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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
Kox ToBapa; VER 54567

HaumenoBanue npenapata: HO-IIITA 40 mr TadJjieTkH, NOKPbITbIE
MJICHOYHOH 060104K0ii 24X

CTpaHa-uMIoprep: Poccus
Howmep cepuu: DV002 Howmep cepuu: DV002
Jlata mpou3BOJACTBA: 31-MAP-2020 Jara ucreuenus cpoka rogHoct:  DPEB-2023
Jlo3upoBKa CM. pe3yJbTaT ONpeeIeHHs
KOJIMYECTBEHHOTO COJICPIKAHHUS
JlekapcTBeHHas hopma: TabneTku, HOKPHITHIE IEHOYHOM
000J104KOI
Tun ynakoBku: MBX/TIBX-AJIIO 6auctep
Kox GMID: 545467
Ioka3aresnun TpedoBanus cnenupuKanuu Pe3yabTarsl
XAPAKTEPUCTHKHA
— Onucanue Kpyriibie 1BOSKOBBITYKIIbIE TA0JICTKH CooTBeTCTBYET
JKEJITOTO 1BETa, C rpaBUPOBKON «SPAY» Ha
OJIHOH CTOpPOHE.
—  OgnopoaHocTs no3uposanus (Esp.®. AV <15% (n=10) 23%

pacyeTHO-BECOBOH METON)

HNOJJIMHHOCTDb
— BDXX Bpewmst ynepxuBaHusi OCHOBHOTO mmka Ha COOTBETCTBYET
XpOMAaTOrpaMMe  HCIBITYEMOTO  PacTBOpa
JIOJDKHO COOTBETCTBOBATH BPEMEHH
yAePIKUBAHUS OCHOBHOTO  MHKa  Ha
XpoMarorpaMmMe CTaHZapTHOTO  pacTBOpa
JpOTaBeprHa THAPOXJIOPUIA.
—  Y®-crekrpodoTomeTpus VY®-criekTp UCHBITYeMOro pactBopa JobkeH  CooTBeTCTByeET

COOTBETCTBOBaTh Y D-CHEKTPY CTaHIAPTHOTO
pacTBopa  IpOTaBepHHa  THAPOXJIOpUAA
(IOJDKEH HMETh MAaKCHMyMbI IPH JUIHHAX
BoutH (24142) um, (302+2) um u (353+2) HM).

POJICTBEHHBIE IPUMECH (B7KX)

— JporaBepayiH <1% <0.10%

— Ilepmapun <0,2% 0,00 %

— JIiobast npyras mpumecsh <0,2% <0.10%

— Cymma npumeceit <2,0% 0.0%

KOJIMYECTBEHHOE

OMNPEJEJEHHUE (BYXKX)

— JlpoTaBeprHa TUAPOXIOPHL 38,0 — 42,0 mr (95-105% oT 3as1BJIC€HHOTO 40,2 mr
COJZieprKaHus JPOTaBepruHa IMAPOXJIopuaa B 1

TabJIeTKE)
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CEPTUO®UKAT CEPUM g ﬁ

«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
Kox ToBapa; VER 54567

HaumenoBanue npenapata: HO-IIITA 40 mr TadJjieTkH, NOKPbITbIE
MJICHOYHOH 060104K0ii 24X

CTpaHa-uMIoprep: Poccus
Howmep cepuu: DV002 Howmep cepuu: DV002
Jlata mpou3BOJACTBA: 31-MAP-2020 Jara ucreuenus cpoka rogHoct:  DPEB-2023
Jlo3upoBka CM. pe3yJbTaT ONpeeIeHHs
KOJIMYECTBEHHOTO COJICPIKAHHUS
JlexapcTBeHHas popma: TabneTku, HOKPHITHIE IEHOYHOM
000J104KOI
Tun ynakoBku: MBX/TIBX-AJIIO 6auctep
Kox GMID: 545467

PACTBOPEHME (Y®)

He menee uem 75 % (Q) oT 3asBIeHHOTO
coZepKaHMs APOTaBepHHA THAPOXIOpHIA
yepes 30 MUHYT

Q=75 % (n=6)

-Yamka 1 He menee 80 % 99%
-Yamka 2 He menee 80 % 98%
-Yamika 3 He menee 80 % 96%
-Yamka 4 He menee 80 % 97%
-Yamika 5 He menee 80 % 98%
-Yamka 6 He menee 80 % 98%
-CTAUA 2: Cpennee 3nauenue st 12 tadbnerok gommkao  HE IMTPOBO/UJIOCH

ObITh He MeHee ueM 75 % depe3 30 MUHYT, U
HU OJHOM TabJIETKH CO 3HAUEHUEM MEHEE UeM
60 %.

- CTA[IUA 3: Cpennee 3nauenue mis 24 Tadnerok pomwkHo HE ITPOBOJAWJIOCH
OBITH He MeHee ueM 75 % depe3 30 MUHYT, HE
Oosee 2 TAabIETOK MOTYT MMETh 3HAUCHHUE
MeHee 9eM 60 % 1 HU 71 OXHOM TaOJIETKH He
MOXeT OBITh co 3HaueHHEeM MeHee 4eM 50 %.
JononHuTenbHasi HHPOPMALHMSA

Mukpoobuonoruyeckas uncrora (Esp. @.)*

- OO6I1ee KOJUYECTBO adPOOHBIX <100
mukpooprannzmoB (TAMC), KOE/r

- o0Iee KOJIUYeCTBO APONOKEBBIX U <10
wrecHeBbIX rpu6oB (TYMC), KOE/r

- Escherichia Coli, 1 T OtcyTcTByeT

* JIOIOJIHUTETIBHO TECTUPOBAHMS B XO/I€ PYTHHHOTO KOHTPOJISI HE IPOBOJISITCS, HA JJAHHOI CepHU HE IIPOBOIMIICH
(mpoBozsiTCst HA Kaxaoit 10-i, HO He pexe, 4eM Ha | cepuu B TOx)

Ccpbuika Ha HOMep PY, JITT-005601
3aperucTpupoBaHHOro B Pd:

A®U, ncrnoas30BaHHBINA B X0/1€

MIPOU3BOJCTBA!
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- dporaBepuHa T'uIpOXIOPH]I XunouH Ilpaiisat Ko. JItx., Bysanemr, ), J:Cj - . ' \3
tialf «(Cz vehir Poece e W &

Beupus {a[[<Canoow Pocops. |33

= e Y N M
QE.&\ sanofi Russia AQ Y
4 ﬁ;\\ fo' 1]

rap_coa_resultats v5 -»5.{,‘ \ Crpannria 2/3 N

"',.-):A 4 »\\\ ) Y
M, \\ y




CEPTUO®UKAT CEPUM

«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

Kox ToBapa; VER 54567

HaumenoBanue npenapata: HO-IIITA 40 mr TadJjieTkH, NOKPbITbIE
MJICHOYHOH 060104K0ii 24X

CTpaHa-uMIoprep: Poccus
Howmep cepuu: DV002 Howmep cepuu: DV002
JlaTa npousBojcTBa: 31-MAP-2020 Jata ucreuenus cpoka ronnocrtu:  DOEB-2023
Jlo3upoBKa CM. pe3yJbTaT ONpeeIeHHs
KOJIMYECTBEHHOTO COJICPIKAHHUS
JlekapcTBeHHas hopma: TabneTku, HOKPHITHIE IEHOYHOM
000J104KOH
Tun ynakoBku: MBX/TIBX-AJIIO 6auctep
Kox GMID: 545467
YnakoBKa 1 MapKUpOBKa B cootBerctBuu ¢ HJ|

Jlannas cepust oTBeuaet TpeboBaHMAM HopMaTuBHOM JOKyMEHTAIMH, 3aperucTPUPOBAaHHON B HacTosee BpeMs B Poccuiickoit
Denepanuu 10 NepeyrucICHHbIM 0Ka3aTe/IM KauecTBa.

JlaHHast cepusi MPOW3BEACHA B COOTBETCTBUHU ¢ TpeOoBaHWsIMH Tekylueil Hamiexameld NMpOW3BOACTBCHHOW MPAKTHKA H
COOTBETCTBYET CIEIU(PHUKAIISIM COOTBETCTBYIOIIETO PErucTpaimoHHOTO YA0CTOBEPCHUSI.
JlaHHBIH cepTuUKAT aHATHM3a TOIMCAH YJICKTPOHHOM MOAIMICHIO C HCIIOJIb30BAHUEM BAIMIMPOBAaHHOM cuctembl LIMS.

3aKII04YeHHe 0TIeJIa 00ecIeUeHU KAYecTBA

3akioueHue: OJIOBPEHO
Hara: 21-Al1P-2020 16:37
YnosHOMO4YEHHOE JIUIIO: 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 545467
Product name : NO-SPA 40 mg film-coated tablet 24X
Import. country : Russia
Lot number : DV002 Customer lot no. DV002
Date of manufacture: 31-MAR-2020 Expiry date FEB-2023
Strength : see at the assay
Dosage form : film-coated tablet
Packaging type : PVC/PVDC-ALU blister
GMID code : 545467

CHARACTERS
- Appearance

- Uniformity of dosage units (Ph.Eur.

Mass Variation)

IDENTIFICATION
- HPLC

RELATED SUBSTANCES (HPLC)
- Drotaveraldine

- Perparine
- Any other single impurity

- Total impurities

ASSAY (HPLC)
- Drotaverine HC1

Complies

Complies
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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 545467
Product name : NO-SPA 40 mg film-coated tablet 24X
Import. country : Russia
Lot number : DV002 Customer lot no. : DV002
Date of manufacture: 31-MAR-2020 Expiry date : FEB-2023
Strength : see at the assay
Dosage form : film-coated tablet
Packaging type : PVC/PVDC-ALU blister
GMID code : 545467

DISSOLUTION (UV) :
not less than 75 % (Q) of the label claim

Q= 75 % (n=6)

- Bowl 1 99 %
- Bowl 2 98 %
- Bowl 3 96 %
- Bowl 4 97 %
- Bowl 5 98 %
- Bowl 6 98 %
- 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 f

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

The reference number of Market

Authorization registered in Russia:

API used for production
Manufacturer's name of API

- Drotaverine hydrochloride

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 545467

Product name : NO-SPA 40 mg film-coated tablet 24X

Import. country : Russia

Lot number : DV002 Customer lot no. : DV002
Date of manufacture: 31-MAR-2020 Expiry date : FEB-2023
Strength : see at the assay

Dosage form : film-coated tablet

Packaging type : PVC/PVDC-ALU blister

GMID code : 545467

Packaging and labelling:

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 : 21-APR-2020 16:37
Qualified person: Hari Jénosné dr. Tuza Timea
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