Hiwapenwcnit sacif: 30 PECANT
Medicinas] product: ZORESAN®

Aiovna penosnaa:

Active ingrédicnt;
Peccrpaniiine noesiamennm:
Registration Certificato:

Ainensin na oupolinirreoe Ne:

‘Ceprpikar GMP N
Bapodmai:

Aapeen supobica:
‘Manufactured by:
Address of ntanufacturer:

Kiesum HHealtheare Por. Ltd,

CEPTH®IKAT IKOCTI
CERTIFICATE OF QUALITY

AR, N TIT0FG24000191
Aatad Date 17022024

(Rameyan veepiti 6o 25 s, wo 1) xancyn y Baicyepl; no 3 GaicTepin y KapronsHil yraropi)
{bard capsulés 257y, 10 capsules are'in a Dlister; 3 blisters is in'a carton package)
Jonicaniay 25 mr

Zonigamide 25 mg

Ne UAJLTHOTO LT pia 06.02,2020, Tepmin All pecerpanifinero wocsinyenin: 06.02.2025 poxy
Ne AN TS0T/01/0, 06,02.2020; Registration Certificate valid tl1; 06.02.2025

Rajl2354

H2/2020/GMP

Kyeym Xearsieep I v, ln.,:]'in

CTI-289 (A}, PIIKO Inaactpian apea, Yowanri, Bxigam, et. Aapap (Pagaacran), Inale
Kusui Healtheare Py Ltd, India

5P-289 (A}, RTICO Industrial area; Chopanki, Bhiwidi, Dist, Alwar {Rajasthan), India

Cepin: Mo 1003023 Poasiip copit: 3333vn. Hera sur.:01/2024 Hiticuuti no: 12/2025
Bateh: Batch Size: DM Expiry date:
Ny Hazna nokasinra Birsoru Pesyantam amwag iziuj
— Name Indlex Reqitirements Result of analyses

H E:m.

Deseription

Tuepaa meantitiosa xancy:a Po3NEposE Ne 4 3 HenposopoIo KpRRIekoo cipore | Bianonizac
ROJIBOPY | NELRO3OPIM KOPTIYCOM inore. KOEOPY, WO MICTHTE NOpomok bix
Ginore Ao mafixe Gizoro xoasopy

Hard gelatin size *4" capsile, with apague gray cap and opaque white body,
comtaining while 10 off white color powder.

Complics

2 laewen{hikagiy

dac  yrpumysamiz  ocnosnors- miky na NpoMuvorpasi Hoenprypanoro | Bianosipae
POIINY BLINOBISEE MACY YIPHMYRIHME DCUGRROTD TEKY M3 Xpoararorpad
CTANAGDITEOTD DoAY, OTRHARNOIO & ¥M08aX KiILRICHDRO S03HauEHs

1dentification The retention time of the major peal in the clwamatogram of sample salution Complics
corresponds Lo (it of the inajor peak in the chromatogram of standard solution
as cbtajned under agsay.
3§ Cepeann saca syieTy TS wr= 10 % (67,5 mr— 82,5 mr) ) 4.5 Mo
KRmeyian
Net fill weight 75 g % 10 % (67.5 mg to $2.5mp) 74.5mg

4 Poznazanmnn

Disintegration Time

He Ginmue 30 xomnm 6 5B 56 cex

Not more than 30 minutes” 6 min 56 sec

5 Quanopiaiicr, AV=ELY e l1=150 Bianoninac
NO0RAHAN DANHAILL
Uniformity of Desage AV=LL, whete L1=135.0 Complics
Tnite:
6 ':;:?:imemm EHe mennre 80 % (0} 3a 30 xemonny, 96.6% - 102.9%
Bissolution Mot less (than 80 % (0} in 30 minitcs 98.0% - 102.9%

7 | Kiangicre ssanavenns

Assay

IIpu sunyery:
23,75 2625 wry xancya 253d e
95,0% — 105,06 % 30nicastiny nix sagnieuol wiavxocri 101.4%
He snepain npudmmnocmi:

22,5 - 27,5 mr y 1 kancyai

90,0% -110,0% TORICAMIILY B 3anBe110T KiLKOCT

At release:
2373 mg 10 26.25 mg per ! capsule 23534 mg
95.0% to 105.0% zonisamide of label claim 101.4%
At shelf tife:

225 mg (v 27.5 mg per 1 capsule

90.0% 10 110.0% zonisamide of label claim
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Kususm Fealthcare Pot. L1

Hikapersull 2acif: J0PECALF (aneymi r8epii 10 23 v, ue 10 xaueyi ¥ Snierepi; o 3 Safevepu y waprennii ynaronui)
Medicinai product; ZORESAN®  (hard capsules 25 mg, 10 capsules are in n blister; 3 blisters is in a carton pacliage)
Cepig: Mo 1003023

Bawch:
8 | Cynposinni noxiiern Mermnonicaniz: se Giue 9,2 %, He suasaeuo
Cyopozimua gomitixa A sonicaminy: e Sifuie 0.2% ) He srnpacio
Marenamin HelientudikoBana qoMiIKa: He Ginnie 0,2 % He prasaeno
Cyma nonmiwok: we Glanue 0.5 %, He susgneno
Related Substance Methyl zonisamide: NMT 0.2 % wiw Mat detected
Zonisamide velated colnpound-A T NMT 0.2 % wiw Not detested
Highest Unknown imp: NMT 0.2 % wiw- Net detected
Total impurities : NMT 0.5 % why Not detected
9 | MicpoGioawinua 3araibHa. RiABKICTL AepobHix wmikpoopraniamin {TAMC): ne Gigpwe 100 1 <10 K YO
MBeTETAY KYOfr;
3eransiy RUTBKICTL Npid;eroBrx 18 miceieniis rpubin (TYMCY ne Ginsme | <10 KYOA-
{107 K¥YO/r,
Biacytaicrs Escherichia colin 1 v Vpenapary. Bincymtiers fr
Microbiological Purity* | Tatal Aerobic Microbial Coun (TAMC): Nat more than 10* CFUtg; ) < IO CFUR
‘Fotal Comnbined Yeasts/Moulds Count (TYMC): Not more than 102 CFU/g; <10 C¥Ufg
-LEscherichia cali absent per 1 g Absent/g

* Kewrpon, MEKPOGIGION M HOT MIICTOTH NPOBOAATE ANATIERIMN 3 cepifi, noTiM s Koxkuol 10 cepii a6 oM paz § pik.
* Microbial pority will be performed on first 3 commercial batches thereafier at every 10™ bateh of onde in a yenr.

BHCHOBOK: Cepia Ne 10603823 BROBILRC ausoram MIEA PIT N UAZI7907/01/01
CONCLUSION: Bateh Ne 1003023 camplies with the requircments of MQC RC M UA/) 7907701701
)

AHAJNES BUKOHAB Vb 20 2t AATA E:v‘f_o_y 2o
(ANALYSED BY) R )QG’T ﬁp (DATE) 2 4
/
L g

[Comenrapi: wemae
Comments: ne

Jampa upo cepruivanio: «Jificium n 3NCBHRIYID, M0 BADEALHA BiiLe indiopaanin ¢ rocyouipuom i Tounom. lin cepis
apoayeiil 8yJa  BETOTOBNeHA  {nKamydioun YRaicopry [ aaprysasps) | FAPLREACHO KOHTPONL 1 Srocri ua
BHIFICIN@H0MY  dinapueyersl s noguif Biauonlimoeri 3 BIMOPAMIL, Ja3WAMEMMMH B unHHIE Hacrapopi GMD,
arsepawenti Minicrepersom OXOPOHM JF0pOR’S YRPATHN, | 3 BuMoraam pecerpaiinore goene kpauy IR A SIS TS
Hporeskoo BHPOSHUNTRA, YIIAKORKE T4 alnaiiis Byau seperasnnyTi | peranopeHo Tx Bignesianicrs suitoram GM Po.

Certification stalement: «On this 1 cextify, that the above mentioned information is frue and accurate, This product bateh
was produced (including packaging /labeling) and condueted for its quality epptrol at the above mentioned manuofacturer
according te specified in the current GMP guidelines, approved by the Ministry of Health of Ukraine, and with the
requirements of the regisiration dossier of the destination conntry. Records of manufacturing, packaging and anaiysis
were reviewed and defermined for their compliance with (he GMP requirementsy.

Kepimuk rpyun xourpomo axocti Ynosaosamena ocola, mo  sailicioee
Quality contrel group manager cepThgikauin cepii
Qualified Person cerlifying the batch
s T2 npiswinme A )
Name) - éa)/w Im'st va npisene

[Tiztnge (Name) "@(g)j

(Signature) i Efi@ Tianue

Hara nijumneanny e (Bignaturc)

{Date of signature) ! ;i‘" ©%l 2o Lf Horu niznmcanns
(Date of signalure)
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