

14.50 BosBpalleHHble NPOMEXYTOYHbIe NpoaykTel unn APC LOmMKHBI UMETH COOTBETCTBYIOLLYIO Map-
KMPOBKY U MOMELLATLCA HAa KapaHTMHHOE XpaHeHMe.

14.51 Ecnn ycnoBwusi, B KOTOPbIX XPaHWUITUCb UM TPaHCMOPTUPOBANMCh BO3BPaLLEHHbIE MPOMEXYTOY-
Hble npoaykTel unu A®C go nnm B npoLecce nx Bo3Bparta, UM COCTOSIHUE UX YNAKOBOK BbI3blBAOT COMHE-
HMSA OTHOCMTENBHO KayecTBa 3TMX Marepuarnos, TO BO3BpaLLEHHble MPOMEXYTOouYHble NpoAaykTbl unmu A®C
OOIMKHbI BbITb NepepaboTaHbl, NOBTOPHO 06paboTaHbl UM YHUUTOXEHbI B YCTAHOBINEHHOM MOpsiaKe.

14.52 CnepyeT XpaHUTb NPOTOKOMbl O BCEX BO3BPALLEHHbIX MPOMEXYTOUYHbIX npoayktax mnn ADC.
[MpoTokon KaXxaoro Bo3spaTta AOIMKEH coaepxaTb:

- HaMMeHOBaHWe N agpec rpysononyyvarens;

- HAaUMEHOBaHWEe NPOMEXYTOYHOro NpoaykTa unn APC, Homep cepym 1 BO3BpaLLLEHHOE KONNYECTBO;

- MPUYMHY BO3BpaTa;

- yKa3aHue Ha MCMOoNb30BaHUE WM YHUYTOXEHWE BO3BPALLEHHOIO MPOMEXYTOYHOro MpoAykTa Wim
ADC.

15 Peknamauum v oT3bIBbI

15.10 Bce peknamauuy no KayecTBy, NONYYEHHbIE B YCTHOM UM NUCbMEHHON hopMe, OOSMKHbI peru-
CTPUPOBATLCA U paccriefoBaTbCs B COOTBETCTBUM C YTBEPXKAEHHOW MHCTPYKLIMEN.

15.11 MNpoTOKOMbI pacCCMOTPEHMS peKnamaLnii JOJMKHbI BKItoYaTh B cebs:

- UMS, OTHECTBO 1 hamMununio, a TaKke agpec nuua, NPpeabsBUBLLENO peknamaumio;

- M5, OTYECTBO U haMunuio, a TakKke, JOIMKHOCTb U HOMep TenedoHa nuua, NPUHABLLEro 3Ty pekna-
Maumio;

- CyTb peknamaumu (C ykazaHueMm HavMeHoBaHusi u Homepa cepun APC);

- AaTy NoCTynfeHns peknamaumu;

- NepBOHaYanbHO MPUHATLIE MepPbl (C yKadaHMeM OTBETCTBEHHbIX NWL U AaThl);

- JanbHenwmne JencTBuUs;

- OTBET Ha peknamaumio (C ykasaHvem gatbl OTIpaBku OTBETA);

- OKOHYaTenbHOE peLleHne No Cepun Unm NapTum NPoMexyToyHoro matepuana unm A®C.

15.12 MNpoToKonbl paCCMOTPEHUS peknamMaunin crnegyeTt XpaHuTb ANS OLEHKM TEHAEHUWUA, YacTOTbl 1
CEPbE3HOCTU peknaMauuin no AaHHOMY MPOAYKTY U MPUHATUSA OONONHUTENBHBLIX U CPOYHBLIX Mep Mo ycTpa-
HEHWI0 He4OCTaTKOB, NPYU HEOBXOAMMOCTMW.

15.13 PewweHune o6 oT3biBe CriegyeT NpuMHMMaTh Ha OCHOBE MHCTPYKLUW, Onpeaensiowen ycnosns oT-
3biBa.

5.14 B MHCTPYKLMW MO OT3bIBY NPOAYKLMWN AOMKHbI ObITb yKa3aHbl inua, y4acTByloLlMe B aHanuse no-
cTynueLLen uHdopmaumm, npoueaypbl Havana oT3biBa NPOAYKUMM, KPYr NUL, KOTOPbIX cnegyet NpovHAgop-
MupoBaTtb 06 0T3bIBe, M NOPSAAOK MCMONb30BaHUA (YTUnmusauumn) oTo3BaHHOroO Matepumana.

5.15 B cny4ae cepbe3HOW Unu nNoTeHuuanbHOW OMacHOCTU AMS XW3HU HaceneHus cnegyet NpouH-
dhopmMmpoBaTb MECTHbIE, HaUMOHaNbHbIE W/UNN MeXZyHapoOHble KOMMETEHTHbIe opraHbl U 0bpaTuTbCs K
HUM ¢ npocbbon 0 coaencTenn.

16 PaboTa no KOHTpaKTy (B T. 4. NPOBEAEHNE aHANMN30B)

16.10 Bce npoussoguTenu, paboTatowime nNo KOHTPakTy (B T. 4. nabopatopuu), AOMMKHbI BbIMOMHATH
TpeboBaHua HacToswero ctaHgapTa. Ocoboe BHMMaHue AOMKHO ObITb yaerneHo BonpocaMm npegoTspalle-
HWSi NePEeKPECTHOro 3arpsi3HeHns 1 obecneyeHmnIo MPoCEXNBaeMOCTH.

16.11 3akasuuk JOIDKEH OLEHUTb CMOCOBHOCTL MoapsaYMka OCYLLECTBMSATb HA MeCTe AernerMpoBat-
Hble eMy onepaunm B COOTBETCTBUM C TpeboBaHMAMUN HACTOALWLEro cTaHgapTa.

16.12 OTBETCTBEHHOCTb 3akasuuMka W nogpsgyuka 3a cobniogeHne TpeboBaHUM HacToAWEro CraH-
AapTa, B T. 4. N0 obecneyeHunto KayecTBa, AoMmKkHa ObiTb OnNpeaeneHa B KOHTPakTe (GOrOBOpPE) MeXay HUMMU.

16.13 [oroBop OO/KeH NO3BOMATb 3akasyuky NPOBOAMTbL ayauT NMPOM3BOACTBA Moapsgyvvka Ha ero
COOTBETCTBUE HACTOSLLEMY CTaHAapTy.

16.14 Ecnu ponyckaeTtcs paboTtatb no AoroBopy cybnogpsaa, To Nogpsayuuk He AOMKeH nepedaBatb
TpeTbeln CTOpPOHEe HMKaKoW YacTu paboTbl, MOPYyYEHHOW eMy 3aka3unkom, 6e3 npeaBapuTENbHOrO Cornaco-
BaHWS C HUM.

16.15 lNpown3BoAacTBEHHbIE U NabopaTopHbIe NPOTOKOMbl AOMKHbI XPaHUTLCA B MeCTax MpoBeAeHUs
3TOro BMAa OesATeNbHOCTU N ObITb NErKOOOCTYMHBLIMM.

16.16 He gonyckaeTcsi BHECEHME N3MEHEHWIA B TEXHONMOMMYECKnii npouecc, obopygosaHme, cneumdu-
Kauuun, MeToabl UCMbITaHUIA 1 Ap., OTHOCSALLMECS K NpeaMeTy A4oroBopa, 6e3 cornacoBaHuns C 3aka3ynKkoM.
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17 Peanusauus, xpaHeHue, nepeynakoBKa U nepemMapKkupoBKa

17.1 O6nacTb npumMeHeHunsA

17.10 O10T pasgen oTHOCUTCA K MNobbiM AEUCTBUAM (32 UCKMNIOYEHMEM NPOU3BOACTBA), CBA3AHHbLIM C
peanusaunen, XxpaHeHneM, nepeyrnakoBKoM U NepemMapKMpOBKO NPOMEXYTOYHbBIX NpoaykToB nunn A®C.

17.11 Bce nuua 1 opraHusaumm, CBsi3aHHbIe C peanusaunein, XxpaHeHneM, nepeynakoBkon u nepemap-
KMPOBKOW MPOMEXYTOYHbLIX NpoAaykToB unn A®C, gomkHbl cobniogats TpeboBaHWst HAcTosALWEro ctaHaapTa
W, B YaCTHOCTU, JAHHOro PyYKOBOACTBA.

17.2 MpocnexnBaeMocCTb peanuayemMbiX NPOMEXYTOUYHbIX NpoayKToB unu A®C

17.20 Mpu peanusaLmm, xpaHeHUX, NepeynakoBke N NepemMapkmpoBke Heobxoaumo obecneumnTb nNon-
HYI0 NPOCNEXMBAEMOCTb peannayeMbiX NPOMeEXyTOYHbIX NpoaykTos unu A®C. [ins aToro cnegyet umeTb U
XpaHUTb criegyroLume JOKYMEHTbI:

- PEKBU3NUTLI MEPBUYHOIO NPeanpuaTUS-NPon3BoanTens;

- agpec NepBUYHOro NPeAnpPUATUA-NPOM3BOANTENS;

- 3aKas3bl (4OroBOpbl) HA NOCTaBKY;

- HaKknagHble (TPaHCNOPTHbIE AOKYMEHTbI);

- AOKYMEHTbI O NOMyYeHUN rpy30B.;

- HaMeHOBaHUA N 0603HaYeHUsT MPOMEXYTOYHbIX NpogykToB unu A®C;

- HOMep Cepun NPOAYKUMM, YKa3aHHON NPon3BOAUTENEM;

- AOKYMEHTaLMo Ha TPaHCNOPTUPOBaHME U peanunsauuio;

- BCe MOA/IMHHblE aHanuWTU4Yeckme nacrnopta, B T. Y. MacrnopTa MNepBUMYHOrO MNpeanpusaTusi-
npou3BoanTens;

- AaTy NnpoBeAeHWs MOBTOPHOrO KOHTPOMS UMW CPOK rOAHOCTH.

17.3 ObecneyeHune KayecTBa

17.30 Peanuszauusi, xpaHeHune, nepeynakoBka U NepeMapkupoBKa MPOMEXYTOYHbLIX MPOAYKTOB Wnu
A®PC pomKHbI NPOBOAWUTLCS B COOTBETCTBMU C LLOKYMEHTANbHO ODOPMIIEHHOW cucTeMol obecneyeHus Ka-
4YecTBOM (CM. M. 2).

17.4 MNepeynakoBKa, NnepemMapkupoBKa 1 obpalieHne ¢ NpoMeXyToYHbIMU NPOAYKTaMU
nnu A®C

17.40 Bo usbexaHvne nepenyTbiBaHUS N YXYALIEHUS Ka4yecTBa M YNCTOTbl NPOMEXYTOYHbIX MPOAYKTOB
unn A®C nepeynakoBka, nepemMapkMpoBka 1 obpallieHne ¢ NPoOMeXyTOYHbIMK npogyktamu unm APC n nx
KOHTPOSb AOMKHbI MPOBOANTLCS B COOTBETCTBMM C TpeBOBaHUSAMM AaHHOrO cTaHdapTa.

17.41 Bo n3bexaHvne NpsiMoro 1 nepekpecTHOro 3arpssHeHns nepeynakoBka NPoAyKLUN AOMMKHa Npo-
BOOWUTbLCS B YCTAHOBIEHHbIX YCNOBUSIX OKPY>XKatoLLen cpeapl.

17.5 CtabunbHOCTb

17.50 na noATBEpPXOEHUS YCTAHOBMEHHbIX CPOKOB FOAHOCTU MMM AaTbl MOBTOPHOIO KOHTPONS WUC-
crnefoBaHus CTabunbHOCTU AOMKHBI MPOBOANUTLCS B cryyasx, ecnu A®C nnm npoMexyTOuYHbIA NPOAYKT ne-
peynakoBbIBaKOT B YNaKOBKY APYroro Tuna, OTNNYatoLLYyCs OT UCMONb3YEMOI NMPON3BOANTENEM.

17.6 MNepepaya nucgpopmauun

17.60 Mpu peanusauun, XpaHeHUW, NepeynakoBke U MepemMapkMpoBKE MPOMEXYTOYHbIX NMPOAYKTOB
unu A®C crnefyet nepefaBaTth 3akasdvkaM BCH MHoOpMauuto, nonydyaemyto ot npoussogutens AOGC unu
NPOMEXYTOYHbIX MPOAYKTOB, KAacaloLLyCs KavyecTBa NPOOYKUUM U PELLEHUIA YNONTHOMOYEHHbLIX OpraHoB, a
Takke nepeagasaTb NPOU3BOANTENSM MHAOPMALMIO OT 3aKa3unKOB.

17.61 lMpu peanusauuun, XpaHEHUU, NepeynakoBKE M MEePeEMapKUPOBKE MPOMEXYTOUYHbIX MPOAYKTOB
unu A®C cnenyeT NnpenocTaBnsiTb NOTPEOUTEN HaMMEHOBaHNE NEPBUYHOIO NPeanpusTUa-Nnpon3BoguTens
ADC nnm npoMexXyToUHbIX MPOAYKTOB U HOMEpa MOCTaBMSAEMbIX CEPUIA NPOSYKLMMN.

17.62 lNo TpeboBaHMIO YNOSTHOMOYEHHOIO OpraHa AOofMKHa NPefocTaBNATbCS MHopMaLms O nepBuYy-
HOM MpPeanpuUSTUN-NPOM3BOAUTENE MPOMEXYTOUYHbIX npoayktoB wunn A®PC. [lepBuyHOe npeanpuaTue-
NPOW3BOAMTENb MOXET KOHTAKTUPOBATb C YMOSTHOMOYEHHBIM OPraHOM HEMoCPeACTBEHHO WM Yepe3 CBOMX
npegcraBuTenen B 3aBUCUMOCTI OT B3aMMOOTHOLLEHUI MeXay 3TUM NPeanpusTMEM U ero NpeacTaBUTENEM.

17.63 CnepyeT cobniogath cneunanbHble TpeboBaHUA K aHanMTMYEeCKM nacrnopTam, NpuBeAeHHbIe B
11.4.
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17.7 PaboTa c peknamaumsmMm u oT3biBamMmu

17.70 Bce nuua v opraHv3aunn, CBsi3aHHble C peanu3aumnen, XxpaHeHneM, nepeynakoBKOM U nepemap-
KMPOBKOW MPOMEXYTOUHbIX NpoaykToB unn A®C, fOMmMKHBI XpaHUTb NPOTOKOMbI BCEX MOCTYNUBLUNX peKnama-
LW 1 OT3bIBOB B COOTBETCTBMU C TpeOOBaHUAMU, yka3aHHbIMU B pa3gene 15 HacToswero pykoBoacTea.

17.71 lMpu HeobxoaMMOCTM 3TW NULUA U opraHu3auun, a Takke npomssogutens APC unu npomexy-
TOYHOrO NPoAyKTa AOMKHbI PACCMOTPETb pekrnaMaumio Ans NPUHATUSA peLleHns O JanbHenwnx JencTBusx,
B KOTOpbIX MOFYT y4acTBOBaTb Apyrue notpebutenu (3akasuuku), nonydaswime atoT A®GC unm npoMexyTou-
HbI MPOAYKT, YNONMHOMOYEHHbIW OpraH Nnn Bce 3auHTepecoBaHHble CTOPOHbI. COOTBETCTBYIOLLEN CTOPOHON
OOMKHO ObITb MPOBEAEHO paccrnefoBaHMe peknamauuv Unu oT3biBa MPOAYKUUW, pesynbTaTbl KOTOPOro
OOIMKHbI BbITb 0POPMMEHbI LOKYMEHTANbHO.

17.72 Ecnn peknamauusa kacaetca npoussogutens APC MM NpomMexyTOYHOro npogykTa, TO AOKY-
MeHTauus, npegocTaBnsiemasl areHTamu, 6pokepamu, Tpengepamu, OAUCTpUObIOTOpamMu, nuuamu, BbINOM-
HSOLWMMW NepeynakoBKy M NepeMapKknpoBKy, JOJDKHA cogepxaTb Ntobble aHHbIe, NMOMyYeHHble OT JaHHOro
npoussogutens A®C nnm NpoMeXXyTo4HOro NpoAaykTa (B T. 4. AaTy U Heo6Xo4MMY UHOopMaLKIO).

17.8 PaboTa c Bo3BpaTtamum

17.80 PaboTy c Bo3BpaTOM NpOoAYKLUM NPOBOAAT B COOTBETCTBUM C TpeboBaHusamu 14.52. Bce nuua m
opraHmsaumm, CBA3aHHble C peanu3aument, XpaHeHueM, NepeynakoBkou N NepemMapKMpoOBKOM MPOMEXYTOY-
HbiXx npoaykToB nnu A®C, AomkHbI BECTU OOKYMeHTauuo no Bo3spalleHHbIM APC 1 NpomMexyTOYHbIM Npo-
AYKTaM.

18 A®C, npousBoauMbIe NyTeM KyNbTUBMPOBaHUS KIeToK (hepmeHTaLum)

18.1 OOLWme nonoxeHus

18.10 B HacTosieM pasgerne npuBeaeHbl cneuuanbHble npasunia Npon3BoAcTBa Y KOHTPOMS KavecT-
Ba AD®C unu nNpoMexyTovHbIX NPOAYKTOB MyTEM KyNbTUBMPOBAHMSA (pepMeHTaumnm) KNneTok C MCnonb3oBa-
HMEM NPUPOLHBIX UM PEKOMOMHAHTHBIX OPraHu3MOoB, KOTOpble He ObiNM B AOMKHOW Mepe ykasaHbl B npe-
Obloywmnx pasgenax. OToT pa3gen Hemnb3s OTAENUTb OT 06Lero cogepXaHusa HacToswero ctaHgapTa. Bee
TpeboBaHuWs, YyCTaHOBIEHHbIE B HAaCTOSILLEM CTaHAapTe, ocTatoTcs B cune. Cnegyet obpaTnTb BHUMAHME Ha
TO, YTO MPUHUMNbI DEPMEHTaALMNM ONS «KNACCUYECKUX» MPOLLECCOB MOMYYEHUs] HU3KOMOSEKYNSIPHbLIX COeam-
HEHUIM N NPOLLECCOB, MUCMOMb3YKLINX PEKOMOWMHAHTHBIE U HEPEKOMOMWHAHTHBIE OpraHM3Mbl Af1S NONy4YeHUs
6enkoB u/vnyn NoNUMNENTUAOB, OOUHAKOBbLI, XOTsl NPU 3TOM YPOBEHb KOHTPONSA 3TUX npoleccoB OyaeT pas-
nnyHbIM. B cniyyae, ecnv aTo UMeeT 3HayeHve, B AaHHOM pasfere ykasbiBalTcs 3Tu pasnuuus. B uenom
YPOBEHb KOHTPOMsS BMOTEXHONMOrMYECKNX NpoLeccoB, NCMOMNb3yeMblX Afs nponssogcTea 6enkos n nonunen-
TMOOB, AOIMKEH ObiTb Bonee CTPornm, Yem KOHTPOSb Haf, Knaccuyeckrmuy npoueccamm oepmeHTaunm.

18.11 TepMuH «BMOTEXHOMOMMYECKUA MPOLECC» OTHOCUTCS K MCMOMNb30BaHUIO KNETOK UK OpraHvs-
MOB, koTopble Ansa npounssogcTea APC Gbinm NonyyveHsl N MognruMpoBaHbl C UCNONb30BaHNEM PEKOM-
6uHaHTHOM OHK, rubpugomHoi nnm kakon-nmbo gpyron texHonorun. A®C, nponssegeHHble BUOTEXHOMOMU-
YecKMMM MeTof4amm, 0ObIYHO NPeAcTaBnAT cobOW BbICOKOMOMEKYNSAPHbIE COEANHEHUS], Takne Kak 6ernku un
nonvnenTuapl, Anst KOTOpbIX B 3TOM pasaerne npuBeneHsl cneyndudeckne TpeboBaHusi. C NOMOLLbI TEXHO-
norum pekombuHaHTHon OHK moryT ObiTe Takke npov3seneHbl HekoTopble APC ¢ HU3KMMW MOMNEKYSAPHLIMU
mMaccamu, Hanpumep, aHTUONOTUKN, aMUHOKUCIOTbI, BATAMUHBLI U YrNeBoAdbl. YPOBEHb KOHTPONA 3a TakuMu
ADC pormkeH cOOTBETCTBOBATbL NpaBumiam, NPMMEHSAEMbIM A1 KIacCcuyeckon hepmeHTauum.

18.12 TepMuH «knaccuyeckas bepMeHTaums» OTHOCUTCS K npoueccam, UCNoMb3YWnM ansg npons-
BoactBa A®C MMKpPOOpraHmsmbl, CyllecTBylOLME B NpuMpode unu moguduumpoBaHHble TPaauLUOHHBIMU
mMeTodamu (paguaumen, xummdeckum mytareHesom). AOC, nony4aeMble METOAOM «KIAcCUYECKon hepMeH-
Tauum», obbIYHO ABMSIOTCH HU3KOMOMNEKYNSAPHBIMWU COEANHEHNSMU, TAKUMUN KaK aHTMOMOTUKM, aMUHOKUCIO-
Thbl, BATAMWHbI U YINeBOabI.

18.13 Mony4eHne APC 1 NPpOMEXYTOYHbBIX NMPOAYKTOB U3 KyNbTypbl KNETOK UM MeTogoM hepMeHTa-
unn BkItovaeT B cebsi Takme Guonormyeckme NPoLECChl, Kak KyNbTUBUPOBAHUE KNETOK MMM IKCTPaKums w
0O4YMCTKa BELLECTB M3 XMBbIX opraHMamoB. CrneayeT obpaTuTb BHMMaHWE Ha TO, YTO MOFYT CyLecTBOBaTb U
OOnonHUTEnNbHblE cTaguu (Hanpumep, U3NKo-XMMMYeckas mogudumkaums), KoTopble SIBRSATCA 4acTbio
TEXHOMNOrM4Yeckoro npouecca. Vicnonb3yemble UCXOAHble MaTepuansl (MMTaTenbHble cpenbl, KOMMOHEHTHI
6ydepa) moryt obecneumBaTb BO3MOXHOCTb pOCTa MUKPOOHbLIX 3arpsisaHeHuid. B 3aBMcMMOCTM OT npupogasl,
MeToAda NPUroToBMEHUs 1 Lenen ncnonb3osaHms A®C nnu NpoMeXyTo4HOro NpoAyKTa Ha onpederneHHbIX
CcTagusax NpoM3BOACTBA MOXET NOTpeboBaTbCA NpOBeAEHNE KOHTPOMSA MUKPOGHOro, BUPYCHOrO 3arpsidHe-
HUS U/ YPOBHS SHOOTOKCMHOB OAHHOWM MPOSYKUNN.

18.14 Ons obecneyeHns kadyectBa ADC 1 NpoMeEXyTOYHbIX MPOAYKTOB Ha BCEX CTaaMsX MPOM3BOACT-
Ba JOIMKEH OblTb YCTAHOBMEH HaAMNeXallnn KOHTPOIb. Tak Kak HacTOALWMIA CTaHA4apT Ha4YMHAeTCs Co cTagun
KyNbTMBUPOBaHMA KNeToK (pepmeHTaumm), npegbiaywime ctagumn (HanpuMmep, nogaepxueaHve GaHka Kne-
TOK) OOJIKHBI MPOBOAUTLCH NPW HaNUM4Mn Haanexallero BHYTPUNpou3BOACTBEHHOrO KOHTpons. Hactosawmn
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CTaHAapT ONMCbIBaeT MpoLecc KynbTUBMPOBaHUS (pepmeHTauun) Knetok C MOMEHTa, korga n3 6aHka kne-
TOK MOCTYNaeT eMKOCTb C KyNbTYPOW KNeToK 4515 UCNONb30BaHUSA B NPOU3BOACTBE.

18.15 [Insa cBegeHust pucka 3arpsi3HeHMs K MUHUMYMY criegyeT Mcnonb3oBaTb Heobxoanmoe oGopy-
JoBaHMe M NpoBOAUTb KOHTPOMb OKpyXatollen cpefdbl. Kputepnn npuemMnemMocTu Kavectsa U nepuoauny-
HOCTb NPOBEAEHUS KOHTPOISA OKpyXaroLen cpelibl 3aBUCAT OT TEXHOMNOrMYecKon cTaanum U ycnosuin Npons-
BOACTBa (OTKpbITasd, 3aKpbITas Unmn 3amMkHyTas cuctema).

18.16 B uenom, TeXHONOrM4eCKUin KOHTPOIb AOMMKEH YYUTbIBATb:

- nogaepxunBaHne B pabovem cocTosiHUKN paboyero 6aHka KNeTok;

NPaBUIMbHYIO MHOKYNALMIO U pa3BUTUE KYNbTYpbl KNETOK,;

- KOHTPOINb KPUTUYECKMX pabounx napameTpoB BO BpeMs hepMeHTaumm/ KynbTUBUPOBAHWS KNETOK,;

- HenpepbIBHbIA KOHTPONb MpoLiecca pocTa KNeToK, UX XM3HecnocobHocTn (Ans GonbluMHCTBA Npo-
LLeCCOB KyNbTUBMPOBAHMWS KNETOK) N NPOAYKTUBHOCTY;

- MeToabl cbopa U OYUCTKM, NMPU KOTOPbIX MPOUCXOAMT yAaneHue KMNeToK, KneToyHoro gebpuca n Kom-
MOHEHTOB MUTaTENbHON Cpefbl C OOQHOBPEMEHHOW 3aLUMTON NPOMEXYTOYHOro npoaykra unm APC ot 3arpsis-
HeHus (B YaCTHOCTU, MUKPOBMONOrMYECKOro xapakrepa) n notepun Ka4ecTBa;

- HEMpepbIBHbIN KOHTPOMb MUKPOOHOTO 3arpa3HeHust U, Npu HeOOXOAMMOCTUN, YPOBHS 3HAOTOKCMHOB
Ha onpefeneHHbIX CTaauax Npou3BoACTBa, U

- BOMPOChI 3aLUUTbl OT BUPYCHOIO 3arps3HeHusi, onmcaHHble B PykoBoacTtee ICH Q5A*.

18.17 MNpun HeobGxoaMmocTn criefyeT nokas3aTb, YTO OCTaTKu cpenbl, Oenkn KneTku-xo3avmHa, gpyrue
NPUMECU N 3arpsi3HEHNs], CBA3AHHBIX C TEXHONOIMYECKUM NPOLECCOM, yaarneHsbl.

18.2 NMopaepxmBaHMe 6AHKOB KITeTOK U BeAeHNe NpPOTOKONOB

18.20 OocTtyn k 6aHkam KNeTok AoSmKeH OblTb OrpaHUYeH nuuamMm, MMeLWUMIN Ha 3TO MOSTHOMOYMS.

18.21 BaHku KNeToK AOMKHbI XPaHWUTLCSA B crieuuanbHO paspaboTaHHbIX yCroBusx, obecneynBaroLLmx
nopaepKuBaHme Xn3HecnocobHOCTU 1 NpeaoTBpaLLaroLWmnX 3arpsa3HeHe KIeTok.

18.22 CnepyeT BECTU U COXPaHSATb NMPOTOKOMbI UCMOMb30BaHNA 06pasLoB 13 6aHKOB KNETOK U ycro-
BMSA UX XPaHEHUS.

18.23 baHKu KNeToK JOMKHbI NEPUOANYECKM NPOXOANTb KOHTPOMb NPUIOAHOCTM NX UCNOMb30BaHMS.

18.24 bonee nogpobHas nHdopmMauusa nNo cogepxaHunio 6aHKoB KNeTok nsnoxeHa s Pykosoactee ICH
Q5D**.

18.3 KynbTuBMpoBaHue kneTok (pepmeHTauma)

18.30 3akpbiTble cMCTEMbI CriedyeT NPUMEHsSTb, N0 BO3MOXHOCTM, B TeX Cny4yasx, koraa Heobxoaumo
[06aBnATb KNeToyHble cybcTpathl, cpepl, Oydep 1 rasbl B acentuyeckmx ycnosusx. Ecnu nepsuyHas nHo-
Kynaums, nocriegyoowmii nepeHoc unu gobasku (cpedbl, Oydep) NpoBoAsTCA B OTKPbITbIX cocydax, Ans
CHWXEHMS pucKa 3apakeHus AOSKHbl ObiTb paspaboTaHbl M NPUMEHATLCA COOTBETCTBYHOLIME MeToAbl, a
TaKKe NPoBOANTLCH KOHTPOIb.

18.31 Ecnn MukpobHOoe 3arpssHeHue MOXeT okasaTb BnusHue Ha kadectBo A®C, onepauum ¢ uc-
nonb3oBaHWeM OTKPbITbIX COCYAOB criegyeT npoBoAuTb B GuobesonacHbix Lkadax (bokcax) mnu gpyrnx
yCTpOMCTBax, obecneunsaloLLmMx KOHTPOIb YCNOBUIA OKpYyXXatoLen cpefpl.

18.32 lNpu paboTe c KynbTypammn KNeTok nepcoHan AormkeH 6biTb ogeT B cneuunanbHylo ogexay u co-
6nogatb cneunansHble Mepbl TPegoCTOPOXKHOCTN.

18.33 CneayeT npoBOAUTb HEMPEPbIBHBLIN KOHTPOIb KPUTMYECKUX pabounx napameTpoB (Hanpumep,
TemnepaTypbl, pH, CKOpoCcTV nepemeluMBaHus, AobaBneHns rasos, AaBEHWS), KOTOPbIA NO3BOMSET rapaH-
TMpOBaTb COOTBETCTBME YCIOBUIN YCTAHOBMNEHHBLIM NapamMeTpam npouecca. CrieayeT Takke MOCTOAHHO KOH-
TPONMPOBaTb POCT KNETOK, XXM3HECNOCOBHOCTb (ANs GOMbLNHCTBA KyNbTUBMPYEMbIX KNETOK) U MX NpoaykK-
TMBHOCTb. B 3aBMCMMOCTM OT Tuna npouecca KpUTudeckne napameTpbl MOryT M3MEHATLCSA, a B Cryvae knac-
CMYecKon hepMeHTauuMM HeKOoTOopble napamMeTpbl MOXHO He KOHTponupoBaTb (Hanpumep, XusHecnocob-
HOCTb KIeTOoK).

18.34 Ob6opygoBaHue, ucnonb3yemoe OfiS KyNbTUBMPOBAHUSA KIETOK, MOCMe OKOHYaHWs npouecca
OOMMKHO BbITb ounweHo 1 ctepunusoBaHo. O6opygoBaHve And npoBefeHus hepMeHTaumMm TaKke OOIMKHO
ObITb OYULLEHO, Ae3UHPULMPOBAHO UM CTEPUITM3OBAHO.

18.35 [1na npegoTBpalleHns HeGnaronpusiTHOro BNusiHUSA Ha kadectso APC cnefyeT cTtepmnmn3oBaTth
cpeabl KynbTUBMPOBaHUA nNepes NCnonb30BaHNEM.

18.36 MeToaukum OBHapyXeHUs 3arpA3HEeHWst U MPUHATUMS COOTBETCTBYIOLUX Mep AOMKHbl ObiTh

* PykoBoactBo ICH Q5A «KayectBo BmoTexHomnormveckmx npoayktoB. OueHka 6e30nacHOCTM BUPYCHOMO 3apaKeHusi
BUOTEXHOMNOMMYECKUX NPOOYKTOB, NMPOU3BEAEHHbBIX M3 KIETOK YEIOBEYECKOrO M XUBOTHOrO npoucxoxaeHusi» (Quality of Bio-
technological Products: Viral Safety Evaluation of Biotechnology Products Derived from Cell Lines of Human or Animal Origin).

** PykoBoacTBo ICH Q5D «KavecTBo GMOTEXHOMOMMYECKNX NPOAYKTOB. BblaeneHne n xapakrepucTuka KneToyHbIX cyb-
CTpaToB, WCMOSb3yeMblX AN NPOU3BOACTBA BuoTexHomnorndeckmux/Guonormdeckmx npoaykros» (Quality of Biotechnological
Products: Derivation and Characterization of Cell Substrates Used for Production of Biotechnological/Biological Products).
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odopMrieHbl AOKYMeEHTanbHo. K HUM OTHOCATCA METOANKM onpefeneHns BrUAHUS 3arpsi3HeHnsa Ha NpoayK-
LMo, MeToAbl OYUCTKM 0DopyaooBaHUSA v npuBegeHne obopyaoBaHMS B COCTOSIHWME FOTOBHOCTW ANs Aanb-
HelLero Mcnonb3oBaHusi. NOCTOPOHHWE MWUKPOOPraHm3Mbl, OBHapyXeHHble B npouecce epmeHTauuu,
OOIMKHbI ObITb MOEHTUMULMPOBaHBI, @ BMSHNE NX HA Ka4YeCTBO MpoJyKUmMM OOMMKHO ObiTe onpedeneHo. Pe-
3ynbTaTbl TaKMX OLEHOK OOJPKHbI MPUHUMATLCA BO BHUMaHWE MpuW pelleHun Bomnpoca o6 Mcnonb30BaHWK
npovsBegeHHOM NpoayKLMK.

18.37 MNpoTokonbl 0 cnyvasx 3arpA3HeHns cneayet COXpPaHaTb.

18.38 lMocne ouncTkM yHMBEpCaAnbHOro 0B6OpPYAOBaHUA MEXAy LMKIaMmyM NpoM3BOACTBA PasnUyHON
nNpoAayKuMn MOXeT noTpeboBaTbCa NpoBeAeHWE OOMOMHUTENbHBIX UCMbITAHWUA C LIeNbl CHWXKEHUSI pUCKa
NepeKkpeCTHbIX 3arpsi3HEHNIA.

18.4 CO0p, BblaeneHne 1 o4UnCTKa

18.40 Onepauuun no cbopy matepmana (yganeHuo KNeTok UnM KNeTOYHbIX KOMMOHEHTOB Mnm cbopy
KNEeTOYHbIX KOMMOHEHTOB MOCIE pa3pyLUEHUs] KIEeTOK) AOMKHbI MPOBOAMTECA Ha 06OpyLOBaHMU U B 30HAX,
NPOEKT (KOHCTPYKLUSA) KOTOPbIX AOIMKEH NpeaycMaTpmuBaTh CHUXKEHME pUCKa 3arpsisHeHnst 4O MUHMMYMa.

18.41 CnepyeT paspaboTtatb MeToguku cbopa M OYUCTKW, NMPUBOASALLME K yOANEHWIO UM UHAKT1Ba-
UMM OpraHM3mMoB-NPOAYLIEHTOB, KNETOYHOro aebpuca n KOMNOHEHTOB cpefbl (OKasbiBalOLWMX Npu 3TOM Mu-
HYManbHOE BMWSHWE Ha Jerpagauuio, 3arpsa3HeHne n noTepro KayecTBa) U rapaHTMpyloLme Bbixod npomMe-
XyTouHoro npogykta n A®C Hagnexalero kavyecTsa.

18.42 lNocne ucnonb3oBaHUa 06OpyAOBaHUE AOMKHO ObiTb OYMLLEHO U Ae3MHULMPOBAHO B yCTa-
HOBNeHHOM nopsake. Mpon3BoACTBO HECKOMNbKUX MOCNEeAoBaTENbHbIX CEPUI NPOMEXYTOYHOIO NPOAyKTa w
ADC 6e3 NpoMexXyTOHHON OYMCTKM 0B0opyaoBaHMSA AOMYCKAeTCa TONMbKO B TOM Cllydae, eCnm 37O He OKa3bl-
BaeT BIMSHMSA Ha MX Ka4ecTBo.

18.43 Mpu MCNonNb30BaHUN OTKPbITBIX CUCTEM OYUCTKA AOSHKHA NMPOBOAMTLCS B YCrOBUsIX, obecneyu-
BalOLLMX COXpaHEeHMEe KayecTBa NpoayKLUnN.

18.44 Ecnun ob6opynoBaHue NCnonb3yeTcs A58 NPOM3BOACTBA Pas3fMyHbIX BUAOB NPOAYKUUM, TO MOTYT
NPUMEHATLCHA OOMOSNHUTENbHbIE BMAbI KOHTPOSS, TakMe Kak MCMOoNb30oBaHMe cneumanbHbIX XpomaTorpadum-
YEeCKMX CMO UIK NpOoBeAEHME AOMONTHUTENbHBLIX UCTIbITAHWIA.

18.5 YpaneHue BMpycOB (CTagnu MHaKTUBaLMK)

18.50 Bonee nonHas nHdopmauusa npusegeHa B Pykosoactee ICH Q5A*.

18.51 Ctagum yganeHus n MHaKTUBaLUKN BUPYCOB SBMASIOTCH KPUTUYECKUMW A1 HEKOTOPbIX TEXHOMNO-
rMYEeCcKUX MpoLEeccoB U AOMKHbI NPOBOAUTLCHA B pamMKax napameTpoB, YCTAHOBIEHHbIX NPW WX aTtTectauuu
(ncnblTaHNSX).

18.52 CnegyeT npegycMoTpeTb Mepbl NPefoCTOPOXHOCTU ANs npefoTBpalleHns NoTeHuMansHoro
3apakeHus BUpycaMu, HauMHasi co cTagui Ao 1 nocrne yaaneHus (MHaktueauun) BupycoB. OTKpbiTas obpa-
6oTka AoMmKHa NMPOBOAUTLCS B 30HAX, OTAEMNEHHbIX OT APYrMX TEXHOMOrMUYECKMX onepauui u NMerLwmx oT-
OEnNbHYI0 CUCTEMY BEHTUNALMN.

18.53 Kak npaBuno, ans pasnuyHbiX CTagun OYUCTKM HE UCMOMb3yT OAHO U TO e obopygoBaHue.
Ecnu obopynosaHve Mcnonb3yoT AN pasHbIX CTaguii OYUCTKU, TO Nepes NOBTOPHbLIM MCMOMb30BaHMEM OHO
OOMKHO ObITb OYULLEHO Y Ae3nHULMPOBAHO COOTBETCTBYOWMM obpa3om. CriegyeT npeanpvHumMaTh Mepbl,
npegoTBpaLlaloLme NnepeHoc BUPYCOB C Npedblayux cTagui (Hanpumep, Yyepes obopyaoBaHue MUnm okpy-
XaroLLyo cpeqy).

19 APC, npegHasHa4vYeHHblIe AnA npoeegeHnA KNMMHNYeCKUxX nccnenoBaHum

19.1 OOLUMe NnonoxeHus

19.10 Mpu npousBoacTee HoBbIX ADC, Ncnonb3yemMbix A51s NPOBEAEHUS KIMHUYECKUX UCCIIeL0BaHNN,
npy ux paspaboTke MOryT NPUMEHSITbCA HE BCE BMAbI KOHTPOIS, paCCMOTPEHHbIE B MPeablgyLLMX pasgenax
OaHHoro ctaHgapTa. B HacToswem pasgene npuBeaeHsl cneymnanbHble TpeboBaHms k atum APC.

19.11 KoHTponb npoussoactea APC, npeaHasHadeHHbIX ONs KIMHUYECKUX UCCeaoBaHUN, OOMKEH
COOTBETCTBOBaTb TOW CTagMu pa3paboTku NekapCTBEHHOro CpeAcTBa, B COCTaB KOTOPOro oHa BxoauT. Me-
TOAbl NPOU3BOACTBA W KOHTpONs kadecTBa Takux APC aomkHbl ObITb 4OCTATOMHO MMOKUMK ANS TOro, YTOObI
npeaycMoTpeTb U3MEHEHUS, BHOCUMbIE B HUX MO Mepe MOMy4eHUs1 HOBbIX 3HAHUN O TEXHONOrM4YecKoM npo-
Lecce U NpoaBMKeHUM NEKapCTBEHHOrO CpefcTBa C OOKIMMHUMYECKMX CTaguMh K KNUHUYECKUM CTagusiM UcC-
cnepoBaHun. Ecnn paspaboTka nekapCTBEHHOroO NpenapaTa JocTuraet ctagum, Ha kotopon ata A®C npo-

" Pykosodcmeo ICH Q5A «Kayecmeo 6uomexHonoaudeckux npodykmos. OueHka 6e301acHoOCMU 8UPYCHO20 3apaxe-
Husi bBuomexHono2u4ecKux NPooOyKmMos, NPou38edeHHbIX U3 KITeMOK Yes108e4eCK020 U XUBOMHO20 rpoucxoxdeHusi» (Quality of
Biotechnological Products: Viral Safety Evaluation of Biotechnology Products Derived from Cell Lines of Human or Animal
Origin).
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n3BognTCcA Oona npuMeHeHuda B J1IeKapCTBEHHOM npenaparte, npegHasHad4eHHoOM Ond npoBeneHusa KrinHuyde-
CKMUX uccregoBaHun, npoun3ssBoanTeNnn OOJKHbI rapaHTUpoBaTb, YTO MPOU3BOACTBEHHbIE MOLLHOCTU, COOT-
BEeTCTBYyHOLLME METOAbl NPON3BOACTBA U KOHTPOJIA obecneunBatoT Heobxogmmoe kavecTBo aTon ADC.

19.2 KayectBO

19.20 K npoussoactey ADC, npegHasHaYeHHbIX A51S1 MCMOMb30BaHUSA Npy NPOBESEHUN KIMHUYECKUX
nccrnegoBaHUn, OOMKHbI MPUMEHSTLCS TpeboBaHMa HaCcTosLWero cTaHdapTa C Hagnexaiwen npouenypow
BblJayuM paspeLleHns Ha peanusaumnio Kaxxaon cepum.

19.21 [insa Bblgauyn paspeLleHns Ha peanu3auuio unum OTKNoHeHune kaxaon cepum ADC, npegHasHa-
YEHHOW AN1S UCMOMb30BaHUSA B KIMUHUYECKUX UCCReLOoBaHUsX, OmKeH(bl) ObiTb 06pa3oBaH(bl) oTaen(bl) KOH-
Tpons KayecTBa, He3aBUCHMBIN(€) OT NPOU3BOACTBA.

19.22 OtgenbHble paboTbl MO NPOBEAEHNIO KOHTPOMS, OObIYHO BLINOMHSAEMbIE OTAENOM KOHTPOSs Ka-
YyecTBa, MOIyT NPOBOAUTLCS B OPYINX NOApa3aeneHusx.

19.23 MeponpuaTusi Mo KOHTPOIO Ka4yecTBa AOMMKHbI BKITIOYaTh B cebs npoBedeHne KOHTPONs UCXo4-
HbIX M YNaKoOBOYHbIX MaTepMaros, a Takke MPOMEXYTOYHbIX npoaykTtos n ADPC.

19.24 CrnepgyeT NpoBOAMTb aHanm3 Niobbix 3aTpyAHEHUI, CBA3AHHBLIX C MPOU3BOACTBOM M Ka4eCTBOM
NpOAYKLNN.

19.25 Mapkuposka ADPC, ncnonb3yembiX B KNMMHUYECKUX UCCNEA0BaAHUAX, OIMKHA KOHTPONMpoBaTbCS
yCTaHOBMEHHbIM 06pa3om u cogepxatb UH(OPMaLMO O TOM, YTO 3TO BELLECTBO NpefHasHa4yeHo Ans uc-
crnefoBaTenbCKMX Lenen.

19.3 O6opynoBaHue

19.30 lNpwn npoBeaeHUn Bcex CTaguin KINMHUYECKMX pa3paboTok (B T. Y. NPWU UCMOMNb30BAHUM OMbITHbIX
yyacTkoB nnu naboparopwui) ansa npounssoactea APC, npegHa3Ha4YeHHbIX AN UCMOMb30BaHWSA B KIIMHUYE-
CKUX UCCNefoBaHusIX, JOIMKEH ObiTb yCTAHOBMNEH NOPSOOK NPOBeAEHMS KannbpoBKM U O4UCTKU obopyaoBa-
HWUSt U METOLMKN OLEHKM Er0 COOTBETCTBMS CBOEMY HAa3HAYEHUIO.

19.31 lMopsgok akcnnyaTauum obopyooBaHUS OOIDKEH rapaHTUpoBaTh, YTO npu pabote ¢ maTepua-
namm puUCK 3arpsi3HEHMS U NEPEKPECTHOTO 3arpsa3HeHnst byaeT MUHUMAaNbHbIMMU.

19.4 KOHTpONb MCXOAHLIX MaTepuanos

19.40 WNcxogHble maTtepuansbl, npumeHsemble Ans npoussogctsa A®C, npegHasHayeHHble Ans uUc-
MONb30BaHWA B KIMMHUYECKUX NCCNEeAOBaHNAX, AOMKHbI ObITb MCNbITAaHbI MW AOMMKHBI UMETb aHanMTUYeCKni
nacrnopT nocTasBLUMKa M NPOBEPATLCA Ha MOASIMHHOCTL. Hanuune aHanuTu4eckoro nacrnopta nocrasLumKa
AocTaTovHO AN NoATBepXAeHUs KayecTBa Matepuana, NpeAcTaBsoLLEro onacHoCTb.

19.41 B HeKOTOpbIX Cry4Yasx NOATBEPXKAEHNE MPUrOAHOCTU UCXOOHOro MaTtepuarna Ans ero Ucnorsb-
30BaHMA MOXeT OblTb 0GOCHOBAHO He TOMbKO pe3ynbTaTaMy aHanNMTUYECKOrO KOHTPONMS, HO U YNPOLLEHHbI-
MW MeTodamm (HanpumMep, NMPOBEPKOW NPUrogHOCTH).

19.5 NpousBoacTBO

19.50 lMpouecc npoussoactea APC, npeaHasHaYeHHbIX AN UCMOMb30BaHUSA B KITMHUYECKMX Uccne-
00BaHuAX, OOIMKEH ObITh 3aperncTpupoBaH B nabopaTopHbIX XypHanax, NPOTOKONax Cepuu uUnm nytem uc-
Nonb30BaHWsA OPYrMX cpeacTB. TN OJOKYMEHTbI AOMKHbI BKIMHOYaTh B ceba MHdopmaumio 06 Mcrnonb3oBaHum
TEXHOMNOrM4Yecknx MmaTepmanoB, 06opyaoBaHNM, TEXHONOMMYECKOM MPOLIECCE U HAay4YHbIX HabMOAEHNSIX.

19.51 Oxunpaemble BbIXOA4bI NMPOAYKLUUN MOTYT pasnuyaTtbesi 6onee 3HaunTenbLHO 1 ObITb MeHee onpe-
OeneHHbIMU, YeM OXMAAeMble BbIXOAbl MPOOYKLMM NPOLIECCOB, BbLIMNOMHAEMbIX B NMPOMBILNIEHHOM MacluTa-
6e. HeT Heob6xoouUMOCTV NPOBOAUTL U3YYEHNE PA3NNYUSA BbIXOAOB MPOSYKLNN.

19.6 ATTecTtauumsa (McnbiTaHus)

19.60 Kak npaBuno, He TpebyeTcd NMpoBOAMTbL atTectaumio (UCMbiTaHWsA) mpouecca Npov3BOACTBa
A®DC, npegHasHavyeHHbIX ANS UCMOMb30BaHUSA B KIMHWYECKMX UCCMEeQOBaHUSAX, ecnv Npovu3BOAWUTCA odHa
cepust A®C nnum ns-3a M3MeHeHUn, BHOCUMbIX B TEXHOMNOIMYECKMI npouecc npu paspabotke AD®C, nosTop-
HOoe M3roTOBMIEHUE CEpUU ABMSAETCH 3aTPyAHUTENbHbIM UM HEeTOYHbIM. B 3TOT nepuog pa3paboTku kavecT-
Bo ADC obecneymBaeTcsi coueTaHeM KOHTPOs, kannbpoBky (MoBepku) 1 aTTectaumm obopyaoBaHus.

19.61 ATTecTaumio npouecca B COOTBETCTBUM C pa3fenom 12 HacTosiero ctaHgapTa crnegyet npo-
BoauTb Anst cepuii A®C, npegHasHayeHHbIX AN peanusauuy, gaxe ecnv Takue cepuv npou3BoasaTcs Ha
OMbITHOM WK MerNKoMacLTabHOM NPON3BOACTBE.

19.7 N3meHeHunA

19.70 VsmeHeHus crieqyeT BHOCUTL MO Mepe NpuobpeTeHnst HOBbIX 3HAHWA U pocTa Maclutaba npo-
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n3soactea. Kaxgoe u3MeHeHWe TexXHOMNorMu npou3BOACTBA, crneumdpukaunmin mnm MeToaMK WUCMbITaHUI
OOJDKHO ObITb 3apEerMcTpMpoBaHO YCTaHOBMEHHbIM 06pa3oMm.

19.8 JlabopaToOpHbIA KOHTPOIb

19.80 HecmoTpst Ha TO, YTO aHanNMTUYecKne MeTOAbl, UCTMONb3yeMble Afsl OLEHKN KayecTBa cepum
A®C, npegHasHa4yeHHbIX AN KNMHUYECKUX UCCrefoBaHui, He MOryT OblTb aTTeCTOBaHbl, OHU AOMMKHbI ObITh
Hay4HO 0GOCHOBaHbI.

19.81 [JomkHa 6bITb OpraHM3oBaHa cUCTeMa XpaHEHUS apXuBHbIX 06pa3uoB Bcex cepun APC, obec-
neynBaloLLas XpaHeHMe Kaxaoro U3 apxuBHbix obpasLoB B JOCTAaTOYHOM KONMMYECTBE M Haanexalumx ycno-
BUSIX B T€YEHMEe YCTaHOBMNEHHOro nepvoda BPEMEHU Mnocrie MonyyYyeHus paspelleHus Ha peanusauuio, 3a-
BEPLLEHUS KIMMHNYECKOro NCCnefoBaHNs U OT3biBa 3asiBKM HA HOBOE NeKapCTBEHHOE CPeacTBo.

19.82 Cpok rogHoCTU M gata MOBTOPHOrO KOHTPOJs, yka3aHHble B 11.6 HacTosilwero pykoBoacTea,
npuMeHnmbl K cywectytowmm APC, npeaHasHa4YeHHbIM AN UCMONb30BaHUA B KIMHUYECKUX UCCIeLOoBaH M-
sx. Onst HoBbiX APC, HaxOAsLMUXCS HA PaHHUX CTagusaX KMMHUYECKUX UCCIeLOoBaHUNA, nonoxeHusa 11.6, kak
npaBuIo, NPUMEHUMBI.

19.9 [lokymeHTauua

19.90 Cuctema OOKyMEHTaLMM OOMMKHA rapaHTMpoBaTh, YTO MHAOPMaUUs, NofydYeHHas B xoae pas-
pabotkm n npoussoactea APC, npegHasHa4YeHHbIX AN UCMONb30BaHWUS B KIMHUYECKUX UCCNEOOBaHUSX,
OyneTt odopmMneHa JOKYMEHTarbHO AOMKHBIM 06pa3oM 1 AOCTYMHa A5 UCNOSb30BaHUS.

19.91 PaspaboTka 1 npMeHeHe aHanUTUYeCKUX MeTodoB, NCNONb3yeMbIX ANsl NOATBEPKAEHMS Bbl-
nycka cepun APC, npegHasHa4YeHHOW OIS KIMHUYECKUX UCCreaoBaHUIN, AOMKHbI OblTb 0pOpMMeHbl A0OKY-
MeHTarnbHO.

19.92 [JomkeH ObITb pa3paboTaH M BHeOpeH MoOpsOoK XpaHeHUst MPOTOKOIOB NPOW3BOACTBA U KOH-
Tpons kadectBa A®C 1 COOTBETCTBYIOLLEN AOKYMEHTaAUUKN. DTOT NOPSIAOK AOIMKEH obecneunBaTb XpaHeHne
NPOTOKONIOB M JOKYMEHTOB B TEYEHWE YCTAaHOBIIEHHOrO Nepuoaa BpPeMEeHWU Mocre MosyvyeHus paspeLleHnst
Ha peanunsauuio, 3aBepLUEHNSA KMMHUYECKOrO UCCNEeAOBaHUSA UM OT3biBa 3asiBKM HA HOBOE fEeKapCTBEHHOE
CpeAacTBo.

20 TepMuHbI U onpeaeneHns

akTuBHas chapmaueBTMyeckasa cyoctaHuusa; ADC (active pharmaceutical ingredient; API): Jlio6oe
BELLECTBO UM CMECb BELLECTB, NpeAHa3Ha4YeHHble AN NPOU3BOACTBA NIEKAPCTBEHHbIX CPEACTB, KOTOPbIE B
npouecce NPOV3BOACTBA JIEKAPCTBEHHOIO CPeACTBa CTAHOBATCA aKTUBHLIM WHIPEOVMEHTOM 3TOrO fieKapcT-
BEHHOro cpefcTBa. Takvue BellecTBa NpefHasHaveHbl ANs NposBMeHUss dapMakosiorMyeckon akTMBHOCTU
unu gpyroro nNpsiMoro adpdekta npu AMarHOCTUKE, NevYeHun, obrneryeHnm CUMNTOMOB MM NpodunakTuke
BGonesHn unun ans BO3AEeNCTBUSA Ha CTPYKTYPY MK (OYHKLMIO OpraHu3mMa.

atTectaumsa (qualification): [lokymeHTanbHOe NOATBEPXAEHUE TOro, YTO MeToAMKa, npolecc, obopy-
AoBaHve, matepuan unu cuctemMa COOTBETCTBYIOT 3adaHHbIM TpeboBaHWsM, M UX MCMONb3oBaHue Aaet
oXungaemble pesynbTaThbl.

6uonornyeckas Harpyska (bioburden): YpoBeHb 1 Tvn (Hanpumep, NaToreHHbIX UM HENATOreHHbIX)
MUKPOOPraHU3MoB, KOTOpbIE MOTYT MPUCYTCTBOBATL B Cbipbe, UCXOAHbIX MaTepuanax AD®C, NpoMeXyTOYHbIX
npogyktax unm A®C. Bronornyeckas Harpyska He paccMaTpyMBaeTCs KaK 3arpsi3HEHUe, ecrin ee YPOBHU He
MpeBbILWAOT YCTaHOBIEHHbIE NPeAernbHbIE 3HAYEHNS UMW HE NPOUCXOAUT OOHapPYXEHUS ONpeaeneHHbIX na-
TOrEHHbIX MUKPOOPTraHN3MOB.

BHYTPUNPOU3BOACTBEHHLIN KOHTPOJIb (TEXHONMOrM4YecKun KOHTponb) (in process control (or pro-
cess control): KoHTponb, NpoBOoANMBIN B XO4E TEXHOMOMMYECKOro npouecca € Lenblo NpoBEpPKU COOTBETCT-
BMSI MPOMEXYTOYHOro npogykra unu A®C yctaHoBneHHbIM TpeboBaHnsaM, MO pe3yrnbTataMm KOTOPOro MoryT
KOpPPEKTUPOBAaTLCS NapamMeTpbl TEXHOMOMMYECKOro npouecca.

BCcrnomoratenbHble cpeacTBa (process aids): MaTepuanel (3a UcknioYeHMeM pacTBopuTenen), uc-
nonb3yemMble B kKayecTBe 400aBOK NMpu MPOU3BOACTBE NMPOMEXYTOYHOro npoaykra unm A®C, KoTopble camu
He y4acCTBYIOT B XMMMWUYECKOWN U BUONOrMyeckon peakumun (Hanpumep, NOPOLLOK Anst UNbTPOBaHUS, aKkTu-
BMPOBaHHbIN yronb 1 T.4.).

BbIxoa oxupaembin (yield, expected): Konnyectso nnv npoueHT TEOPETUYECKOro BbIXOA4a maTtepua-
na, oXxugaembli Ha NtoboK COOTBETCTBYIOLLEN CTaauM NPOM3BOACTBA, onpeaenseMblil Ha OCHOBaHUN OaH-
HblX, MPeaBapUTENbHO MOJTyYEHHbIX MPU NPOM3BOACTBE 3TOrO0 MaTepuana B NnabopaTopHbIX, OMbITHLIX UMK
NPOMbILLIIEHHBIX YCIOBUSIX.

BbIxoa TeopeTuueckuim (yield, theoretical): Konnyectso, koTopoe 6bino 661 nonyveHo Ha nwbon co-
OTBETCTBYIOLLEN CTaaMM NPOM3BOACTBA, PAaCCYMTAHHOE Ha OCHOBE KONMMYEeCcTBa MCMOMb3yemMoro marepuana
B NpeanosiaraeMbiX YCIOBUSX OTCYTCTBUS JHOObIX NOTEPb MM OLWMOOK Npy hakTU4YECKOM NPOU3BOACTBE.

paTa nNoBTOpPHOro KoHTponsa (retest date): [lata npoxoxaeHns maTtepuanom NOBTOPHOW MPOBEPKM
ONs noaTBepXAeHMs ero NpurogHoCcTy A AanbHEWLWero NCnonb30BaHus.
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3arpsisaHeHue (contamination): HexxenatenbHoe BHeCEHWE NpUMecen XMMUYecKkoro nnm Mmkpobuono-
MMYECKOro MPOUCXOXKOEHMS U MOCTOPOHHErO MaTepuara B UCXOAHbIV MaTepuarn, NPOMEXYTOYHbIA NPOaYKT
unn A®C B xode Npom3BoAcTBa, 0TOOpa Npod, ynakoBKM UM NepeynakoBKU, XpPaHEHUS UKW TPaHCNOpPTUpO-
BaHwus.

MHCTPYKLMA, MeToauka, npoueaypa (procedure): [JokyMeHT, cogepxalimi ykasaHus no BbINOMHe-
HWIO OTAENbHbIX BUAOB onepauuin (HanpyMmMep, No O4UCTKe, NepeocaeBaHmnI0, KOHTPOSIO OKpYXKatoLwen cpeapl,
oTbopy Npob, NpoBeAeHMIO UCMbITAHUI, 3KCNNyaTauum 060pyaoBaHUS), KOTOPLIA NPSAMO UMM KOCBEHHO CBSA-
3aH C MPOU3BOACTBOM NPOMEXYTOYHOro npogykra unu A®C.

ucnbiTaHmA (validation): CUHOHMM TepMuHa «aTTecTauus».

ucxogHbin matepuan APC (API starting material): Cbipbe, NpoOMeXyTOuYHbIA NpoaykT nnn A®C, ko-
TOopble ucnonb3ytoTcsa npu npounssoacTee ADC n BHeapsoTca B CTpykTypy APC B KayecTBe CyLLEeCTBEHHOIO
anemeHTa. VicxogHein matepman A®C MoxeT BbITb NPOAYKTOM (MaTtepuanom), nony4aembiM OT OGHOTO UMK
fGonee NOCTaBLLMKOB MO KOHTPAKTy (KOMMEPYECKOMY COrMalLEeHU0), UM MaTepuarnomM, Npou3BoAMMbIM Ha
camom npeanpusatuun. Kak npasuno, ana npoussogctea APC ncnonb3yTCsl UCXOAHbIE Matepuarnbl C KOH-
KPETHBIMU XUMUYECKUMWN CBONCTBAMM U CTPYKTYPOW.

KanubpogBka (noBepka) (calibration): CM. 06Lue TepMUHbI U onpeaeneHns.

KapaHTuH (quarantine): CtaTyc martepuanos, WU30NMPOBaHHbIX (PU3NYECKN UMM WHBIM OBpasoM Ha
BpeMS [0 BbIHECEHUS peLleHnsi 06 NX BbIMYCKE UMM OTKIIOHEHWN.

KOHTponb KadectBa (quality control; QC): lNpoBeaeHne NpoBepok NN UCMbITaHWI Ha COOTBETCTBUE
TpeboBaHusM cneundmrKalni.

KpuUTepun npuemnemMocTn (acceptance criteria): Yncnosble NpedenibHble 3HaYeHUs1, AnanasoHbl Unn
Opyrue Kputepun, NpuMeHsieMble As NPUEMKN Pe3yrnbTaToB UCMbITaHWUNA.

Kputndeckmn (critical): Ctagum TexHomnorm4eckoro npowecca, TpeboBaHUs K MUCMbITAHUSIM, CyLLEeCT-
BEHHbIM MapameTpam W1 YCroBUSM, KOTOpbIe CrieQyeT 3agaTh M KOHTPONMpoBaTh Anst obecnevyeHnst coot-
BeTcTBUA APC TpeboBaHusaM cneundmkaumu.

nekapctBeHHasi cybctaHuma (drug substance): CMHOHUMM TepMunHa «akTuBHasi hbapmaueBTu4eckas
cybcTaHumnsa»

nekapcTBeHHbIN (MeanunHckuin) npenapart (drug (medicinal) product): Jo3svpoBaHHas dopma ne-
KapCTBEHHOr0O cpecTBa B MEPBMYHON OKOHYATENbHOW yNakoBKe, NpegHa3Ha4YeHHOW A4S NPoaaXM.

martepuman (material): Cbipbe (MCXOOHbIE MaTepuarnbl, peakTuBbl, pacTBOPUTENN), TEXHOMOIMYecKne
AobaBku, NpoMexyTouHble NpoaykThl, APC, ynakoBOYHbIE U MeYaTHbIe MaTepuarnbl.

MaTouHbIM pacTtBop (mother liquor): OcTaTtoyHas XWOKOCTb NOCHe MPOLEecCOoB KpucTannmsauun u
BblAeneHus.

MpumMmeyaHune — MaTo4HbIN PacTBOP MOXET COAEpPXKaTb HenpopearMpoBasLLMe MaTepuarnbl, MPOMEXYTOUHbIE
npoaykTbl, A®C W/unm npuMecu B CyLLIECTBEHHOM KONUYECTBe, a Takke UCMoSb30BaTbCsA AN AanbHellwen o6paboTku.

MeToAMkKa atTectauum (ucnbitaHmi) (validation protocol): [JokymeHTanbsHO 0OPMIEHHBIN NNaH, yc-
TaHaBNMBAKLMIN NOPAAOK aTTecTaumnm (UCnbITaHW) N ONpeaenstoLnA KpUTEPUN NPUEMIIEMOCTH.

MpumevyaHne — Hanpumep, meTogmka atTecTaumm (MCNbITaHWIN) TEXHOMOMMYECKOrO MpoLecca, KOHKPEeTHO
onpegenstoLwas TexHonornyeckoe obopyaoBaHune, KpUTMHECKUE TexHorornyeckme napameTpbl (paboune avanasoHbl),
XapaKTepucTMKM Npoaykummn, oTéop npob, AaHHble UCMbITaHUIA, KOTOpble AOMKHbI ObiTb COBpaHbl, KOMMYECTBO LMKIOB
aTTecTaumm (MCnblTaHUA) 1 NpuemnemMble pesynbTaTbl UCMbITAHWA.

Homep cepuu (naptum) (batch number or lot number): OnpegeneHHoe coveTaHune umdp, GykB U/mnu
CMMBONOB, 0603HavalLlee cepuo npogykumn. Mo HoMepy cepun MOXET ObITb MpOCrneXeH BECb NPOLIECC
npousBoacTea cepun APC n ee peanusayuu.

obecne4yeHune kayectBa (quality assurance; QA): OOwasi COBOKYMHOCTb OpraHM3auMOHHbIX Mepo-
NpuATWIA, NPOBOAMMBIX C Lienbio obecneveHns Tpebyemoro kavectsa Bcex A®C 1 nogaoepxmBaHus CUCTEM
KayecTBa Ha JOJIKHOM YpOBHE.

Cnyxb6a (otaen) kavectBa (quality unit(s): OpraHnsaunoHHoe nogpasgerneHne, He3aBUCUMOE OT
Npou3BOACTBa, KOTOPOE HeCceT OTBETCTBEHHOCTb 3a 0becneyeHne 1 KOHTPOIb KayecTBa, NpeacTaBndoLwee
cobol oTaenbl KOHTpPoNs 1 obecneyeHns kadecTBa NMMOO O4HO NULLO UK FPyNMNy, B 3aBMCMMOCTU OT pa3Mmepa
N CTPYKTYpPbl OpraHm3auum.

OTKIoHeHue (deviation): OTCTynneHne oT YTBEPKAEHHOW MHCTPYKLMN UMM YCTAHOBINIEHHOTO CTaHAapTa.

nepekpecTHoe 3arpsi3HeHMe (cross-contamination): 3arpsasHeHne maTepuana unm npogykTa apyrum
mMaTepuanom Ui NpoayKToM.

nepepaboTka (reworking): O6paboTka npomexyTovHoro npogykra unun APC, He yaOBMNETBOPSHOLNX
TpeboBaHVAM CTaHOAPTOB MIM cneumMdukauui, ¢ NOMOLLLIO OAHOW UMM HECKOMbKMX TEXHOMNOrMYECKUX cra-
OV, OTNNYAIOLWKMXCS OT YCTAHOBMEHHOMO TEXHOMOMMYECKOro NMPoLecca, C LUerbio NOoMy4YeHnsi MPOMEXYTOYHOrO
npoaykTta unu A®C npuemnemoro kavyecTsa (HanpuMmep, NepekpucTannnsaums ¢ pyrum pacTBoOpUTENEM).

noBTOpHasA obpaboTtka (reprocessing): [NNoBTOpHOE BBeAEHME NPOMEXYTOYHOro npogykra unu ASC
(B T. 4. He ygoBneTBoOpsAOLWMX TpeboBaHuAM crneuundmrkaumin) B npouecc 1 NOBTOPEHNe CTaguu Kpuctannm-
3aLMM UnNu gpyron COOTBETCTBYHLLEN CTagun XUMMUYECKOW unu dusmndeckon obpaboTtku (Hanpumep, auc-
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TUNNAUMK, unbTpauumn, xpomatorpadum, n3amenbyeHns), KoTopas SBASETCA YacTbl0 YCTAaHOBMEHHOrO TEX-
Homoruyeckoro npouecca. lNpogomkeHne TEXHONOTMYECKON CTaaum Nocrie TOro Kak BHYTPUNPOW3BOACTBEH-
HbI KOHTPOSb MOKa3ar, YTO OHa elle He 3aBepLUeHa, CYMTaeTCs YacTbio TEKyLLEero npouecca NnponM3BoACTBa
N He paccMaTpuBaeTCs Kak NoBTOpHasi obpaboTka.

noanuck (cornacosaHue) (signature (signed): Cm. TEPMUH «CorracoBaHuey.

noapsAayuk (contract manufacturer): NMpoussoanTenes, BbINOMHAOLWNA HEKOTOPbIE NPON3BOACTBEHHbIE
onepauun OT UMeHV NepBOHAYanbHOrO NPOM3BOAMTENS.

npumech (impurity): KOMNOHEHT, NMPUCYTCTBYIOLWMIA B NPOMEXYTOUHOM npoaykte unu APC, KoTopbIn
ABNSIETCHA HeXxenaTenbHbIM A5s 3TOro NpoAyKTa.

npousBoacTBo (Manufacture): Onepaunn n BUObl KOHTPOIS, CBSA3aHHbIE C 3aKYMKOW MCXOOHbIX MaTe-
puanos, ux npuemMkon, o6paboTkon, ynakoBKOW, BbIMYCKOM B peanu3aLumio, XxpaHeHunem u otrpyskon AOC.

NPOMEXYTOUHbIN NpPoAyKT (intermediate): MaTepuan, nonyyaembii Ha cTagusax nponssoactea APC,
KOTOpbIN NpeTepneBaeT AaNbHENLLNE MOSMEKYNAPHbIE U3MEHEHUSA UITM OYUCTKY 4O TOrO, KaK OH MOXET CYu-
TaTbca ADC. MNMpomMexXyToYHbIE NPOAYKTHI MOTYT HE BbIAENATHCA B KAYECTBE YMCTbIX MPOAYKTOB.

MpumeyvyaHune — Hacroawmn ctaHgapT pacnpocTpaHAeTCa TOMNbKO Ha NPOMEXYTOUHbIE NPOAYKThI, MPOU3BOA-
CTBO KOTOPbIX HAYMHAETCA CO CTaaun, ABMSIOLLENCS, N0 AOKyMEeHTaM npoussoautensi, Hadyanom npoussogctea ASC.

pacTtBopuTenb (solvent): HeopraHunueckas unu opraHnyeckast XuakocTb, MUCNOMNb3yemasi B KayecTBe
HOCMTens Ans NPUroTOBIIEHUSI PacTBOPOB WM CYCMEH3W MpW NPOM3BOACTBE MPOMEXYTOYHOro MpoaykTa
nnm APC.

cepus (naptusa) (batch or lot): OnpegeneHHoe KONMYECTBO MaTepuanos, NPOM3BEAEHHbIX B O4HOM
WM HECKONbKNX TEXHOMOMMYeckMx npoueccax Tak, YTO UX MOXHO cuMTaTb OOHOPOAHbIMM B paMKax ycTa-
HOBMeHHbIX Npeaenos. MNMpu HenpepbiBHOM NPOM3BOACTBE MOHATUE CEPUN MOXET OTHOCUTLCH K onpegerneH-
HOM YacTu NPOAYKLMW, XapaKTepusyemon OAHOPOOHOCTbI. Pasmep cepum moxeT ObiTb YCTAHOBIEH MO
hMKCMPOBAHHOMY KOMNMMYECTBY NPOAYKLUUN NMBO MO KONNYeCTBY NPOAYKLMKW, NPOU3BOAMMON 3a YCTaHOBMEH-
HbI Mepuo BpEMEHMW.

cuctema ¢ KOMNbITEPHLIM ynpaBneHneM M KOHTpornem (computerized system): Cuctema, Bknio-
yatwllasi B cebst BBOA AaHHbIX, UX 3NEKTPOHHYK 06paboTKy 1 BbiBO4 MHGOPMAaLMKM, UCNONb3yeMON Anga pe-
rmMcTpauum UM aBToMaTUYeCKOro KOHTPOrs.

cornacoBaHue (noanucsk) (signed signature): MNMoan1ce nuua, BbIMOMHAOLWEro KOHKPETHOE AencTBme
nnm o0630p, B BUAE COKPALLEHHON UNn NOMHON haMunnm n MHALMANOB, CAENaHHON OT PYKM, TMYHOW nevyaTtu
NN aBTOPU30BaHHON W 3aLUMLLEHHOW 3MEKTPOHHONW NOAMNUCH.

cocTtaB npumecen (impurity profile): OnncaHme naeHTNOUUNPOBAHHBIX U HEMAEHTUMDULMPOBAHHbIX
npumecen, npucytctayoLmnx B AGC.

cneundumkaumsn (specification): NepeyeHb MCNbITAHWIA, CCbINIOK HA aHaNUTUYECKNEe METOAUKU N COOT-
BETCTBYIOLLME KPUTEPUM MPUEMIIEMOCTH, YCTaHABMBAOLIME YMCIOBbIE rpaHuLbl, AManasoHbl UnNu apyrue
KpuTepumn Ans ykasaHHbIX ucnbiTaHni. Cneundukaumsa ycTaHaBnMBaeT KPUTEPUWU, KOTOPbIM OOMKEH COOT-
BETCTBOBaTb MaTepuan Ans Toro, 4Tobbl ero MoXHO BbINo NPUMEHATb NO HasdHavyeHuno. MaTepuan cooTBeT-
cTByeT TpeboBaHMAM cneundukauum, ecnm npyu UCNbITAaHNAX NO MPUHATBIM aHanNUTUYECKMM MeTodam OH
YAOBMETBOPSIET YCTAHOBNEHHbLIM KPUTEPUAM MPUEMIIEMOCTMW.

CpoK rogHocTu (expiry date or expiration date): JaTa, ykasbiBaemasa Ha ynakoBke/aTuketke A®PC,
o603HavalLLasa Nnepunos BpeMeHu, B TeYeHne KOTOporo rapaHTupyeTcs coxpaHeHue ceoncte A®C B pamkax
YCTaHOBIEHHbIX crneundurKaumnin Npu XpaHeHny B onpeaeneHHbIX YCNOoBUsX 1 nocrne KoToporo aaHHas APC
He JOoSKHa MCNoSb30BaThCS.

cbipbe (raw material): icxogHble maTepuansl, peakTvBbl U PacTBOPUTENK, NpegHasHavyeHHble Ans
N3roTOBIEHUSA NMPOMEXYTOYHOro npoaykta unm A®C.

TEeXHONOrnM4Yeckn KOHTponb (process control): CM. TEpPMUH «BHYTPUNPOU3BOACTBEHHbLIN KOHTPObY.

TexHonorn4yeckum npouecc (production): Onepauun, BkMovatoLwmne B ceds NpUeMKy UCXOOHbIX Ma-
Tepuanos, nx obpaboTky, ynakoBky u nonyyeHue rotoson ASC.

ynakoBO4HbIN MaTepuan (packaging material); Jllo6on maTepuan, npeaHa3HayYeHHbI AN 3aWwuThl
nNpoMeXXyTo4Horo npoaykta nnv APC npu xpaHeHn 1 TpaHCNOPTUPOBaHUN.

3TanoHHbIA CTaHpapT, BTOpu4HbIN (reference standard, secondary): BeliectBo ycTaHOBMEHHOMO
KayecTBa M YMCTOTbI NO pe3ynbTaTaMm CPaBHEHUSA C NEPBMYHBbIM 3TANOHHbIM CTaH4APTOM, UCMOMb3yeMoe B
KayecTBe CTaHAapTa CpaBHEHWUsi ANS TeKyLmMX nabopaTopHbIX aHanM3oB.

3TaNoHHbIN CTaHAApPT, NepBUYHbIN (reference standard, primary): BewecTBo, npusHaHHOe NOANH-
HbIM MaTepManoM BbICOKON CTENEHN YUCTOTbI MO pe3ynbTaTam OOLUMPHBLIX aHANUTUYECKMX UCTbITaHWUA. JTOT
cTaHAapT MoxeT 6biTb: 1) nonyyeH u3 oduuManbHO NPU3HAHHOTO UCTOYHUKA; 2) MPUrOTOBNEH NyTEM Hesa-
BMCUMOIO CMHTE3a; 3) NomnyyeH M3 MMEIOLLErocs NPOMBbILLNIEHHOrO Marepuana BbICOKOW CTEeMNeHW YUCTOTbI
unu 4) NpuUroToBneH nyTem AarnbHenLen O4YMCTKN CyLLIECTBYIOLLEro NPOMbILLNIEHHOTO MaTepuana.
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