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Kasum Healtheare Prt lid

Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pithampur, Distt. Dhar, Madhya Pradesh-454774 {India),
: Ph.: 07292-258300, Bmail: info@Kusum.com, Website: www kusumhealthcare.com
CIN No.: U65929DL1997PTCO85780
CEPTHOIKAT SIKOCTI
CERTIFICATE OF QUALITY / ,
AR Mo s 1210FP2400065]
JaTa MDater 22.06.2024

: Jieaperenii sacid: L-LIET? TAGSETRY, BRpHT] oboronoio, e 5 mr, no 10 Tabperox y fuicrepi no 10 dnicrepin
waprounilf ynaxonui
i Medicinal product: I-CET® coated {ablets, 5 mg, 10 tablets in a blisters, 10 blisters in a carton package
Hiroui peuopiting: Jlepouernpuany AHTIpOXIOpHRY 5 mr
Active ingredients: Levocetirizine Dibydrochloride 5 mg
Pecerpauiline nocoitenns: Ne UA/S612/01/01 pig 16.05.18, vepmin i peeeTpaRifinore nocriguenng
ncobrmexenni
Registration Certificate: Ne UA/8612/01/01, 16.05.18; Registration Certificate validity is unlimited
dHuensin ua supobuwurno No; 25/61/2015%
Ceprugikar GMP Ne: 479/2023/CMP
Bupotuuz: Kyeym Xearxwep Ther JTep
Anpeca supodinia: Ttaor Ne M-3, Inaop Crenten Txonoaix 3oyn, Defs-T1, Miraaenyp, dicr, Jxap,
Magxna Dpagews, Din 454774, Tunin
Marufactured by; Kusum Heallheare Pyt Lig
Address ol mannfacturer: Plot No. M-3, [ndove Special Economic Zone, Phase-11, Pithampur, Distt, Dhar,

Madhya Pradesh, Pin 454774, India

Cepinz No 1004146 Posmip cepit: 13000 yn. Hara sur.: 06/2024 Aiftennit no: 05/2027
Batch; Baich Size: B/M: DIE:
e . e S P e ———
No Haspa noxasnniin Burajorn Pesyavrary ananisin [
Nauie Index Reguirements - Result of analyses
H O Kpyrai gsoonysn TalneTKH, BEPHTI 0B0A0ITKDO JEALHOTO konbopy | Bianosixac
Deseription Green cotored. fitm coated, round, biconvex tablets Complies )
2| Inenrudsbienuin Hach  yIpumysauns | ocionirorg THKy g xpumarorpamax. | Bignostigue

docTidacyemiiosn posiuiy Ta CRIGHBOPIIROZD POSHUY, YIPUMARAX
Pl KinbKiCHOMY ouannennt, nosHuBi crjenanaTm,

Identification In the Assay, the principle peak in the chromatogram ovbiwined with Conmplies
sample solution has the same reterition time ag the principle peak in
the cliromatogram obtained witls standard solulion. .
3 Onnopiguicrs Binnoginae nimoran EP, 2940 ‘ Binnosimac
ASIBANNY ML

Uniformity nf Complies to reguirements of EP, 2.9,40 Complies
dosage nnits e e e B
4 | Pazmapannn He Binpne 50 xp 08 x8 19 cex
_____ Disiategration | NM7T 30 min G8 miyy 19 sce,
5 | Posunnenus He menwe 75 % (Q) AEBCLETRPHINNY SHILDOXNORNY 38 45 xR 92% - 97%,
Dissolution NLT 75 % {Q) of Levocetirizine dihydrochlmidc_@jﬁ min 92% - 97%
b | Cynposinni Mominnca A — we Binwwe 0,3 % He pusaneno
AnMInIKn Homimka B - ne Gineie 0,2 % He suagneno
Flomiwka C - e Sigpwe 0,2 % He pugpneno
Honmiwga D - e Gisinwe 0.2 % He Bisnneno
Homiwra G - ne Ginpime 0.2 % Ile ussnenc
lapgiaysania neizenrmndiconana nesimxa — ne Ginwe 0,2 % 0.08%
Cyma goMier - we Goianme 0.8 % 0.3%
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o et
se-I1, Pithampur, Distt, Dhar, M_adi\ya' Pracéesthé%éﬁa/)

a: 'www;kusumhealthcare.com
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AR Mo : 1210FP24000551

Assay

JeooUETHPHINHY anriapoxnopuay u |
110,0% zia sanpacnore BMiCTY)

rabrerui (90,0-
Finished product: 4.75 mg 10 525 myg of Levocetiriziae
dihydrochioride per 1ablet (93.0-105.0 % of Labe! Claim).

Skelf life dS5mg 1w &5 mg  of Levocethizine
dibydrochloride per tmblet {99.0-110.0 % of Label Claim),

[T Retated substances Impurity A - NMT 0.3 % Not Detected _]
‘ Impurity B ~NMT 0.2 % Not Detected
Impurity C - NMT 0.2 % Not Detected
Iinpurigy D - NMT 0.2 % Not Detected
Impurity G- NMT 0.2 % Not Detectid
Ay individual unknown impusity — NMT 0.2 % 0.08%
Total amparities — NMT 0.4 % 1D3%
7 | Momimen eHmrrHmepy (S- He Binpwe 2.0 % 07 %
130atep nesoueTHpUINNY
Hrigpusaapay)
Enantiomeric Impurity NMT 2.0 % 0.7%
(S-Isomer of Levoretirizine
- Dibydroclinride) ———
8 | Kinxicne ensnauenny Hpu swnyeky: pin 4,75 wr a0 525 mr AesoueTUpHanny | 4.95 mr
mRriggoxaOpUAY B | TabaeTui (93.0-105,0%  uin (98.9%)
JAABRCHOID BMICTY)
HE mepartic apudumnocmic  Bin 45 mrone 55

4.95 mg
(98.9%)

Mirpoebioaoriums wuerora

Microbiological purity

Saranera Kkiankicrs BEPOOHEX MiXpoopratismis (TAMC):
we Ginnme 10° KY O/, ’
SarussHa  wkinhkicrs iR i
(TYMC): ne Gissnre 102 KVOir-

Biucyvuicr, Evcherickio colig | v tpenapary.

NAICEHCRNY  pubik

TAMC - NMT 10%efu per | g
TYMC — NMT 107 clu per | om
Escherichia coli should be absent per | o,

1 -

BHCHOBOK: Cepia Ne 10041406

CONCLUSION: Batch No 100414

AHAZ BHKOHAR
(ANALYSED BY)

.,:‘y’!
/

BiZNOBinAs mvoran MK S PII Ne UA/BG12/01/0)
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<H) KYO/ITr
Biaeyruicrr

<10 CFU/g
<10 CFllp
Absenlf 1

& complies with the requirements of MQC RC Ne. UA/8612/01/0]

JATA 4 o

(DATE)

/ 2 /
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Kusum Healthcare Pt lid

Plot No: M—S,.Indore Special Economic Zone, Phase-II, Pithampuz, Distt, Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www kusurnhealtheare.com
CIN No.: U65929DE1997PTC085 780

ARLN 1 1210FP24000651

Kosmerwrapii nemac
Carminents: no

3asea npo cepmdinaino: «ditficunsr 1 sacwiitayio, mo mepegena BHULE inopmanin ¢ ADCTOBIpH®GS | TouRoto. i cepist
nproaykuil Gysa surorosieda (Rearovnsioun YHIKORRY [ suapryranug) § nporeneno KORTROAL T Aroer] na numearaganomy
niANPHCMETEI B NOB NI BIATEOBIAIOUTI 3 BHMOT2MM, I23HAMCHEME B UMHRIE HacTInoR; GMP, sarsepnxenii Miierepernoa
OXOpPONy IH0poB'R ¥Yxpaind, i 3 ’amoramn peecTpanifinore socne Kpatun npumavenns, Ipotokoss BIEPOG T DA,
YUARSBII T a0 pisin fyan aeperassyri | seranriena Ty signosigicrs siearan GMPy.

Ceitification statement: «Oxn this [ certily, that the above mentioned information is true and accurate. This product batch was
produced (including packaging / Jabeling) and conducted for Hs quality coniro) at the above menfioned muenufacturer
according to specified in the current GMP puidolines, approved by the Ministry of Iealth of Ukraine, and with the
reguivements of the registration dossier of the destination country. Records of manufaciuring, packaging and analysis were
reviewed and determined for their eomplinnce with the GMP requiremesntsy.

Kepivtane rpynu KOHTPOMO AKocTi Ynowmomamenn  ocofia, o 3aificoc
Quality control group manager ceprudicauiio copii
Qualified Person certifying the batch
IM'a TR npitenULe
{Name) ‘“\Qr\d ey Tni's ta nipizptue .
Niarc {Name) . { :JZ/\/VJ)Q" :
o . A Ll N { g
(Signature) IMiaruce Wl (’Ol ‘
Hara niamucannd 220820 M {Signaturc)
AL

{Date of signarure) Jara mimmcasdus ?g&,vuf e
{Date of signature) WHO 7
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