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EITITPOITH

ATIO®AXH THX ENITPOITHX

e 4n¢ lavovapiov 2006

yia Tov KaJopiopd TOV UYEIOVOMKOV OPOV KAl TOV OMITIOEOV OXETIKA pe TNV £kdoon KIviaTpikov
moTonomTkGV yia g eeayoyic gpuPpiov fooedov oty Kowotqra kar yia TNV Katapynen Tt
andgaong 2005/217/EK

[kowomnomdeica umo Tov apidpd E(2005) 5796]

(Keipevo mou mapovordler evdiagipov yia tov EOX)

(2006/168/EK)

H EIMTPOITH TQN EYPQITAIKQON KOINOTHTON,

‘Exovtag umoyn:

™ ouvdrkn yia v idpuon e Eupenaikrig Kowotrtag,

v odnyia 89/556/EOK tou ZupPouliou, g 251G Zemtepfpiou
1989, yia Tov KaJOPLONO TWY UYELOVOHIKGY OpwY TOU SEMOUY To
evOOKOWOTIKO  EUMOPIO KAl TG €loaywyés epfpley  katokidiov
Booedav (1), kar iwg o apdpo 7 mapaypagog 1 kar o apdpo
9 mapaypagos 1 mpato edagio otoryeio f),

Extipovrag ta akolouda:

1)

H odnyia 89/556/EOK Jeomilel Toug 0poUG UYEIOVOUIKOU
e\éyyou mou Sinouv To evOOKOWOTIKO EUMOPLO Kal TIG €l
OOYOYEG VOOV Kal Kateyuypévev epfplov  katokidiey
Booetdav and Tpiteg yopes.

v eEayoyn epfplev Pooedav oy Kowdmra (3), npofAs-
mer OT T kpaT| pHENN ewsayouy EuPpua amod TITEG XHPES
povov eav égouv ouleydel, petanomdel, cupmepihapfavo-
pévng e TexvT¢ (in vitro) yovipomoinorg Toug, kat omo-
Unkeutel ano opdda ouNhoyrs eufplwv mou mephapfavetal
0ToUG KATAAOYOUG TG &v AOye andgaons.

AOY® TGV TMPOPANHATOV TOU MAPOUGLAGTIKAV OTO EUTOPLO
anod TG VEEG, AUOTIPOTEPES AMALTIOEIG Yial TO OTEPHa fooet-
ddv mou yprjowponoteitar yia yoviponoinon, ot onoieg deomi-
otkav pe v anogaocn 92/471/EOK e Emrtpomrs (*), n
Emtpory €6¢0woe v amogaon 2005/217(EK, wme 9Ing
Maptiou 2005, yia Tov KaJOPIGHO TGV UYELOVOHIKGY Opev
KOl TOV QUAITHOEOV OYETKA pe TV £kd00T KTVIATPIKGOV
TIOTOTOUTIKGOV Yo TIG €l0aywyes eufplov fooeidov oty
Kowotta (°).

H anogaon 2005/217[EK mpofAénet petaPartikr) mepiodo
mou Afyel otic 31 Aekepfpiou 2006 yia TG el00ywYEG
euppuov Pooediv mou €xouv cul\eylel 1 mapaydel mpwv
an6 v 1n Iavouapiou 2006 xar égouv culngdel pe
onéppa mou dev mAnpol anolltwg Tig datdgels g odnyiag

(2 Hobnyla F“m'] ”POEM”& HETagy d?\}\mv, (:m SSV"S’T‘TPé“me 88/407[EOK, epocov ta épfpua autd euguteloviar o€
va WOGTS)\),\OVTCU E}{BPU? [30031'&0" ano To &va Kpatog InAukd Pooetdr mou Ppiokoviar oto kpatog pENOG mpoopt-
pelog oo dMo mapa povov egdcov £xouv ouMnglel pe OpoU KaL £X0UV AMOKAEIOTEL AMO TO EVOOKOIVOTIKO EUTOPIO.
TEYVITT omeppateyyuon 1 texvnt (in vitro) yovipomnoinon
pz;zsi }(1)?) i?falomi}slg?i%q as:gcTKEVZPOlég m"mc ?Z:Ep (6)  H Awedviic Eveon yia ) Metagopd Epfplev (IETS) extipnoe
K , Eyierpi TV Apr pX1 yia T o elvar apekntéog o kivduvog petddoons opiopévey peta-
OUMO.Y]]’ ) ET[?EEpYO(Ol'a ke v ano%mcsugq orepnRatos | dotikdwv voowv pEce tov eufplov oe Inhuka Lha-Aimeg f
pe omépiia eloaydpevo obguva pe Ty odiyla §8/407/EOK OE amoyovoug lljn(') v T (Ejnp(')ﬁso ('mq ivetat o %(')ng €l 1]]
o0 Zupfiou)\i(?u, e Léne IOUV{,OU 1 988, yw o kaopt op0g TOY)V spﬁf;t')wv a?é quou)\)\oyﬁnéwc KY(II I psr%@op)é(t. "F;q
OHO TV GRATIOEOV LYEIOVOHIKOU Ehéyyou oy toxuouv ot Uéon aut ouppepiletar kal o Awedvég Tpageio Emlwotiav
sv601<0'wom<sg oLVt )\}\Za YEG KAL OTIG ElOQYLYEC OTEPHATOS (OIE) ooov agopa Ta in vivo yovipomompéva pfpua.
Karowidtov fooaidov (7). Qotooo, yia Noyoug uyelag twv Cowv, mpénet va Aapfdvo-

viar ot kataMnhes mpogulageic ota mponyoupeva otadia

(3)  H anogaon 92/452/EOK g Emrtpormr|g, g 301¢ louhiou 000V aQOp(l TO OTEPLCL TIOU XPIOIHOTIOLELTAL VIOl TN YOVIHO-

1992, yia Ty KatdpTion Tev Katohoyey tev opadwv cul-
Novyne epfplwv ot onoteg Exouv eykpidel o€ TPITEG XOPES Yo

() EE L 302 ¢ 19.10.1989, o. 1+ odnyia onwg tpononowdnke tekeutaia

moinon, kat dieg 6cov agopa T TERVITOG (in vitro) yovi-

ponompéva Euppua.

() EE L 250 g 29.8.1992, 0. 40 andgaon Oneg tpomnonotinke teheu-

and Ttov kavoviopo (EK) ap). 806/2003 (EE L 122 g 16.5.2003, taia and ™y anodgaon 2005/774[EK (EE L 291 g 5.11.2005, c. 46).

o. 1). () EE L 270 g 15.9.1992, 6. 27- andgacn O6nug Tpononoudke Teheu-
(®) EE L 194 g 22.7.1988, 0. 10- 0dnyia onwg tpononowdnke teheutaia toia and ™y andgaor; 2004/786/EK (EE L 346 wg 23.11.2004,

and mv andgaor 2004/101/EK g Emtponng (EE L 30 g 4.2.2004, 0. 32).

0. 15). (°) EE L 69 mg 16.3.2005, 0. 41.
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(7)  Emopévoc, mpémel va TPOGAPHOGTOUV Ol KOWWOTIKEG CmONTH-
0elG yia TG eloaywyes enfpley fooedav mou mponAdav and
@uoki] (in vivo) yovipomoiron 1 naprxdnoav pe texvnt (in
vitro) yoviponoinon, 1dieg 66ov agopd to oméppa mou Xpr|-
OUOTIOLEITAL YIaL Tr) YOVipomoinot.

(8)  Me Paon mv extipnon kwvduvou mou dievijpynoe 1 IETS kat
oupgwva e g ouotdoeig tou OIE, mpémel va anhouoteu-
Jouv ot opot mou diEnouv TIG E10aYWYES in Vivo yovipomoun-
pévev egfplov fooeidav, v mpénel va datnpndolv avetn-
POTEPEG UYEIOVOMIKEG QTOITACELS Y10 TIG ELCAYOYEG TEXVITOG
(in vitro) mapaxdéviev eufplav, pe edikols TEPLOPIOHOUG
oTIG TEPITTOOELG mou 1 Srapavii Covr £xer unootel PAAfn
kata T dadikasic.

(9)  Twe Aoyoug cagrvelag TG KOWOTIKNG vopodeoiag, 1 amo-
gaon 2005/217[EK mpénet va katapyndel kai va avukoto-
otadel and Ty mapovoa anodQaot.

(10)  Qotoco, mpokerEvou va dodel 1) duvatdTTa oToug otKkovo-
HKOUG (QOPELG V& TPOCAPHOOTOUY OTIG VEEG OMALTIOEL TOU
YeomiCovtar e v mapoloa andQaoct, KPIVETAL OKOMIO Va
npofhegVel petafatikn) mepiodog, kata T Spkeid ™G
omnoiag ta &ufpua katoidiwv fooedav mou culNéydnKav
1 maprxdnoav mpw and mv 1n lavouapiou 2006 Ya pmo-
pOUV va €16GyovVTaL UTO KATmoLoug opoug oty Kowotta kat
pe paon Tg anartioels mov mapatideviar oto mapaptpa V
NG MaApoUsag amdOPaoT|S.

(11) Ta pétpa mou mpofAénovtal oty mapoloa anodgaon eva

CUPQOVA HE TN YVOUN TG HOVIHNG EMTPOMNS Yia TNV TPo-
@i aluoida kat v vyeia v oy,

EZEEAQXE THN I[TAPOYZA ATIOQAZH:

‘Apdpo 1
Tevikoi Opot yia TG eroayeyéc epPpiov
Ta kpau] pékn emtpénouv TG eoayoyes eufplov katokidiwv
Booewdwv («Epfpuar) Ta omola cuMEXDNKkav 1 mapriyOnoav oe
TPIT XOPQ TMOU avagépeTal oto mapaptnua I e mapovoag anod-

Qaonc and eykekpiueves opades ouNoyic 1 mapayoyrs eufplov
TOU QvapEPOVTaL OTo MapapTia e anogaons 92/452/EOK.

‘Apdpo 2
Eicayoyéc in vivo yoviponompévev epPpliov

Ta kpdtn pehn enttpenovy TG eloaywyes eufplov ta omoia mporA-
Yav and @uow (in vivo) yovipomoinon kat mAnpolv TOUG UYElO-

VOIKOUG  OpOUG TOU avapeépovTaL OTO UTOSEYHA KTNVIATPIKOU
TETONOMTKOU Tou mapaptipatog 1L

‘Apipo 3
Eicayoyéc teyvitoc (in vitro) napaydéviev epfplov

1. Ta kpam pehn enrpénovy g eoaywyés eufpuov ta omnoia
naprxdnoav pe TexviT) (in vitro) yoviporoinon and omépua mou
avranokpivetar otig datafeig e odnyiag 88/407/EOK kar mAn-
POUV TOUG UYELOVOLIKOUG OPOUG TOU avagépovtar oto UnOdElyHa
Knviatpikol miotomoujtikol tou mapaptpatog I e mapovoag
anoQaon.

2. Ta kpot pé\n emtpénouv TG eloaywyes eufplov ta onoia
naprxdnoav pe TexviT) (in vitro) yoviponoinon amd omépua mou
napnyvn oe eykekpipéva kEvipa GUANOYNG OTEPHATOG 1) amovnKey-
TIKE OE KEVIPA OMOVTKEUOT|G OMEPHATOG OF TPLTEG XMPEG TIOU aval-
@¢povtar oto mapaptnpa I g andgaong 2004/639/EK g Emi-
tpomn¢ (1), kat Ta omoia MANPOLV TOUG UYELOVOHIKOUG OpPOUG TOU
avaQEPOVTAL  OTO  UTODEIYHA  KTVIATPIKOU  TLOTOTOUTIKOU  TOU
napaptuatog IV g mapovoag amdgaons, epocov Ta Eufpua
auta:

a) amok\eiovtar and To EVOOKOWOTIKO EUNOPLO, Kat

B) epoutevoviar anokheiotikd oe InAuka fooedr) ta onoia fpioko-
VIOl 0TO KPATOG [ENOG TIPOOPLOLIOU TOU aVAPEPETAL OTO KTNVICL-
TPIKO TILOTOTOTIKO.

‘Apdpo 4
Metafatika pétpa
Kata napékihion ano ta apdpa 2 kat 3, ta kpdtr) pekn emtpeénouy
¢wg Tic 31 Aexepfpiou 2006 v ewoaywyn epppley and Tg Tpiteg

XOPES TOU avagépovial oto mapaptnpa I, epocov ta epfpua autd
mAnpolv:

@) TOUG UYELOVOHIKOUG OPOUG TIOU aVAPEPOVTAL OTO UTOSEYHAL KTi)-
VIOTPIKOU TLOTOMOW|TIKOU TOU Tapaptripatos V, kot

B) toug axkoloudoug Opoug:

i) mpémer va oulexdolv 1} va mapaxdolv mpwv and v 1n
lavouvapiou 2006,

() EE L 292 mg 15.9.2004, 0. 21.
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ii) mpémer va ypnotpomnomdouy povov yia eugltevon oe Inhukd ‘Apdpo 6
fooetdn ta onoia Ppickovial oTo kpdTog PENOG TPOOPLOHOU )
Egappoyn

TOU OVOQEPETAL OTO KTIVIATPIKO TLOTOMO]TIKO,

H mapoloa anogaon epappoletar ano v 1n lavouapiou 2006.

iii) mpémer va anokAeloTouv and To EVOOKOWOTIKO EUMOPIO, Apdpo 7
Anodéxreg

iv) mpémet va ouvoSelovial and TETOLO MOTOMOMTKO, SedVTLg H napotoa andpaon anevdiverar ota kpdm péNn.

oupmAnpopévo mpv and v 1n lavouapiou 2007.

BpuEéNeg, 4 lavouapiou 2006.

Apipo 5
Kad Ia v Emtpornn
arapynon Méproc KYTIPIANOY

H anogaon 2005/217EK katapyeitar. Méhog ¢ Ertpomc
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TTAPAPTHMA 1
Kodikog . . . . .
IS0 Xopa ZXETKO KTNVIOTPIKO TOTOMOUTIKO Mapampnoeig
AR Apyevuviy TTAPAPTHMA | TTAPAPTHMA | TTAPAPTHMA
I 1 v
AU Avotpalia TTAPAPTHMA | TTAPAPTHMA | [TAPAPTHMA | Ot mpoovetes mpoimodéoeic oupguva
II I I\% pe To onueio 11.5.2 Tou moTOMOU|TI-
koU Tou mapaptrpatog II kat to onpeio
11.6.2 TV MOTOMOMTKGOV TOV TApAp-
mpatev 1T kar IV elvar unoypewikéc.
CA Kavadag [TAPAPTHMA | [TAPAPTHMA | [TAPAPTHMA
Il III v
CH E\fetia (*) [TAPAPTHMA | TTAPAPTHMA | TTAPAPTHMA
II I v
HR Kpoaria TTAPAPTHMA | TTAPAPTHMA | TTAPAPTHMA
I I v
IL lopan\ [TAPAPTHMA | [TAPAPTHMA | [TAPAPTHMA
Il III I\%
MK Tpony Touykooha- | TIAPAPTHMA | TIAPAPTHMA | TIAPAPTHMA
P Anpoxpatia il 11 v
¢ Makedoviag (**)
NZ Néa Znhavdia TTAPAPTHMA | TTAPAPTHMA | TTAPAPTHMA
I 1 v
RO Poupavia [TAPAPTHMA | [TAPAPTHMA | [TAPAPTHMA
I 1 v
us Hvopéveg TTohrteieg | TTAPAPTHMA | TIAPAPTHMA | TTAPAPTHMA
Apepikrg il 11 v

(*) Me Ty emeulaén Tov adikdv anaroeny motonoinong mou mpofAénoviar oTiG OXETIKEG oupQuvies TG Kowottag jie tpiteg Xmpes.
(**) Tlpoowpwog kwdikdg mou dev emnpedlel ™y opioTikr ovopacia TG xopag, 1 onoia da Sodel pera ™ Ajén tov Sampaypatevoewv mou
Siebayovran emi Tou mapdvtog ota Hvepéva Edvr.
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[TAPAPTHMA 11
In vivo yoviponompéva éufipua katowidiov fooeidov yia eioayoyr, ta onoia culéxdnkav oopgova pe v odnyia
89/556/EOK tou Zupfouliov
XQPA Kmmviatpiké miotomnomtiké ywa v EE
I.1.  AmootoAéag 1.2 [.2.a. AplBuGS TOTKNG avadopdg
L] Ovoua 1.3.  Apuodla KeVTpIKY apXn
z Agvbuvon
5 TayxudpopIKdG KWSIKAG 1.4, Apuoddla Totukn apxn
<
'E’ 1.5.  MapaAnmng 1.6.
g ‘Ovoua
g Agvbuvon
g TaXUSPOUIKOS KWOIKAG
:é 1.7. Xwpa kataywyng Kwdikég | 1.8. Meploxn Kwdwdg | 1.9. Meploxn Kwdkdg | 1.10. Neploxn Kwdkdg
.E. ISO Kataywyng Kataywyns ISO TIPOOPIOHOY
g
té 1.11. Témog Kataywyng/tonog aAlevong 1.12. Témog mpooplopoy
8 Ouada ouAroyrg euBpvwy [ ExkpetaAieuon [ Oudda oudioyng euBptwv [
‘£< ‘Ovoua ApBuodg €ykplong Eykekpyiévog dopéag []
o ,
l?l: AgBuvan ‘Ovoua ApBudg éykplong
p Ovopua AplOusds €ykplong AetOuvon
% Agvbuvon
= ‘Ovopa AplBudg €ykplong Taxudpoukog KWdKag
AgBuvon
1.13. I.14. Kat ’ ekTipnomn nuepopnvia kat wpa agpEng
1.15. Méoa petadopdg |18,
Acgporiadvo [] MAoto [ Tpévo [
086 oxnua [ Noma [
Ztolela avayvwplong: 117.
ApBudg avadopdg eyypddou:
1.18. Meptypadr Tou gumopeUuaTog 1.19. Kwdikdg mpoidvtog (Kwdikog Z0)
1.20. ApBuog/MoodtnTa
1.21. 1.22. ApBuds Hovdadswy
ouokeuaolag
1.23. ApBudg aodpayldag Kal aplOuds eumopeupaToKiBwTiou 1.24.
1.25. TMioTomompéva europevpata
Amobrkn omépuatog/suppuwy []
1.26. Mo Slauetakduion o Tpltn XWpea os oxéon pe v EE [_1 | 1.27. MNa sioaywyn 1 elooso otnv EE —
Tplteg XWwpeg Kwsikég 1SO OploTIKY Eloaywyn —1
1.28. Tautortolnon TWV EUTIOPEVUATWY
Eidog (Emotnuovikn ovouasia) Znua avayvwplong Katnyopia ApBuog €ykplong NG opadag
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XQPA In vivo yoviportompéva Epppua Boostldwv
. Yyewovouikd ototxela Il.a. Apl8. TuoTOTIOMNTIKOY II.B. Tortukdg apld. mpwrt.
O KATWOL UTIOYEYPAUMUEVOSG ETUOMMOG KTIVIATPOG TIIG tveivertereireeietteseiseesteseeseesesseesteseesesseesaesessesssssesssesesssssesssnsessessessensessenns (6vopa NG sEaywyou Xwpag)
BeBawvw ot
:s; 1.1. N WG Avw opdda oUAAOYNS eUBPUWYV:
'é — €Xel eyKpoel oludwva e To KeddAdlo | Tou mapaptiuatog A g odnylag 89/556/EOK:
E — mpayparorolnoe ™ ouMoyn, enefepyacia, amodnKeuon Kal HETAPOPA TWV AVWTEPW TIEPLYPAPONEVWY EUBpUWY oUUPWVA UE TO
g keddAaw Il Tou mapapTrpatog A Tng odnyiag 89/556/EOK:
= — embewpeital ToUAdYIoToV dUo dopég eTnoiwg amd enionyo Knviatpo.
1%
o
-cs?:' 1.2. Ta Mpog eEaywyn €uppua SUAAEXBNKAV oTnV eEaywyd Xwpd, n omola ouudwva e emlonues yvwHateloels:
1.2.1. TAV anoAAayHévn amé TAvWAN Twv Booeldwv Katd Toug 12 urjveq agéowg TpLy amnd Tn ouAAoyr Toug
1.2.2.
1.2.2.1. fTav anaAAaypevn and adpOwsdn TupeTd KATa Toug 12 Hives apéowg Tipv amod T SUAAOYN Toug Kal Sev mpaydatonoinoe
Kata v 6la meplodo euBoAlaoud Katd autig ™G vooou (1),
— 1.2.2.2. 1 dev nTav anaAAaypévn amnd addwsen TupeTd Katd Toug 12 urveg auéowg TPV amod Tn SUAAOYT Toug 1y/Kal TpayuaTo-

1.3.

1.4.

moinoe katd v 6la mepiodo eUBoAlacud KaTd auTriq TG vooou, Kal
— Ta €uppua Sev uttofAnBnkav oe Sldtpnon g Sladavouqg {wvng:

— Ta £uBpua amobnkeUTNKav UTO EYKEKPIMEVEG ouvlnkeq emtl 30 TOUAAXIOTOV NUEPES AMEOWS HETA T cUAAOYN Toug,
Kal

— Ta BnAUKA {Wwa-50Teq TIPogpXoVTal amd eKUETAAAEUOELS OTIG omoleq Kavéva {wo dev eUBOALEoTNKE KATd Tou adBwdoug
TIUPETOU KaTd TIG 30 NUEPESG TIPLV AT T CUAAOYT Kal Kavéva {wo sunaboug eidoug dev TIapousiacs KAVIKA CUNTTWHATA
adBNSOUE TUPETOU KATA TIG 30 NUEPES TIPLV KAl TOUAAXIOTOV KATA TIC 30 NuéPes WETA TN SUAAOYY Twv euBpuwy (7).

1.3.1. evtdg Hiag TieploxXng He aktiva 10 XIAoUETPWY yUpw amd TIG EYKATACTACELS OTIG oTloieq £ylve 1) GUAAOYN Kal n emegepyacia Twv
Tpog e§aywyn eUPPUWY, oUUdwWVA U EMIONUES YVWHATEVOELS SEV UTIMPXE ETIMTWON adOWwSoUG TIUPETOU, EMIIWOTIKIG AWOPPAYLKAG
véoou, PuoaAASWSoUG oTouaTiTidag, TIUPETOU TG KolAddag Tou Rift kal Aoluwdoug TAeupormveupoviag Twy Booeldwv Katd Tig 30
NUEPES AUESWS TPV ATd Tn GUAAOYN TOUG Kal, oTnV Tieplmtwon Twv eufpiwy yla ta omola yopnyeltal MOTOMOMTIKO BAcEl Tou
onuelov 1.2.2.2, emiong kata Tig 30 nuépeg Hetd Tn cuAloyn Toug,

1.3.2. and TN OTLyHn TNG SUAAOYNG Toug Kal €wg 30 nuspsq META (1), OTNV MEPITTWON VWMWYV spouwv €wg ™mv nuspa ™meg cmoo'ro?\nq
TOUG), TA TIPOG sanwyri £UPPUA TIAPEUEIVAV CUVEXWG anoenKsupqu oe syKaKprsvsq syKa'racr'racan yUpw amné Tiq omoleg, avroq
TeploXNg Me aktiva 10 XAOpHETpwY, oUudwva He ETIONUES YVWHATEUOEG OSev utiipXe emimtwon adBwdoug TUpeETOoU,
DUCAAABWSOUG oTopatitidag Kat TUpeToU TG Kolkadag Tou Rift.

Ta OnAukd {wa-50T1eg:

1.4.1. katd TIq 30 NuUépeg auéowg TIPLV amod Tn CUAAOYH TwV Tipog e5aywyn euBpuwy Bplokovtav oe eykataoTtdoelg yipw améd Tig omoleg,
EVTOG TIEPLOXNG HE aKTiva 10 XIAOHETPWY, oUUPWVA He eTtonueq yvwHaTeloelg dev utrpxe enlmtwon adOwdoug TupeTol, Katap-
poikoU TUPETOU, ETICWOTIKNG AOPEAYIKNG VOTou, dUTaAAbwoouq oTopat(Tidag, TUpeTou NG Kolddag tou Rift kal Aowsdoug
TIAguUpoTIVEUHOVIaG TwV BooEldwV:

1.4.2. dgv mapousialav KAIVIKA CUUMTWHATA VOOoOU KATA TNV NUéEPa TNG SUAAOYNS

1.4.3. Katd Toug 6 PVES auEows TPV amd Tn ouAAoyr| Bplokovtav oto £8adog TG eEaywyou Xwpag, o SU0 TO TIOAU ayEAES:
— ol oroleg, oUHPWVA e ETIONHES YVWHATEUOELG, NTAV ATAAAAYMEVEG amd dupatiwon Katd Tnv mneplodo auth,
— ol oroieg, oUHPWVA |E ETIONUES YVWHATEUOELG, NTAV ATIAAAAYHEVEG ATIO BPOUKEAAWOT) KATdA TNV Tiepiodo auTr,

— ol omoleg HTAV amaAAayuéveg and eviwoTikr AeUkwon Booeldwy 1} oTig omoleq Kavéva {wo dev mapousiacse KAVIKA cupmTwuaTa
eVIWOTIKNG AEUKWONG PooeldWwV KaTd ta 3 Tponyouueva £1n,

— otlg omoleg kavéva Pooeldég Sev TApousidoe KAWVIKA CUUTITWHATA AOWWwdouq pvotpaxeltidag Twv Booeldwv/Aoiuwdouq
PAUKTAVWSOUS aAldolOKOATITISAq KATd Toug 12 TiponyoUpEVOUG UNVES.
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1.5. ta mpog sEaywyn EUBpUA TANPOUV TIG ak6AoUBsg TipdoBeTeg mpolmodéosiq (3):

1.5.1. Ta €uBpua oUAAEXONKav otnv efaywyd xwpa, n omola cuudwva de emlonueq yvwUateuoelg elval amaAAayuévn and tn voéoco
Akabane (),

1.52. 1 1a équ:Ja SUAAEXBNKav oty eEaywyd xwpa, n omoia oUldwva e enionueg yvwpateloelg dev eival amaAiayuévn ané ) voco
Akabane ('), kat

— Ta éuppua Sev umoBAnBnkav og Slatpnon g Sladavouqg {wvng
— Td €UPpUA ATOBNKEUTNKAY UTS EYKEKPILEVEG oUVONKeS Tl 30 TOUAAXLOTOV NUEPES AUESWS UETA TN CUAAOYN TOUG, KAL

— Ta BnAukd {wa-56teq UNoBANenKav pe apvnTikd anoteAéopata oe Sokilaoia oudetepomomoswg Tou opol yla tn véoo Akabane,
enl Selypatog alyarog To omolo gAfdON TOUAAXIOTOV 21 NuéPsg UETA T oUAAoYR Toug (1).

1.6. Ta Mpog sEcxywyr‘] EUBpUa £xouv SUAANDOEL e TEXVNTY] OTIEPUATEYXUON e cnéppq anéd Kévrpq OUAAOYNG 1) qnoGr‘]Ksuonq OTIEPUATOG TIOU
elval eyKekpléva yla Tn ouAAoyn), TV enegepyaoia rykat mv cmanKsuon o-nspparoq ansé TNV appodla apxn XWwpag Tou avadEpeTal oTo
Tapdpa | g anddaong 2004/639/EK g Emutpotng (4) 1 ané v apudsla apxn Kpdtoug péAoug g Evpwrdikng Kovétnrag.

ZNUEWOELG

(1) Awypéderal n meptt svoelEn.
(3 (NAaioo apt. 1.28 oTo pépog I):
ZHMa TAUTOTIOMONG: AVTIOTOlXEl OTNY TAUTOTNTA T TNG STPWHVIG TWV SOTPULV AYEAASWY KAl OTNV NUepounvic GUAAOYNS.
Katnyopia: mpoodlopiote edv mpokettal yia a) Siérpnon 1 B) xwpelg didtpnon g dlapavoug {wvng.
AplBuog ykplong TNG opadag: va cuumAnpwel edv elval SladopeTikdg amd Tov aploud Tou avadépetal 6To TAdlco 1.11.
(3) BAéTie TIQ TAPATNPNOEIS YA TN OXETKY sEaywyd XWpa OTo TapdpTnua | g anddaong 2006/168/EK.
(%) EE L 292 g 15.9.2004, ¢. 21.
() H unoypadn kat n odpaylda Tpémnel va eival XpOUATog SladopeTIKoU amd To XPWHA TOU LEAAVIOU TOU EVTUTIOU.

Mapatripnon: To TAPOV TIUCTOTIOINTIKO TIPETEL:

a

va ouvtaxBel 68 TOUAAXIOTOV Wid amo TIG ETUONMES YAWOOES TOU KPATOUS MEAOUG TIPOOPICUOU Kal TOU KPATOUg UEAOUS OTtou Ta EuPpud Oa el0EAO0UV GE KOIVOTIKG
86adog

B) va ouvtaxOel yla évav Kal pévo TapaAnTn

Y) va ouvodevel Ta €uBpud (0TO TPWTOTUTO).

Ermionpog ktnviatpog

Ovopatenwvupo (e kedaAala): I5étnTa Kat Tithog
Huepopnvia: Ymoypadn:
-~ T~
7 \
/ \
ll Zodpaylda :
\ /
\ /
~ 7’
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ITAPAPTHMA 111
In vitro napax9évia éufpua katowidiov fooedov yia eioayoyn, Ta onoia £xouv 6ul\n@del pue onéppa mov mAnpoi Tig
Siartageic e odnyiac 88/407/EOK tou Zupfouliov
XQPA KTnviatpiko miotomomtikd ywa thv EE
I.1.  AmootoAgag l.2. 1.2.a. AplBuOG ToTIKNG avadopdg
O Ovopa 1.3.  Apuodla KEVTPIKY apXn
z Agvbuvon
5 TayxudpouIkog KWSIKAG l.4.  Apuoddla ToTiKn apxn
<
-E 1.5.  MNapaAnmng 1.6.
g ‘Ovoua
: Abuvon
e TaxuSpourIKOG KISIKAG
:é 1.7. Xwpa Kataywyng Kwdikog | 1.8. Meploxn Kwdikog | 1.9 Xwpa mpooplopoy Kwdkdg | 1.10. Meploxn Kwdikog
E. ISO Kataywyng ISO juelele]elle V)i
: |
té 1.11. Témog kataywyng/témnog aAleuong 1.12. Térmog mpooploou
g Ouada ouAioyns eupuwv [ EkuetdArsuon (1 Ouasa ourroynig Eykekpévo
gk ‘Ovopua ApBudg €ykplong eUBpLWY dopgag [
o ,
W Awvéuvon ‘Ovopa AplBudg €ykplong
- Ovoua ApBuSS Eykplong AtgvBuvon
§_ AgvBuvon
= ‘Ovopa AplBuog €ykplong TaxUSPOUIKOG KWAIKAG
Agbuvon
1.13. I.14. Kat'ektipnon nuepopnvia kat wpa ddiEng
1.15. Méoa petadopds I.16.
AgpormAdvo O MAoto [ Tpévo O
0dkd oxnua O Aoma O
ZTolxela avayvwplong: 117.
AplBuog avacbopdg eyypddou:
1.18. Meptypagr) Tou guropevuaTog 1.19. Kwdikég TpoidvTog (Kwsiksg 20)
1.20. ApBuog/MoodtnTa
1.21. 1.22. ApiBudg povasdwy
ouokevaolag
1.23. ApBudg odpayldag kal aplBudsg eumopeupatokiBwtiou 1.24.
1.25. MwoTtomomnuéva gumopevata
ATmoBrKkn oTiEpuaTog/suBpiwy O
1.26. Ma Sauetakduion o Tpltn xwpa oe oxéon ue pv EE 1 | 1.27. MNa sioaywyn 1 eloodo oy EE 1
Tplreg xwpeg Kwdikdg 1ISO OpLoTIKY Eloaywyn —
1.28. Tautoroinon TwWV eUMOPEUUATWY
Eidog (Emotnpovikni ovouacia) Znua avayvwplong Katnyopia
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XQPA

In vitro mapax®évra éuppua Booeldwv

Mépog II: MoTomoinon

1.1.

O KATWOL UTIOYEYPAUUEVOSG ETUONMOG KTIVITTPOG TIG 1vierrerereerireeiereesestesssessesessesessesssessesessesesesessesessessesesessessssessssessnsenssseny (6voua g sEaywyou Xwpag)

BeBawwvw otu

1.2.

1.3.

Yyelovouikd ototxela Il.a. Apl8. ToToTOINTIKOU II.B. Torukdg apld. TpwTt.

n wq dvw opdda mapaywyns euppiwv:
— €Xel eyKplOel oUudwva Pe To KepdAalo | Tou mapaptrpatog A Tng odnylag 89/556/EOK:

— Tpayuatotmoinoe TV TMapaywyn, enefepyacia, amodrikeuon Kal PeTAdOopd TwV avwTEpw TEpypadduevwy euppiwv oludwva Ue To
keddAawo |l Tou mapaptipatog A g odnylag 89/556/EOK"

— emBewpeltal TouAdyloTtov dUo dopeq etnolwg amd erlonuo Knvlatpo.
Ta Tpog e§aywyn €Uppua maprixlnoav otnv efaywyd xwped, n omnoila oUudwva We EMONUES YVWHATEUOEL:
1.2.1. ATav anaAAayuévn and MavwAn Twv Booeldwv KATd Toug 12 uiveq auéowg Tplv amnd TV mapaywyr Toug

1.2.2.

1.2.2.1. Nrav anaAiaypévn and adBwsdn TupeTd Katd Toug 12 prveg auéows TPV amd TNV Tapaywyrn Toug Kat dev mipaylatornoinoe
katd tnv (5la nieplodo suBoAlacud katd autrg tng véoou (1),

1.2.2.2. 1} dev nTav anariayuévn amnd adbwén TupeTd KATA Toug 12 UNVES auéowg TPV amd TNV Tapaywyr Toug rykal mpayua-
Tomonoe Katd tnv Sl meplodo eUBOAITUS KATA AUTG TNG VOoOoU, KAl

— Ta £upua naprxBnoav xwelg ddtpnon tng Sladavoiq Jwvng

— Ta £ufpua amobnkelTnKav UTd eYKEKPIHEVEG ouVBNKeg eTti 30 TOUAAXIOTOV NUEPES QUECWS HETA TNV TApAyWYT TOug,
Kat

— TA ONAUKA Twa-64Teq TipogpyovTal Amd eKUETAAAEUTELG OTIG oTtoleq Kaveéva {wo Sev eUPBOAIAOTNKE KATA TOU adOwdoug
TUPETOU Katd TI§ 30 NUéPeg TpLv armd Tn cuAAoYn Kal Kavéva {wo guttadoug eldoug Sev apoualace KAVIKA CUNTITWHATA
adOnSoug TUPETOY KAaTd TI§ 30 NuéPES TPV KAl TOUAAXLOTOV KATd TIG 30 NUEPEG META TN SUAAOYN TwV wokuTttdpwy (V).

TA WOKUTTAPA TIOU XPNOLoTIomenKay yi TNV mapaywyn Twv mpog sEaywyn eupplwv cuAAéxOnkav amd BnAukd {wa-6éteg, Ta omola
TIANPOUV TIG AKOAOUBEG aMAITHOELS:

1.3.1. Ta BnAukd Jwa-56teq:

— TAPEUELVAV TE XWPEA 1) TIEPLOXT) AMAAAQYUEVN ATIO TOV (6 TOU KATAPPOIKOU TIUPETOU TOUAAXIOTOV KATA TIG 60 nUépeg mpLv amo,
AAAG Kal Katd Tn SLApKEla TG SUAAOYNG TwV wokuTTdpwy (1)

1.3.2.

— TAPEUELVAV ATIAAAAYUEVA KATA TN SIAPKELR plag TIapodIkhg TIEPLOSOU 1) TIPOoTATEVHEVA aTtd Tov (Kavo dopéa Culicoides TOUAd-
XlOTOV Katd TIG 60 nuEPeg Tiply amd, AAAd Kal Katd Tn SWpKEa NG CUAAOYTG TWV WOKUTTAPWY, VW Ta §Ufpua mapnyenoav
xwplg dadtpnon g Stadavolg {wvng, ekTéq edv ol S4Tpleg UTIOBANBNKAV HE ApVNTIKA ATIOTEAEOHATA O OpPOAOYLKY) Soklaaia
Yla TNV avixveuon avTowWHATwY KAaTd TG opddag Wwv Tou Katappoikol TUpEToU, n omola Tpayuatomnomenke ouudwva Je To
«EYXEPISIO SlAyVWOTIKWYV SOKIWACSUWY Kal eMBoAlwY yia xepoala {wa» oTo SldoTnua KeTagl ™S 21ng Kal Tng 601¢ nuepag HeTd
™ SUAAOYN, KAl Ta £UBpua amodnkeukav TouAdxiotov eml 30 nuépeq (1)

1.3.3.

— UTIOBANONKAV e apVNTIKA ATOTEAECUATA O OPOAOYIKY SoKiuacla yia TNV avixveuon avTICWHATWY KATA TNG ouddag wv Tou
KatappoikoU TupeToy, n omola mpayuatonomdnke cUudwva Pe TO «EYXEPISIo SlayVWOoTIKWY SoKIMAoWY Kal euBoAlwy yla
xepoaia fwar 011‘0 Saotnua petagl g 21ng Kat TG 601G NUEPAG META TN CUAAOYN, Kal TA EUREUA ATIOBNKEUTNKAV TOUAAXIOTOV
ent 30 nuépeg (')

1.3.4.
— UMoBAnOnKav pe apvnTikd anoteAéopata o Sokidaola tavtomolnong mapdyovta, n omola Tpaypatotom|énke oUudwva e To
«EYXEWPIOI0 Sy VWOTIKWY SOKIHACIV Kal gpuBoAlwy yia xepoaia Jwa» og delyua ailatog ou eARpOn TNy nuépa Tng cuAAoyng i

™V Nuépa TS obayng — Kai, otn Ssutepn mepimrTwon, Ta $uPpua Tapixenoav xwelc Sdtpnon g Sadavoue Zwvng (M.




L 57/28 Enionun Egnuepida ¢ Euponaikrig Evwong 28.2.2006

1.4.1. evtdq lag meploxng He aktiva 10 XIAOUETPWY YUpw amd TIG yKATAOTATELS OTIG omtoleg €ylve 1) GUAAOYN Kal i emegepyacia Twv
WOKUTTAPWY TIOU XPNOIUOTIONONKAY yld TNV Tapaywyn Twv mpog egaywyn eufpuwyv, ocludwva de emlonues yvwuatevoelg dev
UTpXE emimTwon adpbwdoug TUPETOU, KATAPPOIKOU TupeToU, €TU(WOTIKAG qLuoppaler‘]q vboou, q>ucc1}\)\16w5ouq crouar[‘rl&aq,
TupeToU NG Koadag tou Rift kal Aowdoug n)\suporrvsupovmq Twv Poosldwyv katd T 30 npspsq apéowg npw anod ™m
SUAAOYN] TOUG Kal, OTNnV TepinTwon Twv sufplwv yla Ta oroia Xopnyeital TuotomnomnTiké Bdoel Tou onuelou 11.2.2.2, emiong katd
Ti§ 30 nuEPES META TN CUAAOYN TOUG.

1.4.2. and ™ oty NG OUAAOYNG Toug Kal éwg 30 nuépeq MeTd, Ta Tpog eaywyn &uPpua TApEUElVAV TUVEXWS ATIOBNKEUMEVA OF
EYKEKPIEVEG EYKATATTAOELS YUpW amd TIG oTtoleg, eVTog TEploXNg ME akTiva 10 XIAOUETPWY, OUNDWVA e eTtlonues YVWHATEVOELS
Sev utpxe enltwon addwdouqg TupeTol, GUTAAASWSOUS oToUATITISAG Kal TIUPETOU TNG KoWAAdag Tou Rift.

1.5. ol SOTPIEG WOKUTTAPWY TIOU XPNOLUOTIOMONKAV Yla TNV Tapaywyn Twv Tpog eEaywyn euppuwv:

1.5.1. katd TIq 30 nuépeq aueowg TPV amod TN CUAAOYH TWV WOKUTTApWY PBplokovtav o £yKATACTAOES yUpw amd TIG omoleg, evidg
meploxnS pe aktiva 10 XAopETpwY, oUubwWVA e ETTioNUES YvwHaTeloelq Sev Upxe emimTwon adBwdoug TIUPEToU, KATAPPOikoy
TIUPETOU, ETUCWOTIKNG AMOPPAYIKAG VOTOU, HETASOTIKNG HUSUAALSWSOUG oTopdaT(TISAG, TIUPETOU NG KoAAdag Tou Rift kal Aouwdoug
TIAEUpOTIVEULOVIAG TWV Booeldwv:

1.5.2. dev mapouclalav KAWVIKA CUUTITWHATA VOOOU KATA TNV NUEPA TNG CUAAOYNS

1.5.3. Kata Toug 6 prveq auéowg TPV amoé Tn oUAAoYT Bpiokovtav ato £dadog g efaywyol xwpag, ge SUo To TIOAU ayeAeq:
— ol oroieg, oUUPwWVA e EMIONUES YVWHATEUTELS, TAV amaAAaypéveg and dupatiwon katd v mepiodo auth,
— ot oroleg, oUUPwWVA pe emtlonues YVWUATEUOELS, NTAV ATIAAAAYUEVES ATIO BPOUKEAAWOT Katd Tnv Tieplodo autr,

— ol omoleg NTav anaAAaypEveg amnod evEWOTIKY) ASUKWon Booeldwv 1| oTIg ottoleg kavéva {wo dev Tapouciacs KAVIKA GUUTTTWHATA
eV{WOTIKNG AEUKWONG BoosldWwV KATd Ta 3 TIPONyoupeEva £,

— oTlq omoleq kavéva Pooeldéq Sev TAPoUsIdoe KAIVIKA GUUTTWHATA AOWWwdouq plvotpaxelTidag Twv Boogldwv/Aoluwdoug
DAUKTAVWSOUG ALSOIOKOATITISNG KATA Toug 12 TponyoUHEVOUSG UNVeg.

1.6. Ta TPog 5aywyn £uPpua TANPOUV TIG akdAoUBES TpdodeTeq Tpoumodéoelg (4):

1.6.1. ta mpog sEaywyn £UBpua maprixnoav otnv egaywyd xwpa, n omoia cUUPWVA HE ETIONHES YVWHATEVOELS Eival anaAAayuévn and
véoo Akabane (1),

1.6.2. 1) ta éuBpua mapnxdnoav oty efaywyd Xwpd, n omnola cludwva Ue emlonues YVWUATEUOELG Sev elval amaAAayuévn amod tn vooo
Akabane (), kat

— Ta €uBpua mapnxenoav xwpelg ddtpnon g dadavolsg Jwvng
— Ta €uBpua amodnkeUTNKAV UTO EYKEKPIMEVES ouVBNKeG el 30 TOUAAXIOTOV NUEPES AUETWS HETA TNV TIAPAYWYT) TOUG, Kdal

— ol 80TPLEG TWV WOKUTTAPWY TIOU XPNOLOTIOmBNKAY yld TNV Tapaywyn sUBpUwv UTIORANONKAV e apvnTIKA amnoTeAéouata os
Sokipacla oudetepotolnong tou opou yua T vdoo Akabane, n omola mpayuatomowibnke o Selyda aluatog Tou €Aden
TOUAAYIOTOV 21 nuépeg META TN OUAAOYN TOUg, 1 of Sokiacia tautomolong mapdyovTd, n omola mpayudtomomenke
OUMPWVA HE TO «EYXEWPISIO SAYVWOTIKWY SoKipaowy Kat euBoAlwy ya xepoala Jwa» oe delypa aldatog mou eAndon v
nuépa ™G odayr (7).

1.7. ta mpog eEaywyn €uppua €xouv cUAANGDBel e texvntn (in vitro) yoviuoroinon amd omepua TIoU TIPoEPXETAL amd KEVIPA CUAAOYNG 1)
amodrikeuong omépuatog Ta omola Bplokovtal ge kpdtog UéAog NG Eupwndikng Kowodtntag 1 o Tpltn Xwpa Kal elval eykekpyuéva
oUudwva ue To dpdpo 5 mapdypadog 1 kal To dpdpo 9 Tapdypados 1, avtiotolxwe, TG odnylac 88/407/EOK (5).

ZNUEIWOE

(1) Awrypadetal n meptTT vSelEn.

(3 [MAaioto api®. .28 oTo pépog 1%
ZRUa TAUTOTIOMONG: AVTICTOLXEl OTNV TAUTOTNTA TWV SOTPULV AYEAGdWY Kal oTNV nuepopnvia cuAloynig.
Katnyopla: mpocdloplote edv mpokeltal ya a) diatpnon 1 B) xwplg dtatpnon mg dtadavoug Zwvng.

() BA. TI§ Tapamprigelq Yid T OXETIK E5aywyd XWpad 0To Mapdptnua | T anddaong 2006/168/EK.

%) H unoypadn kat n odpayiba Tpéret va sival XpwHatog SladbopeTikol and To XPWS TOU UEAQVIOU TOU EVTUMOU.

(5) Ta kEvTpa CUAAOYNG Kal ATIOBAKEUONG CTIEPLATOR TTOU Elval EyKekpléva cUNdwva pe TN vopodeaia mg EK amnapuolvtal oTov SIKTuaké Tomo g Emtpormg, om
Sleubuvon http://europa.eu.int/comm/food/index_en.htm

Mapatripnon: To Mapdv TUCTOTIONTIKO TIPETEL

(a) va ouvtayfel o8 TOUAAXIOTOV Wia amd TG eMioNUe] YAWOOEG TOU KPATOUSG HEAOUG TIPOOPICHOU Kal TOU KPpATOoUg MEAOUG OTIoU Ta EuPpua Ba eloéABoUV Oe KOVOTIKG
£dadog

(B) va ouvtaxfel yia &vav kal Hovo TIapaAnmTn’

() va cuvodevel Ta Eupud (CTO TPWTOTUTO).

Emlonuog ktnvlatpog

Ovoparenwvupo (He kedaAaia): 1816t Kat TitAog
Huepounvia: Yroypadn:
P
4 N\
/ \
| Zdpayida 1
\ /
\ /
~ 7




28.2.2006 Enionun Enuepida g Eupenaikie Evwong L 57/29
I[TAPAPTHMA IV
In vitro napaydévia éufpua katowidiov Booedov, ta onoia fxouv oulnedel pe ontppa mpoepxOueEvo and kEvipa
oul\oyiic 1) anodikevong onéppratog TOU £ivar EyKEKPIEVA and TV appodua apyn e eEayoyol xopag
XQPA Kmmviatpiké miotomnomtiké ywa v EE
I.1.  AmootoAéag 1.2 [.2.a. AplBuGS TOTKNG avadopdg
‘Ovoua
O ,“ 1.3.  Apuodla KeVTpIKY apXn
- Algvbuvon
g TaxuSpoukdg KWSIKAG 1.4.  Apuodla Totukn apxn
<
% |15, Maparymmg 1.6.
5 ‘Ovoua
E Alevbuvon
é TaXUSPOUIKOS KWOIKAG
g 1.7. Xwpa kataywyng Kwdikég | 1.8. Meploxn Kwdkég | 1.9. Xwpa Kwdkdg | 1.10. NMeploxn KwslKog
© ISO Kataywyng TPOOPIOHOU ISO TPOOPLOHOU
&
g
5 1.11. Témog Kataywyng/tonog aAlevong 1.12. Témog mpooplopoy
:;E Oudda ouloyis euppuwy [ ExuetdAAevon [0 Oudda cuAdoyrg EYKeKPULEVOG
E,< ‘Ovoua ApBuSS Eykplong suBpuwv [ dopgag []
E Aigduvon ‘Ovopua AplBLSG EyKplong
o Ovopa ApBuSS Eykplong AgtBuvon
§_ Algvbuvon
"E*’ ‘Ovoua AplBuog €ykplong TaxuSpoukog KWSIKAG
Alevbuvon
1.18. 1.14. Kat’ extlunon nuepounvia kat wpa apigng
| 1.15. Méoa uetadopds 116
AgporiAdvo [] Miolo [ Tpévo [
086 oxnua [1 Aoma [
Zrolxela avayvwplong 117.
ApBusSG avadopds eyypdadou:
1.18. Meptypadn) Tou eumopevpaTog 1.19. Kwikég Tpoiévtog (Kwdikdg S0)
1.20. ApBuog/MocdtnTa
1.21. 1.22. ApBuog povadwy
ouokeuaciag
1.23. ApiBuog odppayidag Kal aplBuog eumopeupatoKiBwTiou 1.24.
1.25. MioTomompéva sumopevpata
ATobrkn omépuato/euppuwy []
1.26. Ma SlausTakouon os Tpltn xwpa os oxéon ue v EE - [ | 1.27. MNa swoaywyn 1 sloodo oty EE 1
OplOTIKY) Eloaywyn —
Tpiteq xwpeg Kwdikog 1SO
1.28. Tautomoinon Twv gumopeupdTwy
Eldog (Emiotnuovikn ovouasia) SHda avayvwpelong Katnyopla
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XQPA In vitro mapay@évra épBpua Boosldwv pe oTMEpPHA ard
KEVTPA OTMEPHATOG EYKEKPIHEVA At TNV £§aywyod Xwpa
. Hsmvoutkd otouxela IL.a. Apt®. TuoTomomNTIKOU II.3. Totkdg aptd. Tpwrt.
O KATWOL UTIOYEYPAUMUEVOG ETUONUOG KTNVIATPOG TIIG cveivvvirerieerestestesesstesseseessestessaseesseseessessesesssessessensessessessensessessessensaneesny (6vopa TG sEaywyou Xwpag)
g BeRawdvw ot
g
E 1.1. N WG dvw opdda Tapaywyng euppLWY:
l_5: — €Xel eyKpoel oludwva pe To KeddAdlo | Tou mapaptiuatog A g odnylag 89/556/EOK:
P — Tmpayparorolnoe v Tapaywyn, enegepyacia, amodrikeuon Kal HETAPOPd TWV AVWTEPW TIEPLYPADONEVWY EURPUWY TUUPWVA UE TO
§ keddAaw Il Tou mapapTrpatog A Tng odnyiag 89/556/EOK-
= — embewpeital TOUAdYIOoTOV SUo dopég eTnoiwg amd enionyo KTnviatpo.
1.2. Ta Mpog eEaywyn €uppua Taprixenoav otnv efaywyd xwea, n omola cUudwva Ue enlonues yvwUATEVOELS:
1.2.1. TaV anaAAayHévn amé TAvwAn Twv Booeldwv Katd Toug 12 urjveq auéows TpLy amnd Tnv mapaywyn Twv suppuwv’
1.2.2.
1.2.2.1. Tav amnaAAdypevn and apdwén Tupetd KATA Toug 12 Unveq duéowd Tplv amd v mapaywyr Twv eufpuwv Kal dev
L Tipaypatorolnos katd v Bla neplodo sufolacié Katd autrg g vdoou (),

1.3.

1.2.2.2. 1 6ev ntav anaAiaypévn amd apBwsdn TUPETO Katd Toug 12 Hriveg auéowg TPV amd TNV Tapaywyn Twv suppiwyv ri/kat
npayuatomnonoe katd v dla mieplodo euBoAlacud KATd autng TG vOoou, Kal

— Ta éuppua Taprixenoav xwplg slatpnon g dadpavols wvng

— Ta €uBpua amnodnkeUTNKav utd eYKEKPIUEVES ouverkeg el 30 TOUAAXIOTOV NUEPES AUECWS HETA TNV TIAPAYWYT TOug,
Kat

— Ta BnAUKA {Wwa-50Teg TIpogpXovTal amd eKUETAAAEUOELS OTIG omoleq Kavéva {wo dev eUBOALoTNKE KATd Tou adBwdoug
TIUPETOU KaTd TIG 30 NUEPESG TIPLV AT TN CUAAOYT Kal Kavéva {wo sumnaboug eidoug dev TIapousiace KAWVIKA CUUTTWHATA
AadONSOUE TTUPETOU KATA TIC 30 NUEPES TIPLV KAl TOUAAXIOTOV KATA TIC 30 NUEPES META T SUANOYY) TwV wokuTttdpwy (7).

TA WOKUTTAPA TIOU XPNOIHOTIOMONKAV Yld TNV Tapaywyn Twy Tpog e§aywyn suBpiwv cUAAEXBnKav amd BnAukd Jwa-66teg, Ta omola
TANPEOUV TIG AKGAOUBEG amMaIToELS:

1.3.1. ta BnAukd Jwa-56Teq:
— TAPEUEIVAV O XWPA 1| TIEPLOXY] ATIAAAAYHEVN amd Tov 16 Tou KaTappoikoU TupeToU TOUAAXIOTOV KATd TIG 60 nuépeg TpLv ard,
AAAQ Kal KATd TN SLAPKELA TNG CUAAOYNG TwV wokuTTdpwy (1).

13.2.

— TAPEPEIVAV ATIAAAAYMEVA KATA TN SLAPKE HIag TApodIkng Teplddou 1) mpootateupéva amnd tov kavd dopéa Culicoides
TOUAAXLOTOV Katd TG 60 nuépeq Tpv amod, aAAd Kal KAt TN SIAPKEd TG CUAAOYNG TWV WOKUTTAPWY, EVW Ta EUfpua
naprixenoav xwplg datpenon g Sadavolq Jwvng, €KTOG £av ol SOTpleg UTOBANBNKAV HE apvnTIKA amoteAéouata oe
0opoAoYIKN Sokiuaoia ya v avixveuon avTiCWHATWY KATtd Tng opddag WV Tou Katappoikol TUPETOU, T omola mpayparo-
TomONKe CUHPWVA HE TO «EYXEPISIO SlayVWOTIKWVY SoKipaouwv Kat epfBoAiwv ya xepoaia {wa» oto dldotnua petagl g
21ng Kal ™G 601¢ NUEPAG META TN SUAAOYY, KAl Ta uBpua amofnkelTnkav TouAdxioTov eml 30 nuépsg (1).

1.3.3.

— UTIOBANONKAV HE apVvnTIKA armoTEAEOUATA O OpoAoYIK SoKiaoia yla TNV avixveuon avTICWPATWY KATd Tng opddag wv Tou
Katappoikoy TUPETOU, N omola TPAyHATOTIoMONKE SUUPWVA PE TO «EYXEWPISI0 SLAYVWOTIKWY SoKIHACSWwY Kal elBoAlwy yla
xepoala {wa» oTo SIAoTNUA HETAEY TNG 21ng KAl TNG 601G NUEPAG KETA TN CUAAOYT, KAl Ta €UBPUA ATIOBNKEUTNKAV TOUAAYXLOTOV
el 30 nuépeg ().

1.3.4.
— UTIOBANONKAV Pe apvnTikd amoteAéouata oe Sokiacla Tautomolnong mapdyovta, n omola TpayuatomomenKe ouudwva Ue To
«eyXePlSlo SlayVWOTIKWYV SOKIHAoWIV Kal epuBoAlwy yia Xepoala {wa» og delypa allatog ou eARdGen TNV nuépa g cuAdoyng i

™V nuépa ™G odaynig — Kal, otn Sevtepn meplmTwon, Ta Euppua mapnxdnoav xwplg Sidtpnon g Sladavolg wvng (7).




28.2.2006 Enionun Enuepida g Eupenaikie Evwong L 57/31

1.4.

1.4.1. evtdq lag meploxng He aktiva 10 XIAOUETPWY YUpw amd TIG EYKATAOTACELS OTIG oToleq €yLve 1) SUAAOYN Kal N emegepyacia Twv
WOKUTTAPWY TIOU YXPNOLMOTIOMONKAV Yl TNV TIapaywyn Twv Tpog eEaywyn euppuwy, ouudwva e emlonues yvwuatevoelg dev
UTpXE EMinTwon apBwdouq TUpeToU, Katappoikol TUpeToU, EMIWOTIKIG AIHopPAYIKG Voo, GUCAAAOWSoUG aTouatitidag,
TupeToU NG Koladag tou Rift kal Aolwdoug TAsuporveupoviag Twv Booedwv Katd Tig 30 nuépeg apéowg TPV amd T
GUAAOYT TOUG Kal, oTnv Tepintwon Twv suPplwv yla ta omola xopnyesital motomnomtiké Bacetl Tou onelov 11.2.2.2, eniong kata
TIG 30 nuéPEG HETA TN GUAAOYY TOUG.

1.4.2. and ™ oOTIyUr TNG OUAAOYNG Toug Kal €wg 30 nuépeg META, Ta Tpog sEaywyr EUBpua TApPEUEVAV OUVEXWS amobnKeuuéva oe
EYKEKPIUEVES EYKATAOTACTELG YUpW amd TIG otoleg, evtog TeploxNg He akTiva 10 XIAOUETPWY, ouudwva Ue enlonues YVWHATEVOEIS
Sev utnpxe enintwon adbwdoug TupeToU, PUTAAASWEOUG OTOMATITIONG Kal TIUPETOU NG Koladag tou Rift.

1.5. oL SOTPLEG WOKUTTAPWY TIOU XPNOLOTIOBNKav yla TNV mapaywyr Twv mpog sEaywyr suppuwv:

1.5.1. kaTd TI§ 30 NuéPeg auéowq TPV amd TN SUAAOYN TWV WOKUTTApwV Bplokovtav o gykatacTdoelg yUpw amd TG omoleg, evtdg
Teploxns He aktiva 10 XAodéTpwy, oUudwva pe eTtionyes yVwPaTeUoElg eV UTPXE EMIMTWOoT adBwdoug TUpeToU, KATAppoikol
TIUPETOU, ETICWOTIKIAG AIUOPPAYIKNG VOOOU, HETASOTIKNG HUSUAASWSEoUG oTodatiTidag, TupeTol TG KolAdadag tou Rift kal Aoyuwdoug
TIAEUpOTIVEULOVIAG TWwV BoosIdwv:

1.5.2. Sev mapousialav KAIVIKA CUMTITWHATA VOOOU KATA TNV nuépa Tng ouAAoyng

1.5.3. KATA TOUG 6 PNVEG apéowG TIplV amod TN cuAAoyr Bplokovtav oTo €6adog TG eaywyol Xwpeag, oe U0 To TIOAU ayEAEg:
— ol oroleg, oUudwva e enlonues yvwuateloelg, Tav anaAAayueves and eupatiwon katd v neplodo auth,
— ol oroleg, oUUDwWva He emionues Yvwpateloelg, NTav anaAlayuéves amnd PpoukEAAwon Katd v neplodo auth,

— ot omoieg NTav anariaypéves and evIwoTIKr AsUKwor) BoosdwV 1| oTIg omoleg kavéva {wo dev Tapousiace KAIVIKA GUUTTTWHATA
eV{WOTIKNG AgUKWONG Booeldwv Katd ta 3 mponyouueva £,

— oTIq omoleg kavéva Pooeldéq dev Tapousiaoe KAIVIKA CUUMTWHATA AOLUWSEOUG pvoTpaxeltidag Twv Booeldwv/Aowdoug
DAUKTANVWEOUG ALSOLOKOATITISNS KATA TOUG 12 TIPONYoUUEVOUG UAVES.

1.6. Ta TPog eEaywyn £uPpua TANPoUV TIG akdAouBeg TipdodeTeq Tpoumnodéoelq (3):

1.6.1. ta mpog eaywyn EUPpua naprixbnoav otnv eEaywyd xwpa, 1 onola ocUudwva (e enionues yvwpateloelg sival anaAAayuevn and
véoo Akabane (1),

1.6.2. 1 Ta mpog eEaywyn éuppua maprxnoav oty efaywyd xwpea, n omola cludwva e enionueg yvwuaTeuoelg dev elval amaAAayuévn
and Tt véoo Akabane (1), kat

— Tmapnxenoav xwpelg datpenon tng dadavolg Lwvng
— amoBnkeUTNKav umd eyKEKPEVEG ouvBNKeg emi 30 TOUAAXIOTOV NUEPES AUEOWS META TNV TIAPAYWYN TOUG, Kal

— oL 50TPLEG TWV WOKUTTAPWY TIOU XPNOIOTIOMONKAV YLld TNV Tapaywyr] TwV sUBpUwv UNORANBNKAV LE apVNTIKA aToTEAEOUATA OF
Sokipaola oudetepotolnong Tou opou yia Tn vdoo Akabane, n omola TpaylatomomiBnke oe Selypa aluatog Tou €Arjden
TOUAGYXIOTOV 21 mMuépeg META TN OUAAOYN Toug, 1 o Sokiacla Ttautomolnong mapdyovTd, n omola mpayuatomomonke
oUudWVA HE TO «EYXEPISIO SAYVWOTIKWY SOKIMATIWV Kal euBoAlwy yia xepoala {wa» oe Selypa alpatog mou eAnden v
nuépa g adayrg ().

1.7. ta mpog eEaywyn éuBpua £xouv cUAANDOEL He TeXVNTT (in vitro) yoviuoroinon pe omépua amd KEVTPA GUAAOYTG 1} TIOBNKEUOTG OTIEPUATOS
TIoU €lval EYKEKPILEVA YA TN GUAAOYT, TNV emefepyacia r/kat v amobnKeuon omépuaTtog amd v apuodla apXr Xwpeag mou avadEépeTal
oTO TapdpTNua | TG anddaomg 2004/639/EK e Emutporic (B) i amd v apuodia apxr KpdTtoug HéAoug tne Evpwrdikne Kowdtntag.

ZNUEOELG

(1) Aypddetar n meptT) dvoeign.

(3 [MAaioto apid. 1.28 oto pépog I]:
Zrjua Tautomolnong: avTIoTolXel 0TV TAUTOTNTA TWV SOTPULY ayeAdSwy kal oTnV nuepounvia culhoyrg. Kamyopla: poodloploTte edv Tipokeltal yia a) siédtpnon 1
B) xwpig diatpnon g dladavoug Jwvng.

(®) BA. TIg TapaTnPRoElS Yid T OXETIK EEaywyd XWpa oTo Tapdpma | g amnddacng 2006/168/EK.

(%) H unoypadn kat 1 odpaylSa Tpémel va sival XpHPaTtog SlabopsTikol amnd To XPWHA ToU JEAAVIOU TOU SVTUTIOU.

() EE L 292 g 15.9.2004, o. 21.

Mapartripnon: To TAPOV TUCTOTIOMTIKG TIPETEL:

(a) va ouvtayOel e TOUAAXIOTOV Mia amd TI eMioNUES YAWOOES TOU KPATOUS MEAOUG TIPOOPICHOU KAl TOU KPATOUS MEAOUG OTIoU Ta &ufpua Oa sloéAB0UV O8 KOIVOTIKO
&6acog’

(B) va ouvtaxOel yla évav Kal pévo TapaAnrn

(y) va ouvodelel ta §ufpua (0TO TIPWTOTUTIO).

Evnuepwtikri onueiwon: cupdwva pe to apdpo 3 aTolxelo a) Tng odnyiag 89/556/EOK tou ZupBouAiou, Ta éuBpua Tou elcdyovTal he Baon Toug dpoug Tou MapdvTog
TILOTOTIONTIKOU €lval ATIOKAEIOUEVA ATIO TO EVOOKOWOTIKG EUMOPLO.

Emlonuog ktnviatpog

Ovouatenwvupo (Ue kedaAala): 1616TNTA KAl TlTAOG
Huepopnvia: Yroypadn:
PN
/ N\
/ \
]
I Zopaylda |
\ /
\ /
~ 7’
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ITAPAPTHMA V

KTHNIATPIKO MIXTOITIOIHTIKO EMBPYA KATOIKIAION BOOEIAQN TI'IA EIXATQIEE TA OITOIA XYAAEX®HKAN
'H IAPHX®HZAN IIPIN AIIO THN 1n IANOYAPIOY 2006

Xwpa TPoEAEUONS Kal dpuodla apyn). 2. YYEOVOUIKS TUOTOTIONTIKO apld.:

A. MPOEAEYZH TQN EMBPYQN

AplOpde £YKPIONG TN ORASAS CUAAOYNC SHBPUWY 1 TNES opddag mapaywynis spuppvwv (1):

Ovopaoict1KaL SleuBuvon NG opddag ouAloyng 1 mapaywyng | 5. Enwvupila kat SlevBuvon Tou amocsToAéa
eupUwv (*):

Xwpa kal T6mog dopTWONG 7. Metadopikd pécso

B. MPOOPIZMOZ TQN EMBPYQN

Kpdtog uéAog mpooplopoy 9.  Emwvupia kat leibuvon Tou TAapaAnT

. TAYTOMNOIHZH TQN EMBPYQN

10.1.

2rda Tautomoinong Twv 10.2. ApBuog 10.3. MapaxBévra uppua (1) 10.4. Huepounvia ouAAoyng n
sUBPUWV (3) eMppUWV a) maprixBnoav pe texvnty (in vitro) yoviuo- napaywyng
moinon
B) umopAnenkav ge diatpnon g dladavouq
qwvng

a) vavox(h
B) vavéxt (')

a) vavox(h
B) vavox(h)

a) vavext("
B) vavox(h)

a) vavext("
B) vavéxt (')

a) vavext("
B) vavox.(h)

a) vavext("
B) vavdxt (')

a) vavext("
B) vavéxi (')

a) vavext("
B) vavexi(")
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A. YTEIONOMIKA ZTOIXEIA

11. O KATWOL UTIOYEYPAUMUEVOSG ETUOTIUOG KTITVIATPOG TIIG wuveereereererseeteeseereesesseeseesessesseesessesseesessessessessesssasessessssssnsessessessesssesensesssasessessensesseseensensessessessessenesses

(6voua g egaywyou Xmpac)

BeBawwvw otL

11.1. n wg Avw oudsda oudoynie (1Y mapaywyng () supplwv:

— éxel eykpBel oUudwva e To KeddAawo | Tou TapapTuatos A e odnylag 89/556/EOK tou ZuuBouAlou (3),

— mpaypatonolnoe T cuAAoyn, enefepyactia, mapaywyn (1) Kal amodrKeuon KAl METADOPE TWV AVWTEPW TEPLYPAdOUEVWY EUBPUWY
oUpdwva pe To keddAalo Il Tou mapaptriuatog A g odnyiag 89/556/EOK,

— emBewpeital TouAdylotov dUo dopéq etnoiwg amd emionuo Ktnviatpo.

11.2. Ta mpog sEaywyn suPpua cudAéxankav (1) 1 maprxencav () otnv efaywyd Xwpea, n omola cUdwvA e eTionues YVwUATelos(G:

11.2.1.

11.2.2.

11.2.3.

11.3.1.

11.3.2.

ATAV AmaAAAYMEVT AT TIAVWAN TWV BOoSISWY KATA TouS 12 Uivee augows Tiptv and ™ ouAroyn () i v niapaywyn (1) twv
eUppLWY

11.2.2.1. Tav anaAlayuévn amd adbimsdn TUpeTd Katd Toug 12 uiveg auéowe mpv and ™ cuAioyy () 1 v napaywyn (1) Twv
SUBPUWV Kal bev eddppooe Katd TV 15la TeploSo TNV TPAKTIKY TOU EUBOAIATHOU Katd authg tng véoou (1),

1

11.2.2.2. v ytav anaAAayuévn and adBwsn TUpETd Katd Toug 12 pAveq apéows mplv ané Tt ouAioyn (1) i v apaywyn (1)
TwV euPplwV 1/kal eddppooe katd v Sla mepiodo TNV TPAKTIKY] Tou SUBOALACHOU KATA AUTHG TNG VOoOoU, Kal

— Ta €uppua amodnkeUTNKav utd EYKEKPIUEVEG oUVBIKEG €Tl 30 TOUAAXLIOTOV NUEPEG AMESWS WETA TN GUAAOYT], KAl

— Ta OnAukd CWa-50Teq Kal ol SOTEG WOBNKWYV, WOKUTTAPWY Kl AAAWYV IOTWV TIOU XPnoldotoménkay ya v
napaywyn Twv eupplwv TpogpxovTal amnd ekHeTAAAgUon oTnv omola Kavéva {wo Sev Tapouciade KAWVIKA CuuT-
TWHaTA a?ewéouq TUPETOU Kal Sev eUPOAAOTNKE KaTd Tou adBwdouq TUpeToU Katd TG 30 nuépeg Tipv amd T
auAdoyn (1)

11.2.3.1. jTav anaAiaypévn anod Tov KATappoiko TUPETO Kal TNV ETICWOTIKY AMOPPAYIKT] VOOO KATA TOUG 12 Urveq apéows Tipv
and ™ ouAdoyr (') 1§ v mapaywyn (1) Twv Tpog eEaywyn sUBPUWY Kal eV eddpuode Katd v (Sla meploo v
TIPAKTIKY TOU EUBOALACHOL KATA TwV voowv autwv (1)

1

11.2.3.2. dgv fiTav anaAAaydevn amnd Tov KAaTappoikd TIUPETO Kal TNV EMIWOTIKY Aoppaykr] VOoo Katd Toug 12 purveg auéowsg
Tipwv ané TN ouAdoyn (1) 7 ™V mapaywyn (1) Twv Tpog sEaywyn suBpiwy Hkal ebdppoce katd v Sla mieplodo TV
TIPAKTIKY) TOU EHPBOALACHOU KATd TwV VoWV autwy, Kal

— Ta £uppua amobnKeUTNKavV UTd EYKEKPIUEVEG ouvONKeS €Tl 30 TOUAAXIOTOV NUEPES ANESWS UETA TN CGUAAOYY, Kal

— Ta OnAukd Cwa-50Teq Kal ol SOTEG WOBNKWY, WOKUTTAPWY Kl AAAWY OTWV TIOU XpPnoldoroménkav yw v
napaywyn Twv eUfpUwv uTIoBARBNKav He apvnTikd amoteAéopata oe Sokidaoia avooodldyuong oe yéAn dyap,
KaBwq kal og dokaaia oudeteporoinong Tou opol Yla TNV aviXVEUOT AVTIOWHATWY KATA TOU LoU NG ETI{WOTIKAG
AIOPPAYIKNG VOToU, og Selyua aluatog To omolo eAjdOn TouAdyloTov 21 nuépsg Hetd ™ ouAAoyn (1);

Ol EYKATACTATEIG OTIG oToleq £yve 1 CUAAOYT Kat eneEepyacia Twv mpog eEaywyn sufpuwy 1 TWV wobnKWwY, WOoKUTTAPWY Kal
AAAWYV LOTWYV TIOU XPNOILOTIONONKAY yid TNV TIApAywyr Twv Tpog e§aywyr] euppiwy, Bplokovtav Katd Tn oTiyur TG oUAAOYNG
OTO KEVTPO Hiag TmeploXng Me aktiva 10 YIAopETpwy OTou, oUMdWVA ME ETHOMUES YVWHATEUOELG, OEV UTPXE emtimTwon
apOWSoUG TIUPETOU, KATAPPOIKOU TWPETOU, ETIJWOTIKNAG AWOPPAYIKNAG VOoou, UCAAAdWSoUg oTopatiTidag, mupetol g
kolhadag Tou Rift kal Aoywdoug TMAsupomveupoviag Twv Booeldwyv Katd Tig 30 NUEPES AUEOWS TIPWV a6 TN CUAAOYN Kal, oTnV
nepimTwon Twv eRBPUWY yla Ta omola Xopnyeltal moTomnomtiké Bdost Twv onuelwyv 11.2.2.2 kat 11.2.3.2, katd Tig 30 nuépeg peTd
TN CUAAOYTY

oT0 SlAoTNa HeTAEU TNG CUAAOYNG 1) TIapaywyng TwV TPog e§aywyn euBpUwY Kal TNG AMOCTOANG TOug, TA £UBpua TIApEUEvav
OUVEXWG ATIOBNKEUUEVA OE EYKEKPUUEVES EYKATAOTACELS EUPIOKOUEVEG OTO KEVTPO MIAG TiEploXng Me akTiva 10 YAlopéTpwv
omou, oUudwva Je emlonueg yvwuateuoelg, dev ummpxe enmtwon adbwdoug TUpeTol, GUTAAASWSOUS oTopatiTidag Kat
TUPETOU NG Kokadag Ttou Rift:
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11.4. Ta BnAuvkd {wa-56Teg Kal ol SOTEG WOBNKWY, WOKUTTAPWY Kal AAAWYV OTWV TIOU XPNOIOTIONONKAv yia TNV Tapaywyrn Twy suBpiwv:

11.4.1. Katd 11§ 30 nuEpeq auéowg TPV and Tn cUAAoYn Twv Tpog eEaywyn eupplwv Bplokovtav o eykataoTdoelg Kelueveg oto
KEVTPO IAG TIEPLOXNG HE akTiva 10 XAOMETPWY OTIOU, CUNPWVA HE ETIIONHES YVWHATEVUOELG, KATd TNV Tieplodo autr dev umpxe
enintwon adBwsoug TUPETOY, KATAPPOikoU TIUPETOU, ETIICWOTIKNG AWOPPAYIKNG VOoOU, GUCAAAISWSOUG oTopatiTidag, mupeTol
™G Kotkadag tou Rift kal Aopwdoug mMAgupotveupoviag Twv Boostdwv:

11.4.2. dev mapouocialav KAVIKA CUUMTWUATA VOTOU KATA TNV nuépa TG SUAAOYNG'

11.4.3. Katd Toug 6 Mrveg auéowg TPV amd Tn cUAAoyn Bplokovtav oto €6adog NG e§aywyol xwpag, oe SU0 TO TIOAU AYEAES:
— ol omoleg, oUMdPWVA e EMIONUES YVWHATEUOELG, NTAV anaAlayuéveg and dupatiwon,
— ol omoleg, ocUudPwva Ue emionues YVWHATEUOELG, NTAV ATMAAAAYHEVES amd BPOUKEAAWON,

— ol oroleg MTav arnaAAaypéves amd evlwoTik AsUkwon Booeldwv 1| ot omoleg kavéva {wo dev mapouolace KAWVIKA ouutt-
TWHATA EVIWOTIKNG ASUKwong Booeldwv Katd Ta 3 mponyoluueva £,

— OTIlq ormoleq kavéva Pooeldég Sev Mapousiade KAWVIKA CUMTTWHATA AOWWWSEoUG pVOTPAXEUTISas Twv Booeldwv/AoHwdoug
GAUKTAVWEOUG ALSOLOKOATIITISAG KATA Toug 12 TIPoNyOoUHEVOUG UIVES.

11.5. Ta $UBPUA TANPOUV TIC AKOAOUBES TipdoBeTeq TPolmodéosls (4):

11.5.1. Ta mpog efaywyn £uppua culéxenkav (1) 1 maprxenoav (') otnv eSaywyd xwpa, n ornola cUbWVA LE ETIONUES YVWUATEVOELS
slvat anaAAaypévn and m véco Akabane (1),

1

11.5.2. Ta Mpog sEaywyn Euppua suAAéxankav (1) 1 maprxenaav () oty eSaywyd xwed, n omola cUUGWVA e ETUONUES YVWUATEVOEIS
Sev eival anaAAaypevn ané Tt vooo Akabane, Kat
— Ta €UPpua amobnKkeUTNKaV UTtd EYKEKPIMEVEG OUVONKeES €Tl 30 TOUAAXIOTOV NUEPES AUETWS HETA TN CUAAOYY, Kal

— Ta ONAUKA Jwa-56Teq Kal ol SOTEG WOBNKWY, WOKUTTAPWY KAl AAAWV LOTWV TIOU XPNOIHOTIOmeNKAV yla TNV Tapaywyn
EURPUWY UTOBANONKAV e apvnTikd anoteAéouata o dokidaola oudeteporolnong Tou opovu yla T véoo Akabane, n orola
TIPAYMATOTIOMONKE Te Selyua aluatos Tou sARdON TOUAAXIOTOV 21 Nuépeg MeTd ™ ouAioyn (7).

11.6. ta mpog eEaywyn EuPpua €xouv oUAANGDBEL e TEXVNTY OTIEpUATEYXUON 1] TEXVNTY (in Vvitro) yoviloToinom pe oTEpua amnd oTepuaTodoT
€VOG KEVTPOU GUAAOYNG OTIEPUATOG TIOU £ival EYKEKPIEVO aTId TNV Apuodla apxr yia Tn cuAAoyn, TV enefepyacia Kal Tnv anobrikeuon
OTEPUATOG 1] ME OTIEpUa eloayBév amd v Eupwraikn Kowvétnta.

E. IZXYZ

12. Huepopnvia kat témog 13. Ovopatenwvulo Kal 1BoTnTa Tou emionuov | 14. Yroypadr kat oppaylda Tou emionuou
KTNVIATpou ktnviatpou (%)

Ene&nynuatiké onuelwua:

(") Awypédetal n mepttT vSeiEn.

(3) AvtioTolxel 0TIV TAUTETNTA TWV SOTPLOY aysAdSWY Kal 6TV NUEpounviat GUAAOYHG.

(3 EE L 302 g 19.10.1989, . 1.

(%) BA. TIS TapaTnprioelS yia Tr OXETIKY SEaywyd XWwpa oTo Tapdptnua | g anddaong 2006/168/EK (EE L 57 g 28.2.2006, . 19).
(5) H unoypadn kai n odpaylda MEEMeL va slval XpOUATOS SladopETIKOU Amnd To XPWHA TOU HeAavioU Tou evIUTou.

Znuelwon: To TAPOV TUCTOTIOMTIKG TIPETEL:

e}

va ouvtax9el o TOUAAXICTOV Mia amd TI§ eTonues YAWOOES TOU KPATOUS UEAOUS TIPOOPIOMOU KUl TOU KPATOUS MEAOUG OTou Ta EuBpua Oa eloéABouv o¢ KOIVOTIKG
86adog”

B) va cuvtaxfel yla évav kal Hovo TapaNirT

Y) va ouvodelel Ta éuBpua (0TO TIPWTOTUTIO)

8) va pnv xpnotluoroleltal PeTd TV nuepopnvia mou avadépetal oTo Apbpo 4 g anddaocng 2006/168/EK.

Evnuepwtikr} onuelwon: Zopdwva pe 1o dpbpo 3 otoixelo a) Tng odnylag 89/556/ECK tou ZupBouilou, Td EUBpud TOU elodyovTdl e Baon Toug 6poug TOU TUPOVTOS
TUGTOTOMTIKOU Eival AMOKAEIONEVA OO TO EVOOKOLVOTIKG EUTIOPLO.




