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CepTadikxaT BixnoBigHocTi roT0BOr0 MPOIYKTY

Hazpa npoaykry:

®ebykcocTar Keanric, 120 Mr, TabieTky, BKPHUTI ITiBKOBOIO
000JIOHKO0IO0

BUHIYCKY cepii:

dopma BUIYCKY: TabneTku osysanns: 120 Mr/Tab
THI T2 po3Mip YIAKOBKH: 7 Ta0.y GaictepiX4 GnicTepu

KinbkicThb: 1.291

Kpaina-imooprep: KcanTic Yxpaina

Kpaina-excnoprep: I'penis

Homep cepii 6anky: 0102995

Homep cepii: 0103648

JlaTa BHpOOHHIITBA: 14-05-2021 Tepmin npunaTHocti: 05-2024
Bupo6nuya XiabBEuMIsA: ®apmaren C.A.

Anpeca Bupo6unyol giasuuni: | Jleppenakion 6, INammini Attiki, 153 51, I'penis.

Homep ninensii na 0000006501/20/3

BHPOOHHITBO:

JinpHNNg DaKyBaHHA: ®apmater C.A.

Anpeca ninsauni nakysagus: | Jlepsenakion 6, Ilamini ATTiki, 153 51, I'penis.

Homep ninensii ma 0000006501/20/3

BHPOOHHUITBO:

Bupo6uuya AinbHANA AJIA ®apmaren C.A.

Anpeca BupodHIIo0i JiIbLHAN
JIst BAYCKY cepii:

Heprenakion 6, ITammini ATTixi, 153 51, I'pemis.

Howmep ainensii na 0000006501/20/3

BHPOOHAUTBO:

Homep cepii ADI: FBS200004/SAURAV

Homep PII: UA/18628/01/02

Pe3ybTaT aHajisy: CepTudixar aHanisy Halaerbes
KomenTapi: Hemae

Binxmnenns: O TAK HI

CripaBxHiM g 3aCBiI4yI0, 10 HaBeeHa BUIIe iH(opMalis € ROCTOBIpHOO Ta TouHo0. L1g cepis mpomykTy
Oyna BupobiieHa, yIIakoBaHa Ta IPOKOHTPOIBOBaHA Ha BHILe3a3HaueHil BUpoOHIIi# NiMBHULI y OBHIH
BiamosizguocTi 70 BuMor GMP, sumor Micuesoro Perynaroproro Opragy, Ta y BilloBigHOCTI 10
cnenmdikanii mo PeectpaniiiHoro nocsixgeHss kxpaisu iMnopTepa abo fo cnenudikanii Ha JTikapChKui

3acif.

Im’s VoosrOBaXkeHOI ocobu: MaHarioTic Isonoynoc

Tligmec:
Hara Bumycky: 16-06-2021

Pharmathen S A.

Headquarters. 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat. 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f

+30 210 6604 583
www pharmathen.com
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Code: CoAQMOOTFEBUT20_XANTIS_UA
Pharmathen V:rseion:oom

Innavation inspired by life Date: 16/06/2021

CEPTH®IKAT AHAJII3IB
®dedykcoctat KcanTic, 120 Mr, TabaeTKH, BKPHTI IIIBKOBOI0 000J0HKOX0
Jara supobrunTea: 14.05.2021 Tepmin npugatHocTi: 05.2024 Cepis momep: 0103648
Bupoburuaa cepis: 0102995 Poamip cepii: 100.000 Tabnerok
Cepisz A®I: FBS200004 Ilocraganeauk APl SAURAV
Bupo6uuaa mineunns: @apmares C.A. Jinsuung nakysanss: @apmaten C.A.
3sit npo Bigxunenss: M HI [0 TAK (3BiT Opo BiAXMICHHS HAJAETHCA)
IToxasHuk Kpurepii npuiiHITHOCTI PesynpTaT
Onuc KancymomoaiOni TabneTky, BKpUTI IUIIBKOBOIO | Bignosiaae

000JI0BX010, Bif 611i10-)KOBTOTO O 3KOBTOTO
KOJILOPY, 3 THCHEHHSM «120» 3 omrOro 60Ky

CepepHAa maca Ta 788,0Mr+3 % 791,5 mr
OfHOPIAHICTb Macu (764,4 Mr —811,6 Mr) MiH: 775,8 mr
He 6inpme ABOX iHAMBIAYaNBHUX Mac MOXYTh | Makc: 808,1 mr
BIIXHIIATHCH Bijl CEpEOHBOI MacH He Oinbmie
HiX Ha 5 %. XXozmsa inquBigyansHa Maca He
MOBHMHHA BiAXHITHCH BiJf CEPEOHBOI MacH
Ginpie gixx Ha 10 %

BTpaTa B maci npu He 6inpnre 6,0 % 3,8%
BUCYLUYBaHHi
PosnaaanHsa He Gimeme 15 xB. 03’.53”-06’.12"
Criltkictb o 159 H
po34aBAloBaHHA He menme 30 H MiH: 130 H
Makc: 205 H

lneHTUdIKaLin Yac yrpumysanns (RT) nixy debyxcocraty Ha | Mosutus (RT=0,5)

- BEPX XpoMaTorpaMax BUIpOOyBaJbHOI0O PO3UHHY II0

BiTHOIIEHHIO JO CTAHAAPTHOTO PO3YHHY
moBuHeH Oyt £ 0,5 xB,

-V Ha VY® coekrpax BunpoOysamsHOro Ta | IlozuTus
CTaHOApPTHOTO PO3YMHIB IOBUHEH OyTH
MaKCHUMYM Amax OJ113bK0 316 HM.

KinbKicHe BU3HayeHHA 95,0 — 105,0 % =Bix 3agBIIEeHO0] KINBKOCTI 99,8 %
dhebykcocTaTy
OpaHopiaHicTb V BizmosigHOCTI 0 BUMOT Airogoro eumanua | AV: 1,2%
A030BaHUX OAUHULD €
(oaHOPigHicTbL BMicTy) (Bxmrogatown L1, L2)
AV: ze 6imeme 15,0 %
PosumHeHHn % pO39MHEHHS Y BIITIOBIMHOCTI O BUMOT 84%
nirogoro BupanHa €O (Bxmodaroau S1, S2) Mis: 83%
Q=75% 3a 15 xs. Makc: 85%
CynyTHi AomilKu
- Jomiwka B He 6imbime 0,2 % Jomiwka B: 0,1%
He 6inenie 0,2 %

Pharmathen S A.

Headquarters 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f
+30 210 6604 583
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Version: 001
Date: 16/06/2021

- Jomiwka C
- IHguBigyanbHa
HeBigoma
OOMiLUKa
- Cyma
DOMILLOK

He 6insme 0,2 %

He 6insme 1,0 %

Lomiwka C: Huue mexi
KinbKiCHOTO BU3HauyeHHsA
(mexxa KinbKicHoro
BM3HaueHHA=0,012%)
IHauBigyanbHa Hesigoma
DOMILLKa: HuKye mexi
KiNIbKiCHOTO BU3HaYeHHA
(meska KinbKicHoro
BM3HauyeHHA=0,012%)
Cyma gomiwok: 0,1%

Mikpobionoriuna
yucroTa
-TAMC
-TYMC
- E. coli

He 6imsme 10° KOE/r
He 6imsme 102 KOE/r
BigcyrHIcTE B 1 T

- TAMC: <10 KOE/r
-TYMC: <10 KOE/r
- E. Coli: BipgcyTHI

BignosinanbHnit 3a
KOHTPOb AKOCTI

NanarioTic IBonoynoc

CTaplwmii meHeaep 3 KOHTPO/Io
AKocTi/YnosHoBaxeHa ocoba
16/06/2021

JAata sunycky: 16-06-2021

Pharmathen S.A.

Headquarters 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat. 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f

+30 210 6604 583
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Pharmathen

Innovation inspired by life

Version: 001

Code: CoAQMOO1FEBU120_XANTIS_UA
Date: 16/06/2021

CERTIFICATE OF ANALYSIS

FEBUXOSTAT XANTIS 120mg FC TABLETS

Man. Date : 14-05-2021

Expiry Date : 05-2024

Pack Lot :0103648

Manuf. Lot :0102995

Batch Size :100.000 TABS

Active Ingredient Lot : FBS200004

Active Ingredient Supplier: SAURAV

Man. Site: PHARMATHEN S.A

Pkg. Site: PHARMATHEN S.A

Deviation Report: M NO [ YES (the deviation report is attached)
Controls Specifications Results
Pale yellow to yellow, film-coated, capsule shaped
Appearance tablets, engraved with “120” on one side Confonms
788.0 +3%
Average mass (764.4mg-811.6mg) 791.5mg
& Not more than 2 tablets deviate in mass more than 5% of Min:775.8mg

Uniformity of mass

the average mass obtained. No tablet deviates in mass
more than 10% of the average mass obtained

Max:808.1mg

Loss on drying NMT 6.0% 3.8%
Disintegration NMT 15 min 03’.53"”- 06’.12"
159N
Hardness NLT 30N Min:130N
Max:205N
Conforms to Positive Identification.
1. Retention time (RT) of Febuxostat peak in the sample 1.Positive (RT=0.5)
Identification solution in relation to the standard solution is RT = + 0.5.
2. UV spectrums of standard and sample should have the 2.Positive
same Amax at about 316nm
95.0 - 105.0%
Assay of the stated amount of Febuxostat 99.8%
Lll)mformlty. of Comply with Ph.Eur current edition
osage units . .
. . (introducing L1,L.2) AV:1.2%
(Uniformity of AV: NMT 15.0%
content) ' e
%Dissolved comply with Ph.Eur current 84%
Dissolution edition(introducing $1,52) Min:83%
% Dissolved: Q=75 at 15 min Max:85%
Impurity B: 0.1%
Impurity B: NMT 0.2% Impurity Le
Related Impurity C: NMT 0.2% JDaLL0G-0.012Z%)
Substances Individual unknown impurity: NMT 0.2% impurity:
; i purity:
Total impurities: NMT 1.0% BQL(LOQ=0.012%)
Total impurities:0.1%
. TAMC: NMT 10° Cfu /g TAMC:<10cfu/g
Microbial . 2 N
__ Contamination. - TYMC: NMT 10“ Cfu /g - TYMC: <10cfu/g

E-ColirAbsence/g

——Ecoli-:Absence- ——

Responsible for
Quality Control

Release Date :
16-06-2021

Pharmathen S.A.
Headquarters 44 Kifissias Avenue, 151 25 Marousi, Athens Gree

' Az

, t +30 210 6604 300, f +30 210 6666 749

Manufacturing site-Registered seat. 6 Dervenakion str., 1563 51 Pallini, Athens Greece, t +30 210 6604 300, f
+30 210 6604 583
www.pharmathen com
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Code: CoCQMO01XANTIS_UA
Version: 001
Date: 16/06/2021

Pharmathen

Innovation inspired by life

CERTIFICATE OF CONFORMANCE

FOR FINISHED PRODUCT
NAME OF PRODUCT: FEBUXOSTAT XANTIS 120mg FC TABLETS
DOSAGE FORM: TABLETS STRENGTH: 120MG/TAB
PACK SIZE AND TYPE: BTX4BLISTERX7TABS
QUANTITY: 1.291 BT
IMPORTING COUNTRY: XANTIS UKRAINE
EXPORTING COUNTRY: GREECE
BATCH NUMBER BULK: 0102995
BATCH NUMBER FIN: 0103648
MANUFACTURE DATE: 14-05-2021 EXPIRY DATE: 05-2024
MANUFACTURING SITE : PHARMATHEN S.A
MANUFACTURING SITE
ADDRESS: Dervenakion 6, Pallini Attiki, 15351, Greece
MANUFACTURING SITE ML
NUMBER: 0000006501/20/3
PACKAGING SITE: PHARMATHEN S.A
PACKAGING SITE ADDRESS:  Dervenakion 6, Pallini Attiki, 15351, Greece
PACKAGING SITE ML
NUMBER: 0000006501/20/3
BATCH RELEASE SITE: PHARMATHEN S.A
BATCH RELEASE SITE
ADDRESS: Dervenakion 6, Pallini Attiki, 15351, Greece
BATCH RELEASE SITE ML
NUMBER: 0000006501/20/3
BATCH NUMBER OF API: FBS200004 / SAURAV
MA NUMBER: UA/18628/01/02
RESULT OF ANALYSIS: Certi ficate of analysis of finished product attached
COMMENTS/REMARKS: -N/A-
DEVIATIONS: Q YES & NO

Attached number of documents:

[ hereby certify that the above information is authentic and accurate.

The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP.

This batch of product, including API, has been manufactured, including packaging and quality control
at the above mentioned sites in full compliance with the GMP requirements and the local Regulatory
Authority and with the specifications of the Marketing Authorization and is released.

Name of

ot
Qualified Person: pan39‘°“§ :\:‘ 3;}109
i1 o8
Signature of - a“a\\wmg\iamﬂ\\‘ A

Qualified Person:

Date of Release : 16-06-2021

Pharmathen S A.

Headquarters- 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat 6 Dervenakion str., 153 51 Pallim, Athens Greece, t +30 210 6604 300, f
+30 210 6604 583

www pharmathen com
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TEPXKIIKCITYKBA
JEPKABHA CJIYKBA 3 IKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJACTI

upocnekt Banepis Jlo6anoscsxoro, 51, m. Kuis, 03110, tei/daxce: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €PTIOY 37078774

B CHOBOK
NPO SKICTH BBE3€HOro B YKpaiHy JikapchbKoro 3acody
29.07.2021 Ne 41162/21/10

GOEBYKCOCTAT KCAHTIC
(madtMeryBauHs NiKapcEKOTo 3aco6y 3riMHO 3 peecTpaniinM IIOCBiTIEHHIM)
Ta0JIeTKH, BKPAT] ILTIBKOBOX0 000/101K010, 10 120 Mr; 1Mo 7 Tadaerokx y Oaicrepi; wo 4

OJicTepn B KapTOHHIM mauni
((opma BHmyCKy, n03yBAHHS, BUI NaKyBaHHs JIKapCHKOTO 3ac06y)

Howmep peectpanittroro mocsimaenns UA/18628/01/02 crpox aii peectpanitinoro noceixzerms 16.03.2026

Cepis aikapcrxoro 3acofy Ne 0103648 KimbxicTs BBe3eHoOro Jikapcrkoro sacoby 1040

PAPMATEH CA, I'pernist

(natiMeHyBaHHs BUPOGHIKA NIKAPCLKOro 3ac06y, KpalHa IIOXOZDKEHHs)

Bupo6uux

Baesero B Vipaidy Cuinsae ykpainchko-ecToHChKe MiUpHemMeTBo y hopMi TOBapucTBa

3 o0MexenoI0 BigmoBizanbHicTIo " OnriMa-®apm, JTI", inenr. xox:

21642228

(uaiiMeryBarHA Ta kog 32 €JIPTIOY topuAHaHO1 0c06H 260 Tpi3BuIng, 1M's, IO 6aThKOBI (israHO1

ocobu - mianpuemls, ii Mice NpoXUBRAHKES Ta peecTpaniiitmii HOMeEp 06NiKOBOT KapTKH IJIaTHHKA
nozarkis abo cepis Ta HOMep nacmopra)

ITpoToxon BisyanbHoro xoutposno Bin 20.07.2021 Ne 2492/5.

3a pesyNbTaTaMH HepXABHOTO KOHIDONIO BCTAHOBJGHO, INO JKApchKuif 3aci6 BBeseHo B Vipainy 3
AOTPUMAHHAM BuMor 33K0H0ABST 0 3a0e3NeYeHBA\IKOCTI JHKapChKMX 3aC00iB.

TAKOHIPp, A
i 0,
i\)‘_‘a PAS) [e] 4%
S B, o
3aCTYIIHHK HAYAIIBE ’;cj(;) e Q Onmnexciit COJIOOPAU
Efm"" = 4
(mocamoBa oco6a opr n‘gﬁ( oY E (mipmmc) (imiriami Ta np13puIE)
% &
: S‘


http://www.tcpdf.org

