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EYPQMNAIKH
EMNITPOIMH

Bpu&éideg, XXX
[...](2020) XXX draft

OAHI'IA (EE) .../... THX EIIITPOITHX
™ XXX

vy TV Tpomonoinon TS 0dnyiag 2009/48/EK tov Evpomaikov Kowvoffoviiov kot Tov
YopPovriov 060V 0.QOPA EOIKES OPLOKES TINES YLO TNV UVIAIVIY] GE OPLOUEVA TALYVIOLO

(Keipevo mov mapovcialel evolapépov yia tov EOX)

EL EL
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D071420/01
OAHTI'IA (EE) .../... THX EHHITPOITHX

T XXX

Yo TV Tpomonoinomn T oonyiag 2009/48/EK tov Evponaikov Kowofoviiov kot Tov
YopPovriov 660V 0.QOPA EWOIKEG OPLUKES TIHES YL TNV AVIAIVI] GE OPIGUEVO. TTALYVIOLO

(Keipevo mov mapovaoialet evoapépov yia tov EOX)

H EYPQITAIKH EITIITPOIIH,

"Exovtag vroyn m ZvvOnkm yuo m Aettovpyia ™ Evponaikng Evoong,

"Exovtag vroyn v odnyia 2009/48/EK tov Evponaikov KowofovAiiov kat tov Zvppoviiov,
g 18ng Iovviov 2009, cyetikd pe TV 0GQAEAELD TV ToyviStdv!, kot 18ing o dpdpo 46

TPy poPog 2,

Extipdvrag to axdlovba:

(1)

2)

H odnyia 2009/48/EK Beomilel opiopEVES OMALTIOELS YiaL TIC XNMUIKEG OVGIEG TTOL £YOVV
tawvounfel ©¢ KapkKwvoyovolr, UHETAALOEOYOVOL N TOEIKES Yol TNV OVATOPOYMYN
oopeova pe tov kovoviopo (EK) aptf. 1272/2008 tov Evponaikod KowvoBoviiov kot
tov ZvpPovriov?. To mposdptua I' tov mapaptiparog I g odnyiag 2009/48/EK
TPOPAETEL €OIKEC OPLOKES TUWES YL YNUIKEG OVLGIEC 7OV YPNOLUOTOOVVTAL GE
oy vidle wov mpoopiloviot yro Todd Kéto tv 36 unvav 1 6 GAAL oy vidle Tov
npoopilovior vo pumoivouv 6To GTOUO.

H avidivn (apB. CAS 62-53-3) to&wvopsiton og kapkivoyovo kotnyopiog 2 Kot
petaAlaéloyovo katnyopiog 2 cvoupove pe tov kavoviopd (EK) apif. 1272/2008°.
2oppava pe to mapaptnpa I pépog Il onueio 5 otorgeio o) g odnyiog 2009/48/EK,
ol Kapkwvoyovor ovcieg ¢ Katnyopiog 2, Om®G 1M aviAivn, UTOpovV  Va
YPNOCLOTOLOVVTOL GE ALY VIO GE EMUEPOVG GVYKEVIPAOGELS {6€G 1| LIKPOTEPES Omd TIG
GYETIKEG oLYKEVTPMOOELS Tov kabopilovtal otov kavoviopd (EK) apif. 1272/2008 yu
TV TaEVOUNGCT TOV PEYHATOV TOL TEPLEYOLV onTEG TIC ovoiec, dnhadh 1 %*, to

EE L 170 g 30.6.2009, c. 1.

Kavoviouodg (EK) apif. 1272/2008 tov Evponaikod Kowofovriov kot tov XvpPouviriov, g 16mg
Agxepfpiov 2008, yio v ta&vOUNoT, TNV ETICHUOVOT KOl T GUCKEVAGIO TOV OVCLOV KOl TOV
HEWYUATOV, TNV TPOTOTOINGT KOl TNV Katdpynon Tov odnyiov 67/548/EOK kot 1999/45/EK kot v
tpomonoinomn tov kavovicpov (EK) apif. 1907/2006 (EE L 353 g 31.12.2008, . 1).

[Tivakag 3 oto Tapdptnua VI tov xavovicpov (EK) apif. 1272/2008.

[Tivakag 3.6.2 oto moapaptnpa I tov kavoviepov (EK) apif. 1272/2008.
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3)

(4)

©)

omoio avtwotowel oe 10 000 mg/kg («opo  mepiektikdéTTOg)). To 1810 Op1o
TEPIEKTIKOTNTAC 1GYVEL Y10 TIC HETOAAAEIOYOVOUCS 0VGieC TG KoTnyopiag 2°.

H emomuovikn emtpony] yio v vyelod Kot TOLG TEPPAAAOVTIKOVG KIVOVVOUG
(SCHER), ot yvoun mov e&édmwaoe otig 29 Maiov 2007, ékpive 0Tl Ol KApKIVOYOVOL,
petaAra&loydvol 1 tolikég yio v avomapaywyn evooels (KMT) dev Oa mpémet va
nepiéyovrar oe moryvidw®. H éxOeon afoddynong kivddvav me Evporaikig Evoonc
Y1 TV ovidivy’ KoTéAnéEe 6TO GUUMEPAGHO OTL Y10, TOVS KATOVOAMTEG VIAPYEL VYK
TEPLOPICUOD TOV KIVOOVOV Y10 TNV VYEIR TOV GLVOEOVTAL LLE TN YPNOT TPOIOVIWV TOL
nepEyovv avikivn. To cvunépacua ovtd Pacictnke ce «avnovyieg 6cov apopd
UETOAAOELYEVEST] KOl TNV KOPKIVOYEVEST MG GLVETELN TNG £kOEONG TOV TPOKVTTEL OO
TN XPNON TPOIOVI®Y TO OO0 TEPLEYOLV TNV €V AOY® 0VLGia, dedopuévoy OTL 1 avidivn
YopaKTNPIlETOl OC KOPKIVOYOVOG TapAyovTag ympic Katdtato Opro.» H emtponn
a&loldynong kwdvveov tov Evponaikov Opyavicpod Xnuikov Ipoidovieov (RAC),
OTI YVOUN TNG OYETIKA LE TOV TEPLOPICUO OLGLOV GE UEAAVIO OEPUOTOCTIEIOG KOt
noVIHoL paktytdl®, avépepe 6tL N avidivn Beopeiton KopKIVOYOVOG TapEyovVTas Yopig
KatOTATO Op10. Q¢ €K TOVTOL, N AVIAivi) umopel vo TpokaAEcEL Kapkivo akOUN Kot GTO
elMdyyioto eminedo ékOeonc.

H Emnupomn ovykpdmnoe tv opddo EUTEPOYVOUOVOV Yo TNV ACPOAEWL TOV
TOLVIOLDV, TPOKEUEVOD VO T GLUPOLAEDETOL KOTO TNV KOTAPTION VOUOOETIKMOV
TPOTAGEWMV KOl TPOTOPBOVAIDOV TOAMTIKNG GTOV TOUEN TG AGPAAELNG TV Toyviduimv. H
OOGTOAN NG EMUEPOVS opadag «Opdda epyaciag yoo TG YNUIKEG OLGIES oTO
oy violey (vmoopddo «Xnukég ovoieg») elvar va mopéyel GLUPOVAES otV OpAda
EUTEPOYVOUOVAOV YLOL TV ACPIAELD TOV TOLXVIOIDV OGOV aPOPd TIG YNUIKES OVGiEg
OV UTOPOVV VO XPNGLOTOLOVVTOL GTO Loy VIOLaL.

Katd ™ ovvedpioon g vroopddag «Xnpukég ovsicoy otic 18 dePpovapiov 20157,
apketd amd ta pPEAN G avépepav OTL avidivn pmopel va Bpebel o ypopoTicuéva
VAMKG ToyvVidimv, OTMG KAMGTODPOVTOVPYIKA TPoTOvTa 1 dEpHa, OTaV TO VAIKE avTd
VROPEALOVTOL GTN OOKLUY OVOY®YIKNG SAGTAGTG TOV TPOPAENETOL GTO TPOGAPTILLOL
10 Tov kavoviopod 1907/2006 tov Evponaikod KowvofovAiov kot tov Tvpfoviiov!”.

IMivaxag 3.5.2 oto moapaptnue I tov kovoviopuov (EK) apif. 1272/2008.

Emomuovikn exttpont| yo v vyeio Kot tovg mepiparlovrikods kivovvovug (SCHER). Aravtnon tng
Evponaikng Entrponig Tvmonoinong (CEN) ot yvoun tg CSTEE 6cov agopd v a&lordynon g
ékBeong g CEN oyetikd pe v ektipnon emkwvouvotTnTog TV OPYOVIK®OV YNUKOV OVCLOV o1
moyvidwo. Exd60nke otig 29.5.2007.

http://ec.europa.eu/health/archive/ph_risk/committees/04 scher/docs/scher_o_056.pdf

Evponaiko I'pagpeio Xnpukdv Ovouwv, Ivotitovto Yyelag kot [Ipootaciog tov Katavaiotov, 2004.
EUR 21092 EN. TpAua 5.2.1.2, c. 180.

https://echa.europa.eu/documents/10162/6434698/orats_final rar_aniline_en.pdf/0abd36ad-53de-4b0f-
b258-10cf90190493

Emitponn a&oddynong kivdvveov (RAC), Emtpony) kowvwvikootkovopikng avaivong (SEAC), I'voun
GYETIKA e PAKEAO TOV TOPAPTNHOTOC XV TOV TPOTEIVEL TEPIOPIGUO TV OLGLDV TOL YPNCYLOTOLOVVTOL
oe peddvia deppatootiiog kot og povipo poktylal. Exdoonke otic 20 Nogpfpiov 2018. Iposdaptnua 2,
Kkepaiato 2, . 90.

https://echa.ecuropa.eu/documents/10162/2b4533af-£717-4bff-939b-2320fb43b462

BA. Mntpdo opddav guneipoyvoudvev g Emtponng, Opddo epmnelpoyvopudvev yio Ty ac@aieio
v mayvdwy (E01360).
https://ec.europa.eu/transparency/regexpert/index.cfm?do=groupDetail.groupDetailDoc&id=20916&no
=1

Koavoviopdg (EK) apif. 1907/2006 tov Evpomaikod KowoBoviiov kot tov XvpPoviiov, g 18ng
Aekepppiov 2006, yio TNV KaTOYOPIOTN, TV 0EWOAOYNOT, TNV AOE030TNOT KOl TOVS TEPLOPICUOVS TOV
mpkov tpoioviov (REACH) kot yio v idpvon tov Evporaikod Opyoviopod Xnuikov [poidviov
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(7

H mapovcio avidiving oe KAOGTOVQAVTOVPYIKA TPOTOVTA KOTOTLY SOKILMY OVOY®YIKNAG
Sihomaong emPePorddnke o perétn mov mpaypatomowdnke ot ovndiall g
CUVEYELL TNG OLVEOPIOONG NG OUAdOG EUTEPOYVOUOVOV Yo TNV OCQOIAEWD TOV
oy viorov g 8ng lovviov 2015. And 23 detypato KA®GTODQPAVIOVPYIK®V TPOTOVTI®YV,
EVTOTIOTNKE OVIAVY Gg éva KOKKIVO Veacua (4 % Tov cuvorov TV detypudtwv) oe
mocottae 91 mg/kg. H mapovcio avidiving oe €lon £€vdvong kotdémyv  OoKIU®V
avayoyikie didomaonc emPefurddnke oe pelétn pe 153 Seiyporal?. Evromictke
avidivn oe 9 delypata (6 % TOL GLVOAOL T®V OEYUAT®V) GE TOGOTNTEG £ KOl
588 mg/kg. EmumAéov, £xetl eviomiotel avidivn o€ SoYTUAOUTOYLE KOTOTLY OVOLYWYIKNAG
S1homacnc, COUPMVO HE YEPUAVIKO TePlodikd Tov koatavolotdv!®. H vmoopdda
«XNukég ovoiecy emonuave emiong, e ypoanty aAinioypagio tov Mdiwo tov 2020
npog v Emtponn, tnv evdeyouevn mapovacio erevfepng avidivng og tpocueEng tov
YPOOTIKOV OVGLDV GE OO TVAOUTOYLEC.

Koatd 1 ovvedpiaomn g opdons EUTEPOYVOLOVOV Y10 TV ACPAAELN TOV TOLLVIOIDV
otig 8 lovviov 2015, n I'eppoavia vrePare Eyypapo BEong mov mapeiye emoTUOVIKN
afloAdyMon TV Tofkoloyikdv 1S0TATOV g avidivic't. Tdpeovo pe v
a&loldynon auTn, To 16XV P10 TEPLEKTIKOTNTOS Y0 TNV AVIAIVY eVEXEL KiVOLVO TOGO
YW TIC GUGTNUIKES OGO KOl Y10 TG KOPKvoyovoug emdpdoelg g ovoiag avte. H
Voopdde «XnUkéC ovciec», katd T cuvedpiacn g otig 26 ZemtepPpiov 201713,
KatéANEE 0TO GLUTEPAGLA OTL O TEPLOPIGUAC Yo TNV VAV oTa Touyvidla Bo mpémet
VO 6TOYEVEL GTO ALY VIO KOl T LEPT] TALYVIOIDV 0td KAMGTOLOAVTOVPYIKE TPOIdVTO
Kot 0EpHO, KOOMG Kol OTIS OOTLAOUTOYLES, OEOOUEVOL OTL PEXPL GTIYUNG LINPYOV
TOAD Alyeg d1aB€otpeg TANPOPOPIEG GYETIKA LLE TNV OVAYKT) TEPLOPIGHOD TNG AVIAIVIG
o moyvidl 1 LAKA ToyvidldVv €KTOG amd To KAMOTODQAVTOLPYIKA TPOidvTa, TO
dépua kot Tic daytvAopmoyiéc. H vroopdda avépepe emiong OtL 1 oplakn tun Ho
npénet va eivar 30 mg/kg katomyv avoaywywng odomaons. H tun avt) etvon m
YOUNAOTEPN GLYKEVIPMOON TOL UmOPel v aviyvevtel pe oSlomotio omd doKIUn
avaymywkng otdomracns. Ocov apopd Tig doyTVAOUTOYIES, 1| VTTOOUAdA avEPEPE OTL Bal
npénel va kobopiotetl Opro 10 mg/kg v v elevBepn avikivn, dedopévov 4Tl N TN
avt elvar M YounAOTEPN CLYKEVIPOON TOL pmopel va eleyyBel aSomoTa OTIg
oLV OIS OOKIUES GE SO TLAOUTOYIES.

H opdda epumelpoyvopovey yio TNy ac@EAELd TOV ToyVIOldV, KOTA T GuVEdPIOoT TNG
otig 19 Askeuppiov 2017'°, séétace tov kabopiopd oprakdv tumv 30 mg/kg yio v

kaBdg kot ywo v Tpomomoinon g odnylag 1999/45/EK kot yu v KOTAPYNOT TOV KOVOVIGHOV
(EOK) ap18. 793/93 tov ZvpPoviiov kat tov kavoviopov (EK) aptf. 1488/94 g Emrpomniig kabmg Kot
g odnyiag 76/769/EOK tov Zuvpfoviiov kot tov odnyidv g Emtponng 91/155/EOK, 93/67/EOK,
93/105/EK xat 2000/21/EK (EE L 396 tg 30.12.2006, c. 1).

‘Eyypago cuvvedpioong g vmoopddog «Xmuikég ovoiegy: EXP/WG/2015/027/Annl, Aniline from
azodye cleavage, Results from Sweden.

Briischweiler et al., Identification of non-regulated aromatic amines of toxicological concern which can
be cleaved from azo dyes used in clothing textiles, Regulatory Toxicology and Pharmacology 69 (2014)
263-272. Avagépetan 6t0: ANEC —Eyypago 0éong yia v avihivn. Arpidiog 2016. YmopinOnke otnv
vroopdda «Xnuikég ovoiegy tnv 1n lovviov 2016 (EXP/WG/2016/027).

Okotest 2/2015, c. 69.

‘Eyypogo mpofinuaticuov EXP/2015/029/rev].

Mntpmo opddmv eumepoyvoudvov g Emxttponrg, Opdda eUmeipoyvopovoy yio. TV aoiielo Tov
TOVIOUDV (E01360).
http://ec.europa.eu/transparency/regexpert/index.cfm?do=groupDetail. groupMeeting&meetingld=4151.
Mntpdo opddwv gumepoyvoudvov g Emttponng, Opddo eumelpoyvoudveov yio TNV 0oQAIAELD TOV
ALY VIOV (E01360), KopTéELQL «Xovedplacecy.
http://ec.europa.eu/transparency/regexpert/index.cfm?do=groupDetail. groupMeeting&meetingld=1485.
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(10)
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avIAlv) KOTOTY  OVOYOYIKNG  OWIOTOONG O VAKA  ouyvidoldv oo
KAwoTob@avtovpyikd mpoiovra kot oépua 30 mg/kg ywoo v ovidivn Katomy
avaymywkng dtdomacng o€ doytvlounoyiég kat 10 mg/kg yuo tnv eAevBepn avikivn og
SUYTLAOUTOYIEG, OTMC eiyxe VIOdEOel TPONYOLUEVOS GO TNV LTOOUAON «XMUKEG
oVoieg.

Xoupova pe o apbpo 46 mapdaypaeoc 2 ¢ oonyiag 2009/48/EK, ot amoutnoelg
ocvokevasiog yo ta Tpdeua mov kabopilovtar otov kKavovioud (EK) apf. 1935/2004
tov Bvpondikod KowoBoviiov kot tov Zvppoviiov!” mpémet vo Aappdavovrar vroym
Kot T B€0TIoN EWIKAOV 0PLOKAOV TILMOV Y10 TIS YNUIKEG ovoieg 6To Tposdptnua I' tng
ev Aoy odnyioc. Qo1060, 01 facikés Tapadoyés oTic omoieg Bepelmvovtar ot pébodot
JOKIUNG TG peTavdoTevons mov avaeépovtal 6to apbpo 11 mapdypoaeoc 4 Tov
kavoviopoV (EE) ap1f. 10/2011 g Emrponic'®, 1o onoio amotekel e1d1cd pétpo katd
v évvota Tov apBpov 5 tov kavoviopov (EK) aptf. 1935/2004 kot to omoio Oeomilet
E0IKEG OMTOTNOELS YO TNV KOTOOKELY KOU TNV EUNOPio. TAUCTIKOV VAKOV Kol
avTikelévav mov mpoopilovral va £pBovv ce emar| pe TPOPLUO, SOPEPOLY OO TIG
Baocwég mapadoyés otig omoieg Pacilovror ta Opla TEPLEKTIKOTNTOS OPICUEVOV
T VIOldY 0cov agopd TV avidivy otnv odnyia 2009/48/EK. Emumhiéov, sivon
adVVOTO Vo GLYKPLBOVV T OPloL LETAVAGTEVOTG UE TO, OpLol TEPLEKTIKOTNTOG. 26 €K
TOVTOV, €KTOG OO TOL GLUUTEPAGLLOTA OVTE, dEV VITAPYEL TPOTOG Vo AN@BovV VoYM ot
QOLTNGEL GLOKELOGIOG Yol TO TPOPULO KOTd TOV KABOPIGHO 0plov TEPLEKTIKOTNTOG
Y10 TNV aVIAIVY) GE OPIoUEVA TTOLYVIOLCL.

Y76 to mpicpa g tagvounong g aviiivng og ovcsiog KMT, tng ékbeong ektipnong
emkwvovvotrog ¢ Evponaikng ‘Evoong yia v aviiivn, g yvoung e RAC ko
¢ SCHER kot tov yvoLod0TNGE®MV TG OUASOS EUTEPOYVOUOVOV Y10 TNV AcPAAELD
TOV TOLVIOUOV Kot TNG VIOORddas TG «XnUIKES ovoies», KobMS Kol TV HEAETMOV
GYETIKA [LE TNV TTapoLGio aviAivg 6Ta KAmGTobQavTovpyKd Tpoidvta, eivar avaykaio
va kafoplotel Oplo Yoo TV oviIAMvn 6€ DAMKA ToyVidI®V omd KAWGTOLQAVTOLPYIKE
Tpolévta. Kot o€ VAKG Toyviolov omd oépua 30 mg/kg KOTOMYV  aVOY®YIKNG
ddomaonc, kafdg Kot 6pto yuo tnv avidivn og dayrviouroyiég 10 mg/kg mg eAetBepn
avidivn kot 30 mg/kg Katdémy avoymyikng dS1domaong.

Koatd cvvéneira,, n oonyia 2009/48/EK Ba tpénet va tpomomoin el avaidywe.

Ta pétpa mov mpoPArémoviar oty mopovoa odnyia gival COUPOVO LE TN YVOUN TNG
EMTPOTNG YOl TV AGPAAELN TOV TOLYVIOUDV,

EZEAQYE THN ITAPOYXA OAHI'TA:

Apbpo 1

210 mapaptnua I mposaptnpa I' g oonyiag 2009/48/EK mpootiBetar 1 akdAovdn eyypaon:

Kavoviopdg (EK) apif. 1935/2004 tov Evpomaikod KowvoBovAiov kot tov Zvpfoviiov, tng 27ng
Oxtofpiov 2004, oyxeticd pe To VAIKO Kot oviikeipevo mov mpoopiloviar vo épBovv ce emapn e
TPOPLULA KoL e TNV Katdpynon Tov odnywdv 80/590/EOK kot 89/109/EOK (EE L 338 g 13.11.2004,
c. 4).

Koavoviopdg (EE) ap10. 10/2011 g Emrtponng, tng 14ng lavovapiov 2011, yio To TAAGTIKA DAKE Kot
avtikeipeva tov tpoopiloviar va épBovv e emapn pe Tpoéeue (EE L 12 g 15.1.2011, o. 1).

EL



Ovoia

Ap9. CAS Optoakn Tiun

«Avidivn

62-53-3 30 mg/kg  KoTOMY OVOY®YIKHG SIOCTOGNG
0€ VAIKA TO VSOV amrd
KA®GTOVQOVTOVPYIKE TPOidVTOL
KOl G€ DVAMKA ToLyvidudV amd
dépua

10 mg/kg g erebBepn avidivn oe
J0TVAOUTOYIES

30 mg/kg  KatOTV avoy®YIKNG O10oTAoNG
G€ OO TVAOUTTOYIEG)

Ap6Bpo 2

Ta kpdatn péAn Beomilovv kal dnpociedovv, mpwv and Tg/mv [Na ovurinpwbei n
nuepounvio, 18 unves uetd v nuepounvio, onuocicvong onv Emionun Epnuepioo],
TG avaykaieg VOUODETIKEG, KAVOVIOTIKEG Kol OlotknTikéS dwtdéelc yuoo va
GLUHOPP®OOVY pe TV Tapovca odnyia. Avakowvadvovv apécws otnv Emitpont| to
KEIPEVO TV €V AOY® SaTAEEWDV.

Egappolovv 1ig dwatdéels avtég and mv/tig [Na courinpwlei n nuepounvio, 18
unves + 1 quépa peta v nuepounvia onuoocicvong oty Exionun Epnuepioa].

Otav 1o kpatn péAn Beomiovv 11 ev My dSatdelc, ovtég mePLEYOLV avapopd
oV Tapovca odnyio 1 cLVOSEHOVTOL AO TNV AVAPOPE AVT KATH TNV ETIoNUN
dnpooievon tovg. O TpodTOg TS AvVaPOPAS amoPacileTol amd To KPATN WEAT.

Ta kpdn péAN avaxkotveovovy oty Emtpony| to keipevo tov ovstmwdmv dwutdéemv

€0MTEPKOD O1Kaiov Tig onoieg Beomilovv 61OV TOpEN TOV SEMETOL OO TNV TOAPOVLGA
oonyia.

Apbpo 3

H mapovoa odonyia apyilet va ioydel v eikootn nuépa and ) dnpocicvon g otV Exionun
Eopnuepioo e Evpwraixng Evworg.

Apbpo 4

H mapovoa odnyio amevBOvetar ota kpdn LEAN.

Bpuééhieg,

EL

Lo tyv Emitporny
H Ipoedpog
Ursula VON DER LEYEN
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