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MpunoxeHue 16

MNoaTBepxaeHne ynosTHOMOYEHHbIM NIMLLIOM COOTBETCTBUA Cepumn NpoayKunmn
M BbINYCK cepumn

O6nacTb NnpUMeHeHus

HacTtosilee npunoxeHve ycTaHaBnuBaeT NOPSAOK NOATBEMKAEHUS COOTBETCTBUS, BbINOSIHAEMOro
YMOMHOMOYEHHbBIM NULIOM, 1 TPpebOoBaHMS K BbINYCKY Cepui NeKapCTBEHHbIX CPEACTB ANS YeroBeKa U Xu-
BOTHbIX B peanusaumio cornacHo gencTayowemMy nopaaky. MNpuHUmMnbl 4aHHOrO NpUoXeHUs NPUMEHSIIOTCS
TaKKe K fiekapCTBEeHHbIM cpeAcTBaM AN UccrefoBaHui, NpeaHa3HayYeHHbIX 4118 YernoBeka.

HacToslee nNpunoxeHne He OxBaTblBAET BCE BO3MOXHbIE CIlydan NOOTBEPXOEHWS COOTBETCTBMS U
He OTHOCMTCS K NMPOAYKLMM, BbIMYCK KOTOPOW pernameHTUpyeTcsi cneumanbHbIMy TpeboBaHMaMN (Takumu,
Kak npenapaTbl KPOBW UM UMMYHHbIE Npenaparbl).

OcHoBHble TpeboBaHMS K BbIMYCKY CEPUU NPOAYKLMN NPUBOOATCS B PErMCTPALMOHHOM OOChE M OOKY-
MeHTax, 0POPMMEHHbIX NPU rocyaapCTBEHHON perncrpauuun. Hu ogHO M3 MOMNOXEHMI HacTosALEero npuno-
XEHUSI HE MOXET UCNONb30BaTbCHA, €CNN OHO BbIXOAMUT 3a paMKM YCTaHOBIEHHbIX TPe6GOBaHUN.

OCHOBHbIe NoNoXeHus

JdepxaTenb perMcTpaumoHHOro 4OCbe HECEeT MOSHYI OTBETCTBEHHOCTb 3a XapaKTepUCTMKU NekapceT-
BEHHOro CPeACTBa B TEYEHME ero Cpoka rogHoCTH, 3a ero 6e30nacHOCTb, Ka4ecTBO N 3PPEKTUBHOCTb.

YNONHOMOYeHHOE NNLO HeceT OTBETCTBEHHOCTb 3a NOATBEPXKAEHME TOro, YTO Kaxaas OTAeNbHas ce-
pvs NpoayKuMW NpousBedeHa M NpoBepeHa B COOTBETCTBUM AENCTBYHOLMMU TpeboBaHMAMM, perucTpaum-
OHHbIM JOCbe M HacToAWMM cTaHgapTom (GMP).

lMpouecc Bbinycka cepun BkntoyaeT B cebsa cneayioLlee:

(i) MpoBepky Npov3BoACTBA U KOHTPOMS CEPUN B COOTBETCTBUM C MHCTPYKLUMEN MO BbIMYCKY NpoO-
OYKLMK,

(i) CepTudpmkaumio cepuv rotoBov NPOAYKLMU YNOHOMOYEHHBIM NIULIOM, YAOCTOBEPSIOLLMM, YTO Ce-
pus cooTBeTCTBYeT TpeboBaHnam HacToswero ctaHgapta (GMP) n pernctpaumoHHoOMy Aocke. OTO ABnseT-
Cs NOATBEPKAESHNEM KavyecTBa BbliMyCKaeMon Cepumn.

(iii) Mepepavy aH cknag roToBoW NPOAYKUUW (TOProBbIA CKNad) Wunu oTnpaBKy Ha 9KCMOPT cepun ro-
TOBOW NPOAYKUMWN, KOTOpblE CreayeT BbIMOMHATE C y4eTOM CepTUdUKALMM YNOFTHOMOYEHHbIM MuoM. Ecnn
3Ta nepepada OCYLLECTBSETCA He Ha nnowiagke, Ha KOTOPOW BbINOfIHEHa cepTudumKkauus, To ee cnegyet
NPOBOANTbL B COOTBETCTBUM C MUCbMEHHbIM COrnalleHneM Mexagy CTOpoHaMu.

Llenbto KOHTpOMS cepumn NPOAYKUMM ABNSETCH NOATBEPXKAEHME , B MePBYI0 odepedb TOro, YTo:

(i) Cepusa npon3BegeHa v NpoBepeHa B COOTBETCTBUM C TpebGoBaHUAMW PErMCTPaLMOHHOIO AOCheE.

(i) Cepusa npousBegeHa ¥ MpoBepeHa B COOTBETCTBMM C TpebOBaHWMAMW HaACTOsLWEro craHgapTa
(GMP).

(iii) YuTeHbl Bce gpyrne oTHOCALWMECS K NpeameTy TpeboBaHus.

(iv) B cnyyae, ecnu TpebyeTca paccnegoBaHue unu OT3bIB cornacHo rnase 8 yactu | HacToswero
CcTaHAapTa, AOMKHbI OblTb AOCTYMHbI YNOIHOMOYEHHOE MNULO, BbIMOMHUBLUEE CePTUdUKALMIO UM NOATBEP-
xaeHve', 1 Bcst HeOBXoAMMAs AOKYMEHTaLMS.

1 Mpouecc cepTudnKaumm

1.1 Kaxxgas cepuvsi roToBoV MpoayKuMu OOIDKHA ObITb cepmcbl/lu,l/lpOBaHa2 YNOMHOMOYEHHBIM NULOM
00 ee Bbilycka B peanu3auuio unm oTnpaBky Ha akcnopT. CepTudmkaums MoXeT ObiTb BbIMOSIHEHA TOMLKO
YMNONHOMOYEHHbIM NULOM NPOU3BOAMTENSA U/MNN UMNOPTEpPa, YKa3aHHbIM B perMcTpaunuoHHOM A0Ckbe.

1.2 YNONHOMOYEHHOE MU0, BbINOMHAKLWEEe CepTUdUKaALUIO UM NoATBEPXKAEHUE Cepun, LOOSMKHO
YeTKO 3HaTb 0bnacTb CBOEW OTBETCTBEHHOCTU. YMONTHOMOYEHHOE fNLIO AOJDKHO NEPUOaNYECKU NMPOXOLAUTb
o0y4yeHune B OTHOLLEHUN BMAA NPOAYKLUMM, MpoLecca NpoM3BOACTBA, TEXHUYECKOTO Pa3BUTUS U UBMEHEHUN B
HacTosileMm ctaHgapTte (GMP).

1.3 PasnunyHble cTagmm npouecca Npou3BOACTBa cepuu OO cepTudmrKaumm, uMnopTa, UCMbITaHUA U
XPaHEHUST MOTYT BbIMOSMHATHCA Ha pasHbIX Nfowaakax. HesaBncnmo oT yncrna nnowazok ynorHOMOYEHHoe
n1LO, BbINOMHSAOLWEe cepTUUKALUIO TOTOBON NPOAYKUUW, AOIMKHO YOOCTOBEPUTLCSH B TOM, YTO BCE HEOO-
XOo4MMble CTaguun BbIMOSHEHbI B COOTBETCTBUM C (papMaLEBTMYECKOW CUCTEMOW KadecTBa COrMacHoO Ha-
crosiwemy ctangapty (GMP), pernctpauMoHHOMY AoCkbe U ApYyruM TpeboBaHMsM.

1.4 Kaxgas npousBoAcTBeHHas nrowlajka AofbkHa pacnonaraTtb, Kak MUHUMYM, OOHUM YNOSTHOMO-

! B npunoxeHun 1 k gaHHOMY NpUNOXeHWIo NpuBeaeHa uHopmaums, Heobxoaumas Ans NoATBEPXAEHMS, eCnu ynon-
HOMOYEHHOE NNLI0 OTBEYAET 3a Ceputo, NepeaaBaemMyto C OAHOW MIOLWAAKN Ha ApYryio.
2 CopepxaHue cepTucmKaTa cepin NekapcTBEHHLIX CPEACTB NPUBEAEHO B NPUNOXEHUN 2 K JaHHOMY NPUMOXEHNIO.
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YEHHbIM NNLOM.

1.4.1 Ecnu Ha nnowiagke BbIMNOMHAETCA NUWb YacTb NPOM3BOACTBEHHbLIX OMepauuin C cepuen, To
YMNOSTHOMOYEHHOE NNLIO Ha 3TOM NnoLwagke A0MMKHO, KK MUHUMYM, NOATBEPAUTb, YTO Onepauumn Ha nnowag-
Ke BbIMOJIHEHbI B COOTBETCTBUM C HACTOALWMM cTaHgapToM (GMP) 1 nuCbMEHHbBIM corfnalleHmem, B KOTOPOM
nogpobHO ykasaHbl onepaumu, 3a KoTopble OTBeYaeT AaHHada nnowlagka. Ecnm ynonHomoyeHHoe nuuo oT-
BEYaEeT 3a NOATBEPXKAEHNE COOTBETCTBUSA 3TUX OMNepauui permcTpaunoHHOMY OOCbE, TO OHO OOJMKHO MMETb
JOCTyn KO BCeM MaTepmanam Jocbe.

1.4.2 YnonHomMo4eHHOE NuLIo, KOTOpoe cepTuduuMpyeT Ceputo roToBOM MPOAYKLMMU, MOXET HEeCTu
MOMHyI0 OTBETCTBEHHOCTb 3a BCEe CTagvu NPOM3BOACTBA CEPUM UMK 3Ta OTBETCTBEHHOCTb MOXET OblTb pas-
JeneHa ¢ gpyrumm ynosiHOMOYEHHbIMU NULamMun, NOATBEPXAAOWMMN OTAENbHbIE CTaaun NpPou3BOACTBA U
KOHTPOns cepun. ITO MOryT ObITb ApYyrMe YNorHOMOYEHHbIE NULA, KOTOpble paboTaloT y OOHOrO M TOro Xe
Jepxartens permcTpaunoHHOro Aocke, NMB0 y pasHbIX Aep)KaTene perncTpaumoHHOro JOChe.

1.4.3 Jlioboe pasgeneHve OTBETCTBEHHOCTW MEXOY YMNONMHOMOYEHHbIMU MMLAMKU B OTHOLUEHWM MOA-
TBEPXXOAEHWNS Cepyn onpenenieHo B JOKYMEHTe, COrfacoBaHHOM BCEMW CTOPOHAMMW. ATOT JOKYMEHT OOSKEH
JeTanbHO onpeaensaTb OTBETCTBEHHOCTb 3a OLEHKY BNNSIHUS NOObIX OTKIIOHEHWIA cepumn OT TpeboBaHun Ha-
ctoswero ctaHgapta (GMP) unm permctpaumoHHOro 4oChe.

1.5 [Ina nekapCTBEHHbIX CPEACTB, MPOM3BEAEHHbIX 3a npegenamu Poccunckon Pepepauunmn, BBO3
nNpoayKuun n cepTudmkauma ABNSTCA 3aBepLUalWLMMU CTaausaMu NPou3BOACTBa, NOCe KOTOpbIX cepust
nepegaeTcs Ha TOProBbIv cknag.

1.5.1 MNMopsgok cepTudpmkaumm npusegeH B pasgene 1 4aHHOrO NPUIOXEHWS U PacnpoCTPaHsaeTCs Ha
BCE NEeKapCTBEHHble CpeacTBa, NpedHasHaveHHble Ana peanusauum B Poccunckon ®epepauumn wnu gnsi
3KCMOpTa, HE3ABMCMMO OT CIOXHOCTU Lenu CHabXeHNst 1 pacnosioXXeHnsa Npon3BoACTB.

1.5.2 B cootBeTCcTBUM C M. 1.4. 4AHHOIO NPUMNOXEHUS YNONHOMOYEHHOE N1LO, BbINOMHSOWee cepTu-
dmKkaumo cepmum roToBOro JieKapCTBEHHOIO CPEACTBA, MOXET Y4ECTb NOATBEPXKAEHNE OT OPYIUX YNONHOMO-
YEHHbIX NUL, pasgenss onpeaeneHHylo OTBETCTBEHHOCTb B OTHOLLEHMM MPOM3BOACTBA UM MMMOPTa, OCY-
LLIECTBNSEMOro Ha Apyrux nnowlagkax B Poccuiickon ®egepauum unu gpyrumy gepxartensamu permcrpaum-
OHHOrO J0Cbe.

1.5.3 YnonHomMo4eHHOEe N0 OOMKHO YYUTbIBATh YCITOBUS XpPaHEHWUs1 N TPaHCMOPTMPOBAHNUS CEpUM U
06pasLoB, ecrnv OHU OTNPaBNATCA pa3fernbHO, 40 BbiAayun cepTudmkaTa Ha cepuio.

1.5.4 YnonHomoyeHHOe nuuo, cepTuduumpylollee roTOBYIO NPOAYKUMIO, HECEeT OTBETCTBEHHOCTb 3a
TO, YTO Kaxkaas cepusi FOTOBOrO fIEKAapCTBEHHOIO CpeaCcTBa NPoM3BEAEHA B COOTBETCTBUM C TpeboBaHUSIMU
HacTodawero ctaHgapta (GMP) n perncrpaumoHHoOro gocbe. 3a UCKNIYeHMeM cnydaes, korga mexay Poc-
curickon Pefepaumnen n 3KCNOPTUPYHOLLEN CTPAHOW 3aKMKYEHO cornalleHne O B3aMMHOM MPU3HAHUW WH-
CMEKUUA UM aHanorM4Hoe cornalwleHme, ynorHOMOYEHHOE N1LOo OTBEYaEeT 3a NpoBeaeHNe B NOMIHOM 00be-
M€ KOJTIMYECTBEHHOIO N Ka4eCTBEHHOMO aHanms3a, kak MUHUMYM, 4515 BCEX aKTUBHbIX CybCTaHUMn 1 BCeX Apy-
MMX UCMbITAHUIA UM NPOBEPOK, HEOOXOAMMBIX ANA MOATBEPXKAEHUS KAyecTBa NEKapCTBEHHbIX CPEACTB B
COOTBETCTBMU C PErMCTPALMOHHBIM JOCHE.

1.5.5 OT6op 0b6pasLoB MMMNOPTUPYEMON MPOAYKUUN OOSPKEH ObiTb MOMHOCTbIO MpeacTaBUTENbHBIM
ansi cepumn. OBpasubl MoryT oTobpaHbl Npy BBO3e Npoaykumm B Poccuickyto ®Pefepaunto nnm otobpaHsl Ha
NPOU3BOACTBEHHOW NIOWaake B APYro CTpaHe B COOTBETCTBMM TEXHWYECKMM OBOCHOBAHWEM, KOTOpOE
BXOAMWT B CUCTEMY KadecTBa KomnaHun. OTBETCTBEHHOCTb 3a 0TOOp 0Opa3uLoB AomkHa ObITb onpeaeneHa B
NMMCbMEHHOM COrfnalleHun mexay ctopoHamu. [Mopsgok TpaHcnopTupoBaHus ob6pasuoB, OTOOpaHHbIX 3a
npegenamu Poccunckon degepaumm, JOMKEH COOTBETCTBOBATL TPEOOBAHUA K TPAHCNOPTUPOBAHUIO CEPUM,
KOTOPYH OHM NpeacTaBnsoT.

1.5.6 Ecnn ot6op 06pasuoB BbLINOMHAETCS Ha MPOM3BOACTBEHHOW Nnowagke B OPYron cTpaHe, To
TexHuyeckoe 0BOCHOBaHME [OIPKHO BKMoYaTb B cebsa hopManbHYH OLEHKY pucka 4SSl YCTaHOBIIEHUSA U
npenoTBpaLLeHnss puckoB. OTa OLEeHKa AorkHa OblT odopMieHa AOKYMeHTarnbHa U BKMYaTb, Kak MUHU-
MYM, CrefyloLlee:

(i) AyanT npon3BOACTBEHHON AEATENbLHOCTU, BKMOYass oTOop obpa3uoB B ApPYron CTpaHe, U oueHka
nocrneayLwmnx aTanos TPaHCNOPTUPOBaHKSA cepumn M 00pasLoB ANst NOATBEPXKAEHNS TOrO, YTO 0OpasLbl siB-
NAKTCHA NpeacTaBUTENbHLIMU 1151 BBO3MMOW CEpUM.

(i) deTanbHbIN Hay4YHbIN aHanu3, BKMOYas aHanu3 BCNoMoraTenbHbIX AaHHbIX A NOAroTOBKU 3a-
KMOYEeHUs 0 TOM, YTO 06pasupbl 0OTOOpaHHbIE B APYron CTpaHe, ABMSTCS NpPeacTaBUTENbHBIMU ONS BBO3U-
MOW cepun. ATOT aHanNu3 JOJDKEH BKMOYaTh, KAk MUHUMYM:

- Onucanue npouecca otbéopa 06pa3uoB B APYrov CTpaHe;

- On1caHve ycrnoBuin TpaHCNopTUPOBaHNS 06pasLIOB 1 BBE3EHHOW cepun ¢ 0OOCHOBaAHUEM FOObIX
OTKIMOHEHWI;

- CpaBHuTENbHLIV aHanu3 06pasLoB, OTOOpaHHbIX B ApYron cTpaHe u 06pasLoB, OTOOpPaHHbIX MO-
crne BBO33;

- OnuTenbHOCTb MHTEpBana BpemeHu Mexay oTbopom oOpasuoB M BBO3OM CEPUM U MOArOTOBKA
OaHHbIX Ang 060CHOBaHUA Npeaernos.

(i) NMpoBepeHve paHOOMU3NPOBAHHOIO MNEPUOANYECKOrOo aHanuda obpasuoB, oTobpaHHbLIX Mnocne
BBO3a, Ans o6bocHoBaHMA [oBepust K obpasLiam, oTobpaHHbIM B ApYron CTpaHe.
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(iv) PaccmoTpeHune ntobbix HEOObIYHbIX Pe3ynbTaToB UM 0BHAPYKEHHbIX OTKIIOHEHUI OT cneumduka-
uun. 3TO cnegyeT y4yecTb Npu oueHke JoBepust kK obpasuam, oToOpaHHbIM Ha MPOU3BOACTBEHHOM NIIOLaaKe
B APYron cTpaHe 1 o pesynbtatax cnegyeT yBe4OMNATb HAA30PHbIM OpraH B BBEOEHUN KOTOPOro HaxoauTcs
nnowagka, rge nposogutcsa ceptudmkaums. Takoe cobbiTue cnegyet paccMaTpmBaTh Kak MOTEHUManbHbIN
AedekT ona kayecTsa n paccriefoBaTb cornacHo rnase 8 yactu | HacTosilwero ctaHgapTa.

1.5.7 PasnnyHble cepun BBO3UMOWM FOTOBOW NMpoOAyKUMKU MOryT ObiTb NPOU3BEAEHbI N3 OOHOW cepumn
HepacdacoBaHHON Npoaykuun (Bank-npoaykumm). YNOnHOMOYEHHbIE NuLa, BbINOMHAKLLME CepTMduKaLmio
pasHbIX Cepui rOTOBOW NPOAYKLUU MOrYT OCHOBbIBaTb CBOM PELLUEHUS Ha KOHTPOIO KayecTBa NepBov BBe-
3E€HHOWN Cepun roTOBOM MPOAYKLUMM NPU YCIIOBUN AOKYMEHTanbHOro 060CHOBaHNS MCMNOMNb30BaHWEM aHanm-
3a puckos. Npu aTom cnenyeT yyecTb TpeboBaHusa n. 1.5.6 B oTHOWweHUN JoBepusa K obpasuam, oTobpaH-
HbiIM B Apyrux ctpaHax. O6ocHOBaHMe NOATBEPXKAEHMS LENOCTHOCTM U MAEHTUYHOCTUM CepuUM BBE3EHHOM
roTOBOWN NPOAYKLUN AOMKHO BbITb OPOPMNEHO AOKYMEHTANbLHO U BKMAOYATb Kak MUHUMYM, cnefyloLlee:

(i) TpeboBaHUs K XpaHeHUIO HepacgacoBaHHON NpoayKuun (0ank-Nnpoaykumnmn) 4o pacgacoBbiBaHUS;

(i) YcnoBus xpaHeHUs M TPaHCMOPTUPOBaHUSA CEpuM FOTOBOW MPOAYKLUU COOTBETCTBYHOT YyCTaHOB-
NEHHbLIM cepusaM;

(iii) 'py3 HaxoOWUTCst C COXPaHHOM COCTOSIHMMW U OTCYTCTBYHOT NPU3HAKM €ro MOBPEXAEHNsS MpU XpaHe-
HUW NN TPaHCNOPTUPOBaHMUU;

(iv) OBbo3HayeHVe NpoayKLUM BbIMOSIHEHO NPaBUILHO;

(v) UcnbiTaHHble obpa3upbl ABNSIOTCA NpeacTaBuTenbHbIMU A58 BCEX CEepui roTOBON NpoayKumn, no-
NyYeHHON N3 OQHOW Cepumn HepacgacoBaHHON NPOSYKLUNN.

1.6 YNONMHOMOYEHHOE NNLIO AOMKHO NMMYHO YOOCTOBEPUTLCS B BbIMOMHEHUU CMEAyLWNX YCNOBUN A0
Bblgaun cepTucpmkaTa Ha cepuio Ang BbiMycka B peanv3auuio unu gnsa akcnopTa:

(i) CepTucpmkaums BbINOMHEHA B COOTBETCTBUN C PEMMCTPaLMOHHBIM 40CHE;

(ii) BeinonHeHbl apyrne TpeboBaHNsl B COOTBETCTBMM C 3aKOHOAATENLCTBOM,;

(i) CepTndmkat 3aperMcTpMpoBaH B COOTBETCTBYHOLLEM PENMCTPE MMM APYroM SKBMBArIEHTOM OOKY-
MeHTe.

1.7 B pononHeHne K 3TOMYy YNOSIHOMOYEHHOE NLIO OTBEYaeT 3a BbiNoNHeHne TpeboBaHui n.n. 1.7.1-
1.7.21. 311 dyHKUUM MOTYT ObITb NepeaaHbl Nuuam, NonyYnMBLIMM HEOOXOAMMYHO NOArOTOBKY UM TPETbeW
CTOpPOHE. YMONTHOMOYEHHOE NNLIO AOMKHO JOBEATH CBOK paboThl HA hapmaLeBTUYECKON CUCTEME KayecTBa
N JOJDKHO NPOBEPSATh, YTO 3TO AoBepue 060CHOBAHO.

1.7.1 Bca pesstenbHOCTb NO MPOM3BOACTBY M KOHTPOIO NEKAPCTBEHHbIX CPeACTB AOMMKHA COOTBETCT-
BOBaTb HacToswemy ctaHgapty (GMP).

1.7.2 Bcsa uenb NOCTaBOK aKTMBHOW CyGCTaHLUMM M NeKapCTBEHHOIO CpeacTBa BMNOTh A0 cepTudmka-
LUuKn gormkHa 6biTe odopMneHa AOKyMeHTanbHasa 1 ObiTb 4OCTYMHA YNOMHOMOYEHHOMY nuuy. K aToMy OTHO-
CSITCS1 NpOa UCXOAHBIX U YNAKOBOYHbIX MaTepuarnoB AMs NIeKapCTBEHHOrO cpeacTBa v nobble apyrne marte-
puanbl, OTHECEHHbIE K KPUTUYECKUM MO pe3ynbTaTtaM aHanusa pUckoB B NPOU3BOACTBEHHOM npouecce. [o-
KYMEHT npeanoyTuTensHo oopMUT B BUAE CXeMbl, HA KOTOPOW MOKa3aHbl BCE y4acTBYKOLLME CTOPOHbI,
BKIHOYAsA cybnoapsiAuMKOB ANs BbIMOJSIHEHMS KPUTUYECKUX CTaguin, HanpuMmep, cTepunusauum matepuarnos u
obopyaoBaHust 4s acenTUYECKOro Npov3BOACTBA.

1.7.3 lNpoBeTeHne BCeX ayauToB NMNOLLAA0K, y4acTBYIOLLMX B NPOU3BOACTBE U KOHTpOne rnekapcTBeH-
HbIX CPEACTB M NPOU3BOACTBE aKTUBHbLIX CyOCTaHUMIA 1 BCce OTYETHI 06 ayauTax OOCTYMHbI YNOMHOMOYEHHO-
My vy, NpOBOASLLEMY CEPTUdDUNKALMIO.

1.7.4 Bce nnowagkM no npou3BOACTBY, NPOBEOEHWI0 aHanu3oB U cepTudurkaumMm CoOTBETCTBYIOT
TpeboBaHMAM PErMcTpaLMoOHHOIO A0ChHE.

1.7.5 Bcsa gearenbHOCTb NO NPOM3BOACTBY M KOHTPOSO COOTBETCTBYET TPeOOBaHUSAM perncTpaumoH-
HOro ocbe.

1.7.6 NcTo4uHKK 1 cneumndmrkauumn Ha UCXoOHble U YNakoBOYHbIE MaTepuarbl, UCNOMb30BaHHbIE B NPO-
N3BOACTBE Cepun, COOTBETCTBYIOT perncTpaunmoHHoMy aocke. [ocTaBLUMK UMeeT CUCTEMY KavecTBa, KOTO-
pas npegycmaTpuBaeT NOCTaBKY TOMbKO MaTtepmnanos Tpebyemoro kavecTsa.

1.7.7 JNlekapCTBEHHbIE CpeacTBa M aKTMBHbIE CYOCTaHUUM AN HUX NPOM3BEAEHbI B COOTBETCTBUU C
HacToswmM cTtaHgapTom (GMP), u roe TpebyeTcs, Ux peanusauust BeINOMHAETCA B COOTBETCTBUM C MpaBu-
namu obpalleHns B cuctemMe onToBbIX NocTaBok (GDP) ona akTUBHbIX CyGCTaHLWNA.

1.7.8 BBO3 aKkTUBHbLIX CyOCTaHUMIA, UCMONb3YyEMbIX AN NPOU3BOACTBA FIEKAPCTBEHHbIX CPeACcTB ANs
YyenoBeka, COOTBETCTBYET AENCTBYHOLWMM TpeboBaHUSM.

1.7.9 BcnomoraTenbHble BellecTBa ANSA feKapCTBEHHbIX CPeACTB, HAa KOTOpble pacrnpoCTpaHaeTcs
HACTOALLMI CTaHOapPT, TakKe NPOU3BeAeHbl B COOTBETCTBUN C HAM.

1.7.10 'me TpebyeTcs, cTaTyc No TPAHCMUCCUBHOM rybyaton sHuedanonatum BCex Mmatepuaros, 1c-
Nnonb3yemMbix B NPOU3BOACTBE CEPUM COOTBETCTBYET PErMCTPALMOHHOMY A0CHE.

1.7.11 Bcs AOKYMeHTaLuMs HaxXOAMUTCS B NOMHOM COCTaBe M yTBepXAeHa nuuamu, UMerLnMn Ha To
npaso. Bce Buabl BHYTpMNPON3BOLACTBEHHOIO KOHTPONS Y NMPOBEPKMN BbINOJTHEHBI.

1.7.12 Bce npouecchl Npon3BoACTBa M KOHTPONSA OCTalTCA B aTTECTOBAaHHOM cOCTOosiHMM. MepcoHan
npolen obyyeHne n nmeet Tpebyemyto kBanudukalmio.

1.7.13 [aHHble KOHTPOMs KayecTBa roTOBOW MPOAYKLMM COOTBETCTBYHOT crneumdukalmm Ha rotToByto
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NPOAYKLMIO COrMacHoO permcTpaunoHHOMY OOCbE UMK, rAe 3TO pa3peLleHo, NporpaMmme Bbiycka B pearibHOM
BPEMEHW.

1.7.14 Bce 065a3aHHOCTV nepen Hag30pHbIMU OpraHamu MOocne peanusauun, OTHOCSALWMECS K MPous-
BOZACTBY UMW KOHTPOSIO, BbIMOSHEHbI. [locnenyrowmii aHanma ctabunbHOCTU NoaTBEPXKAAET cepTUdUKaLuio.

1.7.15 lNpoBeaeHa oueHka BNusiHUS ntobbix hakTOpoB Ha NPON3BOACTBO MM KOHTPOSb U BbIMOSTHEHBI
OOMOSTHUTENbHbIE MPOBEPKM U UCTBITAHMS.

1.7.16 Bce nccnenoBaHus, OTHOCALLMECS K cepTUdMLMPYyeMOr cepun (BKNOYas paccnenoBaHvs npu-
YMH BbIXOAa 3a npegensl cneundumkaumm n HeobblYHbIX TEHOEHLNI), 3aBepLUEHbI C pe3ynbTatamu, JocTa-
TOYHBIMW ANg cepTudmKaLnm.

1.7.17 IioBble nocnenyolime peknamauum, paccrnegoBaHus Unu oT3biBbl HE BNUSIOT Ha YCIOBUS cep-
TndrKaumm gaHHOW Cepun.

1.7.18 CyuwiecTByeT HeobXxoaNMMOe TEXHNYECKOE CornalleHune.

1.7.19 [encteyeT n nogaepxmBaeTcsa nporpaMmma CaMoUHCMEKLMIA.

1.7.20 [JencTtByeT NopsiAok cObiTa 1 OTrPy3Ku.

1.7.21 Mpn nocTaBKe fekapCTBEHHbIX CPEACTB ANs YernoBeka Ha pblHOK Poccuiickon ®egepauum Ha
ynakoBKax NpedycMOTpeHbl 3Haku (cpedcTtBa) 6e3onacHOCTM B COOTBETCTBMU C TpeboBaHusMM, ecnu 3To
Heobxoaumo.

1.8 [Ansi HEKOTOPbIX BUOOB MPOAYKUMM MOTYT MPUMEHATLCA cheuunarnbHble PYKOBOACTBA, Hanpumep,
npunoxeHue 2 K HacTosweMmy ctaHgapty «lpou3BoacTtBo BUONOrM4eckn akTUBHbIX CyOCTaHUMIA 1 nekapcT-
BEHHbIX CPeAcCTB Ans Yenoseka» v npunoxeHue 3 «lMpoussoacteo pagnodapmaueBTUYECKMX NpenapaTosy.

1.9 B cnyyae napannensHOro nmnopTa 1 napannensHOn NocTaBkm fobbie onepawuumn No nepeynakos-
Ke yXXe BbIMyLEHHOW Cepumn OOMKHbI ObITb COrnacoBaHbl C HAA30PHBIM OPraHoM.

1.9.1 o cepTudmkaumm nepeynakoBaHHOW Cepumn ynoriIHOMOYEHHOe NULO AOIPKHO MOATBEPAUTb CO-
OTBETCTBME OENCTBYHOLMM TpebOBaHUSM K MapaniensHoMy UMNOPTY U napannensHon nocrase.

1.9.2 YNonHOMOYEHHOE NULO AepXaTensa perucTpaumMoHHOro 4ocke, OTBETCTBEHHOE 3a cepTuduka-
LU0 cepum nepeynakoBaHHOW roTOBOW MPOAYKLUMMW, AOMMKHO YAOCTOBEPUTDL, YTO NEpeynakoBKa BbINOJIHEHA C
TpeboBaHMAMM, OTHOCALLMMUCS K NEPEYNakoBaHHOWM NpoAyKuMmM u HacTosiwemy ctaHgapty (GMP).

1.10 Pernctpauusi cepTudmkaLmm yrnorHOMOYEHHbBIM FNULIOM.

1.10.1 CepTudmkaumsa nekapcTBEHHOro CpeAcTBa PermcTpmpyeTcs ynorTHOMOYEHHbIM JINLIOM B peru-
CTPE MMM 3KBMBAIIEHTHOM LOOKYMEHTEe, npegHasHa4yeHHOM Anfst 3ToW uenu. 3anvcb O peructpaumm AormkHa
CBMOETENbCTBOBATb, YTO KaXaas cepusi COOTBETCTBYET AeNCTBYHOWMM TpeboBaHuaM. 3anmcb AormkHa 6bITb
caenaHa nocrne BbINOfIHEHMS OMnepaLmn U COXPaHATbCA B TEYEHME YCTaHOBIIEHHOrO nepuona BpeEMEHU, HO
He MeHee naATu neT.

1.10.2 KOHTPOnbHbIN OTYET JOSMKEH ObITh BbIMOMHEH B COOTBETCTBMU C AENCTBYHOLLMMU TPEOOBAHUSIMMU.

2 Ucnonb3oBaHMe OLEHOK cooTBeTCcTBUA TpeboBaHMAM GMP, BbINOMHEHHbIX TPeTbu-
MU CTOPOHaMU, Hanpumep, ayauToB

B HekoTOpbIX crnydasix YMOMHOMOYEHHOE NMLO MOXeT AO0BepsiTb MpaBUibHO (YHKLUOHMPYIOLLEN
hapmaLeBTM4ECKON CUCTEM KayecTBa MPOU3BOACTB, BbiMyCKalOLWMX NPOAYKUMIO, N OCHOBbLIBaTLCH Ha ayau-
Tax, NPOBEeAEHHbIX TPETbUMU CTOPOHAMMU.

2.1 Oosepwue oueHkaM, BbINOMHEHHbIMWU TPETbMMU CTOPOHaMMW, AOIMKHO OCHOBbLIBATLCH Ha rnase 7
yacTtu | HacTodawero ctaHgapTta (GMP) gns Toro, 4toObl ONpeaennTb, cornacoBaTh U KOHTPONMPOBaTh pa-
BOTy MO KOHTPaKTY.

2.2 Ocoboe BHUMaHWe cneayeT yaenuTb CorfacoBaHMio OTYETOB O NPOBEAEHUN ayaUTOB:

(i) OTyeT 0 nNpoBegeHWM ayamMTa OOIDKEH OTpaxaTb COOTBETCTBME TpeboBaHMAM HacCTOSILLEro cTaH-
napta (GMP), Hanpumep, B OTHOLIEHUU (hapmaLleBTUYECKOW CUCTEMbl KavyecTBa, BCeW OOKYMeHTauun no
NMPOWM3BOACTBY WM KOHTPOMIO NPOAYKUMM, Hanpumep, NPOM3BOACTBY aKTUBHbIX dapMaLeBTUYECKNX cybcTaH-
LM, KOHTPOIIO KayecTBa, NEPBUYHON ynakoBke W T. 4. Bce oxBayeHHble ayanTOM CTOPOHbI paboTbl AOMKHbI
ObITb YETKO U3MNOXEHbI 1 0POPMIIEHBI B BUAE OT4ETa O NPOBeAEeHMN ayauTa.

(i) CnepyeT ycTaHOBMTb, COOTBETCTBYET NN NPOM3BOACTBO M KOHTPOSb KayecTBa akTMBHOMW CybCcTaH-
LUuM 1 nekapcTBeHHOro cpeactaa TpebosaHmam GMP, nnw, B cnyyae NnpovM3BOACTBa B TpeTben CTpaHe, SB-
nAlTCHa Ny gencTeyowmne B Helt npasuna GMP akBMBaneHTHbIMW HACTOSALLEMY CTaHAAPTY.

(iii) B cnyyae paboTbl N0 KOHTPaKTy crnegyeT NPOBEPUTL €€ COOTBETCTBUE PEMMCTPALIMOHHOMY AOChe.

(iv) YnonHoOMO4YeHHOe Nnuo AOIMKHO y6eauTbCcs B TOM, YTO BbIMOSTHEHA OLEHKa M CornacoBaHue otye-
Ta 0 NpoBeAeHUn ayauTa TpeTber CTOPOHON. YNOMHOMOYEHHOE NULO AOIMKHO UMETb JOCTYN KO BCEM MaTe-
pvanam, OTHOCALMMCS K ayauTy 1 nocneaytollert paboTe no KOHTPaKTYy.

(v) Pabota no kOHTpakTy, OKa3sbiBalLlas KpUTMYECKOe BMMSAHME Ha KayecTBO NPOOYKUMW, OOIDKHA
ObITb OpraHvM3oBaHa B COOTBETCTBMM C MpuHUMMaAMWM aHanusa puckoB (4acTb Il HacToswero ctaHgapTa).
YNONHOMOYEHHOE NULI0 AOIMKHO O3HAKOMUTBLCA C pesynbTaTamu ayauTa, OTHOCALWMMUCS K KPUTUYECKOMY
BMMSHMIO HA KAa4eCTBO NPOAYKLMMK, OO CepTUdMKaLMM COOTBETCTBYIOLLNX CEPUMN.

(vi) CnepyeT npoBOAUTbL NOBTOPHbIE ayauTbl COMMTACHO MPUHLMNAM aHanm3a pucKoB.
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3 ﬂeﬁCTBMﬂ B Clly4yae HenpeaBUAEHHbIX OTKITOHEeHUM

lMpn COOTBETCTBUM aKTUBHbLIX CyOCTaHLMI, BCMOMOraTenbHbIX MaTepmnanos, YNakoBOYHbIX MaTepua-
NOB W NeKapCTBEHHbIX CPeACTB YTBEPXKAEHHbIM creuundmrkaumam, ynonHOMOYEHHOe MU0 MOXET noaTeep-
ONTb cepTnduKaLmio 1 nnn cepTnduLmnpoBaTb CEPUD, ECITU NPOU3OLLNN HEOXNOAHHbIE OTKITOHEHWS B NPO-
N3BOACTBEHHOM MPOLECCe UMM aHanNUTUYECKUX MeTOAax KOHTPONs OT TpeboBaHUN perncTpaumoHHOro Ao-
cbe unu TpeboBaHu HacToswero ctaHgapTa (GMP). OTknoHeHus QOMmKHbI BbIThb TWaTenbHO paccrnefoBa-
Hbl U NEPBONPUYMHA YyCTpaHeHa. ATO MOXeT NoTpeboBaTb BHECEHNS U3MEHEHUI B PErMCTPaLMOHHOE A0Che
ANs NPoJoIKatoLerocs Nnpon3soacTea NPOAYKLMU.

3.1 CnefyeT oueHUTb BNUAHME OTKIIOHEHWIA B COOTBETCTBMU C NPUHLUMNAMM aHanmnsa puckos (YacTb I
HacTosiLero ctaHaapTa). AHanm3 puckoB AOIDKEH BKNoYaTh criegyloLlee:

(i) OueHKy BO3MOXHOIO BWNSHWUST OTKITOHEHUS HA KayecTBO, 6€30MacHOCTb U 3PEKTUBHOCTb AaHHOM
CEepUn 1 3aKrYeHne 0 TOM, YTO BIIMSIHUE OTKITOHEHMWS HE3HAYUTENBHO.

(i) PaccmoTpeHne HeoBX0AMMOCTM BKITHOYEHUSA AaHHOW CEpUU B NpOrpamMmMy NocregyroLero KOHTpons
CTabuneHoOCTW.

(iii) B cnyvyae 6MonorMyecknx nekapcTBeHHbIX CPeAcTB y4eT TOro, YTo fitoboe OTKNOHEHNE OT yTBep-
XOEHHOro npoLecca MOXeT Oka3aTb HenpeaBuMaeHHOe BNusiHME Ha 6e30nacHOCTb U 3PEKTUBHOCT.

[MpuHMMas BO BHMMaHMe, YTO OTBETCTBEHHOCTb MOXET BbITb pasgeneHa Mexay OBYMS UMW HECKOIb-
KMMMW YMOSTHOMOYEHHbLIMU NULamu, y4acTBYyOLWMMM B NPOM3BOACTBE M KOHTPOME KayecTBa cepuu, ynorHo-
MOYEHHOE Lo, CepTUdUUMPYIOLLEE CEPUD NEKapCTBEHHOINO CPeAcTBa, AOMKHO 3HATb W NPUHMMaTb BO
BHUMaHWE niobble OTKNOHEHUs, KOTOPble MOryT BNMSATbL Ha COOTBETCTBME HacTosiwemy ctaHgapty (GMP)
n/vnn perncTpaumoHHOMY OOCLE.

4 Bbinyck cepuun

4.1 Bbinyck cepumn nekapcTBEHHOrO CpeAcTBa B peanunsauuto JonyCcKaeTCcs TOMbKO Mocfie ee cepTu-
durKaumm ynosIHOMOYEHHbIM fIMLIOM COrflacHO pacCMOTPEHHOMY nopsaaky. [o 3aBepllieHus cepTudmkaumm
cepuvst JOIMKHA HAXOA4UTbCSA Ha MPOM3BOACTBEHHOM Nnowagke unu OblTb OTrpyxeHa ¢ cobniogeHnem ycno-
BUIA KapaHTMHA Ha OpYryo Nnowanky, Kotopas yTeepXxaeHa ans aTon uenu Hag3opHbIM OpraHoM.

4.2 [lormkHbl ObiTb NPeayCMOTPEHbI CPeACTBa 3alUMTbl OT OTNPaBKN HECEPTUMDULMPOBAHHBLIX CEPUA HA
cknag cbbita. OHM MoryT ObITb (PM3NMYECKMMU, HAMPUMED, pa3feneHne 30H UM HaHeCeHUe 3TUKETOK, UMK
3NEKTPOHHBIMU, HaNpMMep, C UCNOMb30BAHNEM aTTECTOBAHHbLIX KOMMbIOTEPHBLIX cucTem. M nepemeLyeHnn
HecepTUMULNPOBAHHBIX CEPUA C OOHOW YTBEPXAEHHOW NMoLWwaakM Ha ApYryo OOMKHbI COXPaHATBCA cpen-
CTBa 3alUMTbl OT NpexaeBpeMEHHOro BbIMycka.

4.3 OTanbl, HeobxoouMble Anst U3BELLEHNS MITOLLAAKKN, Ha KOTOPYIO NepemelLaeTcs npegHasHavyeHHas
ONsl peanusauum nNpoaykums, o cepTuduKauum ynorHOMOYEHHbIM NULIOM, OOMXKHbl ObiTb OnpeaeneHbl B
TEXHUYECKOM cornalwieHnn. Takoe U3BeLLeHNe YNONHOMOYEHHbBIM JIMLOM AOMKHO ObiTb hopManbHbIM 1 Of-
HO3HaYHbIM 1 ObITb BbLIMNOMTHEHO cornacHo rnaee 4 YyacTtu | HacTosiwero ctaHgapta (GMP).

5 TepMMHbI n onpepeneHus

cepus HepacdacoBaHHoM rotoBor npoaykumum (bulk production batch): Cepusa npogykumm ¢ pas-
MEepOM, YCTaHOBMEHHbIM NPV pPermcTpaumm nekapCTBEHHOTO CPeAcTBa, rotoBasi K pacoBke B OKOHYaTeNb-
HYIO YMaKOBKY, MO0 HaxogsawWwascs B UHAUBMAYaANbHbIX YNaKoBKax M rotoBas Ans KOMMSEKTOBAHUST OKOHYa-
TenbHbIX ynakoBok. Cepusa HepacdacoBaHHOW NMPOAYKLUUM MOXET codepxaTb, Hanpumep, XUOKMA Hepac-
chacoBaHHbIV NPOAYKT, TBEpAbIE POPMbI (TAONETKN UMK Kancynbl) UNKX HAaNONHEHHbIE amMyIbl.

OoLeHKa COOTBeTCTBUA cepumn rotoBom npoaykuum (certification of the finished product batch): Jo-
KymMeHTanbHoe odOpMIIEHME COOTBETCTBUS CEPUM FOTOBOW MPOAYKUWM YCTaHOBMEHHbIM TpeboBaHuAM [0
BbIMyCcKa Cepun B peanuaauutio.

noaTBepxaeHue (confirmation): MNMognncaHHoe CBMAETENLCTBO TOrO, YTO MPOLLECC UIU UCMbITAHUS
BbIMOJSIHEHBI B COOTBETCTBMM C NpaBunamm GMP 1 TpeboBaHuAMM, YCTAHOBMEHHLIMW NPU FOCYAapCTBEHHOM
permcTpaumm, n cornacoBaHHOE B MMCbMEHHON (hOpMe C YNOMHOMOYEHHbBIM MMLOM, OTBEYAIOLLMM 33 OLEHKY
COOTBETCTBMS CEPMM FOTOBOM NPOAYKLUN A0 €€ BbiMycKa.

cepus rotoBoun npoaykuuu (finished product batch): B kOHTeKCTe HACTOALLEro NPUNOXEHUS 03Haya-
eT Cepuvio MPOAYKLUMN B OKOHYaTENbHOW YNakoBKe, FOTOBYIO K BbIMYCKY B peanu3auuio.

mmnopTep (importer): ObnagaTtens Npasa (gepXaTenb IMLEH3MN) HAa UMMNOPT NEKapCTBEHHOTO cpef-
cTBa.

cornawieHue o B3aMmMHOM npu3sHaHum (Mutual Recognition Agreement — MRA): CornaweHue o B3a-
WMHOM MpPU3HaHUN UHCMEKLMIA CO CTPAHOM, B KOTOPOM NPOM3BOAATCS (M3 KOTOPOW NOCTaBMAOTCS) BBO3MMbIE
neKapcTBEHHbIE CPeacTBa.

ynonHomMmou4eHHoe nuuo (Qualified Person): Cm. nyHkT 50 pasgena «O0wme TpeboBaHua n onpege-
neHns».
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MpunoxeHue |

CopepxaHue noaTeepxaeHUs o6 aTane NPoM3BoACTBa fleKapCTBEHHOro cpeacTBa

[FonoBka 6naHka nucbMa opraHnsauum-nponssoguTens|

1. HaMmeHoBaHve NpoayKuMn 1 onucaHwe ctagum npoussoacTea (Hanpumep, napauetamon 500 wr,
TabneTkun, NnepBuYHas ynakoeka — 6nucrep)

2. Homep cepun

3. HaumeHoBaHve 1 agpec nnowaakv, rae BbiNOMHAETCS aTan Npon3BoACTBa

4. Ccblifika Ha TEXHMYECKOe cornalleHne no KayecTBy (B COOTBETCTBMU C [MaBou 7 yacTu | HacTosLe-
ro ctaHgapra)

5. 3asBneHne o0 noaTBEPXKAEHUN COOTBETCTBUS.

HacTtoswum 9 nogTeepxaato, YTO CTaamMM NPOM3BOACTBA, YKa3aHHbIe B TEXHUYECKOM cornalleHny no
KayecTBy, BbINOMHEHbI B nofiHom cootBeTcTBUmM ¢ TOCT P 52249 (GMP) 1 cornaweHnem o nogresepXxaeHunn
COOTBETCTBMA TpeboBaHWUSIM PErUCTPALMOHHOINO [0Cbe, 4YTO obecnevyeHo [3aKka3yMKkoM MO KOHTpaK-
Ty/npomssoanTenem, CepTUPOULMPYIOLLMM 1 BbINMYCKAKOLMM CEPUIO]

6. Pamunus, UMs 1 OTHECTBO YMNONTHOMOYEHHOrO N1La, NOATBEPXKAAOLLEro NPOU3BOACTBO HA JaHHOM
arane

7. Mognnce yNnonHOMOYEHHOTO N1ua, MOATBEPXKAAIOLLErO MPON3BOACTBO HA AaHHOM 3Tane

8. lata nognucanus
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MpunoxeHue lI

CopepxaHue cepTudUKaTa Ha CepuUIO NleKapCTBEHHOro CpeacTBa

[FonoBka 6naHka nucbMa opraHnsauum-nponssoguTens|

1. HaumeHoBaHue, akTUBHOCTB/3(EKTNBHOCTb, A03MpOBaHHas dopma 1M pasMep ynakoBku (MOeH-
TWUYHO TEKCTY Ha yMaKoOBKe roTOBOW NPOAYKLMN)

2. Homep cepumn rotoBOM NpoAayKLumMm

3. CTpaHa/cTpaHbl Ha3Ha4YeHus cepum

4. 3asiBneHune o ceptudmkauum

HacToswum s nogTBepxaato, YTO CTaamMm NPou3BOACTBA AaHHOW Cepun rOTOBOW MPOAYKUWUU BbINOSI-
HeHbl B nonHoM cooteeTcTBum ¢ FOCT P 52249 (GMP) n TpeboBaHmMaMM perucTpaumoHHOro gocke (NnueH-
311 Ha NPOM3BOACTBO) CTPaHbI/CTPaH Ha3Ha4YeHus

5. damunus, nma 1 oT4ECTBO YMNOMHOMOYEHHOTO fuLa, BblaaloLero ceptudukatr Ha cepuo nekapcT-
BEHHOrO CcpeacTBa

6. MNMoannce yNnonHOMOYEHHOrO nnua, BbiAaloLWwero cepTndukaT Ha Cepuio NieKapCTBEHHOTO cpeacTea

7. JaTta nognucanus



