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PA3UINCKUIA DKOHOMUYECKIIA COIO3
MWHUCTEPCTBO 34PABOOXPAHEHWSA PECITYBJINKI BEJIAPYCb
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E}‘}f il H’/u NPOM3BOACTBEHH®#Y HPAE
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Ne GMP/EAEU/BY/00461-2025

CpOK aevictBus ¢ 13 Hoa6ps 2025 r. mo 12 Hoabps 2028-T.

Boigan no utoram nposeseHds (GapMaLEBTHUECKOM HMHCMEKLMH B COOTB &Bun ¢ [lpaBunamu
npoBeneHUs (papMaLeBTHUECKUX HHCTEKLHH, YTBep)KASHHBIMH PemeHue&q;%oseTa Espa3zuiickoii
3KOHOMMUECKOH komuccuu ot 3 HosOps 2016 1. No 83, ( \0)
MuHucrepeTBo 31paBooxpaneHus Pecnybnuku benapychb P N N
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Mylan Laboratories lelted £

(HOHHOC HaMMCHOBAHUEC MTPOU3BOAHUT!

Plot No. H-12 & H-13, MIDC, Waluj, Chhatrapati Sambhajmﬁar 431136, Maharashtra state, India
(anpec npou3BoA¢TBeHHou HHOWKM)
Ha OCHOBaHMHU: & .
npukasa MuHucTepcTBa 3ipaBOOXpaHeHHUs Pecny6nm<14 B@apyc:b ot 15 cenrabps 2025 r. Ne 1055 «O6
OpraHu3aly HHCIIEKTHPOBAHHUSY. RN
Ha ocHoBaHWM CBeIEHHIA, MONYUEHHBIX NpPU nposene&nu MHCTIEKTUPOBAHUS, MOCIEHEE U3 KOTOPbIX
Obi10 nposeaeHo ¢ 11 Hos6ps 2025 £.%mo llQ(UHOHfSpFI 2025 r., YCTAaHOBJIEHO, 4YTO [aHHOE
(dapMmaLeBTHYECKOE  MPOW3BOACTBO COOTBeTc@ByeT TpeboBanusiMm  [lpaBun  Hapiexaiue
NPOM3BOACTBEHHOM npakTiky EBpasuiickoro 31@omnqecmro COK03a, FKBUBAJICHTHbIX [IpyHLMNIAM U
PykoBoacty EBponeiickoro coto3za/mno Haﬂn@xameu MPOU3BOACTBEHHON NpaKTUKE JIEKAPCTBEHHBIX
CPEeACTB Ui MEIULIMHCKOTO U BeTepuHapHor‘@ npyuMeHeHus U npuHumMnamM CucteMbl COTPYAHHUUECTBA
apmauesruueckux nucnexunii (PIC/S). &
Hacroswwmii ceprudukar orpaxaer CTa@c NPOU3BOJCTBEHHOW TJIOMIAZAKY Ha MOMEHT MpPOBEAEHHS
(dapmaLieBTHUECKOH MHCTIEKUHIW 1O JCTeueHuH Goniee 3 JieT OT JaThl MOCIENAHEro JHsS MOCIEAHEro
WHCNEKTHPOBAHHS HE MOXKET GUUTATECS JOKYMEHTOM, CBUAETENLCTBYIOLIMM O CTaTyCe COOTBETCTBUS.
Cpok nefictBus cepTM(MkaTa MOKET ObITb COKpAIEH MPH MCMOJB30BAHWH COOTBETCTBYIOLIHX
MPUHLMIMOR YNPaBCHAS pPUCKAMH TIPM HAJIMYMM COOTBETCTBYIOIIEH 3amuck 06 3ToM B more
«OrpaHuueHHus WJ1 noleHn@bele 3aMeTKH, Kacaroluecs Oo0JacTH NPUMEHEHUs] HacTOSILLEro
cepTuuKaray. 0}
Ceprudukar spisercs NeiCTBUTENBHBIM B cjlyyae NpelCcTaBieHHs BCEX ero JIMCTOB (KaK OCHOBHBIX
JIMCTOB, TaK U nonoanTﬁgﬂ:Hblx JIUCTOB).
AyTEHTHUYHOCTb (non@ﬁnocn) HacToOslIero cepTHhHKaTa MOXHO MpPOBEPUTH B 0ase AaHHBIX
Munucrepezsa 3npaBooxpaHenus Pecniy6nuku  Benapych, pacnonokeHHOH mo  aapecy:
hitps://minzdray, 0%\ by/ru/dlva-spetsialistov/lekarstvennava-politika/farmatsevticheskiy-inspektorat-
ministerstya- idzds«ml\lnammva/ index.php (Peectp: ceand)uKaTos GMP EADC).
Ecnu cepwa@aT HE TMpeNcTaBjleH B’ yxasaHHou ~6aze paHHbIX, crieayeT o0OpaTUTbCS B
ynonuomoq%@lbm OpraH, ero BbiJaBLUMH, | =
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1.2.2. Boinyckarouiuii KOHTPOJb KauecTsa (cepTHhUKaLUA CEPHH)

JlexapcTBeHHbIE MPeNaparhl /1 KIMHUYECKUX MCCeJOBaHNH (MCTbITaHHH)
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