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

- [Tapaneramon

POJCTBEHHBIE IIPUMECH
(BIKX)

J/IpoTaBepuHa rHAPOXJIOPH]

- JIpoTaBepanaux

- [lepnapun

- JIto0as npyras nmpuMech

- Cymma npumeceit

Kon ToBapa; VER_665701
IIpomyxT: HO-IIITA AYO tabnetku 12
Ctpana-ummoptep: Poccus
Howmep cepuu: EV002 Howmep cepun kimmenta:  EV002
Jlara nmpousBoacta: 09-OEB-2021 Jara ucreuenus cpoka  SIHB-2023
TOJHOCTH:
Jlo3upoBka: Cwmotpu KonudectBeHHOE
orpe/eieHue
JlexapcTBeHHASt Ta0JIeTKH
bopma:
'YrakoBka: bmmcrep Amro-Anto
GMID kon 665701
Iloxa3zaresanb Hopma Pe3yabTart
Iloka3zarenu:
- Onrcanue ITpomonroBaTeie TAOIETKH KEITOTO COOTBETCTBYET
[IBETa C PUCKOU C OJHOM CTOPOHBI
- Cpennsis macca (EBp. @apm. mm '@ 690 mr £ 5 % (656—725 mr) 687 mr
PD)
- OTKJIOHEHUS OT CpeJHEN MacChl 18/20 Tabnetok + 5 % COOTBETCTBYET
rabnetok (EBp. ®apm. unu ' PO) 2/20 tadetok £ 10 %
- OTKJIOHEHHS OT CPEIHEN MacChl < 1/30 mos0BUHOK TabseTok + 15 % COOTBETCTBYET
nozeneHHbIx TabneTok (EBp. ®apm. wnn  0/30 moiaoBHHOK TabneTok + 25 %
I'® PD)
MNOAJIMHHOCTD (BI7KX):
- JlpotaBepuHa rHIPOXJIOPH Bpewmsi yaepkuBaHus OJHOTO U3 COOTBETCTBYET

OCHOBHBIX ITHKOB HA XPOMAaTOrpPaMMe
HCTIBITYEMOTO PacTBOPA JOJKHO
COOTBETCTBOBATH BPEMEHH yICPKUBAHAS
IIMKa APOTaBepHHa FHAPOXJIOPHIa Ha
XpOMaTorpamMme CTaHIapTHOTO PacTBOpa.
Bpewms yaepkuBaHUs OJHOTO U3
OCHOBHBIX IIMKOB Ha XpOMAaTOrpaMme
HCIIBITYEMOT'O PacTBOPa JA0JIKHO
COOTBETCTBOBATh BPEMEHH YACPIKUBAHUS
MMUKA ITapamneTamMoia Ha XpoMaTorpaMMe .
CTaHJAPTHOTO PAacTBOPA. £

COOTBETCTBYCT

RE0160 CAvioSiy

COOTBETCTBYET

<05%
<0,2%
<02 %
<1,0%
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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 ToBapa; VER_665701
IIpomyxT: HO-IIITA AYO tabnetku 12

Ctpana-ummoptep: Poccus

Howmep cepun: EV002 Howmep cepum kinenta:  EV002
Jlara nmpousBoacta: 09-OEB-2021 Jara ucreuenus cpoka  SIHB-2023
TOJHOCTH:
Jlo3upoBka: Cwmotpu KonudectBeHHOE
orpe/eieHue
JlexapcTBeHHASt Ta0JIeTKH
bopma:
'YrakoBka: bmmcrep Amro-Anto
GMID kon 665701
Iloxa3zaresanb Hopma Pe3yabTart
IMapaneTamout
-4-amuHO(DEHOIT <50 ppm 0 ppm
-JIr000#1 eMMHUIHON TpUMecH <0,1% 0,0%
-CymMa pumeceit <0,2% 0,0 %
KOJIMYECTBEHHOE
OIPEAEJEHUE (B2XKX)
- JIpoTaBepuHa ruApOXJIOpPHU 36,0—44,0 mr/Tatdu. 39,9 mr
(90,0-110,0 % ot 3asiBJI€HHOTO
COIepIKaHUS)
- [Tapameramonn 450,0-550,0 mr/Tadur. 498,3 mr
(90,0-110,0% or 3asiBIEHHOTrO
COIepIKAHUS)
PACTBOPEHUE

He menee 75 % (Q = 70 %) ot
3asIBICHHOTO KOJHYECTBAa 000X
NEHCTBYIOINX BEIIeCTB Yepe3 30 MUHYT.
-/[poraBepuHa rHAPOXJIOPH]T

-Uarmka 1 >75%
-Uarka 2 >75%
-Yarka 3 >75 %
-Yarka 4 >75 %
-Yamka 5 >75 %
-Uammka 6 >75%
CTAIS 2: Cpennee 3HaueHue s 12 Ta6neTo§ i

JIOJDKHO OBITH HEe MeHee ueM 70 % ¢
30 MUHYT, ¥ HH OJTHOHM TaOJIETKH CO
3HauyeHreM MeHee yeM 55 %.
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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

SANOF

Kon ToBapa; VER_665701
IIpomyxT: HO-IIITA AYO tabnetku 12

Ctpana-ummoptep: Poccus

IOJDKHO OBITH He MeHee ueM 70 % depes
30 MuHyT, He O0JIee 2 TaOJIETOK MOTYT
HMETH 3HauYeHnE MeHee ueM 55 %, n Hu
I OJJHOM TaOJIETKHA HE MOYKET OBITH
3HaueHus: MeHee yeM 45 %.

mukpoopranmsmos (TAMC), KOE/r

-IlapaneramoJt

-Yarmka 1 >75%

-Yarmka 2 >75%

-Uamka 3 >75%

-Uamrka 4 >75%

-Uamrka 5 >75%

-Yamka 6 >75%

CTAONA 2: Cpennee 3HaueHme s 12 TabiaeTox
JIOJDKHO OBITH HEe MeHee ueM 70 % depe3
30 MUHYT, ¥ HH OJTHOH TaOJIETKH CO
3HauYeHUEM MeHee 4eM 55 %.

CTAIS 3: Cpennee 3HaueHue s 24 TaOIETOK
JIOJDKHO OBITH HE MeHee deM 70 % depe3
30 muHyT, HE GoJtee 2 TAOIETOK MOT VT <
JUTSL OTHO TAaONETKH HE MOKE,
3Ha4YeHus MeHee ueM 45 %. “; / 3

JTOIMOJHUTEJBbHAS

NHOOPMAILMSA

MukpoOuonorndyeckas yucrora (PO

Dapm.*)

-O0I11Iee KOJUYECTBO a3POOHBIX He 6onee 1000

98 %
98 %
96 %
97 %
99 %
96 %

Howmep cepuu: EV002 Howmep cepun kimmenta:  EV002
Jlara nmpousBoacta: 09-OEB-2021 Jara ucreuenus cpoka  SIHB-2023
TOJHOCTH:
Jlo3upoBka: Cwmotpu KonudectBeHHOE
oTIpe/ieIeHne
JlexapcTBeHHASt Ta0JIeTKH
hopma:
'YrakoBka: bmmcrep Amro-Anto
GMID kon 665701
Iloxa3zaresanb Hopma Pe3yabTart
CTAINA 3: Cpennee 3HaueHue s 24 TaOIETOK He npumennmo

He npumenumo

He npumennmo
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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 ToBapa; VER_665701
IIpomyxT: HO-IIITA AYO tabnetku 12

Ctpana-ummoptep: Poccus

Howmep cepun: EV002 Howmep cepum kinenta:  EV002
Jlara nmpousBoacta: 09-OEB-2021 Jara ucreuenus cpoka  SIHB-2023
TOJHOCTH:
Jlo3upoBka: Cwmotpu KonudectBeHHOE
orpe/eieHue
JlexapcTBeHHASt Ta0JIeTKH
bopma:
'YrakoBka: bmmcrep Amro-Anto
GMID kon 665701
Iloxa3zaresanb Hopma Pe3yabTart
-O0111ee KOJIMYECTBO APOXKIKEBBIX U He 6onee 100
miecHeBbix rpubdos (TYMC), KOE/r
-Escherichia coli, 1 ¢ OtcyTcTByeT

*/[onoanumenvHvle mecmul He 8bINOIHAIOMCS OJisL PYMUHHO20 KOHMPOIs, 01 OAHHOU cepull He NPOBOOUNUCD (O
xadxcoou 10-u cepuu, Ho He pedice, wem oas 1 cepuu 6 200)

CchlIKa Ha HOMEP PerucTpaloHHOTO

yI0CTOBEPEHHUSI, 3aPETHUCTPUPOBAHHOTO B

Poccun: JICP-000858/10

HJI nHomep JICP-000858/10-270820

ADU, ncnoab30BaAHHBIN 115

MPON3BOJACTBA:

HaumenoBanne AOU

-JlpoTaBepuHa rUIPOXIOPHULT XunouH 3aBoj dapmaneBTHUECKUX U XUMUUECKUX NpoaykToB 3AO,
Bynmanenrr, Benrpus H-1045 Budapest, To u. 1-5, Hungary

-ITapareramon Anpmo Jlyans ®@apmacsrotukan Ko.JIta, Workshops No 1,3 and 5,
No.35,Weixu North Road, 262100 Angiu City, Shandong Province,
262100 China

'YrakoBKa 1 MapKUPOBKa: B cootserctBum ¢ HJ{

JlaHHas cepusi COOTBETCTBYeT TpeOoBanusM HopmaTtnBHOHW JIOKYMEHTAIMH, 3apETUCTPUPOBAHHONW B HACTOSIIY
Bpemsi B Poccuiickoii @eaepanuy, Mo nepeyrciIeHHbIM IMOKa3aTessiM KauecTBa.

Pemrenne ynoiHoOMOYeHHOT0 JIHIA
Pemenne: O OBPEHO
lara: 29-MAP-2021 08:19
'YI0JHOMOYEHHOE JIIO: dr. Beszteri Bojana
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BATCH CERTIFICATE
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanocfi company

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

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

Item code VER 665701

Product name : NO-SPA DUO tablet 12x

Import. country Russia

Lot number EV002 Customer lot no. EV002

Date of manufacture: 09-FEB-2021 Expiry date JAN-2023

Strength see at the assay

Dosage form tablet

Packaging type ALU-ALU blisters

GMID code 665701

CHARACTERS

- Appearance Complies

- Average mass (Ph.Eur/Ru.Ph) 687 mg

- Deviations from the average tablet Complies

mass (Ph.Eur/Ru.Ph)

- Deviations from the average mass of Complies

divided tablets (Ph.Eur/Ru.Ph)

IDENTIFICATION (HPLC)

- Drotaverine hydrochloride Complies

- Paracetamol Complies

RELATED SUBSTANCES (HPLC)

Drotaverine hydrochloride
- Drotaveraldine

- Perparine

- Any individual impurity
- Total impurities
Paracetamol

- 4d-aminiphenol

- Any individual impurity

- Total impurities
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BATCH CERTIFICATE
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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 665701

Product name : NO-SPA DUO tablet 12x

Import. country : Russia

Lot number : EV002 Customer lot no. : EV002

Date of manufacture: 09-FEB-2021 Expiry date : JAN-2023

Strength : see at the assay

Dosage form : tablet

Packaging type : ALU-ALU blisters

GMID code : 665701

ASSAY (HPLC)

- Drotaverine hydrochloride

- Paracetamol

DISSOLUTION
Not less than 75 % (Q=70 %) of the label :

claim of both active pharmaceutical ingre

after 30 minutes

Drotaverine hydrochloride

- Bowl 1
- Bowl 2
- Bowl 3
- Bowl 4
- Bowl 5
- Bowl 6
- Stage 2
- Stage 3
Paracetamol
- Bowl 1
- Bowl 2
- Bowl 3
- Bowl 4
- Bowl 5
- Bowl ©
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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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Item code
Product name :
Import. country

Lot number

Strength
Dosage form
Packaging type
GMID code

Date of manufacture:

VER 665701
NO-SPA DUO tablet 12x

Russia

EV002
09-FEB-2021

see at the assay
tablet

ALU-ALU blisters
665701

Expiry date

Customer lot no.

EV002
JAN-2023

ADDITIONAL INFORMATION
Microbiological Quality (Russ.Pharm)*

- TAMC, CFU/g

- TYMC, CFU/g

- Escherichia Coli, 1 g

* Additional tests are not performed for:

(10th lot but at least for 1 lot/year)

The reference number of Market

Authorization registered in Russia:

ND number

API used for production
Manufacturer’s name of API
- Drotaverine hydrochloride
continue

- Paracetamol

continue
Packaging and labelling:

This batch meets the requirements of the :

on the listed quality parameters.

Russian Federation

w,

rap_coa_resultats v5

Page

3/ 4




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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Item code

Product name

Import. country

Lot number

Date of manufacture:

Strength
Dosage form
Packaging type
GMID code

VER 665701
NO-SPA DUO tablet 12x

Russia

EV002 Customer lot no.

09-FEB-2021 Expiry date
see at the assay

tablet

ALU-ALU blisters

665701

EV002
JAN-2023

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
Date

Qualified person:

FELSZABADITVA / ACCEPTED
29-MAR-2021 08:19

dr.Beszteri Bojéna
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