AEKJIAPAITIMA O COOTBETCTBHUHA

JEKJIAPAHT, IPHHAMAIONI A AEKJIAPAITIIO O COOTBETCTBUH

AQ "Caroghu Poccun”

Ceedenusn o pezucmpayuu opeanuzayuu: Mexcparionnan uncnexyus @edepanvoll Hanoz060i cayxcovt Ne 46 no
2. Mocxee (01.01.2008, OT'PH 1027739079940, oama npuceoenus OFPH 19.08.2002.

Adpec: 125009, 2. Mockea, yr. Teepexan, 8. 22. Tenegpon/harc: 8 (495) 721-14-007 721-14-11

B nuye: Ienepanvuwiii Oupexmop Mownie O.A4.

Hosepennoe nuyo: Cmenanoe C.C., dogepenrnocms 6/n om 01.12.2017

3AABJIAET, UTO

nexapcmeentoe cpedcmeo. Ho-wna, mabnemru 40 me 24 wm., ynaxosxu aveiixoevie kowmypnwie (1), nauxu
kapmonuvle, PY Ne I NO11854/02 om 23.07.2010 (dama nepeoopmnenun 28.03.2016), cepua AV207, napmus
174484 ynaxosox, zoden do 01.10.2021, npoussodcmea XHHOHH 3uso0 Papmayeemuveckux u Xumuneckux
IIpodyxmos 340, Benzpua, CHINOIN Pharmaceutical and Chemical Works Private Co Ltd., 2112 Veresegyhaz,

Levai u. 5, Hungary, ko0 OKIT[{2 21.20.10.113, kod TH B3] 3004490009, koumpaxm Ne 250/40056192/F-2 om
20.10.2010, uneotic Ne 9085310747 om 25.10.2018

COOTBETCTBYET TPEBOBAHMAM
IINGQ11854/02-160611 uam. Ne 1-5

JEKJIAPAITAA IPUHATA HA OCHOBAHHH
npomoxon ucneimanuit Ne 3149 0 om 30.10.2018 HJT OO0 HI] "OAPMOEOPOHA", ammecmam
axxpeumayuy POCC RU.0001.21 OJI40, Cepmugpuxam POCC HU. PMO8.C26332 om 30.10.2018
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CBEJIEHHS] O PETUCTPATIANA

OPTAH IIO CEPTUGHKALINM, 3APETHCTPAPOBABHINI TEKJIAPAITHIO

RA.RU.11PMO8 OPIAH ITO CEPTHOHKAIIHH HPOINVKIIHH OFIJECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXKHOH IJEHTP KOHTPOIST KAYECTRA",

aopec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opaana ro
cepmugpuxayuu: 115280, POCCHA, z0pod Mocxea, ya. Macmepwoea, 0. 4, sm. 5., men.:(495)788-02-88, seb-
caiim: oyrRK.pg.

AEKIAPANVS O COOTBETCTBHH 3APETUCTPHPOBAHA Mo POCC RU A-HU. DM08.A.05733/18
NATA, PEI'HCTPAI[HH 30.10.2018
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CEPTHOHKAT HA CEPHIO

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

Koa rorapa; VER 435271
HaumenoBanune HO-1UITA 406 mr tabnerkn 24X
npenapara:
Crpana-umnopTep: Poccus
Homep cepuit: AV207 Homep cepuu: AV207
Jlara npou3Boxcysa: 08-OKT -2018 Hata ucreueHus cpoka OKT-2021
TOAHOCTH:
losupoBxa CM. PE3YNILTAT ONpPeaecneHns
KOTUIECTBEHHOIO COdepKanus
JlexapcTenHas Gopma: TabneTku
Tan ynakosku: [MTBX-amoMHHHI KOHTYpHO-g4eliKoBbIE
YHAKOBKH
[ fepconanbablii Koz 435271
[TokazarTenn Hopma PeiyarTaT
CBOWCTBA
Onncanne: HBOAKOBBITYKIIEIE TABIETKN KENTOTO ¢ CootsetcTByeT
3€ACHOBATLIM HIH OPAHXKXEBAaThIM OTTEHKOM LiBETA.
C rpaBupogkoii «spa» Ha onHol cropone, duamerp
npudn. 7 My, seicoTa npubI.. 3,4 MM.
- CpenHas Macca 140 mr +/- 7.5 % (Erp. ®apm.) 141 mr
- Macca oaHoit Tabaetkn Cpennas macca +/- 7,5% (Erp. apm.) u3 20 CooTBeTCTBYET
TabAeTOK OTKNOHEHHE cpeaneli Macest +/- 15%
BOJKHO OBiTh He Bonee, yuem B ABYX TabneTkax.
- Pacnazaemocts < 15 man (Erp. ®apm.) 4 mMun
- McTupacmocTs <=1% (Epp. ®apm.) <1 %
NOIJJIHMHHOCTS
- 110 06pa30BaHMIO OCanKa [Tonoxurensuo CooTBercTBYET
- YD-cnextpodioroMeTpus Habo 5210 Tca MaKCUMyMBbl HOTAOMIEHHR npu 241 CootBeTcTRYET
+/- 2 um, 302 +/- 2 BM, 353 +/- 2 uM.
HHUCTOTA (TCX)
- HpoTareplina <=]% <1 %
- ApYTOH eAMHHYHON npuMecH, <=(),2 % <0,2 %
MHANBUAYANBHO
- KonuuecTro nsten Max. 5 naren ! nsTHO
- CymMa npumecei <=2 % <2%
Konnuectrennoe onpeienenne (YP)
- JlpoTaBepuHa rEIpoxiopuIa 40,0 mr +/- 5% 40.2 mMr

Henbitanns Ha MEKpPOGHOOTHYECKYH) YHCTOTY COOTBETCTBYIOT HOPMaM Egp. ®apm. (xaxas 100
cepus, HO He MeHee | HenbITanns B TeweHHE roja). JTa cepus OblIa NPOM3BEACHA B T1OTHOM
COOTBETCTBUH ¢ TpebosaHuaMU cGMP u TpeGOBAHMAME COOTBETCTBYIOIIETO PEIUCTPAIMOHHOFO
YAOCTOBEPEHHS,

OTOT cepTHOUKAT aHATH3A OBUT IOANKCAH 3AEKTPOHHBIM CHOCOOOM ¢ MenonpioBaneM LIMS.
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CEPTUHOHKAT HA CEPHIO
SANOFI

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

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

Koa Topapa; VER 435271
HaumeHosanue HO-HHTA 40 mr Tadnerxn 24X
npenapara:
CrpaHa-uMnoprep: Poccus
Homep cepuu: AV207 Homep cepuu: AV207
lara npoM3BOACTBRA; 08-OKT -2018 Hata ucTeyeHHn cpoka OKT-2021
TORHOCTH:
Tlozupoeka CM. PE3YAbLTAT ONPEHENCHKS
KONUYECTREHHOTO CONEpKanus
JHekapcTeennas GopMma: Tabnerku
THn ynakoBxH: IBX-anioMuHuil KOHTYPHO-A4EHKOBbIE
YIaKOBKH
TlepcoHanbHbil KOX: 435271
Peutenne otaena obecnevenns xauectea
Pewsenne: BBIITYHIEHO
JEara; 12-GKT-2018 16:01
¥ nojsHoMoueHHOE NHNO! dr. Solti Monika Maria
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BATCH CERTIFICATE

SANOFI

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

Veresegyh&z site - 2112 Veresegyhaéz, Lévai u.5., Rungary

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

Item code : VER_ 435271

Product name : NO-EPA 40 mg tablets 24X

Import., cecuntry : Russia

Lot number : AV207 Customer lot no. : AVZ207
Date of manufacture: 08-0CT-2018 Expiry date : 0CT-2021
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 435271

CHARACTERS

- Appearance Complies

= Average mass 141 mg

- Individual mass omplies
- Disintegration min

- Friability 1%
IDENTIFICATION

- By precipitate Complies
- BY UV spectrophotometry Complies

PURITY TEST {(TLC)

- Drotaveraldine <l %
<0.2 %
0 db

<2 %

~ Any other impurity individually
~ Number of spots

- Total impurities

ASBAY (UV)

~ Drotaverine HCL 40.2 mg

ooy

Microbioclogical 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 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

SANOFI

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

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

Phone: +36 28 5B5 €00 / Fax: +36 28 585 939

Item code : VER 435271

Product name : NO-SPA 40 mg tablets 24X%

Inpert. country : Russia

Lot number : RV207 Customer lot no. : AVZ07
Date of manufacture: 08-0CT-2018 Expiry date ; CCTF-2021
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC -~ ALU blister

GMID code : 435271

Decision : FELSZABADITVA / ACCEPTED

Date : 12-0CT-2018 16:01
Qualified person: dr. Solti Ménika Maria
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