CEPTUO®UKAT CEPUM g ﬁ O ? g

«XMHOWH 3aBox ®apManeBTHIECKUX B XUMHUIECKUX MPOIYKTOB 3AO»
- Kommanus «Canoduy»
ITnomanka Bepemenpxas - 2112 Bepemrensxas, yiu. JleBau 5., Benrpust

Tenedon: +36 28 585 600/Pakc: +36 28 585 939

Kon ToBapa; VER 616140
HaumeHoBaHue HO-HIITA 40 mr tadaeTku 64X
nmpemapara:
CTpaHa-uMIIOpTEP: Poccust
Howmep cepum: EV044 Howmep cepun: EV044
JlaTa mpou3BOICTBA: 09-MAP-2021 JlaTa cTedeHus cpoka DEB-2026
TOTHOCTH:
Jlo3upoBka CM. pe3yJIbTaT ONPEaCIICHHS
KOJIMYECTBEHHOTO COACPHKAHUS
JlekapcTBeHHas hopma: TabneTku
Tun ynakoBku: II1 ¢nakon
Kox GMID: 616140
IMoka3aTenn Hopmbl Pe3yabTaThl
XAPAKTEPUCTUKHU
—  Omnucanne Kpyribre 1BOSKOBBIITYKIIbIe TabneTkn skentoro  CooTBETCTBYET

C 3€JICHOBATHIM UII OPaHKEBATHIM OTTCHKOM
LIBETa, C TPABUPOBKOM «Spa» Ha OJHOMI

CTOpOHE.
— OpHopoaHoCTh no3upoBanus (BOXKX) AV=<15.0% 2,4 %
Esp.®apwm., 2.9.40/TD PD
HNOMJIMHHOCTDb
- BOXX Bpewmst ynepkuBaHusi OCHOBHOT'O IUKa Ha CooTBeTCTBYET
XpPOMAaTorpaMMe UCIBITYEMOTr0 pacTBopa
JIOJDKHO COOTBETCTBOBATH BPEMEHU
YAEp>KUBAHUSI OCHOBHOTO ITHKA HA
XpOMaTOrpaMMe CTaHIapTHOTO PacTBOPA.
—  YO®-cnekrpodoTomerpust VY ibTpahHoIeTOBbIN CIIEKTP PACTBOPA, CooTBeTcTBYET
MIPUTOTOBJIEHHOTO [UISl OIIPEAETIECHUS
pacTBOpPEHHUs, 1OIDKEH UMETh MaKCUMYMBI
MIOTJIOIICHNS TP JUTHHAX BOJH (241 £2) HM,
(302+2) am u (353+2) HM.
POACTBEHHBIE IIPUMECHA
(BIXKX)
— JlporaBepangun <1,0% 0,00 %
— Ilepmapun <0.2% 0,00 %
— JhoGast apyras mpuMech <0,2% 0,00 %
— Cymma npumeceii <2,0% 0,0 %
KOJIMYECTBEHHOE
OMNPEJEJIEHUE (BDXX)
— JlpoTaBepHHA THAPOXJIOPHI 40,0 mr £ 5% (38,0 - 42,0 mr) 40,2 mr
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CEPTU®UKAT CEPUM SANOF!

«XMHOWH 3aBox ®apManeBTHIECKUX B XUMHUIECKUX MPOIYKTOB 3AO»
- Kommanus «Canoduy»

ITnomanka Bepemenpxas - 2112 Bepemrensxas, yiu. JleBau 5., Benrpust

Tenedon: +36 28 585 600/Pakc: +36 28 585 939

Kon ToBapa; VER 616140
HaumeHoBaHue HO-HIITA 40 mr tadaeTku 64X
npenapara:
CtpaHa-uMInoprep: Poccust
Howmep cepum: EV044 Howmep cepun: EV044
JlaTa mpou3BOICTBA: 09-MAP-2021 JlaTa cTedeHus cpoka DEB-2026
TONHOCTH:
Jlo3upoBka CM. pPE3yJIbTaT ONPEICICHUS
KOJIMYECTBEHHOT'O COEPIKAHUS
JlekapcTBeHHas hopma: TabneTku
Tun ynakoBku: MIT pnakon
Kox GMID: 616140
PACTBOPEHHUE
[ocrae 30 munyT Q=75 % (n=6) ot
3asIBIICHHOTO COJCPIKaHUsI APOTABEPHHA
THIPOXJIOpUIA
-Yamka 1 He menee 80 % 98 %
-Yamka 2 He menee 80 % 95 %
-Yamka 3 He menee 80 % 97 %
-Yamka 4 He menee 80 % 99 %
-Yamrka 5 He menee 80 % 97 %
-Yamka 6 He menee 80 % 95 %
- CTAUA 2: Cpennee 3Ha4deHHe isl 12 TabIETOK TOIDKHO HE ITPOBOANJIOCH
ObITE He MeHee 4eM 75 % depe3 30 MUHYT, 1
HU OJJHOH TaOJETKH CO 3HAaYEHHEM MEHEe YeM
60 %.
- CTAAUA 3: Cpennee 3HaueHne LIt 24 TabICTOK TODKHO
ObITh He MeHee 4eM 75 % udepe3 30 MUHYT, HEe HE [MPOBOJJUJIOCH
6osiee 2 TabJICTOK MOTYT HMETh 3HAYCHUE
MeHee uyeM 60 %, 1 HU T OHOM TabIeTKH He
MOXeT OBITh 3HaYeHHs1 MeHee 4eM 50 %.
JlononuTteabHas nHpopmanus
MukpoOuonorudeckast YACTOTa
(EBp.®apm)*
-O011ee KOJIMYECTBO aHAIPOOHBIX <100
mukpooprarnusmos (TAMC), KOE/r
-O01mee KOMMYeCTBO MIICCHEBBIX U <10
npoxokeBbix rpubos (TYMC), KOE/r
- Dmepuxus Kony, 1 r OtcyTcTBYyeT
* JIONOJIHUTEIbHBIC TECTHPOBAHMUS HE IPOBOJISTCS B XO/IE PYTHHHOTO KOHTPOJISI KauecTBa, HE MPOBOAMIIMCH Ha TAaHHOW Cepru
(mpoBozsiTCs HA Kaxoit 10-i, HO He MeHee, YeM Ha 1 cepuu B rox)
Ccblika Ha HoMep PV, TIN011854/02
3apeructpuposanHoro B Poccnu:

A®DU, ucnojib30BaHHBIH B X0/1€

MPOU3BO/CTBA
[IpousBoaurens AU s
-JlpoTaBeprHa r'uIpOXJIOpUI Xunoun npaiisar Ko. JItn., Byganemr, i»-";_ ¢ «CaHo du Poccu
Benrpus A ——
= o P . .
Y1akoBka U MapKUpPOBKa: B coorBerctBuu ¢ HJ| d -\l Sanofi Russia AlC
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CEPTUO®UKAT CEPUM g ﬁ :

«XMHOWH 3aBox ®apManeBTHIECKUX B XUMHUIECKUX MPOIYKTOB 3AO»
- Kommanus «Canoduy»

ITnomanka Bepemenpxas - 2112 Bepemrensxas, yiu. JleBau 5., Benrpust

Tenedon: +36 28 585 600/Pakc: +36 28 585 939

Kon ToBapa; VER 616140
HaumeHnoBaHue HO-IIITA 40 mr Tabaerku 64X
npemnapara:
CtpaHa-uMInoprep: Poccus
Howmep cepum: EV044 Howmep cepun: EV044
JlaTa mpou3BOICTBA: 09-MAP-2021 JlaTa cTedeHus cpoka DEB-2026
TOIAHOCTH:
Jlo3upoBka CM. pe3yJIbTaT ONpPENEICHUS
KOJIMYECTBEHHOT'O COEPIKAHUS
JlekapcTBeHHas hopma: TabneTku
Tun ynakoBku: II1 ¢nakon
Kox GMID: 616140
Jlannas cepust oTBeuaeT TpedoBaHussM HopMaTnuBHOM 1OKyMeHTaIny, 3aperucTpHpoBanHoil B Poccuiickoit @enepannu B
HACTOsIIIEE BPEMS, 110 IEPEUUCICHHBIM I0OKA3aTelsIM KauecTBa.
JlanHas cepusi mpousBeleHa B COOTBETCTBUH ¢ TpeOoBaHMSAMM Tekylued Hammexarmelf mpon3BOACTBEHHON NPAaKTUKU H
COOTBETCTBYET CIEH(DUKALNAM COOTBETCTBYIOLIEr0 PErUCTPALIMOHHOTO YA0CTOBEPEHHS.
Janubiii cepruduKar aHaau3a MoANKUCaH JISKTPOHHOM OANKCHIO C HCIOJIb30BAHMEM BalIUIUpOBaHHON cucteMbl LIMS.

3akj04eHue YNOJTHOMOYEHHOTI0 JIHIIA
3akioueHue: OJIOBPEHO
Hara: 19-MAP-2021 10:13
YnosHOMO4YeHHOE JIUILIO: 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 616140

Product name : NO-SPA 40 mg tablets 64 X

Import. country Russia

Lot number EV044 Customer lot no. EV044

Date of manufacture: 09-MAR-2021 Expiry date FEB-2026

Strength
Dosage form
Packaging type
GMID code

see at the assay
tablet

PP container
616140

CHARACTERS
- Appearance

- Uniformity of dosage units

Ph.Eur. 2.9.40/Ru.Ph
IDENTIFICATION

- HPLC

- UV

RELATED SUBSTANCES (HPLC)

- Drotaveraldine
— Perparine
- Any other impurity

- Total impurities

ASSAY (HPLC)
- Drotaverine HC1

Complies

(HPLC)

Complies

Complies

40.2 mg

el D
«CaHodu Poccus
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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 616140

Product name : NO-SPA 40 mg tablets 64 X

Import. country Russia

Lot number EV044 Customer lot no. EV044

Date of manufacture: 09-MAR-2021 Expiry date FEB-2026

Strength
Dosage form

Packaging type

see at the assay
tablet

PP container

GMID code 616140

DISSOLUTION

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

claim of drotaverine hydrochloride

- Bowl 1 98 %
- Bowl 2 95 %
- Bowl 3 97 %
- Bowl 4 99 %
- Bowl 5 97 %
- Bowl 6 95 %
- Stage 2 NA

- 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 batch

(for every 10th lot but at least for 1 1o

The reference number of Market

Authorization registered in Russia: /
fa} 107 ~ethit DAareiae
{«LaHCOU PocCcus

‘ » ———llo
sanofi Russia AQ /o

(="

API used for production
Manufacturer's name of API

- Drotaverine hydrochloride

Packaging and labelling:
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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 616140

Product name : NO-SPA 40 mg tablets 64 X

Import. country : Russia

Lot number : EV044 Customer lot no. : EV044
Date of manufacture: 09-MAR-2021 Expiry date : FEB-2026
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container

GMID code : 616140

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 : 19-MAR-2021 10:13
Qualified person: dr.Beszteri Bojéna

M Sanofi Russia AQ
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