CEPTUDPUKAT AHAJIU3A

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.

- a Sanofi company

Veresegyhas site — 2112 Veresegyhas, Levai u.5., Hungary

Phone: +36 28 585 600/Fax: +36 28 585 939
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Kon ToBapa; VER 435271
IIpomyxT: HO-IIIITA 40 mr tabnetku 24X
Crpana-ummoptep: Poccus
Howmep cepum: DV069 Howmep cepum kmuenta:  DV069
/laTa npousBoacTea: 16-MAP-2020 Jata ucreuenus cpoka ~ ®EB-2023
TOJHOCTH:
Jlo3upoBka: Cwmotpu KonudectBeHHOE
oTIpe/ieIeHne
JlexapcTBeHHASt Ta0JIeTKH
bopma:
'YiakoBka: Biucrep IIBX-AntoMunuit
GMID xon 435271
Iloxa3zaresanb Hopma Pe3yabTart
Iloka3zarenu:
- Ormmcanve Kpyriieie 1BOSKOBBITYKIIBIE TaOIETKN COOTBETCTBYET
KEJTOTO C 3eJICHOBATHIM HITH
OpamkeBbIM OTTEHKOM. C rpaBHPOBKOIt
«SPA» Ha 01HOH CTOpOHE.
- OmHopoaHocTh no3upoBanus (BOXKX) He 6onee 15% 2,1%
Egp.®. 2.9.40/TD PO
MNOAJUHHOCTbD:
-BOXX Bpewms ynep:xuBaHUsS OCHOBHOTO IIMKa HA ~ COOTBETCTBYET
XpOMAaTOrpaMMe HCIBITYEMOTO pacTBoOpa
JIOJDKHO COOTBETCTBOBATh BPEMEHU
yICP>KUBAHHS OCHOBHOTO ITHKA HA
XpOMAaTorpaMMe CTaHIapPTHOTO PacTBOpa.
Y ®-cniekTpodoroMeTpus VY bTpaduoNeTOBBIN CIEKTP PacCTBOPA, COOTBETCTBYET
MIPUTOTOBIICHHOTO IS OTIPEIEICHUS
PacTBOPEHMS, JOJDKEH UMETh
MaKCHMYMBI IIPH JUTHHAX BOJIH (241 +2)
HM, (302+2) aM 1 (353£2) HM.
POJCTBEHHBIE ITIPUMECH COOTBETCTBYET COOTBETCTBYET
(BIKX)
- JIpotaBepanaud <1,0% 0,00 %
- [lepnapun <0,2% 0,00 %
- JIrobast apyrasi mpuMech <0,2% <0,10 %
- Cymma npumMeceit <2,0% 0,0 %
KOJNYECTBEHHOE
OIMPEJEJEHUE (BOXKX)
- JIpoTaBepuHa ruApoXaoOpua 40,0 mr £ 5% (38,0 - 42,0 mr) 39,9 mr
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-O011ee KOJIMIECTBO adPOOHBIX
mukpooprannzmoB (TAMC), KOE/r
-O0111ee KOJIMIECTBO APOXIKEBBIX U
miecHeBbIX rpudoB (TYMC), KOE/r
-Escherichia coli, 1 r

He 6omee 100
He 6oiee 10

OtcyTcTBYET

Kon ToBapa; VER 435271
IIpomyxT: HO-IIIITA 40 mr tabnetku 24X
Ctpana-umroptep: Poccus
Howmep cepum: DV069 Howmep cepum kmuenta:  DV069
/laTa npousBoacTea: 16-MAP-2020 Jata ucreuenus cpoka ~ ®EB-2023
TOJTHOCTH:
Jlo3upoBka: Cwmotpu KonudectBeHHOE
ompe/ieNIeHre
JlexapcTBeHHASt Ta0JIeTKH
bopma:
'YrakoBka: bmcrep [1BX-AmomuHuit
GMID xkon 435271
Iloxa3zaresanb Hopma Pe3yabTart
PACTBOPEHHUE
(Q=75 %) (n=6) uepe3 30 MUHYT OT
3asIBIICHHOTO COJICPKAHUsI JPOTABEPHHA
THUIPOXIIOPHUIA
-Yamka 1 He menee 80 % 100 %
-Yamka 2 He menee 80 % 97 %
-Yarmka 3 He menee 80 % 97 %
-Yamka 4 He menee 80 % 101 %
-Yarka 5 He menee 80 % 97 %
-Yamka 6 He menee 80 % 93 %
CTAIUA 2: Cpennee 3HaueHue aist 12 tradbiaeTox He npumenumo
JIOJDKHO OBITH HE MeHee ueM 75 % depes
30 MUHYT, ¥ HE OJTHOH TaOJIETKH CO
3HaueHueM MeHee 4yem 60 %.
CTAINA 3: Cpennee 3HaueHue s 24 TabIeTOK He npumennmo
IOJDKHO OBITH HE MeHee ueM 75 % depes
30 MuHyT, He OoJtee 2 TabJIETOK MOTYT
HUMETh 3HaYeHue MeHee yeM 60 %, u Hu
I OJJHOM TaOJIETKHA HE MOYKET OBITH
3HaueHus meHee yem 50 %.
JIOIMMOJIHUTEJIBHAS
NMH®OPMALIUSA
Mukpobuoiornueckas YuCToTa
(EBp.®D.*)

*/lonoanumenvHvle mecmuvl He 8bINOIHAIOMCS OJ15 PYMUHHOKO KOHMPOA, 0151 OAHHOU cepull He NPOBOOUTUCH (O
xaxcoou 100-1i cepuu, no ne pesice, uem 0ns 1 cepuu 6 200)
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CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Veresegyhas site — 2112 Veresegyhas, Levai u.5., Hungary

Phone: +36 28 585 600/Fax: +36 28 585 939
Kon ToBapa; VER 435271

IIpomyxT: HO-IIIITA 40 mr tabnetku 24X

Ctpana-umroptep: Poccus

Howmep cepuu: DV069 Howmep cepun ximmenta:  DV069
/laTa npousBoacTea: 16-MAP-2020 Jata ucreuenus cpoka ~ ®EB-2023
TOJHOCTH:
Jlo3upoBka: Cwmotpu KonudectBeHHOE
oTIpe/ieIeHne
JlexapcTBeHHASt Ta0JIeTKH
bopma:
'YrakoBka: bmcrep [1BX-AmomuHuit
GMID xon 435271
Iloxa3zaresanb Hopma Pe3yabTart

CChIIKA Ha HOMEDP PETHCTPAILIMOHHOTO
YIOCTOBEPEHHSI, 3aPETUCTPHUPOBAHHOTO B
Poccun: TINO011854/02

ADU, ncnoab30BaAHHBIN 115

MPOU3BO/JCTBA:

HaumenoBanne AOU

-IpOTaBepUHA TUAPOXIOPU XunouH 3aBoa PapMaleBTHUECKUX U
Xumudeckux nmpoayktos 3A0,
bynanemr, Benrpus

'YrakoBKa 1 MapKUPOBKa: B cootserctBum ¢ HJ{

JlanHas cepust cOOTBETCTBYeT TpeboBaHMsIM HopmaTtuBHON JIOKyMEHTAITUH, 3apETHCTPUPOBAHHON B HACTOSIIICE
Bpemsi B Poccuiickoii Deaepaiiiu 1o nepeyrcIeHHbIM MOKa3aTeNsiM KauecTBa.

Jannas cepus mpousBeneHa B cooTBeTCTBHM ¢ cGMP TpeOoBaHMAMH W COOTBETCTBYET CIEIH(PHUKAINIM
Perucrpannonnoro Y gocroBepenus.

JlaHHbBIN cepTU(hUKAT aHATHM3a TIOJIUCAH JICKTPOHHOU MOAMUCKHIO Yepe3 BauaupoBanHyto cuctemy JINMC.

Pemenne YIoTHOMOYE€HHOI'0 JINIIA

Pemenne: OJIOBPEHO
JlaTa: 23-MAP-2020 14:13
Yo ITHOMOYEHHOE JIHIIO: dr. Solti Monika Maria
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanocfi company

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

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

Item code : VER 435271

Product name : NO-SPA 40 mg tablets 24X

Import. country : Russia

Lot number : DV069 Customer lot no. : DV069
Date of manufacture: 16-MAR-2020 Expiry date : FEB-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 435271

CHARACTERS

- Appearance

- Uniformity of dosage units (HPLC)
Ph.Eur. 2.9.40/Ru.Ph

IDENTIFICATION
- HPLC

RELATED SUBSTANCES (HPLC)
- Drotaveraldine

— Perparine
- Any other impurity

- Total impurities

ASSAY (HPLC)
- Drotaverine HC1
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanocfi company

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

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

Item code VER 435271

Product name : NO-SPA 40 mg tablets 24X

Import. country Russia

Lot number DV069 Customer lot no. DV069

Date of manufacture: 16-MAR-2020 Expiry date FEB-2023

Strength see at the assay

Dosage form tablet

Packaging type PVC - ALU blister

GMID code 435271

DISSOLUTION

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

claim of drotaverine hydrochloride

- Bowl 1 100 %

- Bowl 2 97 %

- Bowl 3 97 %

- Bowl 4 101 %

- Bowl 5 97 %

- Bowl 6 93 %

- Stage 2 NA

- Stage 3 NA

ADDITIONAL INFORMATION

Microbiological Quality (Ph.Eur)*

- TAMC, CFU/g

- TYMC, CFU/g

- Escherichia Coli, 1 g

* Additional tests are not performed for batch

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

The reference number of Market

Authorization registered in Russia:

API used for production
Manufacturer's name of API

- Drotaverine hydrochloride

Packaging and labelling:
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanocfi company

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

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

Item code : VER 435271

Product name : NO-SPA 40 mg tablets 24X

Import. country : Russia

Lot number : DV069 Customer lot no. : DV069
Date of manufacture: 16-MAR-2020 Expiry date : FEB-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 435271

This batch meets the requirements of the : Russian Federation

on the listed quality parameters.

This batch has been manufactured in compliance with the cGMP requirements and complies with the specifications of
the relevant Marketing Authorization.
This Certificate of Analysis has been electronically signed from a validated LIMS.

Decision : FELSZABADITVA / ACCEPTED
Date : 23-MAR-2020 14:13
Qualified person: dr. Solti Ménika Maria
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