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MKapeLKHX 3aco6in

RO

Yupaina , 03153, m. Kule, ayn. Hoaropon-CiaepCbxa, Sya.3,

Bucuosok mogo sikocTi Ne 1331
DQEBYMAKC Tabnerky,
Hassa npena paTy:

Pecerpaniiiuni HOMEp! 1331.24

Bupofuuurao:

Homep cepii: 14240746A
Posmip napTit nig sicor BigiGpano 1350
3pazor:

Tepmiu npugaruoeri: 04/2026

DAPMACEBIOTIKAIS
BYn.O. JloaGyura, 37
27.08.2024

. Bmiﬁpauo/ouepmauo Bi:

Hara CAEpHAHHI;
Bug kosrposio:

Maxneonc GapmacuioTukanc Himiren, Lipia

TorapheTao 3 o6mesenoio Binosinansnicrio
JIMITEJLY, Atrreqapi Cal Net, m.Kuin,

HEXUTNOBI NpUMilLEHHs G2, 097-0300737

-24 Bin 09.09.2024

BKPHTI (U1LBKOBOIO 060A0HK0I0 ne 120 mr,
o 4 raGnerox y Baicrepi; o 2 Gaictepu b kapromuig yrakopyi

"MAKJIEQAC

Hanpasneuus TAC na Jaboparoprmil ananis (902)

AHJ (MK, CreLMpinaniy), MEST po PIT Me UA/) 9034/01/02
BIZNOBIAHO 10 sixcoY 1y POBOANTLCY
aManis;
Joxasnuku Bismoeu ANJY ‘ Pezyisman
- -Onue: Kancynono.qiﬁuo‘a‘dmpmu, Asoony ki rabnerky, Bxpari Binnoninae
) miBsKonoio obonaikoro, 3 TpaBifoBaHaM "F20" 5 oHoro '
Boky T8 mapenLii 3 iioro Goky
Inenrudikanin - BEPX - Yac yrpumysanng nigy thedykcocrary ua XpoMaTorpamax Bianosinae
Qebykeocrar BHIROGY BANLHOrG | CTAHAAPTHOFO posuunHig, OTPHMEHIX NpK
Kibkichomy BH3HAYeHN], Mae 36iraTHos
Irenrndixauis - 3amisa {TosBa cubkoro ocapy Bianoninae
OKCHT
Inentudixaui - THraHy onasa xosroro sabapsnenny TpH noxasanni 30% (/) Binnosinae
JHOKCH POSUHHY nepokcumy Boxmo ' :
Laerrudixayin - vep. Yb-cnextpu BunipoSynanvhoro Ta CTAHAAPTHOIO poYqHRID Bignopigae
CTIERTPOoTOMETDIs - NOBHHHI chikmagaTy
Defyreocrar .
Cepensy maca 7720 Mr +- 5.0 % {7334 - 810.6) 769.4 mr
Kinsricne BH3HAYEHHY - Biz 114.0 Mr o 126.0 Mr ebykeocrary g Tabneri (95.0%  |23.5 Mr
BEPX = 105.0 % pin sanpneno; Kiitbkocti)
Mapkysauy 3rinHo 3 BuMoramu TEXCTY Mapkyganysa Binnosigac
- Y aKOBKg 3rinHo 3 BMoramn MICS Bianosipae
" BHCHOBKHM: Hepeniperus 3pasox PEBYMAKC tabneten BXDHTI IWTIBKOROIO 06070HK0I0 1o
' 120 mr, no 14 Ta6nerox ¥ baicrepi; no 2 DRICTOPH B KapTOHHiK YNBKOBLI cepii . .
14240746 A BUPOBHHUTBA Makneqge DapmacsioTHranc Jlinire s lanin signosiiae ‘
Biorar MK go PIT Me UA/ 19034/01/02 aa NaBeAeHHMH BHie NOKA3HUKaM K '
3asinysay gago Irop JIECHK
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MACLEODS
[T TITHI

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHANU3A
[ 1] Name of Product Febumax ‘ BAFPS24002615 2| Manufacturer Country | India
(Febuxostat 120 BTN T —
Haitnenysanun Dedymaxe Date: 12/07/2024 Hepmasa-Bupoduuy Innin
| | Apoayknil (@eGykeocrary 120 mr) Jiara: 12.07.2024
3 | Registration 4 | Strength/potency of the | 120 mg
Certificate No medicinal product
Homep peecrpauiii- UA/19034/01/02 Cuna niY / akrusnicrs 120 ar
__ | HOro nocnigueHHs Aixapesworoe 3acoby
8 | Dosage Form film coated tablets 120 mg 6 | Pack Size Ne 28 (14x2) in blister
in earton hox ]
Jdixapenxa gopma TABMeTKH, BKPHTI ITiBIOB0IO ofonouKom, Poamip i Tun Ne28 (1dx2) y GaricTepi
] Ho 120 mr NAKOBKIH, B KADTOHHIH ynaroswi
7 | Packing Batch No 8 | Date of Manufacturing
Hoxep yraxosanoi 14240746 A Hata Bupofunisa 05/2024
cepil
Packing Batch Size 100 000 Tablets (3 571 packs) 9 | Date of Expiry
Posmip ynarosanoy 100 000 Tabmeror (3 571 ynaronow) Hara saxinvenny 0472026
|| cepiy TEPMIHY IIDHARTHOCT]
I | Name, address aund lcense numbers of Mg unit Macleods Pharmaceuticals Limited
Village Theda, Post Office Lodhimajra, Tehsil Baddi,
Bistrict Solan, Himachal Pradesh, 174101, India.
| Migp, Lic, No MNB/07/594, MB/07/593
Haitmenysanus, MicuesHaxommenns 1a HOMepH mivensii peix Makneone ®apmachioTiicane Jisiten
HiAANOK mo BHpoBunuTRY | KOUTPORIO AKO0CT( Bineam Txexa, 11O Jlonxicafipa, Texcin Bajni,
Hierpirr Cosan, Ximaaan Mpapewr, 174101, Tugisn.
BupoGuu«a. ninensis Ne MNBA7/594, MB/07/593
MP Certificates No / Date 007 2023 GMP Vatid i 12.08.2024

Ceprudivar sianerianocti GMP 1aa BCix aiasnox no
BHpOSHIuTRY | KOHTPOMIO IKOCTE alo (uapu HAKBHOCTI) NoMeps
HOCHIANL B a3 aaunx Eudra GMP
Result of Analysis/ Pe3 ALTATH RPOBEACHHS aranisy,
Tests/ Specifications/
Horaznuxy Crnenngiranis

007_2023  GMPp Tepyin piv 12.08.2024

Results/
PezyanTarn

Yellow colored, biconvex, capsule
shaped, film coated tablets debossed
with “F 19” on one side and plain on
other side,
Kancyinonoaionor Gopans, ABOORYR/
TabneTky, axpuri MABKOBOID  0fg-
JHHKOI0, WOBTOre KonnLopy, 3 rpasilg-
Batinam «F 19% 3 oanoro Gory Ta
TIaAenbRi 3 imuoro Goky.

 Prrcmm ] T

Description Yeilow colored, biconvex, capsule shaped, film
coated tablets debossed with “F 19” on one side
and plain on other side,

Oune Kancynonoaisuor dopatn, asoonywal TabaeTkw,

BXDHTI nAiBKoBOO oBononkon, KOBTOI'O
KOneepy, 3 rpashosannam «F 19 3 oAHore Gory
Ta& rageRnKi 3 ikmoro Boky,

——

MACLEODS Regd, Office: Phone :91-22-6676-2800 i Works :
PHARMACEUTICALS Atlanta Areade, Church Road, Fax 91222956509 i Village Theda, P.G, Ladhimajra
LIMITED Near Leela Hotel, Andheri-Kurk Road, Email * customereare@macleodspharma.com  Tehsil Baddi, Distt, Solan

Andheri (Easf), Mumbai-400 059, India, Website: www.mmdeodsphara.com (HLP) 174101, Tnglia,

CIN  : LR4239MIN989PLCOS2049 Phonc:_ 01795-236137, 38




MACLEOD:
ST

[_ 2 Identification Febuxostat Complies
The retention time of the Febuxostat peak in the
chromatogram  of sample  solution  should
correspond to that of Febuxostat peak in the
chromatogram of the standard solution as
obtained in the test “Assay”,

The UV  ahsorption spectra of sample and Complies
standard solution should he concordant.
For Colourants, Complies
Titanium Dioxide,

A yellow colour should develop immediately,
For Colourants, Complies
Iron oxide.

A blue colour precipitate should form.
LnenTudicauin Pedyrcoerar
Yac  yrpumysanuas HiRy telykcocTary  wa Bianosinae
XPOMATOrpaMax BHnpobysanoro | CTAHAAPTHOTG
PosduHin, OTPHMaHHX pan KiabKicHomy
BU3HAMEH A, Mae 3GiraTies,

YO-cnextpn Binpolypatioro Ta CTaHaaprTHore | Bianosigac
O34HHIB NOBHEAI cniBNALaTH,
Gapsnukmy.

Tutany auorcun,

Mosipa wopTore sabapenrenss npn gogasanni 30%
(M / 31) possunny ne DORCHILY BOATEIG.

Bapeunen, Binnosinae
3aniza okeng.

Hosisa cunsoro ocany.

Biznosixae

3 | Average weight T72.0mg +5 9% (733.4. 810.6 768.27 mp .
7720 mr+ 59, 7334 - 810,6) 768,27 mr
4 | Loss in weight Not more than 6,0 %, (w/w) 32%
on drying
Brpara macu He 6inpwye 6,0 %, (m/m) 3.2 % B h
f apa eyurinmi
5 | Dissolution Not less than 85 ¢ (Q) febuxostat of Iabeled (1) 92 ¢2) 99 {3) 98
amount in 1S mip, ) 99 (5) o8 {6) 97
Posuungnicrs He meniue 85 9 (Q) debykcoctary pin sagpacnol | (1) 92 (2) 99 3) 98
KillbKocTi 32 15 xp, (4) 99 (5 98 (6) 97
6 Uniformity of dosage Accepiance valuye (AV) <150 % (1} 984 (2) 987 (3) 180.0 (4) 972
units (5) 99.8 (6) 101.4 (7) 98.4 (8) 98.¢6
9) 974 (10) 98.5
Min: 97,2 Max: 101.4
o . Mean: 98.9 AV:3.0% o
OanopiawicTn Npuiisannie uneng (AV)< 15,0 (1} 98,4 (2) 987 3 TG0,0 4y 972
A030BANNYX oANHHILL (3) 99,8 (6) 101,4 (7) 98,4 (8) 98,
(9 97,4 (10) 98,5
Min: 97,2 Mae: 1014
Cepenne: 98,9 n4: 3.0 %
7 1 Related substances Auy unknown individual impurity - not more than ST
0.2 % Below Limit of Quanfitation -
Total Impurities - not maore than 1,0 % Below Limit of Q/uanfi £ O fpc—
:. «
MACLEODS Regd, Office: Phone :91-22-6676-2500 w S
PHARMACEUTICALS Atlanta Areade, Church Road, Fax  :91-22-2925659% Viliage Theda, P.O, Lodhimajra
LIMITED Near Leels Hotel, Andheri-Kura Road, Email : customercare@macleodspharma.com  Tehsi Baddi, Distt, Solan
Andheri (Eust), Mumbai-<400 059, India, Website wivivanacleodsphana.com (LY 174101, India,.

CIN  : U24239MITI989PLCOS 2049 Phone: 01795236137, 38




MIACLEQDS
AN

[ Cynytui nomimecn byne-aka einentudicorana nomitixa — fe Gineme
4,2 % Hixae sesi kiankienoro BHIHAUCHHA
Cyma nomimok —ne Bishine 1,0 %, Hugsie mewi KiILKICHOTO Bu3HA eI
8 | Assay Not less than 76.0 mg and not more than 84.0 mg 117.95 mg
| (95.0% - 105.0% of the declared amount), 98.3 %
Kiaericne Bin 76,0 mr 1o 84,0 mr- debywrcocrary 8 TaGnery 117,98 mr
BH3HAYCHHA (95,0 % - 105,0 % Bil 3asBaenof KinekocTi), 98,3 %
9 | Microbiological | The preparation is allowed:
purity - Total number of aerobic microorganisnts
(TAMC) not more then 10° CFU/ g Not applicable
- Total number of Yeast aud moid fungi (TYMC)
not more than 102 CFU/ g Not applicable
Escherichia coli is not allowed in 1 gm of drug, Not applicable
MixpoGionoriuna B npenapaTi BONYCKACTLCN:
HYHETOTA - 3arajibHe 4icio aepobuity Mikpoopraniamip
{TAMC) - ne 6iabiue 10° KYO/r; He 3ACTOCOBYETLOA
~ 3araaLue R0 Apikakesnx Ty naicuenux
rps6is (TYMC) — e Ginbwe 107 KYO/r, He zacrocosycruen
L He nonycknernes Escherichia coli y1 r epenapar He sacrocosyernen |

Comments (if any
Komentapi (npn

HARBHOCT]),
[ LA%BHOC

T e ]

"Uhereby certify fthat the above information is true and aceurate. This series of products have been
produced {(including packaging / labeling) and conducted quality control on the above mentioned
Stations in full compliance with the requirentents of GMP, set by the local regulatory anthority, 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 ang testing were
reviewed and the corres ondence GMPy,

Application for
Certification

3anna npo
cepridirkauio.

avenldi giasuui B nosnii BIANOBILHOCTI 3 Bisoramy GMP, seranosaensan Micteniin
Peryanropunm OpraHoM, a Takou Y Bianosiameeri s3i caeundivaniamn, wmo MicraThen g
peecTpantiinosty gocke ado peecTpauifinomy uwocsiguensi Kpalwb-supoduuxa  afo KpaiHi-
imnoprepa, AKWO  nponykuis iMnoprosana, wuyy A0Cwe  cremndixaniii  nwa npenapar axw
Aocainxysanore JAikapcurore 3acody. Ipororxoan BHPOGHNETRA, ynawopkn T anaaizis Gyno
UePeraauyTo i Beranongeno BiAnonianicrs GMP ».
Name and position / tifle of the person issuing the permit issue series /
M pissimne ra fTocaaa /3panns 0cobN, gica Buaana 03B HA BUNVCK cepif.
Prepared by/Iliarotosneio Reviewed by/Mepesipeno
Reviewer Manager QC
Zakir Hussain Sajag Prakash
12/07/2024  14:39 12/07/2024  14:56
This is electronizally gencrated report, hence signature is not required.
Ceprudinar 3TCHEPOBANO ABTOMATH IO T2 Nigmie He noFpiburii,

——
Approved by/3arsepkeno
——Approved by/3aTsep, mEene

B Manager QA 1

Nitin Singh )
13/07/2024 07:23

H%MM_._—__MW ———— . T e bier s £
MACLEODS Regd, Office : Phone :91-22-6676.2800 " Wors

PHARMACEUTICALS Atlanta Arcade, Chureh Rond, Fax  :91-222925 4500 Village Theda, P.O. Lodhima i
LIMITED Near Leela Hotel, Andheri-Kurla Road, Email F eustomercare@macleodspharmacom  Tehsil Baddi, Diste. Solan
Andheri (East), Mumbai00 059, India,  Website: www.amacleodspharma.com (FLP.) 174161, India,

CIN - U24239MIHT989PLC0S2049 Phone: (1795236137, 38




