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BEPNHSEQS

THZ EN\HNEKHi AHMOKPATIAZ

TEYXOZ AEYTEPO

Ap. ®Ukou 1176

MEPIEXOMENA

ANOPAZELZ

A8, 31837
Evapudvion g EB8witig NopoBeolag mipog v odnyia
2003/63/EK via v Tportonolnon g Odnyiag 2001/
3/EK Tou EupwnaikoU Kowvofoullou kat tou Zupou-
Alou «nepl KOBIKOG YIa T PAQHAKE 1TouU Npoosilovial
Yia avOp WV XP1ion ».

O YNOYPI Ol
OIKGNOMIAZ KA OIKONOMIKON -
YIEIAZ KAI KOINONIKHE AAAHAETTYHE

’Exovmq unéun:
1. T diatdteis:

A) Tou dpSpou 1 apdypapot 1, 2 kat 3 Kat Tou &p-
8pou 3tou N. 1338/1983 <<E<papp0yn Tou KowvoTikoy Bt-
Kaiou» (A" 34) Snwg Tporonomibrike and To &pdpo 8 Tou
N. 1440/1884 «Zuupetox ™Tg EAAASAG OTO KepEAaLo,
J7a anofepamikA Kat oTig MPoPASsic MG Eupwrnaikng
Tpdnedag Enevdioewy, 070 KePAIAaio NG EUpwnaikig
Kowdtnrag AvBpakog kai XdAuBog kai tou Opyaviouod
Zpodtacuol EYPATOMs (A 70) kat Tou dp8pou 65 tou
N. 1882/1990 (A’ 101).

B) Twv &pBpwv 14 nap. 4 ka2 ntao. 1 kat 2 Tou N. 1316/
1983 (A’ 3), onwg o TeEABUTAID AVIIKATACTADNKE WE TIG
Statdgetg Tou dpdpou 1 tou N. 1965/1981 (A" 146) Tpo-
TIOTC{NON KAl CULMANP®OT] TV KEWEVEY SaTGEEwy Tou
E8vikou Opyavicuol ©apudxov (£.0.9.) kat GAAee dla-
TGEes.

) Tou GpBpou 28A Tou N. 1558/1966 «KuBépvnon kat
KuBepvnTikd pyavar (A 134), Sriwe auTté pooTétnke e
TO GPEpo 27 Tou N. 2081/1992 (A" 154) KoL TPOMOTIOENKE
ue To 4pbpo 1 rap. 2a Tou N. 2468/1997 (A 38).

2. Tav urt apiBy. 0-242/6n/18.3.2004 npdtaom Tou AX.
Tou £E.0.0.

3. Tnv ut’ aplBp. 27304/17.3.2004 kowvhd andgaon tou
Mpwduroupyod katTou Yrioupyod Yysiag kot Kowwviknig
A}Jm}\c YYUNG «AvdBeom appodloTiTwy aToug Yeunoup-
yoUg Yyelag kat Kowvwvikiig AANAsyyUng» (PEK, B' 517/
13.3.2004).

4. Tig Odnyieq 2001/83/EK rat 2003/63/EK « niep{ kowo-
TIKOU KWBIKOG Yia T PApLaKa nou poopifovrar yia av-
Epwrviy Xenonp.

2 Auyouotou 2004

5. Tav utt’ aptBu. ABa/8362/1891/1982 (DEK 233 B') ko
Unoupyy| andpaon «nepl evappovioewg mg EAMvuMG
NopioBeotag mpog Ty avt{oTolXr KOtVOTIKY| OTOV TOHEQ TNG
rapaywyrg, TG E0aywyng KAt NG KUKAopoplag ¢apua-
KEUTIKWY TIPOIOVTIV KQL ETIEKTACTS TOU NEdIoU eQapuoyns
MG OTA QvOCOAOYIKA PAPHAKEUTIKE Tpoidvta oy guvi-
oTavVTal o€ EHPOAA, TOEIVES, OPOUG KAt GAAEQYIOYOVA ».

8. To yeyovsg 6t and Tig dardkeig g napoloag and-
paong dev npoxaieital dandvn oe Bapog Tou Kpatikol
Mpouriohoyiouol, anoeacifoupe:

ApBpo 1

o]} 6larc'1£alq e and®aong auTig arnogkoTiodv oty
TPOTIONOINGT TNC KOWAG UTIOURYLIKAG anocpconq 83982/81/
1992(B233) Snwg CUTANPWANKE Le TNV KO(W‘I UToUpYLKA
anépaon Y6a/3221/1895(B782) oe ouppdpowon Mpog
g datdgelg mg g Odnyiag 2003/63/EK mg Emrporic
yia Ty Tponoenoinon g odnyiag 2001/83/EK tou Eupw-
riaikol KotvoBouAlou Kal ToU ZupBouiiou nepl KOvoTIKoU
KWOBIKOG Y1 Ta QAPUAKd TIOU poopilovial yic avBpor-
vn xprion. (E.E.L 159/27.6.2008 ceh.46)

Apbpo 2

ZT0 GpBpo 3 mapdypapog 9a MG KOG UMOUPYIKAG
andgaong A6a/9392/81/1982 « Evapudvion; TG EAnvi-
kNG NopoBeciag npog v avrioToXn KOWVOTIKY OTOV T0-
UEQ TNG Tapaywyng, TG EL0AYWYNG K& TG KUKAogopliag
QOPUAKSUTIKOV TIPOIOVIWY Kat enEkTaon Tou mnediou
SPAPUOYNAG TN TTA QVOJOAOYIKA QAPL/KE fipoidvra rou
ouvicTavraioe spBONa, TOEVES, 0p0UG KAL GAAEQYIOYOVEY
(PEK B 233), dniwg oupnAnpwdnke ané to 6pdpo 2 nap.
8Tng kowrig uTtoupYLkrig andeaocng Y60/3221/1995 «oup-
uSppwon 1pog Tig 0dryyied 93/38/EOKkat 93/41/EOK oxe-
TIKG He THY KUKAOPOPIT GADPAKEUTIKWY TIPOIGVTWV YIa av-
8pwrivi xpriom»(PEK B” 782), n ppdon «dtav ouvipéyouy
oL ava@epoHevol ASYoL aTo HEPOG 47 TOU NMapapuaTog
™¢ napoloag» avTikadiotatal pe T epdon «8Tav ou-
VTPEXOUV OL avaoepduevol Adyot ato pépog Il onpelo 6
TOU NAPAPTIHATOS TS Mapoloacs,

ApBpo 3
a Napapmiuata | £wg VI Tou dpBpou 18 g Kowig
UNOUPYIKAG andpaong ABa/3392/81/1982 (PEK B’ 233)

KarapyocuvralKat avrikadiotaviat and To napdpmpual, 1o
orolov Exet wg eENG:
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NAPAPTHMAL

«AVAAUTIKES, TOSOAOVIKEG KUl KAWVIKES TIPOBIaYDOaPEG
KAt TPWTOKGAAG GTOV TOMED TV SOKIMV TV PAPUOKEU-
TIKWV TIPOIOVTQV »

EIZAIQIMH KA TENIKEZ APXEZ

(1) Ta n)\npocpoptm 4 oroiysia kat swpqcpq TIOU OUVO-
dedouv v aftnon ddelag kukhopopiag CUPpWVA JE TO
GpBpo 3 TG Kowrg urtoupyiig andeactg 9392/91/1992
UTTORAMOVTAL CUMMMUVA LE TIC analtrjoelg nou oplfovrat
TT0 AoV NAapdpTNHa Kat Tig 0dnyleg e Erutpormg rou
nephapBdavovtal oroug Kavoveg 1iou SLETouY Ta Oapa-
KeuTIKG npoldvra omyv Eupwnaiky) Evwon téuog 28,
«00nyieg orouq arrolvreg, DUPHAKEUTIKA TINOIBVTA Yt
avBpwrivn xprion, MNMapouolach Kt MEPIEXOUEVO TOU G-
réhou, Kowd Texvikd ‘Eyypapo (KTE).

{(2) Ta rAnpogopiaka ctoteia kKat gyypapa napouotd-
Covral oe TiEvie Evéres: n Evatra 1 riepiexet eldixd oi-
ommm«i Csc’)oué‘m yiayv Eupornaik’ Evwon, n Evétra
2 TIEQIEXEL TIOLOTIKEG, LI KAWVIKEG KAL KAWIKES TUVOYIELS, 1]
Evotnta 3 riepixel YNneg, PAPHOKEUTUC € kol fodoyl
k&G IMnpogopleg, N t:vomm 4 ePLEXEL LN KAVIKEG EXOE-
oglg Kat N EveTnTa 5 nepéxet ekB80eIq KAVIKGV HEAETWV.
. Hrnapoudiaon auty antotehel epapuoyn evog kotvol Lop-
POTUTIOU Yia OAeq Tig neptpgpeieg ICH (Eupumnaixr ‘Evw-
on, Hvwuéveg Molteleg Auepikrie, lanwvia). AuTég ot Tié-
vTe Evdrriteg Tpolv auanpd ToV HOp@STUTIo, TO TEpLe-
¥OUEVO Kal To oUgmua aplBunong nou 1napouciGleTal
AETTTONEPWG OTOV TIPOAVOPEPOLEVO TéUO 2B Twv 0dn-
YUDV TIDOG TOUC AUTOUVTEG,

(@) H rmapouciaon KTE g Eupwnaikrig Kowdmrag
toxXUEL YIa OAOUG TOUG TUTIOUG altnomg 488tag KUKAO®O-
plag, avefdptnra and 1 dadkaoia yxpwong (Sniadn
KeVIpIKY], apgolaia 1 eBvikr} avayviplon) kat and 1o edv
Baoifovrar ge nAfipn 1 arhoucteupévn aftnon. loxet eni-
angG vt OAOUG ToUg TUTIOUS TIpoldvTwy, TiepAauBavops-
Vv ekelviv TIOU NEpLEXoUV VEEQ XNUIKEG ouoleg (NCE),
TOV PASIOPOLPUKEUTIKGV TIPOIGVTWV, TOV TIApay@yov
NMAGOUATOG, TOV EUBOAIWY, TGV QUTIKWY QOPUOKEUTIKDV
TIPOIOVTOIV, KATL.

(4) Katd myv xardption tou gaxéhou yia Ty afmon
adeiag kukhopopiag, ot evdapepdievol Aapfdvouy er-
ong unéwr} TIG ETUOTNHOVUC €C KATEUBUVTINIES YPAULES
OXETIKG e TNV TTOWTTY, TV aocpa)\sna KOt TNV anoteie-
OHATIKGTATA TWY PAPHAKEUTIKGY MPOIGVTWY Yia avBpd-
v XEHon rou exdo8nkay and my Emtport} CapuaKeu-
Ty iSlookevacudtwy (CPMP) kal dnpoaweudnkay arnd
Tov Eupwnaikd Opyaviopd ALoAdynone Twv Gapuakeu-
KRGV Mpoidvrav (EMEA) kal ig Aomég kovoTiKée Kateu-
BUVTHPIES YPUUUES OXETIKG LIE TQ PAPUGKEUTIKG TIPOIS-
vTa ot dnpooteddnkay and Ty Emttponn otoug Sidgo-
POUG TOUOUG TV KavSviny TIOU SIENOUV TA QapUOKEUTIKA
nipoidvra omy Eupwnaikry ‘Evwon,.

{5) ZTo TG TOU QAKENOU OXETIKG LLe Ty TG TITTa (XN)-
MLKT), (POPHAKEUTIKY Kt BLOAOYIKY), E@UppolovTal GAEG ot
Lovoypamies, NePAAPBAVOLEVEV TWV YEVIKOV LOVOYPa-
PUV KQL TWV YeVIKWY Kegaraiwy g Euponatiaig dapua-
Komouag.

(6) H dwdikacia napaywyriq undkertat ong Sardgelg
TOV KOWWV UNIOUPYIKAOV artogdoswy Y6/11228/92/1993
(PEK 322 B) ka1 A7di/ow.3747/1999 (OEK 1522 B) oxett-
KA PE TOV KABOPIOUS TWV apPXHV KAl KATEUBUVTAPLWY

EOHMEPIZ THZ KYBEPNHIEQS (TEYXOZ AEYTEPQ)

YOAUUWDV TTOU QPOpody TOUG KAVOVES KAATIG TIAPUCKEUNG
(KKI) papudkev riou ipoopilovral yia avBparivn Xprion
KOL OTIG GPXEC KOL TIG KATEUBUVTIPIEG YRUHMES YT TOUG
KKIT, ou drpooleuce n Enccpor) otoug Kavoveg riou Bié-
TIOUV TQ PappakeuTikd npoidvta oty Eupenaikn ‘Evw-
on, Téuog 4.

(7) Oheg ot mAnpopopieg nou agopolv TNy agiohdynorn
TOU OXETIKOU QAapLIaKeUTIKOU TIpoIdvTOog TIEphauBavo-
vIaL oty aftnon, siTe Xouv BETIKEG E{TE OPVITIKEG CUVE-
TIEIES Yia TO NPOISV.

Mapéyovial 13{wg GAec oL OXETIKES MANPOPOPIES Yia
oTOIGSNTOTE NIITEAN 1) SIaKOTIE(CA TOEIKOPONHAKOAOYL-
K1 1) KAVIKY] SOKIUN 1 SOKIUAOIA OXETIKA |E TO PapUaKeEy-
TIKS TIPOISY /KAl oAOKNNPWBEe{oE] [IeAETES TIOU agopollv
Bepansutikés evdeifeig ot onoleg Jev xkaRUrrovral and
my aftnomn.

{8) Oheg ot |<Nvu<s’q LEAE TEG TIOU SieEdyovral oTnv Eu-
pwriaikn Evmor] TIPETEL VA VAL CUMPWVEG HE TIG AITaTy-
UEIC TG KOWVIG UTIOUPYIKNG andpaong AYT3/859292/2003
(GEK B’ 1973) nepl opBng KAVIKAG PAKTIKAG KATA THG 1A
VIKEG HEAETEG QAPHAK®DY TIOU TIpooe{lovTal yia Tov dv-
Bpwrto. IMa va Angsoiv undyn Kot oy agopolV Gapua-
KeUTIKA TIRoidVTa Ta onola Tipoopifovrat yia xprion evtédg
m™mg Eupwnainig Kowdtnrag, nipénet ot peAdteg auTtég va
gxouv oyediaodel, Siefaxoel kat Srhwdel - avapopikd Jie
Y 0P8N KAVIKA TIPAKTIKY Kot TIC NOKES apXES-, e Bdon
APXEG WWOBUVAES e TIG TIPOBASTIGMEVES Mo TIG SiaTd-
Eelg g KOG uroupywiic ontdeaong AY3/89292/2003
(PEK 1973 B'). Evdektikd, Stefdyovial alupwva e TG
NBIKEG apXEG TIOU avTIKaTorTpifovIal otn OAwon ToU
Helsinki,

(9) Otun KAVIKEG (TOEIKOPUPHAKOAOYIKES) HEAETEG Oie-
Edyovrat oUuowva te Tig Slatalelg nepl 0pbng epyaom-
PLOKAG MPAKTIKAG NG KOG unoupyuoﬁq (mécpcxor;q
A70/10.821/97/98 (PEK 398 B) oxsnm e my eQapPUOYN
TV aPXWV oper]q apyocmptamq npcnmm(; Kaltov 8}\€Y-
X0 TG epappoyig TOUG KaTd TIG SOKIMES TWV XNHIKWV OU-
guHY KAl Trv ETLEEWNHRNoN KAl TOV e’:)\a‘yxo ™me Opbng Ep-
yaotnplaxy|g MpakTikig (OENM).

(10) To Yrnoupyelo AypoTtikric Avarttuéng kat Tpogluwy
Blao@aiifel ) dieEaywyr) SAwv TwV SOKIUWY Ot {a oU-
Qwva pe to IT.A. 160/1991 (PEK A’ 64) yia 1nv ipoctacia
TV JOWY oY XPnoyoTiololvToL YIo TIELpaUATIKOUS Kat
GAAOUS ETIOTNUOVIKOUG OKONOUG.

(11) Tpokeysévou va ﬂGpClKO)\OUE) frat n aZlohdynon
WEERELOG/KIVOUVOU, TUXOV VEEG TIANPODORIES TIoU Sev Tie-
PAGHBAVOVTAL OTNY apxur} altnomn kaBwe kat GAES Ot AN
POPepleq PAPLOKOENAYPUTIVIONS UTIOBAAOVTAL oTov
EOD. Metd tny xopriynon g adeiag kukhopoplag, orowa-
doTe HETAROAN TV BES0UEVEY MOU MEPIEXOVTTL UTOV
@axeho urnoBdMetan otov EO® glugwva ue Ti¢ anat-
THOELG TWY KAvoVIoHAY 1084/2003 kat 1085/2003 tng Ert-
TROTG, 1), KaTd MepMTwon, CUN@WVA LE TIG EBVIKEG Bia-
TGEEIG, KaBWG KAl He TG anaitrjoeig Tou TéUou 9 g
gkdoong g Enrrpornmig Kavéveg 1mou Sifnouyv ta eap-
aKeuTikd npotévra othy Eupwnaiky Kowémm

To napdy napaptnpa dapeltal oe Técoepa dagope-
KA papn

- To puépog I neptypdgel T LopQT) g altnong, Tnv ne-
PIANYIN TWY XOPAKTNPLOTIKDY TOU TROIOVICE, THY ETUOT)-
Havon, TG anarnjoels oxetkd 1e To UANO odNyidV Kot
TNV rapousiaon yia Tig TUTIONONUEVES aTroeL; (Evem-
1eg 1 w¢ B). ’
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- Te pépog !l mpoRAidnel napékkion yia "Edixes am-
oelg", ENAadT) agopd Ty KaBLepwHEVH LATPKY] XPrion, Ta
ouciwdWwg duola TpoidvTa, cTaBepols CUVBUGTHOUG,
Tiapeupepr) / BIOAOYIKA Tipoidvq, eSQIPETIKES TIEPICTG-
OEIC KAl [IKTEG auoelg (KoTé gva UEPOG BIBALOYPOPIKES
xat Katd éva pog [Bieg uehéTeg).

- To pépog i poBALTEel Tiq "EEsISiKeUIEVEG anAtTOEg

aftnong” via BloAoykG ©appakeuTikd ripoldvra (Kipiog -

ddrelog Midopatog, KUpto apxelo avitydvou epfoiiou},
PaSLOEAPHAKELTIKG, OHOIOTIABNTIKE QAPHAKEUTIKA TIPOI-
OVTa, QUTIKG QOPUaKELTIKG TIOoIOVTG Kal opoavd @ap-
LaKeUuTIKE ipoidvra.

- To pépog IV avagpépetal ota 'ponyréva Sepaneutikd
DAPHAKEUTIKE TIoIdVTa" Kal agopd TiC elbIKES anauTr-
OEIG VIO PAPUAKEUTIKA TIPOIOVTA Yia YOVIDIGKES Bepanel-
eg {Le Xpnon avBpdrivou autohdyou 1) ahhoyovidiakoU
CUCTIMATOG, T} EEvOYOVIBIAKOU CUCTNLGTOS), POOHAKEU-
TIKG TIPOIGVTa YIQ KUTTaPK: Bepaneia 1600 avBpwnivng
600 Kat {WIKNG TIPOEAEUOTIG KAl QUPHAKEUTIKA poidvTa
via EEVOYOVIDIOKES HETAUOTXEUOELC,

MEPOZ I: ANAITHZEIZ MATON
TYTIONOHMENQO ®AKEAC AAEIAZ KYKAOOOPRPIAZ

1. ENOTHTA 1: AIOIKHTIKEZ MAHPO®OPRIEZ

1.1 Mivakag neptexopévv

YToBEMETAL KOTGOTAOT MEPIEXOHEVWV TWV EVOTHTWY 1
£Wg 5 TOU PAKEAOU Yia aiTnon &3eiag KUKAGPopiag.

1.2 'Bvruno aftnong

To papuakeuTiké poidy, nou anoteie! avrikellevo Ty
a(tmong, TAUTOTOLE(TAL e TV OVOUGOIa TOU KAl TV Ovo-
uacia g pacTikig oudiag (Twv dSPACTIKWY OUCIV), Ka-
BWg KAl e TNV QUPHOKOTEXVIK Uop®r] Tou, Ty 634 Xo-
priynong, T SpacmKOTIIC KAl TNV TEAKN Tapouciaoy,
ouunepAapBavouevnq Tng cuokeuaoiag, _

ANADVETOL TO GVOLa KAt T SIEdBLVOT} TOU GITOUVTOG, KO-
8¢ Kat To dvoua Kat 1} dielBUVOT) TV NAPGOKSUATTHV
Kal TWV XWpwv Tou Xpnowlorionienrav ota dideopa oé-
3la mapaywynq { TEpAGURAVETAL O TIQPAYWYOS TOU TEAL
Kou Tipoidvtog kat o (o) napayevog(ol) g dpacTikig
ouolag (Twv dpacTikwy ouTIEW)), Kat, EAV CUVTREXEL AS-
YOG KOTA MepiiTTwaon, To Svoud Kai ry SletBuveoT Tou eloa-
yovéa.

O arrav dieukpwdlel Tov TONo g altnong kat avagepat
eQv TpooKoplovTal SelYUCTa Kt oia.

Z1a SicnTiKA EYYPapa EMTUVANTTOVIAL avTiypapa g
adsiag napaywyng onwg oplletal ote dpbpo 10 g yt’
apiBLL.ABG/ 8392/81/1992 Kowr|g UNCUPYIKNG ondwaons,
Ka8hg KAt KATAAOYOQ TWV XWOWY OTIG OTIoES EXEL XOPN-
yn8el ddeia, aviiypaea AWV TWV MEDIANPEDY XOPGKTT}-
pLoTIKWY Tou Tipoldviog cUMgwva ue 7o &p8po 3, dnwg
eYKpIBnKav and Ta KPET HEAT KaL KITGAOYOS TWV XWpwV
ot onoleg £xet unofinse! afmon,.

Onwg emenuaivetal oTo dviune aftnong, oL Grtolvreq
UrtoBdAiouy, HeTagy GAAwY, MANPOEoRIES YIC TO QUSHG-
KeUTIKS Tipeldv Tou arioTere! avrikelevo e altmeng, m
vOouIKY; BAoT) yta Tny altnoT), Tov MPoTEvSLEeve KETeXo TS
ddeiag Kukhopoplag kai napaywysiods), mnpoponies
Yo TO KGOECTHC TOU 0pPavol QOPUOKEUTIKOY Tipoid-

VTOG, ETUCTHOVIKES oupfouids kal nadiaTpikd npd- -

YPOUHG OvArTTUEng,.

1.3 {Mepliniin Twv XGpaKTTPIOTIHGY TOU TIROIGVTOS, et
THHOVCT] KAL QUANO 08Ny

1.8 1 Meplinyn Tov XOpakmplomikdy Tou poidvTog.

O arrwv UTIoRGAAEL TERANYT TWV XOPAKITIRIOTIKGY TOU
TIpoidvTog,olupwva 1e To Gpdpo 3.

1.3.2 Enonjuavon kot @A odnyioy.

YNOBAAETOI TPOTEWOHEVO KEEVO VIO TNV ETIOTHAVOT
T ECWTEPIKTIG KOL TNG £EWTERIKNG CUCKEUaTIag KaB®g
KQt via TO QUARO o8nyiav. AuTd TIpENEL va elval alupava
ue OAa 1o uroypewTikd otoyeia neu apatiBeviai oTo Ke-
PAATIC 2 OXETIKA [E TTV ETILOTIHAVOT) TWY GAPHAKEUTIKAV
TIPOIGVTWY yia avBpwdmv Xphon (Gpdpo 8) kat via 1o
PUAO odnvidv {ApBpo 8) g um aplBy. Asa/l
9392/8171992 Kowg UTIOUPYIKNG ariddaong, Orws Tpo-
rionoin)anke Kol oylet.

1.3.3 Maxéreg ke defypara,

O arrdy unoBdiiet delypata ffkat PoKETES TS ECwWTe-
PIKNG KAl TG eEwTepiki]g cuoKeuaoiag, TNG EMORHavoTq
Kat Twv QUAAWY OBNYIOV VIO TO TXETIKO QOPHAKEUTIKO
Tipoidv.

1.3.4 MepAYsiq TwV XORaKTNPICTIKWY Tou npoidviog
110U £y0uv 1181 eykpifel oTa KA KEAT.

Zra JowrTiKd groryelc Tou eviUnou aftnong ermouva-
TITOVTCL QVTiYPaPpa ALV TWV EPINPEWV TWV XOPAKTPL-
OTIKWV TOU MECIdVTOg ouugwva Je Ta dpBpa 3 apdypa-
©og 2 onueio 8) kal 3 mapGypaeod 4 Tng Ut aptdu. Asa/
9392/81/1992 Kowr|q LTIOURYIKHC Andeacng, STIwg EXouv
TUXOV eYKpifel arid Ta KpATr HEAT Kat KATGAOYOG TWV XW-
pwv oTig oTtoies £xet UToBANBeL altnom.

1.4 TIANPO®OPIES OHETIKA UE TOUG EUTEIPOYVWDPOVEG

Tougwva pe Ta dpdpa 3 kat 7, e urt’ apiBi. ABa/S382/
81/1892 KOG UTTOUPVIKYG QrOPaoTiS, OL EUNEDOYVILO-
veg uToRGARAOUY avohUTIKES EXBECEIS TWV TIapamMEoE-
WOV TOUG OXETIKA J4E TC EYYOQPa Kat MATROWOPIAKS OToL-
yela rrou anaptifouv 1o ©ékeAo adeiag kKukhowoplag Kal
DICUTEPWG VLG TiG EVOTITIESG 3, 4 Kat 5 (XNHIKY], GAPHUAKEU-
TIKT| Kt BIOAOYIKF| TEKHNDIWET), 1N KAVIKY TErUNpiwon kat
KAVIKT] Terunplnon, avtiotolywg). Ot eUnepoyVOLOoVES
avapéPouV Ta KpIoYIa GNKEIT YIa TRV IOIGTITA TOU pap-
MAKEUTIKOU TIROIOVTOG KAL TG EPEUVES TOU TIRAYATOTION
fonkav oe Zwa kat avBpwrioug Kal avadekviouv OAa Ta
ouvagn dedougva npog agoAdynon.

Mpokeiévou va Trpndolv o anAIThoelg QuTég, umo-
BANETUL WQ YEVIKT} TIEPIAWN TOISTIITGG, MG M1} KALVIKY
avaoKSTNoT (Sedougva and BeréTes o8 {Ha) KAt G KAt
vixr} avaokdmmnon oty EvétnTa 2 Tou goréAoy aftnong
adelag kukhopopiag. Zmmy Evémra 1 neptaupdvetal 8-
AWGCT] UTNIOVEYRAUKEVT] and TOUG SUTEIPCYVOLIOVES TIOU
osuvodeleTa and CUVIOHES TTANPOPOPIES Yia TA ETUCTT)-
LOVIKG TOUG TIPOCOVTS, TNV KATADTION KGL T SNAYVEAIC-
TiKN eurisiplc Toug. Ot SUMELPOYVOLOVES TIDETIEL VO EX 0LV
KATAMNAG TEXVIKA 1] EMAYYEAUATIKG TIPOCTEVTA, AnAddve-
Tat entlong 1) eMAayYEAMIOTIKY OXEOT) TOU SUNELROYVOUOVA
e ToV aIToUviG.

1.5 Eidikeg anamriosig via Slo@opeTiols TUnouS ait-
oBWwY

Eidikeg anatroeiq Yid BiapopeTikolc TUMOUS aitioswy
xaBopilovral oto Mépog i Tou mupdvrog napapTiaTos.

1.8 AEI0ASYNOT TIE OB GAROVTIKWOY KivBUVQV

Edv ouvtpéyst Aoyoq kaTd RepimTwor, ot ATioelg via
GOe1a KUKACPOR{ag TEPIAQUBAvouy il CUVOMKY] B2dpr-
on g afloAdynong Ty Kivdlvey, OTou eKTILGVTAL OL ev-
Sexouevol kivduvol via To neplBdioy Adyw g xphome
f/kat g SidSeomq TOU PAPUOKEUTIKOY TIPOIGVIGE Kat Bt

TUTIOVOVTQL TIPCTAOEIG Vi KATAMNAN sruohuavon. Em-

omuaivovta: orepariovtcol kivBuvor riou ouvBsovtas
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HE TNV ANEAEUBEPWOT PAPHAKEUTIKWY FTROIOVTWY MO Tie-
plExouy iy anotehoUvrat and MevetikG Tporonoupevous
Opyaviopoug (GMO) katd v évwoia tou dp8pou 2 g
odnyiag 2001/18/EK tou Eupwnaikol KowvoBouifou kat
ToU ZuPBOUAIDY YIG TN OKOTILN QrEEAEUBEPWOT YEVETIKA
TPOMOTOMUEVIY OPYAVIOUWY GTO NEPIBAMOY KQL TNV Ka-
Tapynan mg odnyiag 90/220/EOK, 1) orola peTapépdnke
070 eMNVIKG BiKalo Ue TNV Ko uttoupyikr} andgaon
88740/1883/1995 (PEK B" 1008/1995). )

Ot nAnpo@opieq avapopikd Pe Toug kivduvoug yia 1o
nieptBariov anoteAouv napdpmpa g Evémrag 1.

Ta MANpoeopLard oToLXEld TapoUTIdlovTal CUUPWVa
He TIg datdEelg g odnyiag 2001/18/EK, AapuBovouévoy
uno’wn TUXOV KGTEUBUVTTIDIOY YRADY TTOU exkdideL n Emt-
TPOI KAT EPaPUOYNY TG Tipoavagepeioag odnyiag kat
repAauBavouy ta eEAG:

- BElgaywyn.

- Avtiypago TuxSv £yypagng ouvaiveong yia Tr okor-
un aneAeuBépwon Twv GMOOTO MepIBANIOY YiIa OKOTIOUq
£€peuvag kal avartuEng olppwva pe 1o Mépog B tng odn-
viag 2001/18/EK.

- Tig mMAnpo@oplieq nou anarrolvrat and Ta napapTipa-
Tall éwg IV g odnyiag 2001/18/EK, cupunepthapBavopé-
vy Twv e8ddmv avixveuong kat Tautonoinong onwg ka
Hovadiké Kadika Tou GMO, kKadwg KaL Tuxév npdoBeteq
TIAnpopopieq ya Tov GMO 1 To mpoidyv nou £xouy onua-
oia yia v a&loAdynon Tou neptBailovikoy KivdUvou,

- ExBeon afloAdynong meplBarovTikwy Kivduvwy
(AITK) ouvtayBeioa BAoet Twv MANEOPOELHY TIOU oplfo-
vrat ota Napaptripata B kal IV 1ng odnyiag 2001/18/EK
xat ovpgpwva He 1o Mapdpmua H meg odnyiag 2001/18/
EK.

- AapBavovrag undyn Tig napandavw NANCOPopIeg Kat
mv ANK, npdtaon KatdANANG otpatnyikis dlaxsipiong
KtvdUvwv niou riepihapBdver, doov apapd Tov ev Adym
GMO kat To ev Adyw POoIidv, GXEDLO MARAK0AQUBTONG Jie-
T4 TNV Kukhoopia oTnv ayopd Kal KaBoptoud Twv Tuxov
EOIKWV TANCOPOPIaKAY OTOLXEIWY IOV TIPETEL VA sppavi-
Covral oty Mepnym Xapaxktnpeiotikwy Tou Mpoidvrog,
THV ETHOT}jAAVOT] KAt TO PUANO OBTyidv.

- KardAAnAa pETPa yia tnyv NANPogdenom Tou Kotvol.

Ta avwTEpw UNoypaPovIai ard ToV TUVIAKTH, PEPOUV
nuepopnvia, mMnpogopieq via v eknaldeuon, Ty Ka-
TAPTION KOL TNV ENAYYEALATIKY EMMELP{A TOU OUVTAKTR KAl
AMAWAT) TNG TXEOTS TOU E TCV QUTOUVTA.

2. ENOTHTA 2: EPINHWEIX

Iy Evétnta aut ouvoifovial Ta Xnuikd, Gapuakeu-
KA kat Broroyikd dedopéva, Ta pn KAk Sedougva kat
Ta KAvikd Sedopéva rou unofdiovral otig Evétreg 3, 4
Kat 5 tou paxéhou yia adeta kukhowoplag, kat napouaid-
fovtal ol eKBE0EIG/avUTKOTIOEL TIOU TIEQIYPAPOVTAL OTO
4pBpo 7 mg Yroupyuwriq andgacnc 9392/21/1962,

Mapouoialovratl kat availovral Ta kp{oyla onueia kat
riapgxovral TeptAYelg SeSopsvuv 1ou NepIMauBavouy
otoysia pe ™ pop@r) ivaxa. Ot ekBE0elg QUTEG MEPIAa-
Bavouv napariouneg oe nfvaxeg 1j oTIG NANPoQopies 1oy
TEPIEXOVTAL 0TIV KUPLA TEKUNPIWON MOU NMapouciGleTat
oty EvotnTa 3 (XK, QopUakeuTikr] Kat BloAoyikr Tex-
pnplwon), amy Evétyra 4 (un khvir} texpnpioom) xat
oty Evétnta 5 (kKhviky) Tekpunpiwon).

Ta nnpopoplard ototxeia ms Evétnrag 2 napouqu-
fovral e T uopgr], To MEPIEXOUEVO KAL TO GUaTNMIG apid-
MNOTIG TIOU 0R{ZOVTA Yia TNV UTIeBOAT] altrong oTov TOHo

2 twv Odnviwy Eog Toug AtTouvTeg. CL ETICKOTIRTELS KA
NePAYPELS CUPPOPPWVOVTAL e TG PACIKEG QPXES KAt
AMATHOELG TIoU opiloviat niapardTw:

2.1 Mevikdq mivakag rieplexopévay

H Evétnta 2 nepi\apBavel nivaka MEQEXCHEVWY TG
ETMOTNHOVIKG TekuNpiwong nou unofdietal ot Evo-
mMreg 2 éwg 5.

2.2 Eloaywyn

Mapéyoviat TANPOQORIES YA TN GARHaKOAOYIKY KaTh-
yopla, Tov Tpéne dpdong Kot TNy TPOTEVOUEVT) KAVIKY
XPHioN Tou papuakeuTikal fipoiévTog yia To onofo fntel-
Tal ddela Kukhopopiag.

2.3 Tuvohikn nepinym nodtnrag

11 OUVOAKT] TiepiAngn rodTtag nepiauBdvetal ou-
YOAIKI} QVQOKOTINGT] TWV MANPOMORIIV TWY CKETUCWV HETG
XNMIKG, TO QAPUAKEUTIKA Kat TA BIOAOYIKG Sedopgva.

Atverat £upaon os Baoikeég Kpiotueg NApap€Tpous Kat
CrmuaTa nou agpopoly BEHOTA TOWTNTAS, KAl atToAo-
YOUVTAL Ot TIEQIMTTWOELS OTIOU DEV AKOAOUBOUVTAL OL TXETL
k€ kateuBuvinpieg YPauuES. To Eyypago auTtd aKoAou-
Bel To nedio epappoYTg KAl TO MEPYPAMUA TWV avT{oTo-
XV ASTropepwv 3edopéviv TIou IapouataZovtatl gty
Evémra 3.

2.4 Mr) khvud) avaoxonnon

Artarre{tat OACKANPWHEYN KAL KPITIKE eKTiUNoT TG 1N
KAVIKNG GEIOAOYNONG TOU POPHAKEUTIKOU TIROIOVTOG 08
Zwa /in vitro. MNephapBavetat N MPoBANGTIKN KOl 1] GHTio-
ASYNON TG OTPATNYIKIG Twv SOKIOV KAl TIG NAPEKKAL-
ong artd TG OXETKESG KATEUBUVTINIES YRARUES,. .

Me eEalpeor] Ta loAoyikd QAPUAKEUTIKE TipoidvTa, Te-
phappaveTar aEloASYNon Twy NPooUEEwY KAl TWY TPOId-
VTV SIAoTIaonG, KaBweg Kat Ta SuvnTKA (GAappakoAoyikd
Kat TOEKOAOYIKG artoteAéoptatd Toug. Egtadovtat ot ou-
VEMELEq TUXOV SlaQopwy O XELQOUoE®{Q, OTN) XIMKY
LOPPH KaL oTiG NPoopEelg MeTaky Tng Evinong Tou Xpr-
TYOTOWIENKE TG H KMVIKEC EAETES KAl TOU TIpoldvTog
TIoU Ba KUKAOQOPNOEL oTNY ayopd.

Ma ta PIOACYIKA PapuaKeUTIKA EoIOVTA, aStoAoYEeltht
Tl CUYKPLOWSTITA TOU UAIKOU TTI0U XpNOoWoTote(tat og Jn
KMVIKEG MEAETEG, KAVIKEG HEAETEG KAl TO MAPMAKEUTIKG
Tipoidy rou Ba KUKAOPOPNTEL TNV ayopd.

Tuyov véa ékdoxa anoteAoly aviikeipevo sidikrq agto-
ASYNoNG acpaieiac.

OplTovtal Ta xapaKInPLoTIKA TOU QAPUAKEUTIKOU TIPOI-
OVTOG, OIS TIPOKUTTTOUV VIZovTat and TG pn KAMVIKES e~
AETEQ KOt EEETALOVTOL OL CUVETIEIEG TWV EUPTUATWY YIQ TV
CGOQAAELD TOU PAPUCKEUTIKOU TIPOIOVTOC yia TV ipoRAe-
nopevn KAWIKY Xprion o€ avepwdroug.

2.5 Kuviic] avaordnnon _

H s} ovagkdrnan oxand €xet va napoustdos: Ty
KPUTIKY} avaAUOT) TWV KAVIKAOV DeSOoUEvmV NMOU TIERIAQUBE-
vovtar oTNy KA iepihnyin kat oty Evémra 5. Napou-
OtaTeTal 1] MPOTEYYLON OTNY KAWVIKT QvaITTUEN TOU UEua-
KEUTIKOD TIPOIOVTOG, Orou MEPaPBAvETal 0 OXEDIATUSG
TWV KPIOWOY HEAETWY, OL AMOPATELG OU OXETIOVTQL UE TG
HEAETEG KOL TL ANESWOQV Ol UEAETEG.

Napouoialetal guviopn KAk} avaoKSTmon TV KAWL -
KOV eupnpdtov, érou nephapBdvovtol of gruavTIKO! Tig-
PLOPIORO KABWS Kal N} AEIOAGYNOT] TWY WPEAEIDY KAL KivD -
VOV HE BAOT) TA OUPMERATUATA TWV KAVIKWY HEAETAY. ATiat-
Teltal n epunveia tou TPSTIOU e TOV ONOI0 TA EUPUATA,
000V AQOPAa OTNY AROTEAECUOTIKOTITA KOt TNV 00QAAEW,
TEKUNPIOVOUV TIV TIPOTEWOLEYT] SOOT] KAl TS eTUSIWKOUE-
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veq evdeitelg . Anareftar eniong a§ioASYNOT ToU TROTIOU UE
TOV OTI0{0 1} TePANYIN TWY XAPAKTTOIOTIKMY TOU TIPOIOVTOQ
Kat ot Aomég npoceyyicelg SUvavral va BEATLOTOMomoouY
TA OQEAT} KAL VG SIGYEIRITTONV TOUC KIvAUVOUG,

Enetnveltal n anotehecpanikdtnIa 1 1@ (NTHATG
aopaieiag riou avékugay Katd Ty avartun kabwg Kat
Ta {nmuata rou dev £xouv emthuBel.

2.6 Mn rkuvikn) riepihnm

MVWOTOMOIOUVTAL TG GIOTEAEOUCTA TV QOPHAKOAOY!L-
KAV, POOUAKOKIVITTIKWY KAt TOEIKOAOYIKGY MEAETUV TIOU
dievepyriBnkay ge {iha / in vitro, e QVTIKEEVIKEG YPOTTTEG
TIELIAIYELG KA UTTS Moo THivaKa, [e Thv akGhoubn oelpd:

- Bloaywvn

- Meplandm eapapakchoyikdy dedopévwy oe kelpevo.

- Neplnyn eapapakoACYIkGY dedopévav ot TIVAKES.

- Mepinyn popapakokvTikdy SeSoudviy o Keluevo.

- Meplnn @apapaKeKVNTIKWY SE50UEV®Y OF MIVAKES.

- Meplinyn Tolikohoyikwy dedousvwy g Kelueva.

- Tepianygn ToEIKCAOYiKWY Bedouévwv ge nivaxeg.

2.7. Kuviky] iepinwn

YMoBAMETAL ASTTTOUERNS KOL CTOLXELO9E eV TIERAN-
YN TV KAIVIKWY TIANPOQOPIOY OXETIKA e TO PADUOKEUTL
0 npoidv mou repapBavovtat oty Evérra 5. H nepl-
Angin auTr TiepAauBAvel Ta arnoTEASOUGTG Ghwv TwV Blo-
(POPIAKEUTIKOV HEAETWOV, TOV KMVIKWOV QOOMOKOAOYIKGY
HEAETWV KOL T@V KAVIKWDY HEAETWOV QMOTEAECUATIKOTNTAG
Kat aogaoislag. ErumAdov mepthauBaveTal ouvoyn Twy
EMUEDOUG HEASTOV.

Ot epIANTTTKEG KAVIKEG TIANPOPOBIES apouoiGloviat
ME TNV akdAouln oetpd: ’

- MepAnuin Twv BLOPAPHAKEUTIKRDV KGL CUVG(REY GVaAU-
TV HEBSDWV '

- Mepnym TwY KAVIKGOV GApUaKOAOYIKWOY LEASTDY

- Neplhnun g Kvikng anoTteAecpaTiKOTTAg

- Mepihngn Tg KuvIKig acpalsiog

- ZUVOYIEIG TWY EMEPOUS HEAETOV

3. ENOTHTA 3:
XHMIKES, @APMAKEYTIKEZ KAI
BIOACTIKES. MAMPCOGOPIES
MA @PAPMAKEYTIKA MPOIONTA MOY NEPIEXOYN
XHMIKEZ H/KA! BIOAOTIKES APASTIKES OYSIES.

3.1 Mopepdtunog kai napouaiaon

Te yevikd nepivpappa mg Evotnrag 3 sival wg eSAg:

Mivokag nepisxXcusvov

Aedougva

- ApaoTikn ouoia

levikég mAnpogopieg

- Ovouatohoyia

- Aopn

- Fevikég 1BidTTeg

MNapaywvyn

- Mapackeuvaomig-£9)

- Meptypaen g diadikaolag Nopaywyhe Kat Twy eAsy-
Xwv Trg diadikaoiag

- 'EAEYXOC UAIKGV

- Ehgyxot kploiiwy oTadlwy xat evOIGpecwv poidvwy,

- Eruklipon fy/kat aBlordynon Sadkasiag

- Avarmugn Siadikaoiog napaywyic

Xapakmowuds

- Aleukplvion) Sopng Kot GAAWY YOpOKINOITTIKOV,

- MpocuiEeig

‘Eheyxog SpacTiiic ouaiag

- Mpodiaypagn

- AvahuTikég Stadikaoieq

- Enikdpwon avarutikdv 3ladikaoiiv

- Avalloetg tapTidwy

- AITloAQYNon NG MRodiaypaeis

MpdTuna 1} UAIKG avaoopdq
_ ZUoTtnua KASIo{UaTOS TIEPIEKT
" ZrabepdinTa

- MepiAnyn otaBepdTTag Kal CuUpNepAcHaTa

- NMpwtdkoho oTafepdTag BeTd Ty ykpion kat de-
oueuTkr) Sridwon orabepdmras

- AsBopéva otafepdtntag

-TeAKS QUPUAKEUTIKS TIROIOV

Meptypaor] kat CUVBEDT) TOU GAQHAKEUTIKOU TIpOIOVIOS

DapOKEUTIKT} GVATTTUEN

- ZUOTATIKG TOU QAPRAKEUTIKOU TipoidvTog

- ApaoTiki oucia

- EkBoYa

- PAPUAKEUTIKS TIROIGY

- AVATTTUEY| PapHOKeUTIKNG oUvBeoNg

- Neplooeieg

- QUCIKOXTNMIKEG KaL BIOADYIKEG \DIGTTTES

- AvarmTugn Siadikaciag napaywynig

- Zhomnua khetolucTog meplékt

- MikpoBiohoyikd xapaktripionkd

- ZupgBatdTTa

Mopaywyn

- Napaoreuaog(-€g)

- ZUvBeom napTidag )

- Meprypaoer ™g Siadikac(ag napaywyng Kal Tw eASY-
ywv 1ng diadikaolag

- 'EAeyxot Kpiowuwv cTadinv kat evilapusowy

- Enkdpwet fi/kat agioAdynon mg diadikaociag

"EAEYXOG EXBOY WV

- TMpodiaypapég

- Avahutikéq Stadikaoieg

- EMUpwon avoAUTIKGOV SadKaotdv

- AITIoASYNON Teodiaypapwdy

- 'EkGoxa avBpwivig 1] ZWIKAC TIO0EAEUOTS

- Néa éxdoyxa ‘

"EAEYXO0G TOU TEAKOU QapuakeuTkoU ooidvrog

- Mpodiaypaon(-eq)

- AvoAuTIKEG Dladikaoieg

- EMKJpwor) avahuTKov Stadikaouwy

- Avaiioeig mapTidwy

- XapaKmmplopog npoouitewy

- AITIOASYTIOT) Epodiay pa@nic(-v)

Mpdtura r LAKE avagpopde

ZUOTNHA KASIOIUATOG TIEQIEKT)

ZralepdmTa

- Mepiinun oraBepdmmTag Kal suunépacua

- Mpwidkeiho oTabepdTTag KAt SEOHEUTKY SHhwon
oTabepdTnTag PETG TNV EVKpICT

- Aedopéva cTabepdtnrag

- MapopmiucTa

- Eykaractdoeig kat sEoriiouds {UOvo BloAoyika @ap-
HOKEUTIKG TIpOLovTa)

- AGloAdyneom aopakelag dvavit TUXawY Mapayoviwy

- ‘ExSoxa

- ZUUMANLWUATIKES MANpo®opleq e Eupwnaikrg Kot
véInTog

- Npdypaypa enkdpwong diepyaocias yia Yo papua-
KEUTIKO TIpoidy
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- 1aTPOTEXVOAOYIKO TIPCidy

- NwwTononTkd(-G) KATAANASTNTAG

- POPHOKEUTIKE MPOIGVTA TOL MTEPIEXOUV 1} XONCIHOTION
olv katd T Sadiaoia napaymwyng UAKOY Zwikng rj/Kat
avBpuwrivng ipoeheuons (Stadikaoia TSE)

- BIBMOYHODIKEG MOQATIONTIES

3.2 MepteyOuevo: BooiES QOXES KAL ANATHCELG

{1) Ta ¥nuIKS, PaprakeuTIKG kat BioAoyiké dedousdva
TEPIAGPBGVOUY, VIA TG SpATTikéq OUolES KQl YIa TO TEAKS
PAPHAKEUTIKG TIPOIOV, OMEQ Tig OXETIKESG TIANPOROopieg
doov opopd Ta €EAg: avdrttugn, diadikacia ropaywyng,
XOPAKMPIoNO kAL 1DGTNTEG, SEpyacies Kot anaTioe
TTOOTIKOU SAEYXOU, 0TaepdTTa KAB®MG Kat neplypaen
g cuvBeomg Kat Tepoucioon TOU TENKCU QOapuUAKeUT-
®oU TipoidvTog,

(2) Tapeéxovratl 300 KUpLa givora TANPOQOPIDY, TTIOU
amopolv Tig BOACTIKEG OUTIES KOt TO TEAKD QAQUAKEUTI-
k0 NPOioY, avToTolKWC. .

(3) H napoltoa Evotra nGpéyel EMMALoY aVaAUTIKES
TANPOPON(ES YIA TA APXIKA UNKA KALTIG TTPWTES UASG TIOU
YONTWONOIOUVTAL OTIC Sadikacieg napaywyng Ty dpa-

BV QUALDY KOLYIQ TA EKSOYA TIOU EVOWATOVOVTIAL 0T
OUVBEQT) TOU TEMKOU POPGKEUTIKOU TIPOIOVTOS,.

(4) Oheg oL Buaducaoieg kai ot HEBODoL TIoU YPnoyiornol-
OUVTAL YIO TNV TTGROYWYT] KO TOV £AEYXO NG SpacTikig
QUOLaG KAl TOU TEAIKOU QAPRUKEUTIKOU TIROIOVTOG TIEPt-
YRAPOVTAL LUE TIG ATIIPOITITEG ASTITOMEPEIES ETCL TTE VO
elvat Suvarr 1 enavdAnyiry Toug oe SOKIES EAEYXOU, TION
Sevepyouvial epdoov To {moel o E.O.0. CAsg oL Siadt-
KOO{EG DOKILWV TIPENEL YA AVTIOTOXOUY OT0 eniredo mg
TUYXpOovNS STUOTNUOVIKAG IPoGB0U Kal va sival ETKupm-
UEVEG, UTIORAAAOVTAL D8 TA QIOTEAEOUATA TWY USASTWY
EMMKUpWOoNGS. ZTNY MEPTwon Twv JASIKATIwY SOKYIWOY
nou nepiapBdvoviar oy Eupwnaikny Pappaxortoia, N
TiEplypadyy autr) avokasiotaral and Ty KatdAANnAn As-
TITCUERTY) TIOPOTIONTTY) 0T LOVOYRAGIG (-88) KUt TO YeVIKG
KEPAAOIO{-a).

(8) O povoypapie g Eupwnaikng Papuakenotag
LOXUOUY Y1G OAEG TIG CUOIES, TMIAPOTKEUGOUATO KAl PapP-
HAKEUTIKEG MOPPES TTOU AVAQEPOVTAL e QUuTV. A Tig G-
Aeg cuoieg, 0 E.O.9 xat kdBe Kpdtog péhog duvavrtatl va
oraTOUV TNV TARNGT TG EBVIKAG papiaxkonotas.

7 ToUTolg, dtav éva uhiké g Eupwnaiine eapuako-
ncilag 1) Mg apuaxkonoiag evég kedrouq PEAOUG X8t
FOPACKEUGOTE! LUE HEOCDO Nou evEEXETOL VO Q@HVELTTPO-
owiZelg rou Sev eASYXOVTAL O Hovoypapia TNS Oapua-
KOTIOHAG, OLTIPOTIEELS QUTEG KOLTA QVATERT OVEKTA SpIa
Y0 QUTEG ONAWVOVTAL KAt TIEpty pAPETal 1} KaTGAANAN Sio-
dikaoia Soxipwyv. Ze nepitwon Tiou podiaypapr nou
MePEXETAL 08 POVOY 0Apia T Eupwiaikic GapiaKono-
fag 1y ™ edving gappaxonolag evBEXETGL va eival Qve-
napkAG via va Saoeaiioel Ty todtnTa Mg oudiag, o
E.C.® duvarat va {NTAoEL o kKAtAAANAES IoodIaypapes
and Tov kAToXo TNG Gdelag kukhogopiag. O E.0.9 nin-
PoPopelTig UNEUBUVES YIa TNV eV AGY W GOpaKornota ap-

*E6. Q KATOXOG TNG GH8IIG KUKAOGOOIG IApEXeL OTiC ap-

XES Mg ev MOy PApRaKorolag ASTITOMEPEQ MTANPO®o-
pleg OXeTKA pe T Pepdievi KG aVENGPKEID KAl Tig
TPEoaleTeg EOSIAYPaPES TOU EPAPHOGTIKGY.

LY rEeplrwon avaAuTkOY SIeBIKGOWV TIOL TTEPINOM-
Bavovtat oy Eupwiiaii ©appaxonotia, n neptypagn
aut aviwabioTarar o8 kABs UXETIKS TUUa and TN Ka-

TAGAANAN AETTTOUEPT] TIAPATIONT) OTNV LOVoYPagla(-eq)
KQL TO YEVIKS KEQAAO(-0).

(6) Ze nepiTwon 110U TA apXKA LAKG KOt Ot TIRWTEG
UAec, oL DpaOTIKEC ouoieq y Ta €xdoya dev repty papovTal
oUTe amv Eupwnaikn ®apakotiola ouTe oTh QapuaKe-
Ttola evog kpdrous péloug, prtopel va yivet anodextiy n
CURLORE®AT {E TN HOVOYPaP{a TG appakorolag (iag
TRMG XWOPUG. ZTIG TIEPUTTHOELS QUTEG, 0 ATV UTTORAAEL
avtiypapo g povoypagiag reu cuvededetat and ny
STUKIPWOT] TWV QVOAUTIKGY DASIKACV TIOU TIEPIEXOVTAL
0TI MOVOYRAGIA KAL ard BsTamRaoT), ooy xpetdleTat.

(7) Orav i dpaotiky ousia 1j n MpWwIN VAN 1) TO apYIKo
UAIKG 1 Exdoxo{q) arotedolv aviikelevo uovoypapilag
g Eupwnaikig Gappakcrolas, 0 aitwv dUvaTal va UTio-
BAMeL aftnon yla TOTOToNTIKS KATUAANAGTNTAG, TO
oroio, epdaov xopnyndel and v Eupwriaiky) Aed8uvon
yia v Mo e Twv Sappaksutikay Ououdy UTIOBAEMe-
TAL UTO OXETIKG TUAKA TG Tiapodoag Evatrrag. Autd ta
THOTONOITKA KATAMNASTHTAG TG povoypaplag Tne Eu-
pwndikig Gappakonoag Bewpolvial 6Tt avTikadiloToly
TA OXETIKG SESOUEVA TV QVTICTOXWV TUNHMATOV TIOY TTE-
prypdpovtal omy iapotiga Evémra. O napaokeuaotr|q
rapgxet orov arouvra ypartr dafefaliwon ot n mapa-
vy Swadikaoia dev tporonominke and téte nou xo-
ENYRENKE TO TIOTOTOWTIKG KATAANASTNTAG EK HEPOUG
g Eupwnaikig Aled8uveng yia Ty MNowtta twv Gap-
Hakeu kv Quaolv.

{8) ‘Otav mpdKerTal it apoq Meoadlopiouévn dpactt-
¥} ouid, O TIAPACKEUQTTNG TG SPACTIKS CUGlog 1 O at-
TWV HEPLLVA YIa TIV UNTOBOAT TwY NapaKdTw:

(i) Tnv avaiutkn reptypagr] g dadikaciog napayw-
s,

(il) ToV MOWTIKG EAEYX0 KATA TN JIGPKEL TG TTapay -
YAG Kat

{ii}) v eukdpwon g dadwaotag

To ovetépw unodiovral aneubeiog otov EO®, oe xw-
QTG €yypao,and Tov NApackeyaot TS dpaoTikig
ouolag we Kiplo daxkeho Apaotikig Cuaiag.

NV nieplTwon aut, O aparkeuaotg StaBeTst oTov
attouvra oha ta dedopéva, nou pnopel va sival arapat-
™Ta Y14 va avaAdBel autdg Ty euBivn yid TO apuakey-
TIKS npeidy. O Mopaokeuaotic smPefaiwvel yparTog
otov arrodvra &t Soo@akilel Ty cuvénela petall napti-
dwv kat OT1 dev Tpononolel Thy Swadwaotia nupaywynq n
TIG TIPOBAYPAPES XWOIG va ToV TANPOYOPNCEL GXETIKA.
Ta £yypapa Kai MANPOPOQIaKG TTOKED TTOU TEKUNDIN-
vouy TNV GINen Yo Aa TEToI0 LeTtaBoin urtoBdAiovTal
orov E£.0.0. Ta £yypapa autd Kot Ta MANRoQopaxd oTo-
Xela KooTIoUVTAL ETHHOTIC CTOV AUTOUVTC GTAV apopolv
01O TPoUBdowo pEpog Tou kuplou paxkéhoy SpadTkig
ouolag.

(8) Coov agopd 1a edikd HETEC OXETIKA Le TNV TIPOAT)-
Yn Mg Metddoong Znoyywdov Eykepoionadeidv Twv
Lwwv-TSE (UNKG TTOU TPOEEXOVTOL artd UnpuKacTikd): 6
Kafe 0tddio g Sradikaciag Mapaywyns, 0 GtV TEKUN-
PUOVELTN CUHHGPOUOT) TWY LKWV TIOU XENotoTIolouvTal
npog v KateuBuvtipa Mpappr yiay EAayicotonoinon
Ty Kivdlvay Metddoong Napaydviov Inoyywddv
Eykegparonaleiny Twv [wy péow PapuakeuTixy MNpoi-
SVTWV KOt TIG EVNHENWHEVES EXSAUEIS TOU, TTIOU Snuiocist-
e n Erwrponn oy Endonun Eonuepida g Eupondikig
‘Evwong. H arddeiin g oupépowons rpes To Tigoa-
vapepdéy Kafodnynriké Inuelopa npayuatonowitar ef-
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Te, KaTd MPoT{non, He TV UTTOROAY) TILOTOTIOMTIKOU Ka-
TOMNAOTNTAG WG TIPOG T OXETIKY [ovoypaodia g Eu-
pwnalkig Papuakonoliag oy xopnynbrike and my Eu-
pwnaixr) AledBuvon yia v Mowdtta ey Papudkwy efte
HE TNV RAPOXT) EMOTNHOVIKWY SESOUEVIV TIOU TEKUNPLG-
VOUY T7] CUHMSpQWOoT] QUTH.

(10) Mo toug Tuyaloug NaPdYOVIEG TIAPEXOVTTE IANPO-
popieg iou a&lohoyolv Tov KivBUVO OYETIKG pe evdexoe-
v} HOALVOT] GO TuxXaloug IapayovTeg, UG 1 Ox, dnwg
opllovTat OTIg YevIKES KaTeuBuvTPIES YPAMUES KaBWG
KQL OTT} OXETIKT YEVIKT} LOVOYPRA®DIO KAL TO YEVIKO KEQGAQUO
™mg Eupwnaixng ®apuaxoroag.

(11) Tuxdv eIdiKAE CUOKEUEG Katl EEOTIMOMAS, TIOU WMo~

pel va XpNowonolovTaL og onoodnnote oTédio g dia-
Bixaoiag nepaywynic Kot Twv dlepyacidy EAEYXOU TOU
PAPUOKEUTIKOU TIPOIOVTOG, TIEPYPAGOVIaL {E EMTAPKEIQ
AETTICUEPEIEG.

(12) Epdoov cuvipéyel Adyog katd neplirwory, uno-
B&aeraln orjuavon CE rou anatteftal and Ty KovoTiKn
vOHOBET(a YIa TA LATPOTEXVOACYIKA TIpoidvTa.

Alvetal &laftepn nipocoxy] ota akdhouda emisyuéva
grotyela:

3.2.1. ApaoTtikii{-£g) oucia(-eq)

3.2.1.1. Fevikég tUinpowoples Kl TATIpOPOPNoT OYETE
K3 JE TO GEXIKE UNKA KOt TIC TIPUTES UAER

a) - MapeéxovTal TANPOPeOIES THETIKA LE TNV OVOHATO-
hovia g dpactikiig ouoiag, SUNNEPINAUBAVOUEVRY TG
cuvicTouevng Kownig AeBvolic Ovouaociag (INN), mg
OXeTIKNG ovopaciag omy Eupwnaiky @apuakornotia edv
untdpyel, TS Xnuikrig evouasiag.

YTIOBOAT] GUVTAKTIKOU TUTIOU, SumeRAapBavopevov
TG OXETIKNG Kal TNG andAUTnG CTEpeECynMelag, Tou Jo-
ptakod TUrou kot TG oXeTKrG: poplaxig uaZag. MNa ta
BloTEXVOAOYIKG PADUAKEUTIKA TIPOIOVTQ, STTou apuolel,
Ba NPEMEL VA TIAPEXETAL 1] OXTMATIKY GKOAOUB{a aplvoEs-
WV Kal 1 OXETKN poptakty udla.

YTI0B0OAY] KOTAASYOU TWV QUOLKOYJUKEV KOL TWV ATV
OXETIK®V ISIOTHTWY TNG SPACTIKNG 0Uslog, CUNMEPIATL-
Bavougvng g BtoAoyikig SpacmikdTnTag Yia Ta BloAoyi-
K& QapPaKeUTIKA TIRoIOVTA.

B} - Ma v epappoyy Tou TapGPTHIaTOg autoy, wg ap-
¥ikd UAIKG voouvtal Sha Ta UAkG and Ta onola mapa-
oreuGZeTat 1j ekxuAlletal n dpaoTiky oucia.

710 70 BIOAOYIKS QOPUaKeEUTIKA TIPOIOVTQ, 0 P0G "apXiKd
ulued” onpaivel onoadniriote ouoia BOAOYIKAG TIPOEAEU-
ong, STHNG Of LUKPooPYaVIoUO!, Ta Spyava Kal ot toTol GuT-
KNG 1] ZIkNG TIPOEAEUCTG, T KUTTERA 1) Ta UYpd (Cuumept-
AapBavougvou Tou allaTog 1 ToU MAGOHATOG) avepdrving
7 {wuaiq pogheuaniq kat BIOTEXVOACYIKEG KUTTAPIKES 50-
HEQ(KUTTOPIKA UTIOCTRWONGTS, avacuvduaougva 1j oYL, ou-
UMEACUBOVOHEVOV TOV TIRWTOYEVEOY KUTTEPWV).

BloAovixd @opuareuTikd Tipoidy sival mpoidv tou omnol-
ou 1 SpaoTikr ouota slvat Broioyikr ouoia. BioAoyikr ou-
oia eivat ouola nou napdvetat 1y eEAyeTar and BOAoYIKN
TNy} KO 1] OTI0lG, Yid TO XUPaKTNPIOHS TG KAL TOV TIpeo-
SoPLoUS TG OISTNTAG TG, XPetdleTa: CUVBUQTLS QUG-
KO-XTTHULKO-BLOAOYIKGV SoKiuiy, TapdAANha e T diadika-
ola mapaywyng kat Tov EAeyxS TS,

Blohoviké papuarkeuTké npoidvra BewpolviaLta avo-
CONOYIKY QAPHAKEUTIKG TIPoIdVTa Kal TA GADAKEUTIKE
TIPOIGVTA TIOU TIPOEPYOVIGL arté avBp®Itve alla Kat av-

Bpwrive nidoua orwg opifovrat oto Mapdpmua Vill g

Ut aplB. ABa/9382/91/1992 Kowvrig UTIoUpYHNG andga-

oNG KA TO GpSpo 2 ap. 1TNGg KOG UNIOUPYIKY|G andea-
ong AB/oik./3124/1982 (OEK B 220), avtioTolKa T¢ Pap-
HakeuTikG poldvTc mou euninrouy oto nedic e@apuoyng
Tou Mépoug A Tou TTapapTrUaToS Tou kavoviaiol (EOK)
aptd. 2300/1993,TC GOPHAKEUTIKA TTROIGVTA TIPOYLEVIY
fepariewv dnwg oplfovral ote Mépog IV tou napdvrog
TIOPaPTUATOS.

OnoieodNToTe GAASG 0UTIEQ YPTCILOTIOOUVTAL Vid Ty
fapaywyii 1 Ty eEaywyrh e 3pacTikig cuaiag aid
and 1ig oroleg Sev npogpxeTal dUeca auTy 1] SPACTIKY
oucia, dniwg avTIdpaompLa, UNKG kainiéEpyeiag, epppui-
x6¢ 0pde udoyKou (FCS), Mpdobeto kot pubLicTikG Slaid-
UOTa TIOU XONOYOTIOWUVTaL OTT] XPWHaToYpaoia, KA.,
KOAOUVTQL TTPWTEG UALS.

2.2.1.2. Aladikaoia napaywyng g dpaotikng oudiag

a) - H repiypaon g dadikaciag napaywyng mg dpa-
otnig ouciag anoteiel T SeopeuTiky) Srihwom Tou aitol-
vTa, katd my Sediacia napaywyng mg. Mpokeudvou
va TERYPAQETAL ETTAOKMG N MIASIKGC{a TaPAYWYHG KAt )
Badikaoia sASyywv TG, MOEEXOVTA: KATAMNAES TANPO-
popleg, dniwg autés opifovral OTIG KATEUSUVTTPLES YR Q-
UEG nou exdoEnKav and Tov Opyaviops.

B) -NaepatiBevral 6Aa Ta BAKE TIOU GITQITOUVTAL VI TV
napaywyn e SpooTikig ouolag, emonuaivoviag oe
noio orjueio mg dwadwaciag xpnowonoefta 1o k&8s UA-
«&. Tapéyovial MAnpoeoples via Trv NOWSINTA KAl YOV
ERSYXO TWV UAKGY QuTdv KaBwg eniong mAnpogopleq
TIOU TEKUNPLOVOUY STL Ta BAKE avTanoKpivovTal 0Ta Ka-
TAAMNAQ TIPGTUTIA VG TNV TIRORAETIOHEVN XONoM.

Maparifetal KATAAOYOS TV MPWTWY UADY UE TEKMN-
plwoT) TS MOLGTITAC KOt TWV EASYXWV TOLG.

Anxadvovrat To dvopa / enwvupia, n 3levduvor kal n su-
BUvn Tou KABE TIAPACKEUQCTY|, CUMMERIAGLBAVOLEVIY
TV £pYOAGRWY, KaBWG Kat KEBE TPOTEIVOLEVDG XWPOS
KQL eYKATEOTAoN TS Napaywywrq diadikaoiag Kal Tou
eAEYYOU.

v) - M ta BIOAOYIKG QGPUakeUTika poidvra, anautoy-
VTGL KaL Ot akdhoubot ripdoBeTot dpot. '

Mleptypagn kal TEKUNPiwon TG MPoEASUoNG Kal Tou
IOTOPKOU TWV QOYLHWY UMKV,

Avo@opikd HE TA eBIKG HETRA YIa TNV NOOAIYN TS
Metadoong Znoyywdwyv Evkepaionabeidv Twv {Owy,
TekuUnEloon ard Tov QTouvTa ST 1 50asTiKY} oucia Cul-
Hopovetal pe Ty Kateubuvtiiowa Mpauun via trv EAay-
ororionon Twy Kivdivwv Metddaong MapaydvTwy Zoy-
vwdwv EykeeahonaBeidv Tov ZGwv péow DUpNakeuTl-
kv Mpoldvrwy Kat Ttg evnuepwiitveg ex33GEIg ToU, TIOU
Snipoctetel n Ertpomny} oy Enfonun Eonuepida mg Eu-
pwnaikig Evwong.

‘Crav YpnowonooUviot TRATELES KUTTAPWY, QnodELEn
0Tt TA XGPOKTNPLOTIKA TWV KUTTAPOV MOPEUEVaY GUETE-
B\nta oto eniredo difheucng Nou xpnowlonoeftal yia
TV Mepaywyn Ka rigpa and autd.

Ta ukikd oTopdg, ot Tpareleg KUTTGpWY, ot Setaueveg

7

opot ) MAAOUATOS KAt T ACUTE UAIKG BIOAOYIKAG TIPOE-
heuong Ka, drnote autd elval Suvardy, Ta uAiké and ta
orio{a TIPoEpYoVTaLl TG UAKG aUTd sASYXOVTO: yia TV
Inap&n tuyalov Nopayoviwy.

Edv n napeouoia Suvntikd naBoydvov Tuxaiey napays-
vIev eival avandQeukn, To avrioToixe UAkd uropsl va
¥pnowornoteltat uove &Tav i NEpQITéRW enegepyaoia
efacoahile: Ty eEéhedn By/xat adpavonoor] Toug, Kal
£QOCOV TOUTO ETUKUPOVETAL.
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‘Onote eival duvatdy, N napaywyn euBoiiny npénet va
Baoiletat oe glotna NopTSwy OTIOPAS KAL OE KABIEPW-
HEveg Tparneleq kuttdpwv. MNa epPBOAQ TIOU TIROEPXOVTAL
and Baxkmmpa Kat LoUG, TA XaPaKINEIOTIKA TOU LOAUTa-
TIKOU NMApAyovTa TEKUNPUIVOVTGE CTO OTOpo. EnutAgoy,
via Ta {ovtavd gppdhia, i oTabepdTTda TV XAPAKTHE-
OTIKOV eEa0BEVNOTIC TEKUNPUOVETOL TTO OTIOPO. Edv n
anédeEn autr Sev elval ENMACKNG, TQ XAPUKTNPICTIKG eEa-
OBEVNONG TEKUNPIOVOVTAL OTO OTADI0 TG TIAPaYnRYIig.

Ma 10 PUPAKEUTIKA TIPoIdvTa rou Tipogpyovial and
avBpwrivo afa 1} MAAoa, 1] IPOEAEUOT KAL TG KPIApia
Kadwe kaln Siadikaoia GUAOYAG, LETAPOPAg Kal anobry-
KEUONS TOU apXKOU UALKOU MEPLY PAPOVTA KA TEKHNPLD-
vovTaL GURpOHVA Ue TIG SIaTAEELG rou opilovial oo HEQCS

" it Tou APOVTOS NAPAPTHHATOG.

Meptypapn Twy eykataocTAoewy Kat Tou e5orAauol 1ia-
paywyns.

3) - Katd nepiritwaon, ol SoKEG Kat Ta Kptmpia anodo-
Xi1G TIoU epapudoTnray oe kdBe Kploo cTadio, Mnpo-
popieg Yia TNV NOIGTITA KAL TOV EAEYYO TWV EVOIANETWY
Kot eALTES erkipwong ry/kat agoAdynong g dadika-

.

g} - Av n tapoucia duvnTikd naboydvwy Tuxaiwy napa-
YOvTwv eival avandpeuk, To avtioToo UAIKSG Xerjouyo-
noteftal pévo epdoov i nepatépw sneepyaocia eEnopa-
Al Ty anoudrpuvon B/kat adpavononon Toug kal tou-
TO TEKUNPIOVETAL OTO KEQAAUO TOU DAKEAOU TIOU Agopd
Y afioAdynan TG LOAOYIKAG AopdAeiag,.

ot) - Meptypapr] Kal e5ETA0N TWV ONHAVTIKOV HETABO-
AV rIou ywvay otn dladaoia napaywyng Katd tm didp-
Keta g avanTuéng kol g Napackeung gTov TAMo na-
paokeung g 3PacTIKiG ouoiag.

3.2.1.3. Xapakmpiopds TG SpacTikic/dv cuotlag/ohv

NMapoys deSouévwy oy NARoUoIAouV T SO KL GA-
AQ XQPAKMPIOTIKA TN)¢ SpacTikiiq ouoiag.

Mapoxn erPeaiwong g Souig TG SEUCTKIG OU-
olag pe Baon orotecdNNoTe QUOIKOXNLUKES /KAl avooo-
XNHUKEG /e Brodoyikég eBOBoUg KaBWg Kat TANPoPo-
POV OYETIKA HE TIG TPCOMIERLS.

3.2.1.4."EAeyxoq Tng Opactikig/wdv ouciag/tv

Mapoxy} AVOAUTIKGOV TIAPOPOOIOKGY GTOIXEWV TXET
KOV He Tig TIPOJIAYPAPES TIOU XPNOWIOTIOLOUVTUL YIG TA-

"koUC EAEYXOUG TNG SPACTNG oua(ag, AToAdYHoN yia
v sru)\oyn QUTWV TWV TTPOBAYPAP®Y, n)\npozpoplukwv
oToixelwy Twv HeBAdwY avahuang Kat g erkIpwanig
TOUG.

Mapouotaon Twv anoteAeopdTwy Tou sAEyxou Tou die-
vepyeital oe emylépoug MapTideq ou éxouv mapaxBel ka-
TA TN didprela g avanTugng.

3.2.1.5. [Mpdtuna r UAIKA avagopde

Tautorolnomn Kat AeTTouepng Nepypaer} Twv napa-
oKeuaoudTwY Kat TwV PoTUrwy avapepds, ‘Onou appd-
Tet, ypnmuonomon XNHIKOU Kat BIOAOYIKOU UMKOU ava-
Popdg e Eupwralkig ®appakorolag.

3.2.1.6. ﬂspnsxmq kot oUoThua KAgioiatog mg dSpa-
otng ouaiag

Meptypa®r Tou MEPIEKTN KAl TOU GUOTHHATOS KAE(TIUaA-
T0G, KABWS KAt TWV TIRodtaypagwv Tous,.

3.2.1.7. Zrabepomta TG SpaomikNg/kv ouoiag/dv

Q) ~ZUVOTTTIKT) Tapouc{aoT] Twv TUTIWY TWV HEAST®Y ToU
BlevepyrBnkav, Twv NPWTOKSAMIV TIOU XANOUIOTION|6r-
KAV KGL TWV QIOTEAEOUATWY TWV UEASTOV. /

B) - Ta avaAuTikd anoteAéopata Twv HEASTOVY oTabe-

poéINTag Ottou MEPIAGUBAvOVTUL TANPOPORIES YA TIg
avaAuTikég Stadikaoieq ou XpNooTow|dnkav yia myv
napaywyn Twv Sed0OEVWY KAt 1] ETUKUQWON AUTAY TWV
JABIKAoWOV TIPENEL VA TIAPOUTIAZovTal e TNV KATGAAn-
An poper.

y) - NMapoxn npwtokdéArou oraBepdtnTag HeTd Ty
GBela Kat SeoPeUTIKN DNALON.

3.2.2.TEAKS PAPLAKEUTIKO TIPOIOV

3.2.2.1.Neptypagpn kat oUvBETT TOU TEAKOU POPHUAKEU-
TiKoU Tipoidvrog

Meptypaor] Tou TENKOU QapuaKeuTikol ipoldvtog kat
Mg oUvBear|q Tou.Ta NANPO®ORIaKd TTOIKE(D TIEPIAC -
Bévouv TNV MERIYRAPT] TS QAOHAKOTEXVIKIS HOPPNS Kat
MG oUvBeone pe GAa Ta CUCTYATIKA TOU TeMKOU papua-
KEUTIKOU POIOVTOG, v nocdTnTd Toug avd povdada, Tov
T{ROOPIOHS TWV OUTTUTIKWV:

- g dpacTikng ouasiag,

- Tou ouaTaTkoU(-dv) Twv ekdEXWY, AOXETWG TS PU-
OT|G TOUG 1] TNG XPNOWonotovjevng neagotntag, 6rou fe-
PAOLBAVOVTAL Ot XPWOTIKEG, TA QUVTIPITIKA, Ot AVOCOE-
VIOXUTIKEG 0UTIEG, Ot OTOBEPOTIOITES, TIAXUPEUCTETIOM-
TEG, YOAOKTWMHATOTIOMTES, UOWHATA KOl OPOUATIKEG
0UOTiEG, KTA.,

- TWV CUCTATIKGY, TIOU TIPOOPIGoVTIaL Yia KOTANOoT 1 yia
XOPYNOoT| e AAO TPOTo oTov aodevr, The eSWTEPUNS
KGAUYNG TWV PUPMAKEUTIKWY TIPOIOVIWY (OrANPAE kKawd-
Kid, HOAGKA Ka@dra, 0pBikd Kagdxia, sTakaiuppéva di-
OK{Q, ETUKOAUUMEVA BE UHEVIO Dlokia KTA.

- To oToLKEla QUTA DULITANPWVOVTA! LIE OTIOLABITOTE OXE-
TikG dedopdva MoU KAAUTTTOUV TOV TUTIO TOU TIEPIEKTT) KA,
Srav xpetdletay, Tov TREGTIO KAEISHATOS Tou, KaBmg Kot
TANpogopieq ya Tuxdy eEaptiuara pe ta onola Ba xpnot-
ponoteftat 1} 6a Xoeryeltat To QapHakeUTikd poidv katta
onola 8a rapéxovial padi he TO PAPHAKESUTIKS TIRoIidy.

H "ouvn|Bng opoioyla", mou xpnowwonoeitat yia v ne-
PYOAPT) TWY CUCTUTIKOV TV QUPHAKEUTIKOV TTOOIOVIWY,
onpaivel, ge TNV emPUAAEN TG ePAPLIOYNS TV AoV
JlaTdSemv Tou Apbpou 3 rap. 2 Y) TG KOWNS UTIOUPYIKAG
anépaong 9392/81/1992

- 6gov apopd ouoieq nou spgavilovrat oty Eupwrial-
K1} ®appakorola B, av dev gupBaivel autd, otny efvikn
PaprakoTioa evog KPATouS HEAOUG, TOV KEPLO TITAO &7l
KEQUAG TNG eV ASYW LOvVOYRApIag, UE NApArourn ot
OXETIKY] PAPHTKONIONT,

- doov apopd Tig Aowtég cuaieg, v Kowr| Siebvry ovo-
paoia (INN) rou ouviotd 1) Mayxdapa Opyavwor Yyeiag
1}, av Sev UMAPXEeL QUTH, TV QKPR EMOTNLOVIKT) OVOUQ-
ota. Ot oucieqg ou dev €xouv Sebvi} ko ovopaoia v
aKPIRY EMOTNHOVIKY ovopaoia nepypdoovtal ue driiw-
OT] OXETIKA |E TO TIWGS KAt and Tt NapackeuQlovTal, 1ou ou-
HMANPGVETAL, KOTA NEPITITWON, UE AAES OXETIKES TTANPO-
pOPLeg,

- boov aPopd TG XPWOTIKES, TOV XUPAKTNPIGUS LE TOV
Kwdwd “E" rou toug €xel dobel oty odnyia 78/25/EOK
Tou ZuuPouhiou Tng 12ng Aekepppiou. 1977 neplTng npo-
OEYYIOEWS TV VOLOBEOIIV TWV KPATWY HEAWV OXETIKG L
Ti§ ouoleq rou pmopel va npooTeBolv OTA APHAKA YIa TO
XpwupoTiopd (Ut aplbp. A60/8392/91/1992 kotvr) uroup-
yikr anépaon Mépog IAapdpTnua VI i/kal to dpbpo 35
Tou Kwdika Tpopluwy Kat Moty yia tig XpwoTikEs nou
urtopel va Xpriotonolodvral oTa TpagpLa.

MNa va napéxetai n "noootikn ouvBeon® g SpacTi-
KNG /v ouoiag /wv TwV TEAKMYV GOPHAKEUTIKOV TIPOTS-
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vTwv gfval anapaitnto, avaloya He I} OXETIKY pappa-
KEUTIKY] Hop@r, va opiletat n pada, 1) 0 aptBuog Twv Ho-
vaswv PIOAOYIKNG BpaoTikdTTag, efTe katd povada do-
oohoylag’eite kKaTd povada pdalag 1 éykou TnG Kae
SpaoTikng ouoiag.

01 3paoTikég ouaieq Tou eugavifovtal Ue T HopeT|
oUVOETWY evdoswY 1§ Iapaywywv oplovTal MoCoTIKA UE
TN ouvoAlkr} paZa Toug Kal, av sival anapalmmro i ev-
SeikvuTtat, pe N pdla e dpactikig povadag iy pova-
Swv Tou popiou.

M4 Ta PAPUAKEUTIKA TTPOoIdVTA TIoU TIEPIEXOUV HIa dpa-
otk ouoia n onoia anoTteAe! avTikeipevo aftnong yia

adeia KUKAOPOPIag oe omnolodnote KPATog HENOG Yia |

rpdm Popd, n MOCOoTIKA SrAwon pag dpacTikng ouoiag
TIou efval ahag R vudpr Hop@r}, EKOPAZETaL CUCTNHATIKA
ue Baon m uala g Spaotikng povadag i Hovadwy oTo

udpto. ‘Oia ta pappaxeutikd npoiévra mou Ba AdBouv |

o1 ouvéxela Gdela Kukhogopiag oTa KpA&Tn HEAT TTpETel
" va éXouV TNV NMOCOTIKN TOUG OUVBECT) SIATUTIWHIEVT) LE TOV
Bto TpéNo Yia v idia SpacTikr} cuaia.

Ot povadeg BIOAOYIKAG SpACTIKSTTITAG XPNOOTooU-
vTat yia ouoieg riou dev elvat Suvato va kaBopiotolv po-
plakd. ‘Otav pa Alebvric Movada BioAoyikig SpaoTikéTn-
Tag éxel optotel and my Maykoopia Opydvwon Yyeiag,
xpnowonoteftat aut. Otav Sev €xel optotel Atcbviig Mo-
vAada, ol HovASeQ BLOAOYIKAG SPaoTIKATNTAG EKPPAZoVTaL
e TOOTO WOTE VA NMAPEXOUV TAPEG TIANPOPOPIES OXETL-
KA UE 1} SPACcTIKSTITA TWV OUCKIV XPNOIHOTIOOVIAS, av
wxuouy, 1ig Movddeg g Eupwnaikrig Pappaxoroliag.

3.2.2.2. GapHaKeUuTIk avarrtugn

To napdv KePAAato apopd TiG MANPOPOPIES TXETIKA HE
TG HeAETEG avartTuEng nou nipaypatoromenkay yia va di-
cukEVIOTE OTL 1) PAPHAKOTEXVIKT} HOPPT}, T) OUVOEDT), N}
Sladikaoia mapaywyng, To cUOMKUa KAEWOipHaTog Tou ne-
PLEKTT, T IKPOBIOAOYIKG XAPaKIPIOTIKA Kat ot odnyieq
xpriong elval KaTahnAeg yia Ty TipoPAenduevn Xpron
TIou opiZeTal To PAKEAD AlTong Yia Adeia KUKAO®opiag.

O1 peAéTeq Tou Teplypdpovtat oTo Mapdv Kediaio ei-
val SaQopeTIKEG amd TiQ TAKTIKEG DOKIUES EAEYXOU TTOU
Slevepyouvtal oUuQWva e TG podlaypades, Emonuai-
VOVTaL KAl TIEpLypAPovTat ol KPIoeg TTapApeETpoL TG
CUVBEOTG KAl TA XAPAKTTpIoTIKA NG Stepyaciag nou et
vai duvato va ennEeAacouy Ty avanapaywyydTnTa Twy
napTIdwWV, TNV ANOTEAECUATIKGTITA KAL TNV TIOITNTA ToU
pappaxkeuTikol poiévTog. Ta CUMNANPWHATIKA SeSOuUE-
Va UNOoTIPLENG, OTTOU GUVIPEXEL AOYOG, TIEPIEXOUV TAPQ-
TIOMTEG OTa OXETIKA Kepdhata g EvotTag 4 (exkBgoetg
N KAIVIKWOV HEAETWV) Kat g Evémtag 5 (exBEoelg kKAvi-
KWV UEAETWV) TOU Pakélou aftnong yia adeia KUKAOPO-
piag.

a) - Na tekunploveral n oupatdétmra me SpacTikig ou-
olag pe Ta £kdoxa kabwg Kot Ta Baotkd QUOIKOXTIHMIKA Xa-
PAKMPOTKA TG dpaoTikrig ousiag rou sivar duvatsd va
ernpedoouy Tig anoddoelg Tou TeAkoU Tpoildvtog 1§ T
CUHBATOTNTA TWV SIAPOPETIKOV DPATTIKWY OUCLDV ETA-
£ Toug o NePIMTWom MEOdVTWY CUVBUACHOU.

B) - Na Tekunptwvetal n eruhoyr] Twv exdoxwy, 1dlwg oe
OXE0M HE TOUG QVTIOTOXOUS TIPOOPIOHOUS KAl I} CUYKE-
VIPWOT] TOUG.

y) - Na neptypdpetat ) avarmugn tou TeAkod mpoid-
vToG, Aaufdvovtag undyr my npoTelvouevn od6 Xopn-
YNOMG Kat T Xprion.

3) - Na tekunpldvoviat TuxOv Neplooeieq ot olvBeom,.

g) - Ooov apopd TIG PUOLKOXTHIKEG KAl TiG BIOAOYIKES
1BIOTNTES, va avaPEPETaL Kal va TEKUNPLWOVETAL KABE Ta-
PAUETPOG Tou aPopd TNV AnoTeEASoUATIKGTNTA TOU TEAL-
KoU TpoiovTog.

o7) - Na avapépeTal 1} erithoyr] Kat BeAtiotornoinon tng
Sladikaoiag napaywyng kadwg kat ol SlapopEs HETagy
Twv SaSKaodV MapPaywyrng oy XPNOWHOTOMBNKE yia
NV MaPaywyr| MACTIKOV KAIVIKWV apTidwv Kabwg kat
™ Sladikaoiag Moy XPNoWOomoLETal Yia TV Napaywyr|
TOU TEAIKOU TIPOISVTOG.

Q) - Na TekunpdveTat n KataAMnASTITa ToU MEQIEKTN KAt
TOU OUOTAKATOG KXELG{HATOG TToU XPnotonoteiTal yia m
SiamienoT, T HETAPOPA Kat TT) Xprjom Tou TehkoU poid-
vtog. Mpénet evdexopévws va eEeTdleTal n Tiéavr) alAn-
Aentidpaon HeTAEU TOU GAPHAKEUTIKOU TIPOIdVTOG Kat Tou
TIEPIEKTN.

1) - Ta pikpoBLoAOYIKE XaPaKTITIPLOTIKE TG PAPHAKOTE-
XVIKIAQ HOPPG Ot OxEon e pn otelpa kat otelpa mpoic-
VTQ va Cup(VoUV Kal va TEKUnpidvovTal énwg opilerat
omv Eupwraikr @appaxorota.

8) - Ma va napgxovrat KATAMNAES Kat XPr)OtHEG TANPO-
POopIEG YIa TN EMIONHAVOT), VQ TEKUNPUOVETAL N CUPBATO-
NTA TOu TeAKoU MPOISVTOG [e TO 1} TG apaWwTIKAG YEoa
avaoiotaong 1} Ta SootpeTpikd eEapmiparta.

3.2.2.3. Aadikaoia napaywyng Tou TEAKOU QapUAaKeU-
TikoU TpoiovTog

a) - H neptypaer g HeBO3ouU MapacKeung Mou Cuvo-
Bevet v afmon yta Adeia Kukiogpopiaq Suvdpet Tou dp-

-‘Bpou 3 napdypagog 2 oroiyeio 8) Mg urt’ apldy. Ata/

9392/91/1992 Kolvri§ UTIOUPYLKNG andpaong, cuvidooe-
Tal He TPANOo ToU MAPEXEL YA IKAVOTIOTKT} oUvoyn TNg
eUOoNG Twv SlEPYQTLWV TOU XPNOILOTIOIOUVTAL.

["ta To okoné auté nephapBdvel TouAdxIoToV Ta eENG:

- avapopd twv dlapdpwv otadiwv TG napaywyng ou-
uepthapBavouévay Twv eAEyxwv NG dadikaciag kat
Twv avtioToxwv kpimpiwv anodoxng, £T0L WOTE va Hro-
pel va aklohoynBel edv oL dladikaoieg ou Xpnaylomnotou-
VIal YIg Ty TIapaywyr} TNG apuakoTEXVIKNG HOP@ig Ba
priopoloav va enupépouy Sucuevelg HETABOAEG OTa Cu-
OTaTKG,

- OV MEPITTTWoN TG ouvexols Tapaywyng, TARPELS
TANPOPOPIEG OXETIKA LE TI§ IPOPUAAGEELG oy AapBdvo-
VTQL YIA va SlacpalioTel ) opotoyéveia Tou Tehwoy Tipoi-
ovTog,

- TIEIPARATIKEG HEAETEG YIQ TNV EMKUPWOT) TNG diadika-
olag napaywyng, 6Tav XPNOWOMOIETAl [ila YT TUTTOTOMN-
pévn péBodog mapaywyng N étav aut) éxet kplown or-
Haoia ya To poiodv,

- yia Ta oTelpa PApHAKEUTIKE TIPOIOVTA, TANPOPOPIE]
yia Ti§ dladikaoieq anootelpwong ri/kal Tig donrreq dia-
dikaoieg Tou xpnowsonowovvra,

- avaAuTikr oUvBeor maptidag.

AnAwvovtal To Ovopa/ erwvupia, n dteUBuvom kat n eu-
BUVN TOU KABE MAPACKEUAOTH], CUMNMEQATUBAVOUEVWY
Twv EPYOAGBwY, KaBwg Katl kK&Be MPOTEIVOUEVOG XWPOG
Kal eyKaTaoTaon Mg NMapaywykng Siadikaciag Kat Twv
DOKYWV.

B) - MeprapBdvovtal nANPoPopIaka oTolxela OXETIKA
He TIG SOKIUEG EAEYXOU TOU TIPOIOVTOG TIOU eVEEXOHEVWG
dlevepyolvtal oe evdldueoo oTddio mg dtadikaoiag na-
paywyng, ye okond m diaopdhion g ouvéneiag mg dia-
dikaoiag napaywyng.
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O1 JOKYIEG QUTEG £XOUV OUCIAOTIKY) gnuaocia yia tov
EAEYXO TNG CUPHUOPPWAONG TOU QAPHAKEUTIKOU TIOIOVTOG
Le TN oUvBean), 6tav, ot eEAIPETIKES IEPUTTWOELG, O AITWV
npoteivel avaAuTikr] HEB0J0 yia Tov EAeYXO Tou TeAod
npoidvtog rou dev nepihapBdvel Tov noooTikd ipoadio-
pLoud SAwV TV SPACTIKWY OUTIV (1] SAwV Twv EXdSXWY
CUOTATIKWY TOU UTIOKEWVTAL OTLS (BIEG analTrioelg He Tig
DPaoTIKEG ouoieg).

To (310 toxUet étav o EAeyxog NModTnTag Tou TeAkou
npoidvtog sEapTdTai and SoKuég EAEYXOU KaTd T Sladi-
kaoia, 1dlwg edv TO PapuakeuTtikd MPoidv opiletat ouoia-
OTIKA and 1) péBod0 NApACKEUT|q TOU.

Y) - Mapéxovtal rieptypadr], texunplwon kat anoteAé-
OUATA TWV HEAETWV ETIKUPWONG Yia Kp{owla otadia 1 kpi-
Ol4OUS TIOTOTIKOUG MPOTBLOPIoHOUG TIOU XPNayloTotod-
vTalL ot dadikacia napaywyng.

3.2.2.4 'EAeYX0G TWV eKSOXWY

a) - OAa ta uAikd rou ariartodvTat Yia Ty Napaokeur
Tou ekdOX0U 1] TV ekdOXWV avapgpovtal Kat eronual-
VETOL O€ IO onpelo Tng xproponoleltal To kabe UAKS.
Mapéyovtat TANPoPopLakd OTOE(Q TXETIKA g TNV TOLo-
TNTA KAl TOV EAEYXO TWV UKDV QUTWV KaBwg kat mAnpo-
@optakd otolxela rou anodelkviouy 6TL TA UAIKA avTaro-
Kpivovtal ge npdTund KatdAnAa yia Ty nipoBAendievn
XPron Toug,.

O1 XpwOTIKEG UAEG O KABE mepimrwoT), MAnpoUy TIg analt-
moelg Tou napaptiuarog Vil tou Mépoug IA TG ur
apBu. A6a/9392/31/1992 KOG UNIOUPYIKNG andpaong
ri/kat Tou @pBpou 35 Tou Kwddika Tpopiuwy kat Motwv.
EmunA€ov, ot XpWOoTIKEG UAEG MANPOUV Ta Kpitripta kaba-
potnTag énwg opifovral otnv odnyia 95/45/EK dnwg éxet
TporionolnBel.

B) - MNa kd&Be €xdoxo, napouatdlovial avaAuTikd oL ipo-
Staypapeg kat ol armloAoynoelg Toug. Ot avaAuTikeg Sia-
dikaoieq meptypdpovral Kat elval SEGVTWG EMKUPWHEVEG.

Y) - Alvetau ibiaitepn npoooxr ota €kdoxa avBpwruvng
1 {wIKNG MPogAeUONG.

‘Ooov apopd Ta edikd pETpa yia Vv anoTport g He-
TAd00NG OMoYYWdWV EYKEPAAOTIABEIWY TwV {WwV, 0 al-
TWV Arodeikvyel Kat yia Ta Ekdoxd, 0Tt TO PUPHAKEUTIKG
nPoidv napackevaletat ouppwva de tTnv Kateubuvimpia
Tpaupry yia v Exaxotonoinon tou Kivdivou Metdado-
ong Mapayovrwv Znoyywdwv Eykepalonabsuwvrwy {o-
wv péow PappaxeuTikwy Mpoldviwy kat TIq VEDTEPES eK-
J60EIG Tou, TIou dnpoocievovial and v Erwtpornt oty
Erionun Epnuepida tng Eupwnaikng ‘Evwong.

H anddeign tng ouppdppwong Le Ty npoavapepeioa
KateuGuvtripia Mpapun yivetai efte pe Tnv urioBoN, katd
MPOTUNON, TOTOMOINTIKOU KATAAMNASTITAG WG NPOS TN
OXETIKT] povoypagpia yia Tiq MeTadoTIkEG InoyyndEelq
EykepaiondBeleq g Eupwnaikiig dapuakonolag, site
HE TNV Napoxt) ETHOTNHOVIKWY SESOUEVIV TIOU TEKUNPLKD-
VOUV T SUUHSpPpWon.

) - Néa éxdoxa:

IMa 1a éxdoxa Nou XPNoIHoTIooUVTAL Yia PWTTN popd
OE QUPHAKEUTIKO TIPOTOV 1] e VEO TPATIo Xoprjyrong, na-
POXT] AETTTOUEPWY TIANPOPOPIAKWY OTOIXElWY yia Ty na-
PQOKEUN, TO XUPAKMPIoUO Kal Toug EAEYXOUG, HE apa-
TIOUIEG O€ UMIOOTNPIKTIKG SeS0UEVA aoPAAE(ag, TETO W)
KAtviKd 600 Kat KAIVIKG, CUHGVA He TN Hop@T TIou Tiept-
YPAPETQ AVWTEPW YIA TI§ SPACTIKEG OUOiES,

YTioBoN eyypagou pe TiG Aemropepeic Xnuikég, pap-
HAKeUTIKES Kat BLOAOYIKEG TANPOGOpiEq. OLMAnpopopieg

QUTEG 0QYAVWVOVTAL HE TN OE1Pd TIoU 1OXUEL Yia TO KePd-
AQLo TO OXETIKOG We TIq SpaoTIkEG ouoieg ™G Evotag 3.

Ta nAnpogopiakd oToeia yia Ta véa ékdoxa eivat du-
vatd va divovral wg aveEapTnTo £yypago Tou akoAouBel
™ Hop®N} TIoU NEPLYPAPETAL UTIG TTPOTYOUHEVEG TIapa-
ypdpoug. ‘Otav o aiteyv Sev eival 0 TapaokeuaaTr|q Tou
véou exddxou, To éyypapo autd datiBeTal oTov artoUvta
yia urtopoArj Tou gtov E.O.®.

SUPMANPWHATIKEG MANPOPOPIES YIA TIG HEAETEG TOEIKS-
TrTag pe To véo £kdoxo Sivovrat oy EvéTtrnta 4 Tou ¢a-
KENou. ‘

Ol KAMVIKEG HEAETEG Qva@EpovTatl oTny EvémTa 5.

3.2.2.5."EAeYX0G TOU TEAIKOU PAPUAKEUTIKOU TIPOIOVTOG

I"ia Tov EAeYX0 Tou TEAIKOU (PAPUAKEUTIKOU MPOIdvTOg,
N nMaptida evog GapUaKeuTikoU MPoiovTog elvat pia evo-
mra rou NephapBavel OAeg Ti§ LOVASEG (A pApHAKO-
TEXVIKT|G HOP®Tig Tou Napaokeudfoviat and my (Ba ap-
XIK} TToodTTTa UAIKWV Kat éxouv unoatel v Bia oepd
MAPACKEVAOTIKWY /KAt ArOCTEIPWTIKWY SlEPYATIWY 1,
oTny nepimwon Mg ouvexouq dadikaoiag Mapaywyng,
OAEG TIG HOVASEC MOU NMAPCOKEUATTMKAY 08 Hta SedopE-
V1] XPOViKr Tiepiodo.

Av Bev UNIApxeL KATAAANAN AlTloASYnoT, 1 HEYLOTN aro-
SeKT] anokALoT GO0V APoPA TNV MEPLEKTIKATNTA TOU TEAI-
koU TpoidvTog ot dpaoTikr] cuoia dev npénet va unepPai-
VELTO * 5% Tn oty TG napaywyng.

Alvovrat Aerropepeiq MANpo@opleq OXETIKA Lie TIq TPOo-
Jaypageg, (arnodeoueuon Ka Xpdvog Junig) aTioAdynon
yia v emioyn, pebddoug avdiuong kal eTUKUPwoT
Toug,

3.2.2.6.MNpdtuna r{ UAKA avapopag

Ta okeudopara kat nPoTUTIa avapopds Nou XPNCILo-
FIoloUVTal Yia TOV EAEYXO TOU TEAIKOU PAPHAKEUTIKOU
TPOIGVTOG TAUTOMOLOUVTAL Kat TIEPLYPAPOVTAl AETTOE-
pPWG, £AV Ot OXETIKES MANPOPOPIEG Sev Exouv avapepBe(
TIPONYOUNEV®G OTO KEPAAQLO IOV apopd TN SPACTIKT ou-
ola.

3.2.2.7.MepiéxIng Kat KAE{OLIO TOU TEAIKOU POPUOKEUTL-
KoU poidvTog ,

[Mvetal meptypa®r] ToU TIEPIEKTY) KAl TOU CUCTIATOG
KAELTTIOTOG, OTTou MEPIAQUBAVETAL T} TAUTOTNTA TOU KABE
UAIKOU dueong ouokeuaoiag kal twy mpodlaypapiv
Toug. O podiaypageg nepthapBdvouy neptypaty Kat
TauTonoinon. Orou xpeldZetal, neplhapfdavovral pébo-
dol extéq pappaxornoiag (pe ermkipwon).

Ma pn UAIka eEwtepiknic ouokeuaoiag nou dev enl-
Bpouv yiverat pévo ouvtopr nieptypadpr. Ma 1a UAIKA g
eEwTepikNg ouokeuaotag nou emuidpody Sivovial oupAn-
PWHATIKES MANPOPOoplES.

3.2.2.8.Z2106epdTTA TOU TEMKOU PALHAKEUTIKOU TIPOT-
ovtog
" a)-AfvovTat GUVOTTTIKA Ot TUTIOL TWV HEAETWYV NMOU BIEVEP-
YHBNKav, Ta Xpnowonon8évTa rMpwTeKoAAa Kal Ta arno-
TEAEQUATA TWV LEAETWOV.

B)-Ta Aertropepr] anOTEAEOATA TWV HEAETWV oTASERS-
Tag, mou neptAapBAavouy MANPoQopies Yia TI§ avaiutl-
k&G dladikaaoieq rou XpnotonouiBnkav yia  dnuoupyia
Twv DedOUEVWY KAt ETIKUPWOT TwV Jladikagidv autwv di-
VOVTaL e TNV KATAAANAN Hop@n). ZTny NepTTwon Twy eu-
BoAiwv,divovral MANPoQopieg TXETIKA UE TN TWPEUTIKN
oTaBepdtnTa, onou epapuoleTat.

Y) -Afvetat To TpwTOKoAG gTaBepdtnTag HETd TV XO-
priynon ddelag kai SeCUEUTIKE SAwon otadepdtnTag.
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4. ENOTHTA 4: MH KAINIKES EKOEZEIY

4.1. MoppdTunog kat apouoiaar

To yevikd neplypappa g Evémrag 4 eival wg eEig:

- flivakag neptexouévav

- EKBEoeIq EAETWV:

- Gappakohoyia:

- MpwToYeVrg PapHaKoOUVAUIKY|

- AeUTEPOYEVIIG PAPUAKOBUVAIKD

- dappakoAoyia acpaieiag

- dappakoduvapikég aMnhosmdpdoetg

- PapUAKOKVITTIKY:

- AvaAuTikég UEBOSOL Kal EKBETELG ETIKUPWOTI]

- Anoppdgnon

- Katavour

- MetaBohouog

- ATIEKKPLON

- ®APHAKOKIVITTIIKEG AANAETISPGOELG (N KAVIKER)

- AMEG QAPHAKOKIVITTIKEG HEAETES

- ToEioAoyia:

- ToEwdmTa egp’dnag ddang .

- ToEIKdTrTa enavelnuuevay déoewy

- FovoTogikoTHTA!

-In vitro

-In vivo (oUUTIEPINALBAVOHEVWV UTTIOCTTPIKTIKWY TOFIKO-
KIVITTIKWOV aELOAOYNOEWY)

- Kapkivoygveon

-MakponpdBeoueq HEAETEG

-Bpaxuripdbeopes 1) HEoOTIPOBETUES HEAETEG

~-AMEG HEAETEG

- TOEKGTITA KATG TV Qvanapaywyr| Kat avartusn |

-CoviuGTITTa KoL Mp@iun eRBpuikr avarntugn

-MetayevéoTtepn eypuikn] avanTugn

-MpoyYeVVITTIKY KAt HETAYEVWITIKY) avarTtugn

-MeAéTec oTig omoieg xopnyodvral déoelg r/kal dievep-
yefral epaitépw afloAdynon ota veoyvd (veapd {wa)

- Tomikn avoxy:

- NoIEG HEAETEG TOEIKGTNTAG:

-AvTiyovikéTnTa

-AvoooTto&ikotnTa

-MEAETEG PUOIOAOYIKWYV UMY aVITUWY

-E§apmon

-MetafoAfteg

-Mpoouielg

-ANG

-BiBNOYpagIkeg avapopeg

4.2. Meplexouevo: Baoikéq apxEq Kat ananmoeis

Aiveral Saitepn npoooxr} ota akdhouba smheypéva
oTolyeia: B

{1) OL QapPLAaKOAOYIKEG KAl TOEIKOAOYIKEG SOKIUES TIE-
piExouv Ta eENc:

@) - T SuVNTIKY) TOEIKGTITA TOU MPOIGVTOG KAl OTIOWWV-
dnnote emkivBuvwv 1} avermBUPNTwY TOEKWY erudpdgswv
TIoU evOEXETAL VA EUPAVIOTOUV UMS TG TPOTEVOUEVEG
OUVONKEG Xpriong oe avBpwroug, 1oy aklohoyouvrat O
Ox€om e ™ utiokeipevn raBoAoyikr] katdoTtaon.

B) - ¢ papRaAKOAOYIKEG IDOTNTES TOU TIPOIOVTOG, TOOO .

O€ TI0LOTIKT) 600 KAt OE TIOTOTIKI} OXEOT] HE TV TIPOTEVS-
pevn xprion oe avBpwrious. OAa TQ aroTEAECUATA TIPETEL
va eivat agiéroTa kat va éxouv duvatdmra yevikig epap-
poyng. Otav xpetdletal, xprotonoolvral padnuatikés
Kal OTaTIoTIKES Sladikaoieq yia To oxedlaoud Twv Metpa-
HOTIKWY HEBSBWY Kal yia TNV afloAdynon TwV arnoTeAE-
OHATWY. .

ErurAgov, elval anapaitnTo yia Toug KAVIKOUG 1aTpoug
va divovtal mAnpoeopieq OXETIKA [e TN BEPAmneUTIKT Kal
TOEIKOAOYIKT OPACH TOU MPOIdVTOG.

(2) MNa ta BoAoyikd PAPHAKEUTIKA poidvTa, Onwg Ta
QvOOOAOYIKA PAPHAKEUTIKG IPOIGVTA KOl TA PAPHAKEUTL
K@ TIPOIOVTA TIOU TIPOEPXOVTTL aNtd QvBpWTivo aija 1) TAG-
oua, ol anartioelg Thg napoloag Evomrag eviexXouEvwg
npooapudélovrat yia kdnola npoidvra. Enopévag, Tonpd-
ypaupa SoKIMGV Tou epapudletat armiohoyeftat and Tov
atrodvia.

I"Q TNV KaTApTION TOU IPOYPAMATOG SOKIMWY, AauBd-
vovTaL Unoym Ta eEng:

‘OAeg ot SOKWEG TIOU AMAITody STTAvEIANHEVT Xopriyn-
on Tou TipoidvTog oxedIGlovTal £T01 oTe va AapBavouv
unéyn v ruBavn enaywyn aviiCwpdTwy Kat Ty nape-
urodloTikr] Toug dpdon.

Na AapBdvertal uriéyn i eEETa0M G avanapaywytkriq
AetToupyiag, TS eUBPUIKAG KAl TIEPLYEWWTTTIKG TOEIKATN-
Tag, ™G dUVNTIKNAG Kat Kapkivoyovou dpdong. Otav evo-
Yorotolvtal suaTatikd GAa and T dpaoTikn ouaia, 1 pe-
AT Hriopel va avTikaBioTaTal pe Iy erkUpwon g aro-
HAKPUVOT|G TOUG.

(3) Alepeuvdral 1 ToEIKOAOYIQ KAl 1] GAPHAKOKIVITTIKY
£VOC ekBOX0OU TIOU XPNOILOTIOEITAL YIa MPWTT Popd OTO
PAPHAKEUTIKS TOHEQ.

(4) Orav undpyet mlavéTTa oNUAvTIKNG aikoiwong
kaTd T SidpKela G anobrKeuons Tou PApPHAKEUTIKOU
npoiévrog, eetdletat 1 TofIkoAoyia Twv Npoidvtwy did-
onaong. '

4.2.1. dapparkoioyia

H QOPHAKOAOYIKY] MENETT) aKOAOUBE( U0 EEXWPLOTEG
YPQHUEG TIPOOEYYLOTIG. _

-MpdToV, SlEPEUVHVTALKALTIEPLY PAPOVTAL KATAMAAWG
Ol EVEPYEIEG Ot OXETIKEG LE TNV TIPOTEWVOUEVT BeparneuTL-
K1} xprion. Onou eival duvatdy, xpnolonotodvtal ava-
YVWPLOUEVEC KAl ETIKUPWHEVES QEIOAOYROELG, TOOO in
vivo 600 Kal in vitro. Ot KGIVOTOUEG MEIPQUATIKES TEXVIKEG
TIEPLYPAPOVTAL LE TIQ QMAITOUHEVES AETTTOUEPEIEG WOTE
va kablotatat duvat] n avanapaywyr Toug. Ta anoTeAE-
ouaTA EKPEGLOVTAL TOTOTIKA XPNCONOIWVIAG, Yid TIa-
PABELYHA, KAUMUAES SOOMG - ANOTEAECUATOG, KAUMUAES
xpovou - arnoteAéoparog KTA. ‘Omnou eivar duvatdv, yivo-
VTQL OUYKPIoEIG [e Sedopéva OXETIKA e ouaiarouoieq ue
riapepoepr) Bepaneutiky) Spdomn.

- AedTepoy, O artwy depeuvd Ta evdexdueva avermsy-
LITA QapPRaKoSUVALIKA anoTeAEoUATA TG ouoiag OE qu-
OloAOYIKEQ Aettoupyieq. Ot épeuveq auTtég dlevepyouvtal
{E EKBECT) OTO MPOCSOKWHEVO BepaneuTkS eUPOQ KAt IId-
vw and autd. OLMelpapaTIkEG TEXVIKEG, av dev elvat TUTTO-
romnueveg SLadlkaoieg TEPYPAPOVTAL TOOO AETTTOUEPWG
woTe va efvat Suvartr| ] avanapaywyr Toug, KAt 0 EPEUVT)
TAG TEKUNPLRVEL TRV EYKUPATNTA TOUG. AEpEUVEVIAL TU-
XOv unowieq yia ahhayn) TG andkpLong AGYw TG ENavet-
NHHEVIG XoprynoTg TG ouoiag.

la ™ eappakoduvakry aMNAENdpaon Tou papua-
KEUTIKOU MPOIGVTOG, Ot SOKIHEG OXETIKG e OUVDUAOHOUG
SPACTIKWY ouswdv Baoilovral fTe 08 PAPUAKOAOVIKEG
apxEq elte oe evdeitelq BepaneuTikol anoTeEAéopuaTod.
SV MPWTN ERTTTWOT, N PaPUAKOSUVaKT) LEAETT Gro-
Bewviel autég Tig.aMniedpdoelg, Adyw Twv onolwv ¢
ouvduaoudg pnopel va £xet agia yia BepaneuTikr] xpron.
Z1m dedtepn neplTtwem), 6Tav eMmdIEKETAL ETLOTNHOVIKY
arTloAdYNon yia 1o cuvBuaoud HECW BEpAMEUTIKGV TIEL-
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paudtwv, n épeuva kabopllel edv Ta anoteAéopara ta
pogdokwueva and to guvduagud uropolv va erudet-
xBouv o {wa kat pénel va dlepeuvdTal TouAdxioTov 1)
onuacia Tuxov napanAeUpwy emdpAEcewy.

4.2.2. GapUaKOKIVITIKY -

dapuaxokvnTiKY onuaiver peAsétn g nopeiag Ing dpa-
OTIKAG 0Uoiag Kal TwvV HETABONTWY NG OTO ECWTEPIKO
TOU OPYAVIGHOU Kt KAAUTTTEL TN UEAETT TNG AnoppoPn-
ong, TG KaTavoprg Tou HETABOAMOHOU (BIOpETATPONAG)
KOl TG AMEKKPLOTGTWY QUOLWDY QUTAV.

H EAETN auTWOV TV SLaPOoPETIKWV pacewy SlEvEPYE(TAL
HEOW QUOIKWDV, XNHIKWV 1] EVOEXOUEVWG BIOAOYIKWV HEBO-
Bwv KAt HECW TIAPATAPNONG TS NPAYHATIKNG (PAPHUAKO-
Suvapknig dpacmpidrag g dtag mg ouoiag.

Ot mnpogopieq yia Tn karavopr kat TNy anékkplorn ei-
vat avaykaleq oe SAeq Tig MepuTwoelg dnou 1a Sedopéva
autd eival anapalmra yia Tov KaBoptopud mg dogoAoyiag
Yia TOV AvBpWo KAl OXETIKA JE XNHEIOBEPATIEUTIKESG OU-
oleg (avriBoTikd, KTA.) kal oualeq Twv oroiwv 1y xErion
eEaptdral ard ta pn pappakoduvaiikd anoTteAéopartd
Toug (r.X. didpopeg StayvwoTIKEG OUTies, KTA.).

Alevepyoutivratl e{ong UEAETEG in Vitro He TO MASOVEKTT]-
HA NG Xprions avBpwnivou UAKOU yia CUYKPLoN He {uikd
UNIKO (LY. Séopeuon NpwTeivoy, HETABOAMOUOS, aMANAe-
nidpaon YeTagl papudxwy).

Efvai anapaitt n gappakokivntikn Slepedvnon GAwv
TWV GAPUAKOAOYIKA SPACTIKWOY OUCIOV. ZTNVY NEPiTTwon
VEWV TUVOUAOH®Y YVWOTWV OUCLWDV, TOU EXOUV JlEPEUVT-
Be{ guupwva pe Tig dlatdgelg g napoloag odnyiag, ev-
JEXETAL VA UNV ANATOUVTOL PAPAKOKIVITIIKES HEAETES,
£dv ot dokipaoieg ToEIKSTNTAG Kat Ta OepaneuTikd Melpa-
LATa SIKALOAOYOUV TN LN BEVEPYELA TOUG,.

To papuakokivnTikd MPGYpapa oxedidleTal €101 HoTe
va givat Suvatr n GUYKPLOT] KAt I} GUOXETIOT] LETAEY {wwv
Kat avBpwnou. )

4.2.3. ToEwohoyia

a)- ToEikétnTa egp’danak ddong.

Aoxipaoia ToEikdTTag e’ anag d56ong onuaivel noloTt-
Kr} KAl TTOOOTIKY MEAETN] TWV TOEIKWY avTISPATEWV TIOU
uropodv va MPokUYoUV ard HIa LIEHOVWUEVN XOPHyNnon
MG SPacTikng ouoiag 1j TV SPACTIKOY OUCIWYV. TIOU TiE-
PIEXOVTAL OTO PAPUAKEUTIKS TIPOIGY, LE TIC avaAoYieg Kat

") QUOIKOXNHIKT kaTtdoTtaon otnv onoia Bpiokovral oto
MEAYHATIKG ipoidy. ’

H dokipacia tofikéTnTag e ’dnag ddong dievepyeltal
oUPpWVA HE TIG OXETIKEG KATEUBUVTTIPIEG YPAMMES TIOU
exdidovral and tov Opyavioud.

B) - To&ikdtra enavelnupévoy SOoEwY.

O doxipaoieq TOEKOTHTAG ENAVENNUEVWY BOTEWY
€xouv okond va anokaAUuYouv TUXOV QUOIOAOYIKEG Ti/Kat
Na8oAoyoavaTokeég HETABOAEG Mou npokaAouvral and
v enavelinppévn xopnynon g und eEftaon dpaoti-
KNG ouaiag 1} Tou Uno e&€taon ouvduaouol SPacTiKWY
OUOIWDV KAl VA POTBLOP{COUV E TIOLO TPOMO Ol LETABOAEG
auTtég oxetiovral pe T Soocohoyia.

levika, eivat emiBupntd va dievepyolvrat 00 Sokiua-
oleg: a Bpaxixpovn, pe didpkela dUo we Tecodpwv
eB3ouadwy, Kal a pakpdypovn. H Sidpkela me Sedte-
PG eEapTdTal ano Tig CUVBIKES KAWVIKNAG XN onS. ZKoTog
g elval n neptypar] Twv mbavwy averibUurnTwy anote-
Aeoudrtwv ota orola TIPEnel va SIvETal TPogoxt] aTIg KAL-
VIKEG HEAETEG. H Sidpkeia oplleTal oTIG OXETIKEG KATEUBU-
VITPIES YPOPMEG TTou ekBidelL 0 Opyavioudc.

Y) - FovidlotoEdTnTa

O\ okorol Tng peAémg g duvnTika petalMagioyovou
Kal KAQOTIKOYGVOU Bpdong elval va anokaAUyer Tiq HETa-
BOAEG TTOU Unopel va TIPOKAASOEL (id oUsia OTO YEVETIKG
UAIKG TV atopwy 1 Twv kuttdpwy. O petaMatioydveg
ougoieg uropouyv va anoteholy kivduvo yta Ty vyeia, de-
Sopévou i1 ékBeor oe éva peTaragloydvo napdyovia
evexet Tov KivBuvo pOKANoTG HETAMAENG TNG BAQOTIKNAG
oelpdg, Je TBavaTnTa MPGKANOTG KAT)POVORIKWY Qvua-
ALV Kt KIVOUVO CWHATIKWYV eTaMAEewv ouunepiiapa-
vopgvwy ekeivov Tiou odnyov og kapxivo. Ot pehéteg au-
T8¢ elval UNIOXPEWTIKES Yia kAfe véa ouola.

D) -Kapkivoyévear.

Arartolvial SOKIHaoieq yia va anokahu@Bolv Tuxov
KAPKIVOYOVEG BPATEIq:

1.0t HeAfTEG QUTEG StevepyouvTal yia kGBe papuakeu-
TikG TIPOIGY Tou OMoloy N AVOHEVOUEVT KAVIKE Xprion el-
vat yta napatetapévn neplodo g fwrig evog aoBevoug,
efte ouvexdq elte emavaAnrtikd katd dlaotrpata.

2.0t PeAETEG QUTEG CUVIOTIOVIQL ETHONG YO OPICPEVQ
(PAPUAKEUTIKA MPoidvta edv UMApXoUV avnoux(es OxXETIKA
HE TN SUVITIKY KapKivoydvo Bpdom Toug, 1L, and npoidvta
mg Biag katnyoplag 1y napdoiag Sopng, eite and evdei-
Eelg 08 PEAETEG TOEIKGTNTAG ENAVEIANUHEVWY SOTEWV.

3.0t YeAéTEG, GO0V apopd TaPws YOVISIOTOEIKES Evd-
oeig, dev elvan anapaites, dedopévou 6Tt Bewpodvial
KAPKIVOYOVES Yia OAa Ta €(dn, mpdyHa Moy OUVENTGYETAl
kivBuvo ya tov dvBpwrio. Av €va TETOIO PAPUAKEUTIKO
TipoidY poopieTal yia Xpovia XopiynoT o avepwroug,
uropel va eival anapaltm xpdvia HEAETR yta Tnv avi-
XVEUOT] MPOUIWY OYKOYEVVITIKWV OYKOYEVETIKWV erdpd-
TEWV.

€) -ToESTTa katd v avanapaywyr kat avarrtugn.

AepeuvdTar n méavr) Mapeprodion Ty avanapaywyt-
KOV ASITOURYIOV TV appéviv 1 Twv BnAéwv kabwg katta
erBAQRr} QnOoTEAECUATA VIt TOUG ANOYOVOUG, 1€ KATAA-
AnAeq SoKipaoteg.

O dokiuaoieg autég mMepthapavouy Tig peiéreg erudpd-
CEWV OTNV avanapaywyikn Aeitoupylia eviAikwy appévav
1 OnAdwy, HEAETEQ TWV TOEIKWY KAl TEPATOYOVQY ETIOPG-
cewv ge OAeq TI§ Baduideq avammuEng and T cUNNYN
péxpt 1 oefouak) wpwdtra Kabwg kat Aavedvovta
anoteAéopara, 8tav 1o utd eEETaoT PapUaKeuTIkd MPOIOV
xopunyeitat ge OAed katd ) SIGPKELD TNG EYKUHOOUVNG,.

H napdAetym QuTOV Twv SOKIHACIHOY VA TEKNPLOVOVTAL
BEOVTIWG.

AvAAoya e TV evIEIKVUSHEVT) XPHOT TOU PAPMAKEUTL-
KoU npoldvTog, evBEXETAL VA AnATOUVTAL CUMMANPWUATI-
KEG HEAETEG TTOU KAAUTTTOUV TNV avartugn dtav Xopnyei-
TAL TO QapUakeuTd npoidy otoug anoydvous.

Ot peiéteq euBpuikiic ToEikémtag npsnet va Sievep-
youvtal kavovikd oe duo &idn BnAaotikwy, €va and ta
orola dev NPENEL va e(val TPWKTIKS. OLTIERIYEVWITTIKEG Kat
HETQYEVVITIKEG MEAETEG JlevepyoUvial Ot éva TOUAGXI-
otov eid0og. Av 0 HETABOMTUOG VOGS (PAPUAKEUTIKOU TIPOI-
dvrog oe €va ouyKexpévo eldog eival yvwotd dm sivar
napduolog He exeivo Tou avBpwnou, eival emBuunTtd va
repidauBdavetat 1o eidog autd.Eival entiong etuOupntd to
£va and autd Ta edn va elvat To iSio pe exeivo rou Xpnot-
portoiBnke onq PEAETEG TOEIKOTNTAG EMAVEINNUUEVWY
teleloftNYA
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Katd Tov KaBoploud Tou oXeStaopod Twv HEAETWV Aay-
BAveTal UTIOYN TO ENITESO TWV EMUOTNHOVIKWY YVROEWV
KAaTd TO XpOVo TG Katddeong g aimong.

oT) - Torikr| avoxr.

SKoTIEG TV HEAETWY TOMIKIG avox§ elvat va Sleukpvi-
otel dv Ta PaPUAKEUTIKG TIPoIGvTa (1600 Ot BPACTIKEG
ouoieg 600 kat Ta gkdoxa) yivovtal avektd oe diapopa
OTHE(Q TOU CWOMATOG, TTIOU Hropolv va épBouv og enagr
LE TO PAPHAKEUTIKG TIPOIOV KATA I} XOPYNoT) TOU CE KAL-
vikr) Xerjom. H otpamyikr Sokiaciag npénet va sival té-
To1a BOTE TUXOV LNXAVIKG anoTEAECUATA TNG XOPTYNONS
1} KaBapd PUOIKOXTHIKEG SPATELS TOU TPOIGVTOG va Uro-
poUv va SiakptBoUv ano Tiq TOEIKOAOYIKEG 1 TG PapUaKO-
duvapikég SpAoels.

Ot Bokaoieg Torikrg avoxig dievepyoUvial Ue TO
okeUaoua Tou avartiooeTal yla avBpwritvn Xprion, Xen-
OYIOTIOWHVTAG TO MECO H/KaL Ta KDoA Yia T XOprHynom
otnv opada eréyxou. Oriou eivatl anapalTnTo, CUPMEPL-
AapBdavovral BeTikol EAeyxoy/ouoieq avapopdg.

O oXeBL1aouoS TWY SOKIMATLEY TOTIKIG avoXig (EMAoY
eidoug, Bidpkela, ouxvétra Kat 036éq xopriynong, d6-
oeig) eBaprdral ané to npog diepelvnon TPOBARUa Kat
TIG TIPOTEIVOUEVEG OUVBTIKEG XOPNYNONG O KAVIKY Xpri-
on. Alevepyeital avacTPeHSTIITA TwV TOTIKWY KaK®-
gewv, érou autd sivat Suvatdv.

Ot peAéteg oe {ha propolv va urokaractadolyv amo
sKupwiéveg dokaoies in vitro pe v npotnddeon o1t
TG QMOTEAEOUATA TWV SOKIUAOLW)V EXOUV oUYKplon ot
STTTa Kat XPNowWoTTa Yid Toug oKonoug G agioAdyr-
ong acpaieiag. _

Fa xnuikég ouoieg nou epapudloviat oto dépua (L.
BEPUATIKAG, MPWKTIKAG, KONTKIAG Xpriong) agtoAoyeltain
BavétrTa sualodnTonoinong oe éva TouAdyLoTov anod
Ta cuaTuata Sokiaowdv oy elvai diaBéoia onfjuepa
(Sokiuacia vdikol xoipidiou 1y dokiuaoia TormKoU Aepea-
Sevay). .

5. ENOTHTA 5: EKOEZEIZ KAINIKON MEAETON

5.1. Mopgdtunog kal mapouciaon

To yeviké nieplypauua g Evémtag 5 €xel wg eEng:

- Mepiexdueva via TIG EKBEOEIG KAVIKAV HEASTOV LTS
popen rifivaka

- MapdBeon) SAwV TWV KAVIKOV HEAETWY UTIS HOoP®T) Tii-
vaka

- EKBE0CEIQ KAVIKWY HEAETWV

- ExBEoeic BLOPAPHAKEUTIKWY MEAETWV.

- ExBgoelg peAetwv BlodaBeoiudtnrag

- EKBEoeig ouyKpLTIRMOV.UEAETWY BlodiaBeodTnTag Kat
Blo-looduvapiag

- 'ExBeomn peEAENG OUOXETIONG in vitro - in vivo

- EkBEoelg BloavahuTiKWV KAl QVaAUTIKGOV MEBODWY

- EkBEoeiq HEAETWV TIOU apopOUV T (PAPHAKOKIVITTIKY
XONCHOTIOWHVTAS avepwTiva BIOUAIKA

- EKB€0e1g HeAETWV SECUELONG TIPWTEVWY MAGOUATOG

- EKBéoelq ueheTwv nriatikoU HETAROAIOUOU KAt GANAe-
nidpaong
" - EKBEoEig HEAETWY TIOU XPNOWOoTolouy GAa avBpwi-
va Blohoyikd cuompata

- EKBEoeiq avBpwmiviv (PapUAKOKIVIITIKWY. LEAETWV.

- EKBEOoEIg HEAETOV PAPUAKOKIVITIKY|G KOt APXIKNG ave-
KTikdtTag ot Uyl dtopa

- EKBETEIQ HEAETWV PAPHAKOKIVITIKTG KAl QPXIKAG ave-
KTikGTNTaG 0 aoBevelq

- EKBEoEIG HEAETWV PAPHAKOKIVITTIIKNG EVOOYEVWV NG-
PayovTwWY »

- EKBEOEIG HEASTWV POPHAKOKIVITTIKIG EEWYEVEV Mapa-
YOvVTWY

- EKBECEIQ MEAETWV PAPHAKOKIVITTIKIG TTANBUTHOU

- EKBEOEIC JEAETWV PAPHAKOSUVAHIKAG TIOU Stevepyou-
VTaL oTOV GQvBpwrIo.

- EKBEOEIC HEASTAV POAPHAKOBUVAUIKNG KOl HEAETWV
(PAPUAKOKIWVITIKTG/ PaPHAKODUVAHIKG T8 UYL ATopa

- EKBEOEIQ HEAETWV QAPUAKOSUVALIKNG KAl HENETWV
(PAPHAKOKIVITIKAG/ GAPHAKOBUVAUIKIG 08 aoBevVE(q

- EKBE0EIG HEAETWV QMOTEAECUATIKOTITAG Kal aoPalel-
ag.

- EKBETEIG TV EASYXGIEVWV KAMIVIKWV LEASTWV TIOU QpO-
poUv v unoomplouevn EvaeiEn.

- EKBECEIC TWV LT EASYXOHEVWV KMVIKWOV HEAETWV.

- ExBéoeic avalloewv Sedopévav arnd NeploosTepes
TNG MAG HEAETNIC CULTIEPAQUBAVOUEVWV TUXOV ETHOTHGV
EVOTIOMNUEVWY QVaAUOEWY, HETA-QVaAUOEWV KAt avaiioe-
wv YEPUPWOoNG.

- NoIMEG eKBETELG HEAETWV.

- EKBEogIq OXETKA LE TNV EPMELPIa JETA TNV KUKAOPO-
pla.

- BIBAMOYPOPIKES MTAPTTIOMITES,

5.2. Meplexdpevo: Baoikég apxeg Kat anartmoelg

Aidetar 1Baftepn npocox oTa akéhouba emAEYHEVA
oToixeia:

a) - Ta KAvikd TANPo®optakd oTotxeia nou apexovial
duvdpel Tou dpBpou 3 napdypagog 2 GTOLXED N) TG Kot-
VAG UTIOUPYIKAG andeaong A6a/9392/91/1992 npénet va
kaBoTolv duvaTr] Tn SIapdPEWOoT ENAPKWEG BELEAWLE-
VNG KAl ETHOTIHOVIKA EYKUPNG YVOUNG OXETIKA HE TO eAv
TO PAPHAKEUTIKG TIpoidy TANpol Ta KptTripla Tou dEnouv
™ xopriynon adeiag kukhopopiag. Katd ouvereia, ou-
olaoTIKAG onuaciag araimon eivat va kowornotolvral Ta
AMOTEALCUATA GAWV TWV KAWVIKWY SoKiwy, T6C0 Ta gu-
vOIKG 600 Kal Ta SUCHEVT.

B) - Mptv and Tig kKAVIKEG Sokiég Slevepyouvtal mavto-
TE KATAAMAES PAPHAKOAOYIKEG KAl TOEIKOAOYIKEG DOKI-
HEC OE (ha, CUMPMVA UE TI§ anaimjoelg Mg Evétnrag 4 7
Tou TIapévTog apaptpatog. O epeuvITmiG eVUEPKVE-
TAl OXETIKA {E TA CUMMEPACUATA TWV PAPHAKOAOYIKWV
KQal TOEIKOAOYIKWV HEAETWY Kal, KATG CUVENELT, O QITWY
Tou SabETel TOUAAXLIOTOV TO PUANASIO TOU EQEUVNTT), TO
ortolo MephapBdvel OAeg TIG OXETIKES ANPogpopleg Tou
elval yvwoTEG nplv and v Evapin HIag KAVIKAG LEAETNG,
CUUTEPIAGUBAVOUEVOV TWV YTNIIKGOV, PAPHAKEUTIKWY Kal
BIOAOYIKWV 'SeDOLEVWV, TOEIKOAOYIKWY, PAPHUOKOKIVITE-
KWV KAl GpapuUakoduvauikov dedopévwy oe {wa Kal 1a
AMOTEAETUATA TIPONYOUHEVWY KAIVIKWOV HEAETWV, HE
enapkr} dedopéva Tou va armioAoyolv To e(d0og, TNV KAI-
Haka Kat T SIdpKela TG POTEVOHEVNG HEAETG. Ot TN}
PELG PAPUAKOAOYIKEG Kt TOEIKOAOYIKEG ekBETELG TIapE-
xovrai epdoov {meouv. Ma Ta LAKA avBpwrivng 1 {wt-
K1ig Tpoéleuang, xpnoomootvral dAa ta dabéoua
HECQA via va anogeuxBel n HETAS00T) HOAUCHATIKWY TIa-
PayoVIWVY TPty arnd Ty Evapln g HeAemg.

Y) - Ot kdroxol adelwv KuKAopopiag Yeptuvolv yia

- S1IaTHPENOT TwV BasIKOV EYYPAPWY TwY KAVIKOV HEAETOV

(MEPAaPBAVOUEVLV TWV EVIUTIWV GVOPOPAG MEUOVWUE-
VOU MEPLOTATIKOU) EKTOG arTd TA LaTPIKG apxela Twv uro-
KEWWEYWY, TIOU TNPOUVTAL and Toug VOUOUS KaTGXoug
TWV SedopEvwv:

- yta 15 TOUAGXIoTOV €11 HETA TNV OAoKANpwon 1} T dla-
KOTIF TNG MEAES,
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- I} Y1a 300 TOUAAXIOTOV £T1] META T} XOPYNoN TG Te-
Aeutaiag adelag kukAogopiag otnv Eupwnaikr Evwon
xaBuwg en{ong GTav dev UNAPXOUV EKKPENELS 1] TIPOBAEO-
peveq armoetg yua adea kukhogopiag oty Eupwnaikn
‘Evwon,

- 11 Yta 300 TOUAGXIOTOV £T1] HeTd TNy ertonun dakorn
NG KAVIKIG avanTuErng Tou umd €psuva MpoiovTog.

Ta wrpwd apxela Tov atduwy Tnpolvial and To vooo-
kopelo, To Bpupa i} T0 BIWTIKS taTpeio CUP@WVA He TV
loxUouaa vouofeoia kat oUPpwvVa UE 1) YEYIOTT) ETUTPE-
TIOHEV XPOVIKT epiodo.

EvroUtoig, Ta €yypaga pnopel va diatnpouvral yia pe-
yaAUtepn xpovikr nepiodo, edv autd anattetal and tg
LoXUOUOEG KOVOVIOTIKEG aNaTrioelg 1 HETA and ouppwvia
pEe Tov xopnyo. O xopnyodg sivat uneliBuvog va mAnpogo-
pel To voookoeio, To Bpupa 1) To WwTiKo tatpeio oxett-
KA e To Xpovikd aonueio népav Tou onoiou Sev anarreftat
A€oy va dlatnpouvial Ta Eyypaga autd.

O xopnvyog 1) AAOG vOLIOG KATOXOG TwY SeSOEVWY
Slamnpel SAa Ta dAAa £yypaga Ta OXETIKA He TNV JOKIr
epdoov xopnynBel ddeia oto npoidv. Ta €yypapa autd
repapBavouy Ta 6N TO MPWTOKOANO Nou NEpapBa-

. TO OKEMTIKS, TOUG OTOXOUS Kat TO OTaTIoTikG oxedia-
Opo Kat JeBodoAovia TNG HEAETNG, ME TIG CUVBNKkeg LTS
Tig onoleq Sievepysital kat SwaxeiplleTar kai Anpopopieq
y1a To Ut €peuva poidv, T0 PAPHAKEUTIKO TIPAldV ava-
POPAgG 1j/Kat TO EIKOVIKG PAPHAKO TIOU XPNoonotnkxe,
TIG TUTIOTIOINKEVEG AElTOUPYIKEG S1adikaoleg, OAEq Tig
YPAMTEG YVOUEG OXETIKA E TO MPWTGKOAO Kal Tig dla-
Jikaaieg, 1o eyxelp(dio Tou epeuvi, éviuma avapopdg
TEPLOTATIKWOV YiQ KAOE GTOLO TIOU TUUUETEXEL O JEAETT,
TNV TEAKN} €kBe0T], TIOTONONTIKG(A) eAéyxou, av undp-
xouv. H Tehkr| £kBean tnpeltal arnd Tov Xopnys 1 Tov ye-
TEMETa vOHIo KATOXO, Yia 5 €11 and TéTe TIouU TO papua-
KEUTIKO Tpoidv Bev dlabétel mAdov Gdeia.

ErnAgov, yia Tiq SoKIEG TTou StevepyoUvTat eviog g
Eupwnaiknig Evwong,o kdtoxog g adeiag Kukhogpopiag
AapBdver evOeXOpEVA CUUMANPWHUATIKG LéTpa yia Ty ap-
XEWOETNOT TNG TEKUNE{aNg oUupwva He Tig SIGTAEELS
™G Kowig unoupyikrig andeaong AYI3/18929/2003
(PEK B’ 1973) KAl TWV QVOAUTIKWY KATEUBUVTHOIWY YPa-
pbv.

KdBe petaoir) g dloktnalag twv Sedoudvev Texun-

VETAL

‘OAa 1a Sedougéva kal ta £yypagpa npookopifovrar,edv
Touto {rBet and tov E.0.0.

3) - Ta TIANpoPopIakda OTOE( Yia KABe KAVIKT| SOKIT
TIEPIEXOUV ETIAPKE(G AETTTOUEPEIEG WOTE VA ETUTPETOUV TN
SLaUOPPWOT AVTIKEHEVIKYIG Kplomg,0nwg:

- TO NMPWTOKOAO, OT10U HEPIAQUBAVETAL TO OKETTIKG, Ot
OTOXOt KOL O OTATIOTIKOG OXESIAONOG Kal 1) peBodoAoyia
™G HEAETNG, HE ToUG GpoUg Und Toug ono{oug NPAyua-
ToroefTal 1} eKTEAETN Kal i Slaxelplom, Kat ASTTTOEPEIES
Y1a TO UNO EPEUVA PAPUAKEUTIKG TIPOIGV TTOU XPNOIHO-
TotefTat.

- TUOTONOUTKA(G) eA€yxou, edv undpxouv

- KaTAAOYO TOU EPEUVITTH} (TwV epeuvnTWV).K&BE gpeu-
vntrig yvwotenotel To évopa, ™ diedBuvon, Toug Sopt-
OL0UG, TA TIPOOGVTA KAL TA KAVIKA KaBKovTa Tou, SnAwk-
veL 1ol SIEVEQYNBNKE 1) HEAETT KOl CUYKEVTRWVEL TIG TINT)-
pPoYopleq OXeETIKA e kdfe aoBéveia EeXwplotd, émou
nepapBavovral EVIUTia NEPITTWOLOAOYIKIG EKBECNS YIG
KABE UTTOKE{LEVO DOKIYIWDV

- TENIKT) EKBEOT] UMOYEYPAHUEVT] AN TOV EQEUVITTN KA,
Ytd TOAUKEVTPIKEG BOKILEG, and GAOUG TOUG EQEUVITTEG
Tov ouvTovioTr] (KUpLo) epeuvnT).

g) - Ta poavaPePBEvTa TANPOPOPIaKE OTOLXEID TwY
KAvikwv UeAeTwv StaBiBdaovral otov EO®. Evrodtolg,
peTd and oupgwvia e Tov EQ®, o artwv pnopel va na-
PaAe{Pet PEPOG TWV TIANPOPOLUDY aUTWV. H ARPENG Tek-
unplwon napéxetal apéows, epodoov {ntmeei.

O £peuvnTiGg, OTA CUUMEPATHATA TOU TXETIKA HE TA TIE-
pauaTIKG eUPULATA, EKPPAEL T YVWHN TOU OXETIKE He
MV ao@AAeia Tou NPoIGvTog UM KAVOVIKEG TUVBNKEQ
XPYOMG, TV avekTIKOTNTA Tou, TNV anoTeAcoUaTIKOTNTA
ToU Kat kGBe xpriown nAnpogopia rou apopd evdeitelqg
kat avrevoeitelg, doooloyia kat yéon didpkela TG ayw-
YAG kKaBwg Kal TUXOV I31aiTepeC; TIPoPUAGEEIG ToU TTPENEL
va AauBavovtat katd ) SIAPKELa TNG aYWYS Kal Ta KAvt-
K4 ouPITORGTA HETA and Xoprynon unepdooewy. ZInv
€KBEOT] OXETIKA {E TA ATNOTEAEUUATA PLAG MOAUKEVTPIKIG
HEAETNG, 0 KUPLOG EPEUVINTTG, OTA CUNNEPAGOUATA TOU, EK-
PPACeL YV OXETIKG [E TV QOPAAELG KOl TNV ONOTEAE-
OpanKdTNTA TOU UTIO DIEPEVVNOT PAPHAKEUTIKOU TIP0IG-
vToq €€ ovOPaTOG SAWY TWV KEVTRWV.

oT) - Ot KAIVIKEG apatnenoetg cuvoyiZovtal yia Kaoe
dokiur kat mephapBdavouy Ta eEAG: .

1) Tov apiBuo xat To pUAC Twv atépwy rou éxaBav v
aywyr.

2) Tnv ermoyr| Kat TNV NAIKIAKT Katavour} Twv opddwy
QoBEVIV TIOU EPEUVEOVTAL KAL TI§ TUYKPITIKEG SOKIHEG.

3) Tov aptBud Twy aogdeviv nou anoxwpnoayv npéwpa
and Tig SOKYES KAl TOUG AGYOUS QUTNAG TNG anoxwpenons.

4) Otav degixancay eAeyXOHeEVES SOKIIES UTIS TIG AV~
TEPW OUVBNKEG, eQv oV OPAda eAEYXOU:

* dev xopnynenke aywyn

® YopnyronKe €iKoVIKO GAPUAKO

® Yopnyrenke AANO GAPHAKEUTIKS TIPOIGV ie YVWOTO .
anotéheoua

¢ YopnyrOnke AAAn aywyr, ektég and Bepaneia e
XONON PAPHAKEUTIKWDV MPOIOVTWY

5) Tn ouxvdmTa TwV IGPATNAMBEIowY avertBUunTwy
EVEPYELDV

6) MANpogopieq oxeTKA E a0BEVEIG TOU EVOEXOHEVWG
avTieTwiouv auEnuévo kivduve, TLX. NAKIWPEVA GTo-
Ha, nadid, yuvaikeg KaTa ) Siapkeia TG EYKUpooOvng 1
g eppnvopuaciag, 1 ou xpetdlZovrat diaitepn npoooxr
ASYW TNG QUOIOAOYIKNAG 1 TABOAOYIKIG KATATTAOTC TOUG,.

7) Mapapérpouq r kprmpla agloAdynorng g anoTele-
OHOTIKOTNTAG KAl TA ArOTEAEOMATA He BAOT TIG NMapajLe-
TPOUG QUTEG,

8) ZramioTiki} aEIoAdYNON TV ATIOTEAEOUATWY OTaV au-
16 eivat anapamTo ASyw Tou OXedacuol Twv SOKIIWY
KOt TWV OXETIKWV HETABANTWY apayovTwy.

0} - Erurd€ov, 0 epeuvning avapépel AvIoTE TG napa-
TNENCEIG TOU OXETKA e Ta eENG: ’

1) Tuxdv onpieia eBiopod, eEdprnong 1y SuokoAiag dia-
KOMNG TNG AMWNG TOU PAPUAKEUTIKOU TIPOIOVTOS K Mé-
POUG TWV A0BEVHYV.

2) TuxSv aAMNAETUSPATELG TIOU TIAPATRPERONKAY Pe Gh-
AQ QAPUAKEUTIKA TIpoidvTa nou xopnyouvral TauTdxpo-
va,

3) Ta kpitripia rou kaBopIifouv TOV ANOKAEITUSO OPIOE-
Vv aoBeviy ano Tig Sokipéc.

4) Tuxdv Bavdtoug nou onHeONKkay katd m Sidpkea
™G SOKIIAG 13 KaTd TRV Nepiodo napakoAoUdnong.
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) - Ta MANpo@opiakd oToXela OXETIKG HE Evav VEO Ouv-
duaoud PapUaKeEUTIKOV ouocwwv elval ta Bla pe ekelva
TIOU QMAtTOUVTAL YId VEQ PAPHOKEUTIKA IPOIOVTa Kal TIPE-
TIEL VA TEKHNPLOVOUV TNV aCPAAELa KAl TNV ATIOTEASOHATI-
KéTNTA ToUu oUVdUaouoU.

8) - H ohkrj 1] gepikr} napdAetyn dedopevay arttoAoyei-
Tat. Edv epgaviotolv anpoodoknta anoTeAéopara katd
N StapKela Twv SOKIUWDY, CULMANPWUATIKESG TTPOKAIVIKEG
TOEIKOAOYIKEG KAt PAPUAKOAOYIKES DOKIIEG TPETEL va Dle-
Edyovral kalva enaveEetalovral.

1) - Edv To @appakeuTIkS Tipoidv npoopileTal yia pa-
KPOXPOVIa Xoprynom, napgxovral MANPoPoplakd oTol-
¥ela yia Tuxdv TpoTonoinon G PAPHAKOAOYIKAG Spd-
ong HeTd ané enavethnpuévn xopriynon, kadwg kal Tov
KaBoptoud akpoxpoviag.doooAoYiag.

5.2.1. EkBéoeiq BIOPUPHAKEUTIKWY HEAETWV

Mapéxovral exBEoEeLg pereTwv BlodtabeotudmTag, ou-
YKPITKNG BrodiabeoiudTnTag, exBEoelg LeAETWY Blo-ico-
duvapiag, ekB€oeig LEAETNG CUCXETIONG in vitro Kat in vivo
KAl ot BLoavaAUTIKEG Kait AvaAUTIKEG péBoSOL.

Erumiéov, dievepyeital aflohdynon mg Biodladeotid-
mrag étav sivat anapainTo yia va anodetxBel iy Blo-ioo-
Suvapia Twv PAPUAKEUTIKOVY TPOIOVIWY TIOU avapepo-
vIaLoTo GpBpo 3 apdypapog 2 oneio n) urd 1-3 g urt’
apBp. Aba/ 8392/91/1992 KOIVIG UTIOUPYIKNG artd(paon.

5.2.2. EKBEoEIG UEAETWV OXETIKA LiE PAPUAKOKIVITIKT] HE
XprioTravBpwrvwy BLOAOYIKWY CUCTNHATWY

Ma Toug okomoUg Tou NapdVTog MapapTnUATos, av-
Bpwriva BloAoyikd cucTrpata onalvouv onoleodimoTe
npwteiveg, KUTTapa, 10To{ Kal ouvaer UAIKA TToU TTPoEp-
XOvVTaL anod avBpwiveg TNYES Kal T onold XPnoyIoToL-
ouvTatin vitro 1j ex vivo yia v a&loAOynom Twv GapuaKo-
KIVITEIKWV ISLOTHTWV TWV YAPKOKEUTIKWOY OUCLWOV.

10 mAaiclo autd, napéxovral ekBEoEIg TNG MEAETNG
npwTeivoSéopeuonc 0To MAOUA, TWV HEAETWOV NIATIKOU
HeTaBoAouoU Kat AMNAETUSPaoNC dPATTIKWY QUOIWV
Kat HEAETEG IO XPNOWOTIOIOUV AR avBpwiva BLoAOYL-
K& ouoTAUATA.

5.2.3. EkBE0eiq QapLOKOKIVITTIKOV HEAETWY 08 avBpw-
TIoUG

a) - Meptypdgovtat Ta akdhouba pApUAKOKIVITTIKA Xa-
PAKTNPIOTIKA:

- anoppognam (pududg kat éktaon),

- KaTavoun

- HETABOATNOG,

- QMEKKPLoT

Meptypd@ovrat Ta KAVIKWEG OTNUavTIKA XaPaKTrpioTikd
driou MEPAaBAEVOVTAL Ot CUVEMELES TWV KIVITIKWOV 5e80-
HEVwY yia To SoooAoyiké oxrua BlaiTepa yia Toug aode-
velg Tou dlatpéyouv kivduvo, Kal ot Siapopéq MeTaty av-
Bpwrnou Kal Jwikwv eIdwWy Tou Xprowonoiolvial oTig
TIPOKAWVIKEG LEAETEG.

Eruri\€ov TwV TUTIOTIOMUEV®V PAPHAKOKIVITTIKWOV HEAE-
TWV rToAAarihoy Sefyparog, ol avalloelq papUaKOKIVITL-
Krg nAnduopol pe Bdon apair} SelypatoAnyia katd
BIAPKELD KAVIKWV SOKIUDY HITOPOUY ETHOTG VA KAAUTITOUV
Inmipata OXeTiKa JE TiG OUBOAEG evBoyevdv Kal EEwYE-
VAV napayovIwy ot HETABANTSTTA TG oXEoms 3éome -
PAPHAKOKIVITTIKNG-AvTANOKPLoNG. YTIoRAAAovTalL ekBE-
OE1G YIa QAPUAKOKIVITTIKEG HEAETES KAl HEAETEG QPXIKNG
avexTikdmTag oe vyl droua Kat oe aoBeveig, exBéoelc
PAPHAKOKIVNTIKWV HEAETWV Yia TV afloAdynom Twv aroe-
TeEAEOUATWY evEOYEVWV KAl eEwyevidv napaydvTwy, Kal
EKOETEIC PAPHAKOKIVITIKWOV LEAETOV MANBucuoU.

B) - EQv TO papHAaKEUTIKG MPOISV TIPOKEITAL KAVOVIKG va
XOPNYETal TAUTOXPOVA HE QAT PAPHAaKeUTIKA IIpoldvTa,
TIQEEXOVTAL TANPOPOPIAKSE OTOLXE(D OXETIKA UE Tig DOKI-
LEC KOWVTIG Xop1iynong nou StevepynBnkay yia va anodet-
¥Bel n Tubavr) LETABOAY| TG PapHAKOAOYIKNG dpdong.

AtepeuvddvTal ot QaPUAKOKIVITTIKEG AAANAemdpaoelg
ueTall mg Spaoctikrq ouoiag Kai GAWY GapHAKEUTIKWY
FPOIOVTWY T} OUOIWY. '

5.2.4. EKBECEIQ PAPUAKOSUVAKWOV PEAETWV OE avOpw-
Toug

a) - MapouotdZeral N PappaxodUVaLKr dpdomn CUCXe-
TIOMEVN E TNV aroTEAECHATIKS TG, OTToU nepapBavo-
vTal ta eEfg:

- n oxéor) &dong - avTandKpLong Kat N XPovikr| Tng didp-
Kewa

- 1] ATICAGYNOT TG S000AOYIAg Kai Twv CUVBNKWY X0-
prynoms, :

- 0 Tpdmog dpdorig, av elival SuvaTtov.

Meptypdpetal n pappakoduvapikr dpdon rou dev oxe-
TiCetal e v anoTeAeopaTikéTA.

H eniSeiEn Twv @apuakodUVAIKWV arOTEAECHATWY 08
avBpwrioug dev eNOPKE aP’eauTng YIa TNV AITIOASYNON
TWV CUMMEPQOUATWY 000V apopd Karolo daftepo duvn-
TikS BepaneuTikd anoTEAEoUA.

B) - EGv To @apOKEUTIKS POoidv TIPOKELTAL KAVOVIKA va
XOPnyYeTal TauToXpova pe GAAQ PapHUaKEUTIKE TIpoIovTa,
TIAPEXOVTAL TANPOPOPIAKA oToela OXETIKA HE TIG DOKL-
HEG KOWVAG Xoprynomg rou dtevepynBnkav yia va ermdet-
x0¢el n Tubavr} LETaBOA} TNG Ppappakoioyikrg dpdong.

AlepeuvdvTal ol PAPHAKOSUVAUIKEG AANAETIOPACEIQ
HETAEY TN SpaoTIkAg ouoiag Kol AM®V UPHAKEUTIKWDY
TPOIGVTWV 1] UGV,

5.2.5. EKBEOCEIG TWV MEASTWV QNIOTEAECUATIKATNTAS KAt
acgaheiag

5.2.5.1. EKBE0EIG TWV EAEYXOLEVWV KAIVIKDV HEAETWOV
TWV OXETIKWY HE TNV urtoompildpevn EvdeiEn

[evikG, ot KMVIKEG DOKIHEG TIPENeL KaTd To duvatdv va
BieEdyovral g "EASYXOUEVES KAVIKEG SOKIHES", va eival
TUXQIOTIOINUEVES KAl KATA TEPTTTWOT) CUYKPITIKEG HE Et-
KOVIKO (PAPHAKO KOl LE Eva KaBIEPWHEVO PAPHAKEUTIKS
npoidy e anodedetypévn Bepaneutikr} agla. Kase dAog
oxedlaoudg neénel va amoAoyeital. H aywyr twv opd-
Swv eAfyxou Tipernel va dlagepel and mm pia neplrwon
omv GMAn kat pénet eniong va eEaptdral ané {nmjuata
deovrohoyiag kal To Bepaneutikd Topga.Etot unopel, oe
OPICUEVEG TEPUTTWOELG, VA e{val IO KATAANAN N aUYKpL-
o7 TE AnoTEASCHATIKOTNTAG EVOG VEOU PAPMAKEUTIKOU
TIPOIOVTOG e TNV AMOTEAECUATIKOTNTA EVOG KABIEPWLE-
VOU (PapuaKeuTikoU nipoidvtog anodedetypuévng Bepa-
neuTiKnG aglag xat Oxt He To AnoTEAECUA evAg EIKOVIKOU
papudkou.

{1) Ooov To duvardv neploodTepo, kai WBiaftepa ot So-
KUWIEG OTIG OTO(EG TO AMOTEAETUA TOU TIPOIOVTOC SEV UTTO-
peil va petpnBel avikeldevikd, AauBavovTat uETpa yia Ty
anoeuyt g pepoAnyiag, cuunepthauBavousvay edo-
dwv TUXaloTIoinoNG KAt TUPAoToINoNg.

(2) To MPwWTOKOANO TG HEAETNG MEPIAQLBAVEL SIEEOBIKY
TIEPLYPAPT) TWV OTATIOTIKWY HeBGDWV TToU Ba XPRotonoL-
nBouv, Tov apiBld Kat Toug Adyouq EVIAEng Twv acBevdv
(dnou mepihauBavovTal UTIOAOYLOKO! TG toXVOS TG DOKI-
HAG), TO eninedo onpavtikdTnIag rou 8a xpnoworon el
Kal Hia TIEPLYPaPT) TG OTATIOTKNG povédag. Ta uétpa
Tou Aaudvovtal yia Tnyv anoguyr HepoAnyiag, diwg ot
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ugBodot Tuxalononong, TekunpudvovTat. H eviatn peya-

- hou aptBpoU aTopwv o€ [ia HeAETN Bev Mpénel va Bewpsl-
TAL WG ETIAPKEG UTTIOKATATTATO YIA LA OWOTA EAEYXOHEVN
Soriny.

H avaokdnnon Twv dedousvav vivetal AaupBavopdvmv
UNOYn TV KATEUBUVIPWOY YPAUHWY TIou SniooieveL 1|
Ermrpord, e Blaitepn npogoxi| o CuPBAVTA 1ou £XouV
wg anotéheoua ™y alkayr} Mg 3éong 1j Ty avdykn Tau-
TOXPOVNG XOPYYNOMSG GMou papudkou, oopapd averndu-
pnta ouyfdvra, cupPdvra nou odrynoav og anoxXwENon

ket Bavdroug. OAot o1 aoBeveig 1y oL ouadeq aoBeviv mou

avrpeTwnifouv augnuévo Kivduvo eronuaivovtay, divetat
de 1daltepn npogoxn} oe duvntikd eunabeic aoBevelc nou
evOEXONEVWG UNEPXOUVY O€ HIKPOUG aptBuolg, .. naibid,
£YKUeG yuvaikes, eunadei NAKIWHEVOL, TOHA |IE OTIHAVTE
KE€G avwpHaMeS HETABOANOLOU 1] TNG anékkpLoTG KTA. Tlept-
YPAQOVTAlL Ol CUVETEIEG TNG agloAdynong acpaieiag ya
TIG THOAVEQ XPTIOELG TOU PAPHAKEUTIKOU TIPOIdvVToG.

5.2.5.2. EXBECEIG HEAETWV YIA LI EAEYXOUEVES KAIVIKEG
HEAETEG, exBETElq avalloewy dedopgvav and NeEPLoTs-
TEPEG and [ HEAETEG Kl ANAEG EKDETELG KAIVIKWV LIEAE-
Qv

OL eKBETELG QUTEG TIPETTEL VO UTTORBAGNOVTOL,

5.2.6. ExBeoeiq yia v epmelpla HeTa v Kukhopopia

Av TO QaPHAKEUTIKS Tipaidy €xet AN GJeIa KUKAO®PO-
plag oe piteq XwWpes, napéxovial MANPOPoPIES Yia TG
QAveTBULNTEG EVEPYELIEG TOU OXETIKOU PAPHAKEUTIKOU
TPOIGVTOG KA PAPUAKEUTIKA TIPOIGVTA OU IEPIEXOUV TNV
{Bia dpacTikry ouoia, oe oxéon pe Toug pUBHOUG XPNOLUO-
ro{inong av eivat duvatdv.

5.2.7. "Evtund avagpopds neploTatiKOv KAl KATAAoYOoL
TWV ETUHEPOUS A0BEVWV

‘Otav unoBANovTal CUMPWYVA UE T OXETIKY KATEUBU-
VIpLa Ypapur nou €xel dnpootedoel o Opyaviopdg, ta
EVTUTIA Qva@popdg MEPITTATIKWOY KAl O KATAAOYOL TwV 88~

dopévwy Tou KaBe aobBevolq XwPLOTd, napéxovtal Kat -

urtoBdArovtat pe TNy Bla geipd Pe T eKBETEIS KAVIKWY
HEAETWOV Kat apBuoUvTal avd HeAs).

MEPOZ I
EIAIKOI ®AKEAO!I AAEIAZ KYKAOPOPRIAZ -
KAl EIAIKEY ANAITHZEIT

Dpiopéva GapuakeuTikd npotldvra £xouy TEToIa e1dikd
APAKTNPICTIKE, WoTe va elval duvatév va avanpooap-
MOOTOUV Ol araitrjoelg Tou paxkélou aitnong adelag Ku-
kAopopiag otwg opifovrai 0To Mépog | Tou MapévTog ma-
papTiraTog. Ma va KaAupBoUv QUTEC Ot EIBIKEG MEPUTTW-
OEIG, Ol evOIaPePOUEVOL TIPETIEL VA aKOAOUBNooUY ia
KQTAANAR Kat IPOOTPHOCUEVN TapoUaiacT) Tou paks-
Aou.

1. KAGIEPOMENH IATPIKH XPHZH

Nata gapuaxkeutikd NPoidva Twv onoiwy N SeaoTikr ou-
olany ouoieq éxel/éxouv "kablepwpévi iatpikr xprion” ériwg
avapépetal oTo GpBpo 3 apdypagpog 2 oneio 8) uné 2)
MG KOWTIG UMOURYIKAG andpaong A6a/9392/91/1992, pe
QVAYVWPIOHEVT) QOTEAECHATIKGTNTA KAl arodeKTd Erti-
niedo aoeaheiag, toxdouv oL akdAoubot eldikol kKavoveg.

O arrav urnofdiel tig Evdtnreg 1, 2 kat 3 dnwg nept-
ypapetal oo pépog | Tou napdvrog Napaptriuaroc.

Ta g Evétnteg 4 kat 5, pia avoluTikn} Emotnpoviky] Bi-
BAoypagla kahdmTel Ta pn kKAwikdG Kal Ta KAVIKA Xapa-
KINPLOTIKA.

O axdAouBot e1dikol Kavoveg LOXUOUY YIa TNV TeKuniw-
0T NG KABIEPWHEVNG LaTPIKG XPHOoNS:

a) - Ot napdayovteg nou AauBavovtal unoyn yia vd Tek-
HNplwBel N kadlepwUEv IATPIKE XPriom Twv CUCTATIKWY
TWV PAPHAKEUTIKAWY TIPOIOVIWV elval oL eENg:

- 0 XPOVOG KaTd Tov orolo xpnoiporoteital pia ouoia,

- TTOOOTIKEG TTTUXEG TG XPpriomg TG ouoiag, '

- 0 BaBUOG EMMOTNHOVIKOU evOIAPEPOVTOG YIA TN XP1ioM
Mg oualag (fou avTIKaTtonTPZETAL 0T SNIOTIEUREVT] ETTL-
agmuovikr BiAtoypapia) kat

- 1} OUVOXT] TWV ETUCTNHOVIKIY QEIOAOYNOEWY.

Enopévwg, propel va xpetdlovtat SiapopeTIKES XPOVi-
kég neplodot yia ) empeBaiwon g kabiepwpévng xpri-
ong SapopPETKWY ouaiwv, 2t KGBe neplrtwor, ev Tou-
TO1G, 0 XPOvog Nou anarteitat yia Tnv emBeaiworn mg ka-
BlepwUvng 1ATPIKNG XPNONG EVOG OUOTATIKOU evog
pappakeuTkol npotdvrog dev unopei va slivat pikpdtepn
and pa dekaetia and Trv NEWTI CUTTRHATIKY Kat TEKUN-
puwpgvn xprion e ouciag autig WG PAPHAKEUTIKOU
TPoidVTOg oty Kowdtnta.

B) - H texunpiwon mou unoBdMet o aitddv KaAUTTeL GAeq
TIG TITUXEG TNG afloAdynong aopaleiag ry/kal anotehe-
ouaTkGTITAG Kat MEPIAaUBAvEL 1 avagEpeTal OE ia ava-
OKOMINOT TNG OXETIKNG BiBAoypagpiag, AapBavovtag und-
Y peAETeg TPy kat PeTd v Kukhogopia kat dnuooteu-
pévn eruotnuiovikn BiBMoypagia mou agopd Ty eunetplia
HE TN Hop@r] ertdnpoAoy iKY HeEAETWY Ka, 1B1aiTepa, ou-
YKPUTIKWV ETUDTUOAOYIKWY LEAETWYV. KolvorotouvTtat 6Aa
Ta yypaga 1600 pe euvolkd G00 Kal He SUOUEVEG TIEPIE-
xouevo. Doov apopad Tig Satdelg yia my "kablepwpévn
laTpIKry xpnon” elivat idlaitepa onpaviikd va kataote{ oa-
PEC TL Ot "BIBMOYDAPIKEG NMAPGTOUNES” OF GAAEG TINYEG
oTotxelwv (UeAETEG HETA ™V €vapEn TG Kukhogopiag,
ETUOTIHIOAOYIKEG HEAETEG, KTA.), KaL O 1dvo Ta dedopéva
TQ OXETIKG pE SOKYIEG Kal DOKINAaTieq, HMOPoUY va Xpnot-
LEGOOUV WG EYKUPA AMOBEIKTIKA OTOXE(R TS ATQAAEIAg
KAl TG arnoTeAeguaTikéTnTag £vEg NPOIdVTog edv ia al-
mor eEnyel kat armoAoye! IkavorotnTikd ) Xpron autwv
TWV TINYWV NMANPOPOPLDV.

Y) - IBtaftepn npoooxr} divetal oe TUXOV EAAETTOUOES
TIAnpoQopieg. MNpEnet va amoAoyeitat o IoXUPLoNSS ™S
Unap&ng onodektou emnedou acPAAsiag Kay/r anotehe-
OHATIKOTITAG, VW KATIOIEG LEAETES EXOUY MIAPAAELPOEL.

) -~ Ot un KAVIKEG ti/kat KAMVIKEG eTioKoTostg eEnyouv
MV KataAMnASm™Ta TV SeSopévwy TIoU UMoBAArovTal
Kai Ta onola agopoUv éva Tpoidv SlapopeTikd and To
npoidv rou npoopiletal yia kutkhopopia. Aatutidvetal
Kplom OXETIKA HE TO AV TO eEeTaldpevo Tipoidv unopsei va
BewpnBel MApGUoLo [e To NPOIGV Yia To onolo €XEL UTo-
BAnBel afmon adelag kukhopoplag, napd Tig uNApxou-
0eq BlaPopEq.

g) - H epnelpia petd v kukhogpopia Soov agopd AAra
nipoidvTa rnou Nepiéxouy Ta {Sia ouUoTATIKG Exel 1dlaitepn
onuacia kat ot artouvteg Ba npénet va Sivouvidiaitepn £u-
paon oto {ATNua autd.

2. OYZIQAQS OMOIA PAPMAKEYTIKA TIPOIONTA

a) - Qrartioeig oy Bacifovial oTo GpBpo 3napdypapog
2 onueio 8) und 1) ™G KOG UTTOUPYIKAC ANGPATTS
A60/9392/91/1992 (ouctaoTikd napeupepr) npoidvia) ne-
piExouy Ta dedopéva Tou neptypdgpovtal ot Evdtrreg 1,
2 kat 3 Tou pépoug | Tou napévrog MapapTiNaTog we Ty
npoUndéBeon Stio artwv Exet eEaopaiioel T ouykatddeon
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Tou KaTOXOoU TNG apEXiKNg ddetag Kukhogopiag ya napa-
TIOUTTEG OTO MEPIEXOMEVO TWV JIKWY TOU EvoTritwv 4 kat 5.

8) - O artrioeig nou Baoifovral oto dpdpo 3 napdypa-
®0og 2 onpelo 8) und 3) TG KOG UTIOUPYIKAG andgpacmq
ABa/9392/91/1992 (ouciwdwe duota npoidvta dnhadr ye-
véonua) nepiéxouv ta dedopéva nou neptypdgoviat oTig
EvéomTeg 1, 2 kau 3 Tou wEpoug | Tou napdvrog napapti-
paroq ouvodeudueva and dedopgva Moy anodelkviouv
™ Bodwabeaidmra Kat T Blo-tcoduvapia je To apyuwd
PAPHAKEUTIKS MPpoidv pe Tnv Tipolndseon 0Tl TO TEAEU-
Taio Sev eival BIOAOYIKS PAPHAKEUTIKG TIPOIGV (BAENE Jié-
pog I, 4 napeppepr] BIOAOYIKA PapUaKeuTKa npoidvra).

Ma Ta npoidvra autd, ot WUn KAVIKEG/KAVIKES ETHOKOTTT-
oelg/ouvéeig eTukevTpuvovTalidiwg ota akdAouba otol-
xela:

- TNV AmMoASYNOoN TNG UTIOOTAPIENG TG CUTIWSoUg
opodTTag.

- {ia oUvoyn Twv TIPOCHIEEWY ToU TIEPIEXOVIAL OE TIap-
1ideq NG SpacTikng ouoiag KaBWg kat Tou TeAkoU pap-
HaKeuTiKoU TIPoidvTog (Kal, orou XpetdZeTat, Ta npoidvra
didomaong nou eppavifovrat kartd m Sidpkela mg ano-
Brikeuong) énwg NpoTeivovTal yia XPrioT} OTO MPOoidv oy
nipoopileTat yia kukhopopia pall pe pia afloAdynon au-
TV TWV TIPOoH{Eswv”

- aEloAGYNoN TwV BEAETWV Blo-iooduvapiag 1) aIttoAd-
YNon TG 1N DIEEQYWYNG HEASTWV O OXECT) LE TNV KATEU-
Buvtrpla ypappn yia my "diepeuvnorn g Brodtabeoid-
mrag kat mg Bio-igoduvapiag™ )

- EVIHEPWON NG SnpooieupEVNG BIBAOYpapiag oxe-
TIKA [E TNV OUGIA KAt TN OMHEPIVE epapoyr. Mnopel va
elval anodekT yta 1o OKomd autd n aparour) oe dp-
Bpa dnuoocieuugva oe MePodikd "aEloAdynong OMOTi-
Hwv eTa{pwv”

- QrIoLodYNoTe Wuptondg oy MNepindn Twv xapa-
KITIPLOTIK®V ToU TIpoidvTog Tou dev sivat yvwotdg 1 Sev
TekpaipeTal and Tig IOOTNTES TOU PAPKAKEUTIKOU TIPOIS-
vTOg fy/kal Tn BepaneuTikr opada Tou npenet va oulntei-
TAL OTIG N KAVIKEG/KMVIKEG ETIIOKOMCEIG/CUVOELS Kal
TEKUNPIOvVETal pe Snuooieupévn BiBNoypapia /kat ou-
HIAIANPWHATIKEG MEAETEG.

- Katd nepinroon, oupninpwuatikd Sedopugva mps-
el va rapéxovial and Tov-aTouvTa yia va anodeiket
0Tt TEKUNPIWVETaL i I0odUVa{a Twv ISI0THTWY aopd-
Aetag kat anoteheopatikdmnrag, dtav ioxupilerar ot
UTIAPXEL OUCIHBNG OMOISTITA LETAEL Twv Slapdpwv
AAQTWV,ECTEPWV 1) TIAPAYDYWV HIAG EYKEKPUUMEVNC
B3pacTIKAG ouaiag. '

3. ZYMINAHPQOMATIKA AEAOMENATIOY ANAITOYNTAI
2E EIAIKEE NEPINTQIEIZ

‘Otav n dpaocTikr] ouoia evég oucIwd WS opoiou papua-
KEUTIKOU TIPOIOVIOG MEPEXEL TNV (Bl BepaneuTiKy Mood-
TNTA HE TO apXIKO EYKEKPYIEVO TIPOIOV oUVBESELEVT e
BlapopeTikS AAAG/e0TENA CUMITACKO/MApdywyo Napéxo-
vTal arodeikTika otoixela 6t dev undpxet al\ayy g
PAPUAKOKIVITTIKAG Tou 3pacTikol TUALATOE, TG Papua-
KOBUVQIKTG T)/xat TG ToSkSTNTag fou 8a urtopoloav va
HETABANOUY TG XAPAKTTPIOTIKA QOPaAE(aq/anoTEAETUG-
TiKOTNTAG. EdV dev oupBaiver autd, n oUvBeon autr Bew-
peftat véa dpaoctikr] ouoia.

‘Otav éva papuakeuTiké poidv npoopiletat yia Slago-
PETIKT BEPaMEUTIKY XP0M 1] NaPOUTIAZETal Ot SIapope-
TIKT] QAPUAKEUTIKY) HOPQY] 1] MpoopileTal yia Xoprynon
ano 3lapopeTikég 030UG 1} 08 SIAPOPETIKEG SOCEIC 1 e
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" DIOPOPETIKT} TIOCONOYIQ, MAPEXOVTAL TA ANOTEAEOUATA

TWV KATAMNAWY TOEIKOAOYIKWOV KAl PAPHAKOAOYIKWDVY S0~
KMV T)/KQL TV KAVIKOV SOKIHWDV.

4, MAPEM®EPH/MAPOMOIA BIOAOTKA GAPMAKEY-
TIKA MIPOIONTA

O dlatdgetq Tou dpbpou 3 napdypawpog 2 onueio 8) und
3) g Kowvrig unoupyikriq andgpaong A6a/9392/91/1992 ev-
Béxerat va pnv eival erapkeiq Yia 1a BIOAOYIKA apuaKeu-
TKA TIPOIdVTa. Av Ot TIANPOPOPiEs TIOU anatTodvial oITyw
MEPITTWOT TWV CUCIWBWE TTAPEHPEPWV /MAPSHOLWY TPOL-
SvTwv (YEVOOTWV) eV ETTPENEL TNV TEKUNPlwoT) TNG Na-
peppepolg/MapoHoiag puong dUo BIOAOYIKWY QapPHAKEL-
TIKOV IPOIOVTWV, TAPEXOVTAL CUMMANPWUATIKA Sedopéva,
Kat 15{wg, Ta TOEIKOAOYIKA Kat KAMVIKA XQPaKTNPLOTIKA.

‘Otav éva BloAoyiké QappaxkeuTikd Tipoidv onws opi-
CeTalL 0TO HEPOG |, mapdypayog 3.2 Tou napdvrog INa-
papThiuarog H, ou avagépeTal oe éva MpwTdTUNO Gap-
LAKEUTIKO TPoidv oTo o11oio €Xel XopnynBel adeia Kukho-
popiag omv Kowvdtnta, unoBArETal yia Adeta KUKAOPO-
plag and avekdpmro evdiapepdpevo petd ™ AEN g
repiodou npootaciag Twv dedouévay, epapuoleTal ny
aKoAoudn PooEyyioT.

O1 agnartoUpeveq mAnpogopieg dev Nepiopilovtat oTig
Evétnreg 1, 2 kat 3 {pappakeuTikd, XNika Kat BloAoyikd
dedoyéva), cupnAnpwuéveg and dedouéva Blo-looduva-
piag kat Bro-dabeoiuotrag. O TUMog Kat 0 OYKOQ TWV GU-
HIMANPWHATIKWOV CUYKPLTIKWY SESOpEVMV (BNAadr] TOEIKO-
AOYIKWV KAl GAWV UM KAVIKOV KAl KATGAMIAWY KMVIK@OY
dedopévwv) kabopieTal KaTd NEPIMTWOT CUNQVA HE Tig
OXETIKEG EMUOTIHOVIKEG KATEUBUVTIIPIES YPAUUEG.

Aéyw TG TOKINOOPPIAg TWV BIOAOYIKWOV POPHAKEUTL-
KWV TIPCIOVTWV, T} QvAYKT] CUYKEKPIUEVWY LEAETWV TIOU
rpoBAgnovral oTig Evomteg 4 kal 5, anatteitat and tov
EO®, apol AngpBoulv unidwn ta erdikd XapakmpioTikd Tou
KABe ETHEPOUC PAPHUAKEUTIKOY TIPOIOVTOG.

Ol epapUOOTEES YEVIKEG APXEG TIEPIEXOVTAL 08 KATEU-
Buvmpta ypapur, nou AapBavel unidyn Ta xapakmpLoTi-
KA Tou OXeTIKOU PBIOAOYIKOU PAPHAKEUTIKOU MPOIGVTOG,
Kat ekdidetatl and tov Opyavioud. e neplitrwon nou o
QPXIKA EYKEKPILEVO PAPHAKEUTIKO TIPoIdV §Xel NePICTi-
TEpEg and pa ev3eiEelg, 1) ANOTEAECUATIKOTNTA KAl 1]
ao®diela Tou QappakeuTikoU TIPOIOVTOG Mou UoaTnpl-
{etat 6T elval napeupepég/ napduolo attiohoyeital 1j, av
eivat anapaitnro, anodeikvUeTal EEXWPLOTA Yia KABE (ua
and Tiq unoompdueveg evdeitelg.

5. PAPMAKEYTIKA MPOIONTA ZTAGEPOY ZYNAYAZMOY

Ot armjoeig pe Bdon To 4pbpo 3 napdypagog 2 onueio
8) TeAeuTalo e3apLo ™G U aplBp. ABa/9392/91/1992 kol-
VTG UTIOUPYIKNG and@aoniq apopolv VEQ PapUaKeUTIkd
npoidvta riou anoteroUvral and dUo TOUAAXIoTOV Spa-
OTIKEG OUOiEq (N kABe pia and Tig onoieq unope! va eival
EYKEKPLUEVT) T} GXL) TOU SEV EXOUV EYKPIBE! TIPOTYOUHEVWS
WG PAPHAKEUTIKG MPoidvTa 0Tadepol ouvduacuou.

fa 1§ armoelg auTég UNOBAMETaL TIANENG PAKEAOG
{(EvomTeg 1 Ewg 5) YA TO PApHAKEUTIKS TPoidv oTabepol
ouvduaouol.

‘Onou kpivetat anapalTnto JNTouvIal MANPopopies yia
TOV TOTIO MAPAOKEUTS KAL TNV GELOASYNOT) TS AoPAAELag
TWV TIPOoHIEEWY.

6. TEKMHPIQXH MA EQAPMOIES SE EZAIPETIKES
MEPIZTAZEIS

Orav, énwg nipopAénetat oTo Gpdpo 3 nap. 9a g unt’
apiBu. ABa/9392/91/1992 KoIVTG UTTOUPYIKNS andgpacng
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6TWG TPOTOTIOBNKE AMS TNV KOWYA UTIOURYIKT andpaom
Y6 a/3221/1995 (QEK B’ 782), 0 arrwv anodeikviel OT1 Sev
eival og BEoT) va unoBdNel nepiexTika deSopgva yia TV
ATIOTEAEOUATIKOTNTA KAl TNV QOPAAEI UTIO KAVOVIKEG
ouvenkeg Xpriong, didtu

- otev3ei&elq yia i onoieg npooplleTat To ev ASyw npoi-
6v gpeavifovral 1600 ondvia wote dev efval edAoyo va
avapévetat 6Tt o arTwv Ba UNOPBANEL IEPIEKTIKA OTOIXE(D,
n

- M€ TO ONUEPLVO eNiNEDO ETUOTNHOVIKWV YVWOEWY, SEV
elval Suvatdy va SateBoly MEPIEKTIKES TAREOPOoPieg, N

~ 1} OUN\OYN TETOWWV TIANpopopv Ba fjtav avriBetn ue
TIG YEVIKG anodeKTEG APXES IATPIKNG DEOVTOAOYIAG,

1 G3eta kukhopopiag unopel va xopnynBel pe Ty rnpo-
(NGBETT| TNG EKTANPWOTG OPITHEVV EIDIKGWV UTTOXPEWD-
OEWV. ,

Ot UTTOXPEWOEIG AQUTEG UNOPOLV va TIEPIAABAVOUY Ta
MapakaTw:

- 0 UTTOYMPLOG B OAOKANPWOEL EVA GUYKEKPLUEVO TTPO-
YROUA HEAETWOV OF [ita Xpovikt) tep{odo v onoia Ba opi-
-~ -0 E.0.0. kat Ta oxeTikd anoteAéopata Ba anotelé-
« LUV TN Bdon pag enava§loAdynaong Twv XapaktnpLoTi-
KWV OPEROUG / KivBUvVoU,

- T0 eV AGYW QAPUAKEUTIKG TTpoidv unopei va xopnyeiral
HOVO UE LaTPIKY) CUVTAYT) KAL, OE OPITIEVECS TIEQIMTWOELG,
HOVO KATW and auatnen TPk napaxkoAoudnon, niba-
VRIG OE VOOOKOHE(D Kat, 0NV MEPTTTWaT) padI0paApHaKEy-
TG ouaiag, and sEoUCIOSOTNUEVD GTOWO,

- 10 QUANO Odnywv Kal oL OTIOETIHIIOTE (ATPIKES TAN-
popopieq Ba ePIOTOUV TNV MIPOTOXT] TWV 1ATPHMY OTO YE-
yovég 6T ta SlaBeoia NANPoQoPIaKA atoixeia oxeTtkd
HE TO 8V AOYW QUPHOKEUTIKO TIPOIGV elval Tipog To Napdv
QVEMAPKY WG P0G CUYKEKPLUEVA TTE(d.

7. MIKTEZ AITHZEIZ AAEIAZ KYKAODOPIAZ

Qg pkteg anmoets ddetag kukAogopiag voolvTat oL pd-
xehot armoewv yia ddeia kukhogpopl{ad otoug onoloug 1y
Evémra 4 f/kat 5 anoteielta ané évav ouvduaous exg-
OEWV NEPIOPITHEVIV MU} KAIVIKWOV Y)/KAL KAIVIKDOV HEAETMOV
nou Sekryaye o QITWV Kat BIBALOYPAPIKOV TTAPATTOMTIMV.
‘Oheg o1 AMeg Evomnteg gival oUppwveq e T Souri rou
neprypagetal oTo PEPog | Tou napdvrog MNapaptriuatog
" QE.O.0. anodExeTat TNV MPOTEVOUEVT] LOPPT] TTIOU UTIO-
. JMeTal and Tov artouvia, kpivovtag katé nepimrwon.

MEPOZ 1iI:
EZEIAIKEYMENA ®APMAKEYTIKA MPOIONTA

To napdv uépog opilel eidIKEG anaToEIg OXETIKA L T
PUON CUYKEKPILEVWOV POPUAKEUTIKWV MPOIOVTWY.

1. BIOAOTIKA ®APMAKEYTIKA MPOIONTA

1.1.0apuakeuTikd npoiévta npoepydueva and nAdaya

lNa ta gappakeuTika Npoidvra ta npoepxdueva and av-
Bpdrvo afua f MAGopa kKat katd napgkkAion and Tig Sia-
Tageg mg Evomnrag 3, ot anarmjoeig Tou pakéhou mou
avagepovral oTig "TANpoPopleq OXETIKA e TA ApXIKE
UNIKQA KaL TG TIPWTEG UAEG" Yia Ta apXIKA UALKA TIou napa-
okeudZovral and avBpwrvo aipa/mAdopa punopolv va
avTikataotaBolv and £va Kidpto Apxeio MAGouarog -
OTOMOINMEVO TUHPWVA IE TO TTAPOV HEPOG,.

Q) - Apxéq

[Ma Toug grortadg Tou napdvtog NapapTiuaTos:

- Kdptog ddkeAhog MAdopatog onpaivet pua aveEdpm-
™ tekpnpiwon, Eexwmotr and 1o @akeAo TG ddsiag Ku-
Khopopiag, N orola NMapéxet GAeq TI OXETIKES AETTTOHE-

peig_MNPoQoples YIa Ta XapaKTNPLOTIKG TOU GUVOAIKOU
avOPWTIVOU MAGOATOS TIOU XPTCHOTIOETAL WG APXIKO
UAIKG fi/kat wg Mpwtn UANR yia Ty NMapaokeur] urtokAa-
oudTwV / eVGHECWV KAAOUATWY, TUOTATIKWY TOU 8pa-
aTKWV ouauwv dpaotikig (-wv) ouoiag {-wv), Ta orola
GrOTEAOUV LEPOG PAPUAKEUTIKWOY TIPOIOVTWY 1 LATPIKWOV
Bonénudtwy nou avapEPovTat oTny KOV} UTIOUPYIKY]
andgpaon AY8S/M.M.oik.2740/31/12/2001 (PEK B" 32/
2002) yta TPOoTononon TG KOG UTIOUPYIKAG andpaong
AY7/01k.2480/5.8.1994 (GEK 679 B" 1994) oxetikd e Ta
aTpkd Bonbruara rou neplAaufdvouy orabepd napd-
YWYa TOU avBpwrivou aliatog 1 MAGoRATog.

- KdbBe kévtpo 1) eykardoraon khaopatononong/ene-
Eepyaoiag avBpwnivoy MAJOHATOG JUVTATOEL KOl ETUKAL-
POTIOLEl TO CUVOAD TWV ASITTOHEPHV OXETIKWV TIANPOPO-
pudv Tou avagpeépovtat atov Kupio ®dkeo Midoparos.

- O Kipiog ®akehog Midoparog unoBdiietat otov Op-
yaviousé 1y otov EO® and tov arolvia v GBela KUKAO-
popiag 1 Tov KAToxo NG adeiag kukhopoplag. Otavo a-
v TNV adeta kKukAogoplag 1} 0 KAToxog TG Aadelag Ku-
kKhogpoplag dev elvat To 310 MPSoWTIo ye Tov KATOXO Tou
Kupiou dakélou NAdopatog, o Kiptog ddarerog Nidopa-
T0G Jtat{BeTaL oTOV ArToUvTa 1y ToV KATOXO TG AdELaq Ku-
khowoplag yia urtoBoir} otov EO®. Xe kdBe nepintwon), o
Aty 1y 0 kKAToXoG G Adetag kukAopopiag avaiapBdvet
TNV euBUVN YIa TO PAPHAKEUTIKS TROIOV.

- O EO®, kata v afoAdynon g aftnong adewag Ku-
kAo@oplag neptpévet Ty EKBOON MO TOTIONTIKOU artd Tov
Opyavioud rpiy anogacioet oxetkd ye v aftnor aut.

- KaBe pakelog aBeiag KukAopopIiag mou nepixet £va
ouaTaTiké MPoepXSpevo and avepwnivo MAAoua rnapa-
néurnet otov Kiplo ©dakelho NMAGoLATOR TIou avTloToKel
HE TO TAAGA, TO OTO{0 XPNOHONOETAl WS APXIKS UAL-
KO/mpwTn UAN.

B) - Mepiexouevo

Sougwva pe TIC SIaTAEEIS Tou ApBPou 6 NG KOWNG
unoupyikrig andgaong A6/oik./3124/92 (PEK 220 B/
1992}, dnwg Tportonomenke pe v Odnyia 2002/98/EK,
TIcu avapEpetal oTig anatioetg oxeTkd pe toug d0teq
KAl TOV EAEYXO TWV POTPopwv, 0 Kiplog ddxkerhog MAG-
oHarog repi\auBaver mnpopopleq yia To NAGoua, nou
Xpnotonole{tat wg apxikd UNKG/paTn UAN, Kat guyke-
Kplgva Ta eENG

(1) NpoéAeuon TOU TAGOHATOC

{i) MAnpogopieg yia Ta KEVTPa 1 TG EYKATOOTACELG OTIG
ornoieq MpaypaTonolelTat np cuAAoyr Tou alatog/mAd-
OHATOG, CUHNEPINQBAVONEVNS TG ETHBE®PTNIONS KAL TNG
EYKPLONG, kABWG kAt eTuBNULOAOYIKE SESOUEVAYIa AOHHG-
Eelq rou petadidovrat pe 1o aija.

(i) MAnpopopleg yia KEVIPA 1 EYKATAOTACES OOy
NPAYHATOTIOOUVTAL EAEYXOL TWV TIPOOPOPHV KAl TWV de-

* Eapeviv MAAoPATog, cupnepthapBavousvng e erbew-

PNONG KaL TG EYKPLONG.

(iii) Kpuripla emdoyrig/anorkhelopot Sotwv alpatod/
nAGoNATOoC. .

(iv) XpnowornowoUpevo oUCTNHA MOU ETUTPENEL THY 1a-
paxoAoLBnon ™g dtadporg TG Kabe PoTPoPdg ard
My eykatdotacn cuAoyriq aliatog/mAdouaTtog uéxet ta
TeAKA NPOIGVTA KAt AVTIOTEOPKG,.

(2) MoldnTa Kat ACPAAEA TAGTHATOG

(i) Zuupdpewon pe Tig Movoypapieg g Eupwnaikric,
dapuaronoiiag.
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(i) "Exeyx0og TwV Tpogopwv Kat dekapevay alpatog/
TMAGOUATOC YIa QViXVEUOT} ACLHOYOVWY TIapayovIwy, ou-
UTMEPIAGHBAVOUEVWY TTANPOPOPIWY YO TIG MEBOSoUG
eAEy¥YoU Kat, oy nepfrrwon dekaueviy MAdopatog, de-
Sopgva a§loAdynong Yia Toug EAEVYOUG TIOU XPNOILOTIOL-
oUvVTaL.

(ifi) Texvika xOpUKTNPICTIKA TWV AOKWV GUMOYTS aipa-
TOG KAt MAGOUATOS, CUMTEPINAUBAVOUEVWY TIANPOPO-
POV YA TA XPNOYIONOIOHEVA QVTIIINKTIKA SiaAluara.

{iv) Zuvbrikeq anobrikeuong kat HETAPOPAs ToU TAG-
opatog,.

{(v) Aladikaoieq yia Tig nepLodoug dlaTnPEnoNg oTa arno-
8guata ri/kal kapavrivag.

(vi) Xapakmplopdg g deEaueviig MAGOUATOS.

(3) Zuomua mou xpnoionoleltal peTagld Tou napa-
OKEUQOTY GAPHAKEUTIKOY TTPOIOVTOG MPOEPXGHEVOU amd
mAdopa H/kat napaywyd kKAaopdtwv/eneepyaoty) NAG-
OHATOG aPEVOS, KAl TWV KEVTPWY 1} EYKATACTAOEWY OUA-
AoYNg Kat eEA€yxou aliaTog/MAdopaTog aGeTépoy, mou
kaBopilel Tiq cUVONKeS NG AAMNAET{SPACNG TOUG KAL TIG
oupwvnBeloeg mpodiaypageg Toug.

Eruriigov, o Kipiog ®dakeihog Madouatog nephappa-
VEL KATEAOYO TWV PAPHAKEUTIKAV TTPOIOVTWY Yia Ta onoia
loxuel o Kipiog ddékelkog MNMAdouarog, efte autd €xouy
eykpiBel efte Bpiokovral om Stadikaoia EyKpLong, CUHrEe-
PINALBAVOUEVOY TWV QAPHAKEUTIKOV TIPOIdVTWY Tou
avageépoviat oTo 4pdpo 2 g KOWNG UTIOUPYIKNG andgpa-
ong AYI3/89292/2003 oxeTikd pe TNV e@appoyr] opdng
KAVIKIG TIDAKTIKNAG KOTA TG KAVIKEG SOKIUES QapHakmy
TiPOOPI{OHEVWYV Yia TOV AvBpwrio.

Y) - ABloAdynom kat Tuotonoinen

- Na ta papuakeuTika npoidvra mou Sev Exouv-ardun
AGBet Adeia, o ATWY TV Adela KUKAOPOoPIag unoBaiiel
otov E.0.®. mArpr) ¢dkeo, o onolog cuvodeletal and Eg-
Xwpoté Kiplo dakero Midoparog, av auté dev unidpyxel
Hon. '

- O Kiplog dakehog NMAGoHaToq undKeltat oe EmoThuo-
VIKT] KQL TEXVIKA aEloAdyrion Tnv orofa Sievepyel o Opya-
VIop6G. H BeTikr} aftohdynon €xet wg anoTéAeoua ) Xo-
pHYNOT THOTOTOMNTIKOU CUHHSPPWOTIG ME TNV KOWoTikn
vouoBeoia yia Tov Kiplo ®dkero MNAGoUaTog, oy ouvo-
Bevetal and v £kBean agloAdynanc. To ek3oRév ruaTo-
TIOTIKO toXUEL oe OAn v Kowvdtmra.

- O KUplog ®AKEAOG EVNIEPWVETAL KL ETTAVATUCTONOLE -
Tai og eTroa Béom.

- Ot aM\QYEQ TIOU TIPOYRATONOOUVTAL HETAYEVECTEPQ
otouq dpoug evdg Kuplou dakéiou MAdopatog ako-
AouBoUv T diadikaocia afloAdynong nou opiletal and
Tov Kavoviouo (EK) apl8. 542/1995 g Eritporti oxet-
K4 Je TV EEETA0T) TWV TPOMIOMOIRTEWY TWV OPWV YIa TiC
ABeleq KUKAOPOPIAq MoU EUMITTOUV OTo Nedlo eQappo-
YIS Tou Kavoviopou (EOK) aptf. 2309/1993 tou ZupBou-
Alou 10 TN B€0THoT) KOVOTIKWOV SLaSIKAoIOY EYKPIONG Kt
ETOTTTE{aq TWV PAPUAKEUTIKWY MPOIBVTWV Yia avBpdmiv
Kl KINVIATPLKN Xpriom) kat via ™ ouotaon Eupwraikol
Opvyaviouol yia ™y AEICASYNom Twv PapuaKeUTIKOV
Mpoidvrwv. Ot épol yia Ty aEloAdynon TwV HETABOAWY
autwv opifovratand tov Kavovioud (EK) apt8. 1085/2003
‘mg Emtpornmg. o .

- Qg BeUTEpo Brina HeTd Tig SIATAEEIS ToU NPWTOU, Bel-
Tepou kat Tpitou edagiou, 0 EOD, epdoov xel eruhnpBel
TNG OXETIKNG aitTnomg adetaq kukAogopiag 1 Xoprynoe

myv Gdeta Kukhopopiag, AauBavetl unéyn v motonoin-
on, enavariotononon 1 Tporonoinon Tou Kiplou da-
KEMOU MAGoUATOC Yia TO OXETIKG PAPUAKEUTIKO TIPOISV
1 ipoidvTa.

- Katd mapexkhion and toug dpoug Tou dedtepou eda-
plou Tou apdvtog onueiou (aEloAdynon kat ruotonoin-
on), 6tav éva kupto Apxeio MAdouatog avtioTotxel pévo
Of QUPHAKEUTIKG TipoidvTa ripoepyOpeva and alpa/Mia-
oua Twy omnoiwv 1| ddela KukAopopiag rneplopileTal oy
eMNViKn) eTHKPATELT, T} ETOTNLIOVIKY KAl TEXVIKT] aELOAS-
ynon Tou npoavagpepBévrog Kupiou dakéMou MAdoua-
Toq dievepyetrat and Tov EOO.

1.2, EgBoAa

Ma Ta euPoAa yia avBpwritvry Xorom Kat KaTa MapgKkAL-
on and TG diardgeig g Evémrag 3 yia Tiq «dpacTikeg
ouolegn, ioxUoUV Ol akdAouBeq anarmoetg étav Bacifo-
VTal on Xpnoen evog ouomuartog Kupiou ®axkghou Avii-
yévou gupoiiou.

O pdxelog Qg almong adetag KukAogopiag yia éva epi-
BoAio, extdq and To epBOAO Yia TNV avBpTitvn Yo, ne-
pauBdvet éva Kipio areho Avitydvou elBoAlou yia Ka-
Be avTyovo epBoAiou nou eivat 3pacTikn oucia Tou eufo-
Alou autou.

a) - APXES

I'a Toug okomnoug Tou NApdvTog MNapaPTAHATOS:

- Qg Kupiog ®dkerog Avitydvou epfoiiou voeatl éva
QVeEAPTNTO HEPOC TOU PAKEAOU TNG almong Adeiag Ku-
Khopopiag yia gva eHBOAIO, TO 0TI TEPLEXEL BAEG TIQ
OXETIKEG TIANPOPOp(eq BIOAOYIKIG, PAPHAKEUTIKIG Kat
XTIHIKAG puong oy apopolv KEBe a and TIg SPAoTIKES
ouoieg, TIOU anOTEAOUY HEPOG AUTOU TOU (PAPHAKEUTIKOU
npoidviog. To aveEGpTnTO TUNUA KMopel va sfval koo yia
gva 1} mepioodTepa yovoduvaua ri/kal cuvduaouéva ept-
BAAa Tiou urtoBaMovTal amnd tov (510 arrolvea 1y KAToxo
adeiag kukhopopiag.

-'Eva eupohio unopel va mepiéxel éva i meptocdtepa Ee-
Xwptotd avitydva epfoiiou. Yriidpxouv TO0eq SpATTIKES
oualeg doa etval Ta avrydva epuBoiiwy rou nepiéxovtat
oe éva o0,

- 'Eva ouvduaocpéve oo nepiéxet U0 TOUAGYIoTOV
Eexwplotd avrydva elfoliou Tou Arnookomolv oTnv
MIPOANYN piag 1y MeEpIOCOTEPWY LOAUCHATIKOV QOBEVELWDV.

- MovodUvapo epfoAo elvat éva epoAio, To ormolo ne-
pLEXEL Eva avTiydvo epBoAiou rou anookone! oy mpdAn-
Wn Hag HOVo HOAUTUATIKAG AoBEvEIag.

B) - Nepiexduevo

O Kiptog ®dxerog Avtiyovou epfoiiou meptéxet Tig
axdhouBeg MANpoQopPIeg, Ol OTOIEG MPOEPXOVTAL aTd TO
OXETIKS UEPOG (BPaoTIkY) ouoia) Tre Evémnrag 3 yia Ta
«dedouéva noidmrag» 6nwg oplletal oto Mépog | Tou
napoévrog MNapapmuatog :

ApaoTikr| ouoia

1. levikég mAnpogoples, oupnephauBavopévng e
OUMHOPPWOTG pE TN OXETKN(-EQ)

‘povevpagia (-eg) mg Eupwnaikng dapuaxkonoag.

2. MANpoeopleg yia TV NAPACKEUT] TG 3PAoTkAG ou-
olag: o Tithog autde KaAUTTTEL

my napaywytkr Sladikaota, mAnpogopiee ya ta apxe
KO UAKQ KOl TiG TIPWTEG UAEG, e1BIkd HéTpa yia Tig TSE kal
SUKAIPLAKOUG TIAPAYOVTES, TANPOPOPIES YIQ TNV QEIOAS-
YNoT acpalieiag xat yla TG eYKATGOTACEIC KAl Yid TOV
eZortopd.

3. Xapaktnpiopéds ™g Spaotikig ouciag
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4. MoloTIKOG EAEYXOG TNG SpacTIKAG oUsiag

5. MNpdtuna kot UNIKG avapopag

6. Meplektng kat KASIOTIKG gUCTNHA NG 3pacTkhg ou-
ofag

7. ZTrabepdmmta mg dpaocTtikig cuoiag.

y) - Ablohdynon kat Miotoroinon

- Ma ta véa epPohia, Ta onola rnepiéxouv éva véo avTl-
Yévo elBolioy, o artwv urofdiiet otov EOQD nAripn od-
KeAo aftnong ya adeta kukhopopiag nou nepthauBavo-
vrat SAo: ot Kdplot ©dxeAot Avityévou eptBoiiou Tiou avit-
oToIXOUV O KABe empépoug aviydvo epfohiiou mou
arotehel HEPOG Tou VEOU epBohiou GTav dev uTIGpxet BN
Kiptog ®dKkehog yia ToO eMPEQOUG avTtydvo eppoliou. O
Opyaviouodg Slevepyel EMOTMHOVIKY Kat TEXVIKY a&lohd-
ynon yia kaBe Kuplo ddrkero Avttydvou eufoiiou. H Be-
Tir] aEloASYNON EXEL WS AMOTEAECUA T XOPITYNOT| MOoTo-
TIOUTTIKOU CUMHORG®WANG HE TV KOWVOTIKY vopoBeoia yia
Kupto ddkeho Avtiydvou euBoiiou, mou guvodeletal and
Vv ékBeon afiohdynong. To motonoinTiké toxUel ge 6An
v Kowdmta.

- OL dlardgelg Tou npwTou edaPpiou WoXUoUY ENIONG Yia

40¢e epBOAlo oy anoTteleital and évav véo ouvduaoud
avTyOvwy eHBOAICU, QOXETWG TOU AV va 1) IEPLOCOTEPT
ané autd Ta avrtyéva egpoiiou anotelolyv uépog eufo-
Awv riou €xouv 1dn MaBet ddeia kukhopoplag oty Kowvd-
A

- Ot aA\ayEg Tou TiEplEXOHEVOU evdg Kupiou dakélou
Avtiydvou epfoAiou yia éva eHBOMO EYKEKPILEVD OV
KowdTrra unékevtal oe eTIOTNHOVIKY] KAt TEXVIKH aGloAS-
ynon rou dievepyeitat and Tov Opyavious, oluewva pe
m dladkaoia mou opiletal otov Kavovioud (EK) 542/1995
meg Entponng. Ze neplinrwon Betikng afloAdynong, o
Opyaviouog ekS{Sel TOTOMOTIKG CUMUGPPWOTIS LE TNV
KotvoTikr) vopoBeoia yia tov Kipio $Akeio Avtiydvou -
BoAiou. To ekdoBEv TUOTOMOITIKS toXUEL O OAn TNV Kot
vémra.

- Katd rapékkiion ané tig Slatdieig Tou npdn’ou, Seu-
TEPOU Kal TpiToU edapiou Tou napdvrog onpelou (QEIOAG-
ynomn kat mioTonoinon), étav svqu Kuploq ®dakehog AvTi-
yovou euBo)\Lou avrioTolxel povo ge éva elBOAIO TIOU
anoteAel avrikeipevo piag adeiag kukhogpopiag 1 orola
dev Exel/ dev mPOKerTal va xopnynBel ouuguwva Le (1a Kot

Tk Stadikaoia Kat, EPOooV TO EYKEKPIIEVO EHBONIO TiE-
~AapBdver avitydva epuBoiiou ta onola dev €xouv ago-
AoynBel pe pia KovoTikr] Siadikacia, n ermotroviKY Kat
TEXVIKY) GELOASYNOT} ToU OXETIKOU Kupiou akéhou Avti-
yOvou epBOAIDU Kal TWV HETAYEVETTEQWY QAAQYWV TOU,
dievepyolvrar and tov E.0.¢,, epdoov Xoprynoe v
Gdeta KUKAOPOPIOG.

- Qg Beutepo Bripa petd Tiq SiatdEeig Tou npwTou, deU-
TEPOU, TRiTOU Kat TéTapTou edapiou, o EQ® epdoov Ba
XOPNyNoet 1} Xoptiynoe Ty adeta Kukhopopiag, AauBdavet
uméyn TNV roToroMo, EnavariaTononon 1 Tpemomoi-
non tou Kupiou dakéAhou Avtlydvou epoAiou yia To oxe-
TIKO PapuaKeuTikd TPOIdV 1 npoidvra. -

2. PAAIQOPAPMAKA KAI MPOAPOMEZ OYZIEX

2.1. Padiopdpuaka

I Toug OKOTIOUG TOU MAPAVTOG KEPAAQioU, OL AITHOELS.

nou BaciCovral oto Gp8. 3 nap. 1 £3. a’kat B g kotviig
UTIOUPYIKIAG cmc':cpaonq 9392/91/1992, 6nwG CUUMANPW-
Snke e TV KON UTIOUPY| anoeaoT Y6a/882/1893
(PEK 690 B’ /1983) kat g kowviig unoupytmq andgaong
3124/1992 (PEK 220 B'/1992) napexouv mixipn GAEKeAo

oTov ornofo MeptAauBavovTal ol akoAouBeq elBIKEG TTAN-
POYOopIeS:

Evémra 3

a) - 210 nAaiow evég padlopappakeutikol guvdiou,
Tiou ripékeital va padioonuavBel uetd v napoxr| and
Tov rapackeuaoT), n SpacTikn oucta Bewpeitat Ot efvat
TO LEPOG TOU OKEUAONATOG TO OMolo ripooplleTal va @é-
peLT} va Seopedost To padiovourheidio. H neptypagr) Mg
LeBASOU MAPACKEUNG TWV PASIOPAPHAKEUTIKOV TUVE-’
Awv TiepAapBAveL ASITTOHEPEIG TTANPOPOPIES OXETIKA HE
TNV NAPACKEUY] TOU CUVOAOU KQl AETTTOEPEIG TIANPOQO-
pleg OXETIKG He T CUVIOTWHEVT TEAIKY ENegepyadia Tou
YO TNV TIApaywyr Tou padlevepyoy apiakeuTIkou Tipoi-
évtog. Ot anapaitnTe MpodiaypapEs ToU PadlovoUKAET-
dlou meptypdpovTal cupewva, KaTd NepiTTwor, He T Ye-
VIKY) lovoypagia 1) Ti eI8IKEG povoypadieg G Eupwnal-
mq dapuakonoi{ad. Eruniéov, nspwpécpowcu 6heg ot
EVWOELG TIOU EXOUV oumoom\r'] onuacia yta, m padioot-,
Havom. Meptypdoetal eniong ndopr) TG pAdloomuaoue-
VNG Evwong

lNata padiovoukAeidia aE,smCov*rcu Ol OXETIKEG MUPNVI-
KEG avnépaomq

Ze pia yevwiTpla, 1600 Ta UnTpikd 000 kat Ta BuyaTeikd
padlovoukAedia BewpoUvtal SPaCTIKES OUO(ES.

B) - Napéxovral Mnpoeopieq OXETIKA LE TN @UoT Tou
paétOVOUK)\e'iéiou ™mv TQUTémTQ Tou tooToMOU, TIG TUda-
vsq npooulelg, To Popea, ™ qucn KaL TV eLBLKn poéte-
vépyeia,

Y) - Zta apxikd uMkd napt)\apﬁavovmt Ta UAIKG oTdXoU
OKTIVOBOATIONS.

5) - Map€xovTal oToLKEla Yia T YNHKY/ paSoxXnpiK Ka-
BapdTnTa Kat TN OXEOM TNG HE TN KATAVON

g) - Neprypdpetal n padiovoukAeidiky) kaBapdmra, N
padloxnutkr} kaBapdTrTa kat 1) e131kN padievepyeta.

oT) - Ma g YewnTpieg, anarouvial TANpogopleq yia
TOV EAEYXO TWV HNTPIKWV KAl BUYATPKWY PadIOVOUKAEL-
Slwv. MNa Ta ekhoUoUaTa YEWNTRLWV, TIAPEXOVTAL SOKIHES
Yia HNTPKG padiovoukAeidia kat yia GAAQ CUOTATIKA TOU
CUOTAHATOG TNG YEWATPIAG.

0} - H analmon €keppaong Tou NEpEXOUEVOY TV dpa-
OTIK@V OUOLV HE T} HOPPT] TNG HALaS TwY SpasTIKOY Ou-
oTATIKWOV LoXUEL HOVO YIA TIG TUTIOTIOMHEVES CUCKEUQOIEg
(kit) padlopapudkwy. INa T padlovoukAeDBIa 11 padie-
vépyeta ekppaletal oe Becquerels oe jia Sedouévn rue-
pounvia kat, av eival anapaftro, wpa pe avagopd otov
WPOTOHEA. AVOPEPETAL anapaTiTWE O TUTIOG TNG AKTIVO-
BoAiag.

1) - Na g Tunonompuéveg ouokguaaieg (KiT), ot podia-
YPaQPEQ TOU TEAKOU MPOISVTOG MESIAGUBAVOUV EASYXOUQ
Twv arnodé0ewy Twv MPOIOVTWY HETA TN padiooTjuavon,.
Mepirappdvovral eniong KataAnAoL EAeyXot yia ) pa-
SoYNHIKY Kat padtovoukAEBIKr kaBapdtnTa e padio-
onuacuévng evwong. Kéde uhikd anapaftnto yia ™ pa-
SlooT|uavon TAUTOTOETAL Kt EAEYXETAL.

8) - Napéxovral TANPoPop(Eg OXETIKAG pe T 0TaBePdT-
TQ 600V apopd YEWNTPLES, PUBIOVOUKAEISIa, TuTtoTon-
HEVEG CuoKeuaoleg PaBIOVOUKAEBIwY Kat paétooqpa-
opéva mpoidvra. Taqupubvaml 1} oTafepdINTa KATG TN
Siépxea ™G XPHoNS Twv padioapudrwy o Granidia
noMar\wv Sécewy.

Evémra 4

Extidrat 61 n tofidTa pnopei va cuvdéetal e pia
doom aktivoBoAiag. I Sildyvwan, autd eival ouvénea
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™G XpHong plradlopapudkwy: oTtn Bepaneila eivai ) emi-
BuunT) 1BtdtTa. ENopévwg, 1 agloAdynoT; G aopahei-
Qg Kat TNG GnOTEASCUATIKATNTAS TWV PadloPaPHAKWY
TIPETIEL VA KAAUTTITEL AMAITOELS YA PAPHAKEUTIKA TPOIs-
VTa Kot BEpaTa SooteTPIag KOt VA TEKUNPIWVETAL T EKOe-
omn opyavwy/ 1oTwv o akTivoBoiia. O exktiuioetg yia myv
anoppognbeioa 6om aktivofohiag unoioyilovrat oup-
PWVa e Eva KaBopiouévo, deBvg avayvwplopevo ou-
OTNHA {E HIa OUYKEKPIUEVT 086 Xopriynomg.

Evémra s

Ta anoTeA£ouaTa TWV KAVIKWOV SOKIUWY TIapgxovral
étav CUVTPEXEL TIEPITTTIWOT, EVW OTIG AAAEG TTEQINMTWOELSG
QITIOAOYOUVTAL OTIG KAIVIKEG ETIIOKOTINOELG.

2.2. Mpoédpopeg ouoleq padtoPapudkwy yia GKOToUg
padiooriuavong

Zmv e1dikn Nep{mTwon piag padiopapUaKeUTIKNG Mpo-
Bpoung ouaiag mou PooPZeTal arMOKAELOTIKA Yia OKo-
noug padtootjpavong, o KUplog oTéxXog eivat ) napoucia-
O” NANPOPOPLWDV TIOU KAAUTITOUV Ti¢ TIBAVES OUVENELEG
MG XQUNATG anOTEAECHATIKOTNTAG TNG PaSIOoT|UAVONG
1i anoguv3eoT] Tou PASIOCTIMATHEVOU TUMITAGKOU in vivo,
dnAadn) INTrHATa OXETIKA He TIG eMBPATELS TV EAEUBE-
pwv padlovouKkAEISwv oTov aoBevry. ErmnmAgoy, elval ana-
PafTTITN 1] TAPOUCIacT] OXETIKGY MANPOPOPLWY MOU apo-
poUv enayyeAaTikolg Kivduvoug, dnhadn ékBeom oe
OKTIVOBOAD YIQ TO VOOOKOUEIAKS TIPOCWITIKG KAt TO MEPI-
BdaArov.

SUYKEKPLREVQ, TTapEXoVTAL 0L aKOAOUBEG TTANPOPOPIES,
érou XpetdZeTat

Evémra 3

O diatéEerg g Evéntag 3 toXUouV yia Ty KaTaxwpt-
o1} PadIOPAPHAKEUTIKWY TIPOdPOUWY OUCIOY OTwg opi-
Jovrai mapandvw (MepuTtaoelg a) wg 8)), énou eivat ana-
palmro.

Evémta 4

‘Ooov apopd Ty ToEkOTTA epAanal 300G Kai ETIAVEL-
Anppévwv déoewv, TAPEXOVTAL TA GMOTEAETHATA TV e
Aetwv miou dlevepyouvtal olupwva e 15 Satdieg g
OXETIKEG HE TNV 0B EpYaCTNPIAKT) TIPAKTIKY 61w e opi-
Jovtat GV KOWvT} UTIOUPYIKY andgaocn) -A7a/10.821/97/
1998 (PEK 398 BB'), ektdq edv nj napdAetr] Toug eival at-
TWOAOYNHEVT. ’

O1 pehéteq HETAMAEIOYEVEDTG Yia TG PadIOVOUKAEBIa
Bev BEwPOUVTAL XPHIOWES OTF} CUYKEKPIUEVT TTERITTWwOoT).

TlapoucialovTal MANPoMOoPIEg OXETIKA e Tr XNKIKY To-
EikSTnTa KAl TN andppudn TOU OXETIKOU «PuxpoU» vou-
KAgiBlou,

Evémra s

Ot KMVIKEG TIANPOQOpPLES TIOU TIPOKUTTTOUV AMé KAVIKES
MEAETEG TTOU XPNooTIooUY TV {31 Ty NMeddpowr ouscia
Bev Bewpolvral xproWeg oy E1BIKY) TIEPITTWOT) wag pa-
BLOQApUAaKEUTIKNG IPOdpoUng ouclag rou npoopileTat
AnOKAEIOTIKA Yia OKOTI0UG padlooriuavong.

EvrouTolg, napouatdfovrat rAnpogopieq mou anodei-
KVUOUV TNV KAWVIKY XPNOWHSTNTA TG padlopapuakeuTt-
Krig npoddpoung ouoiag dtav ouvdgeTal e Ta OXETKG Jd-
pla - popeiq.

3. OMOIOMABGHTIKA ®APMAKEYTIKA MPOIONTA

To napdv Tufua opilet eBIKEG BIATAEELS YA TNV epap-
uoyr Twv Evomritwv 3 Kal 4 oTa opoionalnTikd gapua-
KeuTikd TpoidvTa dnwg opilovial oto dppo 2 g
Y60/7881/1994 (PEK 918 B').

Evémta 3

Ot duatdEelg e Evémrag 3 wxlouy yia Ta €yypagpa
rou UnoBAAAovTal CUUPWVA UE TO TNV KOV UTTOUPYIKT
arépaon Y6a/7881/1994 (PEK 918 B') kabwg kat ota €y-
Ypaopa yia v Gdela kukhogoplag Twv AoWV OpoIoTNa-
BNTIKWY PAPHAKEUTIKWY MPEOIOVIWY OIWG avapepovTal
OTO GPOPO 3 NG KOWVIIG UTIOUPYIKNG ardgpaong 9392/91/
1992 ue TIG aKOAOUBEG TPOTIOMOLCELG.

a) - OpoAoyia

H AQTivikj ovouaoia g ouotonadnTiknig mpwmg UANG
TIOU TIEPLYPAMETAL OTO PAKEAO TG altmong yia adela Ku-
khopoplag nmpénel va elvat CUPPVN He Tov AaTvVikG T{TAo
mg Eupwniaikng dappakonoiiag B, edv Sev UNdpxet, piag
emionung @appakonoliag evog kpdtoug peious. ‘Otav
xpeidleTal, mapexoviatl emiong ot TapadooiakeS ovoua-
oleg Tou XpnotpoToloUvtal oe KABE KPATog HEROG.

B) - 'EAEYXOG TWV APXIKWOV UKWV

Ta MANPoEoPLakd oTolXela yia Ta £yypapa TXETIKA HE
Ta apxikd uAIKd, Snhadt) dAa Ta UAIKE TTou XpNOIHOTIOn -
VIQL CUUMEPIAAUBAVOHEVWVY TWV MOOTWY UAWY KAL TWV EV-.
Sidpecwy UNKWOV LEXDL Kat TNV TeAr] Stdiuor ou Ba ev-
ocwuatwbe! oto TeMKS papuakeuTikd TIPoidy, Ta omnoia
ouvodeouv v altnon, cupnAnpwvovtal and npdéodeta
DEBOHEVA OXETIKA LE TNV OOIOTIABNTIKY TINYT.

Ot yevikeég anarmoelg noidnTag .oxUouv yia 6Aa Ta ap-
XIKQ UNKA KaL TIG TIPWTEG UAEG KABWG Kat Tiq evildueceg
Babpideg Tng dtadikaaiag napaokeuni UEXEL KAL TNV TEAL
K1) apaiwor rou 8a evowHaTwBEl cTO TENKS PapUaKeuT-
K6 ipoidv. Av eival Suvatdy, anaiteital Sokiaoia epoéoov
undpxouv ToEIkG cuoTaTikG Kat Sev Urtopel va eheyxeeln
ToI3TNTA TG TEAKTIG apaiwong nou 8a evowuatwoel, Ad-
yw Tou uynAoy Babpol apaiwong. H kaBe Babuida g
dlepyaotag napaGKeuﬁq and Ta apxtkd UNKA HEXPL Kat
NV TeAKT] apaiwon oy Ba evowpatwde{ oTo TEAKS Pap-
HAKEUTIKS TIPOIOV MEPLYPAPETAL TAPWS.

Edv nepiapfdvovtal apaidoetg, autég ot Basduideg
apaiwong MPAYHATONOoUVTAl CURGWVA HE TIS OHOLOTa-
BrTikég ueBGBoUg TIAPACKEUNG TIOU opilovTal oI OXETL-
Kn povoypagla ™G Eupwnaikng ®apuakonotiag 1, eév
Sev untdpyxel, oe pia enionun pappaxorioa evég kpdrtoug
UEAOUG,.

Y) - AOKYEG EAEYXOU TOU TEAKOU PAPUAKEUTIKOU TIPOI-
ovrog

Ouyevikég anaitroeig noldTTag oy Jouy yia Ta OHOoLo-
nadnTikd TEMKA QOPUaKEUTIKG TIPoIdvTa, evd KABe gkal-
peom AUITIoAOYEITAL ENAPKWGANS TOV artouvIa.

Agvepyeital Tautoroinon kal dokiaacia SAwv Twv ou-
OTATIKWV TTOU apopolv v ToEIKOACY(a. Edv Tekunpldve-
Tat aduvapia Tautomnoinong ry/kal dokuaoiaq Shwv Twv
OUCTATIKWY TIOU apepoUv oy TOEIKOAOYI, TLX. AdYw
™G QpaiwoT)§ TOUS OTO TEAKG PAPHAKEUTIKS TIPOIGV, n
NodTNTa anoedekvUeTal e Trv AP EMKUPWoT TG dla-
dikaolag mapackeung kat apaiwong. ~

d) - Aokiég oTabepdmrag

H oTaBepdTNTA TOU TEAKOU POPUAKEUTIKOU TTPOIOVTOG
npénel va anodeikvietai. Ta dedougva oraBepdTnrag
ano TI§ oHOIONIAdNTIKEG NNYES WNOPOLV YEVIKA va HETA-
pepBolv OTIG apPadOEIG/CUNTIUKVIIOELG TIOU TIPOEPXO-
vial anoé autég. Edv dev eival Suvati n Tautonoinon 1 N
Sokipaoia e dpacTikrig ouoiag Adyw Tou BaBpioy apai-
WCNS NTopPOUV va )\ncpeouv uriéyn Ta dedoyeva orabe-
POTITAG TG PAPHAKEUTIKAG LOPPAG.
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EvéTnTa 4

O Swardelg g Evomrag 4 ioxUouv yla v aniou-
GTEUHEVT] KATAXWENOT, OHOOTIASNTIKWY QADUAKEUTIKGOY
TIPOIGVTWY Mou avagépovral oTo GpbBpo 14 map. 1 mg
Odnyiag 2001/83/EK pe Tig akdAouBeg npodiaypageg.

Tuxdv eANTEIG TANPOPOPieg aiTioAoyoUvTal, fLX. alTlo-
Aoyeital n anédelEn anodektol ernédou acpaleiag av
KQL AE(MOUV OPIOHEVEG MENETEG.

4. OYTIKA QAPMAKEYTIKA MPOIONTA

Ol aimioelg yta QUTIKG PAPHOKEUTIKA TipoidvTa nept-
AQHBAvouv ARPN PAKEAD OTOV OTIOIO TIEPIEXOVTAL OL aKS-
AouBeg eldIKEG MANpopopies.

Evémra 3

O dlardEeig g Evémrag 3, ouunep\auBavopevng
G CUPHOPPWONG HE TN HOVOYPaPia (TIG HOVOYPapies)
mg Eupwnaikng dapakorolag, taxiouy yia ) Xopnyn-
omn Gelag YO PAPHAKEUTIKA LaTpKd ripoidvTa. AauBdve-
TaL UTISYn TO eninedo TwV EMOTNHOVIKWY YVWOOEWY KATA
TO XpOvo KatdBeonq TG aitnong.

AapBavovtat uttogn ot akGAOUBEG TITUXEG TTOU agopouV
E10IKG TA PUTIKA PapPaKeUTIKA rpoidvTa :

(1) duTikég ouaieg Kat GUTIKA OKEVACUATA

Ma Toug okoTmoUg Tou NapdvTog NapapHAaTog ot 6pot
"PUTIKEG OUOIEG KAl OKEUATUATA" BewpolvTal IcodUvauot
HE TOUG 6p0UG "PUTIKA POPHAKEUTIKA TIPOIOVTA KOl PUTE
k& papuakeuTikG okeudouara’, dnwg opifovrat otnv Eu-
puwaixd ®apupakomnotia.

‘Ooov agopd v ovouarohoyia g puTikig ovoiag, a-
pEXOVTAL N SLWVULKT] ETUOTHOVUIT) OVOLATia TOU QUTOU
(YEvog, £(d0g, TIOIKIAID Kat CUVTAKTNG) KAt O XNHEIGTUNOog
(Srou 1oxUe), TA MEPT TWV PUTAY, 0 OPITHOS TNG PUTIKNG
ouoiag, ot GMeg ovopacieg (CUVMVLLA TIOU ava®Eépovat
0g AMEG PAPHAKOTIOES) kAt 0 KWSIKGG TOU gpyacpiou.

Ooov apopd TV OVORATOAOYIQ TOU PUTIKOY OKELACHA-
TOG, TMAPEXOVTAL 1] DIWVUIKY] ETHOTNHOVIKT) Ovopaoia Tou
QUTOU (YEVOg, eiB0g, TOLKIAIQ Kal OUVTAKTNG) KAt O XNUE:
gruriog (dmnou woxUet), Ta HEPT TWV PUTWY, O OPLOMES TOU
(PUTIKOU OKEUGOUATOG, 0 ASYOG TG PUTIKIG ouciag wg
TIPOG TO PUTIKS OKeUaoHA, O DIGAUTEG EKXUNONG, Of QA-
Aeg ovopaoieg (CUVWVURA TIOU aQvapEpovTal o GAAEG
papuakornoles) kat 0 kwdKOS Tou epyaatnpiou.

4 va TEKUNPEROVETCL TO TIAKA ™S Soung yia Tig puTl-
k€g ouoleg Katl Ta PUTIKA okeudouara orou loxvel, napé-
XETQL 1} PUOLKN HOPQT], N FEQLYPAPT] TWV CUCTATIKOV LE
YVWOTT BepaneuTiky dpacmptdtrra ) SelkTeg (Mopiakds
TUMOG, OXeTr) Hopiaky) udla, Sopikdg TUToG, cuunept-

AQUBAVOHEVNG TNG OXETIKIIG KAl TNG, AndAUTNG OTEPEOXT-

Helag, o Hoptakdg TUTIOG Kat 1) OXETIKY Moplaxn] uala) Ka-
8u¢ kat GAAG oUoTOTIKA.

a va TEKUMPLOVETAL TO TUNHA Yid TOV MApaoKeuaoT
™G PUTIKIG oUCiag MapEXeTal, 6rnou XpetaleTal, 1 em-
vupia, n StedBuvomn kat 1 euBUvn Tou KGBe TipoUNBeUTH,
oupriephapBavopgvev Twv UTepyordBwy kat kGBe npo-
TEWVOUEVOG TOTOG 1] EYKATACTAOT) NTOU UTIELOEPXETAL OTNY
napaywyr)/cUAOYH Kat Tr) SOKI TG PUTIKTIG ousiag.

Fa va TEkUNPIOVETAl TO THHUA Yid TOV NTAPAcKeUaaTr)
TOU QUTIKOU OKEUATUATOS TIAPEXETAL, Srou XpeatdleTal, 1
erwvupia, n diedbuvon kat 1) euBuvn Tou KGBE IOPaoKEL-
QOTT}, CUUTMEPIAAMBAVOREVWY TWV UTIEPYOAGRWY, Kat K&-
8 neoTelvOUEVOS TOMOG 1] EYKATATTAON MaPaywync oy
UNEITEPXETAL OTTV MAPACKEUT] KOL TN SOKIT TOU PUTIKOU
okeudopaTog. ;

‘Coov apopd ™V Meptypaen Twv StadKaowy napayw-

YNG KAl EAEYXOU YIG T} PUTIKY ouoia, MapéxovTal TAn-
popopieg ToU MEPLYPAPOUY KATAMNAWE T dladikacia
TIAPAYWYNG TOU PUTIKOU OKEUGTNATOS, OTIOU TIEPINOUBA-
VETAL TEPLYPa®T] ™G enegepyacsiag, Twv JAAUTOV Kat
avtidpacmpiwv, Twv Babuidwy kadapopol Kal TNg Tu-
ronoinong.

‘Ooov apopd Tnv neplypadr] Twv Stadlkaouwyv Tapayw-
YAG KALEAEYXOU Yia TO PUTIKG OKEUQOUA, TIAPEXOVTALTIAT)-
pogopleg mou meptypdpouv katal\lwg T diepyacia
TIAPQOKEUNG TOU QUTIKOU OKeUAoMaTog, oy Nepia-
Bavetat neptypaen} Mg enegepyaciag, Twv SIAAUTWV Kat
avidpacmpiwv, Twv Babuidwyv kabapiopod kal TG Tu-
nofmoinong.

‘Ooov agopd v avartugn g dladikaoiag napayw-
YNg, napéxetal ouvtoun nepiAnwn énou nepltypdeetatn
QvArTUEN TwV QUTIKWY OUTILY KAl TWV QUTIKWY OKeua-
opdTwy, 6mou xpetdletal, AapBavovtag undwn Ty npo-
Tewvopevn 036 xoprynong Kat I xprion. EEetddovral,
KATA MEPITITWOoT), AMOTEAECHUATA MTOU CUYKPIVOUV T PU-
TOXNHIKT] OUVBEST) TWV QUTIKWV OUTIEV KAl TWV PUTIKWOV
OKEUAOUATWV ToU Xpnotuornololvral dmnws edpavifo-
vTat oTa Sikatohoyntikd Biaoypapikd dedopgva. Ege-
Tdfovtal eriong, Ornou Xpeldletal, ol GUTIKEG OUOIES Kal
TQ QUTIKA OKEUAOHATA TIOU MEPIEXOVTAL WG SPACTIKEG
ouaieq oTo QUTIKG PapPakeuTIkS NMPoIdy To omolo agpo-
pdn aftnon.,

‘Ooov apopd ) dlacaivion NG doHNg Kat AAWY Xa-
PAKINPICTIKWY TNG PUTIKIG 0Uolag, apgxovral mAnpo-
Popieg yia 10 BoTAVOACYIKS, |IOKPOOKOTIKS, HIKPOOKOTT-
KO Kal QUTOXTIHIKG XapakTnpiopd Kat Tn Blohoyikr] Spa-
oI, av eival anapaimroe.

‘Ooov agopd m daca@rivion TNG SoMrg Kat AWV Xo-
DAKINPIOTIKWY TOU PUTIKOU OKeudAouUaTog, MapExXovTal
TIANPOGOPIES YIG TO PUTOXTIIKO KO PUTIKOXMIIKS Xapa-
KmMpLopod kal yia mn Brodoyikr| Spacmpidmra, av eivat
anapaitnro. :

MapéxovTal oL Mpodiaypapeg YIa TIG PUTIKEG OUOTES Kal
TQ PUTIKA OKeuAcpaTa, érou toXUeL

Mapéxovral ol aVaAUTIKEG Sladkacieg TIou XenoyoTol-
oUvVTal Y1a TG SOKIHEG TWV QUTIKWOV OUCLOV KAl Twv QUTL-
KWV OKEULaoUdT@Y, OTIoU IoXUEL

‘Ooov apopd v £MKUPWOT} TWV QVAAUTIKWOV Sladika-
CuOV, TIGPEXOVTAL TIANPOMOPIES Yid TNV QVAAUTIKY] ETUKU-
pwor], 6riou MEPAaUBAvovTal NEpaaTikg dedopsva yia
TIG avaAuTikég Siadikacieq Tou XpnoionooUvial yia
BoKpr| TWV PUTIKWV OUCLOV KAl TWV QUTIKQV OKEUAOHA-
Twv, rou LoxUeL.

‘Ooov apopd Tiq availoeig TapTidwy, TapéXovIa MepL-
YPQMEG TWV TMAPTIOWVY KA GMOTEAEOLATA TWV QVAAUOEWY
TapTidwv yia TIq QUTIKEG ouoieq Kat Ta uTIKA okeudoua-
TQ, érou oxUeL, NEPINAHBAVOUEVWY KAl QUTWV TToU ago-
poUv ouoieq MOU EUNITIOUV 0N PAPHAKOTIONA.

Mapéxeral armoAGyNon Yia TiG Tpodiay pagss ToV pUTH-
KWV ULV KL TWV PUTIKWY OKEUAOUATWY, GTIoU IoXUEL

Napéxovral Mnpogopieq yia Ta npdTuna avagopde
Ta UAIKG avagopdg Mou XpnotonotoUvTaL yia Tr) SOKIUn
TWV QUTIKWY OUCIOV Kal TWV QUTIKWOY OKEUQOUATWY,
dmou 1oxLeEL

‘Orav 10 QUTIKG QAPLIGKEUTIKS TIR0IdV aroTeAE! avTl-
Kelpevo povoypag{ag, o artwy unope! va uroBdhst aitn-

" on yla roTononTIKG KAaTAANASTITTAG TTOU XOPNyHenKe

and mv Eupwrniaiky AiedBuvon yia tnv Mowdmta Twv
PApUEKWY.
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(2) DuTIKA PpappakeuTkd poidvta

‘Ooov apopd v avarrtu&n Tou TUTou, oUvToun ouvoyn
TIOU TIEPLYPAMEL TNV QVATTTUEN TOU QUTIKOU PapUAKEUTL-
KoU Tipoidvrog, AapBdvovrag undyn TV NPOTEWVOUEVN
080 xopriynong xkat T xprion. EEetdfovrat Ta anotehe-
OUATA TIOU CUYKPIVOUV TN PUTCKNKIKT) oUVBeoT Twv Mpoi-
SVTWV TIOU XPNoIoNooUvTal o DIKAOAOYNTIKA BiBAto-
YPapikd dedoEVA KAl TO PUTIKO PAPHAKEUTIKO TIPOIOV TO
ornolo apopd n alfmon,.

5. OPOANA GAPMAKEYTIKA MPOIONTA

2NV TiepimTwon evog opeavol GapUakeuTikoU rpoid-
VIOG auupwva e Tov kavovioud (EK) api8. 141/2000,
Hriopolv va EapuoCTOlV oL YEVIKEG JIATAEELG Tou [é-
poug -6 (eEaipeTikég nepiotdcelg). O aitdv artiohoyel
OTIG W KAMVIKEG Kat KAMVIKEG cuvoyetg Toug Adyoug yia
Toug onofoug dev eivai duvam| N ApPCXT} TOU CUVOAOU TwY
TIANPOPOPILOV KAl TEKUNELWVEL T} OXEOT KIVBUVOU/OpE-
AOUG YiQ TO OXETIKO 0pPave PapRAKEUTIKS TIROIOV.

- éTav 0 ATV Adela KUKAOPORIAG Yia éva oppaveo gpap-
HAKEUTIKG TIpoIdy ertikaAeital Tig dlatdatelg Tou Gpdpou 3
nap. 2 nep. 2 g ur’ apibu. ABa/ 9392/91/1992 kowng
UMOUPYIKNG anogacnq kat Tou pépoug H-1 Tou napdvrog
MNapapmipartog (KaBlepwpEvn WaTpIky Xpron), n ouotn-
HATIKY] KAl TEKLNPLWEVT XPHoT TNG v ASYW ouciag Jrto-
pel va avagépetat - Katd MapeKKAIoN - 0N XPNoT] TG ou-
olag auTig cupewva Le Tig datdgelg Tou dpbpou 2 nep.
3 NG Qv KOIVIG UTIOUPYIKNG ardeaong Kat eldikdTepa
otnv akéhoudn nepimwor: O EO®, npokepévou va avia-
nokpLBe( ge e1dikég avaykeg, eawpel and mv-epappoyn
Twv KeQarainy 2 §0¢ 5 G utt’ aptdyL. ABa/9392/ 91/1992
KOWTIG UTIOUPYIKIAG anéeaomg Ta GAPHAKA TIOU XOPNYH-
Bnkav katdmv Kahdmotng kal afjnng napayyeiiag, Ta
orofa guvtayoypaeolvTal and CUYKEKPIEVO 1aTPS, TU-
Ppwva e T VEWTEPA EMICTNHOVIKA Sedopéva Kal ipoo-
pifovral va xopnynBolv otoug acbeveig Tou, und mv
AUEOT) MPOCWTIKT TOU EUBUVN,.

MEPOZIV
©APMAKEYTIKA MTPOIONTA
NPOHMMENHS OEPATEIAS

Ta pappakeuTik@ npoidvta nponyuévng Bepaneiag Ba-
oifovtat oe napaywylkeéq dladlkaaoieg Mou eoTIdlovTal oe
diapopa Bioudpia napaySueva He T HETAPoPd Yovidiou
Kai/f} BIoAOYIKA TIponyHéva BEPATEUTIKG TPOTIOTIOMUEVA
kUTTapa wq BpadTIKEG ouaieg 1) HEPOS SPACTIKWV OU-
oLV,

MNa autd Ta pappakeuTikd npoidvra, n napouciaon Tou
paxéhou aimong Adeiag Kukhogopiag rpéret va minpol
TG anQIToEIg HOPPOTUTIoY, BTwg TEplypdgovial oTo
Mépoqg | Tou napovrog MapapTiuaTog.

foxuouv ot Evotnreg 1 éwg 5. Ma v okSmiyn aneisu-
8€pwon Mevetikd Tporononuévev OpYavioudy oTo Te-
pLBAMov, pEnet va diveTal MPoooxr| oty napagovr e-
VveTiké Tpononomuévey Opyaviopwmv oTo S8k kal oty
uéavr] avanapaywyr kayy tpononoinon twv Mevetikd
Tporononuévwv Opyaviopwv étav aneAeuBepdvovtal
oo repIBdiov. Oi MANPOPOPIES OXETIKA LE TOoV TTEPIBAA-
AovTikd kivduvo epgavifovrat oto Mapdpmua g Evém-
Tag 1.

1. GAPMAKEYTIKA NMPOIONTA "ONIAIAKHE OEPA-
NEIAZ (ANOPQIMINA KA ZENOIENH)

la Toug okorouq Tou Napovrog MapapTiuaTog, g
PAPHAKEUTIKS TIPoidy yowidlakrg Beparneiag voeitat éva

Tpoidv, To onolo AauBaveTal je éva OUVORO IAPIYWYIKWV
DLadIKACLOV MOV ArOCKOTIE! 0T HETAPOEA, Tou yivetatin
VIVO 1] ex vivo, evig TIROPUALKTIKOU, SlayvwoTikoU 1 Be-
paneuTikoy Yovidiou (SnAadn evog THNHATOS VOUKAEiKoU
oE£0g), ot avBpdruva/Lwikd KUTTapa kal v ernakdhoudn
£KPPQAOT] TOU N Vivo. ZTn HETAPOPA Yovidiou UNELCEDXE-
Tal éva oUoTNUa EKPPAOTG TIOU TIEPIEXETAL OE £va OUCTT)-
Ma MapAadoon YVWoTd wg Gopeag, rou Propel va €xel
rpoéieucm oyevi 1 Un. O gopéag unopel enfong va me-

- plaapBavetal og éva avBpwruvo 1) Jwikd kUTTapo.

1.1. MOKIAOMOPPIA TWV PAPHAKEUTIKWOV TIPOIBVTWY YO-
vidlakig Bepaneiag

a) - PapuakeuTiKA TpoidvTa yovidlakng Bepaneiag nou -
Baoilovrat oe 1} adhoyevn 1} Eevoyevi] kUTTQPQ

O popéag eival ETolog Kal oe amnobrikeucn Tiptv arnd
HETapOPE Tou oTa KUTTapa - EEVIOTEC.

Ta kKUTTapa €X0UV CUAEYEL TIPOTYOUNEVWS KAt HIOPE(
va upiotavtat enekepyaoia wg KUTTapkn Tpdreda (oUuA-
Aoyn Tpdnelag 1 Tpdnela nou €xel dnuoupynBel pe npo-
UNBELQ MPWTOYEVOV KUTTAPWV) |LLE TIEPLOPLOUEVT) BIOTHO-
mra. '

Ta KUTTapa rnou €Xouv Tpononomee! yevetlkd and Tov
POPEA AVTIMTPOoWNEUOUY Litd SpacTikr) ouoia.

Mriopouv va npayuaronon8oulv ennpdobeta oTddia
yia va npok et To TeEAKES 1poidv. OuclaoTikd, €va TETOL0
PAPUAKEUTIKS TIPOISV TIpOoOopIlETAL YIa XOPTYNOT] 08 OpL-
Ouévo apibud acevwy. .

B) - PappakeuTKA NMPoidvTa yoviStakng Geparteiag rou
Xpnoidonoiodv autéAoya avBpwriva KUTTapa.

H dpaotikr ouoia eivat jia apTida ETotuou eopea aro-
Bnkeuuévn TpLy and T} KETAPOoPd TNG 0TA AUTOACYA KUT-
Tapa.

Mriopolv va npayuatononfolv erunpdodeta gradla
Yia va TPOKUYEL TO TEALKS PaPHAKeUTIKS TIPOIGV.

Ta npotdvra autd napackeudlovrat and KUTIapa mou
Aaupdvovral and évav CUYKEKPLUEVO aoBevr). STn ouve-
XEtQ, Ta KUTTAPA TPOTIOTIOOUVTAL YEVETIKA XPNOHOTIOI-
vTag évav EToLO POPEY, O OTIOI0G MEPLEXEL TO KATAAIAC
Yovidlo TIoU €Xel MapaokeuaoTel ek TWV TIPOTEPWY Kat
anoteAe{ T SpacTikr| ouoia. To oxelaouHa enavevietat
ogTov aoBevr| Kal TipoopileTal, € oplopoy, yia évav ou-
YKEKPIpEVO aoBev). H ouvolr] mapaywyikr] diadikaoia
arnd T CUAOYT TWV KUTTAPWV ard Tov aoBevi} uéxpl T
EMAVEVEDT] TWV KUTTAPWY oTov acBevr] npénel va Bewpsi-
Tat wg wa napéupaon.

Y) - Xopriynon £Towv QOpEWY LE EIOTIYHEVO (TTPOPU-
AGKTIKO, SlaYVWwOoTIKO 1) BEpaneuTiKd) YeVeTIKS UNIKS

H dpaoTikr| ouota eivat pia naptida Etoluou popéa.

MrniopoUv va npaypatonomBoly erunpdobeta oTtadia
Yia va poKUYEL TO TEMKO PAPUAKEUTIKS TIPoIdV. AUTSG 0
TUTOG (PapHAKEUTIKOU Nipoidvtog ripoopiletal yia xopn-
Ynor o€ apkeToug aoBevelg.

H petagopd yeveTikoU UAKOU uropei va SlevepynBeil e
aneuBeiaq éveon TOU £TOOU POPEX OTOUG SEKTEG.

1.2. E181kéQ anarmjoelg doov apopd TV EvétnTa 3

Ta papuakeuTiké npoidvra yovidlakng Bepaneiag nept-
AapBavouv Ta eENG:

- «QTIOYUVWUEVO»/XWPIG IPWTEIVES VOUKAEIKS 0EU

- GUUNAOKC VOUKAEIKOU 0EE0G 1) ) LOYEVE(G POPEIQ

- LOYEVEIG QOPE(g

- YEVETIKA TPOTICTIOMUEVA KUTTAPA
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‘Doov apopd Ta AOINA QAPRAKEUTIKG Tipoidvra, urio-

pouv va kaBopioBolv ta Tpia KUpla oTolxela TG napa-
yovyikig dadikaciag, dnhady

- apxiKd UAKd: UAkd and Ta orola napackeualeTal N
BpacTikr ouaia, 6rwg, oxetikd yovidlo, MAaoudia €k-
PPAcNG, KUTTAPIKES TPANELES Kat AMOBERATA LDV 1] Hn to-
YEVEIG POPE(

- - dpaoTiky oucla: avacuvduacuévog @opéag, 1og,
«cmoyupwpvéva» 1) olunhoka n)\aopiéla KUTTapa Tou
napdyouv 100G, KUTTaPa YEVETIKA rpononompavc in vitro-

- TEAIKO PapHakeuTkd mipoildv: dpaotikr} ouoia Turio-
TIoNUEVT OToV TEAKGS GUETO TIEPIEKTN TNG, T onola.Tpoo-
pileTat yia atpiky] Xprior. AvaAoya (e Tov TUNo Tou eap-
HOKEUTIKOU TIpoidvTog yowidlakrig Separeiag i 0ddg xo-
PIYNONG Kat oL CUVBTIKES XPHOMG EVOEXETAL Va anartody
v ex vivo enefepyaocia Twv KuTTdpwyv Tou acBevodq
(BAéme 1.1.8).

Mpénel va divetal WBialtepn mpoooxn ota akdiouba
oroxeia:

a) - Na napéxovrai TAnpopopieg yia Ta oxXeTIKA Xapa-
KTTPLOTIKA TOU PAPHOKEUTIKOU iPoidvTog Yovidiaxng Be-
paneiag, ouprepthapBavopévng g EkPpacnsg Toug
OTOV KUTTAPIKG TIANBUOUS-0TéX0. [apéxovtat ANpoQo-
pleg OXETIKA pe TV MY, T Sopr, TO XapaKTMEIOHO Kat
NV ENGANBEUOT) TG KWBIKOTIOMHEVNS aAAnAouxiag yovi-
Siwv, cuunepapBavougvng g akepadtTtag Kat mg
oTaBepdTTas TG, EkTdg and to Bepaneutikd yovidio,
napéxetal i rpng alnhouxia Twv ey Yovidiwy, Ta
pUBIOTIKA oTolxela KAl 0 KevIpikSg dEovag Tou popEa.

B) - Napéxovral TANPoPOPIES OXETIKA HE TO XAPAKTNPL-
OU6 TOU POPEQ TTOU XPNOWOTOETAL YIa T1 HETAPOPA Kal
myv napddoon tou yovidiou. AUTEG EPIAGUBAVOUV TO Qu-
CILKOXNMIKS XApaKkImptoud Tou xa/n) To BloAoyiké/avoco-
AOYIKO XapaKmpiopd Tou.

Mata apHaKeuTIKA TpoidvTa Tou Xproiponooly évav
LIKPOOPYaVIOHS OTwg BakTmipta 1 1odg yia T SleuKOAUV-
oT NG HeTapopdg yovidiou (Bloloyikr| peTapopd yovidi-
ou) napéyovial SeSoUEVa OXETIKA (e TNV Ta80YEveon TOu
YOVIKOU OTEAEXOUG KQL TOV TPOTILOHO TOU YIG CUYKEKPILIE-
VOUG 10TOUG KAl KUTTAPIKOUG TUTIOUS KaBwe Kat Tnv eEGp-
TNoM TG aAMNAeidpaomg and Tov KUTTAPIKS KUKAO.

Ma Ta QapUakeuTiKd MPoidvTa o XPNOILONOooUV Un
BioAoYIKA HETA Yia TN SleukOAUVOT) HETapopAag Yovidiou,

1APEXOVTAL Ol PUOIKOXNIUKEG IBLGTNTEG TWV CUCTATIKWY
EeXWPLOTA KQt O OUVBUAOUO.

Y) - Ot apxég yia myv {Spuom KUTTAPIKWY Tpanelwy 1
nopT(Bwv cmopc’xq lox0ouv, kaTd neplrrwon, yia ta eap-
HAKEUTIKG TipoidvTa usmcpopaq Yovtétou

O) - Napéxetal n TNy TWV KUTTAPWY TIoU ch)\oEsvouv
TOV QvaguvBUAOHEVO POPEQ.

TeKUNPLOVOVTAL TA XAPAKTNPLOTIKA TNG avBpWrmivng -
YHG Snwg nAKia, ®UAO, anoTEAEOUATA UIKPOBLOAOYIKWOV

KAl IOAOYIKAOV EAEYXWYV, KPITHPIA AMOKAEIOHOU KOl XWpa -

npos}\suonq

lNna ta kdrrapa C(mmq npoa)\suonq niapéxovtal Aerto-
HEPEIG TANPOPOPIEG OXETIKA Ue Ta akShouba oTolxela :

- MYEg Twv Jwwy

- Kmnvotpooia kat @povTida twv {dwv

- Atayovidtakd {wa (ueBodog dnuoupytag, xapakmpt-
oupoG JayovIdIAK®Y KUTTAPWYV, pUOT| TOU ELCaXBEVTIOG YO-
vidiou) )

- Métpa yia myv npdAnyn kat Tnv MapakoAodenon Aot
uwgewv ota {a nnyeg/ddteq

- "EAeYX0G yia holpoydvoug mapdyovreg

- Eykaraotdoeig

- EAEYXOC QPXIKWOV UKWV KOt TIPWTWV UADV.

TekunpudveTal n Meptypags} TG pebodohoyiag GUMo-
YAQ KuTTGpwy 6mou meplapBdvetat o Témog, o TUTog
1oTo0, 1 Sradikaocia Asitoupyiag, n HETaPopPd, N anodn-
KEUOT] KQi 1) QVIXVEUOIOTITA KaBwe Kal Ot EAEYXOL TIOU
npayuatonoodvial katd T Sladikacia cUANOYTIG.

g) - H aEloAdynon TG 1oAOYIKYG aoPEAetag KaBwe Katn
QVIXVEUCISTNTA TWV NPOIOVTWVY and To ST G TO TEMKS
PAPUAKEUTIKS TTPOIGY QIOTEAOUV OUCIACTIKO HEPOG TNG
Texunpiwong nou mpénet va unoBAngel. Mpénet Ty, va
QTOKAELOTE( 1) TAPOUCTa LV IKAVAY YIa avTtypapr oe ano-
BEUATA [N IKAVAVY YL QVTLYPOPT] QOPEWY (V.

2. DAPMAKEYTIKA MPOIONTA ©EPAMEIAZ ME ZOMA-
TIKAKYTTAPA (AN@PQHINA KAl ZENOIMENH)

Ma TOUG OKOTOUG TOU TIAPOVTOG ﬂapcpmpcroq, we
GAPHAKEUTIKA TPOIGVTA Beparneiag He CwHATKA KUTTapa
VOE(TaL 1) XprIOT}, O£ QvBPpWIous, AUTEAOYWY (TTOU TIPOEN-
yovtal ard Tov {Slo Tov aoBevny), aAACYEVWV (TTOU TIPOER-
XovTal and AMov AvBpwo) 1y EEVOYEVWV (TTou TIPoEpXo-
vTaL ané Jho) COUaTIKOV JuvTavidv KUTTApWY Twv orto{wy
Ta BICAOYIKG XapakTnploTikd €xouv TponoroinBel ouoia-
OTIKA WG ATOTEAECHA XELPIOHOU TOUG YIa va NPoKUEl Be-
PaneuTIKS, SIayvwoTKS rj TIPOANTTTIKS QMOTEAETHA HE jE-
TaBoAKd, PAPHUAKOAOYIKE Kat avooONoYIKG Héoa. AUTOg
O XEIPIOUOG TIEPIAaEBAVEL TNV QvarTTuEn 1) TNV svepyoTioi-
NOT QUTOAOYWV KUTTAPIKWY TANBUCHWV eX Vivo (TL.X. avo-
ooBepareia kAt arnodoxry), T Xerion aAoYevwy Kal &e-
VOYEVWV KUTTAPWY 08 CUVBUAOTUO HE IATPIKESG CUOKEUEG
TIOU XPTCLLOTIOOUVTAL X VIVO 1 in VIVO (LUKPOKAYOUAES,
£Yyevii IKpLdUATa PATPAG, Bloarnoikodopr|otya 1) 6x).

Eidikée anaimioelq yia papuakeuTikd npoidvra Bepa-
relag e owpaTika kUTTapa éoov agopd my Evomra 3

Ta pappakeuTikd npoidvra Bepaneiag ye cwuatikd
kUTTapa repihauBdavouy ta e&nig:

- KitTapa rou €xouv unooTel XelplopoUg yia va Tporo-
TolnSoUyv ol avOOOAOYIKEG, ETABONKEG 1} GAAEG AetToup-
VIKEG IDETITEG TOUG And TIOIOTIKY] 1) TIOCOTKY drioyny’

- KUttapa nou éxouv urnootel Sialoyr), ETAOYT] Kat Xel-
PLOKOG KGL 0T OUVEXELD UpcTavTal la Tapaywykn dtadt-
Kaoia yia va PoKUPEeL TO TEAKO QUPHAKEUTIKG TIPOIOV .

- Kittapa nou éxouv unoote! Xetptopd Kat cuvdudlo-
VTAL HE 1} KUTTAPiKd oUoTaTikg (T.X. BLOAOYIKEG 1) adpa-
velg urTpeg 1} laTPIKEG CUCKEUES) Kal aokoUv TNV Kupta
ripoopilopevn dpdom oTo TEMKS PGV

- Napdywya aUTGAOYWV KUTTAPWY EXPPACUEVA iN vitro
UTo eIBRKES OUVBNKES KAMEPYELAG'

- Kittapa nou €xouv TponomnomBel YEVETIKWG 1) EX0uUV
urtoote{ GAAOU e(douq XeIPtopd Yia va ekppEoouV U ex-
PPaoBe{oES TIPONYOUUEVWG OUONOYEG 1] I OUSAOYEG Aet-
TOUPYIKEG IDSTNTEG.

H ouVOAIKY Tiapaywyikr dladikacia amd T cuAloyY
TWV KUTTAPWVY arté Tov aoBevr] (AUTOAOYT KATAoTAoT) Wé-
XPL TNV ENAvEVEDT) TWV KUTTAPWY oTov aoBevr) Bewpeitat
wg pia napéufaon

‘Onwg Kat y1a Ta Aoind gapuaxkeuTIKd ipoidvra, kabopi-
{ovtai Ta Tpia oTotXElD TNG NIapaywyikng Siadikaoiag.

- APXIKA UNIKG: UAKKG amd Ta oroia napaockeudZetal n
SpacTikn ouocia, dnhadn dpyava, 1oTol, SWHAaTKA uypd 1
xutTapar

- épachn ouoia: Kunapc IOV €XOUV UTTOTTE( xsxptcpo
TpoidvTa KUTTapoAUCEWS, TIoAanAaoialdpeva KiTTapa



®EK 1176

EOHMEPIZ THE KYBEPNHEEQS (TEYXOZ AEYTEPO)

14849

kat KUTTapa Tou XpnoorotoUvial e ouvduaous pe
adpavelg uriTpeg Kat m'pmsq GuoKausq

- TEAIKG QapUaKeUTIKA RPOIOVTA: SpAOTIKY ousia Turno-
TIOINEVT] OTOV TEAKS QUETO TIEPIEKTT] TNG, N onola nMpoo-
piferal yia [aTpiry xprion.

a) - Mevikég mMnpogopleg yia N (-1g) dpactikr (-€g) ou-
ola (-eq)

Ol BpacTikéG ouoieg TWV PAPHAKEUTIKOV npmowwv
KUTTapoBepane{ag ouvioTtavratl oe KUTTapa Ta ornoia, wg
ouvéneia enegepyaoiag in vitro, apoOUCIAZoUY TIPOPUAG-
KTIKEG, DIayVwOoTiKEG 1] BepaneuTikEG 1IDLOTNTES dlagope-
TIKEG Qnd TV apxu(r’] (pUGlO)\OYlKT'] Kat BLoAoYIKn l5lC3TT]TO

To napdv THANA NEPLypAQel TOV TUTIO TwY KUTTapu)v Kat
mv KGMlepYSLQ TaKunptwvowal ottoTof, Ta opycva nTa
BlroAoyikd uypd ard Ta oroia NPoEPXoVIal Ta KUTTapa Ka-
Bwg kat 1 autéhoyn, ahhoyevng 1) Eevoyeviiq euom Mg
TIPOCPOPAG KAl N YEWYPAPIKY} TpogAsuon. Napouoidle-
TAL AETTTOPEPWS N CUAAOYT) TWV KUTTAPWY, 1) SElYUATOAN-
Wwia kat i anoBrikeuoT riptv and Ty Nepatépw enekepya-
oia. MNa ra alMoyev kUTTapa, divetat idaitepn npoooxn
OT0 PWTO oTAdI0 MG Stadikaciag, To onolo KaAurtret my
ETIAOYT] TwV SOTWV. AleUKPVITETAL © TUTTOG TOU XEIPLOHOU
TIOU TIPAYHATOMOINENKE KAl N PUTIOAOYIKH Asttoupyia
TWV KUTTAPWV TIOU Xprotdoriotodvtal wg SpacTikr ouoia.

B) - MAnpogopieq OXETIKA He Ta APXIKA UAKA

mg (-wv) dpacTikng (-wv) ouoiag (-iwbv).

2.1 AvBpwriva CwHaTKd KUTTapa '

Ta eapuakeuTKG TPoidvTa avBpwivng Bepaneiag e
owHATIKA KUTTapa npogpxovrat and gvav Kabopiouevo
apBus (Sekauevr)) BudoImY KUTTAPWY, TA OTIO(A TTPOKU-
nrouv and jia napaywyiky diadikaoia nou apyilel elte
oTO eninedo Twv 0PYAVWY ¥ TWV LOTWV oy AapBdavovTal
and gvav avBpwrio, 1] oTo eninedo evég KAAA KABoPIoUE-
VOU OUCTARATOG KUTTaPKNG Tpdnelag orou n deEapevr
TwV KUTTApwv BacileTal 08 CUVEXEIG KUTTAPIKES Ypau-
HEG. a Toug oKoMoUg ToU TaPAVTOG KePaAaioy, wg dpa-
oTIKnA ouoia voeital n SeEapevr) oTIdpwv avBp@TUVWY KUT-
powv Kal wg TEMKS cpapuaKaunKo npo’iov n deEapevr
oNGpWV ovepwmvwv Kmapwv TUTIOTIOINUEVWY YIa mv
TIPOOPIGOHEVT) LIATPIKT] XPIOT.

Tekunpudvovtal rt}\r]pwq Ta apXKd UMKA kat KaBe otd-
310 TG Mapaywylkng dtadikaciag cupnspl)\apﬁcxvopsvwv
Twv Bepdtwv lO)\OY(K]’]q accpcmalaq

(1) Opyava, 1o70l, CwuaTkd uypd Kal KUTTapa avepw-
TIVNG TIPOEAEUONG

TEKUNPUOVOVTALTA XAPAKTNPLOTIKA NG avBp@mvng rin-
Y115, 6TiwG nALkia, GUAO, KPOBLOAOYIKH KaTATTAoT], KPL-
TNELa anOKAEIGLOU KAl XWea IPOEAEUONC.

TekunpoveTal N NEPlyPagr) g SetypatoAnyiac nou
oupnepihaupdve: Tov TOT0, TOV TUNO, T Sladikacia Ast-
Toupyiag, T Segapevononar, T HeTapopd, Ty anodn-
KEUOT] KaL TNV QVIXVEUOWWOTITTA, KaBwg KAl TOUG EAEYXOUG
TIoU TipayuaronoloUvral om Setyparoinyia.

(2) ZUoTATA KUTTAPIKWY TRPATETWV.

Ol oxeTikég anaITioELg TTIoU avaPeépovTat oTo uépog |
1oXUoUV YIa TNV NPOETOAC(a KaL TOV TIOLOTIKG EAEYXO0 GU-
OTNHATWY KUTTAPIKWY Tpaneldv. Autd unopel va apopd
ouo1aoTIkG aloyevh 1) Eevovevr) kUttapa.

(3) BonBnikd UAIKA 1} BonBNTIKEG aTEIKES CUTKEUES

Mapéxovrat mnpopopleq yia ™ Xprion TUXSV NpWTwV
UAQV {TLX. KUTOKIVEG, QUENTIKOL MapAdYovVTES, HECT KaA-
AEPYELAG) 1 THBAVAV BOnONTIKWGY MPOIGVTWY KAt LATPIKWV
CUOKEUWY, TLX. OUCKEUEG SLAAOYTG KUTTAPWY, BlooupBa-

TA TIOAUMEPY, KNTPEG, (veg, opaipiBia ano arnoyn Biocup-
Bardtmrag, AsiToupyiKOTTag Kabwg Kat yia tov kivduvo
Aooydévav MapayovTwv.

2.2. ZwikG owpatikd KUTTapa (Eevoyevry)

Mapéxovtal AETTeEPEG TANPOPOPIES OXETIKA He Ta
akohouBa oTolxelar

- Mnyég Twv {wwv

- KmvoTtpogia kal ppovTida Twv {dwv

- MeveTikd Tponornoinuéva {wa (HéBodot dnutoupylag,
XAPAKTPIoHOS Slayovidiakwy KUTTApwy, (pUaT Tou £10a-
xBévTog 1] apaipebévrog yowidiou)

- Métpa yia v rpdAnyn xai my napakoAousnomn Aot-
HOEewy oTa {wa nnyeg/d6Teg

- "EAeyX0g yia Aoioydvoug apdyovieq CUNMEPIAGH-
Bavopévwy Twv KaBETWS HETASISOMEVIV LIKPOOLYaVI-
OV (KaBhg Kal Twv EVEOYEVWV PETPOIWV)

- Eykataotaoelg

- ZUCTNHATA KUTTAPIKWY TPanewy

- ‘EAEYXOG QPXIKWY UNKWV KAl TPWTWY UADV.

Q) - MANPOo®POoplEg OXETIKG e TNV TTAPAYWYLKY SladiKa-
olamg (-wv) dpacTikg (-wv) ouoiag (-lWv) KatTou TEAkoU
TpoiévTOG.

Tekunptwvovral Ta dlapopeTikd oTddia Tng Mapaywyt-
Kng dadikaoiag orwg i anocuvaeoT opYAvWV/IoTWY, N
em)\oyr’] TOU KU'[TO.pLKOU n)\neuopoé TIOU apopd ry CUYKE-
KPIMEVT nepm'rmcrn n KUTl'O.leT] KaMEpyela in vitro, o pe-
moxnpancpoq Kurrapwv £{Te e PUOLKOXNIIKOUG MIapd-
YOVTEG E{TE PE HETAPOPA YOVIDIOU.

B) - Xapaxmpopds G (-wv) SpacTikig (-dv) ouoiag
(-1ov)

Mapéxovtat OASG oL CXETIKES TIANPOPOPIES Yia TO Xapa-
KTMPLoHS Tou KUTTaPIKOU MANSUCHOoU Tou agopd 1y ou-
YKEKPIpEVN TIEpiTwon e Bdon v TautdmTa (eidog
TPOEAEUONG, KUTTAPOYEVETIKY OUVSEDT], HOPPOAOYIKT|
avdiuor), kaBapdmra (eukalptakol kpoBlakol napdyo-
VTEG Kal KUTTApIKo! JoAuouatikol napdyovreg), dpaocti-
kSmTa (KaBoptauévn BIoAoYIKY] Spdom) Kai KATAANAST)-
Ta (kapuohoyia xat SOKIHES OYKOYEVEOTS) Yia TNV TIPOOo-
pCOuEV LIATPIKT XPHOoT.

Y) - POPHAKEUTIKY QvAITTUEN TOU TEMKOU (PAPUAKSUTI-
KOU NpoidvTog '

Ektdg ard mv kaboplopévn péBodo Xopriynong mou
xpnooroteftal (evSopAERla gyxuon, emttéma §veon,
XEIPOUPYIKT] HETARGOYEUOT)), MAPEXOVTAL EMOTG TIANPO-
popleq yia M xprion mbavwv BonBnTikwy aTPIKWV Cu-
okeuwv (BooupBatd roAupep),ufiTpeg, veg, opatpidia)
anas drioyn BtocuuBmomTaq Kat Sidpkeiag,

3) - Avixveuoudtnta

KatatiBerat avalutikd opyavoypaupa rou Slacpaiilet
TNV QVIXVEUOIHOTNTA TWV TPoIdVTwy and 1o 56T wg To Te-
AKS PaPRAKEUTIKG TIPOIOV.

3. EIAIKES ANAITHZEIZ MA TA GAPMAKEYTIKA
MPOIONTA FONIAIAKHE OEPANEIAS KAl OEPAMEIAS
AIAZOMATIKON KYTTAPQN (ANOPQTINA KA
ZENOIMENH) OZON AQOPA TIS ENOTHTES 4 KAI 5

3.1. Evomrta 4

a Ta pappakeuTikd npoidvia yondiakng kat Beparsi-
ag pe owHATIKG KUTTapa, avayvwpileTat OTL oL ouppaTikés
anarmoelg énwg opiovral oty EvEemTa 4 yia Tiq pn kAi-
VIKEG SOKIMEQ TWV PAPHAKEUTIKWY MPOIGVTWY propel va
HNv eivar MvroTe KATAAMNAES ASYW TWV HOVaSIKGV Kal
BlAPOPETIKWY SOMIKWY KAl BIOAOYIKWV ISIOTHTWV TwV £V
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ASyw npoidviwy, 6riou nepNaPBAveTal o UYnAog Babudg
eEeidikeuomg wg npog To idog, n eEedikeuon wg MPoG To
unokelpevo, ot avogohoyko{ epaypol kat ot dlapopeég
600V aPopa TIC MAEIOTPOTIKEG QNOKPIoELS.

To OKETTIKG OTo 0Mnoio BacifeTat n pry KAWVIKY avarttuén
KOt TA KPITHPLA TIOU XPNOHOTIOIOUVTAaL YIQ TNV ETHAOYT TV
OXETIKOV S5OV kAL TWV HOVIEAWY ereEnyoUvral otrv Evo-
mra 2. )

Mnope( va eivat anapafrm n Tautononon 1 n avaru-
En véwv Twik@y MOVTEAWV Yia va BonBnBei n mpoBoAr ou-
YKEKPILEVWV EUPTIHATWY T8 ASITOUPYIKA TENIKA anpeia kat
1} TOEKSTTA Yia T SpdoT; Twv poidvIwy in vivo oe av-
Bpwrious. Napéxetal eMOTNHOVIKY AITloAdynon yia ™
XPNOM QUTWV Twv LKWV LOVTEAWV Q0BEVE(ag YIa TV TEK-
Hnplwon g acealeiag kat TG anddeEng g évvolag
NG ATOTEAECHATIKATITAG.

3.2.Evémra s

H anoTteAeCHATIKGTNTA TWV PAPLAKEUTIKOV TIPOIOVTWV
TiponyRévNg Bepaneiag anodekvueTal Onweg NEPyPApe-
Tat omyv Evémra 5. EvrodToig, yia pepkd mpoidvra kat
yia Hepikeg BepaneuTikég evoeitelg, unopel va unv eivat
BuVATHA I TIPAYLATOTION 0T CUMBATIKOV KAVIKWDV SOKILLWY.
KdBe andkMon and Tig uploTAueves KaTeuBuVITIPIES
YpapueEg attiohoyetal omyv Evétnta 2.

H KAVIKT) QvarTTuEn GapHAKEUTIKWOV IROIOVTWY TIpony-
uévng Bepaneiag éxeL KAnoa etdikd XapakTrpoTikd ASYw
NG MOAUTAOKNG KAl aoTABoUS PUoMG TWV SPAoTIKWY OU-
olv. Anarteftal mpoode NpoooxT) AOYw BelidTwy OXETH
K@V pe T BUOoISTNTA, TOV MOAACMAAGIAGHS, TN METavd-
gTeuot} kai 1 diapopononon Twv KUTTapwyv (Beparneia
Sla CWHATIKWY KUTTAPWV), AOYW TwV EISIKWY KAVIKWOV Tie-
PIOTACEWVY OTIG OTOLES XPNOWOTIOOUVTAL TA PoIdvTa 1
Adyw Tou eidikoU TPOTIoU SPAONG HEOW TNG EKPPAOTS YO-
vidiou (owpatikr} yovidlakrj 8epareia).

Zmv afton yia 4dela KUKAOPOop(Aas Yia PapHaKEUTIKG
nipoidvta nponypévng Beparneiag KaAUrTovTal ot eidIKo!
kivBuvot nou ouvdEovral Ke Ta rmpolévra autd Kat oL oroi-
ol oge{Aovral gy evdexdpevn pAUVoT Ue AOIMOYOVOUG
napdyovtes. ©a npenel va dobel daitepn éugpaocn 1600
OTANMPMOA 0TASIA avATTTUENG apevog, CupnepapBavo-
HEVNG TNG eMAOYNG TwV SOTWV OTNy NEPTTTwan Papua-
KEUTIK@Y TipoidvTwy KuTTapoBepaneiag, 600 kat oTn Be-
PQMEUTIKA NapélBacn CUVOAIKE, ONou cuunepAauBdve-

a0 opBOG XEIPIOHOG KAt 1) XOPNynon Tou Mnpoidvrog
QAPETEPOU. ‘

Emmigov, n EvémTa 5 mg almong nepléxel, Katd nepi-
Ttwor), dedopéva OXETIKA {e Ta pETpa enorreiag Kal
EAEYXOU TWV ASITOUPYWIV Kal GvArTTUENG Twv Jwviavdv
KUTTAPWY OTo BEKTT, Yia va NpoAngBel n yetddoon Aot-
HOYOVWV MapaydvTwyv OTo SEKTT KAl VA SAAXLOTOMNOL)-
Bouv TuxSv duvnTiko{ kivduvot yia T Snudoia uyeia.

3.2.1 ®apuakoAOYIKEG UEAETES OTOV AVBPWITO KAl HEAS-
TEQ ATIOTEAEOUATIKGTNTAG

Ol apuaKoAOYIKEG HEAETEG OTOV QVBPWIO TIAPEXOUV
TIANPOPOPIEG OXETIKG HE TOV avaUeVOLEVO TPGTo Spd-
ong, TNV avauevouevn anoteheopankdTa e Bdon ai-
ToAoynueva TeEMkd onpela, T Bloxatavour, TV Enapkr)
B56oT, To oxTiMa, Kal TG HEBBSoUG XoprRyNong 1 Tov TPé-
110 XPromG nou sival erBuUUnTAq Yia TIG HeEAETES artoTeAe-
OHATIKATTTAS. '

O1 oUUBATIKEG PAPHAKOKIVITTIKES WEAETEG Uropel va
unv eival katdAAnAeq yia pepikd mpoidvta nponyuévng
Bepaneiag.Mepikés opgq dev elval eIKTES OL LEAETEG 08

UyLeiq eBeAOVTEG Kal O KABOPLoPSG TG 00N KAt TG Ki-
vitaig Ba elvat SUGKOAS va nPoodioptoBolv oTIg KAV
kéq dokipég. Eivat ev Toutolg anapaitnto va pehembel n
karavour Kat r cUUNEPtpopd in vivo Tou poldvtog nept-
Aapfavopévou Tou MOAGIAACIAoHOU TV KUTTAPWY Kal
™G pakpoxpdviag Astroupyiag kabwg kat g EkTaong,
NG KaTavounq Tou YoviSiakou npoidvtog kat g didpket-
ag ™G emeupnTg EKppacng Twv yovidiwy. Xpnowioror-
nouvtal Kai, av elvat anapaitnTo, avantuooovTal Katdh-
AnAot EAeyyxol yla TNV TIapaKoAoUBnoT Tou KUTTapikoy
TPOIAVTOQ 1) TOU KUTTAPOU TIOU eKPPGTet TO ETBUMNTO YO-
v{dio oTo avBpwrivo cwpa kat yia Ty napakohousdnon
™mQ Aetroupyiag Twv kUTIGpwY TIOU Xopnyrénkay 1y ert-
HOAUVBNKQV,

“H agloAdynom g anoTeAeoUaTikOTNTag Kai g acga-
Aelag evég pappakeuTkod npotdvrog nponyuévng 8epa-
niefag nephapBdvet m SieEodikn Tieptypa®r] Kai EKTIUNON
mg BepaneuTikig dtadikaciag oTo oUVOAS TG, TIEPIAGH-
Bavopevwy Twv eldikmy TPATIWV Xoprynong, (dnwg n pe-
1a800M He BIOAOYIKG HECT KUTTAPWY BX VIO, O XEIRIOHOG
in vitro, 11 xprion eNeUBATIKWY TEXVIKWDV), KAl TOU EAEYXOU
TV TOAVWV OXETIKAOV AyWYwy (CUMTEQIAGUBAvOUEVNS
TG OVOOOKATACTAATIKNG, AVIWKNG, KUTTAPOTOEKNG Be-
paneiag).

H ouvohikr] S1adikaoia eASYXETAL JE KAWVIKEG BOKILES Kat
TIEPLYPAPETAL OTIC TANPOPOPIES YIA TO NPOIOV.

3.2.2.Acpdrela

E&etdlovral Ta 8éuata ac@aie{ag 1ou MPOoKJImTouV
and Ty avoCOAOYIKY andKeiom 0Ta QapUAKEUTIKA PO
OVIa 1| OTIG EKPPACUEVES TIPWTEIVEG, TNV QVOOOAOYIKY
aréppEIYT), TNV QVOOOKATACTOAT, KL TNV avAAUOT TWV g~
WY avOOOAOYIKHG anoudvwong.

Oplopéva QapuakeuTIKA MPolovTa TIPOnYHENS Yovi-
dlakig Bepaneiag kat Bepansiag He CWUATIKG KUTTaPa
{n.x. Eevoyovidlakr) KuTTapoBeparneia kal optougva npoi-
6VIa HETAPOPAS YoSiou) HIopel va NepIsXouy owuarti-
dia ikava yia avrypagy Kayt) Aopoydvoug napdyovieg.
©a npénel iowg va napakoioubeital o acgBevnq yia v
avartuEn rubavav AoudEewv Kay Twv Naboloyik@dy
TOUG GUVETIEIWDY KATA TIG PACELG TIPV KOYT HETA TNV EYKPIL-
OT}' QUTY] 1] MQPAKOAOUBN oM Ba Mpénel evBeXOUEVWS va
enekTabel yia va KaAUTTel iong auToUg TTou $PXOVTALOE
OTEVT] EMAQT| HE TOV Q0BeVT}, CUMMEPIAQUBAVOLEVOU TOU
UYELOVOLLKOU TIpOGWTIKOU,

O kivBuvog péAuvong pe SuvnTikd peTtaddauoug napd-
vovteq dev unopel va anokheloTe{ TAripwg KaTd I Xprion
OPICHEVIDY PAPHOKEUTIK®V MPoidvTwy Bepaneiag dla ow-
HATIKWV KUTTAPWY KAl OPICUEVOV QAPUAKEUTIKGY TTE0IS-
VTV petagpopdg yovidiou. O kivBuvog uropef ev TouTolg
va shaxotenomBel pe Ta KatdhnAa pétpa onwe nept-
ypagetal omv Evétrra 3.

Ta p€tpa nou NepNAUBAVOVTIQL STV TAPayWwYIKY dadi-
KQoit CUUTANPWVOVTAL IE CUVOBEUTIKES LEBOBOUG EAEY-
Xou, dladikaoieg MoloTIKOU EAEYXOU KAl KATAMNAES je-
8630oug MapakohoyBnong rou TIEPLYPAPoVTaL otV Evé-
™mrab.

H Xprion optoUEveV PapUOKEUTIKWY TIPOIOVT@Y TTPOonY-
HEvNG Bepanelag pe cwpatikd kiTTapa nepopiletal,
npocwpivd 1) pévipa, og BpUpaTa Tou EXoUv anodedety-
MEVN EUMElpla KAl EYKATAOTAOELG Via T SIaoPEALoT) £i8t-
Kkriq napakohouBnong g aopakeiag Twv aodevav. Mia
apodpoIa MPOCEYYLOT) UNOPE( va evaelkvuTal YIQ 0pIoué-
va PApHaKEUTIKA ipoidvta yovidlakrig feparnelag mou
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ouvBéovTat He SuvITTiS KivBuvo AooYSVWV TIapayovtwy
KAVOV YIQ avitypagn. |

Ta {nmuata pakponpé8ecung napakoAoUtnong mg
avarTtuEng HETAYEVECTEPWY ETHMAOKWDV TIPENEL EMioNG va
eEetdlovral Kat va kakurrovtal ota unoBAnBEvTa otol-
xela éniou wxve autd.

‘Onou xpeldetal, 0 ATy UTIORGAEL ASTTTOUEPES TXE-
Blo SLaxelpLong KivUvwy Nou KaAUTTTEl KAIVIKG Kat EpYa-
ompiakd Sedougva Tou aobevols, eppaviléueva erudn-
HiohoyIka SeSopéva kal, av Xpetdletat, dedouéva and ap-
xela delypdrwv oty and 1o 3o kat 1o dékn. To
guomHa autd Xpetdletal via va dlaopaMatel i avixveu-
OWOTTA TOU QAPUAKEUTIKOU TIPOIOVTOG Kat 1} yprjyopn
andkpior o Unotreg epgpavioelg avem8iuntwy ouppa-
HATWV, )

4. EIAMKH AHAQEH MA ®APMAKEYTIKA MPOIONTA
ZENOMETAMOZXEYIHZ

I"ta Toug oKOTIoUG Tou TIapdvTog Mapapmuatog, wg ge-
vopeTapdoxeuon voeltal onowadnnote dtadikacia nou
apopd TN peTaudoxeuor, eppUteuan 1y €yxuon oe Av-
Bpwrio-dékm efte Lwvtavay 10Ty ETe opyQvv TIoU
gxouv Anwdel and {wa, elte, avBpOTIVIV CWUATIKWOV
UYPWY, KUTTAPWY, IOTWV 1] opyAQvwv riou £xouv gABel oe
enapr ex vivo pe [oviavd pn avBpwrva {wikd kitrapd,
10TOUG 1] Opyava.

Mpénet va Siverat 1diaiTepn Eppaon ota apxiKd UAKA.

ATIO TV Grnoyn auTr], TapEXovTal ASItropepels rnanpo-
POPIEG, CULQWVA HE CUYKEKDIUEVESG KATEUBUVINPLEG
YPQUUEG, OXETIKG HE Ta axdAouda:

- Tinyéq Twv {owv

- Kmvotpopia kai ppovTida Twv {hwv

- leveTikd Tporenompéva {wa (HéBodog dnuoupyiag,
XQpaKmpLopdg SiayoviSiakwy KUTTApwY, GUOT} TOU £100-
¥B8vtoq 1y apaipetivTog yowidiou)

- Métpa yia v npdAnwin Ka Ty napakoAouenon Aot
WwdEewv oTa {oa rnyée/d3dteq

- 'EAEYX0G Yia ACIOYSVOUG TapaYovTES

- Eykatactdoeig

- "EAEYXOG GPXIKWVY UMKV KA TTPWTWY UAWDY

- Avixveuouomra..

ApBpo 4

Ta MNapaptmiuata VI kat Vi tou dpBpou 18 g Kotvrg
UTIOUPYIKAG andpaong urt aptBp. A6a/9392/31/1992 dia-
polvtal oe 1oXU Kai AapBdvouy epelnig my apitunon i
kat lf, avrioToa.

Apbpo 5

‘EvapEn ioxUog Kat TeAkEg dlatateiq

H napoloa andgaon woxdet and T dnuooieuct) Mg
omv Epnuepida mq KuBepviicewg. And myv évapin
1o¥U0¢ TG andeaomg authg kaTapye{Tal kGBe avriBem
Satagn.

H anéegaor autr va dnuooieuBel oty Egpnuepida mg
KuBepvriosws,.

ABFva, 21 louviou 2004

Ot YMOYPIO}
OIKONOMIAS YOYNOYPIOL YTEIAS
KAl OIKONOMIKON KA KOINONIKHE AAMBHAETTYHE
I AAMOFOZKOYOHZ

AGANAZIOI MANNONOYAOZ



14852 E®HMEPIZ THZ KYBEPNHZEQZ (TEYXOZ AEYTEPO)

EONIKO TYMOIPA®EIO
EOHMEPIAA THE KYBEPNHZEQY

KAMOAIZTPIOY 34 * AOHNA 104 32 * FAX 21052 21 004
HAEKTPONIKH AIEYSYNZH: hitp: www.et.gr — e-mail: webmaster @ et.gr

MAnpogopieg A.E. - E.N.E. kot hoimav ©.E.K.: 210 527 9000-4
Owroavriypaga nakaiodv GEK - BIBAIDBHKH - MAPNH 8 - Tnh. (210)8220885 - 8222924
Awpedv 3168eon redxous Npoknpuiewv AZEN anokAeioTikd and Mapvn 8

NEPI®EPEIAKA FPAGEIA MQAHZHZ ¢.E.K.

BEZIAAONIKH - Bag. Ohyag 227 (2310} 423 956 AAPIZA - Atonmiplo (2410) 597448
TIEIPAIAZ - Eupnidou 83 (210) 413 5228 KEPKYPA - Zapapd 13 - (26610) 89 127
NATPA - KopivBou 327 (2610) 638 109 (26610) 89 105

(2610) 638 110 HPAKAEIO - MA. EAeuBeplag 1 (2810) 396 409
IDANNINA - AtoiknTripto (26510) 87215 AEZBOI - [\ K®VOTQVTIVOUTIGAEWS . (22510) 46 888
KOMOTHNH - Anpokpatiag 1 (25310} 22 858 (22510) 47 533

. TIMH NOAHZHZ OYAAON EOHMEPIAOZ THZ KYBEPNHIEQZ

Ze €vrurn pop@ri:
¢ Mo Ta GEK and 1 uéxpt 16 oeAideg o 1 euro, mpooaugavopevn xatd 0,20 euro yia kaBe ernigov okTacédo 1) pépog autol.
® [ta Ta pwToavTiypaga ®EK ge 0,15 euro avd oehida. :

Ze poppr CD:

Teulyog Nepiodog EURO Teuyog Nepiodog EURO
A Emiowo 150 | AvarrruEiakav NpdEewv Enjoio 50
A 3unviaio 40 N.FLAA. Emoto 50
A Mnviaio 15 Napapmpua Emoe 50
B Emioto 300 Eunopikng kot Biopmyowvikiig idioxkmoiag Emoio 100
B 3unviaio 80 AvwtdTtou Eidixod Aikacmpiou Emowl 5
B Mnviaio 30 AaknpuEenv Anpociny Zuppdoeay Emoio 200
r Emiowo - 50 AlaknpUEewv Anpociov ZupBdoewy ERSopadiaio 5
A Emolo 220 AE.&ENE Mrwviaio 100
N 3unviaio 60

& H Tipin OANoMS Hepovapévey ©.E.K. etdikol evOlapepovTog Ot op@n cd-rom Kat LEXpL 100 0eAideg Ge 5 euro Poaautavopevn
katd 1 euro-ava 50 oehideg.

® K Tipr nwAnong oe pop@r) cd- rom dnuoateupdtov piag etalpeiag oto Teuxog A.E. kat E.NLE. oe 5 euro avd €106,

Ta napardvw cd-rom datiBovral UoTepa and OxeTIKY TapayyeAia kat agpopouv @.E.K, rtou €xouv SnuooieuTel uetd and Tto £10g1994.

NAPAITENIA KAl ANNOZTOAH ¢©.EK. : TnAegwvikd: 210- 9472555 , fax :210-9472556 internet: hitp://www.et.gr.

ETHIIEZ ZYNAPOMEZ ¢.E.K.

Ze évrunm popen And 1o internet
A’ (NSpo, LA, ZupBdoeig KTh.) 225€ 190€
B’ (Ynoupyikéq anopaoeig KTA.) 320€ 225€
™ (Aloplopol, anoAdoetg KTA. Ang. YIOAMIGAWY) 65€ ) AQPEAN
A’ (AMOMOTPIOOELS, IOAEOSOWA KTA.) 320€ - 160€
Avarrruglakwy MpdEewv kat TupuBdocwy (T.AM.2) 160 € 95 €
N.NLAA. (Aloptopoi KTA. npoowrnikoy NL.MT.AA ) 85€ AQPEAN
Nopdpmua (Mpoknputelg Béoewv AEM KTA.) 33€ AQPEAN
Aghtio Epmopiknig kat Blop/kng idtoktnoiag (A.E.B.1.) 65 € . - 33€
Avwtdrou Eidikod Aikaompiou (A.E.A) 10€ : AQPEAN
Avwvipwy Etapetwv & E.FLE. 2.250€ : : 645 €
Ataxnpigewv Anpooiwy ZupBdoewy (AAZ) 225€ 95 €&
Npwro (A), AedTepo (B) kat TETapto (A) - 450 €

Ta my napoxi SIKAWUATOS NAEKTPOVIKAG NPoRacTG o8 ®.E.K. nponyoUHevwy £TdV, I T TIPocaudveTal NEpav Tou noood e
emolag ouvdpoung €Toug 2004, katd 25 euro avd £T0¢ MAAMSTNTAG KAt avd TeUxoq.

* Ot ouvdpouigg Tou ecwTepikol npornpdvovtal oTig AOY (To NOoS CUVBPOUNG KATABANETAL OTOV KWEIKG aPIBL 06BwY KAE 2531
Kai To nood unép TANET (5% Tou Roooy NG ouvapopric) oTov KwdKG apiBpé eoddwv KAE 3512).To npwtdTuno anodetkTiké elonpatng
(BirAdTunio) 8a npénel va arnootérhetat 1 va katatiBetal omy appédia Yrmpeoia tou EBvikol Tunoypapeiou.

* H minpwpri Tou unép TATET nocodtod nou aviioTotxe! e cuvBpougs, slompdTteTal kat and Tig AOY.

* Ot oUVSPOUNTEG TOU EEWTEPIKOU £X0UV Try SuvatdTrTa APng Twv SHHOCEUNATWV MEOW internet, He TV KaTABOAY Twv avTioTowy
roowv cuvdpouriq kat TAMET .

* Ot Nouapxiakég AutoSioinoets, ot Aot oL KoWSTITES WG Kat Of EMXEPHOES QUTHY TANEDOVOUY TO IO XPNHATKS N0oS me
ouvdpopriq kal oAGKANPO To 11006 Uép Tou TAMET.

* H ouvBpoun 1oXUE! YIa £va NUEPOACYIAKS ET0G, AEV EYYPAPOVTITL CUVSPOUNTES YIQ LIKPGTEPO XDOVIKS SIdoTa.

* H eyypaer ri avavéwon Tg ouvBpourG MpayHaTonioETar To 0pySTepo uéxpl v 311V AekepBpiou k&Be £TOUG.

* Avtlypapa SIMACTUNWY, TAXUSPOUIKES ETITAYEG Kat XPripaTikg ypapudTia Sev yivoviar dextd.

O1 unnpeoieg e§unnpéTRong TV MOMTWOV AsiToupyolv kadnuepivd and 08.00° £wg 13.00°

ANO TO EGNIKO TYNOMPA®EIO






