JEKJIAPAIISI O COOTBETCTBUM

AEKJIAPAHT, NPUHUMAIOHIANA JEKJIAPAIIAIO O COOTBETCTBHAH

AO "Canogpu Poccua”

Ceederus o pecucmpayuu opeanusayuu: Mesicpationnan uncnexyun Oedepanvroii Hano20601 cayxcbor Ne 46 no
2. Mockse 01.01.2008, OI'PH 1027739079940, dama npucecenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Teepckan, 0. 22. Tenepon/@axc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanenerii dupexmop Monoc O.A.

Aoeepennoe nuyo: Knowosa FO.C., dosepennocms 6/n om 01.12.2017

3ASBJIAET, UTO

aexapemeennoe cpeocmeo. Ho-wna, mabnemxu 40 m2 100 wm., gaaxons: (1), nauxu kapmownnvie, PY Ne I
N011854/02 om 23.07.2010 (Oama nepeodopmrerun 28.03.2016), cepun AV219, napmun 7680 ynaxoeox, z0dex
0o 01.10.2023, npouseodcmea XHHOHH 3as00 @apmayeemuyeckix u Xumuveckux TIpooyxmoe 340, Benzpus,
CHINOIN Pharmaceutical and Chemical Works Private Co Ltd., 2112 Veresegyhaz, Levai u. 5, Hungary, koo
OKIIA2 21.20.10.113, koo TH B3 3004490009, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne
9085313630 om 15.11.2018

COOTBETCTBYET TPEEOBAHHSIM

I N011854/02-160611 uzm. Ne -5

AEKJIAPATIU S ITPHHSATA HA OCHOBAHIN

npomoxon ucnvimariui Ne 34660 om 21.11.2018 HJT 000 HL] "®APMOBOPOHA", ammecmam
axxpecumayuy POCC RU.0001.21 ®J140, Cepmugpuxam POCC HU DMO8.C27985 om 21.11.2018

% Krokosa 10.C,

// TIOZIUCE ®.N.0

CBEJIEHUS O PETUCTPAIITIA

OPTAH IO CEPTHO®HUKAITAW, 3APEI' UCTPHPOBABIIHIT TEKIAPALIUIO

RA.RU.11OMO8 OPIAH 110 CEPTH®HKAIIHH ITPOIVKIIHH OBIIECTBO C O PAHUYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH IJEHTP KOHTPOJIT KAYECTBA"

adpec opeanuzayuu: 115280, 2. Mocxea, yn. Macmeproea, 9. 4, am. 5, nom. I xom. 1, adpec op2anda ne
cepmudpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, seb-
caim. oymc pgb
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CEPTHOHKAT HA CEPHIO

SANOFI

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

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

Koa Torapa; VER 15868
HanveHoBaHHe HO-UTA 46 mr tabnerkna 100X
npenapara:
Crpana-umnoprep: Poccus
Homep cepnu: AV 219 Homep cepun: AV 219
/lata npoussoacTaa: 19-OKT-2018 JlaTa McTeueHHA cpoka OKT-2023
FOJ{HOCTH:
Jlo3upoeka CM. PE3YABTAT ONPERACACHAS
KOJHYECTREHHOTO COAEPMaHus
JlexapcTBeHHas dopma: TabreTKH
Tui ynakorkn: NBX-anioMuHuii KOHTYPHO-guelikoBble
YII2KOBKH
Kon GMID: 236972
Tlokasarens Hopma Pesynnrar
CBOHCTBA
Onscatue: JBOAKOBbIMYKblE TaBNETKM HKETOrO C CooTBeTCTBYET
3ENIEHOBATEIM MAH OPAHKEBATHIM OTTEHKOM LIBETA.
C rpaBupogkoif «spa» Ha oiHO# cTopose. JuameTp
npudn. 7 MM, BeicoTa mpuGa.. 3,4 MM,
- Cpennsas macca 140 mr +/- 7.5 % (Epp. dapm.) 140 mr
- Macca oHoit Tabnertku Cpennas macca +/~ 7,5% (Esp. ®apm.) n3 20 CootseTcTByeT
TabAeToK OTKIOHEHHE cpeineli Macchl +/- 15%
zonxHo GLITh He Gonee, yeM B ABYX TaGneTsax.
- Pacnapaemocts <15 munt (Esp. (apm.) 4 Mun
- McrupaemocTts <= 1% (Esp. dapm.) <1%
NOAJNHHHOCTD
- 110 00Pa30BaHKUIO OCAIKa IMonoxurensHO CooTtseTcTByeT
- YD-criektpodoTomeTpust Habmonaores Makcumymsl nornomenus npu 241 CooTeeTcTByer
+/- 2 Hm, 302 +/- 2 M, 353 +/- 2 um.
YHNCTOTA (TCX)
- JlpoTaBepuka <=1% <%
- Ipyroii exHUYHOHN prMecH, <=0,2 % <0,2 %
HHARBHAYANEHO
- KonmiecTBo nsren Max. 5 naren I narno
- CyMma npumecei <=2 % 2%
KoanuectBennoe onpeaenenue (Y @)
- JlpoTaBepuHa FHAPOXIOPHIA 40,0 Mr +/- 5% 40.2 mr

Hcnbrranns na MUKPOGHOTOTHYECKYHO YHCTOTY COOTBETCTBYIOT HopmamM Erp. ®apm. (kaxzaas 100
CEpHA, HO He MeHee | MCIBITaHMA B TeYeHHE roja). JTa cepust Gbila NPOH3BEACHA B IIONHOM
COOTBETCTBHHY ¢ TpeGoBaHUIMH CGMP 1 TpeBoRAHHAME COOTBETCTRYIOIIETO PETHCTPALHOHHOTO
YIAOCTOBEPEHHS.

ITOT CepTHHHKAT aHAIH3A OBIT IOMIIUCAH INEKTPOHHBIM CII0coBG0M ¢ MciToap30BanneM LIMS.
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CEPTHOHUKAT HA CEPHIO

3

SANOF]

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

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

Kon ToBapa; VER 15868
HanmeHoBanne HO-EITEA 40 mrradnercn 100X
npenapara:
Crpana-HMoprep: Poccus
Homep cepuu: AV 219 Homep cepuu: AV 219
Ilata npouseoxcTaa: 19-OKT-2018 MlaTa ucrevenus cpoxa OKT-2023
FOJTHOCTH:
Jlo3upoBKa CM. pe3ylIbTaT OnpegencHus
KOMHYECTBEHHOTO COAEPKAHHA
JiexapcTeeHHas dopma: TabneTku
Tun ynakoskn: TNBX-anioMHHNA KOUTYPHO-gueiikoRbIe
YMaKOBKH
Kon GMID: 236972
Pemenne ornena ofecnedennst KauecTaa
Pemenne: BLIITYL{EHO
ara: 06-HOAL-2018 09:28
Y I0THOMOYEHHOE JTHLO: dr. Solti Monika Maria
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BATCH CERTIFICATE

SANOFI

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

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

Phone: +36 28 385 600 / Fax: +36 28 585 939

Item code : VER 15868

Product name : NC-SPA 40 mg tablets 100X

Import. country : Russia

Lot number : AV219 Customer lot no. : AV219
Date of manufacture: 19-0CT-2018 Expiry date : OCT-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container / PE stopper

GMID code : 236972

CHARACTERS :

- Appearance - Complies
- Average mass 140 mg

~ Individual mass Complies
- Disintegration 4 min

- Friability <1 %
IDENTIFICATION

- By precipitate Complies
- BY UV spectrophoctometry Complies
PURITY TEST (TLC)

- Drotaveraldine <1l %

~ Any other impurity individually <D.2 %

- Number of spots 1 db

~ Total impurities <2 %
ASSAY (UV)

- Drotaverine HC 40.2 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 cGMP requirements and complies with the specifications of
the relevant Marketing Authorization.

This Certificate of Analysis has been electronically signed from a validated LIMS.

rap_coa_resultats v5 Page 1 / 2




BATCH CERTIFICATE

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

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

Phone: +36 28 585 600 / Fax: +36 28 585 935

Ttem code : VER 15868

Product name : NC~SPA 40 mg tablets 100X

Tmport. country : Russia

Lot number : AV219 Customer lot no. : AV219
Date of manufacture: 19-0CT-2018 Expiry date : OCT-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : FP container / PE stopper

GMID code : 236972

Decision : FELSZABADITVA / ACCEPTED

Date : 06-NOV-2018 09:28
Qualified pexrson: dr. Solti Ménika Maria
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