AEKJIAPALIASI O COOTBETCTBUN

AEKJTAPAHT, MPHMHHUMAIOIIHH JEKJAPAIMIOQ O COOTBETCTRBUN

AO "Canogpu Poccun"

Ceedenun o pezucmpayuu opeanuzayuy: Meoicpationnan uncnexyusn Dedepanvroil Haroz060H cayxcbbr No 46 no
2. Mocree 01.01.2008, OT'PH 1027739079940, dama npuceoenus OFPH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepexan, 9. 22. Tenepon/Parc: 8 (495) 721-14-00/ 721-14-11

B nuye: F'enepanenorit dupermop Monse O.A.

Hosepennoe auyo: Knoxosa FO.C., doseperrnocnts 6/x om 01.12.2017

3ASIBJISIET, YTO

Aexapcmeennoe cpedcmeo: Ho-wuna, mabnemicu 40 m2 24 wm., ynaxoexu aveiikoawie woumypueie (1), nauxu
xapmonnsie, PY Ne 11 NO11854/02 om 23.07.2010 (dama nepeogopmnenun 28.03.2016), cepus AV195, napmus
156244 ynaxosox, 200ew oo 01.09.2021, npouzsoocmea Xunoun 3acod Dapmayesmuveciioe u Xumuveckiux
npodyxkmoe 340, Benzpun, Chinoin Pharmaceutical and Chemical Works Private Co Ltd, 2112 Veresegyhaz,
Levai u. 5, Hungary, xod OKITZI2 21.20.10.113, 00 TH BIIT 3004490009, xoumpaxm Ne 250/40056192/F-2 om
20.10.2010, unsotic Ne 9085309727 om 17.10.2018

COOTBETCTBYET TPEBOBAHUAM

II NO11854/02-160611 uzm. Ne 1-5

I AEKJIAPAITHS IIPUHATA HA OCHOBAHUHA

| npomoxon ucnvimanuti Ne 3073 o om 23.10.2018 HJT 000 HII "GAPMOEOPOHA " ammecmam
axxpedumayuu POCC RU.0001.21 D140, Cepmuguram POCC HU.OMOS8.C25768 om 23.10.2018

LA,

| MATA HPHHHTWEKJIAPAM 23.10.2018
| AEIJTAPAITHS NEMCTBUTEILHA 110 01.09.2021
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CBEJEHMS O PETUCTPAIUNA

OPTAH IO CEPTH®HKAITAH, 3APET'ICTPHPORBA BLIL M AEXJTAPATTAIO

RA.RU.11PM08 OPTAH 110 CEPTHOHKAIIMH ITPOIT YKIIHH OFIIECTBO C O PAHHYEHHOH

| OTBETCTBEHHOCTBIO "OKPYIKHOM HEHTP KOHTPOJIS KAYECTBA "

| adpec opeanusayun: 115280, 2. Mocxsa, yn. Macmepxoea, 9. 4, am. 5, nom. I, xom. 1, adpec opeana no

| cepmuurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, se6-

| caiim: oyxx.p.

AEKJIAPAIIVIST O COOTBETCTBUM 3APETHCTPAPOBAHA M POCC RU HA-HU.DM08.4.04955/18
JATA: GCEPAITAUA 23.710.2018
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CEPTH®HKAT HA CEPUIO

SANOFI S8
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 rosapa; VER 435271
HanMeHnopanue HO-UINA 40 mr Tabuerkn 24X
npenapara:
Crpana-uMnoprep: Poccus
Howmep cepun: AV195 Homep cepuu: AV195
lata mpousBoncTsa; 24-CEH -2018 Hara ncreyenus cpoka CEH-2021
TOAHOCTH:
Jlo3uposka CM. PE3YNBTAT ONpeeIIcHHA
KOJIMYECTBEHHOTO COHEPXanus
UlexapcTeennas dopma: TaGAeTKH
Tun ynakoeku: [BX-amoMiHiil KOHTYpHO-19eiiKOBbIE
YIakoBKd
[lepconanbHbii Kou: 435271
TlorxazaTesn Hopma Pesynbrar
CBOMCTBA
OnucaHue: HeoaxkosrnyKabie TabneTky XeNToro ¢ CooTBeTCTBYET
3€JIEHOBATLIM WIH OPAHKEBATRIM OTTEHKOM L{BETA.
C rpaBupoBKoii «spa» Ha oaHO# cTopone. Juamerp
npubn. 7 MM, BeicoTa nprbda.. 3,4 MM.
- Cpennsis macca 140 mr +/- 7.5 % (Esp. dapm.) 140 mr
- Macca ofHoli TabneTku Cpennas macca +/- 7,5% (Epp. ®apm,) u3 20 CoorsercTRYeT
Tab1eTOK OTK:I0HEHHE CpeaHel Macehl +/- 15%
ROIKHO OBITE He Dosee, yeM B ABYX TabneTxax.
- Pacnajaemocth < 15 mun (Epp. Dapn.) 4 MHH
- Mctupaemocts <=1% (Epp. ®apm.) <1 %
MOJJHHHOCTD
- ne ofpaszoBanuio ocaaka HMonoxurensuo CooTeeTcTBYET
- Y®.cnekTpooromerpus Habmonarores MakcuMyMbl nornomenus npy 241 CooTBeTcTRYET
+/- 2 um, 302 +/- 2 HM, 353 +/- 2 um.
HUHCTOTA (TCX)
- JIporarepuna <=1% <1 %
- IpYTOH eARHMYHO NpUMecH, <=0,2 % <(0,2 %
HHHBHIY&TLHO
- Konnuecrso naren Max. 5 narten | nsrro
- Cymma nipumeceii <=2 % <2 %
KosnuecteeHHoe onpenenenne (Y @)
- IlpotasepyHa ruapoxnopuza 40,0 M1 +/- 5% 40.5 mr

VienibiTanus Ha MEKPOGHONOPHHECKYIO YUCTOTY COOTBETCTRYIOT Hopmam Esp. @apwm. (kaxxgas 100
CCpHA, HO HE MEHee | MCIBITaHUA B TeueHHe roja). Jta cepus ObLla NPOM3BEICHA B MOJHOM
COOTBETCTBHH ¢ TpebosanusMyu cGMP 1 TpebOBaHHAMM COOTBETCTBYIONIETO PETHCIPALHOHHOIO
YIAOCTOBEPEHHA.

IJTOT cepTHUKAT aHaTH3a ObUI HOAMKECAH DNEKTPOHHEIM CIIOCOBOM ¢ HCIToNb30BanneM LIMS.
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CEPTH®HUKAT HA CEPHIO

SANO¥1 \\\?
CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company
Veresegyhaz site - 2112 Veresegyhaz, Lévai v.5., Hungary
Phone: +36 28 585 600/ Fax: +36 28 585 939
Koz ToBapa; VER 435271
HanmeHnoBauue HO-EHITA 40 mr rabnerkn 24X
penapara;
CTpaHa-umMnoprep: Poccus
Homep cepuu: AV195 Homep cepnu: AV195
JiaTa nponsroacTsa: 24.CEH -2018 Mata ucTeueHus cpoxa CEH-2021

Jozuposka

Ulekapcreennas Gopma:
Tun yrnakoeku:

TlepcoHanbHBI KOO

FOAHOCTH:
CM. PE3YALTAT OTpeaeIeH s
KONHYECTBEHHOTO COACPIKAHRA
TabNeTKH

[IBX-anoMuHnil KOHTYPHO-F9EHKORbIE
YHOAKOBKH
435271

Pewmenne oraena obecnieuenus KavdecTra

Pemenne:
Mara:

YIOAHOMOYEHHOE JTHIO:

BLITYLEHO
01-OKT-2018 10:03
dr. Solti Monika Maria
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BATCH CERTIFICATE

X
CHINCIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company
Veresegyhdz site - 2112 Veresegyhdz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939
Item code : VER 435271
Product name : NO-8SPA 40 mg tablets 24X
Import. country : Russia
Lot number : AV1S8S Customer lot no. : AV195
Date of manufacture: 24-3SEP-2018 Expiry date : SEP-2021
Strength : see at the assay
Dosage form : tablet
Packaging type : PVC - ALU blister
GMID code : 435271
CHARACTERS
- Appearance Complies
~- Average mass 140 mg
-~ Individual mass Complies
- Disintegration 4 min
- Friability <1 %
IDENTIFICATION
- By precipitate Complies
- BY UV spectrophotometry Complies
PURITY TEST (TLC)
- Drotaveraldine <1l %
- Any other impurity individually <0.2 3%
- Rumber of spots 1 db
- Total impurities <2 %
ASSAY (UW)
- Drotaverine HCL 40.5 mg

Microbiological purity tests comply to the Ph.Eur. requirements {every 100th let, but at least 1 per year).

This batch has been manufactured in compliance with the cGMP regquirements 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

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

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

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

Item code : VER 435271
Product name : NO-SPA 40 mg tablets 24X

Import. country : Russia

Lot number : AV195 Customer lot no. ; AV185
Date of manufacture: 24-SEP-2018 Expiry date : SEP-2021
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 435271

Decision : FELSZABADITVA / ACCEPTED
Date : 01-0CT-2018 10:03
Qualified person: dr., Solti Ménika Maria

rap_coa resultats v§ Page 2/ 2



