CEPTUO®UKAT CEPUM

Opella Healthcare Hungary Ltd.,

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

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

SANOFI .7

Kong GMID: 616140 Kon ToBapa; VER 616140
Haumenosanue npenapara: HO-IIIIA 40 mr tadnerkn 64X
CTpaHa-uMnoprep: Poccus
Howmep cepun: EV183 Howmep cepun: EV183
JlaTa mpou3sBoaCcTBA: 26-HO51-2021 JlaTa uctedeHus cpoka OKT-2026
TOIAHOCTH:
Jlo3upoBka CM. PE3yJbTaT ONPENCIICHUS
KOJINYECTBEHHOTO COJIep KaHuUs
lekapcTBeHHast hopma: TabIeTKN
T ymakoBKu: [T pmaxon
Y coBHs XpaHESHUS XpaHUTh B OPUTHHAIBHOH yITakoBKe mpu TemrepaType ot 15°C mo 25°C.
Iloxka3aTenn Hopmbl Pe3yabTaThl
XAPAKTEPUCTHUKH
— Onucanue Kpyriible 1BOSIKOBBITYKIIbIC TaOIETKU kKenToro ¢ COOTBETCTBYET
3€JICHOBATBIM HJIM OPAH)KEBATBIM OTTEHKOM
L[BETA, C TPAaBUPOBKOM «Spa» Ha OJHOM CTOPOHE.
— OpHopoaHoCTh no3upoBanus (BOXKX) AV=<15.0% 2,4 %
Esp.Dapm., 2.9.40/TD PD
NOAJIMHHOCTD
-  B3OXX Bpewmst ynepaxuBaHus OCHOBHOIO IIHKA HA CooTBeTCTBYET
XPOMAaTOrpaMMe HCIIBITYEMOr0 PacTBOpa
JIOJDKHO COOTBETCTBOBATH BPEMEHHU
yIeP)KUBAHKSI OCHOBHOT'O [IMKA Ha
XpOMaTOrpaMMe CTaHIapTHOTO PacTBOPA.
—  YO®-cnekrpodoTomerpust VY bTpahoNIeTOBbI CIIEKTP PACTBOPA, CooOTBeTCTBYET
HPHUTOTOBJICHHOTO JUIS ONPECIICHUS
PACTBOPEHUSL, IOJDKEH UMETh MAaKCUMYMbI
MOTJIOLICHUS TIPH AJIMHAX BOJH (241 £2) HM,
(30242) am n (353+2) HM.
POACTBEHHBIE TIPUMECH (B27KX)
— JIpoTtaBepayiiH <1,0% 0,00 %
— Ilepnapun <0,2% 0,00 %
— Jlrobast qpyrast mpuMech <0.2% <0,10 %
— Cymma npumeceii <2,0% 0,0 %
KOJIMYECTBEHHOE
ONPEJEJIEHHUE (B9XX)
— JlporaBepuHa rHAPOXIOPHUA 40,0 mr + 5% (38,0 - 42,0 mr) 39,4 mr
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CEPTUO®UKAT CEPUM

Opella Healthcare Hungary Ltd.,

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

SANOFI .7

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

Kong GMID: 616140 Kon ToBapa; VER 616140
Haumenosanue npenapara: HO-IIIIA 40 mr tadnerkn 64X
CTpaHa-uMITOpTEp: Poccus
Howmep cepun: EV183 Howmep cepun: EV183
JlaTa mpou3sBoaCcTBA: 26-HO51-2021 JlaTa uctedeHus cpoka OKT-2026
TOTHOCTH:
/TosmpoBka CM. Pe3yJIbTaT ONPEICICHHS
KOJIMYECTBEHHOTO COJICPIKAHUS
lekapcTBeHHast hopma: TabIeTKN
T ymakoBKu: [T pmaxon
Y coBHs XpaHESHUS XpaHUTh B OPUTHHAIBHOH yITakoBKe mpu TemrepaType ot 15°C mo 25°C.
PACTBOPEHHUE
[ocre 30 munyT Q=75 % (n=6) ot
3asIBJICHHOT'O COJICP)KaHus IPOTaBeprHa
TUAPOXJIOPUIA
-Yamka 1 He menee 80 % 97 %
-Yamka 2 He menee 80 % 94 %
-Yamka 3 He menee 80 % 94 %
-Yamka 4 He menee 80 % 97 %
-Yamka 5 He menee 80 % 98 %
-Yamka 6 He menee 80 % 95 %
- CTAUA 2: Cpennee 3HaueHue i 12 TabaeTOK JOIKHO HE IMTPOBOANJIOCH

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

CpenHee 3HaueHUE It 24 TaOJIETOK JOIDKHO
- CTAAUA 3: ObITh He MeHee ueM 75 % uepe3 30 MUHYT, HE
6ostee 2 TabICTOK MOTYT UMETh 3HaueHne Mmeaee  HE ITTPOBOINJIOCH
gem 60 %, ¥ HU VTS OJJHOM TaOIETKH HE MOKET
ObITh 3HaueHus Menee yeM 50 %.
JlononuTteabHas nHpopmanus
MukpoOHoI0THIecKas YUCTOTa

(EBp.®apm)*

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

-O01mee KOMMYeCTBO IMIICCHEBBIX U <10
npoxokesbix rpibos (TYMC), KOE/r

- Dmepuxus Kony, 1 r OtcyTcTByeT

* JIONIOJIHUTEIbHBIE TECTUPOBAHUS HE IPOBOJATCSA B XO/I€ PYTHHHOTO KOHTPOJIS KauecTBa, He MPOBOAMIMCH HA JAaHHOW Cepuu
(mpoBozsiTCst HA Kax ol 10-i, HO He MeHee, YeM Ha 1 cepuu B rox)

Ccblika Ha HoMmep PV, TIN011854/02

3aperucrpupoBaHHoro B Poccuu:

A®DU, ucnojib30BaHHBIH B X0/1€

NPOM3BO/ICTBA
[IpousBoaurens AOU

-JlpoTaBeprHa rUIPOXIOPUT Xwunoun npaiisat Ko. JIta., H-1045 Budapest, To u. 1-5, Hungary
YnakoBKa 1 MapKUpPOBKa: B coorBercTBum ¢ HJ{

Jlanuas cepust oTBeuaeT TpedosanusM HopMaTuBHOM JOKyMeHTaIUy, 3aperucTprpoBanHoil B Poccuiickoit denepannu B
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CEPTU®UKAT CEPUM SANOFI 7

Opella Healthcare Hungary Ltd.,

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

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

Konx GMID: 616140 Kon ToBapa; VER 616140
Haumenosanue npenapara: HO-IIIIA 40 mr tadnerkn 64X
CtpaHa-UMIIOpTEp: Poccust
Howmep cepun: EV183 Howmep cepun: EV183
JlaTa mpou3sBoaCcTBA: 26-HO51-2021 JlaTa uctedeHus cpoka OKT-2026
TOTHOCTH:
/TosmpoBka CM. Pe3yJIbTaT ONPEICICHHS
KOJINYECTBEHHOT'O COZEP>KaHUs
lekapcTBeHHast hopma: TabIeTKN
T ymakoBKu: [T pmaxon
'Y clioBUsI XpaHESHUS XpaHUTh B OPUTHHAIBHOH yITakoBKe mpu TemrepaType ot 15°C mo 25°C.

HaCcTOALIEE BPEMs, 110 IEPEUUCIICHHBIM ITOKA3aTEIIsIM KayeCTBa.

JlaHHas cepusi MPOU3BEICHA B COOTBETCTBUH ¢ TpeOOBaHMsIMU TeKyIeil Hamnexanield mpon3BoACTBEHHON MPAKTUKU
COOTBETCTBYET CIECIU(PHKASIM COOTBETCTBYIOIIETO PETHCTPAIIOHHOTO yIOCTOBEpEHHs. JJaHHBIN cepTudUKaT aHaIH3a
O/INTKCAH AJIEKTPOHHOI MOANKCHIO C UCIIOJIB30BAaHUEM BaluIMpoBaHHON cucteMbl LIMS.

3akJil04eHHe YIOJIHOMOYEHHOTI0 JIUIa

3akiouenne: OJIOBPEHO
Jara: 27-51HB-2022 14:34
YnosaHoMo4eHHOE JIMLO: Hajduné dr.Szijarté Zsuzsanna

rap_coa_resultats v5 Crpannna 3/3



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 : EV183 Customer lot : EV183
Date of manufacture: 26-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 % 2.4 %
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 % 0.00 %
- Perparine <= 0.2 % 0.00 %
- Any other impurity <= 0.2 % <0.10 %
- Total impurities <=2.0 % 0.0 %
ASSAY (HPLC)

- Drotaverine HC1l 40.0 mg +/- 5% (38.0 - 42.0 mg) 39.4 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 : EV183 Customer lot : EV183
Date of manufacture: 26-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 % 97 %
- Bowl 2 >= 80 % 94 %
- Bowl 3 >= 80 % 94 %
- Bowl 4 >= 80 % 97 %
- Bowl 5 >= 80 % 98 %
- Bowl 6 >= 80 % 95 %
- 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. Ltd. - H-1045 Budapest, To u. 1-5, Hungary

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 : EV183 Customer lot : EV183

Date of manufacture: 26-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

F S
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 : FELSZABADITVA / ACCEPTED
Date : 27-JAN-2022 14:34
Qualified person: Hajduné dr.Szijartd Zsuzsanna

.
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