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CERTIFICATE OF ANALYSIS

CEPTUHDHKAT AHAJIH3A
1 | Name of Product Febumax BAFPS24000149 2 | Manufacturer Country | India
(Febuxostat 80 mg)
Halimenysannn Pedymarc Date: 24/01/2024 HepmaBa-Bnpobun Ingis
npoayKuit (Pebyrcoctary 80 mr) | Harta: 24.01.2024 |
3 | Registration 4 | Strength/potency of the | 80 mg
Cerfificate No ___ 1 1,0 /10034/01/01 medicinal product
Homep peccTpaniii- | Cuaa pii / akTaBHicTb 80 mr
HOTQ MOCBiAUYeHHHA | o N JAIKAPeLKOro 3acoby -
5 | Dosage Form Film coated tablets 80 mg 6 | Pack Size Ne 28 (14x2) in blister
in carton box
Jlikapchxa gopma Tabaerxn, BRpyTi naiskosoo 06070HK0I0, Poamip i T Ne28 (14x2) y Gaicrepi
ne-80 mr YRAKOBKH, B KapTOHHiH ynaxkoBii
7 | Packing Batch No 8 | Date of Manufacturing
Honiep ynakosauoi | BFX2301A Jara pupobuuursa 12/2023
cepii |
Packing Batch Size 170 000 tablets (6 071 packs) 9 1 Date of Expiry
Posmip ymaxepanoi | 170 000 tabnerox (6 071 ynaxogok) Jara zadnyenns 11/2025
_¢cepit ] TepPMiHY NPIIATHOCTI
10 | Name, address and license numbers of Mfg unit Macleods Pharmaceuaticals Limited
Village Theda, Post Office Lodhimajra, Tehsil Baddi,
District Solan, Himachal Pradesh, 174161, India.
| . e _ Mifg. Lic. No MINB/07/594, MB/07/593
Halinsenysanng, Micuesnaxosxe g T4 HOMEpH Jinensil peix ilaxkneonc PapmacrnioTncanc Jlimirea
AVISTHOK Mo BHPpoGHHUTBY | konTpoo sikocTi Binemx Txena, HO Jloaximaiipa, Texcia Baaai,
Micrpikr Coaan, Ximauas Ipapen, 174161, Tnnis.
L _Bupobunua, ainenszin Ne MNB/07/594, MB/07/593
11 | GMP Certificates No-/ Date 007/2023/GMP  Valid till  12.08.2024
Ceprudixars sinnosignocti GMP ans BCIX JiASIHOK NO G07/2023/GMP  Tepmin xit 12.08.2024
BHPOSHHUTBY | KOHTPOMIO RKocTi a6o (npu HAABHOCTI) HoMEpa |
| nocuaaHL B 0a3i nannx Eudra GMP
12 | Result of Analysis/ PesyasTatu nposenenns auanisy.
Sr. Tests/ Specifications/ Results/
No. Hoxaznnxn Cneundirauin Pesyantari
Ne
nn _ _ | e |
1 Description Yeilow colored, biconvex, capsule shaped, film | Yellow colored, biconvex, capsule
coated tablets debossed with “F 197 on one side shaped, f{ilm coated tablets debossed
and plain on other side. | with “F 19” on one side and. plain on
other side.

¢ Kancyaonoaionoi dopsin, asconykni radneri,
M BKPHTI MNIIBKOBOK 060J0HKOX), 3KOBTOIQ
\koaL0pY, 3 rpasitosannsim «F 19» 3 aanoro 6oxy

"2 FAAKEHBKI 3 inworo Goxy,

TAbJeTKH,

KancynononiGmoy
BKPUTI
JIOH K010, #OBTOI0 KOALOPY, 3
rpapirosanuam «F 19» 3 omioro Goky
Ta rAafensKi 3 iruioro Goxy.

thopni,
AJIBKOBOIO

chromatogram of sample

chromafogram of the standard
obtained in the test “Assay”.

The retention time of the Febuxostat peak in the
sclufion
correspond to that of Febuxostat peak in the
solution as

Complies

should

ABOOAYKI
060-
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The UV absorption ngctra of sample and
standard solution should be concordant.

'.”Eom plies

For Colourants.
Titaninm Dioxide.
A yellow colour should develop immediately,

Complies

For Colourants,
Iren oxide.
A blue colour precipitate should form,

Complies

InenTudikauin

$elyxcocrat

lac  yrpumysanna niky debyxkcocraty Ha
XpoMaTorpamax BHIpoOYyBaHOro I cTaHARpTHOrO
PO3HIHIB, OTPIMAKHX npu KETLKICHOMY

 BH3HAYECHHI, Mac 30iraTHCH.

Bignogigac

YO-caexTpH BHOPOGYBAaHOro Ta CraBAapTHOTO
Po3tiHHIB NOBUHHE CniBIAAATH,

Bignosinae

bapBHUKH.
TuTany guoxcua.

- IlosiBa sxoBroro 3alapBacHuN npu gogasanni 3%

(M / M) po34iHY nepoKCcHAY BORKIO.

Bianesinac

bapsrHKH.
3aniza oxcHa,

1 XlonBa cunLoro ocaay.

Binnosigac

3 .Ave-r'age wei.ght

515.0 mg = 5 % (489.3- 540.8)

513.44 mp

Cepeans maca

515,0 M1 £ 5 % (489,3- 540,8)

513,44 mr

4 Loss in weight
on drying

Not more than 6.0 % (wiw)

2.8 %

1 Brpata macs
NpH CYIiHHi

He Binbme 6,0 % (m/nm)

2,8 %

dosage units

5 Dissolution Not less than 85 % (Q) febuxostat of labeled (1) 100 (2) 101 (3) 99

amount in 15 min. | {4) 100  (5) 102 (6) 100

| Po3uHHEICTD He menme 85 % (Q) ¢pebykcocTaty Big 3aaBaenol | (1) 100 (2) 101 (3) 99

) kirbrocTi 32 15 xs. ) 100 (5) 102 (6) 100
6 Uniformity of | Acceptance value (AV) < 15,0 % (1) 1013 (2) 101.2 (3) 99.8 (4) 98.6

(5)100.4 (6) 99.4 (7) 1007 (8) 99.2
(9)'100.4 (10)99.1

Min: 98.6 Max: 101.3
Mean: 100.0 AV:i2.2%

Oanopignicrs
AO30BAHHX OAHHHILL

ITpn EMaabIe ;iucnu.(ﬁv) < -.I-S,{}

(1) 101,3 2)101,2 (3) 99,8 (4) 98,6
{3) 100,4. (6) 99,4 (7)100,7 (8) 99,2
9 1004 (10)99,1

Min; 98,6 Magke: L3I
Cepeane: 100,0 IiYy4; 2,2 %

/ >YAL-IKA HeigeHTU(piKoBaRA AoMilNKA — He Oiabie
/il

ntqi Impurities - not more than 1,9 %

Below limit of quantitation
Below limit of quantitation

Yo
| Cyma nomimmorx —ae Giasme 1,0 %

Hixkue Mexki Wb KICHOFO BIIZHAYEH THS
Humde Mesi KiNbLKICHOIG BIRHAYEHHS

Not less than 76.0 mg and not more than 84.0 mg 79.61 mg
g (95.0% - 105.0% of the declared amount). 09.5 %
Kintkiche Bix 76,0 mr a0 84,0 mr debyxcocrarty B rabacrui 79,0} Mk,
BH3HAYEHHS '(95;{'}.‘%-—.I{}S,ﬂ'%,Binaaﬂﬁﬂenn? i KocTi), AT ' TN P,
& N
MACLEODS Ukraine Yipaiffil' /' oWl ﬂ‘.ﬁ -
PHARMACEUTICALS Kiev Kuin ( g .duw:;w"“*‘ .‘i::; |2
LIMITED Zdolbunivska str., 7-D- BYJL 6y &1‘;’4;3, f{ 5 !
02081 02081 \ HF N e
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9 Microbiological The preparation is allowed:

purity - Total number of acrobic microorganisms
(TAMC) not more then 10° CFU/ g | <16 CFU/g
- Total-number of yeast and mold fungi (TYMC)
not more than 102 CFU/ g <10 CFU/g

o Escherichia coliis not allowed in 1:.gm of drug, 1 Absent

MikpoGionoriuna B npenaparti nonycxaernesn:

YHCTOTA - 3arajexe 4Hcao aepobHNX MikpooprauizMis
(TAMC) — e 6innwe 10° KYO/r; <16 KYO/r
“ 32FANbHE HHCJIO0 APIKAKEBAX TA MTICHEBHX
rpubis (TYMC) — ne dinnwe 102 KYO/T. <10 KYO/r

He nonyexaernen Escherichia coli y1 r npena paty. | Bincyrni

..13

Comments (if any)

Test will be performed on first three commercial batches and then cvery tenth batch with at least one
batch tested annualy.

KomeuTapi (npn
HanaBHOCTI )

| PIK, SIKILO iHAKIE He nepeabatieo K MK JOKYMEHTAMH.

TecTn nposoasiTe Ha nepminx 3-x Basigauilinnx cepisx, a notiM nicas Komnuol 10-1 cepifi abo 1 pas Ha

14

Application for
Certification

"l hereby certify that the above information is true and accurate. This series of products have been
produced (including packaging / labeling) and conducted quality control on the above mentioned
stations in full compliance with the requirements of GMP, set by the Jocal regulatory authority, and in
accordance with the specifications contained in the registration dossier or trade license of the country
of the manufacturer or importing country if the products imported. or file specifications in
preparation for the investigational product, Minutes of production, packaging and testing were
reviewed and the correspondence GMP».

3asipa npo
cepTr(piKalio,

«llHM 51 mATBePAXKYIO, M0 HABeJGHA BIIe indopmanis ¢ xocrosipuoo i Tounow. o cepito
apoaykuil Oy.a0 supofacno (BRIKOYAI0MI YNAKoBKy./ maprysants) i NPOBCNEHO KONTPOIL 1T AKOCTE
HA BHiLe 3a3naveniii ainsuui B nosuiii sianosigyocti 3 BEMoranm GMP, BeranopaeHuMH MiciueBuM:
PULYJIHTODHHM  OpraHoM, a Takok Yy sianosigvocri 31 cneundikawiaMu, wo MicTaThes B’
peecTpauilinomy nocke aGo pecerpauiiiomy nocsigaenni KpalHH-BHpobHiKa abo Kpaiun-imnopTepa,
SKWO TPOAYKUES IMOOPTOBAHA, MH B JOCLE crieunriscaniit #a npenapar ans ACCHARYBANOTD
JiKapcekoro 3acely. Ilporoxenn BipoeSumuTea, YTIAKOBKN Ta aHani3ia Oyno neperaanyro |
BCTANOB/CHO BignosianicT, GMP ».

15 | Name and position / title of the person issuing the permit issue series /
Ipissnae Ta nocajga / 3saunn ocoGir, Axa BHAANA 103BLT 1A BHITYCK Cepil
Prepared by/Ilinrorosneno Reviewed by/Ilepesipeno Approved by/3arBepmixeno
Reviewer Manager QC Manager QA
Sanjeev Gopal Dass Kumar Sajag Prakash Nitin Singh
24/01/2024 12:39 24/01/2024 14:47 24/01/2024 16:03

This is electrorically generated reporf, hence signature is not required.
He enexrponnuii 3sit, Tomy mianne ne norpifen.
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JlaGopaTopis 3 KOHTPONIO KOCTI AiKaADELKHX 3200018

TOB "OBPOBYT-TIKHJIAB"

Medicines Quality Confrol Laboratory
LLC “DOBROBUT-LIKYLAB”

Yﬂparﬁa 03153r.1 Kma BYFI. Hcrpo-Cmepcm{a Bya. 3, HEXHTROB! NPUMItE{EHHA 'ﬁz Gﬁ}? 0303?9?

Buciosok mono axkoeri Ne 466-24 sin 15,04.2024

Hasss nipeunpaty:

Pecerpauiiinnit snioaep:
Bupodnusurso:
Hosiep copii:

Posmip napii slg akol sigidpano

IPASOK:
“Tepmiv nprIATHOCTI:
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14 ratseTok v GaieTepi: 1o 2-G1UCPpl B KapTMIE ynakonu

160-24
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L 1720724

TomrapueTae 3 VMexeHORY pianorizazsizo "MAKTEOAC
BAPMACBIOTHCANS JUMITEL", Anreunuii cxnaa Moty TChiti.
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20.03.2024

Hauparaenns [0 wa 5adoparopiiiit enass (902Y

MESA no PTT Ne UAS19034/01/01
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Dianoniaac

[1IBKOBOIO OGONORKCIO, XKOBTOTO KOABORY. 3 VPABIHOBAHIIHM
"F19" 3. 0ntoro oKy TA FARALHBKI 3 1RIEOTO GOXY

Uac vipusysanns niky JedyreocTaTy Ha XpoMarorpasfax

Biionitac

BULIPOSYBILIUEG | CTMLEPIHORO. DOSY IR, GTPHAGINN TP

KITLEICHOMY BHIHA eI,
Plostsa - cHrboi ocaty

To#sa RosToro 3800pRACHHS TP q0AaRAIN 30 e (317 xr‘j

MAC 3rATHCH

RN L

Biznoninae

PO3UHUHY HEDOKCHAY BOAHIK

Yh-cuerrpu sunpolysanero Ta CYalapTHOro postiis

Biatnonijime

TIOBHH NI CHIBIIALATH

S13.0 Mr +- 3 0%

SIS

(1893, 540.8)

Bia 76.0 s a0 84.0 s pebyreocrary s tadineno (95,0 %6 - 82.2 1t

[05.0 % sl sassneHol KINHKOCT)

3riaso 3 sinoraMi MKH Bianonzac
300 3 BHAOTAMH 3ATREPIMKCHOTO TERCTY MAPKYBIRHHA . Biasorinac

Hepepipennii tpaizok GEBYMAKC radagrkn, skpsert ignereson odonoikoo no 8f)

M, o 14 tadnerok v.Gnicrep; no 2 Saictepn 8 xaproHinf yiakosui cepil BFX2
prpofunurea Maacoae Gapaacstoritkazac JHivitea, Tamis Banosiaac pisiora
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