TNEKJIAPAIIVISI O COOTBETCTBHH

JEKJAPAHT, IPHHAMAIONHA TEKJAPAITAIO O COOTBETCTBHH

AO "Canogpu Poccusn”

Caedenusn o pezucmpayuu opzanusayuu; Mexcpaiionnas uncnexyus Pedepanvrioli Hanozoeoii cayachvt Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npucsoenua OI'PH 19.08,.2002.

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

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

Hosepernnoe auyo: Cmenanos C.C., dosepenrocme 6/w om 01.12.2017

3ASABJISAET, UTO

Rexapcmeennoe cpedcmao. Ho-wina, mabremxu 40 m2 64 wm., raxonwr (1), nawxu xapmonnwve, PY No IT
N011854/02 om 23.07.2010 (0ama nepeogpopmnenus 28.03.2016), cepusn CV044, napmua 42156 ynaxoeox,
200eH 0o 31.01.2024, npouseodcmea XHHOHH 3aso0 Papmayesmuveckux u Xumunecxux Ilpodyxmoa 340,
Benepun, CHINOIN Pharmaceutical and Chemical Works Private Co Ltd., 2112 Veresegyhaz, Levai u. 5,
Hungary, xod OKIT[2 21.20.10.113, koo TH B3I 3004490009, xonmpaxm Ne 250/40056192/F-2 om
20.10.2010, uneotic Ne 9085326103 om 08.03.2019

COOTBETCTBYET TPEEOBAHUSIM

IT N011854/02-160611 usm. Ne 1-5

JEKJAPAIIVIS IPHHSITA HA OCHOBAHHHA

npomowon ucnuimarui No 7130 om 13.03.2019 HJT 000 HL "®APMOEOPOHA", ammecmam axxpedumayuy
POCC RU,0001.21®J140, Cepmughuxam POCC HU.@M08.C35987 om 14.03.2019

JEKJAPAIYAM 14.03.2019
AEACTBUTEJIBHA IO 31.01.2024

uCano(ﬂd. .H)Cclﬂﬂ »
Sancli Russia AD Crenanos C.C.

Qexaapanny § w ®.H.0

CBEJEHWS O PEI'MCTPAIIIA

OPI'AH IO CEPTHOWKAIINH, 3APETACTPAPOBABIIHNA TEKJIAPAITUIO

RA.RU.11PM08 OPTAH 110 CEPTHOHKALHH ITPONYKLIHH OBLECTBO C OIrPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH {EHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockeq, yr. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockaa, yr. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caim: oyxk.pg.

JEKJIAPAITAA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU JJ-HU.®M08.4.18604/19
JATA PETHCTPAITHH 14.03.2019
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CEPTHD®HKAT HA CEPHIO

SANOFI %

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

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

Kon ToBapa; VER 616140
HaumeHoBaHHe HO-LITIA 40 mr ta6aeTicn 64X
npenapara:
CTpaHa-HMTOpTEp: Poccun
Homep cepun: CV044 Homep cepuu: CV044
laTa Npou3BOACTBA: 12-®EB-2019 Jata ucTeyenua cpoka AHB-2024
TOIHOCTH:
lo3upoBKa CM. Pe3yNbTaT OnpeaeneHus
KOMHMYECTBEHHOIO COACPIKAHNA
IekapcTBeHHas dopma: TabneTkn
Tun ynakoBku: [1BX-antoMuHuii KOHTYpHO-A4elikoBbIE
YMaKoBKH
Ko GMID: 616140
[MokasaTens Hopma PesynbTaT
CBONCTBA
OmnucaHue: JBoAKOBBIMYKIiblE TABAETKH KENTOTO € CooteeTcTBYET

3€AEHOBATLIM HIIH OPaH)KeBATHIM OTTEHKOM LIBETa.
C rpaBHpoBKoii «spa» Ha 0HOIt cTopoHe. lnameTp
npuoA. 7 MM, BeicOTa NpHOA.. 3,4 MM,

- Cpeauas macca 140 Mr +/- 7.5 % (Egp. dapm.) 141 Mr

- Macca onHofi TabneTtku Cpenusas macca +/- 7,5% (Esp. ®@apm.) us 20 CooTpeTcTBYET

TabNEeTOK OTKIOHEHHE CpeAHe Macchl +/- 15%
IomxHo GeiTh He Oonee, yeM B ABYX TableTKax.

- Pacnanaemocts < 15 muH (Esp, @apm.} 4 MuH

- HctupaemocTs <=1 % (EBp. ®apm.) <1 %

MOAJUHHOCTD

- N0 0Dpa3oBaHMIO OCAAKA [MonoxurenbHo CooTBeTCTBYET

- Y®D-cnexTpodoToMeTpus HabmonawoTtes MmakcHMymel nornowedys npk 241 CooTseTcTBYET
+/- 2 HM, 302 +/- 2 uM, 353 +/- 2 HM.

UUCTOTA (TCX)

- HlpoTaBepHHa <=1% <1 %

- Apyroil eJHHHYHOH NpUMECH, <=0,2 % <02 %

HHAHBHAYANILHO

- Konuecteo nateH Max. 5 naren 2 natHo

- CyMMma npumeceit <=2 % 2%

Konnueersennoe onpenenenne (Y®)

- JlpoTaBepHHa rApoxXnopUaa 40,0 Mr +/- 5% 40.3 mr

Vcnerranng Ha MEKpOOHONIOTHYECKYIO YHCTOTY COOTBETCTBYIOT HopMaM Erp. @apm. (xaxaas 100
CepHs, HO He MeHee 1 HCIBITAHUA B TEYEHWE roga). JT1a cepHs ObUla NPOM3BENEHA B MOJHOM
COOTBETCTBHH ¢ TpeboBanuaMu cGMP u TpeGoBaHHAMH COOTBETCTBYIOUIEr0 PErHCTPALIHOHHOTO
YAOCTOBEPEHHS.

JTOT cepTHUKAT aHaNK3a OB MOANKCAH NMEKTPOHHBIM CNOCO0OM ¢ Henonb3oBanneM LIMS.
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CEPTHUD®HKAT HA CEPHIO
SANOFI1

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

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

Y

Kon ToBapa;
HaumeHoBaHNne
mpenapara:
Crpana-umMnoprep:
Homep cepum:

JlaTa npol3BOACTBA:

JTo3npoBka

VER 616140

HO-LITTA 40 mr Tabnerkn 64X

Poccns

Cv044 Homep cepun:
12-PEB-2019 Iara ucTeueHus cpoka

FOOHOCTH!
CM. pE3YyJIbTaT ONpeacneHHA
KONMHYECTBEHHOMO COAEPKAHHA

Cv(i44
AHB-2024

JlekapcTBeHHan dopma: Tabnetkn
TUn ynakoBkH: TIBX-anioMHHUI KOHTYpHO-A4eHKOBbIE

YNaKOBKH
Koa GMID: 616140

Pewsenie oraena ofecnedenna KauecTra

Peuwrenne; BBIITYILIEHO
\laTa: 27-PpEB-2019 09:12
YNosHOMOYEHHOE JTHLO: dr. Solti Monika Maria

rap_coa_resultats v3

Crpanuua 2/2




BATCH CERTIFICATE

SANOFI vz

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

Veresegyhaz site - 2117 Veresegyhdz, Lévai u.5., Hungary

Phone: +36 28 585 600 / Fax: +36 28 5BS 939

Item code : VER 616140

Product name ; NO-SPA 40 mg tablets 64 X

Import. country : Russia

Lot number : cv044 Customer lot no. : Ccv044
Date of manufacture: 12-FEB-2019 Expiry date : JAN-2024
Strength : see at the assay

Dosage form : tablet

Packaging type : PF container

GMID code : 616140

S S R o S A R S

Tests Specifications Result
CHARACTERS
= Appearance Yellow coloured, convex tablets, with Complies

greenish or orange tint, On one face of
the tablets sign "spa” engraved,
Diameter is appreox. 7 mm, their height
is approx. 3.4 mm.
Average mass 140 mg +/~ 7.5 % (Ph.Eur) 141 mg

= Individual mass Avierage mass +/- 7.5 % (Ph.Eur) Complies
20 tablets a discrepancy of average mass
+/- 15 % 1s permitted at not more than
two tablets.

- Disintegration < 15 minutes {Ph.Eur) 4 min

- Friability <=1 & (Phi/Bur} <1 &
IDENTIFICATION

- By precipitate Positive Complies
- BY UV spectrophotometry It shows absorption maxima at 241 +/-2 Complies

nm, 302 +/- 2 nm, 353 +/- ¥ nm.

PURITY TEST (TLC)

- Drotaveraldine <=1 & <1 %

- 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 & 40.3 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 Authorjzation.
This Certificate of Analysis has been electronically signed from a validated LIMS.
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BATCH CERTIFICATE

SANOFI «

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

veresegyhdz site - 2112 Veresegyhdz, Léval u.%., Hungary

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

Item code : VER 616140
Product name : NO-SPA 40 mg tablets 64 X
Inmport. country : Russia
Lot number : Cv044 Custem=r lot no. : Ccv044
Date of manufacture: 12-FEB-2019 Expiry date : JAN-2024
Strength : see at the assay
Dosage form : tablet
Packaging type : PP container
GMID code : 616140
QP decision
Dacision : FELSZABADITVA / ACCEPTED
Date : 27-FEB-2019 09:12
Qualified person: dr. Solti Ménika Maria
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