Ilepexnan Ha yrpaiHCLKY MORY

I'egeon Puxtep

CEPTU®IKAT BIANOBIAHOCTI fCERTIFICATE OF COMPLIANCE

Hazsa npoaykty / Name of the product:

PEKCETUH® { REXETIN®

Nikapceka popma / Dosage form:

TabneTkK, BrpUTI Naiskosoo obonoHkow / film-coated
tablets

Aitoui pevoennn / Strength / Potency :

20 mr napoKkceTnHy/20 mg paroxetine

Po3mip Ta TMN ynakosku / Pack size :

10 TabneToK, 8BKPUTHUX 0B0NOHKOW, B BaicTepi; 3 GaicTepw
8 ynakosui /
10 film-coated tablets in a blister, 3 blisters per package

Homep cepii rotoeoro npoayxry /

Batch No. of finish product : 7387098
Jara supobuuyrea / Manufacturing date: 11 2023
Tepmin npngarHocti / Expiry date : 112028

Posmip cepii /Quantity of finish product :

1040 yn. /1040 boxes

KpaiHa — imnopTep / Importing country:

YKpaida / Ukraine

Homep peectpayiitHoro noceigdeHHs /
Marketing authorization No:

UA/3911/01/02

Tepmin gii peectpauii Ao / Validity of registration till :

BeacTpokoso/ indefinitely

BupobHKK, BUpobHUYA AiNAHKA yNaKoBKW Ta BUNYCKY/
Manufacturing, packaging and release site

Agpeca, kpaiHa/

Address, country:

BAT «legeoH Pixteps/

Gedeon Richter Plc,

H-1103, byganewrt, syn. Jempel, 19-21, YropwmHa/
Gyémrdi 0t 19-21,, Budapest, H-1103, Hungary

Homep niyeHsii Ha BUpoBHUUTBO /
Manufacturing and Importation Authorization number ;

HU-M-RICH

Homep ceptudikaty GMP /
Certificate of GMP compliance:

OGYEIf20786-7/2022

AkicTe NpoaykTY Bignosinae BMMoram, AKi BRazaHi B
cneumdikauii /
The Quality of the product conforms to the specification

5-00237-Q1-04-01

Remarks : -

Unm 3acsiguyto, wo iHpopmauia HagaHa BULLE CNPaeKHA Ta TouHa, La cepia nikapcbKoro sacoby 6yna supobena,
BK/IIOYHO YNaKOBKY/MapKyBaHHA Ta KOHTPO/b AKOCTI, Ha BKA3aHiA(-nx) BULE BUPoBHNYI(MX) ainbHuui{ax) v
noeHiil eignosigHocri 3 sumoramu GIVIP, BUMOrami peecTpauiitHoro Aocbe LinboBoro pUHKY Ta cneyudikagiamu
peecTpayifiHoi AoKymeHTaL i KpaiHu-imnopTepa. MpoTokonn BMpOBHULTBA, NaKyBaHHA Ta aHanisis 6ynu nposeaeHi

Ta BU3HaHI BignoeigHumu GMP,

| hereby certify that the above information is authentic and accurate. This batch of preduct has been manufactured,
including packaging/labeling and quality control at the above-mentioned site(s) in full compliance with the GMP
requirement of the European Union and with the specifications in the Marketing Authorization of the importing
country. The batch processing, packaging and analytical records have been reviewed and found to be in compliance
with GMP. The quality of the product conforms to the specification(s) that can be seen on the Certificate of Analysis

on the next page(s).

BuiuesaaHaueHa cepia BunyLLeHa Ha pvHOK / | hereby certify that the above mentioned batch is released to market.

Aata sunycky ceprtudikara Ta cepii / Date of submission of the certificate and release : 25.04.2024

crop. 131

YnoeHoeaxeHa ocoba /nignuc/
TroHae Ky

BAT «FedeoH Pixmep»

MicuesHaxomrernHA: H-1103 Budapest, Gyémréi ut 19-21,, YropwuHa +

MNowrose signinedHa: H-1475 Budapest 10., Pf.27., YropumHa

Tenedokr: +36 14314000 » www.gedeonrichter.com
MyBnikauii 3aysawens No cepindivatam: certificate_complaint@richter.hu




ITepexsian na yxpaincbKy MOBY

I'egeon Puxtep

CEPTU®IKAT AHANIZY

Hazsa npoayKTy:

PEKCETWUH® 20 mr

Nikapcsura dopma:

Tabnetkn BKPUTI 060NOHKOID

Cwna gji:

20 MI NapoKCETHUHY

Homep cepii; T3B709B
Darta eupobHuyTea: 112023
Tepmid npuaarsocri: | 11 2028
TECTH BUMOTH PE3Y/IbTATU
Onunc: Bini abo matixe 6ini Kpyrai ABoONYKAT TaBNETKM, BRPUTI
NAIBKOBOK ODONOHKDK, 3 PUCKOD 3 0AHOTO BOKY, | 3
. * . BiAinoBigae
rpagipyBaHHAM 20 - 3 iHWoro.
Ainnmicte IHAMBIAYaNbHA Maca KOMHOT NOAOBMHM TabNerTkn 3HaxoauTbcA B
TabneTku Mexax 75%-125% eig cepegHboi Mmack NOJIOBUHW TaBneTruM. 89%
He Binbwe 1 iHaMsigyanuHOl Mack 3HaxoauTeen 3a merwamn 85%- 111%
115% cepegHbOl Mmack NOAOBUHKM TabneTku.
[OEHTUDIKALIA: CneKkTp Ai0AHO-MATPUYHOIG AeTEKTOPA MiKY NI Yac yTPMMaHHSA
Jirova peyosuHa 4040l peyoBnHU Ha xpomaTorpami BEPX AeMOHCTPYE MaKcHmymm
BEPX-DAD Ha TMX CAMMX AOBMHAX XBWAD, LLO W CNeKTP AI0AHO-MaTRUYHOIO
AETEKTORA KOHTROJIBHOT pevosuHK. Popma cnekTpie nogibHa. signoeigae
BEPX Yac yTpumaHHA Niky NapoKCETUHY Ha XpomaTtorpami BUnpobysaHoro
PO34MHY NOBUHEH BiANOBIAaTH Yacy YTPUMaHHA NiKY NZPOKCETUHY
Ha XpOMaTOrpami CTaHAaPTHOrO PO3YMHY 38 igeHTHMUHMX ymos BEPX,  signosigae
baparuK 0BoNOHKU: Hna BMNpoByBaHOrO Ta CTAHAAPTHOIO PO3YMHIB - PO3YMHK
TuTany gioKchg, HabyBaTb CONOM AHO-MOBTOro abo Nomapat4esoro 3abapBaeHHA. BiANOBIgacE
{nepiogndHmii Tect)
CTOPOHHI ZOMIWKKW:  N-(kapBokcumeTtnn)-napokcetura-HCl: He Binswe 0,05% <0,01%
byab-sika HeigeHTHdIKoBaHa AOMIWKE OKpemMa:
He binbwe 0,2% 0,06%
Cyma HeigeHTudiKoBaHMX OMILIOK:  He Binbiue 0,3% 0,06%
Cyma J0MILLOK; He Binbwe 0,5% 0,06%

MIKPOBICAOTIYHA
HYHUCTOTA:
{nepiognuruit Tect)

KINbKICHE
BU3HAYEHHS:
PO3YUHEHHS:
OJHOPIAHICTD
[LO30BAHMX
OAMHULL:

ARICTb

25.04.2024

MicueznaxopmenHa: H-11G3 Budapest, Gy&mrdl it 19-21., Yropwmka -

3aranbHa KinbKicTb aepobHMX Bakrepint (TAMC): He Binbwe 10°KYQ/T
3aranbHa Kinbkicts rpubis (TYMC): He Ginbwe 10% KYO/r
Escherichia coli: BifiCYTHiCTL B 1 1 npenapaty

MapoKceTUHy rigpoxnopuay remirigpaty: 22,76 mr/rabn. + 5%
21,62 - 23,90 mr/Taba.

MNapoKceThHyY ockoBa: 20,00 mr/Tabn. + 5%

19,00 - 21,00 mr/vabi.
He meHwe 80% {Q} 8ia HOMIHANBHOT KIILKOCTI 4110401 PEYOBUHU MaE
nepeirTH y po34vnH 3a 30 XBUAKWH.
MpuiimansHe 3HaveHHa (AV) < L1 {n=10) abo
ApuitmancHe 3HaveHHAa (AV) £ L1 {n=30), i B usomy BUNaaKy
minimymz({1-12x 0,01})M
makcumym<(1+L2 x 0,01}, pe 1.1=15,0%; L2=25,0%
BinnosigHo go cneuundirkawii Ne 5-00237-Q1-04-01

Bunywenuin ynosHoeameHowe ocoboio ToHae Kyu /nianuc/

BAT «fedeor Pixmep»

TenedoH: +36 1431 4000 « www.gedeonrichter.com
My6nikauii 3aysaxeHs no ceptudinatam: certificate_complaint@richter.hu

nepicandHnK
Tecrt

99,4%
22,62 mr/Tabn
99,4%
19,88 mr/Tabn

99%
AV=1,4%

BIANOBIgAE

Mowrose sigainedna: H-1475 Budapest 10., Pf.27., ¥YropliwHa




