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. EBPA3UICKWIN SKOHOMWYECKUIA COIO3
MWHWUCTEPCTBO 34,PABOOXPAHEHUS PECNYBJINKN BENTAPYCb

COOTBETCTBWSA NMPOU3BOACTBA JIEKAPCTBEHHbIX CPEQ @
TPEBOBAHUSAM NPABU HALNEXALLE NMPO3BOACTBEHHO

EBPA3MICKOro 3KOHOMMWYECKOIO COIO3A .{\\&7

:  Q
Ne GMP/EAEU/BY/00510-2026 \Q(é\
Cpox neiictsus ¢ 12 nrons 2026 r. no 11 urons 2029 AOS):
Bbigan no uroram MpoBefeHUs (apMaLeBTHUECKOH WHCIEKUUH B C TBeTCT%&’ﬁ ¢ [lpasunamu
npoBefieHus (papMaLeBTUHECKUX WHCIEKLMH, YTBEPKIAEHHBIMH Pem@ Cosera Epasuiickoit
3KOHOMMYECKOM KOMMCCHH OT 3 HosiGps 2016 1. Ne 83. vév
MuHUCTePCTBO 31paBooxpanenus Pecnybanky Benapych ~
(HOJ'[HOC U COKpall€HHOC HAUMEHOBAHHUA yﬂOHHOMO& p[‘@)

NOATBEPIKALET ClIeAYIOILEE: , ' @\Q
npose/ieHa (apMalleBTHIECKas HHCTIEKLUA @ .

Amgen Manufacturing Limited LLC/AMmxen M» yypunr Jlumuren JIJIC

= (n0JIHOE HAUMEHOBAHKE TIPO TCHH%‘
State Road 31, Km 24.6, Juncos, 00777, Puerto Rico, t% of America/Poyn 31, Km 24,6,
Jbkankoc, ITyapro-Puko, 00777, Cogau TaThl AMEPUKH

SH ]

(anpec MPOU3BOACT!
Ha OCHOBaHHM: :
npukasa MuHucTepcTBa 3apaBooxpaHeHus Pecn
OpraHu3alyy UHCTIEKTUPOBAHUAY. \o)@
Ha ocHoBaHWH cBeleHWH, NOJy4YEHHBIX TPH BE GHQ-@I WHCMEKTUPOBAHHUS, TIOCTIEHEE M3 KOTOPBIX

6bL10 nipoBeneHo ¢ § uroHs 2026 r. no 12 % Q\z&, yCTAHOBJIEHO, YTO aHHOE (hapMaLieBTUUECKOE

NPOU3BOJCTBO COOTBETCTBYET TpeboBa p@m HaJJIeKalled MPOW3BOACTBEHHON TNPAKTHKH
EBpasuiickoro s3KOHOMHUECKOTr0 CO3 eHTHBIX [IpuHuunaM u PykoBoacTsy Esponeickoro
COI03a MO HajiexKalleh npomnonwse@np@mxe NIeKapCTBEHHBIX CPEACTB IS MEAMLIMHCKOTO U
BETEPUHAPHOTO TpPUMEHEHUs U ( NMPHUHLHU CucteMpl  COTpyAHHYECTBA (hapMaLEBTHYECKHX
uHcnekuuii (PIC/S). QQ@
Hacrosuumii ceprudukar orp CTa\’@C MPOM3BOACTBEHHON IIOLIAIKM HA MOMEHT TMpPOBEAEHHS
(dhapMaLieBTHYECKOI HMHCIIEK 0 UCTeueHuu Gojiee 3 JIET OT JaThl MOCJEIHEro JHs MOCASHEro
MHCTIEKTHPOBAHHS HEe MOXERCUMTATEES TOKYMEHTOM, CBUACTE/ILCTBYIOLIMM O CTaTyCe COOTBETCTBHUA.
Cpok peficTBua cepTUGMKATa” MOIKET OBbITb COKpAIEH MpPU MCNOJIb30BAHWH COOTBETCTBYIOLIMX
NPUHLMIIOB YTpaBJIeHU KaMy NpH  HaTUYHK COOTBETCTBYIOLIEH 3amucu 00 3TOM B TOje
«OrpaHuueHus WiIn HUTEAbHbIE 3aMETKHM, Kacatoluuecs o0JIacTW NPUMEHEHHMS HACTOSILEro
cepTudmKaray. Q‘,@
Ceprudukar sien ;leﬁé:?suTenLHblM B Cllydae MpeICTaBIeHHs BCEX €ro JIMCTOB (Kak OCHOBHbIX
JIMCTOB, TaK Teégﬂux JIUCTOB).
AyTEeHTUYH (MOAIMHHOCTb) HACTOALIErO CepTHQHMKATA MOXKHO TMPOBEPUTL B fase JaHHbBIX
MUHHCTEPCTBA W, 310 Kooxpameﬂnﬂ PecniyGauki  Benapych, pacnonokeHHoW no  ajpecy:
https:/minzdrav.gowby/ru/dlva-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
ministerstva-zd ra\@ookh raneniva/index.php D’
Ecnu  ceptu @T He TpeACTaBlEeH B yKa3aHHOW | 6a3e [aHHBIX, clelayeT oOpaTUTbCs B
YIONTHOMOYEHbIH OPraH, ero BbIAABIMH. i g i D
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