AEPIKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥V KHIBCBKIA OBJACTI

npos. Ceimmnanol Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
HPO SIKICTH BBE3EHOT0 B YKpainy JikapcbhbKoro 3acody

21.06.2024 Ne 19107/24/10

HAWSHIIAT

(HaliMeHyBaHHA MKAPCHKOTO 3ac00Y 3MAHO 3 PeECTPAlIHAM TTOCRIIMEHH:M)
TadJIeTKM, BKPHUTI IMITIBKOEOI0 0600nKo0I0, Tt0 600 Mr mo 10 Tabaerok y 6aicrepi; mo 1
0JiicTepy B xapToHHIH KopobLi

(bopma BrTycky, N03YRAHNL, BRO NAKYRARHA HKApCLKOro 3acofy)
Homep peectpaniiinoro noceixuenns UA/12159/01/01 crpox xii peectpauiitnoro noceimguenns 01.01.2099
Cepis nikapeskoro sacofy Ne B2400880 KinbKicTs BBE3EHOrO Nikapcukoro sacoby 3840

Brpofunk H-p Penni’c Jlaboparopic JItx, ®TO — 11, Inais

(HafiMeByBaHHAA BUPOOHUEKA JiKapehkoero 3acoby, KpalHa MoXopKeHH:)

Brezeno B Yipainy Topapucrso 3 o6Mexenor0 BitnorizannaicTio "Ap. Penai'¢c
JlaGoparopiz", ixenr. xon: 37560808

(naiiMeHyBauHa Ta kof 3a EJPIIOY topuunuunot ocoGH abo npizeule, iM'S, 110 0aTBKOBI (hiznaHo]
0cob# - minprenmns, 1 Miclte MPOXKHUBAHHA Ta peecTpalliiinyil HoMep o0MiKOBOT KAPTKH NIaTHHKA
noAaTkie aGo cepla TA HOMep HacliopTa)

Tporexon Bizyanenoro xourpomo sin 22.04,2024 N 1032/1.

JNabopaTopHuit amamis sxocri nikapcskore 3aco6y 3gificHeHHIl

Jlaboparopis 3 KoHTpOMO SKOCTI Mikapebkux 3acobis TOB "MOLBPOBYT-JIIKUIIAB" (m. Kuis,
By Hosropoa-Cisepchka, 6ya.3, HEXKUTIOBI IpAMillleHHS 92)

(HaliMeHYBaHH® Ta MiCUE3IHAXOpKenH nabopaTopii, uo mposena AaGopaTopHH alamis stkoecti)

BHCHOBOK LEGHO SKOCTI MiKapckRoro sacofy, biianni maboparopieto pig 19.06.2024 Ne 728-24

Pesymbratu naboparoproro anamisy AKOCTI JIIKAPCLKOTo 32c00Y 34 HEpEBIpeHHMH NOKA3HUKAMH BLITIOBIAAIOTE
BUMOQTAM MCTOAIB KOHTPOJIIO AKOCTI (AHANMITHMHO-HOPMATHEHO] JOKYMEHTAINY).

3a  peiynpTaTaMH JMepkaBHOrQ KOHTPOUFO BCTAHOBIEHO, 1MO HiKapcokuit 3aci(  Beeseno B Vipainy 3

JAOTPHMAHHAM BMMOT 3aKOHOJABCTEA OO 3a0eiNeyeH s AKOCT] MKapCLKHUX 3aco0iB.
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CERTIFICATE OF QUALITY

CEPTUDIKAT AIKOCT]

Dr.Reddy's

[ e i g ne

Praduct: NISELAT, film coaled tablets 6006 mg M10 (10x1}in
hlster

Pposyur: H AHIAAAT, rafinerrn, pepuri nriskoson
atoacnee, o 668 sre N1l (10x1) 8 Galerepd

t tahlet containy: Amtobmetin Guaci] 600 my

1 rataeyia MiICTHTE, aprometwiy cyauay 660 mr

Country of manufacturer: fndia
Kpalua-gnpodume faaisa

Batel / fepm Jo: B2480880

Bafch Quantity /06 on maptii: 14610 Py achs £ 14610
VIKOBUI

Analvlical Repori/ A ganirsannd sy Noo 2002FP24000684

Daie of Anabyels / fava nocaimsenns: 22-6 132024

Daie of Manufaeture / dary supobunsirsa: 4272024

Date of Fxpirvy / Tepsiu npnaarnocri (S}f"’i)“"

Regis(ration certificate / Pecer pantiine nocsipenns My
HIAZIZ1B9/mM1A01

Yahid it/ dificue no: antimited / HEDBMOMEHEH

der of MOH No: Jes43 from 190652017 / Hakas MO3 Yicpal

i NES423 gig 190352017

Size and type of the ackag%af f Posmp T4 FHD NARYBANAR:

10 fublets ta o Blister; 1 blister ina cardbonrd box abeling
by tikealpian language /

po 1 radacros ¥ falerept; no b Saicrepy B RapToRpii
KOpOGId 3 MaprRyBES s YRPATHEL KO MOBG

Name, zddress and sumbers of the lieenses of manufacture and
quality control / Hafimenysirms, agpeca r8 nomep ainensit
RHPCHIEHKA T8 KOETPOAIG AR0CTH

Dy, Beddy's Laborarories Lad FTO - 1

Supvey Moo 4243 ddp, 45pg B6p0 53051 & B3, Bachupalh
Viltage, Bachupslly Musdal, Medebnd Malloajeivt Disivier -
SUBG0, Telanpana State, india, K 6V RR/APMGTIR

Hep Peaat’c Aadoparepic Jho STO - 1L Ainnpun N 42pd
43, 4dp., 450, 405 53 B4 55 o Basymieoh, Doy Maunsan,
owpy 1 Meguns Muoaraiiript - S00090, nnevc Feasurao, L
Higeinsise Np 0 RRE/APIOER

M Test/ Teer Result / Peavan

TAT Specification 7/ Coewutdiuaniv

I, |Description 7 Oimic

Whits film coated caplet shaped
tablets, plain on both sides / Bini
KANeyono i, nokputl wiiskoson
obononkolo TaReTIN, 3 rRaJeHLIOI0
apaepxHeic 3 ofox cTopin

White to off-white film coaled caplet shaped
tablets, plain on both sides / hizi afo malixe 6ind
WALICYAOAGMIGHT, norpyuTl IHBKOROIO OD0I0HKON
PafIeTIH, 3 PIANSHLKOW HOBEPXHER 3 000X cTopin

2. [dentification / InenTrdirattin
3} Amielmetin by HPLC
naronmeTis BEPX

B Titaniwm  dioxide /

nioKen

THTBHY]

AComplies as prescribed / Bignorinae
P

HHMOTEM

Complies as preseribed / Bianoginae
BHMOVEM

a) The retention time of the major peak in the
chromatogram of the test preparation corresponds
o that in the standard preparation undey assay / Hac

FTPHMANHKS TONOBHOPO KA HA  XPOMATOIpami
BENPOSYBANOTO PO NOBHHCH BURIOBIMWTH
Hacy  YEpEMaHHE  nika Ba XpoMalorpami
CTAHAAPTHOIT DOIUHHY

) Qualitative reaction / agicus peasuis

30 [Disintegration time / Posnanauns

03 minutes 33 Seconds /
(03 xp 33 cex

ot more than 30 minutes / He Sinme 30 xsonuse

4 Average weight 7 Cepeins Macs
4. [Aversg ght / Bea

3159 mg/ 8159 mr

5280 mg +5.0% (from 779.0 mg to 861 .4 mg}/
B20.0 me 25,0% (Bin 779.0 My 5o 861.0 My

A

Length/ Tomsmm

8. 10 minto 18,14 mm/
P10 mm— 18414 mn

FE.O0 min =020 mm {1788 mm — 1820 mm} /
F8.00 M +0.20 mw (1780 my o~ 18.20 mamj

4. |Widih 7 inpuna

8.i0mmto 814 mm/

.10 mm - 8,14 um

.00 mm b() 20 mm (7.804nm’ > 8.20 many/
{’7 8}?}«11’3; 8 20 )

Remarks: The product confirins (o shove specifications
Hpusinies: NporysT Biangsinae sumesasnauctill creundikaml

Tesied by / Tecrynag:
12, Latha

- Quality control / Team Member |1
i
iy

FLatha - Quality control/

Mernfar

Procumen Checked by / i'k‘peszigm =
Team

Fhlity Assuranee £ Fo

\ ;&&

SN

3;1 & Date/

Miarue/Hara; 23-03-2024

{'k.’ii? ﬁ )

p-{)&?fm




CERTIFICATE OF QUALITY
CEPTUDIKAT AKOCTI

e T e

o MRig (B0xlyin [Country of masafucturer: India
Kpatua-supobaur: b

Ipurvee: BaBIHAAT, 1abaer ey, BUDMTE aiBRoann
TRNT I TR {s:}é& ary Mob (10w 1) & Salerept
abdei contains: Amuimetio Guacll 660 my

! TR ACTEYE AMTOSMeTHIY ryannay o0y

fatch / Cipm Xuz B240088%0 Bafch Quantity / 06 em mp rii: 14610 Packs / 14610
VIAROBOK

A.nai\um Rz ;}ori f AnaaiTaannd iy N 2002FP14000684 Date of Analysis / Hara nocuiamenyn: 22-0 {}3 2{}‘?4

%’)aste of \’Ea;;ummm ava siupobuinrsa; 422024 |Pate of i‘v;nr» / Yepmin ppiominori: 0128

Valid 61/ Hiticue ao: untimited / neobmorenni

Ra{,m;&imz; ceriificnte / PeeoTpandiive nocsiguenim N
{ - s o LS5 8 455 -t 5y B B B 1 e € e e 11 N e

{}:d{r i}f Mo%j‘xq 43 from 19,085,207 / Haxas M(B Ty 0343 in 19, 03.24 1‘? - o
Size and type of the gndmge Pnnﬂp TR THH NAKYBAHUAS 19 sablets in a blister; § Blister i a cardbeatd hox ta mimw
in Ulirsiaian lagponage /

wo b eaditeror y faderepl; no b daicrepy s supn ot
KOPUTHAT 3 AUICY 8203150 YRPATHCLIETI0 MOBGO

{Mame, address and numbers of the Heenses of manufacture and Dr. Reddy's Lahurdories Lid., FTO - 1

spualiny control / Hadtvenvaanan, anpeca 18 noMep Alneuail Survey Noo 42 43, ddp, 45p, 6p, S35 & H3, Bachupalh
BEDOBHIERA T RONTROA0 S0t Village, Bachupally Mandal. BMedehat Malkajeiri District
! SUB09D, Telangana State; India, 6 6/RAPIGT/R

‘ JLp Founi™e Andoparopie o 0EQ 1L Ao S dip

A3, Adp, A8p, d6p, B3 A4 B o Bavovises, Bay s NMasoon )
: owpyr Meosoa Manwkaiivipl - 308090, nrear Teanuimun, huain,
i g biliteusin N O3/AR/AT/S0/FIR

VO

7 OBLLLD .56 mmto 6.60 nun / 5,80 mm #0230 num (8. 50 m - 700 mm) 7

n - 6,50 vy - 6.60 My e B BO MM ED IO MM (30 p - T Ay

& Water ' Boga o 1.7 %w/ Not more than 5.0% / ne Gibue 5.0%

5 {Uniformity of weight / Complies / pignosiaae When 20 tablets are weighed, not more than two
iOanopimtceTs MHCt the individuad weights deviate from the sverage!

weight by more than 5.0% wiw and no Hu.i.\i*‘
deviales by more than {00% wiw ”pnﬂ
smimkysayn 20 1abnerox monyeiume #e Olasue 2-

rafaerox 3 BEILEHNEN B Maci Binpie six ua
15.0% 1a woasol ralierky 3 slaxuacungm Siawine
wix na 10.0% iz copeninof sacy
Digsolation ! Posunem ‘ 88. 1%, 87.3%), 886%, Not ess than 70% () of the fabeled amo o
87.4%, 87.4%, 88945 Arinimetin Goaci] is dissolved In 180 minutes “ He
mepwe  F00% () sewenesol ginenoon
AMEOAMOTHIY TYRURNY Ha nporsi T80 xemnm
{1, JAssay . 100,7% Not fess than 95,0% and nol mure i F05.0% ol
Euch film conted  tablet containg thie Jabeled smoun at the dme of manuhonring |
Amtobnetin Guacil Caloulated  ag Dig 05.0% s0 IO sostipnaasno? siankoerd un
a0/ Kinnkicse susnagcinis MHOBUIT BEYGRY
ANTORERETHEY ryaiish (Mo NgGe Mot dess than 90U mid not oo i FHLIPSG

the Tubeled smount disring shell fife 7 DRia 91015
FHEG™ posmiigiann0l  RIOLROCT 8 upsrorad]
sepiranng : |

‘_‘-"-_ 4.9
SSRERo B

Remarks: The product confirms {o above specifications
ﬁgu:\im«s Tpopyxr eianonigac sywesassasenili cnoundisaniy i
Tested by / T{,C’\*’Bdﬂ Document Checked by / Tlepesipuy ey 4 s!m ﬁmi §’t':~mm;
0. Latha - Cuality mmmL Tean: Mamber | T, Latha - Quality control / Teamy - '
Muetulyy '
B .
)

s 234032004 Sien & Date / Himnuc/lar: 23-03-2024

Sien & Praie Tl




CERTIFICATE OF QUALITY

CEPTUDIKAT AKOCT]

Dr.Reddy's

Product: NISELAT, film coated tablets 600 mg Ne§0 (10x1) in
blister

fipoaywr: HAHIHJAT, rabaetin, sipuri najiskonomwn
aBonorreio, o 600 mr Neld (F0x1) 8 Gricrepi

T tablet cuntams Amtolmetin Guacil 600 mg

‘Country of manufacture

r: Tndia
Kpataa-gupolmac: bagin

4TES AMTOAMETIEY FYaRHIY 600 mr
Ne: 824(}{)889

Batch Quantily 7 O ens raprii: 14610 Packs / 14616
YNAKOBGK

f\nah(:&&i anni / Anaait u‘-unm it N 206]2[‘!’2400@{)84
frate of Manufacture / Hara ampoﬁlmulﬂ& 02/2024

___3ate of Analysis / Rata aoeniamenun: 22-03. 2024
_Date of Expiry / Tepmin npuaaTnocTi: 01/2027

chnstm!;en certificate / Peecrpanifine nocigueins N
UA/12189/01/01

Valid Gl ! HAificne ito: unlimited / neobmewennis

Order of MOH Ne: NeA43 from 19.05.2017 / Haxay MO3 Yrpaiun K543 Bz 19,05, 2007

Size and type of the package / Posmip va 1an naKyBakum

10 tablets ia 2 biister; | blister in 2 cardboard box Eahelmg
in Ukrainian language /

oo 10 rabaeror v Guderepis no 1 Gaicrepy 8 wapronniii
EOPODLE 3 MBPIRYBANIAM YKDATHCLKOI0 MOBIK)

Pogei Crop. 3of 54

H

’\lame, address and numbers of the leenses of manufacture and
quality control / HalimewyBanss, napeca ta uovep ainensil
BHPOGHERA Ta ROHTPOMIO HROCTH

Dr. Reddy's Laboratories Ltd., FTO - 11

Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, Ne 63/RR/APOGF/R

Ulinensin Ne 63/RR/APSO/T/R

12, Concomitanl impurities / Cynyrsi

Survey No. 42p, 43, 44p, 43p, 46p, 53, 54 & 83, chhumll\;

AOMTEIRH

i Impurity AMT-1/ Hominna
AME-L

by Impurity OMP / Homiuka OMP
¢} hmpurity AMT-2 /7 Hombxa
AMT-2

\i) Highest individual unknown

Less than LOQ (LOO = 0.009 %}/
Hukge niMiTa KiAsKICHOo
srzHayenns (JIKB = 0,009 %)
1.01%

{.ess than LOQ (LOQ = 0.010 %) /
Huxde nimiTa KIALKICHOTo
suaxadendn (JIKB = 0,010 %)

a) Not more than 0.20% / vie Gianiie (.2%
Iy} Not more ihan 1.0% / ve Ginvie 1.0%

¢} Notmore than 1,5% / ne Sinswe 1.5%

impugrity 7 HaliBinsia neginoma L )
VAL AOMUTKE 6254 d) Not more than 0.20% 7 ue Gbisine 0.20%
=1 Total impurities / Cyma (3. 1% ) i
JoMIICE £} Not more than 3.0% / e Ginewe 3.0%
13, Unifirmilty  of  dosage  unifs 4.4 AV <150 -

. (.‘,}.'ili(?pév-‘l}-lk‘.‘l'h JNOOBARMX GARHHNL

["Remarks: The product confirms to above specifications

Tpaminiea: (popyxr sixnosifac suiesasnasenii cneundikaui{

Tested by/

0,

Tectrynan:
Latha -

k-

(uality control / Team Member [T,

Msmimir

i

Dovument Checked by / flepesipng
Latha - Quality contro} / Team?

o

Sign & Date / Tianuc/ Jara: 23-03-2024

¥ sl Daile

mmc }hm EEWTEN Y I

N-p Pepnite Nadoparopic Jrn, ®TO — 1L, Aiaemms N 42p)
43, 44p, 45p, 46p. 53, 534, 83, c. Bavynani, Baaynaxi Manaaa,;
oxpyr Meauan Mamcaiiripi - 500090, wrar Teaanvaosa, fnain,




CERTIFICATE OF QUALITY
CEPTVI®DIKAT AIKOCTI

Jr.Reddy's

Product: NISE LAY, film conted ffsi iets 600 g ¢ Nell) {19y in  Wountry of mapufacturer: India
hilster Kpatua-snpolbnnrg Iupiy
Hpoayer: HARSHNAT, radactan, eprti niisrogoi
ofipouene, no 608 vy N (10x1} 8 Galderepi

fiabiet contuing: Amtolpetin Guacl 685 mg

e

1 vaBaeTEs MICTUTR! AMTOAMET HRY DYaiiy 600 e e
Batch / Cepln No: B2400880 Bateh Quuntity / G6%ew naprii; 14610 Packs / 14610
N o YIIROBOK
v lent Report / Ausairmrunit spiv Nu 2002FP24000684 Date of Analvsiy ¢ Axra )m(‘m AVRERINL 22 032024
Ig,_m, of Manvfactare / Have spupofuiurea: 0272024 irate of Expiry 7/ Tepuin spupatuncri 012027 s
Rf‘gi\u&imn certificate / Peccrpanifige nocsigvuenns NO' Valid ti11 / Alftene no: unlimited / HEOOMEIROENG :

UAI2139/01/01
Chrder of [ VIOH No: NeS43 from 19.05.2017 / Tiaas MO3 ¥ipainn M543 sia 19, 082617 o
Size and type of the package / Popmip 1a THT RaRyBaBIN 10 tablets in a blister: § blister in a cardboard hox iaboling

in Ukrainian lnoguage /

po 19 ratineror y Gunicrepl; no 1 Gaicvepy B kaprouuii

- rupuiigl 3 MOpRYBAHRRM YRPRTHCLKOI0 MOBOID

\mse. address and numbers of the licenses of manufacture and |Dr. Reddy's Labaratories Lid,, FT0O -1

guality eontrol 7 Haftmeuvaanssy, 30peca 12 nomep Jinemil survey No. 425, 43, 44p, 45p, 46p, 53, 54 & B3, Bachupally
AUBOGHHKS TR KORTPOMI GReCT Village, Bachupaly Mandal, Medchal Malkajgivi District -
SGLO9G, Telanpana State, India, Ny 63/ RWAP!‘?& FiR

N-p Pejit'e Jatioparepic Joa, &T0 - I Jassana N 4Ip,
43, 4dp, 45p, 46p, 53, 54, 83, . E&a'-!}-'ﬂ;mih, bauynani Manaan.
orpyr Meguan Maakadivipl - 300890, wrar Teasuraus, buds,
Higensis Ne 63/ RR/AP/OGHER

14, Microbiological purity
Mixpobloaorinaa yuerors Less than 10 CFU/R 7 momme nbxe 10
Fotal  Acrobic  Microbial  CountiKY O/ ot more than 1000 CFU/g / He Giaswe 1600
CTAMCY /7 Saranesa winbricr Y Ofr

aepotnmx mikpooprasizmis (TAMOC)Less than 10 CFU/g / menme sim 10
lolel  Yeast and Mold  CountKVOT

CEYMCY /0 JarmipHa KUMBRICTE Mot more than 100 CFU/g / He Sleme 100 KYOh
apbirossr 1 naicussex cpubisAbsent in 1 g/ Biacytrie It

(TYMC)

Escherivhia coli Absent in | g/ Bigcyrnis I

Declaration of cepfification: ©I hereby certify that the above information is authentic and accurate, This batch of produe
has been manufaciured, including packaging/labelling and quality control at the above mentioned site(s) in full compliznce
with the GMP requirements of the focal Regulatory Authority and with the specifications in the Marketing Authorisation
of the importing country or product specification file for Investigational Medicinal Products. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.”

Hewmapanin npo ceprudixapin: “Lav sacsinuyio, wo mumeswmciaiera indopmagis copamiHs | rouna. L cepis
HPOJYKTY OYNa BHrOTOBIOHE, BISHOMAIONH YNAKOBKY/MAPKYBAHHS T2 FICPCBIPKY FKOCTI HA BUIIE 3rajasoMy caltii (ax) v
nopHil BianosianocT 3 srmorami GMP micucsoro PeryiTopHot oprany | Bianosigus io ensimdixauil, mp MICTHTLCA
B pecerpaniitiomy Aocke / Toprosii aiueHsii kpaiem-iMnoprepa abo ¥y 10Cke crreiphikatil HposyKry 118 A0CH UDKYRATMN
aikapesrdx 2acofis. Jokymenrs g0 obpolul, ynakesut Ta apanizy Oyau neperaanyr! 1o BCTAOBACHO BLANOBIARICTS
GMP.” _ / s

oy ¥
28 3
£ \;gpﬁma

i g’;fé HO *

Rerarks: The product confirms to above specifications
Npumivear Hpogviy sianesinae mungsasdavenid cneuudicandy
Yosted by / Tecrynam Drogument Checked by / ﬂepcalpﬂ .
13, Latha — Quality contrel / Team Membeor [T, Latha - Quality control JTc,am

&

Sign & Date /1 lianue/ara: 23-03-2024

ame and Posilion /
i I’ a ra [locana:
; Team




