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@viro oonYLaV ypiong: IIAnpoeopics yia Tov a.60evi)

Tecartus 0,4 — 2 x 10® kbtTapa Sracmopd mpog £yyvon
brexucabtagene autoleucel (CAR+ Budoua T kbtrapa)

vTo oapuraxo ovtd tehel VIO GLUTAN POUATIKN TapaKoAOVONGT. AvTd Ba emTpéyel TO Yp1YOpO
TPOGIOPIGUO VEDV TANPOPOPIOV acPdAelac. Mmopeite va fonbnoete péow g avapopdg movmy
AVEMBOUNTOV EVEPYELDY TTOV EVOEYOLEVMG TTapovatdlete. BA. T€hog g mapaypdpov 4 yia tov TpoOmo
avapopds avemBOUNTOV evepyELDV.

AP aoTe TPOGEKTIKA OLOKANPO TO PULAO 00N YLOV Yp1IoNGS TPV 60g yopnyn el avtd To

QPapRrOKOo, O10TL TEPLAAPPAVEL CNUAVTIKES TANPOPOPIES Y1 GUC.

- DdvrdEte avtd TO EUALO 0N YDV YpronG. Towg ypelaotel va to dwfdoete Eavda.

— O ywtpog oag Ba cag dmaoet pia Kapta [Ipogidomoinong Acbevoic. Afacte TNV TPOGEKTIKA
Kot 0KOAOLOTGTE TIG 00N YiEg TOV AVOPEPOVTAL GE QTN V.

- Emdewviete mavtote v Kdpta Ipogidonoinong AcBevois otov yiatpd 1) Tov vOGoKOHOo OTav
Tovg PAEmeTe N €0V TATE GTO VOGOKOUELD.

- Edv éxete mepartépm amopieg, pOTNGTE TOV Y1OTPO 1 TOV VOGOKOLO GOG.

- Edév mapatmpnoete Kamowo avemBOunTn evEpyeL, EVNUEPDOTE TOV YLOTPO 1) TOV VOGOKOLO GOG.
AvT0 1oyveL Kot Yo kdOe mhavr avemBountn evépyela Tov Ogv avaQEPETAL GTO TAPOV PUALO
odnywwv ypnione. BAére mapdypago 4.

T epréyer o mapév evAro 00NYLOV

T eivon To Tecartus kot o givor  gpron Tov

T péner va yvopilete mpv cag yopnynbei to Tecartus
ITodg yopmyeiton to Tecartus

[MBavég avembounteg evépyeteg

[og va pvidooete to Tecartus

[epieydpeva tng cuokevAGiog Kot AOUTEC TANPOPOPIES

IZEEN N -

1. T eivon To Tecartus kon wowa givon 1) p1jon ToL

To Tecartus eivat éva appoko yovidiakng Oepameiag Tov ypnouonmoteiton yio tn Oepaneio Tov
AEPOOUOTOG amd KOTTAPO LovdDa 6TOoVG eViAkeSg Kot NG o&elog AeppoPractikig Asvyoaiog B
KUTTAP®V. XPNGOTOLELTOL OTOV T VITOAOITO PAPLLOKA EXOVV TAWEL VA, EIVOL OMOTEAEGUOTIKA GE EGAG
(vrotpomiaovoa 1 avOeKTIKY VOGOG). AVTO TO PAPLOKO TOPACKEVALETOL EOIKA Y10 GGG Atd TOL SIKAL
o0g AeVKd opooeaipia, To oroia £xovv Tpororoindei, kot eival yvwotod mg brexucabtagene
autoleucel.

To Aéppopa amd koTTapa pavoda Kot 1 o&eia Aeppofractiky Aevyaipio B kuttdpov eivar kapkivol
€vOG HEPOLG TOV BVOGOTIONTIKOV GUOTNUATOG (1] dpvva Tov opyaviopov). [IAntrovy évav tomo
AevkokvTTapv Tov ovoudlovtol B-Aeppoxvtrapa. Toéco 610 Aéupopa amd kbtrapo pavddo, 660 Kot
oV ofgia AeppoPractikn Agvyoupio B kuttapov, ta B-Aep@okidtrapa avortdceovTol pe un
EAEYYOUEVO TPOTO KOl GCLGCMOPEVOVTAL GTOV AEUPIKO 10TO, GTOV LVELD TOV OGTAOV 1] GTO G,

IIog dpa to Tecartus
Ta Aevkd apoopaipio Aopfavovtal amd To Al oag Kol TPOTOTOL0VVTOL YEVETIKH OOTE VO UTOPOLV

V0, GTOYEVCOLV TO KAPKIVIKE KOTTAp 6TOV 0pyoaviopd cag. Otav to Tecartus eyyéetol oto aipa cag,
TOL TPOTOTONUEVE, AEVKA GLLLOC(AIPLO KATAGTPEPOLV TO KOPKIVIKE KOTTAPA.



2. Tvpémer va yvopilete Tpv cog yopnyn0ei To Tecartus

Agv mpénel vo, oag yopnyn0ei To Tecartus

— o€ MEPIMTOOT OAAEPYIAG O OTOIOONTOTE OO TO. GVGTUTIKE OVTOV TOV PUPLAKOL (AVAPEPOVTOL
otV mapdypaeo 6). Eqv vopilete 0Tt pmopei va giote aAlepykoi, {ntnote tn cupufovAr| Tov
YTpov Gog.

- €aqv dgv umopeite va AMAPETE TO PAPLLOKO Y10 VO, LEWOGETE TOV 0PlOUO AEVKAOV OLLOCOUIPI®Y GTO
aipa oag (ynustoleparncio korootpons twv Agupokvttdpwv) (PA. exiong mapdypogo 3, Tlhg
yopnyeitot to Tecartus).

Mpocdomounoeis Ko TPoPUAGEELS

To Tecartus mopackevdletal and Ta d1kd Goc ALK AUOGPAIPLO KO TPETEL VO, YOPNYEITUL LOVO GE
eoac (avtdéloyn yprion).

Eetaoeig ko éheyyol

Ipw cag xopnyn0ei To Tecartus, o yiatpoc cag Oa:

. EAéyEet Tovg mvebpoveg, TV Kapdid, To VEQPA Kot TNV apTNPLoKy TiECT] GOC.

. Avo{ntoetl onueio Aoipméne 1 pAeyuovig kot Bo amopacicst edv npémel va vtoPAnbdeite oe
Bepaneia Tpv cag yopnyndet to Tecartus.

. EAéyEet edv 0 kapKivog GOG EMOEVOVETOL.

. Avoalntioetl onueia g vOG0ov HoGYeOIOTOS KOTE EEVIOTT, 1] OTTOl0. EVOEYETOL VO TAPOVCLACTEL

UEeTE omd petapdoyevor. Avtd coppaivel, 6Tav PHETAUOGYEVUEVA KOTTAPO EMLTIOEVTOL OTOV
OPYAVIGUO GOG, TPOKOAMDVTAG CUUTTMOUOTA OT®S VO, VavTio, EUETOG, O1APPOL Kol ol
GTa KOTPOVOL.

. EAéyEet 10 aipa oag yio ovpikd 0£D Kot TO TOGH KOPKIVIKE KOTTOPO DIAPYOLY GTO CilO. GOGC.
AvT16 Oa deilet, eav eivar TOavo va avartHEeTe Lo TaNon oL KaAgitan advdpouo Adong tov
oykov. Evééyetal va oag yopnyndodv @appoka 7ov cuufaiiovy oty Tpdinym g mdbnong.

. EAéyEet yio nratitida B, nmatitida C 1 HIV hoiuwén.

EAéyEet av vroPAnOnkoate oe guPforiacud evtog Tav Tponyoduevoy 6 fdopddov 1 oxedialete
va vofAndeite evtog TV EMOUEVOV Ay®V UNVav.

. EXéyEer av éxete AAPel oTo TapeABOV Bepameia TOV TPOGKOAAATAL GTNV TPOTEIVY TOL
ovopdleton CD19.

& OPICUEVEG TEPITTACELG, EVOEXETAL VO UMV Elval SUVAT 1] YOPIYNOT THG TPOYPUUUOTIGUEVNG
Oepaneiog pe to Tecartus. Edv n éyyvon tov Tecartus kaBuoteprioet yio TepIoGOTEPES OO

2 eBoopadeg apov Adfete ynuelodepaneio KATAGTPOPNC TOV AEUPOKVTIUP®Y, UTOPEL VO, YPELNGTEL VA
vroPAndeite o mepartépm ynueobepomeio (PA. eniong mapdypago 3, Ildg yopnyeitar to Tecartus).

A@ov cag yopnyn0ei To Tecartus

Evnuepoote apéomg Tov Y1aTpo 1] TOV VOGOKON0 060G 1| AaPeTe emeryovTog EkTaxtn Pondsia gav

ENPAVICETE OTIONTOTE OO TO TUPUKATM:

. Piyn, vrepfoiikn kdnwon, advvapia, (OAN, kepaiadyia, Pryac, Aaydviacua, Toyde M
aKOVOVIOTOG KOpOLokdg TaAuds, cofapn vauTtia, EUETOC 1 S14ppola, TOL UTopEl va, gival
CUUTTOUOTO P0G THBOAOYIKNG KATAGTACNG OV EIVAL YVOOT O 60VIpouo omeAevfipwons
rotrapokivoy. Metpate 1 Oeppokpacio cog dvo opég TNy nuépa Yo 3-4 gfdoudadec petd amod
™ Oepameio pe to Tecartus. Edv n Ogppokpacio oag eivor vynAy, ETGKEPTEITE TOV YLOTPO GOG
opEcmC.

. Eniinntkéc kpioeic, tpépovdo 1 Suekora oty optMa 1| Suokorieg atnyv dpBpmaor tov Adyov,
OTMAELN TNG GLUVEIONGONG 1 LEWUEVO EMIMESO GLVEIONONG, CVYYLON KOl OTOTPOSUVATOMGUOG,
OTTAOAELD TNG LGOPPOTINAG 1) TOL GUVTOVIGLOD.

. MMopetog (m.y. Beppokpacio dve Tov 38°C), 0 onolog pmopel va eivar cOUTTOUO AoTHOENS.

. Y7repPoAikn KOT®GT, advVOpio Kot AoyGVIOGLO, TTOV UITOPEL Va £Vl COUTTOUOTO EAAENYNG
EPLOPOV ALOCPAULPIOV.



. Ayoppayio 1 €0K0A0G LOA®TIGUOC, TOL UTOPEL VO EIVAL GUUTTOUATO YOUNADV ETTESWOV EVOG
gldovg KuTTdpwv ToL aipaTog Tov ovoudlovtal aHoTETAAL.

Edv xémotlo amd to mopandvm 1oyvet yio odg (M av Exete appiPorieg), anevbuvbeite otov yiotpo 1
TOV VOGOKOLLO GOC.

O ywatpog oag Ba cog VToPariet TakTikd o€ eEgTdoELS QipaTOg, KOOMS 0 apBNOg apOcOUIPimY Kol
GAA®V GUOTOTIKOV TOL OIUOTOG EVOEXETAL VO LELMBEL.

Evdéyetar va cag (nnBel va eyypageite og éva untpmo yio tovAdylotov 15 €t mpokeévou va
YiVOUV KOADTEPO KATAVONTEG OL LOKPOYPOVIEG EMOPAcELS Tov Tecartus.

Mnyv daoete aipa, Opyava, 16To0g N KOTTAPA Yol LETAUOCKEVCELS.
Hawora, épnpor kon veapoi evijhkeg

To Tecartus dev mpénet va ypnolponoteital g moudid kot eprjfovg nhikiog kbto tov 18 etdv N
VEOPOVG EVIIMKEG NAMKIOG KAT® TV 26 ETAV.

Allo péppoxa kon Tecartus

Evnuepdote tov y10Tpd 1 TOV VOGOKOWO GOG £V TOIPVETE, EXETE TPOCHATA TAPEL 1] UTOPEL VO TAPETE
Ao eappOKaL.

[Ipwv cag yopnynOei to Tecartus evnuepdote ToV YLOTPO 1) TOV VOGOKOUO GOG EAV TaipVETE
OTOLOONTTOTE PAPLOKE TTOV ATOSVVOUDVOVY TO BVOGOTOUTIKO Ga.G CUGTN O, OTMG KOPTIKOGTEPOELDT,
€POCOV AVTA TO PAPLOKO PUTOPEL VO, ETNPEAGOLY TN dpdon Tov Tecartus.

Ewwotepa, dev mpénet va cag yopnyndovv opiouéva epfoiia mov ovopdlovtar {ovra spfora:

° >11¢ 6 gfoopadeg Tpv cag yopnyndel o chvIopog KOKAOG ¥MUEIDEPATEING KOTAGTPOPNG TMV
AELPOKVTTAPW®V, DCTE O OPYAVIGLOG GOG VO TPOETOLLOOTEL Yo To KOTTpo, Tecartus.

. Kotd ™ dibpkela g Bepaneiog pe to Tecartus.

. Metd and 1 Bepaneia, Yo 6GO SIUGTNLO TO (VOGOTOMTIKO GUGTI O OVOPPADVEL.

AmevBuveite oTov Yi0Tpo GOg, €4V ypeldleTol vo, KAVETE 0TO100MTTOTE EUPOALO.

Kdnon kot Onraocpog

Edv giote éyxvog 1 OnAdlete, vopilete 0Tt pmopei va giote £ykvog 1) oYeOALETE VO ATOKTHOETE T,
{ntote T cuprPovAn ToL YaTPOL GOg TPV Gag xopnyndel avtd to eappako. O Adyog ivar Oti ot

dpdoeic tov Tecartus og £ykveg 1 OnLalovoeg yuvaikeg dev eival YvooTéC Kot EVOEXETAL VO AGYEL TO
ayévvnTo popo cog M to OnAdlov maidi cog.

. Edwv giote éyxvog 1 vopilete Ot1 pmopei va giote éykvog petd omd Oepomeio pe to Tecartus,
EVNUEPDOTE TOV Y1OTPO GO OUECHG,.
. ®a cog 600l £va TeaT eykvpocHvng TPy TNV Evapén g Bepaneiag. To Tecartus pmopel va

yopnynOel povo eav ta amoteréopata deiovy 0TL dev gioTe £yKvOC.
Edv cag &xel yopnynOei to Tecartus, cu{ntnote To EVOEXOUEVO EYKLHOGUVIG LE TOV YIOTPO GOG.
0o ynon Ko YEPIGROS PNYovVRATOV

To Tecartus pmopel va TpokaAécel TPOPALOTA OTWS TPOTOTOLUEVO 1| LEIMUEVO EMTEDO GLVEIdNONG,
oLYYLON Kol ETANTTIKEG KPIioELC (ooopol) KoTd T1g 8 efdouddec LeTd T YOPNYNOT| TOL.

Mnyv odnyeite, unv yepileote unyoviuoto Kot Uy Aappavete pépog e dPacTNPLOTITEG TOL UTALTOVY
va glote o€ eypriyopon yia TovAdyiotov 8 efdopddeg petd omd ) Bepomeio pe To Tecartus | péypt o

Y10TpdG GOG VAL GOG TEL OTL EYETE OVOUPPDOGEL TANPWG,.
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To Tecartus mepiéyer varpro, dypedvrocovreoteidto (DMSO) kan yevrapkivy

To eappakxo avtd mepieyel 300 mg vatpiov (to Pacikd GVETATIKO TOL LAYEIPIKOV/EMLTPOTE IOV
alotiod) og kKaBe cdico £yyvone. H mocdtnta avtr| iwodvvapet pe to 15% g cuvictdpevng Héyiomg
NUEPNOLOG SLATPOPIKNG TPOCANYNG VATPIOv OV 1GYVEL Y10, TOVG eViAkeS. Tlepiéyet emiong DMSO ko
YEVTOUIKIVNY, T0 omoio Umopel va TPoKaAEGOVY GOPaPTG LOPPNG AVTIOPAGELS LITEPELUICONGING.

3. M og yopnyeitan To Tecartus
To Tecartus Ba cag yopnyeital mhvrote and Evav enayyeipatio vysiog.

. E@ocov 1o Tecartus mapoackevaletat and ta dikd cog Aevkd apoceaipia, Bo cuileyBoidv
KOTTOPO OTTO EGAC Y10 TNV TPOETOATTR TOV Papudkov cag. O ylutpdg cog Oa mapet Aiyo amnd
TO Qiplo GOG YPNCIHOTOLDVTAG Evay Kabethpa tomofetnuévo otn eAEPa cag (L Stadikacio Tov
ovopdletan Aevkapaipeon). Mepikd amd To ASVKA oG apoceaipla dtoywpilovral amd To aipa
00, KOl TO VITOAOITO TOV GipoTtdC 60¢ EMGTPEPETAL 0T PAERA oo AVTO popel vo amattnoet 3
€m¢ 6 Mpeg KoL eVOEYETAL VAL YPELCTEL VO ETOVOANPOEL.

. Ta Aevkd oG apocPaiplo, amrocTEALOVTOL GE £VOL KEVIPO TOPACKELNC, TO 0TToi0 Ha
TOPOCKELAGEL TO Tecartus ya ecdg. Xvvnfwg arartovvrol 2 Eémg 3 efOopddeg yio TNV
TOPOoKELN TOL Tecartus, adAd o xpOVOC EVOEYETOL VO KOUAIVETAL.

®appaxa Tov yopnyovvron Tptv o6 T Oepameio pe Tecartus

Atyeg nuépeg mpv AaPete to Tecartus, O cag yopnynOei ynuelobepaneio KATAGTPOPNG TOV
AELPOKVLTTAP®V, 1) 070l Ba EMLTPEYEL GTO TPOTOTOINUEVO AEVKE OLOGPAIPLE TTOV VITAPYOVY GTO
Tecartus va ToALOTANGIOGTOVV GTOV OPYOVIGHO GOG 0TAV Gag xopnynoel to pappako.

Kotd ta 30 émg 60 Aemtd mpiv cag yopnyndet to Tecartus evdéyetar va cag yopnynbovv dala
eappoka. Avtd cupBIriel oTNV TPOANYN AVTIOPACEDY GTNV £YYLON Kot TUPETOV. AVTA TaL GAAN
QapuraKa gvOgyeTal Vo, TEPIMaUPavouV:

. [Mopaketapoin.

. "‘Eva avtuotapivikd 0mmg 1 dtpatvodpapivn.

[og oag yopnysitar To Tecartus

To Tecartus Bo cag yopnyeital whvrote amd Evay Y1oTpd o€ EI0IKEVUEVO KEVTPO Depameiag.

. To Tecartus yoprnyeiton w¢ epamas do6on.

. O ywatpog N 0 voookopog oag o cag yopnynoovy pia &yyvon tov Tecartus péow evoc kabetnpa
torofetnuévov ot PAEPa cog (evdopléfia éyyvon), Yo Sdotnua SipKeLng Tepimov
30 Aemtdv.

. To Tecartus eivat 1 YEVETIKA TPOTOTOMUEVT] £KO0CT] TOV AEVKDV alplocolpiov coc. Emopévamc,

o0 emayyeApatiog vyeiag mov xewpileton ™ Oepomeio Oa pémer va AapPdvet Tig KOTOAANAES
TPOPLAGEELS (VO Opd YAVTLOL KO YOOALY) Yo TNV OTOQLYR TG THAVOTNTOG HETAOOTG
LoDV voowv Kot 00, akoAovlel Tig Tomikég KaTtevbuvTpleg 0dNYieg Yo TOV YEPIGUO
ATOPANTOV VAIK®V ovOpOTIVING TPOEAEVOTC Y10 TOV KOOOPIGLO KOL TNV ammOppIyT TUYOV DALKOD
LEe 1o omoio €xel £pbet o€ M| TO TPOIOV.



MeTtd ™) Loprynon tov Tecartus

° Onwg cvinmoate e tov Y1oTpo Gog, TPENEL va Tapapeivere Kovtd o€ éva vosokopeio yia Tov-
Adyotov 4 efdopddeg apov cag yopnyndet To Tecartus. O yiatpog cag Ba 60g GLGTNOEL va ML
OTPEPETE GTO VOGOKOUEID KaONUEPVE Y100 TOVAGYIGTOV 7 MUEPEG N VO VOOT|AEVTEITE GTO VOCO-
KopEelo Yl Tig TpdTeS 7 Muépes petd ) Bepameia pe to Tecartus. Avtd yivetat, dote 0 Y1Tpog
va pmopet va eEAEyyet edv 1 Bepameia cog Asttovpyet kot va cag fondnoet, ebv mapovcidcete
avemBOUNTEG EVEPYELEC.

Edv ydoete kbmolo pavtefov, karéote Tov yiaTpd cag N 10 k€vipo Bepaneiog cag 10 GuvTopdTEPO
duvatd Yo Vo TPOYPAUUOTIcETE va VEO pavTEPO.

4. MBavéc avemBOuNTES EVEPYELES

Onwg 6Aa To pAPLOKD, £TCL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kot dgv Tapovctaloviatl 6e GAoVG Tovg avBpdTovs. Mny emyelpnoete va Bepanedoete PLOVOL GOg TIG
avemBouuNTEG EVEPYELEC GOC.

To Tecartus pmopei va TpokoAécel avemBounteg evépyeleg Tov Umopei va elvat GoPapég N ATEMNTIKES
v ™ Lo1]. AdPete dpeco waTpiki) Pondsra edv epeavicete omodNmTOTE AN TIG TAPOUKATO
avemounTeg evEPYELES LETA amd TNV £yyvom Tov Tecartus.

IMoAv ovyvég: pmopei va exnpedoovy teprecdtepa ané 1 ota 10 aropa

- [Mvpetog, piyn, LEIOUEVN APTNPLOKT THECT] TOV UTOPEL VO TPOKAAEGEL CLUTTOMATO OTTC (AAN,
tAyyo, GUALOYT VYPOD GTOVG TVEVHOVEG, T OOl pmopel va gival cofapd kot Bavatnedpa
(6Ah0 0moTELODY CUUTTOUOTO UIKG TOOOAOYIKNG KOTAGTAGNG TOV OVOUALETAL GDVIPOUO
omelevOEPW NS KLTTOPOKIVDV).

— AndAgl GUVEIONONG 1] LEWOUEVO EMIMESO GLVEIDNOMG, GVYYLON 1 ATMAELN LVAENG AOY®
JTOPOY DV TNG EYKEPAMKNG AgrToVpYiag, SuvokoAia oty opidio 1| SuckoAieg oty apbpwon,
aKoVG10 TPEUOVAO (Tpduog), omacuol (emidnmrikés kpiceig), a1pvidia cOyyvon ue diéyepon,
QIOTPOGAVOTOAGHOG, Tapatctnoelc 1| evepediototnra (rapalipnua).

- [Mvpetdg, piyn, mov pmopel vo givar onueio Aoipméne.

Adreg mBavEG avemOOUNTES EVEPYELEG

O GAleg avemBounteg evépyeteg mapatifevion Tapakdto. Edv avtég ot avemBounteg evépyeteg
yivouv Baptdg 1 cofopng LOPPNS, EVIUEPDOTE TOV YITPO GG AUECHC.

MoAv ovyvég: pmopei va exnpedoovy teprecétepa ané 1 ota 10 aropa

- Mn @LGLOA0YIKE YOUUNAOS aPIOIOG AEVKDV aLLOCPUIPi®mY, 0 0TT0T0g LITopel Vo avENGEL TOV
Kivouvo Aoipuméng.

— XopunAodg aptfudg tav kuttdpov mov fonbodv oty Tén tov aipotoc (Gpoufonevia): ta.
CUUTTOUOTO UTOPEL VO, TEPILOUPBEVOLY VITEPPOAKT 1| TAPATETUUEVT] ALLOPPAYIC ) LOADTICUO.

- YynAn aptnploxn mieon.

- Meiwon tov apifpov Tev epufpmdv atpocearpiny (KOTTOPN TOV HETOPEPOLY 0EVYOVO): Ta
CUUTTOUOTO UTOPEL VO, TEPILOUPBEVOLY VITEPPOAIKT KOTMGN KOl ATIMAELD EVEPYNTIKOTNTOC.

- YnepPohkn kOnmon.

- I'pyopog M apydg Kopdlakdg TaAUOS.

- Meiwon g KukAo@opiag Tov 0EVYOVOL GTOVG 1IGTOVG TOV OPYOVIGHOV: TO COUTTOUOTO UTOPEl
va, TEPIAaUPEvouy HETABOAES GTO YPDLLO TOV SEPHATOS, GVYYLGT], AOYAVIOGLOL.

- Aoyéviacua, fryag.

- YrepPolikn arpoppayia.

- Noawtia, SvokothidtTTa, dSLdPPOoLd, KOIAHKSO GAyog, EUETOG.

— Mvuakyia, apBparyic, 06TIKOG TOVOS, TOVOG OTO AKPO TOV COOTOC.



EMewyn evépyetog 1 60€voug, pikn advvapio, Suokoria oty Kivinon, pLikol cacol.
Kepoiahryia.

Neppikd TpofANUOTo TOL TPOKAAODY KOTOKPATNGT VYPOV OO TOV OPYOVIGHO GOC,
GLGGMPEVCT) VYPDV GTOV 16TO (0idnua), T0 0moio UTopel va 0dNYNHoEL oe avénor Papoug Kot
dVOKOMO GTNV AVaTVOT).

Yynha enineda ovpikod 0&Eog kat oakyapov (yAvkdln) oTic apaToroyIKEG eEETAGELS.
XounAd enineda vatpiov, poyvnoiov, poc@opov, KaAiov 1 aoPesTtiov 6TIg AUOTOAOYUKEG
egetdoelc.

Meiopévn 6peén, mOVOG GTO GTOLO.

Avokolio oTov VTTVO, AyYOC.

Oidnua tov dxpov, GLALOYNH VYPOV YOP® amd TOVG TVEVUOVES (TAevprtikny oviloyn).
Agppoticd eEdvOnua i deppaticd tpofAnuata.

XounAd eninedo avocoGEUPIVAOV GTIC OLLOTOAOYIKES EEETAGELS, TOL OTTOL0 UTOPEL VO 001 YIGOVV
o€ MOWMEELS.

AvEnon ota eninedo NIATIKOV eVEOI®V 0TI AUOTOAOYIKEG EEETACELS.

Nevpikoc ndvog.

Yuyvéc: umopel va emnpedoovy £éo¢ 1 ota 10 aropa

XounAd eminedo AEVKOUATIVIG GTIC OLUATOAOYIKES EEETAGELC.

Yynd eninedo xolepvOpivng oTiC ALATOAOYIKEC EEETAGELC.

AxavovieTog kapdiokog pududg (appvbuia).

ATOAELD EAEYYOV TOV KIVIGEDY TOL COUATOG.

Enpootouia, apLOATOoT), SVCKOAIN GTNV KATATOOT).

Meiopévn Tapaymyn o0pov (AOY® TV VEQPIKMV TPORANUAT®OVY OV OVUPEPOVTOL TAPUTAVE).
ADOTIVOLUL (AVATVEVOTIKI] AVETGPKELQ).

AVGKOAlN TNV avVaTTVOT|, 1) 0TTola OV GOG EMITPEMEL VO EKQPEPETE TANPELG TTPOTAGELS, PY G
AOY® VYPOV GTOVG TVEVLLOVEG.

AvEnon g Tieong 610 EGMTEPIKO TOL KPAviov.

OpouPot aipaToc: To GLUATOUNT PTopel vo, Tephapupdavovy dévo 6to 6tbog N 6To TAVM
UEPOG TNG TAGTNG, OLOKOALD GTNV AVOTVOT, AUOTTVCT 1} TOVOG OO KPAUTES, 010N O TOV EVOC
106100, aictnpa BeproTNTOC Kot GKOVPO YPOUE 6TO SEPUA YOP® amd TNV EMITOVY TEPLOYT).
Alloiwon g ikavoTnTag Tov aipotog va oxnuatiCel Opoppoug (dratapoyéc e miéng): ta
CUUTTOUOTO UTOPEL VO, TEPILOUPBEVOLY VITEPPOAIKT 1| TAPATETUUEVT] ALULOPPAYID T LOADTICUO.
Metaforég oty dpoon Tov 6ag Suokorevovy va BAETETE TpaypoTa (dtatapayn e Opacng).
YxeTlOUEVEG LE TNV £YYLOT] OVTIOPACELS: GUUTTAOUATO OV TEPAApPivouy (oAn 1 Aurobupia,
eEayelg, e&avonua, Kvnopo, Tupetd, SLGTVOLN 1] EUETO, KOIMOKO GAYOG Kal O1dppola.
YrepevoaicOnoio: copntdpata 6rTmg eEavonua, kvidwon, eayodpa, oidnue Kot avapvia&io.

Ava@opd avemOounTOV EvEPYELOV

Edv mopatnpnoete kdmoto avemiBountn evépyeta, EVIUEPDOGTE TOV Y1TPO 1) TOV VOGOKOWO
c0c. AVTd 1oyvEeL Ko Yo KAOe mhov avemBount evépyeia Tov eV AVAPEPETOL GTO TAPOV
QUALO 0OMYLOV XPNONG. Mropeite eniong va avapépete avemBounteg evépyeieg ansvbeiog, péom
TOV €0VIKOV GUOTNUATOS AVUPOPAC:

EApLGoa

Ebvikoc Opyaviouoc @opudrxamv
Meooyeiwv 284

GR-15562 Xolapyog, AOnva
TnA: + 30 21 32040337
Iotorormog: http:/fwww.eof.gr

http://www.kitrinikarta.gr



Kvbmpog

Dapuoxevtikes Yanpeoieg
Yrovpyeio Yyeiog

CY-1475 Aevrwaia,

TyA: +357 22608607

daé: + 357 22608669
Iototomog: www.moh.gov.cy/phs

Méom G avapopds avemBOuNT®V evepyeldv pumopeite vo fondncete 61 GLAAOYT TEPIGGOTEP®V
TANPOPOPLOV GYETIKE LLE TNV AGPAAELD TOV TAPOVTOC POPUAKOV.

5. Iog va pvracoete To Tecartus
O Tinpo@opicg mov akorovBodv arevdivovtar pévo o€ 1TPOVS.

No un ypnoionoteite ovtd T0 PAPUOKO UETE TNV NUEpOoUNVia ANENG TOV AVOPEPETAL TNV
EMIGT LAV TOL TTEPLEKTT KOl GTOV GAKO £yyvong netd v évoelén AHEH.

dvrdooete oty Katdyvén, o€ aTpOsPapa vYPoL aldtov < — 150 °C péypt v andyvén mpwv amd ™

xpfion.
Mnyv enavokatoyOyeTe.

6. Mepreyépeva TG GVOKEVAGING KO AOWTEG TANPOPOPIES
T epréyer o Tecartus

H Spaotikt] ovsio eivan o brexucabtagene autoleucel (0,4 — 2 x 108 kbttapa, Stacmopd mpog &yyvon).
Kd&0g 101k6¢ yio0 Tov acbevi oakog povig éyyvong mepiéyet otaomopd avti-CD19 CAR-Oetikmv
Biooipov T xuttdpwv ot mepimov 68 ml yia wa otoygopévn 86on 2 x 108 avti-CD19 CAR-Ostikdv
Buoowwmv T kuttdpwv/kg yia toug acbeveic pe AEpEOUO 0o KOTTOPA HLOVOVO KoL GTOYEVUEVT dOOT

1 x 10° avti-CD19 CAR-Octikdv Prdopuov T xuttdpov/Kg yia acdeveic pe ofeia Aeppoflactiky
Aevyoupio B kottdpav.

Ta GAAa cvotatikd (ékdoya) eivar: Cryostor CS10 (nepiéxst DMSO), yAmpiodyo vatpio, avOpdmvn
Aevkopativn. BA. mapdypoago 2 «To Tecartus mepiéyet vatpio, dipedvrocovipoleidio (DMSO) ko
VTTOAETOUEVT] YEVTAUVKIVIDY.

To @appako ovtd TEPLEYEL YEVETIKA TPOTOTOMUEVD 0VOPOTIVO KOTTAPA OiLOTOG.
Epg@avion tov Tecartus kot TepleyOneve. TG 6GVOKEVOGIOG

To Tecartus eivat diawyng Emg adtaeavig, Aevkn Emg epvbpn dacmopd yio £yyvomn, 1 omoio TapEyeTot
6€ G6AKO £YYVONG, CLUGKEVAGUEVO GE EEXWPLOTN HETAAAIKY KooéTa. 'Evag odkoc pHovig £yyvong
nepiéxel mepinov 68 ml dacmopdc KuTTAP®V.

Karoyog Adsrog Kvkiogopiag
Kite Pharma EU B.V.

Tufsteen 1

2132 NT Hoofddorp

OMavdia

Mopookevactiig
Kite Pharma EU B.V.
Tufsteen 1

2132 NT Hoofddorp
OAhovdia



["o omoladrmote TANpoopio GYETIKA e TO TOPIV PAPULOKEVTIKO TPOiOV, TAPUKOAEIGTE VO
amevBuvbeite otov TomIKo avtitpoésmmo Tov Katdyov tng Adelag Kvkiopopiag:

Belgié/Belgique/Belgien
Gilead Sciences Belgium SRL-BV
Tél/Tel: + 32 (0) 24 01 35 50

bbarapus
Gilead Sciences Ireland UC
Ten.: + 353 (0) 1 686 1888

Ceska republika
Gilead Sciences s.r.o.
Tel: + 420 910 871 986

Danmark
Gilead Sciences Sweden AB
TIf: + 46 (0) 8 5057 1849

Deutschland
Gilead Sciences GmbH
Tel: + 49 (0) 89 8998900

Eesti
Gilead Sciences Poland Sp. z 0.0.
Tel: + 48 22 262 8702

E\LGda
Gilead Sciences EALdg M.EIIE.
TnA: + 30 210 8930 100

Espaiia
Gilead Sciences, S.L.
Tel: + 3491 378 98 30

France
Gilead Sciences
Tél : +33(0) 146 09 41 00

Hrvatska
Gilead Sciences Ireland UC
Tel: + 353 (0) 1 686 1888

Ireland
Gilead Sciences Ireland UC
Tel: + 353 (0) 214 825 999

Island
Gilead Sciences Sweden AB
Simi: + 46 (0) 8 5057 1849

Lietuva
Gilead Sciences Poland Sp. z 0.0.
Tel: + 48 22 262 8702

Luxembourg/Luxemburg
Gilead Sciences Belgium SRL-BV
Tél/Tel: + 32 (0) 24 01 35 50

Magyarorszag
Gilead Sciences Ireland UC
Tel: + 353 (0) 1 686 1888

Malta
Gilead Sciences Ireland UC
Tel: + 353 (0) 1 686 1888

Nederland
Gilead Sciences Netherlands B.V.
Tel: + 31 (0) 20 718 36 98

Norge
Gilead Sciences Sweden AB
TIf: + 46 (0) 8 5057 1849

Osterreich
Gilead Sciences GesmbH
Tel: + 43 1 260 830

Polska
Gilead Sciences Poland Sp. z 0.0.
Tel: + 48 22 262 8702

Portugal
Gilead Sciences, Lda.
Tel: + 351 21 7928790

Romaéania
Gilead Sciences Ireland UC
Tel: + 353 (0) 1 686 1888

Slovenija
Gilead Sciences Ireland UC
Tel: + 353 (0) 1 686 1888

Slovenska republika
Gilead Sciences Slovakia s.r.o.
Tel: + 421 232 121 210



Italia Suomi/Finland

Gilead Sciences S.r.l. Gilead Sciences Sweden AB

Tel: + 39 02 439201 Puh/Tel: + 46 (0) 8 5057 1849
Kvbzpog Sverige

Gilead Sciences EALdg M.EIIE. Gilead Sciences Sweden AB

TnA: + 30 210 8930 100 Tel: + 46 (0) 8 5057 1849

Latvija United Kingdom (Northern Ireland)
Gilead Sciences Poland Sp. z 0.0. Gilead Sciences Ireland UC

Tel: + 48 22 262 8702 Tel: + 44 (0) 8000 113700

To mapdv ¢vAlo 0dNYLOV xpoNS avadempOnke Yo TeAsvTaio Popd oTig 04/2024

AVTO TO PUPUOKEVTIKO TTPOTIOV £xEl yKp1Oel e TN S10dIKOGI0 TOL ATOKAAEITOL «EYKPLOT) VIO OPOVGH.
AVTO onuaivel 6Tt AVOUEVOVTOL TEPIGGOTEPES OMOOEIEEIC GYETIKA [LE TO POPUAKEVTIKO TPOTOV.

O Evpomnaikoc Opyaviopog Gapudkmv 6o agloloyel TovAdy1oToV £TNGIOG TIG VEEG TANPOPOPIES Y1 TO
eappako avtd Kot Ba emkaponotel o mapov GuAro Odnyudv Xprong ovardymg.

AdLgg TN YEG TANPOPOPLOV
Aemtouepeic TANPoPopieg Yo TO APHOKO aVTO givar dtféciec 6To dkTLOKS TOTO ToV Evpmmaikod

Opyaviopod ®opudkov: http://www.ema.europa.eu. Yrdpyovv eniong cOvoespot pe GALeg
10TOCEAIDEG TOL 0POPOVV oTtAvieG acBéveleg Kot Bepoameies.

<--- >

O winpo@opicc mov akorovBovV amevOivovTal povo o€ erayyeipatieg vysiog:

Eivail onuovtikd vo, Stafdoete 0AOKANPO TO TEPLEXOUEVO QVTNG TNG OLAOIKOGING TPV amd TN YopNyNon
tov Tecartus.

IIpopvArdéeic mTov wpémel va Aaufdavovtot Tpv omrd Tov YEpicud N TH YOPNYNGN TOV OUPUAKEVTIKOD
TPOIOVTOC

To Tecartus mpémet vo LETAPEPETAL EVTOG TNG EYKOTAGTUONG G€ KAEIGTOVS, AdIPPNKTOVS, GTEYOVOVG
TEPLEKTEC.

To poppokeuTikd ovtd TPoidv mepiEyel avBpamva KoTTapa aipotog. Ot emayyedpatieg vyeiag mov
yepilovtar to Tecartus mpémet vo, Aapfavouy KaTtdAANAes TPo@LAGEELS (POPMVTOG YAVTIO Ko
TPOGTATEVTIKG 0QOOAUDV) TPOKEUEVOL VA amo@hyovy Thav HETAS06T AOUOIDV VOoWV.

O1 emoedveleg epyociog Kot To VAKE mov £xovv Epbet duvnTikd og emapn pe To Tecartus npémet va
OTTOAVUOEVOVTOL COUQ®VA UE TIG KOTA TOTOVG KOTELOLVTIPLEG 00N YiES XEIPIGLOD ATOPANTOV VAIKDV

avOpdTIVNC TPOoEAEVONC.

IIpostowaocia tpv and v £yyvon

. EnoAnBevote 611 1 tovtdtnTo (ID) 100 acbevoide oviiotolyel 6Tovg ovaryvmploTikong KOSIKOHE
ac0evoug Tov avaypdgovtol 6T peTaAMKn kaoéta Tecartus.
. O odikog €yyvong Tov Tecartus dev mpémel va, apatpeitar amd Tn LETAAMKN KAGETA, EGV O

TANPOPOPIEC TOL AVAYPAPOVTAL GTNV EIOIKT| Y10, TOV 00OEVT] EMGTIUAVOT OEV AVTIGTOLYOVV GTOV
aoBevn Yo Tov omoio poopiletal To mTPoidv.
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Mo emPefaiwbdel n TovTOTNTO TOL AGHEVODS, OPUIPEGTE TOV GAKO £YYVOTG OO TN UETOAAIKN
KOGETOL.

EAéyEte 6T1 01 MANpOQOpiec acBeEVOLG GTNV EMGNUOVOT] TNG LETAAAKNG KAGETAS TOPLALovV Ue
OVTEG OTV EMGTLAVOT] TOV GAKOL £YYVOTG.

EmBempnote Tov 6dKko &yyoong yio Tuyxdv mopaPllcels g aKepULOTNTAS TOV TEPLEKTT TPV OO
v omoyuén. Edv o odiog Eyyvong £xel Bopég, axorovdnate Tig TomKEG KaTeLBLVTIPLES
odnyiec yia tn Srayeipton andPAnTeV VAIKOV avOpdrivng Tpoélevong (1] ETKOVOVNGTE GUEGT
ue v Kite).

Amdyoén

TonoBethoTE TOV GAKO £YYLONG OTO ECMTEPIKO EVOG OEVTEPOL GAKOL.

Amoyvéte to Tecartus otovg 37 °C mepimov e T ypnon eite vdaTOAOVTPOL gite LeBOSOL ENpNc
AmOYLENG £G OTOV VO UMV VTLAPYEL OPATOG TTAYOS GTOV GAKO €yyvonc. Avapi&rte pe Nmieg
KIVGELC TO TEPLEYOMEVO, TOV GAKOV £YYVONG Yol TN JGTOPd LaldV KVTTaptkod VAIKov. Edv
e&axoAovBovv va vdpyovy opatég HAlEG KVTTAP®VY, GUVEXIGTE TNV NTILOL AVAUEN TOV
TEPLEYOUEVMV TOV GAKOV £yyvone. Ot pkpés PAles KLTTAPTKOD VAIKOV OVOLEVETAL VL
dtaomapBolv pe v Hra xelpokivnn avapén. To Tecartus dev Tpémel vo ekmAéveTat, va.
(QVYOKEVTPEITOL KOUT VO ETavEVOL®pPEITaL o€ vEr uéca Tptv amod v £yyvon. H amoyvén
avapévetol va dtopkéaet tepimov 3 €og 5 Aemtd.

Moblg amoyvydet, To Tecartus ivor otabepo og Beppokpacio dopoatiov (20 °C — 25 °C) yia £mg
Kot 3 dpeg. QoT1000, 1 £yyvon mpénet vo. Eekivd evtog 30 Aentdv and TNV OAOKANP®GN NG
amoOYLENG.

MHN ypnoiponoteite giltpo Aevkoeaipeomng.

Xopiynon

To papuaxo Tpénel vo, yopnyeital o€ e101kELUEVO KEVTPO Oepameiog omd 1aTpd(0vg) (e epmelpio
ot Bepomeio AUOTOAOYIKOV KakKONOEUDV Kol KOTAPTIGHEVO(OVS) GTI XOPNYNOT| KoL TN
dwaeipion acbevarv mov Aaupdavouvv Oepareio pe to Tecartus.

Awopoliote 6T vEapyeL dSrabéoiun TovAdytotov 1 60om Tocumlovpdunng avd acbev Kot
eEOMAMOUOG EKTOKTNG OVAYKNG TPV OO TNV €YYLON KOl KOTA TN SLAPKELN TG TEPIOSOV
avéppowong. Ta voookopeia kot ta cuoyetilopeva KEvipa Ba mpémel va £xouv TpdcPact o pia
emmAéov doon Toctovpdunng oe drdotnua 8 wpdv and Kabe Tponyodevn doon. Xty
eEaupetikn mepinTmon 6mov 1 tostMlovudunn dev givar dtabéotun Aoy EAAeyng, N onoia
etvon xatayeypoppévn otov Katdhoyo edleiyemv tov Evponaikod Opyoavicpod ®apuakmv,
dtoporiote 0Tt givor SteBEca EMTOTOL KATAAANAC EVOAAAKTIKG LETPO Y10 TNV AVTILETMTION
tov CRS, avti t¢ tociilovpaumng.

H tovtotto tov ac6evoic mpénel va avTioTolyEl 6Ta avayvoploTiKd Tov acfevodg 6Tov 6AKo
™mg €yXvong.

To Tecartus mpoopiletor poévo yio avtdAoyn ypnon.

To Tecartus mpénel va yopnysitoan wg evooPAEPLa Eyyvon gite pe ™ xpNoT EVOOPAEPLOC YPOUUNG
elevBepng Adtes, yopig piltpo Asvkapaipeong evtog 30 Aemtmv gite VIO TNV EMdPACT TNG
BoapOtnrag gite pe ™ ¥pNoN TEPLGTAATIKNG AVTAING.

Avakiveite ELapd Tov 6dKo £yXVoNG KATA T S1APKELD TNG £YYLONS Y10 TV OTOPLYN
GYNUOTIGLOV GLYKOAMNUEVAOV paldv kuttapwv. IIpémet va yopnyn et pe Eyyvon to chvoro Tov
TEPLEYOLLEVOL TOV GAKOV EYYVOTG.

[pwv and v &yyvon, Tpénel va ypnopomombei evéoto dtdAv o 6TEiPoL YAMPLOVYOoV VATPioL
9 mg/ml (0,9%) (0,154 mmol vatpiov avé ml) yio v mAgpmon g YPopung kabmg Kot yio Ty
éxmivon g otn ovvéxela. Otav eyyvbei o suvolikdg dykog Tov Tecartus, o odkog g £yyvong
npémet vo, ekmivdel pe 10 éwg 30 ml evésiuov dtodldpotog yAwprovyov vatpiov 9 mg/ml (0,9%)
LE TANP®ON EMGTPOPNG Y10 VO S10GPAAIGTEL 1] £YYVOT TOL PEYOADTEPOL SVVATOV AP0V
KUTTAPWV 6TOV 0eBevn.
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HpopuvAdéeig mov tpémetl va AapBdvovot yio Ty omdppiyn ToL GAPUAKEVTIKOD TPOidVTOG

Toyov un ypnoomombév eopprokevTiKd TPoidv Kot TuyOV amdPANTO LAKO oV €xel £pPet o emaQ|
ue To Tecartus (oteped KoL LYPA ATOPANTO) TPETEL VO AVTIUETOTILETOL KO VO, ATOPPINTTETOL (OC
SUVNTIKG LOAVGUATIKA OTTOPANTO GOUPOVO UE TIG KOTA TOTOLG KOTELOLVTNPLEG 00MYiES YEPIGHOD
ATOPANTOV VAIK®OV ovOpdTIVNG TPoéAevomg.

Toyaio éxOeon

Y mepintoon toyoing ékbeong, mpénet va akolovBovvtal ot Tomkég katevBuvinpileg odnyieg
YEPLGLOV LAKOV avOpdIIVNG TPOEAEVLGTC, O OTtOlEg Umopel Vo TepIAapPdvouy TAVGT| TOV
HLOAVGUEVOL SEPLOTOC, APAIPEST] TOV LOAVGUEVOV povY®V. Ol EMPAVELEG EPYUGING KOL TO DAIKA TOV
&yovv €pbel duvnTikd og emapn pe To Tecartus mpénel va amolvpaivoviot pe KatdAANAo
OTTOAVLLOVTIKO.
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