AEPHIIKCIIY XBA YKPATHA
AEPKABHA CJIYKBA 3 IIKAPChKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KHEBI

By11. Bepesuskiscrka, 29, Kuis, 02098, ten./daxc: (044) 550-23-55, Texn. (044) 550-20-55
E-mail: dIs kyiv@dls.gov.ua, Kog €{PTIOY 37079055

BACHOBOK
PO AKICTH BBe3eHoro 8 YKpainy JIKApCHKOro 3acoby

19.08.2020 Ne 37296/20/26

JOI'YOEH®
(HaftmeHy BaHHS AiKAPCEROIO 3ac00Y IT{HO 3 peecTparifHmM MOCBiTYe HTAM)
TabaeTkn, BRpHTi IUIiBKOBO0 oboonxoo, no. 500 mr; mo 10 Tabierox y Oaicrepi; mo 6
Gaicrepis y kaproHmiii ymaxosni

(bopma umycky, nosysams, BiI MaKyBaHHA JTiKapChKOro 3acoby)
Homep peecrpauiiinoro nocimuenns UA/17411/01/02 CTPOK Ail peecTpanifiroro nocrimuenns 17.05.2024

Cepix nixapcskoro 3acoBy Ne 2002592 KinskicTs BBE3CHOIO Mikaperkoro sacoby 14

Bupo6muk KYCYM XBNTXKEP BT JITH, Iania

(nalfmenyBanna BHPOGHIKA JTiKAPCEXOTD 3ac06Y, XpaiHa NoXomkeHHx)

Baeaeno B Ykpainy TosapucTeo 3 o6Mexeno0 BiInoBinanLuicTIO "Taepdapm JITI",
igenT. xon: 20075891 ‘

(raliMeuysanns Ta ko 3a €IPIIOY IopHAIHOT 0coGu alo npiseume, iM's, o GaTLkosi izmanol
©ocobH - pimipueMiy, T Micte npoKHBaNEg T2 peecTpauiiindi Homep 06ixoBoT KepTiy AT
nojaTkis a6o cepid T2 HoMep nacnopra)

Hporoxon Bisyansnoro xowrpome siz 04.08.2020 N 2258/27.
JlaGoparoprmii ananis sxocri nikapcrkoro 3aco0y 3nificHeHmi;

AIT "LlenTpamsHa raGoparopis 3 aHaNi3Y SKOCTI JHKAPCEKAX 3aCO0IB 1 MeTraHOT OpoxyKmii"
_(m.Knis, Byn.Kynpsscrxa 10r)

(HaliMeHYBAHFA Ta Micle2HAXO/DKEHHS maGoparopil; mo npoena naSopaTopHui auanis RKOCTI)

BHCBOBOK MO0 AKOCTH JiXapcEKoro 3acoly, Baanmi naGoparopiero vix 18.08.2020 Ne 2416
Pesymitath naGopatopHoro aganisy axocti Jikapcekord 3aco0y 3a meperipeHnMHA nokasmukamMe BIIIOBIAAIOTE
BHMOTaM METOZIB XOHTPOIIO AKOCT] (2HANITHIHO-EOPMATABEOT HOKyMeHTami’).

32 pesymRTaTaME  JEPXABHOTO KOHTpOXIO BCTAHOBJIEHO, INO JKAapChkHH 3aci6 =mmeseEo B Vipaiuy 3
AOTPHMAHHSIM BEMOT 33KOHOaBCTBA MO0 32683MEYSHH AKOCT NiXApCHKMX 33co6iE,

Jropvuna CTOPOXEHKO

- (imiuians T8 npissume)
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CEPTH®IKAT AKOCTI
CERTIFICATE OF QUALITY

AR Ne FG/0894/20
HBara / Date 10.07.2020
Jlixapeskuii 3acib: JOT'YOEH® Tab1eTKH, BRPHTI NIiBKOBOKO obonanko, no 500 mr,
no 10 Tabnetox y Gaictepi, o 6 Gnicrepie ¥ KapToHHiit ynaxosui
Medicinal product: LOGUFEN® film coated fablets 500 mg, 10 fablets in a blister, 6 blisters in carton packing

Jircun pedosuna; JlepeTnpaleramy 500 mr
Active ingredient: Levetiracetam 500 mg
Peecrpayiiine nocsizyenus: Ne UA/7411/01/02, Bix 17.05.2019, TepMin ali peectpauifinoro nocsizuenus no; 17.05.2024
Registration Certificate: Ne UA/17411/01/02, 17.05.2019, Registration Certificate valid till: 17.05.2024
Jiuewsia na pupobuuiTee Ne: Raj/2354
Ceprudikar GMP Ns; 001/2018/GMP
Bupobuuk; Kyeym Xenrxwep ot JIvz, Iaais
Aapeca snpobnnka; CI1-289 (A), PIIKO Inpactpian apea, Honanki, Bxirani, Nier. Ansap (Pamsacran), lngin
Manufactured by: Kusum Healthcare Pvt Ltd, India '
Address of manufacturer: SP-28% (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India
Cepin: Ne 2002592 Posmip cepii: 1666 yn. Hara sur.: 06/2020 Jittcnnii no: 05/2022
Batch: Batch Size: DiM: D/E:
Ne Ha3ea noxaiuuris Bumorn Peaynbtare auanisis
Name Index Requirements Result of analyses
1 Onnc Osantsxi Tabrerks, BKPUTI ANIBKOBOK 050NI0RKOM AKOBTOMD Koms0py, | Bimanosizae

3 POINCMINGUTIO PHCKOIO 3 OZHOID Blky

Description Yellow color, oval shape, film coated tablets, with break line on one Complies
side.

2 InenTudikauin AeBETHPALETAMY Yac yrpuMmysakus miky JeBETHpAlieTAMY HR. xpomMarorpami | Binnosimae
ZOCAIINYBAHOrO pPO3MHAY BiANOBidae "acy yIpHMYBAaHEA niky
JICBETHPANCTAMY  HAa  XpoMmaTorpaMi  cTaHpapTHOTG PO3UHRY,
OTPHMAHOTO B YMOBaX KilbKICHOTO BHIHAYEHUT

Identifieation of Levetiracetam The retention fime of the Levetiracetam peak in the chroniatogram of | Complies
: sample solution corresponds to that of the Levetiracetam peak in the
chromatogram of standard solution as obtained under assay.

3 InenTudixanin 6apsuua
A. Turany niokcng TTostsa sxoBTOr0 3a6apnnenus Binnosinae
b. 3aniza oxeun mosTHE TlosBa yepsosoro 3a6apsnerns Bianosinac

Identification of colorant

A. Titanium Dioxide Appearance of yellow color Complies
B, Iron oxide yellow Appearance of red color Coraplies

4 Cepeaus maca 592 M0+ 5% (562,4 MT— 621,6-mr) 592,95 mr
Average Weight 592 mg + 5% (562.4 mg to 621.6 mp) 59295 mg

5 OasopizticTs nozosannx AVZLI, ne L1=15,0 Bianosigae
WL CTTHT
Uniformity of dosage unit AV<LI, where L1=15.0 Complies

6 Posnaganna He Ginswe 30 xbumwn 0% MuH 10 cex
Disinfegration Not more than 30 Minutes 09 min 10 sec

7 Pozasinenns He merme 70,0 % (Q) 3a 1 5 xsuiun 98.5% - 100.3%

| Dissolution Not less than 70.0% (Q) in 15 minutes 98.5%-1003% |

U qu~r W% z»f/ s e

A
Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph &;»%-149349322/33/34:35
Email : info@kusum.com, Website : www.kusumhealthcare.com
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laerTuglengh #i

Kog 2680 g

Rusum Healthcare Por. L1d.

JIOTYQEH®

Jlikapewkui 3a¢ia: TalleTKH, BKPUTI N1iBKOBOIO ofonon Kok, 110 500 mr,

ne 10 Tabxerok y 6xicrepi, no 6 Buicrepie y waprouuiii ynakosui
Medicinal product: LOGUFEN®
Cepia: Ne 20602592

Batch:

film coated tablets 500 mg, 10 tablets in a blister, 6 blisters in carton packing

8 Kineicie BusHaveHns Ha sunycs:

475,0 - 525,0 mr/rabnerxy

95,0 % - 103,0 % nepeTspaueTamy &in 3asBneHOrO BMiCTY
Ha mepain npudamnocmi:

450,0 — 550,0 mr/rabnerxy

90,0 % - 110,0 % rresernpaneTamy 8in 3assnetoro BMicTy
Al release:

475.0 to 525.0 mg/tablet
95.0 % to 105.0 % of levetiracetarm of label claim

Assay

At shelf life:
450.0 to 550.0 mg/tablet
90.0'% to 110.0 % of levetiracetam of label claim

488.40 mr/Tab
97.68%

48840 mg/Tab
97.68%

9 Cynposigni gonmimxu Homimka A: ne 6insme 0,30 %;

By ska innueinyancua selzenrudicorana nomimea: ve Simme
0,10 %;

Cyma gomitmok: ke Ginmue 0,60 %

Related Substances
Impurity A: NMT 0.30 %;

Any individual Unknown impurity: NMT 0.10 %;
Total impurity: NMT 0.60 %

He obuapyxeno
HIDKE
HEYUHTEIBAEMOTO
HpeAena Hike
HEYYHMTHIBALMOTO
TIPEAEIIA HAKE

Not detected

Below disregard limit

Below disregard limit

10 | Mikpofionoriuna 4neroTa* 3aranesa inskicts aepobrix Mikpoopranizmia (TAMC): He Gincme

10° KYO/r;

<10 XYO/r

3aransHa KiNLXicTs NphRIKOEHX TR rniceHeprx rpubis (TYMC): ve | <10 KYO/r
Sinewre 10° KYOir;
Bincyrnicrs Escherichia colis 1 r Apenapary. Bincytni
e . Total aerobic microbial count (TAMC): NMT 10° CFU/g <10 CFU/g
Microbiological Purity Total combined yeasts/moulds count (TYMC): NMT 103CEU/g <10 CFU/g
Escherichia coli: Should be absent/g Absent/g

* BunpobyBanss MikpoGionoriTsol 9HeToT! B penapari NPOBORHTECA TINEKY JUIA NEPIIHX 3-X cepiit, morim Ans xoxwol 10-1 cepii, 260 onun pas

Ha pik.

* Test of Microbiological purity will be performed on first 3 commercial batches and  thereafier on every 10" batch or once in a vear whichever is
earlier.

BHCHOBOK: Cepis Ne 2002592 Blanosinae sumoram MICST PIT Ne UA/17411/01/02

CONCEUSION: Batch Ne 2002592 complies with the requirements of MQC RC e UA/] 7411/01/02

ey
AHATI3 B AB 2
<ANALYSB'%§QV\«AL,)G K mr\rm@m‘%

Komenrapi: nemad
Comments: no

{DATE)

3assa npo ceprudirauiio: «llifenum x aacsinuyio, wo Hanenena suwe indopmatis € AocTosipuon i Touwmoio. Hst cepin npoayxuii Gyaa
BHCOTOBeHE (BKNIHOHEIOYH YHAKOBKY / MAPKYBaHHRA) i npoBeeHo KOHTPOAL Y AKOCTI Ha BHILEIraaHoMy FABPHEMCTBI B TioBHIH
BianosigtiocTi 3 Bumorama GMP, BETAHOBACHHMH MiCIIesnM PErYARIOPHEM OPranon, 8 TAKOAK BixnoBiTHo Ao.creandikaui, mo MicTHTacs
B peecTpauiiinomy nocke kpaiHu imnoprepa. IpoTokoau BHPOGHHITBE, YRAKOBKU Ta anaaisis Gy neperyagHy i i BCTAROBSEHO TX

BiANOBigHiCT: BHMoram GMP»

Certification statement: «On this I certify, that the above mentioned information is true and accurate. This product batch was produced

(including packaging / labeling) and conducted for its quality control at.the above mentioned manufacturér acco

requirements, established by Local Heslth Authority, and according to the specification, contained in
importing country. Records of manufacturing, packaging and analysis were reviewed ang-determined fg
requirements,

o) 2000 =
Kepisnkk rpynu koutpomo ﬁkm’-‘{-, Menemiep siaainy 3abes Ly
Quality contro! group manager ﬂ g f Quality Assurance group niafhk
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to all relevant GMP
tion of the dossier
ance with the GMP

Factory : SP 289 (A), RIICO ind). Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph - +91-1493-298232/33/34/35

Email : info@kusum.com, Website : www.kusumhealthcare.com
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