AEKJIAPAIIUA O COOTBETCTBUH

JAEKJIAPAHT, IIPHHUMAIOIN WA ZEKJIAPAITHIO O COOTBETCTBUHA

AO "Canoghu Poccus”

Ceedenun o pezucmpayuu opeanusayun. Mesicpaiionnas unenexyus Qedepanvroiti HAN020601 cryxchvt Ne 46 no
2. Mocwge 01.01.2008, OT'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002,

Adpec: 125009, 2. Mockea, yn. Teepckan, 0. 22. Tenegpon/parc: 8 (495) 721-14-00/ 721-14-11

B nuye: Nenepanvruiii dupexmop Monoie O.A.

Losepennoe nuyo: Knowoea FO.C., doeepenrocms 6/n om 01.12.2017

SAABJIAET, UTO
nexapcmeennoe cpedcmeo: Ho-wna, mabnemwu 40 mz 64 wm., raronvt (1), nauku xapmounvie, PY Ne IT

N011854/02 om 23.07.2010 (0ama nepeogpopmnenun 28.03.2016), cepusn AV216, napmus 53444 ynaxoeox,
2o0en da 01.10.2023, npousecocmea XHHOHH 3asod Papmayesmuyeckux u Xumuveckux Ipodyxmoes 340,
Benzpusn, CHINOIN Pharmaceutical and Chemical Works Private Co Ltd., 2112 Veresegyhaz, Levai u. 5,
Hungary, ko0 OKI/2 21.20.10.113, xoo TH B3 3004490009, xonmparm Ne 250/40056192/F-2 om
20.10.2010, uneoiic Ne 9085313012 om 12.11.2018

COOTBETCTBYET TPEEOBAHMAM
IINGI1854/02-160611 usm, Ne -5

AEKJTAPANIVIS IIPHHSITA HA OCHOBAHNH
npomoxoa uchvunanuii Ne 3435 0 om 16.11.2018 HIT OO0 HIJ "@APMOBOPOHA " ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmugpuxam POCC HU.®M0O8.C27718 om 19.11.2018

Knoxona 10.C.
O.H.0

CBEJEHMHS O PETUCTPAIINNA

OPI'AH HO CEPTHOUKAIINA, 3APETACTPAPOBABIIIHI JEKJAPAIIHIO

RA.RU. 11 OMO8 OPIAH ITO CEPTHOHKAIIHH TPONVKIIHH OFIJECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPYXKXHOH IJEHTP KOHTPOIT KAYECTBA",

aopec opeanusayuu: 115280, 2. Mockea, ya. Macmepxosa, 9. 4, sm, 5, nom. I, xom. 1, adpec opzana no
cepmudpuxayuu: 115280, POCCHA, z0pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, ge6-
catim: oyrx.pg.

,ILEKJIAPAI.IPDI O COOTBETCTBHH 3APETHCTPUPOBAHA A POCC RU I-HU.OM08.4.07389/18
JAT TPAITAN 19.11.2018

PR
Ly P
/i’é’? i@f £ Kauan E.B.
TIORTIHCE 3am, pyxooaurens OC




CEPTHOHUKAT 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

Koa ToBapa; VER 616140
HanmenoBanue HO-1INA 46 mr raieTkn 64X
npenapara:
CTpana-uMnopTep: Poccus
Homep cepum: AV 216 Homep cepun: AV 216
Jlata npousBoaCTRa; 13-OKT-2018 Jara uctedenns cpoxa OKT-2023
FOAHOCTH:
o3uposxka CM. pe3y/ibTaT OnpefencHHA
KOJHUECTBEHHOTO COJepKaHms
Ulekapctrernan hopma: TabneTxH
THN ynakoBku: IBX-amomMutkli KOHTYpHO-gueiiKOBEIE
YIAaKOBKH
Kon GMID: 616140
Hokazarens Hopma Pesyabtar
CBONMCTBA
Onucanue: JBOAKOBBIIYUTbIE TAGNETKH XKEATOTO ¢ CoorsetcTBYET
3€JICHOBATLIM WiIH OPAHNEeBaThIM OTTEHKOM LBETA,
C rpaBupoBxoH «spa» Ha 0AHOH cTOpoHe. JIuamerp
npudn. 7 MM, BeicoTa MpUBN.. 3,4 MM.
- Cpennss macca 140 mr +/- 7.5 % (Egp. dapm.) 139 mr
- Macca onnoii tadbnerku Cpeanas macca +/- 7,5% (Esp. ®apm.) u3 20 Cootsercreyer
TabETOK OTKJIOHEHHE cpenneli Maccel +/- 15%
Io/kHo ObITh He Gonee, YeM B ABYX TabneTkax.
- Pacnapaemocth < 15 mMun (Egp. Dapm.) 4 MHH
- McrupaemocTts <=1 % (Epp. ®apm.) <1 %
NOJAJHHHOCTD
- no ofpazosaHnio ocanxka IMonoxureanho CooreercTBYeT
- Yd-cnektpodoTomerpus Habmonatotca makeuMyMbl nornomesns nipyu 241 CooTseTeTByer
+/- 2 1M, 302 +/- 2 um, 353 +/- 2 BMm.
YHUCTOTA (TCX)
- JpoTaegeprna <=1% <1%
- IPYrof eIMHUMHOH Npumec, <=0,2 % <(,2 %
WHAHBHIEYaNbHO
- KonmuecTso naren Max. 5 nsiren | naTHo
- CymMa npumecei <=2 % <2%
KonuuecTaennoe onpenenenue (¥ 0)
- JlpoTaBepriHa rHAPOXIIOpUAA 40,0 mr +/- 5% 39.8 mr

Hcnbitanns Ha MEKpOGHOIOTHYECKYHO YMCTOTY COOTBETCTRYIOT HopMam Eap. apm. (kaxzaas 100
cepust, HO He MeHee | MCTBITaHMS B TedeHHe roga). Jt1a cepHs Obila MPOM3BEACHA B HOJHOM
coorBeTcTBHH ¢ TpeGoBaHUAMH CGMP 1 TpeGOBaBMAMH COOTBETCTBYIOMIErO PErHCTPAIIHORHOIO

YAOCTOBCPCHNA.

OTOT cepTU(HKAT aHanH3a GBI NOHCAH SE€KTPOHHEIM CIIOCOOOM ¢ HCMoNb30BanueM LIMS,
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CEPTHO®HUKAT HA CEPHIO
SANOF1

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

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

Kon roBapa;

VER 616140

Hanmenoanne HO-IHIIA 40 mr Tatmerkn 64X
fpenapara;
CTpana-uMnoprep: Poccus
Homep cepuu: AV 216 Howmep cepnu: AV 216
Jara npouzroacTea: 13-OKT-2018 JaTa uctedenus cpoka OKT-2023
rOJiHOCTH:
Jlosupoia CM. PE3yJIbTaT ONpeneneHus
KOAHMECTBEHHOIO COfepKAHHA
JlekapcTeeHHas dopMma: Tabnerku
Tun ynakoeku: NBX-anioMEHRH KOHTYPHO-A4eliKOBLIE
YHAKOBKH
Koz GMID: 616140
Pentesine oTaena obecneyedns Kagecrsa
Peinenue: BBLIITVILEHO
Jara: 25-OKT-2018 10:52
YTIOJNIHOMOYEHHOE JHUO0: dr. Solti Monika Maria
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BATCH CERTIFICATE

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

Veresegyhaz site - 2112 Veresegyh&z, Lévai u.5., Hungary

Phone: +36 28 585 600 / Fax: +36 28 58% 939

Item code : VER 616140

Product name : NO-SPA 40 mg tablets 64 X

import. country : Russia

Lot number : AVZ21é Customer lot no. : AVZ16
Date of manufacture: 13-0CT-2018 Expiry date : 0CT-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container

GMID code : 616140

CHARACTERS

- Appearance Complies
~ Average mass 139 mg

~ Individual mass Complies
- Disintegration 4 min

- Friability <13
IDENTIFICATION

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

- Drotaveraldine <l %

- Any other impurity individually <0.2 %

=~ Number of spots 1 db

-~ Total impurities <2 %
ASSAY (UV)

- Drotaverine HC1 39.8 mg

Microbiological purity tests compiy 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 cemplies with the specifications of
the relevant Marketing Authorization.

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

rap_cca_resultats v5 Page 1 [/ 2




BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
~ & Sancfi company

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

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

Item code : VER 616140

Product name : NO-SPA 40 mg tablets 64 X

Import. country : Russia

Lot number : AV216 Customer lot no.
Date of manufacture: 13-0CT-2018 Expiry date
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container

GMID code : 616140

AV2le
OCT-2023

Decision : FELSZABADITVE / ACCEPTED
Date : 25-0CT-2018 10:52
Qualified person: dr. Sclti Ménika MAria
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