MEDGREMTE

CERTIFICATE OF COMPLIANCE / CEPTH®IKAT BLANNOBIAHOCTI

[ 1. Name of Product: / Hasea MpofyKTy:

POLPRID /HOABIIPYA

Z.1tem: codefIndex: f Kog/innexc:

11256824

4, Destination Country: / Kpalua spHasaveHss:

Ukraine / Yipaina

5. Marketing Authorization Number: /
Howmep peectpaniiidoro socsifgMeHH:

UA/20876/01,01

6. Dosage form and dosage strength: /
Jixapcoka QOpMa T3 J03VBIHHA:

50 mp tablets / rabneru 50 s

7.Package size and packaping type : /
Poamip ra THI YRIKOBKH!

Packs x 40 in PYC/PVDC- Alu blister /
VaaxorxH 1o 40 uir. y baicrepi 3 BX/TIIBAX-anominio
{10 rabneToK v Oaicrepi, 0o 4 DaicTepH B Kopobui}

B. Batch number of finished product: /
Homep napTii rororol npoaykuil

ESL002

9, Manufacturing date of butk material:/f 11-2025
Hara supobuunrea buik- marepianwy
10. Expiry date of product: / 11-2048

Tepmid HPHEATHOCT! BPORYKTY:

11, Quantity/Units {including archival samples and samples
for analyiicat tests and stability tests) / Kinsicrs/ ol
{BKAIMHO 3 3PXIBHHMNA 3Pa3KaM i Ta 3PaIKH AAd '
FHAAPIHMHIEK BHNPOOYBaHL T2 BHIPOOYEaHD Ha
CTabigLHICTh!

24,000 pscks released to the market +9
packs for retained samples/24,000 yraxoBoK BHEVHRHO
H3 PHHOK + 9 yiIaKoBoK 20ep exeni 3paIxi

1Z. Name and address of/ Hazga raappeca:

a} Manufacturing Site/Bupo0Hisiii Mai Jaraux:
bY Quality Control/Konrpoas axocth:

c} Packaging Site / MaliganvuHMK £ HaKVRIHHST

Manufacturing facility and release site:

Medochemie Ltd, Central Factory,

Konstantinoupoleos 1-10, Limassal, 3011, Cyprus

Primary & Secondary Packaging facility:

Agias Athanassios industrial Area,

Michali fraldeous 2, Agios Athanasios,

Limassoi, 4101, Cyprus/

BrpoOasuuit 00.6xT Ta MicHe BHOVCKY:

Megoxemi fita (Heutpansuuii 3asog), 1-10 syrang -
Howcrantunynonec, 3011, AiMaccon. Kiaop

3280 3 BEPOBHANTEA TePs HA0] T BTOPHHIO! YIAK0 BKH
HipoM#cioBa 3082 Arioc Adanacioc Mixam Ipaxnreye, 2, Arioc
Adanaciotc, AiMacos, 4101, Kinp

13. Manufacturing Heense number/ GMP Certificate number 032

according to manufacturers mentioned in item 12 f Homep

hittenail Ha pupoounnTeo/ Homep GMP cepridixara

pijnoBigHO Ao BHPOOHHKIE, 2a3uaveHX v nvHkri 12:

14. Results of analysis: / Pesyaprarti ananizy: 13/11/2025

15. Number of deviations {Deviation report is enclosed}: / None /f sigcyui
Kizsxicrs sigxunens {3nir npo sijxuaenns gopaerscal

16, Remarks/Comments®}: / Dpumitri/xomenrapi™ SYMED LABS LIMITED

*} AP manufacturer name /*} Hassa sapobuaxa APl

[ hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full

compliance with the GMP requirements of the EU and with the reguirements of the Marketing Authorisation{s) of
-the destiration country/countries. /

Hym s 3acBiguyio, mo Bol eTanu BUPOBSKHUITRA Biel naprii rotorol npoayknii 6yau BukoHaHi ¥ nosriil BignosiaHocTi
Ao euMor GMP £C Ta BuMor aoseoay {Z03R0B] Ha BpoAaX ¥ kpaidi {kpainax) npUsHaAYeHHS.

I certify that the batch and is released to the market. /
- H saceiguyie, o zaprisy PHEYIEHA Ha PHHOK,

Katerina Nicolaou/ 20/02/2026
- Harepina Hikonay
MEDOCHEMIE Qualified Person/ Date: / Aara:

MEAOKEM! YnopHosaxena ocoba




HMEROCHEMID

Nonsuwa
‘Howmep cepii: E3L002

Tipogyxr: NONABMPKAA 50 mr Tabnetkn

CEPTUDIKAT AHANIZY

Data supobrasgrsa: 1172025

Tepmin npuaaraocri: 11/2028

Bamosnuk: PapmauestTnunnit 3asog «Moavdapmas C.A,

~ Bunpobysanna Cneundixayin Ha BrUNycK PesynnsTar
Onuc TabneTun, s¥puti nniskosow 0HonomHKoig, Bianosigae
Hinoro Koasopy, KPyInoi Gopmy, AB00ONTYKA 2
aiameTpom 7 mm
Cepepnns maca 118,45 mr + 5% {112,5-124,4 mr} 118.8 mr
X | CritikicTe go 60,0-160,0 H 81 M
i | pospasnoBanHs
M | Posnapanin He Ginsute wis 30 X8 5 XBUAWH
Py BmictTsomM He Binpwe 4,5 % 3.1%
:_ ipenTudikauin: BEPX sunpobysarina Bianosinae
i H-siinpobysania Binnosipae
% ipeuTHdiKauin KoaLopy [MoznTvigHa peaxkuin Ha TTawy giokeua Bignosigae
POSUUHEHHRA He memte bk 80,0% {Q} sip zassnenol 89.6%
+ KinoKocTi ITonpuay riapoxnopyay
3 PO3UMHAETLCA 33 30 Xs8UnUH,
OpHopipHicTs AO30BAHKX [puimansue uncno {AV): He Binoine 15,0 | 3.2
¢ | oprHKLD {PO3PAXYHKOBO-
i | BarcB®it meTon)
3 | CynyTHi pomitixs (BEPX) ironpyay N-oxkcua: He dinute 0,2% Hiteue Mexd BpaxyBanHn
“ 4-[2-{ primeTinAamizo JeToKcu]benzmnamin: He suannexo
H He Hinbwe 0,2%
H 3,4-avimeToRcBeH30iHa KucnoTa: He susagAeno
v He Sinowe 0,2%
4l Hesinpoma gomitika: He Binswe 0,2% 0,055%
3arancuii smict gomiutox: He Binvine 0,4% | 0,055%
KinbricHe BUsHAYEHHA He meniue 97,0% i e Hinpute 105,0% sin 101.1%
{BEPX) 3aABAeH0] KinkKocT iTonpyay rigpoxnopnay
Mixkpobioaoriunwit
KOHTPOAD
TAMC: He Hinpite 10° KYO/r: makcumanaHo <10 KvO/r
aonycrrMa Kinskicts 2000
TYMC: He Binouie 10? KYO/r: makcymansHo <10 KVO/r
aonycrma Kinbxicte 200
Escherichia colii Bipcyrmas lr BigcyThi

[fpotectosapo Ta 3arBepMeHoO BiANOBIRHO A0 UMMHOL..MEIOAWKW ROoWTPOMc Tabnetox iTonpuay
figpoxaopyay 50 mr.

Keanipikosasa ocoba: K. Nicolaou

MEDCCHEMIE LTD

Dara: 20/02/2026
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