CEPTU®UKAT AHAJIM3A

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

SANOFI

B

KOJIMYECTBEHHOE OIPEJEJTEHHUE
(BIIKX)

- JlpoTaBeprHa THAPOXIOPUL

GMID kon: 435271 Kon ToBapa; VER 435271
[Iponyxr: HO-IIITTA 40 mr tabnetku 24X
CtpaHa-uMnoprep: Poccus
Howmep cepun: EV189 Howmep cepun ximmenta:  EV189
JlaTa mpon3BoICTBA: 11-AEK-2021 Jara ucreuenus cpoka  HO-2024
TOTHOCTH:
Jlo3upoBka: Cwmotpu KonndectBeHHOE
orpejieieHue
JlexapcTBeHHas opma: TaOJICTKH
YnakoBka: Bmucrep [1BX-Amomunnii
Yca0BHsI XpaHEHUS: XpaHuTh IpU TeMuepaType Hike + 25 ° C
Iloka3zarennb Hopma Pe3yabTart
[Toxazaremnu: Kpyrible TBOSKOBBIITYKIIbIE TAOJIETKH COOTBETCTBYET
- Onucanne JKEIITOTO C 3eJICHOBATHIM WA
OpamXeBbIM OTTEHKOM. C rpaBHPOBKOM
«SPA» Ha OTHO¥ CTOpOHE.
- OpnopoaHocth noszuposanust (BOXKX) Esp.®. He 6onee 15% 2,0 %
2.9.40TD PO
HOAJINHHOCTbD:
-BOXX Bpems ynep:kuBaHUs OCHOBHOTO ITMKAa HA ~ COOTBETCTBYET
XpOMAaTorpaMMe HCIBITYeMOTO PacTBOpa
JIOJDKHO COOTBETCTBOBATH BPEMEHHU
YAEp>KUBaHUS OCHOBHOTO TIMIKa Ha
XpoMaTorpaMMe CTaHAapTHOTO PacTBOPA.
YD-cniekTpodoToMeTpus VipTpadHoIeTOBBIH CIIEKTP PacTBOpa, COOTBETCTBYET
MIPUTOTOBIIEHHOTO IS OTIPEICICHUS
pacTBOpEHUsI, I0JDKEH UMETh
MaKCHMYMBI TIpH JUTHHAX BOJH (241 £2)
HM, (302+2) M u (353+2) HM.
POJACTBEHHBIE IPUMECH (B9)KX)
- JporaBepanaun <1,0% 0,00 %
- [lepnapun <0,2% 0,00 %
- JIroGast npyrast mpuMech <0,2% <0,10 %
- CymMma npumeceit <2,0% 0,0 %
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CEPTU®UKAT AHAJIM3A

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

SANOFI

SN

GMID kon: 435271 Kon ToBapa; VER 435271
[Iponyxr: HO-IIITTA 40 mr tabnetku 24X
CtpaHa-uMnoprep: Poccus
Howmep cepun: EV189 Howmep cepun ximenta: EV189
JlaTa mpon3BoICTBA: 11-AEK-2021 Jara ucreuenus cpoka  HO-2024
TOTHOCTH:
Jlo3mpoBka: Cmotpu KonmaectBenHoe
orpejieieHue
JlexapcTBeHHas opma: TaOJICTKH
YakoBka: bmucrep IIBX-AmoMuHuit
Yca0BHsI XpaHEHUS: XpaHuTh IpU TeMuepaType Hike + 25 ° C
Iloka3zarennb Hopma Pe3yabTart
PACTBOPEHUE
(Q=75 %) (n=6) uepe3 30 MUHYT OT 3aSBJICHHOTO
COJIepKaHUS APOTABEPHUHA THAPOXIIOPUIA
-Hamika 1 He menee 80 % 93 %
-Yamka 2 He menee 80 % 94 %
-Yamka 3 He menee 80 % 95 %
-Hamka 4 He menee 80 % 92 %
-Uamrka 5 He menee 80 % 96 %
-Hamka 6 He menee 80 % 94 %
CTAOUA 2: Cpennee 3HadeHue st 12 TadbiaeTok He npumenumo
IIOJDKHO OBITH HE MeHee 4eM 75 % uepes
30 MUHYT, ¥ HA OJHOH TaOJIETKH CO
3HaueHneM MeHee yeM 60 %.
CTAJIUA 3: Cpennee 3HaueHue s 24 Ta0IETOK He nmpumennmo
JIOJDKHO OBITH HEe MeHee ueM 75 % uepes
30 muHyT, HEe 60JIce 2 TabJCTOK MOTYT

HUMETh 3HaueHue MeHee ueM 60 %, u H1

JIJIsL OHOM TaOJIETKU HE MOYKET OBITH

3gaueHus meHee uem 50 %.
JlonosnnTeabHas HHGOPMALHS

Mukpoouosioruueckas urnctorta (Esp.d.*)

-O0111ee KOJUYECTBO a3POOHBIX He 6ostee 100

mukpoopranusmoB (TAMC), KOE/r

-OO0I111ee KOJUYECTBO APOXKOKEBBIX H IJIeCHEBbIX  He 6onee 10
rpudos (TYMC), KOE/r
-Escherichia coli, 1 T OtcytcTBYET

*/[ononnumenvHble Mmecmul He 8bINOJHAIOMCS 051 PYMUHHOKO KOHMPOJs, OISl OAHHOU Cepuu He NPO8oOUIUCH (071 Kaxcoou 1
1l cepuu, HO He pedice, uem 0 1 cepuu 6 200)

CchlIKa HA HOMEP PETUCTPAIHOHHOTO

YIAOCTOBEpeHus, 3apeructpupoBannoro B Poccuu: T1 NO11854/02

A®U, ucnoib30BaHHbIH /1 IPOU3BOACTBA:

HanmenoBanne AOU

-[POTaBEPUHA TUAPOXIIOPHUSL

CHINOIN Private Co. Ltd. - H-1045 Budapest, To u. 1-5, Hungary
Crpanuna 2/3
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CEPTU®UKAT AHAJIM3A

SANOFI

SN
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 kon: 435271 Kon ToBapa; VER 435271
[Ipoxyxr: HO-UIITA 40 mr Tabnetku 24X
CrpaHa-umnopTep: Poccust
Howmep cepun: EV189 Howmep cepun ximmenta:  EV189
JlaTa mpon3BoICTBA: 11-JEK-2021 Jara ucreuenns cpoka  HOA-2024
TOIHOCTH:
Jlo3upoBka: Cmotpu KonmaectBenHoe
oIpesesIeHue
JlexapcTBeHHas opma: TaOJICTKH
YnakoBka: Bmucrep [1BX-Amomunnii
Y CIIOBUS XpaHEHHUS: XpaHuTh IpU TeMuepaType Hike + 25 ° C
Iloxazarenn Hopma PesyabTar
YnakoBKa ¥ MapKUpPOBKa: B coorserctBuu ¢ HJJ

JanHas cepusi COOTBETCTBYeT TpeOoBaHusM HopmatuBHOW JlOKyMeHTalMu, 3aperMCTPUPOBAHHON B HACTOSIICE BpEeMs
Poccutiickoit denepainu, Mo NEPEUUCICHHBIM MOKa3aTeNsIM KayecTBa.

HanHas cepusi mpousBeneHa B cooTBeTcTBHH ¢ CGMP TpeOOBaHWSIMH H COOTBETCTBYET CIICHH(DHKAIIMSIM
COOTBETCTBYIOIIETO PerucTpailnoHHOro ¥ 10cTOBEpEHUSL.

Janublit cepTudukaT aHaIM3a MOAUCAH JIEKTPOHHOM MOAMKCHIO Yepe3 BauaupoBaHHyo cuctemy JIMMC.

PemreHne ynoJqHOMOY€HHOTO JIAIA
Pemenne: OJIOBPEHO
JlaTa: 10-SIHB-2022 11:16
Yo, JTHOMOUYEHHOE JINIIO0: dr.Beszteri Bojana
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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)

BATCH CERTIFICATE

SANOFI .2

Phone: +36 28 585 600 / Fax: +36 28 585 939
GMID code 435271 Item code VER 435271
Product name NO-SPA 40 mg tablets 24X
Import. country Russia
Lot number EV189 Customer lot EV189
Date of manufacture: 11-DEC-2021 Expiry date NOV-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 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 % 2.0 %
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 .0 mg +/- 5% (38.0 - 42.0 mg) 39.4 mg
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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)

SANOFI .2

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

GMID code 435271 Item code VER 435271
Product name NO-SPA 40 mg tablets 24X

Import. country Russia

Lot number EV189 Customer lot EV189
Date of manufacture: 11-DEC-2021 Expiry date NOV-2024
Strength see at the assay

Dosage form tablet

Packaging type PVC - ALU blister

Storage condition Store below +25°C
L

Tests Specifications Results
DISSOLUTION

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

claim of drotaverine hydrochloride

- Bowl 1 >= 80 % 93 %

- Bowl 2 >= 80 % 94 %

- Bowl 3 >= 80 % 95 %

- Bowl 4 >= 80 % 92 %

- Bowl 5 >= 80 % 96 %

- 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.,

are less than 60%,
than 50%.
ADDITIONAL INFORMATION
Microbiological Quality (Ph.Eur)*
- TAMC, CFU/g <=100
- TYMC, CFU/g <=10)
- Escherichia Coli, 1 g absent

*

(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

Packaging and labelling:

not more than 2 units

Additional tests are not performed for routine inspection,

CHINOIN Private Co.

and no tab is less

not conducted for this batch

Ltd. - H-1045 Budapest, To u.

1-5,

Hungary

In accordance wit ND
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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 435271 Item code VER 435271
Product name NO-SPA 40 mg tablets 24X

Import. country Russia

Lot number EV189 Customer lot EV189

Date of manufacture: 11-DEC-2021 Expiry date NOV-2024
Strength see at the assay

Dosage form tablet

Packaging type PVC - ALU blister

Storage condition Store below +25°C

o 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 ACCEPTED

Date 10-JAN-2022 11:16

Qualified person: dr.Beszteri Bojana

.
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