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BATCH CERTIFICATE
CEPTHOIKAT HA CEPIIO
Product name: | EUROFEB License No.:
Ha3ssa npoaykuii: | EBPOPEB . Jlinenaig Ne: 0000000073/25/1

Pharmaceutical form:

Jlixapenka ¢popma:

film-coated tablets
7a0JaeTKH, BKPHTI NIIiBKOBOO 000J0HKOI0

Strength/potency:

Cuaa pii/akrusnicts:

1 film-coated tablet contains Febuxostat 120 mg
1 TabneTka, BKPHTA NJIBKOBOIO 000,10HK010, MiCTHTL debykcocTaTy 120 M1

Size and type of | 14 tablets in a blister; 2 blisters in a cardboard box with Ukralman and
packaging: | English languages labeling
Posmip Ta T | no 14 TaGaerok y Gaicrepi; no 2 Gaicrepn y xaprouniii kopobui 3
NAKYBAHHNA: | MAPKYBAHHSIM YKPAIHCHLKOIO TA aHIIfCHKOI0 MOBaMH
Batch No.: | Batch Size: boxes
Cepis Ne: 261402 Po3mip cepii: 2960 KopoGok
Date of manufacture: 04/2026 Expiry date: 04/2029
Hara supobuunrna: Ipunaathuuii po:
Reglsn:atlon Cer.tlﬁcate No.: UA/18053/01/02 Unlimited from: 13.12.2024
Peccrpaunifine nocsiguernnn Ne: HeoGMexeHo 3:
Manufacturer: | Genepharm SA, 18th km Marathonos Ave, Pallini Attiki, 15351, Greece
Bupobnuk: | Fenedapm CA, 18-ii km Mapadonoc Asento, Iannini Arriki, 15351, I'peunin
Conclusion on f:onﬁrmatlon of _GMP.compl'lance No.: 110/2026/C-282-26 Vah.d till: 26.09.2028
BucrHoBok oo niarsepaxkerus signosignocti HBIT Ne: i€ po:

Analysis procedure results/
Pe3y1LTaTH NPOBEACHHN aHATITY

No| o AN SPEC[F!CA’I‘ION/ o . ETHODSOFf .
Sr/| . TEST/ __ CHEUMOIKAINS | ANALYSIS/ SULTS/
M|  AHAID  Batch release/ he:fuje/ Ham : PE3YJIbTATH
mafig T Bunycxcepil | Cmpox npudamnocmi | AHAJI3:
I | Appearance Pale yellow to yellow, oblong, biconvex film- | Visually
coated tablets, embossed with “120” on one Complies

side and plain on the other side.

3oBHilHIA BUrAAA

Tabnerkn, BKpuTi fniskosoo 060NOHKOW, | BizyansHo
nosractoi (opmHu, asoonykni, Bia Omijgo-

HOBTOFO 10  XKOBTOO  KONLOPY, 3 Bianawinae
rpasifoBaHHAM «120» Ha oanomy boui Ta 3
CAAJKOK0 NOBEPXHEIO Ha iHwoMy Sou.
2 | Identification
UV spectrophotometry] Spectrum corresponds to that of the standard Complies
HPLC Retention time (Rt) corresponds to that of the
standard Complies
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18" km Marathonos Ave,
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€BPOPEB CepradikaTt No: Cropinka 234
No SPECIFICATION/ METHODS OF
Sr/ TEST / CINELHOIKALIA ANALYSIS/ RESULTS/
Ne AHAJII3 Batch release/ < Shelf life/ -~ METOAH PE3YJILTATH
n.m. Bunycx cepil Cmpox npudamnocmi AHAJIIZY
Yo
cnektpodoToMeTpin | Yac yTpumysanud (Rt) sinnosigac wacy Binnosinae
BEPX YTPUMYBaHHA CTAHAAPTY

3 | Length! 9.1 mm = 0.2 mm Complies
Width' 8.0 mm + 0.2 mm Complies
Jlosxunal 19,1 MM £ 0,2 MM Bianosinae
ULInpuua’ 8,0 MM + 0,2 MM Bianosigae

4 | Water content <6% <% Eur.Ph. 2.5.12. 2.5%
Bmicr Boan <6% <9% €D 2.5.12, 2,5%

5 | Average Weight' 775 mg + 4% (744-806 mg) 780 mg
Cepenns maca' 775 mr + 4% (744-806 mr) 780 Mr

6 | Disintegration' <30 min. Eur.Ph. 2.9.1. Complies
Poznanasna ' <30 xs. €D29.1. Binnosizae

7 | Dissolution Q=280% at |5 min. Eur.Ph.2.9.3. 98.3 %
Po3uuHeHHs Q=80% npu 15 xs. €0 2.9.3. 98,3 %

8 | Uniformity of dosage | For 10 units AV <15.0% (L1) Eur.Ph. 2.9.40.
units (by content For 30 units AV £ 15.0% 1.2
uniformity method) and for all units 0.75M < Xi < 1.25M
OpHopiaHicTs Iina 10 ogunuue AV <15,0% (L1) €0 2.9.40.

N030BaHKX oaunuue | Jna 30 oannHuue AV £15,0% 12
(mMeTon mpamoro Ta ana Beix oauuuus 0,75M £ Xi <1,25M '
BH3HAYECHHA)

9 | Assay 95.0 to 105.0% (of label claim) 103.3 %
KinekicHe Bin 95,0 no 105,0% (sin 3aasneHol kinskocTi) 1033 %
BUIHAYEHHS ’

10 | Related substances
Any impurity <0.2% BLOQ %
Total impurities <1.0% BLOQ %
CynyTHi aomituxy
Oxkpema nomiluka <0,2% HMKB %
Bceboro aomituok <1,0% HMKB %

11 | Identification of
coloring agent’

Titanium dioxide Yellow-red to orange red color is observed. Complies
Iron oxide yellow Blue precipitate is formed that doesn’t dissolve
with addition of § ml of dilute HCL. Complies

InenrTudixauis
GapBHuKiB?
Jliokcua THTaHy
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Genepharm SA
18" km Marathonos Ave,
15351, Pallini Attiki,

Greece
EUROFEB Certificate No.: 261402 Page 3 of 4
€BPOPEB Ceprudixar Ne: Cropinka 334
No . SPECIFICATION/ METHODS OF;
Sr/ TEST/ CIIENHOIKAUIA ANALYSIS / “RESULTS/
N AHAIDZ Batch release/ ~ Shelftifes |  METOJH * | PE3VJIBTATH
o Bunyck cepit Cmpox npudamnocmi |  AHAJIIZY
CnocrepiracTscs 3abapsnenns Bif %o08T0-
Oxcunp 3aniza YEpPBOHONO J0 MOMapaH4€EBO-YEPBOHOIO.
WOBTHH YTBOPIOETLCS 0Call CHHBOTO KONBOPY, IO HE Bianosinae
PO3YMHAETLCA NPH AOAABAHHI 5 MA
XJIOPHCTOBOAHEBOT KHC/IOTH PO3BEACHOI.
12 | Microbiological
purity?
TAMC <10’ CFU/g Eur.Ph.2.6.12. Complies
TYMC <102 CFU/g Eur.Ph.2.6.12. Complies
Escherichia coli Should be absent / g Eur.Ph. 2.6.13. Complies
Mikpob6ionoriuua
uHcTOTa?
TAMC <10°KYO/r €d 2.6.12. Bianosinae
TYMC <10?KYO/r €0 26.12. Bianosinae
Escherichia coli MaioTs 6yTH BIICYTHI / €9 2.6.13. Bianosifae
Labelling: | Should correspond to the registered labelling. Complies
Mapxysanus: | [TosunHO BiZANOBIAATH 3apeECTPOBAHOMY MAPKYBAHHIO. Bianosinae
Packaging: | Should correspond to the requirements of MQC. Complies
Maxysanus: | [Tosuuuo signosigaty sumoram MKA. Bianosinae
Comments: | ' Results are taken from in-process control
2 This test is performed on at least one batch per year
KomenTapi: | ' BUKOPHCTOBYIOTh pe3yibTaTh, OTPHMaHI NiJ uac KOHTPORIO Y npoueci BHpoOHUUTBA
(in process control)
2 L{e Bunpo6yBanHs NPOBOANTLCA WOHANMEHILE ANs OAHIET cepil Ha pik

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control analysis, at the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specification available in
registration dossier, Protocols of batch processing, packaging and analysis records were reviewed and found to be
in compliance with GMP. I hereby confirm that all production stages for this batch of finished product were
carried out in full compliance with the requirements specified in the current GMP guidelines approved by the
Ministry of Health of Ukraine.
Lum a 3aceiduyio, wo nasedena suwie ingopmayia ¢ docmosiprolo ma mounowo. L cepito npodykyit 6yno
aupobneno (exniouaiowu naKysanna/MapKysanina) ma nposedeno KOHRmMpons it aAkocmi Ha eue3asnanenii
dinenuyi y nosniii eidnosionocmi 3 eumozam GMP, scmarnoenenumu Micyesum pecyiRmopruM op2anom, a
maxoxc 8idnogiono 00 cneyuixayiii, wo micmumsca 8 peecmpayiiinomy docee. IlIpomoxonu eupobuuymesa,
naxKyeaHna ma ananizie 6yno nepeznauymo ma ecmanosaeHo gidnosionicms GMP Hum momeepo.»cylo, o eci
eupobnuyi cmaodil s yiei cepil 2omoeol npodyxyil 6yau 30iiicneni 6 noeniii gioR R :
3qInaqenumu 6 wunnii nacmanosi 3 GMP, sameeposrcenii Minicmepcmeg
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Name and position of person responsible for the analysis:

Hpissiue 1a nocajga ocobu, wo Bignmopiac 3a aHanis:

Nikolaos Gravos

Head of Quality Control, Qualified Person
Hixonac I'paBoc

KepiBHuK Bifgisy KOHTPO/IIO AKOCTI,
ynoBHoBaxeHa ocoba

Signature of person responsible for analysis:
Hiannc ocobu, mo Bignosigac 33 anaaii:

Nikol ravos, MSc Chemist
Head of Quali | Qualif; :

Name and position of person responsible for batch release:

IpisBHue T2 nocana ocobu, wo BignoBiaac 3a BHNYCK cepil:

Nikolaos Gravos

Head of Quality Control, Qualified Person
Hixoxac I'pasoc

KepiBHuk Bigginy koHTpoato fKOCTi,
YNOBHOBaXK¢Ha ocoba

Signature of person responsible for batch release:
Iignuc ocobu, mo sianosinac 3a BUnyck cepii:

olaos Gravos, MSc Chemist
ead of Quality Control, Qualified Person

Date of signature:
Jara nignncannn:

08.07.2026
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- Genepharm SA
C genepharm 18" km Marathonos Ave,
w 15351, Pallini Attiki,

Greece
EUROFEB Certificate No.: I 5402 Page 1 of 4
€BPODEB Cepradixar Ne: Cropinka 134
BATCH CERTIFICATE
CEPTUDIKAT HA CEPIIO
Product name: | EUROFEB License No.:
Ha3ssa npoaykuii: | EBPOPEB . Jlinenaig Ne: 0000000073/25/1

Pharmaceutical form: | film-coated tablets
Jlixapeska dopma: | TabneTkn, BRKPUTI NJIiBKOBO 060JI0HKOI0

Strength/potency: | 1 film-coated tablet contains Febuxostat 120 mg
Cuaa pil/axkrusnicts: | 1 Tabaerka, BKPHTa NAIBKOBOIO 060J10HK0I0, MiCTHTL (ebykcocTaTy 120 MIP
Size and type of | 14 tablets in a blister; 2 blisters in a cardboard box with Ukralman and
packaging: | English languages labeling
Posmip Ta T | no 14 TaGaerok y Gaicrepi; no 2 Gaicrepn y xaprouniii kopobui 3
NAKYBAHHNA: | MAPKYBAHHAM YKPATHCLKOIO Ta aHIICHKOI0 MOBaMH

Batch No.: | Batch Size: boxes
Cepis Ne: 261402 Po3mip cepii: 2960 KopoGok
Date of manufacture: 04/2026 Expiry date: 04/2029
Hara supobuunrna: Ipunaathuuii po:
Registration Cer.tlﬁcate No.: | 11 4/18053/01/02 Unlimited from: | . ;5 5054
Peccrpauiiine nocBiguennn Ne: HeoGmexeHno 3:

Manufacturer: | Genepharm SA, 18th km Marathonos Ave, Pallini Attiki, 15351, Greece
Bupobnuk: | Fenedapm CA, 18-ii km Mapadonoc Asento, Iannini Arriki, 15351, I'peunin
Conclusion on confirmation of GMP compliance No.: Valid till:

Bucnosok moao niarseppkerus signosianocti HBIT Ne: 110/2026/C-282-26 Ric no: 26.09.2028

Analysis procedure results/
Pe3y1LTaTH NPOBEACHHN aHATITY

Noll! -2 “roiss, - SPECIFICATION/ Ly
st/|  TEST/ : _ CHENM®IKAINS | ANALYSIS/ SULTS/

N | AHAJI3 _Batch release/ he:fuje/ Sl PE3YJIbTATH
R NEE & e | Bunyckcepil | Cmpox npudamnocmi | 1k}
I | Appearance Pale yellow to yellow, oblong, biconvex film- | Visually
coated tablets, embossed with “120” on one Complies
side and plain on the other side.
3oBHilHIA BUrAAA Tabnerkn, BKpuTi fniskosoo 060NOHKOW, | BizyansHo

nosractoi (opmHu, asoonykni, Bia Omijgo-

HOBTOFO 10  XKOBTOO  KONLOPY, 3 Bianawinae
rpasifoBaHHAM «120» Ha oanomy boui Ta 3
CAAJKOK0 NOBEPXHEIO Ha iHwoMy Sou.
2 | Identification
UV spectrophotometry] Spectrum corresponds to that of the standard Complies

HPLC Retention time (Rt) corresponds to that of the

standard /m\ : Complies

CnekTp BiANOBIAAE CNEKTPY CTAHAAPTY [,
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Genepharm SA

18" km Marathonos Ave,
15351, Pallini Attiki,
Greece

EUROFEB Certificate No.: 261402 Page 2 of 4
€BPOPEB CepradikaTt No: Cropinka 234
No SPECIFICATION/ METHODS OF
Sr/ TEST / CINELHOIKALIA ANALYSIS/ RESULTS/
Ne AHAJII3 Batch release/ < Shelf life/ -~ METOAH PE3YJILTATH
n.m. Bunycx cepil Cmpox npudamnocmi AHAJIIZY
Yo
cnektpodoToMeTpin | Yac yTpumysanud (Rt) sinnosigac wacy Binnosinae
BEPX YTPUMYBaHHA CTAHAAPTY

3 | Length! 9.1 mm = 0.2 mm Complies
Width' 8.0 mm + 0.2 mm Complies
Jlosxunal 19,1 MM £ 0,2 MM Bianosinae
ULInpuua’ 8,0 MM + 0,2 MM Bianosigae

4 | Water content <6% <% Eur.Ph. 2.5.12. 2.5%
Bmicr Boan <6% <9% €D 2.5.12, 2,5%

5 | Average Weight' 775 mg + 4% (744-806 mg) 780 mg
Cepenns maca' 775 mr + 4% (744-806 mr) 780 Mr

6 | Disintegration' <30 min. Eur.Ph. 2.9.1. Complies
Poznanasna ' <30 xs. €D29.1. Binnosizae

7 | Dissolution Q=280% at |5 min. Eur.Ph.2.9.3. 98.3 %
Po3uuHeHHs Q=80% npu 15 xs. €0 2.9.3. 98,3 %

8 | Uniformity of dosage | For 10 units AV <15.0% (L1) Eur.Ph. 2.9.40.
units (by content For 30 units AV £ 15.0% 1.2
uniformity method) and for all units 0.75M < Xi < 1.25M
OpHopiaHicTs Iina 10 ogunuue AV <15,0% (L1) €0 2.9.40.

N030BaHKX oaunuue | Jna 30 oannHuue AV £15,0% 12
(mMeTon mpamoro Ta ana Beix oauuuus 0,75M £ Xi <1,25M '
BH3HAYECHHA)

9 | Assay 95.0 to 105.0% (of label claim) 103.3 %
KinekicHe Bin 95,0 no 105,0% (sin 3aasneHol kinskocTi) 1033 %
BUIHAYEHHS ’

10 | Related substances
Any impurity <0.2% BLOQ %
Total impurities <1.0% BLOQ %
CynyTHi aomituxy
Oxkpema nomiluka <0,2% HMKB %
Bceboro aomituok <1,0% HMKB %

11 | Identification of
coloring agent’

Titanium dioxide Yellow-red to orange red color is observed. Complies
Iron oxide yellow Blue precipitate is formed that doesn’t dissolve
with addition of § ml of dilute HCL. Complies

InenrTudixauis
GapBHuKiB?
Jliokcua THTaHy

Binnosigac
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(« } W‘ed‘ar IY) (8™ km Marathonos Ave,
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Greece
EUROFEB Certificate No.: 261402 Page 3 of 4
€BPOPEB Ceprudixar Ne: Cropinka 334
No . SPECIFICATION/ METHODS OF;
Sr/ TEST/ CIIENHOIKAUIA ANALYSIS / “RESULTS/
N AHAIDZ Batch release/ ~ Shelftifes |  METOJH * | PE3VJIBTATH
o Bunyck cepit Cmpox npudamnocmi |  AHAJIIZY
CnocrepiracTscs 3abapsnenns Bif %o08T0-
Oxcunp 3aniza YEpPBOHONO J0 MOMapaH4€EBO-YEPBOHOIO.
WOBTHH YTBOPIOETLCS 0Call CHHBOTO KONBOPY, IO HE Bianosinae
PO3YMHAETLCA NPH AOAABAHHI 5 MA
XJIOPHCTOBOAHEBOT KHC/IOTH PO3BEACHOI.
12 | Microbiological
purity?
TAMC <10’ CFU/g Eur.Ph.2.6.12. Complies
TYMC <102 CFU/g Eur.Ph.2.6.12. Complies
Escherichia coli Should be absent / g Eur.Ph. 2.6.13. Complies
Mikpob6ionoriuua
uHcTOTa?
TAMC <10°KYO/r €d 2.6.12. Bianosinae
TYMC <10?KYO/r €0 26.12. Bianosinae
Escherichia coli MaioTs 6yTH BIICYTHI / €9 2.6.13. Bianosifae
Labelling: | Should correspond to the registered labelling. Complies
Mapxysanus: | [TosunHO BiZANOBIAATH 3apeECTPOBAHOMY MAPKYBAHHIO. Bianosinae
Packaging: | Should correspond to the requirements of MQC. Complies
Maxysanus: | [Tosuuuo signosigaty sumoram MKA. Bianosinae
Comments: | ' Results are taken from in-process control
2 This test is performed on at least one batch per year
KomenTapi: | ' BUKOPHCTOBYIOTh pe3yibTaTh, OTPHMaHI NiJ uac KOHTPORIO Y npoueci BHpoOHUUTBA
(in process control)
2 L{e Bunpo6yBanHs NPOBOANTLCA WOHANMEHILE ANs OAHIET cepil Ha pik

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control analysis, at the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specification available in
registration dossier, Protocols of batch processing, packaging and analysis records were reviewed and found to be
in compliance with GMP. I hereby confirm that all production stages for this batch of finished product were
carried out in full compliance with the requirements specified in the current GMP guidelines approved by the
Ministry of Health of Ukraine.
Lum a 3aceiduyio, wo nasedena suwie ingopmayia ¢ docmosiprolo ma mounowo. L cepito npodykyit 6yno
aupobneno (exniouaiowu naKysanna/MapKysanina) ma nposedeno KOHRmMpons it aAkocmi Ha eue3asnanenii
dinenuyi y nosniii eidnosionocmi 3 eumozam GMP, scmarnoenenumu Micyesum pecyiRmopruM op2anom, a
maxoxc 8idnogiono 00 cneyuixayiii, wo micmumsca 8 peecmpayiiinomy docee. IlIpomoxonu eupobuuymesa,
naxKyeaHna ma ananizie 6yno nepeznauymo ma ecmanosaeHo gidnosionicms GMP l(tm momeepo.»cylo, o eci
eupobnuyi cmaodil s yiei cepil 20moeol npodyxyil Gyau 30iiicneni 6 noeniii gig®
3qInaqenumu 6 wunnii nacmanosi 3 GMP, sameeposrcenii Minicmepcmeg
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Name and position of person responsible for the analysis:

Hpissiue 1a nocajga ocobu, wo Bignmopiac 3a aHanis:

Nikolaos Gravos

Head of Quality Control, Qualified Person
Hixonac I'paBoc

KepiBHuK Bifgisy KOHTPO/IIO AKOCTI,
ynoBHoBaxeHa ocoba

Signature of person responsible for analysis:
Hiannc ocobu, mo Bignosigac 33 anaaii:

Nikol ravos, MSc Chemist
Head of Quali | Qualif; :

Name and position of person responsible for batch release:

IpisBHue T2 nocana ocobu, wo BignoBiaac 3a BHNYCK cepil:

Nikolaos Gravos

Head of Quality Control, Qualified Person
Hixoxac I'pasoc

KepiBHuk Bigginy koHTpoato fKOCTi,
YNOBHOBaXK¢Ha ocoba

Signature of person responsible for batch release:
Iignuc ocobu, mo sianosinac 3a BUnyck cepii:

olaos Gravos, MSc Chemist
ead of Quality Control, Qualified Person

Date of signature:
Jara nignncannn:

08.07.2026
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