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EBPA3UIACKUA SKOHOMWYECKIIA COIO3 \,
MWHWUCTEPCTBO 30PABOOXPAHEHS PECIYBJINKN BENIAPYCh

COOTBETCTBUS NPOU3BOLACTBA JIEKAPCTBEHHbIX CP
TPEBOBAHUSAM MPABWJT HAONEXALLE MPOV3BOACTBEHH
EBPA3IACKOIo 3KOHOMWYECKOIO COKO

Ne GMP/EAEU/BY/00485-2026

" Cpok aeiictus ¢ 26 mapra 2026 r. no 25 mapra 2

Beigan no wurtoram mnposeneHust (hapMaLeBTHYECKOH HHCMEKLHH
npoeefieHus (apMalleBTHUECKHX WUHCMEKLUHMH, YTBEPHKAEHHBIMU
KOHOMHUECKOH KoMUccHu OT 3 HOs1Ops 2016 1. Ne 83

MuHucTepcTBO 3apaBooxpaHeHus Pecnybauku benapychb 2

(o
- (MOJIHOE M COKPAILlEHHOE HAMMEHOBAHHS YI10J eHHQ@OpraHa)

MOATBEPIKIAET ClIEYIOLIEE: %
npose/ieHa hapmalleBTHIECKas HHCTEKLMS 0\‘27
Amgen Europe B.V./ Am Bpora b.B.

(nosHOe HAaUMEHOBAHU ouu@"ﬂﬂ)
Minervum 7061, 4817 ZK Breda, The Netherlands psgc?/l 7061, 4817 ZK Bpena, Hunepaauas!
NAGWIALKH)
Ha OCHOBAHMWM: &

npukaza MuHucTepcTBa 3apaBooxpaHeHns Pe enapych oT 4 deppais 2026 r. Ne 89 «O06 .,.

N3
OpraHM3aLMKi MHCIIEKTHPOBAHUS Y. Q)&‘
Ha ocHoBaHuM CBENEHMH, NOMYUEHHBIX TPH BEAEHUM MHCMEKTUPOBAHUS, NOCIEHEE W3 KOTOPBIX

Obu10 npoeeneHo ¢ 25 mapra 202 nogg mapta 2026 Tr., YCTaHOBJIEHO, 4YTO JaHHOE

(dapMaueBTHYECKOE  TIPOM3BOICTBO orsefcTByer  TpeOoBaHusM  [lpaBun  Hapiexainent |
MPOU3BOICTBEHHOH NMpakTHku EBpas 0 9KOHOMHM4ECKOro COt03a, IKBUBANICHTHBIX [puHumnam u |
- R .

Pykosoactay EBporneiickoro coro Kalleld NPOW3BOIACTBEHHON MPAKTHKE JIEKAPCTBEHHbIX
CPEeNCTB 111 MEULMHCKOTO U B p%&o npuMeHeHus U npuHUMnam CUcTeEMbl COTPYAHHYECTBA
dapmauestruecknx nuenexumit (PIC/S) :

Hacrosumit ceprudukar orpaxa c@v;%yc MPOM3BOJACTBEHHOM TNJIOLAJKH HA MOMEHT NPOBENEHHS |
dapmatieBTHUECKOH HHCT U Mo ucTeueHuu Oosiee 3 JIET OT AaThl MOCAEAHErO AHSA TOCELHETO
aT

MHCTMEKTUPOBAHUS HE M HT%‘I(%CH JOKYMEHTOM, CBUETE/ILCTBYIOLLHMM O CTATyCE COOTBETCTBHS.
Cpok neHcTBHs cepT Lafoer ObITb COKpAllleH MpPH HCMONb30BAHWM COOTBETCTBYIOIINX -
MPUHLMIIOB YTpPaB PUCKAMH TpH HAJMUMM COOTBETCTBYIOLIEH 3amuck 06 dToM B mone -
«OrpaHuyeHus Wil CH@eanble 3aMETKHM, Kacarouimecs 06JacTH NPUMEHEHMs HACTOSLUEro —
cepruduxaray. '@\QT . -
Ceprudukar CTBUTEJIbHBIM B CJlyuae MpeACTABIEHHUs BCEX €ro JIMCTOB (KAK OCHOBHBIX
JIMCTOB, TaK U HUT@IbHBIX JIUCTOB).
Th n@mnﬂocn) HACTOSALIEr0 CepTUdUKATA MOXKHO TPOBEPUTb B 0ase IaHHBIX |-
aBooxpavenuss Pecny6nuku  Benapych, pacnonoxeHHOH no  ajapecy: |
tps:/minzdeay wirn/diva-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
nrinisterstva-zdgavookhraneniva/index.php (Peeetp.ceprnduraros GMP EADC).
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JlekapcTBeHHblE CPENCTBA 1Sl MEAMLIMHCKOTO NPUMEHEHHUS
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1. IPOU3BOJICTBEHHBIE OTEPALIMH — JIEKAPCTBEHHAS ITPOTYKLIMA
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1.1.3. BoinycKarolmii KOHTPOJIb KauecTBa (BbIMYCK CEPUH)

1.2.2. Boinyckatouiuii KOHTpoJib kauecTsa (CepTUdHKaLUS CEpUH)
1.3.2.5. buorexHosoru4yeckas npoayKums

1.5.2. BropuuHas ynakoska

CrepuibHas NpoayKLus
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1.3 [(buosnoruyeckas jekapcTBeHHas NpoayKuus

1.5 |YnakoBka
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