IHAPAPTHMA 1

HNEPIAHYH TON XAPAKTHPIZTIKQN TOY ITPOIONTOX



vTo QAPLOKO QVTO TELEL LTTO CLUTANPOUOTIKY TOPaKoAOVONON. AVTo Ba emiTpEyeL To Ypryopo
TPOGIOPIoUO VEDV TANPOPOPLOV OGPAAELNG. ZNTEITAL OO TOVG ENOYYEAUATIEG VYELOG VO AVOPEPOVY
omolesdnmote mbavoroyovueveg avemBountes evépyete. BA. mapdypaeo 4.8 yia tov 1podmo ovapopis
AVETBOUNTOV EVEPYELDV.

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Luxturna 5 x 102 gopeig yovididpotog/mL mukvo cKeDaoo, Kot SIADTNG Y10 TOPUGKELT] EVEGLLOV
St patog

2. MOIOTIKH KAI MOXOTIKH XYNOGEXH

2.1 Tevun meprypaon

To voretigene neparvovec givol £vag popEag YOVISLOKNG LETAPOPAS oL EPapUOLEL Eva
00eVOoyETILOUEVO KOy id10 1kov Popéa opdTLToy 2 (AAV2) wg péco €vheong tov cDNA g
avOpomvng Tpwteiving 65 kDa tov peddyypov embniiov tov apeifinctposidovg (hRPE6S) otov
apeipinctpoedn|. To voretigene neparvovec mpoépyetal and uoIKNG Tpoéhevong AAV
YPNOLOTOIDVTOG TEYVIKES avacLvovacuévovr DNA.

2.2 TowTwki] KOl TOGOTIKI] cOVOEST

Ké0e mL cvpmvkvopotog mepiéyet 5 X 102 popeic yoviSidpatog (vg).

Kabe proridio 2 mL gpdmag d6ong Luxturna nepiéyet 0,5 eEaymyipna mL cupmukvadpatog mov
xpnCovv apaicwong 1:10 Tpwv ™ xoprynon, PA. mapdypapo 6.6.

Metd v apoimon, kade d6on Luxturna mepiéyet 1,5 x 10 vg oe napoaoyedévro dyxo 0,3 mL.

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

3. DAPMAKOTEXNIKH MOP®H

ITukvo okedacpa Kot SIADTNG Yo TAPOCKELT EVEGILOV SAADLOTOC.

Metd v amdyvén omd TV KaTaoTacT KOTayoéng, 1060 T0 TUKVO GKEVACUN 0G0 KOl O SOAVTNG
glvar dowyn, dypopo vypd pe pH 7,3.

4, KAINIKEX ITAHPO®OPIEX

41 OgpomevTiKég evosielg

To Luxturna gvdeixvotal yuo ) Oepomeio evnAikov Kot TodtoTpik®@y 0ohevav Ie ammdAELn TNG OPOoNG
AOY® KANPOVOUIKNG AUePBANGTPOEdIKNG SLGTPOYPing oV opeiletal o emPBePatwpéveg
StoAAnAOHopeeg petorAddéeic RPEGS kot o1 omoiot éxovv emopkn aptOud frociumy
AUPIPANCTPOEISIKDY KLTTAP®V.

4.2  Aocoloyio Kol TPOTOG XOPNYNONS

H Oepaneio Oo mpémet va Eekiva kot vo xopnyeitol amd YEpovpyod apPIPANGTPOEISOVG LE EUTELPIN OTIC
eneUPACELG OTNV )P4 KNAda.



Aocoloyia

Ot acOeveic Ba AaBovv epama& doomn 1,5 x 10! vg voretigene neparvovec o k60e 0pBarud. H kdde
3001 Ba TapéyeTar oToV VTAUEPANGTPOEIOIKO ¥DPO 6 GuVOAIKO Oyko 0,3 mL. H dadikacio g
eEatopkevpévng yopnynong o€ kébe opBaipd mpaypotonoteital oe Eey®plotés NUEPES Ke PKpod
pecodtaoTn e, 0AAE OxL LKpOTEPO amd AVTO TOV 6 NUEPDV.

Avoooppobuiotixd oynuao.

IIpwv v évapén Tov avocoppLuOIGTIKOD GYNLOTOG KOl TTPLY T yoprynon Tov Luxturna, o acBevig
TPENEL VO, EAEYYETOL Y10, CUUTTAOUATO EVEPYNS AOIUDOOVS VOGOV OTOIUCONTOTE QULTIOG KOl O
nepintoon térolag Aoipméng n évapén g Bepaneiog Tpémel va avaPaiietal HéEypt TNV avappmon Tov
acBevoug.

e dioTnue 3 UepOV TPV TN Yopnynon Tov Luxturna otov tpdto opBaAiud, cuvietdtol 1 Evapén
aVOGOPPLOUGTIKOD GYNHOTOS GUUPMVA UE TO TPIYpappa Tov akoiovBel (ITivaxag 1). H évapén tov
VOGOPPLOGTIKOD GYNHATOS Yio ToV devTEPO 00BoANO Ba Tpémel va akolovbel To 1610
AVOGOPPLOUGTIKO GYALO KoL VO, AVTIKOOIGTA TV OAOKAT|p®GT] TOV 0VOGOPPLOUGTIKOD GYNILOTOS TOV
TPMOTOL 0PHAALOD.

Mivoxkag 1 IIpogyyeipnTiKO KOl HETEYYEIPNTIKO 0VOGOPPLOMOTIKG oyfpa Y10 KGOE 0pOaipo

3 uépec TPty T XOpAYNOT TOV [pedvilovn (1 avticToryo)

[Ipoeyyepnrikod Luxturna 1 rflg/kg/n Hépa '
(Léyrotn 860 40 mg/muépa)
4 nuépeg [pedvilovn (M avticTotyo)
(ocvumepiappoavopévng e 1 mg/kg/mpépa
nuépag yopiynone) (néyotn 8oom 40 mg/muépa)
[pedvilovn (M avticToryo)
Meteyyeipntiko AxolovBeitar omd 5 nuépeg 0,5 mg/kg/muépa

(néyrotn d6om 20 mg/muépa)

[pedvilovn (M avticToryo)
0,5 mg/kg kdOe devTepn NuUEPQL
(néyrotn d6om 20 mg/mpépa)

AxolovBeitar omd 5 nuépeg
plog 86ong Kabe devtepn Nuépa

Eidixol mhnboouoi

Hlciwouévor

H aocpdeta kot 1 amoTelecHATIKOTTA TOV Voretigene neparvovec o€ acfeveig niikiog =65 etmv dev
£yovv akopo Tekunplmbel. QoT000, dEV OTALTEITAL TPOGAPUOYT TS HOGTG Y10 TOLS NAMKIOUEVOLG
acOeveic.

Hramixn ka1 veppixn dvolertovpyio

H aopdleia kot 1 amoTeAecLOTIKOTITO TOV Voretigene neparvovec 6gv £xovv tekunplobei akdpo og
acOeveic pe nratikn 1 veepikn ducAettovpyia. Agv amaiteitol TPOcapOY TNG 600G GE ALTOVG TOVG
acBeveig (BA. mapdypogo 5.2).

Houdrorpixoc ninQvouog

H aopddeia kot 1 amoTeAeGHOTIKOTITO TOV Voretigene neparvovec o€ Todld nAkiog £og 4 1oV dgv
£yovv akopo tekunplmBel. Aev vdpyovv dtabéotipa dedouéva. AgV ATUITEITOL TPOGUPLOYT TNG 0OGNG
Y10l TOLC TOLOLOTPIKOVG acOEVEIC.



Tpdroc yopnynong

YrapeipAnctpoedikn ypnon.

To Luxturna givar éva oteipo Tokvo dtdAvpa yio VToUEIPANGTPOELSIKT veoT) mov amaitel amdyvén
Kot apaioon mpw ) xopnynon (PA. tapdypapo 6.6).

AVT0 T0 POPUOKEVTIKO TPOTIOV dEV MPEMEL VAL YOopNYELTaL e EVOODAAOELDKT EVEDT).

To Luxturna givar éva @loAidlo epamas yprong Yo epamas xoprynon o€ povo évav opaipnd. To
TPOTOV yopnyeital MG VTAUPIPANGTPOEIOIKN EVECT HETA TNV VOAOEOEKTOUN G KAOE 0pBaAud. Aev Oa
TPENEL VO, yopnyeital o€ dueon yerrvioon pe to fobpio dote va dtatnpnbei ) axepardttd tov (PA.
napypapo 4.4).

H yopnynon tov voretigene neparvovec 0o mpénel va Tpaypatomoleitol oe yepovpykés aibovoeg vd
gleyyopeves donmreg cuvinkes. Oa tpémel va yopnyndel emopkng avarsOncio otov acbevi mpwv v
enéuPacn. H kdpn tov 0pBarpod, otov omoio Oa mpaypatonomOei n Eveon, mpémel va, £yl LOOPLACEL
Kol Ba wpémet va £xetl yopnynOel Tomukd, TPV TN XEPOVPYIKN EMEUPOOT|, IUKPOPLOKTOVO EVPEMG
OAGLOTOG COLPMOVA LLE TN GLVNOT WTPIKN TPOKTIKY.

Lpogvliéeic mov wpémer vo AnpBovy wpiv Tov yeIpioud 1 T YopnRYyNol 100 POPUOKEVTIKOD TPOIOVTOC
AVT0 TO POPUOKEVTIKO TPOIOV TEPLEYEL YEVETIKA TPOTOTOULEVOLS OPYUVIGLOVG.

B0 TPETEL VO, YPTCILOTOIEITOL ATOUKOS TPOOTUTEVLTIKOG EEO0TAIGUOC (TOL TEPIAUUPAVEL pOUTAL
£PYOOTNPIOV, YVOALL AGQAAELNG KOl YOVTIQ) KOTA TN SIGPKELN TNG TPOETOWAGING KOL TNG YOPIYNONG
Tov voretigene neparvovec (BA. mapdypogo 6.6).

Mo 0dnyieg oyetikd e TV TPosTOUaGia, TNV TuYaio ékOeon kot v amoppiyn Tov Luxturna, PA.
Tapdypo@o 6.6.

Xopnynon
AxoiovOnaote ta frpata mov akoAovBovv yia T Yop1yNoT Tov voretigene neparvovec GTovg
acOeveic:

. To aparwpévo Luxturna Bo mpémet va eA&yyeTon ontikd Tpwv T yopnynon. Edv mapatnpodvro
0puTa couaTidl, BoAepdTNTA 1| ATOYPOUOTIGHOGC, TO PUPHUKEVTIKO TPOTOV eV TPETEL VO,
ypnoomroteitat.

. 2UVOEGTE TN GUPLYYO TTOVL TTEPLEYEL TO UPUMOUEVO TPOIOV GTO GOANVA Kot TN Uikpokdvovia. To

TPoi6v evietar pe Ppadv puiud péca amd To COANVA Kl T LIKPOKAVOLAX TPOKELEVOL VO
e€aAe1pBovv TVYOV PLGOAISEC 0EPO. LEGO, GTO GOGTILLO.

. O 6ykog Tov S100€G1H0V TPOG £veon TTPoidvTog emPePfaidveTal HECH BTN GVPLYYO,
gubuypappiCovtog to dxpo Tov euPfdrov pe ™ ypauun onueimong tov 0,3 mL.

o AoV olokAnpwbei n varosidektoun, To Luxturna yopnysiton pe vrou@PAnoTpogldtkn Eveon
YPTOCLOTOIDVTOS VITAUPPATGTPOEIDIKT] KAVOLAQ £VEGTIC TTOV EIGAYETOL HEGM TOV OKTIVAOTOD
KOKAOL ToL 0@OaApOD (pars lana) (Ewdva 1A).

o Y76 dpeon onTikomoinst, To GKPo TG VITAUEPANGTPOEDIKNG KAvovlag Eveong TorobeTeital
EQUMTOUEVA OTNV EMPAVELL TOV apPIPAnctpoedodc. H cuviotmdpevn 0éon éveong Bo mpénet va
Bpioketon KaTé PNKOG TNG AVD OYYEWKNG oWidaG, O AmTOGTOCT) TOVANYIGTOV 2 mm ond TO
Kkévtpo Tov Pobpiov (Ewova 1B). Evietor pe apyd pubuod pikpn mocodTnto Tov 1poidvtog Heypt
va wapatnenOei pio apyikr VTOUEIPANCTPOEIOIKT POVCKAAN Kl GTI GUVEXELQ, O VITOAOLTOG
0yKoG evieton apyd péypt va mapooyedei cuvolikn tosotnto 0,3 mL.



Ewova 1A Ewoyoy vrop@ifpinotpocikiic kdvoviog £vecng pécm ToV UKTIVOTOU KOKAOD TOV
000aipov

t

Behdva trocar
VOAOEWDEKTOUNG

YropeiAnctpoetdiki
KAVOLAL EVEOTG
ZoVIGTOUEVT TEPLOYXN

éveong

Ewova 1B Axpo g vrap@ipinctpoelkig Kavoviog £vesng mov TomodeTeitar Evrog g

4.3

GUVIGTOUEVIG TEPLOYNS v (0TTIKI] YOVia YEPOoVPYOD)

Kéro

J , - |Kpotagpud
2

Yroppipinotpoetdiciy
KAVOLAQ EvEONG
ZUVIGTOUEVT TEPLOYN
éveong

Koatd v oAoxAnpmon g £veong, 1 VTOUEPANGTPOEDIKY KAVOLAX £vEONG apatpeital omd Tov
0POOANO.

Metd v éveon, ToXOV oPNOLLOTTOINTO TPOioV TPEmeL va amoppintetol. H epedpikn cuptyya
dev unopel va datnpndei. Avatpééte 611G Katd TOTOVS KoTELBVVTIPIEG 0dNYiEg froacpilelog
OV 1GYVOVV Y10 TV ATOPPIYT] TOL TPOIOVTOC.

[paypatonoteiton avtailayn VYPOV-0EPM, ATOPEVYOVTAG TPOGEKTIKA TV S10(pLYT LYPOV KOVTA
GTNV TOUT TOV AUEIPBANGTPOEIDOVC, 1) OTTOIC TPOLYLOTOTOLELTAL Y10, TV VIAUPIPATCTPOEISIKT
éveon.

Hekvd opécmc TomofETnomn g KEPAANG o€ VTN BECT) KATA TNV LETEYYEPNTIKY] TEPIOS0 KO
Katd tnv €£0d0 Ba Tpémet va dwatnpeitat amd Tov acbevi] yio 24 dpe..

Avtevoeitelg

YrepevaioOnoio otn(otic) dpactikn(£g) ovoia(eg) 1 6€ KATO10 Ao TO, EKS0YO TOL AVAPEPOVTAL GTIV
Tapdypoeo 6.1.

OpBodukn 1 Tepro@Baipkn Aoipmén.

Evepyn evdopBdduo pleypovn.



4.4  E1d01kég TPOELOOTOUNGELS KUL TPOPVAGEELS KATA TN (prion

®a TPETEL VO, YPTCLOTOIOVVTOL TAVTO KATAAANAES AOTTTES TEXVIKES Y10 TNV TPOETOLLAGIO KOl
yopnynon tov Luxturna.

"Exovv mopatnpnBel o1 akdrovbeg avemBipunteg evépyeleg pe ) dadikacio T yopnynong:

. DLeypovn Tov 0PBoApoD (cvumeptiapPfavopévng g evooPBaANITIONG), AUEIPANGTPOEONG
pNéEN Kot amokOAANom Tov apEPANcTpocdoie. Ot acbeveic Ba tpémet va AdPouvv odnyiec dote
Vo oVaQEPOLY TVYOV CLUTTAOUATO TTOV VIOSEIKVVOVV EVOOPHUAUITION 1) ATOKOAANGT TOV
apePANGTPoEdoVg Ywpic kabvotépnon kot Ba Tpémetl va avTipet@nilovTol KOTAAANAL.

. Awapayn Tov apeiPAnctpoeldovg (Aéntuvor Pobpiov, andieia Aettovpyiag Bobpiov), onn
oTNV OYPA KNAida, @ypomdOeia (eTap@IPANCTPOEIOIKT HEUPPAVT), ETIOYPIKN LEUPPAVT) Kot
opBoiukég datapayég (oyion Pobpiov).

o AvEnom oy evéoebaina ieon. H evooebdiuia wicon o mpémet va mopakoAiovdeital mpv Kot
LETE TN YOPTYNON TOL POPLAKEVTIKOD TPOIOVTOG KoL Vo ovTIHeTomileTon KatdAinia. Ot
acOeveic O Tpémel va Aaufdavouv 0dnyieg va amopedyovV Ta 0gpomoptka Tasido 1 dAAeg
UETAKIVIGELS GE PEYOAO DYOUETPO UEYPL VO aoppoenOel TANP®G amd Tov 0pBaAUd 1 pLGOAISQ
aépa Tov onpovpyNnke and  yopnynon tov Luxturna. Mmopei va ypelactel ypovikd
Suonua Emg Kot piag N TeplocoTep®V ERSOUAd®V HETE TNV £veon TPtV dtayvBel TANPpwS M
QuoaAida agpa. Avtd Ba mpénet va emPeParmbei pe opBaiporoyikn e&€taon. H tayeio avénon
TOV VYOUETPOL ev(d eEakoAovBel va vtdpyel puoaAida aépa, PTopel va TPOKAAEGEL AOENON
oTNV 0QBUALIKY| TTEGT] KO U1 AVAGTPEYLLY OTOAELD TNG OPACTG.

Mmopei va onueimBoldy tpocmpivég dlatapoys Tng Opaons, 6Tmg Opact Baumn kot potoeofic, Katd
T S1dprela v gfdopddmv mov Emovtan Tng Oepameiog. Xtovg aobeveig mpénet va divetar 1 odnyia va
EMKOIVMVOLYV L€ TOV ETOYYEANOTIO VYEING EPOGOV O daTapayég TN Opaotg empévovy. Ot acbeveig
0o Tpémel va amopehyovy TV KoAOUPNon e€attiag Tov avénuévon Kivduvov Aoiuméng otov oeaAud.
Ot aoBeveic Ba mpémetl va ano@ghyouy Ty Eviovr copatiky dpactnplotta e&attiog Tov avEnpévou
KvdOvou tpavpaticpol otov oefarpod. Ot achevelc pmopovv va cuveyicovv v KoAvpPnon Kot v
£vTovT SpacTNPLOTNTO UETA OO EAAYIGTO dtdoTnua Hiog £0¢ dVo gfdopadmv, avdioyo pe TIg 0dnyieg
Tov gnayyelpatio vyelog.

Aloomopd

Mmnopei va onpelwbel mopodikn Kot xapmAov enmédon dlaomopd Tov opéa 6T dAKPLA TOL AcHEVOLG
(BA. mapdypago 5.2). Ot acbeveic/ppovtiotég Oo mpénetl va cvpPovievovtot va yepifovror KatdAinio
T omopPippaTe amd ETOEUATO, SaKPVIKES Kot PIVIKEG EKKPIGELS, TO 0010 UTOPEL VO TEPIAAUPAVEL TN
OOAOEN TOV ATOPPIUUATOV GE CPPAYICUEVES GOKOVAES TPV TNV ATOPPIYT]. AVTEG Ol TPOPLAGEELG
YEWPLoHOV B Tpémet va axoiovBovvTar yio 14 nuépeg PLETA TN YOP1YNOT TOV voretigene neparvovec.
ZUVIeTATOL GTOVG 0GOEVEIG/PPOVTIOTEG VA QOPOVV YAVTIOL Y10 TIG CAAYEG TOV EMOEUATOV Kot TNV
ATOPPIYT] TOV ATOPPIUUATOV, EOIKA GE TEPITTMOT VIOKEIUEVNC EYKVIOGVVNC, ONAaouo Kot
OLVOCOOVETAPKELNS TMV PPOVIICTMV.

O1 acBeveic mov Aapupdvovv Bepaneia pe Luxturna dev Oo mpémet vo yivovtoat dOTEG aiploTtoc, opydvmv,
1GTAOV Kol KUTTAP®V Y10 LETALOTYEVOT).



AvocoyovikdtnTa,

INo va peiwbei n mbavotnta ovocoyovikdTnTog, ot acbeveic O Tpémel va AAPovv GUGTNUATIKA
KOPTIKOGTEPOELIN| TPV KO LETA TNV VROUPPANGTPOELSKT £VEGT) TOL Voretigene neparvovec GTov
Kké0e 0@BaApS (BA. Tapdypao 4.2). Ta KopTIKOGTEPOELIT| UIOpEL Vo, LELDGOLY TNV THOVY
(VOGOAOYIKT| avTidpaoT| £iTe 6TO Kayido TOV Popéa (dEVOSYETILONEVOG POPENG 10V OPOTLTTOL 2
[AAV2]) gite 670 daryovidiako mpoiov (mpwteivny 65 kDa tov pehdyypovv embniiov tov
apeipinoctpoedovg [RPE6S)).

Iepieyduevo 6e vaTplo

AT T0 POpUAKEVTIKO TPOTIOV TTEPLEYEL AydTEPO amd 1 mmol vatpiov (23 mg) avé 66om, dnA. glvar
0VCLOGTIKG «EAEVOEPO VaTPiOLY.

45 Aliemopdosic pe Ghlo QUPRIKEVTIKA TPOIOVTA KO GALES pOPPES alinienmiopaong

Agv VAP oV YVOOTEG KAMVIKE GNUAVTIKEC OAANAETIOPAGELS. Agv Exovv TTpoyuatomombei pueAéteg
aAANAETIOpOCTG.

4.6 Tovipétnra, kOnon ko yerovyio

Béoet un kAvikdv pedetomv kot kKAvikadv dedopévov and peréteg popéov AAV2 kot Aapfdavovtog
VIOYN TNV VEOUEIPANGTPOEDIKT 000 yopnynong tov Luxturna, n axovoio HeETadoon LEG® TNg
PAactikng oepdg pe popeig AAV givar 1dtontépmg amibov.

Kinon

Agv dwotiBevtar M eivar meploplopéva. ta ddouévo (Teprtdoelg Kfacnc eyKoposvving Aydtepeg amd
300) amd Vv xpnon Tov voretigene neparvovec oTig £YKVES yovaikes. Medétec o (Do dev katédelEav
dueon M éupeon to&ikodTTa TNV avamapoywykn tkovotta (BA. mapdypago 5.3).

Zav TPOANTTIKO PETPO, EIVOL TPOTIUNTED VO, ATOPEVYETAL 1] XPTOT| TOL voretigene neparvovec Kotd T
SuapKeELn TNG EYKLHOGVVIG.

Onioopodg

To Luxturna dgv éyel peketnei oe Onrlalovoec yovaikeg. Agv givol yvooto €dv To voretigene
neparvovec oanekkpivetal 6to avlpamvo yara. O kivduvog ota veoyévvnra / Ppépn dev pmopei va
amoxielotel. [Ipémnel va amopaciotel edv Ba diakomel o Oniacpoc 1 Oa dakonel/ B amopevydei 1
Oepameia pe voretigene neparvovec Aapufavovtog vaodyn 10 0QeLoc Tov INAacoD Yia To Todi Kot To
0peLog TG Bepameiog Yo TV yovaika.

Tovipdémra

Agv vtapyovv KAVIKE S£d0pEVE Yo TNV EMIOPAOT TOV QPOPLOKEVTIKOV TPOTOVTOG oTr Yovipotnta. Ot
EMOPACELS OTT YOVILOTNTO appEVveV Kot OnAémv nelpapatdlonv dev Exovv alloloyndel o peléteg o
oo

4.7 Emopacsig 6TNV IKOVOTNTA 001]Y1]61G KL (EIPICHOD UMY OVILATOV

To voretigene neparvovec £yet Likpn enidpacn otny KovoTnTa 0Mynong Kot YEptopuod
pnyovnudtov. Ot acbevelg umopel vo ELPaviGouV TPOSMPIVEG SLATOPOYEG TNG OPAOT|G LETA TN ANy
VIopUEIPANGTPOoEdIKTg £veong Luxturna. O acBeveic dev Ba mpémet va 0dnyolVv 1] ¥pNGILOTOIOVV
Baptd pnyovnuoto PEYpt va avaKkAayEL ETAPKOS 1 OTTIKY AELTOLPYIN, COUP®VA, LLE TIG 001YiEg TOV
0pOUALLATPOL TOVGE.



4.8  AvemOOunTteg evépysreg

[IepiAnyn 1oV TPOQIA 0COAAELG

Ymp&av tpeig un coPapég avemBOunteg evépyeleg evanobicemv otov auePANGTPOELd G Tpia amd
ta 41 (7%) dropa, ot omoieg BewpnOnie 6Tt oyetiCovton pe To voretigene neparvovec. Ta tpia avtd
GUUPAVTO APOPOVCAV TAPOSIKT EUPAVICT] ALOVUTTOUATIKOV VITOAUPPANGTPOEIOIKOV evanodicemy
kGt and ™ 06on g AUPPANCTPOEIdIKNG EveonG, 1-6 NuUEPEG PETA TNV £VEST] KOL VTTOYDPNOAV YO PIC
enakolovda.

Avoeépniay coPapég avemBOunTeg evépyeteg Tov oyetilovtat pe T Slodikacio TN YopNynong o€
tpia dropa Katd 1N didpkela Tov KAvikov mpoypappatos. Eva and ta 41 (2%) dropa avépepe
coPopd copuPav avénong g evoopBdApiag mieong (AOY® TNE YOPNYNONG GTEPOEIOOVG UOKPAG
dpdong) mov oyetioTnke pe T Oepameio g evoopBoipitidag oyxeTilOueVNG Le TN dtadtkacio
XOPNYNOTS Kot 001 yNoE o€ OmTIKN aTpoia Kot Eva amd ta 41 (2%) dropa avépepe coPopod cupuPdv
SaTapayng Tov apEPANGTPoEdols (ammAeilo TG Aettovpyiag Tov fobpiov), 1 omoia a&loroynOnke g
oyeti{opevn pe tn dadikacio g yopnynons. ‘Eva amd ta 41 (2%) dtopa avépepe coPapd coppav
ATOKOAANGNG TOL OUPIPANGTPOELDOVG TTOL 0EIOA0YHONKE G oXETILOLEVO Le TN dladiKacia TG
xoprynons.

O1 ovyvotepeg avemBounteg evépyeleg (enintwon >5%) mov oyetioTnKov UE T ddkacio xopnynong
NTOV VIEPULLIN TOV EMTEPLKOTA, KATAPPAKTNG, ovENUEVN evEopBdA Lo TieaT, apEPANGTPOEIONG
PNEN, EVIDTOU KEPATOEDOVCE, 0T WYPAC KNAISAG, VTAUEIPANGTPOEISIKEG EVOTODETELS, PAEYLOVT TOV
0BoAp0D, epefiordc ToL 0POUALOD, TOVOG TOV 0EOAALOD Kot mypomdbeia (puTida otV EmPaveLn
™mg wypag kNAidag).

Katdloyoc avemBOunTov EVEPYELHOV LTTO LOPON TIVOKOL

O1 avemBouNTEG EVEPYELEG AVOPEPOVTAL VA KOTIYOPIO OPYOVIKOD GUGTHLOTOG KOl GLUYVOTITA
YPTOULOTOIOVTOG TNV 0KOAoLOT cVpPacT): ToAD cuyvég (>1/10), cuyvéc (>1/100 émg <1/10), oyt
ovyvég (>1/1.000 g <1/100), ondvieg (>1/10.000 £émg <1/1.000), modd omdvieg (<1/10.000), un
YVOOTEG (Oev umopolv va ektiunBovv pe faomn ta Stabécia dedopéva).

Mivakog 2 AvemBounTeg evépyeleg mov 6yeTilovTal LE TO voretigene neparvovec

Koatyopia AvemOOunTeg EVEPYELES
GUGTHNLATOS OpYavaV /
oyvétnTa
Odaipkég dwatapayés

Yuyvég | ApeBinotpocidikég evomobéoelg




Mivakag 3. AvemBounteg ovtidpdoelg mov oyetifovtal (e T dladikoacio yopnynong

Katmnyopia Avem@opnreg evépysieg

GUGTIHILATOS OPYAvOV /

Xuyvotnta

Poyotpikés dratapayés

Suxvég | Ayxog

Awtopay£S TOV VELPIKOD GLUGTHIATOG

Yuyvég | Kepolalyia, {dAn

Ofaipikég dwatapayés

[ToA) cuyvéc Yrepaipio Tov EMmTEPLKOTO, KATAPPAKTNG

ApeBAnotpoctdng pién, eviOTmpo KepATOEIB0VE, 0T OYPAC
KnAidag, Agypovy Tov o@Baiuov, pediopog Tov oeBaAov, TOVOC
0V 0QOaApOV, WypomdOeLa, aoppayio. TOL YOPLOELOOVG, KOO
TOV EMITEPLKOTA, OPOUALIKY| SroTapayn], oidnua Tov oeHaALOV,

Yuyvéc . . , , , .
aioBnon EEvov cmdpTog 6TOVG 0POAALOVG, EKPOAIGT TNS OYPAS
KnAidag, evéoeBaipitida, amokdAAnon Tov AUEPANCTPOEIOVG,
dloTapayn Tov AUPPANGTPOEOOVG, OLLOPPAYIO TOV
aUPPANGTPOEIOOVG

Mn yvootég ®oAepdTNTO TOV VOAOEISODE GCOUATOCT

AlTapayéS TOL YOSTPEVTEPIKOD CUGTI|LATOG

Xuyvég | Navtio, EHETOG, AAY0G Ve KOIAUKNG YDPOS, AAYOS TV YEEDV

Awtopoy£s TOV OEPUATOS KOL TOV VTOOOPLOV LGTOV

Yuyvég | E&avOnpa, 0idnuo mpocdmov

Hapoxvikég e€eTdosrg

[ToAd cuyvéc EvdopBdia migon avénuévn

XuyvE Hlektpokapdoypaonua, émapua T avactpoen|

Kok®oegig, onintnpléceig Kol emMmrAokég 0EpamevTIKAOV YEPLOUOV

Suyvég | Emmhokn evdotpayiakic Slucmlivoong, SIGvolEn TpompoTog

* Avti 1 avemBountr evépyeila avapépinke avBopunTo Katd v eumelpio HeTE TV KLKAOQOPIa.

Avogopd TOavoloyoOUEVOV avETIOOUNTOV EVEPYELDY

H avagopd mbavoroyodpevov avemBOUnNT®mV evEPYEL®V HETA amd TN XOPpNYNomn Go0g KUKAOPOPiog
TOV PAPUOKELTIKOD TPOIOVTOG elval onuavtikn. Emtpénetl tn cuveyn mapakolovnon g oyéong
0PEAOVC-KIVOVVOL TOV QUPHOKEVTIKOD TPOTOVTOC. Znteital and Tovg exayyeAUaTieg vyeiag va
avaQEEPOLVY 0TolEGONTOTE THUVOAOYOVEVES OvETBO N TES EVEPYELEG MECM TOV EOVIKOD GUGTILOTOG
ovaeopds mov avaypdestot oto Hapdptmua V.

4.9 Ymepdoocoloyia
Agv &xel avaeepOel KAvikn eumelpio vrepd0GoA0Yi0G LE TO Voretigene neparvovec. e Tepintwon

VIEPOOGOAOYIOC GUVIGTATOL GUUTTOUATIKY KOl VTOGTNPIKTIKY Oepameia, epdoov Kpivetal amapaitn
a6 tov Bepdmovta yloTpo.



5. DOAPMAKOAOTI'IKEZ IAIOTHTEX
51 ®@appoxodvvopkis 1010TNTES
Dappaxobepomevtinyg karnyopio: OeOaiporoyucd, dAro o@Badporoyikd kodikdc ATC: SOLXA27.

Mnyoviopdc dpdong

H g181xn mpoteivn yia 1o perdyypovv emtbniio tov apeiPinotposidong 65 kilodalton (RPE65)
Bpioketon oTo KOTTOPO TOV HEAAYYPOLV EMONMALOL TOL OUPIPANCTPOEIBOVS KO LETATPETEL TV
all-trans-petvoin og 11-Cis-peTtvorn, ) omoia ot cuvEyela oynuotilel 1o Yp®UoPdpo,
11-Cis-apePANoTpoeldég KoTd T didpketo Tov omtikov (apeAnotpogidikon) kbkiov. Ta fripoto
avTa gival kpioa ot PLoAoyikn LETATPOT EVOC POTOVIOV POTOC GE NAEKTPIKO GO EVTOG TOV
apeipAnctpoedong. Ot petaAhaelg oto yovioro RPEGS 0dnyodv og peiwpévn 1| amovoa
dpaoctnpiotnta g RPE6S all-trans-petivolkig 1oopepdons, UTAOKAPOVTOG TOV OTTTIKO KOKAO Ko
00N YOVTOG G OTOAELL TNG Opacnc. Me Tnv TApodo Tov YpOVoL, 1 GLCCAHPEVST TOEIKMYV TPOIPOUDY
TaPayOVTOV 00NYEl 6TO BAVATO TOV KUTTAP®OY TOL UEAGYYPOLY ETONAIOD TOV AUEPBANGTPOEISODS Kot
GTN GLVEXELD GTOV TPOOJSEVTIKO BAVATO TV KVTTAPIK®V poTobmodoyémv. Ta dtopa pe oxetilouevn
pe ) StoAAnAdpopen petdAraén RPEGS apeipinotposidikr dvotpopia epgavifovy amdAeio TG
OpUoTG, CUUTEPIACUPAVOUEVOV TOV TOPUUETPOV SOTUPAYUEVNG OTTIKNG ArTovpyiag Onmg eivar n
oTTIKN 0&VTNTO KOl TO OTTTIKA TTEdi0t GLYVA KOTA TN dtdpKeLn TNE TondIkng nAkiag 1 Tng epnPeiog.
Avti 1 andAeLn TG Opaong TeEAMKE eEgAicoeTal 6E TAT PN TOQAMOT).

H éveom tov voretigene neparvovec 6TovV DTAUPIPANGTPOEION XDPO 0ONYEL GTN LETAYWDYT TOV
KUTTAP®V TOV PEAAYYPOLV EMONALOL TOV apUEPANGTPOoEd0VS e cDNA mov Kmdtkomotel T
ovoloAoyikt avBpomvn tpwteivi) RPE6S (Bepaneia yovidiakrg emavénong), mapéyovtag
SVVATOTNTO OTOKATAGTOOTG TOL OTLTIKOD KUKAOL.

KAwuen aroteleonotikdTnTo Kot acOEAsLo

H paxpoypdvia ac@daielo, kot amotelecuotikotnto Tov Luxturna a&loloynonke o pio perétn
Tithomoinong g 60ong kat acpdierag Paong 1 (101), oty omoia 12 dropa EAafov povomievpeg
VIOUEIPANGTPOEIDIKES EVEGELS TOV voretigene neparvovec, o€ pia peAétn mopakorovdnong (102),
oTNV omoia To voretigene neparvovec yopnynonke otov avtimievpo o@BaAud o 11 amd ta 12 dropa
OV GUUUETELYOV OTN HEAETN KAUAK®ONG SO0TG, G€ Ui LLOVOETT], OVOLYTY|, EAEYYOUEV LEAETN
®dong 3 (301) oty omoia 31 dtopa TuyoomomBnKay 6e d00 KEVTIPA KOl OTN GLVEYLOT TNG HEAETNG
®ddong 3, omv onoia 9 dropa eAéyyov dAla&ov okélog kot EAafav Oepameia mapiuPoacnc. Zuvolikd
41 dropa (mpaypotomoOnkoy evécelg oe 81 opBaAiuovg [éva dtopo otn Odon 1 dev TAnpovee ta
Kprtnplo. eMAEEIUOTNTOG Y1 T 0e0TEPN €veon]) SCLUUETEL OV 6TO KAVIKO Tpoypappa. Olot o
GUUUETEYOVTEG Elyav KAMVIKT S1dyvmoT cuyyevole auadpmong Leber kot opiopévol pumopel va iyov
EMIONC TPONYOVUEVEG N EMTAEOV KAIVIKEG SIAYVAOGELS, GUUTEPIAAUPAVOUEVNC TNG LEAXYYPMDOTIKNG
apeipinctpoedondfetoc. o GA0VG TOLG GLUUETEYOVTES dlamcT@ONKOY emPefarmpuéveg
StAANAOpopeg petorlhaéelg RPEGS kot mapovoio erapkong aptBpod Pociuoy apeiAnctposidikay
KUTTOP®V (TEPLOYN TOV AUEPBANGTPOEIBOVC e ThY0g omticOiov Tohov >100 micron, dnw¢ ekt ONKe
amo v Topoypapio ontikng cvvoyng [OCT]).
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Meléty paonc 3

H perém 301 frav pio avoryti, Toyoomompévn, ereyyopevn peiétn. Eveypdonoay 31 dropa,

13 avdpeg kot 18 yuvaikeg. H péon niia ntav to 15 €t (evpog amd 4 mg 44 €1n),
GUUTEPTAAUPOVOUEVOL TOSLOTPIKOV TANBVGLOD 6€ 060010 64% (n=20, nhikia and 4 £wg 17 £n) Kot
evnAikov o€ m0c00t6 36% (n=11). Ola ta dropa giyav dibyvmon cuyyevois apavpwong Leber Aoyw
petaddaEemv RPEGS mov emiPefarmbnke e yeveTikn aviAvon 6€ TIGTOTOMUEVO EPYAGTIPLO.

21 dropa ToyoomomOnKay 6TN ANYN VEOUEIBANGTPOEISIKNG EvEcNG Voretigene neparvovec. H ontiky
o&vra (LogMAR) Tov TpdTOL 0QOIAUOD QLTAV TV ATOU®Y GTNV apylkh extipnon frav 1,18
(0,14), xatd péco 6po (SE). 'Eva dtopo diékoye amd ) pekétn mpwv ) Bepameio. 10 droua
TuyotoTomOnKay oty opdada eAéyyov (ympic mapéupacn). H ortucy o&utnta (LogMAR) tov mpdTov
0PBoALOD AVTOV TOV ATOP®Y 6TV apyIkn ektipnon nrav 1,29 (0,21), katd péco dpo (SE). 'Eva
GTopO TNV OUAda EAEYXOV OMEGVPE TN GLYKOTAOEST Kol dtakomnke amd Tn peAétn. Ta evvéa dtoua
7OV TVY 0T ONKAY GTIV Opada eEAEYYoL dAha&ov Bepameia date va AaBovy VTOUPIPANGTPOEIdIKN
éveon voretigene neparvovec HETA oo £vol £T0G TOPATPNONG. ZToV KaBe o@Baipd yopnynonke pio
vrapPAnctpoetdiky éveon 1,5 X 101 vg voretigene neparvovec oe cuvolikod yko 300 pL. To
UEGOJIACTN LA TOV EVEGEMY GTOVG 0POAAUOVS Y1 TO KAOE dtopo ftav amd 6 £mc 18 nuépeg.

To kOp1o KataAnktikd onueio g pehétng Gaong 3 puérpnoe ) péon UETAPOAN amd TNV apyLkn
gxtipnon og éva étog ot 310eOuiun e€étaon MLMT (multi-luminance mobility testing) avdueca
otV opado mopépPacng kot Ty opudda eréyyov. H e&étaon MLMT oyedidotnie dote va petpnbovv
01 OAAOYEC GTN AEITOVPYIKT OPOCT], GUYKEKPILEVO GTNV IKOVOTNTO TOV ATOLOL VO TPOGavaTOALETOL
GTO YOPO pe axpifeta kot pe evAoyo puOud oe dlopopeTikd eninedo oTIGHOD TEpPdriovtoc. H
KavOTNTO 0VTH EEQPTATAL OO TV OTTTIKT 0EVTNTO TOV ATOLOV, TO OTTIKO TESIO Kot TNV £KTACN TNG
VOKTOA®TIOG (LEWWUEVT TKAVOTNTO AVTIANYNG 1)/KOo Opaong 6€ YoUNAd POTIGUS), KaBe éva amd ta
omoia amotelel Aettovpyia Tov ennpedleTon 10Kd amd T oyetiopevn pe Tig petaAraéelg RPEGS
apeIpAncTpoeldikn voco. Xt perétn @daong 3, n MLMT ypnoiponoince entd eninedo ¢OTIGUOD TOL
kopaivovral oo 400 lux o 1 lux (to omoia avtioToyolv, Yo mapddstypa, and GnAeto EOTIGHO
YPAPEIOL £ POTICUO KAAOKAPVIG ViYTOS Yopic eeyydpt). H e€étaomn tov ke atdpov
BwteookomOnke kot a&loroynOnke amd aveEaptntovg faduoroyntéc. H Oeticn Pabuoroyio odhayng
ATOTVTIMVEL TNV OAOKATpwon TG e&étaonc MLMT og younAdtepo eninedo pmTIGUOD Kol M
BaBuoroyia poticpov 6 arotummvel T péyiotn mbovn Pertioon g MLMT. E&etdotnkay emiong
Tpia devtepeHovTo KATAANKTIKA onueia: 0plo gvaictnoiog oto eog mAnpovg nediov (full-field light
sensitivity threshold-FST) ypnowomoidvtag Aevkd ewc, aAlayn otn Pabuoroyic MLMT otov mpdto
Bepanevopevo opBaApd ko eEétaon ontikng o&utnrag (visual acuity-VA).

Kotd v apyikn extiunon, ta dtopa tétvuyov fadpodc 0AoKANPOOoNG 6TO TEGT KIVITIKOTNTOS GE
QOTIoUO TEPIPAAAOVTOG HETOED 4 Kot 400 LOVAS®V UTHOGPALPIKOD POTIGHOD.

Iivaxeg 4 Meraforéc otn padporoyioc MLMT: étog 1, cuykpiTikd pe Tnv apyikn ektiunon
(mnOvopog ITT: n=21 wapéppfaocn, n=10 £reyyoq)

Aw@opa
Merapoiy ot fadporoyioc MLMT (95% AE) p-Twun
Hopéupoaocn-Ereyyog

YPNOLOTOIDOVTOG S1000aALN OpaoT 1,6 (0,72, 2,41) 0,001
xpnclum’rowbvwg uc')vorrov TPADTO 1,7 (0,89, 2,52) 0001
Oepamevdpuevo 0POIAULO AT '
YPTOLLOTOIDVTOS LLOVO TOV OEVTEPO 2,0 (1,14, 2,85) <0.001
Oepamevdpevo 0POIALO AT '

H petafoin ot Baduoroyia g povoebaiung MLMT Beltiddbnke onuoavtikd otnv opdda Oepameiog
Kot YTav wapdpote pe ta omoteAéspata g S10eBaiunc MLMT (BA. IMivaka 4).
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H ewcéva 2 deiyvel v enidpaom Tov QopUAKELTIKOD TPOIdVTOG KOTA TN JAPKELN TPLETOVE
Swwotpatog otny opdda Bepaneiog Tov voretigene neparvovec, Kafdg Kot TV enidpact 6Ty opddo
eAEyyoL peTd amd TV oAhayn g Bepameiog otn ANYn VTOUEIPANGTPOEISIKNG £veang voretigene
neparvovec. [TapatnpnOnkav onpovtiKég dtapopéc oty amddoon g dSoeboiung e&étaong MLMT
v v opdda Bepameing Tov voretigene neparvovec oty nuépa 30 kot Statnpndnkoy ot vITOAOUTEG
EMOKEYELG TOPAKOAOVONOTG KATA TN ddpKeLd TNG TPLETOVS TEPLOOOV, CLYKPLTIKE UE TN U HETOBOAN
oTNV opado EAEYYOL. Q0TOGO, HETA o TNV adAayn ™G Oepaneiag otn Ayn VTOUEIPANGTPOELOIKNG
€veong voretigene neparvovec, To ATopa otV opdda eEAEYXOL ELPAVIGAV TAPOUOLL OVTATOKPIGT) GTO
voretigene neparvovec GLYKPLTIKA e Ta dropa otnv opdda Bepaneing Tov voretigene neparvovec.

Ewova 2 Merapoin ot fabporoyioc MLMT ypnopomor@vrag d169p0ainn 6pacn évavit Tov
y1povov v / peta amo £kbeon o€ Voretigene neparvovec

61m ‘Eheyyoc/apéupacn (N=9)
Apych mapépPaocn (N=20)

4 T T T i E i T i i
MertapoAn H I ' ' I '
n.
Babporoyia 2] H i
MLMT 1 i I I l l
OHQPOTEPOTA | i i Lo i P .
gupa o] ool - y - | HH 11

F44’<|
!
[
\
\
.
-

BL H30 H90 H180 EL ' E2 E3
XBLXH30 XH90 XH180 XE1 XE2
Eniokeyn perémg

Kd&Be mhaicio anotvrdvel ) peoaio 50% katavoun g petafoing otn fadporoyio MLMT. Ot kdBeteg
SLOKEKOUUEVES YPOUUES ATOTVTMVOLV EMITAEOV 25% TTAv® Ko kGt amd to mhaicto. H opildvtia undpo e kabe
mhaiclo anoturdvel T ddpeon Tun. H kovkkida o kdbe mAaiclo amotumdvel to péco 0po. H cuumayng
yYpopun cuvoéet tig péoeg petaforés ot Paduoroyio MLMT og oyéon pe TG EMOKEWYELS Yo, TV OpAdaL
Oepomeiag. H drakexoppévn ypoppn cvvdéel ™ pnéon Paduoroyioc MLMT cg oyéon e TIG EMOKEYELS Y10, TV
opLada EAEYYOV, CUUTEPILALPOAVOUEVOV TMOV TEVTE EMOKEYEMV KATA TN SIEPKELD TOV TPMTOV £TOVS YOPIG TN
Afym voretigene neparvovec. Ztnv opdda eAéyyov yopnynonke voretigene neparvovec petd and 1 £1og
TOPATHPNONG.

BL (Baseline): apyum extiunon,

H30, H90, H180: 30, 90 kot 180 nuépeg petd and v Evapén g LeAEG,

E1, E2, E3: éva, dvo kot tpia €1 petd amd v Evopén g pekéng,

XBL, XH30, XH90, XH180: apywn ektiunon, 30, 90 ka1 180 nuépeg petd and v évapén g nerétng, yo. tnv
opdda aArayng Oepameiog eEAEYy OV,

XE1; XE2: éva ka1 500 xpovia petd amd v Evapén g pekémg yio v opdda odiayng epameiog eEAEyyov.
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Amoteléopata TG e€éTaomg evoonciog TAPOLE POTICUOV GTO TPMOTO £T0G TNG LEAETNG: TO AEVKO
9o [Logl0(cd.s/m?)] eppaviletot otov IMivaka 5 oo akolovdei.

Mivaxkag 5 E&&tacn svameOneiog mipovg poTIGHOD

E&étaon evaisOnociog tipovg poticpov — Ilpaotog Ospamevopevos oeOaipog (ITT)

Hopéppaocn, N=21

Apywi] eKkTiunon "Etog 1 Merafoin
N 20 20 19
Mécog 6pog (SE) -1,23 (0,10) -3,44 (0,30) -2,21 (0,30)
"EAgyyoc, N=10
N 9 9 9
Mécog 6pog (SE) -1,65 (0,14) -1,54 (0,44) 0,12 (0,45)

Awpopd (95% AE) (Tlapéupaon-Ereyyoq)
-2,33 (-3,44, -1,22), p<0,001

E&étaon gvarcOnoiog tAnpovg @oTiopov — Asvtepog Bgpamevopevog 0pBaipog (ITT)

Hapéppaocn, N=21

Apytkn ektipnon ‘Etog 1 Metafoin
N 20 20 19
Méoog 6pog (SE) -1,35 (0,09) -3,28 (0,29) -1,93 (0,31)
"Eleyyog, N=10
N 9 9 9
Méoog 6pog (SE) -1,64 (0,14) -1,69 (0,44) 0,04 (0,46)

Awpopd (95% AE) (ITapéupacn-EAeyyoq)
-1,89 (-3,03, -0,75), p=0,002

E&étaon gvaisOnociog mipovg poticpov — Mécog 6pog atovg 6vo opdaipovg (ITT)
Awpopd (95% AE) (TTopéupaocn-Ereyyoc): -2,11 (-3,19, -1,04), p<0,001

H BeAtioon oty evausOncio mhpovg pmtog Sratnpndnke yio £oc kot 3 xpdvia petd and v ékbeon
0TO voretigene neparvovec.

210 éva £10G peTd amod v £kbeon oto voretigene neparvovec, onUEIOONKe PeATiOoN TNV OTTIKN
o&vmra tovAdytotov 0,3 LogMAR og 11/20 (55%) otovg mpwto-0epamevndpuevovg o@OaAovg Kot
4/20 (20%) devtepo-Oepamevdpevovg 0pBarpodc oy ouddo mopiupacnc. Kavévag oty ouddo
eA&yyov dev gppavice Peltimon oty onTiKn 0EHTNTA ElTE GTOV TPMTO-OEPamMEVOLEVO ElTE GTO
devTEPO-OEpUmEVOUEVO OPOOANO.
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5.2  ®appuoKoKIVTIKES 10T TES
To voretigene neparvovec avouéveTal vo TpocAnebel omd to KOTTapa HEcH DEIKMV
TPMOTEOYAVKAVIKOV DTOS0YEMV NTOPivNg Kol Lropel vo amodopunBel amd evooyeveig TpmTEIvES Kol

rkatafolikég 0600 DNA.

Mn Kuvikn Brokotovoun

H Brokartavoun tov Luxturna a&oloynnke 6toug Tpelg Wiveg HeTd omd TV VTAUEPANGTPOEIKY|
yopnynon o€ Tpmtevovta TANY Tov avBpmdmov. Ta péyiota enineda axorlovbimy popéa DNA
EVIOTOTNKAY GTO EVO0QBAUIL VYPA (VYPO TPAGOLOL BOAdUOV KOl VOADIES VYPO) TV EVIOUEVAOV LIE
oopéa opBarpdv. Xapnid enineda akorovdimdv eopéa DNA evronilovtatl 610 ontikd vedpo Tov
EVIOUEVOD LE POpPEN 0POOAUOD, GTO OTTTIKO YOG, GTOV GTANVO KOl TO TP KOl GTOPUSIKA GTO
otopdy Kot Toug Aeppadéves. e évo, (Mo, 6To omoio yopnyfOnke Luxturna ota 7,5 X 10t vg (5 opég
TN GUVIGTAOUEVT] dO0T ova 0pBaApD), akorovBies popéa DNA evtomictnkay 6to KOOV, TO
dmdekadditvro Kot TNV Tpayeic. Akolovdieg popéa DNA degv evromionkav oTig yovadec.

KAwicéc oappokokivntikéc 1010TnTec Kot S1ocmopd

H dwacmopd kot 1 frokatavoun tov gopéa a&loAoynonkay oe 6aKpva omd ApEOTEPOVS TOVG
0pBoAp0DE, 6TOV 0pd KOl GTO OMKO Oipa TOV ATOU®Y TNV KAWIKY perétn Odaong 3. Xe 13/29 (45%)
dropa mov ELaPav apuEOTEPOTAEVLPES XOPNYNOELS, akolovBieg popéa DNA tov Luxturna evtomictnkov
o¢ detyparto daxpvwv. Ta mepiocdtepa 0md aVTA TO ATOLO HTOV OPVNTIKA UETE ad TNV EMICKEYT TNG
nuépog 1 petd amod v €veon. Qot0660, TEGGEPU OO AVTH TO ATo eiyov OeTiKA delypata dakpOV
HETE TNV TPp®TN NUEPO, £Vl ATOHO £0G TNV NUéEPa 14 petd v éveon oto devTEPO 0PBAAUO.
Evrtoriotnkav akoiovbieg popéa DNA otov opd og 3/29 (10%) dropa, cvunepirapfavopévav d0o pe
OeTucd detypato dakpOmV Kot LOVO EmG TNV NUEPO 3 PETA TNV KAOE EVEDT]. ZUVOMK(E, TAPOSIKA KOl
younAd eminedo popéa DNA evtomictnkov og delypoto SoKpOOV KOl GE TEPIOTAGLUKE OEiyUATO 0POD
and 14/29 (48%) dropo ot perétn ddong 3.

DapLOKOKIVINTIKN GE £101KOVE TANOLGLODC

Agv €govv Tpaypotomotn0el QopLAKOKIVITIKEG LEAETEG e TO Voretigene neparvovec o€ g101K00G
TAnbvopovg.

Hronikn kou veppixn flafn

To Luxturna evietar amevdeiog otov 0eBolpod. H nratikh kot veppikn Aettovpyio, ot TOAVLOPPIGHOT
TOV KuTOYPOUATOG P450 Kot 1 ypaven dev avouEVETOL VO, EXTPEAGOVY TNV KAIVIKA
OTOTELEGLATIKOTNTO 1) TV 0CQAAELD TOV TPOiO6VTOG. ETopévmg, dev amatteitan Tpocappoyn g d0ong
v acOeVEic pe NTATIKN 1 VEQPIKT SVGAELTOVPYICL.

5.3 TIIpoxivika dedopéva yio TV d6QarEL

H opBolpikn wotoraboroyio Tov 0@OaAUDY KUVOVY KOl TPOTELOVIMV TANV TOV avOp®TOV TOL £XOVV
ektebel oTo voretigene neparvovec £0e1&e Povo Nmieg HeTaPorég, o1 omoieg oyetilovtay Kupimg pe v
EMOVAMOT] OO TOV YEPOLPYIKO TPUVUATIGUO. XE pio TPOUOTEPT] TOEIKOAOYIKT LEAETY], TOPOUOLOG
eopéac AAV2 mov yopnynonke vropePAnctposdikd o Kuveg o€ 06om 10 Popég T GLVIGTMUEV
d001 00NYNGE G €0TIOKN AUPPANGTPOEdIKT TOEIKOTITA Kol SO GEIS PAEYUOVMOIDV KOTTAP®OY
10TOLOYIKA OE TTEPLoYEG EkOEOTG GTO POpEN. AANO EVPNUATA 0T TIG U KAWVIKEG LEAETEG TOV
voretigene neparvovec TEPIAGUBavVaY TV TEPICTOCIOKT KOl LELOVOUEVT] ELPAVIGT) PAEYUOVMODV
KUTTAPWV GTOV OUPIPANCTPOELdN], Y®PIC ELPOVT EKPOALOT) TOL AUEIPANGTPOE0VS. MeTd TV epdmal
YOPNYNO™N POPEX., Ol KOVEG AVETTVENY OVTICMUOTO GTO KO idto Tov popéa AAV2, o omoia
amovsiolav amd To TPMTOOEPATEDOUEVO TPOTEVOVTO EKTOC TOV AVOPOTOL.
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6. OAPMAKEYTIKEXZ IAHPO®OPIEX
6.1 Katahloyog ekdoymv

Ivkvo ckedaoua

Xhoprovyo vatplo

Movoddpikd d166Evo pmceopikd vatplo (Yo poduien tov pH)
AEvvdpo 6Evo pwacpopkd dvatpro (yia phBen tov pH)
IMoAo&apepés 188

"Yéwp yio evéoipa

AwAvng

XAwprovyo vatplo

Movoddpikd d166Evo pocpopikd vaTplo (Yo poduien tov pH)
Aévvdpo 6Evo pwacpopikd dvatpro (Yo phBuen Tov pH)
IMoAo&apepég 188

Yowp yio evécipa

6.2 AovpPatoéTnTeg

EXieiyerl peletmv oyetikd e tn cupfatotnTa, T0 TapoV QUPUAKEVTIKO TPOTOV OEV TPETEL VO
OVOUELYVOETOL PUE GALD POPULOKEVTIKE TPOTOVTAL.

6.3 Awpkewa Long

KAieotd katewvyuéva @lalido

2 ypovia.

Metd tnv_andyvén Kai TV opoinon

Metd v andyvén, T0 apUOKELTIKO TPoidv dev Ba Tpémel va emavakaToyvyETOL Kot B mpémet va
nopopével og Oeppokpacio dopatiov (pkpotepn twv 25°C).

Metd v apainon o€ donmreg cLVONKES, TO AV TTPETEL VO PN oLonoteiTal apécwc. Edv dev
ypnoponom et apécms, o xpdvog euAacNS oe Bepokpacia dopatiov (pkpotepn twv 25°C) dev Ba
npénel va, vepPaivel Tig 4 dpeg.

6.4 Idwitepeg mpouvraels kKaTa T POLAEN TOV TPOIOVTOG

To mokvd oKedUGUE KOL O SLHADTNG TPETEL VO, LAGGGOVTOL KOL VO, LETOPEPOVTAL KOTEYVYUEVA,
oTovg <-65°C.

IMa t1g cLvONKeg dlaTHPNONG LETA TNV ATTOYLEN KOl TV 0POImGT] TOL PUPUOKEVTIKOD TPOIOVTOG, BA.
mTapdypoeo 6.3.

6.5 ®Von Ko GLOTUTIKA TOV TEPLEKTN
0,5 mL g&aydyipov 6yKov TUKVOD GKEVAGLOTOC GE PLOAISI0 TOAVUIEPOVS KUKAIKNG OAepivng 2 ML pe
glooTikd TOUN YA@pofovturiov, To omoio cepayiletor pe amocnduevn (flip-off) cepdyion

alovpuviov.

1,7 mL e£aymyyov 6ykov S10A0TN G€ PLOAIII0 TOALUEPOVS KUKAIKNG OAepivng 2 ML pe eAaoTiKO
oo yhowpofovturiov, To onoio cepayiletan pe aroonouevn (flip-off) cepdyion alovpuviov.

Ka6e Bvoiaxag alovpviov mepthapPdver Eva kKovti mov mepiéyetl 1 grodidlo GVUTVKVOUOTOC Kol
2 QLoALd10 SLoADT.
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6.6 Idwitepes mpoPUAGEELS OTOPPIYNGS KOL AALOG YEIPLOGUOG

Ka6e kovti mov mepiéyet 1 @laAidio Tukvoy okevdopatog kot 2 graiidia dtaAvtn TpoopileTol povo yio
epamag yprion.

To Luxturna 0o mpémel va eAéyyeton omtikd mpwv ) yopnynon. Edv eivat opatd copatiow,
BolepdnTa 1 amoypOUATICUOS, TO PLOAISI0 EPATAE OOGNG dEV TPENEL VA, YPTCLLOTOLELTOL.

H tuyaia éxBeon mpénel va amopevyetal. Oa wpénel va akolovBovvtal ot Katd tdémovg odnyieg

Bloac@AAELOS Yl TV TPOETOULOGIN, TN XOPTYNON KoL TOV XEPIGUO TOL VOretigene neparvovec.

. ®a TPETEL VO, YPTCLOTOIEITOL ATOUKOG TPOOTUTELTIKOG EEO0TAIGUOG (TEpAapfiverl popma
€PYOOTNPLOL, YVOA AGQUAELNG KoL YAVTLO) KOTA T1 O8PKELD TG TPOETOLUAGIOG 1] TNG
YOPNYNOT|G TOL Voretigene neparvovec.

o H tuyaia éxBeon oto voretigene neparvovec, GUUTEPIAAUPAVOUEVIG TNG ETOPNG LE TO dEPLLQ,
ToVG 0QBOAUOVC Kot ToV BAEVVOYOVO VpEVa, TPETEL VO, amopevyeTat. Tvyov extebeipévec TAnyég
Ba Tpémel va KOAOTTOVTOL TPV OO TOV YEPLGUO.

. 'Oleg o1 dloppoég voretigene neparvovec TPEMEL VoL avTILETOTILOVTOL UE TOKTOVO TapiyovTa
onw¢ etvor to 1% vmoyAmpiddeg vaTplo kot blot Tov ypnoyonotel amoppoEnTIKA LAKE.
o O)o to vA ov pmopel va xovv €pbetl og emapn e To voretigene neparvovec (.. PaAidlo,

ovpryya, Pehdva, Bappakepn yala, yavTia, LAoKeg N EMOEUATO) TPETEL VO, ATOPPITTOVTOL
GUUPMOVO, [LE TIG KATO TOTOVG 00NYies Proacpilelag.

Tuyoio ékBeon

- Xe mepintwon toyoiog emayyeALoTikng ékbeomng (). LES® MITGIMGUATOC GTOVG 0QOAALOVG 1|
TOVG PAEVVOYOVOLC DIEVEG), EKTADVETE e Kabapo vepd Yo TOVAGYIGTOV 5 AETTTA.

- Ye mepintwon £kBeong o€ dSappnyUEVO dEPUA 1 TPAVUATIGHOD amd TPOTNLO BEAdVOC,
kaBapiote oyoraoTiKd TNV TpocPePAnUévn TEPLOYN LE GOTOVVL KOL VEPD 1)/KOL ATTOAVLLOVTIKO.

Av16 10 EOPUAKEVTIKO TPOIOV TTEPLEYEL YEVETIKE TPOTOTOMUEVOLG OpYavicove. To aypnotipomointo
QOPUAKEVTIKO TPOTOV TPETEL VOL ATOPPITTETAL GUUPOVO, LLE TIG KOTH TOTOLS KATELOVVTINPLES 00T YiES
Bloacpdietas.

[postowacia

H mpoeropacio tov Luxturna mpémet va mpaypotonoteitan evidg 4 opdv amd v Evapén e
Slod1Kaciag yopnyNons, COLPMOVA LE TIC 0KOAOVOES GUVIGTOEVES d10d1KAGTIES TOV
TPOUYUOTOTOLOVVTOL VIO GoNTTEG CLUVOKEG.

AmoyvEte £va, PLaAido epamaé 06N TLKVOD GKELACUATOG Kol 000 PlaAidia oAbt o€ Oepuokpocio
dopatiov. AvacTpéYTe e OTOAES KIVIOELS TO OLOAISI0 TEVTE POPEC MOTE VO avatyBobv Ta
TEPLEYOLLEV QL.

EmBempnote yio Toyxdv opatd copatiown | GAreg avouaiieg. Toxov avopaiieg | ELEAVIOT 0paTOV
copotdiov Oa npénet va avapépetol otov Katoyo Adeiag Kukiopopiag kot to mpoidv dev Oa mpémet
VoL PN OHOTOEITL.

Metaeépete 2,7 mL dtohvtn mov Aappdvetor amd to 000 amoyvyHEVO PLOAIdLN Kol S1aVEIETE GE
ATOGTELPMUEVO GO0 YVOAVO QlaAidto 10 mL ypnowomoldvtag cbpryya 3 mL.

IMa v apaioon, avtieiote 0,3 ML amoyvypuévov Tukvoy okevdcpatog o€ pia cvptyya 1 mL kon
TPOcHECTE T GTO AMOCTEP®UEVO PLoAiId10 TV 10 ML mov mepi€yet Tov S10A0TN. AvaoTpEYTE e
ATOAEG KIVAGELS TO OLOAIO0 TOVAYIOTOV TTEVTE POPEC Y10 oGTH avApelEn. Embewpniote yia Tuyxdv
opatd copatidw. To apaiopévo ddivpo Oa Tpémel va givar dtowyic £0g eELappag 1p1dilov.
Emonudvete to yuddvo @larioo tov 10 mL mov mepi€yet 10 apoimpévo TuKVO GKEVAGIO MG
«Apawwpévo Luxturnax.
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Mnv pogtoipdlete tn cupryya edv To Laiidio Exet tyvn Bopdg M edv mapatnpeite opatd GOUATIOW.
[poetopdote T oVpLyYeg Yo Eveon amocvpovtog 0,8 ML apaiopévov dloAduaTog o€
amootelpmpévn ovupryyo 1 mL. Exavaiafete tnv idia dtadikacio yio TV TPOETOUAGIO TG EPEIPIKNG
ovpryyas. Ot yepdreg e mpoidv ovpryyes Oa mpémel va petapepBodv 6T GuVEKELD G€ TPOKABOPIGUEVO
TEPLEKTY LETAPOPAS GTNV XEPOLPYIKY aibovoa.

7. KATOXOX THX AAEIAY KYKAO®OPIAX
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Iphavdia

8.  APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/18/1331/001

9. HMEPOMHNIA INPQTHE E'KPIXHX/ANANEQXHYX THX AAEIAX

22 NogpPpiov 2018

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentouepeic TANPOPOPIiES Y10 TO TOPOY QUPLOKEVTIKO TPOioV givarl d100EG1IUEG GTOV SIKTLOKO TOTTO
tov Evpondaikod Opyavicpov @apudkev: hitp://www.ema.europa.eu.
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ITAPAPTHMA 11

IMAPAXKEYAXTHX THX BIOAOT'IKQX APAXTIKHX
OYXIAX KAI ITAPAXKEYAXTHX YIIEYOYNOX I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTHX THX BIOAOTI'IKQX APAXTIKHY OYXIAX KAI
IHAPAXKEYAXTHX YIIEY®OYNOX I'A THN AITIOAEEMEYXH TQN ITAPTIAQN

‘Ovoua kot d1ev6uven Tov TopacKeLAoT NS BLOAOYIKAC dPUCTIKAS OVGIoG

Spark Therapeutics Inc.

3737 Market Street, Suite 1300
Philadelphia

PA19104

Hvopévo Baciielo

‘Ovopa kot 61evfuven 1oL TOPACKEVOOTH TOV £Vl VTELOLVOC Y10 TNV ATOOECUELCT TOV TOPTIOMV

Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nuremberg
Teppoavia

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

DoppokevTikd TPoidv Yo T0 0noio amotteital TEPLOPIoUEVN 1Tpikn cuvtoyn (PA. mapdptnpa I:
[epiinym tev Xapoktnpiotikdv Tov [poidvtog, mapdypapog 4.2

I AAAOI OPOI KAI ATTAITHXZEIX THX AAEIAY KYKAO®QOPIAX
o Ex0¢oe1g Ieproduiig Mapakorovdnong g Acpdisiog

Ot anoutnoetg yuo trv voPoin ekBEcemV TEPLOBIKNG TOPOKOAOVINONG TG ACPAAELNS Y10l TO EV
AOY® QopUaKEVTIKO TTPOT1dV opilovTal 6TOV KATAAOYO UE TIG NUEpOUNVieS avapopdg T Evoong
(xotdroyog EURD) mov mapatifeton oty mopdypago 7, tov apbpov 107y, T odnyiog
2001/83/EK xon ka0g emaxdAov0Ng eMKapomoinong 6mme SNUOGIEVETOL GTNV EVPMITOIKN
SIKTVLOKT) TOAT| Y10L TO, PAPLLOKAL.

O Kdaroyoc Adetog Kvkhopopiag Oa vrofdirer nv mpmtn £xbeon meptodikng mapakorovdnong
NG AoPUAELNG Y10 TO TPOTOV PEGa 6 6 UNVEG Ao TNV £YKPLOT).

A.  OPOI'H IEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEXMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITIPOIONTOX

. Yyéoro Awayeipiong Kivovvoo (ZAK)

O Kdaroyoc Adeiag Kukhopopiag Oa die&aydyet Ti¢ omortodpueveg dpaotnplotTes Kot
TAPEUPAGELG PUPUOKOETOYPVTVIIONG OTTWG Tapovcidlovtal 6To cuppovndév XAK mov
mapovstileTar oty evotnta 1.8.2 g doetog kKukAopopiag Kot OTolEcONTOTE ETaKOAOVOEG
gykekpipéveg avabempnoeig tov TAK.

"Eva emkatporompévo LAK 0a mpénetl va katatedet:

. petd amod aitnuo tov Evponaikod Opyavicpod @apudkov,

o OTOTEONTTOTE TPOTOTOIEITAL TO GLGTNILO SLUYEIPIOTG KIVOUVOL, EIOTKA (OC UTOTELEC O AYNG
VE®V TANPOPOPIDV TOV UTOPOVV VOl EMPEPOVLY CTUAVTIKN GAANYT OTN GYECT] 0QELOVG-KIVOHVOL
N ©¢ 0mTOTELESUA TNG EMITEVLENC EVOG GNUAVTIKOD OPOCTHOV (POPUOKOETOYPVTVIIOT 1}
glayrotomoinor Kivduvov).
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. EmnpdécOeto pétpa ehayiotonoinons Kivovvov

[pw and v kukhoeopio Tov LUXTURNA c¢ kd0e Kpdrog Méhocg, o Kdtoyog Adesiag Kukhopopiog
(KAK) pémet va GOUQOVAGEL GYETIKA UE TO TEPLEXOUEVO KO T LOPPT] TOV EKTUOEVLTIKOD
TPOYPALLATOS, GCUUTEPIAAUPAVOUEVOV TOV LEGMV ETKOWVMOVING, TOV TPOTMV S10VOLNG KOl
OTOLOVINTOTE GAA®V TTUYMV TOV TPOYPALUATOS, UE TNV Apuddia EBvikny Apyn.

O KAK mpénet va diacparicet 6Tt o€ kabe Kpdtog Méhog (KM) mov kukhogopei to LUXTURNA, 10
TPOTOV SlovEpETAL LEGH DEPATEVTIKMOV KEVTP®V OOV TO EEEIOIKEVEVO TPOCHOTIKO (dNANON
YEPOVPYOL LOAOEWBOUUPIPANGTPOEIOOVG KO POPLOKOTOLO1) £XEL CUUUETATYEL GTO VITOYPEDMTIKO
EKTOLOEVTIKO TTPOYPOLU GYETIKA LLE TN (PO TOL TPOIOVTOG KOl GTNV QPOPUAKEVTIKY EKTAidEVOT),
TPOKELEVOL Va. dtacpaltotel  cwath ypnon Tov LUXTURNA dote va elayiotonombovy ot
Kivduvot Tov cuvdéovtat pe T dtayeipion tov i/t T dtadikacio xopnynons (awénuévn evéoeddiiuia
wieon, apeiPAnotpoedng pnén, dtatopayés e oypds KnAidac, Katappaktne, evOoQOAALLN PAEYLOVT
/Kot poAvVeN Tov oyeTileTol Le TN SLodIKaGio Kot AtoKOAANGT) TOV aU@IBANGTPOEd0DS, LETAd0ON
o€ TpiTovg).

Ta kprripra emdoyng tov Kévipov perétng/Bepanciog npénet va mepthapfavouv:

1. [apovacio 6ol opBaipidtpov pe epnepio 610 XEPIGUO Kot ot Oepanein acbevav pe
KAnpovopikt dvotpodio Tov apeiPinctposidovg (IRD).

2. [Mapovaio 1 cuvepyasio pe Evav yelpovpy0 apePANGTPOEIO0DE TOV £YEL EUTEIPIN OTN
YEPOLPYIKN LILAUPPANGTPOE0DE Kat gival og BEomn va yopnynoet LUXTURNA.

3. [Mapovsio KAvikod poppokeiov, wavod va xeipiletal kot va TapackeLAlel TPOiOVTO YOVIOIOKNG
Oepaneiog pe popéa AAV.

®a TpEmEL EMIONG VO TOPEYOVTOAL EKTAIOEVOT) KOl 0ONYIES Y10 AGQUAT YEPICUO Kol OTOPPIYT TV
APNOILOTOMOEVTOV VAK®V Y10, 14 nuépeg HeTd TN yopnyNon Tov Tpoidvtog, nall pe mAnpogopieg
GYETIKA LE TNV OTTOYOPELGT OWPEAC UIUATOC, OPYAVAV, IGTOV KL KVTTAP®V Y10 LETUUOCYEVLCT UETA
™ yopnynon LUXTURNA.

Oa tpémet va mapEYETOL EKTUOEVLTIKO VMKO 0TO EEIOIKEVHEVO TPOCHOTIKO (SNAadY| GTOVG

YELPOVPYOVS VAAOELSOAUPIPANGTPOEISOVE KO GTOVG POPLOKOTO0VE) 6T0, KEVTPa. Bgpameiag, Tov

coumepthappavet:

. [epiinyn tov Xapaktnprotikdv tov [potdvrog (I1.X.I1.).

. Xepovpyikn ekmaidevon yia ) yopnynon tov LUXTURNA, tepiiapfovouévng e
TEPLYPOUPNG TOV DMKDV KOl T®V S10IKAGLOV OV OTOLTOVVTOL Y10 TV EKTEAECT] TNG
vropepAnotpoctdikr| éveong LUXTURNA.

. Eyyepiolo exnaidevong @apuokeion, 0Tov GOUTEPIAOUPAVOVTOL TANPOPOPIES GYETIKA LUE TNV
mpoetolpacio kot tnv arofnkevorn tov LUXTURNA.

B0 TPETEL VO, TOPEYETOL EVIUEPOTIKO VAIKO a60evohc 6TOVG aebeveic Kot 6TOVG PPOVTIGTEC TOVG, TOV

nmepthappavet:

o ®vAro Odnymv Xphong (@.0.X.), dwubéoiuo eniong o EVIALOKTIKEC LOPPEC (OTOoV
ouumepAapPaveTal EKTOTMON PeYaAov peyEBovg kot apyeio Myov).

o Képta acbevoig
o Yroypoapuuilel ™ onuocio ToV ETCKEYEDV TOPAKOAOVONONG KOl TNG AVOPOPAS TOV
avemBouNTOV EVEPYEIDY GTOV Y10.TPO TOV 0ieBevoC.
o Evnuepavel toug emayyedpotieg Tov Topéa tng vyeiag 0Tt 0 aoBevng £xel AdPet yovidiakm
Oepameio Ko OTL €ivol GNUOVTIKY 1] AVOPOPE OVETIBOUNTOV EVEPYELDV.
o) Z1otyela EMKOW®VING Yo TNV avaeopa OVETIOOUNTOV EVEPYEIDV
o H xdpta acbevoie Oa givar d00éoiun og eVOAAAKTIKEG LOPPEG, GUUTEPIAAUPAVOUEVNS

NG HeYOIANG eKTOTTMONG Kol g apyeiov yov. [TAnpopopieg oyeTIKd [1E TOV TPOTO AYNG
TOV EVOAMOKTIKOV LOpe®V Ba Tapéyovtal 6Ty KapTa acdevoic
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. Ynoypémon Myng HETEYKPLTIKAOV PHETPOV

0O KAK 6a 0AoxAnpaoet viog Tov SNA®UEVOD YPOVIKOD TANGIOV, TO, TOPUKATO LETPOL:

Heprypaon) Avapevopevn
npepopnvia

SPKRPE-EUPASS: Mn mapeppatikn perétn PASS: Tpoxeipévon va 30 Iovviov 2030

TPOGOOPIGTEL TEPULTEPM 1| ACPAUAELDL, CUUTEPIAUUPAVOUEVIC TNG

poakpompoecunc aopdielag Tov Luxturna, o aitev Oo tpémel va dieayet

Kot vo voPddetl perétn Paciopévn og dedopéva amd PNTPdo 0cheEVAOY 6T

vdG0, e aTDOAEL OPAGTG AOY® KANPOVOULKNS SUGTPOPIOG TOV

apPANoTPoEdoVg Tov Tpokaieiton amd emPefaiwpéves SLOAANAOLOPPES

uetaAraéelg RPEGS.

AAV2-hRPEG5v2-LTFU-01: TTpokeipévou vo a&oloyndei meportépm 1 31 AexepPpiov

LOKPOTTPODEGUN ATOTELEGLOTIKOTITO KOl ao@dAElo Tov Luxturna og 2031

EVIAAIKEG KOl TodLoTptkovg aiebevelg pe ammieio Opacng Aoy
KANPOVOLIKTG OVUGTPOPING TOL AUPPANGTPOEOOVG TOL TPOKAAEITOL OO
emPePoropévec StodAniopopeeg petadidéelc RPE6S, o artomv npénet va
voPaAet Ta amoTELEGHATA TG LoKPOTTPOOEG NG TapakoAovONoNG TNG
OTOTEAECLLOTIKOTNTOG KO TNG AGPAAELNS TOV GUUUETEYOVIMV GT] LEAETT
nov éhafav Luxturna ota mAaicio Tov KAVIKOD TPOYPAUUATOS
(mapaxorovdnon 15 ypoviay).
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IHAPAPTHMA 111

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

OYAAKAX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Luxturna 5 x 102 gopeig yovidibpoatog/mL mukvo oKeDaouo, Kot SIADTNG Y10 TUPAGKELT EVEGLLOV
SloAvpaTOog
voretigene neparvovec

| 2. LYNOEXIH XE APAXTIKH(EX) OYEIA(EL)

Ké0e mL mokvod okevdopotog mepiéyet 5 X 1012 popeic yovididpotog voretigene neparvovec.

3. KATAAOTI'OX EKAOXQN

"Exdoya: yAwplovyo vatplo, povoddpikd d1e0EIvo pmacpopikd VATPLo, d1Evudpo 6EIVO poGEOPLKO
dwatplo, moro&apepéc 188, Vowp Yo evEotpaL.

4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

ITokvo okedaoua Kot S10ADTNG Y10 TOPACKEDT] EVEGILOV SLOAVLOTOG

1 ploAidio ToKVOD GKELAGUOTOG
2 loAid10 SLoAvTN

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

INo epdmag xoprynomn e vopEPANGTPoEdIkY £veon otov €va. (1) opBaiud.
Apoiwote mptv amd ™ xpNon.

AwPaote 10 QUALO 0ONYIOV XPNOTG TPV 0T TN XPNOT).

Yo p@iAnctpoeldikn ypnor HETO amd apaimaon.

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

Na puidcoetal o€ 0Eom, TNV omoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tandid.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTIOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEZHX

EXP
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9. EIAIKEX XYNOHKEYX OYAAEHX

duvrdooete Ko peTOQEPETE 6TV KaTdywvén og Beppokpacio < -65°C.

10. IAIAITEPEX NIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Amoppiyte 10 0ypNCILOTOINTO TPOTOV.

Av16 10 EAPUOKO TEPLEXEL YEVETIKA TPOTOMOLNLLEVOLG OPYAVIGLLOVC.

To opnoLHOTOINTO PAPLOKO TPEMEL VOL ATOPPITTETOL COUPMOVA LE TIG KATA TOTOVG KatevBuvtnpleg
001yieg froacpaielog.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavéia

12. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/18/1331/001

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'lA TH AIAGEXH

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

H ortioAdynon yio va, unyv mtepiAnedei n ypoen Braille givot amodekt).

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

A163146T0TOG YPAPL®TOS KDdKaS (2D) mov eépet Tov TEPIANEOEVTO LoVASIKO avoyVOPIGTIKO KOSIKO.

25



18. MONAAIKOX ANAT'NQPIXTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC:
SN:
NN:
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

KOYTI

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Luxturna 5 x 102 gopeig yovidibpoatog/mL mukvo oKeDaouo, Kot SIADTNG Y10 TUPAGKELT EVEGLLOV
SloAvpaTOog
voretigene neparvovec

| 2. LYNOEXIH XE APAXTIKH(EX) OYEIA(EL)

K&0e mL cvpmvkvopotog mepiéyet 5 X 10 popeig yovidibpatog voretigene neparvovec.

3. KATAAOTI'OX EKAOXQN

"Exdoya: yAwplovyo vatplo, povoddpikd die6Evo pmceopikd vATplo, d1Evudpo 6EVO poceOpIKd
dwatplo, moro&apepéc 188, Vowp Yo evEotpaL.

4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

IMokvo ckedaoua Kot S10ADTNG Y10 TOPACKEDT] EVEGILOV SLOADIOTOG

1 ploAidio ToKVOD GKELAGUOTOG
2 loAid10 SLoAvTN

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

INo epdmag xoprynomn e vopEPANGTPoEdIkY £veon otov €va. (1) opBaiud.
Apoiwote mptv amd ™ xpNon.

AwPaote 10 QUALO 0ONYIOV XPNOTG TPV 0T TN XPNOT).

Yo p@iAnctpoeldikn ypnor HETO amd apaimaon.

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

Na purdcoetal o€ 0€on, TV omoia dev PAETOLY Ko dev Tpooeyyilovy Ta, TaLdd.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTIOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEZHX

EXP
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9. EIAIKEX XYNOHKEYX OYAAEHX

DduAdooete Ko pPETOQEPETE TNV KaTAywvén og Beppokpacio <-65°C.

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

Amoppiyte 10 0ypNCILOTOINTO TPOTOV.

Av16 10 EAPUOKO TEPLEXEL YEVETIKA TPOTOMOLNLLEVOLG OPYAVIGLLOVC.

To opnoLHOTOINTO PAPLOKO TPEMEL VOL ATOPPITTETOL GOUPMOVA. LE TIC KATA TOTOVG KatevBuvtnpleg
001yieg froacpaielog.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavéia

12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/18/1331/001

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'lA TH AIAGEXH

| 15. OAHTIEX XPHEHE

‘ 16. TAHPO®OPIEX XE BRAILLE

H ortioddynon yio va unv mepianedei n ypaon Braille sivon amodekt).

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

18. MONAAIKOX ANATNQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

28



EAAXIXTEX ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAZXIEX

ETIKETA ®IAAIAIOY (TYKNO XKEYAXMA)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHIHZHZ

Luxturna 5 x 102 popeig yovididpotog/mL mukvo GKEDAGLLO Y10, TAPOCKEVT EVEGILOV SIIADLOTOG
voretigene neparvovec
YrapeiAnotpoetdikn xpnon

| 2. TPONOX XOPHTHEHE

‘ 3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

Drorido epamag 66ong, 0,5 mL e&aymyyog 6ykog

6. AAAA ETOIXEIA

Apoiwote mpty amod T xpNon.
Amoppiyte 1O 0YpNGLLOTOINTO TPOTOV.
dvidooete oTovg <-65°C.

29



EAAXIXTEX ENAEIZEIX [IOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAZXIEX

ETIKETA ®IAAIAIOY (ATAAYTHY)

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

AwAdng yio to Luxturna

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. INEPIEXOMENO KATA BAPOX, KAT' O'KO'H KATA MONAAA

1,7 mL e€ayaypog 6ykog

6. AAAA XTOIXEIA

dvrdooete otovg <-65°C.
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B. ®YAAO OAHI'TQN XPHXHX
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@vAiro oonYLOV piong: IIinpoopics Yo Tov a.60gvi)

Luxturna 5 x 10'? gopeig yovidudpatog/mL mokvo 6kedoopua Kot SLOADTIG Y10 TEPUCKEDY
gvESIOV SLOAVPaTOG
voretigene neparvovec

vTo @appako avtd TeLel LG CLUTANPOUATIKY TOPaKOAOVONGN. AVTo Ba emTpéyeL To Ypryopo
TPOGIOPIoUO VEOV TANPOPOPLOV acpaAeloc. Mropeite va Pondnoete pécw g avagopdg Tlavmv
AVETOOUNTOV EVEPYEIDY TTOVL EVOEYOUEVMG TTapovatialete. BA. T€hog g mapaypdeov 4 yio Tov TpOTo
avaQopds avemBOUNT®V EVEPYELDV.

AP aoTE TPOGEKTIKA OLOKATPO TO QUAAO 00N YLDV YP1IoNGS TPV 600G yopnyNndel avtd TO

PapRraKo, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUC.

- Dura&te avtd To EOALO 0dN YDV Yprons. Towg ypelaotel va to dwPdacete Eavda.

- Edv éxete mepartépw amopieg, p@TNoTe TOV Y10TPO N TOV VOGOKOUO GOC.

- Edv mapotnphoete KOmolo avemBounTn evépyela, EVNUEPMDGTE TOV YIUTPO 1] TOV VOGOKOWUO GO,
Av10 1oy0et Kot Yo kéBe mbovr avemBountn evépyela Tov Ogv avaPEPETAL 6TO TAPHV PUALO
oonymv ypnone. BA. mapdypago 4.

T Tepréyer 1o Tapév AL 00N YLOV:

T etvon o Luxturna kot oo etvat ) gpnon Tov

T pénet va yvopilete mpv mapete To Luxturna

Iig yopmyeitar to Luxturna ce ecdig

[MBovég avemBOunTeg evépyeteg

Iag va puidooete To Luxturna

[epreydpevo g cuokevaciog kol AOUTEG TANPOPOPIeES

SOk~ wdE

1. Th givon To Luxturna ko o givar n yp1o1 Tov

To Luxturna givar £va Tpoidv yovidlakng Bepameiog Tov TepléyeL T OPOCTIKN 0LGio voretigene
neparvovec.

To Luxturna ypnowomoieiton yio tn Oepameio evnAikmv Kot TaldldV UE OTMAELN TS OPOCTG AOYM
KANPOVOLUKNG OUPIBANGTPOEISIKAG SVGTPOPING TOL TPOKUAEITOL O HETOAMAEEIS oTo Yovidlo RPEGS.
O1 petodraéers avtéc epumodifovv Ty mapaymyn QoG TPMTEVINS 6T0 odua, 1| omoia gfval amopaitnTn
YL TNV 6pacn Kot £TC1 001 YOUV GE AIMAELD TNG OPOOTG KOl TEMKA G TOPAWDOT).

H dpaotikn ovoia oto Luxturna, to voretigene neparvovec, gival £Vog TPOTOTOINUEVOG 10 TOV
mepIEXeL éva evepyo avtiypoeo tov yovidiov RPEGS. Metd v éveon, evBétel autod to yovidio ota
KOTTOPO TOL AUPIPANGTPOEIBOVS, 6T GTIPASA TOV AVIXVEDEL TO POC GTO THE® PEPOS TOL 0PHUALOD.
AV10 emiTpénel 6ToV AUPIPANGTPOEION VA TAPAEEL TIG TTPMOTEIVES TOV £V ATOPALTNTES Yo TV OPOOT).
0 16¢ mov ypnoiponolgitol yio Tnv £vBeon Tov Yovidiov dev TPoKaAel vOGO GTOVG avOp®ITOLG,.

To Luxturna 0o cag yopnyn0ei povo €dv o yevetikdg Eleyyoc deiet 6Tt 1 aTMAELN TNG OPOGTG OAG
opeileton og petaAratelg tov yovidiov RPEGS.

2. T ipéner va yvopilete mpy mapete To Luxturna

Agv 00 cag yopnyn0ei To Luxturna.

- o€ mepintwon oAAepyiog oTo voretigene neparvovec 1 6€ 0TOl00NTOTE GAAO OO TO GLGTATIKE
aVTOV TOV PAPUAKOL (avapépovtat otV Tapdypapo 6)

- € &yete 0QOAAUIKT AolpmEn

- €4V €xete 0POUALKT PAEYLOVT|
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Edv omo100Mmote amd to Tapondve 1oyvEL 0TV TEPITTMON Gag, 1 €6v dev giote PEPatog Yo KAmolo
oo T TAPOTAVE®, TapaKoAeioTe va culntioete Le Tov YTpd oag mply cag yopnyndel to Luxturna.

Ipogdomomosic kKo TPpoPLAGEES
IIpwv cag yopnynBet Bepaneia pe Luxturna:

Evnuepaote tov yrotpd cog GV EXETE COUTTOUOTO OPOUAUIKNG AOTH®ENS 1} 0PBOAUIKNG
QAEYLLOVTG, Yo TOpAdey Lo £hv £xete 0pBaduKT epvBpdTNTa, evOGONGIO 610 POS, 0PBUAUIKS
oidnpa 1 T6vo oTov 0PHAANO.

Evnuepaote tov yrotpd oag v Exete evepyo Aoipmén omotacdnmote poponc. O yiotpdg cog
uropel va kabvotepnoet ) Bepaneia cog péxpt va vtoywpnoet 1 Aolpwéy| cog, enedn avtd To
Qapuroko pmopet va SUGKOAEWYEL TNV IKAvITNTA GG va Katarolepnoete pio Aoipwén. BAéne
eniong mapdaypapo 3.

Metd ™ Aqyn tov Luxturna:

AdPete dpeon epovtida amd Tov yoTpd 6og £6v 0 0eBaiudc 1 ot opBaipol cag yivouy
KOKKIVOL, TOVOLV, eivat evaicntol 610 Qwe, PAETETE AGPWEIS T} LUYAKIO ) AV TOPOTNPTCETE
omoladnmote emdeivwon 1 Boum dpaon).

B0 TPETEL VO, ATOPEVYETE TOL AEPOTOPIKA TOEIdIO 1 GAAN Ta&idlo GE PEYAAD VYOUETPO LEYPL VOL
oag emtpéyet o YTpods cog. Katd tn didpreia tng Bepaneiog pe ovtd 10 QAapHoKo, 0 YoTpog
glodyel pia euoaAida aépa otov o@BaApNS, N ool amoppoPdtal apyd omd To oL cog. Méypt
va amoppoen el TANP®G N PLoaAida, Ta agpomopikd ta&idia 1) Ta Aowmd taidio o peydAa
VYOUETPO UTOPEL VO TPOKAAEGOVY TNV SIAGTOAT TNG PLGUAISNG KOl UTOPEL VO 00Ny OEL GE
opBoiukn PAAPT, copmeptlapfavopévng g andielag tng dpaong. [opakaieiote va
ou{nNTNoeTe pe ToV YIoTpd 060G TPV TOEIOEYETE.

®a mpémel vo, amoPevyeTe TNV KoAvuPnon e&attiog Tov avénpévou Kivohvou Aoipméng otov
opBoApo. [Mopakaieiote vo cL{NTAGETE UE TOV YIOTPO GO TPV KOADUTNGETE UETA TN ANy
Oepaneiog pe Luxturna.

Oa Tpémel va. amoQEVYETE TNV EVIOVT] COUATIKT OpacTNPOTTA £E0NTLOG TOL AVENHEVOL
KIvOUVOL TPULHOTIGHOD otov 0@Oaiud. TTapakaleicte vo culnticete e Tov y1oTpd oag TPV
apyicETE VO AGYOAEIOTE e EVTOVN COUOTIKT dpacTnNPLOTNTO UETE T AMyn Tov Luxturna.
Opiopéva, atopo avorTueeovy Katappaktn. O katappdkng cuvictatol otn 06AwoT Tov
(QVOIKOV POKOV GTO EGMTEPIKO TOL 0POAALOD TTOL Pmopel va Gag SVGKOAEWEL Vo dgite kKabapd.
H avémtuén 1 emdeivaoon tov katappdKn ival yv@oT EMUTAOKT TG 0POOALKNG
YEWPOLPYIKNG emEUPoong Tov amatteiton Tpv AdPete To Luxturna. Yrdpyet emmiéov Kivovvog
KATOPPAKTN EGV O PAKOG GTO E0MTEPIKO TOV 0QHaALOV £xel vTooTel BAAPT amd T Peldva oV
YPTCLLOTOLELTAL Y10 TNV EVECT] TOV PAPUAKOL GTO oW UEPOG TOV OPOAALOV.

Mmnopei vo. epeaviceTe TPOCOPIVES dloTaPAyES TNG OpaoTS, OTMG Elval 1) evaicONGio 6TO PO
ka1 M Ooumn 6pact. Evnuepmate Tov y1atpd 60 GYETIKA e daTapuyEg TG OPAoNE TOV TUYOV
gupavicate. O yiutpog cag pumopel va eivar og Bom va fondnoet o peimon toydv ducpopiog
OV OPEIAETOL GE AVTEG TIC TPOSMOPIVES OLUTOPOAYES.

Kénow mtocdtra tov @apudiov uropei va vrapyet ota ddkpud cag. Eceig katl o ppoviiotig
cag 0o Tpémel vo Tomobeteite TVYOV YPNCILOTOINUEVE ETOEUATA KoL OTOPPIUUATA LE ddKPLOL
KOl PVIKEG EKKPIOELS G GOPUYIGUEVEG COKOVAEC TPV Ta amoppiyete. Oa Tpémet va
axolovOnoete avTég TIC TPoPLAGEELS Yo 14 nuépeg.

Eogig kot 0 gpovTioT g 6ag, E101KA 08 TEPITTOOT EYKVUOGVUVNG, ONAAGOD 1) KATEGTOAUEVOD
OVOGOTONTIKOD GLGTILOTOC, B TPETEL VO POPATE YAVTIN KATA T SLIPKELD TNG CAAAYNG TV
emOepdTOV Kot OTOV amoppinTeTe To emBépaTa Kot To Aoutd amoppippato. Akolovdnote ovTég
T1g TpoLAGEELG Yia 14 nuépeg netd T Bepomeia.

Aev Oa. giote og Béom vo dwpicete aipa, Opyava, 16TOVE Kot KOTTAPO, Yio LETAUOCYEVOT) LETO TN
Oepaneio pe Luxturna. Avtd opeidetar 6to yeyovog 6T To Luxturna givor tpoiov yoviolakng
Oepameiog.

Howowd xon £pnpor
To Luxturna dev €yel peiet0el o madtd nAKiaG KAT® TOV TEGGAPWY ETMV.
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Alha @éppoxa kor Luxturna
[opakaAieiote va evIEPDGTE TOV YIOTPO GOG EAV TAIPVETE, £XETE TPOGPATO TAPEL 1) LTOPEL VO, TAPETE
A0 PApULOKAL.

Kinon kot Onhacpég kot yovipdtnra
Edv eiote éykvog 1 Onhdalete, vouilete 6T umopel va giote £yKvog N oxedldlete vo amokTnoeTe modi,
{nt\ote TN GUUPBOLAN TOL YITPOD T} TOL VOGOKOUOV TPV Gag xopnyndei n Bepaneia pe to Luxturna.

Ot emdpdoelc VTOL TOL PAPUAKOL GTNV KVTGT Kot TO ay€vvnto mondi dgv etvar yvooTéc. g
TpoeVAaln, o Ba mpémel va cag yopnyndei To Luxturna evm giote £ykvog.

To Luxturna dev éyel pekemBei oe Onralovoes yovaikes. Agv gival yvooto av Tepva 6To pnTpikd
yYoAo. Potote 10 yiotpo cog edv Bo mpémel va otapatnoete Tov Onlacud petd ™ Aqyn tov Luxturna.

Agv vdpyovv mAnpoeopieg yia v enidpoor tov Luxturna otnv avdpikni Kot yovoikeio yovipoea.

Odnynon kot yEPLoROS PNYAvVNRATOV

Mmropei va epoavicete Tpoowpivég dlatapayés tng Opacns Letd T Aqyn Tov Luxturna. Mnv odnyeite
N xpnoonoteite faptd pnyovnuoto péypt vo amokatactadel 1 0poaocn coc. MiAnote pe Tov yoTpd
G0OG TPV GUVEYIGETE AVTEC TIG OPUCTNPLOTNTEC.

INROVTIKEG TAPOPOPIES GYETIKA UE OPLGPEVA GVOTATIKG TOV Luxturna
To Luxturna wepiéyet Aryotepo amd 1 mmol votpiov (23 mg) avd d66m, onA. ival ovGLOGTIKG
«ehevbepo vatpiovy.

3. o yopnyeitor To Luxturna og godg

To Luxturna 8a cag yopnynOei oe aiBovoa yeipovpyeiov amd yeipovpyong pe eumeipio oTnv
TPOUYUOTOTOINGN 0POUAUIKNG YEPOLPYIKNG ETEUPCTC.

To Luxturna yopnyeitor vd avaroOnocio. O yotpds oag Oa cag pAncetl oxetikd pe v avoctnocio
Kol Tdg Oa cog yopnynOei.

O ywpds oag Oa Tpaypatomooet TNV 0QOOALIKY XEPOVPYIKN EXEUPAOT] APAipESNS TG dLOVYOVS
Y€ANG mov PBpicketal 6To E6mMTEPIKO TOL 0POUALOD cag Ko petd Ba evécsel To Luxturna arevbeiog
KGT® 0o ToV OUEIPANGTPOEIDN Gag, TN AETTH POTOELAicON TN HeUPPivn 6TO TGM HEPOC TOL HOTLOD
c0c. Avtd Oa emavainedel 6to dGALo Gog HaTL To Atyotepo 6 Muépec uetd. Oa mpénel vo TopapeiveTe
YlOL LETEYYELPNTIKN TAPOKOAOVONGN Yo PePIKEG MPeG PeTd amd Kabe eméuPaom TPOoKEWEVOL VO
EAEYYETOL I AVAPPOOT GOG Kol Vo TapakoAovdndeite yio Tuydv avemBOuntec evépyeie amod
YEWPOLPYIKN eméUPacn N TV avoicOnoia.

Ipw Eexvnoel n Bepaneia pe To Luxturna, o yotpdg oog LIopEel Vo GUVTAYOYPOUQPTGEL £VA PAPUAKO
7oL 00 KOTOOTEIAEL TO OVOCOTOINTIKO GVOTNUE. (1] PLGIKT GLVVE, TOV OPYAVIGUOD) DOTE OVTO VOl UV
Kkatomolepnoet To Luxturna étav cag yopnynbei. Eivorl onpovtikd vo maipvete avtd to gapuoko
GULPMOVE, LLE TIG 001Yieg TOV Gag £xovv d0bel. MV GTApOTAGETE VO TAIPVETE TO PAPLOKO YOPIG VAl
€YeTe WANGEL TPATA GTOV Y1UTPO COC.

Edv oag yopnyn0si peyardtepn 066n Luxturna amwd tnv kavovik

Agdopévou 0Tl avTd TO PAPOKO Gag YopnyeiTol amd yoTpd, eival amibovo vo cag 600l vepPoiikn
d6om. Eqv ovufet avto, o yiatpdg cag o avtipetonicet ta countodpata kotdAinio. Evipepmote tov
YWTPO 1 TO VOGOKOLO GUG EAV TAPOVGIACETE OTOLAONTOTE TPOPANLLOTO OPUOT|G.

Edv éxete meplocdTepeg EPOTNOELS OYETIKA LLE T YPNOT] AVTOV TOV QUPHAKOL, POTHGTE TOV Y10TPO 1)
TOV VOGOKOLO GOG,.
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4, IIBavég avemBOUNTES EVEPYELES

Onwg 6ha To eAppOKa, £TGL KOL GVTO TO QAPUAKO UTOPEL VO TPOKUAEGEL AVETIOOUNTEG EVEPYELEC, AV
ka1 0gv Tapovolalovtal 6 GAOVG TOVE AVEPOTOLG,.

Ot axo6lovBeg avemBounteg evépyeteg pmopet va epeavictovy pe to Luxturna:

Yoyvég (umopei va ennpedocovy £éog 1 ota 10 dropa)
o Evamoféoeic kdtw amd tov appiPAncTpoedn

Ot ax6AovBeg avemBOuNTeC EVEPYELEC UTOPEL VL ELEOVICTODY UE TN dtodikacio TG Eveong:

IHoAv ovyvég (nmopel vo emnpedoovy neprocotepa and 1 ota 10 dropa)
o EpvBpdnra otov opBaipd

o Koatappaktng (Borepdtnra opBoaipod)

o AvEnuévn mieon otov o@OaApud

Yoyvéc (umopel va eanpedoovy £m¢ 1 ota 10 dropa)

Pnén otov augipAnctpoeion

I16voc tov 0@BaApoD

OeBaApiko oidnua

AmokoAAN o oUEIPANGTPOEIOVC

Noavtio (aicOnuo adabeoiog), £uetog, TOVOG KOIMAKNG YDPAG, TOVOC TOV XEWEDV
Metafoln g NAEKTPIKNAG OpacTNPLOTNTOS TG KOPILAS

Kepoloiyia, (oAn

E&avOnpa, oidnuo tpocdmov

Ayyog

[popAnuata wov cyetilovral pe TNV TOToHETNON AVATVEVGTIKOD GOANVA GTNV TpayEio
ALgvoiEn ToL YEPOVPYIKOD TPOUDLOTOC

Mn yvootég (6ev umopolv va ektiunovv pe faon to dtabéciua dedouéva)
o OoAepodtnTa 6T YEAN-GOV 0VGIN 6TO E6MTEPIKO TOL 0QOAApOD (BoAepOTNTO TOV VOAOEWGOVG
odOUATOC)

H BAPN TV 16Tdv Tov 0pBaAL0D pumopel VoL GLVOSEVETAL OO ALLOpPayict Kot 010Nl Kot avENUEVO
Kivduvo Aolpuméng. Yrapyetl peiopuévn 6pacn Katd Tig NUEPES TOV EXOVTOL TNG YEPOVPYIKNG
enépPaong, n onoia cuviBwg Pertidvetal. Evnuepdote Tov yiotpd cog edv 1 dpacn oag dev
emavELDeL.

Ava@opd avemOOunTOV evepyELOV

Edv mapotnproete Kamoo avemBOUnTn EVEPYELL, EVILEPDOCTE TOV YIATPO 1) TOV VOGOKOUO 6aG. AVTO
1oyveL Kot Yo KaOe mhavi avemBountn evEPYELO TOL SEV AVOPEPETUL GTO TOPOV PVAAO 0NYIDY
yphone. Mropeite emiong va avagépete avembounteg evépyeleg anevbeiag, Héow Tov 0vikod
GLGTHIOTOG OVOPOPAS TTOL avaypapeTol oto Tlapdptnua V. Méow tng avapopds avemBountwov
EVEPYELMV pmopeite va fondfoete 0T GLALOYN TEPICTOTEP®V TANPOPOPLDOV GYETIKA LUE TNV ACPAAELD
TOV TTOPOVTOS POPUAKOV.
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5. Iog va guiaccete To Luxturna

To Luxturna 8o puAdcoetal omd emaryyeALOTIES TNG VYELNG GTOVG YDPOLG TNG VYEIOVOUIKNG GOG
mepiBoiyme.

To mokvd okebdaoa KOL O SLHAVTNG TPEMEL VO PLAGGGOVTOL KOl VO LETOPEPOVTAL KOTEYVYUEVO GTOVG

<-65°C. Metd v andyvln, 10 eappoko oev Ba mpémel va emovakoToyvyeTon Kot Bo mpémet vo
mapopével og Beppokpacio dopotiov (kKdtwm and tovg 25°C).

Na pn ypnoiponoteite avtd 10 GAPROKO LETE TNV Nuepounvio ANENG OV avapEpPETaL 6TV
gMoNUavon Kot 610 Kouti petd to EXP.

6. Iepreydpeva g cvokevAGiag KoL AouTég TANpoPOpies

T wepréyer To Luxturna
- H dpaoctikn ovoia givar to voretigene neparvovec. Kafe mL mokvol oKevdopatog meptéyet

5 x 10*2 gopeic yovididpatog (vg). To mukvd okevaopo (0,5 mL eéaymyog éykoc o€ proAidio

2 mL gpdna d6omg) amortel apaioon 1:10 Tpv ) yoprynon.
- Ka0e d6om aparopévou dtodvpatog mepiéyet 1,5 X 101 popeig yovidibpatog voretigene
neparvovec o€ mapeyopevo dyko 0,3 mL.

- Ta dALo GVGTATIKG, TOV GLUTVKVOUATOS Eival yYAwplodyo vatpio (BA. Télog mapaypdpov 2),

povobdpikod d166Evo opopkd vaTplo (Yo Tnv tpocsappoyn tov pH), diévudpo 6&vo
POOPOPIKO dtvaTpio (yio T pubuion tov pH), moro&apepéc 188 kot Vdwp yio EVEGUO.

- O 10N G TEPIEYEL YAPLOVYO0 VATP1o (PA. TEAOG TOpOyPAPOV 2), LovoDdpikd d160Evo
OOoPOPIKO vdtpio (ot pubuion tov pH), diévudpo 6Evo pocpopkd dtvatpio (Yo
pvOuon tov pH), moho&apepég 188 kot HOmp yio evéoua.

Epedvion tov Luxturna kot repieydpneva TS 6VGKELAGIOG
To Luxturna givat £va, S100YEG, dyp®UO TUKVO GKEVAGLLN Y10, SLAAVO Y10 VITOUPIBANGTPOELSIKN

£veQT, TO 01010 TTaPEYETOL GE SLOPOVT TAAGTIKY PLaAid0. O dtaAdTNG eivar Eva SlavyEg, AypmuUo VYPO

OV TOPEYETAL GE JLAPAVI] TAUCTIKT PLOAID10.

Kd&0e 00 axag arovuiviov mepthopfavel Evo Kovti mov mepiéyel 1 eaAidto Tukvoy GKEVAGIOTOS Kol

2 loAid10 SLoADT.

Karoyog Adsrog Kvkhogopiog
Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road

Dublin 4

IpAavdia

IHopoaockevaotig
Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nuremberg
Teppovia
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T"o omoladnmoTe TANPOPOPIL GYETIKA LLE TO TOPOV PAPULOKEVTIKO TPOIOV, TOPAKAAEIGTE VO
amgvBuvleite oTov ToMIKO OvTITPOc®To Tov Katoyov g Adstog Kukhogopiog:

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

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

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

Danmark
Novartis Healthcare A/S
TIf: +45 39 16 84 00

Deutschland
Novartis Pharma GmbH
Tel: +49 911 2730

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

EA\aoa
Novartis (Hellas) A.E.B.E.
Tnh: +30 210281 17 12

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

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

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

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

island
Vistor hf.
Simi: +354 535 7000

Italia
Novartis Farma S.p.A.
Tel: +3902 96 54 1
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Lietuva
SIA Novartis Baltics Lietuvos filialas
Tel: +370 5 269 16 50

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

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

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

Nederland
Novartis Pharma B.V.
Tel: +31 88 04 52 111

Norge
Novartis Norge AS
TIf: +47 23 05 20 00

Osterreich
Novartis Pharma GmbH
Tel: +43 1 86 6570

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

Portugal
Novartis Farma - Produtos Farmacéuticos, S.A.
Tel: +351 21 000 8600

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

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

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

Suomi/Finland
Novartis Finland Oy
Puh/Tel: +358 (0)10 6133 200



Konpog Sverige

Novartis Pharma Services Inc. Novartis Sverige AB

TnA: +357 22 690 690 Tel: +46 8 732 32 00

Latvija United Kingdom

SIA Novartis Baltics Novartis Pharmaceuticals UK Ltd.
Tel: +371 67 887 070 Tel: +44 1276 698370

To mwapdv @ULA0 00N YOV yp1oNS avaBe®pOnKe YI0 TEAEVTAIO POPE GTIS

AlLrec ANYEG TANPOGOPLAV
To évtumo avtod givar 61006110 GE AKOVGTIKO apPyEl0 KOl G EKTOTMOOT) LE YPAULATOGELPH LEYUAOV
peyéBovg amd v 1otocerida: http://www.voretigeneneparvovec.support

Agntopepeic mTAnpoeopieg yio to pappako avtd eivar dtabéoipes 61o diktvakd Tomo Tov Evpmmaikod
Opyoaviepod ®oppdkev: http://www.ema.europa.eu.

O Tanpoopisg mov akorovBodv amrsvBivovtar pévo o€ emayyeiporisg vysiog:

Odnyiec GYETIKA LLE TNV TPOETOWWOGIN, TNV TuYaia £kfeon kot tnv ardppryn Tov Luxturna

Ka6e kovti mov mepiéyet 1 praAido mukvov okevdopatog kot 2 graiidte otAdtn TpoopileTor pdvo yo
eQAamas ypnon.

H toyaia éxBeom mpénet va amopevyetol. Oa mpémetl vo akolovBovvtal o1 katd TOmovs 0dnyieg

Bloacedelag yio TV TPOETOLUAGIQ, T XOPNYNOT Kot Tov ¥Eptopd Tov Luxturna.

- O TPETEL VO, YPNCLOTOIEITOL ATOUIKOS TPOOTOTEVTIKOG EEOTAIGUOG (TTOL TEPLOUPAVEL PO
€PYOOTNPIOL, YVOALY AGQUAELNG KOl YOVTLO) KOTA TN OEPKELD TG TPOETOLUAGIOG 1] TNG
XOPNYNOoNG TOL voretigene neparvovec.

- H toyaio éxbeom 6to voretigene neparvovec, GOUTEPIAAUPBAVOUEVNC TNG ETAPNG LE TO OEPUAL,
ToVG 0QBOALOVS Kot ToV BAeVvoydvo vpéva, TpEnet va, amopevyetat. Tvxdv exteBeipévec mAnyég
Oa Tpémel Vo KAADTTTOVTOL TPV TOV XEIPIGLO.

- Avtipetoniote 6Aeg TIC dtoppoéc Tov Luxturna pe 10ktovo mapdyovto émwg gival 1o
1% vroyAwpiddeg vatpio kot blot wov ¥pNGIUOTOIEL ATOPPOPNTIKE VAIKA.

- O)o to vAKG oV pmopel va Exovv €pbet og emapn pe to Luxturna (.. eoAidio, cvpiyya,
Belova, PapPakepny yala, yovTia, ndokeg 1 EMOEUOTO) TPETEL VA, ATOPPITTOVTIOL COUPDVOL UE
TIG KOT@ TOTOVG 00N Yieg froacpdrciog.

Tuyoio £ékBeon

- e mepinton Toyoiog emayyeAloTikng Ekbeong (.. LES® MTGIMOUATOC GTOVG 0OQOAALOVG 1|
TOVG PAEVVOYOVOLG VIEVEG), EKTADVETE e kaBapd vepd Yia TOVAdyIoTOV 5 AemTd.

- e mepintwon £kOeong o€ dSappNyUEVO SEPUO. 1 TPAVUATICUOD aTd TPV PEAdVOC,
KaBapioTe GYOAUGTIKG TNV TPOSPEPANUEVN TTEPLOYT LLE CUTOVVL KOl VEPO /KOl ATTOAVLLOVTIKO.

Av16 10 EAPLOKO TEPIEYEL YEVETIKE TPOTOTONLEVOLG OpYavioove. To aypnoiorointo

POPULOKEVTIKO TPOIOV TPEMEL VO ATOPPITTETAL GOUPMVO, LLE TIG KATA TOTOVE KatevhuvTipleg odnyieg
Blroacpdreiags.
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IIpoetoipacio

H mpoetoyacio tov Luxturna mpénet vo mpaypotonoteital eviog 4 opav amod Ty Evapén g
SLd1IKAGI0G YOPNYNONG, COLPMOVA LE TIC 0KOAOVOES GUVIGTOEVES S10d1KAGTIES TOV
TPAYULATOTOLOVVTOL VIO donmTeg cLVOTKES.

AmoyoEte €va PLaAidlo epamas dOoNG TLKVOD GKELACUATOG Kol 000 PlaAidia oAbt o€ Bepuokpacio
dopatiov. AvactpéyTe Le ATOAES KIVIGELS TO ATOYLYUEVA LOAIOIO SIOAVTY TEVTE POPES DOTE VA
avapyBovv Ta TepleyOUEVA.

Embempnote yio Toydv opatd copatiow. Tuyov avopoiies | Heavion opatdv couatidiov Oa
npénet va avopépovtol otov Karoyo Adeiag Kukhopopiag kot to mpoidv dev Oa mpémel va
ypNOooTOE TN

Metaeépete 2,7 mL dtohvtn mov AapPdvetot amd 600 amoyuyHEva PLOAIdN Kol SLAVEILETE GE
ATOGTEP®UEVO YOAAvVO Padidto 10 mL ypnoyoroidvtag cuptyya 3 mL.

Mo v apaioon, petaeépete 0,3 ML anoyvypévov Tukvol okevdouatog og pia cuptyya 1 mL kot
TPOcHECTE TA GTO AMOCTEP®UEVO PLoAidlo Twv 10 ML wov mepiéyet Tov S10A0TN. AvacTtpéyTe pe
amOAEC KIVAGELG TO YUGAVO @loAidio Twv 10 mL tovAdylotov TéEVTe QopEG Yo GMGTY ovauelln.
Emonudvete 1o yoddvo @larido tov 10 mL wov mepi€yel 1o apaimpuévo Tukvo oKeDACH MG EENG:
«Apaiopévo Luxturnax.

Mnv mpoeTolalete TIg GUPLYYEG Yo £VEGT €AV Ta QLOAISIO £X0VV iyvn @OBOPAC N edv TopaTnpEiTE
opatd copatidw. [Ipogtodorte tig cOptyyes yia £veon amocHpovtag 0,8 ML apoaiwpévov dStaddpatog
og kaBe amootelpopévn cvptyya 1 mL. Ot yepdreg pe mpoidv cvptyyes Oa mpémetl va petapepbodv o
GUVEYELN GE TPOKADOPIGUEVO TTEPLEKTN UETAPOPAS GTN XEPOLPYIKN aifovoa.

Aocoloyia

H Bepoameio 0o mpénet va Eekva Kot va, yopnyeitan omd eEE10IKEVUEVO OTIG EMEUPAUCELS
AUPIPANGTPOELSOVG XEPOVPYO LLE EUTEIPIO GTNV TPAYLOTOTOINOT) ENEUPACEDV OTNV O)PA KNAida.

To Luxturna givar éva @laAiolo epamas yprong yio epamas yoprynon o€ uovo évav opbaipd. H kdébe
gpamal 56om 1,5 x 10 vg Oa mapéyetar 6tov vIoUEIBANGTPOEISIKS YMPO 6 GLVOAKO dyKko 0,3 mL
avd opBaipo. H dwdikacio g eEatopkevpévng yopnynong o€ kée opBaipd Ba mpénet va
TPOYUOTOTOLEITOL EVTOG KPOV LECOIAGTNLOTOC O EEXWOPLOTEG NMUEPECS, ALY Oyl LKPOTEPO
pecodidotnua omd 6 nuépeg.

AvogoppvBuiotixo oynua.

IIpwv v évapén Tov avocoppLOUIGTIKOD GYNUETOS KoL TTpLY T xopnynon tov Luxturna, o acbevig
TPEMEL VO, EAEYYETAL Y10 CUUTTAOUATO EVEPYNS AOIUDOOVS VOGOU OTOICONTOTE QLTIOG KOl O
nepintwon térolag Aoipméng n évapén g Bepaneiog mpémel va avafailietor HEYPL TNV Avapp®GCT TOL
acOevoug.

e dtonuo 3 UepOV TPV TN Yopnynon Tov Luxturna otov tpdto opBaind, cuvietdtor 1 Evapén
avocoppLOUGTIKOD oyfuatog Tov Ba akolovdel o mapakdatwm tpdypaupe (Ilivakag 1). H évapén tov
avoGoPPLOUGTIKOD GYNUATOC Yio TOV dg0TEPO 0PBoAUO Oa Tpémtel va akolovbei To 1010
AVOGOPPLOUIGTIKO GYALLO KoL VO AVTIKOOIGTA TV OAOKAT|pP®GT] TOV 0VOGOPPLOLIGTIKOD GYNILOTOG TOV
TPMOTOL 0POAAUOD.

39



Hivaxkog 1 IIpogyyeipnTiko Kol HETEYYEIPNTIKO 0VOGOPPLOMGTIKS Gypa Yio KAOE 0pOaAno

3 LEOEC TOWY TN YODIYIG [Ipedvilovn (1 avticTtoryo)
[poeyyeipnrikd HEPEG TIPLV T ZOpTIYMon 1 mg/kg/muépa
tov Luxturna . . .
(uéyrot d6om 40 mg/muépa)
4 nuépeg [Ipedvilovn (1 avtictoryo)
(Zoumeproppavouévne g 1 mg/kg/muépa
nuépag e xopiynong) (uéyrom d6on 40 mg/muépa)
[Ipedvilovn (1) avtictoryo)
Merteyyeipntiko AxolovBeitar amd 5 nuépeg 0,5 mg/kgmuépa
(uéyrot d6om 20 mg/muépa)
AxolovBeital omd 5 nuépeg lOTp gvicomn gﬁ own:crmxo) .
, . . , . 5 mg/kg kéBe devTepn nuépa
plag 66ong Kabe devtepn NuUéEpa (Léyiom d60m 20 me/muépa)
Edikoi mAinBuopot
Hliwuévor

H acpdiela kot 1 amotedespoTikOTNTO, TOV Voretigene neparvovec o€ acdeveig niikiog > 65 etdv dev
€yovv akopo TekunpLmbel. QoT000, dEV OTALTEITAL TPOGAPUOYT TG OOGTG Y10 TOLS NAMKIOUEVOLG
acBeveic.

Hrotikn xai veppixn dvoertovpyio,

H aocpdleta kot 1 amoTelecpOTIKOTNTO TOV Voretigene neparvovec dgv €xel Tekunplodel akdpo o
acBeveic pe nratikn 1 veepikn ducAettovpyia. Agv amaiteitol TpocappoY TNG 600NG GE CLTOVG TOVG
acBeveic (BA. mapdypogo 5.2).

Houdrazpixog winBvouog

H acpdlela kot 1 amoteAeGLOTIKOTNTO TOV Voretigene neparvovec 6€ modid nhkiog £o¢ 4 €TV dgv
£yovv akopo tekunpLmbel. Aev vapyovv dtabéotipa dedoUEVa. AEV ATUITEITOL TPOGUPLOYT TNG 0OGNG
Y10l TOLG TS TPIKOVG acBeveic.

Tpdmroc yopnynong

YrapeifAnotpoetdikn xpnon.

To Luxturna givat £va, TukvO GKEVAGLLO Y10 TOUPUCKELT] EVEGUOD OUADUOTOS Y10,
VIOUPIPANGTPOEIDIKT| £VEST] TTOVL OOLTEL ATOWYVEN KAl 0POimMOT TPV T XOPYNOoN).

AVT0 TO PUPUOKEVTIKO TPOIOV dEV TPEMEL VAL, YOPTYELTAL LE EVOODULOELOKT EVEDT).

To wpoidv yopryeitor ¢ VIOUPIPANGTPOEIDIKN EVECT] LETA OO VOAOEIOEKTOUN GE KAOE 0pBoANO. Agv
0o Tpémel va yopnyeitan og dueon yertviaon pe 1o Pobpio, dote va dtotnpndei  akepardtntd Tov.

H yopniynon tov voretigene neparvovec 0o Tpénel va Tpayatomoleital oe yepovpyikéc aibovoeg vd
gleyyouevec donmrteg cuvinkes. Oa mpémel va yopnyndel emapkng avarcnacio tpv omd v exéuPaocn.
H x6pn 100 0pOarkpod otov onoio Oa wpoyuatomombei n Eveon mpénetl va £xel pvdpidoet ko o
TpEMEL va, opnynOel TomiKd Tptv TN YEPOLPYIKT EXEUPAOT] KPOPLOKTOVO EVPEMS PACUATOG
SOUE®VA [LE TN GLVHON WTPIKN TPOKTIKY.

Ilpopvldéeis mov mpémel va Anplodv Tprv 1oV yeIpiouo i ™ YopHyHon T0D POPUAKEDTIKOD TPOIOVTOG
®a TPETEL VO, YPTCLOTOIEITOL ATOUKOG TPOOTOTELTIKOG EEO0TAIGUOG (TOL TEPIAUUPAVEL pOUTOL
£PYAOTNPIOV, YOOALN ACPUAEIOG KOl YAVTIO) KOTE T OEPKELN TG TPOETOLUAGING 1) TS YOPNYNONG TOV
voretigene neparvovec.

H evdopBdia ticon Ba mpémetl va mapoakoAovbeiton Tpv Kol LETA TN YOPTYNOT TOL TPOTOVTOG Kot VoL
avTipeTomileTon KaTAAANAOL.
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Metd ) yopnynon, ot acOeveic Oa mpémel va Adfovv odnyiec ®OTE v avaPEPOLY TVYOV CUUTTMOLATO
OV LIOJEIKVOOVY gvOOPOaApiTION 1] ATOKOAANGT aUPIPANGTPOEdOVS Ympic KabvoTépnon Kat Ba
TPENEL VO, AVTILETOTI OVTOL KATAAANAQ.

AxoiovBnote ta frpata mov akoAovBovv yia ) yoprynon tov Luxturna otovg acbeveic:

. To aparopévo Luxturna Ba mpémet va eAEyyeTon onTikG Tpv TN Yopnynon. Edv mapatnpodviot
opaTd copatidw, BoiepdTnTa 1| ATOYPOUOATIGHOG, TO TPOIOV dEV TPEMEL VAL YPTGLLOTOLELTAL.
. XuvdEoTe TN GUPLYYO TTOL TTEPLEYEL TO APULOUEVO TPOIOV GTO GOANVA ETEKTACTC KOL TNV

VIOUPIPANGTPOEISIKT IKPOKAVOLAD Eveong. To mpoidv evietal apyd LEG® TOV GOAVA
EMEKTAONG KOl TNG VITAUPIPANGTPOEIDIKTNG LIKPOKAVOLALS EVECTG DOTE VO OTOUAKPLVOOHV
TUYOV PLGOAIdES 0épal.

. O dykog tov d1a0éciov Tpog £veon Tpoidvtog emPePfordvetal péca 6T cLPLYYA,
gvbuypappifovtog to dipo Tov euPfodrov pe ™ ypauun onueimong twov 0,3 mL.

o AoV ohokAnpwbei n varogidextoun, to Luxturna yopnysitot pe vropeiPAnoTpoldikn éveon
YPTCULOTOIDOVTOG EUTOPLKE 100U VIOUPPANGTPOEIIKT KAVOLAL EVEGNG TOV EIGHYETOL
HEC® TOL AKTIVMTOH KOKAOL Tov 0pBaipov (pars plana).

o Y dpeon ontikomoinsot, To GKpPo TG VTAUPPANGTPOEDIKTG Kvovlag Eveong TorobeTeitol
EQUTTOLEVA OTNV EMPAVELD TOV apEIPAnctpoedovs. H cuvietouevn Béon éveong Ppicketan
KOTO KOG TNG VM QyYELOKNG ayidag, 6€ amdGTAGT TOVAGYIGTOV 2mm oo TO KEVTPO TOV
BoBpiov. Evietar pe apyd puBud pkpn mocdtra tov mpoidvtog péxpt va mapotnpndet pio
OPYIKN VIEOUPPANCTPOEIIIKN POVGKAAN KOl GTI GUVEYELX, O VITOAOLTOG OYKOG EViETAL OPYA
uéxpt va mapacyedei cuvolkn tocdtta 0,3 ML (Ewova 1).

Ewéval Axpo g vmap@ipincTpoeiknig Kavovias £veons mov TorodeTeitol evrog g
GUVIGTAOUEVI|G TEPLOYNGS £VEDS (OTTTIKT] YOVid YELPOVPYOV)

Yroppipinotpoetdiciy
KAVOLAQ Eveong
ZUVICTONEVN TEPLOYT
£veong

o Kotd v oAoxkAnpmon g £veong, 1 VTOUEPANGTPOEIIKT] KAVOLAQ £VESTC OPAIPEITOL OO TOV
opOoduo.

. [payunatomoleitatl avtailoyr VYPov-aEPA, ATOPEVYOVTAG TPOGEKTIKA TNV JAPLYT VYPOV KOVTH
GTNV TOUT TOV AUEIPBANGTPOEIS0VC, 1) OTTOIC TPOLYLOTOTOLELTAL Y10, TNV VITAUPLBANGTPOEISIKT
éveon.

. EeKva apécms TomofETnon e KEPAANG og VITIo B0 KaTO TNV UETEYXEPTTIKT TEPI0dO0 KO

Katd v €000, o1 acbeveic Oo Tpémetl va cupPoviedovtal vo avamadovial o€ vrtio 0€on 660
70 duvaTd TEPIGGATEPO Yo 24 dpeC.

Metd v éveon|, ToXOV ayPNOLOTOINTO TPOioV TPEMEL va amoppintetal. H epedpikn cuptyya
dev umopel va drtatnpnbei. Avatpé€te otig Katd toémovg kotevhuvtnpleg odnyieg froacpdaietog
OV 1GYVOVV Y10 TV ATOPPIYT TOL TPOIOVTOC.
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