AEPKABHA CIIVKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBKIN OBJACTI

npos. CaitTomunol Hanil, 3, m.Kuie, 02099, tex/bakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Koo €/IPTIOY 37078774

BUCHOBOK
NMpo AKICTHL BBE3CHOT0 B Y KPAiHY JIKAPCHKOTO 3ac00y

21.06.2024 Ne 19107/24/10

HAUSHIIAT

(HaiiMeHYBaHHA iKapcLKOTO 3aco0y 3riAno 3 peecTpauiiHuM MOCBIA9eHHAM)
Ta0IeTKH, BKPHTI IIiBKOBOI0 06ononkero, no 600 Mr mo 10 Tabaerok y 6aicTepi; mo 1
0JiicTepy B KapTOHHIiH Kopoobi

(thopma BRITYCKY, BO3YBAHHA, BRI MAKYBAHHA KIKAPCHKOro 3acoby)
Homep peectpauifinore mocsinuenns UA/12159/01/01 erpox aii peectpaniiinoro noceiguenns 01.01.2099
Cepia mikapcskoro zacofy Ne B2400880 KimexicTh BRe38HOTO Mikapckkoro zacoby 3840

BupoGiuk H-p Penni’c Jlaboparopic JItx, ®TO — 11, Iugis

(HaliMenyBaHEA BHPOBHMKA MKAPCHKOTO 3ac00y, KpaiHa MOXeMKCHHA)

Breseno s Yipainy Topapucrso 3 obmexenoro sinnopizansricrio "p. Penai' ¢
JladopaTtopiz", inent. kox: 37560808

(HaiiMeHyBaHHA Ta koj 33 EJPTIOVY wpunuunoi ocoln abo npiseuute, iM's, 0o GaTbKOBI pianunol
ocoBH - miampremns, i Micie IPOXKHBAHHA Ta peecTpalifinui HoMep o6nikeBOT KapTKH NIATHHKL
IOJATKIB 200 cepid Ta HOMep [MaciopTa)

[Iporoxon eizyansioroe kourpenio sin 22.04.2024 Ne 1032/1.
HMaGopaTopHuif ananis sxocri aikapcekoro 3aco0y 3miHcHeHwIT;

Naboparopis 3 KoHTpOMIO AKOCTI MiKapeekux 3acobis TOB "JTOBPOBYT-TTIKHMIIAB” (M. Kuis,
By1n. Hosropon-Cisepebka, 6ya.3, HeXKUTIIOBI IpHAMIilIeHHS 92)

(HaliMEHYBAHHA Ta MiCUE3HAXoDKerns nabopaTopii, mo mposena nabopaTopHHR alanis axecri)

BHCHOEOK [OZI0 SKOCTI JIKapcEROTo 3acofy, Bulanuii naboparopieto sig 19.06.2024 Ne 728-24

Pezymbrati naboparopHore aHamizy AKOCTI NiXapChKOTO 3ac06Y 32 NepeBipeHuMHU MOKasHUKaMH BLIIIOBIAAIOTE
BUMOTAM METOJAIE KOHTPOJI0 AKOCTI (AHANITHIHO-HOPMATHRHOI ZOKYMEHTAIIIT).

3a  pesympTaTaMM  JAepkaBHOTO KOHTPOIWG BCTAHOBICHO, WO mikapcokudl 3aci(  Beeseno B Vrpainy 3

JOTPHMAHHHAM BMMOC 3aKOHOJABCTEA 1010 3a0e3NeYeHHR AKOCT] TIKAPCLKUX 3acobiB.
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CERTIFICATE OF QUALITY
CEPTHOIKAT AKOCT!

iy " B
Uy Redady'’s
Prol Lxéué‘:f?\?w'ﬁif‘,i_ﬁ‘}”, filny coaled tablets 608 mg N0 (M e [Country of manufacturer: fudia
Bister Kpatua-supotame gl
Tipoaywr: H AMIHIAT, rafinetin, supnri paiskosown
aGoaonso, 1o 608 s Nl {10x 1) 5 Saderepd
1 tablet contains: Amtolmetin Guacil 600 mg
1 radaerea MICTHTL: SMTOMMCTHRY YALIAY 4li0 My

i fy § g ! r;?

Bateh / i"ag\m Ao BZ4G0880 Bafch Quuntity / 06 cas qaptin: 14610 Packs /14610
VHRKD B0

Analviical Report / Aasinsumndi seiy Ne: 2002FP24000684  Date of Analysis/ Aava pocaiamensn: 22-03-2024

ate of Manafaciure / Java srpobuuiarea; 0272024 Date of Expiry ¢ Tepmin pniarnocri Gif"éi”"

Hegistration ceviificate / Pecorpaniiine nocsizuennn Ny Valid t#1/ Hilicwe xo: unlimited / FEEDDMEIEH I it

ALIEBA A
rider of MO No: Ke343 from 19,05.2017 / Haray MO3 Yipuluu NeS43 gig 19.05.2017 )
¢ and type of the ackagc} f Pospip T4 FHI BaRyBARAR 16 fahlets in # biister: ¥ blister in s cardbonrd box labeling

i Uieninian logoage /

go HEvadacros ¥y iudorepd; no b Giorepy B <aprosnif
T rgopodii 3 Mapryvuannss v epallicL Kow dMoBsio

Nume, address and numbers of the litenses of manufacture and Dy, Reddy's Laboratories Lid., FTO - 1

quality control / Haftvemynanus, agpeca ra aomep ajnensiy Supvey Noo 343 ddpy A8p. H6p0 530 51 & B3 Bachupalhy
nupafinea 1a KoUTPOAK AKR0CTi: Village, Bachupally Mandal, Medetnl Malkajeivi District -
SU0UD, Telangana State, Indin, N GVRIAPOGTIR
Hop Peni'c Hadopavepie Je, G0 - L Hnnpus M 42pd
43, ddp, A5, 463 53 5483 o Bavyvmeri, Bruynwn Manso,)
apyt Menvan Slaoawafivipt - 50009, o Teanuraua, luging
Hueusis Ne O/ RR/APAGER

e Test/ Teer Resuli / Pesviabrar Specilication / Creundiikaniy )
I, |Description / Onuc White film coated caplet shaped White to off-white filin coated caplet shaped
tablets, plain on both sides / Bini tabiets, plain on both sides / Bimi ale maiixe 6in

xaneyaonogilai, nogpur maiskopow  jKaucynonoaibal, noxpuTi nnizkosoe 0OOORKEIO
obononkoic TA0RETIN, 3 MMAAEHBICIO  [rabie i, 3 FIANSHLKOW HOBEPXHEIO 2 60X eTopin
aogeprHeie 3 ofox cropin

2. [tdentification / ineurudiraitia
) Amtohmeisin by HPLC  AComplies as preseribed / Biznosinae  §) The retention time of the major peak in the
avToaMeT s BEPX B TER chromatogram of fhe test preparation corresponds
o that i the standard preparation undey assay 7 Hac
FIPHMAREA  FORORHOPO  1IKE  HA  XDOMATORpaM]
BrAPpCOYBAHOTO  DOPUBNYY NOBHHEE BIXUOBLIATH
nacy  yrpHMaHHs  nika Ba Xpomatlorpami
CTARAAPTHOID POIMHHY

b} Tianiom dioxide / .].g,j.smy(iomplies as prescribed / Bianoninac b)) Qualitative reaction / axicua peanuis

aiokena Blstolan
3. |Disintegration time / Poznaganng |03 minutes 33 Seconds / Not more than 30 minutes / He Sinwtie 30 xsunsm
_ 93 xu 33 cex
4. Average weight 7/ Ceponse maca S50 mgf BIS G mr 320.0 mg +5.0% (from 779.0 mg 1o 861 0 myg)/
820.0 me 25.0% (3in 779.0 me g0 S61.0 wmr)
5. |Leagth/ Bomwsie 18. 10 min to 18, 14 mm / 18,00 mm #0.20 mm {1788 mm — 1820 mm} /
TR A0 mm — 18,14 mw 1800 anq 20,20 vm (1750 i 1820 mmy |
o, [Widih / Hnpraa 810 mmto 8.14 mm/ 8. (}(} mim E*() 20 mm (7,804 - 8.20 mm) /-
o 10 mn - 814 mm boe EEA {’7 8}?}«1@/8 20 mm}
i : ¢ e I -
Remarks: The product confirms to above specifications A WL VED
- Hpmarimiea: Tponyxt Blanoeinae gmiesasuadesiil coewidikam 5. Y : CEUT )
Tested by F Teerysasg: Provument Checked by / “k‘péﬁ}iipﬁ arne aisd Posibion /

SRESE R S RICREEHE
ity Assurunee £ Feam
e
U

Sien & Date / Mianme/ Hara: 23-03-2024 r Date 7 [ignuc/ava: 23-03- B v & Tinnucs "LaTn 2303202

3. [atha - Quality coniroi;"i‘cma Member [T, Latha - Guality control/ Tearn¥
! Merntgr




CERTIFICATE OF QUALITY
CEPTHUOIKAT FIKOCT!

DrReddy's

3,‘5:’}- L TUH TP

Produsts SISELAT. filim conted tabiets 600 g Ml (il in Hountey of maaufacturer: lndia
dister Kpaing-supobung s

Flpenyer: B aBJAT, radner ey, mepirt! aalnonne
e oumnm, v {é%m M M0 {10x1y 8 Galeeepl
L rabde contains: Aminimetio Guoacll 660 my

fi T3 SECTHYR! BMEOTMETHHY Tyaitnay 600 sy

Hatch {j;g;m Ke: B2400880 Bateh Quantily / D6 em smpnl‘ 14610 Packs / l:tni{i ‘‘‘‘‘‘ ;
YHHROROR o

m;dhnm% i{{ ;mri f Anaaireronni iy Me 2002FP24000684 Date of 4!33“‘;18_!",1&1& A0CHIAMEH R %{)3»25”"’"4?-WM' o

?)dtc u$ ‘e’i&uumeiuri CHava supobuunrear 02/2024 . Date of Expiry / Tepmin npiusrinocti: 0171027 o

R{,;ﬂ;ana(;mggﬂiﬁzt afe F’“L(C?pdi{i;jiie noesiTdenn No: Valid tilt / Jitiesse a0: unlimited / weobmenenng

@;(itr 02 Wi(}}f,\q J\ﬁ_wﬁ from 19,08.2017 / Haxas M{’B ‘ hih%iﬁi: Me343 sin 19,05 2 '7 e
Sive and type of fhe gndm;}e P(:m;p TA P AKYBAHRS 10 tablets in a blisters § Blister i a cardies vd Loy labe
in Ukrainian langoape /
wo T valieror v Dajerepl; un b Saicrepy & waps ot
_ _— ] _ WOPLHHI T MRV BANNA \‘:cp"x'mc:,:cmu ATCHEE (s
iNome, sddyess and numbers of the Hicenses of manufacture and Dr. Reddy's Laboralorics Lid.,

Hpualivy contiol / Hafmewysanisg, ajapeca Ta povep Rieusii survey Noo dlp, 43, ddp, A8p. d6p, A3 B & K3 Hachupaih
BENGTHIE T ROHTDOAI0 IKGSTH Village, Bachupally Mandal Medehat Valkajeivl Distoiet
! SON0UG, Telangana State, India, M (3/RIVAPMGT/R

: J-p Powaie Andepiopie Jha, DTO B diiopgna N ipy

543, Sbp, A8p, S0, 83, A4, B e Barovnand, Benonacd Mo, )
orpyy Meowaa Massabivipl - S00090, nreay Teannwun, huis,
I e _ Hliewsin N GHYRAP/A0TER

~d i

T o 6,56 mm 1o 6,60 mm / 680 mm #0306 ann (6,50 wm - 710 m )/
e 6.56 mm — 6,60 mm o BBO M 030 My (650 mm - 710 )

¥ ater ! o - L.7%wiw ) __INot more than 5.0% / ne Sinbue 5. 0% o
v, |Uniformity of weight / Complies / signosisae When 20 tablets are wclghcd, not mere than we of
{isopimeTs Mucy the individual weights deviate from the average
: welight by more than 5.0% w/w and no bl
deviaies by more than [00% wiw !Epn%
suimkysani 20 Tabnerox sonyerumo #e Ohewe 2
raflierox 3 BlAXEEHHEM B maci Oinbiie dbx na
5.0% e wospol yalasrkn 5 sloXuscuagy Slapine
wik sia 15.0% aig copesunof sacy

10 (Dissedation / Posinnenng ) 88,104, §7.2%, 98.6%, Not less (han T0% () of the fabeied amo
87.4%, 87.4%, 88.9%; Amtolmetin Guaci] is dissolved i 180 minures
mepre  700% () sewenenol gisenoou
AMTOMSCTHRY PYaumay Ba npotisi 18O xunimy

H, tAssay . 100,7% Net fess than 95,.0% and nol mure ihan FUS0% ol
Ewch il coated tablet containg the labeled gmowd &l the gnie of meanafacinring /
-"a.mzc inatin Guacil Calculated  ag Big 05.0% no 103.0% vosinaasiol sidnkocri da
w06/ Kinskicre ausiageis RHYMUTNT BHUYGRY
AMTOHMTTHHY ryansn Uy H 2Nz Nat fesy tian Y0% mid i piore than FHLDYG o)
the Lsboeled gmount dupine shell e S Bin 900005 a d
LHE U7 poMisdannol KOLRQUTT 800 omsesid]
5,5’?.9;35‘!:5"”?% o

Remarks: The product confinms (o above specifications
TMpasivias: fipoayeT sianosiaac spesaisayeuiil cneundixanii ;
Testad by / Teerysas: Documaonyt Checked by / Tlepesipa?
. Latha - Cuality mmmL Vowm Mamber 7. Latha - Guality control 7 Team$
Mty

Sign & Date/ THunwe




CERTIFICATE OF QUALITY

CEPTUDIKAT AKOCTI
. e :
. ﬁ%’; ﬁ&éﬁ&ﬁy@ R - e s A Crgp. B0l 24
Product: NISELAT, film coated {abiets 608 rig Nol18 (10x1} in Country of manufacturer: ladia {
blister Kpatua-sapobmane: butin i
Hlpoayrr: HAHIMJAAT, rabierin, Brputi naiBKoBow
aBoncuwme, no 600 mr Nel® (10x1) 13 SaieTepi
f tablet contains: Anmtolmetin Guacil 600 myg
{ Tafaerka MICTHTR: AMTOAMETIHY Tyapany 600 mr ) o e
Batch/ Cepin Ne: B2400880 Bateh Quantity / O6’cm naprii: 14610 Packs 7 14616
e o YNAKDBOR
Analvtical Report / Awaairisyuii sabe No: 2002FP24000684  Mate o AEMF}S!S { Hara pocaimnenin: 22-03- 2024
Date of Manufacture / JAavs nupobiunursar 02/2024 ~_{Date of Expiry/ Tepwﬂ HPHARTHOCT: 01/2!}"7 -
R{:g:stmsnm certificate / Pece Tpauifine pocninuenpn No: Valid (H / Hiticue ao: unlimited / HEODMEREHIT
UA/I2189401/01

{Order of MOH No: NoS43 fr om 19.95.2017 / Haxas MO3 Yrpainn NeS43 ein 19.05.2017 B
ISize and type of the package / Posmp THOTHA N3KYBAHRIL 10 tablets in a bhster; | blister in a cardboard bBox Eahelm;q

in Ukrainian language /

no 10 rabuerow y Gaicrepl; no 1 Geicrepy ® wapronalii

gopobui 3 MapiRyBaHIM YKPaTHCLKO10 MORBOID

Mame, address and numbers of the licenses of mannfacture and Dr. Reddy's Laboratories Ltd., FT0O - 1 |
qualily control / HalivMenyBanus, aapeca ra uovep afuensii Survey No. d42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally;
BUROOHMED 1A KOUTPON0 IROCTI: Village, Bachupaily Mandal, Medchal Matkajgiri District -
500090, Telangana State, India, Ne 63/RR/AP/Oe/F/R |
I1-p Peapite Aadopavopic Jra, @TO — I, Alanmms Ne 42p.]
43, 44p, 45p, 46p, 53, 54, 83, ¢. Bavynani, Bavynam Manaaa,

orpyr Meauan Mankaiiripi - 500094, wrar Tenanrana, huain,
B - B Tiensin Ne 63/RI/APS6/FIR o -
12, W ancaminant En]pﬁr&zﬁzcs!Cyi;y’mi
Aoas L Less than LOQ (LOO = 0.009 %)/
w1 bmpurity AMT-1 /7 Jomiwike Huxde nimita kinskicHoro cl) Not more than 0.20% / e Sinblie 0.2%
AMT-1 piuzHadenna (JIKB = 0,009 %)
) hmpurity OMP/ Ao*"””“f‘a OMP0.01% b} Not more than 1,0% / ve Ginvie 1.0%
o} Impurity AMT-2 / Jlomimza f.es8 than LOQ (LOQ = 0.010%) / ’
AMT-2 Hinkue nimiva KiMbKicHoro : ’ .
; ‘ . 2} Notmore tf S% /e d e 50
3 Highest individual unknown BusnedeHHn (JIKB = 0,010 %) €} Notmeorathan 1,5%/ ue Binbiue:t 5%
imprity / HalBinsina veninoma d T S
atatkidyastisens JOMITIKG ) .02% } Not more thar 0.20% / pe Ghmsioe §.20%
=1 Total impurities / Cyma 0. 1%
sontlIOK ¢} Not more than 3.0% / sc Ginewe 3.0%
13 [Oniformity  of  dosage  units 1.4 AV <150
_[Oanopladicry A0I0BAREY 0ARAL

| Remarks: The product confirms to above specifications
Hpuminiea: Npogyxr sinosiae Buuesaznasenii cneungiraufi

Tested by / Tecryras: Document Checked by / [epesipni
0. Latha - Quality control / Team Member [T, Latha - Quality control / Team

\,%& Membgr

Sign & Date / Tianue/Tava: 23-03-2024
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CERTIFICATE OF QUALITY

CEPTHUDIKAT AKOCTI

InReddy's

LN I
Fuoe 28 van

Produsi: NINE },fﬂ fitm coated tablets 600 iy 31 i((é\%} in
hiksler

Pipoairs HAWIHAAT, madactis, sxpnvi idgroBom
ahononre. o 688 s M0 (10x1) p Saderepi

{tabist containg: Astehwetin Guacll 888 my

1eafaer g METETE: aMTeamerny ryanay 600 me

Couniry of manalacturer: India
Kpaiua-supolurwr ingixn

Bateh / Cepist | : B2300850

Bateh Quunii&"}'i{)ﬁ’cw naptii; 14610 Pack
VIAKOBOK

&nai\tzui Repw ¢ Anaairinni seiv No: 2002FP24000684

1Date of Apalysis / JaTa JocHnRCHI! 22~

Bote of Manulacture / Hatn pupobuinria: 0272024
Repistvation certificate / Pecet paniiine Focixtenns Ne:
UAMZ139/01/01

iDate of Fxpiry / Tepuin apsnataicth 012027 o
Valid til} / Hiitene no: unfimited / HEOBAEHE ) i

Fuf’

Order of MOH Ne: NMi843 from 19.08,2017 / Hawas MO3 Yipatau Ke343 nig 10052017

Size and type of the pdckzzgﬁe' Poamip va THI pagyBauns

10 tablets in a blisters 1 blister in a cardboard hox %M»fimo
in Ukrainian language /
o 1 rafaeror y Gnicreph: wo 1 Gnlevepy s Kapromii
RopofiLl 2 MapRYBIIREM YKDATHCLKOI0 MOBOIO

’\ame., address and numbers of the licenses of manufacture and
guality coptrel / Haiimeuypansi, aapeca 1a Homep Jginesii
HEBODRBKR T3 KOUTPOO #ROCT:

Dr. Rediyv's Laboratories Lid, FTO - 1

00690, Telangana State, India, 20 6RRVAF/ONT/R
I-p Peaat’c Jlataparepic Jhva, @70 - 11

Aivestis Ny 6 RRIAPOG/IT/R

Survey No. 425, 43, 44p, 45p, 46p, 53, 84 & B3, Bachupally
Village, Bachupally Mandal, Medchal Malkajgivd District -

cHianaann Ne 42,
43, ddp, 45p, 46p, 53, 54, 83, ¢, Bauyvnail, Bauynant Manaan.
orpyr Menuas Macaiiipt - 00090, wtar Tenawrana, by,

Microbiological purity
Mixpobloaorivea yueroTa
Tolal  Acrebic Microbial  Cound
(TAMC) /7 Saraseua  kinexicr
acpobimx mixpoopranizmis {TAMOCH

KY O

Escherichia coll

Less than 10 CTFU/g 7/ menwe sbx 10

s than 10 CFUfg 7 mempe nik 10

Total  Yeast and Meold CountKYO7y

(T WIC) Jarmibia KALRICTS

apbpkosux 1 naicnssux rpubisAbsent in 1 g/ Biacyraip ir
(TYMC)

Mot more than
Y (i

Abcent in 1 g/ Bineyruis Ir

1000 CFU/g /7 He Ginswe 1000

Mot more than 100 CFU/ / He Ginewe 100 KYOh

Declaration of certification: “! hercby certify that the above

information 1s authentic and accurate,

This batch of prodnet

has been manufaciured, including packaging/labelling and quality control at the above mentioned site(s) in full compliznce
with the GMP requirements of the Jocal Regulatory Authority and with the specifications in the Marketing Authorisation

of the importing country or product specification file for Investigational Medicinal Products.

packaging and analysis records were reviewed and found fo be in compliance with GMP.”
Hewaapanis npoe cepradixaniso: “Lluv zaceinvyio, mo mumesukiaena ingopMagls copamsHs | rousa. L cepis
nPoAYKTY 0YAa BHIOTOBNONE, BICHOUAIONH YIAKOBKY/MAPKYRAHHH T4 NCPCRIPKY IXKOCT! BA BULUE JrajasoMy caltii (ax) v
noenil sianorigpocTi 3 sumoravin GMP Micuesoro Peryasroprol opraity | BIAnORizue 40 creumdiraiil, wo mietarsca
B peceTpanifinomy Aocke / Toprosiit aiucusii kpalun-imnoprepa abo ¥ 20ChE CnennGiKalil HposyKry SR A0CHUDKYRAHMX
Aikapebruy zacobis. Jokymenty o obpolil, yrarosud Ta asanizy Hyau neperisnyri Ta BCTANQBACHO BUTHOBIARICTD

GMP”

(L EECY i W / 4 /'
\[\(palﬁa % ’e,
(.j& HOmy g%

Remarls: The product confirms to above specifications
Mpsmirsar Hpoiyir slanerinae mungsasdaneniil cnetnudixanii

The batch processing,

Yested by / Tectvean:
1, Latha - Quality control / Team Member

i

Dogunment Checked by / Tiepesipug
T. L &t - Quality control / Team

ign & Date # | lianane/ Hava: 23-03-2024
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