ITAPAPTHMA 1

HEPIAHYH TON XAPAKTHPIETIKOQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

SomaKit TOC 40 pkpoypoppdpia Kit yio opackent) padtopapudkon

2. MOIOTIKH KAI MOXOTIKH XYNOGEXZH
Kabe proridio kovewg mepiéyet 40 pikpoypappdpto 60TPEOTIONG.
To padiovovkAidto dev mepthapuPdvetal 6To Kit.

Mo Tov TANpn Katdrhoyo TV ekdoywv, PA. mapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H

To KiT Y10 TNV TOPAGKELT POUSIOPAPUAKOV TEPLEYEL:
- Kovig yia evéoypo d1dAvpa: To PLoAidlo TepLEYEL Lo AEVKT] ADOPLALDLLEVT] KOVL.
- PuBpiotikd didivpa avtidpaong: To eloAldlo TePLEYEL £va S1OVYES, AYP®UO SIEAVLLA.

o padtoohpoven pe Stélvpo yYAmpodyov yarriov (%Ga).

4, KAINIKEX IAHPO®OPIEX
4.1 OgpamevTikég gvoeitelg
AVT0 TO POPUAKEVTIKO TPOTOV YPNGIUOTOLEITOL LOVO Y10l Sy VOGTIKOVG GKOTOVC,

Meté ) podtocnpaven pe dtéavpa yhoptovyov yaAiriov (8Ga), to Siéivpo tov yariiov (8Ga)-
£00TPEOTIONG TOL AAUPAVETOL EVIEIKVLTOL Y10, TV ATEIKOVIGT] TNG VIEPEKPPUCTS TOV VITOOOYEWDY
COUOTOOTOTIVIG [E TV Topoypapio ekrounig nolitpoviov (PET), og evilikovg acBeveic pe
emPefarwpévong 1 ealOpUeVoLg KOAMS S10pOPOTOUEVOLS YOGTPO-EVIEPO-TIYKPEATIKOVS
gvookpiveic 0ykovg (GEP-NET), yia tov eviomioud Tp@toyevay OyKmV Kol TOV HETASTAGEDY TOVG.

4.2  Aocoroyio Kol TPOTOG YOPNYNONS

To @apuakevTikd Tpoidv Bo mpémet va yopnyeitol pdvo omd eEEIOIKEVIUEVOVS ETOYYEAUATIEG TOV TOUEN
g vyelag pe TeXVIKN eEEBIKELON OTN XPNOT| KoL TOV XEPICUO SLOYVOOTIKAOV TOPAYOVIOV TNG
TLPTVIKNG WTPIKNG Kot LOVO G€ KADOPIGUEVEG EYKATAGTAGEIC TVUPTVIKNAG LLTPIKNG.

Aocoloyia

H cuvictduevn padievépyeta yio. Evay evikika Bapovg 70 kg eivon 100 émg 200 MBq, yopnyovueva ue
amevdeiog Ppadeio evoopréPia Eveon).

H padievépyeia Bo Tpocapprootel oTo YOpaKTNPIGTIKA TOL 00OEVOVG, TOV TOTTO TNG UNYOVIG AMYNG
PET mov ypnoiponoteiton kot Tov Tpdmo ANYng.

Hlxiouévor
Agv amaiteitol €101k6 S0GOAOYIKO GO Y10 NATKIOUEVOLS 0oDEVEIC.

Neppixn/Hratixn dvelertovpyio
H ac@dieta Kot 1 0moTEAECUOTIKOTNTO TOV Qopuikov «yiAAito (8Ga)-edotpeotiony» dev éyet
ueAetn0ei o acbeveic pe veppikn N NEOTIKA SOVGAELTOLPYICL.



THoudrotpios tAnBoouog

H ac@dieta Kot n amoTEAESHATIKOTN T TOV Qapudkov «ydAiio (8Ga)-edotpeotidn» dev &xovy
tekunproei o Tod10TpIKovg TANBLGHOVE, OTOV 1] UTOTEAECUATIKT dOCT] EVOEXETAL VAL OLOPEPEL OO
avT TOV evNAikov. Agv vTdpyel cvoTacn oxeTika pe T ypnon tov SomakKit TOC cg modaTpicong
acbBeveic.

Tpomoc yopnynong

To SomakKit TOC mpoopiletar povo yio evoopAéPia ypriomn kat yuo pio povo xpron.
To ev AOy® QapurakevTikd Tpoidv Ba mpénet va padtoonuaviel Tpv yopnynbei otov acbevi.

H padievépyeia tov papudxov «ydAiio (8Ga)-cdotpeotidny» mpénet va petpdron pe Babpovountn
POSIEVEPYELNG OUESMG TPV ald TNV EVEGT).

H éveon tov @appdkov «ydilio (%8Ga)-edotpeotidn» npémet vo yopnyeitar evéopiefing dote va
amoeVYETOL 1 TOTKT e€ayyeimaon, mov 00Nyel o€ akoVoLH AKTIVOBOANGT| TOL 0GOEVT] KOl TAAGULATIKA
EVPNUOTO TNG ATEIKOVIOT|G.

Mo 0dnyieg oxeTiKd pe TNV €L TOTOL TAPAGKELT TOV PAPUOKEVTIKOD TPOIOVTOC TPV 0o TN
yopnynon, PA. mapdypao 6.6 kot 12.

INa v mpoetopacio tov acbevr| PA. Tapdypapo 4.4.

Anyn eixcovog

To padioonuacpévo SomaKit TOC givar katdiAnio yia watpikn| oneikovion pe PET. H Afyn npénet
va TEPILOUPAVEL ATYT TOL GLVOALOL TOL CAOUATOG ATd TO Kpavio péxpt To HEco Tov unpov. O
GUVIGTOUEVOC ¥POVOG Yo TV amelkovion givar 40 Emg 90 Aemtd petd v éveon). O ypovoc Evapéng
NG AW OEKOVIONC KoL 1) SLEPKELD TPETEL VO, TPOGUPHOLOVTOL COUP®VA UE TOV EEOTAIGUO TTOL
YPNOLOTOLEITAL, TOV aGOEVT] KOl TOL YOPAKTNPIOTIKA TOL OYKOV DOGTE Vo AapPAveTor 1 KaAdTepn
duvaTh TOOTNTO EIKOVAG.

4.3 Avtevositeag

YrepevaioOnoio 6t dpactiky ovcia, 6 KAmolo amd To £K60Y0 TOV AVOPEPOVTUL TNV TTapdypapo 6.1
1 0€ OTOLOONTOTE OO TO. GULGTUTIKG TOV CNUOCUEVOL PASIOQAPUAKOV.

4.4  E101kég TPOELOOTOUNGELS KUL TPOPVAGEELS KATA TN (piom

[MBavotnTo vEEPELOLGHNGIOC | VOQVACKTIKAOV OVTIOPUGEDV

Y& TePInTOOoT EUPAVIONG VITEPEVALGHNGIOG 1) AVOPLANKTIKOV GVTIOPAGE®DY, 1] YOPTYNOT TOV
QOPUAKEVTIKOD TPOIOVTOG TPEMEL VO, SIUKOTEL AUESHOS Kot va, Yivel Evapén eviopiéPiog Bepaneiog, av
glvar amapaitnto. ['a T dtevkdAvvor TG AUESTG OPAOT|G OE TEPITTOOELS EKTAKTNG OVAYKNG, TOL
ATOPOITNTO PUPUAKEVTIKA TPOTOVTO KOl 0 EEOTAIGUAC OTIMG O EVOOTPUYELOKOC COAVIG TPETEL VAL,
glvan dpeca drabéoipa.

Artioldynon otoukob 0QEA0LY/KIVOVVOL

INo ké0e acbevn, n €ékBeon otnv axtivoPoirio Tpémet va dikatoroyeitol pe Baon to mbavo 6eerog. H
yopnyovuevn axtivoPoria tpénel o€ kKabe mepintmon va ival 660 yaunAdtepn pmopei va, exitevyel
®oTE Vo, ANEO0HV 01 OTAUTOVUEVEG SLAYVOOTIKES TAT|POPOPIEC.

Neoppwn/Hratikn dvciertovpyio

& ovTovg ToVG 0loBevei, amatteital TPooekTik £EETAON TNG OVOAOYING 0PEAOVC-KIVEDVOL, KOOMG o
avénpévn éxbeon oe axtvoPfolio sivor mbovy.



Toudwarpikdc TAnOvoude

Mo TAnpogopieg oyeTikd pe ™ ¥pnomn o€ TodTpiko mAnbvoud, PA. tapdypapo 4.2.

IIpogtowacio Tov achevoic

O acBevnc Ba Tpémetl va eivar KaAd evudatouévog Tpv amd v Evapén tng e&étaomng Kot va
TAPOTPOVETOL Va. £XEL OGO TO dVVATOV TEPIGGITEPES KEVADGELS KATA T1) OLAPKELD TOV TPDTOV OPDV
Hetd v eEtaon MGTE 1 padleveEPyeLn va LetmBel.

TOAAMLATO 6TV EpUNVEin TV ansikovicewV e «ydAlo (8Ga)-edotpeotion»

O1 ewx6veg g PET pe «yédhio (%8Ga)-edotpeotidn» aviikatontpilovv thv mapovsio tmv vrodoyimy
GOUATOGTOTIVIG GTOVG 16TOVG.

Ta d6pyava pe uwnAn npdoAnwn «yaAAliou (58Ga)-edoTpeoTidnNG» nepiAauBavouv Tov onAfva, Toug
VEQpPOUG, TO Anap, Tnv undguan, Tov Bupeosldr adéva Kal Ta enivepidia. Mnopei eniong va
napatnpn®ei uwnAn QuaoioAoyikn NPooAnwn «yaAAiou (68Ga)-ed0TpeoTidNG» and TNV ayKIoTPOEIdN
anoguaon Tou NaykpeaToc.

H avénpévn mpdohinyn «yodiiov (8Ga)-edotpeotiong eivon un £181kn yia tovg GEP-NET. Ot
EMOYYEAUATIEG VYELOG TPETEL VAL EIvaL EVAIEPOL Y10 TO OTL EVOEXETOL VO, OITOLTOVVTOL TEPOLTEP®D
OTEIKOVIOELS N IOTOAOYIKEG KOU/T) AAAEG OYETIKEG EEETACELS Y1 TN OIS TMOOT TG d1dyvmong.

E&ottiag TG @uoiohoyikng mpdoAnymg «yarriov (%8Ga)-edotpeotidngy, n ominviacn kot o
EMKOVPIKOG EVOOTTOYKPENTIKOG CTANVOG UTOPEL VO, VIYVELTODV TUYAIO [LE OLOYVMGTIKN UE GTOYO TOVG
vrodoyeic cowpatootativig. ‘Exouv avapepbel mepiotatikd Katd ta omoia tétota TpdSAnym Exel
SYVOGOTEL EGPUAUEVO (OC VEVPOEVOOKPIVIKOL OYKOL, 00NYymVTaG o€ TepItt TapépuPact. Ot datapoyss
TOV GTANVO, (.Y, CTANVEKTOUN, CTANVINOT] KOl ETKOVPIKOS EVOOTOYKPENTIKOG CTTANVOC) O Tpémet
EMOUEVMG VO BE®@POVVTOL GYETIKOG TOPAYOVTAG KOTA TNV VOPOPE TOV OMOTEAEGUATOS TG
SYVOOTIKNG LE GTOYO TOVG VTTOJ0YEIS COUATOGTATIVIG.

Ta Oetikd amoteAéopota amortovy eniong v agloddynon g nifavotntag vrapéng AAANC acBévelog
OV YopaKTNPILETOL O VYNAEG TOMIKEG GLYKEVIPMGELS VITOS0YEWV cOUATOoTATIVIG. [0 Topadetypa,
N avENGT TNG TLKVOTNTOG TOL VITOS0YEN TG CMUATOGTATIVIG UTOPEL ETLONG VO TPOKDYEL GTIC
TOPOUKATO TOOOA0YIKES KOTOOTAGELS: VITOEEIEG PAEYUOVEG (TTEPLOYEC GUYKEVIPOGEMV AEUPOKVTTAP®V,
GUUTEPTAAUPOVOUEV®VY TOV OVTIOPUGTIKMV AEUPOIEVAOV, Y10 TOPASELY LA HETA amd EUPollacpd),
nafnoelg Tov Bupeoeldovg (m.y. avtovouio Bupeoeldn katl vocog Hashimoto), 6ykot tng vrépuong,
VEOTANGIEC TV TVELUOV®V (UIKPOKLTTUPIKO KOPKIVOUA), UNVIYYIOUATO, LOOTIKG KOPKIVOUNTO,
AeUPOLTEPTAACTIKY| VOGOG (T.). VOoog tov Hodgkin ko un-Hodgkin Aepodparta) kot 6yiot
TPOEPYOUEVOL OO 16TO EUPPLOAOYIKE TOPAYOLEVOL OO TN VEVPIKT aKpoAoPia (TT.).
TOPOYAYYALDOUOTO, LVELOELDT KAPKIVOUATE BUpe0EldonS, VEVPOPALOCTMLOTO, QOIOYPOUOKVTTMLOTOL).

Y mepintwon ocvuvdpopov Cushing, n paxponpdbecun £kbeon oe gvdoyevn vrepkoptiloranptio pmopel
va VopLOUicEL TNV EKEPACT TOV VTTOJ0YEDMV COUATOGTUTIVIG KO VO ETLOPAGEL OPVITIKA GTO,
ATOTELEGHOATOL, TNG AMEKOVIONG TV DTOSOYEMV COUATOSTATIVIC HE «yaAlo (8Ga)-edoTpeotiony.
'Eto1, og acBeveig pue GEP-NET kot suvdpopo Cushing, n opolomoinon g vrepkopti{oropiog Oo
npénel vo, cuothvetan pwv amd ™ dieEoywyn PET pe «ydAio (8Ga)-edotpeotidny.

[eplopiopol e anetkoévionc pe «yéario (#Ga)-edotpeotidn»

Y1ouc GEP-NET, évo voBadpo eviovotepng amd To kovovikd mpdoinyng «yorriov (8Ga)-
£00TPe0TIONG gival £va onuavtikd evpnua. Qoto6c0, ot aAloinoelg twv GEP-NET mov dev
EKPPALOVV ETOPKT TUKVOTNTO VTOSOYEMV COUATOGTATIVNG 08V UTOPOUV VO, OTTTIKOTTOIN 000V Lie
«yaAMo (%8Ga)-edotpeotidny. O eikéveg PET pe 1o @dppoxo «ydiio (8Ga)-edotpeotidny mpénet vo
EPUNVEDOVTOL OTLTIKA KOl 1] NUTOCOTIKY péTpnon Thg tpdsinyng yariiov (8Ga)-edotpeotiong dev o
TPEMEL VO, YPTCILOTOIEITOL Y10, TNV KAVIKT EPUNVEIN TOV OTEIKOVIGE®DV.



Ta dedopévo Tov OEPEMBVOVV TNV ATOTEAECHATIKOTNTO TOV Pupudkov «yarriov (8Ga)-
€00TPEOTIONSY OTNV TPOANYN Kol KATAYPAPT TNG OEPAUTEVTIKNG OVTATOKPIOTC OTY] PUOIOVOVKAIOIKY
Oepaneio pe dopecorapnon vrodoyéwv mentdiov (PRRT) oe iotoroyikd emPefoaropévo petaotatikd
NET eivou mepropiopéva (BA. mapdypago 5.1).

THopdAAnAin ypnon ovarldy®V COUATOGTOTIVIG

Eivor mpotipdtepn 1 SieEoywyn amekdviong pe «ydiho (8Ga)-edotpeotidny mv(1c) nuépa(eg) mpv
amo Vv endpevn yopnynon avaidyov copatootativng. BAéne mapdypago 4.5.

Metd tn Srodikacio

H otevn eman pe veoyva Kot yuvaikes 6€ KOTAOTOOT EYKVUOGUVTG Ba mpémel va mepropileTot Katd
TIG TpOTEG 12 Dpeg petd ™ opnynon.

Ewwéc mposidomomosig

To @appakevTikd TPoidv oawtd mepiEyel AMyotepo amd 1 mmol vatpiov (23 mg) avd povada doong,
glvar ovtd Tov ovopdovpue «grevBepo vatpiovy.

Abyo tov 6&vov pH tov padtoonuacuévov dtahdpatog yodriov (8Ga)-edotpeotidng, n Tuyoda
e€ayyeiwon pmopel va tpokarécsl Tomikd epediond. Ze mepintwon e&oyyeimong, n £éveon npémet va
dlokomTeTOL, TO oNpEio TG Eveong va oARAlel kat 1 emnpealOUEVT TEPLOYT VO EKTAEVETUL LE SLOAV LA
YAPLOvYOL VaTpiov.

Ot TpoLAGEELG oyeTIKA LE TEPPOALOVTIKOVG KIVODVOVG TEPLEYOVTOL GTNV TAPAYPUPO 6.6.
45  Almiemopdosic pe GAAo QUPRUKEVTIKG TPOIOVTO KOl GAAES pOPPES aAMAeTiopacng

H copatootativn kot ta avaloyd g Thovag aviaymvilovtal yio 0EGUEVCT) 6TOVG 1010V¢ VITOSOYEIS
COUOTOCTOTIVIG. ¢ €K TOVTOV, KOTA TN Oepameia Tov asbevoic e aviloya copaTooTaTivig, etvat
npoTndTEPN N Selaymyn omewdviong pe «ydAio (8Ga)-edotpeotidny» Tv(ic) nuépa(eg) mpv omd v
EMOUEVT OPNYNOT OVOAOYOV GMOUATOGTATIVIG,.

H paxponpofecun éxbeom e evdoyevn vaepkoptiloraipio propel vo vTopLOUIGEL TNV £KPPOCT) TOV
VTOJOYEMV COUUTOCTOTIVIG KOl VO, ETIOPAGEL OPVNTIKA OTO OTOTEAEGHLOTO TNG OTEIKOVIONG TOV
VTodoYEmV cmuoatooTativig pe «ydAlio (%Ga)-edotpeotidn». e acheveic pue ouvdpopo Cushing, 1
opaiomoinon g vrepkoptilorapiog Oa wpénel va e€etdleton Tpv amd tn deEaymyn PET pe
SomaKit TOC.

Yrdpyovv opiopéveg evoei&elg 0Tl To KOPTIKOGTEPOELDN UTOPOVV Vo ETdyouy v ow&opvluion tov
VT0d0YE®V GOUOTooTOTIiVIG VToTVTToL 2 (SSTRS2). H emavenuuévn yopnynon vWnidv d6Gemv
YAVKOKOPTIKOGTEPOEWDDV TPV amd TN xopnynomn yoriwo (68Ga)-£dotpeotidng evosyetar va
wpokarécel avemapkn ékppaon SSTR2 yia v enapkr ontikonoinon vevpoevdokpivav oykwv (NET)
OeTIkdV 6TOV VTTOSOYEN COUATOGTATIVIG.

4.6 Tovipétnra, kOMon km yorovyio

T'uvaikeg og avamapoy@yikn NAKio,

Oroav vrdpyel Tpoheon yopyNone padloQOPUAK®OY GE YUVOIKO TTOV PPICKETHL GE OVOTOPUYMYIKY
nAia, lvar onuavtikd va tpocdtopiletan v eivar £ykvog i oyt Kabe yovaixko n omoia £xet ydoet
évav KOHKAo mep1odov, Tpénetl va Bewpeitan £ykvoc, péypt anodei&emg Tov avTifETOL. Xe TepinTmon
APPIPOALOG GYETIKA LE TNV €V OLVAUEL EYKVIOCSVVN TNG (€GV 1) Yuvaika £xel kaBvoTépnon Teplodov,
€4V o1 mEP1Od0L TG €lvar TOAD aKovOVIGTEG KAT.), B0 pémel vo tpocpepHoly oty acbevi
EVOALOKTIKEC TEYVIKEC TTOV OgV ¥PNGU0ToLovV wvtilovca aktivoforia (eav vdpyovv).



Kvnon

Agv vtapyovv 10010 SEGOUEVO TYETIKA LE TN YPNOT) VTOV TOL POPUAKEVTIKOD TPOIOVTOG KOTA TN
duapkela tng komone. Ot dadikacieg padiovoukAdimv Tov die&dyovial o€ £YKVEG YOVOIKEG
cuvodebovtal amd d0ceLg akTivofoiiag yia to Euppvo. Q¢ ex TovTOVL, PHOVO Pactkés Epevves Ba Tpémel
VO TPOLYLLOTOTO0VVTOL KAT T O1APKELD TNG EYKLHOGVUVNG, dTav To TBavo 0pelog vtepPaivel katd
ToAD TOV Kivouvo Tov 0moio Slatp€youy | uUnTépa Kot o EUPpuo.

OnAacpog

[pw amd ™ Yop1YNOTN PASIEVEPYDV PAPUAKEVTIKGV TPOIOVI®MVY GE o untépo tov OnAalel, mpémet va
eEetdleton 1 mepintwon kabvoTépnong g xopynomng padtovovkidiov £m¢ 1o T€Aog g TepLddov
Onhacpov, Kabmg Kol 1 ETAOYH TOV KOTOAANAOTEP®V PASIOQUPUAKOV, AAUBAVOVTOS VTTOYT) TV
£€KKpLoN POdIEVEPYELNG GTO UNTPIKO YaAa. Edv kpiveton amapaitntn n yopriynon, o Oniacuodc npénet
va dakomtetan Yo 12 dpeg kot vo anoppinteTol To PnTptko yoho mov £xel GLAAEYDEL.

H otevn emapn| pe Bpépn Kotd Tig TpadTeg 12 dpeg petd v éveon, Ho TPENEL va OmOPEVYETOL.

Tovipétnto
Agv TpaypatomoOnKoy HEAETEG GYETIKA e TNV 0EI0AGYNOT TG ETMTOONG OT YOVILOTNTO.
4.7 Emopaoeig 6TV IKOVOTNTA 001]Y1|61S KL (ELPLCLOD PNy OVI|LATOV

To @éppako «yériio (88Ga)-edotpeotidny Sev &xet kopio 1| £xEl OGOV ETISPACT GTNV IKOVOTNTOL
001 YNONG KOt YEPIGLOV UNYAVAV.

4.8  AvemOOunteg evépysreg

H éx0eom og 1ovtiCovoa axtivoPoiio cuvdEeTal Le TNV EREAVIOT Kopkivoy kot Ty mhovi avartuén
KAnpovokav avouciidv. Kabmg n arotehesuatikn doon givar mepimov 4,5 mSvy dtav yopnysitor m
uéylotn cvvietopevn padievépyela tmv 200 MBq, 1 avopevopuevn mBavoTTa ELPAVIONS QVTOV TV
AVETOOUNTOV EVEPYEIDV EIVOL TTOAD [KPY).

O avemBountec evépyeteg ywpilovial o€ Opades COUPMVA UE TI CUUPATIKEC GLYVOTNTEC TOV
MedDRA: oAb cuyvéc (>1/10), cuyvég (>1/100 émg <1/10), oyt cuyvéig (>1/1.000 éwg <1/100),
ondvieg (>1/10.000 £wg <1/1.000), ToAd omdvieg (<1/10.000), un yvootég (dev pmopovv vo
ekTiunOovv pe Paon ta dwbéoipo dedopéval).

Tevikég o10T0poyés Kol KaTOoTAGELS THS 000D YOPHYNONS
Mn yvootéc: mévog oto onpeio Eveong

[eprypa@n emMALYUEVOV OVETIOOUNTOV EVEPYELDV

"Exovv avapepdel meptotaticd Katd o omoio TéTota 1 puo1odoykig TpdsAnyn yorriov (8Ga)-
€00TPEOTIONG OO TOV GTANVIKO 10TO £XEL SIOYVOOTEL ECOUAUEVO MG VEVPOEVIOKPIVIKOG OYKOG,
odnyadvtog oe mepttt mapéuPoon (PA. Tapdypogo 4.4).

Avopopd THavorloyoOUEVOV avETIOOUNTWOV EVEPYELDY

H avagopd mboavoroyoduevoy avemBOuntmy evepyeimy PETd amd T yopnynon adslog kKukAopopiag
TOV PAPUOKELTIKOD TPOIOVTOG elvar onpavtikn. Emrpénet tn cuveyn mapakolovdnon g oyéong
0PEALOVC-KIVOVVOL TOV QUPOKEVTIKOD TPOTOVTOC. Znteitatl amd Tovg enayyeAUOTIES LYEINS VA
AVOPEPOVY OTTOIEGONTTOTE TOUVOAOYOVUEVEC OVETIOVUNTEG EVEPYELES LECH TOVL EOVIKOD GLGTILATOG
ava@opdg Tov avaypdeetol oto [Hapdptnua V.


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

4.9 Ynaepdooolroyia

e TepInToT YopPNYNoNg VIEPPOAIKNG 6OCNG POSIEVEPYELNGS, T) ATOPPOPOVUEVT OO TOV 0oBev dOoM
Oa Tpémel va petmBel 6mov eivar duvatd, avEdvovtag Ty amofoin padlovouKAMOIOY amd TO GO, LE
OVOYKAOTIKN EVLOATMON Kot cuyvi ovpnon. Evdeyopévmg va fonbobdoe 1 extipnon g
OTOTELEGLLATIKNG SOOTG IOV EPAPUOCTNKE.

5. DOAPMAKOAOTI'IKEX IAIOTHTEX

51 ®@appoxodvvopkis 1010TNTES

Doppokobepamentikn katnyopic: AlyvooTKd padtoQipuaKo, AL S10yVOOSTIKE POSIOPAPLOKO Y10
aviyvevon oykav, koduog ATC: VO9IX09.

Mnyoviopdg dpdonc

To @appako «ydirio (*8Ga)-edotpeotidny» decueveton oTovg VIodoysic cmpatootativng. In vitro,
aLTO TO PadOPApLAKO decpeDETOL PLe VYNAN cLYYéveld Kupiwg otoug SSTR2, adlrd, emiong, o€
HiKpoTEPT £KTOGN, 0ToVg SSTRS.

H in vivo numocotikf cuoyétion petald e Myng «yoiiov (8Ga)-edotpeotidng» oe dykovg Kkon e
mokvotntog Tov SSTR2 og 1otonaboloyucd detypota dev a&lodoynOnke, ovte o€ acbeveig ue GEP-
NET ovte 6e puotoloytkd opyavoa. EmmAéov, 1 in vivo décpevon tov gapudxov «ydAio (8Ga)-
€00Tpe0TioN» o€ douég 1 Opyava ektdg v SSTR mapapével dyvoo.

Doppokodvvoukéc emdpGoels

TTIG YMUKES GUYKEVIPAGELS TTOV XPNGLUOTOLEITOL, TO PApuaKo «yiAAo(*8Ga)-edotpeotidny dev
QOiveTol va £(EL OTO0ONTOTE KAIVIKA GYETIKO POPUAUKOOVVOULIKO OTOTEAEGLO.

H edotpeotion givar Eva avaroyo ¢ copatootativiig. H copatostativn ivar €vag
veuPOoSAPIPACTNAS GTO KEVIPIKO VELPIKO GUGTNUA, OAAG ETIONG KOl Uiot OPUOVT| 1) 0TT0i0, OEGUEDETOL OE
KOTTOPO VEVPOEVOOKPIVIKNG TPOEAEVGTG KO AVACTEALEL TNV OEAELOEPWOT TNG AVENTIKNG OpUOVIG,
NG WVGOVAIVIG, TNG YAVKAYOVTG KO TNG YAOTPIvIG. Agv DTTAPYOLV SESOUEVE CYETIKA LLE TO OV 1|
EVO0PAEPLOL Yop1yNom £00TPE0TIONC TPOKOAEL LETAPOAN TOV EXTEI®V TNG YOOTPIVIG KOl TNG
YALKOyOV™G TOV 0pOv

KAMviki) omoTeAeoLaTikKOTNTO KOl 0GQAAELD

I v aviyvevon g tpwtonabols Béonc twv GEP-NET og nepintwon avénpévov emmédmv evog
GUVOPOLS Proynutkod deiktn Tov OyKov N o€ TePinToT amodedetlypévng petdotaong NET, n
gvoicdnoio pe Paon tov acbevn kot eEeideikevon g PET pe «ydihio (Ga®)-gdotpeotion» nrav
100 % (4/4) ko 89 % (8/9), avtictoiywc, otnv TpoomTiky| pLeAétn Tov Gabriel Kot TV GUVEPYATOV TOV
(2007). To mocootd aviyvevong adioidoemy nrav 75 % (3/4) onv vrooudda TV acbevdv pe
dyvoot tpotoradn B€om Oykov otny mpoontiky pueAétn tov Frilling kot twv cuvepyatdv tov (2010).
Zmv avadpopukn dnpocicvon tov Schreiter kot Twv cuvepyotmv Tov (2014), 1 evéo-aTopkn
ovyKpion o o vToopdda 20 acevav katédeite 0Tt 10 Pappako «ydAAo (Ga®)-edotpeotion»
EMETPEYE TOV EVIOTIGLO TOV TPAOTUPYLKOD dyKov o€ 9/20 (45 %) acheveic evd pe T0 PAPUOKO «ivolo
(*n)-revetpeotidon» avtd emredydnke otovg 2/20 (10 %).

M1 TPOOTTTIKY £VO0-0TOUIKY GVYKpIon KotédetEe OTL T0 Papuoko «ydAAto (%8Ga)-edotpeotidn» eivor
wavd va aviyvedoel aALOIDOCELS KaADTEPQ amd To @appako «ivdio (111In)-nevietpeotidn». Eva
060010 aviyvevong ailoiwoewv 100 % (40/40) évavt 85 % (34/40) mapatnprinke ot perétn tov
Hofmann kot tov cuvepyatdv tov (2001), oty omoia otpoatoroynnkay acheveig e 10ToAoykd
amoodedetypévoug Ppoyykovg (n=2) NET /| NET pécov evtépov (n=6). tn ueAétn tov Buchmann kot
TV cuvepyatdv Tov (2007) Tov dievepynonke oe 27 aobeveic kuping ue GEP-NET (59 %) 3 NET
Gyvootng mpotapyikng 0éong (30 %), pe to phppako «ydiiio (88Ga)-edotpeotidn» aviyvedtnkay 279
aAodoelg Evovt 157 oAloidoemv Tov mapotnpionkay pe to pdppoxo «ivdio (111n)-tevretpeotiony.



> peiétn tov Van Binnebeek kot tov cuvepyatav tov (2015) oe 53 acBeveic pe petactatiko GEP-
NET [kvpiwg GEP-NET (n=39) 1 NET dyvootng npoéievong (n = 6)], to Bacilopevo oty aAloiwon
TO0GOGTO Ovixvevong ToL Papudkov «ydAlio (8Ga)-edotpeotidn» frav 99,9 % (1089/1099) évavtt

60 % (660/1099) y10. to @éppako «ivéro (*n)-nevietpeotidn», ue Pdon t1g capmoelg
mapokorovOnonc. Xt perétn tov Lee kot twv cuvepyatdv tov (2015) oe 13 acBeveig ue GEP-NET,
aviveELTNKOY GUVOMKE 35 Oetikéc allowboelg o 10 acbeveic ite ue PET/CT pe yéiho (%8Ga)-
£dotpeotion eite pe SPECT/CT pe «ivdio (11HIn)-mevtetpeotion», evd 3 acbeveic dev mapovsiacav
omolesdNmote BeTikég ahAoldoelg o€ Kopia and T peBddovg amekovions. Me to eApUaKo «ydAAlo
(®8Ga)-cdotpeotion» aviyvevtnkav 35/35 (100 %) oAlowdoelg évavtt 19/35 = 54 % pe SPECT/CT pe
10 Pappako «ivdio (1n)-revietpeotidny. tn uedétn tov Kowalski kot tov cvvepyatdv tov (2003)
oe 4 ao0eveic ue GEP-NET, 1o @éppoxo «yérlo (%Ga)-edotpeotidn» kotédeile évo kaAdTepO
Bacwdpevo otov acbevi) mocootd aviyvevong (100 %) cuykpitikd pe to eapuoko «ivolo
(*In)-nevtetpeotidn» (50 %).

Ta Srabécipa Sedopéva oYeTikd pe TV KAVIKH 0mOTELEGLATIKOTNTA TOV Qapuakov «ydilio (%®Ga)-
€00TPeoTiON» Yo TNV £vdelEn TpoPAeyng Kot TapakoAovdnong g Bepamevtikng avTandkpiong ot
padlovoukAdikn Bepameio e dapecordfnon vrodoyéwv nentidiov (PRRT) og 1otoloykd
emPeforopévo petactatikd NET etvar meplopiopéva. ‘Exovv vtoPindet névte peréteg, pio amd avtég
glvan mpoomntikn| (Gabriel k.4., 2009) xon téccepig givar avadpoptkés (Kroiss k.d. 2013, Ezziddin k.4.
2012, Kratochwil «k.d. 2015 kot Luboldt k.&. 2010a). tn peiétn omd tov Gabriel kot Tovg cuvepydteg
0V (2009), N Tpo-PRRT pe «ydriio (8Ga)-edotpeotidn» cvykpidnke pe CT § MRI ypncipomoidviog
ta Kpimpua A&lohdynong g Avtamoxpiong og Zoumayeis Nocovg (RECIST). Ot PET kot CT
Kkatédel&ay Eva cOppovo arotéleoua o€ 32 acbeveig (70%) kot acvupmvieg o 14 acbeveic (30%)
mapovctdlovtog 9 e e£gMocdEVT VOGO Kat 5 e DQEoT).

H avadpopikn peiétn tov Kroiss kot twv cuvepyatdv tov (2013) og 249 acbeveig pe NET katédeile
6tim PRRT Sev enmpedlet onpovTiké THY NUTOGOTIKN TPOSANYN TOL Qappdkov «yéilio (%8Ga)-
gdotpeotion» g PET, ektog and T1g petaotdoeic 1o Nrap tov acbevav pe NET, aAdd n pelém
GTEPOVVTAY 0TOAOYIKNG emPePaicong. ZTig TPEIS EVATOUEIVAGES OVOOPOULKES LEAETES
oTpoToroyNONKay pikpd detypoata (mov kopaivoviay and 20 éog 28 acbeveic pe GEP-NET 1 avtovg
UE KOPKIVO AyvmoTtng TpoéAenonc) Kot SameT@OnKe 0Tt 1] NUUITOGOTIKY TPOGANYT TOV QAPUAKOV
«yAo (%8Ga)-edotpeotidn» g cdpwong PET oty mpo-PRRT mov cuvdéetar pe Tig
amoppopndeiceg amd Tov OyKko SO0ELS EVIEPEVNG padIEVEPYELNG TOV ETAKOAOVOOV TPADOTOL KHKAOV
Oepamneiog, d1€pepe PETAED TOV AALOIDOCE®MY TOV TOEIVOUOVVTOV (OC OVTOTOKPIVOUEVEG KO UT|
avTOTOKPIVOpEVEG HETA amd Tpelg kKOkAovg PRRT kat cuvéfaiie oTov Sloy®piopd TV NTOTIK®V
LETACTAGEMY OO TOV PLGIOAOYIKO NTATIKO 16TO.

5.2  ®appokoKiviTiKES 1010TNTES

Kotavoun

Metd v evdo@AéPia &veon, to eappoko «yéAlio (8Ga)-edotpeotidn» amofdiieton toydTaTa amd To
aipo akolovbmvrag dexbeTikn amofoin tng padievépyelag Le xpovoug nuicetog Long 2,0 = 0,3 Aentd
Kol 48 £ 7 Aemwtd avTIoTOl YOG,

IIpbécinwn omd dpyavo,

To dpyovo pe v vynAdTEPN TPOSANYN TOL PappdKkov «ydAlo (8Ga)-edotpeotidn» sivan o omAfvog,
aKoAovBobEVO amd Tovg veppovg. H TpdoAnyn 610 fmtap Kot 6Toug 0dEVES TG VITOPLGTG, TOV
Bvpeoe1doic Kt TV extve@pdimv givar younAodtepn. Mropei eniong va mapotnpndei vymin
QLGLOAOYIKT TPHGANYT TOL PoPuUaKOL «ydAAo (BGa)-edotpeotidny amd ™V aykioTpoeldn amdpuon
ToV TayKpENToc. Metd and S50 Aemtd evoopAEPLog yopnyNnong, 1 GUGGMOPELGT] TOV POPUAKOV «YAAALO
(®8Ga)-edotpeotion» eppavilel vyuédwon ce dha T Opyova.

H mpécinyn amod to dpyava £xel amoderybel 0Tt ivar aveaptnn TS NAKING 68 PLGLOAOYIKOVC
avOp®OITIVOLE 16TOVG EVNAIK®V Kot emtiong KaTd Ttpotiunon aveEaptntn @OAov (KTOG atd TOV
Bupeoedn Kot TNV KEQOAN TOV TAYKPEATOG).



Amofoin

Agv aviyvedtnkay padtevepyol pLetaforiteg Tov 0po VIO TV 4 P®V LETA TNV EVOOQAEPLL
YopTyNomn tov eapudxov «ydAito (8Ga)-edotpeotiony.

Iepinov 16% g padievépyetag Tov eapudrkov «ydiio (8Ga)-edotpeotidn» amopakpvverar amd To
cOua oto oVpa evios 2 £m¢ 4 opmv. To mentidio ekkpivetal HECm TV VEPP®OV MG ABKTN vmoT).

Xpovog nuiocetoc Lonc

A&gdopévov 0TL To T0G00TO AMOPOANG EIVaL GNUAVTIKA YAUUNAOTEPO GO TO PLGIKO XPOVO TUIGELNG
Comg tov yaAriov (8Ga) (68 emtd), o Proroyikdc xpdvog nuicetag (whc Oo £xel pkpn eninTmon 6TovV
ATOTELEGLATIKO YPOVO Muicelng (oNG TOL PapUAKELTIKOD TPOIOVTOG, 0 0moiog TdTE B avapevaTay va
glvar AMyo pkpotepog omd 68 Aemta.

Negpwn/Hrotikn dvoAsitovpyia

H gpoppokokivntikn og aobeveic e veppkniy/mratikn dvcAettovpyio dev el XopaKTNPIOTEL
5.3 IIpoxiviké dedopéva yio TV ac@dreia

Ta pun Khvikd dedopéva dev amokdAvyoy omolod)rote £181k6 Kivduvo yia to eéppoxo «yéilo (8Ga)-
€00Tpe0TioN» o€ avOpdTOUG.

H a&lorldynon g tomkng avoyng elxe o¢ omotélecpa onueia NI £0¢ LETPLUG PAEYLOVIG GTNV
TEPLLYYELKN TTEPLOYN OPLOUEVAOY {DMV, Ta 0010 LITopovV va amodofovv 6to 6&vo pH tov
StoAvpaTog.

Agv TpaypoToToOnKoY HEAETEG GYETIKA UE TN YOVILOTNTA, TNV eUPpvoloyia, T petaAra&ryéveon 1
TN HOKPOTPOBES LU KAPKIVOYEVEDT).

Ocov agpopd 1o véo £kdoyo (1,10-pavavOpodivn), Katd ) Stapkeln TG LEAETNE TOEIKOTNTOG TOV
Tparypoatorombnke pe to kit tov okevdopatog SomakKit TOC cvpnepihapfoavopuévng g 1,10-
oawvavOporivng og pa d0om 400 popég peyalvtepn tng avBpomivng d6ong, dev mapaTnpnonKoy
onueio To&KoTNTOC.

Meléteg yevotoEucotntog otnv 1,10-powvavBpodivn, mov givon dbéoieg ot Piroypapio
KOTOSEIKVOOVY OPVNTIKA OTOTEAEGLOTO TG OOKIUNG Paktnplokig puetdArlaéng (dokipacio Kotd
Ames), evi o€ 10, AVOAVOT AEUPDUOTOC TOVTIK®V [, EVOEIEN mhovng yevotoikodtntog EMebnke o
oLYKEVTPMGELS 750 Popég LYNAOTEPEG A0 TN HEYLOTI GVYKEVIPWOGT) GTO OO TNG
1,10-@awvavOporivng, mov pmopel va enttevybei oe acbeveic. Qotd660, okduUn Kot av Anedei n
YEWPOTEPN dVVAT OVAPOPE TV 0PIV Y1a TIG YEVOTOEIKES KO KOPKIVOYOVEG TPOCUIEELS, 0 Kivouvog
mov oyetileran pe T1g yyvomocsotntes s 1,10-pavavBpolivng oto okevaopa SomaKit TOC Bempeiton
apeintéog otn dO60M TOL Yopnyeital 6Tovg acbeveis: ) €kBeon otnv 1,10-povavOpodivn (5 pg/doon)
givar 24 @opéc yapunAdTEPT TNG OMOSEKTNHG NUEPNOLUC TPOSANYNG Y10 [Ldl YEVOTOEIKN TTPOGEN

(120 pg/Mmuépa ya exbéoerg drdpketag < 1 unvoc).

6. DAPMAKEYTIKEX IAHPO®OPIEX
6.1 Katahoyog ekdoymv

Kovig

1,10-paivavOporivn

I'evtiokd o&H
Movvitodn (E421)



PuvOuotikd didhoua

Dopuikd o0&y
Yépo&eido tov vatpiov (ES524)
"Yowp yio evéoipa

Metd ™ poadtocnuavor, To StdAvpIa ToL AapUBAaveTaL TEPLEXEL, EMIONG, G £KO0Y0, VOPOYAOPIKO 0ED
oo TO EKAOVGHLO TNG YEVVITPLOG.

6.2 AovppotoTnTeg

H padiochjuoven temv Hoptakdy gopémv pe yAoptovyo yeAio (8Ga) sivar modd gvaicOnm oy
Tapovcio TpocsuiEemy yvoatoyginv. Oa TPEMEL v YPNGILOTOIOVVTAL LOVO BEAOVEG GUPTYY®V TOV
glvar o€ B€om va ELo10TOTO10VV Ta EMITESA TV TPOCSUIEEMV 1Y VOSTOYEIDV (Yl TOPAdELY A, LN

UETAAMKEG 1] EMKAAVUUEVES LE GIAKOVT] BEAOVEC).

AVT0 TO POPUOKEVTIKO TPOIOV EV TPEMEL VAL AVOUELYVOETOL LE AAAN PAPUAKEVTIK TPOTOVTO EKTOG
LTAOV TOV AVOPEPOVTOL GTNV TTapdypago 12.

6.3 Audpkera Long

Kit, 0mwc ovokevdletal yio ToANCELS

2 ypoVLOL.

Metd t padiocnuaven

4 mpeg.

Mn gpuAdoocete og Beppokpacio peyaivtepn tov 25°C petd ) padtocpaven.

Ao LKpoPloAoyIkng Goync, T0 QUPUOKEVTIKO TPOidV TPENEL va, ypnoionon el auécmg. Edv dev
ypNoomon el apésms, Yo Tovg yPOGVoLS PUANENG KOTA TN ¥PNOoT Kot TG cLVONKeg TPy amd ™
yxpNon eitvat vevBuvog o ¥PNoTIG.

6.4 Idwitepeg TpoPuAAels KoTA T POAAEN TOV TPOTOVTOG

dvidocetat o yoyeio (2°C - 8°C).

DdvldcceTal GTNV APYIKN GCLOKEVAGIN Y10 VO TPOGTATEVETOL OO TO PWC.

INa t1g cVVONKEC ST PNONE LETA TN PUSIOGTLOVGT] TOV QUPUAKEVTIKOD TPoidvTOog, BA.
Tapdypoeo 6.3.

Ta padto@apuaKe TPETEL VO, PLAGGGOVTOL COLEMVA e TOVG 0VIKODE KAVOVIGUOVG Y10 T PAdIEVEPY(
VAKA.

6.5 ®Von Ko GLOTUTIKG TOV TEPLEKTI KOl E1O1KOG EEOTAIGHOG Yo TN Yprion

Kdabe ovokevacio mepiéyet:

o "Eva graAido kévewg yio evéoipo otdivpa: 10 ml, yodhvo @loAidio tomov I, kKAeoto pe
EMIOTIKO TTOUO EIGYDOPNONG ad BPOUOPOVTOIAIO Kol GOPAYIGUEVO LLE ATOCTOUEVO KOTAKL.
Kabe proridio mepiéyet 40 pkpoypappdpio €60TPEOTIONG.

o "Eva graAido pubuieticod steivpatog avtidpaong: 10 ml, graiidio kukAikod moAvUeEPOHS
0AEPIVNG KAEIGTO LE TOUM EICYDOPTONG OO TEPAOV Kol GPPAUYIGUEVO [LE OTOCTAOUEVO KOTAKL.
Kabe proridio mepiéyet 1 ml pubuictikov dtohduatog g avtidpaonc.
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6.6 Idwitepeg TPOPUVLAEELS OTOPPLYNG KOL AALOS YEIPLGNOG

Ievikéc TPOELOOTONGELS

Ta padiopdppoxo Tpémet vo Topalapifévovial, vo ypeILOTOLOVVTAL KOl VO YOpTyoUVTaL HOVO oo
eEovotlodotnéva GTopa GE TPOOPIGHEVO Y10 TO GKOTO oVTO KAVIKO Ttepipdiiov. H mapaiafn,
amofnKELGT, XPNON KOl OTOPPIYT] TOVG VTOKEWTOL GTOVG KOVOVIGHOVE 1)/KOL TIG KATAAANAEG AOEIEG
oV apUdOI0L EMIGN OV OPYOVIGLOV.

Ta padiopdapuako TpéEmet Vo, TPOETOUALOVTAL UE TPOTO TOL VO, IKOVOTOLEL TIC OTULTIOELS TOCO TNG
AGPAAELNG amd TNV aKTIVOPoAiot 0G0 KOl TG POPUAKEVTIKNG TodtnTag. [Ipémel va Aaufavovral
KATOAANAES TPOPLAGEELS AVaPOPIKE L TNV aonyia.

To mepieyopevo Tov Praidiov tpoopiletar LOVO Yio YpNIoT OTNV TUPUCKELT] TOL EVEGILOV SLOAVLOTOG
«yoAriov (%8Ga)-edotpeotidngy kou dev mpémet va yopnyeitan amevdeiog otov acbevn, ywpic TpdTa va
vtofAn0el 6t dwdikacio TOPAGKELTG.

Kdabe proridio tov 40 pkpoypappapiov Tepléyel mepiccelo GapUaKeLTIKOD TPoidvTog. 26T0G0,
GUVIOTATOL TO PLOAIS10 VO TAPOUCKELALETAL GUUPOVE, [LE TIG 0N YIES Kol VOL XPTCLUOTOIEITOL Yol piot Kot
uévo d6om otov acbevig, Pdoel g padievépyelag mov tpokettal vo yyvoel. Tuyov evamousivay
VAKO o TPETEL VO 0moppImTETOL PETA TN PASIOGTLAVOT] KoL YP1OT.

[IpoguAdEeic mov mpémel vo. AneHodV TPy ord TOV YEPIoUO N T YOPTYNOT] TOV QOPUOKEVLTIKOD
TPOIOVTOC

"o 0dnyieg oxeTIKA HE TN PUSIOCT|LOVGT] TOV POPUAKEVTIKOD TPOTOVTOG TPV Ao T Yoprynon, PA.
Tapdypoeo 12.

To pappokevTKd TPOIOGV deV TPENEL VO, XPNGLULOTOLEITAL, EAV 1) aKEPULOTNTA TOV PLaAdioV EYEL
dtokvPevdel omoladnmote GTIyun.

O1 Srodtkacieg yopnyNong TPEMEL VoL TPOLYLATOTOLOVVTOL LE TPOTO OV VAL EAYLOTOTTOEL TOV Kivduvo
HOALVGTNG TOL PUPUOKEVTIKOV TPOTOVTOG Kol aKTIVOBOAN oG TV Xeplotdv. H emapkng Bopdkion
glvorl VTOYPEWTIKY.

To mepieydLEVO TOV KIT TPV Ao T padtoonpaven dev ivor padievepyd. Qotd6G0, PHETA TNV TPosOnkm
10V YAwProvYoL Yarriov (8Ga) mpémel va Satnpeiton n emaprhg Omwpdiion Tov TeEAkod
TOPOCKEVAGLOTOG,

H yopfiynon padto@apudxmy dnuovpyel Kivddvoug yio Ao dtopa Aoy eEmTepkng aKTvofoAiag 1
udéAvveng amd ovpa, EUeto, aipa, KA. [Ipénel, cuvendc, va Aapupdvovtol TpoQuAGEELC
OKTIVOTPOCTAGIOG COUP®VO LE TOVG 0VIKOVS KOVOVIGHOVG.

Kabe aypnoiponointo eapuokevtikd Tpoidv 1| VIOAEWUN TPETEL VO OTOPPITTETAL GOUPDVO, LE TIG
KOTA TOTOVG IGYVOVGES GYETIKES SLOTAEELG.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Advanced Accelerator Applications

8-10 Rue Henri Sainte-Claire Deville

92500 Rueil-Malmaison
TaAAiia
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8. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/16/1141/001

9. HMEPOMHNIA ITPQTHXE E'KPIXHX/ANANEQXHY THX AAEIAX
Hpepounvia mpdtng éykprong: 08/12/2016
Huepopnvia tehevtaiog avavémong: 12/11/2021

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

11. AOXIMETPIA

To yAMo-68 dracmdrtarn pe xpovo nuicelag (ong 68 Aemtdv Tpog otabepd yevdapyvpo-68, katd 89 %
pécm ekmopmng molitpoviov pe péon evépyeta 836 keV, axorovBovpevn amd eoTovikéc aktivofoiieg
eEavhwong 511 keV (178%), xatd 10 % péom tpoytokng cOAANYNG nhektpoviov (aktives X 1
exmopunég Auger) kot kotd 3 % péom 13 petomtdoenv yauua and 5 dieyepuéva enineda.

H Socipetpia Tov gapudrov «yodriov (8Ga)-edotpeotiong vroloyiotnke amd Tov Sandstrom kot Tovg
ovvepydteg tov. (2013), ypnowomoidvtag Aoyiopukd OLINDA/EXM 1.1 (wivaxag 1).

Mivakag 1: Aociuetpio Tov gapudxov «yarriov (**Ga)-edotpeotioncy

énoppoq)of)usvn 000m og emAieypéva mGy/MBq
opyava

Opyova Méon
Emwveopidia 0,077
Eyképalog 0,010
Moorol 0,010
Toiymua yoAnddyov KOGTEMC 0,015
Toiymuo KatdTEPOL TOYE0S EVIEPOL 0,015
Aentd éviepo 0,023
Toiyoua otoudyov 0,013
Toiyouo avdTePoL TaYE0G EVIEPOL 0,020
Kapdiokd toiyopo 0,020
Neppoi 0,082
‘Hrap 0,041
[vedpoveg 0,007
Mug 0,012
Qobnkeg 0,015
ayxpeag 0,015
Muvehdc TV 06TOV (KOKKIVOG) 0,016
OoteoyeveTikd KuTTAPO 0,021
Aéppa 0,010
YmAnvag 0,108
Opyig 0,011
®vuog 0,011
Bupeoeldng 0,011
Toiympoa ovpoddyov KHGTEMS 0,119
Mntpa 0,015
OLOKANPO TO OO 0,014
AmoTtelecnOTIKI 000

mSv/MBg 0,021
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H amoteleopatiki 6661 oL TPOKVTTEL Ao TN Yopnynon padievépyetag 200 MBq og gevijlika Bapovg
70 kg eivon mepinov 4,2 mSv.

I yopnyovuevn padievépyeta tng Taéng tov 200 MBq 1 cuvnficpévn d6om padievépyelog ota
Kpiowa 6pyava, ta onoia givol To Toiy®o TG 0VPOdOYOL KHGTNG, O CTANVAG, Ol VEQPOL Kol TaL
emve@piola eivan mepinov 24, 22, 16 kot 15 mGy, avtietoiymc.

12. OAHI'IEX TAPAXKEYHX PAAIO®APMAKQN

Axtivompootosio — Xeptopdc QopLUOKEVTIKOD TPOIOVTOC

Xpnowonoteite adtafpoya YavTie, omoTeELecUaTIKN BmPAKion akTvoTposTtaciog Kot Aapupavete
EMOPKN HETPO aoPAAElg KaTd Tov ¥epiopd Tov SomaKit TOC dhote va amopvyete TNV GoKOTMN
£€kBeom Tov acBevoic, Tov epyalopévav, Tov KMVIKOD TPOCOTIKOD Kot GAAMV ATOU®V GE
aKTvoPBoAda.

Ta padio@dppLoio TPEMEL VO, YPTCLULOTOIOVVTIAL 1) 1] (PTOT| TOVG VoL EMPAENETOL OO EXOYYEALOTIEG TOV
TOpEX TNG LYELOVOLUKNG TtepiBaiymng ot omoiot Stafétovy emapkn e€gdikevon Kot epmelpio oTnv
AGQOAT XPNOTN KOl TOV XEPIGUO pOadlovOLKAOI®Y, Kol TV 0ToimV 1 eumelpia kal 1 ekmaidevon Exovv
gyKplel omd ToV KPUTIKO POPEN TTOL Elval OPHOSIOG Vo EE0VGL0J0TEL T YP1IOT TV PASIOVOVKALSI®MV.

To Siédvpa yodriov (8Ga)-edotpeotidng mpénet va mapackevaleTor GOUPMVO. LE To TPOHTLTO
OKTIVOTPOGTACIOG KO PUPUAKEVTIKNEC TOLOTNTOC, E0IKA OGOV apopa TNV donmtn texvikn. To mpoidv
dgv TIPEMEL VOL PN CLUOTOLEITOL, AV 1] AKEPALOTNTO TOL PLOALOIOL £XEL, OTOLOONTOTE GTIY N,
SrokvPevdet.

[pénet va ypnoonoteital cupryya 1 ml pikpov vekpol 6yKov MGTE Vo LETPATOL LE aKpifeia o
EMOPKNG OYKOG TOV pLOGTIKOD SLOADUATOG TG AvVTIOPAGTS TOV TPAKEITAL VO TPOoTEDEL KATA TNV
TOPUCKELT. AV TPEMEL VAL YPNGIUOTOLEITAL YVAAIVT] GUPLYYO.

I'a ™ yopniynon, To StAvpa TPETEL VO OVAPPOPATOL LEGH TOV TMUATOG EIGYDPTONG
YPNOLOTOIDOVTOG GUPLYYa Hiog Kot LOVO dOGNG, TPOGUPUOCUEVNG HE TPOCTATEVTIKY] BmpdKion Kot pe
donmn Peldva piog xpong N XPNCLLOTOIDVTOS £V EYKEKPLUEVO QVTOUOTO GCUGTNUN EQPOPUOYNC.

Mé0odoc TapoacKeLNC

To SomaKit TOC mopéyetal og Kit mov meptEyel 600 elaiidia. [Ipoopiletar va padioonuaviel pe
St pa yYhoprovyov yarriov (28Ga) coppova e ™ povoypopio 2464 g Ph.Eur. Gallium (**Ga)
chloride solution for radiolabelling kot to omoio, enmAéov, sivar donmro ko £xel eleyybel g TPog
ovppatotta tov pue to SomakKit TOC. Oa mpénel va ypnolonotodvTot LOVO YEVVITPIES TOV £YOVV
gykpiel og pappakevtikd tpoiovta oty EE. [Na nepiocdtepeg mAnpoopicc, avatpééte otnv
[epiinym tov Xapaktnpiotikdv tov [1poidvtog TG cuyKekpEVNG YEVVITPLOG.

O1 ax6AoV0OeG eYKEKPLUEVES YEVVNTPLES £xoVV amodelydei cupPatés pe to SomakKit TOC:

o GalliaPharm, 0,74 — 1,85 GBq, yevvijtplo. padiovovkdiov (Eckert & Ziegler Radiopharma
GmbH).

o Galli Ad, 0,74 — 1,85 GBq, yevvtpia padiovoukhdiov (IRE-EIit).

To diédvpa yorriov (8Ga)-edotpeotidng yia evdopAéia éveon mpémel va TapoucKeLAleTol GOUPOVOL
Ue TV donmtn Sladkacio, TOVE TOTIKOVE KOVOVIGUOVG KOl TIC 0kOAoLOsC 001 yiec.
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Avaoboroon ue ™ yevvitpio. GalliaPharm:

OoT.

Edv givai duvato, yio meptocoTEPT EVKOAIN GTIV TPOETOATiK TOV padloonuacuévoy Somakit
TOC, n m\dxo 8éppavong Ba mpénet va tomobeteitan axkpiPmg dimia ot yevwiTpLo.

PvOpicte T Beppoxpacio tov Bwpaxicpévov ENpod Aovtpod e oméc dStapétpov 25 MM cTovg
95 °C. Xpnoomoiovrag éva Beppuopetpo, emPeformote 611 1) Oeppokpacio £xel PTAGEL TO
kaBopiopévo onueio ko €xel otabepomonbel Tpv v Evapén g dadikaciog avacHoTAGTC.
ATooTA0TE TO TAOWO 0O TO PLOAISI0 TG KOVE®S (PLaridio 1) kot ckovTiGTE TO EXAVED PEPOG
TOV KAEIGIHATOG TOV PLOASIOL LE TO KATAAANAO OVTIGNTITIKG Y10 OTOAVUOVGT] TNG EMUPAVELNS.
GT1 GLVEYELD QPT|OTE TO OO EICYDPNONG VO CTEYVDOGCEL.

Tpovmote 10 ddepayua Tov PLoALdiov 1 (kovig yio evésio dtdAivua) pe Eva aonmto eEaeplopo
oiAtpov 0,2 pm MOGTE 1 ATLOGPALPIKT THECT] GTO EGMTEPIKO TOL PLHAMSIOL Va datnpeital Kotd
T d1dpreta g dadikaciog padtocruavong. H ferdva 0,2 um tov donmrov eoepiopon
@IATpOL dev TTpEMeEL Vo EpOEL GE EMAPT LE TO EKAOVCUN GE OTOLUONTOTE GTIYUN Y10, VO
amo@evyBel 1 pOAVVGN amd TO LETAALO.

Amnoondote To TOUA 0O TO PLaAido 2 (pLOGTIKS Sdhvpa avTidpaoTG) Kol GKOVTIGTE TO
EMAVO PEPOG TOV KAEIGILATOG TOV PLOALOIOV E TO KATAAANAO OVTIONTTIKO Y10 ATOADUAVGT] TNG
EMUPAVELNG, GTI GUVEYELN APNOTE TO TMOUO ELGYDPNONG VA OTEYVAOCEL. Me o donmtn couptyya
1 ml pkpov vekpol dykov avappopnote npocektikd 0,5 ml puOpuotikod dtoddpatog tng
avTidpaoNc, Kol KPUTNOTE T0 PLOMOTIKO S1dALUO TG AVTIOPAGNC GTN GUPLYYA Y10, TO GTASL0
«O»

Zuvd£6TE TOV 0poEVIKO GOVIESHO luer T Ypapuung e£680v g yevvrtplag 8Ge/*®Ga pe pa
donmn Peldva (ETKAAVUUEVT] LUE GIAKOVT] 1] GALO KATAAANAO VAIKO 1KAVO VO, LEIDGEL TIG
wpoouitelg yvootoyeiav).

Yuvdéote 10 PLoAido 1 ot ypapun e£000v g yevviTplag wbmvtag ) felova EkAovong HEcw
TOV €AOGTIKOD dappaypatos. Kpatiote ) felova éxhovong kbto and ) felova 0,2 um tov
donmrov e€aepiopod eidtpov. EmPefaidote 6ti o1 feAdveg dev Exovv emapn HeTald Tovg Kot
dev Pubilovial 010 EKAOVCUN GE OTTOINONTOTE GTIYUN.

ExAovaote ) yevvntpla amevbeiog evtog tov prodiov 1 (pEcm g PEAOVOS) COUPOVA UE TIC
001 YiEC TOV KATOGKELOGTN TNG YEVVITPLOGC, Y10 0VAGVGTOCT) TG KOVEMG e TO ékhovopa. H
£éxAovon umopei va mpoyuatomombei yepokivita 1 pcm avtAiiog.

210 TéA0G NG EKAOVOTG, AMOGVVIESTE T1| YEVVITPLOL amtd TO PLoAidio 1, amochpovtag T ferdva
Ao TO ELOCTIKO SLAPPAYLO KOl TPocOEcTE apéoms To puOUIoTIKO StdAvpa TG avTidpaong TOv
£xel TpoNyoLUEVMG doatueTpn el oty donmm cHptyya Tov 1 ml. Amocvpete T cOpLyyo Kot
Tov donmnto e&oeptopd eidtpov 0,2 pm Kot HETOKIVEITTE TO PLOAISI0 GTNV 0T TOV ENPOV
Aovtpov otovg 95 °C ypnoipomordvrag Aafida. Agnote To laiidio atovg 95 °C yia
TovAdylotov 7 Aemtd (unv vaepPaivete to 10 Aemtd OEpuavong) ympic avakivinon Kat avddevon.
Metd and 7 Aemtd, apapécte T0 PLoridlo and o Enpd Aovtpod, TonobeToTE TO GE Ui
KATOAANAOQ ONUAGUEVT LOAVBOIVY BoPAKIoT) KOl 0QT|OTE TO VA GTEYVOGEL € Bepokpacia
nep1PdArovtog yio tepimov 10 Aemtd.

Extiunote ) padievépyela ToU PLOALSIOD ¥PTCIULOTOIDVTOS TO KATAAANAO GOGTN O
BaBupovounong padilevépyelos Kot KaTaypayTe TO OTOTEAECUA. AVOPEPOTE TNV TIUN TNG
padievépyelag, Tov xpovo Pabuovounong, tov aplBpd moptidag Kot Tov xpodvo AENG endvm otnv
gTkéta g Owpakiong mov meptiapuPdvetal 6T cuokevacio Tov Do ePapLocTEl GTOV
HOADBOWVO Tepiéktn Bwpdkiong HeTd T PadIOCT|LLOVGT).

Alevepynote Tov EAEYYO TOLOTNTOG CUUPOVO, LUE TIG CUVICTMOUEVEG HeBOd0VE oTe va eheyyDel n
GUUUOPPMOT| UE TIC TPodtaypapés (BA. Tapdypago « Edeyyog molidtracy).

To duivua O Tpémel va e€etdleton LoKPOGKOMIKA TPV amd TN Ypfon. Ou Tpénel va
YPTOLOTOLOVVTOL LOVO dlovyn dtoAdpata, xwpig opatd copotidn. H pokpookomikn e&étaon
0o pémet va dtedyetor KATm and Eva 0mPuKIGUEVO KAAVUUA, Y10, GKOTOUE PAOIOTPOCTUCING.
DvAGoceTE TO PLOALSI0 TOV TTEPLE)EL TO StAvpa yaAriov (8Ga)-edotpeotidng ot Oeppokpacio
pikpotepn amd toug 25 °C péypt tn ypnon. Katd tov xpodvo g xopnynons, 10 goprokevLTiKd
TPOIOV TPEMEL VOL AVAPPOPATOL ACTTTTO, KO TO TPATLT OKTLVOTPOGTAGIOG TPEMEL VoL
axoiovBotvtat. H 666m tov acbevodc mpénet va, HeTpdtol pnoonoi®vTag Vo KOTAAANAO
ovotnpa Baduovounong e padlevePYELNG AUECHOC TPV amd TN yopnynon otov acbevy. Ta
dedopEVa YOPYNONG TOV PUPLOKEVTIKOV TPOTOvTog Ba Tpémel emiong va KataypapovTol.
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H oynuartikn avarapdotacn g dadikaciog padtocnpoveng mapovosialetor otnyv Eucova 1.

Ewévo 1: Awedikacio padrociipaveng katd tn ypnon e yevvirprag GalliaPharm

HCI
%Ga og HCI

8Ge /Ga U
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|

|
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(pLaridio 1)

PuBuiotikod
SidAupa

avtiépaong
(¢prahidio 2)

e
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95°Cyia
7 hentd

%8Ga-edotpeoTidn
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Avaotoroon ue ™ yevvizpio Galli Ad:

OT.

Edv givai duvato, Yo meptocdTEPT EVKOAIN GTIV TPOETOATiK TOV padtoonuacuévov Somakit
TOC, n m\dxo Oéppovong Ba mpénet va tomobeteitan akpifog dimia ot yeVVATPLO.

PvOpicte T Beppoxpacio Tov Bwpaxicpévov ENpod Aovtpod e omég dStapétpov 25 MM cTovg
95 °C. Xpnowomoinvtog éva Beppouetpo, emPefoairmote 6TL 1 Oeppokpacio £xel eTacEL TO
KkaBopiopévo onueio ko Exel otabepomonbel Tpv v Evapén g dadikaciog avacHoTAGTC.
ATooTA0TE TO TAOWO 0O TO PLOAISI0 TG KOVE®S (PLaridio 1) kot ckovTioTE TO EXAVED PEPOG
TOV KAEIGILATOG TOV PLOASIOL LE TO KATAAANAO OVTIONTTIKO Y10t OTOAVLOVGT] TNG EMUPAVELNG
KOl GTT] GUVEYELD APTGTE TO TAO ELGYDPNONG VO GTEYVAOCEL.

Tpoumote 10 d1depaypa Tov PlaAdiov 1 (k6vig yia evécsipo diivpa) pe Eva aonmto eEaepiopo
oiAtpov 0,2 pm MGTE 1 ATUOGPOLPIKT TIECT] GTO EGMTEPIKO TOL PLaAdiov va datnpeitan Kotd
T S1dpreta g dadikaciog padtocruavong. H ferdva 0,2 um tov donmrov eoepiopon
@IATpOL dev TTpEMeL va EpBEL GE EMAPT IE TO EKAOVCUN GE OTOLONTOTE GTIYUN Y10, VO
amo@evydel 1 pOALVVGN amd TO LETAANO.

Amoondote To TOUN 00 TO PLoAId0 2 (pLOUGTIKS S1dAvua avTIdPOOoTG) KAl GKOVTIGTE TO
EMOVO PEPOG TOV KAEIGILOTOG TOV PLOALOIOV LE TO KATAAANAO OVTIONTTIKO Y10 ATOADUAVGT] TNG
EMPAVELNG KOL OTT) GLUVEYXELD OLPTOTE TO TAOLO EIGYDPTONG VAL GTEYVOGEL. Me pa donm
oOpryyo 1 ml pukpod vekpod dykov avappoenote mpocektikd 100 pl kot kpatfote to
PLOUIOTIKG StdAv A TNG AVTIOPOOTG GTN GUPLYYO Yo TO GTAS0 «O».

Me pia donmen ovptyye 5 ml kot pe. donmn Beddva (emtkodloppévn e olAikovn 1 GAlo
KATOAANAO VAIKO 1KavO Vo LELDGEL TIG TPOGEELS 1YVOCTOXEI®MV) AVOPPOPNOTE TPOGEKTIKA

4 ml ¥éaToC Y10 EVEGTUO KO TPOYULOTOTOOTE AVOGVOTAGT TG KOVEOS 6TO PlaAidio 1.
[IpocBéote T0 pLOGTIKO S1AALLO AVTIOPACTC TNE HOCT|G TTOL £XEL TPONYOLUEVMG dOGIUETPTOel
otV Gdonmn cvptyya tov 1 ml.

Zuvd£6TE TOV 0poEVIKO cOVEESO luer T Ypapung e£650v g yevvitplag 8Ge/*®Ga pe pa
donmn Peldva (ETKAAVUUEVT] LUE GIAKOVT] 1] GALO KATAAANAO VAIKO 1KAVO VO, LEIDGEL TIG
mpoopitelg yvootoyeimv).

Yuvdéote 10 PloAidto 1 ot ypapun e£000v g yevviTplag wbmvtag ) felova EkAovong Hécw
TOV EAOGTIKOD dlappayuatos. Kpatinote ) Belova éxhovong kdto amd ) felova 0,2 um tov
donmrov e€aepiopod eidtpov. EmPefaidote dti o1 feddveg dev Exovv emapn petald Toug Kot
dev Pubifoviar oto £kAovopa o onowadnTote otiyun|. llepiotpéyte 10 Kovuni katd 90° ot
0¢on popT®ONG Kal, TN cvvEyeLa, mepuévete 10 devTepOAENTO TPOTOV TEPICTPEYETE TO KOVUT
oV apyikn 0¢om, cOPEOVA (e TNG 00NYIEC ¥PNIONG TNG YEVVITPLOG.

Yuvdéote 10 PloAido 1 péow Tov donmrov eidtpov e&aepicpov 0,2 Um og éva erodidio kevov 1
o€ o avtiia yio v évapén g ékhovong. Exhodote ) yevvitpla angvbeiog viog Tov
@loAdiov 1 (néow g Perdvag).

210 TéA0G TNG EKAOVOTNG, ATOGVPETE APYIKA TN Beddva and To Prodidio KEVOL yia T dnuovpyio
ATUOGPULPIKNG TEONG GTO E6MTEPIKO TOL PLOAdI0L 1, Kat, 0TI GLVEXELN, OMOGVLVOIESTE TO
@LoAid10 1 omd ™ yevvnTpla apopdvtog T Peldva amd 1o eAacTikd ddppayua. TELOG,
aQalpéote To donmto eiktpo egoegptopov 0,2 UM Kot PETAKIVEIGTE TO PLOAIOI0 GTNV O] TOL
Enpov Aovtpov otovg 95 °C ypnotpomowdvrag AaPides. Agnote 1o Plaiidio otovs 95 °C y
TovAdyiotov 7 Aemtd (unv vaepPaivete to 10 Aemtd O€ppoveong) ympic avaxivinon 1 avadevon.
Metd amd 7 Aemtd, agalpéote To QLOALS0 amd To ENpd AovTpd, TomobeTnoTE TO GE LI
KATOAANAOQ GNUAGUEVT] LOAVBOIVN BOPAKIoT) KOl 0LPT|OTE TO VA GTEYVAOGEL € BepLokpacia
nepPdAlovtog yio tepimov 10 Aemtd.

Extiunote ) padievépyela TOU PLOALSIOD ¥PTCIULOTOIMVTOS TO KATAAANAO GOGTN O
Babpovounong padlevéPYELog Kot KOTAYPAWYTE TO OTOTEAECUA. AVOPEPOTE TNV TIUN TNG
padlevépyelag, Tov xpovo Pabpovounong, tov aplBpd moptidag Kot Tov xpovo ANENG endvm oty
gTkéta g Owpakiong mov meptiapuPdvetal 6T cuokevacio Tov Do epaprocTel GTOV
HOADPOVO TTepiékTn Bwpdkiong HeTd T PadLOCT|LLOVET).

Alevepynote Tov EAEYYO TOLOTNTOG CUUPOVO, LUE TIG CUVICTMOHEVEG HeBOdOVE doTe va eheyyDel n
GUUUOPPMOT| UE TIC TPodtaypapég (BA. Tapdypapo « Edeyyog moldtnragy).

To duivua O Tpémel va e€etdaleton LoKPOGKOMIKA TPV amd TN Ypfon. Ou Tpénel va
YPTOLOTOLOVVTOL LOVO Stovyn dtoAdpata, xwpig opatd copatidn. H pokpookomikn eEétaon
Oa mpémel va dtehdyeTar KATm and £va 0mPoKIGHEVO KAAVUUA Y10, GKOTOUS PAdIOTPOCTUCINS.
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0. DdvAGoGETE TO PLOALSI0 TOV TEPLE)EL TO StdAvpa yoAriov (8Ga)-edotpeotidng ot Oeppokpacio
pkpoTep” amd toug 25 °C péypt ) ypnon. Katd tov xpodvo g xopiynons, T0 GopLIKELTIKO
TPOIOV TPEMEL VOL AVAPPOPATOL ACTTTTO, KO TO TPATLTTO OKTIVOTPOGTAGIOG TPEMEL VO,
akolovBovvtal. H d6om Tov aoBevong mpémet vo PeTpdtor pe KaTdAANA0 GOt
BaBupovounong g padievépyelag auécms TPy amod T yopnynon otov acbevi). Ta dedopéva
YOPNYNONS TOV PAPLOKELTIKOVD TPoidvTog Ba Tpémel emiong va Kataypdpovrat.

H oynupatikn avarapdotacn g dadikaciog padtocnpoveng mapovsialetor oty Eucova 2.

Ewoéva 2: Awudikacio padrocipaveng katd ) gpion g yevvitprag Galli Ad

PuBuiotiké a ]
didhupa ]
avtidpaacng
(pronidio 2) *Ga oe HC

‘ 95°C yia
> 'ﬂ\ 7 hemtd
\m‘!GE/ bﬁGa
YevvATPL |

Kévig ;\} %Ga-edotpeoTibn
(pranidio 1) Diaiidio

H:0

UTIO KEVO

Diahidlo 1 mou mepiExel
H,0 ka1 puBLiotiké Sidhupa avtibpaong

To didhvpa yodriov (8Ga)-edotpeotidong sivar 6Tabepd g 4 MPEC HETE THV TOPOCKEDY TOV. 26 EK
TOVTOV, TO PASIOGTUAGLEVO SLIAV IO UTOPEL VO, XpNGLULOTOINOEL VIO 4 MPOV UETE TNV TAPOCKELN
TOV GOUPOVA UE TN PASIEVEPYELN TTOV OTOLTELTAL Y10 TH YOPTYNOT| TOL.

Ta padievepyd amoPANTA TPETEL VO OTOPPITTOVTOL GOUPOVO, LUE TOVE GYETIKOVG £0VIKODC
KOVOVIGLOVC.

Metd ) padlocuaven Ue TOV 6moTO GYKO TOL pUOUIGTIKOD SHADIOTOS TNE OVTIOPACT|G KOl TOV

EKAOVGLLOTOC TNG YEVVITPLOGC, OTOYOPEVETOL OTTOLUONTOTE EXITAEOV OPAIMGT UE OTOLOONTTOTE
0PALOTIKO.
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"Edeyyoc motdtntog

IMivakag 2: Mpodiaypagés Tov padrocnuacuévov Tpoidvrog amsikéviong «yério (8Ga)-
gdoTpeoTion»

Aoxypn Kpwmipwo amodoyns | MéBodog
Awoyn dteAdpoza
Epeavion X0pig opatd Ontikdg Eleyyog
COUOTIOW
pH 3,2-3,8 Tawieg dektdyv pH
Xpopatoypapio Aemtig
ATOTELEGPUOTIKOTITA CUOVONG < 3% oTo1Pdd0g
KoALo€WON €10N YuAriov-68 - (ITLC1, PA. mopokdto yio
AemTouépelec)
Xpopatoypapio Aemtig
ATOTELEGNOTIKOTITA G |LAVOTG <20 oTo1PAd0g
% EAe00gpov yarriov-68 - (ITLC2, PA. mopokdto yio
AEMTOUEPEIEC)

O motoTikog Eleyyog Ba mpémet vo de&ayetal KAT® omd Eva BOPAKIGUEVO KAADUUO Y10, GKOTOVE
padlonpootaciog.

ZuvieTdpevn HEBOSOG Y10 TOV TPOGOIOPIGHO TNG ATOTEAEGLLOTIKOTITOC GILOVGTIC TOV POPUAKOD
«yéAo (%8Ga)-edotpeotion:

ITLC1:
Yo

o Xapti vav vélov ITLC (m.y. Agilent ITLC SGI001) mpotepayiopévo oe tavég 1 cm x 12 cm

o Kt @don: 77 g/l siddwpa 0&ikod appmviov o vepod /puebavorn 50:50 VIV
o Odlopog avarToéng
. Padropetpikdc capmtig ITLC

Avdlvon deiypartog

Q. O 0dhapog avartuéne g TLC mpogtoudletor ydovovtag tnv Kvni edon o€ évo fabog 3 £wg

4 mm. KoaAvyte tov OGAopo Kot aproTe TOV VO I60PPOTCEL.

B. TomoBethote o otoydva «yariiov (8Ga)-edotpeotidngy ot ypapupn mov &xete GNUEDCEL pE

HOADOPL o€ amdotacn 1 cm amd 10 KaTm akpo g tawviag ITLC.
Y. TomoBethote v tawvio ITLC otov 0dAapo avarntuéng kat apnote v avamtuyel ylo pa
anoctact 9 CM and o onueio Epaproyng.
Sapwote v ITLC pe padioperpiko capot ITLC
€. Ot podiaypagég Tov mapayovto, katakpdtnong (Rf) eivon ov e€ng:
Mn ovumiexdpevo Yoo (68Ga) = 0 €wg 0,1
yéAo (88Ga)-edotpeotion = 0,8 £wg 1

H omoteleouatikdmma onpaveng vroroyiletal pue ohokAnpmon e kopueng pe Rf =0 £wg 0,1 ov

npénet va, givon < 3%.
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ITLC2:

Yo

o Xapti wav vérov ITLC (m.y. Agilent ITLC SGI001) mpotepoyicpévo og tavieg 1 cm x 12 cm
. Kuwmt) edon: kitpikd vatpio 0,1 M (pH 5) o¢ vepd

o Odrapog avantuéng

o Padwopetpicog capotic ITLC

Avdlvon deiypatog

a. O Bdhapog avartuéng g TLC mpogtopdletor yovovtag tnv kvt edon o€ éva fabog 3 €mg
4 mm. KoAvyte tov OdAopo Kot apnoTe TOV Vo I60PPOTOEL.

B. Tomofetiote o otorydva Sraddpatog yodriov (8Ga)-edotpeotidng otn ypopuun mov &yete
onpewncet pe poAvPt og amdotacn 1 cm and 1o Katm dkpo g tawviag ITLC.

Y. TomoBetote v tawvia ITLC otov BdAapo avarntuéng kat aprote v avartuyfel yuo pa
andctact 9 cm ond 10 oNUeio EPAPLOYNS.

d. Yapwote v ITLC pe padiopetpico copoti ITLC
O mpodiaypagég tov mapdayovta katakpdtnong (Rf) etvar o e€ng:
TéAho (8Ga)-gdotpeotion = 0,1 £wg 0,2
EXet0epo yaAr0-68 = 0,9 £wg 1

H amotereopatikdmta onpavens vroroyiletat pe ohokAnpwon s kopveng pe Rf = 0,9 émg 1,0 mov
npénel va, eivar < 2%.

Agntopepeic TANpoopieg Yio 10 TapdV POPUAKEVTIKO TPoidV gival S100EG1EG GTO SIKTLAKO TOTO TOV
Evponaikod Opyovicpod ®apudkmv http://www.ema.europa.eu.
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IHAPAPTHMA 11

ITAPAXKEYAXTHX YIIEYOYNOX I'TA THN AITOAEEMEYXH TQN
IMAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOEXH KAI TH XPHXH
AAAOI OPOI KAI AITAITHXEIX THX AAEIAYX KYKAO®OPIAX

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

‘Ovouo kot d1e06vven Tov TOPUCKELAGTH TOL £ival LTEVOLVOC Y10 TNV ATOSEGUELGT TV TOPTIOWY

Advanced Accelerator Applications (Italy) S.r.l.
Via Crescentino snc,

13040 Saluggia (VC),

ItaAio

B. OPOI'H OI IEPIOPIEMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppokeuTikd TPOIOV Y10 TO 0TTOI0 OmaLTEITAL TEPLOPIGUEVT 1aTPIKT| cuvTayT| (PA. mapdptua I
[Mepiinym tov Xapaktnpiotik®dv tov [Tpoidvtog, Topdypapog 4.2).

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

Ot anmartnoelg yio v vroPoirn tov PSURS yuo 10 gv Adym @apuakevtiko tpoiov opilovtal 6tov
KaTdAoYo 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.

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

. Yyé010 oraygiprong Kivovvov (XAK)

O Karoyog Adelag Kukiogpopiag (KAK) Oa die&aydyet Tig amattodpeveg dpactnploTnTeS Kot
TOPEUPAGELS PUPOKOETOYPVTVIIONG OTT¢ Tapovotdlovtal 6to cupewvniéy XAK ov mapovstaletot
otV evotnta 1.8.2 g ddelog KukAopopiog Kot OToEGONTOTE EMUKOAOVOES EYKEKPLUEVEG
avaBempnoelg tov TAK.

‘Eva emucaporompévo XAK Oa mpénet va katotedei:

. Metd and aitnpa tov Evponaikod Opyaviopod @oppdxov,

o OnoTedNTOTE TPOTOMOLEITAL TO GVGTNUO, LAYEIPIONE KIVOHVOD, EI01KE MG OTOTEAEG L0 ANYTG
VE®V TANPOGOPIDV TOV UITOPOVV VOl EMPEPOVLY CTUAVTIKT GAAAYT OTH GYECT] 0PEAOVS-KIVOHVOL
N ©¢ omoTELESUA TNG EMITEVLENC EVOC GNUAVTIKOD 0POGTLOV (POPUOKOETOYPVTVIOT 1}
glayiotomoinon Kvévvov).
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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

EZQTEPIKO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

SomaKit TOC 40 pukpoypapdpior Kit yio. Topookent| podloQapraKkon
€00TPEOTION

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

Kabe pronidio kovemg mepiéyet 40 PIKpoypappdpLo E60TPEOTIONG

3. KATAAOTI'OX EKAOXQN

"Exdoya:
Kowvig: 1,10-pavavOporivn, yevtiowkod o&v, pavvitoan (E421)
PuBpioticd dudivpa: poppikd oD, vdéposeidto tov varpiov (E524), Hdmp yia evéoyua.

Agite T0 LUAAGADIO Y10 TEPALTEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kt y1o Topackevn) padtopapudicon

Kdabe xovti mepiéyet:
- 1 pLoAidio KOVE®G Y10 EVEGIUO SLAAV UM,
- 1 proAidio puOuIGTIKOD SLHADUATOG AVTIOPUGTC

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

o padiochpavon pe 1o puoutotikd StdAvpa e avtidpaong kot dva SteAvpa yodriov-68 (8Ga) o
HCl mov mapéyeton and yevwhzpio yeppoviov(®Ge)/yarrion(®Ga).

AwPaote 10 QUALO 0ONYIOV XPNOTG TPV 0T TN XPTOT).
EvdopAéPia yprion HeTd amd padtoonaven.
Tha pia ypion povo.

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

Na purdooetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tandid.
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7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

Padievepyd pappokeutikd mpoidv Petd amd padlocnLovae).

8. HMEPOMHNIA AHZHX

AHEH

Metd ™ padtoconuaver, ¥pnoIHomoteiote eviog 4 opmv.

9. EIAIKEX XYNOHKEYX ®YAAEHX

dvidcceton og Yyoyeio.
DvAdcceTal GTNV APYIKN GCLOKEVAGIN Y10 VO TPOGTATEVETAL OO TO PWC.

Metd ) padioonuaven, puAdccetal o Beppokpacio younidtepn tav 25 °C.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHHOAEIMMATQON IIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

Ta padievepyd amoPAnTa TPETEL VoL OTOPPITTOVTOL GOUPOVO. LE TOVG GYETIKOVG £0VIKODG
KOVOVIGHLOVG.

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/1/16/1141/001

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

OIAAIAIO KONEQX

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

SomaKit TOC 40 pukpoypoappdpio KOVIG yio eVEGILO SLdAV L
€00TPEOTION
IV yprion petd ) padioonpoven

| 2. TPONOX XOPHTHEHE

Awpdote 10 PUALO 0INYIDOV XPTOTG TPV OO TN XPTON.

| 3. HMEPOMHNIA AHEHE

AHEH

4. APIOMOZX ITAPTIAAX

[aprtioa

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

40 wkpoypappapio

6. AAAA ETOIXEIA
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

OIAAIAIO PYOMIXTIKO AIAAYMATOX

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

SomaKit TOC
PovOpioticd dudhvpa avtidpaong

‘ 2. TPOIIOX XOPHI'HXHX

AwPaote T0 QUALO 0ONYIOV XPNOTG TPV 0T TN XPNOT.

‘ 3. HMEPOMHNIA AHEZHX

AHEH

4. APIOMOZX ITAPTIAAX

[oprtioa

5. IEPIEXOMENO KATA BAPOZX, KAT' OI'KO'H KATA MONAAA

1mi

6. AAAA ETOIXEIA
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA THX OQPAKIXHX I'lA EOGAPMOI'H META TH PAAIOXHMANXH

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

SomaKit TOC 40 pukpoypapudpio evéstuo didivua
TCéA\o (8Ga)-gdotpeotion
EvdopiéPua xprion

| 2. TPONOX XOPHTHEHE

Awpdote 10 PUALO 0INYIDOV XPTOTG TPV OO TN XPTON.

| 3. HMEPOMHNIA AHEHE

Xpnowponoteiote eviog 4 @pdV amd T padlOGTLLAVOT).

AHZEH: Qpa/Huepounvia

4. APIOMOZX ITAPTIAAX

[oprtioa

‘ 5. INEPIEXOMENO KATA BAPOZXZ, KAT' O'KO 'H KATA MONAAA

SUVOMKT padIEVEPYELX: MBq
2VVOMKOG OYKOG: ml
Xpbévog Babpovounonge: Qpo/Hpepounvia

| 6. AAAA XTOIXEIA

Mn gpuAdooete og Beppokpacio peyaivtepn amod 25 °C.
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B. ®YAAO OAHI'TQN XPHXHX
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@DvAiro 0oNYLOV Apions: IIinpoopics Yo Tov ac0evi)

SomaKit TOC 40 pikpoypoppdpra Kit Y10 To.pUCKELN paotoQapdKov
€00TPEOTION

Awpdote TpocekTIKG 0AOKANPO TO PVAAO 03N YIAV YPTIoNG TPV GaS YopnyN0el avTd TO

PappoKo, O10TL TEPLAOUPAVEL ONUAVTIKES TANPOPOPIES Y10 GUG.

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

- Edv &yete mepartépom amopieg, pmtiote Tov Tupnvikd yiatpd mov Ba emiPAéyet ) dtadkacia.

- Edv mapotnproete Kamolo avemBounTn evépyeld, EVNUEPMDGTE TOV TUPNVIKO YIOTPO TOL GOG
mapoakolovdei. Avtd 1oyvel Kot Yo, kKibe OV avemBounTn evEPYELD TOV OEV AVOPEPETAL GTO
POV GUALO 00T YLDV YpNone. BA. mapdypapo 4.

T wegpréyel 1o Tapov GUAAO 00N YLOV

T1 etvon To SomaKit TOC ko mowa v ) yprion tov

T npénel va yvopilete mpv ypnoonomdei to SomaKit TOC
Iog ypnoponoteiton to SomaKit TOC

[MBavég avemBounteg evépyeteg

Io¢ va pvidooete to SomaKit TOC

[epreydpeva g cvokevaciog Kot AoEG TANpopopieg

Uk wd P

1. Tu givan To SomaKit TOC kou owa givar 1 xprion Tov

Av106 10 PappaKo glvar Eva padOPAPLAKO TOV XPNCLUOTOLEITOL LOVO Y10, SOyVOGTIKOVS GKOTOVG.
[epiéyel T dpactikn ovcia edotpeotion. [a va pmopéael va ypnoyoronde, n k6VIg EVIOS TOL
PLoAdiov avapryvoetar pe o padievepyn ovsia mov ovoudletar yYAmprovyo yéAkio (8Ga) ondte
oynuotiletor To eappako «ydAiio (*8Ga)-edotpeotiony (avt) n Sradikacio ovopdletol
POSLOCT|LOVGT)).

To @apuako «yéiiio (%8Ga)-edotpeotidn mepiéyet po pkpn mosdTTa podievépyetac. Metd v éveon
ot EAEPa GOc, UTOpPEl Vo KATAGTHOEL LEPT] TOV COUATOG GO OPOTA GTOVS YLOTPOVG KOTA TN StpKELd
U0 LOTPTIKNG OTEIKOVIGTIKNG dtadtkaciog Tov ovopdletat Topoypaio ekmounng tolitpoviov (PET).
Avt 1 wTpikn drdtkacio AapPAveL EIKOVEG TV 0pYAV®V GOG, TOL GUUPBAALOLY GTNV AviyveLON UN
(UVGLOAOYIKOV KUTTAPOV OYK®V TOPEYOVTOS TOAVTLLEG TAT|POPOPIES GYETIKA LE TNV 0oBéveLd cag.

H ypnon tov SomakKit TOC cuvendyetor tnv ékbeon o€ pikpéc TocoTTEG padievépyetoc. O yioTpog
G0G KOt 0 TUPMVIKOG Y10TpOg Bedpnoay 0Tt To KAMVIKO 0peLog TTov Ba £xete amd T dtdikacio Le TO
PudLOPAPLOKO VITEPoKEAILEL TOV Kivouvo amd TV €kOeon oe akTvoPfoAric.

2. Tvnpéner vo yvopilete mpiv ypnopomon0ei to SomaKit TOC

To SomakKit TOC dgv npémer va ypnoyponoleitan

- o€ mepintwon aAlepyiog otnv €30TPE0TION 1| G€ 0TO10ONTOTE GALO OO TOL GLGTATIKA AVTOL TOV
QOPUAKOL (OvaQEPOVTOL 6TV Tapdypapo 6).
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IIposgidomou|oelg Kon TPoPLAGEELS

Evnuepmote tov mopnvikod yiatpd mov cag mapakolovdel tpv Aapete to SomakKit TOC:

- €4V TAPOVCIACETE OTOONTOTE GMUEID AAAEPYIKNG AVTIOPOOTG (AVOPEPOVTOL GTNV
Tapdypoeo 4) petd v Tponyoduevn yopnynon tov SomakKit TOC,

- edv €xete veppkd M Nratkd TpofAnpata (VEQPIKN 1 NIOTIKY VOGO),

- gav glote KaT® TOV 18 €10V,

- €av epoavilete onpueio apuddT®ONg TPV Kot PETE TNV €EETAIOT,

- edv €xete dAeg wWTpLkéC TabNoels, Omw VYNAA enineda KoTplOANG 610 o (GUVOPOUO
Cushing), pAeypovn], vdso tov Bupeoeldovs, GAAOV TOTO GYKOL (TNG VITOPLGNC, TOL TVELLOVCL,
TOV €YKEPAAOV, TOL HOOTOV, TOV (VOGOTOMTIKOD GLUGTHUATOG, TOV BLPEOEIDOVG, TOV
EMVEQPPLOI0V 1 GALOVG) 1 VOGO TOV GTTAN VA, (GUUTEPTAAUPBOVOUEVOL TPOTYOVUEVOD TPODLOTOC 1)
enépuPacng otov omAnva). Avtég ol Kataotdoels pnopet va gival epeovels Kot va exnpedcovy
TNV gpunveia Tov eKOVmV. ¢ EK TOVTOV, 0 YIUTPOG GOG UTOPEL Vo eKTEAETEL TPOGHETEG
GOPMOGELS Kol EEETAGELS Y10, VoL MPEPOUMGEL TOL EVPTLOTA TNG ATMEIKOVIONG e «YbAAto (8Ga)-
€00TPEOTIONY,

- e €yxete mpocparta gpPforactel. Ot doyKmpévol Aepeadéveg Aoym epfollacpov pumopel va
gtvon eppaveic katd v omeucovion pe «ydAito (8Ga)-edotpeotiony,

- €dv Aappdvete GAAA EAPUOKO, OTMS OVIAOYO COUOTOCTOTIVIG KOl KOPTIKOGTEPOELDT|, TOL OTO10L
uropetl va oAlnAemidpdcovv pe to SomakKit TOC,

- €bv giote €ykvoc M vopilete 6T pmopel va giote yKvog,

- Edv OnAdlete.

O mopnviKdg Y1oTpdc Tov cog mapakorlovbei Ba cog evnuepdoet edv ypelaletal vo, TopeTe
0omo100MTOTE AAAT E101KN TPOPOAAEN TPV 1 0poD ypnotponomoete to SomaKit TOC.

Hpw amd Tt yopiynon Tov SomakKit TOC

O mpénel va mivete apbovo vepd Tpv TV Evapén g e&ETaonc Yo, 660 TO dSuVATOV GLYVOTEP
00pNoN TIC TPMTEG DPEC LETA TN dladikacia, dote vo, eEacpaiiotel 6Tt To SomaKit TOC
OTOLOKPVVETOL OGO TO JLUVOTO TOYLTEPA OO TO CAOUO GOG.

o kor £éenpor
AvT106 10 PappaKo dev cLVICTATOL Yot acBeveig nAikiog Katw Tov 18 etdv, 1011 1| ac@dAeln Kot M
ATOTELEGLATIKOTNTA TOL deV £xel Tekunprwbel oTov cuykekpipuévo mAnbvoud acevov.

Alha gappoke kot 1o SomaKit TOC

Evnuepaote tov mopnvikd yotpd mov cog mapakorovdel edv maipvete, £yete TPOCPOTO TAPEL N
umopel va mapete AAAa @apuaka. e ovtd TEpLaUBavovTol To avIAoYo CMUOTOCTOTIVIG, TO
YAVKOKOPTIKOELT] (TOL 0voudlovTol Kol KOPTIKOGTEPOEIDN), ENEWON eVOE ETAL VO TTopeUPANO0bY otV
epunveia Tov eikovav. Edv taipvete avdioyo copatootativng evogyetal va oag {ntoei va
dlokoyeTe T Oepameio Gog Yo o LKp1| ¥POviKn TePiodo.

Kinon kot Onhaopog
Edv eiote éykvog 1 Onhalete, vouilete 6T umopei va giote £ykvog N oxeddlete vo amokTNoETE TOLdi,
{ntnote TN GUUPBOLAN TOL YITPOL GOC TPV TAPETE AVTO TO PAPUAKO.

Edv vrapyet mBavotnta va giote £YK00g, v EYETE YAGEL VAV KOKAO EUUNVOL POGENDG 1) EQV
Onialete, evnuepPMGTE TOV TUPNVIKO YIATPO OV GOG TOPOKOAOVOEL, TPV amd TN YopTyNon TOL
SomaKit TOC.

Xe mepintwon apeiPoriag, eivar onpovtikd va cupfovievdeite Tov Tupnviko yotpo mov Ha emiPréyel
T Sodikacia.

Agv VAP oVV TANPOPOPIES GYETIKA LE TNV OCPUAELN KO TIV OMOTEAECUATIKOTNTA TG YPNOTG AVTOD
TOV PAPUAKOL KOTA TN S1APKEL TNG EYKLUOGVVTG. MOVo Pactkég Epguvec Ba Tpémet va
TPOYUOTOTOLOVVTOL KOTH TN OLEPKELD TG EYKLHOGHVNG, 0TV TO T0avO dQeA0G vepPaivel KOTA TOAD
TOV KivOLVO TOV 01010 S1TPEYOLVV 1| UNTEPA Kot TO EUPPLO.
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Edv OnAdalete o mupnvikdg ylotpdc mov cog mapakoiovbei evoéyetal eite va kaBvuoTePNGEL TNV WOITPIKN
dradkacio pEypt to TEAOG TOL ONAacLOD 1 va og NTNoEL Vo SIaKOWETE TOV ONAQGLLO Kot Vo
amoppIYeETE TO YAAQ GOG TTOL £XEL GLAAEYDEL £C OTOV TAWEL VO VITAPYEL PASIEVEPYELN GTO CAOUM GOG
(12 dpeg petd ™ xopnynon tov SomakKit TOC).

Yoppovievbeite Tov mupnvikd yaTpd ToL Go¢ Tapakorovdel oyeTIkd e To TOTE Pmopeite va
Eavapyloete Tov OnAacpo.

0onynon Ko YEPLoROS PNV LATOV
Bewpeiton aniBavo 611 10 SomaKit TOC Ba enmnpedoel TV KavoTNTA GOG va odnyeite 1 va xepileote

U0V LLOLTOL.

Iepreyopeva Tov SomakKit TOC
To @appaxo avtd mepiEyel Aydtepo amd 1 mmol (1] 23 mg) vatpiov ava doon, ivat ovtd TOL
ovopdlovpe «erevBepo vatpiovy.

3. Iag ypnowomoreiton To SomakKit TOC

H ypnon, o xepiopndc Kot 1 andppuyn podtoQapraK®y SETOVTOL 0l aVoTNPES VOUOBETIKES daTAEELS.
To SomakKit TOC 0o ypnoyLonoteital Lovo e EI0IKOVG EAEYYOLEVOVG XDPOLS. To GUYKEKPIUEVO
@apuako pmopet va to yepiletar Kot vo 1o yopnyel HOVO KOTOPTIGUEVO TPOCMIIKO Y10 TIV UCPUAN
ypNon Tov. To TPOGO®MKSO VT PEPLUVA Yo TV ACPOAT XPTOT) TOV PAPLAKOL Kot Bo oag KpaTd
EVILEPOLG Y10, TIG EVEPYELEG TOV.

O mopnvikds yroTpds mov emiPAénet T Swdkacio Bo vroroyicel Tnv mocodtnTa Tov SomakKit TOC wov
TpENEL va. ypnolponom el oty mepintwon coc. Oa givarl 1 pkpdTEPT TOGOTNTO TOV ATOLTEITOL V1oL
TNV omOKTNOT TOV EXHVUNTOV TANPOPOPLDYV.

H mocdtnto mov cuvietdtor cuvimg yio Evay eviiika kopaiveton peta&d 100 ko 200 MBq
(megabecquerel, 1 povéda OV ¥PNGIUOTOIEITAL Y10l T LETPNOT| TNG PASIEVEPYELNG).

Xopiynon tov SomakKit TOC kot d1e€aymyn TG O1001KAGioG

Mertéd t padrocipavor, To SomaKit TOC yopnyesiton pe evoopréPia Eveon.

Mia ko povo €veon apket yia tn ok Tov YPeLaleETal VO, TPUYUOTOTO|GEL O Y1ITPOS GOG.

Metd v éveon, Ba cag Tpoopepbei katt Yo va mieite kKot Oo cag (el va ovprcete apéocwme Tpv
amo T doKun.

AlGpKELD TNG OLUOIKOGIOG
O opNVIKOC Y10TpdC OV Gog Tapakorlovbel Ba Gog EvEPDOEL GYETIKA UE TN GLVITON dLdpKeLn TG
Sdkaciog.

Metd ™) yopiynon tov SomakKit TOC 0a npéner:

- VO OTOQVYETE OTOLOONTOTE GTEVI EMAPT LE LUKPA TodLd Kot €yKOOLS Yo 12 dpeg petd v
éveom

- VoL OLPELTE CLYVE BOTE VO ATOPAAAETE TO PAPLOKO OTTO TO MU GOG.

O mopnvikdg yroTpdc mov cog mapakorovdei Ba cog evnuepdoet edv ypelaleton vo TapeTe
0TO1EGONTOTE EIOIKEC TPOPLAGEEIC LETA TN AYN aVTOV TOL Papudikov. Extkowvoviote pe tov
TLPTVIKO YLOTPO TTOV GOC TAPAKOAOVOEL GV EYETE OTOIEGONTOTE EPMTNOELS.

Edv cag yopnyMmOnke peyorvtepn 66on SomakKit TOC amwd TV Kavovik)

Eivar amifavo va mapatnpndei vaepdocoroyia, 610t Oo AdPete pia kot povo d0omn o€ eELeYYOUEVES
ouvOnKeG, VIO ToV evdELE)T EAeYYO TOV Y1aTPOD OV eMPAENEL TN dadikacia. 2oTdG0, 6 TEPiNT®ON
vepdocoroyiag, Bo AdPete KoTdAANAN Oeparneia. H katavilmon vypdv Kot 1 cuyvn KEVOGCTN TG
0VPodOYOL KOHGTNG O GVUPBAAAEL GTNV TOOTEPT] OTTOPOAN TV PASIEVEPYDY OLGIMV OO TO GMLLO GOG.

Edv &yete mepartépo amopieg oyetikd pe ) xprion tov SomakKit TOC, amgvbuvbeite otov mopnvikod
ywTpd mov emPAEnel T dladtkocia.
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4, IIBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta eAppOKa, ETGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kol 0gv Tapovolalovtal 6 GAOVG TOVE AVEPOTOLG,.

Av ko dgv éyovv avapepBel avemBounteg evépyeies, vapyel TOAVOG Kivouvog aAlepyIK®OV
avtidpdoewv (vrepevaictneia) pe to SomakKit TOC. Ta coprtdpata propet va tepthappavouy:
aicOnpa {éotng, epuBpdtnTa Tov dépraTOC, oidnua, Kvnouds, vavtio Kot SUGKOAIN 6TV avamTvor. Xe
nepintoon plog adiepyikng avtidpaongs, 0o Aapete v KatdAAnAn Bepaneia and 10 yioatpd Gog.

Mn yvootéc (dev umopolv va ektiunfobdv pe Bdon ta dtodéoiua dedouéva):
- Noypodg kovtd oto onpeio g Eveong

O onmAfvag elvan £va Opyovo ov Bpicketal otny kothio. Mepikol dvBpwmo yevviobvton e emimiéov
omAva (éva emkovpikd oninva). Emumiéov ominvikog 16106 umopel va Ppedel otnv kothia petd and
enépuPaocn N TpavpoTIcud Tov cmAfva (avtd givar Yvootd og omAnvaon). To «yéilo (%Ga)-
€00TPeOTION» UTOpEl v eUPavicel £va ETKOVPIKO GTANVA 1 Lo oTAVeoT. YIpEav avagopég Tt
avTd £xovv eKANEOel mg dykot. Qg ek ToHTOL, 0 YLTPOS GOG Pmopet va ekteréael TpOGheTeg GUPMOTELS
Kot eEETAGEIS Y10l VO EMPEPAUDGEL TaL EVPYLOTA TNG OMEIKOVIONG e «ydAAo (8Ga)-edotpeotidny» (PA.
naplypapo 2).

AvT10 10 padIOQUPUAKEVTIKO CKEVOGLO TOPEYEL YOUNAEG TOGOTNTES 1ovTiLoVGaG aKTIvOBoAiag ) omoio
GUVOEETOL LE EAAYIOTO KIVOUVO KOPKIVOD KOl KATPOVOLUK®DV OVOUUAIDV.

Ava@opd avemOOunTOV gvepyEL®OV

Edv mapotnpnoete KOmolo, avemBounTn evépyela, EVNUEPMDGTE TOV TUPNVIKO YIUTPO TOV GOG
mapoakolovdei. Avtd 1oyvel Ko Y10, kKabe OV avemBounTn evEPYELD TOV OEV AVOPEPETAL GTO TOPOV
@OALO 00N YLDV Yprione. Mmopeite eniong va avapépete avemBounteg evépyeleg amevdeiag, LEC® TOL
€Bviicov GuoTILOTOG avVaPOPAs Tov avaypdaeestal oto Hapdptnua V. Méow g avagopdg
AVETOOUNTOV EVEPYEIDV UmOpEite va PonBNceTe 6T GLALOYN TEPIGGOTEP®V TANPOPOPIDY GYETIKA
LE TNV 0CQAAELL TOV TOPOVTOG PUPUAKOL.

5. Ilog va puraccete To SomaKit TOC

Agv Oa, ypelootel va pLAGEETE aVTO TO EAPUOKO. AVTO TO PAPUOKO PLAAGGETOL LITO TNV VOV
£EE101KEVUEVOL OITOUOD GE KOTAAMANAOVE ¥Dpovg. To padtopapuaKo TPETEL VO GUAACGOVTOL COLPOV,
HE Tovg €0VIKOVE KOVOVIGHODG Y1a TO pOSIEVEPYE VAIKA.

Ot TAnpoopieg mov akoAovBolv amevbivovtal Lovo otov eE101KELUEVO VITEVBVVO.

To @dppoko ovtd TPETEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot Ogv TO POAVOLV Ta TOLILAL.

To SomakKit TOC dev mpémel va YpNeUYLOTOLELTOL LETH TNV NUEPOUNVIO ANENG TTOV AVOPEPETAL GTO
kouti. H nuepounvia Anéng eivar 1 teAevtoio nuéPa Tov PVO TOL OVAPEPETOL EKEL.

DdvAdocetar o€ yoyeio (2°C émg 8°C).
DvAdooeTol GTNV APYIKN] GLOKEVAGIN Y10l VO TPOGTATEVETAL OO TO PWG,.

Metd m padroonuavor, to SomaKit TOC Oa npénel va ypnouomoteitan eviog 4 wpmv. Mn
ovAdooete o€ Beppokpacio peyarvtepn tv 25°C petd ) podtoonovon).

To SomakKit TOC dev mpémel va. yp1eILOTOLELTOL EGV VTAPYOVY OPUTA OTUEIN AAAOI®ONG.
Mnv metdite @ApHOKO 6TO VEPD TNG ATOXETELONG 1| 6Ta OtKlokA aroppipata. [lepypévete Emg dtov To

eninedo padievépyelog HElBEl emapKmdg TPy amoppiyete padievepyd mpoidvia. Avtd ta pétpa Oa
BonBncovv oty Tpoctacia Tov TEPPAAAOVTOC.
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6. Iepreyopeva TS 6VOKELAGIOG KAL LOUTTEG TANPOPOPIEg

Hepreyopeva Tov SomakKit TOC

- H dpaoctikn ovoia gival 1 edotpeotion. Kabe @rarido kdvews yio evéoipo dtdAvpa teptéyet
40 pikpoypoppdplo E60TPEOTIONG.

- Ta vrorowma cvotatkd ivai: 1,10-povavOpodivn, yevtiokd o0&y, LavvitoAn, eopukd o&v,
VOPOEESI0 TOL vaTpiov, VOWP YO EVECTLLAL.

Metd ™ poadtocnpavor, To StdAvpe Tov AapuPaveTat TEPLEXEL Kl VIPOYAMPIKO 0&V.

Epedévion tov SomakKit TOC ko mepreydpeva TS 6VOKELAGIOG

To SomakKit TOC givor éva KIT Y10 TNV TOPACKELT] pAdlOQPUAKOD, TO 0010 TEPLEYEL:

- "Eva yodAvo @lolidio pe padpo omocT®UEVO KATAKL, TO OTTOT0 TEPIEYEL [0 AEVKT KOVL.

- "Eva kxoikhkod molvpepos olepivng olaiidio Le KiTpivo amocTdIEVO KAmdKl, TO 0010 TEPLEYEL
éva O10paVES Kot dypmpo dtdAvua.

H padievepyn ovcia dev meprhappdvetar oto kit kot Ba Tpémel va mpootifetor Kotd T SdpKelo TV
oTadimV TPoETOAGioG TPy amd TV Eveon).

Kéroyoc T Adsrog Kvkhogopiag
Advanced Accelerator Applications
8-10 Rue Henri Sainte-Claire Deville
92500 Rueil-Malmaison

ToAAio

Iopockevaotiig

Advanced Accelerator Applications (Italy) S.r.l.
Via Crescentino snc,

13040 Saluggia (VC),

Itohio

I'o omoladnmote TANPOPOPio. GYETIKE LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPAKAAEITTE VO
amevbuvleite otov ToMIKO OvTITPOc®To Tov Katoyov g Adsiog Kukhogopiog:

Belgié/Belgique/Belgien Lietuva
Novartis Pharma N.V. SAM Nordic
Tél/Tel: +32 2 246 16 11 Svedija

Tel: +46 8 720 58 22
Buarapus Luxembourg/Luxemburg
Novartis Bulgaria EOOD Novartis Pharma N.V.
Tem: +359 2 489 98 28 Tel/Tel: +32 2 246 16 11
Ceska republika Magyarorszag
Novartis s.r.o. Novartis Hungéria Kft.
Tel: +420 225 775 111 Tel.: +36 1 457 65 00
Danmark Malta
SAM Nordic Novartis Pharma Services Inc.
Sverige Tel: +356 2122 2872
Tel: +46 8 720 58 22
Deutschland Nederland
Novartis Pharma GmbH Novartis Pharma B.V.
Tel: +49911 2730 Tel: +31 88 04 52 111
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Eesti

SAM Nordic

Rootsi

Tel: +46 8 720 58 22

E\MGda

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

island

SAM Nordic

Svipj6d

Simi: +46 8 720 58 22

Italia
Novartis Farma S.p.A.
Tel: +39 02 96 54 1

Kvnpog
Novartis Pharma Services Inc.
Tn\: +357 22 690 690

Latvija

SAM Nordic
Zviedrija

Tel: +46 8 720 58 22

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

Slovenska republika
MGP, spol. sr.0.
Tel: +421 254 654 841

Suomi/Finland

SAM Nordic
Ruotsi/Sverige

Puh/Tel: +46 8 720 58 22

Sverige
SAM Nordic
Tel: +46 8 720 58 22

United Kingdom (Northern Ireland)
Novartis Ireland Limited
Tel: +44 1276 698370

To mapév evALo 00OV YpfioNS avade®pOnKeE Yo TELEVTAIN POPA OTIS

Addeg TNYEG TANPOPOPLOV

Aentopepeic TANpoeopieg Yo T0 pAPROKO LT givar Staféciec 610 d1KTLOKS TOTO Tov Evpmmaikod

Opyoaviopod ®oappdkmv http://www.ema.europa.eu.



http://www.ema.europa.eu/

Ot minpogopieg mov akoAovBolv amevBuvovtal LovVo Ge emayyeipatieg vyeiog:

H m\npng I[IXII tov SomaKit TOC mapéyxetor og amooy{OIeVo TUNLLA GTY GLGKELOGIO TOV
(QOPUOKEVTIKOV TPOIOVTOG, [LE GKOTO VO TAPEYEL GTOVG EMAYYELLATiES VYElog TPOGOHETES EMOTNOVIKES
KOl TPOKTIKEG TANPOPOPIEC GYETIKA LE T YOPTNYNON KOl PO AVTOD TOL POSIOPUPUAKOV.

AvarpéEre oty [IXI1.
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