TOB «Kycynt Dapy»
VYrpaiua, 40020, s.Cymu, pya. Crpabing, 54
Ten.: +38(0542) 77-46-10, dane: 77-46-11

Knisenxa dinis
TOB «Kyeym Qapam
Yipaina, 02092, m.Knls,

BYI. AnMarrHoska, 58 e-mail: plant@kusum.ua
Ten.: +38((144) 495-82-88, taxc: 495-82-87 KM%}% .7’!262/’#& www.kusuin.ua
CEPTHRIKAT AKQCTI
CERTIFICATE OF QUALITY
Ha3sa nponyxry: TOT'YQEN®, posuun opanshu#, 100 mMrmn
Name of product: LOGUFEN®, oral solution 100 mg/ml
Chuna pif: Jlesernpaueram — 100,80 mr/vn
Strength: Leveliracetam — 100.0 mg/mi
Cepin Ne/ Batch No.: S1.A4001 Poamip ynaxosicn / Package size: 200 mu/ml
Peccrp, Ne/ AR.No.: FP/0175/24 "Tnn ynarkoskn / Pack type: Dnakon / Bottle
Posmip cepii / Batch size: 500 nivpis/liters Hara suroTobnenns / Mfg, dater 03,2024
Kin-7p ynaxosox / No, of packs: 2 500 Tepmin npuaatuoeri / Kxp, date:  02.2026
Kpaiua f Market: UKR
Peccpaniiine nocsipaenns Ne: : R . 2
Registration Certificate No.; UAmERION) AERMIEIITGY validiol0207. 2076
N i/ Haapn ananizy Creundiranin PesyavraTy ananizy
Sr. No. Test name Specification Test result
Ornne Iposoprii po3uyy i3 XapaKTepuuM 3AIEX0oM Biamosinae
. Description Clear solstion with characteristic odour Complies

InenTyrdikauia
JlepeTHpaneram Hack yrpumyBalHA Dixa JcseTnpaneTamy ua | Bignosinae
xpoMarorpaMax  suipoBomysanoro  posumHy i
CTAHEANTHONO DPOIUUHY, OTPUMARKX TIPH Kinbki-
CHOMY BU3HAYERHI, FOBHHAI 36iraTHcs.
Merunnaparigpokcubensoar Hacw yTIpEMYBagHE nika  MeTWINaparigpowcu- | Biznosigac
fenzoary Ha XpoOMArorpaMmax BHOPOGORYBAHOTO
POTIHHY | CTAHNAPTHOIO POIUUHY, OTPEMAKKX TpH
KiIbKICHOMY BH3HRYSHHI, NOBUENI 36iTaTHCA.
Hponimuapariapoxcubenzoat Yacw yTpHMyBaHas Tika nponinmaparinpoxcu- | Binrosinae
GeR30aTy Ha XpOMATOTPAMAX BUNPOGOBYBAHOIO
PO34BRY | CTAHEADPTHOTO POIUMHY, OTDHMAHMX [TDH
KETbKiCHOMY BH3HaueHH], NOBHHAI 3GiraTucs.

Identification
Levetiracetam The retention time of the Levetiracetam peak in the | Complies
chromatogram of test solution is corresponding to
that in the chromatogram of standard solution as
obtained under Assay.

Methyl Parahydroxybenzoate The retention time of the Methyl Para- | Complies
hydroxybenzoate peak in the chromatogram of test
solution is comesponding to that in the
chromatogram of standard sotulion as cbtained
under Assay.

Propyl Parahydroxybenzoate The retention time of the Propyl Para- Complies
hydroxybenzoate peak in the chromatogram of test
solution is corresponding to  that in  the
chromatogram of standard solution as obtained
under Assay.
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Kuiscnka dhiis

TOB «Kycym Mapm»

Vrpaiua, 02092, M. Kuis,

wyiL AnMaruncsia, 58

Ten.: +38(044) 493-82-88, daxc: 495-82-87

Kustm Pharm

TOB «Kycym Dapa»

Yxpaina, 40020, m.Cymu, syn. Crpstiuna, 34
Ten.: +38(0542) 77-46-10Q, gakc: 77-46-11

e-maii: plant@kusum.ua
www. kusum.ua

Ne vi/m Ha3zga axauisy Cnemsigikauin PesynrraTu awaniy
S8r. No. TFest name Specification Test resunlt
BinnocHa ryctina 10-14 1,115
* U Spedisbaradiy 10— 1.4 1.115
Of'em, MO BHTAVEETHCS Cepeanii of'eM pimusm, omepkarni#t 3 10 xon- | Birnosizae
Telinepin, cTaHOBHTD He MeHIe 200 M
5 Deliverable volume The average volume of liquid obtained from the | Complies
10 contalners is NLLT 200 ml
JaGapaneHHs po3wIHy 3abaprmenna posunuy Mae GyTH MeHIl inTencusne | Binnosisae
34 3abapBiaeHRs eranony 06 (B9).
6 Colour of solution Solution should be less intensely coloured than { Complics
reference standard sotution 06 (B9).
B’asxicts He Gineme 10 ¢l 39clt
? Viscosity NMT 10 ¢ps 39 ¢cps
Onnopigsicts BMicTy Kpureptit mpnitpsrrocti {AV) SLI, e LI = 15,0 1,5
. Content uaiformity Acceptance value (AV) < 1.1, where L1=15.0 1.9
Kinsxicne susnagenss Jerernpaneram:
95,0 % — 105,0 % Bin 3agsneHol KinpkocTi 100,3 %
(95,0 Mmr/mn — 105,0 mr/mn) (100,25 mrimn)
MeTnnnapari apoxcubenszoat:
90 % — 110 % sin sagenenol xinLkocTi 98,9 %
(2,43 Mr/wn — 2,97 mr/vn) (2,66% Mrimn)
IMponinnaparizpokeubensoar:
90 % -- 110 % min 3asenenoy xinskocti 24,9 %
(0,27 mr/vn — 0,33 mrimn) (0,2847 mrimn)
? Assay Levetiracetam:
95.0 % — 105.0 % of label claim 10G.3 %
{95.0 mg/ml — 105.0 mg/ml) (100,25 mg/ml)
Methyl Parahydroxybenzoate:
90 % — 110 % of label claim 98.9 %
(243 rog/ml - 2.97 mg/mi) {2.669 mg/ml)
Propyl Parahydroxybenzoate:
90 % — 110 % of label claim 94,9 %
(0.27 mg/ml — 0.33 mg/ml} (0.2847 mg/ml)
Cynpopinsi AoMinzn Kucerora neservpaneramy — e Ginpme 0,3 % 0,029 %
Byzw-sxw#t  inpeminyansnnil  mécneimbikoBanmi
NPOAYKT posnany — ue binsuie 0,1 % Huwde piBHs sy3kauekna
Cyma pomitok — e Gineme 1,0 % 0,029 %
1o Related substances Levetiracetam acid: NMT 0.3 % 0.029 %
Any individual unspecified degradation product:
NMT 0.1 % BOL
Total impurities: NMT 1.0 % 0.029 %
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Kniscwra ginis

TOB «Kycym $apu»

Yipaina, 02092, m.Kuis,

BYIL. AllMatuhonka, 58

Ten.: +38(044) 495-82-88, daxe: 493-82-87

FOB «Kyeyst ®apam

Vxpaiua, 40020, m.Cywss, syn. CipabBina, 54
‘en.: +38(0542) 77-46-10, (pake: 77-46-11
e~-mail: plant@kusum.ua

www, kusum.ua

Kusure Phavm

1 Microbiological purity

Ne a/ne Haspa anasisy Creundiranin Pesysibratn anasisy
Sr. No. Test name Specification Test result
Mixpobionorinya unctoTa 3araabHe umeno  aepobuux  Mikpooprapizmisg

(TAMC) — ne Ginpwme 102 KYO/iun, < 10 KYOiun
3arankhe wHCIO APDKIKOBHX i MiiccHeBMR rpHbiB
(TYMC) — we Ginewe 10! KVO/man,

Bigcyrmicts Escherichia coli B 1 Mt nipenapary,

Total aecrobic microbial count {TAMC): NMT
102 CFU/mi.

Tolal combined yeasts/moulds count {TYMC):
NMT 10! CFU/ml.

Absence of Escherichia coli per ml.

< 10 KYOhmn
Biacyrusa

< 10 CFU/Mml

< 10 CF/nl
Absent

BHCHOBOK: / CONCLUSION:

[IpenyKr BUPOTORIGRO, YNAROBAHO T4 NIPOAHANIZOBANO ITIIHO 3 BHMOraMH: peecTpaLifiHOrD IOCBIueRH .
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnorinae crapnapras T2 sumMoram GMP,

It complies with GMP standards and requirements.

Jlinesnsia Ha BEPOGHUTBO NIKAPCLKHX 3ac0bin:
Licence for medical products production:

Ceprudixar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepia AB N 598054
Batch AB No. 598054

Hum ninveepioicyto, o noi sspobnrsi oTanii mis niel cepil rotosoi npoayruil Gymd 3MBCHEHT B HOBRIR BiNCRIRROCTI 3 BEMOFAMA, 3A3HAHCHHMH B HUIHIA

nactanori 3 GMP, 3arsepuneniil Minictepernom oxoponu

3N0POR’Y YKPATHH, 1 3 BEMOTAMM PECCTPAMITNOIG JOCKE KPATHI NPHIHAUCHHA.
P pe P

I hereby cértify thet all the manufacturing stages of this batch of finished produst have been carried out in full compliance with the GMP requirerents of the
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.
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