CEPTUO®UKAT CEPUM

SAI

Opella Healthcare Hungary Ltd.,

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

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

OFI «,

GMID kox:
HaumeHoBaHHe Npenapara:

CTpaHa-umMmnoprep:
Homep cepuu:

I[aTa NMpou3BOACTBA:

Jo3upoBka:
JlexapcTBeHnHas gopma:
Tun ynakoBku:
YcaoBus XxpaHeHus:

482103 Kon ToBapa:
HO-IIITA ®OPTE 80 mr Tadjaerkn 24X

Poccusn

FV003 Homep cepun
3aKa3qyuKa:

04-s1HB-2022 JlaTa ucreyenust

CpOKa roAHOCTH:
CM. KOJIMYeCTBEHHOE OMpe/eieHne
Ta0JIETKH

VER_482103

FV003

JIEK-2024

KOHTYpHas siueiikopas ynmakoska [IBX - AJIIOMUHUI

XpaHuTh NpH Temnepatype Huke +25° C

IToxa3zaTesun Hopwmbl Pe3yabTarsl
XAPAKTEPUCTUKHA
— Ommucanne [IpononroBarsie ABOSKOBBIMTYKIIbIe Ta0MeTKH  COOTBETCTBYET
JKEIITOTO C 3eJICHOBATHIM HIIH OPAH)KEBBIM
OTTEHKOM, C TpaBupoBKoii «NOSPA» Ha
OJHOU CTOPOHE U JIMHUEW pa3jioMa Ha APYrou
CTOpOHE.
NOAJUHHOCTDH
- BDXX Bpewms yaep:kuBaHusi OCHOBHOIO MTMKa Ha COOTBETCTBYET
XpOMAaToTrpaMMe HCIBITYyEMOTO PaCTBOPA
JIOJDKHO COOTBETCTBOBATH BPEMEHH
yACp)KUBaHMS OCHOBHOTO ITHKA Ha
XpOMAaTorpaMMe CTaHAapPTHOTO PacTBOPA.
—  Y®-cnekrpodoromeTpust VYabTpadroneToBBIN CIIEKTP pacTBOPA, COOTBETCTBYET
TIPUTOTOBIICHHOTO JUTSI OTIPEICTICHNUS
PacTBOPEHHUSI, JOJDKEH NMETh MAaKCHMYMBI
MpH IrHaX BOJH (241 £2) M, (302+2) HM 1
(353+2) am.
PoacrBennnie npumecu (BIXKX)
— JlporaBepanguH <=1.0% 0.00 %
— Ilepnapun <=0.2% 0.00 %
— JlroGast npyras npuMech <=02% <0.10 %
— CymmMma npumeceit <=2.0% 0.0 %
— KOJIMYECTBEHHOE
OINNPEJAEJIEHHUE (BIKX
— JlpoTtaBepuHa THIPOXIIOPHT 80.0 mr £ 5% (76.0 — 84.0 mr) 79.0 mr
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CEPTUO®UKAT CEPUM S ﬁ

Opella Healthcare Hungary Ltd.,

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

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

GMID kox:
HaumeHoBaHHe Npenapara:

CTpaHa-umMmnoprep:
Homep cepuu:

I[aTa NMpou3BOACTBA:

Jo3upoBka:
JlexapcTBeHnHas gopma:
Tun ynakoBku:
YcaoBus XxpaHeHus:

482103 Kon ToBapa: VER 482103

HO-IIITA ®OPTE 80 mr Tadjaerkn 24X

Poccusn

FV003 Homep cepun FV003
3aKa3qyuKa:

04-s1HB-2022 JlaTa ucreyenust JTEK-2024

CPOKA FOJHOCTH:
CM. KOJINYeCTBEHHOE ONpe/ieIeHHe

TabaeTKH

KOHTYpHas siueiikopas ynmakoska [IBX - AJIIOMUHUI
XpaHuTh NpH Temnepatype Huke +25° C

IToxa3zaTesun Hopwmbl Pe3yabTarsl

PACTBOPEHUE

(Q=75 %) (n=6) uepes3 30

MHUHYT

JpoTaBepuHa ruIpoXI0puL

-Yamika 1 > =80 % 98 %

-Yarka 2 > =80 % 97 %

-Yamika 3 > =80 % 98 %

-Yamka 4 > =80 % 99 %

-Yamka 5 > =80 % 95 %

-Yamka 6 > =80 % 96 %

- CTAINA 2: Cpennee 3HadeHre 111 12 TabIETOK TOIHKHO HE [IPUMEHUMO
ObITh HE MeHee, ueM 75 % depe3 30 MuHyT, U
HU OHOHM TaOJICTKH CO 3HAYCHUEM MEHEE, YeM

- CTAJUA 3: 60 %. HE ITPUMEHUMO

Cpennee 3HaueHue 115 24 Ta0IETOK JOIHKHO
ObITH He MeHee, 4eM 75 % depe3 30 MUHYT, HE
Oouiee 2 TaOIETOK MOTYT UMETh 3HAUCHHE
menee, ueM 60 %, U HU [J1s OAHOM TaOJIeTKH
HE MOKET OBITH 3HaUeHus MeHee, ueM 50 %.

JOMNMOJHUTEJBbHASA UHO®OPMAIIUSA
Muxkpobuonorudeckas yuctora (Esp.d.)*

-o011ee KOJIMYECTBO adpOoOHBIX

Mukpoopranuzmon, KOE/r

—06mee KOJIMYECTBO APOIKIKEBBIX U

riecHeBbIX rpubos, KOE/r
-Escherichia Coli, 1t

<100

<10

OTCYTCTBUC

* JIONOJTHUTEIBHBIC TECThI HE MIPOBOATCS B XOJIC PYTUHHOTO KOHTPOJIS, HE TIPOBOMIINCH ISl JaHHOW cepuu (s KasKIon
10-# cepum, HO He MeHee | cepur B TON)

Howmep pedepentnoro PernctpanmoHHOTo ya0CTOBEpEHUS, ITN015632/01

3aperucTpupoBaHHoro B Poccnu:
A®DU, ucrionp3oBaHHAS JIJIST TIPOU3BOCTBA:
HasBanmue npon3BoanTens CyOCTaHIH

-JIpoTaBepuHa ruIpOXIOPH]

XunouH 3aBox PapManeBTUIECKUX U
Xumudeckux nmpoayktos 3A0,

Bynanemr, H-1045 Budapest, To u. 1-5, Hungary
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CEPTUO®UKAT CEPUM

Opella Healthcare Hungary Ltd.,

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

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

GMID xon: 482103 Kon ToBapa: VER 482103

HaunmeHoBaHMe mpenapara: HO-IIITA ®OPTE 80 mr taduerku 24X

CTpaHa-umMmnoprep: Poccus

Homep cepumn: FV003 Homep cepun FV003
3aKa34ymuKa:

JlaTa npou3BoACTBA: 04-s1HB-2022 JlaTa ucreyenust JTEK-2024
CpOKa FOAHOCTH:

Jo3upoBka: CM. KOJTHYeCTBEHHOE OnpeiesieHne

JlexapcTBeHnHas gopma: TabaeTKH

Tun ynakoBku: KOHTYpHaf siueiikoBas ynakoska IIBX - AIFOMUHUHU

YcaoBus XxpaHeHus: XpaHuTh NpH Temnepatype Huke +25° C

IToxa3zaTesun Hopwmbl Pe3yabTarsl

VYnakoBka U MapKUPOBKa B coorBerctBuu ¢ HJI

JlanHast cepus oTBedaeT TpeOOBaHMAM HopmaTHBHOW JOKYMEHTAIlUHW, 3apeTHCTPUPOBAHHONW B HACTOSIIEEe BpEeMs B
Poccuiickoit denepanuu, Mo nepeyrciIeHHbIM T0Ka3aTeNsIM KauecTBa.

JlanHas cepust pOU3BEICHA B COOTBETCTBUH ¢ TpeOoBanussMu cGMP u cooTBeTCTBYET crielU(UKAIMSIM COOTBETCTBYIOIICTO
Perucrpannonnoro yjaoctoBepenus. JlaHHbIN cepTU(UKAT aHAIN3a [TOIUCAH YJICKTPOHHON MOMAIKUCHIO ¢ HCIIOIh30BAHUEM
BaJUAMPOBaHHOU cucTembl LIMS.

3akaoueHue YIHOJHOMOYCHHOI'0 JIMIIA

3akiiouenne: TTPUHSATO
Hara: 18-9HB-2022 12:56
YnosHOMOYEHHOE JINIIO0: Hajdune dr. Szijarto 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 : 482103 Item code : VER 482103

Product name : NO-SPA FORTE 80 mg tablets 24X

Import. country : Russia

Lot number : FvO003 Customer lot : FvO003

Date of manufacture: 04-JAN-2022 Expiry date : DEC-2024

Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

Storage condition : Store below +25°C

; S

Tests Specifications Results

CHARACTERS

- Appearance Elongated biconvex tablets of yellow Complies
color with a greenish or orange shade,

with "NOSPA" engraved on one side and a

score line on the other side.

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
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 HC1 80.0 mg +/- 5% (76.0 - 84.0 mg) 79.0 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 : 482103 Item code : VER 482103
Product name : NO-SPA FORTE 80 mg tablets 24X

Import. country : Russia

Lot number : FvO003 Customer lot : FvO003
Date of manufacture: 04-JAN-2022 Expiry date : DEC-2024
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

Storage condition : Store below +25°C
¢ o
Tests Specifications Results
DISSOLUTION

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

claim of drotaverine hydrochloride

- Bowl 1 >=80 % 98 %

- Bowl 2 >=80 % 97 %

- Bowl 3 >=80 % 98 %

- Bowl 4 >=80 % 99 %

- Bowl 5 >=80 % 95 %

- Bowl 6 >=80 % 96 %

- 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 N015632/01

API used for production
Manufacturer's name of API

- Drotaverine hydrochloride CHINOIN Private Co. Ltd.- H-1045 Budapest, To u. 1-5, Hungary

rap_coa_resultats v5 Page 2 / 3



BATCH CERTIFICATE

SANOFI .2

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 482103 Item code VER 482103
Product name NO-SPA FORTE 80 mg tablets 24X

Import. country Russia

Lot number FvO003 Customer lot FvV003

Date of manufacture: 04-JAN-2022 Expiry date DEC-2024
Strength see at the assay

Dosage form tablet

Packaging type PVC - ALU blister

Storage condition Store below +25°C

F S
Tests Specifications Results

Packaging and labelling: In accordance with ND

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 18-JAN-2022 12:56

Qualified person: Hajduné dr.Szijartd Zsuzsanna
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