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EBPA3SUNCKUA SKOHOMWYECKU COIO3
MWHUCTEPCTBO 3PABOOXPAHEHUA PECIYBJIMKW BEJTAPYCb

EBPA3/IACKOIro 3KOHOMMWYECKOIO COIO3A

Ne GMP/EAEU/BY/00507-2026

‘Cpox ne#icreust ¢ 19 mapra 2026 r. no 18 cenrsa6ps 20 <

Bbinan no wuroram mnpoBeneHus (apMaleBTHUECKOH WHCMEKLHMH B TBeTCT@IQlyA ¢ IlpaBunamu
npoBeeHUs (apMaLEBTHUECKUX WHCMEKUWH, yTBep)KAeHHbIMH Pe
9KOHOMMUECKOH KOMUCCHH OT 3 Hos10ps 2016 r. Ne 83.
MunucTepcTBo 3apaBooxpaHenus Pecny6nuku benapychb

MOATBEPIKAAET ClieyoLIee:
npoeejieHa hapMalieBTHUECKast MHCTIEKLIUS
Indus Pharma PVT.

(No1HOE HAMMEHOBAHUE MPOM3BOAUTENS )

A-181, RIICO Industrial Area, Ghil ar, Rajasthan, India
v ) 5

(anpec npou3BOACTBEH
Ha OCHOBAHHUM:
nprkasa MHUHHCTEpCTBA 3apaBooXpaHeHus Pecny pych ot 4 despans 2026 r. Ne 89 «O6
OpraHM3alMy MHCIIEKTHPOBAHUS. RN
Ha ocHoBaHWM CBeOEeHMIt, MOMYYEHHBIX MPU eHu@QidcheKTnpOBaHm, rocnieiHee U3 KOTOPBIX
6b10 mposeneHo ¢ 16 mapra 2026 . 1 g’@pTa 2026 r., YCTAaHOBJIEHO, 4TO JAHHOE
dapmalileBTHUECKOE  NMPOM3BOJCTBO  C eTcTBYeT  TpeGoBanusM  [lpaBun  Hagnexawei
NPOU3BOACTBEHHOH npakTHku EBpasuiic OHOMHUECKOr0 CO03a, SKBUBaJICHTHbIX [IpuHLMNAM u
PykoBoactBy EBponeiickoro coro3a n Aillell PON3BOACTBEHHON MPAKTHKE JIEKAPCTBEHHBIX
CPeICTB JJIt MEJULIMHCKOTO U BETep 0 fipuMeHeHHs U npuHuMnamMm CHCTEMbl COTPYIHHYECTBA
tdapmanesTnyeckux nHcnekuuit (PIC/S): @A
Hacrosmwmii ceptudurar orpaxkaeT CTATYESTIPOM3BOJICTBEHHON MJIOIA/KM HA MOMEHT NPOBEACHHS
(bapMalleBTHUECKOH MHCMEKLH 0 HQ\&"ICHHH Gosiee 3 JieT OT AaThl MOCAEIHErO AHS MOCEHEro
MHCNEKTUPOBAHUS HE MOXKET bc&oilOKyMeHTOM, CBUIETEJILCTBYIOLLMM O CTATYCE COOTBETCTBHS.
Cpok pneiictBus ceptudu ObITb COKpalleH MpPH HCMOJb30BAHUH COOTBETCTBYIOLIMX
NPUHLMIIOB ynpaBneHan Msk\ Npy HaJM4YMM COOTBETCTBYIOLIEH 3amucu 00 3TOM B Mose
«OrpaHvyeHuss WM 10 e@ble 3aMETKH, Kacatolldecs O00JIaCTH NPUMEHEHHUsS HACTOALIETO
cepTudHKaTay. 'O}(U
Cepruduxkar spnse CTBHTEJIbHBIM B ClyHae MpeCTABIEHHS BCEX €ro JINCTOB (KAK OCHOBHBIX
JIMCTOB, TaK W /10 eNbHbIX JINCTOB).
OCTh) HACTOSIIEro cepTudHKaTa MOXKHO TPOBEPUTb B 0aze JaHHBIX

3apapooxpaHeHus  PecryOnuku  benapych, pacnonokeHHOW 1o ajpecy:
https://minzdrayv. v.@/ ru/dlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
ministerstya-zdravookhraneniya/index.php (Peectp ceprudukaror GMP EADC).
Ecnn  ceprudu 2@3) HE TIPEeACTaBIEH B yfés‘ahlﬁiﬁi?<‘~\6a3e JIaHHBbIX, clleqyeT oOpaTHTbCi B
yHOIlHOMO‘{eHIg{lM Opra, €ro BbIAABIIMH. |
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Ne GMP/EAEU/BY/00507-2026

v .‘[e}\'apCTBeHHble cpeacTea Ajid MEAUUHHCKOTrO MPHUMEHEHMA

. lexapcTBeHHbIe Mpenaparhl [T KITMHUYECKUX HCCea0BaHUi (MCTIbITAaHUiT)

Koa Haumenosauue

1. [TPOU3BOJCTBEHHBIE OTTEPALIMN — JIEKAPCTBEHHA A ITPOITYKILIM A

CrepunbHasi MPOAY KLU

4

1.1.1 IlpousBoaumas B acenTHueckuX ycioBusx (onepauuu oOpaboTky 1is ciie
l1IeKapcTBEHHBIX hopMm):

1.1.1.2. XKunxue nexapcrseHHble HOpMbl Masoro oobeMa

1.1.3. BoinyckatoLii KOHTPOJIb KauecTBa (BbIMYCK CEPUH)
YnakoBka

1.5.2. BropuuHas ynakoBka

KoHrtpone xauecrsa

1.6.1. MukpoOronoruueckue UCIbITaH|s: CTEPUIbHOCTD

1.6.2. Mukpobuonoruyeckue UCMbITAHUS: MUKPOOHOIOTHUECKa

1.6.3. XuMunueckue ((hu3uueckue) UCTbITaHHUS

1.6.4. buonoruyeckue UCIIBITAHUS

OrpaHmeHm HJIM NOSACHUTCJIbHBIC 3aMC
Kacaromuecs obnactu NpUMEHEHNA UK,
CpPOK JIeUCTBUS HACTOSALLETO CepTl/I(bI/lKaTa COKpalleH 10 1, ﬂg C T OLCHKHW BHYTPEHHET'O pUCKa,
O

NPHCYLIETO MPOU3BOACTBEHHOM MIOLIAAKE, U PUCKA, CBS3 c gﬁ%moaeﬂnem TpeboBaHuii GMP
(10 pe3ynbTaTaM UHCIIEKTHPOBAHMS ). &
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Heuaii C.B.,

3aMeCTHTeb

MuHucTpa 3npaBooxpaHeHust — [ 1aBHbIH

rOCY1apCTBEHHbIA CAaHUTApHbIH Bpay

Pecny6auku benapych

(P.H.0.. pomxHoCTS)

17 vrona 2026 r.

(1aTa NOJANUCAHUS, [UL.MEC.ITIT)
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