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EBPA3VINCKWIA SKOHOMWYECKW COKO3
MWHWUCTEPCTBO 3PABOOXPAHEHUSA PECNTYBAUKW BEJIAPYCb

&
]
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COOTBETCTBUS MPON3BOACTBA JIEKAPCTBEHHbIX CRELETB
TPEBOBAHUAM MPABUJT HAOJIEXXALLEEW NMPON3BOACTBEHHOU TP UKW
EBPASUICKOIO SKOHOMMWYECKOIO COIO3A '

Ne GMP/EAEU/BY/00449-2025

N e S
Brinan no urtoram npoBeneHus (apMaleBTHUYECKOM HHCTEKUMKW B. coow@rcmnn ¢ IlpaBunamu
npoBe/ieHUs (apMaLIeBTHUECKUX WHCHEKLIU, yTBepxcneHHmM@VPe,meHy@'A Cosera Eppasmiickoit
9KOHOMHUUECKOH KOMUCCHHU OT 3 HOs10ps 2016 r. Ne 83, ) ' \(‘o\
Lo @
XN

MuHHucTepCcTBO 31paBooxpaHeHus Pecny6nnku benapych Nt N
(NOJTHOE M COKPAILIEHHOE HAUMEHOBAHHUS ynonHOMQ,}/{eHH@ opraHa)

AL

MOATBEPXKIACT ClEAYyOLIEe: CN <
npoBesieHa (hapmMaLeBTHYECKass HHCIEKLIUSA '’ (J O\Q’
OPTIMUS PHARMA PRIVATE LIMITED

o4

(nonHoOE HanMenoaalme\nponaaouéqenn)

PLOT NO. 73/B, 73/B/2 EPIP, PASHAMYLARAM VILEAGE, PATANCHERU MANDAL,
SANGAREDDY DISTRICT, PINCQDE502307=TELANGANA STATE, INDIA
(anpec npomagjmmquﬂoﬁéﬂromanm) .
Ha OCHOBAHHH: N INS
npyvkasa MuHHUCTEpCTBA 3ApaBOOXpaHEHHS Pécny6n%§\n benapych ot 8 aBrycra 2025 r. Ne 912 «O6
OpraHu3alMi UHCNIEKTUPOBAHHSAY. 2 N (v&@
Ha ocHoBaHUM CBeAEHUIA, MONYHEHHbIXATPU NPOBENIeHHH HHCTICKTHPOBAHMS, MTOC/ICIHEE U3 KOTOPBIX
Ob10 npoBeneHO ¢ 6 OKTAGPA 20255 nq\‘09 okTsI6ps 2025 r., YCTAHOBJIGHO, YTO [JAaHHOE
dapmavLeBTHYECKOE npomaoucn/a/qa ‘goc.%&TCTByeT TpeGoBanusM  [lpaBun  Haanexkaluei
MPOM3BOACTBEHHOH NpakTHKK EBPASHHCKOTE-3KOHOMUUYECKOTO COI03a, SKBUBANIEHTHBIX [TpuHLIMIaM 1
PyxoBoactBy Eponeiickoro cgfoéfé?«né l—)g%nemameﬁ NPON3BOACTBEHHON MPaKTUKE JIEKaPCTBEHHBIX
CPEACTB 1 MEIHLIMHCKOrO U ﬁeTeguHa-g\ﬁoro npUMeHeHHs U npuHUMnam CUCTeMbl COTPYAHHYECTBA
dbapmauesriueckux nncnexupii (PIC/S).
HacTosmmii ceprucdukar 6TpaxkaereTaTyc NpOM3BOACTBEHHON IIIOIANAKA HA MOMEHT NpPOBEJEHUS
(apmaneBTHYECKON MHCHEKRUUN W O MCTeueHNH Gosiee 3 JIeT OT AaThl MOCIEAHEro AHS MOCJEIHEro
MHCNEKTHPOBAaHUS HE MOMKET C TbCS JOKYMEHTOM, CBUAETENbCTBYIOLIUM O CTAaTYCEe COOTBETCTBHSL.
Cpok pelcTBus cepmdmxal@ MOXKET ObITb COKpallleH MpH HCMOJb30BAHUH COOTBETCTBYHOLIMX
NPUHLIMIIOB  YNIPABAEHUS PUCKAMU NPU HAJM4YWM COOTBETCTBYIOLIEH 3amucH o6 5TOM B roJe
«OrpaHuueHus MM MOACHUTENbHBIC 3aMETKH, KACAOUIMECs 06JacTH MPUMEHEHHs HACTOSILEero
CePTUHUKATA)) oy o
Ceprudukar ﬂBﬂﬂeTcgz;EeﬁcmmeanMM B Cllydae MpeicTaBlIeHHs] BCEX €ro JIMCTOB (Kak OCHOBHbBIX
JIUCTOB, FaK U ﬂOﬂOJ@ITeanblx JIUCTOB).
AYTeHTHYHOCTD (@MHHHOCTL) HacTosILEro ceptudHkaTa MOXXHO NpPOBEpUTH B 0aze NaHHBIX
MunucrepcTsa Q%npaaooxpaﬂeﬂnx Pecnybnuku  Benapych, pacnonoxxkeHHOH 1o aapecy:
hitps://minzdrassgov.by/ru/dlya-spetsialistov/lekarstyennaya-politika/farmatsevticheskiy-inspektorat-
miﬁisterstva«;;/.?h'avookhra.neni\/a/index,php
Ecan  ceptfiduxar He mnpexacraesien
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Ne GMP/EAEU/BY/00449-2025

M .HeKapCTBeHHbIC CpeﬂCTBa AN MEAHLMHCKOIo NpUMEHEHH

O JlekapcTBEHHbIE TIpENapaThl 1 KIMHHYECKMX UCCIEN0BAHUI (MCITBITAHHIA)

: : HaumenoraHnue s :
1. HPOI/BBOHCTBEHHBIE OINEPALIMU — JIEKAPCTBEHHAA IMMPOAYKIIUA

1.2.1. HecrepusnbHas nponyKuus (TEXHOJIOrMYECKUe ONepaLiu JJis ToJIyueHHs C

nexapcTBeHHBIX POpM):

1.2.1.13. Tabnetku
1.2.2. Boinmyckaromuii KOHTPOJIb kKauecTBa (CepTH(HKALUS CEPUH)
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MHKPOOHOIOrMYECK;

1.6.3. Xumuueckue (GU3MHECKHE) UCTILITAHUA

1.6.2. Mukpo6GHONIOrHYeCKHe HCTbITaHUS
OrpaHH4eHHs WK NIOSICHUTEIbHBIE 3

1.5.1. Ilepuunas ynakoBka

1.5.1.13. Tabaetku
1.5.2. BropuuHas ynakoeka

1.2 |HecrepunbHas npoaykuus

1.5 |YnakoBska

1.6 |KoHTponb kauecTBa
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Kacaroluecs 06J1acTH NPUMEHEHHUS cep

CrapopoiitoB A.T".,
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(®.H1.0., nomxHOCTb)
13 HOs0ps 2025 1.

(nara noanucaHus

MuHucTpa 31paBoOXpaHeHUs

Pecny6snku benapych
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