EBPA3VINCKUA SKOHOMUYECKWIA COIO3
MWHWCTEPCTBO 3[PABOOXPAHEHWS PECNYBNINKW BEJIAPYCb

COOTBETCTBUS MPOU3BOLCTBA JIEKAPCTBEHHbBIX CPEACTB
OBAHWSIM MPABWT HALNEXXALLLE NMPOU3BOLCTBEHHOW MPAKTUKMA
ACKOrO 9KOHOMWYECKOIO COIO3A

EBPA3WNI
Ne GMP/EAEU/BY/00435-2025
" Cpok aeiicteus ¢ 22 utons 2025 r. mo 21 urons 2028 r.

Bhigan no uroram MpoBeAeHUs (GapMaleBTUUECKONW WHCMEKLHMH B COOTBET pa@mn
nposeneHus ¢hapMalleBTHUECKUX HWHCIEKLHUH, yTBep)kKAeHHbIMU Peienu Bera EB @l”cmﬁ
9KOHOMHYECKOH KoMUCcCHH OT 3 HOsI6pa 2016 r. Ne 83. Q:YL
MuHucTepcTBO 3apaBooxpaHeHus Pecnybnuku beaapychb é’
(MOJHOE ¥ COKPAILIEHHOE HAMMEHOBAHHUS YTOTHOMOUYEHHO (é\\

NOATBEPXKIAET CleAYyoLIee: @ \
npoBejeHa hapMaleBTHUECKas HHCNIEKLMS \’\\‘

Biocon Biologics Limit

(NI0JIHOE HAMMEHOBAHHUE NPOU3B

Block No. B1, B2, B3, Q13 onl and W20 & Umt SlS 15t (%4 Special Economic Zone,
' mmasandra Post, Bangalore-

Ha OCHOBaHUHU:
npukasa MHUHUCTEpCTBA 3APaBOOXPAHEHU

OpraHu3aLH UHCNIEKTUPOBAHUA.

Ha ocHoBaHuu cBeaeHMi, nonyueHH HUM WHCTIEKTUPOBAHUS, MOCIIENHEE U3 KOTOPBIX
ObLJ10 MpoBejieHo ¢ 15 urons 2025 ¢ IO I., YCTAHOBJIEHO, YTO JaHHOE (hapMaLIeBTHYECKOE
NPOU3BOACTBO COOTBETCTBYET 00B v&pawn HaJAJexalleil MpOU3BOACTBEHHOW NPaKTUKH
EBpasuiickoro skOHOMHUECKOTO GOr03a, BaJ‘leHTHle IMpunuunam u PykoBoactBy Esponeiickoro
COor03a Mo HajyIexaliel Mpon3BOACTBEHHON NPaKTUKE JEKAPCTBEHHBIX CPEACTB A MEAULIMHCKOrO H
BETEPHHAPHOTO  MPHMS @ u _ApuHuunam CucTtembl coTpyaHH4ecTBa (papMaLieBTHYECKHX
uHcnekuui (PIC/S) (b'

Hacrosmmii cepr ’I‘ CTaTyC MPOW3BOACTBEHHOH IUIOLAAKH HA MOMEHT IMpPOBEIEHHUS
(bapmauesmq;z Hen U 1O UcTeueHuH Oonee 3 fieT OT AaThl MOCJIEIHEro JHS MOCIEAHErO

HHCIIEKTHD HE M CYUTATBLCS JOKYMEHTOM, CBUACTE/IBCTBYOLIMM O CTATYyCE COOTBETCTBHA.

pr H g PpHUCKaMH IIpH HaJINYHH COOTBCTCTBy}OLU,eI/I 3anucd o0 »TOM B Toje

BUA CC HMKaTa MOKET ObITh COKpaleH IpHA HCMOJB30BAHUH COOTBETCTBYIOLIHX
OB
«OrpaH l'IOSlCHI/lTe.]'leble 3aMCTKH, Kacaromueca obnacTu NPUMEHCHHS HACTOALLCIO

cepTHd)leaT :

Ceprudn BHHeTCﬂ NENCTBUTENILHBIM B CJly4yae MpeCTaBIeHHS BCEX €ro JIMCTOB (KaK OCHOBHBIX

JIUCTO ¥ IOTIOJIHUTESBbHBIX JIUCTOB).

Ay lX/llmocn) (MOAJIMHHOCTB) HACTOSIIEro CepTU(UKATa MOXKHO MPOBEPUTH B 0ase JaHHBIX
TepCTBa 3;1pa300xpaHeHuﬂ Pecny6nm<u Benapyc:b paCl'lOJ'lO)KCHHOI/] no anpecy'

yHOHHOMOquHbII/I oprat, €ro BBI}IaBlHI/lI/l

Ctpanuua 1 u3 2

VN «Rumawnas hafnukay Foinaka. 1ak. 14540-2025.
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MHKpPOGHOJIOrH

1.6.3. Xumuueckue (Gu3uueckne) UCTIbITAHHS

1.6.4. Buosiornueckyie UCTILITAHUS
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L. HPOHBBO}ICTBEHHBIE OIEPALIMU — IEKAPCTBEHHAS ITPOJYKLIUA

CTepunbHas NpoayKLUs
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1.6.1. Mukpo6uonoruueckie UCTbITaHUs
1.6.2. MuKpo6HOI0rHuecKre UCTbITaHUS
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.2. Beinyckaromuii KoHTpoJb (cepTrduKalys cepun) (epedeHsb BUAOB PO
1.3.2.5. brorexHonoruueckas npoayKius

.1.2. Kunkue nekapctBenHbie HOpMbI Majioro oobeMa
5 [YnakoBka
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.3.1.5. BuoTtexHonornveckas npoayKLus

N

1.1.3. Beinmyckaroniuii KOHTPOJIb KauecTBa (BBITYCK CEPUN)

3 |buojoruyeckas nekapcTBEHHas MPOAYKIMS
1.3.1. buonoruueckas nekapcTBeHHas MPOAYKLIUS

1
1

1.1.1.3. JInopunuzate
1.5.2. Bropuynas ynakoeka

X

X
SN
X

1

S

Amnppocrok b.H.,
3aMEeCTHTETb

MunucTpa 3npaBooxpaHeHus
Pecny6siuku Benapyceb
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YN «bymaxHas dabpuka» lo3HaKa,



