JNEKJIAPALIVISI O COOTBETCTBUM

NEKJAPAHT, IPUBAMAYONEHI JEKJIAPAITHIO O COOTBETCTBHAH

AO "Canogu Poccun"

| 3apezucmpuposano : Meacpationnan uncnexyus MHC Poccuu Ne39 no 2. Moexee OI'PH 1027739079940 om
19.08.2002 ‘

Aodpec: 125009, 2. Mockea, yn. Teepcxas, 0. 22. Tenegpon/cparc: 8 (495) 721-14-00/ 721-14-11

B nuye. I'enepanvruiii Qupexmop Adaman H.B.

Hosepennoe nujo: Cmenanos C.C., dosepennocms 6/n om 01.12.2017 2.

SASIBJIAET, UTO

rexapemeentoe cpedcmeo. Ho-uina, matnemxu 40 mz 24 wm., ynaxosxy siuetixosvie xonmypuste (1), nawiu
xapmonnvie, PY No IT N011854/02 om 23.07.2010 (dama nepeoopmnenun 28.03.2016), cepun AV189, napmus
174036 ynaxoeox, z00en do 01.09.2021, npouseodcmea Xunour 3as00 apmayesmuveckux u Xumuveckux
npodykmoe 340, Benzpus, Chinoin Pharmaceutical and Chemical Works Private Co Ltd,, 2112 Veresegyhaz,
Levai u. 5, Hungary, ko0 OKIT/{2 21.20.10.113, xod TH B3 3004490009, xonmpaxm Ne 250/40056192/F-2 om
20.10.2010, unsotic Ne 9085306813 om 21.09.2018

COOTBETCTBYET TPEEOBAHHUSM
IT N011854/02-160611 azm. Ne 1-5

AEKTAPAITIAS ITIPHHATA HA OCHOBAHHH
npomoxoa ucneimanuit Ne 2759 o om 26.09.2018 HIT OO0 HI[ "®APMOSOPOHA" ammecmam
axxpeoumayuu POCC RU.0001.21 ©JI40, Cepmuguram POCC HU.OMO8.C23701 om 26.09.2018

f ,lIATA NPUHATHAA NEKJIAPAITUW 27.09.2018
',B;EI{JIAPAIIHH JIEHCTBHTEJII:HA HO 01.09.20621

Crenanos C.C.
O1.0

Oexnapanm

L

CBEIEHUA O PETHCTPAIINHA

OPTAH IIO CEPTHO®HUKAIMH, 3APEFCUCTPAPOBABINHAI JEKJTAPAITHIO

RA.RU.11DMO8 OPTAH ITIQ CEPTHOHKALIAH ITPOIYVKIHH OFLIECTBO C OTPAHHYEHHOMH
OTBETCTBEHHOCTBIO "OKPV)KHOH IIEHTP KOHTPOJII KAUECTBA",

adpec opeawusayuu: 115280, 2. Mockea, yn. Macmepxosa, d. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepimupuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxoaa, 0. 4, sm. 5., men. :(495)788-02-88, eeb-
caiim.: oyxx.pe.

AEKJIAPAIIAA O COOTBETCTBHHA 3APETCTPHPOBAHA N2 POCC RU JI-HU.DM08.A.02282/18
Il MATA PETHICTPALIMIM 27.09.2018
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SANOFI

XunouH 3apos PapMaleBTHUECKHX
Xumuueckux [poaykros 3A0, Beurpus
2112, Veresegyhaz, Levai u. 5, Hungary

Cepus:

CEPTHOUKAT AHAJIU3A

Ho-mmna®, rabaerku 40 mr 6auctepr! — 24 — N1

AV189

Ipowuzpenen: 04/09/2018

INosen no:

(09/2021

HJT: IT NO11854/02-160611

HOKA3ATEJ/IR HOPMbI PE3YJIBTATHI
Onucanne* Kpyribie ABOSKOBBITYKJIbIE TAOAETKM JKEJNTOTO C 3eTICHOBATHIM WIH CoorsercTryer
OPAHXKEBLIM OTTEHKOM IIBETA, C FPaBUPOBKOH Spa Ha 0HOM CTOpOHE,
Honnuusocts VneTpaduoneToBEIi CNEKTP PACcTBOPA, IPUrOTOBIEHHOrO 11 CooTsercreyer
KONIMYECTBEHHOTO ONPEAE/NeHNs, A0JHKEH HMETh MAKCHMYMB]
TIOTTIOILCHUA TIPH JUIMHAX BONH (24142) uM, (302 £2) M 1 (35312) um.
LlseT pacTBOpa CTaHOBMTCS KOPMUHERKIM WM KPACHOBATO-KOPHUHEBLIM. | COOTBETCTRYET
Obpasyerca Genklii ocanok, CooTBercTRYET
Cpennas macca 140 Mr + 7,5%, 141 mr
# OAHOPOAHOCTh 18/20 Tabneroxk—ue Gonee = 7,5%; CooTBeTCTRYET
[0 Macce 2/20 rabnerok — He Gonee + 15%, CootBeTcTRYeT
Pacnianaemocts He Gonee 15 MuH. (¢ arHckamu). 4 MuH
Pacteopenne** He menee 75% (Q) or 3asBIeHHOr0 colepXanus ApoTaBepHHa CooTreTcTBYET
rrapoxnaopuia uepes 30 MuH.
Moctoponnue JlpoTaBepannuHa - ve Gonee 1%; <1 %
npumecu** M0G0l HeMaeHTHHUHAPORAHHOK npuMecH (He Honee NATH) - He Gonee <0,2 % (1 naTHO)
0,2%; <2 %
CYyMMa ripuMeceii - ve Gonee 2%,
Mukpobuonory- | Kareropus 3A. CootsercrByer
Jeckas
yucrora***
OnHOpOAHOCTE Ot 85 no 115% cpennero conepianns ApOTaBepUHa THAPOXIOPHIA. CooteeTcTRYET
Hozupopanua***
Konnuecteennoe | 40,0 mr + 5% nportasepuHa ruapoxsiopusa. 40,1 mr
onpeneneHue

¥— UCKIIOYeHb] FEOMETPUYECKHE Pa3Mepbl TAbIETOK, @ TAKKe NoKasaTens «HeTHPaeMOocTby
B COOTBETCTBHH C TPEDOBAHUAMH, NPUHATBIMH B PO K CTAHAAPTHIALMM JAHHOH JIEKapCTBEHHOH HOpMBI.
**- mokasatenb BBeAEH (DHPMOH B COOTBETCTBHM C TpeGOBAHMAMM, IIPUHATHIME B PO k CTAHIAPTH3ALIHH
AAHHO# [eKapCTBEHHOMH (OPMBI, U MOXKET OBiTh HE BKAIOUEH B CEPTHGUKAT aHANM3a (DUPMBL.
KauecTBo npenapara no sTomy nokazaTemno rapaHTHpyercs pHpMOoii.
***- KOHTPONb KA4E€CTBA NO JAHHOMY NOKA3aTENIO NIPOBOANTCH MPOM3BO/UTENEM NEPHORNYECKH, YACTOTA
NPOBEACHHA ONpelesseTcs TeKyLeH BHyTpeHHeil npoleaypoii npon3BoIdTens.
YxasasHas cepusi [POM3BE/ICHA B COOTBETCTBHM C NEHCTBYIOUIMMH TPCGOBAHMAME DPErHCTPALHOHHONO
A0Che W MpaBHIAMA HaanexKalleH MPaKTHKM IpOM3BOJCTRA NeKaperseHHbIX cpeacTB {GMP). Kakue-nubo
3HAYMMBIE HJTH KPHTHYECKHE OTKJIOHEHHS OT PErIaMEBTHPOBAHHBIX NAPAMETPOB HE 3aPETHCTPHPOBAHEI.

Pewenne: Brimymen 13/09/2018

YnonwoMouennoe nuno: dr. Soiti Monika Maria

AD «CaHothu Poccusy
Adpec: 125009, Mockea, yn. Teepcran, 22. Ten.: (495) 721-1400. ®akc: (495) 721-1411. www sanofiru




BATCH CERTIFICATE

SANOFI

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

Veresegyhéz site - 2112 Veresegyhdz, Lévai u.53., Hungary

Phone: +36 2B 58% 600 / Fax: +36 28 583 93¢

Item code : VER 435271
Product name : NO-SPA 40 mg tablets 24X
Import. country : Russia
Lot number : AV1S8S Customer lot no. : AV189
Date of manufacture; 04-SEP-2(018 Expiry date : SEP-2021
Strength : see at the assay
Daosage form : tablet
Packaging type : PVC - ALU blister
GMID code : 435271

ults
CHARACTERS
- Appearance Complies
~ AVErage mass
- Individual mass
- Disintegration 4 min
- Friability 1%
IDENTIFICATION
- By precipitate Complies
- BY UV spectrophotometry Complies
PURITY TEST (TLC)
- Drotaveraldine <1l %
- Any other impurity individually <0.2 %
- Number of spots 1 db
- Total impurities < <2 %
ASSAY {(Uv)
- Drotaverine HC) 4 40.1 mg

Microbioloegical purity tests comply to the Ph.Eur. reguirements (every 100th let, but at least 1 per 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 electrconically signed from a validated LIMS.
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BATCH CERTIFICATE

SANOFI

CHINOCIN Pharmaceutical and Chemical Works Private Co.Ltd.
- & Sanofi company

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

Phone: +36 2B 585 600 / Fax: +36 28 585 939

Item code : VER_435271

Product name : NO-SPA 40 mg tablets 24X

Import. country : Russia

Lot number : AV1BY Customer lot neo. : AV1B8Y
Date of manufacture: 04-SEP-2018 Expiry date : SEP-2021
Strength see at the assay

Dosage form : takblet

Packaging type : PVC - ALU blister

GMID code : 435271

Decision : FELSZABADITVA / ACCEPTED
Date : 13-SEP-2018 10:33
Qualified person: dr. Solti Ménika Maria
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