JEEPHIHKCITY KBA YKPATHU
JNEPKABHA CIYXEBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hauii Critimunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €APTIOY 37079055

BUCHOBOK ‘
npo sSIKicTL BBE3eHOro B YKpainy JlikapcbKoro 3acody

20.11.2024 Ne 61628/24/26

30PECAH®

(naiiMeHyBaHHS JiKapChioro 3acofy 3riHo 3 peecTpatiiiuM nocsigucHsm)
kancyan Teepai no 100 mr; no 10 xancys y 6aicrepi; no 3 Guicrepn y KAPTOHHIH ynakosui

(hopna BHTTYCKY, A03YBalsl, B TIAKY BaHHS 1iKAPCLKOTO 3ac00y)
Homep peecrpauiiinoro nocsinuehns UA/17907/01/03 crpox uii pecctpaniiitioro nocsinuenis 06.02.2025
Cepis nikapcbkoro 3aco6y Ne 1004646 Kinbkicts sseseqoro nikapebkoro sacody 160

BupoGuni KYCYM XEJITXKEP IIBT JITJ, Inuist

(uadimenyanns BUpoGIKKa NiKapchoro 3acoBy, kpaiia 11OXO0,LKCIHN)

Tosapucriso 3 obmMesxenoto Bianosigaunuicrio "laeadapm JITA",

imenr. kon: 20075891

(nabisenysauns 1a ko 3a CHPTIOY wopraninoi ocobn 6o npizsrie, i, 110 Garhkosi Qisnunot

0COBH - nANPUCMI, T MICIE TIposRABANILE Ta peceTpaniiinnil nosep oBaikoBoT kapTiK nuariKa
HOARTKIB aG0 CCPisl Ta 1HOMEP HacnopTa)

Beeseno B Yipainy

MpoToron sisyansuoro konwrpomo sin 30.09.2024 Ne 3299/9.
JlaGoparopHuii ananiz sxocTi Jikapebkoro 3acoly sailicHennii:

JIIT "LienTpanbHa naboparopis 3 ananisy sKocTi Jikapehinx 3acobiB 1 MeAHYHOT npoayxuii”
(m.Kuis, Byn. Kyapsiscbka 10r M.Kuis, Byn. Kynpsscbia 8B Kuninchia 06nacts, c. Hosi [Terpisui,
ByJ1. Izana Ppanxa, 19)

(saliMenyBanHs Ta Micuestaxooketing JaGoparopii, 1o nposesa sadoparopini ananiz skocTi)

BHCHOBOK LIOA0 AKOCTI Nikapehkoro 3acoBy, Buaanuit naGoparopicio sin 20.11.2024 Ne 2325
PesynuTarin NaBopaTOPHOro aHanisy AkocTi Aixapchkoro 3acoly 3a nepeBipeHUMHM NOKA3HIKAM I BiAMOBIAAIOTD
BHMOTaM METOLIB KOHTPOMO AKOCTI (aHAIITHUHO-HOPMATHBHOT OKYMENTaLLi).

3a pesysibTaTaMy  ACPKABHOTO  KOHTPONO  BCTAHOBIENO, WO JHKAPCLKMH 3aci6  Bseseno B Ykpainy 3

JOTPHMAHHSM BUMOT 32K0H0AABCTEA DIOA0 3a0e3NE CHHS sKoCTi MiKapChKkHX 3ac00in.
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JIEPXKJIIKCITYIKBA YKPATHU
JHEPXABHA CJYXFBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BHUCHOBOK
npo AKicTL BBE3eHOro B YKpainy JikapcbKoro 3acoby
25.11.2024 Ne 62225/24/2611
3O0PECAH®

(naiiMeHyBaHns JiKapCLKOro 3acoBy 3riH0 3 PEECTPALIHHNM HOCBIAUCHIAM)
scancyn reepui no 100 mr; mo 10 kancya y 6aicrepi, o 3 6aicrepn y xapronniii ynaxosui

((popma BHIIyCKY, M03yBaHHs, BHA NaKYBaHHs Jlikapebkoro 3acoby)
Homep peccrpaLtiiinoro nocsizuerms UA/17907/01/03 crpok aif peectpauiittoro mocsinuenns HeoOMeXKeHMH
Cepis nikapebkoro sacoby Ne 1004646 KinbkicTs BBE3€HOrO nikapebkoro sacoby 5592

BupoGumk KYCYM XEJNTXKEP BT JITH, Inais

(HaitmeHyBanng BUpOGHUKaA NiKapCHLKOTO 3ac06y, Kpailia MOXOMKCHHS)

Bresero 8 Ykpainy TosapucTBo 3 06MesKkenoro Bianosinansuicrio ""Caeadapm JITA",
inen. xon: 20075891

(aiimenyBaims Ta koa 32 CJIPTIOY 1opuamnanol ocotn afo npispuie, in's, 110 6arbrosi
(isnunol ocob - nianpuemus, i Micle NPOXUBaKHES T4 peectpatifimui nomep obuikonol
KapTKH ATHIKA NOAATKIB 200 cepis Ta JioMep nacnopra)

Tporokon sisyansnoro kontposo sin 24.11.2024 Ne 4048/11.

3a  pesyibTaTamMM EPIKABHOTO KOHTPOMIO BCTAHOBNCHO, W10 Jikapchknit 3acié BeeseHo B Vipainy 3
AOTPHMAHHAM BAMOT 3aKOHOAABCTBA 100 3a6e3neueHts AKOCTI JIiKapChKiX 3acobis.

Hauansuux

Muxona XOJIOAEHKO

(imiviany ra npissrine)
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Kusum Healthcare Pot. Lid.

GHikapeninit sacit: BOPECAHP
Medicinal product; ZORESANY
Miona pevosmna:

Active ingredient;
Pecorpauiiine nocuizgcinm
Registration Certificate:
JHnensin ua mpolnsirse N
Ceprithinar GMP Ne;
Bupofinnr:

Anapeea supobunra:
Manulactured by:

Address of manufacturer:

Cepin: Ne 1004646

Posmip cepinn5833yn.

il

CEPTHOIKAT JIKOCTI
CERTIFICATE OF QUALITY

W A

g
\ CEPTHbIK
\ :

ARCNITIOFG2400109:4

v/ Date 27082024

(amneyans toepai o J00 iy, o 10 wancys y Gnicrepi; wo 3 Gaicrepy y xapronniil ynawonui)
(hard capsules 10 mg, 10 capsules are in a Blister; 3 blisters is in a carton package)

Janicamiay 100 mr
Zonisamide 100 mg

Ne UA/IT90T01/03 sin 22.044.2024, repain il pecerpaniiinoroe nocsipieuns: 06.02.2025 poxy
N2 UA/ET907/01/03, 22.04.2024; Registration Certificate valid till: 06.02.2025

Raj/2384
042/2024/GMP
Kyeym Xewrxeep sy ddbe, Tuitin

CI1-289 (A), PHKO Innacrpinn apes, Homanwd, Bxinaai, Aier. Aasap (Paeacran), Inpis

Kusum Healtheare Pyt Lid, India

SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India

Jara wmir.:07/2024

Jliitensit nos 06/2026

Batch: Batch Size: DIM: ) Expiry dale:
N nzsa nowasnnra Bumorn Pesynwrams auaaizin
Name Index Requirements Result of analyses
i Onue Toepsa wesarHosa Kaeya possipom Ne 13 nenposopoio kpssienro1o | Bijnonsiue
HCPHOHOTO KOALOPY | HEHPOZOPIHM KOPHYCOM GiOra KOIhOpy, 1o MicTuTh
NOPOIOK B Binore 2o Maflxe Gisoro Konwopy
Description Mard gelatin size 17 capsule, with opagque red cap and opaque white body, Complics
_containing white 10 ofT white color powder.
2| liesrrdikamis Yac  yIpuasysm ocHoBbore iKY 4 XpoMaTorpaMi jlocimkysaroro | Bijanowinae
POIUINY RIWOBIAAC HACY YTPUMYBAUUL OCHOBIOTO 1KY 114 XPOMATOrpas
CTAUAAPTHOrO POTLIEY, OTPUMANOIO B YMORAN KUBKICHOND MIBHANCHIA
Identification The retention tinme of the major peak in the chromatogram of sample solution | Complies

corresponds to that of the mujor peak in the chromatogram ol standard
solution as vbrained under ussay.

3 Cepeann maca pamicry
Kaucyan

Net fill weight

300 8 7,5 % (277.5 30 =322.5 a0)

300 mg & 7.5 % (277.5 iy o 322.5mg)

294.7 ar

294.7 my

4 Pozmanausn

Disintegration Time

He Gianine 30 xshann

Not more than 30 minutes

2 xp 47 cex

2 min 47 see

5 | Ounapianicrs
AQ30BANKN OADILHIADL

Uniformity  of
Uinity

Dosage

AVZLL, ne L1=15.0

AV=L1, where Li=15.0

Bisnonisac

Complies

6 Poymmenun

Dissolution

FHe senue 80 % (Q) 3a 30 xmsnn

Not less than 80 % () in 30 minules

97.8% - 100.6%

97.8% - 100.6%

7 Kinnricne spipavicnist

Assay

Tipu sunycry:

95,0 - 105,0 mr y Kancya

95,0 % - 103.0 Yo sonicamiay Bi;Uusimaenol Kiankoeri
Hua mepsiin npudaniiecnii:

90,0 = 110.0 iy 1 kineyo

90.0 %6 « 1HLO % sonicamiay iz sannaenai kijnkocri

At refease:

95.0 mg (o 105.0 mg per | capsule

9S5.0% to 105.0% zonisamide of label ¢laim
At shelf life:

90.0 my to 110.0 mg per | eapsule

90.0% 10 110.0% zoniswmide of label claim

D940 s
99.35%

99.4 mg
99.35%

Factory : SP 289 (A}, RHCO Indl. Area, Chopanki, Bhiwadi, Disit. Alwar, Rajasthan (India), Ph: +

Emait ¢ infogekusum,com. Website @ wwaw kusumhealthcare.com

O1-1493-208232:33/34
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Jirapenrii 3acit: 30PE

Kusum ﬁ’ealz‘/zéa/’e Pot. Ltd .

CAl® (kancyan vsepiri no 100 sy no 10 kancys y Gaicvepl; no 3 Gaiciepn y wapronniii ynakonui)

Muedicinal product: ZORESAN®  (hard capsules 100 mg, 10 capsules are in a blister; 3 Dlisters is in a carton package)

Cepist: Ne 10046:46

B3atch:
8 | Cyuponinui pomimen Mermsonicaizx e Gimane 0,2 9% e sunpacHo
Cynpouiana posimea A sonicamiiy: ne Ginbuie (,2 % Tle nuasnctio
Maketmaihti neigenrifikonana aosixa: ne Ouiie 0.2 %4, e nuanneno
Cyaa somitmor: e Ginsuic 0.5 %, He nrapneno
Related Substance Methy! zonisamide: NMT 0.2 % whv Not deteeted
Zonisamide related compound-A ¢ NMT 0.2 % w/w Not detected
Fighest Unknown imp: NMT 0.2 % w/iw Not detected
Total impurities : NMT 0.5 % whw Not detecied
9 1 Mikpobiosorisua Jaranuns kiankicts acpoGunx Mikpoopranizmis (TAMCY: e Ginwue 10°
umncrosa® KYOfr;
3araibHa KIMLKICTH APDKAKROMIN 1o naicenesnx rpudis (FYMC): e Giasine
102 KYO!r:
Biacyrisicrs Escherichia colin | r npenapary.
Total Acrobic Microbial Count (TAMC): Not more than 10° CFU/g; Not required
Microbiological Purity* Total Combined Yeasts/Moulds Count (TYMC): Not more than 10? CFU/g;
Escherichiu coli absenl per 1 g

* Konpons MikpoGIoAorivHOT HHCTOTH NPOBOMITL it nepx 3 copiil, Horis s konnol 10 cepil abo omn pas b pii,
* Microbial purity will be performed on first 3 commercial batches thereafter at every 10% balch or once in u year,

BHUCHOBOK:  Cepis Ne 1004646 pianonigac suyoram MICS PIT Ne LIA/17907/01/03
CONCILUSION: Batch Ne 1004646 complies with the requirements of MQC RC Ne UA/17907/01/03

Noveenys
IS A

b QYL}M\YQ ‘S\'\:b)\ T(”’(‘Q\fw’\:\

AHAJI3 BUKOHAB sata 2w 8L sy

(ANALYSED BY) ) (DATE)
Kosenrapi: nemac

Comments: no

Sansa npo ceprudiaiiio: «/Aiftenum n 3acpiniyio, mo naseena sue indopsanis ¢ poerosiproio i tonnoto. s cepis
apoayruii fysa  BHIOTOBJEHA (BICHOMANON  YOOKOBRY / MAPKYBAuHsn) i npponejeno Kontpoan i sxoeri na
BHILIARANOMY  DiZOpHCMCTni B nosuii sianosbocti 3 Bumorasi, asnavenumin B ounnmiit wacrawosi GMP,
sarpepreniii Minicrepersoy exopanu yropos's Yiepain, i3 sHM0oras pecerpaitiiinoro 4oehe kpalise npusnascnn,
ITporoxonst nupobuunTsa, YHAKORRA Ta anajisis Gyan nepernauyrii seranonaeno ix sijmosianiers sumoram GMP»,

Certification statement: «On this 1 certify, that the above mentioned information is true and accurate. This product batch
was proeduced (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 Health 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».

KepiBuyg rpyiut KOHTPOIMO AKOCT] Ynosuosaiena  ocofa,  wo  3AiicHoe
Quality control group manager cepridikaniio cepit
Qualificd Person certifving the balch
Im' ra npisynue A 4L /\
- .
(Name) ¢ ahd Ia'st T npisnune

Himie ﬂ l (Name) <D
(Signature) o CXAAJ . Pl e
Jlara yizumcais T (Signature)
s )" 5} . :
(Date of signature) 28 I O(g ?,20 )&’ Jara tianncanng
(Date ol signature)

Puge No. 2 of 2

Factory 1 SP 289 (A), RUCO Indl. Arca, Chopanki, I3hiwadi. Disit. Alwar, Rajasthan (India). Ph +01-1493-298232/33/34/35

Email : info@kusum.com. Website : www kusumhealtheare.com
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