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

SANOFI

Kon GMID: 435271 Kon npoayxkra: VER 435271
IIpomyxT: HO-IIITTA 40 mr tabnetku 24X
Ctpana-ummoptep: Poccus
Howmep cepuu: EV117 Howmep cepun ximmenta: EV117
[ara nmpousBoacta: 01-MIOJI1-2021 Jara ucreuenus cpoka  MIOHBb-2024
TOJHOCTH:
Jlo3upoBka: Cwmotpu KonudectBeHHOE
oTIpe/ieIeHne
JlexapcTBeHHAS TaOIeTKN
hopma:
'YiakoBka: Biucrep IIBX-AntoMunuit
'YcrnoBus XpaHEHUs:: XPaHUTh MIPU TeMIIepaType
auxe 25 °C
Iloxa3aTean Hopma PesynbTart
ITokazarenu:
- Onucanue Kpyriibie 1BOSKOBBIMTYKIIbIC Ta0NETKA COOTBETCTBYET
XKEJITOTO C 3eJIE€HOBATHIM HIIN
OopamxeBbIM OTTeHKOM. C rpaBHPOBKOI
«SPA» Ha 01HOH CTOpOHE.
- OmHopoanocTh no3upoBanmst (BOXKX) He 6onee 15% 1,4%
Esp.®. 2.9.40/T® PO
MNOAJINHHOCTbD:
-BOXX Bpewms ynep:xuBaHUsS OCHOBHOTO IIMKa HA ~ COOTBETCTBYET
XpOMAaTOrpaMMe HCIBITYEMOTO pacTBopa
JIOJDKHO COOTBETCTBOBATH BPEMEHHU
YAep>KUBaHH OCHOBHOTO IIMKa Ha
XpoMaTorpaMMe CTaHAAapTHOTO PacTBOpa.
Y ®-criekTpodoToMeTpus YabpTpadroIeTOBBINH CIIEKTP pacTBOPA, COOTBETCTBYET
MIPUTOTOBIICHHOTO IS OTIPEICICHUS
PacTBOPEHMS, JOJDKEH UMETh
MaKCHMYMBI TIpH JJIMHAX BOJH (241 +2)
HM, (302+2) HM U (353+2) HM.
POJCTBEHHBIE ITPUMECH COOTBETCTBYET COOTBETCTBYET
(BI7KX)
- JIpotaBepanaud <1,0%
- [lepnapun <0,2%
- JIrobast npyrast mpuMech <0,2%
- Cymma npumMeceit <2,0%
KOJINYECTBEHHOE
OITPEJEJIEHHUE (BJXKX)
- Jl[potaBepuHa ruipoXjaopu 40,0 mr £ 5% (38,0 - 42,0 mT)
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CEPTUDPUKAT AHAJIU3A
SANOFI

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 GMID: 435271 Kon npoayxkra: VER 435271

IIpomyxT: HO-IIITTA 40 mr tabnetku 24X

Ctpana-ummoptep: Poccus

Howmep cepuu: EV117 Howmep cepun ximmenta: EV117
[ara nmpousBoacta: 01-MIOJI1-2021 Jara ucreuenus cpoka  MIOHBb-2024
TOJHOCTH:
Jlo3upoBka: Cwmotpu KonudectBeHHOE
oTIpe/ieIeHne
JlexapcTBeHHAS TaOIeTKN
hopma:
'YiakoBka: Biucrep IIBX-AntoMunuit
'YcrnoBus XpaHEHUs:: XPaHUTh MIPU TeMIIepaType
Hmxke 25 °C
Iloxa3aTean Hopma PesynbTart

PACTBOPEHUE
(Q=75 %) (n=6) gepe3 30 MHHYT OT
3asIBJICHHOTO COJICPIKaHHMSI APOTABEPUHA

CHIPOXJIOPHIA
-Uamika 1 He menee 80 % 93 %
-Uamrka 2 He menee 80 % 98 %
-Uamka 3 He menee 80 % 91 %
-Uamrka 4 He menee 80 % 98 %
-Uamika 5 He menee 80 % 97 %
-Uamika 6 He menee 80 % 98 %
CTAIUA 2: Cpennee 3Hauenue st 12 tadbiaeTox He npumenumo
JIOJDKHO OBITH HE MeHee ueM 75 % depes
30 MUHYT, ¥ HH OJJHOH TaOJNETKH CO
3HaueHueM menee yem 60 %.
CTAINA 3: Cpennee 3HaueHue s 24 TabIeTok He npumennmo
TIOJDKHO OBITH HE MeHee ueM 75 % depe3
30 MuHyT, He OoJtee 2 TabJIETOK MOTYT
HMETh 3HaUcHUEe MeHee yeM 60 %, u Hu
JUTSL OJTHOU TaOJIETKU HE MOXKET OBITh
3HayeHus MeHee yeM 50 %. c
JIOIMOJTHUTEJBbHAS
NHOOPMAILMSA
MuKpOoOHOIOTUYECKAS YUCTOTA
(EBp.D.*)
-O0I11Iee KOJUYECTBO a3POOHBIX He 6omnee 100
mukpoopranusmos (TAMC), KOE/r
-O011ee KOJIMIECTBO APOXIKEBBIX U He 6onee 10
miecHeBbix rpuoos (TYMC), KOE/r
-Escherichiacoli, 1 ¢ OT1cyTCTBYET

*/[onoanumenvHvle mecmul He 8bINOIHAIOMCS OJis1 PYMUHHO20 KOHMPOS, 015l OAHHOU cepull He NPO8OOUTUCD (O
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CEPTUDPUKAT AHAJIU3A
SANOFI

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 GMID: 435271 Kon npoayxkra: VER 435271

IIpomyxT: HO-IIITTA 40 mr tabnetku 24X

Ctpana-ummoptep: Poccus

Howmep cepuu: EV117 Howmep cepun ximmenta: EV117
[ara nmpousBoacta: 01-MIOJI1-2021 Jara ucreuenus cpoka  MIOHBb-2024
TOJHOCTH:
Jlo3upoBka: Cwmotpu KonudectBeHHOE
oTIpe/ieIeHne
JlexapcTBeHHASt Ta0JIeTKH
bopma:
'YiakoBka: Biucrep IIBX-AntoMunuit
'YcrnoBus XpaHEHUs:: XPaHUTh MIPU TeMIIepaType
auxe 25 °C
Iloxa3aTean Hopma PesynbTart

kaocoou 10-u cepuu, Ho He pedice, uem 0ns 1 cepuu 6 200)

CchlIKa Ha HOMEP PErUCTPAIHOHHOTO
Y IOCTOBEPEHHUS, 3aPETUCTPUPOBAHHOTO B
Poccuu: TINO011854/02

ADU, ncnoab30BaAHHBIN 115

MpPOU3BO/JCTBA:

HanmenoBanne AOU

-IpOoTaBeprHA THIPOXIOPHT XuHouH 3aBog PapMareBTHUECKUX 1
Xumudeckux nmpoayktos 3A0,
Bbynanemr, Benrpus

'YrakoBKa 1 MapKUPOBKa: B cootserctBum ¢ HJ{

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

Hannass cepust mpousBeneHa B coorBerctBuu ¢ CGMP TpeGoBaHMSIMH ¥ COOTBETCTBYET CrelH(UKALHIM
Perucrpannonnoro Y gocroBepenus.

JlaHHBIi cepTH(UKAT aHATN3A TTOANMCAH IEKTPOHHOH IMOANUCHIO Yepe3 BaTuaupoBanHyo cuctemy JIMMC.

Pemenne YIOJTHOMOY€HHOI'0 JIMla

Pemenne: OJIOBPEHO
JaTa: 23-ABI'-2021 10:26
YnoiHoMO4eHHOe JIUI0: dr. Beszteri Bojana
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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

GMID code 435271 Item code VER 435271

Product name : NO-SPA 40 mg tablets 24X

Import. country Russia

Lot number : EV117 Customer lot EV117

Date of manufacture: 01-JUL-2021 Expiry date JUN-2024

Strength :
Dosage form

Packaging type :

Storage condition

see at the assay
tablet

PVC - ALU blister
Store below +25°C

CHARACTERS
- Appearance

IDENTIFICATION
- HPLC

- Drotaveraldine

— Perparine

- Total impurities

ASSAY (HPLC)
- Drotaverine HC1

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

RELATED SUBSTANCES (HPLC)

- Any other impurity

Complies

Complies

Complies
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BATCH CERTIFICATE

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
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435271 ITtem code

NO-SPA 40 mg tablets 24X

GMID code

Product name :

Import. country Russia

Lot number : EV117

Date of manufacture: 01-JUL-2021
Strength :

Customer lot
Expiry date
see at the assay

Dosage form tablet

Packaging type : PVC - ALU blister

Storage condition Store below +25°C

VER 435271

EV117
JUN-2024

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

claim of drotaverine hydrochloride
- Bowl 1

- Bowl
- Bowl
- Bowl

- Bowl

o O W N

- Bowl

- Stage 2

- Stage 3

ADDITIONAL INFORMATION
Microbiological Quality (Ph.Eur)*

- TAMC, CFU/g
- TYMC, CFU/g
- Escherichia Coli, 1 g
* Additional tests are not performed for

(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

GMID code : 435271 Item code : VER 435271
Product name : NO-SPA 40 mg tablets 24X

Import. country : Russia

Lot number : EV117 Customer lot : EV117

Date of manufacture: 01-JUL-2021 Expiry date : JUN-2024
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

Storage condition : Store below +25°C

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-AUG-2021 10:26
Responsible pharmacist : dr.Beszteri Bojana
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