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O¢ua: EMMPA®O EPFAZIAZ TON YTMHPEZIQN THZ EMITPOMHZ NEPIAHWH
THXZ EKTIMHZHZ EMINTQXZEQN 110U OUVOdEUEl TO £YYPAPO
MpdéTaon kavoviouou Tou EupwTraikou KoivoBouAiou kai Tou 2ZupBouAiou
OXETIKA ME TNV apoIfaia avayvwpion TwV TTPOIOVTWY TTOU KUKAOQOPOUV
vOuIua otnv ayopd GAAou KpdToug HEAOUG

AwPialetar cuvnupéveg otig aviimpoownies to yypapo - SWD(2017) 472 final/2.
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3 EYPQMAIKH
e EMITPOMH

Bpu&éiieg, 30.1.2018
SWD(2017) 472 final/2

CORRIGENDUM :

Document SWD(2017) 472 final of 19.12.2017 is corrected in all language versions except
EN.

The words "lawfully marketed in another Member State" were missing in the title.

The text shall read as follows:

EITPA®O EPTAXIAY TQN YIIHPEXIOQN THX EINITPOITHX
INEPIAHYH THX EKTIMHXHX EINIIITQEEQN

OV GVVOOEVEL TO EYYPAPO
[IpoTaon kavoviepov Tov Evponaikov Kowofovriov ko Tov Xvpfoviriov

OYETIKA PE TV apolfaic avayvopLon TOV TPOIOVTOV TOV KUKAOQOPOUV VOULLA 6TV
ayopa aAlov KpaToug pEAOLG

{COM(2017) 796 final} - {SWD(2017) 471 final} - {SWD(2017) 475 final} -
{SWD(2017) 476 final} - {SWD(2017) 477 final}
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AgATio cuvONTIKAG Napouaciaong
EkTiUNon ENINTOOEWY TNG NPOTACNC KAVoVIoRoU Tou Eupwnaikou KoivoBouAiou kal Tou ZUMBOUAIOU OXETIKG

JE TNV apolfaia avayvwpion Twv NpoiovTwv
A. Avaykn avaAnyng dpaong

Marti; Moio €ival To npoBAnpa nou e&eralera;

H a&oAoynon katéAngée oTo cupnépacpa OTI n agoifaia avayvwpion Oev AsIToupyei onwe Ba npene, Aoyw
™G ENEIYNG evnuéPWoNG, TnG avao@dAeiag dikaiou kal TNG avanoTEAEOHATIKNAG EMIKOIVWVIAG Kal
ouvepyaoiac PeTal Twv evdiapepopévwy. O1 OIKOVOMIKOI (popeic dev enw@ehouvTal NANpw¢ and Ta
uPIoTAaPeva OIKAIMMATA TouG. O1 €BVIKEC apyeC Xavouv Xpovo Kkal nopouc. OI KaTavaAwTeéC £pYovTal
QVTIMETWNOI PE UWNAOTEPEG TIMEG Kal AlyOTEPEG eniloyeg. Av dev avaAngBei dpacn oe eninedo EE, 1O
npoBAnUa avapgveral 0TI 6a EakoAouBn ol va unapxel.

T avapéveTal va eNITEUXOEI HE TRV NapoUoa NpwToBouAia;

Mapa TO yeyovog OTI Ta avapevopeva O@EAN dev unopoUv va ekTinBolUv We akpiBeid, oUP@Wva We
nNpooPaTn HEAETN OXETIKA WE TO KOOTOC TNG Wn Eupwnng oTtnv eviaia ayopd n HEiwon Twv €UNopiKov
Pppaypwv Ba pynopoloe va odnynoel os al&non Tou evOoEVWalakou gunopiou agiag avw Twv 100 dio. EUR
£TNOIWG. H &vvoia TwWV EUNOPIKQWV (PPAYHWV OTNV €V AOYw HEAETN eival gupUTepn and Tnv apoiBaia
avayvopion Kal Hovo, aAAd Napéxel Kia EKTIUNGCN TWV AVAUEVOUEVWY OPEAQV.

Moia eival n npooTiBEuevn a&ia Tng dpaong oc eninedo EE;

H B€onion koivoU GUVOAOU Kavovwv €yyudTtal Tnv ICOTIUN WETAxEipIon kal KabioTa €QIKTN T GUVEKTIKN
£pappoyn NG agoiBaiac avayvwpiong. H avainwn dpacnc and Ta kpatn MEAN Kal povo 6a kaTtakepudTile
TNV apxn Tng apoiBaiag avayvwpiong oc 28 dIaPopeTIKEG Kal SUVNTIKA AVTIKPOUOHEVEG £BVIKEG BladIkaaiec.

B. AUOEIG

MoIEG VOHOOETIKEG Kal M VOHOOETIKEG €NIAOYEG MNOAITIKAG €£XOUV EEETACTEI; YnNApXEl
npoTIp@WHEvVN eniAoyn N oxi; MNari;

O1 enihoyEg nou a&lohoynenkav ATav ol €&nc:

e Eniloyr} 2 — Mn Oe0MEUTIKA WETPA

e Enmidoyn 3 — EAaxIoTEG VOUOBETIKEG AANAYEG

o Eniloyr} 4 — ZUVOAIKEG VOOBETIKEG TPONOMOINTEIC

e EmAoyn 5 — EBegAovTikr) nponyoUuevn &ykpion yia Tn 81abean oTnv ayopd
H npoTigwpevn emAoyn €ival n enidoyn 4, o ocuvduaopd Ke Tnv emhoyn 2.

Moiog unooTnpidel TNV KABE eMIAOYR;

H emidoyn 2 unooTtnpixBnke ano dAouc, Ye TNV NpolinoBeon 0TI Ba cuPNANPwOsi e AAAa epyaAeia.

H emidoyny 3 BswprBnke duvNTIKA ANOTEAECUATIK ano OAouc, aA\d oe PIKPOTEPO Babud an’ o,TI AAAeC
EMINOYEG,

H emidoyn 4 BswpriBnke anod 6AoUC WG N NAEOV ANOTEAECUATIKT).
‘'OAol guvTayxbnkav katd Tne emAoyng 5.

. EMINT®MOEIG TNG NPOTIHWHEVNG ENIAOYAG

Moia €ival Ta oPEAN TNG NPOTIHOHEVNG emIAOYNG (av undpxouv, €IBAAAWG TOV KUPIOTEPWV
enIAoywv);

H emiloyn 4, o ouvduaopo e Tnv emidoyn 2, 6a auénoel Tnv uaiodnTonoinon Kai TIC YVWOEIC OXETIKA HE
Tnv apoifaia avayvopion, eve 8a napdoyxel ao@aleia dikaiou 000V agopd TNV €PApHOyr TNG &V AOYw
apxne kai 6a BeATiwoel Tn SIOIKNTIKI] GUVEPYAOia YETAEU TWV KpATWV HEAQV.

Molo €ival To KOOTOG TNG NPOTIHMMEVNG £MmIAoynG (av undpyel, €I0GAA®MC TWV KUPIOTEPWV
eNIAoywv);

To kOOTOG yIa TIG €TAIPEIEC €ival eAayIoTo. Ta kpATn WEAN kal n Emirponr Ba emBapuvBolv e OPICUEVEG
avaykaie¢ danavec, ol onoieC unoAoyilovral WG €EAC: OPYavwon Kal OUVTOVIOPOC TwV EKONAWOEWV
€UaIoBnTOMOINONG KAl TWV OXETIKWV Opacswv kataptiong (500 000 EUR): npoypappa  avralayov
unaMnAwv (170 000 EUR etnoiwg): Taxeia diadikacia npooguync (3-4 IMNA Tng Emitponng, 225 000-
300 000 EUR £Tnoiwg)* kal auEnuevn dioiknTikr ouvepyacia (1 200 000 EUR Tnaoiwg).

Mo 6a eENnPeacToUV 01 HEYAAEG, Ol HIKPOHECTIEG Kal OI NOAU HIKPEG ENIXEIPNOEIG;

Ol nmoAU MIKPEG enixelpnoelc kal of MME Ba ennpeacTtolv BeTikG and Tnv npwToBouAia, Xwpic va




eniBapuvBolV pe NPOCBETO KOOTOC,

Oa unap&ouv ONMHAVTIKEG ENINTWOOEIG OTOUG €BVIKOUG npolUnoAoyiopoUG Kal OTIG €OVIKEG
SI0IKNTIKEG ApXEG;

Ta onueia enagng yia Ta nNpoiovTa Ynopei va ennpeactolv, kabwg 6a anarrnfolv kaTaAAnAol nodpol yia Ta
KadrjkovTa nou Toug avaTibevTal.

Oda unap&ouv AAAEG ONUAVTIKEG ENINTWOEIG;

©a unap&ouv PeyaAUTEPEC ukalpiec NpOoBaAoNG TNV ayopd via TIC ENIXEIPAOEIG, Kal 10iwE YIa TIC KAIVOTOUEC
ENIYXEIPNOEIC.

A. NMapakoAoUOnon

MNoTe 6a enaveEeTaoTei N NOAITIKN;

H Emirponr 6a unofalel £kBeon oTo Eupwnaikod KoivoBoUAIo Kal oTo ZUPBOUAIO NEVTE £TN HETA TNV EVApEn
I0XUOG TOU VEOU KAVOVIOMOU Kal, OTn OUVEXEID, ava NEVTAETIA.
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