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ananiy
foratnugn Bumozu AHJ LPesyavimam
Onue Kareyaonoai6nos hopmu, tnoony i TaBIeTRH, BrpHTI Bianosinae
' naiBKeBOIO 0GONOHKOIO, KORTOrG KOJILODY, 3 IPUBIIOBHHNM
"F 19" 3 omioro Soky Ta ragenski 3 inioro Goxy .
Lnenrndixaris - 3aisa Ho#sa cunvoro ocayy Binnosinac
oKeHn
Lnewrugiganis - T HTAHY Tostsa scosTore 3abapsrenns npy nonasanyi 30 % (m/n) Bignoninae
Aiokcun PO34HHY nepokcuay Bognio
Leesrrndirangy - L. Yac yrpumypasmng nixy hebykcocrary na XpoMaTtorpanax Binmoniaac
Debykcocrar BRApoBypadoro | CTARHABPTHOIO POaYmHiE, OTPUMAHHX Tipu
fcinbxicnmsy BR3IHAueHH, Mac 30iraTcy
2. Y®-crektpu BHApOOyRBanoro ta CTAHAAPTHOrD POITUHIE Bixnosigac
NOBHHHI CNiBRagaTy
Cepeans maca S15.0 mr 44 509 (489.3 - 340.8) 513.7 mr
Kinskiche snusuavenus Bin 76.0 mr no 84.0 mr bebyxcocrary B Tabnery (95.0% - 83.0 mr.
105.0 % 8ig saqenenoi kinbkocti)
Ynakoska 3riano 3 pumoramu MKCS Bignosinae
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIMIA
1| Name of Product Febumax BAFPS24002571 2| Manufacturer Country | India
(Febuxostat 80 mg) —
Hatistenynanns Webynmae Date: 17/67/2024 Jdeprasa-supobunk Tupin

npoAYrui’
3 [ Registration
Certificate No

(Pebyrcocrarty 80 Mr) | darta: 17.07.2024

4 Strength/poteucy of the | B0 mg

UA/19934/0]/01 | medicingl roduoet _

Howmep pecerpaniii- Cuna it/ akrusuicrs 80 mr
HOrG HocBigYCH s JliKapesKoro 3acoby .
i 5 | Dosage Form Film coated tablets 80 mg 6 | Pack Size N 28 (14x2) in blister
. in earton box
Jirkapernka thopma Tadnern, BKEPHTI nMiBKOBOIO obosonkoie, Poanip i Tun No28 (14x2) y Gaicrepi
’ mo 84 mr | [ ¥Iakoem. B KAPTORNIi ynakopyi
7 | Packing Batch No 8 | Date of Manufacturing
l Homep ynarosanoey 142405554 Lara supobinnrrea 05/2024
! 2 Bateh Size | 600 000 (ablets (21 428 hacks) 9| Date of Expir T T
Posmip ynawosauner | 600 000 raGneror (21 438 Ynawosor) Aara sarinaenim 04/2026
cepii TepMiny nprraTHoOCT
Name, address and license numbers of Mg unit Maecleods Pharmaceuticals Limited

Village Theda, Post Office Lodhimajra, Tehsil Baddi,
District Solan, Himachai Pradesh, 174101, India.

Mfg. Lic. No MNB/G7/594, MB/O7/593
Maraeonc Dapmaceiorurane Jisirten
Bineaw Txeua, 110 fonximaiipa, Texcia Banni,

Hicrpixr Conaun, Xisauag Mpamen, 174101, Tuais,
Bupobiirua, nineusis Ne MNB/07/594, M B/07/593
007/2023/GMP  Valid il 12.08.2024
007/2023/GMP Tepmin aiv 12.08.2024

Ilm‘imc:tynanun, MicUeInaxommenng Ta HoMepw Jittensiit neix
NiASTHOR Mo supobanurey | KOHTPOIO IKOCTI

('.‘f\lJTE,’crliﬁcmasm/LD_atc
Cepradivarn BlitoBizaoCTE GMP pus BCiX Alaanok no
BIpodanuTsy i ROHTPOII sikoeTi ado (npu BRSIBHOCT) Homeps
HOUWAAI 1 Dasi anx Boudea GMP
Result of Analysis/ Pe3 ALTATH IPOB

———

T

Tests/ Specifications/ Results/
Howazumicn Creundirkayin Pesynsrarn

Yellow colored, biconvex, capsule shaped, film | Yellow ;oﬂ)-rcd, .I)I'_COIIVEX, capsule

coated tablets debossed with “F 19" on one side shaped, film coated tablets debossed

and plain on other side, with “F 19" o5 one side and plain on
other side.

Kaneynononignot bopmn, asoonykai Tabaerion, | Kancynononidnai Ppopm, ABOONY e

BRPRTI NAisicosoro oBonouroto, wosrore TadaeTRn,  nrppTi MWIHBKOBOIO  0b0-

KGABODY, 3 rpasioBannam «F 19y 3 oAnoro Goxy JAO0HKOW, ROBTOIO KOALOPY, 3

TR MIAIenLKI 3 inmoro Goky. rpasiosatimm «F 199 1 omoro Bowry
] 1A Taafensri 3 intmore foxy. e

Febuxostat Complics

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 gag

obtained in the test “Assay”,
‘‘‘‘‘‘ ““*J““"“—*-—M 1//

e e e .
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Average weight
Cepeanst maca

Loss in weight
on dryin
Brpara maca
TPH evirisHi
Dissolution

L

Unifermity of

dosage units

OnmitopinnicTs
A030BANREX OAHHIIL

CyoyTui gosmiwiey

3aniza ogena,
fosiza cnibors ocagy.

S150mg+59% (489.3- 540.8)

SI15,0 mr£ 59 (489,3- 540,8)

—_— ]

Not more than 6.0 % {whw)

The UV  absorption spectra  of sample and Complies
standard solution should be concordant.
For Colourants. Complics
Titanium Dioxide.
A yellow colour should develop immediately,
For Colourants, Complies
Iron oxide.
A blue colour bedpltateshould form: _
laeutudixanin Dedyrcoerar
Hac  yrpumysanns niky dedyrcoeraTy  ua Binmonigae
XPOMATOrpaMax BHNpPoSYBAHOrG | CTAHARPTHOrO
po3unHis, OTPHMANHX apn RidbkicHomy
Lﬁi‘ﬂllﬂ‘ie“lli, Mae€ 36iraruca,
Yb-cnewxrpy BHIDOOYBAHOTG Ta CrannapTHore | Bignosigae
| BO3IHUIB nosuuni cnisnanaTy.
Bapeuikn, Bianoeigae
Turany puokeny,
ITonsa wonTore 3abapaenus npn goassanni 30%
{M / ») posunny MePOKCUAY BOANIO, o
Bapennkn, Bianosinac

—————

SH.4d mg
————
518,44 mr

He Binbwe 6,0 % (M/nr)
Nof e rmae s —— o

Not less than 85 9 (Q) febuxostat of fabeled
amount in 15 min,

Potunnuicrs

Relaledms_ﬁ_tﬁtanccs

He aeire 85 9%, Q) cpcﬁylccor.:a'ry BijL 3asipenof
Kilbwocri 3a 15 xn,

Acceptance value (AV)< 15,0 %

Hpuivmaneire yneao (AV)< 15,0

—H___-ﬁ'-__.‘.-“h_‘——:—n__—hw
Any unknown individual tmpurity - not more than
0.2 %

Cyma gomimok — e Gisnbwie 1,0 %
Not less than 76,0 mg and not more than 84.9 mg
(95.0% - 105,0% of the declared amount).

3.0 %

3.0 % T
M 97 2y 97773 99

(4) 98 _(5) 99 (6) 101

(1) 97 (@2) 97 () 99

4 98 (5 99 (5 101

{1) 93s.1 (2) 98.6
(5) 100.8 {6) 191.6
(9) 100.0 (1% 99.3

Min: 98.1 Max: 102.1
Mean: 100.3 AV 30 % o
(nH 98,1 () 98,6 (3) 101,0 (4) 100,1
(5) 100,8 (6) 101,6 (73 102,1 (8) 100,9
(9) 160,0 (10) 99,3

vlin: 98,1 Mazxe: 102,1

ny. 3,i Yo o

(3)101.0 (4) 100.1
{7y 102.1 (8) 100.9

Below limit of quantifation

Total Impurities - not move than 1,0 % Below limit of uantitation

| 2 Gial —— Ol quantitation S
Byag-siea Heiaerriiicosana gomitina — pe Ginbine
0,2 % Hirzege aressi wintnicicngre BU3HAUCHIR

Hinrue meini icinnxicuoro BHIHAYECHUS
IR Lo saenns

80.41 mg '
100.5 %

Kinoriene
BHIHAYCHHS

Bin 76,0 mr g0 84,0 mr pedykcoctaTy B Tabdserui

80,41 mir

(95,0 % - 108,0 % Bid 3ansaen sy KiabkocTi), ]

100,35 %
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f- 9 Microbiological The preparation is allowed:
| purity - Total number of aerobic micreorganisms
] (TAMC) not move then 10° CFU/ g <10 CFU/g
- Total number of yeast and moid fungi (TYMC()
hot more than 102 CFU/ g <10 CFU/g
Escherichia coli is not allowed in 1 gm of drug, _Absent ——
MiicpoBionoriyna B apenapari aonyckacroos:
HHCTOTR = 3arafibne yneno ACPeBIHX MikpoopTakizmin
(TAMC) - ne 6innue 10° KYO/rs <10 KYQ/r
" 3ArAABNE THE10 ADLKIUKEBIX TA mTicHeBy
rpudis (TYMC) - ne Binvue 107 KYOrr. <H KYOQ/r
paty. | Bigcyrtui

batch tested annualy.

He nonycknernes Lscherichin coli y1 r npeng Y
. Test will be performed on first three commercial batches and then every tenth batch with at least gne
Comments (if any}

Konmerrrapi (rpn
HASIBROCTI),

SIKILO iHaKIDe e ne eAbaveno immn o
"I herehy certify that the

produced {(including paciaging / )

abeling) and

Application for . A
ppication fo accordance with the specifications

Certitieation of the manufacturer or importing country
preparation for the investigational product,
reviewed and the corres ondence GMP»,

3asaea npo «lam ﬂiLETBep,[(H{yIO, e Hageen

cepradikaniso,
Ha BIE Jasuaceniij Alaangi B non
PETYASTTOPHUM  Opranom,

AKII0 NTpoaAYKLis iMnopronana,
Jgikapenkore 3acofy,
BLCTANOBNCHO BignoianicT, GMP

TecT npoBoasitn ua nepumx 3-x samigawiiinnx eepisy,

. N P Y _“%——‘?‘T_—jrf-—“f—mm*“ﬁ—-M
above information is true and accurate, This series of products have

stations in full compliance with the requirements of GM P, set by the local regulatory
confained in the registration dossier or trade licen
if the products imported or
Minutes of praduction, packaging and testing were

a4 BHme indopaania ¢ Aocroripuoo i Tounoig,

npoayxkait Syao supobneno (BKA10yAIOuN yuaroexy / MapryYBanna) i nposeseno KOHTPO)
Hiit Bianosianocri 3 i
A TaROW Yy mianosimpocr

peecTpanilinosmy nocre ago peceTpanifinomy nocsigyenni wpalir-sin
It B Aoche eneundinauif
Nporoxenu BHPOBHINTBA, YHaxoBKH Ta avanizis Byno nepernanyre i

A NOTiM mican KomHoi 107 cepir
MEHTAMN,

a6o 1 pas na
heen
ality control on the above mentioned
authority, and in
se of the country
file specifications in

conducted qu

Hw cepin
b 1T ArocTi
voramu GMP, seTanosaenumn MicHeRIIn
3i cueundicauinsm, wo mierarnes B
poGuuxa ado wpaiHi-imnopreps,
2 npemapaTt s ROCHAIRYBANOrG

|
I
|

This is clectronically generated report, hence signature is not required,
Ue eaewtpounii IBIT, TOMy mianne ue noTpiden.

.,
15 | Name and position / title of the person issuing the permif issue series /
f pizsnme ta mocaga / 3BAHHA ocobu, axa sumana gozsin HA BUMYCK cepil, - . .
Reviewed by/Ilepenipeiro Ai)El‘H?Z/&!TBEEHHCCHO _:%
. Reviewer — Manager QC s
| Zakir Hussain Sajag Prakash
L 17/0772024 16142 17/07/2024 16:52

Manager QA
Rudresh Kumar
18/67/2024 07:58
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