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KANONIZMOZX (EE) 2020/...
TOY EYPQITAIKOY KOINOBOYAIOY KAI TOY ZYMBOYAIOY

¢ 15 IovAiov 2020

OYETIKA pte TN OEENYMYN KMVIKOV 0KIH®OV HE QAPUOKA VLU AVOPOTIVY YP161] TOV TEPLEYOVY
N 0TOTELOVVTOL OO YEVETIKMG TPOTOTOUUEVOVS OPYOVIGROVS KOl TO. 07010 TPpoopilovTal yia
™ Ogpameio 1 TV TPOANYN TG VOGov amd kKopmwvoid (COVID-19)

Kol pg ™V tpopun0€io T€Totmv QappiKkmy

(Keipevo mov mapovoralel evorapépov yia tov EOX)

TO EYPQITAIKO KOINOBOYAIO KAI TO EYMBOYAIO THE EYPQITAIKHE ENQEHY,

"Exovtag vwoyn m Zvvonkn yuo ) Aettovpyia g Evponaixig Evoong kot 1diog to dpbpo 114 ko
10 GpBpo 168 mapdypapoc 4 croryeio ),

"Exovtag vroyn v npotacn g Evponaikng Emtponncg,

Kotomy dapifacng tov oyxediov vopobetikng mpdéng ota eBvikd kotvopfodia,
A@ov {fmoav ™ yvoun e Evponaikng Owovoukng kot Kowwvikng Emitponng,
AoV {nmoav ™ yvoun mg Emtpomng tov [eprpepeiav,

Anogacilovtac cOpemva pe T cuvidn vopodetiky dodikaciol,

1 ®¢on tov Evponaikov Kowvofoviiov g 10ng loviiov 2020 (dev €xet akdun dnpocievtel
otV Enionun Epnuepidn) kot andeacn tov ZvpPoviiov g 14ng loviiov 2020.
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Extipudvrag to akdlovba:

(1

2)

©)

H vococ and kopwvoié (COVID-19) etvar po Aotpuddng vooog 1 oroia mpokaAeitol amd
évay Kopwvoid mov avakaivednke tpoceata. Xtic 30 Iavovapiov 2020, n [Maykoouia
Opydvoon Yyeioc (ITOY) knpvée v emonuiky ££0pon KatdoToon EKTOKTNG avEayKng yio
™ dnuoocia vyeia og d1ebvég eminedo. Ztig 11 Maptiov 2020, n [TIOY yapoakpioe T vOGO
COVID-19 mavonuio.

Zopeava pe Ty odnyia 2001/83/EK! kat tov kavovioud (EK) apif. 726/2004 tov
Evponaikod KowvoBoviiov kot tov ZvpBoviiov?, ot artioelg yoprynong Gdetog
KuKAoQopiog yio T d1dfeoT PapPUAKOL otV ayopd, o€ KpATtog péEAog i otnv Evoon,
0PeiAETAL VO GLVOIEVOVTOL ATTO PAKELO TTOV TEPLEYEL TAL ATOTEAEGLLOTO, TOV KAIVIKADV

JoKIL®V oV Exovv dte&oyDel pe 10 PAPLOKO.

And v odnyia 2001/20/EK tov Evpomaikod Kowvopoviiov kat tov Zvppoviriov?
TPOKVTTEL OTL, TPV A0 TNV EVOPEN OTOLUCONTOTE KAVIKNG OOKIUNG, O avAd0y0l OQeiAovY
va {nTovv v £yKpion g opprddtag apyng Tov KpATovg HEAOLG GTO 0TTO10 TPOKELITOL VO
de€ayBel  KAviKn dokiun. Zkomdg TG £YKPLIOTG ELVOL 1] TPOGTAGIN TOV SIKOOUAT®V, TNG
acOArenG Kot TG eulming TV GUUPETEXOVIMV GE KAVIKES OOKIUES KOl 1] O10GPAALoT) TG

a&lomiotiog Kot g apTOTNTAG TOV SE60UEVOV TOV TPOKHTTOLV OO TNV KAWVIKT dOKIuN.

Odnyia 2001/83/EK tov Evpomaikod Kowvopoviiov kot tov Zvpfoviiov, e 6mg
Noguppiov 2001, wepi KovoTIKOD KOIKOG Y10, TO PApLLOKa TTOL TPoopilovtal yia avOpadmivi
xpnon (EE L 311 g 28.11.2001, ©. 67).

Kavoviopoc (EK) apif. 726/2004 tov Evponaikod KotvofovAiiov kat tov Zvpoviiov, tng
31ng Maptiov 2004, yio T B€0mIoN EVEOCIAK®Y O10OIKOGIDV YOPTYNOoNG GOEL0G Kot
ENOTTEIOG OGOV APOPA TAL PAPLAKA TTOV TPOOoPILovToL YL avOP®ITIVN Kol Y10 KTNVITPIKY
ypNomn kot ywo m cvotaocn Evponaikod Opyoaviepov @apudkmv (EE L 136 g 30.4.2004,
c.1).

Odnyia 2001/20/EK tov Evponaikod KowoBoviiov kot tov Zupfoviiov, g 4ng Anptiiov
2001, yio TV TPOGEYYIOT T®V VOLODETIKMOVY, KOAVOVIGTIKOV Kol OIOIKNTIKAOV SloTdEemY TV
KPOTOV HEADV OGOV apopd TNV EPApPLOYN 0pONG KMVIKNG TPOKTIKNG KOTA TIG KAIVIKES
JoKIES papudkwv tpoopiopévay yio tov dvBpomo (EE L 121 g 1.5.2001, c. 34).
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Avvépet g odnyiag 2001/20/EK, 1 €ykpion kKMvikng dokiumg ekdideton xwpig va Blyston n
gpappoyn Tav odnyidv 2001/18/EK! kar 2009/41/EK tov Evponaikov Kowvopoviov kat

Tov Zvpfoviiov?.

H odnyio 2001/18/EK mpoPAénet 011 | 6KOTIUN EAEVOEPOON YEVETIKDG TPOTOTOUUEVDV
opyavicpadv («I'TO») oto TePIPAALOV Y00 0TO10VONTOTE GKOMO £KTOG TNG O160e0MC TNV
ayopd VITOKELTAL GE KOWVOTOINGM TPOG TNV APHOSLO. 0PN TOV KPATOLG LEAOVG GTNV
EMIKPATELD TOV OTTO10V TPOKELTAL VO TPAY LA TOTOM Ol 1 ELeVBEPMOT Ko G€ YpamTy|
ovykatdBeon g ev Adym apync. H xowvomoinon opeilel va teptlappavel a&loAdynon
TEPPAALOVTIKOD KIVODVOV 1) 0ol TparypLatonoteiton cupmva pe to mapdptnpa I g
odnyiag 2001/18/EK kot texviKd @AKELO 0 0TOI0G TOPEYEL TIC TANPOPOPIES TOV

kaBopilovior 610 mapdptnua I g ev Aoym odnyiac.

H odnyia 2009/41/EK mpoPAémet 01t o1 kivovvor yio Tnv avBpomvn vyeio Kot To
TEPIPAALOV TTOL GLVIEOVTAL LE TNV TTEPLOPIGUEVT] XPTOT| YEVETIKADS TPOTOTOMUEVOV
HUIKPOOPYOVIGL®OV o@eileTon va a&toloyodvtal kKatd mepintwon. ['a tov oxkond avtdv, 1 v
Aoy odnyia mpoPAémet 6Tt 0 xprotg a&toroyet Tovg Kivdhvoug yia v avBpadmivn vyesio
KoL TO TEPPAALOV IOV EVOEXETOL VOL EVEYEL TO GVYKEKPILEVO €100 TEPLOPIGUEVNC YPTONG,
YPNOLOTOIMVTAG TOVAAYIGTOV Ta GToLYEln a&loAdyNoNg Kot T1 S101KAGIio TOV

npoPAémovtot oto mapaptnua I g ev Adym odnyiag.

Odnyia 2001/18/EK tov Evponaikod KotvoBoviiov kot tov Zvpfoviiov, g 12ng Maprtiov
2001, yio T KON EAEVOEPMOT) YEVETIKADG TPOTOTOUNUEVMOV OPYOVIGH®V 6TO TEPPAALOV
Kol v Katapynon g odonyiog 90/220/EOK tov Zvpupoviiov (EE L 106 g 17.4.2001,
c.1).

Odnyia 2009/41/EK tov Evponaikod KotvoBoviiov kot tov ZvpuBoviiov, g 6ng Maiov
2009, yio TV TEPLOPIGUEVT (PT|OT| YEVETIKMG TpoTomoinpévav pikpoopyavicuav (EE L 125
™c 21.5.2009, c. 75).
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Ot KMVIKEG SOKIES OmonTOVV TNV EKTEAEGT] SIAPOP®V TPAEE®V, CLUTEPIAAUPOVOUEVIS TNG
TOPOCKELNG, LETAPOPES Kot amobnkevong TV SoKIUAlOUEVOV QUPUAK®OV, TNG
GLGKELAGIOC KOL TNG ETIGNLLAVOTNG, TNG XOPNYNONG TOV POPUAK®V GTOVS GUUUETEYOVTEG GE
KAMVIKEG OOKIUEG Kol TNG ETAKOAOVONG TOpaKOAOVONGNG TOV GLUUETEXOVTOV, KAODS Kot
™G amdPPIYNG TV AmOPANTOV Kol ayxpnotponointov dokipalopevav eapudkmv. Ot ev
MOy TPAEELG EVOEYETOL VO EUTTITTOVY GTO TEDTO £QapUOYNS TG odnyiog 2001/18/EK 1
2009/41/EK 6tav to dokipalopevo eapuoko meptéyet N amoteieiton amd I'TO.

H meipa deiyvel 011, 0€ KAVIKEG SOKIUESG pe OOKILOLOUEVO PAPLLOKO TTOV TTEPLEXOVV N
amotelovvtal and ['TO, n dwadikacio yio TV eXiTELEN GLUUOPPOONG LE TIC OTOLTHGELS
v odnyuwv 2001/18/EK «at 2009/41/EK dcov agopd tnv ektipnomn meptorlloviik®dv
KIVOUVOV Ko T ouyKatdBeom and v aprodia apyn Vo KpAaTovg LEAOVG glval

TePIMAOKT] KO EVOEYOUEVMGS YPOVOPOpQL.
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H moAvmAokotnta g ev AOYm dadikaciog avsdvetal o€ peydro Babud oty mepintmon
TOAVKEVTPIKOV KAVIKOV SOKIU®V oV deEdyoviat o€ TOALA KpATn LA, Kabmg ot
avAd0YOl TOV KMVIK®OV dOKIUDV VTOYPEOVVTOL VO VITOPAAAOVY TaPAAA A TOAAATAEG
QTN OELS £YKPLONG G€ TOAMOTAEG OPUOOIEG OPYES OE OLUPOPETIKA Kpdtn uEAN. EmumAéov, ot
eOviKég amantnoelg Kot dtadtkaoies yio TNV agloddynon neptPailoviikol Kivohvou Kot Tn
YPAMT GLYKOTAOEoN TV apUOdIOV apydV 61N okomun ehevBépmon I'TO dvvaypel g
oonyiag 2001/18/EK dtapépovy onuavtikd LeTaEd TV Kpatov peAmv. Evd og opiopéva
Kpatn wéAN apkel va vroPAnOel oe pio povo appodia opy pio Lovadikn aitnon £yKpiong
v N Steaymyn TG KMVIKNG SOKIUNG Kot Yo TIg TTuy€g Tov apopovv tovg I'TO, oe dAla
Kpatn pEAN ypetdletor va vToPANB0HV TAPUAANAEG AUTNOELS GE SLOPOPETIKES OPLOSIES
apyés. Extdc avto, opiopéva kpdtn péAn epappuodlovv v odnyia 2001/18/EK, dAra
epappolovv v odnyia 2009/41/EK kot dAla kpdn péAn epappdlovv gite tnv odnyia
2009/41/EK eite nv odnyia 2001/18/EK, avdroya pe Tig Wdwoitepeg meplotdoels kabe
KAWVIKNG OOKIUNG, KOl CUVETMOS OEV £Vl SuVATOV VO TPOGIIOPIGTEL EK TOV TPOTEPWV 1)
ebvicn dwdkacio wov Ba mpémetl va akorovdnbel. Opiopéva kpdtn péAN epappolovv
TOVTOYPOVE KOl TIC 000 0dNYiEg Y10 SLPOPETIKES TPAEEIS GTO TAAIGLO TNG 1010G KAMVIKNG
dokyne. Ot mpoomdBeieg yia tov eEopBoroyiopud g dadikaciog HEG® GTumov
GUVTOVIGLOV HETAED TOV OPLOSI®V 0PYDV TV KPUTOV HEADY EXOVV OmoTOHYEL. Y TAPYOLV
emiong anokAicelg petad Tov 6VIKOV amat)oeE®V OGOV 0POPA TO TEPIEXOUEVO TOV

TEYVIKOD PAKEAOV.
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Eivar emopévag daitepa SOGKOAN 1 SIEEAYOYT TOAVKEVIPIKMY KAVIKOV SOKIU®DV |IE
doxpalopeva edppoka Tov teptEyovv N arotelovvion amd I'TO otig onoieg epmAékovtan

SLAPOoPOL KPATY LEAN.

H mavonuic COVID-19 €yet onpuovpynoet pia Gvev Tponyovuprévon KatdoToon EKTOKTNG
avaykng otov Topéa TG ONpdctog vysiog n omoia £xel ototyicet T {on o€ YIA1ddeg

avBpadmovg Kot £xel TANEEL W1aiTEPA TOVE NAMKIOUEVOVS KoL TAL ATOUO. LLE TPODTAPYOVGES
nafnoeic. EmmAéov, ta moAd okAnpd pHétpa mov ypeldotnke va Beomicovy ta KpATn HEAN
v va tepropicovv v eanimon e COVID-19€yovv mpokarécsel coPapéc dratapoyes

oT1g eBviég owcovopieg kat cuvoAkd oty 'Evoon.

H COVID-19 givar pia moAdmiokn ac0évela mov ennpedlel TOAAUTAES PUCIOAOYIKES
depyacies. Avtr ) otrypn| Bpickovtal vd avdmtvén mbaveg Oepamneieg kot epuforia.
Optopéva amd to vd avdmntuén eppora mepiéyovv e€acevnuévoug 100¢ 1 Lovtovoig

Qopeic, o1 omoiot evdgyopévmg epmintovv otov opiopd tov I'TO.

g QTN TNV KOTAGTOON EKTAKTNG OVAYK™G Yo Tn dnpoota vyeia, eivon peilovog
evolapépovtog yia v 'Eveon vo vrdpyet n Svvatotnta avémtuéng kot 6160eong, eviog
¢ Evoong, ac@aidv Kot OToTEAEGLOTIKGOV QapUdK®V mov tpoopilovtat yia tn Oepameio

N v tpoéAnyn g COVID-19, 1o cuvtopdtepo duvatov.
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INo va emtevyBet 0 6TOYO0G TG S1ABECT|G AGPAADY KOl ATOTEAEGLATIKMY QUPHAK®OV TOL
npoopilovia yio ) Oepameia 1) v TpdAnyM g COVID-19, &xel Anedel pia oepd
puétpav og eninedo 'Evoong and tov Evponaikd Opyoviopd opudkmv (EMA) kot and 1o
OiKTLO EOVIKADV 0prOOIOV 0PYDV LE OKOTO TN SIELKOAVVGT, TN GTHPIEN KOl TNV EMTAYLVON

™G aVATTLENG Kot TNG 0d€1000TN oM Bepamelmv kot epPoAimy.

[Tpokepévou va cuyKkevTpmBoHV Ta 1oYLPE KAVIKG GTOLXEID TTOL OTOLTOVVTOL Y10 THV
VIOGTNPIEN TOV AUTHOEMV YOPNYNONG AOEIDV KLKAOPOPIOG 6e dpLaka Tov Tpoopilovtal
v 1 Oepoameio v TpoAnyn g COVID-19, 6a ypetaotel va dievepynbodv

TOAVKEVTPIKEG KAIVIKES SOKIUES [LE TN CUUUETOYT TOAADY KPATAOV LEADV.

Etvan e&opeticd onpovtikd ot KAMVIKEG SoKIUESG He SOKIHalOUEVO QAPLLOKO TTOV TEPLEYOVV
1N arotedovvrtar and ['TO kot mpoopilovtar yia ) Bepaneio 1§ v tpdAnyn g COVID-19
va. umopovv va dteEdyovrtal evtdg g Evoong, va pmopodv va EeKivodv To GuVTOUOTEPO
duvatd Kot vo unv Kaduotepovy AdY® TG TOAVTAOKOTNTOG TOV SIUPOPETIKMV EOVIKOV
JdIKAGIOV TTOL EQOPUOLOVVY Ta KPATN WEAN KATA TNV EPappoyn TV odnyiov 2001/18/EK
xot 2009/41/EK.
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O K0p1Log 6THY0G TS EVOGIOKNG VOLOBEGTOG Yol TOL PAPLLOKO ELVOL ) TPOGTAGIO TNG
onuocog vyeiag. To ev A0y vopoBeTikd TAAIGI0 GUUTANPOVETOL OO TOVG KOVOVES TNG
oonyiag 2001/20/EK ywa tov kaBopiopd 101K®V TPOTHTMV Y1 TNV TPOCTUGIN TWV
CUUUETEYOVTI®V OTIG KAWVIKEG doKpES. O1 oomnyieg 2001/18/EK kou 2009/41/EK
OTOCKOTOVV GTH O10GQAAIGT) LYNAOD EMTESOV TPOGTAGING TNG AVOPAOTIVNG LYELNG KO TOV
nePPAALOVTOG HEGM TG AEI0AGYNONG TOV KIVOOVOV 0mtd TN oKOTIUN eAevBépwon 1 v
nepropopévn xpnomn I'TO. Ztnv dvev Tponyovpévou KoTdoTao EKTOKTNG OVAYKNG Y10 TN
dnuocta vyeio Tov dnuovpyROnke amd v mavonuio COVID-19, givan avaykoaio va
VIEPIOYVEL N TPpOooTasia TG dnuoctag vyeiag. Eropévag, eivatl avaykaio va yopnynOel
TPOCOPIVI TAPEKKAION OO TIG OTALTIOELS TTOL 0LPOPOVV TPONYOVUEVT] 0EIOAOYNON
nePPAALOVTIKOD KIvdOVoL Kot cuykatdBeom dvvapel Tov odnylov 2001/18/EK kot
2009/41/EK, evéowm dwapket n mavonpio COVID-19 1 vy 6o ddotnpa n COVID-19
OLVIOTA KOTAGTOOT) EKTAKTNG OVAYKTG OTOV TOpEN TNG dnpootag vyeiag. H ev Adym
napEKKAon Ba mpénetl va mepropiletarl oe KMVIKES SOKIUES Pe OOKIUALOUEVO PAPLOKO TTOV
nepEyovv N aroterovvral and ['TO kor mpoopilovrtal yia T Oepameio TV TPOANYT TG
COVID-19. Katé v mepiodo 16y00g TG TPOSMOPIVIG TAPEKKAIONG, 1| AEloAdYNOoT TOV
TePPAALOVTIKOD KIvODVOL Kot 1) cuykatdfeon dvvapet tov odnywwv 2001/18/EK kot
2009/41/EK dgv Ba pémetl va amoteAovy Tpodtodeon yio T deEaymyn TETOIOV KMVIKOV

SOKIUADV.

PE-CONS 28/1/20 REV 1 8

EL



(18) [Tpokepévou va d1acPariotel VYNAS enimedo TPooTaGiog TOV TEPPAALOVTOC, GTOVG
YDPOLG OOV TPAYUATOTOLEITOL YEVETIKT] TPOTOTOINGT) 1OV (IyPLOV TOTOV KOl GUVOPEIG
dpactnprotnteg Bo Tpémetl va e£0KOAOVONGEL VO OTALTEITOL | GUUUOPPMOT) LLE TNV 0ONyia
2009/41/EK. Enopévmg, N mapaywyn @oprak®v mov tepteyovyv 1 amotelovvtot and ['TO
kot Tpoopifovtar yio ™ Bepaneia ) v TpdAnym g COVID-19, cuunepirapfovopévmv
TV SoKIHALOUEVOV QopUaK®V, Bo Tpémel va eEatpeital amd TNV TPOCMPIVY TOPEKKALOT.
EmnAéov, Oa mpénel va amorteitor omd Toug avaddyovg vo epopruolovy KaTdAANAL LETPO
Y0 TNV EAQYLOTOTTOINGN TOV OPVITIK®OV TEPIPOALOVTIKAOV EMUTTOGEDY Ol OTOIEG
OVOUEVETOL, BACEL TOV SLHOEGIL®Y YVOGEMV, VO TPOKLYOLV KATOTLY GKOTIUNG 1) 0KOVGL0G

erevBépong dokIpalOpeEVeV eapUiK®V 6TO TEPPAALOV.

(19) Kotd cvvéneia, kotd v katdbeomn aitnong ddstog KukAo@opiag SuvapeL TG 0oMyiog
2001/83/EK 1} Tov kavoviopot (EK) apif. 726/2004 yio pdppoxa mov meptéyovv 1
aroterovvrtal and I'TO kot mpoopilovrar yio T Oepomeia 1§ v tpdAnyn g COVID-19
KOLL Y10, TOL 07010 01 KAWVIKEG SOKIHEG B0l KOADTTOVTOV At TNV TOPEKKAICT) TTOV
TPOPAETETOL GTOV TAPOVTA KOVOVIGLO OEV B0l TPEMEL VAL OTALTEITAL OITO TOV ALITOVVTOL VO,
npookopilel ypoamty cvykatdBeom TG approdag apyns yo m okomun erevfépwon 'TO
070 TEPIPALAOV Y10 GKOTOVG EPEVVAG KOt AVATTVLENC, OTT™G opileTan oTo PéEPOG B e

odnyiag 2001/18/EK.
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1)

O mopadv kavovicopdg dev emnpedlet toug kKavoveg e Evoong yuo ta appoka mov
npoopiloviot Yo avOpmmvn xpron. Onwg tpoPrénetar otov kavoviopod (EK) apif.
726/2004, o1 tep1PAAAOVTIKEG EMATOCELS TOV PAPLAK®V TOL TEPLEYOLY N OITOTELOVVTOL
and I'TO ko mpoopilovion yua ) Oepomeio N v TpodANyn g COVID-19 Oa
eEaxorovOncovv va a&toloyovvrot amd tov EOD mapdrinia pe v a&lohdynon g
TOLOTNTOG, TNG AGPAAELNG KOL TNG OMOTEAEGLATIKOTNTOG TOV KAOE pupuaKov, TNPOVUEVOV

TOV OTOITNGE®V TEPPAALOVTIKNG acPiielog oL opilovtatl atnv odnyio 2001/18/EK.

H odnyio 2001/20/EK e&axolovbel va epappdleton kot o1 KAMVIKES OOKIUES e
doxpalopeva edppoka Tov teptEyovy N aroterovvtot amd I'TO ko mpoopilovion yio )
Oepaneio ) v TpdANYN g COVID-19 g€akorovbovv va yperdalovtar ypamt £yKpion
amo TNV apuodia apyn o€ Kabe Kpdtog pérog oto onoio Oa de&oyBei 1 doxiun. H
GUUUOPPMOT LE TIG OEOVTOAOYIKES OALTIOELS KOl TV 0pO1] KAVIKY| TPAKTIKT KOTA TN
SeEaymYN TOV KAVIK®OV SOKIUOV, OTMS KOl 1] COUUOPP®GCT HE TOVG KOVOVEG 0pONG
TOPOCKEVOGTIKNG TPOKTIKNG KOTA TNV TOPUCKELN 1] TNV E160Y®YT| OOKIHALOUEVOV

QOPHAK®V TOV TEPLEYOLV 1| amotelovvTon and ['TO, earxorovfovy va eivorl voype®TIKES.
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(22) Kotd yevikd kavova, kavéva eappako dev umopei va dtatebel otnv ayopd g Evoong 1
oV ayopd kpAatovg HEAOLGS, av dev €xetl yopnynOel ddeio kKukAopopiag amd Tig apuddeg
apyég ovvapet g oonyiag 2001/83/EK 1 tov kavovicopov (EK) ap1f. 726/2004. Qotdc0, N
oonyia 2001/83/EK kot o kavoviopdg (EK) apif. 726/2004 npoPrémovv e€apéaelg amd v
eV AOY® 0maitnon 68 TEPITTAOGELG TOL YopakTnpiloviot amd emelyovsa avaykn Yopnynongs
€VOC PUPLLAKOL Y10 TNV AVTILETMTICT TOV EWOIKAOV avayK®dVv VO acevong, yia
TOPNYOPNTIKN XPNoN N ©¢ avtidpaon o€ swalopevn 1 empPePoropévn dtacmopd
TafoyOVOV TAPAYOVIOV, TOEIVOV, YNUKOV TopayOvI®V 1 TupnVIKNG akTivofoliiog mov Oa
pmopovsav vo tpokarécovy PAdPes. Edikotepa, 1o dpbpo 5 mapdypapog 1 g odnyiog
2001/83/EK emtpénetl ota KpATn HEAN VO, avTamoKplOohv o€ e101KEG AVAYKEG Kot vaL
eEapéoouy and T1g SLTAEELS TNG £V AOY® 00MYiog To PAPLLOKO TTOL YOPNYNONKAV KATOTLY
KOAOTOTNG Kol alnTNTNg mopayyeAiog Kot To 0moio ToPACKELAGTNKAY COUOMOVA LE TIG
TPOOLOLYPOPES EYKEKPUYLEVOL ETTAYYEALATIO TOV TOUEN TNG VYETaG Kat Tpoopilovtal va
xopnyNOovV g GLYKEKPIUEVO aGOEVT] TOV, VIO TNV AUECT TPOCMOTMIKT TOL €VOVVT. AvVApEL
0V ApBpov 5 mapdypapog 2 g odnyiag 2001/83/EK, ta kpdtn pnéAn duvavral exiong va.
EMTPENOVY TPOCWPLVA T O1OVOUT EVOG QapLLdov TTov Ogv £xel £yKpBel, og avtidpaon oe
ewalopevn N emPefatwpévn dacmopd TaboyovVeOV TapayOvVI®V, TOSWVOV, YNUIKOV
ToPAyOVTOV 1) TUPNVIKNG OKTIVOPBOAOG, OTOI00NTOTE €K T®V 0ToiwV Ba pmopovoe va
npokaiécel PAGPeg. Avvapet Tov dpbpov 83 mapdypapog 1 tov kavoviouov (EK) apif.
726/2004, ta. kpdtn pHEAN pmopovv va KahoTovv £va APLOKO Yo avOpmTvn xpron
SLBEGILO YO TOPNYOPNTIKOVG AOYOLG GE Opdda aGOEVMV TOV TAGYOLVV Ao VOGO 1 ool
wpokalel ypovia 1 coPapn avammpio 1 Kivovvo {ong Kot dgv EMOEXETAL IKOVOTOIMTIKY)

Oepaneio e eyKeEKPUEVO PAPLOKOL.
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Optopéva kpdtn péin eEéppacav apgiBorieg oyeTKd pe TV GAANAETIOPAOT TOV €V AOY®
dwta&ewv g odnyiag 2001/83/EK kot tov kavoviopov (EK) apif. 726/2004 pe
vopoBeaia yua toug I'TO. Y16 1o mpiopa tng enciyovcag avdykng va dtotefodv 6to Kowvd
euPora 1 Oepaneieg yio tn COVID-19 apéomg poAg eivar £Tola Yo Tov 6Komo antdv Kot
va amopevyBodv kKabvotepnoeig N afefardtreg 6Gov apopd To KABECTMS TV TPOTOVT®V
AVTAOV G OPIGUEVE KPATN WEAN, OTAV TO KPATN LEAN £KOIOOVY ATOPAGELS COLPOVOL LE TO
apBpo 5 mapdypapot 1 kor 2 g odnyiag 2001/83/EK 1 to dpBpo 83 mapdypapoc 1 Tov
kavoviopov (EK) apif. 726/2004 oyetikd pe @appoko mov TepEyovy 1 aroTeA0VVTOL oo
I'TO kot wpoopilovtar yro ™ Bepameia 1) v TpdAnyn g COVID-19, givar oromyLo va
unv amoteAet TpobmdBeon N a&lordynon neptPailoviikoy Kvovvov 1 1 cuyKaTAdeo

ocvpewva pe v odnyia 2001/18/EK 1} tnv odnyia 2009/41/EK.
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Agdopévou 0Tt 01 6TOHYOL TOL TAPOHVTOG KOVOVIGLOV, ONAad 1| TPOPAEYN TPOGMOPIVIG
napékkAong omd v evactokn vopobesio oxetikd pe tovg I'TO wote va dtocpoarotel 0Tt
dev Ba kabvotepel  deaymyn KAMVIKOV SOKIUOV 6TO £50(POG TOAADY KPATOV UEADV LE
dokipalopeva eapuaKa Tov teptEyovv 1 amoteAovvrol amd I'TO kot mpoopilovron yio ™
Oepamneio ) TNV TpdANYN g COVID-19, kabdg Kot 1 0mocaENVIo TS EPUPLOYNS TOV
apBpov 5 mapdaypapot 1 kat 2 g odnyiag 2001/83/EK kot tov apBpov 83 mapdypagpog 1
tov Kavoviopov (EK) ap1f. 726/2004 66ov apopd pappaka Tov TEPLEXOVV 1] ATOTEAOVVTOL
and I'TO ko mpoopilovion yua T Ogpoameio 1 v tpoAnyn g COVID-19, dev pmopovv
Vo eMTEVYOOHV IKOVOTOMTIKA atd TOL KPATH HEAN, LTOPOVV OU®S, AOY® TNG KAMUOKOG Kot
TOV EMATOCEDV TOVG, VO EMLTEVYOOHV KaADTEPQ GE EVOGLOKO eminedo, ' Evoon uropet va
Oeomicel pétpa, COUPOVO LLE TV OPYN TNG EMKOLPIKOTNTAS TOL ApBpov 5 g XvvenKkmng
v v Evponaixn 'Evoon («ZEE»). Adywm ¢ onpacicg mov £xel 1 Sloc@aAon vynAov
EMIMESOV TPOGTAGING TOV TEPPAAAOVTOG GE OAEG TIG TOMTIKEG KOl GOLPOVOL LE TNV 0PYN|
™G OVOAOYIKOTNTOG OGS SATLIIMVETOL GTO 1010 APBPO, 0 TAPDOV KAVOVIGUOS Ba TpEmeL va
neplopiletar 6TV TapoLGA KATAGTAOT) EKTOKTNG OVAYKNG 1) OOl apopd Lo ETEtyovca
amen yio v avBpomvn vyeia, 6Tov dev etvat duvatov va emttevyBel S1PopeTIKd O
0T0)0G NG TPOcTACiaG TNG dNudclag vyeiog, Kot dev vepPaivel To avaykaio yio TV

eMitELEN TOV €V AOY® GTOYWV.
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AopPavopévou vdym tov v Ady® eneiyovtog xapaktipa, Bewpndnke oKOTIHO va
npoPrepdel eaipeon amd v tpobecpio TV OKT® EROOUASMV TOL AVAPEPETAL GTO GPOpO
4 tov TpTOoKOALOVL ap1l. 1 oyeTIKd pe TOV pOLO TV eBVIKMOV KOVOBOLAI®Y GTNV
Evponaikn ‘Evoon, 1o onoio tpocaptdror otn ZEE, ot ZuvOnin yua m Aettovpyio g
Evponaikne Evoong kot otn Zuvonkn yia v idpvon g Evporaikng Kowdmtog
Atopung Evépyetac.

AgdopEvVeV TV GTOYMV TOV TOPOVTOG KAVOVIGUOD, Y10, VO OI0CPAAIGTEL OTL 01 KAVIKEG
JoKIEG pe dokpalopeva eappaka Tov meptEyovy 1 aroteAovviot omd I'TO ko
npoopilovia yio ) Oepamneio 1 v TpdAnYM g COVID-19 Ba propodv va Eekivovv
YopPic KaBLGTEPNOT KoL Y10l VO, ATOGAPNVIGTEL | EQopLoYn ToL dpBpov 5 mapdypapot 1 kot
2 g odnyiag 2001/83/EK «at tov dpBpov 83 mapdypapog 1 tov kavovicpov (EK) apif.
726/2004 6c0v apopd dproka Tov meptEyovy 1 arotedovviat and I'TO kot tpoopilovrat
vt Ogpameia 1 v TpoAnyn g COVID-19, 0 mapdv kavoviopog Oa mpénel va tebet o€
oYL EMELYOVTIMG TNV EMOUEVT TNG dINUOGIEVoNG Tov otV Emionun Epnuepioo g
Evpowraixne Evwong,

EEEAQYAN TON ITAPONTA KANONIZMO:
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Apbpo 1

"o Tovg 6KOTOVG TOL TAPOVTOG KAVOVIGHOV, 1GYVOVV Ot aKOAovBol opiopol:

1) CKMVIKT] OOKIUT»: KAWVIKT 00K OTtm¢ opiletar 6to dpBpo 2 ototyeio o) TS oonyiog
2001/20/EK,

2) «OVAd0Y0C»: avad0yoc OTtmG opiletar oto dpbpo 2 otoryeio €) g odnyiog 2001/20/EK,

3) «dokipalopevo eappakoy»: dokipalopevo eapuako énwg opiletal oto apbpo 2 otoyeio d)
g oonyiag 2001/20/EK,

4) «pappokox»: edppoko 6mmg opiletan 6to dpbpo 1 onueio 2 g odnyiag 2001/83/EK,

5) KYEVETIKMOG TPOTOTOINUEVOG 0pYaVIGHOS» 1 «[ ' TO»: yeVETIKMG TPOTOTOINUEVOS
opyaviopdg 0nmg opiletat oto apbpo 2 onueio 2 g odnyiog 2001/18/EK.
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Apbpo 2

1. Mo kapio amd T TPA&elg mov aPopoHv T SEEAYOYN KAVIKOV SOKIUOV,
CLUTEPIAAUPAVOLEVIC TNG GLGKEVAGIOG KoL TNG EMCILLAVOTG, TG o KevoNS, TG
UETOPOPEG, TNG KATAGTPOPNC, TNG OTOPPIYNG, TNG OLOVOUNG, TNG TPOUNOELNG, TNG
xopNynong M g xpnong SoKIHalOUEVOV QapUAK®V Yo avOpdOTIVY ¥PNON TOL TEPIEXOVV 1|
amotelovvtal and ['TO kot mpoopilovtar yio T Bepaneio | v TpdAny” g COVID-19,
eEAPOVEVTG TNG TOPACKEVTC TOV SOKIUALOUEVOV QOPUAK®VY, OEV OTOLTEITOL
TpoNyovUEVN AEI0AOYNON TEPIPAALOVTIKOD KIVODVOL 1] GLYKATAOEGT GOUPMOVOL LE TO
apOpa 6 £m¢ 11 g odnyiog 2001/18/EK 1) ta dpbpa 4 ¢ 13 g odnyiag 2009/41/EK,
otav o1 v Ady® TPAEELG apopobV TN dte&aymyn KAMVIKNG SOKIUNG Tov £YEl £ykpiOel

ovuewva pe v odnyia 2001/20/EK.

2. Ot avadoyot epaprdlovy KaTtdAANAQ LETPA Y10 TNV EAAYLGTOTOINGT] TV TPOPAEYIL®V
APVNTIKOV TEPIPUALOVTIIKOV EMTTOGEMY otd TN GKOTIUN 1 TNV 0KOLGL0 EAELOEPWGT TOV

doKIalOUEVOL POPUIAKOV GTO TEPPAAAOV.

3. Kotd mapékrkiion amd to apbpo 6 mapdypapog 2 ototyeio a) tov kavoviopov (EK) apif.
726/2004 ko amod to mapaptnue I pépog I onueio 1.6 tétapto £ddeio debtepn mepintmon
g odnyiag 2001/83/EK, oT1g autioelg xopynong Goeag KuKAOQopiag Yo @ApHoKo Tov
neptEyovv N amoterovvror and I'TO ko tpoopilovion yio T Oepomeio 1 TV TPOANYN NG
COVID-19 d¢ev amatteitor omd Tov ottoHvTa Vo GOUTEPIAGPEL OVTIYPOPO TNG YPATTNG
ovykatdBeong g appddlag apyng yia ) oxomun eAevbépmon I'TO oto nepiBdiiov yia
OKOTOVG EMGTNLOVIKNG £PEVVOG KOt OVATTLENS GVUP®VA Le TO HEPOS B g odmyiag

2001/18/EK.
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Apbpo 3

Ta apBpa 6 €wg 11 ko 13 émg 24 g oonyiag 2001/18/EK, xabmg kot ta dpbpa 4 £wc 13
g oonyiag 2009/41/EK, dev epapuolovtar e mpdelg mov oyetilovral pe tnv mpoundeia
Kol TN ¥pNo”N eaprdkmy mov meptEyovy 1 amoterovviot omd I'TO kot Tpoopilovton yia
Oepaneia ) v TpdANYN g COVID-19, cuumepriapfovoprévng g GLGKEVAGTOG KoL TNG
EMGNUAVONG, TNG ATOONKEVONG, TNG HETOPOPAS, TNG KOTAGTPOPNG, TNG ATOPPLYNG, TNG
SlVoUn S M TS XOPNYNONGS, EEUPOVUEVIG TG TOPOUCKEVNC TOV QUPLAK®V, GE OTOLOONTOTE

amd TIG aKOAOVOEC TEPIMTOGELS:

a)  otav t€tola edppoka £xovv e&apebet amd Tig dratdserg e oonyiag 2001/83/EK amd

Kpatog Lo soppava pe to apbpo S mapdypaeog 1 g ev Adyw oonyiag,

B)  Otav térola dppaxa £xovv emrpanel TPOS®PVA amd KPATog LEAOS GOUG®VO LLE TO

GpOpo 5 mapdypapog 2 g odnyiog 2001/83/EK 1y

y)  Otav tétown eappaka £xouv KataoTel dtabéotpa amd KpATog HELOG COLP®VO. LLE TO

apOpo 83 mapdypagpog 1 Tov kavoviopov (EK) aptd. 726/2004.

Omnov oo givar epiktd, Ta Kpdn LEAN papudlovv KatdAinia pétpa yio v
el LoTOTOINON TOV TPOPAEYIL®V OPYNTIKOV TEPPUAAOVTIKMV EMTTAOCEWDV OO TN

oKOMUN 1 TNV 0KOVG10. EAELOEPMOT TOL PAPLAKOL GTO TEPPAALOV.
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Apbpo 4

1. O moapav Kavoviopds epapudletot yio 6co ypdvo n IOY yapoaktnpilel movonuio tnv
COVID-19 7 yia 660 ypovo epappoletor ektelectikn Tpaén péow g omoiog n Emitponn
avayvopilel KoTdoTaon EKTAKTNG OVAYKNG GTOV TOREN TNG ONUOCIOC VYEING AOY® TNG
COVID-19 cdpemva pe 1o dpdpo 12 g andeacng apd. 1082/2013/EE tov Evpomaikod

KowvoBovAiov kat tov Zvpoviiov!.

2. Otav mhéov dev TANpovVTAL 01 TPOHTOOEGELS Y10 TNV EPAPLLOYN TOV TAPOVTOS KOVOVIGUOV
oV avapEpovTol oty moapdypapo 1, n Exttpony) dnpocievel oxetikn avakoivmor otnyv

Ernionun Epnuepioa e Evpwraixns Evoong.

3. Ot KMvikég dokpég ot omoieg epmintovy 610 dpOHpo 2 ToL TAPAVTOG KAVOVIGLOD Kot £XOVV
gykpBet dvvapet g oomyiog 2001/20/EK mpv amd ™ dnpocisvuon g avakoivemong Tov
AVOPEPETOL GTNV TOPEYPOPO 2 TOL TAPOVTOS APOPOL LTOPOVV VL GUVEYXIGOLV VO
YPNOLOTOLOVVTOL EYKVPMG Y1 TNV VTOGTNPLEN aiTnong yio xopnynon Goelag KukAopopiag
erketyerl a&lodoynong meptParrloviikod Kivdohvou 1 cuykatdbeong coppwva pe ta dpbpo 6

¢wg 11 g odnyiag 2001/18/EK 1 ta pBpa 4 mg 13 g odnyiag 2009/41/EK.

1 Anopaon apid. 1082/2013/EE tov Evpomnaikov KowvopovAiov kot tov XvppovAiov, g
220¢ OktmPpiov 2013, oyetikd pe cofopég S106VVOPLOKES OMEIAEG KOTA TNG LYELNG KO Yol
v katapynon g andeacng apd. 2119/98/EK (EE L 293 ¢ 5.11.2013, c. 1).
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Apbpo 5

O mopdv Kovoviopodg apyilet va 1oyveL TNV ETOUEVT TG ONUOGIELONG Tov otV Emionun Epnuepioo.

¢ Evponaixns Evoorg.

O Top®V KOVOVIGUOG £ival dEGUEVTIKOG MG TPOG OAO T LEPT TOV Kot 10YVEL Apeca o€ KAOE KPATOG

HEAOC.

Bpu&éiieg,

Ta 0 Evpwraixo Koivofodiio T'to to Zoufodlio

O Ilpoedpog O Ilpoedpog
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