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EPKABHA CJIYKBA 3 JIKAPCHKIX 3ACOBIB
'TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI "

npon, Hanii Ceitnuvnot, 3, 02099, ten. (044) 295-26-85
E-mail; dls.kyw@dls_‘gov ua, Kox S,IIPIIOY 37079055

BUCHOBOK
npo SIKICTH BBE3EHOIO'B chpamy m}capcmcoro zacaﬁy |
pgpws - . - L P e.d  a H, gl BRER 2036/24/26
MOHTYJAP® KIJIC

(HaliMeHyBaHHA 2iKaPCHKOro 3&(:05)' 3TiAHO 3 PEECTPAUHHIM noCBITHEHRAM)
Ta6J1eTKH JKYBaJbHI 110° S Mr; 0o 10 Tadmerok y ﬁchepr 1o 3 5.uic*repn ¥ deTDHHIH
yHﬂKﬁBHI

(Dopma BARYCKY, H03YBaHNHA, BHA NAKyBaHAS mxapcahm*o aacﬂﬁy)

‘Howmep peectpanitiroro NOCBIA4EHHS UA/ 1 8586;/01/ 02 crpox aii peecrpamnﬂom nocBi e 05 03 2026

Cepisn ikapckoro sacofy Ne 1002455 KinbKicTh BBE3€HOIO JIIKAPCEKOro 3ac00y __144
Bupofuuk KYCYM XEJITXKEP IIBT JITH; Inpis
(Iiaﬁueiiynal;{l-m nupu_fjunﬁé Jiiﬂap(}hl{ﬂi‘ﬁ 3acé6‘y, _xpama IlﬁHﬁﬂ,}KﬂHHH)
Bsesoro B Y xpainy o T{)BHpIICTBG 3 oﬁme}xen{no BI,D’.IIOBI}.IRJILHICTI{] “F Jlegq:aapm JIT,H"' |
inent. xon: 20075891

(siativeryBama Ta ko 3a €APIIOY 10praHYHoT 0coby afo npisswiie, iM's; 10 6a rLKOBI (izgHOl
0coGM - TiANpHeMi, if MICIE NPOKIBAHKA Ta peecTpaniiinuil noMep 067ikosol kaprku naaTHUKa
rnogatkin abo cepis Ta HOMEp nacnopra)

I porokosa sisyanbiioro wontposmo six 14.12.2023 Ne 3936/10.

JTaGopatopHuil ayaiis siKoCTi JHKapehKoro 33006)' 3AIACHERHH

JTa60paTop1ﬁ 3 KOHTPOJIIO SKOCTI JIKApChKUX 3aC00iB TOB ”L{OBPOBYT-JIIKHJ]AB" (M Kuis,

By Hosropon-Cisepcerka, 0ya.3, HOKXHTIOBI npaMimeHHs 92)

(naliMenyBanHa 1a MiClIe3HAXODKERHS NAGOPATOPIl, 1O NPOBEa NadopaTopHuli aHai3 skocti)

BUCHOBOK W00 AKOCT] AiKapebkoro 3acoly, Bunanuii rabopatopieto Bix 19.01.2024 Ne '6’40—23

PesynutaTh 1aBopaTopHOro ananisy akocti NiKapebKoro 3acofy 3a nepesipeHuMH 1ToKa3HHKaMy BUINOBIAAXOTH
BHMOT'AM METOAIB KOHTPOMIO AKOCTI (aHaniTHYHO-HOpMaTHBHO! HOKYMeHTaNIl), '

‘3a pesynsralamM¥  HAepXKaBHOIO' KOHTPOMNO. BCTAHOBJCHO, 1HO .ﬂiK&pELEﬁH 3acio BBESEHG B Yl».pamy 3

JOTPHMAHHSIM pHMOr 3aKOHOJABCTEA HIOAC 3a0e3neYeHHA AKOCTI JiIKapChis samﬁm
.
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Igiot No. @I-»S, I'nc'ic‘f;fue é}gecial Econoﬁic Zanej Phaéehll, i’i&a“nip{lr, Dfﬁﬂ. Dl{é:;-:., K/Iad
Ph.: 07292-258300, Email: info@Kusum.com, Website: www kusumhealthear

Cepin: N 1002455

Jlkapenrnii aacis: MOHTYIIAPR®
KIAC

Medicinal product: MONTULARS
KiDS

Aiw4a pevonyya;

Active ingredient:

Peccrpauiiine nocsigyeims:

Registration Certificate:
Jizessia ua supobunurso Na:
Ceprugrinar GNP No:
Bupotnmy

Anpeca BUpabHURA!

Munufactured by
Address of manufacturer:

Posxmip cepit: 3333 vy,

hya Pradesh 454774 (India),
g.com

N

CIN No.: U65929DL1997PTC085780

CEPTHDIKAT SIKOCTI
CERTIFICATE OF QUALITY

AR X 1210FP23000787
Hdara Date: 21.11.2023

{rabaersy wypausui o § Mo, no 10 tabretow y Snicreps; no 3 BALCEEPN ¥ KAPTHUHIGR
yRarnsui) '

(chewnble tablets 5 mg, 10 tablets ave in a hiister: 3 biisters is in a carton package)

DMomreayRacy #avpii ¥ nepepaxyBanitl Ha MouTeAYKACT 5 Mr

Montelukast sodium eguivalent to montelukast § mg

Ne UA/IB586/01/02 8in 05,03.2021; repmin aiv peecrpamiBinore noesinuers: 05.03.2026
POKY

Na UA/18586/01/02 from 05.03.2021; Registration Certificate valid 6l 05.03.2026
25/61/2018

040/2019/GMP

Kyeym Xearxwep {Ist Jvy, higia

Elror No M-3, Inpop Crenten Ionomik 3oy, @eits-11, Witamnyp, Micr. Jixap, Manxpn
Ipajgewm, Hin 454774, Inais ; '
Kusum THealtheare Pyt Ltd, India

Plot No. M-3, Indure_Special Ecﬂllnnfiﬂ Lone, Phase~t], Pithampur, Distt, Dhar, Madhva
Pradesh, P 454774, Indis

Jata sur.: 09/2023 Alicnuit go: D82025

Bateh: Batch Size: D/M: D/E:
Mo Hanmernosanie noxasareneit TpeSopans Pesyunrarst anasnion
Name Index Requirements Result of analyses
] Onne Kpyrat as0onyidi Talacrin K CBiTH0-POXEBOTO RO POKEBOTD Kospepy | Bijanosinac
603 o00ADILKN 3 HANBURNMI BKPANASHAIMIC TaRAKE 3 000X Gokis,
Description Pink to light pink coloured, round, biconvex, unceated tablet, plain on both Comphics
sides. The tablet may have mostled appearance. _
2 inestidicanin
CD seron HotAtokysaunit posuii HOBUHCH JAeMOUCIPYRATH MARCHMYM B AMerkax Bianorizae
AOWAHHE XBIJH £ 1 1M Y NOPIBHARKL 31 CTAHAAPTHHM DOSYHHOM.
BEPXN Hae yrpusysauis ocHOBHOTO Tiky HA NpoMaTerpai aocmamysanore | Jlanosiaee
DUSMHEY BUIIORITAE 420y YIPHMYRAHHES OCHOBHOTO THKY Ra XPOMATOrpar
\ CTAHAADRTRONO POIUMHY, OTPHMALIOND B YMOBAX KIASKICHOIC BHIHANCH 1.
I i
he test solution should exhibit maxima within = Inm wavelenpths as Complies
fleompared 1o the standard solution.
by [ In assay, the principal peak i the chiromatogram obtained with the test | Complies
solution has the same jetention time as the principsl peak in the
chromatogram obtained with the standard solulion,
3 Cepeanst maca

Average Weight

3000 wr % 3,0 % (285,0 mr - 315.0 w0 29997 ary

L

300.00 mg £ 5.0% (385.0 mg - 315.0 me) 299.97 my

Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 {India)

Ph. +91-11-41005147, 40514919, 41010571, 40527575
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Plot No, M-3, Indore Sp;ci.al Econormic Zone, Phase:lf, Pitha

e i

reTy m

e

mpur, Distt. Dhar, Madhya Pradesh-454774 (india),

Ph.: 07292-258300, Email: info@Kusuni.com, Website: www . kusamhealthcare.com

CIN No.: U65929DL1997PTCO85780

AR Nee 1223060787

4 | Crupaniers He Ginewe 1,0 % 0.0%
Friahility Not more than 1.0 % U.0%)
3 CTiftsicts R0 PO3AABIIOBAHHS 2-12 klia 7 ilta
Hardness 212kp 7kp
6 Posmpanns He Bisinute 5 Xunaun 00 xp 39 cex
1 Disintegration Time Not more than S minutes 00 min 59 sec -
T | Pessusienns He meiime 80,80 % (Q) 5a 20 xsanisy 89% - 1.02%
Lhssolution Not less than 80 % (Q) in 20 minuies 9995 - 102%
8 Oanopianicts aososanux | AV<LI, ze L1=13,0 | Binositae
OAHH KU
Uniformity of Dosage Units AV <L), where L1=3.8 Complics
Y Rinuxicse uinauennsn 95.0 % — 105,0 % i sdnsncroro Baicty 99.03%. |
Assay 95.0% to 105.0% label clain 93.05%
BT Cynposiani zoMinsn Cynporeny posinka; ne Sinpue 1,5 % o Toaw T
MonTenykacT xeTon aoMimKa: He 6] e 0.2 % He spasneno
.illfxcﬂi:m?si!zp:l;rc'.{ifs_lt;mat0,2 ‘3/:3_: ‘ 1 e nuamieno
; _E}f-ﬂb-ﬂﬁﬂ'i.l_-_l‘jli-llllll}'ﬁﬂ‘biia AOMALKAL e Olasie 0.2 94, Huskde MoKl BHAHaTen s
Cyma qoMiioK: ye Ginkme 2,0 % 1%
Related Substance sulphoxide impurity; NMT 1.5 %, 0.1%
Montelukast !{ﬂtﬂfli‘: impurity: NMT 4.2 %, Not Detected
815-1501115:1": N‘v’ll U_.E‘%. _ 1 Not Detected
Any n‘ther u?d'wuiual impurity: NMT (0.2 8. Below disregard limit
Total impurities: NMT 2.0 % 0.1%
1 | MixpoSionoriuua anerera JaraieHa  KUILKICTE acpabHuX  Mixpooprapissis (1 AMCY: we |
Glabmie 103_3{5"0*' L | He priconyetses
JAranTpER KINLKICTE HPLKIUKOBEX T2 HAICeHCRIY rprbin (TYMO): |
re Gizewte 10% KY O/
Bimcyruicn, Escherichia coli 1 1 r npenapayy.
Microbiclogical Parity* Tota} Aerobic Microbial Count (TAMC): Not more than 107
CEF U/ g; , _
Total Combined Yeasts/Moulds Count (TYMC): Not more than (02 | ot Applicable
CFUfe;
Escherichia coli absent! g
R

{oBTPOAL MiKPOBIOAOFINHOT TUCTOTH NPPBANTE LS BEPLIUX 3 cepift, notiv fas kosuci 10 cepii abo oann pay & ik,

* Microbial purity will he ﬁerfmmed on {irst 3 commercial baiches therenfler at every 10Wbatch or once in @ year,

BUCHOBOK: Cepin Ne 1002455 BIANOBIRAE BMOTam MICGT PIT Ne UA/18586/01/02
CONCLUSION: Batch Ne 1002453 complies with the requirements of MQC RC Ne UA/18586/01/07
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Kusum Healthcare Pot ltd.

i

F Piét N{;.idu?;, Indme SPECiéI EConomic Z{}Tlt-}:, I_’haseJI, Pitimm_pur,, Distt, Dhar, Madhya Pradzgﬁz@?m (India),
Ph.: 07292-258300, Fmail: info@Kusum.com, Website: www kusumhbealthcare.com
CIN No.: UsE929D1L1997PTCO85780

AR, N 1210FP23080787

Kl

AHAJI3 BUKOHAB HATA - { | ! J 2721
(ANALYSED BY) (DATE)

Komenraph nemae

Comnmenis: no

3asBa npo ceptudixanio: «Milienns 51 3acsimyyio, mo narerena Brie indopmaning ¢ aoetosipuow i roynoro, Lk cepis
HPOAYIRIT Bysra pyroroniena (BRAIGHAIOYN YRAKOBKY / mapkysanns) i aposexeno xouTpoas if aroeri na BIEMCITAAAHOMY
mianpueMcTai B nosnill siNOBINNOCTE 3 BHMOTAM¥, 3X3HATCHEMI B WOIHIE HACTaHOB] GMP, sarsepaxeniit Miniereperoom
GXOPOITH 310POB'T YRPATHH, 13 Busoramu peccrpaniiinory gocse kpatiy npusnavesny. Jipororom: Bnpeiuanrea, YHAKOBK
T3 ARAABIB OYan meperasuyTi i Beranosaeno ¥x signorinzicrs siunoram GMPy.

Certification statement: «On this 1 certify, that the above mentioned information is frue and accarate. This product bateh was
produced {incinding packaging / labeling) and conducted for its quality control at the above mentioned manofacturer
according to specified in the current GMP guidelines, approved by the Ministry of Health of Ukraine, and with the
requavenents of the registration dossier of the destination country. Reeords of manufacturing, packdging und analysis were
reviewed and defermined for their compliance with the GMP requirementsy.

Kepieuik rpynin KOHTPONIO SKOCT Yroruosaxena  ocofa, a0 aniichioe
Quality control group manager . CepTHQIKANIIO cepii

T Ry QY Quulified Person certifying the batch.
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M8 T3 npissHge \ <5 \r\ —= TR A Ia'g 14 npizpuie
(Name) o {(Name) ,\j] : \/l ' Q :
L L3 - : ) i R : tlﬁ ,f{""
iz \%Q,h_._____‘ Hiznug, i ! i,ﬂm.;
(:S_lgnailure) -e}m.,\\\,\v\ LA (bigﬂﬂt.ure) i' | E,\,L- /. ,x #
Hara nignscanns flata uiguncauns - U \ o™
(Date of signature) - “‘“,i,;}.\ \Ii

(Date of signature). -
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