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

IMnomanka Bepemenpxas - 2112 Bepemrensxas, yiu. JleBau 5., Berrpust

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

Kon ToBapa; VER 15868
HaumeHoBaHue HO-IIITA 40 mr tadaerku 100X
npenapara:
CtpaHa-uMInoprep: Poccus
Howmep cepum: DV091 Howmep cepun: DV091
JlaTa mpou3BOICTBA: 07-AITP-2020 JlaTa cTedeHus cpoka MAP-2025
TOHOCTH:
Jlo3upoBka CM. pe3yJIbTaT ONPEEIICHUS
KOJIMYECTBEHHOTO COACPHKAHUS
JlekapcTBeHHas hopma: TabneTku
Tun ynakoBku: INomunponuneHoBbIN KOHTEHHED ©
MOJIMATUIICHOBOH MPOOKOMA
Kon GMID: 236972
Iloxa3zatesmn HopMmbi Pe3yabTaThl
XAPAKTEPUCTUKHU
— Onucanue Kpyriible A1BOSIKOBBITYKIIbIE TaOIeTKH kenToro  CooTBETCTBYET
C 3CJICHOBATBIM HJIM OPAaHXXEBATHIM OTTCHKOM
LIBETA, C TPABUPOBKOM «Spay Ha OJHOM CTOPOHE.
— OmHOpoaHOCTH no3upoBanus (BOXKX) AV<15.0% 2,9 %
Erp. ®@.2.9.40/TD PO
HNOAJIMHHOCTDb
- BDXX Bpems ynepxuBaHus OCHOBHOro mnuka Ha COOTBETCTBYET
XpOMaTorpaMMe  HCIBITYeMOrO  pacTBopa
JOJKHO COOTBETCTBOBAThH BPEMCHU
YACp)KUBaAHUA OCHOBHOI'O IIMKa Ha
XpoMarorpaMme CTaHAapTHOTO pacTBOpa.
—  Y®-cnekrpodoTomeTpus VnberpaduoneToBsrii CIIEKTP pactBopa, CoOTBETCTBYET

MIPUTOTOBJIEHHOTO JUTS OTIPEICIICHUS
pacTBOpeHHs, JOJDKEH HWMETh MaKCHMYMBbI
MOTJIOLICHUS MPU JUIMHAX BOJIH (241 £2) HM,

(302+2) um u (353+2) HM.
POJACTBEHHBIE TIPUMECHU
(B2KX)
— JlporaBepanauu <1,0% 0,00 %
— Ilepnapun <0,2% 0,00 %
— JIiobast npyras nmpumecsh <0,2% <0,10 %
— Cymma npumeceit <2,0% 0,0 %
KOJIMYECTBEHHOE
ONPEJEJIEHHUE (BIXX)
— JlporaBepuHa TUAPOXIOPUL 40,0 mMr £ 5% (38,0 - 42,0 mr) 39,7 mr
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«XMHOWH 3aBox ®apManeBTHIECKUX B XUMHUIECKUX MPOIYKTOB 3AO»
- Kommanus «Canoduy»

IMnomanka Bepemenpxas - 2112 Bepemrensxas, yiu. JleBau 5., Berrpust

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

Kon ToBapa; VER 15868
HaumeHoBaHue HO-IIITA 40 mr tadaerku 100X
npenapara:
CtpaHa-uMInoprep: Poccust
Howmep cepum: DV091 Howmep cepun: DV091
JlaTa mpou3BOICTBA: 07-AITP-2020 JlaTa cTedeHus cpoka MAP-2025
TOAHOCTH:
Jlo3upoBka CM. pe3yJIbTaT OnpeeIeHus
KOJIMYECTBEHHOTO COACPHKAHUS
JlekapcTBeHHas hopma: TabneTku
Tun ynakoBku: INomunponuneHoBbIN KOHTEHHED ©
MOJIMATUIICHOBOH MPOOKOMA
Kon GMID: 236972
PACTBOPEHHE
Mocne 30 munryt Q=75 % (n=6) ot
3a4BJICHHOI'O COACPIKaHUA APOTaBEPUHA
TUAPOXJIOpHUIA
-Yamka 1 He menee 80 % 94 %
-Yamrka 2 He menee 80 % 93 %
-Yamrka 3 He menee 80 % 93 %
-Yamka 4 He menee 80 % 99 %
-Yamka 5 He menee 80 % 95 %
-Yamka 6 He menee 80 % 92 %
- CTAUA 2: Cpennee 3nadenne mist 12 tadbnerok momwkHo HE ITPOBOJIUJIOCH
ObITh He MeHee YeM 75 % yepe3 30 MUHYT, U HU
OZIHOW TaOJeTKH co 3HaYeHHeM MeHee deM 60
%.
- CTAUA 3: CpenHee 3HaueHHe Ui 24 TaOJIETOK JOJDKHO

ObITE He MeHee 4eM 75 % gepe3 30 munyt, He  HE ITPOBOJANIIOCH
Oosee 2 TabJNETOK MOTYyT HMMETh 3HA4YCHUE

MeHee ueM 60 %, 1 HU 1711 OHOU TaOJIeTKH He

MOXET OBITh 3HaUeHMsI MeHee yeM 50 %.

JlonoiHuTeILHAsE MHpOPMas
Mukpoobuonorudeckas uncrora (Esp. @)*

-O0miee 9ucIo adpoOHBIX <100
mukpoopraansmoB (TAMC), KOE/r

-O0mee 9uCiIo IPOXKIKEBBIX U IUIECHEBRIX < 10
rpubos (TYMC), KOE/r

- Escherichia coli, 1 r OtcyTcTBYyeT

* JIOTIOTHUTENIbHBIE TECTUPOBAHMUS HE ITPOBOJIAITCS B XOJI€ PYTHHHOTO KOHTPOJIS KauecTBa, He MPOBOIUIIMCH Ha TAHHOM cepruu
(mpoBoasiTCst Ha Kaxo# 10-i, HO He MeHee, YeM Ha | cepuu B roj)
Ccpuika Ha HOMep PV, TIN011854/02
3apeructpupoBanHoro B Poccuu:

A®U, ucno,ib30BaHHBII B X0/1€

MPOU3BOJACTBA
[IpousBoaurens AOU ety
-JlpoTaBeprHa rUIPOXIOPUT Xunowun [IpaiiBat Ko. JItn., Bynanemr, j I‘, / - \pe ﬂi
galf«Canopu Poccuap || =+
Benrpus g 5[ Lanobn Poccuap |3

o | &mn g ' — o
4=\ Sanofi Russia A()/'OA
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«XMHOWH 3aBox ®apManeBTHIECKUX B XUMHUIECKUX MPOIYKTOB 3AO»
- Kommanus «Canoduy»

IMnomanka Bepemenpxas - 2112 Bepemrensxas, yiu. JleBau 5., Berrpust

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

Kon ToBapa; VER 15868
HanMeHoBaHue HO-IIITA 40 mr tadaerku 100X
npenapara:
CtpaHa-uMInoprep: Poccust
Howmep cepum: DV091 Howmep cepun: DV091
JlaTa mpou3BOICTBA: 07-AITP-2020 JlaTa cTedeHus cpoka MAP-2025
TOJTHOCTH:
Jlo3upoBKa CM. pe3yJbTaT ONpeeIICHUS
KOJIMYECTBEHHOTO COACPHKAHUS
JlekapcTBeHHAs (popma: TabJNeTKH
Tun ynakoBku: [TonunponuaeHoBbIN KOHTEHHED C
MOJIMATUIICHOBOH MPOOKOMA
Kon GMID: 236972
YnakoBKa 1 MapKUpPOBKa: B coorBercTBun ¢ HJ{

Jlannast cepust orBeuaer TpedosanmsiM Hopmarusrol JlokymenTanuu, 3apeructpuposanHoi B Poccuiickoit denepanum B
HACTOSILIEE BPEMS, 110 ICPEUUCICHHBIM I10Ka3aTe/IIM KauecTBa.

JlanHast cepusi mpousBeAeHa B COOTBETCTBUHM ¢ TpeOoBaHMSMM Tekylled Hamexaruelf mpou3BOACTBEHHOH NPAaKTUKU U
COOTBETCTBYET CHELH(UKALUSIM COOTBETCTBYIOIIETr0 PerucTpaiioHHOro Y 10CTOBEpEHHSI.
JlaHHbIi cepTUUKAT aHAIM3a TOMUCAH YJICKTPOHHOMN MOAMUCHIO C HCIOJIb30BAHNEM BAMAMPOBAHHOM cuctemMbl LIMS.

3akjoueHune YHOJHOMOYECHHOI'0 JIMIIA

3akioueHue: OJIOBPEHO
Hara: 21-AITP-2020 08:56
YnosHOMO4Y€eHHOE JIUILIO: Hari Janosne dr. Tuza Timea
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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 : DV091 Customer lot no. DV091
Date of manufacture: 07-APR-2020 Expiry date MAR-2025
Strength see at the assay
Dosage form tablet
Packaging type PP container / PE stopper
GMID code 236972
CHARACTERS
- Appearance Complies
- Uniformity of dosage units (HPLC) 2.9 %
Ph.Eur. 2.9.40/Ru.Ph
IDENTIFICATION
- HPLC Complies
- UV Complies
RELATED SUBSTANCES (HPLC)
- Drotaveraldine 0.00 %
— Perparine 0.00 %
- Any other impurity <0.10 %
- Total impurities 0.0 %
ASSAY (HPLC) PO
- Drotaverine HC1 P\ —
A I E AN A e
s el AN
Ve AN
F O ’
I

al i ~
r{[ «CaHodu Poc
!
!
\

A

A
4
B

OHEP

TN

sanofi Russia AQ |/

FCHOSRBROERS

e

~
"
P

e

406¢LL

rap_coa_resultats v5




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 DV091 Customer lot no. DV091
Date of manufacture: 07-APR-2020 Expiry date MAR-2025

Strength
Dosage form

Packaging type

see at the assay
tablet
PP container / PE stopper

GMID code 236972
DISSOLUTION
after 30 min. Q=75 % (n=6) of the label

claim of drotaverine hydrochloride

- Bowl 1 94 %
- Bowl 2 93 %
- Bowl 3 93 %
- Bowl 4 99 %
- Bowl 5 95 %
- Bowl 6 92 %
- 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:

API used for production
Manufacturer's name of API

- Drotaverine hydrochloride

Packaging and labelling:

rap_coa_resultats v5
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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 15868

Product name : NO-SPA 40 mg tablets 100X

Import. country : Russia

Lot number DV0O91 Customer lot no. : DV091
Date of manufacture: 07-APR-2020 Expiry date : MAR-2025
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container / PE stopper

GMID code : 236972
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This batch meets the requirements of the n 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 21-APR-2020 08:56

Qualified person: Hari Jéanosné dr. Tuza Timea
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