CEPTUO®UKAT CEPUM

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

- Kommanus «Canoduy»

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

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

SANOFI «

Kon ToBapa;

VER 616140

HaumeHoBaHue HO-HIITA 40 mr tadaeTku 64X
npenapara:
CtpaHa-uMInoprep: Poccust
Howmep cepum: DV114 Howmep cepun: DV114
JlaTa mpou3BOICTBA: 11-MA-2020 JlaTa ucredeHus cpoka ATIIP-2025
TONHOCTH:
Jlo3upoBka CM. pPE3yJIbTaT ONPEICICHUS
KOJIMYECTBEHHOI'O COJAEPKAHUS
JlekapcTBeHHas hopma: TabneTku
Tun ynakoBku: IIT dpnaxon
Kox GMID: 616140
IMoka3aTenn Hopmbl Pe3yabTaThl
XAPAKTEPUCTUKHU
— Omucanue Kpyriibie 1BOSIKOBBIITYKIIbIe Ta0JIeTKH kenToro  COOTBETCTBYET
C 3€JICHOBATBIM HJIA OPAH)KEBATBIM OTTEHKOM
L[BETa, C IPABHPOBKOM «Spa» Ha OJTHOU
CTOpOHE.
— OpHopoaHoCTh no3upoBanus (BOXKX) AV=<15.0% 3,0%
Esp.®apwm., 2.9.40/TD PD
HNOMJIMHHOCTDb
- BOXX Bpewmst ynepkuBaHusi OCHOBHOT'O IUKa Ha CooTBeTCTBYET
XPOMAaTOrpaMMe HCIIBITYEMOT0 PacTBOpa
JIOJDKHO COOTBETCTBOBATh BPEMCHHU
YJIep’KHBaHHsI OCHOBHOTO ITHKA Ha
XpoMarorpaMme CTaHIapTHOTO PAaCcTBOPA.
—  YO®-cnekrpodoTomerpust VibTpadMoNeToBbIi CIIEKTP PacTBOpPA, CooTBeTcTBYET
MIPUTOTOBJICHHOTO LIS OTIPEACIICHHS
pacTBOpeHusl, 0JDKEH UMETh MaKCHMYMbI
MIOTJIOIICHNS TP JUTHHAX BOJH (241 £2) HM,
(302+2) am u (353+2) HM.
POJACTBEHHBIE ITIPUMECH
(BIIKX)
— JlporaBepangun <1,0% 0,00 %
— Ilepmapun <0.2% 0,00 %
— JhoGast apyras mpuMech <0,2% <0,10 %
— Cymma npumeceii <2,0% 0,0 %
KOJIMYECTBEHHOE
OMNPEJEJTEHHUE (BYKX)
— JlpoTaBepHHA THAPOXJIOPHI 40,0 mr £ 5% (38,0 - 42,0 mr) 40,2 mr
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«XMHOWH 3aBox ®apManeBTHIECKUX B XUMHUIECKUX MPOIYKTOB 3AO»
- Kommanus «Canoduy»

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

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: DV114 Howmep cepun: DV114
JlaTa mpou3BOICTBA: 11-MA-2020 JlaTa ucredeHus cpoka ATIIP-2025
TOAHOCTH:
Jlo3upoBka CM. pe3yJIbTaT OnpeeIeHus
KOJIMYECTBEHHOI'O COJAEPKAHUS
JlekapcTBeHHas hopma: TabneTku
Tun ynakoBku: II1 ¢nakon
Kox GMID: 616140
PACTBOPEHHUE
[ocrae 30 munyT Q=75 % (n=6) ot
3as(BJICHHOTO COJICPKAHUS IPOTABEPHUHA
TUPOXJIOpUIa
-Yamka 1 He menee 80 % 99 %
-Yamka 2 He menee 80 % 94 %
-Yamka 3 He menee 80 % 96 %
-Yamka 4 He menee 80 % 97 %
-Yamrka 5 He menee 80 % 99 %
-Yamka 6 He menee 80 % 97 %
- CTAUA 2: Cpennee 3Ha4deHHe isl 12 TabIETOK TOIDKHO HE ITPOBOANJIOCH
ObITE He MeHee 4eM 75 % depe3 30 MUHYT, 1
HH OHHOﬁ TaOJETKU CO 3HAYEHHEM 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

MOJKET OBITh 3HaueHus MeHee 4yeM 50 %.

JlononuTteabHas nHpopmanus
MukpoOuonorudeckast YACTOTa

(EBp.®apm)*

-O011ee KOJIMYECTBO aHAIPOOHBIX <100
mukpooprarnusmos (TAMC), KOE/r

-Ob11ee KOMMUECTBO MIECHEBBIX U <10
npoxokeBbix rpubos (TYMC), KOE/r

- Dmepuxus Kony, 1 r OtcyTcTBYyeT

* JOTIOJTHUTEITBHBIC TECTUPOBAHUS HE IPOBOASATCS B XOZI€ PYTUHHOTO KOHTPOJISI KA4eCTBa, HE IPOBOIUIINCE HAa TAHHOW CEpHU
(mpoBonsiTcs Ha Kaxknou 10-i, HO He MeHee, 4YeM Ha | cepuu B TOJ)

Ccblika Ha HoMep PV, TIN011854/02

3aperucrpupoBaHHoro B Poccuu:

A®DU, ucnojib30BaHHBIH B X0/1€

NMPOU3BO/ICTBA

[IpousBoaurens AU » e

-JlporaBepuHa THAPOXIOPH]] XwunouH npaiisar Ko. JIta., Bymanerr, =7 = 00
Benrpus ol ' : .

YnakoBKa 1 MapKUpPOBKa: B coorBerctBum ¢ HJJ N
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«XMHOWH 3aBox ®apManeBTHIECKUX B XUMHUIECKUX MPOIYKTOB 3AO»
- Kommanus «Canoduy»

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

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

Kon ToBapa; VER 616140
HaumeHoBaHue HO-HIITA 40 mr tadaeTku 64X
nmpemapara:
CrpaHa-uMIIOpTEp: Poccus
Howmep cepum: DV114 Howmep cepun: DV114
JlaTa mpou3BOICTBA: 11-MA-2020 JlaTa ucredeHus cpoka ATIIP-2025
TOTHOCTH:
Jlo3upoBka CM. pe3yJIbTaT ONPEaCIICHHS
KOJINYECTBEHHOTO COZICPKaHUS
JlekapcTBeHHas hopma: TabneTku
Tun ynakoBku: II1 ¢nakon
Kox GMID: 616140

Jlannas cepust oTBeuaeT TpedoBaHussM HopMaTnuBHOM 1OKyMeHTaIny, 3aperucTpHpoBanHoil B Poccuiickoit @enepannu B
HACTOSIIEE BPEMS, 110 TIEPEUNCIIEHHBIM TTOKa3aTe M KauecTBa.

JlaHHas cepus mpousBeaeHa B COOTBETCTBUH ¢ TpeOOBaHMSIMHU TeKyIuei Hamnexamielt mpon3BoACTBEHHON NPAKTUKU U
COOTBETCTBYET CHELH(DUKALUSIM COOTBETCTBYIOIIETO PErHCTPALIMOHHOTO YA0CTOBEPECHUSL.
JlaHHBIH cepTUUKAT aHATHM3a TOIUCAH YJICKTPOHHOH MOAIICHIO C UCIIOJIb30BAHUEM BAIMAMPOBAHHOM cuctembl LIMS.

3ak/il0ueHHe YIOJHOMOYEHHOI0 JMIA

3akioueHue: OﬂOBPﬁHO
Hara: 19-MAUN-2020 09:28
YnosHOMO4YeHHOE JIUILIO: Hari Janosne dr. Tuza Timea

rap_coa_resultats v5 Crpannua 3/3


I0444719
Stamp
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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 : DV114 Customer lot no. : DV114
Date of manufacture: 11-MAY-2020 Expiry date : APR-2025
Strength : see at the assay
Dosage form : tablet
Packaging type : PP container
GMID code : 616140
CHARACTERS
- Appearance

- Uniformity of dosage units (HPLC)
Ph.Eur. 2.9.40/Ru.Ph

IDENTIFICATION
- HPLC

RELATED SUBSTANCES (HPLC)
- Drotaveraldine

— Perparine
- Any other impurity

- Total impurities

ASSAY (HPLC)
- Drotaverine HC1
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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 : DV114 Customer lot no. : DV114
Date of manufacture: 11-MAY-2020 Expiry date : APR-2025
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container

GMID code : 616140

DISSOLUTION

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

claim of drotaverine hydrochloride

- Bowl 1 : 99 %
- Bowl 2 94 %
- Bowl 3 96 %
- Bowl 4 97 %
- Bowl 5 99 %
- Bowl 6 97 %
- Stage 2 : 7 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

(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:
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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 : DV114 Customer lot no. : DV114
Date of manufacture: 11-MAY-2020 Expiry date : APR-2025
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-MAY-2020 09:28
Qualified person: Hari Jénosné dr. Tuza Timea
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