NEKJIAPAIIASI O COOTBETCTBHHA

JEKJAPAHT, IPHHUMAIOIIAA NEKJTAPAIIHIO O COOTBETCTBUH:

AO "Canogpu Poccus”

Coedernus o pezucmpayuu opzanusayun: Mexcpaiionnan uncnexyin Oedepansuoii Har02060it cryictor No
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OT'PH: 19.08.2002

Adpec: 125009, 2. Mockea, y1. Teepckan, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

B muye: Ienepanonetit dupexmop Mouxc O.A.

Hoeepennoe nuyo: Kysueyosa H.FQ Josepennacme: 6/+ om 20.08.2019

3AABJIIET, YTO
Aexapenieertioe cpedemeo: Ho-una® mabaenixu 40 mz 24 wm., 6aucepot (1), nauxu xapnionnste,

pea.yo. Ne IT NO11854/02 om 23.07.2010 (dama nepeogpopvnenia PY 28.03.2016), cepus CVI5S5, napmus
175874 ynaxoeox, zoden do 31.08.2022, npouzeodcmean Xurioun 3a60d Qapmayeenniieckux u
Xuvvecxux npodykmoe 340 / Chinoin Pharmaceutical and Chemical Works Private Co Ltd., 2112
Veresegyhaz, Levai u. 5, Hungary, Benzpus, xod OKIIT2 21.20.10.113, xod TH B3 3004490009,
Konmpaxn Ne250/40056192/F-2 om 20.10.2010, uneotic Ne9085348438 om 27.09.2019 2,

COOTBETCTBYET TPEBOBAHHAM
1T N0O11854/02-160611 13m. Ne 1-6

JAEKJAPATIRA MPHHATA HA OCHOBAHHH
nponioxon uctisimanuti Ne 992111 om 07.10.2019 HJT OO0 "Lenmp xonmpons kavecmesa Buoraiip”,

ammecmam akkpedumaenfiu RA.RU.21IJKO0I om 22.07.2015 2., cepnnichuxam na cepuro XHHOHH 3a60d
Dapmaesniieckux u Xumuseckux Ipodyxmoe 340 6/u om 24.09.2019, Cepmugpuram POCC
HU.@M05.C09841 om 07.10.2019

JATA IIPHHATAA AEKJTAPAITMA: 07.10.2019 .
iigi HCTBH‘I’EJIBHA 0: 31.08.2022 2.
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CBEJEHMHS] O PETUCTPAIINHA

| OPTAH IO CEPTHPHKAITHH, 3APETHCTPAPOBABINHI JEKJIAPATIHIO

Opzan no cepmugpuxantin npodvryuu

Obugecmaa c ozpantvientioll onigemcieesHocmio « OXKPYyXCHOR yeHmp cepmugukmpu»,
adpec: 620014, POCCHA, Caepdroeckas obaacme, Examepunbype, Xoxparoaa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, anmecmam axxpedumaiuu Ne RA.RU.11DPMOS5

AEKJIAPAIIHSA O COOTBETCTBHH A POCC RU J-HU.DMO5.A.44991/19

Tuaeprma AA.

PykoBoHTens Opraga mno
cepTHOHKAIMHE NPOXYKIHH




CEPTH®HKAT HA CEPHIO

SANOFI %

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

Koa ToBapa; VER 435271
HaumMeHoBaHHe HO-LIITA 40 mr rataeTin 24X
npenapaTta:
CtpaHa-umnoprep: Poccus
Homep cepui: CV155 Howmep cepunu: CVI155
JlaTa npoK3BoOnCTBa: 10-CEH-2019 Hata uctedenua cpoka ABT-2022
FOHOCTH:
Jl03HpOBKa CM. pe3yNbTaT OnpeneleHHs
KONHYECTBEHHOTO COAEpkaHun
JlekapcTBeHHas Gopma:  TabmeTku
Tvn ynakoskH: TIBX-amoMHHHI KOHTYpHO-A4eHKOBBIE
YAKOBKH
Kon GMID: 435271
[Nokazatens Hopma Pesyasntar
CBOHCTBA
Onwucanue: JBoAKOBLIMyKIIble TAGAETKH HKEITOFO C CooTBeTcTBYET
3ENEHOBATLIM HIK OPAHKEBATHIM OTTEHKOM LBETA.
C rpaBupoBKoi#i «spa» Ha 0aHOH CTOpOHE. Huametp
npu6a. 7 MM, BbicoTa npHo.. 3,4 MM.
- CpeaHan Macca 140 Mr +/- 7.5 % (EBp. dapm.) 140 Mr
- Macca ognoif TaGnetku Cpennsas macca +/- 7,5% (Esp. ®apm.) us 20 CooteeTcTBYET
TabNETOK OTKNOHEHHE CpeaHeil Macchl +/- 15%
ROMKHO OBITL He Bonee, uem B ABYX TabneTkax.
- Pacnanaemocth < |5 MuH (Epp. dapm.) 4 MHUH
- UctupaemocTs <=1% (Epp. ®apm.) <1 %
[NOAJIMHHOCTD
- 10 06pa3oBaHuIC OCcalka Monoxutensuo CooTtBeTcTByeT
- Y®-cnextpodotometpus Habmonatotcs MakcHMyMBI nortowenns npu 241 CooteeTcTBYET
+- 2 uM, 302 +/- 2 1M, 353 +/- 2 M.
YHUCTOTA (TCX)
- Jlpotaeepannuy <=1% <1 %
- ApYTOi eAHHHYHOI NMpHMeCH, <=0,2 % <0,2 %
WHIHBHIYALHO
- Konxuecteo natex Max. 5 naren 2 nATHa
- CyMmMa nipumMeceit <=2 % <2 %
Konnuecteennoe onpenenenue (V@)
- JlpoTapepKHa rHApOXI0pHIA 40,0 Mr +/- 5% 40.2 mr

HcnbiTatus Ha MHKPOGHOTOTHYECKYIO YHCTOTY COOTBETCTBYIOT HopMmaM EBp. ®@apu. (kaxcaasg 100
CEpHs, HO HE MEHEE | HCMBITAHHUS B TEYEHHE roja). DTa cepHs ObUIA MPOM3BECHA B MONHOM
COOTBETCTBHH C TpeGoBanuaMH CGMP u TpeGoBaHUAMH COOTRETCTBYIONIETO PETHCTPAUHUOHHOTO
yHOCTOBEpEHNA,

ITOT cepTH(HKAT aHaM3a ObUT OAIKCAH 3IEKTPOHHBIM cIOcoBOM ¢ Hemonbioanuem LIMS.
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CEPTU®HUKAT HA CEPUIO

SANOFI

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

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

Kon Tosapa; VER 435271
HanmeHoBanue HO-LUITA 40 Mr Tabherkn 24X
npenapara:

CtpaHa-HMnoprep:
Homep cepuu:
Jlata npoM3BoacTRa:

Jloaupoeka

Poceun
CV155 Homep cepuu:
10-CEH-2019 HaTa ucreueHus cpoka

TOOHOCTH;
CM. pe3yJbTaT onpefeneHus
KONTHUECTBEHHOTO COREPIKAHNA

Cv1ss
ABI-2022

Y HONTHOMOUEHHOE JIHIO:

JlekapcTBeHHas dopma; TabneTkn
THN ynakoBKH: [IBX-amoMHuHHIT KOHTYPHO-A4eiiKoBLIE
YNaKoBKH
Kon GMID: 435271
Pelwenne otgena obecneveHns KavecTsa
PewieHne: BBINTYILUEHO
TaTa: 24-CEH-2019 (09:59

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

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

Item code : VER 435271

Product name : NO-SPA 40 mg tablets 24X

Impert. country : Russia

Lot number : CV155 Customer lot no. : CV155
Date of manufacture: 10-SEP-2019 Expiry date : AUG-2022
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 435271

SRR S R

Tests pecifications Results
CHARACTERS
- Bppearance Yeéllow coloured, convex tabléts, with Complies
gréenish or orange tint. ©n one face of
the tablets sign “spa" engraved,
Diameter is approx. 7 mm, their height
is apprex. 3.4 rmm;
Average mass 140 mg +/- 7.5 % (Ph.Eur) 140 mg
- Individual mass Avérage mass +/- 7.5 % (Ph.EBur) Complies
20 tablets a discrepancy of averagé mass
¥/= 15 % is permitted at not more than
two tablets,
- Disintegration < 15 minutes (Ph.Eur) 4 min
- Friability $=1 % (Ph.Eur) <1 %
IDENTIFICATION
- By precipitate Bogitive Complies
- BY UV spectrophotometry It shows absorption maxima at 241 +/-2 Complies
nm, 302 +/- 2 nm, 353 +/- 7 nom.
PURITY TEST (TLC)
~ Drotaveraldine =] & <1 %
= Any other impurity individually =02 % 0.2 %
= Number of spots Max. 5 spots 2 db
- Total impurities L <2 %
ASSAY (UV)
- Drotaverine HC1 40.0 mg +/- 5 % 40,2 mg

Microbiological purity tests comply to the Ph.Eur. requirements (test is performed for ewvery 100th lot but at
least for 1 lot/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

SANOFI

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

Veresegyhdz site - 2112 Veresegyhdz, 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 : CV155 Customer lot no. : CV155
Date of manufacture: 10-SEP-2019 Expiry date : AUG-2022
Strength : see at the assay
Dosage form : tablet
Packaging type : PVC - ALU blister
GMID code : 435271
QP decision
becision : FELSZABADITVA / BACCEPTED
Date : 24-SEP-2019 09:59
Qualified person: dr. Solti Monika Maria
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