AEKJIAPAITIMST O COOTBETCTBUHU

JEKJIAPAHT, ITPUHUMATIONIH I AEKJAPALIMIO O COOTBETCTBHUH
AO "Canodhu Poceus™
3apezucmpuposano : Mexcpaiionnasn uncnexyus MHC Poccuu Ne39 no o Mockee OI'PH 1027739079940 om
19.08.2002
Aopec: 125008, &. Mockea, yn. Teepcras, 0. 22. Tenegpon:8 (495) 721-14-00
B nuye: Ienepanvuutii Oupexmop Adavan H.B,
HHosepennoe auyo. Knoxosa 10.C., dosepennocms 6/m om 01.12.2017

3AABJSET, UTO

nexapemeenroe cpedcmso: Ho-wna, mabnemxu 40 vz 64 wm., graronw: (1), nauxu kapmonnwie, PY No I1
NO11854/02 om 23.07.2010 (dama nepeopopmnenus 28.03.2016), cepusn AVI7I1, napmus 9204 ynaxosox, 200en
0o 01.08.2023, npouzsodcmea Xunoun 3a600 Oapmayesmuyeckux u Xumuwveckux npodykmos 340, Benzpus,
Chinoin Pharmaceutical and Chemical Works Private Co Ltd., 2112 Veresegvhaz, Levai u. 5, Hungary, ko0
OKIT2 21.20.10.113, koo TH B3/ 3004490009, xoumpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne
9085305218 om 06.09.2018

COOTBETCTBYET TPEBOBAHHAM

TINO1I854/02-160611 usm. Ne 1-5

AEKJAPAIINSA TIPUHATA HA OCHOBAHHH

npomoxon uchetmarnuil Ne 2643 & om 12.09.2018 HII OQO HI] "OAPMOBEOPOHA", ammecmam
axxpedumayuy POCC RU.0001.21 D140, Cepmucguram POCC HU.DMO8.C22695 om 12.09.2018
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CBEJEHMS O PETUCTPAILTUN

OPTAH IO CEPTHOHKAIMH, SAPETUCTPHPOBABIITNINA JIEKJIAPALTHIO

RARU 11 DOMO8 OPTAH IO CEPTHOHKAITHH TPOAYKIIHH OBIIECTBO C O PAHHYIEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH I[EHTP KOHTPOJIA KAYECTBA",

aopec opzanusayuy: 115280, e. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 20pod Mocxkea, yn. Macmeproga, 0. 4, sm. 5., men..(495)788-02-88, ge6-
caim. oyxK.pa.

U O COOTBETCTBHH 3APEI'HCTPHPOBAHA N POCC RU JI-HU. ®M08.4.00637/18
LHCTPALIIM /3.09.2018
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SANOFI

XwuHownH 3aBoyg PapManeBTHYECKHX
Xnmuueckux INpogyxros 3A0, Berrpus
2112, Veresegyhaz, Levai u. 5, Hungary

CEPTHOUKAT AHAIM3A

Ho-mma®, rabxerxm 40 Mr guiakon moaunponnierossrii (c Ao3aTtopoM) — 64 - N1

Cepnga:

AV171

IIpoussenen: 15/08/2018

Fogewn no:

08/2023

HI: I N011854/02-160611

ITOKA3ATEIN HOPMbI PE3VJILTATHI
Ormcanne* Kpyrible ABOAKOBBITYKIIbIE TABNETKH JKEATOrO C 3€1EHOBATHIM MWK CoorsercTByeT
OpatsKeBbIM OTTCHKOM HBETA, C IPABUPORKOH Spa Ha OIHO# CTOpOHeE.
IopnnanoCTL VieTpadnoneToBslf CHEKTp pacTBOpa, IPHIOTORIEHHOTO LA CooreercTRyeT
KOIHYECTBEHHOTO ONPEeAC/IeHHs, A0TUKEH UMETh MAKCHMYMBIT
NOTTOMEHH NPH ANTHHAX BOJH (24142) BM, (302 £2) M 1 (353+2) Bm.
IlseT pacTBOpa CTAHOBHTCH KOPHIHERBIM HIIH KpacHoBaTo-kopHuHessiM. | CooTBeTcTByeET
Obpasyeres 6enbiii ocanok. CooTreTCTBYET
Cpennssa Macca 140 Mr + 7,5%. 141 mr
u oanoponHocts | 18/20 rabneTok—ue Gonee + 7,5%; CoorteercrByeT
10 Macce 2/20 Tabnerok — e Gonee + 15%. CooteercTRyeT
Pacnagaemocts He Gonee 15 Mun. (c auckamu). 4 MuH
Pacteopenne** He menee 75% (Q) or 3azBnenHoro coepxanus ApoTapepuHa CooteercTayeT
rugpoxiopuza depes 30 mun,
Hocroponnane Jporasepanuuna - ve 6onee 1%; <1 %
npuMecy** moboii HenIeHTUOMUMPOBAHHON npumMecH (He Gonee naTH) - He Goee | <0.2 % (2 narna)
0,2%; <2 %
cyMMa npuMeceli - ke Gonee 2%,
Muxpobuonorn- | Kareropus 3A. Cooteercrryer
Jyeckas
qucToTAF* *
OnropogHocTh Or 85 1o 115% cpezrero conepxanis ApoTasepHHa MHAPOXAOPHIA. CootsercTryer
Hozuposanug***
Komnuecrsennoe | 40,0 Mr+ 5% JApOTABEPHHA THAPOXJIOPHIA. 40,3 mr
onpeneIeHHe

*- HCKTIOUECHE FEOMETPHHECKHE PA3MEPH TablIeTOK, & Taioke NMOKa3aTe/D «HcTupaeMocThby
B COOTBETCTBHM C TPEGOBAHUIMH, IPUHATHMU B PO K CTARIAPTH3AIMH JaHHOM JeXapCTBEHHOH opMbl.

**- nokasatenb BeesieH GMPMOH B COOTBETCTEHM C TPeBOBAHUAMH, NPHHATEIMA B P@ K cTasiapTusaumy nanHoH

JIEKAPCTBEHHOH (POPMBI, 1t MOXKET OBITH HE BKIIOUEH B CEPTHOMKAT aHATM3A (hupMsL.
Kawecrtro npenapara no 5ToMy noxasaresuo rapaHTapyercs GpupMoii.

*H#%. KOHTPONbL KAYeCTBa 1[I0 JAHHOMY INOKAa3ATENHO IpOBOANTCS TIPOM3BOIHTENEM NEPHORHYELH
TpOBEICHNUA ONPEAENACTCA TeKYLIeH BHY TpeHteli npoLenypolt ipoussoauTess.
VKazaHHad cepus NPOM3BEAEHA B COOTBETCTBHM C ASHCTBYIOMHMH TpeOOBaHNAMH PETY
NpaBRiaMy Hajexamed NPaKTHKH TPOW3BOLCTEA JIEKAPCTREHHbIX cpeacte (GMP). Kai
KPHUTHMECKHE OTKIOHEHNA OT PErfIaMEHTHPOBaHHBIX NapaMeTPOB He 3apErHCTPHPOBAHE

Pemenue: Bemmymen 27/08/2018
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BATCH CERTIFICATE

SANOFI

CHINOI¥ 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 2839

Item code : VER 616140

Product name : NO-SPA 40 mg tablets 64 X

Import. country : Russia

Lot number : AV1T1 Customer lot no. AV171
Date of manufacture: 15-AUG-2018 Expiry date : AUG-2023
Strength : see at the assay

Dosage form tablet

Packaging type : PP container

GMID ccde : 616140

CEARMCTERS

-~ Appearance Conplies

- Average mass

- Individual mass

- Disintegration 4 min

-~ Friability <1 %
IDENTIFICATION

- By precipitate Complies

- BY UV spectrcphotometry

PURITY TEST (TLC)

-~ Drotaveraldine 1%

- Any other impurity individually 0.2 %
- Number of spots 2 db

- Total impurities <2 %
ASSAY (UV)

- Drotaverine HCI 140.3 mg

Microbiological purity tests comply to the Ph.Eur. reguirements (every 100th lot, but at least 1 per year).
This batch has been manufactured in compiiance with the cGMP requirements and complies with ghewspesificetions of
the relevant Marketing Buthorization.

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

SANOFI

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

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

Phone: +36 28 585 600 / Fax: +36 28 5B5 0939

Item code : VER_ 616140

Product name : NO-SPA 40 mg tablets 64 X

Import. country : Russia

Lot number : AViTi Customer lot no. :  AV1T71
Date of manufacture: 15-AUG-2018 Expiry date : AUG-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container

GMID cede : 616140

Decision : FELSZABAGITVA / ACCEPTED
Date : 27-AUG-2018 l14:16
Qualified person: dr. Solti Ménika Marisa
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