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: EV008 Howmep cepun kinenta:  EV008
[lara npousBoactea: 08-AITP-2021 [Jara ncreuenust cpoka  MAP-2023
TOJHOCTH:
Jlo3upoBka: Cwmotpu KonudectBeHHOE
oTIpe/ieIeHne
JlexapcTBeHHASt Ta0JIeTKH
bopma:
'YrakoBka: bmmcrep Amro-Anto
GMID kon 665701
Iloxa3zaresanb Hopma Pe3yabTart
Iloka3zarenu:
- Ormmcanve [IpomonroBaTsie TAOIETKH JKEITOTO COOTBETCTBYET
LIBETa C PUCKOU C OJHOM CTOPOHBI
- Cpenmsist macca (Ep. @apm. wimn IT'® 690 mMr £ 5 % (656—725 mr) 690 mr
PD)
- OTKJIOHEHUS OT CpeJHEN MacChl 18/20 Tabnetok + 5 % COOTBETCTBYET

rabnetok (Esp. ®apm. umu ['D PD) 2/20 rabnerok + 10 %

- OTKJIOHEHHS OT CPEIHEN MacChl < 1/30 momoBuHOK TabneTok =+ 15 % COOTBETCTBYET
nozeneHHbIx TabneTok (Ep. ®apm. wnn  0/30 nonxoBuHOK TabneTok + 25 %
I'd POD)

MOJJIMHHOCTD (B27KX):

- IPOTaBEpPHUHA TUIPOXIIOPHT Bpewms yaepKuBaHus OJHOTO H3 COOTBETCTBYET
OCHOBHBIX IIHKOB Ha XpOMATOIPaMMe
UCIIBITYEMOTO PACTBOPA JOJIKHO
COOTBETCTBOBATH BPEMEHH Y ICPKUBAHHS
NMKa APOTaBEPHHA TUAPOXJIOPH/IA Ha
XpPOMaTOrpaMMe CTaHAapPTHOTO PacTBOPA.

- mapaueTamon BpeMs yaepKuBaHus OJHOTO U3 COOTBETCTBYET
OCHOBHBIX IIMKOB Ha XPOMAaTOrpaMMe
UCTBITYEMOTO PACTBOPA JOJKHO
COOTBETCTBOBATh BPEMEHH Y/ICPIKHB;
THKA apaneTaMolia Ha XpOMAaTorps:
CTaHJAPTHOTO PACTBOPA. 4

POJICTBEHHBIE ITIPUMECH COOTBETCTBYET
(B2KX)

JIporaBepuHa ruApoOXJI0pUI

- IpoTaBepanaux <0,5%

- [lepniapun <0,2%

- JIrobast npyrast mpuMech <0,2%

- Cymma npumMeceit <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
Crpana-ummoptep: Poccus
Howmep cepuu: EV008 Howmep cepun ximmenta:  EV008
[lara npousBoactea: 08-AITP-2021 [Jara ncreuenust cpoka  MAP-2023
TOJHOCTH:
Jlo3upoBka: Cwmotpu KonudectBeHHOE
orpe/eieHue
JlexapcTBeHHAS TaOIeTKN
hopma:
'YiakoBka: Biucrep Amto-Anro
GMID kon 665701
Iloxa3zaresanb Hopma Pe3yabTart
ITapaneramoJ
-4-aMuHOEHOT <50 ppm 0 ppm
-JTto00ii enHUYHON TprMecH <01% 0,0 %
-CyMMa npumMeceit <02% 0,0 %
KOJNYECTBEHHOE
OIPEAEJEHUE (B2XKX)
- JIpoTaBepuHa ruapOXIOpUL 36,0—-44,0 mr/Tabm. 39,8 mr
(90,0-110,0 % ot 3asBIIEHHOTO
co/Iep KaHUs)
- ImaparneTamot 450,0-550,0 mr/Tadu. 498,5 mr
(90,0-110,0% ot 3asBI€HHOTO
coJIep KaHUs)
PACTBOPEHUE
He menee 75 % (Q = 70 %) ot
3asIBJICHHOTO KOJIMYECTBA 000X
NEHCTBYIOINX BEIIeCTB Yepe3 30 MUHYT.
-/[poraBepuHa rHAPOXJIOPH]T
-Uamka 1 >75%
-Uamrka 2 >75%
-Uamika 3 >75%
-Uamka 4 >75%
-Hamrka 5 >75% &
-Yamka 6 >75% 72/ 96, Y au POCCT
CTAJIUS 2: Cpennee 3Hauenue mis 12 TabneTox || e enwﬁﬁewmo :
JIOJDKHO ObITh He MeHee ueM 70 % uepes ; ’
30 MUHYT, ¥ HH OJTHOH TaOJIETKH CO
3HaYeHUEM MeHee yeM 55 %.
CTANA 3: Cpennee 3HaueHue st 24 TabIeToK He an/IMeHI/IMo

JIOJDKHO OBITH He MeHee ueM 70 % depes
30 mMuHyT, He OoJee 2 TabIETOK MOTYT
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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

SANOFI

-O011ee KOJIMYECTBO adpOOHBIX
mukpoopranmsmos (TAMC), KOE/r
-O0111ee KOJIMYECTBO JPOXKIKEBBIX U
ruiecHeBbIX puboB (TYMC), KOE/r
-Escherichia coli, 1 T

He 6omee 1000
He 6oiee 100

OTCcyTCTBYET

Kon ToBapa; VER_665701
IIpomyxT: HO-IIITA AYO tabnetku 12
Ctpana-ummoptep: Poccus
Howmep cepuu: EV008 Howmep cepun ximmenta:  EV008
[lara npousBoactea: 08-AITP-2021 [Jara ncreuenust cpoka  MAP-2023
TOQHOCTH:
Jlo3upoBka: Cwmotpu KonudectBeHHOE
ompe/ieNIeHre
JlexapcTBeHHASt TaOJIETKH
bopma:
'YakoBka: bmmcrep Amro-Anto
GMID kon 665701
Tloxa3arean Hopma Pe3yabTart
MMETH 3HaueHne MeHee ueM 55 %, u Hu
IS OJTHOM TaOJIETKHA HE MOYKET OBITH
3HayeHust MeHee yeMm 45 %.
-IlapaneramoJt
-Yamka 1 >75% 93 %
-Yamka 2 >75% 97 %
-Yamka 3 >75% 97 %
-Uamka 4 >75% 97 %
-Uarmka 5 >75% 95 %
-Uarmka 6 >75% 97 %
CTAINA 2: Cpennee 3HaueHue s 12 TabneTok He npumennmo
IIOJDKHO OBITH He MeHee ueM 70 % depes
30 MUHYT, ¥ HU OJTHOI1 TaOJNIETKH CO
3HaueHreM MeHee yeM 55 %.
CTANA 3: Cpennee 3HaueHue st 24 T1abIeTok He npumenumo
JIOJDKHO OBITh He MeHee ueM 70 % uepes
30 MuHyT, He OoJtee 2 TabJIETOK MOTYT
MMETH 3HaueHne MeHee ueM 55 %, u Hu
IS OJTHOM TaOJIETKHA HE MOYKET OBITH
3HayeHust MeHee yeMm 45 %.
JIOIMMOJIHUTEJIbHAS
NMHO®OPMAIIUSA
MuKpoOHOIOTHYECKAS YUCTOTA
(EBp.D.*)
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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: EV008 Howmep cepun kinenta:  EV008
Jlata nmpousBoactea: 08-AIIP-2021 [Jara ncreuenust cpoka  MAP-2023
TOAHOCTH:
Jlo3upoBka: Cwmotpu KonudectBeHHOE
oTpeeIICHUE
JlexapcTBeHHASt Ta0JIeTKH
bopma:
'YrakoBka: bmmcrep Amro-Anto
GMID kon 665701
Iloka3aTeb Hopma Pe3yabTart

*/[onoanumenvHvle mecmuvl He 8bINOIHAIOMCS OJis1 PYMUHHO20 KOHMPOS, 0151 OAHHOU cepull He NPOBOOUTUCD (O
xaxcoou 10-i cepuu, Ho He pedice, wem oas 1 cepuu  200)

CchlIKa Ha HOMEP PerucTpaloHHOTO

yI0CTOBEPEHHUSI, 3aPETHUCTPUPOBAHHOTO B

Poccun: JICP-000858/10

HJI HoMep JICP-000858/10-270820

A®DU, ncnoab30BaAHHBIN 115

MPON3BOJACTBA:

HaumenoBanne AOU

-pOTaBEpUHA THAPOXIIOPUL, XunouH 3aBoj dapmaneBTHUECKUX U XUMUUECKUX MpoaykToB 3A0,
Bynanerr, Bearpus H-1045 Budapest, To u. 1-5, Hungary

-I1apareTamMmol Amnbiro Jlyans ®@apmacsrotukan Ko.JIta, Workshops No 1,3 and 5,
No.35,Weixu North Road, 262100 Angiu City, Shandong Province,
262100 China

'YrakoBKa 1 MapKHUPOBKa: B cootserctBuu ¢ HJ{

JlanHas cepusi cOOTBETCTBYeT TpeOoBaHusM HopMaTtnBHO#M JIOKYMEHTAITMH, 3apeTUCTPUPOBAHHONW B HACTOSIIY
Bpemsi B Poccuiickoii @enepaiuu, o MepeyrcICHHBIM MOKA3aTesIM KaueCTBa.

Hannass cepust mpousBeneHa B coorBerctBuu ¢ CGMP TpeGoBaHMSIMH U COOTBETCTBYET CrelH(UKAILMAM
COOTBETCTBYIOIIEro PerucrpaninonHoro Y jocroBepeHus.

JlaHHBI cepTU(UKAT aHATN3A TTOANNCAH IEKTPOHHOH IMOANUCHIO Yepe3 BaTuIupoBanHyo cuctemy JIMMC.

Pemienne YIOJTHOMOYC€HHOI'0 JIMla

Pemenne: O OBPEHO
lara: 29-AIIP-2021 15:51
'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

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 : EV008 Customer lot no. : EV008
Date of manufacture: 08-APR-2021 Expiry date : MAR-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) 690 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

o o O O

- Total impurities

Paracetamol

o

- 4d-aminiphenol

o

- Any individual impurity

- Total impurities

rap_coa_resultats v5 Page 1 / 4




BATCH CERTIFICATE

NS SR N
N Y N
) & §§ § 8§ N
QAN wd
SRR

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 : EV008 Customer lot no. : EV008

Date of manufacture: 08-APR-2021 Expiry date : MAR-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
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanocfi company

Veresegyhdz site - 2112 Veresegyhaz,

Phone:

+36 28 585 600 / Fax:

Lévai u.5., Hungary

+36 28 585 939

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
EV008 Customer lot no. EV008
08-APR-2021 Expiry date MAR-2023

see at the assay
tablet
ALU-ALU blisters
665701

- TAMC, CFU/g
- TYMC, CFU/g

- Escherichia Coli,

ND number

continue
- Paracetamol

continue

ADDITIONAL INFORMATION
Microbiological Quality

lg
* Additional tests are not performed for:

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

The reference number of Market

Authorization registered in Russia:

API used for production
Manufacturer’s name of API

- Drotaverine hydrochloride

Packaging and labelling:

This batch meets the requirements of the :

on the listed quality parameters.

(Russ.Pharm) *

Russian Federation

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

EV008 Customer lot no.

08-APR-2021 Expiry date
see at the assay

tablet

ALU-ALU blisters

665701

EV008
MAR-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-APR-2021 15:51

dr.Beszteri Bojéna
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