JEKJIAPAIIASI O COOTBETCTBHHA

JEKJAPAHT, IPHHUMAIOMHUHA JEKJAPAITNIO O COOTBETCTBHH:

AQ "Canogpu Poccun"”

Ceedennn o pezucnipajuu opzanusapun: Mexcpaiionnan urcnexyus @edepareHoil Hano2060it cryxcbur Ne
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI PH: 19.08.2002

Adpec: 125009, 2. Mocksa, ya. Teepckasn, 0. 22. Teaeghon/paxc: 8 (495) 721-14-00/ 721-14-11

B munye: I'enepanvrorit dupeximop Monsic O.A.

Hocepernnoe mujo: Kysweyosa H.IO [losepennocnmy: 6/u om 20.08.2019

SAABJUIET, 91O

nexapcmeerroe cpedcmeo. Ho-wna® mabnemxu 40 yme 100 wm., graxonw (1), nauku kapnionnsie,
pez.yo. Ne IT N011854/02 om 23.07.2010 (0ama nepeogpopnenus PY 28.03.2016), cepus CV146, napmus
42052 ynaxogox, z00ew do 31.08.2024, npouzeodcmea Xurnoun 3ae0d Papmayesmudeckix u Xumuyeckix
npodyxkmos 340 / Chinoin Pharmaceutical and Chemical Works Private Co Ltd., 2112 Veresegyhaz,
Levai u. 5, Hungary, Benzpus, koo OKITJ2 21.20.10.113, x0d TH B3J] 3004490009, xormpaxm
Ne250/40056192/F-2 om 20.10.2010, uneoitc Ne 9085348088 om 25.09.2019

COOTBETCTBYET TPEEOBAHUSAM
IT NO11854/02-160611 uzm. Ne 1-5

AEKJTAPAITAS IPHHATA HA OCHOBAHHH
npomoxon ucneimariuii Ne 958877 om 01.10.2019 HJT OO0 "Lenmp xoxmpoas xavecmea buonaiih”,

armimecmam axxkpeoumayit RA.RU.211JKQ1 om 22.07.2015 . , cepmugpuxam wa cepuo XHHOHH 3ae00
Qapsayesmuvecxux u Xumuveckix IlIpodyrmoe 340 6/4 om 18.09.2019, Cepmugpuxam POCC
HU.@M05.C09796 om 03.10.2019

JATA NIPUHATHA JEKJIAPAIAH: 03.70.2019 2.
mmmm-ﬂggcmummm J1O: 31.08.2024 ..
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CBEJEHUS O PETUCTPALIUHA

OPI'AH IO CEPTHOHKAITHH, 3APETHCTPHPOBABIIHIA NEKJIAPATHIO

Opzat no cepmugpuxayuu npodyxkyuy

Obigecmiea c ozpanyentoll omaeemcnigenrocnivio «OKPY’CHON yexnp cepmuuxayi»,
adpec: 620014, POCCHA, Caepdnosckan obnacms, Examepunbypz, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU.11 @MOS5

Uuuepraa A.A.

jr(adinnice PyxoBomuTens oprasa mo
cepTHOHKAHE NPOTYKIHH




CEPTHO®HKAT HA CEPHIO

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

Veresegyhéz site - 2112 Veresegyhdz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939

LN

AV 4

Kona ToBapa; VER 15868
Hanmenosanne HO-LUIIA 40 mr Tabnericu 100X
npenapara:
CTpaHa-uMnopTep: Poccun
Homep cepuu: CV146 Homep cepumu: CV146
Jlata npon3BOACTBa: 05-CEH-2019 Jata uctevenus cpoka ABI-2024
FOAHOCTH:
loznpoexa CM. pe3ynbTaT ONpeae/IeHHs
KOJIHYECTBEHHOTO COAEPKAHHA
JlexapcTBeHHas dopma: TabnerkH
'Tun ynakosku: ¢nakon noaunponwIeHoBLIH (¢
N03ATOPOM)
Kon GMID: 236972
IokasaTens Hopma PesyasTar
CBONCTBA
(OnucaHue: JlBoAKOBbIMTYK/IbIE TAGNETKH XENTOrO ¢ CootsetcTayer
3€/1EHOBATLIM HIH OPAHXEBATHIM OTTEHKOM 1iBETA.
C rpaBiposkoit «spa» Ha onHO# ctopone. Juamerp
npH6A. 7 MM, BLICOTa MPHGN.. 3,4 MM,
- Cpennss Macca 140 mr +/- 7.5 % (EBp. ®apm.) 140 mr
- Macca oano#t Tabnerku Cpeanss Macca +/- 7,5% (Esp. ®apm.) u3 20 CootserctayeT
TabNeToK OTKNOHEHHe cpeaHel Macesl +/- 15%
nomkHo GuITh He Gonee, yem B IBYX TabneTkax.
- Pacnanaemocte < 15 mun (Esp. dapm.) 4 MHH
- HetpaemocTs <=1 % (Esp. ®apm.) <1 %
NMOAJIUHHOCTb
- mo obpa3oBaHuIo ocaaka [MonoxuTensHo CooreeTcTBYET
- YO-cnekTpodoTomeTpus HaGaronatorea MakcHMyMBt nortouterus npu 241 CootsetcTByeT
+/- 2 uM, 302 +/- 2 HM, 353 +/- 2 um.
UHCTOTA (TCX)
- JipoTasepuHa <=1% <l %
- Apyroit eAHHHYHOR NpHMeCH, <=0,2 % <0,2 %
HHAHBHAYaNnbHO
- Konuwuectso nareH Max. 5 naren 1 narxo
- Cymma npHmecei <=2 % <2 %
KoanvecTBenHoe onpegesienne (Y®)
- llporaBepHHa runpoxnopuaa 40,0 Mr +/- 5% 40.4 mr

MicnerTanys Ha MHKpOGHOIOTHYECKYIO YHCTOTY COOTBETCTBYIOT HOpMaM EBp. Dapm. (kaxaas 100

CEpHs, HO HE MEHEE | HCHBITAHHA B TeYeHHe rofia). O1a cepus GblIa NMPOM3BENEHA B MOJHOM
COOTBETCTBHH C TpeOoBaHHAMU CGMP u TpeGOBaHHAMH COOTBETCTBYIOLIErO PETHCTPALHOHHOIO

YAOCTOBEPCHHS.

10T cepruduKaT aHanH3a GbUI NOANKHCAH 3NIEKTPOHHBIM CIIOCO60M ¢ HCmossloBaHueM LIMS.
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