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«XHHOHWH 3asoa dapmauesTigeckux H XUMHUECKHX NPOAykToB 3AON
- Komnanus «Canodn»

[MTnowanka Bepewennxas - 2112 Bepeweabxas, yi. Jleau 5., Beurpus
Tenedon: +36 28 585 600/®axc: +36 28 585 939

Kon ToBapa; VER 616140
HaumeHoBaHue HO-IIIIA 40 mr tabnericn 64X
npenaparta:
CTpaHa-uMnopTep: Poccun
Homep cepun: Cv208 Homep cepuu: CV208
JlaTa NpoH3BOACTRA: 25-Hoa6-2019 Jlata ucteueHHun cpoka Oxr-2024
TOAHOCTH:
NloznpoBka CM. Pe3YNLTAT ONMPEoeIcHHA
KONIHYECTBEHHOTO COREPKAHUA
JlekapcTeeHHan dopMa:  Tabnerku
Tun ynakoBku: [T dnakon
Kon GMID: 616140
IMokaszaTenn Hopmbl Pe3ynsTathl
XAPAKTEPHCTHKH
- Onucanne Kpyrasie 180akoBBINyIbE TAGNCTKH )enroro  CooTBETCTBYET
C 3CACHOBATLIM MM OPAHKEBATEIM OTTEHKOM
LIBETA, C rpaBUpOBKOH «Spa» Ha OAHOH
CTOpOHE.
~ OaHOpOAHOCTE N03HpOBaHHA (BIXKX) AV=15.0% 1,8 %
Esp.®dapwu., 2.9.40T D PO
NOAJIHHHOCTE
- B3XKX BpeMs ymepUBaHHA OCHOBHOI'O IMHKA HA CoorsercTByET
XPOMaTOrpaMMe MCIEITYEMOro PacTBopa
JIOJIAHO COOTBETCTBOBATH BPEMEHH
YAEPHHBAHUA OCHOBHOI'O [THKA HA
XpOMaTorpaMMe CTaHAAPTHOIC PACTBOPA.
~  Y®-cnektpodoToMerpns VY neTpadmoneToBeIil criekTp pacTBopa, Cooreercreyer
APUIOTOBAEHHOTO JUTA OTIPENENEHHA
PACTBOPEHHA, ROJKEH HMETh MAKCHMYMBI
NIOTTIOIIEHHS ITPH ANHHAX BONH (241 £2) HM,
(3024£2) uM 1 (353+2) Hm.
POOCTBEHHBIE TIPUMECH
(BIKX)
- Iporasepannuy <1,0% 0,00 %
- [epnapun <0,2% 0,00 %
- JhobGaa apyras npumecs <02% 0,11 %
~  Cymma npumeceit =2,0% 0,1 %
KOJMYECTBEHHOE
ONPEAEJEHHE (BYKX)
— _JlpoTaBepHHa TMAPOXIOPHA 40,0 Mr + 5% (38,0 - 42,0 Mr) 40,1 mr
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«XHHOMH 3apon PapmatieBTHUECKHX H XHMHUECKHX NpoaykToB 3A0»
- Komnanus «Canodu»

[Mnowanka Bepeweasxas - 2112 Bepewenrxas, yn. Jlesau 5., Beurpus
Tenegon: +36 28 585 600/Dakc: +36 28 585 939

Kon ToBapa; VER 616140
HaumeHnoBanne HO-HIITA 40 mr Tabnerkn 64X
npenapara:
CTpaHa-HMnopTep: Poccus
Homep cepuu: Cv208 Homep ceprn: Cv208
JlaTta mpoH3BOACTBA: 25-Hoa6-2019 JlaTa HcTedeHns Cpoka Oxt-2024
TOAHOCTH:
Jlo3upoBka CM. PE3YNLTAT OMNpeaeaeHHA
KONMHYECTBEHHOMO COAECPKAHUA
JlekapcTeeHHan opma:  TabneTkn
Tun ynakoBKu: ITIT dnakoH
Kon GMID: 616140
PACTBOPEHHE
[Tocne 30 munyt Q=75 % (n=6) ot
3aABNCHHOrO COAEpKalusl APOTaBEPHHA
FHAPOXIOpHIA
-Hamka 1 He mexee 80 % 99 %
-Yaika 2 He menee 80 % 98 %
-Yawka 3 He menee 80 % 97%
-Hawka 4 He menee 80 % 96 %
-Yamka 5 He menee 80 % 99 %
-Yamwka 6 He menee 80 % 98 %
- CTADOKA 2: Cpennee 3HaucHue Ana 12 Tabnerok J0MKHO HE IMPOBOAWUIIOCH
O5ITE He MeHee yeM 75 % uepes 30 MUHYT, U
HH OAHOH TabNeTKH CO 3HaUEHNEM MEHEE YeM
60 %.
-CTAJIHA 3: Cpeznee 3naueHue ans 24 TafaeTok GOMKHO

OLITE He MeHee dyeM 75 % 4epea 30 MUHYT, He HE MPOBOANUJIOCH
Gonee 2 TabNeroK MOIYT HMETh 3HAYEHHE

Menec ueM 60 %, ¥ HH N9 ool TaORETKH He

MOKET GBITE SHaYEHUA MeHee YeM S0 %.

JonoauutennHad undopmaunn
Mukpobnosnornaeckas ynuerora

{EBp.®apm)*

-Ofiee KONHYECTBO aHAIPOSHBIX <100
muxpoopraunsmos (TAMC), KOE/r

-061ee KONHYECTBO MNECHEBLIX H <10
apoxokessix rpubdos (TYMC), KOE/r

- Depuxua konn, 1 r OtcyTerByer

(npoBoaaTca Ha xaxcaol 100-#, Ho He MeHee, 4eM Ha | cepHu B roa)
Ccrinka na Homep PY, TINOI1854/02
3aperucTpuposannero s Poccnu:

A®DH, HcnonbL30BAHHLIA B X0O€

NpoH3BOACTBA

[Mponzsonntens ADH

-JlpoTaBeprHa rHOPOXIOPHA Xuvoud npaitpar Ko. Jta., Bynanewr,
Benrpus

YnakoBka H MapKHPOBKA: B coorsercTBun ¢ HI,
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«XHHOHH 3aeon ®apmaueBTHYECKHX H X AMUYECKMX TIPOAYKTOB 3AO»
- Komnanusa «Caxobun»

[nowaaka Bepewensxas - 2112 Bepewensxas, yn. Jlepau 5., Benrpua
Tenegon: +36 28 585 600/bakc: +36 28 585 939

Kon ToBapa; VER 616140

HaumeHoBaHHe HO-LLIIA 40 mr Tabnericu 64X

npenapara:

CTpaHa-HMIOpTep: Poccus

Homep cepum: CV208 Homep cepuu: Cv208

/laTa NPOU3BOACTRA: 25-Hoa6-2019 JlaTa HCTeueHHs CpoKa Ox71-2024
rOAHOCTH:

lo3vpoBKa CM. PE3yALTAT ONpeaeneHua

KOHMYECTBEHHOIO CONSPIKAHHUA
UlekapcTBeHHaA dopma: TabneTku

TUn ynakoBkH: [1IT ¢naxon
Koa GMID: 616140

Hanuan cepun oteeuact TpeGoBatuaM HopMaruenolt mokynMeHTalHu, 3aperucTpupoanioit B Pocchiickoft @enepaunu b
HACTOALIEE BPEMS, NO NEPSYUCNEHHBIM MOKAZATENAM KAYECTBRA.

Haunnan cepns nponssencHa B cOOTBETCTRHH ¢ TpeGoBatiuaMy Tekywmelt Hannexaweii npokzsoaAcTBeHHON MPaKTHKH H
COOTBETCTBYET CNIeLM(DHKALHAM COOTBETCTBYIOILENO PErHCTPALHOHHOIO YAOCTOBEPEHHUA.
Jannpift ceprudiukaT aHanu3a NoANHCAH INEKTPOHHOHA MOANKCHIO ¢ HCNOAL30BAHHEM BANHAKPOBAHHOH cucTemel LIMS.

3akwueHHe YIOJTHOMOYECHHOI'O JIH

3akauenne: OIAOBPEHO
Hata: 06-ex-2019 15:35
YoxHOMOYeHHOE JHIO: J-p Contt Monuka §
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sancfi company

Veresegyhaz site - 2112 Veresegyhaz,

Phone:

Lévai u.b.,

Hungary

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

Item code : VER 616140

Product name

Russia
Ccv208

Import. country

Lot number

Date of manufacture:
Strength :

Dosage form : tablet

Packaging type

25-NOV-2019
see at the assay

PP container

NO-SPA 40 mg tablets 64 X

Customer lot no.
Expiry date

cvz208
OCT-2024

RELATED SUBSTANCES (HPLC)
- Drotaveraldine

- Perparine
- Any other impurity

- Total impurities

ASSAY (HPLC)
- Drotaverine HC1

‘for dissolution testing should have
absorption maxima at. (2414752 rm,
(302+/-2)nm, and {(353+/-2)nm.

v 1008
0.2 %
o2 R
2.0 %

40.0 =g +/- 5% {38.0 - 42.0 Hg}

GMID code 616140
Tests Specifications Results
CHARACTERS
- Appearance Round, biconvex tablets of yellow coleor - Complies
with a greenish or orange shade, With
"spa” engraved on one side.
- Uniformity of dosage units (HPLC) Avem 15,0 & 1.6 %
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 to the retention time
of the main peak in the chromatogram of
the standard solution.
- oV The UV spectrum of the solution prepared Complies
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BATCH CERTIFICATE

SANOFI

CHINOQIN 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 29 5E% 939

Item code : VER 616140

Product name : NO-SPA 40 mg tablets 64 X

Import. country : Russia

Lot number : CvV208 Customer lot no. : Ccv208

Date of manufacture: 25-NOV-2019 Expiry date : QCT-2024

Strength see at the assay

Dosage form : tablet

Packaging type : PP container

GMID code : 616140

SRR w S SR ; SR

Tests - Specifications s Results

DISSOLUTION

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

czlaim of drotaverine hydrochloride

- Bawl 1 >= B0 % 9% %

- Bowl 2 »= 80 % 98 %

- Bowl 3 >= B0 % 97 %

- Bowl 4 >= 80 % 96 %

- Bowl 5 >= B0 % 99 %

- Bowl © >= 80 % 98 %

- Stage 2 Average of 12 tabs is not less than 75 % NA
within 30 min., and no tab is less than
50%.

- 5tage 3 Average of 24 tabs is not less thap 75 % Na

within 30 min., not more than 2 units
are less than 60%, and no tab is less

than 50%.
ADDITIONAL INFORMATICHN
Microbiological Quality (Ph.Eur)*
- TAMC, CFU/g =100
- PYMC, 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 NO11854/02

API used for production
Manufacturer's name of API

- Drotaverine hydrochloride CHINOIN Private Co. ‘Ltd., Budapest, Hungar

Packaging and labelling: In accordance’ wit ND
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BATCH CERTIFICATE o

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 2B 585 939

Item code : VER 616140
Product name : NO-SPA 40 mg tablets 64 X
Import. country : Russia
Lot number : Ccvz0s Customer lot no. : Cv208
Date of manufacture: 25-NOV-2019 Expiry date : OCT-~2024
Strength : see at the assay
Dosage form : tablet
Packaging type : PP container
GMID code : 616140
SRR B S
Tests Specifications Results

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

on the listed quality parameters.

crererud
ooy

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.

QP decision
Decision : FELSZABADITVA / ACCEPTED
Date : 06-DEC-2019 15:35
Qualified person: dr. Selti Ménika MAria
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