JEKJIAPAITSI O COOTBETCTBUU

JEKJIAPAHT, IPUHMMATOUIUNA TEKJTAPATIIIO O COOTBETCTBHI

AO "Canodhu Poccus"

Ceedenun o pezucmpayuu opzonusayuu: Mexcpasionnas uncnexyua Pedepanvroii Hanozo601t cryscbvr Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, a. Mockea, yn. Teepcxas, 9. 22. Tenepon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvronii dupexmop Mowoe O.A.

Hosepennoe nuyo: Knowosa 10.C., dosepenrnocnn 6/x om 01.12.2017

3AABJAET, UTO

Aexapcmeentoe cpedcmao. Ho-wina, mabnemuu 40 mz 6 wm., ynarosxu sueiixosvie xoumypueie (1), naukuy
xapmonnvie, PY Ne I N011854/02 om 23.07.2010 (0ama nepeogopmnenus 28.03.201 6), cepun AVI186, napmus
194400 ynaxosor, z00en do 01.09.2021, npouseodcmea Xuroun 3agod Dapmayesmuvecrkux u Xumuveckux
npodyxmos 340, Benzpus;, Chinoin Pharmaceutical and Chemical Works Private Co Ltd,, 2112 Veresegyhaz,
Levai u. 5, Hungary, 100 OKITH2 21.20.10.113, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne
9085309528 om 16.10.2018

COOTBETCTBYET TPEGEOBAHMSIM

IINO11854/02-160611 uzm. Ne 1-5 .

AEKJIAPAITHS IPTHATA HA OCHOBAHIN

npomoxon ucnsimanui Ne 3058 6 om 22.10.2018 HJI 000 HIJ "®APMOFOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21 DJI40, Cepmucpuxam POCC HU.OMOS.C25635 om 22.10.2018

 IPUHATHS JIEKTAPAIIAM 22.10.2018
'BUTEJILHA JO 01.09.2021

% Knoxoea 10.C.
&o’éﬁms ®.1U.0

CBEIEHUS O PETHCTPALIIN

OFTAH IIO CEPTUOUKAIIHH, 3BAPETHCTPHPOBABIN WA AEKJIAPATIHIO

RARU. 11 OMO8 OPTAH ITO CEPTHOHKALTHH HPOIYEIHH OSIIECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH I[EHTP KOHTPOJIH KAUECTBA"

adpec opeanusayuu: 115280, 2, Mockaa, yn. Macmepioea, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeproesa, 0. 4, 3m. 5., men.:(495)788-02-88, eeb-
caiim: oyrx.peh. e ,
AEKJIAPATTIST 0 COOTBETCTBUM 3APEI'HCTPHPOBAHA A POCC RU A-HU.OM08.4.04716/18
mm;;@mggumm 32.10.2018
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CEPTHOUKAT HA CEPHIO

SANOFI

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

Veresegyhdz site - 2112 Veresegyhiaz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 639

Koa ToBapa; VER 22538
Hanmenopanue HO-HIIIA 40 mr tabnerku 6 X
npenapara:
CTpaHa-umnoprep: Poccus
Homep cepun: AV186 HoMep cepuu: AV186
JlaTa NpOH3BOICTRA: 03-CEH -2018 Hara ncrevenns cpoka CEH-2021
FOJHOCTH:
Jozuposka CM. PE3yNbLTaT OnpeAceHus
KONMYECTBEHHOTO COAEPHAHUA
Vexapcrsernan dopma; Tabnetku
Tun ynakosku: IIBX-amoMiHUit KOHTYPHO-AUEHKOBLIE
YIFKOBKH
TlepconanbHLIi Koa: 301678
[oxazarean Hopma Pesynnrar
CBOVICTBA
OnucaHue: JBOAKOBBLIYKiIbIE TAGAETKH KENTOrO ¢ CooTtBeTcTRYET
3eJIEHOBATBIM HITH OPamXKeBaThIM OTTEHKOM 11BETA,
C rpaBHpoBRKOIi «spay Ha oaHON cropone. Jlnametp
npubin. 7 MM, BRICOTa NPHEGIL. 3,4 MM,
- Cpennsis Macca 140 mr +/- 7.5 % (Esp. ®apm.) 141 mr
- Macca oaHoli Tabnerku Cpennsa macca +/- 7,5% (Erp. ®apm.) u3 20 CooTteeTCTRYET
TabNeToK OTKNOHEHHE CpeiHedi Macchl +/- 15%
JonxHO OBITE He Donee, yeM B ABYX TabmeTKax.
- PacnianaeMocTh < 15 mun (EBp. bapm.) 5 MuH
- HcTpaemocTs <=1 % (Epp. ®apm.) <1%
HOLIJUHHHOCTD
- 110 00pa3zoBAHMID OCA/KE HNonoxurensHo CooTBeTCTRYET
- YD-cnekTpodotomerpus HabmonaoTes MakcHMyMbl norowieHns npu 241 CooTseTcrByeT
+/~ 2 1M, 302 +/- 2 1M, 353 +/- 2 am.
YHUCTOTA (TCX)
- Hporasepuiia <=1% <] %
- Ipyrofi e AMHIYHOH puMecH, <=0,2 % <0,2 %
HHARBHIYaIbHO
- KonuvuecTBo nsateH Max. 5 nAten 1 nsireo
- Cymma npumMeceii <=2 % <2%
KoawdecTBeHHoe onpenesieHue (YD)
- JIpoTagepuna ruapoxaopuaa 40,0 Mr +/- 5% 40.3 mr

Henbrranus Ha MEKpOOGHOTOTHYECKYI0 YHCTOTY COOTBETCTBYIOT HopMam Ep. ®apm. (kaxaas 100
cepust, HO He MeHee | HCOBITaHHA B TeYeHHe roja). Jta cepHs Oblia NIPOH3BEIEHA B MOTHOM
COOTBETCTBMH ¢ TpebopanuaMy cGMP u TpeGoBaHHAMH COOTBETCTBYIOIIENO PErHCTPALIMOHHEOIO
Y/IOCTOBEPEHHSL.

Ot0T cepTudrKar aHau3a ObI NOAMHCAH MICKTPOHHBIM clocoboM ¢ ueronb3osannem LIMS.
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CEPTHOPHKAT HA CEPUIO
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

CTpana-uMnoprep:
Homep cepun:
Jlata npou3BOACTBE:

Hosupoeka

lexapcTBernas dopma:
THn ynakoBku:

[epcoHanbHBIH Kon:

Kon Topapa; VER 22538
Haumenosanne HO-IHTIA 40 mr TatneTikn 6 X
npenapara;

Poccun
AV186 Homep cepuu:
03-CEH -2018 Jata HereveHua cpoxa

TOAHOCTH:
CM. PE3YALTAT ONIpeASeHHA
KOJIMMECTBEHHOTO COAEDKaHNS
tabneTky

ITBX-anoMuBui KOHTYPHO-SY€iiKOBbIE
YIaKoBKH
301678

AV186
CEH-2021

PerieHue oraena obecneveHnst Ka4ecTea

Peurenne:
JlaTa:

Y noJHOMOYEHHOE ANLO:

BLUTVIIEHO
10-OKT-2018 16:21
dr. Solti Monika Maria
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CRINQIN Pharmaceutical
-~ a Sanofi company

BATCH CERTIFICATE

and Chemical Works Private Co.Ltd.

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

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

SANOFI

Item code
Product name :

VER 22538
NO-SPA 40 mg tablets 6X

Import. country Russia

Lot number AViBE Customer lot no. AV1B6
Date of manufacture: 03-SEP-2018 Expiry date SEP-2021
Strength see at the assay

Dosage form tablet

Packaging type PVC - ALU blister

GMID cede 301678

CHARACTERS

- Appearance

- Average mass

- Individual mass

- Disintegration

- Friability

IDENTIFLICATION
- By precipitate
- BY UV spectrophotometry

PURITY TEST (TLC)
- Drotaveraldine

- Any other impurity individually
- Number of spots

- Total impurities

ASSAY (UV}
- Drotaverine HCl

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 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

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

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

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

Item code : VER 22538

Product pname : NC-SPA 40 mg tablets 6X

Import. country : Russia

Lot number AV1g8E Customer lot no. : AV186
Date of manufacture: 03-SEP-2018 Expiry date : SEP-2021
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 301678

Decision : FELSZABADITVA / ACCEPTED
Date : 10~-0CT-2018 16:21
Qualified person: dr., Solti Ménika Maria
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