JEKJIAPAIIMSA O COOTBETCTBHHA

AE AHT, MIPHHUMATOIHI JEKJAPAITMIO O COOTBETCTBHH

nnoe auyo: Cmenanoe C.C., dosepennocms 6/n om 01.12.2017

3ASIRIISIET, UYTO
nexaprmeennoe cpeocmeo: Ho-wina, mabremxu 40 mz 24 wm., ynaxoexu aueiixogvte kovmypusie (1), nauxu

grrvie, PY Ne IT N011854/02 om 23.07.2010 (0Oama nepeoghopmnenus 28.03.2016), cepun CV097, napmun

APALINA INPAHSATA HA OCHOBAHHHA
xon ucneimanuti Ne 15450 om 11.06.2019 HJT 00O HI[ "®APMOBOPOHA", ammecmam

JAEKJAPAITNN 11.06.2019
HCTBUTEILHA A0 30.04.2022

% Crenanos C.C.
rilser ®.H.0
CBEJEHWUS O PETHCTPAIINUA

AH I10 CEPTUO®HKAITNM, 3SAPETHCTPAPOBABINAI JEKJTAPAIIATO
| 110M08 OPTAH ITO CEPTHOHKALIHH ITPOTVKIHH OFLJECTBO C OI'PAHHYEHHOH

khuxayuu: 115280, POCCHA, z0pod Mocksa, yr. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, ae6-

Aoyxx.pep.
AITAA O COOTBETCTBHH ZAPETHCTPHPOBAHA A POCC RU J-HU.®M08.A.26737/19
A'PETHCTPAITMH 71.06.2019
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CEPTHOHKAT HA CEPHIO

SANOFI %

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

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

Kox Topapa; VER 435271
HanmenoBaHHe HO-1ITA 40 mr Tadnerkn 24X
npenapata:
CTpana-uMnopTep: Poccus
Homep cepun; Cv097 Homep cepuu: Cv097
Ilata npou3BoACTRA: 06-MA1-2019 JlaTa HcTeueHHA cpoka AllTP-2022
rOOHOCTH:
Jlo3npoBka CM. PE3yNbTaT CNpeAceHHA
KOJNIMMECTBEHHOTO COJIepXKaHHs
UlekapcTBeHHas dopma; TalJeTKH
TN yNakoBKH: IIBX-anOMHHHHA KOHTYPHO-1YEHKOBbIE
YNaKOBKH
Koo GMID: 435271
IMokazaTenb Hopma PeaynsTar
CBONCTBA
Onucanue: JB0RKOBLITYKNEIE TAGAETKH XKEATOrO C CooTeetcTBYET
3€I€HOBATHIM HITH OPAKKEBATHIM OTTEHKOM LIBETA.
C rpaBHpoBKkoii «spa» Ha onHOH cTopoHe. uamerp
npubn. 7 MM, seicota npubi.. 3,4 MM.
- CpenHan macca 140 mr +/- 7.5 % (Epp. Qapm.) 140 mr
- Macca onHoit Tabnetku CpenHas macca +/- 7,5% (Ebp. ®apm.) u3 20 CooTBeTCTBYET
TabneTok oOTIIOHEHHE cpeAHelt Macchl +/- 15%
AomkHO ObITh He Donee, e B ABYX TabneTkax.
- Pacnagaemocts < 15 muu (Esp. dapm.) 4 MHH
- HctupaemocTs <=1 % (Ep. ®apm.) <l %
MNOJJINHHOCTD
- no ofpa3oBanuic ocanka [MonoxurensHo CootpeTcTBYET
- Yd-cnexktpodotometpus HaGmoparotca MakcuMyMel nornotueHud npu 241 CooTBeTcTBYET
+/- 2 uM, 302 +/- 2 HM, 353 +/- 2 um.
UHCTOTA (TCX)
- JlpoTaBepanauH <=1% <l %
- OpYroi e1HHUMHOH IpUMECH, <=0,2 % <02 %
HHIHBHIYANbHO
- Konnuectso narex Max. 5 naten 1 nATHO
- CymMMa npumeceit <=2 % <2 %
Konnuecrsennoe onpeaenenne (YP)
- JlpotaBepHHa ruapoxnopuia 40,0 Mr +/- 5% 40.6 mr

HcnbiTaHns Ha MEKpOOHOIOTHYECKY IO MHCTOTY COOTBETCTBYIOT HopMam EBp. Mapm. (kaxcgas 100
cepMs, HO He MeHee | HCnbITaHHA B TeyeHHE roja). JTa cepHs Oblla MPOH3BELEHA B MOJHOM
COOTBETCTBHU ¢ TpeboBanuamMu cGMP 1 TpeboBaHHAMH COOTBETCTBYIOIIErO PErUCTPALHOHHOTO
YIAOCTOBEPEHHA.

OT10T cepTHdHKAT aHaNH3a OBLT MOANHCAH SMEKTPOHHBIM CIIOCOO0M ¢ Hcnob3oBanreM LIMS.
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CEPTH®HUKAT 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

%

Koa Topapa; VER 435271
HanMeHoBaHne HO-IIITA 40 mr Tabnerkn 24X
npenapara:

CTpaHa-uMnoprep:
Homep cepuu:
JlaTa npoH3BOACTEA:

So3npoexa

Poccusn
CV097
06-MA#-2019

Howmep cepuu:

I[aTa HCTEHUCHHA CpOKa
TOOHOCTH:

CM. PEIYNLTAT ONPEACNEHHA

KOJHYECTBCHHOTO COAEKAHIA

Cvo97
ATIP-2022

YnonHoMoueHHOe JIHLO:

ITekapcTeeHHasn Gopma: TabneTku
Tun ynaxoBxu: [IBX-antoMHHHI KOHTYPHO-AUEHKOBLIE
YMaKOBKH
Kon GMID: 435271
Pewsenne oTaena ofecneveHns Kavdecrsa
PerueHne: BLIITYUIEHO
Jata: 21-MAA-2019 15:31

dr. Solti Monika Maria
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BATCH CERTIFICATE

&
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SANOFI

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

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

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

Item code : VER 435271

Product name : NO-SPA 40 mg tablets 24X

Import. country : Russia

Lot number : Ccvo097 Customer lot no. : cvo97
Date of manufacture: 06-MAY-2019 Expiry date : APR-2022
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALD blister

GMID code : 435271

Tests Specifications

CHARACTERS

~ Bppearance Yellow coloured, convex tablets, with Complies

greenish or orange tint. On one face of
thé tablets sign “spa" engraved.
Diameter is approx. 7 mm, their height
is approx. 3.4 nmm.
- Average mass 140 mg +/~ 7.5 % (Ph.Eur} 140 mg
- Individual mass Average mass t+/- 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 min

- Friability <=1 % (Ph.Eurj <1l ®
IDENTIFICATION

- By precipitate Positive Complies
- BY UV spectrophotometry It shows absorption maxima at 241 +/-2 Complies

nm, 302 +/- 2 nm, 353 +/~ 2 nm.

PURITY TEST {TLC)

- Drotaveraldine <=1 % <1 %

- Any other impurity individually <=0.2 % <0.2 %
=~ Number of spots Max. 5 spots 1 db

- Total impurities <=2 % <2 &
ASSAY (UV)

- Drotaverine HCl 40.0 mg +/- 5 % 40.6 mg

Microbiological purity tests comply to the Ph.Eur. requirements {every 100th lot, but at least 1 per year}.
This batch has been manufactured in compliance with the ¢GMP 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

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

Item code : VER 435271
Product name : NO-SFA 40 mg tablets 24X
Import. country : Russia
Lot number : cvo9? Customer lot no. : Ccvo97
Date of manufacture: 06-MAY-2019 Expiry date : APR-2022
Strength : see at the assay
Dosage form : tablet
Packaging type : PVC - ALU blister
GMID code : 435271
QP decision
Decision : FELS2ABADITVA / ACCEPTED
Date : 21-MAY-2019 15:31
Qualified person: dr, Solti Ménika Maria
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