AEPKINIKCITYKBA
JAEPHKABHA CNYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHUKAMM Y XAPKIBChKI OBJIACTI

Byn. 'pomananceka, 25, M. Xapkis, 61057, tex/daxkc: (057) 731-50-68,
e-mail: dls.kh@dls.gov.ua, https.//www.dls.gov.ua, Kon € APIIOY 36985153

BUCHOBOK
Npo AKiCTL BBe3eHOro B YKpainy nikapebkoro 3acoby

05.08.2024 ) _ Ne 39838/24/20

€BPOMEL
(nafiMenysaniia nikapeukoro sacoGy 3riatn 3 peceTpauifinuM nocniademm)
Tab/1eTKH, BKPHUTI NIiBkoBoI0 06ostonko0, no 80 mr; no 14 raG.1evok y 6icTepi; no 2
GJticTepn y kaprouniit kopodui
(dopma suAyCKy. J03yBaIINg, BUA MaKyDBaNTIA NIKAPCLKORO 3acoby)

Howmep peectpauifihoro nocsinvenna UA/18053/01/01 crpox nii peectpauiftioro nocaiguenns 23.04.2025

Cepin nikapcbkoro 3acofy Ne 240686 Kinbkicts BeseHoro nikapeskoro sacofy 6720 yn.
L 4
BrpoGuuk Teneapm CA, I'peuin

(nafiMelLypamig BHpOBIMKA NikapcLKoro 1acnBy. kpaina noxomke i)

Beesero B Ykpainy TosapucTao 3 o6mexenoo sinnosinanasnictio "Konapk Inteamen'”,

inen, won: 25182226
frafivenyoaing 1a kol 3 CAPTIOY wopHanvnni acolu abo npitekuLe, iM'a, no BaTskoni giznanoi

0cobr - NiAnpresus, 11 MICLE IPOKURAIIA T2 PECCTPALIAIMA 1oMep 0BAIKOBOT KAPTKY RIATHAKE
noxatkin afie cepin Ta HOMep Nacnopra)

TpoToxon sizyaasnoro kentponie sia 05.08.2024 Ne 849/0/01.21-24/1.

3a peynLTATGMH  NEPWABROTO  KOHTPOKD BCTAHOBMEKO, WO  JNikapcbkHim  3aciG  Bmesewo &8 Ykpainy 3
AOTPHMAHHAM puMor 3aK0HONABCTBA 100 1a6€3NEUEHHA AKOCTI NiKapchKHX 3acobis.

Anna IOUIKO

(MILiaIx T2 Npitbkwe)

nad
:Lt)m'm'n'ms %
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> genepharm 18" km Marathonos Ave,
15351, Pallini Attiki,
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. EUROFEB _ Ceruﬁc'me No.: | PCR-0118/240686 - P.age 1ofd
€BPOQEB _ Ceprugixar No: | L Cropinkal 4
BATCH CERTIFICATE
CEPTH®IKAT HA CEPIHO
Product name: | EUROFEB License No.:
Huzsa npoaykuil: | EBPODEE Ninewsin No: | V00V000073/23/1

Pharmaceutical form: | film-coated tablets
Jlixapcuka dopma: | TabaeTicn, BRPHTI NAIRKOBOW 0G0I0HKOW
Strength/potency: | | lilm-coated tablet contains Febuxostat 80 mg
Cuaa pi/axTnenicrs: | 1 vafineria, BkpuTa niiBkos010 060401K0M0, MicTHTL debykcocTary 80 mr
Size and type of | 14 tablets in a blister; 2 blisters in a cardboard box with Ukrainian and
packaging: | English languages labeling
PowmipraTun | na {4 rabnetok y Gaicrepis no 2 Gaictepn y waprommist wopobei 3
NAKYBAHHN: | MADKYBAHHAM YKPATHCHKOW TA alCilichKan MOBAMH

Batch No.: Batch Size: boxes
Cepis Nu: #4066 Poamip cepif: 6720 wopubox
Date of manufacture: Expiry date: -
Jlara supobunurea: 0372024 ! {IpuzaTuné so: 03Uz
Reg:str.::tmn Cer'ul'icate No.: UA/18053/01/01 ‘ Va!!‘d up to: 33.04.2028
_Peccrpanifine nocsinueHns Ne: : Aiiicue ao:

Manufacturer: | Genepharm SA, 18th km Marathonos Ave, Pallini Attiki, 15351, Greece
BupoGunsk: | lenedapw CA, 18-it km Mapadonoc Aseso, Hlaanini Arriki, 15351, Npenin
Conclusion on Fonﬂrmatmn of GMP (;ertaﬁcate No.: 459/2023/C-886 date_d: 10.08.2023
Bucnowox wope ninteepaxesas ceprudicary HBIT M Big; | T
Analysis procedure results/
PesyasTaTat nponencnn anaaisy

No SPECIFICATION / METHODS OF
Sr/ TEST/ CHEIHGIKAIUA ANALYSIS/ RESULTS/
Ne AHAJI] Batch release/ Shelf life/ METO M PEI¥JbLTATH
. Bunyck cepif Cmpox apudamnccmi ABRANMIZY
1 | Appearance Pale yellow to yellow, oblong, bicanvex film- | Visually Pale yellow, oblong,
coated tablets, embossed with “B0™ on one side biconvex fitm-coated
and plain on the other side tablets, embossed

with " 80" on one side
and plain on the othen

side
JosuiHiil By Tabnetks. skpuri naigkosow oborousoo, | Bityarnio TabneTku, BRpHTI
ROBrACTOr dopmis,  ascoRykHM, 8ia Gaixo- (LAIBKOBOIO
KOBTOTO LG KOWTOMU  KOALOPY, 13 oboacixoio,
rpastonaunasm <80s na oanemy Boii ta s ROBracTol Gopmir,

— —_ 1 asoonykni, Gnige-

(’%cm BTOr0 KONLOPY. 3
s TP
(2 {BitoBatHam «80»
,\/ TV g My 6ot Ta 3
I

- Y |83
TOKY METTTBV5

"Eaﬁ.;M" \ )

1122KH0 TOBEPANLIO 1A LMY HOw,

<
‘—/

113 Mgl

/
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Genepharm SA

2 genepharm 18% km Marathonos Ave,
- ' 15351, Pallini Attiki,
Greece
i EUROFEB Certificate No.: : Page 2 of 4
| CBPO®EB Ceprugixar No; | P CR-0118/240686 Cropinka 21 4
‘ No SPECIFICATION/ METRODS OF |
St/ TEST/ CNEUMQIKAIIA | ANALYSIS/ | RESULTS/ |
» AHAJND Batoh release/ Shelf lifes METOAH | PE3VABTATH |
n.ao, Bunyck cepil Cmpox npudomuocmi AHANIDZY | _ _4]
TNAAKOK TOBEPRHEID!
| maiwwomy Goul |
2 | ldenulication :

HPLC

UV spectrophotometry

laenTudikaus

Y
cnekTpothoromeTpia
BEPX

slandard

Spectrum corresponds to that of the standard
Retention time (Rt} corresponds 10 that of the

Complies |

Complies ¢

Cuekrp piawrosizas cnekTpy cravaapry

| Hag yrpumynanug {Rt) signoeinac vacy
. JTPHMYBARHA CTanmapty

Binnosisac

Bixnoginae

Any impurity
Total im purities

CynyTii noMitks
Okpama 1oMitika

3 | Length’ P17.2mm < 02 mm Complies
Width* 6 2mm £ 0.2mm Complies
Jlosmura ; 172 mm 20,2 mm Bignosinac
L sonna’ 6.2 MM £ 0,2 MM Binnosigae

4 | Water content |1 6% <9% EurPh. 2,512, .

| BmicT agn E6% < 9% €D 2.5.12.

5 | Average Weight! P515me +4% (494 536mg) i
Cepeana maca ' 515 Mr+ 4% (494-536 mr o i

6 | Disiniegration' <30 min. ] Eur.Ph.2.9.1. Complies

| Posnaganus ' 30xs. B €p291. I Biaosipae

7 | Dissolution L0=80%allSmin, § EurPh.293. 96.0 %
Pojuiuenna L) =80% npu |5 xa, C® 29,3, 96,0 %

8 | Uniformity of dosage : For 10 units AV 2 15.0% (L) Eur.Ph. 2.9.40,
units (by conient For 30 units AV < 15.0% 3.3
uniformity method; and for all units 9.75M £ Xi < 1.23M o
CanopinHicTs I 10 oaubnub AV < 15,0° (L1} Cd 2940,
aososauys oannmme | Jlaa 30 ogimous AV £ 15,09 % 5
(MeTOA FIPAMOTO TA /LR BCIX 0ANHMUL 0.75M < Xi = 1,25M o
HHIKAMEHHR } )

9 | Assay 95.0 10 105 .0% (of label claim} o wrsYy
Kisukicne Bi.1 95.0 no 105.0% (pin 1asnaenod Kinkowt:) ‘ 67 40y

oo pEmavew - i v

10 | Related substances

< OO0
L0 Ty

< AR 3G

| < MEB%




Cenepharm SA

=
genepharrn 18 km Marathonos Ave,
- 15351, Pallini Attiki,
(ireece
‘ EUROFER I Certificate No.: Page 3 of 4
. EBPOOER Ceprndirar Ne: | Pf RANIBRAO68 | Cropinka 314
Ne SPECIFICATION / METHODS OF
Srt TEST/ CIIELHOIKA LA ANALYSIS/ RESULTS /
N AHARI3 Batch release/ Shelf life/ METOAH PEIYJILTATH
anl o Bunyex ceplt Cmpor spudamnocmi AHAJNIY
11 { ldentification of
coloring agent’
Titanium dioxide Yellow-red 10 orange red coloe is observed, Complies
Fron oxide vellow Blue precipitate i~ formed that doesn’t dissolve
with addition of 5 m| of ditute HCI. Complies
laenTudpinaia
Bapsuikig’
AioKkeiy THTAINY Crocrepiraeteca 1abapsieHys sin XoBTO Bianosi tac
YERBOHOIO 0 NOMAPAHYCBO-YEPBOHOID
Okein 3aniza YTBOPIOETHLCA OCAL CHlHLOTO KONLORY, 1O He
WOBTHII POIHHACTLEA NPH JAORABAHHI 3 M Biznosinae

SJTOPUCTOBOAHEROT KHUCAOTH POIBEACHOI.

12 | Microbiological

purity’
TAMC « 10 CFUg EurPh. 26,12 Complies
TYMC - 10° CFUg Eur.Ph. 2.6.12. Complies
Escherichia coli Should be absent - g | EurPh, 2613 Complies
MikpoGic.io bia
YHCTOTR
TAMC < W KYOnr €P 2612, Bignosinac
TYMC O KYOr Co26.12. Bisuosinae
Escherichia coli Maiote By pigeyTii / r Ch 2613, Binnesilac
Labelling: | Should correspond to 1he regisiered fabelling, Complies
Mapxypaunn: | 1Toanino BIAOBIIATI 3APCECTPORIHOMY MAPKYBAHHIG, Bianonigac
Packaging: | Should correspond to the requirements of MQC, Complies
Nakysapun: | Mosunno sinnorinark sisoram MKA. Binnosinac

Comments: | ! Resulis are tnken from in-process control

? This test is perforned on ai lesst one batch per year
Komesnapi: | | BikopucroByioTs pesyisTary, OTPiIMaHi (11 M2C KOHTPO.HG ¥ NPOUECi aupobistTaa
{(in process control )

° Lle mnpoBy 8aitHa NPOBOAUTHCE WOHATIMEHUIE 11% CIUIET ¢

manyfactured, including packagingdabelling and guality controt analysiy, at the ) fﬁwﬁawmii}é TNz

W
I hereby certify that the above information is authentic and accurate. This batyli . Pproductdas b?\%rif/
b
compliance with the GMP requirements of the local Regniatory Authority und witl ik s A icat, hekie Wi
registration dossier. Protocals of batch processing, packaging and anafvsiv record: sibre're @rﬁ er'mz il pe
in compliunce with GMP. I hereby confirm that all production stages for this bageh of f finivhed pruducm e’
carried vut in full compliance with the requirememis specified in the current GM R\ast. ieimcv appraved

Minisiry of Health af Uhkraine,




Genepharm SA

genepharm 18" km Marathonos Ave,

- 15351, Pallini Attiki,
(ireece
| EUROFEB T Certificate Nos | o oo T Bape daf
. €BPO®EB . Cepginar Ner | TCROIIS240686 L Cropinka $34

Hux R gacaiowys, o nasedent eutie inopsayin £ dcmosipnowr ma mauiess, Mo cepho npedyrull bv.ao
SUPOS.L2HY (SIIOYENYN NUKYAEUNR/MAPK} BATIIRY M BPAGEDEHD KOHMPOL T AKOCHH HU dlaeiaznadenii
drstacul v nosnia sidnasidiocmi i oustocarr GMP, scouinasenusu Wicyesu s pepasmopii st ofieonest, a
maKoxe gionosidie do cnewudpivaniir, o stcmumscy 8 peccmpanianosty docse, Hpomoxoss supolinuymsa,
HAKYBUNNR M aiaritie Brae nepeariymo ma gemartosaenn sidnosioricms GME, Lux niomseponcyia, wio sci
supobiinii emadll 018 yiek cepil 2omneal npodysy il Synn 10McHeni ¢ noaniil eidnvsivnocnl 3 gumorasy,
Hrnasenamic € wunnin Hacmanoal | GMP, samaeponceniti Minicmepemeaon vxeponn 3dopos's Vipainy.

Name and position of person responsible for the analysis: | Nikolaos Gravos, Head of Quality Control, =
Qualified Person ;
Hpisemue va nocaaa ocobu, wo sbinobizac ia auaniz: | Hixoaac Mpagoc, Kepiaunk viguiny wonrpoaio |
sixocTi, yrnoshosaxews geota

' Siihati&ﬁ of person responsible for amalysis: Nikolaos 62 % fherﬁiﬁf
Nignuc ocobi, wo pianobinac 3a anandy: | o0 i qvenan

Nante and position of person respansible for batch release: | Nikolaos Gravos,
Qualified Person
Mpisasue Ta nocana ocobn, wo sinrosinac 38 aunyck cepii: | Hikonac Mpasoc, Kepinuuk simniay wonrpanie
AKOCTi, y10BHOBAXKENA 0C062 "

ead of Quality Conirol,

Signalure of person responsible for batch release; Nikolaos Gravos, emis:
| Mianuc ocobu, mo pignowinac sa aunyek cepilt | Hepdof Quyity ContropDlfipnpor
Date of signature:

08.04.2024
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