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N. 63(1)/2012

Q nepi ®appaxwy AvBpomvng XpRiong {EAeyyog Moidétytag, fpopiBeiag kal Tyav) (Tpomonomrikag) Nopog
Tou 2012 exSidcyar pe dnpogicvon oTyv Emionpn Epnpepida Tng Kunplakng Anpoxpariog oligpuva g 1o ApBpo 52

TOU ZOVTAYHQTOS.

ApiBudg 63(i) Tou 2012

NOMOZ f10Y TPOTOMNOIE! TOYZ NEPI @APMAKON ANOPOTINHE XPHIHZ

Ipooipio.
Errienun
Epnuepida Tng
EE. L 348,
31.12.2010,

o. 74.

ZUVOTITIKSS
1iThog.

70() Tou 2001
83(1) ou 2002
35(1) Tou 2004
78(1) Tou 2004
100() 1ou 2004
263(1) Tou 2004
13(1) 10U 2005
28(1) Tou 2005
97(}) Tou 2005
122(1) Tou 2005
20(1} Tou 2006
75() 10U 2008
104(1) Tou 2008
20(1) Tou 2007
76({1) Tou 2007
25{1) rou 2010
116(1) rou 2010
g92(1) rouv 2011.

TpomoToinon
Tou dapBpou 2
Tou Bacikod
vGuou.

(EAEFXOZ MOIOTHTAZ, MPOMHGOEIAZ KA] TIMON)
NOMOYZ TOY 2001 EQZ 2011

Do okomotg evappdviong pe v mpdén tne Eupwraikng Evwong pe
Titho  «Odnyia 2010/84/EE tou Eupwraikot KoivoBouldiou xoi Tou
ZulPBouliou, g 18ng AekepBpiou 2010, yia v TpOTrOMOINON, 60OV
agpopd T @appakocayplTvnon, Tng odnyiag 2001/83/EK  mrept
KoworikoU kwdikog yia 1o @ApuoKa oy TpoopifovTal yia avepuTTivi
xpenan», -

H BouAR Twv AvTITrpoo@Tiwy Pneifel we akoAoldwg:

1. O mopwv Nopog Ba avogépeTanl wes o mepi Pappdkwy AvBpwmvNg
Xpriong (EAeyyog MNototnrag, TpopuiBeiag kar Tigdv) (TpomomromTrikdg)
Nopog tou 2012 ka1 Ba diaBaderan pagl pe Toug TeEp] PapUiKWY
AvBpwmvng Xprong (Eisyxog Tlowdmnrag, [pounbeag ko Tiusdv)
N6uoug tou 2001 £wg 2011 (wou oto €8¢ Ba avagépovidl w¢ «o
BaoikGég voOpoc») kai o BooikGg vopos ko 0 mapuwyv Nopog Ba
avagepovTal padi we ol mept Pappdkwy AvBpwtivng Xpriong (EAeyxog
Mo1étnrag, NpopnBeiag ko Tipwv) Nopot Tou 2001 £wg 2012.

2. To dpbpo 2 rou BaoikoU VO[OV TPOTIOTToIEITAl WG aKOAQUBWG:

(@) Me 1 Diaypa@r; amd aQutd ToU GPOU CITAPEVEQPYEIO» KOt TOU
OPIoHCU TOU- KO
(B) pe v €vBeon o' Autd, OTNV KATAAANAN cAgaBnTiky oeipd, Twy

aKGAouBwyv vEwy 6PV KAl TWY OPITUWY TOUG:

«“avemBiuntn evépyeid® onuodvel g emBAAPi Kol aKoUOHd
ATrOKPION OF £va QUPUAKEUTIKO TTPOIOV’

“amrpoodoknT TTUREVEPYEIQ" ONHAIVEI TNV TIAOPREVEPYEIR TG
omolag n  @lor, 1 goBapdmra 1] 10 amotéAsopa  Ogv
QVTATIOKPIVETAI O TUVOTITIKY] TTEPIYPAPH TwV XUPOKTNPIGTIKWY
TOU TTPOIOVTOS




100

“Emrpon]  PapHokoeTaypdtiviong-Afiohdynong  Kivdovou”

onuaivel TNV €MTpoTN] TTOU ava@EpETal oTov Kavoviopo (EK)
726/2004, 61rwg EKGOTOTE TROTTOTTOIETC ) avTikaBioTaTal

Emionun “Kavoviopdg (EE) apiB. 1235/2010” onuafver vov
Epnuepldams  Kavoviopé (EE) apiB. 1235/2010 tou Eupwraikol
EE: L 348, ] ]

31.12.2010 KovoBouhiou kot Tou ZupBoudiou, ¢  15ng
G4 AckepBpiou 2010, yia TpoTTOTOiRON, 600V OPOPA TH}

PAPUOKOETIAYPUTIVIOT,  YIO  QEpUOKA  QVBPWTTIVIG
xprione, Tou kavoviopoU (EK) api®. 726/2004 yia T
BéaTTion KovoTIkOv JIadikaoiiy Xoprynong Goeiag
kai eToTTEiag Ooov  apopd TR QApUaKa  TTou
Tpoopifovial Yo avBpwTrivil Kot yid KTAVIOTPIKN
xption kai yia 11 oloTaon Eupwrraikos Opyaviopod
dappdkwy, kai Tou kavovigpoU (EK) api@. 1394/2007
yio 7O QGPHAKA TTPONYMEVWY BEpATEIDY, OTWG
£KAOTOTE TROTOTIOIEITO! 1) avTikaBioTaTar

"KGPIO QPXEl0 TOU OUCTAMOTOS  QuppakoeTayplivnong”
onuaivel  HIO AETITOMEPT]  TIEPIYPAPH  TOU  CUOTARUTOG
PAPHAKOETIAYPUTIVIIONG TTOU xpnmuomlslml amd TOV KATOXO
mg adeidg KUKAocpoplug yio éva 1) TIEPIOCGTEPO EYKEKPIHEVT
QUPHOKEUTIKG TTpoiovTa’

"pETEYKp[TIKn HEAETN C(U(pC(;\EIO{(; onuaivel oTTOIOBATIOTE MEAETN
OXETIKA HE £VO  EYKEKPIUEVO  (PUPMOKEUTIKG npozov TOU
DIEEAYETON JE OKOTTO TOV EVIOTIIOMO, TO XOUPAKTPIoNS f Ty
TrocotikoTolnon evdg kivdivou aogdAeiag, v emBefaiwon
TOoU TTpoQiA GOPAALIOG TOU QUPMUKEUTIKOU Tpoibvrog i
HETPINOT THG QTTOTEAECHATIKOTITAG TWV HETPWV GIUXEIPIONS TOU
Kivdovou’

“GofBaph TOPEVEPYEID™ ONUAIVEl TNV TTOPEVEQYEIQ TTOU ETTIPEQE]
10 Bdvaro, Bftel o Kivduvo TN {wr Tou aoBevoug, ATTCITED
VOOOKOUEIOKY] VOGTAEIQ 1] TrapdTaoT VOOOKOUEIXKIG VOOTIAEING,
odnyel o Bpky 1 CNMAVTIK avaTmpid fj avikavetnTa A
ekpPAIETAI oE ouyyevr) avwpaAia/Sapapria BiIGTTAaoNS

“ohotnua Siayeipiong Tou kivdlvou” onuaivel éva oUVoAo
BpACTNEIOTATWY KOl TIOPEUPRACEWY  QUPHOKOETAYPUTIVRONG
(6TTwg HENETEG, EKBECEIG 1] OUGTAOEIG) TTOU ATTOUKOTIOUV OTOV
EVIOTTIONS, TO  XOPOKTNPIOWS, TV TpdAnwn 1 v
gAaxiorotroinon  Twv  Kkivdlvwy Tou  ouvdBioviar ME  Evd
QOPUOKEUTIKO TTpoidy, Kabwg kal v  agiohdynon TG
QITOTEAEOUOTIKOTNTAS TV €V AOYW BpooTnploTiTWwy  Kal
TOpEHRAcEWY’

"oxédio  Dwaxeiplong  kivbUvou”  onpoivel  pidt  AETTOMERR
TIEPIYPOPH TOU SUCTjaTog BIaXEipIoNG TOU KIVBGVOU'

‘oloTnd mappaxosrraypmrvncrng anuaiver o olOTRPO TTOU
XPOIHOTIOIENTAl A6 TOUG KATOXOUG aderhbv Kukhopopiag Kol
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QITd TA KPATH KEAN VIO TNV EKTTARPLCT TWV KABNKOvTwWY Ko
apHodIOTATWY Moy TrpoPAéTovTal gTov Titho 1X Tng Odnyiag
2001/83/EK, dTmwg ekdoToTE TPOTrOTTOIEiTAI A QvTikaBioTaTal, KOl
To oTrolo éxel OXEDIGOTEl I va TUPCKOACUBET T aoPAAeld
TWV EYKEKDIUEVWY QOPHAKWY Kai va evioTilel oToiadmmoTe
ahAayr Tou 100Zuyiou KIVBUVOU-0PEAOUS ».

Tpomomoinen 3. To eddgio (1) Tou Gpépou 10 Tou Bacikol vouou TPOMOTTOIEITAl WG

Tou dpBpou 10 qroAolBwC:
ToU BaoIKel

vOHou.

(@) Memnv OVTIKATAOTAON TwY Tapaypdewy (na) Kal (np) autol pe
TIc akdAouBeg VEES TTapaypdigpougs (Na) Kat {nB), avricToXa:

«{na)  Aerrropepelc  €XBECEIG  EPTTEIPOYVWHOVWY  YIQ  TQ
Eyypaga Kol TG TTANpoQopiEg, TTOU avapepovTat oTnv
TFApGYpaPo (1), Of OTOIEG GUVTAOCOVTAl CUUPUIVA UE
nic  Slarééeic Tou  dpBpou 12 kal o omoieg
gvnUEPIVOVTON OTTOU Kail oTav KpiveTar oKOTIHO’

(nB)  TEPIANYR TOU CUCTAUATOS QUPHOKOETIAYPUTIVIONG TOU
Ty, oty omoia TpéTel va ephapfdvovtal Ta
oxOAouBa oTolyeia:

) amédeiEn Tou 6N o ARG £XE1 ot BIGBeCH] Tou
£idIKeupéVo dTopo UTEUBUVO yIa BpaoTrpIOTTES
(PUPNAKOETTAYQUTIVNONG,

(i) Ta Kpdrh PEAN oTa oTola KATOIKED pOVINO KAl
dpacTAPIOTIOIEITCH TO EIBIKEUEVO ATOYO,

(i) 1o oroIEl emikovWviag TOU  EIBIKEUHEVOU
QTOHOU,

(iv) BhAwon umoyeypoppévn omd Tov army om
S1a0ETEl Ta aTrApaiTnTA HEOA YIQ TNV EKTTARPWON
TWV  KaBNKOVTWY  Kal  appodioTTwy  TroU
mpoBhéwovial otov TitAo IX g Odnyiag
2001/83/EK, '

(v} avapopd OTovV TOWO, OTOV OWOi0 TnpEital YO
KUpIo apxeio TOU . CUOTHHAOTOS
PUPMOKCETTAYPUTIVIIONG  YIA TO  QUPHAKEUTIKO
TPOIdY ™ »”
(B) e v £vBeom, apEOWE PETA TV TIURAYPaQO (nB) autol, ™g
akohouBng véag Trapaypdeou (nRa):

«(nBo) 1o oxEdo Saxeipiong Tou kivdivou, Trou Ba EICAYAYEL ©
QUTATAC YIG 1O CUYKEKPIHEVO QUPHOKEUTIKO TPOIGY,
CUVOBEUOHEVO aTrd TTEPIANYR »’
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(y) HE TV QVTIKGTACTAON TRS mapaypdeoyu (ny) Qutos HE TNV
aKGAOUBN VEQ TTapAypago (NY):

«(ny) 1O OX£DIO BIAXEIPIONG TOU KIVBUVOU TTOU OVAQEPETS OTNV
mopdypago (nBa) mTpéTer va gival Qvahoyo TTpog ToUg
evTOMoREVTEG KIVOUVOUG KAl TOUG SUVNTIKOUC KIvBUvoug
TOU QUPHOKEUTIKOS TTROTOVTOG, KQBWg Kai TNV avaykn yia
LETEYKPITIKG OTOIXEIT OXETIKG HE TV Qo@AAEId» K

(8) pe TV avrikaraoTaon Mg rapaypagou (1B} autol He TNV
akéhoudn véa Tapdypago (1B):

«(B)  avTiypagd Twy aKxdhouBuwv OTOIXEIWV:

() k&Be GoEIG Kukhogopiag TOU  QAPHOKEUTIKOU
TrpoidvTOG TTou EXEl XopnynBel o€ AAAO KpaTOog WEAOG
[ oc TR xWea yix Ty BEan ToOU PAPHOKEUTIKOD
mpoidVTOg  UE  KUKAogpopia  aTny ayopd, Mg
TepiAnwng TWV BeBOUEVWIV aoPaAtiag,
OUUTIEPIAQUBOVOREVIOV  TWV dedoyevoy  TIou
TEPIEXOVTUL  OTIG ETTIKCIPOTIOINMEVEG  TTEPIOBIKES
exBECEIC YIO TNV QO@AAEa, OTToU DiariBevral, Kal
YVWOTOWOINOEWY  EIKAOUEVIY QVETTIOUHINTWY
EVEQYEIWY, LA HE KATAAOYO TWV KPOTWY MEAWY OTA
omola Bploketan ud e&étaon oftnan yid adeia
yTroBAnBeioa ULV HE TNV Obdnyla 2001/83/EK’

(i) g TEPIANYNG TWV XOPAKTNPICTIKUN TOU TIPOFOVTOg
TTOU TPOTEIVETAN aTTd TOV QITNTh oUPQWVa HE TO
GpBpo 11 1} TTou eyKpiBnKe amo Tig apuodieg apxég
TOU KPATOUG MEAOUG OUHQWVA LE TO apBpo 13 kal
ToU QUAAOU OBNYIWV TTOU TTPOTEIVETAl gUpewva e
70 dpBpo 36 1 ToU EYKPIVETAI amd T apHOBIEg
apx£g Tou Kpdroug PEAOUG oUpQWYY pE To Gpopo
38

(i) AemrropEpEIV YIo KGBE apvnTIK] amogaon ooV
agopd TNV EYKPIOT TOU TpoidvTOg EiTE AwWd THY
Eupwrraikyy Evwon efte amd TPiTN XWpa KOi TOUG
AGYOUG TTou oBIynoay oty aroeacn QUTH .

Tpowomoinon 4. To GpBpo 11 Tou Baaikol vOHoU TPOTTOTIOIEITTl PE TNV TrROCONKN,

ov ?gi;%”n” QuEcWE WETd To £BG@Io (3) auTod, TwV aKOAOUBWY VEWV eSagiwv (4) Koy

vOHOU HE TRV (d):
TTRoTERKN
vEWY dpBpY.

«(@(a) T 1O PUPHOKEUTIKA TrpoidvTa TTou TEpIATBavovTa
oTov KATGAOyo TIOU QVOQEPETAl OTO apBpc 23 TOU
KavoviopoU (EK) 726/2004, n wepiAnyn  Twv
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XUPOKTNPICTIKGY TOU TTPOIGVTOG TIPETTES VA TEPAauBAVE
M SHAwan 611 «TO QAPUAKEUTIKO TrPOToY QUTO TEAE UTTO
CUPTTANPWHATIKY TTapakoAolBnony.

() Tng dRAWONG TTOU OVAPEPETAl OTNV TTapdypago (d)
mponyeital 70 padpo OUGHBOAC TIOU avagEpeETdl OTO
dpBpo 23 Ttou Kavoviopou (EK) 726/2004 kai TNV
QKOAOUBE]  EVBEBEIYUEVT TUTTOTIOINUEVY ETTEENYNMATIKY
TpdTOON.

(5}a) Ze OAa TO  QUPPOKEUTIKG TrpoidvTa  TEpIAQpBAaveTaL
TUTTOTIOINUEVD Kefjevo, e To oTrolo Znreftal prTNG GTIo
TOUC ETWAYYEAUOTIEG TOU  TOED  TNG uyeiag va
YVWOTOTIOIO0V OTIOIECDITTOTE EIKAGOMEVES QVETTIOOUNTES
eVEPYEIEG OUGWVA [E TO £Bvikd olUoTtnua auddpuntwy
avapopwy Tou edagpiou (1) Tou dpbpou 59A.

(B) Eivar Buvaty 1 Xpnon DIOPOPETIKWV TRV
YVWOoTOTTOINaNG, CUNTIEPIAALBOVOMEVNG g
RAEKTPOVIKAG YvwoToToiang, oUPQWva HE 10 edapio (3)
ToU GpBpou 59A.».

Tpomomoinan, 5. To &pBpo 13 Tou BACIKOU VOHOU TPOTTOTIOIEITAl WG QKOAOUBWG:
ToU GpBpou 13

ToU Bagikou
vouou.

(@) Me TRV avmKatdoTaon Twv edagiwy (5) ka: (B) autoU pE TA
ak6AouBa véa eda@ia (5) kan (8), avrioToIxa:

«(5) To Zuppothio PapuaKwy SnUooIoTToE! Xwpig KaBuoTéEpnon
TV ddeia KukAogpopiag ouvodeudHEVN a1rd TO GUAAO 0BHYHDY, TN
GUVOTITIKF TIEPIYPOPL TWY XAPOKTAPICTIKGWY TOU TIPOIGVTOG Kai
OTTOIOUGBITTOTE GpOUE, 01 oTioiot £XOUV TTPOBAEPEE gUl@wva JE
10 £dd@io (BA) Tou dpBpou 13, 1o dpbpo 13B Kar T edagia (5)
ke (6) Tou GpBpou 15, palf pe omMoodTOTE TPOOEoHieg
TAPNONG TWv Opwv, 6émou Kpivetal epapuootéo, yia KAl
(PAPUOKEUTIKS TTPOIOV TTOU £XEI EYKPIVEL

(6)o) To ZupPBolhio  Dappdkwy karaprifelr  €xBeon
afioAdynong Kal UTTORGAAEI TrapaTRPACELS OTO (PAEKEAO
SO0V QPOPQ TA QTTOTEAECHIATA TWV OUPHOKEUTIKWY Kl
TTPOKAIVIKGIV DOKIHGY, TWY KAIVIKGV MEAETWV KOI TOU
GUOTINATOS BIOXEIPIONG Tou KivdUvou, KabBwg Kal Tou
CUOTHHATOS QUPHAKOETTAYPUTIVIONG TOU
PappaKEUTIKOU  TTpoidvrog. H - ékBeon aglohoynang
EVIHEPWVETAL  HONIG  KATAOTOUV DIBETIEG  VEEG
TrANPOPOPIEG TTOU EXOUV onyagia yia T atlohoynaon
e TOLOTNTAG, TG aoPAALING f ™Mg
QTOTEAEOUATIKATNTAG TOU &Y AOYw QOPHOKEUTIKOU
TPOIOVTOG.
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To ZupBolhio Pappdkwy Bétel otn BB Tou KOWOU
xuwpic kabuotépnon v £kBeon afloAdynong Tou
QUPUAKEUTIKOU  TIPOIoVTOG, HE TOUG AGYOoUug OTOug
oTrofouc OepeMMVETAl 1} YVWMN Tou, Aol ECaAEiyE:
KGBe  TANpoOgopia  HE  XAPOKTpA  EUTIOPIKOU
amoppRtTou. H aImoAdynon TOpEXeTal XWPIOTE YIX
KGOe arroGpevr Evoeign.

H Bnudoia éxBeon  ofiohdynong  TeEpIAQUBAvE
TrepfANYN CUVTETQYHEV KOTG TPOTFO WOTE va Eival
KQTAvonTr} QTTo TO Koo, OTnY OTroid TIERIEXETAL, HETACU
GAAWY, TRIAHA OXETIKO |E TIG TTROUTTOBETELG XPrOTNG TOU
(PUPHUKEUTIKOU TTROIOVTOG. » Kal

(B) pe mv Tpoobnkn, apéowg perd 1o eddgio (B) autoy, TOU
okOAouBou véou eddgiou (BA):

«(BA){a)

Tnpoupéviy Twy JIoTdEEwY TWY Tapaypdewy (d)
géwg (v) Ttou edagiou (2), ddeiax  KUKAGQPOPIOG
xopnyeital yévo umd évov 1 TEPICCETEPOUG AT
Tou¢ akdAouBoug OPOUC:

()  AQun opiopévwv  PETPWY YI& TNV TOQOaAr
XPron ToU QapUOKEUTIKOU TrpoidvTog, Ta OOl
TepihapBavovTal o1o obotnua diaxeipiong tou
KivdUvou’

(i)  exTOVNON HETEYKPITIKWV HEAETWYV AOPAALING

(i) OCUMMOPEWTN TTPOG TIC TTTATAGEIG KATAYPUPHG
Kal avagopdc Twv EIKAlOMEVWY aQvemBUNNTWY
EVEQYEIWV, O1 OTroleg elval qUOTPOTEPEG Ao
gKeivES TTOU avaQEpovTal aTo Mépog V'

(iv)  TUuxOv GAhol dpoi 1 Treplopiopol 6oov agopd
™V QOQUAf} KO OTTOTEAECHATIKY) Xprion Tou
(PUPMAKEUTIKOU TTPOTOVTOG

(v)  Omapén KaTdAAnAou CUCTHMOTOS
QAPNAKOETTAYPUTIVNONG
(vi) ekmovnon LETEYKPITIKWY MEAETOV

QTWOTEAECHATIKOTNTAG Of  TWEPITTWGEN  TTOU
éxouv ekopootel ou@iBoNieg o oOxEan LE
OPICHEVEG TITUXEG TNG OTTOTEAEOMATIKOTNTAG
TOU TrPOIOVTOG OAAG Oev eivar duvard va
doBoUv QITOVTACEIS TPV KUKAOQOPNOE! 1O
TPOIGY oTNV ayopd: n amaiThon eKToviong
MEAETQV Paoilerar o8 TPALEIg TTou ekdidovTa
kat  efougiodéinon Tou dpBpou 228 ™
Odnyiag 2001/83/EK Aapfdvovrag utrdwn Tig




Tpotrorroinon
TOU dPEpoV
13A ToU
RBaaikod
vouou,
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EMOTNUOVIKEG  KATEUBUVTAPIEG  YPOHHES TTOU
avagépovias 1o &ppo 108a ™G &v AGYW
Obnyiag.

(B)  Zmnv &dei kukhopopiag opifovTal TTPOBETIES YIO TNV
IKQVOTTOINOT) TWY OpWY, KATG TTEPITTWAT.».

6. To &pBpo 13A Tou BaoikoUl VOOU TPOTFOTTOIEITC WG aKOAOUBWG:

(@) Me v aviikardotaor Twyv edagiwy (2) ko (3). autol pe 1A

akdhouba véEa eddgia (2) Kai (3), avrioTora:

«(2) Ing TEpmTwoE Tou 70 XupBolAio Pappdkwy £kdidEl
g0k Gdeid  Kukhogopiag oUpguva HE TG Dlatatelg  Tou
Tapévrog &pBpou, AauPdvel Ta avaykaia  HETPO YK VK
efaogahioel 6T TTApoGVTAl O ATTAITOEIG TOU TapovTo¢ Nopou,
iBiWe auTéC Trou avagépovtal oTo Kegdhaio XT Tou Mépoug i,
ot0 Mépoc V, o1o Mépog VI, oTo KepdAaio A tou Mépoug VI kat
oto Mépog VIl kan ddvatar va AdPer amdeaon TEPl M
epappoyfs Tou edagiou (7) Tou GpBpou 35 Kal Tou gdaepiou (B}
ToU GpBpoU 36 YIU Ta PAPHAKEUTIKA TPOIOVTA TTOU EYKpivovTal
oUpeWva L To edd@io (1).

(3) Mpv omd Tv €kdoon G €dIKAg adeiag  kuxhogopiag
PAPHOKEUTIKOU  TrPOIGVTOS  OUHQWVT  HE TS JlaTagelc  TOU
TapdvToc GpBpou, 1o ZupBouAio Pappdkwy:

(@)  Kowotrolei oTov KATOXO NG GOeiag Kukhopopiag oTo
kpdrog HEADG, OTo oroio  Elva EYKEKPIPEVD  TO
CUYKEKPIUEVO GOPUOKEUTIKG TFROIOY, TNV mpdBeon va
500ei Gdelo Suvéuel Tou TrapdvTog Gpbpou yia TO
OUYKEKPIPEVO QAPHAKEUTIKG TTPOIGY-

(B)  BUvaral va {nTioe ard Ty dppddia apxn QuTOU TOU
kpdToUg pEAOUG va UTTGRAAE! avTiypaga g £xBeang
agI6AGYNONG TrOU QVOPEPETAl OTAV TUPAypapo 4 Tou
dpBpou 21 g Odnyiag 2001/83/EK, kabwg Kar NG
Adeic KUKAOPOPIag TTOU 10XVEI YIX TO OUYKEKPIMEVO
PAPHTKO.» K

() pe TV TPoCBOrKn, OUESWG HETG TO eddpio (7) qurol, TOU

akGAouBou veEou edagiou (8):

«(8) Egdoov {nTndel atré appodia apxn dAhou Kpdroug PEAOUG
avTiypago Tng €kBeong afloAdYNang Kol TG Adsiag KUKAoYORIag
yId TO OUYKEKPIHEVO QUPHOKEUTIKO Tpoidy, 10 ZupBoUAio
dapudkwy Xopnyel 1o gv Adyw Eyypaga gv1oe Tpidvra (30)
AUEPGIV CTTO THY TIAPAAURH TOU AITAHOTOG.».




Tpemwotroinon
TOU Bagikol
vOlIoU HE TV
TTpOU BTk
vELIV dpBpv.
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7. O Booikdg vOOg TPOTTOTTOIEITA HE TNV ¢vBeon, QuECWS HETA TO
dpBpo 13A autou, Twv akohouBwv VEwY GpPpwv 13B kal 131

«EkmTovnon 13B.~(1) Merd amo Tr} Xoprynon g GdeI0g KUKAOPOPIUG,
HETEYKPITIKAG 10 SupRothio PApHAKWY utopel va arraitioel amod £vay

WEAETHG droxo GOEIag-
QOQAALING, KATOXO COEIGS

{a) va EKTTOVAOEI HETEYKPITIKI HEAETN aCPUAEIAS,
gdv UTIGPXOUV QVNOUXIEG OXETIKA HE TOUG
KIVBOVOUG TTOU EYKUHOVEI KATTOI0 EYKEKPIHEVO
(POPUOKEUTIKG TTPOIOV-OE replmTwon Tou 1
Sl aviouyio  Tepl  GOQAAEIDg agopd
TEPICCOTERD  TOU evdC  QUPHAKEUTIKOU
TrpoidvTog, To ZupBolAio DoppdKwy, KAromy
SloBouAeloEWY LE Y Emirporir
Cbctppc:KoarrcwpUTrvncng-Aﬁtohéyncng
KIvBOvou, TrapoTpUvEl TOUSG KOTOXO0US adeiwV
kukhogopiag  va dieEaydyouv KOV
UETEYKPITIKT BEAETN QOPAAEING, Kal

) va EKTTOVIOE] HETEYKPITIKI MEAETN
QTTOTEAEGHOTIKOTATOS 6TAV 1] Katavonan g
vooou fi n KAVIKY} peBodoloyia TAPATTEYTOUV
OT0 EVOEXOMEVO ONUOVTIKGWY oMYV WG
TPOG T EUPNUOTA  TTPOMYOUHEVWV
agiohoyjoewy QTTOTEAECHATIKOTATAG n
arrafrnon eKTéVRONG METEYKPITIKGY HEAETUV
Baoilerat OTIG TTPGEES kat £€ouatoddTnon
Trou £kdiSovtar Baoel Tou dpBpou 108B NG
OBnyiag 2001/83/EK AapBavovTag uTrowWwn NG
ETNOTNMUOVIKEG KATEUOUVTAPIES YPOMHEG TIOoU
avagpépovral aro dpBpo 108a ¢ ev Aoyw
Odnyiag.

(2) H amdeaon Yid emiBOAN Tng awaitmong oy
avagépetar oto edagio (1) Tpémel vo gival BEOVTWG
QuTIOAOYNMEVT), KOIVOTTOETTI YPQTTWG KAl TEPIAQUBAVE
TOUG OTOYOUG KAl TO XpovodIdypaupa yia Ty UTTOROAN Kal
BIEVEPYEIQ TNG HEAETNG.

(3) EGv 0 kdTOXOG TG ADEIAg KUKAogopiag To {ntnoel
gvioc Tpidvia (30) nuHEpWV  amd TNV rapaAapn Mg
ypaTtig amafong, 10 SupBotAic Pappdkwy OIVeEr OTOV
kdroxe Tng GO kukhogpopiag T duvardtiTa va

TTAPOUCIAOET  YPATITES TOPOTNPIOEIG OXETIKA [E TNV
amraitnorn evidg Tpodeapiag ToU TO iBio kaBopilel.
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(4) (@) Me Bdon Tg YPATITEG TIAPATNPICEIS TOU
kaToxou TG  adeig  Kukhogopliag, TO
YuuBovthio  ®apudkwy  amoolper N
emBeRaitover TRy arraitnon.

B Edv 1o TupBolhio Papudkwy emBeParioes
v amaimon, 1 Gdeid KUKAOQOpIag
TPOTIOTIOIEITA!  HOTE VO CUPTIEPIANEOEl N
amaition w¢ 0pog uTTd Tov 01Toio XopnyEiTas
n adsia  kukhogopiag, to B CoUOTNUO
dlayeiplong ToU KIVOUVOU  ETTIKCIPOTTOEITAI
avaAOy WG,

Ymoxpewaon 137.-(1) O kdTOX0G TG GBEIAG KUKADPOPIOG UTIOXpEOUTA
5"’“,‘”%"3“”0”9 VO EVOWHATMOE OTTOIOUCTATIOTE GPOUG ] AITXITHTEIS TTOU
gg&g e avapépovTas 010 £8G@Io (BA) Tou Gpdpou 13, oTo dpBpo
QMaTAOEWY 13B 1| ata edagia (4), (8) kai (B) Tou dpbpou 15 oTO

amé Tov xdToxe  OUCTNHA SIAXEIPIONG TOU KivBUVOU Trou eQaploLe:,
dadelag
KUKAOWOpIUs.

(2) To ZupBoUhio POPUAKWY EVNUEPWVEl TOV
Eupwmaikd Opyaviopd Papudkwy OXETIKE pE TIG GDEEg
kukhowopiag Tou €xel XOPNYIOE! UG TOUG OPOUg 1] Tig
amaiTjoel wou TpoBAérroviar oto €ddgio (BA) Tou
apbpou 13, oo GpBpo 13B 1 ota eddgia (4), (5) kal (6)
TOU GpBpou 15.».

Avtikardotaon 8. To GpBpo 14 Tou BooikoU vopou avTikadioTarar amd 1o akoAouBo veo
Tou &pGpou 14 GpBpo 14

Tou Baagikol

voUouU.

«Ymoxpetmoeis  14.-(1) Merd v éxdoon g ddelog kukhogopiag, ©

KaToXou ABEIAS  kiTo &deiac Kukhogoplac-
KugAopopiag. X06 1S 1as Poplas

(a) OGoov agopd TG {HEBOBOUG TIAPACKEUNG KO
gAEYYOU TTOU TTPORAETTOVTAI OTIG TTUPAYPAPOUS
(5) kar (§) Tou edagiou (1) Tou dpdpou 10,
AdpBdavel UTrOWn TNV ETIOTRHOVIKE} KAt TEXVIKN
Tpdodo Kol Eodyel kGO  ammopait
TPOTTOTFOINGT WOTE TO PUAPHUKEUTIKO TTPOIGV va
TOPUCKEUGZETAl KOt VO EAEYXETAl CUUPUWIVA UE
TIC YEVIKG QTTODEKTES ETIOTRHOVIKEG HEBODOUG!

Noeital 6T, ©f TPOWOMWOM|CEIS  OUTEG
uTroBdAAovTOl OTo ZUpBolMio PApUdKWY yid
EyKpIonN, oUWV PE TIG BIATAEEG ToU dpBpou
31

(B) Trapéxel apéowg ato ZupPolhio Pappdkwy
KGBe véa TTAnpogopia  Trou  pTTOpEl v




Emionun
Epruepida,
Mapdprnua
Tplro (1)
19.3.2004.
Emrionun
Epnuepida,
flapapmua
Tpito (1):
30.4.2004
14.5.2010.
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CUVETTAYETAl  METAROA Twy OTOIXERWY  Kou
gyypdowy TTou avagépovrar ara Gpépa 10,
108 kai 11 Tou Twapovrog NOuou, oOThv
Tropdypago 5 tou dpBpou 32 1ng Oodnyiag
2001/83/EK kai oto [lapdprnua twy  TEP
dapudkwy AvBpwvng Xpiong (Mapouaiaon
kot Tleptexduevo  Aitnong ‘ExBoong Adeiag
KukAogopiag) Kavoviopwyv tou 2004, O1wg
TpotroTroi@nkay  amd TO  TEPi  PUPHaKWY
AvBpwrrivng  Xpnong (EAeyxog [loidtnrag,
MpouiBeiag kal Tawv) Aldraypa Tou 2004 kal
70 Tepl  Qapudkwy  AvBpwiviig  Xprong
(EAeyxog Moiotrrag, MpourBeiog kar Tijdv)
Aldrayua Tou 2010.

(2) Edixdrepa, 0 KATOX0G TG GdeIug Kukhogopiag-

(@)

(B)

{y)

gvnUEPWVEl OUECWS TO ZupBolhio PapHAKY
yia KGBe omaydpeuon n TMEPIOPICHO  TTOU
emiBAMeTat amd TG appOdiEg  APXES
OTTOINCONTTOTE XWPAG TV ayopd TngG omoiag
KUKAOQOPEI TO POPHAKEUTIKG TTpoiGy, KaBWg
Kdl yid kGBe vEa TTAnpogopia TTou EVOEXETOR VO
eTnpedoel Ty afIoAGYNOT TWV WHEANHATWY
KOt TV KIVOOVWY ToU £V AOYW QUPHUKEUTIKOU
TROIOVTOG

oV EVNEEPWON  TIOU  QVAQEPETAl  OTNY
wapdypaeo (o), TepthapBdver o0 Ta BETIKA
600 Ko TX UpvnTKG QTTOTEALOHATA  TWYV
KAIVIKOOV ] GAAWV  JeAeTov, yia OAeg TIg
ev3Eifaic Kal GAOUG TOug TTANBUOUOUG, aKOMN
kar av ey TreplAauBdvovtal oty doEia
KukAogopiag, KaBws Kat TIS TTARPOYOpIES Yid
N PN ToU QUPHUKEUTIKOU Trpoibvrog 6Tav
dev  yiveran  oOpgwva  pe Ty TTEPIANYN
XOPOKTNPICTIKWY TOU TTPOIGVTOS

eCao@oAifel TV emIKaipoTtToinon  TWY
TAANPOPOPIIY VIO TO TrPOIOV  AHBAVOVTUG
UTFOWN TIG TPEXOUOTES ETICTIHOVIKEG YVIITEIC,
KaBwg KOl TV agroAdéynon TV
QUMTTEPAOMATWV KOl TwV QUOTACEWY  TIOU
dnyocioToloUvTal  How TG EUPWTAIKAG
DIKTUAKAS TUANG YIo Ta QApHOKA, 1 oTroia
BrjioupyrOnKe oUpQWva pe TO dpBpo 26 Tou
Kavoviopou (EK) 726/2004,

(3) M 1 ouveyn agioAdynon Tou 1goguyiou KivdGvou-

o@EAoug, TO TUPBOUAI0 PapudKwy PTOPEl OTrOTESHTIOTE
va {nmicel oamé Tov KATOXO NG GOEIa¢ KukAogopidg




Tpomorroinon
Tou Gplpou 156
ToU Bacikol
vopou.

AvTixatdoTaon
TOU dpOpou
200 1oy

Buoikou vépou.
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orolxefa ou va amodeikviouv T SlaTApnon Berikol
icofuyiou kivdlvou-opéhoug. O kdroxos g  abeiag
KUKACQOPIOG avTaTOKpiVETal OToAUTWS KOl QUECWE OF
OTTOIOOITTOTE TTAPSHOIO airnpa.

{(4)(a) To ZupPolAio Dapudkwy Topel oToTEdTTOTE Va
fnmoet amd Tov KATexo TG Adeiag KukAopopiag
avTiypa@o TOU KUpIOU apyeiou TOU OUCTHNATOS
POPHOKOETTAYPUTTVNONG.

(B) O kdaroxog g adelag kKukhogopiag UTTORAAAE!
QVTiypaQo TOU KUPIOU dpYEiou TOU GUOTHHATOG
pappakoerayplTvnong evrog entd {7) NUEPWY TO
apyoTEPO aTré TNV TTOPAAaRn TNg ditnong.

(6) O kartoxog Tng Gdeiag KukAopopiag eivar utreduvog
YIO TNV KuKAoQoOpia TOU QOapUOKEUTIKOY TTPCIOVTOS aTnv
ayopd. QO DIOPICUOS AVIITTPOOWTTOU dev ATTAAAICOE! TOV
Karoxo tng aOEIag KUKAOQOPING aird 1ig UTTOXPEWTEIS TOU
ouvdper Tou TTapoviog Nopou.»,

9. To &pBpo 15 Tou Bdcnxoﬂ VOHOU TROTTOTTOIEITAL JE TRV QVTIKATAOTAON
Twv edagiwy (5) ko (6) autold pe Ta akdAouda véa edagia (5) kail (6),
avrioToIXa:

«(5) H adeia kukAogopiag HUTTopel va xopnyeital povo étav o
altThg eival o Beon va arrodeifer oT aduvarel va Tapaoyel
AP OTOIKEld  OXETIKA HE TNV  AC@AAsild Kol TNV
QITOTEAECUQTKOTNTA  TOU  (PUPPGKEUTIKOY  TTPOTOVTOE Of
QUOIOAOYIKEG OUVOIKEG XPNONG, YIA OVTIKEIPEVIKOUS Ko
£CaKPIBWoiUous Adyoug, Kar TPETTE! va Booiletal o évay

Emcrlu[lﬁ amd Toug AOyoug Trou TTpoBAETovTal OToUC TTEPT PAPUEKWY
ﬂgggp‘::wa{; AvBpwmvng Xpriong (MNapouciaon kal MNepiexdpevo Aftneng
Tpira (I): Ekﬁoong Aderag  KuxAogopiag) Kuvowapoug Tou 2004,
19.3.2004, o1rwg TpoTroromBnkav ammd 1o Tepi Papudkwy AvEpWTIviG
Errionun Xpriong (EAeyxog Modmrag, [MpopnBeiog kar  TiGv)
ﬁ‘g”ggg'ﬁ“a Aidraypa tou 2004 kol To Tept Dappdkwy AvBpdTIvG
Tpigo%)?“ Xpnons (Eheyxog Mowdrnrag, fpopniBeiog kar  Tipdw)
30.4.2004 Aldrayua Tou 2010.

14.5.2010.

(6) H diampnon ¢ 1ox00¢ g adelag Trou ekdideTal Ut
Opoug, oOUPWVa UE TG DIaTAtels Twy edagiwy (4) kai (5),
gfaptdtan amd  TA aOrEAéopaTd TG £TROIOC
ETTAVOEIOAOYTIONG TWV BPUV QUTWV. Y,

10. To GapBpo 200 Tou Baoikol vouou avrikaBiotaral ard o akdAouBo
VvEQ apBpo 200:;

«Avahoyn 200. O1 doradeis twv agaypdewv (o) kot (B) Tou




TpoTtroTroingn
ToU ¢pOpou 251
TOU Bookol
VOloU.

Toorrotreinan
TOU GpBpou
29A ToU
Baaikel
vOHOoU.

£gapHovh
BlaTaEewv.

Emicnun
Egnuepida,
Napdprnpa
Tpita(l):
19.3.2004.
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edagiou (5) Tou dpBpou 3, Twv Trapaypdewy (1a), (1) ka
(ty) Tou apBpou 7, Twv edagiwv (1), (1A) kai (1B) Tou
GpBpou 9, Tou edagiou (B) Tou dpBpou 10, Tou apdpou 12,
Tou £ddgiou (1), Twv Tapaypaewy {a}, (B) kar (y) Tou
edagiou (2) ko Tou edagiou {3) Tou dpbpou 13, TOU
apBpou 14, Tou edagiou (1) Tou dpbpou 32, Tou GpSpoU
34, Twv Kepadaiwv A kal B tou Mépoug IV kat €idikétepa
Tou £dagiou (10) Tou dpbpou 40, Twv edagiwv (1), (2), (3),
(4), (5), (8), (11), (12) kai {13) ToU GpBpoU 48 Kal TWY
apBpwv 51, 52 kan 53, Tou Mépoug V, Twv Kepadiwv A
kal B rou Mégoug VIl kar Tou dpBpou 102, &dmwe ko ol
Suardeig Twv  Tepl  Papudkwy  AvBpwmivng  Xpriong
(Kavoveg Kahrg Tlapaokeurg) Kavoviopwv tou 2004 Kal
Twv dpfpwv 101 €wg 1083 g Odnyiag 2001/83/EK,
loYUouV KOt avaioyia yia TRV Kataxwpion Tapadociaktis
XPAONS Yid QOUPHAKEUTIKG TTPOIGVTA QUTIKAG TTPOEAEUTNC,
Tou yiveral Ouvdper twv  Jlatafewv  Tou  TTapdVICG
KepaAaiou.».

11. To eddio (1) Tou dpBpou 251 Tou BagIkol VOUOU TPOTTOTOIEITAI HE
TNV QVTIKOTAOTOON TOU apiBpol «58» (TTERTITN ypaupn) PE Tov apiBud

«57».

12. To GpBpo 29A T0oU BUCIKOU VOLOU TPOTTOTTOIEITAI WG AKOAOUEWG:

(@)

(&)

Me v avTikardoraon Tou edagiou (1) pe 10 akGAouBo veo
£0A@IO:

«(1) e edIkég TEPITTCOEIG TTOU TTapouaIdiouy evdlapEpay
yia v Eupwtaik Evwon, Ta kpdtn péhn, n Emrponn, o
AnTAG i 0 KATOXOG NG GdEIng KUKAopopiag TTapaméRTTouy 10
Béua oV EMTPOTN yia Tnv e@appoyr] TR diadikaoiag Tou
TpoPAémeTar ora dpBpa 32, 33 kat 34 g Odnyiog
2001/83/EK, potou Anedel omroiadAmoTE aIrdéPaoT} CXETIKA
HE daitnorn Xopriynong &detag KukAogopiag f3 ovaoToAf] i
avdkinon adeiag 1 yia owoiadnmoTe dAAn TpoTToTroinGn TNG
AdeI0C KUKADQOPIAG TTou Qaiverdl avaykaid.» Kai

pe TNV €vleon, apécwg perd To eddglo (1) autold, TOU
akOAouBou véou edagiou (1A):

«(1A) Ze mepimTWoON TOU 1) TTAPATIOUTT Eival aTroTEALoUd
™G aZioAGYNONg TWY OTOIXEIWY  PUPPOKOETIaypUTIVIIaNG
EVKEKPILMEVOU  QOPUAKOU, To  BEUa  TTUPATTERTTETAL  OTNnV
Ermirpom ®apuakoeTaypdmvnons-AgioAdynang Kivouvou ka
woxtel . Tapdypagog 2 Tou dpBpou 10671 Tng Odnyiag
2001/83/EK. H Emirpor) PappakoeTAypUTIVIONG-
AZlohoynong Kivdovou CUVTGCOEl oUaTaon SUUGWVA [E TN



Kardpynon vou
GpBpou 30A
Tou Baocikol
vOpou.

Toomomoingn
TOU (1pBpou 32
TOU Paagikol
vOpou.

Tpotrotroinon
YoU dpGpou 34
ToU Bacikol
VOHOU.
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dladikagia TTou  avagEpeTal oTo dpopo 32 ¢ Odnyiag
2001/83/EK. H rehikr] olotaon owapiBaleral omy Emirport)
Gapudxwy yio AvBpwmmivn Xpnion 11 oty opada ouvtoviouoy,
avaAdywe TC TEPITTWONG, Ko ioxvel np dadikaoia Trou
opiferal oto apBpo 1071a g Odnyiag 2001/83/EK:

Noelfral o611, Otav piveTdl OKOTIMN 1 AfYn MHETpLV
EMEYOVTOG  XUPOKIAPY, epapuoletal n diadikaoia  Trou
mpoRAETETAl oTta GpBpa 1076 €wg 10710 ¢ Odnyiog
2001/83/EK.».

13. To &pBpo 30A Tou Paotkol vopou KaTapyeiral.

14. H mapdypagoc (B) tou edagiou (1) Tou dpbpou 32 tou Bacikou
VOHIOU avTIKaBioTaTar awd tnv akOAoubn vea Tapdypago (B):

15.

«(B) 1A TTANPOQOPIAKA  OTOIXEID XAl €yypagd, Td  OTroid
TpoBAETrovial oto GpBpo 10, oty Topdypapo (a) Tou
edagiou (1) kan ota eddeia (3) kar (4) Tou Gpbpou 10B ka
o1o Gpbpo 11 eivar eopoApéva 17 dev €Xouv TpoTTOTTOMOEI,
oUppwva pe nig Siardgelg Tou apBpou 14, 1) 61av dev £xouv
IKavoTroiNBel o1 pol TTou avagepovTal oTo £0G@io (BA) Tou
apBpou 13, oto dpBpo 13B ko ata edagix (5) kol (6) ToUu
dpBpou 156 1 dev &youv TrpayparomomBel ot EAeyyol oTO
PAPHOKEUTIKO TIROIOV KA OTH CUOTATIKA KOl oTa evIdEcT
TTPOIOVTA TN¢ TTOPUOKEUIG TTOU QVIPEROVTIA OTO GpBpo 48:

Noegitar 61, 10 ZupBoUAio Papudkwy Bev d0varol va
avooTeiAEl, avakaAéael, arwooUper 1 TPOTIOTOINOEl TV Gdeta
Kukhogopiag QUpUOKeUTIKOG TrpoidvTog yia ASYOUg Trou
OXETICOVTOAI JE TNV TIUT.». '

To dpBpo 34 Tou facikol vOoU TPOTTOTTOIEITAI WG AKOACGUDWS:

()  Me myv avrkardoTaon anwd 1o €0AQio {1) autod Twv AEewy
«Xwpi¢ etpeacyd» (TTpWTH YPOUMN), UE T Aéfeic «Me Tty
ETHQUAQSG

(B)  He v avrkardoTaon amé 10 £dAQIo {2) autol Tne AEENC «E5I»
Kol Tou aptopol «(B)» (Toitn ypappn)) He TN AEEn «evvéay Kal
TOV OPIBHO «(9)», avrioToiXa’

{y) HE TNV avnikatdortacn g mapaypdeou {(a) Tou edagiou {(3)
QuTOU HE TNV akOAoUEN vEa TTapdypapo (O):

«(0) TO TAnpopopiakd OTOIKEIM yia TV TToI0TNTd, TNV




(0)
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aopaield Kail ™mv cmma)\wpmmémm
csupTrzpl)\uuBavopsvng TS a&lo)\qucng TWV OTOIEIWY
TOU  TIEPEXQUY O QvaQpopég  EIKACOHEVWYV
QuETHOOUNTWY  EVEPYEWDV Kl OF  TIEPIODIKEG
ETriKarpOTromuEvag ekBEOEIC VIO TNV QOQJAcld, TToU
utroPdAAovtal cupgwva de To Mépog V, kal Oheg TS
TI'J\!‘]pO(pOptEQ yio TIG TPOTIOTIOIACEIG Trou eTMABaY. UETd
n xopnyqon TS ABEIG KUKAOQOPIOG, OF EVOTTOINHEVN
MopQr] Kai» Kal

ye TNV avrikardoraor Tou edagiou (5) autol pe TO aKGAouBo
véo e8agio (B):

«(5) Etpocrov avovewBel, n adela Kukhogopiag oxder £t
adpioTov, exTog eqv 7o ZupBoltAio Papudkwy amo@aoioel,
orav OikauoAoyeirat dedvTWg yia AGyouUg
(pappm(oawaypunvncng, cupwspt)\upﬁuvopevqg ™G €kBeang
QVETTAPKOUG aptepou 0agBeviv OTO OYETIKO tpuppaxauns(o
Tpoidv, va  xopnyfoei WPOoBETn Teviaet avavéwon
GUPQUVA HE To EBAEI0 (4).».

Tpomotroinon 18, To €ddpio (2} Tou dpBpou 36 Tou BaoiKoU VOUOU TROTIOTTOIEITA We
Tou GpBPOU 38 groAoBWE:

TOU Baoikel
vOHOU.

(@)

&)

Me tnv avrikardoTaon TG Trapaypagou (g) autol HE TNV
akOAouBn véa TTapdypao (£):

«(€) TTEPIYPU@Y] TWV AVETIBUUNTWY EVEQYEILV TTOU EVOEXETAI
va  TPOKUWoUV KATG TNV KAVOVIKI]  XpAon Tou
QUPUOKEUTIKOU  Trpoioviog  Kal, E@O0OV  KplveTad
OKOTTIUo,  TWV  EVEPYEKDV ~ TOU  TIPETEl VO
TTPAYHATOTTOINBOUV GE QUTH TNV TIEPITTION » KA

He TV €vBeon, apéowg PETS Trv Trapdypago (g) qutol, Twy
akohouBwy viwy Trapaypdewy (ea) kai (€B):

«{eq) yIO TQ QAPHAKEUTIKG TrpoidvTa Trou wepthapBdvovral
OTOV KOTAAOYO, O OTToiog avagEéperal oTo dppo 23
Tou Kavoviopos  (EK) 726/2004, Tp€TEl VU
cuuTreplAauBaveral n akdioubn wpdabern dniwory:
«To QAapUOKO CUTO TEAEl UTTO  GUUTTANPWHATIK
TrapakohoGBnon» TN SRAWSTNG auTiS TTIPONYEITAl TO
palpo oUUBOAO TTOU ava@EpeTal oTo GpBpo 23 Tou
Kavoviouo$ (EK)  726/2004 ko v aKoAQUBE
evdeBEIVUEVN TUTTOTTOINUEYN ETTEENYNHATIKA TTROTOON:

(eB) ot OAQ TG QUPHUKEUTIKG TTpOiGvTa TepIAapBaveral
TUTTOTIOINPEVO KEIJEVO, HE To oTToio {nTeital privig
aTrd TOUG QUBSVEIC VO YVWOTOTIoIoUV OTroIEadNTToTe
EIKA{OEVES QVETIOUUNTES EVEDYEIEG gToUg




TpotroTroinom
TOU dpBpou 38
Tou BooiKou
VOMOU.

Tporroteinon
TOU dpepou 48
TOU Bacikod
vojou.
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BEpATTOVTES IOTROUS, QUPNAKOTTOIOUG, ETTAYYEARATIES
TOU TOMEX TG UyElag 1 aTreuBeiag oTo eBviKO aloThd
QuBGpUNTWY avagopwy Tou £dagiou (1) Tou dpbpou
594, kal To otroio keiuevo SiEUKpIviZel Toug Bidpopous
TROTTOUG  yvwaToToinong Ttou  eival  duvard  va
XpnoihotroinBody, 0TS NAEKTPOVIKY yvwoToTroinon,
TOXUBPOMIKT ATTOCTOAN, OTTWE-0pidel To £dApio (3) Tou
dpBpou 59A-».

17. To edagio (5) Tou dpBpou 38 Tou Paoikol vopou avTikaBiorarta: amd
TO akGAoubo veo eddpio (5):

«(9)

YTV TEPITTWOR  QAPUOKEUTIKOU Tpoidvrog Tou  Bev

TpoopileTal va XopnynBei ameudeiag orov aoBevr) 1) drav utrdpyouy

~ooBapd  mpoPAfudra ot OIOBECINOTTA  TOU  QUPHOKEUTIKOU
TPOIGVTOG, T0 LUNBoUAIc Papudkwy He TNV £TQUACLN HETPWY TA
oTToia Kpiver avaykaia yia Thv Trpectacia ¢ onudoiag uyeiag,
dUvaTal va arTaAAGOoEr TOV KATOXO NG Gdeldg KukAogpopiag-

(a) amd TV UTTOXPEWON TG QVaypaons  opIoUEVWIV
evOEiEetov OTNV EMONHAVOT KAl OTO PUANO 0DnyIwv, Kal

(B) oms TV UTOXPEWOT TS TUVTASNS THS ETICTIHAVONS KAl
TOU @UMOU odnyiv gty eAANVIKI KA/ v ayyAIKn
yAooo.», R

18: To GpBpo 48 Tou BaaikoU vOHOU TRPOTTOTTOIEITAI WG akoAoUBw:

()

Me mv avrikardoraon tou edagiov (1) autod pe o akéAouBo
vEo £0dgio (1):

«(1) To ZuppolAlo Dappdakwy, oe ouvepyaoia He Tov
Eupwrmaikd  Opyavicpd  @apudkwy,  eEao@aAifel  HE
ETTAVEIATLIHEVES Kol OTav  QTTOHTEITQl  QIQVIDIOOTIKEG
emiBewpnioelg Kau, evdexolEvwe {nrwvtag amo 1o [evikd Xnpueio
Tou Kpdtoug 1 GAAO EpyaoTipio TroU OPICETAl VI TO OKOTO
auto amd 1o ZUpBoUAI0 PAPHAKWY, Trp DIEVEPYEIX EAEYXWY ETTi
BelyudTwy, TNV THPNON Twy SaTdlewy Tou TapovTog NOpoU Ka

Twv Suvapel autol ekdobivrwy Kavoviopwv kar Aloraypdrwy,

Kai e18ikdrepa, 611 -

(@) oi TTAPACKEUOOTEG KQi ol EIOTUYWYEIG
(PUPUAKEUTIKIOV  TIPOTOVTWV TTPOELAEUCTC  TRITWY
Xwpwy eival o BECT vo TTPUYHATOTTOINCOOUY TNV
TAPAoKeUy olugwva  pe  1ic  Sirafers g
Tapaypdgeou (G) Tou edagiou (1) Tou &pbpou 10
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) o TOPUOKEVATTES Ka ol EICOYWYEIC
QUAPHOKEUTIKWY  TTPOIOVTWY  TTpoEAsUone  TpiTwy
Ywopwy vl og BEon va  DIEVEQYNTOUY  TOUG
gAéyxoug  olppwva  pe  Tig  peBddoug  Tou
avagépovtal oTnv wapdypago (£) tou edagiou (1)
TOU GpBpou 10.»°

() pe v EvBeon, apféowe perd 1o Eddgio (1) autol, TOU
akohouBou véou edagiou (1A):

«(1A) H ouvepyacia mou avapéperal aTo eddgio (1) guvioTaTa
oY avrahAayr] TTARpOQOPIWY HE Tov Eupwiraiké Opyavioud
Dapudkwy OXETIKG NE -

() g TTpoypappaTioBeiceg Kot TTpayparowonBeioes
ETMIBEWPNOEIC

{B) 1O oOuvioviopud TWv emMBewprioewy g TPITES
XOPES.»

{y) ME TRV ovTikatdoTaon TG mapaypdeou (€) tou edagiou (5)
AUTOU e TNY arOAOUBN VEQ TTapaypao (g):

«{€) va emiBewpolv TiIG EYKOTUCTATEIS, TA QPXEia, TQ
EYYPOPU KAl TO KUPIO GPYXEID TOU CUCTHHUATOG
QUPUOKOETTAYPUTIVONG TWY KATOXWY aderiv
KukAoQopiag 1 kGBe emixeipnong omv otmoia o
KGTOX0G TG ABEING KUKAOQOpioG avadérer thv
EKTEAEON TV dpaoTnpioTiTLy TOU
repIypdigovtal 610 Mépog V.»'’

(d) e TV QvTIKATAOoTAOoN Tou £dapiocy (B) qurod HE 1O akodAouBo
vEo eda@io (6):

«(6) Meta amo kdBe emBewpnon Tou JEvepyeiTal TUNPLVA
ue T eddpia (1) kai (2) amd EvreraApgvoug EmiBewpnrég, 0
YulBolAo Gapudxwy uTToPdaAAer £kBeon yia To KaTd TOCO O
QOPEAG TTOU OTTOTEASOE TO QVTIKEINEVC THS EeTBedpnang
OUUHOPQUIVETOI HE -

(@) TiIC APXEC KAl KATEUBUVTHPIES YPOURES TNG
0BG TAPATKEUGOTIKAC TTPAKTIKNG, OTTWG

Erionun KaQopigovtos  gTou¢  wepl  Pdpudkwy
Epnuepida, AvBpwivng XpAong (OpBh
?;ggmnw MapooxevaoTiky OpakTik) Kavoviouolg
. 30.4.9004. Tou 2004, d1rwe TpotroTronBnkay oo 10
Etrionpn mepl  QoupHdkwy  AvBpwTtrivig  XphAong
Epnucpida, (Opln MNopacKEVACTIKN FTpaKTIKe)
?&gglg)f_wﬂ Aigraypa Tou 2004 xai 1o Trepl PapudKwy

AvBpwmivrig Xpriong {Kavoveg OpBng

10.9.2004, MapaokeuaoTikig  Mpakmknig)  Aidraypa

Etrfonun




(€)

(aT)

©
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Egnpepida, Tou 2008, 1
Napdpmua

Tpito (I

10.11.2006.

(B) TG OpXES KAl KATEUBUVINPIEC YPUMMES THE
Opbri¢  Mpokmikic  Alavopng,  Omwg
kaBopifovial  ye  Kavoviopolc  TTou
ekOIdOvVTal CUUQWVE PE TRV TIapaypagpo
(a) Tou edagiou (2} Tou dpBpou 103 koM
pe Aidraypa 1ou Ytroupyou, Trou ekideTa
duvapel Tng mapaypdeou {(B) tou edagiou
(1) Tou GpBpou 103B, i

(y) ¢ diardéeig rou Mépoucg V,

KOl TO TIEPIEXOHEVO TNG EKBECTIC KOIVOTTOIENQ 010 (QOPET TTOU
QTTOTEAECE TO QVTIKEIMEVO TG EMBEWPNONG, O OTFOIOG TTPIV
amd TNV EYKpIon TG €XEl TN Ouvatotnta va utroBdAcl
TAPATIPACEIG.»

ME TNV avTikardoTaon tou edagiou (10) autod pe 10 akbhouBo
veo eddgio (10):

«(10) Ze mepiTrrwon Tou 1o ZUupBolAic DapuUdKwY CUPTTEPAVE!
611 1} emBempnoT Suvdpel TWY Trapaypdewy (), (B), (y) ko (B)
Tou edagiou (5) 1 n emBewpPnon BIOVOUER QUPHOKEUTIKGY
TPOIGVTWV 1] OPACTIKWV OUCKIY 1] WAPAOKEUQOTH £kOOXWY
IOV XPNCIHOTToIoUVTAl We TrPWTES UAEG, dev TNpEl TIC apXES KOl
TIG KATeuBuVTIipIEG YpappES Trou kaBopilovtal og Kavoviouolg
Ka/f] Aidraypa rou YTroupyou, Trou ekGideTan duvapel Tng
mapaypdapou (B} Tou edagiou (1) ToU dpBpou 103B,
Karaxwpidel 1o yeyovog autd oTnv Kolvotikn Bdon Sedopéviov
TToU avaeipeTat oTo £8d@io (9).»°

HE TRV QVTIKATACTAON Tou £daiou (12) autoU ye To akdAouBo
véo £8dagio (12):

«(12) Katomv amohoynuévoy  arrmparog, 10 ZupBoshio
PapUdKwWY atrooTEAAEl OE NAEKTROVIKY] HOPPT| TI EKBECEIS Trou
avo@epovial aro £8agio (8} amig apuddiec apxéc GAAou
Kpdtoug  pghoug 1 otov  Eupwmdikd  Opyaviapo
DAPPAKWV. » Kl

pE TV TPoaBikn, auéows peTd 1O £ddeio (13) autold Twv
ak6AouBwyv véwv edapiwv (14) kol (15):

«(14) Av n emBewpnon oy TIPOPRAETTETAI GTNV TAPAYPUPO
(€) Tou £Bagiou (5) odnyel oTo CUUTIEPATHT 0T O KATOXOG TN
adeiag  kukhogopiag Oev CUUHOPQWVETHE ME TO  CUOTNHX
(PAPHAKOETTAY PUTTVNONG OTTWG TEPIYPAYETAl 010 KOPIO dpXEio
TOU CUCTAPOTOS QUPHOKOETTAYPUTTVNONG Kal e To Mépog V, To




TpomoTmoinon
TOU @pepou b1
10U BAgikoU
voLIou.

TpoTretioinon
TOU BagikoU
VGIoU JE TNV
EvBean vEou
TiTAOU.

AVTIKQTAOTaOTN
TLV dpBpwv 54
gwg 59 Tou

Bagikol vépou.
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ZupBolAio PapudKkwyY YVYWOTOTIOE] TIG EAAEIYEIS OTOV KATOXO
TG ddeiIag KukAowopiag xar tou Oivel T SuvatomIa va
UTTOPGAEI TiG TTOROTNPIIOEIC TOU.

(15) Ta amoTeA£opard TNG £MBEWPNOTS TTOU AVAPEPOVTAI
oto £8G@Io {(14) KOWVOTTOIOUVTOE OTA GAND KPATn PEAN, Tov
Eupwiraikd Opyavious ®apudxkwy Kol oty EmTpotr.».

19. To GpBpo 51 Tou Bacikol vOUoU TROTTOTTOIEITH WE OKCAOUBWC:

(@)

(B

Me v avTiKardoraon Twv Trapaypdewy (@) kal {y) Tou
edapiou (1) autol we 7I¢ akdAouBeg vEeg TTapaypdpoug (a) Kal
(y), avTioToIa:

- «{@) TO QUPUAKEUTIKG TTPoidY gival eTIRAAGREC,
(¥} n oxgon xivdvou-opelous dev eival euvoiki,» Kal

ME TV TTpooBnkn, apeowg petd to eddeio (3) outod, TOU
akOAouBou véou edagpiou (4):

«(4) To XupPoUAlo POpuUdKwWY OUVATAl VI QAPHOKEUTIKG
TEPOIOV TOU OTOoIoU N TIPOUNBEIa £xel amayopeuBei 11 To
omrolo €xel amooupBel amd TNV ayopd CUPQUVA HE TIG
diatdeic Twv . edagivy (1) Kol (2) Kot o eEQPETIKEC
TEPITTTWOEIS KaTd 11y DIGPKEIR TG peTaBarnikic repidbou, va
EWITPEYEl TNV TOPOXI] TOU QAPHOKEUTIKOU TrpoidvTog Of
aoBeveig OTOUG OTToioug BN XOPNYEITal TO QOPUAKEUTIKO
TEOIOV.».

20. O Paogikds vOUOC TPOTTOTTOIEITAl HE TNV EVBETDN, QMECWE METE TOV
TitAo «MEPOY V GAPMAKOENAIMPYINHZH» auToU, Tou véou Ttithou
«KEDANAIO A FENIKEZ AIATAZEIZ».

21. Ta dpBpa 54, 55, 56, 57, 58 kar 59 t1ou Paocikol vouou
avrikaBioTavral amd 1o akdAouBa viéa dpBpa 54, 55, 56, 57, 58 xa 59,
avTioToIxa:

«EVIKEG
Blarageig.

54.-(1) To ZupBolAio Dapudkwy eival 1 appodia apxn
yia TN QapupakoeTrayputvion  otn Anuokparia  kal
gQapudler oUuCTRUQ  QApPUAKoETTaypUTIVAONS VIO TRV
EKTTANPWOT TWY KaSnkovTwy NG
(POPUOKOETTAYPUTTVNONG KOt YId OKOTWOUG CUMPHETOXNG
o1 dpagTnPIOTNTEG  QApHAKoeTayplTvnong TG
Eupwirdikris Evwong.

(2) () To oloTnua PAPHAKOETTAYPUTIVNONG




KaBrikovra
Yuufouiiou
Papudkwy yid
TH QUPLTKO-
graypdmvnon.

()
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XpnoiJoTroleiTal yid ™ CuAAoyn
TTANPOYOPIIV OXETIKA L€ Toug KivdUvoug
TWY QUAPMOKEUTIKWY TrpoidvTwy dcov agopd
TNV uyeia Twv aoBeviy 1) ) Onudoia vyseid.

Ot mAnpogopie¢ 1Tou  avagEpovial UT[’;V
TTAPAY PO (U) avaPEPOVTQ: IBIWG ~

(i} OTIS OVETIBUUNTEG EVEPYEIEC OTOV

avBpwmo amd T Xpron  Tou
PUPMAKEUTIKOU TTPOIOVTOS EVTOC TWV
Gpwv TNG GOEING KUKAogopiag Tou,

(ii) OTIG  QVETIBUUNTEC EVEDYEIEC OTOV

GvBpwmo amdé N ¥Xprion Tou
(PUAPPAKEUTIKOU TTPOIGVTOG EKTOG TWV
opwv TG Adeiag KukAopopidg Tou,
Ko

(i) om¢g avemBOunTeG EVEPYEIEG  TIOU

GUVOEOVTUI LIE ETTaYYEAPOTIKE £kBECT.

(3) To ZupBolhio Pappdkwy HECW TOU CUCTRPATOS
QUPUAKOETTAYPUTIVNONG TToU TReBAETTETOr oT0 £04@IO

(1)-

(@)

()

{y)

atioAoyei ETTICTNHOVIKS OAEC TI¢
TTANPOPOpIEG,

e€erale e ETTAOYEG yla Ty
ghayioromroinorn kol TNy TESANYn Twv
KIVOUVWY, KOl

avaAapBavel, £EQOTOV aralteiral,
KavovioTiK dpdaon HeE QVTIKEINEVO TV
DL KUKAOQOPITG.

{4} To ZupPolAio Papudxwy TTPOPRAIVEI O TUKTIKG
EAEYXO TOU OUCTHNAUTOC (QOPUAKOSTTAYRUTTYNONS KAl
avaQépel Ta arroreAéopdra oty Emitpom} ot 21
2emrepfpiou 2013 10 apyOTteEPo KAl 0T OUVEXEID KGBE
500 (2) xpdvia.

55.-(1) To ZupBouho Dapudrwy -

(@)

AauPBaver  S6Aa  Ta  KATAAANAG  WéTpa
TpoKeévou va evBappuvBolyv a1 aoBeveic,
O YIOTpoi, O @ApHOKOTIOIol Kal oI GAAo




MeraBiBaon
KaBnKovIwy g
GAAo xpdiog

8)

(v)

(5)

(€)
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ETTOYYEANATIEG TOU TOMPEX ThG UYEIGS KaBwg
Kar Kard TERITTWAT) EVWOELS KATAVOAWTWY,
OPYUVIGHOL TTOU EKITPOCWITTOUY aoBevEig Kai
ETOYYEALOTIKES €VWOEIG OTOV TOMEQ TNG
Uyeiag, va avagépouy OAES TIG EIKUlONEVES
avemQiunteg  evépyeieg oto  ZupPolAio
Gapudkwy- ' S

BIEUKOAGVEL TV avagopd amod  ooBeveig
HECW TNE TTaPOXNAG EVOANCKTIKWY TROTTWY
avagopdg, EMTPocBETWG  eKeivioy  TOU
Biadikrou

AapBdvel OAa 1o KOTAANAQ HETPA GOTE VO
OUAAEyeEl  emakpipfry  kal  emmoAnBedoiya
Bedopéva yia TV EMOTRHOVIKA agloAdynon
TWV avaQopwy IKaloUevwyY avemiBiunTwy
EVEQYEIY-

TOPEXEL OTO KOIVG EYKAIpWG ONHAVTIKES
TANpopopieg Yo BEHaTa PUPUGKO-
eTaypUTVNONG o€ 0,1 agopd T XPHon evog
PapHaKeuTIKOU TTPOIGVTOG, HE ™
dnuooieuon ot SiadikTuakn TTUAN KAl OE
GAMa  péoa  evnpépwong  Tou  kowod,
avaAoyd pe TNy TeEpiTTWaory

HEow peBOSWY CUAMOYAS TTANPOPOPILY KAt

o6TaV  QIQITETN HECW CUUTTANPWHATIKAG
TTapakoAoUenaorg TWvV AVAPO PV
etkaloMEVIIY  QVETTIBUUNTWY EVEPYEILY,
Appdver  OAa T KATAAANAD  RETPO
TTPOKEIPEVOU  va  TautoTroieiral  EekdBapd
owoiodfmoTE  PIOAOYIKO  GOPHAKEUTIKO
Tpoidv  ouvrayoypageital, xopnyeirar I
TrwhAeiTal ot Anpokparia, To oTr0I0 ATTOTEAE
QVTIKEIMEVO avagopdg EIKACOHEVNC
QVETTIBULINTAS EVEPYEIRS, AQuPdvoviag &V
TrROKEIUEVW  DEOVTWG TV Oovopasia Tou
QUPHOKEUTIKOU  TIROIOVTOG  OTTWG  AuTH
opifeTal OT0o dpBpo 2 kat TOv QOpIBHO
TapTidag.

(2) Tia oKOTOUG TNG EPAPHOYAG TWY TTapaypawy (o)
ko (€) Tou £dagiou (1), To ZupBolhio Pappdkwy dovaTal
va emBAAEl eIBIKEG UTTOXPERTEIG OTOUG YIATPOUG, TOUG
QUPUOKOTIOIOUG  Kal Toug GAAOUG  eTTayyeApaTieg Tou
TOUEQ TNG UYEIGG.

56.-(1) To Zuppoliio ®apudkwy ptopsi va peTaidoel
OTroIdATIOTE aTrd TO KABHKOVTA Tou avatiBeviar duvape!




UEADE,

YTTOXPEWOEIS
kardyeou ddeiag
KUKAogopiag yia
TH POPHAKOETTA-
ypumvnon,
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10U Mépoug V kal Tou Tithou [X thg Odnyiac 2001/83/EK
0g JMo  Kpdarog pENOG £OOOV QUTO  CUHQWVACE
EYYPAPWS.

(2) Kd&Be xpdrog HEAOG pTropel va avIITTpoowTTElE
UOVO £Va GAAD KPATOG LEAOC,

(3) Ze mepiTrwon Tou 10 ZupRolhio dappdkwy
HETORiBGosr T KABrKovTa Tou avagépovial oTo £8dpio
(1) oe GAho kpdrog pEhog, TTANPOQOPE! eyypaQuIc ThV
Emrpom) kar tov Eupwiraikd Opyaviopd Pappdrwy,
kaBwg ko Ta utrdAoia Kpdtn pEAN OXETIKG pE TN
peTaBifaon.

(4) To yeyovog tng petaBifaong dnuooieleTal oThY
Emionun E@nuepida tne Anuokparioc.

57.-(1) O «xdroxog ¢ Gdelag Kukhogoplac Exer
UTroXpéwon vo-

{a) cQUpHOlEl TPOg EKTTATpwON TV
KOONKOVTWY  QapUaKoeTayplTvnong  éva

guoThua POPUAKOETAYPUTTIVNONG
[00dUvVapo Je ekelvo Trou e@apupélel To
- ZuuBouAiio PapUGKwY KOTG QO
diaAapBavopeva oto edagio (1) Tou dpBpou
54,

{5)] HECW) TOU OUOTI HaTog

QAPUOKOETTAYRUTIVIIONS  TIOU  aQvapEpETa
omv Tapdypago (o), afiodoyel OAeg Tig
wAnpogopies  emoTpovIKE, €LETdlEl  TIC
EMAOYEC I TV eAayioTOTrOINON Kol TV
TEOANYN Twv KIvddvwy kot £dv amaiTeital
AauBave peErpa,

) TPAYHATOTIOIEl  TOKTIKG  €AeyX0  Tou
CUUTHATOS  POPHAKOETICYPUTIVIONS  TOu
TOTTOOETWVTAG ONUEiWNG  OXETIKG pe 1O
KUpia Tropiopata Tou eAéyxou ovo kUpio
apxefo TOU CUOTILATOC
QAPHAKOETTAYPUTTVNONG Kai £§ACQaAilovTaC
e Bdon rta  Topiopata eAéyxou TNV
KOTAPTION KAl TNV epuppoyn kardAAniou
OiopBuwrikoU  oyxediou  Bpdong:  agou
EQUPHOCO0UV 010 GUVOAD TOUC 01 ev AdYw
OlopBwnikég dpdoeig, To onueiwda uTope
VO OO UPBEL.




(2)

(@)

()

(Y)

()

(€)

(3)(c)

B

Hépo¢  ToU  CUOTAPATOG  PUPUOKO-
eaypdTVNIONG 0 KATOXog Tng adelng KUKAoopiag
TIPETTEI VA -

EXEl HOVILIWG Kal CUVEXWG oTn BidBecr) Tou
éva KOTaAANAQ iBIKeupévo dropo, To oTrofo

- gival uTreluve yIo ™m

PUPHAKOETTAYPUTIVION,

neel kKo £xel SiaBEapo 6tav Tou gnmBel, 1O
xupio apxeio TOU oUGTHHATOG
QOpHAKoETay pUTTVONG,

gpappolel  olomua  Diaxeipiong  Tou
KIVDUVOU Yid KGO pUpPOKEUTIKG TTPOIGY,

TTUPAKOACUBEl TO QTTOTEAEOHO TWV PETPWY
gAayioTomTeinong Tou KIvdGvou Ta  oTroid
TreplAapBavovral oto oXEdIo Blaxeipiong Tou
KivdGvou 1 Ta omola TiBevral wg Gpol NG
aSeiac KUkAogopiag olpguwva HE To £dAPIO
(6A) Tou GpBpou 13, To dpbpo 13B N 1a
eddia (8) kan (8) Tou dpBpou 15, KAl

eTTKaIpoTolel 70 oloTNUO GlaXEeipiong Tou
KIVEUVOU Kol TrapaxohouBel ta oToixeia Tng

(QOPHOKCETTAYPUTIVIIONG VIO VA poadIopides

£Av UTFGPYXOUV vEot KivBuvol 1] HETAaBANBEVTES
kivBuvol | katd OO0 UTIApPXouV CAAQYEG
tou 1ooluylou  o@EAoUG-KIVOOVOU  Twv
POPUAKEUTIKWY TTROTOVTWY,

To aBIKEUUEVO GTOHO TIOU QVOQEPET
omyv Tapdypago () tou edagpiou (2)
dlopével KAl . BpUOTnpIoToETAl 0TV
Eupuwaike ‘Evwary ko gival utredduvo yia
™ Onuioupyic Kar TR Olaxeipion  ToU
GUOTIHATOS POPMAKOETTAYPUTIVIONG.

O kdroxo¢ TG GOEIG  KUKAOQOPITS
uTTOBGAEl  TO  OVOMTETIWVULO KOl 7O
gToIXEIQ  E£TMIKOWWViag Tou  EIBIKEUUEVOU
arépou  OTY  apuodic apx Kat  oTov
Fupwrdikd Opyaviopd Papudkwy.

(4) Me tnv £mMeUAGEN Twy SlaTdgewy Tou gdapicu
(3), To LupBouAio PUPHAKWY HTTOPET VO GNTHOE TO

Biopiopo

apuodiou  emikowvwviag  yio  B€uara

PAPHOKOETIAYPUTIVIIONG O OTFOIG Ba AVAPEPETAL OTO
EISIKEUPEVO GTOHO  UITEUBUVO  YI OPAOTNPIOTNTES
PUPUAKOETTAYPUTIVNONAC.




fpdobereg
Dardteig
QAva@oPIKd HE
10 oGOTHHA
Biayeiplong
KivS0vou.
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58.-(1) Me tnv emQUAQEN Twy SIATALEWY TWY £8aQity
(2), (3), {(4), (B) xa (B), ot kdaToxol Adewwy KUKAopopiag
ToU €Youv xopnynBel mptv amd v 21n louAiou 2012,
dgv Oa arrarreiral KATd TTAREKKAIOT] aTmd TNV Tapdypaeo
(y) tou edagiou (2) tou GpBpou 57, va £@apudlouvv
odotnua diayeipiong KIvoUvou yia KABe QUPHOKEUTIKO
Tpoidy.

(2) To ZupBouAic Papudkwy duvorar va emIRAAEl
OTOV KATOXO 4dgia¢ KUKAoQORIOE ThV UToOXpéwan va
eQappooel Eva olotnua Staxeipiong Tou KIvOUVOU &G
TpoRA&ITETCE OTNV Trapdypago {y) Tou edagiou (2) Tou
apBpou 57, av uTIdpYouv BEpata OYETKE UE TOUG
KIVOUVOUG 1TTOU ETNPEQGLOUV T Ox€on KivBUvou-op£Aoug
EYKEKQINEVOU QPUPMAKEUTIKOU TTPOIGVTOE, KABWe Kol oTo
TAgicio QuTG va amaitfioel TNy uToBoAr Aemrrouepolg
TEPIYPAYPIC ToU auoThipaTog diaxeipiong Tou KivdUvou, To
omroio TrpotiBeral va £QapUOCEl yiId TO OUYKEKPIHEVD
PURUAKEUTIKS TTROIOV.

(3) H emBoAn g urroXpEwang Tou TPORAETTETQI OT0
£dQ@Io (2), TRETE -

{a)  va eivai DedvTwG AITIoAOYNMEVN,
- (B)  va KOWOTTOIEITAN YPUTITWG, KO

(y) va mrephauBdver xpovodidypauua yia TRV
UTTOBOAY TG AETITOMEPOUC  TTEPIYPOPNG
OUOTAHATOS DIaYEIpIoNG TOU KivOUVouU.

(4) To ZuypBolhio Papudkwy Bivel atov KATOXO TG
adelag Kukhogopiag 1 SuvardmTa va UTTORGAE] ypaTTeES
TTAPATIPIICEIG OXETIKA HE TRV EMPBOAN NS UTToXpEwong
TToU TrpoPAETTETQN oTO £8A@Io (2) evTOg TTPoBeoyiag, TTou
Ba xoBopilel, av o KAtoxog TG &deiag 10 {NTRCE evréc
TpidvTa (30) nuepwv amd v wApaAaBt} TAS YRATITHG
KOIVOTTOINONG TNS UTTOXPEWONG.

(6) Me Bdon 1g ypaAnTEG TAPATNPNCEIS TTOU
avagépovrdal oro £0a@Io (4), To ZuuPolAio PApudKwyY
amoctpel 1] emBeRaitivel TNV aroEAGT] ToU VIa ETROAN
TG ev AOYW UTTOXPEWOTG.

(6) Ze wepimrwon emPBeBoiwaong g ardeaons Tou
ZupBouAdiou Dapudkwv cOPewva e TIG DIATAEEIC TOU
edagpiou  (B), n AO&IA  KUKAQQOPIQC TPOTTOTTOIEITAI
QVAAGYWC, WOTE VO TTEPIAGREL TO PETPA TTOU TTRETEN v
AneBolyv oTa TTAQICIA TOU CUOTRMHATOS BIAXEIpIONS TOU
KivDUvou w¢ Opo TG ddelag  KukAoopiag, OTwe




Tpotrotoinon
ToU Bacikod
VOHOU WE TIV
£vBean) veou
TITAOU Kol VEWY
apBpuwv.

Xpnuarodomaon
TWV
SpacTnpICTATLIV
(POPHAKOETTO-
ypuTIVnonG.
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TEoBAETETQlI otV UtroTTapdypaeo (i) TNg Tapaypapou
{a) Tou edapiou (BA) Tou apbpou 13 Tou Nopou.

59.-(1) H dayeipion g Xxpnuotodormong, n oroid
TpoopileTal  yia  OpaCTNPIOTNTEC  OXETKEG ME TN
POPHAKOETTAYPUTIVIION, 1 AgiToupyia  Twy  OIKTOWY
ETIKOIVWVIGS KAl N ETTOTITEIR THS Oyepds TEAOUY UTTo 1O
Biopkn £Aeyxo Tou ZupBouldiou PopHaKWY, WOTE VA
e€ao@alifeTal N ave€apThoia TOUS KOTA TNV EKTEAECT TWV
AVTEPW DPACTNPIOTATWY QUAPUAKOETIAYpUTIVNONC.

(2){a) To XupPolihio @appdkwy BOvarar va ETIRGALI
TEAN OTOoUg KATOXOUC ADEING KUKAopOpiag yia Tny
EKTEAEON TWVY dpaoTnPIoTATWY Trou
TpoBAfmovral  oto  edaglo (1), umd TNV
TrpolTreBeon 671 DlaCcQaAIfETaE  QmdAUTA N
avegapTnoia TOUG KATA TV EXTEAEDT TWV £V AOYW
BSpaoTnpIOTATWY.

(B) Ta TéAn kaBopidovTar duvdper Kavoviouwy. .

22. O Baoikée vOpoC TpoOTTOTIOEITAl ME TNV EVBEON, QuUECWC META TO
dpBpo 58 autol, Tou akdAouBou veou TiTAou «KEDAAAIO B AIADANEIA
KAI EMIKOINQNIA» kat qUécwg LETE TwV axkdhouBuwv vEwy GpBpwy 59A

Kol H9B:

«EBviIk
SIaBIKTUaKD
TTUAN.

59A.-(1) To ZuppoUAio Papudxwy dnuioupyet Ko
Biatnpel €Bvikr} SiadIKTUOK) TTOAN yIQ TQ QUPMAKEUTIKS
TPOIGvTa, 1 Omoia OICUVOLETAl HE TNV EUPWITTIKA
dtadiktuakry TOAN VIO QOPUOKEUTIKG TROIGVIQ TOoU
KaBiepwveral oUpgpwva pe 1o ¢pBpo 26 Tou Kavoviguou
(EK) 726/2004.

(2) Méow ¢ €Bvikng BadIKTUaKnG TUANG yIX T
QUPHAKEUTIKA TrpOTovTa Trou TTpofAémeTar oto £8awIo (1),
1O ZupfPolhio Papuaxkwy dnpooiotroiel ToUAdXIoToV TO
akdhouba:

(@) Tg Odnuodoieg ekBiéoeg  afioAdynong,
OUVODEUBUIEVES TTTO TrERIANWD,

() TG TEPIANWEIC TWY  XUPAKINPICTIKWY
TrPOIOVTWY KA1 T PUAAC 0DV,

{y) TS TEPIANYEIS TWY OXEDiWV dlaxEipiong Tou
KIVOOVOU YIG QOPHOKEUTIKG TrpoidvTa Trou
eykpivovial oUuQwva pe Tov Trapdvra
Nopo,

() TOov  Katdhoyo | TwV  QUPUAKEUTIKMV




Anpooia
avayyeNia
TTANPOGODHLV.
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TIPOIOVTWIY, OTTWG QVUQEPETOl OTO GpBpo
23 rou Kavoviapou (EK) 726/2004,

(€) TV EVAPEPWON OXETIKA PE TOUG Bidgpopoug
TPOTFOUG avaQopag EIKACOUEVIOV
QVETTIBU NTWY EVEPYEIWV TV
POPHOKEUTIKWY TTPOIOVTDV oTo XupBolGAio
PapuaKwyY amd £TTOYYEACTIEC TOU TOUEX
Tmg uyeiag Kal  amd  aocBeveic,
GUUTFEPIACUBAVOPEVIY TWV NAEKTPOVIKWY
TUTTOTTOINMEVIOY EVTUTTWV TFOU avapEpovTaL
o1o dpbpo 25 tou KavoviopoU (EK)
726/2004.

59B.-(1) MOAIg o kdtoxog TNng dbelag KUKAOQOpIag €XEl
mv  wpdBeon va mpoPBel og dnuooia  avayyeAia
TTANPOPOPILY YIa BEpaTa @appakoeaypdTvione doov
apopPA Tr XPRon evos QAaPPOKEUTIKOU TTPOIOVTOC, OF KGBE
TePITTTwon  Tautoxpbvwg 4 mpv - amd v
Tpayparomroinon g ev Adyw dnpdolag avayyehiag,
EVNHEPWVEl TO ZUMBRoUMo  ®oapudkwy, Tov EBWVIKO
Opyavioud dappdkwy Kat Thv EmitpoTr.

(2) O xdroyxog ™G Gdei0g KuxAopopiag efao@alilsl
071 01 TTANPOPOPIEC TTPOG TO KOIVO TIOPOUCIGovTal UE
QVYTIKEIMEVIKO TPOTTO Kl Oev efval TTapamAQVNTIKES.

(3) To ZupBolGAlo DPapudkwy EVRPEPWOVEL TOV
Euptotrdiké Opyaviopd ®appdkwy ko v Emiipot 10
apyoTEPO £iKOOH TEOTEPIG (24) Wpeg TrpIv atrd T dnudoId
avayyehia TTARPOQOPILY yi EpaTa
QUAPUOKOETTAYPUTIVIIONG, €KTOC av amqitolviar SnuoaIes
avayyeAicg yia TNy TTpeaTacia g Snudoig uyeiag.

(4) Ooov agopd Tig dpaocrikés ougleg, ol oToigg
TEPIEXOVTAl O PUPUOKEUTIKG TrROIOVT EYKEKPINEVA OTN
Anpokparia  KaBwg kol 0t GAAD KpdTn pEAN, TO
ZupPolhio  Poppdkwy  TpoBaivel ot avayysAieg
ao@dAeiag k&Tw amd TO CUVTOVIONO Tou EupwTraikos
Opyaviopol  Qapudkwy, 0 Omoiog  TAPEXE! 1O
Xpovodiaypduuara  yia TN dnpocioTonon  Twv
TANPOPOPILY a1l TIG ApROdIEG QPXES TWV  KPATWY
HEALDY,

(5) Fiat okoTTOUG eQupoyhs Tou edagiou (4) K UTH
10 oUVTOVIOHO Tou Eupwirdikoy Opyaviouol Dapudkwy,
T0 ZupBolthio Pappdkwy  KATORAAAEl kdBe  eGAoyn
TPOCTIABEIA VIa VO CUNQWYNBEl Kowd pivuld yia Ty
acedAeia KaBwg Kal yia 1o Xpovodiaypappata Siavopnig
Yid TO €V AOYW QUPUUKEUTIKO TTPOIdY HE TIC apuddieg
OPYES TV GAALY KOATWY HEAWY.




Tporromroinan
TOU Bagikou
vOUOU PE TNV
¢vOean véou
TITAQU Kt VEWY
dpBpuwv.
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{8) Otav 10 ZuuPBoGhio Pappdkwy drucoloTolel TIg
TTAnpoQopieg TTOU avagpepovTal ord eddgia (3), (4) kal
(5), e€aheipel OOIECDNTTOTE EPTTIOTEUTIKES TTANPOPOPRIES
MPOCWINIKAC 1 EUTTORIKAG  uong, &x1é¢ av
BrpocioToinor Toug €ival avaykaia yia v Tpogtaaia
g OnudoIag vyeiag.». ' '

23. O BaoikOg VOLIOC TPOTIOTIOEITAI, WE Triv EvOEoT GNEOWCE LETG TO
GpBpo 59B avwtéplo, Tou veéou TiTAou «KEDAAAIO T KATAXQPIZH,

ANADOPA

KAl A=IONOFHXH TON AEAOMENQON

GAPMAKOENMATPYTINHEIHZ» xou duéocwe HETA Twv aKOAoUBWY VEWV
apBpwv 591 £wg 59IXT:

«Karayuwpion
Ko avagopd
EIKOOHEVLOV
aveTnBuunTwy
EVEpYEILY aTTd
TOUG KUTOKOUG
adeiag
Kukhogopics.

Emionun
Epnuepida,
MNapdprnua
Tpito (I):
30.04.2004
28.07.2006.

597.-(1) O kdroxog adeiog KukAogopiag kataywpilel kaBe
gIKaZOuEYN QveTTIBUUNT EVEPYEIQ TTOU Traparnpelra: oTnv
EuvpwTtraixkyy Evwon f og TpiTeg XWPES KAl 1 oTroid
UTTOTTTITEL OTNY QvTiANW Tou, eife avap£peTal qubdpunTa
arrd aobeveic 1 amrd eTTayyeApaTieg Tou TOPEQ TG UYEiag
giTe evroTideTar OTO TTAQICIO PETEYKPITIKIG HEAETNC.

(2) O kdaroxog adeiag KukAogopiag e€aocealilel 6T O
gv Adyw avoQopég gival TTPoORACIHES COF &vda KAl
povadikd onueio evidg g Eupwmaikis Evwong.

(3) O skaldueves avemBOUUNTEG EVEPYEIEG TTOU
eUpavidovTal OT0  TAdigio  KAWVIKWY  SOKIPWvY
KQTaQXWwpilovial Kai  Qva@epovial oluQwva e  TIG
diardeic Twv Tepi Pappdkwy  AvBpwivng  XpAong
(OpBn KAvikty TpakTikn) Kavoviopwy tou 2004 kal 2006.

(4) O kdaroyog adeiag kKukAogopiag dev dlvaral va
apveitar vo AQRBel avaopés eiIkalduevwy avemBounTwy
EVEPYEILY Trou TapahapBdvovTal NAEKTPOVIKG 1} JE KABE
dAho kardAAnAo péoo amd aobBeveic ko eTAYYEAUOTEG
TOU TOWNEQ TNG LYEIQG.

(5) O kdroxog ddeig xukhoopiag uTroBdAAel
nhektpovikd otn Bdon OGedopevwv Kai oTo  OiKTUO
emefepyacias dedopéviuy Tou avagépetal oto dplpo 24
Tou KavoviopoU (EK) 726/2004, 1 Pdon Sedopevwv
Eudravigitance, wmAnpogopieg OXETIKA HE OAeg TIG -
£IKQ{OUEVEG QVeTHBOUNTES EVEPYEIEC Trou eu@avifovTal
otnv Eupwrraiky Evwon Kat ot 1pireg XWpeg, €vrog
dekarévre (15) nuepwv amd TNy nuépda katd Ty omoia o
olkelog xaTaxog Adelag AARAVEl YVWOT ToU OUHBAvVTOS.

(8) O xdaroxog GdeIag KuKAoopidag UTTORAAAEI
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nAekrpovikd ot Baorn  Gedopévwy  Eudravigilance
TIANPOPOPIES OXETIKG ME OAES TIC [ GOBQPES EIKQTOEVES
QVETTIBUUNTEG  EVEPYEIEG  TTOU  glgavifovial oy
Eupwraikr ‘Evwon, eviog evevrivia (90) nuepwv awd my
NHEPA KATd TV o110l 0 OIKEInG KAToxog adeiag AapBavel
yVWor; Tou OUpBAavTog.

(7) Qoov apopd QUPUOKEUTIKE TIpoiovTa  Trou
TEPIEXOUV DPAOTIKEG OUTIEG, O1 OTOIEC avaPEPOVTAl OTOV
KardAoyo ¢ BifAioypagiac Tou TapakoAouBeital amrd
Tov Eupwrirdiké Opyavioud Papudkwy oluguva g 70
apBpo 27 tou Kavoviopol {EK) 726/2004, o kdroxog
adelag KukAogopiag Oev Kaheital va avagépel otn Bdon
dedopévwy Eudravigilance 1ig exkaldueves avemBUUNTES
EVEPYEIEC TIOU KATAYPAQPOVIQE GTHY TTAPATIOEHEVN 1QTPIKT
BiBMoypagia, CAAG TapakoAouBei kGBe AAAN 1aTpikA
BiBAioypagia Kol avOQEPEl OTTOIECONTIOTE EIKACOMEVES
QVETTIOOUNTEG EVEPYEIES.

(8) O «kdroyxog adeiag KuxkAogopias OeoTile
diadikaafeg pe okomd T ouMoyy emakpifov Kol
eOANBeUsINWY  OTOIXEIWY  yiIa TRV ETICTAMOVIKA
QSIoAGYNCT TWV aQvaQopwy IKALOpeEVWY avemBiunTwy
EVEPYEILV KAl OUAAEYEl  ETRIONG,  CUNTIANRWHOTIKEG
TAnpogopieg TAPUKoAOUBNONG OXETIKE HE QUTEG TIG
QVAPOPES KAl UTTORBAAAEL ETTIKQIPOTTOINMEVES EKBOXEC OTN
Baon dedopivwy Eudravigilance.

(9) O karoyog adeiag KukAopopiag ouvepydleTal e
Tov Eupwraikd Opyavioud ®apudkwy kar 10 Zuupoihio
POpHOKWY YId VA EVIOTIIOTOUV 01 BITTAEC KATAXWRIOEIS
OXETIKY PE TIGC ava@opég ekalduevwy avemBounTwy
EVEPYEIV.,

Karayxwpion 99A.-(1) To ZupPovAio Papudkwy kKoTaxwpiler OAeg TIg
Ko “";}POPG EIKOCOUEVEG QVETTIBOUNTEG EVEPYEIEG TrOU exdnAwvovTal
g:;;’\:ﬂlgpg’;‘é OTIV EMKPATET TN ANHOKPATIXG, Ol OTofEg avapEpovTal
10 ZUBOUAID amd ETOYYEAUOTIEG TOU TOMED TG Uyeiag Kol Qmmd

PApUKLY. aoBeveig. i

(2) To ZupRouhio Gapparwv UEGIUVE VIR TNV EVERPYD
QUMUETOXH) TWY QaoDeviovy KAl TWY ETAYYEANQTILOY TOU
TopgEa TG uyelag, eQOgovV  Kpiverar OKOmMHO, ©OTN
CUMTTANPWLIATIKN TrapakoAoldnon OTTOIVOITOTE
avaeopwy  AauPBavel WPOKEIUEVOU va  TNEOUVIAl O
BIATGELIG TV TTapaypdewv (y) Kal {€) Tou edagiou (1) Tou
GpBpou 55.

(3) To Z2upPBouhio Dappdrkwy YEPIIVE WOTE O ;r
QVAPOPES TWV £V AOYW aveETTIBUNTWY EVEPYEIWV VA £V
duvatd va utroPdAlovidl péow eBvikhAG SIadIKTUQKNG
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TUANG yid TQ QUPUAKEUTIKG Trpoidvta 1} ME dAAoug
TROTTOUCG,

(4) T TIC QvaPOPEG YIa QVETTIBUUNTEG EVEQYEIES TTOU
utroBdrhhovral ¢ autd améd Kdtoxo Gdeiag KUKAOQORIaG
Kal exOnAWvovTa atnv eMKPArTeld g Anpoxpariag, To
2upfotho Puppdkwy dUvaral va UTTAECEI Tov ev Adyw
Karoxo g ddeiag KUkKAogopiog OTh CUUTTANPWHOTIKA
TAPAKOAOLONTN TWY avaQopuv.

(6) To ZuuBolthio Papudkwy cuvepydlerar [HE TOV
Eupwrraikd Opyaviopd ®apidkwy KAl TOUG KATOXoUC
adeiag KukAogopiag yia va evromoBolv o dImTAég
KATOXWPIoEIS TWV avapopv EIKafOMEVWY AVETIBUUNTWY
EVEPYERDIV,

(6) To ZupBolAiio Pappdrwy eviog dekamévre (15)
NUEPWY aTrd TNV TapaAaBn Twv avagoplv ooBapiv
EIKACOHEVIIV avemluunTwy EVEPYEIV TToU
TpoBAETTOVTOl o1 £dd@ia (1) Kal {2}, utroBdAhel Tig gv
AGyw avaQopéc nAektpovikd om  Bdon Sedopéviv
Eudravigilance.

(7) To ZuuPoluho dapudkwy, evrdg evevivta (90)
NUHEPWV ams TNV TTApaAaBn  Twv avaeoeplv  TToU
meptypdpovran  ora £ddga (1) ko (2), umroRdAAel
NAEKTpOVIKG otnv Bdon Oedopévwy Eudravigilance Tig
avapopes Ui cofapwv  eIKalOpevwy  avemiBupnTwyY
EVEQVEIWV.

(8) Kabe xdaroxog adeiag kKukhogpopiag €xel Tpoofaan
OTIg ava@opég TTou avapEpovTatl ota edd@ia (8) kot (7)
Héow TN Bdong dedopiviwv Eudravigilance.

(9) To ZupBotMo @appdkwy eEaopaliter O o
QVQQPOPES EIKACGUEVWY QVETTIBOUNTWY EVEPYEIDY TTOU
YVWOTOTIOIUVTAl O aUTO KAl TTou o@eihovial o AdBog
OUVOEOMEVO HE TN XPION QORUAKEUTIKOU TTPoidvTog,
kaBiotavrar  OlaBEocipeg ot Bdon Sedopéviov
Eudravigilance kai oe kGBe apyn, opéa, opyaviopd ko
Opyavo Ue appodidThrd Yia TNV So@dALIR TWV aoBEVWV
otn Anpokparia.

(10) To ZupBouhio Papudxkwy eEao@ahiler 071 ol
apuodieG OpXEG YIO TA QOPHOKEUTIKG TrpoidovId Twv
GAMWY KPATWV HEAWY EVNMEPWVOVTA VIO OTTOIECONTIOTE
EIKACOUEVES AVETIOTUNTES EVEPYEIEG EXouy
YVWOTOTIOBE gg OTroIadnTToTE GAAR appodia apXn Thg
Anpokpariag.

(11) O avagpopés Tou TpoBAETovTar ota eddgia (9)




MNepioBikég et
KOIPOTTOINEVES
EKBETEIG YIT TV
AcQGAEID.

ZuxveTnta
utrofoAng
TEPIOTIKWY £T1-
KapoTrainuévioy
EKBETEWY VIO
NV GoQaAeld,
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kal (10) emonpaivovrar dedviwg OTA  TUTTOTTOINHEV
EVTUTI TTOU avagEpovTal oTe Gpbpo 25 Tou Kavoviopou
(EK) 726/2004.

(12) Ekté¢ av dikaichoyeital yio  Adyouc Trou
aTToppPEOUY arod TI¢ OpACTNPIOTITES
(PAPNAKOETTIAYPUTIVRGNG, TO ZupBoUAlo Papudkwy Sev
duvaral va eTTIBGAEl HEHOVWMEVA OTOUS KATOXOUC adeiiv
KukAopopiag oTroleadriroTte emMITPOCOETES UTTOXPEWTEIC
YIO TNV QVOPOPU EIKCGOHEVIOY QVETTIBUUINTWY EVERYEIDV,

SOE. O1 kdroxor d4deiag kuxhogopiac umoRdAhouv
TTEPIODIKEG ETTIKAPOTTOINUEVEG EXBETEIS IO TNV AOQAALIX
oGppwva Pe Tig Siardéeig Tou dpdpou 107B g Odnyiag
2001/83/EK. '

9592T.-(1) H ouxvémta  umoBoAig  mepiodikiv
EMKAIPOTOINUEVIOY  EKDECEWYV  yIa TNV AOQPAAEK
kaBopifeTanr otV GBEId KUKAOPOPIAS TOU PAPLIOKEUTIKOU
TTROIOVTOG,.

(2) O1 nuepounvieg utroBoAig olugwva Je TH
OUYKEKDIPEV  guxvOTnTa  UTroAoyifovial amd v
nuepopnvia £kdoang ¢ adetag kKUKAoQopiac.

(3) Or karoxol adeiv kukAogopiag Tou sixav

- XopnynBei mpiv amd v 21n lovdiou 2012 kai yia Tig

OTFOIEG 1 TUXVOTITO KAl OF NUEpPOUnViES UTTORBOARC Twv
TEPIODIKWV  ETMKAPOTTONMEVIY  eKBECEWV  yIo TV
agpdAeid  dev  opifovial w¢ 6pog yia v Gdela
KukAogopiag, UmrofAAAoUV TIEPIOBIKESG ETTIKAIPOTTOINUEVES
EKBECEIS YO TV JoPdAsia CUUPWVT LE TIC BIATAEEIS ToU
edagiou (4) £wg Otou GAAR ouxvoeThTd 1 GAAEC
nuepopnvieg uTToRoANG Twv ekBéoewv KabopioTolv oTNV
adeia KukAogopiag 1] cupgwva pe 1o eddgia (8), (7), (8)
Kai (9).

{(4) O1 meplodIkéG EMIKAIPOTTONUEVEG EXBETEIC ViCt
v agedieia vtroBalhovial oto ZupPouhic Papudkwy
aUECWS POAIG {nTnBoUY 1} cUpewva U Ta akdAouda:

(@) GTaV TO QUPUAKEUTIKG TrPOIGV Bev €Xel
1ebel akdun o KukAogopia omy ayopd,
TOUAGXIOTOV KGBE £8€) (B) prves perd v
£kdoon adeiag Kukhogopiog Kal we T
Béon oe Kukhogopia atnv ayopd,

9] OTaV TO PAPUAKEUTIKO TTPOIGV £Xel TE8El OF
KukAo@opia otnv  ayopd, TouAdxiorov
KGBE ££) (8) Urveg Katd 1o BUo (2) TeMmTa
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€T peTd TNV apxikh Béon og Kukhogopia
oV ayopd, uia popd emoiwg yia Ta
emopeva 000 (2) £ Kal gt guvEXEld avd
TPRIETICL

(5) O Biardgeaig Twy edagiwv (3) kal {(4) toxdouy
EMONG VIO TA PAPUGKEUTIKA TTPOIGVIA WV oTrofy 1~
KukAOQopia EXEl eyKpIBei povo o€ €va Kpdrog UEAOC KO
yia Tt orroict ev 1oy el To eddpio (B).

(6) Otav 1 wpotdvra wou  umdyovial Of
dagoperikég adeieg KukAogopiag mepIEXouv TV D
dpaoTiky) ouoia fj Tov i3I0 CUVBUAONG BpUCTIKGY QUOIDY,
N OuXveTNTA KW O n[HEPOUNVIES UTTOPROANS  TWv
TEMOBIKWY  ETIKAPOTIOIMPEVIOY  EKBECEWY  yIa TRV
QoQaAsla rou  aTroppéouv  amd TNV EQAPUOYH Twv
edagiwy (1), (2), (3) xar (4) dGvavral va TpoTroToInBoy
Kal va  evopuovioTtoly  wote va  gmrpamel  evidia
agioAdynon oro TAdiow TG dodiKaoiag KarapepIoHas
EPYOCIWV YIa v TEpIOdIKY emKaipoTromuévn £kBeon yia
TV ao@dAeia kal va TeBei npepopnvia ava@opds g
Eupwrrdikrig Eviwong amé tnv otrofa 8a umrohoyilovrat ol
NUEPONNVIES UTTOBOANAG.

(7) T oxotrols epappoyrig Tou edagiou (8), n
nHepopnvia avagopds ¢ Eupwmdikic Evwornc yia 1a
PAPMAKEUTIKA TTPOIOVTA TTOU TTERIEXOUY TV iBIt BPAOTIKY
ougia 1} Tov D10 ouvBuaouS BpUCTIKWY OUCIIY Efvai-

() N nuepounvia g Tpwing  &deiag
KUKAO@Opiag TOU PUPHAKEUTIKOU
TpoidvTOg oty Eupwmaikh ‘Evion, 10
OTTof0 WEPIEXEl TV eV AGYW OBRUOTIKA
oucia R TOoVv &V Adyw ocuvduaoud
OPUCTIKWV OUTIWY, 1

(B) av 1 nUepounvia ToU avoQEpETUl OTHV
Tapaypaed  (a) Oev  pmopsi  va
emBeRaiwBel, n TrpoyevéoTEPn amd TIG
YVWOTEG  NUEPOMNViES  Twv  adeiv
KUKAOQOPIOG YIO QUPUOKEUTIKE Trpoiovia
TFOU TIEPIEXOUV TV &V Adyw JPUOTIK
oucia K TOV ev Adyw ocuvdudoud
BPUTTIKIV OUCILY.

(8) O1 karoxot adeidv KukAopopiag emTpETETAl Va
urroBdAiouv  afmua omv  Emrpor]  Qapudkuwy
AvBpwmvng XpRong i oty opdda GuvToVIGHoU, Kard
TEQITTWON, YiIX  va  kaBopiotodv 0l nuepopnvieg
avapopag e Eupwtdikis ‘Evwang i yia va aAhay8ei n
ouxvoTNTa UTTORoAMC TWv TTEPIOBIKLOV




AZiohdynon fwv
Treplodikury
ETTIKQIPOTIOIN-
HEVY EXBETEWY
¥ICL TV
aopdAsia amé
10 ZUppoihio
PapuaKwy,
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ETMIKAPOTIOINPEVIDY EKBEGEWY VI TNV aoQAAsia-
(@) yix Abyoug dnpdoiag uyeiag,

(B) vyia v amopuyn  emavdinyng Mg
agloAbynorng, 1

{y) vtV emiteugn diebvolg evapuoviong.

(9)(a) To aimpa ou avagéperal oTo eddgio (8)
uTroRGMeTal ypamTwg Ko aflohoyeital
SEGVTWIG.

(B) H Empoty  dapudkwy  AvBpwirivig
Xpnong 1i n opdda cUVTIOVIoHOY, KaTéTriv
OwBouieloswy pe v EmTpomd
PappokeeTTayplmvnong-AdioAdynonc
Kivdivou, eykplvel 1§ omoppitmrer 170 ev
Abyw aitnpa.

) Omoiadrirote ahhayr} Twy NUEPOUNVIGV 1
g guxvoTnTag uTrooAng  Twy
TIEQIODIKWIV ETHKOIPOTIOHEVWY eXBEaEWY
VIO TRV QO@QUALIa BnuooioToleiTar aTré Tov
Eupwmoikd Opyavioud dappudkwy.

@) O Kdroxo! Gdeiag KukAogopiac
utroBdhAouv TV avdhoyn airnon yia
TpoTroTToino” NG Gdtiag KUKAoPopiac.

(10) O Eupwraikog Opyaviopog  dapudkwy
OnuoCIOTrOIEl TOV KATAAOYO [E TIS NUEPOUNVIES aVAPORAC
TG Eupwrdikng Evwong kai Tt ouxvotnta utrooArg
TWV TEPIOBIKWY ETIKOIPOTTOINUEVWY eBETEWV Yia TV
AOQAAEIN HEOW TG EUPWITAIKIIG BIKTUOKAS TTOANG VI Tal
(POPMAKEUTIKG TrROTGVTA.

(11) Tuxov aMayég omig nuepopnvies uToRoAfC Kkal
OTn  oUXVOTNTO TWY TEPIOBIKWY  ETNKCIDOTTOINUEVLIY
eKOEOEWY yia TNV ac@dAsia Tou kubopiZovian oy Gdeia
KUKAOQOPIOG WG ATOTEAECUA TG  EQUPUOYNS Twv
edagiwy (6), (V) kai (8), apxifouv va ioxiouy £€| (B) priveg
HETQ TNV Npepounvia e ev Adyw Snpoaioroinorc.

59Z. To ZupBoUhio Papudkwy afiohoyel Tig TeplodiKéC
EMIKAPOTOINMEVEG EKBEDEIS VIO TNV AOQAEAEI UE OKOTIO
va dwmoTwlel  kard  Toéoo  umrdpxouv  véol A
HETARANBEVTEG KiVBUVOI 1] av UTTAPXOoUY GAAGYEC WC TTPOC
M OXEON  KIVOOVOU-OQEAOUG  TWYV  (QPOPUOKEUTIKWY
TPOIGVTWIV,




Ewviaia
atioAdynon

TWV TTEDIOBIKWY
ETTIKCIpOTIONN -
HEViey EKBECEWY
yio Tny
ao@dAea. -
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59H.-(1) Mia eviala  aioAdynon Twv  TEPIOBIKWY

- EMIKQPOTIOINUEVWY  EKBECEWY Yl TNV aoQdAsa

TIPAYLUTOTIOIEITAl YIQ TA (QAPHUKEUTIKA TTPOIOVTQ TTOoU
EYKpivovTal og TEQIOTOTEP TOU £VOG KPATN HEAN Kat OTIG
TEPIMTAOELS Twv edagiwy (6), (7). (8) kal (9) Tou apbpou
5937, yia OAG TQ QOPHOKEUTIKG TTPOTGVTO TTOU TTERIEXOUY
v iBia dpacTikn oucia 1 Tov 1810 ouvduaold BpaoTIKwY
QUOIDY Kai yId Ta OTroid €xouv KaBopIoTel nuepounvia
gvagpopds ¢ Eupwmdikng ‘Evwong xar guxvorntd
UTTOBOARG TTEPIOBIKWIV ETKAIPOTIOMUEVWIY EKBECEWY YiO
NV QoPAaAsla.

(2) H sviaia aflohdynon trou mpoBAETTETH 070 EBGPIO
(1), TTpayHaTOTOIEITO-

(o)  €ite oo éva Kpdrog PEAOG Trou £xEl opiaBei
o1rd THV OUGdT GUVTOVIGHOU dTay Kapia amd
Tic olkeieg adeieg kukhopopiag Bev EXEl
yopnynBei oclugwva PE TV KEVIPIKN
diadikaaia tou Kavovigpol (EK) 726/2004,
KegpdAaio 1 tou TitAou I,

(B)  eite amd €vav elgnynT TTou £x&t oploBel aTd

v Ewnpory @appakoetraypuirvnong-

~ Afiohdynong Kivduvou orav TOUAdXIoTOV pia

amd T oikeieg Gdeieg Kukhogoplag €xel

xopnynBei  oluQWVa  PE TNV KEVTPIKN

Siadikaoia Tou Kavoviouol (EK) 726/2004,
KegdAaio 1 Tou TitAou (I

(3) Kard tnv emAoyr ToU KpdToug pHEAOUS TURpWva
HE TNV - rapdypogo (a) Ttou edagiou (2), N opdda
QUVTOVICHIOU Aapfdver uTrdyn KaTd mdoo kAol Kpdrog
LEAOG evepyEl WE KPATOS MEAOG avapopds, oUNQwva [E
mv mapdypago 1 Tou dpbBpou 28 g Odnyiag
2001/83/EK.

{(4) To KpdTtog YEAGG N O €loNyNTAS, KOTA TEQITITWON,
karapTiler €kBgan afloAdynong evidg efrfvia (60) nueptov
amrd v TTapoAafrl TG TEPIODIKAG ETTIKAUIPOTTOINMUEVNS
£KOEONC Yy TNV CQOQAAEI0 Kal TNV OTTOOTEAAEl OTA
EVOIQEPOHEVA  KPAT MEAN Kal oTov  Eupwmaikéd
Opyavioud Papudkwy, o 0Toiog aroovEAAEl TNV £kBe0N
agTov KAToxo adeiag KUKADQOPIag.

(8) Ze wephmtwon 1ou rp Anpokpartia opioBel wg
KPGToc HEAOG YIO TR evidia agloAdynon g meplodIkig
ETTIKQIPOTIOINPEVIG €XOEONG YIA TV ACQAAEI KOTG TU
digAapBavoyeva atny TTapaypageo (o) tou dagiou (2}, 10
TupBoUAlo Pappakwy duvaTal va eTTIBAAST TEAR oTov




EvEpyeieg Tou
ZUlBouAioy
DopPaKwy HETA
amd Ty
afioAdynon Twy
TEPIOSIKY
ETTIKQIPOTTOINE-
VIOV EKBECEWY
yia TV
QOPAAEIT.

Aviyveuarn
ghRpaToc.
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KATOX0 Ade1a¢ KukAopopiag clppwva ye I dlaTdielg
Kavoviopwvy.,

(6) Evrdg tpiavra (30) nueptov amrd tny TapaiaBn mg
£KOEONG OgI0AGYNaNG Ta KPATN HEAN KOl O KATOXOS TG
adeirg  kKukAogopiag  dovavial va umoRdAouv
Trapatpriocic orov Eupwtaikd Opyoaviopd Papudxwy
Kal GTOV £1GNYNTA {} OT0 KPATOS HEADG.

(7) Ze ouvexeld ThG TTALOAARAS TWv TTPORAETTOUEVILV
oro e8dgio (8) TTopaTnpoLwy, O EICNYNTS | TO KPATOG
HEAOG £TIKAIPOTTOIOUV EVTOC DekamevTe (15) nuepwv TNV
£KBean agloAdynang £xovrag AGRel utrdyn otroleodrmoTe
Taparmphioes uroPABnkav kar 1 diBiBdlouv otnv
Emirporrh bapuakoeTayputTvnong-AfioAdynong
Kvdivou.

(8) H Ewmirporry Pappakoetraypdmvnons-AfioAdynong
Kiwvdldvou eykpivet v £xBeon  afloAdynong Trou
avagepeTal oTo £ddglo (7) atnv eropevn cuvedpiaon e
HE A Xwpi¢ TrEpAITEpW  TPOTOTOINCEIC KAl  £KOIOE
cUuoToon.

(9) H otoraon 1ou TrpoPAcémeral oto €ddgio (8),
QVOPEPEl  TIC QATOKAIVOUCEG amdyelg KaBwg Kol TIg
aiTioAoynjoeig Toug X1 o Eupwwdikdés Opyaviopog
DAPUAKWY  EVOWMATWOVEL TNV EYKEKPIPEVN  £KBeon
afioAdynong kol T ouoTaon OTe amoBeETAPIO TToU
IBPUETA! TUPQWVA E To dpBpo 25a tou Kavoviopol (EK)
726/2004 ka1 OwBIBGler ap@drEpa oTOV KATOXO TNG
adetac kukAopopiag.

590.-(1) Merd amd mv afioAdynon Twv TTEPIOBIKWY
EMKAPOTOINUEVIY  EKBECEWY yid TNV QOQAAEl, TO
2UMBoUANIo Papudxwy eCeTdler KaTd OO0 givar avayxdia
N OWOIdAITOTE  EVEPYEIQ OXETIKA pE TNV GOEIX
KUKAOQOPIOG TOU OIKEIOU QUPPOKEUTIKOU TTpOIGVTOG.

{2) To ZupPBoUAio Papudkwy diaTrpel, TPOTTOTICIE],
avooTEAAEl 1 avakaAsl TNV adeid KUkAogopiag, Kord
TEQITTTLWION.

591.-(1) Ooov agopd QUPHAKEUTIKE TTROIOVTA TTOU
KaTEXOUV adeid KukAogopiag oluuva pe 1Ig JIaTaeIg
™me¢ wapaypdeou (o) tou edagiou (1) Tou apbpou 9 Tou
Tapoviog  Népou, 710 2upBolhMo  Qapudkwy o€
ouvepyaoia pe Tov Eupwtiaikd Opyavioud dappdkwy
AauBavel Ta akdAovBa péTpa:




. ETrelyouoa
diadikagia

g EvpwTaikic
‘Evwang.
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(@) [lapaxkoAouBel 1o ATOTEAECUATT  TWV
RETpWVY yia TNV egAoyicTotroinon Tou
KivBOvou Trou TeEpAapfdvoviar  oTg
oxEdIa Orayeipiong Tou KivBGVOU KOt TV
6ptov Trou avagépovtat oTo eddgio (BA)
TOU dpBpou 13, to Gpbpo 13B kar T1Q
£0a@ia (5) kai (B) Tou dpbpou 15,

(B) aglohoyel TG EWIKAIPOTIONCEI  TOU
ouaTtiuarog Olaxeipiong Tou KivBivou,
KQi

(y)  mapaxkoAicuBel ta grtoixeia Trg Bdong
deboptviovy Eudravigilance yia va
KaBopioet katd TOC0 uTdpyXouv véoi 1y
HETORANBEVTEC  Kivduvol ki av o
Kivduvor auroi €xouv  QvTiXTUTIO  OTO
I00fUyI0 KIVOUVOU-OPEAOUC.

(2) To ZuuBolhio Dapuakwy aAARACEVIUEPUIVETOI JE
Tov Eupwmaikd Opyaviopd Dappdkwy Kat TOUS KATAXoUC
adeiag Kukhogopiag oe TepiTTTLIon TTou aviXveuBolv véol
1 HETAPANBEVTEG KivOuvol | aAAhayEg oTn oxéon KivBUvou-
0pEAOUC.

(3) O1 kdroyot adeov KUKAOPOPIUG EVUEPWVOUV TO
2upBouhio Pappdkwy kal Tov Eupwrraiké Opyaviopd
Qopudkwy oe TEPITTWON ToU avixveuBolv véor 1
METAPBANBEVTEG KivOUvol 1] aAhayég ot oxécn KIvodvou-
OCPEADUC,

891A.-(1) To XupBolAhio Papuakwy | n Emrpomm),
avdAoya pe v Trepimrwon, kivei ™ Sladikacia Tou
TTPORBAETIETCN OTO TFAPGV APOPO, EVNHEPWVOVIAS TO GAAX
Kparn pEAn, tov Eupwtraikd Opyaviopd Popudkwy Kal
v Emrportr} otav kpivetal avaykafo va avahngBei
gTreiyouca Opaon wW¢ AMOTEAECUA THES afioAdyNoNG TWV
OXETIKWV HE T OpaOTNPIOTNTES PAPUAKOETTCYPUTTVINONG
SedouEvuy, O TIERITITWOT TTOU-

(a) £EeTACEl TO EVOEXOUEVO QVACTOARS N
avdkAnong adeiag kukAogopiag,

{s) £EETACE] TO EVBEXOHEVO QTIAYOPEUTTG
NG TPOUABEING EvOg PAPHAKEUTIKOU
TTPOIGVTOG,

(y) £CeTACel TO evdexbuevo dpvnonc g
QVavEWON S pIag AdeIas KuKAogpopiac,
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(D) EVNHEPWVETA! OTTO TOV KATOXO GdgIag
KUkAogopiag oOm, Adyw UTaping
BedTWV OXETIKG HE THV Qo@aAg,
Biékoye Tn Béon oe KukAoQopia evog
QUPHOKEUTIKOU  TTpoidvTog  OTAV
ayopd 1N €AaBe  uérpa yia  va
avakAnBel n- &deia KukAowopiag A
TrpotiBeTal va To TTRGLEl, A

(€) Bewpel 0TI vEES avTevBEIEELS, N peiwan
™G ouvioTwuevng Bdong 1 o
TEpIOPIONOS  Twv  evdeifewy  glval
QIapaiTnT.

(2) Zmv TEpiTITWOT PUPHUKEUTIKWY TIPOIOVTWY TTOU
Katexouv adeia Kukhogopiag duvaye Thg mapaypdeou
(a) Tou edagiou (1) Tou GpBpou 9 Tou TapdvTog NouoU,
10 ZupBolAlo Dapudkwy dnuooiomolel TRV TANPoYoRia
Ot £Xel KivnBel i Btadikaoia Pe QITODEKTEC TOUG KUTOXOUS
adEIY KUKAOQOPIXG.

(3) Me v empUialn Twy drardEewv Tou edapiou (1)
TOU WapOVTag GpBpou Kal Twy apBpwv 1071 xan 10710 g
Odnyiag 2001/83/EK, 1o ZupBoUAlo Gapudkwy Sdvarar
Ot TEPIMTWOEIG OTrou amaimeitar emelyouvoa dpdaon yia
v Tpootacia Tng dnudoiag uyeiag, va avaoteiiel v
adeia KUKAoQopiag Kal va amayopeloel Ty Xpron Tou
POPUOKEUTIKOU  TPOIOVIOG  OTIV  €MKpdTEld TN
Anpokpariog HEXpt va AneBel reAikr} amdeaorn.

(4) To Zuppoliio Dapudkwyv ot TEPITWON TTOU
ovaAdBer tn Opdon Tou avagéperar oTo £ddgio (3),

-evidepwvel TR EmitpoT), Tov Eupwrrdiké Opyaviopod

Capudrkwy kol Ta GAAG Kpdrh AR TO apyGTepo TNV
EWOUEVN EPYAOIUN HEPO WG TIPOG TOUC AGYOUC Trou
eTERaAay T dpdon auTh.

(5) Ot TAnpogopieg TOU QVUPEPOVTAI OTO TIUPOV
apBpo UTTOPEl va OQOPOUV HEMOVWHEVD PAPHAKEUTIKA
TPOIOVTIA, QACHU QUPMUOKEUTIKWY TTROIOVIWY 1 Ui
BepaTreuTiKe| KaTnyopia,

{6) HNopdAAnAa pe Tg TANPO@OPIES TToU avapEépovTal
gro edagio (1), 10 ZUUBOUAID Dapudkwy KaBIOTd
dlaBéoua atov Eupwmaikéd Opyaviopd Papudkuwy dAa
TO OXETIKA EMOTHHOVIKE otoixeia Trou €xer orn iddeon
Tou, KABW Kal Tryv Tuxéy atioAoynon,

(7) Meta mv mrapaAaPry Twv TANROQOpIlY  TroU
avagepovral oto edagio (1), akohoubeitar n diadikacia
Tou kaBopidetal ota dpBpa 1071 xal 107ia Thg Odnyiag




Anpéaieg
avayyeAiec.

METEYKPITIKES
MEAETES
OTQGAEIQG.

150(1} Tou 2001
53(1) Tou 2010,
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2001/83/EK.

591B.-(1)(a) O Eupwrtaikes Opyaviopog Pappakwy,
apol ' TrapaAdBel TIG TTAnpogopieg TTou
avapépovidl oTo Gpbpo 5SIA, avayyEAlel
BNHOCiwG HECW TNG EUPWITTAIKNAG BIKTUOKNG
TUOANG  Qoppdkwy Ty £vapgn NG
Sradikaoiag.

(B) To ZupPBoliio Dapudkwy Olvatdl va
avaKkovwvel  Onuociwg v évapén g
Siadikaoiag, TTapaAAnia e Tov Euptrdikd
Opyaviopud  Papudkwy, ong  £0vIKEG
SIGGIKTUQKEG TTOAEG yid TQ QUPHOKEUTIKA
TPOIbVTa.

(2) H avayyeAia kaBopilel To BEPa Tou UTTERARGH
otov Eupwtraiké Opyavioud Gapudkwy oUPQuva HJE TO
apbpo 591A, T QAPPAKEUTIKG TPOIOVIO Kdl Katd
TTEPITITWON TIG OIKEEG DPACTIKES OUGIES.

(3) H avayyeAia TepEXEl OTOIXEIM OXETIKA HE TO
SiKOiWUY  TWV  KaToxwy adeiv  KUkAogopidg, Ty
ETFOYYEAHOTIOV TOU TOMEQ TNG UVEING Kal Tou KOwod va
urofdhouv ortov Eupwmdiké Opyaviopd Dappakwy
TAnpoQopieg yid TN OIXOIKACIY KO QVAPEPE TOV TPATTO
UTTOBOANS QUTY TWV TFANPOPOPILY.

591 .-(1) To Ttapdv dpoOpo epapudleTt O [N
TUPEUPATIKEG  METEYKQITIKEG HEAETEG QOQUAEIQG TIOU
EekivoUv,  ammoTeAolv  avmikelyevo  diaxeipiong N
xpnuaredotodviar  amdé  tov  KAtoXo TG ddelag
KUKAopopiag, £0eAOVTIKA f W¢  ATOTEAEOUA
UTTOXPEWCEWY TToU eTIRARBNKav oluQwva LE To £84¢I0
(BA) Tou apBpou 13 k& 1o GPBpo 13B ka1 of oToiEg
TEptAQUBavouy TN OUAAOYT JedOMEVILY QOQAALIRS Ao
aoBevelg ] ETTQYYEAUQTIEG TOU TOUEX TG UYEITC.

(2) O1 PETEYKPITIKEG MEAETEC VIO TV  AOQPAAEIN
Siefayovran katomy BeTKAG yvwpodéong amd v
E6vikr] Emirpotr) BionBikig duvaper Twv dIatdfewy Twv
mepi  BionBikng  (18puon  ka  Acrmoupyia  EBvIKiig
Emrpomic) Nopwv tou 2001 xar 2010, xaBwg Kal
OXETIKWY Kavoviouwy Tou duvard va ekdoBoly DuvAape:
TOU TrapovTeg Noyou.

(3) O1 peréreg Oev DievepyoUvtar Otav n idia n
Bieveépyeld Toug TPoWBEL TN XProT EVOC PAPLIAKEUTIKOU
TTPCIOVTOG.

(4) O quoIBEG TWV ETAYYEAHOTILOV TOU TOHEQ NG




Aitnon yid
Biefaywyn
HETEYKDITIKAS
HEAETNG
QOPAAEITG.
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UYEIQG VIO  OCUPMETOXY) TOUC O0f M TOPEMRQTIKEG
LUETEYKPITIKEG  HEAETES Qqo@AAsiag TreplopilovTal  OTnV
avrioTdBuion Tou Xpovou Trou OTTCITABNKE KO TWV
£€6Bwv Tou TTpayHaTOToINONKay. '

(5) To ZupPBoukio Papupdkwy dovarar va arAITioE
awé Tov KATeXo TG &deiag KukAopopiag va UTToRdAEl To
TTPWTOKOANO KO TIG €KBETEIg TTpoodou oTIc apuOBIES
EBVIKEG OPYEG TWV KPATWY MEAWY OTa oTroia dIEEdyeTal 1y
UEAETN,

(6) O kdroyog tng &deiag Kukhopopiac diafIB&der v
TENKN] €xBeon oto ZupBolhic Papudkwv Kal oOTig
apHOdIEG QPXEG TWV KOUATWY HEAWY oTa oTTola Bie€nxon n
MEAETn eviog dwdeka (12) unvv amd 1o TEPUC Tri¢
CUAAOYNS TWY DEDONEVIY.

(7} Kard ) dievépyeia TG HEAETNG, 0 KATOXOS NG
ddelag KukAogopiag TrapakcAouBel Tta Sedopéva Trou
TTpoKUTTTOUV KO QEIOAOYEl TIG OUVETEIEC TOUC yia T
oxéon KIvOUVOU-OQEAOUG TOU GIKE[OU  QOPHAKEUTIKOD
TTROIGVTOC.

(8) Orroeadnmorte véeg TrAnpopopics evdEXeT va
ETINpEdooOUY TNV dfloAdynan g oxéong KivBlivou-
OMEAOUG TOU POPHAKEUTIKOU TIPOIGVTOS KOIVOTIOIOUVTA
oto  2upBoshio  doapudkwy  e@éooV  TO £V Adyw
QAPUAKEUTIKG Trpoidv  £Xel eykpiel ot AnpokpaTia
duvapel Tou apBpou 14.

(8) Xwpig emnpeaoyd Twy diardfewy Tou edagiou (8),
0 Kdroxog NG Gdelag KUKAogopfag Trapéxel HECW Twv

TEPIOBIKWY ~ ETIKAIPOTIOINHEVWY  ekBECEWY  yId TNV

ao@dAela, oUppwva Je TIg dlaTdgelc Tou dpSpou 59E,
EVAHEPWON OXETIKA ME TX OTTOTEAECHOTA TWV UEAETWV.

(10) O1 diatdgerg Twv Gpdpwv 10718 £wg 107 g
Oonyiag 2001/83/EK ka1 v apBpwv 591A €wg 591ET
ToU TTaPOVToG NOpou cpapudloviar aTmokAEIOTIKA OTIC
HEAETEG TTOU avagépovral oto eddglo (1), o1 orroieg
Siedyovral olupwva pe TV amaitnon Suvaper Twv
Sardéewv Tou edagiou (BA) Tou dpbpou 13 Kol ToU
GpBpou 13B.

89IA -(1) Me v em@uialn Twv diardéewv Tou dpdpou
10715 g Obnyiag 2001/83/EK, Trpiv amd v évapen
METEYKDITIKIG HEAELTNC VIX THV Qo@dAcia r omoia g
Dlegay Ol ot Anpokpartia oUp@wva e To dpdpo 13B Tou
Tapdvrog Nopou, o KAToxog NG adelag KukAogopiag
ummoBdAsr  oxEdic  TpwWTOKOAoOU  gto  ZupBolAio
DApUBKWY.




Tpotromoinon
TOU
TTRWTOKOAACU
HETEYKPITIKIS
HEAETRG YIa
TNV GOQAAeiq,

OhoxAipwaon

me
HETEYKPITIKNG
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(2) Evrdg e€ivra (60) nuepov amd Tnv uTTofoA Tou
oxediou  mpwrokdAAou, TO  Zupfolhio  PdapudKwy
CUVTAoOEl T akOAoula:

(@) Emorodry amoboyng Tou  oxediou
TTPWTOKOAAOU,

(B) emoToAfR évordong, n otoia Booifetal o€
AeTrTopEpr} armiohdynon-

() av Bewpei 61t n Orvépyeia TG
HEAETNG TrpowBel T YprAon Tou
QappakeuTikol TpoiavTog, 1

(i) oav Bewpel o611 o oYedlaouéS T™C
HEAETNG BEV ETITUYXAVEI TOUS OTOXOUG
NG HEAETNG,

(y) emoTtoAN| pe TNV omofa  yvwototoleital
oTOV KATOX0 NG adeiag KukAopopiag Ot n
HEAETN eival KAviKY) dokiun Trou guwimTel
oto Tedlo egapuoynic e Odnyiac
2001/20/EK.

(3) H peAétn duvarar va Eekivriael govo Je v £xoon
ypamTig arrodoxng Tou Zupfouiiou Pappdkwy.

(4) Orav &xer ekBobel €mMOTOAN] OXETIKG ME TNV
amrodoxt cUpQwVa Ye TRy rapdypaed (a) tou edagiou
(2), o kdroxo¢ g 4deing kukhopopiag dafiPaler TO
Tpwrokohho oT1o 2UupBolAio Pappdrkwy kai Sdvartal o
ouvéxeid va apxioer T MEAETN - olpQuwva HE TO
TPWTOKOAAD TTOU £XE1 TUXEI amodoynig.

59IE.-{1) Merd amd v &vapn mg ueAérng, G6Aeg of
OUOIQOTIKES TROTIOTTOHCEIC TOU TPWTOKOAAOU
urroBaAovial, TpIv amd TNV Evapdn NG EQapUoYIS TOUG,
o010 2UPRoGAI0 PapuaKwy.

(2) To ZuppoUhio dapudkwy aflohoyel  TIg
TROTIOTIOINUEIS KAl EVIMEPWVEl TOV KATOXO TG Adeiag
KUKAOQORIOG OXETIKG ME TNV aTrodoXA 1 TIC EVOTAOEIC TOU.

(3) O kdroyog TS AdEIag KUKAOPORIAG EVNHERUIVEL,
ofrou efval okOmIO, T Kpdt HEAR 6mou diefdyeTal n
HEAETN.

5912 T.-(1) Otav cAOKANPWOET HETEYKPITIKY LEAETN YiT TNV
AOQAAEIN, N TEAIK €kBeon yia TNV €v AOYw MEAEN




TpomaToinon
Tou apQpou 97
Tou Bacikol
voLoU.

Tpomreroinon
ToU Baoikou
vEUOU [E TRV
TrpoaonKn vécu
dpBpou 104A.
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HEASTRG i yrroBAMeTal 010 SUPBOUMO Dapudkwy evide SWdEKa

ao@dAsia.

(12) pnviov amé 1o meEpag e CUANOYNS SEBOUEVIV EKTOC
€QV  EXel xopnynBel ypamiwg Tapékkhon amd 10
2UpBotMo Papudkwy.

(2) O karoxog ™g ddeiag KukAoQopiag ekTIG KaTd
OO0 TO QWOTEAEOUATA TG HEAETNG £XOUV QVTIXTUTFO
otV adei KukAogopfag Kar edv  kpiverar avaykoio
uTroBaAAel 010 ZupBolAic  ®apudkwy  dithon  vid
TPOTIOTIGINOT TG ABEINS KUKAOQOpiaE.

(3) Madi pe mv ek €kBeon yia T peEAET, o
KATOXog g  dadelag  KukAogopiag  uTToBdAAEl  of
NAEKTPOVIKA pop@r] TepIAnwn Twv amoTeheopdrwy Tng
HEAETNG 0TO ZUPBOUAI0 PAPHAKWY. ».

24, H mapdypagog (o) Tou edagiou (1) Tou GpBpou 97 Tou Baoikol
vopou avTikaBigTaral otrd v akoAoudn véa Tapdypago (a):

«(a)

TIG QTTAYOPEUTIKES 1) EMITCAKTIKEG Blatdgelg Tou edapiou (5A)
TOU GpBpou 3, Tou edagiou (1) Tou Gpbpou 13T, Tou GpBpou
14, Tou edagiou (3) Tou dpBpou 15, Twv dpBpwy 205T, 20Z
ke 20H, tou edagiou (2) Tou dpBpou 25, rwv edagiwy (1) kar
(2) Tou GpBpou 25ZT, Tou edawiou (1) Tou GpBpou 250, Twv
edagiwv (2) kar (3) Tou Gpbpou 251, Tou edagiou (1) Tou
apBpou 31, Twv dpBpwv 35, 36, 37, 38A, 41 ka1l 41A, Tou
edagiou (1) Tou GpBpou 47, Tou dpBpou 47B, Twv edagiwy
(2) kat (3) Tou dpBpou 49, Twv edaiwv (2) kal (3) Tou GEBpou
50, Tou dpBpou 81, Twv apBpwy 57 kal 58, Twv £dagiwy (1)
kat (2) Tou GpBpou 59B, Tou GpBpou 5917, Tou dpBpou 59E,
Twv edagiwy (3) kar (4) Tou dpBpou 59T, Twv dpBpwy 591,
5914, S9IE, 59IZT, 62, 83, 64, 65, 66, 67, 68, 69, 70, 75, 76,
Tou €dagiou (3) Tou dpBpou 82, Twv edagiwv (1), (2) kal (5)
Tou dpBpou 84, Tou edagiou (2) Tou dpBpou 86 Kal Tou
apBpou 95,»,

25. O Baoikdg vopog TpOTroTroKEiTal e TRv évBeon, OHECWE HETE TO

apfpo 104

«Meroparikég
Dlardéeis oe
OxEon JE TN
PUPUOKOE-
TaypoTvion.

auToy, Tou akdAouBou véou dpBpou 104A:

104A-(1) Qg Tpog v uTToXpéwon amd TAUpES ToU
KaToxou Gdeiag Kukhogopiag va tpsl Kal va kaBioTd
SioBEaiuo Grav InBel To KUPIG apxeio TOU GUOTAUATOS
PAPHAKCETIAYPUTTVNANG, GO0V aPOPG £va If TTEpioodTEPT
QUPUAKEUTIKG TrROIOVTA Kard Ta SicAapPavopeva oty
Tapdypago (B) tou edagiou (2) Tou dpBpou 57, n ev
Aoyw uToxpEéwan epapudleTar aTig ddeiEg KukAoPopiag
TTOU Xopnyolvral Trpiv amd v 21n  louAiou 2012
EVAAAGKTIKG QTTo-
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(a) TNV nuepounvia avovewons Twv adelgwv
auTWVY, N

(B) Tt AREn TeEpPdBou TPV (3) £TOV TTOU
apxiger va umohoyifetan amd v 21n
louAiou 2015,

avahoya Pe TO Troid nuepounvia eivor TpoyevesTeEPD.

(2) H diodikaotia twv apBpwy 59T €we 591ET Tou
mapdvrog Nopou, koBwg xar Tou G&pbpou 1071 ¢
Oonylag 2001/83/EK, epappdletal 10vo O PeAETEC TTOU
cekivnoav peTd v 21n louAiou 2012,

(3) Ogov agopd ™y UTToXpéwon améd mAeupds Tou
Kardxou dadelag Kukhogopiag va UTToRGAEr NASKTPOVIKG
ot Bdon Oedouévwy Eudravigilance TAnpogopieg
OXETIKA ME TIG EIKUCOMEVEG QVETHIOUUNTEG EVEPYEIES,
oUppwva KE Tig dtardders Twv edagiwy (5), (6) kat (7) Tou
dpBpou 59I, n uroxpiwon apxitel va 1oxVes €21 (B8) urveg
~ HeTd tov KoBopIoHd Twy AEITOUPYIKWY OpxXwv ¢ Bdorc
dedopéviov Kal TNV Qvakoivwor] Toug ard Tov Eupwroikd
Opyavioud Pappakwy.

(4) Qodtou o Eupwmaikds Opyaviopds Pappdkwy
dicaopalios) T AsttoupyikoTnTa NG Rdong Sedopéviov
Eudravigilance, otmrwe Sicukpiviletar oto GpBpo 24 Tou
KavoviououU (EK) 726/2004, dmwg TpomoTolsital He Tov
Kavovioud (EE) apib. 1235/2010, o1 kdroxor adelag
KuKAOQopiag avagépouy, evidg dekamévie (15) nueptov
awd v nuépa kard v omola o okeiog KATOXOC
AapBdver yvwon Tou oUpRAvrog, GAsC TIC oofapéc
EIKAZOUEVEG QvemBUUNTEG evépyeleg Trou  cupBaivouv
&vrdg g Eupwraikrg ‘Evwong, oty apuddia apyr Tou
KQATOUS HEAQUG OTRV ETTIKPATEIR TOU OTTOIOU eKBNAWBHKE
TO TrEPIOTATIKG _Kal QavogEpouy  OAEg TIC CORAPEC
EIKGCONEVEG QVETIBUUNTEG evépyele Tou ouuBdivouv
oTnV EMKPATEIN ¥PIMG Xwpag otov Opyaviopd K,
EQOTOV {NTNBEl, OTIC APUODIEG TPXES TWV KPATWV MEALY
TIOU £X0UV X0pNYNoel oIt KUKAOPopiag aTo papiako.

(5) Qodrou o Eupwmaikds Opyaviouds Papudrwy
diao@aAioel Trp AsrmoupyikOTRTA TG PRdong Sedopéviov
Eudravigilance, omwe Sieukpivitetar oro dpBpo 24 Tou
Kavoviopot (EK) 726/2004, omrwg TpoTroTToleital amé Tov
Kavovioué (EE) api®. 1235/2010, o kardyor ddeiag
KUKAOQopIag avagépouv ae autdy OAEG TIC U coPapég
gIKQOMEVES avemBUUNTEG EVEPYEIEC TTOU ekONAWvVoOVTX
ot emiKpdrel ™G Anpokpartiag, evidg evevivra (80)
NHEPWY AT THV NHUEPA KATG THY OTToi 0 OIKEIOC KATOXOC
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adeiag KUKAo@opiug AaHBAvEr yvWIOT) TOU TTERICTATIKOU.

(6) Kard 1 didpkeid aqutig Tng TEQIGDOU, TO
ZUpBoUAio Papudxwy dIagPaAilel OTI O TIEPIYPAPOUEVES
oro £0dgio (4) avagopéc TTou oxetifovial pe cupBdvra
Tou éAaBav xwpa otn Anpokparia SiaRiRdlovrar ot
Baon Bedopévwy Eudravigilance ywpig xpovotpiBr o,
gV TTAON TEPHTTWAEL, eVTOS JekaTrévie (15) nueplov oo
TV KOWOToINon  Twv  EIKOJOPEVLN  CORApUV
QVETIBULINTWY EVEQYEIWV.

(7) Ooov agopd v UTTOXPEWon Tou KATOXoU GOLINC
KUKAQQOpiag va UTORGAAE! TTEQIOBIKES ETIKAIPOTIOINUEVEC
£KBETEIg yIa TV ao@dAicid oTov Eupunrdikd Opyaviouo
Gappdkwy, oluewva pe 1o GpBpo 59E tou Nopou, n
uTToXpéWoTm auth toxoel dwdeka (12) urveg Metd
BETaN TWV AEITOUPYIKWYV SUVATOTATWY TOU aToBeTnpioy
KQi T OXETIKN avakolvwon amd tov  EupwTtaikd
Opyavioué dapudxwy,

(8) Qodtou o Eupwmaikés Opyaviopds dapudkwy
OloogoAicer  TIC  ActToupyikég  duvardmnree  Trou
CUMGWVIONKAY  OXETKE pe  To  OamoBeETiplo  Twv
TEPIODIKWY  ETMIKAIPOTTONMEVIWY  eKBETEWV  yia TV
00QpAALId, o1 KdToxol adeltov KUkAopopiag utroBdAAouy
TIG TEPIOBIKES £KBECEIS aapdAeiag atn Anyokparia oy
TEPITTWON WOU TO QAPMOKEUTIKO Trpoidv €xel adeia
KUuKAog@opiag aTn Anpokparia.y.

‘Evapgn g 26. O mrapuv Nopog 1iBeTal og 1oXG v 211 louhiou 2012,
(TXUOC TOU

TTaPOeVTOg

Népou,




