JEPFKABHA cy ')'K‘BA 3 JIIKAPCHKIX 3AC()BIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KUCBI

npos. Hanii Coitauunort, 3, 02099, ten. (044) 205.26-85
E-mail: dls.kyiv@dis.gov.ua, Ko ELPTIOY 37079055

BUCHOBOK
npo sKicTh BREICHOIO B Ypainy JKapeLroro 3acoBy

Ne 39235/25/2611

06.08.2025

OEBYMAKC
(vaiisieynais nikapebKore JacolBy 3riAne 3 pecerpaitifiunm HOCKEANICHIAM)
FaBICTICH, BRPUTI IHBROBONO oGosonioo no 80 i o 14 raGaeror y Guierepl; 110 2 Guicrepn
B IAPTOIHII YIAKOBLU
(popme BHIYCKY, JOSYBAHII. B HAKYRAHES ATKAPCLROTO 3ac00y)

Fomep peccTpatifHoro HoCRULeHHA UA/19034/01/01 crpok aii peccrpaitiittoro nocsinsciing 28.10.2026

Cepin stikapebkoro sacody Ne 14230779A KinbKICTb REC3CHOTO JIKAPCHROTO 3aCO0Y 12600
BopoGinix Maseozc dapumacsioriiane Jlivirea, Trtisl

(Hadiey paiig RHPOGUUKE AIKAPELROTD 3ucody. kpaiia DOXODECHTISH)

Topapuerno 3 00MLEKCITOI0 BiAIOBIAAABLHICTIO "MAKJEOQHC

GAPMACBIOTIKAJS JUMITEL, inenr. kon: 37554108

(AT ICHY BT TR KO 38 C/PTIOY 1opsamiuoi ocodin aBo npiswnue, s ne Givrproni Hizwinol

0colH - BLANPHEMIE, T MICUE NPONHBUNKA T4 pecerpanifingi nosep 0GAIKOBOT KUPTRH NAATHHK
noaTKin 400 CCpif Ta 110AMLP NACHOPTR)

Baeseno 8 Yrpainy

[1poTOKO BITYAABHOTO KOWTPOJIS0 BIL 06.08.2025 N 2907/01.10-25/1.

Fa pelyARTATAME  ACPAARIONG  KOTIPOMQ BeTAHOBACHO, Ul kapebkiil  saciG  ssescHo b Yrpaiiy

JorpumMany $IM BHMOI JAKOMHOMABCTBA OO sabesnetcns ARGl NixapehiHx 3acoliB.

Mukosna XOJIOHEHKO

{(nianie) e o UprIBHII)




AEPHKABHA CJIYIKBA 3 JHIKAPCBKUX 3ACOGIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hami Ceitananoi, 3. 02099, ten. (044) 295-26-85
E-mail: dls kyivi@dls.gov.ua, Kox CIPHOY 37079055

BUCHOBOK
Mpo SIKICTL BBE3EHOro B Ykpainy gikapenkoro 3a¢00y

25.06.2025 Ne 31744725726

DEBYMAKC

(HAHMEHYBAHMI AIRAPCHKOIO 1acoBY 3rimo 3 PECCTPaniitHMar HOCRLIMCHIHA)
TabAETIH, BRPIT naiBKoBo1o 06ostonkero o 80 mr, o 14 taduerown y Buderepi; wo 2 Gaicrepn
B Kapronuiii ynakonui

(thopma BityCRY. AOTVBANHA, WU IREY BB HKAPCHKOTO 33000y )
Homep peccrpadiitnoro nocsismenns UA/T9034/01/01 erpor aif pecerpattiinoro nocrizienms 28.10.2026
Cepis sixapenkoro sacofy Ne 14250779 A, KinbkicTs 8sesenoro aikapehkoro sacody 7920)

Bupobune Maxneone Gapmacuioruxasne Jlimitea, luaia
(Haliseiry narng sHpoOINIKA ATKAPCLEOIO 3acoBy . KPUTHI HOXOURCTHN )

Bpezeno 8 Viepainy Towsapuerno 3 o6memenoto sinnosinannuicro "MAKJIEQNC
DAPMACBIOTIKAJZ JUMITENL", ineur. worn: 37554108

(nalmenysanis ra koi 38 CAPITOY 1opuaninoi ocot abo npisenite, iM's. no 6arsron] thispunod
0coBu - IANPHCMIE, 1T MICHE NPORHBANLS T2 PeCCTpRIiFii HOMCT OOJTKOBOT KRPYFRH 110 Tk
NOAATKIR 200 CCPist Ta HOMEP HEChop1 i)

INporokon nizyansiioro wowrposso win 05.06.2025 X 1897/01.10-25/1,
JlaGoparopiuit anania sxocri nikapeskore 3acofy saiicuenuis

JlaGoparopis 3 kowrpomo sKkocti Aikapeskux sacotin TOR " JIOBPOBY T-JIKHIIA L (M. Kuin,
Byst. Hosropon-Cisepenka, 6y.3. Hexurnoni npusinieiins 92)

(Hadiserysannsg Ta Micnenuxovceus aaGoparapii, o upose sabopatopiil anais skocri)

Buchosok woa0 AkocTi sikapenkoro sacoGy, sunanuit aaGoparopicio sin 25.06.2025 Ne 31-25
Peaynbraty naboparopnoro anwnisy skocTi JAikapekkoro 3acoBy 3a nepenipeiimi noKasHuKan i BIATIOBIANIOTD
BUMOTaM MCTORIB KOHTPOJIO SKOCT] (AHANITHUHO-HOPMATHBHOT A0KYMEH TALLT).

il
34 pesynuTATAMEH  ACPRABHOTO  KOUTPONIO  BCTAHOBAEHO, L0 //irapcx,xmﬁ 3cif  sReseno s Vepainy 3
AOTPHMAHHS /J{ixapmamax 3acofin.

I 3RKOHOAIRCTHA 1H0A0 3a0e3neueHHa aKoET)

s Miticasa XOJOJIEHKO

! . : .
a obotia b HET DPITHBTIC!
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FACLEQD .S
T

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

LIMITED

Near Leea Hotel, Andheri-Kurla Road, Ermil
Andhetd (East), Mumbai~00 859, India,  Website: wivw.nacleodspharmaccomm
CIN  : UM230MIIO89PLCOS2049

: customercare@@macieodspharma.com Tehsil Baddi, Dt Sofan

I | Name of Product Febumax AR No 2 T Manufacturer Country | India
(Febuxostat 80 mg) BAFPS25001525
Haiinenysanust Pedymare Date: 23/04/2025 JepmaBa-BHPOOHIK Tauin
| npoyeni (Debyrcocary 80 mr) | Hara: 23.04.20258
3 | Registration 4 | Strength/potency of the | 80 mg
Certificate No e UAJI9034101/01 ﬁg\gdicivnhz.ll El‘oduct. e
Hosep pecerpai- Cuna il / aKTUBHICTS 80 nr
noro foesiuelns airapeskoro 3acofy
5 | Dosage Form Film coated tablets 80 mg 6 | Pack Size No 28 (14x2) in blister
] in carton box
Jlikapenka popma TabiaeTk, BRpUTI IIHBKOBON 0600HK010, Posmip i tun No28 (14x2) y Gnicrepi
no 80 Mr YUAKOBKH, B KRaprouuiil yHaxopii
7 | Packing Batch No 8§ | Date of Manufacturing
Homep yuaxosanoi | 14250779A Jata pupobuuursa 02/2025
cepit
Packing Batch Size | 600 000 tablets (21 428 packs) 9 | Date of Expiry
Posmip ymaxosanoi | 600 000 Tabaeror (21 428 yoakosox) Jlara saxingenus 01/2027
cepii o cepMiny npUAATHOCT o
10 | Name, address and license numbers of Mfg ur it Macleods Pharmacenticals Limited
Village Theda, Post Office Lodhimajra, Tehsil Baddi,
District Solan, Himachal Pradesh, 174101, India.
) My, Lic. o MINB/07/594, MB/7/593
Haitmenypannst, MICUCIHAXO/LRCHNA T4 weMepr  sriuensii peix | Mawieoie PapMachiOTHRANC Jlimirejt
AlasToK 10 BUPOSHALTEY | KOHTPOIO scocTh Binexs Txema, 11O Jonximaiipa, Texein bau,
Jicrpixr Cosan, Xivauat TNpaxcis. 174101, Inuin.
Bupotnuua, aivensis N MINB/07/594, MB/07/593
11 | GMP Certificates No / Date 023/2028/GMP___ Valid till_18.10.2027
Ceprudiary piagosianocri  GMP s seix  plasior 1o 023/2025/GMP  Tepsin it 18.10.2027
BapofuHUTBY | KOHTPOJIIO seocri afo (npm nasiBHocti) nodepa
nocuaans B bazi gannx Ludra GMP
12 | Result of Analysis/ PesyjprarTy IpoBe/lenns AT,
Sr. Tests/ Specifications/ Results/
No. Toxasnuruy Cuenndirauia PeayanraTy
Na
i Description Yellow colored, biconvex, capsule shaped, film | Yellow colored, biconvex, capsuli
coated tablets debossed with «F 19» on one side | shaped, film coated tablets debosse
and plain on other side, with «F 19» on one side and plain ol
other side,
Qunuc Kancynonogiduol  Qopmu, ABOOTYRIH  TaliaeTRA, Kancynononidnoel  Gopyu, JBOONYIA
BKPHTI TIIBKOBOI 0BOONKOI0, HKOBTOFO KOJILO- | Tadjaerkn, BKpUTL  IJIHBKOBOW 0Ho
pY, 3 TpaBileBaniim «F 19» 3 omsoro GOKY Ta | JIOHKOIO, KOBTOVO KOJABLOPY, 3 Tpasito
Faagennki 3 wmoro Goxy. panmny «F 19» 3 opworoe Bowy T
raagenbii 3 ML, boKY.
//‘?
wa
MACLEODS Regd. Office: Phone ; 91-22-6676-2800 b/f Waorks
PHARMACEUTICALS  Atlanta Arcade, Church Roac, Fay  :91-22-29256599 Village Fhéda; PO, Lodhimajra

(HP)) 174101, India,
Phone: (1793-236137,38
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2 Identification Febuxostat
The retention time of the Febuxostat peak in the
chromatogram  of  sample  solution  should Complies
carrespond to that of Febuxostat peak in the
chromatogram of the standard solution as
obtained in the test «Assay»,
The UV absorption spectra of sample and Complies
standard solution should be concordant. j )
For Colourants,
Titanium Dioxide. Complies
A yellow colour should develop immediately,
For Colourants.
Iron oxide. Complies
A blue colour precipitate should form.
Inenrudixauis ®edyxcocrar
Yac  yrpuvysannst  nicy  QefykcoctaTy  ma
XpoMatorpamax sunpofysanoro { crasmpapracro | Binnosinac
posanuin, OTPUMAaHRX upu kifbricHOMY
pu3naven, pMac 3dirarucs,
Y®-cnextpr sunpobysanoro Ta erampaprioro | Bimmosizac
DO3YMHIB HOBHUHI CIHBIARATH.
bBapsuuru. Bittonitac
" : ijosinac
urany anoxenn.
Moana wosroro safapsiacuust Mpu gonananui 30%
(M / M) PO3UREY HEPOKCHAY BOIHIO,
Bapenngn,
3auriza oxeug. Bignosinac
) MosiBa cunLOrY ocaxy.
3 Average weight 515.0 mp = 5 % (489.3- 540.8) 512.98 mg
Cepeans Maca §15,0 Mr £ 5 % (489,3- 540,8) 512,98 mr
4 Loss in weight Not more than 6.0 % (w/w)
. 3.3%
ondrying 4
Brpara macn He diabuie 6,0 % (m/a)
A 3,3 %
HpH cyminui
5 Dissolution Not less than 85 % (Q) febuxostat of labeled 1y 98 (2) 101 (3) 100
amount in 15 min, 4) 100 5 99 (6) 98
Posunnnicts He senme 85 % (Q) dedywcoerary i sassaenol (1) 98 (2) 101 (3)y 100
wiabroeTi 3a 15 xn. ) 100 5y 99 (6) 98
6 Uniformity of | Acceptance value (AV) < 15,0 % (1) 1016 (2) 101.2 (3) 101.1 (4) 101.6
dosage units (5) 1011 (6) 101.4 (7) 181.7 (8) 101.5
(%) 100.8  (16) 100.5
Min: 100.5 Max: 101.7
Mean: 101.3 AV: 1.0 % “
Oanopijaicrs Hpnitvaneae yneno (AV) < 15,0 (1) 181.6 (2) 101.2 (3) 101.1 (&) 101.6
JLO3OBAHMX OITHHIL (5) 011 (6) 101.4 (71617 (8) 101.5
(9) 160.8 (10) 100.5
Min: 100,5 Mawe: 101,7
Cepeaue: 1013 JIY: 1,0 %
7 Related substances | Any unknown individual impurity - not more than
0.2 %
Total Impurities - not more than 1,0 % WEALOY ?
MACLEODS Regd. Office; Phone : 91-22-6676-2800

PHARMACEUTICALS  Adanta Arcade, Church Road,

LIMITED

Near Leela Hotel, Andheri-Kurda Road,  Email :Clmomcrcﬂ)'e\f(@ttmclcltxlsl)llztx'nuu/c‘f)ﬁ/f Tehsil
Andheri (East), Mumbai-<400 059, India.

Fax  ;91-22-2925-6599

Website: wwvw.micleodspharmacom
CIN 1 U24239MHI989PLC052049

o

(H.P.) 174101 Trictia: -
Phone: 01795-236137, 38
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l Byib-sa neigenTidicosana pominga -
e Bismie 9,2 %o
Cyaa noMilor —Be bliakte 1,0 %

Cynyrui foniuen

Hipxye Mesi KijbricHoro BH3HAUEHHs!
Hiexae Meoxd KDILRICHOT0 BR3HAYUCHHS

(TAMC) not maoee then 10° CFU/g

- Total number Hf yeast and mold fungi (TYMC)
not more than 19* CFU/g

Escherichia coli is not allowed in 1 gm of drug.

8 Assay Nof less than 76.) mg and not more than 84.6 mg 79.57 mg
! (95.0% - 105.0% of the declared amount). 00 8 Yy
1 Kinericue Bin 76,0 mr 1o 84,0 sr dedyrcocrary B radaernd 79,57 mr
! BHUIHAYCHHS (95,0 % - 105,00 “% iz 3agBuenol wisnrocTi). 99,5 %
Yy Microbiological | | The preparation is allowed:
purity - Total number of aerobic microorganisms

<10 CFU/g

<10 CFU/g
Absent

Mixpodiosoriuna
MUCTOTA

B upenapari 0IyCKacThHesk

~ 3arajiblie Wicio aepolunx Mikpooprauizmis
(TAMCQ) ~ ne dlapie 10° KYO/r;

- BArAbLHE YECIO APIAIUKEBHX TA IUHCHEBRX

<10 KYO/r

rpudin (TYMC - ne 6lanie 10> KYO/r. <10 KYO/r
He ponyeractbast Escherichia coli y1 T npenapaty. Bijeyrmi
13 c e Test will be performed on first three commercial batches and then every tenth batch with at least one
“onuments (if any)
v batch tested annualy. e
Komenrapi (1pu TeeTH HPOBOAATE Ha N2PILNX 3ox padiganiiiaax cepinx, & noriM icurst ronof 10-7 cepii afo 1 pas na
nasBRHoCTi). pir, SFKILO (HAKIIe 1e 1epeLiaucno THUEME JLOKYMEHTAMU,
14 "] hereby certify that he above information is true and accurate. This series of products have beer
produced (including packaging / labeling) and conducted quality control on the ahove wmentione
Application for stations in full. complia:xcg NWiﬂ'l the rcqui.rcmclnts of GI\"I,I’, se.t by thc‘lucal rcgula(f)ry auth‘ority, and 1t
Certification accordance with the specifications contained in the registration dossier or trade license of I\hc countiy
of the manufacturer or importing country if the products imported or file specifications i
preparation for the iivestigational product, Minutes of production, packaging and testing wer
reviewed and the correspondence GMP», ~
3anpa (po M s nrTBepUKY®, M0 Hapeacna BHUIC inopmanis € AOCTOBIPHOIO i rounoto. Il cepin
ceprudiraniio. npopyruii dyno pupolieno (BRIOMAIOYH yaakosry / MAPKYBANIN) | HPOBLACHO KOHTPOIL T stRoet
pa BHIHe 3assageniit s B floR il Bignopigpocti 3 BHMOTAME GMP, BeranoBACHIME MICLLEBHA
PErySITOPIIM  OPraBoOM, & Tako® ¥ pimrosinmocri i cneundikauiamu, 1o aicrsrpes i
peecTpaniiinosy Hoch: abo peecTpanifnony Hocpinuenyi KpaiHH-pHpodHBKa ado xkpainp-izmioprepa
SKINO  POAYKIist iMitoprosana, W B JIOChE crermixaniii pa npenapar Jjus JOCHLARYBAHOTC
nikapewkoro 3acoby. [Ipororoms BUPOOHHITEA, YHAKOBKH Ta anaxizip  Oyjto  HeperyisuyTo
seranonieno siiosisnicrs GMP ».
15 | Name and position / title of the person issuing the permit issue series /

Tipiznynie 1a 00caia /apanus ocodn, sika BHAA A J03BLI HA BHITYCK cepil,

Prepared by/Ilijrorosieno Reviewed by/llepenipeno

Ai)pmved by/3aTBepIKC

Reviewer

Manager QC

Manager QA

Sitaram Kumhar

Suchindra Kumar

Nitin Singh

24/04/2025 08:46

24/04/2025 09:07

24/04/2025 10:18

Printed by/Posapyrosane: Nitin Singh

[ Printed on / Poa;:m\-'lconanb.

24/04/2025 10:21

Note: This document has been generated clectronically with E-Siguature,

Mpumitia: CepTudikat 3reHEPOBANO

ABTOMATHM A0 3 CICK

TPOHHWM 1 IITHCOM,

CNo.: C250001148

MACLEODS Regd. Office :
PHARMACEUTICALS  Atlanta Arcade, Chureh Road.
LIMITED

Phone : 91-22-6676-2800

Fax 1912229256599

Near Lecla Hotel, Andheri-Kurla Road, Eanail :cusl‘(,)mcrcare((?}nmclcudsph:u'nm.c(mi'

Andheri (Easty, Mumbai-400 659, Indin.  Website: www.miacleodspharma.cont
CIN s U24230MH1989PLLCOS2049
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stt, Solan
(HL.P.) 174101, Tndia.
Phone; 01795-236137, 38
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