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CEPTHPIKAT SKOCTI
CERTIFICATE OF OQUALITY
Haspa npopyxry: JIOI'VBEH®, posaud opansauii, 100 M
Name of product: LOGUFEN®, oral solution 100 np/ml
Csna aif: Jlenerupaneram — 100,0 Mr/mn
Strength: Levetiracetam — 100.0 mg/mi
Cepin Ne / Bateh No.: S1.A4001 Poamip ynaxoexn / Package size: 200 mn/ml
Pecerp, Ne/ AR.No.: EP/0175/24 “T'nn ynaxosis / Pack type: dnakon / Bottle
Posmip cepii/ Batch size: 500 nitpis/liters Hara surorennenus / Mfg, dafe:  03.2024
Kin-vs ynaxosok / No, of packs: 2 500 Tepmin npupatvocri/ Exp, date: 02,2026
Kpatua / Market: UKR
Pecerpaniiine nocsiguenns Ne: . N . 5
Registration Certificate No.: UA/18814/01/01 TepMin aii no / valid to 02.07.2026
Ne w/iy Hasea ananisy Crenndirauin Pesyasrary ananizy
Sr. No. Test name Specification Test result
Oniic Ipo3opuif po3uny i3 XAPaKTepHHM 3alANOM Binmosinae
! Description Clear solution with characteristic odour Complies

Imenrnpikania
Heperupaneram Hacn  yrpumyBanma  nixa  JeseTnpaneTamy uz | Bignoeinae
XpomarorpaMax — BHNpoBORYBARNOrO  pO3YMHY i
CTAHARPTHOTO DOIYUHY, OTPUMAHHX NpPHM  Kilbki-
CHOMY BI3HAMERH], TOBMHHI 36GiraTuca.
Mertunmnaparigpokcuenzoar Hacw yTpEHMyBAHMH® nika  MeTWmMaparimpoxcu- | Bianosime
fenzoary Ha XpoMarorpamax BHIPOGORYBAHOTO
POTIHHY | CTAHJAPTHOTO POITHHY, OFPUMAHHX [IpH
KiNBKICHOMY BH3HAYEHHI, NoBKHBI 36iraTucs.
HponimnaparinpokenGenszoar Yacw  yrpumysanrs Tixa npominpaparigpokcu- | Binrosinae
femsoary Ha XpPOMATOrpaMax BUNPOGOBYBAHOIO
PO3YREY | CTAHAAPTHOTO POIUMHY, OTPAMAHMX TTPH
KIMBKICHOMY BH3RA4EHH, TOBYHA] 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 corresponding to that in the
cliromatogram of standard solulion as obtained
under Assay.

Propyl Parabydroxybenzoate 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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Ne Haspa ananiyy Cnemidirayin Pesynwratu awanisy
Sr. No. Test name _ Specification Test result
Biggocsa ryctuHa 10-14 1,113
* | specific gravity 16-14 1115
Ob'em, 11O BHTAIEETHEA Cepemniit of'em pinmuw, omepmannii 3 10 xon- | Biznosizae
TelHepiR, CTAHOBHTE He MeHIe 200 M
3 Deliverable volume The average volume of liquid obtained from the | Complies
10 containers is NL'T 200 ml
3aGappaeHHs PO3YUHY 3abaprenus posunny Mac GyTH MEHRI iHveHcushe | Binnosinae
3a 3abapnienns eranony 06 (B9).
6 Colour of solution Solution should be less intensely coloured than | Complies
reference standard solation 06 (B9).
B’askicrs He 6iremé 10 Il 3.9 cl}
7 Viscosity NMT 10 cps 3.9 cps
OnHopianicTs BMIiCTY Kpurepit mpaitasrnocti (AV) < L1, ge L1 = 15,0 1,9
8 Content uniformity Acceptance value (AV)< 1.1, where L1=15.0 1.9
KinukicHe Busnadcsms JleseTHpaneram:
95,0 % — 105,0 % Bin 3agsneHol KiNbKoCT 100,3 %
(95,0 Mr/man - 105,0 Mrfper) (100,25 sar/mn)
MeTtnnnaparinpokeubensoar:
90 % — 110 % gin 3assnenol xinnkocti 98,9 %
(2,43 mrivn - 2,97 mrimn) (2,669 Mrivn)
MponinnaparinpoxcuGersoar:
80 % - 110 % Bin 3agsnenol xinsxocTi 24,9 %
(0,27 Mr/nmn — 0,33 mr/un) (0,2847 mr/mn)
i Assay Levetiracetam:
95.0 % — 105.0 % of label claim 106.3 %
{95.0 mg/ml — 105.0 mg/ml) (100,25 mg/mi)
Methyl Parahydroxybenzoate;
90 % — 110 % of label claim 98.9 %
(243 mg/ml —2.97 mg/ml) {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}
Cyrposinni nominixn Kuenora nespervpaneraMy — ue 6inpme 0,3 % 0,029 %
Byae-awaft  impmsimyamsanif  weécreumdikozanmit
NpPOJYKT posnaiy — ue Oinsure 0,1 % Huwde piBHs Buskaichna
Cyma pomiwok — we Gimsme 1,0 % 0,029 %
10 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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Ne w/nv Hazpa anasisy Creyudixaunis PesynbTaTH anazisy
Sr. No, Test name Specification Test result
MikpoGionorinsa wpcrora SaraneHe WmCno  aepobEmx  Mixkpoopranismis
(TAMC) — e Ginswe 10° KYO/un, <10 KYO/imn
3aransHe YMCHO APIKIOKOBMX i MuiceHeBMx rpubis
(TYMC) - ne 6innme 10! KYOima, < 10 KYOhun
Bincyrricte Escherichia coli 8 1 Mt penapary, Bineyrrs
1 Microbiological purity Total aerobic microbial count (TAMC): NMT
102 CFU/ml. <10 CFU/ml
Total combined yeastsfmoulds count {TYMC):
NMT 10! CFU/ml. <10 CFU/ml
Absence of Escherichia coli per ml, Absent

BHCHOBOK: / CONCLUSION:

HpouyxT BUPOTOBNISHO, YIAKOBRHO TA NPOAHANIZOBALD 3M{/AHO 3 BUMOraMy PeECTPAilifHOTG NOCBIAYEHHS,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnomizae crannapram 1a swMoram GiVIP. Ceprudlkar Ne 080/2023/GMP
1t complies with GMP standards and requirements. Certificate No. 080/2023/GMP
Jlinemsis va pHPOGHUUTBO AiKAPCHKHX 3ac06iB: Cepias AB Ne 598054

Licence for medical products production: Batch AB No, 593054

Liam nizTeepaiyro, tio ol supoBundi eTanii Aax uici cepil rovorol npoay Il Gynu 2mificer] B NGBRIR RiANORIAROCTI 3 BHAOPAMH, JA3UAHCHHMI B 2UEBHIH
nacTaion 3 GMP, sarsepmxeniit MinicTepcTeom oXOpotH 3n0poe’s Yrpainy, | 3 snMoramn peecTpaniiinoro Aocse KPAHI NPHIHAEHAR.

I hereby cértify thar all the manufacturing stages of thsis batch of finished product have been caried out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requirzments of the Marketing Authosisation file of the destination country.
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