AEKJIAPATIUSI O COOTBETCTBUU

AEKJIAPAHT, IPHHHMA IO M ZEKJIAPAIIIIO O COOTBETCTBUH
AOQ "Canoghu Poccus"

3apecucmpuposano : Mexcpaiionnas uncnexyus MHC Poccuu Ne39 no 2 Mockee OTPH 102 7739079940 om
19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Teneon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: lenepanvuorii dupexmop Monoe O.A.

Hosepennoe nuyo: Knoxosa FO.C., dosepennocme 6/n om 01.12.2017

JASIBJSIET, UTO

hexapemsennoe cpedcmeo: Ho-wna, mabnemicu 40 mz 100 wm., gnarons: (1), nauxu kapmonnsie, PY Ne IT
N011854/02 om 23.07.2010 (dama repeoghopmnenun 28.03.201 6), cepun AVI179, napmus 41666 ynaxosox,
zo0en 0o 01.08.2023, npouzeodcmea Xunoun 3asod Dapmayesmunecxux u Xumuuecrkux npodyxmos 340,
Benzpun, Chinoin Pharmaceutical and Chemical Works Private Co Ltd., 2112 Veresegyhaz, Levai u. 5,

Hungary, ko0 OKIIZ[2 21.20.10.113, xod TH B3 3004490009, Koumpaxm Ne 250/40056 192/F-2 om
20.10.2010, uneoiic Ne 9085308400 om 05.10.2018

COOTBETCTBYET TPEEOBAHM SIM

1T N011854/02-160611 uzm. Ne 1-5

AEKJIAPAIUA IPUHATA HA OCHOBAHHUH

npomoxon ucnvimanut Ne 2928 o om 11.10.2018 HIT 000 HI[ "®APMOEOPOHA", ammecmam

| axxpedumayuu POCC RU.0001.21DJT40, Cepmugpuram POCC HU.OM08.C24819 om 11,10.2018
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| CBEJEHWSI O PETUCTPAIIN

OPTAH IO CEPTH®UKAIINH, 3APETHCTPUPORABIITHIX JEKJIAPAIIAIO
RA.RU.11®MO8 OPIAH 10 CEPTHOHKAIHH IIPORYKIIHH OBFLJECTBO C OI'PAHHYEHHOU
OTBETCTBEHHOCTBIO "OKPYKHOH IEHTP KOHTPOJIS KAYECTBA",

adpec opzanusayuu: 115280, 2. Mocksa, yn. Macmeprosa, 9. 4, sm. 5, nom. I, xom. 1, adpec opzana no

cepmugurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, . 4, sm. 5., men.:(495)788-02-88, se6-
caiin. oyxkr.pe.

APAIIFA O COOTBETCTBHH 3APEI'MCTPHPOBAHA Mo POCC RU A-HU. PMO8.A.03684/18
WCFPAIIAM 11.10.2018
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CEPTHOHKAT HA CEPHIO

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co.Lid.
- & Sanofi company
Veresegyhdz site - 2112 Veresegyhaz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28§ 585 939
Kon Topapa: VER 15868
HanmenoBakne HO-LHTA 40 mr rabnerin 100X
npenapara;
Ctpana-ummnoprep: Poccus
Homep cepun: AV 179 Homep cepuu: AV 179
JlaTa npou3BOACTBA! 29-ABI-2018 JlaTa ucTeueHus cpoxa ABI'-2023
TOJHOCTH:
JI03UpOBKA CM. Pe3yALTAT oTipelenecHNs
KOIINYECTBERHOTO CONePXaHHA
UlekapcTBeHHas dopma: TabneTKu
Tun ynakosku: {;1aK0H M3 NONUNIPONHAEHA
[TepconanbHbI KOA: 236972
ITokazaTtenn Hopma PesyabTaT
CBOMCTBA
Omnucanue: JBOAKOBBITYKIIbIE TAOTETKM KEITOTO ¢ CooTreTcTBYET
3€/ICHOBATRIM MW OPAHKEBATEIM OTTEHKOM LIBETA.
C rpasHMpoBxoif «spay» Ha 01HOH cTopoye. JInamerp
nprda. 7 MM, BElcOTa Hpuda., 3,4 mM.
- Cpennss macca 140 Mr +/- 7.5 % (Epp. Dapm.) 140 mr
- Macca onHoi tTabnetku Cpeznnsn Macca +/- 7,5% (Esp. ©apm.) u3 20 Coorsercreyer
TabneToK OTKIOHEHNE cpeHeil Macenl +/- 15%
NomxHO OBITh He Oonee, YeM B ABYX TableTkax.
- PacnanaemocTs < 15 mun (Esp. ®apm.) S5 MUH
- HernpaemocTs <=1 % (Epp. ®apm.) <1 %
NOAJIMHHOCTD
- 110 00pa3oBaHUIO OCanKa IMonoxurensho CooTBeTCTBYET
- Yd-criexTpodoToMeTpus HabmoparoTes MakcHMyMsl noriowenus npy 241 CooTBeTCTBYET
+/- 2 Bm, 302 +/- 2 Bm, 353 +/- 2 UM,
HHUCTOTA (TCX)
- Jporageprna <=1% <1%
- ApYToit e IMHUYHOI npuMecH, <=(,2 % <0,2 %
HHAWBHIYANLHO
- KemyectBo nisTer Max. 5 naren 1 naTHO
- Cymma nipumeceii <=2 % <2%
KonuuecrBenHoe onpeaenenne (Y0}
- JlpoTaseprHa rHApoXNOpHIA 40,0 Mr +/- 5% 39.7 mr

Hcnbiranns Ha MUKPOGHOTIOTMYECKYO YHCTOTY COOTBETCTBYIOT HopMaM EBp. apu. (kaxcmas 100
CepHs, HO He MeHee | HCULITaHMs B TeyeHHE rofa). Jta cepus ObLTa MPOH3BENEHA B JIOTHOM
cooTBeTCTBEM ¢ Tpebopanusamu cGMP u TpeGoBaHHAMH COOTBETCTBYIOIIETO PErHCTPAIIMOHEOTO
YJIOCTOBEPEHHSL.

OTOT cepTrdrkaTt ananu3a ObLI HOMINCAH HEKTPOHHBIM CNIOCOOOM ¢ HCnonb30BanneM LIMS.
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CEPTH®UKAT HA CEPHIO
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

Kon ToBapa: VER 15868
HawMenopanne HO-HIITA 40 mr TaGnerku 100X
npenapara:

{CTpaHa-uMnoprep:
Homep cepin:
JlaTa npon3BOACTBA!

lozupoexka

JlexapcTreHHas dopMa:
Tun ynakosxu:
[1epcoHanbHBINA KOA:

Poccus
AV 179 Howmep cepun:
29-ABY-2018 Jata screueHus cpoka

FOOHOCTH:
CM. Pe3YABTAT OlPEACICHHA
KONHYECTBEHHOTO COAEPKAHMA
TabnaeTky

DRaKoH M3 NOJIHIPONHACHA
236972

AV 179
ABTI'-2023

Pemense oTaena ofecnedeHns KayecTpa

Pemenne:
aTta:

YNnoaHoMOYeHHOE JKIO:

BBIITYHIEHO
11-CEH-2018 10:28
dr. Solti Monika Maria
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BATCH CERTIFICATE

SA

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

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

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

Item code : VER 15868

Product name : NO~SPA 40 mg tablets 100X

Import. country : Russia

Lot number : AV179 Customer lot no. : AV1T7S9
Date of manufacture: 2%-AUG-2018 Expiry date : AUG-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container / PE stopper

GMID code : 236972

CHARACTERS

- Appearance Complies

- Average mass

- Individual mass

- Pisipntegration min

- Friability <l %
IDENTIFICATION :

- By precipitate "Complies
- BY UV spectrophotometry Complies
PURITY TEST (TLC)

~ Drotaveraldine <l %

- Any other impurity individually 0.2 %

- Number of spots db

- Total impurities <2 %
ASSAY (UV)

- Drotaverine HCl 39.7 mg

Microbiclogical 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

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

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

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

Ttem code VER_15868

Broduct name : NC-SPA 40 mg tablets 100X

Import. country : Russia

Lot number : AV179 Customer lot no. : RV179
Date of manufacture: 29-AU0G-2018 Expiry date : AUG-2023
Strength : see at the assay

Dosage foxrm tablet

Packaging type : PP container / PE stopper

GMID cede : 236972

Decigsion : FELSZABADITVA / ACCEPTED
Date : 11-5EP-2018 10:28
Qualified person: dr. Solti Ménika Maria
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