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N Plcat Na. M:S, Indore Special Econornic ch:rne, Phase-If, Pithampur, Distt. Dhar, Mﬁ.dhya?racl@sl1~454’774 {India),

Ph.: 07292-258300, Email: info@Kusum.com, Website: www kust mhealthceare.com

Jlinapeskuit saci6: MOHTY TAP
KIAC

Medicinal product: MONTULAR®

KIDS

Hioua pevjoBunar

Active ingredient:
Pecerpaniline moosimacnns:

Registeation Ceriificates
JHivensia na euponsuree Ny
Cepradivar GMP Ne:
‘Bupohnu:

Anpeca srpobrnka;

‘Manufactuyed by:
Address of manufacturers

Cepiss Ko 1002505

Pawmip cepii: 3333 yn.

CIN No.: U65929D1,1997PTC085780

- CEPTHORIKAT SIKOCTI
CERTIFICATE OF QUALITY

AR, Ne

V1210EP23000804

Aara /Date: 24.11.2023

(rabaeTicn MY Db I 10 4 i, Ho 10 rabacrocy baicrepiy no 3 Baicrept y kaprouniit

YIaRoRni)

(chewable tablets 4 mg, 10 tablets are in-a blister; 3 blistérs is in a cavtonr packaga)

DMonrenysacr Harpiwo y HEPePAXYBAHHI HA MOHTEAYKACT 4 M1
Montelukast sedium equivalent to montelukast 4 mg

N UA/18S86/01/01 8in 05.03.2021; vepmin i peccrpaniiiaore noesiguenns: 05.03.202¢6

'POKY

Ne UA/IB586/01/01 from 05.03.2021; Registration Certificate valia 1 03.03.2026

25/61/2018
040/2019/GM P

Kyeym Xenrxeep Tlsv Jita, Innis

Ao Ne M-3; Tupop Cremen Ixanoni Soyh, Deiis-tL Hivamnyp; e Ilﬁ'ﬂ}}', Manzos

Dpanew, Min 454714, Tanin
Kusum Healthcare Pyt Lid, India

Plot Nos M-3, Indere Special Ecanomic anr&,-"i?h’&'ﬂé-lﬁ,-'Pi!‘ﬁﬁ'm']'jm‘,-Disfh Dhar, Madhyn

Pradesh, Pin 454774, India

Jarasnr.: 092023

Ajkeiiig a0 08/2025

Batch: Batch Size: D/M: D/E:
Ne Huansmenosanne norazaresei Tpedopanunn Pesyasvaret anuamion
Name Index Requirements Result of amalyses
1 Onte Kpyrai usoonyxai taBacren sig CHITIHOPOIREBOIG IO PORERONO Kounopy | Bianosigae
Otz 0OROIKI 3 HIIBHAMI BKPAN ACHHAMH TIaAKI 3 060K Gokis,
‘Description Pink torlight pink coloured, round, Biconvex, uncoated tablet, plain onbath | Complies:
T — sides. The tablet may have mottled appearance.
2 Inenr -‘;,, *
- Jocnipxyrauull poaunn nopHaen ACMOHOTDYBATH MARCIHMYM B Mexkax | Binnosinac
ROBKMNH XBiAT = 1 1M ¥ nopisuxuni 37 Craaprunm DO3YHHOM,
| Hac  YTpEMYBANMS - OCHOBIOND NiKky na xpomatorpami gocriiEyaasorn | Bixmesinac
pozuumy Biaosinae 1aCY YIPUMYRRHIA GCHOBAOTG niky HA XpUMAaToTrpaMi
Jf CTAHAAPTEHOIO PO3UNNY, OTPHMAHOIG B YMOBAX KIALKICHOTO BHIHAUSL
i The- test solution should exnibit maxing within 3 Inm wavelengths uy Cuinplies
compared (o the standard solution..
by HPL.C Inoassay, the principal pesk in the chismatageat obtatned with the test Complies
schation. has the same refention lime as the jprincipal peak in the
“chromalogran obtained with the stindard solution. |
3 Ceperua Maca 2400 8r 2 7.5 % (222,0 mir — 238,0 nr) 240,36 Mr
. EF 0T : T Wile I 1 P “y LM : 24{} 36'1‘]1 I
Average Weipht 240.00 mg -+ 7.5% (222.0 ing = 2380 ma) et £

T g —

———

Regd. Off.: D-158A,

Ph, +91-11.41005147 405149 f 05
KHP/QA/00048/A00001 1 obg 1141005147, 40514919, 41010571, 40527575
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o PE@[I\EGM»E’;IndGre Sp;{:ia}.' Economic Zmﬁ.e, ]?11215::341,_I:’itl“tz‘;mpur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www.kusumhealthcare.com
CIN No.; U65929D11997PTCO857R0

AR Nt 1210FP23600804 __

4 CTII‘.’.{}ﬂHiCTE He Gizpie 1,0 % 0.0%
| Friability Not more than 1.0 % | 0,0%
5 Criiiiers 20 posnasaosaunn 1.2-12 k1 7.0 xlia
Hurdness Cl2n2kp o | 7.0 kp |
6 | Poznamanun He &insue 3 xemin 00 xu 58 cex
__| Disintepration Tinie | .Notmore than 3 minutes ) 00 min58sec 1
7 | Pesuunenun He senine 80,0 % (Q) 32 20 xpunyy 99% - 100% |
Dissolution Notless than 80 % (Q) in 20 minutes 99% - 100%
& | OasopiaiicTn AasoBauyy | AVSLI pe L1=1{30 Binrosinac
BRHIHLG |
- Uniformity ef Dasage Dhits. AVZLLY, where LI=13.0) Cotnplies
9 Kignricne ssinagenny 95,0 Yo - iOS;{} Y B 3eSBIEHOO BMICTY 104.43%
Assay 33.0% 10 105.0% label claim. 100.45%.
10 | Cynposiani posimssn Cyan(ioxcu 20MInKa: e Oitewie 1,5 %; B.1%
MonTeayRacr keron toMimka: ge Glame 0,2 %; He rassaeno
ITuc-izonen: nie Sincime 0,2 %: __ He minsnieno
Byau-sia imAneinyamira aoninies: 1o Siruie 0.2.%: Huorwe vexi agsungenns
Cyma goMituok: jie Ginbure 2,0 % 1018
Rélated Sithstance Sulphoxide impuority: NMT 1.5.9%. 0, %
Montelukiist ketone impurity: NMT0.2.%. 1 Not Diteeted
Ciseisomer: NMT 0,29, o i NotDeziected
.Any other individual | mpuriiy: NMT 0.2 9%, i Below disregard Fimit
e 1 total impurities: NMT 2.0 %, e 16, o,
i1 | MixpoGicaoriuna auerora*® Jaranena KinpkicTh acpobnux MIRpOO aHi3niB  (TAMCQ): L
| -Oksure 109 KY O/, | 2
3AraubRa KiBRKICTH APHKAMOBEY T8 nnicenenm rpstin (1Y M@
| e dinsmme 107 KY O
o | Bigeyruicrs Fscheriéhin coli n | Tupenaspary.
Microbiclogicnl Purity* | ) | o
1 Total Aerobic Microhial Count (TAMCY: Not aiére than 103 .'
1 CFU/g | ) R - |
Total Combined Yeasts/Moulds Count (T YMC): Notmore than NP Oy 1.
CFlse:
B Escherichia coli absent/ {7 f

* Kowrpoas MikpaBionorinuol uketors HPOBOMATE A NepIIHK 3 cepill, 1ot L8 kownoi 10 cepll 400 oxui pas b pik.
- Microbial purity will be. performed on first 3 commercial batches thereafier at every 1% batch-or once in a yvear,

BUCHOBOK: Cepin Ne 1002305 BINNOBIAAE BYMoram MK PTT No UA71 83 86/01/01
CONCLUSION: ‘Batch-Na 1002505

complics with the requirements of MOC RC Ne UA/1SS 86/01/01

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

o Ph. 197-11-41005147, 40514919, 405275
KHP/QA/000048/A00001 1000 ’ 17, 41010571, 40527575 Page2 of 3
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II.‘Di.U't No. M-3, Indore Special Ecoﬁomic Zone, Phase-ll, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: indo@Kusum.com, Website: www.kusumhealthcare.com
CIN No.: U65929D1.1997FTCOR578()

/_t AR, No + 1210FP23000804

AHAJI3 BUKOHAB HATA 2.4 } 1] 1823
(ANALYSED BY) (DATE)

Kosesrapi: semae
Connmnents: rio

3assa 1npo cepriudixanic: «Iilicinm s IRCBIMYI0, MO HARCACHS Biniie
HpogYRUET 6yna BRTOTOBACHA (BIGTIGUAIONH YRaKoBRY / MApKYRauus) | nposexeno KOHTPOAL 1 AKOCTI HA BHNIEITAAHOMY
niinpuemerTsi B nopuilt Bignosigwoeri 3 BrMoTAMY, SAIRANENNMA & Yuuuill nacranosi GMP, sarsepocenii Mimicrepersom

OXOpouE 3x0pos’s Yipaiun, i 3 BHMorav peceTpaniiinoro Noche Kpalnut uprigaveHs. poroxosu supofinaursz, ynaxesin
Td AHARIIIB OYIR REPErAAAYTI | BCTAHOBICHO 1X BIAKOBHINICTD BiMOIram GMEP»,

iHgopmanis ¢ poerosipioio i rouneio. L cepin

Certification statement: «On this ¥ certify, that the above mentioned information is true and accurate. This product b‘ntﬁh_‘was
produced {including packaging ./ fabeling) and conducted for its quality control at the above utentioned manufacturer
according to specified in the current GMP guidelines, approved by the Ministry of Health of Ukraine, and with the
requirements of the registration dossier of the destination country. Records of manufacturing, packaging and analysis weye
reviewed and. determined for their compliance with the GMP regquircmentss,

KepisHvK FPYIT KOTTRCHIO HICGET]

YHoeHOBakena  0cobd;, N SHHCHIGE
Quality control group manager

ceprudnkandio cepil

i Qualified Person certifying ile batch.
' Ta mpi3guine N \ " 11’ Ta npizei S
¢ - . - N s TN ™ Sk Py . ', { g D .
(Narne) X\L*\Z“Q% '}‘] M&k‘\i\j\‘f T‘\}O\ (Name} (\\7‘L | \g,(’_}\wf [:!Lx
Tlianuc < Cm— Higrue R "
(Signature) Vo e A & o (Signature) { | Q .
Mara mianncaniis 2 Aata manucauun @L B
(Date of signature)

(Date of signature) ﬂ f;aqvo?}

Regd. Off.: D-158A, Okhla Indl. Area, Phase-1, New [5‘;1;1;“'.6@"(_'[M]La)
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