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To mapov £yypago amoterel amidg fondnpe Tekpunpioons ko to Ogopikd épyave oev avoroppavovv kapia gvdvvny Yo To
nepLEYOuEVé 100

»B KANONIEMOX (EK) ap0. 726 /2004 TOY EYPQIIAIKOY KOINOBOYAIOY KAI TOY
XYMBOYAIOY

¢ 31ng Mapriov 2004

Yo T1] 006N KOWVOTIKOV S1001KAGLAV YOPNYN oIS GdE10g KUl ETonTEiOg O00V apopd Ta Qéppoka
oV TPoopilovrar Y avOPATIVI] KOl YIO KTNVIOTPLKY XpHon Ko ya TN ovotaon Evpondiko
Opyavicpot Pappdxov

(Keipevo mov mapovcialer evowagépov yia tov EOX)

(EE L 136 g 30.4.2004, c. 1)

Tpomomotgiton amd:

Enionun Eenuepida

apl.  oeAlda  muepounvia

> M1 Kavoviepdg (EK) apd. 1901/2006 tov Evpwmaikod Kowopoviiov kot L 378 1 27.12.2006
Tov Zvppoviiov g 12ng Aekepfpiov 2006

> M2 Kavoviepdg (EK) apd. 1394/2007 tov Evpomaikod KowofovAiov kot L 324 121 10.12.2007
Tov Xvppoviiov g 13ng Noguppiov 2007

> M3 Kavoviopdg (EK) apif. 219/2009 tov Evporoaikod Kowofoviiov xor L 87 109 31.3.2009
tov Zvppoviiov g 11ng Maptiov 2009

» M4 Kavoviopog (EK) apif. 470/2009 tov Evporaikod Kowofoviiov xor L 152 11 16.6.2009
Tov Zvppoviiov g 6mg Mdiov 2009

» M5 Kavoviepdg (EE) apd. 1235/2010 tov Evponaikov KowofovAiov kot L 348 1 31.12.2010
Tov XvpPoviiov g 15ng AskepPpiov 2010

» M6 Kavoviopdg (EE) apb. 1027/2012 tov Evponaikov KowofovAiov kot L 316 38 14.11.2012

Tov Zvppoviiov g 251n¢ OxtwpPpiov 2012

Aopbdveton omd:

»C1 Awpbotikd EE L 201 g 27.7.2012, o. 138 (1235/2010)
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KANONIZIMOX (EK) apif. 726 /2004 TOY EYPQIIAIKOY
KOINOBOYAIOY KAI TOY XYMBOYAIOY

¢ 31ng Maprtiov 2004

Yie TN 0£0mI6N KOWVOTIKOV OlUdIKOCLOV YOPNYNOoNS GO0 Kol

enonteiog 60OV aQopad TO QAappoKe  TOL Tpoopilovrar Yo

avlpOTIVI] KOL YO KTNVWIPIKY] YP1o1] Kol Yo TN o06TooN
Evponaikod Opyavicpnod @appakov

(Keipevo mov mapovoialerl evoragépov yia tov EOX)

TO EYPQITATKO KOINOBOYAIO KAI TO TYMBOYAIO THE EYPQIIAI-
KHX ENQZHY,

"Exovtag vroyn:

™ ZuvOnkn o v dpovon g Evponaikhig Kowotnrtag, kot 1diwg to
apBpo 95 xar 10 apbpo 152, mapdypapog 4, onueio B),

mv npdtoon g Emrpornnig (1),
™ yvoun ™mg Evponaikig Owovopkrg kot Kowwvikig Emtponnig (3),
apov {nmbnke n yvoun mg Emtponig tov Iepipepeimv,

Amnogacifovtag pe 1N dwdwkooio tov dpbpov 251 g Zvvinikng (3),

Extipovrag to €ng:

(1)  To apbpo 71 tov kavoviopov (EOK) apf. 2309/93 tov Zvppov-
Mov, g 22ag IovAiov 1993, yw ) 6éomion KowoTik®V dSadi-
KOGI®V £YKPLONG KoL ENOTTELNG TOV PAPUAK®OV Yo avOpdTIVY Ko
KINVIOTPIKN ¥PpNoN Kot Yo Tr) cVGTOOT| EVPOTOIKOD OPYOVIGLOV
v v agoroynon Tov eapudkmv (4), TpoPrénet o1, evidg €
etV and mv évopén oydog Tov gv AdYym kavoviopov, 1 Emt-
Tpomn OMUoclevEL YeVIKN €kBEOT OYETIKA pe TNV Telpa TOv Exel
amokopotel and ™ Asttovpyia TV Sudikacidv mov Beomilovran
omd Tov €V AOY® KOvoviouo.

(2)  Ymo to ewg g €kBeong g Emitpomng oxetikd pe v knbeica
meilpa, Tpoékuye Ot elvan avaykaio n Pektioon Tov ddikacidv
xopnynong adelng kvklopopiog apudkwov, evtdg g Kowotn-
TOG, KOU 1) TPOMOTOINGT OPICUEVOV OOIKNTIKOV TTUYAV TOV
Evpomaikod Opyaviopod A&ordynong @apupdkov. Eni mAiéov,
N ovopocio Tov Opyaviopod Ba wpémel va amhovotevbel kot va
viver Evpomraikdés Opyaviopog Doppixev (spefng «Opyoavi-
GLLOGY).

(3)  Amd ta CLUUTEPAGUATO TNG TPOAVAPEPOUEVNG EkBECT|C TPOKDTTEL
OTL 01 TpomOTOMGES oL B Tpémel va emEABOVV GTNV KEVTPIKN
dwdwacio mov Oeomileton  omd  Tov  kavoviopd (EOK)
apd. 2309/93 eivor S10pHDOES OPIOUEVOV AETTOUEPEIDV TNG

(") EE C 75 E ¢ 26.3.2002, o. 189 kot EE C ... (8ev &gt akoun dnpoocievdet

omv Emionun Eenuepida).

(®» EE C 61 g 14.3.2003, o. 1.

() T'voun tov Evpomaikod Kowofoviiov g 23ng Oxtoppiov 2002 (EE C
300 E g 11.12.2003, o. 308), kown Béon tov Zvpfoviiov g 29ng Zentep-
Bpiov 2003 (EE C 297 E g 9.12.2003, o. 1), 6¢éon tov Evponaikod Kot-
vofovAiov g 17mg Aekepfpiov 2003 (dev éyer axodun Snpootevdei oty
Enionun Eenuepida) kot and@acn tov Zopfoviiov g 11ng Maptiov 2004.

(*) EE L 214 g 24.8.1993, o. 1. Kavoviopog o omoiog tpomomomidnke telev-
taio omd tov koavoviopd (EK) apd. 807/2003 (EE L 122 g 16.5.2003,
c. 306).
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Agrtovpyiog TOV Kol TPOGUPUOYES TPOKEUEVOL Vo ANeOel voyn
N mlovn €EEMEN TG EMOTAUNG KOl TOV TEXVIKOV KabO®dG Kol 1
pehdovtikr] devpvvon g Evponaikig Evoong. Amd v idw
£xbeom TPOKVTTEL OTL O YEVIKEG apyéG mov Exovv Non Oeomobel
Kot diémovv v Kevipkn dwadkacio Oo mpénet va dtotnpnHodv.

4  E&ahrov, emedn] to Evpomaiké Kowvofodio kot 1o Zvppoviio
e&edwoav v odnyio 2001/83/EK, g 6mg NoguBpiov 2001, mepi
KOWOTIKOD K®OOIKOG Yt To QApuake Tov mpoopiloviar Yo
avOpomvn xpron () kebodg kot v odnyio 2001/82/EK, tng
6mc NogpPpiov 2001, mepi KOWOTIKOD KAOIKOG YO0 TOL KTNVIOL-
TPk @apuoxa (3), Oo wpénel vo Tpocuppochodv OAeg ot Topa-
TOUTEG OTIG KMOIKOTOLOVUEVEG 00NYiES, OV TEPEXOVTAL GTO KEI-
pevo tov kavovicpot (EOK) apf. 2309/93.

5) T Aoyovg capnvelng, givarl ovaykaio 1 OVIIKATAGTOGT TOV €V
AOY® KAVOVIGHOD HE VEO KOVOVIGHO.

(6)  Evdeikvoutor n dwtipnon tov Beomicpévov amd TV KATapyo-
HEVT KOWOTIKT] VOHOBEGID KOWVOTIKOD UNYXOVIGLOD GUVEVVONONG
W and TN ANYN 0mOGONTOTE OmOPAcNS o€ €0vikd eminedo
GYETIKG LE €va GAPUOKO VYNANG TEXVOAOYING.

(7)  H meilpa petd v €kdoomn g odnyiag 87/22/EOK tov Zvppov-
Mov, g 220¢ Aekepppiov 1986, yuwo v mpocéyyion tov €Ovi-
KOV PETPMV GYETIKA HE TNV KLKAOQOPIO T®V QUPUAK®OV DYNANG
teyvoroyiag, Wing ekeivov mov mapackevdlovrar pe pebddovg
Broteyvoroyiog () xatédeiée otL givor ovaykaio n Oéomon piog
VIOYPEMTIKNG  KEVIPIKNG KOWOTIKNG Sadikaciog Yopnynong
AOEL0C YOl TO, PAPHAKO, VYNANG TEXVOLOYIOG Kot 10img Yo EKEival
oV apackevaloviol pe Proteyvoroyikég HeBddovs, TPOKEWUEVOL
va dwtmpnBel 10 vynAd eminedo emioTnpovikng a&loAdynoNg
aTOV TOV Qapuakov oty Kowotrta kot va dwtnpnBel, Kotd
GUVETELD, 1] EUMIOTOGUVN TOV 0GHEVOV Kol TOV ETOYYEALOTIOV
ToVv KAGdoL TNg vyelog oe avtv TV afoAdynon. Avtd eivor
Wwaitepa GNUOVTIKO 6T0 TAAIGLO TG EREAVIONG VEDV Bepameldmy,
ommg 1 yovidwokn Bepaneia kot cuvaeelg KutTopikég Oepameies, M
N eteporoyn copotikn Oepaneio. H mpocéyyion avty Bo mpémet
va dtmpnBei, 1dimg yo vo eEaceototel 1 koA Aettovpyia Tng
E0MTEPIKNG AYOPAS GTO QOPUAKELTIKO KAASO.

®)  Me v mpoonTIKn TG EVAPUOVIONS TNG ECMTEPIKNG QyOpAS OGOV
aeopd ta véa eapuaka, Oo TPETEL ETIGNG VO KOTOOTEL VITOYPE®-
Tk N Sdkacio avn o KEOe opPavo PAPLOKO Yo ovOpdTIvY
¥PNON TO Omoi0 TWEPLEYEL IO EVTIEAMG VEQ OPAGTIKY O0LGid,
dnradn ovoia yio v omoia dev €xel akdun dobel adela Kvukio-
popiog ommv Kowotnra kot n Bepamevtikny g évoein eivan
Oepomeio TOL GLVOPOUOV EMIKTNTNG CVOGOTONTIKNAG AVETAPKELOG,
TOV KOPKIVOL, VEDPOEKPUAIGTIK®V acBevelmv 1 dwofntn. Téooepa
£t petd mv évapén oyvog tov mapovrog Kavoviepod n dwadi-
kaoio Ba mpémel va yivel VTOYPEMTIKY Kol Yot TO. PAPUOKO Yo
avBpmmivn gpNon Tov TEPEXOLV VEL SPAGTIKY 0OLGTN, KOL Yol TO

(") EE L 311 g 28.11.2001, o. 67. Odnyio. n omoia tpomomomfnke tehevtaio
amd v odnyia tov Xvppoviiov 2003/27/EK (BA. 6. 34 tng mapovcag Emi-
onung Eenuepidac).

(®) EE L 311 g 28.11.2001, o. 1. Odnyio n omoia Tpomomo|dnke tehevtaio
a6 v odnyia tov XZvpPoviiov 2004/28/EK (BA. 6. 58 tng mapovcag Emi-
onung Egnuepidac).

(®) EE L 15 g 17.1.1987, o. 38. Odnyia 1 onoio katopyndnke omd v odnyia
93/41/EOK (EE L 214 tng 24.8.1993, o. 40).
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omoia M Bepamevtikn £vdeldn eivan yo v Bepameio. qVTOAVOGO-
TOMTIKOV 0oHEVEIDV Kot Yot GAAEG OLTOUVOGOTONTIKEG SVGAEL-
Tovpyleg Ko 10yevelg acBéveles. Oa mpémel va givar duvorn 1
avabedpnon tov datdéewv tov mapoaptiuatog I onueio 3) pe
AmAOVGTEVHEVT Slodtkacion ANYNG ATOQAGEDY TEGGEPO TOVAMYL-
oTov £t peTd Vv évapén 1oyx00g ToL TAPOVTOG KAVOVIGHOD.

Y10V Topén TV QapPUAK®V oV TPoopilovTal yio avOpmmivn xp1-
o1, M TPOOIPETIKN ¥PNON NG KEVIPKNG drudikaciog Oa mpémel
enmiong vo mpoPAémetanr O6tav 1 xpnon UG eviciog dadikaciog
dnpovpyei mpootifépevn a&ia yio Tov acbevr. H dadkacio avt)
Oo mpémel va TOPAUEIVEL TPOUPETIKN YO TO PAPLOKO TO, OTOlaL,
HOAOVOTL OEV AVIKOLV GTIS TPOOVOUPEPOLEVES KATYOPIES, AMOTE-
Aovv Bepamevtikn kKavotopie. Evdeikvutal eniong va emrponei n
¥PNON OLTNG TG SdIKOoIog Yot @ApHOK To OToid, OV Kol JeV
OTTOTEAOVV KOWOTOWIO, HTOpohV Vo amo@épouy OQENOG YioL TNV
Kowavia 1 Yo Tovg acbevelg edv toug yopnyndel adewo e€apyng
G€ KOWOTIKO €Mimedo, OT®G, M.X., TO. QAPUAKO, TOV UTOPOVV VO
Swrifevtanl yopic otpikn cvvtayn. Avti n emhoyn pmopel v
emextabel oTol yevOoHO QAPLOKO OTO omoio yopnyeital ddeo
a6 v Kowotnta, epdcov avtd dev DITOVOUEDEL OVTE TNV EVOP-
pPovIon oL EMTLYYXAVETAL OO TNV OEWAOYNGCT TOV QPAPUAKOV
aVOQOPAS OVTE TO OOTEAEGUATA QLTINS TNG 0EIOAOYNOTNG.

210V TOpEN TV KTNVINTPIKOV Qoppikmv, Oa mpénel vo mpofie-
@Bel M ANyn SOIKNTIKOV HETPMOV TPOKEEVOL Vo, Aapfdvovtot
VITOYN Ol 1OIOHOPPIEG TOL TOUEN AVTOV 01 0TTOIEG OPEIAOVTOL 1IWE
GTNV TEPLPEPELOKT KATAVOUN OPIGUEVOV VOGmV. Oo Tpénel va
glvar duvoTOV Vo YPNOLUOTOLEITOL 1 KEVIPIKY dladikacio yio
XOPNYNON GSEWG VIO TOL KTNVIATPIKGL GAPLOKO TOV YPTGLLOTOL-
00VIOL GTO TAMIGLO TMV KOWOTIK®OV STAEe®V ylo. TV TPOQU-
Aaén amd tig emlwotieg. H mpooipetikny ypnon g KEVIPIKNG
Swdikooiog Ba mpémel va dtatnpndel o To. KTNVIKTPIKG PAPLOKOL
OV TEPLEYOLV VEQ SPOGTIKY OVGIa.

INo ta pappoko avOpdmTvng xpRoNe, N TePi0dOg TPOoTAGiag TV
dedopévov mov oyetilovton pe TPOKAMVIKES Kol KAWVIKEG SOKIIEG
0o mpémer va givar 1 S pe exeivn mov mpoPAEmETOL 6TV 0dNYio
2001/83/EK. T to0 KviaTpikd @appoka, 1 nepiodog mpoota-
clag Tov dedopévav mov oyetifovial pe TPOKAVIKEG KOl KAVIKEG
doxpég kobmg kol pe dokpég acpaieing Ko Kotohoimwv Oo
mpénel va glvan M 10100 pe ekeivn mov mpoPArémetor oty odnylo
2001/82/EK.

[poxeévoy va pelmbel t0 KOOTOG EUmOPIlOG, OO TIC HIKPOLLE-
ooieg EMYEPNOELS, PAPLAK®OV TOL £YKPIVOVTOL LE TNV KEVIPIKN
Swdikooia, Oo mpénel va BEoTOTOOV SWUTAEELG TOV VAL ETTPETOVY
m peioon tov tTedov, v avoforn KatafoAng TV TEADY, TV
avaAnyn guBovng yo T LETAPPAGELG KOL TOV VO TAPEYOVY 1ot~
Kntikn Pondelo otTig eMyEPNCEL AVTEG.

Eivaw avaykn, yio 10 cupeépov g dnuoctlag vyeiag, ot amopd-
GELG YL TN YOPNYNON GOE0G OTO TAMIGIO TNG KEVIPIKNG dlodtko-
clog va AopPdvovior pe BAcT ETGTNUOVIKG KPITHPLL TOLOTNTOG,
OGPAAELOG KOL OTOTEAECUATIKOTITOS TOV GUYKEKPYEVOD QUPUA-
Kov, ympig va Aappdvovtar vTOYN OKOVOUIKEG 1| GAAES GKOTL-
pomreg. Qotoéc0, to kpatn puEAN OBo mpémel, kat' e€aipeon, va
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givor og B€om vo omoyopevovv TN YPNOT OTNV EMKPATELL TOVG
QOPUAK®V Yoo ovOpdTVY ¥pNon mov Biyouv OoVTIKEWEVIK®OG
kaBoplopéves apyéc dnuoctag Tang kot dnpoctov nbove. EEGA-
hov, dgv empéneton vo, yopnyeiton and v Kowdmra adsia ce
KTNVWITPIKO Pappoako gdv 1 xpnomn tov mopofaivel Toug Kovoveg
mov €yovv Beomotel oto mhaico g Kowng T'ewpywrg IoArti-
KNG N €dv mpoopiletarl Yo xpfHon m omoio, amayopedeTaL SUVALEL
MoV KowoTik®v datdéewv, petald AoV g  odnyiog
96/22/EK (1).

®a npémel va TpoPrepbel OTL T KpLINPLO TOLOTNTAS, UCPAAELNG
Kol - amoteAecpatikotNTag TtV odnywwv  2001/83/EK ko
2001/82/EK epapudlovtal oto @AappoKe ote omoio yopmnyeiton
adeo. amd v Kowdtnta ko Qo mpémer, pe v mpoPreym
ovTh, va gival duvatd Vo EKTIHATOL 1) GXECT] KIVEUVOV-0pEAOVG
oAV TV @apudkov otav tifevior oe kvuklogopio, KOTO TNV
avavEDOT NG AOEWNG KOl OTOTEINTOTE TO KPIVEL GKOTIO 1| OppoO-

S apyn.

Zopewvo pe to apbpo 178 g Zvvonkng EK, n Kowodtra mpé-
meL, o€ k@Be pétpo mov AapPdvel, va AapBavel vToOyYn TG TTUYES
ovanTLELOKN G TOMTIKNG Kot v TpomBel tnv emkpdtnon aéonpe-
oV cuvinkodv dwfioong o€ maykdouo eninedo. 1o TAAiGL0 TG
vopoBeciog Yo To QAPUAKEVTIKA TPOoidvTa Ba TPEMEL, apeEVOC, Vo
ocvveyioel va dtaoeoliletor 6Tt e&dyovtal HOVOV OTOTEAEGHOTIKG
KOl 00QOAn Qapuoka VYNANG ToldtTog Kal, oeetépov, 1 Emt-
tpomn va eEetdosl 1o evOgyOUEVO dNUIOVPYIOG TEPATEP®D KIV)-
POV Yo v deEaymyn epELVAOV Yo, Pappaka oV Tpoopilovral
Yo TNV KOTOTOAEUNOT| €VPEDS SLdESOUEVOV TPOTIKADY OCOEVEL-
av.

Yrdpyet eniong avdykn va mpoPfrebel 6Tt o1 deovtoroykég amor-
moelg g odnyiog 2001/20/EK tov Evpomdikod Kowofoviiov
Kot Tov Zopfoviiov, g 4ng Amrpikiov 2001, ywo v Tpocéyyion
TOV VOUOOETIKOV, KOVOVIGTIKOV Kol OLOIKNTIKOV SoTdEemV TmV
KPOTOV UEADV OC0OV apopd TV €papuoyn opbng klwvikng mpa-
KTIKNG KATA TG KMVIKEG SOKIHEG QUPUAK®V TPoOopOUEVOV Yo
Tov GvOpono (2) epapudloviol oTo QAPUIKN GTo Omoio yopnyei-
Tl adew Kukrogopiag amd v Kowotnra. Ewdwodtepa, dcov
aeopd TG KAMVIKEG SOKIUEG MOV mpoypatomolovvtol £E®  amd
mv Kowdmra y @dppoko mpoopildpeva va gykpBodv péca
omv Kowotnrta, Bo mpémel, katd v o&loAdynon g aitnomng
Yoo opRYNo™ GOE0C KUKAOQOPIAG, Vo EAEYYETAL OTL Ol €V AOY®
SoKég mpaypaTomominKay GUHE®VO UE TS apyES TG opdng
KAVIKNG TPOKTIKNAG Kol GOUO®MVO UE OEOVIOAOYIKEG OTOITNOELS
1600VVaLEG TPOG TIG STAEEIS TG OVOTEP® 0dnyiag.

H Kowoétrta 6o mpénet va Sobétel ta péco emotnuovikng a&lo-
AOYNONG TOV POPLAK®V TOV LITOPAAAOVTOL GOUPMOVO LE TIG OTO-
KEVIPOUEVEG KOWOTIKES dtadtkacieg xopnynong adewnc. EEGALov,
TPOKEWEVOL Vo eEAGQAAMIETAL 1) OLCLAGTIKY EVAPUOVIOT TOV
SLOKNTIKOV omo@dcemv mov Aaufdvouv to kpdtn HéEAN Ocov
aQopd GAappaKe TOL VTOPAAAOVIOL GUUP®VO LE TIG OTOKEVIPM®-
péveg dladkacieg xopnynong adewug, sivar avaykn va dwabétel n

(") Odnyia 96/22/EK tov Zvupovlriov, g 29ng Anpidiov 1996, ywa tnv amoyd-

PELOT| TNG YPNOWOTOINGNG OPIOCUEVOV OVGLOV HE OPHOVIKN 1| BupeooTatikn
dpdon Kot TV B-ovIoy®VISTIKOV 0oV otn LoKn Topaymyn yu Kepdo-
okomucovg Aoyovg (EE L 125 g 23.5.1996, o. 3).

(®» EE L 121 g 1.5.2001, . 34.
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Kowomta péoo enihvong dSlopovidv Petaéd Kpatdv HEADV OGOV
aeopd TNV TodTNTO, TNV OOPAAELD KOL TNV OTOTEAEGLOTIKOTNTO
TOV QOPUIK®V.

H dopn kot n Aettovpyia Tov dtapdpmv opydvev mov anaptilovv
tov Opyaviopd Bo mpémet vo oxediactodv €101 dote va AopPa-
VETOL VIOYN 1 avAyKN S10pKOVG OVOVEWDOTG TNG EMGTIHOVIKTG
EUTMELPOYVOUOGUVNG, 1 OVAYKY GLVEPYOSIOG HETAED KOWOTIKMV
Kot €0VIK®V opyavmv, 1 avaykn KatdAAnAng coumpaéng g Kot-
VOVIOG T®V TOMTOV Kot 1) LEAAOVTIKY] devpuven ¢ Evporaikrg

‘Evoong. Ta didpopa 6pyave tov Opyavicpov Bo mpémet va dnpi-

0VLPYNGOLV KOl VO, OVATTOEOVY KATAAANAEG ETOQEG [LE TOVG EVILOL-
(PEPOUEVOVG, 101mG OE TOVG EKTPOCHTOVS TOV 0CHEVMOV KOl TOVG
emayyelatieg Tov Topéa TG VYEiG.

To xvpotepo kobkov tov Opyovicpod Ba mpémel vo sivar m
TOPOYN EMOTNUOVIKOV YVOUDV TOV VYNAOTEPOL SVVATOV EMITE-
dov ota Bsopikd opyava e Kowotnrag kabdc ko ota kpdtm
HEAN, TPOKEWEVOL VO aokoVV TIG £E0Vaieg TOv TOvg avatifevon
OO TNV KOWOTIKN VOROBEGiD GTOV TOPEN TOV PUPUAK®OV, OGOV
aeopd T yopnynon Gdewg Kol TNV EMOMIEIL TOV (QUPUAK®V.
Mobvov Votepa omd o evicio EMGTNHOVIKY 0ELOAOYNOT TOL
VYNAOTEPOL dUVATOV EMTEGOV TOLOTNTAG, ACPAAELNG KOl OTOTE-
AEOLOTIKOTNTOG TOV QOPUAK®OV VYNANG TE(XVOAOYIOG, TPAYHOTO-
mowovpevn amd tov Opyavicopod, Bo mpémel va yopnyeiton amd tnv
Kowotmrta ddewa kukhopopiog pe tayeio dwdikooio mov vo e&o-
o@oliler ) otev ocvvepyooio petald g Emitpomng kot twv
KPOTOV HEADV.

[poxepévoy va eacpariletar  oteV cuvepyacio HETOED TOL
OpyoviGpold Kol ETGTHUOVEOV 7OV AGKOVV TN Opactnplotrd
ToVg 6T0 Kpatn péEAN, B mpémel emiong va mpoPAepbel o oOv-
Oeon tov Arowkntikod Zvppoviiov dwwcarilovoa T 6TEVH GVp-
Tpaln TOV appOdIOV OpYDV TOV KPATOV UEADV GTN GLVOAIKN
Suoxeiplon Tov KOWOTIKOD GLGTIHHATOS YOPTYNONG GOELG OE PAp-
LK.

O mpodmoroyiopdg tov Opyovicpol Bo mpémel vo omoteleiton
oo o TEAN 7oL KOTOPAAAEL O WBIOTIKOC TOUENG KOl TIG ELGPOPEG
mov KatafdAlovior amd TOV KOWOTIKO TPOVTOAOYICUO Yo TNV
EPAPUOYN TOV KOWOTIKDV TOATIKMDV.

H mopdypagog 25 tng dopyavikng cvpemviag me 6ng Maiov
1999 peta&d tov Evpomdikod KowofovAiov, tov Zuvpfoviiov
kot g Emrpomic yw ™ dnpociovopkn melapyio kot tn Pei-
tiwon g dwdikaciog tov wpoimoroyicpod (1) npofrémer 6TL o1
SNUOGIOVOIKES TTPOOTTIKEG B TpocaprocBoly dGTE v KoAv-
@BoVV 01 VéeC avayKeg mov TPOKLITOVY amd TN devpuvon.

H omokAeiotikny gubdvn yoo TV mpoeTOacio. TOV YVOUOS0TH-
cemv Tov Opyovicpod oyetikd pe kébe Bépa mov agopd to ap-
poka v avBpomivn xpion npémel va avatebei oe pio Emponn
Dopudrkav yioo AvBpodmivn Xpron. Ocov agopd To. KTNVILTPIKA
Qapuoka, M gvbdvn avt mpémel vo avatebel oe o Emtpomn
Qoppdkev v Kmviatpwkr Xprion. Ocov agopd oo oppoavd
QAPULOKO, TO £pY0 OLTO €ivol apROSOTNTA TNG EMLTPOTNG Yol TO
opeova @dappaka, n onoia £yl cvotadel pe tov kavoviopo (EK)
apd. 141/2000 tov Evpomdikod KowofovAiiov «ot Tov

(") EE C 172 g 18.6.1999, o. 1.
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SvpPoviiov, g 16mg Aekepppiov 1999, yio ta oppavd Qappo-
ko (1). Téhog, 660V apopd Ta PoTovofepomevTikKG Pappoka, M
gvbovn avt Ba mpémer va avatebel otnv Emtponn Botavobepa-
mevtik®v Papudkov, mn omoia €yl ocvotabel pe v odnyia
2001/83/EK.

H idpvon tov Opyaviopov Ba emitpéyel va evioyvbel o emotn-
HOVIKOG pOAOG Kot M aveoptnoio TOV EMTPOTOV QVTOV, 101mg
HEC® NG ONUIOVPYING HOVIUNG TEYVIKNG KO SLOIKNTIKNG YPOLLLLO-
telog.

®a mpénel va devpuvbel 10 mESlO FPOCTNPOTTOV TOV ETIOTI-
HOVIK®V ETTPOTMV KOL VO, EKGLYYPOVIOTEL 0 TPOTOG AglTovpyiag
kot 1 ovvBeon Tovg. H mapoyn emotnpovikdv cLUBOVAGY GTOVG
HEAAOVTIKOVG 0TOUVTEG AdE KuKAOPOpPiog Ba TPEMEL VO YEVIKEL-
Oel kot va eppabovbei. Opoiong, Ba mpémer va Snpovpynbodv
dopéc Yo TNV avantuén e TopoxNS CLIPOVAMY GE EMLYEPTOELS,
Wiog pkpopeoaies. Ot emitponéc Ba TpEmeL va Lmopohv vor LeTa-
Bpélovv opiopéveg appoddmres 0&loAOYNoNG GE UOVILES Opd-
deg epyaciag, avoyTéC O EUMEIPOYVAOUOVEG TNG EMIGTNIOVIKNG
kowotntag mov opifovtor yI' ovTd T0 GKOTH, SUTNPAOVTAS TOVTO-
¥Pova aképain TV evhvvn TG EMGTNUOVIKNG YVoH0ddTHoNG. Ot
Swdikooieg emaveEétaong Bo mpémel va TPOCAPUOGTOVV Yo Vol
StopaAifovtor KaAVTEPL TOL SIKOIOUATA TOV OTOVVTOG.

®a mpémetl va kabopiobei o aplBudc TV PEADV TOV ETGTNHOVI-
KOV EMTPOTAOV TOL TopePPaivovy oty KEVIPIKY| dladikacio Tpo-
KeWEVOL va e£ac@aAloTel OTL Ol &V AOY® EMITPOTES SLATIPOVV
éva amotedeopatikd péyebog petd ) diedbpuvvon e Evpomaikig

"Evoonc.

®a mpémel emiong va evioyvbel 0 pOLOG TOV EMGTNUOVIKMOV €L
TpondV £161 OoTE 0 OpYyaviclog va pumopel vo €xel evepyd mapov-
ol oto mhaicto Tov S1Ebvodc emoTNUOVIKOD SEAGYOL KoL Vo
OVOTTUGGEL OPICUEVES OVAYKOIEG OPOOTNPLOTNTEG GTOV TOUEO
g 01eBvoNg EMGTNHOVIKNG EVAPUOVIOTG KOL TNG TEYVIKNG GLVEP-
yooiog pe v Haykéomwa Opydveoon Yyeiog.

EE&aArov, mpokeévoy va Pertiwbdel n acpdielo dwkaiov, givor
GKOTYO Vo KaBOPLGTOUV Ol OPHOSIOTNTEG OGOV APOPE TOVG KOVO-
veg dapdvelag yuo Tig epyocies tov Opyaviopov, va Kaboptotodv
OPIGUEVOL OPOL Yol TNV EUTOPIN TOV POPUAK®V oTO. ool &gl
yopnynbel adew amd v Kowotmra, va avatebel otov Opyavi-
oud approdOTNTA TOPAKOAOVONGNG TG SLUVOUNG PUPUAK®Y TOL
£€Youv GdE KUKAOPOPIOG GTNV KOWOTIKY ayopd Kot va Kobopt-
6TOUV Ol KUPMOGELS Kot ol dwdikooieg emPBoing tovg otov dgv
povvTal ot STdEES TOV TUPOVTOS KOVOVIGHOD KOl Ol OpoL
mov meptAapPavovtarl otig adeleg KukAogopiog ol omoieg yopn-
yoOvtol 6t0 mAOiclo Tov dadikacidv mov Oeomilel 0 mopmV
KOVOVIGHOG.

Eivou emiong avaykaio va AneBovv pétpa emonteiog tov Qapud-
KoV ota ool yopnyeitoan ddewr and v Kowdmto kot, dimg,
EVIATIKNG EMOMTEING TOV AVETIOOUNTOV TOPEVEPYEIDV TOV (OP-
HAK®OV QVTOV 6TO TAOIGLO KOWOTIKOV dpaCTNPLOTHTOV KOWVOTL-
KNG QOPUAKOETOYPVTVIONG, MoTe va gEac@oiiletoar mn Tayeio
OomOGLPoT and TNV ayopd OTOLOVONTOTE QUPUAKOV TaPOLCLAlEL
apVNTIKN 0XECT KVdUVOL-0QEAOVG VTTO KOVOVIKEG GUVONKES XP1|-
CEMC.

(") EE L 18 g 22.1.2000, o. 1.
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(34

Ipoxeévoy va. givor TeEPIGGOTEPO OMOTELEGUOTIKN 1| EMOTTELD
mg ayopac, o Opyaviopuds o mpémel va givar vrebbvvog Yo to
GUVTOVIGUO TMV OPACTNPLOTHTOV TOV KPATOV UEADV GTOV TOUEN
mg eappokoemaypdmvnong. Eivar avaykn va swoayBovv didpopeg
STAEEIS VIO OVGTNPES KO ATOTEAECUOTIKEG OLOOIKOGIES PapLLoL-
KOETOYPOTVI|ONG, VO TAPEXETAL 1| SuVATOTNTO TNV oppOSIoL apyN
vo. AapUPAvEL TPOGOPVE EKTAKTO UETPO, GUUTEPIAGUPOVOUEVTG
MG E00YOYNG TPOTOMOWCEMY OTNV GdE10. KLUKAOQOpiag, Ko,
téhog, va e€oopariletal  dvvatdmmro eravoEloAdynong g oyé-
o1NG KOOVOV-0PELOVG EVOG PUPUAKOL OVA TAGO GTLY.

Eivaw emiong oxkémpo vo avorebel ommv Emtpomn, oe otevn
ovvepyacia pe tov Opyoviopd kor votepo omd cvvevvonomn e
o Kpatn pEAN, TO KaOfKOV Vo cuvtovilel TV eKTEAECT T®V
SIPOPOV  EMOTTIKMOV  OPUOSIOTATOV TOV KPATOV HEADV KO,
W0iog, 10 KaBNKOVTO TG TAPOYNAS TANPOPOPIDV GYETIKA LE TO
(QAPLOKO, KOL TOL €AEYYOVL NG TAPNONG NG OpONG TPUKTIKNG
TOPAGKEVOAGTIKNG, EPYUCTNPLOKNG KOl KAWVIKNG TPOUKTIKNG.

Eivar avaykaio vo mpoPrepbei n cuvtovicpévn loaymyn Kowvo-
TIKOV S0IKACLOV YloL Tr YOPNYNOT| OOEGS PUPUAK®V TAPGA-
Ao pe TIc ebvikéc dadkacieg TMV KPOTOV HEADV OV EXOVV
non evappoviotrel oe  onuovtikd Pobud amd TIC 0dnyieg
2001/83/EK wor 2001/82/EK. H Aertovpyio Tov S10d1KaGLOV
mov Beomilel 0 mapdv Kavoviopdg givar okOmUo v exoveEeTd-
Ceton ava dekoetio and v Emutpomn pe Pdon v xnbeica
neipa.

INo va vadp&er avtandkpion Wing otig Oeputéc npocdokieg Twv
acBevov kot va AapPdvetor vedyn 1 oloéva tayvTepn eEEMEN
g EMOTNUNG Kot TV Oegpameidv, Ba mpémetl va Becmiotovy Tayd-
Tepeg dradikacies a&loldynong, 01KA yo T QAPUUKO UE LEYAAO
Bepomevtind evilopépov, Kot S10d1KaGIEG YOPNYNONG TPOCOPIVAV
adelmv KuKAo@opiag vd opiopévovg dpovg mov Ba emavebetdlo-
VIOl €TNGIMG. ZTOV TOUEN TOV QOPUAK®OV Yo avOpdmTivn xp1on,
0o mpémer emiong va epapproleTal pol Kowr mpocEyyion, OmoTe
glvat EPIKTO, OGOV APOPA TO KPLTHPLXL KOl TOVG OPOVG TP YOPT|-
TIKNG XPNONG VEOV QUPUAK®OV GTO TANIGIO TV VOUODECIOV T®V
KPATOV PEADV.

Ta kpatn pén éxovv avamtdéel évo cHomua a&loldyNong g
GYETIKNG OMOTELEGUOTIKOTNTOS TMV QOPUAK®V, TO OO0 OTOGKO-
mel otV TomoBETNON EVOG VEOL (QUPLAKOL GE GYEOT UE TO LPL-
otaueva oty o Bepanevtiky Katnyopio. Opoimg ota cvpmepd-
OUOTA TOV GYETIKA WE TO QAappaka kat T dnpocta vyeia (1), ta
omoia eykpibnkav otic 29 Iovviov 2000, o Zvpfodito vroypdp-
LIOE TN ONUOCIN TOV EVIOMIGUOD TOV QUPLAK®OV TOV TPOCPEPOLV
mpootiféuevn Bepamevtikn agio. Qot6c0, 1 0EWAOYNON oVTH deV
0o mpémel va devepyeitan oto mAaiolo g £kdoong Gdelng KukAo-
popiog, TG omoiag To Pactkd KpiThpla givar dextd OTL Bo Tpémet
va SwtnpnBovv. And v dmoyn awt eivar oKOTUO Vo TPOPAE-
@Bl M duvaTdHTTA GLALOYNG TANPOPOPLOV Y10, TIG HEBOSOVG TOV
XPNOWOTOOVV Ol OpUOdIES ap)ES TOV KPATOV HEADV Yol Vo
TPocdlopicovy T0 BepamevTikd dQeL0g OV TPOoPEPEL KABE VEO
PapLaKo.

(") EE C 218 g 31.7.2000, o. 10.
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(35) Xopgova pe TG 1oyvovoeg dTdiels Twv odnywwv 2001/83/EK
kot 2001/82/EK, m 1oy0g MO KOWOTIKAG GOE0G KUKAOQOPIaG
MPEMEL VO, TEPLOPLOTEL OPYIKA G€ MEVTE €T, PETA T omoio. Oa
MPEMEL VO OVOVEDVETAL. XTN GUVEXELWD, T (o€ KukAopopiag Oa
mPEMEL Katd Kavova va €xel amneplopiot oyv. EEdAhov, kdbe
adelo. Kukhopopiag mov dev ypnollonoleitor emi Tpiot cLVATTA
£, dNAadN mov dgv €xel odnynost ce 61dbecn TOV EUPUAKOV
otV ayopd g Kowdmrtog katd v mepiodo avty|, Ha mpénet va
Oewpeitonr 0TL Emavoe vo 16Y0EL, TPOKEEVOD 101G Vo amopehye-
Tol 0 S0IKNTIKOG (OPTOG TOV OMOI0 CULVETMAYETOL 1 drTipnon
AVTOV TOV 0deldV KukAopopiag o€ 1oy0. Qo1060, O Tpénel vo
mpoPrepBodv eEapéoelg amd Tov Kovova autdv yio Adyoug dnpo-
oG vyeiag.

(36) Mmopobv va mpokdyovv Teptarloviikol kivduvol amd edpupoka
To. Omoio. WEPLEYOVV 1] OMOTEAOVVTOL OMO YEVETIKMG TPOTOTOL-
nuévoug opyavicpovs. Eival, emopévag, amapaitnto to mpoidvia
oUTA Vo VTOKEWTOL 68 [ Sodikacio aEloAdYNoNg TV TEPPUA-
AOVTIKOV KIvOOVOVY, avaloyn Ke ekeiv mov mpoPArémer n odnyio
2001/18/EK 1ov Evponaikov Kowofoviiov kot Tov Zvpfoviiov,
g 12ng Maptiov 2001, yo ™ oxdmpun ehevbépmon YEVETIKOG
TPOTOTOMUEV®V  Opyavicp®dv oto epiBdilov (1), dwadwacio m
omoio. O de&hyeton mopdAinio pe v afoldynon g mol-
OTNTOG, TNG OOPAAELNG KL TNG OTOTEAECUATIKOTITOS TOV GUYKE-
KPYWEVOL TPOIOVTOG GTO MANICLO LG EVINING KOWOTIKNG dtadtka-
clag.

37) Ta pétpa mov amatTovVTaAL Yo TV EQOPLUOYN TOV TAPOVTOG KOVO-
viopov Oa mpémer vo BeomicBovv cOuewve pe v amdeoon
1999/468/EK tov Zvppoviiov, tng 28ng lovviov 1999, yia tov
KaBoplopd TV OpOV GGKNGONG TOV EKTELEGTIKMV OPUOSIOTHTOV
nov avatifevion oty Empont (2).

(38) Ot dwatdéerg tov kavoviopov (EK) apf. 1647/2003 yio v tpo-
nomoinotn tov kavoviopod (EOK) apd. 2309/93 (3) dcov apopd
0pICUEVOVG  SNUOCLOVOUIKODG KOl  OIKOVOUIKOVG KOVOVES 0V
gpapudlovior otov Opyaviopd xabdg kor v mpocfacn oto
£€yypagpa Tov gv AOY® opyovicpol, Bo mpémel vo evoopat®dodv
TANPOS GTOV TOPOVTA KOVOVIGUO,

EZEAQYXAN TON ITAPONTA KANONIXZMO:

TITAOZ 1

OPIXMOI KAI IIEAIO E@GAPMOI'HX

Apbpo 1

2xomdg TOV TOPOVTOG KAVOVIGUOV gival 1 BE6TION KOWOTIKOV dlodika-
GOV YOPNYNONG GOENG, EMOMTEING KOl (POPLOKOETAYPOTVIONG OGOV
agopd Ttor Qappoxke mov mpoopilovtor yio avOpdmivny ypnon Kou To
KINVITPIKG @appoka kabng kot n ovotaon Evpomaikod Opyaviopov
Dappiakav (epe&ng ovaeepdpevov g «o Opyaviopocy).

(") EE L 106 g 17.4.2001, o. 1. Odnyia n onoia tpomomorbnke televtaio omd

tov kavoviopo (EK) apif. 1830/2003 tov Evponaikov Kowofoviiov kot Tov
Yvppovriov (EE L 268 g 18.10.2003, c. 24).

(®» EE L 184 tng 17.7.1999, o. 23.

(®) EE L 245 tng 29.9.2003, . 19.
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Ot datdelg Tov mopovTog Kavovicpod dev Blyovv Tic e€ovoieg TtV
apYdOV TOV KPATOV HEADV MG TPOG TOV KAOOPIoUO TOV TIHOV TOV
QOPUAK®V, 0VTE OGOV APOPE TNV LIAY®YT| TOVG 0TO TEdio EPAPUOYNG
TV €BVIKOV GUGTNUATOV VYEING 1 TOV GUOTNUATOV KOW®OVIKOV oGO~
Moemv PAGEL VYEIOVOLIK®DY, OUKOVOUIKAOV KOl KOWVMVIKGOV Tpobnobéce-
ov. Ta kpdn péAn pumopovv, 1img, vo emiéyovy petald tv ototyeinv
7OV gpaivovtal oty Gdgta KuKAo@opiag Tig OepamevtiKég evoeifelg Ko
To peyén ovokevaciog mov Ho KeAvmTTovTol amd TOVG OKEIOVG POPEiG
KOW®VIKOV 0GPUMGEDV.

Apbpo 2

Mo tovg 6KomohE TOL TAPOVTOG KAVOVIGHOV, £popproloviatl ot opiopoi
Tov apbpov 1 g odnyiag 2001/83/EK Kot ot optopoi Tov apbpov 1 g
odnyiag 2001/82/EK.

O KdToY0G TG Adeg KLKAOPOPIOG POPUAK®Y TOV KOAVTTEL O TAPOV
KOVOVIOHOG Tpémet va eivan gykateatnuévog otnv Kowvdtmra. O kdtoyog
glvan vevBuvog Yo T Srdfeon TV v AOY® QPOPUAK®OV GTNV 0yopd,
gite ta dwbétel o dwog eite 10 mMPATTEL PECEO EVOG N TMEPLOGOTEPWV
TPOCAOTWV OPICUEVOV TPOG TOVTO.

Apbpo 3

1.  Koavévo @appoko mov avopEPETOL 6TO TUPAPTNIO OEV EMITPEMETO
vo. KukAo@opel evtog g ayopds g Kowdmrtag ywpic va €xet Aafet
aro v Kowodtrta ddewn kukhopopioc, PAcel Tov mopodVTOS Kovovi-
GLOV.

2. Xg kGBe PAPLOKO TOV dEV AVOPEPETOL GTO TAPAPTNHUA Efvar duva-
v va yopmyeitoar adew kvkAogopiag and v Kowotnta Pdoet tov
TOPOVTOG KOVOVIGHOV, EPOGOV:

o) TO PAPUOKO TEPLEXEL VEU JPOACTIKN OLGIO 1 OTola, KOTA TNV MUEPO-
unvia évopéng 1ox0og Tov TPOVTOC KAVOVIGHOD, Oev €xel eykpliel
otv Kowodmra, 1

B) o artdv katadewkvoel OTL TO €V AOY® QPAPUOKO OVTITPOCOTEVEL
OMUOVTIKY] KUVOTOUio 6T0 OEpOamELTIKO, EMOTNHOVIKO 1 TEYVIKO Emi-
nedo M OTL 1 XOpNYNoN AdE0G KVKAOQOPING KATE TOV TapdVTo, Kavo-
VIO TapoLGLAlEL EVOLOPEPOV Yo TV VYEiX TOV acheEVAOVY 1| Yot TNV
vyeio Tov (O®V 68 KOWOTIKO EMMESO.

Adegi KUKAOQOPING UmOpel Vo xopnyeital Kot Yot To KTNVIATPIKE ovo-
GOAOYIKGL (APHOKO YOt TNV OVTIUETOTION VOOV Tmv (dwv ol omoieg
VTOKEWVTOL GE KOWOTIKG HETPO. TPOPOAMENG.

3. Xe yevOonuo QOPUOKO, €VOG QPOPUAKOL OVOPOPAG Yol TO OmOoio
&xel yopnynbei adea omd v Kowotnrta, givar duvatoév vo yopnynOei
A€l OO TIC OPUOSIES OPYEC TOV KPATOV UEADV GOUPOVE HE TNV
odnyia 2001/83/EK «ot pe v odnyio 2001/82/EK, vad t00¢ 0kOAOL-
Bovg dpovc:

o) M aitmon yopnynong édswog vrofdrierar copemvo pe to apbpo 10
g odnylag 2001/83/EK N 10 épBpo 13 g odnylag 2001/82/EK,

B) M cvvorTIKY TTEPLYPOAPN TOV YOPUKTNPIOTIKMV TOV TPOIOVTOC CLUP®-
vel, o€ KGOe cuVaEES oMUElD, LE TI GUVOTTIKY TEPLYPAPT] TV XOPO-
KINPLOTIKOV TOL TTpoidviog oto omoio 1 Kowdtnra éxet yopnynoet
Goelo EKTOG amd T PUEPT TNG CLVOTTIKNG TEPTYPUPNG TOV YOPOKTN-
PLOTIKOV TOL TPOIOVTOG TOL OavVOPEPOVTOL OE EVOEIEEIS 1 LOPQPES
docoloyiog mov e€akorovBobv va kaAdmTovTon amd to dikowo mepi
gupeoteyviog KoTd T oty g d1dbeons Tov yevvOoTLoL QApLLa-
KOV oTnVv ayopd, Kot
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Y) ota yevoonpo eappoko yopnysitor adsia pe v idwo ovopacio og
ol To. Kpdtn péAN ota omoia €xel vwoPAnbel n aithon. o Tovg
GKOTOVG TNng mapovoag dwitang, m amoddoon g INN (AebBvoig
Kowng Ovopaciog) og 0leg T YAdooeg Bswpeitar wg b ovopa-
olo.

4. "Yotepa amd SaPfovAevon pe v oppodia emrponny tov Opyovi-
opov, n Emtponn pmopel va mpocoppolel To TopapTno. 6TV TEXVIKN
Kol EMOTNUOVIKT TpOodo, kot propel va Ogomilel Tuxdv véeg Tpomonotl-
noeg xopic vo dlevpivel 1o Tedio ePOPUOYNG TNG KEVIPIKNG dtadika-
olog.

Ta ev Aoy® péTpO, TOV OTOCKOTOVV GTNV TPOTMOTOINGN M| OLCLOIOV
oToElOV TOL TOPOVTOG Kovoviopov, Beomilovior ocOupova pe v
KavovioTiky dladikacio pe éleyyo otnv omoio mopoméunel to apbpo 87
mapbypapog 2a.

Apbpo 4

1. Tw ) yopriynon g adelog KukAogopiag kat' dpbpo 3, vmoPdai-
Aeton aitnor otov Opyaviouo.

2. H Kowotta yopnyel kot emontedel T adeeg KuKAopopiag pap-
pakov yoo avOpomvny ypron ocopewva pe tov Titho 11

3. H Kowodtra yopnyel Kot enomtevel Tig adgieg KukAopopiog Ktn-
VIOTPIKOV QopUAKOV cOpemvo. pe tov Titho III.

TITAOZ 11

XOPHI'HXH AAEIAY KAI EINOITEIA TOQN ®APMAKQN TIA
ANOPQIIINH XPHXH

Kepdararo 1

Yrnopfor] ko e€étaon TV artice®v — YopNYNGELS GdEl0g

Apbpo 5

1.  Zuvwotdton Emuponr @appdkov yio Aviporwvn Xpnon. H emi-
Tpomn AT Vdyeton 6tov Opyovicuo.

2. Mg my emeoraén tov apBpov 56 Kol GAA®V KaONKOVI®V 1OV
evdéyetarl vo g avorifevtal duvdapel tov kowvotikov dwkaiov, n Emi-
tpom Gappdkmv yio AvBpomivn Xpron mpofaivel 6t SlotdTOON TG
yvoung tov Opyaviopod yio kGbe OEpo GYeTIKA He TO OmOdEKTO TOV
QOKEL®V TTOL VTOPGALOVTOL GUHE®VO HE TNV KEVIPIKY Oodikocio,
YOPAYNOT, TNV TPOTOTOINGT, TNV OVAGTOAN 1 TNV AVAKANGN TNG AOEL0G
KukAopopiog @oappdkov mov mpoopiletar yio avOpomvn xpnomn, Paost
Tov mapovtog Tithov, kabdg pe ™ @oppoxosmaypdmvnon. »MS T
TNV EKTANPOON TOV KOONKOVIOV (QOPUOKOETNYPVOTVIONG, CUUTEPIALL-
Boavopévng g €yKpLong TOV GUOTNUATOV SLyEIPIONG TOV KIVELVOL Kot
G TOPAKOAOVONONG TG OMOTEAECUATIKOTNTAS TOVG, CUUP®VO UE TOV
mapdvta Kavoviopo, N Emrporn @apudkov AvOpomivng Xprong Poci-
Ceton oV emoTnpoOVIK) a&lOAOYNOY KOl GTIC GUGTAGELS TNG EMLTPOTNG
QOPLOKOETOYPOTTVIIONG — 0EOAGYNONG KIVODVOL OV OVOQEPETAL GTO
apbpo 56 mapdypapog 1 ctoyeio ao). <



2004R0726 — EL — 05.06.2013 — 007.001 — 12

3. Aumoetl tov I'evikod AevBuvii tov Opyavicpod 1 Tov avTimpo-
oconov ¢ Emtpormnig, n Emitporny @apudkov yio Avlpomvny Xprion
Sdwtumdvel eniong yvoun yo kabe emotnpovikd {tnuo mept v alo-
AdYMON TV eapudkov Tov Tpoopilovral yio. avOpamivny ypnon. H emt-
tpomn Aapfdver dedvimg vroyn kébe aitnuo kpdtovg pEAOLS Yo do-
tonwon yvouns. H emitpomn dwtvmdvel emiong yvoun OTOTENTOTE
VIApyEL dopmvio. oty a&loAoynoTn @appakov pe TN ddtkocio g
apotBaiog avayvopions. H yvoun g emtponrg kobiotatol mpoomeld-
olUN 0md TO KOWwO.

Apbpo 6

1.  Kdabe aitnon yw m yopnynon adewog kukAopopiog vOg Qopiicov
mpooplopévou yuo avBpdmvn xpnon TePAaUPAvEL EWOIKAOG Kot TANPOGS
T oTotKEln KoL Eyypopo Tov ovagépoviol oto apbpo 8 mapdypapog 3,
ota GpBpa 10, 10a, 10 ® 11 ko oto mapdptmue I g odnyiag
2001/83/EK. Ta &yypagpa meptrappdvouv Befainon 6Tt ot KAvikég dokt-
péc, ot omoieg mpaypatomomdnkav extdog ¢ Evpomaikng Eveoong,
ovTOOKPIvOVTOL  OTIG  OEOVIOAOYIKEG — OMOLTNOES — Tng  odmyiog
2001/20/EK. To ev Adyow otoyeio kor Eyypoeo Aapfdvouv vmdym
TOVG TOV €VIOI0 KO KOWOTIKO YOPUKTNPO TNG AdEWS KUKAOQOpiag Tov
{nreiton, ko TNV eEAPETIKOV TEPMTOCEMY TOV ATTOVTOL TNG EQUPLO-
VNG TOL dKaioL TOV EUTOPIKAOV cnudtev, meplapfdvovy T ypnon
gviaiog ovopaciog yio To GAPUOKO.

H aitnomn ovvodevetar amd ta téAn mov katafdilovror otov Opyavioud
vy v e&étaon tg.

2. Ortav wpoxertol Yoo ApUOKO Yo avOp®TIYN XPHON TOL TEPEYEL N}
OTOTEAEITOL OO YEVETIKMG TPOTOTOUMUEVOVG OPYUVIGHOVG KOTO TNV
évvown. Tov apbpov 2 g odnyiog 2001/18/EK, n aitmon ocvvodeveton
and to akorovbo:

o) OVILypopo TNg YpamTnG ovykatdfeons Tmv appuoddimv apydv yuo T
GKOTIN EAEVOEPOOT YEVETIKMOG TPOTOTOMUEV®Y OPYOVIGU®DY GTO
mepPAALOV Yy AOYOuG €pgvvag kol avamtuéng, otov mpoPAémeTon
a6 to Mépoc B g odnyiog 2001/18/EK 1 and 10 Mépog B g
odnyiag 90/220/EOK tov Zvppoviriov, g 23ng Azmpidiov 1990, ywn
TN OKOTUN ELEVOEPWOOT) YEVETIKMOG TPOTOTOMUEVMV OPYOUVICU®Y GTO
neptparrov (1),

B) tov mANpN TEYVIKO PAKELO OV TOPEYEL TIC OMOLTOVUEVES TANPOPO-
pieg ovppova pe to mapoptipate I kow IV g odnyiog
2001/18/EK,

v) v agoidynon tov mEPPUALOVIIKOD KVOOVOL GOUPOVO HE TIG
apyés tov mapapmpatog I g odnyiag 2001/18/EK, won

d) 1o mopiopata evdeydpevav diepguvicemv mov Eyvav Yo Adyovg
épevvag M avamtuénc.

Ta apbpa 13 éwg 24 g odnyiag 2001/18/EK dev egpappolovtar oto
QAapLOKO Yoo ovOp®TIVY XPNON TOV TEPLEXOLV 1] ATOTEAOVVIOL 0T
YEVETIKAOG TPOTOTOMUEVOVS OPYAVIGLLOVG,.

3. O Opyaviopds pepiuvd oote 1 yvoun g Emtporng @appdkov
yo. AvBpomivn Xpion vo datvnovetor evtog 210 nuepdv amd v
moparafn Eykupng aitnonge.

(") EE L 117 g 8.5.1990, o. 15. Odnyia 1 onoio katopyndnke omd v odnyia
2001/18/EK, aAAG ovveyiler va mapdyet opiopéve, VOUIKG amoteAéopoTa.
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H dubpkewa g avaAvong TV ETIGTNHOVIKOV OTOWEIOV 6TO (PAKEALO
¢ aitnong adeiag kKukAopopiog mpénel va givol TovAdyiotov 80 mué-
PEC, EKTOG OV O EWOTYNTNG KOl O GUVEICNYNTNG ONAdVOLV OTL €Youvv
oAoKANpdoeL TNV afloddynon vopitepa.

Metd amd deOvVImg ouTIOAOYNUEVT] QiTNOoT 1) OVOTEP® EMTPOTN UTOPEL
vo. {ntioetl mapdtacn TG OIPKENS TNG OVOIALONG TV EMIGTNUOVIKOV
dedopévmV TOL PaKELOL TNG aitnong Yo TV Adew KVKAOQOpPiag.

Ortav mpoxertat yior APROKO TOV TEPLEXEL 1] OTOTEAEITAL OO YEVETIKDG
TPOTOTOUNLEVOVG OPYUVIGUOVG, 1| YVOUN TNG AVOTEP® ETITPOTNG TPEMEL
va tpel TIg amoutnoelg acpaAeiog yo to mepBaiiov mov Oeomiler M
odnyia 2001/18/EK. Katd v a&loldoynon tov otoemv dewg KukAo-
Qoplog QoPUAK®V Yo AvOPAOTLVY ¥P1|CT TOL TEPLEXOLV 1) ATOTEAOVVTUL
OO YEVETIKMOG TPOTOTOUUEVOVG OPYAVIGHOVG, O glonyntig de&dyet Tig
avoykaieg dtfoviedoels e Toug eopeig mov cuykpotovv 1 Kowdmrta
N ta Kpatn péEA ocvpemva pe v odnyio 2001/18/EK.

4. H Emutpomn, o Swfovrevon pe tov Opyavicpod, to Kpatn péAN
KOl TOUG EVOLOPEPOUEVOVG, GLVTUOGEL AEMTOUEPT] OOMYO ®C TPOG TN
Hope1| He TNV omoio MPEMEL Vo LTOPAALOVTOL Ol OUTHGELS YOPTYNONG
adelog KukAopopiog.

Apbpo 7

o v mpoetowoaoio g yvoung g, n Emrtpomn Dopudxev yu
AvOpomvn Xpnon:

o) eAEyyel av Ta oToyeio Kot To £yypagpa mov vrofdiiovtar Kot dpBpo
6 mnpodv Tig amartnoelg g odnyiag 2001/83/EK ko e€etalet v
TANpovVTOL o1 Opot Tov Kabopilovtal 6Tov TapPdVTIO KAVOVIGUO Yl
™ XopNyNon Gdeg KuKAOPopiag Tov PapuaKov,

B) umopei va {ntel amd emionpo epyacTnplo EAEYXOL PAPUAK®OV | OO
£PYAOTNPLO 0PIGHEV Yo TO oKOMO AVTOV Amd KPATOG UEAOG VO EAEY-
&el 10 @pdppako mov mpoopileTal yioo avBpdmV ¥pNom, TS TPDOTES
VAeg OV KO, av ypelaletar, To gvildpeca mpoidvio M ta GAla
GLOTOTIKG TOV, Yo va PePorwbdel 1L or péBodor eréyyov mov Exel
YPTCLOTOU|CEL O MAPUCKEVAGTIG KOl Ol OMOiEG TEPLYPAPOVTOL GTA
£yypagpo TG aitnomng €ivol KovomomTikeS,

v) pmopel va {ntel amd TOV 01TOOVTA VO CUUTANPAOGEL, €VTOG TPobe-
opilag, ta otoxeion mov cvvodebovv v aitmon. Edv n avotépo
gmuTpony] Khver ypnon g dvvatdmmroag avtig, M mpobeouio wov
opieton oto GpBpo 6, mapdypapog 3, TPOTO £GP0, AVOCTEALETOL
uéxpig 0tov mapacyedodv ot (ntnbeiceg GUUTANPOUOTIKEG TANPOPO-
piec. H mpobeopio avactéAdetol miong KOTd TO ¥POVIKO SLUoTNUO
OV TOPOYOPEITAL GTOV AUTOVVTO TPOKELLEVOL VO TPOETOUACEL TIG

TPOPOPIKEG N YPOTTEG EENYNOELS TOV.

Apbpo 8

1.  Mohg AdPer ypomr aitnon and v Emtponr Oopudkov yo
AvBpomvn Xpnon, to kpdrtog pérog dafipalet ta otoyeio pe to omoia
TEKUNPLUOVETOL OTL O TOPOCKEVAGTNG PAPLAKOL 1] O EICAYMYENS PAPLAKOV
amd Tpitn ydpa glvar tavog vo Topackevalel To v AOY® QApUOKO /Kot
va eKTEAEL TOVG avaykaiovg EAEYYOVG, GUUPMVA LE TO. GTOLXEN KOl TO
£yypago ov vroPaiiovol Kot epappoyn tov dpbpov 6.
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2. E@oboov 1o Bempel avaykaio yio vo ohokAnpmbei n e&étaon pog
aitnong, N aveTéP® EMTPONY| UTMOPEL VO amoTel amd TOV OLTOVVTO VO
vroPAnbel oe Waitepn emBedPNON TOL YDPOV TOPACKEVNG TOV GYETL-
KoV Qoppdkov. Ot embewpnoels avtég givar duvatdv va SlEvEPYOVVTOL
OLPVISIOGTIKG.

H embBempnon devepyeiton péca omnv mpobecpic Tov avapEPETOL GTO
apBpo 6, mapdypapog 3, TpmdTO £6GPLO, AMO EMOEMPNTEG TOV KPATOVG
pélovg dwbétovieg ta KaTdAANAa TPOodVTEL Ol Omoiol UTOPOVV, €V
avAayKn, Vo GLVOSEVOVTOL OO EIGNYNTH 1| EUTEPOYVOUOVE oL opilet
N emTpony).

Apbpo 9

1. O Opyaviouds evnuep®dVEL APECHOS TOV OLTOVVTIO OV, COUPOVO UE
™ yvoun g Emuponng @apudkov yio AvBpamivny Xpron:

o) M aitnon dev mAnpol ta kprrnipla xopnynong adewng mov opilovron
and tov TapoVTA KAVOVIGUO,

B) M ouvvomTK TEPLYPAPT] TOV YOUPOKTNPIGTIKOV TOV TPOIOVTOC 7OV
TPOTEIVETOL OO TOV aUTOVVTO TPEMEL VoL TPOTOTOLNOEi,

Y) M eMONUOVON 1 TO GUALO 0dNYLDV TOV TPOIOVTOG dev Elval GULP®VO
pe tov Titho V g odnyiog 2001/83/EK,

4) M adewn Kukhopopiag mpémel va xopnynbel vd v emMEVAALN TV
opwv mov mpoPrémovtar oto apbpo 14, mapdypapotr 7 kot 8.

2. Evtog 15 nuepdv and m Aqyn g YVOUNG TOV OVOPEPETAL OTNV
napdypapo 1, o art@v pmopei va donotel ypantdg tov Opyavicpd Ot
emBopel va (nmoet erovelétaon tng yvoung. Tmv mepintoon ovtn,
SwPpaler otov Opyaviopd tovg Aemtopepels AOyovg g aitnong Tov
evtog 60 NuepdV amd TN ANYN TNG YVOUNG.

Evtog 60 nuepdv amd T Aqyn tev Adyov Tng oitnong, 1 €mTpomn
emaveEetdlel ™ yvoun g GOUE®VO HE TOLG Opovg Tov GpBpov 62,
napdypapoc 1, tétapto €ddgro. H attioloyio Tov mopicpotog entcuva-
TWTETAL OTNV TEMKN YVOUN.

3. O Opyovicpog dwPipaler omnv Emitponn, ota kpdtn péAn Kot
GTOV QUTOUVTIO TNV TEMKN YVOUN TNG OVOTEP® EMTPOMNG HéEcH og 15
nuépeg and ™ Swrvmwon g H yvoun cvvodedetal and €kbeon oty
omoia TapovctaleTol 1 aEloAOYNOT TOV PUPUAKOV AT TNV ETLTPOTN Ko
ot Aoyot otovg omoiovg Pacifovtor To mopiocpatd T™G.

4. Xe mepintmon €K600MG €VVOIKNAG YVOUNG Yo TN XOPNYNOoN (OE0G
KUKAOQOPIOG TOL GUYKEKPLUEVOD QPOPUAKOV, ETIGLVATTOVTIOL GTN YVOUN
to. akohovba Eyypapa:

o) TO oY€010 GUVOTTIKNG TEPLYPUPNG TOV YOUPUKTNPLOTIKAOV TOV TPOi-
ovtog, 0mmg avagépetar oto apbpo 11 g odnyiag 2001/83/EK,

ao) 1M oVGTACT Yl TN cLYVOTNTO VTOPOANG TEPLOSIKMV EMIKAULPOTOL-
nuévev exBécewv yo v acedieia,

B) ot Aemtopépeteg TV TVXOV OPMV N TV TEPLOPICUMV TOV TPETEL VO,
emPAnbovv ot yopnyNon 1 Ot XPNON TOL €V AOY® QUPUAKOV,
cuumepAaBOVOLEVOV TV OprV S1EOEONS TOV PAPUAKOD GTOVG
acbevels, odppova pe ta kpuipwe tov Tithov VI g odnyiog
2001/83/EK,
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Y) Ol AEMTOUEPELEG OADV TOV GUVIGTMUEVOV OPOV 1) TEPLOPICUAOV OGOV
aPOPa TNV AGPOAN KOl OITOTEAEGUATIKY] YPNOT] TOV PAPLAKOU,

Y0) Ol AEMTOUEPELES TOV TLXOV UETPOV TOV GUVIGTMOVTOL Yl TN S0c(pd-
Mon TG 0oPaAOVG ¥PNOTG TOV POPHAKOVL oL Ha TEPLEYOVTAL GTO
cuotnua dayeiptong Tov Kvdhvov,

vB) xotd mepintwon, Aemtopepn otoryeion KAOE GUVIGTOUEVNG LTOYPE-
MONG YL OlEVEPYELDL LETEYKPITIKOV UEAETMOV OGQAAEWG M Yo TN
GUUUOPPMOON LE TIC LROYPEDCELS KATOXDPIONG 1 OVUPOPAS TMOV
ewalopévov avemBounTov evepyeldyv, ol omoieg eival avotnpdTe-
peg and ekeiveg TOL avOPEPOVTOL GTO KEPAAaLO 3,

YY) Kotd mEpintwon, AEmTOpEpPT oTOorKEln KAOE GUVIGTAOUEVNG LITOYPE-
®ONG Yo TN SEVEPYELD UETEYKPLTIKOV UEAETMV OMOTEAECUOTIKOTN-
TOG OTIS TEPUMMTMOGCELS TOV EVIOTILOVTOL OPIGUEVE TPOPANLLOTO GYE-
TIKQ [E TNV OTOTEAEGUOTIKOTNTA TOL QPUPUAKOL KOl UTOPOLV Vol
emlvBovv pdvo petd v KLVKAOQOPia TOL PAPUAKOVL GTNV oyopd.
H vrmoypémon dievépyelag tov peketdv avtdv Paciletor oe Tpaselg
kat’ g£ovolodotnon mov €yovv eykpidel Pdoet Tov dpbpov 10B
Aoppavovtag vmoyn TIC EMOGTNUOVIKES KATELVOLVTNPLES YPOUUES
mov avapépovtal oto pBpo 108a g odnyiog 2001/83/EK,

8) 1O oY£010 TOL KEWWEVOV TNG EMGNUOVONG KOl TOV VAAOD 0dMyLdV
oV TpoTeivoviol and Tov artobvta, pe TN popen mov opilel o
Tithog V g odnyiog 2001/83/EK,

€) n ékbeon a&loAOYNONG OGOV QPOPA TO OTOTEAECLOTO TMV QU0
KEVTIKAOV KOl TPOKAVIK®V EAEYXMV KOl TOV KAMVIKOV SOKIUOV Kot
OGOV aPOPG TO GVGTNHO SLAYEIPIONG TOV KIVEUVOL KOl TO GUGTNHO,
QOPUOKOETOYPVUTVIIONG Y10 TO CUYKEKPIUEVO QAPLLOKO.

Apbpo 10

1.  Evtdg 15 nuepov and v moporofii e avaeepouevng 6to apbpo
5 mapdypapog 2 yvoung, n Emtponn kataptilel oxédo g andpacng
ov Bo Anebei d6cov apopd v aitnon.

Ortav 10 oyédo andpacng TpofAEnet T yopNyNom ASES KVKAOQOPIaG,
nepiapPavel ta Eyypaga mov avoeépovial 6To Gpbpo 9 mapdypopog 4
otolyeia o) £mg 0) 1 TUPUTEUTEL GE AVTA.

Ortav 1o oxédo andpacng TpoPAEmEL T YOpNYNOT ASENG KUKAOPOPIOG
Vo T Tpovimobécelg mov avaeipovtal 6to Gpbpo 9 mapdypogog 4
otoeia v), ya), YB) M vy), opiler mpobeopieg yio v ekmAnpmon T@v
avaykoiov 6paov, 6mov yperaleTat.

Ortav 1o oxédto andpacng dev cuvadel He ™ yYvoun tov Opyavicuov, 1
Emutponn) emovvantel avolutikny ene€iynon tov AOyov TG aCLUQO-
viag.

To oxédo amdpaong doPifaletor oto KpATN HEAN KOl GTOV OLTOLVTAL.
2. H Emupomn hopPdvel opiotikn amdeoorn pHe Tn dtodikacio Tov

apbpov 87, mapdypapoc 3 kol evtog 15 muepmdv amd TV TEPATMON
¢ Swdkaciog.
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3. H Moéviun Enupony| @apudkov yio AvBpodmvn Xpron, n onoia
avapépetol 6to apbpo 87, moapdypapog 1, mpocapudlel Tov 0OTEPIKO
NG KOVOVIGUO TPOKEEVOL VO AAPEL LITOYN TIC OPUOSIOTNTES TTOV TNG
avaOETEL 0 TOPDOV KOVOVIGHOG.

Ot pocappoyég mpoPAémovy OTL:
o) n Movyun Emurponny Staturdvel ) yvoun e ypamrTmg,

B) to kpdtn péEAN Swbétovv mpobeopio 22 nuepdv yo ™ SwePifaon
omv Emutponn TtV ypamt®dv mopaTnNpioEDV TOLG GYXETIKG LE TO
o010 amdpaons. Qot1660, OTav M AN omoeacns enclysl, pmopel
va optotel GLVTOROTEPT TTpobecpio amd TovV TPOESPO GE GLUVAPTNON
pe to eneiyov tov Bépatog. TTIANV e&aipeTik®dv TEPITTOGEWDY, 1| TPO-
Oeopio avt dev elvan pkpotepn amnd 5 nuépec,

v) 10 kpdTn péEAN pmopodv vo {nTodv ypantdg vo eEeTaoTel T0 oYESI0
OOPOCNG OV OVAPEPETAL OTNV Tapdypapo 1 amd v olopéleln
™ Moviung Emrponnc, ekbétoviag avoivtikd Toug Adyoug.

4. Otav, kotd T yvoun e Emtpomne, ot ypantég mapatnpnoelg
€vOg Kpdatovg pélovg Biyouv onpoviikd véo (NTAUOTO ETIGTNUOVIKNG
N 1evikng evoewg pn egetalopeva ot yvoun mov £dwce o Opyoavi-
opdc, 0 mPOESPOC AVUCTELAEL TN SlOSIKAGIN KOl OVOTEUTEL TV aiTtnon
otov Opyaviopd yio. GUUTANPOUATIKY EETao.

5. H Emupom Oeomiler tig datdéelg mov glvon avaykaieg yio v
EPAPUOYN TNG Tapaypaeov 4 coupwva pe ™ Swdikacic tov dphpov
87, mapaypaeog 2.

6. O Opyaviopdg dnuoctomolel o £yypopo TOL OVAPEPOVIOL GTO
apbpo 9 mopdypoog 4 otoyeio o) éwg 8) poall pe Tig mpobeopieg
mov opilovtal, evOEYOUEVOG, GUUE®VA UE TO TPiTO €6GQPLO TNG TOpO-
ypéoov 1 tov mapdvtog Gpbpov.

Apbpo 10a

1.  "Emerta and ™ yopnynon adelog kukAopopiag, o Opyoviopdg pmo-
pel va emPdrel otov KATOXO TNG AdEWG KUKAOPOPIOG TNV VIOYXPEMON:

o) va deEdyel LETEYKPITIKY HEAETN aoQAlEwWG, €0V LGP oLV Bépata
GYETIKA LE TOVG KIVODVOLG KATO0L €YKEKPIUEVOL Qapudkov. Av To
00 Oépa apopd meplocdTEPO TOV €VOC QApupaka, o Opyoavicpog,
Katomy  JoPovAEVCE@V HE TNV EMLTPOM QUPULAKOETOYPVITVIIONG
— 0&loA0YNoNG KIVOUVOV, TAPOTPVVEL TOVG EVOLAPEPOUEVOVS KATO-
YOVG AdEIDY KuKAo@opiag vo Ste&arydyouv KON HETEYKPLTIKN HEAETN
acQAAELOG

B) va Owe&dyovv peTeYKpITIK) UEAETN OMOTEAECUOTIKOTNTOS OTAV T
Katavonon g vocov M 1 KAk pebodoroyion vrodnidvouv Otu
01 TPONYOVLEVEG OELOAOYNOELG OMOTELEGHATIKOTITOG EVOEXOUEVMC VO
ypewotel vo avabempnbovv onuovrikd. H vroxpémon de&aymyng
™G HETEYKPLTIKNG HeAETNG Pacileton oe mpdéels kat e£ovotodotnon
mov &yovv gykpdel Pacel tov apBpov 10B Aapupdvovtag veoyn Tig
EMOTNUOVIKEG KATEVOVLVINPLEG YPOUUES TOV AvaPEPOVTAL GTO GpOHPO
108a tng odnyiag 2001/83/EK.

H emPoin ¢ vmoypémong avtig Tpémel va givar 0eOVIME OTIOAOYT)-
HEVT], STUTAOVETOL YPOTTMG Kot TEPIAAUPAVEL TOVG GTOXOVG TNG MEAE-
NG KOl TO ¥POVOSLAYPOLLD Yo, TNV LITOPOAN Kot T de&aymyn tg.
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2. O Opyaviopdg diver v evkaipio. 6Tov KATOYO TNG GOEW0G KLKAO-
@opiag vo vofaietl YpamTéG mapaTnPNGES OGOV apopd TV EXPOAT TG
vroypémong evtog mpobecptiog mov kabopilel o Opyaviopods kot epdcovV
0 kdrtoyog g Gdewag Kukhopopiag to {ntoet evtdg 30 nuepadv and ™
YPOTTY] YVOOTOTOINGT TNG VIOXPEMOTNC.

3. Me Bdon Tg ypomTéC TOPOTNPNOELS TOL LEOPAAAOVTOL OO TOV
Kétoyo g Adelng KukAopopiog kat tn yvoun tov Opyaviopov, n Emi-
tpomn amocvpel 1 emPefardvel v vmoypéwon. Edv n Emrponn emt-
BePoardoer v vroypéwon, N adew Kuklopopiag Tpomomoleital, MGTE M
VIOYPEMON Vo CLUUTEPIANEOEL g Opog TG AdEl0g KVKAOPOPIAG, TO O
cOOTNU SlayElPIoNg TOL KIVOHVOL EMIKOIPOTOLEITOL AVOAOYMG.

Aplpo 105

1.  TIpokewévov va TpocdloploTodV Ol KOTUGTAGELG OTIC OTOIEG OTaiL-
TOOVTOL EVOEYOUEVMG UETEYKPITIKEG UEAETES YIOL TNV OTOTEAEGLOTIKOTITO
cOUE®VO. e TO GpBpo 9 mapdypapog 4 otoryeio yy) ko to apbpo 10
napdypapoc 1 otoxeio B) Tov mapdvtog kavovicpov, n Emponn dvva-
Tl Vo eYKpivel, pe Tpdaelg kat® e€ovceloddtnon cOupmva pe to apbpo
87B ko vd Tovg Bpovg TV ApBpwv 87y kot 878, UETPA TPOG GUUTAN-
poon TV dtdéemv tov apbpov 9 mapdypapoc 4 ctoyeio yy) Kot Tov
apBpov 10a mapdypapog 1 otoyeio P).

2. Koatd mv éykpion ovtov tov kat’ g£ovclodotnon mpaewv m
Emutponn) evepyeil odppova pe tig SatdEelg Tov TapovTog KOVOVIGUOV.

Apbpo 11

Edv o autdv amocvpel aitnon mov £xel vmoPdiet otov Opyaviopud oye-
TIKG pe T yopnynon adewng kvkAogopiog mpotod Sobel yvoun er'
oUTNG, O aT®V Kowomolel otov Opyovicpud Tovg AOYOLS GLTNG TNG
evépyelag. O Opyaviopog 0étel avtég tig mAnpogopiec otn Sudbeon
TOV KOWoL Kot dnpoctevel Tnv €kbeomn agoddynong, av etvor dtbéoun,
apov apopécel kdBe TAnpoeopic EUTIGTEVTIKOD amd EUTOPIKT Aoy
YOPOKTPOL.

Apbpo 12

1. H adswr kuxhopopiog dev yopnyeiton €dv, peTd TOV EAEYXO0 TOV
otolyeiov Kol TV gyypaemv mov vrofdiiovtol kot apbpo 6, Supavel
OTL deV OMOJEIKVIETAL KATUAANAWMG 1 ETOPKAOG OO TOV aToHVIO 1) TOL-
OTNTa, N OGQAAED 1] 1] ATOTEAECUATIKOTITO TOV POUPUAKOV.

Adeia dev yopmyeiton emiong dv otoyeio M| £yypapa mov Tpockopilo-
vTal omd Tov oTovvTo cOUPVa pe o apBpo 6 eival avaxpPn 1 €dv M
gmonpovon M to eOARO odNylLdV 7oL TPOTEIVOVTIOL Ad TOV oUTOVVTO
dev glvan odbpupova pe tov Titho V g odnyiag 2001/83/EK.

2. H dpvnon yopfiynong kowotikng Gdewg KukKAOPopiag GuvieTd
amoydpevuon TG KUKAOQOPiag Tov &V AOY® QUpUAKOL OTNV oyopd
O0Ang g Kowodtrag.

3. O mmpogopieg ywo. omolodNmoTE ApvNon Kot ot Adyor g apvn-
ong dNUOGLOTOLOVVTOL.
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Apbpo 13

I.  »M2 Me myv emporaén tov apbpov 4 mapdypagot 4 kot 5 g
odnyiag 2001/83/EK, pia adsia kukhopopiog mov €xet yopnyndet Paoet
TOV TOPOVTOG KOVOVIGHOU toybel o oAokAnpn tv Kowodtra. <
Topéxel, o kKabe Kpdtog péEAOG, Ta 1010 SIKUMUATH KOl VIOXPEDCELG
Omw¢ Ko M Gdg KuKAoopiag mov yopnyel T0 gv Ady® KPATOG HELOG
oopemvo pe o apbpo 6 g odnyiag 2001/83/EK.

Ta eykekpiuéva QApUOKO Y0 avOpAOTIV) XPHON KOATOY®POVLVIOL GTO
KOWOTIKO UNTPMO PAPUAK®OV Kot Aapfdvouy aptBud untp®dov, o 0moiog
avoypleeTal 6Tn GLOKELAGIN TOVG.

2. Ot xowomomoels tv adeidv Kukhogopiog Onpoctiehovial oty
Ernionun Epnuepido e Evporaixnc Evoong, n de dnpocicvorn avoeé-
pel Wimg v nuepounvio. xopnynong g Gdelng KuKAOQopiag Kol Tov
aplpd KoToy®PLoNG OTO KOWOTIKO UNTPMO, TNV TuXov dtebvn kown
ovopacio (INN) g dpaotikig oveiag Tov GapudKov, T PUPUOKEVTIKN
HOPON TOV Kot TOV TUXOV avaToptkoBepamevTikoynuikd kwdikd (ATC).

3. O Opyaviopdg dnuoctedel apécomg v €kbeorn a&loddynong tov
Qapuakov yw avBpmdmivn ypnon mov £xel ekmovicel  Emtponr dop-
pakov yio Avlpomivy Xpron pall pe toug AGyoug Tov oiTloAoyovV T
Oetikn TG yvoun yw T yopniynon g Goewg, a@oh TPONYOLUEVMG
aapESEL KABE TANPOPOPIO EUTIGTEVTIKOV, OO EUTOPIKT GOy, YoLpoL-
Ktipo.

Ymv Evponaikn Anpdoia ‘ExbBeon A&oroynong (EPAR) mepihapfave-
ToL TEPIANYN GULVTETAYUEVT KOTO TPOTOV KATOVONTO Ao TO KOO, OTOL
mepléyetal, PeToEd GAA@V, TUMUO GYETIKO HE TIG TPoUTOBEsELS YpoNg
OV QapudKov.

4. Metd ™ yopriynon Gdewng KukAogopicg, o KATOXOG NG (OEWS
yvootonolel 6tov Opyaviopud Tig muepopnvieg mpaypatikng oiibeong
TOV QOPUAKOL Yo, avOpOTIVY ¥PNeN OTNV ayopd TV KPATOV UEADV,
AapBavovtag VITOYN TS S1AQOPES EYKEKPLUEVES LOPQOEG VIO TIG OTOIEG
KUKAOQOpPEL TO TTPOIOV.

O kdroyog ¢ adeag KukAogopiag yvootomotel otov Opyavioud kdabe
TGOV TPOCWOPIV 1 OPoTIKN dokomn Tng ddbeong tov ev Ady® Tpoi-
6vtog oty ayopd kpatovg péhovc. H yvwotoroinon avt yivetar tov-
Adyrotov 600 pnveg mpw omd TN dakomy| d146gomg Tov TPOIOVTOG BTNV
ayopd, €KTOC av oLVIpEYoVV eEUIPETIKES TeptoTdoels. O KATOYXOG TNg
adelog Kukhogopiag evruepmvel tov Opyaviopd yio tovg Adyovg yio
™V evépyelo. avTy ovppova pe to apbpo 140.

Auiogt tov Opyavicpov, 10img 6To TAAIGL0 TNG PUPUOKOETOYPVTVIONG,
0 KATOoYog ™G Gdelng Kukiopoplag mapéyel otov Opyaviopd Oia To
oTOLYElN YO TOV OYKO TMV TOANCEMV TOV PUPUAKOL GE KOWOTIKO €mi-
edo Kol avd Kpatog péhog, kabdg kot OAa to dedopéva mov Srubétel
YL TOV OYKO TNG GLVTAYOYPAONONG.

Apbpo 14

1.  Me myv emporaén tov Topaypaewv 4, 5 ko 7, n ddew Kvukio-
poplag woyvel ylo mévte €.

2. H é&dewo kukAopopiog pumopei vo, ovavedvetar HeTd 5 €n, pe Pdost
emava&lordynon and tov Opyavicrd ®¢ TPog TN GXECT KvOHVOV-0pEé-
AOVG.
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Mo tov oxomd awtd, evvéa TOLAGYIGTOV PAVES TPV amd Tn ANREN g
1oY00G NG ASENG KLKAOPOPIOG COLP®VO e TNV Ttopdypago 1, o kdto-
¥0G NG Gdewng Kukropopiag mapéyel otov Opyavioud, ce evomomuévn
HOPQPT], TO (PAKEAO Y0 TNV TOLOTNTO, TNV OGPAAEWL KOl TNV OTOTEAE-
ocpatwotta, copnepthapfavopévng g agoAdynong tov dedopéveov
OV TEPLEYOLV Ol avaPOPEG EKALOPEVOV AVETIOOUNTOV EVEPYELDV KO
0l TTEPLOOIKEG EMKALPOTOINUEVES EKOEGEIC AGPALELNG, TOV VTOPAALOVTIL
CULE®VO UE TO KePAAoo 3, KoBdc kot kdbe mAnpogopio oyetikd pe
OAEG TIC TPOTOMOWGELS OV TPAYUATOTOWONKAY UETA TN YOPNYNON TNG
adelog KukAopopiog.

3. Amag ko avavewnbel,  ddswa kuklopopiog otV ayopd oyveL e’
adpiotov, extdg €dv N Emitponn amopacicel, 6tav dikaloloyeitor 6£6-
VIOG Yot AOYOUG QOPLOKOETAYPOTVIGNG, GUUTEPIMOUPAVOUEVIG NG
éxbeong avemapkovg aplfpod acbevdv 61O PAPUOKO, VO, YOPTYNOEL
o TpOchET TEVTAETN OVAVEDMOT COLP®VO. LE TNV Tapdypapo 2.

4.  KdbBe ddeto kukAogopiag mov dev akohovbeitol amd TPOyHOTIK
S160gon TOV PAPUAKOV GTNV KOWOTIKN 0yopd EVIOG TPLOV ETOV Od T
YOPNYNOT TNG ASENG TAVEL VO, 1oYVEL

5. Ortav éva @dppoko pe Gdew KukAopopiag, T0 omoio KuKAOPO-
povGE TPONYOLUEVOG otV ayopd, dev dwutifeton TAEOV TPOyHOTIKG
omv ayopd ¢ Kowdmrog ent 3 Sadoywd €tn, n ddelo kukAopopiog
OV &V AOY® QPAPUOKOL TOVEL VO 10YVEL

6. E&mpetikadg, kot yu Adyovg dnpociog vyetog, n Emrponn pmopet
va mapéyel e€aipeon omd TG datdéelg tov mopaypdewv 4 kot 5. Ot
eEpEoelg aVTEG TPEMEL Vo aLTIOAOYOUVTOL SEOVTMG.

7.  "Yotepa amd dafodrevon pe Tov artodvia, M yopmynomn Goewng
KukAopopiog pumopet va e€aptdtar amd TV avIANYN OPIGUEVOV ELBIKOV
VIOYPEDGEWY, Ol omoieg emaveéetalovtal etnoimg amd tov Opyovicuo.
O KoTGAOYOG TV VIOYPEDCEMYV OVTOV KOBIGTOTOL TPOGTELAGIUOG Ol
TO KOWO.

Kotd moapékkhon amd v mapdypoaeo 1, avti mn ddew KukAoeopiog
oyveL enl évo £T0G, UTOPEL O VO AVOVEDVETOL.

H Emupomn exdidel kovovioud yuwo tn 0éomion tov Swrdéemv mov
aQopovV TN Yopnynon tétowwv adswdv kvkiogopiog. To &v Adym
HETPO OV €YEL OC OVTIKEIUEVO TNV TPOTOTOINGN U OLCIWOMV GTOL-
yelov Tov TAPOVTOG KOVOVIGHOD WHE TN GLUTANP®ON Tov, Osomileton
GUUO®VO. e TNV KOVOVIOTIKY Slodtkacio pe Eleyyo otnv omoia mopo-
néunel to apbpo 87 mapdypapog 2a.

8.  E&mpetikdg, kot petd omd cuvevvonon pe tov oitodvia, 1 ddeo
KukAopopiog pmopel va yopnyeital GUVOSELOUEV A0  OPIGUEVOLG
Opovg, 10img 66OV 0POPE TNV ACPALELN TOV OPLAKOV, TNV EVILEPMOT
TOV appoOdV apydv yo kbbe neplotatikd oxeTilOUEVO e TN XpNoT Kot
to Anmréa pétpo. H ddewo avt pmopel va yopnysitoar povov o0tav o
artdv givon oe 0éom va amodeifer OTL advvatel vo mapdoyel AP
OedOUEVOL GYETIKA WE TNV OMOTEAECLOTIKOTNTO KOL TNV OCOAAE TOL
QOPLAKOL OE PULOIOAOYIKEG GUVONKES YPNONG, YO OVTIKELUEVIKOVS Kot
e&arpipodoiovg Adyove, kot mpémet va Baciletor og pio ond TIC KATN-
yopieg tov mapaptpatog I g odnyiag 2001/83/EK. H datipnon g
adetog Kukhopopiag eEaptdrar amd v etmola enava&loAdynon avTev
TV OpOV.
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9. Koatd mmv vrofoin aitnong yuw Adeo KLKAOQOPING OV 0POpd
QOapUOKO Yoo avOpdOTIVY Xpon HE HEYOAO eVOLQEPOV amd TAELPAG
dnpooag vyelog ko Wimg omd mAevpds BepamevTikng KovoTopiog, o
ortdv pmopet va {nmoet tayeio dwdikooio a&oldynong. To aitnpo
ovTd TPEMEL Vo gfval dEOVTMG ATIOAOYTHEVO.

Eav n Emutpormn Qoppdkev yo AvOpomivy Xpnon kavelr dekth v
aitnon, n mpobeouioa mov mpoPArémetar oto Apbpo 6, mapdypoaog 3,
TpDOTO £3GPL0, peldveTon o€ 150 nuépes.

10. Xt yvoun mov drtvrmvel 1 Empony| appdxkeov yio Avlpm-
mvn Xpnon meprlopfavetal Kol TpOTaGT GYETIKO LE TOVG OPOVG GLVTO-
Yoyphionong N xpnons tov eapudkov coupovae pe to apdpo 70, mapd-
ypagog 1 tng odnyiog 2001/83/EK.

11.  Me myv emedraén tov vopobetikov datdéewv mepl mpootaciog
™G PlopmyavIKng Kot EUTOPIKNG 010KTNGING, 0TO QAPLOKa Yo avOpd-
7vn xpnon ota onoia, £xel xopnynbel adeln faocel Tov TAPOHVTOG KOVOVL-
GLOV TOPEXETOL TPOCTACIN SESOUEVMV OKTMD ETOV KOl TPOGTOCIO EUTO-
pioc 10 etwv. H mpootacio epmopiog mopateivetoanr e 11 10 oAb €t
eqv, Kotd to TpdTa 8§ amd ta 10 avtd £, o KAtoXOG Tng Adelng
KukAopopiog AdPel ddeta yio pia 1 TeplocdTepes Bepamentikég evdeifelg
ot omoieg, katd TNV emotTnUoviky afloAdynon mpw amd v EyKpion
TOVG, KPIVETOL OTL TAPEXOVY GNUAVTIKG KAWVIKG OQEAN GE GUYKPLON LE
TG VIapyovoeg Bepaneiec.

Apbpo 140

O KAG10YX0G TG GdEl0G KUKAOPOPIOG EVOMUATMOVEL TUXOV OPOVG 1] VTO-
YPEDGELS TOV ovaPEPOVTOL 6TO GPBpo 9 Tapdypapog 4 ctoyeia v), yo),
vB) xor yy) f oto apBpo 10a N oo Gpbpo 14 mapdypagor 7 kot 8§ oTo
cOOTNUAE TOL Yo TN Swyeipion Tov KvdHvov.

Apbpo 14p

1. O xdtoxoc g Gdewg KVKAOPOPING YVMOTOTOEL QUECHOG GTOV
Opyavicpd kabe dpdon v omoio. avorapPaver yioo TV OVOGTOAN TG
gumopiog evog PUPUAKOL, Yot TNV AmOGVPoT and TNV ayopd evog Qop-
pakov, yoo TV aitmon ovakinong Aadelag kKukAopopiog Ny Tn un
vrofoAn aitnong ovavéwong Gdewg KukKAoeopiag, KoBMG KOl TOVLG
AdYovg ov TNV vrayopevovy. O KAToY0g AdE0G KLKAOPOPIOG INADVEL
cuyKekpléva gav 1 dpdon avtr Pacileton o€ kdmowov amd Tovg Adyovg
mov mpoPAénovior 6to dpBpo 116 M oto apbpo 117 mapdypagog 1 g
odnyiag 2001/83/EK.

2. O xdroyog adeiag kKukAopopiog mpoPaivel niong 6N YVOGTOTOL-
nomn odpPova pe TV Topaypoeo 1 tov mapdvtog apbpov gdv 1 dpdon
avoAopfavetal og Tpitn yOpo Kot Tov mapopown dpdon Pacileton oe
otovdnmote and Tovg Adyovg mov mpoPAémovtar to Gpbpo 116 N oto
apbpo 117 mapdypapog 1 tg odnyiag 2001/83/EK.

3. XTIC TEPMTAOGELS TOL AVOPEPOVTIAL OTIG Tapaypdeovg 1 kot 2, o
Opyoavicpog dwPipaler tig mAnpogopieg oTIC aprodleg apyés Kot To
Kpan pEAN yopic adikatoldyntn kabvotépnon.
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Apbpo 15

H yopniynon édewag xvukioopiag dev Biyel tn yevikn ootk 1 TOWIKN
€00V TTOV VIEYEL O TOPUCKELOOTNG N O KATOXOG TG AdEWG KUKAOPO-
piag duvdpel Tov 1oYHvOVTOG 6Ta KPAtn UEAN €BvikoD dikaiov.

Kepdrato 2

Enonteio ko Kupooeig

Apbpo 16

1.  Ag@ov yopnynbei ddew Kvkhopopiog cOUPOVA LE TOV TOPOVTO.
KOVOVIGHO, 0 KATOYOG TNng Gdglag KukAo@opiog ogeilel, 0GOV apopd
TG neBddovc TapackeLNS Kot EAEYXOL oL mpoPAénovial 6to Gpbpo 8
mapdypapoc 3 otoryeia 8) kot 1) g odnyiog 2001/83/EK, va Aapfdavet
VIOYN TNV TEYVIKN KOl ETIGTNUOVIKN TPOOS0 KOl VO ETPEPEL OAEG TIC
TPOTOTOWGELS TTOV TVYOV OTALTOVVIOL MOTE TO PAPLOKO VO TOPOCKEVA-
Ceton Ko vo EAEYYXETOL COUPOVO, LE YEVIKDG OTOOEKTEG EMIGTNUOVIKEG
pebddovg. O Kkdtoyog g Adetag KukAopopiog INtd £yKplon TOV avTl-
GTOlY®V TPOTOTOMGEDY GOUP®VO LE TOV TAPOVTIO KOVOVIGHO.

2. O xdroyog g &dewag KukAopopiag mapéyel auécmsg otov Opya-
viopo, oty Emuponn kot otor kpdtn péAn kabe véa mAnpogopio mov
UTOPEL VO GUVETAYETOL TPOTOMOINGN TMV OTOWEIOV 1 €YYPAPOV OV
avapépovtal 6to Gpbpo 8 mapdypopog 3, ota dpbpa 10, 100, 108 Ko
11, 1 oto 4pBpo 32 mapdypagog 5 Ko oto mapdptnpo I e odnyiog
2001/83/EK, 1} oto apbpo 9 mapdypapog 4 tov mapdviog Kavovieurov.

Ewwotepa, o kdtoyog g adelog KukAopopilag EVUEPDOVEL OUECOS TOV
Opyoviopd kot v Emitponn yu kébe amoydpeguon 1 meploptopd mov
emPalieTar omd TG apUOSIEG 0pYEG OTOLOCONTOTE YMPAG GTNV OTOoio
KukKAo@opel 10 QappoKo, KoBMS Kol Yo ke véa mAnpoeopic. Tov
evdéyetar va emnpedost v aloAdynon g oxEong Kvdhvov-opEAong
oV TOPoLGldlet To ev Adyw @dappako. H evnuépwon mepirapfavetl toco
T BeTikd 600 KoL ToL APYNTIKG OTOTEAECUOTO TOV KAMVIKOV SOKLU®V 1
MoV peretdv, yuoo OAeg Tig evoeifelc kol OAovg Tovg TANBLGHOVG,
aKopn Kot av dgv meprlopfdvovior oty ddewn Kukhopopiog, kabmg
Kot TIG 6gdopéva yuo T YpNoN TOL QUPUAKOL OTav 1 XpNHom vt
elval eKTOC TV OpmV NG AdE0G KuKAOPOpiag.

3. O kdrtoyog g adetag kukhopopiog eEacoarilet Tn Sopkr emucat-
POTOINGT TOV TANPOPOPLDOV Y10 TO TPOIOV AGUPAVOVTOS VTTOYN TIS TPE-
YOVOEG EMGTNUOVIKEG YVAGELS, KaODG Kol Ta cupmepacpata e aflo-
AGYMNONG KO TIG GUOTAGELG TOV ONUOGLOTOLOVVTOL HEGM TNG EVPMTOTKNG
SIKTLOKNG TOANG Yo ToL GAppaKa, T omoio TpofAénetar and to Gpbpo
26.

30.  IIpoxeévov va pmopei vo a&loloyel cuveydc to 160L0Y10 Kiv-
dvvov-opélovg, o Opyaviopds pmopei, avd mdoo otiyun, vo {ntnoet
oo TOV KATOXO TG GOEL0G KUKAOPOPLOG OE60UEVA TTOV VO ATOSEIKVDOLY
tm Swpnon Oetwkov woluyiov KvduvVov-opélovg. O KkhTOoY0G NG
A0€10G KUKAOQOPLOG OVTOTOKPIVETOL OTOAVTOC KOl OPECHOG GE OTOL-
0dMmoTe MAPOUO0 aiTnpa.

O Opyaviopdg pmopei, ava mdco otiypn, vo {ntioel and Tov KATo)o
™mg Gdetag Kukhopopiag avtiypapo Tov Kupiov apyelov Tov GLGTHUATOG
eoppokoemaypdmvnons. O katoxog g adeiag KukAopopiog VIToPaiiet
TO avtlypapo eViOg EMTA MUEPDOV TO OPYOTEPO OO TNV TOPOAUPN TNG
aitnong.
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4.  H Emuponn, Votepa amd dwfodrevon pe tov Opyaviopd, Oeomilet
KatdAAAeg Sratdéelg yioo TNV €EETOOT TV TPOTOTOWGEMYV TOV UOELDV
KukAopopiog Vo popen Kavoviopov. Ta péTpa mov €xovv ®g OvTIKEi-
LEVO TNV TPOTOMOINGCT] U1 OLOIMIDV GTOWEIDMY TOV TOPOVIOS KOVOVL-
GUOV LE TN GUUTANPWOT TOV, OeomilovTal COLE®VO UE TV KOVOVIGTIKN
Swdcacio pe éleyyo otnv omoia mopoméunel o Gpbpo 87 moapdypo-
®oc 2a.

Apbpo 17

O aurtdv N 0 KATOY0G Gdelng KukAopopiag gubivetan Yo v akpifela
TV VTOPAALOUEVOV EYYPAO®V KOl SESOUEVMV.

Apbpo 18

1. Zmv mepintoon papudkov mapackevalopévov oty Eveon, emo-
TTIKES APYES TOPACKELNG Efval ot apurodieg apyég Tov Kpdtovug pélovg 1
TOV KPOTOV LEADV TTOL YOPYNOoAV TNV GOEW TOPUCKELNG TOL TPOPAE-
netol oto apbpo 40 mapdypapog 1 g odnyiog 2001/83/EK yw to
GUYKEKPLUEVO PAPLOKO.

2. P»MS Eni pappdkonv mov eicyoviol and tpiteg yOpeg, EMONTIKEG
apyés elcayoyY®V givar ot apuddieg apyég Tov Kpatoug PEAOLG 1 TV
KPOTM®V HEADV TOL YOPNYNOAV GTOV E0AYMYEN TNV AJEW 1) OToid TPo-
PAémeton oto apOpo 40 mapdypapoc 3 g odnylag 2001/83/EK, ektodg
av &govv cvvapBel katdAinieg cvppwvies petald ™g Evoong kot g
yopag e€aymyng mov dtcPaAifovv 4Tl ot €Aeyyol avTol TPUYUOTOTOL-
obvtal ot ympo eEaymYNG Kot OTL O TOPACKELUGTNG Qapuolel mpod-
LT OPONG TOPUCKEVAGTIKNG TPUKTIKNG TOVAGYIGTOV 1G0SVVOLO LE TO
npotuna mov wpoPAénel  'Evoon. 4

Kdébe kparog péhog pmopel va {ntei ™ ovvdpoun GAlov Kpdtovg
pélovg 1 Tov Opyovicpoo.

3. Emomtik) apyn QOpHOKOETOypOTVIIONG Elval 1 opproddia apyn Tov
KpATOLG PELOLG 0TO0 omoio PpiokeTal To KOPLO OPYEI0 TOL GLOTAUNTOC
QOPLOKOETOYPUTVIONG.

Apbpo 19

1. Ouenontikég apyég TAPAGKELNG KOL EIGOYOYDV etvarl vievBuveg va
eréyyovv, Yo Aoyaplacpd g Evoong, 61t 0 kdtoyog g ddglog Kukio-
@opiag Tov papudKov N o gykateotnuévog oty Evoon mopackevaotig
N €l00y®YENS TANPOL TIC OMOUTCEL CYXETIKA LE TNV TOPACKELT KoL TIG
glooywyés mov opiloviar otovg Tithovg IV ko XI tng odnyiag
2001/83/EK.

O enontikég apyés Pappakoemaypdmvnong etvar vredBuves va ery-
youv, vy Aoyaploopd s ‘Eveoong, 61t 0 kdtoxog tng ddetng KuKAOQo-
plog TOL POPUAKOL TANPOL TIC OTOITNOES PUPLOKOETAYPOTVIOTG TOV
opifovtar otovg tithovg IX kot XI g odnylag 2001/83/EK. Avvavton
de, epOooV Kkpivetal avoykaio, vo SteEdyovv TPoeyKpLTIkEG emBemPNGELG
(QOPLOKOETOYPOTVIIONG TPOKEWEVOL Vo emoAnBedovv v ophn amd-
d00MN Kol TNV EMTUYN EPOPLOYN TOL GLUGTNHUATOS POPUOKOETOYPVTVY|-
ong, COUPOVA e TNV TEPLYPAPT TOL OLTOVVTOG TPOG VIOSTAPLEN TG
aitong.

2. Ortav, ooppova pe 10 apbpo 122 g odnyiog 2001/83/EK, n
Emutponn) evnuepdvetar yioo cofopés daotdoels amdyewny petald kpa-
TOV HEADV GYETIKA HE TO €0V 0 KATOYOG TNG Gdeng Kukhopopilag Tov
Qopudkov 1N €vag TOPACKELOCTNG 1 EI0AYMOYENS EYKATECTNUEVOS OTNV
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Kowodtmta mAnpol 1ig anaitioelg g mapaypdeov 1, n Emitponn, petd
a6 Swfovlevon pe ta evoloEepopeva Kpatn péAn, pmopei va {ntel
OO TNV EMOMTIKY apy] Vo anocteilel embempnry yio véa embempnon
TOV KATOXOL NG Gde10g KUKAOPOPIOG, 1] TOPUCKELOOTH 1| TOV ELGOY®-
véa' 0 emBe@PNTNG GuvodevETOL OO dVO EMBEMPNTEG KPATOV UEADV
mov dgv eumAékovior otn Spopd 1 omd OVO EUTELPOYVOUOVEG TOL
opiel n Emrpomn doppdkov yioo Avpomvn Xpnon.

3. Tnpovpévev 1@V COUPOVIOV OV €VOEXETOL VO EYOovV GuVaEOEl
peta&d g Kowdmrog kat tpitov yopodv cdupwva pe to dpbpo 18,
napdypapog 2, 1 Emrpont], petd v ANyn oitioAOynUEVOL OILTHLOTOG
Kpatovg pélovg, g Emitpomng ®apudkmv yio AvBpomivn Xpnon 1
10io. TpoTofovdia, pmopei vo omortel omd £vav EYKOTESTNUEVO GE
Tpitn YOpa TPUckeLAST Vo LITOPANnbel oe embempnon.

H emBempnon devepyeitor amd emBepntés TOV KPOTOV HEADV Ol
omoiot dwbétouv ta katdAAnAa mpocovta. Or embewpntéc pmopodv
Vo oLVodgvOVTOL OO EICNYNTI 1 EUTELPOYVAOUOVO OV £XEL OPIGEL M
emupony ™G mapaypdeov 2. H éxbeon tov embewpntov datiBeton
niextpovikd otnv Emitponn, ota kpdtn péin ko otov Opyoaviouo.

Apbpo 20

1.  Ortav ot enontikég apyéc N oL apUOSIEG apyES OTOLOVINTOTE GALOL
KPATOLG HEAOVG Kpivouy OTL 0 TOPACKEVOGTNG 1 EI0AYMYENG O EYKOTE-
oTNUEVOG €vTOG ToL €dapovg e Kowdtrag dev tpel mAéov Tig vmo-
ypewoelg tov duvapel tov Tithov IV tng odnyiog 2001/83/EK, evnue-
povovv apécwg v Emtponn ®opudkov yio AvOpodmivn Xpion kot
v Emutpony|, exBétovtag AenTopep®ds Toug AOYOLS Kot VITOSEKVOOVTOG
To. PLETPO TOL TTPOTEIVOULV.

To 1610 woydel 6tav éva kpdrog pélog | n Emtponn kpivouv 611, yu t0
GUYKEKPLUEVO (QAPLOKO, TPETEL VO, EPapproctel éva amd ta PETPO. TOL
apoPAénovral otovg Tithovg IX ko XI g odnyiog 2001/83/EK, 1 6tav
n Enuponn @apudkov yoo AvBpomivn Xpron €xel yvoHod0TNOEL GYE-
TIKG cOUQ®VE PE TO ApBpo 5 TOL TAPOVTOC KOVOVIGUOV.

2. H Emuponn {ntel m yvoun tov Opyaviopod evidg mpobecuiog
mov opilel oe ocvvdpTnon pe 1o emeiyov Tov BEUOTOG, TPOKEWEVOL VO
e€et0oT00V 01 TPoParlopevol Adyot. 1o PETPO TOL dVVOTOD, O KATOYOG
¢ Gdewag KukAopopiog Tov apudkov Koleital va vTofdiel Tpoopt-
kG M ypomtég e€nynoels.

3. H Emitpomn, petd and yvoun tov Opyovicpod, propei va Beomicet
T OVOYKOio TPOCOPIVEL LETPO. TOV EYOVV GUECT] EPAPUOYN.

OpLoTIKT OTOPAoT YO TO GUYKEKPEVO Qapuako ekdidetar evtdg €6
UNVOV cOUQ®OVE E TNV KAVOVIGTIKY dtodikacio Tov apBpov 87 mapd-
Ypopog 2.

H Emutpon) pmopei eniong vo ekddoel and@ocn mov amevbvuveTol ota
Kpatn péAn ovpewva pe to dpbpo 1270 g odnyiog 2001/83/EK.

4. Otav emParieTor 1 avainyn eneiyovcos dpaong TPocTociog TG
vyeiog Tov avBpmdnov 1 ToL TEPPAALOVTOG, EVal KPATOG HEAOG UTOPEL VO
avootéiel, 10ia mpwtofoviio | cutioel g Empomng, T ypnon oto
£00.p0c ToV €VOC Papudkov oto omoio Eyel xopnyndel adeln cvpPva pe
oV TopdVTa Kovovioud.
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Ortav evepyet 18ia mpotoPoviia, to kpdTog HéELOg evnuepdvel v Emi-
tpomn Kot Tov Opyovicpd o Toug AGYoug TG EVEPYELAS TOL TO apyo-
TEPO TNV EMOUEVI TNG OVAUCTOANG epydciun nuépa. O Opyaviouds evn-
pepavel apécmg ta vrorowma kpdrn péAn. H Emrponn kivel apéomg
Sdwdikacio Tov Tapaypdemv 2 kot 3.

5. Zmv mepintoon avtiyv, 10 kpatog péAog eEac@olrilel 6Tl ol emay-
yelatieg Tov Topén TG LYEING EVILEPMDVOVTOL TOYEMG YL TNV EVEPYELL
TOL QWTHV Kol ylo. TOVG AOyoug tnG. [ T0 okomd owtd, pUmopovv va
YPNOUOTOLOVVTAL TO SIKTLA TOV EXOYYEALOTIKOV copateimv. Ta kpdtn
péAN evnuep@vovy v Emrponn kot tov Opyovicpd yio to pHéTpo mov
AQpBavovy Yo T0 KOO QLTOV.

6. To ovaoTOATIKG PETPA TOV OVOPEPOVTOL OTNV TOPAYPOUPO 4 Umo-
povv va dratnpovvial o€ o0 UEYPLS 0Tov Anebel oploTikn amdPacn
oOupova pe tn dadikacio Tov dpbpov 87, mapdypapog 3.

7. O OpyoviGrOg EVNUEPDVEL Y10 TNV OPLIOTIKY amdpoor kdbe evdia-
@ePOUEVO KOl KODIOTA TNV 0OPACT) TPOSTEAAGIUN and TO KOWO, Opé-
oG PETA TN Aqym TNg.

8. Zmv mepintoon mov 1 Sdkacio kveiton faocel g a&loldynong
GTOLYEIV TOV APOPOVV TN PUPUOKOETAYPOTVION, 1] YVOUN Tov Opyavi-
GOV, GUUP®VO LE TNV TOPAYPAPO 2 TOL TapdVTog Apbpov, eykpiveTat
OO TNV EMTPOTN PUPUAK®V Yo avOpdmvn ypron Pdoel cbotaong omd
TNV EMITPOTT] POPUOKOETAYPOTVIONG - AELOAOYNOTG KIVOUVOL KOl TMV
dwra&ewv tov dpbpov 1071 mapdypagog 2 g odnyiag 2001/83/EK.

9.  Koatd mapékkiion tov tapaypdenv 1 €og 7 tov Topdvtog dpbpov,
otav po dadkacio Paoel Tov apBpwv 31 N tov dpbpov 10760 Emg
1071 g odnylag 2001/83/EK apopd éva @dopo Qopudkov M po
Oepomevtikn katnyopio, To @ApUOKO TOL €YKPIvOvIol GOUPOVE HE
TOV TOPOVTO. KOAVOVIGHO KOl TO OToiol OviKOuV GTO &V AOY® QAcpa 1
Katnyopia mepiappdvovral povo otn ddikacio Tov dpdpov 31 N Twv
apbpov 1070 émg 10710 g aveOTéP® 0dNYiog.

Kepaiato 3

DoPPOKOETOYPVTVI|OT

Apbpo 21

1. Ot vroypemdoels TV Katdymv adeldv KukAopopiag mov opilovrot
ot0 apbpo 104 g odnyiog 2001/83/EK 1oydouv yia Toug Katd)OLG
adeumv KuKAOQOpiag @apudkov yio. avBpamvn xpron ta omoio eykpi-
VOVTOL CUHPOVE LLE TOV TOPOVTO KOVOVIGUO.

Me v emeoiaén tov topaypdewv 2, 3 kot 4 Tov tapdvtog apHpov, ot
Kdtoyotl adeiwv KukAoeopiag mov yopnyndnkav mpwv and tig 2 lovAiov
2012 dev amarteitan, kKotd tapékkiion and 1o dpbpo 104 mapdypapog 3
otoyeio ) g odnyiag 2001/83/EK, vo epapuolovv cvotnua Stoyeipt-
ong Kwdvvov yia kbbe eapuako.
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2. O Opyaviopdg dvvator va emPdiet v VIOYPEWOT GE KATOYO
adelog KukAopopiog vo epaprocsl cOGTNUA dlayelplong Tov KIVdHVOL
omws ovapépetar oto dpBpo 104 mapdypapog 3 otoryeio v) g odnyiog
2001/83/EK, ov vmapyovv Bépato ®g mpog Toug KivdOvoug Tov emnpe-
aCovv 10 160LHY10 KIvdUVOL-0QEAOVG EVOG EYKEKPILEVOD PAPUAKOV. XTO
mhaiclo avtd, o Opyaviopuds amortel emiong amd TOv KATOXO (OEL0G
KukAoQpopiog vor VITOPAAEl AETTOUEPT] TEPLYPAPT] TOV GUGTHLOTOG Oloi-
¥elpong Tov KvdHvov 10 0010 GKOTEVEL VO EPUPUOCEL Y10, TO CLYKE-
KPLLEVO (QAPLLOKO.

H emPoin avtig g vmoypémong mpémetl va givar 0eOVIOS OLTIOAOYT)-
pév, LTOPAAAETOL YPOUTTOG Kot TEPIAAUPAVEL TO YPOVOSIAYPOLLLOL YLoL
™V VTOBOAN TG AETTOUEPOVG TEPTYPAPNG TOV GLOTHLATOS StoXElpoNg
TOL KWOVHVOL.

3. O Opyaviopdg divel v gukaipict GTOV KATOXO TG GO KUKAO-
@opiog vo. VIOPALEL YPUTTES TAPATNPNGELG OGOV aPOPE TNV ETPOAN NG
vroyxpémong evidc mpobecpiog mov kabopilelt o Opyavicprog, poOGov o
Kdtoyog TG Gdeg KLVKAOQOpiag vmoPdiel oyeTikd aitnuo evtoc 30
NUEPOV amd TNV TOPOAofn] TNG YPOUTTAG KOWOTOINONG TG LILOXPEMCNG.

4. Me Bdon tig ypamtéG mapatnpneE mov vroPfdAlovtar and Tov
Kétoyo g Gdelng KukAopopiog kat tn yvoun tov Opyaviopov,  Emi-
tpomn amocvpel N emPefarmdvel v vroypéwon. Edv n Emrponn emt-
BePordoel v vIoypéwon, M AdEL KUKAOPOPIOG TPOTOTOIEITAL KOTOA-
MA®G, OOTE VO CLUTEPIANPOOVV T LETPOL TTOV TTPEMEL VO, ANPBovV GTO
0G0 TOL GLGTAUATOG SlEiPIoNG TOV KIVOHVOL MG OPOL TNG AOELOG
KukAopopiog, Onmg avapépetar oto apbpo 9 mapdypagog 4 otoryeio
ya).

Apbpo 22

Ot VIOYPEMGELS TV KATOXMV OdEW®V KUKAOQOpiog, mov opilovtal 6To
apbpo 1060 mapdypapog 1 g odnyiog 2001/83/EK, kot ot vroyxpemdoelg
TV Kpatdv pekdv, tov Opyaviopov kot tng Emtponrg, mov opilovtor
OTIS TTOPAYPAPOVS 2, 3 kot 4 tov id1ov GpBpov, 1GYVOLV Yo TIG avay-
velieg ac@dielng Tov oToyEiov €) tng mopaypdaeov 1 tov apbpov 57
TOV TOPOVTOG KOVOVIGHOD OYETIKG LE QPAPUAK Yo ovOpdmvn ypnon
OV €YKPIVOVTOL GUUP®OVO PE TOV TAPOVTO KOAVOVIGUO.

ApOpo 23

1. O Opyaviopds, oe ovvepyoasion pe too kpatn péEAN, Kotoptilet,
Swtnpel kol dnpocilomolel KATAAOYO0 QPUPUAK®OV TOL VTOKEWTAL GE
GUUTANPOUOTIKY TopaKoAovONo.

O &v Moyo KoTOLlOoYog TEPAOUPAVEL TIG OVOUHOGCIES KOl TIG OPOCTIKEG
ovoieg:

a) Tov eopudkov mov egykpivoviar otnv ‘Eveon, ta omoio mepiéyovv
véa dpaoTikny ovcia, N omoia, katd v In lavovapiov 2011, dev
OOTEAOVGE TUNUO TNG oUVOEONG KOVEVOG (QPOPUAKOV EYKEKPLUEVOL
otv Evoon:

B) omoliwvonmote POAOYIKOV QOPUAK®V OV deV KUADTTOVIOL OO TO
otoyeio a), aAld eykpibnkav petd v 1n lTavovapiov 2011-
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Y) QopuiK®V mov gykpivovior PAcel Tov TapdVIOG KOVOVIGHOD, CUU-
POVO UE TOVG OPOVG OV ovaPEPOVTOL 6To GpBpo 9 mapdypapog 4
otoyeio YP), oto épBpo 100 mapdypapog 1 TpdTo €5dplo GToL)KEiD
o) 1 oto apbpo 14 mapdypapor 7 1 8

4) papudkwov mov gykpivovrar Bacet tng odnyiag 2001/83/EK, vrd tovg
0povg mov avapépoviar 6to GpBpo 21a mpmto €340 cToEln [B)
Kot v), 6to apbpo 22, 1 610 Apbpo 22a mopdypapog 1 TpdTo £dAPLo
oToEio o) oS,

la. Kotomv anuoatog e Emtpomic kot ev cvveyeio Stafovien-
GEMV L€ TNV EMTPOTN POPUAKOETAYPOTYNGONG — 0EIOAOYNONG KIvdIVOov,
@appoKo wov eykpivovior Pacel Tov mopdVIOG KAVOVIGHOV, Vvrd TIg
npobimoBécelg mov avagépoviar oto Gpbpo 9 mapdypapog 4 otoyeia
v), ya) N 7Y), oto apbpo 10a mapdypoapog 1 mpdTo €640 GTOLYEID
B) kot oto &pBpo 21 mapdypapog 2, UmOpPOVV EMONG VO GUUTEPIAN-
@B0VV GTOV KOTALOYO OV OVAPEPETAL GTNV TTAPAYPoPo 1 Tov TapdvTog
apBpov.

Katomy armipatog appodiag e0vikng apyng kot ev cuveyeior StafovAen-
GEMV L€ TNV EMTPOTN PAPUAKOETAYPOTYNONG — 0EI0AOYNONG KIvdOVOoU,
QapuroKko mov eykpivovtor dvvaper g odnyiag 2001/83/EK, vrd Tig
npoimoBécelg mov avapépovial 6to Gpbpo 21a mpmdto £ddplo oToyyeia
a), 9), €) | 61), 610 GPBpo 220 mapdypaos 1 TpdTO €d4Pl0 cTOKEID [B)
M oto GpBpo 1040 mapdypapog 2 GLTNG, WUTOPOVV EMICNG VO GUUTEPL-
ANeBovV 6TOV KOTAAOYO OV avapépetal oty mapdypapo 1 tov Topod-
vtog GpBpov.

2. O xatdhoyog mov avoeépetor otV mapdypapo 1 meprlapfdver
NAEKTPOVIKO GUVIEGIO TOL TOPATEUTEL GTIG TAT|POPOPIES Yot TO TPOIOV
Kot ot oOvoy™n Tov oyediov dtaygiptong Kvdvuvov.

3. ZTIC MEPUWITMOELG TOV OVOPEPOVTIOL OTO. GTOLKElD o) Kot ) Tng
mapaypdeov 1 tov mapdvtog apbpov, o Opyovicpog agaipel o eap-
LOKO OO TOV KOTOAOYO TEVTE TN WETA TNV MUEPOUNVIOL AvapOpig TNng

"Evoong mov avagépetar ato apbpo 107y mapdypopog 5 g odnyiog

2001/83/EK.

YTIG TEPMMTAOGELS TOV OVAPEPOVTOL GTO, GTOLYELD Y) KOl 8) NG maparypd-
eov 1 ko otV mapdypapo la tov mapdvrog Gpbpov, o Opyavicurog
aQaLpel OO TOV KATAAOYO €va QOPUOKO HOMG EKTANPOODV ot Opot.

4.  Tw ta edppoko mov meptlapPfdvovial 6Tov KOTAAOYO OV avoQE-
pETOL OTNV TOpAypapo 1, N TEPIANYN TOV YOPOKTNPIGTIKOV TOV TPOi-
6vtog kat To @OALO odnyidv meptAapPdvovv v akodAovdn dMiwon:
«To @dppoko avtd telel VIO CUUTANPOUATIKY TTapakolovOnon». Tng
dMiwong avtng mponyeitar povpo cvuforo 1o omoio emiéyer n Emi-
TPOTN KOTOMY GVGTOONG TNG EMLTPONNG PAPULAKOETOYPVTVIIONG — aElo-
AdYMNoNg Kvdvvov €mg Tig 2 Tovdiov 2013 kot v akolovbel KatdAAnin
TomoTOMUEVN EMEENYNUATIKY TPOTAGT.

4a.  Ewg v 5 Iovviov 2018, n Emurponr| vropdirer oto Evpomaixd
Kowofodio kot 610 ZopPoviio ékbeon yuo v ¥pnor Tov KOToAOYoL
OV avVaQEPETOL TNV Tapdypapo 1 Pdcel g sumeipiog ko TV dedo-
UEVOV OV TTOPEYOVTOL OO T KAt HEAN Kot tov Opyovicpo.
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H Emuponn, kotd nepintwon, Pdost g ev Adyw €kBeong kot €v cuve-
yela dofovievoewv pe ta kpatn PEAN Kol GAAOVG KOTAAANAOLG evola-
(PEPOUEVOVG KUKAOVG GUUOEPOVTOV, VTOPAALEL vOoLOBETIKT TpdTOIoT pE
GKOTIO TNV TPOGOPHOYN TOV Sl0TAEEMV GYETIKA UE TOV KOTOAOYO TOL
aVOPEPETOL GTNV TTapdypapo 1.

Apbpo 24

1. O Opyavioudc, oe cuvepyooio pe ta Kpatn péAn kot tnv Emtpo-
7, dnuovpyel kar cvvinpel Baon dedopévav kot diktvo emefepyaciog
dedopévov (oto €€ng M «Paon dedopévev Eudravigilance») yw
GUYKEVIPMOGY] OYETIKOV HE TN (QOPHOKOETAYPOTVIIGY TANPOPOPIOV
OGOV apopd To QAappoKe Tov £xovv Adfet ddew kvuklogopiag otnv

"Evoon, kot 10 omoio Ba emitpémel oTig appodieg apyég vo EXOVV TOVTO-

¥POVO TPOGPOOT OTIG TANPOPOPIES AVTEG KOL VO TIG YPNOLLOTOOVV Ord
KowoD.

H Pdon dedopévov Eudravigilance Oa mepiéyer mAnpogopieg yio Tig
ewalopeves avemBounteg evépyeleg otov Avlpwmo amd TN ypNon Tov
QOPLAKOL COLOOVO e TOVG OPOVG TNG GAdELNG KVKAOQOpPIaG, KabdG Kot
YPNOELG €KTOG TV Opwv NG adelng KukAopopiag, cvumepthopfavous-
VoV 060V ekdnAmvovtal Katd T deaymyn LETEYKPITIKMOV LEAETMV Y10
TO @ApUOKO 1 GLVOEOVTAL PE ETAYYEAUOTIKT EkOeoT.

2. O Opyavioudc, oe cvvepyooio pe ta kKpdtn péAn kat v Emtpo-
T, GUVTAGGEL TIG AELTOVPYIKEG TTPodtaypapés Yo T Pdon dedopévav
Eudravigilance, ko0®d¢ Kol pOvVOSIGYPOLLO. YO TNV EPAPUOYT TOVC.

O Opyaviouds exmovel etnolo €kBeon oyetikd pe tn Pdon dedopéveov
Eudravigilance v omoia diafifalel oto Evponaikdé Kowvofodio, cto
Yvppovio kot oty Emtponn. H mpdtn emota ékbBeon mpémet va et
exmovnOel to apyodtepo péypt tig 2 lavovapiov 2013.

To Atownrikd Zvpfovio tov Opyoavicpol oeeilel, facilopevo ce ave-
Ehpnn £€KBeom eléyxov mov AauPdver vIOYTN TN GLGTACT TNG EMLTPO-
TG QoppHaKoETaypOTTVIONS — a&loAdynong Kvdvvov, vo emPePaidoet
Kol vo. avoyyeider mote Exel emrevybel m TANpNG AettovpykdTTO TG
Baong dedopévov Eudravigilance kot mote eKTANP®VEL TO GUGTNHO TIG
Aertovpyikég Tpodiaypapéc mov kabopifoviar pe Pdon to TpmdTo €3GPLO.

Omowdnmote ovowotikny petaforn ot Pdaon dedopévev Eudravigi-
lance kot oTIG AEITOVPYIKEG TPOSIYPaPES TTPEMEL VoL AapPAaveL TavTo
VITOYN TIC GUOTAGELG TNG EMLTPONNG QOPUUKOETAYPOTVIIONG — OEIOAO-
ynong Kwvdvvov.

Ot appodieg apyés Tov Kpatov perdv, o Opyaviopdc kot 1 Emtponn o
&yovv mpn mpodcsPaon ot Paon dedopévov Eudravigilance. Ot kdrto-
you adewdv kvkioeopiag Ba €yovv emiong mpdoPoorm ot Pdon oto
Bobud mov omorteiton Yoo T GUUUOPO®MGN UE TIG LTOYPEDGCEIS TOLG
oe BépoTo PopraKoETaypOTVINONG.

O Opyaviopdc e&acparilel 6tL o1 emayyeipatiec Tov Topéa TG Lyeiog
KOl TO KOWO £YOuvV To TPoonKovto, dikoidupata mpocPfacnc ot Pdon
dedopévov Eudravigilance, pe eyyonpévn v npoctacio tmv dedopévov
Tpoconrkod yapaktipo. O Opyovicpog cvvepydletar pe OAOVG TOVG
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EVOLOPEPOUEVOVG KUKAOVG GUUPEPOVIMV, GUUTEPIAUUPOUVOUEV®V EPEL-
VITIKOV WOPLUATOV, ETOYYELLATIOV TOL TOREN TNG VYEING Kol opyovod-
cemV acbevdv Kol KOTOVOA®TMOV, Yo, TOV KoHOpIoHd TOV «TpocTKo-
VIOV SIKOUOUATOV TPOGPRACNC» TMV OVOTEP® ETOYYEAUATIOV KOl TOL
Kool ot Pdom dedopévav Eudravigilance.

Ta dedopéva mov @uAdocoviar otn Paon dedopévov Eudravigilance
SNUOCIOTO0VVTAL GE GLYKEVIPMOTIKN popen pall pe o e&Rynon tov
TpOTOV epUNVeing TV dedOUEVDV.

3. O Opyovicpdg, o cuvepyooia, €ite e TOV KATOYO GOE0G KUKAO-
@opiag, €ite Pe TO KPATOG UEAOG TOV LTEPOAE OITOIKT OVAPOPE ELKOL-
Copévav avemBduntov evepyeimv ot Pdaomn dedopévov Eudravigilance,
glvar vevhuvog Yo Tig Aettovpyikég dadikacicg mov dacparilovv v
TOLOTNTOAL KOL TNV OKEPOLOTNTA TMV TANPOPOPIDOV TOV GLAAEYOVTOL GTN|
Baomn dedopévav Eudravigilance.

4. Atopkéc avapopés ekalopévev avembiuntov EVEPYEIDV Kol
OAVOQOPES CUUTANPOUOTIKNG Topakolovdnong mov vmofdiloviol ot
Baon dedopévov Eudravigilance amd Katdyovg adelog kKukAogopiag da-
Bipalovton nrexTpovikmg, HOMG mapaingBoly, oty apuddia apyr Tov
KPATOLG HELOVG GTO OToio eKONAMONKE 1 avemBOUNT EvEpyELa.

Apbpo 25

O Opyoviopog, e cuvepyacio pe To KPATN HEAN, aVOTTOGOEL TUTOTOL-
NUéEve SIKTvoKA Evtuma (POPHES) Yot TNV avapopd EKOLOUEVOV OVETL-
OopnTeV evepyeldv omd emayyelpatiegs Tov Topén TG vyeiog Kot aobe-
veig, obupova pe Tic dwrdelc tov apbpov 1070 g odnyiog
2001/83/EK.

Apbpo 250

O Opyaviopods, oe cuvepyaoio pe TG apuodieg eBvikég apyéc kol v
Emutpony, kataptilel kol doutmpel amobetmplo TV TEPLOSIKMOV ETIKOL-
pomomuEVEVY eKBEGE®MV Yo TNV aoPaAEln («amoBeTpLoy) Kol TOV avTi-
otoyov ekbécewv aglordynone, katd Tpémov dote va eEaceaAileton
amoAvTn Kot Stopkng mpocPacn oe avtég yuo v Emitponn, T1g appod-
dieg ebvikéc apyég, TV EMTPOTN PAPUAKOETOYPOTVNGNG — 0ELOAOYT-
ong kwodvvov, v Emtponr] Qappdkeov AvOpodmvng Xpnong kot tmv
ouada cvvTovicpoy Tov dpbpov 27 g odnyiog 2001/83/EK («opddo
GUVTOVIGLLOOY).

O Opyaviopods, oe cvvepyaoio pe TG apuodieg eOvikég apyéc kot v
Emutponn, kot ev cuveyeio S10POVAEVGEDV e TNV EMTPOTT| PAPUOKOE-
naypOmvnong — a&oAdynong Kwwddvov, CLVIACGEL TIC AELTOVPYIKEG
POy paPEG TOV amobetnpiov.

To Atownrikd Zvpfovio tov Opyavicpol oeeilel, facilopevo e ave-
Ehpnn €xBeom eréyyov mov AapPdver vwdYn TIC GLOTACELS TNG EML-
TPOTNG PAPUAKOETAYPUTYNONG — a&loAdynong Kivdvvov, va emPePoar-
doel ko va avayyeikel Tote €xel emrevybel 1 TAPNG AettovpyucdTa
Tov omofetnpiov kot TOTE TO OMOBETAPLO EKTANPAOVEL TIC AEITOVPYIKEG
Tpodlaypapég mov kabopiloviar cOpemve pe To deHTEPO €0GPLO.
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OnodNmoTE 0VCINOTIKY UETAPOAT GTO AMOBETPLO Kl OTIS AELTOVPYL-
KEG TPOOLOYPUPEG AaUPAVEL VITOYT TIG GUOTAGELG TNG ETTPOTNG POPLOL-
Kogmaypumvnong — a&loAdynong Kwvdvvoo.

Apbpo 26

1. O Opyavioudc, oe cuvepyooio pe ta kKpatn péAn kot tnv Emtpo-
7, SNUOLPYEL KOl GUVTNPEL L0 EVPOTAIKY SIKTLOKT TOAN Yo TO. PAp-
poko pe okomd Tr S1dd00m TANPOPOPUDY Yol TO GAPUOKO OV EYOVV
AGPet adela kukhogopiog oty ‘Eveon. Méocw g moAng avtmg, o Opya-
VIGUOG ONUOGLOTOLEL TOVAGYLOTOV T aKkOAlovOaL:

() TO OVOUOTO TOV UEADV TOV EMLTPOTMV TOV OVOPEPOVTIOL GTO GTOL-
yelo o) kot aa) tov dpBpov 56 TapdypoEog 1 Tov TAPOHVTOG KAVOVL-
GUOV KOl TOV HEADV TNG OMAdAG cuvtoviopol pali pe ta emoyyeh-
LOTIKG TOVG TPOCOVTO KOl TIS SNADOES COULE®VO e To apbpo 63
TOPAYPAPOG 2 TOV TAPOVTOG KOVOVIGHOV®

B) mnuepnoteg datdéelg Kol TPaKTIKG amd KAbe cvvedpiacn TV EmL-
TPOMMV TOL AVOPEPOVTAL GTO oTowEln o) Kot aa) tov apbpov 56
mapdypapog 1 10V mAPOVTOC KOVOVIGUOV KOl THG OUAS0S GUVIOVI-
OHOD GYETIKA LE TIG SPUCTNPLOTNTES PUPLOKOETAYPOTVIONG'

Y) OLVOTTIKN Tapovsiaon Tov oxediov dwyelpiong Tov Kvdbhvov Yo
QOPLOKO TOV EYKPIVOVTOL GUUM®VO UE TOV TAPOVIO KOVOVIGHO

§) ToV KATAAOYO T®V QUPUAK®V TOL avaeépovial ato Gpbpo 23 Tov
TOPOVTOG KAVOVIGUOD!

€) Katdhoyo tov TOT®V oty Eveon otovg omoiovg tnpodviol To
KOPLOL OPYEID TOV GLOTIHOTOG POPUAKOETAYPOTVIONG Kot oToLyEla
EMKOWVOVIOG Yoo OEpaTo. PUPUOKOETAYPOTYNONG, Y0l OAC TO QAp-
poko mov €yovv gykpiBetl otnv ‘Evoon

GT) TANPOPOPIEG YL TOV TPOTO AVAPOPAS TPOG TIG apUOdleg eBVIKEG
apyés ewalopévav ovemBOUNTOV EVEPYEIDV TOV (QOPUAK®V KOl
TIG TLUTOTOMUEVEG POpUES TOVL GpBpov 25 yi TNV ovapopd Tovg
péow Awdiktoov amd acbevelg Kou emayyelpatieg Tov Topéo g
vyeiog, TepAaUPavVOUEVOV KOl TOV GUVOECUMY TPOG TOVG €BVIKOVG
1GTOTOTOVG"

) muepounvieg avaeopds e Evoong kot cuyvotnta vrofoirng twv
TEPLOSIKDY EMKALPOTONUEVOV eKBECEOV Yot TNV 0oPAAELn, OTMG
kaBopiletoan oto apBpo 107y g odnylag 2001/83/EK-

N) TPOTOKOAA Kol SNUOCLES TEPIAMNYELS OTOTELEGUATMV OGOV apOopd
TIG UETEYKPITIKEG PEAETEG OGQAAELNG TOL OVOPEPOVTIOL OTO (pOpa
1071 xon 10710t T™g 0odnyiog 2001/83/EK-

0) v évapén g dwdikaciog Tov apBpwv 1070 éog 107w g 0dm-
viog 2001/83/EK, 15 emipoyeg dpooTikéG ovoieg 1 GApUaKa Kot TO
e€etalopevo Bépa, Toxdv dNUOGIEG OKPOGGES GOUPMOVA UE TN dlo-
dwacio avT) Kot TANPOPOPIEG OYETIKA UE TOV TPOTO LTOPOANG
TANPOPOPLOY KO GUHUETOYNG OTLG SNUOCLES AKPOAGELS



2004R0726 — EL — 05.06.2013 — 007.001 — 30

1) ovunepdopata aEloAoyNGEMV, GUGTAGELS, YVOUOJ0TNGELS, EYKPIGELS
Kol OTOPAGEL TOV EMTPOTMV TOL OvVOPEPOVTIAL 6To ApBpo 56
nmapdypapog 1 otoyelo o) kot oo) TOL TAPOVTOS KOVOVIGHOD Kot
™G OUAS0GS GLUVTOVIGHOD, TOV €OVIKOV OpHOdIOV OpydV Kol TNG
Enuponng oto mhaico tov dwdikaciov tov apbpov 28, 28a ko
28B 1oL mMAPOVTOG KAVOVIGHOD Kol TV Tunudtov 2 Kot 3 Tov
kepahaiov 3 kot Tov kePaAaiov 4 tov tithov IX g odnyiag
2001/83/EK.

2. TIpw v évopén Aettovpyiog avTig TG SIKTLOKNG TOANG Kol KOTO
TIG UETEMELTO OVOOKOTNGEL, 0 Opyovicprog StoBovAgvETAL e TOVG GYE-
TIKOVG EVILAPEPOUEVOVG KUKAOVG GUUPEPOVI®V, cvumepilapfavouévav
TOV EVOGEDV 00HEVOV KOl KOTOVOIAOTOV, TOV ETAYYEALATIOV TOV TOUEN
NG VYEIOG KOl TOV AVTITPOCOT®V NG Propnyaviog.

Apbpo 27

1. O Opyaviopog mapakorovbei emieypévn wrpikn Ppioypapio yo
avapopés EKalOpEVOVY OVETIOOUNTOV EVEPYELDV QUPUAK®V TOL TEPIE-
YOUV KOBOPIGUEVES OPACTIKEG OVOiec. AMUOCIEVEL TOV KATOAOYO TV
SpUCTIKOV 0VCLOV TOL TapaKoAoVBoVVTAL KoL TNV WTpikh Ppioypapio
7oV TopaKorovbeitar.

2. O Opyoviopog ewsdyel otn Paon dedopévov Eudravigilance oye-
TIKES TANPOOpies amd TV emAeypévn wtpikny PpAoypapio.

3. O Opyaviopdc, oe dafovrevon pe v Emtponn, ta kpdtn péAn
Kot To EVOLOPEPOUEVO HEPT), EKTOVEL AVOAVTIKO 0dNYO Yo TV TOPOKO-
Aovbnon g wrpikng PifAoypapiog Kol TNV EIG0YOYH TOV GUVOQ®V
Tnpogopidv ot Pdomn dedouévev Eudravigilance.

Apbpo 28

1. Ot vmoypedoels TV KATOY®V AdEdV KUKAOPOPIog Kol TV Kpo-
TV peAdv mov opifovtar ota apbpa 107 xor 1070 g odnyiog
2001/83/EK 1oyvovv y v Kotoy®plon kot avopopd eikalopévev
avemBOUNTOV EVEPYELDV TOV QUPUAK®V Tov Tpoopilovtal yio ovOpm-
myn ypNomn ta omoio £yKpivovial GOUPMVO [E TOV TAPOVTO KOVOVIGHO.

2. Ot vroypedoels TV Katdywv adeidv KukAopopiag mov opilovrot
oto Gpbpo 107B g odnyiag 2001/83/EK wor ot dwdikacies Ttov
apbpov 107p ko 107y g mpoavapepopévg 0dnyiog 1GYVOLY Yo, TV
VTOPOAT TOV TEPLOSIKOV EMIKOIPOTOMUEVDY EKOECEDY Yo TV 0o(A-
Agwa, Tov KoBopiopd nuepounvidv avaeopds g Evoong kot tov aAla-
YOV 6T GLUYVOTNTO, VIOBOANG TOV TEPLOSIKAOV EMKAUPOTOINUEV®Y EKOE-
GEMV Y10 TNV OCPAAEIN POPUAK®OV Yo avOpOTIYN XP1|ON OV €YKpPivo-
VIOl GOUPOVO PE TOV TTOPOVTA KAVOVIGUO.

Ot datdéelg mov epappuodloviar oty VIoPoAn TV TEPLOSIKOV ETUKOL-
pomomuévey ekBécewv yio TV acpdAewn mov opiloviar 6to Gpbpo
107y mopdypapog 2 devtepo €6Gplo g v Adyw odnyiag woydovv yio
TOVG KATOYOVG AdEIDV KUKAOQOPING 01 0moieg xopnynonkav mpwv and Tig
2 TovAiov 2012 kot Yo TIG omoiec M GLYXVOTNTO KOl Ol MUEPOUNVIES
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VTOPOANG TOV TEPLOSIKMV EMIKALPOTOUNUEVOV EKOEGEDMV YlOoL TNV AC(A-
Aew dev omoTteEAOVV mpolmdbeon ¢ AdE0G KLKAOPOPIOG MGTOL Vo
oploTovV GAAN cvyxvotnto M dAleg muepounvieg vmoPoing Tov exé-
cemV otV Gdea Kukhoeopiag | ®GTOL va KafoploTovy aVTEG GULE®VO.
pe to apbpo 107y g ev Aoym odnyiac.

3.  H o&ohdynon tov meplodikav EMKOLPOTOMUEVOV EKOEcEDY Y1,
™MV ao@OAEln SEKTEPOLDOVETAL amd glonynt mov Swopilel M emtpomn
eoppokoenaypdTvnong — agoAdynong kwdvvov. O gilonyntig cvvep-
valetor otevd pe tov eonynty mov opiler m Emupomn dappikov
AvBpomvng Xpfong 1 10 KpAaTtog HEAOG avapopds yio Ta Okelo. gap-
LLOKOL.

O eonynmg exmovel ékBeomn a&ordynong evidg 60 nuepdv and v
TopaAaPr TG TEPLOSIKNG EMKAPOTOINUEVNG £KBECTS Yoo TNV aoQAiELn
Kot TNV amooTéAAEL 6ToV OpyoviGHO KOl 6TO HEAT TNG EMITPOTNG Pap-
poakogmaypvmynong — a&ordynong kwdvvov. O Opyavicudc amocTér-
AeL TV €kBeon oTOV KATOYXO NG GOEG KUKAOPOPLoG.

Evtog 30 nuepmv amd v maporafn g £kBeong a&lohdynong, o kdto-
YOG NG GOEl0G KUKAOQOPING KOl TO. UEAN TNG EMITPOTNG QPOPUUKOETO-
ypomvnong — a&loAdynong Kvdvuvov dvvavtal vo, VIToBdlovy TapoTh-
pnoeg otov Opyaviopd KoL 6TovV ELGTNYNTN.

Evtog 15 nuepav amnd v moporafr] TOV TOPOTNPNOE®Y TOV TPITOL
edapiov, o ewlonyntig emkcarpomotel v €kbeon a&oddynong rappavo-
VTG VIO OTOLEGONTOTE TALPATNPNGELS VITOPANONKOY Kot T StaPifalet
OTNV EMTPOT Qoppokoenaypdmvnong — afloddynong Kwdovvov, m
omoio gykpivel otV endpevn cuvvedpioon g v ékbeon a&loldynong
pe N yopig dhiec odhayés ko exdidel ovotacn. H odotaon avapépet
TIG amokAivovceg amdyelg Kot Tovug AOYovs emi Tmv onoiwv Pacilovral.
O Opyaviopdc copnepthapupavel v eykekpiévn €kbeon a&lohdynomng
Kot T ovotaen 6to amofeTiplo mov 1OPVETOL HE TO ApHpo 250 Kat TIg
SwPpaler otov kdtoyo TG Ade0g KuKAOPOPIag.

4. Xg mepintoon ékBeong a&loddynong mov €1oMYETOL OTOLONTOTE
gvépyelo oxeTkd pe v adew kvkiopopiog, 1 Emuponr @apudkov
AvOpomvng Xpnong opeiret, evtog 30 nuepdv omd ™V mapaiaPn e
ékBeong and v EMTPOTN PUPUOKOETOYpOTVIIONG — aEOAGYNONG KLv-
dvvov, va e€etdoet v €kBeon Kat v EKOMGEL VAT Yl T dlThpnon,
TPOTOTOINGY], OVAGTOAN M OVAKANGT| TNG GUYKEKPIUEVNG GOEL0G KUKAO-
eopiog, ovumepAapPavOUEVOD XPOVOSIOYPALLLOTOS YO TV EQOPLOYN
mg yvouns. Xe mepimtoon mov 1 yvoun g Emupomng ®apudxomv
AvBpomvng Xpnong dev cuvadel pe T GUGTACT TNG EMTPOTNG POPLLO-
Koemaypumvnong — o&ohdynong kwdvvov, n Emuponr Doppdxov
AvOpdmvg Xpnong EMGUVARTEL GTN YVOUN TNG AETTOUEPT OULTIOAO-
YNOT TOV EMGTNUOVIKOV AGY®V Yo TG Sopopés, pall pe t ovotao.

Otav ot yvouodotnon dniovetor OtL ypetdletal n avainyn Kovovi-
OTIKNG dpAcNg OYETIKA pe TNV Adelo kKukhopopiag, 1 Emrponn ekdidet
OTOPACT] TPOTOTOINONG, OVUGTOANG N AVAKANGNG TNG GOE0G KUKAOPO-
plac. T v €xdoon avtng g amdpacng epapudletoar to dpbpo 10
TOV TTOPOVTOG KOVOVIGHOV. XTI TEPMTMGELS ToL 1 Emtponn ekdider v
TPOOUVOPEPOLEVT] OTOPACT|, UTOPEl €MIONG VO EKOMGEL ATOPOCT TOL
amevBuveETOL OTO KPATN HEAT SOUE®VO pe TO ApBpo 1270 tng odnyiog
2001/83/EK.
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5. ZTIC TEPMTOGCELS TOL 1) €viaio a&lOAIYNON TOV TEPLOSIKOV EMIKOLL-
pomopévey ekBécemv Yo TV ao@aAielo. apopd meplocdTepeg amd pia
adeteg Kukhopopiag, couemve pe to dpBpo 107 mapdypapog 1 tng
odnyiag 2001/83/EK, amd Tig omoieg TovAdylotov pio €xer xopnynoei
CULE®VO PE TOV TapOVTo Kovovioud, spoppoletar n dwdikocio mwov
opiletar ota apbpa 107 kot 1078 g ev Aoym odnylag.

6. Ot teMkég GLOTAGELS, YVOUOJOTIGELS KOl Ol OTOPACELS TOV OV~
@épovtal oTig mapaypdeovs 3 Emg 5 Tov mapovtog dpbpov dnpociedo-
VIOl OTNV €VPOTOIKY OIKTLOKY TOAN Yo T GAPLOKOE TOL OVOPEPETOAL
ot0 GpBpo 26.

Apbpo 28a

1.  Ocov agopd @dapuoka avipdmvng xpHong mov &ovv eykpiOei
CUUE®VO. LE TOV TApOVTO KAvoviopo, o Opyavicpdg oe cuvepyacio
pe ta kparn péAn Aapfaver ta axodAovba pétpa:

o) TOPAKOAOVOOVV T AOTEAECUOATO TOV HETPMV EAOYLOTOTOINGNG TOV
KvdOvov mov mepthapPdvoviol ota oxEdo dloyeipiong Tov Kvdvvou
Kot TV OpOVv Tov ovapépovial 6to pbpo 9 mapdypapoc 4 ctotyein
v), Yo, YB) xai yy), N oto apbpo 10a mapdypapoc 1 ctoryeio o) Kot
B) kot oto Gpbpo 14 mapdypapor 7 kou 8-

B) a&ohoyovv TIG EMKOIPOTOMGELS TOV GULGTHUATOS OloyElploNg TOV
Kwvdvvov:

v) mopakorlovBoldv ta otoryeio g Paong dedopéveov Eudravigilance,
vy vo kafopicovy katd mOGov vmapyovv véor N petafAndévieg
kivduvor ko av avtoi ot kivovvor €xovv avtiktumo oto 16olvylo
KvOHVOU-0pEAOVG,.

2. H emnupomn ¢apupoxoemoypvmvnong — aflodldynong Kwvdvvov
TPOYLOTOTOLEL TNV OpYIKT avOALGT Kot tepapyel TIc mAnpopopies yio
véoug 1| petaPinfévtec kKivdouvous iy aAlayéc oto 160lhylo Kivdhvov-
opéhovg. Otav kpivel 6TL pmopei vo gival avaykaio n Aqyn pétpev
TapaKoAovLONoNG, M a&loAdynon TV TANPOPOPIOY Kot 1 GUUEOVIK
OYETIKG LE OMOONTOTE UETAYEVESTEPT OPACT OOV APOpd TNV Adewn
KukAopopiog mpaypatomoteital PAceEL XpOvoOSIOYPAUUNTOS TOV OVTOTO-
Kkpivetar oty éktacn kot ot cofapdtnTa Tov TPOPAILATOG.

3. O Opyoviopog kot ot oppodiec €Ovikég apyec Kol ot KATOoYOol
adEWdV KUKAOQOPIOG OAANAOEVILEPMOVOVTAL GE TEPINTOOTN OV S0l
otwBovv véor | petaPinBévieg xivdvuvol 1 aklayég otn oxEon KvdL-
VOL-0(PELOVC.

Apbpo 28p

1. T pn TopepuPotikéc HETEYKPITIKES HEAETEC OIOPAAELNG GYETIKA LE
QapproKe avBpdmvng xpnong to omoio. eyKpiONKov COUPOVL UE TOV
TapOVTO KOVOVIGHO Kol TANPoUV pic amd TIg GmolThoElg TV apdpwv
10 kot 100 tov TapdVTog Kavoviopuov, epapudletal 1 dadikacio. Tov
npoPAéner 1o apbpo 1071y mapdypapor 3 €wg 7, ta apbpa 107 ¥) €mg
107 1o1) kou to apbpo 107 1§) mopdypapog 1 g odnyiag 2001/83/EK.
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2. ZT1g mEPMTMOGELG TOV, COLE®VO, LE TN SSIKOCI0 TOL OVAPEPETAL
oV Topaypoeo 1 tov TapdvTog Apbpov, N EMTPOTN PAPUAKOETOYPV-
mvnong — a&oloynong kvdivov ekdidel CLGTACELS YO TV TPOTOTOi-
NoM, OVAGTOAN 1 avAKANGM TG ddelng kukAopopiog, n Emitporny @ap-
pdkov AvBpomvng Xpnong ekdider yvoun Aappdvoviag vmoyn
ovotaon, N 0¢ Evponaikn Emitponn exdidel amdpaon Pacel tov dphpov
10.

Ye mepimtwon mov mn yvoun g Emupomng Dopudxev AvOpdmivig
Xpfong dev cuvadel Le TN GVOTACT TNG EMTPOTNG POPLOKOETYPVOTTVI-
ong — oa&oAdynong kwdvvov, n Emrpomy @apudkov AvOpdmivig
XpNoNG EMGUVATTEL GTN YVOUN TNG AETTOUEPT] OITIOAOYNON TOV EmL-
GTNUOVIK®V AOY®V Yo Tig dtapopés, pall pe tn obotoon.

Apbpo 28y

1. O Opyaviopog cvvepyaletar pe v Moykoéoua Opydvoon Yyeiog
oe Béuato QopuokoemaypvTYNoNG Kol AdpuPdver ta avaykoio pétpo
TPOKELUEVOL VO TNG VTOPAALEL TOXEMS SEOVOEG KOl ETAPKELS TANPOPO-
pieg v ta AneBévta pétpa oty ‘Evoon ta omoio gvdéyetarl va Exouvv
eMMTOON otV TpooTacio Tng dNUOcag VYeing o TPiTtES YDPES.

O Opyaviopog kadiotd dwbéoipeg oty Iaykdoma Opydvoon Yyeiog
Tay€mg OAEG TIC avoQopés €KOLOUEVOV OVETIBOUNTOV EVEPYELDOV TOL
exdniwbnkov oty Evoon.

2. Metogd tov Opyovicpol kot Tov Evporaikod Kévipov IMapaxo-
A000nong Napkotidv kot To&uopaviag aviaildocoviol TAnpoeopieg
GYETIKG IE TNV KATAYPNOT PUpUAK®OV, KOODS Kol TANPOPOPIES GYETIKA
HE TG TOPAVOLEG OVGIES.

Apbpo 280

Yotepa amd aimon g Emupomic, o Opyoviopodg ovppetéyel, oe

cuvepyacio pe ta Kpatn péAN, otn debvn evapudvion kot tvmonoinon
TEYVIKAOV PETPOV GTOV TOMEN TNG POPLOKOETAYPVTVIONG.

ApOpo 28¢

O Opyoviopog Kot too Kpatn péAn cvvepyalovtol yio ) Swopkn ové-
TTuéN CLOTNUATOV PAPUOKOETAYPVTVNONG KOAVAV VoL ETTHOVV LYNAL
emineda mpootaciog TG INUOcHG LYElnG YioL OAC TO PAPLOKO, OCYETMOG
g peBddov yopnynong adelog Kukhogopiog, cvoumepthopfovopuévng g
XPNONG GLVEPYATIKMY TPOCEYYIoEMY, Yo TN HEYIGTOTOINGN TG XPNONG
TV TOpwv oV Srotibevrol evtdg g Evoonc.

Apbpo 280t

O Opyaviopdg devepyel TOKTIKODS aveEAPTNTOVG EAEYXOVS TOV KOONKO-
VIOV TOV OGOV 0QOPE TN QUPUOKOETOYPVTVION KOl OVOPEPEL TO. OTTO-
TELEGUOTO GTO OLOIKNTIKO GUUPOVAIO avd SieTiaL.

Apbpo 29

H Emuitpon dnpoocievel €kBeon oyetikd pe ) Sevépysia tov kadnio-
VIOV QUPUOKOETOYpOTTVNoNG amd tov Opyovioud to apydtepo OTig
2 lavovopiov 2014 kot otn ocvvéyela kabe Tpla €.
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TITAOZ 111

XOPHI'HXH AAEIAX KAI ENOIITEIA TON KTHNIATPIKQN
DAPMAKOQN

Kepdariaro 1
Yrnofor] ko e€étaon TV artijoev — yopiynon adewug
Apbpo 30

1.  Xuvvictdtanr Emtponny Gappakov yio Kmviatpwr Xprion. H emt-
Tpomn ot Vdyeton 6tov Opyovicuo.

2. Ymo myv emeOraén tov dpbpov 56 kor GAAOV KaBnKOVIOV TOL
evdéyetarl vo g avabéost  kowotikn vopobesia, Wimg oto mAaiclo
tov kavoviopod (EOK) apif. 2377/90 (1), n Emutpony ®appdkov yo
Kmviatpwkr Xpnon eivar emigoptiopévn pe T Sltdmmon TG YVOUNG
o0v Opyoavicpov yio kabe BEUO GYETIKO LE TO TOPAOEKTO TOV POKEADV
OV VIOPAALOVTOL GUUE®VO UE TNV KEVTIPIKY dwadikacia, pe T xopn-
yNomn, TV TPOTOTOINGT, TNV OVAGTOAN M TV OvAkAnon tng Gdew0g
KUKAOQOpIOG KINVIOTPIKOD QOPUAKOV COUG®VO UE TG STdEElS TOL
TapdVTOG TITAOL, KOOMG Kol PE TN QOPUAKOETOYPVTVION.

3. Aunocet tov ekteheoTikod devbuvri tov Opyovicpod 1 Tov
eknpoodnov G Emutpomne, n Emitpony] ®opupdkov yio Kmmviarpikn
Xpnon dwrtvndvel emiong yvoun yo kébe emotnpovikd {RTnue Tov
aopd v agloAdynon Tov KTNvVTpikev eoppakev. H emtponn Aop-
Bavel dedvimg vtoyn kabe aitnua KpATovg LELOLS Yo SLOTVTWOT YV®d-
uns. H emuponn dwntvmdver emiong yvoun omotednnote vapyel dStopo-
vio otV a&loAdYNGT TOV KTNVIATPIKOD POPUAKOV HE TN dtadikooio g
apoBaiag avayvopions. H yvoun g emtponrg kobictatol mpocmerd-
own and To KOwo.

Apbpo 31

1. Kda&be aitnon yw yopnynon Gdewg KukAo@opiog KINVINTPIKOD
QOPUAKOL TEPILOUPAVEL EOIKMOG Kol TANPOS OAQL TO. OTOVYEID Kot TO
£yypaga mov avapépovtal oto Gpbpo 12 mapdypagpoc 3, ota dpbpa
13, 130, 13p ot 14 ko oto mopdaptue I g odnylag 2001/82/EK.
Ta ev Aoy otoyeia Kot Eyypapo AAUBAvouy vTOYN TOLG TOV EViaio Kot
KOWOTIKO YOPOKTNPO TNG Adel0g KukAopopiag mov {nreiton, Ko TANV
eEAPETIKOV TEPTTOGEWMY TOV GITOVTIOL TNG EPAPUOYNG TOV OIKOAIOL TV
EUTOPIKOV oNUATOV, TEPIAALBAVOLY TN PO EVINiNG OVOLAGTNG Yol TO
QapLaKo.

H aitnomn ocvvodevetar and ta téAn mov katafdrlovior otov Opyaviopd
vy v e&étaon tg.

2. Ortav mpoxeltal yuo. KINVILTPIKO QAPUOKO TOV TEPEYEL 1| OTOTE-
AglTOl OO YEVETIKMG TPOTOTOMUEVOLS OPYUVIGHOVG KOTA TNV €vvold
Tov apbpov 2 g odnyiag 2001/18/EK, n aitmon cuvodeveton amd To.

egig:

(M Koavoviopdg (EOK) apif. 2377/90 tov Zuvpfoviiov, g 26ng Iovviov 1990,
vy ™ Oéomion KowoTIKNG dadikaoiog yio tov Kaboplopd avatatev opinv
KOTOAOITOV KINVIOTPIK®OV Qopudkov ota tpoeua (owng mpoéievong (EE
L 224 ¢ 18.8.1990, . 1). Kavoviopdc o omoiog tpomonoinke tedevtaio
and tov kavoviopd (EK) apif. 1029/2003 g Emtpomig (EE L 149 g
17.6.2003, o. 15).
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o) OVILypopo NG YPOmTNG oLyKaTAfeons Tmv apuodimv apydv yuo T
GKOTUN EAEVOEPMON TOV YEVETIKMG TPOTOTOUUEVMOV OPYOVIGUDV
670 TEPPAAAOV Y1o. AOYOVG €peuvag Kol avATTLENG, OTWS TPoPAEme-
tow 610 Mépog B tng odmyiag 2001/18/EK f oto Mépog B g
odnyiog 90/220/EOK,

B) tov mnpn tEXVIKO AKELO TOL o TAPEYEL TIG ATOLTOVUEVEG TANPO-
popieg ovppwvo pe ta mapaptipata I kor IV g odnyiog
2001/18/EK,

v) v agoidynon 1ov TEPPUALOVTIKOD KIVOOVOL GOUPOVO HE TIG
apyég tov mapapmpatog I g odnyiag 2001/18/EK, won

d) 1o mopiopata evdeyduevav diepeuvicemv mov Eyvav Yo AdYovg
épevvag M avamtuénc.

Ta apbpa 13 éwg 24 g odnyiag 2001/18/EK dev epappolovtar ota
KINVIOTPIKA QAPHOKO TOV TEPEXOLY 1) OITOTEAOVVIOL ONO YEVETIKAOG
TPOTOTOUMUEVOVG OPYOVIGLOVG.

3. O Opyaviopds pepiuvd oote 1 yvoun g Emtponng @apudkov
vy Kmviatpikry Xpfion va dwatvndvetor gvtog 210 nuepov and v
maparaPn Eykvpne aitnomng.

Otav mpdKeTOL Y10 KINVIOTPIKO QAPHOKO TOV TEPLEYEL 1 amoTeEAElTAL
OO YEVETIKOG TPOTOTOMUEVOVS OPYOVIGLOVS, T YVOUY NG AVOTEP®
EMITPOTNG TPENEL VAL TNPEL TIG UMOLTNOES AoPurelag Yo To TepPaAlovV
mov Beomiler n odnyia 2001/18/EK. Katd v a&oddynon tov arthcemv
adetog Kukhopopiag OGOV aPopd KTNVIATPIKE QAPLOKE TOV TEPIEXOLY I
OTOTEAOVVTOL QIO YEVETIKMG TPOTOTOUUEVOVG OPYOVIGLOVS, O EIGNYT-
¢ OeEdyetl T avaykaieg SPovAedoElS e TOVG POPEIG TOV GLYKPO-
toov N Kowdémrta 7 ta kpdtn péAn odupwve pe v odnyio
2001/18/EK.

4. H Emutponn, o Swwfovrevon pe tov Opyovicpod, to Kpatn péAn
KOl TOUG EVOLUPEPOUEVOVG, GLVTACGEL AETTOUEPT] OONYO G TMPOG TN
HOpQN HE TNV Omoio. MPEMEL Vo VIOPAALOVTOL Ol CUTHGELS YOPYNONS
adelog Kuklopopiog.

Apbpo 32

1. T v mpogtopacio g yvoung e, N Exrponn @appdkov yio
Kmviatpwn Xprion:

o) eléyyel av to. otoyeio kot Ta Eyypopa Tov LIoBdAlovTal GOUP®VA.
pe 1o apbpo 31 mAnpovv Tig amantnoelg g odnyiag 2001/82/EK ko
eetalel av mAnpovvrar ot 6por mov kabopilovialr oTov maPOVTO
KOVOVIGHO G TPoUmoBEsELg Yo T Yopnynon adelg KukAopopiog
OV PapUdKov,

B) umopei vo {ntel and éva emionuo epyacTiplo EAEYYOV PUPUAK®V M
EPYAGTNAPLO TOV EYEL OPLOTEL Y10 TO GKOTMO AVTOV Omd KPATOG PEAOG
v eAéyEel TO KINVIOTPIKO QAPLOKO, TIG TPADTEG VAEG TOL KO, OV
ypewdletar, ta evdidpeso mpoidovta N To GAAG GLUGTOTIKG TOV, Yl
vo. BePowbei 6TL o1 pEBodOL EAEYYOV TTOV YPNOYLOTOLEL O TAPAGKEVAL-
OTNG KOl TEPLYPAPOVTIOL GTO £YYpaPa TNG aitnong &ival Kavomot-
NTIKée,
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v) pmopel va {ntel, omd KOWOTIKO €pYOoTNPLO OvOPOpdS, amd emicnuo
EPYASTAPLO EAEYYOV PapUdKkOV 1 and epyacTiplo opiebév and kpd-
T0Gg PEAOG Yot TO GKOTO avToV, va e&akpifdcel Bacet detypdtov mov
TOPEYEL O UTMOV OV 1 avaALTIKY HEB0SOG aviyvevong mov mpoteive-
TOL GO TOV OUTOVVTO Y0 TOVG GKOTOVS Tov Gpbpov 12, mapdypapog
3, onueio (1), devtepn mepimtwon g odnylag 2001/82/EK  eivon
IKOVOTIOMTIKT KOl KOTAAANAN Yo Vo, avixveDeTal 1 Topovcio Koto-
Moinov, 10iog ot enineda avdTepo amd T0 PEYIOTO EMINESO KATAAOI-
OV OV givol 0modektd amd v Kowdmro Bdcel tov Kovovicopo
(EOK) ap18. 2377/90,

4) pmopet va {ntel amd TovV aUTovVTO VO GUUTANPDOGEL EVTIOC TPoBecuiog
To. otoleion mov Guvodevovy TNV oaitnon. Av 1 mpoavapepbeicn
EMTPONT] KAVEL YPNON T™C duvaTdOTNTAG OLTAG, 1 Tpobecpio Tov
apBpov 31, mapdypapog 3, mPOTO €6GPLO, OVOCTEAAETOL WUEXPIG
o6tov mapacyebodv or atndeiceg cvpumAnpopatikés TAnpopopies. H
mpobecpiio. VT OVOCTEALETAL EMIONG YOl TO YPOVIKO SIAGTNLO TOV
TOPOYOPEITAL GTOV OUTOVVTIO TPOKEUEVOD VO TPOETOYLACEL TIG TPO-

POPIKES N YPOTTES €ENYNOELS TOV.

2. Ortav n avorvtik) pébodog aviyvevong dev xetl eheyyBel amd éva
OO TO TPOOVAPEPOLEVO, EPYAGTIPLO GTO TAAIGLO TOV SLOSIKOCIOV TOV
Oeomiler o kavoviouds (EOK) apif. 2377/90, n emainfevon avtr| tpénet
va degdyeton 6t0 TAAIGLO TOV TOPOVTOG APOpOL.

Apbpo 33

1.  Mohg AdPer ypomry aitnon and v Emurpony Qopudxov yuo
Kmviatpwr Xpiomn, to kpatog péhog Swfipdler ta otoryeio pe to
omoio TEKUNPUOVETAL OTL O TOPACKEVOOTNG KINVIOTPIKOD (QOPUAKOL 1
0 goaymyéag eapudkov amd Tpitn Ydpo eivol Kavog Vo TapacKeLaLEL
T0 &V AOY® QAPUOKO TM/KOL VO EKTELEGEL TOVG AVAYKOIOVS EAEYXOLG,
GULO®VO. e TO GTOLYElD KOt T £yypapa mov vIoPdAlovIal Kot epop-
poynv tov apbpov 31.

2. E@oboov 1o Bempel avaykaio yio vo olokAnpwbei n e&étaon piog
aitnong, 1N ovVOTEP® EMTPOT] UTOPEL Vo amowtel and Tov otodvia vo
vrofAndei o Wwitepn embe®@pnon TOL TOTOL TOPUCKELNG TOV GYETI-
KoV KTNViaTptkod @apudiov. Ot embempnoelg avtég eivar duvatdv va
devepyohvtal apVISINGTIKA.

H embBempnon dievepysiton péca atnv tpobeopio tov dpbpov 31, mapd-
Ypapoc 3, mpdTo £6G@L0, amd eMBE®PNTEG TOV KPATOLG HEAOVG O10bE-
TOVTEG TO KATAAANAQ TPOGOVTO Ol OTTOIOL UTOPOVV, EV AVAYKT], VO, GUVO-
debovtal amd ewoNYNT N EUTEPOYVOUOVO TOV Opilel N avVOTEP® EML-
TpoTY.

Apbpo 34

1. O Opyoviopodg evnUepOVEL APECHOG TOV QUTOLVTO OTAV, COUQOVO
pe m yvoun g Emrpomg @opudkov yio Kmviatpwn) Xpron:

o) M aitnon dev mAnpoi ta kprrmplo xopnynong adelng mov opilovron
amd Tov TapPOVTA KAVOVIGUO,

B) M ouvvomTIK TEPLYPAPT] TV YOUPOKTNPIGTIKOV TOV TPOIOVTOC 7OV
TPOTEIVETOL OO TOV OLTOVVTO TPEMEL VO TPOTOTOUOel,

Y) M €MONUOVON 1 TO GUAAO 0dNYLDV TOV TPOIOVTOG deV Elval GULP®VOL
pe tov Titho V g odnyiog 2001/82/EK,
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8) m d&dew kukhopopiag Bo mpémer va yopnynbel vwd TV emEVAAEN
TV 6pav Tov TpoPArémovior 6to Gpbpo 39, mapdypapoc 7.

2. Evtoc 15 nuepdv omd T ANyrn G YVOUNG TOL OVOPEPETAL GTNV
napdypapo 1, o ot@v pmopel va €100TONGEL YporTtdg Tov Opyavicpod
ot emBopel va {ntnoet exavegétaon tng yvoung. v nepintmon o,
SwPpaler otov Opyoviopd Tovg Aemtopepels AOYovg TG aitnong Tov
evtog 60 NuepOV amd TN ANYN TNG YVOUNG.

Evtog 60 nuepdv amd tn Aqyn tov Adyov Tng oitnong, 1 €mTpomn
emaveletdlel T yvoun g GOUE®VA UHE TOLG Opovg Tov GpbBpov 62,
napdypapog 1, tétapto eddplo. H artioloyia tov mopiopotog emouva-
TWTETAL OTNV TEMKN YVOUN.

3. Evtog 15 nuepov oamd v ékdoon g, o Opyavioudg dwafipalet
™V TeEMKN yvoun oty Emrponn, ota kpdtn péAn kol otov artovvto. H
yvoun cvvodedetarl omd Ekbeon oty omoia meptypdpetar 1 oEloAdYNoN
TOL QOPUAKOV OmO TNV EMTPOM Kot eKTIBEVTAL 01 AOYOL GTOVG 0TOi0VG
Baocifovtar ta mopiopatd tng.

4.  Xg mepintmon €K600MG EVVOIKNAG YVAOUNG Yo TN XOPNYNON GOEL0G
KUKAOQOPIOG TOL KINVIATPIKOD QPOPUAKOVL, ETIGUVATTOVIOL GTN YVOUN
to. akdhovbo Eyypapa:

0) TO 6X010 GUVOTTIKNG TEPLYPOPNG TOV YOPUKTNPLOTIKOV TOV TPOi-
6vtoc, OmG ovapépetatl oto apbpo 14 g odnyiag 2001/82/EK, to
onoio amnyel, 6mov apuolel, TIC SPOPES TOV KTNVINTPIKDV GLV-
KoV petold TV KpaTOV PEADV,

B) mpokewévoy Yoo KTNVIOTPIKG Qapuoka TpooptlOUeva vo, xopnyn-
0ovv oe (Do mapay®YNG TPOPiL®Y, EviElEn TOV AvVATOTOVL Opiov
KaTaAOIT®V Tov givor amodektd oty Kowdtrta cdupwva pe tov
kavoviopo (EOK) apif. 2377/90,

Y) AenTOUEPELES TUXOV OP®V 1| TEPLOPIGUMV IOV TPENEL Vo EMPANO0VV
GTN XOPYNON N YPTON TOL GLYKEKPILEVOL KTNVIOTPIKOD QopLiKov,
GUUTEPIAQUPAVOUEVOY TOV OpOV VIO TOLG OTOIOVG TO (PAPLOKO
pmopet va dlatibeTan 6TOVG YPNOTEG, CULPOVO LE TAL KPLTNPLOL TNG
odnyiag 2001/82/EK,

3) Ol AeMTOUEPEIEG OAMV TOV GUVIGTOUEVOV OPOV 1| TEPLOPIGUDV OGOV
aPOpE TNV GGPAAT KOl OTOTEAEGUATIKT] YPNOT TOL QPAPUAKOL,

€) TO oYé010 TOV KEWWEVOV TNG EMICTUOVOTG KOL TOV GVAAOL 0dNYiIdV
OV TPOTEIVOVIOL OO TOV 0OLTOVVTO WE TN Hopen mov opilel o
Tithog V g odnyiag 2001/82/EK,

o1) M éxbeon a&oAdynone.

Apbpo 35

1.  Evtdg 15 nuepdv and v moporofi e avaeepouevng 6to apbpo
30, mapdypapog 2 yvounc, n Emrponn karaptilel oxédo g andpaong
ov Bo Anebei d6cov apopd v aitnon.

Otav 10 Y010 amdpacng TPoPAEREL T YOPNYNOT AOENS KUKAOPOPING,
neptiapPdvel Ta Eyypopa Tov avagépovior 6to apbpo 34, mapdypapog
4, onuelo o) £€0G €) N TOPUTEUTEL G' QVTA.

Ortav 10 oyéd1o amdpaons dev CLUPOVEL pe TN Yvoun tov Opyavicuov,
n Emzponn emovvamnter avolvtikny ene&nynon tov AOY®v Tng aoLUQo-
viag.
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To oyédo amdpaong doPifaletor oto KpATN HEAN KOl GTOV OLTOVVTAL.

2. H Emupomn AopPdvel opiotikn amdeoorn pHe Tn dodikacio Tov
apbpov 87, mapdypapoc 3 kol evtdg 15 muepmdv amd TV TEPATMOON
¢ Srdkaoiog.

3. H Moévyn Empom Kmmviatpikdv Qoppokmv mov avoeEpeTol
610 GpBpo 87, mapdypopog 1, mpocapudlel Tov E6MTEPIKO TNG KOVOVL-
oud TPOKEWEVOL Vo AAPEL LITOYT TIG OPHOSIOTNTEG TTOV TNG AVOOETEL O
TOPOV KAVOVioUOS.

Ot pocappoyég mpoPfAémovv OTL:
o) n Movyun Emrponny Satummvel ) yvouUn TG YPOTT®OGS,

B) ta xpdtn péAn Swbétovv mpobeopio 22 muepmdv yuo T SwPifaon
otv Emutpomn tov ypomtdv mopatnpnoeEdV TOVS CYXETIKA WE TO
o010 amdpaong. Qotd6c60, TV emelyel ANy andeoons, o TpoE-
dpog umopel va opilet, avdroya pe to enelyov tov Bépatog, cuvto-
notepn mpobeopio. ITAnv e€aipetikdv mepiotdoewv, 1 mpobeopuio
avtn dev glvan pkpotepn and 5 nuépec,

v) 10 Kpdtn péEAN pmopovv va {nthoovy ypamtmg vo eEETACTEL TO GYé-
410 AOPOCNG OV AVOPEPETOL GTNV TAPAYPopo 1 amd v oAopéreln
™¢g Moviung Emrpomnc, ekBétovtag avoivtikd toug Adyoug.

4. Otav, kotd T yvoun mc Emtpomic, ot ypantég mapatnpnoelg
evog Kpatovg pélovg Biyouv onuavtikd véa Bépoto eTGTHOVIKAG N
TEYVIKNG QUoews un e€etalopeva ot yvoun mov £dwoe o Opyaviopoc,
0 TPOESPOC OVACTELAEL TN O10O1KAGIO KOl OVOTEUTEL TNV OATNOT OTOV
OpyaviGHO Y10 GUUTANPOUATIKY £EETAOT.

5. H Empomn Oeomiler tic avaykoaieg d0tdEels Tpog epapuoyn g
napaypdoov 4 copeova pe ™ dadikasio Tov apbpov 87, mapdypapog

6. O Opyoviopdg onuoclomolel o, £yypopo TOL OVAPEPOVIOL GTO
apbpo 34, mapdypapog 4, onueia o) £0g €).

Apbpo 36

Edqv o outdv amocvpet aitnon mov €xel vmofdier otov Opyavicud oye-
TIKG pE TN yopnynon &dewg Kvkiogopiog mpotov dobei yvoun e’
ovTG, 0 oTt®v kowomotel otov Opyaviopd Tovg AGYOVG GLTHG TOL
g evépyelnc. O Opyavicopog Bétel Tig TAnpopopieg awtés ot d1dbeon
TOV KOWOL Kot dnpoctevetl v €kbeomn agloddynong, av eivor dtbéoyun,
aov opopécel kdbBe TAnpoopic EUTIGTEVTIKOD amd EUTOPIKT dmoym
YOPOUKTIPOL.

Apbpo 37

1. H d&dswn xvkhogpopiog dev yopnyeitar €dv peETd TOV EAEYXO TV
oTolyEiv Kol eyypae®v Tov vVIofdilovial cOpe®ve pe to apbpo 31,
dwmotmOel ot

o) M ToldTNTO, N AGPAAELD M 1| OTOTEAEGUATIKOTITO TOV QOPUAKOL dEV
KOTOSEKVOOVTOL HEOVIMG KOl EXOPKMS amd TOV o1tohvTa,

B) otig TEpMTOOEIS TOV (WOTEYVIKOY KINVIOTPIKOY POPLIK®V Kol TOV
EVIOYLTOV EMBOGEMY, OTav M vYEia Kol ot cuvinkeg dafivong Tov
{odov /Kot 1 acPAAE TOV KOTOVOA®T®OV dgv €xovv Anedel emap-
KOG VoY,
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Y) 0 YPOVOG OVOHOVIG OV VTOSEIKVVETAL OO TOV autovVIO dev gival
OPKETO HEYAAOG MOTE Vo dac@olileTor OTL T TPOPLLO TOV Aopfd-
vovtal and o (o To. omoio. vroPAnOnkav ce Bepameio dev mepLé-
YOLVV Katdhoima Tov Oa pmopovcov va ival emtkivovva yio v vyeio
TOV KOTOVOADTAOV, 1| 0UTO TO XPOVIKO AT dev €lvol ETAPKADS
O1TIOAOYNUEVO,

§) TO KTNVIOTPIKO QAPUAKO VTOPAALETAL YiOL PO OV OTOYOPEVETAL
Baoel GAAOV KOWOTIKOV SloTaEemV.

Adew kukAoopiag dev yopnyeital eniong €dv ta otorxeio M &yypapa
OV TOPEXOVTOL Ad TOV ATohVTO GUHE®VO. pe To apbpo 31 givar ava-
KPP 1 €dv M emoNpaven | 10 EVALO 0dMyIdV OV TPOTEIVOVTAL OITd
tov oarrovvio Ogv gival odpewve pe tov Titho Vg odnyiog
2001/82/EK.

2. H dpvnorn yopfynong kowotikng Gdewg KukAOQopiag cuvieTd
amoyOpeLoT TG KLUKAOQOPIRG TOL &V AOY® KTNVINTPKOV QOPUAKOV
oV ayopd oAng tng Kowotnrag.

3. O minpogopieg Yo 0TOWdNTOTE APVNOT KOl ot Adyot NG Gpvn-
ong dNUoGLoTolovVTaL.

Apbpo 38

1. Me mv gmeOroén tov Gpbpov 71 g odnyiag 2001/82/EK, n
A0€10. KUKAOPOPIOG TTOV YOPNYEITOL GOLP®VO. LLE TOV TAPOVTO KOVOVIGUO
woyvel e OAn v Kowdmra. Ilapéyer oe kdbe kpdrog pérog ta id1a
SIKOUMUOTO. KoL VTOYPEDCELS, OTMS Kot 1 AdE. KukAopopiag mov yopm-
vel 10 &v AOY® Kpdtog MENOG cvpe@ve pe To GpBpo 5 Tng odnyiog
2001/82/EK.

Ta kviaTpikd eappoaka yio to omoio Exovv xopnynbei adeieg kataym-
POUVTOL OTO KOWOTIKO HUNTPOO QUPUAK®V kol Aappdvovv apBud
UNTP®OOV, 0 OTOl0g OVAYPAPETOL GTI GLOKELOGIO TOVG.

2. Ot kowomomoels TV adedV KuKAoQPopiog ONpoclehovial otV
Erionun Epnuepido e Evporaixnc Evoong, n de dnpocisvorn avoeé-
peL Wilmg v nuepounvio. xopnynong g Gdelng KVKAOQOpiag Kol Tov
aplpd KoToy®PIoNG 6TO KOWOTIKO UNTPMO, TNV TuYXov o1ebvn kowvn
ovopacio (INN) g dpactikig ovciag Tov QapUdKov, T PUPULOKEVTIKN
TOV HOPPN KOL TOV TUYXOV OVOTOMKOOEPUTEVTIKOYNIUKO KTNVIOTPIKO
Kodd (ATC Vet Code).

3. O Opyaviopdg dnuooctedel apécmg v €kbeorn a&loddynong tov
KINVWTPIKOL @appdkov mov £xel ekmovioet 11 Emtponn doppdkov yo
Kmvwtpwr Xpnon, poll pe ta ototyeio mov artioroyodv tn Oetik| g
YVOUN, 0POV TPONYOVUEVOG APUPECEL KAOE TANPOPOPIL EUTIGTEVTIKOD,
OmO EUMOPIKN GO, YOPOKTIPOL.

Ymv Evponaikn Anpdoia ‘ExbBeon A&oroynong (EPAR) mepihapfave-
Tl TEPIANYN CLVIETAYUEVT] KATE TPOTOV MOTE VO, EVOL KATOVONTH O
TO KOWO, 6mov mepléyetal, HETaEd GAA®V, TUNWO GYETIKO WE TIG TPOD-
TOBECELS XPTONG TOV POUPLAKOV.

4. Metd ™ yopnynomn adeag KukAogopiog o KATOYog NG &V AOY®
adelog yvmotonolel otov Opyovicprd Tig MUepouNvieg TPOyLOTIKNG S1d-
feong TOL PUPUAKOL OTIG AYOPEG TV KPOTOV UEADV, AapPdvovtog
VIOYN TG OLOQOPES EYKEKPIUEVES LOPQOEG VIO OTOieg KLKAOPOPEL TO
TPOIOV.

O kdtoyog g adelng yvmotonotet eniong otov Opyavioud kdbe toydv
TPOGMPVI] 1 OPLOTIKY SlKOT NG d1dbeong Tov ev AdOY® TPOIOVTOG
oV ayopd. H yvootonoinon yiveton tovddyiotov 2 uiveg mpv and
Swkomn g dubeonc tov mMPOIOVTOG oTNV ayopd, TANY EAIPETIKMV
MEPIGTACEWDV.
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Aumogt tov Opyaviopov, 18img 6To TAAIGLO TNG PUPUOKOETYPVTVIONG,
0 KGtoyog g adelng KvukAopopiog mopéxel otov Opyaviopd OAa To
OTOLEINL OYETIKA LE TOV OYKO TMV TOANCEMYV TOV PUPUAKOV GE KOWVO-
TIKO emimedo Kol avd Kpatog pEAOG, kabmg Kot OAo T SESOUEVO TTOL
Stafétel oyeTIKA e TOV OYKO TNG GUVTOYOYPAPTOTS.

ApOpo 39

1.  Ymno mv emeoiaén tov mapaypdemv 4 kat 5, n adei KuKAoQo-
plog oyvel eni wévte €.

2. H g0 kuKAOQOPING UITOPEL VAL OVAVEDVETAL HETA 5 £T1], KOTOTLV
emava&lordynong and tov Opyavioud ®g TPog Tn GYECT KvoHVov-0pé-
AOVG.

Mo 10 okomd avtdv, 0 KATOYOG TNG AdEng KukAopopiag VTOPAAAEL, oE
EVOTOMNUEVN HOPOPT, KATAAOYO OA®V T®V LIoPANOéviev eyypdowv mg
TPOG TNV TOLOTNTA, TNV OCPAAELN KOL TNV OTOTELEGUOTIKOTNTO, GULUTE-
PIAOUPOVOUEVOY OA®V TOV TPOTOTOWCEMY OV £XOVV TUXOV TPAYLOTO-
nmomBel petd T yopnynon g Adewg KukAopopiog, Kot ovtd £EL Tov-
AdyroTov Piveg TPoToh ANEEL 1 1YV TNG GOELNG KUKAOPOPING GULP®VOL
pe v moapdypago 1. O Opyaviopdc pmopet va {nmost avd mdaco
GTUYU] amd TOV oUTOVVTO VO VTOPAAEL TO £YYPOPO TOV KATAAOYOU.

3. E@ocov yivel vty 1 avavéwon, n adglo Kukhogopiag oty ayopd.
woyvel en’ adplotov, ektog €av N Emtponn amopaciost, 6tav dikoiolo-
veitor 6g6VTIMG Yoo AOYOLC (QOPUOKOETAYPOTVIIONG, VO, XOPNYNOEL o
TPOGHETN MEVTOETN OVOVEWDOT] COLQOVO UE TNV Tapaypapo 2.

4. KdbBe ddeto kukAogopiag mov dev akohovbeitol amd TPOyHOTIK
Sudfeon Tov KITNVIATPIKOD PAPUAKOV GTNV KOWOTIKT 0yopd. EVTOG TPUDV
ETOV 0mO TN XopNYNon ™G Gdewg maveL va IoYVEL

5. Ortav éva @dppoko pe Gdew KukAopopiog, T0 omoio KLKAOMO-
povCE TPONYOLUEVOG otV ayopd, dev dwutibeton TAEOV TPAyHOTIKA
oV ayopd g Kowdmrog eni tpia cuvamtd étn, n ddswa kukAo@opiag
TOL &V AOY® PAPUOKOL TOVEL VO 10YVEL

6. e efoupetikég mePLoTACE KOl Yoo Adyovg omudotlag vyeiag, M
vyelog tov Cowv, n Emuaponny umopel va mapéyel egopéoel and Tig
mapaypdeovg 4 kot 5. Ot eEapéoelg mpémel vo artiohoyohviol de0VTIWC.

7.  E&mpetikdg, Kor HETA amd GUVEVVONOT| LE TOV OTOoOVTO, UTOPEl
vo. yopnyeital adelo KuKAOPOPIag e TNV VIOYPEMGT TOV OLTOVVTOS VO
€100YAYEL GLUYKEKPILEVEG O1001KAGIEG, 13IMG OGOV apOpd TNV ACPALELD
TOV POPUAKOL, TNV EVIUEPMGT TV OPUOSI®V 0pydV Yo KGbe TepioTo-
TIKO oyetillopevo pe tn yxpnion kot ta Anmtéo pétpa. H ddeo ovtn
UTOpEL v yopnyeital HOVOV Y10, OVTIKELEVIKOVG Kot eE0KpdCIHLOvg
Adyovs. H Satipnon g adetog kukhopopiog e&optdtal and Ty eTiota
EMAVAEIOADYNON OVTOV TOV VTOXPEDCEDV.

8. Koatd v vmoPoin g aitnong yw yopnynon adelog Kukiopopiog
YL KITNVWTPIKE GAPUOKO TO, 0moio mapouctalovy HeYOAo EvAapEpoV,
Wiwg amd mAgvpdc vyeiag Tov {OoV kol omd TAELPAES OepamEVTIKNG
Kowvotopiag, o ot@v pmopel vo {ntnoet toyeio Swodikacio aoAdynonc.
To aitmuo avtd TPEmEL va givar deOVTOG aITIOAOYNUEVO.
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Av n Enutponr) @appdkov yio Ktnviatpikn Xpnon dexdel v aitnon, n
npoPienopevn oto apbpo 31 mapdypopog 3 mpmto €340 Tpobeouia
ocvvtépvetat og 150 nuépec.

9. Koatd v ékdoon g YVOUNG TG, N &V AOY® EMTPOTN TEPIAOL-
Bavel TpoOTAON CYETIKE LLE TOVG OPOVG GLVTAYOYPAPNONG N XPNONG TOV
KINVWTPIKOV QOPUAK®V.

10.  To kmnvorpkd @appoka oto omoio yoprnyeital ddew cOLP@VO.
pe g STdEel TOL TOPOVTOG KAVOVIGHOD, OToAahovV TV dl0TdEemy
mpootaciog mov avoeépovior ota apBpa 13 ko 13a g odnyiog
2001/82/EK.

Apbpo 40

H yopnynon édewog xvkAopopiag dev Biyel T yevikn 00Tk 1 TOWIKN
€00V TOV VIEYEL O TOPUACKEVOOTNG N O KATOXOG TG AdEG KUKAOPO-
plag dvvdpel g woxdovcog ot Kpatn péEAN eBvikng vopobeciog.

Kepdrato 2

Enornttsio kow Kupoosig

ApBpo 41

1.  Ag@ov yopnynbei ddewo. kvkhopopiog cOUPOVE HE TOV TOPOVTO,
KOVOVIGHO, 0 KATOXOG TNG GAOE0G KUKAOQOPING TOV KTINVINTPLKOD Qap-
pakov o@eiler, 6Gov aPopd Tig HeBOd0VG TAPAGKELNC Kol EAEYXOL TOV
avapépovtal oto apbpo 12, mapdypagog 3, onueia §) kou 0) tng odnyiog
2001/82/EK, va AapPavel vmoyn v TeYVIKN KOl ETGTNHOVIKY TPO0SO
KOl VO EMPEPEL OAES TIG TPOTOTOGELS TOV TUXOV GALTOVVTAL, DGTE TO
QOPLOKO VO TOPACKEVALETOL KOt VoL EAEYXETOL COUPOVOE WE YEVIKDOG
OmOOEKTEG EMOGTNUOVIKEG HeBOd0VS. O KATOYXOG TNG AOE0C KUKAOQOPInG
ntd ddewa yuo TIg PETAPOAES OVTEC CULP®VO UE TOV TOPOVTO KOVOVL-
ouo.

2. H opuodia apyn evog kpdrovg pérovs 1 o Opyaviouds pmopodv
Vo amottovv and Tov KAToxo G Gdswg KukAoeopioag vo mapdoyet
0VGIEg G EMAUPKEIS TOGOTNTES Y10 TN OLEVEPYELLL EAEYXMV TPOKEYEVOD
va oviyvevbel 1 mapovcio KaTtoAoimmv Tov v AOY® KTNVILTPIKOV Gop-
pdkov oe Tpoeua {mKNG TPOELELOTG.

3. Aumoel g appodiag apyng kpatovg pérovg 1 tov Opyovicpov, o
KATOY0G TNG AdE0G KUKAOQOPING TPOSPEPEL TEYVIKT| EUTEPOYVOUOGHVN
YL VO SIEVKOADVEL TNV EQAPUOYN TNG OVOALTIKNG HeBOSov aviyvevong
KOTOAOITMV KTNVIOTPIKOV QOPUAK®OV OO TO KOWOTIKO EPYAGTNPLO OVOL-
Qopag 1M, KATé TEPIMTMOT, Amd TO £O0VIKA £pyOoTNPe AVOPOPAG OV
é&yovv oplotel Pdoet g odnyiag 96/23/EK tov Zvpfoviiov, Tng
29n¢ Ampidiov 1996, mepi g Myng HETPpOV EAEYXOL Y10 OPIGUEVEG
ovcieg Kat To. KoTdAowmd Toug oe {mvta (Mo kat oto mpoidvta toug (V).

4. O xdroyog G Gdelng KuKAogopiag mopéxel apécmg otov Opya-
viopo, oty Emuponn kot otor kpdtn péAn kabe véa mAnpogopio mov
umopel vo. GUVERAYETOL TPOTOMOINGN TOV GTOWEI®V 1 €YYPAPOV TOL
avapépovtal oto GpBpo 12, mapdypapog 3, ota apbpa 13, 13a, 13B
kot 14, oto mapdpmmua I g odnyiog 2001/82/EK, 11 oto apbpo 34,
apdypapog 4 Tov TAPOVTOS KOVOVIGLOV.

(") EE L 125 g 23.5.1996, o. 10. Odnyio n omoia tpomomomiOnke amd tov
kavoviopo (EK) opif. 806/2003 (EE L 122 g 16.5.2003, o. 1).
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O kdtoyog g adelng Kukhopopiag evnuepdvel apéowg tov Opyaviopo,
v Emutpony] kot ta kpdtn péEAN Yo kéOe amoaydpevuon 1 mEPLOPIGUO
mov  eMPAARETOL OO TIG APUOSIEG OPYEG OTOLUGONTOTE YWDPOG OTNV
ayopd Tng omoiog KLKAOQOPEL TO KTINVINIPIKO (QOpHOKO, KOOMG Kot
vy kabe véo mAnpoopio Suvdapevn vo emnpedoel TV oxfon Kwvodv-
VOL-0(QELOVG OV TAPOVGLALEL TO €V AOY® KTNVIOTPIKO PAPUOKO.

TNo ) ovveyn a&loldynomn g oxéong Kivdivov-opEérovg, o Opyavicpog
umopel, avé mdoa otiyurn, va (ntel amd Tov KAToXo NG AdEWG KUKAO-
Qopiog Vo TOPACYEL GTOLYELD TTOV VO ATOSEIKVOOLV TN S10TPNGCT EVVOT-
KNG o)éong KivdHvou-oQELOLC.

5. Ed&v o kd1oxog 4de10¢ KuKAOPOPIOG TOL KTNVIOTPIKOD PapUAKo
TPOTIBETAL VO TPOTOTOMGEL TO. GTOLXEID. KOl £YYPAPO TOL AVAPEPOVTUL
oV Topaypo@o 4, vIoPaiiel oyeTikn aitnon otov Opyovicuo.

6. H Emutpont, votepa and dwwfovrevon pe tov Opyaviopd, Oeomiler
KatdAANAeg SraThEelg Yo TNV €EETOOT TV TPOTOMOWCEDMV TOV OSELDV
KukAopopiog, vd popen Kovoviopov. Ta pETpa OV EYOVV MG OVTIKEI-
LEVO TNV TPOTOTOINGCT] U1 OLCLOIDV GTOEIDMV TOV TAPOVTOS KOVOVL-
GUOV UE TN GUUTANPWOT TOV, OeomilovTol GOUE®VO LE TV KOVOVIGTIKN
Swwdwacio pe €leyyo omv omoio mopoméunel o Gpbpo 87 mapdypa-
¢o¢ 2a.

Apbpo 42

O artdv M o kdtoyog Gdewg KukKAo@opiag gvBvuvovtal yio v axpipeto
TOV VTOPAALOUEVOV EYYPAP®Y KOl SESOUEVMV.

Apbpo 43

1.  Exnil xkmviatpikodv eoappakev tapackevalopévev otny Kowomsra,
EMOMTIKEG OpyYEG €lval ol apuodleg apy€G TOV KPATOLG UEAOLG M TV
KPATOV PEADV TTOL YOPHYNOAV TNV ASEW TOPUCKEVNG 1| omoio, TpoPAé-
metol 6to apbpo 44, mapdypapog 1 g odnyiog 2001/82/EK vy v
TOPUCKEVT] TOV GUYKEKPLLEVOD (QOPHAKOV.

2. Enl xmviatpikdv Qoppakmv mov giodyovior omd Tpiteg ydpEC,
EMOMTIKEG apYES eivarl ot oppoOdleg apyéS TOL 1 TOV KPOUTM®V HEADV
OV £YOVV YOPNYNOEL GTOV EGOYMYEQ TNV (OEW TOV TPOPAERETAL GTO
apbpo 44, mapdypapog 3 g odnyiag 2001/82/EK, ektog ov €xouvv
ocuvapdel KotdAnies ocvppovieg peta&d e Kowdmtog kot tng
yopag e€aymyng mov dwopaiifovv 6Tt ot €leyyotl avtol mpayUoToTOL-
odvtal ot yopo €Eay®YNG Kot OTL O TOPACKEVAGTNG Qapuolel mpod-
TV OPONC TUPUCKEVAGTIKNG TPUKTIKAG TOVAGYIGTOV 1GOOVVALOL [E TO
npotuma Tov wpoPAéner  Kowotnra.

KaéBe kpdrog péhog pmopei vo {ntioet ) cuvdpopn GAAOL KpaTovg
pélovug 1 Tov OPYaVIGHOD.

Apbpo 44

1. O enomtikég apyég eivon vmevBuveg va eEAEYYOLV, Yoo AOYOPLOOUO
g Kowdmrag, edv 0 kdtoxog g Gdelog KukAoPopiog Tov KINviaTpl-
KOV QUPUAKOL 1| O TOPUCKELACTIG N O EICAYOYENS O EYKATEGTNUEVOG
omv Kowdmto minpol tig anartoelg mov opifovral otovg Tithovg IV,
VII xon VIII g odnyiog 2001/82/EK.
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2. Ortav, ooppova pe to apbpo 90 g odnyiog 2001/82/EK, n Emi-
TPOTN EVNUEPDOVETAL Y10, GOPuPEG daoTAcEl] andyemv PeETad KpOTMV
UEADV GYETIKG E TO AV O KATOYOG TNg AOEWG KUKAOPOPIOG TOV Qap-
péicov M €vag TapacKELACSTAG 1 eloaywyéag eykateotnuévog oty Kot-
votnta mAnpol Tig anontioelg g mapaypdeov 1, n Exttpony|, petd and
Sdwfodrevon pe ta evolapepopeva Kpdtn péAn, propel va {ntel omd v
EMOMTIKY apyN va amooteilel emBempnth Yo véo emOed®pNon TOL KOTO-
¥OU NG Adelng KukAopopilag, M TOPACKELACTN 1 TOVL esoymyéa. O
emBepnTg ocvvodeveTol amd dV0 emBemPNTEG KPOTMOV HEADV 71OV
dev gumhiékovtal ot dpopd M amd dVo eumelpoyvodpoves mov opilet
n Emupom @oppdkov yio Kmviatpwn Xpnon.

3. Tnpovpévev TV GUUE®VIDY Ol OTOIEG EYOVV EVOEYOUEVMG GUVO-
@0l peta&d g Kowotntag kot tpitov yopdv coppova pe to apbpo
43, mopdypapog 2, n Emrponn, petd v Aqyn artiohoynpévou ontuo-
T0G €vOG KPATOVG HEAOLG 1) TNG €V AOY® €MTPOTNG, N 1Wia TpmTOBovAia,
pmopet vo omontel amd Evay EYKATEGTNUEVO GE TPITN YDPO TOPOCKEVO-
ot va vroPAndel ce embedpnon.

H emBedpnon de&ayetor amd embewpntéc TV Kpatdv peAdv Sabéto-
VTEG TO KOTOAANAQ TPOGOVTO Ol 0TOi0l PTOPOVV VO, GuVOdEDOVTOL amd
EIONYNT N EUTEPOYVOUOVA OV EYEL opiosl M &v Adyw emitpomn. H
éxbeon tov embeopntav SwPifaletor ommv Emupomn, ota kpdn
UEAN KoL 6TV &V AOY® EMLTPOTH.

ApOpo 45

1.  Ortav ot enontikég apyéc | oL apUOSIEG apYEC OTOLOVINTOTE GALOV
KpATOLG HEAOVG KPIvOouv OTL O TOPUCKELOOTNG 1| O EICAYMYENS O EYKO-
teomuévog oty Kowotnta dev tnpel TAéov Tig VITOXPEDGELG TOV JLVA-
pet Tov Tithov VII g odnyiog 2001/82/EK, evnuepdvouv apécmg v
Emutponn) @appdkov yioo Kmviatpwkr, Xpion kot tyv Emitponn, exbé-
TOVTOG AEMTOUEPDS TOVG AGYOLG Kot VILOSEKVOOVTOG TO HETPA TTOV TPO-
teivouv.

To B0 woyvel dtav éva kpdtog pérog 1 n Emrponn| kpivouv 61t yio to
GUYKEKPIUEVO KINVIOTPIKO PAPHOKO TPEMEL VO EPAPHOCTEL £val amd To
pétpa mov mpoPrémovior otov Titho VIII tng odnyiog 2001/82/EK, 7
otav M &v AOY® EMTPOTN EYEL YVOUOOOTNGEL GYETIKA GOUPOVA HE TN
Sdwdicacio tov dpbpov 30 Tov TAPHVTOG KAVOVIGHOD.

2. H Emuponn {ntel m yvoun tov Opyoaviopod &vidg mpobecuiog
mov opilel 6 cuvdpTnon pe To emeiyov ToL BEUOTOG, TPOKELUEVOD VO
e€etao0o0v o1 TpoParidpevol Adyotl. XTo PETPO TOV SVVATOV, O KATOYOG
¢ Gdewg KukAopopiog Tov Papudkov Kolegital va vTofdiel Tpoopt-
KEC M YPATTES EENYNOELS.

3. H Emuponr, petd and yvodun tov Opyavicpov, Beomilel o ava-
VKO0 TPOCMPIVE LETPAL TTOV £YOVV GUECT EPUPLOYN.

Opotikn amopaon ekdidetal evrog €61 umvav pe ™ dwdikacio Tov
apBpov 87, mapdypapog 3.

4. Otav emParieTor  avaAnym eneiyovcos dpaong TPocTociog TG
vyeiog Tov avBponov 1 Tev (dwov 1 Tpoctaciog Tov TepPdAlovtog, Eva
Kpatog pnélog pmopel vo avoaotéAdel, wdio mpwtofovAiio 1 artnoel g
Emutpomng, ) xpnon 610 £80p0g TOL €vOG KTNVINTPKOD PApUAKOD Yo
T0 omoio &yel xopnynbei Adel cOUPOVE HE TOV TOPOVIO KOVOVIGHO.
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Ortav evepyet 18ia mpotoPoviia, to kpdTog HéELOg evnuepdvel v Emi-
tpomn Kot Tov Opyovicpd o Toug AGYoug TG EVEPYELAS TOL TO apyo-
TEPO TNV EMOUEVI TNG OVAUCTOANG epydciun nuépa. O Opyaviouds evn-
pepavel yopig kabvotépnon ta vrorowma kpdtn péAn. H Emtponn kivel
apéowc ) dwdikacio mov mpoPArémetarl otig mapaypdeovg 2 Ko 3.

5. Zmv mepintmon autr, T0 kpatog péELog dacporilel 6Tl ot emay-
yeMLOTIEG TOV TOUEN TNG VYEIOG EVILEPDVOVTOL TOYEMG Y10 TNV EVEPYELL
LTV Kot Yy Toug Adyoug 6. o 10 okomd avtd, Umopovv vo xpm-
GLUOTOOVVTOL T SIKTLO TV EMOYYEAUATIKOV copateiov. Ta kpdt
pEAn evnuepdvovuv v Emtpom kor tov Opyaviopd vy to pétpa
oV AoUPAvouV Yo T0 6KOTd aTOV.

6. To avaoTOATIKG PETPA TOV AVOPEPOVTIOL OTNV TOPAYPUPO 4 UTo-
povV va dtatnpodvtol o€ 1oyX0 LEYPIS 0TOV ANPBel optoTik) amdpocn e
) ddwkacio tov apBpov 87, mapdypagpog 3.

7. O OpyoviGprog EVNUEPDVEL Y10 TNV OPLOTIKY amd@oor kdbe evdia-
@epOpEVO Kol KOOOTA TNV AmOPACT TPOSTEAAGIUN and TO KOWO, OopLé-
oG PETA TN Aqym TG

Kepbraro 3

DoppoxocmaypvmvIioN

ApOpo 46

IMo tovg oKomovG TOL TAPOVTOC KEPAAAiov, epapudleton to apbpo 77,
nmapdypapog 2 g odnyiag 2001/82/EK.

Apbpo 47

O Opyaviopdc, o€ 6TeEVH] GLVEPYAGio HE To €BVIKA CLOTANATO PAPLLOL-
KOETOYpORYNGNG oL &yovv Beomiotel cOpEwvo pe to Gpbpo 73 g
odnyiag 2001/82/EK, Aappdver kébe oxetiki mAnpoopic Yo TG Elko-
COpeveg avemBOuNTEG EVEPYEIEG KTNVIOTPIK®V QAPUAK®OV 6T 0Toia £XEL
yopnynOei ddew amd v Kowodrtnra cdupova pe Tov mapodvio Kovovi-
oud. H Emtpory Qappdxev yioo Kmviatpwkr, Xpion yvopodotei oye-
TIKG pe to avoykaio péTpa, cOpemve pe o pbpo 30 Tov mapPOVTOC
KOVOVIGHOV. AVTEC OL YVOUEG KaBioTAVTOL TPOCTEAAGIIEG OO TO KOWO.

Ta pétpa ovtd pmopodv vo, TEPILOUPAVOVY TPOTOTOWGELS TG GdEng
KukAopopiog mov yopnyeitoan kot dpBpo 35. Oeonilovior cvpPova e
T ddkacio tov apBpov 87, mapdypapog 3.

O kAtoY0g TG ASE0G KLKAOPOPIOG TOV KTNVIATPIKOD QGAPUAKOL KoL Ot
apuodiEg apyég TV Kpatdv HeA®dV dtac@aiilovv 0Tt kdbe mAnpopopia
OYETIKG pe KACOUEVES AVETIOVUNTEG EVEPYEIEG TV KTNVIUTPIKDV (OpP-
kv oto omoia £yl yopnyndel adelo cOUP®VE He TOV TAPOVTO KOVO-
viopd mepiépyetal o€ yvaon tov Opyavicod GOUPOVO LLE TOV TapOVTOL
Kovoviopd. Ot kdtoyxot kot ot ektpoeic Ldwv gvBappdvovial va yve-
GTOTOOVV GTOVG EMAYYEALOTIEG TOL TOUEM TNG VYEiNg N oTIS apuOdLEg
Yo T QOpROKOETaYpOTYNOT €0VIKEG apyéc Kabe avemBount evépyeta.
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ApBpo 48

O kdroyog Adelng KuKAOPOPIlag KTNviaTpkoy Qoppdikov, yopnyndeicog
KOTO TOV TapOVTO KOVOVIGHO, TPEMEL VoL £XEL LOVIHMG KAl CLVEXDS OTN
S160g01 oV €va TPOSOTO KATAAANAN €01KELIEVO, VITEVOVVO Yo BEpaTa
QAPLOKOETOYPOTVIONG.

Avtd 10 EOIKEVPEVO TPOCOTO TPEMEL Vo €Vl EYKOTEGTNUEVO OTNV
Kowoémta kot givar vrevbovo yuo:

o) TN dnuovpyia Kot TN Sloyeiplon GVGTHETOG TOL va dtcPaAilel 0T
KkG0e mAnpogopia oxetikd pe TIc ewaldpeves avemBOUNTES EVEPYELES
MOV YVOOTOTOOVVTIOL GTO TMPOCMOMIKO NG EMLYEIPNONG Kol GTOVG
LOTPIKOVG AVTITPOCAOTOVS NG GLAAEYETAL, a&lOAOYEiTOL KOl QvVTITO-
papaiietor mote va pmopel va glvon mpocsPaoun and €va kol povo
onueio o 6An v Kowodmza,

B) v mpoetopacia, Tpog VIOPOAN GTIG APUOSIEG APYES TOV KPATOV
perdv kot tov Opyaviopd, tov ekbécemv Tov avoEEPOVIOL GTO
GpBpo 49, mapdypapog 3, COUE®VO UE TIG OMOLTAGELS TOL TAPOVTOG
KOVOVIGLOV,

v) M Sopdiion OtL KABe aitnpo TV apuodSmV apyOV Yo TNV TOPOYX
TPOGOETOV TANPOPOPLOV avayKaiov Yo TNV a&loAdynoTn g oxEong
KvOOVOU-0QpEAOVG OV TOPOVCLALEL EVal KTNVIATPIKO QAPUOKO AC-
Baver mnpn ko Toyeion amdvinon, cvurepAopufoavopuévne g Topo-
NG TANPOPOPIDY MG TPOG TOV OYKO TOV TMOANGEMV 1] TN GLYVOTNTO
GLVTOYOYPAPNONG TOV GLYKEKPLUEVOL QOPLAKOV,

d) v mopoyn ot opuddieg apyés kdbe GAANG mAnpogopiog TOL
mopovolalel evolopépov yuo TNV aEloAdYNoN TG OXECNG KIvdUVoL-
0PEAOVG OV TAPOVGLALEL £Vl KTNVIOTPIKO (PAPLOKO, 16imwg dg mAN-
POPOPLOV OV QPOPOVV TIG UEAETEG GYETIKA WUE TNV OCQOAED UETA
™ YopNyNomn ™G AdE0g KLKAOQOPIG, GUUTEPIAAUBOVOUEVOVY TAN-
POPOPIOYV OGOV aPOPE TNV oYL TNG TEPLOSOV AmOGLPONG N HE TV
ENAEWYN TNG OVOUEVOLEVIG OTOTEAEGUOTIKOTNTOG 1 HUE OSUVNTIKG
nepiforlovtikd TpoPAnpata.

Apbpo 49

1. O xdtoxoc g Gdewg KUKAOPOPIOG KTNVINTPIKOD (QUpUAKoV o~
o@oAilel 0Tt kabe swalopevn coPapr avemBduntn evépysla ko kabe
avemBounTn evépysld GTOV AVOPOTO, KTNVINTPIKOD QPUPUAKOL GTO
omoio &yel yopnynbel Gdew cOUPOVE pe TOV TOPOVTO KOUVOVIGUO OV
onuewvetar gviog g Kowomrtag, kot mepiépyetar 6€ yvaor Tov ond
évav emayyeAaTion TOL TOPEN TNG VYELNG, KOTAYPAPETOL KOl YVOGTOTOL-
gltoan Tayéwg ota Kpatn pEAN o610 £00pOG TV OmOimV GULVEPT, €VTOg
dexamévte MUEP®V TO apydTEPO APOTOV AAPEL TIG TANPOPOPIES.

O kdrtoyog g Gdeg KuKAOQOPinG KaTaypapel O g Tig Aleg eucalo-
peveg coPapéc avemBounteg evépyeleg ko TG ovemlfOuUNTEG Yoo TOV
avBpomo evépyeleg Tov mapatnpovvIal eviog g Kowotnrag, copemvo
pe Tg katevbuvrnipleg odnyleg mov avagépoviar 6to Gpbpo 51, Tig
omoieg Oa mpémer gvAoya va yvopilel, Kot TG Kowvomolel ToxEmS oTa
KpaTn pEAN oto £3apog TV omoiwv cuvéfncav Kot otov Opyovicpo,
€VTOG deKaméVTE MUEPDV TO aPYOTEPO APOTOL AGPEL TIG TANPOPOPIES.

2. P»M3 O «éroyoc g Gdelag KvKAOPOplag KINVIATPIKOD (Qappd-
kov e&acparilel 0Tt kdbe swalopuevn cofapn Kol OTPOGIOKNTN OVETL-
Bopnn evépyewn, Ko ke avemBOuNTN evépyeln otov GvBpwmo, Kot
omowdNmote €KOLOUEV UETASOON HOAVGUOTIKOD TAPAYOVTIO HECH
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(POPLAKOV OV TOPATNPEITAL GTO £30UPOC TPITNG YDPOC, YVMOCTOTOLEITOL
tayémg oto Kpatn pEAN Kot otov Opyaviopd, eviog SEKOTEVTE NUEPDV
T0 apyotepo amd T Aqymn g mAnpoeopias. H Empony| Oeomiler tig
Swtd&elg oo v avapopd eKACOUEVOV aTpoGOOKNT®V OveETIOOUNTOV
un coPapdv evepyeldv, mov onuewdvovtal gite otnv Kowodmra eite og
tpit yopa. To pétpa mov €XOVV G GVTIKEILEVO TNV TPOTOTOINGN Un
0VCLOODV GTOLYEI®V TOL TOPOVTOG KAVOVIGHOD UE TN CLUUTANPOGT| TOV,
Oeomifovtal ooV Le TV KAvovioTiK dwadikacio pe EAeyxo otnv
omoia wapaméunel o apbpo 87 mapdypapog 20. <

Extog e€oupetikddv neplotdoemy, ot avembiounteg ovtég evépyeles da-
Bipalovior mAektpovikd vmd popen ekbécemg kol cOUP@VO LE TOV
odny6 mov avapépetar oto Gpbpo S1.

3. O xdroyog ™G Gdel0g KLKAOQOPIOG TOV KTNVINTPLKOD QPapUAKO
tpet Aemtopepn apyeio yuo kébe eucalopevn avemBounTn EvEpPYELD TOL
onpewdvetat gviog N extdg g Kowdmrag kot 11 omoia Tov yveoTomot-
gtron.

Extoc ebv épovv xabopiotel dAleg amoitnoels g mpovmdheon yo ™
yoprynon adeiog xvkiogopiog omd v Kowodtmrta, T apyeio ovtd
vrofaiiovtal otov Opyaviopd Kot 6T KpAtn UéEAN, vad Hopen Teplo-
SIKNG emKapOmOPUEVNG EKOEONC OYETIKA UE TNV O0OPAAELD, OUECMG
peTd omd aitnon tovg 1 kébe €E1 uMveg TOLAGYIOTOV HETE TNV Adew
€mg Vv dubeon oty ayopd. Ot mePLOSIKES EMKAPOTOINUEVES EKOEGELG
OYETIKA pPE TNV 0GPALEL VITOPaALOVTOL emiong apéomg noAlg (ntnbodv
N TovAdyiotov KaOe €€ unveg KoTd To VO TPOTU £TN UETA TNV TPOTN
KUKAOQOPio, 6TV KOWOTIKY 0yopd Kot pio @opd €tnoimg katd to 600
eMOUEVO £T1). LT GLVEYELD, Ol EKBECEIS aVTEG LITOPAAAovTaL avd TpleTio
N apéowg petd amnd aitnon.

O exbéoelc avtég ovvodevovtal and emoTUoviKT a&loAdyNoT, 181G
™G OYEONG KVOHVOV-0PEAOVS TOV POPLULAKOV.

4. H Emitpon dOvatar vo katapticel SotdEels yio Tpomonoinon g
mapaypdeov 3 pe Baon v ktnbeico epmepia and ™ Asrtovpyio ™C.
To pétpa mov £€(0VV OC OVTIKEIUEVO TNV TPOTOMOINGT LI OLCLOIOV
oo EiOV TOL TOPOVTOG Kavoviopov, Beomifoviol cdupova pe ™ do-
dwacia otnv omoia mapanéunel to apBpo 87 mapdypapog 2a.

5. O kdtoyog Gdel0g KuKAOPOPIlOG OEV EMTPEMETOL VO KOWVOTOLEL GTO
gupy Kowd mAnpogopiec Yo BEpoTo  PoppOKOETAYPOTVNONG OGOV
agopd To @dappako ywo. o omoio £xel AdPel ddew ywpic vo edomotel
TPONYOLREVMG 1 TavTOYpOova Tov Opyaviouo.

Ev méon mepumtdocel, 0 KAtoyog Gde0g KuKAOPOPlog HEPIUVA DOTE Ol
TANPOYPOPIeg AVTEG Vo TAPOVGLALOVTOL OVTIKEWEVIKA Kol v Unv givol
TOPATAOVITIKES,

Ta kpdn péAn Aopfdvovv ta amorrodpeve pétpa yuo va eEac@olilovv
OTL 0 KATOYXOG AdEl0G KUKAOPOPIoG TOL OBETEL TIG VIOXPEMGELG OVTEC,
VTOKELTOL O OVGLOGTIKEG, AVAAOYEC KOl OTTOTPENTIKEG KUPMOGELG.
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ApBpo 50

KdéBe kpdtog péhog eEacporiler 0t kabe gwcalopevn coPapr| avemdv-
puntn evépyeln, kol Kabe ovem@ountn evépyelo otov GvOpwmo, KTnvia-
POy QUpUiKoL 610 omoio Exel yopnynbel Adew CVUE®VA HE TOV
TapOVTOL KOVOVIOUO, 1 OTolo. GNUEIDVETAL GTO £30.POS TOL Kol TEPEP-
YETOL GE YVAOOTN TOV, KOTOYPAPETAL KOl YVOOTOTOEITAL TAXEMS, GTOV
Opyavicpod Kol 6TovV KATOYXO NG AdEg KUKAOQOPING TOV KINVINTPIKOD
QOPUAKOVL EVTOG OEKOMEVTE MUEPDOV OO TN ANYN TNG TANPOPOPIagS.

O Opyavicpods dwfipaletl tig TAnpopopies oto 0VIKA cLOTHLATO POP-
LOKOETOYPOTYNONG TOL dNpovpyninkay coppova pe o apbpo 73 g
odnyiag 2001/82/EK.

Apbpo 51

H Enupony|, oe dwaPovrievon pe tov Opyavicpod, to kpdtn HEAN, Kot
TOVG EVOLOPEPOUEVOVG, GUVTAGGEL 0ONYO Y TN GLAAOYN, TNV ETOAN-
Bgvon kol v LVIOPOA TV EKBECEMV GYETIKG HE TIC OVETOVUNTEG
evépyelec. Xtov 0dnyo meprtAapuPdvovtarl e0IKOTEPO GLUGTACELS YO TNV
OAVOKOIV@OT TANPOPOPLOV GYETIKA e TIG AVETOOUNTES EVEPYELEG, TPOG
YPNON TOV EMAYYEALOTIOV TOV TOUED TNG VYElOGC.

Youpova pe tov odnyd ovtdv, ot KAToyol AdElng KukAopopiog ypnot-
pomolovv TN d1ebvig amodekt| wTpikn oporoyia ya tn Sofifoon twv
ekbécemV OYETIKA LE TIC aVETIOOUNTEG EVEPYELEG.

O Opyaviopdc, votepa omd Swfodievon pe ta Kpdtn HEAN Kot TNV
Emutpony), dnpovpyet diktvo mAnpopopikng yio v tayeio dofifoon
otoeiov HeTo&d TV apudSIOV KOWOTIKOV apy®dV GE TEPITTMON EmL-
QLAOKNG AOY® TANUUELOVG TOPACKEVT|S, coPapdv avembBuunTOV gvep-
YEWOV Kol GAA®V GTOLEIMV QOPUOKOETOYPOTVIONG CXETIKA UE KTNVIo-
TPIKA QAPUOKO OV KukAogopovv oty Kowvdmrto, cdupwva pe to
apbpo 5 g odnyiag 2001/82/EK.

Eni 5 ém petd v mpot Suwibeon omv ayopd g Kowodtmrag, o
Opyoviopog pumopei vo nTtnost and Tov KATOYo TNng Adelng KuKAoOQopiog
VO LEPIUVICEL Y10 TN GLALOYN EOIKMOV OESOUEVOV QOPUOKOETOYPOTTVI|-
ong omd otoxobetnuéveg opdadeg (dwv. O Opyaviopdg artoroyel avtn
v gvépyeld Tov. O KAToX0G NG AdE0G AVTITAPUPOALEL KOl EKTILA TO
GLAAEYOpEVA dedopéva Kot To, VITOBAALeL oTtov Opyavioud mpog alolo-

mon.

Apbpo 52

O Opyaviopds cuvepyaletar pe toug debveic opyaviopods mov gvia-
QEPOVTOL YOl TV KTNVINTPIKT POPULOKOETOYPOTVIOT.

Apbpo 53

O Opyaviopdc Kot ot oprOdIES apyEg TOV KPUTMV PHEADY cuvepYalovTol
Y T SopKY] avATTUEN GUOTNUATMV QOPUOKOETNYPVTVIONG IKOVMDV VoL
EMTOYOVV VYNAQ eminedo mpootaciog Tng ONUOcLOG VYelag Yoo OA T
QapraKa, aoXETOS ™G HeBddov yopnynong adeiag, courepiappovopé-
VNG TNG XPNONG CLUVEPYUTIKMDV TPOGEYYIGEWDVY, YO TN UEYIGTONOINGN NG
¥pNoNG TV TOpwv mov Swtibevral evtdg g Kowotntag.
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ApBpo 54

H Emutpornn Oeoniler omowdnmote tpomonoinon Kpiveror avaykaio yio
TNV TPOGAPHOY TOV STAEE®V TOL TAPOVTOC KEPAANIOV GTNV EMIGTY-
poviKf kot TeyVikn mp6odo. Ta ev Aoy® pHETPO, TOL OTOGKOTOOV GTNV
TPOTOTOINGN 1) OVGLOOMV GTOWEI®V TOL TOPOVTOG KOVOVIGUOV, Beomi-
Covtal GOHE®VO e TNV KOVOVIGTIKT dladikacio pe Eleyyo otnv omoio
napanéunel o aphpo 87 mapdypapog 2a.

TITAOZ IV

O EYPQIAIKOX OPIANIZIMOY ®APMAKON — APMOAIOTHTEX
KAI AIOIKHTIKH AOMH

Kepdraro 1

Kafikovta tov Opyaviepod

Apbpo 55
Yvykpoteitar Evponaikog Opyaviopodc appakov.

O Opyaviopds eivar vTedBvvog Y10 TO GUVTOVIGHO TOV VOICTAUEVOV
EMOTNUOVIK®OV TOP@V wov B€tovy ot dudbeon tov Ta kpdTn PéAN Yo
v a&oldoynon, TV enomiEio. Kol TN QOPUUKOETOYPVTVNGOT OGOV
aeopa o eapraKa.

Apbpo 56

1. O Opyavioudg amoteAeitor omo:

a) v Emuponr Qopudxov yu AvOpomivn Xpnor, m omoio eivor
vrevbbovvn Yoo TNV TpogTOoaGia TG YVOUNG Tov Opyavicpol oye-
TiKG pe kéOe Bépa mov agopd TV afloAdynon PopUAK®V TV
mpoopiloviat yo avOpmmivny xpnon,

00) TNV EMTPOTN PUPUOKOETAYPUTTVIONG — 0a&loAdynong Kwdvvov, M
omoia glvar veevhuvn Yoo MV Tapoyr cvotdoewv oty Emtponn
Qapudxev AvBpdmivng Xpnong Kot oty opddo GuVIoVIGHOD yio
KGOe CNTNUO TOL APOPE TN POPUAKOETOYPVTVIOT GYETIKA UE QAp-
HOKO Y. avOp®dTIVN ¥pIon Kot To GUGTHHATO Stayelplong Kivdvvou
kot givar vedBovn Yo TV TopaKoAoVONCN TG ATOTEAECUOATIKO-
mrég Tov cvotnudtov dwyeipiong Kvddvov,

B) v Emupomn @apudkov yio Kmmviatpikn Xpnom, n omoia eivor
vrevbuvn Yo v TpogToacio TG yvoung tov Opyavicpol oye-
TiKG pe kaBe Bpo mov apopd TV a&oAGYNON KTNVIOTPIKOV (op-
péKov,

v) v Emtpon Oppavov Papudkov,

8) v Emtpormn Botavobepamevtikdv Dappdxwov,

d0) TNV emTPOT) TPONYUEV@V BEpaTELDV,

g) v [Houdwrpwr, Emitpornn,
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o1) wo Ipoppoteio, n onoio mopéyel TEXVIKN, EMIGTIUOVIKY Kot 101
Kkntikn vrootpién otig emttponéc ko eEacpatilel Tov evdedery-
HéVo ouvtoviopd petald TOovg Kot 1 omoio TOPEXEL TEXVIKN KoL
SoknTikn vrootpiEn otV opddo cuvvtovicpov Kot eEacpolilet
TOV €VOESELYUEVO GUVIOVIGHO UETOED OUTNG KOl TOV EMLTPOTAV,

{) ¢évav Exteheotikd AevBuvin, o omoiog aokel TG appodtOTNTEG TOL
npocdiopilovtar 6to Gpbpo 64,

n) éva Aowntikd ZupPovilo, 0 omoio aokel TIG APUOSIOTNTEG TTOL
npocdiopilovtar oto apBpa 65, 66 Kot 67.

2. Ouemtponéc mov avagépovtal oty M2 mapdypago 1 otoryeia
o) émg 60) <A, PTOPOVY VO GLYKPOTOVV UOVILES KOl TPOCMPIVEG OLLADES
gpyaciog. Ov avapepdueveg oty mapdypapo 1, onuela o) ko B) emt-
TPOTEG UTOPOVV VO GLYKPOTOOV ETGTNHOVIKEG GUUPBOVAEVTIKEG OUASEG
Pog aELOAOYNOT CLYKEKPEVOV TUTOV QOPUAK®V 1 Bepameidyv, oTig
omoieg M owkein emitpony] pmopel v avabETel oplopéve KobnKovta Guv-
SEOUEVOL LLE TNV EKTTOVIOT TOV EMIGTNUOVIKOV YVOUDY TOV OVOPEPOVTOL
ota apbpa 5 won 30.

Katé ™ ovotaon opddmv epyaciog Kol ETIGTIUOVIKOV GUUBOLAELTI-
KOV Opadwv, ol EMTPONEG TPOPAETOLY GTOVE, OVAPEPOUEVOVS GTO
apbpo 61, mapdypapog 8, ecmTEPIKOVS KAVOVIGHODS TOVG, OTL:

o) ta pEAN tov ev AOY®m ouddwv Sopilovior Pdcel TV KATaAOY®V
EUMEPOYVOUOVOV OV avaeépovtal 6to apbpo 62, mapdypapog 2,
devtepo €d4p10,

B) Cnreitor n yvoun tov ev A0y® opddowv.

3. O Exreheotikdg Atevboving, petd omd otevég daPfoviedoels e
v Emupony @apudkov yioo AvBpodmvn Xpron kot pe v Emponn
Dapudkev yioo Kmviorpikn Xpnor, opyovavel Tig SL0KnTIKEG SopEG
Kot TG dadikacieg mov o emTpéyouvy va avamtuybel n mwopoyn ovp-
Bovdmv og emyEPNOELS, OMOG AVAPEPETOL 6TO GpBpo 57, Tapdypapog
1, onueio &), W6iwg 66ov a@opd TV avanTuén véov Bepameidy.

Ot emTponég aVTEG GLYKPOTOLV 1M KaBgpian pio HOVIUN opdda epyaciog
¢ omolag povov kabnKov €ival 1 TOPOYN EMIGTNUOVIKOV GUUPBOVAMY
OE EMYEPNOELS.

4. H Emupomn ®Papudkev yur AvOpomivn Xpnon kot n Emtpomn
Dapudkev yuoo Kmmviatpikny Xpfon propovv, €dv 1o kpivovv oKOTO,
va {ntovv GupPoVAES GYeTIKA pe Gofapd BEHOTO ETGTNUOVIKAG I d€0-
VTOAOYIKNG POOEMG.

Apbpo 57

1. O Opyavioudc mopéxel oto kpdtn péAN kot ota 6pyova g Kot-
vOTNTOG TG KAADTEPEG SUVATEG EMOTNHOVIKEG GLUPOVAES Yo kKaBe OEpa
OYETIKO pE TNV a&loAdYNoN TNG TOWOTNTOG, TNG OCPAAELNG KoL TNG OITO0-
TELECUATIKOTNTOG TOV QAPUAK®V Yo, avOpdTvn XpNon 1 TOV KTnvia-
TPIKOV QOPUAK®V, TO OTOI0 TOPOTEUTETOL GE OVTO COUPOVE UE TIG
dwata&elg g KowoTikng vopodesiog yio To @approKa.

Mo 10 oxomd avtdév, o Opyaviopds avarappdaver o axdAovba kabn-
KovTa, 18img HECH TOV EMTPOTAOV TOL:

o) ovvrovilel Vv emoTUOVIKN aEloAOYNOoT TG TOOTNTOS, TG ACPA-
AEWG KOL TNG OTOTEAECUOATIKOTNTOS TMOV POPUAK®OV TOL VIOKEVTOL
OTIC KOWOTIKEG O10d1KaGiEg yoprynong Gdswg KukAopopiog,

B) Swpipaler petd and aitnon ko eacparilel 6To Kowvd ™ Sbect-
pomto tov ekbécemv afloAdynone, TG GUVOTTIKNG TEPLYPAPTS
TOV YOPUKINPIOTIKOV, TNG EMICHUAVOTS KOl TOV (UAAOVL 0dNylidV
QUTAOV TOV QOPLAK®OV,
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Y)

8)

€)

oT1)

9]

0)

K)

)

w

cuvtovilel Vv mapakoloVbnon tov apudkov Tov £xovv AdPet
adeto. kukAoopiag omv Evoon kot mopéyet cvpPovrég yo to
LETPO TOV OTTOUTOVVTIOL OGTE VO SLGPOAILETOL 1| ACQAANG KOL OO~
TELECUOTIKN XPNON TOV &V AOY® Qapudkwv, 3ing cvvtoviovtog
™V a&OAGYNON Kot TNV EKTEAECT] TMV VIOXPEDCEDY POUPLOKOETOL-
YPOTVNONG KOl TNV EPOPLOYN TOV GUGTNUATOV QOPUOKOETYPOTTVI-
ONG KOl TNV TOPAKOAOHONOT TOV gV AOY® EVEPYEIDV EKTEAEGTG KO
eQUpHOYNG,

e&aopoilel v ovtoAloyn Kot S1G000T TANPOPOPIOV GYETIKO LE
TG ewalopeveg avemBOuUNTES EVEPYEIES TOV QUPUAK®V TOV £XOVV
AGPet doew kKukhogopiog oty ‘Evoon, péoom pog Baong dedopé-
VOV Tov gival d10pK®dG TPosPaciun and Olo o Kpatn HEAN,

EMKOVPEL TA KPATN HEAN e TNV TayEln KOWOTOINGT TANPOPOPIDY
OYXETIKG pe OEHATO PUPLOKOETAYPOTVI|ONG GTOVG EMAYYEALATIEG TOV
Topéa NG vyelog kot cuvtovilovtag TG avayyeMeg acPALENG TOV
apuodmv eBvikav apydv,

e&aopoAilel v KatdAANAN d146001 TANPOPOPLOV GTO KOO Yyl
Oépata pappoakoemaypbdmynong, Wimg He ™ dnNUovpyio Kot GUVTH-
pNOT HIOG EVPOTAIKNG SIKTVOKNG TUANG Y10 TO. PAPLOKO,

YVOUOSOTEL Y10l TO AVMTATO OPL0. KATAAOIT®OV KINVIOTPIK®V QOPUA-
KoV kot BloKTOVOV TPOIOVIMV TOV YPNGILOTOOVVTIAL GTNV KINVO-
tpopio to. omoio. pmopel vo givor omodektd oe TPOPe (kg
npoéhevong, ocouewve pe tov kavoviopd (EK) apb. 470/2009
tov Evpomaikod Kowofoviiov kot tov ZvpPovAiiov 6 Maiov
2009 oyetikd pe TN 0£0mIoN KOWOTIKGV SdIKAGLOV Yo TV Kobo-
poUd oplV KATHAOIT®OV TOV QOPUUKOAOYIKE SPOCTIKOV OLGIOV
ota TpoQo. {mkng npoéievong (1),

TOPEYEL EMOTNIOVIKY YVOUN GYETIKA UE TN XPNON TOV AVTIPLOTIK®OV
ot {da mov mapdyovv €idn SatpoPng Yo v ghayiotomom el n
vmoapén avtiotaong ota Paxtnpidie oty Kowdmro: n yvoun ovt
npocappoletar ota véa dedOUEVA, EPOGOV AmOLTEITAL,

GUVTOVILEL TOV EAEYYO TNG GUUUOPPWOTNG TTPOG TIS aPYES TNG opong
TOPACKEVOGTIKNG TPOUKTIKNAG, TNG 0pONG €PYOGTNPLOKNG TPUKTIKNG,
g opOg KMVIKNG TpaKTiKNG Kot TV €akpifmon g cuppopem-
ONG UE TIC VIOYPEDCELS POPLOKOETAYPVTVIOTG,

TOPEYEL, KOTOMY GYETIKNG O{TNONG, TEXVIKY KOl EMLOTNLOVIKY LTTO-
ompin v ) Pertimon g ovvepyaosiog petaty g Kowomrag,
TOV KPATOV HEADV, TOV Olebvdv opyavicpdv Kol Tov Tpitev
YOPOV OGOV QPOPO EMCTNUOVIKA Kot TEYVIKG BEpoto oxetkd pe
v a&loAdynon Tev eapuakov, 1ing 6to TAaiclo TV culnTnce®v
7oL dopyoavdvovtal omd Sebvi cuvESpLL evaprovVIoS,

mpel katdotaon TV adEldvV KukAoQoplag (opuiK®v ol omoieg
YOPNYOHVIOL GUUPMVO UE TIG KOWOTIKEG S1O0KAGIES,

dnpovpyei pia tpamelo dedopévav mepl PAPUAK®OV, TPOCTELAGLUN
010 kowo, kot egacpalilel v evnuépwon kol tn Swyeipion g
ave&apmTo and TIg POPUOKEVTIKEG eTatpeiec N tpamelo dedopévav
dtevkolvvel v e£glpecn TANPOPOPLOY oL Exovv NdN eyKpBel yo
va TEpMNEO0HY 6TO PUAAO 0dNYIOV TTOL TEPLEXETAL OTI CLOKELO-
olar M tpamelo dedopévav mEPILOUPAVEL TUAIO QUPUAK®V OV

(') EE L 152 mg 16.6.2009, o. 11.
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pmopovv va. yopnyndovv og modid: ot TANpopopieg mov mpoopilo-
VTOL Y10 T0 KOWO TPENEL VO GLVTAGGOVTOL KOTA TPOTO KATAAANAO
Kot KoTovonto,

v)  Ponba v Kowdtra kot ta kpdtn péAN va mopéyovy TANpopopieg
GTOVG EMOYYEALLOTIEG TOV TOWEN TNG VYEIOG KOl GTO KOWO GYETIKA pe
To pappako ta omoio £xovv a&toroynBetl amd Tov Opyaviouo,

&) mapéyer ovpPovrég oe emyelpnoElg oxeTikd pe ™ Seaywyn Tev
S1PopOV SOKIUMOV KOl AVOADGEDV TOV OTOLTOVVTOL Y10 VO OTOOEL-
y0el M mowdTNTA, M OPAAEL KoL T) OTOTEAEGUATIKOTITO TOV (OpP-
paKkov,

0) €léyyel v PNoTN TOV OpwV 7oL EMPAAAOVV 1 KOWOTIKY VOO-
Oeola mepl @apudkov Kot ot adsieg KvkAogopiag oe mepinmtmon
TopAAANANG Stavoung eapudkev oto omoio £xsl xopnynbei ddeto
Bdogl Tov TOPOHVTOG KAVOVIGLOV,

m) Sturmvel, aitnost g Emitponng, kébe dAAN emotnpoviky yvoun
OXETIKG pe TNV a&loAdYNoN TOV QOPUAK®OV 1 HE TIC TPOTEG VAES
TOL PNOLULOTOLOVVTOL YIOL TNV TAPUCKELT TOVG,

p) OULYKEVIPMVEL, TPOG TPOCTAGIA TNG dNUOGLUG VYEING, EMIGTNLOVIKEG
TANPoYOpieg oyeTikd pe maBoyOVOLS TAPAyovTEG SUVOUEVOLS VO
ypnowonombovv o Proloyikd mOAepo, KoODG kot ™V Vmapén
euporMmv Kot GAAOV @appdkov mov eivar Stabéoipa yloo TV ovti-
UETOMION N TNV TPOANYT] TOV GUVETEIDV OVTOV TOV TOPAYOVIOV,

6) ovvtovilel v enomteia TG TOOTNTOS TOV PAPUAK®OV ToL datife-
vtal oty ayopd, ntdvtag Tov EAeyyo NG MoTOTNTAS TOVG TPOG TIG
EYKEKPYEVEG TPOSIOYPUPES OO EMIGNUO EPYACTNPLO EAEYYOVL Qap-
péKov 1 omd €PYacTPlo TOL £XEL OPLOTEL TPOG TOVTO OO KPATOG
pérog,

1) OwPiPalel, kabe xpdvo, oty apuddia Yo TOV TPOVTOAOYIGHO apyn,
Kk@Oe TAnpopopio Yo To OMOTELEGHATA TOV SOOIKOCIOV a&OAGYT-
one,

K) Aopfdvel anoedoelg Kot to apbpo 7, mapdypapog 1, Tov Kavovi-
opov (EK) apB. 1901/2006 tov Evpomaikod Kowofoviiov kot Tov
SvpPoviiov, g 12ng Aekepfpiov 2006, yo to ToUdOTPIKE PAP-

poco (1).

2. H rtpamelo dedopévov mov mpoPAémetor oty mapdypapo 1,
onueio W) mePLEEL 101G TN GLVORTIKY TEPTYPUPT TOV YOPOKTIPLOTIKMV
TOV TPOIOVI®MV, TO PVALO 0dNyL®V Yo ToV aofevi 1 yloL TO ¥PHOTN Kot
TG mANpoeopieg mov mepthapPdvovral oty emonuavon. H tpdanelo
SedOUEVMV OVATTOGGETOL OTASIOKA KOl OpOPd KOTO TPOTEPOULOTNTO T
QappoKo mov Aapupdvovv adsia KukAo@opiag BAcel Tov TAPOVTOG KOVO-
VIopoU kafmg Kol To Qapuoke Tov AGUPAvouy ddeln KukAogopiog
duvapetr tov Tithov III, Kepdroo 4 tng odnyiog 2001/83/EK kot Tov
Tithov 111, Kepdrato 4 g odnyiog 2001/82/EK. H tpdnela dedopévaov
EMEKTEIVETOL GTN OULVEYEW MDGTE VO, TEPIAAPEL OMOLOONTOTE (PAPLLOKO
Swtibetonl oty ayopd otnv Kowotnra.

(") EE L 378, 27.12.2006, o. 1.
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Mo tovg okomovg g Pdong dedopévav, o Opyoviopdg dnpovpyel Kot
Swtnpel Kotdhoyo Olwv TV QapUdKOV Yo, ovOp®OTIVY ¥pYoN OV
é&xovv eykpBel otnv ‘Eveoon. I' avtd to okomd Aapfdvovior to okod-
Aovba pétpa:

o) 10 apydtepo éwg T 2 TovAiov 2011 o Opyaviopdg dnuociomortel
HOPPOTLTO Y10 TNV NAEKTPOVIKT] VTOPOAN] TOV TANPOPOPLOK®V GTOL-
yelov 10V appdakov avlpomvng ypiong

B) to apydtepo éwg tig 2 TovAiov 2012 o1 kdtoyol aderdv KukAogopiog
vrofdrlovv nAektpovikd otov Opyavicpd TANPOPOPLIKE oTotKEia
vy OAo To PAppoKa avBpdTIVNG XpHoNg mov Exovv gykpifel otnv
‘Evoon, xpnoipomoidviag o HopPOTLTO TOV OVOQEPETOL GTO GTOL-
yelo o)

Y) amd v nuepopnvio Tov opiletatl 6to orotyeio P), ot KATOoYOl USEUDV
KuKAoQopiag gvnuepmvovy tov Opyovicrd oxeTikd pe tuoxdv vEES M
TPOTOTOMMEVESG AdELEG KuKAOPOpiag Tov yopnynOnkav oty ‘Evoon,
YPNOUOTOIDOVTOG TO HOPPOTLTO OV OVAPEPETAL GTO GTOLXEID o).

H tpanela mepiiappdver eniong, epdoov amorteitar, avapopés o dgdo-
péva, oxetikd pe KAvikég dokyég ol omoieg eite dievepyovvtar &ite
€xovv NdN oAoKANpwBel kot mepthapfdavovior otn Pdon dedopévav K-
VIKOV dokiudv Tov apbpov 11 g odnyiog 2001/20/EK. H Emponn
ekdidet, KoTomy StufovAgvong pe ta KpaTn HEAN, KATeLOBLVTIPLES VPO~
UEC OYETIKA LE TOVG TOUEIG dedopévav mov Bo pumopovsav vo TeEPIAN-
@BovV Kot mov givar TPooTELAGILES OO TO KOWO.

Apbpo 58

1. O Opyoviopog umopel vo SOTUTOVEL ETIGTNUOVIKY YVOUTN, GTO
mhaiclo tng ovvepyasiog Tov pe v Iaykoéouo Opydveoon Yyelog,
yioo ™V 0EOAOYNOT OPISHEVEY QUPUAK®OV Yo avOpdmvn xpnon Tto
onoia mpoopilovtar va dotefovv amOKAEIOTIKA GE £EMKOWVOTIKEG 0yO-
péc. o to oxomd avtdv, vmoPdAiletan aitnon otov Opyaviopd ovp-
owvo pe 115 dwrdaelg tov apbpov 6. H Emrpomy Papudkov yio
AvBpomvn Xpnon dvvatat, agov cvpfovievdel v Hoaykéoma Opyd-
voon Yyelag, vo GUVTAGGEL ETGTNLOVIKTY YVOUT COLO®VO. pe Ta apOpa
6 éwc 9. TV mepintwon avtiv, o apbpo 10 dev epapudletar.

2. H e&v Myo emrpomn kotoptilel €101Ko0G SadkaoTIKOVG KOVOVESG
YL TNV EQAPUOYN TNG mapaypdeov 1, kabmdg kol yio TV TopoyN| Eml-
GTNUOVIK®V GUUBOVAGV.

ApOpo 59

1. O Opyaviopdg emaypumvel dote vo eEacaAiletor o €ykapog
EVTOTIGUOG TOOVOV TNYdV cOYKPOLONG HETAED TOV EMOTNUOVIKOV
YVOUDOV TOL EKSIOEL KOl TMV EMCTNUOVIKOV YVOUMDY TOV TPOEPYOVTAL
amd GALovG opyaviGHoUG WpLbEvteg PAGEL TOV KOWVOTIKOV S1KOOV TOL
acKOOV TopeEUPEPT Kabnkovta Yo THpato Kool evolapéPovTog.

2. Otav o Opyaviopods evromilet o mboviy Ty cvykpovons Epye-
TOL OE EMAPT] UE TOV EVOLULPEPOUEVO OPYAVIGHO £TCL MOTE Vo E0o(a-
MCetanr OTL KGOe OYETIKN EMGTNUOVIKY TANPOPOpio ival YvOGTH Kot
oTIS dVO TAELPES Kot Vo eviomilovTol emoTHovViKE Bépata ota omola
givar duvatd vo vapéel GvYKpovoT).

3. Otav gvtomileTol oVoLAOTIKY] GUYKPOLGT| EMIGTINHOVIKAOV OTOYEWDV
Kol 0 EVOLUPEPOUEVOS OPYAVIGHOG €ival KOWVOTIKOG OpYavioUOS ) v7n-
pecia N emotpoviky emrpom), o Evponaikdg Opyaviopnog Gappdkmv
Kot 0 GAAOG EVOLOPEPOUEVOS OPYOVIGHOG 1 1 LVANPESia cuvepydlovton
TPOKEWEVOL €lTE VO EMAVGOVV TN S10pOpd. €ite Vo LTOPAAOVY KOWO
éyypago oty Emtponi) 610 omoio va dievkpvilovtar ta Stopeiopntov-
peva. emotnuovikd 0épata. To €yypago avtd ONUOCIEVETOL OUECHG
petd v €ykpilon Tov.
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4.  Ex10G T0V TEPMTOCEMV KOTA TIG OTOIES 0 TAPDV KAVOVIGHOG 1 Ot
odnyieg 2001/83/EK kar 2001/82/EK opilovv drAhmg, dtav gvtomileTon
OVGLOGTIKY] GUYKPOLGT] EMGTNUOVIKOV OTOYEDV KOL O EVILLPEPOLEVOS
opyaviopog givar opyaviopodg kpatovg pélovg, o Evpomaikog Opyavi-
ouds Qoppdkmv kot 0 €Bvikdg opyaviopdc eivor vmoype®Uévol Vo
cuvepydlovtot TPOKEWEVOD €lTE VAL EMAVGOLVV T dPopa &ite VoL eKmo-
viioovy Kowd €yypapo cto omoio va devkpvilovratl To StopupiofnTov-
peva. emotnuovikd 0épata. To £yypago avtd ONUOCIEVETOL OUECHG
HeTd v €ykpilon Tov.

Apbpo 60

Katoémy atioemg g Emtponig, o Opyavioudc cuAAEYEL, TPOKEIUEVOL
mepl eYKEKPEVOV QapUiK®V, kdbe dabéciun TAnpoopio oYeTKd e
T1g neBdSove oL ePaprOLovV Ol APUOSIES APYEG TOV KPOTMV HEADV Y10
Tov pocdlopopd ¢ mpootBepévng Bepamevtikng a&iog kdbe véov
papubrov.

Apbpo 61

1.  Kdabe kpdrtog pérog dropilel, katomv dwfodrevong pe to Atowkn-
TiK6O ZopPodAlo, Yo pic TPLETIO TOV WUTOPEL VA AVOVEDVETOL, &VOl
TOKTIKO Kot €vol avamAnpopotikd pérog g Emtponng opudxov yo
AvOpomvn Xpfion kot £va TOKTIKO Kol £VO. OVOTAPOUATIKO HELOG TNG
Emurponng @apudkov yio Kmviarpikn Xpnon.

Ta avoamAnpopotikd péAN EKTPOCOTOVV TO TOKTIKA kol yneilovv ot
0éom tovg 6tav AVTA amToLGAlovVY, KoL UTOPOVV VO EVEPYOVV MG ECT]-
MTéG ovuPmva pe to Gpbpo 62.

Ta TaKTIKA KOl avOrTANPOUOTIKG PEAT ETAEYOVTOL GE GLUVAPTNOT UE TO
pOLO KoL TNV TEIPO TOVG GTNV OEWOAOYNGOT TOV POPUAK®OV Yo, ovOpm-
TN XPNoN N TOV KTNVILTPIKOV POPUAK®V, OVIAOYO LE TNV TEPITTOOT),
Kol EKTPOCOTOVV TIG oppodieg eBvikég Tovg apyEs.

2. Ot gmupomég umopovv va mpocHEétouv ota Stopiopéva pHEA €mg
névie mpocheta pEAN To. Omoio EMAEYOVTOL AVAAOYO UE TIG EWOKEG EmL-
OTNUOVIKEG TOVG tkavoTntes. Ta uédn avtd dopilovton yio Onteia tpudv
€TMV, M omoio. pmopei va avavewBel, dev £xouv de AVOTANPOTES.

Evoyetl g ekAoyig TOV HEADV aVTMV, 01 EMTPOTEG TPOGdlopilovv Tig
€101KEG GUUTANPOUOTIKEG EMOTNUOVIKEG IKAVOTNTEG TMV TUYOV TPOche-
tov perdv. Ta mpdcheta pén emdéyovion peTa&d EUMELPOYVOUOVOV
OV VIOJEIKVVOVTAL amd To Kpatn péAn M amnd tov Opyavicuo.

3. To péin kabe emTPOmNG UTOPOVV VA GUVOIEVOVIOL OO EUTELPO-
YVOUOVES GE EWIKOVE EMGTNUOVIKOVG N TEYVIKOVS TOUELS.

4. O Extekeotikdg Atevbuvrrig tov Opyovicpod 11 o aviimpdo®ndg
TOV Kot ot ovImposmnot g Emrponng £xovv 10 Sikaimpo vo cvppe-
TEYOVV G€ OAEC TIG GUVEOPLAGEIS TOV EMLTPOTOV, OUASWV EPYOCInG Kot
EMOTNUOVIK®OV GUUPOVAEVTIKOV OUAd®V Kol 0 OAEG TIG AAAES CLVE-
dp1acelg Tov GuykaAovvTal omd Tov OpyoavIGHO 1 amd TIC EMTPOTESG TOV.

5. Extég amd 10 épyo mapOyNG OVIIKEWLEVIKOV ETICTNUOVIKOV YVE®-
pov oty Kowdmta kot oto kpdtn péAn v ta vrofaiiopeva {ntm-
poto, to. HEAN KkdOe emTPOmNG HEPUVODV Y10 TOV KOTAAANAO GULVTOVL-
oud peta&d tov Kodnkdviov tov Opyavicpod kot Tov €Pyov Tov emt-
TeEAOVV Ol OpUOSIEG EBVIKEG apyEG, CUUTEPIAQUPAVOUEVOY TV GuUov-
AEVTIKOV OPYAVOV TOL EVEYOVTOL GTI XOPNYNON GJEWC KVKAOPOpIaC.
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6. To péAn TV EMTPOTMOV KOl Ol EUTEPOYVAOUOVES TOL AELOAOYOVV
o @appoka otpifovial oTIC EMOTNUOVIKEG OEIOAOYNGELS KOL GTOVG
EMOTNUOVIKOVG TOpovg mov Swbétovv or ebvikol @opeic yopnynong
adetwv kuklopopiog. Kabe appodia ebvikr apyn pepiuva yuo to emi-
oTNUOVIKO eminedo kot yo TNV aveEapoia e agoldynong mov de-
vepyeital Kot S1EVKOADVEL TIG SPACTNPLOTNTES TOV UEADYV TMV EMTPOTMV
Kot TV eumelpoyvoudvav mov opilel. To kpdt péln dev divovv ota
LEAN TOV EMTPOTAV KOl OTOVG EUMEPOYVAOLOVEG 0dnyieg acvuPifoaocteg
pe o KaOKOVTA TOVG KOl HE TO KoBNKOvVTa Kot TIC opHoSIOTNTEG TOV
Opyoavicpov.

7.  Kotd mv exndvnon g yvouns, kébe emtponn katofdArel KGO
TpocmdOeln TPOKEWEVOL Vo emTeV)Del EMGTNOVIKY Guvaivesn. Av 1
emitevén TG cvvaiveons avtng givar advvarn, N yvoun ceptAapupavel
0éom g mheloyniag TV peEADV Kot TIG amokAivovoeg amdyelg poli pe
TIG OLTIOAOYTGELG TOVG.

8. Kdbe emrpomn kataptilel Tov €6mMTEPIKO TNG KAVOVIGUO AELTOVP-
yiog.

Ot ecmtepikol Kavoviopoi Agrtovpyiog mpoPAémovy 1dimg:
o) TiG S10d1IKOGiEG OPIGHOD KoL OVTIKATAGTOGNG TOV TPOESPOV,
B) Tig dwdikaoieg TOL APOPOVV TIG OUASEG EPYACIOC, KoL

Y) po eneiyovca Sadikacion Yvopodotnong, Wimg e oxEom UE TIG
S0TAEES TOV TOPOVTOG KOVOVIGHOD YO TV EMOMTEIL TNG OYOPOS
KOl Y10 TN QOPHAKOETAYPOTVNGT).

Ot gv MOY® gomtepikoi Kavoviopol tibevtar o woyd HeTd v €kdoom
€VVOIKNG Yvoung and v Emtpomn kot and to Aoikntikd Zvppovito.

Apbpo 6la

1.  H emrtpomn goppokoemaypdTvnong — oEoAdynong Kivovvov amo-
teheiton amod:

o) €ve TOKTIKO Kol €va avomAnpouatikd pérog mov dwopilovral amd
KGOe KkpdTog HéELOG, COUPOVA HE TNV TOpAypaeo 3 TOv TAPOVTOG
GpBpov-

B) €& taktikd péAn mov dropifovran and v Emttpony|, mpokeipévon va
Sl00QAAIGOVY TNV TTOPOYN TNG OXETIKNG EUTEPOYVMOUOGHVNG GTHV
Emutpony] @appokoemaypdmvnong — A&oroynong Kiwvdbvov, coume-
PIAOUBOVOUEVOY TOV TOUEMV TNG KAVIKNAG QUPUOKOAOYIOG KOl TNG
eoppoxoemdnoroyiog, pe Paon dnuocio TpOSKANoN €KOMMA®ONG
EVOLOLPEPOVTOG

v) évo ToxTiKd HENOG KOl Vo avOTANPOUATIKO PEAOC Tov dtopilovtan
am6 v Emtpomy, Pdost dnpoclog mpdokAnong ekdnimong evola-
PEPOVTOG Ko KaToOm dlafovievong pe 1o Evporaikd KowvoBovio,
YL VO OVTUTPOGMTEVOVY TOVG EMOYYEAUATIEG TOV TOUEN TNG VLYElNG

4) évo TakTIKO PEAOG KOl v ovOmANP®UOTIKO péEAOG mov dtopiloan
a6 v Emtpomy, Pdost dnpoclog mpdckAnong ekonimong evola-
PEPOVTOG Ko Katomy dtafovievons pe 1o Evponaikd Kowvofovio,
YO VO, OVTITPOCOTEVOVV TIG OPYUVMGELG 0GOEVDV.

Ta avomAnpopotikd HEAN EKTPOGMOTOVY TO TOKTIKG HEAN KOTO TNV
amovoio tovg kot ynoeiovv avti avtdv. To avapepdpevo 610 oToLYElD
o) AVOTANPOUATIKG HEAT UTOpEl VO SLOPIGTOVV MG EIGNYNTEG, CULPMVO.
pe to apbpo 62.

2. 'Eva kpdarog péhog pumopel va petafifdocet to kabnkovid tov 6to
mhaiclo ¢ emtpomg @appakoeraypvmvnong — Eoidynong Kivévvou
oe GAlo kpdrtog pérog. Kabe kpdto pélog pmopel va viimpoosworedet Eva
puovo dAro Kpatog HELOG.
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3. To ToKTIKE Kol TO OVOTANPOUATIKE LEAN TNG EMITPOTNG QPOPLLO-
Koemaypumynong — a&loAdynong kwdbvov dwopifovrar p Baon tn oye-
TIKN TElPA TOVG GTOV TOW TNG QUPUAKOETOYPVTVIONG Kol TNG OEOAO-
YNong Kvohvov QopUAK®V Yo avOpdmivny xpfon Katd Tpdno MGTE va
eEacpolileTor 10 VYNAOTEPO EMIMESO EWIKMOV TPOGOVIMV Kot gupY
(QOCUO GYETIKOV TOUEDV EUTEPOYVOUOCSUVNG. [0 T0 okomd awtd, Ta
Kpatn péAN Satmpovv emapn pe To Atowkntikd TvpBodiio Kot v
Emutponn pe oxnd va gaopaiiovv 0tL 1 teEhkn ovvBeon g Emitpomig
KOADTTEL TOVG GLVOPEIG TPOC T KAOKOVTA TNG EMGTNUOVIKOVS TOUEIC.

4. To TOKTIKG KOl TO, OVOTANPOUOTIKG UEAT TNG EMTPOTNG (QOPLO-
Koemaypbmvnong — a&loddynong kwdvvov dlopifovtar o Tplet
Ontelo, n omoia pmopel vo mwapatadel pion opd KoL TN cLVEKELN pUmopet
va avavembdei Aol Tov S1adIKACIOV TOV AVAPEPOVTUL GTIV TOPAYPAPO
1. O mpdedpog ™G EMTPOTNG PAPUOKOETOYPVTVNONG — OEWOAOYNONG
Kvovvou ekAéyetan petald tov pel®V g Yo tpleth Onteia, 1 omoio
pmopet va mapatadel pio popd.

5. Oumopaypagor 3, 4, 6, 7 kou 8 Tov apbpov 61 gpappolovrar otV
EMITPOTT] POPLOKOETAYPOTYNONG — AELOAGYNONG KIVOVUVOD.

6. H evtoln tng emrpomng gappoakoemaypdmvnong — agloldynong
KvoOvVoy KOAOTTEL OAEG TIG MTLYEG TNG Oloyeiplong Kvdbhvav amd Tig
YPNOEG TOV PAPUAKOV Yo avBp®OTIVY ¥PHOT, GLUTEPIAUUPAVOUEVHV
™G ovixvevong, g a&oAdYNomNG, NG EANYLOTOTOINONG KoL TG YV®GTO-
ToinoNg Tov KOHVOL T®V aVETBOUNTOV EVEPYEL®V Kol AOUPAVOVTOG
dedvimg vmoym 1t Bepamevtikny Spdon tov eopudKov Yo avOpdTIvy
¥PNON, TOV OYEJAGUO Kol TNV AELOAOYNOT| TOV UETEYKPLTIKOV UEAETMV
OCPAAELOG KOl TOV EAEYXO POPUAKOETOYPOTVIONG.

ApOpo 62

1. »MS Ortav, Bacel T00 TAPOVTOG KOVOVIGLOD, OTOWONTOTE OTO
TIG EMTPOTES TTOL AVAPEPOVTAL GTO ApBpo 56 mapdypapog 1 kaAeitor va
a&loloynoet éva @dappako yio avOpaomvn ypron, opilel éva pélog g
®G €10NYNTH, AOUPAVOVTOC VIOYN TO EMIMESO TNG VPIOTAUEVG EUTELPO-
YVOROGUVNG 610 Kpdtog pédog. H evdlopepouevn emtponn pmopei va
opilet éva 6e0TEPO PEAOG TNG OG GUVELST|YNTH.

O eonyntg mov diopiletar TPOg T0 GKOTO AVTO OmO TNV ETTPOTN
QoppoKoemaypdTvnons — afloAdynong kwdovvov cuvvepydletar otevd
pe tov glonynm mov opilel n Emrponn Gappdkov AvBpmmaivng Xpnong
N 10 Kpatog MHEAOS avOPOPAS Yo TO OWKEID (QAPUOKO Yo ovOpmdmivn
xpnon. <

Katd t dwefodrevon e TIg EMGTNUOVIKEG GUUPBOVAEVTIKEG OUADEG TTOVL
npoPAénovtarl 6to apbpo 56, Tapdypopog 2, N emtponn tovg StofiPdlet
0 oyédlo €kbeong(ewv) agloldynong mov eKmOVICE O EWGNYNTNG 1 O
cuvelonyntis. H yvopoddtnon mg emotpovikig cupPovAguTIKNG Opd-
dag dwPifaletar oTov mTPOESPO TG OPUOSIHG ETTPOTNG KATEL TPOTO TOV
va Swoeoiiler v mpnon tev mpobesidv Tov mpoPAEmovial GTo
apbpo 6, Topdypapog 3, kot oto Gpbpo 31, mapdypapog 3.

To mepieydpevo g yvopoddtong nepthapfavetal oty tedkn ékbeon
a&loloynong mov dnpocteveTal cOUPwva e To dpbpo 13, mapdypapog
3, ko o Gpbpo 38, mapdypapog 3.

Ye mepImTOON UTNUATOG EMAVEEETAONG LG YVOUNG TOL €YEL EKODOEL,
epooov mpoPAémetar TTol duvatdmra omd TN vopobesio ¢ Evoong, n
evolopepopevn emtpomn dopilel €vav ewonynt) Koi, katd mepintwoon,
évav cuvelonyntn Spopetikovs and ekeivoug mov glxe opioet yuo v
éxdon g apywng yvouns. H dwdwkocio emaveEétaong pmopei vo
aQopd HOVO To. GNUEID TNG YVOUNG OV &lye apyIKd EMONUL O OLTOV
Ko pmopei vo, Bociletor povo o€ emOTNHOVIKG GTOLElR ToL oOToio TV
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Sbéoa Katd tnv €k300M NG apyYIKNG Yvoung g emttponns. O otdv
pmopei vo. {nmoet vo. cupBovAevdel M EXITPOTN UIOL EXIGTNUOVIKT] GULL-
BovAgvtikn opdda oe oyéon pe TV enavecEToon.

2. P»MS Ta kpbtm péln Swpipalovv otov Opyoviopd to ovouorta
eO0VIKOV eUTEPOYVOUOVOVY e amodedetypévn meipa oty a&loAdynon
QOPUAK®V Yoo avBpmdmivn ypfon ot omoiol, AopPAavoviog vmoyn Tig
dwta&elg Tov apbpov 63, moapdypaPog 2, UTOPOVV VO, GUUUETAGYOVV
o€ OpadEG epyaciog 1 0€ EMOGTNUOVIKEG GLUPBOVAELTIKEG Opddec ool
0oOMmOTE amd TIC EMTPOTEG OV OVAPEPOVTOL 6TO ApOpo 56 mapdypa-
@og 1, dnrodvovtag TopdAANAQ To TPOGOVTE KOl TOVG EOIKOVG TOUELG
EUTEPOYVOUOGUVNG TOVC.

O Opyaviopdg tnpel eXKOPOTOMUEVO KATAAOYO SLOTIGTEVUEVOV EUTEL-
poyvopoveov. O Katdhoyog avtdg TEPIAAUPBAVEL TOVG EUTELPOYVALLOVES
OV AVOPEPOVTAL GTO TPMTO EGAPLO KOOMS KOl GALOVG EUTELPOYVMUOVEG
nmov opilovtan anevbeiag amd tov Opyaviopd. O katdhoyog owtdg evn-
HEPOVETOL.

3. H mopoyn vanpeoidv amd €16NyNTEC KOl EUTELPOYVAOUOVEG OETETOL
amd ypamtég cupPacels mov cvvantovior petald tov Opyaviopod Kot
TOV EVOLOPEPOUEVOD TPOGMOTOV 1], KOTH mePinTmon, neta&d tov Opyovi-
opol Kot TOL €PYO3OTN TOV EVOLUPEPOUEVOL TPOGHTOV.

O eviupepoeVoc 1 0 gpyodotng tov apeifovor pe Pdon mivoko opot-
Bov o omoiog mpémel va TEPILOUPAVETOL GTIG SMUOCIOVOUIKES O10TAEELG
nov Beomilel 10 Aokntikd ZvpovAto.

To mpmdto Ko T0 devTEPO €dAPO gPapuolovtar eniong otV gpyacia
TOV EIGNYNTOV GTO TAAIGIO TNG OUASNS GUVTOVIGUOL OGOV apopd TV
eKTAN PO TV Kadnkoviov e Pdacel tov apbpwov 107y, 107, 107C,
10710 ko 1071 g odnyiog 2001/83/EK.

4. Ot vanpecieg EMOTNUOVIKOD YOPOKTNPO Ol OToleg eivarl dvuvatdv
va mapaoyedovv and Sipopovg POPElG TOPOXNG LVANPESIDV, UTOPOLV
VO OTOTEAEGOVY OVTIKEIHEVO TPOCKANGNG EKONAMONG EVOLUPEPOVTOG
€POCOV TO EMIPENEL TO EMOTNUOVIKO KoL TO TEXVIKO TANICLO Kol EPOGOV
avtd ocvuPipaletor pe ta kabnikovio Tov Opyoavicpov, Wimg pe v
e€aoQAMoT LYNAOD EMTESOV TPOGTAGING TNG OMNUOCLUS VYELOGC.

To Awowntikd XZvpfovio Beomilel, mpotdoer tov Extedeotikov Atev-
Buvtr, Tig oyeTIKEG SLodIKaGiES.

5. O Opyaviopdg /Kot oL EXTPOTES TOV AVAPEPOVTOL 6TO ApBpo 56,
TopAypapog 1, pHmopodv vo TPOoEEVHYOVV GTIG VINPEGIES EUTEPOYV®-
UOVOV Yo TNV EKTANP®CT T®V GAAOV EW0IKOV KOONKOVIOV TOL TOLG
avorifevrat.

Apbpo 63

1.  H ovvbeon tov emitpondv Tov avapépovial 6to dpbpo 56, mapd-
ypagog 1, dnpocionoteitar. Katd t dnuocicvon kébe dopiopov, ava-
QEPOVTAL COPDOG TO EMAYYEALOTIKA TPOcOVTO KGO péELOVC.

2. To pékn tov Atokntikod ZvpufovAiov, Ta HEAN TOV EXTPOTMV, Ol
E1ONYNTEG KOL Ol EUTMEPOYVAOLOVEG OEV TPEMEL VO EYOVV OIKOVOUIKA 1
GAlo cvu@épovTo oYETICOMEVO e TN QOPUOKELTIKY Propnyoavia, To
omoia. evdéyetan va Bécovv VIO aueofnTnon TV apepoAnyio TOuG.
Aecpebovtal vo gvepyovv OTNV VANPEGI TOL ONUOGIOV GUUPEPOVTOG
Ko e vedpa ave&apmnoiog, SNAdVoVV de Kat' £T0G TO OLKOVOLLKE TOVG
ocvppépovta. ‘Eppeca coppépovio kabe €idovg mov evoéyetar vo oyeti-
Covtatl pe ™ QOPUOKELTIKN Propnyovio. SNADOVOVTOL Kol KOTo®POLVTOL
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o€ UNTP®O Tov Tnpeitor and Tov Opyaviopd Kot 6To omoio &xel mpo-
ofoomn 10 Kowd KatdmY THeE®MS, 610 Ypapeia Tov Opyavicpov.

O kodwag deovtoroyiog tov Opyovicpol mepEyel SOTAEES Yoo TNV
EPAPUOYT TOL TOPOVTOG APOPOV, AVUPEPOUEVOS W1ITEPH, GTNV OTOd0YN
dmpwv.

Ta péAn tov AtoiknTikod ZvpPovAiov, To. PEAN TV EMTPOT®V, Ol
E1ONYNTEG KOL Ol EUTEIPOYVMUOVES TOV GUUUETEYOVV GTIS GLVEIPLAGELG
N otig opddeg epyaciog tov Opyavicpod dNAdvovy og Kabe cuvedpioon
To loitepa cupeépovta mov Bo. pmTopovcav evoEXOUEVMS v Bewmpn-
Bobv 6T Blyouv v avefapmnoio tovg o oxéom pe To onueio T™Ng
nuepnowg dtdtaéng. Ot MAdoelg avtég €ivol TPOCITEG GTO KOWO.

Apbpo 64

1. O Extekeotikdg Atgvbuvrig Stopileton and to Atowkntikd Zoppov-
Mo, petd omd mpotaom g Emitpomng, ywo Onteioa mévie gtov Pdost
KataAdyov vroyneinv mov mpotetveTol and v Emitponn votepa amd
dnpooisven TpdokAnong ekdniwong evilapépovtog otV Emionun Eon-
uepioa. e Evpomaixns Evwons kor aAlo¥. TIpotov dwopiobet, o vmo-
YNPLOG TOV VIOSEIKVVETOL 0O TO0 ALoKNTIKO ZUUPOVALO KaAgiTOL QUpEA-
anti va mpofet oe dMAmon evamiov tov Evponaikov KowvoBoviiov kot
VO OTTOVINGOEL 6€ €POTNOES TV PovAevtdv. H Onrteio tov pmopel va
avavemBel pia @opd. To Awikntikd ZvpPfodio pmopei, €merto omd
npotacon tg Emutpomng, va amopoakpvvel tov Exteleotikd AtevBuvrn
amo ™ 0éon Tov.

2. O Ekrteheotikds Atevbuvrng eivar o VOULOG €KTPOGMOTOS TOL
Opyaviopod. Eivor emooptiopévog pe:

o) Vv TpéYovoa doiknon Tov Opyavicpov,

B) ™ Swyeipion Glwv TtV TOpwV ToLv OPYOVIGHOD TOL OTOLTOOVTOL
vy ) deEaymyn TV SpacTNPOTHTOV TOV ENLTPOTOV TOV OVOQE-
povtal 6t0 GpBpo 56 mapdypapog 1, oty omoia cupmeptAapPave-
Tot 1M 0180gom TG KATAAANANG TEXVIKNG KOl EMOTNUOVIKNG VIOGTH-
pENG o€ aTEC TIG eMTPomEG Ko 1 S1dbeon TG KATAAANANG TEXVL-
KNG Voot PIENG TNV OUEd0 GUVTOVIGUOV,

Y) TNV TAPNON TV YPOVIK®V opiwv Tov Tifevtal omd TNV KOWOTIKN
vopobecia yu v €kdoorn yvoung tov Opyavicpov,

d) v e€ooPAMOoN ETOPKOVS GLVTOVIGHOD PETOED TV EMLTPOTADV TOL
avapépovial 6to apbpo 56 mopdypapog 1 kai, KT mMEPITTOON,
LETOED TOV EMTPOTAOV KOl TNG OUASNG GUVTOVIGLOV,

€) TNV TPOETOOCio TOV oYediov KaTdoTaoNS £€60dmV Kot €03V TOV
Opyovicpov, Kot TV €KTEAECT] TOV TPOVTOAOYIGUOV TOV,

0T) KGOe OEpa OYETIKO pE TO TPOCOTIKO,

0 v eEacedlion TG YPOUUOTEINKNG VTOGTNPENG TOL AlOKNTIKOD
Svpfoviiov.

3. KdBe xpovo, o Exteheotikdc Atgvbuvrrg vmoPdiiel mpog £ykpion
610 AlounTtikd ZvpPoviio oxédo Ekbeonc TV JPOCTNPLOTATOV TOL
Opyovicpol Katd To TPoTyoOUEVO £T0G Kol GXESL0 TPOYPALLATOS EPYOL-
o1V, KAVOVTog d1akplorn peTald tov dpactnprotitov Tov Opyovicpod
OV APOPOVY TA PAPULAKO Yot AVOPOTIVY YPNOT, EKEIVOV TOV APOPOLY
To. fotavobepamenTIiKG QAPUOKE KOl EKEVOV OV aPOPOVV TO KTNVIO-
TPIKE PAPLLOKOL.
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To oyédo €kBeong tv dpactnplotHTeV ToLv OPYaVIGHOV KOTA TO TPOT|-
YOOUEVO €T0G TEPIMOUPAVEL TANPOQOPIEG GYETIKA pe TOV OplOUd TOV
ooV ov aforoyndnkay amd tov Opyavioud, 1o YpoOvo TOL oL
™Onke Yo TV oAokApwon g a&loAdyNoN TOLg Kal To GAPUUKO GTO
omoia yopnynOnke ddeta, dev yopnynbnke adewn M twv onoiwv 1 Adewd
apapEtnke.

Apbpo 65

1. To Awwntukd ZvuBodho amoteheiton amd Evav avTImpOCOTO
Kk@Oe kpdrovg péLovg, 60 avtimpoo®novg g Emtpomnic kot dvo avri-
mpoc®movg Tov Evpomdikod Kowofoviiov.

Emumdéov, 600 ekmpdowmmol opyoavdcemv acbevav, £vog eKmpOcmTOg
OPYOVAOGEMY W0TPOV Kol EVOG EKTPOCMONOC OPYOVMGEDY KINVIATPWV
opifovtar omd 10 ZupPovito, katomy dafoviedcews pe 10 Evponaikd
KowoBobdiio, Baoer kataddyov tov omoio katoptiler 1 Emttpomn kot o
omoiog mepthapPavel cap®dc vyNAOTEPO aplBud vroyneiov ce oyéon pe
to. péAN mov mpénel va opiobodv. O KoTAAOYOG TOL Y€l KATAPTIOEL M
Emutponn Swfipdletan oto Evpomaikd KowoPooio pali pe v avri-
otoyyn TeKunpioon. To cvvtopdtepo dvvatdv Kot EvIOg TPLOV UNVEOV
HeTd TV avakoivwon, to Evporaikdé Kowofovio prnopei va vroBdiet
T1g Béog1c Tov mpog e&€taom oto ZupPovAlo, To omoio gv cuvveyeia opilet
0 AoiknTikd Zvppoviio.

O opopdg tov pehdv tov Atokntikod ZupPovAiov mpoyportomoleiton
KoTd Té€towov Tpoémov (ote vo Swucporiloviar to vynAdTEPE KA
TPOGOVTA, EVPY PACUN CYETIKAOV EWIKOV YVAOCEMV KOL 1 €VPUTEPT
duvarh yeoypaeikn kotovoun omv Evpomaixh Evoon.

2. To péln tov Aowntikod Zvpfoviiov dwopilovtor Bacel g oye-
TIKNAG OLOIKNTIKNAG TOVG TEPAG, Kal, EVOEXOUEVMS, TNG TEPAS TOVG GTOV
TOUEN TOV QOPUAK®V Yo avOp®TIVN YpNoT Kol TOV KTNVIITPIKOV Qap-
péKmv.

3. Kdbe kpdrog pérog, kabmg kot n Emrponn|, dwopiler to péin tov
Arownrtikod ZopPovAiov, kabdg Kol Evo ovamANPOUOTIKO UEAOC, TO
omoio avtikabiotd t0 amovolalov pérog kot ynoeiler €€ ovopatdc tov.

4.  H Onteio tov eknpoc@nov givor TPlETg kot propel va ovavewdel.

5. To Awwntkd XZvpPodiio ekAiéyel tov IIpdedpd tov petold tov
UEADV TOV.

H Onrteia Tov [Ipoédpov eivor tpiethc, Afyel e av avtdg TaVGEL va. givol
pérog tov Arowknrtikod Xvppoviiov. H Ontela tov [poédpov pmopet va
avovewBel.

6. Ot anogdoelg Tov Atokntikod XZvpfoviiov Aapfdvovior pe TAEL-
oymoio Tov dVo TPITOV TOV PEADV TOV.

7.  To Awumntikd XZvppoviio Beonilel Tov e0mTEPIKO TOV KAVOVIGUO.

8. To Aoumrtikd XZvpPodio pmopel vo Kokel TOvg TPOESPOVG TOV
EMOTNUOVIKMOV EMTPOTAOV VO, TOPELPICKOVTOL OTIS GLVESPLACELS TOV,
oALG yopig Skaimpa Yieov.

9.  To Awwntiké Zvpfoviio eykpivel TO €THGLO TPOYPOUUL EPYACIDV
tov Opyavicpod kot to daPPaler oto Evpomaikdé KowvoPovilo, to
SvpPfodio, v Emrpomn kon to kpdtn pEAN.

10.  To Awowntikd Zvpfodito eykpivel v etoio £kbeom dpactnpro-
mmtov tov Opyaviopod kot ™ dwPipalet, to apydtepo otig 15 Tovviov,
o610 Evponaiké KowoPodio, 1o Zvufovio, tv Emtpony, v Evpw-
naikn Owovopkn kot Kowwvikr Emrponn|, to Eleyktikd Zuvédpro ko
TO KPATN HEAN.
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ApBpo 66

To Awowntikd XZvpfodito:

o) €Kkdidel yvdun oyeTikd pe tov ecmtepikd Kovoviopd g Emtponig
Dapudxov (dpdpo 61),

B) xoBopiler dwndikooies Yoo TNV TOPOYN EMICTNUOVIKMDV VINPECIDV,
npP. apbpo 62,

v) OSwopiler tov Extedeotikd Aevbuvrry, mpP. apbpo 64,

8) eykpivel 10 €mol0 TPOYpappe epyacimv Tov Opyoviopod Kol To
SwPpaler oto Evponaiké KowoPodio, to Tvppodio, mv Emi-
TPOTN KOl To KpAtn néAN, mpP. apbpo 65,

€) eykpivel v emoa ékbBeon dpactnprotitov Tov Opyovicpold Kot
™ SwPiPaler, o apyotepo otig 15 Iovviov, oto Evpomaikd Kot
vopovio, To Zvppovio, v Emrponn, v Evponaiky Owovopikn
kot Kowovik Emutpony], to Eheyktikd Zuvédpio kot ta Kpdtn
péAn, mpP. apbpo 65,

0T) gykpivel Tov mpodmoroyiopd Tov Opyovicpod, mpP. apbpo 67,

) Oeomiler Tc  eomtepikég  dnuoclovopkés  pvbuicelg,  mpP.
> MS5 apbpo 68 <,

n) Oeomiler exteleotikég Swralelg mepl TOL  TPOCWOTIKOV, TPP.
apbpo 75,

0) oavamnticoel EMUQEG e TOVG EVALAPEPOUEVOLS Kot opilel Tovg epap-
pootéovg 6povg mpP. apbpo 78,

V) Beomiler pubuioeis yio v mapoyn Pondelog mpog emtyelpoelg pap-
pakov, TpP. apbpo 79,

K) Oeomiler kKavoveg Yo vo eEacpoliletor 1 dabeoipdTo TOV GYETI-
KOV, HE TV €YKPION KOl ETOMTEIN QPOPUAK®Y, TANPOPOPIOV GTO
Kowo, mpP. dpbpo 80.

Kepdralo 2

Anpocrovopikés drataterg

Apbpo 67

1. ©Olo 1o éc0da kot ot damdveg Tov Opyoviopod omoTeLoVV TO
avtikeipevo mpoPfAéyemv yuo KAPE OKOVOUIKO €TOG, TOV GUUTITTEL pE
TO TUEPOAOYLOKO £TOG, KO EYYPAPOVIOL GTOV TPOVTOAOYIGUO TOV OpYOL-
VIGUOV.

2. O mpoimoroyopdg ival 1I606KEMOUEVOG MG TPOG T £G000 KO TIG
domaveg.

3.  PMS Ta £c0da t0v OpyovIGHOD OMOTEAOVVIOL OTO 0L GULVEL-
opopd ek pépovg ¢ ‘Evoong kot and ta téAn mov katafdAiovv ot
EMYEPNOELS Yo TNV €EAGPAAIOT Kot TN daTpnon AdEg KUKAOQOpiag
¢ Evoong kot yio dAleg vanpecieg mov mapgyovior amd tov Opyavicuod
N oo TNV OHAdA GLVTOVIGHOV OGOV QPOPA TNV EKTANPOOT] TOV KOONKO-
viov tov Pacel tov dpbpov 107y, 107¢, 107, 107w ko 1071 g
odnyiag 2001/83/EK. «

To Evponaikdé KowoBovio kot 1o Zvpfodito (mov kadovvtor peing
«oppodia Yo Tov Tpoimoroylopd apy») emaveEetalovv, 0GaKIG oo
teital, 1o eninedo g cvvelspopds g Kowodtntag Paoet a&oldynong
TOV OVOYKOV Kot AQpUPAvovTag vmdyn To Eninedo TV TEADV.

4. Ot dpaoctnpldteg mov oxeTilovIol HE TN POPUOKOETAypOTVIOT,
T AETovpYyio TOV SIKTHOV EMKOWVOVIOG KOl TNV ETLTAPNGT TG OYOPAS
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TEAOVV LTTO TO dl0pkn €Aeyyo TOL AoKNTIKOD ZupBovAiov, MOTE Vo
eEaoparileton n aveEapmoia tov Opyovicpod. To yeyovog avtd dev
eumodiler Tov Opyoaviopd vo ypedvel TEAN OTOVG KOTOXOLS OdEIDV
KUKAOQOPIOG Yot TNV EKTEAEST] QWTAOV TOV OPACGTNPLOTHTIOV OO TOV
Opyavicpo, vd v mpodndbeon Ot 1 avelaptnoia Tov glvar aVGTNPAOG
EYYONUEVN.

5. Z1o é&oda Tov Opyovicpov mepthapfdvovior ot apoPés tov mpo-
COTKOV, Ol S10IKNTIKEG damdveg kol ot damdveg vrodoung, ta £Eoda
Aertovpyiog kabmdg Kot o1 damdveg and cuvoyn cvpPdcewy pe Tpitovg.

6. Kdabe étoc, 10 Alountikd XvpPoviio, Pdcel oyediov mov kaTapTi-
Ceton omd tov Exteleotikd AevBuvrr], GuVTAGGEL KOTAGTAG TOV TPO-
BAemdpevov €600y kot damavdv tov Opyavicpol Y. 10 €TOUEVO
owovokd €rog. H ev Aoym katdotacn mpoPréyemv, mov cuumeptlop-
Bavel oxédo tov mivako mpocwmikovy, dafipaletoar and o AloKNTIKO
Yvpfodio oty Emrponn v 31n Maptiov 1o apydtepo.

7. H xatdotacn mpoPfréyenv dwfipaleton amd v Emitpomn otnv
apuoda yio tov wpotmoroyiopd apyn pall e to TpocyEdlo Tov YEVIKOD
apobimoroyiopov ¢ Evporaikig ‘Evoong.

8. Bdoel mg xatdotaong mpoPréyewv, n Emtpomn eyypdoer oto
TPOGYESI0 TOV YEVIKOV TPodTOAOYIGHoD TG Evpomaikng Evoong tig
npoPAréyelc mov Kpivel avaykoies 06OV apopd ToV TIVOKOL TPOCOTIKOD
Kot To VYOG TG EMBOTNOTNG OO TO YEVIKO TPOVTOAOYIGHO, KOTOOETEL OE
TO TPOGYESIO AVTO GTNV OPUOSLL Y10 TOV TPOVTOAOYIGUO 0Py COLP®VO.
pe to apbpo 272 g ZvvOnkng.

9. H opuoddio yo. tov mTpodmoOAOYIGHO 0Py EYKPIVEL TIS TIGTOGELG
670 TAOIGLO TNG €mMAOTNONG ToL TPoopiletar Yo Tov Opyavicuo.

H oppodia yuo Tov tpodmoroyicpd apyf £yKpivel Tov mivako TpocomL-
KoV Tov Opyavicpov.

10. O mpodmoroyiopdg eykpivetor amd to Aowntikd Zvppovito.
KoBiotator opiotikdg HETE TNV OPLOTIKY £YKPLOT] TOV YEVIKOD TPolTOo-
Aoyiopod g Evponaikig ‘Eveoong. Ipocoppoletar, evdeyopévmg, ava-
AOYOG.

11.  KébBe tpomonoinon tov wivaka Tpocmmkol Kot Tov TPoHTOAOYL-
opov amotedel avtikeipevo d10pfwTiKoy Tpodmoroyicpoy mov SuPiPd-
Ceton Yoo AOYOLG eVNUEPMGNG OTNV OPUHOSID Yol TOV TPOVTOAOYIGUO
apy.

12.  To Awwnrtiké ZupfodAilo KOwomolel, T0 GLVTOUOTEPO dLVATOV,
TNV 0pUOdL Y1 TOV TPOVTOAOYIGUO apyr| TNV TPOHEGT] TOL VO LAOTOL-
noetl kabe oy€do mov pPmopel vo EYEL ONUAVTIKEG OTLLOGLOVOULKEG ETL-
TTAOGELG OTN XPNUATOIOTNON TOL TPOHTOAOYIGHOD TOV, W6iG T oYEdN
mepl axwvntov, omog 1 picbmon M M ayopd axwhtov. Evnuepdvet
oyxetikd v Emitpon).

Ye mepintoon mov €va GKENOG TG OPUHOSING Yol TOV TPOVTOAOYICUO
apyng Kowomotel v mpdhecn tov Yo dwtvmworn yvoung, dwfipalet
™ yvoun oavt) 610 Atowkntikd Xvppoviio evidg mpobecuiog €5 edo-
padmv amd v nuepounvio. Kowvonoinong tov oyediov.

Apbpo 68

1. O Exrteheotikog Atevbovng extedel Tov mpoimoroyiopd tov Opya-
VIGLOV.

2. O vrdroyog tov Opyaviopod kowomolel otov vwdroyo g Emt-
TPOmNG, 0 apydtepo v In Maptiov pHETE TO OKOVOUIKO €TOC TOL
EKAEIGE, TOVG TPOCMPLVOLG AOYOPLOGHOVG, GUVOSEVOUEVOVS OO TNV
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€xbeom yuo T SMUOGLOVOMIKY] KOl OIKOVOUIKT S10(ElpLon Tov OlKOoVOouL-
KoV étovg. O vwoAoyog ¢ Emtpomnic evomotel tovg Tpocwpivodc Aoya-
PLICLOVG TOV OPYAVOV KOl TV OTOKEVIPOUEVOV OPYUVICUAOV GOLOMVOL
pe to apOpo 128 tov ANpoclovoptKod KavoviGHoD Tov epapuoleTol 6To
yevikd mpoimoloyiopd tov Evponaikdv Kowotntov (1) (epeéng: «le-
VIKOG OMUOGLOVOUIKOG KOVOVIGLOGY).

3. O vadroyoc ¢ Emrponng, 1o apyotepo v 31n Maptiov petd
TO OWKOVOMKO €10¢ mov ékAelce, OwPpdlert oto Eleyktikd Zuvédpro
TOVG TPOSMPLVOLG AOYaplacpovg Tov Opyavicpov, GLUVOSEVOUEVOVG
amd Vv €kbeomn yuo T OMUOGLOVOMUIKY KOl OIKOVOUIKY dloyeipton Tov
owovoukov £tovc. H ékbeomn yio T OMUOGIOVOUIKY] KOU OIKOVOUIKY
Sweipion tov owovopkod €tovg daPifaletan eniong oto Evpwnaikd
Kowofodio kot to Zvpfodito.

4.  Metqd v moporofn tov mopotnpioemv tov Eleyktikod Xuve-
dpiov e oyfon Ue TOVG TPOGOPVOLS AOYUPLAGHOVS Tov Opyovicuov,
Baoet tov apbpov 129 1oL YEVIKOD OMNUOGLOVOUIKOD KOVOVIGHOV, O
Exteheotikdg AtevBuving kotoptifel Toug oplotikodg Aoyoplacprong
tov Opyavicpo¥ pe 81kn tov gvBvvn Kot tovg draPifalet Yo dratdmwon
YVOUNG 6T0 AoknTIKO Zvpfovito.

5. To Awumtiké Zvppodito Tov Opyavicpod SOTLIOVEL TN YVOUN
TOV Y10 TOVG OPLOTIKOVG Aoyoplocpovs Tov Opyovicpoo.

6. O Extekeotikog Aevbuviig dwfipalet oto Evpomaikd Kowofov-
Mo, 10 Xvppoviio, v Emtponn kou to EAeyktikd Xuvvédplo tovg opt-
GTIKOVG AOYUPLAGHOVG, GUVOSEVOUEVOVG GO TN YVAOUN TOV ALOIKNTIKOD
Yvppoviriov, to apyodtepo v 11 Ioviiov petd o okovopkd £10G TOL
€KAEI0E.

7. Ot oploTikoi Aoyoaplacpoi dnpocievovat.

8. O Extekeotikog Atevbuvrrg tov Opyavicpold omoctéAlel GTO
Eleyktikd Xvvédpilo amdvinon otig mopoatnpnoelg tov v 30 Zemtep-
Bpiov 10 apydtepo. ATooTéEALEL EMiong TV amdvinon avt 6To AlotKN-
TIKO ZupPovAto.

9. O Exteheotikdg AtevBuvtic vmopdirer 6to Evponaikd Kowofov-
Mo, kat' aitmon tov, Omwe tpoPAénetol and o Apbpo 146 mapdypapog
3 10V YEVIKOD SNUOGLOVOUIKOD KOVOVIGUOV, KAOE TANpOoQOpic TOv oot~
teiton Yoo v opoAn deoywyn g dadikaciog ameAloyfig TOV GLYKE-
KPUYEVOL OUKOVOLLKOD £TOVG.

10. To Evpomaiké KowvoBodio, éneita and cvotacn tov Zvppov-
Mov mov amogaocilel pe ewdwn mAgtoyneia, TpoPaivel £mg tic 30 Anpi-
AMov tov €tovg N + 2 ot arodroyn tov Exktedestikov Atgvbuvty tov
Opyoviopol yuoo TV €KTELECT TOL TPOVTOAOYIGHOD TOV OLKOVOULKOD
étoug N.

11. Ot dnpociovopikég dota&els mov epappolovior otov Opyavioud
gykpivovtor and 1o Aowkntikd Xvppoviio, Eneita amd dwfovrevon pe
v Emupomn. Ot dwotdéelg avtég pmopodv vo amokiivovv amd Tov
kavoviopd (EK, Evpoatop) apif. 2343/2002 g Emupomng, g
1916 Nogpfpiov 2002, ywo ) Béomion OMUOGLOVOUIKOD KOVOVIGLOV-
TAOLGIOV Y10l TOVG KOWOTIKOVG OPYaVIGHOVG ToL dpbpov 185 tov kavo-
viopod (EK, Evpatop) apf. 1605/2002 tov ZvpPoviiov, o omoiog
Oeomiler to dNUOGIOVOUIKO KOVOVICUO TOv €QapUOleTol GTO YEVIKO
npovmoroyiopd tov Evpenaikdv Koworrtwv (), povo €iv 1o amattodv
ot eWdkég avaykes Aertovpyiag tov Opyaviopod Kot pe TPonyovUevn
cupemvio ¢ Emrponnic.

(" Kavovioudg (EK, Evpatop) apif. 1605/2002 tov ZvpBoviiov, tng 251g lov-
viov 2002, ywo ™ B€omion Tov SNUOGIOVOUIKOD KAVOVIGHOD oV eQappoleTan
0T0 YeviKO mpovmoroyopd tov Evporndikedv Kowotiteov (EE L 248 tng
16.9.2002, . 1).

(®» EE L 357 g 31.12.2002, o. 72.
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ApBpo 69

1. Me okomd TV KATATOAEUNON TNG OmATNg, ™G dmpodokiog Kot
AOmmV wapdvopmv mpalemv, epapuoloviol aneplopicTmg ot SlaTdEelg
tov Kavoviopov (EK) aptd. 1073/1999 tov Evponaikod Kowofoviiov
Kot Tov Xvppoviiov, e 25Mg Maiov 1999, oyetikd pe Tig EpEVVEG TOL
mpoypotorolovvtat omd v Evpomaikn Yrnpeoio KatamoAéunong g
Amdtg (OLAF) (V).

2. O Opyoviopdg mpooywpel ot  Awpyoviky ocovpeovia, NG
251¢ Maiov 1999, oyetikd pe TIC E0OTEPIKES £PEVVEG TTOL TPOYLLOTO-
mowovvtal and v Evporaik Yanpesic Kotomoréunong tg Amdng
(OLAF), xou €kdidel, yopic kabvotépnon, Tic oxetikég dotdéelg mov
oYLOLVY Yot T0 TPOCOTIKO Tov OpyaviGHOoV.

Apbpo 70

1.  H dupbpwon Kot o YYog TV TEADV Tov avapépoviotl 6to apbpo
67, mapdypapoc 3 kabopifovrar amd 1o Zvppoviio mov amogacilel vid
TOVG Opovg mov TPoPAémel | ZuvOnk, ue Pdon npodtaocn g Emrponng,
petd and SPovAedoEIC LUE TIC OPYOVAGELS TOV EKTPOCOTOVV TG, GULL-
QEPOVTA TNG PUPUOKEVTIKNG Prounyoviog o€ Kowotkd enimedo.

2. Qotoco, n Emuponn Beomiler dwatdéeig mov opilovv Tig mepiotd-
GELG VIO TIG OTOIEG Ol IUKPOUEGOIEG EMYEIPNOELS UTOPOVV VO, KOTOPAA-
AOUV pel@péva TEAN, va avafdiiovy TV KotofoAn Tov Télovg, 1 va
TUYXAVOLV SLOKNTIKNG cLVEpOUNG. Ta PETPA TOV €YOVV MG OVTIKEIUEVO
TNV TPOMOTOINGN [N OVGLOIMV GTOLXEI®V TOL TAPOVTOG KOVOVIGHOD LE
TN GLUTANPWOT Tov, BeomilovTal GUUE®VA HE TNV KOVOVIGTIKY Stodt-
Kaoio pe Eheyxo oV omoio mapaméunel o apHpo 87 mapdypapog 2a.

Kepdrato 3

I'evikég dwatdéerg mov démovv tov Opyaviopo

Apbpo 71

O Opyaviopdg €xet voukn tpocomkdTTa. Ze Kabe Kpdtog pérog, £xet
TNV €VPVTEPT SVUVATH VOWIKT] KOVOTNTO TOL avoyvopileTol omd to vouo
ota vopukd mpdooma. Advator, W8iog, vo omokTd Kot vo dobétet aki-
VNN KOl KWWNTH TEPLOVGIN KOl VoL TOPIOTATAL GE SIKOGTIPLO.

Apbpo 72

1.  H ovppatikny evddvn tov Opyavicpod diénetor amd t0 SiKaio Tov
epapudletar ot oxetkr] ovpfoon. To Awactipio tov Evpomaikdv
Kowotqtwv eivar appodio vo amogaivetal duvapet pRTpag dtontnoiog
mov mepthapfavetal o cupPacn mov cvvamtel o Opyavicpoc.

2. Zro medlo g eéwovpPatikng gvBovng, o Opyavicpodg vrToypeov-
Tl COUUE®VO HE TIC YEVIKEG OpYEG TOL Okaiov mov gival KOwEg ot
dikalo TOV KpaTtdV pEADV, va amokabiotd T {nuiec mov mpoevel o
10106 N} o1 VIAAANAOL TOV KOTA TNV GOKNGOT TOV KOONKOVIOV TOVG.

To Awaotiplo gival appodio €ml TOV GYETIKOV SPOp®OV amolndce-
6.

(") EE L 136 g 31.5.1999, o. 1.
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3. H mpoocomikr gubdvn tov vrodAiiov tov Opyovicpold Siémeton
OO TOVG GYETIKOVG KAVOVES TOL 1GYXVOVV Yo TO0 TPOcOTKO Tov Opya-
VIGLOV.

Apbpo 73

O xavoviopog (EK) apif. 1049/2001 tov Evpomaikod KowvopovAiov kot
tov ZupPoviiov, g 30ng Maiov 2001, yw v mpdcPfacn Tov Kovov
oto &yypaga tov Evpondikod Kowofoviiov, tov Zvppoviiov kot tng
Emponng (1), epappoletan ota yypaga €1g yeipag tov Opyavicpoo.

O Opyaviopdc cvyKpotel UNTpMO, cOUPOVL He TO Apbpo 2, mapdypo-
@og 4, Tov kavovicpov (EK) apif. 1049/2001, ywo va KoTo.0THGEL TPO-
oneldolpa OAa o Keipeva ota omoia To KOwd €xel TpdcPact GOHE®VO
LE TOV TAPOVTIO KOVOVIGHO.

To Arownrikd Zvppoviio eykpivel TOVG SLOKOVOVIGUOVS EQAPLOYNG TOVL
kavoviopov (EK) apf. 1049/2001 evtoc €€ pnvov omd v €vapén
10(00¢ TV TAPOVTOG KAVOVIGUOD.

Ot amopdocelg mov Aapfdvovtor and tov Opyaviopd Kot £poppoyn Tov
apBpov 8 tov kavovicpov (EK) apd. 1049/2001, pmopei vo odnynceovv
otV vrofoin katayyeiicg oto Awapecorafnti 1 otnv doknon mpo-
GOLYNG EVOTIOV TOV AlKaoTNpiov, VIO ToVg Opovg TV Apbpwv 195 Kot
230 g ZuvOnkng, avtiototyo.

Apbpo 730

Koté tov amopdcewv mov Aappdvovior amd tov Opyoaviopd duvapet
tov Kavoviopov (EK) apB. 1901/2006 ywpel mpooeuyn evomov Tov
Awoaomnpiov tov Evpomaikeov Kowvotmtov vnd tovg dpovg mov kabo-
pilovtar 6t0 Gpbpo 230 Tng TuvOnkmg.

Apbpo 74

To Ipwtdékorro mepi TV mpovopiov kol acvlmv Tov Evpomaikdv
Kowottev epappoletar otov Opyoviopd.

Apbpo 75

To mpocwmikd tov OpyavioHOD VTOKELTOL GTOVG KOVOVIGHOUG KOl TIG
pulpicelg Tov JETOVV TOLG VITOAANAOVG KOl TO AOITO TPOCHOTIKO TWV
Evponaikov Kowotqtwv. Ocov agopd 10 mpocwnikd tov, o Opyavi-
oudc aoket Tig g€ovoieg g apuddlog yior Tovg Sopiopods apyng.

To Aowntikd Zvpfodio, o cvupovia pe v Emttpony|, Oeomilerl tig
déovoeg dl0TAEELS EPAPULOYNG.

ApBpo 76

Ta pén tov Atokntikod ZvpufovAiov, o pEAN TOV EMTPOTOV OV
avapépovtal 6to apBpo 56, mapdypapog 1, KoBDS Kol Ot EUTEPOYV®-
HOVEG, 01 VIAAANAOL KoL TOo Aowmd mpocwmikd Tov Opyovicpolh mpénel,
aKoun Kot PETE T ANEN TNG VANPECLOKNG TOVG GXEGNG, VO [NV OITOKOL-
AOTTTOVV TANPOPOPiEG TOV €I00VG MOV KOAVTTETOL OO TNV VTOXPEWOON
THPNONG TOV EMAYYEAUATIKOD OTOPPTTOV.

(') EE L 145 mg 31.5.2001, o. 43.
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ApBpo 77

H Ermuponn pnopei, o cuppmvio pe to Aoikntikd Zopfovilo Kot v
appodlo. EMTPOTN, VO TPOCKOAEL EKTPOCOTOVG OlEBVOV OpyaVIGUDV
OV EVOLOPEPOVTAL YOl TV EVOPUOVIOT] TOV KAVOVIGUMV TOL 1GYVOVV
YL TO PAPLOKO Y0l VO GUUUETAGKOLY MG TOPOTNPNTEG OTIS EPYOOIES
tov Opyaviopod. Ot dpot coppetoxng kabopifovtar ek TV TPOTEPWV
ano v Emtpomny.

Apbpo 78

1. To Awwntiké ZopPovrio, oe coppavia pe v Emrponn, ava-
TTVGGEL KATAAANAES emapéc Heta&d Tov OpyaviGUoy Kol TOV EKTPOCH-
oV g Propnyaviog, TOV KATAVOA®TOV Kol Tov ocdevov, Kabdg Kot
TOV OOYOAOVUEVOV emaryyeApatikd pe v vyelo. Ot emapés avtég umo-
povV va TEPLAUPAVOVV Tr GUUUETOYN TAPATNPNTDOV GE OPICUEVES EPYOL-
oieg Tov Opyaviopov, vtd 6povg mpokabopicBéviec and to AlOKNTIKO
Yvpfodio og cvppovia pe v Emtpom.

2. Ou avagepdpeveg oto GpOpo 56, mapdypapoc 1, emrpomés Kot
606 opades epyaciog KOl EMOTNUOVIKEG OGULUPOVAEVTIKEG OUAdES
cvotafobv duvapel Tov Wiov ApbBpov, daTnpovv EMAPES €M YEVIKMV
Oepdtov, oe cvufovievtikn Pdon, pe Tovg KOKAOVG TOL EVIIAPEPOVTOL
Y0 TN (PNOLULOTOINGCT TOV QUPUAK®V, O1mg 08 UE TIG OpYAVAOGELS 0c0E-
VOV KOl TOUG GUAAOYOVG TV EMAYYEAUOTIOV TOV TOWMEN TNG VYEIG.
Ewonyntég opildpevor amod 15 ev AOY® EMLTPOTES SVVOVTOL VO S1oTNpOvV
enaPEG, 6€ GLUPOVAEVTIKN BAOT, LE AVTITPOCHOTOVS OPYUVAGE®MY 0oDe-
VOV Kot GUAAOYOVG EMOYYEALATIOV TOL TOPEN TNG VYelog, Yo 0,1t €xel
onuocio Yo tig evoeifelg Tov ekdotote e£ETOLOUEVOD POPUAKOV.

Apbpo 79

[pokepévon mepl KINMVILTPIKOV QOPUAK®V LE TEPLOPIGUEVES OyOPES N
TPOooPLOUEVAOV Y10 TNV OVTIUETOTION VOGOV LE TEPLPEPEIONKT KOTAVO-
pn, o Atorkntikd Zvppfoviio Aapfaverl to amopaitnTo LETPO TPOKELLE-
vou vo. PonBel Tig emyepnoelg KoTd TV KatdOeon TV oTNGED®Y TOVG.

Apbpo 80

IIpog €£acpdiion To0v KATAAANAOL €MTESOV SAPAVELNS, TO ALOIKNTIKO
YvpPodio, Pacel mpotacns tov Extedeotikod Aevbuvin kor og ocvp-
owvio. pe v Emitpony, exdidel kavoveg d6cov agopd t didbeon oto
KOWO KOVOVIOTIK®V, EMICTNUOVIK®V 1 TEYVIKMOV TANPOPOPLOV GYETIKA
LE Yop1yNom GO0 KoL PE TNV EMONTEIN TOV PAPUAK®OV, Ol OTOIEG dEV
£€XOUV EUMICTEVLTIKO YOPOKTIPOL.

O ecmtepkol kavoves kot dadikacieg Tov Opyovicpod Kot TV eml-
TPOTMOV Kol OUAO®V EPYAGiog TOV SlTiBEVTOL 6TO KOO GTOVG YDPOVG
tov Opyaviopov, kafdc Kot HEcm Tov AladikTOov.

TITAOX V

I'ENIKEX KAI TEAIKEX AIATAZEIX

Apbpo 81

1. Kdabe omdpaon yw yopiynomn, Gpvnor, TPOTOMOINsY], OVOGTOAN,
amoGLpot, N avakinon adelog KvukAoeopiog, Aappavopévn katd tov
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TAPOVTO KOVOVIGHO, TPEMEL VO AVOPEPEL ETAKPIPDS TOVG AOYOVG GTOVG
omoiovg Paciletar. Ot ev AOy® AmOPAGELS KOWVOTOLOUVTOL GTOV EVIL0L-
(PEPOUEVO.

2. H yopniynon, n dpvnon xopnynongc, 1 TpPOTONOiNnct, 1 AVOCTOAN 1
amoOGLPGT, 1 1 AVAKANGY 0deiog KUKAOPOPIOG QOPUAKOV TOV EURITTEL
GTOV TTOPOVTO KOVOVIGUO EMTPEMETOL LOVOV COUQ®VO, LE TIG SLdIKAGIEG
KoL Y10, TOVG AOYOLG TTOL TTPOPAETOVTIOL GTOV TOPOVTIO, KOVOVIGHO.

ApOpo 82

1. To 6w @dappoko pmopel vo OmOTEAEL OVTIKEIUEVO HIOG LOVOV
adel0g KuKAo@opilog Yo Tov 1610 aTovVvTa.

Qo1600, N Emtponn pmopel vo emtpénel otov 1610 otodvta vor Koto-
0éoel otov Opyovicpd TAElOVEG AITAGELS Y10 TO &V AOY® QAPHOKO OTOV
VEICTOVTOL OVTIKEWEVIKOT KOl TEKUNPLOUEVOL AGYOL TOL GLVIEOVTOL LE
™ dnudca vyeio Kot apopovv T duvordtnTa didbeong evog PopUAKOL
OTOVG EMOYYELUATIEG TOV TOUEN TNG VYElOG N/KaL oTovg aobeveic, N Yo
AOYOVG OO KOOV KLKAOQOPIaG.

2. Ocov agopd ta eappaxe mov Tpoopilovor yio avBpmmvn xpion,
t0 apBpo 98, mapdypapoc 3 g odnyiag 2001/83/EK &yet epoppoyn oto
QapLoKo ota omoio yopnyeitar ddsw kKvkAopopiog duvapel Tov mapod-
VTOG KOVOVIGHOV.

3. Me mv em@vAaén Tov €via{ov KOl EVOCLOKOD YOPOKTPO TOV
TMEPLEYOUEVOL TOV EYYPAPOV TOV avapEPOVTAL 6TO Apbpo 9 mapdypapog
4 otoyeia a) £mg d) katl oto GpBpo 34 mapdypapog 4 ctoryein o) £mg
€), 0 TOPMV KOAVOVIGUOG Ogv KOAVEL TN ypnoiponoinon dvo 1 Teploco-
TEPOV EUTOPIKAOV GYNUATOV Y10 TO 1010 APHOKO YL avOpdTIVN Ypriom
OV KOAVTTOVTOL OO TV 161 g KUKAOPOPLOG.

ApBpo 83

1. Kot g&aipeon ex tov dpBpov 6 g odnyiag 2001/83/EK, ta kpdn
pUEAN pmopov vo Kabotohv SafEGIHo Yo TapnyopnTIKY XPTNOLOTOi-
non éva. eAPUOKO Yo avOpdTIVY XP1oT TOV EUTIMTEL GTIS KATIYOPiEg
mov avapépovtal oto Gpbpo 3, moapdypopor 1 kot 2 TOL TAPOVTOG
KOVOVIGHLOD.

2. T Tovg oKOTOVG TOL TOPOVTOG GPOBPOL, MG KTAPNYOPNTIKY XPT-
owonoinony» voeitar 1 didbeon, Yo avOpOTIGTIKOLG AOYOLS OE pio
opdda acbevdv TacyovVIov omd vOco Tov dnUovpyel ¥povio | coPfopn
avannpio 1 kivdvvo mng Kot dev emdEyeTal tKavomomTikn Bepameio pe
EYKEKPILEVA PAPLLOKO, EVOG PAPLLAKOV TOV EUTINTEL OTIS KOTIYOPIES TOVL
apBpov 3, mapdypapot 1 kot 2. To eappako avtd TPEmeL €ite va. Amo-
tehel TO avTIKEILEVO aiTtnomng Adelng KVKAOQOPInG GUUP®VA e TO Apbpo
6 10V TaPOVTOG KAVOVIGHOD gite va BpiokeTal 610 6TAS0 TOV KAVIKGOV
SoKIUOV.

3. Ortav éva kpdrtog LELOG XPNOOTOLEL TN SUVOTOTNTO TOL TOPEYEL
N mopdypapog 1, evnpepadvel tov Opyavicpd.

4. Otav oyeddleton mapnyopntiky xpnowonoinon, n Emrponn @ap-
pakov yuoo AvBpomvn) Xpnor, apod cuvevvonbel Le Tov TOpaoKELOOTN
N He Tov artodvra, pumopel va ekdidel YVOUEG OGOV apPopd TOvg GPovg
¥PNONG, TOVG Opovg dtavopng kot tovg otkeiovg acbevels. Ot yvdpeg
EVNUEPDOVOVTOL GE TOKTIKY Pdom.
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5. Ta kpdtn péAn Aoappdvovv voyn Tig TuYOV S100ECIUES YVADLES.

6. O Opyaviopdc tnpel evnuep®UEVO KATAAOYO TOV YVOU®DV TOV
exdidovtal oOuPOve pe TNV TOPAYPuPo 4, TOV OTOi0 Kol SNUOGIEVEL
oT1g 16T00eAdeG Tov. M35 To épbpo 28 mapdypapot 1 kot 2 epopuo-
Ceton mpovpévev Tov avoloyliov.

7. Ot yvoueg mov avoeépovtal otnv mopaypoapo 4 dev emnpedlovv
TNV OOTIKN 1] TNV TOWIKY] €0BVVN TOL TOPOCKELAGTH 1| TOV OLTOVVTOG
adeto. KukAopopiog.

8. Ortav vmdpyxer mpdypoOppO TOPNYOPNTIKNAG YPTOWLOTOINoNS, o
artdv eEooeoliler O6tL ov ocvppetéyovieg acbeveic €xovv mpocPaon
07O VEO QGPUOKO KOl KOTO TO OAoTNUHO TOv pecoAaPel amd ™ yop1-
ynomn g adelag Kukhoopiag péypt Tt Béon Tov QUPUAKOV GE KLKAO-
@opia otV ayopd.

9.  To mapdv apbpo oyvet pe v empOroén g odnyiag 2001/20/EK
Kot Tov apbpov 5 tng odnyiag 2001/83/EK.

ApBpo 84

1. Me v emevialn 1oLV TPOTOKOAAOL TePl TV TPovopimv Kot
acvMav v Evpordikdv Kowotqtov, to kpdtn péln kabopilovv to
GUOTNUN TV KUPOCEMV TOL gpapuolovtar yio TG Tapafdces Tov
TapOVTOG KOVOVIGHOD 1] TOV KOVOVICU®OV OV €KOI00VIOL BAGEL 0VTOv
Kot Aappdavoov kabe avaykaio HETPO €PAPUOYNG TOvs. Ol KLUPMGELG
TPETMEL VO EWVOL ATTOTEAECUATIKEG, OVOAOYIKEG KOL OOTPEMTIKES.

Ta kpdtn péAn kowomowobv T ev AMdym dwtdéelg omv Emtponn to
apyotepo péxpt tig 31 Askepfpiov 2004. Kowomowobv ke petayevé-
GTEPN GYETIKN TPOTOTOINGT TO GUVTOUOTEPO dvVaTO.

2. Ta xpdmn pérn evnuepdvovy apécwc v Emtpony| oxetikd pe
v kivnon kéBe dikaotikng dadikaciog eni Topafdcel Tov TAPOVTOG
KOVOVIGHLOD.

3. M3 Awoel tov Opyaviopo¥, n Emtponny pmopel va emBaiiel
GTOVG KOTOYOVG AOEWDV KUKAOPOPIOG Ot ooies Exovv yopnyndel duvapet
TOV TOPOVTOC KAVOVIGLOD, YPNUOTIKEG TOWEG o€ mepintmon abétnong
OPICUEVAOV DTOYPEMGEDV OV £xovV eMPANOel 610 mAaiclo TV ev Ady®
adetmv KukAopopiog. To avdTato mTocd TV XPNUOTIKOV TOW®V KoOMOg
Kot ot Opot Kal ol SlodIKooTIKEG Aemtopépeleg siompaéng avtav kabo-
pilovtar amd v Emrpomn. To pérpa mov €yovv ®¢ OVTIKEIHEVO TNV
TPOTOTOINGT U OVCLOIDV GTOLEI®V TOV TAPOVTOC KOVOVIGUOD HE TN
GUUTANP®OT| TOL, Beomilovtal GOUE®VO LE TNV KOVOVIGTIKT dtadikacio
pe éleyyo otnv omoio mapaméunel o apbpo 87 mapdypapog 20. <«

H Emitpomn dnuocievel 1o ovopata Tov &v AOY® KATOY®V AdEI®V
KUK AOQOping KOODG Kol To TOGH TV TOWMV Kol TOLG AOYOLS Yo
TOvg omoiovg emePfAndncav.

Apbpo 85

O mopdv kavoviopdg dev Biyet Tig appodidtteg g Evponaikig Apyng
vy v Acedlrela tov Tpopipwv, n onoia £xel cvotabdel pe tov Kavo-
viopo (EK) apib. 178/2002 (V).

() Kavoviopog (EK) apf. 178/2002 tov Evpomaikod KowoPoviiov kot tov
Yoppovriov, ™mg 28ng lavovapiov 2002, ywr tov kabopiopd TV YEVIKOV
apYOV Kol omoltoemv g vopobeciog yio to TpodQia, yioo v idpvon g
Evponaikng Apyng vy v Acpdiea tov Tpoeitov kot Yo tov kabopiopod
Swdikaciov o Oépata aceoreiog tov tpogipev (EE L 31 g 1.2.2002,
c. 1).
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Apbpo 86

H Emutpon dnpocievel tovddylotov avé dekoetio yevikn ékbeon oye-
TIKGL L€ TNV TEPO TOL OTOKTATOL Ao TN AETOLPYio TOV S0SIKAGIOV
nov Oeonifovton amd tov mapdvta Kavoviopd, amd to Kepdrowo 4 tov
Tithov III g odnylag 2001/83/EK kot and to Kepdiowo 4 tov Tithov
1T ¢ odnyiog 2001/82/EK.

ApBpo 87

1.  H Emponn enucovpeiton amd ™ Movyun Emutponr apudkov yo
AvBpomvn Xpnorn mov cvotddnke Pdaocel tov apbpov 121 g odnyiog
2001/83/EK «or ™ Moévyun Emitpory Ktnviatpikov Pappdkov mov
cvotdfnke Pdacel Tov apbpov 89 g odnyiag 2001/82/EK.

2. Ocdxkig yivetar avagopd GtV Tapovca Topdypapo, spappoloviat
ta apBpa 5 o 7 g amdpacng 1999/468/EK, AauPovopéveov vroyn
tov dwtdewv tov dpbpov 8 avtrg.

H mepiodog mov Oeomiler 10 dpBpo 5 mapdypapoc 6 g amdpacng
1999/468/EK opiletar ce tpelg Unvee.

20. XTI TEPUTTMGCELS OV YIVETOL UVEID TNG TAPOVGOS TOPAYPAPOL,
epapudlovtar o apBpo Sa mapdypoaeol 1 £wg 4 ko 0 Gpbpo 7 TNg
amopacng apd. 1999/468/EK, thpovpévav tov datdéewmv Tov dpbpov 8
g dg omépacng.

3. Ocdxig yiveton avopopd 6tnv mapodco Tapdypao, epapuolovrol
ta apBpa 4 xor 7 g amdpacng 1999/468/EK, haufovopéveov vroyn
Tov dwtdeov Tov dpbpov 8 avte.

H mepiodog mov mpoPrémetar oto apbpo 4, mapdypapog 3, g amdQa-
ong 1999/468/EK opileton og éva pnva.

Apbpo 870

[pokepévoy va evapprovicel T SlevéPyelo TV SPAGTNPLOTHTOV Pap-
LOKOETOYpOTVNONG GOUQOVA HE TIG O0TAEEG TOV TAPOVTOS KOVOVL-
opov, 1 Emtponn eykpivel ektedeotikd pHéTpa cOUPOVA HE TIS S1aTdEELg
tov apBpov 108 ¢ odnyiag 2001/83/EK dcov apopd ta €ENG:

o) TO TEPLEXOUEVO KOL TNV THPNGCT TOL KLPLOL aPYEIOV TOV GLOTHUATOG
QOPLOKOETOYPOTVIONG OTO TOV KATOXO TNG AdE0¢ KukAopopiag:

B) TIc EAAYIOTEG OMOITAGES TOV GLUGTNUATOG TOLOTNTOG Yo TN SlevEép-
YEWOL SPOCTNPLOTATOV QPUPLAKOETAYpVOTYNCTS and Tov Opyavioud:

Y) 1t xpnon Sebvdg cupE@VNUEVING 0POAOYING, LOPPOTOUTTOV KOL TPO-
TOMOV Yo TN S1EVEPYELD, SPAGTNPLOTHTOV POPUOKOETOYPVTVI|ONG

8) TG EMGYIOTES AMOLTNOELG YO TOV EAEYYXO TOV OESOUEVOV OV TTEPL-
Aappavovtar oty Paon dedopévov Eudravigilance, dote vo kabo-
piletar katd mOcov vdpyovv véor N petaPfAnBévteg kivduvor

€) TO HOPPOTLTO KOl TO TEPLEXOUEVO TNG MAeKTpovikniG Swfifacng
oTOEIOV OYETIKA HE TIG EWKACOUEVES QVETIBVUNTEG EVEPYELES OO
KpaTN HEAN KOl KATOXOLG OOEW®V KuKAOPOpiog:
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OT) TO HOPQPOTLUTO KOl TO TEPLEYOUEVO TOV MAEKTPOVIKOV TEPLOSIKMV
EMKOPOTOMUEVDV EKBEGEQV YloL TNV AGPAAEIL KOl TOV GYEdiV
Swyeipong tov Kvdvvou

{) 10 HOPPOTLTO TV TPOTOKOAAW®Y, TOV TEPIMYEDV KOL TV TEAIKMOV
eKOECEMV OYETIKA LE TIG UETEYKPITIKEG EKOECELS AGPAAELNS.

Ta pétpa avtd Aappdvovv voym Tig epyacieg deBvovg evopproviong
7oV £YOVV TpayUaTononOel 6TOV TOHEN TG PAPUAKOETAYPOTYNONG K,
omov Kkpiveron avaykaio, avabempovvial ®ote va cuvumoloyilovv v
TEYVIKN Kot EMOTNHOVIKY Tpoodo. Ta pétpa avtd eykpivovial GOpE®VO.
pe v KovovioTikn dwadikacio tov apbpov 87 mapdypapog 2.

Apbpo 87p

1. H &fovoia ékdoong xat’ €£ovolodotnon npdewv mov avaeépo-
vtat oto apBpo 10B avartibetor otnv Emtponn yw mepiodo mévie etmv
a6 v 1n Iavovapiov 2011. To apydtepo €& ufveg mpv omd ™ ANén
g mevtaeTovs meptddov, 1 Emtponn cvvtdooel ékfeon oyetikd pe Tig
apacels Kot' e€ovotoddmon. H appodidonto ékdoong kat’ €£0vc1060-
™on TPAEEMV TUPATEIVETOL OVTOUATOC Yo TEPLOSOVE id1aG dLdpKELag,
ext0g av 10 Evponaikd Kowofoviio 1 to Zupfoviio v avakarésovy
obupova pe to apbpo 87y.

2. Mohg eykpiver o mpaén kot eEovotoddmon n Emponn v
Kkowvomotel Towtoypoveg 610 Evpomdaikd KotvoBodio kot to Zvpfodito.

3. H appodiomra ékdoong kat’ e&ovolodotnon mpaéemv avotifeton
omv Emtponn vnd 11 mpotimobéceic mov mpoPAénovral ota apbpa 87y
Kot 879.

Apbpo 87y

1.  H oppodidomta €kdoong kat’ eEovctoddtnon tpdéewv mov avapé-
petor oto Gapbpo 10B umopel va avokAnbei avd mdoa oty omd Tto
Evponoaikdo Kowofoviio 1 to Zvppovito.

2. To Beopkd dpyavo TOv £xEL KIVIIOEL ECOTEPIKT Slodtkacio yio vl
amopactobel eav Ba avaxkindel n e£ovolodotnon mpoomabdel va evnue-
pooel o GAro Beoucd Opyavo kot v Emtpomn evidg evioyov ypo-
VIKOU S0GTHHATOS TPV amd T AYN TNG TEMKNG AmOPACTG, AVOPEPO-
vtag ¢ ekympndeioeg e€ovoiec mov Bo pmopovcav vo avakAnfovv kat
Tovg MBaVOVS AGYOoVUG avAKANGOTG.

3.  H andeoon aviaxkinong 6éter téppa oty eéovoia ékdoong kat’
e€ovo1060TNoN TPAEewv oL TPoGdlopileTarl cOPOG TNV €V AOY® amod-
eoon. Apyiler va oydel apécwOs | G UETAYEVESTEPT MUEPOUN VIR TV
omoio devkpvilel Aev emnpedlel v gykvupdTTa TOV KOT  €£0VG1080-
mon npdéewv mov wybovy NoT. Anpociedetar oty Erionun Epnuspioo
m¢ Evporaixns Evoong.

ApBpo 876

1. To Evponaiké Kowofodio 1 1o Zvufodio pmopel vo ekppdoet
avTIppNGELS OYETIKA pe Kot' eEovotoddtnon mpdén eviog meplddov dVo
unvav and v nuepounvio Kovoroinong.

Me mpwtofovrio. Tov Evpomaikod KowvoBoviiov 1 tov XZvpfoviiov n
neplodog avty mapateiveTol Katd 600 UNVes.

2. Edv xatd ™ A& mg meptodov g mopaypdgov 1 odte to Evpw-
naikd Kowofodio ovte to ZvuPfodito égovv eyeipel avtippnon Kotd
¢ kot’ eEoveoddtnon mpaéng, M kat® eEoveloddmon mpdaén dnuoot-
gvetan otV Emionun Epnuepido e Evpwraikns Evwons kou apyilet va
oyveL and v nuepounvia mov opiletor 6tig datdéelg g,
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H xat’ e€ovoroddmon mpdén umopel va dnuocievbel oty Emionun
Eonuepido e Evpowmnaixne Evwong kol vo, tebel og 1oy0 mpv omd
MEN g mep1ddov avtg, €bv to Evponaiké Kowvofoviio kot to Zvp-
BoOAo €xovv appdtepo evnpepmoel v Emtporn 611 dev mpotiBevon
va gyelpovv avtippnoelc.

3.  Edv to Evponaiké KowvoBodio 1 to Zvppoviio avtitaydel oe
kat’ e£ovclodotnon mpaén eviog TG mEPLOSOL NG Topaypapov 1, 1
ev Moy mpdén dev tiBeton e 1oyd. To Opyavo TOV SUTLTMOVEL AVTIP-
pnoeg évavtt g Kat' e€ovctodotnon mpaing ekBETEL TOVG GYETIKOVG
AdYOUG.

Apbpo 88

O kavoviopos (EOK) apd. 2309/93/EK katapyeitat.

KéBe avagopd otov katapyovpevo kavoviopd Bempeitor Ot yiveton
GTOV TOPOVTO KOVOVIGUO.

Apbpo 89

Ot mepiodol mpootaciag mov npoPrémovv to apbpa 14, mapdypapog 11
kot 39, mapdypapog 10, dev epappolovial 6o WTPIKA TPOIOVTO VoL~
@opag ywo Ta ool €yel voPAndei aitnom yopnynong adsiog mpv v
nuepopnvio. mov TpoPArémer o GpHpo 90, devTEPN TAPAYPUPOG.

Apbpo 90

O mopdV Kavovicpog apyilel vo 1ox0eL TNV €KOOTN MUEPO UETA TN
dnpooievon tov omv Emionun Epnuepida e Evpwraixns Evworg.

Katd mopékkiion tng mpdtg mapaypdeov, ot Tithor I, II, TIT ko V
epapuolovrar and 20 NoegpPpiov 2005 kot to onueio 3, méumto Kot
€kt0 €640 TOV TOPOVTOG TapapTIHATOS epapuroletar and 20 Maiov
2008.

O Top®dV KavovIouog €ivor SEGUEVTIKOS OG TPOG OAOL TOL HEPT] TOV KOl
woyveL dueca og k@Oe KpATog HELOGC.
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TTAPAPTHMA
D®APMAKA TTPOX ET'KPIXH AIIO THN KOINOTHTA
Ddappoxa mov Egovv avamtvybel pe ™ Porbeia poag and Tig e€ng Proteyvo-
AOYIKEG Olepyacies:
— tegyvohoyia avocvvovalopevov DNA,

— gheyyopevn £kppactn Yovidiov Tov KOIKOTOWUV PlOAOYIKAOG EVEPYEG
TPOTEIVEG OE TPOKAPLMTIKOVG KOL EVKAPLOTIKOVS OPYUVIGLOVG, GUUTE-
pAapfavopévev TOV HETACYNUATIOUEVOV KUTTApOY OnhaoTiKdv,

— nebodoug VRPISIOUATOV KOl LOVOKAMVIKAOV OVTIIGOUATOV.

. Ddppoka Tponypévev Bepamerdv, onwg opilovial oto Gpbpo 2 Tov Kavovi-

opod (EK) apf. 1394/2007 tov Evpomaikov KowvoBoviiov kot tov Xvp-
BovAiov, g 13ng Noepfpiov 2007, yo to. @appaxo Tponyuévay Bepomet-
av (")

Kmviotpwd @appoaka to omoio mpoopifoviol vo ypnoiporomBovv kupiog
MG EVIOYVTEG EMBOCEMV YO TNV TPOUY®YN TNG ovATTLENG N Yo TNV odHENON
™G mapay®YIKOTTag TV (OoV oTo omoia opnyovvTaL.

Dappoxa yo avOpdTIVY XP1OT TOL TEPLEYOLV VEQ dPUCTIKY OVGia 1) OToia,
KoTd TNV mpepopnvia Evapéng 1oyx0oG ToL TOPOVTOG KOVOVIGHOV, gV €xet
eykpfei omv Kowotra, n Bepangvtikny €voein tov omoimv givar n Bepa-
nelol TV akOAOLOOV VOGOV:

— OUOVOPOUO EMIKTNTNG OVOGOTOWTIKNG OVETAPKELGS,

— KapKivog,

— VEVPOEKPUMOTIKEG AGOEVELES,

— dwpng,

Ko, pe oy and 20 Maiov 2008

— aVTOAVOGOTOMTIKEG ao0EvelES Kat GAAEG 0VOCOTOMTIKEG SVGAELITOVPYIES,

— 1oyeveig acHéveleg.

Metd 11 20 Maiov 2008, n Emtponn, apod cvppovievdel tov Opyavioud,
dvvatat vo VToPALEL OLONTOTE EVOEIKVVOLEVT] TPOTOOT Yl VO TPOTOTOW|GEL
t0 mopov onpeio kot to Evponaikd Kowofovio kot to XZvpfodio Aoppd-
VOouV omoQacT €T’ aTNG COUEOVO UE T cuvOnkn.'

latpwcd mpoidvto mov opiloviar ™G opPavd GOLE®VO LE TOV KOVOVIGUO
(EK) ap8. 141/2000.

(') EE L 324 mg 10.12.2007, o. 121.



