CEPTUOUKAT AHAJIN3A

* 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

[TpoaykT: HO-IITA 40 mr Tabnetkn 24X

Crpana-umnoprep:  Poccus

Homep cepuu: DV132 Howmep cepuu kimenta: DV132
Ilata npoussoactea: 28-MA-2020 Jlara ucTevueHHs CpoKa FOAHOCTH: ATIP-2023
o3upoeka: Cmotpu KonnuectBennoe
onpeneneHue
JlekapcTBeHHAas TabneTKu
- |hopma:
Vnakoeka: baucrep 11BX-AnroMUHKI
GMID kox 435271
IMokazaTenns Hopma PesyabTar
[TokazaTenn:
- Onucanue Kpyrasie aBosKkoBbINy Kible TabneTkH COOTBETCTBYET

JKENTOTO C 3eeHOBATBIM HIIH

opaHskeBbIM 0TTeHKOM. C rpaBHpOBKO#

«Spay» Ha OJIHOH CTOpOHeE.
- OnnopoaHocTs aozuporannsd (BDIKX) He Gonee 15% 1,7%
Eep.®. 2.9.40TD PO

MOJJIHHHOCTD:

- FBOXKX Bpems ynep:kHBaHud OCHOBHOTO MHKa HA ~ COOTBETCTRYET
XpPOMaTorpaMMe HCIMBITYEMOro pacTBopa
JIOJKHO COOTBETCTBOBATH BPEMEHH
yJep:KMBaHHS OCHOBHOTO MHKa Ha
XpoMaTorpaMMe CTaHAAPTHOIO pacTeopa.
YV d-cnektpodoToMeTpHs YnbTpaduoneToBbli CNEKTP pacTBOpA, COOTBETCTBYET
NPUTOTOBJIEHHOTO /15 ONpeeneH s
pacTBOPEHMA, I0/I7KEH HMEThH
MaKCHMYMbl MPH AHHAX BOJH (241 £2)
HM, (302+2) M 1 (353+2) HMm.

POJACTBEHHLIE NPUMECH COOTRETCTRYET

(B27KX)

- JlpoTaBepaninH £1,0% 0,00 %

- Iepnapun <0,2% 0,00 %

- Jltobas apyras npuMecs <0,2% - <0,10 %
* |- Cymma npumeceii <2,0% 0,0 %

KOJMYECTBEHHOE

OITPEAEJIEHUE (B27KX)

- JlpoTtaBepuHa ruaApOXIOpHI 40,0 mr £ 5% (38,0 - 42,0 mr) 39,5 mr
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CEPTUO®UKAT AHAJIN3A

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 tosapa; VER 435271

Kaviedon 10-ii cepunt, no ne pemce, wem ons | cepui 6 200)
Ccbinka Ha HOMEp PerHcTPaUHOHHOrO

“Hononnumensuvie mecmer ne gotnonnsIOmes oaa PYIMURHO20 KOHMPOAA, 015 OGHHOTI Cepuu He RPOGOOUANCE (D1

[Tponykr: HO-LUTTA 40 mr ta6netiun 24X
Crpana-umnoprep:  Poccus
Homep cepuu: DVI132 Howmep cepuu knnenta: DV132
[Hara npouzeoactea; 28-MAA-2020 [Hata ucreuenus cpoka rogHocTH: ATIP-2023
‘ JlozupoBka: Cnmotpu KonnuectrenHoe
ornpeeseHne
TexkapcTennas TadneTku
dhopma:
Ynaxkoeka: Bnucrep I[IBX-Antomuuuii
GMID kon 435271
" [Mokasatens Hopma PesyasTaT
PACTBOPEHMUE
(Q=75 %) (n=6) uepes 30 munyT ot
3aABJICHHOTO CONepKaHKus APOTaBepHHA
rHApOXJI0pHIa
-Hawka | He menee 80 % 100 %
 |-Yauwka 2 He menee 80 % 98 %
-Hawka 3 He menee 80 % 97 %
-Hawrka 4 He menee 80 % 98 %
-Yauka 5 He menee 80 % 98 %
-Hauka 6 He menee 80 % 95 %
CTANA 2; Cpennee 3nauenne ana 12 tabnetok He npumenumo
J0JKHO OBITL He MeHee yeM 75 % yepes
30 MUHYT, ¥ HH OIHOI TaBNeTKH cO
3Ha4eHHEM MeHee yem 60 %,
CTAOUS 3: Cpennee 3nauenue 1ns 24 Tabnetok He npuMenumo
JIOJI)KHO ObITh He MeHee ueMm 75 % uepes
30 muHyT, He Gonee 2 TaGnertok MoryT
UMETL 3HAYEHHE MeHee YeM 60 %, u Hu
I OAHOH TabneTKu He MOKET BLITh
3Ha4YeHHs MeHee Yem 50 %. &
IONOJIHUTETLHAST 73 &
HHO®OPMAIINA gafi«Canodu Poccuss|
MukpoGuonoruyeckas yucrora r é{ SFMEJE!TMF?—JSSéa?‘O
(Eep.®.*) 54
-OGwiee konHyecTBO a3poBHbIX He 6onee 100 ?d} '5%
~ [Mukpoopranusmos (TAMC), KOE/r >’\ AN
-O0Luee KONHYECTBO APOKIKEBBIX 1 He Gouee 10 \\‘\ Py
nnecHeBbX rpuGos (TYMC), KOE/r ) "“-’:‘é;\f“i] r*x e
-Escherichia coli, 1 r OrtcyTcTeyer -
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CEPTU®UKAT 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 435271

[MponykT: HO-LUITA 40 mr tatnetkn 24X

" |Crpana-umnoptep:  Poccus

Homep cepuu: DV132 Homep cepun knnenrta: DV132
Jata npoussoacrea: 28-MASI-2020 Jlara vcTeueHUs cpoka roAHOCTH: ATIP-2023
Jlo3upoBka: Cwmotpu Konmiuecteennoe
onpeneneHue
Texapcrsennas TabNeTKH
thopma:
* [¥Ynakoexa: Bnucrep [IBX-AntoMmunnii
GMID kon 435271
[lokaszaTens Hopma PesyabTaT

YAOCTOBEPEHHA, 3aPErHCTPUPOBAHHOTO B
Poccuu: ITNO011854/02

" |ADH, Henob30BAHHBIH AR

MPOU3BOACTBA:

Haumenosanne AOH

-IPOTaBepPHHA MMAPOXIIOPH]L XwuHouH 3aBoa dapmaueBTHYECKHX H
Xumudeckux npoaykros 3A0,
Bynanewr, Benrpus

YnakoBka W MapKHpORKa: B cootBercTeHM ¢ H]]

Hannas cepus cootrercTeyer TpeGosannam Hopmatuehoii JJokyMeHTaumy, 3aperHCTPUPOBAHHON B HACTOALLEE
Bpems B Poccuiickoit Penepaunu no nepeyrcieHHbIM N0OKa3aTelAM KauecTBa.

Jlannas cepus npomseeneHa B cooTBercTBMH ¢ cGMP TpeGoBaHmamu W COOTBETCTBYET CreLHHKALHAM
PerucTpaunonHoro Y nocrosepeHus.

JaHHbli cepTHdUKAT aHau3a NOAMNCAH SNEKTPOHHOI MOAMHCHIO Uepes BalMANPOBaHHY1O0 cuctemy JIMMC.

Pemenne YOO/THOMOYEHHOI 0 JIHLIA

Pewenne: OJIOEPEHO
Ulara: 10-MHOH-2020 14:14
'V mosTHOMoYeHHoe JTHLI0: Hari Janosne dr. Tuza Timea

{ aHodun Poccuas

‘Sanoﬁ-ﬁusséa AQ
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BATCH CERTIFICATE

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 435271

Product name : NO-SPA 40 mg tablets 24X

Import. coﬁntry : Russia

Lot number : DV132 Customer lot no. : DV132
Date of manufacture: 28-MAY-2020 Expiry date : APR-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 435271

}“\mmmmmm“ S T T
Tests =

CHARACTERS
- Appearance

‘fpuﬁd;¢bi§gﬁ?e t&blétsigﬁWyeLL9w3'oig;%}Complies
with:é:greéqiéh:br déé@éé_éﬁéd ;

“Mspa" engraved on one side

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

IDENTIFICATION

- HPLC i Complies

g
-4

«Carnodu Poc:quj

S bl 1 3¢
Sanofi Russia AQ |3 J
9

RELATED SUBSTANCES (HPLC)
- Drotaveraldine

= Perparine

- Any other impurity

- Total impurities

ASSAY (HPLC)
- Drotaverine HC1
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sancfi company

Veresegyhaz site - 2112 Veresegyhaz, Léval 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 : DvV132 Customer lot no. : DV132
Date of manufacture: 28-MAY-2020 Expiry date : APR-2023
Strength :. see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 435271

Tests

DISSOLUTION:

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

claim of drotaverine hydrochloride

of the label

- Bowl 1 100 %
- Bowl 2 98 %
- Bowl 3 197 %
- Bowl 4 %
- Bowl 5 %
- Bowl 6 %
- Stage 2 lhﬁérége,'ﬁ: 2 NA
within 30 min.
- 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

The referente number of Market

Authorization registered in Russia:

«Canoodu Poccus ,\
Sanofi Russia AE:Jw

APTI used for production
Manufacturer's name of API

- Drotaverine hydrochloride

Packaging and labelling:

In accordance wit ND -
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BATCH CERTIFICATE

%

SANOFI

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 435271

Product name : NO-SPA 40 mg tablets 24X

Import. country : Russia

Lot number : DV132 Customer lot no. : DV132
Date of manufacture: 28-MAY-2020 Expiry date : APR-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 435271

R

Y
 Results

frééféz.ffﬂ

This batch meets the requirements of the Normative Document curre étéred in 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.

. Qdecision
Decision : FELSZABADITVA / ACCEPTED
Date : 10-JUN-2020 15:44
Qualified person: HAri J&nosné dr. Tuza Timea

WD

«Canodpu Poccmn\)‘];”
| Sanofi Russia AQ [/ .]

Dl
%@ﬁ§CK8A§ﬂ'

rap_coa_resultats v5 Page 3/ 3



