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Hpenapar: KAPBAJIEKC 300 MI" PETAP/I, Ta6JeTkn NpoaoRroBanoi aii mo 300 mr
Product: Carbalex retard 300 mg, prolong release tablets, 300 mg

Homep pericrpanifinoro nocsixyenns: UA/6914/01/02 Bin 13.07.2018 p.
Number of registration certificate: UA/6914/01/02 from 13.07.2018.

Cuna pii / axraBricTs: xapbamazenin 300 mr
Strength / activity: carbamazepine 300 mg

Pharmaceutical form: prolong release tablets, 300 mg

| Pasmip i Tan ymaxosxu: ITo 10 rabaerox y 6nicrepi, no 10 Gnicrepis y xaprounii kopo6ui
| Volume and type of packaging: 10 tablets in a blister, 10 blisters in a carton box

Homep cepii i kinsxicTs ynaxosox: E01722, 3.990 ynaxosok
| Batch number and batch size: E01722, 3.990 packs

| Nara BupoOHuuTEa / Manufacturing date: 02.20272.
Tepmin npugaraocti no / Expiry date: 02.2027

HalimenyBauus, micuesnaxomxenns i Homepa JineHsii Beix ALIAHOK HO BHPOGHUUTBY i KOHTPOIIO SKOCTI.
| Name, address and Ne of Manufacturing License for the manufacturing site and quality control site.

| I'.JI. ®apma I'm6X, Hnocemnaw 1, 8502 Jlanax, Ascrpis

| G.L. Pharma GmbH, Schlossplatz 1, 8502 Lannach, Austria

| Mamensis na BupoGHUNTE/Manufacturing License: 481327

| Ceprudixar sianosinsocti GMP a6o ccnaxa EurdaGVIP -
/Certificate of GMP compliance or the reference to EurdaGMP 481327-12943488

I Komentapi/Comments
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TMokasuuicn/Tests Pe;y.lleaTH NPOBEASHHA éﬁaaisa/A-nalysis results q PesyabTaTn
BUIIPOOYBaHHSA/
Bumoru/Requirements Results
. Onuc / Appearance bint abo M'aﬁ}l{eGini, prfﬂi TaOJIETKH 3 ABOMA NepeciyeHuMu  Bignosimae
| BLNANBEHUMH PUCKaMH 3 OfHOro 60Ky / _
| White or almost white, round tablets, | Corresponds
| crossed and scored on one side D |
2. Inentudixkauis / Y ®-criexrp. Makcumym nipy 285 HM 1 cnabkuii MakcCUMyM 1py Binnosinae
Identification 237 uM. Bimnosinricts Rf rinamu xapbamaseniny na
XpoMarorpami CTaHAapTHOTO Ta JOCHIIKYBAHOIO PO3YMHIE / | Corresponds

UV spectrum. The maximum at 285 nm and weak maximum at
237 nm. Correspondence of Rf carbamazepine spot in the
chromatogram of standard and test solutions

| 3. Maca 10 4,5 r+ 5% _ 4.53r
| Tabnerox/Weight of 10 |

| tablets S - I

| 4. OnHopinHicTs Macu He Oinpiue ABOX IHOMBINYaIbHHX MAC MOBMHHI BiXWUNSTHCS Bin

| Tabnetku / Uniformity of CEpeaHbO1 MacH OB HIX Ha 5%. Maca xoaH0i TabneTky He Binnosinae
| mass TIOBMHHA BiOxuiaTHCA Ginst Hixk Ha 10%./ Not more than two

| individual masses can deviate from average mass by more than Corresponds

5%. Mass of no tablet can deviate more than by 10%.

| 3. KinbkicHe Bu3HaueHHs / | 285 —315 mr/ tabnetka (95,0 - 105,0%) Bin 3asienenoi '
Assay | xinbkoeri /285 — 315 mg/ tablet (95,0 - 105,0%) from the 101.1 %
- __| requested quantity _ L
6. CTOpOHHI HOMILIKH / Homixa A / impurity A <0,1 %:; 0.0 %
L _. JHominmxa E / impurity E <0,1 %; | 0.0 %
Related compounds | Bynb-axa nomimka / any impurity <0,1 %: | 0.01 %
| Cymamomimox/sumof impurities<0,5% C0.02%
7. Bona / Water | He 6inbine 5 % / Not more than 5 % ? 1.7%
8. Pozuyinenns / Dissolution
1 ropuaa / 1 hour: 35-65% | 55 %
| 2 ropunua/ 2 hour: 50-80% - 68 %
3 roguna / 3 hour: 60-89% _ 76 %
4 ropguHa / 4 hour: 68-95% | 82 %
5 roguHa / 5 hour: 75-100% ' 86 %
6 rogxuHa / 6 hour: 80-105%, 89 %

B1I 3asBneHOl kinmpkocti/ from the requested quantity
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[Toxasznuxu/Tests PesynrraTu nposenennst ananiza/Analysis results PesynabraTu

! BANpoOyBanus/
Results

_b.ilPOBHaJIaHHH / Dissolution | .He Oubie 15 xg. / Not more than IS tfiin _ <1 xB. /1 min

Bumoru/Requirements

10. '1\/fif.<1306'i'C’ﬂOI‘Ti:I_H#’:i - He 61.111:.1[16 1.”(‘)3“ aepobuux Gakrtepii, 102 I‘pH61B BiﬂcyTHicm, Binmoginae
‘”{CTOT"'-}*/ o _ E.coli 8 1 r/ Not more than 10° aerobic bacteria, 10? fungi. Corresponds
Microbiological pumty. * ‘Absence of E.coliin 1 g

Cepist BiInOBiKae BHMOram.

Hara unycky / date of release _19.05.2022
*IpoBomuTeCs Ha xoXxHii 5 cepii / conducted for every 5% batch

3asBa npo ceprudikaniio.

Cripas:xHiM 5 3aCBIA4YIO, IO HaBe/ieHa BUle indopMalis € BOcTOBIpHOW i Tounomw. 1o Cepiio NponyKUil Oyio BUpobIeHO
(BKIIOYalOYM TaKyBaHHA 1 MapKyBaHHs) i HPOBEASHO KOHTPOJL 1 SIKOCTI Ha BUIIE3a3HAyeHIN AiNbHHUI B MOBHii
BIAMOBIAHOCTI 3 BHMoramH GMP, BCTaHOBIEHHMM MiCLERHM PEryJATOPDHHM OpPraHoM, a TaKOX BIAMOBIAHO IO
cnetmikanii, o MICTATHCA B PEECTPALiIHOMY HOCHE. IIpoTokony BUpOOHUIITRA, yIIaKOBKHU Ta aHaNi3iB Gyi1o HEPErIiHYTO
1 BCTAHOBJNIEHO BinmoBigHicTs GMP.

Statement of Certification

"With this, I certify that the above information is true and accurate. This series of products have been produced (including
packaging / labeling) and conducted by the quality control in the above section, in full compliance with the requirements of
GMP, established by local regulatory authority and in accordance with the specifications contained in the registration
dossier. Protocols production, packaging and testing has been revised and the correspondence GMP ».

Compiled by: Hara/Date:  20.05.2022”
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