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OAHTI'IA (EE) 2017/...
TOY EYPQITAIKOY KOINOBOYAIOY KAI TOY £YMBOYAIOY

¢ 1515 Nogpppiov 2017

Yo TV Tpomomoinoen TS 0onyiog 2011/65/EE
Y0 TOV TTEPLOPLGUO TNGS YPNONS OPLGUEVAV ETKIVOUVEOV 0VGLAOV

0€ NAEKTPIKO KOl NAEKTPOVIKO £E0TAGNO

(Keipevo mov mapovoralel evorapépov yro tov EOX)

TO EYPQITAIKO KOINOBOYAIO KAI TO *YMBOYAIO THX EYPQITIAIKHE ENQEZHY,
"Exovtag vwoyn m ZovvOnrkn ywo m Asttovpyia ¢ Evponaikng Evoong, kot 1dimg o dpbpo 114,
"Exovtog vroyn v npotacn g Evponaiknc Emtponng,

Koatomy 61afipaocng tov oyxediov vopobetikng mpdéng ota eBvikd kotvofodia,

"Exovtag vroyn ) yvoun ¢ Evponaikfc Owovopxhg kot Kowvovikig Emtrponic!,

A@ov {fmoav ™ yvoun g Ertponng tov [eprpepeimv,

Anogacifovtac chpemva pe t cuvidn vouodetiky dradikacia?,

! EE C 345 t¢ 13.10.2017, c. 110.
2 ®¢on tov Evpomnaikod KotvoBoviiov g 3ng OxtmPpiov 2017 (dev éxet axdun ompoctevdet
otV Enionun Epenuepida) ko andé@acn tov Zvpfoviiov g 23ng OktmBpiov 2017.
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Extipuovrog ta akdAovbo:

(D) H odnyia 2011/65/EE tov Evponaikov KowvoBoviiov kot tov Tvppoviiov! yio tov
TEPLOPIGUO TNG XPNONS OPICUEVAOV EMKIVOLVOV OVGIDV GE NAEKTPIKO KOl NAEKTPOVIKO
eComhopo (HHE) mepthappdver to aitnuo n Emtponn va e€etdoet Ty avérykn
TPOTOTOINONG TOV TEAIOV EPAPLOYNS TS EV AOY® odnyiag doov apopd tov HHE mov
KOAOTTTETOL OO OVTO Kal, EPOGOV GUVTIPEYEL TEPITTOON, VO VTTOPAAEL vOpOOETIKN TpOTOGT

OYETIKA [e TVYOV TpOGheTeg e€apéaelg mov apopovv Tov ev Adym HHE.

(2) Oa mpémel va dtevkoAvvBovv ot dpactnpldtTTeg devTEPOYEVOVS aryopds Yoo HHE mov
aQOPOVV TNV ETICKELT], TNV AVTIKATACTOCT AVTOAAAKTIKAOV, TNV OVOKAIVIoT Kot
ETOVOYPNOYLOTOINGN, KAOMG Kot TN HETACKELT, LE GKOTO TNV TPomONon NG avAmTTLENG
pog KukAtkng owovopiog otnv 'Evoon. Oa npénet va dtec@aiiotel vynio eninedo
TPOoTUGioG TNG avOp®TIVIG VYEiag Kot Tov TEPPAAAOVTOG, HETAED AAL®Y HECH TNG
nepBoriroviikmg afrafoic avaktnong kot 01dfeong twv amofAntov HHE. Oa npénel va
amo@evyeTOL KAOE TEPITTOC OIOIKNTIKOG POPTOC Y10 TIG ENMLYEPNGELS TOL
dpaotnpronotovvrot otV ayopd. H odnyia 2011/65/EE emtpénet e HHE mov ftav ektog
TOV eSOV EQPAPLOYNG TG TPpoYevESTEPTG 0onyiog 2002/95/EK tov Evponaikon
KotwvoBovAiov kat Tov ZvpBovdiov? oALE Tov d&V GUUHOPEMVETOL LE THY 0dNyia
2011/65/EE va cuveyioetl va owatiBetal omnv ayopd £mg Tig 22 Toviiov 2019. Metd v
NUEPOUNVIQ ALTH) OGTOCO ATAYOPELOVTIOL TOGO 1] SLAOECT] GTNV Ayopd Y10 TPATN POPE OGO
K0l Ol OPACTNPLOTNTES SEVTEPOYEVOLS OlyOpas Yo To U cvppopeovuevo HHE. H ev Aoym
AmayOPELGT TOV OPACTNPLOTATOV OEVTEPOYEVOVG AYOPAS OEV GUVAOEL LLE TIG YEVIKES OPYES
oL SLEMOVV Ta pLETPA TG Evavong yia v mpocéyyion 1@V VopoBes1dv oYeTIKA LE T

TPoiovTa Ko EMOUEVEMG Ba Tpémet va amaielpOel.

Odnyia 2011/65/EE tov Evporaikod KowvoBoviiov kat tov Xvpufoviiov, g 8ng lovviov
2011, yio Tov mePLOPIGHO TNG XPNONG OPICUEVAOV ETKIVOLVAOV OVGLOV GE NAEKTPIKO Kot
niektpovikd eEomhopd (EE L 174 g 1.7.2011, o. 88).

Odnyia 2002/95/EK tov Evponaikod KowoBoviiov kot tov Zvppoviiov, g 27ng
Lavovapiov 2003, oyetikd pe TOV TEPLOPICUO TNG XPNONG OPICUEVAOV EMKIVOLVOV OVGLOV GE
€lon niektpkov Kou nAektpovikov eEomiopot (EE L 37 g 13.2.2003, 6. 19).
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3)

“4)

)

(6)

Opiopéveg e€erdikevpéveg opdoeg Tpoidoviav Ba mpénetl va e&apeBodv and to medio
epapuoyng g oomyiag 2011/65/EE, kabdg n vraywmyn tovg Ba dnuovpyovos apeintéa
0PEAN Y1 TO TTEPIPAAAOV Kat TNV VYElo OAAG Un EMAVGILO TPOPANLOTO COUUOPPOCNS 1)
OTPEPADGELG TNG 0YOPAS TOV OEV Eival SOLVATOV VO, AVTILETOTICTOVV OMOTEAEGLOTIKG LEGM

TOV UNYAVICHOV EEAPEGEMVY TTOV TPOPAETETOL GTNV €V AOY® 0dNYia.

Ot awAol T®V EKKANGLUGTIKOV 0pYAvVOV KOTACKEVALOVTOL Ald GUYKEKPIUEVO TOTTO
KpAPOTog LoAVPSoL Yo Tov omoio dev €xel avakaAveBel vokatdotato péyxpt onpepa. Ta
TEPLOCOTEPQ EKKANCIAUGTIKA OpYOve, S1TPOVVTOL GTO 1010 GNUELD Y10 TOAALOVS OLMDVES Kol
0 pLOUOG avTIKOTACTACTG TOVG elvat apeAntéoc. Ta exkkAnclaotikd dpyava o Tpémet
emopévag va eEopebovv amd 1o medio epapuoyng g oonyiag 2011/65/EE, kabdg ta
0PEAN amd TNV VITay®YN Tovg Ba gtvar apeAntéa o€ 6,11 AQOPE TV VITOKATAGTACT) TOV

LOADBOOV.

H odnyia 2011/65/EE dev epapuoletor o pn 0dkd KivnTé UnyoviLOTO LLE EVEOUATMOUEVT
TNYN EVEPYELNG TOV SOTIOEVTOL OTOKAEIGTIKA Yo ETayyEALOTIKN YpNom. 61660, GGV
aQOPA OPIGUEVOLG TOTOVG U OJTKAOV KIVITOV U0V LATOV TOpAyovToL dV0 eKO0CELS
oV Ot YPOUUR Topoy®YNS 1 OV S10popd TV 0TIV CLUVIGTATOL GTNV TNYT EVEPYELOG
(evoopoatopévn N eEotepikn)). Ot ev AOY® £KOOGELS Bal TPETEL VAL AVTILETOTIGTOVV LE TOV
1010 TpOTO OV AVTIHETOTILOVTOL 6TO TANIG10 TG €V AOY® 00NYiaG. 2g K TOVTOL, TA [N
001KA KIVNTE UNYOVALLATO, [LE GOGTNILO LETASOONG Kivnong €AENG oV TpoPOodoTOLVTAL OO
eEmtepkn myn evépyelog Ba mpémet eniong va e&apefodv amd To mEdI0 EPUPLOYNG TNG

odnyiag 2011/65/EE.

IMa 6Aeg T1g oetikég katnyopieg HHE 6nwg opiletar oto mapapmmua I g odnyiag
2011/65/EE, ot tpobmoBécels yio tnv e€aipecn enovoyypnGUYLOTOIOVUEVOV OVTOAAOKTIKMV
avaxktévtov and HHE 0a npénet va kabopilovror pe capnveta. Opoimg, dedopévou 0Tt
N SLAPKELN 16YV0G TOV EEAPEGEDV OO TOV TEPLOPIGHO TNG XPNONG OPICUEVOV ETKIVOLVOV
ovol®V Ba Tpémet va givor TePLopIoUéEVT, N LEYIOTN TEPI0OOC 16YVOG Y10l TIG VOIGTAUEVES
eEapéoelg Oa mpénet emiong va kabopiletor e caQNveLd Yo OAES TIG CYETIKES KATYOPlEg

HHE, ocvurepilopfavopévng g katnyopiog 11.
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(7

Otav vrofdireton aitnon avavémong e€aipeong, n Emitponn vroypeovton va amopacilet
TOVAQYLETOV £E1 LVEG TPV A TV NUEpOUNVia ANENG TNG 1OYVOG TN VPIGTAUEVIC
e€aipeong, eKTOG AV E01KEG TEPLGTAGELS OIKALOAOYOVV O10POPETIKY| Tpobeopia. Agv
kaBopiletar mpobeopia evtdg g omoiag 1 Emitpony) vroypeodtan vo amopocilel oyetikd
pe autnoelg yuo véeg e€anpéoelc. Loppwva pe v £kbeon g Emtponng mpog to
Evponaiké KowvopovAlo kot 1o Zvppfodiio g 18ng Anpiiiov 2016 oyetikd pe v
doxmon g eEovoiag yia Vv £€K00om Kat’ ££0V61000TN O TPAEEWY TTOL £)El avoTedel otV
Emtpont| ovppova pe tnv odnyio 2011/65/EE, 1 ev Adyw mpobeopia £yl amoderyOet
AVEQAPUOCTN GTNV TPAEN AOY® TNG avAYKNG v akoAovOnBovv TOAAEC VTTOYPEDTIKES
OLOOIKOOTIKEG EVEPYELEG Y10 TNV 0EIOAOYN O Mg aitnong avavéwong e&aipeong. H
npobeopia, yopic va emeépel Tpochetn alia otV vEoTAEVT dladtkacio a&loldynong
TOV OUTHOEMV AVOVEDONS, dNpovpyet afefardtnta yio Tig emyelpnoelg Kot GAAa
evolpepoOIEVA LEPT AOY® TNG aduvapiog VAOToInoNg ™e. Amo v GAAN TAELPE, N
OOLAAELTT) AEITOVPYIO TOV EMLYEPTCEDV TOL OPACTIPLOTOLOVVTOL GTIV Oyopd etvon
SLCOAMGLEVT, 0E00UEVOL OTL uopoLV va etvarn BEPateg Ot pa veroTapevn eEaipeon Ba
Tapopeivel o€ 1oY0 uéypl va Anedel amd@aot oyeTIKd pe TV aitnon avavémong. g ek
T00TOoL, N O1dtaEn mov oyetileton pe v tpobecpia B mpémel va anarerpbel. Qotodc0 N
Emtpomn Alyo petd v maporapn g aitnong Oa tpénet va TapEyel 6TOV aTovvIa, GTO
Kpat péAN kot 6to Evponaixd Kotvopfovilo ypovodidypappa yio tnv €kd00m g
andeaong g eni ¢ aitmone. Emumiéov, | yevikn emavelétaon g odnylag 2011/65/EE
oL Ba devepynBel and v Emtpony| to apyodtepo £mg tig 22 Toviiov 2021 Ba mpémet va
nepAapPavel Tov kaBopiopd peaMOTIKNG TPoBespiag yia T Ayn ondacns and tnv

Emutponn| eni g aitnong avavémong e&aipeone mpwv amd ™ ANEN ™S oxeTikng e€aipeonc.
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(8) Agdopévou 0Tt 01 6TOYOL TNG TOPOVGaS 0dNYiag, Tov givarl va cLUPAAEL 6TV TPOCTAGIOL
™G avOpoOTIVNG LYEiag Kot oV TEPIPailoviikmg afAapn avdrktnon kot didbeon tov
arofAntov HHE pécm tov meplopiopon g ypriong enikivovvov ovsudv otov HHE, dev
UTOPOLV Vo, EMLTEVYHOVV ETOPKMG ard ToL KPATN LEAN S1OTL Ol AVOUOLOTNTES TV
VOLOOETIKDOV 1) S10IKNTIKAOV PETP@V oL Beomilovv Ta kpdtn péAN Ba pmopovcay va
ONUOVPYNGOLY EUTOOIO. GTO EUTOPLO KOl GTPEPAMCELS GTOV avTayOVIGHO otV Eveon ko,
GUVETAGC, VO, EYOVV AUEGO AVTIKTUTO GTNV EGMOTEPIKT AyOpd, LTOPOVV OUMGC, eEantiog TG
KMPOK0G Tov TPOPALOTOC KOl TV GUVETELDV TOV € GYE0T e GAAN Evoclakn vopobesio
oL APOPE TNV avAKTNON Kot 0140eon TV amoPANTOV Kol TOUEIG KOWVOU GUHPEPOVTOG,
OT®G M TpooTacia TG avOpmdTIVNG vYEiag, va emtevyBodv kaAvTepa o€ eninedo Evmong,
"Evoon dvvatat va AdPet pétpo cOHLeva pe v apyn s EXKOLVPIKOTNTAS TOL dpBpov 5
™g ZuvOnKng yuo v Evponaix) ‘Evoon. Zopemva e v apyn e ovaAoyikoTnTog OTme
dwtvmveral 6to 1010 dpbpo, n Tapovsa odnyia dev vrepPaivel Ta avaykaio dplo yio TNV

enitevén TV 6TOHYOV AVTOV,

EZEAQYXAN THN ITAPOYXA OAHI'TA:

PE-CONS 40/1/17 REV 1 5
EL



Apbpo 1
H odnyia 2011/65/EE tpomomoteitan wg e&ng:
1) To apBpo 2 Tpomomoteitar g e€Ng:
a) M mopdypaeog 2 daypleeTol
B) omvmapaypaeo 4, tpoctiBetan To NG oToryEio:
«lo)  EKKANGLOOTIKG OpyavaL.».
2) 10 apBpo 3, 1o onpeio 28) aviwodictartal amd to akdiovbo keipevo:

«28) «un 091K KvnTd UnyoviLoTo Tov S1aTtiBevTon AmOKAEIGTIKA Y10l ETOYYEALATIKY|
YPNOMN»: UNYOVILLOTO LLE EVEOUATOUEVT TTNYN EVEPYELONS 1| LE CUGTNHOL LETAOOGTG
Kivnong €AENG TOV TPOPOSOTOVVTOL OO EEMTEPIKN TNYY| EVEPYELOG 1| AELTOLPYIO TOV
omoiwv arottel eite KivnTkOTTO £1TE GLVEYN N MLGVLVEYN KIvNon HETOED oG
oe1pdc oTafepdv onUeEl®V epyaciog KOTA TN SIAPKELN TG EKTEAEONC TOV EPYACIOV

KoL TOV S0 TIfEVTOL OTOKAEIGTIKG Y10 ETAYYEALOTIKT YP1OT. ).

PE-CONS 40/1/17 REV 1 6
EL



3) To apBpo 4 tpomomoreitan wg e&ng:
a) M mropdypapog 3 avtikadictatol amd 1o akdAovBo Keipevo:

«3.  Hmapdypapoc 1 epapprodletar oTa 10TpOTEYVOLOYIKA TPOTOVTA KOl GTO HpYyOvaL
TapoKoAovONomMg Kot EAEYYOL o dtatifevtar oty ayopd amod tic 22 loviiov
2014, ota 1atpote)voroYIKd Tpoidvta yio 01dyveon in vitro mov dtotifevion
otV ayopd amod tig 22 Toviiov 2016, ota Bropmnyavikd opyava
TapoKoAovONomMg Kot EAEYYOL ov datifevtan oty ayopd amod tic 22 loviiov
2017 kou o k4Be dAho HHE o omoiog tav ektdg TOV TEdI0V EQUPUOYNS TNG
odnyiag 2002/95/EK «ot o omoiog dtatiBeton oty ayopd amd tig 22 TovAiov
2019.»-

B) omv mapdypago 4, tapepfaiietal To £ENG oTOL)KELO:

«en) kdBe GAlov HHE o omoiog ntav extdg Tov Tediov epapproyng e odnyiog
2002/95/EK ka1 0 omoiog dwotifetarl otnv ayopd mpwv amd Tig 22 lovAiov

2019-»
Y) M mopdypaeog S avtikadiototot amd 1o akdAovho Keipevo:

«5.  Yro v mpodmdBeom OTL 1] EMAVAYPNCLOTOINGT TPOYLUATOTOLEITAL GTO
TAOUG10 EAEYYOUEVAOV OLETYEPNCLOK®Y GLUGTNUATOV EMGTPOPNG KAEIGTOV
Bpoyyxov Kat Tl 1 EXAVAYPNGIULOTOINCT| AVTOAANKTIKOV YVMOOTOTOLEITAL GTOV
Katovalmti, N Tapdypoaeog 1 dev epapuoletal 6e EmOVayPNGLOTOLOVUEV

OVTOAAOKTIKA:

a) avaktBévia and HHE mov €yel drotebel otnv ayopd mpv amd tnv
In TovAiov 2006 kot ypnoipomorovvtal oe HHE mov €yetl dwotebel otnyv

ayopd wpwv omd v In lovAiov 2016-

B)  avaxtBévta amd 1TpoTEVOAOYIKE TPOIOVTA 1) OpYyave TapaKoAoLONoNG
Kol EAEYYOV TTov £yovv dlatedel oty ayopd mpv amd Tig 22 lovAiov 2014
Ko ypnoponotovvionr e HHE mov €xet datebel otnv ayopd tpv omd Tig

22 TovAiov 2024-

PE-CONS 40/1/17 REV 1 7
EL



v)  avoakmBévra amd in Vitro dSlryveooTiKA 10TPOTEYVOLOYIKE TPoidVTa TTOV
£yovv dwatebel oy ayopd wpv amod tig 22 Toviiov 2016 ko
ypnoponoovvtar 6 HHE mov €yt dratebel omnv ayopd mpwv amd tig 22

IovAiov 2026°

0)  avaxktBévta amod Propnyovikd dpyovo TopoKoAovONoNg Kot EAEYYOL TOL
&yovv dwatebel oy ayopd wpv amod tig 22 Toviiov 2017 ko
ypnoponoovvtar 6 HHE mov éxet dratebel oy ayopd mpwv amd tig 22

TovAiov 2027-

€) avakmBévta amd 6Ao tov Aowtd HHE mov dev evémunte 610 medio
eQapuoYNg ¢ oomyiag 2002/95/EK kat mov €xel dwatebel otnv aryopd
pw omd 11g 22 TovAiov 2019 ko xpnoomotovvror o HHE mov €xet

dwtebel oV ayopd mpv amd t1g 22 TovAiov 2029.».
4) To apBpo 5 Tpomomoreitan wg e&ng:
a) oV Tapdypopo 2, To 0evTEPO £04PLO avTikabioToTon amd To akdAoVBo KEiLEVO:

«I M tig eEapéoetg mov meprrappdvovton oto mapdptnpa I otig 21 TovAiov 2011,
extdg edv opiletan Bpayvtepn mepiodog, n HEYIoT TEPi0d0g 16YVOG, TOV UTOPEL VoL

ovavemBel, stvor:

a) v Tic katnyopieg 1 €mg 7 ko v katnyopia 10 tov mapaptipartog I, mévte

ém a6 g 21 IovAiov 2011-

B) 7w Tic katnyopieg 8 kKot 9 Tov mapaptratog I, entd £ amd TIC GYETIKES

nuepounvieg mov opilovtat oo dpOpo 4 mapdypoeog 3 Kot

Y)  yw v kamnyopia 11 tov mapaptipartog I, mévte £t and tic 22 TovAiov

2019.»-
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B) omv mapaypaeo 4, mapepPpaiieTor o akdAovO0 GTOLYELO!

«Pa) evtog evog unvog omd v Toparapn g aitnong mopéxel 6Tov atoHVTa, GTO
Kpatn péEAN Kot 610 Evponaikd Kowvopodio ypovodidypapipa yio tnv ékdoon

™G amdPacTS TG €l TG aftnong »

Y) otV mopdypamo 5, n tpotn tePiodog Tov dEVTEPOL £UPIOV ATAAEIPETOL.

Apbpo 2

1. Ta kpdtn péAn BETovv € 10Y0 TIg VOLOBETIKES, KAVOVIGTIKES Kol O10IKNTIKES O1ATAEELS TTOV
OTOLTOVVTOL Y10 TY GUUUOPP®CT TPOS TNV TapoHGo 00Nyia TO apyoOTEPO £1G ... [18 punveg
amd TV nuepounvia EvapEng 1oyvog TG TapovGag 00N Yiag, Kot TAvime 0L apydtepo amd

T1¢ 21 IovAiov 2019]. Evnuepaovouv apéomg v Emtpony| oyetikd.

O1 dwatdéerg avtég, tav Beomilovror amd T Kpatn HEAN, TEPLEYOVY TAPOUTOUTY GTNV
TapoHoo odnyia 1 GLVOSEVOVTAL OO TNV TAPUTOUTH VTN KAT TV €nionun dnpocicvon

tovc. O TpOTOg NG MOpATOUTNG VNG KaBopiletal amd Ta KpAatn LEAT.

2. Ta kpdn pHéEAN avakov@vovy otnv Emitponn 1o keipevo 1ov ovsimdmv dtataéemv

eBvikov dwaiov Tig onoieg Beomilovv oTov TopéN TOV S1émEL N TApovGO 0ONYia.
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ApBpo 3

H mapovoa odnyia apyilel va woydel tnv £1K0GTH NUEPA amd T dnpocicvon e otV Exionun

Eopnuepioa s Evporaixng Evwaorg.

Apbpo 4

H mapovoa odonyia ancvBbvetal oto Kpatn péEAN.

YtpacPovpyo,
T'i0 to Evpwnaixo Kowvofoviio T'1o to Zoufodiio
O Ipoedpog O Ipoedpog
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