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FENIKH A/NZH FEQPTIAZ
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OEMA: «Tpomonoinon tng pe aplOud 60379 adsiag 6tdBsong otnv ayopd tou GuUTONPOOTATEUTIKOU
npoidvtog (Lukntoktovo) PREVALOR 80 WG (fosetyl-Al 80% B/B) w¢ mpog tng nuepopnvia ARENg
NG EYKPLONG»

) ANO®AZH
O NPOTSTAMENOZ THZ FENIKHZ AIEYOYNEHZ FEQPTIAZ

‘Exovtag unoyn:

1. Tov Kavoviopo (EK) pe ap®uod 1107/2009 (L 309/24.11.2009) tou Eupwraikol KowvoBouliou kat tou
TupBouliou tng 21" OktwPBpiou 2009 oxeTikA pe TN SLAOE0N PUTOMPOOTATEUTIKWVY TIPOIOVIWY OTNV
ayopad Kot tTnv Kotdpynon twv odnywyv 79/117/EO0K kat 91/414/EOK tou ZupBouliou kal el6koTEPQ
To apBpo 32 autou.

2. Tov.4036/2012 (DEK 8/A/27.01.2012) yia tn 51d6g0n YEWPYLKWY GAPUAKWY 0TNY ayopd, opBoloyiki
XPrNon autwy Kol cuvadelc SLatdgelg, Omwe Tpomomnol)Bnke Kal LoXUEL.

3. Tov Ekteheotikd Kavoviopo (EE) 566/2021 tng Emtpornric tng 30™ Maptiou 2021 yia Thv Tpomonoinon
Tou ekTeAeOTIKOU KavoviopoU (EE) aptB. 540/2011 doov adopd tnv mapdtacn Twv MepLOdwV EYKpLong
TWV SPACTIKWY OUCLWV ............... fosetyl-Al..................

4. Tov kavoviopuo (EE) pe apBuod 546/2011 tng Emutportig tng 8ng louviou 2011 yia tnv edpappoyr tou
kavoviopoU (EK) pe apBud 1107/2009 tou Eupwrmaikol KowoBouAiou kot tou JupBouliou 6oov
adopd TIC eviale¢ opXEC yla tnv afloAoynon kol tnv adelodotnon Twv ¢GUTOMPOCTATEUTIKWV
TPOIOVTWV.

5. Tov Kavoviouod (EE) pe aptOuo 547/2011 tng Emwtpornng tng 8ng louviou 2011 ywa tnv edpapuoyr tou
Kavoviopou (EK) pe apBud 1107/2009 tou EupwrnaikoU KowoBouliou kat tou ZupBouliou doov
adopd TLG ATIALTHOELG ETMULONLOVONG VLo TOL GUTOTIPOCTATEUTIKA TIPOIOVTAL.

6. To pe aplOud mpwt. 12862/330936/07.12.2020 «AidOson omoBespdtwyv HETA amd TpoTomnoinon
abelwv 8LaBeonc otnv ayopa» éyypado tne Yrnpeoiog.

7. Tov. 2690/1999 «KUpwon tou Kwdika Aotkntikng Atadikaoiag kot dAeg Statdéeig» (A'45).

8. Tic Siatdtelg tou v. 4622/2019 (A’ 133) “Erutehikd Kpdrtog: opyavwon, Aettoupyia kat Staddvela tng
KuBEpvnong, Twv KUPBEpVNTIKWY 0pyavwY KoL TNG KEVTPLKAG dnuootag dloiknong” kal eldIkoTepA TO
apBpo 109 autou.

9. Tn ue apB. 1881/286212/13.10.2020 Anddacn Yrmoupyol “MetaBifacn tng e€ouoioc umoypadng
«pue evtoln NMpoiotopévou/-ng Tevikng Ale0Buvong» tou Ymoupyesiou AypoTikng Avamtuéng Ko
Tpodipwv, os MPoloTapEVOUG LEPAPXIKWE KATWTEPWV OPYAVIKWY LOVASWY TTOU UTIAYOVTAL OTNV OLKELD
Fevikn Ate0Buvon” (B'4612/19.10.2020).

10. Tn pe aptB. mpwrt. 13229/369505/21.12.2021 aitnon tng evdladepouevng etatpeiag.
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AMOO®AZIZOYME

I. TpomomoloUue TN He aplBuo 60379 adsla StaBeong otnv ayopd Tou GUTOMPOCTATEUTIKOU TPOIOVTOG
(uukntoktdvo) PREVALOR 80 WG (fosetyl-Al 80% B/B), mou xopnynBnke pe tnv aplb. mMpwr.
7991/88506/16-07-2013 anddaon pHag, OMwG TPOMOToLROnKe Kot LoXUEL, w¢ TPog TNV NUepopnvio ARENg
NG €ykplong.

JUYKEKpLUEVQ, To onuelo 1.1 B Stapopdwvetal wg €€NG:

TavtdtnTa Tou PUTOMPOCTATEUTIKOU ITPOLOVTOC

ApBudg Adsrac AuaBeong otnv Ayopd (AAAA) 60379
1.1.a Huepounvia xopnynong 16.07.2013
1.1.8 Huepounvia Ajéng 30.04.2023

Il. ZAavVON TNG ETIKETOG

e H eTkéTa TOU OKEUAOUATOG vo Tpormormolnbei oludpwva pe Ta oplloUeva oOTnV Tapoloa
anodaon.

e Lo XpovikO Staotnua pEXpL £€L (6) WAVEC amo TV avaptnon tng mapouocag otn AIAYTEIA,
ETUTPETETAL N TOMOOETNON OTIC CUCKEUOGOIEG TOU OKEUACUATOG TNG UEXPL OAUEPO LOXUOUOOC
ETIKETOG.

e Metda tnv mdpodo €€l (6) unvwv amé TNV avaptnon tng mopouvocac otn AIAYFEIA, otig
OUOKEUAOLEG TOU OKEUAOHATOC Ba TomoBEeTETAL UTIOXPEWTLKA N VEQ TPOTIOTIOLNEVN ETIKETA.

Il. Katd ta Aoutd oxUst n pe oplBud mpwrt. 7991/88506/16-07-2013 amodoorn pag, Onwg
Tpomomnoln0nke Kal LoYUEL.

«Me gvtolr Npoiotapévou Mevikig A/vong Mewpyiagy
H NMPOIZTAMENH THZ AIEYOYNZHZ k.o.aL.

Ap A. TKWAntan
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