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(Ipaéeic yia v 10x0 Twv onoiwv dev amarteitar dnpooicvon)

EITITPOITH

ATIO®AXH THX ENITPOIIHX
™G 41¢ AekepPpiov 2000

pe v onom avayvopiletar, Ka'rapxqv, 1 mAnpodTyTa Tov @akelou ou unefAdn yo Xentopqu ekttaon
pe okomod TV evdexopevn kataxopion ¢ UBH 820-UR 50601 (beflubutamid) oto napaptqpa I ¢
odnyiac 91/414/EOK tou Zupflouliov 66ov agopa | S1adeon @utompootateuTikOY TIPOIOVTOY OTNY

ayopd

[xowornomdeioa und tov apiuo E(2000) 3648]

(Keipevo mou mapovoialer evliagépov yia tov EOX)

(2000/784/EK)

H EIMITPOITH TON EYPQITAIKQN KOINOTHTON,

Exovtag unoyn:

™ ouvdnkn yia Ty idpuon g Eupenaikig Kowdtntag,

mv odnyia 91/414/EOK tou Zupfouliou, ¢ 15ng Iouhiou
1991, oxetika pe ) SdJeon QUTOTPOCTATEUTIKGY TPOIOVIOV GTIV
ayopa (1), onwg Ttpomomowdnke Tehevtaia and v odnyia 2000/
68/EK ¢ Emtponns (3), ko 1diwg o apdpo 6 mapaypagog 3,

Extipovag ta akolovda:

1)

H odnyia 91/414/EOK (oto £&ij¢ anokahoUpevr «) odryia»)
npofAener ™y KatapTion evog KOWOTIKOU Katahoyou Opa-
OTIKGOV OUGLOV, 1] XPTON TGV OMOIWV EMITPENETAL GE QUTO-
TPOOTATEUTIKA TPOIOVTA.

H etapeia UBE Europe GmbH unéfale otig yeppavikég
apxés, oug 27 Iouviou 2000, gakeho ywa T Spaotikn
ouola UBH 820-UR 50601 (beflubutamid), pe oxono v
Katayepol] g oto mapaptpa [ g odnyiac.

O1 yeppavikés apyéc dnhwcav oty Emttponn ot petd and
e apykn e&étaon @aivetar ot o @akelog mepthapfaver
O\ ta oToEla KAt TG MAPOYOPIEG MOV aTmAUTOUVTAL ATO
0 mapaptpa I g odnyiag kai, yia toukdyiotov éva
QUTOTIPOCTATEUTIKO TIPOIOV TOU TEPLEXEL T OXETIKN dpa-
oTKI] oucia, eTelouv OTL 0 QakeNog mephapfaver OAa Ta
otolyela Kol TIC TAPOQYOPIEG TOU AMAUTOUVTAL OamO TO
napaptpa 11 g odnylag. Tt cuvéyela, cupPoVa pE To
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apdpo 6 mapaypagog 2, o @akelog diefifaodn and Tov
artovvta oty Emrtporr) kar ota dMa kpatn péln.

O @akel\og mapenéugdn ot HOVIHN QUTOUYELOVOMIKT] €i-
tpom, otig 18 Oxtwfpiov 2000.

Me to apdpo 6 mapiypagog 3 g odnylag amarteital
enionpn emPefaivon oe kowotiko eninedo Ot koe PakeNOg
TAnpoL TIG amartioels yia Tig mAnpogopie mou kavopilovat
oto napdptnpa II kat, yia TOUNAYIOTOV va QUTOTPOCTATEY-
TIKO TIPOLOV TOU TEPLEXEL TN OXETIKN OPAOTIKY ouoia, OTO
napaptpa I g odnyiag.

H emfPePaioon auty eivar avaykaia yio va kataotet duvarr
1 Aentopepnic €E€taon Tou QaKENOU Kal Yo VO PMOPEGOUV
T KpaTn PEAN va Xopnynoouv Tpocwpivry £YKPLOT] yid QUTO-
TPOOTATEUTIKA TIPOIOVTA TIOU TIEPLEXOUV TN GYETIKT] OPOOTIKT|
ouola oUpEVA 1€ TOUG OpouG Tou kadopilovtat oto apdpo
8 mapaypagog 1 g odnyiag.

H napovoa andgaon dev mpodikalet to dikaimpa e Emi-
PO va {nuicel and tov artouvia va umoPaMAel oTo
Kkpatog pENOG oMy MEPAITEP® oTOIXElQ 1] MATpOQOpiES,
®OTE Vo dleukpvioToUY opiopéva onpeia tou gakélou. To
aiTNHe yie TV UTOPOAT] TEPAITEPW® OTOLXEIWV avayKaiwmv
mpog dteukpivior Tov Qakélou dev emnpedlel T XPOVIKH
npodeopian KATADEONG TG AVAQEPOUEVIG OTIV KATOTEP®
artiohoyikr) okéyn 9 ékdeong.

Ta kpatn pe\n kot 1 Emtponr) oupgawvolv ot 1 Teppavia
Yo efetaoer evdeheyag to @akelo yia v oucia UBH
820-UR 50601 (beflubutamid).
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(9)  H Teppavia da unofalet oty Enttponr| ékdeon) e ta mopi-
OHaTA TGV EEETACEWY, OUVOSEUOHEVA aMd TUXOV GUOTACELS
Ylo KOTayopLon 1 [ Kat Tuyov GYETIKOUG OPOUG, TO OUVTO-
potepo duvatd kar o apydtepo o SdoTpa EvOg £TOUG
and v nEépa dnpooicuons TG mapoloag anodeaors.

(10) Ta pétpa mou mpofAémovial oty mapoloa andQaocn Eivat

OUHQOVE HE TN YVORN TNG HOVIUNG QUTOUYEIOVOHIKNG €mi-
TpOTS,

EEEAQSE THN TIAPOYZA AIIO®AXH:

‘Apdpo 1

O @akelog mou unofAdnke and v UBE Europe GmbH oty
Enttponn) kat ota kpdtr peN) pe okomd v katayopion e UBH
820-UR 50601 (beflubutamid) g dpaoctikng ovoiag oto
napaptpa I me odnyiag 91/414/EOK kat o onolog mapanépginke
ot povipn gutolyelovopkn emtponr otig 18 Oktwfpiou 2000

KAVOTIOLEL, KOTApYMV, TIC OMALTIOES K TPOG TO OTOLXEIN KAl TIG
nAnpogopieg mou mpofAénoviar oto mapaptipa Il e odnyiag. O
@akeNog TANPOL TIG AMAITOEIG OE OTOLKEl Kal TANPOQYOpieg mou
tasoovtal oto mapaptpa I e odnyiag wg mpog éva gutompo-
OTATEUTIKO TPOiOV mou mepiéyet v ouoia UBH 820-UR 50601
(beflubutamid), Aappavovtag umOYn TG TPOTEWVOUEVEG XPTIOEIC.

‘Apdpo 2
H mapovoa andgacn ameuduvetar ota KpATr peN).
Bpuéhes, 4 Aekepfpiou 2000.

Ia wv Emtpont
David BYRNE
MéAog ¢ Emrtporg



