rocypapcTBeHHbIIi peecTp
NEeKapCTBEHHbIX CPEACTB

I'PJIC BMKII ESK POIT Cepsuc

PervcrpanyoHHOe y/0CTOBepeHHe

Howmep JICP-000391/09 Jara perucrpauuu 26.01.2009

Jara nepeodopmnenns 28.01.2020

HaumeHoBaHue fiepskaresis
WM BlIafienblia
PEerucTpaLFioOHHOr0
V/0CTOBepeHUsT
JIeKapCTBEeHHOTO Tperapara
ToproBoe HaMMeHOBaHHe
JleKapCTBEHHOI'0 perapara
MexxyHapogHoe
HeIlaTeHTOBaHHOe
WK TPYINITUPOBOYHOE
WM XUMHUYeCKoe
HanMeHOBaHHe

Haumenosanune OO0 " xopaac Ixkcnoum"

2

Poccus
CrpaHa

3

Ledomnepa3on u Cynasdakram [xoaac

Ledonepa3zon+[Cynbbakram]

4

JlekapcrBeHHasi hopma

5)

@DopMBI BBIITyCKa
IOPOLLIOK /|15l IPUTOTOBJIEHHS] PacTBOpa Jist

BHYTPUBEHHOI'O U BHYTPUMBIILIEYHOT'O BBE€JEeHUS

Ir+lr

CTausa npousBojCcTBa

[Tpou3sBozutens (Bce cragny, BKIOUast
BBIITY CKAFOLII KOHTPOJIb KauecTBa)
[Tpou3sBozutens (Bce cragny, BKIoyast
BBIITy CKAFOLII KOHTPOJIb KauecTBa)

CBe/leHUsI 0 CTausAX Ixopac

TIPOM3BOACTBA

6

WHCTpyKLMs 1o
[IPUMeHEeHHI0
JIeKapCTBEHHOTO Iperapara

7

Ne n/m
1
2

Homep H/]
JICP-000391/09-270619
3m. Nel x JICP-000391/09-270619

HopmarusHas
JIOKyMeHTaLst

8

9 (DapMaKO—TepaneBTquCKaﬂ

rpynmna aHTUOMOTHK-1]e(aIoCIOpUH+0eTa-1akTaMa3 UHTHOUTOD
10 Amnatomo-TeparieBTHyecKast Kom ATX
XMMUUECK:
ecKast J0O1DD62

K/IaccupUKaLys

[Jlo3upoBKa

Mpoussogutens

IIBT.JITH,
00O "Py3dapma"

CnipaBka Boiitn

Jara
peleHust

28.01.2020

Paspemién BBo/| B rpa)kKAaHCKHUI

obopor a0 Beccpounbli

CPpoK rofHOCTH YcnoBusi XpaHeHUs!

YnakoBku

3 roga IIpu Temnieparype He Bbiie 30 rpaj,.

2 1 - (akoHbI - TAUKK KapToHHEIe - [To perienty

2 T - (aKkoHbI - TTAUKK KapTOHHBIE /B KOMIUIEKTe C PaCTBOPUTeJIeM: Bofia Ais
vHbeKnyi (ammysbl) 10 mi-1 wr./ - ITo perenTy

2 T - (pr1akOHBI - TAUKK KapTOHHBIE /B KOMIUIEKTe C PACTBOPUTEJIEM: BOZia AJIst
HHBeKUWH (amnysbl) 5 M-2 wrt./ - ITo perienty

2 1 - ¢akonsl (10 1T.) - KOPOOKK KAPTOHHBIE - /IS CTALIMOHAPOB

2 1 - nakonsl (10 1T.) - KOPOOKH KAPTOHHBIE /B KOMILIEKTE C PACTBOPHUTETIEM:
BOJia Jy1s1 UHbeKLMM (ammysbl) 10 mui-10 1T,/ - 4715 CTaLMOHApOB

2 1 - ¢naxons! (10 1mT.) - KOPOOKU KapTOHHBIE /B KOMITIEKTE C PACTBOPHUTETIEM:
BOZA Ji/1s1 UHBbeKIMH (amITysibl) 5 My1-20 IIT./ - /IS CTaliOHapOoB

2 1 - ¢akonsl (100 1uT.) - KOPOOKK KAPTOHHBIE - [IJIs CTAlIOHAPOB

2 1 - ¢nakonsl (100 mT.) - KOPOOKK KapTOHHLIE /B KOMITIEKTE C
pacTBopUTesieM: Boja /st MHbeKLui (amitysisl) 10 mi-100 1wt/ - Ans
CTalioHapoB

2 1 - nakonsl (100 1T.) - KOPOOKH KAPTOHHBIE /B KOMILTIEKTE C
pacTBopuTesieM: Boja Jyisl UHbeKLMH (ammysibl) 5 Ma-200 1t/ - fst
CTalliOHapoB

e 2 r - ¢akonsi (1000 wmit.) - kKOpobKU KapToHHBIE - In-Bulk

2 1 - akonsl (10000 wmit.) - kKOpobkM KapToHHBIE - In-Bulk

2 1 - ¢nakonsl (200 mT.) - KOpOOKK KapToHHBIE - In-Bulk

2 1 - pnakonsI (2000 1uT.) - KOpoOKU KapToHHBIE - In-Bulk

2 1 - prakoHslI (25 IIT.) - KOPOOKK KAPTOHHBIE - /IS CTALMOHAPOB

2 1 - akonsI (25 1IT.) - KOPOOKH KAPTOHHBIE /B KOMILIEKTE C PACTBOPHUTETIEM:
BOJia Jy1s1 UHBbeKLMH (ammysibl) 10 My-25 1T,/ - /17151 CTalMOHApOB

2 1 - (pnakoHsb!I (25 IIT.) - KOPOOKU KapTOHHBIE /B KOMIITIEKTE C PAaCTBOPHUTETIEM:
BOZA J/1s1 UHBbeKLMH (amITysibl) 5 My1-50 IIT./ - /1S CTalioHapOoB

2 1 - ¢akonsl (400 1T.) - KOpoOKHU KapToHHBIEe - In-Bulk

2 1 - ¢nakonsl (4000 wT.) - KOPOOKHU KapToHHBIE - In-Bulk

2 1 - naxoHsl (48 1T.) - KOPOOKY KapTOHHBIE - /IS CTALJMOHAPOB

2 1 - ¢akonsI (48 11T.) - KOPOOKU KAPTOHHBIE /B KOMITIEKTE C PAaCTBOPHUTEIEM:
BOZIA /17151 MHbeKMH (amrtysibl) 10 Mii-48 mit./ - [i71s1 CTalMoHapoB

2 1 - pnaxoHs! (48 1T.) - KOPOOKYU KapTOHHBIE /B KOMITIEKTE C PACTBOPHUTETIEM:
BOJla /711 UHbeKIMH (aMIysibl) 5 M1-96 IIT./ - [JIs CTaljI0HapOoB

2 1 - ¢makonsl (5000 1uT.) - KOpobKHU KapToHHbIE - In-Bulk

2 1 - pnakonsl (80 1T.) - KOpOOKHU KapToHHBIE - In-Bulk

Appec npoussoguTens CrtpaHa

Okcrioum  Plot No. 55, Phase 3, Biotech Park, Karakapatla, Mulugu (M),

Medak — 502279, Telangana, India
143132, MockoBckasi 061acTh, Py3ckuii paiioH, r.i. Ty4koBo, yi1.
Komcomoneckas, a. 12, ctp. 1

WNupust

Poccust

IMoka3arb UHCTPYKLUK

HanmeHoBaHue
Lledonepason u Cynbbaxram [kopac
Ledonepason u Cynbbakram Ixkomac

Top Ne uzm
2019

2020 1

®dapmako-TepaneBTUYeckas rpynna

ATX

LleconepasoH, B KOMOMHALMY C APYTUMU IIperapaTamu
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11 dapmatieBTHuecKast
cybcraHLys

12 Ocobble OTMeTKH

MexayHapoaHoe
HenaTeHTOBaHHOe MU

Bxoaut B

dapmakonn. nepevyeHb HapK.

TPYyNNUPOBOYHOE H/IH Topr. Hanum. IIponssopurenn Appec Cpox yenosust crarbsa / Homep = cpepcTs, ncux.
TOAHOCTH XpaHeHusa >
XMMHYeCcKoe HJ BellecTB M UX
HauMeHOBaHHe NPeKypCcopoB
Yanbaoshan
Tedorepason Cywioy Hanpaiic Community, B cyxom Mecre,
Lledorepazon+ p YKoy p Shuangtashan town, pu JICP-006067/08-
Harpusi+Cynbbaktam | dapMachIOTHKAT S 3roga ~
[CynbbakTam] AT Ko Shuangluan District, Temrieparype 0- 310708
P TR Chengde Hebei 10 rpag.
Provinnce, China
Hanuuue nekapctBeHHOro npenapara B nepeune YKHBJIIT Ja

Hanuuue B 1eKapCTBEHHOM IIperapare HapKOTHUeCKUX CPeJCTB, IICUXOTPOIHBIX BelleCTB U UX IPeKypCOPOB, MO//IeXXalljuX KOHTPOJIIO B
Poccutickoit ®efepaljiv B COOTBETCTBHHU C 3aKOHOZAATeNsCTBOM Poccuiickoit Pefeparyi, Mexx[yHapoJHBIMU JoroBopamu Poccuiickoit

®epeparyy, B ToM unciie EqiHON KOHBeHIMeH 0 HapkoTUdeCcKux cpefictBax 1961 roza n KoHBeHLel 0 ICUXOTPOIHBIX BemjecTBax 1971
roga



