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MpunoxeHune 3
MpoussoacTBo paguodapmaLeBTUHECKUX NpenapaToB

OOLue NonoxeHus

MpounssoacTeo pagnodapmaLeBTUYECKMX NpenapaToB AOMKHO ObITb OPraHNn30BaHO B COOTBETCTBUM C
MpaBunamm Npon3BOACTBA M KOHTPOIS KavyecTBa fekapcTBeHHbIX cpeactB GMP (vactu | mn Il HacTosiwero
cTangapTa). [aHHoe npunoxeHwe ycTaHaBnuBaeT TpeboBaHus, crneuudmyeckme Ons npousBodcTBa pa-
anodhapmaLieBTU4ECKMX NpenapaTos.

MpnmevyaHus:

1 [laHHoe NpunoXeHvne He pacnpoCTPaHATCA Ha NPUroToBneHVe paavodapMaLeBTUYeCcKMX npenapaToB B cne-
LUManmn3MpoBaHHbIX anTekax (B neyebHbIX yypexaeHusaxX unv AerCTBYHOLLNX CaMOCTOSATENbHO), C UCMOMNb30BaHWEM pa-
OVOHYKIMAHbIX reHepaTopoB 1 HAOOPOB peareHToOB B COOTBETCTBMU C NULEH3MEN (perncTpaLMoHHbIMU OKYMEHTaMM).

2 B cooTtBeTCcTBUM C TpeboBaHUAMU paanaLMOHHON 6e30MacHOCTN OTBETCTBEHHOCTb 3a NPUMEHEHUe paanaummn B
MEOMLIMHCKUX Liensax NexuT Ha neyvebHbix yypexaeHusax (Bpadax). MNpu npumeHeHnn pagmodapmaneBTuyecknx npena-
paToB B AMArHOCTUYECKUX U TepaneBTUYECKUX LENAX AoMKHa ObiTb obecneyeHa BO3MOXHOCTb y4acTus cneupanucta no
MeOWLIMHCKON (bU3MKe 1 BbINOMHEHbI Apyrne TpeboBaHus.

3 [aHHOoe NpunoxeHne pacnpocTpaHseTcs Takke Ha pagmodapmMaleBTUYECKUE NpenapaThl, UCMOMb3YHoLWMecs B
KMUHUYECKUX UCTbITAHUSX.

4 TpaHcnopTupoBaHWe pagvodapMaLeBTUYECKMX MpenapaToB BbINOMHAETCA B COOTBETCTBUM C TpeboBaHMAMMU
no paagvauunoHHon 6esonacHocTn MexayHapogHoro AreHTcTBa no atomHon sHeprum (MAFATO) u HaumMoHanNbHLIMKU Tpe-
boBaHuaAMMN.

5 MoryT ncnonb3oBatbCs METOAbI, OTAMYAKOLMECSH OT NPUBEAEHHbIX B AAaHHOM MPUMOXEHUU, HO NO3BOMsOLNE
BbINONHNUTL TpeboBaHMA Mo obecneyeHunto kKavecTa NpoayKummn. MNpu NPpUMEeHeHNN 3TUX METOLOB criedyeT nokasaTtb, YTO
OHM 06ecneYmBaloT ypoBEHb Ka4eCcTBa, 3KBUBASIEHTHbIN, MO KpaHen mepe, TpeboBaHNsAM JAaHHOTO MPUIOXKEHNS.

BBepgeHune

1 NpownsBoacTBO paguodapmaleBTUYECKNX NpenapaToB 1 obpalleHne ¢ HUMKU NPeacTaBnAeT NoTeH-
UManbHy0 OMacHOCTb. YPOBEHb pPUCKa 3aBUCUT OT TUMAa U3My4YeHWs, SHEPTMM U3NYYEHUS U nepuoda nony-
pacrnaga pagvoHyknuaoB. Ocoboe BHMMaHWe criegyeT yAenuTb NpeaoTBpaLleHUIo NEPEKPECTHONO 3arpsis-
HEHUS, HANUYMI0 OCTaTKOB PaANOaKTMBHbLIX MaTepMasoB U yaaneHnio oTXo040B.

2 W3-3a TOro 4YTOo pagMoHYKNUAbl UMEKT KOPOTKUA CPOK XpPaHEeHWUsl, 4ONYyCKaeTCs BbiNycKaTb HEKOTO-
pble pagnodapmaleBTUYecKkMe npenapaTbl 4O 3aBepLUEHMS KOHTPONs kadecTBa. B atom cnydae B cneuwu-
anbHOW MHCTPYKLUMM OOMKEH ObiTb YeTKO M NogpobHO onpeaeneH Nopsgok BbiMycka Npenapartos, BKAYas
OTBETCTBEHHOCTb MepcoHana u TpeboBaHMsa K HenpepbiBHOW OLeHke 3heKTUBHOCTM cnucTtembl obecneve-
HUS Ka4ecTBa.

3 OBnacTbio NPUMEHEHMSA OAHHOIO NPUNOXEHUST ABNAETCS AeATENbHOCTb NPOMBbILLIIEHHbBIX Npeanpu-
ATUN, 9OEPHbIX LLEHTPOB, MHCTUTYTOB U M3 T-LEHTPOB NO NPON3BOACTBY M KOHTPOSIO KayecTBa:

- pagnochapMaLeBTUYECKMX NpenapaTos;

- pagunocbapMareBTU4eckmx npenapatos Ansa MN3T (No3UTPOHHO-3MUCCUOHHOW TOMorpadun);

- pagMoakTUBHBIX NpeLecTBEHHNKOB ANsi NPOM3BOACTBA pagnodapmaueBTUYECKNX NpenapaTos;

- PaAVOHYKIMAHbBIX FEHEPaToOpOB.

CnepyeT BbINONHATL TpebOBaHNA HacToALLEro
Mpasuna GMP He
Bug npoussoacTea DACMIPOCTPAHSIOTCS ctaHgapTa. Yactu Il n | (no mepe npmbnmxeHns ctagmmn npom3soa-
CTBa K rOTOBOMY NPOAYKTY U COOTBETCTBYHIOLLME MPUIOXKEHMS)
PaguodapmaueBTtudeckune | MNpoaykumsa peakto- | XuMUYeCcKuin Cragum MepepaboTka, AcenTtnyeckoe
npenaparbl POB 1 LUKNOTPOHOB CUHTE3 O4UCTKM dopmupoBaHne, | NPon3BOACTBO
PagnodapmaueBTtuyeckmne yrnakoBbIBaHWe N mHULW-
npenapatbl gnsa MN3T (HanonHeHwe, Has cTepunu-
PaguoakTtnBHble NpeaLue- ¢acoBaHue) 3aums
CTBEHHUKMN
PaavoHyknuaHble reHepa- | Mpogykums peakto- | TeXHOMOrMyeckuin npouecc
TOpbI POB 1 LMKNOTPOHOB

" MuLLIeHb 1 cUcTeMa Nepeaym oT LMKMOTPOHA K YCTAHOBKE CMHTE3a MOTYT PaccMaTpuUBaThCs! kak nepBasi CTans npo-
M3BOACTBA aKTMBHbIX (papMaLeBTUYECKNX CYOCTaHLMIA.

4 TMpousBoguTens roToBOro pagModapMaueBTUYECKOro npenapara goJPKEH MMETb OnMcaHue TeXHOo-
NorM4eckoro npouecca nNpous3BoAcTBa akTUBHOW (papMaLleBTUYECKON CybCTaHLMKU, TOTOBOMO fleKapCTBEHHO-
ro CpefcTBa v ykasatb, kakve TpeboBaHus GMP (vacTb | unu Il HacTosiLero cTaHgapTa) pacnpocTpaHaTCs
Ha pasnuyHble TEXHONOMMYecKne onepauun/ctagumn.

5 lNpownsBoacTBo paguodapmaueBTUYECKMX NpenapaTtoB AOIDKHO BbIMOSHATECS B COOTBETCTBUM C
TpeboBaHMs MM HOPM paavaLMOHHON 6e30MacHOCTMW.

6 MNMponsBoacTBO pagvModapMaLeBTUYECKMX NpenapaToB, NpegHas3HadYeHHbIX ANs napeHTepanbHOro
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BBEEHUS!, JOIMKHO BbIMOJSIHATLCA B COOTBETCTBUM C TPeGOBaHMAMU, NpeabsBNSEeMbIMU K CTEPUIBHOCTM Ta-
KX npenapaTtoB ¢ cobnogeHnem, npu HeobxoanMOCTH, acenTUYecKUX YCroBUiA NMPOM3BOACTBA B COOTBETCT-
BUW C NPUMOXKeHMEM 1 K HacTosiLLeMy CTaHZapTy.

7 TpeboBaHus K paguodapMaleBTMYECKUM MpenapaTtam M MeTo4aMm MX KOHTPOSsl YCTaHOBMEHbl B
dbapmMakoneHbIX CTaTbsaX UMK APYrUX OOKYMEHTaxX*.

KnuHuyeckue ucnbitaHus

8 Ha npousBoacteo pagnodapmaueBTUHECKMX NpenapaToB, NpegHasHauYeHHbIX Ans KNMHUYECKNX nc-
cnegoBaHun, pacnpocTpaHSOTCs Takke TpeboBaHus npunoxeHusa 13 K HacTodALLEeMY CTaHaapTy.

ObecneyeHune KayecTBa

9 ObecneyeHune kayecTBa npv NPoM3BOACTBE pagnodapmaueBTUYeCcKMX npenaparoB umeeTt ocoboe
3HayeHune BBMAY WX cneumnduryeckmx ocobeHHOCTeN, MarnbiXx 06bEMOB Cepuii 1 B HEKOTOPbIX Criy4asx Heob-
XOAUMOCTU MPUMEHEHNS [0 3aBepLUEHMS Onepaumin Mo KOHTPO0 KayecTaa.

10 3awmTa NpoayKuMn OT 3arpsA3HEHUIN U NepPeKpPecTHbIX 3arpsa3HeHUn 4omkHa ObiTb obecneyeHa Tak
e, KaK 1 npu NpousBoAcTBe Mobbix nekapcTBEHHbIX CpeAcTB. Ho B gaHHOM criydae npegbsaBnsieTcs O0-
nonHuTensHoe TpebosaHve No 3awuTe nepcoHana OT UOHM3UPYLWWEro nanyyeHus. B atux ycnosusax cuc-
Tema obecneveHuns kayecTsa NpuobpeTaeT NCKMYNTENBHO BaXXHOE 3HAYEHNE.

11 CneayeT NnpoBOAUTL OLEHKY M PErMCTPaLMio AaHHbIX MO KOHTPOMIO NOMELLEHMI 1 060pyaoBaHMs B
COOTBETCTBMUN C UX 3HAYEHNEM B TEXHOMNOMMYECKOM npouecce.

12 lNMpwn nponsBoacTBe pagnodapMaLeBTM4ECKUX NpenapaTos criegyeT B Heobxognmom obbeme npo-
BOAMTb atTecTaumm (UCMblTaHMs) C y4€TOM aHanm3a pUcKoB, KOTOPbIN NO3BONSAET OLUeHNTb 06beM paboT no
aTtTectauum (UCMbITaHNAM) B COOTBETCTBMU C TPeBOBaHMAMN AAaHHOIO cTaHAapTa U HOPMAaTUBHbBIX AOKYMEH-
TOB MO pagnauMoHHOW 6e3onacHoCTw.

MepcoHan

13 Bce TexHonornyeckue onepauvym AOMKHbI BbIMOMHATLECA MEPCOHANOM, MMEKLWNM cneynanbHyo
MOAroTOBKY MO pagnauMoHHon 6e3onacHocTu. [lepcoHan, 3aHATbIN B NPOU3BOACTBE, KOHTPONE KayecTsa U
BbiNyCke pagnocdapMaueBTUYECKMX NpenapaToB, OOMKEH MPOWTM chneumanbHoe oOy4yeHue, CBA3aHHOe C
ocobeHHOCTsAMU obecneyveHms kadecTBa 3TUX NpenapaToB. YMNOMHOMOYEHHOE NMLIO HECET MOJTHYK OTBETCT-
BEHHOCTb 3a BbINyCK pagnodapmaleBTU4ECKMX npenaparTos.

14 Becb nepcoHarn, paboTalowmin B 30Hax MpoM3BOACTBA paguodapmaleBTMYECKMX MNpenapaTos
(BKMOYast 3aHATLIV YOOPKOWM M TEXHUYECKMM OOCNY)XMBAHWEM), OOJPKEH MPOXOAUTL AOMNOMHUTENBHOE 00y4e-
HWe, CBSI3aHHOE CO CcrneLMdUKON NPoLECCOB U NPOAYKLNN.

15 Ecnu npousBoacTBEHHbIE MOMELLEHMS U 060OPYygOBaHUE MCMONb3YKTCA Takke ANst NpOBeAeHus
nccrnegoBaHUn, TO UCCRefoBaTENbCKUMI NepcoHan AoMmkKeH NponTu obydenne no npasunam GMP. Cnyxba
obecneyeHns kavyecTBa LOIPKHA paccMaTpuBaTh M AaBaTb paspelleHne Ha nNpoBefeHne paboT, CBs3aHHbIX
C UCCrnegoBaHMAMM, Anst TOrO YTOObI MCKITIOYMTB MX ONAacHoOe BMSIHWE Ha MPOU3BOACTBO.

MomelieHns n obopynoBaHue

OO0Lme nonoxeHus

16 Mpon3BoACTBO pagmModapMaLeBTUYECKUX NpenapatoB AOMKHO ObiTb OPraHM3oBaHO B KOHTPOMW-
pyeMbIX 30HaX, B KOTOPbIX BbINOMHATCA TpeboBaHMA K OKpyXalollen cpeae v pagvaumMoHHown 6esonacHo-
ctn. Bce TexHonornueckme onepauum OOMKHbI BbINOMHATLCH B CreLnarnbHbIX NOMELLEHUSX U Ha cneunarnb-
HoM obopyaoBaHUK, NpeaHa3Ha4YeHHOM AN NPOM3BOACTBa pagnodapmaLeBTUYecKMx npenaparos.

17 CneayeT NpuHATbL Mepbl NO NPeoTBPaLLEHNIO NePEKPECTHbIX 3arpsi3HeHU A OT nepcoHarna, maTe-
pvanoB, pagMoakTMBHbIX MaTepuanos u np. Besae, roe 3170 BO3MOXHO, crieqyeT MCMOMb30BaTh 3aKpbiToe
nnu nsonunposaHHoe obopyaosaHue. [pn ncnonb3oBaHUK OTKPLITOro 06OpPYAOBaHWSA criegyeT NPUHATL Me-
pbl MO CBEOEHMWIO PUCKa 3arpsa3HeHnn K MuHuMymy. Npu oueHKke pucka cnegyeT nokasaTb, YTO YNCTOTa OK-
pyxatowen cpefbl yooBneTsopseT TpeboBaHMaM, NpeabsaBngeMbliM K TUMY BbIMyCKaeMOW NpoayKUmMK.

18 Bxog B Npov3BOACTBEHHbIE 30HbI OOJPKEH OCYLLECTBMAATLCS Yepe3 KOMHaThbl nepeodeBaHns (CaH-
MPOMNYCKHWKN) U OOIMKEH ObITb OrpaHuyeH TONbKO AfMs nepcoHana, MMEeLero npaBo 4OCTyna B HUX.

19 CnegyeT NpoBOAMTbL KOHTPOSb pabounx MECT U OKpYKaloLLEen cpedpbl Ha Hanu4ume (KOHLEeHTpaumio)
pPaavoaKTMBHBIX 3arps3HeHni, 4acTuy U MUKPOOpraHn3MoB. [lopsaok npoBeaeHns KOHTPOMs yCcTaHaBnueBa-
eTCcsi Npu aTTecTaumm B IKCNyaTMpyemMoM COCTOSIHUM.

20 Onsa obecneyeHuns Haanexalien paboTbl MOMeLLEHM 1 060PYyAOBaHNS cnegyeT opraHM3oBaTb UX
TexHu4eckoe o6CnyxuBaHve, NPoBOAUTb KanubpoBKy (MOBepKy) M aTtTecTauunio (McnbliTaHus). AT paboThbl

* B opuauHane npasun GMP EC ykasa+o: @ Esponelickoli @apmakornee unu peaucmpayuoHHom docke (marketing
authorization) (npum. paspabomuyuka cmaHdapma).
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OOJDKHbI BbIMOMHATLCA NOATOTOBIIEHHBIM MEPCOHArNoM, a hakT ux NPoBEeAEHMS U NOMyYeHHbIE pe3ynbTaThbl
OOJDKHBI 0POPMAATLCA AOKYMEHTAsBHO.

21 CnepnyeT NpuHATbL Mepbl MO 3alUTe OT PaAMOaKTUBHOIO 3arpsi3HeHUs1 NoMeLleHnn n obopynosa-
Husa. CrneayeT opraHM3oBaTh KOHTPOMb paguoaKTUBHbBIX 3arpsi3HEHUA HEMOCPEACTBEHHO C MOMOLLbIO OO3U-
METPOB M1 KOCBEHHO METOAOM Ma3KOB.

22 lNMoeepxHOCTU 060pyaOBaHMs, conpuKacaroLmecs ¢ NPOAYKTOM, He AOMKHbI BCTyNaTb C HAM B pe-
aKLuo, HAYEro He NPUBHOCUTL B HEro 1 He abcopbupoBaTtb NPOAYKT, YTOObI HE U3MEHUTb €ro CBOMCTBA.

23 Peuunpkynsumsa Bo3gyxa U3 noMeLLeHUn, B KOTOPbIX BbINONHAeTcs paboTa ¢ pagModapmauesTnye-
CKMMM npenapaTamMu, He JOMNYyCKaeTCs 3a UCKMIoYEeHUEeM CryvyaeB, Korga npumeHeHne peumpkynsaumm oboc-
HOBaHO. B BbITSXHbBIX cUCTEMaxX OOMKHa OblTb NpegyCMOTpeHa 3alumTa OT 3arps3HeHUst oKpyxaroLlen cpe-
Obl pagnoakTUBHLIMK YacTULAaMK 1 razaMmu. B KOHTponupyeMbix 30Hax AoSmKHA ObiTh NpegycMOTpeHa 3aLu-
Ta OT 3arpsi3HEHNsI YacTMLaMM 1 MUKPOOPraHM3Mamu.

24 Y10o0bl He AONMYCTUTb PacnpOCTPaHEHUS PpaanNOaKTUBHBIX YacTuL, MOXET okasaTbCs HeobXxoaMMbIM
noagepXxuBaTtb oTpulaTenbHoe AaBreHne B 30HaX, rAe HaxXo4MTCs OTKPbITLIN NpoaykT. B To e Bpems cne-
AyeT 3alUMTUTb MPOAYKT OT 3arpsi3HEHUN N3 OKpyXKarwwen cpedbl. ATO MOXeT ObiTb JOCTUTHYTO 3a cuyeT
npuMeHeHns GapbepHON TEXHOMOMMM M BO3OYLUHbLIX LUITHO30B, CyXalmx Ans NoAAepXaHus nepenaga gas-
neHus.

Mpoun3soacTBO CTEPUNBLHON NPOAYKLMA

25 CrepvinbHble pagnodapMaleBTMYeckue npenapartbl pasgensatoTcs Ha ABe rpynnbl:

- npenaparbl, NPOU3BOACTBO KOTOPbIX AOMKHO BbiTb OPraHM30BaHO B aCENTUYECKUX YCITOBUAX.

- Npenapartbl, nognexatine pUHULLHOW CTepUnmM3aLmm.

TpeboBaHMsa K YNCTOTE NOMELLEHU 3aBUCAT OT TOrO, K KaKOW rpyrnne OTHOCUMTCs npenapar. TpeboBa-
HMS K YncToTe paboymx 30H, B KOTOPbIX MPOAYKT UMW NEpPBUYHAS yNakoBKa MOXeT HaxOAMTbCS B KOHTaKTe C
OKpY>KatoLLMM BO34YXOM, MpUBEAEHbI NPUNoXeHnn 1 K HacTosLeMy cTaHaapTy.

26 Onsa onpeaenexHnsa TpeboBaHWIM K NepenagaM aBreHusl, HanpasrneHno NoToka Bo3ayxa v ero Ka-
YecTBa MOryT UCMONb30BaTbCA METOAbI aHanM3a PUCKOB.

27 B 3aKpbITbiIX 1 aBTOMAaTU3MPOBaHHbIX CUCTEMAX, NpeacTaBnawmx cobor, Kak NpaBuIo, «ropsiyve
Kamepbl» C pasMeLleHMEM B HUX YCTaHOBOK XMMWYECKOrO CWUHTE3a, CUCTEM OYMUCTKW, CTEPUNU3YIOLLEN
dunbTpaummn «Ha NUHUMY, JOMKHa ObITb NpegycMoTpeHa 3oHa C. B ropsyve kamepbl, Haxogswmecs B 3a-
KPbITOM COCTOSIHUW, AOMXEH NodaBaTbCs BO34YX C BbICOKOW CTENEHbI0 YMCTOThl. ACENTUYECKMe onepauun
OOMKHbI BbIMONHATLCH B 30HE A.

28 [lo Hayana nNpon3BoAcTBa cbopka CTepunbHOro obopyaoBaHns 1 KOMMNOHEHTOB (TPYBoK, cTepunu-
3yloLMX PUNbTPOB), YKyNopka 1 repMmeTnsauus cTepurbHbiX (onakoHOB AOIMKHbI BbINOMHATECA B acenTuye-
CKUX YCIOBUSIX.

OokymeHTauus

29 Mopsaok pa3paboTky, NepecMoTpa, YTBEPXKAEHUS U BblAa4n OOKYMEHTOB, OTHOCSLLMXCA K NPOMU3-
BOACTBY paanodapMaLleBTUYECKUX NpenapaToB, OMKEH ObiTb U3MNOXEH B cneunansHON NHCTPYKLNN.

30 TpeboBaHMsA K NCXOOHLIM U YNAKOBOYHLIM MaTepuarnam, 3TUKETKaMm 1 ApyruM cpeacTBaM MapKu-
POBKU, KPUTUYECKMM NPOMEXYTOYHBIM MaTtepuanamM 1M rotoBon NPOAYKLMU OOIDKHbI ObiTb yka3aHbl B CleLu-
ukaumax. Cneundmkauumn Takke paspabaTbiBalOTCA Ha KPUTUYECKME MaTepuarnbl U KOMMOHEHTbI (BCMIOMO-
ratenibHble BeLecTBa, YMMOTHEHUS, HAbopbl Ana cTepunuaylwen puneTpauum n gp.), ucnonb3yemble B
npoLecce n cnocobHble Oka3aTbh KPUTUYECKOE BIUSHUE HA Ka4eCTBO NPOOYKLMN.

31 CnegyeT yCcTaHOBUTb AOMYCTUMbIE NpeaesibHble 3Ha4YeHUs UBMEHEHUI XapaKTePUCTUK paanodap-
MaLEeBTUYECKUX NpenapaToB, BKMYas TpeboBaHUA K BbIMYCKY M CPOKY XpaHeHUs1 (HanpuMmep, XMMUYeCcKon
WMOEHTUYHOCTUN N30TOMNOB, 0GBEMHON aKTUBHOCTW, PAOUOHYKITMOHOW YNCTOTLI U YAENbHOW akKTUBHOCTH).

32 B npoTtokonax Ha UCnonb3oBaHWe, OYUCTKY, Ae3aKTMBaumio, Ae3uHpeKLmMIo (CTepunnsaumio), Tex-
HM4Yeckoe obCnyxuBaHWe criefyeT ykasbiBaTb AaTy M BPEMS BbIMOSIHEHMS Onepaluun, 3aBepsATb NPOTOKON
MOANUCLIO NUuA, BbINOMHMBLLErO paboTy, U, NpU HeobXoOUMOCTH, yKasblBaTb HAaMMEHOBAHWE NpPoAyKTa U
HOMep cepun.

33 lMpoTokonbl cnegyeTt XxpaHUTb HE MEHEE YEM B TEYEHME TPEX JET, ECNN UHOE HEe YKasaHo B ApYruX
OOKYMEeHTax.

MpousBoacTBoO

34 OgHoBpeMeHHOe NPOU3BOACTBO PasfMyHbIX pagvModapmaleBTUYECKMX MpenapaTtoB B OQHOW pa-
Gouen 30He (ropsiyen Kamepe, NamMMHaApHOM 30HEe MK WKady) He JOMNYCKaeTCs, YTO BbI3BAHO HeEObGXoauMO-
CTbIO CHWXEHUS 0O MMHMMYMa pucka NepekpecTHOro 3arpsi3HEHUs1 PpaaMoaKTUBHLIMU BELLECTBAMW UMK Mne-
penyTbiBaHWsi MaTepuarnos.

35 lMpoueccel n obopyaoBaHue noanexar aTrectauum (MCNbITaHUAM), B T. 4. CUCTEMbI C KOMMbIOTE P-
HbIM yrnpaBneHneM, B COOTBETCTBUM C npunoxeHunem 11 kK HacTosilemy ctaHaapTy. HoBble npouecchl noa-
nexaT NepcrnekTMBHON aTTecTauumn.
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36 Kputuueckme napameTpbl crieqyeT, kak npaBuno, onpeaenuTb 40 NpoBeAeHUs atTecTauum unm B
ee npouecce. Mpu aTom crnegyeTt onpeaennTs AONYCTUMbIE NPeAerbHblE 3HAYEHUSS U3MEHEHMIN NnapamMeT-
poB, HeobxoanMble Ans CTabUNbHOro NPOM3BOACTBA.

37 [Ins npoAyKTOB, HANOJHAEMbIX B aCENTUYECKUX YCMOBUSIX, CrieayeT NPOBOAUTbL KOHTPOMb LENocT-
HOCTU MeMOpaHHbIX (UIbLTPOB, MPUHMMAsi BO BHUMaHWE HEOBXOAMMOCTb ObecrneveHus paguaumoHHOW
6e30MacHOCTM N COXPaHEHUS CTEPUIBHOCTY (OUNbTPOB.

38 YunTbiBasi pagmMaumMoHHY akTUBHOCTb FOTOBOIO MpPoAYyKTa, AOMYyCKaeTCs HAHOCUTb MapKUPOBKY Ha
NepBUYHYIO YNaKoBKY 4O Havana npousBoAcTBa. Ha cTepunbHble MycTble 3aKpbiTble oriakoHbl MOXET ObiTb
HaHeceHa MapKMpPOBKa C YaCTUYHOW MHdOpMaUMen OO onepaumn HanoNHEHUs, MPU 3TOM CTEPUIIBHOCTb He
OOIMKHa OblTb HApyLLUEeHa U He AOMMKHO GbiTb NOMEX AN BU3yarnbHOro KOHTPOMS HanomHEHHbIX drlakoHOB.

KoHTponb kavyecTBa

39 HekoTopble pagvochapmaueBTuyeckue npenapartbl MOTyT ObiTb BbiMyLEHbl M UCMOMNb30BaHbl Ha
OCHOBE OLIEHKM OOKYMEHTaUMM Ha Cepuio A0 3aBepLUEHUs BCEX XUMMUYECKUX U MUKPOBMONOrM4ecKnx 1cnbi-
TaHWN.

OdbopmneHune paspelueHns Ha BbiNyCK pagnodapmaueBTU4ecKMX npenapaToB MOXeT ObiTb BbINOSI-
HeHO B ABa 1 bornee 3TanoB., 40 U NOCMe 3aBepLUeHns aHanMTUYeCcKoro KOHTPOns B NOSIHOM obbeme:

a) oUeHKa OTBETCTBEHHbIM MMLO NPOTOKOSIOB Ha NPOM3BOACTBO CEPUN, B KOTOPbIX AOMMKHbI ObITb yKa-
3aHbl YCroBus NPOM3BOACTBA U pe3yrbTaTbl aHaNMTUYECKOro KOHTPONS; npenapaT Ao OTNpaBKu npenaparta
B KIMMHUKY C NPUCBOEHMEM CTaTyca «B KapaHTUHEe;

b) nonyuyeHve paspeleHns Ha BbIMyCK OT YyNOMHOMOYEHHOrO nuua nocrne NpoBeAeHUs OLEHKN OKOH-
YaTenbHbIX Pe3ynbTaToB aHanMTUYECKOro KOHTPONS, BCEX OTKIOHEHMI OT HOpMaribHOro npouecca, KoTopble
OOIMKHbl ObITb OPOpPMIEeHbl AOKYMeHTanbHO, 0O0CHOBaHbI M yTBepXaeHbl. Ecnu HekoTopble pesynbTaThl
KOHTPOMA HEBO3MOXHO MONYy4YUTb [0 WCMOMb30BaHUA MnpenapaTa, TO YNONHOMOYEHHOMY Nnuuy criegyeT
0hOpPMUTL paspeLleHne Ha BbINYCK npenapaTa YCroBHO 0 ero UCNofb30BaHUs M OKOHYaTebHO 0hOpPMUTL
paspeLleHne Ha BbIMyCK npenapara rnocre nofy4yeHnst Bcex pesyrnbTaTtoB KOHTPONS.

40 BonbWWHCTBO paanModapMaLeBTUYECKUX NpenapaToB NUCMOMb3YIOTCH B TEYEHNE KOPOTKOro nepuo-
Aa BpemeHun. Cpok rogHOCTH npenapaTta OOoMKeH ObITb YeTKO yKa3aH.

41 lMpenapartbl, cogepXxaliue pagmoakTUBHbIE U30TOMbI ¢ BonbLLIMM NeproaoM nonypacnaga, cneay-
€T KOHTpOnMpoBaTb Ha COOTBETCTBME BCeM TpeboBaHMAM 0 OOPMIIEHUS paspeLueHns Ha BbiNycK Ynos-
HOMOYEHHbIM NNLOM.

42 Tpobbl MOTyT XpPaHWUTLCHA A0 MPOBEAEHUS KOHTPONSA B TE€YEeHMe HEKOTOPOro BpeMeHwu, 4Tobbl pa-
ONOaKTUBHOCTbL Obina CHMXeHa A0 AONYCTUMOro ypOBHs. Bce BuAblI KOHTPONS, BKMOYas KOHTPOIMb Ha CTe-
PUIbHOCTb, AOMKHbI OblTb MPOBEAEHbI Kak MOXHO GbicTpee.

43 TNopsanok OuUEeHKN NPOAYKUMW U pe3ynbTaToB KOHTPONS, KOTOPYIO criegyeT NpoBecTW [0 Bblnycka
NPOAYKUUW, [OIKeH ObITb N3NOXEH B CNeunanbHON MHCTPYKLUMK.

44 MNpoAayKums, He COOTBETCTBYIOLLAA YCTaHOBMNEHHbIM TpeboBaHMAM, 4OMKHA ObiTb OTKMOHeHa. Ecnu
npegycmoTpeHa nepepaboTka MaTepuana, TO OHa AOPKHA BbIMOMHATECA MO MHCTPYKUMK. [0TOBas Npoayk-
LuMa OOIMKHa COOTBETCTBOBATbL YCTAHOBMEHHbIM TpeBOBaHUAM, YTO AOMKHO OblTb NOATBEPXKAEHO A0 €€ Bbl-
nycka. He pgonyckaeTca nepepaboTka BO3BpaLLEHHOW NPOAYKLMM, C KOTOPOMW criegyeT obpaliaTbCs Kak C
pagnoakTMBHBLIMU OTXO4aMu.

45 B cneumanbHON UHCTPYKLMKN JOMKEH ObITb onpegeneH nopsaok AeVCTBUA YNOMHOMOYEHHOIo nuua
B criydyae obHapyXeHus HecooTBeTCTBMA Npoaykuun TpebosaHMaM chneumndurkaumm nocne ee oTrpy3kuM go
NCTeYeHns cpoka rogHocTu. Takme crnyvyau OOKHbl BbITh paccrnefoBaHbl ¢ pa3paboTkon nnaHa mMeponpus-
TUI NO UX NPeaynpexaeHnto N AoKyMeHTansHoMy oOpMIIEHUIO.

46 TMpun HeobxogumocTu crnegyeT MHAOPMUPOBaTL OTBETCTBEHHBIN NepcoHan rne4yebHoro yypexae-
HMs. OTO cnegyeT BbIMOMHATb B Nopsake, obecneunsatoLeM NpocnexnsaeMocTb BCex ENCTBUN.

47 [orkeH OblTb pa3paboTaH NoOpsAAoK KOHTPONSA MCXOOHbIX MaTepuanos. Mpu Bbibope u yTBepxae-
HMM NoCTaBLUMKa cneayeT ybeauTbCcs B TOM, YTO MOCTaBNseMble UM MaTepuarbl HEM3MEHHO COOTBETCTBYIOT
TpeboBaHuAM cneuudukaunin. MicxoaHble U ynakoBOYHble MaTepuarbl U BCnoMorartenbHble Matepuansl Ans
KPUTMYECKMX NPOLECCOB AOMKHbI MPUOBpeTaTbCa TOMNBKO Y YTBEPXKAEHHBIX NOCTaBLUMKOB.

KoHTpornbHbIe U apxuBHble 06pasubl

48 V3 kaxgown cepumn HepacdacoBaHHOW NPOAYKLMN OOIMKHBI ObiTb 0TOOpaHbl NPOObI (KOHTPONbHLIE 1
apxuBHble 0bpa3subl), KOTOPbIE AOMKHbI XPaHUTLCA HE MEHee LLIEeCTU MeCALEB NOCME NCTEYEeHMs CpoKa roa-
HOCTW rOTOBOM NPOAYKLUW, ECNN MHOE He YCTaHOBIEHO NpU NpOBEAEHNN aHanu3a puckoB.

49 Mpobbl UCXOAHBIX MaTepuarnos, 3a UCKIMYEeHNeM pacTBOpPUTENEN, ra3oB 1 Bodbl, UICNONb3yeMon B
NPOWM3BOACTBE, AOJIKHbI XPAHUTLCHA HEe MeHee ABYX feT nocne Bblnycka NpoayKumMu. TOT CPOK MOXET ObITb
coKpalleH, ecnu B cneuyundukaumm Ha matepman ykasaH 6onee KopoTkui nepuog cTabunbHOCTU.

50 CornalwieHnem ¢ KOMMNETEHTHLIMU OpraHamMu MOXeT ObITb onpeaerneH Apyrov nopsaok otbopa
Npo6 (KOHTPOMbHLIX U apXMBHbIX 06Pa3LOB) UCXOOHbLIX MaTepuanos, NPOAYKUUA, U3rOTOBIIEHHOW NO MHAWBU-
AyanbHOMY 3aka3y Unv B MarbIX KOMYECTBax, UMM €CNn UX XpaHeHUe MOXET Bbl3BaTb 0COOble TPYAHOCTW.
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Peanusauusna

51 [onyckaeTca peanusauusi FOTOBOM MPOAYKLMM 4O MONYyYEHUs! pe3ynbTaToB MCTbITaHWiA, eCrin cam
npouecc peanu3auuyM HaxoguTCs NMof KOHTponeM M npenapaT He OyaeT ucnonb3oBaH OO MONyYeHusl pe-
3yNbTaTOB UCMbITAHUIA U MX OLEHKM OTBETCTBEHHLIM JIULIOM.

TepMuUHbI 1 onpeaeneHns

ropsa4yasa kamepa (Hot-cell): 3awmuieHHoe (3KpaHMpoBaHHOE) paboyee MeCTO Afis MPOoM3BOACTBA U
obpalleHns ¢ pagmoakTMBHbIMK MaTepuanamu. [opavas kamepa He ob6sA3aTenbHO OOMKHa ObiTb M30NATO-
poM.

npurotoBneHue (preparation): NpurotoBneHne paguomeyeHHOro Habopa paguoHYKIIMOOM, JMou-
pPOBaHHbIM U3 reHepaToOpPOB NN PaAMOaKTUBHBLIMW MpelecTBEHHNKaMM B neyebHoM yypexaeHun. Habopsbl,
reHepaTopbl U paguoakTUBHbIE NPeALWeCTBEHHUKM AOMKHbI OblTb 3aperMcTpupoBaHbl B YCTaHOBIEHHOM MO-
psiake, a NpeanpusiTua-Npov3BOAMTENN AOIMKHbI MMETb NMLEH3MIO Ha BbIMYCK AHHOW MPOgyKUMK.

npousBoAcTBO (manufacturing): MsrotoBneHne, KOHTPOSb Ka4yecTBa, BbINYCK U AOCTaBka paguodap-
MaLEeBTUYECKMX NpenapaTos, MNOMYYEHHbIX N3 aKTUBHON CYOCTaHLUMM M OPYTNX NCXOOHBIX MaTepranos.

ynonHomMmou4eHHoe nuuo (Qualified Person): Cm. npunoxexue 16 kK HacToAWweMy CTaHaapTY.



