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MpunoxeHue 15

ATtTecTaumsa (McnbiTaHUA) NnpoueccoB U 06opyaoBaHUA

OCHOBHbIe npuyuHUUNbI

B HacTosLeM NpUNoXeHUn NpMBOASATCA OCHOBHbIE MPUHLUUMBLI aTTecTaummn (UCbiTaHW) NOMELLEHWH,
obopyaoBaHusi, BCMOMOraTenbHbIX CUCTEM U MPOLECCOB NPOM3BOACTB JIEKAPCTBEHHBIX CPeacTB, KOTOpbie
MOTYT UCMOMb30BaTbCA B KA4E€CTBE OOMOMHUTENbHBIX PEKOMEHAALMI K akTUBHBIM cyOcTaHuusam 6e3 gonon-
HUTENbHbIX yKa3aHui B TpeboBaHmax K ux npoussoactBy. CornacHo TpeboBaHMAM HACTOsLWEro cTaHgapTa
npoussoauTenb AOMKEH KOHTPONMPOBaTb KPUTUYECKME SMIeMEeHTbl NPOM3BOACTBA NyTEM MPOBEAEHUS aTTe-
cTaumMm (MCNbITaHU) B TEYEeHUEe XU3HEHHOro UMKna npogykta u npouecca. CnegyeT [OKyMEHTanbHO
ohopMnaTh Ntobble 3annaHNpOBaHHbIE U3MEHEHUS B MOMELLEHUAX 06opyaoBaHUM, BCNOMOraTerbHbIX CUC-
Temax 1 npoueccax, KoTopble MOryT BANATb Ha Ka4eCTBO NPOAYKLUN 1 OLEHNBaTb X BNSHWE Ha COOTBET-
cTBMe TpeboBaHMAM (MOATBEPXAEHHBIM MPK aTTecTauun) u ctparernio (Mopsaok) KoHTpons. CrnegyeT Takke
NPOBOAWTbL aTTeCcTauMio KOMMbIOTEPHBIX CUCTEM, NCMOMb3yeMblX B NMPOV3BOACTBE NIEKAPCTBEHHbLIX CPEACTB
COrNacHO NPUIOXEHUIO K HacToswemMy cTaHaapTy. PekomeHayeTcst yunTbiBaTb COOTBETCTBYHOLLME MOSOXE-
Hus pykoBoacTs ICH Q8, Q9, Q10 n Q11.

Oo6wue nonoxeHus

B TeuyeHune Bcero XU3HEHHOro LMKNa NeKkapCTBEHHOro cpeacTBa cnefyeT NpoBOAUTbL aHanm3 PUCKOB.
O6bem paboTt no arrectaumm (UCNbITaHUAM) crieqyeT onpeaensTb UCXOOs U3 OLLEHKM PUCKOB ANs nomMeLye-
HWUWA, NomeLlleHui, obopyaoBaHMs, BCnoMoraTeflbHbIX CUCTEM M MpoLleccoB. PeTpocnekTMBHast atTectaumsi
bonee He paccmaTpmBaeTCcs B KayecTBe npuemnemoro meroga. Moryt ncnonb3oBaTb AaHHble, OTHOCALLME-
ca K aTTectauumn (MCnbiTaHUsIM), NOJTyYEHHbIE U3 BHELLUHUX UCTOYHMKOB 3a pamMKamu MporpaMM Npov3Boau-
Tens, nNpy ycnoBmm nx o6GOCHOBAHHOCTM U YBEPEHHOCTM B TOM, obecneyeH OOCTaTOYHbIN KOHTPOSb NpW Mo-
Ny4YEHMMN TaKNX OAHHbIX.

1 OpraHusauvm n nnaHunpoBaHue pa60T no artrecraunu (MCHbITaHMHM)

1.1 CneayeT npegycMmaTpmsaTbh HeobxoanmMble paboThl Mo aTTecTaummn (UCNbITaHUSAM) B TEYEHUE XKN3-
HEHHOro LMKMna nomeLLeHn, obopyaoBaHus, BCNOMOraTesbHbIX CUCTEM, MPOLIECCOB U MPOSYKLNN.

1.2 ATTecTtauus (UcnbiTaHWs) OOSMPKHA NPOBOAUTBLCA TOMbKO NOArOTOBMEHHbLIM NEPCOHANOM, KOTOPbIN
paboTaeT no yTBepXAeHHbIM MeToAUKaM.

1.3 lNepcoHan, KOTopbIM BbINOMHAET aTTecTaumio (MCnbiTaHns) AormKeH opopmMnAaTb NPOTOKOSbI O ee
npoBeAeHUN cornacHo hapmMaueBTUYECKOW cUCTeMe KadyecTBa. OTOT nepcoHan Heobss3aTernbHO AOMKeH
BXOAMUTb B MoApasgeneHns no KOHTPOSb Ui obecrneyeHnto KadecTaa.

1.4 OCHOBHblE 3MIEMEHTBI aTtTecTaunm (UCNbITaHWA) OOIMKHBI ObITb YETKO onpeaeneHsbl Nporpammon
aTTecTauum (UCNblTaHWI) UM @aHaNoOrMYHLIM [JOKYMEHTOM.

1.5 3Ta nporpamma unu 9KBMBANeEHTHLIN el JOKYMEHT AOSMKHbI OnpeaensTs CUCTEM Y aTtTectaumm u
BKNOYaTh B cebA cnegyoLme anemMeHTbl (Mnn AaBaTtb CCbINKN Ha HUX):

(i) Llenb npoBeaeHusa atTectaumm (Nonutuka atrecraumn);

(i) OpraHmnsauunoHHyto cxema, Bkoyas PYHKUMM U OTBETCTBEHHOCTb 3@ NPOBEAEeHNN aTTecTaummn (1c-
nblTaHWR);

(iii) MepeyeHb nomelLeHnn, 06OPyAOBaHMSA, BCMOMOraTenbHbIX CUCTEM U NPOLIECCOB, noanexalnx
aTTecTauuu;

(iv) Mopsagok KOHTPONS M3MEHEHUIN N OTKIOHEHWI Npy aTTecTauuu;

(v) PykoBoacTBo no paspaboTke 4ONYCTUMbIX KPUTEPUEB;

(vi) CcblInku Ha cyLlecTBYyOLNE AOKYMEHTHI;

(vii) MNMopsimok NpoBefeHUs atTecTauum (MCMbITaHWI), BKIOYAs NOBTOPHYIO aTTeCTaUmIo, ecrnv TpedyeTcs.

1.6 Ong 6onblumx 1 CrnoXHbiXx 06bEKTOB NNaHMpoBaHne urpaet ocobyto porb, U NporpaMma aTTecTa-
uum (McnblTaHWM) MOXET ObITb pasfeneHa Ha HECKOSTbKO YacTe.

1.7 MNpu npoBeaeHnn aTTecTaumn (UCNblTaHWn) criefyeT BbINONHATL aHanu3 puckos. CriegyeT npose-
PSiTb OLLEHKY PUCKOB MpUW MOJTyYEHUN HOBbIX AaHHbLIX U Bornee rmyboKoro NoHMMaHus npegmerta nocne uame-
HEHUM WUNM U3 oMblTa KOMMEPYECKOro NMpou3BoAcTBa, ecnun Tpebyetca. CrnegyeT AOKYMEHTanbHO 0dopM-
NATb, KaK UCMOMb30BarCa aHanua puckoB Npy NpoBedeHnMn atTectaunm (MCnbiTaHus).

1.8 Ona obecneyeHns MOMHOTbI AaHHbIX criegyeT npegycMmartpuBaTb Heobxogumble NMPOBEPKM Npwu
nNpoBeAeHUN aTTecTaumm (MCNbITaHUN).

2 lokyMmeHTauums, BKIKOYasa nporpaMmmMy atrecrauumio (MCnbiTaHUn)

2.1 MNpaBunbHOE BefeHMe AOKYMEHTaLMM UrpaeT BaxHy ponb Ans obecneyeHus uHdopmaumnen B
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TEeYeHNe BCEro XM3HEHHOTO LMKNa NpoayKumm.

2.2 Bce gOKyMEHTbI NO aTTectaummn (UCnbliTaHWUsSM) OOJDKHbI ObITb COrnacoBaHbl U yTBEPXKAEHbI YNOr-
HOMOYEHHbIM Ha TO MEePCOHaNoM B COOTBETCTBUMN C CUCTEMOWN KayecTBa.

2.3 CnegyeT 4eTKO onpedennTb B3anMOCBA3b MeXAy AOKYMEHTaMu B NpoBedeHuMn aTtTectauum (uc-
NbITAHUI) CNOXHbBIX 0OBLEKTOB.

2.4 B npoTokonax o nposedeHuMmn atTectaumu (MCnbiTaHuin) cnegyeT YeTko obo3HavaTb KpUTU4eckue
C/UCTEMbI, CBOMCTBA U NapaMeTpbl C yka3aHWeM OOMNYyCTMMbIX Npeaenos.

2.5 [onyckaeTtcsa o6beanHATL JOKYMEHTbI MO aTTecTtaumm, ecnv 3To onpasgaHo, Hanpumep, NPOTOKO-
nbl aTTecTauumn B NOCTPOEHHOM U OCHALLLEHHOM COCTOSHUSAX.

2.6 Ecnu npotokonbl 06 atTectauuMm n gpyras OOKYMeHTauusi npeAacTaBneHbl TpeTben CTOPOHOMN,
npeaocTaBnsiowWen ycnyrn no arrectaymm, To nepcoHan npom3sBoanTens AOMKEH NPOBEPUTb 3Ty AOKYMEH-
TaLMI0 Ha COOTBETCTBUE BHYTPEHHEMY NOPSAKY NPOU3BOAUTENS OO ee npueMKku. [poToKONbl NOCTaBLUMKOB
MOTyT ObITb JOMOMHEHbI JOKYMEHTauuen o6 ncnblTaHMaxX 4O Havyana aKkcnnyaTaunn.

2.7 Jiobble cylecTBEHHbIE N3MEHEHUS K YTBEPXKAEHHBIM MPOTOKONAM B MpoLecce aKcnnyarauuu (Ha-
npumMep, OOMyCTUMbIX KpUTepues, pabo4ymx napaMeTpoB u T. A.) criegyeT oopMNATb OOKYMEHTanbHO U
000CHOBbIBATD.

2.8 PesynbTaThbl, HE yOOCTOBEPSAIOLLME YCTAHOBIEHHLIM KPUTEPUAM, criegayeT opopMMAThb Kak OTKIO-
HEHUS 1 NONMHOCTBIO paccrnefoBaTb B COOTBETCTBMM C YCTAHOBIEHHbLIM nopsakoM. B npoTokone atrectauum
cnegyeT paccMoTpeTb Ntobble OTHOCALMECH K HEN haKTopbl.

2.9 CnepnyeT paccMOTpeTb pe3ynbTaTthl atTectaumm n gatb 3aknoyeHne 06 nx COOTBETCTBUM 3afaH-
HbIM TpeboBaHuam. CnegyeT obocHoBaThb NOObIE NBMEHEHMS U AaTb COOTBETCTBYIOLLME peKOMEeHaauuu.

2.10 CnepyeT nony4ntb COrnacoBaHne OTBETCTBEHHOIO NULUA Ha NEPEXOA K creaylolemy atany at-
TecTtaumm (McnbiTaHu) nnbo B hopmMe yTBEPXKAEHMS MPOTOKoNa aTTectauun, nubo B hopmMe oTAENBHOIro
nToroBoro gokymeHTa. lNpu nepexoge K criegylollemy atany atTectauum MoXeT ObiTb JaHO YCIOBHOE CO-
rmacoBaHVe, eCNi HEKOTOPbIE KPUTEPUU HE ObIfv NMOMHOCTLI0 PACCMOTPEHbI U €CNN eCTb JOKYMEHTanbHas
OLEeHKa TOro, 4YTO OTCYTCTBYET CYLLECTBEHHOE BIMSHWE Ha CrieyroLmi aTan.

3 dranbl aTTecTauMm o6opyAoBaHuUsi, NOMeELLEHUA, BCoOMoraTesnbHbIX CUCTEM U Npo-
LeccoB

3.1 lNMpun aTTecTauun crnepyeT y4ecTb BCe CTaaum OT pa3paboTku 3afaHusi Ha NPOEKTUpOBaHue (Tex-
HUYECKOro 3aJaHunsi) 0O 3aBepLUEHUs IKCnnyaTauumn nomeLleHmin, 060pyaoBaHus, BCoMoraTesbHbIX CUCTEM
1 npoueccoB. Huxe npuBeaeHbl OCHOBHbIE CTaAUN C NEPEYUCTIEHNEM BXOLSALLMX B HUX 3NIEMEHTOB, KOTOPbIE
MOTYT U3MEHATLCA ANst KOHKPETHOrO 0ObeKTa.

3apaHue Ha NpoeKTUpOBaHMe (TEXHUYECKoe 3apaHue)

3.2 B 3agaHun Ha npoeKkTnpoBaHmne (TeXHVI‘-IeCKOM 3ap,aH|/||/|) [OJIMKHbI ObITb npmBeaeHbl TpeGOBaHVIFI K
NnoMeLeHNAM, O60py,CI,OBaHVIlO, BCnomoraTtesibHbIM CUMctemMamM U npoueccam. Cnep,yeT npeaycMoTpeTb Bbl-
NOJIHEHNE CYLLEeCTBEHHbIX Tpe6OBaHI/Il7I K Ka4eCTBY C y4eTOM aHanmsa pUuckos. 310 LOOKYMEHT OOJDKEeH Chy-
XUTb Kputepuem npu atrectaumm Ha npoTaXeHnn BCcero XM3HeHHOoro uukna.

AttecTtauus npoekrta (DQ)

3.3 Ha aton ctagum cnegyeT NpoBEpUTb COOTBETCTBME MpOeKkTa (KOHCTPYKTOPCKOM OOKyMEeHTauun)
nomeLleHun, odbopyaoBaHus, BCnomoraTenbHbIX CUCTEM, MPOLECCOB Ha COOTBETCTBUE TpebosaHnsm GMP ¢
OOKyMeHTanbHbIM ocopmMneHnem. CnegyeTt nNpoBepuTb COOTBETCTBUE 3aaHMIO Ha MPOEKTMPOBaHME (Tex-
HUYECKOMY 3a[aHuI0).

MpuemocpaToyHble UCNbiTaHUsA Ha 3aBoae-usrotoButene (Factory Acceptance Testing — FAT)/
nycKOHanago4vHble UCnbITaHUA Ha MecTe akcnnyaTtauuum (Site Acceptance Testing — SAT)

3.4 NpopaseL, MOXeT NPOBECTU UCTbITaHWA 060pyaoBaHMSA, 0COBEHHO HOBOIO U CIIOXXHOMO 40 OTIPY3KM.

3.5 [lo Hayana MoHTaxa crneayeT NpOBEpPUTb COOTBETCTBME 0O0OPYA0BAHUS TEXHUYECKOMY 3a4aHuio y
nocTaBLLMKa, ecnu TpebyeTcs.

3.6 B 060OCHOBaHHbIX Cry4YasXx HEKOTOpble WCMbITaHUs MOryT ObiTb MpOBEAeHbl Ha 3aBoge-
narotoeutene(FAT) nnm B gpyrom mMecte 6e3 npoBedeHUs UxX Ha MecTe akcnnyataumm (SAT, ctaguu
IQ/0Q), ecnn MmoxeT BbITb MOKa3aHO, YTO MPU TPAHCMNOPTMPOBAHME N MOHTaX He BnusAT Ha paboTocnocob-
HOCTb 060pyAOBaHUS.

3.7 MNMpuemo-caatoydHbie ucnbitanHns (FAT) MOryT ObiTb AOMONHEHbI MYCKO-HaNagoYHbIMU UCTbITaHNS-
mMu (SAT) nocne npueMku Ha MecTe 3KChnyaTauun.
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ATTecTauusa ycTaHOBIeHHOro oGopyanoBaHusl, aTTecTauus B NOCTPOEHHOM cocTosiHuu (IQ)

3.8 CnegyeT npoBOOUT aTTecTauMio MOCTPOEHHBLIX (YCTaHOBMNEHHLIX) MOMeLLeHMn, obopyaoBaHus,
BCMOMOraTesbHbIX U APYrMX CUCTEM.

3.9 NMpwn aTTecTauumn ycTaHOBNEHHOrO 060PYAOBaAHUS NPOBEPSOTCSH, KAaK MUHUMYM:

(i) moHTaxk obopynoBaHusl, TPyOONPOBOAOB, CUCTEM OBCIYXMBAHUSA U MHCTPYMEHTOB Ha COOTBETCT-
BME YepTexam u cneundumkaumu;

(ii) npoBepka MOHTaXxa Ha COOTBETCTBUE JOKYMEHTaLUuu;

(i) nonHOoTa M coOTBETCTBME NPESOCTaBNSAEMON MOCTABLUMKOM OOKYMEHTauum no aKcnayatauum u
TEXHUYECKOMY 0BCNyKUBaHWIO;

(iv) Hannuue gokymeHTaumm no Kanubposke (NoBepke);

(v) cooTBeTCTBUE MaTepmnarnos yCTaHOBNEHHbIM TpeboBaHUsaM (MPOEKTY).

ATTecTauua B OCHaleHHOM cocTosiHun (0Q)

3.10 ATTecTauusi B OCHaLLEHHOM COCTOSIHUM (aTTecTaumst pyHKUMOHMpYoLWero ob6opyaoBaHus) Bbl-
NOJIHAETCSI MOCIE YCMEeLHOro 3aBepLleHns aTTecTaumm ycTaHOBNEHHOro 06opyaoBaHMSI.

3.11 Mpwu aTTecTaumm B OCHALLEHHOM COCTOSIHUM BbINOMHSAIOTCS, KaK MUHUMYM:

(i) ncnblTaHWs M NpoBeEpPKM, UCxoas U3 cneunduyeckmx ocobeHHOCTeln npoueccos, cuctem 1 obopyao-
BaHUsi, HA COOTBETCTBUE MX 3aAaHHbIM TpeboBaHUsAM;

(i) ncnbiTaHna dyHKuMoHUpoBaHUst obopyaoBaHus Npu pabounx napameTpax, paBHbIX BEPXHUM WU
HWKHUM JOMYCTUMbIM Npeaenam, T.€. B YCIOBUSIX «HauXyaLwero criyyasy.

3.12 lMNocne 3aBepleHns aTTecTaumy 0bopyaoBaHUS B OCHALLEHHOM COCTOSIHUM AOIMKHbI BblTh pas-
paboTaHbl MHCTPYKLMK MO SKCMnyaTauum 1 o4nCTke, NpoBeAeHo 0byveHrne nepcoHana u HanaxeHa cuctema
TEXHUYECKOro 06CNYyXUBAHWS.

ATTecTtauusa B akcnnyaTtauum (PQ)

3.13 ATTecTaums B aKcnnyataumm BbINOMHAETCH, Kak NpaBusio, Nocne yCrneLwHoro 3aBepLUeHnst aTTe-
cTauun B MOCTPOEHHOM U OCHALLEHHOM COCTOSIHUSIX.

3.14 lMNpwn aTTecTauumn B IKCnyaTalumm BbINMOMHAKOTCH, KaK MUHUMYM:

() ncnbITaHUS 1 NPOBEPKU C UCMONb30BaHWEM pearbHbIX MaTeprarnoB, aTTECTOBaHHbIX 3aMEHUTENEN
N1 MMUTaATOPOB NPOAYKTa MPWM HOpPMarbHbIX YCMOBUSIX 3KCMnyaTauuuM ONs pa3MepoB CEPU, COOTBETCT-
BYIOLLUX Hauxygwemy cnydato. CregyeT obocHoBaTb NEpUOAMYHOCTL OoTOopa Mpob Ansa noaTrBepXaeHus
COOTBETCTBMSA NpoLiecca 3afaHHbIM TpeboBaHUAM;

(i) ncnblTaHNA OOMKHBI OXBaTbiBaTb BeCb paboynii Anana3oH napaMeTpoB NpoLecca, ecrnvm OoTCyTCT-
BYeT JOKyMeHTanbHoe NOATBEPXKAEHME 3TOMY Anana3oHy Ha cTagun pa3paboTku.

4 MNoBTOpHaA aTrecTaums

4.1 Cne,u,yeT NpoOBEPATb NOMeELLEHNA, O60py,EI,OBaHVIe, BCnomorartesibHble U Apyrme CUCtembl And noa-
TBEPXAEHNA NX COOTBETCTBUA 3aaHHbIM Tpe60BaHI/IF|M.

4.2 I'IpM HeobxoaMMocTun npoeseaeHnA FIOBTOpHOl7| atTectauum 4epes onpeneneHHble unHTepBalibl
BpeMeHu cnenyet obocHoBaTb ee nepnogn4yHOCTb U 3aA4aTb KPUTEPUN OLIEHKWN. Cne,u,yeT TaKkkKe OUEeHUTb
BO3MOXHOCTb HE3HAYUTESBbHbBIX U3BMEHEHWI C TEYEHNEM BpeMeHMN.

5 AtTecTtaums (McnbiTaHus) npouecca
OO0Lme nonoxeHus

5.1 UsnoxeHHble B HacToswWweM pasgerne TpeboBaHMs OTHOCATCSA K NPOM3BOACTBY BCex hapMaLleBTu-
Yecknx [03upoBaHHbIX dopM. OHWM BKNIOYAKOT MepBOHAYarbHYl0 aTTecTaluio HOBbIX MPOLIECCOoB, Mnocrie-
OyloLLylo aTTecTaumio MoanULMPOBaHHBLIX NPOLLECCOB, MEPEHOC NPOLLECCOB Ha NNoLlladke U TEKYLLMA KOH-
Tponb npouecca. HacTosiee NnpunoxeHne NCxogut M3 TOro, YTO Npu pa3paboTke npouecca 3anoXxeHa ero
YCTOWNYMBOCTb U 3TO SIBNSAETCA OCHOBOM YCMELIHOW aTTecTalumm.

5.2 Pasgen 5 gaHHOro npunoxeHus cnegyeT UCNonb3oBaTb COBMECTHO C pyKOBOACTBOM EBponeicko-
ro areHTcTBa MO rnekapcTBeHHbIM cpeacTBam (Guideline on process validation for finished products -
information and data to be provided in regulatory submissions — EMA/CHMP/CVMP/QWP/BWP/70278/2012,
12 November 2012).

5.2.1 HasHayeHneM 3TOro pykoBOACTBa ABNAETCA MOArOTOBKA AaHHbIX ANS MNpeAcTaBrieHus B Hag-
30pHble OpraHbl. B 10 e Bpems TpeboBaHnss GMP k atTecTauMm NpoLLECCOB PacrnpOCTPaHsATCA Ha BCe
aTanbl XXKM3HEHHOIO LMKNa npolecca.

5.2.2 DTOT Nnogxo4 NpUMEHSIETCS NS YCTAHOBIIEHMS CBSA3M NMPOAYKUMK ¢ pa3padoTkon npouecca. OH
obecneuynBaeT nNpoBedeHMe aTTecTaumMnm KOMMEPYECKOro npouecca u nogaepxaHue npowuecca B COOTBETCT-
BUM C 3aaHHbIMK TpeboBaHMAMM B TEKyLLLEM NPOU3BOACTBE.
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5.3 PaspaboTka npouecca npor3BoAcTBa MOXET MPOBOAUTHCS HA OCHOBE TPaOMLMOHHOrO noaxona
UnuM nogxoga ¢ NOCTOSIHHbIMM NpoBepkamMn. Ho HesaBMcMMO OT noaxoda crnefyeT nokasaTb YCTOMYMBOCTb
npolecca u ero cnocobHocTb obecnevnBaTb Ka4eCTBO NPOAYKLMM OO ee Bbinycka B peanu3auuto. [pu nc-
Nnosib30BaHNN TPaaULMOHHOIO NoAxoda criefyeT BbIMOMHATE €ro NepcrnekTUBHY aTTecTaumio No CooTBeT-
CTBYIOLLEN NporpaMmme Be3ge, rae 3To BO3MOXHO, A0 BblAayu paspelleHns Ha BbiNycK npoaykuuu. PeTtpo-
CMEKTMBHas aTTecTaumns Ha ABNAeTCs npuemMnemMbiM NOOXOA0M.

5.4 Mpu aTtTecTaumm npouecca NPOU3BOACTBA HOBOM MPOAYKUMW cnefyeT NpoBepuTb npolecc Ans
BCEX 3HAYeHUNn 3PPEKTUBHOCTM NPOJYKLMKN, NpeAHa3HAa4YeHHON K BbIMYCKY M BCEX MPOU3BOACTBEHHbIX MO~
wagok. flonyckaeTca npyMeHeHWe MeToAa UCKIKYEHUA ONs HOBOW NPOAYKUUKM NpU Hanu4mm obocHOBaHUS
N XOPOLLIEro 3HaHWsI cTaamu pa3paboTky npouecca B cOMeTaHMmM C NocneayoLwmm KOHTPOEM.

5.5 B cnyyae nepeHoca npouecca ¢ 0O4HOM NoWwadkn Ha Opyryto Unv B nNpeaenax ogHoON NnoLaaku
4MCno Cepui NPOAYKUMM AN aTtTecTtaumm MoXeT ObiTb CHMXKEHO U MUCMOMb30BaHMEM MeTOAa UCKIMIOYEHUN.
lMpn 3TOM HYXHO pacnonaratbe 3HaHUAMK O NPOAYKUMW, BKIOYas pesynbTaTbl NpexHen atrectaumn. Npu
pasnUyHbIX 3HAYEeHUAX 3PPEKTUBHOCTU, pasMepax Cepum 1 pasmepax ynakoBoK (TMnax NepBUYHbLIX ynako-
BOK) MOXET MPUMEHSATbCSA MeTo 4 UCKINIoYeHUs (Npu Hanu4mMm o6ocHOBaHWUS).

5.6 Mpwn nepeHoce cyLlecTBYOLWEN NPOAYKLUUN HA OPYrylO MAowaaKy cnegyeTt obecnedntb COOTBET-
CTBME TEXHOJSIOrMYECKoro npouecca U ero KOHTPOMSA PerncTpaumMoHHOMY [OCbEe M OTHOCALLUMMCS K HEMY
cTaHgapTam 4ns 4aHHOW NPoAYKU MK,

5.7 lNMpwn aTTecTaumm npouecca cnenyeTt yCTaHOBUTb, NMOKasaTenu kayecTsa M napameTpbl nNpoLecca,
UMELLME BaXHOE 3HadeHVe Anga noggepxaHusi cratyca «ATTectoBaHO» U Tpebyemoro kayectsa Npoayk-
LK, NOCTOSAHHO COOTBETCTBYIOT 3adaHHbIM TpeboBaHMAM B X04e npouecca. B gokymeHTauumn cnegyet yeT-
KO yKkas3aTb, Ha OCHOBaHUW 4Yero napameTpbl npouecca WUnvM nokasaTenu KayecTBa OTHECEHbl K «KpuUTu4de-
CKUM» UM KHEKPUTUMYECKUMY, YIUTbIBAst pe3ynbTaTa aHanm3a pUCKOB.

5.8 Kak npaBuno, pasmep cepuu Npu atTectaumm OOMKeH ObiTb paBHbIM pasmMepy cepun npu npo-
MbILLJIEHHOM BbINyCKe Npoaykuuu. [nsa opyrmx pasmepoB cepun criegyeT gaTb 060CHOBaHME COrnacHo apy-
r’Mm pasgeniam HacTosLero crtaHgapTa.

5.9 CnegyeT npoBecTtu aTTectauunio (McnbiTaHusa) o6opyaoBaHUs, MOMELLEHUIA, BCMIOMOraTenbHbIX U
OpYrnx cucTem, y4acTBYHOLLMM B aTTecTaumm npouecca. Metoabl UCnbiTaHM cnegyeT aTTecToBaTbh™.

5.10 [ns Bcen npoayKkuMm OCHOBOM Onsi aTTecTauuu, He3aBUCMMO OT WUCMOfb3yemMoro noaxoaa,
JomkHa 6biTb MHhOpMaUUusa O nNpolecce, coaepallasaca B AOKYMEHTax O ee pa3paboTke unu B gpyrmux mc-
TOYHMKAX, €CMNN HE YKa3aHo MHOE.

5.11 B nponsBoacTBe cepuii Npu aTTectauumn npouecca MOXeT ydacTBOBaTb MEpPCOHar, 3aHATbIN B
ero paspaboTke, nepeHoce Ha ApYrylo NowWaaky unu B Bbinycka npoaykunn. K nponssoacTsy cepumn gonyc-
KaeTcs TONMbKO nepcoHarn, npoweawmnin nogrotoBky no npasunam GMP, no yTBepxaeHHONW OOKyMEeHTaLuun.
MpegnonaraeTcs, YTO B NPOU3BOACTBE CEPUN NPOAYKUMM NPWU aTTecTaummn, 3aHAT TO XKe NepcoHarn, Yto u B
CEpPUINHOM NPOU3BOACTBE, YTO AaeT bornee NonHoe NoHMMaHue.

5.12 CnepgyeT npoBecTu atTectauuio (ayauT) NOCTaBLUMKOB KPUTUYECKUX MCXOAHBLIX W YNaKOBOYHbIX
MaTepuanos 4O NPOW3BOACTBA Cepun Npu aTTecTaumm npouecca. B npoTnBHoM cnyvae cnegyeT NpoBecTU
aHanu3 pucKoB € AOKYMeHTarnbHbIM 0popMneHnem.

5.13 Ocoboe 3HaueHne nmeeT 3HaHMe npouecca ans obocHoBaHMS NapameTpoB pa3paboTky npouec-
ca (ecrnm 31O NPUMEHATCH) U AnA pa3paboTkM MaTemMaTudeckux mMofenen (ecrnv OHWM UCMONb3YyKTCsA) Ans
NoATBEePXAEeHUS nopsiaka (cTpaTernn) KOHTPons.

5.14 Ecnu ocywecTBnseTcs BbiMyCcK B peanu3aumio cepyi, Npon3BeaeHHbIX Npy attectaumm npouec-
ca, TO 3TO JOMKHO ObITb ONpeaeneHo 3apaHee. YCroBUSA NPOU3BOACTBA TaKMX CEPUNA AOSMKHbI NMOSTHOCTBIO
cooTtBeTcTBOBaTh TpeboBaHmam GMP, Bkmoyasa kputepum NpuUemMnemMocTy Npu aTtTtectaumu, KOHTPOSbHbIe
napameTpbl NPy NMOCTOSIHHOW NMPOBEpPKe MpoLecca (ecnu nNpeaycMoTPeHO) U COOTBETCTBOBATL perncrpaim-
OHHOMY A0Cb€e U NPOTOKOMY KMMHUYECKNX UCCneaoBaHUN.

5.15 lNopsagok atTecTtauumn npouecca NpPoOM3BOACTBA JlEKApPCTBEHHbLIX CPeACTB AN MUCCreaoBaHui
npueeneH B NpUnoxeHun 15 K HacTosLwwemy cTaHaapTy.

Tekywas aTrectauus

5.16 B uckntounTenbHbiX cryyasx, koraa ecTb octpasi noTpebHOCTb AN nauMeHTa ucxoas u3 coot-
HoLeHus adbdpeKT/puck, AonyckaeTcs He 3aBepLuaTtb Nporpammy atTectaumm 4o Hayana CepuiHOro Npoms-
BOACTBa, npuberas K Tekywen aTrectauun. PelleHne o npoBeaeHUM TeKyLel aTtTectaunm OOSMKHO ObiTb
060CHOBaHO, BKMOYEHO B NporpamMMy aTTectaumm U yTBepX4eHo Nuuamm, UMerLMMK Ha 3TO npaso.

5.17 B crny4yae npuMeHeHUs TekyLlel aTTectauun cnegyeTt NonyynTb A4OCTATOYHble AaHHble Ans 3a-
KrtoyeHnsi 06 0QHOPOAHOCTU Cepun NPoaYKLUM U ee COOTBETCTBUM 3adaHHbIM TpeboBaHusiM. PesynbTtaT u
3aKnoyeHne LOMKHbI BbiTb 0hopMIEHbl AOKYMEHTaNbHO N ObiTb AOCTYMHBIMW YNONHOMOYEHHOMY Ny NPy
Bblaye paspeLLeHnsi Ha peanusaumio cepun.

* He mpebyemcss ammecmauyusi Memo0o8 UcrnbimaHul, ycmaHo8eHHbIX cmaH0apmamu u dpy2umu HOpMamueHbIMU
OokymeHmamu (npum. paspabomyuka cmaHOapma).
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TpaanUMOHHBLIN Npouecc aTTecTauum

5.18 Pasmep cepun npu attectauny 4OMmKeH ObiTb paBHbIM pa3Mepy cepymn nNpu NPOMbILLIIEHHOM Bbl-
nycke NPOAYKUMW AN NOATBEPXOEHNS BOCNPOU3BOANMOCTW.

5.19 Yncno cepun n uncno npob Npu atTectauum npouecca cneayeTt onpegensaTe UCXOAa U3 aHanu3a
pYCKOB, 4YTODbI y4ecTb M3MEHEHUs NapaMeTpoB B nNpegenax AONyCTUMbIX 3HAYEHWUN, BbIABUTb TEHAESHLUMMN U
nony41Tb AOCTaTOYHbIE AaHHble AN oueHKW. Kaxabii nponseBoanTenb AOMKeH onpeaenutb 1 060CHOBaThL
4ncno cepuin, 4Tobbl NOKa3aTb BbICOKUA YPOBEHb YBEPEHHOCTM B TOM, YTO NpoLEecC cnocobeH MOCTOSAHHO
Npou3BOAUTL NPOAYKLMIO BLICOKOIO KavyecTBa.

5.20 Onsa atrectaumm npouecca cYnTaeTcs 4OCTAaTOYHbIM BbINYCTUTL TPU MNOCNEA0BATENbHbIX CEPUM
npy 0BbIYHBIX YCNOBUSAX (3TO HE CTaBUT NOoA coMHeHue n. 5.19). MoxeT 6biTb 060CHOBAHO ApYyroe 4Yucno
Cepui ¢ y4eTOM TOrO, YTO UCMOMNb3YeTCs CTaHOAPTHbIV METOA NPOU3BOACTBA U aHaNOrM4YHbIe NPOAYKTbLI UNn
MPOLECChl YKe UCMOonb3yTca Ha nnowaake. MoxeT notpeboBaTbCsi AOMNONHEHWE NepBOHaYanbHON aTTe-
cTaumun Ha Tpex cepusix APYrMMM AaHHbIMU, NOyYEHHBIMW MPY NPOM3BOACTBE NOCEAYIOLMX CEPUN.

5.21 CnepyeT noAroToBUTbL MPOTOKON aTtTecTtauun npouecca, B KOTOPOM YKa3blBalOTCA KpUTUYecKkne
napameTpbl nNpouecca, KpUTudeckMe CBOWCTBA Afs KavyecTBa M AONYCTUMble KPUTEPWUW, KOTOPble AOSKHbI
ObITb OCHOBaHbl Ha AaHHbIX O pa3paboTke npouecca Unu AoKyMeHTaummn o npoLecce.

5.22 MNpoTokonbl atTecTauum npouecca A0MKHbI BKMOYaTb, Kak MUHUMYM, criegyioLlee:

(i) kpaTKoe onucaHue npouecca Co CCbIfIKamy Ha NPOTOKOIbI CEPUN;

(i) 06A3aHHOCTM M OTBETCTBEHHOCTD;

(iii) nepeyeHb KpMTUYECKMX CTaAMI Npouecca, KOTopble NOANeXaT NCCNEAOBAHMIO;

(iv) nepedeHb KpUTMYECKMX NapaMeTpoB npoLecca C ykazaHnem AonyCcTMMbIX Npeaeros;

(v) nepeyeHb Opyrnx (HEKPUTMYECKMX) CBOWCTB M NapameTpoB, KOTOpble OyayT pacCMOTPEHbl Wnu
OyayT pe3ynbTaTbl UX KOHTPONSA Npy aTTecTaumm C ykasaHMeMm NMpPUYmnH, no KOTOPbIM OHM BKIOYEHbI B Nepe-
YeHb;

(vi) nepeyeHb ucnonb3yemoro npu atrectauun obopyaoBaHus (B T. Y. KOHTPOSIbHO-U3MepUTENbHbIE
npmbopkl U perucTpupytoee 060pyaoBaHNE) C yKazaHUEM Hanuunst KanbpoBKK (NOBEPKN);

(vii) nepeyeHb NCNOMb3yeMbix aHaNUTUYECKUX METOAOB (ecnu TpebyeTcs);

(viii) npegnaraemble BMObI BHYTPUNPOU3BOACTBEHHOIO KOHTPOMS U KPUTEPUU NPUEMIIEMOCTH C yKasa-
HMEeM MPWUYNH, NOYEMY OHM BKIOUYEHbI B COCTaB 3TuX paboT;

(ix) AONOMHMTENBHBIE UCTIBITAHWSA U KPUTEPUN MPUEMNEMOCTH;

(x) nnax ot6opa npob c obocHoBaHWEM €ro;

(xi) nopsigok 0hOpMIEHNS 1 OLEHKN pe3ynbTaTos.;

(xii) nopsiAoK BbIMyCka cepuii U NOMyYeHNs paspeLLeHnst Ha UX Bbinyck (ecnu TpebyeTcs).

MocTosIHHbIN KOHTPONb Npouecca

5.23 [na npoaykuunn, pa3paboTaHHON NO NPUHLUUMNY «Ka4eCTBO 3a CHET NPOEKTUPOBaHMA U pas3paboT-
Kn», Korga B xofe pa3paboTku Hay4yHO YCTAHOBIIEHbI CTpaTerMst KOHTPONs, KoTopas obecneynmBaeT BbICOKYHO
cTeneHb obecrneyeHnss KayecTBa, TO MOXET MCNOMb30BaTbCA MOCTOSIHHBIA KOHTPOMb MpoLecca B KayecTse
anbTepHaTUBHOrIO noaxoaa K TpaAuLMOHHON aTTecTauuy npouecca*.

5.24 CnepyeT onpegenuTb MeTon KOHTpons npouecca. Cneayet paspaboTaTtb cTpaTernio KOHTPOns
Ha OCHOBe Hay4HOro nogxofa Ansd Tpebyembix CBONCTB MCXOAHbIX MaTtepuarnos, KPUTUHECKMX CBONCTB Ans
KayecTBa M KPUTUYECKUX MapameTpoB npouecca ANA MNOoATBEPXKAEHUS BbiNycKa Mpoaykumm. OTO AOIDKHO
TaKkKe BKNIOYATb PErynspHyo OLEHKY cTpaterMm KoHTpons. B kadecTBe MeToOoB MOXET MCMorib30BaThbCA
TexHonormsa aHanusa npouecca (Process Analytical Technology — PAT) 1 MHOroBapuaHTHbIA cTatucTude-
CKMIM mpouecc KOHTpons. Kaxabln npomnsBoguTenb OOSPKEH onpeaenntb U 0b60CHOBaTb YMCMO cepui ans
OEeMOHCTpaLUN BbICOKOrO YPOBHSA MOATBEPXOEHUS TOro, YTO MPOLECC MOCTOAHHO MPOU3BOAUT NPOAYKLUUIO
3a[laHHOro KayecTBa.

5.25 OcHoBHble npuHUmnbl n. n. 5.1 — 5.14 ocratoTcsa B cune.

MbpuaHbIn nogxon

5.26 mbpuaHbIA noaxod, T. €. coveTaHue TpaaWuLMOHHOrO Noaxoda M MOCTOAHHOMO KOHTPOMSA Npo-
Liecca MOXeT MCMoMnb3oBaThCA NPU HanNMuMn noapoGHon MHdopMaLMn 0 NPOAYKTE M NpoLecce U NoHuMa-
HVWSA, MOSy4EHHOro U3 onbiTa NPOMU3BOACTBA Y UCTOPUKN NPOU3BOACTBA CEPUIA.

* Omom mepmuH siensiemcsi HalyMaHHbIM, a caM MoOxo0 HeeepHbIM 8 npuHyunie. Hukakol pa3pabomku 6e3 yscHeHus1
3a0ayu u noHumaHusi npodykma (npouecc) beimb He Moxem. be3 ryckoHanalOuYHbIX UCMbIMaHUsi (ammecmayuu npoyecca)
6ydem ebinyckambCsi MPOOYKUUsi HeU38eCmMHO20 ka4Yecmesa, Yymo 6ydem ycmaHOo8/1€HO, 803MOXHO, MOIMbKO fpu CepuliHOM
npousgodcmee (803MOXHO, MOMoMy 4Ymo obbeM u 2i1ybuHa meKyu,e2o KOHmMposs eceeda MeHble, YeM Mpu ammecmauyuu).
lModxod no n. 5.23 He pekomeHOyemcs 0nsi npumeHeHusi 8 Pocculickoll @edepayuu. « TepMuH» rnpusedeH Ornisi COXPaHEHUs
yerocmHocmu nepesodumoz2o mekcma. CMm. makxe npumedaHue ACUHKOM k onpedeneHuro amoao mepmuHa 8 pasdersie
«TepmuHbl U ornpedernieHuUs» HacMOoSILLE20 MPUIOXEHUSI.

lMocmosiHHbIU KOHMPOIb npoyecca HyXXeH 8 060CHOBaHHbIX Crly4Yasix, HO He 8Mecmo fepeoHayaabHolU ammecmauuu
npouecca, a Hapsdy ¢ Hel (npum. pa3pabomyuka cmaHOapma).
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5.27 DTOT noaxon MOXET Takke MCMoSb30BaTbCA Npy NOObLIX AEWCTBUSAX MO aTTecTauumn nocre name-
HEHWI UITM NO LAaHHbIM KOHTPONS BbIMOMHAEMOro MpoLecca, Aaxe ecnv npoBeaeHa nepBoHavanbHasa aTTe-
cTaums CorfacHo TpaguuMoHHOMY NOaXOAy™.

KoHTponb TekyLiero npouecca**

5.28 IN. n. 5.28-5.32 npymeHnMbI KO BCEM TpPeM NoAxo4aM K aTTectaumm npouecca: TpaauunoHHOMY,
NMOCTOSIHHOMY M TMBpPUAHOMY.

5.29 lMpounssoauTenn JOMKHbI KOHTPONUPOBATbL Ka4eCcTBO MPOAYKLMW ANS NOATBEPXOEHUS TOro, YTo
npoLecc HaxoauTCcsa nof KOHTPONEM B TEYEHWE BCEro XM3HEHHOro uukna npoaykumu. TpeboBaHust MoryT
ObITb MOANMULMPOBAHBI C Y4ETOM MMEIOLLErocs MOHMMAaHMWS NPOLIeCCa M ero BbINOHEHNS.

5.30 CnenyeT perynsipHO paccmaTpmBaTb NEPUOANYHOCTb M 06BbEM TeKyLLLero KOHTpons npouecca. B
nobon ToUke XU3HEHHOMO LiMKNa NpoayKumnmn MoxeT notpeboBaTb nameHeHne TpeboBaHMI C y4ETOM MMEI-
LLlerocs NOHUMaHUA NpoLecca 1 ero BbIMOMHEHUS.

5.31 lNMoOCTOSAHHBIN KOHTPOMb NpoLecca crefyet NpoBoAuTb B COOTBETCTBMM C YTBEPXKOEHHOW WHCT-
PYKUMEN UMK 3KBMBANEHTHBIM JOKYMEHTOM U OpOpMMAATb OTYET O ero pesynbtatax. Cnegyet ncnomnb3o-
BaTb CTAaTUCTUYECKNE METOAbI, rae TpebyeTcd, AN NoATBEPXKOEHMS BbIBOAOB C y4ETOM U3MEHYMBOCTU MpPO-
Lecca v ero cnocobHOCTU COOTBETCTBOBATh 3aAaHHbIM TPEOOBAHNSIM.

5.32 CnepyeT NpyMEHATb NOCTOSIHHBINA KOHTPOSb MpoLecca B TEYEHWNE BCETO XXU3HEHHOIO LiMKNa npo-
AyKUUK ons noaTBeEPXKAeHUs cTaTyca «aTTecToBaHo» cornacHo O63opy kadecTtBa npogykuuun. Cnegyet y4yn-
TbiBaTb MPOMCXOAALLIME C TEYEHUMEM BPEMEHU M3MEHEHUSA OLeHUBaTb HEOOXOAUMOCTb AOMOMHUTENbHBLIX
Mep, Hanpumep, 6onee yactoro otéopa npob.

6 KoHTponb TpaHcnopTUpoOBaHUA

6.1 [oTOBYIO NEKapCTBEHHbIE CPeACTBa, NekapCTBEHHblE CpeacTBa ANd uccnegosaHui, Hepacgaco-
BaHHy0 rOTOBYIO npoaykumto (6ank-npogykt) n obpasubl cnegyet TPaHCNOPTUPOBAaTb OT NPOM3BOAMTENS B
YCMOBUSAX, YCTAHOBMEHHbIX B PErMCTPaLMOHHOM AOCbe, C YTBEPXAEHHOW 3TUKETKOM, cneumdukaumen nnm B
COOTBETCTBUM C AOKYMEHTaLuuen npon3sBoauTens.

6.2 TpaHCnopTMpOBaHNe MOXeT NPeACTaBMTb OMACHOCTb AN KayecTBa M3-3a BIIMAHUS U3MEHSIOLNX-
ca pakTopos. MapLupyTbl TPAHCNOPTUPOBAHMSA AOMKHbI ObITb YeTKO onpeaeneHsl. [pn KOHTpone TpaHcnop-
TUPOBaHNA cneayeT yunTbiBaTb CE30HHbIE U ApYrne (akTopbl.

6.3 [na yyeTa BNMAHMA M3MEHSAIOWMXCA haKTOPOB Ha NpPoLecC TPaHCMoOPTMPOBaHUS criegyeT nNpoBo-
OVTb aHanusa puckoB. OTU haKTOPbl OTNMYAKTCA OT MOCTOAHHO KOHTPONUpyemblx napameTpos. K HUM oT-
HOCSITCS, HanpuMep, 3aA4epXKu Npu NepeBo3ke, 0TKas CPeacTB KOHTPOMs, OTOEH3MHUBaHUE XXMOKOoro asoTa,
YYBCTBUTEMNbHOCTM NPOAYKLMKN Apyrue dakTopbl.

6.4 BBMAYy BO3MOXHOIO BNUSHUSA Pa3fMYHbIX NepeMeHHbIX hakTOpoB Ha Mpouecc TpaHCnopTupoBa-
HWS cnefyeT opraHn3oBaTbh MOCTOSHHBIX KOHTPOIb W PErncTpaumio Niobbix KPUTUHECKUX YCIOBUIM OKpYXKato-
LLen cpedbl, KOTOPbIe MOTYT BO34ENCTBOBaTb Ha NPOAYKT, €Crin He 060CHOBAHO MHOE.

7 ATTecTtauus npouecca ynakoBbiBaHUs!

7.1 N3ameHeHns napameTpoB yNnakoBOYHOro 060pyoBaHue MOXeT, 0COBEHHO Mpy NEPBUYHON ynakoB-
Ke, MOTryT OKa3aTb CYLIECTBEHHOMN BNUSHME Ha LLENOCTHOCTb YNAKOBKU W BbIMOIIHEHUE €10 CBOUX (DYHKLIMNA,
Hanpumep, 6rMCTEPHOW NEHTLI, calle U CTePUIIbHLIX KOMNOHEHTOB. [103TOMY cniegyeT NpoBOAWTL aTTecTa-
Lm0 obopyaoBaHus Ans NEPBUYHON U BTOPUYHOM YNaKoBKM FOTOBOW U HepactacoBaHHOWM NpoayKLUM.

7.2 AtTectaumio obopynoBaHUsi Ansi NEPBUYHOW YNaKOBKU CriefyeT NPOBOAWTL AN MakcUMarbHbIX U
MUHUMArbHBIX 3HAYEHUA KPUTUYECKMX SKCMIyaTauMOHHbIX MapaMeTpoB, Hanpumep, TemnepaTypbl, CKOpO-
cTn paboTbl 060pyAOBaHNS, JABMEHUS CXaTUSA U Apyrnx pakTopos.

8 ATTecTtauusa BcnomoraTesfibHbIX CUCTEM

8.1 Cnenyet noaoTBepauTb Kay4ecTBO napa, BoAbl, BO34yXa, APYrMX ra3oB U T. 4. Nocre 3aBepLueHuns
MOHTa)a B COOTBETCTBMU C M. 3 4AHHOIO NPUNOXKEHMS.

8.2 MpoaomKnTenbHOCTL N 06beM paboT Mo aTtTecTauun AOSKHbI YYUTLIBATb CE30HHbIE KonebaHus,
ecnu TpebyeTcs, U Ha3HaYeHne CUCTEMBI.

8.3 CneayeT BbINONHWUTL aHanu3 PUCKOB Afsl CryyYaes, KOr4a BO3MOXEH MPSIMOM KOHTaKT C Mpoayk-
TOM, HanpuMep, CUCTEMbI OTOMSIEHNS, BEHTUNALMM U KOHOULMOHUPOBAHUS BO3AyXa UK HEMPSIMOMN KOHTaKT
(TennooBMeHHUKM Ap.) C LeNnblo CHMKEHUS pUcka HEUMCNPaBHOCTU

* CmM. npumeyaHue K n. 5.23 (npum. paspabomyuxka cmaHOapma).

** CoenacHo pa3sdeny «TepmuHbl U onpedeneHusi» npunoxeHusi 15 opueuHana npasun GMP EC mepmu+H «Ongoing
Process Verification» (koHmposnb mekyuwiezo npouecca) sierigemcs CUHOHUMOM mepMuHa “continuous process verification” (rno-
CMOSIHHBIU KOHMPOIb npoyecca). PazdeneHue amux d8yx mepMuHO8-CUHOHUMO8 o nyHkmam 5.27; 5.24 u 5.26-5.32 sensem-
CS1 UCKYCCMBEHHbIM U He HeCem CMbICII080U Haz2py3Ku (Mpum. paspabomyuka cmaHoapma).
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9 ATTecTaumsa MeToaoB KOHTpoOnA

9.1 Bce aHanuTu4yeckne MeToabl KOHTPOMs, MCNONb3yeMble Npu aTTecTauum (B TOM YMcre NpoLeccoB
O4YMCTKK), CaMWN JOMKHbI ObITb aTTECTOBAHbLI C YCTAHOBMNEHUEM NMpeaenoB OOHapYXXEHUS 1 KONMMYECTBEHHON
OLEeHKM, NP1 HEODXOAMMOCTU, B COOTBETCTBMU C rNaBon 6 YyacTu | HacTosLwero ctaHgapTa.

9.2 lNpwn aTTecTaumMn metToda KOHTPOMs MMKPOOMONOrMYECcKon YMCTOThl crieqyeT NOATBEPAUTbL OTCYT-
CTBME BNUSIHUS NPOAYKTA Ha pe3ynbTaTbl KOHTPOMs (POCT MUKPOOPraHN3MOoB).

9.3 B cnyyasx, korga TpebyeTca npoBoAUTb KOHTPOMb MUKPOBOMOMOrMYeCKOM YNCTOThI NOBEPXHOCTEN
YUCTbIX MOMELLEHUI, cneayeT BbINOMHATL aTTecTauuio MeToda KOHTPOMs ANd MOATBEpPXAEHUsA TOoro, Yto
aesnHpuumpylome cpeacTea He BNUSIOT Ha pe3ynbTaTbl KOHTPONS (POCT MUKPOOPraHU3MOB).

10 ATTecTauuss METOAOB OUYUCTKMU

10.1 Ons nogTBepxaeHust a¢peKTUBHOCTU NpoLiecca OYUCTKM crnefyeT BbINOMHATE aTTecTauuio me-
TOOOB OYMCTKM ONS BCEX MOBEPXHOCTEN 06opyaoBaHWs, BCTynawLWMX B KOHTAKT ¢ npogyktoM. MoryT wmc-
nonb3oBaTbCA UMUTUpPYLOLLME cpeacTBa Ans Oomnbluien HayyHow oBoCHOBaHHOCTM aTTtectauuun. Ecnm umc-
Monb3yeTcsi HECKONbKO BMAOB OOHOTMMHOIO 000pynoBaHus, To cnedyet obocHoBaTb BbIGOp eanHuLbl 060-
pyOoBaHusi, KoTopasi BelbpaHa Ans atTectaumm.

10.2 BaxHbIM KpUTEpPUEM OLEHKN 3 (EKTUBHOCTM NpOLLECCa OYUCTKM ABNSETCHA BMU3yallbHbI OCMOTP.
Kak npaBuno, He gonyckaeTcs MCNoNb30BaHWE BM3yalribHOrO OCMOTPa B KAa4eCTBE €ANHCTBEHHOTO KpUTepus
ans atrectauun. MeTtoq «npoBepsiTb, NOKa He OyAeT YACTO» He 3aMeHsIeT aTTecTaumio NPoLEecca O4YMCTKN.

10.3 lNpouecc aTTecTaummn o4NCTKN TpebyeT onpedeneHHOro BpeMeHn 1M Ans HeKOTOPbIX BUOOB Npo-
AyKUMM MOryT NnoTpeboBaTbCs aTTecTaumsa U KOHTPOIb MOCHe KaXaow cepymn, Hanpumep, B criydyae nekapcT-
BEHHbIX CPeACTB ANg nccriegoBaHui. TpebyeTcs nonyYnTb 4OCTATOYHbBIN 06bEM AaHHbIX ANs NOATBEPXAe-
HWs TOro, 4To 06opyaoBaHME ABNAETCS YUCTLIM Y NPUTOAHBIM K UCMOMNb30BaHUIO.

10.4 MNpw npoBeaeHnn aTTecTaumm criegyeTt y4ecTb CTeNEHb aBToMaTu3auum npowuecca ouncTtku. Mpu
NPMMEHEHUN aBTOMaTUYECKMX CPEeACTB OYMCTKM criefyeT aTTecTtoBaTb NPOLEecC Npv 3afaHHbIX (Hopmarb-
HbIX) 3HA4YEHUSIX MapaMeTpOB BCMOMOraTerbHbIX CUCTEM U 06opyLoBaHMSA

10.5 [Insa Bcex NpoLLecCoB OYMCTKW CneayeT OnpeaenvTb NepeMeHHbIE BENUYUHBI, KOTOPbIE BAUAIOT
Ha ah(PEeKTMBHOCTb OYMCTKM U IKCMIyaTaumio, HanpMMep, BNUsIHUE ONepaTopoB, CTeNeHb NOAPOBHOCTM MH-
CTPYKUWIA, Hanpumep ONUTENbHOCTb OnoniackMBaHusa U T. 4. Ecnv 3To nepemMeHHble He onpegeneHbl, TO
cnegyeT NPMMEHUTb METOA HanXyaLero cry4asi B ka4eCcTBE OCHOBbI Afsl aHanM3a npouecca O4YMCTKM.

10.6 lMpepenbl nepeHoca OCTAaTKOB MPOAYKTa Ha APYron NpoAaykT crefyeT onpefensaTb Ha OCHOBE
TOKCUHKonornyeckon oueHkn (cm. Pasgen 6 Yactu Il HacToswero ctaHaapTta). OGoCcHOBaHME 3TUX Npeaernos
cnepyeT 0QopMASATb JOKYMEHTanbHO C y4eTOM aHanu3a puckoB, KOTOPbLIW BKNoyaeT B cebst Bce BCcnomora-
TenbHble hakTopbl. CriegyeT yCTaHOBUTL Npeaensl AN YAaneHUs BceX MCNonb3yeMbIX MOKLLMX (Ae3NHD U-
umpyowmx) cpegcts. Jonyctumble npegernbl AOMMKHbI YYUTbIBaTb BO3MOXHbLIN KYMYNATUBHBIN (CYMMapHbIN)
3P PEKT HECKONBKUX BUAOB 0O0PYAOBAHUSA B TEXHONOMMYECKON JIMHNN.

10.6.1 TepaneBTU4eCKME MaKpPOMONEKYNbl U NENTUAbl NU3MEHSIOT CBOW CBOMCTBA U AerpagupyroT noa
BO30ENCTBMEM 3KCTPEMarbHbIX 3Ha4YeHU pH n/unu tenna n MoryT notepsaATb hapMaKoNOrM4yeckyto akTuB-
HOCTb. B aTux cnydasx TokcuMkonormyeckasi oueHka He NpMMeHsIeTCs.

10.6.2 Ecnu He ygaeTcs KOHTpPONMpoBaTh Cneumduyeckne octaTky Npoaykuun, TO MOryT ObiTb Bbl-
GpaHbl Apyrie napamMeTpbl, HaNpUMep, obLLMIA OpraHNYECKNiA yrnepoa 1 NpoBOAMMOCTb.

10.7 lMpu npoBefeHUn atTectaLmun nNpoLecca OYUCTKN cnefyeT Yy4YUTbiBaTb PUCK 3arpsi3HEHUA MUKPO-
opraHM3amamu 1 3HAOTOKCUHaMM.

10.8 CnepgyeT yunTbiBaTb BUSIHUE ONUTENbHOCTU MHTEPBANioB BPEMEHN MeXOy OKOHYaHMeM npouec-
Ca 1 OYUCTKON, a TaKkKe OYMCTKOM U Hayarnom crneayoLlero npouecca.

10.9 lNpu Nnpou3BOACTBE UMKNaMu crneayeT yuuTbiBaTb yOoOGCTBO NOBEAEHUS] OYMCTKU MOCHe 3aBep-
LWEeHNs uMKIa 1 onpegenutb MakcMMarbHO AOMYCTUMYO BEMWYMHY LMKa (MPOAOIPKUTENBHOCTb U/UMK Ync-
no cepuii B Lukne).

10.10 Enn npu aTTecTtaumm npouecca O4MUCTKM UCMOMb3yeTCs MeTOA HauxyaLlero criyyas, To cneayet
OaTb Hay4Hoe 06OCHOBaHWe BbIDOPY HauxyaLero Npoaykra v OUEHWUTb BIIMSIHUE HOBbIX MPOAYKTOB Ha Npo-
n3eoacTBo. Kputepuu gns Bolbopa HamxydLwero cnyvas MoryT BkovaTb B cebs pacTBOPUMOCTb, MpUroa-
HOCTb K O4YUCTKE, TOKCUYHOCTb W aKTUBHOCTb.

10.11 B meToguke atTecTaumm npouecca OYUCTKU AOMKHbI ObITb yKka3aHbl To4kn oTbopa npob, oboc-
HOBaHve A5 Bbibopa ToYeK U JOMyCTMMble Npegenbl U AaHbl CChINIKM Ha HUX.

10.12 OT6op Npob cnegyeT BbINOMHATE METO4AMW MA3KOB W/UNU CMbIBOB MW ApyrMM criocobom B
3aBMCMMOCTM OT TexHomornyeckoro obopygosaHus. Metog n matepmansl gns otbéopa npob He AOIKHbI
BMMATb Ha pe3ynbTart. [ns Bcex matepuanos, BCTyNalLWMX B KOHTAKT C MPOAYKTOM, AOIMKHA ObiTb MOKa3aHa
3pPeKTUBHOCTL BCEX UCMONb3YEMbIX METOAO0B O0TOOpa Npob.

10.13 Yucno pa3s (MOBTOpEHMIA) MpoLiecca OYMCTKM MpU NPOBEAEHMM aTTecTauun crnegyeT onpege-
NATb Ha OCHOBE aHanu3a PUCKOB, NPW 3TOM KaxAbl pa3 AOMKHO BbINOMNHATLCA COOTBETCTBUE MPUHATHIM
KpuTepusim.
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10.14 Ecnn npouecc O4UCTKN HE3I(DEKTUBEH UITM HE MPUMEHMM OS5 HEKOTOPbIX BUOOB 0OopydoBa-
HWs, TO criegyeT npedycmMaTpyBaTth cneunanvM3mpoBaHHoe obopydoBaHne Uy NpUHSATbL Opyrve Mepbl Ans
Kaxkgoro npoAgykra cornacHo rmasam 3 u 5 Yactu | HacToswero ctaHaapTa.

10.15 lNpw BbINOSHEHNN OYUCTKM PYYHBIM METOAOM NoaTBepXKaeHne 3a(PPEKTUBHOCTN OYUCTKM CTaHO-
BWTCS OCOOEHHO BaXHbIM, MPW 3TOM criefyeT YCTaHOBUTb 3PPEKTUBHOCTb OYNCTKM.

11 KoHTponb nameHeHumn

11.1 KoHTponb n3aMeHeHnn aBnseTcst BaXKHOW YacTbio obecrneyeHus nHdpopmaumen n gomkeH Bbinos-
HATbLCA B paMkax papmMaLieBTUYECKON CMCTEMbI KavyecTBa.

11.2 BHeceHne uU3MeHeHUn B UCXOLHbIE MaTepuanbl, KOMMNOHEHTbI NPOAYKLMMK, npouecchl, 0bopyao-
BaHWe, NOMELLEHMS HOMEHKNATYPy NPOAYKLMM, MeTOoAbl MPOU3BOACTBA U KOHTPONS, pasMepbl cepui, napa-
MeTpbl AN pa3paboTkm unu apyrne u3MeHeHnsl B Te4EHe XN3HEHHOMO LUKna, KoTopble MOryT NOBNUATL Ha
KayecTBO NpoayKTa wunv BOCMPOU3BOAMMOCTb MpoLecca, AOMMKHO BbIMOMHATLCA NO chneuuansHo paspabo-
TaHHbIM UHCTPYKLUNSAM.

11.3 CnegyeT y4ecTb BRMSIHAE U3MEHEHWU Ha MapameTpbl Ansi pa3paboTku (rge OHM MPUCYTCTBYIOT)
OTHOCUTESBHO 3aJaHHbIX NapaMeTPOB B PErMCTPaALUOHHOM AOChE U OLEHUTb HEOOXOAMMOCTb B U3BELLEHNMN
Haa30pHbLIX OpPraHoB.

11.4 [ns oueHKM HaMmeyaeMblX U3MEHEHWI criedyeT NPOBOAUTL aHanu3 pUCKOB B MiaHe BO3MOXHOIo
BNUSHUSA M3MEHEHUI Ha KayecTBO NpoayKLuMu, dhapMaueBTUYECKYIO CUCTEMY KadecTBa, JOKYMeHTauuo, aT-
TecTaumio, ouumanbHbIn CTaTyc (permcTpaumnio u ap.), kKannbpoeky, TEXHUYEeCkoe obcnyxmBaHue n gpyrme
cucTeMbl BO n3bexaHne HenpegyCMOTPEHHbIX NOCNEACTBUIM U C LeNbio NNaHMpoBaHusa aTTectauumn npouec-
ca, NpoBEepPOK 1 NOBTOPHOW aTtTecTaunm.

11.5 VIameHeHusa cnegyeT cornacoBaTth M YTBEPAUTb OTBETCTBEHHBIMM NMLAMU UMW YNONTHOMOYEHHbBIM
Ha TO NepcoHaroM B COOTBETCTBMM C papMaLeBTUYECKON CUCTEMON KavyecTBa.

11.6 CnegyeT paccMaTpvBaTb BCoMoratesibHble Matepuanbl (KoM JOKYMEHTOB U Ap.) U ycTaHaB-
nvBaTb UX BUSHUE 00 YTBEPXOEHUS.

11.7 CnegyeT oueHnBaTb 3EEKTUBHOCTE BHECEHUS U3MEHEHWIN AN OLEHKU MX MONEe3HOCTU, rae
TpebyeTcs.

TepMuHbI 1 onpeaeneHus

MpuBeaeHHble TEPMUHBLI, OTHOCALLMECS K aTTecTauun U UCMbITaHUAM, He BKMOYeHbl B pasfen «Tep-
MWHbI 1 onpedeneHnsa» HacTosLWero ctaHgapTa, HO UCNOMNb3YHTCHA B JAHHOM NPUMIOXKEHNN.

MeTtopn ucknroyeHus (bracketing approach): metoq aTrectauum, OCHOBaHHbLIN HA HAy4HOM noaxone u
aHanu3e pUCKOB, COrfacHO KOTOPOMY MpW aTTecTauuu NPoBEepsitoTCA TOMbKO CEpUM C IKCTpeMaribHbIMU
(Hauxyglmmun) napameTpamu, Hanpumep, 3EKTMBHOCTb, pa3mep cepum u/uam pasmep ynakosku. Npea-
nonaraeTcs, YTO aTTecTaums Ans SKCTpemarbHbIX 3HaYeHU NapameTpoB AeNCTBUTENbHA U ANS NPOMEXY-
TOYHbIX 3Ha4YeHun. B cnyyae HeobxoouMOCTM aTTecToBaTb MPOLECC ANA Pas3fnyYHbIX 3Ha4YeHUn apdekTne-
HOCTU [IoNycKaeTca NPUMEHATb MEeTO UCKIIOYEHUS, eCni 3P MEKTUBHOCTU OAMHAKOBBI UIN CUITBLHO 3aBUCAT
OT cocTaBa, Hanpumep, Ans Tabnetok ¢ pasnuyHbIM BECOM NOCIie NpeccoBaHus npyu ogHom 6asoBom Mpo-
Lecce rpaHynupoBaHUsa UM pasHblX Karncyrn, HarnorHeHWe KOTOPbIX OCYLLECTBIIEHO MPU pasHbIX Becax U3
ofHoro 6a3o0Boro coctasa B Karncysibl pasnnyHbIX pasmepos.

ATTecTtauma npouecca ounctkm (cleaning validation): [JokymeHTanbHOe NOATBEPXKOEHWE TOro, 4YTO
YTBEPXAEHHBIN METO OYUCTKU HEU3MEHHO yAanseT ocTaTkv NpeabiayLlero NpoaykTa nunv MoLLIMX CPeacTs
c obopynoBaHus, Tak, YTO OHW HaXOASATCA HWXKe NnpedenbHO AOMYCTUMbIX 3HAaYEHWUN nepeHoca Ha ApYyrom
NpoOaYyKT.

MpoBepka acphbekTMBHOCTU 0unUCTKM (Cleaning verification): NpoBepka nyTem npoBeAeHUss XuMuye-
CKOr0O aHanusa, 4To Mocrne Kakgoro npov3BOACTBA KaXKAOW cepun (LMKNna Nnpou3BOACTBA) OCTaTKM nNpeablay-
LLero npoAykTa unm MoKLMX CPeAcTB Ha 06opyaoBaHNS HaxOAAaTCA HMKe npedenbHO AOMYCTUMbIX 3Ha4ve-
HWA NepeHoca Ha OPYron NPOAYKT.

AHanus puckoB (quality risk management): CUCTEMHbIA NPOLLECC OLIEHKUN, KOHTPOSSI U PACCMOTPEHMS
PUCKOB ANs KaYecTBa Ha NPOTSXKEHWUM )KU3HEHHOIO LMKMa.

OueHka pucka (Risk assessment): CucrtematuanpoBaHHbIi npouecc cbopa nHpopmaumm ansa npu-
HATWUA pelleHusi B xoae aHanusa pucka. OH BkrovaeT B cebs yCcTaHOBNEHWE ONacHOCTEN, aHanu3 n OLeHKy
PUCKOB, CBAA3AHHbIX 3TUMUK ONacHOCTsAMU. — 3To u3 ICH Q9

Attectauumsa B akcnnyatauum (performance qualification; PQ): [JokymeHTanbHOe NoATBepXaeHue To-
ro, 4to cuctembol 1 obopyaoBaHme paboTalT 3deKTUBHO 1 C BOCNPOM3BOAMMbBIMUK MOKa3aTensiMym B COOT-
BETCTBMM C MPOMBILLIIEHHBIM PErNIaMEeHTOM, TEXHOMOMMYECKUMWN NHCTPYKUUSMU U cneuundukauuen Ha npo-
OYKT.

ATtTecTtauma npoekta (design qualification; DQ): [JokymeHTansHoe NOATBEPXAEHNE TOro, YTO MPOEKT
NMPOM3BOACTBA (B T. Y. MOMELLEHMNS, CUCTEMbI 1 060pPYAOBaHME) COOTBETCTBYIOT CBOEMY Ha3HAYEHUIO*.

* To ecmb. eblnofiHeH 8 coomeemcmeuu ¢ 3adaHuem Ha npoekmuposaHue, Hacmoawum cmaHdameM u Opyeumu
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MocToAHHBLIN KOHTPONb npouecca (continuous process verification): MeTod, KOTOPbLIN B OTAM4YME OT
aTTecTauum npouecca, npegycMaTpmBaeT HEMpPepbIBHbIN KOHTPOSb 1 OLEHKY (DYHKLMOHUPYHOLLLEro npolecca*.

Crtparterusa KkoHTpons, nopsanok koutponsa (Control Strategy): [naHoBbIN KOMAEKC Mep MO KOHTPO-
Mo, NOCTPOEHHBIN UCXo4s U3 MOHUMaHWSA NPOAYKTa WM Mpouecca B Tekyllee BpeMsi, obecnednBaowmn Bbl-
nonHeHne TpeboBaHUI K NPOLIECCY M KayecTBY MpoayKumi. AT Mepbl MOTyT BKMOYaTb KOHTPOSb napamMeT-
POB 1 CBOWCTB, OTHOCALLMXCH K CybCTaHLMSAM NIeKapCTBEHHbIX CPEACTB, MaTepPMarioB 1 KOMNOHEHTOB fieKkap-
CTBEHHbIX CPEACTB, YCNoBMN paboTbl noMeLeHnin 1 o0b6opyaoBaHus, BHYTPUNPON3BOACTBEHHbIA KOHTPOSb,
cneunduKkaLmMn Ha roToBylO MPOAYKLMIO U CBSA3aHHbIE C HUMW MeToAbl U nepuoanvHocTb KoHTpons (ICH
Q10).

Kputnuecknin napameTp npouecca (critical process parameter — CPP): NapameTp npouecca, name-
HEHUS KOTOPOro BIUSKOT Ha KPUTUYECKME CBOWCTBA ONSA KayecTBa M KOTOPbIA, B CBA3WN C 3TUM, MOANEXUT
KOHTPOIO UK perynupoBaHnio obecneyeHns Bbinycka NpoayKLmMm 3agaHHoro kadectsa (ICH Q8)/

Kputnueckoe csonctBo Ans kavyectsBa (quality attribute — CQA): dusnyeckoe, xummnyeckoe, brorno-
rmyeckoe unm Mmkpobrnonormyeckoe CBOMCTBO UMM napamMeTp, KOTOopble AOMKHbI NOAAEPKMBaTLCH B 3a4aH-
HbIX Npegenax, AManasoHe Unu pacnpegeneHnn ons obecnevyeHnst BoiMycka NpoayKuMy 3adaHHOro KayecT-
Ba (ICH Q8).

MapameTpbl ansa paspab6oTku (Design Space): MHoromepHas koMOuHaLMa U B3aMMOAENCTBME ne-
peMeHHbIX (Hanpumep, CBOMCTB MaTepuaroB) 1 napaMeTpoB npolecca, koTopble obecneynBatoT BbINOMHE-
Hune TpeboBaHun Kk kavecTBy (ICH Q8).

O6ecneyeHune nHdgopmaumen (Knowledge Management): CucremaTnyeckmii Nogxoa K Nosy4eHuto,
aHanuay, XpaHeHWIo U pacnpocTpaHeHno MHpopMaLumn O NPOAYKLMKN, TEXHOMOMMYECKNX NpoLeccax U KOM-
noHeHtax (ICH Q10).

XusHeHHbIN umkn (cycle): Bce aTanbl XXM3HW NpoAyKLMK, 060pyaoBaHNS U NPOM3BOACTB OT Hava-
na pa3paboTku 1 UCMONb30BaHUSA A0 NPEKPaLLEHNs BbINycKa.

AttecTtaumsa npouecca (process validation): [JokymeHTansHOe NoATBEPXXAEHME TOro, YTO MpoLecc,
BbINOMHSAEMbIA B pamKax YCTaHOBMEHHbIX NapaMeTpoB, NpoTekaeT 3pdEKTMBHO U C BOCMNPOM3BOAMMbLIMU
napameTpamMu, NPOV3BOASA NIEKapCTBEHHOE CPEACTBO, YAOBMETBOpPSAOLEEe BCEM 3a4aHHbIM TpeboBaHMAM K
NpoaYKUUN 1 ee KavyecTBy.

ATTecTaumsa yctaHOBNEHHOro o6opyaoBaHusA, aTTecTauusi B NOCTPOEHHOM cocTosiHuM (installa-
tion qualification; 1Q): JJokymeHTanbHOe NOATBEPXKAEHUE TOro, YTO MOHTaX MOMELLEHURn, cuctem u obopyao-
BaHUS (YCTaHOBMEHHbIX UMW M3MEHEHHbIX) BbINOMHEH B COOTBETCTBMU C MPOEKTOM W APYror TEXHUYECKOW
OOKyMeHTauuen.

ATTecTtauusa B ocHaweHHOM cocTtosiHum (operational qualification; OQ): JokymeHTaneHoe noaTsep-
XOeHue TOro, YTo NoMeLLeHns, cuctembl 1 obopyaoBaHve (YCTaHOBMEHHbIE UM U3MEHEHHbIE) (DYHKLMOH M-
pyeT B COOTBETCTBUM C NpeabsBnsemMbiMy TpeboBaHnsMM BO BCEX pexmmax paboThbl.

Monyyenune npopykTta (Product Realisation): MonyyeHne npogykTa ¢ nokasaTtensiMu kavyecTtsa, COOT-
BETCTBYIOLLUMU HYXAaM MauneHToB, NpodeCccMoHanoB 34paBOOXPaAHEHUSA U HAA30PHbLIX OpraHoB (BKMo4Yas
COOTBETCTBME NINLLEH3UN) U BHYTPEHHUM TpeboBaHusaM 3aka3dnkos (ICH Q10).

KauyecTtBO 3a cuyeT npoekTtMpoBaHus unu paspabotkm (quality by design): cuctematuyeckun nog-
XO[, KOTOPbIA HAYMHAETCS C YACHEHUS 3a[a4uM C aKLEHTOM Ha MOHUMaHWEe NPOoAYKTa U npouecca u ynpasne-
HWs1 NPOLLECCOM Ha OCHOBE Hay4YHOro MOAXOA4A U aHanm3a pUCKOB**,

Umutnpyrowmin matepman (simulated agent): Matepuan, koTopbii IO CBOUM OU3NYECKUM U, MO BO3-
MOXHOCTM, XMUYECKMM XapakTepucTukam (Hanpumep, BA3KOCTH, pa3mepam vactuy, pH u np.) 6nm3ok npo-
OYKTY, K KOTOPOMY OTHOCUTCS aTTecTauus.

KoHTponb nameHeHun (change control): [JJokymeHTansHO 0hOpMIIEHHBIN MOPSIAOK, COrNacHoO KOTo-
poMy MpeacTaBUTENNU pPasnU4HbIX ChneunanbHOCTEN paccMaTpyBaloT MPEeAnoXEeHHble UK CyLLecTByoLme
N3MEHEHWS1, KOTOPbIE MOTYT MOBMUATL HA CTATyC « ATTECTOBAHO» AN NOMELLEHUA, 000pyaoBaHUSA UK Npo-
LLleCCOB M onpenenstoT He06X0AMMOCTb AENCTBUIN, KOTOpbIE AOMKHbI 06ecneYnTb U JOKYMEHTanbHO ogop-
MUTb NOAAEPXKAHNE CUCTEMbI B CTaTyce « ATTECTOBAHOY.

Haunxypwwmi cny4yan (worst case): YCnoBusi UM KOMIMMEKC YCIOBUIN, OTHOCALLMXCS K BEPXHUM U HUX-
HUM npegenbHbIM 3HAaYEHMSIM NapamMeTpoB NPOM3BOACTBEHHOMO NpoLecca U CBsA3aHHbIX C HAMMK (haKkTopoB.,
onpeaeneHHbIX JOKYMEHTaUNEN, KOTOpble MOTYT NPUBECTU K CaMOW BbICOKOW BEPOSITHOCTU NosiBNeHus opa-
Ka B npouecce unv NpoaykTe No CpaBHEHWUIO C uaeanbHbIMK YCroBusaMU. Takme ycnosus He Bcerga obsa3a-
TenbHO NPMBOASAT K GpaKy B npouecce unm npoaykre.

MepcnekTuBHas attectauus (prospective validation): ATTrectauus, BbinonHAemMasa Jo HavYana cepui-
HOro NPoM3BOACTBA NPOAYKUMWN, MpegHas3Ha4YeHHON ANa peanv3aunm.

HOpMamugHbIMU OOKyMeHmamu (npum. paspabomyuka cmaHdapma).

* OpuauHan npasun GMP EC codepxum makxe mepmuH «Ongoing Process Verification», onpedensiembii kak «doKy-
MeHmarsnbHoe nodmeepxx0eHue CooMmeemcmausi KOMMepPYecKoeo rpouecca 3adaHHbIM mpebogaHusi» U mpakmyembill Kak Cu-
HOHUM mepmuHa «continuous process verification» (npum. paspabomyuka cmaHdapma).

** Omom mepMuH sensemcsi HadymaHHbIM. Hukakol paspabomku 6e3 ysicHeHuUsi 3adayu U MoHUMaHusi npodykma (rpo-
yecca) bbimb He MOXem, 8 paMmKax HopMarbHOU 5102UKU, Komopas bbina ecezda. « TepMuH» rpusedeH 8 daHHOM mekcme Oris
COXpaHeHUs1 UesiocmHocmu nepesoOuMo20 mekcma (npum. paspabomyuka cmaHOapma).
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CocrosiHue KoHTponA (state of control): Ycnosue, npu KOTOPOM KOMMNIEKC MeP MO KOHTPOIO Henpe-
PbIBHO NOATBEPXKAAET COOTBETCTBME NPOLIECCA M KaYeCTBa NPOAYKUMM 3a4aHHbIM 3HAYEHUSIM.

TpaguumoHHbIM noaxon (traditional approach): nogxon k paspaboTke NpoayKuMK, NPU KOTOPOM 3a-
AaHbl TpeboBaHMSA U YCNOBUSA SKCnyaTaumm ans odbecneyeHns BOCNpOn3BOAMMOCTH.

3apaHue Ha NpoeKTMpoBaHUe, TEXHUYECKOe 3aAaHue Ha pa3paboTky (User Requirements Speci-
fication — URS): Komnnekc HeobxoamMMbIX U OOCTaTOYHbIX TpeboBaHWi nonb3oBaTtessi, COOCTBEHHMNKA UK
pa3paboTtunka ons pa3paboTkm NpoekTa (KOHCTPYKTOPCKOM AOKYMEHTAaLMM UCXOASa U3 HasHayeHns obbekTa
unu obopynoBaHus*.

* 8 Poccutickoli ®edepayuu mepmMuH «3adaHue Ha MpoeKkmuposaHue» OMHOCUMCS K cmpoumesnbcmey, a mepMuH
«mexHu4yeckoe 3adaHue» — pa3pabomke obopydosaHusi (KOHCMPYKMOpPCcKol OoKymMeHmauyuu) (npum. paspabomyuka cmaH-
Oapma).
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