TEKJAPAIIMSI O COOTBETCTBUH

JAEKJAPAHT, IPHHAMA IO JEKJIAPAITNIO O COOTBETCTBHH:

AO "Canoghu Poccus”

Caedennn o pezucmpayuu opzanuzayun: Mexcpaiionnan urcnexyus Qedepansuoil Hanoz060i cayxchor N
46 no 2. Mocxee 01.01.2008, OT'PH 1027739079940, oama npuceoerus OI'PH: 19.08.2002

Adpec: 125009, 2. Mockea, va. Teepckas, 0. 22. Teaepon/haic: 8 (495) 721-14-00/721-14-11

B nuye: I'enepansuuiit dupexnrop Morise O.A.

Hocepenrioe muyo: Kyaneyoea H.FO Josepennocniv: 6/u om 20.08.2019

JAABJIAET, YTO
nexapcmeennoe cpedcmeo: Ho-una® mabnemwu 40 mz 64 wm., gpaakonnt (1), nauxu xapmonnuie, pez.yo.

MNe IT NO11854/02 om 23.07.2010 (0ama nepeoghopsineriun PY 28.03.2016), cepus CV130, napnnia 64508
ynaxosox, zo0ex 0o 30.06.2024, npouzeodcmea Xunown 3ae00 @apyiajesniueckux u Xumuieckux
npodyxmos 340 / Chinoin Pharmaceutical and Chemical Works Private Co Ltd., 2112 Veresegyhaz,
Levai u. 5, Hungary, Benzpus, xoo OKII[{2 21.20.10.113, xod TH B3 3004490009, xonmpaxm
Ne250/40056] 92/F-2 om 20.10,.2010, uneoiic Ne9085345533 om 02.09.2019 2.

COOTBETCTBYET TPEBOBAHUAM
ITN011854/02-160611 w3m. Ne 1-5

JAEKJAPAIIAA IPHHATA HA OCHOBAHHHA
npomoxon ucnvimanuii Ne 86387 om 09.09.2019 HIT O0QC "Lennp xounpons kavecmea buoaaiigy”,

annnecmam axxpedumeyu RA.RU.21I{KOI om 22.07.2015 e. , cepmugpuxam va cepuro XHHOHH 3ae0d
@apmenjeemuneckux 1 Xuanmeckix ITpodyrkmoae 340 6/4 om 28.08.2019:z., Cepnugpuram POCC
HU.QMOD5.C09123 om 09.09.2019

4

JATA IIPHHATHSA JEKXTAPAIHHA: 09.09.2019 2.
R TEMCTBATENLHA J[O: 30.06.2024 .
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CBEJEHHUA O PEI'UCTPAHHUU

OPT'AH IO CEPTH®HKAIIAMH, 3APETHCTPHPOBABIIAN JEK/TAPAITAIO

Opzan no cepmuguxaipiiy npoovKyuu

Obuecmea ¢ ozpaniyenroll omeemcHiBeHHoCoi0 «OKpYHCHOT YeHntp cepnuduxaiy,
adpec: 620014, POCCHA, Ceepdaosckan obracme, Examepunbypz, Xoxpaxoaa, 74, 1706,
men. (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumaiu Ne RA.RU. 1 1OMOS5

JEKJIAPAIIHAA O COOTBETCTB M POCC RU J-HU.DM05.4.40593/19
PALTAH: 09.09.2019

YUngeprra A.A.

noamH PYKOBOZHTENE OPraHa 1o
CepTHGHKAIHE NPOXYKIHH




CEPTHO®HKAT HA CEPHIO

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

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

DY 4

Koa ToBapa; VER 616140
Haxnmenopanne HO-LIMA 40 mr taGneTku 64X
npenapara:
CTpana-uMnopTep: Poccus
Homep cepuu: CV130 Homep cepum: CV130
JlaTa NpoyM3BOACTBA: GI-HKOJI-2019 JlaTa HcTeueHus cpoka HKOH-2024
FOJHOCTH:
Hlo3npoBKa CM. Pe3yALTaT OnpeleneHus
KOHYECTBEHHOTO COACPKaHHA
UlexapcTeeRHas dopmMa: TabneTkH
THn ynakoBkH: (J1aKoH NONHIPONHAEHOBLIH (C
R03aTOPOM)
Koa GMID: 616140
TMokazaTenn Hopma PesynsTaT
CBOVICTBA
Onucanue: JlBoAKOBBIMYKIIbIE TAONETKH KENTOTO ¢ CooTBeTcTBYET
3eleHOBaThIM W OPAHKEBATLIM OTTEHKOM LIBETA.
C rpaBupoBKoit «spa» Ha onHOH cTopoHe. JHaMeTp
npubi. 7 MM, BeicoTa NIpHOIL.. 3,4 MM.
- Cpenuss macca 140 mr +/- 1.5 % (EBp. Dapm.) 140 Mr
- Macca oaHoit TabneTxu Cpenuas macca +/- 7,5% (Epp. ®apm.) u3 20 CootBeTcTBYET
TabneTox oTKNIOHEHHE cpeaHelt Macchl +- 15%
IOMKHO ObITh He Gonee, yeM B OBYX Tabnerkax.
- PacmanaeMocTb < 15 mun (Eep. dapm.) 4-5 MuH
- Hetupaemocts <=1 % (Epp. ®apum.) <l %
MNOJJMHHHOCTDL
- Mo 00pa3zoBaHHIO OCAaKa [MonoxurensHo CooTtBercTBYET
- Yd-cnexTpodoromerpun Habnronatotcs MakcuMyMBl nortowleHns npy 241 CooTeeTcTBYeT
+/- 2 M, 302 +/- 2 HM, 353 +/- 2 uM.
HUCTOTA (TCX)
- HpoTaBepHHa <=1% <l %
- ApYroH eAMHHIHOH MpUMecH, <=0,2 % <0,2 %
MHAHBHAYANEHO
- KonnuecTro nateH Max. 5 nareH 2 nATHa
- CyMMa npumeceit <=2 % <2 %
KonnuecrsenHoe onpeaenenue (Y®)
- JlpotaBepHHa THAPOXI0pHIA 40,0 mr +/- 5% 40.0 mr

HUcnsITaHds Ha MEKPOOHONIOTHYECKYIO YHCTOTY COOTBETCTBYIOT HopMaM Esp. ®Mapm. (kaxmas 100
CEepHs, HO HE MeHee | HMCTIBITAaHHA B TEUEHHE roja). 3Ta cepus ObLia MPOM3BEAEHA B MOTHOM
COOTBETCTBHH ¢ TpeHoBaHHAMH cGMP 1 TpeGoBaHHAMH COOTBETCTBYIOLIErO PETHCTPALIHOHHOIO

YAOCTOBCPCHHA.

IJTOT CEpTH(HKAT aHaK3a ObUT OANMCAH YMEKTPOHHBIM CIIOCODOM C HCTIoab30BanreM LIMS.
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CEPTH®HKAT HA CEPHIO
SANOFI

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

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

Kon ToBapa; VER 616140

HauMeHoBanne HO-LUTIA 40 mr Tabnerkn 64X

npenapara:

CtpaHa-uMnoptep: Poccus

Homep cepun: CVv130 Homep cepun:

JflaTa npou3BoACTRA: 01-HI0JI-2019 JaTa ucreuenus cpoka

So3upoexa

TOOHOCTH:
CM. pPE3YNbTAT ONMpEenCNnCHKA
KOJIHYECTEEHHOT'O COACPXKAHHA

CV130
HIOH-2024

TekapcTBekHas dopma: TabneTkH
Tun ynakoBku: ($IIaKOH MONHMPONUAEHOBLIH (C

RO3aTOPOM)
Kon GMID: 616140

Pewtenne otaena obecnevenns Kavecrsa

PenteHne: BBITTVLUIEHO
laTa: 28-ABT-2019 10:37
YnoaHoMo4eHHOE JIKLO: dr. Solti Monika Maria
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BATCH CERTIFICATE

SANOFI| v

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

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

Phone: +36 28 58% 939

Item code
Product name

Strength @
Dosage form
Packaging type :

VER 616140

NO-SPA 40 mg tablets 64 X

see at the assay

tablet
PP container

Import. country @ Russia
Lot number : Cvi3o Customer lot no. : CvV130
Date of manufacture: 01-JUL-2019 Expiry date JUN=-2024

GMID code : 616140
F"_=m=_ng=_'
Tests Specifications Results
CHARACTERS
- Appearance Yellow coloured, convex tablets, with Complies
greenish or orange tint. On one face of
the tablets sign "spa” engraved.
Diameter is approx. 7 mm, their height
is approx. 3.4 mm.
- Average mass 140 mg +/- 7.5 % (Ph.Eur} 140 mg
Individual mass Average mass +/- 7.5 % (Ph.Eur) Complies
20 tablets a discrepancy of average mass
+/- 15 % is permitted at not more than
two tablets.
- Disintegration < 15 minutes ({Ph.Eur) 4-5 min
- Friability <=1 % (Ph,Eur) <l %
IDENTIFICATICN
- By precipitate Pogsitive Complies
- BY UV spectrophotometry It shows absorption maxima at 241 +/-2 Complies
nm, 302 +/- 2 nm, 353 +/- 2 nm.
PURITY TEST (TLC)
- Drotaveraldine <=1 % <1l %
- Any other impurity individually <=0.2 % <0.2 %
- Number of spots Max. 5 spots 2 db
- Total impurities <=2 % <2 %
ASSAY (UV)
- Drotaverine HC1 40.0 mg +/- 5 % 40.0 mg

Microbiological purity tests comply to the Ph.Eur. requirements (test is performed for every 100th leot but at
least for 1 lot/year).

This batch has been manufactured in compliance with the cGMP requirements and complies with the specifications of
the relevant Marketing Authorization.

This Certificate of Analysis has been electronically signed from a validated LIMS.
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BATCH CERTIFICATE

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

Veresegyhdz site - 2112 Veresegyhaz, Lévai u.5., Hungary

Phone: +36 28 585 600 / Fax: +36 28 585 939

SANOFI «p

-

Item code
Product name

VER 616140
NO-SPA 40 mg tablets 64 X

Import. country : Russia

Lot number : CvV1i30 Customer lot no.
Date of manufacture: J1-JUL-2019 Expiry date :
Strength : see at the assay

Dosage form : tablet

Packaging type PP container

GMID code : 616140

H Cv130
JUN-2024

QP decision
Dacision FELSZABADITVA / ACCEPTED
Date 28-AUG-2019 10:37

Qualified person: dr. Solti Ménika Maria
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