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JEPKABHA CJIY Z}I{'EA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIXO 3A HAPKOTUKAMM y m. KUEBI

rpos. Hazit Ceitniunoi, 3, 02099, Ten. (044).295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koy €APITOY 37079055

BUCHOBOK
PO SIKICTH BBe3eHOro B Y Kpainy Jikapcukoro 3acoby

22,11.2023 Ne. 59882/23/26

3OPECAH®

(uaﬁmcuy BaHHs JIIKapCLKoro 3acoby 3rijuio 3 })LLETpHLliHHHM nocniguenigs)
kancyam reepai 1o 100 mr; no 10 kancya y Gaicrepi, no 3 Gaictepn y kaprouniii ynaxosui

(:pupma BHIYCKY, A03YBaHHA, BHA NAKYDaHlig Jgikapebkoro sacaly)
Homep peecrpauiitnoro nocsinueins UA/17907/01/03 crpok aif peecrpanifitioro nocaizuenns 06.02.2025
Cepia nikapcbkoro saco6y Ne 1001948 KinskicTh 8BE38HOr0 Mikapebkoro sacody 160

Bupobuuk KYCVYM XEJTXKEP BT JITH, [nis

(HakmenyBanbs supodiuKa Nikapebkoro 3acofy, KPaTHa NOXONKEH HS)

Baesero B Yxpainy Tosapucrso 3 obmexenolo sBignosigansuicro "Unexdapm JITI",
inent. kon: 20075891

(uaﬁucnynamm T2 koA 32 EAPIIOY 1opuauiol 0coby a6o npissuuie, iM's, NO GATEKOB] thisnuHoi
ocofy - nianpuemus, i micue TPOMHBANHSA TR pecc'rpautﬁﬂuii Homep oOAiKOBOT KapTKy NaaTiinKa
noAarkis a6o cepis Ta HOMEp naciopra)

NporoKoa Bi3yalsHOro KOHTPOIO Bin 25.10.2023 N 3282/14.

JlaGoparopuui ananis axocti nixapcuxoro 3acoby 3nicaennii:

A "Henrpansua saGopatopis 3 ananizy sxocti nikapeskux 3acobis i MeanunoT nponyxuii"

(M.Kuis, Byn. Kynpsisesxa 10r M.Knis, syn, Kyapssceia 8B Kuiscbka o6nacrs, ¢, Hosi Herpisui,
ByJ1. Inana Ppanka, 19)

(HalimenyBaKis Ta MicUeIHAXOREH IS nabopatropii, 10 nposena .ﬂaﬁ(}pﬂTf}pliHH AHATI3 AKOCTI)

Buchosox mono AgocTi Aikapeskoro 3acoby, sunanuit naGoparopieio sin 22.11,2023. No 2190

Peaynsratit nabopaTopHore ananisy akocerti nikapeskoro 3acofy 3a nepesi peHuMH nokasHHKaMH BIINOBIAZIOTH
BHMOraM METO/iB KOHTPONIO AKoCTI (AHANITHIHO-HOPMATHBHOT AOKYMEHTALLT).

3a pe3yabTaraMi . nepﬂcaauom liOHTpoﬂ BG’I’&HDBJIGHO Jikapcekud 3aci6 meedeHo B Ykpainy 3

HOTPHMBHH s ""'anuxaBm B2 mo,uo 3&6&31’13%1—1}13 '

$7Ti nikapebkix 3acobin.
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CEPTHDIKAT JKOCTI

CERTIFICATE OF QUALITY

AR. Ao H110FG23001603
‘ Aaval Dade 26.09,2023
6ikaperknif 3acib; 30PECAR®  (raucysn vaepai no 100 a1y no 10 kaneya y Gaicrepi; no 3 Guicrepn y kapronnii yirarosni)
Medicinal product: ZORESAN®  (hard capsules 100 mg, 20 eapsules are.in a blister; 3 blisters is in a carton package)
JHwua pevositia: Jonicaniny 100 an

Active ingredient: Zomisamide 160 mg

Pecerpaniiine nocsipuens; Mo UA/17907/61/03 nig 06.02.2020, repsin ail pecerpaniitnore nocnizwenns: 06.02.2025 pORY
Registration Cerfificate; Ne UABTI07/01/03, 06.02.2020; Registration Certificnte valid Hil: 06.02.2025

Jlizenzia na siepobiruo Ne: Rai/2334

Ceprudivar GMP No U42/2020/GMP

Bupodung; Kycys Xearswep Her S, Inain

Alpecs BUpObRIRS; CI-289 (A), PHKO Ingacrpins apea, Yonauri, Byipani, ier. An pap (Famxacray), Inzin
Manulactured by; Kusum Healthegre Py LAd, Indin

Address of manufacturer; - 5P-289 {A), RUCO lndustrial area, Chopauli, Blibwsdi, Dist. Alwar (Rajasthan), India

Cepis Mo 1001948 Posmip cepiind333yn, Hara sur.06/2023 Hiftennit qo; 05/2025
Bateh: Batch Size: DM Expire date:

N Ha3na nosnsumira Bimors PesyabtaTu asanizi

Name Index Requirements Result of analyses

1 Cune Trepaa KeIAMEORY Kanoyhe. poisipos Ne | 3 HEENCIOPMO Kpriueurow | Biamosinae

HEPBOHATO KOHONY | HENPOIOPIM KOPAYCOM BINOTG KOALOPY, 110 MICTHTL
BOPOIIGK B1:L BHA0P0 10 Matbie D11I010 kDIBLopY

Descyiption Hard gelatin size “1° capsule, with opague red eap and opagque white bady, Complies
. containing white to off white color powder. i
2 | Ioeurndixanis Hac yIpuMyBassg ocHonlore niky na NpoMaTorpasi  Accximiynaitoro | Bianosizac

POIUNLY RIMIOBHUE Macy YIPHUMYRIHRS DCHORHOTO RiKy Ha XPOMATOIpasi
CTAHADRTHOID PO3WINY, OTPAMARONC B YMOBAX KIXhKICUQIO DH3IIAYCI 1M

Identification The retention time of the majar peak in the chromatogram of sample solulion | Complies
corresponds to that of the major peak in the chromatogeam of standard
soluiion as obiained under assay.

3 | Cepenunt saen saicry 1300 wr = 7.5 % (2705 wr--322 5 ) 296.7 mr
KAHCYIH
Net fill weight 300mg 4 7.5 % (277.5 mg 1o 322.5my) 296.7 ing
4 | Foinansunn He Bianwe 30 xnunmm 8 xp 18 cex
Digintegration-l'ime Nol more than 30 minuges | ‘ 8 min 18 sec
5 | Oaxopinsicrs AV, ue Li=150 Bianorijac
AGICBANNX oKL
Uniformity of Duesage | AV<L], where L1=15.0 Complies
Linits
O | Porunnenun He sersnte 80 % () 3a 30 xpuaon 03.9% - 98 9%
_{ Dissotution Not less than 82 % (03 in 30 munuics 95.9% - 98 9%
7| Kiavgiene nuswavcuss | Hpu gqunicry: - |
93,0 1050 mr ¥ xancys 99.4 mr
95.0 %% - 103,0 % soiucaniay mijg mannenof kinpkocr 99 4%

Ha meparin npudarmngeni:
90,6 1100 ar v | warreyui
90.0 3% - 10,0 % sunicaiiy »ix suspoenol Kiankoeri

Assay Al releaye:
95.0 mg to 105.0 mg por | capsuls 99 4 iny
935.0% 10 105.0% zonisamide of labe} claim 99.4%
At shelf tife:

90.0myg to 110.0 mg per | capsule
| 90.0% to | §0.0% zanisamide of 1abel claim
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¥nd). Area, Chopanki. Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : +91-1493-20€232/33/34/3 5
Lmail » mfo@kusum.com, Website : www.kusumbicaltheare com
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Rusum Healthcare Por. L1d . N 4

Jixapepwii 3acib: 30PECAH* (kagreyns reepai no 100 mv, po 10 waveyn ¥ Gaicrepi; o 3 Gaicrepy y kaprowniii yYnaxesni)
Medicina product: ZORESAN®  (havd capsules 100 myg, 10 capsnles are in s blister; 3 hlisters is in a earton packare)
Cepur: No 1001948

Datch; . _
8 | Cyuposiaut aopiimrn ‘Methnsonicasd; e Ginsue 6,2 Y% | He sngsacno
Cynpokizng 1oMibka A souicaniny: ne Giasme 0,2 % He suanaene
Makcumannia nelenTidixosaa nomwka: te Gizse 0 2 % He sanuseno
Cyya nominmok; He Sinswe 0.5 %. He.rngnaeno
Related Subsiauce Methy) zonisamide: NMT 0.2 % why Not detecled
- Zonisamide related compound-A : NMT 0.2 % whv Not detected
Highest Unknown imp: NMT 0.2 % wiv Not detected
_ I Total impurities : NMT 0.3 % why Nol detecied
9§ Mikpodinaoriung { Buranene KizLKicTs acpofiix Mikpoopramissis (TAMCY we Simae 10
NI TOTR" | KYO/r;
- 3aranpEa Kiaokicrs aphripkosnx Ta maiccuesux rpnlin (TYMC): e Gisnuic
102 KY Oy
| Bizeytuicrs Eschevichia coli g 1 r MICAapaTy,
} Total Acrobic Microbial Count {TAMCY; Not more than 107 CF e Not required
Aicrabiologic] Parity* | Total Combined Yeasts/Moulds Cownt {TYMC): Not more than 10° CrU/g:
' Ischerichia coli absentper 1 g

* Konrposs stixpoGionoriMHOT YHCTOTIE HPOBOMATS 1% THepIHIY 3 cepii, noTiv s kownot 10 cepii abo oanu pas B pik.
* Microbial purity will be perfoimed on first 3 comunercial batches thercafter at every 10™ batch or once in a year,

BUCHOBOK:  Cepin Ne 1401948 BiAnosiae suaocray MKS PIT Ne UA/17907/01/03
CONCLUSION: Batch No 1001948 - complies with the requirements of MQC RC Ne UJA/17907/01/03
§
W N
AHAJS BUKOHAB 5 (les NwiD JATA_ L\ 121D
(ANALYSED BY) {IDATE)

VAY A S Stagh TV ahuus

Kosesnrapi: Heasae

Comments: no

Sassa npa cepradicaniio: «LificHny 51 3uCBIANYIO, HIO HABEACHA BHie inhopmania ¢ gecronipume i Tevkow. Ha cepis
npoxymakl Gyna surovosaca  {(BKN0MAGYpH YHAROBRY / MAPKYSBALUH) | \APONCACHO KOHTROHBL 1 ux0CTE HA
BHIREITAZRHONY Nianpuesvernt B nosniilt winsosiuiodri 3 sumorass, 3anaucauvs s apsuiil sacramoni GM P,
sareepaRenit Nigicrepersonr oxoponn 3a0pos's Yepaium, 2 numorasm PCCOTPANUTHOIG AOCHLE KPATHE Nipn3mayeiis.
HpoTokoan snpoduuires, YIAKOBKH T8 auaaidis fyan neperastiyTi 1 BETARORMeHU TX pianoniapicTs saMorans GMPy.

Certification statement: «On this I certify, that the above mentioned information is (rue and accurate. This product bateh
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 Minisiry of Health of Ukraine, and with the
requirements of the registration dossier of the destination country. Records of manufacturing, packaging and analysis
were yeviewed and determined for their compliance with the GMP requirenientsy.

Kepiaunk rpyHH KOHTPONG SKOCT] Yiomiopaaena  ocola, no  spiifcmoe
Quality control group manager ceprisdhiranio cepit

< . Qualificd Person certifving the batch
Ia'a ta npissige %
(Name) : ?4(, }U’ﬂtlf}mﬁ s ra npisngine : \‘\:1 G
Mz S Moy |

(Name} L—t\ K:- &
(Signalure @ -] bcﬁ e iznuc {

AATa manncum {Signature)

{(Paie of signature) Jara |'ri,r.mmc*ﬂnn)C>v<
- 3 (Date of signature
A
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dL Avea, Chopanki, Bhiwadi, Disit. Ahwar, Rajastban (lndia), Ph o +91-1493-208232/33/34735
Email : infol@kusum.com, Website : www kusumhealtheare.com




