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Xyéd10
KANONIXEMOZX (EK) aph0. .../... THX EIIITPOITHX

mg |[...]

Yo TV Tpomonoinon tov Kavovicpov (EK) aprf. .../ ... g Emrpomig oyetika pe

0fomion AENTOPEPDV EKTELEGTIKDV KAVOVAV Y10 TNV KOAY] QUOIKY] KOTAGTOCT] TOV

VAL A®V TS TOAMTIKNG agpomopiog fdoel Tov kavoviepov (EK) apr0. 216/2008 tov

Evponaikod Kowopoviiov kot Tov Zvppoviriov

(Keiuevo mov mapovaralet evorapépov yia tov EOX)

H EYPQITAIKH EIIITPOIIH,

"Exovtog vmoyn:

™ cvvOnKN Yo T Agttovpyia g Evponaikhig Evoong,

tov kavoviopd (EK) apif. 216/2008 tov Evpondaikod KowopovAiov kat tov Zvpfoviiov, g
20ng DePpovapiov 2008, yio 1t Oéomon KOwmV KOVOVEOV GTOV TOUEN TNG TOALTIKNG
aepomopiog Kot yia tnv idpvon Evponaikov Opyavicpod Aceoaireiog g Agpomopiog, kabmg
Koyl TV Katdpynon g odnyiag 91/670/EOK tov Xvpupoviiov, Tov kavoviopot (EK) apif.

1592/2002 ot e 0dmyiag 2004/36/EK (%), kot dimc to Gpbpo 7 mapbypagog 6,

Extudvtog ta axdAovba:

1)

)

(3)

(4)

Y10x0g tov kavoviopov (EK) apif. 216/2008 eivor n eykabidpvuon kot dwathpnon
VYNAOL KOl OHOIOHOPPOV EMTEOOV OGCPAAELNG TNG TOATIKNG OEPOTOPIAG OTNV
Evpdnn. O gv Adym kovoviordc mapéyet To HEGO Yo TNV EMITEVEN TOL ®G AV GTOHYOL

Kol GAAOV GTOY®OV GTOV TOUEN TNG AGPAAELNG TNG TOALTIKTG ALEPOTOPTNLG.

Ot yelptotég MOV EVEYOVTIOL OTN AELTOLPYID OPIGUEVOV OEPOCKOPADV TPEMEL VL
GUUHOPPAOVOVTOL TPOG TIS OYETIKEG Pacikég amoutnoelg mov koabopilovror oto
nopaptnuo 1 tov kavovicpov (EK) apf. 216/2008. Zopemve pe tov ev AOy®
KOVOVIOUO, €POCOV SOMIGTAOVETOL OTL TANPOVV POCIKES AMOUTAOELS KOANG QUOIKNG

KATAOTOONG, TPETEL VAL EKOIOETOL GTOVG XEIPIOTES UTPLIKO TLGTOTOMTIKO.

O aepotatpikol e&gtaotéc mov givor vrevhuvor va a&loloyohv TNV KOAN QUOIKY|
KATAOTOGON TV XEPLOTOV TPEMEL EMIONG VO TIGTOTOLOVVTAL, EPOGOV SLOTICTMVETAL OTL
TAnpodv Tig Pacikég omoutnoels. Qotdco, o kavoviopdg (EK) apf. 216/2008
TPoPAETEL TN OLVOTOTNTA 1OTPOL YEVIKNG WOTPIKNG VO EVEPYOUV MG OEPOTOTPIKOL
€EeTOOTESG, VIO Oplopéveg TPoLTOHETELS, Kl EQOGOV MTPENETAL OO TO €0VIKO diKato.
Ta mnpopate Boidpov emiPoatdv TOL EVEXOVIOL OTN AETOLPYIRL OPIGUEVDV

OEPOCKOAPDOV TPEMEL VO, CUUUOPPAOVOVTOL WE TIG OYETIKEC POCIKEG OMOLTNGELS TOL
opiCovtar 6to mapdaptnua IV tov kavoviepov (EK) apif. 216/2008. Zoupwvo pe tov

EE L 79 mc 13.3.2008, 5. 1.
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(5)

(6)

(")

(8)

(9)

ev AMyo Kavovioud, to mAnpopoto Boddpov emPatodv mpémer va eEgtdlovion
TEPLOOIKA MOTE VA SOMIGTAOVETOL OTL OBETOVY TNV KAAN QLOIKN KOTAGTOGN OV
QTTOTEITOL TTPOKEUEVOL VAL ACKOVV UE AGPAAED To KOONKOVTA OCQOAEINS TTOVL TOVG
avatifevtor. H coppdpemon mpémetl vo omodekvieTon HEGH KATAANANG 0ELOAOYNONG
Bactopévng ot PEATIOTN 0EPOTATPIKT TPOKTIKT.

O «xavoviopdc (EK) apf. 216/2008 omartei amd tv Emtponn vo Oeomicer tovg
avoykaiovg eKTEAESTIKOVG Kkovoves Yoo ) Pefaimon tov ainpopdtov OaAidpov
eMPUTOV KOL TNV TOTOMOINGCT TOV YEPIOTOV, KOUODG Kol TOV TPOCHT®V TOV
EVEYOVTOL OTNV EKTTAIOEVOT), GTN OOKIUN 1] OTOV EAEYYO KOt 6TV 0EI0AGYNO TNG KAANG
@Lo1KNG Toug katdotaons. O xavoviopoc (EK) apif. .../.. Béomioe tovg ev Adyw
EKTEAEOTIKOVG Kkavoves, pe efaipeorn ekeivovg mov oyetilovtor pe TIG 10TPIKEG
OTTOLTOELS Y10 TOVG YEWPIOTEC Ko To. TANpopata Boidpov emPoatdv. Emouévag, o
Tap®V  Kovoviopdg tpomomotel tov kavovicpd (EK) apf. .../.. pe okomd 1n
GLUTEPIANYN TOV TTVYDV OVTOV.

Eivar amoapaitnto vo mapoacyedel emapkne ypovog 6Tov aepovovTIKO KAASO Kol OTIG
OLOIKNGELS TOV KPUTAOV HEADV Y10 VO TPOGAPLOGHOUV GTO VEO KOVOVIGTIKO TANIG10,
MOTE VO UTOPECOVY TO. KPATN HEAN VO EKOMGOVV GUYKEKPIUEVOVG TOTOVG LOTPIKDV
TICTOTOMTIKAOV Tov dgv KoAvmrovtor and 11 «JAR» kot va avayvopicovv, vmod
opopEVEG TPODTOBECELS, TO KVUPOG 1UTPIKMV TIGTOTOMTIKOV 7OV €KOOOMKOV Kot
aepoilaTPIKAV AEI0A0YNCEMVY TOL dlEVvEPYNONKAV TPV OO TNV EPOPLOYT TOVL TAPOVTOG
KOVOVIGLLOVD.

[Na va dwoeaiicBel n opodn petdfoacn Kot To VYNAO KOl OHOIOUOPPO EMIMEDO
ACQAAELOG TNG TOMTIKNG aepomopiag otnv 'Evaon, ot ektedestikol Kavoveg Tpemet va
amnyovv TG teAevtaieg eEeAiEelg g teYvoAoyiog Kot TiG PEATIOTEG OEPOTATPIKEG
mpoktikes. Emopévag, mpémet va AneBodv vmoyn ot TeXVIKES OmOITACEL Kol Ol
SOIKNTIKEG O1adIKaGIES TOL €xovV cLHEVNOEel amd tov AeBvr Opyaviopod TToAitikng
Agpomopiag (oto €€ng, AOITA) ko tov gvpomaikd Xovdoeospo Apyodv TloArtkng
Agpomopiag £mc v 30M Tovviov 2009, kabag kot 1 wyvovsa vopobesio mov apopd
70 €101K0 €0viKd TEPPAALOV.

O Opyavioprog KOTAPTIGE GYESI0 EKTEAEGTIKMV KOVOVAOV Kol TOLG VIEPAAE VIO LOPON
yvoung oty Emtpony, copemva pe 1o dpbpo 19 mapdypapoc 1 tov kavoviopob (EK)
apd. 216/2008.

Ta pétpa mov mpoPfAémoviol GToV TOPOVIN KOVOVICUO EIVOL COLO®VA LLE TN YVOUN TNG
eMTPOTNG 7OV £xel cvotabel duvaper tov apbpov 65 tov Kavoviepov (EK) apif.
216/2008,

EZEAQYE TON ITAPONTA KANONIZEMO:

Apbpo 1

O xavoviopdg (EK) apif. .../.. g Emurponng tpomomoteiton wg €€1G:

1.

To apBpo 1 avtikadiotatal amd o akdiovbo:

«ApbGpo 1
Avtikeiuevo

O moapav Kavoviopdg Beomilel AemTopepels Kavoveg yio:
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1.

TIG OLAPOPES KAVOTNTESG Y10 TIG AOEIEG TV YEPLOTOV, TIC TPOVTOOECELS Yia
Vv £€K300T], TN Ol THPNOT, TNV TPOTOTOINGT, TOV TEPLOPICUO, TNV OVOGTOAN
N ™V avAKANoN adEu®V, T TPOVOULN KOl TIG EVOVVES TOV KATOY®MV OOEIDV
KOl TIGTOTOMTIKAOV, TIG TPOVTOOEGEIS Yo TN UETATPOTMN TOV VPIGTAUEV®V
EOVIKOV ade1dV YEPIOTOV KOl TOV E0VIKOV 0dOEUDV UWTTAUEVOD UNYOVIKOD GE
aoeleg yeplot®V, KaOMC Kol TG mPoUTMOBEcELS amodoyNe adEumV TpiTeV
YOPOV:

TNV TOTONOINGN T®V LIELOVVOV Yo TNV TOPOYN| TTNTIKNG eKTOidevong 1
ekmaidevong mpocopoimwong mtnong 1y v aloAdynon tov deElotTeV
TOV XEPLOTOV:

T0 O1APOPOl LUTPIKE TGTOTOMTIKA Y10 TOVG YEPLOTES, TIG TPOLTOBEGELS Y
Vv £€K300T], TN OlTHPNOT, TNV TPOTOTOINGT, TOV TEPLOPICUO, TNV OVOGTOAN
N TV avaKANoT 10TPIKAOV TIGTOTOMTIKAOV, TA TPOVOLL Kot Tig vfhveg TV
KATOY®V W0TPIKAOV TICTOTOMTIKOV KOOMG Kol TG TPoVmoBEcEl Yy )
HETOTPOT] E€OVIKAOV 10TPIKAOV TIGTOMOMTIKOV GE KOWE avayVOPIGUEVOL
OTPIKE TIGTOTONTIKA

TNV TGTOTOINGN TOV AEPOIATPIKAOV €EETAGTAOV, KAOMG Kl TIG TPOVTOOEGEIS
VO TIG OTOIEG 1ATPOL YEVIKNG LOTPIKNG UTOPOVV VO EVEPYOVV (G 0EPOTOTPIKOL
eEetooTéS

TNV TEPLOJIKT| AePOTATPIKT] AlOAdYNON TV TANPOUATOV BoAdpov emiPatdy,
KaB®G Kot TV TPOoSHVTOV TV VTEVOVHVOV Yo TNV €V AOY® aE10A0YNoNY.

2. >0 &pBpo 2, o onpeia 4 kot 5 avikadictatotl ond To akdAovOa:

«4.

«oOpewvn (-0) mpog T JAR ddsta yeptot 1 1 Tp1Kd MGTOTOMTIKO»: 1 AdEWL
YEWPIOTN KOl Ol  EMCLVOMTOUEVEG KAVOTNTES, TO  TIGTOMOWTIKE, Ot
€E0VG1000TNGELS 1)/KOL TAL TPOGHVTA, 1] WUTPIKO TIGTOTOMTIKO OV €KOIdETON )
avayvopiletal, coppovo pe 1o €8vikd dikaio 1o omoio aviwoarontpilet JAR
Ko dradkacies, amd KpAtog LEAOG ov £xel epappodcet Tic owkeleg JAR, v v
omoia/to omoio £yel datvmwOel cuotact apoifaiog avayvapiong 6to TAAiGLo
TOV GLGTHHATOG TOV XVVOEGHOV Apydv [ToAtikng Agpomopiag e oyéon Le TG
ev Myo JAR:

«un oopeovn (-o) mpog tic JAR» ddeta xep1ot) 1N 10TPIKO TIGTOTONTIKO: M
dogla xep1oT M TO WITPIKO MGTOTOMTIKO OV €KOIdETOL 1] avaryvmpiletatl omd
KpAatog HEAOG cuUEMVO PE TO €BviKO dlkano, Yoo TV omoin/To omoio dev €xel
dwtvrwbel cvotaon apoPaicg avayvopiong oe oxéon e Tig okeieg JARY.

3. To épBpo 3 avtikabictator omd T0 axdAovo:

«ApBGpo 3

AOE1000TNGN YEPIGTAOV KAl 1OTPIKI] TIGTOTOINGH

Me v em@OAacn tov GpbBpov 7, Ol XEPIOTEC OEPOCKAPDOV TOV OVAPEPOVIOL GTO
apBpo 4 mapdypagog 1 otoryeio B) kot oToryeio v) kKo 6to Gpbpo 4 Topdypopog 5 Tov
kavoviopot (EK) aptd. 216/2008 cuppoppdvovtal mpog TiG TEYVIKEG OTAITNOEL Kot
TIG O101KNTIKEG O1adtKaoieg mov Beomilovion ota mapaptipota | kot V.
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4.

5.

1.

[Mopeppdrrovror Ta axdiovba apbpa:

«Apbpo da
Yopiotaueva sOvika 1atpikd motomomTikd Yeipiot@y

To 10TpIKA TIGTOTOMTIKA YEPLOTMOV Kol Ol EYKPICELS 0EPOTATPIKAOV EEETACTAOV
mov glvan cvpeava tpog T JAR, ta omoia exdoOnKav 1 avayvopicOnkav amd
KPATOg HEAOG TPV Otd TNV EQOPUOYT TOL TOPAHVTOG KAVOVIGHOV, Bempovvtol
OTL KOO KOV GOUPOVA LE TOV TAPOVTO KOVOVICUO.

To 10TpIKA TIGTOTOMTIKA YEPLOTMOV Kol Ol EYKPICELS 0EPOTATPIKAOV EEETACTAOV
7ov dev gival cOpemva Tpog Tig JAR, ta omoia ekddOnKov amd kpdtog HEAOG
TPV amd TNV EPAPLOYN TOL TOAPOVTOS KOVOVIGLOD, TOPAUEVOVY GE 10D £MG
™y nuepounviol TG EMOUEVNG EMAVEMIKLPMONG TOVS, YO UEYIGTO YPOVIKO
SWoTNUO S ETOV amd TNV EPAPLOYN TOV TOPAOVIOS KAVOVIGHOD, OOl £K TMV
00 NUEPOUNVIOV ETEADEL TPAOTN.

H enavemkdpmon ToV TGTOTOMTIKOV TOV OVAPEPOVTOL OTNV TAPAYPaQpo 2
glvar ovpue®vN TPog T1g datdéelg Ttov Mépovg-MED.

ApBpo 9a
IDypouara Qoiauov smfatay

Ta tAnpopota Oaddpov emPatdV oepOSKAPOV TOL AvaPEPOVTIL 6To Apbpo 4
napdypagoc 1 otoryeio B) kot otoryeio y) tov kavoviopov (EK) apif. 216/2008
TPEMEL VO, GUUHOPPADOVOVTOL TPOS TIG TEYVIKES OTOLTNOELS KO TIC OLOTKNTIKES
ddkacieg mov Beomilovrot oto mapdptnua V.

Ta omoteAéopoto TOV 10TPIKOV  €EETACEMV 1]  OEWOAOYNGEDV  UEADV
TAnpopatog Boddpov emPatdv Yoo TNV aEOAOYNON TG KOANG PLGIKNG TOLG
KATAGTOONG, TPOKEWEVOL VO EKTEAOVV T KaBkovtd Tovg Pdoet twv EU-OPS
N TOV EQPUPUOCTEMV EBVIKOV OMOUTNCE®V TOV 1GYVOLV KATO TNV MUEPOUNVia
EPAPLOYNG TOV TOPOVTOG KAVOVIGUOV, TAPOUEVOLY GE 100 €MG TO TEAOG TNG
TEPLOS0L 16YVOG M ool

o) kaBopiletar amd v appodw apyn Pfacel twv EU-OPS: 7

B) npoPAémeton oty mopaypago MED.D.005, o6mown ek tov dvo
NUEPOUNVIOV Elvar TpoyEVEGTEPT,

apyNg yevouévng amd v muepounvio g terevtaiog aTpikng e&étaong M

a&loAdynongy.

[MoapepPairetor 1o véo mopdptmua IV, 6nwg mapotiBeton oto mOpdpTNUO TOV
TOPOVTOG KOVOVIGLOV.

Apbpo 2
‘Evapén 16yvos

O mapodv kavoviopodg apyilel va oydel v emopuévn NG ONUOGIELONG TOV GTNV
Enionun Epnuepida e Evponaikne Evoonc.

Epappoletar and 1ig 8 Ampiriov 2012.
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2. Kotd mapékkiion amd v mapdypoeo 1, ta kpdtn péAn pmopovv va emAéEovy va punv
epapudcovy TG datdéelc tov tufRuatoc A tov mopopthpatog IV (ko euoiky
KOTAGTAGT TOV TANPOUATOV arduov enifotdv) Emg (2 £ HETA TV EQAPLOYN TOV
TaPOVTOG KOAVOVIGLOD).

3. Otav éva kpatog KAveL xpnon Tov datdéemv T mapaypaeov 2, eVvUEPMVEL TNV
Emtpomn kot tov Opyaviopnd. H oyetikn Kowvomoinon meptypdeet v o1tioAoyio yio
™V €V AOY® TOPEKKAIOT KOOMOG Kol TO TPOYPOUIO EPAPLOYNG, TO OTOI0 TEPLEYEL TIC
TPOPAETOUEVEG EVEPYELEG KO TO GYETIKO YPOVOOILAYPOLLLLOL.

O mopdV KOVOVIGUAG elval OEGUEVLTIKOC MG TPOG OAOL TOL LLEPT] TOV Kol IOYVEL AUECH O KAOE
KpAtog LEAOG.

Bpu&éireg, XXXX.

To v Emitponn

[...]
Mélog tne Emitponng
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HAPAPTHMA IV
TOY EKTEAEXTIKOY KANONIEMOY
MEPOX-TATPIKO

TMHMA A

IFENIKEX ATTAITHXEIZX
Evéotnra 1
Ievika

MED.A.001 Appoéore apyn
["a toug oKomOVG TOL TAPOVTOG LEPOLG, 1| APLLOdIL apyY| Elval:
o) v ta agpoiotpikd kévipa (AeMC):

(1) n apyn mov opiletan amd TO KpATOg HEAOC 6TO 0moio TO aEPOiaTPIKO KEVTPO (AeMC)
£YEL TOV KVUPLO TOTO TNG SPacTNPLOTNTAS TOL!

(2) ebqv 1o agpoiotpicd kévipo (AeMC) PBpioketar oe tpitn ydpa, o Opyavicpog
(EASA)

B) Y Tovg aepoiatpikovs egtaotéc (AME):

(1) m apyn mov opiletar amd TO KPATOC HEAOC 6TO 0010 O aEPOTATPIKOG EEETAGTNG £XEL
TOV KOP1o TOTO NG OpacTnPLOTNTAG TOL*

(2) &€hv o xOprog TOTOG dpacTNPLOTNTOS EVOC agpoiatpikov e&etaoth (AME) Bpioketat
og Tpit YOpa, N apyn mov opileror and T0 KPATOS HEAOG GTNV omoio oVTOS/ /AT
vroPdAAel aitnon yio TNV £K60GT| TOV TIGTOTOITIKOV:

Y) Yo TOVG 1Tpovg yevikng wtptkng (GMP), n apyn mov opiletar amd 10 Kpdtog PEAOG GTO
omoio o 1tpdg yevikng watpikng (GMP) dnidvel ™ dpaotnptotnTd TOV:
d) v wTpovg emoyyelpatikng watpikng (OHMP) ot omoiot a&loloyodv v KaAf QULOIKA

KATAGTAOT TANPOUdTOV BoAdupov emPatav, n apyn mov opiletor and 10 kpdtog LEAOS GTO

omoio &xet T Pdon Tov To TANpopa BaAdpov eTPatdv.

MED.A.005 TIIedio spappoyng

210 mapov Mépog kabopilovtar ot amoToelg Yo

a) ™V €KO00N, TNV 16Y0, TNV ETAVETIKOPOGT KOl TNV OVOVEMCT] TOV 10ITPIKOD TIGTOTOUNTIKOV
OV OOUTEITOL ylo. TNV GOKNOTN TV TPOVOUIOV (OEWG YEPLOT 1] EKTOUOEVOUEVOV
YEPLOTH!

B) TNV KOAT QLGIKT KOTAGTACT] TOV TANPOUATOV B0AGIOL EMTPATOV:

Y) ™V TeToToinoN TV aepoiatpik®dv eéetactdv (AME)- kat

d) TOL TPOGOVTO, TOV 1TP®V YEVIKNG 1aTpikig (GMP) kot TV 10TpdV moryyEAUOTIKNAG LOTPIKNG
(OHMP).

MED.A.010 Opwopoi
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"o tovg oKomovg ToL TAPOVTOG MEPOVS 1GYVOLY 01 aKOAOVOOL OPIGHOL:

- «OOMOTELUEVT] WOTPIKT] YVOUATELGN»: TO GULUTEPOCO GTO OTOI0 KOTUANYOLV £voc M
TEPIOCOTEPOL  EUTELPOYVAOUOVES 10Tpoi, Ol omoiot &ivor amodektol amd TV apyn
00E1000TNONG, PACEL OVTIKEWUEVIK®OV KPUINPIi®V Tov OeV €1GAYOLV OLOKPIGELS, Yo TOV
oKomd NG oikeiog mepinTmong, KotOmY SoPOVAELONG WHE EUTELPOYVAOUOVES TTNTIKOV
AELTOLPYIDV 1 AAAOVG EUTEIPOYVMLUOVES, EQOCOV OTALTEITAL:

— «OEOAOYNON»: TO GUUTEPUGILO. GYETIKE e TNV KOAN QUGIKY KATAGTOOT VOGS TPOGHOTOL
Baoet ™ a&loAdYNoNG TOL 1ATPIKOV 1GTOPIKOD TOL TPOCMOTOL M/KOl OEPOIATPIKAOV
eetdoewv OmmG amatteital 6to mopdv MEpog, kabdg kol Pacel Tepatépm eEETAGEWY,
epdoov amouteitor, M/Kol 10TPIKOV SOKIUOV OMME, EVOEIKTIKG, MAEKTPOKOPSIOYPAPia,
HETPNOTN aPTNPLOKNG TTEONS, OUATOAOYIKN €€ETAON, AKTIVOYpADiaL:

- KOTTOYPOUOTIKA OAGOUANC»: 1] IKAVOTNTO TOV 0UTOVVTOS VO OlaKPivel apECMS T XPOLLATO
OV YPNOUOTOIOVVTOL GTNV OEPOVOVTIAIN Kol Vo TovTtomtolel 0pBd ta Eyypouo eAOTA NG
aepomopiog:

— «e0og oe Bépata Opaong»: oeBaiuioTpog 1 €W0IKOS otV @EPOvTida TG Opacng He
npocdvTa oTNV  omTopeTpior Kot ekmaidevorn dote vo  ovoyvopilet  maboAoyikég
KOTOGTAGELS:

— «pevvay: M aloAdynon vmroévowg TaBoAOYIKNG KATACTOONG €VOG OITOVUVTOS UECH
e€etdoemV Kot SOKIILAGIOV TPOKEIEVOL Vo damiotwbel ) vapén N N amovsio Tabnone:

— «opy” AdE000TNONCH: 1 OPUASLL aPy TOV KPATOVG HEAOVG 1| omoia e€€dmae TV ddewa 1|
otV omoia £va Tpds®mTo LTOPAAAEL altnomn Yo TV £Kd0on GdElag 1, €4V Eva TPOGMOTO dEV
&xel voPaiet axoun aitnon yu v k6001 Adglag, 1 approda apyn COLPMOVA LE TO TOPOHV
Mépog:

— «TEPLOPIGLOGH: OPOG 0 OTOI0G EYYPAPETOL GTO TPIKO TGTOMOMTIKO, GTNV GO 1 TNV
wtpkn €kBeon pélovg mAnpodpatog Boidpov emiPatdv Kol 0 omoiog Tpémel va TpeiTon
Katé v doknomn tev mpovopiov g dosag M ¢ PePaiwong mAnpopatog BaAdpov
emPotdv-

— «O1000oTIKO GOAALOY: 1| OTOKAIGN OO TV EUUETPOTIN, LETPOVUEVT] GE SLOMTPIES, GTOV
TAEOV APETPOTIKO LECT|UPBPIVO, LETPNUEVT LE TUTTOTOMUEVES LEBOOOVG.

MED.A.015 Tlatpwko améppnto

Olo Tt mpOCOTO 7OV SHEXSKOVT(XI o€ uxrpucsg aéswcag, aétokoyncetg KOl TOTOTOINoN
SeEaAilovv TNV TP O™ TOL WITPIKOD OTOPPTTOL AVA TAGH GTUYUY.

MED.A.020 Mzei®won KoA)g QUOIKIG KUTACTAGNS

o) O1 kdtoyol Ade10g 0V AOKOLV TO TPOVOUL TNG GAOELEG TOVG KL TOV GYETIKOV IKOVOTHTMV
N TOTOTOMTIKAOV OTOTEONTOTE EPOGOV QLTOL!

(1) éyovv emiyvowon omolacdNmote pPEI®ONG TG KOANG (QUGIKAG TOVG KOTAGTOOMNG, 1
omoio. evogyeTol vo. Tovg KoboTd ovikavovg va aoKoOV LE aoQAAEL TO €V AOY®
TpovouLL

(2) Aaupévoov N YPNOWOTOIOLV  OMOLOSGNTOTE  GLVIOYOYPUPNUEVO 7N N

CLVTAYOYPOPNUEVO PAPLLOKO TO OTOI0 EVOEYETAL VO EMNPEACEL TV AGPOAT ACKNON
TOV TPOVOUI®V TNG 16YV0VGOG AOELNG:
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(3) vmoPdrrovior o€ OTOWONTOTE 1ATPIKY], YEPOLPYIKN TN GAAN Oepomeion M omoia
EVOEYETOL VOL EMOPA GTIV AGPAAELD TOV TTHCEWV.

B) EmumAéov, ot kdroyor ddetog opeilovv va {ntovv, ympic adikatoddyntn kabvotépnon,
aePOTATPIKEG CLUPOVAEC GE TTEPIMTMOT TOL AVTOL!

(1) £éyovv voPinbei o xepovpyikn enépPacn 1 GAAN enepPatikn dwadikoocios
(2) £&yovv Eexvnoel TNV TOKTIKY ¥PTOT OTOLOVONTOTE PAPUAKOL:

(3) vréomoav omoladnmote coPapn copatTiky PAAPN M omoia cuvendyetol advvapio
Aertovpyiog oG pELOC TANPpOLaTOS BaAdpov emPotadv:

(4) mhoyovv omd omoladNmOTE ONUAVTIKN 0cOévelo M omoia cuLVETAYETOL advvapio
Aertovpyiog oG pELOC TANPpOaTOG BaAdpov emPotadv:

(5) eyxvpovovv:

(6) ewwaybobV e vocokopEio 1 1TPIKN KAVIKY:

(7)  ypewalovral yio TpdTN Popd S10pOmTIKOHS PakoVG OpaCTC.
Y) 211G TEPIMTMGELG AVTEG:

(1) ot kéToYOl WIPIKMOY TOTOMOWMTIKOV Katnyopiag 1 kot katnyopiog 2 opeilovv va
mtodv ™ ovpPovAn agpoiotpikod kévipov (AeMC) 7 agpoiatpikod eEetaot
(AME). To aepoiatpikd kévipo (AeMC) 7 o aepoiatpikdc eéetaotng (AME)
a&lohoyel TV KOAT PLGIKY KATAGTOGT TOV KATOYXOL TNG AOEW0G KOl Amopacilel KoTd
OGOV 0VTOG £ivor IKAVOG VoL AGKNGEL Kot TOAL TOL TPOVOULE TOL!

(2) ot KGTOYOl LTPIKOV TGTOTOMTIKOV GOEWNG YEPLOTH EA0PPDOV aepockapnv (LAPL)
opeilovv va {ntovv ™ cvuPovAn aepoiatpikod kévipov (AeMC) 1 agpoiatpikov
AME 1 tov wrpod yevikng wrpwiknig GMP o omoiog vréypaye 10 10Tpikd
motonomtikd. To agpoiatpikd kévipo (AeMC) N o agpoiotpikog eEetactng (AME)
N o wtpdg yevikng orpikng (GMP) a&loloyodv v KoAN QLGIKY KATAGTACT TMV
KATOYWV GOE10G Kol amopacilovv Katd mdGov avtol elvarl 1Kavol va oK GOV Kot
TAAL TO. TPOVOLLE TOVC.

d) Ta péAn mAnpopatog Bardpov emPatdv dev eKTEAOVV KAONKOVTIO GTO OEPOCKAPOS KO,
OOV GLVTPEYEL TEPIMTOOT, OEV ACKOLV Ta Tpovoa TG PePainong TAnpadpatog Baidpov
emPBotdv mov debETovy OTaY EXOVV EMIYVMOT OTOOGONTOTE PEIMONG TNG KOANG PUGIKNG
T0VG Kotdotaomng, otov Pobud mov m ev Adyw maOnom evdéyetar va Tovg KoOoTd
avikavoug va eKTEAOVV Ta KafnKovto Kot Tig EOVVEG TOVG.

€) Emumdéov, edv eppaviCouv Tig mabnoeig mov kabopilovtar oto aroyeio B) (1) £wg B) (5), ta
pEAN mAnpopoatog BaAdpov emPoatodv  opeidovv va (ntodv, yopig adkaloAdynTn
kaBvotépnon, T cvuPovAn oaepoiatpwkol eEetact) (AME), aepoiatpikod KEVIpOL
(AeMC) M wrpov emayyelpoatiknig wripikng (OHMP), avdioya pe v mepintoon. O
aepoiatpikdg  eEetaom(AME), 10  agpoiatpikd  ké€vipo (AeMC) M o 1otpdc
emayyeluatikng otpikng (OHMP) a&loloyodv v KOAY @QULGIKN KOTACTOON TOV UEADY
TAnpopatog Boidpov emPatdv kot omoeacifovv katd mOGoV avtol glvar kavol va
O00KGOVV Kot TAAL TO, KAOKOVTO AGQOAAELOS TOL TOVS £Y0VV avatedel.

MED.A.025 Ymoypeoosis aepoiotpik®dv kévipov (AeMC) 1M agpoioTpik®Ov €EETOOTAOV
(AME), wrpov yevikig wotpikig (GMP), wtpov erayyeipoatikig wrpikis (OHMP)
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o) Kot ™ dievépyeta tov otpikdv e£etdoemv Kot a&loAoynoemV, T aepoioTPIKE KEVTPOL
(AeMC), ot agpoiatpikoi e€etootéc (AME), ot watpoi yevikng atpikng (GMP) kot ot
Tpol emayyeApatikng tatpikng (OHMP) npénet va:

(1) doceorilovy OTL N EXKOWVOVIL LUE TOV EVOLOPEPOLEVO EIVOIL EPIKT XOPIC YADMOOIKA
EUTOOIOL:

(2) evnuepd®VOLV TOV EVOLOQEPOUEVO Y10. TIC OULVEMEEG TNG VLRIOPOANC ATV,
avakpIPoOV 1 Yevdmv MNADGEDV € 0,TL APOPA TO LATPIKO IGTOPLKO TOV.

B) Metd TV OAOKANP®OT TOV AEPOTATPIKAOV EEETAGEMV KOl TNG AEI0AOYNONG, TO AEPOTATPIKA
kévipa (AeMC) ot aegpoiatpikoi eEetaoctés (AME), ot watpoi yevikhg wtpiknig (GMP), ot
wrpol emaryyelpatikng wtpikng (OHMP) pémet va:

(1) evnuepd®VOLY TOV EVOLOPEPOUEVO G TPOC TO €AV €ivorl kavoc, avikavog M €av
TOPOTEUTETAL TNV apy] 0de0dd6tong, o€ agpoiatpikd kévipo (AeMC) 7 oe
aepoiatpikd e€etaot (AME), avaroya pe tnyv nepintoon:

(2) evmuepdvovv TOV EVOPEPOUEVO Yo KADE TEPLOPIGHO, O OMOIOC EVOEXETOL VO
neplopilel v mNTIKN ekmaidevon N ta Tpovopla g adswog M e PePfaivwong
mAnpopdtov Boidpov emPoatdv, avaroya pe v tepintwon:

(3) €bv o evdapepduevog a&lohoyndei ®¢ OKOTAAANAOC, TOV EVIUEPDVOLV YO TO
dkaimpd Tov Vo 0GKNGEL TPOGPLYN: Ko

(4) omv mepintwon TV YEPLOTOV, VIOPIAlOLY Ywpig kabvotépnon oty apyn
A0E1000TNONG TANPN VIOYEYPAUUEV 1| NAEKTPOVIKE emkvpouévn €kBeomn, N omoia
neplhapPavel to amotéAecpa NG aSloAOYNoNG Kol avTiypapo TOL  10TPIKOV
TG TOTTOWTIKOV.

Y) Ta agpoiatpikd kévipa (AeMC), ot agpoiatpikoi eetootéc (AME), ot watpol yeviknig
wrpikng (GMP) ko ot watpoi emayyelpotikng wrpikng (OHMP) mpémetl va tpovv apyeia
LE AETTOUEPELEG TOV 1OTPIKAOV EEETACEMV KO OELOAOYNCEDV TOV SEVEPYOVV GUUPMVA LE
10 TapdV MEPOG Kot TV AmOTEAECUAT®V TOVG, COLPMVA e TO €BVIKO dikato.

d) Otav amotteitor yoo dpactnpotteg emonteiog, to aepolatpikd kévipa (AeMC), ot
agpoiatpikoi e€etootég  (AME) kot ot wrpoi yevikng watpikng (GMP) mpémer va
vrofdAAovv oTOV 10TPIKO a&loAoYNT NG OPUOSIIG OPYNS, KATOTLY OUTNUOTOS, KAOE
aepoiatpikd apyeio kot ExBeomn ko KOs GAAN GYETIKY TANPOPOPICL.

Evétqra 2
ATOLTIGELS LOTPIKAV TLIOTOTOUTIKMOV

MED.A.030 Totpwkd moeTomomTIKG

o) Exmodevopevog yeplotng dev exktehel TNOEG HOVOG Topd Hovov €dv dtaftel 1aTpikd
TIGTOTOMTIKO, OTMC OTALTEITAL Y10 T GYETIKT AOELL.

B) Ot artovvteg Kot ot Katoyol adetag xeplot) ehappdv aepookapav (LAPL) dabétovv
WTPIKO MGTOTOUTIKO TOVAd IoTOV LAPL.

Y) O1 artovvTeg Kot 01 KAToYol Ade10G XEPLoTH WIMTIK®OV agpookapdv (PPL), adeiag xeipiot
avepontépov (SPL) 1 ddetag yewprot agpootdtov (BPL) drabétovy 1atpikd miotomomtikd
TOVAGIGTOV Kot yopiog 2.

10 EL
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d) Ot artovvteg kot ot katoyot SPL 1 BPL mov sumlékovior o€ eUmopikéc TMTNOELS
OVEUOTTEP®V 1 OEPOCTATOV TPEMEL Vo O10BETOVY 1TPIKO TIGTOTOMTIKO TOLA(IGTOV
Katnyopiag 2.

€) Edv mpootifeton tkavotnta voktepivig nnong oty ddsto PPL 11 otqv LAPL, o kdtoyog

™G AdEl0C TPEMEL VO, EVOIL OTTOYPOUATIKE OCQUANG.

oT) O1 artovvteg Ko o1 kdtoyot adetag yepioty eunopikdv ntnoewv (CPL), ddeiag xeiplot
nolMamA@v TAnpoudteov (MPL) 1 ddslog yepiot) evoéprov ypopumv (ATPL) mpénet va
dlaBéTovV 1ITP1Kd METOTOMTIKO Katnyopiog 1.

0 Edv mpootifetan ikavdtta ntmong pe opyova oty PPL, o kdtoyog g ddelag mpénet va

vroPdaiieton og e€eTdoElg aKOOUETPNONG KaOAp®OV TOVOV, GOUPMOVO [LE TNV TEPLOIIKOTNTO
KOl TO TPOTLTO TTOV GTOLTEITOL Y10 TOVG KATOYOVS LOTPIKAV TIGTOTOMTIK®OV Kotnyopiog 1.

n) ‘Evag xdtoyog dosiog dgv emTpémetor vo SloBETEL OMOTEONTOTE MEPIGGOTEPO TOL €VOG
LOTPIKA TIGTOTOTIKA £KO00EVTA GOUQ®VA [E TO TOPOV MEpOG.

MED.A.035 Aitnon £€kd600nG L0 TPLKOD TIGTOTOLTIKOV

o) Ot o1t oElg £K300NG 1TPLIKOL TLGTOTOMTIKOV LIOPAAAOVTOL GCOUP®VE LE TN HLOPPT TOV
Beonileton amd TV apudde apyn.

B) Ot a1tovVTEG TPIKO TIGTOTOMTIKO TAPEYOLV 6TO ogpoiatpkd kévipo (AeMC), tov
agpoiatpikd e€etacty (AME) 1 otov atpd yevikig watpikng (GMP), avdloya pe v
nepinTon:

(1) amddegn g TAVTOHTNTAS TOVE:
(2) vmoyeypouuévn OHAmon:
(i) POV CLUPAVIWY TTOV APOPOVV TO LUTPIKO TOVE IGTOPIKO”

(i)  oyetrd pe to Kotd TOGOV £xovv VIOPANOEl Katd To TaPEABOV oe e€ETaon Yo
NV €KO00N 10TPKOY TIGTOTOWTIKOV Kal, €0V Vol 00 MO0V Kol UE TOl0
amoTéEAEC O

(iii) oxetwkd pe 1o kord WOoOV Exovv a&loloynbel moOTE g oKOTUAANAOL N TO
0TPIKO TGTOTOUTIKO TOVG OVEGTAAT 1 OVOKANONKE.
Y) Otav vrofdAlovy aitnon ENAVETIKLPOONG 1} AVOVEDMGNG TOV LUTPIKOD TIGTOTOMTIKOD, Ol
a1ToVVTEG TO TTaPOLGLAlovy 6To agpoiatpikd kévipo (AeMC), tov aepoiatpikd e€etaot
(AME) 1 otov 1atp6 yevikng tatpikng (GMP), Tpv and Tig oyetikéc e€eTdcels.

MED.A.040 "Exd001, ETOVETIKOPMOGT] KOl AVAVEDGT] LOTPIKOV TLETOTON|TIKAOV

o) To wIpkd mMOTOTOMTIKO €KOIOETOL, EMOAVEMIKVPAOVETOL 1) OVAVEDVETAL E€POGOV
OAOKANPMOVOVTOL Ol OTAITOVUEVEG UTPIKEG €EETACELS Ko TTpaypotomotleitoar a&loAdynon
KOTOAANAOTNTOG.

B) Apyixn éxdoon
(1) To wrpwd motomomtikd Kotnyopiag 1 exdidovior amd €va aepoiaTpikd KEVIPO

(AeMC).

(2) To wrpwd motomomTikd Kotnyopiag 2 €xdidoviol amd £va aepoiaTpikd KEVIPO
(AeMC) 1 and aepoiotpiko eEetaoth] (AME).

1 EL
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Y)

D)

(3) To wrpd motomomrikd LAPL ekdidoviar amd éva agpoiatpikd kévipo (AeMC),
and aegpoiatpiko eEetaot (AME) 1, epdcov emtpémeton amd 10 €Bvikd dikaio ™G
apyng adE000TNONG, ard 1Tpod Yevikng tatpikng (GMP).

Erovemxopwon xar avavéwon

(1) To wrpikd motomomTikd Katnyopiog 1 ko kotnyopiag 2 €mXAVETIKLPOVOVTIOL M
avavedvovtal omd &vo agpoiatpikd kévipo (AeMC) i and aepoiotpikd eEetaotn
(AME).

(2) To wrpkd motomomtikd LAPL emovemkvpdvovior 1 ovavedvovial omd £Eva
agpoiatpikd kévipo (AeMC), amd agpoiatpikd efetoot) (AME) 7, epdcov
emrpéneTol amd 10 €0vikd dikalo TG apyNc 0OE0IOTNONG, OO 10TPO YEVIKNG
wtpikng (GMP.

To agpoiatpikd kévipo (AeMC), o agpoiatpikdg eEetaotig (AME) 1 0 10tpdg yeviknig
tpikng (GMP) gkdidovv, erAVETIKLPOVOLY 1| AVOVEDVOLV £Va 10TPIKO TIGTOTOTIKO
pHovov gav:

(1) o ouwd®v TOLC TOPECYKE TANPEG LOTPIKO 1OTOPIKO Ko, €AV amorteitar amd TO
agpoiatpikd kévrpo (AeMC), tov agpoiatpikd Eetaoty (AME) 1| Tov 1atpd YeVIKNG
tpikng (GMP), 1o amoteléopoto TV 10TpIKOV eEETACEMY KOl SOKIUAGLOV TOV
dtevepyndnKav amd Tov 1aTpd TV AITOVLVTOG 1] AAAOVGS EIOTKOVG 1TPOVG:

(2) dwevppynoav v aepoiotpikny afloloynon Pdoel tovV 1aTpiKkdV eEETACEDY Kol
SOKILOGIMOV TOV OTOLTOVVTIOL OO TO GYETIKO 10TPIKO MIGTOTOMTIKO TPOKEUEVOL VL
emPefoardoovv 6Tt 0 TV TANPOL OAEC TIG OYETIKEG OMOLTNCELS TOL TOPOVIOC
Mépovc.

(3) To agpoiatpikd kévipo (AeMC), o agpoiatpikdg e€etactc (AME) 1, o€ mepintmon
TOPOTOUTAG, M OpYN AOE000TNONS UTopovV va {NTinoovy amd TOV OLTovVTo Vo

vroPAnfel oe mpdcobetec 1TPIKEG €EETAGES Kol OEPELVNGELS, OTOV KATL TETOLO0
evoeikvuTal KMVIKA.

H apyn ade006tong pmopel va eKOMGEL 1] VO EMOVEKOMGEL VAL 1OTPIKO TIGTOTOTIKO,
avdAoya e TV TePInT®ON, EQV:

(1) o mepintwon mapameuei oe avTHV:

(2) dwmothosr 6T omoTovvTaL S10pOMGELS OTIG TANPOPOPIEG TOL TEPLEXOVTIAL GTO
TIGTOTOMTIKO.

MED.A.045 Toytg, EnavemKip®oT Kol avavi®GT] LUTPIKAV TIGTOTONTIKAOV

a)

loyog
(1) To wrpikd moTomOMTIKA Katnyopiag 1 ioyvovv ya Sidotnua 12 unvov.

(2) H mepiodog 16H0¢ TOV 10TPIKOV TIGTOTOMTIK®V Katnyopiag 1 peidvetar og 6 pniveg
Y10l TOLG KOTOYOVG AOELS, Ol OmoiotL:

(1) ovupetégouv oe evOg TAOTOVL SPACTNPLOTNTEG EUTOPIKADV OEPOTOPIKMDV
LETAPOP®V HETAPEPOVTAS eMPATeS Kl £xovv cvunAnpmcel To0 406 étog g
nixiog Touvg:

(i) &ovv cvuminpmacel To 600 £T0G TG NAKiOG TOVG.

(3) Toa orpikd ToTOTONTIKA KOoTnyopiag 2 16x0ovy yio S1doTno.:

12 EL
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(1) 60 unvav émg 6toL 0 KATOYOG TNG Gdelg CLUTANPDGEL TO 400 £T0G TNG NAIKiNG
tov. latpikd MoTOMTOMTIKO TO 0MO10 £KOOONKE TPV Ad TN GLUTANPWGN TOL
4000 étovg madEL va IoYVEL PETA TN CLUTANPOT ToV 420V £TOVG TNG NAIKING
TOL KOTOYOV:

(i) 24 unvov peta&d tov 4000 kot Tov 5000 étovg g MAKiog Tov KaTdYOV.
latpikd moTomomtikd 10 0moio £KdOONKE TPV Amd TN CLUTANP®OTN Tov SO0V
£€T0VG TTOVEL VO IoYVEL HETA TN cVpTApwon tov Slov €tovg ¢ NAkiag Tov
KOTOYOV* Kol

(ii) 12 pnvov petd v nhkia tov 50 etdv.
(4) Towrpikd motomomrtikd LAPL 1oydovv yio Sidotnuo:

(1) 60 unvav émg 6tov 0 KATOYOG TNG Gdelg cLUTANPDGEL TO 400 £T0G TNG NAIKING
tov. lotpikd moTomomTikd T0 omoio ekdOONKE TP amd TN GLUTANPWOGCT TOV
4000 €tovg mavel va 1oyOEL HETA TN GLUTANPWOGT TOL 420V £TOVG NG NAKING
TOV KOTOYOV"

(i) 24 unvov petd v nhkia tov 40 Tdv.

(5) H mepiodog 10x00¢ €vOG 10TPIKOV TGTOTOMTIKOD, GUUTEPIAAUBOVOUEV®DVY TUYOV
CLVOPAOV EEETAGEMV 1] EWOIKMV SIEPEVVIICEMY VITOYPEMTIKA,
(i) xobBopiletar amd v MAKio, TOL ATOVVTOC GTNV NUEPOUN VIO KOTA TNV Omoia
AapPavet yopo n 1aTpiky| e£€Toon: Kot
(if)  vmoloyileton amd TNV Muepounvio. ™G OTPIKNG €EETAONG, O TEPIMTOON
apylKng €KO00NG Kol avavémong, Kot omd Ty muepounvio Anéng tovu
TPONYOVLUEVOL 1OTPIKOV TIGTOTOUTIKOV, GE TEPIMTMOT EMAVETIKVPWOGCTC.
B) Enavemiktpwon
O e€etdoelg Yo TNV ENAVETIKOPMOOT] WOTPIKOV TIGTOTOUTIKOD UTOPovV Vo TPoryUaToTotnfody Emg
45 nuépeg Tpv omd TV nuepounvia ANENG TOL 1TPIKOV TIGTOTOUTIKOV.
Y) Avavéwaon
(1) Edv o kd10ox0¢ 10Tpikol TGTOTOUTIKOD OV GUUUOPPOVETAL [E TN O1dtaén vrd P),
amorteiton £E£TA0T AVOVEWDGCTG.
(2) Zmv mepintoon WIPIKOV TIOTOTOMTIKOVY Katnyopiog 1 kot katnyopiog 2:
(i) €av to 1tpkd MoToTOMTIKO EAnEe TPV amd TEPLOGOTEPO Omd 2 £TN, TO
agpoiatpikd kévipo (AeMC) 1 o agpoiatpikds eetaote (AME) dievepyoiv
mv e&étaon avavéwong povov Emetta amd aEoAOYNoN TOV OEPOIOTPIKMV
apyeimv Tov attovvrog:
(i) edv 10 wWTPWKO ToTOTOMNTIKO EANEE WPV OmO WEPIGGOTEPO. OmO S5 £Tn,
VIOYPEDTIKA 10YVOVYV Ol OMOITNOES €EETOONG YL OPYIKN £KOOOT Kol 1
a&loldynon PacileTor oTI AMAITNOEL EMOVETIKOPOONC.
(3) Zmv mepintwon wrpikdv miotoromtikdv LAPL, to agpoiatpikd kévipo (AeMC), o
agpoiatpikdg e&etaotng (AME) 1 o 1atpog yevikng atpikng (GMP) a&loioyodv 1o
TPIKO 1GTOPIKO TOV ALTOVVTOG KOt OLEVEPYOLV TNV agpoiatpikn e&€tacn cOUemva
pe v mapdypaeo MED.B.095.

MED.A.050 TIMoepamopmn
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a)

B)

Edv évag atdv atpkd motomontikd kotnyopiog 1 1 xatnyopiog 2 mapamepedel oty
apyn aoeddtTnong cvuewva pe v mapdypago MED. B.001, 1o aegpoiatpikd kéEVpo
(AeMC) 1 o aepoiatpikdg e€etaotc (AME) vroypewtikd dafifaletl T oxetikn wopkn
TEKUNPloN 6TV apyn AdOE0OOTNONC.

Edv évag oartov atpikd miotomomntikd LAPL mopamepgbei oe agpolatpikd KEVTPO
(AeMC) 1 og agpoiatpikd e€etoot (AME) copgova pe v mopdaypopo MED.B.001, o
tpdc yevikng atpikng (GMP)  Swfipaler ) oyetikny woIpiky TEKUNPi®ON O©TO
agpoiatpikd kévrpo (AeMC) 1 otov agpoiatpikd e€etaoct (AME).
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TMHMA B

AMMAITHZEIX IATPIKQN NIZTOIIOIHTIKQN XEIPIZTQN
Evétnra 1

I'evika

MED.B.001 IIepropiopoi W0.TpK@V TLGTOTONTIKOV

o) Lepropiouol 1azpikav motomomtikmy katnyopiog 1 kot katnyopiag 2

1)

Edv o artdv dev mAnpol OAeg TIG OmMOUTNOELS TNG GYETIKNG KOTNYOpPilog 10TPLKO
TIGTOTOMNTIKOV, OAAG Oewpeiton 6tL dev elvar mbavd va 0€ter oe kivduvo v
ac@AaLEl0 TG TTHONG, TO agpoiatpikd kévipo (AeMC) M o agpoiotpikds eEeTaoTNg
(AME) :

(i) omv mepintOon ATOVVIOV 1TPIKO TETOTOMTIKO Katnyopiag 1, mapaméumet
™V omdPOoT] GYETIKA HE TNV KATOAANAOTNTO TOL OLTOVVIOS GTNV OpyN
a0€1000TNoNG OGS avapépetor oto Tunua B-

(i) otmg mEPWTMOOEIC OTIC OMOiEC OEV  EVOEIKVLTOL TOPOTOUTY OTNY  apyN
a0€1000tong oto Tunua B, a&odoyel katd mocov o artov givor og Béon va
extelel Ta KAONKOVTA TOV/TNG HE OOPALELN OTOV GUUUOPPOVETOL LE Evay 1)
TEPLGGOTEPOVG TEPLOPIGLLOVG TOL OVOYPAPOVIOL GTO TPIKO TIGTOTOWTIKO,
Kol €KO10€L TO 10 TPIKO TOTOTOMTIKO UE TEPLOPIGUO (-00C), OT®G omonteiTon

(ili) omVv mepintwon ATOVVTOV WTPIKO TGTOTOMTIKO KOTnyopiog 2, a&loloyel
Katd mocov o ait®v givor oe Béom va exterel ta kKabnKovtd tov/Tng pe
AGPAAELL OTOV GUUUOPPOVETOL HE EVOV 1) TEPLOCOTEPOVS TEPLOPIGHLOVS TOV
avayPAPOVTOL GTO 10TPIKO TIGTOTOINTIKO, KOl EKSIOEL TO 1ATPIKO TIGTOMOTIKO
pe meplopiopud (-o0g), 6mwg amorteitan, KOTOmMY SfoVAELONG He TV apyn
00€1000TNONC.

(iv) To agpoiatpikd kévipo (AeMC) 1 o agpoiatpikdc e&etaotic (AME) purnopodv
VO ETAVETIKLPMOGOVV 1) VO OVOVEDGOVY EVOL LOITPIKO TIGTOMOTIKO LE TOV 1010
TEPLOPIGUO YMPIG VO TOPATELYOVY TOV OULTOVVTIO GTNV Py AOEL0S0TNGNG.

B) Tepropiouol 1ozpikwv mortoromtikeyv LAPL

1)

)

Eav évag 1atpog yevikng tatpikng (GMP), katomyv kotdAAning e&étaong tov
WTPIKOD 10TOPIKOV TOV oUTOVVTOG, GLUTEPAIVEL OTL O CUT®V OV TANPOL OAEG TIG
QMOLTAGES TG KOANG QUOIKNG Katdotaons, o atpdg yevikng watpikng (GMP)
TOPATEUTEL TOV aToVVTa 6€ agpoiatpikd kEvipo (AeMC) 1 og agpoiatpikd e&etoot
(AME), ext6g €dv o atmv yperdleton Evav meplopicpd mov oyetiletal LOvVo U
¥PNoM O10POOTIKOV UKDV OPACTG.

g TePImTOON TOPATOUTNG MTOVVTOG TPk miotomomtikd LAPL, to agpoiatpukod
kévipo (AeMC) 1 o agpoiatpikds eetootg (AME) Aoufdvel deoviwg vmdoyn v
napdypapo MED.B.095, ektyud xotd mécov o artdv sivor oe Béon va ektelel ta
KaBNKoOVTA TOL/TNG HE OCPAAELN OTOV GLUUOPPMOVETOL PE Evav 1 TEPLOGOTEPOLS
TEPLOPICUOVS TOL AVAYPAPOVTIOL GTO ATPIKO TICTOTOMTIKO Kot €KOIOEL TO 10TPIKO
ToTomoMTikd pe mePoPopd (-ovg), Omw¢ amouteitar. To aepoiatpikd KEVIPO
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Y)

5)

oT)

(AeMC) 1 o aepotatpikdg eéetaotng (AME) efetdlel mavtote v avoykotdTnta
EMPOANG TEPLOPIGUOD GTOV YEIPLOTH GE 0,71 apopd ) petagopd emPatdv (OPL).

(3) O wtpog yevikng wrpikng (GMP) umopel vo emaverikop®GEL | Vo, OVAVEDGEL £Vl
wtpkd motoromTikd LAPL pe tov 1010 meplopiopd ympig vo Topomépyel tov
artovvral o€ agpoiatpikd kévipo (AeMC) 1 oe aepoiatpikod e&etactn (AME).

Otav a&loroyeiton n ovorykotdtnTo VOGS TEPLOPIGUOD, TPEMEL VO EEETALETON EIOIKOTEPL:

(1) «atd OGOV M JMOGTELUEVT] LOTPIKY YVOUATEVOT] VTOJEIKVOEL OTL, VIO E1OIKEG
TEPLOTACELS, 1 advVaUio. TOL oUTOOVTOG VO, EKTANPMOOCEL OTOLOONTOTE OTOLTNON,
aplOunTikn  GAAN, gival €101 OCTE 1 ACKNGN TOV TPOVORI®OV TG AOEWNG Yo TNV
omoio. vroPdAiel aitnon dev givor mHavo vo BEtel o KivOuvo TNV ACEAAELN TNG
mmong

(2) n wovotTo, o1 SEI0TNTEG Kot 1] EUTEPIO. TOV ATOVVTOG GE GYECT| LE TN Agttovpyio
OV TTPOKELTAL VO, EKTEAECOEL.

Kwaixol Aertovpyikarv mepropioumdv
(1) Asgrrovpykdc meplopiopodg moAamAdv yeptot®@v (OML — poévov katnyopia 1)

(i) Otav o kdroxog CPL, ATPL | MPL dev mAnpoi OAEC TIC OTOLTHOELS LOTPLKOD
TIOTOTOMTIKOV Kotnyopioag 1 kou €xel mopamep@bel oty apyn adeioddtmong,
avt| a&oroyel Katd mOGOV TO 10TPIKO MGTOMOMTIKO pmopel va ekdobel pe
OML «woybet pdévov og 1 e GuYKVPEPVIATN OV KOADTTEL OAEC TIG ATOLTOEICY.

(i) O «xdroyog 1otpkov miotomowmTikov pe OML yepileton aepookdpoc o€
Aertovpyieg TOALATADV YEPIOTAOV HOVOV OTAV 0 BALOG XEPIGTNG KAADTTEL OAEG
TIG OTOLTNGELS Y10 TOV O1KEl0 TOMO aepockdpove, dev vokertar e OML ko
dev éyel copminpmoet to 6006 étog ™ nAkiag Tov.

(ili)) O OML yw wrpkd motomomtikd kotnyopiog 1 emPdAieton kot aipgron
povov amd v apyn 0dE1000TNoNG.

(2) Asttovpykdg meploptopds «yeplome aceiretacy (OSL — pdvov koatnyopio 2,
LAPL)

(i) O «droyoc 1atpkod moTomomTikoy pe meplopoud  OSL  yepileton
0EPOCKAPOG LOVOV €6V Evag AALOS XEPIGTNG TOL KAADTTEL OAES TIG QAT GEL
vy va. gvepyel g KuPepvnmng oty okelo katnyopia 1 TOTO 0EPOTKAPOVE
emPaivel 610 0EPOCKAPOS, TO OEPOCKAPOS eivor eEomMopévo pe Al
YEPLOTNPLOL KO O AAAOG XEPLOTNG KaTaAapPavel BEom ota YEPLoTHPLO.

(i) O OSL ywo wtpikd motomontikd Katnyopiog 2 umopei va emPindei 1 va
apbei povov and aepoiotpikd ké€vipo (AeMC) 11 amd aepolatpikd eEgtaotn
(AME) xozomv draffodAevonc pe v apyn odel080TNoNG.

(3) Asgrovpywkoc mepropiopog enifotmv (OPL — povov kotnyopia 2 ko LAPL)

(1) O xdroyog wTpikod mioTomOMTIKOV pE meplopiopd OPL yepiletor udvov
aepOCKAPOG 6TO 0moio dev emPaivovv emPdres.

Onoloconmote  GAAOG meploplopdg pmopet vo  emPAnbel otov KATOYO 10TPLKOD
TIGTOTOTIKOV €POGOV OMALTEITOL TPOKELUEVOL VO SOCPAMIETOL 1) AGPAAELDL TG TTTHONG.

Kabe mepropiopdg mov emPAAreTon 6TOV KATOYO 1OTPIKOD TIGTOTOMTIKOV TPocdtopileTan
o€ 0TO.
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Evétqra 2

loaTpikég amaLTOELS Y10 LOTPIKE TIOTOTOWMTIKG Kot yopios 1 kot katnyopiag 2

MED.B.005 TI'svika

a)

Ot 01TOVVTEG 10TPIKO TGTOTOMTIKO OeV TPEMEL Vo EULPOVICOVV OTO10ONTTOTE:!

1)
()
©)
(4)

OLYYEVN M EMIKTNTN OVO A0
evepyo, AavBavovoa, o&eia 1 xpovia acHévela 1 avamnpio:
TNy, Tpovpa 1 emakoiovbo eyyeipiong

OUVETEWL 1|  TOPEVEPYELDL  OMOLOVONTOTE  GLVIAYOYPAPNUEVOL 1 Un
CLVTAYOYPOPNUEVOL OEPOTEVTIKOV, SOYVOGTIKOD 1| TPOANTTIKOD QOpPUEKOL TOV
Aappévovv

OV GLVETAYETOL BaBIO AEITOVPYIKNG AVIKOVOTNTOG, O OTTO10G EVOEXETAL VO ETNPEALEL
TNV 0GQPOATY AGKNOY T®V TPOVOUI®MY NG GYETIKNG AOEWNG 1 EVOEYETOL VO KOTAGTIGEL
oV outovvTa EAPVIKA aviKovo vo 0oKEL Le ACQAAELD TO TPOVOLLLO, TNG AOELOS.

MED.B.010 Kapdwyyerwoko cvotnpo

a)

B)

E&étaon

(1)

()
3)

(4)

Tvrmomompuévo niextpokapdoypaenuo (HKI) npepiog 12 amayoydv kot ékBeon
TPOLYLOTOTOLOVVTOL GE TEPIMTMOOT] KAVIKNG EVOEIENG, KOl

(1) yw wrpkd motomomTKO Katnyopiog 1, katd v e€étacn ywo TV TPOTN
£K000T WTPIKOV TGTOTOMTIKOD, KOl 6T GLVEXEWD kKB 5 €11 € v nlkia
tov 30 eTov, kdbe 2 £ ¢ v nAkia Tov 40 eTov, emoimg uéyxpt v nAio
v 50 etdv Ko, akorlovOwc, o kibe emavemKipwon N Avavé®on

(i)  yw wrpkd moToTOMTIKO KOtnyopiog 2, Katd TV TpdTn €€ETOION UETO TNV
niwia tov 40 etV ki, akohoVBwg, kdbe 2 £tn petd v nAwia tov 50 eTov.

Extevic xapdioyyetaxn a&loAdynon arotteitor OTav auTod eVOETKVLTOL KAIVIKAL.

[No wrpwd motomomtkd xoatnyopiog 1, extevig kapdwoyyelokn afloAdynon
TPOYLOTOTOIEITOL  VTOYPEDTIKA KATA TNV 7TPOTN €EETOON EMAVETIKOP®ONG 1
avavE®ONG LETA TNV NAkio TV 65 eT®V kot akoAoVbmg Kabe 4 €.

Mo wrpwod motomomtikd xoatnyopiog 1, amotteiton extipnon Amdiov opov,
ooumepAapUPavopévng yoANoTepOANG, Katd tnv €£étacm Yo TNV TPOTN KOO0
WTPIKOD TMGTOMOMTIKOD KOl KOTE TNV TTp®TN €EETOOT UETA TN CLUTAP®CT) TOV
4000 £tovg ™G NAkiag.

Kopowayyeroxo ovarnua — I'evika

1)

(2)

Ot artovvteg dev mpémel va TAGYOLY amd Kopio Kapdloyyelokn dotapayr 1 omoia
evoéyeton vo emnpedlel TNV AGEAAN ACKNOT TOV TPOVOLU®V TNG (T®V) GYETIKNG (-OV)
aoetag (-ov).

Ot cutoHvteg 1otpkd miotomomtikd Katnyopiog 1 ot oroiotl eppaviovv omoadnmote
amo T akOAovbeg Tabnoels, aSloAoyohvtotl mg aKaTAAANAOL:

(i)  avedpvoua OOPOKIKAG 1 VIEPVEPPIKNG KOIMOKNG QOPTNE, TPV OO 1| LETH At
gyyeipon:
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(i)  onuavtikn Aettovpyikn avopoiio 0moledNTOTE EK TOV PAABidmV TG KPS
(iii)  petopdoyeLOoN KAPSIAG | KAPSIAG/TVELUOVOV.

(3) Ot arrodvreg wTpikd moTomOMNTIKO Kotnyopiag 1 pe eokpiPopévo 1otopikd M
SAyVmOoT OMOCONTOTE €K TOV OKOAOLOWV TAONCE®V TOPATEUTOVIOL GTNV OPYN
00€1000TNONC:

(i)  meprpepikn aptnplakn vOcoc Tptv amd N LeTd and eyyeipion:

(i)  avedpvoua KOMOKNG OPTNG, TPV Otd N HeTd omd eyyeipion:

(iii)  Aertovpykd acnuavteg avopoAies TV BaABidwv ¢ Kapdidc:

(iv) vYotepa and eyyeipton BarPidwv g kopdiac:

(V)  avopodieg tov TEPIKOPSIOn, TOL HLOKAPIIOL 1) TOL EVOOKAPSIOV*

(Vi) ovyyeveig avopolieg TG Kopdlac, Tpv and 1 HeTd amd dtopbmTikn eyyeipion:
(vii) vrotpomalovoa VELPOKAPIIOYEVT) GUYKOTN:

(viii) aptnpraxn 1 eAepikn Opoupfwon:

(ix) mvevpovikn guforn:

(X) xapduayyelokn Tabnon 1 onoia OTALTEL GLGTNUIKY AVTITINKTIKN AymYN.

(4) Ot cutovvteg 1aTpikd moTOmOMNTIKO Katnyopiag 2 pe eEakpiPouévn Siyvomon pog
ek Tov madnoewv mov mpoodopilovia oty vromapdypapo (2) kot (3) avotépw
TPENEL Vo 0E0A0YOUVTOL OO KOPOAOYO Kol oe OPovAgvon pe TtV opyM
ad€1000TNONG TPOKEUEVOL Vo a&loAoyNn0ohv oG KatdAAnAot.

Y) Aptnpraxn wicon
(1) H apmprokn ieon kataypdeetol o kbbe eEétaom.
(2) H opmprokn wieon Tov 01tovvTog TPENEL Vo PPIoKETOL EVIOG TOV KAVOVIKDV OpimV.
(3) Ouartovvieg 1aTPKd TGTOTOMTIKO KaTnyopiog 1:
(i) peovumTEpATIK VTOTAG T

(i) tov omoiov m oaptmplaxn wieon katd v e&étaomn  kat’eEakolovOnon
vrepPaivel Tig Tpég 160 mmHg cvotoiikn N/xor 95 mmHQg dwactodkn, pe M
Xopig ayoyn,

a&lohoyodvTot Mg aKATAAANAOL.

(4) H évopén ™g MYNne eopuakmv yio. Tov EAEYX0 NG OPTNPLOKNAG TEONC omottel
nepiod0 MPOCMOPIVIG OVOGTOANG TOL 10TPIKOD TIGTOTOUTIKOD, TPOKEWEVOD VoL
eEaxpPwbel n amovcio CNUAVTIKOV TOPEVEPYELDV.

d) 2repovioio, vOoog
(1) Ot arrovvieg 1oTpKkd TOTOTOMTIKO KaTnyopiag 1 pe:
(1)  vrovol pVoKAPIIIKNAG IoYoUING:

(i)  aovumToOpoTIK €Mdocova oteeoviaia voco T omoio Ogv amortel Koo
avtioTnOayykn Oepaneio

TOPOTEUTOVTOL OTNV  opyn 00€1000TNoNG Kot LIoPdAlovTal 6€  KOPOIOAOYIKN

a&loAdYNoN YO TOV OMOKAEIGHO HLOKOPOOKNG toyotiog mpwv vo, EeEKvioEL 1

ddkasio aEoAdYNoNS TG KATOAANAGTNTAS TOVG.
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(2) Ot outoHvTeg 10TPIKO TOTOTOWTIKO Katrnyopiog 2 ot omoiot epeovilovv omoladnmoTe
amd T mabNoeElg mov  avagépovial otnv  vromopdypaeo (1) vmoypswTikd
vroPdAlovior oe kapdioloyikny afloddoynon mpwv va Eekivioel M dladtkocio
a&oAOYN oM G TNG KATAAANAOTNTAG TOVC.

(3) Ot wtovvieg mov eupeoviCovv omowdnmote amd TG akdAovbec TobNoEg
aE10A0YOUVTOL MG OKATAAANAOL:

(1)  pwokapdioxn woyopio
(i)  ovumrtopatiky otePaviaio VOGO
(i)  ovuTTOUATA GTEQOVINING VOGOV EAEYYOUEVNG LE POPLLOKAL.

(4) Ot artovvteg TV apyikn £kG0oN 1TPIKOD TGTOTOTIKOD Katnyopiag 1 pe 1otoptkd
N OWyveoon OomolocoNToTE €K TV oKOAovbwv mabfcewv aloAoyobvtar g
aKoTOAANAOL:

(1)  pwokapdioxn woyopio
(i)  épepaypa pookapdiov:
(ili)  otepaviaia emovayyesioon.

(5) Ot atovvTES 10TPIKO TGTOTOMTIKO Katnyopiag 2 ot omoiol €ivol GLUTTOUOTIKOL
KOTOMY EUEPAYUOTOS HLOKOPIIOV 1 €yYEIpIONG Y100 GTEPOVIAIN VOGO LITOYXPEMTIKG
vrofdAlovior o€ KAPSOAOYIKN €KTIUNON Kal, €POGOV Ta amoteléoparto givol
wKavomomTikd, &Eekwvder mn dwdikacsio alohdynong e kavodTTdg TOLG Of
dwafovrevon pe v apyn 0d€0006tToNg. Ot cTOVVTEG TV EMAVETIKVPMOT| 1TPLIKOD
ToToToMTIKoV Katnyopioag 1 mapaméunovrol oty apyn adel006TNomNG.

Aazopoyés pvOuodlaywyiuotnrog

(1) Ot arrovvreg 1oTpikd moTOTOMTIKO Kartnyopiog 1 mapaméumoviar otnv opyn
a0£1000TNONG 0TV EUPAVICOVY OTOLOONTOTE GNUOVTIKY OLTOPOYN TNG KOPOOKNG
Ay@YOTNTOS 1] TOV Kopdlakol puOuov, copmepiloppavopéveoy Tmv akoiovdmv:

(i) Swrapayn vmrepkolMokod pvOpov, cvumeplapPavopévng SwAgitovoag M
eCaxplpopévng erePoxopokoAmikng dSvsAettovpyiog, KOATIKNG HOPUOPLYNS
1/Kat TTEPLYIGUOV KOl ACVUTTOUATIKOV AEPOKOUPIKOV TOVCEWDV:

(i)  mpNc amokAEIoUOS 0PLETEPOD GKEAOVG:

(iif)  koAmorxoakds amoKAEIGHOGS TOTOL Mobitz IT-
(iv) evpeia H/xor otevn oOVOeT TayvKOPDia:

(V) xowtmokn Tpodiéyepon:

(Vi) aocvprtopotik Tapdtacn tov QT

(vii) ovvdpopo Brugada ce niektpokapdioypopio.

(2) Ot atovvTEg 10TPIKO MOTOTOMTIKO KT yopiog 2 He OmolodNToTe and TIC TabNoELg
oL avoeépovtal otV Tapdypapo (1) vrofdrioviol oe Kapdioroykn a&loldynon
Kal, €QOcovV To omoteAéopoto  glvor  tKavomomTikd, Eekwvagr M dwdikacio
a&10AdYNo”NG TS KATOAANAOTNTOS TOVG G€ O BOVAEVOT LE TNV apyn AOE0JOTNOTG.

(3) Ouarrovvieg mov eppavilovy omoladNToTe and T1g akOAovOeC TN GELS:
(1)  otel amoxielopd okélovg:

(i)  mpn amoxieiopd de&100 okélovg:
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(4)

(5)

(iii)  otaBepn| aprotepn amoxion dEovar
(iv) aocvprtopotiki eAepoxoupikn Bpadvkapdio:
(V) oaovurtopotiky eAefoxoppikn tayvkopdio:

(Vi) OoCLUTTOUOTIKY UELOVOUEVT OUOIOUOPQT) COUTAOKT VIEPKOIAOKT 1) KOIAMOKN
extomio:

(vil) KkoAmokolAlaKd amoKAEloUO TPDOTOL Paduov-
(viil) koAmokolAlakd amokAelopud THmov Mobitz [

umopovv vo aloAoynfodv g KatdAAnAol amovcio 0TolGONTOTE GAANG OVOUOATOG
KOL LE TNV EMOOAOEN IKOVOTOMNTIKNG KOPIOAOYIKNG a&loAdynoNG.

AtoOvteg e 16TOpIKo:
(1)  BepamevTiknig NAEKTPIKNG KOTAAVONC:
(if)  eppvTELONC PrUATOSOTN

Oo mpémel vo VTOPAALOVTIOL GE KOPOWOYYEWOKY EKTIUNON TPV Vo EEKIWVNGEL 1
dwdkooio  aEohdynong g  kateAAnAotTag Tovc. Ot outovvTEG  0TPKO
motonomTikd katnyopiag 1 Oa wpémel va mopaméumoviol otny apyn adel0d0TNONG.
Ot artodvteg wtpkd motomomtikd katnyopiog 2 Oa mpémel va agloloyodvtarl o€
dwafovrevon pe v apyn 0dE03O6TNONG.

Ot autovvteg mov mAoKOVY amd OTOONTOTE Amd TIG aKOAovOeg madnoelg Oa mpémet
va a&loAoyovvTol MG OKOTAAANAOL:

(i) ovumtopoTikn EAeBorkopuBoKOATIKY VOGOG:
(i)  mNPNS KOATOKOIMOKOG OTOKAEIGUOG:

(iii) ovumtopotki TopdTacn Tov QT:

(iv) oavtopoTo epeLTELUEVO GVOTNUA OTVIOMONG:

(V)  xothokd avtitayvkapdlakd fnuatodom.

MED.B.015 Avomvevetikd cvoTnpa

a)
B)

Y)

8)

EL

Ot a1tobVTEG HE ONUOVTIKY OVETAPKELD TNG OVOTVELGTIKNG AEITOLPYIOG LITOYPEDTIKA
a&lohoyodvior o¢g axkatdiiniol. Evdéyetar va a&odoynBodv og katdAiniot petd tnv
VAKTNOT TNG TVELUOVIKNG AEITOVPYIOG GE IKOVOTOMTIKO EMITEDO.

Mo wrpkd motomomtikd watnyopiag 1, or ortodvieg mpémet va vmoPAnbodv oe
JOKIHAGIEG OVOTTVEVOTIKNG A€ttovpylog KaTd TNV apykn eétoon Kol o mepintmon
KMVIKNG €vOeEng.

Mo wipkd motomomtikd katnyopiag 2, ot aitobvieg mpémel va vmoPAnbodv oe
JOKIHOGIEG AVATVEVGTIKNG AELTOVPYIOG GE TEPIMTTOOT KAMVIKNG EVOEIENG.

Ot artovvteg pe wotopkd M emPePfaiwpévn ddyvoon:

1)
(2)
©)
(4)

GoOpaTog Tov amontel PAPUOKEVTIKY oy®YN:
EVEPYOL PAEYLOVDOOVE 0GHEVELNG TOV OVOTVELGTIKOD GUGTLLOTOG!
EVEPYOV GOPKOEIDWONC:

TveELLOOMpaKOL
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oT)

(5) ovvopopoL dmvolag HITVoOL:

(6) onuavtikng eyyeiptong Bopaxa:

(7) mvevpovekToung

VTOPAAAOVTOL GE OVOTVEVOTIKT EKTIUNGON KO, EPOCOV TO ATOTEAEGLOL EIVOL IKOVOTOINTIKO,
a&lohoyodvtar ®g wavoi. Ot artovvteg pe emiPefatopévn ddyvoon Tov madnceny mTov
npocdlopiloviar otig mapaypdeovg (3) kat (5) vroPaiiovial o€ KAPSIOAOYIKT KTiUNGN
KoL, EPOGOV TO ATOTELEC A £IVOL IKOVOTONTIKO, AE10A0Y0HVTAL MG IKOVOL.

Agpoiatpikn a&oloynon:

(1) ot arrovvTeg 1TpIKd ToTOTOMTIKG Kotnyopiag 1 ot omoiotl epgavilovy omoladnmote
amd T1g mafnoelc mov mapatifeviar otV VIOTAPAYPAPO &) AVOTEP® TPEMEL V.
TOPOTEUTOVTOL GTIV apYY] 0OE0SOTNONG

(2) ot cuTovvTEg TPIKO TGTOTOMTIKG KaTyopiag 2 ot omoiot eppavifovy omoladnmoTe
amd TIG TOONGCES TOL TopaTiBEVTOL VITOAPAYPUPO O) OVATEP® AEIOAOYOVVTIOL OF
dwafovrevon pe v apy 0dE000TNONG.

Ot attodvteg wtpkd motomontikd Katnyopiag 1 ot omoiot €govv vmoPAndel oe mANPN
TVEVLLOVEKTOUT| 0EIOA0YOVVTOL OG OKATAAANAOL.

MED.B.020 IIemtik6 cvoTtnpo.

a)

B)

Y)

D)

EL

Ot artodvteg dev mpémer vo Exovv kopio Aettovpywkn 1 SapBpotikny acBévelin g
YOGTPEVTIEPIKNG 000V 1) T®V £E0PTNUATOV TNG, 1| OTTOT0L EVOEXETOL VO ETNPEALEL TNV ACOOAN
doknon twv Tpovopimv g (Twv) oYeTIKNG (-oVv) adelg (-ov).

Ot aitobvteg pe omowoonmote emokOAovbo acBévelng M yewpovpywkng enéppaocng oe
OTO0ONTTOTE TUNLOL TOV TENTIKOV GUGTHUATOG N TV €EAPTNUAT®V TOV, TO OTOI0 EVOEYETOAL
VO TPOKAAECEL AVIKOVOTNTO KATA TV TTNOT|, 10img andepasn A0yw otévmong 1 mieong,
a&10A0YOVVTOL MG OKATAAANAOL.

Ot autohvteg dev TPEMEL vaL TAGYOLVV OO KNAN 1 omoio UTOopel VoL TPOKAAEGEL GLUTTAOLLATOL
AVIKOVOTNTOG.

Ot owtobvteg mov  mAoYoLV OO SWTOPAYEG TOL  YOOTPEVIEPIKOD GLGTHLATOG,
SLUTEPIAAUPOVOUEVDV:

(1) vrotpomalovoag TEXTIKNG SLOTAPOYNG 1| OTTOTI0L ATTALTEL PAPUAKEVTIKY Oy®YN:
(2) maykpeatitidoc:

(3) ovurtopaTIKGOV AMO®V-

(4) emPePoropévng dtdyvmong N 16TOPIKOD YPOVINS PAEYLLOVAOIOVS EVIEPIKNG VOGO

(5) «atoémy yepovpyikng emEUPaong 6T0 MEMTIKO GVUGTNUA 1) 0T0 €SOPTHLOTA TOL,
ovumepthapupovouévng eyyeipiong mov mepAauPavel OMKY| 1 HEPIKN EKTOUN 1
OVOGTOLMOT] OTOLOVINTTOTE EK TV OPYAVAOV QLTAOV
a&loAoyodvtol g akataAAnAol. Mmopet va Egkivioet 1 d1adtkacio a&loAdynong e
KOTOAANAOTNTAG TOVG KATOMV EMTLYOVG Bepameiag 1| TANPOVG OVAPPOONG EmELTa
amd eyxeiplon Kot pe TV EMPOAAEN IKOVOTOMTIKNG YOOTPEVIEPOAOYIKNG EKTIUNONC.

Agpoiatpikn a&lordynon:

21 EL



REV 01.09.2011

(1) ot autovvTEeg WTPIKO TOTOMOMTIKO Katnyopiog 1 pe didyvoon tov todnoemv mov
npocdlopiloviar otic vromapaypdpove (2), (4) ko (5) mapaméumovial oty apyn
a0€1000TNONG:

(2) 1M KeTOAANAGTNTA AITOVVI®V 1TPIKO TOTOTONTIKO KOTNYopiag 2 Tov TaoYouy omd
naykpeotitido kKabopiletar o Safodigvon e v apyn ade0dOTNONG.

MED.B.025 Xvotnpo petofoiopov Kot EVOOKPIVIKO cOoTHO

a)

B)

Y)

D)

Ot artovvieg Oev mpémel va €yovv Kol AETOvpykn N OpOpmTikn HeETOPOAIKY,
STPOPIKN M EVOOKPIVIKT dtaTopayn 1 omoio evOExeTal va, emnpedlel TNV ac@aAr doknon
TOV TPpovouimV TG (TOV) oXeTIKNG (-OV) doetag (-dv).

Ot aitobvteg pe petafolikr], SOTPOQIKN 1] €VOOKPIVIKY] OLGAELTOVPYiOL HTOpPOovV va
a&lohoynBodv ¢ KatdAAnior pe v em@EVAALN amodedelypévne otabepdtnTag TG
KOTAGTAOTNG TOVS KO IKOVOTIONTIKNG 0EPOTOTPIKN G a&loAdynong.

2oryapwong oLafntng
(1) Ot awtovvreg pe coxyopmdn dwPntn yoo Tov omoio amotteitor AMyn oovAivig

a&lohoyodvTon Mg aKATAAANAOL.

(2) Ot artovvteg pe cakyap®dn daprtn yio. Tov omoio dev amatteitar Ayn GOoLAIvIG
a&lohoyodviol g aKOTAAANAOL, €KTOG GV pmopel va amoderyBel ot €xel emtevyOet
pHOUION TOL GOKYAPOV TOV OULLOTOG.

Agpoiatpin a&loAdynon:

(1) ot arovvteg wTpikd moTomomTKO Katnyopiog 1 ot omoiot ypeldlovion
(QOPUOKEVTIKT QYy®YN OLPOPETIKY OO TNV WWGOLAIVT Yo TN pOOIGT TOV GaKyEPOL
TOV OUOTOC TOPOTEUTOVTOL VITOYPEMTIKA GTNV OPYN AOEL00OTNONG:

(2) N wovoTTo ATOVVTOV WTPIKO TETOTOMTIKO Katnyopiag 2 ot omoiot yperdlovton
QOPUOKEVTIKN YN SLOPOPETIKY OTO TNV WWVGOVAIVY Yo TN pOOUIGT TOL GOKYEPOL
T0V aipotog kabopiletar oe drafovievon pe v apyn AdE00OTNONG.

MED.B.030 Awato)royia

a)
B)

Y)

8)

EL

Ot artovvteg dev mpémel va £yovv Kopio opatoroyikny actévela 1 omoilo evogyetor va
emnpedlel TV 0oQOAN ACKNGN T®V TPOVOUIOV NG (TOV) GYETIKNG (-OV) Adew0g (-OV).

IMa wrpkd motomomtikd Katnyopiog 1, n oapoceaipivn mpénet va eréyyetal oe Kdabe
e&étaon yio TV £€K300N TPIKOV TIGTOTOUTIKOV.

Ot artovvteg pe opatoAoyikn mdonon, onwg:
(1) mé&n, apoppayki 1 Opopupotikn dwoTapoyn:
(2) ypoévVia Aevyoupio

pumopovv  va  aEloAoynfovv  ®¢  okaTGAANAOL pE TNV EMEVAOEN  IKOVOTOUWTIKNG
aePOTATPIKNG AEI0AOYNOTG.

Agpotatpikn a&lordynon:

(1) ot artovvreg Tpikd mMoTOTOMTIKO Katnyopiog 1 pe pio omd T TabNoE TOV
Tpocdlopiloviar 6TV  VIOTOPAYPOPO Y) OVOTEP® TOPUTEUTOVIOL GTNV  OPYN
00E1000TNONG:
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(2) M KaTEAANAOTNTA CUTOVVIOV WTPIKO TMIGTOTONTIKO Kotnyopiag 2 pe pio amd Tig
nafnoelc mov mpoodopiloviar oV vIOTAPAYPaPO V) aveoTépm Kabopiletor oe
dwafovievon pe v opyn 0dE000TNONG.

Ot ortovvteg Tptkd motomomnTkd Koatnyopioag 1 mov epgaviCovv pioa amd TIg
OLILOTOAOYIKEG TOONGELS TOL TPOGIOPILOVTOL KATOTEP® TPEMEL VO TOPATEUTOVTIOL TNV
apyn 0de0d0TNONG!

(1) wn ovcoroyikn opoc@apivy, CLUTEPIAAUPOVOUEV®VY, EVOEIKTIKG, Ovaipiog,
TOAVKVTTOPOLIOG 1] ALLOGPOIPIVOTAOELG:

(2) onuavtikn d10yKmoN AEUPAUSEVMV-
(3) d6ykwon omAnva.

MED.B.035 OvpoyevvnTiké cvotnpa

a)

B)

Y)

8)

Ot attodvteg Oev mpémel va. €Qovv Koapio AETOVPYIK 1 JopOpmTiky] achéveln Tov
VEQPPIKOD 1 OLPOYEVVITIKOV GUGTHUOTOS 1 TV €SapTNUAT®OV TOV M omoin EVIEXETAL VOl
emnpedlel TV ao@OA AOKNGN TOV TPOVOUIOV TNG (TOV) GYETIKNG (-OV) ddslag (-Ov).

H avéivom ovpov mepihapfavetor vroypewtikd oe kdbe aepoiotpik| e€taon. Ta ovpa
dgv TPEMEL VO TEPLEYOLY KOVEVA U] QUCIOAOYIKO oTolyelo to omoio Oewpeitan OtL €xel
nafOA0YIKY| oNUacia.

Ot autodvteg pe omolodNmote eMakOAOV00 aGOEVEING 1 XEPOVPYIKNG SLOOIKAGING GTOVG
VEQPPOLG N GTO OVLPOTOMTIKO GUCTNUO TO OMOI0 EVOEYETOL VO TPOKOAEGEL QdLVOLLIOL
doknong xadnkoviov, ing andepaln AdYy® otévoong 1 mieons, aSloAoyodviol Mg
aKaTaAANAOL.

Ol a1TOVVTEG e OLPOYEVVITIKT] SLOTOPOYT], OGS

(1) veppwkn voco-

(2) évav M meprocdTEPOVG OVPIKOHE ABOVG 1) 16TOPIKO KOAKOD TOL VEPPOD

gtvar dvvatov vo a&oroynfodv ®g katdAAnAotr pe TV EMOOAOEN  IKOVOTOMTIKNG
veQPIKNG/ovporoyikng a&loAdynong.

Ot artovvteg mov Exovv VTOPANOEL GE OMNUAVTIKN YEPOLPYIKN EXEUPACT] GTO OVPOTOMTIKO
oVOTNUO, M OTolol QPOPA OAKN N UEPIKN] EKTOUN M OVOCTOU®GON T®V OPYAVMV TOL,
agloloyodvior oG aKkatdAANAOl Kot EmAvaEloA0YODVTOL HETA TNV TANPN OVAPP®CT TOVG
P vo, EEKVNoEL 1) dtadkasion a&loAdynone g KATOAANAGTNTAS TOVG. TNV TEPITTMON

A1TOHVIOV 10TPIKO TOTOTOMTIKO Katnyopiag 1,  emavagloldynon mpaypotonoleitor amd
™V apyn AOE00OTNONC.

MED.B.040 Aowp®@oegig véool

o)

B)

Ot autovvteg dev mpémel va £xovv emPefatopévo 1Tptkd 16TOPIKO 1 KAVIKY Odyveon
0TO10CONTOTE AOUMOOVS acBévelag 1 omolo evogyeton va emnpedlel TNV acPAA doknon
TOV TPOVOUIWV TNG GYETIKNG AOELNG TTOL KATEXOVV.

Ot opoBeticoi oe HIV ortovvieg pmopovv va a&lohoynbovv ¢ kotdAAnAol pe v
EMPOAAEN KAVOTOMTIKNG 0epOiaTptkng a&loAdynong. Ot artovvieg 10Tpikd MGTOTOUTIKO
katnyopiog 1 mapaméumovror oty apyn adel000TNONG.
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MED.B.045 MaoevTikn Kot yovoikoAroyio

o) Ot autovoeg dev mpémel vor €qovv Koapio AETovpytkn 1N OopHpOTIKY HOLELTIK 1)
YOVOIKOAOYIKT] TdOnon 1 omoio evo€yetor vo. emnpedlel TNV ACQOAN (GCKNON T®V
Tpovopimv G (Tewv) oxetikng (-dv) dostag (-av).

B) Ot atovoeg mov VTOPANONKOY GE CNUAVTIKY YUVAIKOAOYIKT €mEUPaoTn aSloA0yovvToL MG
AKOTAAANAES £®G TNV TANPT AVAPPOON.

Y) Eyxvuoocvvy

(1) Xe mepintoon gykvpoodvng, av to aepoiotpiko kévipo (AeMC) i o aepoioTpikog
e€etootg (AME) Oswpei 611 M kdtoyog g Gdetog eivar KOTtIAANAN va aokel ta
TPOVOLLA NG, TePLopilel TV mEPI0do 16YHOG TOV UTPIKOD TLGTOTOMTIKOD HEYPL T
MEn g 26nc gfdopnddag g kvmong. Metd 1o ypovikd ovTtd onueio, TO
motomomTikd avactéAdetot. H avaotod| aipeton Katdmv mANpovg avappwons Letd
T0 TEAOG TNG EYKLHOGVVNC.

(2) Ot kdToYOl 1OTPIKOV TGTOTOWTIKOV Katnyopiog 1 aokohv Ta Tpovoulo, TV adeidv
T0ug povov émg v 26m efdopdada g kdnong pe OML. AveEdptta amd v
napdypapo MED. B.001 omv mpokepévn mepintwon, o OML unopet vo emfAn0el
Kot vo. apfei and 10 agpoiatpikd kévipo (AeMC) 1M tov agpoiotpikd e€etaoth
(AME).

MED.B.050 MvookegreTIKO cOGTNRO.

o) Ot autovvteg dev mpémet va Exovv kapio avouaiio TOV 06TOV, TV apdpdcEDY, TOV HLOV
N TOV TEVOVIMV, GUYYEVT] N EMIKTNTI, 1| OTtoiol VOEYETAL VO, ETNPEGLEL TNV AGPAATY ACKNON
TV TPOVOUI®V TG (TOV) GYETIKNG (-OV) Adeng (-OV).

B) Ot artovvteg pémetl va, £ovv emMaPKEG VYOG KabnUeEVOL, UNKOG dve Kol KAT® dKkpov Kot
LIk dvvaun Yo TV ao@oA AoKNoT TV Tpovopioy g (Tov) GYeTikng (-ov) ddswg (-
V).

Y) Ot artovvteg mpémel vo €XOVV IKOVOTOMTIKY AEITOLPYIKY YXPNON TOV HVOGKEAETIKOV

GLOTNOTOG TTOV VO KAGTA 1KoV TNV 0CQOAT AOKNOT T®V TPOVORHL®V TNG (TOV) GYETIKNG
(-@v) adeag (-ov). H wavomro tov artovviev kabopiletar o dtafodrevon e v apyn
adE1000TNONG,.

MED.B.055 ‘Puyetpki

o) Ot autovvteg dev mpémet va €xovv emPefaipévo 1TPKO 16TOPIKO 1 KAVIKY Odyveon
OTOLCONTOTE YUYTPIKNG acBévelag 1 avammpiog, mdOnong N owrtapayns, o&elag M
YPOVIOG, GLYYEVOLG N EMIKTNTNG, 1| OTOiaL EVOEXETAL VO ETNPEALEL TNV ACPAAT AOKNGN TOV
wpovouimv ¢ (Tov) oxeTikng (-ov) doetag (-ov).

B) Ot outodvteg He  WUYIK 1M CLUTEPLPOPIKY  dwTapay] AOY®  KOTAVAAW®GONG
OLVOTIVELLLATMOMV 1 GAANG XPNONG N KaTdypnong YuxoTponwv ovcidv a&loAoyouvTol Mg
AKOTAAANAOL £0G OTOV OVAPPDOGOLV Kol TOVGOLY KAOE ¥PNoT OVCIDV, UE TNV EMPVAAEN
KOVOTIOUTIKNG WLYLOTPIKNG EKTIUNONG KaTOTY emttuyovg Oepomeiag. O autoHvTeg 1oTpikod
moTomoTikd Kotnyopiog 1 mopanéumovtol oty opyn adodotons. H wavdétra tov
A1TOHVTOV 1UTPIKO TIGTOTOMTIKO Kotnyopiog 2 kabopiletor o dafodievon pe v apyn
00£1000TNOMC.

Y) Ot utoHvTeg Pe YuylaTpIkn KaTdoToo™ Ommd:

(1) Swrapayn g ddbeong:
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(2) vevpoTikh dwoTopoyn:
(3) dwtapayn TpocOmTKOTNTAC
(4) oK) N CLUTEPLPOPIKT dLoTapoyn

vrofdilovion o€ YuyloTpikn oEloAdynon HE  IKOVOTOMTIKG OTOTEAEGUOTO TPOTOV
a&lohoynBodv wg akaTdAANAOL.

d) Ot o1tovvteg pe 10TOPIKO UEUOVOUEVOV 1] ETOVOAAUPBAVOUEVOV TPAEEDV EKOVGLOL
QLTOTPOVHOTICHOD  a&loAoyobviol ¢ akoTdAAniol. Ot attobvteg vmoPdiiovial og
YUYLOTPIKY EKTIUNOT KO, EPOGOV T OMOTEAECUOTA EVOL IKOVOTTONTIKA, 0ELOAOYOVVTOL (OOG
KaTOAANAOL.

€) Agpoiatpikn a&toloynon:

(1) ot awtovvteg ITPIKO MOTOTOMNTIKO Katnyopiog 1 pe po amd Tig Tobnoelg mov
npoodiopiloviol otig vromapaypdeovg B), v) 1 6) avOTEP® TAPATEUTOVIOL TNV
apyn adedoTOoNS

(2) N KATEAANAOTNTO CUTOVVI®V 1OTPIKO TGTOTOMTIKO KOTNyopiog 2 HE pio omd Tig
KOTOOTAGEL, 7oL mpocdlopilovtal oTig vromapaypdeovg B), v) N ) avotépm®
kaBopiletar o€ drafovAcvon pe v opyn AdE000TNONG.

oT) Ot autodvreg pe emPeParopévo 16toptkd 1 KAVIKNY dtdyvoon oxtllo@pévelns, oy oTLTIKNG
N TOPAANPNULOTIKNG dtoTapay|g AELOA0YOVVTOL VITOYPEDMTIKA O AKATAAANAOL.

MED.B.060 Yuyoloyia

o) Ot attovvteg Oev mpémel va Exovv emPePAIOUEVES YLYXOAOYIKEG OVETAPKELEG, Ol OTOIEC
EVOEYETOL VAL EMNPEALOVY TNV AGPOAT AGKNOT TOV TPOVOM®V NG (TOV) GYETIKNG (-OV)
adeag (-av).

B) YPoyoroywn| extipmon tov vmoynmeiov upmopel va amoitndel oto mAaiclo My
CUUTANPOOT] EOTKNG WYOYLATPIKNG 1] VEVPOAOYIKNG £EETAGT] TOV.

MED.B.065 Negvporoyia

o) Ot autovvteg dev mpémel va €xovv emPefatopévo 1Tpikod 16Toptkd 1 KAMVIKY O1dyvoon
OTOLOCONTOTE VEVPOAOYIKNG KATAGTACNG 1) OTOoic EVOEYETOL VO EMNPEALEL TNV ACPUAN|
doxnon Tev Tpovopimv G (TmVv) oxetikng (-ov) ddelag (-ov).

B) Awtovvteg pe emPePoropévo 16Topikd 1 KAMviKN didyvoon:
(1) emnyiog
(2) emavorapPovopevov enelcodiny datapayng e cuveidnong apéfang artiog
PENEL Vo, a&LOAOYOVVTOL 1O OKATAAANAOL.
Y) Artovteg pe emPePoropévo 16Topikd 1 KAMviKN didyvoon:
(1) emAnyiog xopic vEOTPOTN UETE TNV NAIKIO TOV 5 ETMOV:

(2) eminyiog yopic vrotpomn Kot xwpic VIOPoAN oe kapio Oepomeio Yo TEPIGGOTEPO
amo6 10 é

(3) emAnmTopopeV avouaAdv oe niektpoeykeparoypdonuo (HED) kot eotiaxkdv
Bpadémv Kopdtmv:

(4) m®PoodeLTIKNG ) U1 TPOOSEVTIKNG VOGOL TOL VEVPIKOD GUGTHLUTOC!
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(5 pepovopévov enelcodiov datapayng e cvveidnong apéfoing artiog:
(6) ommdAelag cvveidnong VoTEPH Ad TPAVUATICUO TNG KEQOANG:

(7) de1odvTIKOD TPAVUATIGHOD TOV EYKEPAAOV"

(8) «dxwong NG oTOVOLAMKNAG GTAANG 1 TOV TEPIPEPELAKDV VEDP®V

vrofdAlovior oe mepattépm aforloynon mpotod aloAoynbovv ®g KotdAiniot. Ot
OTOVVTEG 1ATPIKO MOTOTOMNTIKO Katnyopiog 1 mapomépmovion otnv apyn adsrodotnons. H
KOTOAANAOTNTO TOV OITOVVTIOV 10TPIKO ToTOmomTikO katnyopiog 2 kabopiletar oe
dwpovAevon pe v apy adE0dOTNONG.

MED.B.070 Xdotypa épacng

a)

B)

Y)

Ot autovvteg dgv mpémel va €govv Kapio avopoiio e Asttovpyiog v opBoAL®Y 1| TOV
eEaptudToV ToVG 0VTE KAmoln vepyd TABOAOYIKN KATAGTAGCT), GLYYEVT] 1| EmikTNTY, 0&ein
N xpovia, N omolodnmote emaxoOlovbo eyyeipiong 1N tpavUaTog TV 0PBaAudV, N onoia
evoéyetan va emnpedlel TV aGQAA GOKNON TOV TPOVOM®V NG (TwV) GYETIKNG (-OV)
aoetag (-ov).

E&étaon
(1) T wrpkd motomomnTikd Katnyopiog 1:

(1) mpnc opborukn eEétaocn mephouPavetor oty  apyikn eEftacn Kot
Tpaypatonoleiton mepodkd avaioyo pe tn 01dOloon Kot TIG AETOLPYIKES
EMOOGELS TOV 0POHUAUDV- Ko

(i) ovvaOng opBoiuikn  e&étaon  meprhapPdavetoan  oe  kGbe  e&étaom
EMAVETIKOPOONG KO OVOVEMDOTG.

(2) T wrpkd moToTONTIKO Kartyopiog 2:

(1)  ovvnOng opBarkn e&étaon meplapfavetarl og Kabe apykn e€étacn Kol 6€
Kkd0e eE€Toom EMAVETIKVPMOOTNG KOl AVAVEMONG: KOl

(i) mpnc opBalkn e&€Toon TPOYUATOTOIEITAL OTOV EVOETKVUTOL KAVIKA.
H poaxpivn ontikn o&dtra, pe 1 yopic 010pbwon, sival:

(1) omv mepintwon aTpIKOV ToTomomTik®V Kotnyopiag 1, 6/9 (0,7) | kaidtepn ot
KaOe 0QOUAUO Y®P1oTd Kot 1 OTTIKH 0EHTNTO ApEOTEP®V TV 0@Boiudv 6/6 (1,0) 1
KaAvTEPN:

(2) oy mepintoon WTPIKOV TGTOTOMTIK®V Katnyopiag 2, 6/12 (0,5) 7 kaivtepn oe
KaOg 0@OOAUO Y0P1oTod Kot 1 0Ttk 0EVTNTA AUEOTEP®Y TV 0@Boiumv 6/9 (0,7)
KaAOTEPT. ATohvteg He OpaoN MOV VTOAEITETOL TOV TPOTVTTOL GE £vay O0PHAANO
umopodv  va  a&oloynfovv ¢ KatdAAniot oe dwfovAgvon pe TNV apyn
A0£1000TNONG LE TNV EMPVAOEN IKOVOTOMNTIKNG 0QOaAUIKN G a&toAdynong:

(3) ot atodvTeC OPYIKO 1ATPIKO TOTOTONTIKO Katnyopiog 1 pe 6pacn mov vroAsineTat
TOV TPOTVTOL o€  &vav  O0QBOANO  a&loAoYoUVTOL MG OKOTAAANAOL XtV
EMOVETIKOPWON, Ol AUTOVVTEG LE EMIKTNTY OPOCT TOV VIOAEIMETOL TOV TPOTVTTOV GE
évav  opBoANO TopOmEUTOVTOL OTNV  apyN] OOE000TNONG KOl  EVOEXETOL VO
a&oroynBobv o¢ KatdAAniot edv 1 votépnon avt oev eival mBoavo va emnpedlet
TNV 00QOAT AOKNON TNG AOEL0G TOV KOTEYOLV.
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5)

oT)

0)

n)

0)

Ot artovvteg Oa mpémer va pmopovv va, dwfdacovv éva yapt N5 (] 1ooddvapo) amnd
amoéotaon 30-50 cm ko éva yaptn N14 (| 1ooddvapo) and omdotacn 100 cm, ue
dopbwon, epdcov amarteital.

Ot artovvteg wtpkd motomomtikd kornyopiog 1 vmoypeodvrar va €govv UGIOAOYIKA
OTTIKG TTEdT0 Kot UGIOA0YIKT S10QOOAUIKT AgtTovpYia.

Ot autovvteg mov €yovv vtoPAndet oe opBaiKY eyyeipion pumopovv va a&toloynfodv mg
KOTAAANAOL pE TNV EMPVAAET IKAVOTOMTIKNG OQOOAUIKNG EKTIUNONG.

Ot atodvteg pe KMVIKN Oyveoomn KePATOKOVOL umopohv va  agloAoynfodv ¢
KaTdAANAOL e TV emQLANEN KavomomTikng €&étacng tovg oamd oebaipiotpo. Ot
OITOVVTEG 10TPIKO TIGTOTOMTIKO Katnyopiag 1 mopamépmovtor oty apyn adE000TNoNC.

Attobvteg pe:

(1) aoctypatiopod

(2) ovicoperpomio

UIopovV va a&orAoynfovv o¢ KOTAAANAOL pe TNV EMEOANEN TKOVOTOMTIKNG OQOOAIKNG
eéraomng.

A1tovvteg oV TACKOVV amd SMAMTIN 0E0A0YOVVTOL MG AKATAAANAOL.

T'vaia kar paxoi eropns. Edv emtoyydvetol tkavomomtikn ontikn Asttovpyio Lévov e
xp1on dopbwong:
1) () vy pokpwvn Opactn, 0 AUTOV TPETEL VA POPE YVOAE 1| POKOVS ETAPNG OTOV
ackel To Tpovopa ™G (Tv) oxetikng (-ov) ddelag (-ov):-
(i) yuwo kovTvy Opacn, YLoAd Yo KOVTIVI| Opact TpEmeL eivor dtaféotpo Katd tnv
doknomn TV TPOoVoUimV TG AdELNG
(2) éva epedpikd Cevydpt Opoiwv dopfwtikdv yvoldv mpémel eivor dtabécipuo yia
dpeon ypnon katd TV doknorn tev mpovopinv g (Tov) oxetikng (-ov) adsog (-
V)
(3) mn dpBwon mapéyetl PELTIOTN OTTTIKY AgrTOVPYia, Eival avekTh ywpig mpofAnpata Kot
elval KatdAANAN Y10 aepOTOPIKOVG GKOTOVG:
(4) ebqv ypnowomowovvTal @akoi emopng, Tpoopifovrar yuo pokpwvr Opacm, Eivol
HOVOEGTLOKO1, 0V eivan £yypopot Kot givor avektol ywpic TpofAnuata:

(5) ot oitovvteg pe peydlo SOAAGTIKO CEAAUO YPNOLUOTOOVV (QOKOLS ETAPNG N
YvoAd vynAov ogiktrn O1dOAaomg:

(6) yw TV emitELEN TOV ONTIKAOV ATOUTHGEDV YPNCULOTOLEITOL VITOYPEMTIKG EVAV LLOVOV
Cevybpt yoolmv:

(7) dev mpémet va ypnoyLomolovvTot 0pHoKEPATOAOYIKOL POKOL.

MED.B.075 Xpopatikn 6poon

a)

B)

Ot artovvTEG LITOYPEOVLVTOL VO EMOEIEOVLY TNV IKOVOTNTA GUECTG OVTIANYNG TOV YPOUATOV
7oV givol amopoitnTo Yo TNV ac@aAY] EKTEALECT] TOV KAONKOVTI®V TOVG.

E&éraon

(1) Ot arrovvreg mpémel va Tepacovy e emrvyia ) dokpacio Ishihara yio v apyn
€K000M ITPIKOD TIGTOTONTIKOV.
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(2) Ot awtovvreg mov amotvyydvovy va tepdcovy otn dokipacia Ishihara vroBaiiovtot
0€ TEPUTEP® OOKIUAGIEG AVTIANYNG YPOUATOV TPOKEEVOL VO domoTwOel KaTd
OGOV EIVOL OTTOYPOUATIKE ACPAAELS.

Y) 2V TEPIMTOON 10TPIKAOV TIGTOTOMTIKGOV Katnyopiog 1, ot artobvreg mpémer va €xovv
(UOIOAOYIKT] QVTIANYT TOV YPOUAT®OV 1 VO €lval OTTOXPOUOTIKG ac@areic. Ot attobvteg
OV ATOTVYYXAVOLV OTNV €Ml TAEOV doKluacior avTIANYNG TV YPOUATOV AEI0A0YOVVTOL MG
avikavot. Ot artovvieg wTpkd motomomtikd koatnyopiog 1 mopoaméumovior oty apyn
0OE1000TNONG,.

d) 2V EPINTOON WTPIKMOV TICTOTOMTIKAOV KOTNYopilog 2, OTOV Ol oUTOVVIEC OEV €YOLV
KOVOTIOUTIKT OVTIANYM TOV XpOUATOV, To TPOVOLLA TTHoTG oL dabéTouy epropilovion
o€ TINGELG LOVOV KaTd TN S1dpKeELo TG NUEPOC.

MED.B.080 Qrtopivorapuyyoroyia

o) O1 autovvteg dev mpémetl va £xovv Kapio avopaiio ot Asrtovpyio TOV OTOV, TG LOTNG,
TOV PWVIKOV KOATOV 1| TOV ACUOV, CUUTEPIAOUPBAVOUEVEOV TNG CTOMOTIKNG KOAOTNTOG,
TOV JOVTIMV KOl TOL AQPLYYO, OVTE KAmow evepyd maBoloyikn Katdotaor, Guyyevn 1M
emiktnn, ofela M ypoévia, 1 omolodnmote emakdOAoVBO €yyeipiong M Tpadua, TO omoio
EVOEYETOL VAL EMNPEALOVY TNV AGPOAN AGKNOT TOV TPOovopimv NG (TOV) GXETIKNG (-OV)
adeag (-av).

B) H axon| mpénet va givarl icovomomtikn yio Ty 0c@oA GoKNon TV TPOVOR®VY g (TVv)
OYETIKNG (-V) ddew0g (V).

Y) Eéroon
(1) H axon mpémetl vo eAéyyetar e doKipooieg og OAEC TG eEETAGELC.

(i) Xmv mepintoon 1WIPIKOV TGTOTOMTIKOV Katnyopiag 1 kol 10Tpikdv
TICTOTOMTIKAOV KOTNYopilog 2, 6TV OTNV KATEXOUEVT GOE TPOKEITOL VO
mpootedel 1 wavoTTO TTAONG HE Opyava, 1) 0KOY EAEYXETAL [LE AKOOUETPNON
kaBopdv tOVOV kotd v apyikn e&étaocn Ko, o emakOlovbeg e€etdoelg
EMOVETIKVPWONG N avovEoNG, KaOe mévte £ ¢ v nAkia tov 40 eTdv Kot
k@B dVO €11 6T GLVEKELO.

(if)  Otav vmoPdAroviol o€ aKOOUETPNOT KAOUPDV TOVOV, O APYLKOL GLTOVVTES OEV
eneavifovv anmiela akong ave tov 35 dB og omo1adnmote amd Tig cLYVOTNTES
500, 1 000 rj 2 000 Hz, v v twv 50 dB oe cvyvomto 3 000 Hz, oe
OTOLOONTOTE 0VG YWPLOTE. Ol OTOVVIEG EMAVEMIKOP®OY 1 OVOVEDGCT LE
HEYOADTEPY]  OMAOAEW  OKONG  EMOEKVOOLV  IKOVOTOUTIKY  KOVOTNTO
AELTOVPYIKNG OKONG.

(if) Ouv oqurtovvteg pe  VIOOKOTL  OMOSEIKVOOLV  IKAVOTOUTIKY  IKAVOTNTO
AELTOVPYIKNG OKONG.

(2) Zvvolkn OTOPIVOALPLYYOAOYIKT €EETOCT] TPAYLLOTOTOLELTOL Y10l TV OPYLKT) €KOOGT
wTpkoy motomomTikoy Katnyopiog 1 kot meplodikd otn cuvéxew OTaV oVTO
evoeikvuTol KAMVIKE.

d) Ot 01ToVVTEG 10TPIKO TIGTOTOMTIKO Katnyopiog 1 pe:
(1) evepyd mabnom, o&eia N xpoVLQ, TOV £0M 1 TOL PHEGOL WTOC:
(2) abepdmevtn didtpnon N dvorettovpyio TG (TOV) TVUTOVIKNG (-OV) pepPpavng (-dV)-:
(3) dwrtapayn g abovcaing Aettovpyiag:
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(4) onuavtikn oTEVOGN TG PVIKNG 0500
(5) dvolettovpyio Tov PVIKOH KOATOV*

(6) onuavtikny dwopaption mEPi T ddmAoon 1 onuovTiky, ofela 1 xpdvier Aoluwén g
OTOLOTIKNG KOAOTNTOG 1] TOL OVMDTEPOV AVATVEVGTIKOV"

(7)  onuavtikn datapayn TOL AOYOL N} TG POVNG

vrofailoviol o€ TEPAUTEP® 1TPIKT e€€Taom Ko agloAdynon mpokeévon va eakpimOel
OTL 1 KATAoTOON TOVG Ogv emnpedlel TNV ACPOAN GOKNON TV TPOVOU®VY TG Adgl0g Tov
KOTEXOLV.

€) Agpotatpikn a&lordynon:

(1) ot artovvreg 1atpikd moTOMOMTIKO Kortnyopiog 1 pe dwatapoyf tng abovoaiog
Aertovpyiog TOPATEUTOVTOL TNV 0Py COEL00OTNONG

(2) N KaTEAANAOTNTO CTOVVTOV 0TPIKO TLGTOTOWTIKO Katnyopiag 2 pe dloTopoyn g
atfovoaiag Aertovpyiag kabopileton og dafodievon pe v apyn AdE0dOTNOTC.

MED.B.085 Agppoatoroyia

Ot autovvteg dev mpémet va Eyovv kapio eEaxpiPopévn deppatoroyik] mdbnon n omoia evocyeTat
Vo ETNPEAEL TNV AGQOAT AGKNGY| TOV TPOVOUI®V TG (TwV) ddelog (-dhv) Tov KATEXOLV.

MED.B.090 Oyxko)royia

o) Ot artodvteg d0ev mpémer va €xovv kopio emPefoiopévn TPOTOYEV 1 OELTEPOYEVN
KakonOn voéco 1 omoia evdEyeTon va emmpedlel v ac@aA GokNon T®V TPOVOUI®V NG
(tov) oxetikng (-av) ddstog (-av).

B) Metd ™ Bepoameia yio kaxonOn voco, ot artovvieg VToPAALOVTAL GE OYKOAOYIKT) EKTIUNON
mpwv va. yiver N eKtipmon g KoToAANAGTNTAS Tovc. Ot autovvTEG TPIKO TIGTOTOMTIKO
katnyopiag 1 Oo mopaméumovror ommv opyn adewddtons. H xataAAnilommra tov
LTOHVIOV 1ATPIKO MGTOTOMTIKO Kotnyopiog 2 kabopiletor oe dafodievon pe v apyn
adE1000TNONG,.

Y) Ot artovvreg pe e€akpPopévo 16Topkd 1 KAVIKY dldyveon evOoeyKEPOALKoD KaKon0ovg
OYKOL 0&LOAOYOVVTOL VTTOYPEMTIKA MG AKATAAANAOL.

Evétnra 3
Ewdkég amartiosig 1otpik®v metomomtik@v LAPL

MED.B.095 latpwkn eEétaon atovvtov 1o Ttpikd motomowmtikd LAPL

o) Ot artovvteg watpkd miotomomtikd LAPL a&toloyovvror Bdoel agpoiatpikig PEATIOTNG
TPOKTIKNG.

B) [d1aitepn mpoooyn divetor 6To TANPES LWATPIKO IGTOPIKO TOV ALTOVVTOG.

Y) H aepoiatpikn e€étaon meprlappdvel tovAdyiotov ta akdAlovda:

1) v e&étoon:
(2) oaptnproxn micon:

(3) &&etdoeic oOpmv:
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5)

(4)  opaon
(5) oakovoTiKY KAVOTNTO.

Metd v mpd €kdoom tatpikol miotomomtikov LAPL, ov agpoiatpiké eetdoeic émg
v NAkio Tov 50 eT®V pmopovv vo petmBodv Aapavoviog 0e0vVIme LITOYN TNV EKTIUNON
TOV 10TPIKOV 1GTOPLKOV TOL OLTOVVTOG,.
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TMHMA T

AINAITHYEIY TATPIKON HNIXTOHNOIHTIKON EAET'KTON ENAEPIAY
KYKAO®OPIAY

I'TA EIAIKH XPHXH
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TMHMA A

AINAITHYEIY KAAHY OYXIKHY KATAYXTAYHY NAHPOMATON QOAAAMOY
EINIIBATON

Evéotnra 1
I'evikécg amartioeig

MED.D.001 TI'eviké

Ta péin TAnpopdtov Borapov emPoatdv ektedobv Ta KadnKovta Kot Tig v8Hveg Tov amatTtovvTot
amd TOVG KAvOVES AGPAAELNG TNG aEpOTToplag GE £vol AEPOCKAPOG LOVOV EPOGOV GUUUOPPDOVOVTOL
TPOG TIG 1oYVOVGES AMOLTNGELS TOV TapOVTOG MEpOuc.

MED.D.005 Aspoiatpukég aSloroynoelg

o) Ta pén mnpopdrov Bordpov emPatdv vIOXPEOTIKO VTOPAALOVTIOL GE AEPOTNTPIKES
a&lohoynoelg mpokeévov va e&akpPwbet 6TL dev TAGYOLY OO OTOLNONTOTE GMUATIKN 1
yoykn acBévela, n omoia umopel va cuvendystot avikovotnTo 1 advvopio EKTELECNS TOV
KaOnkdvTov kot Tov e0OLVAOV TOV TOVG ExoVV avaTtedet.

B) KdéBe péhoc minpopatog Boidpov emPoatdv vrofdrietor ce agpoiatpikny alohdynon
TPOTOV TOL avateBodv Yo TPAOTN Popa KaONKOVTo G £val 0EPOCKAPOS KOl GTN GUVEXELD
avd péyiota dtaotnpato 60 pnvav.

Y) Ov oaepoiatpwcéc  allohoynoels devepyovvror  amd aepolatpikd efetaoty AME,
aepoiatpikd kévipo AeMC M and wpd emayyelpatikng totpikns OHMP, gpdcov
TANPOLVTOL Ol AT OELS TNG Ttopaypdeov MED.E.040.

Evétqra 2

Anartoelg agpoiaTpikig ailoroynons TAnpopdTov 0aiapov empoatdv

MED.D.020 TI'evika

Ta péAn tAnpopdtov Boidpov emPatdv 0ev TPETEL VO £XOVV OTOLOONTOTE:

o) OVOUOATLL, GUYYEVN N ETTKTNTY

B) evepyd, AovBavovasa, ofela 1 xpovia acBéveia 1 ovammpio

Y) TANYN, Tpodpa N emakoiovo eyyeiptong: kot

d) OULVETELDL 1) TOPEVEPYELD. OTOLOLONTOTE GLVIAYOYPUPNUEVOL 1) LN GLVTIOYOYPAPNUEVOD

OepamevTikoD, SoyvmoTIKoD 1| TPOANTTIKOV QOPUAKOV TOL AdpBdvouy

OV EMPEPEL AEITOVPYIKY AVIKOVOTNTA G€ PafUd 0 0moiog PTMOPEl VO GUVETAYETOL AVIKOVOTNTO N
aduvapio eKTEAECTG TOV KAOINKOVTOV AGPAAEINS KOl TV EVOVVAOV TOL TOVG EXoVV avaTeDEL.

MED.D.025 Ilgpieyépevo agpoiatpik@dv aEloA0yGE®V

o) H apyucm aepoiatpikn a&rodldynon neptlappdvel TovAdyiotov ta akoiovda:
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(1) pio extipmon TOL 1ATPIKOV 1GTOPIKOD TOV ALTOVLVTOC UEAOLG TANPOUATOS Oahdov
emPoTdv: Ko

(2) v e&étoom tov akdrovbwv:
(i) xapdloyyelokd cvoTHHO
(i)  avamvevoTikd cvoTUO
(iii) pvookekeTikd cHoTNUO:
(iv) otopwvorapuyyoroyio:
(V) ovomua 6paocnc: Ko
(Vi) omtoyp®UATIKY AVTIANYM.

B) Kd&Be emaxdrlovdn aepoiatpiky| emaveEétaon nepthappdvel tovAdyiotov a&loAdynon tov
WTPKOD 16TOPIKOD TOV UEAOVG TANP®OUATOS Oaddpov emiPatodv kot KAvikn e€étaom, eav
Bewpeitar amapaitnTn cOUEOVA e TN PEATIOTN WOTPIKN TPOKTIKY.

Y) I'o tovg okomovg TV o) Kot B) avetépom, o Tepintmon ouelPoriog 1 edv evdeikvutat
KMvikd, mn oaegpoiatpikny aflohdynorn &vog pEAOVLG TANPOUHOTOS BoAdpov  emPotdv
neplopPavel emiong kabe mpochetn atpikn eE€taom, dokacio 1 €pguva 1 omoio
Bewpeiton avaykaio amd Tov aepoiatpkd e€etacty AME, 1o agpoiatpikd kévipo AeMC 1
ToV 10Tpd emayyelpnatikng tatpikng OHMP.

Evétnta 3
I[IpocBeTec amart)oeis yro artovvTeg 1 Katoyovg fefaivong minpdpatos Oarapov emporov

MED.D.030 Tatpwkn ékBeon minpopatog Oaiapov empatdv

o) Metd v oAloxAnpwon xkabe agpoiatpikng agloAdynomng, ot oTovvieg 1 Ot KATOYOL
BePaimong mAnpdpotog Bardpov eriPatdv:

(1) Aaupdavouvv wrpikn ékbeon mAnpopatoc Baddpov emiPfoatdv and TOV AEPOIATPIKO
egetaot AME, 1o aepoiatpikd kévipo AeMC 1| tov 1tpd emaryyEALATIKNG LOLTPIKNG
OHMP:- ko

(2) mopéxovv TIG GYETIKEG TANPOPOPIEG 1 AVTIYPOPO TNG TPIKNG EkBEONC TANPDUOTOG
Bardpov emPatdv otov (6ToVS) Popéa (-€1C) EKUETAAAEVONC TTOV TOVS ATAGYOAOVV.

B) lozpixn éxBeon winpwudtwv Goalduov emiformdv

Ymv wrpikn €kBeon mAnpopatoc Bodldpov emPBatdv avaypaeovtol 1 NUepounvia g
aepoiatpikng a&loloynong, katd mécov 1o PEAOG TOL TANPOUOTOS Boidpov emPatmv
aoroyndnke g wKavd 1N avikovo, 1 MUEPOUNVIOL TNG EMOUEVNG  VLITOYPEMTIKNG
aepoiatpikng aSloAdYNoNG Kal, OGOV GLVIPEXEL TEPITTMOT, TVYOV Teplopiopol. Kabe
GALo oTotyeio VITOKELTOL GTO TPIKO OTdOPPNTO COLUPWVO pE TV Tapdypapo MED.A.015.

MED.D.035 IIgpwopropoi

a) Edv ot kdroyor Befaimong mAnpopotog Baddapov emPatdv dev TANPOUYV OAES TIC LUTPIKES
AmOITAOES TV TTpoodopiloviar oy evétta 2, o agpoiatpikdg eéetaoctng AME, 1o
aepotatpikd kéEvipo AeMC 1 o watpdg emayyeipatikng atpikng OHMP eEetalovv kotd
OGOV EVOEYETOL VO, UTOPOVV VO EKTEAOVV KB KovTo TANp®UaTog Baddpov emPatodv pe
ACPAAELD, EPOGOV GUULOPPOVOVTOL [LE EVAV 1| TEPICCOTEPOVS TEPLOPIGOVE.
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B)

Touyov mepropiopol oty doknon tov mpovopiov mov mopéyel n Pefaiwon TANPOUOTOC
Bardpov emPatdv tpocdiopilovion oty aTpikn £kBeon mAnpodpatog Baidpov empotov
Kot aipovtor povov amd aepoiotpikd eéetacty AME, aepoiatpikd kévipo AeMC 1 and
wTpo emayyeApatikng wwtpikng OHMP, e dafovievon e 1Tpikd eE€TOOTH aepoTopiag.
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TMHMA E

IATPIKOI EEETAYXTEY AEPOIIOPIAY TATPOI I'ENIKHY IATPIKHY TATPOI

ENAITEAMATIKHY IATPIKHX

Evéotnra 1

Agpoiatpikoi e€eTa0TEG

MED.E.001 IIpovopa

a)

B)

Y)

D)

Ta mpovoa tov agpoiatpikod eEetaoct) AME ovvictavior oty €kdoon, otnv
EMOVETIKOPWOT KO OTNV OVOVENDCT] 1OTPIKMV TIGTOTOTIKOV KATNYopiag 2 Kol 10TpiK®dv
motorontik®v LAPL xoBdg kot ot SlevéPyelo TV GYETIKOV 0TPIKAOV £EETAGEMV KO
a&loAoYNcEMV.

Ot kdrtoyol motomonTikov doknong kadnkoviov aepoiatpikol eEetacty AME prnopovv
va. VTOPAAOVY OiTNOT EMEKTOONG TMOV TPOVOUIWV TOLG (MOTE OVTA VO TEPAApPEvouy
WTPIKES €EETACELS Y1OL TNV EMAVEMIKVPMOOT KOL TNV OVAVEMCT WOTPIKAOV TIGTOTOMNTIKOV
katnyopiag 1, epdcov avtoi TANpoHV TG amotoels g mopaypdoov MED.E.015.

To medio Tov mpovopimv Tov 1atpod e&gtact agpomopiag, kot TvxdV Tpovimdheon yo
MV AoKN 6N TOVG, TPOGdOopileTal 6TO TMGTOTOMTIKO.

Ot kdrtoyolr motomomTikoy doknong kadnkoviov aepoiatpikov eEetacty AME dev

OlevepyolV aepolaTpikég EETACELS KOl AEIOAOYNGELS O€ KPATOG UEAOG EKTOG TOV KPATOUG

LEAOVG TTOV £EEOMGE TO MGTOMOMTIKO TOVG WG AePOTATPIKAV eEgTacTdvV AME, extdg edv:

(1) to kpdrog péELOG VmOdOYNG TOLG ExEl TapAcyel mPOoPacn oIV GOKNON TGV
EMOYYEALATIKAOV OPOGTIPLOTHTMOV TOVS MG ELOIKEVUEVOV 10TPDV*

(2) evnuépmoav v appodio apyn TOL KPATOLG LEAOVG VTTOSOYNG Y10, TNV TPOOEGT TOVG
Vo OlEvEPYOUV 0epOTATPIKES €EETAGEIS KO OEOAOYNGELS KOl VO €KSIO0VLV 1aTPIKA

TIGTOTOMTIKA GTO TANICIO TV TPOVOLU®OV TOVG ™G aepolaTpikav eEgtactdv AME.
Kol

(3) EloPav evnuépwon amd TV appddio apyf TOL KPATOVE HEAOVG VITOSOYNC.

MED.E.005 Airnon

o)

B)

H aiton andkong motomomtikov doknong kankdéviov aepoiatpikon egetaoct) AME
voPBAAAETOL LE TN LOPOT KOt TOV TPOTO oL KaBopilel | appddia opym.

Ot artovvteg moTomOMTIKO doknong Kabnkdvtwv aepoiotpikov e€etacty AME napéyovv
oTNV apuodtoL apyn ta akorovda

(1) mpocwmkd cTotKElD KO EMAYYEAUATIKT dlevBuVeN:

(2) texunpioon n omoia amodelkviEL OTL OWTOL TANPOVV TIC AmOTNOELS TOL BeomilovTat
omv moapdypapo MED.E.010, cupnepthappavopévon motomomtikod oAOKAP®GNG
TOL KUKAOL EKTOUOEVTIKAOV HOOMUAT®OV GTNV 0EPOTOPIKT WTPIKT OVTIGTOLYOL TPOG
T TPOVOLLAL Yia ToL 0Toio vITofdAlovy aitnon
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(3) ypamty SMAwon Ot o agpoiatpikdg efetaotng (AME) 0o ekdider woTpikd
TOTOTOMTIKA PBACEL TOV OMOITHCE®V TOL TOPOVIOC MEPOVG KOl TV CYETIKMOV
amodekT®V pécwv cvupudpewonsg (AMC) mov eykpivovtor omd tov Evpomaikd
Opyoviopd Acpaieiog e Agpomopiag (oto €€ng, 0 Opyaviopog).

Y) Otav o agpoiatpikds efetaotng (AME) odevepyel aepolatpikég  e&etdoelc o€
TEPLGGOTEPOVG OO EVOV TOTOVG, TAPEYEL GTNV APUOOLL APYN TIG OYETIKEG TANPOPOPIES YiaL
OAOVG TOVG TOTOVG GTOVG OTOIOVS OoKEL TN dpACTNPOTNTA TOV.

MED.E.010 Amoitiioglg £K00061G TIGTOTOMTIKOD GOKNONS KOONKOVTOV 0agPOiaTpikoD
e€etaoti) AME

O1 autobvteg motomomTikd doknong kadnkoviov agpoiatpikod eégtacty (AME) pe to mpovopuo
™G OpPYIKNG £€KOOOMG, TNG EMAVETIKUPMONG KOL TNG OVOVEMOTG OTPIKOV  TIGTOTOUTIKOV
Katnyopiog 2:

o) KOAVTTTOUV TANPOG OAES TIC OMOUTNGELS Kol OfEToVY Adela Yo TNV AGKN OGN TOV 10TPIKOV
EMOYYEALLATOG KO KATEYOVV TGTOTOUWTIKO OAOKANPMONG EWOIKEVUEVTG KATAPTIONG:

B) &xovv vtoPAnOel e Pacikd KOKAO EKTOLSEVTIKMOV LOONUAT®OV GTNV 0EPOTOPIKN 1UTPLIKN

Y) OTOJEIKVOOVY GTNV apUOdLLL apyY| OTL:

(1) dSwbétovv KATAAANAEG EYKOTAOTAGELS, OLOIKOGIES, TEKUNPIMON Kol AEITOVPYIKO
eEOMMO IO KATAAANAO Y10 AePOTOTPIKES EEETAGELG KO

(2) éyovv Beomicel T avaykoieg dadikaciec kal mpoHmoEGELS Yo T SoPAAOT TOV
LTPIKOD OITOPPTTOV.

MED.E.015 Amolti|6€1g EMEKTAGNG TOV TPOVORI®V

Ot a1tovvTEG MGTOTOMNTIKO doknong Kadnkoviwv agpoiotpikod egtact) AME 10 omolo emexteivel
TOL TPOVOLLE TOVG GTNV £KOOGT, GTNV EMAVETIKVPMOOT KOl GTNV AVAVEMCN LOTPIKAOV TIGTOTOU TIKMOV
katnyopiag 1 wpénel va drtabétovy gv 10y moTomonTkd aepoiatpikov eetacty AME kot

o) &yovv devepynoet tovhdytotov 30 eEetdoelg Yo TNV €KO0GT, TV EMAVETIKOPOGN 1| TNV
AVOVEMON WITPIKAOV TIGTOTOUTIKOV KATNYoPiag 2 EVIOS HEYIOTOV SOGTHIOTOG 5 ETOV TPO
™G LLOPOANG NS aitnong:

B) Exovv mapoakolovdnoel KOKAO EKTOUOELTIKOV HOOMUATOV OvVOTEPOL EMITEIOL OGNV
OLEPOTOPTIKT] LOTPIKT]" KOl

Y) &xovv vtoPAn0el e TpaKTIKN KatdpTion o€ aegpoiatpikd kévipo AeMC.

MED.E.020 MaOfqpoto KaTdpTions 6TNV AEPOTOPIKI] LUTPIKN

o) Ot kOKAol eKTAOEVTIKOV HOONUATOV OTNV OEPOTOPIKT ATPIKN €YKpivoviol omd Tnv
apurodLa apyn ToL KPATOVG HEAOVG GTO OTTO10 £YEL TOV KUPLO TOTO TG dpACTNPLOTNTAS TOV
0 opyaviodg mov Ta mapéxel. O opyaviopdg Tov TapEyel To. LoBNUATO OTOdEKVOEL OTL TO
TPOYPALLO. CTOVOMV Evol ETAPKEG KO OTL TO TPOGMOTA TOV £Vl EMPOPTIGUEVO [LE TNV
TOPOYN TNG KOTAPTIONS S100ETOVY EMAPKELS YVADOELS KOt TTEIPAL.

B) Me eEaipeon v mepintmon G emavekmaidgvons, to HafNUOTo OAOKANPOVOVTOL LE
ypant| eE€taot enl TV BEPAT®OV TOV TEPLEYOUEVOL TOV LaONUATOV.

Y) O opyoviopdg mov mopEyxel To HOOUOTO €KO10EL TOTOMOMTIKO OAOKANPWOONG TV
OTOVOMV GTOVG OULTOVVTIES OOV AVTOT TEPAGOVV EMTLYMG OTIC EEETACELS.
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MED.E.025 Alloyég 610 meTomomTiko agpoiatpikoy eetacti AME

a)

B)

O agpoiatpikoi egtaotéc AME yvmotomolovv oty appodia apyn Tic akOAov0es aAlayég
01 omoieg evogyetal va nNPeAlovV TO TIGTOTOMTIKO TOVG:

(1) «atéd mwéco o aepoiotpikog e€etoomg AME omotelel avtikeipevo melboapyikng
dradkaciog 1 £€pevvoc amd 10TPIKO pLOCTIKO dpyavVo-

(2) «atéd méco vmp&av olecdnmote oAAayég otig mpoimobécelc Pacel TV omoiwv
yopnynonke to moTOMOMTIKO, GULUTEPIAOUPAVOUEVOD TOV TEPIEYOUEVOL TMV
IMNAOGE®V OV TOPAcyEONKAY e TNV aitnon:

(3) otov o1 amattHoELS TNE £KO0OTG OV TANPOVVTAL TAEOV:

(4) otav vrapyel aAlaynq otov (oTovg) TOMO (-0VC) GoKNONG TNG SPAGTNPLOTNTAG TOV
aepoiatpikov e€etaot) AME 1| o1t 61e00vvon adAnioypapiog Tov.

[Mopdienym evnuépmong TG aprOdIOG apyNS CUVETAYETAL TV OVOGTOAN N TNV OVAKAN oM

TOV TPOVOUI®V TOV TIGTOTOTIKOV.

MED.E.030 Ioytg T®V TIOTOTOMTIKAV 0EPOTOTPIKOV eeTacTt®@v AME

To motomomtikd aepoiatpwkod efetooty AME exdideton yio péyioto ddotnua 3 €tov.
Enavemukvpoveror epocov 0 kdtoydg Tov:

a)
B)

Y)
3)

£)

eEaxorovBel vo mAnpol Tic yevikég mpobimobécelg mov amartovvion yio TNV GoKNGeN TOL
WTPIKOV MOy YEALOTOC Kot Olatnpel TNV 1 Tpikn W10TNTo CLUPWVA LE TO €BVIKS dikaro:

mapoakolovOnoe poONUOTO  EMOVEKTAIOELONG OTNV  OEPOMOPIKY LOTPIKN EVTOG TOV
tedevTaiov 3 TV

devnpynoe tovidyiotov 10 watpucég e€etdoelg og kKabe £Tog:
e&axorovBel va mAnpoi Tovg HPOVG TOL TIGTOTOUTIKOV" KOl

eEaokel Ta TPOVOULL TOV COUP®VA [E TO TaPOV MEpoc.
Evétqra 2

Totpoi yevikig wrpuciig (GMP)

MED.E.035 Amoiti0Elg Y10 1W0.TPOVS YEVIKNG LOTPLKNG

o)

B)

Y)

Ot wrpol yevikng wtpikng GMP gvepyoiv g aepoiatpucol e&etactég AME yu v

éxdoon wTpkov motoromTik®v LAPL uévov:

(1) epocov acKoDV T dpAcTNPLOTNTA TOVG GE KPATOG LELOG GTO OTTOI0 Ol TPOTL YEVIKNG
wtpikng GMP  éyovv katdAAnin mpdoPacn oto TANPN wWIPKE apyeio ToV
aLTOVVTOV: KO

(2) odugwva pe TVYOV TPOGHETEC OMATNOELS IOV KoblEp®VOVTOL 6TO £0VIKO dikao.

INa va ekdidovv wtpkd motomomtikd LAPL, ot watpoi yevikng watpikng GMP koaidmtovv
OAeG TIG amoutnoelg Kol dfétovy AdEl Yoo TNV GOKNGT TOL 10TPIKOD EMOYYEALATOG
oLLP®VO e TO BvViKS dikaro.

Ot watpot yevikng wtpikng GMP mov evepyolv wg aepoiatpikoi eEetactéc AME dnimvovy
™ SpacTNPOTNTE TOVS TNV OPLOdLOL apyT.
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Evétqnra 3
latpol emayyeApoTikic LOTPIKIGS
MED.E.040 Amonti|GELS Y10 1W0.TPOVS ETOYYEANOTIKNG LATPIKNG

Ot wrpol emayyeipatikng wrpikig OHMP dievepyodv aepoilatpikés aglohoynoels TANpoUaToy
BoaAdpov emPotdv pOVOV EPOGOV:

o) N apuodio apyn eivon memelGuéVN 0Tt T0 owkelo €BviKd cHoTU EmOYYEAUATIKNG VYElng
umopel va 01o@aAilel T CLUUOPP®OTN TPOS TIG GYVOVCES OMOLTNOELS TOV TOPOVTOG
Mépovc:

B) dBétovy Gdell Yoo TV GOKNOT TOL 10TPIKOD EMAYYEAUATOC KOl KOAVTTOUV OAEC TIC

OTTOLTOELS TNG EMAYYEALATIKNG LOTPIKNG COUP®VO. LE TO 0VIKS dikato: Kot

Y) £YOLV AITOKTNGEL YVMDGELS OEPOTOPIKNG WOTPIKNG 01 0moieg oeTilovVTal [UE TO EMLXEPNCLOKO
nepPaArov TV TANpopdTov BoAdpov emPatov.
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