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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 YIIHPEXIQN THX EIIITPOITHX
IHEPIAHYH THX EKTIMHXHX EIIIIITQEEQN

OV GVVOOEVEL TO EYYPAPO
IIpétaon kavoviepov Tov Evporaikov Kowofoviiov kot Tov Zvppfovriov

OYETIKG pe TNV apofaio avayvapion TV IPOIOVTIMV TOV KUKAOQOPOULY VOULLO 6TV
ayopa aArlov KPpaTovg HEAOLS
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AgATio ocUVONTIKAG Napouciaocng
EkTiUnon ENINTOOEWY TNG NPOTACNC KAVOVIOHOU Tou Eupwnaikou KoivoBouAiou kal Tou SUMBOUAIOU OXETIKA

JE TNV apoifaia avayvwpion Twv NpoiovTwv
A. Avaykn avaAnyng dpaong

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

H a&ohoynon kaTéAnge oTo oupnépaoua OTI n apoiBaia avayvwpion dOgv AsiToupyei onwe Ba Enpene, AOyw
™G ENEIYNG evnuépwong, TnG avao@aAeiag Oikaiou kal TNG avanoTEAEOHATIKNAG EMIKOIVWVIAG Kal
ouvepyaoiac peTa€l Twv evdlapepopévwy. O1 OIKOVOMIKOI (popeic dev enw@elouvTal NANPw¢ and Ta
uQIioTapeva OIkaiwpaTd Toug. O1 €0VIKEG apyec xavouv xpdvo kal nopouc. OI KaTavaAwTeG EpyovTal
QVTIMETWNOI PE UYPNAOTEPEG TIMEG Kal AlyOTEPEG eniloyeg. Av dev avaAngBei dpacn o€ eninedo EE, To
npoBANUa avapéveral 0TI 6a EakoAouBn ol va unapxel.

T avapéveTal va eNITEUXOEI HE TRV NapoUoa NpwToBouAia;

Mapa TO yeyovog OTI Ta avapevopeva OQEAn Oev unopoUv va ekTiynBolUv We akpiBeia, oUUQwva We
nNpooPaTn HEAETN OXETIKA WE TO KOOTOC TNG Wn Eupwnng oTnv eviaia ayopd n HEiwon Twv €UNopiK@V
Ppaydwv Ba pnopoloe va odnynoel o€ augnon Tou evOoevwoIakou eunopiou a&iag avw Twv 100 dig. EUR
eTnoinc. H évvolad TwWV €UNOpIKQWV QPAypwv OTnV &v AOYyw MEAETN eival eupUTepn and Tnv apoifaia
avayvopion Kal Hovo, aAAd Napéxel Kia EKTIPNGCN TWV aVAUEVOUEVWY OPEAQV.

Moia gival n npooTiBEuevn a&ia Tng dpaong o eninedo EE;

H B¢onion kolvoU OUVOAOU KavOvwV €yyuatal TNV IOOTIUN WETAXEIPION Kal KABIOTA €PIKTH TN OUVEKTIKN
£pappoyn TnG agoiBaiac avayvwpions. H avainwn dpdonc and Ta kpdatn PEAN Kal Jovo Ba KaTakepUdTiZe
TNV apxn Tng apoiBaiag avayvwpiong o€ 28 dIaPopeTIKEG Kal SUVNTIKA AVTIKPOUOHEVEG €BVIKEG O1adIkaaiec.

B. AUoszIg

MoIEG VOHOOETIKEG Kal HNn VOHOOETIKEG €NIAOYEG MNOMITIKNG €£XOUV €EETACTEI; YNApxEl
npoTIH®WHEVN emiAoyn N oxi; MNari;

O1 gniAoyEC nou a&lohoynenkav Arav ol €Enc:

e EniAoyr} 2 — Mn Oe0pEUTIKA PETPA

e Emloyn 3 — EAaI0TEG VOUOBETIKEG AAAAYEG

e Eniloyr} 4 — ZUVOAIKEG VOHOBETIKEG TPOMOMOINOEIG

o Emi\oyn 5 — EBgAovTikr nponyoUuevn &ykpian yia Tn d1abean atnv ayopd
H npoTipwpevn emidoyn €ival n enidoyr 4, g€ ouvduacouo Ke TV enmidoyn 2.

Molog unooTnpilel TNV KAOBE eNIAOYR;

H emAoyr| 2 unooTnpixBnke and 6Aouc, Ye Tnv Npoindbeon o1 Ba cupnAnpwdei pe aAAa epyakeia.

H enmidoyr| 3 BewpriOnke SUVNTIKA AMOTEAEGUATIKN ano OAOUG, aAd Ot HIKPOTEPO PBabuo an’ O,Ti AA\eg
EMIAOYEG,

H emiAoyr| 4 BewpnBnke and 6AoUC WG N NAEOV ANOTEAECUATIKN.

‘Ohol ouvTayxenkav katd Tng emAoyng 5.

. EMINT®WOEIG TNG NPOTIHWHEVNG ENIAOYNG

Moia €ival Ta oPEAN TNG NPOTIHWHEVNG eMmIAOYNG (av undapxouv, €I3GAAWG TWV KUPIOTEPWV
eNIAoywv);

H eniloyn 4, o ouvduaopo e Tnv enidoyn 2, 6a au&noel Tnv guaiobnTonoinon Kai TIG YVWOEIG OXETIKA JE
TNV auoiBaia avayvapion, evw Ba napacyel acpaieia dikaiou OGOV apopd TNV €apuoyn TnG v AOyw
apxng kai 6a BEATIWGOEI Tn SIOIKNTIKI CUVEPYATia METAEU TWV KPATWV HEAQV.

Molo €ivalr To KOOTOG TNG NPOTIHWHEVNG enIAoynG (av undpxel, €1I0AGAANG TWV KUPIOTEPWV
enIAoywv);

To kOOTOG yIa TIG eTAIpEieC €ival eAayioTo. Ta kpaTn WEAN kal n Emimponr 6a eniBapuvBolv e OPICUEVEG
avaykaie¢ dandavec, ol onoieg unoAoyilovTal WG €EAC: OPYavwon Kal OUVTOVIOHOC TwV €KONAWOEWV
£UQIoONTOMOINONG KAl TwWV OXETIKWY Opacdewv kataptiong (500 000 EUR): npoypaupa avrtaAhaywmv
unaMnAwv (170 000 EUR etnoiwg): Taxeia Oiadikacia npoopuyng (3-4 IMNA Tng Emitponng, 225 000-
300 000 EUR etnoiwg): kai au&nuévn dioiknTikn ouvepyaoia (1 200 000 EUR eTnaiwg).

MNoGg 6a eENnPeacToUV 01 HEYAAEG, Ol HIKPOHECTIEG KaI OI NOAU HIKPEG ENIXEIPNOEIG;

O1 noAU JIKpEC enixelpnosic Kal ol MME Ba ennpeacTouv BeTikG and Tnv npwToBoulia, Xwpic va




eniBapuvBolV pe NPOCBETO KOOTOC,

Oa unap&ouv ONMAVTIKEG ENINTMOOEIG OTOUG £OVIKOUG npoUnoAoyiopoUG Kal OTIG €BVIKEG
SI0IKNTIKEG ApXEG;

Ta onueia enagng yia Ta NpoiovTa Ynopei va ennpeactouv, kabwc 8a anarnBolv kaTaAAnAol nodpol yia Ta
KadrjkovTa nou Toug avaTibevTal.

Oa unap&ouv AAAEG ONUAVTIKEG ENINTWOEIG;

©a unap&ouv PeyYaAUTEPEC ukalpiec NpOoBaAoNG TNV ayopd via TIC ENIXEIPAOEIG, Kal 10iwE yIa TIC KAIVOTOUES
ENIYXEIPAOEIC,

A. NMapakoAouOnon

MoTe 6a enaveEeTaoTei N NOAITIKN;

H Enirponr 6a unoBaAel ékBson aTo Eupwnaikd KoivoBoUAio kal oTo SUupBoUAIo NéEVTE €Tn HETA TNV &vapén
I0XUOG TOU VEOU KAVOVIOMOU Kal, OTn OUVEXEIA, ava NEVTAETIA.




