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Opella Healthcare Hungary Ltd.,

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

Hungary)

Ceprudukar anaausa

Opella.

Tenedon: +36 28 585 600/daxc: +36 28 585 939
GMID xox: 845099 Kon Tomapa: VER 845099
HammeHOBaHMe npenapara: HO-UMNA ® Tabinerxkm 40 mMr 24X
CrpaHa-mMMIopTep: Poccusa
Homep cepum: Jv179 HoMep cepmm KJIMeHTa: Jv1i79
IJaTa MNPOM3BOICTEBA: 31-0KT-2025 IaTa MCTeueHUs Cpoka CEH-2028
TONHOCTM :
IosmpoBKa : CmoTpmu KoymMuecTBEHHOE OIpenejieHMe
JlexapcTBeHHas dopmMma: TabneTku BhHIMyHmEHHOE KOJI-BO 177 984
(YrmakoBOK) :
YrnakoBKa: BiucTep [IBX-AJOMUHUMA Homep cepunm AOU: Jv03418, Jv03419
YcioBusa xXpaHeHus llpy TeMmneparType He Bome + 25 ° C.
NMOKA3ATEJIb HOPMA PE3VYJIBTAT
XAPAKTEPUCTUKN
Onucaxme KpyTJulEle IBOSKOBHIIYKJILIE TabJIETKM XEJITOTO C CooTBETCTBYET
3EeJIEHOBATEIM MJIM OPAHXEBBIM OTTEHKOM. C
TPaBMPOBKOM «Spa» Ha OINHOM CTOPOHE.
- OOHOPOIHOCTL Hos3upoBaHMsa (BIXX) He OGojee 15% 2,1 %
Eep.®. 2.9.40/T0 PO
VIOEHTUSUKALINA :
-BOXX Bpema ynepxmBaHMA OCHOBHOI'O NMKa Ha CoorBeTCTBYET
XpOMaToIpaMMe MCIHHTYEMOT'O PacTBOpa IOJDKHO
COOTBETCTBOBATE BPEMEHM YHOEPXMBaHUSI
OCHOBHOTI'O IIMKa Ha XpoMaToTpaMMme
CTaHIAaPTHOT'O pacTBopa.
Yd-cnexTpobpoTomMeTpUs YabTpadmoseTOBEM CHEKTP pacTBOpa, CooTBEeTCTBYyET
NPUTOTOBJIEHHOTO NJIS ONpeneJIeHMUS
PacTBOPEHMSA, HOJIKEH MMETb MaKCMUMYyMbl NpU
onvHax BOJH (241 £2) vMm, (302f£2) HM u
(353%£2) HM.
POICTBEHHHE I[IPUMECHU (B3XX)
IpoTaBepaonH <= 1.0 % 0.00 %
[lepriapuy <= 0.2 % 0.00 %
Jobas mpyras OpUMeCh <= 0.2 % <0.10 %
CyMMa npuMecemn <= 2.0 % 0.0 %
KOJIMYECTBEHHOE OINPEIEJIEHUE (B3XX)
— IlpoTaBeprHa TUIPOXIIOPUI 40,0 mMr = 5% (38,0 - 42,0 wmr) 39,9 wmr
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Opella Healthcare Hungary Ltd.,

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

Ceprudukar anaausa

Opella.

Tenedon: +36 28 585 600/daxc: +36 28 585 939
GMID xox: 845099 Kon Tomapa: VER 845099
HammeHOBaHMe npenapara: HO-UMNA ® Tabinerxkm 40 mMr 24X
CrpaHa-mMMIopTep: Poccusa
Homep cepum: Jv179 HoMep cepmm KJIMeHTa: Jv1i79
llaTa NpPOM3BOACTEA: 31-0KT-2025 llaTa mMcTedyeHus Cpoka CEH-2028
TOOHOCTH :
IosmpoBKa : CmoTpmu KoymMuecTBEHHOE OIpenejieHMe
JlekapcTBeHHas dopmMma: TabneTku BrlTylleHHOE KOJI—-BO 177 984
(YrmakoBOK) :
YrnakoBKa: BiucTep [IBX-AJOMUHUMA Homep cepunm AOU: Jv03418, Jv03419
YcioBusa xXpaHeHus llpy TeMmneparType He Bome + 25 ° C.
NMOKA3ATEJIb HOPMA PE3VYJIBTAT
PACTBOPEHME
(Q=75 %) (n=6) uepe3s 30 MMHYT
IpoTraBepmuHa I'MIOPOXJIOPUI
-Yamka 1 > =80 % 96 %
-Yamka 2 > =80 % 95 %
-Yamxa 3 > =80 % 98 %
-Yamka 4 > =80 % 96 %
-Yamka 5 > =80 % 97 %
-Yamka 6 > =80 % 95 %
- CTAIVA 2: CpenHee 3HaueHue nJjsa 12 TabiIeTOK IOJDKHO HE IIPVMEHVMO
OEITE He MeHee, yeM 75 % uepes 30 MmHYyT, U
HY OIHOM TabJIeTKM CO 3HadeHMEM MeHee, UeM
60 %.
- CTAIOVA 3 CpenHee sBHaueHue nJjsa 24 TabJIeTOK IOJDKHO HE I[IPUMEHVMO

JOINOJIHUTEJIEHAST MH®OPMALIUSA
MukpoOuoJoTHuUecKas 4YnUCTOTa
(EBp.®.)*

-ofumee KONMMYECTBO a3POOHEIX
MUKPOOPTaHu3MoB, KOE/T

-ofmee KOJNIMYECTBO OPOXXEBEIX U
JyiecHeBeEIXx T'pubos, KOE/T

-Escherichia Coli, 1r

*[JOMOJIHNTEJIbHEIE TECTEl He MNPOBOISTCSH
xaxgor 100-11 cepum,

HoMep OnoOpPeHHOM HOPMaTMBHOMU
OOKYMEHTALMN

CpOK T'OOHOCTU

AdM, MCNONBBOBAHHHIL IOJIS

NIPOMUBBOIACTEA :
HaspaHne npomssommuTesia AQI:

- —-JpoTaBeprHa I'MIOPOXJIOPUN

OEITHL He MeHee, ueM 75 % uepes 30 MmMHYT, He

Bosiee 2 TabJeTOK MOTYT MMETH 3HAaUeHUE

MeHee, ueMm 60 %, M HU OJ9 OINHOM TaBJEeTKU He

o)

MOXxeT OBIThL 3HaueHusa MeHee, uem 50 %.

HO He MeHee 1 cepumu B T0X)

<100

<10

OTCYyTCTBME

B XOIe PYTMHHOT'O KOHTPOJIS, HE NPOBOOMUIIMCH IOJIsS HOaHHOM cepum (OJisa
JII-Ne (002774)- (PI'-RU)-140723

3 roma

EBPOAIIM (paHee CHINOIN) - H-1045 Budapest, Té u. 1-5, Hungary
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Ceprudukar ananuza

Opella Healthcare Hungary Ltd.,

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

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

Opella.

GMID kogx:

HamMeHOBaHMe npernapara:

CrpaHa-uUMIIOPTEpP::
Homep cepwum:

IJaTa ONpom3BOLCTBA:

Io3MpOBKaA :

JlekapcTBeHHas ¢dopwma:

YHnakoBKa:

YcioeuAa XpaHeHuA

845099 Kon Tomapa: VER 845099

HO-UIMA ® Tabnerkm 40 Mmr 24X

Poccua

Jvi79 Homep cepuy KJIMEHTA: Jv1i79

31-0KT-2025 IlaTa UCTedeHMUA Cpoka CEH-2028
TOOHOCTM

CMmoTpu KojmuecTBeHHOE OIpelejieHre

TabneTku BhHIMyHmEHHOE KOJI-BO 177 984

(YyIIaxkoBOK) :
Baucrep I[IBX-AJIIOMUHUN Homep cepum AQU:

llpy TeMmneparType He Bome + 25 ° C.

Jv03418, Jv03419

INOKA3ATEJIb HOPMA PE3YJIBTAT

YrnakoBKa M MapKMPOBKA: B coorBeTcTEMM C H]I

MapKMpOBKa : MapkyMpOBKa IOOJDKHA COOTBETCTBOBATL Pa3meiy CooTBeTCTBYyET
1.3.2 peruMcTpauMOHHOTO IOCke

YIaxKkoBKa o 24 TabmeTku B OmmcTep [BX/AJIOMAHUNA . CooTBeTCTBYET

IlanHass cepus oTBedaeT TpebOoBaHMsM HOpMAaTMBHONM IOKyMEHTAaLMUU

3apeTrnUCTPUPOBAHHOM B PoccuMckol denmepaumy B HacCToOfllee BpPeMH,

o 1 BamucTepy BMECTe C JIMCTKOM-BKJIANHIIEM B
KAPTOHHY [IauKy .

(WacTu perncTpaluMoOHHOT'O IOocChe),

IO IIEPEedUMCJIEHHBIM IIOoKa3aTeJIAM KadecCTBa.

HaHHaH cepusa npomM3BeneHa B COOTBETCTBUMA C cGMP Tpe@OBaHMHMM n COOTBETCTBYyET CHeuM@MKauMHM
PeTuCTpPalUMOHHOTO YIocToBepeuus. // JaHHEM cepTudMUKAT aHaIM3a [IOONMCAH DSJIEKTPOHHOM [OINMCHID uYepes
BalIMIMPOBaHHyl cucTeMmy JIMMC.

PewmeHnne OnmobpeHo

Hara: 24-HOsA-2025 14:54

YIIOJIHOMOYEHHOE JIMLO MM NPenCTaBUTENb :

Hari Janosné dr. Tuza Timea
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BATCH CERTIFICATE

Opella Healthcare Hungary Ltd.,

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

O pella.

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 Jvi79 Customer lot Jv1i79

Date of manufacture: 31-0CT-2025 Expiry date SEP-2028
Strength see at the assay

Dosage form tablet Release gty (packs): 177984

Packaging type

PVC-ALU blister

Batch Number of API:

Jv03418, 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 % 2.1 %
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) 39.9 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 % 96 %
- Bowl 2 >= 80 % 95 %
- Bowl 3 >= 80 % 98 %
- Bowl 4 >= 80 % 96 %
- 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 : 845099 Item code : VER_845099
Product name : NO-SPA 40 mg tablets 24X

Import. country : Russia

Lot number : Jvi79 Customer lot : Jv1i79
Date of manufacture: 31-0CT-2025 Expiry date : SEP-2028
Strength : see at the assay

Dosage form : tablet Release gty (packs): 177984
Packaging type : PVC-ALU blister Batch Number of API: Jv03418, 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 : Jvi79 Customer lot : Jv1i79

Date of manufacture: 31-0CT-2025 Expiry date : SEP-2028
Strength : see at the assay

Dosage form : tablet Release gty (packs): 177984

Packaging type : PVC-ALU blister Batch Number of API: Jv03418, 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 : 24-NOV-2025 14:54
Qualified person H&ri Janosné dr. Tuza Timea

\.
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