CEPTUO®UKAT CEPUM

Opella Healthcare Hungary Ltd.,

2112 Veresegyhaz, Lévai u.5., Hungary

(formerly CHINOIN Private Co.Ltd.,

2112 Veresegyhaz,Lévai u.5.,Hungary)

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

J{o3rpoBKa

Tun ynakoBKH:
'Y CIIOBUSI XpaHEHUS

Kox GMID: 616140 Kon ToBapa;
HaumenoBanue npenapara: HO-IIIIA 40 mr tadnerkn 64X

CtpaHa-uMIiopTep: Poccus

Howmep cepum: EV174 Howmep cepun:
JaTa IpOM3BOACTBA: 08-HOs1-2021

TOJHOCTH:

CM. Pe3yJIbTaT ONPEICICHHS

KOJIMYCCTBCHHOT'O COJACPKAHUA

JlexapcTBeHHas popma: TabJIeTKH
ITIIT pnaxon
XpaHUTh B OPUTHHAIBHOH yITakoBKe Mmpu TemrepaType ot 15°C mo 25°C.

Hara ucreuenus cpoka  OKT-2026

VER 616140

EV174

KOJMYECTBEHHOE
ONPEJIEJEHHE (BDJKX)

JlpoTaBepuHa ruApoXJIOpH ]I

Iloxa3zaresn Hopmbl PesysibTaThl
XAPAKTEPUCTHUKH
— Ornwucanue Kpyruisie 1BosIKOBBITyKIIbIE TabIeTKU skenToro ¢ - COoOTBETCTBYET
3€JICHOBATBIM HJIM OPAH)KEBAThIM OTTEHKOM
L[BETA, C TPAaBUPOBKOM «Spa» Ha OJHOM CTOPOHE.
— OnnopoaHocTs go3upoBanus (BDIKX) AV<15.0% 2,6 %
Esp.®apm., 2.9.40/TD PD
MNOAJIMHHOCTbD
- BOXX Bpewms ynep:xuBaHusi OCHOBHOTO ITHUKA HA CooTBeTCTBYET
XpOMaTorpaMme HCHBITYEMOro pacTBoOpa
JIOJDKHO COOTBETCTBOBATH BPEMCHU
yIEePKUBaHHUS OCHOBHOT'O MHMKa Ha
XpOMaTOrpaMMe CTaHJaPTHOTO PAacTBOPA.
—  Y®-cnexkrpodoromerpust VapTpaduoneToBhli CHIEKTP pacTBOpa, CoorBercTByeT
HPHUTOTOBJICHHOTO JUIS ONPECIICHUS
pacTBOPEHMsI, OJKEH UMETh MAaKCHMYMBI
MIOTJIOIICHNUS IIPU JUTHHAX BOJH (241 £2) HM,
(30242) am n (353+2) HM.
POJACTBEHHBIE TIPUMECH (B92XKX)
— JIpoTtaBepayiiH <10% 0,00 %
— Ilepmapun <0,2% 0,00 %
— Jlrobast qpyrast mpuMech <0,2% <0,10 %
— CymMa npumeceit <2,0% 0,0 %

40,0 mr £ 5% (38,0 - 42,0 mr)
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Opella Healthcare Hungary Ltd.,

2112 Veresegyhaz, Lévai u.5., Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhaz,Lévai u.5.,Hungary)

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

Kox GMID: 616140 Kon ToBapa; VER 616140
HaumenoBanue npenapara: HO-IIIIA 40 mr tadnerkn 64X
CtpaHa-uMIiopTep: Poccus
Howmep cepum: EV174 Howmep cepun: EV174
JaTa IpOM3BOACTBA: 08-HOs1-2021 Hara ucreuenus cpoka  OKT-2026
TOTHOCTH:
/TosmpoBka CM. Pe3yJIbTaT ONPEICICHHS
KOJIMYECTBEHHOTO COIEPIKaHUS
JlexapcTBeHHas popma: TabJIeTKH
T ymakoBKu: [T pmaxon
Y coBus XpaHESHUS XpaHUTh B OPUTHHAIBHOH yITakoBKe Mmpu TemrepaType ot 15°C mo 25°C.
PACTBOPEHHUE
[ocre 30 munyT Q=75 % (n=6) ot
3a4BJICHHOI'O COACPIKaHUA APOTaBEPUHA
TUAPOXJIOpHIA
-Uamka 1 He menee 80 % 96 %
-Uamixka 2 He menee 80 % 95 %
-Uamxka 3 He menee 80 % 95 %
-Uamika 4 He menee 80 % 100 %
-Uamxa 5 He menee 80 % 94 %
-Hamika 6 He menee 80 % 94 %
- CTAOUA 2: CpenHee 3HaueHUE ISl 12 TaOJIETOK JOIDKHO HE ITPOBOJNJIOCH

ObITH He MeHee ueM 75 % uepe3 30 MUHYT, U HI
OJHOM Ta0JIETKH cO 3HaueHueM MeHee yeM 60 %.

Cpennee 3HaueHue sl 24 TabJIETOK JOIHKHO
- CTAUA 3: ObITh He MeHee ueM 75 % uepe3 30 MUHYT, HE
6ouiee 2 TabieTOK MOTYT UMETh 3HadeHne meiee  HE [TPOBO/INJIOCH
ueM 60 %, 1 HU IS OQHOM TaOJIETKH HE MOXKET
ObITh 3HaueHHs MeHee yeM S50 %.
JlononuTeabHas nHpopManus
MukpoOHOIOTHIecKasi YUCTOTA

(EBp.®apm)*

-O0uiee KOJIMYECTBO aHAIPOOHBIX <100
mukpooprarusmos (TAMC), KOE/r

-O0611ee KOIMYECTBO MIECHEBBIX U <10
npoxokeBbix rpubos (TYMC), KOE/r

- Dmepuxus koiy, 1 r OtcyTcTByeT

(mpoBozsiTCst HA Kaxoit 10-i, HO He MeHee, YeM Ha 1 cepuu B rox)
Ccbuika Ha HOMep PV, 11 N011854/02
3aperucrpupoBaHHoro B Poccuu:

A®DU, ucnojib30BaHHBIH B X0/1€

MPOU3BO/CTBA

[IpousBoaurens AU A2 N
-JIpoTaBeprHa rupOXJIOPUL XwunouH npaiisat Ko. JIta., H-1045 Budapest, ¥au. ==
Y1akoBka U MapKUpPOBKa: B coorBercTBuu ¢ HJJ
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CEPTUO®UKAT CEPUM g ﬁ :

Opella Healthcare Hungary Ltd.,

2112 Veresegyhaz, Lévai u.5., Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhaz,Lévai u.5.,Hungary)

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

Kox GMID: 616140 Kon ToBapa; VER 616140
HaumenoBanue npenapara: HO-IIIIA 40 mr tadnerkn 64X
CTpaHa-IMITOpTEP: Poccus
Howmep ceprm: EV174 Howmep cepun: EV174
/lata MpoOM3BOCTBA: 08-HOs1-2021 JlaTta ucTEUEeHHUS CpOKA OKT-2026
TOHOCTH:
/lo31poBKa CM. pe3yJIbTaT OlPe/IeICHUS
KOJIMYECTBEHHOT'O COJCPIKAHUS
JlexapcTBeHHAs popma: TabIeTKH
T ymakoBKu: [T pmaxon
Y cTOBUS XpaHEHHS XpaHUTh B OPUTHHAIBHOH yITakoBKe Mmpu TemrepaType ot 15°C mo 25°C.

JlanHast cepust oTBeyaet TpeboBanusiMm HopMaTHBHO#M TOKyMEHTAIINH, 3apEerHCTPUpOBaHHOi B Poccuiickoit denepannu B
HacTosIIIee BpeMs, 10 ePEUNCICHHBIM T0Ka3aTeIsIM KauecTBa.

JlanHast cepust IPON3BEICHA B COOTBETCTBUHM C TpeOOBaHUSIMU TeKyei Hamexarei mpon3BoACTBEHHON IPAKTHKY
COOTBETCTBYET CIELH(UKALNAM COOTBETCTBYIOLIETO PErMCTPALIMOHHOTO Y10CTOBepenus. JJaHHblil cepTudukaT ananmusa
MIOJNHMCAH JICKTPOHHON TOANHUCHIO C UCHOJIb30BaHUEM BATUIUPOBAaHHOM cuctembl LIMS.

3akJil0ueHHe YIoJTHOMOYEHHOT 0 JIua
3akiaioueHue: OJIOBPEHO
Hara: 23-HO-2021 16:12
YnojaHoMoYeHHOE JINI0: Hajduné dr.Szijartd Zsuzsanna
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BATCH CERTIFICATE SANOF| g

Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhéz,Lévai u.5.,Hungary)

Phone: +36 28 585 600 / Fax: +36 28 585 939

GMID code : 616140 Item code : VER 616140
Product name : NO-SPA 40 mg tablets 64 X

Import. country : Russia

Lot number : EV174 Customer lot : EV174
Date of manufacture: 08-NOV-2021 Expiry date : OCT-2026
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container

Storage condition : Store between +15°C and +25°C, in original packaging

Tests Specifications Results
CHARACTERS

- Appearance Round, biconvex tablets of yellow color Complies

with a greenish or orange shade, with

"spa" engraved on one side.
- Uniformity of dosage units (HPLC) AV<= 15.0 % 2.6 %
Ph.Eur. 2.9.40/Ru.Ph
IDENTIFICATION
- HPLC The retention time of the main peak in Complies
the chromatogram of the test solution
should correspond to the retention time
of the main peak in the chromatogram of
the standard solution.
- Uv The UV spectrum of the solution prepared Complies

for dissolution testing should have
absorption maxima at (241+/-2)nm,

(302+/-2)nm, and (353+/-2)nm.

RELATED SUBSTANCES (HPLC)

- Drotaveraldine <=1.0 %

- Perparine <= 0.2 %

- Any other impurity <= 0.2 %

- Total impurities <=2.0 %

ASSAY (HPLC)

- Drotaverine HC1 40.0 mg +/- 5% (38.0 - 42.0 mg)
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BATCH CERTIFICATE SANOF| g

Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhéz,Lévai u.5.,Hungary)

Phone: +36 28 585 600 / Fax: +36 28 585 939

GMID code : 616140 Item code : VER 616140
Product name : NO-SPA 40 mg tablets 64 X

Import. country : Russia

Lot number : EV174 Customer lot : EV174
Date of manufacture: 08-NOV-2021 Expiry date : OCT-2026
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container

Storage condition : Store between +15°C and +25°C, in original packaging

Tests Specifications Results
DISSOLUTION

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

claim of drotaverine hydrochloride

- Bowl 1 >= 80 % 96 %
- Bowl 2 >= 80 % 95 %
- Bowl 3 >= 80 % 95 %
- Bowl 4 >= 80 % 100 %
- Bowl 5 >= 80 % 94 %
- Bowl 6 >= 80 % 94 %
- Stage 2 Average of 12 tabs is not less than 75 % NA

within 30 min., and no tab is less than

60%.

- Stage 3 Average of 24 tabs is not less than 75 % NA
within 30 min., not more than 2 units

are less than 60%, and no tab is less

than 50%.
ADDITIONAL INFORMATION
Microbiological Quality (Ph.Eur)*
- TAMC, CFU/g <=100
- TYMC, CFU/g <=10)
- Escherichia Coli, 1 g absent

* Additional tests are not performed for routine inspection, not conducted for this batch

(for every 10th lot but at least for 1 lot/year)

The reference number of Market

Authorization registered in Russia: P N011854/02

API used for production
Manufacturer's name of API

- Drotaverine hydrochloride CHINOIN Private Co.

Packaging and labelling: In accordance wit ND
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Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhéz,Lévai u.5.,Hungary)

Phone: +36 28 585 600 / Fax: +36 28 585 939

GMID code : 616140 Item code : VER 616140
Product name : NO-SPA 40 mg tablets 64 X

Import. country : Russia

Lot number : EV174 Customer lot : EV174

Date of manufacture: 08-NOV-2021 Expiry date : OCT-2026
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container

Storage condition : Store between +15°C and +25°C, in original packaging

; )
Tests Specifications Results

This batch meets the requirements of the Normative Document currently registered in 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 : ACCEPTED
Date : 23-NOV-2021 16:12
Qualified person: Hajduné dr.Szijartd Zsuzsanna

.
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