CEPTH®HUKAT HA CEPUIO

SANOFI

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

Veresegyh4z site - 2112 Veresegyhaz, Lévaj u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939
VER_15868

HO-IIITA 40 mr Tabaerkn 100X

Poccus
EV056
22-MAP-2021

EV056
DEB-2026

Homep cepun:

Hara ucreuenus Cpoka
FOIHOCTH:

CM. PE3yNbTaT OnpeneneHus
KOJIMYECTBEHHOTO conep:ka”us
TabaeTku

Monunponunenossrii KOHTe#Hep ¢
MOMITHIIGHOROI NpobiKoii

Koa GMID 236972
EIOI{aS aTenu Hopmui PeaynbtaTer 7
XAPAKTEPHCTHKH
— Onucaune Kpyrnsie ABOAKOBbIIY Kiible TaGieTkn Cootserctayer
REJITOTO UBETA C 3eMEHOBATLIM HTH
OpaHKeBbIM OTTeHKOM, C TPABHPOBKOTT
«SPA» wHa oanoii CTOpOHe,
OnHoponnocTs A03HpoBanus BOKX — AV< |59 3.0 %
(Eep. @.2.9.40/ T Pd.)
NMOMJIMHHOCTH
- B3OXX Bpemsa ynepxusanng ocrosmoro IHka Ha  CooTBeTcTByeT
XpoMaTorpaMme HembITyeMoro pacTBopa
HOJIKHO COOTBETCTROBATL BpeMeHy
YACPKHBAHUA OCHOBHOTO TIMKA Ha :
XpOMaTorpamme craHaapTHoro pacreopa.
= y(D~CHeKTpO¢0TDMETpHﬂ YastpadroneTorpi CNEKTP pacTBopa, CooTBercTryer

POJACTBEHHBIE NPUMECH
(BIIKX)

KOJIMYECTBEHHOE
ONMPEAEJIEHUE (B27KX)
~ HpotaBepuna THAPOXJI0pH

TPHUIOTOBIEHHOT'O TS OMpenenenms
bacTBOpeHus. nomken umeTs MaKCHMY MBI
TIpH ITHHAX BOJIH (241 £2) v, (302+2)
HM U (353+2) um,

— Hporasepanauny 1% :
- Ilepnmapun <0,2%
— JhoGas apyras npumecs <0,2%
- Cymma npumeceii <2.,0%

40,0 mMr + 5% (38,0 - 42,0 mr)

rap_coa_resultats v5

//// & ¥
e e
”o}"\‘: _,-»,\'h’g ,,,:;{-
! B % g

Crparitiia 1/3



CEPTU®UKAT HA CEPHIO

SANOFI

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

Veresegyhaz site - 2112 Veresegyhaz, Lévaj u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939
Kox Togapa; VER_15868

Haumeuosanue HO-LUTTA 40 mr Tadnetkn 100X

CTpaHa—HMl‘IOpTBp.' Poccus
Howmep cepiy: EV056 Homep cepun: EV0356

/lata npomssojcrea: 22-MAP-202] Hata ucrevenny CpOKa DEB-2026
FOJHOCTH:

Ho3nposka CM. PE3YNILTAT ONpenesenus

KOJIHYecTRe HHOTO coaepxanus
CKapCTBEHHas (hopma: Tabnetkn
Tun ynakosky: Monunponunenorpjs KOHTeliHep ¢
OIS THIACHOBOH NpoBkoai

Koxn GMID: 236972

llokazaTenn Pesynbrarus

PACTBOPEHUE

(Q=75 %) (n=6) uepes 30
MUHYT
Hporasepuna THApOXIopus
-Yamka | He menee 80 % 97 %
-YHaurka 2 He menee 80 % 97 %
-Yauwka 3 He menee 80 % " i 979,
-YHauka 4 He menee 80 % 99 %
-Yamwka 5 He menee 80 % - 97 %
-Hauka 6 He menee 80 2 93 %
- CTAJTUA 2: Cpennee snauenne g 12 TabneTok HE MTPOBOIUITOCE
JOJKHO OBITH He MeHee yen 75 % uepes
30 MHHYT, u HU oHO TabJeTku co
3HaUCHUEM MeHee yem 60 %,
- CTAIMA 3:

Cpennee 3nayenpe 15 24 radnerok HE ITPOBOTMJIOCE
HOMKHO OBITH He MeHee yewm 75 % yepesz

30 MuHYT, He Gonee 2 TabIeToK Moryt

UMETL 3HaYeHHe MeHee yeM 60 % y HH

AUIA ONHOH TabneTky He Moxer ObITh

SHa4CHHUs MEHee YeMm 50 %,

Honoannrensnan HHpopmaunsg

Mnxpoﬁnonormiecxaﬂ YHCTOTa

(Ep.@.*)
-OBuree konmyectso a3po0HpIX He Gonee 100
MHKpoopranusmos (TAMC), KOE/r
-O61ee konuyecrso JIPOKIKEBBIX 1 He Gonee [0
TUIECHEBBIX TPHGOR (TYMC), KOE/r
-Escherichia colj, | r OrcyreTryer F
*dononnumensiuwe mecmel ne evinonnsiomes dun pymunnozo xoumpons, dns oannol cepuu H?/;/?p
Kaoicooit ]0-i cepuu, Ho ne pexce, yer dng | ceputi 6 200) i ':," ;} c;«
BB ,
Cchutka Ha HOMED perucTpaunonnoro ynocrosepenus, I1NO11854/02 “&‘d i \-‘\j. I

3aperucTprporantoro 8 Poccuy:

Cpatitta
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CEPTH®HKAT HA CEPUIO

SANOFT -

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_15868
HaumenoBauue HO-IITITA 40 mr taéaerin 100X
npenapara:
Crpana-ummnoprep: Poccua
Homep cepun: EV056 Homep cepun: EV056
[laTa npouseoacTRa: 22-MAP-2021 Mara uctedenus cpoka DEB-2026
FOJHOCTH:
Ho3uposka CM. PE3YNILTAT OMpeeneHHs
KOJIHYECTREHHOTO COACPKaHMA
UTexapcTeennas (opma: TabneTku
‘Tun ynakosku: IMonmnponunenoserii konTeiinep ¢
MOJIHITHIIEHOBOI 1PoOKoii
Kox GMID: 236972
MBI PesyabTaTei
[NokazaTenu i i
ADU, Henonb3oBaHHBIH 115 [IPOM3BOJICTBA:
HaumenoBanue ADH
-IpOTaBEPHHA MMAPOXJIOPUIT XuHonH 3aBon PapMaUeBTHIECKHX 1 X HMUYECKHX
npoaykros 3A0, Bynanewr, Bedrpus
YnakoBka M MapKHpPOBKa: B cooteercTeHuM ¢ H]]
Hannas cepus cootreTcTRYET tpeGosannam HopmarusHoii okymeHTawmy, 3aperuCTPUPOBAHHOM B HacTosAIIEe
Bpems B Poccuiickoit desepatiny 1o nepeuncicHHBIM MOKa3aTe/Is M KauecTa.
Hannas cepust npoussenena B cooTBeTCTEHH ¢ cGMP TpeDOBAHMAMM H COOTBETCTBYET ClELH(HKALISM
Pernctpaunonnoro Y nocrosepenns.
LaHHblii ceprudukaT avanu3a noanucan S7IEKTPOHHON MOAMHCHIO Yepe3 BaTHANPoBaHHYIO cuctemy JIMMC.

Pewenne ynoanomouennoro anua
Pewenue: OJIOEPEHO
MaTa: 31-MAPT-2021 15:14
YnonnomouenHoe nuuo: dr. Solti Monika Maria
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CHINOIN Pharmaceutical angd Chemical

= & Sanofi company

Veresegyhaz site - 2112 Veresegyhaz

BATCH CERTIFICATE

Works Private Co.Ltd,

Levai u,5,, Hungary

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

SRR

Ph.Euz, 2.9.40/Ru.ph

IDENTIFICATION
- HPLC

RELATED SUBSTANCES (HPLC)
- Drotaveraldine

- Perparine
= Any other impurity

- Total impurities

ASSAY (HPLC)
- Drotaverine HCl

- Uniformity of dosage units (HpLC)

.w1th A greenlsh or @range shade, w1th

i spaﬂ engraved on one slde

The retention time of *he mamn peak in Complies
the cﬁromatogram of the test solutﬁon

shoula correspond co the retention tlme i

-he main peak in the chromatogram ok
e standard soluthn i

'The UV speetrum of ‘the: SOLUElOH prepared Complies
for dlSSOlUthH ‘testing should have:

ﬁabsorptlon Maxima af (241+/ 2}nm
-(302+/ 2)nm,  and t353+/ 2Jnm

de

0.00 %

% 0.00 &
% <0.10 %

% 0.0 %
AB0img b/- Sy B0 o mgy 40.6 g

Item code : VER 15868
Product name NO-spaA 40 mg tablets 100x
Import. country : Russia

Lot number : EV056 Customer lot no. : EV056
Date of manufacture; 22-MAR-2021 Expiry date : FEB-2026
Strength See at the assay
Dosage form : tablet
Packaging type : PP container / PE stopper
GMID code : 236972
wmmwmw\mmw SSNSNSR S X : ’&‘m‘mmmmm
Tests ~ Specifications _ o ~ Results
CHARACTERS 2
=~ Appearance fRQund blcoﬂvex  ablets of ye110w color Complies
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BATCH CERTIF ICATE

CHINOIN Pharmaceutical ang Chemical Works Private Co.Ltqd.
= a Sanofi company

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

Phone: +36 238 585 600 / rax: *36 28 585 939

Item code : VER 15868

Product name - NO-3SPA 40 mg tablets 100%

Import, country ; Russig

Lot number - EV056 Customer lot no. - EV056
Date of manufacture: 22-MAR-2021 Expiry date FEB-2026
Strength see at the assay

Dosage form - tablet

Packaging type : PP container / pg Stopper

GMID code : 236972

Tests = G _';Speclficatmns__

DISSOLUTION :

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

claim of drotaverine hydrochloride

- Bowl 1 97 %
- Bowl 2 97 %
- Bowl 3 97

- Bowl 4 0 99 1
- Bowl 5 =80 %

- Bowl 6 >= 80 %

- Stage 2 zévéiage_of 12 tabs is not less ﬁham‘?S'&ﬂNA

‘ e 'd“no:tab‘is'less-than'l
- Stage 3 A?é?agélof'ZQ 1§$E'thén :5'%_NA

within 30 ‘min, NOt more tharn 2 units

L 60%, dnd_npftéb'is-less

ADDITIONATL INFORMATION
Microbiological Quality (Ph.Eur)*

- TAMC, CFu/g <=100
- TYMC, CFU/g <=10"
~ Escherichia Coli, 1 g _absént'

The reference number of Market

Authorization registered in Russia: P NO11854/02

API used for Production
Manufacturer's name of ApPrT

- Drotaverine hydrochloride CHINOTN Privatéﬂé@. Ltd., B
Packaging and labelling: Inaccordance wit Np
rap_coa_resultats v5 Page 2 / 3




CHINOIN Pharmaceutica] and Chemical Works Private Co.Ltd

= a Sanofi company

Veresegyhéz site - 2112 Veresegyhaz,

Phone: +36 28 385 600 / Fax:

BATCH CERTIF ICATE

1@ 6

Lévai u.5., Hungary

+36 28 585 939

,

1
>

Item code
Product name

VER 15868
NO-sSPA 40 mg tablets 100%

Import. country Russia

Lot number EV056 Customer lot neo. EV056
Date of manufacture; 22-MAR-2021 Expiry date FEB-2026
Strength See at the assay

Dosage form tablet

Packaging type PP container / pg stopper

GMID code 236972

Tests ~_ Specifications

This batch meets the requirements of the

on the listed quality parameters,

—_—

AR SO

Normative Document curﬁéntlyﬂ:egiatered_in

Russian Federation

et

This batch has been m

anufactured in ¢

the relevant Marketing Authorization,

This Certificate

of Analysis has been electronically signed from a validated LIMS

ompliance with the CGMP requirements and complies with the specifications of

rorty e snsas,,

QP d‘gﬁé“is'io_n' .

P

Decision
Date

Qualified person:

FELSZaBapiTva / ACCEPTED
31-MAR-2021 15:14

dr. Solti Ménika Maria
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