Kusum Healthcare Pot. Lid .

Mikapesinit 3acit: MEIAKAP®
Medicinal product: MEZACARY
Jitona peworiina:

Active ingredient:

Pecerpauiiine nocoiauenmsn:
Registration Certificate:

Jliressin na supobnnursoe Ne:
Cepradirar GMP Mo

Bupobuux:

Anpeca pupobunka:

Muanufactured by:

Address of manutaciurer;
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CEPTH®IKATIB

CEPTHOIKAT AKOCTI
CERTIFICATE OF QUALITY

AR Ne ET10FG2400074Y
Hara/Date 13,06,2024

(rafrern ne 200 mi, mo 10 rabretow y Gaicrepl; ne 5 aicrepin ¥ wapronnii yraxonui )
(iablets 200 my, 10 tablets are in a blister, § blisters are in# carfon package
Kaphassaseniny 200 mr

Carbamazepine 200 mg

Ne UAJ9832/01/01 min 22.04.2024, repstin gii peecrpaniiinors noesiguennn neotmeskensi
Ne UA/9832/01/01, 22.04.2024; Registration Certificate validity is unlimited

Raji2354

042/20247GMT

Kycyss Xearxiep 1T Jlex, Funin

CII-289 (A), PLIKO Iuancepian apea, Yonanei, bxisagi, Jier, Ansup (Panwacran), Ingin
Kuswn Healtheare Pyt Ltd, India

5P-289 (A), RIICO Indusirial area, Chopanld, Bhiwadi, Dist. Alwar {Rajasthan), India

Cepin: Mo 1GU4077 Poamip cepll: 20000 yu. Jlata pur.;04/2024 Aiftennit no: 0372028
Batch: Batch Size: DiM: Expiry date:
Ne Hoaxaznmkne akecri Bumorn PesyasTaTie anamizin
Fests Reguircments Tesults of anulyses
i | Onne Binoro afo wafpxe 6Ginore kaawopy xpyrd ralierca 3 | Bianosipae

Description

CROHICHOI0 M0 POTAAMY 3 0HHOr0 GoKy § TneHenHss «Kn -3
firroro,

White 1o ofl white color, circular {abiet having breakline on one | Complies
side and “K’ symbol cmbossed on another side.

2 | Enenrndircanis

Yac  ylpuaManus  0CHOBHOTO MKy A  XpoMavorpaMax | Binosiume
GunpOdosyeanczd 1 cMAHdaPINHOIO POFHiMIG, OTPHMAHMX B
YMOBAN KUIhRICHI0ID BATHANEHAS, NOSHHEN CHIRIENTH,

Ldentification In the test of azsay by HPLC, the refention fime of the principal | Comiplics
peak obtained with test solution should be the same as that of
peak gbtained i the chromatogram ohlained with standacd
. solution.
Posmaaauin He Gigsizte 13 xp 3% 46 cex
Disintegration NMT 15 min 3 min 46 seq.
4 Onuopianicrs gozopawnx | AV <Ll oLl = 15.0 ) Bignosijae
[IRENTIS
Usiformity of dosage wuit AV 2Ll where L1=130 Complies
§ | Pozunnennst lie memue 70 % (Q) kapGasazeniny 3a 45 xu 93.1% - 98.6%
Dissolution NLT 70 % (Q) of carbamazepine far 45 min 93.1% - 98.6%
& ] Cynponiani gosinrxs Hosfuia A — we Ginmpize 0,1 %. He puzpncio
Hoariviea B — sie Ginpe 0,1 %, He missneuc
Heidenmupinoaana duahuxe — ne Ginpme 0,1 % Koot Hwnege e iFnopynansa
He Gimsme 0,5 % cymy aoMimion. Huxere sead iruppynaung
Related substances. Impurity A: NMT 0.1 %. Not Detected
Dnpurine £: NMT 0.1 %. Not Detected
Any single unknown impurity: NMT 0.1 %, Below disregard limit
‘Total impurities; NMT 0.5 % Below disregard Hinit

7 | Kinsricire suanasenis

Assay

Ty sunyery:
Bia 95 % s0 105 % kapSasazeniny » rafuerui (Biz sansnenore | 96.2%
BRICTY)

Ha mepain npudamancing:

Bii 95 % uo 1035 % xapGamazeniny B 1aGnerii (ni sansaeHoro
BRIECTY)

Ai release:
93.0-105.0% of carbamazepine per tablet (of label claimedy 96.2%
At shelf fife:

95.0-105.0% ol carbamazcpine per tablet (of label claimed)
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Fuctory : SP 289 (A), RICO $ndl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : +91-1493-298232/33/34/35
Bmail : info@lusum.com, Website 1 www kusumhealthcare.com
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«[VIETmARM
AT

laenTidixauiiinmi

xoq 20075891
g

Jlikaprocni saeif: MEZAKAP® {rafaeren no 200 v, 1o 10 Tabaeror y Saicvepl; no S Guicrepiv y wapronniii yRaroesni )
Medicinal product: MEZACAR®  (tablets 200 mg, 10 tablets ave Ja a blister, 5 blisters are in a earfon package
Cepis: No 1004077 ’

Batch:

& | Mixpobienoriuau mierora® JarajLie MHCHG agpobuux sikpoopramismis (TAMC) ne Gimpue
10° KvOir.
Jarannie wAcHo ppinceronux 1a naiceuensx rontiz (TYMC) ne
Sisue 102 KYO/A,
Bineyriicts Escherichia cofi 6 | r nipenapary.

Microbiological purity® Total Aerobic Miczobial Count (TAMC) - NMT 107 cfu per | gm Not recuiired

Taotal yeasts and Moulds connt {TYMOC) - NMT 10 cfu per 1 gm
Escherichia coli Must be absent/g.

* TecT BUKDIYEThes Ui Nepwazx 10 cepii, motiv ang komnoi 20 cepil afo oxH: pas Ha pix.
* Test of microarganism purity will performed on inilial 10 batches and after that an every 20" batch and any one batch of every year.

BHUCHOBOK: Cepig Ne 1004077 pianonias susoran MK PTT Ne UA/S832/01/01

CO’\I(,LUSION Bateh Ne 1004077 comphies with the requirements of MQC RC Na UA/9832/01/01
\\\ & \mm

AII§J‘I KOHAB ' : JIATA ARWQEIT2

{ AN!—\LY&LD BY} : (DATE)

[osenrapi: HeMae

Comments: no

Zaspa npo ceprrdiranio: «/liltcnum ® 3acsin1yro, o 1aBeicna BHLLe indopmania € nocronipuoro i Tounow. ln
cepin npoayruii Gyaa BHroTORICHA {BXIIOHA0YH YRAKOBKY / MAPKYBAHEA) i npOBRXeH6 KOHTNONS I awocr Ha
BHICICAAANOMY THAIPHCMETRE B OB signosinnocti 3 By oramy, 3asiaseHnmy B wuanil nacranosi GMP,
sarsepreniii MinierepeTsom exopoun spopon's Yrpainu, | 3 BAMOramMa peccrpaniiiHoro nocee wpainmn
npuanavenns. [Iporexonu supobnniEIsa, yAKARKH Ta AHaNisis By aepernsanytii BeranoBreso ix
sinosinnicTe nusoram GMEP».

Certification statement: «Qwm this I certify that the above-mentioned information is true and accurate. This product
batch was produced (including packaging / labeling) and condueted for its quality control at the above-mentioned
manufacturer according to specified in the current GMP puidelines, approved by the Ministry of Health of
Ukiraine, and with the requirements of the registration dossier of the destination country. Records of
manutacturing, packaging and analysis were reviewed and determined for their compliance with the GMP

requirensenfs».

KepiBinai rpyaH KOHTPOAIO HROGT Yaowropawena  ocofa, o iHcH0E

Quality control group manager ' eeprudikanino cepil '
Qualified Person certifying the batch.

Im's T2 TpizRMILe . In's Ta mpizpHILE

{Name) NS "f'&*f/Q@‘— ’;‘2@: g\w\.} (Name)

Mianuze Minnue

(Signature} \_9 5 (Signature)

Jarta pianncana r_m_/f’ - Jara nianucanns

{Drate of signature) \3 O¢ / La Ll7 (Date of signature)

ICepimEHK IPYITH KOWTPOMO SKOCTS MeHemkep sinainy 3adearcueliiy

Quality control group manager Quality Assurance group managey
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Factory : SP 289 (A), RUCO Indl. Area, Chopanki, Bhiwadi, Disti. Alwar, Rajastban {India), Ph: +91-1493-298232/33/34/35
Email * info@lkusum.com, Website - www.kusumhealtheare.com
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