JIEPHONKCIYXBA YKPATHU
NEPKABHA CJIIYXEBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMU y m. KUEBI

npos. Hanit Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPTIOY 37079055

BUCHOBOK
Npo sIKiCTH BBE3EHOr0 B YKpaiHy JiKkapchKoro 3acoly

20.11.2024 Ne 61626/24/26

3O0PECAH®

(nabimenysains aikapeskoro 3acofy 3riano 3 peecTpailifiun NOCRiAYEHNAM)
kancy/n Teepai no 50 mr, no 10 kancyan y Gaicrepi, mo 3 6utictepn y xapronniii ynakosui

(popna BunyCKy, 03y AN, BUA NAKyBanNs hikapcsioro sacofy)

Howmep peectpaniiinoro nocsinuenns UA/17907/01/02 crpox nii peeerpaniiitoro nocsinuenis 06.02.2025

Cepis nixapebioro sacoby Ne 1004645 KinbkicTh BBE3EHOTO Nlikapchkoro sacoby 2496
Bupo6rmk KYCYM XEJITXKEP BT JTH, Inuis

(afMenynanng BUpoGHKKA NIKapCLOro 3acody, KPAiHa OXOKENH)

Tosapucrso 3 00Mexenoro sianosijanasnicrio "Faeapapm JTI",

inent. wop; 20075891

(naiivienyrami va ko0 3a CJAPHOY opnurniol ocofin abo npissiuie, in', no Gatbkoni Qisnuto

0COBH - HEAPHCMIE, T MICIE NPOKHBAINS T PecCTPatliidnmit HoMep 00AIKOBOT KAPTIH THATHHKD
HOZRTKIR 400 Cepist T HOMEp TacnopTa)

BseseHo B Y kpaly

TtpoTokoa sisyannnoro xonwrpomo sin 24.09.2024 N 3205/4.
JlaGoparopunil ananis sikoCTi Jikapeskoro 3acody saiitcierii:

JUT "Llentpansua nabopatopis 3 anaiizy skocti jikapchkux 3aco0iB | MeHUHOT pogy Kilii"
(m.Kuis, sy Kynpsiscoka 10r m.Kuis, Byn. Kyipsmnebka 88 Kuisenka obnacts, ¢. Hosi Ilerpisui,
ByJ1. Izana ®panxa, 19)

(HAHMCHYBANIS TA MICHE3RANODKCHIS Haloparopil, 1o uposesa saboparopiiui ananis sxocri)

BHCHOBOK LOAO AKOCTI Nlikapcbkoro 3acoby, suuannii naboparopieio sin 20.11.2024 No 2326

Pe3ysibTaTh 1a00paTOPHOro aHanisy AKocTi Nikapchkoro 3acofy 3a NepeRipeHHMM NnoxasHHKamH BIOBIAAIOTH
RHMOrAM METOAIB KOHTPOIIO SKOCTI (AHAJITHUHO-HOPMATHBIOT NOKYMEHTALLT).

3a pe3ynbTatAMM  JIEPKABHOFO  KONTPOJIIO  BCTAHOBNEHO, w0 jixapchkuii  3acid  speseuo 5 Ykpainy 3

AOTPHMAHHIM BUMOr 33K01101aBCTBA WONO 3afesneneliig SKoCTi AikapehkuX 3acobin.

Hauanbimg

(HOURI0BD OCO0N OPIHIY ICPIRABHOTO KOITNO )

(ininiaz ra nprsumnge)
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JIEPXJTIKCIIVIKBA YKPATHU
JEPKABHA CJYKBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

npos. Hanii Ceitnnuanoi, 3, 02099, ten, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOK
npo sAKicTh BBe3eHOro B YKpaiHy JikapcbKkoro 3acoly
25.11.2024 Ne 62224/24/2611
3OPECAH®

(nalimMcHyBaHHs nixapcbkoro 3acoby 3riAHo 3 peecTpauifiHnM NOCBI/HCHHIM)
kancyan Tepai 1o 50 mr, o 10 xancyn y 6xricrepi, no 3 6aicrepn y kaproHHiii ynakoesii

(hopMa BuMyCKY, R03yBAHHS, BUJL NAKYBaHHS NiKAPCHKOTO 3ac06Y)
Homep peccrpaniiinoro nocsiguenns UA/17907/01/02 ctpox aif peectpauiitnoro nocainuenns 06.02.2025
Cepisn nikapeskoro 3aco6y Ne 1004645 KinpxicTs Bresenoro nixapcwioro sacoby 8424

Bupo6uuik KYCYM XEJTXKEP IBT JITIH, Inais, Iumis

(naiimenysanns supoSinKa nikapcbKoro 3acofy, kpaiita NoxXoKeIHs)

Bsescno B Yipainy ToBapuceTso 3 o6MeskeHolo Bignosinansuicrio "iendapm JTH",
inenT. xox: 20075891

(naiimenysanis ta ko 3a CIAPTIOY iopwananol ocobu afo ripissuiue, im's, o arbroni
(izuunol ocobu - nignpuemii, i Micue npoxuBania Ta peecrpaiitnui nomep oGnikosol
KapTKy MAGTHUKA NOAarKkiB 460 cepist Ta oMCp nacnopra)

Nporoxon sisyanasroro koutpomio sin 24.11.2024 N 4048/10.

3a  pesynuTaraMM  ACPNKABHOIO KOHTPOJIO BCTAHOBNEGHO, WO Jikapchkuil 3aci6 BBeseno B Ykpainy 3

JAOTPHMAHHSIM ByMOr 3aKOHOABCTRA 1110/10 326€3MeueHHs AKOCTi iikapehkuX 3acobiB.

Muxkona XOJIOJEHKO

(ininianu ra npizsuine)

Havannuuk

(nocanosa ocoba OpraHy Lepuanhoro I(OHTPOJIIO)

M.T1.
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Kusum Healthcare Por. Lid.

Aikapensuii sacif: 30PECA I
Medicinal product: ZORESAN%
Hioun pevossna:

Active ingredient:
Pecerpardiine noesiauennn:
Registration Certificate:
Hinensist na nipebimgrsn Ne:
Ceprugivar GMP No:
Bipobunx;

Aapeca supolunicn:
Manufactured by:

Address of manufacturer:

Cepis: Ne 1004645
Batcly:

Poaaip cepiit 11666y,
Batch Size:

CEPTU®MIKAT SIKOCTI
CERTIFICATE OF QUALITY

JVIENDAPM
JTJn
TAeHTUxaLiAHMGA
ko 20075891
g

ARCNe O G23001093
Aaa £ Date 27.08.2024

(wineyan tepai no 50 sry wo 10 saneyn y Gaicrepi; no 3 Gaicrepn v kaprouniii ynaxosni)
(hard eapsules 50 mg, 10 capsules are in a blister; 3 Dlisters is in @ carton package)

Bouicaviay S0 s
Zonisamide 50 my

Ne UAN7907/01/92 nin 22.04.2024, repsin aii pecerpauiiinoro nocniauens: 06.02.2025 poxy
Ne UAJET907/01/02, 22.04.2024; Registration Certificate valid till: 06.02.2025

Raj/2354
0422024/GMP
Kyeym Xearswep Hor Jra, lnain

C11-289 (A), PHKO Liaerpian apea, Yonanxi, bxisagi, iicr. Aipa p (Pasesacran), Ingin

Kusum Healtheare Pyt Lid, India

SP-289 (A), RUCO Industrial area, Chopaaki, Bhiswadi, Dist. Alwar (Rajasthan), India

Hara nur:07/2024
DiM:

JHiiennii no: 0612026
Expiry dute:

e Hasa nokasnnka

Name Index

Bomors
Requirenments

Pevyanrari
Az
Result of analyses

1 Oune ’

Deseription

Tuepna wonarunona kaucyna posmipos Ne 3 4 HEIPOIOPOIO KPINTEYKOID
CiPOYO KOULOPY | HENPUIOPIAL KOPHYCOM Gifioro KOALOPY, 110 MiCTiSTh
nopamox i Giroro jo aaitxe Ginoro xounopy

Hard gelatin size 3 capsule, with opaque gray cap and opaque white boady.
containing white to olf white color powder.

Bixnonijac

Complics

2§ Inenrndicauin Hac yrpusysamis ocuosnoro HIKY W3 NPOMETOIDAMT A0CAibRYBanory | BiAnosar
DORTHHY BLUIOBIAAC HACY YTPHMYBAILIA OCHOBROLO IKY 1 NPOMATOpayi
CTAHIPTHOIO POSTHIY, OTPUMAROIO B YAMORON KIALKICIOIO BHIAYCII
Tdentification The retention time of the major peak in the chromatogram of sample solution Complies
corresponds 1o that of the major peak in the chromatogram of standard
solution as obtained under assay.
3| Cepesun maca syiery 150 312 10 % (1350 mr =165,0 1) 145.7 np

Kaycyin

Net fill weight

150 mg 210 % (135.0 mg o 1635.0 myp)

1457 mg

4 Posnaganng

Disintegration Time

He Giasute 30 xuisaun

Not more than 30 minutes

2 x1 23 cex

2 min 23 sce

5 | Oauopiauiern
N030BABNN CRIDOILL

Uniformity of  Dosage
Units

AVEL, e L1=15,0

AVALL where L1=5.0

Biswosiiace

Complics

6 | Posunnenny

Dissolution

He aerne 80 % (Q) 3a 30 xmimn

Not Jess than 80 % (Q) in 30 minutes

98.5% - 100.1%

98.5% - 100.1%

7 | Kinvwicue mranasenns

Assay

pu sunyery:

47,5 - 52,5 aiy kancyni

95,0 % ~ 1050 % SOUICAMITY BT B0V KiLKOC T
Ha mepyin npudumnocmi;

45,0 - 55,0y 1 xaney:i

90.0 % - 110.0 % sonicaniny nix mnnienoi kinusocti

At release:

47.5 mg 0 52.5 mg per | vapsule

95.0% to 105.0% zonismmide of label claim
At shelf fife:

45.0 mg to 55.0 my per | capsule

90.0% to 110.0% zonisamide of fubel clyim

8.3 A
96.51%

48.3 my
96.51%

Email : info@ikusum.com. Website : www.kusumhealtheare.com
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Factory : SP 289 (A), RICO Indl, Area, Chopanki, Bhiwadi. Distt. Alwar, Rujasthan (India), Ph: +01-1495-298232/33/34/35
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Ktsism flea/z‘/z;rare'?m‘. Lid.

Jikapewsi sacit: SOPECAHP (rancysn roepii wo 50 My, wo 10 waneya y daicrepi; uo 3 faderepn ¥ kaprowsiit ynaxonni)
Medicinal product: ZORESAN®  (hurd capsules 50 mg, 10 capsules are in a blister; 3 Dlisters is in a carton package)
Cepisi: No 1004643

Balel:
8 1 Cynponiani 2osiuen Meshisonicasin ne Ginne 0,2 Y. He nnanneno
Cynposiia qomitka A sonicamidy: ne diamue 0,2 % e nimnieno
Makenmanmua nu'Lunmlm\omnm aominnr we Gine 0,2 %; Ie nuasaeno
Cyaia gpoMiutor: ne invwe 0,5 %, He susnaeno
Related Substance Methyl zonisamide: NMT 0.2 % whw Not Detected
Zonisamide related compound-A : NMT 0.2 % whv Not Detected
Highest Unknown imp: NMT 0.2 % wiw . Not Detected
Total impurities : NMT 0.5 % wiwv Not Detected
9 | MikpoSionoriang 3arankia kigekicts acpoGuux Mixpoopranissin (TAMC): e Ginnue
unerora® 10° KYO/ <10 KYOr
3aranpna kiankicrs aphracosx Ta vicenennX rpuGin (TYMC): ue
Bispwe 102 KYO/r; <10 KY Qi
Bineyrnicrs Escherichia coli B 1 r npenapary. Biacyrwicrs /v
Total Aerobic Micrabial Count (I'AMC): Not more than 10° CEU/g: <10 CFUlg
Microbiological Purity* Total Combined Yeasts/Moulds Count (TYMC): Not more than H)?
CFU/g, <HY CFU/g
Escherichia coli ahsent per ] g Absent/g |

" KOTPOIH MIKPOGIOAOINNIIO] THCTOTH NPOBOAITS ANH nepunix 3 cepiit, noris Jas koot 10 cepii alo oann pas s pik.
* Microbial purity will be performed on first 3 commercial batches thereafter at every 10" batch or ance in a vear.

BHMCHOBOK: Cepis Na1004645 sianosigae sBumoras MICGH PTT Ne UA/17907/01/02

CONCLUSION: Balch Ne1004645 complies with the requirements of MQC RC Na UAZ17907/01/02

N Aty .
AHAJII BHKOMAB > i*&m TATA_ %] whltas

ANALYSED BY OATES
(ANALYSED BY) f\\m,wW( S{a Tdebec) (DATE)

Komenrapi: nemac

Comments: no

3assa npo ceprudiraunio: «Aificnn st sacsizuyio, o nasesena siume mopaanin ¢ noerosipuaw i rounma. Ty eepis
npoayuii 6yaa BHIOTOWICHA (BRMIOWAMOMD  YNAKOBKY [/ mapRyBauus) | nposeaeno  wourpons 1T swecri na
sHueIraanomy  nianpuescrsi B oroswnill sinnoshoiocti 3 sumorams, sazgauvenumu v ouuaniit wacranosi GMP,
yvrsepaieniii Minicrepersos oxopown 30pos's Ypain, i3 Busoramu pecerpanilinoro 2oenc kpaiins upuiunaens,
Nporoxonn supebrnursa, ynaxonks Ta ananizin Sysu veperasny i i Beranosacno ¥x sianoniznicrs pumoras GMpbr.

Cerlification statement: «On this I 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 Iealth of Ukraine, and with the
requirements of the registration dossier of the destination country. Records of manufacturing, packaging and analysis
were reviewed and determined for their compliance with the GMP requirements»,

Kepinnsk rpyni KOUTPOAIO aRocT Yuosnosaxcena  ocola, w0 spificHioe
I . . .
Quality control group manager ceprinpikanio cepiv
) Zrouy 2 ! pro
Qualified Person centifying the batch
It o npisnume A - g(\/wo
(Namc i Iai' 1d upissrane
|
Thinnue (Namce) [C=ean
(Signature) 3 {(/Q Iismie g
s . 4 .
Hara nignscans (Signatwe)
(Date of signature) ’22'5\ 0(’)} ‘ o 'L Jlara nijuscans

(Date of signature)
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Factory : SP 289 (A), RUCQ Indl. Area, Chopanki, Bhiwadi, Disli, Alwar, Rajasthan (India), Ph: +91-1493-298232/33/34/35
Email @ fogdkusum.com, Website : www kusumhealtheare.com
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