IEPKABHA CJIYIKBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMHA y M. KHEBI

npos. Hanii CVBiTJlHHHO'l', 3, 02099, Ten. (044) 295-26-85
E-mail; dls.kyiv@dls.gov.ua, Ko €IIPTIOY 37079055

BUCHOBOK
PO SIKiCTh BBE3EHOro B Ypainy JiKapceKoro 3a¢00y
20.09.2024 Ne 48810/24/2611
MOHTYJIAP® KIIC

. (nalimeHyBaHHs JIKAPCHKOTO 3ac06y 3riHO 3 peccTparifiimm NOCBIIUCHHAM)
rabeTY MKy BATbLHI 110 4 MT'; 110 10 tabaerok y Gaicrepi; mo 3 GaicTepy y KapTOHHIH
ynaKoBLi
((popMa BHITYCKY, LO3YBAHHS, BUJL NAKYBAHHA nixapcexoro 3acofy)

HoMep. peecTpaulilfHoTO NOCBi A4CHIA UA/18586/01/01 crpox aii peectpautifinoro nocsimuenns 05.03.2026 -
Cepis nixapcskoro 3acoby Ne 1003887 KinbKicTh BRE3EHOTO JiKapehKOro 3acoby 2810

BupobHuK KYCYM XEJITXKEP IIBT JITH, lapis

(naliMenyBaHHA BupoGIMKa NiKapCLKOTO sacoly, kpaina TIOXOIKCHHA)

Baeseuo B Ykpaiiy TopapueTBO 3 00MEKEN010 BiANOBIAAIBLHICTIO "Taendapm JTA",
inent. xom: 20075891

(ualimenyBalilis Ta KOA 33 €JIPTIOY 10pHiwmHHOi 0cobu 460 NPI3BHILE, iM'A, NO GarbioBi Pzl
0co6y - nianpremi, i Micle npoxKURaHHS Ta peecrpauiiimii Homep 06/1iKk0BOT KApPTKH NATHAHKA
noaatkip abo cepist Ta HOMED nacriopTa)

[1poTOKO Bi3yaNbHOr0 KOHTPOIIO0 pin 27.08.2024 NXe 2905/11.

3a  pesyNbTATAMH JIEPIKABHOTO  KOHTPOMO BCTAHOBJIGHO, IO JiiKapchkuit 3aci6  BBeeHo B Yxpainy 3
JOTPUMAHHIAM BuMOr 3aKOHOZABCTRA 110710 3a0e3neyentia sicocTi Nixapluiux 3acobis.
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JNEPIKABHA CIYKBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KUEBI
npos. Haaii Ceitnnunol, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kop €PTIOY 37079055

BUCHOBOK

npo siKicTh BBE3eHOro B YiKpainy nikapenkoro 3acoby

20.09.2024 Ne 48715/24/26

MOHTYJAP® KIJ1C

(HaliMCHYBRHAS JIKAPCBLKOTO 34000y ariiino 3 PpEECTPaliiHHM FOCRIAMEHTIAM)
TabaeTH XKy BagbIi 110 4 mr; 1o 10 rabacrox y GaicTepi; no 3 6aicrepu y KapToHHii
ynakosi

(thopma Bunycky, L03yBAHHA, BIL NAKYBAHNEA nikapcokoro sacoby)
HoMep peecTpauiifHOro nocsiuen s UA/18586/01/01 crpox mif peecTpauiiiinoro nocniaveniis 05.03.2026
Cepis nikapenkoro 3acoby Ne 1003887 KinskicTs poeacoro nikapebkoro sacody 210

Bupo6uuk KYCYM XEJITXKEP BT JIT, Inpis

(natiMenyBanis supobnuKa nikapchicoro 3acoly, kpaina AOXOMKCHNN)

Tosapucerso 3 06MeEKeN0I0 pianosinaasuicrio "Taendapm Jrar,
inexwr, con: 20075891

Boesexo B Yipainy

(naimenyBalHs Ta KOA 3i €/IPTIOY 10puamioi ocobu abo npisnimiLe, in's, o Garukoni (GianuHHOT
0COGH ~ MIANPHEMLA, iT MICILE NPONHBANNS TA peecrpauimii nomep 00IiKOBOT KAPTKYW INATHHKA
jonarkis aGo cepis ta HoMmep nacnopTa)

IIpoTOKO/ Bi3yanbLHOro KONTPOHO BiA 15.07.2024 Ne 2366/10.
JlaGoparopuuit ananis AKOCT} iKaPCLKOTo 3acoby 3nifchennif:

I "LienTpansia nadoparopis 3 QHATI3Y SKOCT NIKAPCHIKHX 3ac06iB | MeAMUNOT NPOIyKUiT"
(m.Kuis, Byn. Kynpssceka 101 m.Kuin, Bysr. Kynpsscera 8B Kuiscbra o6nacts, ¢. Hosi INeTpisid,

py. Ipana Ppanxa, 19)
(HafiMenyBaKs T MICLE3NAXODKCINA naboparopii, Wo nponena nadoparopunii ananis skocri)

BHCHOBOK WWORO AKOCTI AiKapchroro 3acoBy, BujaHHH naGopaTopicio Bin 19.09.2024 No 1863
Pesyavrati nabopatoproro anwiizy sxocti nikapeskoro 3acoBy 3a nepesipetiMy NOKa3HHKaMi BIANOBIAAIOTDH
BUMOTaM METOLIIB KOHTPOMMO AKOCT (aHARITUUHO-HOPMATHBNOT AOKYMEHTALT).

Ja  pe3yNBTATAMH JEPKABHOrO  KOHTPOIO sCTAHOBAGHO, MO AiKapebinii  dacié  peeieio 6 Ykpainy 3
JOTPHMAHHSIM pumor 3aKOHOAABCTBA 1HOA0 3abe3neuchns axocti npgdpebrix 3acobis,
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Kusum Healthcare Prt (.

I,acnmd;!xauiﬁlma

CEPTU®IKATI

TAER DAY
Tl

ko4 20075891

Plot No. M-3, Indore Special Econorhic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (Inai;),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www . kusumhealthcare.com

Jlixapehbruii’ Faci6: MOHTVYJIAP®

KIAC

Ce

Medicinal prodiict: MONTULAR®
KIDS

Jiious pedopuHa:

Active ingredient:

Pecctpauiiine nocsiauenys:

Registration Certificate:
Jliuensin na BUPoGRMLTEO Ne:
Ceprudixar GMP No:
Bupobum:

Aapeca Bupobunka:

Manufactured by:
Address of manufacturer:

pis: No 1003887

Po3mip cepil:

CIN No.: U65929D1.1997PTC085780

CEPTHU®IKAT SIKOCTI
CERTIFICATE OF QUALITY

AR, Ne: 1210FP24000521
Hara /Date: 25.05:2024

(TabneTy wysaabui no 4 M, no 10 rabaeTox y Gaicrepi; mo 3. 6icTepn y KAapTOHHIA

yuaxonni)
(chewable tablets 4 mg,

Moutenyicact natpiio y nepepaxyBanii 1a MOHTERYRACT 4 mr
Montelukast sodium cquivalent to montelukast.4 mg

Ne UA/18586/01/01 sin 05.03:2021; Tepmin aii peeerpaniitnoro noesia

poK

25/61/2018
070/2023/GMP

Kyeym Xearxxep st Tri, Ingise

10 tablets are in a blister;3 blisters is in a carton _packagé)

yennn: 05.03.2026

poKy
Ne UA/18586/01/01 from 05.03.2021; Registration Certificate valid till; 05.03.2026

Inoet Ne M-3, higop Cnewen Txonomix 3oyn, Geits-11, Mitannyp, Hier.. [xap, Manxss

Tpanew, Miy 454774, Innis
Kusum Healthcare Pvt Ltd, India

Plot No. M-3, Indore Special Economic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya

Pradesh, Pin 454774, India

111

3333 yn.

Jara Bur.: 04/2024

Nincuni go: 03/2026

Batchs Batchi Size: D/M: D/E:
Ne HanmeHoBaHNE MOKAZATEACH Tpe6osarnus PesyanTaThl 4HATHIOB
Nawme Index Requirements Result of analyses
1 Onuc Kpyrai asoonyiii TaGierks Bijl CRITJO-POWEROTO A0 POXEBOrO xonwopy | Bianopiaae
B3 0BOM0HKY  HAAERIMH BRPANICUHAMY rnaski 3 ofox Bokin,
Description Pink to light pink coloured, round, biconvex, uncoated tablet, plain on both | Complies
sides. The tablet may have mottled appearance.
2 | Ineurndikauin
C® meton TlocAiKyBauT POSMMM NOBHHEH NEMONCTPYBATH MAKCHMYM B MCKAX Binnosinac
ROBKMIM XBiii £ 1 i Y NTOPIBHANHI 31 CTRHAAPTHIM POIHAHOM.
BEPX meTox Yac. yrpuMyBaiHs OCROBHOrQ MiKy 1 XPOMATOrpaMi  JOCAILIKYBAHOTO Binnosina€
pPO3YUHY BIANOBIAAE VACY YTPHMYBUHHR OCHOBHOTO niky na xpomarorpami
CTANNAPTHOTO POSYMAY, OTPHMAHOIO B YMOBAX KiNLKICHOTO BASHAMEHNA.
Identification :
By UV The test solution should exhibit maxima within & Inm wavelengths as | Complies
compared to the standard solution.
by HPLC ‘In assay, the principal peak in the chromatogram obtained with the test | Complies
solution has the same retention time as the principal ‘peak in the
chromatogram obtaiied wilh the standard solution.
3 Cepeans maca 240,0 M 7,5 % (222,0 s~ 238,0 mr) " 240.8 Mr
Average Weight 240.00 mg & 7.5% (222.0 mg - 258.0 mg) 240.8 mg

Regd. Off.: D-158A, Okhla Indl. Area, Phase-1, New Delhi-110020 (India)
Ph. +91-11-41005147, 40514919, 41010571, 40527575

KHP/QA/000048/A000011-001
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Kusum fealthcare Pet (td.
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Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www.kusumhealthcare.com

CIN No.: U65929DL1997PTC085780

A.R. No.: 1210FP24000521

4 CripanicTh He Sinpize 1,0 % 0.2%
.Friébility N'qt more than 1.0 % 0.2%
5 CriiikicTs 10 Po3AaBMOBAHRS 2-12 xlld 10,2 xlTa
Hardnéss, 2-12 kp 10.2 kp
6 | Posnagannn He Ginvwe 5 xpunnd 01 x8 09 cex
Disintegration Time Not more than 5 minutes 01 min 09 séc
7 | PosunneHHs He menme 80,0 % (Q) sa 20-xBiimu 95% - 98%
_Dissolution Not less than 80 % (Q) in 20 minutes 95% - 98%
8 OnuopiaHicTs nozoBanux | AV<LI, neL1=15,0 " Biunosifae
OAHHHIL
Uniformity of Dosage Units AV<L1, where L1=15.0 Complies
9 KinbKicHe BU3HAUEHHA 95,0:% — 105,0 % i 3assnenoro sMicry 101.5%
Assay 95.0% to 105.0% label claim 101.5%
10 | Cynposinni AoMiluKK Cynbthoxenn nomilka: e Ginswe 1,5 %; v Huxue MEXi BU3HAUEHHS
MOHTERYKACT KETOH NOMiluKa: He Ginvwe 0,2 %; He sugnneno
L{nc-izomep: ne Ginbie 0,2 %; . He sussncHo
Byas-aka iuuBigyanbHa goMiuika: e Ginvine 0,2 %; Hikue Mexi BU3HAUCHHS
Cyma aomiuiok: He Ginswe 2,0 % He nuspneno
Related Substance Sulphoxide impurity: NMT L5 %. Below disregard limit
Montelukast ketone impurity: NMT 0.2 %. Not Detected
Cis-isomer; NMT 0.2 %. Not Detected
Any ather individual impurity: NMT 0.2 %. Below disregard limit
Total impurities: NMT 2.0 %. i Not Detected
11 | Mikpo6iosoriuaa uucroTa™ Baranbia KLKICTL acpoGuux Mikpooprawiamis (TAMC): ue
Ginbue 10° KYO/r; He BuxonyeTses
ZaranbHa KiNLKICTD APDKAKOBMX Td maiceHenux rpubis (TYMC):
ne Ginsme 10? KYO/r;
Bincyruicts Escherichiacolis I ¢ npenapary.
Microbielogical Purity* _
Total Aerobic Microbial Count (TAMCY): Not more than 10°
CFU/g; » | Not Applicable
Total Combined Y easts/Moulds Count (TYMC): Not more than 10 PP
CFU/g;
Escherichia coli absent/ g
¥ KoHTpoab MIKPOGIOIOTINHOT WHCTOTH IPOBONATE AlIS MIEPIUNX 3 cepiit, noTiM Juis xoxxtoi 10 cepii aGo oams pas s pik.
* Microbial purity will be performed on first 3 commercial bdtches thereafler at every 10™ batch or once in a year.
BHUCHOBOK: Cepin Ne 1003887 sianosigae sumMoram MICT PIT Ne UA/18586/01/01

CONCLUSION:

Batch Ne 1003887

complies with the requirements of MQC RC Ne UA/18586/01/01

Regd. Off.. D-1584, Okhla Indl. Area, Phase-{, New Delhi-110020 (India)

KHP/QA/00048/A000011-001

Ph. +91-11-41005147, 40514919, 41010571, 40527575
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Kusum Healthcare Pet ltd. i

- e

Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pithampur, Distt. Dhar, Madhya Pradéslm-454774 (India),
Ph.: 07292258300, Email: info@Kusum.corn, Website: www kusumhealthcare.com
CIN No.: U65929DL1997PTC085780

AR Ne : 1210FP24000521

2}

A,
AHAJII3 BUKOHAB NATA_ 2.5 o 1
(ANALYSED BY) (DATE)

KomenTapi: HeMa€.
Comments: no

3assa npo ceprudiraunio: «Jificuum s 3acBiguyio, W0 HABEACHA BHULE ingopmanis € AOCTOBIPHOWO | TOWHOIO. Izt cepin
nponykuil Gy/ra BHroTOBJCHA (BRIIOMAIONH YHAKOBKY {/ MapKyBauust) i BPOBeAEHO KOHTPOAL 1 SEROCTE HA- BHULE3TAja oMY
nignpueMcTBi B NOBHIH BIXNOBIAHOCTI 3 BUMOTaMH, 3a3HAMCHHMH B yuuniit wacranosi GMP, saTsepxeniii Minicrepersom
oxoponu 30pos's Yrpainn, i 3 BUMOramu peecTPaiiiHOro. 10Ckhe KPATHN HPH3HAMEH S, IIporoxonn BHPOGHHUTRE, YIAKOBKN
Ta ananisis Gynan nepérnmiyﬁ"i i BeTaHOBJEHO iX Binnosiauicrs BuMoram GMP»:

Certification statement: «On this 1 certify, that the above mentioned information is {rue and accurate. This product batch was
produced (including packaging / labeling) and conducted for its quality control at the above mentioned manufacturer
according to specified in the current GMP guidelines, approved by the Ministry of Health of Ukraine, and with the
requirementsof the registration dossier of the destination country. Records of manufacturing, packaging and analysis were
veviewed and determined for their compliance with the GMP requirements».

KepiBHHK FpyIH KOHTPOJIO AKOCT] Ynopuopaxena ocofa, Wo  3pifcHIOE
Quality control group manager cepTrikauiio cepif

Qualified Person certifying the batch.
Im's Ta npispyme AeedN Sharmy Im's Ta npisBRue - . )
(Name) » (Name) P Ma \)U,LA»Z JA/

[Tianuc [Tixnmac ; e

Signatur WC——“ Signatur ) e N
Ele;%::;-s;)mm QLSJ\QSJ\AQ l\\ Slal'?:ilil;:x)acamm N v&(g‘ o
(Date of signature) (Date of signature) 7@

. « ¥

Regd. Off.: D-1584, Okhla Indl. Area, Phase-1, New Delhi-110020 (India)

Ph. +91-11-41005147, 40514919, 41010571, 40527575 -
KIP/QA/000048/A000011-001 Page 3 of 3
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Kustm Healthcave Pre .

Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pithampur, Distt. Dlar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www.kusumhealthcare.com

Cepin: N 1004947

Jlikapenscnii sacit: MOHTYHAP®
KIAC

Medicinal product: MONTULAR®
KIDS

Alora peronuuas

Active ingredient;

Peccrpauiiine noesiguenys:

Registration Cerfificaie:
Jlienziss s wispodmsren Ne;
Ceprivginar GMP Ne:
Bapodusic

Anpecns sipobiiea:

Manufactured biy:
Address of manufuctoror:

Posatip cepiiz 1760 yn.

CIN No.: U65929DL1997PTC085780

CEPTHDIKAT SIIKOCTI
CERTIFICATE OF QUALITY

AR, Ne s 12I0FP24001046
Hara /Date: 17.01.2025

(raaerrn skynaaLyi na 4 mr, no 1) Tabreror y flnicrepl; no 3 Gaivrepn y maproHuii

yonaroesui)

{chewable tablets 4 g, 10 tablets are in a blister; 3 blisters is in 2 carlon paclkage)

Munrenyract Harpin ¥ nepepaxysani na MONTEIYICNCT 4 M7
M ontelukast sodium equivatent to montehikast 4 mg

Ne TA/IBS86/01/01 nin 05.03.2021; vepmin nii peeeTpauiiinorn nocsiguens: 05.03.2026

poicy

M UAJIBSB6/01/01 from 05.03.20213 Registration Certificate valid £l 15.03.2026

25/61/2018
1352024/GM Y
Kycym Xearxieep Tinr T, Ingin

Ttnor Ne M-3, Ingop Cneuten Ikonosin 3oy, Dedis-I1, Tirvamnyp, dicr, JExap, Magxua

Mpanens, Yia 454774, Lipia
Kusum Healtheare Pyt Ltd, India

Plot No. M-3, Indore Special Economice Zone, Phuse-11, Pithempur, Distt. Dhar, Madhya

Pradesh, Pin 454774, India

Aara nure 1072024

Hificnnit po: 0972027

Baiteh: Bateh Size: D/ DIE:
N Hanarenonanue noxasnrencit TpeGopanmn PesyanTar anasuzon
Nnme Index Requirements Result uf analyses
1 Omie Kpyral nnoonyenai radnrersn wia CHITNO-POIKBOIG 10 POKCHOIO roasopy | Bimnovizae
fied OBOA0NKN 3 NANDNIST BRPMUIEMIAAL 183K 3 060X BOKIB,
Deseription Pink to Hght pink cataured, round. biconvesx. uncoate) tablet, plain on both | Comyplies

sides. The tablel may have motiled appearance.

Page 1/1

kR Iacnrudicatia
Ci mevon Bocniaaynamnit pozann nomnen JACMOHCIPYBATH MAKCHMYM B osemax | Bianowpinse
SoBKUE XUl E | My nopisna 3 craapem POZHHIOM,
BLEPX seron HUac yrpualysuig ocoomioro niky #a Xpomarorpami aocainwysanoro | Binnoninae
[OITRIY BEANGRIAAC HACY YTPIMYBARNA OEHORKOMG Hiky Ua XpoMaTOrpai
CTAIAPTIONG DOUIMLY, OTRUMAHOID B YMOWN KENLKICROre pruanacnns,
Identification
By UV The test solution should exhibit maxima within = Inn wavelengihs as | Complies
comparet] w the standard solution.
hy HPLC In assay, the principal peak in the ehromatogram obtained with the test Complies
solution has the same relenlion time ns (he principal peak in 1he
chramatogram obtained with 1he standar:d solution.
3 Cepernst amnen 240,0 s £ 7.5 % (222,0 ur - 258.0 Mir) 07 e
: - 24
Averape Weight N 240.00 mg £ 7,5% (222.0 iy — 258.0 me) - 210.7 mg
Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 {India}
Ph. +91-11-41005147, 405314919, 41010571, 0527575
KT OQADONNIRIADOBN [ 1003 Page Tald
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Plot No. M-3, Indore Special Economic Zone, Phage-11, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www kusumhealthcare.com

CIN No.: U65929DL.1997PTC085780

AR, e 12108 P24001046

4 Crupanicts He Sinpme 1,0 % 0.03%%
Friability Not more than 1.0 % 0.03%
K Criiiricrs o poatanaionanys 2-12 klTa 8.6 xlTa
Hardness 2-13 kp 8.6kp
6 | Poanananng He Ginnie 3 xmsstun 01 x8 12 cex
Disintegration Time Nol more than 3 minutes 01 min 12 sec
7 Poszunnenna He stenure 80,0 % (Q) 9a 20 xmumn 100% - 1019
Dissolution Mot less than 80 % (Q) in 20 minuges 100% - 101%
8 Onnopinnicrs aozosannx | AV<LL], ac L1=13,0 Bixnosiaae
ORHHUNL
Uniformity of Dosage Unils AVsL], where LI=15.0 Cemplies
4 Kinnricne susuatennn 93,0 % — 15,0 % pin saasnenoro paiery 102.0%
Assay 95.0% ta 105.0% Jabel claim 102.0%
10 | Cynpasiani nosinnes Cyanonena aoviwka: ne Gimane 1.5 %: Hivaae measi unsnavenns
Moitrrenykact kevon govimxa: ne Giasne 0.2 % He nusrzcno
Llne-izonmep: ne Ginnne 0.2 %:; 11e puanneno
Byak-#ka inamsiayaanna nominss: ve Simsine 0,2 %: Hewue mewd pusnavenna
Cyaa soviwo: e Giawme 2,0 % iTe mimnacin
Yelared Snbstance Sulphoxide impurity: NMT 1.5 %4, Below disregard Jimit
Montelukast ketone impurity: NMT 0.2 %. Mot Detected
Cis-isomer: NMT 0.2 %. Noft Detected
Any other indivitual impurily: NMT 0.2 %, Below disregard limit
Total impuritics; NMT 2.0 %. Nat Deteeted
IT | MirpoSionarivea anerora® Sarwwna kinekiere aepolunx micpoopramisyis (FAMCE e
Ginne 10° KYO/r; He sikouyerses
Jariauma wiatcden, ApETRORIN T micenemix rpudin (TYMC):
e Ginnme 102 KY O
Bizcyriictn Escherichia coli 11 ¢ npenapary.
Microbiolegical Purity®
Total Aceobic Microbial Count (TAMC): Not more than 103
CFU/g; | o
Total Combined YeostsAvoulds Count (I'YMC): Mot more than | 02 Not Applicuble
CFufg;
Escherichia coli absent/ o

BHCHOBOK:

CONCLUSION:

Cepia Ne 1004947

Batch Ne 1004947

¥ Ronrpoan sirpoGiooriined sueraTy npono s 1 NEHUKN 3 cepiil, novis tan koknod 10 copil afio o;un paz & pin.
* Microbial purity will he performed on first 3 commereial batches thereafier at every 10% batch or once in a year,

sinanosinac susoram MICS PIT No UA/18586/01/01

complies with the requirements of MQC RC Ne UA/18586/01/01

Regd. Off.: D-158A, Okhla lndl. Area, [Phase-1, New Delhi-110020 {India)
Ph. +91-11-41005147, 40514919, 41010571, 40527575

KHPAAADD00IRAG00D] ) .03
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Kitsum Healthcare Prt (4.

Plot No. M-3, Indore Special Economic Zone, Phase-1], Pithampur, Distt. Dhar, Madhya Pradesh-454774 {Inclia),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www.kusumbealthcare.com
CIN No.: Uss9291L1997PTC085780

AR, Ne: 1210FP24001046

AHAJI3 BHKOI-IAB/B AaTA_] 7 ]et] 102
(ANALYSED BY) (DATE)

R s
Komenrapi: Hemae
Commenis: no

3anwa wpo cepridixanio: «lfleuHd 1 3aCBiMYI0, MDD naBeKens TILLe indiopatanin ¢ aoevosipuoto | rounow. Wy cepis
AposyRIET Gysa BrroToR;ena (RKAOMAWNN yuawonry / MapIyRamiIs) i AposeAeus WORTPeNL T socTi na BRUMIERTAMA T GMY
nignmesersl B roenlil sixnosinmoeri 3 sunorani, sazmaker s B MG nzcrunesi GMP, sornepreniit Minicrepernon
OX0pONY Hrapan's Yrpaii, § 3 sumoramn peceTpanifinore A0cLe wpaiiy npuInaens, TipoToomt BHPOBHHICTSE, YAAKOBKY
T ANAnizie Gyan nepernsuyTi i neranonnens iy signosigniers niumoran GM P,

Certification statement: «OQn this [ cerfify, that the above mentioned information is tue and accurate. This product bateh was
produeed (including packaging / labeling) and condncted for ifs quality eontrol at the abeve mentioned manufacturer
according fo specified In the current GMP guidelines, approved by the Ministry of Health of Ulraine, and with the
requirements of the registration dossier of (he destination couniry, Records of manafucturing, packaging and analysis were
reviewed and determined for their complianee with the GMP requircmentsn.

Ynosnosaxena  ocobd, wo  amifichioe
ceprndrirauio cepii
Qualified Person certifyi

Kepistirk rpyni KouTpoino sxocti
Quality control group manager

Ist'st ra npizmimwe

{Name) \Q Mn (\\ \_U‘\\\\Vf

Tlinnuc

(Signature) Q@
Hara nignucanun A\ ~ —
{Date of signature) 4 (AR RS

fEaliEpatch.
1at'n T mpizenme ;/ e

(Name) N A p
Hinntic g‘k;{( [_g"_tij”!tﬂt(}‘!‘{]fi.,) _é}ﬂ af
pv RN 1YL T s i

(Signature) W
Hava vinmicasns \\‘-'F-\
(Date of signature)

Regd. Off.: D-158A, Okhla Indl. Aiea, Phase-1, New Delhi-110020 (India)
Ph. +91-11-41005147, 40514919, 41010571, 40527575
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NEPKABHA CIIYIKBA 3 JIIKAPChKWX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMU y M, KHEBI

npos. Haaif CoiTnnynoi, 3, 02099, Ten, (044) 295-26-85
E-mail; dis.kyiv@dls.gov.ua, Cap CHPIIOY 37079055

A BHCHOBOK
npo skicTh BBE3CHOTO B VYiepaliry JigapcLroro 3acoby
21.03.2025 Ne 14657/25/26T1
MOHTYJIAP® KIAC

(naisenynai Aikapenrore sucoby srimo a peeeTpartiliniy [OCHLEICIHIAM)
raBaeric sysanbi 7o 4 mrj 110 10 Tabaeror y faicrepi; no 3 aicTepH y kapronnii
YyaKaB I

((papma RUIYCKY. A0TYLAIILE, BMA TIICY IR NiKapesRaro aacoby)
Homep peecTpaLliioro nOCHinueHHA UA/18586/01/01 cpox aif peecpauiiioro nocsimcnia 05.03.2026
Cepin nikapebroro 3acaby Ne 1004947 [CinbKicTs 8BE3CHOr0 NiKapeskoro 3aco0y 1550

BupobHiK KYCYM XENTXKED [IRT JTTIL, Iugis

{upilmeny nniHg aupoGiHEa ATApCHKOre ancoGy, kpaita MOXOIEKENIN)

Baeaexo o YRpainy ToBApHCTRO 3 00MEIRENOT0 siamonigaasnicro "Tacapap JITAY,
imenr. woa: 20075891

(Laliseny Bt TR KOA CAPIOY wopavmel acali aGu npimne. is'i, o Gavuxoni (izienml
oeaGH - miupyea, it vicie nPOKHEANIG A pecerpratiiinidi posep ofnikONOT KAPTEE IANTIHER
noawrkin ado Lepis T omep ienopTa)l

[I0TOKOA BI3YARLIOrO KOITHOALIO pin 10.02,2025 Ny 325/01,10-25/8.

3a  peynETaTAMH ASPIRABNOTO  KOHTPONIC geTANORNENO, WO nikaperkni qaciG  nBeseHo B Vpainy 3

SOTPHMANNM suMor 3aKK0 HOMARETA 1IoNO Judesnsuerla akocTi Nikapeugs®sncobin.
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