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)
Tenedon: +36 28 585 600/Dakc: +36 28 585 939

GMID koxa:
HaunmenoBanue npenapara:

CTtpaHa-umMnoprep:
Homep cepuu:

JaTa npousBoacrea:

Jo3upoBka:
JlexapcTBeHHas gopma:
Tun ynakopkm:
YcnoBusi XpaHeHuUs:

482103 Kon ToBapa: VER_482103
HO-LHIITA ®OPTE 80 mr Tadaerkn 24X

Poccus

FV007 Homep cepun FV007
3aKa34MKa:

07-s1HB-2022 JaTa ucreyeHust JAEK-2024

CPOKAa roAHOCTH:
CM. KOJIMYeCTBEHHOE OMpe/eieHne
TalJIeTKU
KOHTypHas siueiikoBasi ynakoska IIBX - ATIOMUHUAM
XpaHUTH NpH Temnepatype Huke +25° C

IToxa3zaTenu Hopmbl Pe3yabTaThl
XAPAKTEPUCTHUKHA
— Ormucanue IIpononroBareie ABOSKOBBIMYKIIbIC Ta0NeTKH  COOTBETCTBYET
JKEIITOTO C 3€JICHOBATHIM HITH OPAaHKEBBIM
OTTEHKOM, ¢ rpaBupoBKkoil «NOSPA) Ha
OJTHOY CTOPOHE U JIMHHUEH pasjioMa Ha APYrou
CTOPOHE.
NOAJUHHOCTDH
— BOXX Bpewms ynepxuBanusi OCHOBHOTO THKa Ha COOTBETCTBYET

Y®-cnekTpodoToMeTpus

PoacrBennnie npumecu (BIXKX)

JpoTaBepanaux
Tlepniapun
Jlrobas gpyras nmpuMech

Cymma mpuMmeceit

KOJIUYECTBEHHOE
OINPEJEJIEHHUE (BO2XKX

I[pOTaBGpI/IHa TUAPOXJIOpUI

XpOMAaTOrpaMMe HCIIBITYeMOr0 pacTBopa
JIOJDKHO COOTBETCTBOBATH BPEMEHH
yIEep>KMBAaHNS OCHOBHOTO IIMKA Ha
XpOMAaTorpaMMe CTaHAAPTHOTO PacTBOpa.

VYibTpadroeToBbIH CIEKTpP PacTBopa, CoOTBETCTBYET
MIPUTOTOBJICHHOTO JUISI OIIPEACICHUS

pacTBOPEHUsL, 0JDKEH UMETh MAKCUMYMBbI

py JuHax BouH (241 +£2) um, (302+2) HM 1

(353+2) M.

<=1.0% 0.00 %
<=02% 0.00 %
<=02% <0.10 %
<=2.0% 0.0 %
80.0 mr + 5% (76.0 — 84.0 mr) 80.4 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,Lévai u.5.,Hungary)

SAI

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

GMID xon: 482103 Kon ToBapa: VER_482103

HaunmenoBanue npenapara: HO-HLIITA ®OPTE 80 mr taduerku 24X

CTtpaHa-umMnoprep: Poccus

Homep cepumn: FV007 Homep cepun FV007
3aKa34yUKa:

JlaTa npousBoacTBa: 07-51HB-2022 JlaTa ucreyenust JEK-2024

Jo3upoBka:
JlexapcTBeHHas gopma:
Tun ynakopkm:
YcnoBusi XpaHeHuUs:

CPOKa FOTHOCTH:

CM. KOJIMYeCTBEHHOE OMpe/eieHne

TalJIeTKU

KOHTypHas siueiikoBasi ynakoska IIBX - ATIOMUHUAM
XpaHUTH NpH Temnepatype Huke +25° C

IToxa3zaTenu Hopmbl Pe3yabTaThl

PACTBOPEHUME

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

MUHYT

JlpoTaBeprHa TUAPOXIOPU

-Yamxka 1 > =80 % 98 %

-Yamika 2 > =80 % 97 %

-Yamika 3 > =80 % 97 %

-Yamika 4 > =80 % 95 %

-Yamika 5 > =80 % 99 %

-Yamka 6 > =80 % 97 %

- CTAINA 2: Cpennee 3HaueHHE 1 12 TaOIETOK TOHKHO HE [IPUMEHUMO
ObITh HE MeHee, ueM 75 % depe3 30 MuHyT, U
HU OHOHM TaOJCTKH CO 3HAYCHUEM MEHEE, YeM

- CTAIUA 3: 60 %. HE IPUMEHHMO

JOMNMOJHUTEJIBHAS UH®OPMALIUSA
Muxkpobuonornueckas yucrota (Esp.d.)*

-o011ee KOJIMYECTBO adpOOHBIX
mukpoopraanzmo, KOE/r
-00111ee KOJINIECTBO APOIOKEBBIX U

mnecHeBbIX TpubdoB, KOE/r
-Escherichia Coli, 1t

* JIOIOTTHATENBHBIE TECTHI HE TIPOBOATCS B X0/ PYTHHHOTO KOHTPOJIS, HE TIPOBOIMIINCE IS JTaHHON CepHH (s KasKIon

10-# cepum, HO HE MeHee | cepur B TON)

Howmep pedepentHOro PeructpainoHHOTO yI0CTOBEPCHUS,

3aperucTpupoBanHoro B Poccuu:

A®U, ucnionbp3zoBaHHas! 1J1s1 TPOU3BOACTBA:
Haspanue npou3BoauTeIIsl CyOCTAHIMH
-JlporaBepuHa rugpoXIopua

Cpennee 3HaueHHE 1 24 TaOIETOK TOHKHO
ObITH HE MeHee, ueM 75 % depe3 30 MUHYT, HE
6ouiee 2 TaOIETOK MOTYT UMETh 3HAUCHHE
menee, ueM 60 %, U HU [J1s OAHOM TaOJIeTKH
HE MOJKET OBITh 3HaUeHHUs MeHee, ueM 50 %.

<100
<10

OTCYTCTBHE

IIN015632/01

XunouH 3aBoa PapMaleBTHUECKUX U
Xumuueckux npoaykros 3A0,
H-1045 Budapest, To u. 1-5, Hungary

Benrpus
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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)

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

GMID xon: 482103 Kon ToBapa: VER_482103

HaunmenoBanue npenapara: HO-HLIITA ®OPTE 80 mr taduerku 24X

CTtpaHa-umMnoprep: Poccus

Homep cepumn: FV007 Homep cepun FV007
3aKa34yUKa:

JlaTa npousBoacTBa: 07-51HB-2022 JlaTa ucreyenust JEK-2024
CpPOKa FOHOCTH:

Jo3upoBka: CM. KOJINYeCTBEeHHOE ONpe/ieIeHHe

JlexapcTBeHHas gopma: TabaeTKH

Tun ynakopkm: KOHTYpHas siyeiikoBas ynakoka IIBX - AIIOMUHUN

YcaoBust XpaHeHus: XpaHUTH NpH Temnepatype Huke +25° C

Iloka3zaTenn Hopwmbl PesyabTaThl

YnakoBka 1 MapKUpOBKa B cootserctBuu ¢ HJ{

JanHast cepusi orBevaeT TpeOoBaHMsM HopMaTHBHOHM ITOKYMEHTAIlMHM, 3apETUCTPUPOBAHHON B HACTOSAIICE BpeMs B
Poccuiickoit denepanuu, Mo nepeyrciIeHHbIM T0Ka3aTeNsIM KauecTBa.

JlanHas cepust pOU3BEICHA B COOTBETCTBUH ¢ TpeOoBanusiMu cGMP u cooTBeTCTBYET crielU(UKAIISIM COOTBETCTBYIOIICTO
Peructpanmonnoro yaoctoBepenuns. JlaHHBIN cepTU(UKAT aHATN3A TTOIITUCAH 3JICKTPOHHON MOANMCHIO C MCIOIB30BAHNEM
BaJTMIMPOBAHHON cucTeMbl LIMS.

3akioueHue YIIOJTHOMOYECHHOI'0 JUIIA

3akiaoueHue: ITPUHATO
Hara: 08-DEB-2022 09:28
Y1oJiHOMOYeHHOe JINIIO: dr.Beszteri Bojana
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BATCH CERTIFICATE

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

SANOFI .2

RELATED SUBSTANCES (HPLC)
- Drotaveraldine

- Perparine
- Any other impurity

- Total impurities

ASSAY (HPLC)
- Drotaverine HC1

GMID code 482103 Item code VER 482103
Product name NO-SPA FORTE 80 mg tablets 24X
Import. country Russia
Lot number FVO007 Customer lot FVO007
Date of manufacture: 07-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
L
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.

<=1.0 % 0.00 %
<= 0.2 % 0.00 %
<= 0.2 % <0.10 %
<=2.0 % 0.0 %

80.0 mg +/- 5% (76.0 - 84.0 mg) 80.4 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 : 482103 Item code : VER 482103
Product name : NO-SPA FORTE 80 mg tablets 24X

Import. country : Russia

Lot number : FVO007 Customer lot : FVO007
Date of manufacture: 07-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

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 % 97 %
- Bowl 4 >=80 % 95 %
- Bowl 5 >=80 % 99 %
- Bowl 6 >=80 % 97 %
- 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

e L=
Al vl af.'}

than 50%. o e
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
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BATCH CERTIFICATE

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

SANOFI .2

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

Import. country Russia

Lot number FVO007 Customer lot FVO007

Date of manufacture: 07-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

on the listed quality parameters.

This batch meets the requirements of the Normative Document currently registered in Russian Federation

validated LIMS.

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

Decision
Date

Qualified person:

.

ACCEPTED
8-FEB-2022 09:28

dr.Beszteri Bojéana

rap_coa_resultats v5

Page 3/ 3



	482103-FV007
	2188и-22_312145_FV007
	482103-FV007



