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IEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

OZURDEX 700 puxpoypoppdpia evooborlmoeg EUPUTEVIO G GOGTILLO EQAPUOYNG

2. HOIOTIKH KAI MOXOTIKH XYNGEXH
‘Eva gpeitevpo mepiéyel 700 pkpoypoupdpro, de&ouebaldvng.

IMa tov TAfpn kaTdroyo TV ekddywv, PA. Tapdypopo 6.1.

3. DOAPMAKOTEXNIKH MOP®H
Evdoiolmodec euputevpa 6 cOGTNUO EPOPUOYNG.

2VoKeLN €veEDNG piag ¥pNOoMNGS, TOL TEPIEXEL EVaL ELPVTEVHO GE GYNLLA PAPSOL TO omoio dev etvor 0paTo.
O1 daotdoelg Tov epELTELIOTOC Eival Tepimov 0,46 mm 1 SLAUETPOC Kot 6 mm TO UAKOG.

4. KAINIKEX IIAHPO®OPIEX
41 OgpamevTikég gvosicerg

To OZURDEX egvdeikvotot yio Ogpomeio evnhikov aclevov pe:

e ontikn Swtapayn AOY® dafntikod odnpatog g oypas kniidag (DME) mov givat
YELOOPUKIKOL 1} TOL Bewpeitan OTL AVTATOKPIVOVTOL OVETAPKAOC 6TN Bepameio e un
KOPTIKOGTEPOELDN 1| eV gival KaTAAANAOL Yo Bgpameia LLe U] KOPTIKOGTEPOELON

e oidnua g ypdg KNAdoS eite HETA Ao ATOPPOEN TNG KAASIKNG AUPPANCTPOEOIKNG PAEPOS
(BRVO) eite petd amd andepaén g kevipikng apeipinotpoetdikng eAéfag (CRVO)

e  @Aeypovn| Tov omicBiov TuNpaTog ToL 0PBAALOD 1 ool TAPOVSIALETAL OC LT AOMONG
payogditida (PA. Topdypogo 5.1).

4.2 Aocoroyia Ko TPOTOS YOP1YNONS

To OZURDEX mpénet vo, yopnyeitotl amd €10tkevpévo ophoipiotpo pe umeipio ot deEaymyn
EVOOVAA®ODY EVEGEMV.

Aocoroyia
H ocvvietdpevn doon eivar éva epgpotevpa OZURDEX yia evooiaimdon yoprynomn otov ennpealopevo

000aALl. Ag cUVIGTATOL TOVTOYPOVN XOPTYNON Kot 6TOVS 81O 0pOuAoVg (PA. mapdypapo 4.4).

DME

®a pémnet vo eEeTAOTEL TO EVOEYOUEVO EMAVAANYNG TNG BEPUmEVTIKNG y®YNG o€ aeBeveic mov Elafav
OZURDEX kot Tapovsiocay apytkn omdkpion Kot ol 0roiot, KaTd TV EKTIUNGT TOL YLoTpov, Unopel
v @QEANB0VV amd TNV ETAVAAYT TG BEPATEVLTIKNG aymYNG ¥®Pic va ekteBodv o€ onuavTikd
Kivouvo.

Emavédnym g Oepomevtikng aywyng pmopel va yivel petd and mepimov 6 punveg av o acbevig
TOPOVOLACEL PHEIMUEVN Opaon Ko adENGT TG AUEIBANCTPOEIIKAG TAYLVOTC, OQEIMOUEVT OE
VROTPOTALOV 1| EMOEVOVLEVO JafNTiKO oldnua TG ®YPas KnAidag.

Ocov apopd to DME, pog 10 mapdv dev VIdpyEL EUNEPIQ OO TNV OTOTEAEGLOTIKOTNTO 1] TNV
UOQAAELD, ETOVOLAUPAVOUEV®VY YOPTYHOEDV TEPIGGOTEPWOV TOV 7 EUPVTEVGEWDV.



RVO ka1 payoeiditido.

®a pénet va EeTaoTEL TO EVOEXOUEVO EMAVAANYNC TNG 0O0TG AV oNUEI®BEl amdKPIoN TOL 0GBEVOLS
ot Bepaneia, axoAovBovpEVN A0 ATOAELN GTIV OTTIKY 0EVLTNTO KOL OV, KOTE TNV EKTIUNGT) TOV
Ywtpov, 0 aclevic pmopet vo opeAnBel and v emavaAnyn g OepamevTikng aymyng xmpic va
extebel og onuavtikd kivovvo (BA. Tapdaypogo 5.1).

e aoBeveig mov gppavifovv kot d1atnpovv PeATiopévn 6pacT, dev TpEnet va, emavainedel n
yopnynomn g 66one. e acbeveic mov eppavifovv emdeivoon tng dpacng, 1 oroia dev emPpoadvvetan
a6 to OZURDEX, 6gv mtpénetl va emovoinebei n yopiynon mc d0omng.

IMa ) gopNynon emavaAnTTKig dOONG GE SIUCGTHIOT IKPOTEPQ TOV 6 UNVOV, DTAPYOVY LOVO TOAD
TePLOPLoUEVEG TANPOQOpies (PA. Tapdypapo 5.1).

IMo TAnpogopieg oeTIKA LEe TNV TPEYOVGO EUTELPIN MG TPOG TNV OCPAAELN TNG EMAVOAAUPAVOLEVTG
YOPNYNONG TEPAY TV 2 EUPLTEVUATOV GTN U1 AOUDIN poryoeditida Tov omich1ov TUAHOTOG Kot 6TV
amoepasn g oUEPANCTPOEdIKNG PAERAC, PA. Tapdypapo 4.8.

Metd Vv éveon, ol aoBeveig mpémel va TopakolovLOoVVTaL, MOTE VO VITAPYEL 1] OLVATOTNTO EYKOIPNG
OepamenTiKng aymyng o€ mepinTmon Tov eppavictel Aoipwén 1 ovénuévn evooeddipia mieon (BA.
napbypapo 4.4).

Eiduoi whnBvouor
Hlxiouévor (>65 etiv)
Agv amonteiton Tpocappoyn e 60om¢ Yo NMKIwHEVOLS acbeveis.

Neppikn ovolertovpyio.
To OZURDEX d¢ev éxet peletndet oe aoBevels e veppikn oucAeitovpyio, GTOGO OV OMOITOVVTOL
€101KEC TPOPAEWYELG V1o 0LTO TOV TANOLGUO.

Hraztikn dvolertovpyio
To OZURDEX dgv éxel ueretnei og acbeveig pe nrotikn Suehertovpyia, w6TOC0 OEV AmAITOVVTOL
€101KEC TPOPAEWYELG V1o 0L TO TOV TANOLGUO.

THoudrorpixog ninQvouog
Agv vrdpyet oxetikn ypnon tov OZURDEX otov moudatpicd minbououd pe
o JoPnTikd oidnpa e oypds KnAidag
e oidnuo TG OYPAS KNAISOC TOV TPOKVTTEL EiTE HETA O AMOPPUEN TNG KAUSIKNAG
apepinotpoediknc eAEPag (BRVO) 1 andppan g kevipucig apePAnotpoetdikng AEPIS
(CRVO).

H acpdien koar amotereopatikcodtta tov OZURDEX yia tnv avTipetdmon g payoeditidas otov
T TPIKO TANOVGUO dev Exovv akdpo TekunplmOel. Aev vdpyovv dtabécipa dedopéva.

Tpomog yoprynong

To OZURDEX sgivai éva evooholmoeg ep@OTELLO UG ¥PNONG 6€ GOOTNLO EPAPUOYNG, LOVO YLl
€vOoLOADON yoprynon.

Kdabe chompo epappoyng puropei va ypnoytoroindet yia tn Oepamentikn aywyn evog Hovo o@OaApon.

H éwadikacio tng evooiarmoovg Eveong Ba mpémet va dteEdyetal oe eheyyOUeEVES donmTeg cLUVONKEC
7oV TEPIAAUPAVOUV T YPTOT) ATOCTELPOUEVAOV YOVTIDV, OTOCTEIPOUEVOL HATIO KOt
OTOCTEPMUEVOL JUGTOAEN PAEPGP®V (1] aVTIGTOLYOV).

Oo mpénet vo (noei amd tov aoBevi va Aapavel Lovog TOV aVTIUKPOPLUKES GTAYOVES EVPEOG
QacpaTog, kodnuepva ent 3 nuépeg mptv Kot petd and kabe éveon). [pwv amd v éveon, 10
eploPOolkd dépa, To PAEPAPO KoL | 0OPOOAUIKT ETLPAVELD TPETEL VO, ATOALUOVOODY
(XPMOWOTOUDVTAGC, Vi TOPASELY O, OTOYOVES 1dd100Y0v SrodvpaTog ToPddvng 5% otov emmepukoTa
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OTMG £YIVE GTO TANIG10 TV KAWIK®Y doKiumv yio TV £ykpton tov OZURDEX) kot Oa wpénel va,
yxop1nyNnOel enapkég TOMKO avoncONTIKO. AQAPESTE TV CAOVULVEVIH GVCKEVOGTO 0O TO KOLTI Ko
eketdote edv givar kateotpapupévo (BA. Tapdypago 6.6). 11 GUVEXELN, GE ATOGTEPMOUEVO TEDTO,
avoi&te TNV GAOLUIVEVIO CLGKEVAGIO KOl TOTOOETNGTE AmOAd TO GUCTNUA EQOPLOYNG OE EVal
OTOGTEPMUEVO di0KO0. APAPECTE TPOCEKTIKA TO KAAVLLO 0Td TO GUCTNUO EPOUPHOYNE. APOD
ovolEete TNV AAOLVEVIO. CLOKELAGIN, OO TPETEL VAL YPNGILLOTOMGETE OUESHOS TO GVOTN O

EQAPUOYNC.

Kpatiote to cuotnpo epuproyng 1e 1o £va xépt kat tpafnéte  yAottida acpaieiog dote va Pyst
oo TO GUOTNUA EPOPLOYNG. ATOPUYETE GLGTPOPT| 1| OTPEPA®ON NG YAwTTid0c. Me T Ao&otoun g
Belovag Tpog ta endvm kot o€ avtifetn katevBuven and 1o orAnpd yrTdva, Tpombnote TN PeAdva
nepimov 1 mm €vTOC TOL GKANPOV YITMOVO KO, GTI GUVEYEL, 0vVaKOTEVOOVETE TPOC TO KEVTPO TOL
0PBOALOD, EVTOG TNG KOTAOTNTAG TOL VAAOEIDOVG CAOUATOG, HEXPL T OMKT GIAIKOVNG Va Bpet avTioTao
otov emnepukota. [liEote apyd To KOLVUTL TOL EVEPYOTOMTY] LEYPL VO OKOVGTEL O YOPAKTNPLOTIKOG
Nyog k. [Ipwv amocvpete T0 GVGTNUA EQOPLOYNS ard TOV 0@BaAud, Pefarmbeite 6T TO KoLUTL TOV
gvepyomom £xel motn Ol Léypt To TEPUA KOl OTL EYEL GLVAPUOYN UE TNV ETXLPAVELN TOV GUOTNHUATOG
epapuoyns. Apopéote  Perdva mpog v o katedBuVoT TOL YPNCUOTOONKE Y1 TNV EIGAYOYT
GTO VOAOELDEG GMLA.

IMo 0dnyieg oyeTKd pe TN yopNyNoMN ToL EVOOVAADIOVS ELPVTEOHATOS, PA. Tapdypapo 6.6.

Apéomc petd v éveon tov OZURDEX, ypnoiponomote Eupesn opBoinockodnnon 6to
TETAPTNUOPLO TNG EVEOTG Yo va emPePaumaoete O6TL 1 eppOTEVSOT NTOY EMTVYNG. O evtomiopdg ivan
duvaTOg GTNV TAELOVOTNTA TV TEPIMTAOCEMV. XTIG TEPITTAOGELS TOV dEV £ival SLVATOG O EVIOTIGUOG
TOV EUPVTEDLOTOC, TAPTE LU0, ATTOCTELPOUEVT] UTOTOVETA UE PapPdKt Kot TEGTE EAAPPA TO GNUEID TNG
£€VEOTG Y10 VO ELOOVICTEL TO EPPVTEV L.

Metd v evoobarmon veon, 1 Bepamevtikn aywyn Tov acfevdv Ba mpénet va cuveyloTel pe
AVTYIKPOPLoKO EVPEDG PAGLOTOC,

4.3 Avtevésitelg

o YrepevoioOnoia 61 dpactikn ovcia 1} o€ KEmolo amd to £KO0Y TOV AVAPEPOVTOL GTNV
Topaypapo 6.1.

o Evepyn 1 evdeyopevn opBaipixn 1 teplo@Boipikn Aoipnmén, copumepthapufovouévoy Tov
TEPICCOTEPOV UKDV VOOT|LATMOV TOV KEPATOELOOVG YLTMVA KL TOV EMMEPVKITA, OTWS EVEPYO
emONALOKT KEPOTITION OTAOD EpTNTa (dEVOPLTIKY KEPOTiTION), daplaiitida, avepoPproyid,
AOWDEELG 0o LuKOoPaKTNPidIo Kot LUK TIOCELS.

. [Ipoympnuévo yhavkmpa mov dev umopei va eEleyyDel emopkdg LOVO e POPUAKEVTIKY
TPOIOVTAL.
o A@axikovg o@Baipovg pe pién oto omicOio mTepLpaKio Tov Pakov.

o OpBolpovg pe evoopard tpocsdiov Barduov (ACIOL), evéopoko e 1p1dikn 1| SI0CKANPIKA
otpiEn Kot pRéEN 610 omicH10 TEPIPAKLIO TOV POKOV.

4.4  E1dwkég TPOEIOOTOUGELS KOl TPOPVAGEELS KATE TN Y p1io

O1 evéoelg Tov yopnyobvtal EvOoioAmdmg, cuurepiiappavopévay tov evécewv ue OZURDEX,
UTOPOVV VO GUGYETIGTOVV LE EVOOPBaANiTION, EVOOEOaALLL PAeyYHOVT, cvENpEVN eviopBdA e Tieom
KOl O0TOKOAAN OGN TOL auUPPANGTPOELdoVG. TTpémet va ¥pNnGoIomTo1ovVTaL TAVTO, KATUAANAES GONTITEG
TeyVikég éveong. Emmpdobeta, o acbeveic npémet va maparkorlovBodvtat PeETd TV £VEST], DGTE VA
glvar dSuvartn 1 Eykopn BEPUTELTIKN AVTIHETOTIOT G TEPIMTM®ON EUPAVIONG AoipwENg 1 avénuévng
gvdopBdlog Tieong. H mapakorlobOnon umopei va amoteleitor amd EAEYY0 adTmONg TG KEPUANG
TOV OTTIKOV VEDPOL AUECHG UETE TNV €veaT], TovouéTpnon evtog 30 Aemtdv amd TV €VEoT Kol
Blopikpookodnnon peta&d dVo Kot EXTA NUEPOV Amd TNV EVEST).



X1ovg aobeveic Tpémet va 0000V 0dNYieg Yo TNV Avaeopd TUYOV CUUTTOUAT®VY TOL UTOPEL Vi,
VTOONADVOLY gVOOPBOAUITION 1] KATO10 Od T TPpOoavapePOLEVO cLUPBAvVT Y®pic kabvoTtépnon, m.y.
wovog Tov 0pBaiuov, Bapmr 6pacn kAT, (BA. Tapdypago 4.8).

O)ot o1 acBeveic pe pHEn oto omicHo TEPLPAKIO TOL PAKOV, OTMC 01 aGBeVELg e avmpLaAio TOV
onicOiov akov (7.3, Aoym enéuPacng katappdictn) H/kal pe dvoryua g iptdog Tpog TNV LaAOEN
KOWOTNTA (.. AOY® 1POEKTOUNG), E 1 YOPIG IGTOPIKO EKTOUNG VOADIOVG COUATOS, SLOTPEXOVV
Kivouvo UETATOTIONG TOV EUPVTELUATOC 6TOV TTPOGHio OdAapo. H petatdmion tov epeuteduatog otov
Tpoco BdAapo pmopel vo 0dnynoet o€ oidnua Tov kepaToeldovs. To gupévov Paptac Lopeng oionua
TOV KEPOTOEWOOVG pmopel vo e&elybeil og avdykn yio petapdoyevor kepatoedois. Extdg taov
aoBevdv atovg omoiovg To gpeuTeLH avtevoeikvuTal (BA. Tapdypapo 4.3), 6Tovg 0ToioVE TO
OZURDEX b¢gv mpémetl va ypnowomoteitar, 1o OZURDEX mpémet vo ypnOUOTOIEITOL UE TPOGOYT Kol
UOVO KATOTV TPOGEKTIKNG AEI0AGYNOTG TOV KIVOOUVOV Kot TV opelmv. Ot acBevelg avtol tpémet va
TopoKoAovOovVTAL 6TEVA OOTE va €lvar dSuvaTth 1 £YKopn SIEYVMoT| Kot OVIILETMTICT TNG
UETOTOTIONG TG CLGKELNG,.

H ypnion koptikootepocddv, cupnepirapupavopévov tov OZURDEX, umopet va tpokaiécet
katappakte (cvumepiappavouévav onicOimy vrokdyiwv kotappaktdv), avénuévn EOIT,
YAUDKOUO OPEIAOLEVO GE XPNOT| GTEPOEODV KO UTOPEL VOl EXEL WG OTOTELEG U OEVTEPOYEVELG
0POOAIKEG AOUDEELG.

211c KMvikég peléteg ddpketag 3 etav yio 1o DME, to 59% tov acbevav pe pakiko vid e&étaon
0pBaApo mov érafav OZURDEX vrofinOnke oe enépPaon katappdktn otov vnd e£€toom opdaiud
(BA. mapaypago 4.8).

Metd Vv TpdTN £VEST, 1| GLYVOTNTO EUPAVIOTG KOTAPPAKTY PaiveTal va eivol vynAdtepn o€
aoBeveig pe un Aotuddn payoetditida Tov omichiov TUNHATOG G GUYKPLON LE TOVG acBevels e
BRVO/CRVO. ¢ khvikég peréteg BRVO/CRVO, o katappdktng avaeépdnke ouyvotepa and Tovg
aoBeveic e paxikd evoopakd mov voPARdnKav oe debtepn Eveon (BA. mapdypopo 4.8). Movo 1 and
Tovg 368 aoBeveig ypeldoTNKE YELPOVPYIKT EXEUPOCT] KOTAPPAKTY KATA TNV TPATN BEPATEVTIKY|
ayoyn kot 3 and toug 302 acbeveic Katd T devTEPT] DEPATEVTIKT Ay®YN. XT1 HEAETN U AOUDOOVG
payoeditidag, 1 amd toug 62 eaxikovg acbeveic vaefANON oe yePoLPYIKN EXEUPAOT KATAPPAKTY
HETA amd pio éveon.

O emmoAac oG apoppayiog Tov EmmePLKOTH 6€ acbeveig pe un Aomon payoeditidoa Tov onichiov
TUNUOTOG QoiveTal va elvat VYNAOTEPOG Ge cOYKplon pe toug acbeveic e BRVO/CRVO «air DME.
Av10 Ba popovce va amodobel ot dtadikacia Eveong evOoaA®OMG 1 STV TOVTOYPOVT] ¥PNoN
TOTIKMV 1)/K0OL GUGTNUOTIKMOV KOPTIKOGTEPOELOMV 1) 1] GTEPOEDDV AVTIPAEYLOVOODY PapUiK®V. Agv
amorteiton OgpamevTikn oywyn kabmg vTapyel avbopunT emilvon.

Onwg avapévetar pe v opBoipukn OepamevtiKy aymyn Le 6TEPOELON Kot EVOODOAMOELS EVEGELS,
umopel va onuetmbovv avénoeig oty evéoedaiina mieon (EOIT). H avénon oty EOIT eivan katd
KOvOVOL AVTILETOTIoUN pe eapuaka yio ™ peiowon g EOIT (BA. mapdypago 4.8). And tovg acbeveig
ov gpeavicay avénon oty EOIT >10 mmHg ce oyéon pe v apyiki Ty, 1o HeyoADTEPO TOGOCTO
eupavice avt v avénon oty EOIT peta&y 45 kot 60 nuepadv petd v £veon). ZUVET®G,
ave&aptnto amod v apykn T g EOIL amaiteiton taxtiky topakoiovdnen g EOIT kot tuydv
avénon otV TN TNG TPEMEL VAL OVTILETOMTIGTEL KATAAMNAN LETA TNV £VEDT), OTTMC givor amapaitnTo.
Ot aoBeveic nlkiog kdTm Tov 45 eTdv pe oldnuo g oypds KnAldag LETd amd andepacn g
aUPPANCTPOEIOIKNG PAEROG I LE GAEYUOVT] TOV OTicO10V TUNUATOG TOV 0PHAALOD TOV EKONADVETIL
®G UN Aotumdng payoetditida, £xovv meplocdtepeg mhavoTNTEG VO gppavicovy awénoelg otnv EOIL

H ypfion xopticootepoetdmv TpEMEL va YIVETOL LE 10101TEPT) TPOGOYT| G 0GOEVELG TOV £XOVV 1GTOPIKO
0POOAUIKNG 107EVOLG AOTU®ENG (TL.). aAmAOG EpTNTAG) Kot OV TPETEL VAL (PNCLOTOLOVVTOL GE
TEPIOTOTIKG, EVEPYOD amAoD 0POuAIKOD £pmnTO.



H acedieta ko 1 amoTeAeoHOTIKOTNTA THG TOVTOYpOoVNG xopynons tov OZURDEX kot otovg 600
000G Oev £xovv peAeTnOel. XuveEnMC, O GLVIGTATOL TAVTOYPOVT] YOPYNON Kot 6TOVS OHO
opBoApove.

To OZURDEX d¢ev éxet peletndet oe aobeveig pe oidnuo g oyxpds kniidag HeTd amd andepoin e
auepAnotposidtkng eAéBoc (RVO) pe onpovtikn apeiBAnctpostdikn woyoipio. Zuvenmg o
ovviotdrol 1 yopnynon tov OZURDEX.

Y11c peréteg @aong I diepsuviOnke meplopiopévog aptOuog atdpmy pe daPnt tomov 1 kot
anokpion oto OZURDEX c¢ avtd to dropa dev ToV GNUOVTIKA SIAPOPETIKT| OO TO, ATOO EKEVA UE
Swaprytn tHmov 2.

Ymv RVO, avtumkrikn aymyn xyopnynbnke oto 2% tov acbevav mov éhapav OZURDEX. Agv
avaépnKay aoppayIkES avemBounteg evépyeleg o€ antols Tovg acbeveic. Zto DME, avtimmkrikn
ayoyn xopnynonke oto 8% tov acbevav. Ocov apopd Tovg 0obeveic Tov EAaPav aVTUTNKTIKY oy®yn,
1 GLYVOTNTO CLULOPPAYIKDV AVETIOVUNTOV EVEPYEIDV NTAV TAPOUOLD, LETAED TNG OUAOG TOV
OZURDEX ot g opédag gikovikng Oepamentikng aymyng (29% évavtt 32%). Ocov agopd Toug
acBeveic mov dev Elafav avTImNKTIKN aywyn, To 27% v acbevav mov lafav OZURDEX avépepe
LLOPPOYIKEC avemBouNTEG EVEPYELEC GE GUYKPLoT HE To 20% otV Opddo EIKOVIKNG OEPUTEVTIKNG
ayoyns. Meta&d tov acbevav mov Elafav OZURDEX, aipoppayic Tov vaAogd00¢ GOUOTOS
avapepinke oe LYNAOTEPO TOGOGTO GE ekEIVOLS ToL Ehafav avtimnkTiky aywyn (11%) oe cVykpion
ue Toug acbeveig mov dev Elafov aviunktikny aywyn (6%).

e KAmo10 oTAd10 KATA TIG KAWVIKEG HEAETES, OE TOGOGTO £mG T0 56% TV acbevmv, ypnoiomombnkay
OVTLOUOTETOAOKA QOPLOKEVTIKA TPOTOVTA, OT®S 1 KAOTS0YpEAT. MeTald twv aclevav mov éhapav
TOVTOYPOVA KOl OVTLOUUOTETUALOKA QOAPIOKD, OLUOPPOYIKES AVETIOOUNTESG EVEPYELEC OvVaPEPONKAY GE
EAPPDS VYNAOTEPO TOGOGTO GTOVS acbevelg atovg omoiovg yopnyndnke OZURDEX (éwg 29%) oe
oUyKplon pe Ty opdda ekovikig Bepamevtikne aymyng (€wg 23%), aveEaptNTeg TS EVOEENG 1} Tov
apBpov tov ayoymv. H mo ouyvi atpoppaytkn avemiBountr evépyeilo Tov avapépOnke RTov 1
apoppayia Tov emmepukoTa (mg 24%).

To OZURDEX 6a npémetl va ypnoylonoleital pe Tpocoyn o acbeveig mov Aapfavouy avTimnKTiKa 1)
OVTIOUOTETOALOKA QUPLOKEVTIKA TPOIOVTAL.

Onticn dwtapayn

Ontikn drotapayn wropet vo avagepbel e T (PO CLOTNLATIKAOVY KOl TOTIKOV KOPTIKOGTEPOELODV.
Edv évog aoBevig mopovctdcel GuURT®OTO OTTMG o 0pacn 1 GAAES OTTTIKES SLOTAPAYES,
e€etdote 10 evOgYOUEVO OEIOAOYNONG TOV TOUVAOV AITIDV, Ol OTTOiEG UTOPEL va TEPILOUPAvVOLY
KOTOPPAKTY, YAOUK®UA 1 OTAVIEG VOGOUG, O™ KEVIPIKT 0pdhdN YOPLoaupiBAncTposidonddsia
(CSCR), mov éxovv avapephel PeTd T xPNON CLOTNUATIKOV Kol TOTIKOV KOPTIKOGTEPOELODV.

4.5  AMremopaosig pe GALa QUPROUKEVTIKG TPOTOVTO KUl GALES popPEg aliniemiopaocng

Agv &govv mpaypotonoOel peAéTec oAANAETIOPAGEWDY.
H ocvoetpatikg amoppoenon sival EAGyIoT Kot OV AVOUEVOVTOL CAANAETIOPACELS.

46 TovipétnTa, KOON KOt yolovyia

Eyxvpocivn

Meléteg oe {da £govv deilel TepaToydVo dpdom LETA amd Tomikn opBaiuikn xopriynon (PA.
Tapypoeo 5.3). Agv vdpyoLvV ETAPKT OESOUEVO A0 T YPTION EVOODAAWDIDS YOPTYOOUEVNS
de&opebaldvng oe £ykveg yovaikee. H paxpoypovia GUGTNOTIKY OEpOmEVTIKY ay®Yn 1e
YAVKOKOPTIKOELON KATA TN SLAPKELN TNG EYKVUOGVUVIG ALEAVEL TOV KIVOUVO Yo VOO TP
KaBvoTEPNON AVATTUENG KOl ETVEPPLOLOKT] OVETTAPKELD GTO VEOYEVVITO. ZVUVETMG, TOPOTL 1
ovotnpatikn ékBeorn ot de€apebalovn avapévetor TOAD YOUNAN LETE TV TOTKT EVO0QOaiLa
Oepamevtikn aywyn, o OZURDEX dgv mpénetl va ¥pnoUomToLEiTol KOTA TN SIUPKELN TNG EYKVUOGVVNG
eKTOG €0v To TBAVO 6PeAOG dikaodoyel Tov TBavo Kivouvo yia to Euppvo.
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Oniocuog
H de€apebaldvn amexkpiveral oo yodo. Agv avopEVETAL VO VTAPYOVY EXMTAOCEL 6TO Todl AdY® NG

0000 YOPNYNOTG KOl TV CUGTILOTIKAV EMMESMV OV TPOKLIITOVY. Q0T060, To OZURDEX 6¢
GUVIOTATAL KOTE TNV OdpKELD TOV BNAAGLOV €KTOC EGV €ival OTOALTA OTOPOLTITO.

Tovuotnta
Agv vrapyovv dtabEcipo dESOIEVA Yo TN YOVILOTNTA.

4.7 Emopacelg 6Ty tKavOTTO 001]YN61)G KOl EIPIGHOV POV T®V

To OZURDEX &vdéyetar va, €yl LETPLO. ETIOPOOT) GTIV IKAVOTNTA 00TYNONG KL XEPICUOD UNYAVAOV.
Ot acBeveic pmopel va gpepavicovy mpocwpivd peiopévn 6pacn aeod Adfovy OZURDEX pe
evoovaAmon éveon (PA. mopdypao 4.8). Aev Bo TpEMEL VoL 001 YIGOLV 1) VAL XEPIGTOVY UMY OV LLOTOL
uéypt va emtivbel avtd to TpoOPAN L.

4.8 AvemOvpunteg evépyeleg

2HvVoyn 1oL TPOPiA 0cOAAELNG

O1 1o LY VA avVOEEPOUEVEG AVETIODUNTES EVEPYELEC TOV OVOPEPOVTOL LETE TN BEpATEVTIKY Olywyn e
OZURDEX &ivat gketveg mov mapatnpodvtal cuyvda Le Ty oBoiLukh Bepamevtikng aywyn He
o1ePoeIdn N ue Tig evéobolmoeig evéoelg (awénuévn EOII, avantuén katappaKtn Kol aipoppoyio Tov
EMTEPVKOTA 1) TOV VAAOEIBOVC COUATOC, AVTIGTOLY).

211 MyOTEPO CLYVE AVOPEPOUEVES, AALA TTLO GOPapES, avemBounTteg evépyeleg mepthapufdvoviot
£vo0oPBoAUiTION, VEKPOTIKT] OUPIPANCTPOESITION, ATOKOAANGT) TOV AUPIPANGTPOEIBOVG Kot pREN TOV
apOPANGTPOELSOVG.

Me e&aipeon v ke@aiadyla Kot v NKpavio, dev TAVTOTOWONKAV CLGTNUOTIKES aVETOVOUNTES
gvépyeteg pappaxov pe t ypnomn tov OZURDEX.

KoatdAoyog avemBountmv evepyeudv 6€ Hopon| wivako

O avemBOuntec evépyeiec mov Bempeitar 6t oyetiovron pe ™ Bepamevtikn aywyn ue OZURDEX
a6 TG Khvikég dokipég Paong 1T (DME, BRVO/CRVO kot payoeditidn) kot ommd avbopunteg
avaQOpPEG TOPOLGLALOVTOL GTOV TOPUKAT® TIVOKa, 0V KATnyopio 0pyavikoh GUGTILOTOC KOTA
MedDRA kot Bdoet tng axoiovdng cuvOnkng:

IToAv ovyvég (> 1/10), ouyvég (=1/100 émg <1/10), oyt ovyvég (=1/1.000 £émg <1/100), omdvieg
(>1/10.000 £w¢ <1/1.000), TOAD omavieg (<1/10.000). Xe kdOe opado cuVOTNTOC, Ol AVETIOVUNTES
gvépyeteg mapovotdlovral o€ celpd pdivovoag coPapdtntog.



ivakog 1 Avem@ounteg evépyeieg

Katnyopia opyavikov YuyvotnTa AvemOOuntn evépysro
GUGTILOTOG

Alotapoyéc Tov veupukoy | GLYVEG Keporaryia

GUOTNALOTOC
OY1L GLYVEC Huupavia

OpBarpiéc droTapayéc TOAD GUYVECG Evdopbdiia migon auEnuévn™*, Katappaktnc**,

ooppayia Tov ETTEQUKOTO*

oLYVEG OpBoiLuKn VIEPTACT), KATOPPAKTNG VITOKAWY10G,

OLLOPPAYIC TOV VOAOEIOOVG COUATOSH ™, OMTIKY
o&vra petopévn®, ortiky datapoyn,
OTOKOAATGT] TOL VOAOELDOOVG CAOUATOGH,
eEWPOLOTA TOV VAAOEIBOVS CAONOTOCH,
BoLepdTNTEC TOV VAAOEIOOVE COUOTOCK,
PArepapitida, TOVog Tov 0POAALOV*, poTOYin*,
oildN o ToL EMmMEPLKOTA*, VITEPALLLIO, TOV
emmeQLKOTA™®

YAADKOUO, 0TOKOAANGT TOV AUPIPANCTPOEBOVG*,
pPNEN oV apPPANGTPOEDOVCH, LTOTOVID TOV
oPBoApov*, pAeypov Tov Tpochiov Boddpov*,
KOTTOpO/EpUONUATA TOV TPocBiov Boddpov*, un
QLGLOAOYIKS aloONU oTOV 0PBUALG™, KVNGLOG
PBre@dpwv, vepatio Tov GKANPOY yrTdvo*

0L GLYVEC Nekpotikn apgipinctpoeditido, evéopOaipitida™,

Ievikég dratapoyég Kot oY1 GLYVEC Metatomion cvokevng* (LETAVAGTELGON
KOTOOTAGELG TG 000V EUPLTEVUATOG) LE 1 Y®PIG OION U TOV KEPAUTOELOVG
xopnynong (BA. emiong mapdypogo 4.4), emmhokY| E1G0YMOYNG

NG GLUOKEVNG LLE AMOTEAEGLO KAKWOOT) TOV
0POoAUIKOV 16TOV* (eQaAuEVT) TOTOBETNON TOL
EUQVTEVLATOG)

To * vrodekviel avemBOunTeg evépyeteg Tov Bewpeitot 0Tt oyetifovran pe T dtadtkooio g £veong
EVOOHOAMINDGS (1 SLYVOTNTO AVTAOV TOV AVETIOOUNTOV EVEPYELDY £ival avAAoYT TOL aplBpov TV Bepameldv Tov
yopnyobvvton).

** ¥ o vmo mPayHaTIKEG ouvONKeS HEAETN TapaTpnong 24 unvev katd T Oepomeio TOL 010NUATOG TNG
@YPag kKNAldag petd and RVO kot pun Aoyddn payoeditida mov ennpedlet o omichio Tunpa Tov opoaiov,
aUTEG O avemBOUNTEG eVEPYELEC avapEpOnKay e peyaAdTepn cvyvotnTa og acbeveic mov Elafav > 2 gvéoelg
évavtt acBevav mov Elafov < 2 gvéoelg: avantuén kotoppditn (24,7% évavt 17,7%), e£EMEN Tov KoToppakTn
(32,0% évavtt 13,1%), aproppayic Tov varoedovs omdpotog (6,0% évavtt 2,0%) kot avénuévn EOIT (24,0%
évavtt 16,6%).

TIeprypaon smdeyuévav avemBountwyv eVEPYEIOV
ArofntiKo 0idnuo. e wypac kniidog

H xhwvucn acpdreia too OZURDEX og acOeveic pe dafntikd oidnua tg oypag knAidog
a&10A0yNONKe g dVO TLYOLOTOINUEVEG, OITAG TOQAES, EAEYYXOUEVES e EIKOVIKT BEPATEVTIKT Oy(YN
peréteg @aong 1. Kot otig 600 peléteg toyaromomdniay kot Erapov OZURDEX cuvolikd

347 acbeveig evd 350 acbeveic Erapav eikovikn OgpamenTiky oywyn.

Ot avemBOuNTEG EVEPYELEG IOV OVOQEPONKAY GLUYVOTEPQ, KOO® OAO TO SLAGTNLO LEAETNG, GTOV LVTTO
g&€taon 0eBurpd Tov acBevav mov Edafav OZURDEX fjtov 0o KaTappdkTng Kot ot avENUEVES TILES
EOII (BA. mapokdtw).

2115 KMvikég peléteg ddpketag 3 etav yio 1o DME, to 87% tov acbevav pe pakikd vid e&étaon
opBoApo mov éhapav OZURDEX eiye mpobepamevticd kdmoiov fabuov Boiepotnta Tov
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QOoKOV/TPOLO 6TAd10 Katappdktn. H cuyvotnta OAmv TV TopatnpodUevmy TOTOV KOTApPAKTn
(ONAadn, KaToppaKTNG PAOLMONG, KATOPPAKTNG OLOBNTIKNAG ATIOAOYING, KATOPPAKTNG TUPTVIKOG,
KATOPPAKTNG VTOKAW10G, POKOEIONG KATAPPAKTNG, KATappaKkTng) Ntay 68% ce acbeveig mov Elafov
OZURDEX «au giyov @axiko vrd eEétacn oeBolpod, Katd tn didpkeld tov Tpletov peketov. To 59%
TV acOevov pe aKikd Vo £EETACT] OPBOALO YPELAGTNKE YELPOVPYIKT EXEUPAOTN KATAPPAKTN EMG
TV TeEAgLTON EMICKEYT TNG TPLETOVG TEPLOOOV, LIE TNV TAELOVOTNTO TV EMEUPAGEDV VUL
Tpoypatomoleitan katd to 2° kot to 3° £tog.

H apywn i péong EOIT atov vmto e€€tacr opBuipd tav 1 idte kot 6Tig 000 opddeg BEpOUmELTIKNG
ayoyng (15,3 mmHg). H péon avénon amd v apyxn tiun g EOIT dev Eenépace ta 3,2 mmHg o¢
olec Ti¢ emokéyelg oty opdoa tov OZURDEX pe ) péon EOIT va @Ttavel oty ovadTOTN T TNG
otV eniokeyn Tov Tpayuatoromonke 1,5 pnva LeTd v £veon, Kal va ETICTPEPEL TEPITOL GTO.
enmimeda TG apykNG TNG g Tov 6° pva petd amod kébe éveon. H cuyvotnta kot to péyebog g
avénong oty EOII petd tn Oegpamevticn ayoyn pe OZURDEX 6gv avéndnkav pe tig
enovolopPavopeveg evéoelg pe OZURDEX.

To 28% tov acbevav mov éElafav OZURDEX napovoiace avénomn oty EOIT > 10 mm Hg a6 v
apykn T, o€ pia 1 TeplocdTepes eMokEYELS Katd T diapkela g peAétng. [lpoBepanevtikd, To 3%
TV aclevov ypeldotnke eappaka yuo ) peiwon e EOIL Xvvoiikd to 42% tov acBevov
ypeoTnKe eapuaka yio T peioon g EOIT otov v e€étacn opBodpd o€ KAmo1o 6TAd10 KOTA TN
SLIPKELN TOV TPIETOV LEAETMV, LE TNV TAEIOVOTNTO TOV 0COEVAOV VTMV VO XPEIGCTNKE TEPICCOTEPT
amod éva eappaka. H péyiom ypnon (33%) onueiddnke Katd toug tpdtovg 12 piveg kot mopEUeve o
TOPOUOL0 EMIMEDO b £TOG GE €TOC,

Yvvolikd 4 acOeveic (1%) mov édapav OZURDEX vropfAntnkav oe mapepPatikn Oepaneio 6tov vnd
g&étaon 0B yuo TNV avtipetdmion e avénong otnv EOIL "Evag acBevrg mov éhafe
OZURDEX ypeldotnke xeipovpyikn enépPoon pe toprn (TPOUTEKOVAEKTOUN) Y10 TV OVILETMOTION
g avénong otnv EOII mov opetrdtav ot ypnon otepocdmv, 1 acbevrg vroPfandnke oe
TPOUTEKOVAEKTOWT AOY® GYNUATIOUOD VdOOVE 6TOV TPOGBio BAlapo, To omoio Tapeunddle v
€KPON TOV VOATOELDOVC VYPOL odnywvtag o€ avénuévn EOIL 1 acBevng vmofAndnke e ipidotoun yo
yAavKouo kKAeoTAG Yoviag kot 1 acBevig vTofAnonie o ipidektopn AOY® XEPOVPYIKNG ETEUPOONC
katappaxtn. Koavévag acbeviic dev ypeldotnke apaipesn Tov ELPLTEVLOTOC LE EKTOUN VAADOIOVG
oMUATOG Yo, TN p¥Ouon g EOIL

BRVO/CRVO

H «hvucn aocpdiera tov OZURDEX o€ acBeveig pe oldnpa tng oypdg knMoag LeTd amd amdepoén
NG KEVIPIKNG 1 TNG KAASIKNG AUPIPANGTPOEIdIknG eAEPag Exel a&loloynbel og SO TUYAOTOINEVEC,
Al TVPAEC, eAeyyOUEVEG e elkovikn BepamevTikn aymyn peréteg @aong 1. Zvvolkd
TuyonomomOnkay 427 acBeveig yio Aqyn OZURDEX kot 426 acBeveig yio Ay €IKOVIKNG
BepamevTikng aymyng otig 0vo perétec Oaong 1. Xvvolikd 401 acBeveig (94%) mov
ToyotomomOnkay kot Elafav OZURDEX oloxifpwocay to apyikd didotnua Oepaneiog (Léxpt Tnv
nuépa 180).

Yuvolika 10 47,3% TV acbevdv epupdvice TovAdyoTov pio avemBount evépyea. Ot avemBounteg
EVEPYELEG TTOVL ovaPEPONKAY GLYVOTEPO 6TOVG acbevelg mov Elafov OZURDEX ftav 1 avénuévn
gvdo@Oala wicon (24,0%) ko 1 apoppayia tov emmepukdta (14,7%).

To wpoid avemBouuntov evepyeidv yio acbeveig pe BRVO ftav mopdpoto pe gkeivo mov
mapatnpinke otovg acbeveic e CRVO, av kot 1 GUvoMKn GuyvOTTe EUEAVIOT|S TOV OVETIBOUNTOV
EVEPYELDV NTAV LYNAOTEPN Yia TNV VIToopdda acbevav ue CRVO.

H avénpévn evdopbaipia nieon (EOIT) pe OZURDEX £ptace otnv avatotn T e v npépa 60
KoL ETEGTPEYE OTO EMMEDQ APy KNG TIUNG HEYPL TV Népa 180. Ot avéncelg oty EOII gite dev
TOLTOVGAV BEPUTEVTIKY Oy N AVTIUETOTICTNKAV LE T YP1ON QPOPLOKEVTIKAOV TPOIOVIWV TOTIKNG
xpnong v t peimon g EOIL Katd to apyikd didotpa Oepomentikic ayoyng, yio to 0,7% (3/421)
v acBevav wov Ehafe to OZURDEX ypetdomkav eneufdcelg laser 1| xeypovpyikéc eneuPaceig yio
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™V avTIHETOTION TOV ovénuévov Tiuav EOIT otov vtd e&étacm o@Baipd, 6e cOUYKPIoT LE TO
0,2% (1/423) ot0 omoio yopnynOnke ekovikr OepamevTiKny aywymn.

To wpoeik avemBouuntov evepyeidv TV 341 acbevav mov avaivdnike HeT TN de0TEPN £VECT] TOV
OZURDEX, ntav mapdpolo pe eKeivo PETA TNV TPMTN EVEST|. LVVOAIKA T0 54% TtV acBevov
eueavice TovAdytotov pia avemBountn evépyela. H ouyvotra avénuévng EOII (24,9%) fitav
TOPOLOLNL LLE T GLUYVOTNTA LETA TNV TPAOTN EVECT| KO OLOIWG EMECTPEYE GTIG APYIKES TILES LLEYPL TNV
nuépa 180 g avoyytig emtonpovonc. H cuvoAtkr cuxvotnta peavions katappaxtn oy
vymAdtepn peTd amd 1 £10¢ 6€ cVYKPIOT LLE TOVG TPMOTOLS 6 UNVEG.

Payoeiditida
H «hvun aocedrera tov OZURDEX og acBeveig e pAgypov] tov omictiov TURIATog TOV 0pBoALOD

1N omoia TaPoVSLAleTal MG UN AOUOING payoeditida, £xel a&lohoyndel o€ pio TOAVKEVTPIKY, TVEAY,
TUYOLOTOMUEVT] LEAETT).

ZuvolMka tuyotoromdnkay 77 acBeveig yio Ayn OZURDEX kot 76 acBeveic yioo Aym e1KoviKng
OepamenTikng aymyng. Xvvoiikd 73 acbeveig (95%) mov tuyatomomOnkav kot Edafov OZURDEX
oAokAnpwoay TN HeAETn 26 eBSOUAOMV.

O avemBounteg evépyeteg mov avapépnkay cuyvotepa otov VId e&€tacn oeBaANd o acbeveig mov
éhofav OZURDEX ftav apoppayia tov emumepukota (30,3%), evéoeBaipna tieon avénuévn
(25,0%) xou katappaxtng (11,8%).

Avapopd mBavoroyovueveoV avemBOUNTOV EVEPYELDV

H avagopd mhavoroyodpuevov avemBOUNT®V EVEPYELDV LETA T YOPNYNOT ASELNG KUKAOPOPIOG TOV
QOPUAKEVTIKOD TPOiOVTOG ivar onuavtikn. Emtpénet ) cvveyn mapaxolovdnomn tng oyéong
0PEAOVG-KIVOHVOL TOV QOPUAKEVTIKOD TPOTOVTOG. ZNTElTOL Amd TOVG EMOYYEALOTIES TOV TOUEN TG
VYELOVOLIKNG TTEPIBOAYTG VO AVAPEPOVY OTTOIEGONTOTE TOOVOAOYOVUEVES OVETIBVUNTES EVEPYELES
HEG® TOV €BVIKOD GLOTHUATOG OVOPOPAS OV avaypapetatl oto [lapdptnua V.

49 Ynepodocoroyia

Y& mepinToTn VTEPSOGOAOYING, 1) EVOOPOAALLN TTigon TPEmeL va, TapoKolovOeital Kot vo
avtuetoniletal, eav Kpivetal omapaitnto and 1o Oepdmovia yiaTpo.

5. DAPMAKOAOI'IKEX IAIOTHTEX
51 ®@appoxodvvopikés 1010TNTES

Doppokobepamentikn katnyopic: 0QOUALOLOYIKA, AVTIPAEYUOVDOEIC TapayovTES, KOdKoc ATC:
S01BA01

"Eyet kataodeydet 6t1 1 de&apedaldvn, £va 1Ioyvpo KOPTIKOGTEPOEIDES, KOTUGTEAAEL T GAEYUOVN
avaoTéEALOVTOG TO oidnua, TV evamdfeon wddovg, T dloppon TPLYOEDY Kot T LETAPOPE
QAYOKVTTAPOV TNG PAEYHOVAOIOVG avTidpaons. O Ayyeiakog Evéodniaxkog AvEntikdg [apdyovrag
(VEGF) eivau pia kuttopokivn mov ekepaletal o€ auénuéveg GUYKEVIPAOGCELS GTO TEPLPAAAOV

0101 LLTOC TNG WYPAC KNALdag. Evioydel onuovtikd tnv ayyelokn dwoamepatotnta. Eyel katadeybel
OTL TO KOPTIKOGTEPOELON avacsTéALovy TV Ekppacn Tov VEGF. Emmpdcheta, ta kopTikootepogidn
OUTOTPETOVY TNV ATEAEVOEPMGT] TOV TPOSTUYAAVIVDV, UEPIKES OTTO TIC OTTOTIEG £YOVV AVOYVOPLIOTEL
®¢ S0 UECOAUPNTEG TOL KVGTOELBOVG OLONUOTOG TNE OYPAES KNAISaC.

Klvikn omoteAeonotikdTNTo Kol 0CQAAELO
Aiafntiro oldonuo. e wypac kniidac

H anoteleopaticomta tov OZURDEX a&ioloynonke o 600 ToAVKEVTPUKES, SUTAL TOQALG,
TUYOOTOINUEVES, EAEYYOUEVES LLE EIKOVIKT BEPOTEVTIKN Oy@YT|, TAPAAANAESG peEAETEG didpKeLog 3
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ETOV, TOVOLOLOTLTIOV GYEJAGHOV, GTIC 0Toiec cuvupetelyay cuvolkd 1.048 acBeveig (neAéteg
206207-010 ko 206207-011). XvvoAikd toyanomomnOnkay 351 acOeveic yio Ayn OZURDEX,
347 acbeveig yio Ay de&opefalovng 350 pg kot 350 acbevelg yio Ay ekovikng OepamevtiKng

ay®yNG.

Ot acBeveic kpinkav KatdAANAot Yia exavdAnyn g OepamevTikig oywyng PAcel mdyovg Tov
AUPIPANCTPOEOVE GTO KEVTIPIKO VITOTESio >175 microns KATOTY PETPTOMG LE OTTTIKT TOLOYPOPio
ouvoyns (OCT) 1 Baoer g epunveiag tg OCT and tovg epevvnTég Yo EVOEIEEIS VTOAETOUEVOD
0101 LOTOC TOV AUPIPANGTPOEIBOVE UTOTEAODUEVOD OO EVOOUUPIPANGTPOEIOIKEG KOGTELG 1) TEPLOYEC
av&nuévng apePBANGTPOEIdIKNG ThyvVong EVTOg N EKTOC TOL KevTpikoy vromediov. Ot acheveig
ElaPav T BepamenTik| aywyn £0¢ 7 QOPES, UE LEGOOOOTILLATO OYL IKPOTEPO amd KAOe 6 punveg
nepimov.

H Bepamentikn aywyn QUECTS AVOKOVPIOTG EMTPETOTAV KATA TNV KPIOT T®V EPELVNTAOV GE
0T0100MTTOTE GTASI0 AAAG 03NYNGE GE ETOKOAOLON OTOGLPOT| OO TIC LEAETEG.

Yuvolikd 1o 36% tev acbevav mov Edafov OZURDEX diékoye T GUUUETOYN OTN UEAETT] Y10
S1popovg AGYOVG OV TPOEKLYAV KOTA TN HEAETT, GE cUYKPLon e 10 57% TtV acbevdv mov
élaPav eucovikn Bepamevtikny aymyn. Ta Tocootd dakong AdY®m avemBOUNTOV EVEPYEIDY NTOV
TaPOUOLe, LETAED TV opddmv Oepameiog kot gikovikng Oepamevtikng aymyng (13% évavtt 11%). H
SloKOTN AOY® ATOVGING ATOTEAEGIATIKOTNTOC TV XoUnAdTEPN otV opdda tov OZURDEX cg
oVvyKplon pe v opdda eikovikng Bepamevtikng aymyng (7% évavt 24%).

Ta kOpla kot Ta facicd devTepeLOVTA KOTAANKTIKE onueia Yo Tig peaéteg 206207-010 kon 011

napovctdlovrol otov [Tivaka 2. H Beltinon g dpacng oty opdado DEX700 avacyédnke and v
avamrtuén katoppdrtn. H Beltioon tng 0pacnc amokotastdinke (e aQaipecn TOL KATAPPAKTN.
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Mivakoag 2.
np60eon Yo Oepameia)

AmnoteleopoTikoTnTa oTig peréteg 206207-010 ko 206207-011 (mAnOvopdg pe

Melét Melét Meréteg 206207-
206207-010 206207-011 010 Ko 206207-
011 aBporotikd
DEX Ewovik DEX Ewovik DEX Ewovik
Kartoinktiko onpetlo 700 M 700 f 700 n
N =163 | Bepomev | N =188 | Ogpanev | N =351 | Ogpamev
TIKN TIKN TIKN
ayoYn ayoyn ay oY
N = 165 N =185 N = 350
M¢éoog 6pog péomng LETAPOANG oTNV
K}a’ualca B(;VA oe daotnua 3 41 1.9 2.9 20 35 20
etmv, mpocéyyion AUC
(ypdpporo)
T P 0,016 0,366 0,023
BCVA > BeAitioon 15 ypappdrov
Qo TNV aPYIKN TIUN GTO 22,1 13,3 22,3 10,8 22,2 12,0
€tog 3/tehevtaia emiokeyn (%)
T P 0,038 0,003 < 0,001
Méon petafoin otny KAlpaKo
BCVA ar6 mv apyun tuth oto 4,1 08 | 13 -0,0 2,6 0,4
€10g 3/tehevtaia emickeyn
(ypdpporo)
T P 0,020 0,505 0,054
Mécocg 6pog puéong petafoAng oto
YOG TOV AUPPANCTPOEDOVS GTO
kevtpikd vronedio Pdoet OCT oe -101,1 -37,8 | -120,7 -45,8 -111,6 -41,9
dtdlotnua 3 etdv, mpocéyyion AUC
(Lm)
T P <0,001 < 0,001 < 0,001

Ta kOpla kot To factKd SEVTEPELOVTO KOTAANKTIKA GNUELR Y10 TNV KON AVAALGCT] Y10, YEVSOPUKIKOVG
aoBeveig mapovsialovtar otov Iivaka 3.
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Mivakag 3. ATOTEAEGUATIKOTNTO 6E YEVOOPUKIKOVG 0.60sveic (neréteg 206207-010 ko 206207-

011 aOporoTiKG)

apeBANGTPOEBOVS 0T0 KEVTPIKO vItonedio Pdost OCT
o€ daotnua 3 etdv, tpocséyyion AUC (um)

DEX 700 Ewovum
KatoAnktiko onueio N =86 Oepamevtt | Ty P
KN ayoy
N =101
Mécog 0pog péong petafoing oty Kiipoka BCVA oe 6,5 1,7 < 0,001
dtdotnua 3 etav, tpocéyyion AUC (ypdupota)
BCVA > Beitioon 15 ypoppdtov amd v apyikn Tiun 23,3 10,9 0,024
o710 £106 3/18levToia emiokeyn (%)
Méon petofoin oty khipoka BCVA arnd v apyikn 6,1 1,1 0,004
TN oto £10g 3/tehevTain Emickeyn
Mécoc 6pog péong LETAPOANC 6TO TAYOG TOV -131,8 -50,8 < 0,001

To KOpta kot 1o PaciKd dELTEPELOVTA KOTAANKTIKA GNUELN Yior TV KON avAALGN, Yo acBeveig mov
éloPav omoladnmote Tponyovuev BepanenTikny aywyn, tapovcidlovtal otov [ivaxa 4.

IMivakog 4. ATOTEAEGROTIKOTTO 6€ 0.60EVEIS TOV APV 0TTOLHONTOTE TPONYOOUEVT
OepamevTiki] oyoyn (neréteg 206207-010 kon 206207-011 a0porotika)

DEX 700 Ewovim
KatoAnktiko onueio N =247 Oepamentt Tyn P
KN ayoyn
N =261
Mécoc 6pog péong petafoing oty kiipoxa BCVA
. g . . 3,2 15 0,024
o€ ootnua 3 etov, tpocéyyion AUC (ypdppato)
S ; . . .
BCYA > pskrtcocn 15 YPOULATOV anoo TV apyIKN 215 111 0,002
TN oto €tog 3/tedevtaia emickeyn (%)
Méon petofoin oty khipoka BCVA arnd v apyikn
, . L 2,7 0,1 0,055
TN 670 £10¢ 3/TehevTain emiokeyn
M¢écog 6pog péomng LETAPOANG 0TO TTAYOC TOV
AUPIPANGTPOEIDOVG GTO KEVTIPIKO VTTOTEDTO PhoEt -126,1 -39,0 <0,001
OCT og dudotnua 3 etav, tpocéyyion AUC (um)

BRVO/CRVO

H amotereopatikomta too OZURDEX a&toioynOnke e 00 TOAVKEVIPIKES, SIMAL TVPALGS,
TUYOLOTOMUEVES, ELEYYOUEVES LLE EIKOVIKT BEPUTEVTIKT Oy@YN TAPAAANAEG LEAETEC TTOVOLOLOTVTTOL
oYESOG 0D, OTIG OMOoieg CLUUETELYOV cuVOAIKA 1.267 acBeveic o1 omoiol Tuyatomo BN KAV Yoo Aym
OepamenTikng aymyng pe epeutedpota deEapedalovng 350 pgf 700 pg M ewovikn Bepamevtikn
ayoyn (peréteg 206207-008 kot 206207-009). Zvvolkd tuyotomomOnkay 427 acOeveig yio Aqym
OZURDEX, 414 acbeveic yio AMqyn de&ouefalovng 350 pug kot 426 acbeveic yio Ayn €IKOVIKNG
OepamenTiKng aymyNc.

Bdoel tov amotelecudtov T KOWng avaAveng, n 0epamevtikng aymyn pe EUQUTEDUATO
OZURDEX £3¢1&e 6TOTIOTIKA GUOVTIKE DYNAOTEPT GLYVOTNTO ATOKPIVOUEV®V, TOV 0pilovTal ™
ot acBevelg o1 omoiol emtuyydvouv Bertioon > 15 ypappdtov and v apykn T oty kiipoko
Kolvtepa Atopbopévng Ortucig O&Ottag (BCVA) otig 90 nuépeg petd v éveon evog
EUPLTEVUATOG, GE GUYKPLOT| LE TNV EIKOVIKT Ogpamentiky aywyn (p < 0,001).

To 1060016 TV 06HeVOV TOV TETLYE TOV TPMTEVOVTA OEIKTI OMOTEAEGUATIKOTNTAG [E PeATiOON

> 15 ypoupdtov omo v apyikn Tiun oty kAipaxe BCVA petd v éveon evoc epeuteduatog
napovctdletan otov [livaka 5. Enidpacm tng Oepamevtikng aywyng damiot®dnKe 6To ¥poviko onueio
TpMOTNG Tapatnpnong v Nuépa 30. H péylotn enidpoon tng BepamevtiKng aywyng topatnpndnike v
nuépa 60 kot 1 dapopd ot GLYVOTNTA ATOKPIGTG TV GTUTIGTIKG GNHOVTIKT], EDVODVTOG TO
OZURDEX ¢ clhykpion pe TNV €KoVIKT Oepamentikn oywyn og Kabe ypoviko onueio uéypt tnv
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nuépa 90 petd v éveon. H cuyvotnta andxpiong pe Pertioon > 15 ypoppdtov amd v apyikn T
otV Khipako BCVA cuvéyoe va etvon peyadvtepn, yo acbeveig mov éhafov OZURDEX oc¢
oVYKPION UE TNV elKoViKn Bepamevtikn aymyn v nuépa 180.

Mivakag 5. Moc60676 060cvav pe Pertioon =15 ypappdtov amé Ty apyiki Ty otnv
KApoko KaATepa o10p0mpévng orTikg 0SvTNTOg 6TOV V7Té £EETOoN 00RO
(ovvohkég TAnBvepég pe TPoOeon Yo Ospomeio)

OZURDEX Ewoviki] Ogpameutiki ayoyn
Emiokeyn N =427 N =426
Hpépa 30 21,3%° 7,5%
Hpépa 60 29,3%“ 11,3%
Hpépa 90 21,8%* 13,1%
Hpépa 180 21,5% 17,6%

*  Tloocootd onuavtikd vyniotepo pe OZURDEX og ouykpion pe v €1KovikT OepamevtiKy aymyn
(p <0,001)

H péon odhayn amd v opykr| Ty oty KAipoke BCVA fitav onuavtikd peyoaidtepn Ue to
OZURDEX ¢ clhykpiomn LE TNV EIKOVIKT] OEpamenTikn oywyn o€ OAL TA YPOVIKA GTLELD.

e kd0e perétn @aong I ko oty Ko1vi avdlvon, o ypovog enitevéng Peltioong > 15 ypappdtov
(3 ypappdv) otig abpoiotikég koumvies amoxpiong BCVA ftov onuavtikd S10popeTikog e To
OZURDEX o¢ clykpion pe v wkovikn Oepamevtikn oywyn (p < 0,001) ce acbeveic mov ElaPav
OZURDEX ka1 wétoyav Beitioon 3 ypouuodv otny khipoka BCVA vopitepa amd tovg acbeveig mov
éloPav eucovikn BepamevtiKn aymyn.

To OZURDEX ftav aptOuntikd avmdtepo, 6€ GOYKPION UE TNV EIKOVIKT BEpOmELTIKN aymyT|, OGOV
aQOPA TNV ATOTPOTN ATMAELNG TG OPACTC, OTWG SOMOTOONKE 0T TO YOUNAOTEPO TOGOGTO 0GHEVDV
OV EUPAVIcE eMOEvmoN TG 0paong > 15 ypapudtov oty opudda tov OZURDEX ka8’ 6An v
nepiodo aloldynong 6 unvaov.

e kd0e perétn edong I kot oty Kown avaivon, 1o HEGo mhy o AUPPBANGTPOEDOVS NTOV
ONUOVTIKG UIKPOTEPO KOL ) LEGT] HEIMON GO TV OPYIKT] T TOV CTLOVTIKG LEYOADTEPT LE TO
OZURDEX (-207,9 microns) o€ 60ykpton pe v eikovikn Oepamevtikny aywyn (-95,0 microns) v
nuépa 90 (p < 0,001, aBpototikd dedopéva). H emidpacn g Bepameutikig aywyng 6mwg
a&loroynOnke pe v KAipoka BCVA v nuépa 90 vrootpiyxfnke and ovtd 10 avoTopiKd 0pnua.
Méypt v nuépa 180,  puéon peiwon oto mhyog tov aueipAnctposidovg (-119,3 microns) ce
GUYKPLON LE TNV EWKOVIKY OepamevTiKn aymyn dev fTaV GNUAVTIKY.

O1 aoBeveic pe Pabporoyic BCVA <84 1 mayoc apeipinotpoeidoie > 250 microns ue Baon omtikn
topoypaeio cuvoyng OCT Kot Yo TOVG 0TOI0VE, KATE T1 YVDUN TOL EPEVVNTH, N BEPOUTEVTIKT Oy®YT|
dev Ba rav emkivovvn, kpidnkay KatdhAniot yia va Adpovv Begparmevtikn ayoyn pe OZURDEX og
L0 ETEKTOOT TNG LEAETNG G aVOLKTY Emonpavon. Ao tovg acbeveic mov Ehafav Oepamevtiky aymyn
TN QAGCT) AVOLKTAG ETICTHOVOTG, TO 98% vrofAndnke oe éveorn OZURDEX petaév 5 kot 7 unvov
amo Vv apyikn epomevtiKkn aymyn.

Ocov agopd v apyikn Oepamevtikn aymyn, 1 eviovotepn avtidpact mapatnpninke v nuépa 60,
oTN (ACT aVOIKTYG eToHovons. Ta 1oc0otd TG abBpoloTikig amdKplong oy VYNAOGTEPE G€ OAN T
(AGCT OVOLKTNG EMCTLAVGTG 6TOVG 0oBeveig mov vrofAnOnkav oe 6o dadoyucég evéoelg OZURDEX
o€ oUYKplon Ue Toug acbeveic mov dev eiyav voPAnbei oe éveon OZURDEX oty apyikn ¢don.

H ocvyvoémta anodkpiong oe Kabe xpovikd onpeio Nrav mwhvto vyniotepn petd ) devtepn BepamevtiKy
ay®yn o€ GUYKPLoT HE TNV TPAOTN aymyn. Amd v aAAN, 1 kabvotépnon g OepamevTiKig aymyng yia
6 Uveg £xel MG AMOTEAEG O, LIKPOTEPT] GLYVOTNTO OTOKPIOTG GE OAL TO YPOVIKA onpeio og pia pdon
OVOIKTNG EMGNLAVONG, GE GUYKPLOT| LLE TH GLYVOTNTA OTOKPIGTG TOL ELPAVIGTNKE GE OGOVG
vrofAntnkav oe devtepn éveonn OZURDEX.
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Payoeiditida
H i arotelecpatikotnta tov OZURDEX éyet a&lohoyn0el o€ pio TOAVKEVTPIKY, TOPAN,

Tuyotomomuévn HeEAETN yio T Bepameio Tng U AOU®S0VE 0QOaAIKNAG PAEYLOVIG TOV OTticO10V
TUALATOG TOV 0QBOALOV Ge aoBevels e payoetditida.

Yuvolikd, TuyotomotOniay 229 acBeveic yio Aqym epputevpdtov defopebalovng 350 ugn 700 pgn
EIKOVIKNG BepamevTikng aywyne. And avtodg, cuvolikd 77 tuyaomombnkay yio Ayn OZURDEX, 76
v Ayn de&opefalovng 350 pug kot 76 yio Afym e1Kovikng OpomeVTIKNG ay®ync. Zuvolikd to 95%
TV acfevav olokhnpwoce T perétn 26 eBSoUAd®V.

To 060016 TV acbevav pe fadud Borepdmrag Tov VaAEWoHS cdpatog 0 atov Vo e€€tacn
0PBoALO TNV efdopdda 8 (KOP1o KATUANKTIKO oNEio) NTay 4 opEg LYNAOTEPO LLE TO
OZURDEX (46,8%) og oOykpion pe tnv eikovikn Ogpanevtikn aywyn (11,8%), p < 0,001. H
OTATIOTIKN aveTepdTNTA dStortnpnOnke £mg kat tnv efdoudda 26 (p < 0,014), dnwg paivetal oTov
ITivoka 6.

Ot aBpototikég kapmuieg puouov andkpiong (ypovoc £mg v enitevén Paduov Borepdmrag 0 oto
VOAOELOEC GOO) NTOV CIUAVTIKA SLOPOPETIKES Y10, TNV opdoa tov OZURDEX cg cOykpion pe mv
opddo ekovikng Bepanevtikic aymyng (p < 0,001), ue toug aobeveic mov Elafav de&opedaldvn va
TAPOLGIALOVV TaYVTEPT EVaPEN ATOKPLIONG KOl LEYAADTEPT) OTOKPLOT OT OEPATELTIKY ay®YN.

H peiwon ot BorepdTnTa T0V LAAOEIOOVG CAOUATOG GLVOSEVTNKE OO PEATIOON GTNV ONTIKN 0EHTNTA.
To moc0oT6 TV acbevdv mov mapovcioce v efdoudda 8 Pertimon TovAdyiotov 15 ypaupdtov
otov vt e€€tacm o@BaAUd amd TNV apyikn T oty kKAipake BCVA, ftav €51 popég vymiotepo e
10 OZURDEX (42,9%) o€ clhykpion pe thv ewkovikn Bepamevtikn aywyn (6,6%), p < 0,001. H
GTOTIOTIKN ovOTEPOTNTO EMLTELYONKE TNV £fdopdda 3 Kot dratnpnOnke €wc Kot v fdopddn

26 (p <0,001), 6nwg eaiverar otov IMivaka 6.

To 1060016 TV 0c0evdv Tov YPelaldToV PAPLAKE AUECTS AVAKOVPIOTG amd TNV EvapEn Tng LEAETNG
¢mg v gfdoudada 8 frav oxedov tpeig popés yauniotepo pe to OZURDEX (7,8%) og cOykpion pe
v ekovikn Oepamevtikny aywyn (22,4%), p = 0,012.

Mivoxog 6. Mococté a60svov pe fadpoé orepotnrog 0 6To VaroEdES DN Kot BedTimon
> 15 ypappdtov amé v apyiki T 6TV KApoKe KeAOTEPA 010p0mpUEVNG OTTTIKNG
oévmrag (BCVA) otov vrd e&étaon 0@0aipd (rinbuopdg pe mpodeon Yo Oepamsio)

Enioxeyn BaOpég Borepotntog 0 6To Behtioon > 15 ypappdrov amé v
VOAOEOES GO, apy ik T oty KAipokae BCVA
DEX 700 Ewkovikn DEX 700 Ewkovikn
N=77 Ospamevtii N=77 Ospamevtii

ayoyn ayoyn
N=76 N=76
EBooudda 3 23,4% 11,8% 32,5%" 3,9%
EBooudda 6 42,9%* 9,2% 41,6%* 7,9%
EBooudda 8 46,8%" 11,8% 42 ,9%* 6,6%
EBdopdoa 12 45,5%" 13,2% 41,6%" 13,2%
EBdopdda 16 40,3%?° 21,1% 39,0%" 13,2%
Efdouado 20 39,0% 19,7% 40,3%* 13,2%
EBdouddo 26 31,29%° 14,5% 37,7%" 13,2%

“p < 0,001, P p = 0,010, ' p = 0,009, ° p = 0,014

Houdiarpikoc tinBvouog

O Evponaikodg Opyoviopoc Ooapudkmy el dMOEL OTAALNYT A0 TNV VTOYPEMOT) VTOPOANC TOV
omotelecpudTov Tov peretdv pe 1o OZURDEX o€ dleg TIC VTOKATNYOPIES TOV TOUOLATPIKOV
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TANOLG OV Yo OPPAEN AUPPANCTPOEIIKDV ayyeiwV, KOS Kat yio d1afnTiKd oidnua g wypdc
KnAidog (BA. Toapdypogo 4.2 yio TANPOPOPIEG GYETIKA UE TNV TOLSLOTPIKY ¥p1ioN).

52  ®appoxoxivnTikEg 1016TNTES

O1 GLYKEVTPOGELS 6TO0 TAAGUO. EMPONGay 0o évo vTocVuvoro 21 acbevdv og 6v0 eEqunveg RVO
UEAETEG OMOTEAEGLOTIKOTITAG TTPLY ald TN YOpNyNon g d6ong kot otig nuépes 7, 30, 60, kat 90 petd
amo evoobaAmON Eveon Ue Eva evoobolmoeg epeitevpo pe 350 ug i 700 ug de&opebdaloévne. To
EVEVIIVTO-TEVTE TOLG EKOTO TOV TIHMV GLYKEVTP®ONS de&apefalovng oto TAGoua Yo TV opudda g
d00mg 350 pg kot to 86% TV TIUOV Yo TNV opdda d6ong 700 pug NTov KATm and T0 KOTMTEPO Op1lo
nocotikomoinong (0,05 ng/mL). H vyniotepn tiun ocvykévipmong oto tAdoua frov 0,094 ng/mL ot
mapotnpionke o€ éva uéhog g opnddag 06ong 700 pug. H ocuvykévipwon de&auebaldvng oto TAdoua
dev pavnike va oyetiCeTon pe v NAkia, T0 cOUATIKO BApog 1 TO PUAO TV acHevdv.

O1 cLYKEVTPOGELC 6TO TAAGHO EMPONCaY amd po vTooudda acdevav e 600 Pacikég LEAETEC Y10, TO
DME npwv and ) yopnynomn g doomns kot otig nuépeg 1, 7 xon 21, xon tovg urveg 1,5 ko 3 petd amd
€vO0DAAMON éveon pe Eva evoobaimdeg eppvtevpa pe 350 ug 1 700 pg degapebalovng. To ekatd Toig
EKOTO TOV TILOV ovuYKEVTIpOong degapedalovng oto mAdoua yio tnv opdda tng 66ong 350 pg Kot To
90% TV TIUOV Yo TV opade 66onc 700 pug RTov KATm and T0 KOTMTEPO OPLO0 TOGOTIKOTOINGNC

(0,05 ng/mL). H vyniotepn Tiun ovykévipwong oto mhdoua frov 0,102 ng/mL kot wapatnprnonke o
éva Léog ¢ opadag 66omg 700 ug. H cvykévipmon deapedaldvng 61o mAAGo Oev PAVIKE V.
oyetileton pe v nAikia, T0 cOUATIKO BApog 1} TO OO TV 0cOEVOV.

e (o peAé 6 unvav oe mnKovg PETd amd o evoobodmon éveonn OZURDEX, N uéyiom
ovykéEvTpoon (Cmax) de€auebalovng oto varogidég vypd frav 100 ng/mL v nuépa 42 petd myv
éveon kat 5,57 ng/mL v nuépa 91. H de&apebalovn mopiueve evIomiolun 6Tto VOAOEIBEG GMLLO Y10
6 uveg petd v éveon. H oepd eviomopnod cuykevipmoemv de&apefaldvne nTov apeifAnctpostdng
> {p1da > aKTIVOTO OO0 > VOAOELDES VYPO > VOATOEINEG VYPO > TAAGHLAL.

e o perétn petofoiiopod in vitro, petd and endoon deEopedalovng emonuoouévng pe *C o
16TOVC OVOPDOTIVOL KEPUTOEILIN YITOVA, (PIOAS-OKTIVAOTOV CAOUAUTOC, YOPLOELO0VE YITAOVA,
OUEIPANGTPOEIOOVG, DOAOEIZOVE VYPOD KOl GKATPOV yitdva Yo 18 dpeg, dev mapatnpronKay
petaforitec. Avtd CUUPMVEL LE TA OTOTEAEGUOTO OO PEAETEG 0QPBOAUIKOV PETOPOAGHOD O
KOVIKAOVG Kl TOKOLG,.

H de€apebaldvn petaporiletor telikd o€ AMmodiaAvTong Kot vdaTod1AvTong LETOPOAITEG TTOV
UTopovV Vo, amekkplBohv 6N YOAN Kol 6T 00pa.

H Ogpéhia ovsio tov OZURDEX amodopeiton apyd o€ yoroktikd 0£0 Kot 6 YAVKOAKS 0&D e amin
VOPOALOT KOl 0T GUVEYELX 0TTOdopEITAL G B10E€1010 TOL AvOpaka kal vepo.

5.3 IIpoxivikd dedopéva yio TNV a6QIrEL0

Emntooeig og un kAvikég peAéteg moapotnpnonkay povo oe 606e€lg Tov Bewpndnke 0TL TOV OPKETA
v amd To avaToTo Oplo EkBeong TOL AVOPMITOV, TOPOLGLALOVTOC IKPT GXECT) LE TNV KAIVIKY

xpNon.

INa 1o OZURDEX dgv vrdpyovv dabéoipo dedopéva yia, tn LeToAAaEL0YOVo Kol KapKLvoyovo dpacn,
NV TO&IKOTNTA GTNV OVATOPOY®YIKT] IKOVOTNTA 1] 0TV ovamtuén. Eyet kataderyBel 6t
de&apebaldvn éxel TepaToydvo Spdor o€ HOEG KO KOVIKAOLG KOTOTY TOTIKNG OPOAAUIKNG EQOPLOYNS.

Y& kovikhovg €xel TapatnpnOel ékBeomn Tov VY1V U Bepamevopevov opBaiov otn de&ouebalovn

LEC® ETEPOTAEVPNG OLAYLONG HETA AITO TNV TOTOOETNGN TOL EUPVTEVUATOG GTO OMIGHI0 TUM LA TOV
0POoApOY.
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6. D®APMAKEYTIKEX TIAHPO®OPIEX
6.1 Katahloyog ekdéymv

Xoumorvpepéc 50:50 D,L-Aaktidiov Kot yAvKoAdiov pe TeEMKN opdda (AKpo) EGTEPA.
Svpmoivuepéc 50:50 D,L-Aaxtidiov kot YAVKOASiov pe TeAtkn opddo (akpo) o&Eoc.

6.2 AocvpparotnTeg

Agv gpapudletar.

6.3 Awdpkera Lomg

3 xpovia.

6.4 Idwitepeg TPoPUAAGEELS KOTA TV QUAIEN TOV TPOTOVTOG

Agv vapyovv €1d1kéEG 0dNYieg dlatpnong Yol T0 TPOidv aTo.

6.5 ®@Von Kol GLOTUTIKA TOV TEPLEKTN

Kabe cvokevacio mepiéyet:

"Eva gpoutedolo, 0mocTEP®UEVO ELPVTEVLO TOPATETAUEVTG ATOOEGUEVONG O GYNLUa pAPdov Tov
nepiéyet 700 pikpoypoppdpre doeopedalovng, eviog Perdvag (amd avoleidwto ydAvpa) evdg
AVOADGILOV GLGTILOTOC EPAPUOYNG.

To cvotpa epappoyng anoteieitor amd éva EpPoro (amd avoleidwto ydAvpa) evtog Pelovag dmov to
EUPLTEVUE GVYKpATELTAL 6T 00M Tov amd o OnKn (omd otlkdvn). To EuPoro eEléyyeton pe Eva
LOoYAO 6TO TAGL TOL KOPLOD TOL GLGTHLATOG EQOPROYNS. H Beddva Tpoctatedetal omd TdWO Kot 0

HOYAOG amd po yYAmttida acaleiog.

To GVGTNIA EPAPLOYNS TOV TEPIEXEL TO EULPVTEVIN EIVOL CUOKEVAGIEVO GE GPPUYICUEVT BAOVUVEVINL
GLGKELOGIO TOV TEPIEYEL AUPLYPAVTIKO.

6.6 Idwitepeg TPoPLAAEELS aTOPPLYNG KOL AALOG YEIPIGNOG

To OZURDEX mpoopiletar povo yia pia ypnon.
Kabe chompa epapuoyng uropei va ypnoyoroindei yia tn Oepamentikn aymyn evog Hovo o@OaApov.

Edv n oteyavomoinom tng ahovpvEVIOG GLCKEVOGIOG LLE TO GUGTNA EQAPLOYNS £xeL VTooTel {npud,
TO GUOTNHO EPAPUOYNG OgV TTPETEL VoL ypnotpomomBel. MOAG 1 adovpvévia cuokevacio avotydel, To
GUGTNUO EPUPHOYNG TPETEL VAL YPTCIULOTOI el OpESMG.

Xopiynon tov OZURDEX

1) Kpatiote 10 pokpd oTEAEYOG TOV GLOTAILOTOS EPAPLOYNG
TOPIAANAL TPOG TO GKANPOKEPATOELOIKO OPLO.
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2)  Emutpiéyte 610 GOOTNUO QAPUOYNG VO EpBEL O ETOQN UE
ToV GKANPO yrtcdvae o€ Ao&n yovia, pe tn Aogotoun g
BeArdvog Tpog Ta emdvm Kot o€ avtifetn kotevHLVen and TOV
GKANPO Y1rtdva. XTpdETe To AKpo mepimov 1 mm péoa 6Tov
GKANPO YLITdVE, KPATOVTIOS TO TOPAAANAO TPOS TO
GKANPOKEPATOELOKO OP1O.

3) Avakatevfdvete Tpog To KEVIPO TOL 0PHAALOD HEGH 6TV
KOWAOTNTO TOV DOAOEOOVS CAOUOTOC,
Me tov 1p6mo 0vt6 Ba dnpiovpynOel po kKekApévn 080¢
GTOV GKANPO YLTOVA.
[MpowOnote T Peddva puéypt va e16€A0EL 6TV KOTAOTNTO TOL
VOAOEWOVE GOUATOC.
Mnyv mpowBeite T Pehdva mépav Tov onueiov dmov 1 BNkn
TOV GLGTNHOTOG EPUPLOYNS aryYiLeL TOV EMTEPLKOTAL.

4) TTiéote apyd TO KOLUTL TOL EVEPYOTOUNTH UEXPL VO AKOVOTEL
0 YOPOKTINPLOTIKOG NY0¢ KMK. IIptv amochpete 10 cHGTN O
EPApPHOYNG amd Tov opBaAnd, Pefarmbeite 0TI TO KOLUTE TOV
evepyomomtn £yl motn Ol péypt To TEPUO Ko OTL EYEL
GUVOPLOYN LE TNV EMPAVELD TOV GUGTILLATOG EQAPLOYTG.

5) Amocvpete T0 GLGTNUO EPOPLOYNG TPOC TNV 1810
KATELOVVOT TOL YPTGILOTOMNONKE Yo TNV ELGAYMYY| GTO
VOAOELOEC CMLLOL

6) Amoppiyte TO0 GVGTNUO EPOPLOYNE UE OGPAAT TPOTO
apécmc LeTd T Bepomeia.
To ovomua epappoyng OZURDEX rpoopiletar yio pia
pHovo xpfion.

Kabe poppokentikd mpoiov mov dev €xel ypnoyomombei 1 vrorepa TpEnel va amoppipdeil cOLPOV
LE TIC KATA TOTOVE 1GYVOVGEG OYETIKEG SLUTAEELS.
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7. KATOXOZX THX AAEIAX KYKAO®OPIAX
Allergan Pharmaceuticals Ireland

Castlebar Road,

Co.Mayo

Westport

IpAavdia

8.  APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/10/638/001

9. HMEPOMHNIA ITPQTHX EI'KPIXHX / ANANEQXHX THX AAEIAX

Huepopnvia mpotg éykpiong: 27/07/2010
Huepounvia tedevtaiog avavémong: 23/03/2015

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY
MM/EEEE

Agntopepn TANpoPoplaKd cTotyeio yia To mpoiov givar Stabéciua oty 1wtocerida Tov Evpmmaikod
Opyaviepod Gopudkev http://www.ema.europa.eu/.
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ITAPAPTHMA 11

MAPAXKEYAXTHX(EX) YHHEYOYNOZXZ(OI) I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H INIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AIIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TTAPAZKEYAXTHZX(EX) YHHEYOYNOZX(OI) I'TA THN AITIOAEEMEYXH TQN
IHAPTIAQN

Ovouo kot d1e06vven Tov TaPUCKELAOTH TOL £ival LITEVHVVOC Yo TV ATOOELGUEVCT) TOV TOPTIOWV

Allergan Pharmaceuticals Ireland
Castlebar Road

Westport, Co Mayo

IpAavdio

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

DoppokevTikd TPoidv Yo 10 onoio amarteital mepropiopévn watpikn ovvtoyn (BA. [opaptnua I:
Iepinyn tov Xapaktnplotik®v tov IIpoidvtog, mapdypoapog 4.2).

I'. AAAOI OPOI KAI AITAITHXEIX THX AAEIAY. KYKAO®OPIAX
o Ex0fos1g TEPLOOIKN G TAPAKOLOVONONGS TS UGPAAELNG

O Kdrtoyoc Adeiag Kukhopopiag Oa katabétel ekOéoeig meplodikng mopakoAovdneng tng acedieiog
Y10l TO €V AOY® TPOIOV GUUPMVA LLE TIG ATOLTHOELS TOL 0piloVTUL GTOV KOTAAOYO HE TIG NUEPOUNVIES
avapopds s Evaong (katdioyog EURD) mov mapatiBetar oto dpbpo 107y mopdypagog 7 tng
oonyiag 2001/83/EK kot £yl Onpoctevdel oty eVpOTAIKT SUKTLOKT TOAT Y10 TO QAPLLOKAL.

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

o Yyéo10 Awoyeipiong Kivovvovu (XAK)

O Kdaroyoc Adeiag Kukhopopiag Oa die&dyet Tig amattodueve dpaotnploTnTe Kot TopeUPaosic
QOPUAKOETOYpOTVTONG OTt™G Topovctaloviat 1o cuupwvniév ZAK mov napovoidletol otnv
evotra 1.8.2. g ddelog KukAopopiog Kot 0molecdNToTE EMOKOAOVOES EYKEKPIUEVEG AvaBemPNOELG
tov ZAK.

‘Eva emucaporompévo LAK Ba mpénet va kototebet:
e Letd and aitnue tov Evponaikod Opyaviopod Gapudkmv,
® OTOTENNTOTE TPOTOTOIEITOL TO GUGTNLLO SLXEIPIOTG KIVOVVOL, EIOIKA MG OTOTEAEGLOL
AYMG VEDV TANPOPOPIDV TTOL UTOPOVV VO, ETIPEPOVY CTLLOVTIKY 0AAOYT] TN oYEoM
0PEALOVC-KIVOVVOD 1] MG AMOTEAEG L TG EMITEVENG EVOG GNUOVTIKOD OPOGTLLOV
(popuroKoeToypOTVNGN 1 EAOYIGTOTOINGT KIVODVOD).

Edv n vopoin pag EINITA kot 1 emcapomoinon tov ZAK cvunintovv, dhvator va Katatedodv
TOVTOYPOVO.

o EmnpéoOeta pétpa ehayiotomoinong Kivovuvov

Ipwv and ™ dudbeom og kdbe kpatog pérog, o Karoyog Adeiag Kukhopopiag (KAK) Ba npémet va
GUUPOVIGEL Y10 TO TEAMKO EKTOLOEVTIKO VAIKO pe TIc Apuoddiec EOvikég Apyéc.

O Kdroyoc Adeiag Kvkhogopiag Oa mpénet va, Stacparicet 6Tt apov mpayuatomolnfovy cu{ntioelg
Ko emtevydel cvupovio pe g Apuodieg EBvikég Apyég o kabe kpdtog-pérog 6mov KuKAOQOPEL TO
OZURDEX, 1 otiypn g 6140gomg kot Petd amd ovth, OAEG 0t 0QOUAHOAOYIKEG KAVIKES OOV
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avapévetor va ypnoporonbdei to OZURDEX 0o Adfovv Eva eviuepmUEVO EKTUIOEVTIKO TAKETO Y10l
ToV acBevn.

To TAnpooplokd LALKO Yo Tov 0oBevT| Bo TPETEL VO TAPEYETAUL TOGO GE POPPT EVTVLTOV TANPOPOPLOV
yia Tov asBevi 6c0 kat g popen CD Myov Kot va teptlappdvel ta akdlovba foacikd ctotyeio:

DVALO 0dNYIDV YpIoNG

[Ipogtopacia yia ) Oepamevticn aywyn pe OZURDEX

[Mowa frpata akorovBovv petd ) Oepamevtikng aymyn pe OZURDEX

Baowkég evoei&elg kol countdpato cofapmdv avertdountov cuuBavioy,
ocvumepthappavouévev: emdeivoon g 0paong HETE TV EVEST), TOVOS 1| SVGPOPIa
péca i yop® omd Tov opBaApd, epubpotnta Tov opHaAov mov cuveyilel va
emdevavetol, avénon Tov eEpmudtoy 1 KnAidwv oty dpacn, oeBaAKd ekkpipota
[1ote mpémer va {nnbei dpeon wtpiknr| Pondeia and Tov mapoyE VYEIOVOUIKNG
nepiBodlymc tov 0cbevoig
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ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KOYTI KAI AAOYMINENIA XYXKEYAXIA

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

OZURDEX 700 puxpoypappdpto evooHalmoes ELLVTEVUN GE GOGTNIO EQPOUPLOYTS
de&apebalovn

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

‘Eva gpovtevpo mepiéyet 700 pikpoypoppdpia de&opebalovng

3. KATAAOI'OX EKAOXQN

ITepiéyet
Svpnoivpepég 50:50 D,L-Aaxtidiov kot YAVKoASiov pe TeEAKN opdda (Akpo) EGTEPO.
Yopmorvpepéc 50:50 D,L-Aaktidiov Kot yAvkoAdiov pe telkn opdada (dkpo) oEoc.

4, GOAPMAKOTEXNIKH MOP®H KAI INTEPIEXOMENO

"Eva evdobholddec epeiTeva GE GUGTNLO EPOPLOYNC.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Moévo yia pio xprion.
AwBdote T0 POALO 0NV TPV amd TN YOPNYN o).
Evdobolmong yopnynon.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IMPOION HPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZETITIZOYN TA ITAIAIA

Na puAdooetol og 06om, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EY)

No pn ¥pMoLUOTOLEITAL EAV 1) GTEYOVOTOINOT TNG AOVLUVEVING GLOKEVOGTNG £xel VITOooTEl (Nd.

8. HMEPOMHNIA AHEHX

AHEH
Moic avorybei n cuckevacio, YPNCYLOTO|OTE OUECMG TO GUGTNUA EQPOPLOYNG.
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9. EIAIKEX XYNOHKEX OYAAZHX

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Allergan Pharmaceuticals Ireland
Castlebar Road

Westport

Co. Mayo

IpAavdia

12.  APIGMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/10/638/001

13.  APIOMOX ITAPTIAAX

Moptida

14. TENIKH KATATAZEH I'lA TH AIAGEXH

DopHoKeLTIKO TPOTOV Y10 TO OTOL0 AMOLTEITOL LOTPIKT) GLUVTOYT.

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TMAHPO®OPIEX XE BRAILLE

H oitoAdynon yio vo, umv teptaneBei n ypaen Braille sivor amodektn

17.  MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX - AISATIAZTATOZ TPAMMQTOX
KQAIKAY (2D)

A160106T0TOC YPUUU®TOS KddKaS (2D) mov pépel tov TepIAN@OEVTO LOVASTKO aVoyVOPIOTIKO KMOTKO.

18. MONAAIKOX ANATNQPIETIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA XYXTHMATOX EQAPMOI'HX

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

OZURDEX 700 puxpoypappdpto evooHalmoes ELPVTELUO GE GUGTNIO EQPOUPLOYNS
de&apebalovn
Evdobolmong yopnynon

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEHX

AHZEH

4, APIOMOZX ITAPTIAAX

TToptida

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

1 epgotevpa

6. AAAA ETOIXEIA
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B. ®’YAAO OAHI'TQN XPHXHX
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@vAro ooV (piong: IIAnpoeopics yria Tov yxprijot

OZURDEX 700 pikpoypappdpia EvooVarlmoes EPPVTEVHA GE GUGTO. EPAPROYIG
de&apebalovn

AP acTe TPOGEKTIKA 0AOKAN PO TO PVLAO 001 YIAOV (PTG TPOTOV UPYIGETE VU TAIPVETE GVTO TO
PaproKo, O10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GOGS.

dvragte avto To EOALO 0N YDV Yprone. Towg ypelactei va to dofdcete Eavda.

Edv éxete mepartépm amopiec, potioTE TOV Y10TPO GOC.

Edv kdmowa avemBopuntn evépyeia yiveton cofapmn, 1| ov TopATNPNCETE KATOWM AVETIBOUNTY
EVEPYELDL TTOL OEV AVOPEPETUL GTO TOPOV PLALO 0INYIOV, TaPUKAAEIGOE VO EVUEPDOETE TOV
ywtpo6 coc. Bhéne mapdypago 4.

T epLéyeL 1o Tapov GUAAO 00N YLOV:

o whE

1.

T efvon to OZURDEX kat mota givoe n xprom tov

T mpénet va yvopilete mpotol cag dobei to OZURDEX
ITd¢ ypnopomoteitar to OZURDEX

[MBavég avemBounteg evépyeteg

o va pvraccete to OZURDEX

[Tepieyduevo g svokevaciog Kot AoTEG TANpopopieg

TI EINAI TO OZURDEX KAI ITIOIA EINAI H XPHXH TOY

H dpaoctikn ovoia too OZURDEX eivon 1 de&apebalovn. H de&apebaldvn aviket oe po opdda
QOPUAK®OV TOL OVOUALOVTOL KOPTIKOGTEPOELDN.

To OZURDEX ypnowonoteitar yuo ) Ogpaneio evniikov acbevav pe:

2.

Alatopoyég g Opaong Adym dtafintikod odnpatog e wypdg kniidag (DME), ot omoiot
&yovv oM voPAnOel og emépPaon katappditn i ot omoiot dgv Exovv avtomokpdel o GALOLG
TOTOVG BEPUTEVTIKNG ay@YNG 1 OeVv €lvar KATAAANAOL Yiow GAAOVG TOTOVE BEPUTEVTIKNG
ayoyns. To dapntikd oidnua g wypdg knAidog elvar Eva oldnpa 6t poTogvaichntm
OTPMOGCT GTO TWGW PEPOG TOV HOTLOL TOV ovopdletat «oypd kniida». To DME eival o
7éOnon mov TpooPaiiel optopéva dTopa pe drofnTn.

AloTopoay€g TG OpOoNG GE EVIAIKEG, 1) OTO10 TPOKOAEITAL A0 amdPPAsn TV PAEPOV 6TO
pdti. Avti 1 andepacn odnyel oe cusoM®peLOT VYPOY, N omoia TpoKkoAel oldnua otV TEPLOYN
OV apEPANGTPOE0VS (1 PTogLaicHNTN GTPMOOT 610 TGO PEPOG TOV LATIOV) TOV
ovoudCeTar @ypd knAida.

To oidnua g wypdg knAidag pumopel va Tpokaiéoetl PAAPN Kot vo ETNPedoeL TV KEVIPIKN
OpOLoT) OV YPNOLUEVEL Yio Aettovpyieg 0mwg 1 avayvaot). To OZURDEX dpa peiwvovtog to
olonpa g @ypds knAidag, Pondmvtag £totl va eAattmbel 1§ va anotponel tepartépm PAGPN
™G OYPAC KNALdaC.

dAeypovi Tov oTicH10V TULATOG TOL HOTIOV. AVTH 1] PAEYLOVT 00MYEL GE Lelmon TS OpaoNg
1/ka1 6TV Topovcio eE0PMUATOY 6TO PATL (Lopo OTIYHATO 1 O(VES YPOUUES TTOV
petakvovvol evrog tov ontikov wediov). To OZURDEX dpa meplopilovtog avthiyv
QAEYLOVY.

TI IPEIEI NA I'NQPIZETE ITPOTOY XAX AOGEI TO OZURDEX

Agv mpémer va cag 000gi o OZURDEX
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- o€ mepintwon odiepyiog ot deapefalovn N o€ omolodNmoTe GALO AT TO CLGTOTIKA AVLTOV
TOL QOPUAKOL (OVOPEPOVTOL TNV TTAPAYPAPO 6)

- o€ mepinTwon Aoipuméng omolovdNToTe €id0Vg EVIOC I YOp® omd To patt (Baktnplaky, tkn M
LUKT|TIOGIKT)

- 6€ TEPIMTOON YAAVKOUOTOS 1| VYNANG TiEGN S EVTOG TOL LOTIOD TTOL OEV EAEYYETOL EMUPKDG LE
T PAPUOKO, TTOV EVOEYOUEVAMS VO YPT|CLUOTTOLEITE

- o€ MEPINTO®ON TOL TO UATL IOV TpdKELTan VoL vIToPAnOel og Bepameio dev £xel pakd Kol vdpyeL
pNén oto Tiow PEPOC TOV TEPLPAUKIOV TOL PAKOV (GTO «GAKOY)

- 0€ MEPIMTOGT TTOL TO PATL TOV TPdKELTaL Vo, VITOPANOel o Oepameia £yl vtoPAndei oe
EMEUPACT] KOTOPPAKTT Kl PEPEL POKO AVOPOTIVIG KATAGTKELNC, TTOV EULPVTEVTNKE GTO
UTPOGTIVO TUAIO TOV HoTtol (EvEopakdg Tpocbiov Oarauov) 1 otnpixdnke 6To AevKo TURUA
TOL HATION (GKANPOG YITOVOC) 1] GTO YPOUOTIGTO TUNALA TOL patiov (ipda), kot vdpyet pién
070 THO® PEPOG TOL TTEPLPAKIOV TOL PAKOV (GTO «GAKO»)

Ipocdomou]osis Ko TPOPVAGEELS

IIpwv and v éveon OZURDEX, evnuepdote Tov Y10Tpd 6OG:

- Edv eiyote vioPindel oe enépupaon katappditn, enéupacn oty ipda (To YPOUATIGTO TUA L
TOV LOTIOD TTOV EAEYYEL TNV TOGOTNTO, TOV POTOC TOV EIGEPYETAL GTO UATL) 1 EmMEUPoom
agaipeong ™ YéANG (ovoualetal VOAOEIDEG CAOUM) OO TO ECOTEPLKO TOV LLOTIOD

- Edv Aapfavere edppoxa yio apaioon Tov aipotog

- Edv Aapfavete otepogidn N Un 6TEPOELDN OVTIPAEYLOVMOT PAPUAKO OO TO CTOWUA 1) [LE
EQOPLOYT GTO HATL

- Edv oto maperdov giyate ugovicel Aoipmén amd omid opBodukd Epnnra (eEEAK®oN 610 UdTL
OV LVILAPYEL Y10 APKETO KOPO 1 TANYES GTO pALTL)

[Teprotaciokd n éveon pe OZURDEX umopei va tpokoiécel AoipméEn 6T0 E0MTEPIKO TOV LATION,
ovo 1| epuBpdnTa 610 PATL N AoKOAANoN 1 PiEN TOL apEIPAncTpoedovs. Eivatl onpoviikd va
SLOMOTAOGETE KO VO OVTIHETOTIGETE TG KUTOGTAGELS AVTEC TO GLUVIOUOTEPO SVVATOV.

Evnuepoote apéomc 1o yiotpo cag edv epeovioete avénuévo movo 6to udtt 1 avénuévn ducpopia,
emdeivwon NG epuOPOTNTAC TOV LOTIOL GOG, AAUYELS POTOG Kot EAPVIKN adEnoT tng aicOnong
Vrap&ng KNAMO®V UTPooTd GTO HATL, €V PEPEL EUTOSILONEVT] OpACT], HELWUEVT OpacT 1] avENUEVN
emtogvaictnocio uetd v £veon oag.

e opopévoug acbevelg, n mieon oto patt propei va avénbel pe mbavn avdntuén yhovkodpatog. Avtd
1omG VoL YNV To TOPATNPNCETE, GUVETADC O YIOTPOG GOC TPEMEL VAL GOC TAPAUKOAOVOEL TUKTIKA Kat, oV
YPEWOTEL, VO 00aG YOpPMNYNOEL DEpamenTIKN ay®yN Yo TN Uelmo TG wieong 6To udrtt.

Xy mheovotta Tov acevav Tov dgv Exovv voPAndel axoun oe enéuPacn KoTappaKTY), UTOPEl VoL
TOPOVGIOCTEL Lot BOAEPOTNTO TOV PVGIKOD PAKOL TOL HATIOV (KOTAPPAKTNG), LETH TNV
enovolopPavopevn aymyn pe OZURDEX. Edv cupfel avto, 1 6paon oag Ba peiwbei ko pmopel va
ypelaoteite emépPaon yo v agaipeon Tov Katappaktn. O yaTpdc cog Ba cag fondroet va
OTOQOCICETE TOLOL EIVOL 1) WO KATAAANAN oTiyun Yo T diegoywyn g enéppaong, motdco Ba mpénet
va yvopilete 6TL péypt va eiote £Tolotl va voPAnbeite oe eméuPacn, n 6pach cog pmopel va givar
eEloov kaxn 1 xepotepn an' 6co NTav Tpv apyicete va AapPavete evéoelg pe OZURDEX.

To eppotevpa prnopet va petakivndel omd 1o Tiow TPog To UTPOSTIVO PEPOG TOL UATIOV GE acheveic
pe prién oto micw PEPOG Tov TEPLUPAKION TOV PAKOV 1)/KOL GE EKEIVOVG TTOL £XOVV £va. AVOTYLLO GTNV
ip1da. Avtd pmopel va 0dnNyNoel g oidnua TS SAPOVNG GTPAOCNG GTO HITPOSTIVO HEPOG TOV LLATIOV
Kot vo Tpokarécel Ooumn 6pact. Edv avtd cuveyiotel yio peydio xpovikd Siaotnua Kot dev
ovTIETOMOTEL, UTopel va ypelactel HetapdoyeLoT 16TOoV.

H tavtoypovn éveon tov OZURDEX kot ot dVo pdtia dev €xet pehetndei ko dg ovviotdtat. O
Ywtpog cag dev mpémel va gyyvel to OZURDEX kot 6ta dvo pdrtio tavtdypova.
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IMoord ko Epnpol (kato TV 18 eT®OV)
H ypniion tov OZURDEX ce moudid ko eprifoug dev €xet pehetn el Kot cuvenmg 0€ GLVIGTATOL.

Alha gappoxe kv OZURDEX
Evnuepdote tov y10Tpd Gog GV Taipvete 1| EXETE TPOGPATO TAPEL AALO PAPLAKOL, CKOLLA, KO QLT
oL dgv oo £xovv yopnynOel pe suvtoymn.

Kinon kot Oniaopog

Agv vrapyet epmeipio amd ™ ypron tov OZURDEX og €ykveg yovaikeg 1) katd 1o OnAacuo. To
OZURDEX 6¢ 0o mpémet vo. pnOLUOTOLEITOL KOTA TNV KUToM 1] To ONAacpo, EKTOSC 0V 0 Y1TPOS GOG
Bewpet 0T givan caeag amapaitnto. Edv giobe £ykvog 1 OnAalete, vouilete 6T umopei va eicte
£yKvoc N oyedlalete vo, amoKTNoETE Taldl, cu{nmoTe T0 BEHa pE Tov YiaTpo cag Tpv T Bepaneio pe
OZURDEX. Znt)ote T GLUBOLAT TOL Y1OTPOD GOG TPOTOD TAPETE OTOLOONTOTE PAPLLOKO.

Oonynon ko EPLoROS PNy avpdTOV

Mertd t Bepaneio pe OZURDEX, pumopet va eppavicete petwpévn 6pacm yio GOVIOUO Sbotnpa. X
QLT TNV TEPITTOOT, OEV TPETEL VO, 00N YNOETE 1| VO YPNCULOTOIGETE EPYUAELD 1) Y AVILOITO LEXPL VL
Beitiwbei n 6poon cog.

3. nex XPHXIMOIIOIEITAI TO OZURDEX

Oleg o1 evéoeig OZURDEX mpénet va mpaypotorolovvtol and KatdAAnia gidikevpévo opBaipiatpo.
H cvvietoduevn d6om eivan éva epgidtevpa Tov yopnyeitar pe éveon oto udtl. Edv n dpdon g éveong
o p€AOEL KAt €AV TO GUVIGTA O YUTPOS GOG, TOTE UMOPEL VOL YIVEL EVEST] KL AAAOL EUPVTEDLOTOS GTO
pdr.

O y1atpdc Ba cag Cnnoet va ypnotponoteite avtiflotikés opBaipés otaydveg Kabnuepva emi

3 Nuépec Tpv ko PeTd ammd Kabe Eveon yio va unv TpokAndei Aoipwén 610 patt. AKoAovONoTE OVTES
TIG 00MYiEC TPOGEKTIKA.

Tnv nuépa g éveong, o Y1aTpds UTopel va yp1GILOTOGEL AVTIBLOTIKEG OQOUAUIKES GTAYOVES Y10 VL
unv wpokAndei Aoipwén. [pw amd v éveon, o yloTpodg cog B kabapioet To patt kai to PAEQUPO Gag.
O y1atpdc o cag YopNYNOEL EMIGNG TOTIKO OVOLGHNTIKO Y10 LEIMOT] 1} ATOTPOT TOL TOVOL TOL
EVOEYOLEVMG VAL TAPOLCLAOTEL e TNV €veon. Tomg akoVoeTe £val «iKAK» KATA TNV EVECT] TOV

OZURDEX. Avt6 gival puoloAoyiko.

2170 KOVTi TOV QappdKov Tapéyovror AemTopepeic 00nyieg Yo T delaywyn Tng éveong
OZURDEX 710 Tov yiotpé cog.

Edv éxete mepiocdtepEg EPOTIOELG GYETIKA LLE T YPNOT] AVTOL TOV PAPUAKOV, POTHOTE TOV Y10TPO
c0G.

4. MIGANEX ANENNIOYMHTEX ENEPTEIEX

Onwg 6ha Ta eAprOKa, £TGL KOL AVTO TO QAPUAKO UTOPEl Vo TPOKAAESEL avemIBOUNTES EVEPYELEG OV

Kot Ogv TOPOoVGLAlovTal 6€ OAOVG TOVG AvOPMOTOVG.

O mopakdto avemBounteg evépyeieg umopet va tapatnpndovv pe 1o OZURDEX:
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TToA0 cvyvég (evdéyeton va emnpedcovy mepiocdtepa amd 1 ota 10 dropa):
AvéEnpévn mieon oto pdti, BoiepdtnTa ToL PAKOD (KATAPPAKTNG), ALLOPPOYiN GTV
EMUPAVELD TOV LOTION™

Xoyvég (evogyeton vo emnpedoovy €mg 1 ota 10 dropa):
YynAn migon oto pdti, Borepdtnra 610 oM HEPOG TOL PAKOV, ULLOPPAYic GTO
£0MTEPIKO TOV HOTIOL*, emdeivmon Tng Opaong™®, un kabapn 6pact, amokOAANo
¢ eEloTvddovg pepPpavng Tov Hatiol amd T eoOTogvaicintn 6Tpmdon 610 Tiow
UEPOG TOV HATION (ATOKOAANGT] TOL VUAOELOOVS COUATOC)™, aicOnon vrapéng
KNAd®V prpootd and 1o patl (cupmeptAapufovopévey «e&lopopdtovy)*, aictnua
OLYA®DOOVS OpaonG*, PAEyHOVI 6TO PAEPOPO, TOVOG OTO UATL*, AAUWELS POTOCK,
oildM o T 6TPOONC TAV® 0td TO AEVKO UEPOG TOV LaTION*, epuOpPOTNTO. TOV
patiov®, TovokEPaAog

Oy ovyvég (evoéyeton va emmpedcovy émg 1 ota 100 dropa):
Bapidg popong gAeypuovn oto wicw uéPog Tov patiov (cuvndmg Adym ukng
rolpménc), coPapn AolLmEn 1 PAEYLOVH GTO ECOTEPIKO TOV HOTIOV™, YAADK®LOL
(o Tabnon TV poTidv oty omoia 1 awénuévn wieon oto patt oyetiletan pe
BAGPN 6T0 OTTIKO VEVPO), ATOKOAANGT TG PMTOELAIGON TG GTPpDONG 0td TO ToW
HEPOG TOL HaTION* (amOKOAANOT TOV AUEPANGTPOELDOVS), PNEN TNG
OOTOELAIGONTNG OTPAOOTG GTO oW UEPOG TOV HaTIov (PNEN TOL
AUPIPANGTPOEISOVG)*, HUeimON NG TTieEoN G 0TO LATL TOV GYETI(ETAL [UE OLOPPOT TNG
Cehativdddoug pepPpdvng (VOAOEIDEG GAOLLML) ATTO TO ECOTEPIKO TOV HOTIOV,
QAEYLLOVT] GTO EGMTEPIKO TOV UTPOGTIVOV UEPOVS TOV LATIOV™, aLENUEVT TPMTETVN
Kol KOTTOPO GTO UTPOGTIVO EPOC TOV LOTIOD AOY® GAEYUOVICH, un
@LO10A0YIKO aictnua oto pat*, kvnoude tov PAe@apov, puHpoTNTA GTO AGTTPO
HEPOG TOL patiov®, petatdmion tov gpeutedpotog OZURDEX oand 1o micw pépog
GTO UTPOGTIVO LEPOG TOV LATIOV OV TPOKOAEL Bapm 1 LEW@UEVT OPACT) KOl TTOV
UTopEl VoL TPOKOAEGEL 1} VO LNV TTPOKUAEGEL OION UL GTO SLAPOVO TUMLLOL TOL UATION
(xepaToedng)*, akovata eaPaipévn tonobétnon tov gpeutevpatoc OZURDEX™,
nuKpavio

*Avteg o1 avemBountes evépyeieg UTOPEL V. TPOKAAODVTAL OO TH OLOOIKATLO THS EVEOHS KAl O)L OO TO
1010 10 gupvtevpuo OZURDEX. Ooeg mepiocotepes eVEGEIS KAVETE, TOOO WO GUYVES UTOPEL VO EIVOL AVTES
o1 avemBounTes evepyeleg.

Ava@opd avemBounToV EvEPYELOV

Edv mapoatnpnoete Kamoto avemBOunTn evEpyela, EVIUEPDOOCTE TOV YITPO GG, AVTO IGYVEL KOL Y0
KkéOe mBovn avemBOunTN evépyela mov dev avagépeTal 6To TapdV EUALO 0ONYIBV Yprions. Mmopeite
emiong va avoaeépete avemBounteg evépyeteg amevbeiag, HEGm Tov €BViKOD GLUGTAUATOG AVAPOPAS TOV
avaypapetol oto [Hapdptnua V. Méow g avapopdc averiBountov EVEPYEIDV UTOPEITE Va
BonBnoete 611 GLALOYN TEPLGGATEPMOV TANPOPOPLDY GYETIKA LLE TNV ACOAAELD TOV TAPOHVTOC
POPLAKOV.

5. MOQX NA ®YAAXZIETAI TO OZURDEX

To @appako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLY Tl TOdLA.
Na un ypnotponoteite to OZURDEX petd v nuepounvio ANENG Tov avagEPETOL GTO KOVTL KO TNV
aAovpvévia cvokevacio petd tnv évoeitn AHZEH:. H nuepopnvia Anéng sivar n tekevtaio nuépa tov
U1VOL, TTOL OVOPEPETAL.

INo 0wtd 10 PaPUEKO dEV OmOLTOVVTAL EIOIKES GUVONKES PVANENG.

Ta @dpuoKo dev TPETEL VO, OTOPPITTOVTOL GTO VEPO TG AMOYETELONG 1| 6TO, GKOVTidL. Pwthote T0

QOPUOKOTOLO GOG TMG VO TETAEETE TO PApPLOKN TOL gV ypetdlovtal ma. Avtd to uétpa. Oa
BonBiocovv oty Tpoctacia tov mepPdAilovtog.
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6. MNEPIEXOMENO THXY XYXKEYAXIAY KAI AOIIEX MTAHPO®OPIEX
Tvepréyer to OZURDEX

- H dpaotikn ovoia givar 1 de&apedalovn.

- Kabe gppidtevpa mepiéyel 700 pukpoypappdpio de€opedalovng.

- Ta, @GAAa cvotatikd givat: ovumoivpuepéc 50:50 D, L-Aoktidiov Kot yYAuKoA1diov pe TeMKn opudoo
(éxpo) eotépa kan cupmorvpepéc 50:50 D, L-Aaktidiov kot yAvkoAidiov pe telkn opdda (dipo)
o&gog.

Epg@davion tov OZURDEX ko tepiey0pevo TG 6VOKEVOGIG

To OZURDEX egivat évo eueitevpo. oxfiiotoc papoov, to omoio euidooetal viog e Perdvog evog
GLGTAKOTOC EQOPLOYNG. To GVGTNUA EQOPUOYNG KOL TO TAKETO TOV LAIKOD aphypaveng KAsivovat
OEPOCTEYMG G€ QAOVVEVIX GVoKEVAGia OV PpiokeTal viog evog kovtiov. 'Eva kovutl mepiéyet Eva
GUOTNIO EQUPHOYNG e Eva eppOTELI TTOL O ypnouomomBei pio popd kot Oo amoppipOei.

Kéroyog Adciag Kvkhogpopiag ko IMapackevaotiig

Allergan Pharmaceuticals Ireland
Castlebar Road

Westport

Co. Mayo

Iphavéia

I"a omoladnmote TANPOPOPi GYETIKA LE TO TOPOV POPULOKEVTIKO TPOIOV, TAPUKAAEISTE VO
amevbuvbeite 0TOV TOTTIKO AVTITPOGMITO TOV KATOYOL TNG AOEWNG KUKAOPOPING.

Belgié/Belgique/Belgien/ Latvija
Luxembourg/Luxemburg/ Nederland Allergan Baltics UAB
Allergan n.v Tel: +371 676 60 831
Tél/Tel: +32 (0)2 351 24 24

Bouarapus Lietuva
Anepran bearapus EOO/] Allergan Baltics UAB
Ten.: +359 (0) 800 20 280 Tel: +37052 072 777

Magyarorszag
Allergan Hungary Kft.
Tel.: +36 80 100 101

Ceska republika
Allergan CZ s.r.o.
Tel: +420 800 188 818

Danmark Norge
Allergan Norden AB Allergan Norden AB

TIf: + 4580884560

Deutschland
Pharm-Allergan GmbH
Tel: +49 69 92038 1050

Eesti
Allergan Baltics UAB
Tel: + 37 2634 6109

EArada/Kdmpog
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TIf: +47 80 01 04 97

Osterreich
Pharm-Allergan GmbH
Tel: +43 1 99460 6355

Polska
Allergan Sp. z 0.0.
Tel.: +48 22 256 3700

Portugal



Allergan Hellas Pharmaceuticals S.A.
TnA: +30 210 74 73 300

Espaia
Allergan S.A.
Tel: + 34 91 807 6130

France
Allergan France SAS
Tel: +33 (0)1 49 07 83 00

Hrvatska
Ewopharma d.o.o.
Tel: +385 1 6646 563

Ireland/Malta
Allergan Pharmaceuticals Ireland
Tel: 1800 931 787 (IE)

+356 27780331 (MT)

island
Actavis Pharmaceuticals Iceland ehf.
Simi: +354 550 3300

Italia
Allergan S.p.A
Tel: + 39 06 509 562 90

Profarin Lda.
Tel: + 351 21 425 3242

Romania
Allergan S.R.L.
Tel: +40 21 301 53 02

Slovenija
Ewopharma d.o.o.
Tel: + 386 (0) 590 848 40

Slovenska republika
Allergan SK s.r.o.
Tel: +421 800 221 223

Suomi/Finland
Allergan Norden AB
Puh/Tel: + 358 800 115 003

Sverige
Allergan Norden AB
Tel: + 46859410000

United Kingdom
Allergan Ltd
Tel: +44 (0) 1628 494026

To mapov eOALo 0dNYLAV xpRoNS avadsmpOnke Yo Tedsvtaio popd stic MM/EEEE

Agntopepn TANPOEOPLAKA GTOLYElD Yo TO TPOioOY givar dtaubBécipa oty 1etoceAida Tov Evpmraikon

Opyaviepod Gopudkev: http://www.ema.europa.eu/.
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[®a Tapéyoviar 610 KouTi]

Ot TAnpoopieg mov akorovBoldv amevfivovtal LOVO € YLOTPOVG 1) EXAYYEAUATIEG TOL TOUEN
VYEOVOLUKNG TTEPIBaAYNG, Kot TEPAaPavoLV TiG apBunuéveg mapaypdeovg e IIXIT mov mapéyovv
TPOKTIKES TANPOPOPIES YO TN YPNOT| TOV QUPUAKEVLTIKOD TPoidvTog. Avatpélte oty IIXII ya
AEMTOUEPELG TANPOPOPIES TOV TPOTOVTOG,

IHAHPO®OPIEX I'TA TON ETAITEAMATIA TOY TOMEA YI'EIONOMIKHX
INEPIGAAYHX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

OZURDEX 700 pukpoypopupdpia evoobholmoeg EUQOTELUO GE GOGTI L0 EQAPUOYNC

4, KAINIKEX ITIAHPO®OPIEX
4.1 OgpomevTiKég EVOEiLelg

To OZURDEX egvdeikvotol yio Ogpomeio evnhikov aclevov e:

e omTIkn dtatapoyn AMOy® dtefnTikod odnuatog e oypds kniidag (DME) mov givar
yevdopakikoi 1 Tov Bewpeitan 6TL avtomokpivovtal averopk®g ot Bepameio pe pn
KOPTIKOGTEPOELDN 1| eV gival KaTAAANAOL Yo Bgpameia e U1 KOPTIKOGTEPOELON

e oidnua g ypdg KNAdOS eite HETA Ao amOPPOEN TNG KAASIKNG AUPPANGTPOEIOIKNG PAEPMS
(BRVO) eite petd amd andepaén g kevipikng apeipinotpoetdikng eAéfag (CRVO)

e  @Aeypovn Tov omicBlov TuNHaTOg TOL 0PBAALOD TOVL TapoLGLAleTal MG PUN AOIUAING
poyoetdition

(BA. mapaypaeo 5.1 oty IIXII)

4.2  Aocoloyio Kol TPOTOG YOPNYNONS

To OZURDEX mpénet va yopnyeitot amd gdtkevpévo ophaiuiatpo pe gpneipio ot deEoymyn
€VOOLOAWOMV EVECEMV.

Aocoloyia
H ovviotodpevn 06on ival éva eppvtevpo OZURDEX yia evoobaAmon yoprynon otov ennpealoievo

0pBaALO. Ag cUVICTATOL TAVTOYPOVT YOPTYNON Kot 6TOVG 0V0 0PBuALOVS (BA. Tapdypapo 4.4 otnv
TIXIT).

Metd v éveon, ot 0oBevelg TpEMEL VA TAPaKOAOVBOUVTAL, MCTE VO, LITAPYEL 1) OLVATOTNT EYKOPNG
OepamenTikng aymyng o€ mepinTmon Tov eupavictel Aoipwén 1 ovénuévn evooeddiuia mieon (BA.
napbypapo 4.4 gty IIXTI).

Eidixotl whnboouoi
Himawuévor (265 etwv)
Agv amonteiton TPocappoyn e 00m¢ Yo NAMKIHEVOLS acbeveis.

Tpomog yoprynong

To OZURDEX egivai évo evooboAmoeg EPOUTELLO LiOG XPNONG € COGTNIO EPAPUOYNG, LOVO Ylo
€vOoLOADON yopNynon.

K& chompo epappoyng propei va ypnoytomroindet yia tn Oepamentikn aymyn evog Hovo o@OaApov.
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H dwadikacio tng evooiarmoovg Eveong Ba mpémet va dteEdyetan og eheyyOUEVES donmTeg CLUVONKEC
OV TEPILALPAVOLV T1| YPTOT) OTOCTEIPOUEVOV YOVTIOV, OTOCTEPOUEVOD LUATIOL Kot
OUTOCTEPMUEVOL JUGTOAEN PAEPGP®V (1] aVTIGTOLYOV).

®a pénet va {nnOel amd tov acBevi) va Aapfavel Lovoc Tov aviyukpoPlakés otaydves evpEog
Qacpatog, kodnuepwva eni 3 nuépec mpv Ko petd omd kabe éveon. Ipv omd v éveon, 10
nepoPOodkd déppa, To PAEPOPO KoL | OPOOAUIKY] ETLPAVELD TPETEL VO ATOALHAVOODY
(XPMOWOTOIDVTAGC, Vi TOPASELY O, GTOYOVES 1dd100Y0V SLoAvpaTog ToPdovNG 5% ooV emmepuKoTa
OTMG £YIVE GTO TAAIG10 TOV KAWIK®Y doKiumv yio Ty €ykpton tov OZURDEX) kot Oa wpénel va,
yopnynOel emapiéc Tomd ovalcOnTIKO. APaIPESTE TV CAOVUIVEVIH GUGKELOGIN 0O TO KOLTI Kot
eketdote gdv givar kateotpappévo (PA. mapdypaeo 6.6 otnyv IIXII). Ztn cuvéyela, o UTOCTEP®UEVO
7ed10, avoiETe TNV AAOVIVEVID, GUOKELOGTO KOl TOTOOETGTE AMUAG TO GOGTILO EPAPUOYNG GE VOl
OTOCTEPMUEVO O1GKO0. AQUIPEGTE TPOGEKTIKA TO KOAVULO OTO TO GUGTNLO EPUPUOYNS. APOV
ovOiEETE TNV OAOVIVEVIO GUOKEVOGTN, O TPETEL VAL YPNOYLOTOCETE AUECHS TO GUGTILLA

EQAPUOYNC.

Kpatote to oo epapproyng e To Eva xEpt Ko tpafnéte tn yrottida aceaieiog dote v Pyet
oo TO GVOTNUA EQOPLOYNS. AToPOYETE GLGTPOPT N OTPEPA@SN TG YAwTTidoc. Me T Ao&otoun g
Beldvag Tpog ta. endvm kot o€ avtifetn katebBuven and 10 orAnpd yrtdva, Tpombnote T PeAdva
nepimov 1 mm gvidg TOL GKANPOV YITMOVA KA, GTI GUVEYELL, 0VaKOTELOOVETE TPOG TO KEVIPO TOL
0PBOALOY, EVTOG TNG KOTAOTNTAG TOL VAAOELDOVG CAOUATOG, HEXPL T OMKT GLAIKOVNG Va Bpet avTioTaon
otov emmepukoTa. [Tiéote apyd To KOLUTL TOL EVEPYOTONTY] LEYPL VO OKOVGTEL O YOPAKTNPIOTIKOG
Nyog k. IIpv amocvpete T0 GVOTNUA EQPOPLOYTS ard Tov 0BaALd, Befarmbeite 6TL TO KoLUTL TOV
gvepyomomn £xel o0l LEYPL TO TEPUA KOt OTL EYEL GLVAPLOYN LE TNV EXUPAVELYL TOV GUCTIHATOG
EQUPUOYNG. Aparpéate T Pehdva Tpog TNV idto KotebBvveT oV ¥PNCLUOTOONKE Yio TV EIG0Y®YN
GTO VOAOELOEG GMLA.

I'oa 0dnyieg oyeTikd pe TN yopnyNoM Tov EVOoDAADSI0VS ELEVTEOHATOS, PA. Tapdypapo 6.6.

Apéong petd v éveorn tov OZURDEX, ypnciponomote ppeon opBaiockodnnon 6to
TETAPTNHOPLO TNG EVEOTG Yo va emifePaumdaoete O6TL 1 eppvTELSOT NTOY EMTVYNS. O evtomiondg ivan
dVVATOG GTNV TAEIOVOTITO TV TEPIMTOCENDV. XTIC TEPITTAOGELG TTOV JEV £ival SLVATOG O EVTOTIGUOG
TOV EUPVTEDLOTOC, TAPTE LU0 ATTOCTELPOUEVT] UTOTOVETA Ue PapPdKt Kot TEGTE EAAPPA TO GNUEID TNG
£€VEONG Y100 VO ELPAVICTEL TO EULPVTELULAL.

Metd v evéobormon Eveon, 1 Bepamentikn aymyn Tov acfevav Oa Tpénel va cuveyloTel pe
AVTYKPOPLoKd eVPEOS PAGLATOC.

4.3  Avtevésitelg

. YrepevaioOnoio otn SpacTiki ovoia 1) 6€ KAmolo omd o £KS0Y TOL OVOPEPOVTAL GTNV
mapdypoeo 6.1. otnv TIXIIL.

o Evepyn 1 evdeyopevn opBaipixn 1 tepro@Boipikn Aoipmén, copnepthapufovouévoy Tov
MEPLGGOTEPOV UKDV VOST|UAT®V TOL KEPATOELO0VE YITMVO KOl TOV EMTEPVKAITA, OTMG EVEPYO
emONAokn kepatiTda amdlovd £pmnta (OevOPLTIKN KEPATITION), SUpAAITION, OvELOBAOYLA,
AOWDEELG ad puKoPakTNPidio Kot LUK TIOCEL.

o IIpoympnuévo yhavkmpa mov dev umopei va eEleyyBel emopkdg LOVO e POPUAKEVTIKY
TPOIOVTAL.
o Apaxikovg oBaAipovg pe pii&n oto omichio TEPLPdKio Tov PaKoD.

o OpBopovg pe evdopaxd tpocsdiov Bardpov (ACIOL), eviopako e 1ptdikn 1| S10oKANPIKY
ompi&n kot pHén oto omichio TEPIPEKIO TOV PaKOD.

4.4 FE10kég TPOELOOTOMGELS KO TPOPVAAEELS KATA TN Yp1jon

O1 evéoelg mov yopnyobvtal EvOoioAmdms, cuurepiiapupavopévay tov evécsewv ue OZURDEX,
UTOPOVV VO GUGYETIGTOVV LE EVOOPBaAUiTION, EVOOEOaALLL PAEYLOVT, cvENUEVN evEopBdA L Tieon
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KOl 0TOKOAAN O™ TOL aUEIPBANGTPOEd0VS. [Ipémet va ypno1onolovvTol TavTo KOTAAANAES donmteg
TeXVIKEG éveonc. Emumpdobeta, o1 acbevelc mpémet va mapakoiovBodvtal petd tnv éveon, doTe va
glvar dSuvatn 1 Eykoipn BEPATELTIKN AVTIUETMOTIOT G TEPITTO®ON EUPAVIONG AoTHOENG 1 ovENUEVNS
evoopBddog Tieong. H mapakolohnon pumopel va amoteleitor amd ELEYY0 AUATMOONG TNG KEQPOANG
TOV OTTIKOL VEVPOL AUECHG LETE TNV §vEDT, TOVOUETPNON €VTOG 30 Aemttddv amd TV £veon Kot
Plopukpookodmnon peta&h 600 Kot ENTE NUEPDV Omd TNV EVEOT).

Y1ov¢ 0obeveig mpémet va 60000V 001 YiEC Y10, TNV OVAQOPH TVYXOV GUUTTOUATMOV TOV UTOPEL VO
VTOIMADVOLY EVEOPOOAUITION 1] KATOL0 07T TO TPOOVAPEPOUEVO GLUPAVT Y®PIc KabvoTtépnon, w.y.
OvoG Tov 0@Hakpov, Bapmn opaocn k.AT. (BA. mapdypago 4.8 oty TIXII).

O)ot o1 acbeveic pe piién oto omichio TEPLPEKIOo TOV PaKoV, OTMC o1 0oOEVELS e AV UaAin TOV
omicOiov akov (1.3, Aoym enépPaong Katappdrn), /Kot Pe Avorypa g ipLdag Tpog TV VOAOELN
KOWAOTNTA (.. AOY® POEKTOUNG), HE 1 YOPIG IOTOPIKO EKTOUNG VOAMDIOVG CAOUATOS, OLATPEXOVY
KivOUVO UETATOTIONG TOV EUPVTELLATOC 6TOV TTPOGHo OdAapo. H petatdmion tov epeuteduatog otov
Tpoco OdAapo pumopel vo 0dnynoet o€ oidNUa Tov kKepaToeldovs. To gupévov Paptic Lopeng oionua
TOVL KePUTOEW0VS Umopel va eEehyBel o avaykn yo petapodoygvon kepatoeldovs. Extog tov
acfevdv aTovg 0moiovg 10 eueVTELUE avtevosikvuTal (BA. Tapdypago 4.3), 6TOVG 0TTOioVE TO
OZURDEX é¢gv mpémet va ypnoomoteitar, 1o OZURDEX mpénet vo, xpnoIL0TolEiTal U TpocoyT| Kot
HLOVO KOTOTY TPOCEKTIKNG a&loAdynons tev Kvdivev kot Tmv opehmv. Ot acbevelg avtol tpénet va
TapoKolovBovvtal 6Tevd doTe va glvan SuvaTti 1 £YKopn SIEyVOoT| Kol OVTILETOTICT TG
UETOTOTIONG TG CLGKELNG,.

H ypnon xoptucootepoctdmv, couneptrapfavouévov tov OZURDEX, pmopei va npokoiécet
katappaktes (cvumeprappavouévav onicbiwy vrokdyiov kotappaktdv), avEnuévn EOIT,
YAUDK®O U OQEIAOLEVO GE YPNOT| GTEPOEIODV, KOl UTOPEL VOl EXEL OC UTOTELEG LA OEVTEPOYEVELG
0POOAUIKES AOUDEELG.

211g KMvikég peléteg dudpketag 3 etav yio 1o DME, to 59% tov acbevav pe paxiko vid e&étaon
oBoApod mov éhafoav OZURDEX vrofAndnke ce enépfaon Katappdaktn atov vmod eE€tacr opOaiund
(B\. mapaypago 4.8 otnyv IIXII).

Metd Vv TpadTN £VEST], 1| GLYVOTNTO EUPAVICT|G KOTAPPAKTN aiveTal va eivol vynAdtepn o€
aoBeveig pe un Aotuddn payoeditida Tov omichiov TUNHATOG GE GUYKPLON LE TOVG acbevels e
BRVO/CRVO. Xe khvikég peréteg BRVO/CRVO, o kotappdrtng avoeipbnke cuyvotepa, omd Toug
ac0evelg pe Paxiko evoopakd mov vrofAndnkay o devtepn Eveon (PA. mapdypogo 4.8 oty TTXII).
Movo 1 and tovg 368 acbevelg ypeldotnie yelpovpyikn eéuPaocn KatappakTn KoTd TV TpdTD
Bepomevtikn ayoyn kot 3 and tovg 302 acbeveic Katd ) de0TEpT OEPATEVTIKY Oy®YN. TN HEAETN Un
Ao®O0VG payoeditidag, 1 amd Toug 62 pakikobg acbeveig vefAnOn ot yepovpyikn enépPoon
KOTOPPAKTN LETE amd i Eveon.

O emmoAuc oG apoppayiog Tov EMmePLKOTE 6€ acbeveig pe pn Aomon payoeditidoa Tov onichiov
TUNUATOG QaiveTal va elval VYNAOTEPOG e cOYKplon pe toug acbeveic e BRVO/CRVO kot DME.
Av16 o popovoe va amodobel otn dradikacio Eveong evOoHOA®ONDE 1| GTNV TAVTOYPOVT| YPNOT
TOTK®V 1/K0L GUGTNHOATIK®Y KOPTIKOGTEPOEIOMV 1) [11] GTEPOEODV AVTIPAEYUOVOOIDV PApPUAK®V. AgV
amarteiton OgpamenTikn oywyn kabmg vTapyel avbOpUNTN eMiAvon).

Onwc avapévetot pe tnv oeBoALUKT BEPATEVTIKY ay®mY| LE GTEPOEON Kol EVOOVAADOELS EVEGELC,
umopel va onueimbovy avénoeig oy evéoeddiina ieon (EOID). H avénon oty EOII givan katd
KOVOVOL OVTIUETOTIGIUN HE pappoko yio T peioon g EOIT (BA. mapdypagpo 4.8). Amo tovg aobeveic
oL epeavicav ovénon oty EOIL >10 mmHg 6e oyéomn pe v apyikn T, To HEYAAVTEPO TOGOGTO
eupavice avt v avénon oty EOIT peta&y 45 kor 60 nuepdv petd v £veot. ZuVenmg,
ave&apmnto amod v apywn T g EOIL amaiteiton taxtikn topakoiovdnon g EOIT kot Tuydv
advénon otV TN TG TPETEL VO, OVTILETOTIOTEL KATAAAN O LETA TV EVEST), OTIMG Elval amopaitnTo.
O1 acBeveic nAkiog kaTo TV 45 €TV e 0ldN U TNG OYPAC KNAIdAS HeTd omd amdpaén TG
apUPIPANCTPOEISIKNG PAEPOG I Le GAEYHOVT TOVL OTicO10VL TUNHATOG TOV 0POAALOD TOV EKONAMVETIL
®G UN AotumdNg payoetditida, £xovv mepliocdtepeg mhavOTNTEG VO gppavicovy avénoelg oty EOIL
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H ypnion koptikootepoelddv Tpénet va yiveTol Le 1010itepn TPpoooyN o€ achevelg Tov £xovv 16TOPIKd
amA0D 0QOUAUIKOD EPTNTA KoL SEV TPETEL VO, YPT|CLUOTOLOVVTOL GE TEPICTUTIKG EVEPYOD ATTAOD
0POoALIKOY £pTNTAL.

H acedieia kot 1 amoteAeopoTKOTNTA THG TOVTOYPOVNG Yopynons tov OZURDEX kot otovg 600
0PBoApOVG dev Exouv pedetnOel. uvemme, O GLVIGTATAL TAVTOYPOVT] YOPTYNOT] KOl GTOVG dVO
opBoipove.

To OZURDEX dev éxet peretn0ei oe acbeveig pe oidnpa g oypdg kniidog petd and amdéepacn g
apeipAnotpogdikng eAéPac (RVO) pe onuovtikn apeiBAnctpostdikn woyaipio. Zuvenmg o
ouviotdral 1 yoprynon tov OZURDEX.

211g peréteg @aong I diepguvinke meplopiopévog aptBpog atopmy pe dePnn tomov 1 koun
amokpion oto OZURDEX 6¢ avtd to dropo dev ToV GNUOVTIKG SLAQOPETIKT OO TO, ATOUO EKEIVAL UE
dwaprytn tomov 2.

v RVO, avtumkrikn ayoyn yopnynnke oto 2% tov acbevav mov élapav OZURDEX. Agv
avaépOnKay auoppoyIKES avemBuunteg evépyeleg o€ antovg Toug acbeveic. to DME, avtimnkrikn
ayoyn xopnynonke oto 8% tov aclevodv. Ocov apopd tovg aobeveic Tov EAaPaV aVTUTNKTIKY aymyn,
1 CLYVOTNTO CLUOPPAYIKDV AVETIBOUNTOV EVEPYELDV NTAV TAPOUOLO LETAED TG OUAONG TOV
OZURDEX ka1 tng opddog eukovikng Oepomentikng aywyng (29% évavtt 32%). Ocov apopd Toug
acBevelg mov dev EAafav avTTnKTIKY aymyn, to 27% tov aclevav mov éhapav OZURDEX avéeepe
apoppaykéc avemBountes evépyetles o cVyKplon pe 0 20% oty opdda EKOVIKNG OepameuTikng
ayoyns. Metoéd tov acbevav mov Elapav OZURDEX, apoppayic Tov vaA0g1d00¢ GOIOTOC
avapépnke og VYNAOTEPO TOGOGTO GE ekeivovg Tov Edafav avtimnktikny aymyn (11%) ce chykpion
e tovg acbeveic mov dev Edafav avtmmktikh aywyn (6%).

Y& KAmo10 GTAS10 KATE, TIC KAWVIKEG LEAETEG, OE TOGOGTO £mG T0 56% TV acbevav, ypnoiuomombnkay
OVTLOHOTETOAOKA QOPUOKEVTIKA TPOTdVTa, OT®S 1 KAOTLO0YpEAT. Metald twv acbevdv mov éhafav
TAVTOYPOVA KO OVTLOHOTETOALOKE PAPLLOKL, OLLOPPOYIKES AVETBVUNTES EVEPYELES OvapEPONKAY GE
EAIPPOC VYNAITEPO TOCOGTO GTOVG 0lobeveig aToVG omoiovg yopnyROnke OZURDEX (émg 29%) o€
GUYKPION UE TNV OLAd0 EIKOVIKNG BEpAmELTIKNG 0y NG (mg 23%), ave&apTtTtmg Tng EVOEIENG 1] TOL
apBpov tov ayoyonv. H o cuyvi aipoppaytkn avemBountr evépyela mov avagépinke nTov 1
atoppayic Tov emmepukoTa (£wg 24%).

To OZURDEX 0Ba npénetl va ypnoiomnoteitat pe mpocoyn oe acbeveig mov Aapfavouy aviimnKTikd 1
OVTIOLOTETOALOKA QOPUOKEVTIKE TTPOIOVTAL.

Ontkr) Swotapoyn

Ontucn droTapayn Uropel va avagepOei e T ¥pNon CLCTNUATIKOV KOl TOTIKOV KOPTIKOGTEPOEIOMV.
Edv évag aoBeviic mapovstdcel CoUmTOHOTO 0TS Bopm) dpacn 1 AAAEG OTTIKESG OlaTOPYES,
e€etdote 10 evOEYOLEVO aE10AOYNONG TOV TBOVOV oUTIdV, 01 0TToieC pUmopel va, meptAapBdvouy
KaToppaKTn, YAWOKOUA 1 OTAVIEG VOGOLS, OTIMG KEVIPIKT 0pMIT XOpLoaueiAnotposidonddeio
(CSCR), mov éyovv avapepbel LeTd T xpNoN CLGTNUATIKOV KoL TOTIK®OV KOPTIKOGTEPOELSMV.

45  Alnlemopaocsig pe GALO QUPUOKEVTIKA TPOIOVTA Ko GAAEG HOpPES alniemiopacg

Agv &xovv Tpaypotonombel pelétec aAANAETIOPAGEWDY.
H ocvotpatiki amoppdenon sival eEAayiot Kot OV avapEVOVTal AAANAETIOPACELS,

4.6 TovipdtnTa, KOO KoL yolovyia

Eyxvuocvvn

Meléteg oe {da £govv deilel TepaToydVOo dpdom LETA amd Tomikn opBaiuikn xopriynon (PA.

mapdypoeo 5.3 oty IIXII). Aev vapyovV enopKn 0EO0UEVA OO T XPNOT EVOODUADOIMG

yopnyovpevng de&apebaldvng oe £ykveg yovaikeg. H pokpoypovia cuotnuotikn Oepamevticn aymyn
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LE YAVKOKOPTIKOEON KATA TN SLAPKELD TNG EYKLHOCVLVNG VEAVEL TOV KIVOLVO Yo EVOOUNTPLOL
KaBVOTEPTON OVATTTUENG KO ETVEPPLOLAKT] AVETAPKELD GTO VEOYEVVITO. ZVVETMG, TAPOTL M
ovotnpatikn ékBeon ot de€apebalovn avapévetor TOAD YoUNAn LETE TV TOTKT EVO0QOaiLLa
Oepanevtikn aywyn, o OZURDEX 6gv Tpémetl va pnoHomotEiTol KOTA T SLUPKELN TNG EYKVUOGVVNG
€KTOG €6V TO TOAVO 6PeLOG dikaloAoyel Tov TBavo Kivouvo yia to EuPpuo.

OnAaopog
H 6e&apebaldvn amekkpivetor 6To yaha. Agv avaUEVETAL VO VITAPYOVY EMTTOCELS GTO TTodl AOY® NG

0000 YOPNYNONG KOl TOV GUOTNLATIKAOV EMITESWV TOV TPOKVTTTOLY. 61660, To OZURDEX d¢
GUVIGTATOL KOTA TNV JEPKELD TOV ONAOCHOV EKTOG €AV EIVAL ATOAVTO OTOPAITNTO.

Tovwotnta
Agv vapyovv dabécipa dedopéva Yia T YOVILOTNTA.

4.7 Emopacseig 6Ty IKavOTINTA 001Y161)G KU (ELPIGHOD P OVIRATOV

To OZURDEX gvdéyetan va £yl LETPLA ETIOPOOT) GTIV IKAVOTNTO 001 YNONG KO EPICUOV UNYAVAOV.
Ot aoBeveic pmopel va gpeavicovy Tpocwpvd petwpévn opacn apod Adfovv OZURDEX pe
gvoovaAmON éveon (PA. mapdypao 4.8 oty I[IXI). Agv Ba mpénet vo, 0dNyHGOLV | VA ¥EPIETOHY
pnyovinpate péypt vo emiudet ovtd to TpofAnua.

4.8  AvemOovunteg evépyeleg

20VoYT) TOL TPOPIA OOQEAELOG

O1 10 GLYVE AVOPEPOLEVES OVETIBVUNTEC EVEPYELEG TTOV OVOPEPOVTUL LETA TN OEPATEVTIKT QYY) LE
OZURDEX eivai ekeiveg Tov mapatnpodvtol cuyva He v oeBoiikn Oepamentiky oywyn 1e
GTEPOELON N UE TIG evOobOAMOELG evéoelg (awénuévn EOTL, avantuén katappdictn Kot olopporyic Tov
EMTEPLKOTA 1] TOV VOAOELSOVG COUATOG, OVTIGTOLYT).

2115 AydTEPO CLYVE AVOPEPOLEVES, AALA L0 GoPapés, avemBounteg evépyeleg mepthapfdvovot
evooPBoiuiTidn, vEKpOTIKY] AUPIPANCTPOESITION, ATOKOAANGT TOV AUPIPANGTPOEDOVS Kot pREN TOL
AUPIPANGTPOELDOVG.

Me e&aipeomn v ke@aAoAyia Kot TV NUKpavio, OV TAVTOTOONKOY CLGTNUOTIKEG AVETIOOUNTES
gvépyeleg pappaxov pe m xpnorn tov OZURDEX.

Kotdhoyog avemBountmv evepyelmv o€ Lopen Tivako

O avemBounteg evépyeieg mov Bempeitar 0Tt oyetiCovron pe ™ Bepanevtikn aywyn e OZURDEX
amo T1g KAMvikég dokipég Paong 1T (DME, BRVO/CRVO kot payoetditida) kot ammd avbopunteg
OVOQOPES TOPOVGIALOVTAL GTOV TOPUKATE TIVAKO, avE KaTyopia 0pyovikoh GUGTHLOTOS KOTA
MedDRA «oi Bdoet tng akdrovdng cuvOnkng:

IToAb cuyvéc (> 1/10), ovuyvig (>1/100 émg <1/10), oyt suyvég (>1/1.000 éwg <1/100), omdvieg
(>1/10.000 ¢wg <1/1.000), ToAD omavieg (<1/10.000). Xe kaOe opada cvyvOTNTOC, Ol AVETIOVUNTES
gvépyeteg Tapovotdlovtal o€ oepd pBivovoag coPapdtntag.
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Mivakog 1 Avem@ounteg evépyseieg

Katnyopia opyavikov
GUGTILOTOG

YuyvotnTa

AvemOOuntn evépysro

Awotapoyéc Tov VELPUKOD
GUOTNALOTOC

GUYVEG

Kepoiaiyia

OY1L GLYVEC

Huupavia

OpBarpiéc droTapayéc

TOAD GUYVECG

Evdopbdiia migon auEnuévn™*, katappaktng**,
ooppayia Tov ETTEQUKOTO*

oLYVEG

OpBoiLuKn VIEPTACT), KATOPPAKTNG VITOKAWY10G,
OLLOPPAYIC TOV VOAOEIOOVG COUATOSH ™, OMTIKY
o&vra petopévn®, ortiky datapoyn,
OTOKOAATGT] TOL VOAOELDOOVG CAOUATOGH,
eEWPOLOTA TOV VAAOEIBOVS CAONOTOCH,
BoLepdTNTEC TOV VAAOEIDOVE COUOTOCK,
PArepapitida, TOVog Tov 0POAALOV*, poTOYin*,
oildN o ToL EMmMEPLKOTA*, VITEPALLLIO, TOV
emmeQLKOTA™®

oY1 GLYVEC

Nekpotikn apgipinctpoeditido, evéopOaipitida™,
YAADKOUO, 0TOKOAANGT TOV AUPIPANCTPOEBOVG*,
pNEN oV apPPANGTPOEDOVCH, VTOTOVIiD TOV
oPBoAp0v*, pAeypov Tov Tpochiov Boddpov®,
KOTTOpO/EpUONUATA TOV TPOcBiov Boddpov*, un
QLGLOAOYIKS aloOnUa oTOV 0PBUALG™, KVNGLOG
PBre@dpwv, vepatio Tov GKANPOY yrTdvo*

Ievikég dratapoyég Kot
KOTOOTAGELG TG 000V

xopfiynong

oY1 GLYVEC

Metatomion cvokevng* (LeTavVAGTELGN
EUPLTEVUATOG) LE 1 Y®PIG OION U TOV KEPAUTOELOVG
(PA. emiong mapdypapo 4.4), emmAoKn ELGUYOYNS
NG GLUOKEVNG LLE AMOTEAEGLO KAKWOOT) TOV
0POoAUIKOV 16TOV* (eQaAuEVT) TOTOBETNON TOL
EUQVTEVLATOG)

To * vodekviel avemBOunTeg evépyeteg Tov Bewmpeitat 0TL oyetifovtat pe T dtadkocio e £veong
eVO0HOAMINDC (1 GLYVOTNTO AVTOV TV AVETIOOUNTOV EVEPYEIDV Elval avAAOYN TOV apBpo Bepameidv Tov

yopnyobvvton).

** ¥ o vmo mPpayHoTIKEG ouvONKeS HEAETN TapaTpnong 24 unvov katd T Oepomeio TOL 010NUATOG TNG
@YPag KNAidag petd and RVO kot pun Aoyddn payoeiditida mov ennpedlet o omichio Tunpa tov opoaiov,
aUTEG O avemBOUNTEG eVEPYELEC avapEpOnKay e peyaAdTepn cvyvotnTa og acbeveic Tov Ehafav > 2 gvéoelg
évavtt acBevav mov Elafov < 2 gvéoelg: avantuén kotoppdit (24,7% évavt 17,7%), e£EMEN Tov KoToppakTn
(32,0% évavtt 13,1%), aproppayio Tov varoedovs omdpotog (6,0% évavtt 2,0%) kot avénuévn EOIT (24,0%

évavtt 16,6%).

TIeprypaon smdeyuévav avemBountwyv eVEPYEIOV

ArofntiKo 0idnuo. e wypac kniidog

H xhwvucn acpdreia too OZURDEX og acOeveic pe dafntikd oidnua tg oypag knAidog
a&10A0yNONKe g dVO TLYOLOTOINUEVEG, OITAG TOQAES, EAEYYXOUEVES e EIKOVIKT BEPATEVTIKT Oy(YN
peréteg @aong 1. Kot otig 600 peréteg toyaromomdniay kot Ehapov OZURDEX cuvolikd

347 acbeveic evd 350 acbeveic Erapav eikovikn OepamenTiky oywym.

Ot avemBOuNTEG EVEPYELEG IOV OVOQEPONKAY GLUYVOTEPQ, KOO’ OO TO SLAGTNLO HEAETNG, GTOV VTTO
g&€taon 0eBurpd Tov acBevav mov Edafav OZURDEX fjtov 0 KaTappakTng Kot ot avENUEVES TILEG
EOII (BA. Topokdtm). ZTic KAViKEG perétes duipketag 3 etadv yuo. to DME, 10 87% tov acBevav pe
Qoo Vo e&€taon oeBaApd mov Elafav OZURDEX eiye npobepamevtiKd Kamotov Pabpod
BolepdTNTO TOL PAKOV/TPOUO GTASLO KOTOPPAKTH. H cuyvotnto OAmV TV TopatnpodUevey TOTOV
Katoppditn (dNAadn, KATappakTng PAOLMONG, KOTOpPaKTNng S10fNnTIKNAG ATIOAOYING, KATUPPAKTNG




TLPNVIKOG, KATOPPEKTNG VITOKAW10G, PAKOEONG KATAPPAKTNG, Katappdktng) Ntav 68% ot acheveig
7ov éhafav OZURDEX ot eiyov @okikd vo eE€tacr opOoApd, Katd 1 SIAPKEN TV TPIETOV
peretv. To 59% tv acBevov pe paxikd vmo eEEtacn oeBuAId YPELAGTNKE YEPOVPYIKT ETEUPaON
KaTopparTn £0C TNV TEAELTALN EMICKEYT TNG TPLETOVG TEPLOOOV, LIE TNV TAELOVOTNTA TOV EXEUPACEDV
Vo TPOy UoTomotEiTon Kot 1o 2° kot to 3° £10g.

H apycn tiun péong EOIT otov vid e€étaom o@Balpd ftav 1 1d1a Kot 6T V0 opadeg BEPATEVLTIKNG
ayoyng (15,3 mmHg). H péon avénon amd v apykn tiun g EOIT dev Eenépace ta 3,2 mmHg o¢
O0Meg TIg emokéyelc otny opdde tov OZURDEX pe tn péomn EOIT va @tdvel otnv avdToTn T g
oTNV eMicKeyn oL TpaypatonomOnke 1,5 unva petd v €veon, Kat vo ETCTPEPEL TEPITOL GTA
enmimeda TG apykNG TNG £mg Tov 6° pva petd amod kébe éveon. H cuyvotnta kot to péyebog g
avénong oty EOIT petd ™ Bepamevtikn aymyn pe OZURDEX dev avénonkay pe Tig
enavorapPavopeveg evéoelc pe OZURDEX.

To 28% tov acbevav mov élafav OZURDEX napovciace avénon oty EOIT > 10 mm Hg and v
OpYIKN TN, o€ pio 1 TEPIOGOTEPES EMOKEWELC KT TN Stdpkela tng peAég. [IpoBepanevtikd, To 3%
TV aclevov ypeldotnke edappaka yuo ) peiwon e EOIL Xvvoiikd to 42% tov acBevov
ypedotnke eapuakxa yio ) peimon e EOII otov v eEétaon opBolpd o€ KAmoo 6Tdd10 Katd ™
SLIPKELL TOV TPLETOV UEAETMV, LIE TNV TAELOVOTNTO TOV 0COEVAOV QVTMOV VA XPELLCTNKE TEPIGCOTEPO
amo éva eappoka. H péyiom ypnom (33%) onueidbnke Katd toug mpdtovg 12 piveg kot mopEUeve o
TOPOWOL0 EMITEDO OO £TOG GE £TOC,.

Yvvolikd 4 acBeveig (1%) mov éhapav OZURDEX vroBAnOnkav oe mapepfotin Oepaneio otov vwd
g&étaomn oBoApo Yo TNV avtipetomion e avénong otnv EOIL "Evog acBevng mov édafe
OZURDEX ypeldotnke ye1povpyikn enépPaon pe toprn (TPOUTEKOVAEKTOUN) Y10 TV OVILETMOTION
™m¢ avénong otnv EOII mov opetddtay o1 ypron otepocdnv, 1 acbevic vroPfAndnke ot
TPOUTEKOVAEKTOUN AOY® GYNUOATIGUOV VMDO0VG 6ToV Tpodchio BGAao, To omoio Topeunddile tnv
€KPOT TOL VOATOEOVS VYPOV 0dNYdVTOG o€ avéEnuévn EOIL, 1 acBevic vtofAndnke o ipidotoun yio
YAOK®WO KAEIGTNG Yoviag kot 1 acBevig vmofAndnke oe 1ptdekTopn AOY® XEPOVPYIKNG EXEUPOONC
katappaktn. Koavévag acbevic dev ypeldotnke apaipesn Tov ELPLTEVLOTOC LE EKTOUN VAADOOVG
oopoTog yiao tn pvOon g EOIL

BRVO/CRVO

H i acpdreia too OZURDEX cg acBeveic pe oldnua tng oypdc knAidag petd omd amdepaén
NG KEVIPIKNG 1 TNG KAASIKNG APPIPANGTPoEldIknG eAEPag Exel a&loloynbel og SO TVYAOTOINEVEC,
OumAG TVPAEC, EleYyOLEVEC e EIKOVIKT BepamevTikn aymyn peéteg @dong 1. Zvvolikd
TuyonomomOnkay 427 acBeveig yio Aqyn OZURDEX kot 426 acBeveig yio Ay €IKoVIKNG
BepamenTikng aymyng otig 0vo peiéteg Oaong 1. Xvvolikd 401 acBeveig (94%) mov
ToyotoromOnkay kot Edafov OZURDEX olokipwcay to apyikd didotnua Oepareiog (uéxpt tnv
nuépa 180).

Yuvolika 10 47,3% tov acbevdv epupdvice TovAdyoTov pio avemBount evépyeta. Ot avemBounteg
gvépYelEC TOV ovapEPONKay cuyvoTEpa 6TOVG acbeveic mov Elafov OZURDEX ftav 1 avénuévn
evoopdia wigon (24,0%) kat n apoppayio tov emmepukdto (14,7%).

To wpogik avemBouuntv evepyeldv yia acbeveic e BRVO ftav mopdpoto pe ekeivo mov
mapatnpinke otoug acbeveic e CRVO, av kot 1 GUvoMKn GuyvOTnTe, EUEAVIOT|S TOV OVETIBOUNTOV
EVEPYELDV NTAV LYNAOTEPN YiaL TNV VIToopdda acBevav pe CRVO.

H ovénuévn evéopbdiuia wicon (EOIT) ue OZURDEX £ptace oty avdtatn T g v nuépo 60
Kol EMECTPEYE OTO EMIMEDA OPYKNG TING pexpt TNV nuépa 180. Or avénoeig oty EOII gite dev
OTOLTOVGAV BEPUTEVTIKY Oy N AVTIHETOTICTNKAV LE T YP1|ON QPOPLOKEVTIKAOV TPOIOVIMV TOTIKNG
ypong ywo t peimon g EOIL Kotd to apyikd didotnuoe Oepameutikng aymyng, yio to 0,7% (3/421)
tov acBevov nov élafe 1o OZURDEX ypeldomkov enepufacels laser 1| yeipovpyikés eneppdoetg yio
TNV QVTILETOMION TV ovENpévey Tipdv EOIT otov vid e&étaon opBaind, oe chykplon pe 10

0,2% (1/423) oto omoio yopnyndnke ekovikn OepamevtiKn aywymn.
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To mpo@ik avemBOLNTOV evepyeldV TV 341 acBevdv mov avaibonke petd ) devTepn £veon Tov
OZURDEX, ntov TopOlo10 LEe EKEIVO PETA TNV TPMTN EVECT]. ZUVOAIKA T0 54% TV acbevov
eUPAvIce TOVAGyLoTOoV pia ovemBountn evépyela. H ouyvotnta avénuévng EOIT (24,9%) fitav
TOPOLOLN LLE T GLYVOTNTA LETA TV TPAOTN £VECT| KAl OHOIWG EMECTPEYE OTIG APYIKES TILES LLEYPL TNV
nuépa 180 g avoryytig emtonpovonc. H cuvoAtkr cuyvotnta peavions katappaktn oy
VYNAOTEPN HETA amd 1 £Tog 6g GVYKPIOT LE TOVG TPMTOVG 6 PNVEG.

Payoeiditida
H i acpdireia tov OZURDEX cg acfeveic pe pieypovi tov onichiov TURatog Tov o@OaApon

1 omoia TaPoVSLAleTal MG UN AOUOING payoeditida, £xel a&lohoyndel o€ pio TOAVKEVTPIKY, TVEAY,
TUYOLOTOMNUEVT] LEAETT).

Yuvolikd tuyatomomOnkay 77 acBeveig yio Ayn OZURDEX kot 76 acOeveic yio AMym ekovikng
BepomevTikng aywyng. Zvvolikd 73 acbeveic (95%) mov tuyaromombnkay kot Elafov OZURDEX
olokANpwoay ) perétn 26 gfoopddmv.

O avemBountec evépyeieg Tov avaeépnkay cuyvotepa otov VId e€€tacn oEOaAUd o aobeveig mov
éhaPav OZURDEX ftav apoppayic tov emumepukota (30,3%), evéo@ddipna wieon avénuévn
(25,0%) xou katoppdxrng (11,8%).

Avoopd mBavoLoyOLUEVOV aVETBOUNTOV EVEPYEIDY

H avoapopd mBavoroyoduevemy avemiBountmy evepyeumy HeTd amd T YopyNnom Adelug KuKAOPopiag
TOL QPOPUAKEVTIKOV TPoidvTOog elvan onpavtikn. Emtpénet ) cvveyn mapakorovdnomn e oyéong
0PEALOVC-KIVOVVOL TOV QOPUOKEVTIKOD TPOTOVTOG. ZNTEITOL 0O TOVG EMAYYEALOTIEG TOL TOUED TNG
VYELOVOLIKNG TTEPIBOAYTG VO AVOPEPOVY OTTOIEGONTOTE TOOVOAOYOVUEVES OVETIBOUNTEG EVEPYELES
HES® TOL €6VIKOD GLOTHLOTOG AVaPOPAS TTOV avaypdeetal oto [Tapdptnua V.

49 Ymnepodocolroyia

Y& mepinTon VTEPSOGOAOYING, 1) EVOOPOALLLN TTigon TPEmeL va, TapokolovOeital kot vo
avtpeToniletal, edv Kpivetat anapaitnto and 1o Bepdmovia yiaTpo.

5.3 IIpoxivikd dedopéva yio TNV d6@IrEL0

Emumtooeig og un kAvikég peiéteg mapatnpndnkav poévo og 86c€1c mov Bempndnie 611 NTav apketd
v amd To avaToTo Oplo Ekbeong ToL aVOPMTOV, TOPOLGLALOVTOC IKPT) GXECT) LE TNV KAIVIKY

xPom.

I'a 1o OZURDEX dgv vrdpyovv dtabéoiua dedopéva yia, tn LEToAAAELOYOVO Kol KapKIvoyovo dpdon,
NV TOEIKOTNTA TNV OVATOPOY®YIKT IKOVOTNTA 1| 0TV ovamtuén. Eyet katadeydei 6t
deapebaldvn éxel TepaToydvo Spdor o€ HEG KOl KOVIKAOLG KATOTY TOTIKNG OPOUAUIKNG EQOPLOYNS.
e kovikhovg €xel TapatnpnOel EkBeon Tov VYOO Un Bepamevopevov opBaiov otn de&ouebalovn
LEC® TEPOTAEVPNG OLAYLONG HETA ATTO TNV TOTOHETNGN TOL EUPLTEVUATOG GTO OMIGHI0 TUN O TOV
0POoApOY.

6. DOAPMAKEYTIKEX TIAHPO®OPIEX

6.6 Idwitepeg TPoPULLAEELS aTOpPLYNG KOL AALOG YEIPIGNOG

To OZURDEX mpoopiletar povo yia pia ypnon.
Kabe chomuo epapuoyng uropei va ypnoyomroindet yia tn Oepamentikn aymyn evog povo o@Oaipon.
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Edv n oteyavomoinom g 0AOVIVEVING GUCKEVOGIOG LLE TO CVUGTNUA EQAPLOYNG EXEL VTTOoTEL {Nnud,
TO GUGTNLLO EPAPLOYNG OV TPEMEL VoL ypnoporomBel. MOMS 1 adovpvévia cuokevocio avolydetl, To
GUOTNUO EPUPHOYNG TPETEL VAL YPTCILOTOI el OpECMG.

Xopiynon tov OZURDEX

1) Kpatiote 10 pokpd oTEAEXOG TOV GLOTAILOTOS EPAPLOYNG
TOPIAANAL TPOG TO GKANPOKEPATOELOIKO OPLO.

2) Emupéyte oto ovotua epopuoyng va £pbet oe emoen pe
ToV GKANPO yrtcdvae o€ Ao&n yovia, pe tn Aogotoun g
BeAdvag mpog Ta eTAvm Kol o avtifetn Katevbuven and Tov
oKANPO yrtdva. XrpdEte T0 dKpo mepinov 1 mm péoa cTov
GKANPO YLITOVE, KPUTMOVTAG TO TAPAAANAO TPOG TO
OKANPOKEPATOELINKO OP1O.

3) Avakatevbivete Tpog 10 KEVIPO ToL 0PHAALOD pEGH 6TV
KOWAOTNTA TOV VUAOEIOO0VE CMOOTOC.
Me tov 1p6mo 0vt6 Ba dnpiovpynOel po kekApévn 080¢
GTOV GKANPO YLITOVA.
[IpowOnote T Peddva péypt va e16€ABEL 6TV KOTLOTNTO TOVL
VOAOEWOVE GOUATOC.
Mnyv npowbeite T Pehdva mépav Tov onpeiov d6mov 1 OKn
TOV GLOTAUOTOG EPAPUOYNS 0yYILEL TOV EMTEPLKOTA.

4) Théote apyd 1O KOLUTE TOL EVEPYOTONTH UEYPL VAL AKOVOTEL
0 YOPOKTNPIOTIKOC N)X0G KAK. [Iptv amocvpete To GVOTNUA
EPapPHOYNG armd Tov opBaAnd, Pefarmbeite 6TL TO KOLUTE TOV
evepyomomtn &yl motn Ol péypt To TEPUA Kot OTL EYEL
GUVOPLOYT LE TNV EMPAVELN TOV GUGTNLLOTOG EPAPLLOYNG.
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5) Amocvpete T0 GLGTNUO EPOPLOYNG TPOC TNV 1810 =
KateuBLVOT| TOL YPNCLULOTOMONKE Yio TV ELGAY®OYN OTO AN L 2D
, , I'{'\_ L7277 e
VOAOEIOEC GO 2

/ <
B

//k,mw = m\

6) Amoppiyte T0 GOGTNHO EPAPLOYNG LE OCPAAT TPOTTO
apECHG peta T Bepaneio.
To cvomua epapuoyng OZURDEX npoopiletot yio pio
pHovo ypfion.

Kdé0e pappokevtikd mpoidv mov dev Exel ypnoiponombel | vwOAEU TPETEL VO, amoppLeOel cOUEmVaL
LE TIC KATA TOTOVE 1Y VOVGEG GYETIKEG SLaTAEELS.
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