CEPTU®UKAT HA CEPHUIO

SANOFT -

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

Veresegyhaz site - 2112 Veresegyhdz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939

(Esp. ®. 2.9.40/ TD PD.)

HOAJIUHHOCTD

- BOXX

—  Y®-cnexrpodoromerpust

POACTBEHHBIE IPUMECH

(BIXKX)
— [potaBepangux

Iepnapun

JIroGast npyrast npuMech

— CymmMa npumeceit

KOJMYECTBEHHOE
OIIPEJEJEHHUE (BOXKX)
— JlpotaBepuHa ruipoxaopu/

Kox ToBapa; VER 15868
HaunMeHoBaHMe mpenapara: HO-IIITA 40 mr tadaerku 100X
CtpaHa-umMIoprep: Poccust
Howmep cepun: EVIi21 Howmep cepun: EVi21
JlaTa npousBoacTBa: 08-MHOJI-2021 Jata ucreyenus cpoka MIOH-2026
TOTHOCTH:
/lo3mpoBka CM. pe3yJIbTAT ONPEaCIICHHS
KOJIMYECTBEHHOTO COACPIKaHM
JlexapcTBeHHas popma: Ta0JIeTKH
Ty ynakoBKU: ITonunponuieHoBbIN KOHTEHHED C
TTOJIMA THIICHOBOM MTPOOKOH
Kox GMID: 236972
IMoka3zarean Hopmbl Pe3yabTathl
XAPAKTEPUCTUKHA
—  Ormmucanne Kpyriibie qBOSKOBBITYKIIbIC TAOICTKH CoOTBeTCTBYET
JKEJITOTO I[BETA C 3eJICHOBATHIM HITH
OpaHXeBbIM OTTCHKOM. C rpaBUPOBKO#
«SPA)» Ha 01HOH CTOpOHE.
OaHoponHocTh fo3upoBanust BOXKX AV 15% 1.1 %

Bpewms yaep:xuBaHUs OCHOBHOTO TIMKa Ha CooTBeTCTBYET
XpOMaTorpamMme UCIbITYEMOTO pacTBOpa

JIOJIKHO COOTBETCTBOBATH BPEMEHU

yACPKUBAHUS OCHOBHOTO MHKA Ha

XpOMaTorpaMme CTaHAapTHOIO PacTBOpa.

Y apTpadroieTOBbIH CIIEKTP PacTBOPA, CooTBeTCTBYECT
MIPUTOTOBIICHHOTO JUTSI OITPEACICHUSI V
pacTBOPEHHS, 10JDKEH UMETh MAKCHMYMBI

MpH IHaX BOJH (241 £2) M, (302+2) HM 1

(353£2) aMm.

<1% 0,00 %
<0,2% 0,00 %
<0,2% <0,10 %
<2,0% 0,0 %
40,0 mr £ 5% (38,0 - 42,0 Mmr) 40.4 mr
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CEPTU®UKAT HA CEPHUIO

SANOFI s

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

Veresegyhaz site - 2112 Veresegyhdz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939

Kon ToBapa; VER_15868
HaunMeHoBaHMe mpenapara: HO-IIITA 40 mr tadaerku 100X
CtpaHa-umMIoprep: Poccust
Howmep cepun: EVIi21 Howmep cepun: EVi21
JlaTa npousBoacTBa: 08-MHOJI-2021 Jata ucreyenus cpoka MIOH-2026
TOJTHOCTH:
Jlo3npoBka CM. pe3yJIbTaT ONpeeIICHUS
KOJIMYECTBEHHOTO COACPKAHS
JlexapcTBeHHas popma: Ta0JIeTKH
Ty ynakoBKU: ITonunponuieHoBbIN KOHTEHHED C
TTOJIMA THIICHOBOM MTPOOKOH
Kon GMID: 236972
IMoka3zarean Hopmbl Pe3yabTathl
PACTBOPEHHE
(Q=75 %) (n=6) uepe3 30
MUHYT
JlpoTaBepuHa TUIPOXIOPHT
-Yamka 1 He menee 80 % 98 %
-Yamka 2 He menee 80 % 96 %
-Yamka 3 He menee 80 % 95 %
-Yamka 4 He menee 80 % 96 %
-Hamka 5 He menee 80 % 95 %
-Yamka 6 He menee 80 % 95 %
- CTAUA 2: Cpennee 3HaueHue 11 12 Ta0IETOK JOIHKHO HE ITPOBOJIMNJIOCH

ObITh He MeHee 4eM 75 % uepe3 30 MUHYT, U
HU OJHOHM TaOJICTKU CO 3HAYCHHEM MCHEE YeM
60 %.
- CTAAMA 3:
Cpennee 3HaucHHE 1 24 TaOIETOK TOHKHO HE ITPOBOJNJIOCH
ObITh He MeHee yeM 75 % depe3 30 MUHyT, HE
Oonee 2 TaOIETOK MOTYT UIMETh 3HAUCHUE
menee yeM 60 % u Hu 711 OQHOM TaOJETKU HE
MOJKeT OBITh 3HaueHHsI MeHee deM 50 %.
JonoanurenbHasi uHGopManus

Muxkpobuonorndeckas unctota (Esp.d.*)

-Ob1iee KOIMYeCTBO adpOOHBIX He 6omee 100
mukpoopranusmos (TAMC), KOE/r

-O011ee KOJTMYECTBO IPOKIKEBBIX U He 6omnee 10
wiecHeBbIx rprbos (TYMC), KOE/r

-Escherichia coli, 1 T OTtcyTCcTBYET

* JlonoanumenvHble mecmul He 8bINOJHAIOMCS 015 PYMUHHO20 KOHMPOJIS, 0151 OAHHOU cepuul He NPOBOOUIUCH (0151 KANCOOT
10-i1 cepuu, Ho He pedice, uem oas 1 cepuu 6 200)

CchlUTKa Ha HOMEP PETUCTPAIIMOHHOTO YIOCTOBEPEHUS, TTNO11854/02
3aperucTpupoBanHoro B Poccuu:

A®DW, ucrionb30BaHHBIN JIJIS1 TPOU3BOICTBA:

HaumenoBanue AOU

-pOTaBepUHA THIPOXIOPHUL XunouH 3aBoj apManeBTHUECKUX U XUMUUECKUX
npoaykroB 3A0, bynanemr, Benrpus
YnakoBka U MapKUpPOBKa: B coorBerctBuu ¢ HJJ
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CEPTU®UKAT HA CEPHUIO

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

Veresegyhaz site - 2112 Veresegyhdz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939

Kox ToBapa; VER 15868
HaunMeHoBaHMe mpenapara: HO-IIITA 40 mr tadaerku 100X
CtpaHa-umMIoprep: Poccust
Howmep cepun: EVIi21 Howmep cepun: EVi21
JlaTa npousBoacTBa: 08-MHOJI-2021 Jata ucreyenus cpoka MIOH-2026
TOTHOCTH:
/lo3mpoBka CM. pe3yJIbTAT ONPEaCIICHHS
KOJIMYECTBEHHOTO COACPIKaHM
JlexapcTBeHHas popma: Ta0JIeTKH
Ty ynakoBKU: ITonunponuieHoBbIN KOHTEHHED C
TTOJIMA THIICHOBOM MTPOOKOH
Kox GMID: 236972
IMoka3zarean Hopwmbl Pe3yabTathl

JlanHas cepust cOOTBETCTBYeT TpeboBaHusIM HopmaTtuBHON JIOKyMEHTAITUH, 3apEeTHCTPUPOBAHHON B HACTOSIIECE BPEMS B
Poccuiickoit @enepanuu 1o NepeurCICHHBIM MOKa3aTesIM KauecTBa.

JlanHas cepust npousBezieHa B cootBeTcTBHU ¢ CGMP TpeGoBaHMsIME 1 COOTBETCTBYET crieripuKanusM PernctpannoHHoOro
Y nocroBepeHusl.
JlaHHbIH cepTU(UKAT aHAIM3a HOAITMCAH IEKTPOHHOH ITOINKCHIO Yepe3 BaIuaupoBanHyo cucremy JIMMC.

Pemenue ynoJtHOMO4eHHOT0 JIHIA
Pemenne: OOBPEHO
JlaTa: 27-K0JI-2021 09:50
'YnosiHOMOYeHHOe JINIO: dr. Szijartd Zsuzsanna
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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 15868

Product name : NO-SPA 40 mg tablets 100X

Import. country Russia
Lot number EV121 Customer lot no. EV121
Date of manufacture: 08-JUL-2021 Expiry date JUN-2026

Strength
Dosage form
Packaging type
GMID code

see at the assay

tablet

PP container / PE stopper
236972

CHARACTERS

- Appearance Complies

- Uniformity of dosage units (HPLC)

Ph.Eur. 2.9.40/Ru.Ph

IDENTIFICATION

- HPLC Complies
- UV Complies

RELATED SUBSTANCES (HPLC)

- Drotaveraldine 0.00 %
— Perparine 0.00 %

- Any other impurity

- Total impurities

ASSAY (HPLC)
- Drotaverine HC1

40.4 mg
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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 15868
Product name : NO-SPA 40 mg tablets 100X
Import. country : Russia
Lot number : EV121 Customer lot no. : EV121
Date of manufacture: 08-JUL-2021 Expiry date : JUN-2026
Strength : see at the assay
Dosage form : tablet
Packaging type : PP container / PE stopper
GMID code : 236972
DISSOLUTION

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

claim of drotaverine hydrochloride

- Bowl 1 98 %
- Bowl 2 96 %
- Bowl 3 95 %
- Bowl 4 96 %
- Bowl 5 95 %
- Bowl 6 95 %
- Stage 2 NA

- Stage 3 NA

ADDITIONAL INFORMATION
Microbiological Quality (Ph.Eur)*

- TBAMC, CFU/g
- TYMC, CFU/g

- Escherichia Coli, 1 g

* Additional tests are not performed for batch

(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 To u. 1-5, Hungary

Packaging and labelling:
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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 15868

Product name : NO-SPA 40 mg tablets 100X

Import. country : Russia

Lot number : EV121 Customer lot no. : EV121
Date of manufacture: 08-JUL-2021 Expiry date : JUN-2026
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container / PE stopper

GMID code : 236972

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 : 27-JUL-2021 09:50
Qualified person: Hajduné dr.Szijartd Zsuzsanna
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