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/daxc: +36 28 585 939
GMID kox: 845099 Konm Tomapa: VER_845099
HammeHOBaHMe npenapara: HO-UMNA ® Tabinerxkm 40 mMr 24X
CrpaHa-mMMIIopTep: Poccua
Homep cepum: Jgv1so0 Homep cepum KIIMEHTA: Jv1so0
IaTa OpPOM3BOACTBA: 12-HOA-2025 IaTa MCTedeHMA CpoKa OKT-2028
TOOHOCTM
Jo3MpOBKa @ CMmoTpu KoJmuecTBeHHOE oOlpenesieHMre
JlekapcTBeHHas dopmMma: TabneTku BeITylleHHOE KOJI—BO 174 608
(yrmakoBOK) :
YrnaxkoBKa: BnucTep [IBX-AJOMUHUMA Homep cepum ADU: Jv03419
YcioBusa xXpaHeHus llpy TeMmneparType He Bome + 25 ° C.
INOKA3ATEJIb HOPMA PE3YJIBTAT
XAPAKTEPUCTUKA
OnmcaHue Kpyriele OBOAKOBBIIYKJIEIE TabJETKM XEJITOTO C CooTBeTCTBYyET
3eJIEHOBATHM WMJIM OPaHXeBEIM OTTeHKOM. C
TPaBUPOBKOM «Spa» Ha OOHOM CTOPOHE.
- OOHOPOIHOCTL HOo3MpoBaHMA (BOXX) He 6GoJjee 15% 1,4 %
Epp.®. 2.9.40/T® PO
VIOEHTUSUKALINA :
—-B3OXX BpeMsa ymepXmBaHMUA OCHOBHOT'O IIMKa Ha CooTBeTCTBYET
XpoMaToI'PaMME MCIHETYEMOT'O pacTBoOpa HOJIKHO
COOTBETCTBOBAThL BPEMEHM yIEPXMBaHUI
OCHOBHOT'O MMKa Ha XpoMaTorpaMMme
CTaHIApPTHOT'O pacTBopa.
Yd-cnexkrTpodpoTomMeTpusa YnpTpadnoJIeTOBL CIEKTP pacTBopa, CooTBeTCTBYET
IPUTOTOBJIEHHOTO NJIs ONpeneJieHUs
pPacTBOpeHUs, HOJIKEH MMETH MaKCUMYyMEl IIPU
nJuHax BOJIH (241 £2) uMm, (302+2) HM n
(353+£2) um.
POICTBEHHHE I[IPUMECHU (B3XX)
IpoTaBepaslonH <=1.0 % 0.00 %
[lepnapux <= 0.2 % 0.00 %
Jobas mpyras OpUMeCh <= 0.2 % <0.10 %
CymMma npuMeceM <= 2.0 % 0.0 %
KOJIMUYECTBEHHOE OIPEJEJIEHUE (B3XX)
— I[pOTaBepI/IHa TUOPOXJIOPU 40,0 Mo £ 5% (38,0 - 42,0 MI‘) 40,3 MT
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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)

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

GMID kox: 845099 Konm Tomapa: VER_845099
HammeHOBaHMe npenapara: HO-UMNA ® Tabinerxkm 40 mMr 24X
CrpaHa-mMMIIopTep: Poccua
Homep cepum: Jgv1so0 Homep cepum KIIMEHTA: Jv1so0
JaTa NpomMs3BOACTBA: 12-HOA-2025 JaTa mMcCTedeHMUAa CpoKa OKT-2028
TOOHOCTM
Jo3MpOBKa @ CMmoTpu KoJmuecTBeHHOE oOlpenesieHMre
JlekapcTBeHHas dopmMma: TabneTku BeITylleHHOE KOJI—BO 174 608
(yrmakoBOK) :
YrnaxkoBKa: BnucTep [IBX-AJOMUHUMA Homep cepum ADU: Jv03419
YcioBusa xXpaHeHus llpy TeMmneparType He Bome + 25 ° C.
NMOKA3ATEJIb HOPMA PE3VYJIIBTAT
PACTBOPEHUE
(Q=75 %) (n=6) uepes 30 MMHYT
IpoTaBepuHa I'MIOPOXJIOPUL
-Yamka 1 > =80 % 100 %
-Yamka 2 > =80 % 97 %
-Yamxa 3 > =80 % 100 %
-Yamka 4 > =80 % 99 %
-Yamka 5 > =80 % 99 %
-Yamka 6 > =80 % 98 %
- CTAIOIVA 2: CpenHee 3HaueHue nJjsa 12 TabJeTOK IOJDKHO HE I[IPUMEHVMO
OBITL He MeHee, ueM 75 % uepes 30 MmHYT, U
HYM OnOHOWM TabJIeTKM CO BHAUeHMEM MeHee, ueM
60 %.
- CTAIMA 3 CpenHee 3HaueHue nJsa 24 TabJIeTOK IOJDKHO HE IIPVMEHVMO

o)

OBITL He MeHee, ueM 75 % uepes 30 MMHYT, He
Sosiee 2 TabJeTOK MOTYT MMETH 3HAaueHUe
MeHee, ueM 60 %, M HM ImJi9 OOHOM TaBJETKU He

[}

MOXeT OBITh 3HAUeHus MeHee, uem 50 %.

JOINOJIHUTEJIEHAST MH®OPMALIUSA
MuxkpobOuoJsiorudeckas 4mucToTa
(EBp.®.)*

-oflmee KOJIMYECTBO aspPOOHEIX <100
MUKPOOPTaHu3MoB, KOE/T

-oflmee KOJMUYECTBO HOPOXXKXEBEIX U <10
[JIeCcHeBHEIX I'pubos, KOE/T

-Escherichia Coli, 1r OTCYyTCTBUE

*,HOHOJ'[HMTGJ'II:HBIQ TECTEl He INIPpOBOIOATCA B XOI€ PYTMHHOI'O KOHTPOJIA, HEe INPOBOIMIIMCH IJIA IaHHOM cepumn (,HJ'[FI

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

HomMep omoOpeHHOM HOPMAaTMBHOM JIII-Ne (002774)- (PI'-RU)-140723

OJOKYMEHTAalMM

CpoK TOOHOCTHU 3 roma

AdY, MCHNONBLBOBAHHE IS
IIPOMBBOLNCTEA :
HaszBaHme npomssommuTesisa AQI:

- -JIlpoTaBepMHa IUIOPOXIIOPUI EBPOAINM (paHee CHINOIN) - H-1045 Budapest, Té u. 1-5, Hungary
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Cepruduxar anajausa

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/daxc: +36 28 585 939

Opella.

GMID kox: 845099 Konm Tomapa: VER_845099

HamMeHOBaHMe npemnapara: HO-UMNA ® ra6unerkm 40 Mr 24X

CrpaHa-MMIOPTEP: Poccusa

Homep cepum: Jgv1so0 Homep cepum KIIMEHTA: Jv1so0

IaTa OpPOM3BOACTBA: 12-HOA-2025 IaTa MCTedeHMA CpoKa OKT-2028
TOOHOCTMU :

Jlo3MpoOBKa : CMoTpy KosMyeCcTBEHHOE OlIpenesyieHue

JlekapcTBeHHas dopmMma: TabneTku BeITylleHHOE KOJI—BO 174 608
(yrmakoBOK) :

YrnaxkoBKa: BiucTep [IBX-AJOMUHNNA Homep cepum ADU: Jv03419

YcioeuAa XpaHeHuA llpy TeMmneparType He Bome + 25 ° C.

INOKA3ATEJIb HOPMA PE3YJIBTAT

YrnakoBka M MapKMPOBKA : B cooreBercTBMM Cc HI

MapKMpOBKaA : MapKMpOBKa HNOJDKHA COOTBETCTBOBATH pPa3mey CooTBETCTBYET

1.3.2 peruMcTpauMOHHOTO IOChe
YIaxKkoBKa [lo 24 mabjerky B OmucTep IIBX/AJOMUHNIIA. CooTBeTCTBYET

lauHas cepus oTBedaeT TpeBoBaHMAM HOPMATMBHON NOKYMEHTALIUM
3apeIUCTPUPOBAHHON B Poccuiickol demepalumy B HACTOsmEe BpeMs,

Mo 1 GHMCTepy BMeCTe C JIMCTKOM—-BKJIABEIIEM B
KAapTOHHYIO IMAa4Ky.

(uacTu PeETMCTPaUMOHHOI'O mocoe),
10 IIEePEeUMCIJIEHHBIM IIOoKa3aTeJIAM KadecCcTBa.

IJaHHasa  cepuda

PeTrMCTPalMOHHOTO YIOCTOBEPEHMS .

npomsBeneHa B

cGMP
// IDaHHBET cepTuduxKaT

COOTBETCTBUMU C TpeOOBaHMUAMU U

BaJIMOMPOBaAHHYI cucTeMy JIMMC.

COOTBETCTRBRYyET

crneumbmraumsaM

aHanMsBa MNONNMCAaH BJIEKTPOHHOM IMOANMCHI0 uYepes

Pemeunne OmobpeHO
HOara: 25-HOA-2025 16:14
YIIOJHOMOUYEHHOE JIMLIO MM NPenCTaBUTeNb: dr. Solti Ménika Maria
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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 : 845099 Item code : VER_845099
Product name : NO-SPA 40 mg tablets 24X

Import. country : Russia

Lot number : Jv1iso Customer lot : Jv1iso
Date of manufacture: 12-NOV-2025 Expiry date : OCT-2028
Strength : see at the assay

Dosage form : tablet Release gty (packs): 174608
Packaging type : PVC-ALU blister Batch Number of API: JV03419
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 % 1.4 %
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) 40.3 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 % 100 %
- Bowl 2 >= 80 % 97 %
- Bowl 3 >= 80 % 100 %
- Bowl 4 >= 80 % 99 %
- Bowl 5 >= 80 % 99 %
- Bowl 6 >= 80 % 98 %
- 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 : 845099 Item code : VER_845099
Product name : NO-SPA 40 mg tablets 24X

Import. country : Russia

Lot number : Jv1iso Customer lot : Jv1iso
Date of manufacture: 12-NOV-2025 Expiry date : OCT-2028
Strength : see at the assay

Dosage form : tablet Release gty (packs): 174608
Packaging type : PVC-ALU blister Batch Number of API: JV03419
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 : 845099 Item code : VER_845099
Product name : NO-SPA 40 mg tablets 24X

Import. country : Russia

Lot number : Jv1iso Customer lot : Jv1iso
Date of manufacture: 12-NOV-2025 Expiry date : OCT-2028
Strength : see at the assay

Dosage form : tablet Release gty (packs): 174608
Packaging type : PVC-ALU blister Batch Number of API: JV03419
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. 1 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 : 25-NOV-2025 16:14
Qualified person dr. Solti Mdbénika Maria

\.
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