NEKJAPAIIASI O COOTBETCTBHH

{ AEKJAPART, IPHHEMAIOINAN TEKJIAPAITHIO O COOTBETCTBHH:

AO "Canoghu Poccus"”

Coedernua o pezucmpayuu opzanusayint: Mevcpaitonnan uncnexiyus Pedepansnoll Hei02060ii cayicbsl N
46 no 2. Mockee 01.01.2008, OI'PH 1027739079940, ama npuceoenus OI'PH: 19.08.2002

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

B nuye: I'enepanvworii dupexmop Monc O.A.

Hosepennoe muyo: Kysneyoea H. IO Jogsepennocme: 6/4 om 20.08.2019

SAABJIAET, 9TO
Rexapcmeenroe cpedcmeo: Ho-una® mabaemxu 40 m2 100 wm., ghaaxonst (1), nauxu xapmonnvie,

pe2.yo. Ne I NO11854/02 om 23.07.2010 (dama nepeogpopmaenun PY 28.03.2016), cepus CV184,
napnnis 41924 ynaxoeox, 200en 0o 30.09.2024, npoussodcmea Xurionn 3agod Dapmayjeamiriecrux u
Xusaeckux npodyxmos 340 / Chinoin Pharmaceutical and Chemical Works Private Co Lid,, 2112
Veresegyhaz, Levai u. 5, Hungary, Benzpus, ko0 OKII[2 21.20.10.113, xod TH B3] 3004490009,
Kowmpaxin Ne250/40056192/F-2 om 20.10.2010, uncotic Mo 9085352892 om 07.11.2019 2.

COOTBETCTBYET TPEBOBAHHAM
1T NO11854/02-160611 uam. Ne 1-6

JAEKJIAPATIHS IIPHHATA HA OCHOBAHHH
npomoxon ucnitmanuit Ne 13144)7 om 14.11.2019 HJT OO0 "Lenmp xonmpons xavecmea buonaigh”,

ammecmam axkpeoumapiu RA.RU.21L[KO1 om 22.07.2015 2., cepmucpuram na cepuio XHHOHH 3aecod
Dapmatjesnriecrux u Xumuvecxix Hpodykmos 340 6/ om 30.10.2019, Cepmugpuxam POCC
| HU.DM0S5.C10948 om 14.11.2019

JATA IPHHATAS NEKJIAPAITAH: 14.11.20192,
,EEK{IAPmmﬂ?@HCIBETEJILHA J0: 30.09.2024 2.
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CBEJIEHUWS O PETUCTPAIINA

OPT'AH IO CEPTHOHKAIIHH, 3SAPETACTPHPOBABIIAMN AEKJIAPATTHIO

Opean no ceprugpuxarpuy npodykyuu
Obujecmiea c ozpantienoil onigemcnieennocmuio «OKpYNCHON YeRmp cepmuuram,

adpec: 620014, POCCHA, Ceepoaosckas obaacimy, Examepunbype, Xoxpaxosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpeduniayuu Me RA.RU.11 OMOS

AEKJIAPAIIAA O COOTBETCTBHH M POCC RU J-HU.PM05.4.50830/19

UraeprHa A.A.

PyxosopuTens oprasa mo
CepTHOHHKAIHHE OPOXYKIHH




CEPTHO®HUKAT HA CEPHIO

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

SANOFI %

Kon ToBapa; VER 15868
HaumeHoBanne HO-IITIA 40 mr TaGnerxn 100X
npenapara:
CTpaHa-uMIopTep: Poccun
Homep cepun: Cvigg Homep cepun: Cviga
IlaTa mpoH3BOACTRA: 17-Okr-2019 Jara ucreuenns cpoxa Cen-2024
FOAHOCTH:
TosHpoBKa CM. Pe3yNbTAT onpeaeneHns
KOIHMUECTBEHHOTO COAEPHAHMA
TlexkapcTBeHHan dopma: TabneTku
THN ynakoBKH: dnaxoH (1), maYKK KAPTOHHBIE.
Koa GMID: 236972
Iloxa3zareau Hopmsi PesyabTaTnl
OMINYECKHUE
XAPAKTEPUCTHKH
— Onwucanue Kpyrnbie ABOAKOBBIZIYKIIBIE CootBeTcTBYET
TabNeTKH KENTOTO C 3EJICHOBATHIM
HJIH CPAHKCBBIM OTTEHKOM HBETA.
C rpaBupoBkoit <NOSPA» Ha
OJIHOH CTOpOHE H AWHUEH pa3noMa
Ha Apyroi CTOPOHE.
— OpgHOpOAHOCTE IO Macce He 6onee 15% 32 %
NOAJINHHOCTD
- BIXX BpeMs ynepxuBaHHA OCHOBHOTO CootBeTcTBYeT
IIHKa Ha XpOMaTorpaMme
HCIBITYEMOTO pacTBOPpa AOIKHO
COOTBCTCTBOBATE BPEMCHH
YAEpXKHBAHHA OCHOBHOT'O ITHKA Ha
XpOMAaTOrpaMme CTaHAAPTHOTO
pacTBOpa.
- Y®-cnektpodoTomeTpus YnbTpaduoneToBsii crieKTp CootsercTBYET
pacTBopa, IPHIrOTOBIEHHOTO 1A
ONpEIENEHHA pACTBOPEHHS,
AOJDKCH HMETE MAKCHMYMEI IIPH
JuiHAxX BOJIH (241 +2) uM, (302+2)
HM H (353+2) uM.
PACITAJAEMOCTD
(BIXKX)
— JporaBepanguH <1% 0.00%
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CEPTHO®HKAT HA CEPHIO

CHINOQIN 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

SANOFI %

Kox ToBapa; VER 15868
Haumenonanue HO-LIIIA 40 mr Ta6netxu 100X
npenapara:
CTpana-uMnoptep: Pocens
Homep cepun: CV1g4 Homep cepum: CV1s4
JlaTa NpOM3BOACTEA: 17-Okr-2019 Jata HcTeueHUA cpoka Cen-2024
FOZHOCTH:
[lo3upoBka CM. pe3yJIsTaT onpefeneHus
KOMIMECTBEHHOTO CONEPKAHHA
UlekapcTreHHan gopma:  TabneTku
Tun ynakoBku: ¢naxoH (1), naykH KApTOHHLIE.
Kon GMID: 236972
Hoxa3zarenn Hopmbi PesyabTaThi
— Ilepnapun <0,2% 0,00 %
— Jlrwobas gpyras npuMech <0,2% <0.10%
- CymmMa npuMecei <2% 0.0%
KOJMYECTBEHHOE
OITPEJAEJIEHHUE (BJXX)
~ JlporaBepuna ruapoxnopun 40,0 Mr x 5% (38,0 - 42,0 mr) 39,0 Mr
PACTBOPEHHE
(Q=75 %) (n=6) uepe3 30
MHHYT
JlpoTaBeprHa rHApOXIOPHA He menee 80 % 96%
-Hanrxa 1
He menee 80 % 98%
-Harka 2
-Yamxka 3 He menee 80 % 99%
97%
-lawka 4 He menee 80 %
-Yamxa 5 He menee 80 % 98%
Pl He Menee 80 % A2
-CTAIUA 2: Cpennee 3HaueHne Ang 12 TaGnerok
JIQJDKHO OBITh HE MeHee qeni 75 % HE TTPOBOJIMJIOCH
yepe3 30 MHHYT, H HH OIHO#
Tab/eTKH CO 3HAYEHHEM MEHES ueM
60 %.
-CTAOUA 2:
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CEPTHOHKAT HA CEPHIO

SANOFI %

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

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

Kon ToBapa; VER 15868
HanmMeHoBaHHe HO-UIIA 40 mr tabnerkn 100X
npemapata:
CTpaHa-uUMnoprep: Poccun
Homep cepun: CvVis4 Howmep cepum: CVi1s4
JlaTa NpOU3BOACTEE: 17-Okr-2019 Jlata ucredeHua cpoka Cen-2024
FoAHOCTH:
Ho3uposka CM. pe3y/bTaT OnpeaeneHus
KOMMUYECTBEHHOTO COAepKaHUS
JlexapcTBeHHan opMa:  TabneTkH
THN ynakoBKH: dnakoH (1), NaUKN KAPTOHHBIE,
Kog GMID: 236972
IlokazaTean Hopmsi PesyanTaThl

Cpennee 3naueHue ana 24 rabnerok HE [TPOBOIJIOCH
IOJKHO ObITH He MeHee ueM 75 %

uepe3 30 MHHYT, He Honee 2 TaGneToK

MOTYT HMETb 3HaueHHe MeHee ueM 60

% ¥ HU Ang opgHo# TabneTkH He

MOJKET ObITE 3Ha4EHHA MeHee Yem 50

%.

Pe3ynbTars! HCTIbITAHHSA HA MHKPOGHONOIHYECKYIO YHCTOTY COOTBETCTBYET TpeGOBaHUAM
Egp. ®apm. (kaxnas 100-1 cepus, Ho He MeHee | B roa). JlaHHas cepus IIPOH3BENICHA B
COOTBeTCTBHH C TpeboBaHuAMH TeKywiell Haanexaimelt nponssBoacTseHnol NpakTHKY H
COOTBETCTBYET CHELMPHUKALHAM COOTBETCTBYIOMENO PETHCTPALHOHHOTO Y0CTOBEPEHHS.
Janubii cepTHhHKAT aHaIM3a TOANKCAH 3MEKTPOHHOMN MOAMACHIO ¢ HCTIONb30BAHHEM
BAIMAHPOBaHHOM cHcTembl LIMS.

Pewrenne oTaena ofecnedennn Kavyecrea

Peurenne: BLIITYIIEHO
MaTa: 30-OKT-2019 10:54
Y noaHomMoyeHHoe NHLO: Hari Janosne dr. Tuza Timea

rap_coa_resultats v5 Crpamnua 3/2




BATCH CERTIFICATE

SANOEI .3

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

Veresegyhaz site - 2112 Veresegyhaz, Lévai u.$., Hungary

Phone: +36 2B 585 600 / Fax: +36 28 585 939

Item code : VER 15868

Product name : HO-SFA 40 mg tablets 100X

Import. country i Russia

Lot number : Ccv1ig4 Customer lot no. : Ccvis4

Date of manufacture: 17-0CT-2019 Expiry date : SEP-2024

Strength : see at the assay

Dosage form : tablet

Packaging type : PP container / PE stopper

GMID code : 236972

Tests - Specifications

CHARACTERS i

- AppRarance rRound, biconwvex tablets of yeéllow color @ Complies
with a greenish or orange shade, with
"spa" engraved on one side,

= Uniformity of dosage units (HPLC) AV<= 15,0 % : ‘3.2 %

Ph.Eur. 2.9%9.40/Ru.Ph

IDENTIFLCATION
HPLC The retention btime of the main peak in Complies

the chznmatﬁqrim'ut the test- solution
should correspond to the retention time
of the main peak in the chromatogram of
the standard solution.

- uw The UV spectrum of the solution prepared Complies
for dissolution testing should have
absorption makima abt (241%/-2)nm,
(302+/-2)nm, and (383+/-2)nm.

RELATED SUBSTANCES (HPLC) ]
- Drotaveraldine < 1.0 & 0.00 %

~ Perparine el o g 0.00 %
- Any other impurity = 0.2 % <0.10 %

= Total impurities <= 20008 : i FiE 0.0 &

ASSAY (HPLC)
- Drotaverine HCl 40.0 mg +/- 5% (3.0 - 42,0 mg) 35.0 my
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BATCH CERTIFICATE

SANOFI! « g

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

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

Phone: +36 28 %85 €00 / Fax: +36 2B 585 939

Item code : VER 15868

Product name : NO-SPA 40 mg tablets 100X

Import. country : Russia

Lot number : cv1g4 Customer lot no. : cv1igd
Date of manufacture: 17-0CT-2019 Expiry date : SEP-2024
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container / PE stopper

GMID code : 236972

Tests Specifications Results
DISSOLUTION
after 30 min. Q=75 ¥ (n=6) of the label
claim of drotaverine hydrochloride
- Bowl 1 > 80 % 96 %
- Bowl 2 >= 80 & 38 %
- Bowl 3 >= 80 & 99 &
- Bowl 4 »= B0 % 97T §
- Bowl 5 = 80 % 98 @
~ Bowl 6 >= 80 & 38 &
- Stage 2 Aveérage of 12 tabs is not léss than 75 % NA
within 30 min., and no tab is less than
60%.
- Stage 3 Average of 24 tabs i3 not less than 75 % NA

within 30 min,, nét mdre than 2 units
aré less than 60%, and no tab is less
than 50%.

bSed et AR s
o s M con

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

This batch has been manufactured in compliance with the c¢GMP requirements and complies with the specifications of
the relevant Marketing Authorization.

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

QP decision
Decision : FELSZABADITVA / ACCEPTED
Date : 30-0CT-2019 10:54
Qualified parson: HAri Jadnosné dr, Tuza Timea
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