TEKJAPAITAS O COOTBETCTBHNH

JEKJIAPAHT, IPHHHUMAYOITHH NEKJIAPAITAIQO O COOTBETCTBHH

AO "Canogu Poccun"

Ceedenua o pezucmpayuu opzanusayuu: Mesicpationnan uncnexyus Dedepanvroli nanozosoi cayacbvt Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mockaa, yn. Teepcxasn, 9. 22, Tenegpor/haxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvuviii dupexmop Mownae O.A.

Hosepennoe auyo: Cmenanoa C.C., dosepennocme 6/w om 01.12.2017

3AABJSIET, UTO

Rexapcmeennoe cpedcmao: Ho-wna, mabremxu 40 M2 100 wm., naronw: (1), nayxu xapmonnvie, PY Ne IT
N011854/02 om 23.07.2010 (dama nepeogopmnenun 28.03.2016), cepun CV0335, napmusn 16063 ynaxosox,
200en 00 31.01.2024, npouseoocmea XHHOHH 3asod Dapmayesmuneckux u Xumusecxux Ipodyxmoe 340,
Benzpun, CHINOIN Pharmaceutical and Chemical Works Private Co Ltd., 2112 Veresegyhaz, Levai u. 5,
Hungary xoo OKII[2 21.20.10.113, koo TH B3/ 3004490009, xonmpaxm Ne 250/40056192/F-2 om
20.10.2010, uneoiic Ne 9085324302 om 21.02.2019

COOTBETCTBYET TPEFOBAHHMAM
11 N011854/02-160611 uzm. Ne 1-5

JEKJIAPAITAA ITPHHATA HA OCHOBAHHHA
npomoxon ucnsimanuii No 5239 om 26.02.2019 HJT OO0 HI] "®APMOBEOPOHA", ammecmam axxpedumayuu

POCC RU.0001.21DJT40, Cepmugpuxam POCC HU.PM08.C34762 om 27.02.2019

s ; Crenanos C.C.

%f_/cn ®H.O

CBEIEHHUSA O PETUCTPAITNHA

OPTAH ITO CEPTHOHKAIINH, SAPETUCTPHPOBABIIHH JEKJIAPAITAIO

RA.RU.11®M08 OPTAH 110 CEPTH®HKALIHH ITPONVKIHH OFU[ECTBO C OT PAHHYEHHOH
OTBETCTBEHHOCTBHIO "OKPY)XHOH IIEHTP KOHTPOJIT KAYECTBA",

adpec opzanusayuu. 115280, 2. Mockea, yn. Macmepxoesa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20p0d Mockea, yn. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, seb-
caiim: oyxe.pgh.

JNEKJAPAIIAA O COOTBETCTBUM 3APETHCTPAPOBAHA X POCC RU J-HU. ®M08.4.17095/19
JATA PETHCTPAITAH 27.02.2019

@lg Jupenko HB.
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CEPTHOHKAT HA CEPHIO

b,
SANOFI :
CHINOIN Pharmaceutical and Chemical Works Private Co.Lid.
- a Sanofi company
Veresegyhdz site - 2112 Veresegyhdz, Lévai v.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939
Kon ToBapa; VER 15868
HanMeHoBaHHe HO-LUIIA 40 mr Tabnerkn 100X
npenaparta:
C1pana-uMnoprep: Poccus
Homep cepum: CV035 Homep cepun: CVv035
flata NpOM3BOACTRA: 02-®EB-2019 Jlata HCTeYeHHs Cpoka AHB-2024
FOHOCTH:
Jlo3upoeka CM. pe3yNbTaT onpeaeneHHs
KOMHYECTBEHHOTO CONEPHKAHHUS
HekapcTBeHHas (opma: TabneTkH
THn ynakoBkH: TIBX-anioMuHn#i KOHTYpHO-A4eiikoBEIE
YIIAKOBKH
Koa GMID: 236972
[lokazatennb Hopma PesynwTaT
CBONCTBA
Onncanue: JBoAKOBBINYKSble TAGNETKH XEeAToro ¢ CooTBeTCTBYET
3eNeHOBATBIM WK OPAHKEeBaThIM OTTEHKOM LBETA.
C rpaBHpoBKO# «spa» Ha oaHOI cTopote. uameTp
npubn. 7 MM, BeICOTA NPHOIL.. 3,4 MM.
- Cpenuaa macca 140 mr +/- 7.5 % (Esp. ®apm.} 140 mr
- Macca onso# Tabnerku Cpennas macca +/- 7,5% (Esp. ®apm.) u3 20 CooTBeTcTBYET
TabneTOK OTKIOHEHHE CpeHeit macchl +/- 15%
nomxHo ObITe He Gonee, ueM B ABYX TabneTKax.
- PacnagaemocTs < 15 mun (Ep. dapm.) 4-5 MuH
- UcTupaemocts <=1 % (Epp. dapm.) <1 %
NOJNJIHHHOCTD
- no o0pa3oBaHHIo OcaaKa [MonoxurensHo CootBeTCTBYET
- Y®-cnekTpodoToMeTpHA HaGnonatotca Makcumymb! nomtowenns npu 241 CooteetcTByer
+/- 2 HM, 302 +/- 2 uMm, 353 +/- 2 M.
YHCTOTA (TCX)
- lpotapepuna <=1% <l %
- Apyrofi eAMHHYHON NpUMecH, <=0,2 % <0,2 %
MHAHBHAYAIBHO
- Koniyecteo naTen Max. 5 nareu 2 naTHa
- Cymma npumeceii <=2 % <2 %
KonuyecTBeHHoe onpeneneHue (YP)
- NIpoTaBepurHa rugpoxaopuaa 40,0 Mr +/- 5% 40.5 mr

HcneiTaHns Ha MUKpOOHOJIOTHYECKYIO YHCTOTY COOTBETCTBYIOT HopMaM Eep. Papm. (xaxmas 100
cepHd, HO HE MEHee | MCIBITAaHHA B TEYEHHE Foja). JTa cepus ObL1a [IPOM3BEAEHA B IOJHOM
cOOTBETCTBHH ¢ TpeboBanusaMu cGMP u TpeboBaHHAMM COOTBETCTBYIOIUETO PETHCTPALIMOHHOIO
YIOCTOBEPEHHS.

IT0T cepTHUKAT aHaAH3a OBUT MOJNKCAH NEKTPOHHBIM coco00M ¢ Henons3oBanneM LIMS.
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CEPTHOHUKAT HA CEPHIO
SANOFI

CHINOIN Pharmaceuticat 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 Topapa;
HaumenoBanne
npenapartas
CrpaHa-umMnoprep:
Homep cepun:

JlaTta npon3BoacTea:

flozupoBka

VER 15868
HO-UIITA 40 mr Taéaerkn 100X

Poccus
CV03s5 Homep cepun:
02-PEB-2019 JlaTa HCTEMEHNS CpOKa

FOAHOCTH:
CM. PE3yJILTAT OnpeeNeHHs
KONMHYECTBEHHOTC COMEePKaHNA

Cv035
AHB-2024

Y noaHoMoueHHoe JRLO:

llekapcTBeHHas (opma: TabneTkn
Tun ynakoekwu: TIBX-antoMuHHiT KOHTYPHO-RYeiKOBbIE
YIIaKOBKH
Koa GMID: 236972
Pemenite oraena obecneyeHnst KavecTsa
Pemenne: BBLIITYUIEHO
laTa: 14-0EB-2019 11:14

Dr. Solti Monika Maria
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BATCH CERTIFICATE

CHINQIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

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

Phone:

+36 28 585 600 / Fax:

Hungary

+36 28 585 939

SANOFI| «z

Item code
Product name

VER 15868

NO-SPA 40 mg tablets 100X

Import. country : Russia
Lot number : Cv035 Customer lot no. Cv035
Date of manufacture: 02-FEB-2019 Expiry date JAN-2024
Strength see at the assay
Dosage form : tablet
Packaging type PP container / PE stopper
GMID code 236972
Tests Specifications Results
CHARACTERS
- Appearance Yellow coloured, convex tablets, with Complies
greenish or crange tint. On one face of
the tablets sign "spa" engraved.
Diameter is approx. 7 mm, their height
is approx. 3.4 mm.
= Average mass 140 mg +/- 7.5 % (Ph.Eur) 140 mg
= Individual mass Average mass +/- 7.5 % (Ph.Eur) Complies
20 tablets a discrepancy of average mass
+/- 15 % is permitted at not more than
two tablets.
- Disintegration < 15 minutes {Ph.Eur) 4-5 min
- Friability <=1 % (Ph.Eur} <l %
IDENTIFICATION
- By precipitate Positive Complies
- BY UV spectrophatometry It shows absorption maxima at 241 +/=-2 Complies
nm, 302 +/- 2 nm, 353 +/- 2 nm.
PURITY TEST (TLC)
= Drotaveraldine <=1 % <l %
= Any other impurity individually <=0.2 % <0.2 &
= Number of spots Max. 5 spots 2 db
- Total impurities <=2 & <2 %
ASSAY (UV})
- Drotaverine HCl 40.0 mg +/- 5 % 40.5 mg

Microbiclogical purity tests comply to the Ph.Eur. requirements {every 100th lot, but

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

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

at least 1 per yearl.
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BATCH CERTIFICATE

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

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

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

SANOFI \7

VER 15868
NO-SPA 40 mg tablets 100X

Item code
Proeduct name :

Import. country Russia
Lot number : Cv035
Date of manufacture: 02-FEB-2019
Strength

Expiry date
see at the assay

Customer lot no.

Cv035
JAN-2024

Dosage form : tablet
Packaging type : PP container / PE stopper
GMID code : 236972

QP decision
Dagision FELSZABADITVA / ACCEPTED
Date : 14-FEB-2019 11:14
Qualified person: dr. Solti Ménika Maria
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