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OEMA: «Tpomnomnoinon tng aptBu. 60859 adslag S1a0eong otV ayopd Tou GUTOMPOCTATEUTIKOU TPOLOVTOG
(Hukntoktovo) ALLUM 80 WG (fosetyl-Al 80% B/B) w¢ mpog tnv huepopunvia ARENG»

ANO®AZH
O NMPOTZTAMENOZ THZ FENIKHZ AIEYOYNIHZ FEQPTIAZ
‘Exovtag unoyn:

1. Tig dataelg:

a) Tou v. 4036/2012 (A’ 8) yta tn 81aBeon yewpylkwyv GopUAKwY TNV ayopd, opBoAoyLKr Xpron auTwy Kot
ouvadeic Slatdelg, OMwC TpomomnoLBnke Kal LoYVUEL.

B) Tou v. 2690/1999 (A’'45) «KUpwon tou Kwdika Atotkntikng Atadikaciog kot AANES Statdéeion.

y) tou apBpou 109 tou v. 4622/2019 «EmteAikd Kpdtog: opydvwon, Aettoupylo Kat Stadavela tng
KuBépvnong, Twv KUPBEPVNTIKWY 0PYAVWV KaL TNG KEVTPLKNG Snuoctag Sloiknong».

2. Toug KaVOVIOPOUC OTIWE TPOTIOTIOLHBNKAV Kal LoXUouV:

a) Tov kavoviopo (EK) pe ap®po 1107/2009 (L 309/24.11.2009) tou Eupwmaikol KowoBouAiou kot tou
JupBouAiou tng 21" OktwPpiou 2009 oxetTikd e T SLdBeon GUTOMPOCTATEVUTIKWY TIPOIOVIWY OTNV ayopd
Kol TNV Katdpynon Twv odnywwv 79/117/EO0K kat 91/414/EOK tou JupPouliou kat l8ikotepa ta apOpa 45
kal 32.1 autod.

B) Tov ekteAeoTtikd Kavoviopo (EE) 2022/378 tng emttponng tng 4" Maptiou 2022 yLa TNV TPOTOMOLNGCN Tou
EKTEAEOTIKOU Kowvoviopou (EE) apl. 540/2011 doov adopd tnv mapdtacn twv meplddwv £ykpLong Twv
5pOOTIKWY OUGLWV ....... fosetyl-al......

3. Tnv apOp. 1881/286212/13-10-2020 Amodoaon YmoupyoU “MetaBifacn tng efovciog umoypadng «ue
evtohn Mpototapévou/-ng Mevikng AtevBuveong» tou Ymoupysiou Aypotikng Avamtuéng kat Tpodipwy, ot
MPOoioTAUEVOUC LEPAPXIKWE KATWTEPWY OPYAVLKWVY LOVASWY TIOU UTtAyovTtal otnv otkeia Mevikr AtevBuvon”
(B'4612/19-10-20).

4. To aplBu. 12862/330936/07.12.2020 éyypado tng Ynnpeoiog pe Bépa «AldBeon amobepdtwy Petd omd
Tpomnonoinon adswwyv 51a0gonc otnv ayopar.

5. Tnv apBu. 4302/90158/24.05.2019 amodaon pag, Ue TnV omoila xopnynbnke n pe aplBu. 60859 adsla
S1aBeong otnv ayopd Tou GUTOMPOCTATEVUTIKOU MPOLOVTOG (HuknTtoktdvo) ALLUM 80 WG (fosetyl-Al 80%
B/B) omwcg £xelL tpomomolnBei kat LoyVEL.

6. Tnv aplOu. 1066/28792/30.01.2023 aitnon tng evdladepouevng etatpeiac.

ANOMAZIZOYME
I. TpomomoloUpe tv apBu. 60859 dadsla Stdbsong otnv ayopd Tou GUTOMPOCTATEUTIKOU TPOIOVTOG
(LuknTtoktOvo) ALLUM 80 WG (fosetyl-Al 80% PB/B), mou xopnynbnke pe v aplbp.
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4302/90158/24.05.2019 amnddacn pag, onwg £xel tporomnotndsi kot oXUEL, wW¢ TPOG TNV NUEPOUNVIA
AAéNG.

To onpeio 1.1B Stapopdpwvetal wg EAG:

Tautotnta T0U HUTOMPOCTATEUTIKOU TTPOIOVTOC
1.1 AplB6g Adstag AuaBeong otnv Ayopa (AAAA) 60859
1.1.a Huepopnvia xopriynong 24.05.2019
30.04.2024

1.1.B Huepounvia Aiéng

. AldBeon amobepdtwy
1. H €TIKETA TOU OKEUAOUATOG Vo TportomolnBel cupdwva pe ta opl{dpeva otnv mopovaoa anddaon.
2. Mo XpoVIKO SLaotnuo LEXPL €EL (6) AVEG Ao TNV avaptnon the mapovoag otn AIAYTEIA, emutpémetal
TOTMOOETNON OTLG CUCKEUAOLEG TOU OKEUAOUATOC TNG LEXPL OHUEPQ LOXUOUOOC ETIKETAG.
3. Metd tnv ndpodo £EL (6) pnvwv amod tnv avaptnon tng napovoag otn AIAYTEIA, ot cuokevaoieg To
oKeUAopaTog Oa TomoBEeTeTAL UTIOXPEWTLKA N VEQ TPOTIOTIOLNIEVN ETLKETA.

lll. Kata ta Aoutd wyvel nopBu. 4302/90158/24.05.2019 anddoaon oG Onwg XeL TpomomnolnOel Kal LoyUEeL.

«Me evtoln Mpoiotapévou Mevikrg A/vong Mewpyiog»
H NPOISTAMENH THZ AIEYOYNZHE

Ap A. MAYPIAOY
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