IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Lutathera 370 MBg/ml s1divua yio éyyvon

2. ITOIOTIKH KAI TIOXOTIKH XYNOEXH

"Evo. ml Sraddpatog mepiéyet 370 MBq Aovtéoio (Y7Lu)-0E0d0tpeotidn katd thv nuepounvia kot thv
opa g Pabuovopunong.

H ocvvolikn mosotnta padievépyelag ova eraAidto piog doong ivar 7.400 MBq katd v nuepounvia
Ko TV dpa g Eyyvone. Me dedopéveva ) otabepn oyKopeTpikn evepyotnta tov 370 MBg/ml katd
TNV nuepounvia Kot TNV opa ¢ Pabuovounong, o 0ykog Tov SIADINTOC 6TO QLOAidlo KopaiveTol
peta&o 20,5 kot 25,0 ml dote vo mapéyeTor 1 ameitodpEVT] TOGOTNTO PUSIEVEPYELNG KOTH TV
nuepopnvia Kot Ty dpa TG £YXVoNGS.

DuoIKb YOPUKTNPLOTIKG,

To Aovtécto-177 éyxel xpovo nuicelag Cmng 6,647 nuépes. To Aovtécio-177 dwaomaton pe B ekmoumn
pog to otafepd GPvio-177 pe to mo apbovo B (79,3%) va €xer péyiot evépyeia 0,498 MeV. H péon
Prta evépyeta eivon Tepimov 0,13 MeV. Exnéumeton emiong younAn evEpyELn YOUUA, Y10 TOPASETY LA
113 keV (6,2%) ko 208 keV (11%).

"Exdoyo ue yvootn dpaon

Kabe ml droddpartog mepiéyet péypt ko 0,14 mmol (3,2 mg) vatpiov.

Mo tov T p1n KatdAoyo Tav exdoywv, BA. Tapdypapo 6.1.

3. D®APMAKOTEXNIKH MOP®H

Avdopa ya €yyoon.

Awwyéc, dypopo £mg ELaepd Kitptvo dtddvua.

4. KAINIKEX TIAHPO®OPIEX

41 OgpamevTikég evoeitelg

To Lutathera gvdeikvotot yuo t Oepaneio Tov aveyyeipntov 1| HETAGTATIKMV, TPOOSEVLTIKA
eEelMoodpevov, kokd dStapopomompévav (Gl kot G2), YooTPEVTIEPOTAYKPENTIKAOV VEVPOEVOOKPIVIKADV
Oykwv (GEP-NETS) pe 0gt1iko0g vt0d0)gic cmUaTtooTativig 68 EVAMKEG.

4.2  Aocoioyia Kol TPOTOG LOPNYNONS

2nuavtikéc 00MYIEC Yo TNV 0GQAAELD,

To Lutathera 8o wpémetl va yopnyeitor wovo amnd dropa e£0VG1080TNUEVE, Y10, TOV XEIPIGUO
POSLOPUPLOKEVTIKAOV TPOTIOVTOV o6& Kabopiouévo kKhvikd mepiariov (BA. Tapdypago 6.6) kot pHeTd
v a&loAdynon tov acbevoig amo évov eEEIBIKEVIEVO 10TPO.



Tavtomoinon acHevoic

[pw and v évapén g Bepaneiag pe Lutathera, n ameikovion TV VTOSOYE®Y COUOTOGTUTIVIG
(omwvBnpoypagia 1§ Topoypaeio ekrounng molitpoviov [PET]) npénet va emPePfarmoel tnv
VIEPEKPPAGT] AVTMV TOV VITOJOYEMV GTOV 16TO TOV GYKOL UE TNV TPOGANYT 0td ToV OYKO va glval
TOVAYLGTOV TOGO VYNAY] OGO 1| PLGLOAOYIKY] TPOGANYN TOL NTATOG,.

Aocoloyia

Evplikeg

To cuvictduevo Bepomevtivd oyfuo tov Lutathera oe evijlkeg amoteleitan amd 4 £yyOGEIS TOV
7.400 MBq 1 kd6¢ pio. To cuvictdpevo didotnpo Heto&d Tav xopnynoewv ivat 8 efdopndadeg
(x1 epdoudda).

ITAnpogopieg yio Tnv Tpomonoinom g 00GNS Y10, THY AVIIUETOTIGT GOPAPAV 1) U1 OVEKTMV
aveTBOUNTOV EVEPYEIDY TOPEYOVTOL GTIV OVTIGTOLYN TOPAYPUPO TAPAKATE.

Aidlvuo ourvoléwy

Me oKomd TNV TPOCTOCia TOV VEPPOV, éva dtddvpa aptvoséwv ov epiéyel L-Aveivn ko L-apywivn
TPEMEL VO, yopnyeital evdoprePimg katd tn dudpkela 4 mpav (PAére cuataon otovg [Tivakeg 1 kot 2).
H &yyvon tov dtodvpatog apvocémv npémet va Egkvinoet 30 Aemtd mpv amd v Evapén g yyvong
tov Lutathera. H éyyvon tov dtaddpatog apvoé&émy kot tov Lutathera péow Eexmpiotic erefikng
TpocPacng oe kdbe Ppoyiowva Tov acbevoig, eivar  TpoTiuduevn uEB0dog. Q26T0G0, £V deV gival
SVVATEG OLO EVOOPAEPLES YPOUUEG AOY®D KOKNG OAEPIKNG TPOGPaoNC 1) VOGOKOUEINKN G/ KAVIKNAG
TPOTIUNONG, TO dtddvpa apvoéémy kat to Luthathera pmopotv va eyyvboldv péow puog kowvng
YPOUUNG Pécm pag Tpiodng Paifidac, Aappdavovtog vwoéyn Tov puBud porg Kot T diTipnon g
oAePkng TpocPacnc. H 6661 Tov S1oAd0ToC apivoEEDY deV TPETEL VAL LELOVETOL AKOUT KOl GV
yopnyeitot po. peiouévn 66on Lutathera.

‘Eva 16Avpe apvo&émv mov mepiéyel puovo L-Avoivn kot L-apyvivn 6Tic ToGOTNTES TOV OVOQEPOVTOL
otov [Tivaxa 1 Bempeitor 10 apUOKELTIKO TPOTOV EMAOYNG, AOY® TOV YOUNAOTEPOV OAKOD GYKOV
nov Ba gyyvel Ko ™G YaUNAOTEPTG ®OUOUOPLAKOTNTOG.

To duivua apvolémv umopel va TapackeLaoTel ¢ cHVOETO TPOIOY, GOUPOVE HUE TIC KAAEG
TPOAKTIKES ACNTING TOPACKELTG POPLAKEVTIKAOV TPOIOVTOV TOV VOGOKOUEIOL KOl GOLPOVA LLE T
ovotaon mov kabopiletar otov [ivaka 1.

Iivaxog 1 2067001 TOV GOVOETOV SLEAVNATOS AUIVOEEDY
"Evoon HoocotnTa
L-vdpoyrmpikn Avcivn 25g*
L-vdpoyAmpikn apywivn 25 g**
Evéoo didivpa yAopiodyov varpiov 9 mg/ml (0,9%), 1 11
VO0TOG Y10 EVEGLULOL

*1ooovvouo pe 20,0 g L-Avoivng
**16060vapo pe 20,7 g L-apyvivng




EvoAlaxtikd, propodv va ypnoyonombovv spmopikd dtabéotpia StaAvpato apvosémv edv etvon
GUUPMOVO, LLE TIC TPOJYPUPEG TTOL TTEPLYpapovTol atov Iivaka 2.

Mivokag 2 [podwaypa@ég epmopikd o100EcIUOV SLEAVRATOV OpIVOEEMV
XapaKTNPLoTIKO Hpodraypapés
L-vdpoyropikn Avcivn Meta&d 18 ko 25 g*
L-vdpoyAmpikn apywivn Meta&o 18 ko 25 g**
Oykog léng2l
Qopopoplakdtnta Kot < 1.200 mOsmol/kg
OYKO

*1ooovvopo pe 14,4-20,0 g L-Avoivng
**160060vapo pe 14,9-20,7 g L-apywvivng

HopaxolotOnon Oepameiog

[pwv amd kKabe yoprynomn Kot katd tn didpketo tn Oepanciog pe Lutathera, amattodvion epyactnplokeég
g€etdoelc yo v a&loAdyno” TG KOTAGTUGNG TOL 0cfEVODG KoL TNV TPOGUPLOYN TOL BepamenTiko
TPMOTOKOALOL OTIMG amanteital (80o, didonua petald Tov eyyvoemv, apBudc eyyvoewv) (PA.

IMivaka 3).

O1 eldyroteg epyaotnplakég eetdoelg mov ypetdlovral Tpv omd Kabe Eyyoon eival:

o Awatoroyikég eetaoelg (apoapaipivn [Hb], aptBpog Aevkokuttdpmy e Tpocdloplopo
AELKOKVTTAPIKOD TOTTOL, 0PtOUOG ALOTETAAIWDVY)

o Neppikn Astrovpyio. (kpeotvivn Ko kdBapor kpeatvivig pe Baon tov tomo Cockeroft-Gault)

o Hrotwkn Aertovpyia (apwvotpavepepdon olavivng [ALT], acmaptiki apvotpavepepdon
[AST], aApovpivn, diebvig oporomompévn oxéon (INR) kot xolepvBpivn)

O1 gpyaotnprokéc eEetdoelg avtég Oa TPEMEL va S1EVEPYOVVTOL TOVAGYICTOV Lo pOpa UEGH OE 2 £G
4 Boopddeg TPV TN XOPNYNOT| Kol AUESMG TTPLV TN XOPNYNOT. ZVVIGTATOL ETIOTG 1 SIEVEPYELL AVTMOV
v eetdoewv K00 4 gfdopades Yo TovAdyloTov 3 Uiveg Petd v teAevTaia £yyvon tov Lutathera
Kol €merta KGOe 6 UNveg, TPOKEWEVOL VO UTopovV va aviyvevBolv mbavic kabvotepnuéveg
avemBounteg evépyetes (PA. mapdypaeo 4.8). H docoroyia evdéyetar va tpomomombei pe faon ta
anoteléopato tov e€gtdoswv (PA. Tivaxa 3).

Tpomomoinon doong

H dwyeipion coPapdv 1 U avekTtdv avemBOUNT®V EVEPYELDY UTOPEL VOL OALTEL TNV TPOSHOPIVN
dwaxomnn g Oepomeiag (TN empdKNVen 10V 3060A0YIKOD S106THUNTOG amd 8 £dopddec péypt Kat
16 £Bdouadeg), ueimon g 600mMc, N oploTikn drakont| ¢ Bepaneiag pe Lutathera (BA. wivoxko 3 kot
Ewova 1).



Hivokag 3

YuvioTOEVES TpomoTomoclg 0601 Lutathera yia avem@ounteg evépyeieg

Avem@ountn evépyera

XofapétnTo avemOvunTNg
gvépyswug

Tpomomoinon 66ong

Opoppomevia

IIpdtn epepdvion:
BaBuog 2 (ocpometdiio < 75 — 50
x 109/L)

BaBuog 3 (opometdiio < 50 — 25
x 10°/L)

BaOpog 4 (orpometdhio < 25 X
10%/L)

Awaxomn) tng d6omg péypt v
oAun M pepkn enidvon (Babpog 0
éog 1).

Enavekkivnon tov Lutathera
3.700 MBq (100 mCi) ot acBeveig
pe oAkn M pepikn emidvon. Eav n
petmpév SO0 dev €xEL G
amotédecpa Opopponevia

Babpov 2, 3 1 4, yopnyeiote
Lutathera 7.400 MBq (200 mCi)
v endpevn d6om.

Awkoyte oprotikd to Lutathera
katd ™ Bpopfomevia Babuov 2 1
peyoarvtepov M onoia amottel Eva
duotnpo peyolvtepo amd

16 Bdouddec petald tav d6cEwV.

Yrotpomalov Babudc 2,314

Awkdyte oprotikd to Lutathera.

Avaipio kot ovdetepomevia

IIpdtn eppdvion avoyiog:
Babuog 3 (Hb < 8,0 g/dL),
evoeikvuTol petdyyion

Babpog 4 (ametintikég yo ) {om
OULVETELEG)

IpdTN gUPEVION 0VOETEPOTEVING:
Bafudg 3 (amdivtog aptOpudc
avdetepogiiov [ANC] <1,0-0,5 x
10%/L)

Baduoc 4 (ANC < 0,5 x 10%L)

Awaxomn g d6omg HEpL TNV
oMKN M pepikn emidvon
(Babuog 0, 1,1 2).

Emavekkivnon tov Lutathera
3.700 MBqg (100 mCi) og acbeveig
pe oA M pepikn emidvon. Edv n
petmpévn doom dev €xel g
QTOTEAEGLOL OVOLLULLOL 1)
ovdetepomevio Babuov 3 1 4,
yopnyeiote Lutathera 7.400 MBq
(200 mCi) ywo emopevn d6om.

Awaxdyte oprotikd to Lutathera

Katé TV avaio 1 ovdeTEPOTEViaL
Bobpov 3 i peyakvtepov 1 omoio
amotel StoTnpo LEYOADTEPO 0o
16 eBdopddeg petatd Twv d6cEmV.

Yrotpomalov BabBuodc 3 14

Awkdyte oplotikd To Lutathera.

Negpikn to&kodtnrot

Ipatn epedvion:

*  KdaBapon kpeatwvivig
pkpdtepn oo < 40 ml/min,
EKTILADOUEVT] YPTCILOTOTOLDOVTOG
tov tomo Cockcroft Gault pe
TPOYHOTIKO GOUATIKO BAPOC, 1)

e avénon 40% amod o apyKd
eminedo KpeaTvivng Tov 0pov, N

e peiwon 40% amd v apyikn
KkGBapon g KpeaTvivng,
EKTILADLEVT] YPT|CLLOTOTOLDOVTOG
tov Tomo Cockceroft-Gault e
TPOUYHOTIKO GOUATIKO BApOG.

Awaxomn g d6omg Héxpt TNV
enilvon 1 TV Enavapopd oTo
apyKA ETITEDQL.

Enavexkivnon tov Lutathera
3.700 MBq (100 mCi) o acBeveig
pe emilvon N eravagopd ota.
apyd enineda. EGv n petopévn
5001 dgev €xel WG AmOTELECLLOL
veppikn to&kodTNTO, YOpTYEioTE
Lutathera 7.400 MBq (200 mCi)
Yo emdpevn doom.

Awxoyte oprotikd To Lutathera
KT TN VEQPPIKT TOEIKO TN T 1)
omoia amottel SidoTna
peyolvtepo amd 16 fdonddeg
peta&d TV 00GEMV.

Yrotpomdlovoa veppikn
to&ikdtnTal

Awkdyte opiotikd To Lutathera.




Hrototo&wotnta

IIpdtn eppdvion:

*  XokepuBpwvarpio peyodvtepn
amd 3 POpEG TO AVMTEPO
@vooroykd opio (Babuog 3 1 4),
n

*  Asvkopotvoipio pkpotepn
amd 30 g/l pe INR> 1,5

Awaxomn tng d6omg Héxpt TNV
emilvon.

Emavexkivnon tov Lutathera
3.700 MBq (100 mCi) ot acBeveig
pe emilvon 1 enovaeopd oTa
apywcd enimeda. Eqv n peiopévn
d00om dev €xel ¢ amoTérecLa
NRATIKY ToEIKOTNTO, YopnyeioTe
Lutathera 7.400 MBq (200 mCi)
v endpevn d6om.

Awaxdyte oprotikd To Lutathera
KAt TN vEPPIKT To&kd TN T 1)
omoia amottel SidoTna
peyolvtepo amd 16 fdopdadeg
peta&d tov 00cEmV.

Yrotpomalovoo
nrototo&iKdTNTA

Aaxdyte oprotikd to Lutathera.

KdaBe aAAn avemBountn evépyea
BaOpov 3 1 BabBuov 4 xatd ta
CTCAE* mov mBavag oyetilovton
pe to Lutathera

IIpdtn gppdvion Babuov 3 1 4

Awaxomn g ddomng péypL v
oAun M pepikn enidvon (Babpog 0
£€m¢ 2).

Emavekkivnon tov Lutathera
3.700 MBqg (100 mCi) og acbeveig
pe oAlkn M pepikn emidvon. Eav n
petmpévn doom dev €xel g
amotédecpa to&kotnta Babpov 3
1N 4, yopnyeiote Lutathera

7.400 MBg (200 mCi) yu.
emopEevn ddoM).

Awxoyte oplotikd To Lutathera
KOt TV avemBountn evépysia
Babpov 3 1 vynrotepov 1 omoia
amotel StoTnpo LEYOADTEPO 0o
16 Bdopddeg petatd Twv d6cEmV.

Yrotpomalovsa Babuov 3 14

Awkdyte oplotikd To Lutathera.

1 Aev yperdletat tpomomoinomn g d0omg Yo apatoAoyikég ToEikotnteg Baduov 3 | Baduov 4 wov
0QeiloVTOL ATOKAEIGTIKA GTN AELPOTEVIQL.
* CTCAE: Common Terminology Criteria for Adverse Events, National Cancer Institute (Kpitipia Zvviifoug
Opolroyiog yio, AvemBounteg Evépyeiec, Tov EBvikod Avtikapkivikol Ivetitovtov)

Ewova 1 TyNRe 001YIOV Y10 TPOTOToiNo1) 06061G
EniAuon tofuémnag TuveyioTe TN Bepareia Mn eTavepavion Xopynon(nynoeic)
€vt6¢ 16 =pSopaduwv eviovTac Lioh 660 DMT TIARPOUG 5OONG TToU
/ HETE TV TeAsUTaia ) el L aropévouv
£veon -
DMT Emravep@davion DMT Aéog'z%m.&g

£BOOUADEG PETA TNV
TeAeutaia éveon

Eppévouoa TogikeTnTa
Tépa amoTic 16 /

AIGKOTIA TNG
Beparreiag

DMT: To&wotto Tpomomoinong 66ong




AXAot Adyot yia Tovg omoiovg Ba mpémel va eEgtaotel 1 Tpocwpiviy dakonn Tov Lutathera
TEPIAAUPAVOLY TNV ELPAVIOT] LLOG TOPEUTITTOVGAS VOGOL (TT.). AOIUMEN TOL OLPOTONTIKOD
GLGTHKOTOC) 1 0Ol 0 Y10TPOG Bewpel OTL pumopel vo avENGEL TOLG KIVOUVOLG TOV GYETILOVTAL LE TN
yopnynon tov Lutathera ko 1 omoio Oa Tpénet va emdvveton 1 va otabgponoleitarl Tpv amd Ty
enavekkivnon g Bepamneiac, N peillova xelpovpykn emépfoon, katd tnv onoia 1 Beponeio Oa Tpémet
va dwokonteton yio 12 gfdopnddes petd and v nuepopnvia g enéppaong.

Eidixol wnboouoi

Hlixiwouévor

Agv amaiteiton tpomomoinon g 600G oe aobeveic nhikiag 65 eTdv Kot ave kabdg 1 KAk eumepio
dev &gl eukpIPmoel d1apopEG OTIC OVTUTOKPIGELG LETAED NAIKIOUEVOV KOl VEDTEP®V 0COEVAOV.
Qo16060, enedN og NAKI®PEVOLS 0cbeveig (= 70 etv) £xel meptypael avEnpévog kivovvog
EUPAVIONG AUOTOEIKOTNTAC, GUVIGTATL GTEVT] TOPAKOAOVON N, 1| OTola EMLTPENEL TNV dpeon
npocappoyn d6ong (DMT) oe avtdv tov TAnbouopd.

Negpixn ovolertovpyio

Amnauteiton mpooektiky e£€taom Tng EvepyoOTNTOS TOL TPOKELTON va, yopnynoel oe acBevelg pe veppkn
dvodettovpyia, kKabmg o avénpévn ékbeon o aktvoforia eivarl mbav ce awtovg Tovg acbeveic. To
QAPUOKOKIVITIKO TPOQIA Kot 1) as@dleia Tov opudxov Aovtécto (17Lu)-oEodotpeotidn oe acheveic
He apykn coPapr| veppikn duvciertovpyia (kdBapor kpeatvivng < 30 ml/min ypnoipomoldvrog Tov
tomo Cockceroft-Gault) 1§ veppomddeia telcov otadiov dev xel pedetOei. H Oepancia pe Lutathera
010V¢ acbeveig pe veppikn avendpketo pe kabapon kpeatvivig < 30 ml/min avtevdsicvoeton (BA.
noapaypao 4.3). H Bepancia pe Lutathera og acBeveig pe apyixr kabapon kpeatvivng < 40 ml/min
(xpnoomowdvrag tov tomo Cockeroft-Gault) dev cuviotdrat. Xtovg acbeveic pe veppikn
dvucherrovpyia pe apykn kabapon kpeatviving > 40 ml/min dev GuVIGTATOL TPOGAPLOYN TNG SOGNG.
061660, KAOOS AVTO TO PUPUAKEVLTIKO TPOIOV glval YV®OTO OTL EKKPIveTaL KLPIE aTtd To, VEQPD, M
veppikn Asrtovpyia Ba Tpémetl va mapaxorovdeital cuyvotepa katd ) ddpkea g Bepaneiog, Kabmg
avtoi ot acBeveic pmopet va £xovv LYNAOTEPO Kivouvo TOEIKOTNTOG.

INo Tpdcbeteg mAnpoopic oyeTika pe T Oepaneio acbevav pe veppikn toéikdmra, PA. [livaka 3
otV Tapdypapo 4.2 Kot v mapdypago 4.4.

Hrartixn dvolertovpyio

Amnarteiton mpooektiky e£€Taom Tng EVEPYOTNTOS TOL TPOKELToN va, yopnynoel oe acbevelg pe nrotky
dvodettovpyia, kabmg o avénpévn ékbeon o axtvofolia eivarl mbavi oe avtovg Ttovg acbeveic. To
QAPHOKOKIVITIKO TPOQIA Kot 1 as@dleia Tov opudxov Aovtécto (17Lu)-oEodotpeotidn oe acheveic
UE apyIKn GoPapn NTaTiky SuGAEIToVPYia (GLUVOAIKT YoAepLOPiv >3 POPEC TO LYNAOTEPO OPLO TOV
QLGL0A0YIKOD, ave&aptiTmg Tov emmédov AST) dev £xovv pedetBei. Ot acbeveic pe apyiki NroTikn
dvodettovpyio pe gite Guvolkn yorepvOpivn >3 Popég To VYNAOTEPO OPIO TOV PLGIOAOYIKOD 1 UE
Aevkopatvorpio <30 g/L kot INR) >1,5 6o mpénet povo va daupdvouvv Bepameio pe Lutathera petd
Ao TPOCEKTIKY AELOAOYNOT TNG OYEGNG OPEAOVG-KIVODVOL. AEV GUVIGTATOL TPOGAPLOYT TG dOONG
610G aofevelg Le apykn NI 1 LETPLOL NITATIKN dSuGAELTOVPYia.

INo tpdcebeteg mAnpoopicc oyeTika pe tn Oepaneio acbevav pe nmatikn toéikdmra, PA. [livaka 3
oV Tapdypapo 4.2 Kot v mapdypago 4.4.

Houdrorpixoc ninQvouog

Agv vmhpyet oxetikn yprion Tov Lutathera otov moudatpikd mAnbouopd oy évdelén g Oepanciog
tv GEP-NETS (gkt6g TOU vELpoPAIGTOUATOG, TOV VELPOYUYYAOPAACTOUATOG KOL TOV
POLOYPOUOKVTTMOTOG).

Tpomog yopnynong

To Lutathera eivau yio evooréPia yprion. Eivor éva, étoluo yio xpiomn padio@aprakenTikd Tpoidy,
puévo yuo epdmas xpnon.



Odnyiec yopiynong

T ™ yoprynom ¢ cuvicTduEVNG 000T G UTopel va ypnoipomomBel n pébodog Papvtntag, n HEBodog
TEPIGTUATIKNG ovTAlaGg 1 M néBodog cvpryyoc pe avtAia. Ot Oepdmovieg waTpoi umopel va
YPTOILOTOGOVY AAAEG LEBOSOVG TTOL Be®POVVTOL KOTAAANAESG KOl AGPAAELS, WO10iTEPO OTAV
amoteiTon ) peimwon g do6oNG.

Katd ) gprion g uedddov Bapvnrag 1 thg pebddov mepiotortikng aviiiog, to Lutathera Oa mpémet
va gyyvetal anevbeiag amd Tov apyikd mepiéktn tov. H pébodog nepiotaltikng aviiiog 1 n péBodog
oOpryyog pe avtiio Oo mpémet va xpNoIHOTOLEiTAL KOTA TN XOpHynon wag petmpévng d0ong Lutathera
UETA amd Tpomonoinon g 60omg Adym avemBountg evépyetog (BA. TTivaka 3 otnv mapdypagpo 4.2).
H ypnon g uebodov Papdtntog yio T xopnynon petmpévng 60ong Lutathera pmopei va éxel g
anotélecpa T yoprynon Aavbacuévov dykov tov Lutathera edv n d6om dev puOuiotei Tpv omd ™
yopnynon. Oa wpénel va AapuPdvovtal VoY 01 TPOPLAGEELS OKTIVOTPOCTOGING ave&opTHTOS TNG
uebod0ov yoprynomg mov ypnotpomnoteiton (BA. mapdypapo 6.6).

1oV mopaKaT® Tivaka cvvoyiletor OAn 1 dwadikacio yoprynong tov Lutathera:

Hivakag 4 Awadikacia yopyNoNS AVTIERETIKOV dtolvpaTog apvoiémy ko Lutathera

Xopnyovpevol TapayovTeg Xpovog PvOpog éyyvong Aldpkela
évaping (ml/h)
(Lemtad)

Avtiepetikd TovAdyiotov | ZOUQOVA LE TIG ZOUPOVO LLE TIG
30 Aemtd AN POPOPLES TANPOQOPIES
TP OO TO | GLVIAYOYPAPNONG GLVTAYOYPAPNONG
Sl o
auvo&éwmv

Avdopo apvo&éwv, gite 250 — 500 (avéhoya i

napacKS’uaCc?usvo uiypo (1 L) eite 0 Tov 67K0) 4 dpeg
gumopikd (1 émg 2 L)
Lutathera pe gvéowpo didAvpa 30 Mépt ko 400 30 + 10 henté

yroprovyov vatpiov 9 mg/mi (0,9%)

INo odnyieg oxetika pe v péBodo mpoetoipaciog kot Tig evOoEAEPLEg nebBddovg yopnynong, PA.
Tapdypoeo 12.

I'o ovotdoeig og mepintwon e&ayyeimong, PA. mapdypapo 4.4.

4.3  Avtevositag

. YrepevaioOnoio 6t dpacTiki ovcia 1} 6€ KATolo amd To EKO0Y0 TOV AVOPEPOVTOL GTNV
mapdypoeo 6.1.

o Amodederypévn 1 mbovr| Komon 1 6tav 1 kimon dev &yl anokAeiotel (BA. mapdypapo 4.6).

o Neppikn avendprela pe kabapon kpeatvivig < 30 ml/min

4.4 E10wkég TPOEIOOTOMGELS KOL TPOPLAAEEIS KATE TN (p1jon

Artioldynomn ototkod 0QEAOVC-KIVOLVOL

INo ké0e acbevn, n €kBeon otnv axtivoPoirio Tpémet va dikatoroyeitol pe Baon to mhavo operog. H
yopnyovuevn axtivoPoria tpénel o€ kKabe mepinTmon va gival TG0 YaunAn 660 gival AoyIKa EQIKTO
v va emitevyfel dote vo AneOei 1o amartoduevo epamevTIiKO ATOTEAEGLO.



Me dedopévo tov unyavicpd dpaong kot to Tpoeik avoyng tov Lutathera, dev cuviotdtol 1 évapén
¢ Oepomeiag pe Lutathera otovg aobeveic pe apvntikong vITodoyEic cmUOTOSTATIVIG 1) MKTEG
omhayyvikég PAAPEG COLP®VA UE TNV OTTEIKOVICT] TV VTOS0YEDY CMOUATOGTATIVG.

MuvehoKoTooTOAN

E&attiag g mBavoTTog aatoAoyIK@V avETIBOUNTOV EVEPYELDY, Ol LETPNGEIS TOV KLTTAPHOY TOV
aipaTog TPEMEL Va TopakoAovBovvTal katd v Evapén Kot mpv and kabe doon Lutathera katd ™
dapxeto g Bepaneiog kot péypt v emilvon kabe petayevéotepng to&ikotrog (BA. Topdypago 4.2).
Ot acBeveic pe duoiertovpyia TOL LLEAOD TOV 0CTMV Kol 0.60EVELG TOV Exovv AdPel TpOTEPT
ymueobepaneio ) aktvobeparneio ewtepikng déoung (mov meptlauPave meptocotepo and 1o 25% tov
poelod TV ooT®V) umopel va Bpickovial e VYNAGTEPO KivOLVO QATOAOYIKTG TOEIKOTNTAG KATA TN
Oepoameio pe Lutathera. H Ogponeia o€ aobeveic pe cofopn arpatoroyikn duciettovpyio Kot v
évapén kot katd ™ ddpkeia g Bepameiog (m.y. Hb < 4,9 mmol/L 1 8 g/dL, auponetdia

< 75 x 10%L, eite Aevkd onpoceduipio < 2 X 109/L) dev cvvictdron ektOg £4v 0QeileTon AmOKAEIGTIKG
o€ AEULPOTEVIQL.

Mvghodvomhaotikd cOuvopouo kot ogia Asvyaiuio,

Mveglodvomlootikd covdpopo (MDS) dyung eppaviong ko o&eio Aevyoipio (AL) éxovv
napatnpnOei uetd ) Bepancio pe Lutathera (BA. mapdypogo 4.8), ue epeavion TEPInOv 6ToVG

29 unveg (9-45) yia o MDS kan 55 pveg (32-125) yia tqv AL petd v mpot €yyvon Lutathera. H
a1toAoyio Tov ev Ady® oxetilopevav pe ) Oepameio deVTEPOYEVMOV LDELOEWODOV VEOTAAGUAT®V (t-
MNs) dev eivar cagng. [Tapdyovtec o0mmg nAkio > 70 £, veppikn ducieltovpyio, KUTTOPOTEVIEG
Katd TV Evopsn, TpoyeveésTepog aplBUdc Bepaneldv, Tpoyevéotepn EkBeon e yNUELODEPATEVTIKOVG
TOPAYOVTES (E101KA AAKVAMMTIKOOS TAPAYOVTES) Kot TPOYEVESTEPT akTvobepaneia mpoteivovTal ™g
dvvnrikoi kivdvvol kaun mapdyovieg Tpofreyng yio MDS/AL.

Neoppikn to&kodtnro,

Ene1dn 1o Aovtéoto (Y7Lu)-0E080tpeotidn anofdireton oyeddV amOKAEIGTIKG LEG® TOV VEQPPIKOD
GUGTHIOTOG, EIVOL VITOYPEMTIKY] 1] TOVTOYPOVT XOPTYNOCT EVOG SLHADLOTOC OULVOEEWDVY TTOL TTEPLEYEL TAL
apwoééa L-Avsivn ko L-apywvivn. To duddvpa apvolémv Bo cupfdiiel otn peimon g
enOvopPOENoNG TOL PappiKov Aovtécto (17LU)-0E080Tpeotidn HEcH TV EYYVC ECTEIPAUEVHDV
COANVOPIOV, TOV £YEL MG AMOTEAEGLLO T1] ONUOVTIKH LEIDGCT) TNG ATOPPOPOVLEVNG dOGNS Ol TO VEPPO
(BA. mapdaypoeo 4.2). 'Eyxet avapepOei péon peimon g éxbeong tov veppovd oty axtivoPoria mepinov
47%, 6Tav 1 GUVIGTMUEVT TAVTOYPOV EYYLGT SHAVUOTOC OUVOEEWDY TOPEYETOL GE VAL SLACTN UM

4 opov.

Ot acBeveic Oo Tpémet va evBappHVOVTAL VO TOPAUEVOVY EVDOATOUEVOL KOL VO ODPOVV GLYVA TTPLV, TNV
nuépa Kot TV emopévn g yoprynong tov Lutathera (mm.y. 1 motpt vepd kGbe dpa).

H veppwn Aettovpyia, 0nmg mpocsdiopiletal and Tnv Kpeativivn Tov 0pol Kot TNV vroioyioheica
Kabopon kpsativivng ypnoipomowdvtag tov Tomo Cockeroft-Gault, Oo mpémel va a&lohoyeiton kotd TV
&vapén, Katd tn S1apKeLd Kol TOVAXYIGTOV Y10, TOV TPMTO YPOvo HETA T Bepameio (BA.

napdypapo 4.2).

O1 acOeveic pe vEQPIKN AVETAPKELD KOTA TNV EVOPEN 1 LE AVOUOAES TOV VEPPOV 1| TOV
OVPOTOUTIKOV GUOTNUATOG UITOPEL va BpickovTal oe avénuévo Kivouvo To&kdTTog AOY® ouEnuévng
éxBeong otnv aktwvoPolio (BA. mapdypago 4.2).

IMo tovg acbeveig pe kdBapon kpeatvivng <50 mI/min, o avénuévog kivovvog yio. Tapodikn
vreproAapio Ady® Tov dedvpatog apvoliémy o tpénetl vo Anebei emiong veoym (PAéne
[Ipog1domoinoelg Kot TPOPLAGEELS TOV OPOPOHYV TNV TOVTOYPOVN XOPTYNOT SLUAVUATOS AUVOEEDY Y10,
TNV TPOGTOGIO TMV VEQPDV).



Hrototoéikdnta

Ene161 molhoi aoBeveic mapaméumovton og Bepameio pe Lutathera éxyovv nmatiky petdotaon,
gvOEETON VO, €IVl GLYV 1| TOPATPT O 0COEVAOV e TPOTOTOMUEVT] NTATIKY AELTOVPYio KOTA TNV
évapén. AcBevelg pe NToTIKN HETAGTAG 1] TPOUTAPYOVCH TPOXWPNUEVT] NTATIKT SVGAELTOVPYiOL
uropel va Bpickovior € VYNAOGTEPO NTATOTOEIKITNTAG AOY® NG £KBEONC o€ aKkTvOPoAia. ZVUVENMG,
ocvviotdrtol n Tapakoiovdnon g ALT, tng AST, g yorepuOpivng, g Aevkopotivng opod kot INR
Kotd ) Sdpketo g Oepanciag (BA. Tapdypapo 4.2).

YrepevarcOnoio

ITeprotatikd avtidpdoemv vrepevaicdnoiog (GVUTEPIMAUPAVOLEVOVY LELOVOUEVOV TEPIOTATIKOV
AYYE00ONUATOG) £X0VV avapepBel LETA TNV £YKPloT Tov TPOo1ovTog o€ acbeveic mov Elafav Oeponeio
ue Lutathera (BA. mopdypago 4.8). Xe tepintwon coPapdv avtidpdoewv vrepsvaictnciag, n yyvon
tov Lutathera Ba mpénet va droxdnteton apéows. KatdAAnko @appokentikd tpoidvo kot eE0mMepog
v T Saxeipion Té€Towv avtdpdoewv Bo mpémet va etvon dtabéoipa yio dpeon xprnon.

Noavtia kot £peTog

[pokeywévou va amoTpamovV 1 VouTio Kot 0 EUETOG oL oyetiCovtat pe T Bepomeio, Oa mpémel va yivel
pio tayeio evOopAEPLa £YYVOT AVTIEUETIKOD POPUAKEVTIKOD TPOoidvTOg TOVAGYIeTOV 30 AETTA TPV AUTTd
v €vapén g £yyvuong Tov SIOADHOTOS AUIVOEEMY Y10l VoL ETTEVYDEL | TANPNG AVTIEUETIK
amoteheopatikotTa (BA. mapdypago 4.2).

Tavtdypovn ypnon avordy®V COUATOCTOTIVIG

H copatoctativn kot to, avarloyd tng 0eGUEDOVTOL AVTAYMVIGTIKA GTOVE VTOS0YEIG COUATOCTAUTIVIG
po pmopet va eméufovy oty anotelecpotikdmeo tov Lutathera (BA. mapdypago 4.5).

Nevpoevdokpvikéc 0pLOVIKEC KPIGELS

Metd ) Ogpancia pe Lutathera evoéystar va eppoviotodv kpiceig Aoym vaepforiknig anelevbépmong
OpLOVOV 1 PLOSPACTIK®Y 0LGIMV, CLVETMGS, Oa Tpémel va e€etdletal n Tapatnpnor achevav pe
0AOVOKTLO VOOT|AELN O OPIGUEVEC TEPITTAOGELS (7). 00OEVEIC [IE KOKO QUPLOKOAOYIKO EAEYYO TMOV
CUUTTOUATOV). X€ TEPIMTMOT OPUOVIKDOV KPIoE®MV, 01 GUVIGTOHEVES Bepameieg ivar: evOoPAEPLeg
VYNAEG 00GELG AVOAGY®V COUATOOTATIVIG, EVOOQAEPLA VYPA, KOPTIKOGTEPOELDT Kol d10pBmon
STapay®V NAEKTPOAVTOV 6€ aGOEVELG e S1appoLol KOUT EUETO.

2OVOopouo AVenc OYKov

"Exetl avagepbei chvopopo Abong 6ykov petd amd Oepameio e QApUOKo TOL TEPLEYOLY AoVTEG10-177.
O1 aoBeveic Le 10TOPIKO VEPPIKNG OVETAPKELNS Kot VYNAO (OPTio OYKOL EVIEYETAL VO, SLATPEYOVY
HeyoADTEPO KivOuvo Kot TPEMEL va avTipeT@milovTon pe peyaivtepn npocsoyr]. Katd tnv évapén kot
Katd TN S1apkela TG Oepameiag TpEmeL Vo EKTILATOL 1) VEQPIKT AglTovpyia Kot T0 160{0Y10 TV
NAEKTPOAVTDV.

Kavévee mpostacioc omd n padievépysio

O1 aoBeveic Tov vofariovtol o€ Oepancio pe Lutathera Oa mpénet va kpatovvton pokptd amd GAia
dropa Katd Tn S1aPKEL TG YOPNYNONG Kol UEYPL TNV EiTELEN TV 0plmV TNG EKTOUTNC 0KTVOPOATNG
7ov opilovratl amd TOVG IoYVOVTES VOOV, GLVHOMC £vTOG 4-5 mpdV OV akoAovBovV TN yoprynon
TOV PAPHOKELTIKOV TTPoidvToc. O emayyelpotiog vysiog Oo Tpémel va Tpocdiopicel Tov ypdvo
ATOYMPNONG TOL AcHEVOLG amd TNV EAEYYOUEVT] TTEPLOYT| TOV VOGOKOEIOV, dnAadn Otav 1 ékbeomn og
axtvoPoria 6ToVg TPitovg dev vrTepPaivel Ta PLOUICTIKA Op1a.
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Ot aoBeveic Oa mpémetl va evOuppHVOVTOL VO TOPAUEVOVY EVUATOUEVOL KOL VO OVPOVY GUYVE TPV, TNV
NuUépa Kot TNV emopévn g yoprynong tov Lutathera (m.y. 1 motipt vepd k4B dpa) yio
dtevkoAvVeoT TG amofoing. Oa mpémel va evBapphvovTal va apodedovy Kabe NUEPO Kol Vo
YPMOILOTO0VV KaBapTiKO edv yperdletal. Ta ovpa kol ta kémpave B Tpénet va, amoppinToviol
GUUPMOVO, LE TOVG EBVIKOVG KOVOVIGHOVG.

E@ocov 10 0épua tov asbevoig dev £xetl poAvvlet, .. amd T dloppon TOL GLUGTHUOTOS EYYVONG T
eEartiag axpdtelog o0pwv, padievepyn LOAVVOT) Ogv AVOUEVETAL GTO dEPLLOL KO GTn LAlo TOV EUETOV.
Qo1660, cuvictatal OTL Katd TV Tapoyn Kavovikng tepiBaiyng 1 dievépyelag eEETACEMV e LATPIKES
OLOKEVEG 1) AALOL Gpyova TOL EpYOVTOL 6€ eTan Le T0 dépua (T.y. niektpokapdioypdenua [HKI]),
Oa Tpémel va mpovvtal facikd HETPO TPOGTAGING OTIWS 1] XPTIOT) YOVTIL®DV, 1) TOTOOETNON TOL
VAKOV/MAEKTPOdioL TPV amd TV Evapén TG £yXLoNG TOL PUSIOPAPHAKOL, 1| AAALYT TOV
VAMKOV/MAEKTPOSIOV LETA TN LETPNOT Kal, TEAOC, 1) KATAYPOQPN TNG PASIEVEPYELNG TOV EEOTAMGLOD

HETA TN XpTON.

IIpwv amodeopevtel, 0 acBevig Ba mpémel va Aappdverl 0dnyieg yio ToVG amapaiTnTong KOVOVES
TPOCTOGING ATd TN PASIEVEPYELL OGOV POPE TNV AAANAETIOpAoT Ue PEAT TOV 1010V VOIKOKVPLOD Kol
TOV YeVIKO TANBUGUO Kot TIC YEVIKEG TPOPLAGEELG ToL 0 asBevig Ba mpémet va tnpel KoTd TN dbpKeLn
TV Kabnuepvav dpactnplotitev petd tn Oepancio (dnwg divovral otnyv endpevn Tapdypago Kot
GTO PVUALO 0ONYIOV XPNOTG) TPOKEWEVOL VO, ehaytotoron el n Ekbeon dAAwv oty aktivoolia.

Metd amd kdbe yopnynon, ot akdAovOes Yevikég GLGTAGELG UTOPovV va ANeOodv vdymy pali pe Tig
e0vikég, Tomkég Ko BecIKEG O1a0TKOGIEG KOl KOVOVIGUOVC:

o H otevn emagn (Ayotepo and 1 pétpo) pe dAda dropa Ba tpénetl va meplopiletar yia 7 nuépes.

. Mo Toudd kaun eyxdovg,  otevn] emaen (Aydtepo amo 1 pétpo) Ba npénel va neplopileton o
AyotEpO amd 15 Aemtd ava puépa yio 7 nUEPEC.

o Ot acBeveic Oo Tpémet va KolovvTal o€ EEY®mPLOTO VIVOIMUATIO atd GAAOVG avOpMITOVS Y1t
7 Nuépeg.

o Ot acBeveic Oo Tpémel va KOUOUVTOL GE EEXMPITTO DTVOIMUATIO OO TALOLE Ko/ EYKDOVG Yo
15 nuépec.

ZUVICTOUEVA LETPA GE TTEpimTon e€ayysiwonc

B0 TPETEL VO, YPNCLLOTOIOVVTOL adldfpoya yavTio piag xpnons. H éyyvon tov papuakevticond
TPOTOVTOG TPEMEL VO, GTAUATNOEL AUECHOC KOl 1) GLGKEVT YopNyNong (kabempag, K.A.1T.) vo apalpedel.
O mopnvikds 1Tpog kat 0 padtogapakonotdg fa tpénet va evnuepwhoiv.

O\ to VAKG TG GLOKELNE YOPNYNONG Do TPETEL va SloTnPOVVTOL TPOKEIUEVOD Vo LeETPNO0hV Tal
KOTAAOUTO TG PASIEVEPYELNG KL 1] EVEPYOTNTO TTOV XOPNYHOTKE GTNV TPAYLLOTIKOTNTO, KL VO
TPOoodOPIoTEL 1 amoppopovuevn d6on. H meproyn e€ayyeimong mpénet va oproBeteiton pe ave&itnin
wéva Kat, 0o Tpémel, eav avTd eival duvatdv va yivetal AN eoToypaeiog. Zuvietdtal exiong n
KOTOYPOEN TOL ¥POVOD EKONAMGONG TNG EEAYYEIDMONG KOL TOV EKTILMUEVOD eEyYEI®UEVOV GYKOL.

IMa ™ cuvéyion g éyyvong tov Lutathera givar vroypewtikn N ¥pNon evog véou Kabetpa,
tonofetdvTog Tov mhavmg oe avtindevpn eAepikn mpdcPaon.

Agv pmopel va yopnynOel kavéva emmAéov opUOKEVTIKO TPOiOV GtV 1010 TAELPA OOV eKdNAMONIKE
n e€ayysimon.

ITpokeévov va enttayvuviel N SOCTOPA TOL POPLAKEVTIKOV TPOTOVTOG Kol 1 TAPEUTOIION TNG
OTAGLLOTNTOG THG POTC OTOV 16TO, GUVICTATAL 1] AOENGT TNG POTIG TOV CULLOTOG LE OVOY®OGT] TOL
Bpayiova mov ennpedletor. Avaroya pe TNy mepintwon, 0o npénel va eEeTaoTtel 1 avappoenoT TOV
vypov e€ayyeimong, n éveon ékmivong (flush injection) pe evéspo didAvpa yYrowplodyov vozpiov 9
mg/ml (0,9%) N 1 epappoyn Bepudv Koumpesmv 1 embepdtmv Opuaveng oto onueio yyvong yo
TNV EMTAYLVOT TG AYYEIOOGTOANG.
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Ta cvumtduaTa, E0IKA 1) PAEYHOVY KOV 0 TOVOC, Bo mpénet vo avtiuetonilovtal. Avaloya ue tnv
KOTAGTOAGT], O TUPNVIKOG 1aTPOG B0l TPEMEL VOL EVILLEPDVEL TOV AGHEVT] GYETIKA LLE TOVE KIVODVOLE TOV
ouvdéovtal pe T PAAPN e&ayyeimong kot vo Tapdcyel GLUPOVAES GYeTIKA pe TV Thav Bepameio Kot
TIG amopaitnteg anaitnoelg mapoakorovdnonc. H meproyn e€ayyeimong ntpénet va topakoiovdeital £mg
0toL 0 aofevig mhpet &N plo amd To vocokopeio. Avaloya pe ) cofapotntd tov, To cupPdy Ba
TPENEL VAL ONADVETOAL OG avemBOUNTN EVEPYELD

AoBeveic ue oxpaTelo oVPOV

Kotd m didpkela 1ov apdtov 2 nUEP®V UETE, TN YOPTYTON TOL €V AOY® QOPUIKEVTIKOD TPOIOVTOG,
0o Tpémel va TaipvovTol E101KEC TPOPLAGEEIC GTNV TEPITTMON TV 0GOEVAV Le 0KPATEL 0DPOV OOTE
va amoeevyeToL 1) eEAmAmon g padievepyold poAvvonG. Edd mepthappdvetar o yeiptopnog toyxov
VAMKGV TOOVOG LOAVGUEVA e 0DPaL.

AoBgveic ne petaoTdoelc 6ToV YKEQAAO

Agv vTapyovv ded0UEVOL ATOTELEGUATIKOTNTOG GE GOEVELG e YVOOTEC LETUCTACELS GTOV EYKEPAAO,
GUVETMOG GTOVG €V AOY® acBeveig Ba mpémet va yiveTal atopkn aEoAdyNoT TOV 0QELOLG-KIVOUVOU.

Agvteporadnc kokondn veoriAdouoto

H éx0eom og 1ovtiCovoa axtivoPoiio cuvdéetan pe TpdkAnom kapkivov kot mhoavotnta avanTuéng
KAnpovokav avouciidv. H d6om aktivoforiag mov eivar amotéleoua Oepamentikng ékbeong pmopel
VoL 001 YNGEL € UEYOAVTEPT ENMMTOOT TOV KOPKIVOD KOl 6€ UETUAAAEELS. Xe OAEG TIG TEPITTAOOCELS Eival
avaykaio va StaceaiileTor 0Tt o1 kivduvol amd v £kbeon oty aktivofoiia ival pikpotepol amd v
ot T voco.

AM\or acOeveic pe mopdyovies KivoHhvou

"Evag acevig mov mopovstdlel omoladnmoTe amd TIG TOPUKAT® KATAGTACELS EIVOL TO EMPPETNG OTIV
EKONAMOT OVETIOOUNTOV EVEPYEIDY. ZVVERLMOGS, GLVIGTOTOL 1) TUPUKOAOVOTGN TV 0GOEVOY aVTOV
ouyvotepa Katd T dudpkela g Oepaneiag. Avarpéste otov [livaxa 3 oe mepintwon to&kdTnTag
TPOTOTOINoNG TNG 000G,

. Metdotoon ota 0oTd.

o [potepeg oykoroyikég padopetafolkic Oepaneis pe evoeig B 1 omowadfmote dAAn
Oepameia pe ypron abwPAKICTOV TNYDV PASIEVEPYELNG.

o Iotopikd dAL®V kaxonBwv dyKmv ekTOg edv 0 acevig Bempeitatl 6T Ppicketar o€ Vpeomn Yo

TovAdyIoTOV 5 €1M.

AvTIGOANYN G€ AVOPEC KO YUVOIKES

2115 yuvaikeg ao0eveig og avamopaywykn nikia 0o mpénel va diveTar 1) GUUBOLAN VA XPTGILOTOLOVV
QTTOTEAEGUATIKT AVTICOAANYN Katd T dtdpkela Tng Oepameiog kot yio 7 unveg Hetd v televtaia
d6on tov Lutathera (BA. mapdypago 4.6).

21006 AvOpeg aobevelg e YUVOIKES GLVTPOPOLS G avaTapPay®YIK NAlkio Oa Tpénet va, divetan n

GUUPBOVAN VO YPNCUYLOTOLIOVV OTOTEAEGUATIKT OVTIGVAAN YT KaTd TN OldpKela TG Oepomeiog Kot Yo
4 uivec petd v tedevtaio 66om tov Lutathera (BA. mopdypapo 4.6).
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E1dikéc mpoe1domomoels Kot TPOQLAGEELC TOV GPOPOVY TNV TAVTOYPOVN YOPNYNOT SLOADLOTOC
OUWVOEEMV Y10 TNV TPOOTACIO TOV VEQPDV

Hrepratiouio
Mo Topodikr] avénomn tev emmnédmv kaiiov 6to mAdopa propet va epeoavictel og acbeveic mov

Aappévouv apywvivn Kot Avcivi, n omoio cuvnBmg emavEPYETAL GTA PUGIOAOYIKA EMIMESA LEGA OE
24 dpec amd Vv Evapén g £yyvong Tov dteAvpatog aputvocémv. Ot acbeveig pe petmpévn kdbopon
KpeaTvivig pmopet va glvan o€ avénuévo kivouvo ya tapodikr| vreprkaitonpio (PA. «Neppikn
ToEIKOTNTOY TNV TaPAypao 4.4).

Ta enineda kaiiov oto TAdoua Bo Tpémel va eEAEyyovTal TPy amd KAbe yopnyNnon SteADUOTOC
apvoEEmV. Xg TepPITTOOT VIEPKAAALIING, TO 16TOPIKO VITEPKaAatpiog Tov acBevoig Kot ot
TAVTOYPOVEG PAPUOKELTIKEG ayYEG Oa mpémel va eEléyyovtat. H vreproiionpio O mpémel va
dopbavetar ovoloymg Tpy amd TV Evapén Tng EYYLoTC.

e mepinton mpodmapyovcas KAVIKA GTUOVTIKNAG bIEpKoAoupiog, pa devtepr Tapakorlovbnon mpv
TNV €yXLoT ToL JADH0TOC apvoééwy Oa mpénet va emPBefaidvel 6TL 1 vrepkattopio £yl 610p0wOEel
emtuy®s. O acBevnc Ba Tpémel va TapakoAovBeiTal TPOGEXTIKA Y10t GNUEIN KOl GCUUTTMLOTOL
vrepkoAopiog, wy. dvomvola, advvapic, aumdio, 0opokikd AAyos Kot Kapdlakés EKONAMGELS
(avouaiieg otnv ay@yudTTa Kol Kapdlakég appuduics). Oa mpénel va, dievepyeital Eva
niektpokapdroypdonua (HKI) wpv and v é£0do tov acbevonc.

Ta {oticd onueia 0o mpénel va mapakorlovbobvtal Katd Tn S1dpKeLd TG Eyyvons aveEapTNTMG amd TO
apyKa enineda kaAiov oto aipa. Ot acbeveic Oa Tpémet va evBappivovtol vo mopopeivovy
EVLOUTMOUEVOL KOL VO OVPOVV GLYVA TTPLV, TV NUEPO KOL TNV ETOUEVT] TNG Xopynong tov Lutathera
(m.y. 1 motnpt vepod Kbe dPa) Yo va S1EuKOAHVOLV TNV ATOBoAT TG TEPIGELNG KOALOL GTOV 0po.

e TePINTOOT OTOL TO GLUATMOTO TNG VIEPKOUALOUING avorTuYHoUV KaTd TNV £YYLGT TOL

St patog apvolémv, Ba mpénet vo Aapfavovtal katdAinia dtopboTikd pétpa. X mepintmon
GOPOPNG CUUTTOUATIKNG VITEPKAAIOLUING, 1) OLOKOT TNG £YYVOTG SOADIOTOG apvoEEmy Ba Tpémet va
g€etdletar, Aappavovtoag VoYMV TN 6YECN 0PEAOVG-KIVOVVOD Yo TNV TPOCTAGIN TMV VEQPPAOV EVOVTL
g o&elag veproAtopiog.

Kapdiaxn averdprela

AdY® KvdOVOU ELOAVIONG KAVIK®V ETUTAOK®MY GYETIKA UE TNV VIEPPOPTMSN OYKOV, 1| ¥PNON TNG
apywivng kot Avcivng Bo mpémel va yivetal pe mpocoyn o€ acbeveig pe cofapn KapdloKr ovVETAPKELD
nov opiletor og tééng I M tééng IV odpewva pe v ta&wvounon kotd NYHA (New York Heart
Association). Ov acBeveic ue coPapn kapdiakr avendpkelo tov opiletar g taéng I A tadéng IV
ovppwva pe v tasvopnon katd NYHA Ba pénel va Aapfdavouvv Bepaneio pdvo petd amod
TPooEYTIKN €EETAOT TNG OXEGNC OPEAOVG-KIVODVOV, AQUPEVOVTOG VTTOYNV TOV OYKO KoL TNV
0GUOTIKOTNTA TOV S10ADUATOG OUIVOEEDV.

Meraflolikn oféwaon

"Eyer mapatnpnbei petafoiikn o&éwon pe  xoprynon coviet@v StoAvpdtov apuvo&émy g UEPOC
evoc TptokoArov Olkng Iapevrepikng Atatpoenc (TPN). Metatonicelg oty o&goPacikn
1GOPPOTLOL TPOTOTOLOVV TNV 10PPOTHL LETAED EEMKVLTTOPIKOV-ECMKVTTAPIKOD KOAIOL Kot 1) avarTuén
o&émong pmopel va oyetileTon pe Tig Tayeieg avENoELg 6To KAMO 0pov.

Ewkéc mpocldomonoelg

Lepieyduevo oe vazpio

A1 T0 PapLROKELTIKO TPOIOY TTEPLEXEL EmG 3,5 mmol (81,1 mg) vatpiov avd @Ldin, Tov 1odvvapel
pe 4% g ovviotouevng oo tov [IOY péytotng nuepnotag tpdsinyng 2 g vatpiov HEGH S10TPOPNG
v €vo, eVRAIKaL.

IMa 11 IpopuAdéelg oyetikd pe mepBailovtikovg Kivouvoug BA. Tapdypapo 6.6.
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45 AlMmiemopdocseig pe iAo QUPUUKEVTIKE TPOTOVTE Kol GAAeS HOPPES aAANAETIOPAONG

AvAA0Y0 GOUOTOTPOTIVIC

H copotootativn Kot to avaloyd TG 0EGUELOVTAL AVTAYWOVIGTIKA GTOVG VITOSOYEIS COUATOGTATIVIG
Ko pmopel va emépPouvy otny amotelespatikotro tov Lutathera. Zuvendg,  yoprynon avorloywv
COUOTOOTOTIVIG HOKPAG dStdpkelog Bo Tpémel va amopebyeTol yio ¥poviko dtdotnua 30 nuepov mpv
Ao T YOPNYNOT TOL €V AOY® PapuakeLTIKoV Ttpoidvtog. Edv eivon amapaitnto, ot acBeveic pmopel
va vroPaiiovtol o€ Bepancio pe aviloyo copatostativig Ppayeiog dpdong Emg kot 24 dpeg Tpv
amo T yopnynon tov Lutathera.

T'Avkokoptikosdn

Yrdpyovv opiopéveg evoei&elg 0Tl Ta YAVKOKOPTIKOELDN EVOEXETAL VO, ETAYOLV UeOppLOLET TNG
EKQPAONG TOV VTTOS0YEMY COUATOGTATIVIG TOL LITOTOHTTOL 2 (SSTR2). Zuvenmg, yio Adyovg
EMPOAAENG, 1) EXAVEIANLILEVT] XOPT[YNOT VYNADY SOGEMV YAVKOKOPTIKOEW®V Ba Tpémet va
amoPevyeTal Katd ™ didpkeia g Bepameiog pe Lutathera. AcBeveig pe 16topikd ypdviog xpnong
YAVKOKOPTIKOEDADV Ba TpEnet var a&loAoyohvTal TPOGEKTIKA OGOV apopd TNV EXAPKN EKOPACT] TOV
VTOJ0YEN COUATOSTATIVNG. AgV elval YVOGTO €0V 1) Sladeimovca ¥pNon YAVKOKOPTIKOEOMV Y1 TV
TPOATYN TNG VouTiog Kot Tov gpétov Katd ) didpkeia g xoprynong Lutathera evééyetat va endyovv
petoppvbon twv SSTR2. T Adyovg empOraéng, To YAvKokopTikogldn Oa mpémel emiong va
ATOPEVYOVTOL MG TPOANTTIKY AVTIEUETIKY Oepaneia. Ztnv mepintmwon mov 1 Bepaneia Tov yopnynonke
Yo TNV TPOANYN TS VOUTIOG Kol TOV EUETOV TPV TNV £YYVGCT TOV SHADUUOTOC apvo&émy amodetydel
AVETAPKNG, Umopel va ypnoiporombel pio epdmal 6601 YAVKOKOPTIKOEO®MY, VIO TNV TPoVTODEST OTL
dev yopnyeitar Tpwv amd tnv Evapén 1 eviog g piag dpog petd to téhog g Eyyvong tov Lutathera.

4.6 Tovipétnra, kOnon ko yerovyio

I'uvaikec og avomopay®ykn nAkiol

Oroav vrdpyel Tpobeon yopyNong padloQoPUAK®OY GE YUVOIKO TOL PPICKETHL GE OVOTOPAY®YIKN
niwio, glvan onuavtikd va tpocdiopileTar dv etvar £ykvog i 0yt Kabe yvvaixo n omoia £xet ydost
évav kKOiKlo mep1odov, Tpénel va Bewpeitar £ykvoc, uéypt anodeiemg Tov avifEéTov. Xe tepinTmon
omo10.60MmoTE OUPLPOAMOG GYETIKE e TNV EV SUVALEL EYKVUOGVVT TNG (EGV 1| Yuvaika Exel
kafvotépnon teplddov, v 1 mepiodog eivar moAD axavoviotn kKAT.), Oa mpénel va TpocpepHovv otV
ac0evi EVOALOKTIKEG TEYVIKEG TTOV OgV Xpnotomolov tovtilovsa aktivoBolia (edv vdpyouv). Ilpwv
and ™ xpnon tov Lutathera, n eykopocivn Bo mtpimel vo amokAEIGTEL XPTCILOTOIDVTOC
EMOPKEG/EMKVPOUEVO TECT.

AvTIGOANWN GE AVIPEC KO YUVOIKEC

To Lutathera pnopei va mpokarécet PAGPN oto EuPpvo dtav yopnyeitarl og £yKvo yovaika.

211¢ yuvaikeg acbeveic oe avamapaywykn nikia 0o Tpénet va divetal 1 GLUPOVAT Vo YPNGLOTOLOVY
OTOTELEGUATIKT AVTICOAANYN KaTd T Stdpkela Tng Oepameiog kot yio 7 piveg Hetd v TeAgvtaia
d6on tov Lutathera.

210V¢ Avopeg aoOEVELS e YOVOIKEC GLVTPOPOVE GE AVOTOPAYMYIKT NALKia Oa Tpémel va, divetan M

GUUPBOVAN VO YPTCYLOTOIOVV OTOTEAEGUATIKY] OVTIGUAAN YT KaTd TN dldpKeta TG Bepameiog Kot yio
4 ufveg petd v tedevtaio d6om tov Lutathera.

Kvnon

Agv &povv de€aydei pehétec o€ (DO GYETIKA LUE TNV AVOTOPOYOYIKT AETOVPYIN UE TO AOVTEGLO
(*"Lu)-oEodotpeotidn.
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Ot drodkaciec padtovouKASi®mY Tov deEdyovTal o £YKLEC YUVAIKES GUVOOEHOVTOL 0Td SOGELG
axtwvoPolriag yia to éuPpvo. H yprion tov Lutathera avtevdeikvotal katd m Sidpkelo SlamioTUévng
N TOAVNG EYKVUOGVUVNG N} OTAV 1] EYKVHOGUVT OgV £XEL ATOKAEIGTEL, AOY® TOL KIVOUVOL TOV GUVIEETAL
ue v ovrtiCovoa aktvoPforia (PA. mapdypago 4.3). Ot £ykveg yovaikeg Oo TPETEL VL EVIIUEPDVOVTOL
GYETIKA [e ToVv Kivouvo Yo to Eufpuo.

Oniooudg

Eivar dyvooto v 1o Aovtéoto (17LuU)-0£080Tpeotidn ekkpiveTal 6TO PnTpiko YA,

Agv pmopel vo amorkhelotel 0 Kivduvog mov oyetileton pe v ovtiovsa axtivofolio yio To Toudi Tov
Onialer.

O Onroopodg Ba mpémel va amopevyeTol KOTA TN Stdpkela TG Oepameiog Le avTod TO POPLOKEVTIKO
npoiov. Edv n Oepameio pe to Lutathera katd tn didpkeia Tov OnAacpod givar omapaitntn, To Toudi
npénel va, amoyoroktileTat.

Tovotnta

Agv &yovv de€aybel pehétec o (Do TPOKEUEVOD VO TPOGIIOPLGTOVY O EMOPAGELS TOV POUPULAKOV
Aovtéoto (H7Lu)-0&odotpeotion ot yovipdtnTe avdpdv Kat yovoikdv. Ot 1ovtilovoeg aktivoPoiisg
T0V Pappdkov Aovtésto (Y7Lu)-oxodotreotide evéyeton va &xovv mpocwpvd ToEikéc emdpaoelg oTIg
Onhvkéc kar apoevikég yovadec. Edv o acbevig embopei vo amoxtnoel mondid petd tn Oepamneia,
cuviotdrol 1 yevetikn dlafovigvon. H kpvocsuvtipnon oneppatolmapiov 1 oapiov propel va
ou{nOei o¢ emroyn TV acbevav Tpv amd ) Oepamneia.

4.7 Emopaoeig 61NV IKOVOTNTE 001]Y1|61G KL (EIPLCLOD PNy OVI|LATOV

To Lutathera dev éyet kapio 1 £yl aofuavTn EXIOPACT OTHV KOVOTNTO 03NYNONG KL YEIPIGUOD
unyovnudtov. Hap’ 6da avtd, 1 YEVIKY KOl KOTAGTOGT TOL acevois kat ot Thaveg avemBounteg
evépyeleg Tpémel va Aappavovtor vdyn mpv and Ty 0dMynomn N I XPNon UNYEVIHATOV.

4.8  AvemOOunteg evépysreg

2HVoWn TOL TPOYIA AGOAAELOC

To cuvolkd Tpopid acedieiac Tov Lutathera Bacileton oe cvykevtpmTikd dedopéva omd acbeveig
and kKhwvikég peréteg (NETTER-1 @dong I ko Erasmus @dong I/IT OAkavdoi acBeveic) kot amd

TPOYPALHATE TAPTYOPNTIKAG XPTONG.

O 1o ovyvég avembounteg evépyeleg oe aobeveig mov Aapfdvovv Lutathera ftav n vavtio kot o
éuetog ta omoia eppoviotnkay oy Evapén g £yyvong oto 58,9% kot 10 45,5% tov aclevav,
avtiotoryo. H artidtnta g vavtiog / epétov mepimhéketonl AOy® TG EUETIKNG OPAoNMS TOV SLHADILOTOC
AUVOEEMVY TTOV YOPTYEITOL TOLTOYPOVE. YL VEPPIKT TPOCTOGICL.

Abyo ¢ to€ikdrog Tov Lutathera otov puehd TV 06TMV, 01 TEPICCOTEPES AVOUEVOUEVES
avemBounteg evépyeteg oyetioviav pe TV apatoAoykn toSikotnta: Opopporevia (25%),
Aepgpomevia (22,3%), avarpio (13,4%), tavkottoponevia (10,2%).

AMAES TOAD GLYVE OVALPEPOLLEVEG AVETIBVUNTEG EVEPYELEG TTEPIAaPdvouV KOTTwoT (27,7%) Kot
pelopévn opeén (13,4%).

Kot v mpaypatonomon g telkng avaivong g NETTER-1, puétd and oidueon sidpkeio

mapoaKorlovOnong 76 unvav o Kabe okéAog TG LEAETNG, TO TPOPIA 0oPUAElNG TOPEUEIVE COUPOVO UE
aVTo TOL glye avapepPBEl TPONYOLUEVAG.
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Kotdaroyoc avemBountmv evepysldv vd popen mivoko,

O avemBounteg evépyeteg amapidpovvrol otov [ivaka 5 copeva pe T cuyvotnta, Kot Tnv
Kkatnyopia/to opyavikd cvotnua (SOC) cdbpemva pe tn Pdon dedopévov oo MedDRA. Ot
ouyvotnTeS Tagvopovvtal og e&Ng: mohld cuyvég (=1/10), cuyvéc (=1/100 éwg <1/10), oyt cuyvég
(>1/1.000 ¢wg <1/100), omdvieg (>1/10.000 éwg <1/1.000), woAd ondvieg (<1/10.000) Kot pn yvooTtég
(dev pumopovv va extiun 8oy amd o StabEciio dedopéva).

Hivaxag 5 oy voTNTO OVOPEPOUEVOV AVETIOVUNTOV EVEPYELAV 0T KAVIKES dOKIPES KoL
TAPOKOLOVON O peTd TNV KVKAOPOPIa
Katmyopia/opyoviké | [old cvyvig Yoyvég Oy ovyvég Mn yvootég
obvotnua (SOC)
Aopoeg kan Emumepuxitida
TOPOCITACELS Aolp®én avamveuoTIKo
GULGTNLOTOG
Kvoritwa
IIvevpovia
"Epmng Lootipag
OpBoipkds £pmng
Lwothipag
I'pim
ZTOPLAOKOKKIKEG AOUDEELS
2TPENTOKOKKIKT
Baktnproptio
Neomlhaopata ATOQPOKTIKY O&eia poehoyevig Aevyoupio
KaAon0n, kokonOn KUTTOPOTEVIO, [UE Oé&eia Agvyonpio
Ko pn kKaBopiopéva dvonhacio TOAGOV oepav | Xpovia
(mepriappavovror (pverodVOTAUCTIKO LVEAOLLOVOKVTTOPIKY
KUGTES KoL GuVOPOUO) Agvyonpio
TOAMITOOES)
Awrtapoyés Tov Opopfomevia? Asgvkomevia® ATOQPOKTIKN KUTTOPOTEVIQ
JLLOTOUTIKOY KoL Aepgonevio® Ovdetepomnevio® pe dvomhacio piog cepdg
TOV AEPPLKOD Avoapia® Neppoyevig avouio
GUGTILATOG IToavkvttapomevia Avemdprelo LOEAOD TV
00TV
Opopporevikn TopeLPA
Awrtapayés Tov Yrepevaichnoio Ayygooidnua
UVOGOTOUTIKOV
GULGTILOTOG
Awrtopoyés Tov Agvtepomadng YroBvpeoetdiopdg
EVOOKPLVIKOD V0OV PEOEIBIGUOG Sakyopmdng dapnng
GUGTILOTOS Kapkwvoeidng kpion
Yreprapabupostdiouog
Awrtapayés Tov Mewopévn 6peén | Yrepylokopio Yroylvkopio
petapoiropnod Ko A@uddtoon Yrepvorpropio
g Opéymg Ymopoyvnoopio Yropoopatopio
Yrovatpopio YHvdpopo Aveng Oykov
YrepooPorotionpio
YroacPototionpio
Yrolevkopotvorpio
Metafoikn o&émon
Yoyatpikés Awtapayég vvov Ayyoc
dwatapoyig YevdaicOnoeig
AmonpocavatoMopdg
Awrapayés Tov Z6n Mvpunkioon
VEVPLKOD Avoyevoia Hratwcn eykeparondbeto
GUGTINOTOG Kepalohyiol® MapacOncio
AnBapyog Hopoopio
ZuyKomn Nvotaypdc
Youmieon votiaiov poglol
Op0oipkég OpBohpikég dratopayés
owutapayég
Awrapayés Tov Thryyog

®OTOS KoL TOV
Aafopivlov
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Kapdrokég

Empnxovon QT

KoAmun poppapoyn

owrapayég niektpokapdoypapnpotos | AicOnpo todpudv
‘Epopaypa pooxapdiov
Zmbayxm
Kapdroyevig katomAnéio
Ayyelokég Ynéptaon’ Ayyeiodioctodn
datapayig Epvbpdmra [Ieprpeperoxn yoypdmra
E&ayeic Qypotnta
Ynotoon OpBootatikn vedtoon
Dlrefitda
Awrapayés Tov Avonvola ZTOHOTOPUPVYYIKO AAYOG
OVOTVEVGTIKOD IMievprtd e&idpmpo
GUGTILATOGS, TOV Avénon andypepyng
0dpuka Kol TOV AicOnpa Tviypov
necopaKiov
Awrapayés Tov Novtia Kothoxn didtoon Enpooctopia
YOOTPEVTEPLKOV "Epetog Adppora Metewpiopds
Kothoxo dhyog Aoxitg
Avekotdra Taotpeviepikd dryog
Alyog Gve Kothiog Yroporitidn
Avomeyiog Ayotoyesio
Tootpitida Kotmoxn dvegopio
Evtepun andoppaén
KoAitda
Oé&ela maykpearitida
Aoppayia Tov opHov
Méhava
AXlyog kdtm Kolhog
Ayatépeon
Ayoppaykds aokitng
Eledc
Awrapayés Tov YnepyohepuOprvorpio® Meimon moyKpeaTikav
NTATOS KOL TOV eviopov
X0MMeépmv Hroroxvtrapicy Bran
XoAdoToon
Hratuen copedpnon
Hratikn avendpkeia
Awrtopoyés Tov Alorekio E&avOnpa
O$PROTOG KL TOV Enpodeppio
vT0d6pLov 1670V Oidnua Tpos®ToL
Yrepdpooia
evikevpévog kvnopdg
Awrtopoyés Tov MvookeleTikd dhyoc?
HVOCKEAETIKOV Mvikoi oracpol
GUOTILOTOS KU1 TOV
GUVOETIKOV 16TOV
Awrtapayés Tov O&ela veppikn PAGN Mvovpia
VEQPAV KOL TOV Awatovpio Axpdrewo oOpmv
0VPOPOPMV 03V Neppwr avendpreio Mewwpévog pubuog
[pwteivovpia OTEPOUOTIKNG dONnomng
Neepwr| dwatapayn
O&eia mpoveppikn
AVETAPKELDL
Negpiki dusiettovpyia
Ievikég dwatapoyég Koénwon! Avtidpaon oto onpeio g | Mdla g 0éong éveong

KOl KOTOGTAGELS TG
0d0v yopiiynong

éveongt
[Meprpepeioxd oidnpua
A\yog 610 onueio g
xopnynong

Piy

I'puddng cuvdpopun

Avoopio Odpaxa
OopaKikd dryog
[Tupe&ia

Aicbnpo kakovyiog
Alyog

Odvatot

Mn @ucloroyiky aicnon
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Hapaxivikég Avénpévn kpeatvivn Mewwpévo kéito aiptatog
eleraoeig aiporog Avénuévn ovpia aiporog
Avénpévn GGT* Avénuévn yAvkolvhopévn
Avénpévn ALT* oposeopivn
Avénpévn AST* Mewopévog ayatokpitng
Avénpévn IIpwteivovpia
ALP****qijpotog Meiwon Bapovg
Avénpévn poceokivion
Kpeatwvivng aipatog
Avénpévn yoAoKTiKn
deidpoyovdon aiporog
Karteyorapiveg aiporog
Avénpévn C-avtidpooa
TPOTEIVN
Kaxooei, Kéraypo kheidog
NN TNPLACES KoL
emMmAOKES
OgpomevTIKOV
AEPIGUAOY
Xepovpykoi Kot Metdyyon Topoyérevon KooKk
aiior wrpukoi KOWAOTNTOG
xepopoi Awhon
Ewayoyn yaotpeviepucoh
cOMVA
Tomobétnon petoAMKng
npdOeong (stent)
Hopoyétevon amoostnpaTog
ANYN poehod TV 06TOV
[ToAvmodekToun
Kowmvikég Duoikr avikovoTnTo
TEPLGTAGELS

! Iephoppaver eEacdévnon kot kémwon

2 TIephapPaver Opopfomevia kot petopévo aptdpud aponetodony

3 MeprhopPéver Aepgomevia Kot PHELOUEVO aplOUd AELPOKVTTAPMY

4 ITepthapPaver ovorpio Kot HEIMUEVT] GLOGPOLPTVY

5 TIeprhopPével Aevkomevia ot HELOUEVO oplOLd AEVKOKVTTAP®Y

® TTeprhapPével ovdetepomnevia kot LELOUEVO oplOLd AEVKDY 0VSETEPOPIA®DY

" TleprhopPavel VIEPTOOT Kol KPioT VIEPTOONC

8 epauPaver apOpodyio, Ghyog ota dKpa, 0GELOAYIN, GAYOC GTO 0GTH, TALVPIKO GAYOC, LVOCKEAETIKO
Ompaxikd aAyog Kot GAyoc 6TovV Add

® TIephapPaver anénpévn xorepudpivn aipatog kot viepyoiepvdpivarpio

0 MepihapPaver keparakyio kot nukpavio

1 Tephappaver avtidpaon oto onueio g éveong, vepevaicOncio oto onueio g éveonc, ckApuven 6To
onueio g éveong, oldnua oto onpeio g veong

* Y-yAOLTOUVATPAVOPEPACT

** Apvotpaveepdon aravivig

** AGTOPTIKT QULVOTPOVOPEPAOT|

*EEX ANKOAIKT QOOQOTAOT

[eprypa@n eMAEYUEVOV OVETIOOUNTOV EVEPYEIDV

Movelokoraotoln

Kvpiog mia/pétpro to&ikdtnto puerod TV 06ThV (LVELO-/AILATOTOEIKOTNTO) TOV EKONAMVETOL UE
AVOOTPEYIUES TPOCOPIVES LEIDGELS TMOV UPLOU®OV TOV ALLOCQOIPimY oV ennpedlovy OAEC TIG GEPES
(KvutTapomevieg 6€ GAOVG TOVG GLVIVAGLOVS, dNANST TOVKVTTAPOTEVIQ, SIKVTTOPOTEVIES,
HLELOVOUEVESG LOVOKVTTOPOTEVIEG — avalLia, OVdETEPOTTEViD, AEPOKLTTOPOTEViN Kot Opopfomevia).
IMopd o TopotnPovUEVT CNUOVTIKT ETAEKTIKN eEAvTAnon B kuttdpav, dev eppavifetor kamoto
avénomn otov puoUd TOV AOWMODY EXITAOKGOV HETA oo Depomeio pe SUEGOAAPNOT VTOJOYEMV
nentdiov (PRRT). Metd and Oepomeia pe Lutathera , éyovv avagepbel TepIoToTIKG U AVOGTPEYIL®OY
QLULOTOAOYIK®VY TaBoA0YIDV, ONAGON TpoKakonOn Kot KakonOn veomAdopota aiporog (dniadn
ULELOOVGTANCTIKO GUVOPOLO Kol 0EEio LLELOYEVIC AgVy i, avTioTOLYO).
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Koaté v NETTER-1, o eAdyiotog apBudg arponetorlimv mopousidotnKe 6€ SIAUECO YPOVO

5,1 ynvev peta v Tpdn 060m. Ao toug 59 acBeveic mov eppdvicav BpopPomnevia, 68% eiye
EMOVOPOPA TOV ULUOTETAAIDV OTO aPYIKA 1) To KavoviKa enineda. O d1dpuecog ypdvog yio TV
EMOVOPOPA TOV ULUOTETAAIV NTaV 2 UAVeEC. AeKOmEVTE amd TOVg deKaeVVEN acBeVEIG Yia TOVg
0m010VG 1| ETAVOPOPA TV ALLOTETAAIDV dEV KaTaypAPnKe elyav enineda aponetoMmVv mo younid
amo Tov eAdyloTo opoud.

Neopikn tolikomna,
To Aovtéoio (Y7Lu)-0Eodotpeotidn amekkpivetal amd ToVg VEPPOUC.

H paxpoypdvia téom g TPoodeVTIKNG ETOEIVMONG TG AELITOVPYIOG TNG CTEPAUATIKNG d1ONoNG TOL
KOTOOEIKVVETAL OTIG KMVIKEG peAéTes emPePardvel 0TL 1 veppomdBela mov oyetiCeton pe to Lutathera
glvar po xpovio VEPPIKT VOGS TOV OVOTTUGGETOL OTOJIOKA KOTA T SLAPKELN UNVAV 1) ETOV LETA TNV
éxBeon. Tpwv amo ) OBepoameio pe Lutathera cuviotdton atopixn 0&0AOYNGT TOL OPELOVC-KIVODVOL G
acBeveig pe o 1 pétpra veppikn SusAeitovpyia, yio emmiéov Aemtopépeieg PA. mapdypapo 4.2
(Tivakoag 3 ko vromoapdypapo «Ne@pikn ducAertovpyion) kot Tapdypago 4.4. H xprion tov Lutathera
avtevdeikvotal og acbeveig pe veppikn avendpkeio ue kabapon kpeatvivig <30 mL/min (BA.
napaypago 4.3).

NevpoevIokpiVIKES 0pUOVIKES KPIOELS

Opuovikég kpicelg mov oyetiCovion pe amerevfépwon Prodpactikdv ovcidv (Adyw mhavig Avong Tov
KLTTAP®V TOV VEVPOEVOOKPLVOUG OYKOV) £x0vV omdvia mapatnpnBel Kol vroydpncoy Letd tnv
KatdAANAN wtpkn Oepomeia (BA. moapdypagog 4.4).

Ava@opd mhovoroyoOLUEVOV OVETIOOUNTOV EVEPYEIDV

H avagpopd mifavoroyoduevmy ovemBountoy evepyeidv PETE amd TN YOp1yNoT GdEWG KUKAOPOPIG
TOV QAPUAKELTIKOD TPOIOVTOC elvar onpavtikn. Extpénet tn cuveyn mopoakolobOnon e oxéong
0PEALOVE-KIVOHVOL TOVL POPHOKEVTIKOV TPOTdvTOog. Znteital and Tovg enayyeAlaties vyeiog va
AVOPEPOVY OTTOIEGONTOTE TOUVOAOYOVUEVES OVETIBVUNTEG EVEPYELEG LECH TOL EOBVIKOD GLGTILOTOG
ovoeopds mov avaypdeetot oto [Hopdptmua V.

4.9 Ymepoooolroyia

H vrepdocoroyia givar aniBavr pe to Lutathera kaBdg 10 v AOY® QOpUOKEVLTIKO TPOTOV TAPEXETOL OG
«piog 600MG» Kol «ETOLLO TPOG ¥PNoN» TPOIOGV TOL TEPLEYEL TPOKAOOPIGUEVT] TOGOTNTA PASIEVEPYELNG
Kot yopnyeitar omd dropa eEovalodotnuévo va yepiloviat padlo@apuoako LETd amd TV a&lohdynon
ToV a60gvolC 0md Evav €101k Y1oTpd. LE MEPINTM®GT VIEPSOGOLOYING, OVOUEVETOL ADENGT GTN
GLYVOTNTA TOV AVETBOUNTOV EVEPYELDV TTOL GYeTovTal LE TN PadlOTOEIKOTNTA.

e mepintwon yopnynong vrepfoAitkng 60ong padievépyetog pe to Lutathera, 1 amoppopovuevn amod
tov acfevr| doom Ba pémel va pelmBel 6mov etvar dSuvatod, av&davovtag TNy amofoAr padlovovKAdimV
Ao TO GO LIE GLYVT OVPNOT| 1| AVOYKAGTIKT S10VPNGCT KOl EKKEVAOGT] TG 0VPOdOYOV KOGTNG KOTA
N S1APKELN TOV TPOTOV 48 ®POV UeTd TV £yyvomn. Mrmopél va gival yprioiun 1 eKtipnoen mg
OTOTELEGLATIKNG SOCTG TTOV EQAPUOCTIKE.

IMoa tig emdueveg 10 efdopddeg, Oa mpémet va, d1evepyoHVTL Ol TAPAKATM EPYUGTNPLOKOL EAEYYOL:

o Ayotoloyikn tapakolovdnon: aplBpdc AELKOKLTTAP®OV e TPOGOIOPIGHO AEVKOKVTTOPIKOD
TOTOV, OLUOTETAALN KO ALLOGPULPIVT
. IMopaxoiovOnon ynueiog aipatog: KpeaTvivi) 0povd Kot YAVKOLLio.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

5. DOAPMAKOAOTI'IKEZ IAIOTHTEX
51 ®@appoxodvvopkEs 1010TNTES

Doppakobepamentikn katnyopio: Ogpanevtikd padtopapuaka, AAAa Oepamevtikd padloQapLLoKa,
kddwag ATC: V10XX04

Mnyoviopdc dpdonc

To Aovtésio (Y7Lu)-0E0dotpeotion eppavilet vynAf cuyyéveta Y10 Tovg VIEOdOYEIG LVITOTHTOL 2
(SSTR2). Agopueveton o kaxondn kouTTapo Ta 0moio vrepek@pdlovy SSTR2.

To Aovtéoio -177 givar éva padtovovkAidio mov exnépunet B axtivoPoria pe péyioto €0pog dieiodvong
oToV 1076 2,2 mm (péco e0pog digicdvong 0,67 mm), TPOKAADVTOS 0AVOTO GTO KOTTOPA-GTOYO TOL

OYKOV LIE TEPLOPIGUEVT] ETIOPOGT] GTA YEITOVIKA PLGLOAOYLKG KOTTOPAL.

Daprokodvvakic emOpAUcELS

11 oLYKEVTP®GT oL xpnotporoteitat (nepimov 10 pg/ml cuvolikd, 1060 Yo ehehbepeg 660 Kot yia
POSLOETIOTLOGUEVES LOPPES), TO TETTIO0 0£000TPEOTION deV aIoKEL Kopio KAVIKA OYETIKN
QOPUOKOOVVOUIKT ETIOPOCT).

KAMvikn omoTeAEGUATIKOTNTO KOl 0GOOAELDL

NETTER-1

H perémn NETTER-1 @dong Il Tov pio ToAVKEVTPIKY, GTPOUATOTOMUEVT], OVOIKTNG EMIGTLOVONG,
TUYOLOTOMUEVT], EAEYYOUEVT OO TO PAPLOKO GOYKPIONG, TUPAAANA®V OLAd®Y LEAETN GOYKPIOT|G TOV
Lutathera (4 d6cgig amd 7.400 MBQ, pio 66om ka0 8 efdopddeg [£1 efdopdada]) ovyyopnyoduevov ue
éva v apvo&E@v Kot T BEATIOT DTOGTNPIKTIKY GPOVTION (OKTPEOTION TOPATETAUEVNC
amodéouevong [LAR] 30 mg petd amd kébe doon Lutathera kot kéOe 4 efdopuddeg puetd v
oAokAfpwon ¢ Oepaneiag pe Lutathera yio Eleyyo tov copntoudtov, Tov aviikedictotol orxd
Bpayeiog dpdong oktpeotidn, oto pesodidotna Tov 4 efdouddwv Tpv and Ta Yop1yNoT TOL
Lutathera) pe oktpeotion vyning d6ong LAR (60 mg kéOe 4 efdonadeg) oe aobeveig e
aveyyelpnTouvg, TPoodeuTikd e£EMTTOUEVOVC, Le BETIKOVE VTOdOYEIG COUATOGTATIVIG, KOPKIVOEIOODE
O0yKoLG PEGOL evTEpov. To Tpwtevov el onpeio yo T HeAétn NTov 1 eAedBepn Tpoddov emPimon
(PES) a&oloyodpevn pe kprmpa a&toAdynong g aviandkpiong o€ cvpmayeic dykovs (RECIST
v1.1), Bacel TveAng a&loldynong aveEaptng emtpomng eréyyov. Ta devtepedovta TEAKA onpeio
QTTOTEAEGUATIKOTNTOC TEPILAUPAVAY TO AVTIKEUEVIKO T0000TO avtomokpiong (ORR), tn cuvoiikn
emPimon (OS), Tov xpdvo Emg v Tpdodo tov dyKkov (TTP), v acedien kKot aveKTKOTNTA TOL
QOPUOKEVTIKOD TPOIOVTOG Kot TNV oyetilopevn pe v vyeio modtto (ong (HRQOL).

Kotd v mpaypatonomon g apyikng avivong 229 acbeveig eiyav toyotomoindei dote vo Adfovv
eite Lutathera (n=116) gite vynA-660m oxtpeotion LAR (n=113). Ta dnpoypapikd cTotyeio Kot o
APYIKA YOPOKTNPLOTIKG TNG VOGOV NTOV KOAA 160pPoTtNUEVH LETAED TOV OEPATEVTIKOV CKEADV E o
dudpeon nMikio 64 £t ka1 10600T0 82,1% Kovkdoio dTopa 6ToV YeVikd TANGLGHO.

Kot v mpaypatonoinon g apytkng avaivong PFS (nuepounvia armoxonng 24 Ioviiov 2015), o
apOpuog TV Kevrpikd emPBefat@puévov Tpooddwv T vocou 1 Tav Boavitmv ntav 21 coupdavta 6to
okéhog tov Lutathera kot 70 cvuppdvta 610 6kélog g LYNANC-660MG oktpeotiong LAR ([Tivaxag 6).
H PFS 8iépepe onuovtikd (p<0,0001) peta&d tov okelmv Oepaneiag. H didpeon PFS yia to okélog
tov Lutathera dev mpoceyyiotnke Kotd TV nuepounvia omokonng evd 1 dtdpeon PFS yia 1o oxélog
™¢ VYNANG-060ng oktpeotiong LAR Atav 8,5 unveg. O Adyog kivdbvov (HR) yio to oxérog tov
Lutathera cuykprtikd e 10 6kéA0G TG VYNANG-600mMG okTpeotiong LAR frav 0,18 (95% CI: 0,11,
0,29), vrodeikvoovtag peimon 82% peimon g enKyOLVOTNTOC TPOOSOL TNG VOGO 1 BovdTov viép
oV okélovg Tov Lutathera.
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Mivokag 6 PFS mov napatnypeitor otn perétn NETTER-1 ¢dong 111 o€ ac0sveic pe
TTPO0OEVTIKA EEEMOOOUEVOVS KUPKIVOELOO0VS OYKOVG HEGOV EVTEPOV — NuEpOuUNVia
amokomg 24 TovAiov 2015 (wipeg 6eT avarvoewv (FAS), N=229)

Oepameia
Lutathera kot oktpeotion  Yynii-d661 oktpeotion
LAR LAR
N 116 113
AocBeveig e copfavta 21 70
ITepkexoppévor aobeveig 95 43
Aldpeon TN og pnveg Agv mpoceyyiotnke 8,5(5,8,9,1)
(95%-ClI)
p-tiun Tov Log-rank teot <0,0001
Adyog kivdvvov (95%-Cl) 0,177 (0,108, 0,289)

N: apBpog acbevov, Cl: didotne umieTocHvNG.

To ypaoenuo Kaplan-Meier tov PFS ywo 1o oet mAnpovg avdivong (FAS) otnv nuepounvio amokonig
24 TovAiov 2015 anewoviletar otnv Ewkdva 2.

Ewcova 2 Kapmoleg Kaplan-Meier tng PFS a60evav pe apoodcutikd s&elicodopevo
KOPKLVOELON OYKO TOV péGov evrépov — nuepopnvio amwoxon)g 24 Ioviiov 2015
(paong III perétn NETTER-1, FAS, N=229)

100 + — O Luaten
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TNV NUEPOUNVIO ATTOKOTNG Y10, TV €K TOV VOTEP®YV avaAvon (nuepounvia amokomg 30 Iovviov
2016) cvumeptrapfovopévav dHo emmpodcdetmv Toyoonompévoy acbevov (N=231), o aptbpog tov
KEVIPIKG eMPEPUOUEVOV TPOOd®V TNG VOGO 1 TV Bavatov tav 30 cupPdvia 6To GKEAOG TOV
Lutathera kot 78 coufdvta 610 6kéLog TG LYNANG-000nM¢ okTpeotiong LAR (TTivaxag 7). H PFS
Siépepe onuavtikd (p<0.0001) peta&d Tov dvo oxehdv Bepomeiag. H didpeon PFS yua to oxérog tov
Lutathera fitov 28,4 punveg evéd 1 diaueon PFS ya to okélog TG vynAng-60omg oktpeotiong LAR
nrov 8,5 univeg. O Adyog kvdhvov yio, o okélog tov Lutathera cuykpitikd pe 1o 6kELOG TG VYNANC-
d6ong oktpeotiong LAR rftav 0,21 (95% CI: 0,14, 0,33), vmodeikvoovtag peiworn 79% otov kivduvo
TPo6dov TG vOGoL 1| Bavdtov vIEp Tov okélovg Tov Lutathera.

MHivoxag 7 Hapatnpovpevn PFS ot peiétn NETTER @dong 111, 6c acOseveic pe
KOPKLVOELD] 6YKO pécov eviépov - nuepounvia arokomig 30 Llovviov 2016 (cet
mapovg avdivong (FAS), N=231)

Oepameia
Lutathera kot oktpeotion  Yynii-d661 oktpeotion
LAR LAR
N 117 114
Acbeveig pe coppdvra 30 78
[Tepicekoppévol acBevelg 87 36
Atdpeon Tiun o€ uNveg 28,4 (28,4; NE) 8,5 (5,8; 11,0)
(95% ClI)
p-tun tov teot Log-rank <0,0001
Adyog kivdvvov (95%-Cl) 0,214 (0,139, 0,330)

N: apOpog acbevav, Cl: didotnpo eumictoohvng.

To ypdonuo Kaplan-Meier tov PFS yia to FAS oty nuepounvia amokommc 30 Tovviov 2016,
anekoviletar onv Ewova 3.

Ewova 3 Kopnoieg Kaplan Meier tng PFS ac0gvav pe npoodcvtika eEghooopevo
KOPKLVOELOT OYKo TOV nécov evrépov - nuepounvia arokomig 30 Iovviov 2016
(paong III peréty NETTER-1, FAS, N=231)
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Kotd v mpaypatonoinon g evoiaueong avaivong OS (nuepounvia amoxonng 24 Ioviiov 2015),
vpyav 17 Bavdrol 6to okéhog Tov Lutathera kot 31 oto okéLlog TG LYNANC-BOGNG OKTPEOTIONG
LAR, arodidovtac éva HR 0,459 (99,9915% CI: 0,140, 1,506) vép tov okédovg tov Lutathera. H
dtapeon OS dev mpooeyyioTnke 610 okéA0g Tov Lutathera kKotd v nuepounvia 0ToKOTNG, EVO NTOV
27,4 uMveg 610 6KELOG TNG LYNANG-000mMG okTpeotiong LAR. Ta evdidueca amotedéopata g OS dev
KATESELENV OTOTIOTIKA OTUAVTIKY dlapopd. Mia emkaiponoinon mov dievepynnke mepimov évav
xpovo apyodtepa (nuepounvia amokomng 30 lovviov 2016) cupreptrapfavouévov dvo emmpochetmv
Toyotomompévev aclevov (N=231) katédeiEe tapopota tdon pe 28 Bavitovg 6To oKELOG TOV
Lutathera ka1 43 6710 okéA0g TG LVYNANG-000NG okTpeotiong LAR, amodidovtog éva HR 0,536 vaép
Tov okélovg Tov Lutathera. H didpeon OS dev giye axoun mpooeyyiotel 610 okélog tov Lutathera
KOTO TNV NUEPOUNVIN ATOKOTNG, EVO NTay 27,4 UNVEG GTO GKEAOG TNG VYNANG-000NG OKTPEOTIONG
LAR.

Kot v mpaypatonoinon g telkng avaivong g OS, n omoia &yve 5 £ PHETA TNV TUYOLOTTOW O
Tov terevtaiov acbevoig (N=231, nuépa amoxomnng 18 lavovapiov 2021), n didueomn didpreta
TapoKoAOLONoNG fTav 76 unveg og kKabe okéhog. Yrnpyav 73 Bavdrotl oto okéhog tov Lutathera
(62,4%) ko 69 Bavatol 610 oKEAOG TNG LYNANC-0001g okTpeotidng LAR (60,5%), amodidovag éva HR
0,84 (95% CI: 0,60; 1,17, un otpopotomompévog Eleyyoc Log-rank p=0,3039, diting katebbuvong)
Vrép ToL okélovg Tov Lutathera. H didpeon OS mapatdabnke katd éva KAMviKG onpovtikd Badud tov
11,7 unvov og acbeveig mov Tuyatomomnkav oto okélog tov Lutathera cuykprtikd pe toug acbeveic
7OV TLYOOTOONKAY GTO OKEAOG TNG VYNANG-000MG okTpeoTidng LAR, pe po didpeon OS 48 unveg
(95% CI: 37,4; 55,2) xou 36,3 unveg (95% CI: 25,9; 51,7) avtiotoyga. To telkd anoteréopota g OS
dgv KOTESEIENY GTATIGTIKA GTUAVTIKT S1apopd. XT0 GKEAOG TNG LVYNANC-0001G okTpeoTiong LAR,
22,8% tv acbevov ElaPav erakdriovdn padiomeplopiotikn Oeponeio (cuumepthapufavouévon tov
Movtéstov (F7Lu)-0E0d0Tpeotidn) péca o 24 pfveg omd TV TUYaoToNon, Kat 36% Tmv acevdv
éloPav emokdlovdn padiomepropiotikn Bepameio péypt kKot v TeEMKN Nuepounvia amoxomng OS, to

omoio peta&ld GAA®V Tapay®VIOV EVOEXOUEVMG Vo enpéacay TV OS 6€ avTd TO VTOGVVOAO T®V
acOevav.

To ypdonuo Kaplan-Meier g OS yia to FAS omv nuepopnvia amokommg 18 Tavovapiov 2021,
amewovileton otnv Ewova 4.

Ewova 4 Kapmoreg Kaplan-Meier g OS ac0gvov pe mpoodevtikd eEelooopevo

KOPKLVOELON YKo TOV nécov evrépov — nuepopnvio amrokonig 18 Lavovapiov 2021
(paong 111 perétn NETTER-1; FAS, N=231)
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TNV TOpovGio fn avaloyiK®v Kivobvev, £Yve pia emmpochetn avdlvon svaicOnociog
(ITepropiopévog xpovog emPBimwonc) KoTa TNV TPayLaTonoinon g TeMKNg avaivong g OS yia myv
TEPOLTEP® EKTIUNOM NG EMidpaoctg g Bepameiog (ITivakag 8). Ztovg 60 puqveg puetd v
Tuyoomoinon to péco 6@eAog oty OS Ntav 5,1 pupveg (95% ClI: -0,5, 10,7) peyoidtepn 6T0 GKEAOG
tov Lutathera cuykprtikd pe to okélog ¢ vyning ddomng oktpeotidng LAR.

Mivokag 8 Hapatnpoopevn OS amd Tov meplopiopévo péco ypovo empioong (RMST) oty
perétn NETTER-1 @aong I 6¢ ac0eveic pe tpoodeutikd eEeMooopuevong
KOpKLvogovg 6ykovg péoov gviépov (FAS, N=231)

Lutathera and High-dose octreotide
octreotide LAR N=117 LAR N=114

24 uqvee | Bavarot, n (%) 26 (22,2) 39 (34,2)
RMST (95% CI) 21,2 (20,2, 22,3) 19,3 (18,0, 20,7)
Awgopd (95% CI) 19(0,1,36)

36 unveg | Bavarot, n (%) 41 (35,0) 51 (44,7)
RMST (95% CI) 29,7 (27,7, 31,6) 26,0 (23,7, 28,3)
Awpopd (95% CI) 3,7(0,7,6,7)

48 uvecs | Oavdarot, n (%) 53 (45,3) 58 (50,9)
RMST (95% CI) 36,2 (33,4, 39,0) 31,5 (28,3, 34,8)
Awopopd (95% CI) 4,6 (0,3, 8,9)

60 unvec | Bavatot, n (%) 65 (55,6) 63 (55,3)
RMST (95% CI) 41,2 (37,6, 44,9) 36,1 (31,9, 40,4)
Awgopd (95% CI) 5,1(-0,5,10,7)

A&oloynOnke n oxetilouevn pe v vyeia mototnta (ong (HRQoL) pe yprion tov Epetnuotoroyiov
10V Evponaikod Opyavicpot yu v Epgova kot @gpaneio tov Kapkivov (EORTC QLQ-C30)
(yevikd péoco) kot g evotntag Yo toug vevpoevdokpveic dykovg (EORTC QLQ-GI.NET-21).

Ta anoteAéopoTa SNAGVOLV PEATIOON TG GLVOAIKNG TAYKOGULOG OXETILOUEVNG UE TNV VYEiLX
morotnTog (ong éog v efdopdada 84, yia acbeveic 6to okélog Tov Lutathera o cOykpion pe
acOeveic 610 okéN0G TS VYNANG-600mM G okTpeoTiong LAR.

ERASMUS

H @dong VI pehétn Erasmus ftav pio LOVOKEVTIPIKT], LOVOD GKEAOVG, OIVOLKTIG EMICTLOVOTG LEAETY|
v v aloAdynon g anotedeopotikotnta tov Lutathera (4 d6ceig twv 7.400 MBQ 1 kd0e pia, pia
d0om kdOe 8 gfdopadec), cuYXopNYOVUEVOL UE ddAvUa apvocEémV o aobevelg pe DETIKoVg VITOdOYElS
copatoototiving. H eviidpeon nikia tov acBevav mov gvtaydniav ot perétn nrav 59 £tm. Ot
neplocotepot acbeveig nrov OMAavool (811) kar o1 vwdrowrot (403) NTav KdTOKOL SPOPWV
EVPOTUIKOV KoL U1 EVPOTUIKOV Yop®dv. H kdpta avalvon coumepiidpfove 811 OAlavdoic acbeveic
UE BLPOPETIKOD THTOV VEVPOEVEOKPIVIKOVG OyKOoLE pe BeTikobg vmodoyeic couatootativing (NETS).
H ORR (cvpumeptirapfavopévng g ninpng aviorokpions [CR] kot e pepikng avtomdxpiong [PR]
obpemva pe ta kprrpio. RECIST) kou 1 didpketa g avtoamokpiong (DoR) yia to mifpeg oet
avoADGEDY TOL 0ALOVOILKOD TANOLGLOD Ue YaoTpevieportaykpeatikovg (GEP) kot Bpoyyikodg NETS
(360 aoBeveic) Kabmg Kot avd tHmo dykov mapovstaioviat otov [livaxa 9.
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Hivokag 9

Béitiot avramékpion, ORR ko DoR ov mapatnpovvral otn perétn Erasmus
@aonc I/II 6 Olhavdovg oo0sveic pe GEP kan Bpoyyikodc NETS — (FAS, N=360)

N | CR PR SD ORR DOR (prvec)
Tomog yKov n %) n % [N % | n % | 95%CI A‘fl’l‘j,]"“ 95%ClI
OLou NETS* 360 (11 3% | 151 42% (183 51% | 162 45% | 40% 50% | 16,3 | 122 17,8
Bpoyywoc | 19 |0 0% | 7 37% |11 58% | 7 37% 16% 62% | 239 | 17 300
[aykpeoticog 133 | 7 5% | 74  56% |47 35% | 81 61% | 52% 69% | 16,3 12,1 218
[1pdc6io
EVTEpO** 12 |1 8%| 6 50% |4 33% | 7 58% 28% 85% | 22,3 | 00 380
Méoo évtepo | 183 |3 2% | 58  32% (115 63% | 61 33% | 27% 41% | 153 | 105 17,7
Telkd
Eviepo 13 (0 0%| 6 46% |6 46% | 6 46% | 19% 75% | 17,8 | 6,2 299

CR = ITMpng avtanokpion, PR = Mepun avtomdkpion, SD = Etafepn vocog, ORR = Avtikepevikd tocootd avtomokpiong (CR+PR),

DoR = Augpkeio avTomdKpiong

* TlepthapPaverat o Tpdchio, to péco kot 0 Tehkd éviepo, **NETS mpdcbiov eviépov ektdg Tov Ppoyytkod Kot TOL ToYKPEATIKOD

Ot cvvolikég drapeoss Tipés tov PES kot OS yia 1o mAnpeg 6eT avoADGEDY TOL OALOVIKOV
minBuopov pe GEP kot Bpoyywcovg NETS kabdg kat avd tomo dykov mapovstdlovtatl 6Tov

[Mivaxa 10.
Hivakag 10  PFS ko OS wov mapatnpovvral ot perétny Erasmus @dong I/II g OrLhavooig
ac0eveic pe GEP kan Bpoyyikovc NET — (FAS, N=360)
PFS (ON)
Xpovog (pmvee) Xpovog (pmvee)
Awpes 95%Cl Alaueo 95%Cl
n TN T T
Olot NETs* 360 28,5 24,8 31,4 61,2 54,8 67,4
Bpoyykog 19 18,4 10,4 25,5 50,6 31,3 85,4
Hayxpeatucog 133 30,3 24,3 36,3 66,4 57,2 80,9
[Ip6c0io Eviepo™** 12 43,9 10,9 AA AE 21,3 AA
Méoo évtepo 183 28,5 23,9 33,3 54,9 47,5 63,2
Telkod éviepo 13 29,4 18,9 35,0 AE AA AA

PFS = EAe0Bepn mpoodov emPimwon, OS = Zvvorikn emPioon, AA = Agv aviyvevtnke, AE = Agv emtedybnke
* Tlepthappavetar to pdcbio, o Héco kot To Tekikd éviepo, **NET npdcbiov eviépov ektdg ToV Bpoyyticod Kot TOV ToYKPEATIKOD

>t edong I/II pehétn Erasmus, 188 acBeveic (52%) élafov kon 172 (48%) dev éhafav Tavtdypova
oktpeotion LAR katd t didpkeia g Oepomeiog pe Lutathera. Aev mapatnprdnke onuavtiky
dapopd otnv PES peta&d t vroopddos tov acbevav mov dev Erafav oktpeotion LAR (25,4 punveg
[95% CI 22,8, 30,6]) ka1 g vroopddas tmv achevav mov vroPAnnkay tovtdypova og Beponeio e
oktpeotion LAR (30,9 unqveg [95% CI 25,6, 34,8]) (p=0,747).

Toudrorpikde TAndvoudc

O BEvponaikdc Opyaviouds Dapudkmv £xel dOGEL amaAloyn omd TNV VIoYPEMGT VITOBOANG TV
amoteheopdtov pe to Lutathera oe dheg Tic vmokatnyopieg tov Toudiatpikod TAnfvcpod ot Bepaneio
tv GEP-NETS (gkt6g TOV veupoPAaGTOUATOS, TOV VELPOYUYYAOPANGTOUATOS KOL TOV
QUOYPOUOKVTTOUATOS). BA. Tapdypapo 4.2 yio TANpopopies GYETIKA e TNV TOUSIOTPLKN YPNoM.
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5.2  ®appuoKoKIVTIKES 10T TES

Amoppoégnon

To pappaxevtikd Tpoidv yoprnyeitat evoopiefing kot elvan dueca Kot TANpwg Prodabésipo.
Kozavoun

Avdivon mov devepynOnke pe avBpdOTIVO TAAGLO TPOKEEVOD VO TPOGOIOPLOTEL 1) EKTOOT| TG
TPWTEIVIKAG Sécpevong 6o TAGopa TN un padtevepyhc évoong [Aovtésto (1°Lu)-0Eodotpeotion]
Kkatédelée ot mepinov to 50% g Evaong ivol OEGUEVUEVT] GE TAAGUOTIKEG TPMTEIVEC,

Agv apotnpnOnke petacynuatiopdg Tov Aovtesion-177 amd to Aovtécto (1PLu)-oEodotpeotidn otig
TPWOTEIVES 0POV.

IIpooinwn and dpyova

Méoa g 4 dpeg Petd T xopHyNon, To TPHTLTO KATOVOUNG TOL Papudkov Aovtésto (H7Lu)-
0£0001pe0Tion Katadekviel tayeio TpOGANYT amd TOLG VEPPOVG, TIG KAPKIVIKEG HALOIDGCELS, TO AP
Kol T 6TANVa Kal, 6€ 0plopévong acbeveic, otnv vdevo kot tov Bupeoidn. H cuv-yopnynon
SLADUATOG OUIVOEEDV PELDVEL TNV TPOGATYN ATt TOVG VEPPOVS, TPOAYOVTOC TNV AtOBOAT TG
padievépyetog (BA. mapdypago 4.4). Melétec Brokotavoprg kotadetcvoouv 61t to Aovtéoto (H7Lu)-
0£000TPEOTION ATOUAKPVVETOL TOYXVTOTO OTTO TO OO

Buougtooynuatiopde

Yrdpyovv ctoyygia, omd v avaivon deryudtov ovpmv 20 acbevdv mov cuprepneonkay oty
vropeAéTn docueTpiog, eappakokivntiknig kat ECG, e pedétng NETTER-1 edong 11, 611 T0
Aovtéoto (H7Lu)-o0&odotpeotion uetaforiletan eldyiota kot anekkpivetar kKuplog wg GOt évmon
UEC® TNG VEPPIKNG 0000.

Avalvoelg vypng xpoupatoypagiog vyning arodoong (HPLC) mov devepynnkav og detypota ovpiog
OV GLAAEYOMKAY £m¢ 48 dpeg HeTd TNV Eyyvon KaTESEIENY oTafEPOTNTO TOL PAPLAKOV AOVTEGLO
(}""Lu)-0Eodotpeotidn kovid oto 100% oto nepiocdTepa and To. avaAvOivTo detypora (Le TN
yopmAdtepn T va etvon peyokvtepn and 92%), vrodeikvoovtog Ot 1 Vo) amoBaAleTol 6To 0VPa
Kupig g afuctn évoon.

O1 amodeilelg avtég emPefordvouvy 6ca TapatnprOnkav tpoyevéctepa atn pueAétn Erasmus @dong
/11, onv omoia N avéivon HPLC evog detypatog ovpwv mov cuAréybnke 1 dpa petd ) xopnynon
0V Qappdkov Aovtésto (Y7Lu)-0Eodotpeotion amd vav acdevn mov EhaBe 1,85 MBq tov Qappdkov
Xovtéoto ('Lu)-0&odotpeotion viédeite 6Tt To KOpLo pépoc (91%) amexkpidnke apetdPfinto.

Ta gupfjuata avtd vrootnpilovrot amd in Vitro dedopéva petaforopon o€ avOpOTIVE NIATOKVTTAPA,
oto omoio dev mapatnprOnke kopio petafoikn didomoaon tov eapudkov Aovtécto (1°Lu)-
0&0d0TpeoTion.

AmoBoin

Me Baon ta dedopéva Tov cLAAEXONKaY KaTd T ddpketo TG perétng Erasmus @dong I/11 ko
NETTER-1 ¢dong I1I, to Aovtéoio (17Lu)-0Eodotpeotion omoBairietan kKupime HEGH VEQPIKHC
amékKpiong: nepimov 60% Tov PAPUAKELTIKOD TPOIOVTOG amoPAAAETOL GTA 0VPA EVTOG 24 POV KoL
mePimov 65% evtdg 48 wpav LETA TN YopNYNOoN.
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Hiwopévol

To @apuokivnTiKo TPoPiA o€ nAKI®pEVog acbeveic (= 75 etav) dev £xel amoderydel. Agv vdpyovv
Swbéotpa dedopéva.

A&oLdynon in vitro tov duvaukov aAAnAenidpoaonc

AAnleridpaon ue Boaon tov uctofforiocuo kol Tov ustapopéa

H amovcio avacstodng 1 onuovikng emayoyng tav avipomvev eviopov CYP450 ko n amovoio
€101KNG oAANAETidpaonc pe v P-yAvkorpwteivn (Letapopéag ekpong) 1 Le Tovg petapopeic OATI,
OAT3, OCT1, OCT2, OATP1B1, OATP1B3 ka1 BCRP 6g mpoxAvikéc peréteg vrodnimvouy 0Tl 10
Lutathera gppavilet pukpn mbavotmro mpokAnong oNUAVTIKGOY oAANAETIdpacemY ToV petafoliopon 1
TOV HETOPOPEMV.

5.3 IIpoxkiivika d€dopéva yio TV ao@diero

To&woloyikég pehéteg e apovpaiovg amedei&oy 0Tt uo epanal evoopréfio Eveon éwg 4.550 MBg/kg
Ntav KoAd avekt| kot dgv mapatnpndnikoy Bdvartot. Otav ehéyyOnke n yoypn Evoon (un-padievepyod
Aovtécto (1°Lu)-0&0d0tpeotion) wg epdmat evioeriPia £veon 6g apovpaiovg Kot GKOAOVG 6E SOGELC
¢mg ko 20.000 pg/kg (apovpaior) kat 3.200 pg/kg (oxdror), n yoypn Evoon (un padievepyd
Lovtéoto (PLu)-0E0d0tpeotidn) frav kakd avekth Kot oto 300 £idn ko dev mapatnprOnkay Odvatot.
Ag mopatnpnOnke ToikodTNTe e TEGOEPLS EMAVEIMUUEVES XOPNYNOELS, L kaBe 2 efdopddec,

1.250 pg/kg e yoypng évoong kat 80 pg/kg oe okdrove. To ev Ady® QopurakenTikd Tpoidv dev
€VOEIKVLTAL Y10 TOKTIKN 1) GUVEYN XOPYNOT.

Meléteg petaralloyéveong Kot Lokpoypovieg LEAETNG KAPKIVOYEVEST|G OV €xovv dievepynOel.

Ta un KAMvikd Sedopéva oyetikd pe v yoxpf éveon [un padievepyd Aovtéoto (1°Lu)-
0£000Tpe0Tion] dev UTOKUADTTOVVY 13104TEPO KiVOLVO Yo TOV AvOpwmo pe Pdon Tig ovuPotikég
UEAETEG PAPLOKOAOYIKNG ACGPAAELNS, TOSIKOTNTAS ETAVAAAUPAVOLEVOV SOGEDV KOl YOVOTOSIKOTNTOG.

6. OAPMAKEYTIKEXZ TIAHPO®OPIEX
6.1 Katahoyog exdoymv

O&uco 0&D

O&w6 vatpro

I'evtiowd 0&D
AockopPikod 0&0
[Mevtetikd o&v
XAhwprodyo vatplo
Ydpo&eido tov vatpiov
"Yowp yio evéoipa

6.2 AovppotoTnTeg

AVT0 TO QUPUOKEVTIKO TPOIOV dEV TPEMEL VO AVOUELYVOETOL UE AAAL PUPUAKEVTIKG TTPOTOVTO, EKTOG
QVTOV OV AVUPEPOVTOL GTNV Tapdypago 12.

6.3 Awdpkera Long

72 dpec omd TNV Nuepounvia Kot v dpa faduovounonc.
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6.4 Idwitepeg TpoPuAAEELS KOTA T QVAEEN TOV TPOTOVTOG
dvidcoete og Beppokpacio pkpotepn tov 25°C.
Mnyv yiyerte.

Dvldccete 6NV APYIKN GLOKEVAGIN Y10, TPOGTUGIN ad TNV aKTVoPoiia ovTicuov (Bopdxion
LoADBOOV).

Ta padio@apuaKo TPETEL VO, PLAGGSGOVTOL COLEMVA e TOVG E0VIKODE KAVOVIGUOVG Y10 T PAdIEVEPYH
VKA.

6.5 ®@Yon Ko GLOTUTIKA TOV TEPLEKTN

Awwyég, dypopo yodAvd erokidio tomov I, kKieopévo pe nopa and BpopoBoutuikd eAaGTIKO Kot
SPPAYIoT OAOVLLLVIOL.

Kabe @raridio mepiéyet évav dyko mov kopaivetar amd 20,5 émg 25,0 ml SiaAdpotog mov avtictoryel
o€ [ evepyotnta g tééns tov 7.400 MBq xatd TV nuepounvia Kot Ty ®pa tng £yYuonG.

To @laAidio epmepiéyeton o€ TEPEKTN Amd LOAVPOO Yo TPOGTATELTIKT Bwpdiiom.
6.6 Idwitepeg TPoPULLAEELS aTOPPLYNG KOL AALOS YEIPIGNOG
Mo pio ko povo ypron.

Ievikéc TPOEIOOTONGELS

Ta padiopdppoiko Tpémet vo Topalapifdvovial, vo YpeILOTOIOVVTAL KAl VO YOpTyoUVTaL HOVO oo
€E0VG1000TNUEVH GTOU GE GVYKEKPLUEVO KAVIKO TTepiairov. H mapolapr|, amodnkevon, yxpnon kot
ATOPPIYT| TOVG VITOKEIVTOL GTOVE KAVOVIGUOVE 7)/KOL TIC KATAAANAES AOELES TOV APUOSIOV ETIGTLOV
0pPYOUVIGLOV.

Ta padiopdapuaxe tpémet vo, TpoeTotUdlovTal e TPOTO TOL VO IKOVOTOLEL TIC OTULTOELS TOGO TNG
acPAAELng amd TNV aKTivofoiio 0G0 Kol TG PAPUAKEVTIKNG ToldtnTag. [Ipémel va Aapfdavovtol
KATOAANAES AONTITIKEG TPOPLAAEELC.

Mo 0dnyieg oYETIKA UE TNV TOPACKELT TOV PAPUAKELTIKOD TPOIOVTOC TPV amtd T YopNyNnom, PA.
Tapdypopo 12.

To ev AOY® QapUAKEVTIKO TPOIOV dEV TPETEL VA, YPTCYLOTOLELTAL, EGV 1) AKEPULOTNTA TOV TEPIEKTN
HOADBOOV 1] ToL PLaAdiov £xet SrakvPevbel omoladnTOTE GTIYUN KATE TNV TAPUCKELT] TOV.

O1 J10.01KOGIES YOPTYNONG TPETEL VO TPAYLLUTOTOLOVVTAL LE TPOTO IOV VO EANYIGTOTOLEL TOV Kivouvo
HOALVGTG TOL PUPUOKEVTIKOV TPOTOVTOG Kal aKTIVOBOAN oG TV Xeplotdv. H emapkng Oopdkion
glvo VoY PEWTIKY.

Kotd tov ¥e1piopd 1ov oproKeDTIKOD Tpoldvtog ival amapaitntn 1 xpon adldfpoymy yovTidv Kot
va okoAov0oOVTOL KATAAANAES AOTTTTEC TEYVIKEG.

H yopnynon poadtogopprdkmy dnpovpyei Kivdodvoug yio GAAa dtopa Ady® eEmTePIKNG akTvoBoliog M

udéAvvong amod ovpa, Eueto, KA. [lpénel, cuvenmg, vo AauPavovtal TPoPLAGEELS OKTIVOTPOCTAGIOG
GULPMOVE, [LE TOVG EBVIKOVG KOVOVIGHOVG,.
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To ev Moyo mopackedacspa eivar TOovE va EYel WG AmOTEAEGLLO LVYNAT 0OGT PASIEVEPYELNS GTOVG
neplocdtepovg acbeveic. H yopriynon 7.400 MBq evdéyetat va 0dnyIoEL GE CNUAVTIKO
nepPaAilovtikd kivévvo.

To yeyovog avtd evdéyetar vo Tpokael avnouyio 6Ta AToU OV SEVOLV GTO 1010 VOIKOKLPLO TV
aTOpOV eketvov mov vroPdilovtal o€ Bepameios | 6TO VPV KOWO AVAROYA LLE TO EMITESO TNG
YOPMYOOUEVNC EVEPYOTITAG, EMOUEVOC B0l TPETEL VAL TNPOVVTAL 0L KAVOVEG TPOCTAGING 0T TN
padievépyeta (PA. Toapdypapog 4.4). Oa npénet vo Aapufavovtot KOTIAANAES TPOPLAAEELG GCOUE®VA LIE
ToVG €BVIKODG KAVOVIGLLOVG Ot 0710101 APpoPOovY TNV EVEPYOTNTO TTOL AOPAAAETAL OO TOVG 0GOEVELG
TPOKEWEVOL VO, AoPeLYBoVV TUYOV LOADVGELS.

Kdabe ayxpnoiponointo gaprokevtikd mpoidv 1 VIOAELUN TPETEL VAL OTOPPITTETAL GOUPDVOL LLE TIG
KATA TOTOLG 1GYVOVGEC GYETIKEC SLOTAEELG.

7. KATOXOX THX AAEIAYX KYKAO®OPIAX

Advanced Accelerator Applications
8-10 Rue Henri Sainte-Claire Deville
92500 Rueil-Malmaison

ToArio

8. APIOMOZXZ(OI) AAEIAYX KYKAO®POPIAX

EU/1/17/1226/001

9. HMEPOMHNIA ITPQTHXE EI'KPIXHX/ANANEQXHY THX AAEIAX

Huepounvia mpdg £yxpiong: 26 XenteuPpiov 2017
Hpepounvia tedevtaiog avavémong: 08 Ioviiov 2022

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

11. AOXIMETPIA

Ta Topakdtom copnepdopata oxetikd pe t Bepaneia ue Lutathera tpocdiopiotnray amd

a&10AOYNGEIC TNG OOGIUETPIOG TNG PASIEVEPYELNG TTOV SLEVEPYOVVTUL GE KAWVIKEG UEAETEG:

. To kpioyo 6pyavo givat 0 pLeAdC TV 00TV, QoTOG0, LE TN CLVIGTOUEVN ddon Ttov Lutathera
ota 29.600 MBq (4 xopnynoeig tov 7.400 MBq), dev mapotnpnnke kapio cvoyEtion peta&d
NG OLLOTOAOYIKNG TOEIKOTNTOG KOt TNG OMKNG POSIEVEPYELOG TTOV YOPTYELTAL 1] TNG
ATTOPPOPOVUEVIG ATTO TOV LVELD TV 0GTAOV 000N gite otn puekét Erasmus @dong I/11 gite ot
peiétn NETTER-1 @dong I11.

. O veppog dev amotehel KpIoHo Opyavo Qv dleEvepYEITOL GLUV-YOPNYNCT KOTAAANAOL SLHADLOTOC
apvo&éav (PA. Tapdypago 4.2).

SUVOAIKA, TO, ATOTEAEGLLOTA TNG OOGIUETPIKNG OVAAVOTG IOV dlEVEPYELTAL GTNV VITOOUAd SOCIUETPIOGC

¢ perétng NETTER-1 @dong 111 ko otn perétn Erasmus @dong /Il cupemvodv Kot vrodetkviovy
611 10 docoroyiko oyfuo Ttov Lutathera (4 yopnynoeig twv 7,400 MBq) sivat ac@aréc.
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IMivakeg 11 Ot ekTY|GEIS TOV amoppopoduevey d6ccmv yia 10 hovtécio (Y/Lu)-
ofoootpeotion and ™ perétn NETTER-1 @aong 111 (amotéhespo Olinda)

Amoppo@ovpevn 66on oo TO OpYyavo ava
‘Opyavo povado padievépyerag (MGY/MBQ)

(n=20)

Méon SD
Emveppidio 0,037 0,016
E'y](é(p(x]\,og 0,027 0,016
Magctoi 0,027 0,015
Toiyopo YoAnddyov KOGTEMG 0,042 0,019
Toiympo KatdTEPOL TOYEOS 0,029 0,016
EVTEPOL
Aentd £viepo 0,031 0,015
Toilyopo ctopdyov 0,032 0,015
Toiympa avdTepoL TaXE0g 0,032 0,015
EVTEPOV
Kapdiaxd toiyoua 0,032 0,015
Negpoi 0,654 0,295
"Hrop* 0,299 0,226
T[lveduoveg 0,031 0,015
Muc 0,029 0,015
Qobfkeg*** 0,031 0,013
dykpeag 0,038 0,016
Mvehdc tov ootdv (kokkwvoc) | 0,035 0,029
Ooteoyevetikd KOTTapo 0,151 0,268
Aépua 0,027 0,015
Zn}ﬂ"vag 0,846 0,804
Opyg** 0,026 0,018
Ovpoc 0,028 0,015
Bupeoeldng 0,027 0,016
Toiympo 0vpPoddYOL KHGTEMC 0,437 0,176
MijTpa*** 0,032 0,013
OLOKANPO TO GO 0,052 0,027

*n=18 (dVo acbeveic dev cuumeptinEdNKoy yioti n 061 TOV ATOPPOPNONKE ATd TO TP NTAV
EMMPEAGIEVN OO TIG NTATIKEG LETAGTACELS)

**n=11 (novo Gvopeg acbeveic)

***n=9 (LoVo yuvaikec acOeveic)

H 8601 padievépyelag oe CUYKEKPYIEVD OPYOVE T OO0 LTOPEL VO, UMV ATOTEAOVV TO, OPYUVH-GTOYO
g Oepoameiog, PwopovV va ETNPENcTOOY CTUAVTIKA ad TAHOPLGIOAOYIKES AAANYEC TOV EXAYOVTOL
a6 T dadikacio tng vooov. To yeyovog avtod Oa mpémel va AneBel vtoy”n KaTd T ¥PHo” TOV
TOPOKATO TANPOPOPLDV.
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12.

OAHI'IEX ITAPAXKEYHX PAAIO®APMAKQN

Odnyiec TOPUGKEVNC

XpNoOTOMGTE AOTTT TEYVIKT] Kol OmpdKion axTivoPoAag KaTd Tn yopnyno”n Tov
dradvpatog Lutathera. Xpnoyonomote Aapideg otav xepileote 10 @LOAISI0 Yo Vo
gloyotomooete Vv €kBeom oty aKtivoforia.

IIpwv amd ™ yopnynon, to dtdivpa Ba wpénel va e€etdletal ontikd Kdtw amd po Owpakicuévn
006vn 1o copotidln Kot Suoypopies. Amroppiyte T0 LUAISI0 GV VTAPYOVY COUATIOW KA/
ATOYPOUOTIGHOG.

Embempnote ) cvokevacia yio PAGPN kot ypnoiponoteiote Eva faduovounuévo cuoTna
LETPNONG PASIEVEPYELS Y10 VO TPOGILOPIcETE EQV VIAPYEL padIEVEPYOS LOAVVGT. Mnv
YPTCULOTOLEITE TO TPOIOV €AV SLOKVLPEVETOL 1] HKOPEOTNTO TOL PLOALOIOV 1] TOV TEPIEKTN
HOADBOOV.

Mnv gviete to didAvpo Lutathera anevbeiag o€ omoladnmote GALo evooPAEPLo StdAvpa.
Empepaurdote tnv mocdtro padievipyetog tov Luthathera mov yopnyeitar otov acbevn pe éva,
obvotnpo fabpovounong padevépyetag mpv kot petd omd kabe yoprynon Lutathera, yio va
emPefarwbel 6TL N TPAYLOTIKY TOGOTNTA PASIEVEPYELNS TTOV XOPTYNONKE 1o0VTOL e TN
oye010{OpEVT TOGOHTNTA.

No unv yopnyeiton o Lutathera g tayeio evéopréfia, £yyvon.

Atyo petd v évapén g £yXvong, 1 EKTOUTY pAdIEVEPYELNG TOV a.c0evog Ba Tpémel va
HETpATOL e YpT oM EVOS PabBpovounévou GUGTHATOG LETPTONG PASIEVEPYELNG TPOKELUEVOD VL
enoAnBevtel | yoprynomn otov acBevn. Katd tn didpkeia tng €yyuonc, 1 EKTOUTT POSIEVEPYELOG
a6 tov aobevn Ba Tpémel va avédvetar otabepd, eved avt) amd o eroridio Tov Lutathera Oa
TPETEL VO LELDOVETOLL.

ZUVIGTATOL 1] TPOGEKTIKT TOPAKOAOVON O™ TV (OTIK®V GNUei®V TOV acOgvoDg Kotd T
duapkela g £yvomnge.

31



EvdopAEPiec nebddot yopnynong

Odnyicc yio. tn uEBodo Lapdtntoc (xpnoILoToImVIOC EVay oQIYKTHPO. ] 1o avTAia &yyvonc)

1.

ISl

Elcaydyete o ferdva dwapétpov 2,5 cm, 20 gauge (kovtr Pelova) oto @raridio tov Lutathera
Kot ouvoEaTe pécm evd kKabetpa pe 500 ml amootepmpévo diddlvpa yAoptovyov vatpiov 0,9%
(mov ypnowonoteital yio T peTapopd tov dodvpatog Lutathera kotd t didpreta g
£yyoonc). BePoarwbeite 6t 1 kovth Peldva dev ayyilet To didlvpo Lutathera oto groAidio kot
LNV evavete auth v kovtr Perdva amevbeiog pe tov acevn. Mnv enttpénete ) por| Tov
A poTog yAwplovyov vorpiov 6to @loidio Tov Lutathera mpwv amd v Evapén g éyxvong
tov Lutathera kot unv eviete 1o didhvua Lutathera amevbeiog pe to didhvua yAwprodyov
vatpiov.

Eicaydyete o dgvtepn Peova dapétpov 9 cm, 18 gauge (pakpid feAdva) 610 Loridio Tov
Lutathera, emPepordvovtag 6Tt avTh 1 pokpld Perova ayyilet kot eivatl acPaMUEVN GTOV
mobuéva Tov raAidiov Lutahtera kaboAn ) dibpkeia g £yyvonc. Tuvoiote ™ Lakpld Perdva
e Tov acfevn pécm evog evoopAEPLov Kabetnpa o omolog etvon mpoyepiopévos pe 0,9%
StaAdpaTog yYAwplovyov voTpiov kat xpnoipomroteitat yio Ty yyvon tov Lutathera otov
acOevn.

Xpnowonoteiote Evav GELYKTIpa 1 Lo avTAla £yyvuong yio va puOuiceTe ) pon Tov
SaAvpoTog YAwPLovyoL voTpiov pEcm TG Koving Pehovog péoca oto elaridio Tov Lutathera. To
SAv U YA®PLOVYOV VOTPIOL TOL EIGEPYETOAL GTO PLOAISI0 HECH TNG KOVTHG BeAdvag Oa
peTapEpeL To dtdAvpa tov Lutathera amd to glaAidio otov acbevi péom Tov evioPAEBiov
Kkafetpa Tov eivar cuvOEdEUEVOGS e TN HOKPLd PEAOVA KOTA [0 GLUVOAIKT dtdpKeLol

30£10 Aemtddv, pe Eva puBud éyyvong péxpt kot 400 mL/h. H éyyvon Oa mpénet va Eekiva ue
pLouUd yaunAdtepo tv < 100 mi/h yio ta tpdta 5 pe 10 Aentd xon Oo wpémel puetd vo avéndei
avdioya pe ™ eAePikn KoTdotaon Tov acbevois. Katd ) didpketa ) €yyvong Ba mpémetl va
Sdwtnpeitar otabept| Tieon evtdg Tov PloALdiov.

Katd ™ didpkeia g yyoong, emPefordote 6t 10 gninedo Tov dtodvportog tov Lutathera
TOPUUEVEL OTOOEPO HECH EMOVUAAUPOVOLEVOD GUEGOV OTTTIKOD EAEYXOV OTOV YPTCLUOTOLEITOL O
Stpavng Bmpakiopévog mepéktng N ¥pNoipomoldvTos Eva (euydpt Aaidmv yio To YEPIGUO TOv
QLASI0V OTOV YPTCLUOTOLEITOL O TEPLEKTNG UETAPOPAG ATt LOAVPO.

EMéyyete ™ pon Ttov Lutathera amd 1o @roridio otov acbevni kaBOAN ™ didprela g Eyyvong.
AmocuvdEaTE TO QLOALSI0 amd TN YPOUUT TNG HaKPLEg BeAdvag Kal opiETe TN YpOouUUr TOV
SLADLATOG YAWMPLOLYOL VATPIOL OTOV TO EMIMESO padievépyelag ivar otabepd Yo TOLVALIGTOV
TEVTE AEMTA.

AxoiovOnaote v €yyvon pe pio evooeAéPia ékmivon 25 mL oteipov doAvpatog yAmprovyov
vazpiov 0,9% péom tov evéopAéPiov kabetrpa otov achevn.
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Oodnyisc yio wn uéBodo mepiotattiknc oviiiac

1.

Ewcayayete o felova dmbnong dwepétpov 2,5 cm, 20 gauge (kovt Perdva e&aepiopov) 6to
@uokido tov Lutathera. BefauwmBeite 11 n kovin Beddva dev ayyilel to didAvua Lutathera oto
QLOAIO10 Ko Unv EVAOVETE TNV Kovtr ferdva amevbeiog pe Tov acbevi 1 e TNV TEPIGTAATIKY
avTAia.

Eicaydyete o dgvtepn Pelova dapétpov 9 cm, 18 gauge (paxpid ferdva) oto roridto Tov
Lutathera, emPefordvovtag 6Tt ot 1 pokpld Perova ayyilet kot eivatl acPaMUEVN GTOV
muBuéva Tov elokidiov Lutahtera kaboAn ) didpketo g £yyvong. Zuvoéote T pakpld BeAdva
Kot éva drbAvpa yAwplodyov vatpiov 0,9% dwddpatog o po farfida otpderyyos 3-
KaTELOVHVOEMV HECH KATAAANANG COANVOOTC.

Yuvdéote TV €£000 NG ParPidag oTpdQLyyas 3-KaTELOVVGEMY BTN COAVMGT TTOL Eival
EYKOTECTNUEVT] GTNV TAEVPA €GOS0V TNG TEPIGTAATIKNG AVTAOG GOUPOVO LE TIG 0dNYieg TOV
KOTOOKELAGTH TNG OVTALNG.

[Ipoetopdote T ypouur avoiyovtog t PaAPida 3-katevBivoemv Kot 0vVIADVTOG TO StoAvpa
tov Lutathera péow g coifvoong péypt va gtaoet otny ££0d0 g ParPidac.

IIpogtopdote tov evéopiéPlo kabetnpa mov Ba cuvdebel pe Tov acBevr avotyovtag T BaAPida
oTPOPLYYNS 3-kaTELHOVOENDY GTO GTEIPO dtdAvpa YAmplovyo vatpiov 0,9% Kot avTAdvTag To
otelpo Sdvpa yhmprovyov vatpiov 0,9% péxpt va e£€ABet amod to drpo TG COANVEOOTS TOL
Kafetpa.

2UVOECTE TOV TPOETOOOUEVO eVOOQAEPLO KabeThpa 6Tov acevn kKot puOpiote ™) BorPida
otpdeLyyas 3-katevfivoemv £tol dote 1o dtdAvpo Lutathera va eivan svbuypappiouévo pe myv
TEPIGTAATIKN AVTALQL.

Eyyoote éva katddnlo oyko dradduatog Lutathera o ypoviko didotnua 30£10 Aemtodv yio, vo
yopnynOel n emBounty padievépyeia.

Orav yopnynOei n katdAAnin padievépyeta Lutathera, dtaxdyte v neptotodtiky avtiio Kot
aArGETe T Béom g ParPidag otpderyyos 3-katevBivoemv, £T01 MOTE 1 TEPIGTAATIKY aVTAIL
va gtva euBuypapucpévn pe to oteipo drdAvpa yroplovyo vatpiov 0,9%. Enavexkiviote v
TEPIOTOATIKN AVTALOL KO £YYVGTE o VOoQAEPLa EkmAvomn 25 mL oteipov SohdpaTog
yAoprovyov vatpiov 0,9% péom tov evoopiéPiov kabetnpa otov achevn.

Odnyiec yio.tn uéBodo avpryyoc ue aviiio,

1.

Avappoenorte éva KotdAAnAo dyko dtakvpatog Lutathera yua va amelevbepdoete v
eMBLUNTN PUSIEPVEPYELD YPNOLOTOLDOVTOG L0 GUPLYYO HLOG ¥PNONG LE TPOCTUTEVLTIKO
KéAVpO cOPLYYOS Kot (1o, amooTeEp@UEVN Beldva. pog yprone 9 cm, 18 gauge (uokpid
Berova). ' va dievkoivvei 1 avappdPNon Tov SAVHTOC, Elval duvaTh 1 (PToT KOG
dmOnTwng Perdvag 9 cm, 18 gauge (kovth Berdva eEaeptopo) yo T pelmon TG avTicTaoNG
Ao To PLaALd10 VITd Tieon. BePaiwbeite dti n kovn Peddva dev ayyilel To didAv0 TOV
Lutathera oto @laAidio.

[Ipocappocte tn cUPLYYA TNV TPOSTATELUEVT] OvVTALD Kot cupmeptlapete o BoAPida
oTpOPLYYOS 3-kaTevhiveemy Hetaly g cOpyyog Kot evog evoopAEBiov kKabethpa mov gival
TPOYEUIGUEVOC LE OTELPO dtdAvpa yAmplovyov vatpiov 0,9% ka1 mov ypnolpomoteitol yio T
xoprynon tov Lutathera otov acBevn.

Eyybote évov katdhinio dyko dwadduatog Lutathera og ypovikd didotnpe 30£10 Aemtdv yio va
yopnynOel n emBounty padievépyeia.

Ortav yopnynBei  xatdAAnin padevépyeia Lutathera, diaxdyte tnv aviiio g cOpryyos Kot
aAra&Ete T Béom g ParPidag otpderyyag 3-KatevBuvoewy, £T01 MOTE VO EKTADGETE TN GOPLYYo
pe 25 mL oteipov dtodvpotog yAwprovyov vatpiov 0,9%. Enavekkiviote t oOpryya pe avtiia.
Ao olokAnpwbei 1 Ekmlvon g ovpLyyag, eyyvote wia, evooeAEPLa Ekmivon 25 ML oteipov
StoAvpatog yAwplovyov vatpiov 0,9% péom tov evéopAEPiov kabetnpa otov achevn.

33



Ewova 5  Xovoyn tov negdddov yopiynong

MEOOAOZ BAPYTHTAZ

NacCl 0,9%
500mL

KONTH BEAONA MAKPIA BEAONA

/

PIAAIAIO LUTATHERA®

MEOOAOZ MNEPIZTAATIKHZ ANTAIAZ

NaCl 0,9%
500mL

BEAONA EZAEPIZMOY

MAKPIA BEAONA

BAABIAA XTPO®IITAX 3-KATEYOYNZEQN

MEPISTAATIKH
ANTAIA
®IAAIAIO LUTATHERA®
MEGOAOZ ZYPITTAZ ME ANTAIA
NaCl 0,9%
MAYZH

:!5)3 o
[:} | STPO®ITTAS 3-
o

KATEYOYNZEQN
2YPIITA ME ANTAIA

o
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AMINO=EQON

ZOIFKTHPAZ

'H ANTAIA
EFXYzHz

AIAAYMA
AMINO=EQN

SOIFKTHPAZ H

ANTAIA
ErXYZHZ

AINAAYMA
AMINO=EQN

I

SOIFKTHPAY H
ANTAIA
ErXYZHZ




Aentopepeic TANPoPopies Yo TO TOPOV PAPLOKEVTIKO TPOIdV eival 10BEoIpES OTOV SIKTVLAKO TOTO
tov Evponaikod Opyovicpod ®apudkmv hitp://www.ema.europa.eu.
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ITAPAPTHMA 11

MHAPAXKEYAXTEX YIIEY®OYNOI I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH ATAOEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AIIOTEAEZMATIKH XPHXZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. IHAPAXKEYAXTEX YIIEY®OYNOI I'TA THN AIIOAEXMEYXH TOQN ITAPTIAQN

‘Ovouo kot d1e06vven TV TOPUCKELOSTMOV TOV Eivorl VITELOHVVOL Y10 TNV ATOOEGUEVGT] TV TOPTIOWY

Advanced Accelerator Applications Ibérica, S.L.U.
Poligono Industrial la Cuesta — Sector 3

Parcelas 1y 2 La Almunia de Dofia Godina

50100 Zaragoza

Iomavia

Advanced Accelerator Applications (Italy) S.r.l
Via Ribes 5

10010

Colleretto Giacosa (TO)

Itoiia

270 £VTUTTO UALO 0JNYLDOV XPNOTG TOV PAPHLOKEVLTIKOD TPOIOVTOG TPETEL VO OVALYPAQETOL TO OVOLLOL
Kol M S1ev¥0vVVOT TOV TAPUCKELAGTN TTOV Elvar VTEHOVVOG Y10 TNV ATOOEGIEVGT TNG GYETIKNG TAPTIOAC.

B. OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOGEXH KAI TH XPHXH

DoppokevTikd TPOidv Yo T0 0TOi0 amoLTeEiTAL TEPLOPIGUEVT 1aTPIKT| cuvtayT| (PA. mapdptua L:
[epiinym tov Xapoaktnpiotikdv tov [Ipoidvtog, mapdypagog 4.2).

I AAAOI OPOI KAI AITAITHXEIX THX AAETIAY. KYKAO®OPIAX
o Ex0¢og1g Teprodikng mapakorovdnong e aceareros (PSURS)

Ot anmartioelg yio v vroPoin tov PSURS yuo 10 gv Adym @apuaxevtiko mpoiov opilovtan
GTOV KOTAAOYO UE TIG Nuepounvieg avaeopag g Evaong (katdhoyog EURD) mov mapatifeton
otV apdypago 7, tov apBpov 107y, g odnyiag 2001/83/EK kot k&b emacorovdng
EMKALPOTOINONG OTMG OMLUOGIEVETAL GTNV EVPMOTATKT| SIKTVOKT TOAT] Y10 TO PAPHOKO.

A.  OPOI'H HEPIOPIZMOI XXETIKA ME THN AX®AAH KAI ATIOTEAEEMATIKH
XPHZIH TOY ®APMAKEYTIKOY ITPOIONTOX

o Yyéo10 owayeipiong kivovvov (ZAK)

0O Kdaroyog Adetog Kukhogopiag (KAK) Ba die€aydyet Tig amattodUeEVES SpacTnplOTNTES Kol
TAPEUPAGELS PUPLOKOETOYPVTVIIONG OT(¢ Tapovoidlovtal 6to cuppovndév XAK mov
mapovctdletar oty evotnta 1.8.2 g dosiog kKukAopopiag Kot 0molecdnToTe ETaKOAOVOES
gykekpipéveg avabempnoeig tov TAK.

‘Eva emucaiporompévo ZAK Oa mpémet va katotedei:

. Metd and aitnpa tov Evponaikov Opyovicpod Goapudkmy,

o OnotedNToTE TPOTOTOLEITOL TO GVOTN A OLUYEIPIONC KIVODVOD, EI0IKE MG OTOTEAEGLOL ANWYTG
VE®V TANPOPOPIDV TTOV UTOPOVV VOl ETLPEPOVY GTIUAVTIKT GAAXYT GTN GYECT] 0QEAOVC-KIVOHVOL
N ©¢ omoTELESUA TNG EMITEVLENC EVOG GNUAVTIKOD 0POCTHOV (POPUOKOETOYPVTVIIOT 1}
glayoTomoinon Kvévvov).

37



. EmnpdécOeto pétpa ehayiotonoinons Kivovvov

IMpwv amd v kvukhopopio tov Lutathera oe kdOe éva and ta kpdTn-péAn, o Kdtoyoc ¢ Gdstog
kuKhogopiog (MAH) Ba mpénet va coupwvnoet pe v E6vikn Apuddia apyn oxeTikd pe To
TEPIEXOLLEVO KL TN LOPPT TOV EKTOOEVTIKOD TPOYPAUIOTOS, CUUTEPIAAUPOVOUEVOV TOV HECHOY
EMKOWVOVING, TOV TPOTMV SLOVOUNG KOl OTOI®VONTOTE ALY TAELPADV TOL TPOYPEULOTOC.

To exmadevTIKO TPOYPApLD EXEL OC GTOYO TNV AHENOT TNG ENLYVOONG TOV AcHEVDY GYETIKA LLE TOV
Kivduvo padlotolikoTnTog A0Ym emayyEAUOTIKNG EKBEONC KAl 0KOVGL0G £KBEONC GE PASIOVOUKAIOIKY|
Oepameio TOL KOPKIVOL pE SLUUECOAAPNON VTOSOYEWMV TENTIOIMV KOl GTNV TOPOYN TANPOPOPLOV
GYETIKA PE TN AMym avaykaimv Tpo@uAdiemv tpokeévou va mepropifetar ) un avaykaio éxbeon
1660 TV 31wV 6GO KOl QVTMV TOV TOVG TEPPAALOVV.

O MAH 6a drac@arilel 6Tt o€ k@Oe kpdroc-uérog 6mov to Lutathera diartiBeton mpog TdANGM, 6A0L Ot
acBeveic/ppovtiotég mov avapéveton va yopnyovv Lutathera va éxovv mpdsPacn/va Tovg TopEyetot
€va EKTAIOEVTIKO VAIKO ac0evoic mov va mepiéyet:

o To evALGS10 0N YLDV aoBeEVOLG

o Odny6 acbevovg

O 00 y0g acBevovg Oa mepiéyet Ta e&ne Pacikd otoyeia:

o Yovtoun eloaywyn ot Bepomeio Kot ™ dtadtkacio xopnynons

o [TAnpoopiec oyeTIKA Ue TIG TPOPVAGEELS TTOV 0 0GOEVIG TPEMEL VO AaUPAVEL TPV, KOTA TN
Sugprela Kot PETA TN SadIKOGIo YOPTYNONG OTO VOGOKOLEID KOl GTO GTITL, TPOKEWEVOL VA
nepropiletar n un avaykaio éxbeon o axtvoPoirieg 1060 TOL 1510V OGO KOl TGV GLVOIDV TOV.

o [TAnpogopieg yio to 611 1 PRRT pmopel va mpokorécel coPapés mapevipyeleg katd T dldpKeLo
N petd t Oepameio kot 6TL TVYOV TOPEVEPYELES Do TPETEL VO AVAPEPOVTAL GTOV 1ALTPO.
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IHAPAPTHMA 111

EINNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

IHEPIEKTHX ME OQPAKIXH MOAYBAOY

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Lutathera 370 MBg/ml didlvpa yio éyyvon
hovtéoto (Y7Lu) o&odotpeotion

2. YXYNOEXH XE APAXTIKH(EYX) OYXIA(EX)

"Eva ml wepiéyer 370 MBq Aovtésio (Y'Lu) oEodotpeotion kotd tnv dpa thg Badpovounonc.
OyKopeTpikn evepyoTnTa Katd TNV Mpo. TG Paduovounong: 370 MBg/ml - {nuépa/unvac/étog
opa:rentd UTC}

| 3. KATAAOI'OX EKAOXQN

O&d 08V, 0&1Kd VATP10, YEVTIOWKO 08D, aoKkopPikd 08D, mevteTikd 0&y, yhmplohyo vaTplo, vOpPoLeidio
TOV voTpiov, DOmp Yo evéciua. BAETE To POALO 0OMNYIDV Y10, TEPUITEP® TATPOPOPIES.

‘ 4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Avdopa ya €yyoon

Ap. prohdiov.: {X}
Oyxog: {Y} ml
Evepyotra xatd tov ypdvo tng éyyvonc: {Z} MBq - {nuépo/unvag/étog mpa:ientd UTC}

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

EvdopAéPra ypnon.
Ddroridio piog 660mG.
Awpaote 10 PUALO 0INYIDOV XPOTG TPV 0T TN XPTOM.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
MPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA TTAIAIA

Na eurdcoetal o€ 0Eom, TNV omoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tandid.
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7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHZHX

AHEH: {nuépa/pfivag/étog pa:ientd UTC}

‘ 9. EIAIKEX XYNOHKEYX ®YAAEHX

Ddvidocoete oe Beppokpacio pkpodtepn v 25°C. Mnyv yiyerte.
Duldcoete 6NV APYIKN GLOKEVAGIA Y10 TPooTaGia and TNV axTivoPoiia ovticpob (Bwpdkion
HOADPOOV).

10. IAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHHOAEIMMATQON IIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

Kdabe ayxpnoiponointo eapuokevticd mpoidv 1 VIOAELUN TPETEL VAL OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOLG IGYVOVGES GYETIKES SLOTAEELS.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Advanced Accelerator Applications
8-10 Rue Henri Sainte-Claire Deville
92500 Rueil-Malmaison

ToAAio

12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAXZ

EU/1/17/1226/001

13. APIOMOZX IMAPTIAAX

MMoptida:

‘ 14. TENIKH KATATAEH I'TA TH AIAGEXH

| 15. OAHTIEZ XPHEHE
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‘ 16. TMAHPO®OPIEX XE BRAILLE

H artiohdynon yo vo pnv mepiinedei n ypoaen Braille givor amodext.

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

Agv gpapuolera.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

Agv gpapudletat.
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

OIAAIAIO

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHI'HZHZ

Lutathera 370 MBg/ml s1divua yio éyyvon
Xovtéoto (Y7Lu) o&odotpeotion
EvdopiéPua xprion

2. TPOIIOX XOPHI'HXHX

DroAido piag 660G,

| 3. HMEPOMHNIA AHEHE

AHEH: {nuépa/pnivag/étog dpa:ientd UTC}

| 4. APIOMOZX NAPTIAAY

Haprida:

‘ 5. HEPIEXOMENO KATA BAPOZX, KAT' OI'KO'H KATA MONAAA

Ap. prohdiov.: {X}

Oyxog: {Y} ml

OykopeTpikn evepyoTnTa Katd v dpa. g faduovounong: 370 MBg/ml - {nuépa/unvac/étog
opa:ientd UTC}

Evepyomta xatd tov ypovo g éyyvong: {Z} MBq - {nuépo/uvac/étog dpa:ientd UTC}

6. AAAA ETOIXEIA

Iopoackevaotig

Advanced Accelerator Applications Ibérica, S.L.U.
Poligono Industrial la Cuesta — Sector 3

Parcelas 1y 2 La Almunia de Dofia Godina

50100 Zaragoza

[oravia
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Advanced Accelerator Applications (Italy) S.r.l
Via Ribes 5

10010

Colleretto Giacosa (TO)

Itohia
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B. ®YAAO OAHI'TQN XPHXHX
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@DvAiro 0oNYLOV Apions: IIinpoopics Yo Tov ac0evi)

Lutathera 370 MBg/ml Swélopa yra £yyven
Lovtéoto (Y7Lu) o&odotpeotion

Awpdote TpocekTIKG 0AOKAN PO TO PVAAO 03N YIAV YPTONG TPV GaS YopN YN 0el avTd TO

PappoKo, O10TL TEPLAAUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

- DvraEte avtd To EOARO 0dN YDV Yprons. Towg ypelaotel va to dwfdcete Eava.

- Edv &yete mepartépom amopiec, pmtiote Tov Y1aTpd a1 Kémolov dAro emayyelpatio vyeiog
7ov Oa emPBAEyer T dodikacia.

- Edv mapotnpfoete Kamoo avemBOunTn eVEPYELX, EVILEPMDGTE TOV YIATPO 0aG. AVTO 1GYVEL KOl
v KGO mlavn avemBOUNTN EVEPYELD TTOV JEV OVAPEPETAL GTO TAPOV GVUAAO 0O YLDV YPT|ONG.
B\éne mopdypago 4.

T mepréyer 1o mapév vAro 06N YLOV

T eivan To Lutathera kot woa givon 1 yprion Tov

T yperdleton va yvopilete mpv omd ) xpnon tov Lutathera
[g ypnowonoteital to Lutathera

[MBavég avemBOunteg evépyeteg

Ié¢ va puidooete to Lutathera

[epreydpeva g cvokevaciog Kot Aomég TANpopopieg

Sk wdE

1. T eivan To Lutathera kot wowa givar n xprjon tov

T eivan 7o Lutathera
To Lutathera mepiéyet Aovtéoio (7Lu) oEodotpeotidn. Avtd to eéppako eivol &va
PUSLOPOPUAKEVTIKO TPOIOV Y10 BEPATEVTIKOVG GKOTOVS [LOVO.

ITowa givar n xpfion Tov Lutathera

To Lutathera ypnowomoteiton yia tn Oepaneio evATK®V e GLYKEKPIUEVOLG OYKOVG
(YOOTPEVTEPOTAYKPEATIKODG VEVPOEVIOKPIVEIS OYKOVG), O OTTO10L OEV UTOPOVV VO aparpeBodv TANPMC
a0 TO CALO GOG LE XEWPOVPYIKT ETEUPaCT), £xovv e&amhmbel 6TO cOUN GO (LETACTAUTIKOL) KOl OV
pUropovv va avtamokplfovy mAéov oty Tpéxovca Bepaneia cog.

IMwg dovieder To Lutathera

I vo givol amoteAeapaTIKO TO QAPOKO, O OYKOG YpeldleTal Vo, el VTOJOYEIC COUOTOOTOTIVIG TNV
empavela Tv Kuttdpwv Tov. To Lutathera decpedetal 6 aLTONG TOVS VIOSOYELG KO EKTEUTEL
padievépyela amevbeiog oTo KOTTOPO, TOV OYKOL, TPOKAAMVTAG TOV 0AvaTd TOLC.

H ypnon tov Lutathera mepthapfdvet ékBeon oe mocodTNTES padievépyetag. O yloTpds oog Kot 0
TLPNVIKOG Y10TPOG Bedpnoav OTL TO KAWVIKO 0¢pelog oL Ba AaPete amd T d1adiKocia [IE TO
poadLoQPapOKo VIEpPaivel Tov kivouvo amd v £kbeon oe aktivoPolria.

2. Tvyperdleton vo yvopilete mpv amd ™ yprion tov Lutathera

To Lutathera dgv npémel va ypnoipomoreitol

- oe nepintoon arrepyiog oto Aovtésio (Y'Lu) oEodotpeotidn N oe omolodnmote GAro amd Ta.
GLOTUTIKA 0LTOD TOV POPLAKOL (AVAPEPOVTAL GTNV TOPAYPaPO 6)

- €dv glote £yKvog, edv moTevETE OTL umopel va giote £ykvog 1 dev €xel emPePormbel 6T1 dev giote
£YKVv0g

- €av o1 veppoi oag eppavifovv coPapn dvciertovpyia.
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IIposgidomou|oelg Kon TPoPLAGEELS

AmevBuvieite otov Yiatpo cog mpwv cog yopnyndei Lutathera kabmg owtd pmopei va, TpoKaAécet:

- devtepomadn kapkivo Tov aipatog (LVEAOSVGTANGTIKO GUVOPOLO 1) 0&eia Aguyotpic) o omoiog
UTOPEL VL ELPUVICTEL GE OTAVIEG TTEPIMTMCELS UPKETA YPOVIO UETA TOV Oa £xETE OAOKANPDOEL
) Oepamneia pe to Lutathera.

Edv kdmot1o amd avtd 1oyvet yio e60G mpv i Katd ) didpkela g Bepaneiog pe Lutathera,

EVNUEPDOOTE TOV Y1TPO 1 Kémolov dAro emayyelpatio vyelog:

- edv €xete N eiyote advvapio, KOTOOT, SVGKOAID GTNV OVATVOT|, EAAELYT] GUYKEVTIPMOOT|S, GUYVES
AOWMEELG, TUPETO, OV ALLOPPAYEITE 1] EUPOVILETE LOAMTEG TLO EVKOAQ, OO TO PLGLOAOYIKO M
av OVCKOAEVEGTE VO GTALUNTNGETE TNV aLoppayio (CMUElR KOl GUUTTOUO LOELOKOTAGTOANG).

- E gdv eiyote Kamoto GAAo TOTO Kapkivov ta teAevTaio 5 €11, LETAGTAGT OTA 0T, 1| OV EYETE
AGBel mpoyevéaTtepn aviikapKivikn Oepameio (ynuetobepaneio) 1 aktivobepameio.

- eaqv €yxete M eiyore TpHEYo oTa TS KO TOVG AGTPOYdAoVS, LITEPPOAKE 0bpa 1} Oyl apKeETA
obpa, Kvnouo 1 SuokoAia kKatd TV avamvor (onpeio Kol GUUTTAONATO XPOVIOG VEQPIKNG
vOGOov).

- €4 €xete N E1y0Te KITPIVIOUO TOV OEPUATOC LLE KVNOUO, KITPIVIGUO TOV AGTPOL TV HOTIDV,
vovtio 1] EUETO, KOTMON, AmMAELN OpeENG, TOVO GTNV v de&1d TAEVPA TOL GTOUAYIKOD YMDPOL
(Koud), ckovpoypopa 1 Kapé o0pa, 1 v apoppayeite N epeavilete LOAOTES TO €OKOAN
a0 TO PLOLOAOYIKO (OMUEIN KOl GUUATMUOTO NTOTIKNG VOGOUL).

- €qv €yete SuokoAia otV avamvon, advuvapio, apmdia, TOvo oTov Bdpaka, oicOnua TOAUDY 1
L1 eLGOA0YIKS Kapdtakd puud (onpeia Kot COUUTTOROTO VYNADY ETTITES®Y KOAOL GTO Oijia,
EMIONC YVOOTH O VIEPKOUALOULIN).

- € €yete SuokoAia otV avamvon, Suokolio otV avomvon otav EamAmvete 1| 0idNua ot TOO
N 15 yaumes (onpeio Kot CUUTTOUATO KOPIOKNAG AVETAPKELNG).

- €dv o1 ve@poi 6oG 1 TO OVPOTOMNTIKO GaG GUGTNHA OEV EXOLV avamTLYOel cOOTA.

- €0V TAGYETE OMO AKPATELD OVPOV.

Evnuepaote tov yratpd cog 1| kdmolov dAlo enayyelpatio vyeiog apéomg edv ppavicete Kamolo amd

T axOAoLOa petd Vv Evapén g Bepaneiog pe Lutathera:

- 010N 1o TPOSMTOV/Aa0D Ko/ SuGKOALN KAT TV ovamtvor| (onpeio Kol GUUTTOUATO
OYYELOOONUATOG).

- £Eaym, ddppota, Suokodia KATd TNV avamvon pe cuptynod 1 Priya, CaAn, aicOnpo Avmobupiog
(onueio. Kol GUUTTOUATO VEVPOEVOOKPIVIKMY OPLOVIKMOV KPIGEWDV), TOV UTOPEL VO ELPAVIGTOVV
KOTA TIg TpdTeg 24 dpeg petd ™ yoprynon tov Lutathera.

- €dv voidBete K0VpaoT), ATOAELD OPEENG, OAAAYES GTOV KOPOLUKO TAAUO GOG, EYETE OLCKOALN VO
okeQteite kabapd (onueia Kot COUTTOROTO LETAPOAKNS 0EEMOTG).

- €4V €yete POTKEG KPAUTES, LTk advvopic, cOyyvon 1 SOGTVOLN (GTUELN KOl GUUTTMLOTO
ovvdpopov Aong 6yxov). H Oepanceia pe Lutathera (lutetium (}’Lu) oxodotreotide) umopet vo
TPOKAAEGEL GOVIPOUO AVOTG OYKOV AOY® NG TaYElNG O1AGTAOTG TV VEOTANGUATIKMDV
KUTTAP®V. AVTO UTOPEL VO, £YEL MG ATOTEAEGLOL LT PUCIOAOYIKEC OLUATOAOYIKESG EEETAGELC,
appuluiec, veppikn avemdpKeln 1| oTacovg ot diapketa pog efdopadag Oepaneiog. O wtpog
c0G 00 TPAYLLOTOTOWCEL OLUOTOAOYIKES EEETAGELS GTO TANUGLO TNG TAPAKOAOVONONG Gag Yo
aVTO TO GHVIPOUO.

Extég and v mepintmon 6mov o yiatpds cog Bedpnoe 61t To KAVIKO 0peLog vrepTepel TV THUVOY

Kvovvmv, dgv Oa cog d00el To ev AdyY® APUOKO:

- g €yete moté MaPet eEmTepikn| aktvolepaneio 6€ T0G00TO HUEYAADTEPO TOV 25% TOV HVEAOD
TOV 0GTOV GOG.

- €av 1 Kopold cog eppavifel coPapr dvciettovpyio.

- €0V Ol LETPNOELS TOV KVTTAP®Y TOL CiHATOC GOG £YOVV EMNPEAGTEL ONLOVTIKAL.

- €dv to Nrop cog eppavilel cofapn dvciettovpyia.

- €dv paivetar 6TL 0 GyKog 6o dev S100€TEL ETOPKELG VITOSOYEIS COUATOGTATIVNG.

Ipw amo6 T xopiynon tov Lutathera 0o npéner vo:
- TVETE OPKETO VEPD ETCL MOTE VOL OVPEITE TO GLYVOTEPO SLVATO KAUTA TIG TPADTEG MPES UETA OO

™y &yyvon.
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oo kon £égenpor

H aopddeia kot 1 amoTeEAEGUOTIKOTTO TOV €V AOY® QUPUAKOL Ogv £X0vV 0mode el akdun o€ Todd
Kol gprfovg nAtkiog pkpotepng Tv 18 etdv. AmevbBuvleite otov yloTpd 1 TOV TLUPTNVIKO YLOTPO EGV
glote kAT® TV 18 gTMV.

Alro @appoxa ko Lutathera

Evnuepoote tov yratpd 1 tov mopnvikod yaTpd eqv maipvete, Exete mpdoeata mhpel 1| Umopel va
mhpeTe GALO PAPLLOKA, CLUTEPIAAUPOVOUEVOV TV QapUiK®V TOL Adpupdvoviol ywpis cuviaymy,
eneldn pmopel va mapepPAnbovv ot Bepaneia coc. Avtd meprlapfavel 1img To avaloya
COUOTOCTOTIVIG 1 YAVKOKOPTIKOEDN (YVOOTE Kol ™G KopTikootepoedn). Edv maipvete avaloya
COUOTOOTOTIVIG, EVOEYeTAL va 6og {ntnbel va dakdyete Kavn va tpocapudceTe T Oepaneio cog yio
L0 KT XPOVIKT TTEPT0dO0.

Potmote tov yuotpd 1 Tov poappokomold cag edv dgv glote Giyovpotl av To eAaprokd cog etvat éva and
TO, QOPLLOKO TOV OVOPEPOVTOL TAPOUTAVE®.

Kinon, Onhaopoc ko yovipdtnta
Edv giote éykvog 1 Onhalete, vouilete 60T umopel va giote £ykvog N oxeddlete vo amokTnoeTE TOdi,
{nt\ote 1 GUUPBOLAN TOL YTPOV T} TOL TVPNVIKOV YIUTPOV TPV TAPETE AVTO TO PAPLLOKO.

To Lutathera avtevdeixvotan o€ gykhovg yovaikeg kabmg 1 ovifovoa aktivoPforia givon emucivovuvn yio
T0 ayévvnto modi. O OnAacpog o mpénet vo dtakomteTon Katd tn diapkela tng Oepaneiog pe avtd To
QOPUAKELTIKO TTPOTOV. Edv 1 Oepamneia pe Lutathera ivan amapaitnm kotd ™ didpkeia Tov Oniacpov,
t0 Toudi mpémel va amoyoroktileTat.

Edv vrapyet mbavotnta va giote £YKL0oG, 0V EYETE YAGEL VAV KOKAO EUUNVOD POGEMG T} EAV
Onialete, evnuep®aTE TOV TUPNVIKO Y1UTPO, TPV 0o TN Yopnynon tov Lutathera.

Xe mepintwon apeiPoriag, eivar onuavtikd va cupfovigvbeite Tov TuPNVIKO YoTpo 1 TOV
emoyyeApatio vysiog mov Oa emPréyet ™ dadikacia.

O1 yuvaikes acBeveig Oo mpénet va ypnoipomolody anotelecpatiky| LEO0do avTicOAANYNG KaTd T
dwapkera g Ogpomeiag pe Lutathera kat yio 7 pfveg petd to téhog g Bepameiog.

O1 Gvdpec acBeveic Bo mpénet va ypno1pomolodv amoteAeopaTIKT 1EO0SO avTIGOAANYNG KaTd T
Oepameio ko Yo 4 uveg petd to téhog g Bepamneiog.

Edv giote yovaiko mov Ba pmopodoate va peivete £ykvog, 0 Y1Tpog 6aG 1 GAAOG ETOYYEAUATIORS
vyeiag Oa eEléyEer edv elote £ykvog kat Oa dievepynoetl e&€taom eykvposvvng, eav ivar avaykaio, Tpv
and v évapén g Oepomeiag pe Lutathera.

Edv peivete éykvog 1 motedete 011 giote £ykvog petd v Evapén g Bepaneiog pe Lutathera,
EVIUEPMDOTE TOV YITPO KOUT TOV TUPTVIKO YLOTPO GOG AUECWG,.

H axtivoPoiio mov ekmEUTETOL OO TO PAPIOKO EVOEXETAL VO LEIDGOLY TN YOVILOTNTE cog. Edv
embvpeite vo amokToeTe TOdLG peTd T Oepomeio, cuviotdTon 1 yeveTikn dafodievon. H
ouvtnpnon oneppoatolmapiov | mapiov propel va culnmmbei wg emhoyn yio €60¢ TP amd
Oepaneia.

Oonynon ko EPLGROS PNy avnpdTmv

®ewpeiton aniBavo to Lutathera vo peidoetl v ikavomtd cog va 0dnyeite 1| va ypnoyLonoleite
punyovipata. Qotdco, 1) YEVIKY 60¢ Katdotaon Kot ot mavég avemBounteg evépyeieg otn Oepameio
TpEREL va, AapuBavovtot oy TP amd TV 00 YNoN N TN XPNOT UNYAVILATOV.
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To Lutathera wepiéyer varpio

To @apuaxo avtd mepiéyet uéypt kat 81,1 mg vatpio (K0po GVeTUTIKO HaYEIPIKOV/EMtTPomElIon
GA0tog) o€ Kabe PuAAN. AvTtd 160dvVapel pe To 4% TG GUVICTOUEVNG LEYIGTNG UEPTOLOG
TPOCSANYNG VATPIOL UE TNV SLUTPOPT] Y10, EVOV EVIALKAL.

3. Hog ypnowpomoreiton To Lutathera

H ypnon, o xepiopds Kot 1 amdppuyn padtoPaploKELTIKMOY TPOTOVTOV SIETOVTOL 0O ALGTNPES
vopoBetikéc drotaéelg. To Lutathera Ba ypnoyomoteiton povo oe €181K00G ELEYYOUEVOLG YDPOLVS. AVTO
70 Qappakxo Ba yepiletar Ko Ba yopryeitor uoévo amd dropa To ool £OVV EKTALOEVTEL KOt
KOTOPTIOTEL Y10 TNV ac@aAr] xprion Tov. Ta dropa ovtd Ba pepitvodv yia v ac@aAn xpnon Tov
Qopudrov Kot 80 Gog KPOTOOV EVILLEPOLG Y10, TIG EVEPYELEC TOVG.

IMoco Lutathera yopnysitot

H ocvvietdpevn doon eivar 7.400 MBq (megabecquerel, ) povdda mov ypnoyromoteitot yio tnv
£KQPOOT TNG PUSIEVEPYELNG), TO 0TT010 YopTyEiTan o8 pia Lovo Eyyvon pio opd mepimov kabe
8 efoopadeg v suvorikd 4 Popéc.

Xopniynon tov Lutathera kou die€aymyn g owodikaciog
To Lutathera yopnyeitou angvbeiog otn AEPa.

A6y ™¢ aKTvoPoAiag OV EKTEUTETAL OO OVTO TO PAPUOKO, KATA TN SLAPKELN TNG YopNynongs, fa
TPENEL VO, EI0TE AMOUOVOUEVOL a0 AAAoVG acBeveic ol omoiot dev Aapfdvovy v idia Bepaneia. O
yYwTpog 1 Ao emaryyehpatiog vyeiog Oa cag evnuepmaoel 6tav pmopeite va UyeTe amd TV
eleyyOLLEVN TTEPLOYT TOV VOGOKOUEIOV.

Extég and to Lutathera, 0o cog do0el pia €yyvoon pe apvoééa e 6Komd TNV TPOSTAGIN TOV VEQEPOV
cog. Avtd umopel va Tpokorécet vautio Kot £UeTo, Kot emopévag Ba oag yopnynbel emiong o éveon
HE OVTIEUETIKO TPV omd TNV Evapén g Bepaneiog to omoio Ba fondncel ot peiwon Tov
CUUTTOUATOV OVTOV.

Aldpkera TG dOradIKaciag yopnynong

O mopnviKdg yoTpdc cog 1| GAL0G emayyelpotiog vysiog 0o Gog EVNUEPDGEL GYETIKA UE T1 GV O
Sugpkela g S1001KOGTI0G.

H éyyvon tov Lutathera dwapkei 30 = 10 Aentd, aAld oloxAnpn 1 dwadikacio xopnynong dtapket
nepinmov 5 opec. O yutpdg cog Oa mapakorovdel TNy kaTdoToon GOG KATH T dldpKeLn, TG Depameiog.

HopaxorovOnon Oepanciog

H Beponeio ue Lutathera umopei va £xel EMATOGELG GTO KOTTOPO, TOV QULOITOC, TO TP, TOVG VEPPOHS
(BA. mopdypago 4). O yiatpds cog Ba cog (nthoet TokTIKES £EETAGELS OiUaTOC MOTE Vo eAEYEEL EQV
glvar katdAAndo yia ecdg va Adfete avtr tn Bepaneia Kot Kotd T didpkela g Oepaneiog va
EVTOTIGEL TUYOV avemBOUNTEG EVEPYELEG OGO TO duvatdv YpnyopodTepa. Edv givar avaykaio, n
NAEKTPIKY OPOoTNPLOTNTA TNG KaPALIC oag uropel va eleyyBel mpv amod v ££000 cag amd To
vocoxopeio (pe po e&€taom mov ovopaletal niektpokapdoypaenua 1 HKI). Me Bdon ta
ATOTELEGATA, O YIOTPOG GOG EVOEXETAUL VA OMOPAGIGEL VO KABVOTEPNGEL, VO TPOTOTTOGEL 1} VO
oTapotnoel T Oepameia 6o pe T0 v AMOY® QAPLOKO, EAV EIVOL ATOPAITNTO.

Meta ) yopiynon tov Lutathera

Oa cag (ntndei va wivete apketd vepd (m.y. 1 mothpl ke dpa), yio vo unopeite vo ovpeite 660 10
SuVaTO GLYVOTEP TNV NUEPQ TNG £YYLONC KL TNV ETOUEVT NUEPQ, KOOMG Kol va Tpocmadeite va
aodeveTe KAOe NUEPA, TPOKEUEVOL VO, ATOPAALETE TO PAPUAKO OO TO GO GOGC.

Eme1dm 1o ev Aoym odppoxo sival padievepyod, Oa mpénet va akodovbeite T1g 0dnyieg mov
TEPLYPAPOVTUL TOPUKAT® TPOKEUEVOL VO, EAayloToTo el 1| akTivoPorio. & AAAOVG EKTOG EAV GOG
80000V dtapopeTikég 0dNYieg omd ToV YTpd GOC.
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Me Bdion v Tpéyovca yvmor Kol TNV eUnEpia 6 ovTd To TEdi0, KaBMG Kot TIC 110TNTEG TOL
QOPUAKOV, EKTIHLATAL OTL Ol Kivouvol Yo TNV vyeio Tov atopumv mov pévouy uali 6og Kot To evpl Koo
glvar younAot.

Emaon pe dhia pédn Tov volkokuplov 6og

®a mpénel va meplopicete T otevn emagn (Mydtepo and 1 pétpo) pe ta dropa mov pévere poli yuo
7 nuépeg puéta ™ yopnynon tov Lutathera. @a mpénel va kolpdote o€ EgYmPoTd VITVOSOUATIOYN
7 nuépeg puetd ) xopnynon tov Lutathera.

Emagn pe moidid 1/kon £yKueg yovaikes

Metd ) xopfynon tov Lutathera, cuviotdron daitepa vo mepropicete ) otevn emapn (AMydtepo and
1 pétpo) pe modid /ot £yKveg yovaikeg og Myotepo and 15 Aemtd v nuépa v 7 nuépes. Oa
TPETEL VO, KOWLAGTE G€ EEYMPLOTO VIVOOMUATIO 0o OIS 17/K0iL £YKVEG Yuvaikeg Yio 15 nuépeg petd
T yopfynon tov Lutathera.

Xp1on TOLOAETOG

YuvioTtdton £vTova Vo, evepyeiote kiBE PP Kot Vo, KAVETE yp1omn KabapTikov, E4v glval omapaitnTo.
EmumAéov, mivete cuyvd vypd Kot tpocmabeite vo ovpeite To GUYVOTEPO SLVATO TNV NUEPO TOV
Aappdvete T Bepaneia Kot TNV emdpevn nuépa. Axorovdeite Tig 0dnyieg Tov YiaTpob cog 1 dAlov
EMOyyEAUOTIO VYEIOG GYETIKA UE TO TOGO, VYPO TPETEL VO TIVETE.

AdPete €101KEC TPOPLALEELS Y100 VO OTOQEVYETOL 1] ETUOAVVGT] KATA TN SLAPKELR TOV 7 NUEPDV UETA

T OBepameia (avTd 160YHOVV Yo OAOVE TOLG acbevels, ave&ap Tt EOAOV):

- [pénel mavta vo KaBeoTe GTAV YPNCLOTOLEITE TNV TOLOAETO.

- Eivar onpavtikd va ypnoyomoteite yopti tovarétag kibe gopd mov ypnoiponoleite tnv
TOVOAETOL.

- [etdEte otV TOVAAETA OAOL TO, LYPA UAVTIAAKLO 1)/KOL TO XOPTE TOLOAETOG OUECMG UETE TN
xpnon.

- [TAévete mhvto KOAGQ TO XEPLOL GOG LETE T YPT|ON TNG TOVOAETOG,

- [etdEte 0TV TOVOAETA OTTOLAONTTOTE YOUPTOUAVTIAL 1 GAAN AVTIKEIUEVO TTOV TEPIEYOLV
OTIONTOTE TPOEPYETAUL ATTO TO GMLOL GOG OTMC AlipLoL, 0VPO. KOl KOTPAVO. AVTIKEILEVA TOV OEV
UTOpOvV VO, TETOYTOVV GTNV TOVUAETO, OTTMG GEPPLETEC Ko EMIOECOL TPETEL VO TOTOBETOVVTOL
o€ €01KEG MAOGTIKEG GOKOVAEG ATOPPIYNG TAUCTIKAOV ATOPPLULATOV (COUPOVO LE TIG GUOTACELS
OV OVOLPEPOVTOL TAPAKAT® GTNV TOPAYPOPO «ZVGTACELS Y10, TH OLABECT] TOV ATOPPIUUATOVY).

Nrtovc kot TAGILO PovY®V

AdPete €101KEC TPOPLAGEEIC KaTd TN S1apKELD. TOV 7 NUEPOY UeTE TN Oepameio:

- Kavte vroug kabe uépa

- [TAévete ta ecdpovya, TIC TLTEALES, TA GEVTOVIA Kol KABE povyOo LE 10pdTa, aifa 1] ovpa
YOPIOTA ATTO T, POVYQ TOV AAADV UEADY TOL VOIKOKVPLOD GOG, ¥PNCULOTOIOVTOS TOV GLVHON
KOKAO Ao G. Agv ypeldleTal va YPNOILOTOMGETE YAWPIVN N emmAéov EEmAL LA,

Atoua pe petwuévn KivntikodTnTa

Ta dtopa oV TOPAUEVOVY GTO KPERATL T} EX0VV UEIMUEVT KIVNTIKOTNTA KATd tpoTiunon Oa Adfovv
Bonbela amd ppovtiot. Katd v mapoyr fonbeog 6to pndvio cuvieTdTol 0 PPOVTIGTNG VO popd
YOvVTIOL oG XpNoMg Yio 7 NUEPEG PETA TN YOPNYNOT). L€ TEPINTWOOT] YPNONG EIOIKOV 10TPIKOD
gEomhopov mov Bo pmopovoe vo enoALVOEL amd To COUOTIKG VYPA cag (.. KabeTpeg, GhKot
KOAOGTOUIOG, WAL, aKpoPVGLN VEPOD) Oa mpémel va adeldlovV apéc®S TV TOVUAETO Kol ETELTO VO,
kaBapilovtar. Ppoviiotég mov kabapilovv Eueto, aipa, ovpa, 1 kKOTPava Ba TPETEL Vo pOopovV
TAOGTIKG, YAVTLIO, TO 0Toio O TPEMEL Vo, amoppinTovTol 6 €101KT TAAGTIKY GOUKOVAC OTOPPILATMV
(BAéme «Zvothdoelg yio tn S1dfecn TV AmOPPIUATOVY TOPUKAT®).

2V0TaoELC Yo TN 8180g0m TV amopplupdtov

Ola to aVTIKEIPEVO TTOV ATOPPITTOVTOL TPETEL VO, ATOPPITTOVIOL GE YOPLOTH TAUCTIKY CAKOVAN
amoOPPIYNG amoPANT®V OV Oa YPMGILOTOLELTAL LLOVO Y10 OV TO TOV GKOTO. ALUTNPEITE TIG TAUGTIKEG
GOKOVAEG AMOPPYUATOV EEXOPIOTA OO TOL AAAC OTKIOKE OTOPPIUUATO KO LOKPLYL otd Tondld Kot
Caa.
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"Eva péhog tov mposmmikod Tov vosokopeiov Ba cog eEnynoet Tdg Kot TOTE Vo omaAlayeiTe amd avTég
TIG oaKOVAEG amoppiupdtev. Evoéyetatl va oag (ntnbel va emotpéwete Tig 0aKOVAES OTOPPLUATOV
OTIG EYKATAGTACELS TG Oepameiag 1, petd amd 70 nUEPES, 01 GOKOVAEG ATOPPIYNC ATOPPLUATOV
puropovv vo, amopprpBodv dnmg To GAAN OKLOKA CITOP PILLOTAL.

Noonheia ko eneiyovca mepiboiymn

Edv yio omotodnmote Adyo amartioete enelyovca wtpikn forfeia 1 anpocdoknta ewcoybeite oto
vocoxopeio katd tn ddpkela tov 3 pnvav petd ) Bepancio cag, o Tpémel va EVUEPDTETE TOVG
EMOYYEAUOTIEG VYELOG OYETIKA LE TN OVGT, NUEPOUNVIR KOl 066N TNG padievepyng Bepaneiog otV
omoia vroPAnonkate. [a Adyovg dtevkdivveng, £xete Tavtote poli oag To e&1tnpio cag.

Tatidw

"Eyete poli cog 1o e&rmpid oag 6mote TalldeveTe Yo TOVAGYIoTOV 3 Unveg petd t Bepaneia.

Alleg TpoLAGEELS

O y1atpog oag 1 GAAOG emayyeApatiog vyeiag mov oag mapakolovdel Bo cag evnuepdceL v
YPEALETAL VO TAPETE OMOLEGONTOTE AALEG E10KEG TPOPLAGEELG LeTd Tr Ayn avToD TOL POPLAKOoV.
Emxowmviote pe tov y1atpo 1] ToV TupnviKo YoTpo Gog £4v £(ETE OTOEGONTOTE EPMTNGELC.

Eadv cag yopnyMqOnke peyarvtepn o6on Lutathera amd tnv kavoviky

Eivar aniBavo va mapatnpndei vrepdocoroyia, dtott Ba AdPete pio kot pévo d6om tov Lutathera
gleyyouevn pe akpifeto amd tov TpNVIKS YioTpo 1 Tov dAX0 emayyeluatio vyeiag wov exPAETEL T
dwdkacia. Qot060, e TEPINTTMOT VIIEPOOCcOAOYING, Oa AdPete KaTdAAnAn Oepaneia.

Edv éyete nepotépm omopieg oyetikd pe ) ypron tov Lutathera, arevbuvleite otov mupnvikod yuatpd
N Tov GAAo emayyeApatio vyeiog mov emPAEnel T dadikacia.

4, IMBavég avemBOUNTES EVEPYELES

Onwc 6Aa To QappoKa, ETCL Kot aLTO TO QAPUAKO UTOpEel va TpokaAéoel avemBOUNTES EVEPYELES, OV
Kol Ogv Tapovcldlovtal 6 GAOVG TOVS avEpPOTOLG,.

O avemBountec evépyeieg Tov Lutathera cuvdéovtal kKupimg LE T padleEVEPYELD.

H ocvyvotepn avemBountn evépyeila mov Tapatnpndnke oe acbeveig mov vrofdAlovion og Bepaneio pe
Lutathera eivor n enintwon 6tov pLeld TV 06TOV. AVTO Umopel vo 00N yNOEL OE 1ol Lelmon TV
SEOp®V THTOV KVTTAP®V TOV AIIATOC, Kl KUPlg TV pulpadv alpocpatlpiov (To omoia eivat
amoPOiTNTA Y10l T HETAPOPAE 0ELYOVOL OTTO TOVE TVEVIOVESG GTO, SIAPOPa OPYUVE), TOV OLUOTETAAIDV
(edkd KOTTOPA TOV GLUPAAAOVY GTNV THEN TOL CiNATOG) Kot GAA®DY KUTTAPMV TOV OUOTOS OTMG TO!
AeVKA alpoceaipla (GLUPBAAAOVY GTNY KOTOTOAEUNOT TOV AOU®OEE®V). AVTO cvuPaivel 6€ TOALODE
acOeveic kat cuyva etvat Tapodikd. Q6TdC0, 68 GTAVIEC TEPITTOCELS, 1] LEIMON T®V KUTTAP®Y TOV
aipatog pmopet va givor pakpoypovia koun poviu.

Q¢ anotéheopa, 1 Lelmon TV S10pOpOV TOTOV KVTTAP®V TOL OIILOTOG EVOEXETAL VO, GO VTTOBAAAOVY
o€ Kivouvo arpoppayiog, KOTmong, SuoKoAio otV avoarvon Kot Aowméemv. Edv avtd cvppei og €od,
0 Y10TpOG GOG EVOEXETAL VO, ATOPAGIGEL VO KAOVGTEPNGEL, TPOTOTOGEL 1] VO GTOUATHOEL TN YOPIYNoN
Oepamneiog.
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Mepikég avemBOunteg evépyereg pmopei vo. eiva cofapéc
Edv mapovoidoete kamola coPapn avemBOUNTn evEPYELD, EVILEPDCTE AUEGHOC TOV YLOTPO GOG.

IMoAb ovyvéc: pnopel va emmpedoovy mepiocdtepa and 1 ota 10 dropa

Ayoppayio 1] LOA®TES TOV gRPavIlovTal TO E0KOAN AO TO PVGIOAOYIKO 1) SuoKOoAin Gt
Sdwokomn g apoppayiog (mBava onueio yopnAov emimédov aponeTaiioy oto aipo)
(Bpoppomevia)

AodEeig pe onpeio Onmg TuPeTdC, TOVOAULLOG 1) oTopaTIKAE EAKT (TBavd onpeia yoapnioh
EMTEOOV AEVKDV OLoGPapiv oto aipa) (Aeppomevia)

Konmon, advvopio yhoud déppa 1 duvckorio otnyv avamvor (mifava onueio xouniod emmédov
epLOpOV apoceaipiov oto aipa) (avorpio)

Konwon, advvopio, yAopd dépua, SuoKoAio GTNV AVOTVOT|, ooppayic | UOAMTEG TOL
epupaviCovtol o VKOAN and T0 PLGLOAOYIKO 1| SUGKOALN 6T SLOKOTY| TG OPPOYioG Kot
AomEelg pe onueio Omwe TLPETOS, Piyn, TOVOAALLOG 1] 6TOROTIKG EAKT) (TBavE onueia
YOUNAOD EMTESOL AUOCPOIPI®V) (TOVKVTTAPOTEVIQ)

Yoyvég: umopel vo ennpedoovy £o¢ 1 ota 10 dtoua

Koapxivog Tov poelol Tov 06TMV TOL 00NYEL G KAUKMG GYNUATICUEVO ALILOCOAIPLO TOV OEV
AELTOVPYOVV GMOOTA, |LE CNUEIN KoL GUUTTOUOTO OVOLUIOG, AELPOTEVID, OVOETEPOTEVID KOUT
Bpoupoxvtraponevio (LVEAOSVOTAAGTIKO GOVIPOLO)

Inueio Aoméemv OTmS TLPETOG, TOVOLULOG 1 GTOUATIKA EAKN AOY® (Tavd onueio xouniov
EMITESOV AEVK®V aloc@atpimv 010 aipa) (Aevkomevia Kot OVOETEPOTEVIL)

AvEnon copatikov Bapovs, Kovpaot, TPLYOTT®GT, LViKN advvapio, aicOnua kpvov (mhavd
onueia vogvepyov Bupeoeldong adéva) (devTepoyeV LTOOVPEOELSIGOG)

Atya, HEWWUEVT OTTEKKPLOT 0OVP®V, OTMAELN COUOTIKOV Bdpovg, Enpn emdeppidoa,
gvepebiotikomto, (mbavd onueio apuddTOong)

[Mopodikn, aVTOTEPLOPIGTIKT ATMAELD GUVEIONONG LLE ETAKOAOVON CLPVIOIN OTOKATAGTOOT
(ovykomn))

AkavovioTog Kapdtakog pulpog (adiayn oty NAEKTPIKY OpacTNPlOTNTA TNG KOpdiag)
(mopatetapévo ddotnuo QT 610 NAeKTpOKAPSIOYPAPT QL)

Z&An, aioOnua CoAng (mBava onueio xopnAng aptnplokng tieong) (VToTooT)

Aryotepo cuyvr 00pnon amd 0,1t cLVNBMG N TOAD HIKPOTEPES TOGOTNTEG OVP®V ATd O,TL
ouvnbmg (mloava onueio veppik®dv TpoPANUATOV) (VEPPIKT averdpkeld, o&gia veppikn
KéKwon)

Oy Xoyvéc: pmopel va enmpedoovy ¢ 1 ota 100 dropa

[Movéroupog, katappon, SLGKOALN 1| TOVOC KATE TV ovamvor| kot Topetdg (mbava onueio
Aolp®ENG TOL OVATVELGTIKOD CLGTILOTOC)

Bnyog, duekoiia 1| TOVOG KATO TNV aVOTTVOT], GUPLYUOS, TOVOG 6T0 6TH00G KATA TNV avomTvon,
mopetog (mbavd onpeio LoipmEng Tov KOTMTEPOV AVATVEVGTIKOV) (TVELHLOVID)

E&GvOnpa pe pikpég eAOKTAVEG IOV TEPIEXOVY VYPO, ELPAVIOT] EpLOPNG emdepuidag, onpeia
10YeVOUC AOUDEEMG TTOL dVVNTIKA uTopel va eivar coPapn (épmng (owotpag)

Ioyevng Aoipumén ota pdrto. (o@Boaiukde Epmng Loothpoc)

ZTOPLAOKOKKIKT AOTHmEN

Tapovoia Baktnpiov oto aipa (Baktnploipio and GTPETTOKOKKO)

Eupévovca kommaon, cuyvég 1 cofopéc AMOTUMEELS, EDKOAT AUOPPOYit, OTOAELN CMUUTIKOD
Bapovg (mBovd courtdpaTe Kopkivoy Tov puedod Twv 06TdVv) (o&eio pugloyevig Agvyouuia,
oeio Aevyoipio Kot ¥povie LOEAOUOVOKVTTAPIKT] ALY OLpLict)

Koapxivog Tov puelol 1@V 06TMV TOL 00NYEL 0 KOUK®MG GYNUATICUEVO ALILOCOAIPLO TOV OEV
AEITOVPYOVV GOGTAE, e OTLEID KOl GUUTTMOLOTO, OVOLLIOG (KVTTOPOTEVIO LE LLOVOYPOLLLKT
dvomhacio, avOekTikn)

Avaipio mov mpokeieitat omd VEQPIKE TpoPfAnoTo (VEQPOYEVIS avapio)

[T6vog ot 00TA 1 KOTAYLOTA, KOTMOT), AVENUEVEC AOUMEELS, AALAYEC GTNV GLYVOTNTO
ovpnong, ovyyvon, diya, vavtia 1 EPETOG, ATDOAELW fAPOVS, (TIOAVAE CUUTTMOUOTO AVETAPKELOG
HVEAOD T®V 0GTAOV)
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Ayoppayio Koy HOA®TEG KAT® omtd TNV emdeppida (TBavda onpeia yopunod enmédov
aponeTarionv) (Bpopupomevikn Topeipa)

E&avOnpa, kvnopodg, kvidwor, Aayaviacpo 1| SUGKOALO KOTE TV OVATVOY|, GUPLYLOG 1 f)ag,
aicOnpa LadAng, (aAn, petafolréc ota emineda cuveidnong, voTaoT, e N XWPIg Lo
YEVIKELUEVO KVT|GLO, KOKKIVIGHO TOV dEPUATOG, TPNEWO GTO TPOSMTO/AOLUS, UTAE
ATOYPOHUOTIGHOG TV YEMDV, YADCTOG 1 0€ppratog (onueio cofapng aALePYIKNG avTidopaonq)
(vmepevaicOncio)

YrepPohkn dlya, vynin anékkpion ovpwv, avENUEVN 6peln pe ammAgla Bapovg, kKovpaon
(onpeio VYNAGY eMTES®V GAKYOPOV GTO aipa) (cakyapmdong dapnTng)

EpvBpiacn oto mpdowno, kokkivicpa Kot Eaevikn EEayn 6To TPOCHOTO TOV KATOTE GUYYEETOL
pe eEAWELC KATE TNV EUUNVOTOVGT], SIAPPOLO, YPTYOPOS KOPILKOG TOALOS, GLPLYLOG, EapViKn
TTMOON TNG apTNPLOKNS ieons (mbava onpeio Kopkivoedovs kpiong)

Noavtia, pidpwon, advvapio, (AN, TPEUOVAO, TOVOKEQOAOS (oM UEia YOUNAOD ETTESOV
GOKY0POL 6TO aipa) (VToyAvkaipio)

I'piyyopn kot pnyr| avamvor|, chyyvon, KOTMGT, TOVOKEPAAOS, VOOTA, OTMOAELL OpEENS, IKTEPOC,
avENUEVOG Kapdlakog puBude, mlhavd onueio petafoiikng o&Emong mov eppavilovtal 6Tov To
OO0 TOPAYEL VITEPPOAIKES TOGOTNTEG 0EEMC N OTAV Ol VEQPOL dEV ameEKKPIVOLY apKeTd 0&D amd
70 cOpo (LeToPorkn oEEmaon)

Bl\énete, acBdveote N axovte Tpdrypato mov dev vdpyovv (WevdacoOnocels)

MetaBoréc ota emineda cLVEIONOTG OC AMOTELEC LA NTATIKNG avemdpkelag (TBava onpeio
NTOATIKNG EYKEQOAOTAOELNG)

[Tieon ota vedpa TG 6MOVOLAIKTG GTAANG 1 oTtoia pmopet va £xetl dnpovpyn el amd oyko N
GAAN PAGPN (cvumieon votiaiov poglov)

AKavOVIeTOC KOPIIOKOG TAAUOC (KOATIKT LopUopvyn)

Aupvidlog Kal GUVIPITTIKOG TOVOG 6TO 0TNO0G, KOTMGN, aKaVOVIGTOS KAPIOKOS puOuog (mbova
onueia Kapdokng Tpocsforns) (Epuepaypa puokapdiov)

Zovtpmtikdc tdvog oto otifog (mbavd onpeio kopdiakod TpoPANUATOC)

Koatéppetyn Adyw kapdiokol tpofAnpatos, katd T d1dpKelo Tov omoiov umopei va £xete
dVoKOAiD, GTNV aVATVOT), OYPOTNTA, VO, TOPOVGLICETE KPVO 10pDTO Kot ENpocTtoptio
(kopodioyevig kaTomAn&ia)

Z4&An, Mmobupia og 0pbia otdom, TTOCN TG apTnPLeKNG Tieonc o 0pbia Oom (opbootatiky
VIOTOOM)

Oidnua kat epudpodTTO 6TIC PAEPES (oNueio pAePiTdNG)

[16voc oto ot0og, Pyag, Ad&vyyoc, Yypryopn avamvor (enueios GLAAOYNG LYPOV LETOED TV
oTIRAd®V 16TMV OV TEPPAAOVY TOVG TVEDLOVEG Kol TN Bpakikn KOoTnTa) (TAELPITIKNY
GLALOYT)

Oidnua g KOIAAG AOY® GLAAOYNG LYPOL (aoKiTNG)

AVGKOIAOTNTO, 01O TNG KOIALAG, TOVOG OTNV KOIALY (EVTEPIKT OmOQPAEN)

Algppota, TOVOG TNV KOIALA, TUPETOG (TOOVE oMueiar QAEYLOVIG TOV TUXEMG EVTEPOV)
(KoAiTida)

"Epetog, péyipo, mévog oty avm Kal k4Tto Kotha, pe 1 xmpic voutia kot £ueto (mbava onueio

Aotpwéng Tov maykpéatog) (o&eio Toykpeatitidn)

"Epetog pe aipo (opotépeon)

0&vg TOVOG Kat 010N A TNG KOWALAG, AOY® GLAAOYNG VYPOU (OLUOPPAYIKOG OOKITNG)
[Tovog oty KotMd, yeviko aicOnua adrobeciog (EAedS)

Mewwon tov ToyKpeatik®v ViUV 6To aipo (LEIoT TayKpeaTIKOV evEOL®V)
Kupiviopa tng emdeppidog Kot Tov HoTidV, VOTio, armdAeln 6peéng, okovpoypoua 0vpa
(onueio nratik®Y TpofAnudtov) (nratokvtTapiky BAGEN)

Kurpiviopo tov potidv 1 g emdeppuidag (onueio nratikodv tpoPfAnudtonv) (yoréotoaor)
SoueopMon Tov NITUTOG (NTOTIKY GLIPOPTON)

AvemapKeld TOL YOTOG (NTOTIKY AVETAPKELDL)

Oéela Tpoveppikr| ovemdprela

®dvotog

Katayuo kieidog
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Mn yvoetéc: 1 cuyvotnta dgv pmopel va ektiun et omd ta drabéoipa dedopéval
o Oidnpa TpooOTOV/AaoV Ko SuoKoAia KOTA TNV avarvon (oNUElD Kol GUUTT®UOTO
OYYELO0010M LOLTOG)

Addeg mOavég avemBOUNTES EVEPYELES
Alheg avemBOunteg evépyeleg meptiapfdavovy avtég mov tapatifevion mapaxdtm. Edv avtég ot
avemBounteg evépyetes yivouv coPapés, EVLEPADCETE TOV Y10TPO Gag 1] AAAOV emaryyeApotio vyeiog.

IoAd ovyvég: pmopel va emnpedoovv nepiocdtepa omd 1 ota 10 dropa
o Andrero 6peéng

o Novtio

. "Epetog

o Konwon (kobpaon)

Yoyvéc: pumopel va emnpedoovy €o¢ 1 ota 10 dtopa

o YrepPohkn dlya, vynin anékkpion ovpwv, avEnpévn opeén pe andiela Bapovg (onueio
VYNAGV EMIESOV Gakydpov cto aipa) (vrepylvkaipio)

Awotapoyég VTVOL

74

Awtapayn g aiobnong g yevong (dvoyevcia)

IMovoképarog

AloOnuo EMetync evépyetog, kommon (Aibapyoc)

IMovoképaiog, {aAn (onueio vYNANG applakng Ttieons) (véptacn)

EpvOpdmra tpochmov kot eEQyELS

AVGKOAlQ, 6TV OVOTTVOT|, KODPOGT] KATE TV ovatvor| (duemvola)

Oidnua, aicOnua TANPOTNTOC GTNV KOTAMA

Aldppota

[T6vog oto oTopd)L

Avckotiotnta

[T6vog ot0 dved oTopd)L

Avckolia katd TV Téyn, TOVog N aictnua duceopiag 6To Avm UEGO UEPOC TOV GTOUAYOV
(dvomeyia)

[16voc 610 oTopdyt, vavtia (yootpitidn)

Kitpviopa tov déppatog kot Tov Hatidv, mhovy GUUTTOUATO VYNADV TOGOTHTOV YPOCTIKNG
g XoANG (xoAepvOpivn) oo aipa

Andrero poAMdV (aAomekio)

[16vog 6Tovg pieg, 0oTa 1 apHpMCELC

Mvikoi onacpot

Aipo ota ovpa

Mn @ucloroyikd amotelécuato eEETACEMY OVPWV (TUPOVGin TPOTEIVOV 0poD)
Agppotikn avtidopaomn 0nmg epudpoTnTo 1 010N Kot TOVOG GTO GNUELD TNG EVEGTC
Oidnua ota ¥épLa, asTpaydAovg 1 T (TEPLPEPLKO OTOMLLOL)

I16vog oto onpeio g éveong

Piyn

Kobpaon, piyn, movolaipog, Tovog oTic opfpmCELS Kot TOVG HOES (YPITMONG GUVOPOUN)
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Oy Xoyvég: pumopel va enmpedoovy ¢ 1 ota 100 dropa

o "Exxpion amd to pdtt pe kvnopod, epbupdtnra kot oidonua (onueio emumepukitidog)

o En®dovvn ko cvyvi evodpnon (mhovd onueio pAeypovi g ovpoddyov Kuotng) (KuoTitido)

. SounTOpoTo Ypinng 6T KovpaoT, piyn, TOVOAUUOG, TOVOG OTIS apfpMGELS Kol TOVG MOEG
(ypinn)

. AvENoN copatikov Bépove, KoLpAo, am®AEL LOAMGY, LLIKT advuvapiao, aicOnpa kpvov
(onueio vroevepyoL Bupeoc1dolc 0déva) (VITOBVPEOEITUOS)

. IT6vog ota 0ootd Ko TIC 0pBpDOGELS, LITEPPOAIKT] EvOVPNOT, TOVOG GTNV KOIAL, advuvapia,

Kovpaon (onueia vIepeEVEPYOL TAPUBVPEOEIBOVE 0dEVA) (VTTEPTOPUBVPEOEIBITUOC)

o Noavtio, duokorio KOTd TV avamvon, akavovieTog Kapdlakog puduog, B6Awmon obpwv, kKovpaom

Ko/ dvogopia oTig apBpdoelg Tov oeTilovTol Le LT PUGLOAOYIKES EPYUCTNPLUKES TILES —

VYNAG eRITED KOAITL, OVPIKOV 0EEMG KOl POGPOPOL Kot YOUNAL ETimedd 0oPEGTION GTO alipLa

(onueio kapKviK®V KuTTdpmv Tov Tedaivovy) (chvdpopo Abong 6yKov)
YrepPoiikn cvvarsOnpatikn Sveeopia, TpoPfAnuatiopoi (ayyog)
ATOTPOCAVATOMGLOC

AicOnon 611 évioua Kivouvtal TAVE 6TO GO0 (LUPUNYKIOG L)

AioOnuo xopeitoov kot feAdvov (aictnua TpuapaTog, Kavcov, HOPUNYKIAGHOTOS 1y
povdidcpatog) (ropoucOnoio)

Awtopaypuévn aicOnomn oopng (mapocpio)

Yrvniia

OeBaipd Tpofrnuata,

74\, ue aicOnua tepiotpoeng (iAryyoc)

I'pAyopog 1 axavovieTog Kapdlakog TaANOS (aictnua Talumy)

EpvOpdmra ko epubpiocn 6to TpOcmTo AOY® S1IELPLVGNC TOV AUUOPOPOV UYYEIDV
(aryye100106TOAN)

Yoypotnta ota ¥épla kot ota Tdoa

Qypd déppa (ypdTo)

[Tovoronpog (6TOHATOPAPLYYIKO GAYOQ)

AvEnuéva mTogha

AioOnpo vrypov

Enpooctopio

Metempiopoc

lNaotpogviepikdg mOHVOG

2TOUOTIKOG TOVOG [LEe GAEYUOVT OTO OVAN (GTOMOTITION)

Avoryto KOKKIVO aiflo oTo KOTpava (apatoyecio)

Avcpopia oty Kotud (Kotlaxn duspopia)

Ayoppayia amd tov Tpwkto (opoppayio opHov)

Mavpa kompova (LEAVE KEVMDGT)

[16vog oty Kt Kotk xdpa

E&avOnpa

Enpn emdepuida

Oidnua Tpoc®mTov

YrepPohkn epidpwon (vepidpmaon)

I'evikn kvidwon (Kvnopog YeVIKELUEVOC)

Mn @pucloloyikd amoteAéopoTo EEETAGEDY 0VP®V (TOPOVGIN AEVKOKVLTTAPMV)
Axovoia andieln 00pov (aKpaTE 0DpOV)

Amoteréopota eEETAGEDV TOL LIOSEIKVOOLY VEPPIKE TPOoPAaTa (pUOUOS CTEIPAUATIKNG

dmbnong petmpévoq)

o Neppikd npofinuota

. Neppikn avemdprelo

. Mn @uciloloyiky GKANpLVET), oidnua 1| e£0YK®LLO TOV dEPUATOS 6TO oNUélo TG Eveong (Lala
g 0éong veong)

o Koénwon, duepopia 610 6100G, Ahyoc, aictnua Toipmv (mbavd onueio Kapdiokmv

npoPinudtov) (dvoeopia 6to 61100C)
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Owpaxikd GAyog

IMvpetdc (mopeia)

I'evikd aicOnpa adabeciog (aicOnuo Kakovyiog)
Alyog

Aicbnon un evoloroyikn

ArndArero fapovg

Zopotiky ovomrnpio

Kata ™ Ogpancio pe Lutathera, pmopei vo £xete avemOOunTeg EVEPYELS TOV APOPOVY pUn|
PUGLOLOYIKA OTOTELEGNOTO, EEETACEMY GiNATOG, TA 0TTOL0, NTOPEL VO OMDGOVY TANPOPOPIES GTOV
YWTPO 060G Y10 TNV AELTOVPYIC OPLGUEVOV NEPAV TOV CONATOS GO

Yoyvég: umopel va ennpedoovy €oc 1 ota 10 droua

o YymAd eninedo tov akdrovbov evidpwv:
o Y-YAOLTOUVATPAVGPEPACT], AUIVOTPAVGPEPACT] TG AAAVIVIG, AGTOPTIKN
OULVOTPOVOPEPAST], OAKAAIKT POCPATACT] OiLOTOS
o YynmAd eninedo kpeatvivng aipotog
o XounAd eminedo poyvnoiov kot vatpiov 6To aipo

Oy Xoyvég: pmopel va enmpedoovy ¢ 1 ota 100 dropa

o YynmAd eminedo tov akdrovbmv eviduwv:
o KPEATIVOPOGPOKIVAGT] OULOTOS TO OO0 UTOPEL VAL VTTOSEIKVDOVV KATAGTPOPT] TOV HLDV,
OT®G NG KapOLdg
o YOAOKTIKT] 0(QUIPOYOVACT] OUOTOS TO OTTOL0L TTATPOPOPOVV Y10. TV DYEIN CLYKEKPIUEVOV
opyavev
o Xounid eninedo KoAiov, pocEOPOL, AcPECTION Kot AEVKOUATIVIIG OTO aipo
o YynmAd exinedo vatpiov, acfectiov, ovpiag, YAVKOMIIOUEVTG QUOGPALPIVIG, KOTEYOALLUVMDY
ka1 C-ovTIdpMGaGg TPMTEIVNG GTO alipla
o XapnAd eninedo epuOpdv apocopinv (LEWWUEVOS AUATOKPITNG)
. [Hopovoio tpwteivng oto aipa

Katd ™) 0gpomeio pe Lutathera, propei va vropindzeite exiong og yeipovpyikécroTpikéc mpaelg

Yoyvég:

. Metdyyon aipotog

Oy Xoyvéc:

. [Mopoyétevomn vVYPOV Amd TV TEPITOVAIKT KOIAOTNTA, TO ¥DPO UETAED TOV KOIAOKOD
TOLYMUOTOG KOL TOV OPYAVAV (TOPOYETEVOT] KOIALOKNG KOIAOTNTOC)

o duktpdpiopa Tov aipatog yo amofoin eniPrafdv amofAntwv, Tepicoelng dANTOG, Kol VEPOD
(dwoAiom)

o Tomobétnon otevt (kabetnpa)

. TTapoyétevon amootiuatog

o TomoBétnon yaoTpeEVTEPLKOD GOANVA

o Zvuykopdn (cVALOYN) PAACTIKOV KUTTAP®V 0ld TOV HVEAD TOV 0GTMV (GCLYKOMION HLEAOD TMV
00TMV)

. A@aipecn TOADTOdWY 00 TO ECAOTEPIKO TOV TAYXEMS EVTEPOV (EKTOUN TOADTOdN)

Ava@opd avemOOunTOV gvepyELOdV

Edv mapatnpnoete kdmoto avemBOunt evEpYeLn, EVUEPDGTE TOV Y1UTPO 1] TOV TUPNVIKO Y10TPO GOG.
Av10 1oyt Kot Yo kéBe mbavr avemBountn evépyela Tov OgV AVOPEPETAL GTO TAPOV PUALO 0dNYIDV
xpnons. Mropeite emiong va avapépete avemBounteg evépyeieg anevbeiag, Hécw Tov Bvikoy
GLGTHIOTOG OVAPOPAS TTOL avaypaeeTol 6to Tlapdptnua V. Mécwm g avaeopdc avemdountwoy
gVEPYELMV pmopeite va fondfoete 0T GLALOYN TEPICTOTEP®V TANPOPOPLAOV CYETIKA LUE TNV ACPAAELD
TOL TTOPOVTOS PAPLAKOL.
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5. Ilog va puraccete To Lutathera

Agv Ba ypelootel va pLAGEETE aVTO TO PAPROKO. AVTO TO PAPUOKO PLAAGGETAL LITO TNV VOV
eEedkevévou aTdUoV o€ KOTAANAoLS Ydpovs. Ta padtopdppoka TPETEL VO GUAAGGOVTOL GOUPOVEL
e TOVG £0VIKOVS KOVOVIGHOVG Y1a TO pASIEVEPYE VAIKA.

Ot TAnpoopieg mov akoAovBoldv amevbfivovtal Lovo oTov eEE10IKELIEVO LITEVBVVO:

o To @apuako ovtd TpEnel va euAGcceTal o€ BEom o dev 10 PAETOVV Kal dev TO POGvVOLY Tl
TOLO14L.

. To Lutathera dev mpénet va ypnopomoleitol LeT@ TV nuepounvio AENG Kot v dpa 1 omoia
avapépetal otny emonuovorn og AHEH.

. Dvidooete oe Beppokpacio pkpodtepn v 25°C. Mnyv yiyerte.

. DuAdooete GTNV APYIKN] CLOKEVAGIN Y1t VO TPOGTATEVETAL Ad TNV AKTIVOPBOALN 1OVTIGHOD

(Bopdxion poAvBoov).

6. Iepreydpeva TS 6VOKEVLAGIOG KL LOUTTEG TANPOPOPiEg

T mepréyer o Lutathera

- H 8poaotict] ovsia eivar to Aovtésto (Y7Lu)-oEodotpeotidn. Eva ml Siakduatog éyyvong
nepiéyel 370 MBq Aovtéoto (YLu)-0E0d0tpeotidn kotd TRV nuepopnvia Kot Ty dpa TG
BaBupovounomng.

- Ta GAha cvotatikd givat: 0Ekd o0&, 0&kd vATPLo, YeVTIGIKO 08D, aokopPikd 0&D, meEVTIETIKO
0&0, YAwp1ovyo vatplo, vVopoteidio vatpiov, Kémp Yia evésiua (BA. Tapdypapo 2 «To Lutathera
TEPIEYEL VATPLOR).

Ep@dvion tov Lutathera ko mepreydpeva g cvokevociog

To Lutathera eivat éva dtowyég, dypopo g ELOEPOS KITPIVO StdAvpa Yio £YXVGOT, TO 0010 TOPEYETOL
og kabapo, dypmpo yvdivo eloAidto tomov | Tov Kietveton pe tdpa and Ppopofovtuikd EAACTIKO
Kol oppayileTan pe oppayida aAovuviov.

KdébBe gronidio mepiéyet évav oyko mov kopaivetat amd 20,5 éwg 25,0 ml diadduatog mov avtictoryel
o€ [ evepyotnta G taéns tov 7.400 MBq xatd TV nuepounvia Kot Ty ®pa Tng £YYuonG.

To @laAidio epmepiéyeton o mePEKTN amd LOAVPOO Yo TpooTaTeLTIKY Bwpdkion.

Karoyog Aderog Kvkhogopiag
Advanced Accelerator Applications
8-10 Rue Henri Sainte-Claire Deville
92500 Rueil-Malmaison

ToAAio

IHopoockevaoTtéc

Advanced Accelerator Applications Ibérica, S.L.U.
Poligono Industrial la Cuesta — Sector 3

Parcelas 1y 2 La Almunia de Dofia Godina

50100 Zaragoza

[oravia

Advanced Accelerator Applications (Italy) S.r.l
Via Ribes 5

10010

Colleretto Giacosa (TO)

ItoAia

58



T"o omoladnote TANPOPOpPia. GYETIKE LLE TO TOPOV PAPLOKEVTIKO TPOidV, TapouKaleiche va
amevBuvleite otov ToTIKO avipdsmmo Tov Katdyov g Adstoc Kukhogopiag:

Belgié/Belgique/Belgien
Novartis Pharma N.V.
Tel/Tel: +32 2 246 16 11

bbarapus
Novartis Bulgaria EOOD
Ten: +359 2 489 98 28

Ceska republika
Novartis s.r.o.
Tel: +420 225 775 111

Danmark

SAM Nordic
Sverige

Tel: +46 8 720 58 22

Deutschland
Novartis Pharma GmbH
Tel: +49 911 2730

Eesti

SAM Nordic

Rootsi

Tel: +46 8 720 58 22

E)lrada
BIOKOXMOX AEBE
TnA: +30 22920 63900

n
Novartis (Hellas) A.E.B.E.
TnA: +30 210281 17 12

Espafia

Advanced Accelerator Applications Ibérica,
S.L.U.

Tel: +34 97 6600 126

France
Advanced Accelerator Applications
Tél: +33 15547 63 00

Hrvatska
Novartis Hrvatska d.o.o.
Tel. +385 1 6274 220

Ireland
Novartis Ireland Limited
Tel: +353 1 260 12 55
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Lietuva

SAM Nordic
Svedija

Tel: +46 8 720 58 22

Luxembourg/Luxemburg
Novartis Pharma N.V.
Tél/Tel: +32 2 246 16 11

Magyarorszag
Novartis Hungéria Kft.
Tel.: +36 1 457 65 00

Malta
Novartis Pharma Services Inc.
Tel: +356 2122 2872

Nederland
Novartis Pharma B.V.
Tel: +31 8804 52 111

Norge

SAM Nordic
Sverige

TIf: +46 8 720 58 22

Osterreich

Novartis Pharma GmbH
Tel: +43 1 86 6570

Polska

Advanced Accelerator Applications Polska Sp. z

0.0.
Tel.: +48 22 275 56 47

Portugal

Novartis Farma - Produtos Farmacéuticos, S.A.

Tel: +351 21 000 8600

Romania
Novartis Pharma Services Romania SRL
Tel: +40 21 31299 01

Slovenija
Novartis Pharma Services Inc.
Tel: +386 1 300 75 50



Island Slovenské republika

SAM Nordic MGP, spol. sr.0.

Svipj6d Tel: +421 254 654 841

Simi: +46 8 720 58 22

Italia Suomi/Finland

Novartis Farma S.p.A. SAM Nordic

Tel: +390296 54 1 Ruotsi/Sverige
Puh/Tel: +46 8 720 58 22

Kvbztpog Sverige

BIOKOZMOZX AEBE SAM Nordic

TnA: +30 22920 63900 Tel: +46 8 720 58 22

Ul

Novartis Pharma Services Inc.
TnA: +357 22 690 690

Latvija United Kingdom (Northern Ireland)
SAM Nordic Novartis Ireland Limited
Zviedrija Tel: +44 1276 698370

Tel: +46 8 720 58 22

To mapév @vLLo 00N LAV YpiioNS avabe®p1OnKe Yo TELEVTAIO POPA OTIS
Addeg TNYEG TANPOPOPLOV

Aemtouepeic TANPOoQOopieg Yio TO PAPLOKO aLTO givar S1BEciec 610 dKTLOKO TOTO Tov Evpmmaikod
Opyoviepod ®appdkmv: http://www.ema.europa.eu.

Ot TAnpoopieg mov akoAovBolv amevfivovtal LOVo og EmayyEAUATIEG VYELOGC:
H minpng XTI tov Lutathera mopéyeton mg EexympioTo £yypopo GTI GVOKELAGIO TOV TPOIOVTOG, |IE
OKOTIO Vo TAPEYEL GTOVG EMAYYEAUATIEG VYELNG TPOCGOETEG EMOTNUOVIKESG KOl TPUKTIKEG TANPOPOPIES

GYETIKA UE TN YOPNYNON KOl ¥PNOT) AVTOV TOL POSOPUPIAKOV.

[opoakareicOe va avarpéEete oy TIXIL
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