CEPTUD®HKAT HA CEPHIO

SANOFTI - /

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

Kon Toeapa; VER_15868
Hanmenosanmne HO-IIITA 40 mr Tadaerkn 100X
npenapara:
CrpaHa-ummnoprep: Poccus
Homep cepuu: EV053 Howmep cepun; EV053
Jlata npousroacTRa: 19-MAP-2021 Mata ucreuenns cpoka DEB-2026
FOJIHOCTH:
Jlo3upoeka CM. pe3yJIbTaT ONpee/eH s
KOJIMYECTBEHHOTO COEpIKaHus
UTexapcTBeHHas (opma: TabneTkn
Tun ynakosku: HonunponuneHoBblil KoHTekHHEp ¢
MOJTHITHIEHOBO# NpoOKoii
Kon GMID: 236972
[TokaszaTenu Hopwmbi PesyabnTarthi
XAPAKTEPUCTUKH
- Omucanne Kpyribie JBOSIKOBBITY Kilble TaGneTku CootsetcTByer

AKEJITOTO LUBETA C 3€/ICHOBATLIM HITH
OpamKeBbIM 0TTeHKOM. C rpaBHpOBKOI
«SPA» Ha ojin0ii cTopoHe.

OanoponHocts mosuporanus BOKX — AV< 15% 2.3%
(Esp. ©.2.9.40/ TD PD.)

[MOJJIMHHOCTh i
- BD3XX BpeMs ynep:kuBanus 0cHOBHOro nuka Ha CooTBeTcTBYET
XPOMATOrpamMMe UCIBITYEMOIO pacTBOpa
JOJIHO COOTBETCTBOBAaTh BPEMEHH
YIACPKUBAHHA OCHOBHOTO MHKA HA
XpOMAaTOrpaMme CTaHIapTHOIO PACTBOpA.
— Y®-cnektpodoromeTpus YabTpadroneToBbIi CieKTp pacTBOpa, CooTreTcTBYET

NPHTOTOB/ICHHOTO [UTs ONpeneeHns g
PACTBOPEHHs, TOMKEH HMETh MaKCHMYMBbI
IpH ITHHAX BOMH (241 £2) uM, (302+2)

HM H (353£2) aM.

POJACTBEHHBLIE TIPUMECH

(BIXKX)

— /[lporaepanuun <1% 0,00 %
— Ilepnapun <0,2% 0.00 %
— Jhobas npyras npumecs <0,2% <0,10 %
—  CymmMa npumeceii <2,0% 2. 0,0%
KOJIMYECTBEHHOE

OMNPEIEJEHHE (BI7KX)

— HpoTarepuHa ruapoxiopua 40,0 Mr = 5% (38,0 - 42,0 Mr)
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CEPTH®HKAT HA CEPHIO

SANOFT -

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

Veresegyhdz site - 2112 Veresegyhaz, Lévaiu.5., Hungary
Phone: +36 28 385 600 / Fax: +36 28 585939

Kon ToBapa; VER_15868
Haumenoranmne HO-IUTIA 40 mr ta6aerkn 100X
npenapara:
CTpaHa-HMHOpTcp: Pocens
Homep cepun; EV053 Homep cepuu: EV053
Mata npomssoacrea: 19-MAP-2021 Hata ucreyenns cpoka DEB-2026
FOIHOCTH:
HOZ%HPOBKEI CM. pCZYHbTaT onpenaejeHusn
KOJIHYECTBEHHOrO conepskanns
UlekapcTeennas gopua: TabneTku
Tun ynakoepku: Honunponunenormii KOHTeliHep ¢
NOMHATHACHOBO NMpobKo i
@ GMID:; 236972
Fﬂor«casa'remr - Hapwuis o % RO LT
PACTBOPEHUE
(Q=75 %) (n=6) uepes 30
MHHYT
Hporarepuna THAPOXI0pHT
-Yamka 1 He menee 80 % 97 %
-Yamka 2 He menee 80 % 90 %
-Hawka 3 He menee 80 % 95 %
-Yaika 4 He menee 80 % 98 %
-Yauika § He menee 80 % 97 %
-Yauka 6 He Menee 80 % £ 96%
- CTATHA 2: Cpennee 3Hauenne wis 12 taGnetox HE ITPOBOJTUJIOCH
AOIKHO ObITh He MeHee yem 75 % qepes
30 MHHYT, M HH 0 1HOIT TabneTku co
3HaYeHHEM MeHee yeMm 60 %,
- CTAIMA 3:
Cpennee suauenne 115 24 Tabnerok HE MMPOBOJIUJIOCH

HOMAHO OBITh He MeHee yem 75 % uepes
30 muHyT, He Gonee 2 TabneTok MOTyYT
HMMETb 3HaUeHHE MeHee YeM 60 % i Hu
A1 OHOH TabNeTKH He MOXKeT ObITh
3HaYeHus MeHee yeM 50 %. -

Honoauurensnan HHpopMauus

Muxpo6Guonoriueckas uncrora

(Ep.®@.%)

-O6mee konmuectro a3poGHbIX He Gonee 100
MHKpoopranusmos (TAMC), KOE/r

-OBuee konmvecTso APOKIKEBBIX H He Goutee 10
TIecHeBbIX rpiboe (TYMC), KOE/r

-Escherichia coli, 1 r OrcyreTryer

*Hdononnumensuvie mecnvr ne BLINOTHAIOMES. 0N pYMUHHOZ0 KOHmp
Kaxcooii 10-it cepuu, no ne pedrce, vem ona I cepuu g 200)

Ccbinka Ha Homep PETHCTPALHOHHOTO y0CTOBepeHus, [T NO| 1854/02
3aperucTpupoBaHHoro B Poccun:
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CEPTU®HKAT HA CEPUIO

SANOFI - g
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 28 585 039

Koa Torapa; VER_ 15868
HanmeHoBanue HO-IIITA 40 mr taénerin 100X
npenapara:
Crpana-ummnoprep: Poceus
Homep cepun: EV053 Homep cepnu: EV053
JlaTa Mpon3BOACTBA: 19-MAP-2021 Hara uctevenus cpoxa DEB-2026
FOAHOCTH;
Jlosupoeka CM. PE3YJIbTAT ONPeacICHHA
KOJIMYECTBEHHOTO COACPKAHNS
UlekapcTeennas Gopma: TabneTku
Tun ynakoeku: [Monunpornunenorsrii KOHTEHHEp ¢
NOJIUITHIIEHOROH MTPoOKO it
Kon GMID: 236972
Hopmel Pesyanrtarer
[lokasatesnu . il e e e e,
ADH, HCNONBL30BAHHBIH 115 MPOM3BO/ICTRA:
Haumenoranue ADH
-ApOTaBepHHa FMAPOXIOPH]L Xunonn 3aBos PapmaneBTHUeCKHX H XHMHUECKHX
nponyktoe 3A0, by nanewr, Benrpus
YnakoBKa M MapKHpOBKa: B cootrercTBHM ¢ H]]
JlanHas cepus cooTeeTcTBYeT TpeboBaHnAM HopmatusHoii Jokymenrarmm, 3dpErHCTPUPOBAHHON B HacTOALEE
Bpems B Pocchiickoit ®enepaunu no MEPEHHCIIEHHBIM [10KA3aTeNAM KavyecTra.
JlanHas cepus npoussenena B cooTBeTCTBIM ¢ cGMP TpebOBaHUAMU U COOTRETCTBYET cneuudHKaLuam
Perucrpaunonntoro ¥V nocrosepenms.
AHHbIH CePTHUKAT aHATH3a MOANUCAH YIEKTPOHHON MOAMHCHIO 4epes BATMANPOBaHHYH0 cuctemy JIMMC,

Pemenne ynosimomouentoro nua
Pewenne: OJJOBPEHO
Jara: 29-MAPT-2021 10:20
YnoHOMOYMeHHOe THLO: dr. Beszteri Bojana

rap_coa_resultats v5



CHINOIN Pharmaceutical and Chemical W

- a Sancofi company

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

“ Phone: +36 28 585 600 / Fax:

BATCH CERTIFICATE

orks Private Co.Ltd.

Hungary

+36 28 585 93¢

Item code VER 15868

Product name

Dosage form tablet
Packaging type

GMID code 236972

NO-SPA 40 mg tablets 100X

Customer lot no.

Expiry date :

Import. country Russia

Lot number EV053

Date of manufacture: 19-MAR-2021
Strength see at the assay

PP container / PE stopper

wmwm&m:\\W&wmmm:m\x:m;\xxN&&W\&xxxﬁm&m&&m\a&:&m}x\\é\m ?@&W“:\W\‘a\\mw

EV053
FEB-2026

S \mmmmmg&mﬂ‘

ASSAY (HPLC)
= Drotaverine HC1

”8;0 Liag D mg;:

40.0 mg +/- 5%

.40.2 mg

Tests ~ Specifications Results
CHARACTERS S o o :
- Appearance Rouind, biccrvex-tablets of "yello co dr Complies
.Wlth a greenish or orange shade, w;th
"spa’ engraved con cre side. :
- Uniformity of dosage units (HPLC) Av<i”15 0% 2.3 %
Ph.Eur, 2.9.40/Ru.Ph
IDENTIFICATION : i =
= HELC The ‘retention tlme of the maln peak ln._ Complies
the chromatogram of the test solut" '
:8h uld correspond B o} the. retentlon
the main “peak in the chromatogram folih
ithe'standard solution. i
- uv :The UV snectrum of the solutlon prepared Complies
“for d15solut10n testing should have .
“abscrptlon maxima. at (241” _z)nm,___::”
(302+/-2)nm; and (353+/ 2)nm
RELATED SUBSTANCES (HPLC)
- Drotaveraldine S= 10 % 0,00 %
- Perparine MWz e 0.00 %
= Any other impurity é%? 5 <0.10 %
- Total impurities : i ;;O.G %
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BATCH CERTIFICATE

"%
S
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
Item code : VER 15868
Product name NO-SPA 40 mg tablets 100X
Import. country Russia
Lot number EV053 Customer lot no. EV053
Date of manufacture: 19-MAR-2021 Expiry date FEB-2026
Strength see at the assay
Dosage form tablet
Packaging type PP container / PE stopper
GMID code 2365972
Tesmts  Specifications
DISSOLUTION
after 30 min. Q=75 % (n=6) of the label i -oshid
claim of drotaverine hydrochloride
- Bowl 1 897 %
- Bowl 2 90 %
- Bowl 3 - 95 %
- Bowl 4 98 %
- Bowl 5 97 %
- Bowl 6 96 %
- Stage 2 verage of 12 tabs is not less than 75 & Na
within 30 min., and no tab is less than
- Stage 3 _Avérége of 24 tabsis hpﬁ”léés'tpqnf?ils NA

ADDITIONAL INFORMATION

; not more than 2 units
60%,

within 30 nin.

less than and no tab is less

Microbiological Quality (Ph.Eur) *

- TAMC, CFU/g
- TYMC, CFU/g

= Escherichia Coli,

(for every 10th lot but at least for 1 loyfyeary

The reference number of Market

ARuthorization registered in Russia:

API used for production

Manufacturer's name of

- Drotaverine hydrochloride

Packaging and labelling:

lg

P 4011854/02

API i G e
'CHImozm_Private €o! Ltd

In accordance wit ND
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BATCH CERTIF ICATE

CHINOIN Pharmaceutical and Chemical Horks Private Ce.Ltd.

- a4 Sanofi Ccompany

Veresegyhasz site - 2112 Veresegyhaz, Lévai U5 5 Hungary

Phone: +3¢ 28 585 00 / Fax: +3¢ 28

585 939

o

AW

L s

gItem code
Product name

VER 15868

NO-8PA 40 mg tablets 100x

Vs e

Import, country ; Russia

Lot number EV053 Customer lot no. EV053

Date of manufacture: 19-MAR-2021 Expiry date FEB-202¢

Strength See at the assay

Dosage forn tablet

Packaging type PP container y PE stopper

GMID code 236972

Tests _ Specifications Results m

on the listeq quality Parameters,

AR o

istered-in Russian Federation

s —— s

Compliance with the cGmp requirements ang Complies with the speci

fications of

s,

QP-dé't;ision L

Decision
Date

Qualified Person:

.

FELSZABADTTVYVR / ACCEPTED
29-MAR-2021 10:20

dr.Beszteri Bojéana

SRR R Rt i g S

S
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