CEPTHOUKAT HA CEPHIO

SANOFI - ¥

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

Koa ToBapa; VER_15868
HaumeHOBAHNE HO-LLTA 40 mr tabueTkn 100X
npenapara:
(CTpaHa-HMNopTep: Poccus
Homep cepHi: DVO010 Homep cepHH: DVO010
[Tata npow3soACTRA: 13-AHB-2020 Jlata HcTedeHHA CpoKa JEK-2024
FOMIHOCTH!
Jlo3HpOBKA CM, pe3yNbTaT ONpefeNeHHs
KOJMM4ECTBEHHOrO COAEPKAaHHA
JlexapcTeHHas dopma: tabneTku
THN yNaKoBKH: IMonunponuaeHoBsl KOHTEHNHEP €
nonuatuieHosol npobkoH
Koa GMID: 236972
TokaiaTenH Hopmbl Pe3yAbTaThl
XAPAKTEPUCTHKH
— Onucanne Kpyrnble ABOAKOBBIMTY Kilbi€ TabneTku CooTBeTCTBYET

*eNTOro LgeTa € 3eEHOBATbIM HIH
OpaHXeBbIM OTTEHKOM. C rpaBHpOBKOH
«SPA» Ha OZIHOH CTOpOHE.

OnHopoaHocTs ao3nposaria BIKX AV<15% 22%
(Esp. @.2.9.40/ T® PD.)

NOJJUHHOCTD

- BIXX Bpema yAepKuUBaKus OCHOBHOTO [THKA Ha CooTBeTCTBYET
XPOMATOTPaMME WCITITYEMOTO pacTeopa
JIO/MKHO COOTBETCTBOBATL BPEMEHH
yJAepKHBAHWA OCHOBHOTO NKKA Ha
XpOMATOTpaMme CTaHaapTHOTO pacTeopa.

- Y®-cnektpodoTOMETPHA Y nbTpadHoeTOBbIH CTIEKTP PacTBOpa, CooTBETCTBYET
MPHIOTOBJIEHHOTO AUTA ONPENCICHHA '
PacTBOPEHHA, NOMKEH HMETh MAKCHMYMBI
npH LHHAX BOAH (241 +2) HM, (302+2)
HM H (353£2) HM.

POACTBEHHbIE MPUMECH

(BIXKX)

- JlporasepanauH <1%

— TepnapuH <0,2%

~ Jhwbas apyras OpHMECk <0,2%

— Cymma npumecehi <2,0%

KOJIMYECTBEHHOE

ONPEJEJEHHE (B3XX)

— JIpoTasepHHa FHAPOXAOPHA 40,0 Mr £ 5% (38,0 - 42,0 Mr)
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CEPTU®HUKAT HA CEPHIO

SANOFI -

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

Eon ToBapa; VER_15868
HanmenoBanue HO-LLTIA 40 mr tabneTiu 100X
npenapara:
Crtpana-HMnopTep: Poccua
Homep cepum: DVol0 HoMmep cephH: DVvo10
Jlata NpoOM3BOACTBRA! 13-51HB-2020 JlaTa HCTeMEHUA cpoka JEK-2024
rOIOHOCTH;
o3npoBka CM. pe3yNbTaT ONpefe/eHHsA
KONH4eCTBEHHOTO CORePKAHHA
TlekapcTeennas popma:  TabneTKH
THIN YIAKOBKH: TMonunponuneHoBbIH KOHTEHHEP C
nonuaTHReHoBoH npodkol
Kon GMID: 236972
Iloka3aTenu Hopmblt Pe3y 1bTaThl
PACTBOPEHHE
(Q=75 %) (n6) uepes 30
MUHYT
JpoTaBeprHa rHAPOXJIOpPHA
-Yawka | He menee 80 % 100 %
-Yawka 2 He menee 80 % 101 %
-Yawka 3 He menee 80 % 99 %
-Yauka 4 He menee 80 % 99 %
-Yaweka 5 He menee 80 % 104 %
-Yawka 6 He menee 80 % 96 %
- CTAIHUA 2: Cpennee 3HaueHHe A 12 TabneTok HE MPOBOJHJIOCH

ZOKHO BbITh He MeHee HeM 75 % uepel
30 MHHYT, ¥ HY OlIHOH TaGneTKH €O
aHaueHHeM MeHee YeM 60 Y.

- CTAJIMA 3:

Cpennee 3naucHHe s 24 TabNeToK HE NMPOBOJUJIOCH
JIOMKHO GbiTh He MeHee Hem 75 % uepes
30 muuyT, He 6onee 2 TabneTok MOryT
MMeTh 3HaueHHe MeHee uem 60 % H HH
775 ONHOH TaGeTKH He MOXKeET ObITh
qHaueHHA MeHee yeMm 50 Y.

JlononuuTenbHas HHGopMauna

MikpoGHoNOrHyeckas YHcToTa

(Esp.®.%)

-ObLuee KOMHUECTBO a3pobHbIX He 6onee 100
MHKpPOOpPraHH3MOB (TAMC), KOE/T

-O6luee KONHUECTBO IPOHOKEBLIX H He 6onee 10
rnecuesbix rpubos (TYMC), KOE'r

-Escherichia coli, 1 T OTCyTCTBYET

* lonoaHumensHbie mecmyl He 6biNONHAKMCR ONA PYMUHHOZ0 KOHMPORA, ons dannoli g
xaxcooii 100-ii cepuu, Ho He pedce, yem 018 I cepuu 6 200)

Ccbl/IKa HA HOMEp PErHCTPaLIMOHHOrO YAOCTOBEPEHHA, [ NO11854/02
3aperHCTPHPOBAHHOIO B POCCH:
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CEPTHOHKAT HA CEPHIO

SANOFI -4

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

oA TOBAPA; VER_15868
HaumeHoBaHHe HO-LUMA 40 mr Tabaerkn 100X
npenapaTa:
CTpaHa-uMnopTep: Poccus
Homep cepuH: DVOl0 Homep cepuH: DVO010
JlaTa NPOH3BOACTBA: 13-51HB-2020 JlaTa UCTEYEHHA CpOKa JEK-2024
FOIHOCTH:
JlosupoBsKa CM. pe3y/bTaT ONpefeneHHa
KOJIHYECTBEHHOTO COLlePXKaHHA
JlekapcTBeHHan dopMa: TabneTKH
Tun ynakoBKH: [MonunponuaeHoBLI KOHTEfiHEP C
nonuaTHAeHoBoH npobkoit
Kon GMID: 236972
TokazaTelH Hopmbl Pe3ynbTaThl
AOH, ucnonb3oBaHHbIf LA MPOH3BOACTBA:
HaumeHosanue AGH
-APOTABEPHHA FMAPOXIOPHI XuHouH 3apoa PapMaLeBTHIECKUX H XHMHUYECKHX
nponyxtos 3A0, Byaanewr, Beurpua
YnakoBKa ¥ MapKHpOBKa: B cootsetcTBHH ¢ H]L
JlanHas ceprs COOTBETCTBYET TpeGosannam HopmaTHeHOI JloKyMEHTALIHH, 3aperHCTPHPOBAHHOH B HACTOALIEE
spems B Poccuiickoit denepauny no nepeHceHHbIM noKazarensiM KauecTsa.
Jlaunas cepHs NPOH3IBEAEHA B COOTBETCTBUH C c¢GMP TpeGoBaHHAMH H COOTBETCTBYET cneuddUKaLHaM
PerxcTpauHoHHOro ¥ 10¢TOBEpeHHA.
JauHbtit cepTHdUKaT ananusa NOAMHCAH 3NeKTPOHHO# MOAMHCHIO Yepe3 BANMAUPOBAHHYIO CHCTEMY JIUMC.

Peutene YNOJAHOMOYEHHOrO 1A
Pewienne: OJIOBPEHO
JaTa: 28-AHB-2020 09:23
YnoHOMO4YeHHOe JH 10! dr. Solti Monika Maria
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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 2B 585 600 / Fax: +36 28 585 939

SANOFI| «p

Item code VER 15868

Product name :

NO-SPA 40 mg tablets 100X

Import. country : Russia
Lot number : DVO10 Customer lot no. Dv010
Date of manufacture: 13-JAN-2020 Expiry date : DEC-2024
Strength : see at the assay
Dosage form ! tablet
Packaging type PP container / PE stopper
GMID code : 236972
ST, Svesa "#
Tests Specifications Results
CHARACTERS
- Appearance Round, biconvex tablets of yellow color Complies
with a greenish or orange shade, with
"spa" engraved on one side.
- Uniformity of dosage units (HPLC) AV<= 15.0 % 2.2 %
Ph,Eur. 2.9.40/Ru.Ph
IDENTIFICATION
- HPLC The retention time of the main peak in Complies
the chromatogram of the test solution
should correspond te the retention time
of the main peak in the chromatogram of
the standard solution,
- Uv The UV spectrum of the solutlon prepared Complies
for dissolution testing should have
absorption maxima at (241+/-2inm,
(302+4/-2)nm, and (353+/-2!nm.
RELATED SUBSTANCES (HPLC)
- Drotaveraldine <= 1.0 % 0.00 ¥
- Perparine <= 0.2 % 0.00 &%
- Any other impurity <= 0.2 % <0.10 %
- Total impurities <= 2.0 % 0.0 %
ASSAY (HPLC)
- Drotaverine HCl 40.0 mg +/- 5% (38,0 - 42.0 mg) 39.9 ng
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BATCH CERTIFICATE

SANOFI g

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

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

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

Item code : VER 15868

Product name : NO-SPA 40 mg tablets 100X

Import. country : Russia

Lot number : pvVO010 Customer lot no. : Dvo10
Date of manufacture: 13-JAN-2020 Expiry date : DEC-2024
Strength : see at the assay

Desage form : tablet

Packaging type : PP container / PE stopper

GMID code : 236972

;nnq 9 e RS o

Tests Specifications Results
DISSOLUTION

after 30 min. Q=75 % (n=6) of the label
claim of drotaverine hydrochloride

- Bowl 1 >= BO % 100 %
- Bowl 2 >= 80 & 101 &
- Bowl 3 >= B0 % 99 %
- Bowl 4 >= B0 § 99 %
- Bowl 5 >= BO % 104 %
- Bowl 6 >= 80 % 96 %
- Stage 2 Average of 12 tabs is not less than 75 % NA
within 30 min., and no tab is less than
60%,
- Stage 3 Average of 24 tabs is not less than 75 % NA

within 30 min., not more than 2 units

are less than 60%, and no tab is less

than 50%.
ADDITIONAL INFORMATION
Microbiological Quality (Ph.Eur)”*
- TAMC, CFU/g <=100
- TYMC, CFU/g <=10
- Escherichia Coli, 1 g absent

* Additional tests are not performed for routine inspection, not conducted for this batch
(for every 100th lot but at least for 1 lot/year)

The reference number of Market

Authorization registered in Russia: P N011854/02

API used for production
Manufacturer's name of API
- Drotaverine hydrochloride CHINOIN Private Co., Ltd., Budapest, Hungary

pPackaging and labelling: In accordance wit ND
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BATCH CERTIFICATE i,

SANOFI 5

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

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

Phonet +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 : DV0O10 Customer lot no. : Dvol1o0
Date of manufacture: 13-JAN-2020 Expiry date : DEC-2024
Strength : see at the assay
Dosage form : tablet
Packaging type : PP container / PE stopper
GMID code : 236972
J
Tests : Specifications Results )

This batch meets the requirements of the Normative Document currently registered in Russian Federation

on the listed gquality parameters.

Y .
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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 : 28-JAN-2020 09:23
Qualified person: dr. Solti Ménika Maria
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