NEKJAPALIYA O COOTBETCTBHUH

JTEKJIAPAHT, [IPHHHAMAIOIIUN TEKJIAPATIHIO O COOTBETCTBHHA:

AQ "Canogu Poccua”™

Ceedenia o pecucinpayuu opaanusayiat. MedicpaiioHHaa UHCnexkyus @edepansHoll Haroz2o6oll cryxcbor Ne
46 1o 2. Mockee 01.01.2008, OI'PH 1027739079940, oama npiiceoeniis OI'PH: 19.08.2002

Adpec: 125009, 2. Mockea, ya1. Teepckas, 0. 22. Tenegon/paxc: 8 (495) 721-14-00/ 721-14-11

B mnge: I'enepanorulit Olpexinop Mo O.A.

Jlogepennoe auyo: Kysueyosa H.IO Jlosepenrocniv: 6/4 om 20.08.2019

3ASIBJISET, 9TO
Aexapcmeenroe cpedcnieo: Ho-wina® mabnemiu 40 m2 100 wm., gaaxonst (1), navku Kapmorxeie,

pez.yd. Ne IT NO11854/02 om 23.07.2010 (dama nepeoghopmaenus PY 28.03.2016), cepus CV144, napmus
23040 ynaxoeox, 200ex do 31.08.2024, npouscoocniea Xunour 30600 PapMayesmuyeckux u XuMuvecxkux
npodyrmog 340 / Chinoin Pharmaceutical and Chemical Works Private Co Ltd., 2112 Veresegyhaz,
Levai u. 5, Hungary, Benzpus, xo0 OKII/2 21.20.10.113, koo TH B3] 3004490009, xonmpaxm
No250/40056192/F-2 om 20.10.2010, uncoitc Ne9085346911om 1 3.09.2019a.

COOTBETCTBYET TPEBOBAHHSAM
IT NO11854/02-160611 uzst. Me 1-5

TNEKJTAPAIAS TIPHHATA HA OCHOBAHHH
npomoxon ucneimanuil Ne 90667 om | 9.09.2019 HJT OO0 "Llexnmp xoxnipos kavecmea buorang”,

ammecmam axxpedumayuu RA.RU.21LJK01 oni 22.07.2015 2., cepmugpuxam Ha cepuro XHHOHH 3acod
@apmayesmreckux u Xumuveckux IIpodyxnios 340 6/n om 12.09.2019, Cepmugpuzam POCC
HU.>M0S.C09225 om 19.09.2019

JIATA IPHESETHA TEKJIAPALIAY: 19.09.2019
nmyzmﬂnﬂ NEXCTBATEJLEA J10: 31.08.2024 2
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CBEJIEHMS O PETHUCTPALIUH

OPI'AH IO CEPTHOHKAITHH, 3APETHCTPHPOBABIIHAH JEKJIAPAITHIO

Opzan no cepmughuxa HpoOyKyuu

Obujecinea ¢ ozpaniyennotl ONeemcnIGeRHOCbI0 « OKPYICHON YeHp cepmu@uraiui»,
adpec: 620014, POCCHA, Ceepdnosckan obnacns, Examepunbype, Xoxpaxoaa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmant asxpedumayuu Ne RA.RU.11 OMOS

AT COOTBETCT M POCC RU JI-HU.®M05.4.41961/19

Upgeprra A.A.
ﬂom'lti%\ PyKOBOJATENS OPTAHA IO

cepTHOHKAIHE TPOXYKIHR




CEPTH®HKAT HA CEPHIO
£,

SANOFI LY ﬁ

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company

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

Kon Tosapa; VER 15868
HanmeHoBaHHe HO-LIIA 40 mr taGaetin 100X
npenapara:
CrpaHa-uMmrnoprep: Poccus
Homep cepuu: CVli44 Homep cephm: CV144
JlaTa NpoH3BOACTRA: 04-CEH-2019 JlaTa ucreuerusa cpoka ABI'-2024
FOLHOCTH:
Jlo3npoBka CM. pe3y/IbTaT OnpefcneHHA
KOJIMMECTBEHHOTO COJIEPKaHUA
UTekapcTBEHHAA dopma: TabneTku
Tun ynakoBkH: (nakoH NONTHNpONHIeHOBLIH (¢
03aTOPOM)
Kon GMID: 236972
IMokazatenb Hopma PesysnsTar
CBOMCTBA
Onucanue: IlBosAKoBEIMyKIILIE TAGNETKH KENTOrO C CootseTcTBYET
3e/IEHOBATHIM HIH OPaHXEBAThIM OTTEHKOM LIBETA.
C rpaBHpPOBKON «spa» Ha o4HOH cTopoHe. [luameTp
npu6a. 7 MM, BbicOTa NPHOI.. 3,4 MMm.
- Cpennsas macca 140 Mr +/- 7.5 % (EBp. ®apm.) 140 Mr
- Macca onHo# Tabnetku CpenHas macca +/- 7,5% (Esp. ®apm.) u3 20 CooTseTcTBYET
TabneTok OTKNOHEHHE cpeaHedt Macchl +/- 15%
RoMX¥HO ObITh He Gonee, YeM B aByx TabneTkax.
- PacnanaeMocTh < 15 muH (EBp. ®apm.) 4 MHuH
- HcTHpaemocTh <=1 % (Esp. ®apm.) <l %
MNOJJIHHHOCTD
- 1o o6pazoBaHHIO OCaAKa [MonoxuTENbHO CootseTcTBYET
- Y®-cnektpodoTroMeTpHa HabntoaaroTed MakcMMyMbl ornowenna np 241 CooTeeTcTBYET
+/- 2 umM, 302 +/- 2 HM, 353 +/- 2 HM.
YUCTOTA (TCX)
- JpoTaBeprHa <=1% <l %
= APYTroil eJHHHYHON NPHMECH, <=0,2 % <0,2 %
HHIHBHIYAIbHO
- Kosn4ecTso nateH Max. 5 nATeH I naruo
- CyMma npumeceii <=2 % <2 %
Koan4ecTBeHHoe onpeaenenie (Y@)
- JlpoTaBeprHa ruapoXnopHaa 40,0 Mr +/- 5% 40.5 mr

HcneITaHuA Ha MUKPOGHOJIOrHYECKYIO YHCTOTY COOTBETCTBYIOT HopMaM Ep. @apm. (kaxzaas 100
cepus, HO He MeHee | HCIBITaHHs B TEYEHHE roja). JTa cepHs ObLia MpOM3BEAEHA B MOJIHOM
cooTBeTcTBHH ¢ TpebopannaMH CGMP K TpeGoBaHHAMH COOTBETCTBYIOILETO PErHCTPALHOHHOTO
YAOCTOBEPEHHA.

10T cepTUdHKAT aHaH3a GbuUl NOAMNKCAH ICKTPOHHBIM c1ocoGoM ¢ HenonbiopanueM LIMS.
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