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OAHITIA 2002/98/EK TOY EYPOITATKOY KOINOBOYAIOY KAI TOY XYMBOYAIOY
¢ 27n¢ lavovapiov 2003

yia ™ 9¢omion mpotinev moldTTAG KAl ac@aleiag yia T culloyi, Tov EAeyxo, Ty enefepyaoia, TV
anodikevon kat ) Swavopr] avdpenivou 0IHATOG KAl GUCTATIKOV TOU QIRATOC KAl Y10 TV TPOTONOinet
e odnyiag 2001/83/EK

TO EYPQITATKO KOINOBOYAIO KAI TO SYMBOYAIO THE EYPQITAIKHX
ENQXHE,

Exovtag unoyn:

™ ouvdnkn yia Ty idpuon e Eupendikis Kowotrag, kat ding
0 apdpo 152 mapaypagog 4 otoiyeio a),

mv mpotac e Enttponrs (1),

™ yvopn s Eupomaikic Owovoprkige ka Kowovikig Em-
porg (3,

™ yvopn e Emtponng twv Hepipepeiav (%),

AnogaciCovtag cupeva pe Tt dadikasia tou apdpou 251 g
ouvdnkng (), unod To mpicpa Tou Kowou oyediou mou eykpidnke and
v emtpornr| ouvdiahayne ouig 4 Noepfpiov 2002,

Extipovrag ta akohouvda:

(1) H éxtaon oty onola to avipdmivo aipa Xprjotponoteitat yia
Yepaneutikoug okonolg anartel va diaopaliletat 1) moloTTa
Kat 1 ac@aleia Tou MAPOUG AEATOC KAl TGV GUGTATIKGV
aipatog, mpoketevou va mpohapfavetar 1diog 1 petadoon
VOOWV.

2)  H dwdeopomra Tou aijlatog Kal TOV GUOTATIKGY GLHATOG
TIOU XprjoLpomotouvTal yia Jepamneutikolg okomoug eEaptatat
oe peydho Padpd and Ttoug moliteg g Kowodtntag mou
eivar dratedeipévol va yivouv dotes. T va dracpahiodel 1)
dnuoota uyela kar va mpohngdel 1 petddoon Nopwdov
voonpdtey, eivar avaykaio va Aapfavoviar 6Aa Tta pétpa
npoguAagne kata ) cul\oyr, v enekepyaocia, T dtavopn
Kat T xprion toug, pe Ty katdAAnAn xprion e enoTnpo-
VIKG mpoddou yia Ty aviyveuon kat Ty adpavonoiner Kot
ebalewyn tov nadoyovev mapayoviev mou petadidovial e
TN HETAYYIoN.

(3) Ot anutioes y ™y mowTTa, TV acGAAela Kat TV ano-
TENEGHATIKOTITA TV BLOPXAVIKOG Tapackeualopevey gap-
HOKEUTIKGV  1OI0GKEUAOHATOY TOU  TPOEPXOVIAL MO  TO
avdpomvo aipa 1) mhaopa dac@alotikav pe TV odiyia
2001/83[EK tou Eupemnaikou Kowofouhiou ka tou Sup-
foukiou, e 6ng Noeufpiou 2001, mepi kowoOTIKOU KOOL-
KOG Yl Ta Qappake mou mpoopiloviar yia avdpamivi
xprion (). Qotoco, 1 pnm| €Saipeon Tou MAPOUG GIHATOG,
TOU MAAOHATOG KAL TOV CIHOKUTTAPWY avIpOTIVIG TPoé-
\evong oy mapanave odryia, odfynoe o a katdotaor
Omou 1 mowTHTA Kat 1 ac@alewd, oto Pfadpd mou autd
npoopilovar yia petayyton kot dev Exouv kadautd UnooTel

(") EE C 154 E mc 29.5.2001, 0. 141 kat
EE C 75 E mg 26.3.2002, 0. 104.

(3 EE C 221 mg 7.8.2001, o. 106.

(*) EE C 19 mc¢ 22.1.2002, 0. 6.

(*) Tvoun tou Eupenaikot Kowofouliou g 6n¢ Zemtepfpiov 2001 (EE C
72 E g 21.3.2002, o. 289), kown J¢on tou Tupfouliov g 14ng
Defpouapiov 2002 (EE C 113 E g 14.5.2002, 6. 93) kar andacn
tou Euponaikot Kowofouhiou g 12n¢ louviou 2002 (Sev €xel dnpo-
otevdel axopa oty Enionpn E(Pqpspiﬁa). Anogaon tou Euponaikot Kot
vofouliou ¢ 18ng Aekepfplou 2002 kar anogaon tou Tupfouliou
6 16n¢ Aekepfipiov 2002.

() EEL 311 g 28.11.2001, o. 67.

enebepyaoia, dev umOKeTaL o€ Kapia OECHEUTIKT] KOWVOTIK
vopoveoia. Eivar ouvenag ouotvdes, Omota KL av eivat 1) oko-
moupevn xpron, va eEacpahioVel pe kowotikég dratdEels ot
TO Qifle KAl TO GUOTOTIKA TOU €XOUV OUYKPIOIIN TOLOTNTA
kat ao@dhela o€ ON TV aluoida petayylong aipatog oe
Oha ta kpatn pén, égovtac umoyn Ty e\eudepn kukho-
Qopia Twv MONTGY evtog TG emkpateag g Kowdtnrag.
Suvenag, pe TV KadEpeon UYnAGY TPOTUNLY TOLOTITAG
Kt ac@aletag, o kowd Siafefarbvetar ot To avdphmvo
Qipa KAl T0 OUOTATIKG TOU TIOU TPOEPYOVTAL AMd ALLod0sieg
oe GA\o kpartog pENog avtanokpivoviar oTig 1dteg anartroeig
pe ekeiva mou mponAdav and aipodooia ot XGPa TOUG.

(4)  'Ocov agopd To aiia 1 Ta CUGTATIKA APATOG KOG TPATN UAN
Y& TV TAPACKEUT (QOPHAKEUTIKGV 10100KEUAOHATAY, 1|
odnyia 2001/83EK avagépetar oe peTpa mMOU MPEMEL VA
NapPavouv ta kpat peENn yie va mpohapfavetar 1 petd-
doon poluopatikav acdeveldv, ota omoia cupmephapfave-
TaL 1 pappoyn Twv povoypagiav s Eupenaikng Pappa-
Komouag kat tev cuotacenv tou Zupfouliou g Eupamne
kar e Taykoopag Opyaveong Yyeiag (ITOY) dcov agopa
v emloyr kat Tov é\eyyo Twv apodotav. Emmhéov, Ta
kpartn pén Ja mpénel va Aapfavouy pétpa yia va mpodyouy
v avtapkea e Kowodtnrag oe avdpomvo aipa 1 ouota-
TIKA Qifatog Kot va evdappivouy Tig eDENOVTIKEG Kal pn
apelPopeves Swpees apaTog Kal GUOTATIKGY GIHATOG.

(5)  Ipokeévou va eEac@aliletar OTL umapyet 100dUVALO
emnedo acQANEIAG Kal TOWOTNTAG TOV CUOTATIKGY AL{LATOG,
oMol Ki av glvat 1 OKOMOUHEVT Xpjon Toug, 1 mapovoda
odnyia Ja mpénet va Jeomioel TIG TEXVIKEG AMAITIOELS Yiat TN
oUNAOYT KaL TOUG ENEYXOUG CfIaToC Kal GUGTATIKGV aifld-
T0G, oupmepthapfavopEvey TV mMPOTOV UAGY yia TV
TAPACKEUT] QAPHAKEUTIKGOV LOI0GKEUAOHATGY. ZUVETOG, 1)
odnyia 2001/83/EK Ja mpénel va tponomoudel avaloywg.

(6)  Zuyv avakoivoon e Emtpomnig, g 21ng Aekepfpiou
1994, yia ™V ac@alelo TOV LETAYYICEGY KAl TV QUTAPKELL
oe aipa oty Euponaikn Kowotnrta, evromiletar 1 avayk
Xapang oTPATIYIKNG Yt TO Qifld, TPOKEWLEVOU Va evioXudel
1 epmiotoolv] oty ac@dhela G aluoidag petayyiong
aipatog kat va mpoaydel 1 autdpketa e Kowotnrag.

(7)  Zto yigopd tou G 2ag louviou 1995 yia v acpalela
TOV HETayyicewv Kar TV autdpkeld oe aipa oty Kot
vomta (), to ZupPovhio kéeoe v Emttponn) va umofdhel
KaTaMAnAeg mpoTacels 0To mAaicto e XApatng oTpaTIyIKiG
yia 0 aipa.

(°) EE C 164 ¢ 30.6.1995, . 1.
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(8)

(10)

(11)

(12)

(13)

Ito yhgopa tou, e 12ng NoguPpiou 1996, yia pua
OTPATIYIKY] QOQANEIAG TGV HETAYYIOE®V KAl QUTAPKELAS
aipatog oy Euponaiky  Kowotta (), to  ZupfovAio
kéAeoe v Emtpomn va umofdlel emelyoviog TmpOTACELS,
mpokelpévou va evdappuvdel 1) avamtu€n  ouvToviopévg
TPOGEYYLONG YIC TV ACQANELD TOU QLHATOG KAl TOV TPOio-
VIOV aipatog.

Tta yneiopata tou g 14ng Semtepfpiov 1993 (3, e
1816 Noepfpiouv 1993 (}), g 14n¢ Toukiou 1995 (*) kot
me 17n¢ Ampihou 1996 () yie v acpodewd kot TV
QUTAPKELX OF OHlIC PEOW EVENOVTIKOV Kai [r] apelfOpevey
atpodootwy oty Eupenaiky Kowotnra, to Eupondikd Kot-
vofouAio TOvioe T onuacia mou £xel 1 eEac@dlion Tou
uyn\otepou duvatol emmedou ao@alelag Tou ipATOG Ko
enavéhafe ™y adialemmtn unooTpiE Tou GTO GTOXO NG
autapkelag aipatog oty Kowomra.

Kata mv eknovion tev datdéenv g napovoag odnyiag,
eEA@UNoav umoY 1 YVOIN TG EMOTIHOVIKIG EMLTPOTIG Yl
Ta QappaKa Kat ta tatpka fondipata kadeg kat 1 diedvig
TIElPAL OTOV TOPEN AUTOV.

AdY® TG QUONG TG QUTOHETAYYLONG, amauteital vo efe-
Tacvel oG Kat mote da egappoloviar ot dapopes diatakels
NG mapoveag odmyiag.

Ot voookopelakes TPameles OIHATOG EIVOL VOOOKOUELOKES
povades oL omoleg ektehoLv meplopiopevo apwpd dpactn-
plotitev, anodrnkevor], Savopr kat e\éyxous cupfatotnTag.
Tpoketévou va egac@aliletar i diatipnor g motdTTag
Kat TG ao@AAElag Tou aiaTog Kat TeV CUCTATIKGOV GipaTog
oe OM] TV aluoida tov petayyiceov, Aapfdvovtag tauto-
Xpova umoyn Tov 1d10iTEPO YapakTpa Kai Ta KavrKovta
TOV  VOGOKOPEWKGV Tpanelav aipatog, da  mpémer va
£papprolovial OTIG VOOOKOHELAKEG TPATECeS atjatog HOvVov
diatakers ot omoieg agopouy TG dPACTNPLOTNTEG AUTES.

Ta kpdtn pékn da mpémel va egacpalilouvv v Umapén evog
katd\Anlou pnyaviopot yia tov kadopiopo, Ty egouato-
domon, ) dwamiotevon 1 ™ yopnynon adeiag mpoketpEvou
va eEaopaliletal OTL o1 dpaOTNPLOTNTEG TLV KEVIPWV aipia-
to¢ dtekayoviar cUpQoVA [E TIC AMALTACELS TG TMAPOUSUS
odnyiag.

Ta kpatn pen da mpEneL va opyaveavouy emDEnPT|OElS Kat
pétpa eléyyou, mou da ektelolvtan and unalAfloug mou
EKTIPOCWTOLY TNV appodia apyr, wote va efacpaliCetar 1
OULROPQP®OT TOU KEVTpOU aipatog pe T dlataels e
napovoag odnyiac.

To mpoownikd mou acyoleital jieca pe T cuNAoyr, Tov
é\eyyo, v enefepyaoia, v anodnkevon kai T davopn
TOU QIPOTOG KAl TGV OUOTATIKGV OICTOG, OMOUTEITAL Vel
dadéter ta katdhAnha mpoodvta kal va Napifdver eykaipog
mv appolouca kataption, und v em@UAatn g oxUou-
060G KOWOTIKIG VOHODESIAG Yia TV avayVOPLOT) TV enayyeN-
POTIKGOV TPOCOVI®V KAl Yo TV TPOOTacia TV epyalopé-
VOV.

74 ™G 11.12.1996, 0. 1.
68 e 4.10.1993, 0. 29.

49 ™m¢ 25.9.1995, 0. 231.
41 mc 13.5.1996, . 131.

() EEC 3
() EEC 2
() EE C 329 m¢ 6.12.1993, 0. 268.
() EEC 2
() EEC 1

(16)

Ta kévtpa aipatog Ja mpénet va deoniCouv kat va diatnpouy
ouoTpata mowdTTag, Ta omoia Ja Ka\Umtouv ONeC TIC
dpaopromreg mou kadopilouv Toug GTOXOUG Kat TIG appio-
dioteg doov agopd TV mohTiki mOWOTNTAG, KAl VA Ta
epappolouy, pe péoa, OMKc o oXedLaoHOg TOLOTNTAG, O ENeY-
Y06 motottag, 1 dacgdhion nowotmrag kat 1 fektivon g
TOLOTNTAG OTO TAIGIO TOU GUGTHHATOC TOLoTNTag, Aapfd-
VOVTOG UTIOYT TIG APYEG TGV KAVOVOV KOAAG TaPACKEUTS
KadhG Kal TO KOWOTIKO GUOTNHA aELOAOYNONG TG GULHOp-
PWONG.

Oa mpéner va deomodel &va kataMnlo clotnua yia Ty
eEaopahion e aviyveuolpoTTag Tou MAMPOUG aijatog Kat
TV OUCTATIKGY aiflatog. H aviyveuootta da mpémel va
eEaopahiCetar pe axpifeic dadikaocieg avayvopiong tou
861, Tou acdevolg kat Tou epyaoctpiou, e TV THPNON
apyelov kat pe katd Ao clotnua avayvoplong kat eni-
onpavong. Eivar endupnto va avantuydel éva clotpa 0ote
va eival duvatn) 1 povadikn kar i mapeppnveloti avayve-
PION TOV GLHOOOCIOV KAl TGV OWPEGY GUOTATIKGY ALHATOG
otv Kowotnta. Ze mepintwon e0aywyns aifatog f ouota-
TIKGOV ALIaTOG ano TPITEG XMPES, €val OKOTIHO Ta KEVIPQ
aipatog va gacgaliCouv 1odlvapo eninedo aviyveuotpotn-
Tag ota otddia mou mporyouvtal g ewaywyns oty Koi-
vomta. Ot idleg anartoel aviyveustdtTag mou oxUouy
Yo TO aifia Kat Ta GUOTATIKG aijlatog mou cUAEyovTal oy
Kowomta, da mpémer va daogahiCovtar ota otddia mou
akohoudolv v eloaywym.

Eivar okompo va Jeomiodel olvolo opyavopévev diadika-
OOV ENaypumvnonG pe otoxo Tt ouloyr kar TV aflo-
Noynon m\npogopiov yia ta avembipnta 1 anpdPienta
ouppavta 1 avudpaoeig mou mpokUmTouv and T GUANoyN
QipaTog 1) GUCTATIKOV QiflaTog GOTE va mpolapfavovtat
napopota 1 10odlvapa cupfavta 1 avudpdoes, Pektidvo-
viag €tot v ac@dheld Tov petayyioeov pe kataMnAa
pétpa. [Ipog touto, ta kpat pekn da mpémet va deomicouv
éva KOO OUGTIHA KOWOTIOINGNG TV coPaphv avemdupn-
TOV GURPAVTOV Kal avTOPAGEOY TOU GUVOEOVTAL (1€ TN GUN-
Novyn, v enekepyaoia, Tov é\eyyo, v amovnkeuon kat T
davopr) Tou aipaTOC KAl TV CUOTATIKGV ALHATOG.

Eivar okomio, dtav kowonotoUvial i QUGLOAOYIKG eupr-
pata oto 80T, va Tou TAPEXOVTAL Kal OXETIKEG GUUPOUNLS.

H olyxpovn mpaktikr petayyiong aipatog Paciletar otig
apyEc TV EVENOVTIKOV UTINPEDLOY TGV SOTOV, TG avevupiag
TO60 TOU dOT 000 KaL TOU amodékTr, TG yevvaiodwpiag
Tou 8Ot Kkat G ENNewyng kEPOOUG yia Ta Kévipa mou
EUMAEKOVTAL OTIG UTINPEOIEG PETAYYLOTG GHHATOC.

Eivar avaykn va Aapfavovar Oha ta anapaitnta petpa mpo-
KEEVOU Va TapéyovTal e ONOUG TOUG evdexopevoug doteg
QIHATOG 1] CUOTATIKGOV QIOTOG EXEYYUN OXETIKG HE TOV EPTI-
OTEUTIKO  YapakTipa kide TAnpooplag mou aQopd TV
UYElD KL TTIOU TIAPEXETAL OTO EYKEKPILEVO TPOCLTIKO, HE Ta
anotehéopata Tou eAEyXoU TG ai0dooiag Toug Kavmg Kat
pe omotadnnoTe ototyeia HENNOVTIKIG AVIXVEUCIHOTITAS TG
aipodoaiag Toug.
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SUpgova pe to apdpo 152 mapdypagog 5 g ouvdnkng, ot
datakels e mapovoag odnyiag dev Viyouv TG edvikég
drataEeig mept dwpeds aipatoc. o apipo 152 napdypagog
4 otoeio a) g ouvdnkng opiletar 0T dev eivar Suvatov
va epnodiCovrat ta kpdtn pEN) and to va datnpolv 1 va
€100YOUV QUOTNPOTEPA TPOCTATEUTIKA HETPAL OOOV APOPA TIG
TIPOJLAYPAPES TOLOTNTAG KAl ACPAAELAG TOU GHHATOG KAl TV
GUOTATIKGY TOU.

H edelovtikn ka pn apelfopevn aipodooia Jewpeitar mapd-
yov o onoiog pnopel va oupfder oty enitevén vynAav
TPOTUTOV AGPANELAG Yol TO Gipa KAl T0 GUOTOTIKA QH1aTog
KalL, GUVEMGG, OTNV TpooTacia TG avdpomvig uyeias. Oa
mpénel va unootnpiCoviar ot mpoonddeies mou katafallel
oTOV TOpER auto To Tuppoulio e Eupemnne kat va Napfd-
vovtat OAa Ta amapaitTa HETpa yia TV evdappuver| TG
edehovikne kar pr apelfopevne apodooiag, Jeomilovtag
katdMn\a pétpa kar mpotofoulies kar eEacpaliCovtag ot
ot dotec yaipouv peyalltepng dnuodotag avayvepione, avgd-
VOVTAG KAt  QUTOV TOV TPOTIO Kal TV autapkela. Oa mpemet
va Aapfavetar umoyn o opiopds tou Zupfouliou TG
Eupomnne yia v édehovrik kat pn apetfopevn aipodooia.

To aipa kai TO GUOTOTIKG OHPATOG TOU XPrjoLpomololvTal
yia Jepameutikolc 6KOmouG 1) yia T Xprjor] OF LaTPOTERVO-
Noyika pordnuata da mpémet va Aapfavovar and atopa n
KaTdoTaon e uyelag Twv onoiwv evar tétola mou dev Ja
unootel emdeivoon Aoyo e apodooiag kar mapania da
ehaylotonoweitar ke  kivduvog  petddoons  Aotpwdav
voonpdtev: kade aipodooia Ja mpémet va eAdyxetal cUpQuva
pe kavoveg mou egac@alifouv Ot €xouv Anevel Ola Ta
avaykaia petpa yia ) SlacQAaNion e UYEaG TOV aTOpeY
TIOU EIVaL aMOdEKTEG ALHATOG KAl GUOTATIKGV QLHATOG.

Supgova pe v odnyia 95/46EK tou Eupenaikoy Kowo-
Pouhiou kar Tou ZupPouliou, e 24n¢ Oxtwfpiov 1995,
Ylo TV TPOOTACIL TWV QUOIKGY TPOCKTWY EVAVTL TNG EMe-
Cepyaoiag dedopévewv mpocwmikoU Yapaktipa Kai yia Ty
ehelvepn kukhogopia twv dedopevav avtav (1), ta dedopéva
TOU QOPOUV TV UYELD EVOG TOHOU TIPEMEL VO UTIOKEWVTAL
g evioxupevn) mpootacia. Qotoco, 1 odnyla aut) ka\Umtet
HOVO Ta MPOcwNIKA dedopéva Kat OXL aUTA TOU £XOUV KaTa-
otel avevupa. Tuvenag, 1 mapovoa odnyia Yo mpémer va
€100YEL TPOCUETA EXEYYUA MOTE VA AMOPEUYOVTAL OTOIECOT-
TOTE [ EYKEKPIHEVEG aANayEG oTa HNTPOA TV atpodoothv
0 ota apyeia enegepyaoiag 1 1 aveu adeiag kowoAoynon
TIA|POQYOPLOV.

H Emtponr da mpéner va efovotodotiel va Deomiler te-
XVIKEG AMOUTIOEIG KAUMG KAl TIG TUXOV OMAUTOUHEVEG TPOTO-
TIOOEIG AUTAV KAl TOV TAPAPTIHATOV OOTE var Aapfavetat
UTOYT) 1] EMGTHOVIKT] KO TEXVIKT] TPOODOG.

Katd tov kadopiopo Tov TEYVIKOV anaLtoeny Kat Ty mpo-
cappoyn oty mpoodo Vo mpémer v Nappavetar umoyn 1)
ovotaon tou Zupfouliou, e 29ng louviou 1998, yia vy
kataAn\otTa tev Sotov aipatog kar MAACHATOG Kal TOV
éheyxo ¢ apodooiag oty Eupemaikn Kowodtta (3), ot
OYeTIKEG ouoTacels Tou Zupfouliou g Eupamne kat g
[10Y, kadag kat ot evdelgels v appodiwv EUpOTAIKGOV
0pYAVOV Kal 0pYavOeE®Y, OTwG ot povoypagies s Eupo-
naikng Gappakonoag.

L 281 g 23.11.1995, 0. 31.

L 203 mg 21.7.1998, o. 14.

(28)

(31)

(32)

(33)

Eivar avaykaio va tidevtar oty dddeon g Kowotrag ot
KaAUTEpES duvaTég emotnpovikés GUHPOUNEG OYETIKA e TNV
AcQANELD TOU GUHATOG KAl TGV OUOTATIKGV aipatog, 1dieg
000V agopd TV mpocappoyn TV dataéeny ¢ napoloag
odnylag oty emoTHOVIKY Kat TeRViKi mpdodo.

Ot Sokipéc Da mpemet va ekteNolvTal oUEQovVa Le TG TAEOV
TPOGYATEG EMOTIHOVIKEG Kat TEVIKEG dadikaoieg mou avti-
KaTonTpilouv TG KaNUTEPEG OUYXPOVES MPAKTIKEG OTIWG TPO-
odlopilovtal, avadempolvtal TAKTIKA Kal EMKALPOTOIOUVTaL
ato mhaioto mpoogopns dadikactag dafoudeuong epmelpo-
yvopovev. H ev Aoye Swdikacia enavegétaons da mpémel
emmAéov va Aapfaver Sedviog umOyn TV EMOTNHOVIKY
mpoodo OGOV aQPOpA TV AViXVEUOTN), OmEVEPYOTOINON Kal
ebovdetépwon madoyoveov mapaydviey Tou Pmopouv va
petadodouy dia G petayyioene.

Ta avaykaio péTpa yia TV epappoyr] e napovoag odnyiag
Ya mpénel va deomodolv obpgova pe v anogaot 1999/
468/EK tou Zupfouliou, g 28ng louviou 1999, yia tov
KaDoPLOPO TV 0PV AOKNONG TOV EKTENEOTIKOV apHodIOTH-
Tev mou avativevtar oty Enttpor ().

Tpokelpévou va evioudel 1) anoteAespatikr] UNomoinon tev
datdEewv mou JeoniCovrar duvapel e mapovoag odmyiag,
evdetkvutar va mpofhegdouv kuphoelg mou Ja emPalhovrat
anod Ta kpatn péAn.

Aedopévou OTL 0L gTOYOL TNG MAPOUGAG 0dMyiag, fToL 1] GUp-
BOAM 0T YevIKT EPUMOTOOUVI TOGO TNV TOLOTNTA TOU TPO-
OQEPOLIEVOU QI{IATOG KOl GUOTATIKGY GIHATOG 06O Kai OTNV
mpootacia TG vyelag tov dotev, 1 emitevén autdpkelag
QifaTog G€ KOWOTIKO €minedo kat 1 evioyuon TG epmi-
0TOOUVIG 0TV AcQANEX TG aAUGIdAG HETAYYLONG atjaTog
petafy tev kpatev pelov, evar adlvatov va emtevydolv
Enapkag and ta kpatn pEAN kat duvavial, cuvenoc, Aoyw
TOV OLACTAGEWV 1] TOV ATOTENEGHATGY TOUG, Va UNomotdouy
kaAUTepa oe kowotikO eminedo, 1 Kowodmta pmopel va
Ueomioel HETPA CURPOVA [E TV apyr] TG EMKOUPLKOTITAG,
onwg opiletal oto apdpo 5 e ouVINKNG. SUpQLVA HE TV
apx ™G avaloykottac, onwg opiletar oto &V Aoyw
apdpo, n mapovoa odnyia dev umepPaivel Ta avaykaia Opia
ylo TV €nitevén TV OTOXOV aUTOV.

H eudlvn] yia v opyaveon tev ummpectov vyelag kat Ty
napoy atpikng mepidayng da mpémet va ebakoloudnoel va
EVATOKELTAL € KAVE KPATOG HENOG,

EEEAQXAN THN ITAPOYZA OAHITA:

KEDOAAAIO 1

TENIKEY AIATAEEIX

‘Apipo 1

Ttoyot

H mapovoa odryia deomilet mpodTUna moLOTTAG KAl AcGANELag yia

T0 avdpenIvo aijia Kol T GUGTATIKG Qiflatog, TPOKEHEVOU Va e6a-

o@aliCetar uynho eninedo mpootaciag g avdpenivig uyelag.

() EEL 184 m¢ 17.7.1999, 0. 23.
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‘Apdpo 2 1) «ZoPapr avemdupnm) avtidpacr»: pia aveu mPovEcEns avti-

' ' dpaon tou 8ot 1) Tou acdevoug 1) omoia oXeTICETAL PE T GUA-

Tedio egappoyic oy 1 T petayylon alpatog 1) GUGTATIKGY GIPATOG Kal 1)

1. H napotoa odnyia epappoletar ot sul\oyn kat Tov é\eyyo
TOU AVIPOMIVOU AILATOG KAl CUGTATIKOV GHHATOG, OOt KL av elvat
1 mpotwépievn xprior Toug, kadag kat oty enekepyaoia, TV anovn-
KEUOT| Kat T dlavopir] Toug OTav autd mpoopilovral yia Hetdyyion).

2. Ot 7o aipa ke @ oUOTATIKG aipatog cUNAEyovtar Kat
eENéyyovTalL, e amOKAEIOTIKO OKOTO Tr XPMOLHOToinor Toug yia
QUTOHETAYYLOT), KOl QKOG EMONUAIVOVTAL TPOG TOUTO, Ol OXETIKEG
TIPITEES ATOITIOELG TIPEMEL VL VAL CUHQOVEG TIPOG TIG ATALTIOEIG
mou avagépovtal oto apdpo 29 ototyeio ).

3. H napovoa odnyia epappoletar pe vy emguAabn tov odn-
yiby 93/42[EOK (), 95/46/EK xar 98/79[EK ().

4. H mapovoa odnyia dev epappoletar ota fhaotikd kuttapa
TOU QHATOG.

‘Apdpo 3
Opiopoi
T'a toug okomoug g mapovoag odnyiag, voouvtal Kg:

a) «Alpor: to mApec aipa mou ouNAéyetar amd évav doT Ka
umofaN\etar oe enefepyaocia eite yia petdyyion elte yia
TEPAITEP® TIAPAUOKEUT).

) «Zuotatiko aipatogy: éva JepameuTikO GUOTATIKO TOU GLHATOG
(epudpd arpooaipia, Aeukd aitooaipia, atponetdhia, TAAoHa)
TOU pmopel va mapaockevaetal e dapopes Hedodouc.

y) IIpoiov aipatogy: kade Depameutikd mPoiOV TOU TPoEpyeTal
anod To avdpenivo aipa ) TAaod.

d) «Autopetayyton»: petayyion oty onoia o dOTNG KAt O amoO-
d¢kne eivan o 1810 dtopo kar oty omola xprjoiponoloUvTaL
TPOANOUNKEVIEVO Cifla KAl TPOIOVTA CfLATOC.

€) «Kévtpo aipatocr: kade dopn 1 @opéag mou eivar umelduvog
yia onowadnnote mTuxr TG oUNOYNG Kal Tou ENéyyou Tou
avIpOMIVOU CHRATOG 1] TGV GUOTATIKGY ALlaTog, Omotd Ki av
glvat 1 GKOmMOUpEVN] Xprion Toug, Kavmg kat g enefepyaoiag,
NG anodnkevong kat g Slavopng Toug dtav mpoopiloviar yia
petdyytorn. O mapdv opopog dev kaNUTTEL TIC VOGOKOHELOKES
Tpamneles aipatog.

o1) «NOGOKOHEIOKN TPATELA QIHATOG: VOGOKOHEIKN Hovada
onola anoUnkelel, diavépel kar propel va dievepyel eNéyyoug
oupfatoTTag aiatog Kal GUOTATIKGY GLHATOG GMOKAELOTIKA
yia Xprior] €VTOG TOV EYKATAOTACEDY TOU VOGOKOHEIOU, GUITE-
pthapfavoptvey Tov SpacTiploTTey HETAYYIONG TOU VOGOKO-
petou.

() «ZoPapo avemuunto cupPavs: kdde aTUXEG TEPLOTATIKO TO
onolo ouvdéetar e T cuNoyr, tov é\eyyo, Ty enefepyaoia,
TNV MOVNKEUGT) KAl Tr dlavOpr] GPaTOG KAl CUGTATIKGOV GHHa-
TOG, Kal T0 0noio da Hmopoloe va mPokalésel To davato, va
aneioet ™ Lo, va TPOKANECEL avammpia 1 aviKavoTnTa eV
AGUEVOV 1] TO OTOI0 €El G AMOTENEGHA T} TIAPATEIVEL TN VOOT]-
\eia 1) ™ voonpoTTa.

(") Obdnyia 93/42/EOK tou Suppouliou, g 14n¢ lovviou 1993, mept twv
atpoteyvoloyikav mpoiovtev (EE L 169 g 12.7.1993, 0. 1) odnyia
onwg Ttporonoujdnke Ttelevtala amd v odnyia 2001/104/EK tou
Euponaikoy Kowogou)\iou kat tou Zuppouliou (EE L 6 g 10.1.2002,
0. 50).

Odnyia 98/79/EK tou Eupwnaikoy Kowofouliou kat tou Zupfouliou,
me 2716 OktoPpiov 1998, yia ta atpotexvoloyikd fondnuata mou
xpnotonotovvtar ot didyveon in vitro (EE L 331 g 7.12.1998, o.
1).

—
.

onoia eivar Javatngopa, amehnukr yia ™ Cor, mpokalel
avamnpia f avikavoTta 1 £Xel ©¥G anOTENECHA 1) TApATELVEL T
voonAeia 1 T voonpotra.

=

«ATENEUDEPWOT]  CUOTATIKGV  aipatogy:  dadikaocia pécw g
onolag eivar duvat 1 Gpon TG KaApavTivag evOg GUOTATIKOU
aipatog PECw TG XPNONG CUOTNHATOVY Kat Sladikactev mou
eEaopaliCouv Ot to TEAkO mPoidv mApol Tic mpodiaypages
ane\eudépuong.

-
=

«ATIOKAELOpOG: avaotolr] g emhefiotTag evog atdpou va
dwpilet aipa 1) oUCTATIKG AHATOG 1] AVAGTOAN QUTY UMOpEL va
€lvaL ETE [LOVILN EITE TPOCWPLVT].

=

«Atavoprp: 1 mpan e mapadoons aijlatog Kal GUGTATIKGY
aipatog oe aN\a KEVTpa aipatog, VoooKopELakes Tpaneles aipa-
TOG KOl TAPACKEVAOTEG TPOTOVIWY TIPOEPXOHEVOV Ao TO Cipial
Kkat to mhaopa. Aev mepNapPavel v mapoyr aipatog 1 ouoTa-
TIKOV AIPATOG Yia HETAYYLON).

1,

—
=]
=~

«Awpognaypumnvnonp:  oUvolo  Opyavepévey  dladikaclov  emt-
TNPNONS OXETKA pe cofapd avemDdupnta 1 anpofAenta oup-
Bavta 1 avudpaoeig otoug doTes 1} Toug amodéktes kadvg Kat
pe v emdnpiodoyikr mapakoAoudnon tev S0Tev.

=

«Emedpr|on»: EMONHOG KAl OVTIKEWEVIKOG ENEYXOC, oUpQuvVa
PE Ta eykekplpéva mpoTuma, yia Tty aflo\oynon e Thpnons
NG MaAPoOUGaG 0dNylag Kat ANV OYETIKGY VOHOVETIKGY pUIpL-
GEWV KOL Y10 TOV EVTOTIOHO TMPOPANHATOV.

1y

Apdpo 4

Y\oroinon

1. Ta kpatn pen opiCouv v 1 TG appodieg apyés mou QEpouv
0V eudlv] yla TNV UNOTIOINOT TGV ANAITHOEGY TG Tapouoas odn-
yiag.

2. H mapovoa odnyia dev eumodiler éva kpatoc pélog va
datnpel 1) va eloayel oTV ENKPATELL TOU AUOTNPOTEPC TPOOTATEY-
TIKA PETPA TIOU GUPPOp@®VovTaL fe Tig dtataelg g ouviikng.

Eidikdtepa, ta kpdt péNN Umopouy va e16AyOoUV QnalTOELS YL TV
edehovrikny kar pn apetfopevr apodooia, ot onoieg mephapfavouy
TV anayopeuct] 1 TOV MEPIOPIOHO TWV EICAYWYGY Oi1aTog Kat
ouoTaTIKGY aipatog, yia va eEaogakiodel uyn\o eminedo mpoota-
olag G Uyelag Kat yl va emteuydel 0 oTOX0G MoU opiletar oTo
apdpo 20, mapaypagog 1, epocov Trpouviar oL Opol TG
ouvdnKg.

3. Katd wpv ektéleon tov Spactnplotiev mou KaAumtovtal
and v mapovoa odnyia, i Enttponr| propel va mpoogevyel ot Te-
xvik ffkar Sk Pordeia mpog aporfaio dgeNog g Em-
TPOTNG KAl TOV dKaoUywv, G€ 0,TL aQopd Tov TPocdIopLopd, TV
mapaokeur, T dayeipion, ™V mapakolotdnon, o AoyloTtikd Kai
drowkntikd é\eyyo, kadh kat g danaves unootpiéng.
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KEOAAAIO 11

YIOXPEQXEIE TON APXQON TON KPATON MEAON

‘Apdpo 5

Aropropog, eEovotodotnon, dwamiotevon 1 xoprynon adeiag
oTa KEVIpPA aipaTog

1. Ta kpam pékn ebacgaliCouv oL o1 dpactnpOTTEG Ol OYE-
TIKEG pe T oUNAOYN Kat Tov €Aeyyo TOU avDpOMIVOU GLHATOG Kat
TOV OUOTATIKGV GIHATOG, OTOlL KL Qv €ival 1) GKOTOUMEV Xprion
TOUG, KAW®G KAl L€ TNV TAPAGKEUT], TV AmOVKeUoT Kat T dtavop
TOUG, OTaV aUTA TPoopilovtal yia HETAyyion, avalapfavovral
povov and To KéEVIpo aipatog To omoio £xel opiovel, eEoucto-
domvel, damiotevdel 1 oto omoio €el yopnyndel adewa amd Ty
appodia mpog TouTo apxiy.

2. T Tov okomd TG mapaypdgou 1, TO KEVIPO aipaTog
umofaNAer oty appodia apyr tig mAnpogopies mou anapwpouval
ato mapaptpa L

3. H appoda apyn, agou efakpifacet av to kévipo aipatog
CUHHOPYAGVETAL TIPOG TIG AMAITACELS TG TMapousag odmylac, emi-
ONHAIVEL OTO KEVTPO QI[IATOC TOLEG dPpacTNPIOTNTEG UMOpel va ava-
NapPavet kat uno moloug OpouG.

4. To kévtpo aipatog dev avalapfavel kapia ouclaOTIKY HeTa-
BoAr Spactiprotitev Ywpic mponyoUpev] ypamt €ykpion ano
HEpouG NG appodiag apyne.

5. H appodia apyn pmopet va avactéNet 1} va avakalel tov dto-
plopo, v egouctodoton, T dwamiotevon 1 v adela kévipou
AipaTog €QOCOV 1) EMWEMPNON 1] TA HETPA ENEYXOU AMOOEIKVUOUV
OTL TO KEVIPO QHHATOG OEV GUUHOPPAVETAL TPOG TIG ATCALTHCELS THG
napovoag odnylag.

‘Apdpo 6
Noookopstakic Tpaneles aipatog
To apdpo 7, to apipo 10, to apdpo 11 mapaypagog 1, to apdpo

12 napaypagog 1, to apdpo 14, to apdpo 15, to apdpo 22 ka
T0 apupo 24 epappolovtal oTic VOsoKopelakés Tpameles aipatog.

‘Apdpo 7
ArotaEeic yia Ta vQIoTApEVA KEVIPA QipPATOC

Ta kpartn peEN) pnopolyv va ano@acilouy T datipnor v VKoV
TOUG OlaTaEewy TOUG €Ml evvéa [VEG HETA TNV THEPORNVIQ TOU
opiCetar oto apdpo 32, £ToL MOTE TA KEVIPA ALHATOG TOU AerToup-
YOUV duVapiel TG €DVIKNG TOUG VOROUEDIAG Val HTOPEGOUV Ve GUL-
popewdolv TPOG TIG anaITHoELS TG Tapouoag odmyiag.

‘Apdpo 8

Emdeopnon kar pétpa ehfyyou

1. Ta kpatm péNn peppvolv wote 1) appodia apyr va Stopyave-
vel emepnoels kar katdAnAa pétpa eAéyxou ota KEvipa aipatog
oote va efaopaliletar 1) GUPHOPY®OT) TPOG TIG ATAITHOELS THG
napovcag odnyiac.

2. O emdewprjoeig kat Ta PETpa eAEyyoU dlopyavavovtal Ta-
Kuka and v appodia apyn. To daotua petafy dvo emDewpn)-
OELV Kl PETPOV eAEyXou dev mpémel va umepPaivel ta Svo ).

3. Avutéc ot emJenprioels Kat pEtpa eAEyyou ekteholvial amod
unaA\ifloug ot omoiol ekmpocwmoUy TV appodia apyn kat ot
onolot mpémel va eivat eEouctodotnpévor:

a) va enenpolv Ta KEVIPA aiplatog Kaveg Kat TG eYKATACTACELS
TPITOV OV EMKPATELL THG, OTA Omoia 0 KATOXOG Tou dtopt-
opov, ¢ ekouatodotnone, g diamioteuong 1 G adetag mou
avagepetal ato apdpo 5 £xet avadéoel T diebaywyn Sadikaciwv
akto\oynong kat e\éyyou, cupgova pe to dpdpo 18-

) va mpaypatonotolv detypatoAnyies yia ekétaon kar avaluon:

y) va eetalouv kave Eyypago mou £XEL OYEOT L€ TO CVTIKEIHEVO
e emvedprong, und Ty em@UNabn Tov dwtdbewv mou
oxUouv ot kpaT pEN Kkatd Tov Xpovo évapkng 1oxlog g
napovoag odnyiag kat ot onoteg meptopilouv Tig eEouoieg auteg
060V aQopa TNV mepLypagr] g pedodou mapackeur|s.

4. H appodia apyn opyavéver emdewprioels kar aMa pétpa
e\éyxou, Onwg appolel, otV mepinTwon mou kowonoteitar coPapd
avemupnto cupfav 1 avtidpaon 1 umoyia TOUG, CUPPWVA HE TO
apdpo 15.

KEOGAAAIO 1II

AIATAEEIX I'TA TA KENTPA AIMATOX

Apdpo 9
Ynedduvog

1.  Ta kévipa aiplatog opiCouv atopo (amokahoUpevo eQeEng
«MelIUVOG»), TO OTOIO EVAL EMPOPTIOHEVO pE T EENGC:

— va pepipva Gote i ouNoyn kat 0 e\eyyog kade povadag aipa-
TOG 1] GUOTATIKGV CQIf1aTOG, OTOWL KL GV EVAL 1] OKOTOUEVN
xprion toug, kadag kai 1 enekepyaoia, 1 anodnkevor kat 1 dta-
vopr] Toug Otav mpoopilovtar yia petayyior, va deEayovral
oupgova j1e 6oa opilel i woyvousa vopodeoia ota kpatn péAn,

— va mapgxet oty appodia apyn minpogopies katd ) dadikasia
dopiopov, ekouciodomone, diamiotevong 1 yopriynong adeiag,
Oneg anarteital oto 4pvpo 5,

— va vlonotel Tig anartioels tov apdpov 10, 11, 12, 13, 14 ka
15 oto Kkévtpo aipatog.

2. O umetduvog mpénel va Sadétel touldyiotov ta €Eng mpo-
covTa:

a) va elvar katoyog dmhepatog, motonowtikol 1| GANou Tekpr-
plou emionung ekmaidevong otov TopEa TG 1ATPIKNG 1) Twv fio-
NoyIKGV emoTpov, To omoio Yopnyeitar pe TV oAokMpwor
TAVENOTNHIAKGY OTOUdGY, 1 Hadnpdtey mou avayvepiloviat
06 100TIpa and To olKelo kptog pENoc:
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B) va éxer diety Touhdyiotov petamtuyiakr mpoUnnpecia Ge GYETI-
KOUG TOHEIG OE €va 1) MEPIGOOTEPC KEVTPA EYKEKPLHEVE IOl TIV
avéAnyn dpaoctnprottey mou oxetilovtar pe T ouN\oyr f/kat
TOV é\eyY0 aVDPOMIVOU GHIATOG KAL CUGTATIKGY QI{LATOG, 1) TV
TAPACKEUT), TV AnOVIKEVOT] Kal T SLavopr] Toug.

3. Ta kadnkovta mou mpopAénovtal oty mapaypago 1 pmopolv
va avatideviar e aM\a dtopa mou mpémer va dtadétouy, AOyw
KATAPTLONG KL TMEPAG, T TPOsOVTA yia TV EKTENEDT] TOV KADNKO-
VIOV QUTGV.

4. Ta ké&vipa GIPATOG KOWOTIOOUY OTIv appodia apyr o OvVopa
Tou umeuduvou mou mpofAénetal ot mapdypago 1 kat Tev AANwv
atopev mou mpofAémoval oty mapaypago 3 cuvodeudpeva and
TAPOQOPIEG YioL T CUYKEKPIpEVA KadnKovTa yio Ta omola ivat
unevduva.

5. Ymv mepintwon mou o umelduvog 1 Ta AMa dtopa mou
npofAénovtat oty napaypago 3, avtikadiotavial HOVIHA 1) TPOCK-
PV, TO KEVIPO QUHATOG QVAKOIVMVEL APEGKG OTNV appodla apyr to
OVOpa TOU VEou UMeLdUVOU Kat TNV Niepopnvia évapéng tov kadn-
KOVIWV TOU[TNG.

Apdpo 10
[pocoemiko

To mpoownikd mou acyoleitar dpeca pe T cUANOyT, Tov E\eyyo,
™V enegepyaota, TV anovikevon kai T diavopr) avdponivou aipa-
TOG KOl OUOTATIKGV QIfATOG TIPEMEL Vo EYEL T TPOCOVTA TOU Elvait
anapaitta yia Ty eKTEAEON TV KAUNKOVIGV QUTGY KAl va Tou
napéyetat éykatpr, KatdAAN\) Kat TaKTikd eKoUYXPOVIGHEVT KATAp-
oM.

KE®AAAIO IV

AIAXEIPIZH THX ITIOIOTHTAX

‘Apdpo 11
TooTpa TOLOTNTAC Yo Ta KEVIPA QipaTOg

1. Ta kpatn pekn NapPavouv Ola ta avaykaia HETPA MPOKELHE-
vou va gacpaNilouv ot kade kévipo aipatog Jeomiler kat diatnpet
éva GUOTIHA TOLOTNTAG Yia Ta KEVIPA GIHaTog, To omoio faciletat
OTIG APYES TG OPUNG MPAKTIKIG.

2. H Emtpon kadopiler ta kowotkd mpotuma kat mpodia-
YPAQES TOU avagEpovTal oTo apdpo 29 GTOWEIO 1)) OXETIKA [E TIG
dpaotnproTeg mou oyetiCoviar e GUOTIHA TOLOTIKOU EAEYXOU Kat
TIG omoieg mpémet va dieEayel éva KEvipo aipatog.

Apdpo 12

‘Eyypaga

1. Ta kpatn pekn AapPavouv Ola ta avaykaia pETpa mpokelpé-
vou va ekaogaliCouv 0Tt Ta KévTpa aipatog POV £yypaga oye-
TIKA e TG Nertoupyikes dladikacies, TG Kateuduvtipies Ypappes,
T EYXEPIOI KATAPTIONG KAl avVaQOPAc, Kaddg Kat Ta Eviuma ekvé-
OEOV.

2. Ta kpatn pékn Aapfavouv 0Aa ta avaykaia pétpa mpoKeljé-
vou va eEaogaliCouv ot ot umdAnhot mou eivan eEouciodotniEvor
e T dievépyela emMUEMPT|OERY Kl HETPGY ENEYXOU, OMwG TpofAéne-
a1 0T apupo 8, £xouv mpocPaocn ota Eyypaga autd.

‘Apdpo 13
Trpnon apyeiov

1. Ta kpau] peNn Aapfavouv Ola ta avaykaio pétpa yia va
ekaogaliCouv ot ta kévtpa aipatog Tpolv apyela pe g mAnpo-
Qopleg MOU anartouvtal cURQva e ta mapaptipata I kat IV kat
duvaper tou apdpou 29 otoryeia f), y) kar d). Ta apyeia avtd
guhacoovtat ent 15 €t touldytoTov.

2. H appodia apyn wmpel apyeia pe ta dedopéva mou Aapfaver
ano T KEVIpa aipatog cupgova e Ta apdpa 5, 7, 8, 9 kat 15.

KE®AAAIO V
AIMOEINATIPYTINHEH

‘Apdpo 14
Avixvevopotnta

1. Ta xpatn pekn NapPavouy Ola ta avaykaio HETPO TPOKELHE-
VOU va €5acQaNiouV 0Tt TO aifld Kal Te GUCTATIKG TOU GIHATOG
nou ouN\éyovtal, eNéyyovtat, umopahovtat oe enebepyaoia, anodn-
kevovtal, amehevdephvovtar ffkar Slavépoviar OTV  EMKPATELN
TOUG, PMopolV var avixvelovtal and to doT| otov anodekt) kat
aVTLOTPOPHG.

T to okomd autdv, ta kpdtr pekn eEacpaliCouv Ot ta Kévipa
aipatog epappolouv éva cuotnpa avayveptong kide aipodooiag
Kar ke povadag aiflatog Kai GUOTATIKGY GIHATOG, TO OMOio va
EMITPENEL MANPOG TOV EVTOMIORO TOU 80T Kadog Kkat TG HeETay-
YionG Kat Tou oxetikoU anodékt. To cUotnua mpemet va avayvepi-
(et Katd ) mapeppnveLoto TPoNo kade empépous atpodooia kat
wWno ouotatkol aipatog. To cvotnua autd deomiletar oUpQuva
JIE TIG AMAITHCELG TOU avagEpovtat oto apdpo 29 otoiyeio a).

'Ocov aQopa To aifla Kat T GUOTATIKG GIIITOG TOU ELGAYOVTAL and
TPITEG XWPEG, T KPaTN 1ENT eEac@alilouy OTL TO GUOTIHA AVaYVe-
PLONG TV attodoTeV, TO OMmoio MPEmeL va eQappolouy Ta kévipa
QiHaTOC, EMLTPENEL I6OOUVALO EMIMEDO AVIXVEUGIHOTITAS.

2. Ta kpdtn pen Aappavouy Oha ta avaykaia HETPa TPOKELE-
vou va eEaogalifouv 0Tt To cUGTNHA TOU XPTOIHOTIOLEITAL YiaL TV
EMONAVOT) TOU QIHATOG KOl TOV CUCTATIKGOV (IHATOG T Omoia
ouM\éyovtar, e\éyxovtar, umofdM\ovtar e emegepyaoia, amodn-
kebovtar, ameheudepovovian Mkt Siavépoviar oty EmKPATELL
TOUG, €lval OUHYOVO TPOG TO GUCTIHA AVAYVAPIOTS TIOU AVAPEPETAL
oV Tapdypago 1 kat TrPEl TIG AMAITIOEIS ENGNHAVOTG TOU ama-
pwpouvtal oto mapaptpa IIL

3. Ta Sedopéva mou amartolvtar yia AP AVIXVEUOLHOTITA
oUPQOVA 1€ TO MapOV ApIpo MPEMEL Vo QUAACCOVTAL Yid XPOVIKO
daotua toukdyiotov 30 etov.

‘Apdpo 15

avemdopnTev
avuidpaoeov

Kotwvomoinen  cofapov oupfaviov  kat

1. Ta kpd pékn e€aopaliCouy ot

— ta wyov ocofapd avemdUpnta oupfavia  (atuyhpata Kol
ogaliata) ta onoia apopouv T cuNNOYT), Tov ENeyyO, TNV €e-
Eepyaoia, v anodrkevon kat T davopr] Tou QiHATOG KAt TeV
GUOTATIKGY AL{LATOG KAL TC OTIOIL EVAL dUVATOV VO EMNPEAGOUV
TV TOWTTA KAl TV aoPANEld TOuG, Kaddg Kal oL Tuyov
cofapéc avemdUpntes avidploelg oL omoieg mapatnpouvTal
KATA 1) PETA TV [ETAYYION KAl Ol OTOlEG UMOpouv va anodo-
dolv oV mowdTTe KAl TNV aoQAAEld TOU QLHATOC KoL TGV
OUOTATIKGY GHIATOG, KOWVOTOLOUVTAL OTIG appodies apy,
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— ta kévipa alpatog dwadétouv dadikacia mou emTpémel TNV
enakpifr), anoteleopatiki kat enakndevoipn andcupon and
dlavopr] ToU alfaTog 1) TV GUOTATIKGOV GIHATOS TTOU GUVOEOVTAL
JIE TV TPOAVAPEPOHEVT] KOWVOTIOINOM.

2. Ou cofapég avemdupntes avudpdoels kar oupfavia Kowo-
motoUvtal oUpgeva pe T dadikacia kat T popgr) kowomnoinong
Tou avagépovtal oto apdpo 29 otoryeio V).

KEOGAAAIO VI

AIATAEEIX I'A THN ITOIOTHTA KAI THN AX®AAEIA TOY AIMA-
TOX KAI TON ZYXTATIKON AIMATOX

‘Apdpo 16
[apoxn mAnpo@opiov otous unoyn@ious doteg

Ta kpatn pékn eacpaliCouv Ot oe OAOUG TOUG UTOYNPLOUG dOTES
Qlpatog 1 ouoTaTKGV aipatog oty Kowotnta mapgxovar ot
n\npogopieg mou mpoPAénovtat oto apdpo 29 ototyeio f).

‘Apdpo 17
IM\npogopiec mov mpémer va napexouv ot §0teg

Ta kparn pen AapPavouv Oha ta avaykaia petpa yia va eEacali-
Couv Ot O\ot ot doteg oty Kowodtnta, epdoov dnhacouv ot ivat
TPOJUROL Va dGGOUY aifld 1| GUCTATIKG QiflaTo, TAPEKOUV OTO
KEVTPO aipatog Tig mAnpo@opieg mou mpofAénovtar oto apdpo 29
atoiyeio ).

‘Apdpo 18
En\e&ipotta Sotdv

1. Ta kévipa aipatog efacgalilouv ot umapyouv dadikaoieg
ak1o\Oynong yia 6AoUG TOUG SOTEG AIHATOG KAl GUOTATIKGY ALHATOG
kat ot mAnpouvtar Ta kprtipia yia atpodooia mou mpofAénovrat
oto apdpo 29 ototyeio J).

2. Ta anoteléopata g aftoNoyneng tou 60t kat twv diadika-
OLOV EAEYYOU TEKHNPIOVOVTAL Kol KADE ONHAVTIKO 1] QUOLOAOYIKO
eupnpa Koworoteital ato dOT.

‘Apdpo 19
E&étaon tov Sotov

Mia ekétaon tou 80T, mepthapPavouca epOTHATOAOYIO, TPAYHA-
Tonoteital mpwv and kave aipodooia 1 Swped ouoTATIKGY aipAToG.
Evag adikeupévog emayyelpatiag otov topéa g uyelag elva ent-
QOPTIGHEVOG, 181mG, yia TV Tapoy) oToug dOTeG Kat T ouNAoyr
and autols TV TAPOPOPLOV MOU Elval AMAPALTITEG TPOKEEVOU
va aglohoyndel ) emAeEpoTTd TOUG v KATaoTouv dOTEG Kat Kpivel
avalOywGs £av autol eivar emAEEpoL

‘Apipo 20
Edelovriki kat pn apefopevn apodooia
1. Ta xpam pé\n AapPavouv ta avaykaic pétpa yia va
evdappivouy Tig edehovikéc kar pr apelfopeves aipodooies, fie

OTOX0 V& €5acQaMiouv 0Tt TO aifld Kal TO GUGTOTIKG GIHATOG
ouA\EyovTal katd To duvatdv anod TETOLES IL0dOCIES.

2. Ta xpatn pehn vnoPailouv exdéceig oty Emttponi) oyetikd
pe Ta pétpa autd Svo xpovia petd v évapén oxog e napoveag
odnylac, kot oty ouvéela kade Tpia Xpovia. Baoel autev Tov ekde-
oeov 1 Emtponr) avakowaver oto Eupenaikd Kowvofouhio kat to
TupfoUAhio 0100NMOTE AMAPAITTO VEO HETPO TOU TPOTIVETAL VA
Aafer o€ Kootk eminedo.

‘Apdpo 21
'EAeyxog tov aipodocidv

Ta kpatn peln eEaogaliCouv on kide dwped aipatog Kal oUOTA-
TIKOV APATOG ENEYXETAL OUHQOVA L€ TIG OMOITHOELS TOU amapid-
polvtat oto mapaptpa IV.

Ta kpartn peNn e€ao@aliCouy OTL To aifie KAt e GUOTATIKA ALHATOG
mou ewayoviar oty Kowotta ehéyyoviar oupgova pe g anat-
THoelg mou anappolvtal oto mapaptna IV.

‘Apdpo 22
Tuvdijkeg anodijkevong, petagopac kat Savopuris

Ta kévipa aipatog eEaogaliCouv 0Tt o1 cuvinkes amodnkeuons,
LETAQPOPAG Kat SIaVOHNG TOU GIHATOG KAl TOV GUOTATIKGOV QLHATOG
TNPOLV TIC AnaIToelS mou mpofAénovial oto apdpo 29 OTOLXEIo €).

‘Apdpo 23

Anartijeeig modTTAG KAl ACQANEING YO TO Qipd Kot TO
GUOTATIKA OHpOTOG

Ta kévipa aipatog eEaoaliCouv OTL 0L anMALTOES TOIOTNTAG KAl
ao@aleiag yia To oipa Kol T OUCTATIKA Giatog TANpouv Ta
VYNNG mpoTUNIA oUpQVaE (e TIG anatioels mou mpofAénovtat oto
apdpo 29 otoryeio ot).

KE®AAAIO VII

IPOXTAZIA AEAOMENON

‘Apdpo 24
[poctacia Tov dedoptvev kat epmotevTikdTTA

Ta kpatn péhn Aappavouv Oha ta avaykaia petpa yia va eEac@ali-
Couv omt Oha Ta dedopéva, CUHMEPINAHPAVOHEVOY TOV YEVETIKGY
TAIPOQYOPLOV, T OTOIa GUYKEVTPGVOVTAL 0T0 TAaiclo Tou mediou
€QAPHOYNG TNG mapovoag odnylag, Kat oTa omoia £gouv mpocfaot)
TPITOL, €(OUV KATAOTEL AVOVURA (OTE va v etvar duvatr] mAéov 1)
avayvepion tou dom).

Ipog to oKomd auTov, Ta kpat pENN ecacpaNilouvy ot

a) appavovtar pétpa yia va eEaopaliCetar 1 acpddeia TV
dedopévev  kar va epmodiloviar TOGO 0L HI  EYKEKPLLEVES
TPOOUNKES, OlAYpaPES 1) TPOMOMOU|OEIS TV dedOpEVLY TOU
TEPIEYOVTAL OTOUG PaKENOUG TV doTmv 1 ot apyeia anokAel-
opov, 60 Kkat 1 pn eykekpievn petafifacn mnpogopiav:

B) 1oxouv dradikacteg yia v eniluon mepimtdoewy avakoloudiag
dedopévav:

y) dev yivetar pn eyKekpipevn amokaluyn mAnpo@opiay, dac@ali-
{oVTag TauTOXPova TNV AVIKVEUGIHOTITA TOV AIHOS0LMY.



8.2.2003

Enionun E@nuepida g Evpwnaikng Eveong

L 33/37

KEO®AAAIO VIII

ANTAAAATH ITAHPO®OPION, EKOEXEIX KAI KYPOXEI®

Apdpo 25
Avta\ayr mAnpogopiov

H Emtponr) ouvavtdtar taktika pe tig appodies apyéc mou opilouv
A KT [EAT], QVTIMPOOWNEEG ENMEIPOYVOHOVOY aMO KEVTPA Gifa-
T0G Kat GANOUG ouvagels opeic yia va avtaAAaooer mANPoQopies
OYETIKA € TV TEIPA TOU AmOKTATAL and TV UAOTOINON TG mapou-
oag odnyiac.

‘Appo 26
ExO¢osig

1. Ta xpat pekn anootélouv oty Emttponr), yia npatn @opa
oug 31 Aexepfpiou 2003 kat ot cuvéela ava Tpietia, £kdeon yia
TG dpaotnploTtes mou avalapfavouy oxetika e Tig dlatagelg e
napovoag odnyiag, cupmepthapfavopévou Tou amOAOYIGHOU TwV
pétpev mou AapPdvovtal OXETIKG HE TNV EMWDEMPNON Kai TOV
e\eyyo.

2. H Emitponn dwPifacer oo Eupwmaikd Kowofouhio, o Sup-
BovAto, v Owovopukn kar Kowevikn Emtponr| kat v Emtporn
Tov Tleplpepeltv TG ekUE0EIS TOV KPATOV [HEAGY OYETIKA HE TNV
ktneioa meipa and v vlomoirorn g mapovcag odryiag.

3. Amo myv 1n louNou 2004 kot ot cuvéxela ava Tpietia, 1)
Emtpory Swafifaler oo Eupwmaikd Kowofouhio, to Zupfovlio,
v Owovopukn ke Kowevikn Enttponr| kar v Emitporn) tov [ept-
QEPELBY, EKVEOT] VIOl TV UNOTIOINOT) TGV QMAITHGEGY TG TMAPOUCaS
odnyiag, 10iwg ekelvov mou agopolv Ty emdempnon Kat Tov
é\eyyo.

‘Apdpo 27

Kupooeig
Ta kpdtn pédn kadopilouv o cUOTNHA TOV KUPOOEGY TOU emifal-
Novtat omig mapapaceig Tov edvikov diatdEewv mou Jeomilovta kat'
epappoyn G mapovoag odnyiag kar Aapfavouv kade avaykaio
péTpo yia va ggacpaliletar n epappoyn Toug. Ot ev AOy® KUpOOELG
TIPEMEL V& EVAL AMOTENEOPATIKEG, avaloyikég kal anotpentikés. Ta
kpat| peNn kowomotouv g dataelg avtég oy Emtpomr To
apyotepo pEXPL TNV TMpepopnvia mou mpoPAénetan oto apdpo 32
Kowormotouv emiong oty Emttpon) kdde petayevéotepn Tpomo-
moirjon twv diatdfewy autav apeA\t.

KE®AAAIO IX

EIITPOIIEZ

Apdpo 28
Kavoviotiki) diadikacia

1. H Emrtponi emkoupeitar amo {uio emTpomns.

2. OcdKiG YIVETaL ava@Qopl TV Tapousa Tapaypago, epapio-
Covtar ta apdpa 5 kar 7 g anogaons 1999/468(EK, pe v
em@uAagn tev diatdéewv Tou apdpou 8 autig.

H npodeopia mou mpofAénetar oto apdpo 5 mapaypagos 6 g
anogaons 1999/468[EK, kadopiletar ot Tpeig prves.

3. H emtponn) Yeomilel TOV €0GTEPIKO TG KAVOVIOLO.

‘Apdpo 29

TexVIKEG AMAITHGELS KAl TIPOGAPHOYT] TOUG OTHV TEXVIKN] Kat
emotnpoviki npdodo

H mpocappioyn tov TEQVIKOY anaitioeny v napaptpatov | g
IV oty Teyvikn Kat emotnpoviky mpoodo, anogaociletar pe ) dia-
dikaoia mou avagépetal ato apdpo 28 maplypagog 2.

Ot akOAOUDEG TENVIKEG AMAITIOEIG KAL T] TPOGAPHOYT| TOUG OTNV Te-
XVIKN Kkat enotnpovikn mpoodo kadopiCovrar pe ) dradikacia tou
apdpou 28 mapaypagog 2:

() QMAITHGELS AVIXVEUOIHOTITAG:
B) m\npogopies mpog Toug doTes:

y) mAnpogopieg mou mpénel va {nrolvtar and Ttoug dOTES, cupTe-
pIAApPAVOEVOY TOV OTOLXEI®Y TAUTOTNTAG, TOU 1ATPIKOU 10TO-
PIKOU Kl TG UTOYPaQTG TOU dOTH):

d) amartoeig oyenkd pe Y kataANnAOTTA TOV aipodoTev Kat
v doThv MAdopatog kaddg Kai Tov EAeyxo mou epappoletal
otis dwpets aipatog, oupmepiapfavopévoy

— TOV TAYIOV KPITNPIOV AnOKAEIOHOU KOl TGV EVOEXOHEVOV
OXETIKOV EEQALPEDEWY,

— TV KPLTNPLOV TPOGHAIVOU ATOKAEIGHOU:
€) OMAITHOELS Yia TV AMOVNKEUOT], Tr PETAPOPA KAt T SLavVOpT:

OT) OMALTNOEIG TOOTTAG KAl AOQPANEAG TOU OHHATOG KAl TGV
OUOTATIKGY GIHATOC

() anartoelg mou 1oXUOUY Yia TNV AUTOHETAYYLON

1) KOWOTIKOL KAVOVEG KL TPOdLAypages yia éva cUGTIHA TOLOTH-
TOG Y0 TA KEVIPQ CHHATOG!

9) xowotikn Siadikacia yia v kowonoinon cofapav avenwupn-
TOV aVTIOPAGELY KAl GUUBAVTGY Kat HOPQr) KOWVOTOINGNG.

‘Apdpo 30
AwafovAeven pe ™V 1] TIC EMOTNHOVIKEG EMTPOTES

H Emtpon| propet va {njteid ) yvopn e 1) v apuodiov ent-
OTNHOVIKOV €MITPOnGY Otav Jeomilel TG TEXVIKEG OMALTIOEIS TOU
avagépovtat oto apdpo 29 kat otav mPocappolel TG TEXVIKES amal-
THoeG Tou ekTivevtal ota mapaptipata I éog IV oy emotnuoviki
Kat Texvikr mpoodo, 18ing mpoketpevou va kaopaliletal 10odivapo
€ninedo MOLOTTaG KAl A0QPAAELAS TOU GIHATOG KAl TWV GUOTATIKGV
Qi{1aTOG TOU XPT|OIHOTIOIOUVTAL Yo [ETAYYIOT KOUMG Kot TOU aipa-
TOG KOL TV GUOTATIKGV GIHATOG TOU XPNOLHOTOIOUVTIAL (G TPMTH
UNI] Y0 TV TIAPAOKEUT] QAPHAKEUTIKGY 10100KEVAGHATOV.
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KEDAAAIO X
TEAIKEX AIATAEEIZ

‘Apdpo 31
Tponomnoinoer te 0dnyiac 2001/83/EK

To apdpo 109 g odnyiag 2001/83EK avtikadiotator and To
akohouvdo Keipevo:

«Apdpo 109

'Ocov agopd T cuA\oy1 Kat Tov E\eyyo Tou avdpemivou aifa-
TOG Kal TOU TAGGHATOG avdpwnivou aipatog, epappoletar 1)
odnyia 2002/98/EK tou Eupwnaikot Kowofouliou kat tou
SupPouliou, ¢ 27ng lavouapiou 2003, yia ™ déomon
TPOTUTILV TOWOTTAG Kat ac@dhelag yia T GuANoyr, Tov
é\eyyo, v enegepyaoia, v anodnkeuon Kat T davopr) av-
UpOmivou aiflatog Kat GUGTATIKGOV TOU GEIaTOC KAl Yia TV Tpo-
nonoinor g odyiac 2001/83/EK (¥).

(") EE L 33 mg 8.2.2003, 0. 30.»

‘Apdpo 32
Metagopa ¢ napovoag odnyiag oto 60 TEPIKO Sikato
1. Ta kpat pekn Détouv oe 1YV TIG AVAYKAIEG VOHOUETIKES,
KAVOVIOTIKEG Kal OLOWKMTIKEG OLATAEEIS TTPOKEIPEVOU VO GURHOPPW-

Youv pe v mapovoa odnyia to apyotepo oug 8 defpouapiou
2005. I\npogopoly apéow v Emtponr) oyetkd.

Ot dtdGerg autée, otav deomilovrar and ta kpdtn peNn, avagepo-
VIaL oIV Tapouoa 0dnyia 1) Guvodelioval amd mapoOHoLL avapopd
Kata v emionun Snpooicvon touc. Ot Aemtopepeic datdgei yia
™mv avagopa autr kadopilovtat and ta kpartn peNn.

2. Ta kpat pékn avakowdovouv oty Emttponn) to keipevo tov
datakewv eowtepikot dikaiou mou éyouv 11dn Jeomioer 1) mou Jeomi-
Couv otov Topéa Tou diEmetar and Ty napovoa odryia.

‘Apdpo 33
"Evapén wextog
H napovoa odnyia apyiCer va toxer v nuépa e dnpooicuorg
e otV Enionun Epnuepida ¢ Evpwnaikic Evwor.
‘Apdpo 34
Anodékteg

H napotoa odnyia anevdivetar ota kpatn ek,

Bpu&éA\eg, 27 lavouapiou 2003.

Ta to Evpondixo Kowofollio TIa to SupfovAio
O Ipéedpog O Ipoedpog
p. COX . APYZ
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ITAPAPTHMA 1

TITAHPO®OPIEX I10Y ITPEINEI NA ITAPEXEI TO KENTPO AIMATOX XTHN APMOAIA APXH ITIA TO AIOPIZMO,
THN EEOYXZIOAOTHXEH, TH AIANIZTEYXH 'H TH XOPHI'HXH AAEIAY XYM®ONA ME TO APOGPO 5
ITAPATPA®OX 2

Mépog A: Tevikég mApogopie:
— OTOIXEL TAUTOTNTAG TOU KEVIPOU QHATOG,
— OVOpa Kat MPOCOVTA TV UNELDUVOV Kt TPOTIOG ENAPNS HE aUTOUG,

— KATAAOYO TGV VOGOKOUEIAKGY Tpanel®y aipatog TiG Omoieg TpOQOdOTEL.

Mépog B:  Tleptypagr) Tou GUGTHHATOG TOIOTNTAG, 1) Onoia mpémet va mephapfavel Ta &ng:

— TeKpnpinon, AOYoU Xapr opyavoypapfla, GUPTEPINAPBAVOHEVOV TGV APHOSIOTHTGY TGV UMEUTUVGY KAl TGV
LEPAPXIKOV OXEOEWY,

— Tekpnpioon, Aoyou xapn éva Baowd Apyelo (Site Master File) 1 eyxepidio mowottag, mou meprypaget to
ouoTpa To0TNTAg cUpQeva pe To apdpo 11 mapaypagog 1,

— apwpog Kai TPOsOVTA TPOGHTIKOU,
— uyelovopikés Statdkerg,
— XOpot kat eE0mALOpOG,

— kata\oyog Turonotnpévey pedddwv epyasiag yia mv npocélkuor), Swatrpnon kat aEiooynon dotev, yia v
enebepyaoia, Tov £heyxo, T Savopn} Kat TV avakAnon aiflatog Kal CUOTOTIKGY GIHatog Kedog Kal ylo Ty
avagopa Kat Kataypagr Tev copapdyv avemdupunTev GUUPAVTOY Kal aviidpacewy.

ITAPAPTHMA 11
EKOEXH APAXTHPIOTHTON TOY ITIPOHTOYMENOY ETOYX TOY KENTPOY AIMATOX

Auth 1) emjoia éxdeon nephapfaver ta eEng:

— OUVOAIKOG apROC SOTGY TOU TPOGYEPOLV GHA KAL CUCTATIKA aif1aTog,

— OUVOAIKOG apHOC Apod0oLOY,

— EVIHEPOHIEVOS KATANOYOG TV VOGOKOHELKGY TPATECGY alf1aTog Tig 0noieg Tpo@odoTtel,
— OUVOAIKOG apHOG AXPIOHOTOINTOV TAMPLY 1j108001GY,

— apwpog kade mapayoPEVoy Kal SIaveROHEVOU GUOTATIKOU,

— €ninToT Kot EMTONAOHOG HOAUGHATIKGY SEIKTAV TOV SOTGV (iAo Kol GUOTATIKOV aipatog mou petadidovtal pe ) petdy-
yion,
— apwpog avakAioewy TpoiovIwy,

— appog avagepopevey cofapev avembUpTev oURPAvIoV Kat avridpacewy.
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TTAPAPTHMA 111
AITAITHZEIY ENNIZHMANZHXE

H euikéta tou cuotatikol mpémel va mepiéxet Ta akoAouda oTotyeic:

— 7O £MON}I0 6VOLLA TOU GUOTATIKOU,

— Tov OYKo 1] To fApog 1 Tov apdd KUTTAPWY TOU GUGTATIKOU (avahoya e TNV mepintwon),
— Tov povadiko apwpnuko 1) ahgapwuntikd kediko g apodostiag,

— TO OVO[LQ TOU KEVTPOU GULHATOG TAPAYWYTG,

— v opada ABO (dev anauteitat yia To mMAGORA TOU MPOOpILeETaL OvoV yia Khaopdteon),

— v opada Rh D, eite «(Rh D Detikd» eite «Rh D apviukd» (dev amarteitan yia to mhaopa mou mpoopiletar povov yia
K\aopdteon),

— TV nuepopnvia f o Xpovo Méne (avahoya pe v mepintwon),
— ) Yeppokpaoia anodnKeuorng,

— 70 OVOpa, T GUVIEDT] KAl TV TOGOTITA TOU (TUXOV) avTimnKTikoU f/kat mpoodetou dialupatog.

I[TAPAPTHMA IV
BAXIKEY ATTAITHXZEIE EAETXOY I'IA TIZ AIMOAOZXIEX [TAHPOYX AIMATOX KAI IAAXMATOX

Ot akoloudot ENeyyot mpénmet va dievepyouviar yia aipodooia mAHPOUC ALATOC KAl AQAPECENS, OURTEPINAHBAVOHEVOY TwY TIpO-
KkatafoAiKGY autoaod0cie:

— opdda ABO (dev anarteitar yia T MAAGHA TOU TPOOPILETAL HOVOV Yia KANAGHATOT),
— opada Rh D (dev anateitar yia to mAdopa mou mpoopiletat povov yia kKhacpdtaon),

— £éheyxog v akolovdov Aopegeny otoug SoTeg:
— nnatiuda B (HBs-Ag),
— nrnatiuda C (Anti-HCV),
— HIV 1)2 (Anti-HIV 1/2).

Ta ouykekpipeva ouotatika 1) d0Teg 1) emdnpioloyikés kataotaoes, eival duvatov va anartovvtar emmAéov éNeyyot.




