HAEKJIAPAIINS O COOTBETCTBHU

AEKJIAPAHT, IPHAHUMA IOIHHA TEKJAPAIIMIO O COOTBETCTBHH:
AO "Canogpu Poccun”

Ceedenus o pexucmpayuu opzanusauu: Mexcpanonnan uncnexyus Pedepansuoii Ha102060i cayxcber Ne
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, oama npucaoenus OT'PH: 19.08.2002

Adpec: 125009, 2. Mocxea, ya. Teepckas, 9. 22. Teregon/dparc: 8 (495) 721-14-00/ 721-14-11

B mufe: I'enepaneusifi oupexnop Monxc O.A.

Hoeepennoe auyo: Kanyemun A.O. [Joeepennocmy: 6/n om 06.11.2018 2.

3AABIET, YTO

JAexapcmeerroe cpedcmeo: Ho-uma® mabaemun 40 mz 100 uumn., daaxonst (1), nasxu xapmonnste,
pez.y0. Ne I1 NO11854/02 om 23.07.2010 (0ama nepeogpopmaenus PY 28.03.2016), cepun CVI22, napmus
7822 ynaxoeox, 20den do 31.05.2024, npouseodcmea Xurioun 3a600 @apmmyesmuveckux 1 Xumuveckux
npodykmos 340 / Chinoin Pharmaceutical and Chemical Works Private Co Ltd., 2112 Veresegyhaz,
Levai u. 5, Hungary, Benzpus, ko0 OKIII2 21.20.10.113, k00 TH BIJ 3004490009, kowmpaxm
Ne250/40056192/F-2 om 20.10.2010, uneoiic Me9085340764 om 18.07.2019

COOTBETCTBYET TPEBOBAHHSIM
IT NOI1854/02-160611 uzm. Me 1-5

AEKJIAPAITHS ITIPHHATA HA OCHOBAHHHA
npomoxon ucnsunanit Ne 6960/ om 23.07.2019 HJT OOC "Lienmp xoumpons xavecmsa Buonaiigh”,

ammecmam akkpeoumaiut RA.RU.21LJKO1 om 22.07.2015 2., cepmugpuxam na cepuro XHHOHH 3acod
Papmayesmirseckux u Xumueckux Ipodyxmoe 340 6/4 om 11.07.2019, Cepmugpuxam POCC
HU.®MO5.C08698 om 23.07.2019

JATA IIPHHATHA JEKJIAPAITHA: 23.07.2019 2,
JAEKJIAPAITHA, JENCTBHATEJBHA J0: 31.05.2024 2.

AL ! // Kamycran A.O.
Qex1apanm g n ch O.H.O

#+

CBEJIEHHS O PETUCTPAIINHA

OPT'AH IO CEPTHO®HKAITAW, 3APETHCTPHPOBABIIHH JEKJIAPAIIAIO

Opzan no cepmugpuxeagun npodyxuin

Obugecmeq c ozpaniuyenHoil OmeencnieeHHoC b0 «OXPYICHOT YeHmp cepmuguxayu,
adpec: 620014, POCCHA, Ceeponoscxas obnacms, Examepunbype, Xoxpaxosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecman axkpedoumayuu M RA.RU.1 1 DMO5

AEK/IAPAITAA O COOTBETCTBHH M POCC RU J-HU.®M05.4.34717/19
AATA PEFBCTPAITMH: 23.07.2019 ..

M
| \@pTn o Ynuepura A.A.

vePPHIgnET Il o Pykosomarems oprara mo
HPOBYKAfint cepTHGHKALME IPOXYKITHE

|t
.




CEPTU®PHKAT HA CEPHIO

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

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

Kon ToBapa; VER 15868
HaumeHoBaHHe HO-IITA 40 mr Ta6nerkn 100X
mpenapara:
CTpaHa-uMnopTep: Poccun
Homep cepuu: cvizz Howmep cepuu: Cvi22
[ara npoussoacTea: 20-HIOH-2019 Jara nctedeHus cpoka MA-2024
FORHOCTH:
Jlo3uposka CM. PE3YNLTAT ONpeAsNeHus
KOJIMYECTBEHHOTO COAEPKAHUA
JlekapcTeeHHas hopmMa: TabneTku
Tun ynakosku: IBX-amoMiHU# KOHTYPHO-A4EHKOBBIE
YNaKOBKH
Kon GMID: 236972
IMoxa3zaTens Hopma PesynsTaT
CBOVCTBA
Onucanue: JBoAKoBLINMYKNbIE TAOAETKH XKENTOrO € CootBeTcTBYET
3€1€HOBAThIM WITH OPAaHXEBATbIM OTTEHKOM LiBETA.
C rpaeHpoBkoii «spa» Ha 0NHOH CTOpOHe. JlHameTp
npubn. 7 MM, BbICOTA IPHOA.. 3,4 MM,
- CpenHas Macca 140 mr +/- 7.5 % (Erp. ®apm.) 140 mr
- Macca onHoii Tabnetku Cpennsa macca +/- 7,5% (Eep. dapm.) uz 20 CootBeTcTBYET
TabaeTok OTKNOHEHHE cpenHeil Macchl +/- 15%
JomxHo BbITk He Gonee, YeM B 0BYX TabneTkax.
- PacnanaemocTs < 15 muu (EBp. ®apm.) 5 MuH
- UctupaemocTs <=1 % (Esp. Papm.) <1 %
MOAJIMHHOCTD
- o 0Opa3oBaHHIO OcanKa MonoxuTensHo CooTBeTcTBYET
- YD-cnexTpodoTomMeTpus HaGnionarotes MakcHmymbl mornolesua npu 241 CooTeeTcTRyeT
+/- 2 HM, 302 +/- 2 uM, 353 +/- 2 um.
UYHUCTOTA (TCX)
- lpoTaBepHHa <=1% <l %
- Apyrofi eAMHHYHOI NpUMeECH, <=0,2 % <0,2 %
HHIHBHOYaNBHO
- Konuyectso naren Max. 5 niaren 1 natro
- Cymma npuMeceii <=2 % <2 %
KonuuecTBeHHoe onpenenenue (Yd)
- HpoTasepuHa ruapoxnopHaa 40,0 mr +/- 5% 39.9 mr

Wenbitanus Ha MEKpOGHONOTHYECKYIO YMCTOTY COOTBETCTBYIOT HopMamM Enp. apm. (kaxcaas 100
CepHs, HO HE MeHee | HCOLITAHHA B TEYEHHE roja). Jrta cepus ObLIa [IPOM3BEACHA B MOJIHOM
COOTBETCTBHH ¢ TpeGoBanuaMH cGMP u TpeGOBaHHSAMY COOTBETCTBYIOMIETO PErHCTPALIMOHHOTO
YIOOCTOBEPEHHS.

OTOT cepTrdHKAT aHaNH3a GBUT MOANKCAH 3MEKTPOHHEIM CIOcOGOM ¢ Henonb3oBaneM LIMS.
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CEPTH®HKAT HA CEPHIO

SANOFI

CHINOIN 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

%

Koa ToBapa;
HanmenoBanne
npenapara:
CrpaHa-uMnoptep:
Homep cepun:

JlaTa npou3poacTBa:

[To3upoexa

Tun ynakosxu:

TekapcrBerHas QopMa:

VER 15868

HO-1UIA 40 mr Tabaern 100X

Poccus

Cvi22 Homep cepun:
20-UIOH-2019 HaTa ucTeueHHs cpoka

rOOHOCTH:
CM. Pe3yibTaT OnpeaeneHmn
KOMNUYECTBEHHOrO COMePKaHuU
Tabnerxu

[IBX-antoMuHHii KOHTYpHO-AYeiKoBLIE

Ccvi122
MAI-2024

Y nonnoMoveHHOE IHUO:

YIaKOBKH
Kon GMID: 236972
Pewmenne otaena obecnewennn Ka4ecTsa
Pewrenne; BBITYILIEHO
MaTa: 11-HKOJ1-2019 09:37

dr. Solti Monika Maria
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BATCH CERTIFICATE

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

Item code : VER 15868

Product name : NO-SPA 40 mg tablets 100X

Import. country : Russia

Lot number : cvl22 Customer lot no. : cviz2
Date of manufacture: 20-JUN-2019 Expiry date : MAY-2024
Strength ; see at the assay

Dosage form : tablet

Packaging type : PP container / PE stopper

GMID code : 236972

RS SRR

Tests : Specification : Results
CHARACTERS
- Appearance Yellow coloured, convex tablets, with Complies

greenish or wrange tint. On one face of
the tablets sign "spa” engraved.
Diameter is approx. 7 mm, their height
is approx. 3.4 rmm.
- Average mass 140 mg +/- 7.5 % ([Fh.Eur} 140 nmg
- Individual mass Average mass +/- 7.5 % (Ph.Eur}) Complies
20 tablets a discrepancy cof average mass
+/- 15 % is permitted at not more than
two tablets.

- Disintegration < 15 minutes {Ph.Eur) 5 min

- Friability <=1 % (Ph.Eur) <l &
IDENTIFICATION

- By precipitate Positive Complies
- BY UV spectrophotometry It shows absorption maxima at 2431 +/-2 Complies

nm, 302 +/- 2 nm, 353 +/- 2 nm.

PURITY TEST (TLC)

- Drotaveraldine <=1 % <1 &

- Any other impurity individually <=0.2 % <0.2 %

- Number of spots Max. 5 spots 1 db
Total impurities <=2 % <« %

ASSAY (UV)

- Drotaverine HC1 40,0 mg +/= 5 % 39.9 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 Bnalysis has been electronically signed from a validated LIMS.
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BATCH CERTIFICATE i,

SANOFI

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

Veresegyhdz site - 2112 Veresegyhdz, Lévai u.%., Hungary

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

Item code : VER 15868
Product name : NO-SPA 40 mg tablets 100X
Impert. country : Russia
Lot number : Cv122 Customer lot no. : cvlz2
Date of manufacture: 20-JUN-2019 Expiry date : MAY-2024
Strength : see at the assay
Dosage form : tablet
Packaging type : PP container / PE stopper
GMID code : 236972
QP decision
Dacision : FELSZABADITVA / ACCEPTED
Date : 11-JUL-2019 09:37
Qualified person: dr. Solti Ménika MAria
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