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EBPASUNCKWIA SKOHOMWYECKWI COIO3
MUWUHWUCTEPCTBO 3JPABOOXPAHEHUS PECNYBIVUKU BEJIAPYCb

COOTBETCTBWSA MPOU3BOACTBA JIEKAPCTBEHHbIX CP
TPEBOBAHAM NMPABUJT HAONEXXALLEWN MPON3BOACTBEHH
EBPA3UIACKOIo SKOHOMMYECKOIO COIo

Ne GMP/EAEU/BY/00498-2026
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Cpok aetictus ¢ 15 mas 2026 r. no 14 mas 202

Beigan no uroram nposeneHus ¢apmaleBTHUECKOW HHCMEKLH
nposeacHUs ¢apMaleBTUUECKUX WHCNEKLUH, YTBEPXKJASHHbIMH
SKOHOMUUECKOH koMuUccHU oT 3 Hos0ps 2016 r. Ne 83,
MuHucTepeTBo 3apaBooxpadeHus Pecnybauku benapych

(HOHHOC A COKpallcHHOC HAUMECHOBAHKWS YOl
NoATBepKAaeT cieayollee:
nposedeHa papMaLieBTUYECKas WHCIIEKLUS

Hetero Labs Limite
(HOHHOC HAaUMECHOBAHUC

Sy. Ne410-411, TSIIC Formulation SEZ, Polepalle

Telangana §
(anpec npomsBo

Ha OCHOBAHHM: g
npukasza MuUHHCTEPCTBA 3APABOOXPAHEHHS 6n@§?n Benapych ot 3 anpens 2026 r. Ne 374 «O6
OpraHu3alMi UHCNIEKTHPOBAHUSY. ,§’

Ha ocHoBaHuM CBeneHUH, MOJYUYEHHBIX A&pO@GHHH MHCNIEKTUPOBAHMUsl, MOCJIEHEE U3 KOTOPbIX
Obu10 npoeeneHo ¢ 11 mas 2026 r. n ast 6 r., yCTAHOBJICHO, UTO JlaHHOE (papMalleBTHUYECKOE |
NPOU3BOJCTBO COOTBETCTBYET Tpebo m:Hlpasun Haanexkaleit npousBoOACTBEHHOH MPAKTHKHY |
EBpazuiickoro akoHoOMH4ecKoro ¢ 3 anenTHbIX [lpuHuunam u PykoBonctBy EBponetickoro
coo3a Nno Haasexalllel npouss qunpamuke JIEKapPCTBEHHBIX CPEACTB /15l MEAHLMHCKOTO M
BETEPUHAPHOTO TMPUMEHEHHs puﬁunnam Cucrembl coTpyaHH4ecTBa  (apMalleBTHYECKHX
uHcnekuui (PIC/S). Q)QQ
Hacroswmii ceptudukar . aeT(OvéTaTyc MPOU3BOACTBEHHOM IIOLIAAKM HA MOMEHT MPOBEAEHUS
¢dapmaneBTHUECKOI HHCHEKL A#10 UcTeveHnu Gosee 3 JIET OT AAThI MOCIEAHErO AHS NOCIEAHEr0
MHCTIEKTUPOBAHHs He r& CUH@PaTbCs JOKYMEHTOM, CBUAETENbCTBYIOLUUM O CTaTYCE COOTBETCTBHS.
Cpok jieHcTBUSL cepTH Ka@ MOXeT OBbITh COKpalleH MPH MCIO0Jb30BAHUU COOTBETCTBYIOLIMX |-
NPUHLMIIOB  ympa pYEKaMM TpU HaJHMUYMM COOTBETCTBYIOLIEH 3anuck 00 3TOM B moje -
«OrpaHuueHus oa@menbﬂble 3aMEeTKH, Kacaiolyecs o0nacTH NPUMEHEHWS HacTOSALIEero
cepTudukaray Q‘Z’ v

Ceptudm 51 cwbﬁ(feﬁCTBuTeanmM B Cliyuae MpeJCTaBeHHUsI BCEX €ro JIMCTOB (KaK OCHOBHBIX
JIUCTOB, 10110, eJIbHBIX JIMCTOB).

AyTeHT CTb Q@mﬂnﬂﬁocn) HacTosero ceptudukata MOMHO TNPOBepUTb B 0asze JaHHbIX
MuHucTepcTBa \Q%apasooxpaneﬁm Pecnybnuku  benapych, pacrionokeHHOH no  aapecy:

/ ennava-politika/armatseviicheskiv-inspekiorat-

hims:/md nzdradeoy byviru/dlva-spetsialistov/
TEIE ‘ﬁ_;‘»i“}’{iﬁ&%?f{ sokhraneniva/index.ohp crp cepruduraros GMP EADC).
Ecin ce%ﬁ(bnkm He fIpeAcTaBjieH yKasaHHOM | Gase [aHHBIX, cllelyeT o0paTuTbes B
MOJHOMAMEHHBIH OpraH, €ro BbIAABLUIMH, ‘
yNONHOMEH pra, Rapiu?
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HaumeHoBaHue
1. MPOU3BOJCTBEHHLIE OINEPALIMH — JIEKAPCTBEHHA A ITPOAYKLIMA
(BBIMYCK CepUM)

CrepunbHas npoayKuus
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1.2.1. HecTepunbHas npomykuus (TEXHONOTHYECKHE Onepaiiyi

7IEKapCTBEHHbIX OpM)

1.1.1.2. Kuaxue nekapcrseHHbie popmMbl MasIoro oovema
1.2.1.13. Tabnerku

1.1.2. loasepraemas GUHUIIHO

1IeKapcTBEHHbIX (HOpM)

1.1.2.2. Kunkue nexapcrBeHHble GOpMbl Masioro odobnema
1.1.3. Beinyckarouui KOHTPOJIb KauecTBa

nekapcTBEHHBIX (HOpM)
1.1.1.3. Jluodunuzarsl
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1.2 |HecTtepunbHas npoaykuus
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[ JlekapcTBeHHbIe Mpenaparbl /Ul KIMHUYECKUX UCCel0BaHUH (MCTIbITaHUH)

v .HeKapCTBeHHb[e cpeacrTsa ajig MEANMUMHCKOro NpUMEHEHUA
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1.6.1. MukpoG1onoruueckue uer
ua2us?2

1.4.1.3. Tlpouas npoayxiius
1.5.1. TlepBuuHasg ynakoBka

1.5.1.13. Tabnerku
1.6.2. MukpoOHonoruueckue
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1.4.1. IlpouszBoacteo
1.6.3. Xumuueckue (husnue
1.6.4. buonoruueckue ucn
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1.4 |[Tpouas nexapcTBeHHas POLYKLMS WU MTPOU3BOJACT

1.5 [YnakoBka
1.6 |[Kontponsb kauecTBa
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