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HNEPIAHYH TOQN XAPAKTHPIZTIKQN TOY IPOIONTOX



vAur(') TO POPUAKEVTIKO TPOIOV TEAEL VIO CUUTANPOUATIKY TapakoiovOnon. Avtd Ba emiTpéyel
TOV YPNYOPO TPOGOIOPIGUO VEDV TANPOPOPLOV AGPAAELNG. ZNTEITAL OO TOVG EMYYEALOTIES LYELOG VO
AVOQEPOVY OTOLECONTOTE TOOVOAOYOVUEVES averBUUNTEG evépyeles. BA. mapdypoaeo 4.8 yio tov
TPOTO OVOPOPAG AVETIBOUNTOV EVEPYELDV.

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pylclari 1.000 MBg/mL evéoo diddvpa
Pylclari 1.500 MBg/mL evéoyo sidivpa

2. IHOIOTIKH KAI ITIOXOTIKH XYNOGEXH

Pylclari 1.000 MBg/mL gvéowo didivuo

Ké&0e mL dioivopatog tepiéyel 1.000 MBq piflufolastat (18F) katd thv nuepopunvia Kot mv dpa g
BaBupovopunong.

H ovvohikn dpactikotnta avd eroiidto kopaivetor and 500 MBq éwc 10.000 MBq xatd v
NuUepounvia Kat v @po e Babpovounong.

Pylclari 1.500 MBg/mL gvéocwo didivuo

KdéBe mL doivpatoc mepiéyet 1.500 MBq piflufolastat (*F) katd tqv nuepounvio Kot v ®po. TG
BaBpovopunong.

H ovvohikn dpactikotnta avd eroiidto kopaivetor and 750 MBq éwc 15.000 MBq «atd v
nuepounvia Katl v dpo g fabpovounong.

To Fluorine ('8F) dwaondtar o otabepd o&vyovo (180) pe xpovo nulong 110 Aentd exknéumovrog
mo{itpovikn akTvoPoria péyiomg evépyelag 634 keV, akolovbovuevn amd oToVIKT aKTvofoAia
eEaAwong 511 keV.

"Exdoya pe yvoot) 6paon

Kdabe mL drodvpotog mepiéyel to moAd 3,5 mg varpiov kot 90 mg abavoing.

IMa tov Tp1n katdroyo Tov ekddywv, PA. Tapdypago 6.1.

3.  ®APMAKOTEXNIKH MOP®H

Evéoyo didivpa.

Awwyéc, aypopo didivpa pe pH mov xopaiveron and 4,5 éog 7,5.

4. KAINIKEX ITAHPO®OPIEX

4.1 OgpamevTiKég evoeilerg

AvTo TO QUPUOKEVTIKO TPOTOV Y¥PNOLLOTOLEITOL LOVO Y10 S0YVOGTIKOVG GKOTOVG.

To Pylclari gvdeikvutar yio tnv aviyvevon BeTik@v aAAO1OCED®Y TOV EO1KOD TPOCTOTIKOD

pepppavikot avtrydvov (PSMA) pe topoypaeio exmounigmolitpoviov (PET) oe eviilikeg e kopkivo
tov tpootdrn (PCa) otig axdrlovbeg KAMVIKEG TEPITTOGELS:
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. [Ipwtoyevng otadionoinon tov achevav pe PCa vynlov kivobvov mtpty amd TNV apyikn
Oepamentikn aymyn,

. IMa tov evtomiopd vrotpomng tov PCa og acBeveig pe mbavoroyovpevn vrotpomn pe Bdor tnv
abENOT TOV EXTESWDV TOL E101KOV TPOSTATIKOV avTly6voL (PSA) otov opd petd amd Tpotoyevn
Oepameia pe Oepamevtikny Tpobeon.

4.2 Aocoloyia kol TpéTOC YOPNYNONS

AVt 10 QoppOKEVTIKO TPOiOV TpoopileTar LOVO Yo ¥p1or o€ KaBoPIGUEVES EYKOTACTAGELG
TUPNVIKNG LOTPIKNG Ko TPEMEL vaL To xelpileTat povo £0v61080TNUEVO TPOCMTIKO.

Aocoloyia

H péon ovviotduevn dpactikdtnta tov ('*F) piflufolastat sivon 4 MBq/kg copatikod fapovg kot
umopel va kopaivetatl and 3 éog 5 MBq/kg copatikot Bapovg aviroyo pe tov eEomhoud PET kou tov
TpOTO ANYMC oV ypnotpomoteital. H eEldyiotn dpaotikdtnTa dev TPEMEL VA TEPTEL KATM OO

190 MBq ko1 1 péytotn dpaotikotnta oev mpémel va vepPaivel ta 360 MBq.

Neppikn ovalertovpyia / Hrotikn dvolertovpyio.

To Piflufolastat ('8F) &ye1 peketn el pdvo oe acbeveic pe Rmia veppikn dvoiettovpyia. Arorteiton
TPOGEKTIKN EETAOT TNG OPACTIKOTNTOG TOL TPOKELTAL VO Xop1yNOel, dedopévou OTL glvar duvati N
avénuévn éxbeon oe aktivoPolia o acbeveic e coPapn veppikr dvchertovpyia.

To Piflufolastat ('8F) dev éyel peket el oe acbeveig pe nrotikn dSvciertovpyio.

Haoudrorpixog nAnboouog
Agv vrapyet oyxetikn xpfon tov piflufolastat (**F) otov moudiatpikd ninbououd.

Tpomog yopfynong

Xopnyeitar pe pio evoopAEPia Eveon.

To Pylclari d1atiBetan o praAidoo moAramidy docemv. O ghdyiotog 6yKog eivan 0,5 mL daidpatog
v QloAidLo.
O 07K0¢ TOV TPOG Yop1YNoN deAvpatog propel va kKopaivetor omd 0,2 mL émg 10 mL.

Ipopvlialeis mov mpémer va AngpBodv mprv amod oV yeiplopo 1t XopRynon 100 POpPUOKEDTIKOD
TPoiovTog

IMa odnyiec wpv amd ™ yopnynon, PA. mapdypapo 6.6.

IMa odnyieg oyetikd pe ™MV apai®on ToV EOPLIKEVLTIKOV TPOTOVTOS TPV ald TN YOPpNYNoN, PA.
mopaypago 12.

Anym ewdvag

Yuviotdton 1 TomoHETnomn 1oV 060eVolg o VITIO BECT) E TO YEPLU TAV® OO TO KEPAAL.
[Mpaypoatonoteitor a&ovikn topoypo@io (CT) yauning d6ong ympig oKloypopikn evioyvon and v
KOPLOT TOL KPaviov €mg To HEGO TOV Unpov Yo 010pBwon g eEachEivnong Kot avaToukn
ovoyétion. H Aqym PET mpayupatonotleitol omd 1o PéGO Tov Unpov £0¢ TV KOPLueN TOL Kpoviov,
Eexvavtag 90 €wmg 120 Aemtd petd v éveon tov tyvnoém. Ilpénel va mepriapfdverl o k4t dkpa
€qv vapyel yvoot N mbavoroyovuevn vocog. H didpreto Aymg eikovov givar 12 éoc 40 Aemntd
avéioya pe Tov tomo tov kapepav PET, tov apBpo tov Bécewv kiivng (cuvnBmg 6 émg 8) kot to
xPOVO Aymg ava Béon kiivng (cuviBog 2 €og 5 Aemtd). Edv n Aqyn odnyel og anpocdiopiota
ELPNLOTO, KO VTO TNV TPOoHTOBEON OTL TOPAUEVEL ETAPKNG dPAGTNPLOTNTO Y10 ELOPKT CTOUTICTIKA
GTOLYEN KATAUETPNONG, LTOPOVV EXIONG VO TP Oy LOTOTON B0V KaBuoTEpNUEVES AMYELS, LELDVOVTOG
€101 N dpaocTnpOTNTA VITOPAOpOV.



Mo v mpoetopacio Tov acbevoig, PA. mapdaypago 4.4,
4.3 AvtevdsiEeag

Y epevaiotnoia otny SpacTikn ovsia 1 6€ KATO0 amd T EKS0Y 0 TOV AVAPEPOVTOL OTNV TAPAYPOPO
6.1.

4.4 E101kég TPoELO0TOU|GELS KO TPOPVAAEELS KOTA TN Y p1on

I[TiBovoTNTO OvTIdpdoe®mV VtepevatcOnoiog N ovo@LAAELNS

Edv gpoavictodv aviidpaoelg viepevaicnoiog 1 ava@ura&iog, n xopnynon TV PopLAKELTIKOD
TPOTOVTOG TPEMEL VO dlakomel apEcmg Kat va Eekviioet evoopAEPLa Bepameia, edv eival amapaitnto.
IMa va givat Suvati 1 GpEST OpAoT G€ KATUGTAGELS EKTOKTNG OVAYKNG, TO, OTTOPAITITO POP LOKEVTIKE,
TPOIOVTO KOl 0 EE0TAMGUOG OTIWG O EVOOTPOYELNKOS COANVOG KUL O OVATVEVGTNPOC TPEMEL VA, EivolL
aueca olabéoiua.

Atopkn arttoddynon oeEAOVE/KIVOUVOL

IMa ka0 acbevn, N ékbeom oty axtivoPoiia mpémet va, dikaloloyegitatl omd To Thavo 6¢erog. H
XOPMYOVUEVT dpacTikOTNTO Oa TPEMEL o€ KABE mepinTmon va givor 660 10 duvatdv yaunAdTepn OOt
vo, AUPAVOVTOL 01 OTOTOVUEVES OOy VIOOTIKES TANPOPOPIEC.

Neoppikn dvoiettovpyio

Amnorteiton TpooekTIKn €£ETaON TNG 6YEONG 0PEAOVG-KIVODVOL GE QuTOVG TOVG aebevelg, dedopuévou
OTL givat mBavh n avénuévn ékbeon e aktvofoida.

Ioudwatpikdc TAnBvoudc

IMa TAnpoopiec oyetikd pe T ypNON oToV TUTPIKO TANBUGUO, PA. Tapdypapo 4.2.

[Ipogtowacio acOevoic

O acbBevnig Ba mpémet va eival KOAG evudaTmUévog TPty amd Vv Evapén g eEétaong Kot va
TOPOTPVVETOL VO OVPEL TPV O TNV €EETACT TPOKEWEVOL Vo LELBEL 1] dpacTnplOTNTA TNG
0VP0dOYOV KVGTNG Kol 6GO TO duvaTOHV CLYVOTEPA KATA TIG TPOTEG MPES LETA TNV €EETAoN Y1 VL
pewwbel 1 axtivofoiia.

"Eva dtoupntikd mov avapévetatl va dpacel eviog g XpOoVIKNG Teptddov TpdGAnyMg umopel va
xopnynOei yia tn Bertimon g epunveiag g piflufolastat ('*F) PET/CT, kabmh¢ 0dnyei o€ AMydtepeg
EVOT00O£cELS OPACTNPLOTNTOG GTOVG OVPNTHPES KAl TV 0VPOSOY0 KVOTN.

Metd n ddkacio

H otevn emapn pe ta fpéon kot Tig £ykveg yovaikes 8o tpémel vo mepropileral Katd T SidpKelo TOV
TPOTOV 12 ®pdv petd v €veon.

Epunveia tov eikdvav tov piflufolastat (13F)

H ovviotdpevn pébodog yio v epunveia tov eikévov PET pe piflufolastat ('*F) PET/CT eivot n
OTLTIKY] EpUNVEia.

Ot PAaPec mpémel va, BempovvTol DITOTTEG EAV 1| TPOCANYN £Vl HEYUADTEPT] OO TN PLGIOAOYIKT|
TPOCANYN GTOV €V AOY® 16TO N HEYAADTEPT] 0O TO TOpaKEIUEVO VTOPaOpO v dev avapéveTal
(PLGLOAOYIKT] TPOCANYT).



To piflufolastat ('*F) cvcompedetor o pu610A0YIKOVE 16TOVC OOV 1 TVKVOTNTO TOL PSMA &ivat
VYNAY, COUTEPTAOUPAVOUEVOV TV SOKPVIK®V OdEVMV, TOV GLEAOYOVAOV 0dEVAMV, TOV NTATOG, TOV
onAqva Kot TV veppov. Ta puoioloyikd dpyava Tapovctdlovv onuavTiK) HeTafANTOTNTA 6TV
npooinym tov piflufolastat ('*F). Qo1660, 0 avtikTumog TG enPBEpLVENG TOL OYKOV GTN PVGIOAOYIKT
TpoOSANYN gival eAdy1oTog Kot gival amiBavo va gival kKAvikd onpuaviikoc. H ékppaon tov PSMA
evtoTileTal Kupie 6TOV KOpKIivo TOV TPOGTATY), AAAG propel emiong va mapotnpn el Kot o€ dAleg
VEOTANGIES (TT.. VEQPOKVTTUPIKO KOPKIVAOWO, NTOTOKAPKIVOUA, KAPKIVOG TOL HoeToD, KapKivog Tov
TVELOVA Kol GAAEC Kakon0eleg) 1 kahon el mabnoelc (mw.y, awoyyeiopa, yéyyAld, yoti uropoidv va
punB8ovv tovg Asppadives, Karonng vooog Tmv 06TdV MG vOGoS Tov Paget 1 mveupovikn
GOPKOEIDMOT/KOKKIOUATOON).

Ot edveg TPETEL VAL EPUNVEVOVTOL LOVO OTO AVAYVOGTES TOV £XO0VV EKTUIOEVTEL GTNV EpUNVEiID TOV
ewovov PET pe piflufolastat (°F).

2UVIGTATOL KAVIKT] GUGYETION, N onoia puropel va teptlauBdvetl iotonaboroyikn a&loAdynon g
neployNg mBavoroyoUEVOL KopKivoy TOV TpooTdtn. Mia apvntiky| eikdva dev amokAeiel Tnv
TOPOLGIN KAPKIVOL TOV TPOoTATN Kol pia BTk eikdva dgv emPBERaidvel TNV TopOVGio KOPKIVOL TOV
TPOGTATN.

To piflufolastat ('*F) dev pedetnOnke yio tnv oviyvevuon amopuakpUGHEVOV HETOCTAGEMY GTO aPYIKO
oTAd10.

H an6doon tov piflufolastat ('*F) yia tnv aneikdvion acbevav pe Proynuikés evosi&eic vrotponic tov
KopKivov Tov Tpootdtn eaiverol va ennpedletal amd ta enineda tov PSA otov 0po6 (PA. mapdypago
5.1). H amdd00om tov piflufolastat (**F) yio v ameikdvion Tov HETAGTOTIKOV TVEMKOV AEUPAIEVOV
TPV ATO TNV APYIKN 0p1oTikn Oepameio aiveton va emnpedletal and napdyovieg Kivduvov 0Tmg 10
ovotnuo Babpordynong Gleason.

O1 HETACTACELS GTOVG PKPOVG AEUPadEVES, 1 omoladnmote PAAPT KAT® omd TN Y®PIKN GVAAVGT TNG
PET (=5 mm), propei va dtoevyovy and v piflufolastat ('*F) PET/CT.

Méyp1 onpepa dev VILAPYOLY OEGOUEVO ATOTEAECUAT®Y TOV Vo btooTnpilovy TV emakdiovin
dwayeipton twv acbevav pe Bdon to PSMA-PET oty npmtoyevn otadonoinorn. Erouévac, n

Bepaneia dev Oa Tpémel va tpomonoteital povo Paoet tov svpnudtov g piflufolastat ('*F) PET/CT.

Ewwéc tposdomomcels

Avto 10 EUPHOKEVTIKO TPOTIOV TEPLEYEL £00¢ 3,5 mg vaTpiov mov 1oodvvapet pe to 0,2% g
ouvictodpevng and tov IIOY péyiotng nuepnotag Tposinyng 2 g voatpiov yio Evay ViAKO.

Avto 10 POoppOKELTIKO TPOioV TEPLEEL £0¢ 900 mg adkodAng (abavoin) oe kabe yopnynon, Tov
oodvvapet pe 90 mg ava mL. H mrosdta 6 10 mL avtov Tov @oprokeutikod TpoidvTog 160 dUVopLE:
pe Myétepo and 23 mL pmopag i 11 mL kpaciov.

H pixpn mocdTTo. aAKoOAN G 6€ auTO TO GOPLOKEVTIKO TPOoT1dV dev Ba £xel aloonuelmTeg EMOPAUCELS.
4.5 AlMniemopdosic pe GAho QOPRUKEVTIKA TPOIOVTA KoL Ahieg popPES ahinieniopaong
Agv &rovv mpayuatomombel perAéteg aAANAETIOPACEWDVY.

H Bepaneia otépnong avdpoyovev (ADT) ko dAiec Bepaneieg Tov oTOYXEVOVV GTIV 000 TOV
avOpPOYOVOV OTTMG 01 AVIUYMVICTEG TV VILOSOYEMV avOPOYOVOV UTOPEL Vo TPOKAAEGOVV aANAYEG
otV tpdcinyn tov piflufolastat ('*F) otov kopkivo tov Tpootdrn. H enidpoaon avtdv tov Bepaneidv
otnv amddoon ¢ piflufolastat (*F) PET dev &yt dtomiotmOei.

H ypovia Bepaneio pe drovpntikd dev goivetal va éyetl kopio aAAnAenidpaon pe to piflufolastat (18F)
Y10 TNV EPUNVEIN TOV EIKOVOV.



4.6 TovipoétTnTa, KONoN KAl yorovyio

Konon

To piflufolastat ('8F) dev mpoopiletar yuo ypron oe yovaikec.

Oniacpog

To piflufolastat ('8F) dev mpoopilerar yuo ypnon oe yovaikec.

Tovyoto

Agv &povv de€ay el pehétec oyeTIKd pe T YOVILOTNTO.

4.7 Emdpacseic otnv IKavOTNTA 001y 601G KOL YELPLOLOV ROV LETOV

To Pylclari dev égel kapio 1 el aoNUOVTY EXIOPACT GTIV IKAVOTNTO 0)YNONG KAl XP1oNG
PNYOVT|LATOV.

4.8 AvemOounTteg evépysreg

[1epiAnyn Tov TPOPIA AoPAAELOC

To cvvolikd mpo@il acpdielag Pacileton o€ dedopéva amd T yopNynon Tov o€ 797 acbeveic amnod
TPEIG KAMVIKEG PEAETEG KOl aLBOpUNTES avaPOPES. ZTIg KAMVIKEG pelétes, o kb acBevig Elafe pia

xopnynon pe didpeon yopnyovuevn dpactikotnta 330 MBq.

AvemBdunteg evépyeleg Exouvv avapepfel kotd T dtdpkeln TNG KMVIKNG avamTuéng kot tapotifevrot
KotoTépm pe faon v Kot yopic/opyovikd cOoTnue cOpe®va ue tn Bdon dedouévov MedDRA.

Kotdroyoc avemBiuntmv eVEPYELDV GE LOPON TIVAKO

Ot ovyvotTEG TOV avemBOUNTOV evepyelmv opilovion og &ng: TTodd cuyvn (>1/10), cvyvn (=1/100
£€m¢ <1/10), 6y cuyxvn (=1/1.000 éwg <1/100), ondvia (=1/10.000 g <1/1.000), modd omdvia,
(<1/10.000), un yvoorn (dev umopel va, ektiun el and ta dabéciua orotyein). e kabe opudoo
GUYVOTNTOV, 01 avemBOUNTEC evépyeleg mapovoldlovtal Katd oepd eBivovcag cofapotnToc.

IMivakog 1: AvemOountes evépysaies mov wapatpiOnkay pe v piflufolastat (1*F)

MedDRA Katnyopia/Opyaviko Avem@opnteg evépyereg Yoyvotnto
Yootnpo

Al0TOpOEC TOL BVOGOTTOTIKOV YrepevaroOnocia Oyt ovyvy
GUGTNUATOC

Awwgaxég TOV UETOPOAMGLOD Kot Agudétoon Oy ovyvn
g Opéymg

Yuyratpikég dratapayég ATOTPOGAVATOMGHOG Oy ouyvn




Aatopoyéc Tov VELPIKOD JuyKomn Ayvoom*

GUGTNLLATOG Avoyevoia Xuyvn
Kepalaiyia
74\ Oy ovyvn
Y neparsOnoio
Hukpoavia
OpBalpkéc Sotapayéc EAdttopa ontikod mediov Oyt ovyvy
Awtapoayéc Tov wTdg Kot Tov , Oy ouyvn
kanpFi)v(;coﬁ ) Ihyyog wone
AlotapoayEc TOL YUOTPEVTEPTKOD Navrtia Ayvoom*
Epetdg
Awtopayés Tov dEppHaTog Kat tov | Enpodepuio Oy ovyvn
VITOOOP10V 16TOV E&avOnua
A0TopayEC TOV LVOGKEAETIKOD ApBpaiyio Oyt ovyvy
GUGTAUATOG KOl TOV GUVOETIKOD Mvikn advvauio
1670V I16vo¢ ota dxpa
Atawp’(xxsg TOV VEPPOV KaL TV Avoovpia Oyt ouyvn
0VPOPOP®V 00DV
Ieviég dwaTapayéc kot mabnoelg Kénwon Oy ovyvn
GTO GNUELD YOPNYNONG Avcpopia oto otibog Oy ovyvn
E&avOnpo oto onpeio
EQOPUOYNG
AioOnua un
(PUGLOAOYIKOTITOG

AAyoc 610 onueio g éveong
* AvemBOUNTEG EVEPYELEC TOV TPOEPYOVTAL OO VOO PUNTEG AVAPOPESG LE LT YVOGTH GLYVOTNTO.

Ieprypaen emdeyuévav avenlfouUNTOV EVEPYELDV

Yuvolkd avapépOnkav 108 avemBounta copfavta speavilopeva katd m Oepancia (TEAE) og 69
(8,6%) acbeveic, pe ouyvotepa v keporaiyia (1,4%), tn dvoyevoia (1,0%) ko v k6mwon (0,5%).
AvapépOnkav pia coPapd avemBounta copfdvra oxetilopeva e o appaKo (vrepegvoichnoia,
KepaAakyio Kou TaporcOnoia) ta omoic eKONAMGE GTO GUVOAD TOVG £Vag aGBEVIC, KAl LOVO T
vrepevaicncio a&loloyndnke wg oxetilOpevn e T0 PAPUOKO GE AVTOV TOV acbevn mov &iye
ONUAVTIKO 10TOPIKO aAAEPYIKOV avTidpdoswv. Kot ta tpia cofoapd averBopnta coppdvia mov
oyetilovtal pe 10 PAPLOKO ETADONKOAVY.

H £éx0eom og wvtilovoa axtivofoiia cuvdéetal pe TNV TPpOKANCT KopKivov Kot pe tnv mlavotnta
AVATTUENG KANPOVOIK®DY EAATTOUATOV.

Agdopévov 6T N amotelespatiki 660 eival 4,2 mSy OTav 1) LEYIGTI] GUVIGTMOUEVT] OPACTIKOTI T T®V
360 MBq yopnyeitar og acBevn pe fapoc 70 kg, avtég o1 avemBountec evépyeleg avaEVETAL Vo

EULPOVIOTOVV LE YoUNAN TOovOTNTO.

Avopopd ThovoAoyodUEVOV avVETIOOUNTOV EVEPYELDV

H avagpopd mibavoroyodpevmv averiBountov evepyeidv LETd amd T yopnynomn dostog KukAopopiog
TOV QOPUOKEVTIKOD TPOidVTOG eival onuavtikn. Exttpénel  cuveyn mapakolovdnon mg oyxéong
0(PEAOVC-KIVOHVOL TOV POP LOKEVTIKOV TPOIOVTOC. Znteital amd Tovg enayyeluatiec vyeiag va
aVOPEPOVY OTTOLEGONTTOTE TOUVOALOYOVLEVEG OVETIBVUNTEG EVEPYELEG LEGM TOV EBVIKOD GLGTIUATOG
avaeopas mov avaypaeetot oto [apdptnuo V.



4.9 Ymnepoocoroyia

H péyiom nocotta éveong piflufolastat ('*F) mov umopei va yopnynOei pe acedieio otov dvBpmmo
dev el kaboplotel.

Y& nepintmon yopnynong vrepdocoroyiag axtvoforiog, N amoppopoduevn 666m otov 0c0evr Oa
npénel va petmbel dmov givar duvatdy avsavovag v amofoAr] Tov padlovVOVKALSiov oo ToV
0pPYOVIOUO UE AVOYKOOTIKT S10VPTON KOl GUY VT EKKEVAOGT TS 0VPO0dOY 0V KOoTNG. Ba NTav Xp1oIUo
va KT Ol 1 amoTELEGHATIKT] dOOT) TTOV EQOAPHOGTNKE.

5. ®APMAKOAOTI'IKEX IAIOTHTEXZ

5.1 ®oppokodvvopikég 10101 TEg

OoappakobepomevtiKng Kot yopio: AlyvooTiKd padloQaproKa, GAAN S0y VOGTIKA Pod10Qap LK Yol
v aviyvevon oykmv, kodikog ATC: VOIIX16.

Mnyaviopdc dpdonc

To ed1k6d mpootatikd peuPpavikd ovtydvo (PSMA) sival pio Stoapepfpovikn YAVKOTPp®TEIVY TOL
ekppaletal Kupimg 6To PLoIOA0YIKO aVOPOTIVO EXBNAL0 TOV TPOGTATN OE YOUNAA EXITESQ, QALY
umopet va vrepekppaletol o€ peydio fadud and kakonBelg 161o0g, 1ing and To KUTTOPO TOL
KapKivov Tov Tpootdrr, cupumepthapfavopévng e pnetactatiknis vooov. To Fluorine (18F) eivat éva
PaOIOVOLKAISI0 TTOV eKTENTEL B+ Kol eMTpEMEL TNV TOpOYpopia ektounnc molitpoviov. To
piflufolastat ('*F) givon évog ekAekTikOC Kpopoplakog avaotoAéag Tov PSMA devtepng yevidg,
EMONUACUEVOC PE pBOP10-18. Me Bdomn Tnv éviaon tov onudtov, ot sikoveg PET mov Aappdavovron pe
™ xpnon tov piflufolastat ('8F) vrodewcviovv v mapovsio iotdv Tov ekpaiovy 0 PSMA.

DoppoKkoduvoLUKES ETOPATELS

Y116 YMNKEG CUYKEVIPDGELS TOV YPTCLLOTOIOVVTOL Y10l TIG Sy VOOTIKES EEETAGELS, OVTO TO
PUPUOKELTIKO TPOIOV Oev aivETaL VOl £XEL POPLOKOOUVALKT dpdoT.

KMviK amoTeAeoLaTIKOTNTO

H acpdieio kon n amotedespotikdtro tov piflufolastat (18F) aoloynOnkov oe Tpelg mpoonTiKes,

OVOIKTNG EMICNUAVONC, TOAVKEVIPIKEG KMVIKEG MEAETEC GE vOpEC e KapKivo TOL TPOooTATN:
OSPREY (NCT02981368), CONDOR (NCT03739684) kot PYTHON (ap1®uodg EudraCT 2020-
000121-37).

Ymv kooptn A g perétng OSPREY evtayOnke po opdda 268 avdpmv pe Broyikd amodederyLévo
KOpKivo TOV TPooTdTn LYNAOL KIvdOVoL, 01 0Ttoiotl BewpniOnkay vroynelot yio piiikn TPOCTUTEKTO LN
Kot eKTop TueMK®OV Agppadévov. Kabe acbevig vrtopionke o pia PET/CT pe piflufolastat (18F)
amd To HEGO TOV UNPov EmG TNV KOPLET Tov Kpaviov. Tpelg kevipikoi aveEaptnTol avayvmoTeg,
TVQAOL G TPOG OAEG TIG KAVIKES TANPOQOpPies, epunvevoay kKabe adpwon PET ya v napovoia
AVOUOANG TPOGANYTG OTOVG TVEAMKOVS AEUPAOEVEG O TOAOTAEG VITOTEPLOYEGS,

GUUTEPTAQUP OVO LLEVOV TV KOOV Ay OVIV AEUQadévav. Ta cuv-TpoTedovTo KOTaANKTIKA onueio
nrav n ewdikotnto ko evocdnoio e PET/CT piflufolastat (18F) évavti g iotortaboloyiag eviog
TOV TVEMKOV Aeppadévev. Ta deutepevovta KataAnktikd onueio frav 1 Betikn tpoyvmotiky| a&ia
(PPV) kau 1 apvntikn mpoyveotikh a&io (NPV) g piflufolastat (1*F) PET/CT yia v mpopreyn g
TOPOVGIAG N TNG ATOVGING AVTIGTOL O KOPKIVOL TOV TPOGTATN EVIOG TOV TPOCTOTIKOD 0OEVA KOl TOV
AELPOOEVOV OTNV Opada A.

Yuvolkd 252 acBeveig (94%) voAOnKaV GE TPOGTATEKTOUN KOL EKTO LT TVEMKOV AEUPASEVOVY KOl
glyav enapkn 10T0onafoA0YIKE dedopéva Yo TNV aSoAdYNoN TV TLEMKOV Aeppadévov. Ta
XEPOVPYIKE SelyLOTa SLOYOPISTN KAV OE TPELG TEPLOYES: APIOTEPO NULOPLO, 0510 MUUOP10 Kol GAAQ.
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I'o kéOe acbevn, ta amoteréopato g piflufolastat ('*F) PET/CT kat tng iotomaboloyiag mov
TPOEKLYOV OTTO TOVG TVEAMKOVS AEUPASEVEG GUYKPIBN KAV avd yelpovpyn meployn. Ta amoteAéopata
™G PET/CT o€ meproyég mov dev elyav daywpiotel anokieiotnkay and v avdivor. [ toug 252
a&oroynoipovg acbeveig, n péon nhio NTav 64 £t (vpog 46 éwg 84 £tn). H didpeon tun tov PSA
opovNtav 9,3 ng/mL. H cuvolikn Pabuoroyio Gleason fjtav 7 yia 1o 19%, 8 yio 0 46% xot 9 yia 1o
34% tov acbevav, evd o1 vtdéAoumotl aobeveig eiyav Babuoioyieg Gleason 6 1 10.

To Tpokabopiopéva KaTOTOTO Opla Yo T0. cVVOETO TP®TEVOVTA KaTaANKTIKA onueia ntav 40% vy
evarcOnocia kol 80% vy e&edikevon. H evaicOnocio dev méTuye 0TOTIOTIKT ONUOVTIKOTNTA Y1
TovAd1oTOV 2 amd TovG 3 aveEdpTnTONg aS10A0YNTEG AMEIKOVICE®V, GUVETHG BempnOnke
ATOTUYMUEVT HEAETT.

O mivaxag 2 mapovolalel v anddoon g piflufolastat ('8F) PET/CT avé avayvdot
XPNOOTOIDOVTOC TNV 10TOTABOA0YIN TV TVEMKOV AEUPAdEVOV O TPOTUTTO aANBelag, og eninedo
acBevovg pe avtiotoiylon mteployov (Lo aAndmg Oetikn meployn opilet Evav ainbag Betikd acbevn).
[Tepimov to 24% TV a&lohoynomy aclevav elyov TLEMKEG AEUQAIEVIKEG LETOOTACELS e fdon TV
orortaforoyia (95% dbotnpa epmictoovvne: 19%, 29%).

IMivokag 2: A&ohdynon Tov emdocsmv ¢ piflufolastat (1*F) PET/CT ywa tqv aviyvevon
LETUOTAGEMV GTOVG TVEMKOVG Aeppadéveg oty kKooptn A ™5 OSPREY (n=252)
APNOCLLOTOLDOVTAS OVAAVOT] 0€ eNMiTed0 acOevoVg Ko 6€ avTioTOL i PLE TNV TTEPLOYN].

Avayvaooetng 1 Avayvaretng 2 Avayvaretng 3
AMO®¢ BeTId 23 17 23
Yevomg OeTind 7 4 9
Yo ®dg apvnTIKO 36 43 37
AMOa¢ apvnTIKO 186 188 183
EvaieOneio, % (95% AE) | 39 (27, 51) 28 (17,40) 38 (26,51)
Ewdwotnta, % (95% AE) | 96 (94,99) 98 (95,99) 95 (92,98)
PPV, % (95% AE) 77 (62,92) 81 (59,93) 72 (56,87)
NPV, % (95% AE) 84 (79,89) 81 (76,86) 83 (78,88)

Yvvtopoypogies: AE = dtdompo gumiotocvvng, PPV = etk npoyvootikn a&ia, NPV = apvntikn
npoyvootikh a&io

INa v Tpotoyevi otadomoinon (OSPREY, Kodptn A), emitedydnie vymid eninedo cuppoviog
AVOYVOOTAOV Y10 TIG LETOCTAGELS 6TOVG TVEAMKOVG Aeppadéves (92,5%) pe otatiotikn kappa tov Fleiss
0,78 (95%CI: 0,71, 0,85).

Y& SlEPEVVNTIKEG AVOAVGELG, VITPY OV aPIOUNTIKEG TAGELS Y10 TEPLEGOTEPQ 0ANOMG OeTiKd
amoteréopato, LeTad TV aobevav pe cuvolikn Paduoroyia Gleason 8 | vymAoTepT Kot peTa&d TV
acBevav pe otddto 0ykov T2¢ 1 vynAdTepo o€ oyéon e Tovg acbevelg pe yapuniotepn Paduoioyio
Gleason 1 yaunAdtepo 0TAd10 HYyKOV.

M ovykplon ot doyvootikn enidoon g piflufolastat (8F) PET/CT pe apyikn coufotkn
anewkovion (CI) og aoBeveig pe Kapkivo Tov Tpootdtn vyniov Kivdvvov omd trv Kooptn A tng Osprey
devepynnke og post-hoc peré. H piflufolastat ('*F) PET/CT korédei&e 3 popés vymiotepn PPV amd
T ovpPatikn aneikdvion (diapecog 86,7% évavtt 28,3% avtioToy ) mapd Ty Tapd oo EVocOn Gl
(S14pecoc 40,3% yio v piflufolastat ('*F) PET/CT xo 42,6% yo ) cupfortikn aneicovion). H péon
g€edikevon g piflufolastat ('*F) PET/CT ftav 97,9% kot 65,1% yio.tnv CI ko didpeon NPV 83,2%
évavtt 78,8% avrtiotoiya.

> perétn CONDOR evtayOnkav 208 acbeveig pe Broynuukn évdeién vrotpomaloviog KopKivov o
TPOOTATN HETA TNV apykn Oepameio (plikn Tpootatektoun) 610 85% v acbevav). H didueon tiun
oV PSA opov ftav 0,82 ng/ml. Olot o1 eyyeypappévor acbeveic iyoav apvntikn 1 apeifoin y
KOopKivo Tov TPooTdTn GuUPaTIKN ameEoVIoTIKN a&loAdynon (Yo Tovg TeplocdTEPOLS acbeveic,
a&oVviKn 1| Loy v Ky Topoypaio) evtog 60 nuepmv mtpwv omd th AMjym tov piflufolastat (18F). Olot ot
acBeveic vmoPAnONkav og pic PET/CT amd to péco tov unpov £mg tnv Kopuen ToL KPOoviov [E
TPOALPETIKN ALEKOVIOT TOV KAT®O AKpmV. Tpelg aveEdpTnTol KEVIPIKOL avayvmoTeS, TVAoT 6g OAeg

9



TIG KAMVIKEG TANpoopies, a&toddoynoav kdbe cdpwon PET/CT yio v mapovsio kot t 0éon twv
Betikdv PraPav. H Béon g xabe PAGPNG katnyoplomomOnke o€ 5 meproyés (mpootdng/kottida
TPOOTATN, TVEMKOL AEUPAUOEVES, AALOL Aeppadéves, palakol 10Ttol, 00td). To TpwTapyikd
KOTOANKTIKO onpeio TV 101060616 cmwotol eviomicpov (CLR) og eminedo acbevoic, To omoio
opiletal wg 10 T0G00TO TV AGHEVMY Y10 TOLG 0TTO10VG VAN PYE o TPOog pia avTioToryio peta&d Tov
EVTOTIGHOD TOVAGIGTOV piog BPAGPN S Tov eviomiotnke oty ancikovion piflufolastat ('8F) PET/CT
KOl TOV 6OVOETOV TPOTOTOL AN Beac. Av To youniotepo 6pto tov 95% Clfrav >0,2 (CLR 20%) yio
ToVAdy1oTOV 2 amd Tovug 3 aveEdptnToug a&loA0YNTES AMEIKOVIONGS, TOTE 1] AVAALOT] TOL KVPLOL
KOTOANKTIKOD onpeiov BewpnOnke emtuyng. To devtepedov KATAANKTIKO OMUEIO HTAV O OVTIKTUTOG
ot Swayeipion Tov a.eBevoig (IMP), o omoiog opicTnke ®G TO TOGOGTO TV ACHEVOV HE ANy OTA
npofrendpeva oyédia Bepomeiog yiotov Kopkivo tov Tpootdtn Aoy tng piflufolastat ('*F) PET/CT,
OTMOC LETPNONKE E TN GVYKPION TOV EpOTNUATOAOYI®V TpoPAETOUEVTG SloryElpiong mTov
ocopUTANPGONKAV TPV Kot LETA To amoteEléopata. TG aneikoviong ue piflufolastat (**F) PET/CT.

Avaroya e Tov avayvoot, cuvoAkd 123 émg 137 acBeveic (59% £mg 66%) elyav TovAdyloTOV pio
BAGPN mov mposdiopiotnke wg piflufolastat ('*F) PET-0etikn (IMivaxag 3). H mepoyn oty omoia
moapatnpnOnke cuyvotepa Betikd ebpnua PET ftav ot muehkoi Aeppadéveg (40% émg 42% OAmV TV
Oeticmv eproydv PET) kail n Atydtepo ouyvi meployn NTav ot poiakoi 1otoi (6% Emg 7%).

Avéroya pe tov avayvootn, 99 éog 104 acbeveig pe Oetikn meproyn oty piflufolastat ('*F) PET
€Y 0V AVTIOTOLIGUEVES LE TN BEOM GUVOETES TANPOPOPIEG TPOTHTOL AVOLPOPAG TOV ATOTEAOVVIOV OO
otonaforoyio, anekovion (AEOVIKN TOHOYPAQia, HOYVNTIKT TOHOYPOPi, VITEPTXOYPAP LA,
fluciclovine (‘*F) PET, PET yoAivng i onwvOnpoypaenua 0otdv) mov eMjenoay evtdg 60 nuepdv
and ™ capwon PET/CT, 1§ andkpion tov entmédov Tov PSA ctov 0pd 6€ gtoyevpévn axtivodepomeio.
O mivaxog 3 Tapovoidlel ta amotedéopato anddoong ot eninedo aobevoig tng piflufolastat (°F)
PET/CT avd avoyvdot, coumeptAauavouévng g BeTikig TpoyvooTikng a&iog Tov avIieToyEl ot
0o, Yvoot Kol wg T10600Td 0pbov evromiopov (CLR). 'Evag acBevic BempnOnke ainbog Betikog
£av glye Tovldyiotov pia Otk avtiotoyn 0éon 1600 oty piflufolastat ('*F) PET/CT 660 kat 610
ovvleTo TPOTLITO AVAPOPAC.

IMivoxkag 3. Atodoon ¢ piflufolastat ('8F) PET/CT os eninedo ac0evovg otn perétn CONDOR
(n=208)

Avayvootg | Avayvaotg | AvayvaoTig
1 2 3
Apvntiké PET 71 84 85
O¢cnik6 PET 137 124 123
AMO®O¢ OeTId 89 87 84
Yevdng OeTikd 15 13 15
Mn a&roroyriopno 33 24 24
(0etikd PET yopig
TTPOTLTTO VPO PAS)
CLR % (95% AE) 86 (79,92) 87 (80,94) 85 (78,92)

Yvvropoypogies: CLR = Oetikn mpoyvootikn a&ia o€ avtiotoyio pe ™ 08éom, CI = didotnpa eumiotociving

Ytov wivaka 4 topovoidlovtot to amoteléopoto g piflufolastat ('8F) PET/CT og eninedo acbevoig
Ao TNV TAEOYN QIO TOV AVOYVAOCEDV, SI0CTPMUATOUEVE avdloya pe To enimedo PSA otov opd. To
m060010 BetikdTog PET vroloyiotnke wg 1 avaroyio tov acbevav pe Oetikn PET/CT eni tov
GLUVOAOD TV a.60evmdV TOoL VIO PANONKaAY o€ adpwor). H mbavotnta Evag acBevic va el TOvAGyIoTOV
uia piflufolastat ('8F) PET-0gtikn BPAGPT avEdvetotl yevikd pe tnv avénon tov enmédov tov PSA otov
0po.
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IMivakoc 4: Anoteléoparo piflufolastat (13F) PET o€ erinedo a60svovg kol m0606T0 OcTIKOTNTOS
PET* dwotpopotopéve avaroya pe to exinedo tov PSA otov 0pé ot peréty CONDOR pe
APNON TAELOYN PLKOV UTOTEAECRATOG RETASD TPLAOY avayvOSTOV (n=199)* *

PSA (ng/mL) | AcOgveig pe Ostiké PET AocOgveic pe | IlocooTod

apvNTIKO OetikétnTog PET

PET (95% AE) *

Xvvoro | TP FP Mn
aELOAOYN OO
(xopig TpodTLTO
avopopac)

<0,5 24 11 4 9 45 35 (24,46)
>0,5 ko <1 18 12 3 3 18 50 (34,66)
>1 ko <2 21 15 3 3 10 68 (51,84)
>2 57 50 3 4 6 90 (83,98)
Xvvoro 120 88 13 19 79 60 (54,67)

* [Tocooto Oetikdmrag PET = acbeveic pe Oetikd PET/cOvoro acbevdv mov capdbnkayv. Ot acheveic pe Oeticd
PET mepilapfavovv ainbog Oeticong kat yendmg Oetikoig acheveic, kabng kot ekeivoug Tov dev giyov
TANPOPOPIES Y10 TO TPOTUTO AVALPOPAC.

**"BEEL aoBevelg egapébnkay amd avtdv tov mivaka Aoyw Eketyng apytkob emmédov PSA kot tpeig acheveic
eEapétnkov amd avtdv ToV TivaKa AOY® EMAELYNG TAELOYNOIKOD OTOTEAEGLOTOG HETOED TV TPLOV
avVayVOOTOV.

Svvtopoypoeies: TP = alnbamg Oeticd, FP = yevdmg Betikd, AE = dtdompa eumiotooivng

IMa tovg 207 acBevelg pe epOTUOTOAOYIN WOTPIKNG SlayElPIONG TOV CLUTANP®ONKAV AT TOVG
Bepdmovtec wtpovg Katd v anetkdvion tpv Kot petd v PSMA, 10 64% (131/207) tov acBevaov
glye aAdoyf otnv mpoPrendpevn dwyeipion petd v piflufolastat ('*F) PET/CT. Ao tovg acbeveic
pe aAdoyn KAvikmv oxediov, to 79% (103/131) opeirdtav o Betikd evpripota PSMA PET/CT kot to
21% (28/131) og apvnrikég oapdoels. O1 o ouyvég aAlayég NTov amd TV TomikT Oepameio Siiowmong
o1 cvotnpatikn Oepomeia (58 acbeveig), amod Ty Tapatipnon oty Evapén omolocdonmote Oepamneiog
(49 aobeveic), amd ™ un Bepamevtikn cvotnuatikn Oepaneia otn Tomkn Oepaneia didlcwong (43
ao0evelg) Kol amod TNV TpoypouuaTiopuévn Bepaneia otny tapatrpnon (yopig Oepaneia) (9 acbeveig).

H pedétn PYTHON fjtav o Ty o1omompuév, 0VOIKTIG EMLGT HOVOTSG, S10CTOUPOVLEVT] LEAETN OITANG
Oepamneiag. EvtdyOnkav 217 dppevec acbeveic pe Tpdn ProynpiK vroTponn Tov KapKivov Tov
TPOGTATY], 01 0moio1 vToPANONKav og opiotikn Bepaneia (p1likn tpootatektoun (RP) £ ekteTopévn
Aeppadevikn dwatour (eLND) oto 73,2% tov acbevav, EBRT 1 Bpayvbepaneia oto 26,8% twv
acBevav). To TpoTapy ko KATaANKTIKO oNeio fTav To Tocootd aviyvevong (DR) mov opiletot g o
appog TV acbevadv mov opiotrav o¢ Oetikoi oe eninedo acbevoig amd Tovg aveEapTNTONg
avayvmoTeg PeTa&l ToV GUVOAIKOD ap1Bpol TV acbevav Tov a&toloyndnkav (yia v piflufolastat
("*F) PET/CT ka1 tnv fluorocholine ('*F) PET/CT). I1pokabopictnke 6NHOVTIKH S10pOpE 6TO TOGOGTO
aviyvevong vyoug 12% vrép g piflufolastat (**F) évavtt tng Fluorocholine ('*F). Ta devtepevovta
KOToANKTIKA onpeia fTov 1 evaictnaeio (Adyoc petald tov apiBuov tov aclevov Tov opioTnKoy m¢
Beticol yio i dedopévn TEPLOYN OO TOVG AVEEAPTITOVG AVAYVAOGTEG KOl TOL GUVOAIKOV ap1Opov Tmv
acBevav mov agloroynnikav g Betikol yia pia dedopévn meployn amd v opdda aindeloc), n
oupeavia (avaroyio HETaED TOL aplBUoD TOV TEPLOYMY TOV OPIoTNKAV MG BETIKES TOCO Amd TNV
piflufolastat ('*F) PET/CT 6c0 kot o6 v Fluorocholine ('*F) PET/CT + tov ap1Bpod tov neploydv
oV opiotnkay ¢ apvnrtikég toco and v piflufolastat ('8F) PET/CT 6c0 kat amd v Fluorocholine
("*F) PET/CT ot To0v 6uvoAikod aptfpod Tmv aElohoynuévey Teploy®yv) Kol 0 avTikTumog ot
olayeipion tov acbevov.

Awkooiot évog acbeveic vtopandnkav oe pio piflufolastat (**F)PET/CT kau o€ pio fluorocholine (18F)
PET/CT om6 10 péco tov unpot €oc tnv Kopuen tov Kpaviov pe toyxaio oepd. Tpelg avesaptntot
KEVIPIKOL avayVMOTEG, TVQAOT o€ OAEC TIC KAWVIKEG TANpoopies, a&loAdynoay ke piflufolastat
("*F)ka1 k¢ fluorocholine (13F) PET/CT yio tnv mapovoio kat tn 0éon tov Betikdv Brofodv. H 0éon
KkaBe PAAPNG Katnyopromombnke o€ 5 mep1oyEg (TPOSTATNC/KOTION TPOGTATY], TVEMKOT AEUPAOEVEG,
GAro1 Aeppadéves, 00td, poiakoi wotol). H vrotponn aviyvedlBnke amd 1oug TupAovs €101K00G
avayvoong og 119 (60,4%) kot 82 (41,0%) and tovg acheveig pe piflufolastat (**F)xar fluorocholine
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("*F) PET/CT, avtiototyo. AETTOUEPELES Y10 TN GUVOMKT EPUNVEIN TOV OVEEAPTNTOV AVAYVOGTN aVE
eninedo PSA mapatibevton otov wivaka 5.

MMivaxkag 5: MMooooté aviyvevong PET/CT avd ac0evi] avaroya pe to emimedo tTov PSA otq
peréty PYTHON (N=201)

Eningdo PSA (ng/mL) katd tnv piflufolastat ('3F) fluorocholine ('*F)
TpATY éveon
PSA <0,2 (n=6) 2 (33,3%) 1 (16,7%)
PSA [0,2 - 0,5] (N=68) 24 (35,3%) 21 (30,9%))
PSA [0,51 - 1] (N=31) 17 (54,8%) 10 (32,3%)
PSA [1,01 - 2] (N=19) 13 (68,4%) 6 (31,6%)
PSA >2 (N=57) 50 (87,7%) 39 (68,4%)

H gvoiotnoio avd acbevi a&roroynbnke ywo 37 acBeveig pe mpdtumo adndelog kot ovapépeTal oTov
nivaka 6. H svauonocio ava acbevn tov (F)-piflufolastat fjtav onpoavtikd vymAiotepn amod ekeivn Tov
("*F)-fluorocholine (p<0,0001).

Hivakog 6: EvoleOnoia avd acBeviy (n=37)

PET/CT piflufolastat (1F) fluorocholine (1*F)
Evors0noia (95% AE) 583% (95% CI 51,5, 64.9) 40,6% (95% C1 34,1, 47.5)

To n0600616 cvpgviag petaé&y piflufolastat (18F) PET/CT kot fluorocholine (**F) PET/CT ocdppova
LLE TOVG KEVIPIKOVG TVPAOVS OVOLYVAOOTESG, AV TTEPLOYN, NTAV AEI00TUEIDOTA DYNAO Y10 OAES TIC
TEPLOYEG EVOLOPEPOVTOGC, KOl CLUYKEKPIUEVA TNV TPOOTATIKN KothdtnTa: 87,3% (81,9, 91,3), ToUg
TuEMKOVS Aeppadéves: 73,9% (67,3, 79,5), toug eEmmuelikong Aeppadéves: 86,5% (81,0, 90,6), ta
ootd: 86,9% (81,5, 91,0), ko dAha 6pyava: 92,0% (87,3, 95,1).

‘Ocov apopd ToV EVTOTIGUO TNG VTOTPOTNG, 01 KEVIPIKOT avayvmdoTeg TETVY OV cvppwvia 84,2% ue
otatoTikn Kanma Fleiss 0,58 (95% CI: 0,47, 0,70) ywo 6deg TG ekdves Proyiag otnv Koop B NG
OSPREY. Xmv CONDOR, o1 kevtpiKoi avayvdoteg mapovsiacay 76% coueovia otnv epunveia
Betikdv 1 apvntikodv capocemv PET/CT pe piflufolastat ('*F) pe ototiotikn kappa tov Fleiss 0,65
(95% CI: 0,58,0,73), evéd N cuppmvio peta&d KGbe KEVIPIKOD avoryvMOTY KOL TOL TOTIKOV 0VOy VOGN
Kopovotoay and 83% €wg 84%. v PYTHON, 10 T10606T6 cupuemviag LETAED TV AvVayVOOTOV
nrav 67,8% kot to avtiotoryo kappa tov Fleiss ntav 0,55 (95% CI: 0,47, 0,63).

Howdwrpikdc TAnbvoudc

O Evponaikog Opyoavioudg Popudkomv el SOCEL amoliayn oo TNV VIOYPEDOT) LIOBOANG TV
amoTeAEcUATOV TOV peAeT@V Ue Pylclari o dAeg Tic vtokatyopieg Tov maudlorpkon mANHuopov ot
oldyvoon tov kapkivov tov tpootdtn (BA. mapdypago 4.2 yia TANPOoQOpieg OYETIKA UE TNV

T TPIKN YPNoN).

5.2 ®oppokoKIvTIKEG 1010TNTES

Koatavoun

Ta erineda oto aipa per@vovtol pe Spoctkd tpomo. O ypovog nuilong katavoung eivor 0,17 + 0,04
opec kot 0 ypdvoc nulong amoBoing eivon 3,47 + 0,49 opeg.

IIpdoinun opydvav

H ¢uoioroyikn cusodpevon tov piflufolastat ('*F) mapatnpeitoar otoug veppoig (16,5% g
YOPMYOVUEVTC SpacTikdTNTaS), 6T fTap (9,3%) kot otovg mvevpoves (2,9%), evtog 60 Aentov and
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v evdoAEBia yopnynon. To peyaivtepo pépog tov vrorourov 70% tng dpactikotntog oto 60
AENTA APOPE TNV VILOAOUTT] TEPLPEPELOKT] TEPLOYT TOV CMOLATOG.

Amofolq

To pévo podievepyd GLUGTOTIKO TOV OVIYVELONKE GE SElYUOTO TAACUATOC LLE VYPT] XPOUATOYPapia

vymAng anddoong (HPLC) éwg ko 173 Aemtd petd tnv Eveon ftav 1o apetafinto Piflufolastat (18F).
H amoBon yiveron pe amékipion péom twv obpwv. Katd tig pmteg 8 dpeg petd v €veon, mepinov
10 50% G yopnyolduevng padevépyetag anekkpivetot to ovpa.

Xpovog nuiong

O BroAoyiko¢ Kot omoTEAESHOTIKOC Y pdvog nuilmnc tov piflufolastat (*F) eivan 3,47 + 0,49 dpeg ko
nepimov 70 Aentd, avtictolya.

Neopucn/Mratikn dvcAsrtovpyio

H @appoaxokvntikn o ac0eveic pe veppikn N NToTikn SUGAEITOVPYIQ dEV EXEL YOPOKTNPLOTEL

5.3 IIpoxivikd ogdopéva yia TNV ac@diero

[paypatomomOnke extetapévn peAétn T0EKOTNTAG EPATAE dOONG OE OPOVPAIOVG LE TO UN
PadIEVEPYO QUPLOKELTIKO TPOioV. Agv mapatnprOnkay avemBounteg evépyeleg o€ Kavéva and tao {oa
Ko dgv onpemdnkav Oavatot oty vymAdtepn dokipacdsioa d6orm Twv 0,5 mg/kg. H d60m avty sivar
TAvo ard 875 popéc vynAdTtepn 0o T PEYIOTN KAVIKY d0om TV 40 pg/acbevn (10,5714 pg/kg yo
cOUOTIKO Bapog avaeopdg 70 kg). Xe Bdon emipavelag copaTtoc, 1 666n vt givar Tepitov

142 @opéc vymAoTep™, YEYOVOS TOL VITOONADVEL EMAPKEC TEPOMPLO ACPUAELNG.

Agv paypatoromnkoy GAAeg HEAETEG.

AvTtd 10 PappaKELTIKO TPOoTOV dev TpoopileTan Yo TAKTIKN 1 cvveyn xopnynon. Me tig ynukég
GUYKEVIPMGELG KAl TIC OPOUGTNPLOTNTES TOV YPNOYOTO0VVTIOL Y10, TIG S0y VOOTIKEG EEETAGELS, dEV
Qaivetol vo omatovvtal Tpocbeteg HeAETEG.

6. @®APMAKEYTIKEX MNAHPO®OPIEX

6.1 Koatdloyog ekdoymv

A1Bavoin

XAioplovyo vatpro 9 mg/mL (0,9%) evéoyio didivpo

AockopPikd vatpilo

6.2 AocvpparétnTeg

AT T0 POPLOKELTIKO TPOTOV dEV TPEMEL VO OVOLULELYVOETOL LE AAAL POLP LLAKEVTIKA TPOTOVTO EKTOG
QVTAOV TOV AvaEEPOVTOL 6TV Ttapdypoaeo 12.

6.3 Awapkera {ong

10 dpeg amdtn fabuovounon.
H nuepounvia kot n opa AENG avaypapovTal OTIC ETLOTLAVOELC.

Metd and v TpdT avAcupaon, ouTd TO POPUAKEVTIKO TPoldV dev amattel Wiaitepeg cuvOnKeg
@O aENC.

13



Metd v apainon, puiacceTo Yo g 4 mpeg ywpig vrépPaocr Tov ypdvov MEng.

6.4 Idwitepeg TpoPUAGEES KUTA TV QUANEN TOV TTPOTOVTOG

DVAGGGETOL GTNV OPYIKT] GUGKELAGIN OGPAAEIG 0o POALPO.

To papuaxevtikd ovtd Tpoiov dev amartel Waitepec cuvonKeg POAAENC.

IMa tig cuvBnKeg EOAAENG PETE TNV TPOTY avAGLPGST ToV Papudkov, BA. Tapdypapo 6.3.

H @Oroén Tov padiogopdKov TpEneL va YIVETOL GOUPOVE LE TOVG EBVIKOUG KAVOVIGHOUG Y10, TO
padlEVEPYE VAIKA.

6.5 ®@von km TEPLEYONEVO TOV TTEPLEKTN

IMvédvo eraAidio tomov I twv 15 ml, kAe1ot6 pe mopa yAopofovturiov kol oppayida alovpviov.
Méyebog cuokevaciog: Eva eraridto molhonimv docemv mepiéyel 0,5 mL éwg 10 mL daAdpatog, Tov
OVTIOTOLYOVV CE:

- 500 éw¢ 10.000 MBq xatd ) Baduovounon tov Pylclari 1.000 MBg/mL

- 750 éw¢ 15.000 MBq xatd 1 fabuovounon tov Pylclari 1.500 MBg/mL

6.6 Ei101kéc mpo@uAdiels amdpprymg Ko drrog yerpropndg

I'svikn mpogworoinon

To padtoQap LOKEVTIKA TPOTOVTO TPEMEL VO TOPOAAUBAVOVTIAL, VO XPTCIUOTOIOVVTAL KOl VOl
YOPMYOUVTOL HOVO 0o e£0vstodotnpéva dtopa og kabopiopéva KAvikd tepifddiovta. H mapaiafny,
QOAOEN, XPNOT], LETOPOPA KO 1) ATOPPIYT] TOVG VIOKEWVTAL G KAVOVIGHOVG 1)/K0L OTIG KOTAAANAEG
G.OELEG TOV OPHODIOV ETIGN OV OPYAVIGHOD.

Ta padlo@opHaKeLTIKA TPOTOVTO TPEMEL VO TOPUCKELALOVTOL [LE TPOTTO TOV VA IKAVOTOEL TOGO TIg
OTTOTNGEIC OKTIVOTTPOGTAGING OGO KOl TIG OTOLTIOES QUPLOKELTIKNG TotoTNnToc. [lpénel va
AopuPBavovol o1 KatdAANAES aonTTIKEG TPOPLAAEELC.

IIpoeuidéeic mov tpémel va Anedovv mtpwv omd Tov YEPIcUd | TN YOPNYNGN TOL QOPUOKEVTIKOD
mPoidvTog

To mpoidv avtd yopnyeiton péocw evooPAeProv evkauntov Kabetnpa. H yoprynon npénet va gival
avoTNPa eVOOPAEPLO MOTE VO OTOPEVYETAL 1] AKTIVOPOAID MG ATOTEAEG LA TOTIKTG EEMOMUATIKNG
SlopLYNG, KaBMG Kol TO. AMEKOVIOTIKG TEYVACLLOTAL.

Mezd ) yopnynon g doong taxeiog dpdong (bolus) Ba arxoAiovdnoel Exmivon pe 5-10 mL evéoyov
Sdddpatog yAwpovyov varpiov 9 mg/mL (0,9%), dote va dtacpaliotel | TANpNG YopNyNon g
o060,

Mo 0dnyiec oyetikd pe v apaimon Tov PopUOKEVTIKOV TPOIOVTOC TPV amd TN Yopnynon, PA.
Tapaypago 12.

Edv o€ 0m010.0110TE OTIY T KOTA TNV TOP OGKELT] ALTOV TOV PP LOKEVTIKOD TPOIOVTOG 1] AKEP AT TOL
oV PloAdiov tebel oe Kivduvo, dev Tpémel vo ypnopomombei.

Ot drodikaoieg xopnyNong Tpémel vo, SteEAyovTal KoTd TPOTO TOV VO EAUYLIGTOTTOIEL TOV Kivouvo

LOALVOTG TOV (OP LOKEVTIKOV TPOIOVTOG Kot aktivoPoiiog tmv yeipiotav. H emapknc Bopdiion etvan
VILOYPEMTIKT].
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H yopfynon padopapudkmv onuovpyel Kivdovovoug yio dAAa dtouo amd eEmtepikn aktivoBoiia 1
poAvvor and dapporn oVpwV, EUETO K.AT. ZUVERNDGC, TPEMEL v AdpPavovTal TPpoeLAAEELS
OKTIVOTTPOCTACIOG COUPMVA, LLE TOVG £6VIKOVG KOVOVIGLOG.

Kdabe ayxpnoyomointo @oppokentikd Tpoiov 1 VITOAEYUUO TPETEL VO OTOPPITTETOL GOUPOVA LE TIG
KOTO TOTOVG GYETIKEG SL0TAEELC.

7. KATOXOX AAEIAY KYKAO®OPIAX

CURIUM PET FRANCE
3 rue Marie Curie, Biopole Clermont-Limagne
63 360 Saint-Beauzire - I'aA)io

8. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/23/1746/001
EU/1/23/1746/002

9. HMEPOMHNIA ITPQTHX EI'KPIXHX /ANANEQYXHY THX AAEIAX

Hpepopnvia tpdg éykpiong: 24 1 loviiov 2023

10. HMEPOMHNIA ANAOGEQPHXHX TOY KEIMENOY

11. AOXZIMETPIA
Ta dedopéva mov TopaTiBevTol TAPAKAT® TPOEPYOVTOL OO YPTLATOOOTOVUEVEG KAVIKES LEAETEC.

Yrnobéoeic:

To Fluorine ('8F) dwaondrar o otabepd o&vyovo (180) pe xpovo nulong 110 Aentd exnéumovtog
mo{itpovikn aktvoPoria péyiotng evépyelag 634 keV, akolovBovpevn and oToviKy akTivofoiia
eEatlwonc 511 keV.

To piflufolastat (**F) mapovoidlet di-ekBetikn cuumeppopd 610 aipa, pe xpovo Nulong KoTovoung
0,17 £0,044 dpeg kar ypovo nuimng amofoing 3,47 = 0,49 dpeg. Aavépetar otovg veppovg (16,5%
™G LOPNYOVUEVTS OpaoTiKdTNTAS), 6T0 Nap (9,3%) kot otovg Tvedpoves (2,9%), evtog 60 Aentdv
amd Vv evOoPAEPLa yopNynom.

MebBodoroyia:

H ypovikd evoopoatopévn dpacTikdTNTa 6ToV 16TO TNG TNYNG TPOEKVYE Amd SLOUNKT ded0UEVa
amewoviong. Ta meprypdupato 1 ot 0ykot evolapépoviog (VOI) oyxedidomrav cuvibmg yOopw amd
SLOPOPETIKA OPYVa TTOL TEPLEXOVV dPACTIKOTNTO KOl To 0TTOin avayvepiomnkov o€ kabe ekodva o
Kk@Oe ypovikn otrypn. H tipn S mpoékuye pe mpocopoinon Monte Carlo. O vnoloyiopdg tov
ATOPPOPOVUEV®V dOCE®V TPpayHoToTomOnKe e to Aoyiopkd OLINDA/EXM (2005). H
TPOKVITOVGO. OTOTEAEGUATIKY dOOT VToAoyiotnke cuppova e to ICRP 60.
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OPIr'ANO AITOPPO®OYMENH AOXH ANA
MONAAIAIA APAXTIKOTHTA
MNOY XOPHI'HOHKE (mGy/MBq)

Enwveppidia 0,0131
OOTIKEC EMPAVELEC 0,0099
Eyképalog 0,0021
>mbog 0,0058
Tolymua e yoAnddyov KHGTNG 0,0141
Tootpeviepikdc GOAMVOC

Tolymua ctoudyov 0,0092

Tolymua Aemtod eviépov 0,0089

Avatepo tolympa moyog 0,0091

EVTEPOVL
Kdato tolyoua tayxéog eviépov 0,0073
Koapduokd toiyopa 0,0171
Neoppd 0,123
‘Hrop 0,037
[Tvedpoveg 0,0102
Mveg 0,0069
[Mayxpeog 0,0124
EpvBpdg poerdg 0,0071
Aépua 0,0052
rqva 0,0271
Opyerg 0,0059
®vuog 0,007
Oupeoelodng 0,0062
Toiywpo ovpoddyov KHoTNG 0,0072
Amoteleopatik) 66om 0,0116
(mSv/MBq)

H amoteleopotikn 66om mov TpokHRTEL Amd TN LOPNYNOoT| L0 HEYIOTNG CUVIGTMOUEVTG OPOCTIKOTNTAS
360 MBq yw évav evihika Bépovg 70 kg givon mepinov 4,2 mSy.

IMa yopnyooduevn dpactikdta 360 MBq, o1 tumikég 66o¢€1g axTivoPoriog ota kpiciua dpyava
(veppd, Nmop kol orAnva) eivan 44,3 mGy, 13,3 mGy kot 9,8 mGy avtictoyo.

12. OAHTIEX TAPAXKEYHX PAAIO®PAPMAKQN

Tpomoc TapacKENC

AVt T0 £TOO TPOC YPNON PUPLOKEVTIKO TPOIOV pmopel vo apaiwbel pe evéoipo Sidivpa
yAwplovyov vatpiov 9 mg/ml (0,9%).

Ot avachpoELg TOV KATAAANAOL OYKOV TPETEL VO, TPOYLOTOTO0UVTAL LITO 0oTTIKEG cuvOnkeg. To
P1oAd10 dev pémel va givarl avoiktd. Apov amoivpoviel To o, To dtdAvpe Bo Tpénel va
avaovpBel HEG® TOL TAOHOTOG XPTCILOTOIDVTAG GUPTYYO HicG SOONG E KOTAAANAN TPOGTATEVTIKY|
Bopakion Kot amootepoUéVN BEAdVa piog xpNoNs 1N YPNOOTOIDOVTOG EVO EYKEKPIUEVO
OUTOLOTOTOINUEVO KOl EEEIBIKEVIEVO GVGTNLO EQOPLOYNC.

Edv n axepatotnto tov ev AdY® ¢raiidiov Eyxel TapaPloctel, T0 QOpUOKELTIKO TPOIOV dev TPEMEL val
YPNOOTOLEITOL.
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AvT0 TO PUPUAKEVTIKO TPOTOV TPEMEL VO XPTOIOTOLEITAL LOVO OTAV 0 OYKOC TG €veoTG Elvat
peyoaivtepog omd 0,2 mL. Edv o 0ykoc tng éveong etvon peta&v 0,2 kon 1 mL, mpéne va
XPMOYOTO100vVTaL HOVO GOptyyes katdAiniov peyéboug (1 mL).

[Towotikdc Ereyyoc

H ovokevacio mpémel va eAEyyeTOL TPV OTO TN XPNOT KOL 1 OPACTIKOTNTO TOV SLOAVUATOC TPETEL VOl
LLETPATOL YPMCLOTOIDOVTIOG EVOL AKTIPOLETPO.

To didAvpa mpénel va enbewpeitarl ontikd Tpv omd ™ ypnon. [pénetl va ypnoonoieitor poévo
Stowyég Stdhvpa, ympig opatd couatio.

Aentopepeig TAnpoeopieg yio 10 ev AOY® QopLOKELTIKO TPoidy eivan dabéoiuec 6Tov 16TOTOTO TOL
Evponaikod Opyavicuod @oapudkmy http://www.ema.europa.eu
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IHAPAPTHMA 11

IHHAPAXKEYAXTHX(EY) IIOY EINAI YIIEYOYNOZX(OI)
I'TA THN AIIOAEEMEYXH TQN ITAPTIAQN

OPOI'H HEPIOPIXMOI ZXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H HEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AIIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MNPOIONTOX
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A. HAPAXKEYAXTHX(EX) ITIOY EINAIYIIEYOYNOX(OI) I'TA THN AITIOAEEMEYXH
TQN [MAPTIAQN

‘Ovouo kot 6tevfuvon tov(tev) Topockevaot(®v) Tov eival vrevbuvoc(ol) yia TV amodEGUEVGT TOV
TOPTIOWOV

CURIUM PET FRANCE
10 AVENUE CHARLES PEGUY
95200 SARCELLES - TAAAIA

CURIUM PET FRANCE

CHU XAVIER ARNOZAN
AVENUE DU HAUT LEVEQUE
33604 PESSAC- TAAAIA

CURIUM PET FRANCE
136 IMPASSE DES QUATRE MOLLARDS
38280 JANNEYRIAS - TAAAIA

CURIUM PET FRANCE
1-3 RUE GERMAINE RICHIER
37100 TOURS - TAAAIA

CURIUM ITALY S.R.L.
VIA GIUSEPPE RIPAMONTI, 435, MILANO,
20141 - ITAAIA

CURIUM ITALY S.R.L.
TOR VERGATA, VIALE OXFORD, 81, ROME
00133 — ITAAIA

ISTITUTO DI FISIOLOGIA CLINICA DEL CNR
VIA GIUSEPPE MORUZZI, 1, PISA
56124 — ITAAIA

CURIUM AUSTRIA GMBH

SEILERSTATTE 4
LINZ, 4020 - AYSTPIA

CURIUM FINLAND OY

SAUKONPAADENRANTA 2
HELSINKI, 00180 - ®DINAANAIA

CURIUM PHARMA SPAIN, S.A.
C/ MANUEL BARTOLOME COSSIO, 10
E-28040 MADRID - IZITANIA

CURIUM PHARMA SPAIN, S.A.
THOMAS ALVA EDISON, 7
41092 SEVILLA — IZITANITA

CURIUM PHARMA SPAIN, S.A.

POL. IND. CONPISA, C/VEGUILLAS, 2 NAVE 16
28864 AJALVIR — IXTTANTA
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SYN INNOVATION LABORATORIES
TOITIOGEZITA ZOYZAKI AT'. ®EOAQPOI,
NOMOX KOPIN@IAX 20003 — EAAAAA

CURIUM PET FRANCE
3 RUE MARIE CURIE, BIOPOLE CLERMONT-LIMAGNE
63 360 SAINT-BEAUZIRE — TTAAAIA

CURIUM PET FRANCE

TECHNOPOLE DE CHATEAU GOMBERT
RUE LOUIS LEPRINCE RINGUET

13013 MARSEILLE - TAAAIA

CURIUM PET FRANCE

CHU DE BRABOIS

4 RUE DU MORVAN

54500 VANDEUVRE-LES-NANCY CEDEX - 'AAAIA

CYCLOTRON VU
VAN DER BOECHORSTSTRAAT 6A
AMSTERDAM, 1081 BT - OAAANAIA

210 £vTLO PVAAO 0ONYLOV XPNONG TOV POPUAKEVTIKOD TPOTOVTOG TPETEL VO AVOLY PAPETOL TO OVOLLOL
KoL 1 S1evBLUVGT TOV TUPUCKEVUGTY| TTOL EIVOL VTEVBVVOG Y10 TIV ATOSEGHEVOT] TNG GYETIKNG TAPTIONS.

B. OPOI'H HEPIOPIEMOI EXETIKA ME TH ATIAGEXH KAI TH XPHXH

DopLOKELTIKO TPOTIOV Y10, TO OO0 ATOUTEITOL TEPLOPIGUEVT] WTPIKT cvvTayn (PA. Tapdptnua I:
[TepiAnym TV XOpaKTNPIOTIKAOV TOV TPOTOVTOS, TapAypapog 4.2).

' AAAOI OPOI KAI AITAITHXEIX THX AAEIAY KYKAO®OPIAX
. Ex0¢oe1g meprodikiyg emxarponoinong acpdirerog (PSUR)

Ot anoutioelg yio tnv vroBoin tov PSUR yia 10 ev Ady® @apuokevtikd tpoiov opiloviol otov
KOTAAOYO LE TIg Nepo pnvieg avapopds s Evoong (katdhoyog EURD) mov mapatibetat otnv
moapaypapo 7 tov apBpov 107y g Odnyiag 2001/83/EK kat kdbe emaxdlovdng
EMKAPOTOINGCNG OTMG ONUOGIEVETAL GTIV EVPMTOAIKT SIKTLOKT TOAN Y10l TO PP LLOKAL.

O kdroyog doetog kukopopiag (KAK) Oa vrofddiel tnv tpdt PSUR yia 1o ev Aoy® mpoidv péca oe
6 unveg amo v &ykpion.

A.  OPOI'H HEPIOPIEMOI ZXETIKA ME THN AX®AAH KAI AITIOTEAEXMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Xyé610 oroyeipiong Kivovvov (XAK)

O «kdroyoc adeiag kukhopopiog (KAK) Ba dieaydyet Tig amattodpeveg dpaoTnplOTNTEG Kol
TaPEUPACEIS Pap LaKOETAYPOTVTIONG TOV Tapotifevial 6to cvppwvndév XAK mov
napovoldletal oty evotnra 1.8.2 tng ddelog KuKAOQOPInG Kol OTOEGONTOTE EXOKOAOVOEG
EYKEKPIUEVEG EMIKOPOTOMGEIS TOV XAK.

‘Eva emucopomompévo XAK Ba mpémer va vrofAandei:
- Metd amd aitmua tov Evponaikod Opyavicpod @opudkov,
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- OnoTEOTOTE TPOMOTOIEITOL TO GUGTI O OLOLYEIPLOTG KIVIVVOUL, EI0IKH MG ATOTELEGILO TNG ANYNG
VEOV TANPOPOPUDY TTOV UTTOPOVV VA ETMLPEPOVV OTLLOVIIKT AAAQYT] OTH GXECT 0 PEAOVG-KIVIUVOU
N ®G ATOTEAECLO TG EMITEVENG EVOG ONUOVTIKOD OPOGT OV (POpLOKOETOYPOTVIIONG 1|
EAOYIOTOTTOINON G KIVOOVAV).

. EmnpocOeta pérpo ehayiotomoinong Kivovvov

Ipw amd v dpouordynon tov piflufolastat ('*F) og kdOe Kpdtog Mérog, o Kdtoyog Adetag
Kvkhogopiog (KAK) mpénel va cop@vnGel GYETIKA LLE TO TEPLEYOLEVO KO TN LOPPT TOV
EKTOOEVTIKOV TPOYPALLOTOS, GUUTEPIAAUPAVOLEV®OV TOV LECHYV EXIKOLVAOVING, TOV TPOTWMV S10VOUNG
Ko KaOe AAANG TTUYNG TOL TPOYPAULATOC, He TNV EBvikn Appdda Apyn (EAA).

To ekTadevTIKO TPOYPOALLLO ATOCKOTEL OTN HEIMON TOL KIVOUVOL GOAAUATOV EPUNVELNG TNG
anewoviong PET.

O KAK dwooalilet 6t o€ kGOg kpatog pélog 6mov kukAopopei oty ayopd to piflufolastat (‘8F), ot
wTpoi Tov &youv TV Kavotnta epunveiag tov capmocemv PET ot ydpa toug Kot o1 omoiot
avopéveror va ypnoponomoovy piflufolastat ('*F) £xovv tpodcPfaon 610 VAIKO owToekTidELOTC.

[Tapoyn TpoypdUUaTog 0TOEKTAIOELOTC TOL TTEPLEYEL TIC aKOAOVOEC TANPOPOpieC:

- ducoroyikn katavoun g piflufolastat ('°F).

- Odnyieg epunveiog elkOVOV.

- [Mapadeiypoto toyaiov evpnuatov oty PET-CT pe piflufolastat ('*F).

- [Mapadeiypoto Betikdv Kot apvntikdv evpnudtev oty PET-CT pe piflufolastat ('*F)
- [Mapovoioon tepmtdcey e epunveio eKdVac.
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IHAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EIIIXHMANXH

23



INAHPO®OPIEXITIOY ITPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ENNIXHMANXH AXPAAEIAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY INPOIONTOX

pYlclari 1.000 MBqg/mL evéoyio d1dAvpa
piflufolastat ('*F)

| 2. TYNOEZH ZE APAXTIKH(Ec) OYXIA(EX)

Ké&0e mL dwaddpotog mepiéyel 1.000 MBq piflufolastat ('*F) xotd thv nuepopunvio kot dpa
Babuovounong (ToC).

| 3. KATAAOI'OX EKAOXQN

‘Exdoya: ABavoin, yAowPlovyo vatpio 9 mg/mL (0,9%) evéopo diivpa, ackopPikd vatpro.
BA. @0AAO 0OMY1OV Y10 TEPALTEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo drdiopo

1 @loAidio moAlamiov dO0XEwv
Oyxog: {xx,x} mL

Apaotikotnta (APAct.:): 1.000 MBg/mL otnv ToC.: HHMMEEEE ({ww:AA} {Zovn opoc}). H
Spoaotikotnta: MBg/paAido oty ToC.: HHMMEEEE ({ow:AL} {Zovn opag}).

| 5.  TPONOX KAI OAOX(Ol) XOPHTHEHE |

Awpaote T0 GOUALO 0ONYIDV YPNONG TPV GO TN (PNOT.
EvdopAépia yprion

6. EIAIKH NPOEIAOITIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION ITPEMNEINA ®YAAXXETAI XE OEXZH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdccetal oe BEon, v omoio dev PAETOVY Kal dev Tpooeyyilovv To TOdId.

| 7. AAAH(EZX) EIAIKH(EX) TPOEIAOMOIHZH(EIZ), EAN EINAI AAPAITHTH(EY) |

A\
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| 8. HMEPOMHNIA AHEHX

AHEH {HHMMMEEEE} {ow:AA} {Qpa (dvnc}

| 9. EIAIKEX YYNOHKEX OYAAEHX

10. TATAITEPEX ITPO®YAAZEIX I'TA THN AITIOPPIYH TQN AXPHXIMOITIOIHTQN
®APMAKEYTIKQN ITPOIONTQN 'H TON YIIOAEIMMATON IIOY
IPOEPXONTAI AIIO AYTA TA ®PAPMAKEYTIKA IMTPOIONTA, EPOXON
AITAITEITAI

ATopplyte GOUEOVE LE TIG KATO TOTOVS 10YVOVGEG GYETIKES OUTAEELS.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

CURIUM PET FRANCE
3 rue Marie Curie, Biopole Clermont-Limagne
63 360 Saint-Beauzire - I'aAlio

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/23/1746/001

| 13. APIOMOX ITAPTIAAX

MMoptida {apBpoc eroidiov}

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TINAHPO®OPIEX XE I'PA®H BRAILLE

H ortioAdynon yuo ™ pn coumepiinym g ypapng Braille eivor amodextr.

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOYX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

Agv gpapudletat.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AITO
TON ANOPQIIO

Agv gpapudletart.
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EAAXIXTEX ENAEIZEIX ITOY ITPEITEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ENNIXHMANXH ®IAAIAIOY

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

Pylclari 1.000 MBg/mL evéouo d1dAvua

piflufolastat ('*F)
EvdopAépia xprion

| 2. TPOITIOX XOPHI'HXHX

| 3. HMEPOMHNIA AHEHX

AHEH: ToC + 10 opeg

| 4. APIOMOZX IMAPTIAAX<, ETOIXEIA AOTH KAI KQAIKOI ITIPOIONTOX>

Moptida {apBpoc eroidiov}

| 5. HNEPIEXOMENO KATA BAPOX, KAT' OI'KO 'H KATA MONAAA

Apoot.: <1.000 MBg/mL otv ToC (BA. emicnioven ao@AaiEng)
Oykog: {xx,x} mL

| 6. AAAA ZTOIXEIA

N

Kartaokevaotic: CURIUM PET France-Sarcelles - ['aAAia
H

Kartaokevaotic: CURIUM PET France-Janneyrias - ['aAAio

ancmuacrﬁg: CURIUM PET France-Pessac - I'aAAia

,I}éamcKsuactﬁg: CURIUM PHARMA SPAIN Sevilla - Ioravia

ancmuaorﬁg: CURIUM PHARMA SPAIN Madrid — Ioravia

ancmuacrﬁg: CURIUM PHARMA SPAIN Ajalvir - Ionavia

,I}éamcKsuactﬁg: CURIUM ITALY S.R.L Milano — ItaAia

ancmuaorﬁg: CURIUM ITALY S.R.LL Rome — ItaXia

,Igachsuactﬁg: ISTITUTO DI FISIOLOGIA CLINICA DEL CNR Pisa - ItaAia

Koataokevaotig: SYN INNOVATION LABORATORIES - EAAGda
H
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,KaracKauaorﬁg: CURIUM AUSTRIA GMBH - Avotpia
anomuacrﬁg: CURIUM FINLAND OY - ®wiavdia
,I}éamcKsoactﬁg: CURIUM PET France-Marseille - ['aAAia
ancmuaorﬁg: CURIUM PET France-Nancy — ['aAAia
anm&uamﬁg: CURIUM PET France-Tours - I'aAAio
Ilzawclcsuactﬁg: CYCLOTRON VU - OA\avoia
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INAHPO®OPIEXITOY ITPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ENNIXHMANXH AXPAAEIAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY INPOIONTOX

Pylclari 1.500 MBg/mL evéoio didivpa
piflufolastat ('*F)

| 2. TYNOEZH ZE APAXTIKH(EZ) OYXIA(EX)

Ké&6e mL dwaddpotog mepiéyel 1.500 MBq piflufolastat ('*F) xotd thv nuepounvia kot dpa
Babuovounong (ToC).

| 3. KATAAOI'OX EKAOXQN

"Exdoya: ABavorn, yAwplovyo vatpo 9 mg/mL (0,9%) evéoylo didivpa , ackopPikd vdrpro.
BA. @0AAO 0OMY1OV Y10 TEPALTEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Evéoyo drdiopo

1 @1oAido ToAATADY dOCEMY
Oykog: {xx,x} mL

Apaoctikotta (Apaot.:): 1.500 MBg/mL otv ToC.: HHMMEEEE ({ww:AA} {Zo®vn opag}). H
Spoaotikotnta: MBg/paAido oty ToC.: HHMMEEEE ({ow:AL} {Zovn opag}).

| 5.  TPONOX KAI OAOX(Ol) XOPHTHEHE |

Awpaote T0 GOUALO 0ONYIDV YPNONG TPV GO TN (PNOT.
EvdopAépia yprion

6. EIAIKH NPOEIAOITIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION ITPEMNEINA ®YAAXXETAI XE OEXZH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na guAdccetal oe Béon, ™V omoio dev PAETOVY Kat dev Tpooeyyilovv To TOdId.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOMOIHZH(EIZ), EAN EINAI AAPAITHTH(EY) |

A
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| 8. HMEPOMHNIA AHEHX

AHEH {HHMMMEEEE} {ow:AA} {Qpa (dvnc}

| 9. EIAIKEX YYNOHKEX OYAAEHX

10. TATAITEPEX ITPO®YAAZEIX I'TA THN AITIOPPIYH TQN AXPHXIMOITIOIHTQN
®APMAKEYTIKQN ITPOIONTQN 'H TON YIIOAEIMMATON IIOY
IPOEPXONTAI AIIO AYTA TA ®PAPMAKEYTIKA IMTPOIONTA, EPOXON
AITAITEITAI

ATopplyte GOUEOVE LE TIG KATO TOTOVS 10YVOVGEG GYETIKES OUTAEELS.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

CURIUM PET FRANCE
3 rue Marie Curie, Biopole Clermont-Limagne
63 360 Saint-Beauzire - I'aAlio

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/23/1746/002

| 13. APIOMOX ITAPTIAAX

MMoptida {apBpoc eroidiov}

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TINAHPO®OPIEX XE I'PA®H BRAILLE

H ortioAdynon yuo ™ pn coumepiinym g ypapng Braille eivor amodextr.

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOYX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

Agv gpapudletat.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AITO
TON ANOPQIIO

Agv gpapudletart.
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EAAXIXTEX ENAEIZEIX ITOY ITPEITEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ENNIXHMANXH ®IAAIAIOY

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

Pylclari 1.500 MBg/mL evéouo didAvua

piflufolastat ('*F)
EvdopAépia xprion

| 2. TPOITIOX XOPHI'HXHX

| 3. HMEPOMHNIA AHEHX

AHEH: ToC + 10 opeg

| 4. APIOMOZX ITAPTIAAX<, ZTOIXEIA AOTH KAI KQAIKOI ITIPOIONTOX>

Moptida {apBpoc eroidiov}

| 5. HNEPIEXOMENO KATA BAPOX, KAT' OI'KO 'H KATA MONAAA

Apoot.: <1.500 MBg/mL otv ToC (BA. emicnuoven ao@aiEng)
Oykog: {xx,x} mL

| 6.  AAAA ZTOIXEIA

N

Kartaokevaotic: CURIUM PET France-Sarcelles - ['aAAia
H

Kartaokevaotic: CURIUM PET France-Janneyrias - ['aAAio

ancmuacrﬁg: CURIUM PET France-Pessac - I'aAAia

,I}éamcKsuactﬁg: CURIUM PHARMA SPAIN Sevilla - Ioravia

ancmuaorﬁg: CURIUM PHARMA SPAIN Madrid — Ioravia

ancmuacrﬁg: CURIUM PHARMA SPAIN Ajalvir - Ionavia

,I}éamcKsuactﬁg: CURIUM ITALY S.R.L Milano — ItaAia

ancmuaorﬁg: CURIUM ITALY S.R.LL Rome — ItaXia

,Igachsuactﬁg: ISTITUTO DI FISIOLOGIA CLINICA DEL CNR Pisa - ItaAia

Koataokevaotig: SYN INNOVATION LABORATORIES - EAAGda
H
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,KaracKauaorﬁg: CURIUM AUSTRIA GMBH - Avotpia
anomuacrﬁg: CURIUM FINLAND OY - ®wiavdia
,I}éamcKsoactﬁg: CURIUM PET France-Marseille - ['aAAia
ancmuaorﬁg: CURIUM PET France-Nancy — ['aAAia
anm&uamﬁg: CURIUM PET France-Tours - I'aAAio
Ilzawclcsuactﬁg: CYCLOTRON VU - OA\avoia
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B. ®YAAO OAHT'TQN XPHXHX
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@O0 oonyiov ypiong: IIAnpogopics yra Tov acleviy

Pylclari 1.000 MBg/mL gvéoipo drdiopa
Pylclari 1.500 MBg/mL gvéowpo orvdiopa
piflufolastat ('*F)

vTo (QAPLOKO CVTO VTOKELTOL GE CUUTANPMUOATIKT] ToPpoKoAoVONGT. Avtd Ba emtpéyel Tov
YPMNYOPO TPOGOIOPIGUO VEMV TANPOPOPLOV acPiielns. Mropeite va Pondncete pécw g avapopdg
TOAVAOV OVETIBVUNTOV EVEPYELOV TOL EVOEXOUEVMG TTapovstdlete. BA. téhoc mapaypdpov 4 yio tov
TPOTO OVOPOPAG AVETIBVUNTOV EVEPYELDV

A aoTe TPOGEKTIKG OAOKAN PO GVTO TO QUALO 001 YLDV PN OIS TPLY AAPETE AVTO TO PAPLOKO

010TL TEPLAOpPAVEL CNUOAVTIKES TANPOPOPIES Y10 GO

- DvAdETE avTd TO PUAAO 00N YLV YproNG. Towg ypewaotel va to dwafdoete Eavd.

- Edv éyete Tuydv TEpaITEP® EPOTNGELS, POTHOTE TOV Y1OTPO TUPMVIKNG WOTPIKNG TOL Ba emiPAEmel
T J1edIKaGia.

- Edv mapovoidcere omoadnmote avemBounTn evépysl, LAOTE [LE TOV YIOTPO TUPTVIKNG
WTPIKNG OV cag Tapakorlovdel. Avtd coumeptiapfdver KaBe TBovy avemBOUNTN eVEPYELD TOV
dev avaPEPETOL 6TO TOPOV GUAAO 00N Y1V ¥piong. BA. mapdypago 4.

T epréyer 1o mapdv OALO 00N YLAOV:

T eivon To Pylclari ko mowa givon n xpron tov

T mpéner va yvopilete mpiv cag yoprnyndei to Pylclari
[Tog yopnyeiton to Pylclari

[MBavég avemBOunTeg evépyeteg

[Mog amodnkevetar o Pylclari

[epieyopeva g cLOKEVOGING KO AOTES TANPOPOPIES

AN DN B W=

1. T givan To Pylclari kon oo givan 1 yprjon 100
Avtd 10 QAppoKo gival Eva padloQapLOKELTIKO TPOIOV Y10 S10yVIOOTIKY XPNOT| LOVO.

To Pylclari mepiéyer ) dpaotikn ovsia piflufolastat ('*F), 1 omoia mepiéyet padievepyd eBopio (‘*F).

Xopnyeitol £T01 GOTE 01 Y10TPOT VA LITOPOVV VAL EKTEAEGOVV EVALV EIO1KO THTO GAPMGTSTOVL 0VO LLALETON

topoypopio ekmounng mwolitpoviov (PET) yio tqv aviyvevon cGuyKekpévov TOUT®OV KOPKIVIKOV

KUTTAPOV LE U0 TPOTEIVT TOL ovoudleTat avitydvo g nepppdvng tov tpootdrtn (PSMA). Avto 1o

PapuaKo ypnoonoleitol o€ aodeveic:

- UE KOPKIVO TOV TPOGTATH OV SATPEYXOVY LYNAO Kivouvo eEdmAmong TG vOGoU og GAla 1EP
TOVL GOWUATOC Kot eivan katdAAnAol Yo Oepameio Tov puropel va Oepamedoet Tov KapKivo

- &yovv AaperTporyodpevn Oepameia yio KapKivo TOL TPOGTATI KO GTOVG 0TOI0VG LILAPYEL VIO
OTL 0 KOPKIVOG EYEL ETAVENPAVIOTEL e PACT) TO OTOTEAEGLOTO AAADV EEETAGEDV (T.). E101KO
TPOGTATIKO avilydvo, PSA).

H cdpwon Pylclari PET pmopei va fondioet tov yiatpd cog va Bpet Tig Béceig g vocsov.
Oa mpénel vo culNnTNOETE TO. OTOTEAEGUATO TNG e&ETONG UE TOV YTpO TTOL (N TNGE TN oapmon.

H ypnon tov Pylclari cuvendyetal ékbeon oe pikpég mosotnteg padievépyelag. O yaTpog oag Kol o

Y1OTPOC TUPMVIKNG LATP KNG EKPIVAY OTL TO KAVIKO dpelog Tov Ba amokopicete and T ddikocio pe
70 padoPdpuoKko avtiotaduilel Tov kivouvo Adym g aktivoBoiiag.
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2. T ipéner va yvopilere tpry cog yopnynoei to Pylclari

To Pylclari dgv mpémer va ypnoipomoreiton
- Av éyete adepyio oo piflufolastat (18F) 1| o omot0dnmote GALO amd To GLOTATIKG AVTOD TOV
Qoappakov (Tapotifevior oty Tapdypapo 6).

IIpo&idomoosig ko TPoPLAGEELS

Ipoocééte Wwitepa to Pylclari

- €AV EYETE VEPPIKA TPOPAN AT

- eqv akoiovbeite dlouta yapnAn o vatplo (BA. mapdypapo 2 «To Pilclari mepiéyet vaTpion).

Ipw amd ™ yopiynon tov Pylclari 0o mpénear va
ITieite apBovo vepd mpv amd v Evapén g eEétaons, MGTE va 0VPEITE OGO TO SVVATOV GLUYVOTEPO
KOTA TIC TPADTEG DPEG UETA TN GAPOOT.

Hooé kon Epnpor
Avtd 10 QdppaKo dev TpoopileTatl yio xpnor o€ TodLd Kot eprfouc.

Alha gappaoxe kon Pylclari

Evnuepaote tov yiatpo mupnvikng latpikng edv maipvete, av Exete mpOcOaTo TAPEL N AV TPOKELTOL VO,
TAPETE OTOONTOTE AAAD PAPLLOKO, Y10 TAPAdELY A OpLOVoBepameia KaTd TOL KapKivov Tov
TPOGTATN, Y10t UTOpEl Vo ETNPEAGOVV TV EPUNVEIN TOV EIKOVOV.

KYnon xor Oniacpog
Avtd 10 QdpuaKko dev mpoopileTal yio xpnom o€ YOVOIKES.

OMynon Ko LEPIGPOS PNV LATOV
Oeopeitoan omibBovo avTd T PAPLOKO VO ETNPEACEL TNV IKAVOTNTA GOG Vo 0dNYElTE 1| va

YPNOWOTOLEITE PN OV LOLTOL.

To Pylclari mepréyer alko6in (o1@avoirn)

Avt6 10 PapuaKo TePEYEl 0 900 mg alkoOAN ava Yo p1yNoT oL 1oduvapel pe Atydtepo amd 23 ml
umopag 1 11 ml kpaciov. H pkpn mtocdtnto aAkodAng o avtd 1o gapuako dev o &yel Kapio
a&loonueiot enidpaon.

To Pylclari mepréyer varpro

Avtd 10 QApHOKO TEPIEYEL EmG Kol 35 mg vaTpiov (KUPLO GLOTATIKO TOV HOYEPIKOV/EMTPATELIOV
dAatog) oe KaOe doom. Avtd 1ooduvapet pe To 2% NG GLVIGTOUEVNG HEYIGTNG NHEPTOLUG SLOLTNTIKNG
TPOGANYNG vaTPiov Y10 EVav EVAAIKOL.

3. I og yopnyeiton To Pylclari

Yrdpyovv avotnpoi vOLOL GYETIKA e TN XPNoT, TOV XEPIoUd Kot T dudbeon TV
padto@apuaKkeLTIK®V Tpotovtwy. To Pylclari Oa ypnoomoteitol povo o€ 101K EAEYYOUEVOLS
YOPOVS. Avtd TO TPOidY B To YepilovTal kot o cog To divouv HOVo AToe TOV VoL EKTAIOEVIEVT
KO KOTOPTIGHEVA VO, TO YPNOILOTO00V HE acpdeta. Ta dtopa avtd Bo Aappdvouv diaitepn pHéEpUva
Y0 TNV AGQUAT ¥POT] TOL POPHUAKOL Kol B GOg EVILEPDVOLV Y10, TIG EVEPYEIEG TOVC.

YovieTOpEVT 0001

O yotpdg mupNVIKNG 1TPIKNG Tov emPALmeL T Sdikacio Ba amopacicet yio TV TocdTNTO TOV
QopHAKOL 0TOV TOL B Ypnoonombel oty TepinTmon| cag. Oa gival 1 piKpdTePT duVaTH TOGOTITA
OV OTaLTELTaL Yo va AneBovv ot embountég mAnpoopicc. H péon cvvictdpevn tocotnta sivot 4
MBg/x1\6 copatikod Bapovs. Eivar mepimov 280 ueyoumexepéd (MB(, 1 povada mov ypnoiponoteiton
Y10 Vo, EKPPACEL TN padievépyeln) yiao Evoy evijiika 70 KIADV.

Xopnynon tov Pylclari kon extéheon g drwedikaciog
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- Avt6 T0 Qdppaxo Ba yopnynei pe pia pdvo éveon oe pa AEPA 61O XEPL GOG.
- Mia éveon elvar apkern yuo T deaywyn g e€tacng Tov YPpedleTon 0 YiuTpoOg Gag.

Aldpkera TG drdikaciag
O yTpOC TUPMVIKNG WTPIKNG B Gag EviEPMGEL Yia T cuviOn dtdpkeln TG dadikaciog.
H cépwon Ba Eexvnoel ouviBog peta&y 90 kot 120 Aertav petd v éveon tov Pylclari.

Mera ™ xopmmm] Tov Pylclari 0a TtpSTtSl
VO ATOPEVYETE OTOONTOTE GTEVI EXAPN LE LKPE TodLd Kot £YKVEG Yuvaikes Yo 12 dpeg petd
Vv éveom

- va, TelTe TOAD vep O Yo va, ovpeite (va amofdilete vypd) cuyvd yia vo amoBdiAiete 1o TPoidv
and TOV OPYAVIGUO GOG.

O y1TpOC TUPMVIKNG WTPIKNG B Gag eviUeEpMOEL 0V TPEMEL vaL AAPeTe AALES E10IKEG TPOPLAGEELG
LETA TN Ay AVTOV TOL QOPUAKOL. ETtkotveviote pe Tov Y1aTpd TUPTVIKNG LOTPIKNG EAV EXETE
O0TO1EGONTOTE EPWTNGELG.

Edv oag ée yopnyn0ei meprocdtepo Pylclari amwd 600 0o Enpene
H vrepdocoroyia eivar aniBovn enedn Oa AdPete povo pia d6om tov Pylclari mov Oa ehéyyeton pe
akpifelo and Tov yiurpd TUPMVIKNG WTPIKNG TOL EMPAETEL TN Sl001KAGIA.

Qo616060, o€ mepinTon vrepdocoroyiag, Ba Aapete Ty katdAinin Bepaneia. O yloTpdg TLPMVIKNAG
WTPIKNG TOV EYEL AVAAAPEL TN S1AOIKAGI0 UTOPEL VAL GOG TALPEXEL TPOTOVG Y10l VAL AVENGETE TNV 0VPNON
MoTE Vo, d1EVKOAVVOEL 1 ATOPAKPUVON TNG PASIEVEPYELNG OTO TOV OPYOVIGUO COG.

Edv éyete omo100Mmote TEPALTEPMD EPMTNOT GYETIKA LIE TN XP1ON CVTOV TOL PAPLAKOV, POTHOTE TOV
YTpd TUPNVIKNG LTPIKNG TOV EXPAETEL T SlodIKAGIa.

4. IIBavég avemBOuNTES EVEPYELES

Onwg 6Aa 1o @Ap oK, £TCLKOL OVTO TO PAPHOKO UTOPEL VO TPOKAAEGEL AVETIBVUNTEG EVEPYELES, OV
KoL 0ev TOpovGtdlovtal 6 GAOVG TOVg AvOPOTOLC.

Yoyvég (umopei va ennpedcovy £oc kot 1 ota 10 dropa):
- dvoyevoia (aAloiwon g yeuong oTo oToOUa),
- TOVOKEPAAOC.

O ovyvég (umopet va ennpedoovv €oc kot 1 ota 100 dropa):

- vrepevootnoio (AAAEPYIKES aVTIOPAGELS),

- a@vdaT®on (6tav 0 opyavicUog xdvel ToAd vepd Kol GALa vypd Tov xpeldleTon Yo va
AEITOVPYNGEL KOVOVIK(),

- GUYYVLGT GYETIKA LE TO XpOVO Kol TOV TOTO,

- Kovpaon,

- Cadn,

- avEnuévn evaicOncio 1 avénuévn avtidpacn otov TOVo o gpebicpata OT®S T0 EAAPPD
ayyypo 1 o o,

- nuikpavia,

- iAyyog (aicBnon mepioTpoen|g),

- HUiKT| advvapia,

- EMATTOUO OTTTIKOD TEGIOV,

- Enpodeppia,

- e&avonpua,

- apBpakyia (LOVOG oTIG 0pOpMOELS),

- TOVOG oTa dKpa,

- dvcovpia (TpdPfinpa ovpnong),

- dvopopia oto otbog,

- e&avnpa oto onpeio yopnynone,
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- aicOnuo un eucstoloydTnTag,
- TOVOG 6TO oneio yopnynong.

Mn yvootés (1 cvyvotnta dev propel va ektiun el and ta dSabéoipa ototyein):
- MmoBupiol

- vavtio (aicOnpo adiabeciog)

- gneTodg

AVt 10 padlo@apuako Bo TapEyel YOUUNAES TOGOTNTES 10VTILOVGOC OKTIVOBOALNG TTOV GUVIEOVTAL LUE
TOV HKPOTEPO KiVOUVO KAPKIVOL Kol KANPOVOUK®DY OVOUAADY.

Ava@opd avemBopnToVv evePYELOV

Edv mapovoidoete omoladmote avemBount evEpyeLn, LUANGTE LLE TOV Y10TPO TUPTVIKNG LLTPIKTG TTOL
oog TopakoAovel. Avtd copmepriapfavel kae BV avemBOUNTY EVEPYELD TTOV OEV OVOPEPETAL
070 TOPOV PLALO 0dNYLOV Yp1IoNG. Mmopeite eniong va avaeépete avemBoUNTES vEpYeleg amevbeiag,
HEC® TOL EBVIKOD GLOTNLATOS AVAPOPASTOL ovoypapetal oto [apdaptua V. Méow g avapopag
AVETBOUNTOV EVEPYEIDV UTOPELTE VO, BonONcETE GTI GLAALOYT TEPIOCOTEP®V TANPOPOPIDV GYETIKA
LE TNV 0GQAAELD. TOV TOPOVTOS POPUAKOD.

5. Iog puidaoosTon To Pylclari

Agv Ba yperaotel va puAdEete ovtd 10 eappoko. To pdppako avtd puidccetal vtd TV gvbvvr TOL
€101K00 68 KOTAAANAOVG Y ®povg. H UAaén tov padtopappdkov Ba yivetal GOHQOVO LE TOV g8VIKO
KOVOVIGUO Y10 To. padIEVEPYA DAIKA.

O tAnpogopieg Tov akoAovbolv amevbivovtal Lovo yio Tov E101KO.
To Pylclari dev mpémet vo ypnoomoteitol Petd v nuepounvia AENGg mov avaypaeetal oTnv
EMONLLOVOT| AOPAAELOG LETE TNV €voelEn « AHEHY.

6. Iepreydpeva TS GVOKEVAGLUG KOl AOLTEG TA PO PO PIES

Tv wepréyer To Pylelari

- H dpaotikiy ovsia givar 1o piflufolastat (*F). Kabe mL dwadvpatog mepiéyet 1.000 MBq 1
1.500 MBq Pylclari xatd v nuepounvia kot v dpa e fabpovounong.

- Ta dAAa cvotatikd eival aBavorn, evésyo dtdivpa yAoplovyov vatpiov 9 mg/ml (0,9%) kat
aoKOpPPKd vATP10.

BA. mapdypago 2 «To Pylclari mepiéyel vatpilo kot abavoiny.

T gp@dvion éer To Pylclari kon 11 Tepréyer 1 cvokevacio

To Pylclari etvan éva dravyég, dypopo didAvpa Tov datifetal 6 YuaAvo @1oAId10.

Kdabe proAidio moAramidv docemv mepiéyel 0,5 €wg 10 mL doddpatog, mov avtiotoyei og 500 Emg
15.000 MBq xatd v nuepounvio Kot v opo s faduovopunonc.

Kdaroyog aderag kokrhopopiog

CURIUM PET FRANCE

3 rue Marie Curie, Biopole Clermont-Limagne
63 360 Saint-Beauzire -I"aAXio

Kotaokevaotég
CURIUM PET FRANCE CURIUM FINLAND OY
10 AVENUE CHARLES PEGUY SAUKONPAADENRANTA 2
95200 SARCELLES - TAAAIA HELSINKI, 00180 - DINAANAIA
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CURIUM PET FRANCE

CHU XAVIER ARNOZAN
AVENUE DU HAUT LEVEQUE
33604 PESSAC - TAAAIA

CURIUM PET FRANCE
136 IMPASSE DES QUATRE MOLLARDS
38280 JANNEYRIAS - TAAAIA

CURIUM ITALY S.R.L.
VIA GIUSEPPE RIPAMONTI, 435, MILANO,
20141 - ITAATA

CURIUM AUSTRIA GMBH

SEILERSTATTE 4
LINZ, 4020 - AYSTPIA

CURIUM PET FRANCE

TECHNOPOLE DE CHATEAU GOMBERT
RUE LOUIS LEPRINCE RINGUET

13013 MARSEILLE - TAAAIA

CYCLOTRON VU
VAN DER BOECHORSTSTRAAT 6A
AMSTERDAM, 1081 BT - OAAANATA

ISTITUTO DI FISIOLOGIA CLINICA DEL
CNR

VIA GIUSEPPE MORUZZI, 1, PISA

56124 — ITAATA

CURIUM PHARMA SPAIN, S.A.

POL. IND. CONPISA, C/VEGUILLAS, 2 NAVE
16

28864 AJALVIR — IXITANTA

CURIUM PHARMA SPAIN, S.A.
C/ MANUEL BARTOLOME COSSIO, 10
E-28040 MADRID - IZITANIA

CURIUM PHARMA SPAIN, S.A.
THOMAS ALVA EDISON, 7
41092 SEVILLA - IZITANTA

SYN INNOVATION LABORATORIES
TOIIO®EXIA XOYZAKI AI'. @EOAQPOL,
NOMOZ KOPING®TAX 20003 - EAAAAA

CURIUM PET FRANCE

3 RUE MARIE CURIE, BIOPOLE CLERMONT-
LIMAGNE

63 360 SAINT-BEAUZIRE - TAAAIA

CURIUM PET FRANCE

CHU DE BRABOIS

4 RUE DU MORVAN

54500 VANDEUVRE-LES-NANCY CEDEX -
TFAAAIA

CURIUM PET FRANCE
1-3 RUE GERMAINE RICHIER
37100 TOURS — TAAAIA

CURIUM ITALY S.R.L.
TOR VERGATA, VIALE OXFORD, 81, ROME
00133 — ITAATA

To mapév AL 00N YLAOV Yp1oNS avadep1OnKe Yo TEAEVTAIN POPE OTIC,

Addeg I yEg TANPOPOPLAOV

Agmtopepeig TANPoPopiec oYETIKA He 0VTO TO PAPUAKO glval SIBEGIIEG GTOV 1GTOTOTO TOV
Evponaikod Opyaviopod Gappdkev: http://www.ema.europa.cu

To mapov eOALo 0Ny YpNong eivarl dabéoo oe OAeg Tig emionpec YAwooeg tg EE/EOX otov
1ot6T0T0 ToL Evpwnaikod Opyavicpod apudkoy.

OvtAnpogopieg mov akoAovbolv amegvbivovtal Hovo o enayyerpaties vyeiog:

H ninpng XTI tov Pylclari mapéyetor wg Eexmpiotd Eyypopo Gt CLOKELOGIN TOL TPOIOVTOC LE
OKOTO VO TOPEYEL OTOVG EMAYYEALATIEG VYEIOG AAAES TPOCHETEG EMOTNUOVIKES KO TPAKTIKES
TANPOPOPIEG GYETIKA LLE TN YOPNYNOT KO T XP1ON 0VTOV TOL PASIOPUP LAKOD.

AvatpéEte oty HIXII.
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