AEPKABHA CINYKEBA 3 NIKAPCLKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMU y m. KMEB]

npos. Haaii Caitanunot, 3, 02099, e, (044) 295-26-85
[email: dis.kyiv@d!s.gov.ua, Kon CIPTIOY 37079055

‘ BUCHOBOK
PO AKICTH BRE3CHOTO B Yiepaiuy jsikapesioro 3acoly

09.03.2026 Ne 11741726726

DEBYMAKC

Coaisieny mios Alkapeukora scoby srinno i PECCTPATIRHHA VIOCBLCH s M )
rataericn, Brprti BROBOIG 0600HK0I0 110 120 Mrs aro T rabneror v foderepis no 2
Oaicrepu s kapronunii YAAKOBIL
(thopsia sunycy, 203y iy, pin HAKYBAHHS AIKAPCHKOro 3acoy)

Homep pecerpanifinoro nocnipvenns UA/] 9034/01/02 erpox aii peectpaniiinoro nocsinwenns 28.10.2026
Cepin aikapenkoro sacoby Ne 1425368213 Kinexicrs ssesenoro aikapenkoro sacoby 3490

BipoGung Makneosc Dapsmaciiorukanc Jlimireu, Lingis

(Halmeuynavng BupoGuia i APCLKOTO JacOBy. kpatua NoXoKCs )

Brescno w Ypariy Tosapuerno 3 ofiaesenionn plimnosinaasuicrio "MAKJIEOJC
DPAPMACLIOTIKAJR JHUMITE ", feny, won: 37554108

{alNCHy s 1 k021 54 CAPTIOY 1opsainal ovetis alo upisnmute, i's, no BartKonB
Qizmusiol veoty - HANpUENMIE. 7 sicte NPOHUBAINR T peecTpasifg HosMen 0liikoRaT
RARTRICNAGTIBRD noAxTRID 260 copix ta HOMep nacaoprTa)

Hporowosa sizyanniore wowrpomo sin 02.02.2026 M 348/01.10-26/1.
Hadoparapusit auasnis AROCTI Skapehroro sacoly sailicnenwii:

JlaBoparopis 3 KOHTPOLIO gKocTi stikapebkux 3acoGis T OBAPHCTRA 3 ODMEEHOIO
BlanoBianLicTIo "JIIK VJTAB" (a. Knip, By Hosropoa-Cinepenka, Gyn.3, nexurione
Jpusinenig 923

(uadisery a1 g MICHEHAN 00k 3 aadboparopii, yp paBesa naboparopnsii anaais LG

Buenonow wono axoer] AIKApeLKOr 30¢08Y, BHMANMj] naGoparopieio ain 06,03,2026 No 26-226
Pesymrarys saGoparopuoro iy akocti nikapeskoro sacoGy 1a [CPCBIpEIUMI NOKasHIkaMI BILIORIZAI0 T
BHMOPAM MCTOAIB KOHTPOMO fkOCT] (ananituaio-nopmatusior JOKyMeHTaLiT).

3a perantaramn ACPRABHOrO  KOUTPOSIKG RETANOWICIO, 010 Aikapenknii  1aci( BECsCo w Vepainy
HOTPHMAHH M

MKONOMARCTBA (110no 3216(;‘3["25‘!0““5{ akacTi ;Jiuapmmnx "1."1?}0()513.
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJMBA

i | Name of Product Febumax AR No. 2 | Manufacturer Country | India
(Febuxostat 120 mg) | BAFPS25005669
Flaliseuynanns Medymare Date13/12/2025 Jepmapa-nupodii Traist
npoayenil (Deyiecoerary 120m0)] JQara:13.12.2025
3 | Registration Certificate 4 | Strength/potency of the | 120 mg
bi : UA/19034/01/02 medigionl pradutt
Homep pecerpattiiiore Cujrst A/ aTHBHICTD 120 mp
D noenbivenns JKAPCHLKOIS 3ac0By
5 Dosage Form film coated tablets 6 | Pack Size N 28 (14x2) in blister

in earton box

Jirapenka Gopya Tadaeru, BRPUT INIBROBOIO

000N OHKOI0

Posmip i run
VOAKOBICH.

Ne 28 (14x2) v baicrepi
8 wapromuif yuawosi

Pu!\mg Batch Mo 8

D3ate of Manufacturing

v ) et 142536821
Homep viakosanol cepll

Jlaea supodunirsa

09/2025

Packing Bateh Size 100 000 Tablets (3 571 packs) 91

Date of Expiry

Posatip yuakopauol cepit | 100 600 Tabaerox (3 571 yHAROBOK)

Jara sarinycHun
TepMiny HPHANTHOCT

(48/2027

Name, address and license numbers of My unit

Macleods Pharmaceuticals Limited

Village Theda, Post Office Lodhimuajra, Tehsil Baddi.
District Solan, Himuchal Pradesh, 174101, India
MNB /07/594, MB /07/5393

Hattaenypanisg, MICHEIMAXOURCHES  Ta  HOMEPH Jinensiii seix
ALASUIOK 10 BHPOGHHITRY | KOATPOAIO SKOCT

Maaeone dapatacsroturaie Jlimiven

Binemas Txena, N0 Joxsisaiipa, Texcin Bauad,
Jierpixy Coaan, Ximauan Hpajew, 174101, Tuin
MINB /07/594, MB (07/593

GMP Certificates No/Diate

078/2025/GMP Valid (il 18.10.2027

Ceprudinarn sianoniuwetd GMP i peix Alsor no supod-
By | ROIEP0JIo skoeti ado (Ipn nansnocTi) HoMepa nocuH-
s 023 gaunx Eudra GMDP

078/2025/GMP Tepnin i 18.14.2027

12 | Result of Analysis/Peayanrari iposciieui Ay,

Sr. | Tests/ Specifications/ Results/
No. | Hoxaznuu Crenngiranis Peayanrati
Ne
Carju
i Description Yellow coloured, biconvex, capsule shaped, fim | Yellow  coloured, biconvex, capsule
coated tablets debossed with «IF 20» on once side | shaped, film coated tablets debossed with
and piain surface on other side. «F 20» on one side and plain surface on
One Kaneyaonopitnol dopmi, asoouyral Tabaerwi, Kaneysonoidnoi gopsm, aseouywii vad-
BERPATE ABKOBOI0 060JOIKOI0, KOBTOID KOJLO~ | JICTKR, prpiTl WHBKOBOIO  000Jd0HK0W0,
py, 3 rpapitenanusy «fF 26» 3 ojHOro 0Ky Ta | WKOBTOIO KOIBODY, 3 rpasitoansny «k 20»
: e BRI 3 inoero 6oRy.
2 Ldentification Febuxostat
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 «Assayy,
MACTEQODS Regd. Office : Phone @ 91-22-6676-2800
PHARMACEUTICALS  Atanta Arcade, Church Road, Fax  191-22-2925-6599
PINVIETED Near Leela Hotel Andheri-Kurla Road,  Fmail @ customereare@macieodsphurmacom "Fehsit Badd

Andheri (East), Mumbai-<400 039, India.  Website: www. nucleodspharmacom
1 L24230MH989PLCO52049

CIN

(HLP.) 174101, Indii
Phone: (1795236137, 38
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Lrevradirauin

A yellow colour should d develop immediately,

! : The UV absor ption  speetra of sample and | Complies
| Standard solution should be concordant. -
| ! For Colourants,

| | Titanium Dioxide, i Complics

For Colourants.
fron exide,
A i)lm, wmur px ecipitate should form,

| Complies

Binnos i,iui;t‘

|

: i ‘{.ic YIPUMyBaunst tiky Pebyreocrary na XPora-

' TOVPAMAX  BHOPOBYBAHOrO | cram faprioro |

| PO3THHIB, oTpuMaHHX upu wlaskicnomy munm! |
| ‘ L denth, Mac abirarucs, ]
3 f ; Y®-cuerrpu Bunpobysanore ru CYAMARPTHOrD | ], Bianonijac
i POSUHEIB nosuuni cninmanary, i N
; ! I Bapeunn, ’ ]
, | ‘ Turany Avoxenn, , Biamosinac

3 .\V(‘i:l;.,k wugh( o

| Ce DO/t vged

7 "ﬁl L0 ar a5 9

{Tosnna RABTOrO LM)«!])H JACHITS npsr gogasanii

[ 0% (s1/s1) posany HEPORCHAY BOUUO,

[ Bapeuuxy,
Janiza oweun,
Tosiea A CHHLOLO ocany.

Biguosigac ;f

P 772,90 mg

mg i § %, (73? 4 - 810.6)

772,90 xr

- 1.7
i bT Loss in weight L 4.0 %
| Lon drying L ]
f Bnpa Ia MACK He Gisinime 6,0 %, (M/n) l 4,1 % ‘ |
J L pH eymiv e
| S ! Dissolution Not less than 85 %, (Q) tehuwstat of leclcd f {H 9% (2) 97 3 98
| L] umount in {5 min, @ 9% ) 9 6 9
[ r—f’mummwu, He menme 85 9 Q) (jnﬁ\ l\unuar)» B aanwienol | {(H 98 () 97 M 98
L , | KHIDROCTI 32 IS xp, ’ ) 98 () 97 () 96 |
’ Ummnmtv of | Acceptance value (AV) <15.0 % (1016 @) 938 3) 999 ‘
I dosage units { 4 1002 5 96 () ovz
| f () 999 (%) 1004 (9) 999 [
I i | (10)  103.5
| ; | Min 98.2% Max 103.5 9% |
S— o | il o e M s
| [ Oxnopianicrs, K M bHe o (AV) < 15,0 () 1016 (2) 98.8 (3) 9o |
i ’ A030BAHIX | @) 1002 5 995 (6) 98.2 f
I IR GTEITN f O] 99.9 (&) 1004 9) 99.0 |
. J ,' [0 1035 f
! ! Min t98.2% May 3.5 v
i | | ! ....... ! Copgwe ¢ 100, 2 VoAV 3.0 Y
f } 7 f Related substances | Any unknown individual { nnpm ny : !
| ’ not more than 0.2 % Below limit of qudm tat [
i ] — 1 TYotal Impurities - not more than 1,0 9 Below limit oll ( !
) | (“wvuu Ao Byinestiiea weigen: rudikosana Ammumcn - i
’ e dianie 0,2 % Hisreue Meaiidnn x\gumr ‘ l
"’ j 1 Cyma pomintor - ue e Giabue 1,0 % Hurae peki k\mm\;ma‘&mm {4 onns,: i
| ! | Not less than 114.0 mg and not more than 126.0 mg | 120.18 mg N J
| ! (95.0% ~ 105.0% of the declared amount). 100.1 %
MACLEODS Regd. Oftice : Phone :91-22- 6762800
PHARMACEUTICALS Aflanta Areade, Church Road, Fax 1 91-22-2925-6599 Village Theda, P.O. Ladthimajra
LIVITED Near Laela Hotdl, Andheri-Kuia Road,  Emadl s customercare@macleodspharmaconm  Tehsil Baddi, Distt, Solan

(HLP) 174101, India,
Phaone: 01795-236137, 38

Andberi (Fast), Mumbai-400 039, India.  Website: www, ntacleodsphavina.com

CIN - U24239MHIISOPLOS2049
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Kianicue
: BHIHAMCHU

120,18 mr
1005 %

Bin 114,0 sar 10 126,0 sir dedyxeocrary B Tadsrerii
(95,0 %o = 105,0 % Bijt sasmacnol kibLroct),

9 | Microbiological
purity”

The preparation is allowed:

- total number of acrobic
(TAMC) not more then 10° CFU/g
~ total number of veast and mold fungl (TYMC)
not more than 10* CFU/g

Escherichia coli is not allowed in 1 gm of drug.

microorganising
<10 C¥U/g

<10 CFU/g
Absent

querora’?

B upegapari JoNYCRACTBEN:

- jaradnie  MpcHo  acpodbumy  Mikpooprapissis
(TAMC) - ne diasme 1° KYO/r;

- JArmthile  MHCHO APBRUKERHX A mlcHeBMX
rpubis (TYMCQ) - ne diawine 1P KYO/r,

He ponyexacrnes Lscherichio coli y 1 T upena-
paTy.

<10 K¥OQ/r

<10 KYO/r
e snafineno

at |

Application for
Certification

13 Comments GF any) * Tests are performed on the first 3 validation batches, and then on every 10th batches o
’ ’ N jeast once a yvear, unless otherwise provided for in other documents,
Konvenrapi (npy # PeeTd HPOBOKATHL Ha Tepmins 3-x Basigauiiinnx ceplrx, a norin ua woauii 10-i1 copit ado s
saaniocti), stiniaryar 1 paz ua pik, SO0 iHaKue ne nepeadadero B JORYMENTan,
4 «I hereby certifv 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 vequirements of GMP, set by the local !
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 veviewed and the correspondence GMPy.

Zastsa npo
cepradiraii.

LM 5T MUITBEPAKYIO, HIo HaBexena Bitiie indopaaiis ¢ goctosipuow i touneo. o cepiio
apo-ayKiil 6vite BHPOGICHO (BRIUOUAIONE YUAKOBKY / MAPKYBAHIG) i npoReACHO KOHTPONDL 1
siocri  ua sume  sadnadendii aissnmd B wownmiit pigwosimmocri 3 punmoramu  GMP,
BOTANOBJACHHMYE  MICHCBHM  POY/GTTODHUM  opraiod, a Takox y siagosimocti 3
crenmdiRanmisyin, Wo MietsThes B peccrpu-uiifnony focbe ado peecrpauiitnomy noceigaenni
kpainu-supobunra  ado KpaiBH-IMIOpTepa, SKIMO OPOAYKIIA IMIOpTOBANA, W B J0CHC
coenuikandit  wa  ppemapar st Jtoeaiukysanoro  aikapesioro  3acofy. Iporexoun
BHPOGIHULTE R, YIAKOBKH TR ananizis 6y/10 neperiasityro i sCranonaeo sirosiicts GMP »,

15 | Nane and position/title of the person issuing the permit issue series/
IIpiasuie Ta mocaxa/38atint 0cofu, SKa BUANIA JJO3BIN Ha BUIYCK cepil,

Prepared by/Hixrorosacuo

Reviewed by/Hlepenipeno Approved by/3arrepaasene

Reviewer Manager QC Manager QA )
LZAKIR HUSSAIN VIRENDER KUMAR JAMWAL RUDRESH KUMAR
13.12.2025  11:00 13.12.2025  11:19 13.12,2025 11:29
Printed by/Haapyxosano: RUDRESH KUMAR { Printed on/Happywonauwo:  13,12.2025  11:30

ote; This document has been generated cleetronically with E-Signature,

Tiprovita: CeprudinaT 3renepoBao aBTONMATHYING 3 CACKRTPOHHUM HIANHCOM,

CiNo.: €250003884

MACLEODS

LEMITTED

Regd, Office :
PHARMACEUTICALS  Atanta Arcade, Church Road, Fax
Near Leela Hotel, Andheri-iSurla Road,
Andheri (ast), Mumba-400 039, Iudia.

Phone : 91-22-6676-2800 Works

1 91-22-2925-6599 Village Theda, P.O. Lodhimajra
Fail : customercared@ macleodspharmacom  Tehsil Baddd, Distt. Solan

(H1.P) 174101, India.

Phone: 01795236137, 38

Webhsite: wwwanacleodspharmacom
CIN  UR4239MEI98IPLLO52049
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