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Ne GMP/EAEU/BY/00439-2025 \Q@
Cpok geiictus ¢ 22 mas 2025 r. no 21 mas 202%,r. §

Briman no wuroraM mpoBefeHHs (apMaleBTHUYECKOH MHCIEKLMH B_COOTB /’%@’BI/II/I ¢ IlpaBunamu
nposefeHUs GhapMalEeBTHUECKUX WHCNEKLMH, yTBepxkaeHHbIMU Pgériefinem /Cosera Espasuiickoit
3KOHOMHUecKOH komuccHu ot 3 Hos6ps 2016 r. Ne §3. p : \SO
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MI/IHMCTepCTBO 3apaBooxpaHenus Pecnybauku Benapychb |
(HOHHOC W COKpalleHHOC HAUMECHOBAHUS yl'[OJ'lHOMO‘«]CHHOFO @Sr'aua)
NOATBEPXKIAET ClelyoLIee: P N §
npoBeneHa hapMalieBTHYECKas UHCTIEKLMS &
Hetero Labs Limited (Unit I11) / Xerepo Jlabe HVL@HTCH (FOnur 1)

(HOJ'IHOC HauMCEHOBAHUE ﬂpOM3BOﬂHTC
22-110, 1.D.A, Jeedimetla (Village), Quthbullapur (Mandal), Medchal — Malkajgiri (Dist.)-500055,
Telangana, India (22-110, I.D.A. / Jxuaumerna (Bnnn\anx%ﬁ(ymGymanyp (Manpan), Meauan-

Mankaxrupu (Juctpuxt)y 500055, Tenanrana, Uuaus
(ampec ﬂpOI/BBO,lICTBCHHOH {L@oma,axn)

Ha OCHOBaHMH: :

npHKa3a MuUHKCTEpCTBA 3ApaBOOXpaHEHUS Pecny6nmgﬁ Benapycb ot 13 mapra 2025 r. Ne 265 «O6
OpraHM3aly UHCTIEKTHPOBAHHSY. Xz?

Ha ocHoBaHWM cBeieHU, MONYUYEHHBIX HPH np03e§em/m WHCTIEKTUPOBAHHS, MOCIEAHEe U3 KOTOPBIX
Ob110 mpoBeaeHo ¢ 19 mMag 2025 r. no 22 mas 2@* I., YCTaHOBJIEHO, 4YTO JaHHOe (hapMalleBTHUECKOe
NPOU3BOJICTBO COOTBETCTBYET Tpe60BaHHHM ?ﬂ‘paann HajJiexalled NMpoM3BOACTBEHHONH MNMpPaKTHKU
EBpasuiickoro skoHOMHUeCKoro coko3a, skBuBaneHTHbIx [IpuHuunam u PykoBonctBy EBponeiickoro
COKO3a MO HajIexKallell NPOU3BOACTBEHHOMTIPAKTHKE JIEKAPCTBEHHBIX CPEACTB il MEAUUMHCKOTO 1
BETEPUHAPHOTO TNpPHUMEHEHUs W, npu{{éﬁnaM CucremMbl  COTpyaHHYECTBAa (PapMaleBTHUECKUX
uHcnekuuii (PIC/S).

Hacroswmii ceprudukar ofpakaer gTaTyc NPOU3BOACTBEHHON IJIOIIAJAKK HA MOMEHT NpOBEAEHHs
(apmaueBTHYECKOH MHCNIEKLWK U170 McTeueHnH Gonee 3 NIeT OT AaThl MOC/EAHErO S MOCIENHETO
WHCIIEKTUPOBAHUS HE MOXKET cq@%'rbc;l JOKYMEHTOM, CBUAETE/LCTBYIOLIMM O CTaTyCe COOTBETCTBHS.
Cpok peiicTeus ceptudrkataOMoxkeT ObITh COKpallleH MpPH WCMOJb30BaHHH COOTBETCTBYIOIMX
NPUHLMNOB YTpaBjeHWs p@KaMM Npyd HAIMYMKM COOTBETCTBYIOLUEH 3anvch 00 3TOM B rMone
«OrpaHuueHus WK noxcqi;fmenbﬂble 3aMeTKM, Kacarolidecs OO0JaCTH NPUMEHEHUs] HACTOSILLEro
cepTU(uKaray. %Q

Ceprudukamgpisercs @HCTBHTGJ‘IBHHM B Cjly4ae NpeACTaBlIeHHsS BCEX €ro JIMCTOB (KaK OCHOBHBIX
JIUCTOB, TAK U ;Lonom@remmblx JIUCTOB).

AYTeHTUUHOETb ( ?lm/muocn) HacToslero ceprudukata MOXXHO MNpPOBEpPUTb B 0a3e NaHHBIX
MuHuctepcrea 3, %pasooxpaneﬂm Pecniy6nauku  Benapych, pacnonoxkeHHoW mo  azpecy:
https: '/111:11141:L1an7\' by/ru/dlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
ministerstva-zdravookhraneniya/index.php’ (PeeCTp cepTu(])uKaTOB GMP EADC).

Ecau cepu@t%mcaT He TpeJCTaBleH B yKa3aHHOW “6a36 JIAHHBIX, clenyeT oOpaTuTbes B
YTIOJIHOMOUEHHBIH OpraH, ero BblﬂaBLUl/ll(l, o
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Ne GMP/EAEU/BY/00439-2025

[ JlekapcTBeHHbIe CPENCTBA M1 MEAULIMHCKOTO IPUMEHEHHS
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[ JlexapcTBeHHbIe Npenaparbl AJ1s KIWHUYECKUX MCCIeI0BaHuUI (MCIIbITAaHHI)

HaumeHoBaHMe
1. [TPOU3BOJICTBEHHBIE OIEPAILIMH — IEKAPCTBEHHA S TTPOJIYKIIMA

“
m\f@h

1.2.1. HectrepunbHas npoaykuus (TEXHOJIOFMUYECKHE ONepaLuHy 1S MOy YeHHUs eReayoLLl

NIeKapCTBEHHbIX (HOPM)

1.2.1.3. J)KeBatenbHble NekapCTBEHHbIE (HOPMBI

1.2.1.1. Kancynsl B TBepao# 06os0uke

lfﬁlMe}@%I/Iﬂ

Lo 11
K@cxaﬂ 4UCTOTA

oror

MUKPOOH

1.2.1.6. XKunkue nexapcrBeHHble (HOPMBbI 1711 BHYTPEHHErO MPUMEHEHHS
i1 o6osouke

1.2.1.13. Tabaetku
1.2.2. Boimyckaroliuii KOHTpoJIb kauecTBa (cepTHUKaLHs CepHn)

1.5.1. IlepBuuHas ynakoBka

1.5.1.3. )KeBarenbHele jiekapcTBEHHbIE OPMBI

1.5.1.6. XKupkue nexapcreeHHble GOpPMbI 17 BHYTPEHHE
1.6.2. MukpoOGHONIOrMUYECKHE UCTIBITAHUS

1.5.1.1. Kancynsl B TBepa0
1.5.2. BropuuHas ynakoBka

1.5.1.13. Tabnerky

1.2 [HectrepunbHas nponyKkuus

1.6 |KoHTponb KauecTBa

1.5 |YnakoBka

X
HbIE 3aMETKH,

N
HUs cepTuduKara

)
eH0 2 JIeT C yueTOM OLEHKH BHYTPEHHEro

HUTEN
MEHE

OrpaHHYeHHUs UITH N105C
Kacarolyecs o0lacTu npu

»

CpOK aeicTBus HaCcToOALEro CEepTH

pucKa,

aLIK\Q,gT U PpHUCKa

co
tpebosanmnii GMP (no pesynbraTaM HHCHEKEHPOBAHNS).

W JautoLy

¢ukata

NPUCYIUEro MPOU3BOACTBEHHO

,  CBA3AHHOIO C/GG?HFOI{CHI/ICM
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MunucTpa 31paBooxpaHeHUs

PecnyGnuku benapychb
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