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OEMA: «AvAakAnon adésla¢ ¢UTOMPOCTATEUTIKOU Ttpoldvtog (Hukntoktovo) PROLECTUS (8.o.
fenpyrazamine 50% B/B), Aoyw Hn umootApnNg TG avavéwong tng Spaoctiki¢ ouoiog

fenpyrazamine»

ANMO®AZH
O NPOIITAMENOZ THZ FTENIKHZ AIEYOYNZIHZ FTEQPTIAZ
‘Exovtag unoyn:

. T dlatagelc:

a) Tou v. 4036/2012 (A’ 8) yia tn 61a0e0n yewpYLKWV GapUaKwy aTnVv ayopd, opBoloyLk Xprion autwy Kot
ouvadelic Slatagelg, OMwG tpomomnolnBnke Kat LoXUEL

B) Tou v. 2690/1999 (A’45) «KUpwon tou Kwdika Atoikntiknig Atadikaoiog kat GAAEG SLATAEELCY.

y) Tou apBpou 109 tou v. 4622/2019 «EmiteAikd Kpdtog: opydvwon, Aswtoupyia kot Staddvela tng
KuBépvnong, Twv KUBEPVNTIKWY 0PYAVWYV KAl TNG KEVIPLIKAG dnpootag Sloiknong».

. Tov kavoviopo (EK) pe apOp. 1107/2009 (L 309/24.11.2009) tou Eupwrmaikol KowoBouliou kot tou
JupPouliou TnG 21" OktwPplou 2009 OXETIKA LE TN SLABECN GUTOMPOCTATEUTIKWY TIPOIOVIWVY OTNV ayopd
KalL TNV Katdpynon twv odnylwyv 79/117/EOK kat 91/414/EOK tou SupBouliou kat l8ikotepa To GpBpa 44
Ka 46 autoU.

. Tnv apBu. 108414/28.04.2025 Anddaon Yroupyol «MetaBifaon tng e€ouciog unoypadrg «Ue EVIOAR
Mpoiotapévou/-ng TevikAg AlelBuvong» tou Ymoupysiou Aypotikig Avamtuéng kot Tpodipwv, ot
MPoloTAUEVOUG LEPAPXIKWG KATWIEPWY OPYOVIKWV HOVASWVY TIOU UTAyovToL Otnv oOlkela [evikn
Ate0Buvon» (B'2339/14.05.2025).

. Tov ektedeotikod Kavoviouo (EE) 2024/2848 tng Emtpornng tng 11ng NospBpiou 2024, yia tnv Tpomonoinon
Tou ekteAeoTikoU kavoviopoU (EE) aptB. 540/2011 6oov adopd TIC MEPLOSOUG EYKPLONG TWV SPACTIKWV
ouowwv fenpyrazamine (bevriupalapivn) kat flumetralin (dAoupetpalivn).

AMNOO®AZIZOYME

I. AvokaAoUpe amd tnv 15.01.2026, tnv ddsla Tou GUTOMPOCTATEUTIKOU Tpoiovtog PROLECTUS (8.0.
fenpyrazamine 50% B/B) mou xopnynnke pe tnv apOy. 1780/20442/27.05.2016 anddaoh Hog Kot
AAAA: 60535.
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. Anayopevetal and tnv 15.01.2026 n TILOAOYNON TWV CKEUACKHATWY A0 TOV KATOXO TNG £YKPLONG Kol

Tov UTtELBUVO S81ABE0NC TPOG TA KATACTHUOTO EUMOPLOC GUTOMPOCTATEUTIKWY TIPOIOVTWV.

. Anayopevetat and tnv 15.12.2026 n nwAnon Twv UTIOPXOVTWY AMOBEUATWY TWV OKEUACUATWY Ao Ta

Kartaotnuata xovdpikng n Alavikng nwinong.

. Anayopevetat anod tnv 15.01.2027 n xprion Twv UTApXOVIWY amoBe LATWY TWV OKEUACHATWY Ao TOUG

enayyeApatieg XpnoTec.

OLTuxOV adLaBeTeG A UN XpNoLUomoLNBgioeg MOCOTNTEG TWV OKEUACUATWY VA ETILOTPAPOUV OTOV KATOXO
NG €yKpLong yLo kataotpodn, Le euBUvN kat Samaveg autou.

2TouG MopaPBATeC TNG Mapovcag MBAAAOVTAL OL TIOWVLKEG KL SLOLKNTIKEG KUPWOELG TIOU TIPpoPAEMovVTaL
amo tnv Loxvouoa vouobeoia.

«Me gvtoln Mpoiotapévou Mevikng A/vong Mewpyiag»
H NPOISTAMENH THE A/NZHZ

Ap A. MAYPIAOY
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