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CERTIFICATE OF ANALYSIS
CEPTH®DIKAT SSKOCTI
[Product; PODAGRAT film-conted tablets 80 Batch No.
mg Ne28 (14x2) Ne cepii:

Alponyke: TIOJMAFPAT, Tabnerku,; BKpuTi
TiBXOBOK 060N0HKOK 80 M Ne2 8 (14x2)

1 Marketing Authorization No:

‘Size and type of
| the package:

14 filim-coated tablets in a blister; 2
btisters in a cardboard box with.

UA/18820/01/01 labeling in Ukralnian
Peecrpauiiine noceiguenya Ne: Po3uip Ta ¥un 14 TabneTox, BKPHTHX INIBKOBOIO
YII2aKOBKH; obonoukolo, y 6nicrepi; 2 Onicrepu'y
| KapToHRiit KOpoOIi 3 MAPKYBaHHAM
YKPATHCBKOK MOBOIO
Batch quantity of | 10.000 packs / ynakosox
packaging;
KinsxicTs cepii s
YIIAKOBKAX:
Manufacture date: 12/2021
Jata BupobuuuTsa;
Strength/Potency: 1 tablet contains febuxostat Expiration date: 11/20625
hemihydrate equivalent to tebuxostat 80 mg Tepmin
Cuna aii/akTuBHiCTs: | TaBneTka MiCTHTD NPHAATHOCTI:
(peBYKCOCTATY FeMirigpaT eKBIBANICH THOIO
debykcocrary 80 mr
Country of manufacturer Greece
Kpaina-supobunk I'peuin

Name, address and number of the license of
manufacture and quality control:

Hatimenypanus, anpeca Ta soMep nicessii
BUPODHHKA Ta KOHTPOIIO AKOCTI:

Rontis Hellas Medical and Pharmaceutical Products S.A.
P.O. Box 3012 Larisa Industrial Area, Larisa, 41004, Greece

License Ne-107407/4-11-20

Pouric Xennac Megixan e (Dapmauf:yTiHan'IIpUHaKTE_C.A.
[1.0. boxe 3012 Jlapuca Iugacrpian Apea, Jlapuca, 41004, I'penia

Miuenzig Ne 107407/4-11-20

1 Ne Test / Tecr Specification / Creundixauis Result / Pesysasrar
I+ Appearance / Onuc Pale yellow to yellow, film-coated, capsule shaped | CONFORMS / BIINOBIJIAE
tablets, engraved with “80” on one side and piain on the
other side / Kancynonenifui -ra6nerxu, BKPHTI
‘IBKOBOI  GOONOKKOW, Big  6ai0-KOBTOrO 110
KOBTOI'O KONBOPY, 3 THCHCHHsAM «80».3 oiHOro GOKY i
R TNapKl — 3 1HIOro
2 | Identification of febuxostat /
Inentudikanis dedykcocraty
- HPLC /BEPX | The retention time conforms to the same of the standard | CON FORMS / BIJIIOBIIACE
preparation (the tests is performed with the Assay test/ -~

CFAHAAPTHOIO PO3UHHY

Hac yrpumanua siznosigae CTaHHapTY (BHIIpoOyBaHHg

PNy Gl ONO Loy (1020

7

TN VIS / BIATTOBIJIAE

Page/Cwop 1 ot/3 3
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3 | Identification of Titanium Yellowish-orange color is formed / VYisopioetscs CONFORMS / BIDHOBIJIA€
Dioxide / Ineutudikania JKOBTYBATO-TI0MapaHYCBHI KOJIIpD
.| THTAHY JIIOKCHRY _ ) . .
4 | Identification of Iron Oxide / Blue color ts formed / Yreoproerhes Gnakurnuii konip | CONFORMS / BIATIIOBLIAE
Ipentudikauin 3anisa OKCHIY |
S5 { Uniformity of mass / Not more than 2 units more than average weight + 5% | CONFORMS ! BIAIIOBIAAE
‘OnnropianicTs Macy and no unit more than average weight + 10% / He
butbiie. 2 omnupub Ginbine cepenuboi MacH +5% i
KORHOT O/MBHUI A03YBaHHA Oiibille CepeiHRol Mach

+10% L
3] Dimensions (length / width) / 16.5 mim / s x 7.0 mm / M 5% 16.7 mm / am x 7.1 mm / au
Po3mip (morskuna/iumMpuHa) ((15.7-17.3) iy / mmx (6.7-7:4) mm 7 asni) -
7 | Uniformity of dosage units The acceptance value of the first 10.dosage units less 4.6% (L1)
{Uniformity content)./ than or equal to L1. If the acceptance value is greater
OnHopigHICTs ONRHHLL: than L1, to test the next 20 dosage units and calculate
A03ysanHa (OnHopigHicTs the acceptance value / IpuiiManshe yucno LT IEPIINX
BMICTY) 10 opmnuue mosyBanus mae O6yTH  Mewme aGo

fopisuioBaty L1. Slkmo npuiiManshe uneno Gibue 3a
L1, HeoBXigHO BuKOHATH BHRpOOyBanus we misn 20
OINMHKELE JRO3YBAHHA TA POIPAXYBATH UPHIMAILHC
YHCAO [N HHX. |

‘The requirements are met it the final acceptance value
1 for 30 dosage units is less than or equal to L1 and no of
the individual content of dosage unit is not less than (1-
L2x0.01) M or more than {1+ L2x0.01) M. - L1 is 15.0
tand L2 1s 25.0 / BUMOTH BBaXaloThes. BHKOHAHHMH;
AKIIO OCTATOUHE NPHMMaNbHE YHCNO 4A8 30 OOHHHUE
AO3YBaHHI CTAHOBUTE Meduwie 3a L1 abo popismioe
HOMY, 1 B XOAHIH i3 JOCIDKEHHX OVHHUb. [103YBaHHs
IHRHBIAYAABHHA BMICT 2110401 PEYOBHHK HE MeHLle 2a
(I- L2x0.01)M i ne Ginbiuc 3a {1+ L2x0.01)M. - L1
CTaHOBuTH 15.0a L2 -25.0

8 | Related substances (HPLC) /
Cynposiani fomimku (BEPX)
- Impurity [/ Jomiuxa 1 <0.2% BLQ /HJKB
= Max individual unknown <0.2% BLQ /HJKB
impurities / MakcumansHHH
BMICT IHAMBIAyanLHOT
HEBIAOMOT AOMILIKH

‘Total impuritics / 3aransuuii <0.8% BLQ/ HJIKB
BMICT JIOMIIIOK . e -
9 | Dissolution (HPLC) / Q = 80% in 15 minutes in accordance with Ph. Eur. | 100 Yo, Min / Min.: 98 % (S1)
Posunrenus (BEPX) 2:9.3-1 / Q=80% 3a 15 XBU/IHH, BILHOBIAHO 00 €sp.
dapm., 2.9.3-1] | ) B
10} Assay (HPLC) / Kinnkicre 95.0-105.0% of labeled amount of febuxostat / 95.0- 97.9%
BH3HAYCHHA (BEPX) 105.0% Bin 3aasnenol kixbkocTi pebykcocrary
L} | Microbiological purity / (Complies with Ph. Eur. 5.1.4-1 / Bignosinae sumoran
Mixpo6ionoriuna aucrora €8p. Papm..5.1.4-1)*

- Total acrobic microbial count | 10? CFU/g (max. acceptable count = 2000} / 10° KYO/r
/ 3aranbna KifibKiCTh aepobHMUX | (MaKCHMAaNBHO AONYCTHMA KiNBKICTh = 2000)

BakTepif N
- Total combined yeasts / 10* CFU/g-(max. acceptable count = 200) /
molds count / 3arannHa -(MAKCUMANBLHO QOTycTHMA KinbKicTs = 200) &

KINBKiCTh Opixxosux /

IUIICHABUX IPHOIB |

| - Escherichia coli | Absentin [ g/ Bigcytais 1 : M i L T TR TN &

*-performed on every [0-th batch or at least one bateh per year, whichever has the ,{r,{':grj;gh.sf_ﬁ1?,.?;_:_@;,:{,:} {r@f: ' '
: Wi

” S R oKy EMb A
Ha kosICHIl 10-1h cepil abo wionaiteniue na 0dwill cepii na pix, 2arexcno 6id moso, saxa 3 YIx ROOITT GIOGYGUETBIN Gatmiuie
BLQ: Below Limit Quantification / HJIKB: Huskwe Jlismity KinnkicHore Busuauenus

\_ﬁ’.-

Declaration of certification: “I hereby certify that the above information is authe
manutactured, including packaging/iabelling and quality control at the above m,
requirements of the local Regulatory Authority and with the specifications iy the
The batch processing, packaging and analysis records were reviewed and found |

il



Qexaapauis npo ceprudirauiig: “1luy 3aceinuyio, 10 BHLICBHKNA/ACHA IHQOPMALIA CltpaBXHs . Touna. Lla cepis npoAyKTy dyna
BHIOTOBACHA, BKAIOHAOUH YIIAKOBKY/MAPKYBAHHA Ta [ICPCRIPKY AKOCTI HA BHIIE 3rAARHOMY CaiiTi (ax) y 1ioBHIH BIRHOBiLHOCTI 3
susorast GMP Micuesorg Perynsroprof oprany i BiI0BITHO A0 ClieUMGiKALL, 140 MICTATLCS B peccTpaliiiHomMy 0Cke / TOprosii
MueH3li xpaiHu-iMiIopTefa abo y nocke crienndikalil nposyKTy ais FIOCAIKYBARHX JIKapChLKHX 3aC00iB, HokymenTi no-o6podui,

YDAKOBLI Ta anasni3y Bynff nepernsguyTi Ta BCTAHOBACHO BINOBIANicTs GMP.”

ITiaame: L, f .............

Signature - | B

Name and pﬂsitinnﬂrson Test Date: 20/12/2021 Release Date: 21/12/2021
authorizing the batth release: Hara aganizy: Hara Bunyexy;

Ilinnuc ta nnocana ocodwm, uxa
BHAAMA 03B HA BHUITYCK cepil:

Evagelia Bobola /QP

This certificate has been compleled, checked and signed in accordance to the English text /
Hanuii ceprudixar :anosienii, NEPeBIpeRH Ta nianHcauHii BINORIAHO A0 TEKCTY aHTIICREQIO MOBOIO

7« AP. PEAAIC &
= AABOPATOPI37 &
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