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HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



vTo QAapUOKO 0VTO TEAEL LTTO CLUTAN PO®UATIKT TopaKoAOVONGN. AVTO B emITPEWYEL TO YP1IYOPO
TPOGIOPIoUO VEDV TANPOPOPLOV OGPAAELNG. ZNTEITAL OO TOVG ETUYYEAUATIEG VYELNG VO AVAPEPOVY
0TOLECONTOTE TOOVOLOYOVUEVEG avemBOUNTES eVvEpYele. BA. mapdypapo 4.8 yio Tov TpoOmo avapopig
AVETBOUNTOV EVEPYELDV.

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Locametz 25 pkpoypoppdpio Tomomompuévn GLGKELOGIO Y10, PUSTOPAPUAKEVTIKE CKEVAGUATO

2. IMOIOTIKH KAI ITIOXOTIKH YYNOGEXH
To @lokidio mepiéyet 25 pkpoypappdpia gozetotide.
To padiovovkAidlo dev amoterel HEPOG TNE TVTOTOINUEVIC GLGKEVAGING.

"Exdoyo ue yvootn épbon:

To @uaiidio mepiéyet 28,97 mg varpiov.

Mo tov Tpn KatdAoyo Tav exdoywVv, BA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Tomomompévn cuekeLOCIL Y10, POSTOPAPUOKEVTIKA CKELAGLLOTOL
"Eva @uoidio pe Aevkn Avopiwpévn kvt (KOvig yio evéotuo didivua).

4. KAINIKEX IAHPO®OPIEX
41 OgpamevTikég evoeitelg
AVT0 TO POPUOKEVTIKO TPOTOV ¥PNGIUOTOLEITOL UOVO Y10l LY VIOGTIKOVG GKOTOVC,.

To Locametz, petd ) padoonuavon pe gallium-68, evdeikvutar yio tnyv aviyvevon tov BeTikdv o€

€101K6 TpooTaTiKd avtyovo peufpavng (PSMA) Brafdv pe topoypagio exmopnrg molitpoviov (PET)

og eviiMKeG pe Kapkivo Tov tpootdtn (PCa) ota akdrovbo kKAvikd TeptBaiiovo

o [Ipwtonabnig otadionoinon twv aclevav pe vyniov Kvdvvov PCa mpv tnv apyikn
Oepamevtikn aywyn,

. Yroyio vrotpornc tov PCa cg acbeveic pe av&ovoueva eninedo, Tov €101K00 TPOCTUTIKOD
avttyovov (PSA) otov opo petd v apykn Bepamevtiky aywyn,

. Avayvapion acBevov pe PSMA 0etikd mpoodenTikd PETACTOTIKO EDVOVYOAVTOYO KAPKIVO TOV
npootdtn (mCRPC) yia toug omoiovg evdeikvutan otoyevpévn Bepaneio pe PSMA (BA.
napdypapo 4.4)

4.2  Aocoroyio Kol TPOTOG LOPNYNONG
To moapdv PaproKeLTIKO TPOIOV TPETEL VoL YopnyeiTol LOVO A EKTALOEVILEVOLS EMAYYEALATIEC VYELOG
LLE TEXVIKT EUTELPTOL OTN YPNION KoL TO YEPIGUO POPUOKEVTIKOV OTEKOVIGTIKMY OVGIOV TUPNVIKTG

OTPIKNG KOt LOVO OE EVOESELYUEVES EYKOTACTAGELS TUPNVIKNG LOTPIKNG.

Aocoloyia

H cvvictdpevn 86om gallium (¥8Ga) gozetotide eivan 1,8-2,2 MBg/kg copatikod Bapoug pe eldyiotn
doom 111 MBq ém¢ ko péytot d6om 259 MBQ.



E1dixol mhnBoouol
Hliowouévor
Agv amaiteiton mpocappoyn d0ong o acbeveic nAikiog 65 eT@V Kol AVE.

Negpikn dvolertovpyio.

Aev vrapyovv dedopéva pe gallium (8Ga) gozetotide oe acOeveic pe pétpa og coPopn/telikod
oTadiov veppikn dvciertovpyia. Agv Bempeitarl amapaitntn Tpocapuoyn 0d6ong o acheveig pe
ve@pikn dveAgrtovpyio (PA. Toapdypago 5.2).

Hrartikn dvalertovpyio
Agv anarteitat Tpocappoyn d6ong o€ acheveic e nrotikn dvoiertovpyia (BA. mapdypao 5.2).

Houdrorpixog ninQvouog
Agv vdpyet oxetikn ypnon tov Locametz orov moudiotpikd tAnBucud yia v avayvopiorn frapov

Beticddv oe PSMA otov kapkivo Tov Tpootdr.

Tpoémog yopnynong

To mapov papuakevTIKd TPoidv TpoopileTal yio evOoQAEPLa xpnomn Kot ToAAATAEC dooels. [1pénet va
YIVETOL AVOGVGTOCT] KOl PASIOGALOVGT] TPV OO TN YOPTYNOT GTOV 0oOEVT.

Meté v avacvotacn kot ) padtocripaven to Siéivpa gallium (%8Ga) gozetotide npénel v
yopnyeitar péow apyng evooeAEPlag yyvong. H tomikn e€ayyeiwon mov odnyel o€ Tuyaio ékbeomn e
padievépyela Tov aoBeVoUg Kol 6 OALOIDGELS TNG OMEIKOVIONG Ba Tpémet vo. amopevyetat. H éveon Ba
npénel va, akohovOeitar amd evOoEAEPLa EKTAVOT GTEIPOL EVEGILOV SLOAVOTOG YADPLOVYOL VATPioL
9 mg/ml (0,9%) yia vo. S106paAlcTEl | TAHPNG YOPTYNOT TG dOGMC.

H ocvvolikn padievépyeia otn ouptyya mpénet va eaxpifmvetat pe fabpovountn 60omg apécms mpv
Kol LETA TN Yopnynon otov actevy. O fabuovountig doong mpénet vo, fabuovoueital kot va eivot
GUUPOVOG LE To d1Efv TpdTLTa. OO TPETEL v 0KkoAovOOVVTAL 01 0N YiEG GYETIKG. [LE TNV OPAIOOT) TOV
Sadvparog gallium (*8Ga) gozetotide (BA. mapdypago 12).

Mo mv pogtouacio tov acdevav, PA. Tapdypago 4.4.

"o 0dnyieg oxeTIKA HE TNV AVOGVOTOOT KOl TH PAOIOGT LOVGT] TOL POPLOKEVTIKOD TPOTOVTOG TPV OO
™ xopnynon, PA. mapaypapo 12.

Anyn etkévav

H Mjym eucdvov PET ue gallium (%8Ga) gozetotide mpénet vo Sievepyeiton péom g eEétaong
0AOKANPOL TOV GMUATOC EEKIVMVTAG OO TO, LEGH TOV UNPOV KoL TPOXWMPMVTOG TTPOG TN féior Tov
Kkpaviov. Ot ewkdveg PET mpémetl va AopPavovror 50 wg 100 Aemtd petd tnv evooeAEPia yopnynon Tov
daivparog gallium (%Ga) gozetotide.

O xpovog Evapéng Kot 1 S1apKELD AYNG EIKOVAOV TPETEL VO TPOSAPUOLOVTaL GTOV E0TAMGHO TOV
YPTOLOTOLEITAL, TOV aGHEVT] KOl TO YOPAKTNPIOTIKA TOL OYKOL (OGTE va Anedel n BEATioT duvatn
TO10TNTO ATEKOVIOT|G.

Yuviotdton 1) xpnon a&ovikng topoypapiog (CT) 1 ameikdviong pe payvneikn topoypoaeio (MRI) yia
) 610pBwon g e&acBévnonc.

4.3 Avtevositag

YrnepevaioOnoio otn SpacTikn ovoia 1 6€ KAmo10 amd To £KO0Y0 TOV AVAPEPOVTAL GTNV
Tapdypoeo 6.1 M 6e KAmo1o amd To GLGTATIKA TOV GECT|LOCUEVOD PASOPAPUAKEVTIKOD TPOiOVTOC.



4.4  E1d01kég TPOELOOTOUNGELS KUL TPOPVAGEELS KATA TN (prion

Texunpinon aTopkod 0eELOV/KIVOOVOL

I'oa ké0e acBevn 1 éxBeom 61N padievépyela Tpémetl va TekUnpLdveTol amd to mhavo dpsioc. H
padievépyela Tov yopnyeiton tpémnel oe Kabe mepintmon va givor 660 yaunin 6co givar eVAdY®g
EMLTEVKTO Y10 TNV TOPOYN TNG OTALTOVUEVNG SLOYVAOCTIKNG TANPOPOPIaS.

Méypt onpepa dev LILAPYOVY ATOTEAEGULATO TTOV VO, EVILEPDOVOLY Y10 TNV ETOKOAOLON Storyeipion
acevav pe voso vynAov kivduvou otav ypnotponotgitor to PSMA PET/CT ywo v tpotonadn
otadlonoinon.

H gumepio and ) yprion tov PET pe gallium (68Ga) gozetotide yio tyv emthoyn acbevdv yio
Oepaneio pe fdon 10 PSMA mepropileton oe ao0gveig (1 TPOOSEVTIKO PETOCTOTIKO ELVOLYOAVTOYO
kapkivo Tov tpoctdtn (MCRPC) mov érovv AdPet Bepaneia pe avactoreic povomatidv vwodoyEmv
avopoyovev (AR) kot ynuetobepaneia pe Pdon tig tagdves, Kot otny emthoyn achevov yio Bepaneio
ue lutetium (27Lu) vipivotide tetraxetan. H avaioyio kivddvov o@éhovg umopei va unv pumopei va
vevikevTel o€ AAAovg TOmovg Bepameiag pe Baon to PSMA kot o acBeveig pe mCRPC pe
SlopopeTikég Tponyoveveg Bepamneied.

Kivduvoc omd tnv £kbeomn 611 padlevepyeLla

To gallium (®3Ga) gozetotide cupBdrlel 61N GLVOAIKT] HOKPOXPOVIO COPEVTIKY kOECT GE
padievépyela, Tov cvoyetiletar pe avénuévo kivouvo yuo koapkivo. [pénet va dtaceaiilovot
dlepyacieg aGPAAOVS XEPICUOV, OVAGVGTUGTG KOl POSIOCT|LLOVGTG Y10 TV TPOGTAGIN TV acevmv
KO TOV ETOYYEALOTIOV VYELog and Tnv Tuyaio ékOeon o padievépyeta (BA. mapaypdpovg 6.6 kot 12).

Epunveia tov eucoveov ue gallium (8Ga) gozetotide

Ot eucdveg PET pe gallium (%8Ga) gozetotide 0o mpémet vo. epunvevovtar pe ontiky extipnon. H
vroyia kakondwv Prafdv Baciletor oty Tpdsinyn gallium (8Ga) gozetotide o cvykpion pe tov
1616 vrofdfpov.

H mpoésinyn gallium (8Ga) gozetotide Sev sivon 1811 yia Tov Kapkivo Tov TPooTdTn Kot pmopel vo
nopoTnpnOei 6€ PLGLOAOYIKOVS 16TOVG (BA. Tapdypapo 5.2), GAAOVE TOTOVG KaPKIVOL Kot un
Kaxon0eig diepyacieg, odnydvtag mbava e weudmg Betikd svpripata. Métpila £ vymin
@LO10A0YIKT TPOSANYN PSMA mtopatnpeitol 6toug veppoic, Toug daKpLIKOVg 0OEVES, TO TP, TOVG
GLEAOYOVOVG AOEVEC KL TO TOTY®UA TNG 0VPoddYov kKuaTnG. Ta yeuddg Oetucd svpiuata,
meptAapPavouy, aAld dev meplopiloviol g, VEQPOKVTTUPIKO KOPKIVOLO, NTATOKVTTUPIKO KOPKIVOL,
KOpKivo ToV pooto, Kapkivo Tov tveduova, Kalonoelg acbéveleg tmv ootmv (1.y., vocog Paget),
TVELUOVIKT GOPKOEIdMON/KOKKIMUATOOT), YAOIDUOTO, UNVIYYIDUOTO, TOPOYOYYALDLOTO, KO
vevpoivouata. Ta yayyilo pmropodv va ppnBodv Toug AepeadEves.

H Soyvootiky anddoon tov gallium (*8Ga) gozetotide unopei va ennpeactei omd to enineda PSA
oToV 0p0, TIg Bepamneieg 6TdYELONG VITOSOYEMV AVOPOYOVAV, TO GTASLO TNG VOGOV Kat To péyedog v
kaxonBwv Aeppadévov (PA. Topdypoeo 5.1).

Ot eucdveg PET pe gallium (%8Ga) gozetotide Qo mpémet var pynuedovat povo omd ovoyvaoTeg
exmaudevpévovg oy eppnveia ewovov PET pe gallium (*8Ga) gozetotide. Ta supfpata v eovov
PET pe gallium (°®Ga) gozetotide 0a mpénet méva vo punvedovTol o€ GLVSLAGUO LE KOl VL
gmPePordvoviar LEG® GAA®V S10yvOSTIKOV HefddwV (cupmepAauPavopévoy Tov 1I6TOTaHoA0YIK®Y)
7PV oo TNV Evapén emakolovdng aAiayng ot dwyeipion Tov achevoug.



IIpostowaocio acOevirv

Ot acBeveic mpémet va eivan kodd evodatopévol Tpy amd m yoprynon gallium (%8Ga) gozetotide kon
TPENEL VO, ApPAVOVY GUUBOVAES VO 0VPODY AUEGMG TPV KOl GLYVE KATE T OLAPKELL TOV TPATMOV
opOV pETd TV anelkdvion dote va pelmdel 1 éxBeom o1t padievépyela.

Ewikéc mposldomooelc

Hepieyousvo vazpiov
Av106 T0 PapUaKELTIKO TPOTOV TTEpLEYEL 28,97 Mg vatpiov avd £veon, mov toodvvapet pe 1,5% g
ouviotopevng and tov IIOY péytotng mpdoinyng 2 g vatpiov yia Evav EVAAIKA.

Oé&ivo pH kou eCayyeiwon

To yapunAd pH tov gallium (8Ga) gozetotide pumopet va 0dnynoet oe avtidpaoelg g 0éong &yyoong
petd tn yopnynon, H toyaia e&ayyeioon pmopel va tpokarécet Tomkd epediopod, Aoyw tov 6&vov pH
7oV S1ADpHaTOG. O1 TEPMTOGELS &0y yElmONG TPENEL VA, AVTIUETOTILOVTOL GOUPOVE, LLE TIG
KateLOVVTNPLEC 00T YiEC TOL WPHUOTOC.

45 Aliemopdosic pe Ghlo QUPRIKEVTIKA TPOIOVTA KoL GAAES pOPPES alinieniopaong

Me Bdon peréteg aAinienidpacng in vitro, o gallium (%Ga) gozetotide dev avapéveton vo £yet
KATo10L KAVIKG GNUOVTIKT 0AANAETISpoon pe AL QappakenTikd mpoiovto (BA. Tapdypago 5.2). Aev
€yovv dtevepynOel peléteg aAANAETIOPACEDY.

4.6 Tovipétnra, kOnon ko yorovyio

Konon

To Locametz dev evdeikvutat yia ypiion o€ yovaikes. Agv VAP oV dedoUEVA TYETIKA LE TN YPNON
gallium (%3Ga) gozetotide o¢ yvvaikec. Aev £xovv SievepynOei pehéteg ovomapoywyikng To&idTnrog

oe {ma pe to gallium (%Ga) gozetotide. Qot660, dAa To padioPdpuoka cLUTEPIAAUBAVOLEVOD TOV
gallium (%8Ga) gozetotide, umopovv va BAéyovy To £ufpuo.

Oniooudg

To Locametz dev evdeikvutan yia ypion o€ yovaikes. Agv vdpyovv dedopéva Yo TNV ENLOPACT| TOV
gallium (%8Ga) gozetotide oto OnAGLov veoyévvmto/ Ppépog N 6TV Topaymyr| YeAoKToG. Agv £xouv
StevepynOei pedéteg yahovyiac oe (oo pe gallium ($8Ga) gozetotide.

Tovipémto

Aev vrapyovv dedopéva yio v enidpaon tov gallium (%8Ga) gozetotide otnv yoviudmto twv
avOpoOTOV.

4.7 Emopaceig 6TV IKEVOTNTA 001]Y1|61G KO YEIPICHOD PN OvVHATOV

To gallium (®8Ga) gozetotide dev &xet kapio 1 £xer aoNpavTn EXidpacn oTnVy KavoTNTO 03 YNONG KO
YEPIOUOD UnyavnIaTmy.

4.8  AvemOOunTteg evépysreg

20VoWYT TOL TTPOPIA 0LGQUAELOC

H £éxBeom oe 1oviCovoa padievépyela cuvOEETAL e TPOKANGT KAPKIVOL Kot TOovOTNTA aVATTUENC
KANpovoukov elattopdtov. Kabng n anotelecpotikn d6on givar 0,0166 mSv/IMBQ, ue péyiot
ouvioToOpevn d6on ta 259 MBQ (4,3 mSv), avtég ot avemBOunTeg ovTIdpAGELS OVAUEVOVTOL VO
mapotnpndovv pe younin mhovotnta.



"Hmieg g pérpieg ovembdunteg avtidpaoeig tapotnpndnkay og acbeveic mov Elafav gallium (*8Ga)
gozetotide, pe v e€aipeon Tov cvuPdvrog kémwong Pabuov 3 (0,1%).

O1 1o cuyvég avemBvunteg avtidpdaoeis eivor komwon (1,2%), vavtia (0,8%), dvokototra (0,5%)
ko épetog (0,5%).

Kotdaroyoc aventBountov avtidpdoemwv o€ Lopen TivaKo,

To npoeik acedheiag tov gallium (%8Ga) gozetotide oe Sidueon 6om avd copotikd Bépog TV

1,9 MBg/kg (e0pog: 0,9-3,7 MBg/kg) a&ioroynOnke oe 1.003 acbeveic pe PETAGTOTIKO EDVOLYOAVTOYO
Kapkivo Tov Tpootdtn Tov EAafav ) BérTiotn kabiepopévn ppovtida KaTd TNV Kpion Tov wTpov
(uerétn VISION).

Ot avembopunteg avtidpdoeis (ITivaxag 1) moapatifevior ava katnyopio/ opyavikd cHGTNIO GCOUEOVA
e tn Paon dedopévov MedDRA. Evtog kdbe katnyopiog/ opyavikod GuGTHHOTOG, Ot avemBOUNTES
avTIOPAGEIC TAEIVOUOVVTAL KATH GUYVOTNTA, LE TIC TTLO GUYVEG AVTIOPAGELS TPDTEC. Evtog Kabe
KaTNyoplog cuYvOTNTAG Ol AVETBVUNTES AVTIOPACELS TOPOLGLALOVTOL LE GEPA LIKPOTEPNS fopdTnTag.
EmnpocBétmg, ) avtiotoyn Katnyopia cuyvotntog yio kébe avemBountn avtiopaon Pacileror otnv
axorovdn ovppacn (CIOMS I1): modd cuyvég (>1/10), cuyvég (>1/100 g <1/10), dxt cuyvég
(>1/1.000 w¢ <1/100), omdvieg (>1/10.000 wg <1/1.000), Tord ondvieg (<1/10.000).

Mivokag 1 Avem@Ounteg avridpdosig mov mapatnpfiOnkav pe to gallium (*8Ga) gozetotide

Katmnyopia/opyaviké cdotnpo ﬁ)‘;ﬁgﬁ?{; l:g AvemOopuntn avtiopoon
Oy ovyvég Navtia
Oy ouyvéc Avckotidtra,
Alotapoyéc ToV YOOTPEVTEPIKOD Oy ovyvég ‘Epetog
Oy ovyvég Aldppola
Oy ovyvég Enpoctouia
. . . Zoyvég Konwon
Ievikég Sratapoyég Kol KATUOTAGELG TNG Oyt oupvic Avridphceic e Oéonc Eypond
0300 zopiymoTg Oy ovyvég Piyn
L Ovavtidpaoeig g 0éomg €yyvong mepihapfévouv: apdtopa Tg 0éong éyyvong, aicOnuo OeppdTnrac e
Béong éyyuong, kvnopog mg Béomng Eyyuong

Avopopd TOavoloyoOUEVOV avETIOOUNTOV EVEPYELDY

H avagopd mBavoroyodpuevov avemBOunTmv evepyelmvY HETH amd T YopnyNon Gdelog KukAopopiag
TOV QAPUAKELTIKOD TTPOIOVTOC glvar onuavtikn. Exttpénet tn cuveyn mopoakorlobOnon e oxéong
0PEALOVC-KIVOVVOD TOV QUPLOKEVTIKOD TPOTOVTOC. Znteital amd Toug emayyeAuatieg vyeiag vo
AVOPEPOVY OTTOIEGONTOTE TOUVOAOYOVUEVES OVETIBOUNTEG EVEPYELEG LECH TOL EBVIKOD GLGTNOTOG
ava@opdg Tov avaypdeetol oto [Hapdptnua V.

4.9 Ymepdooolroyia

TV mepintoon yopynong vrepdocoroyiog padievépyetag pe to gallium (%8Ga) gozetotide, n d6on
POSLEVEPYELNG TTOV AITOPPOPATOL TPETEL VO LELDVETAL OTTOV €ivar duvatd pe v adénomn g amofoing
POSLOVOUKASIV 0O TO CAOUA LLE EVOIATMOT Kol GLYVY KEVAOOT) TNG 0VPoddyoL KOoTNS. Mmopel va
glvar PonOnTiKn N eKTIUNGN TNG ATOTELEGUATIKNG dOCTG PASIEVEPYELNG TTOL EPOPLOCTIKE.



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

Doppoakobepamentin katnyopio: AldyvooTtikd padto@dpuoko, AL S10yVOSTIKA pOSOQAPLOKI Y10
EVTOTIGHO OYKaV, kodkog ATC: V091X14

Mnyoviopdc dpdonc

To gallium (®8Ga) gozetotide deopedetar og KOTTOPA OV EKPPELovY TNV PSMA,
GUUTEPTAAUPAVOUEV®Y TOV KOKONOMV KOPKIVIKOV KOTTAP®OV TOL TPOGSTATT), TOV VIEPEKPPALOVY TNV
PSMA. To gallium-68 &ivat éva padiovoukAidio pe andd0oT EKTOUNNG TTOV ENXLTPETEL TNV
anewkoviotikn e&étaon PET. Me Bdon v évtaon tov onudtev ot eikdveg PET mov Aappdvovton pe
o gallium (®8Ga) gozetotide vrodnidvovy T Tapovsio g tpoteivnic PSMA ctoug 1oTovc.

Doppokodvvoukéc emdpEoels

ZTIG YMUKEG GLYKEVIPDGELG TTOL (PNGLUOTOI00VTAL Yio StoyvooTikég eetdoelg to gallium (%8Ga)
gozetotide dev €yel KGO0 POPUAKOSVVOLLKT dPEOT.

KAMvikn omoTeAEGUATIKOTNTO KOl 0GOOAELDL

H gvaicOnoia kot 1 eldikomra tov gallium (%8Ga) gozetotide a&ioloynOnkoy otig dHo ordAovdeg
TPOOTTIKEG MEAETEC:

e perétn tov van Kalmthout et al, 2020, 103 eviiikeg dvdpeg acBeveic e amodedetypévo pe Proyio
KOPKIVO TOL TPOGTATN KOl YOUPAKTNPIOTIKA EVOLAUETOD KO LYNAOD KIvEDVOD oV eVOEIKvIVTAL Yo
EKTETOUEVT] EKTOUN TOL TVEMKOD Aeupadévo (ePLND) vrofAndnkav o anewkovion PET/CT pe
gallium (%®Ga) gozetotide. O1 capmoeig PET/CT Swofdotnkay amd §vo ave&dptnroug
TVPAOTOMUEVOLG avaALTEC Kot To ePLND ftav 1o 1otomaforoyikd pdTumo avapopds yia 96 amd
tovg 103 (93%) acbeveic. H evaicinocia, educotnta, Oetikn kot apvntikny tpoyvectikn oo pe fdon
tov acOeviy (PPV kot NPV, avtictoya) g ameikdviong PET/CT pe gallium (*8Ga) gozetotide yio thv
aviyvevon petdotaong otoug Aepeadéveg (LNM) cuvoyilovtor otov [livaka 2.

Iivakag 2 Agdopéva amoTeELECPATIKOTNTOS 6€ TPpOTONAOT| oTAd0TOINON 6€ 0o0evEiS pE
TEKUNPLOPEVO péco Proyios Kapkive Tov TPocTdTn

Mg Béon tov ac0evi)
N=96*
EvoicOneio (95% CI) 42% (27, 58)
Edwcotnra (95% CI) 91% (79, 97)
PPV 77% (54, 91)
NPV 68% (56, 78)
! A&ohoyfowoc minfuoudc

H ovpeovia peta&d tov avorvtov ftav K = 0.67 yio toug 2 aveEApTnToug TVEAOTOMUEVOVG
avolvtéc. Amo ta 67 LNM mov avedvdnkay, ta 26 aviveddnkav pe gallium (8Ga) gozetotide
PET/CT, pe amotéieopa 38,8% svoucOnoia e Baomn tovg Aeppadéves. H didpeon S1Gpuetpog g
UETAOTOTIKNG evamdbeong o€ owtd to aviyvevpéva LNM ftav 7 mm (gbpoc: 0,3-35). H avéAivon tov
PET éyooe 41 LNM pe didpeon petootatikny evorddeon 3,0 mm (gvpog: 0,5 émc 35,0).

Katd tovg Fendler et al, 2019, 635 evijlikeg dvtpeg aoBeveic pe 16Tomaboloyikn TEKUNPIOoT Kot
Broymukn vrotpomn (BCR) kapxivov tov mpootdtn petd and npoototektour) (N=262),
aktvodepaneio (N=169) 9 kot ta §0o (N=204) vropAndnkav oe PET/CT pe gallium (*8Ga) gozetotide
N answoviotikn e&étacn PET/MRI. To BCR kafopiotke péow PSA opov >0,2 ng/mL petd omo
eP1ocOTEPEG OO 6 €fOOAdEG LETA TNV TPOSTUTEKTOUN N LEC® avENOTG 6To PSA 0poh TovAdyiotov
2 ng/mL méve amd to vadip petd amd pilikn axtivobepaneio. O acbeveic eiyov diqueca enineda PSA

7



2,1 ng/mL méve omd to vadip petd tnyv axtivobepansio (evpog: 0,1-1.154 ng/mL). ‘Eva covOeto
TPOTLTTO AVOPOPASG, GUUTEPIAAUPAVOUEVTS TG IGTOTOOOAOYIOG, TV StadoyIK®mV emMmEd®V PSA opov
Kot TV aneikovioTikav supnudtev (CT, MRI, f/ko e&étacn ootdv) ftav dtabéoto yio 223 and
tovg 635 (35,1%) acbeveig, evd TO PEPOVOLEVO 16TOTOHOAOYIKO TPOTLTTO AVOPOPAG TTay Staféciuo
v 93 (14,6%) acbeveic. O e€etdoeig PET/CT a&oloyntnkav and 3 ave&dptnrovg e€etaotég
TVPAOTOMUEVOVG G TTPOG TIG KAVIKES TANPOPOPies TEPA Omd TOV TOTO TNG ApYKNG Bepameiog Kot TV
70 TPOCPATOV EMTESDV PSA 0pov.

O evromopdg 1ov Oetikdv oe PSMA BraBodv tapatnpribnke o 475 and tovg 635 (75%) acbeveig mov
éhapov gallium (¥8Ga) gozetotide kat to 1060616 evromopoD avENONKE oNUOVTIKG e T enimedo
PSA. To nocootd eviomopob Oetikig BAGPN oe PET pe gallium (8Ga) gozetotide avéndnxke pe to
av&avopeva eninedo PSA opov (BA. mapdypaeo 4.4). H evarsOncio kot 1 Oetikn mpoyvootikn aéio
(PPV) tov ancikovictikmv eEetdoemv PET/CT pe gallium (%8Ga) gozetotide cuvoyilovtat otov
Iivaxo 3. O Fleiss k petaéd tov eéetactav ya eéetdoec PET/CT pe gallium (%8Ga) gozetotide
Kopovotay oo 0,65 (95% CI: 0,61, 0,70) wg 0,78 (95% Cl: 0,73, 0,82) cg 6Lovg ToVL
a&lohoyoluevoug topeig (tpootdng, Aepeadéves Tuélov, eEMTVEMKA podakd popla Kot 0oTd).

IMivakag 3 Agdopéva amoteLecnaTIKOTNTAS 0€ 060evEig pe TeEKuNPLOPEVO péocm oTomadoroyiog
ko BCR kapkivo Tov Tpoctaty

. . . IotonaBoroyikd TpéTUTO
20v0eTo TPOTUTO AVAPOPAC .
N=223! avaeopdc
N=93!
EvoicOneio. avé acBevn (95% CI) NA 92% (84, 96)
EvoicOneio. avé mepioyn (95% CI) NA 90% (82, 95)
PPV avd acBeviy (95% CI) 92% (88, 95) 84% (75, 90)
PPV avd neproyn (95% CI) 92% (88, 95) 84% (76, 91)
1 A&iohoyfooc mAnfuopuoc

H onewcovion PET/CT tov gallium (83Ga) gozetotide ypnoipomomdnke yio v avoyvopion evniikov
aclevov pe TpoodevuTikod, Betikd pe PSMA kapkivo MCRPC yia tnv Tuyonomompévn, ToAVKEVTPIKT,
avoytg etkétag, perétn eaong I VISION, n omoia e€étace v anotedeopatikotnta tov Pluvicto
ovv 1 PéATioT Kabiepouévn epovtida 1§ ™ BérTio kabiepopévn epovtido udvo. ZvvoAlkd

1.003 Gvdpeg acbeveig, o1 omoiot glyav Aapet Oepameio pe TOLAGYIGTOV VOV OVAGTOAEN LOVOTTOTIOV
vrodoyémv avdopoyovov (AR) kat 1 1 2 Tponyovpeve oynuata ynuetodeponeiog pe faon tig ta&dveg,
emAEYONKay pe Baomn v Ekppact g PSMA tov KopKivikov tpocstatik®@v PAafav tovg. Ot
ac0eveic vroPAnOnkoy og cépwon PET/CT ue gallium (%8Ga) gozetotide yio va a&torloyn0ei n
éxppoon g PSMA cg BAaPeg mov opilovtar amd kevrpikd kpitipla avayvoons. BeAtiopévn
ouvolikn emBiwon Kot exiPimon ywpig akTvoroykn eEEMEN avapépnkay 6To okEAOG Bepaneiog [
otoyo ™V PSMA.

Toudrorpikde TAndvoudc

O Evponaikdc Opyavicouog Gapudkmv Exel dOGEL amaAloyn omnd TNV vIoypEMGN VIOBOANG TV
ATOTELEGUATOV TOV PEAETOV Le To Locametz o dheg T vToKaTYOpieg TOL TASLOTPIKOV TANBVGHOD
yo v anekovion e PSMA otov kapkivo tov tpootdtn (PA. mapdypago 4.2 yio minpogopieg
OYETIKG LE TNV TOBTPIKNY XPHON).

52  ®appoxoxivTikég 1010TNTES

Koatavoun

To gallium (®8Ga) gozetotide eppaviler Simhn ekOetikn cvumEPLPOPE 6TO aipta, pe Broloyikn nuion
6,5 AemT®V Y100 TO YPTYOPO GLOTOTIKO Kot TeEAKN Nulon 4,4 ®pdv yia 1o To apyd cvoTtatiko. Me
Baom dedopéva in vitro, To gozetotide kuping KoTovEUETAL 6TO TAACHO LE LECT) OVOAOYI OiipLol TTPOC
mhdopo 0,71. To Gozetotide decpeveton kKotd 33% oT1C TPOTEIVES TOL AVOPOTIVOVL TAAGUOUTOC.



IIpooAnwn opydvav

H vynmiotepn d6om padievépyetag tov gallium (%Ga) gozetotide mov amoppopdrar opotnpyOnke
GTOVG VEPPOVC, TOVG OUKPVYOVOLS 0OEVES, TOVG GLEAOYOVOLG QOEVEG, TO TOIYMILE TG OVPOSOYOL
KOOTNG KO TO NTap.

O1 EKTILDUEVEG OOGELG PASIEVEPYELNG TTOV ATOPPOPOVVTOL GE OTA TO, OPYOVOL Y10 YOPTYOVLEVT
padievépyeto 259 MB(Q givon 62,1 mGy (veppoi), 28,5 mGy (Saxpuyovor adévec), 23,1 mGy
(c1ehoyovor adéveg), 14,8 mGy (toiywpa ovpoddyov kdotg) kat 13,7 mGy (Mroap).

Buoupetaoynuotiopog

Me Béon dedopéva in vitro, To gallium (%8Ga) gozetotide vroBéiretar og apeAnTéo NLOTIKS Kot
VeQPIKO UETAROMOUO.

AmofoAn

To gallium (®8Ga) gozetotide anexkpivetar kuping péocwm g veepikng 0800, Ilepimov to 14% g
d6omnc gallium (%3Ga) gozetotide mov yopnyeiton anekkpivetar 6Ta 00po. 6TIC 2 DpPeg PETE TV £Y)VOT.

Hwlon
Me Bdon v Proroyiky ko teppatich nuion 4,4 opov tov gallium (8Ga) gozetotide kot tv guoky
nuilon Tov 68 Aentdv Tov gallium-68, n anotelespatiky nulon tov gallium (%8Ga) gozetotide mov

TpoKOTTEL givat 54 Aemtd.

[TBavoTnTO oAANAETISpacnC eapudkmv in Vitro

Evivua CYP450

To gozetotide dev gival VEOGTPOUA, AVOCTOAENS ) EXOYWOYENG TOV ViUV TOV KuTOXphuaTog P450
(CYP450). To gallium (°®Ga) gozetotide dev avapsverar vo €xet kémota aAAnAemidpoon pe
VTOCTPAOUATO, AVOCTOAELG 1| emaywyeilg Tov CYP450.

Meragopeic
To gozetotide dev eivar vidootpopa twv BCRP, P-gp, MATEL, MATE2-K, OAT1, OAT3 11 OCT2. To

gozetotide dev givan avactoréog twv BCRP, BSEP, P-gp, MATEL, MATE2-K, OAT1, OATS,
OATP1B1, OATP1B3, OCT1 1 OCT2. To gallium (°®Ga) gozetotide Sev avapéveran va éxet kGmoa
QOPUOKEVTIKT OAANAETIOPOON UE TO VTTOGTPMDUATO, VTOV TMV LUETOPOPEDV.

Ewwoi tAnbvouoi

Hhkiowuévor
Yy Kavikn pedétn VISION, 752 amd tovg 1.003 (75%) acOeveic ntov nhikiog 65 etov 1 ave. Agv

TapoTNPHONKAY GUVOMKEG SLAPOPEG OTNV AGPAAELDL KOL TNV OTOTEAEGLATIKOTNTO LETAED QUTMOV TOV
ac0evov Kol TV VEOTEP®OV 0GOEVOV.

Neppixi dvoherrovpyio. | nroziry dvolertovpyio,
H gappakokvntiky kot 1 Broxatavopur] tov gallium (8Ga) gozetotide dev avapéverar va,
empedlovtor amd veppikn/ Nratikn SVGAEITOLPYIO GE KOVEVO KAVIKG GYETIKO Bafuo.

5.3 IIpoxkiviké dedopéva yio TNV a6@drslo

To gozetotide a&oloynOnke ce HEAETEG PAPUAKOAOYIKTG o@ALELNG Kot ToEkOTNTOC povig d0ong. Ta
Un KAWVIKG 6edop€va, 0eV TOKOAVTTOVV 10104TEPO KivOuvo Yia Tov avBpmmo e Pdon Tig cupPatikég
UEAETEC PAPLLAKOAOYIKNG ACPAAELNG Kot TOEIKOTNTAG LOVIS 0OOTG.



Kopkivoyéveon kot petoarrocloyovoc 6paon

Aev &yovv dievepyn0ei pelétec petadralloydvov dpdong kot kopkivoyéveong pe to gallium (%8Ga)
gozetotide.

6. OAPMAKEYTIKEX IIAHPO®OPIEX

6.1 Kotdloyog gkdoymv

I'evtiowo 0&0

Natpro 0&kd Tpwdpukd

Natpro yrwprodyo

6.2 AovppotoéTnTeg

AVT0 TO POPUOKEVTIKO TPOIOV OEV TPEMEL VO, AVOUELYVOETOL UE AAAL, PUPUAKEVTIKE, TTPOTOVTO EKTOG
VTAOV TOV AVAPEPOVTOL GTNV TTapdypago 6.6 kot 12.

6.3 Audpkera Long
Mn avorypévo @laAidw: 1 xpovo.

Metd v avachoTaon Kol TV padlocLaveT), £xouV amodelydel ynukn Kot euotkn otadepotnta
Kotd 1 xpnon yw 6 dpeg otovg 30°C (BA. mapdypogo 6.4). dvidccete g Opbia OEom.

Ao pikpofroroyikng amoyng, ektoc €4v 1 néEB0d0G avolyuatog, ovachGTIGTC, POSIOGTLLOVGTG 1)
apaimong amokAeiel TOV KivOLVo LKPOPLOKNG LOAVVGTG, TO TPOidV Do, TPEMEL VO, YPT|CILOTOLEITOL

OUECMC.

Edv dev ypnopomombei apéomc, ol ypdvot kat ot cuvOnKec amodnkevong katd T ypnon eivar evbvvn
TOVL (PN OTN.

6.4 Idwitepeg TPoPULAEELS KOTA TN QUAGEN TOV TPOIOVTOG
[pwv v avacvoTtaon, uAdcceTe og Deppokpacio pkpdtepn tov 25°C.

Mo t1g cVVONKEC STNPNONE LETA TNV AVOGDGTAGCT KOl TN POOIOGT|LOVGT] TOV QOPIOKEVTIKOD
TpoiovTog, PA. Topdypapo 6.3.

H @OAoén tov padlo@oplaKkmy TpEReL Vo, YiVETal cOUPOVE LE TOVE EBVIKOVS KOVOVIGLOVE Yid. Ta,
POSLEVEPYE, VAIKAL.

6.5 ®Von Ko GLOTUTIKA TOV TEPLEKTN

To Locametz mapéyetorl oG 6T TOAMATADOV SOGEDV Y10 PASIOPUPLOKEVTIKT] TUPUCKELT] SIOAVLATOG
11 éveon gallium (¥8Ga) gozetotide (BA. mapaypépovg 2 kot 3). To Locametz nepiéyet éva yodivo
@uokidro 10 mL tomov | Plus kieiopuévo pe ehaotikd mhua kot oppoyicuévo ue komaxt flip-off.

6.6 Idwitepeg TpoPLLAEELS aTbppPLYNG KO GALOG YEIPIGPOG

T'evikn mposcidomoinon

Ta pad10QAPUAKEVTIKA TPOTOVTO, TPETEL VO, ACUPAVOVTAL, VO YPTCILOTOIOVVTOL KOl VO YOPTYOUVTOL
uovo omd eEovorodotnuéva dtopa o€ Kabopiopéva kMvika nepipdiiovta. H mapakafn, amodnkevon,
YPNON, UETAPOPE Kol OTOPPIYT TOVG VTOKEWVTAL GE KOVOVIGHOVE 1)/K0t EVOEIKVVOUEVES AOELES TOV
VIELOVLVOL ETMIGTLOV OPYOVIGHOV.
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Ta padiopdppoxo Tpémet vo TpoeTodovTal Le TPOTO TOL VO KOAVTTEL TOGO TNV AGPAAELD KATAH TNG
POSIEVEPYELNG 00O KO TIG PUPUAKEVTIKEG Aot oElg Toldtntag. [Ipémel va Aapupdavovtat ot
EVOEIKVVOUEVEG AOTTTTES TPOPVAAEELS.

To mepieyopevo tov Praidiov Tpoopiletal LOVO Y1 YO GTNV TPOETOLLAGIN TOL SIAVLLATOG Yia
éveon tov gallium (%8Ga) gozetotide ko dev mpémet vo, yopnyeitar amevdeiog 6Tov acbev] yopic TpadTo
va, dtevepyeiton 1 drodikacio tpogtoaciog (BA. mapaypapovg 4.2 kot 12).

[IpoguAdEeic mov wpémrel vo Aaupdvoviol Tpw amd ToV YEPIGUO 1) TN YOPYNoN TOL QUPUUKEVTIKOD
TPOIOVTOC

[pw v avachoTao, TO TEPLEYOUEVO Tov Locametz dev eivar padievepyd. MeTd tnv avacOOTACT Kot
TN PASIOGTUAVGT], TTPETEL VO, ST PEITOL ATOTEAEGILATIKY TTPOGTAGIO EVOVTL TNG PASIEVEPYELNG Y10 TO
Sédvpa yio éveon gallium (®8Ga) gozetotide (BA. mapdypago 3).

Metd v avachotacn Kot Ty padtocruaven to Locametz mepiéyet éva oteipo ddAvpo yio Eveon
gallium (%8Ga) gozetotide pe Spdon mg ko 1.369 MBg. To Siéhvpa yia éveon gallium (%Ga)
gozetotide mepiéyet eniong VOPOYAWPIKO 0EL MOV TPOKLITEL AUId TO YAMPLOvYO ditdAvpa gallium-68.

To Swéhvpa Yo éveon gallium (%8Ga) gozetotide sivon éva oteipo, Stowyée, dypopo dtdAvua yio
evOoPAEPLa yoprynom xmpic adidivto vAkd kot pe pH petald 3,2 wg 6,5.

[pénet vo Aapfdvovtal ot EVOEIKVUOUEVEG AONTTEG TPOPLAGEELS KOTA TV OTOCLPGT] KoL TN YOpNyNon
Tov Sradvportog Yo veon gallium (*8Ga) gozetotide.

O1 J1001KOGIEG YOPTYNONG TPETEL VO SIEVEPYOLVTAL LLE TPOTO TTOL VO, EAAYLIGTOTOIEL TOV KivOLVO
UOALVGTC TOL QOPUOKEVTIKOD TPOTOVTOG Kal aKTVOBOANGNG TV YXeplotdv. Eltval voypemtiki m

OTOTELEGLLOTIKT TPOGTAGIN EVOVTL TNG POSIEVEPYELOG.

Edv omotadnmote oty Kotd Ty TpoETOLOCIo TOV TpOVTOG QUPLOKEVTIKOD TPoidvTog Ttebel o
KivduVo 1 0KEPALOTNTO TOL PLOALYIOV OeV TTPETEL VaL Y pNoiomondet.

Mo 0dnyieg oYETIKA e TNV AVOGVGTOOT] KOl TI PAOIOGHLOVGT] TOV QOPUOKEVTIKOD TPOTOVTOC TPV OO
™ yoprynon, BA. mapaypago 12.

Kdabe aypnoyomointo @oppokentikd Tpoidv 1 DTOAEWLUN TPETEL VO OTOPPITTETAL GOUPDVO, [UE TIG
KOTO TOTOVE IGYVOVGEC GYETIKEC SLOTAEELG.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Iphavdia

8. APIOMOX(0OI) AAEIAY. KYKAO®OPIAX

EU/1/22/1692/001

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHY THX AAEIAX

09 Aexepufpiov 2022
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10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

11. AOXIMETPIA

To gallium-68 mapdystar péow yevvitprag germanium-68/gallium-68 (%8Ge/%®Ga) kar oamocvvtifeton
pe nuiton 68 Aemtdv og otabepd zinc-68. To gallium-68 arocvvtifeton wg axorovBwg:

o 89% péow exmoumng molttpoviov pe péon evépyeia 836 keV, mov axolovdeitat oo
aktvoPolrisc pmtovikng e&ovdetépmong 511 keV (178%).

. 10% pécm ocOANYNG TpoylaKdY NAekTpovimv (akTvoypapio 1 ekmopnés Auger) Kot

o 3% péow petaPdocwv 13 gamma and 5 emineda diéyepong.

H amoteheopatiky d6on padievépyetag pe gallium (*8Ga) gozetotide eivon 0,022 mSv/MB(, mov
001 YEl 08 KATG TPOGEYYIOT ATOTEAEGLOTIKY 000T padteveépyetag 5,70 MSV yia péylatn yopnyoduevn
dpactnprotnta 259 MBQ.

O1 d1dipeceg dOGEIS PASIEVEPYELG TTOV ATTOPPOPOVVTAL Y10, TO. OPYOVO. KOL TOVG IGTOVG TV EVIAIK®V
ac0eviv (N=6) petd amd evéopréfia éveon pe gallium ($8Ga) gozetotide cvpmepihopBavopévov tmv
TOPOTNPOVHEV®V 0pimV LITOAOYioTNKAY 0o Tovg Sandgren et al, 2019, ypnoworowwvtog ICRP/ICRU
voxel phantom pe 1o Tpdypappa IDAC-Dose 2.1. O didpeosg ddoeis padievépyetag tov gallium
(®8Ga) gozetotide mov amoppoovvTar mapovstdlovtar tov Iivaxo 4.
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IMivakag 4 Adosig ekTipdpevig didueong padevépysrog gallium (°8Ga) gozetotide mov

0TOPPOPOVVTUL
Adon podievépysrag mov amoppogator (MGy/MBQ)!
N=6
‘Opyavo Awapgon ipfy (MGy/MBQ) Edpog (MGy/MBQ)
Emwveppidw 0,048 0,0405 — 0,0548
Eyképaioc 0,008 0,0065 — 0,0079
X1m0og 0,008 0,0077 — 0,0087
[leprooteo (empdveln ooTov)* 0,011 0,0095 -0,0110
daxoi o@OaAuDdV* 0,0051 0,0047 — 0,0054
Toiyopo xoAnddyov KOeTNG 0,027 0,0212 - 0,0343
Kopdiokd toiyopo 0,026 0,0236 — 0,0317
Negppoi* 0,240 0,2000 - 0,2800
Aakpoyovol adévec™* 0,110 0,0430 — 0,2000
Ap1oTEPO TOlY MO EVTEPOV*™ 0,014 0,0120 - 0,0140
‘Hrop* 0,053 0,0380 - 0,0710
Ivevpovec* 0,016 0,0130-0,0170
Mvog 0,0083 0,0073 — 0,0086
Owopdyoc* 0,014 0,0110-0,0150
Mavkpeoag 0,019 0,0173 - 0,0209
KoAkd tolymua opboceryogtdoie 0,013 0,0108 —0,0149
Koxkivog (evepydc) nvehdg tv ootV * 0,015 0,0140 - 0,0150
A&kl tolyopo eviépov*™ 0,014 0,0120 - 0,0140
Ziehoydvol adévec™ 0,089 0,0740 - 0,1500
Aéppo* 0,007 0,0059 - 0,0069
Toiympo Aemwtod eviépov 0,014 0,0129 -0,0149
v 0,046 0,0300 - 0,1000
Toiyopa ctopdyov™ 0,015 0,0150 - 0,0170
Opyeic* 0,009 0,0074 — 0,0089
Obog 0dévoag 0,0081 0,0072 — 0,0085
Oupeoctdng* 0,010 0,0090 - 0,0100
Toiymua 0vpoddyov KhoTnc* 0,057 0,0280 — 0,0840
Anoteleospatikn §6on (MSV/MBQ)*? 0,022 0,0204 —0,0242

* omwg avopépinke and tovg Sandgren et al, 2019; dleg o1 dAleg exTuAoELS OpyaveV ekTyunOnkay pe Bdon
TOVG GUVTEAEGTEG EVOMUUTMWIEVNG OPACTNPLOTNTAG XPOVOL TV 0PYAV®V TOL dNIOoctevdnkay oty gpyacio
** aqvapépOnke otov Sandgren wc pia Tun pe v évdeién “Colon”

1 o1 866¢1g vIOAOYiGTNKOY UE TN XPIoT TOV Aoyiopiko IDAC-Dose 2.1.

2 mpoépyeton cvpewvo pe to ICRP Publication 103

12. OAHTI'IEX TAPAXKEYHX PAAIO®APMAKQN

M£0060¢ TPOETOWAGIOG

Bruo 1: Avaociortaon kol podiociuoven

To Locametz SievkoAbvel TV Guecn mapoackevr} Tov dtakvporog yia éveon gallium (%8Ga) gozetotide
Ue 10 £KAovoua oo pio amd Tig akdAovbeg yevvitpieg (PA.e Topakatm yio £101KEG 0dNYieg Yo xpron
He Kabe yevwnTpla):

. Tevviitplo Eckert & Ziegler GalliaPharm germanium-68/gallium-68 (*8Ge/%Ga)

. Tevviitplo, IRE ELIT Galli Ad germanium-68/gallium-68 (8Ge/®®Ga)

Eniong, mpémnel va axolovBovdvtar ot 00nyieg yio ¥p1on oL TapEYOVTOL Ao TOV KOTAGKEVOGTH TNG
yevwntplag germanium-68/gallium-68.
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To dédvpa Yo éveon pe gallium (8Ga) gozetotide npénet va mpoetoipdletar chupmva pe Thv

aKOAoLON donmtn dadtkacioL:

a. Avoi&te o KamdKt amd To PloAidto Locametz kot kabapicte To IO LE EVOEIKVOOUEVO
OVTIONTTIKO, £MELTO APTGTE TO TAOUO VO, GTEYVAGEL.
b. Tpumote 10 ToOpa ToL PLoAdiov Locametz pe amootelpopévn Behdvo cuvdepévn o

anootelpmpévo eiktpo 0,2 micron pe cvotnuo E0EPIGHOD Y0 T SLTHPNCT TNG
ATUOCPALPIKNG TEGNS EVTOG TOL PLoAdiov Katd TN dadikacia avacvotacnc. Tonobetote T0
oloAidlo Locametz oe mepiékn pe TpooTaTeLTIKo and LOAVPJO0.

AxoAlovOnate Tig E10UKEG Y10 TN YEVVITPLOL SLOIKOGIEG OVOGVGTACTG KOl PUSIOCTIUAVOTG OTTMGC
napovastdovral otov [Tivaka 5 kar ota yquota 1 ko 2. 'Eneita cvveyiote pe to Biua 2.

IMivoxac 5 Avoocvotacn ko podrocipaven pe yevvitpieg Eckert & Ziegler GalliaPharm ko

IRE ELIT Galli Ad

Av ypnoeporom0si yevwijtpro Eckert &
Ziegler GalliaPharm

Av ypnoepomom0si yevwijrpro IRE ELIT Galli
Ad

. Yuvdéate ToV apoevikd ouearo luer otn ypouun £0800 TG YEVWNTPLOG GE OTOGTEP®UEV

Belova éxkhovong (uéyebog 21G-23G).

. Yuvdéote To PloAidlo Locametz amevbeiag otn ypapupn e£0000 TG YEVVATPLNG CTPOYVOVTOS
N Perdva EKAoVoNG LEGH GTO EAUCTIKO TAOLLA.

. Kdvte ékdlovon amevbeiog amd tn yevvitplo uéso 6To @loAidto Locametz.

Kdévte v ékhovon yepokivnta 1 pécw avtiiog
GOLPMOVO, LLE TIC 0OTYIEC ¥PNONE TNG YEVVITPLOG.

Yuvdéote To PloAidlo Locametz péow g
Belovag e£oeptooD e OTOGTEIPOUEVO PIATPO
e€aepiopon 0,2 micron oe PloAidio pe kevod
aépog (ehdyiotog dykog 25 mL) yéow
amooTEPOUEVTS Berdvag (uéyebog 21G-23G) 1
o€ avTAin yuo va EEKV|oEeL 1) EKAovoT).

AvooHoTtaon TG AoPIMOUEVTG KOVEMG e
5 mL éxhovopa.

AvocHoTaon TG AWOoPIMOUEVTG KOVEMG e
1,1 mL éxhovopa.

310 TEAOG TNG EKAOVOTG ATOGVVIEGTE TO
@loAidio Locametz amod T yevvipla
amouakpOvVoVTag TN PeELOva EKAOVOTG KOl TV
Belova eEaepIGIOD E TO OMOCTEPMUEVO PIATPO
e€agpiopon 0,2 micron omd to EAAGTIKO T,
‘Emeta, avamodoyvpiote to eraiidio Locametz
pio eopd kat yopiote to o€ 0pOia Oéom.

310 TEAOG TNG EKAOVOTG ATTOUOKPVVETE OPYLKE
TNV OTOGTEPMUEVT PELOVA 0O TO PLUAISIO [LE
KEVO 0€POG 1] ATTOGVVIESTE TNV OVTALL [IE KEVO
0£p0og MOTE Vo EOp®BEL 1) 0TLOCPULPIKT) TTiEoN
070 QloAidto Locametz, érerta amocvvoiote TO
QLOAS10 ad T YEVVITPLOL OITOLLOKPVUVOVTOG
1660 T Perdva Ekhovong kat T PeAdva
e€aeplopod e amooTEPOUEVO OIATPO
e€agpiopod 0,2 micron amd 10 EAAGTIKO TAOUAL.
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Iyqua l  Awdikoocio avacvotoons kKo padrociuavens yio. ™) yevvijtpro. Eckert & Ziegler

GalliaPharm
5mL HCI
0,1M
%8Ga in HCI
8Ge/%Ga
yevvipla \ﬂ'
. 20-30°C 6pba
#. Béom ywa 5 hemtd
Avogropévn gallium (%Ga)

KOVIG gozetotide

Yype 2 Awdwkooio avacvotacng kot padrocipaveng yia yevviitpre IRE ELIT Galli Ad

1,1mL
HCI
0,1 M
%8Ga in HCI
8Ge/%®Ga
TEVVIITPLL | Kevo agpog
p 3 20-30°C 6pOia
7 0éom o 5 Aemtd
Avo@uuopévn gallium (®Ga)
KOVIG gozetotide
Bruo 2: Erwaotipio
a. TomobBetnote 6€ enmacTPLo TOo PLaAidIo Locametz oe 6pbia Oom o€ Bepuokpacio dwuatiov
(20-30°C) ywo. tovAdyiotov 5 Aemtd yopic ovatdpaén 1 avoKaTea.
B. Metd and 5 hentd, eEetdote 10 Praridio mov mepiéyel To Stdhvpa Yo veon gallium (%8Ga)

gozetotide yio cuvolik cuykEVIpmon poadievipyelog e n xpnon faduovounty d6omg Kot
KATOYPAYTE TO OATOTEAEG LA

Y. Atevepynote EAEYYOVG TOOTNTAG COUPMVA UE TIG GUVICTMUEVEG LEBOOOVE MOTE VOl EAEYYETE TN
ovpudpemon pe Tig tpodiaypapss (PA. Briiua 3).
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3. Amnofnkevote 10 ProAaidio Locametz mov mepiéyet to Sidhvpa yia éveon gallium (%8Ga)
gozetotide oe 0pOia O<om o€ mEPLEKTN e TPOoTATEVTIKO AId POAVPSO KaTm TV 30°C péypt
xpfion.

€. Metd v mtpoctnkn yroplovyov gallium-68 cto groAidio Locametz, ypnoyonoteicte 10
Stadvpa yio éveon gallium (*8Ga) gozetotide eviog 6 wpdv.

Brua 3: Ilpodiaypoapéc kar Eleyyog mo1dtnTag
Atevepynote Toug eEAEyyovg molotntag otov Iivakoa 6 Ticw amd YudAvo TpooTaTenTIKd Le HoAVPdOo
Y. 6KOTTOVG OKTIVOTPOGTAGIOLG.

IMivokag 6 Ipodaypagég Tov draidpatog yra éveon gallium (%8Ga) gozetotide

"EAeyyog Kpumpuo amwodoymg M£0060g
Epgavion Awowyéc, dypopo kat ympic adtdAvta, Ontikn embedpnon
VAKA
pH 3,2-6,5 Towvieg évdeitng pH
AmodoTiKOTNTO Mn obvOeta €idn gallium-68 <3% Apeon ypopotoypoeio AETTNG
G LOVOTNG otolpadag (ITLC, BA.
AETTOUEPEIEC TTOPOKATM)

Kabopiote Tnv amodoticdtna ofpaveng tov dtoddpatoc yia éveon gallium (8Ga) gozetotide
dievepymvtag dueon ypoporoypagio Aermc otpadog (ITLC).

Aevepynote ITLC pe ) ypnon tawvidv ITLC SG kat ) gprion o&kov appoviov 1IM: Mebavoin (1:1
VIV) og kvntikn edon.

Mé6ooog ITLC

a. a. TomoBeteiote v Tawvia ITLC SG g amdctaon 6 CM amd to onueio epapuoyng (dniaodn ota
7 cm om6 to KaT® uépog g toviag ITLC).

B. Zoapmnote tnv tauvia ITLC SG pe padiopetpcd copmt) ITLC.

Y. Y7moloyiote TNV amod0TIKOTNTO ETIKETOC LESM TNG EVOMUATOOTG TOV V0 KOPLO®Y TOV
YPOUATOYPAPNLLOTOS. MMNV YP1GLILOTOUGETE TO TPOIOV HETA GO AVOCVGTOGT KOl pOSIOCT|LOVOT)
av 70 1060610 (%) TV un ovvbetwv £1do@v gallium-68 givor vymAdtepo amd 3%.

O1 mpodiaypapic Tov mapdyovto datpnong (RF) eivar o¢ axorobbmg:
o Mn obvbeta €idn gallium-68, Rf = 0 wg 0,2;
. Gallium (%8Ga) gozetotide, Rf =0,8 g 1

Brjuo. 4: Xopijynon

a. a. [Ipénel va ypnoiponoleital AonaTn TEXVIKY KOl TPOGTUGI0 amd padIEVEPYELN KATH TNV
amoppdPNGT Ko TN yoprynon tov drakdpatog yia veon gallium (%8Ga) gozetotide (BA.
opaypapovs 4.2 kot 6.6).

B. TIpwv amd Tt xpHon, embempfiote onTikd To Topackevacuévo didlvpo yio éveon gallium (8Ga)
gozetotide micw and YvdAvo TPocTATEVTIKO pE LOALPOO Yio 6KoTOVG akTvorpootaciag. [Tpénet
VO YPNGLULOTOL0DVTOL LOVO TO, SLOAVOTO TOV Eivar Stavym, dypopa Kot xopic adidivta vAkd (BA.
napaypapovg 4.2 kat 6.6).

y. Meté v avoovotact kat ) padlochuaven to diidvpa Yo éveon gallium (*8Ga) gozetotide
umopet va StoAvOel pe Déwp Yo evésiua 1) SdAvpa Yo Eyyvon pe yrAoplovyo vatpio 9 mg/mL
(0,9%) w¢ telkd dyko 10 mL. T'a ™ yevwipia IRE ELIT Galli Ad, anatteitol apaioon o€
eldyioto 0yKo 4 ML dote va ueliwbel 1 OGUOTIKOTNTO.

8. Me ) ypnomn oOpiyyag LOviG 600G e GTEPEDUEVT amooTelp@UEVN Beddva (uéyebog 21G-23G)
KO TPOOTOTELTIKO KOAV UL, ATOPPOPNOTE UE AOTTTTO TPOTTO TO TOPUCKEVAGUEVO SLAAV LA Y10l
éveon gallium (%8Ga) gozetotide mpv and ) yoprymon (BA. mapoypbpovg 4.2 ko 6.6).

€. H ovvolikn padievépyela otn cvptyya tpénetl va eEaxpipdveror e fabpovountr| d00mg apécw
npv kou petd m yoprynon gallium (%Ga) gozetotide stov acOevry. O Baduovountig ddong mpémnet
va Babpovopeitot kat vo, GuppopeoveTal pe ta diebvn mpotuma (PA. mapdypago 4.2).
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Aentopepeic TAnpoeopieg Yo T0 TaPOV PAPLOKEVTIKO TPOIOV eival 100€01HES GTOV OIKTVLOKO TOTO
tov Evpomnaikod Opyovicpov @appdkev: hitp://www.ema.europa.eu.
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IMAPAPTHMA I

IHAPAXKEYAXTHX YIIEYOYNOX I'TA THN AITOAEEMEYXZH TQN
IHAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOGEXH KAI TH XPHXH
AAAOI OPOI KAI AITAITHXEIX THX AAEIAYX KYKAO®QOPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI
ATIOTEAEEIMATIKH XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX
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A. TAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AIIOAEXMEYXH TQN IHAPTIAQN

‘Ovouoa kon d1e06vven Tov TOPUCKELAGTH TOL £ival LTEVOLVOC Y10 TNV OTOOEGUEVLCT) TOV TOPTIOWV

Advanced Accelerator Applications (Italy) S.R.L.
Via Crescentino snc

13040 Saluggia (VC)

ItaAio

B. OPOI'H HEPIOPIZMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DopprokevTIkd TPOIOV Yo TO OTTOI0 OTOLTEITAL TEPLOPIGUEVT 1OTPIKT cvvToyn (PA. mapdptnua I:
[Mepiinyn tov Xapaktnpiotik®v Tov ITpoidvtog, mopdypapog 4.2).

I. AAAOI OPOI KAI AITAITHZEIX THX AAEIAY. KYKAO®OPIAX
o Ex0<oe1g Teplodikig wapakorovdnong g asearsiag (PSURS)

Ot amortnoelg yio v vroPoin towv PSURS yuo 10 ev Adym @apuakevtiko mpoiov opilovial otov
KaTdAoYyo Ue Tig nuepounviec avapopdc e Evoong (katdrloyoc EURD) mov mapatifetol otnv
Tapdypoaeo 7, Tov dpBpov 107y, g odnyiag 2001/83/EK kot kdOe erakdiovdng emkaiporoinong
OTI®G OMLLOCIEVETAL GTIV EVPAOTAIKT OUKTVAKT TOAT Y10l TO PUPLLOKOL.

O Kdaroyog Adetog Kukhogopiag (KAK) Ba vropdirer v mpmtn PSUR v 10 mpoidv péca og
6 pveg amd TV £yKpion.

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

o Tyédro drayciprong kivdvvoo (ZAK)

O Kdaroyog Adetog Kvkhopopiag (KAK) Ba dieEaydyst Tig anattovpeves dpacTnptoTnTes Kot
TOPEUPAGELS PUPOKOETOYPVTVIIONG OTT¢ Tapovotdlovtal 6to cupenvndéy ZAK nov mapovctaleTot
otV evotnta 1.8.2 g dde1ag KukAoQopiog Kol 0TOIEGONTOTE ETOKOAOLOES EYKEKPIUEVES
avaBempnoelg tov ZAK.

‘Evo. emcatportompévo LAK Oa wpénel va katotedet:

. Metd and aitnpa tov Evponaikov Opyovicpod Goapudkmy,

o OnoTedNTOTE TPOTOMOLEITAL TO GVOTNUO, LOYEIPIONE KIVOHVOU, EIOIKG MG ATOTEAEGLOL ANYNG
VE®V TANPOGOPIDV TOV UTOPOVV VOl EMPEPOVLY CTUAVTIKN GAANYT OTH GYECT] 0PEAOVC-KIVOHVOL
N ®©G ATOTELEG LA TNG EMITEVENG EVOG OTLLOVTIKOV OPOGTILOV (POPUOKOETOYPOTVIION 1
glayloTomoinen Kvévvov).
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MMAPAPTHMA I

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

EZQTEPIKO KOYTI

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Locametz 25 pukpoypopptdpio TUTOTOUEVT] GUGKELOGIO Y10 PASLOPAPLOKEVTIKO CKEVAGLATOL
gozetotide

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

To puaAidio mepiéyet 25 pikpoypappdpio gozetotide.

3. KATAAOTI'OX EKAOXQN

Natpro yAwp1oHy0, YEVTIIGIKO 0&D, VATPlo 0&1kd Tpdpikd. BAETE @OALO 0ONyIDV ¥PNoNG Y1
TEPOLTEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Tumomomuévn GLGKELOGIN Y10, PUSTOPAPUAKEVTIKO CKELAGLOTO

1 puoAidro.

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Mo ypron pe morrég dooels.

I va yiveton avaochotacn Kot padloohuoven e dtdAvua yroplovyov gallium-68 mov mapéyeton and
yevvitpla germanium-68/gallium-68.

Awpaote 10 PUALO 0INYIDOV XPTOTG TPV OO TN XPTOM.

EvdopAéPia yprion HETA TV avacDGTOCT KoL TI PAOLOCT)LOVGT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdcoetal o€ BEon, TNV omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIL), EAN EINAI ATAPAITHTH(EX)

DoppokeuTikd TPoiov padlevepyd UETE TNV 0VOGOGTOCT).
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8. HMEPOMHNIA AHEZHX

AHEH
Metd v avacvotaon Kot T padlocavaeT, puAdccete oe OpBa Béon oe Beppokpacio pkpodTePN
v 30°C kot YpMoYOTOIOTE EVTOG 6 MPOV.

9. EIAIKEX XYNOHKEYX ®YAAEHX

[pw and v avacvatact, puidcoete o€ Oepuokpacio pikpotepn twv 25°C.

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

Kdabe aypnoiponointo gopuokevticd mpoidv 1 VIOAELUN TPETEL VAL OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOVE 1GYVOVGEC GYETIKEC SLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/22/1692/001

13. APIOMOZX ITAPTIAAX

MMoptida

‘ 14. TENIKH KATATAZH I'lA TH AIAGEXH

| 15. OAHTIEX XPHEHE

‘ 16. TAHPO®OPIEX XE BRAILLE

H artioAdynon yio vo unv tepiingdei n ypaoen Braille ivon amodekt.

17.  MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AIZAIAZTATOZ TPAMMQTOX
KQAIKAY (2D)

Agv epapuoletat.
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18. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

Agv gpapuoleta.
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EAAXIXTEX ENAEIZEIX [IOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

OIAAIAIO KONEQX

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

Locametz 25 g Tumomonpév GuoKeELOGia Y1l pOSIOQUPIOKEVTIKG CKEVAGLOTO
gozetotide
EvdopAéPia yprion peTd TV avacveTOoT Kot Tr padlocTLove

| 2. TPONOX XOPHTHEHE

IMa va yivetal avacbotacn kot padtocrpavon pe dtdivpa yAwprovyov gallium-68 mov mopéyston amd
yevvitpla germanium-68/gallium-68.
AwPaote 10 QUALO 0INYIOV XPNOTG TPV 0T TN YPNOT.

‘ 3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

25 g

| 6. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX [IOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ITPOXTATEYTIKOY IIOY EGAPMOZETAI META TH PAAIOXHMANXH

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

Locametz 25 pukpoypoppdpio
gallium (%®Ga) gozetotide SiAvpo yia éveon
EvdopiéPua xprion

| 2. TPONOX XOPHTHEHE

Awpdote 10 PUALO 0INYIDOV XPTOTG TPV OO TN XPTON.

| 3. HMEPOMHNIA AHEHE

EXP Qpa/Huepounvio

Metd ) padlocnuave, ¥pPNCIUOTOMNGTE EVTOG 6 pmV.

4. APIOMOZX ITAPTIAAX

Lot

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

SuvoAKkn dpdon: MBq
2VVOMKOG OYKOG: mL
Xpoévog Babpovounonge: Qpa/Hpepopnvia

| 6. AAAA XTOIXEIA

Ddvidocoete og 0pbla Béom oe Beppoxpacio pikpdtepn tov 30°C.

Padievepyn oveio ameikoviong
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B. ®YAAO OAHTI'IQN XPHXHX
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@viro oonYLav ypions: IIAnpoeopics yia Tov a.60evi)

Locametz 25 pixpoypoppdpio TOTOTOM|IEVI] GUCKEVUGIO Y10 PUOIOQPUPUIKEVTIKA CKEVAGNOTO
gozetotide

vTo QAapUOKO 0VTO TEAEL LTTO CLUTAN PO®UATIKY TOPaKOoAOVONGN. AVTo B emITPEWEL TO YP1IYOPO
TPOGIOPIoUO VEOV TANPOPOPLOV acpdAeloc. Mmopeite va PonBnoete pécw g avagopds mbavmv
AVETOOUNTOV EVEPYEIDV TTOL EVOEYOUEVMG TTapovatilete. BA. T€log e mapaypdpov 4 yio tov Tpomo
avaQOPAG aVETIOOUNT®V EVEPYELDV.

AP aoTE TPOGEKTIKA OLOKANPO TO QPUAAO 0ONYLOV Yp1IoNGS TPV 600G yopnyNndel avtd To

PapnoKo, O10TL TEPLAAUPAVEL GNUAVTIKES TANPOPOPIES Y10 CUG.

- DvraEre avtd To EOALO 0N YDV Yprione. Towg ypelactel va to dwfdcete Eava.

- Edv &yete mepaitépom amopiec, pmTNoTE TOV TUPMVIKO Y1TPO Gag oL Bal eMPAETEL TN
dwdacio.

- Edv mapotnpfoete Kamolo avemBounTn evépyela, EVIUEPMDGTE TOV TUPNVIKO Y1ATPO GaG. AVTO
1oyLEL Kot Yo KEOe mhavr| avemBountr evEPYELR TOL OEV AVAPEPETOL GTO TAPOY PVALO
oonymv ypnone. BA. mapdypago 4.

T Tepréyer 1o Tapév AL 00N YLOV:

T etvon To Locametz ko oo ivan n xpnon tov

T mpénet va yvopilete mpv ypnopomombei to Locametz
[dg ypnowonoteital to Locametz

[MBovég avemBounTeg evépyeteg

Iog puAdoceton To Locametz

[epreydpeva g cvokevaciog Kot AoEG TANpopopieg

SOk~ wdE

1. Th givor To Locametz ko wora givan i ypiion tov

T eivan To Locametz
To mapdv papuako glvar Eva padloPapUUKEVTIKO TPOTOV LOVO Y1 SLOYVOOTIKY YPNoN.

To Locametz nepiéyel po ovoio mov Aéyetar gozetotide. TTpwv amd ™ yprion, To gozetotide (n oxdvn
070 PLaAid10) cvlevyvutal ue padievepyn ovoia mov ovopdaletor gallium-68 yio va dnpuovpynBel
Sédvpa pe gallium (88Ga) gozetotide (ot M Sredikacio ovopdleton padioctuoven).

Ilowa givan m ypfion Tov Locametz

Mertd ) padrooipavon pe gallium-68, to Locametz ypnoyomoteitar o€ pua wotpikr dadikooio

anedviong mov ovoudletat topoypapia expmounng molitpoviov (PET) yio va avaiyvedoet

GUYKEKPLUEVOVC TOTTOVG KOPKIVIKMOV KUTTAP®V UE U0 TPOTEIVY TV ovoudleTor e101k0 TPOoTUTIKO

avtyovo ueufpavng (PSMA) oe eviilikeg pe Kapkivo Tov TpooTdn. Avtd yivetar:

- v va Stomiotwbel av o Kapkivog Tov Tpootdtr £xel eamimbel 6TOVG AeUPASEVEG KOt AALOVG
10T00G EKTOG TOV TPOGTATY, TPV TNV apyIKT Oepamevtikn aywyn (w.y. Oepameio mov
TePIMAUPAVEL YEIPOVPYIKT QPOIPEST] TOL TPOCTATY, oKTIVOBEpamein)

- Yl vaL avaryveoptoodv o KopKivikd KOTTopa OTav VITAPYEL VTOWYIC VTOTPOTC TOL KOPKIVOL TOL
TPOoTATN o€ aoBeveig mov Exovv AdPet apyikr BepamevTikn aywyn

- Yo va. StomioT@bel GV o1 acEVEIC e TPOOSEVTIKO UETOCTOTIKO ELVOVYOAVTOYO KAPKIVO TOL
TPOoTATN UTopel va givar katdAiniot yio cuykekpiuévn Oepamneia, Tov ovopdaleton PSMA
oToYEVUEVN Bepaneia.

Il®g Aertovpyei To Locametz

Orav diveton otov acdevy, to gallium (8Ga) gozetotide deopeveton ota KhtTapa mov &xovv PSMA
GTNV EMPAVELY TOVG KOL TO KAVEL OPATH GTOV TUPTVIKO Y1ATPO GOG KATA TN O1dpKeLn TG SLadIKACToG
PET. Avtd divel 670 Y1aTpd GOG KOl OTO YIUTPO TUPNVIKNG LOTPIKNG TTOAVTILEC TANPOPOPIES Y10 TN
VOG0 GOG.
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H ypnon tov gallium (*8Ga) gozetotide mepihapBiver ékbeon oe padievépyeta. O yorpdg cag Kot o
TLPTVIKOG YIOTPOG EXOVV OVAAOYIGTEL OTL TO KAWVIKO 0¢pelo¢ Tov Ba amokopiote and T dradikacio pe
TO PASIOPUPUAKEVTIKO TPOIOV VITEPTEPEL TOV KIVODVOV AOY® TNG PUSIEVEPYELNG.

Edv &yete Tuyov epmtoels yuo 1o mdg Aettovpyet o Locametz 1 yoti avtd 1o edppoko Exet
ouvtayoypaendel yio €64G, pOTAGTE TOV TUPTNVIKO YIUTPO GOG.

2. T péner va yvopilete mpy ypnopomomn0si To Locametz

To Locametz dogv mpémer va. ypnoipomornei
- o€ mepinTwon adiepyiog ot gozetotide 1 o€ 001087 TOTE GALO OTTO TOL GLOTUTIKA AVTOD TOV
QOPUAKOV (OVaPEPOVTOL GTNV TTOPAYPaPO 6).

Ipocdomomoeis ko TPoPLAGEELS
AmevBuvieite oTov TUPNVIKS Y10TPO Gag TPy AaPete Locametz edv €yete omotodmote THTO KAPKivov,
KaBdg avtdg Ba pTopovoE Vo, EXNPEAGEL TNV EPUNVEL TG ATEIKOVIONG.

H ypnomn tov Locametz nepihappdvet éxbeon og pikpn tocotnto padevépyetoc. Eravaiapufoavouevn
éxbeon oe padievépyela umopei va avénoet tov kivouvo kapkivov. O Topnvikdc yatpdc cog Oa cag
e&nynoet ta amapaitto pétpa aktvonpootaciog (BA. mapdypago 3).

Mpw amd ™ yopiynon Tov Locametz wpémer va:
- ITieite apkeTd vepd OGTE VO TAPOUEIVETE EVOIATMOUEVOL KOl OLPTOTE OUEGMG TTPLY Al TN
dwdkacia wTpkng aneikoviong PET, kot 660 mo cuyva yivetal katd T d18pKeLD TV TPOTOV

POV HETE TN YOpPNYNON.

Howowd xon £pnpor
To mapdv papuako dev Tpénet vo divetal o€ Toudd 1 €pNPovg KaTo TV 18 e1dv enedn dev vVIapPYOLY
Srabéotua 6edoUEVO YioL VTV TV NAKLOKT OGO,

Kinon kol Onhaopog
To Locametz dev mpoopiletar yio xpnomn o€ yovaikeg. Ola to. padloQapuaKeLTIKY TPOIOVTa,
ocvumeptiapPavopévou tov Locametz, propovv va frdyouy éva ayévvnto BpEépoc.

Odnynon ko yEPLoROS PNy avRdTOV
Agv Bempeitor mbavo to Locametz va exnpedoel v KovoTnTd GOg Y. 001 ynom N XEpiopd

unxovnUaToy.

To Locametz wepiéyer vatpro

To pdppaxo avtd mepiéyet 28,97 mg vatpiov (KOplo cvoTOTIKO poyelpikov/enitpaméllov dAatog) o€
Ké0e éveon. Avtd 1oodvvapei pe 1o 1,5% tng cuvieTdpevng PEYIOTNG NUEPNOIOG TPOGANYNG VOTPIon
UE TN SLOTPOPT] Y10, EVOV EVIALKAL.

3. Iog ypnowpomoreitar To Locametz

Yrdpyovv avotnpol vOpoL yio T XPNOT, TO XEPLIGUO KOl TNV amdppIyT] TV POOIOPUPUOKEVTIKOV
npoidvtov. To Locametz Oa ypnoionoteital Lovo og 101KA EAeYYOUEVEC TTEPLOYES. AVTO TO
POSIOPAPLAKEVTIKO TPOIOV TPETEL VAL TO ¥EPILOVTOL KOl VO GO TO YOPNYOLV LLOVO GTOLN TTOV Eivatl
EKTTALOEVUEVOL KO TTLOTOTOUUEVO Y10 VOL TO YPT|CULOTOI00V LE aGPAAEL. AVTA Ta dTopa Bo TpocéEouy
WOTEPMG TNV AGPUAT YPTON ALTOL TOV PASIOPAPUAKEVTIKOD TPOIOVTOG Kol B GO EVILEPOVOLV YL0!
TIC TPAEELS TOVC,
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O mopnvikdg yatpoc mov emPAénet ) dadikacia Oa amopacioet yio tnv mocodtnto Locametz wov Ba
ypnowononbel oty epintoon coc. Oa gival 1 pikpdTePT TOGOTNTA ATapaitnTy Yo va Anedovv ot
emBvUNTEG TANPOPOPIES.

H mocétnto mpog xopnynon mov cuvnbmg cuvietdTol yio évay evijhka givon 1,8-2,2 MBq
(HeyoumeKePEL, 1| LOVAOOL TTOV YPNOLUOTOLELTOL Y10 TNV £KQPOOT TNG padlevEPYeLag) ava Kg cmpartikon
Bapovg pe edyioto moso 111 MBQ kan péyioto 259 MBg.

Xop1ynon Tov Locametz kot dievépyeia Thg oO1001KOGI0G
Metd TV avacsvoeTacn Kol TV padloonpavet), to Locametz divetat wg apyn £yyvon ot eAPa. Oa
vroPAnOeite o e&étaon PET mov Eexvael 50 wg 100 Aemtd petd tn Aqyn tov Locametz.

Algpkerla TG o1udIKaoiog
O mopnvikdg yroTpdc cog Bo cag evnuepdGEL yio. T cuviOn d1dpKeLo TG SLodIKAGTAG.

Meta v yopiynon Tov Locametz, mpémer va
- Yuveyicete vo TIVETE APKETO VEPO MGTE VO TAPOUEIVETE EVOIUTMUEVOL KO VO, OVPEITE OGO TTLO
GLYVA YIVETOL MOTE VO AITOLLOKPVVETAL TO PUSLOPOPUAKEVTIKO TPOIOV OO TO CAOUN GOG.

O mopnviKdg Y1oTpdc B oG EVUEPDGEL AV ¥PELICTEL Vo AAPETE TUYXOV EOIKEC TPOPLAGEEIC APOD
AGPete aVTO TO EAPIOKO. ETIKOIVOVIGTE IE TOV TUPTVIKO YIOTPO GOG OV EYETE KATOL0 EPMTILLAL.

Edv oog 600si peyardtepn 006n Locametz and tnv kavoviki)

H vrepdocoroyia tov Locametz dev eivar mbavr| eneidn Oa Adfete povo povn d6om M omoio eAEyyeTal
aKpIP®G amd Tov TUPNVIKO Y10TpO Gag mov eXPAENEL T Srodikacia. Q6TOGO, GTNV TEPITTOON
vrepdocoroyiog Ba AaPete v KatdAAnin Bepaneio. Mropet va cag {ntnbel va mivete Kot va ovpeite
GLYVA DGTE VO OTOUOKPOVETOL TO POSIOPAPUAKEVTIKO TPOTOV OTO TO GMUN GG,

Edv &yete Tuyov mepaitépom epmTnoELS Yo T xpnor tov Locametz, napaxodeiche va potioete Tov
TUPTVIKO Y10TPO G0G 0 0T010¢ EMPAETEL TV O10OIKAGIL.

4. IBavéc avemOOuNTES EVEPYELEG

Onwc 6Aa To. apoka, ETCL Kot aLTO TO QAPULOKO UTOPEl va TpokaAésel avemBOUNTES EVEPYELES, OV
Kol Ogv Tapovcldlovtal 6 GAOVG TOVS OVOPOTOLG,.

O avemBountec evépyeteg meptlaufavovy Tic akoiovbeg mov mapatifevror Tapakdtm. AV 0VTEG Ol
avemBounteg evépyeteg yivouv coPapés, mapokaieiche va EvIEPDCETE TOV TUPNVIKO YIUTPO GOG.

Toyvég (umopel va ennpedoovy émg kat 1 o€ kébe 10 dropa)
- Kovpacn (kénwon)

Oy ovyvég (umopel va emnpedoovy émg kat 1 og kabe 100 droua)

- vavtio

- dvokototnTo

- €UETOC

- duappoia

- Enpootopia

- avTIdPAcEIC 6T0 oNUEio Eveong, OMOC pOA®TES, KvNopdg Kot aiodnua Bepudtrog (avtidpdoeig
070 onueio £veongq)

- piyn

To mopdv padloPapraKeELTIKO TPOTOV Ba, amoddaoel pikpéc mocdtnTeg 1ovilovoag axtivoBoiiag Tov
ovoyetiletat pe Tov pKpdTePo Kivouvo Yo Kapkivo Kot KATPOVOULKES avmUaALEC.
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Ava@opd avemOOunTOV EvEPYELOV

Ed&v maponpricete kamoa avemBOpunTn evépyeia, EVNUEPDGTE TOV TUPNVIKS Y1TPS GaG. AVTO 1GYVEL
Kol yuo K60 mhovn avemBOunT EVEPYELL TTOV JEV OVAPEPETUL GTO TAPOV GVUAAO 0T YLDV YPTONG.
Mmropeite eniong v avaeépete avemBountec evépyeleg amevbeiog, LESm ToV €6VIKOD GUOTNUATOG
avaopdg mov avaypdeetorl oto Hopdptnua V. Méow e avagopds avemBOunTov evepyeidv
uropeite va fonbnoete 6T GLALOYY| TEPIGGOTEPMOV TAT|POPOPLOV GYETIKE [LE TNV ACPAAELD TOV
TPOVTOG POPUEKOV.

5. [ ®g pvracceton To Locametz

Agv Ba ypelactel va anobnkevoete avtd 10 APHOKO. AVTO TO PAPLOKO PLAAGCETAL VIO TNV gVOLVN
TOV €101KOV G EVOEIKVLOUEVEG eYKATAGTACES. H pUAAEN TV padloQapUAKEVTIKGOV TPOIOVI®Y Oa
glval 6€ GVUE®OVIO LE TOVG EBVIKOVE KOVOVIGLODG Y10, TO POOIEVEPYE VAIKA.

Ot ax6rovBeg TAnpopopieg mpoopilovtat Ho6Vo Yo ToV E101KO:

- To Locametz dgv mpémet va ypnoLoToleiTal HETA TV NUEpOUNVia AENC TOV OVOPEPETOL GTO
Kovti kKo TV emonpaven petd v EXP. H nuepopnvia Aéng eivor n tedgvtaio npépa tov
LVOL TOV OVOPEPETOL EKEL.

- [pw v avacvotooT, puAdcceTe og Beppoxkpacio pkpdtepn tov 25°C.

- Metd v avachoTtaon Kot T padloonavet), puAGccete o€ Opbia Béon oe Beppokpacia
ppotepn tov 30°C. Xpnoomomote evitdg 6 wpdv.

6. Iepreydpeva TG 6VOKEVAGIAG KOL AOUTEG TANPOPOPiES

T egpréyer To Locametz

- H dpaotikn ovcia sivar gozetotide. 'Eva grolidio mepiéyet 25 pikpoypopupdpio gozetotide.
To GAAao cvoTaTIKG givat: YevTiokd 0&D, vatplo 0&ikd Tpdpikd kot vatpro yAoptovyo (BA. “To
Locametz mepiéyel vaTplo” oty mopdypapo’2).

Epedvion tov Locametz kot wepieydpeva TG 6VGKELOGING
To Locametz givar pio Tomomompuévn GUGKELOGI Y10 POSIOPAPHOKEVTIKA CKEVAGUOTO LE TOAAES
S00E1g IOV TEPIEYEL £vaL PLOAISI0 e AEVKT Avo@IM@pévn okdvn (okdvr Yo StdAvpa yio. Eveon).

To gallium-68 dev givon pépog TG TVTOTOMUEVNG CLGKEVOGIOC.

Metd v avacdotacn Kot tn padtoonuavet, to Locametz nepiéyet oteipo didivpa yio éveon gallium
(°*8Ga) gozetotide pe dpdion £mg kar 1.369 MBq.

Metd v avacdotoon, To Sidhvpa yia éveon gallium (8Ga) gozetotide mepiéyet eniong vdpoyhwpicd
0&p.

Méyeboc cvokevaoiag: 1 guaridio.

Karoyog Adsrag Kvkrhogopiag
Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road

Dublin 4

IpAavdia

HopackevacTiig

Advanced Accelerator Applications (Italy) S.R.L.
Via Crescentino snc

13040 Saluggia (VC)

Itoiia
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I"oa omoladnmote TANpoPopio GYETIKA e TO TUPOV PAPLOKEVTIKO TPOIOV, TAPAKUAEIGTE VO
amgvBuvleite otov TomIKO avTITPdcwTo Tov Koatdyov tng Adstog Kvuihopopiog:

Belgié/Belgique/Belgien
Novartis Pharma N.V.
Tél/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
Novartis Sverige AB
Tel: +46 8 732 32 00

Deutschland
Novartis Pharma GmbH
Tel: +49 911 2730

Eesti
SIA Novartis Baltics Eesti filiaal
Tel: +372 66 30 810

E\rada
BIOKOXMOX AEBE
TnA: +30 22920 63900

n
Novartis (Hellas) A.E.B.E.
TnA: +30 210 281 17 12

Espafia
Novartis Farmacéutica, S.A.
Tel: +34 93 306 42 00

France
Novartis Pharma S.A.S.
Tél: +33 155 47 66 00

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

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

island
Novartis Sverige AB
Simi: +46 8 732 32 00

32

Lietuva
SIA Novartis Baltics Lietuvos filialas
Tel: +370 5 269 16 50

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 88 04 52 111

Norge
Novartis Sverige AB
TIf: +46 8 732 32 00

Osterreich
Novartis Pharma GmbH
Tel: +43 1 86 6570

Polska
Novartis Poland Sp. z 0.0.
Tel.: +48 22 375 4888

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

Slovenska republika
Novartis Slovakia s.r.o.
Tel: +421 2 5542 5439



Italia Suomi/Finland

Novartis Farma S.p.A. Novartis Sverige AB

Tel: +39 02 96 54 1 Puh/Tel: +46 8 732 32 00
Kvbztpog Sverige

BIOKOXMOX AEBE Novartis Sverige AB
TnA: +30 22920 63900 Tel: +46 8 732 32 00

1

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

Latvija

SIA Novartis Baltics

Tel: +371 67 887 070
To wapdv @UAA0 00N YOV Yp1ioNS avaOe®P1)ONKE Y10 TEAEVTOIO POPE GTIS
AlLreg N YEG TANPOQOPLAOV

Aemtouepeic TAnpoeopieg yia to eappako avtd eivar dtabéoipeg 6to dikTvakd TOTo ToL Evpmmraikon
Opyavicpov dapudkmv: http://www.ema.europa.eu.

Ot minpogopiec mov axorovBodv ancvdivovtor LOvo og emayyerLaties vyelag:
H mAnpng ITXTII tov Locametz mopéyetatl o€ xwpiotd £yypago 6T GLOKEVAGIN TOL TPOIOVTOC Kol
010Y0G £Vl 1 TOPOYT OTOVS ENOYYEANATIEG VYELNG AAAWDV EMTPOGHETOV EMOTNUOVIKOV KOl

TPOKTIKOV TANPOPOPLAOV Y10 TN XOPTYNCT KL TN ¥PTON GLTOV TOV PASIOQPUPUAKOD.

[opakareicOe va cupPfovievteite v [IXII.
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