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CERTIFICATE OF ANALYSIS

CEPTHOIKAT SKOCTI
Product: PODAGRAT film-coated tablets 120 Batch No. P2112078
mg No28 (14x2) Ne cepii:
Hponyxr: TIOJATPAT, tabnetku, BKpUTI |
[IIBKOROO 060a0HKOW 120 M Ne28 (14x2) Size and type of 14 film-coated tabletsin a blister: 2

) N | | the package: blisters in a cardboard box with.
Marketing Authorization No; CUA/18820/01/02 labeling in Ukrainian
PeecTpaniitie nocriguerHs Ne: Posmip ta tun 14 1abneToK, BRPUTHX IITiIBKOBOIS
YTAKOBKH: obonoukoto, y Gaictepi; 2 Gnictepi'y

KAPTOHHIA KOPoOLL 3 MapKyBaHHAM
YKPAIHCBKOI0 MOBOK)

Batch quantity of | 2.500 packs/ yakosoi

packaging:
KinnkicTs cepii B
YIaKOBKax:
Manufacture date: 12/2021
ata BupobruuTRA:
Strength/Potency: 1 tablet contains febuxostat Expiration date; 11/2025
hemihydrate equivalent to febuxostat 120 mg. Tepain
Cuna ail/axTuBnicTs: 1 Tabnerka MicTHTD IPUIATHOCTI:
(hebykcoctaty remiriapatr expiBanenTHOro
Ppebyrcocrary 120 mr | o
Country of manufacturer Greece
Kpaina-BupobHuK [peuis
Name, address and number of the license of Rontis Hellas Medical and Pharmaceutical Products S.A.
manufacture and quality contro!: P.O. Box 3012 Larisa Industrial Arca, Larisa, 41004, Greece
| License No 107407/4-11-20
HafimeHyBanns, agpeca ta Homep siiensii Pouric Xennac Megaikan ersl @apmaucytixan Hpopaxre C.A.
BUPOOHUKA Ta KOHTPOMO AKOCTI: ALO. boke 3012 Jlapuca Ingactpian Apea, Jlapuca, 41004, I'petiis

1 Jliuensiga No 107407/4-11-20

Na Test / Tecr Specification / Crenngrixauis Result / PeayanTar

I | Appearance / Qruc Pale yellow to yellow, film-coated, capsule shaped CONFORMS / BIIIIOBIJA€
tablets, engraved with “120” on one side and plain on
| the other side / Kancynonopibui Tabnerin, BKPHT]
fBKOBOK  0BONOBKOIW, Bift  BIA0-KOBTOrO 710
| KOBTOTO KONBbOPY, 3 THCHCHHAM «120» 3 oanoro Goxy i
riafKl — 3 IHIoro

2 | Identification of febuxostat /
lnenmndixauia pebykcocrary
- HPLC /BEPX The retention time conforms to the same of the standard | CONFORMS / BIINTOBIAAE
preparation (the tests is performed wieh the Assay test / -
Yac yrpumanks signorinace CTaHAapTy (BUNpoOYBa G
IPOBO/ATH NAPANENBLHO 3 BUIIPOOYkaHuaM « g
BHIHAYCHHAD P
UV spectra should conforms to the same
preparation / Y®-cuekrp mae Bipopid
CTAHAAPTHOFO PO3UHHY '




3 | ldentification of Titanium Yellowish-orange color is formed / VYreoptoctoes | CONFORMS / BIAIMOBIIACE
Dioxide / Inentudixanis KOBTYBATO-1I0MapaHyeBH i KoJlip
THTAHY JUOKCUIY _ | .
4 | Identification of Iron Oxide / Blue color is formed / YrsoploeTbes GnakuTHHi womip | CONFORMS/ BIANOBIJA€
[nentudixauis 3anisa oxcuay » |
53 | Uniformity of mass / Not more than 2 units more than average weight + 5% | CONFORMS/ BIAITIOBIJAAC
OnHOpiEHICTL Macy and no unit more than average weight + 10% / He
binbwe 2 omununs Ginblue cepepHbol MacH +£5% i
JKOAHOT OAWHHI J03yBaHHR Bilbille cepennnoi Macu

e +10% Y
¢ | Dimensions (length / width) / L&.5 mm / s x 9.0 mim / mm £5% 18.7 mm / nint x 9.1 mm / am
Poamip (aosxuna/mnpuuna) ((17:6-19.4) mm / mm x (8.6-9.5).mm / MM )
7| Uniformity of dosage units The acceptance value of the first 10 dosage units less | 3.6% (L1)
{Uniformity. content) / than.or equal to L1. If the acceptance value is greater
OAHOPIAHICTD OaHHMUE than L1, to test the next 20 dosage-units-and calculate
nosyeands (OgHOPIOHICTE the-acceptance value / IlpuiiManbie yicno s NEPLINX.
BMICTY) 10 onmEMUL pHOlyBaHHA Mae 6y  Mediue abo

JRopisniosaty L1, Sxino npuiitMansie uncno Ginpuie 3a
L1, neobxingo suxonatu sunpoBysanns me ans 20
(OMHMML [O3YBAHHA Ta PO3PaxyBaTH npHiManbHe
1 HHCHO AN HHX,

The requirements are met if the final acceptance value
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-
| £2x0.01) M or more than (I+ L2x0.01)y M. - L1 is 15.0
|and L2 is 250 / BUMOIrH BBaXaloTsCsa BIHKOHAHEMM,
AKULO. OCTATONHE NMpuAMaNbEe uncno ans 30 omHHHID
RO3YBaHHA CTaHOBUTL Menwe 3a L1 aGo gopiemioe-
HOMY, 1 B XOAHIH 13 AOCNIDKCHKX 0 AMHULE J03yBaHHY
IHAUBLIYaIBHIA . BMICT {10401 PEHOBHME. Be MeHIle 3a
(1- L2x0.01)M i ne Binvie sa (1+ L2x0.0DO)M. - L1

CTaHoBUTH 15.0a 12 - 250

8 | Related substances (HPLC) /
Cynposigni-goMmiwuxk (BEPX) |

- bmpurity 1 / Hoatituka 1 <0.2% BLQ /HJ/IKB
- Max individual unknown. <0.2% | BLQ /HJIKB
impurities / Makcunmanssuit -

BMICT. IHAMBIAyanbHOI
“HEBIZOMOT AOMIILKH

Total impurities / 3aransni <0.8% BLQ /HJIKB
| BMICT AOMIILIOK L ) T | o
9 | Dissolution (HPLC) / Q = 80% in 15 minutes in accordance with Ph. Eur. 99%, Min / Miu.: 95% (S1)
Posuunenns (BEPX) 2.9.3-1 7 Q=80% 3a 15 xBHaMH, BiamosinHo 10 €Bp.
| | Papm. 2.93-1 |
10 | Assay (HPLC)/ Kinbkicue 95.0-105.0% of labeled amount of febuxostat / 95.0- | 99.4 %
Bu3HaueHHs {(BEPX) 105.0% Bin 3assiieHof kinbkocTi edyxcocTary
L1 | Microbiological purity / {(Complies with Ph. Eur. 5.1.4-1 / Bimiosigae suMorans
Mixpobionoriyua yncrora Cap. Dapnt. 5.1.4-1)%

- Total aerobic microbial count. | 10* CFU/g (max. acceptable count = 2000) / 10 KYOQ/r
/ 3arajibHa KinbKicTh acpoBHMx (MaKCHMAILHO A0IYCTHMA KiNlbKicTs = 2000) "
DaxTepin -

- Total combined yeasts / [0*' CFU/g (max. acceptable count = 200)/ 102 KYO/r ‘
molds.count / 3aransua (MakcHMaTbHO JOnyCTHMA KiNbKicTs = 200) N D
KUIBKICTb APIxKIKOBUX / M b
MICHABUX rpubie 1 | * -

- Escherichia coli Absentin | g/ Bincyrais I r |

Ha KOXCHID 10-it cepil abowonaiivenuie sa oonis CePIl g PiK, 3ANEHCHO-BI0 111020, KM 2ad foreminee
- ] L * EE o ¥ - - . - -y * L B A

BL-Q:_ Below Limit Quantification / HIKB: Hisue Jdisity KintKicHOro Buaraued 2 Lk

N/A: Not Applicable / H/3: He 3acTocoByeTnen S a Ty k-4

*-performed on every 10-th batcl or at least one batch per year, whichever Las the highest Sfrequency / Bunpo@ydanis BUROHYEMBCA
i

Declaration of certification: “[hereby certify that the above information is autiEegt Apgtﬁﬁmt'ﬂ" i) of product has been
manufactured, including packaging/iabelling and quality control.at the aboye peRg MQM'EQRKE apance with the GMP
%2 e - et
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requirements of the local Regulatory Authority and with the specifications in the Marketin g Authorization of the importing country,
The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.”

dexnapauis npo-ceprrdikamio: “I{unM 3ACBIIYYI0, O BHUICBHKAIeHa iH(OpMAaL|s CIpamKHA 1. To4Ra. 11a cepia nupoayxry 6yita
BHTOTOBJICH, BXKIIIOMAIOHH YITAKOBKY/MAPKYBAHHS Ta HEPEBIpKy AKOCTI Ha BMILC 3rajJaHoMy. caiiTi (ax) y rnosniit ijnosiidocTi 3

BiiMorami GMP miciieBoro Pergfnstopuoi oprany i Bijnosinuno N0 Crieun@ikanii, o MicTATBCS B peecTpaliiiHONMY 10Che / TOProBii
niueHsil kpainu-isioprepa abhly nocse CnenudIKaIi HPOLYKTY /U1 AOCT MY BAHIIX Jnikapchkux 3aco6is, JokyMeHTH no obpodin,
YUAKOBLU T4 aHanisy 6y HepEFIsHyTI Ta BCTAHOBACHO BIALOBLMICTs GMP . ”

IImme: e,

Signature B

Name and position of pers Test Date: 17/12/2021 Release Date: 21/12/2021
authorizing. the batch reldase: Aara ananisy: Hara Bunycky:

ilianuc Ta nocana ocobu, sixa
BHAaIA I03BIN HA BHIIYCK cepii:

Evagelia Bobola /QP

This certificate has been completed, checked and signed in accordance to the English text /
Haunii ceprrdikdt 3anosuennii, nepesipentii Ta nigcasn BLANIOBIAHO /10 TEKCTY aHIMificLKOI0 MOBOIO
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