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KAT EEOYXIOAOTHXH OAHIIA (EE) 2022/282 THX EINITPOITHE
e 13n¢ Aekepfpiov 2021

yla TV TPOTOTOiNG, HE OKOMO TV TPOGAPHOYN OTV TEXVIKN KAl EMOTHUOVIKY TPOodo, Tou
napaptipatog Il e odnyiag 2011/65/EE tov Evpondaikot Kowofouliov kai tou Tupflouliov dcov
agopa Eaipeon yia T xprion vdpapylpou o€ pn ypapkoUs TPLPOGQPOPLkoUs AapmTipeg

(Keipevo mou napovetaler evdiagépov yia tov EOX)

H EYPQITAIKH EITITPOITH,

'Exovtag undyn ) Tuvdnkn yia ) Aerroupyia g Evpenaikng Eveorg,

Exovtag unoyn v odyia 2011/65/EE tou Eupwnaikol Kowofouliou kat tou Zupfouliou, g 81 louviou 2011, yia tov
TIEPLOPIOHO TNS XPTONG OPIOHEVAY EMIKIVOUVGV OUOLOV 0e NAEKTPIKO Kar nAektpovikod eEomhiopo (1), kar 1dieg to apdpo 5
napaypagog 1 otoiyeio a),

Extipovrag ta akolovda:

(1)

()
0

H obnyia 2011/65/EE emPailer ota kpatrn pekn va Swao@aliCouv 6Tt 0 MAEKTPIKOG Kat NAEKTPOVIKOG eE0MAIONOG TOU
dativetar oty ayopd dev mepityel Tig emikivuveg oucieg mou mapatideviar oto mapdptpa I e ev Adyw odnyiag. O
TIEPLOPIGHOG AUTOG dev 1oyVeL yia oplopéves eatpoUpieves epappoyés mou mapativeviar oto mapaptnua II g ev Aoyw
odnyiag.

Ot katjyopieg nAektpikol kat nhektpovikol eEomhiopol oTig onoieg epappoletal 1) odyia 2011/6 5/EE napatidevtat oto
napaptua I g ev Aoyo odnyiag.

0 udpapyupog eivat ouoia uokeipevn oe Teplopiopd kat mepthapPavetar oto napdptnpa I g odryiag 2011/65/EE.

Me myv andgaon 2010/571/EE (}), n Emrtpomr| xoprjynoe, petaty aMwv, ekaipeon ya m Xprjorn udpapyvpou e pn
YPOUHIKOUG TPIPOOQOPIKOUG AapmTrpes pe didpetpo owhva > 17 mm (my. T9) (oto &fng: eaipeon), n onoia miéov
anapwpeitar o¢ egaipeor) 2(B)(3) oto mapdptnpa III g odnyiag 2011/65/EE. H eaipeon empokerto va Mjget otig
21 IouNiou 2016, obpgwva pe To apdpo 5 mapaypaos 2 SeuTepo edAPLO OTOIXEID @) THG &V AOY® 0dnyiag.

O upapyupog xprolponoieital o€ pr YPARHIKOUG TPLYOGPOPIKOUG NATTIPES Yia TNV Tapayeyr] umeptddous GuTog, To
OTOIO 0TI GUVEYELD HETATPENETAL GE 0PATO YOG and T gPopilouca emkaluyn e Auyviag tou Aapmtipa. H obvdeon g
emKkaAuyrg, 1 onoia mepiéxel Tov UdPAPYUPO, KadopiLel TO YPOHA TOU QTOG Kl Tr XPOHATIKY anddoor).

21ig 19 Aekepfpiov 2014 kat onig 15 Iavouapiou 2015 n Emrtponn) éhafe Svo artioeig yia avavéwor) g ekaipeon (oto
€fng: altnon avavéwong), evtog g mpodeopiiag mou opitetat oto apdpo 5 mapypaog 5 e odnyiag 2011/65/EE, pia
and TG omnoieg emkaiponowdnke pe mpooveteg mAnpogopieg tov lavoudpio tou 2020. Tvpgova pe o Gpdpo 5
napaypagog 5 g odnylag 2011/65/EE, 1 faipeon eEakoloudel va oxUel ¢wg otou Angdel and@aoct OXETKA {E TV
aiTorn avavéwong.

H a€iohoynon g aitorns avavéwong, n omoia é\afe unoyn ) SwadeotdTnTa UTOKATAGTATGY KAl TOV KOWGVIKOOL-
KOVOIKO avTIKTUTIO TG UTOKATAOTAONG, KATEANSE 0TO oUpmépacpa OTL 1 unokatdotaot] 1 1 e5dhewyn Tou udpapylpou
OTIG EQAPHOYES TIG OTOIEG agopd 1) eEaipeon elvar eni Tou mapovtog Texvikag aveiktr). H ev Aoyw afoldynon katéhnge
TIEPALTEP® OTO GUHTIEPACHA OTL TO OPLO CUYKEVIPMGTG UOPAPYUPOU OTIG KATNYOPIEG AAUTTpwv moU KaAUTTovTaL ano Ty
v Aoy egaipeon pmopel va petwdet and 15 mg oe 10 mg ava Aapntpa. H afohoynon nepihapfave Siafouleloeis e ta
evllagepopeva pepn oupgova e To apdpo 5 mapaypagos 7 e odnyiag 2011/65/EE. Ot napatnpricels mou eAfginoav
Kkata ) diapketa autav Tev dafouleloeny dnpoctonordnkav ot edikd 10TOTONO.

EEL 174 wmg1.7.2011, o. 88.

Amogaon g Emtponrig 2010/571/EE, g 24ng Zertepfpiov 2010, yia TpOTONOINGH, HE GKOTO TNV MPOGAPHOY OTNV EMOTINHOVIKY Kot
TEXVIKT] TP60d0 Tou mapaptrpatog e odnyiag 2002/95/EK tou Eupenaikot KowoBouliou kat tou Tupfouliou 0cov agopd i efaipéoeig
yla TG xprioeig tou poAUfdou, Tou udpapylpou, Tou kadpiou, Tou eEacdevols Ypwpiou, Twv moAufpapodigavuliey 1) tev moAufpopo-
diparvulawépov (EE L 251 g 25.9.2010, o. 28).
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(8)  H ekaipeon ouvader pe tov kavoviopo (EK) apw). 1907/2006 tou Eupwendikot Kowofouliou kat tou Zupfouliou () kar,
ouvenag, dev anoduvap@vel y mpootacia Tou mepFAANOVTOC Kat TNG UYELaG TOU TAPEXETAL AT’ AUTOV.

(9) Kot ouvénea, eivar okompo va xopnyndel avavéwon e efaipeons, pe avadewpnuévn datumwon mou da kadopiler to
nieplopiopevo medio egappoyrs g eEaipeonc, yia mepiodo TPLOV £TOV, oUpQva pE To apdpo 5 maplypagog 2 mpGTO
edagio e odnyiag 2011/65/EE, mpokepévou va oulhexdolv mepartépw ototyeia oxetikd pe Tt Sodeopotta
UTOKATAOTATOV VLG TOUG GUYKEKPLIEVOUG TUTIOUG AQUTTpwv Mo KaAUmtovtal anod v ev Aoyo eEaipeot]. SUpgova fe o
apdpo 5 mapaypagog 6 g odnyiag 2011/65/EE, da mpéner va opiotel nuepopnvia Aiéng 12 pnvev yia my oxvovca
eEaipeon 2(B)(3). Evoyet tov anotehespdtev tev ev ekelitet mpoomadeivv yia v eelpeon aflOMOTOU UTOKATACTATOU, 1)
dapkeia 1oyvog g eEaipeong dev eivar Tdavo va Exel SUCEVT AVTIKTUTIO GTIY KAVOTOLA.

(10)  Emopévac, n odyia 2011/65/EE Ja npénet va tpononomdel avakoyeg,
EEEAQEE THN ITAPOYZA OAHTIA:

‘Apdpo 1
To napaptnua III te odnyiag 2011/6 5/EE tpononoteitat cUp@ova fe T0 TapapTnia e napolicas odnyias.

Apdpo 2

1. Ta kpdt) péln Deomilouv kar Snpootevowv, To apyotepo v 301 ZemtepPpiou 2022, TG avaykKaieG VORODETIKEG,
KaVOVIOTIKEG Kot SLOWKITIKEG SlaTAGEIS yia va ouppop@adoly pe Ty mapoloa odiyia. Avakowavouv apgcns otnv Enttponi) o
Keipevo Twv ev Aoyo databewy.

Eappolouv tig Siatakeig autés and v 1n Oktwfpiov 2022,

Ot dratdkers autée, otav deomiCovian and ta kpatn pedn, mepiéyouv avagopd oty mapovoa odnyia 1 cuvodevovtal anod Ty
avaeopd auth katd v enionun dnpocieuor) Toug. O TPOTOG TG avapopls ano@aciletal ano ta kpdTr Hek.

2. Taxpat pé\n avakowavouy oty Emitpor] to keiievo tov ouctnddv datatewy edvikol dikaiou Tig omnoieg Jeonifouv atov
Topéa mou diEmetal and v mapovoa odnyia.

‘Apdpo 3
H napotoa odnyia apyilet va oybel v ecootr| nuépa and T dnpocievon) g otnv Emionun Epnuepida ¢ Evpwmnaixhc Evwot.

Apdpo 4

H napovtoa odnyla anevduvetat ota kparen péln.
BpuEéNheg, 13 Aexepfpiov 2021.

Ta v Emtport
H Ipébedpog
Ursula VON DER LEYEN

() Kavoviopog (EK) ap. 1907/2006 tou Eupwnaikoi Kowvofouliou kat tou Zupfouliou, e 18ng Aekepfpiou 2006, yia v katayGpion, v
aohoynon, ™y adeodotnon kat Toug meplopiopols Twv Ynpikev mpoioviey (REACH) kat yia v idpuon tou Evpwndikou Opyavicpol
Xnpkav TTpoidvtev kadag kat yia v Tpononoinon e odnyiag 1999/45EK kat yia katapynon tou kavoviopol (EOK) apd. 793/93 tou
SupPouliou kai Tou kavoviepou (EK) apw). 1488/94 g Emtponr|s kadag kat g odnyiag 76/769/EOK tou Supfouliou kat twv odnyiov
g Emtpomrig 91/155/EOK, 93/67EOK, 93/105/EK ka1 2000/21/EK (EE L 396 g 30.12.2006, o. 1).
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ITAPAPTHMA

Sto napaptnpa III e odnyiag 2011/65/EE, 1 kataydpion 2(B)(3) avtikadiotatar and to akdloudo Keipevo:

E€aipeon

[edio epappoync Kai NHEPOHNVIES EQPUPHOYNS

2(B)3)

Se [N YPAppKoUG TpLYec@optkolc Aapmtipes fe diapetpo cwliva
>17 mm (mx. T9): 15 mg

Anyer otig 24 defpouapiov 2023+
emTpneTal va xproponotovveat 10 mg
ava hapmtipa and g 25 defpouapiou
2023 ¢w¢ Tig 24 defpouapiou 2025»
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