Opella Healthcare Hungary Ltd.,

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

Hungary)

Cepruduxar anajausa

Opella.

Tenedon: +36 28 585 600/dakc: +36 28 585 939
GMID kox: 883666 Konm Tomapa: VER_ 883666
HammeHOBaHMe npenapara: HO-UMNA ® Tabinerxkm 40 mr 48X
CrpaHa-mMMIIopTep: Poccua
Homep cepum: Jv147 HoMep cepum KJIMEHTa: Jv147
IaTa HpoM3BOLCTBA: 04-CEH-2025 IlaTa MCTedeHMs CpoKa ABI'-2028
TOOHOCTMU :
IosmpoBKa : CmoTpu KoymMuecTBEHHOE OIpenejieHMe
JlekapcTBeHHas dopma: TabneTkn BEIMymEeHHOE KOJI-BO 86 400
(yrmakoBOK) :
YrnaxkoBka: Brnucrep [NBX-AJIOMUHUNM Homep cepum AOU: Jv02909
YcioBusa xXpaHeHus llpy TeMmneparType He Bome + 25 ° C.
NMOKA3ATEJIb HOPMA PE3VYJIIBTAT
XAPAKTEPUCTUKN
Onucaxme KpyTJlEle IBOSKOBHIIYKJILIE TabJIETKM XEeJITOTO C CooTBETCTBYET
3EeJIEHOBATEIM MJIM OPAaHXEBATHIM OTTEHKOM, C
TPaBUPOBKOM «Spa» Ha OIHOM CTOPOHE.
- OOHOPOIHOCTL HOo3MpoBaHMA (BIOXX) He 6GoJjee 15% 2,7 %
EBp.®. 2.9.40/T® PO
VIOEHTUSUKALINAA
- BOXX BpeMsa ymepXmBaHMUA OCHOBHOT'O IMKa Ha CooTBeTCTBYET
XpOMaTOTPaMMe MCIETYEMOTO PAaCTBOPa IOJDKHO
COOTBETCTBOBATL BPEMEHM YIOEPXMUBAHUA
OCHOBHOTO MNMKa Ha XpoMaToTpaMMme
CTaHIOAPTHOTO pPacTBOPA.
- Yd-cnexTpodoTOMEeTPUI YabpTpadroseTOBE CHEKTP pacTBopa, CooTBEeTCTBYyET
IPUT'OTOBJIEHHOTO IJIS ONpeneJieHMUs
PacTBOPEHMSI, INOJPKEH MMEeTb MaKCUMYyMEHl IIPU
namMHax BOJH (241 £2) uMm, (302+2) uHM u
(353+2) HM.
POICTBEHHHE I[IPUMECU (B3XX)
- JIpoTaBepallIuH <=1.0 % 0.00 %
- Ilepnapux <= 0.2 % 0.00 %
- Jlwbas mpyras OpUMecCh <= 0.2 % <0.10 %
- CyMMa IIpumecen <= 2.0 % 0.0 %
KOJIMYECTBEHHOE OINPEIEJIEHUE (B3XX)
— JlpoTaBeprHa TUIPOXIIOPWI 40,0 mMr £ 5% (38,0 - 42,0 wmr) 39,5 Mr
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Cepruduxar anajausa O pel la.

Opella Healthcare Hungary Ltd.,

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

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

GMID kox: 883666 Konm Tomapa: VER_ 883666

HammeHOBaHMe npenapara: HO-UMNA ® Tabinerxkm 40 mr 48X

CrpaHa-mMMIIopTep: Poccua
Homep cepum: Jv147 HoMep cepum KJIMEHTa: Jv147
IaTa HOPOMBBOACTEBA: 04-CEH-2025 HaTa mMcTeueHMus CpoKa ABI'-2028
TOOHOCTMU :
IosmpoBKa : CmoTpu KoymMuecTBEHHOE OIpenejieHMe
JlekapcTBeHHas dopma: TabneTkn BEIMymEeHHOE KOJI-BO 86 400
(yrmakoBOK) :
YmakoBKa: Baucrep I[IBX-AJIOMUHUN Homep cepum ADU: Jv02909
YcioBusa xXpaHeHus llpy TeMmneparType He Bome + 25 ° C.
NMOKA3ATEJIb HOPMA PE3VYJIIBTAT
PACTBOPEHME
(Q=75 %) (n=6) uepe3s 30 MMHYT
IpoTraBepmuHa I'MIOPOXJIOPUI
- Yamka 1 > =80 % 97 %
- Yamka 2 > =80 % 98 %
- Uamka 3 > =80 % 99 %
- Uamka 4 > =80 % 98 %
- Uamka 5 > =80 % 97 %
- Uamka 6 > =80 % 95 %
- CTAIVA 2: CpenHee 3HaueHue nJsa 12 TabjIeTOK IOJDKHO HE IIPVMEHVMO
OBITL He MeHee, ueM 75 % uepes 30 MmHYT, U
HM OIHOM TabJieTKy CO 3BHAYEeHMEM MeHee, YeM
60 %.
- CTAIOVA 3 CpenHee 3HaueHue nJjsa 24 TabJIETOK IOJDKHO HE I[IPUMEHVMO

[)

OBITHL He MeHee, ueM 75 % uepes 30 MmMHYT, He
Sojiee 2 TabJIETOK MOTYT MMETH 3HAUEHUE
MeHee, ueMm 60 %, M HUM OJ9 OOHOM TabJeTKM He

[)

MOXxeT OBThL 3HaueHua MeHee, uem 50 $.

JOINOJIHUTEJIbEHAST MH®OPMALIUA
MykpoOMoJoTHUUYeCcKas 4YMUCTOTa
(EBp.D.)*

- oflmee KOJIMYECTBO aldPOOHHIX <100
MUKPOOPTaHu3MOB, KOE/T

- ofuee KOJIMYECTBO IOPOXXKEBEHX U <10
[JIecHeBHEIX I'pubos, KOE/T

- Escherichia Coli, 1r OTCYyTCTBUE

*,HOHOJ'[HMTGJ'II:HBIQ TECTEl HEe IIPOBOIOATCA B XOI€ PYTUMHHOI'O KOHTPOJIA, HEe INPpOBOIMIIMCH IJIA IaHHOM cepumn (,HJ'[FI

xaxgor 100-7 cepum, HO He MeHee 1 cepum B I'OI)

HomMep omoOpeHHOM HOPMaTMBHOM JIII-Ne (002774)- (PI'-RU)-140723
OOKYMEHTALINN &
CpoKx TOOHOCTHU 3 roma

AdM, MCNONBBOBAHHHIL IOJIS
NPOMUBBOIACTEA :
HaspaHne npomssommuTesida AQI:

- JlpoTaBepuHa IUIPOXIIOPUI EBPOAINM (paHee CHINOIN) - H-1045 Budapest, Té u. 1-5, Hungary
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Cepruduxar anajausa O pel la.

Opella Healthcare Hungary Ltd.,

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

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

GMID xogxn: 883666 Kon Tomapa: VER_ 883666

HamMeHOBaHMe npemnapara: HO-UMNA ® ra6nerxkm 40 Mr 48X

CrpaHa-MMIOPTEP: Poccusa

Homep cepum: Jv147 HoMep cepum KJIMEHTa: Jv147

IaTa HpoM3BOLCTBA: 04-CEH-2025 IlaTa MCTedeHMs CpoKa ABI'-2028
TOOHOCTMU :

Io3MpOBKa : CMmoTpu KonmuecTBeHHOe oNpenesieHue

JlekapcTBeHHas dopma: TabneTkn BEIMymEeHHOE KOJI-BO 86 400
(YIIakoBOK) :

YrnaxkoBka: BimcTep I[IBX-AJIOMMHUMI Homep cepum AOU: Jv02909

YcioemuAa XpaHeHuA llpy TeMmneparType He Bome + 25 ° C.

IHNOKA3ATEJIb HOPMA PE3YJIBTAT

YrnakoBKka M MapKMPOBKA: B coorBeTcTBMM C HI

MapKMpOBKa : MapkupoBKa HOOJDKHa COOTBETCTBOBATH pas3mely CooTBETCTBYET

1.3.2 permucTpalMoOHHOT'O IOChe
YIakKkoBKa o 24 mabjerky B OmucTep [IBX/AJOMUHNIIA. CooTBeTCTBYyET

[lo 2 BaucTepa BMeCTe C JIMCTKOM-BKJIALHIIEM B
KapTOHHYI [IauKy .

IlaHHass cepus CcoOoTBeTCTByeT TpeboBaHMAM HopMmaTMBHOM HOKyMEHTAalMM, S3aperMCTPMPOBAHHOM B HACTOSllee BpPeMSd
B Poccwmiickoi depmepaluy O IEPEUMCIIEHHHM IOKa3aTejisM KadecTBa.

IaHHasg cepus IIpou3BeIeHa B COOTBeTCTBMM C CGMP Tpeb®oBaHMAMUM UM  COOTBETCTBYyET crienurraumsaM
PerMcTpaluMoOHHOTO YIOocToBepeHra. // JaHHEM cepTudukaT aHaamM3a OOANMCAH SJIEKTPOHHOM MNOINMCLI uUepes
BaJIMIOMPOBaHHYI cucTeMy JIVMMC.

Pemenne OnmoBbpeHOo
HaTa: 18-0KT-2025 15:23
YNONMHOMOYEHHOE NMIO MM NPEeACTaBUTENb : Hajduné dr.Szijartd Zsuzsanna
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BATCH CERTIFICATE Opella.

Opella Healthcare Hungary Ltd.,

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

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

GMID code : 883666 Item code : VER_883666
Product name : NO-SPA 40 mg tablets 48X

Import. country : Russia

Lot number : Jvia7 Customer lot : Jvia7
Date of manufacture: 04-SEP-2025 Expiry date : AUG-2028
Strength : see at the assay

Dosage form : tablet Release gty (packs): 86400
Packaging type : PVC-ALU blister Batch Number of API: Jv02909
Storage condition : Store below +25°C

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 % 2.7 %
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 HC1 40.0 mg +/- 5% (38.0 — 42.0 mg) 39.5 mg
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BATCH CERTIFICATE Opella.

Opella Healthcare Hungary Ltd.,

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

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

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

claim of drotaverine hydrochloride

- Bowl 1 >= 80 % 97 %
- Bowl 2 >= 80 % 98 %
- Bowl 3 >= 80 % 99 %
- Bowl 4 >= 80 % 98 %
- Bowl 5 >= 80 % 97 %
- 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 100th lot but at least for 1 lot/year)

Reference of approved Normative Document:LP-No (002774)—- (RG-RU)-140723

SHELF LIFE 3 years

API used for production
Manufacturer's name of API

— Drotaverine hydrochloride EUROAPI (formerly CHINOIN) - H-1045 Budapest, To u.

1-5,

Hungary

GMID code : 883666 Item code : VER_883666
Product name : NO-SPA 40 mg tablets 48X

Import. country : Russia

Lot number : Jvia7 Customer lot : Jvia7
Date of manufacture: 04-SEP-2025 Expiry date : AUG-2028
Strength : see at the assay

Dosage form : tablet Release gty (packs): 86400
Packaging type : PVC-ALU blister Batch Number of API: Jv02909
Storage condition : Store below +25°C

Tests Specifications Results
DISSOLUTION
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BATCH CERTIFICATE Opella.

Opella Healthcare Hungary Ltd.,

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

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

GMID code : 883666 Item code : VER_883666
Product name : NO-SPA 40 mg tablets 48X

Import. country : Russia

Lot number : Jvia7 Customer lot : Jvia7
Date of manufacture: 04-SEP-2025 Expiry date : AUG-2028
Strength : see at the assay

Dosage form : tablet Release gty (packs): 86400
Packaging type : PVC-ALU blister Batch Number of API: Jv02909
Storage condition : Store below +25°C

Tests Specifications Results
Packaging and labelling: In accordance with ND

Labelling: Labelling must be in compliance with Complies

1.3.2 Section of registration dossier.
Packaging: 24 tablets per PVC/Aluminum blister. 2 Complies
blister with instructions for use in a

cardboard pack.

It is confirmed that the current batch meets the requirements of the Normative Document (as a part of

Regulatory dossier) 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 : 18-0CT-2025 15:23
Qualified person Hajduné dr.Szijdrtdé Zsuzsanna

\.
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