CEPTUO®UKAT CEPUM

«XMHOWH 3aBox ®apManeBTHIECKUX B XUMHUIECKUX MPOIYKTOB 3AO»

- Kommanus «Canodu»

[Tnomanka Bepemenpxas - 2112 Bepemenpxas, yiu. Jlepau 5., Bearpus

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

SAI

F

JOF |

— JlporaBepuHa TUAPOXIOPUL

Kon GMID: 703962 Kon ToBapa; VER 703962
HaumeHnoBaHue HO-IIIA ®OPTE Ttataerkun 10X
npenapara:
CtpaHa-uMInoprep: Poccust
Howmep cepum: EV023 Howmep cepun: EV023
JlaTa mpou3BOICTBA: 19-N1OJI-2021 JlaTa cTedeHus cpoka HNIOH-2024
TOIAHOCTH:
Jlo3upoBka CM. pe3yJIbTaT ONpPENEICHUS
KOJIMYECTBEHHOI'O COJAEPKAHUS
JlekapcTBeHHas hopma: TabneTku
Tun ynakoBku: Bbmucrep [IBX- Antomunuit
Y CIIOBHS XPaHCHH XpaHuTh HIKE +25°C
Iloka3aTenn Hopwmbi Pe3yabTaThl
XAPAKTEPUCTHUKH
— Onucanue ITpomosroBaTbie ABOSKOBBINYKIbIe TabneTkd COOTBETCTBYET
JKEJITOTO C 3€JCHOBATHIM MJIM OPAH)KEBBIM
OTTEHKOM I11BeTa, ¢ rpaBupoBkoii «KNOSPA» Ha
OJTHOM CTOPOHE W JIMHUEH pas3jiioMa Ha Apyrou
CTOpOHE.
NOAJIUHHOCTH
- B3OXX Bpems ynepxuBaHus OCHOBHOro mnuka Ha  CoOOTBETCTBYET
XPOMATOrpaMMe  HCIIBITYyEMOTO  pacTBOpa
JIOJDKHO COOTBETCTBOBATh BpPEMEHH
yIepIKUBAHHS OCHOBHOTO IHKa Ha
XpPOMaToOrpaMMe CTaHIAapPTHOTO PacTBOPA.
—  Y®-cnekrpodoTomerpust VibTpadhnoaeToBbIi CIIEKTP pactBopa, CoOOTBETCTBYET
HPUTOTOBJICHHOTO UL OlIpe/ICIICHUs
pacTBOPEHHUSI, JOJKEH MMEThb MAaKCHMYyMBI
MOTJIOIICHNUS IIPH JUIMHAX BOJH (241 +2) HM,
(302+2) am u (353+2) HM.
POACTBEHHBIE TIPUMECHU
(BIKX)
— JlporaBepanauH <1,0% 0,00 %
— Ilepmapun <0.2% 0,00 %
— JIiobast npyras mpumecsh <0,2% 0,10 %
— CymMa npumeceit <2,0% 0,0 %
KOJIMYECTBEHHOE
ONPEJEJIEHHUE (B9XX) 80,0 mr = 5% (76,0 - 84,0 mr) 81,0 mr
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«XMHOWH 3aBox ®apManeBTHIECKUX B XUMHUIECKUX MPOIYKTOB 3AO»
- Kommanus «Canodu»

[Tnomanka Bepemenpxas - 2112 Bepemenpxas, yiu. Jlepau 5., Bearpus

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

Kon GMID: 703962 Kon ToBapa; VER 703962
HaumeHoBaHue HO-HIITA ®OPTE tadaerku 10X
npenapara:
CrpaHa-uMIIOpTEp: Poccus
Howmep cepum: EV023 Howmep cepun: EV023
JlaTa mpou3BOICTBA: 19-N1OJI-2021 JlaTa cTedeHus cpoka HNIOH-2024
TOTHOCTH:
Jlo3upoBka CM. pe3yJIbTaT ONPEaCIICHHS
KOJINYECTBEHHOTO COZICPKaHUS
JlekapcTBeHHas hopma: TabneTku
Tun ynakoBku: Bbmucrep [IBX- Antomunuit
Y CIIOBHS XPaHCHH XpaHuTh HIKE +25°C
PACTBOPEHHUE

[ocrae 30 munyT Q=75 % (n=6) ot
3asIBIICHHOTO COJCPIKaHUsI APOTABEPHHA

THIPOXJIOpUIa
-Yamka 1 He menee 80 % 97 %
-Yamka 2 He menee 80 % 95 %
-Yamka 3 He menee 80 % 95 %
-Yamka 4 He menee 80 % 100 %
-Yamika 5 He menee 80 % 93 %
-Yamika 6 He menee 80 % 98 %
-CTAUA 2: Cpennee 3Hauenme it 12 tadbnerok nomwkHo HE [TPOBO/JUJIOCH
OBITH He MeHee 4eM 75 % 4epe3 30 MUHYT, U HU
OJHOM TaOJIETKM CO 3HaUYEHHEM MeHee yeM 60
%.
- CTAAUA 3: CpenHee 3HaueHue It 24 TaOICTOK TODKHO

ObITh He MeHee 4eM 75 % uepe3 30 munyt, He HE ITPOBOJAMNJIOCH
Oosee 2 TabIETOK MOIYT HMMETh 3HA4YCHHUE
menee ueM 60 %, 1 HU I OJHOM TaOJIETKU HE
MOXeT OBITh 3HaYeHHs1 MeHee 4eM 50 %.
JlononuTteabHas nHpopmanus
Muxkpoouonormyeckas uncrora (Esp.d)*

-O6i1ee YUCI0 a9pOOHBIX <100
mukpooprarausmos (TAMC), KOE/r

-O01mee yucao IpOXIKEeBBIX U INIECHEBRIX < 10
rpubos (TYMC), KOE/r

- Escherichia coli, 1 r OtcyTcTBYyeT

* JlOTIOTHUTEIIBHBIE TECTUPOBAHNUS HE IIPOBOJISTCS B XOJI€ PYTUHHOTO KOHTPOJISI KauecTBa, He TPOBOMNINCE Ha JIaHHOM cepuu
(mpoBoasiTest Ha Kax ot 100-i, HO He MeHee, 4eM Ha 1 cepuu B TO[)

Ccolika Ha HOMep PY, TINO015632/01
3aperuCTpUpOBaHHOro B Poccuu:

A®DU, ucnojib30BaHHBIH B X0/1€
MPOU3BOJACTBA

[IpoussBogurens AOU
-JlpoTaBeprHa ruIpOXJIOpUI
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CEPTUO®UKAT CEPUM

«XMHOWH 3aBox ®apManeBTHIECKUX B XUMHUIECKUX MPOIYKTOB 3AO»

- Kommanus «Canodu»

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

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

SANOFI «

Kox GMID:

HaumMeHoBaHue
npenapara:
CrtpaHa-uMIopTep:
Howmep cepuu:

JlaTa mpou3BoacTBA:

Jlo3upoBka

JlekapcTBeHHas hopma:
Tun ynakoBku:

'Y CcrioBUs XpaHEHUs

703962 Kona ToBapa;
HO-IIIIA ®OPTE Taojaerkn 10X

Poccust
EV023 Howmep cepun:
19-N1OJI-2021 JlaTa cTedeHus cpoka

TOJHOCTH:
CM. pe3yJIbTAT OMPEACIICHHS
KOJIMYECTBEHHOTO COICPIKAHUS
Ta0JIETKHA

Bbmucrep [IBX- Antomunuit

Xpanutb HIKE +25°C

VER 703962

EV023
WIOH-2024

YnakoBKa 1 MapKUpOBKa:

B coorBercTBum ¢ HJI

Jlannast cepust orBeuaer TpedosanmsiM Hopmarusrol JlokymenTanuu, 3apeructpuposanHoi B Poccuiickoit denepanun B
HACTOsIIIEE BPEMS, 110 ICPEUUCICHHBIM [10Ka3aTeIAM KauecTBa.

JlanHast cepusi NMpOW3BEJCHA B COOTBETCTBHU C TpeOoBaHMAMH Tekymiel Hajuiexamiell IpoM3BOJCTBEHHOI NPAKTUKH U
COOTBETCTBYET CIeLM(UKALNSIM COOTBETCTBYIOLIEr0 PerucTpaioHHoro ¥ 10cToBepeHus.
Jlanublii cepruduKar aHanu3a MoANKUCaH JIEKTPOHHOM OANMKUCHIO C UCTIOIb30BAHMEM BalIUIUpOBaHHON cucteMbl LIMS.

3akioueHue YHOJHOMOYECHHOI'0 JIMIIA

3akiaroueHue: OJIOBPEHO
Jara: 27-ABI'-2021 14:36
Y110JIJHOMOY€eHHOe JIMIIO: J-p Beszteri Bojana
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BATCH CERTIFICATE O &N LS \\\\\\\

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

GMID code : 703962 Item code : VER 703962
Product name : NO-SPA FORTE tablets 10X

Import. country : Russia

Lot number : EV023 Customer lot : EV023
Date of manufacture: 19-JUL-2021 Expiry date : JUN-2024
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

Storage condition : Store below +25°C

CHARACTERS

- Appearance Complies
IDENTIFICATION

- HPLC Complies
- UV Complies

RELATED SUBSTANCES (HPLC)
- Drotaveraldine

- Perparine
- Any other impurity

- Total impurities

ASSAY (HPLC)

- Drotaverine HCL 81.0 mg
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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

GMID code : 703962 Item code : VER 703962
Product name : NO-SPA FORTE tablets 10X

Import. country : Russia

Lot number : EV023 Customer lot : EV023
Date of manufacture: 19-JUL-2021 Expiry date : JUN-2024
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

Storage condition : Store below +25°C

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

claim of drotaverine hydrochloride
- Bowl 1

- Bowl
- Bowl
- Bowl
- Bowl

o O W N

- Bowl

- Stage 2

- Stage 3

ADDITIONAL INFORMATION

Microbiological Quality (Ph.Eur)*
- TAMC, CFU/g
- TYMC, CFU/g

- Escherichia Coli, 1 g

*Additional tests are not performed for =

(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
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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

GMID code : 703962 Item code : VER 703962
Product name : NO-SPA FORTE tablets 10X

Import. country : Russia

Lot number : EV023 Customer lot : EV023
Date of manufacture: 19-JUL-2021 Expiry date : JUN-2024
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

Storage condition : Store below +25°C

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 : 27-AUG-2021 14:36
Responsible pharmacist : dr.Beszteri Bojéana
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