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CEPTHOUAT SIKOCTY
CERTIFICATE OF QUALITY

AR N 1ZTOFP24000441
Bata Mate: 66.05.2024

SHreapensnit yncit: MOUPTY 1A pS {rabuenc: wysaasni ne 4 ML, 1o 14 rabnerox y Galerepi; mo 3 Gajerepi y wapromii
KIjgC yiagenui) )
Medicieal product: MONTULA RY {ehewahle tablets £ myg, 10 tublets ure n a blister; 3 blisters is int a carton package)
Kins
Hhona pevosna: Monreaygaer uarpio Y tepepaxyransi v MonTeayrser 4 mr
Active ingredient; Montetulkast sodium equivalent to montelulkagt 4 g
Pecerpaiiine nocsibrenny; Ny UASIBSR6/01/03 mig 05.03.2021; repain i peecTpantitsoro nocsinvenus: 05.03.202¢
poRy
Registration Certificate: Ko DAJIEIR6M101 fram 05.03.2021; Registention Certificate vatid till; 85.03.202¢6
HHeudin na pupodumrse Ne: 25/632018
Ceprudinar GMP N 040/2019/GM 1
et podun: Fyeyst Xenmirep et JIri, Sasia
Aldpeca supoduina: Maor Xe M-3, Yanop Cuemen Teanonin 3oy, Mefts-H, Flirastnyp, Hicr. fxap, Manxny
fipaaeur 1lin 454794, fnqin
Manufactured hy: Kusum Sleadtheare Pyt Ltd, Indig
Addvess of mann facturer: Plot No, M-3, Indore Special Ecsnomic Zone, Phase-i], Pithsmpar, Diste, Dhar, Aladhya
Pradesh, Pin 454774, India
Copln: J& 1003759 Posarp cepiit 3333 v Aar nwee 04720724 Hitterundi o 0372026
Bateh: Batel Size: BiM: E;
X HMEHORAIHE DORATNT e ) Ti?’t‘ﬁ{}B:ﬂliisl YN Ar ]
Name Tudex Requiremnents Result ol analyses

R S— e e -
by Gane FERALTAOHRTRN BT CRETAG PORCBOFO (0 PORCROIG KONLOpyY

e ndaaon s 3 e BEDAUICHMINT 07K 3 oBox Goxin,

Deseription ik o light pink goloured. sound, biconvey, unvoated Lablet, plain on both Complies
..... ... — ook S5 The Lablet may bave mottled appemance, ; e A
I Laeunidinania ' ) ) T o
€ arerng 1 Atecai:neviani PO ToRMIeT enonetpy Ty MARCHMYM B osMokan | Bigooninge

OB

T NB R T usy sophisiug o CTHIAANTHAM ROBHISTON,

CBEPX mieson HRe yrpmuamg oonotusre iKY e RPORETOrpaMi A0 LRYRRIGTD Biannaizae

i : PasY Bi g dacy FDIMYRSHEA OCUOBIOID THKY a NpoMaTorpa
i

fofutien as the sgne welention lime ay (he principal peak in the
chis

[ CTHLEPTHON DOSUHMY, OTPIAMANGTO 1 YMOBAN KiALKICROTG BIFaT eI,

P |

! i [

j I Hdenfification

; By Uy The test soluion should exhibil maxima within 4 Tam wavelengihs as | Complicy
! vempared o the standard solution,
Py HPLG in aisy, he piineipal peitk in i chrematogram obtaingd wit), the fest g Coiiplios

alowria ehisined w ith the stanedurd solution.
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Kuesime Healtheors Prt. lid,

Plot No. M- 3, Indore 5§wu il Econumic Zone, Phose- e Puhampm gt Dhm Mad hva Pradesh-454774 (1 { ek a}
Phe: 7292-258%00, Ematl: nfo@Kusum.com, Websito: W, kusumhealt heare.con
CIN MNo.: U65 29011997 PTCO85780

T2 HOFP1400044]

4 Crnpanicrn

e L0 I% e
| 9.3k 0a
Hardness 212 kp Y3 kp
¢ | o UL He Savme 3 xmnne U7 xu 36 cox
_ | Disintegration Time Notmorg tUsm 3 mbtes 9] min 35 sec |
7 Pozanuenan He xomime 86.0 %4 (0Y 51 20 xomrn G8% - 100%
Dssolutian Nt tess than 80 % (0 i 20 mipades 98% - 100%
8 ] anapianicss, Aosumanex | AVRLT e 150 Fmoninac
EESITETIES
Unifermity of !)nwgc Umt\ Camplies
g Iwu,;.mw DEHGIT (5] BICHOrO Baticy y 90 5%
Aany DE.04% 0 T05.09%, Jube] claim 09.8%
R — - TR T T T — e e
B0 & Cynpoinki soasinren (R e Biante |3 94 He imrnaeno
H Y ' RETOIL Adas s e Ginnme 0,2 He msaceno
l}.L—uu\,m ue Ginsme 8.2 %; He weenn
N TNRE IHE AOMIRA: e Siaeme 0.2 % 0.1%
FEvam e e Glanie 2 0% 3.2%
i
Rebated Substange Suiphuside impurity; NMT 1.5 94, Not Detected
Montehukasa kelone opurity: NM 0.2 %, Mot Detected
Clasisomer: NMT 0.2 %, Not Detected
Ans other individual xmp m{\ NMT 1.2 %, a4.1%
i e 0%
i Sarama k sepoBuY sixpoapraniziin (UAMOY: me
; Gisie 107 0y ()n He mukouyernon
Faraibin kiangicrs, PEREROBEX TR uzivencpiy rpndin (TYMC):
e Sianue 107 KV Qi
Bizegvuicss Bscherichin colip |y PETIADATY.
i Mlierubivlogical Puriey®
! Toial Aerobiv Misrobial Cous H{TAMOY: Notmore than 10
JE Rl Not Applicabie
~ . S iH
Totwd Combined YeastsMonlds ¢ Canl CIYMCY: Mot more ilian 103 o applizabile
L x-("

RHCHOBOK: Cepiv Mo 1003739 RIALGRIAGE HuMoran MIESEPIT Mo %JQ\;"ISS%G!"O!,"@}
CONCLUSION: Bawh 3 1003730 complics with the requirements of MOC RC Ne UA/ 858670 1/0]
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AHATIZ B3 {('RIL\lES( -\}3”'/ JATA  Che oy
(ANALYSED BYy &

Kosenrapl: nesae
Comments: no

3mIsa npo cepTudikanio: wililiermm » MeBliayi, ue naneiens oaue ludopmanin ¢ AOCTOBIPHOIO | rouncio, Lis cepin

FPOAYRNIT Gysua Brrovomiesa [BrRAawda 09w YIAROBRY [ smaprysaunn) i aponeseno KOHTHNH: W R0t Ba nuogely RUATOMY

nipesersl 8 gonni wianenignoeri 3 BIEXFOUIMM, TAIHANCHUME B uyanii HACTAROR| GMP, darse pReHin | Minierepernom

ompu:m BOROE'N Yiepaian, i 1 sumorasy PeCCTpUIdiEOIo jloene Rpatay gpEsaenss, iporokoean BUROGRUBTRA, YId 0B K
raanasizie Gy NCPETARHYTE | ReTARORACHD Tx BIATOBIACT L BYAt0ram GMiPy,

Certification statement: «On this 1 certify, that the above mentioned information is Lrae and accurate. This product hiich was
produced {ncluding ]}Jtls.wmsu £ tabeling) and conducted for iy quakity controb al ihe above mentioned manufachierer
aceording o speeificd i the current GMP guidelines, approved by ihe Minisiry of Health of Ulrabie, and with (ke
requirements of the registration dossier of the destination country, Records of manulaeturing, paekaging and amlysis were
reviewed snd deterinined for their eomplinee with the GMp requirenientsy.

Kepinmix roynn koarpomo sxocri YiosponakeHs  ocofa, w0 smilfonoe
Quality coatrol group nanager ceprradgixaving cepif

Qualitied Purson certifying tie haich,

Ia'st a npinninge

e Joalia by Shovede
{Signature)

Heea piznucanes (7
(Date of signatorey N_77

Ia's v nipisayme
{(Name)

Manie
{(Signalure)

Aara niomcanir
{Dnte of signature)

Resd, Off.; Du‘j A, Ok h]a Indl. Area, Phase- I Nuv Delhi-110020 (India)
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