CEPTUO®UKAT AHAJIM3A

SANOFI

B

Opella Healthcare Hungary Ltd.,

2112 Veresegyhaz,I.évai u.5.,Hungary

(formerly CHINOIN Private Co.Ltd.,

2112 Veresegyhaz,l évai u.5.,HungaryPhone: +36 28 585 600/Fax: +36 28 585 939

GMID xoxn: 435271 Kon ToBapa; VER 435271
[Iponykr: HO-IIIITA 40 mr tabnetku 24X
CtpaHa-uMIiopTep: Poccust
Howmep cepun: EV148 Howmep cepun ximmenta: EV148
JlaTa mpousBoacTBA: 16-CEH-2021 Jara ucreyenmst cpoka  ABI'-2024
TOTHOCTH:
Jlo3upoBKa: Cwmotpu KonmudectBeHHOE
oTIpe/ieIeHne
JlexapcTBeHHast popma: Ta0JIeTKH
'YTakoBKa: bmmactep IIBX-AmoMuHui
'Y CIIOBUS XpaHECHHUS: XpaHUTH MIpH TemIeparype Hiwke + 25 © C
[Moxasarens Hopma PesynbTar
[Toka3zaremnu: Kpyriibie 1BOSKOBBIMTYKIIbIC Ta0IETKA COOTBETCTBYET
- Onucanue JKEJITOTO C 3eJICHOBATHIM HITU

OpamXeBbIM OTTeHKOM. C rpaBHPOBKOI
«SPA» Ha 0IHOHM CTOpOHE.

- Onnopoauocts no3upoBanus (BOXX) Epp.®. He 6onee 15% 2,0 %
2.9.40/TD PO

MHOAJINHHOCTbD:

-BOXX Bpewms ynep:kuBaHusS OCHOBHOTO IIMKa HA ~ COOTBETCTBYET

XpOMAaTOrpaMMe HCIBITYyEMOT0 pacTBopa

JIOJDKHO COOTBETCTBOBATH BPEMEHU

YAEp>KUBaHM OCHOBHOTO IIMKa Ha

XpoMaTorpaMMe CTaHAapTHOTO PacTBOpA.

Y ®-cniektpohoTOMETpHst VbTpadroaeTOBBIH CIIEKTP pacTBOpA, COOTBETCTBYET
MIPUTOTOBIICHHOTO IS OTIPEIEICHUS

pacTBOpEHUs, JOIDKEH HMETh

MaKCHMYMBI IIPH JUTHHAX BOJIH (241 +2)

HM, (302+2) HM U (353+2) HM.

POJCTBEHHBIE ITIPUMECH (B2KX)

- JIporaBepangun <1,0% 0,00 %
- [lepnapun <0,2% 0,00 %
- JItobas npyrast npuMech <0,2% <0,10 %
- CymMa npumeceit <2,0% 0,0 %

KOJMYECTBEHHOE ONPEJEJTEHUE
(BIXKX)

- lporaBeprHa rHIPOXJIOPH] 40,0 mr + 5% (38,0 - 42,0 mr)
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Opella Healthcare Hungary Ltd.,

2112 Veresegyhaz,I.évai u.5.,Hungary

(formerly CHINOIN Private Co.Ltd.,

2112 Veresegyhaz,l évai u.5.,HungaryPhone: +36 28 585 600/Fax: +36 28 585 939

GMID xoxn: 435271 Kon ToBapa; VER 435271
[Iponykr: HO-IIIITA 40 mr tabnetku 24X
CtpaHa-uMIiopTep: Poccust
Howmep cepun: EV148 Howmep cepun ximmenta: EV148
JlaTa mpousBoacTBA: 16-CEH-2021 Jara ucreyenmst cpoka  ABI'-2024
TOTHOCTH:
Jlo3upoBKa: Cwmotpu KonmudectBeHHOE
oTIpe/ieIeHne
JlexapcTBeHHast popma: Ta0JIeTKH
YmakoBka: bmcrep [1BX-AmomuHui
YCI0BUS XpaHEHUS: XpaHUTH MIpH TemIeparype Hiwke + 25 © C
[Moxasarens Hopma PesynbTar
PACTBOPEHUE

(Q=75 %) (n=6) uepe3 30 MUHYT OT 3asIBICHHOTO
CoJIepIKaHuUst IPOTABEPUHA THAPOXIOPUIA

-Yamka 1 He menee 80 % 99 %
-Yamka 2 He menee 80 % 98 %
-Yamuka 3 He menee 80 % 96 %
-Uamka 4 He meree 80 % 97 %
-Hamka 5 He meree 80 % 98 %
-Yamka 6 He meree 80 % 99 %
CTAOUA 2: Cpennee 3HaueHue st 12 TabieTok He npumenumo

JIOJDKHO OBITH HE MeHee ueM 75 % depe3
30 MHHYT, ¥ HA OHOM TAOJETKH CO
3HaueHreM MeHee yeM 60 %.

CTAINS 3: Cpennee 3HaueHue s 24 TaOIETOK He npumennmo
JIOJDKHO OBITH HE MeHee ueM 75 % depes
30 muHYT, HE O0JIee 2 TaOIETOK MOTYT
UMETh 3HaUeHue MeHee yeM 60 %, u Hu
I OJJHOM TaOJIETKHA HE MOYKET OBITH
3HaueHUsI MeHee dyeM 50 %.

JlonoHUTeIbHASI HHOPMALHS

Muxkpoouonoruueckas unctota (Epp.d.*)

-O01m1ee KOIMIeCTBO adpOOHBIX He 6osee 100
Muxpoopranuzmos (TAMC), KOE/r

-O011Iee KOJMYECTBO APOMOKEBBIX U IUIecHeBBIX ~ He Goiee 10
rpubos (TYMC), KOE/r

-Escherichia coli, 1 T OTCyTCTBYET

*/[ononHumeinvbHble mecmol He 8bINOHAIOMCA OISl PYMUHHOKO KOHMPOJSl, 015 OAHHOU Cepuu He NPO8oOUNUCh (0151 Kaxcoou 1
1l cepuu, HO He pedice, yem 05 1 cepuu 6 200)
CchUTKa Ha HOMEP PETUCTPAILIMOHHOTO
yI0CTOBepeHus, 3apeructpupoanHoro B Poccun: I1 NO11854/02
ADUH, ncnoib30BaHHBIIH 115 IPOU3BOACTBA:
Hanmenosarane AOU
-IpOTaBepHHA THIPOXIIOPHT
CHINOIN Private Co. Ltd. - H-1045 Budapest, To u. 1-5, Hungary
'YakoBKa 1 MapKHUpPOBKa: B cootserctBum ¢ HJ{
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Opella Healthcare Hungary Ltd.,

2112 Veresegyhaz,I.évai u.5.,Hungary

(formerly CHINOIN Private Co.Ltd.,

2112 Veresegyhaz,l évai u.5.,HungaryPhone: +36 28 585 600/Fax: +36 28 585 939

GMID xoxn: 435271 Kon ToBapa; VER 435271

[Iponykr: HO-IIIITA 40 mr tabnetku 24X

CtpaHa-IMITOpTEp: Poccus

{Homep cepumu: EV148 Howmep cepnm ximmenta: EV148

JlaTa mpom3BOACTBA: 16-CEH-2021 Jara ucreyenmst cpoka  ABI'-2024

TOTHOCTH:
Jlo3upoBka: Cmotpu KonmuectBennoe
oTIpe/ieIeHne

JlexapcTBeHHas opma: TabIeTKN

'YakoBKa: Bmcrep [IBX-Amomunamii

'Y CITOBUS XpaHEHHUS: XpaauTh Ipu Temuepatype Hmke + 25 ° C

[Moxasarens Hopma PesynbTar
JlanHas cepusi cOOTBETCTBYyeT TpeboBaHWsM HopmaTuBHOW JIOKYMEHTAIMH, 3apeTHCTPUPOBAHHOW B HACTOSAIIEE BpeMs
Poccuiickoit denepannu, no NepeyrcISHHBIM TOKa3aTEIsIM KauecTBa.

Jannas cepus mpousBeneHa B cooTBeTCTBHM ¢ cGMP TpeOoBaHMAMH W COOTBETCTBYET CIEIH(PHUKAINIM
COOTBETCTBYIOIIET0 PeructpainoHHOro ¥ 10cTOBEpEHUsI.

JlaHHBI cepTH(UKAT aHATN3a TTOANMCAH IEKTPOHHOH IMOANNCHIO Yepe3 BaTuIupoBanHyo cuctemy JIMMC.

Pemenne YIOTHOMOYC€HHOI'O JINIIA

Pemenne: OJJOBPEHO
JlaTa: 26-HOs1-2021 08:20
YI0JTHOMOYEHHOE JINIIO0: dr.Beszteri Bojana
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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 EV148 Customer lot EV148
Date of manufacture: 16-SEP-2021 Expiry date AUG-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 40.0 mg +/- 5% (38.0 - 42.0 mg) 40.6 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 EV148 Customer lot EV148
Date of manufacture: 16-SEP-2021 Expiry date AUG-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 % 99 %

- Bowl 2 >= 80 % 98 %

- Bowl 3 >= 80 % 96 %

- Bowl 4 >= 80 % 97 %

- Bowl 5 >= 80 % 98 %

- Bowl 6 >= 80 % 99 %

- 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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Opella Healthcare Hungary Ltd.,

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

BATCH CERTIFICATE

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

SANOFI .2

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

Import. country Russia

Lot number EV148 Customer lot EV148

Date of manufacture: 16-SEP-2021 Expiry date AUG-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

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
26-NOV-2021 08:20

dr.Beszteri Bojéana
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