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CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
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OCHOBHBIX ITMKOB Ha XpOMAaTOrpaMMe
HCTIBITYEMOT'O PacTBOPaA JAOJIKHO
COOTBETCTBOBATh BPEMEHHU YACPKUBAHUS
IIMKa ApOTaBepHHa IMIPOXJIOpHIa Ha
XpOMaTorpaMMe CTaHAapTHOTO PacTBOpA.
Bpewms ynep:xuBaHus 0JJHOTO U3

- rmapareTamolt
OCHOBHBIX ITMKOB Ha XpOMaTorpaMme
UCIIBITYEMOT'0 PacTBOpPa JA0JIKHO
COOTBETCTBOBATH BPEMEHH YAEPKUBAHUS
MMKa MapameTaMosia Ha XpoMaTorpamme
CTaH/IapPTHOT'O PacTBOPA.

POJICTBEHHBIE ITIPUMECH COOTBETCTBYET

(BIKX)

JIporaBepuHa ruApoOXJI0pUI

- JIpotaBepanaux <0,5%

- [lepnapun <0,2%

- JIrobast npyrast npuMech <0,2%

- Cymma npumMeceit <1,0%

Kon ToBapa; VER 665701
IIpomyxT: HO-IIITA AYO tabnetku 12
Ctpana-umroptep: Poccus
Howmep cepum: EVO005 Howmep cepum kmuenta:  EVO005
JlaTa npousBonctBa: 18-MAP-2021 Jata ucreuenus cpoka ~ ®EB-2023
TOJHOCTH:
Jlo3upoBka: Cwmotpu KonudectBeHHOE
oTIpe/ieIeHne
JlexapcTBeHHASt Ta0JIeTKH
bopma:
'YrakoBka: bmmcrep Amo-Anto
GMID xon 665701
Iloxa3zaresanb Hopma Pe3yabTart
Iloka3zarenu:
- Ormmcanve [IpomonroBaTsie TAOIETKH JKEITOTO COOTBETCTBYET
LIBETa C PUCKOU C OJHOM CTOPOHBI
- Cpennsis macca (EBp. @apm. mmu '@ 690 mr £ 5 % (656725 mr) 688 Mr
PD)
- OTKJIOHEHUS OT CpeHEN Macchl 18/20 Tabnetok + 5 % COOTBETCTBYET
rabnetok (Esp. ®apm. unmu I'D PD) 2/20 rabnerok + 10 %
- OTKJIOHEHHS OT CPEIHEN MacChl < 1/30 momoBuHOK TabneTok =+ 15 % COOTBETCTBYET
nozesneHHbix Tadnerok (EBp. @apm. wm  0/30 monoBuHOK TabneTok + 25 %
I'd PD)
MNOAJUHHOCTD (BIXKX):
- IpOTaBepHHA THAPOXIOPHU Bpewms yaepxuBaHHS OTHOTO U3 COOTBETCTBYET

COOTBETCTBYCT
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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 665701

IIpomyxT: HO-IIITA AYO tabnetku 12

Ctpana-umroptep: Poccus

Howmep cepum: EVO005 Howmep cepum kmuenta:  EVO005
JlaTa npousBonctBa: 18-MAP-2021 Jata ucreuenus cpoka ~ ®EB-2023
TOJHOCTH:
Jlo3upoBka: Cwmotpu KonudectBeHHOE
oTIpe/ieIeHne
JlexapcTBeHHASt Ta0JIeTKH
bopma:
'YiakoBka: Biucrep Amto-Anto
GMID xon 665701
Iloka3aTeb Hopma Pe3yabTart
ITapaneramoJ
-4-aMUHOBEHOT <50 ppm 0 ppm
-J[t0001 eMUHIYHON TIPUMECH <0,1 % 0,0 %
-CyMMa npumeceit <0,2% 0,0 %
KOJNYECTBEHHOE
OINPEJEJEHUE (BOXKX)
- JIpoTaBepuHa ruapoOXIOpUL 36,0-44,0 mr/Tabm. 39,7 mr
(90,0-110,0 % ot 3asBIEHHOTO
co/Iep KaHUs)
- TTapareTamon 450,0-550,0 mr/Tabur. 500,5 mr
(90,0-110,0% ort 3asiBIIEHHOTO
coJIep KaHUs)
PACTBOPEHUE

He menee 75 % (Q = 70 %) ot
3asIBJICHHOTO KOJIMYECTBA 000X
NEHCTBYIOINX BEIIeCTB Yepe3 30 MUHYT.
-/I[poTaBepuHa ruIpOXJI0PHU/

-Yamka 1 >75%
-Uarmmka 2 >75%
-Yamka 3 >75%
-Yarka 4 >75%
-Yamka 5 >75%
-Uarmmka 6 >75%
CTAINA 2: Cpennee 3HaueHue s 12 TabneTok

TIOJDKHO OBITH HEe MeHee ueM 70 % depe3
30 MUHYT, ¥ HH OJTHOH TaOJIETKH CO
3HAYCHHEM MeHee 4eM 55 %.

CTAJIUA 3: Cpennee 3HaueHue st 24 TabIeTok
JIOJDKHO OBITH HE MeHee ueM 70 % depes
30 muHYT, He OoJiee 2 TabJIETOK MOTYT ; <
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-O011ee KOJIMYECTBO adpOOHBIX
mukpoopranmsmos (TAMC), KOE/r
-O0111ee KOJIMYECTBO JPOXKIKEBBIX U
ruiecHeBbIX TprboB (TYMC), KOE/r
-Escherichia coli, 1 T

He 6omee 1000
He 6onee 100

OTcyTCTBYET

Kon ToBapa; VER 665701
IIpomyxT: HO-IIITA AYO tabnetku 12
Crpana-ummoptep: Poccus
Howmep cepum: EVO005 Howmep cepum kmuenta:  EVO005
JlaTa npousBonctBa: 18-MAP-2021 Jata ucreuenus cpoka ~ ®EB-2023
TOJHOCTH:
Jlo3upoBka: Cwmotpu KonudectBeHHOE
oTIpe/ieIeHne
JlexapcTBeHHASt Ta0JIeTKH
bopma:
'YrakoBka: bmmcrep Amo-Anto
GMID xon 665701
Iloka3aTeb Hopma Pe3yabTart
HMETh 3HAUCHUE MeHee YeM 55 %, v Hu
JUTSL OJTHOU TaOJIETKU HE MOXKET OBITH
3Ha4YCHUS MEeHee 4eM 45 %.
-[lapaneramon
-Uamka 1 >75% 98 %
-Uarka 2 >75% 95 %
-Uamka 3 >75% 98 %
-Yarka 4 >75 % 97 %
-Yamka 5 >75 % 98 %
-Yamka 6 >75% 98 %
CTAINA 2: Cpennee 3HaueHue s 12 TabneTok He npumennmo
JIOJDKHO OBITH HEe MeHee ueM 70 % depes
30 MUHYT, ¥ HU OJTHOI1 TaOJNIETKH CO
3HauYeHUuEeM MeHee 4eM 55 %.
CTAJIUA 3: Cpennee 3HaueHue st 24 T1abIeTok He npumenumo
TIOJDKHO OBITH HEe MeHee ueM 70 % depe3
30 MuHyT, He OoJtee 2 TabJIETOK MOTYT
HMETh 3HAUCHUE MeHee YeM 55 %, v Hu
JUTSL OJTHOU TaOJIETKU HE MOXKET OBITh
3Ha4YCHUS MEeHee 4eM 45 %.
JTOITOJIHUTEJIBHASA
NHO®OPMALIUA
MuKpoOHOIOTHYECKAS YUCTOTA
(EBp.D.*)
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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 665701

IIpomyxT: HO-IIITA AYO tabnetku 12

Ctpana-umroptep: Poccus

Howmep cepuu: EV005 Howmep ceprn ximmenTa:  EV005
JlaTa npousBonctBa: 18-MAP-2021 Jata ucreuenus cpoka ~ ®EB-2023
TOJHOCTH:
Jlo3upoBka: Cwmotpu KonudectBeHHOE
oTIpe/ieIeHne
JlexapcTBeHHASt Ta0JIeTKH
bopma:
'YrakoBka: bmmcrep Amo-Anto
GMID xon 665701
Iloka3aTeb Hopma Pe3yabTart

*/lonoanumenvHvle mecmuvl He 8bINOIHAIOMCS OJ151 PYMUHHOKO KOHMPOA, 0151 OAHHOU cepull He NPOBOOUNUCH (O
xaxcoou 10-i cepuu, Ho He pedice, wem oas 1 cepuu 6 200)

CchlIKa Ha HOMEP PerucTpaloHHOTO

YIOCTOBEPEHHUSI, 3aPETUCTPUPOBAHHOTO B

Poccun: JICP-000858/10

HJI HOMep JICP-000858/10-270820

ADU, ncnoab30BaAHHBIN 115

MPON3BOCTBA:

HaumenoBanue AU

-IpOTaBeprHA THAPOXIOPHUL Xunoud 3aBoa @apManeBTHIECKAX U XUMUIECKUX MPOayKToB 3A0,
bynanemT, Benarpus H-1045 Budapest, To u. 1-5, Hungary

-TIaparneTamMmodt Amnpito Jlyans @apmacerotukan Ko.JItn, Workshops No 1,3 and 5,
No.35,Weixu North Road, 262100 Anqiu City, Shandong Province,
262100 China

'YrakoBKa 1 MapKUPOBKa: B cootserctBum ¢ HJ{

JlanHas cepusi COOTBETCTBYeT TpeOoBaHusM HopMaTtuBHO#M JIOKYMEHTAIIMH, 3apeTUCTPUPOBAHHONW B HACTOSIIY
Bpemsi B Poccuiickoii denepaiuu, N0 MepeyrcISeHHBIM MOKA3aTeIsIM KaueCTBa.

Jannas cepus mpousBeneHa B cooTBEeTCTBHM ¢ cGMP TpeOoBaHMAMH W COOTBETCTBYET CIEIH(PHUKAINIM
COOTBETCTBYIOIIEro PerucrpaninonHoro Y jocroBepenus.

JlaHHBIi cepTH(UKAT aHATN3A TTOANMCAH IEKTPOHHOH IMOANUCHIO Yepe3 BaTHuIUpoBaHHyo cuctemy JIUMC.

Pemenue YIOJTHOMOY€HHOI'0 JIMla

Pemenue: OJOBPEHO
JlaTa: 24-AI1P-2021 12:42
'YoJHOMO4YeHHOE JINIO: 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

Item code : VER 665701

Product name : NO-SPA DUO tablet 12x

Import. country : Russia

Lot number : EV005 Customer lot no. : EV005
Date of manufacture: 18-MAR-2021 Expiry date : FEB-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) 688 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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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi 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 : EV005 Customer lot no. : EV005

Date of manufacture: 18-MAR-2021 Expiry date : FEB-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 98 %
- Bowl 2 94 %
- Bowl 3 98 %
- Bowl 4 98 %
- Bowl 5 99 %
- Bowl 6 99 %
- Stage 2 NA

- Stage 3 NA
Paracetamol

- Bowl 1 98 %
- Bowl 2 95 %
- Bowl 3 98 %
- Bowl 4 97 %
- Bowl 5 98 %
- Bowl © 98 %
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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 : EV005 Customer lot no. : EV005
Date of manufacture: 18-MAR-2021 Expiry date : FEB-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : ALU-ALU blisters

GMID code : 665701

- Stage 2 NA

- Stage 3 NA
ADDITIONAL INFORMATION

Microbiological Quality (Russ.Pharm)*

- TAMC, CFU/g

- TYMC, CFU/g

- Escherichia Coli, 1 g

* Additional tests are not performed for s batch

(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 Private Co. Ltd.,Téwutgg 1-5.,
p T,

continue
- Paracetamol
continue

Packaging and labelling:

This batch meets the requirements of the

on the listed quality parameters.

w,
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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

Date of manufacture:

Strength
Dosage form
Packaging type
GMID code

VER 665701
NO-SPA DUO tablet 12x

Russia

EV005 Customer lot no.

18-MAR-2021 Expiry date
see at the assay

tablet

ALU-ALU blisters

665701

EV005
FEB-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
24-APR-2021 12:42

dr.Beszteri Bojéna
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