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JIEPXIKCITY KBA YKPATHU
JNEPKABHA CJIYXEBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

nipos. Hauii Cuitnnunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BUCHOBOK ‘
npo SIKiCTL BBE3eHOro B YKpainy Jikapenioro sacody

20.11.2024 Ne 61628/24/26

30PECAH®

(naiiMeHYRAHNA THKAPCLIOro 3206y 3rilHo 3 PCCCTPAiinmUM NOCBIRUCHNSM)
Kancyan Toepai no 100 mr; no 10 xancyJ y 6aicrepi; 1o 3 Guicrepu y KapTOHHIIT ynakonpui

(hopma BUTIYCKY, A03yBAINIS, BH TIAKYBAHNS JIIKAPCLKOTO 3ac00Y)
Homep peectpauiiinoro nocsinuenns UA/17907/01/03 crpok aii pecerpauiiinoro nocsinuenis 06.02.2025
Cepis nikapchkoro 3aco6y Ne 1004646 KinbkicTs ssesernoro aikapebkoro sacoby 160

BupoGHnk KYCYM XEJTXKEP IIBT JITJL, Inuist

(uadimenysanns supodika Jikapcskoro sacoly, kpaina T1OXO0KETI)

Tosapuctso 3 o0mexenoro sianosigambuicrio "neagapm JTL",
inen. won: 20075891

(nadimenysanns ra kox 3a CHPTIOY wopranunol ocobu abo npisniie, is's, 1o 8aribiori Gisnunot
0COBH - NLANPHCMLL, TT MICHE HPOAKHBANIE Ta peceTpanifiinit nomep ofioBoT Kapril ik
HOAATKIB aG0 CCPis Ta HOMEP 1ACHOPTa)

Baeseno B Yipainy

MpoToroa sisyanbhoro kontpomo sin 30.09.2024 Ne 3299/9.
JiaGopaTtoprui anani3 sxocri sikapchkoro 3aco0y snifcHennii:

JIT "LienTpanbHa naGoparopis 3 ananisy skocti ikapehiux 3acobis 1 MenyHOl npoayui”
(m.KuiB, By1. Kyapsiscbra 10r m.Kuis, Byn. Kynpsscbia 8B Kuiscska 06nactn, C. Hosi [Terpisui,
By Izana dpanka, 19)

(HaiiMenyBanus Ta Micuesnaxopcenns Jaboparopii, (o nposeta naboparopimi anania 1Kocti)

BHCHOBOK UIO/I0 AKOCTI NiKApCLKOro 3acoby, Buaanuit naGoparopicio sin 20.11.2024 Ne 2325
PesynuTaTi naGopaTopHOTO AHANIZY AKOCTI AiKaPChKOro 3acoby 3a nepeBipeHIMH HOKAZHMKaMi BIANOBIAAIOTL
BHMOTAM METOAIB KOHTPORIO AKOCTI (AHANITHYHO-HOPMATHBHOT IOKYMENTALLT).

3a pesysbTaTaMi  ACPKABHOFO  KOMTPOMO  BCTAHORIENO, U0 JiKapCLKHi 3aci@  BsescHo B Ykpainy 3

JOTPHUMAHHSIM 8HMOT 3aK0110AABCTBA OO 3a0e3neeHs SKOCTI AIKAPCHLKHX 3aCoBiB.

IHavannuk

(oA 108 0COBA OPrany ACPRABIHOIO KOITPOI0)

(inindazs ra npissHIne)
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JIEPXKJTIKCITYOKBA YKPAIHA
JHEPKABHA CIHYIKXBA 3 JIKAPCBKUX 3ACOLIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BHUCHOBOK
npo sAKicThL BBe3eHOro B YKpainy Jixkapcbkoro sacoly
25.11.2024 Ne 62225/24/2611
30PECAH®

(naiimMeHyBanHs 1ikapcLKOro 3aco0y 3rijino 3 peecTpauifingmM HocsiauCHsM)
scancyin Teepai o 100 mr; no 10 kancya y 6aicrepi, no 3 Gaicrepn y xapronuiii ynaxonui

((popma BHITCKY, 03yBAHHS, BHA IlakyBaHHS Jlikapebxoro 3acoby)
Homep peccrpauiiinioro nocsiguenms UA/17907/01/03 crpox aii peectpauiittoro nocsinuents HeoGMeKeH I
Cepis nikapcbkoro 3acofy Ne 1004646 KinbkicTb BBE3¢HOr0 nikapeskoro 3acoby 5592

BupoGunk KYCYM XEJITXKEP IBT JITH, Inxis

(naitmeryBanna BUpOGHUKA AiKAPCHKOTO 3ac0By, KPailia NOXCKEHHA)

Breseno 8 Ykpainy Tosapuctno 3 06Mexenoro sianosinansuicrio "Tneadapm JTA",
inenr. won: 20075891

(saitvenysans Ta o/ 3a CJAPTIOY 1opuamnanol acotu aGo npissune, iv's, 1o Garbros
Pisuuiol ocobK - nianpuemus, T Miclie NpOXUBaHIs T4 peectpaitiiingii Homep obuikonoi
KapTKH 1RarHrka noaaTKis abo cepis Ta nomep nacnopra)

Tporokoa Bisyansnoro konrposo sin 24.11.2024 Ne 4048/11.

3a  pesynAbTaTaMKM  JEPKABHONO KOHTPOSIO BCTAHOBICHO, WO JjikapchknH  3aci®  BBeseno B Ykpainy 3
AOTPHMAHHAM BaMOr 38KOHOAABCTBA OO 3a6€3NEUEHHA AKOCT] JIKAPChKMX 32CO0IB.

Hauansunx

Muxona XOJIOAEHKO

(imiiany ra npizsuine)

(nocanona 0coba OpraHy AEPKABHOIO KOHTPOIIO)

M.IT.
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Gikapeninit sacit: 3OPECAHP
Medicinal product; ZORESAN¥
Miona peronmna:

Active ingredient:

Pecorpauiitue moesigactinm
Registration Certificate;
Jinensin ua mpobnuirrso Ne:
Cepritthinnr GMP Neg
Bupolnnr:

Aapeea supobunka:
Manulactured by:

Address of manutacturer:

Cepisiz Nt 1004646

Posmip cepinS833yn.

CEPTHOIKAT JKOCTI

CERTIFICATE OF QUALITY

AR N TUIOFG24001694
v/ Date 27.08.2024

(aveyas teepai no 100 iy no 10 wancys y Gaicrepi; no 3 Gaicrepi y kapronniil ynawonui)
(hard capsules 10 mg, 10 capsules are in a blister; 3 blisters is in a carton package)

Jonieamixy 100 1
Zonisamide 100 mg

Ne UA/IT90T01/03 sin 22.0.4.2024, repain il pecerpanditnoroe nocsipreuns: 46.02.2025 poxy
Ne UA/17967/01/03, 22.04.2024; Registration Certificate valid till: 06.02.2025

Raj/23584
042/2024/GV P
Kyeym Xearxwep 1Inr b, Tuitis

CI1-289 (A), PIIKO Innacrpinn apes, Homanwd, Bxinaqi, Aivr Aasop (Pawacrean), Ingis

Kusum Healtheare Pyt Lid, India

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

Hava wire.:07/2024

Jliitensit nos 0642026

Batch: Batch Size: DIM: . Expiry date:
N azsa noxasnnra Bumorn Pesyawrars auraizin
Name Index Requirements Result of analyses
i Onue Toepsa wcaariiosa kaneyna possipom Ne I3 nenposopolo spimienko1o | Bianosijwe
HEPBOHOTO KOALORY § HEHPOIOPHM KOPIYCOM GO KOAROPY, IHO MICTHTE
NOPOIHOKR BIA Bia0ro o Mafkke Gisora konwsopy
Description Hard gelatin size 17 capsule, with opaque red cap and opaque white body, Complics
| containing white 1o of white color powder.
2 | liesrmdyigaris Yac yrpisiysanug ocHoBnore iKY ua Xposatorpasi gocsimkysanoro | Bianouwinae
POSUIINY NIOBLAAC MACY YTPUMYBAHUS DCHOBIOTO 1KY 1la XpomaTorpami
CTAUAAPTHOIO POIILY, QTPINGINOIO 1 YMORIX KiXLKICHOID RUSHANCHIIA
Identification The retention time 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 obtained under ussay.

3 | Cepuenun naca saiery
Kancyan

Net fill weight

300 M4 7.5% (2775 M- =-322,5 M)

300 mg & 7.5 % (277.5 my 1o 322.5mp)

294.7 ar

294.7 mg

4 Pozuannun

Disintegration Time

He Gianure 30 xonann

Not more than 30 minutes

2 xp 47 cex

2 min 47 see

5 | Oanapianicrs
AQZ0BANHN OABITHIDL
Uniformity of Dosage
Units

AVELL e L1=150

AV=<L1, where LI=15.0

Bisnonisac

Complies

6 Poymuenun

Dissolution

He menme 80 % (Q) 4a 30 xmsamu

Not less than 80 % () in 30 minutes

97.8% - 100.6%

97.8% - 100.6%

7 Kinnricue sisnasicnis

Assay

Tipu sunycey:

95,0 - 105,00 sr v kaney

95,0 % - 103.0 % tonicasizy 8L msmaeHol Kiankoeri
Ha mepsiin npudmmiecomi:

90,0 = 1100w y 1 kiscyo

90.0 % « [ HLO % somicamizy i samsiacnal xinkocri

At release:

95.0 mg to 105.0 mg per | capsule

95.0% to 105.0% zonisamide of label ¢lyim
At shelf life:

90.0 mg 1o 110.0 mg per | eapsule

90.0% 10 1 T0.0% zoniswoide of label claim

09,4 s
99.35%,

99.4 mg
99.35%

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

Emait : infogekusum,com, Website @ www kuswimhealthcare.com

Page No. 1 of 2

01-1493-208232/35734/35
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Jlikapeskiii 3acif: 30PECAU® (kancyan vsepi no 10 sy no 10 kaneys y Gaicvepl; no 3 Gaicrepn y wapronniii ynakonui)
Medicinal product: ZORESAN® (hard eapsules 100 mg, 10 capsules are in a blister; 3 blisters is in a carton package)

Cepist: Ne 1004646

B3utch:
8 | Cyuponimui posimkn Meronicanie tie Sue 0,2 9% 1¢ BuaBACHO
Cynpoviana gominka A souicamiay: ne Oinbuie 0,2 % Ile nuasneno
Makcusanntia neigenridikonana aosina: ne Sunwe 0.2 %, e soanneno
Cyya somimok: ne Ginne 0,5 %. He nasncno
Reluted Substance Methy! zonisamide: NMT 0.2 % whwv Not deteeted
Zonisamide related compound-A - NMT 0.2 % whv Naot deteeted
Fighest Unknown imp: NMT 0.2 % whv Not detected
Total impurities : NMT 0.5 %% wiv Not detecied
9 1 Mikpobiosorisua Jaranena KimkicTs acpoGunx Mikpoopranizmis (PAMC). ne Ginnwe 107
werora® KYO/r,
3araibha KIARKICTH APDRAKOMIN 1a vaicenessx rpudis (FYMC): e Giasine
102 KYO/r:
Bincyrnicrs ischerichia colin | r npenapary.
Total Acrobic Microbial Count (TAMC): Not mare than 10° CFU/g; Not required
Microbiological Purity* Total Combined Yeasts/Moulds Count (TYMC): Not more than 10? CFU/g;
Escherichiu coli absent per 1 g

* Konpoib MikpoGIONOTIMHOT HHCTOTH NPONOBITL iy nepuuix 3 copiil, uorist i konod 10 cepii abo o pas i pik.
* Microbial purity will be performed on first 3 commercial batches thereafier al every 10% balch or once in u year,

BACHOBOIK:  Cepin Ne 1004646 pianosisac eusoram MKS PTITNe UA/17907/01/03
CONCILUSION: Batch Ne 1004646 complies with the requirements of MQC RC Ne UA/17907/01/03

\\ \\ I I e
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AHAJII3 BHKOHAB jata ISy

(ANALYSED BY) ’ (DATE)
Kosernrapi: nemac

Comments: no

Sansa npo ceprudiraniio: «liftenum u 3acainiyio, mo nasejsena suie indwpaanis ¢ aoerouipuowo i rounoto. s cepis
aposywiii y.sa BHIOTOBACHA  (BICIHOMA09N YOOKOBRY / MapRypaun) i npposegeno  Kontposn i osuoeri na
BHILEIrAAANOMY  Biaapuemerni B nosoiil sianosiiuocti 3 Bumoras, asnasenumy 8 anuniit wacrasosi GMP,
sarsepmreniii Minicrepersoy oxopann ytopos's Ypaling 3 srMorasn pecorpaniiinore aocne kpaii npusnatenn,
ITporoxonn nupoGarUTBa, YIAKORKA T aHaizin Gyan ueperaanyTi i serauonaeno ¥x sianosianicrs sumoram GMPr,

Certification statement: «On this § 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».

KepiBuug rpyitt KoHTPOIMO AKOCT Yinosuosanena  ocofa,  wo  3uicnoe
Quality cantrol group manager ceprigikaniio cepit
Qualified Person certifving the balch
It ra npisnue A 4 A
- .
(Namc) i ahd Ia'stracupisnmiiie

Himie ¢§ ! (Name) <D
{Sianature) - CXAAJ . Flianmse e
Jara nignmcans F e (Signature)
- s I 51 g . .
(Date of signature) 28 I O(g ?,20 )&’ Jara nianncanny
(Date of signature)

Puge No. 2 of 2

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

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