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To keipevo avtd omoterel amhadg epyoieio TekuNpinong kot dev £xel kapio vopukn wyv. Ta Oespika épyave T ‘Evoong dev
¢épouv Kapio OOV Yo To TepreyOpeve Tov. Ta avBevTikd Keipeva TOV oYeTIKAOV TTPdéemv, copmepriapfavopévav Tov
npooiomv Tovg, gival gkeiva wov dnpocicvovrar oty Exionun Eenpepida g Evponaikic ‘Evoong km givar dr00éc1pa oto
EUR-Lex. Avta ta emionpo keipevo givar Gueca wpooPaocipo pécm 1oV GUVOEGHMOV TOV TTEPLEYOVTAL OTO TTAPOV £YYpaQo

»B KAT' EEOYXIOAOTHXH KANONIXMOZX (EE) 2016/161 THX EIIITPOITHX
m¢ 205 Oxtoppiov 2015

Yo T cvpalipoon g 0dnyiog 2001/83/EK tov Evpomaiked Kowofoviiov kar Tov Zoppoviiov
LE TOV KOOOPIGUO AEMTOPEPAOV KOVOVOV OYETIKG HNE TO YOPOKTNPLOTIKA 0GQOUAEIDG 7OV
ERQUVICOVTaL 6T GLVOKELOCIN TOV QUPUAK®OV Yo avOpOTIVY] Yp1ion

(Keipevo mov mapovoralel evolagépov ywo tov EOX)

(EE L 32 mg 9.2.2016, o. 1)

Tpomonoeitar and:

Enionun Eenuepida
apl.  oeAida  muepounvio

> M1 Kat’ eovoiodotnon kavovicpog (EE) 2021/457 g Emitpoming g L 91 1 17.3.2021
13ng Iavovapiov 2021
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KAT' EEOYZIOAOTHXH KANONIZMOX (EE) 2016/161 THX
EIITPOITHZ

¢ 20 Oxktofpiov 2015

Y. ™ ovpmiipoon g odnyiog 2001/83/EK tov Evpomaikod
Kowopoviiov kou tov Zvppovriov pe Tov kobopiopd Asmropep@dv
KOVOVOV  GYETIKA pNE TA  YOPOKTINPIGTIKA acQoAieiog oL
ENQavilovTal 6T1] GUGKELAGIN TOV PUPRAKOV Yo avOpAOTIVY] Yp1ion

(Keipevo mov mapovoialer evoragépov yia tov EOX)

KEDAAAIO 1
ANTIKEIMENO KAI OPIXMOI

Apbpo 1

AvTtikeipevo

O mapadv kavoviopog opilet:

o) TO YOPOKTNPIOTIKG KOl TIG TEYVIKEG TPOSILYPOPES TOL LOVOASIKOD
KOIKOD avayvdpilong o onolog emtpémel v emaAnfgvon g yvi-
GlOTNTOS TOV QPOPUAK®V KOl TNV TOVTOTOINGCT TOV UEHOVOUEVOV
GUGKEVUGLOV"

B) Tic diepyaoies ywoo MV emoAnfevon TOV YUPUKINPIOTIKOV OGO~
Aelag

v) TG dwathéelg oxetikd pe ™ dnpovpyia, TN Sloeipion Kol TV Tpo-
oBacoTTO TOL CLOTHIATOG amobeTNPimV, 610 omoio Ba mpémet va
TMEPLEYOVTOL Ol TANPOPOPIEC GYETIKA HE TO, YOPOKTNPIOTIKE 0GPA-
Aewg

d) TOV KOTAAOYO TOV QPOPUAK®OV KOl TOV KOTNYOPLOV TPOIOVIWV TOL
VTOKEWVTOAL GE WTPIKT GUVTOYN KOl TO, 07TOi0, OEV TPETEL VA PEPOVV
TO. YOPOKTNPIOTIKA OCPAAELOG

€) TOV KOTAAOYO TOV QPOPUAK®OV KOl TOV KOTNYOPLOV TPOIOVIWV TOL
dev VTOKEWVTOL GE WTPIKT GUVTAYT KOl TO OO0 TPETEL VO PEPOVY
TO. YOPOKTNPIOTIKA OCPAAELOG

01) T1§ dudkacieg yuo TNV kowomoinon oy Emitponn and 115 £0vikég
OpUOSIEG OPYEC TV [N  GUVTOYOYPOPOVUEVOV (QOPUIK®V  TTO0V
Kpivetar 6Tt SaTpéyovy Kivouvo TaPATOiNog KOl TOV GUVTAYOYPO-
@odpEVDV Qaprakov mov dev Oempeitar OTL dlatpéyovv Kivouvo
TOPATOINCNG GUUPMVA LE Ta. Kpunpw mov opilovtar oto apbpo
540 mopdypagog 2 otoryeio B) g odnyiog 2001/83/EK-

) Tt dwdwkaocieg ya v Tayeia a&lOAGYNON TOV KOWOTOMGE®MY TOV
AVOPEPOVTAL GTO GTOLYELD OT) TOL TOPOVTOG ApHpov, KABMG KoL Yo
™ MY andeoong GXETIKA UE TIG €V AOY® KOLWVOTOLGELG.

Apbpo 2
Iedio epappoyns

1. O mopdv kavoviopog spapudletat:

0) OTO GUVIOYOYPOUPOVUEVO QAPUOKE TOV TPETEL VO, GEPOLV TOL XOPOL-
KTNPIOTIKA aoQUAElOG 0T GLOKEVOGIX TOVG COUP®VA [E TO ApOHPO
54a mapdypagpoc 1 g odnylag 2001/83/EK, extog av mepilappdavo-
VIOl 6TOV KOTAAOYo ov mapatifetal oto mapdptnua I tov Topdvtog
KOVOVIGHLOV®

B) ota pn GLVTAYOYPAPOVUEVO QPAPUOKO TOV TEPIAAUBAVOVTOL GTOV
KkatdAoyo mov mapatifetor oto mapdptnua II Tov mapdvtog Kavovi-
opov”
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Y) oto Qapuoke oTo ool TO. KPAtn pHEAN €xouv emekteivel to medio
EQOPUOYNG TOV HOVASIKOD KMOIKOD OVOyVAOPIOTG 1| TOL UNYXOVIGLOD
aviyvevong g mapamoinons, coupova e o apbpo S4a mopdypa-
@og 5 g odnyiag 2001/83/EK.

2. T tovg oKomoHG TOV TAPHVTOG KOVOVIGHOV, OTav € ddtaén Tov
TpOVTOG KOVOVIGHOD YIVETAL Ava(popd 6T cuokevacia, 1 dtdtadn ovth
epapudletor oy e£MTEPIKT GLOKELOGIO 1) OTN GTOLELDOT GUGKEVOL-
oo, av to @appako dev €xel EOTEPIKN GLOKEVOGIA.

Apbpo 3
Opropoi

1. T tovg 6KOTOVG TOV TAPOVTOG KAVOVIGHOV £Qapuodlovial o opt-
opoi Tov Gpbpov 1 g odnyiag 2001/83/EK.

2. Ioyvovv ot axdAovbotl opicpoi:
o) «UOVOIIKOG KMOKOS OvayvdpLoNg»: TO YOPUKTNPLOTIKO 0CQOAELNG
oV KaOoTA €QIKT TV €RAANOELGN TNG YVNOLOTNTAG KAl TNV TO-

TOTO{NGN UELOVOUEVIG GUOKELAGLOG PapLLAKO”

p

~

«UNYOVICUOG  OVIXVELONG TNG TOPATOINCNSH: TO  YOPOKTNPLOTIKO
aopaAeiog mov Kabiotd ekt v e€akpifmon Toyxdv Tapamoinong
NG GLOKEVUGING VOGS PapLdkov

Y) «OmEVEPYOTOINGN TOL LOVASIKOD KMIIKOV OVAyVAPLOTO»: 1 EVEPYELD
pe tnv omoio. petaPdiletar o evepyd KaHEGTMOG TOL HOVASIKOD KmOL-
KOV avoyvdplong mov givar amofdnkevpévog 6to ovuotnue anobetn-
piov 10 omoio avapépetor 6to ApHpo 31 TOov TOPOVTOG KAVOVIGHOD
oe KaBeoTd mov eumodilel OmOONTOTE TEPULTEP® EMLTUYY| EMAAN]-
Bgvon ™G YvnoOTTag TOL €V AOY® HOVOSIKOD KMOKOV ovayvmpl-

one

0) «evepydg HOVOSIKOG KMOWKOS Ovayvmplone»: 0 HoVadKOs KmIKOg
avayvaplong mov dev €xel anevepyomomndel 1 dgv givar mAéov ame-
VEPYOTOMUEVOS

€) «EvePYO KOOEGTAMOO»: 1 KOTAOTACN €VOG EVEPYOD LOVASIKOD KOOV
avayvaplong mov gival amofnkevpévog oto cvotnua amobetmpiov
Tov Gpbpov 31-

0T) «idpupo LYEWVOUIKNG TEPIBOAYNG»: VOGOKOUEID, VOOTAEVLTIKN
dopn, e€mtepkd wtpeio N KEVTPO vyeiog.

KED®AAAIO 1T

TEXNIKEYX  ITPOAIATPA®EX TOY MONAAIKOY KQAIKOY
ANAI'NQPIXHX

Apbpo 4

XUV0E0 TOV POVOAIIKOD KMIKOD OVOYVAPLENGS

O mopackevaoTic TomoETEL 6T GLOKEVAGIO TOL PUPUAKOV VOV OV~
1Ko K®OwKO avayvdpiong o omoiog mANpol Tig akdlovbeg TEXVIKES TPO-
Swypapéc:

o) O povadids KOOKOS avayvdpLong cuvieTd akoAovbia aplOuntikdv
N aAPaPIOUNTIKOV YOULPAKTNP®V TOV £Vl HOVOSIKN Yo it dEGOUEVN
GLOKELAGTO POPLLAKOV.
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B) O povadikdg KodKOG avayvoplong omotereital amd o oKolovba
otouyeio:

1) évav KOJKO 7oV EMITPEMEL TNV TOVTONOINGN TOVAGYIGTOV TNG
ovouaciog, TG KOG OVOUAGIoG, TNG POPUAKOTEXVIKNG LOPPNG,
g d0coAoYiag, Tov peyEBovg TG cLoKELAGING Kot TOV &i30VG
TNG GLOKEVAGIONG TOL PUPUAKOD TOV PEPEL TOV HOVOSIKO KMOKO
AvayvopLong («KodKog mpoioviogy):

il) o opBpnTikn 1 akeapduntikn axoiovdio 20 yapaxtpov Kot'
ovATOTO OPlo, 1 OTOoi0 TAPAYETOL OO EVAV TPOGILOPIOTIKO 1| Un
TPoGdIoPLoTIKO olyopOpo Tuyatomoinong («oplOpdg celpdcy):

iii) évav efvikd apBud emotpopng 66wV N dAlov eBvikd aplOuod
TOVTOTOINOTG TOL QapPUAKOoV, av amotteitat and T0 KpAtog PEAOG
GTNV 0yopd TOL 0moiov mPoKeLTal va dlatebel To Tpoiov:

iv) tov apBpd moptidag
V) v nuepopnvio M&ng.

v) H mbBavomta va poaviéyel kamolog tov aplfpd oelpds ivor opein-
Téa Kal, o€ ke mepintwon, KpdTEPN oo pio 6T déka YIALAdEC.

4) H akolovbio tov yopaktipmv TOov TPOKVLATEL aTd TOV GLVILOCUO
TOV KOIKOD TPOIOVTOG KOl TOV optBpol Gelpdg givar povadiky yo
pio OeS0UEVT] CLOKELOGIO PAPUAKOL PEYPL TNV TAPEAEVGT) TOLAGYL-
GTOV €VOG £TOVG OO TNV Muepounvio ANENg e ev Ady®m CLOKELO-
clog N mévte etV petd T didbeon g cuokevAGing TPOG TOANON N
Swvopn odupove pe 1o GpBpo 51 moapdypagog 3 g odnyiog
2001/83/EK, avdAioyo pe to mola gival n peyoldtepn mpobecpio.

g) Xe mepintoon mov o eBvikdg aplBudc emotpopns e£6dmwv 1 dArog
eBvikog aplBpdg TOVTOTOINGNG TOL  PUPUAKOV TEPLEYETOL OTOV
KOJOKO TPoidvToc, Ogv amorteitor vo emavorapuBAaveTal €viog Tov
HOVASIKOD KOSIKOD ovaryvdplong.

Apbpo 5

Yno0gpo 100 povadikod KOOKoD avayvopiong

1. Ot mopacKeVOOTEG KOSIKOTOLOUV TOV HOVASIKO KMOIKO ovayvmpl-
oNG 6€ S1631A0TATO YPOUUNOTO KOOIKO.

2. O ypoppm®TOS KOSIKOS EIVOL UNXOVOYVAOGIUN UNTPo dedopévav, e
duvatdmto aviyvevong kot S10pbmong ceaipdtov woddvaun N peyo-
AOTEpN and ™ pnTpa dedopévev (Data Matrix) ECC200. Ot ypappmroi
KOOIKES TTOV GLUUOPPOVOVTOL e TO TPOTLTTO ToL AteBvoig Opyaviopod
Tvmomoinong kot g Aebvodc Hhrextpoteyvikng Emrponnig (ISO/IEC)
16022: 2006 Bewpeitar 0Tl avTOTOKPIVOVTOL GTIG OTOLTHGELS TNG TOPOV-
G0G TOPAYPAPOV.

3. Ot TopACKEVOOTEG TVIDOVOLY TOV YPOLUMTO KOOIKO GTI GUOKEVO-
olo TV G€ OUOAT KOl OLOIOHOPOT EMUPAVELN YOUNANG AVAKAMONG.

4. H dou 100 pOVOSIKOD K®OIWKOD Ovayvmdplong, Otav KmSKOoTot-
gltoan og pnTpa dedopévav, akorovdel pio debvmg avayvopiopévn Kot
Tomomompévn oHvtaén Kot onpactodoyio («SVOTNUA KOIKOTOINoNG»),
OV KOOIGTA EPIKTEG TNV TOVTOTOINGCN KoL TNV aKPIn amokmdkonoinon
Kk@0e otoyeiov dedopévmv amd o 0moio. amoTEAEITOL O LOVASIKOC K®AL-
KOG avayvoplong, He TN xpnon kowov efomiiopod odpwong. To
GUOTNUE K®IKOTOINONG TEPIAAUPAVEL KMOKOVG avayvmdplong M ovo-
YVOPIOTIKA EQAPUOYAS N GAAEG GAANAOVYIEG YOPOKTPOV TOV EVTOTMI-
Couv Vv apyn kou to Téhog TG akorovbiog kabe empépovg Grotyeiov
dedopévmV TOV HOVASIKOD KMOKOD avoyvadplong Kot tpocdtopilovv Tig
TANPOYoOpieg TOV meEPLEYovTaL ota eV AOY® otoyegio dedopévav. Ot
povadtkol K®dKol avayvdpiong mov dlabETovy cHeTNUL KOdKoToNoNg
ovoppmvo pe to mpdétuvmo ISO/IEC 15418:2009 Bewpeitor 6t1 TAnpodv
TIG OMOLTNOELS TNG TAPOVGOS TAPAYPAPOV.
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5. O kodikdg mpoidvtog, Otav KMIKOTOEITal 68 UNTpa dedOoUEVEOV
®¢ otolEio HESOUEVOV EVOG HOVASIKOD KMSIKOD OVayvMPLoNG, KOAOV-
Oel éva ovotnuo Kodkomoinong Kot EEKLVA LE YapaKTNPES EL01KOVG Yo
70 choTNUa Kmdkonoineng mov ypnotponoteitol. Iepiéyer emiong yopa-
KTNPEG N 0AANAOVYIES YOPOUKTAPOV Y10 TNV TOVTOTOINGT TOV TPOIOVTOG
og papudrkov. O k®dkdg mov mpokvTTeEL Srobétel Aydtepovg omd S0
YOpOKTAPES Kot givar povodikog oe maykoouio kiipoaka. Ot kmdwoi
TPOidVTog oL cuppopemvovtar pe to tpotvna ISO/MEC 15459-3:2014
kot ISO/IEC 15459-4:2014 Bewpeitor 6TL TANPOVV TIS OTOLTHOELS TNG
TOLPOVGUG TOPOUYPAPOV.

6. Av elvon avaykaio, pmopovv va ypnoiomomnfovv SlopopeTikd
GLUOTNHATA KOSIKOTOINGNG 6TOV 1010 HOVASIKO KMOIKO Ovayvdplong,
pe v mpobmdbeon OTL M AMOKM®IKOTOINoT TOL HOVAIIKOD KMo
avayvaplong 6gv mopepumodifetal. LTy MEPITTOOTN QUTH, O HOVAIIKOG
KOOKOG ovoyvdplong TepAapPavel TOTOTOMUEVOVS YOPOKTPEG TOVL
EMITPENOVV TOV EVIOMICUO NG OPYNG KOl TOL TEAOVG TOL LOVASKOD
KOOKOD avayvdpiong, Kobd¢ kol ™G apyng Kot Tov TEAOLG KaEOe
cvotnuatog k®dkormoinong. Ot povadikol kwodikol avoyvadpiong mwov
cvppoppdvovtor pe to tpdtvmo ISO/IEC 15434:2006, otav mepiéyouvv
TOAMOTAG GLOTHHOTA KOdKomoinong, Bewpeitor 6Tl TANPOOY TG Omot-
TNGELG TNG TOPOVCAS TOPAYPAPOV.

Apbpo 6

owdtnTe TS EKTHTMONG TOV OLGOLAGTUTOV YPOUUUAOTOV KOIIKA

1. Ot mopackevaoTés aEOAOYOUV TNV TOWOTNTA TNG EKTOTMONG TG
UNTPOG SEGOUEVOV EKTIULDVTOG TOVAGYIGTOV TIG OKOAOVOES TAPAUETPOVS
™mg unTpog dedopévov:

o) NV avtifeon peTadd TOV avVOYTOXPOUOV KOl TOV GKOVPOXPOUOY
pHepav*

B) v opolopoppic. TG AVAKANGNG TOV OVOLXTOYPOU®Y KOl TOV
GKOLPOYPOUDV LEPDV”

v) v afovikn avopolopoppio

4) v avopolopopeio Tov TAEYLATOS

€) 1 un ypnowonombeica d16pbworn caApdTmOV:
o1) ™ 9Bopd ToVL GTABEPOV poTifOV

0 v wavotnTa Tov 0AYOPIBLOV OTOKMIKOTOINGNG avapopds va
OTOKMAKOTOEL TN UATPO SESOUEVOV.

2. Ot mapackevaotés mpoadlopilovy v eAdyIoTN TOOTNTO EKTOT®-
ong mov doPariler T dvvatdtnTa OKPPOLS OVAYVEOONG TG HATPAS
dedopévmV 6e OAOKANPT TNV 0AVGIS0 EQOSIAGLOD TOVAGYIGTOV EVOL £T0G
HETA TNV muepounvio ANENG ™G cvokevaciog N mévie €t petd T
duifeon G ocvokevaciag mPog WAOANCT 1| SlVOUT] GOUPOVO UE TO
apbpo 51 mapdypagoc 3 tng odnyiag 2001/83/EK, avdroyo pe to
oo glvon M peyoAlvtepn mpobecpia.

3. Kotd v ektdnoon g pTpos 0edopEV@V, 01 TOPUCKEVOCTEG dEV
YPNOLOTOLOVV TOLOTNTA EKTHTOONG YOUNAGTEPN AO TNV NG LOTN TTOL-
OTNTO OV OVOPEPETAL GTNV TOPAYPAPO 2.

4.  H mowdmta ektomwong mov afloloyeitar tovAdyiotov pe 1,5 odp-
owvo pe 1o mpdtumo ISO/IEC 15415:2011 Bewpeitor 6tL mAnpol Tig
amortioelg mov opilovrar 6to mopodv Gpbpo.
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Apbpo 7

Mop@oTtomog avayvaciuog omwd tov avlpwmro

1. Ot TopOCKELOOTEG EKTUTAOVOLV OTN GLUOKEVOGIN, GE HOPPOTLTO
avoyvaolwo ord tov avBpwmo, to akoilovba ctoyeion dedopévmv Tov
LOVASIKOD KOIKOD avaryvmdplong:

o) TOV KOOKO Tpoidvtog
B) tov apBud cepdc

v) Tov €Bvikd apBud emotpong 6wV 1 dAlov eBvikd apBud tav-
TOTOINONG TOL POPUAKOL, OV ATOLTEITOL OO TO KPATOG HEAOG GTNV
ayopd Tov omoiov mpokettal va. dtatebel To mPoldv Kot av dgv EKTL-
TOVETAL 6€ GALO UEPOC TNG GLOKEVAGIOG.

2. H mopdypapoc 1 dev egpapuoletar 6tav 10 GOpoispa twv 00
HeYaADTEP®V SCTAGEW®Y TNG GLOKELAGING €ival 160 N HIKpOTEPO OO
10 exotooTd.

3. Otav 10 €mTpémovy ot SOTACELG TNG GLOKELOGING, TO AVOYVD-
oo omd Tov Gvlpmmo ototyeio dedopévav Ppiokovtar dimha 6Tov d10-
S100TATO YPAUU®TO KOSIKA 0 0Tol0g QPEPEL TOV HOVOSIKO KOIIKO OvoL-

YVOPLONG.

Apbpo 8

TopumANpoOpRATIKES  TANPOQPOPiES OGTOV  O1GOWGOTATO  YPOUUROTO
KOSIKA

Ot TOPACKEVAGTEG UTOPOVV VO TEPIAAUBAVOVY GTOV JIGOIAGTOTO YPOpL-
HOTO KOSKO TOL PEPEL TOV HOVOIIKO KMIKO OvayvmdPIoNG TANPOPO-
pieg GAAEG amd TOV HOVOSIKO KMOIKO 0vOyVOPLOTG, OV OUTO EMITPETETOL
and Vv apuddie apyn odupove pe tov Titho Vg odnyiog
2001/83/EK.

Apbpo 9
I'poppotoi kKOIKES 6T GLEKELUTiO
INo v tavtoroinon kot v exainbevon g yvnoldmrog Tov eapud-
KOV OV TPETEL VO, PEPOVV TOL YOPOKTNPIOTIKA OCPUAELNS COUPOVA LLE
t0 GpBpo 540 tng odnyiog 2001/83/EK, ta &v AOYy®m @AappoKo Oev
(QEPOLY OTN GLOKELAGIO TOVG OPATO JIGAACTATO YPOUUWOTO KDIKO

AoV amd Tov S166100TATO YPAUU®MTO KMOIKO 0 000G PEPEL TOV OV
S1KO KOIKO avayvdpLong.

KEDAAAIO III

I'ENIKEX ATATAZEEIX I'TA THN EITAAHOEYXZH TQN
XAPAKTHPIETIKQN AX®AAEIAX

Apbpo 10

Enmal0gvon TOV JOpOKTNPLOTIKOV AGQUAEiNg

Kot v emoinbevon tov yopoKTnploTiK®OV acOAAENS, Ol TUPOUCKEVO-
GTEG, Ol YOVOPEUTOPOL Kol Ta TPOSOTA TOL £X0VV Adeln 1 givar gEov-
clodotnpéva vo dtféTouy QapUaKe 6To Koo ehéyyouv To akdiovbo
ototyeio:

o) TN YvnodtnTo Tov HOVASIKOD KOSKOD avayvedplong

B) Vv apTdTTA TOV PNYXOVIGHOD QViYVELGNG TNG TAPATOINGTG.
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Apbpo 11

EmaA0gven TS YVIGI6TNTOG TOV PHOVOIIKOY KMOIKOD avayvapieng

Katd v emodnfevon g yvnoudtntag evog Lovadikol KMIKOD ovo-
YVOPIONG, Ol TOPUGKEVAOTES, Ol YOVOPEUTOPOL KOl TO. TPOCOTO TOV
éxovuv ade M etvor e€ovorodotnuéva vo SabéTovy EAPHOKO GTO
KOWO EAEYYOLV TOV HOVOSIKO K®mOKO avayvdpiong pe Pdon tovg pova-
S1KoVg K®mAKOVG avayvdplong mov givarl amobnkevpévol 6to choTHUL
arofetnpiov ywo to omoio yivetor Adyog oto apbpo 31. O povadikog
KOSIKOG avayvoplong Oempeitar yvinolog 6tav 1o cOeTnpo anobetnpiov
TEPLEYEL EVEPYO HOVOIIKO KMOKO 0OVOyVAOPIOT|S, GTOV OTolo 0 KmOKo
TPOIOVTOG Kot 0 aplBpdc Gelpds €ivol TOVOUOLOTUTTOL HE EKEIVOVG TOL
LovadIKoD KK ovayvadpiong mov vroPfdiieTal g emaAndevon.

Apbpo 12

Movaodkoi K®OKoi avayvapieng mov £(ovv amevepyomoun0si

To @dpuoko mov PEPEL POVASIKO KMOIKO avOyvVAOPIoNG O 0moiog £XEl
amevepyomomBel dev eivar dvvatov va dwaveunbdel 1 vo dwutebel mepar-
TEPO GTO KOWO, €KTOC OV GUVIPEYEL OMOWONTOTE amd TIC aKOAOLOES
MEPMTMOCELG:

o) O HOVOOIKOG KOOGS avayvaplong £yl amevepyomombel cOppwva
pe 1o apOpo 22 crtoyeio a), Kot TO PAPHOKO OLOVEUETOL PE GKOTO
mv géaymyn tov ektog ¢ ‘Evmong

B) o povadikdg kKmdwds avayvdpiong £xel anevepyonomdet mpwv and
S1abeon Tov Papudrkov 6To KOWO, GuUPOVA pe To dpbpa 23, 26, 28
n 41

Y) 0 povadikds KOG avayvapiong €xel omevepyoronbel coppmvo
pe to apBpo 22 otoygeio B) M v) N pe 1o apBpo 40, kKo 10 PéppoKo
napadidetor 6Tov vaevhuvo Yo TNV amdppLy| TOL

8) o povadikog KmOKOG avayvdplong €xel anevepyomonbel coppmva
pe 1o apbpo 22 otoyeio J), Kol TO QAPLAKO TOPASIOETOL OTIG APUO-
dteg eBvikég apyéc.

Apbpo 13

Enavagopa Tov &vepyod KoOE6TOTOS £vOG pMOVAOIKOD KMOLKOV
avayvepons mov &gl amevepyomon0sei

1. Ot mopacKeLOOTES, Ol YOVOPEUTOPOL KOl TOL TPOGMTO, TOV EXOVV
adewo M eivan e€ovolodotnuéva va dtafétovy QapUAKE GTO KOO UTo-
POUV VO ETOVAPEPOLY TO KOOEGTAOG EVOG AMEVEPYOTOMUEVOD LOVASKOD
KOOKOD avayvdpiong oe evepyd, UOvo av mANpovVvTol ot akOAovOEg
npoimobécels:

o) T0 TPOGOTO TOL EKTEAEL TNV EVEPYEWN TNG EMAVOPOPEG KOAVTTETOL
amod v dw adewr N dikaiopo kol dpactnpromoteitol oty 1ol
£YKOTACTAON LE TO TPOCHOTO TOV OLEVEPYOTMOINGE TOV LOVAOIKO
KOJIIKO avayvdpiong'

B) M emovagopd TOoL KAOEGTMTOG TPAYUOTOTOEITAL TO APYOTEPO dEKAL
NUEPEC LETGL TNV OMEVEPYOTOINGT TOV HOVOSIKOD K®OIKOD avoyvod-

pong
Y) M ovoKevooio Tov EOPRAKoL dev €xel Anger

4) M ovokevacio TOv EOPUAKOVL dev €xEl KATAXMPIOTEL GTO GVOTNUA
amofetpiov ®g &rovca avakAnbei, amocvpbei, mpoopicbel mpog
KOTOOTPOPT 1| KAQMEL, KOl TO TPOCMTO MOV €KTEAEL TNV evépyela
g emovapopds dev yvopilel va éyel KAamei n cvokevacio

€) 10 Qapuaxo dev £yel datebel 610 KOWO.
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2. To edppoxe mov EPOVY HoVAdIKO KOIIKO ovayvdpLoNg O 0moiog
dev pmopei va emovérDel o gvepyd Kobeotdg emeldn dgv mAnpohvToLl ot
npoimoBécelg mov avapépoviar oTnv Topdypoeo 1 dev emotpépovton
o€ EUmOPELOIUO omObepa.

KE®AAAIO IV

AIEPTAXIEX T'TA THN EINAAHOEYXH TQON XAPAKTHPIXTIKQN
AX®AAEIAX KAI THN AIIENEPI'OIIOIHXH TOY MONAAIKOY
KQAIKOY ANAI'NQPIXHX AIIO TOYX HAPAXKEYAXTEX

Apbpo 14

Enai0gvon Tov 8160146TATOV YPOPP®TOY KOIKA

O 7apacKELAGTNG OV TOTODETEL T YUPUKTNPLOTIKG AGPOAEING ETAAT-
Bedel 0TL 0 S1601A0TOTOG YPAUNOTOG KMIKAG TOV PEPEL TOV HLOVOIIKO
KOSIKO avayvmplong cupemvel pe ta apbpa 5 kot 6, givar svavayvo-
6T0G Kot TEPLOUPAVEL TIG COOTEG TANPOPOPIES.

ApOpo 15
Tipnon apyciov

O mopackevaotc mov Tomobetel Ta YOPOKTNPIOTIKG acpaieiog el
apyeio OA®V TOV EPYOCIOV OTIG ONOIEG YPNOLOTOEL TOV HOVOIIKO
KOSIKO avayvdplong 1 oL omoieg apopodv Tov &V AOY® K®OIIKO oTN
GUOKELOGIOL POPUAKOL Yot TEPIOSO TOVAYIOTOV €VOG £TOVG Omd TNV
nuepounvio. AEng ™G ovokevaciog 1 mEvie €T®V PETE TN O1dbsom
NG OLOKELOOIOG TPOG TMANGN N dwvoun cvpewve pe to dpbpo 51
napdypapoc 3 g odnyiag 2001/83/EK, avdAioya pe to mown givar 1
peyodvtepn mpobeopia, ko Bétel to ev Adym apyeio ot didbeon tov
apUOSIOV apYOV KOTOTV GYETIKOD OLTAHLOTOS TOVG.

Apbpo 16

Enrain0gicelg mov mpémel va EKTELOVVTOL TPV a0 TNV 0Qaipesn 1|
TNV GVTIKOTAGTAGT TOV YUPUKTPLOTIKAOV AGYIAELNG

1. Tlpwv amd Vv agaipgon | v KGALVYT, TARPOC 1| &V UEPEL, TV
YOPOKTNPIOTIKOV 0cQOAElng cvppova e 10 apBpo 47a tng odnyiog
2001/83/EK, o mapackevaotig eAEyyel Ta akdlovbo ototyeio:

o) TNV OPTIOTNTO TOV UNYOVIGHOD OViYVELONG TNG TOPATOiNoNS

B) 1t yvnowotnta Tov HOVASIKOD KMOKOD OvVayvmdpLoNS, TOV OO0 OTE-
vepyomotel og mePINTMOON AVTIKATAGTACNG TOL.

2. Ot TopooKELACTEG TOV €YOVV GOEW TOPUCKELNC, GUUPMOVO UE TO
apBpo 40 g odnyiag 2001/83/EK, kot Gdeia mapacKeEVNg 1 EI0AYMYNG
o épevva papudkov otnv ‘Eveon, omog avagpépetar oto dpbpo 61
tov Kavoviopov (EE) apif. 536/2014 1ov Evpomaikod Kowofoviiov
kar tov XvpPoviiov (1), emaAndedovv Ta YOPOKINPLOTIKGE ACPOAEing
KOl ATEVEPYOTOLOVV TOV HOVOIIKO KOIKO 0vayvdPLonG GTr CLOKELOGIN
TOV QOPUAKOL TPV OO TNV EMOVACLOKELAGIO 1] TNV €K VEOL E€MON-
LLOVGT TOV, TPOKELEVOD VOl XPTCLLOTOMBEL O EYKEKPUEVO VIO £pguVal
QAPLOKO 1 EYKEKPYEVO EMKOVPIKO PAPLLOKO.

(") Kavoviouog (EE) opif. 536/2014 tov Evpwmaikod Kowofovliov kot tov
Zvppoviiov, g 16mg Ampidiov 2014, yu Tic KAVIKES SOKIUEG QUPHAKOV
mov poopifovtar Yoo Tov GvBpwmo Kot yw THV Kotdpynon g odnyiag
2001/20/EK (EE L 158 g 27.5.2014, . 1).
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Apbpo 17

I600Vvapog povadikog KMOkog avayvapiong

Ortav tomobeteital 1603VVOUOC HOVASIKOS KMOKOS avoyvoOplong Le
OKOTIO TN GUUUOPE®GON e TS dotdéels tov apbpov 470 Tapdypopog
1 otoyelo B) g odnyiag 2001/83/EK, o mopackevaotig emoaindevet
0Tt M doun Ko M ovvbeon TOv HOVASIKOD KMOIKOD Ovayvdplong o
onoiog tomobeteitan ot Guokevacic GUUEOVOLY, OGOV aEOPE TOV
KOOKO TPOIOVTOG Kot Tov €0vikd aplfpd emiotpong e£66mv 1 dAlov
€0vikd opOpd TaVTOTOINGNG TOV POUPUAKOV, WE TIC OTOLTHGES TOL KPd-
TOVG HEAOVG OTNV ayopd Tov omoiov mpdKelTal vo dtatebel to eappako,
MOTE 0 €V AOY® HOVOSIKOG KMOIKOG OvaryvmdPLoNG Vo UTopel vo eAEyye-
TOL OG TPOG TN YVNGLOTNTA TOV KOl VO OEVEPYOTOLELTAL.

ApOpo 18

Métpa mov mpémel va Aapfavovv ol TOPUCKELOOTES 68 MEPITTOON
napafiaong 1 vroévolas Tapamwoinong

Otav 0 mopackevaotig el AOYOLS va TIGTEDEL OTL 1] GUOKELAGIO TOVL
eapuakov £yet mopaPlactel, 1 6tav and ™V enaANBeVoN TOV YOPOKTN-
PLOTIKOV 0GQPUAEING TPOKVATEL OTL TO TPOIOV UTOPEL Vo punv etvor yvi-
610, 0 TOPUCKELOOTNG Ogv Slobétel To mPOIdV TPog TOANGN 1 davoun
KO EVILLEPDVEL OUECMG CYETIKE TIC apUOdIES apPYES.

Apbpo 19

Awtdéerg mov eappolovral 6 TUPUCKEVAOSTES TOV OLAVENOLY TO.
TPOIOVTO. TOVG PECE® YOVOPIKIG TAOM|ONG

Otav évag TopacKELOOTNG SLOVELEL TA TPOTOVIO TOV HEC® YOVOPIKNG
nodInong, epoppolovtal, ektog omd to apbpa 14 éwc 18, xar to apbpo
20 otoyeio o) kot o apbpa 22, 23 ko 24.

KE®AAAIO V

AIEPTAXIEYX T'TA THN EINAAHOEYXH TQON XAPAKTHPIXTIKQN
AYX®AAEIAY KAI THN AIIENEPI'OIIOIHXH TOY MONAAIKOY
KQAIKOY ANAI'NQPIXHE AIIO TOYX XONAPEMIIOPOYX

Apbpo 20

Enmai0gvon ™ yVno6tNTog T0V Hovadtkov KMOKoD avayvapiong
amd TOVG YOVOPERTOPOVG

O yovdpéunopog emainbedel ) yynodTTA TOL HOVASIKOD KMOIUKOD
aVOYVOPLIoNG TOLAGYIGTOV TOV aKOAOLOOV QopUAK®OV OV &Yel OGN
(LOIKN KOTOYN TOL:

o) QUPUAK®V TOV TOL £YOVV EMGTPUPEL AMO TPOSOTO TOV £XOVV GOEL
N eivan g€ovorodotnuéva vo Sobétovy QApUOKE OTO KOO 1 0o
GAlov yovdpéumopo-

B) @apudkov mov maporapPavel amd yovOpEUTOPO O 0moiog dev eivor
00TE 0 TMOPOCKEVAOCTNG OVTE O YOVOPEUTOPOG-KATOYOG TNG (OELOG
KUKAOQOPIaG 00TE O YOVIPEUTOPOG OV EYEL OPIOTEL OO TOV KATOYO
™¢ Goswg Kuklopopiog, pEGm ypomtig cOufoong, Yo vo omodn-
KEVEL KOl VO, SLOVEUEL TOL TTPOTOVTOL TOV KOADTTOVTOL OO TNV AdEL0L
KUKAOQOPIOG TOV TPoidvTog Tov €€ OVOUATOG TOV.
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Apbpo 21

Moapekkhricels amé To apOpo 20 crorycio P)

H emoAnfevon g yvnodtroag tov Hovadikod KOSKoD avayvaplong
€vOG Qopurakov dev amarteiton duvapel Tov dpbpov 20 otoyeio P) ot
Kapio omod TG aKOAOVOES TEPIMTMOCELS:

o) To okelo Pappako aAAalel KuplOTNTO, CAAG TOPAUEVEL GTN PULOIKN
KOTOYN TOL 16100 YOVOpPEUTOPOL”

B) to oweilo PAPHOKO SOVEUETOL OTNV EMKPATELN EVOG KPATOVS LEAOVG
peta&y 600 amobnK®V TOV AVAKOLY GTOV 1010 YOVOpEUTOopO M TV
1o vopkny ovtotnta, Yopic vo cuvteAeitan TOANGN.

Apbpo 22

ATEVEPYOTOINGY] TOV HOVAIIKOD KMOIKOD avayvdplons omd Tovg
YOVOPEUTOPOVG

Ot yovdpéumopot emaAndedovy T yvnoldTTO TOL HOVASIKOD KMIKOD
OVOYVOPLONG KOL TOV OTEVEPYOTOLOVV OV TPOKELTAL Yo To okOAovbo

QapuoKoL:
o) mpoidvto mov mpodkerronr va draveunBovv ektog e ‘Evoong

B) mpoidvio oLV £XOVV EMOTPUPEL GTOVG XOVIPEUTOPOVS GO TPOCMIO.
mov &yovv adea N eivan g€ovalodotuéve va dabétovv eapuraka
GTO KOO M amd GALOV YOVIpEUTOPO, Kol OgV UTOPOVV VO EMGTPO-
PovV G€ gUTOPEVGIHO amdOepa

Y) mpoidvta mov mpoopiloviol Yo KATasTpoen:

8) mpoidvta To omoin, €V PPIOKOVIOL GTN PUGIKT KOTOYN TOV YOV-
Spepndpwv, {nrovvial og deiypo amd T apurodieg apyEs

€) mpoidvta To. omoiet o1 yovopéumopotl mpotibevtan va dwaveiovy ota
TPOCOTA 1| TOVG QOPElG Tov avapépovial oto Apbpo 23, oe mepi-
TTOGN 7OV omorteital amd v e0vikn vopobesio cOupova pe 1o 010
apBpo.

Katé mapékkion and 1o otoyeio o), and v 1n Iavovapiov 2021 émg
T1g 31 AekepPpiov 2021 n vnoypEéwon ameEVEPYOTOINGNG TOL HOVOSIKOD
KOSIKOD avoyvoplong QopUAK®V Tov 0 YOVOPEUTOPOG TpoTifetar vo
Swaveiper extog TG ‘Evmong dev oyvetl yuo ta mpoidvia mov GKOTEVEL
vo, doveipel 610 Hvopévo Baoitewo (V).

Apbpo 23

AWTAEEIS Y10 TOV GLUVUTOLOYIGNG TOV 1OLUITEPOV YOPUKTIPLOTIKAV
G 0AVGId0g EQPOOLIGHOD TOV KPUTOV PELOV

Ta kpdtn péln, Otav Kpivetor avoykaio Yo TOV GUVLTOAOYIGUO TV
WO0{TEPOV YOPAKTNPIOTIKAOV TNG 0AVGIONS EPOSAGHOD 6TO £30POC TOVG,
UTOPOVV VO GIOLTOVV OO TOVG YXOVOPEUTOPOLS Vo emainbdevovv Ta
YOPOKTNPIOTIKG AGPAAEING KO VO OTEVEPYOTOLOVV TOV HOVAIIKO KMOKO
AVOYVOPLONG EVOG PUPUAKOL TPOTOL S0BEGOVV TO €V AOY® PAPLAKO GE
omotodmote amd ta. aKOAoVBa TpdoOTA 1 POPEiC:

(") Zopeovoe pe ™ cvppovio v ™y aroympnon tov Hvopévov Baciieiov g
Meyding Bpetaviag kot g Bopetog Iphavdiog and v Evponaikny Eveon
kot v Evponaixy Kowomro Atopkng Evépyewag, kot 18iog to dpbpo 5
mapdypapog 4 tov TpmToKOALoL Yo TS Iphavdio/Bopeto IpAavdio, oe cuv-
dvoopd He To TapAPTNUO 2 TOV €V AOY® TPOTOKOAAOD, Y10 TOVG GKOTOVG TOL
TapovTog Gpbpov ot avapopés 6to Hvopévo Bacilewo dev mepihappdavovv
Bopewo Ipravdio.
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o) og TPOCOTA OV £YOLV Gdew N eivar gEovclodotnuéva vor dtabé-
TOVV QAPUOKE GTO KOO Kol TO 070l OV dpAGTNPLOTOIOVVTAL GE
dpopa vysovopikng mepibaiyng 1 oe papuokeio

B) o€ KTNVIATPOLG KOl GE AVEUTOPOVS KINVINTPIKOV QUpPUAK®V”
Y) o€ 0dovTidTpous:
8) o€ OMTOUETPIKOVG KOl OTMTIKOVS

€) GE TMOPAINTPIKO TPOCMAIKO KOl GE 10TPOVG GE HOVOSEG EKTOKTNG
avayKne

0T) OTIS £VOTAES OLVAELG, OTNV OGTUVOUIN KOl 6€ GAAOVG KuPepvrrTi-
KOVG (POPELG OV dTnPovV amobEUATA OPUAK®V Y10, TOVG GKOTOVG
NG TOMTIKNG TPOGTOGING Kol TNG SlXEiplong KaTtasTpopmv:

§) o mavemotua Kot GAAa Wpduate tprtofaduiog ekmaidevong mov
YPNOLOTOLOVV PAPLOKO Y10 EPEVVITIKOVS Kol EKTOOEVTIKOVG GKO-
wovg, pe e€aipeon ta 1OPLLOTO VYEIOVOUKNG TTEPiBolyng:

1N) & QLUAOKES
0) oe oyoleio

1) 0€ KEVIPU TAPTYOPNTIKNG Oy®YNG

1) o€ 0iKovG VOomAEiog.

Apbpo 24

Métpa mov mpémer va Aapfdvouv ov yovopépumopor 6 mepimTOON
napafiaong 1 vroévolns Tapamwoinong

O yovdpéunopot dev mpounBevovy ovte e€dyouv QappaKe OTav EXOVV
AdYOLG Vo TieTeEVOLV OTL 1 cvokevacio &yl Topafactel, 1 Otav and
™V emoANfevon TOV YOPOUKTNPIOTIKOV ACPUAEINS TOV PUPUAKOV TPO-
KOmTEL OTL TO MPOIOV pmopel vo. unv givar yvioto. Ot yovopéumopot
EVNUEPDOVOLV OUECHOS TIG OPUOSIES OPYES.

KE®AAAIO VI

AIEPTAXIEYX T'IA THN EIIAAHGEYXH TOQN XAPAKTHPIZTIKQN

AYDAAEIAY KAI THN ANENEPTOIIOIHEH TOY MONAAIKOY

KQAIKOY ANAI'NQPIXHX AIIO NMPOXQIIA TTOY EXOYN AAEIA 'H

EINAI EZOYXIOAOTHMENA NA AIAGETOYN ®APMAKA XTO
KOINO

Apbpo 25

Yrmoypedoels TV APOCAOT®V mOv  £yovv  adew 1| givon
eEovorodoTnuéve va 1béTovy PapRaKa 6TO KOO

1.  Kotd m otypn dd0eong tov QopHiKov 6To KOwo, T0, TPOGMIO.
mov €yovv adewn N givar e€ovotodotnuéva vo Stabétovy AapHOKe GTO
Koo emoANBeVOVV TAL YOPOKTNPIOTIKG OCPAUAEING KOl OTEVEPYOTOLOVV
TOV HOVOSIKO KMOKO avayvadpilong Kabe Qapudkon mov QEPEL Ta yopa-
KTNPLOTIKA ao@oAeiog Kot To 0moio Sibétovy 610 KOWO.

2. Kotd mopéxkiion and v mopdypago 1, to tpdooro mov £Xovv
adeto. 1 etvor Eovetodouéve. va StafETovy QAPHAKE 6TO KOWVO Kol T
omoio. SpAGTNPLOTOOVVTOL GTO TANICLO WPLUATOV VYEWOVOMIKNG TTepi-
Oodymng pmopei va mpoPaivovv oty ev AOym emadnbsvomn kai amevep-
yomoinon avd Ao GTiyun Kotd 1o didotnua mov 10 ghpuoko Ppioke-
TOL OTI PULOIKY KOTOYN TOL WPVUATOG VYEIOVOUIKNG TtepiBolymng, pe v
npoimdBeon OTL dev GUVTEAEITOL TMOANGT TOL QOPUAKOL HETOED NG
Tapddoong Tov TPOIOVTOG GTO 10pLHE VYELOVOUIKNG TepiBolymg Kot
¢ duifeocng Tov 610 KOWO.
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3. T va enakinBevbel n yvnodTTa TOL HOVASIKOD KMOIKOV OV~
YVOPIONG VOGS QOPUAKOD Kol Yo vo omevepyorondel o v Adym pova-
KOG KmOWOS avayvdplong, ta TPOCONO TOL EYOVV AdEl 1 Elvor
g€ovorodotnuéva vo S1abETovy PApUOKE GTO KOWO GLVOEOVTOL GTO
cvotnua omofetnpiov mov avagépetar 6to dpbpo 31 péocwm tov Bvikod
N vrepebvikov amobetnpiov mov efvmmpetel 10 £60(0OG TOL KPATOLG
pélovg oto omoio Eyovv adewn M givar £0VGLOd0TNUEVO.

4. Toa ev Moyo mpdoomo enainbedovv €miong Ta YOPUKTNPLOTIKG
0CPUAEING KOL OTEVEPYOTOLOVV TOV HOVOOIKO K®OWKO avayvadpiong
TOV 0KOAOVOOV POPUAK®OV TOL (EPOVY TO YOPOUKTNPIOTIKO 0CPAAELOG:

o) TOV QOPUAK®OV TOV £(OVV OTI PLOIKN KOTOYH TOLG KoL TO. OToio dgvV
UTOPOVV VO, ETLGTPAPOVY GTOVG YOVIPEUTOPOVG 1] GTOVG TOPOCKEVO-
OTEC

B) tov eapudkov to onoio, 660 PpicKovTaLl 6T PLOIKY KATOYN TOV €V
MY mpoohnmv, Cnrodvior ®¢g deiypata amd TG apurodies opyés,
cLpE®Vo pe ™V gbvikn vopobecio

Y) TOV QOPUAK®V TOL TPounbvbovy Yo vo. xpNoononfovy ot GuvE-
YEW MG EYKEKPUEVA VIO £PEVLVA PAPLLOKA 1] EYKEKPLLEVO ETLKOVPLKAL
pappoka, 6nmg opifovtar oto apbpo 2 mapdypapoc 2 onueia 9) kon
10) tov kavovicpov (EE) apif. 536/2014.

Apbpo 26

Hopekkirioerg and 1o GpOpo 25

1. To npécona mov £xovv adela M givar gEovclodotnuéva vo Stobé-
TOUV QAPUOKE GTO KOWO OTOAAACGOVTIOL OO TNV VIOYPEWOT| VO EAEY-
YOLV TO YOPOKTNPIOTIKA OGPOAEING KOl VO OTEVEPYOTOLOVV TOV LOVO-
SIKO KOOSO avoyvdpPIoNg TOV QUPUAK®OV OV TOVG TOPEXOVIOL MG
dwpedv detypata ooppova pe 1o dpbpo 96 g odnyiog 2001/83/EK.

2. To npécona mov £xovv adesla N givar gEovalodotnuéva vo dtodé-
TOUV QAPUOKE OTO KOWO Kot To omoior Ogv OpaGTNPlOTOloVVTOL GE
dpopa vysovopkng mepiBolyng N oe eoapurokeio amoAldccovior amd
TNV VTOYPEMGT VO EAEYXOVV TO YOPOKTNPLOTIKG acparelag Kot vo ome-
VEPYOTOLOUV TOV HOVOSIKO KMOKO avoyvdPLong TV QopHAK®V, OTav 1
vIoxpEmoN AVt PopOVEL TOVG YOVOPEUTOPOVG OLVAUEL TG €BVIKNG
vopobeoiog cbppwva pe to apbpo 23.

3. Kotd mapékkiion omd to apbpo 25, ta kpdrn péAN pumopodv va
aro@acilovv, dtav KpIveTol ovaykaio Yy TOV GUVLTOAOYICUO T®V 101
aiTEPOV YOPUKTNPIOTIKOY NG 0AVGIS0G EPOSIOCHOD GTO E60(POG TOVG,
Vo 0TOAAACOOVV £va TPOGMMO OV £xel Adewn 1 givan eEovslodoTnévo
va Ol0bétel QapUaKE GTO KOWO KOl TO OTOi0 OpacTNPlOTOLEiTOL GE
dpovpa vyslovopkng mepiBaiyng amd TG VTOYPEMCELS emaAnBevong
KOl OEVEPYOTOINGNG TOL HOVASIKOD KOOIKOD Ovoyvdplong, HE TOV
6po 611 TAnpodvTol o1 akdAovbec Tpodmobicels:

o) T0 TPOCOTO OV €yl (e M eivor €EoVoLOdOTNUEVO Vo dlabéTel
PAPUOKO OTO KOO TOPIAQPAVEL TO QAPUAKO TOV PEPEL TOV LOVOL-
O1Kd KOO avayvadpiong HEGH YOVOPEUTOPOL TOL AVIKEL GTNV Sl
VOUIKT) OVTOTNTO UE TO {OPULLA VYEIOVOUIKNG TtepiBaiymg

B) m emaAnbevon kol M amEVEPYOTOINGN TOL HOVASIKOD KOIIKOD oV~
YVOPLIONG TPOUYUOTOTOLOVVTOL OO TOV YOVOPEUTOPO TTOL SlafETEL TO
TPoidv G670 dpVUO VYEWOVOIKNG TTepiBalyng:

v) dev ovvieleitan mOANON TOV EOPUAKOVL HETAED TOL YOVOPEUTHPOL
7ov S10b€TEL TO TPOIOV KoL TOV WPOUATOG VYELOVORIKTG TEpiBoiyng

4) 10 PAppoKko datifetar 6TO KOO €vIOg TOV €V AOY® 1WOPOUATOC VYEL-
ovoukng mepiBaiyng.
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Apbpo 27

YRoype®doElS KOTA TNV EQAPROYY] TOV TUPEKKAIGEOV

Ortav 1 enaAnbgvon g yvnoldToS Kol 1) AIEVEPYOTOINoT TOV LOVa-
KOO KOSIKOD OvVayvmdPLONG TPOYUATOTOLOVVTOL Vopitepa an' O,TL ova-
eépetarl 6to apbpo 25 mapdypapog 1, odupova pe o apbpa 23 1 26, n
OPTIOTNTO, TOV PNYOVIGHOV OViYVELGNG TNG MOPATOINoNg emaAndeveTOL
™ oTypn Kotd Vv omoia T0 @appako dwutifeton 6to KOWo.

Apbpo 28

Ynoypedosis 6g nepintmon dadeong pnéPovg pévo TG GLOKELOGING

Katd mapékkiion amd 10 Gpbpo 25 mapdypaeog 1, 6tav 1o mpdowmo
ov &yovv Gode N givor gEovolodotnpéva vao StbETovy APUOKO GTO
KOWO TOPEXOVV UEPOG LOVO TNG GUOKELAGIOG TOV PUPLAKOV TOV OTOI0V
0 HOVOOIKOG KMIKOG avayvmplong dev €xel amevepyomowmOel, emain-
Bgbhovv T YOPOKTINPIOTIKA OGPAAEING KOU OEVEPYOTOLOVV TOV €V
AOY® HOVOSIKO KOOIKO ovayvmdplong OTav 1 GUCKELAGIO OVOTyETAL Y10

TPOTN POPE.

Apbpo 29

Ynoypeodosis oc mepimtoon advvapios va  emainBevbei
YVNGWOTNTA Kol  vo  omeveEpyomomn0si o0 pPOvVAdIKOG KOOIUKOG

avayvopieng

Koatd mapékkiion and 10 apdpo 25 mapdypoeog 1, av 1o TpOcHORTO TOL
&yovv doewo 1 givar eEovcsrodotnuéva va Sobétovy PapUaKa 6TO KOO
aduvaTovV, AOY® TEYVIKOV TpoPAnudtev, va enainbebcovv ) yvnolo-
T TOV HOVAOIKOD KMOIKOD avoyvdplong Kol VO TOV OTEVEPYOTOL-
NOOVV TN OTIYUN KOTAG TNV OToiot TO0 PAPUOKO TOL (QEPEL TOV €V AOY®
povadikd KodKo avayvoplong dotifetor 6To Koo, To TPOSMTE TOV
€yovv adewo 1 givar eEovsrodotnéva va StaubéTovy PaproKa G6To Koo
Kataympifovy Tov povadikd Kmdkd avayvoplong Kot, oG emivdodv
T TEYVIKG TpoPAnLaTa, exoAnfevovy T YvynoldTnTa ToV €V AGY® HOVa-
KOV KMOIKOV avayvAOPIoNG Kol TOV OTEVEPYOTOLOVV.

Apbpo 30

Evépysieg mov avarappavoovv ta tpécoma mwov £xovv ddcwa 1 sivan
egovorodotnuéva va S100éTovy GAPROKE G6TO KOWO 6E mEPITTMON
OV VAPYOVV VITOVOLEG TOPATOINONG

Ortav ta tpdowmo wov Eyovv Gdsw N eivor e&ovolodotnuéva va d1obé-
TOUV PAPUOKO GTO KOWO £YOouV AOYOVG Vo, TIGTEHOLVV OTL 1] CLOKELAGIN
TOV QOPHAKOV €xel Tapoflootel, | amd TV enoAnfevon TV YopaKTnPl-
OTIKOV ACPOAEING TOV POPUAKOL TPOKVMTEL OTL TO TPOIOV UTOPEL Vol
unv givat yviolio, 1o Ipoc®mmTa Tov £xovv Adeia i eivarl e&ovclodoTnpéva
va dBétouy phpuaka 6To Koo dgv S100£ToVY TO TPOIOV KOl EVIUE-
POVOLV QUECMG CYETIKA TIC aPUOdIES apYES.

KEDAAAIO VII

AHMIOYPT'TA, AIAXEIPIXH KAI ITPOXBAXIMOTHTA TOY
XYXTHMATOX AITIOOETHPIQN

Apbpo 31
Anmovpyio Tov cvoTipaTog amodeTnpiny
1. To ovomua arnobetnpiov, o omoio Ba mepLEyEl TIc TANPOPOPIES

OYETIKG PE TO YOPOKTNPLOTIKG ac@oAeiog cOppwva pe to apbpo S54a
napdypapog 2 otoryeio €) g odnyiag 2001/83/EK, dnpuovpyeitar ko
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StevBivetor amd U KEPSOGKOTIKY VOUIKT OVTOTNTA 1 U1 KEPSOGKOTIKEG
vopikég ovtotTTeg Tov £xovv cvotadel oty Evoon and mapackevaoTtéc
Kot KATOYovs adeldvV KUKAOQOPIog QapUAK®V TOV GEPOVLY T YOPOKTN-
PLOTIKG aGPAAEiS.

2. Tw m dnuovpyia Tov cuotiuatog amofetnpiov, 1 VOUIKY ovto-
™To 1| Ol VOUKES ovTOTNTEG TG TTopoypdeov 1 cupfoviedovtol Tov-
AQYLOTOV TOVG XOVIPEUTOPOVS, TO TPOCHOTO OV £Youv Adewr M givon
e€ovolodotnuéva va S1abEToOVY QAPHAKE GTO KOWO KOl TIG OYETIKEG
apuodieg eBVIKES apyéc.

3. Ot xovdpéumopol Kal T0. TPOGMMTA TOL £XOVV Adeln 1 eival €ov-
clodotnpéva va Stobétovy Papraka 6To Koo €xovv To dkaiopo vo
GUUUETEYOLY GTI VOUIKY ovtdtnta 1 ovtdtnteg ¢ mapaypdeov 1, og
gbehovtikn Baon, ywpig empPapvvon.

4. H vokn oviotnta | ovtodtreg TG mapaypdeov 1 dev amaitovv
OO TOVG TOPUCKEVAOTES, TOVG KATOYOVG OOEL®V KuKAOQOpiag, TOvg
yovopeundpovg 1 o TPOocOTA OV EYOoLV (el N givor e&ovolodoTn-
péva vo S1ab€Touy ApHaKE OTO KOO Vo gival HEAT GUYKEKPYEVOD
OPYOVIGLOV 1] OPYOVIGU®MV Y10 VO YPNCLOTOOVV TO GUCTIHO 0mofeTn-
plav.

5. To kb66t0¢ TOL GVOTAHNTOG amobetnpimv Papvvel TOVg TOPO-
OKELOOTEG TMV POPUAK®OV OV (QEPOVV TO. YOPUKTINPIOTIKE acPaAEiog,
cOUe®Vo He To apbpo 540 mapdypapoc 2 ctoygeio €) tng odmnyiog
2001/83/EK.

Apbpo 32

Aop] Tov GvoTNETOS amoBeTNPimV

1. To cbompa amobetnpiov anoteleitor and o akdAoVOa NAEKTPO-
viké amofetipuo:

o) KEVIPIKO SPOUOAOYNTH TANPOQOPLOV Kot dedopévav (Koppo):

B) amoBetpla mov efumnpetodv TO £30POG €VOG KPATOVG UEAOVLG
(«€Bvikd amoBetnplan) N T0 £30POC TOAMDY KPUTOV HEADV («VTEPE-
Ovikd amobetnploy). Ta ev Adyw amobetnpla givar cuvdedepéva e
Tov koufo.

2. O oplBudg tov eBvikdv kot tov vrepedvikdv amobenpimv eivor
enopkng dote va eacpariletar 01t T0 £dapog KAbe KphTovg pEAOVG
e&umnpeteitan and éva eBvikd 1 vrepebvikd amobetriplo.

3.  To obomua amobetmpiov dwbétel TNy avaykaio, VITOSOUN TEYVO-
A0Yi0G TOV TANPOQOPLDOV, LDAKO KOl AOYIOUIKO, (DOTE Vo EKTEAEL TIg
akoAovleg Asttovpyieg:

o) LETAPOPT®OT), GVALOYN, enefepyacio, Tpomomoinon kot amobnkevon
TOV TANPOPOPIDV GYETIKO HE TO YOPOUKTNPIOTIKA AGQOAAEING 7OV
KaO1oTOUV €PIKTN TNV €noANBevon NG YVNoOTNTAS KoLl TNV TOVTO-
TOINoN TOV QOPULAKOV

B) tavtomoinom HEHOVOUEVNG GLOKEVOGIONG QOPUAKOL TOL QEPEL TO.
YOPOUKTNPLOTIKG ac@oreiag, kol emainbsvon g yvnoldTNTOG TOL
HOVASIKOD KMSIKOV avoyvdpLong NG €V A0Y® GLUGKEVOGING KoL OTTE-
VEPYOTOINGT] TOV GE OTO0NTOTE GNUEI0 TNG VOLUUNG aAVGidag po-
Sopov.

4.  To ovompo anobetnpiov meptlapPdvel Tig SIETOPEG TPOYPALLU-
TOV EQAPLOYNG TOV EMTPETOVY GTOVG YOVOPEUTOPOVS KOl GTA TPOCHOTO
mov €yovv adewo M givar e€ovorodotnuéva vo Stabétovy QAapHOKe GTO
KOWO Vo TPOYUOTOTOM|GovY avalntioel 610 cvotnuo anobetnpiov
UEC® AOYIOUIKOD, UE OKOTO VO ETOANOEVGOVV TN YVIGLOTNTO TOV HOVO-
SIKOV KOOK®OV OvoyvOPIoNG Kol VO TOVG OTEVEPYOTOLGOVV  GTO
cvotnua omofetnpiov. Ot Senapés TPOYPOULATOV EPAPUOYNG EMLTPE-
movy emiong ot apuddieg eBvikég apyés va €xovv mpocPacmn oo
cvotnue amofetnpimv pHEcH AOYIGUIKOV, GUUP®VA pe To apbBpo 39.
To cvotuo arobempiov meptlapPdvel exione ypapikég demapéc ypn-
oTN 7oV TOPEYOVV dpeon mpdoPaon oto cvoTNUa amobsTnpiov cvp-
owvo. pe o apbpo 35 mapdypagog 1 otoyeio 0).
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To cvompo omoBetnpiov dev mepthapfavel tov e£omAopd QLOIKNG
6Gp®ONG TOV YPNOLUOTOLEITOL Y10 TNV AVAYVOGT TOV HOVOSIKOD KmOt-
KOV avaryv@dpilong.

Apbpo 33

Meta@éptmon mTAnpo@opldv 6To cVoTNHA amodeTnpiny

1. O xdroyog g Gdelg KukAopopiog M, o€ mePinTwon TAPAAINANG
€I00YOYNG N TAPAAANANG S0VOUNG PAPUAK®OV OV QEPOVY 1GOJVVALO
LOVASIKO KMOIKO ovayvmpLoNG Yo, TOVG GKOTOVG TNG GUUUOPO®ONG HE
t0 apBpo 47a g odnyiag 2001/83/EK, 10 mpodcmmo mov gival vrevhuvo
Y T 0160g0m TV €V AMOY® TTPOIOVIOV GTNV 0yopd Slac@orilel 6Tt ot
TANPOPOPIES TOV OVAPEPOVTOL GTNV TAPAYPAPO 2 LETOPOPTMOVOVTOL GTO
cvotnua amobetnpimv mpwv omd ™ Sidbeon Tov PapPUAKOV TPOG TOANCN
N Slovopn omd TOV TOPOCKELOGTN Ko, £KTOTE, EMIKOLPOTOLOVVIOL.

O TAnpogopieg amodnkevoviar oe Kibe eBvikd N vepebvikd amobern-
pro mov g&umnpetel To £60POG TOV KPATOVG HEAOVG 1| TOV KPATOV HEADY
oV ayopd tov omoiwv mpokeltal vo dlatedel TO QAPUAKO TOV PEPEL
TOV pHOVadIKO K®Okd avayvapiong. Ot minpogopiec mov avapépoviot
oV mapdypapo 2 otoyela o) Emg ) Tov mapdvtog Gpbpov, pe efai-
peom tov apBud celpds, amobnkevoviol eniong otov KOUPo.

2. Tw o éppoKe Tov EEPOVV HOVOIKO KOSIKO avayvdPIons, HeTo-

(POPTMOVOVTOL GTO GUGTNUA ATOHETNPI®Y TOLVAAYIGTOV Ol aKOAOVOES TTAN-

popopiec:

o) to otolyeio dESOUEVOV TOL HOVOSIKOD KMOIKOD Oovoyvadpiong GOp-
ewvo. pe o apbpo 4 otoyeio P)

B) 10 cbomua K®OKOTOINGNG TOV KOIKOD TPOIOVTOg

Y) M ovopaocio Kol 1 KOWN OVOUOGIO TOL (QOPUAKOL, 1 (POPLOKOTE-
VKN Hopem, N docoroyia, To €100¢ Tng cLoKELOGIOG KOl TO NEYE-
00g TG CLOKELOGING TOV POPUAKOV, CUUPMVO. LLE TNV OPOAOYIO TOL
avapépetol 6to apbpo 25 mapdypapog 1 croryeio P) kol oToyeia €)
¢mg §) tov ekteheotikod kavoviopov (EE) apb. 520/2012 g Emi-
tpomrg (1)

8) 1o KpAtog PEAOG M TA KPATH WEAN OTNV Ayopd TOL OTOiov N TV
omoimv mpokeral va datebel to pappoako:

€) KOTd TEPIMTOON, 0 KOIKOG TOVTOTOINONG TNG KOTOXDPIONG 1) OO0l
OVTIOTOLYEL GTO PAPUOKO TOV PEPEL TOV LOVAOIKO KOOKO Ovoyvd-
pong ot Paon dedopévav mov avoaeépetal oto apbpo 57 mapd-
ypagoc 1 otoyeio 1f) tov kavovicpov (EK) apf. 726/2004 tov
Evpomnaikod KowoBoviiov katr tov Zvpfoviriov ()

0T) T0 Ovopo Kol 1 devbuvorn Tov TOPUCKELOOT MOV TOTOBETEL TO
YOPOKTNPIOTIKG 0GPAAEING'

{) to Ovopo kol M Sevbuven Tov KATOXOL TNG GOEG KLKAOQOPING

M) 0 KOTAAOYOG T@V XOVOPEUTOP®V TOV £XOVV OPLoTEL OO TOV KATOYO
g adelog KukAopopiog, LEcw ypamTig cvpPacns, va anobnkebovv
Kot Vo S10vVEHOVV TO TTPOTOVTO TOL KOAVTTOVTIOL OO TV €V AOY®
adeto. KukAopopiag €€ OVOUOTOC TOL KATOYOV TNG.

3. Ou minpogopiec OV OVOPEPOVTIOL GTNV TOPAYPOPO 2 TPEMEL VO,
UETOPOPTOVOVTOL 6TO cVGTN O amobetnpinv gite pécm tov KouPov &ite
pécw® tov eBvikav N Tov vrepebvikdv amobetnpiov.

(M) Extedeotikog koavoviopds (EE) apif. 520/2012 g Emrponig, g 19ng Iov-
viov 2012, oyetikd pe T SlEVEPYELD TOV SPUCTNPLOTHTOV POPLOKOETOYPV-
mynong mov mpoPArénovtar otov kavoviopd (EK) apd. 726/2004 tov Evpw-
naikod Kowofoviiov kot tov XZvpfovriov ko otnv odnyio 2001/83/EK tov
Evponaikod Kowofoviiov kot tov XZvpPovriov (EE L 159 g 20.6.2012,
c. 5).

(®) Kavoviouog (EK) apif. 726/2004 tov Evpomnaikov KowoBovAiiov kot tov
Zvppoviiov, g 31Ing Maptiov 2004, yio T B€0TGT KOWOTIKOV S1081KACIOV
XOpPMYNoNg GOeg Kl ETONTEING OGOV QPOPE To PAPLLAKO TOL TPoopilovTot
Yoo ovOpOTIVI] KoL oL KTVIOTPIKY ¥prion kot yio ) ovotaon Evpomaikond
Opyavicpod Goappdakev (EE L 136 g 30.4.2004, o. 1).
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Otav 1 petapdptoon mpaypotonoeitor HEcm Tov kOpPov, o kOpPog
NPEl AVTiypapo TOV TANPOPOPLOV TOV AVAPEPOVTOL GTNV TAPAYPAPO 2
otoeia o) €mg J), pe e€aipeon tov apBud cepdc, kor dSaPifalel to
GUVOAO T®V TANPOPOPLOV 6 KAOe gBvikd 1 vrepebvikd amobetnplo mov
e&umnpetel 10 €3000g TOV KPATOLG UEAOLG 1 TOV KPOUTMOV UEADY GTNV
ayopd TtV omoimv mpdkerTol vo, dtutedel To PAPUOKO TOV QEPEL TOV
HOVASIKO KMOKO avoyvidplomg.

Otav M petopdptoon mpaypatomoteitar pécw efvikod M vaepedvicov
aroBetnpiov, 10 ev AMdyw amobetipro petafifaler apéows otov kOpUPo
avTiypaQo TmV TANPOPOPLOV TOV AVOPEPOVTAL TNV TAPAYPAPO 2 GTOL-
yelo ) éog 8), pe e&aipeon Tov aplBud GePAC, YPNOLLOTOLDVTAS TOV
LOPPOTLTIO SESOUEVMV KOl TIG TTPOSOyPaPEG OVTOAAOYNG dedOpEVEV
nov kabopifovtor amd tov KOpPo.

4. O mAnpogopieg Tov avaPEpovIal TNV Tapdypapo 2 amobnkevo-
vtal oto anobetpla 6mov giyav apyikd HETAPOPT®OEL Yo TOVAGYIGTOV
éva €10¢ Petd v muepounvia AREng tov eopudikov M wévie £t PETA
) dufeon Tov QapuaKov TPog mOANCT N dovoun COUE®VO HE TO
apbpo 51 mapdypagoc 3 tng odnyiog 2001/83/EK, avdroya pe to
mowo. lvan M peyolvtepn mpobecpia.

Apbpo 34

Agrtovpyio Tov képpov

1.  Kdabe ebvikd 1 vmepebvikd amoBetplo Tov cLVBETEL TO GVOTNHO
amofetnpiov avtaALdcoel deS0UEVO UE TOV KOUBO YPNOLUOTOLOVTAG TOV
HOPPOTLTIO  SESOUEVMV KOl TIG TTPOSypapés ovTorrayng dedopévav
nmov kabopilovtar amd tov KoOuo.

2. Ortav 1 yvnodmro Tov Hovodikod K®SIKoL avoyvoplong dev givol
duvatd vo emodnBevbel, emedn éva eBvikd M vrepedvikd amobethplo dev
mepAapuPavel HOVOSIKO KOOKO ovoyvdplong GToV 0molo 0 K®IKOG
TPOIOVTOG Ko 0 aplipdc Gelpdg €ivol TOVOUOLOTUTTOL HE EKEIVOVG TOL
VIO enoANBevon povadikoy KOOV avayvmplons, to €0vikd M vrepe-
Ovikd amobetplo SwPifaler to aitnua otov KOpPo mTPOKEWEVOL Vo
e&aptPmbel av 0 ev AOy® HOVASIKOG KMOKOG ovayvdpiong givol amo-
Onkevpévog ce Ao onpeio Tov GuoTHHATOG aToBeTNPimV.

Ortav o koppog Aapfaver o aitnpa, gvromilel, pe Pdon tig mAnpopopieg
oL mEPEYOvVTaL ¢' aTdv, KGbe €Bvikd 1 vEepebvicd amobeTplo oL
e&umnpetel 10 £30P0g TOV KPATOLG UEAOLG 1| TOV KPOTMOV UEADV GTNV
ayopd TV omoimv mpokerTol vo, diutedel To PAPUOKO TOV QEPEL TOV
povadikd Kwdkod avoyvaopiong, kot petafialel to aitnpa oto v A0Y®
amofetnpia.

AxorloObwg, 0 kopuPog duPifalel v andvimon Tev v Ady® amobetn-
plov oto amobetnpro mov Eekivinoe v avalnnon.

3. O xoépPoc, otav gvnuepodvetor omd éva Bvikd 1 vepedvikd amo-
Oetplo oyeTIKA pe TV oAAOYn TOL KAOEGTMOTOG EVOG LOVASIKOD K®OL-
KOO avayv@PIons, LEPYVA Y10l TOV GLYYPOVIGUO TOV KABEGTOTOS 0LTOV
petaéd TV eBvikmv N vrepedvikmv amobetnpiov mov géumnpetodv 10
£00pOC TOV KPATOLG HEAOVG M TV KPOTM®V HEADV OTNV ayopd TV
omoimv mpoKetal vo dlatebel T0 PAPUOKO TOL QEPEL TOV HOVOIIKO
KOOIKO 0voyvdpLong.

4. O xopPoc, 6tav AopPdvel TIc TANPOPOPIEG TOV AVAPEPOVTUL GTO
apBpo 35 mapdypapos 4, e€acparilel TNV nAekTpoviky dtacHvdeon TV
aplpdV TopTidag TPV Kol PETE TNV EMAVOCVOKELOCIO 7| TV €K VEOL
EMONUAVON LE TO GUVOAO TMV HOVOSIKAOV KMOSKOV OvOyvMdPLoNG TOV
OTEVEPYOTOLOVVTOL KOL UE TO GUVOAO TMV 1GOSVVOU®V LOVASIKOV KO-
KOV ovayvepilong mov torofetovvat.
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ApBpo 35

XopaKTNPIOTIKA TOV GUGTHNATOS amofeTpimV

1. Kdabe amobetnpro oto chompa amobetnpiov TAnpol OAeg Tig aKod-
Aovbec mpodmobicerc:

a) eivorl eykoateompuévo oty Evoon:

B) Onovpyeitar ko SievBivetar amd pn KEPSOGKOMIKY VOIKT OVTO-
mrta 1 onoia &yl cvotabel oty ‘Evoon amd mopackevacstés Kot
KaTOYOUG UOEL®V KUKAOPOPIOG PUPULAK®Y OV PEPOVY TAL XOPOKTI-
PLOTIKG AGQOAEING KOl, 0 TEPITT®GN OV £X0VV emMAEEEL VO GLL-
LETAGYOVV, YOVOPEUTOPOVG KOl TPOCHOTO TOL £YOVV Adeln N eivor
e€ovorodotnuéva va dtabétovy phppaka 6To Koo

v) elvor mAnpmg Sokettovpykd pe ta dAlo amobetnplo Tov cuvhETov
T0 cvomua anobetnpiov. T'o. Tovg 6KOToVE TOV TAPOVTOS KEPOL-
Aaiov, mg dtodettovpykdTTa VogiTal | TANPNG AELTOVPYIKT| EVOTOi-
non tov amobepiov Kot 1 peToEd TOVG NAEKTPOVIKT avTaAloyn
dedopévmv, aveEdpmTo amd ToV TAPOYO VANPECIDOV TOV YPTGULO-
noeitor

d) kabotd duvar) TV aEOTIGTN NAEKTPOVIKT TOVTOMOINGCT KOl 7oL
Abgvon g YYNoOTTOG HELOVOUEVOV GLUOKEVOGIOV QUPUAK®Y
OO TOVG TOPUCKEVOGTES, TOVG YOVOPEUTOPOLG KOl TO TPOGMIO.
ov &yovv adela M givon e&ovolodotnpéva vo dtabétovy appoKo.
0TO0 KOWO, COLQOVO WE TIG OIOLTHOES TOV TOPOVTIOS KOVOVIGHOV

€) Owbétel SEMOPEC TPOYPOUUATOV EPAPLOYNAG KATAAANAES Yoo TN
LETAPOPA KA TNV AVTOAAAY OESOUEVOV E TO AOYIGUIKO TOL YPT)-
GLUOTIOEITOL OO TOVG YOVOPEUTOPOVS, TO TPOCMME TOV EXOVV
adewo M eivor e€ovolodotnuéva va S100£ToVY EAPUOKO GTO KOLWVO
Ko, Koté TEPInT@OT, TIG apurodieg Ovikég apyés

GT) OTAV Ol YOVOPEUTOPOL KOl TO TPOCMTO TOL EYOVV AdE 1] €ivor
e€ovcrodotnpéva va StafETouy PApLOKE GTO KOWO TPy LOTOTOLO0V
avalntoelg 6to amobeTnplo e oKomd TV enainBgvomn TG YvNnolo-
TNTOG TOV HOVOIIKOD KMOOKOD OvOyvMdPLoNG KOl TNV OTEVEPYOROi-
non tov, o xpdvog andkpiong tov amobetnpiov, ympig va Aappave-
TOL VEOYN 1M TAXVTNTO. TNG GVVEEGNG 6TO d10dikTVO, Eival HKpOTE-
pog and 300 ylooTd TOL JEVTEPOAENTOV GTO TOLAdYGTOV 95 %
TV tepumtdcemyv. Ot emdOcELg Tov amofetnpiov emTpEmMOVY GTOVG
YOVSPEUTOPOVG KAl 6T0 TPOSOTA TOL £YoVV Gdew N ivan €Eovaoio-
dotnuéva vo S1ab€Tovy PAappaKa 6T0 KOO v AEltovpyodv ympig
onuovtikée kabvotepnioeis

0) OSwnpel mAnpeg apyeio («dadpoun erEyyxov») oto omoio kataypd-
@ovtal OAEC Ol £pyaciec TOV OPOPOVV EVOV HOVOSIKO KOSIKO ovoL-
YVOPLONG, Ol YPNOTEG OV EKTEAODV QVTEG TIS EPYACIES, KABMS Kot M
@oon tov gpyaciov. H dwdpoun eréyyov omupovpyeitar 6tav o
HOVOSIKOG KMOKOG avOoyvdPLoNG UETOPOPTAOVETOL GTO amobETPLO
Kot Swtnpeitor €0G TOLAGYIOTOV €va €TOG UETOL TNV mMUEPOUNVIO
MENG Tov Pappdakov N TEVTE £ PETA TN S1BESN TOV PUPLAKOL
Tpog mdANo™M M dvopn cvpeova pe o apbpo 51 mapdypapog 3
g odnyiog 2001/83/EK, avdioya pe to mola givon n peyoAvtepn
npobeopia

n) ovpeova pe to apbpo 38, n dopnq tov elvon Té€TOo BOTE VO di-
opaAlovtar 1 TPOCTUCIN TOV TPOCOTIKAOV SEOOUEVOV KOl TMV
TANPOPOPLDY  EUTIGTEVTIKOD, ONO EUTOPIKY GTOYN, YOPOUKTHP,
KoOOG Kol 1 KuPOTNTO KAl 1 EUTICTELTIKOTNTO T®V OeS0UEVOV
OV TOPAYOVTOL OTOV YPNCLUOTOLOVV TO OTOBETIPLO Ol TAPAUCKEV -
GT£G, Ol KATOYOL OdEIDV KUKAOPOPIaG, 01 YOVOPEUTOPOL Kal T TPO-
ooma oL EYovv adew M eivar eEovarodotnuéva vo dtobétovv Pap-
LLOKO GTO KOWO"

0) meprhapPavel ypopikéc Slemapég XpHoT TOL TOPEYOLV Gueon G
avtd mPOcPacn otovg axdAoVOOLS ypNoTEG MOV E£xouv eleyyDei
cOpemvo. pe o apbpo 37 ctoyeio P):
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1) 0ToVG YOVOPEUTOPOLVS KOl TO. TPOGMTO OV £XOLV AdEW M| €LVl
eEovorodotnuéva vo, dtabétouy pappoKe 6To Kowod, pe Gkomd
v emaANBgVoN TG YVNOLOTNTOS TOV HOVOSIKOD KMOIKOD ovol-
YVOPIONG KOl TNV ORXEVEPYOTOINGN TOL o€ TepimTmon PAAPNG
TOV S1KOO TOVG AOYIGHIKOV

i) oTIc apuOdiEg EBVIKEG apyEC, VIO TOVG GKOTOVG OV OVOPEPOVTOL
oto apbpo 39.

2. Otav 10 K0OE0TMOG €VOG LOVOSIKOD KMIKOD OVOYVOPLONG 0V
tonoBeteiton og Qappoxo mov mpoopiletoan va dwtebel oty ayopd
MEPLGGOTEPOV TOV €VOC KPAT®OV peA®dV ahAdlel oe éva eBvikd 1 vrepe-
Ovikd oamoBetrplo, 10 &v AOym amobetiplo Kowvomolel apécmg v
oAdoyn Tov KOOEGTOTOG GTOV KOWPO, EKTOG av TPOKELTOL Y10 TEPIMTTMOON
OTEVEPYOTIOINGNG Ad TOVG KATOYOVS TNG ASELNG KUKAOPOPING GOLP®VO.
pe ta pBpa 40 1 41.

3.  Ta ebvikd 1 ta vaepebvikd amobetiplo dev emTPENOVY TN UETO-
@oOpT®ON 1 TV amobfNKeLoN VG HOVASIKOD KOOIKOD avayvAPLoNG TOL
mePLEYEL TOV 1010 KWOIKO TPoidvtog kat apliud celpdg pe dAlov pova-
KO kKO avayvdplong mov givon NON amodnkevpévog oe avTd.

4.  Tw kdbe mapTido ETAVOUGVOKEVUCUEVOV 1 EK VEOV ETIGNUAGUEV®V
GUGKELUCIOV €VOG PapUaKkov Tl omoieg elyav Tomofetndel 1oduvapot
LOVad1Kol K®SIKOL avaryvdplong Yo TOVG GKOTOVG TG CUUUOPPOOTG HE
0 apBpo 47a g odnyiag 2001/83/EK, 10 Tpdommo mov givar vrevhuvo
Y T 0130g0m TOVL PUPUAKOVL GTNV OYOPd EVNUEPDVEL TOV KOUPO oye-
TIKG pe tov aplpd M toug aptBuovg TopTidag TV GLOKEVAGIDOV TOL
TPOKELTAL VO EMOVOCLOKELOCTOVV 1 va. emonpaviodv ek véov, kabdg
KOL GYETIKO PE TOVG LOVOOIKOVG KMOIKOVG OVOyVAPLoNG OTIC €V AOY®
ocvokevaoies. EmmAéov, evnuepdvel tov kOuPo oyetikd pe tov apfud
TopTIdOG TG TOPTIONG TOV TPOKVMTEL OO TNV EMAVOCVOKELOGIO 1| TNV
€K VEOU EMIGNUAVOT], KOODG KOl GYETIKA LE TOVG OVTIOTOLOLS HOVAdL-
KOUG KOIKODS avoyvadpILong 6NV €V A0Y® TTopTidd.

Apbpo 36

Agrtovpyieg TOV CVGTHNATOS OTOOETNPiOV

To cvompa anoBetnpiov emtpémel ToLVAGYIOTOV TIG 0KOAOVOES EVEP-
Yeleg:

o) NV emavarapfoavopevn enainbevon g yvnowdmntog £vog evepyon
LOVASIKOD KOIKOD ovayvmpiong cOupova pe to pbpo 11+

B) v evepyomoinom TOL UNYOVIGHOD TPOEWBOTOINCNG OTO GUGTNO
KOl GTOV TEPUATIKO otabud otav, Kotd v emaAndevon g yvn-
olOTToG €vOG HOVASIKOD KMOIKOD avayvadpilong, o0V KotooTel
duvatn M emPefaiovon ¢ yvnowdTNTAG TOL €V AOY® HOVASIKOD
KOdKoh avayvoplong couemve pe to apbpo 11. H mepintwon
OLTN EMONUOIVETOL GTO GUOTNHO G TOOVO TEPIGTOTIKO TOPATOi-
nong, extdg av to mPoidv eueavifetar 610 cHOTNUA OTL EYEL AVOL-
KAnOel, amoovpBel N mpoopiletan y KoTtaoTpOEN

Y) TNV omevePyomoinom evOg HOVASIKOD KOOKOD avayvadpiong oOp-
QOVO. [E TIG OTALTNCELS TOV TOPOVTOS KOVOVIGHOD

8) TG GLVOLOGUEVEG EVEPYEIEG TNG TOVTOMOINONG TNG OCLGKEVAGING
€VOG PUPUAKOV TTOL QPEPEL HOVAIIKO KMOIIKO 0vVOyVMOPIONG Kol TG
emoAnfevong g yvnoldTog Tov &V AOY® HOVOSIKOD KmOKOD
avoyvVAPIoNG Kol TNG ONEVEPYOTOINGNG TOV”

€) TNV TOWTOMOINGN TNG GLOKELAGIAG EVOC PAPUAKOV TOV PEPEL LLOVOL-
KO KOO avayvmdpiong Kot Ty emaAnfevon g yvnoldtntog Tov
€V AOY® HOVOSIKOD KMOIKOV avoyv@pPLoNG KoL TNG OEVEPYOTOINGNG
0V Gg Kpatog HENOG TO omoio dgv eival To Kpdtog pélog otnv
ayopd Tov omoiov STEONKE TO QAPUOKO OV QEPEL TOV €V ADY®
HOVASIKO KMOKO avoyvoplong
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GT) TNV OVAYVOGT TV TANPOPOPIDV TOV TEPEYOVTAL GTOV SIGIAGTATO
YPOUUOTO KOSIKO TOV KMOOIKOTOEL TOV HOVOSIKO KWOIKO avoyvod-
pLoNG, TNV TOVTOTOINGT TOL (QUPUAKOL OV QPEPEL TOV YPUUHDTO
KOSIKO, Kol TOV EAEYXO TOL KOOEGTMOTOG TOV HOVOSIKOD KOSIKOD
avayvaplong, xopic va gvepyomombel o pnyaviopuds mpogdomoi-
NOoMG TOL AVOEEPETAL 6T0 GToyelo B) Tov TapdvTog Apbpov:

0 pe myv emeoraén tov apbpov 35 mapdypagog 1 otoxeio n), v
TpOcPaocn and eAeYUEVOLG YOVOPEUTOPOVS GTOV KATAAOYO XOVOPEU-
TOpOV TOL avapEPETOL 610 ApBpo 33 mapdypapog 2 otoeio M),
TPOKEEVOL Vo KaBop1oTel Katd TOcoV TPEmeL Vo enaindgbovy tov
PoVadIKd KOO avayvadplong evog ded0UEVOD (OPUAKOL!

n) v emoAnfevon g YvnooTTag £vOG LOVASIKOD KOIKOD avoyvo-
PLONG KOL TNV OTEVEPYOTOINGN TOV, UE TN YEWpokivnty avalntnon
GT0 GUOTNUO TOV GTOLKEl®V OdOUEVOV TOL HOVASIKOD KmOUKoD
avoyvoplong'

0) v dueon mopoy TANPOPOPLOV GYETIKA UE VOV GUYKEKPLUEVO
povadikd KmOKd avoyvoplong ot apuodieg eOvikég apyég kot
otov Evponaikd Opyaviopd Poppdkov, Koty GYETIKOD OUThLo-
T0¢

) MV ekndvnon ekbEécemV TOV EMTPEMOVY OTIC OPUOSIES APYES, APE-
VoG, va eEakpIPOVOLY KATE TOGOV UEUOVOUEVOL KATOYOL OOEIDV
KUKAOQOPIOG, TOPOCKEVOOTEG, YOVOPEUTOPOL KOL TPOCHOTO TOL
&yovv adewo M eivar g€ovolodotnuéva vo dtabétovy aproka 6To
KOWO GUUHOPPAOVOVTOL UE TIG OTALTHGELS TOV TOPOVIOG KOVOVIGHOV
KoL, OQETEPOD, VoL SLEPEVVOVV TUYOV TEPIGTATIKA TOPATOINGNS

) ™V ETavaPopd Tov KABEGTMTOS EVOG HOVASIKOD KMOIKOD OvVayVm-
PLONG OO OTEVEPYOTOMNUEVOL GE EVEPYO, VIO TOVG OPOVS TOV OLVOL-
@épovtar oto Gpbpo 13-

PB) v évdeldn 61t 0 HOVASIKOG KOOIKOG avayvVAOPIoNG £XEL OIEVEPYO-
o el

y) v évdelEn ot éva eappako Exel avakindei, amocvpbei, KAamei,
e&ayBel, {nnBel g delypa and Tic appodieg eBvikég apyés, dMniwbel
o¢ dwpedv delypo omd tov Kkdtoyo TG AGdewg KvukAoopiog, M
Tpoopileton Y KaTtooTpOQn:

1) ™ ohvdeon, avéd mapTideg PapUAK®OVY, LETAED TOV TANPOPOPLOV Yo
TOVG HOVOSIKOUG KMOKOVG OvOyVAMPLONG TOL GPOLPOVVTOL 1] KOAD-
TTOVTOL KOL TOV TAPOQOPLOV GYETIKA LE TOVG LGO0SVVOLOVS LOVO-
SKovg KOIKOVS ovayvdplong mov Tomofetovvial ote &V AdY®
QOPLOKO YL TOVG GKOTOVG TNG GULUUOPOMONG He To GpBpo 47
g odnyiag 2001/83/EK-

1€) TOV GLYYPOVIGHO TOVL KAOEGTMTOG EVOG LOVASIKOD KOIKOD OvVaryvm-
plong petaéd tov ebvikav 1 vrepebvikav amobetmpiov mov gévan-
peTobV TO €30(0C TOV KPATOV HEADV otV ayopd TmV omnoiwv
npokertar va dlotedel 10 v AOY® QApUAKO.

Apbpo 37

YZoypedoElS TOV VOMKAV OVIOTITOV 7OV ONUIOVPYOVV KoL
owyepiovrar amoBeTiiplo TO 0moi0 EVTAGGETAL GTO GUGTNNO
amofeTnpiov

KdéBe vopukn oviomta mov dnuovpyet kot dwoepiletan amobetiplo to
omoio evtdocetal 6to cvoTnpo omofetnpiov Tpofaivel oTic akdlovOeg
EVEPYELEC:

o) EVNUEPDOVEL TIC avTioTolKes apuodieg eBVIKES apyés Yo TNV Tpobeon
NG VO EYKOTAGTNOEL TO amobeTplo 1 LEPOG aVTOD 6TO E60PAG TOVG
Kot TG gvnuepmvel HOALG To omobetnplo tebel oe Asttovpyio

B) epapupolel dSwdikacieg aopareiog mov eyyvmvior 6t pOVO ot ypn-
OTEG TOV OTOiMV 1 TOVTOTNTO, O POAOG KOL T VOLHOTNTA EXOVV
gmaAnfevbel pmopodv va &yovv mpdoPacn oto amobetiplo M vo
LETAPOPTOVOLV TIC TANPOQOPiES oL avapépovial oto pbpo 33
TopAYPUPOs 2°
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Y) mapakoAovbel cuVEXMG TO OMOOETNPLO YO TEPMTMOCELS EVEPYOTOI-
Nong Tov UNYAVIGHoD mpogwonoinong Yo mhavl TEPIGTUTIKA
TopAToinong cOpemva He o apbpo 36 otoyeio P)

4) pepluva ywo v auecn depedivnon OA®V TV THOVOV TEPICTATIKMV
TOPOTOINONG TOL EXOLV EVTOMIGTEL OO TO GVGTNUO COUP®VA LE TO
apBpo 36 croryeio B), kot yo TV €80TOINON TOV APUOdIDV EOVI-
KOV apydv, Tov Evporaikod Opyavicpod oppdkev kot e Emi-
TPOTNG, o€ mepintwon mov emPefarmbel N Tapamoinon:

g) Olevepyel TakTkovg eAEYXOLG TOv amobeTnpiov Yo v emaAnfevon
NG CLVUUOPPMONG LE TIG OMOLTIOES TOV TOPOVTOG Kovoviopov. Ot
€Neyyol TPEMEL VO TPOYLOTOTOLOVVTIOL TOVAGYIGTOV €TNGIMG Yo TOL
TPpOTO TEVTE £TN HETE TNV Evopén 16)00G TOV TaPOHVTOG KAVOVIGUOD
0T0 KpAaTog pEAOG OOV &ival eyKaTeSTNUEVO TO amobeTplo, Kot
TovAdyotov kdBe Tpla €t omn ovvéyewn. To amoteAéopata
QUTOV TOV EAEYXOV TOPEYOVTOL GTIG OPUOSIES APYES, KOTOTV GYE-
TIKOO OUTHHATOG

o1) 0étel ™ dwdpoun eAEyyov Tov avopépetal 6to apbpo 35 mapdypa-
@og 1 otoygeio §) apéocmg otn dtdbeon TV aprOdIOV apYOV KOTO-
TV UTLOTOS TOVG

0) 06étel g exBéoelg mov avapépovtar oto GpBpo 36 ctoreio 1) apé-
0mG 61N d1Gbgon TV appUoOSIOV ApYDV KATOTY oTHUATOG TOUC.

Apbpo 38

IIpoctacio TV dedopuévav Kol KUPIOTNTA TOV d€dopuEvaV

1. Ot nopookevacTés, oL KATOYOL AOEDV KUKAOPOPInG, Ot YOVOpEu-
TopoL Kot To TPOoOTA Tov £xovv Adeln M givar gEovclodotnuéva va
Swbétovv @appoko cto Kowd gival vmevbuvol Yo ta dedopéva OV
mopdyovior Otov  XPNOWOmMOvV To GVoTNue  amofsnpiov Kot To
omoio. amobnkevovral ot dwdpopn eréyyov. ‘Exovv v xvpidmra
Kot TV wpocsPoon poévo ota dedopéva avtd, pe eaipeon Tig TANPOQPO-
pieg mov avopépovtatl 6to apbpo 33 mapdypapoc 2 Kot TIg TANPOPOpieg
OYXETIKG pE TO KOPESTMG EVOC HOVAOIKOD KOIIKOD OvVayvmdPLoNG.

2. H voukn ovtémto mov diayelpiletar 1o anobetnplo 610 0moio
elvan amofnkevpévn 1 Swdpoun eléyyov dev €xel mpocPacn otn do-
dpoun €Aéyxov Kol 6T dedopEVE TOL TEPIEXOVTAL OE OVTH YWOPIS ™
YPOTTH GLYKATAOES TOV VOUIU®V KOTOYOV TOV SedoUEVOV, EKTOC OV
€&V PETOVVTOL Ol GKOTOL dlEPEVLVNOTG TOOVAOV TEPIGTOTIKOV TOPOTOT-
nong mov €yovv emonuavlel oto cvotua couewve pe to apbpo 36
otoyeio P).

Apbpo 39
MpocPaocn amd T appodieg Ovikég apyés

H vopwn ovtémto mov dnpovpyesl ko Swoyepileton éva amobernpilo
oV ypnoyonoteital yio Ty exoinbevon tng yvnodtroag | ™V ome-
VEPYOTOINOT] TOV LOVOSIKOV KOSIKOV OvVayVOPLoNG TOV QOPUAK®Y TOL
SwtiBevtal oty ayopd KpaTovg pEAOLG Tapéyel TPOGPacn 610 gV AdY®
amofETPLO KoL OTIG TANPOPOPIES TOL TEPEXOVTAL G' AVTO GTIS APUOSIEG
apyég TOL v AOY® KPATOVLG HEAOVG Yo TOLG aKOAOVOOVS GKOTOVGC:

o) Vv enomteion TG Asttovpyiog TV omobetnpiov Kot T depedvnon
TOAVOV TEPIGTATIKMOV TOpOTOiNoNg:

B) v emotpor| 60wV

Y) T QOPUOKOETAYPOTVNOT N TN QOPUAKOETIONOAOYia.



02016R0161 — EL — 01.01.2021 — 001.001 — 21

KEDAAAIO VIII

YIIOXPEQXEIX TON KATOXQN AAEIQN KYKAO®OPIAY, TQN
IMAPAAAHAQN EIZATQI'EQN KAI TQN ITAPAAAHAQN AIANOMEQN

Apbpo 40

Ipoidvra mwov &yovv avaxkinbei, amoocvplei 1 Khamei

O Kkdroyog g Gdewag Kukhogopiag 1), o€ MePITTOON TAPAAANANG €100~
YOYNG N TOPAAANANG SLOVOUNG POPUAK®Y TOL GEPOVY 1GOSVVOLO LOVOL-
S1KO KOO avayvmdPLong Yo, TOLVG GKOTOLG TNG CLUHUOPPOOTG UE TO
apbpo 47a g odnylag 2001/83/EK, 10 mpdowmo mov givor vrevbuvvo
v T dudfeon Tov PopUAKOL GTHV ayopd AdpuPdvouv apécmg Ol Ta
axorovba pétpa:

0) LEPYVOLV Y10 TNV OTEVEPYOTOINGT TOV LOVASIKOD KMSIIKOL OVOyvV®d-
plong evog pappdiov Tov mpoKeTal vo avakAndei 1 va amocvpbei,
oe kaBe eBvikd 1 vepebvikd anobetpro mov e&vmnpetel T0 £60POg
TOV KPATOLG HEAOVG 1 TOV KPATMOV UEAMV GTO OMOiot TPOKELTAL VO
npaypotorombei m avaxinon M 1 andovpon’

B) unepyvovv Yo TNV amEVEPYOTOINGT TOV LOVAOIKOD KMIKOV avoryved-
pong, av gival yvowotog, evOog @aprakov mov £xel kKhomel, og kdbe
efvikd 1 vrepebvikd amobetplo oto omoio amobnkedovial TANpPo-
(popieg OYETIKA LE TO €V AOY® TPOIOV*

v) emonuaivouv ota anobetplo Tov avopépovtal ota onpeio o) Kot )
OTL T0 &V AOY® TTPoidv €xel avakinbel, amocvpbel | kKhomel, avaioyo
HE TNV TEpimTmOon).

Apbpo 41

IIpoiovta mov dwotiBeviar og dwpedv dsiypota

O Kkdtoyxog g Gdewg KuKAOQoping mov mpotifetar vo dabécel omot-
0dMmoTE amd To PAPHOKE TOV ®G dwPedV delypo cOupwva pe to apbpo
96 g odnyiog 2001/83/EK dnidver 1o v Adyw mpoidv, av @Epel Ta
YOPOKTNPIOTIKG OCQOAEING, G dwpedv deiypa 6t0 cvoTNUE amobeTn-
pleV Kol LEPUVA Y10 TNV OTEVEPYOTOINGT TOV LOVASIKOD TOV KMIKOV
avoyvapilong mpotov 1o dbécel ota Tpdono Tov gival e£0Vo1080TN-
HEVO VO TO GLVTOYOYPAPOVV.

Apbpo 42

ATOLOLQY] HOVOIIKAV KOOKAOV OvVOyvVOPIeNS ondé To ovoTnpa
amofeTnpicv

O «kdtoyoc g Gdelag Kukhoopiag 1), 6€ TEPITTOON TAPAAANANG €100
YOYNG N TOPAAANANG SLOVOUNG POPUAK®Y TOL GEPOVY 1GOSVVOLO LOVOL-
S1KO KMOKO avayvmdPLoNg Yo, TOVG GKOTOLG TNG CLUHUOPPOOTG UE TO
apbpo 47a g odnylag 2001/83/EK, 10 mpdowmo mov givor vrgvbuvvo
vy TN O1ifecn TOL QUPUAKOVL OTNV ayopd OEV HETAPOPTMOVEL TOVG
LOVASIKOUG KMOKOVG OVoyvMPLoNG GTO GUGTNHO amofetnpimv TpoTtov
amoleiyel amd To cHOTNUA CVTO TVXOV TOANIOTEPOLS HOVASIKOVG KMOL-
KOUG OvayvmdPLoNG TTov TEPEXOLYV TOV 1510 Kmdkd Tpoidvtoc kot aptfud
GEPAG UE TOVG HOVOIIKOVS KMIKOVS OVOyVMPLONG TTOL UETAPOPTOVO-
vtat.
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KEDAAAIO IX
YIIOXPEQXEIX TQN EONIKQN APMOAIQN APXQN

Apbpo 43

Minpogopicg mov mapéyovror and Tig OViKES apuodies apyés

O ebvikég apuodieg apyéc kabiotovv Owbéciueg o6Tovg KATOYOVG
adEWdV KLUKAOQOPIOG, GTOVG TUPUCKEVOOTEG, GTOVG YOVOPEUTOPOLS Kot
0T0. TPOCMOTO. OV £Yovv Adela N givar e&ovolodotnuéva vo dtabétovv
QAPLOKO OTO KOWO TIG aKkOAoVOEC TANPOPOPiES, KATOTY OLTHLOTOG
TOVG:

o) To QAPUOKOE TTOV KUKAO(QOPOVUV OTNV ayopd 6To £30(pOG TOLG Kol TO,
omolol PEPOVV TOL YAPOKTNPLOTIKG AGPUAEINS GUHE®VO HE TO ApOHpo
54 otoryeio 1€) g odnyiag 2001/83/EK kot tov mopodvTa KOvoviopd:

B) ta eappoxo mov yopnyoHVIOL UE WOTPIKT GLUVTOYN 1] ATOTELOVV OVTL-
Keipevo emotpopng €03V Kot ywo T omoio To TESI0 EQOPHOYNG
TOL HOVOSIKOD KMIKOD OVayVMPLONG EMEKTEIVETOL Y10l TOVG GKOTTOVG
Mg EMOTPOPNG €EOSMV 1 TNG QOPUAKOETAYPVTVIONG, COUPOVO LE
10 apBpo S54a mapdypapog S5 g odnyiog 2001/83/EK-

Y) TO @APHOKO Yo TO. omoio TO Tedio EPAPUOYNG TOV UNYXOVIGHOD Ovi-
YLVELONG TNG TOPOATOINONG EMEKTEIVETAL Y10 TOVG GKOTOVG TNG OC(PA-
Aewg TV acbevav, copemvo pe 10 apbpo S4a mapdypapog 5 g
odmyiag 2001/83/EK.

Apbpo 44

Enonteia Tov ocvotiportog amobetnpicv

1.  Ou oppoddieg eBvikég apyég emontevovy T Agrtovpyio kdbe omobe-
mpilov mov &lvar €YKATECTNHEVO GTO £00pOC TOVG, (MGTE VO ETOATN-
Ogbovv, av eivar amopaitnto pécw embempnocwv, Ot T0 amodeThplo
Kot M Vopkny ovtoétnta mov givar vedbBovn yo ) dnuovpylo Kot ™
Swyeipon Tov amobeTnpiov GUUUOPPAOVOVTOL HE TIG OTOITNHOES TOL
TOPOVTOG KAVOVIGHOD.

2. Ot apuoddieg ebvikég apyég umopovv va petafifalovv onotadnnote
oo TIG VIOYXPEMGELG OV LIEYOLVV PAceL Tov ToapovTog Apbpov otnv
apuddo apyn GAAOL KPATOLG HEAOLG M G TPITO UEPOC, HE YPAmTN
cupP®Vvia.

3. Ortav éva oamoBetiplo mov dev eivol eyKOTESTNUEVO OTO £60(POG
KPATOVG HEAOVG YXPTGLOTOLEITAL Yo TNV ENOANBEVON TNG YVNOLOTNTOG
TOV PapUdKOV oV dtatifeviotl oty ayopd awtod TOL KPATovug HEAOLG,
N opurodia apyn Tov eV AOY® KPATOLG UEAOLG UTOPEL VO TPOLYULOTOTOL-
noet embempnon tov amobetnpiov N vo dievepynoetl aveEdptnto Ereyyo,
o€ ocvupovie pe TO KPATOg HEAOG GTO Omoio Eivol €yKATESTNUEVO TO
amofetnplo.

4. O appodieg ebvikéc apyég dwPipalovv T ekbécelg tov enomnti-
KoV dpactnprotitov otov Evpondiké Opyavicpd Ooppdkmv, o oroiog
Tig 0étel ot S1dbeon TV AAAOV appOdOV EBVIKOV apydV Kol NG
Emutpomrc.

5. Ot opuoddieg ebvikéc apyéc pumopodv va cupfaiiovv ot dwoyei-
pton omowovdnTote amobetnpiov ypNoLLOTOLEiTAL Yoo TV TOVTOTOINGN
TOV QOPUAKOV Kol TNV €TAANOELON TG YVNOLOTNTOGC 1) TNV OEVEPYO-
TOINGN TOV HOVOSIKOV KOOIKOV 0VOyVOPLoNG TOV QOPUAK®Y OV dl-
tifevtar 6TV ayopd oTo €30(POG TOL KPATOLG LEAOVS TOUC.

H ovppetoyn tov appodiov eBvikdv apydv 6to S101knNTiKd GupPovilo
TOV VOUK®V 0vIoTHT®V 1ov dwxepilovior to ev Adym amobetipio
pmopet va pBavel £0G 10 €va TPITO TOV HEADV TOV S101KNTIKOL GLUBOL-
Aov.
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KEDAAAIO X

KATAAOI'OI TQN HMAPEKKAIZEQN KAI TQN KOINOIIOIHXEQN
XTHN EIITPOIIH

Apbpo 45

Katdroyor Tov mopekkiicewv g mpog TNV avoypoen 1q T pn
avaypaOn] TOV YOUPUKTIPIGTIKAOV 0.0QPUAEiNg

1. O KoTdloYoG TOV QPUPUAK®Y KOl TOV KOTNYOPL®V TPOIOVI®MV TOL
VTOKEWVTAL GE OTPIKN GLVTAYN KOl TO OToio dgv TPEMEL VoL PEPOLV TOL
YOPOKTNPIOTIKA acpaieiog Topatifetor oto mapdptnuae I tov mapdvtog
KOVOVIGLLOV.

2. O KoTdAOYOG TOV PUPUAK®V KOl TOV KOTNYOPLDV TPOIOVI®MV TOL
dev VIOKEWVTOL GE LOTPIKY GLUVTOYN KOl TO OTOl0L TPEMEL VO PEPOVYV TO.
YOPOKTNPLOTIKG aopaAeiog Topatifetol oto mapdpua I Tov mapdvtog
KOVOVIGLOD.

Apbpo 46

Kowonoumosis mpog v Emirpom)

1.  Ou apuddeg ebvikéc apyéc kowvomolovv otnv Emutponn to pn
GLVTAYOYPOQPOVUEVO, (APUOKO TO OTOl0l OLTEG KPIVOUV OTL dOTPEXOLV
Kivovvo mapamoinong, apéows Horg avitinedovv tov kivévvo avtd. [a
TOV 6KOmO 0VTo, XPNOOTOLOVV T0 £vTvumo 1oL Tapatifetal oto mapdp-
mua I tov moapdvTog Kovoviouov.

2. Ot apuddieg Bvikég apyés pmopodv va evnuepovouvv v Emttpomn
OYETIKA [E TO. PAPUOKO TOV OVTEG Bepovv OTL dev daTpEyovv Kivouvo
nmaponoinons. I'a tov okond avtd, xpNCHLOTOOVY TO EVTVTTO TOV AP~
tifeton oto mapdptnua IV tov mapdvrog Kavovisov.

3. T tovg 6KOTOUG TV KOVOTOUWGEMY OV AVOPEPOVTOL GTIC TOPOL-
yphopovg 1 kot 2, ot appoddieg eBvikég apyéc mpoPaivouv oe a&loddynon
TOV KIVOOVOV TOpOmToinong Kol Tov Kvdveov Tov TpoEPpYovTaL amd TV
napomoinon Tov ev Ady® mpoidvimv, Aappdvoviog vToyn To KPPl
OV OVaLPEPOVTOL 6TO ApBpo 540 mapdypapos 2 ototyeio B) tng odnyiog
2001/83/EK.

4. Ot appoddieg ebvikég apyés, o6tav vrofdrlovv otv Emitporn v
KOWOTOINGN TOL OvVAQEPETOL otV Tapdypapo 1, mpookopilovv otnv
Emutponn T otoyeio kot To SIKOOAOYNTIKG TOL OTOSEIKVOOLY TNV
Vropén TEPIOTATIKOV TOPATOINGTG.

Apbpo 47

A&loA6yN061 TOV KOIVOTOU|GE®Y

Ortav, petd v Kowvomoinon mov avagépetal oto apdpo 46, n Emrponn
N éva kpatog oG Kpivouvv, pe Baon Tic tepmrtdoelg Bavatwv 1 voon-
Aetag moAtdv tng Evoong AMdyw ékBeong toug oe yevdemiypapo @ap-
poKo, 0Tt amotteitan 1 avaAnyTn enelyovcog dpdong yu TV TPocTacio
g dnuodoag vyesiag, n Emurpony| afoloyel v kowvomoinom ympig
kaBvotépnon kot 0 apydTePo EviOg 45 MuepDOV.
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KEDAAAIO XI

METABATIKA METPA KAI ENAPEH IXXYOX

Apbpo 48

Metafatikd pétpo

Ta @dppaka mov éyovv datebei mpog mdAnon M dwwvoun ywpic o
YOPOKTNPLOTIKG ac@aAeiog o KPATOG MEAOG TPV amd TNV MUEPOUNVIN
Katd TNV omoio. 0 mMopdV Kavoviopds apyilel va epappoletal 6to ev
AOY® KPATOG HEAOG, KOL TOL OTTOi0t (PAPHOKO, OEV EYOVV ETAVOCLOKELO-
otel N emonuavOel ek véou petd v ev Adym muepounvia, tibsvtal og
KukAopopio. 6TV ayopd, dtavépovtol Kot dlatifeviolr 610 Koo G610 &V
AOYO KkpaTog pEAOG €mG TNV Muepounvia ANENG Tov.

Apbpo 49

Egappoyn ote kpartn pékn mov dwwditovv 1161 ocveTipaTe yio TNV
emol0gvon TS YVINOWOTNTOS TOV QUPRIK®OV KOl TNV TUVTOTOINGY)
REPROVOUEVAOV GUOKEVUGLAOV

1. Kabe kpdtoc pérog ek v avopepopévav cto apbpo 2 mapdypa-
@og 2 devtepo eddagro otoyeio P) dedtepn mepiodog tng odmnyiog
2011/62/EE xowomoiei otnv Emtponr v nuepounvia amd tnv omoio
apyiCouv va woyvovv ta apbpo 1 éwg 48 ToL TAPHVTOG KOVOVIGLOV GTO
£00.p0¢ ToV, cOUE®VO, e TO Tpito €ddplo Tov Gpbpov 50. H kowomoi-
NoN TPOYUATOTOEITAL TO apydTEPO 6 PNVEG TPV amd TNV &V AOY®
EQAPLOY.

2. H Emupomn dnpocievel avakoivemon oyxetikd pe kabe pio amd Tig
NUEPOUNVIEG OV TNG KOWOMOOLVTAL COLO®VA HE TNV Tapdypapo 1
omv Ermionun Epnuepido s Evpowmaixne Evworng.

Apbpo 50
"Evapén woyvog

O mopdv kavoviopdg apyilel va oyvel v €KOoTH Muépa amd N
dnpooievon tov omv Emionun Epnuepioa s Evpwrmaikns Evworg.
Apyiler va gpappoletar and tig 9 dePpovapiov 2019.

Qo6106060, oTa KpATn UEAN TTOL avaPépovTol 6to Gpbpo 2 mapdypapoc 2
devtepo €ddplo otoyeio P) devtepn mepiodog g odnyiag 2011/62/EE
epapudlovtor ta apbpa 1 £wg 48 T0V TOPOVTOG KAVOVIGHOD TO 0pyo-
tepo and TG 9 PePpovapiov 2025.

O mop®dV Kavoviopog givol SEGUEVTIKOS OG TPOG OAOL TOL HEPT) TOV KOl
woyveL dueca og kdOe KpATog HELOGC.
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TTAPAPTHMA 1

Katalhoyos TOV @oppdkov Kol TOV KATNYOPLAOV TPOIGVTOV oV avopépoviar 6to apbpo 45
nopaypogog 1, To omoio VTOKEWTOL O OTPIKY] GLVTAYN] KOl Oev TPEMEL Vo GEPOLV TO

XOPOUKTNPIOTIKA 00PUALEiNG

Ovopacio g dpAcTIKAG 0VGiag 1 TG KoTnyopiog

DopUOKOTEXVIKT

e woper Aocolroyia TTopatnpnoelg
Opotomafntikd appLoo Oleg Oleg
Tevwipieg padiovoukAeidiov Oleg ‘Oheg
Kt Oleg ‘Oheg
TIpddpopor padiovoukeidiov Oleg Oheg
Ddappoxo Tponyuévng Bepanciog mov mepié- Oleg ‘Oheg
¥OUV 1M amOTEAOVVTIOL OO 16TOVG N KOTTOPO
latpwcd aépilo latpwcd oéplo Oheg
Awhdpota yioo Tapevtepikn] Opéyn pe ovato- [ Awdlopa Oheg
o Bepamevtikd ynukd kwdikd (ATC) mov £yyoon
apyiler am6 BOSBA
Awhdpoto mov emnpedlovv Vv 1coppomio [ Awddvpa yo ‘Oheg
TV NAEKTPOAVTOV pe kodikd ATC mov apyi- £yyoon
Cev amd BOSBB
AwAdpoTo. Tov TPOKAAOVUV OCUMTIKY Ow00- [ Addopa y ‘Oheg
pnon pe kodwd ATC mov apyiler amnd £yyoon
BO5BC
Evdopréfia mpdcbeta Swolvpdtov pe koded Oleg ‘Oheg
ATC mov apyiler amd BOSX
AA0OTEG KOl APOL®TIKOL TOPAYOVTEG, GLUTE- Oleg ‘Oheg
phopfavopéveov  SWAVUAT®OV  KOTUOVIGHOD,
pe kwdikd ATC mov apyiler amd6 VOTAB
Ykuoypo@ikég ovoieg pe kmdkd ATC mov Oleg Oheg
apyiler amo V08
AoKIpEG Yioo GAAEPYIKG VOOTIHOTO HE KOOKO Oleg ‘Oheg
ATC mov apyiter andé V04CL
Exyvlkicpata arlepyloyovov pe kodikd ATC Oleg Oheg

mov apyilet and VOIAA
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TIAPAPTHMA 11

Katalhoyos TOV @oppdkov Kol TOV KATNYOPLAV TPOIGVTOV oV avopépoviar 6to apbpo 45
TOPaYPOPOS 2, TO OTOi0 OEV VAOKEIVTOL GE WWTPIKN] OLVTAYN] KOU TTPETEL Vo GEPOLV TO
XOPOUKTNPIOTIKA 0.0PUALEiNG

Ovopacia g dpactikng ovsiag N g katnyopiag| Doppokoteyviknh

POTOVIDV Hopon Aocoroyia Tapatmpnioeig

Openpaloin YkAnpég yaoTpo- 20 mg
avOEKTIKEG
KOWYOVAEG

Opempaloin YxAnpéc yootpo- 40 mg
avOeKTIKEG
KOWOVAEG
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IIAPAPTHMA 111

Kowonoinon npog v Evponaiky Exttponn tov un cuvioyoypa@odievov ¢oapuakoy mov Kpivetat
Ot SrTpéYovy Kivduvo Topomoinene, copemva pe to apbpo 54a mapdypopog 4 g odnyiog 2001/
83/EK

Kpdrog péroc: Ovopooio g appoddiog apync:

ATodeIKTIKG oTOLNE DL
(TIpookopicte ototyeion mov va
Apf. | Apaotik) ovoio Avotopikdg Oepa- | amodeikvoouv éva 1 meplood-
eyypa- | (kown ovopa- , , Aocoloyia | TEVTIKOG YNIUIKOG | TEPAL MEPLGTATIKG TAPATOINGNG

ong ola) v Hopen kodkog (ATC) ot VO oAvcida eQodio-
opov kat Tpocdlopicte TV
MY TOV TANPOPOPIAOV.)

Dappokote-

10

11

12

13

14

15

Znueioon: O apBUoS TV £yypae®v dev eival dEGUEVTIKOG.
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TIAPAPTHMA IV

Kowonoinon mpog v Evponaiky Emupomy tov @oppudkov mov kpivetar 0Tt dgv Slatpéyovv
kivéuvo mapamoinong, copemvo e to apbpo S4a mapdypapog 4 g odnyiag 2001/83/EK

Kpdrog péroc: Ovopooio g appoddig apync:

Apf. | Apaotiky ovoio
eyypa- | (kown ovopo-
Mg oia)

Dapuokote-

, , Aocoloyia
XVIKT popon

Avoropikdg Oepa-
TEVTIKOG YMUKOG
kodog (ATC)

Tlapoatnpioelg / Zvpminpopo-
TIKEG TANPOPOpPies

10

11

12

13

14

15

Znueiwon: O aplOuog TV eyypaedv dev etvatl decUELTIKOG.
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