CEPTUOUKAT CEPUM  OQpella

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 xox: 902241 Kon Tomapa: VER_ 902241

HamMmeHoBaHMe npenapara: JIMBEKCMH ® ra6merkm 100 mMr 20X

CTpaHa-MMIIOPTEpP : Poccua
Homep cepum: Jv010 HomMep cepum kJMeHTa: Jv010
IaTa HDpPOM3BOACTBA: 13-HOA-2025 IaTa mucreueHus cpoka romHoctm: OKT-2028
IosmpoBKa : CmoTpu KoymMuecTBEHHOE OIpenejieHMe
JlekapcTBeHHas ¢opmMa: TabjeTku BHIylIEHHOE KOJI-BO (YIIAaKOBOK) : 128 895
YrnakoBKa: BnucTep [IBX-AJOMUHUMA Homep cepum ADU: Jgvo0928, Jv03775
YCioBUsa XpaHEeHUS llpy TeMmnepaType He Bome + 25 ° C.
MMOKA3ATEJIb HOPMA PE3VYJIBTAT
XAPAKTEPUCTUKU
- OnmcaHue I[lnockue TabjeTku noutu oOejoro upera ¢ COOTBETCTBYET
backo¥ Cc IBYyX CTOPOH. Ha onmHoI
CTOpPOHe TIpaBupoBKa «LIBEXIN», Ha
IOPpyTOM CTOPOHE pMUCKa, Iejdmas
TabJIeTKy Ha YeTHpe YacTu
- CpexnHsasa Macca 160 Mmr £ 7,5% (EBp. dapwm.) 161 Mr
- OTKJIOHEHME OT CpeOHel MaCCH Ins 20 TabineTok momnycTmuMm pasbpoc CooTBEeTCTBYyET
cpenmHey Macce = 7,5%, pasbpoc cpemHen
Maccel £ 15 % momycTum myia He 0Oojee
IBYX TabJIeTOK.
- [[pOYHOCTB Ha MCTHPaHUE < 1% (EBp. dapwm.) <1%
INONJIMHHOCTB

(IpeHOKCOMAsMHA I'MIPOXJIOPUIL)

- KauecTBeHHas peaklLusa Benei ocamok oBpal3yeTcsa C pacTBOPOM CooTBeTCTBYyET
MoMOImeHaTa aMMOHUA, OeJbl
XJIONbEBUOHLI OCalok obpas’yeTcs C
PacTBOPOM HUTpaTa cepebpa

- Yd-cnekTpodoTomMeTpma Y® CcHnexkTp MNOIVIOWEHMS MCIHTYEMOTO CooTBEeTCTBYyET
pacTBOpa IOJDKEH MMETH MaKCUMMyM IIPU
(259 £2) HM

KOJIMYECTBEHHOE OINIPEJIEJIEHME (CB3XX)

(IpeHOKCIMABMHA I'MOPOXJIOPUI) 100,0 mr £ 5% (95,0-105,0 wmr) 99,8 mr

POICTBEHHEIE [PUMECHU (CB3XX)

- 5—-BMHMJI-OKCAaOMasoJl < 0,5% <0,1 %

- EOMHMYHAs NpUMECh < 0,20% 0,00 %

- CyMMma mnpmMecemn < 1,0% 0,0 %
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CEPTUD®UKAT CEPUHA

Opella Healthcare Hungary Ltd.,

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

Opella.

Tenedon: +36 28 585 600/daxc: +36 28 585 939
GMID xogf: 902241 Konm Tomapa: VER_ 902241
HamMeHOBaHMe npemnapara: JIMBEKCHMH ® Ta6nerkm 100 Mr 20X
CTpaHa-MMIOPTED : Poccus
Homep cepum: Jvo1l0 HomMep cepum kJMeHTa: Jvo1l0
IaTa HDpPOM3BOACTBA: 13-HOA-2025 IaTa mucreueHus cpoka romHoctm: OKT-2028
Jo3upoBKa: CMmoTpu KonlmuecTBeHHOe onpenesieHure
JlekapcTBeHHas ¢opmMa: TabyeTku BHIylIEHHOE KOJI-BO (YIIAaKOBOK) : 128 895
YmakoBKa: BiucTep [IBX-AJOMUHNNA Homep cepum ADU: Jgv00928, Jv03775
YcIoBUsS XpaHeHUs llpy TeMmnepaType He Bome + 25 ° C.
ITOKA3ATEJIb HOPMA PE3YJIBTAT
PACTBOPEHHME
[lpeHOKCOMABMHA I'MIPOXJIOPUI
nocysie 45 MmH. (Q=65%, n=6)
- Yamka 1 > =70 % 88 %
- Yamka 2 > =70 % 89 %
- Yamka 3 > =70 % 88 %
- Yamka 4 > =70 % 92 %
- Yamka 5 > =70 % 87 %
- Yamka 6 > =70 % 87 %
- CTAIVA 2: CpenHee 3HaueHue nJjsa 12 TabieTok HE IIPVMEHVMO
ocTapyigeT He MeHee 65% B TeueHue 45
M/H., M OTCYTCTBYIOT TabJeTKM, IJIg
KOTOPHX IOAaHHOE 3HAUeHMVEe COCTaBJIsAeT
MeHee 50%.
- CTAIVA 3 CpenHee gna 24 TabjeTok - He MeHee 65 HE IIPMMEHMMO

[)

$ B TeueHue 45 MmH., He OoJjee 2
enuHul, — MeHee 50%, ¥ OTCYTCTBYIOT
TabJIeTKM, IJIS KOTOPEIX 3HAUEHUE -
MeHee 40%.

JOINOJIHUTEJIEHASA MH®OPMAILIUA
Mrkpobuojioryueckas 4mMcToTa

(EBp.®.) *

—oflee KOJIUYECTBO a3POOHBIX

MUKPOOPTaHu3MoB, KOE/T

—ofluee KOJIMUECTBO OPOXXKXEBBIX W

KOE/r

-Escherichia Coli, 1r

JIECHEBHX I'pubOB,

*HOHOﬂHMTeHbHHe TECTEl He IIPpOBOOATCHA B XOoIoe PYTMHHOI'O KOHTPOJIA,

xaxnou 10-1 cepum,

HoMmep OnoOpeHHOM HOPMaTUBHOM

IJOKYMEHTALUN :

Cpok TOOHOCTHU

OTCYyTCTBUE

HO He MeHee 1 cepumu B T0X)

JII-N (007828) - (PT'-RU) -261124

3 rToma

He TMIpOoBOOMIIVMICE ILOJIA OAaHHOM cepum

(nnsa
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CEPTUOUKAT CEPUM  OQpella

Opella Healthcare Hungary Ltd.,

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

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

GMID xogf: 902241 Konm Tomapa: VER_ 902241

HamMeHOBaHMe npemnapara: JIMBEKCHMH ® Ta6nerkm 100 Mr 20X

CTpaHa-uUMIIOPTEpP: Poccusa

Homep cepum: Jvo1l0 HomMep cepum kJMeHTa: Jvo1l0

IaTa HDpPOM3BOACTBA: 13-HOA-2025 IaTa mucreueHus cpoka romHoctm: OKT-2028
Jo3upoBKa: CMmoTpu KonlmuecTBeHHOe onpenesieHure

JlekapcTBeHHas ¢opmMa: TabyeTku BHIylIEHHOE KOJI-BO (YIIAaKOBOK) : 128 895
YrnakoBKa: BiucTep [IBX-AJOMUHNNA Homep cepum ADU: Jgvo0928, Jv03775
YcoBMUsa XpPaHeHUS lipu Temneparype He Boume + 25 ° C.

MMOKA3ATEJIb HOPMA PE3VYJIBTAT

A®M, MCHONBLSOBAHHEIM XIS

NPOMBBOLCTEA :

HaszepaHme npomssonuresia APIU:

- [lpeHOKCIOMA3UH TUIOPOXIIOPUI EUROAPI (paHee CHINOIN) - H-1045 Budapest, Té u. 1-5, Hungary
YnakoBka M MapKMpPOBKA: B cooreBercTBMM Cc HI

Mapxmposxa: MapKHupoBKa I0JDKHA OBITH B COOTBETCTBUH C CooreercreyeT

pasnenom 1.3.2 perucTpanoHHOTO J0ChE.

YHaKOBKa: ITo 20 TabneTok B GnucTep U3 MICHKU CooTpeTCcTBYET
MOJIMBUHHWIXJIOPUIHON U (OJIBI'H allFOMHHUEBOM.
[To 1 GimcTepy BMECTE C IMCTKOM-BKJIA IBIIICM B
KapTOHHYIO MauKy.

HacTosmmM [OOTBEPXIaeTCs, UYTO IaHHAs Cepus COOTBETCTBYyeT TpeboBaHMAM HopMaTuBHOM JOKyMeHTAaLMUM (YacTu
PeTrMCTPaLMOHHOTO IOChe), B3apeTMCTPMPOBAHHONM B HacTosmee BpeMs B Poccuiickoi demepaumu IO
[IepeuNCIIEHHEM [10Ka3aTessIM KadeCcTBa.

HacTosmmM [IOOTBEPXIaeTCs, UYTO IaHHAs Cepus COOTBETCTBYET TPeOOBAHMAM PAasIEJIOB «YIIAaKOBKa» U
«MapkupoBKa» B HopMaTMBHOM JOKyMEHTaLMM, BaperMCTPUMPOBAHHOM B HaCTOsAmee BpeMs B Poccurickoir denmepalium

IaHHasg Ccepua IpoMu3BeIeHa B COOTBETCTBMM C CGMP TpeboBaHMAMM UM COOTBETCTBYEeT CclhHeumubpmkalmsaMm
PerMcTpaluMoOHHOTO YInocToBepeHud. // JaHHBM cepTudmkaT aHanms3a OOANMCAH BJIEKTPOHHOM MNOINUCHLID UYepes

BaJIMOMPOBaAHHYI cucTeMy JIMMC.

Pemenne OmobpeHO
HaTa: 3-IOEK-2025 12:06
YnosHOMOYEHHOE JIMILO MIM NPelCTaBUTEN : Hajduné dr.Szijartd Zsuzsanna
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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)

O pella.

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

GMID code 902241 Item code VER_902241
Product name LIBEXIN (R) 100 mg tablets 20X

Import. country Russia

Lot number Jvo1lo0 Customer lot Jvo1l0

Date of manufacture: 13-NOV-2025 Expiry date OCT-2028
Strength see at the assay

Dosage form tablet Release gty (packs): 128895

Packaging type
Storage condition

\.

PVC - ALU blisters
Store below +25°C

Batch Number of API: Jv00928, Jv03775

Tests Specifications Results
CHARACTERS
— Appearance Flat, round, off-white or white, tablets Complies
with bevel on both sides engraved
with "LIBEXIN" on one side and score
line dividing the tablet into four parts
on the other.
— Average tablet mass 160 mg +/- 7.5 % (Ph.Eur.) 161 mg
— Uniformity of mass Average mass +/- 7.5 % Complies
from 20 tablets a discrepancy of average
mass +/- 15 % is permitted at not more
than two tablets.
- Friability <=1 % (Ph.Eur.) <1l %
IDENTIFICATION
(Prenoxdiazine HC1)
— Qualitative reaction White precipitate is formed with Complies
ammonium molibdenate solution,
white flocculent precipitate is formed
with silver nitrate solution.
- uv UV absorption spectrum of test solution Complies
shows maxima at (259+/-2) nm.
ASSAY (UHPLC)
— Prenoxdiazine HC1 100.0 mg +/— 5% (95.0-105.0 mg) 99.8 mg
RELATED SUBSTANCES (UHPLC)
- 5-vinyl-oxadiazole <=0.5 % <0.1 %
— Any other impurity <=0.20 % 0.00 %
- Total impurities <=1.0 % 0.0 %
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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 : 902241 Item code : VER_902241
Product name : LIBEXIN (R) 100 mg tablets 20X

Import. country : Russia

Lot number : Jvo1lo0 Customer lot : Jvo1l0
Date of manufacture: 13-NOV-2025 Expiry date : OCT-2028
Strength : see at the assay

Dosage form : tablet Release gty (packs): 128895
Packaging type : PVC - ALU blisters Batch Number of API: Jv00928, Jv03775
Storage condition : Store below +25°C

Tests Specifications Results
DISSOLUTION

Prenoxdiazine HC1
after 45 min. (Q=65 %, n=6)

of declared content

- Bowl 1 >=70 % 88 %
- Bowl 2 >=70 % 89 %
- Bowl 3 >=70 % 88 %
- Bowl 4 >=70 % 92 %
- Bowl 5 >=70 % 87 %
- Bowl 6 >=70 % 87 %
- Stage 2 Average of 12 tabs is not less than 65 % NA

within 45 min., and no tab is less than

50%.

— Stage 3 Average of 24 tabs is not less than 65 % NA
within 45 min., not more than 2 units

are less than 50%, and no tab is less

than 40%.
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 10th lot but at least for 1 lot/year)

Reference of approved Normative Document:LP-N(007828)—- (RG-RU)-261124

SHELF LIFE 3 years
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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 : 902241 Item code : VER_902241
Product name : LIBEXIN (R) 100 mg tablets 20X

Import. country : Russia

Lot number : Jvolo0 Customer lot : Jvolo0

Date of manufacture: 13-NOV-2025 Expiry date : OCT-2028
Strength : see at the assay

Dosage form : tablet Release gty (packs): 128895

Packaging type : PVC - ALU blisters Batch Number of API: Jv00928, Jv03775
Storage condition : Store below +25°C

Tests Specifications Results

API used for production
Manufacturer's name of API

— Prenoxdiazine hydrochloride EUROAPI (formerly CHINOIN)- H-1045 Budapest, To u. 1-5, Hungary
Packaging and labelling: In accordance with ND
Labelling: Labelling must be in compliance with Complies

1.3.2 Section of registration dossier.

Packaging: 20 tablets in a blister of Complies
polyvinyl-chloride film and aluminium
foil. 1 blister with package insert in a

carton 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.
It is hereby certified that the current batch meets the requirements of Sections Packaging and Labelling of

Normative Document currently registered in Russian Federation.

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 : 3-DEC-2025 12:06
Qualified person Hajduné dr.Szijartdé Zsuzsanna

\.
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