ITAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIETIKQN TOY ITPOIONTOX



V To @dpporo ovtd teElel VIO CLUTANPOUATIKT TOPAKOAOVONGN. AVTO o emTPEYEL TO YP1YOPO
TPOGIOPIoUO VEDV TANPOPOPLOV AGPAAELNG. ZNTEITAL OO TOVG EMAYYEANATIEG VYEING VO AVOPEPOLY
omolesdnmote mbavoroyovueveg avemBountes evépyeies. BA. mapdypapo 4.8 yia Tov 1pdmo avagopds
AVETBOUNTOV EVEPYELDV.

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Eiyzey 40 mg/ml evéoipo dtdlopa og Tpoyepiopévn chptyya

2. MOIOTIKH KAI MOXOTIKH XYNOEXH
1 ml evéopov doivpartog mepiéyet 40 mg aplPepoéntng®.

Ka0Oe mpoyepiouévn copryyo mepiéyet 6,6 mg apiipepoéntng oe 0,165 ml dtodkvuatog. Avtd Tapéyet
OEEMUN TocOHTNTA Yo TN Yoprynon piog udvo d6ong 0,05 ml wov mepiéyovv 2 mg apMPepcéntng.

*TIpwteivn ouvinéng mov amoteleital amd TUNUATO TOV EEOKVTTAPIKMY TEPLOYDV TMV VTOJ0YE®V 1
Kol 2 tov avBponivov VEGF (ayyeloxdg evoodniiokdg avuénticdg mopdyovtag) GUVIETYUEVO GTO
tuniua Fe tov avBpomvov IgG1 ko mapackevdaletor oe DG44 kdtrapa wodnkdv KvEQIK®mV Kpikntdv
(CHO) pe v teyvoroyia avacvvdvacpuévov DNA.

"Exdoyo pe yvoot dpdon:
Ka0e ml evéoipov droivpatog mepiéyet 0,3 mg noivcopPiko 20 (E 432).

[N tov T pn KoTdhoyo Tov ekddywv, BA. Tapdypapo 6.1.
3.  ®APMAKOTEXNIKH MOP®H
Evéowo sdivpa (evéoyo)

Awyég, dypopo £mg VTOKITPIVO, 100-OGUMTIKO SIAAVLLA.

4. KAINIKEX TAHPO®OPIEX
4.1 OgpamevTikég evoeitelg

To Eiyzey evdsikvuton yio vniikovg, yiao tn Oepaneio

. NG VeoyYELOKNG (VYPOD TOTTOL) NAIKIAKNG EKPVALGC TS @Y PGS knAidag (AMD) (BA.
Tapdypoeo 5.1),

. NG JTaPOYNG TNS OPACTG AOY® 6gVTEPOTAHONVS OONUATOC TNG ®YPAG KNALSAG ard amdppain
AEPag Tov auePAnctpoeldong (khadwkng RVO 1 kevrpikng RVO) (BA. mopdypago 5.1).

. NG dlaTapoyNG TS Opaong AdY® Stafntikod odnpatog e wypds kniidag (DME) (BA.
Tapdypopo 5.1),

. g dTOPOYNG TNS OPACTG AOY® VeEOoUyYEI®ONG TOV YOP1oEWOVS AdY® puomiog (puoniky CNV)
(BA. mapdypogo 5.1).

4.2 Aocolroyia Kol TPOTOG YOPNYNONS
To Eiyzey mpoopiletat yio evdobarogldikn éveon Lovo.

To Eiyzey mpémet va yopnyeitan povo amd eEE10IKELIEVO 10TPO Ue eUmeELpio oTn dleEaymyn
EVOOVAAOEOIKDV EVECEMV.



Aocoloyia

Yypod tomoo AMD
H ocvvietdpevn doon yia to Eiyzey eivon 2 mg apliPepoéntng, mov ioodvvapet pe 0,05 ml.

H Oepancia pe 1o Eiyzey Eexva pe pia éveon avd piqva yuo Tpelg S1000ykég 0OGEIC. TNV CLUVEXELD TO
pecodidotna tng Oepaneiog enekteiveronl oe dVO PNVEC.

Me Baon v kpicn Tov BepAmoVTa 1TPOL MG TPOC TNV OTTIKY 0EVTNTO KO/ TO OVOTOMIKE.
ATOTEAEGLOTA TO LEGOJIACTNUO HETOED TV Oepameidv pmopel va dtotnpnbei o dvo unveg N va
enektafel mepartépm, pe Eva S0coA0YIKO oyna Oepameiog Kol ETEKTOONG KOTA TO 0moio Tal
LEGOJUCTNUATO, TOV EVESEOV avEdvovTtal avd 2- 1 4- efdouddeg mote vo datnpnOei otabepn n
OTTIK 0&VTNTO KOUT TO OVOTOMKE OTOTEAEGUATO.

Edv ta omtikd ko ta avatopkd anotedéopata endevmboiy, ta pecodioctipote Beponsiog Oo
TPENEL VO, LEWWOOLV OVTIGTOIYMC.

Agv vdpyet Kamolo amaitnon yuo Ttopakolovdnon avaueca otig evécels. Me Pdon v Kpiomn tov
Bepdmovta 1Tpov TO TPOYPULLO EMCKEYEDV TOPAKOAOVONONG UIopEL va gival o Guyvo amd Tig
EMOKEYELG TOV EVEGEWDV.

Agv &yel peetnBel pecodidotnpa Bepaneiog peyaAdTepo amd TEGGEPLS UNVES 1| LKpOTEPO amd 4
gPdoudoeg avapesa otig evéael (PA. mapdypago 5.1).

Aevtepomabés oidnua s wypag kniidog omoé RVO (klodikn RVO n kevipixn RVO)

H ocvvietouevn d6on yia to Eiyzey eivar 2 mg apiifepcéntng, mov icodvvapei ue 0,05 ml. Metd v
apykn éveon, N Oepameio divetal avd uvo. To didotnuo avapeca o€ dvo 00Gelg o€ Ba Tpémel va ivar
HiKpOTEPO 0o Eval PrvaL.

Edv ta omttikd kot to. avoTopkd amoteAéspoto delyvouv 0Tt 0 aoBevig dev emm@eAeital omd )
Oepaneia, o Eiyzey Oa mpénet va daxdmTeToL.

H unviaia Oepameio ouveyiler péypt va emrevyel n uéytot ontikn o&HTNTO, KAV VoL UV VITEPYOoVY
onueia EvepyoL dpacTnPOTNTOG TNG VOoOL. MTopel va ypelactodV TPEig 1 TePLocdTePE] S1000YIKES
pnviaieg evEGelc.

H Bepoameio pmopel akorovOmg va cuveyiletar pe £va 6060A0YIKO oo «Oepameiog Kot ETEKTOCT|O)
pe Baduiaio avénon tov daotnpdtov Bepanciog dote va dotnpnbovv otabepég ot omTIKEG KOV ot
QVOTOKES TTOPOAUETPOL, MGTOGO OEV VITAPYOVV EMAPKT GTOYELN TTOVL VO, cuVOYIlovV TN dldpKeLd
AVTOV TOV SCTNUATOV. AV 01 OTTTIKEG KO/T OVOTOUIKES TOPGUETPOL EMOEWVMOOVV, TO LEGOIUGTH LA
g Oepameiog Oo mpénet va perwbei avardywc.

H mapaxorovdnon kot 1o mpdypappe Bepoameiog 0o tpénet va kabopileton amod to Ogpamovta 1Tpd
Baoetl g atopukng avtamokpiong Tov achevoic.

H mapaxorovdnon tng mopeiag g vosov uropei va mepthapfavel kAvikn eEétaon,
KAVIKOEPYOOTNPLOKO 1| OMEIKOVIGTIKO EAEYYO (T.). OTTIKY] TOROYPAPio CUVOYNS I
(OAOVOPOOYYEIOYPOPIO,)

Awafntino oionuo e wypdg knAioag

H ocvvietdpevn d6on yia to Eiyzey eivon 2 mg apPepoéntng, mov icodvvaypei pe 0,05 ml.

H Bepancia pe to Eiyzey Eekivd pe pio éveon ova unva, yuo Tévte 010.00y1IKEG SOCELS, KO GTI GUVEXELN
pio éveon Kabe dvo pnvec.



Me Baomn v kpicn Tov 10Tpod GYETIKA UE TO OTTIKG, KoL/ TO OVOTOMKE OTOTEAECUATO, TO
pecodtdotna HETaEL Tov Bepanmeidv pmopel va dtatnpn el otovg 2- punveg 1| va eatopukevbel, 6Tmg
pe €va 60G0A0YIKO oynua Bepameing Kol ETEKTOCTC KOTA TO OO0 TO, LECOOIOGTHLOTO TV Oepameidy
ouvnBmg avédvovtat pe Tposavénon 2 efdouddwnv awote va datnpnbovv otabepd Ta OTTIKA KOUT To
avaTOpKE amoTeAéoata. Y TAPYXOLV TEPLOPIGUEVA dedopéva Yia daoTipata Bepaneiog peyalvtepa
v 4 pnvov. Edv 1 orttikn o&0tntal KoV To ovatopukd omote écpato eTdevmboiy, ta
pecodractiuate Oepaneiog Oa pénet va peiwbodv aviiotoiymg. Agv €govv puelenOel dtaothpata
Bepamneiog pkpotepa Tov 4 efdopddmv petatd Tov evésewv (BA. mapdypago 5.1).

To wpdypappa Tapokorlovinong Ba mpénet va kabopiletar omd Tov Oepdmovta 1oTpo.

Edv ta omticd Ko avatopikd amoteAéopata deiyvouy 0Tt 0 achevig 0ev m@eAeitat omd )
ovveylopevn Bepamneia, To Eiyzey 0o mpénel va dtokomel.

Neoayyeiwon Tov YopLogidoig Adyw uowriog

H ocvvietouevn d6on yia 1o Eiyzey givar pio epdmoa evdoiioloetdikn éveon 2 mg a@APePGENTNG, TOV
avtiototyet pe 0,05 ml.

[Ipdcbetec dOGES PmopovV va xop1nyNOodV €AV To OTTIKG KO/ TO OVOTOIKE OTOTEAEGUATOL
VTOJEIKVOOVVY OTL 1| vOG0G emipével. Ot vmotpomég Ba mpémel va avTueTomilovtal mg VEEC EKONADGCELG
g vocov.

To wpdypappa wapokorlovnong Ba mpénet vo kabopiletar omd Tov Oepdmovia 1oTpo.
To Sidotnua avapeca oe dvo d0celg de Ba Tpémet va elvar LKPOTEPO O Eva PrvaL.
Eidixol mhnboouoi

Hramixn /ko1 veppixy dvaiertovpyio,

Agv &govv mpaypotoroindel 101kéC ueAéteg oe acheveic pe Nratikn H/Kot veppikn ducAettovpyia e
7o Eiyzey.

To d10éoyia dedopéva dgv LTOSEKVOOVY AVAYKN Y10l TPOGAPUOYN TNV dOONG HE TO aQAMPEPCETTNG
o€ aVToV¢ ToVg acbeveis (BA. Tapdypago 5.2).

Hlaowuévos minBooudg
Agv amaitodvtol 101KéG puOuioels. Yrapyel meplopiopuévn eumeipio o aobeveig nhikiog ave twv 75
etov ue DME.

Houdrorpixoc ninQvouog

H aogddeia kot 1 amotedespotikdtnta tov Eiyzey dev £yovv tekunpiwbdei o moudid kot epnove. Agv
VIapyEL oxeTikn xpnon tov Eiyzey otov maidiatpikd mAnbuoud yia tig evoei&elg vypov thmov AMD,
CRVO, BRVO, DME xat poomikny CNV.

Tpomog yoprynong

O1 evOODOAOELBIKEC EVEGELG TTPETEL VOL TPOY LOTOTOLOVVTOL GOUPMOVA, LE TNV KADIEPOUEVT LOITPIKN
TPOKTIKT KoL TIG 16YX00VCEG KATELBUVTINPIEC 001YiEC, amd €EEIOIKEVUEVO 1TPO UE EUMELPID 0T
deEaywyn evéoboloedikmv evésewv. [evikd, tpénel va dtucealiletal n eropkng avoulcncio kot
aonyio, coureprAapfavopuévng g xpNong Tomkod WKPoBLoKTOVOD gvpEog PAGLOTOC (T.). 1A0VY0C
moP1d6vN epaproldpevn o1o TEPLOPOUALKO dEPLLA, TO PAEPAPO KO TNV OQOUAUIKY ETIPAVELD).
ZUVIGTOVTOL ATOADUAVOT] TOV YEPLDV, UE T O1001KAGI0 TPOETOUAGIOG YEPOVPYEIOV, ATOCTEPOUEVA
YOVTLO, OTOCTEPOUEVO TESIO KOl OTOGTEPOUEVOS PAEPAPOSIAGTOAENS (1] LIGOSVLVALLO).

Apéomg petd v evoobOAOEDIKN EveDT), Ol aoBeveilc Tpémet va TapakolovBodvtar yio odénon g
gvoopBdiog Tigong. H katdAinin topakodlobOnon umopel va meprilapfaverl ELeyyo g apldtoong



NG KEPAANG TOV OmTIKOV vehpov 1 tovopétpnon. Eqv ararteitat, Bo mpénet vo vdpyet Stabécipog
OTOGTEP®UEVOS E0TMGUAC Y10 TOPAKEVTNON.

Metd v evoobOA0EdIKT EVECT], GTOVG 0GOEVELG TTPETEL VO 000DV 0dMYIES Y10 TNV OVOPOPA TVYOV
CUUTTOUATOV TOV UTOPEL Vo VTTOINADGVOLV evOoPBaApiTIdN (T.). TGHVOG TOL 0PBaALOV, pLBpdTNTA
oV 0QBaALOV, PoToPofin, BoAn dpacn) ywpic KabBvotépnon.

KéBe mpoyepuiopévn cbptyya mpémetl va ypnopomoteiton yio ) Bepaneio evog opbaipot pdévo. H
eEayayn moALOTAGDV dOGE®V OO L TPOYEULIGHUEVT] GUPLYYO UITOPEL VO AENGEL TOV Kivouvo
EMPUOAVLVOTG Ko ETOKOAOVONG PAEYUOVNIG.

H mpoyepiopévn oOpryya mepiéyel mepiocdTEPO ATO T GUVIGTAOUEVT] O00T TV 2 mg aeAMPBepcEntng
(mov 1wodvvapovv pe 0,05 ml dtwAvpatog yio €veon). O eEayd@yog 6yYKog amod Tn cupLyya gival n
TOoGOTNTA TOL Propel va, e&aybel amod Tn cvptyya Kal Ogv Eval AVTOC TOV TPETEL VAL YPT|GLLOTONOEl
610 cOvord Tov. KdBe poyepiopévn oopryya Eiyzey nepiéyet oyko 0,165 ml kon dev mpémet va
ypnoononbel 6to chHvord tov. O emTAEoV GYKOS TPETEL VO ATTOPPIMTETOL TTPLY TNV EVEGT] TNG
GLVVIGTONEVIG 000G (BA. Topdypao 6.6).

H éveon 6hov tov 6yKov amd v TpoyepIcpéV cOptyyo Ba pmopovoe vo 0dNynoetl o vIEPSOGOoAOYia.
I va amopaxpuvOobv o1 puooAideg aépa poll Pe TNV TEPICOE TOV PUPUOKEVLTIKOD TPOIOVTOG,
méCovpe apyd to EuPoro étol mote 1 Pdon Tov BoAwTOV dKpov TOV guforov (61 N KOPVPN TOV
06)0v) va evBuvypappotel pe ™ Ypoppn 6ocoroyiag ot ovpryya (loodvvapet pe 0,05 ml, onA.

2 mg aeMPepcéntng) (PA. mapaypdeovg 4.9 ko 6.6).

H BeAdva g éveong mpémet va ecdyetal 3,5-4,0 mm wicw amd T0 GKANPOKEPATOEIDES OPLO LECH OTNV
VOAOEISIKT] KOIAOTNTA, OTOPEVYOVTAS TOV OPOVTIO HECT|UPPIVO Kol GTOYEVOVTOS TPOG TO KEVTIPO TOV
BoAPov. Xt cvvéyeto yopnyeitan o evésiog 6ykog tov 0,05 ml. Atapopetikd onueio Tov okAnpov Oa
TPETEL VO, YPTCILOTOIELTOL GTIG EMOKOAOVOEG EVETELS.

Metd v éveon, KGO aypno1onoinTo Tpoldv TPETEL VO ATOPPITTETAL.
I'o To YEPIopo TOV PAPUAKELTIKOD TPOIOVTOG TPV OO T XOPNYNon, PA. mapdypao 6.6.
4.3 Avtevoeileg

YrepevoioOnoio 6t dpactiki ovcio apAMPepcéntn 1] 6€ KATOW0 and T EKJ0YO TOV AVOPEPOVTOL
otV mopdypapo 6.1.

Evepyn M evdeyduevn o@Oaipkn 1 meplo@baiuikn Aoipnmén.

Evepyn coPapr| evoopBdiia eieypovn.

4.4 E101kég TPoE1d0moU|GELS KUl TPOPVAAEELS KATA TN Yp1ion

IynAacotnta
[Ipokeévou va Pertiwbdei n yevnrlooudtnta Tov PLOAOYIKOV QOPUOKEVTIKOVY TPOTOVTIMYV, TO OVOLLO
Kol 0 aplBuog TPTIONG TOL YOPNYOVUEVOL PAPUAKOD TPEMEL VO, KOTOYPAPETUL LE GOPTVEL.

Evdobaloeducéc evéoelc — oyetilopeves avtidpaoelg

O1 evOODOAOEIBIKEC EVEGELS, CUUTEPIAAUPOVOUEVOV EKEIVOV e aQAMPBEPCETTNG, £XOVV GLGYETIOTEL UE
evooBoApitida, evOoEOaALO EAEYLOVT], PYUOTOYEVT] OTOKOAANGT TOV ApPIPANGTPOEd0DS, pEN
TOV QUEIPBANGTPOEIBOVE KOl 1TPOYEVT TPAVUATIKO KaTappditn (BA. mapdypago 4.8). Katd )
YOPNYNON NG APAMPBEPGENTNG, TPETEL VAL YPTGLLOTOLOVVTOL TAVTO KATAAANAES AoNTTEG TEXVIKES
éveonc. Emmpoctétwc, o1 aobeveic Oa mpémel va mapakorovBodviot Kotd t didpkeia g EfOoUadng
UETE TNV €vEOT TPOKEEVOD va. lvar duvath 1 Eykaipn Bepomeio oe TEPITTOOT EUPAVIOTNG AOTHU®ENC.
aoBevelc mpémel va 00800V 0dnyiec Yo TNV avapopd, TVYOV CUUTTOUATOY TOV UTOPEL VO
VTOOMADVOLV EVOOQOAAUITION 1] OTOIWVINTOTE OO T TPOUVOAPEPOLEVO GUUPAVTA Y®PIC
kafvoTtépnon.




2TOVG YOVEIC KOl TOLG PPOVTIOTEC TPEMEL £MIONG VO d000HV 001 YiES Yo VO TapATPOVV KoL VL
ava@Eépovy TuyOV onpeia Tov propet va vtodnimdvouvv evooeBaipitida yopic kabvotépnon.

H mpoyepiopévn cOpryyo mepiéyel TePIGGOTEPO GO TI GUVIGTOUEVT] 600T TV 2 mg aQAMPEPCETTNG
(mov wwodvvaypet pe 0,05 ml). O emmAéov dykog Ba mpémet va amopprpbel mpwv amd ™ yoprynon (PA.
Tapoypapovg 4.2 kat 6.6).

Avénoeic oty evéopbdAipia ticon Exovv mopatnpnel eviog 60 AemTtdv amd TNV EVOODAAOEIDIKT
£veon, cvumepAapuPavopévay Kot TV evésewv pe apiPepaéntn (PA. mapdypaeo 4.8). Arorteiton
€101KN TpoPVANLN og aoBeveic e YAaKmpa mov dev eAéyyovtal enapkds (UnVv evéoete 10 Eiyzey evd
N evéoeBdApia wieon eivar > 30 mmHg). Xe 6Aeg TIG TEPITTOOELS, Kot 1) EVOOQOAALe TigoT Kol 1)
QLULATOOT) TG KEPOANC TOL OTTIKOD VEDPOV TIPEMEL ETOUEVMG VO TAPOUKOAOVOOVVTOL KOt Vo ELEYYOVTOL
KOTAAANAQL

Avocoyovikdémra

KaBdc n apMPepoéntn givol po Oepamentikn Tp®TEIVH, VTAPYEL 1] TOAVOTNTO AVOCOYOVIKOTNTOG UE
mv aeMPepoéntn (PA. mapdypoeo 4.8). Oa tpénel va divovtal 0dnyieg otovg acheveic va avapépouvv
TUYOV oNUELD 1) GUUTTOUATA EVOOPOUALOG PAEYHOVIS, TT.Y. GAYOS, poTopofia, 1 puBpoTNTA, TO.
omoio Umopel vo, amoteA0VV KAVIKA onpeio mov amodidovtal o€ vaepevaichnacio.

2ZVOTNUOTIKEG EMOPAGELS

Metd and evoovarocidikn Eveon pe avactoreic VEGE, éxovv avapepbel cuotnuaticég avemiBounteg
gvépyeleg mov teptAapfavouy un opBodkég apoppayieg Ko aptnplokd Opoppospforikd copfavia
KoL VTAPYEL EVOG BempnTIKOG KivOLVog anTEG 01 EVEPYELEG VL GUVOEOVTOAL e TNV vaoToAr Towv VEGF.
Yrdpyovv mepropiopéva dedopéva, yio TNV ac@dAeio ot Bepameio acbevav e CRVO, BRVO, DME
N poork] CNV Ue 16TopIKd ayyYELONKOD EYKEQPUAKOD ETEIGOOI0V 1| TOPOSIKAOV IGYALUIKDV ETEIGOSIMV
N ELPPAYLATOG TOV LLOKOPSIOV EVTOG TV TPONYOOUEVAOV 6 UNVAOV. ATOTEITOL TPOGOYY KATA TN
Oepaneio oLTOV TOV AGHEVDV.

Ala
Onwc ko pe dAreg evoovaroedikés avti-VEGF Oepaneieg yio AMD, CRVO, BRVO, DME «at
pvorik CNV, ieyvovy eniong ta akdAovdo:

. H acpdiela kot 1 amoteAespotikdmra ¢ Oepaneiog pe aplPepoéntn Kot 6Tovg d0o
0BoApovg TawTdypova dev Exovv peketndel cvotnpotikd (PA. mapdypaeo 5.1). Edv deldyston
appotepodmAgvpn Oepameio v ida ypovikn mePiodo owtd UTopEl va 0dNYNGEL 6€ avEnom g
oLOTNATIKNG £KBeoNG, TOL TBAVMOG VoL AVENGEL TOV KIVOLVO Y10 GUCTNUOTIKES OVETLOVUNTEG
EVEPYELEG.

. H tavtoypovn yprion dirov-ov avtt — VEGF tapaydviov (ayysiokog evoodnilokodg avéntikog
TapAyovtag). Agv vidpyovv dlabéciuo dedoUEVA Y10 TV TAVTOYPOVT ¥PNOT APMPBEPCERTNG LUE
Ao avtt — VEGF okevdopata (cuetnuotikd 1 o@foiuika).

. O1 Ttopdyovieg Kivdvvov mov oyetifovtar pe tnv avamtuén pnéng tov ueiayypdov extdniiov Tov
apeipAnotpoedong petd ond avti-VEGF Oepaneia yio vypov tomov AMD, cupreptlopfavouvy
UEYOAN /KOl VYNAT OTOKOAANGT TOV pehayypdov extdniiov Tov augiPAnctpoedovs. Katd my
évapén g Oepameiag pe aphPepoénn, anatteitol Tpocoyn o€ acbevelg pe anTovg TOVg
TAPAYOVTEG KIVOLVOL Yo pREELS TOV pelayypoov emfniiov tov appifinotpoedotc. H Bepaneia
TPETEL VO, SLUKOTTTETOL GE AGOEVEIC UE PTYLLOTOYEVT] TTOKOAANGT TOL OUPPANGTPOEIDOVC 1) OTTES
™G WyPag knAidag otadiov 3 7 4.

. 2V mEPInTOON POYUNS TOL OUPPANGTPOELDOVG, 1 d00T Do TpEmel va avaoTalel Kot 1
Oepaneio ¢ Oa Tpémel va apyicel ek VEOL TPV M pOYUN OOKATOCTOOEL ETAPKDG.
. H 8601 Ba pémel va avactaiel kou 1) Oepameia Oe Oa Tpémel va apyioel vopitepa amod TV

EMOUEVT] TPOYPOUUOTIGUEVT Bepameia o8 KATAOTAGELS OTMC:

- ueimon g kaAvtepa dopbmuévne omtikng o&vmtag (BVCA) katd > 30 ypaupara o€
oVYKPLoN UE TNV TEAevTaia aEloAdynon TNG OTTIKNG 0E0TNTOG,.

- VIOUPPANCTPOEIDIKT| apopparyic Tov EUTAEKEL TO KeVIPkd Pobpio, 1 edv T0 puéyebog g
apoppayiag etvor >50% g cuvolkng meployng s PAAPNS.



. N d60n Ba Tpémerl va avacsTaAel Yo pio TEPI0do 28 NUEPOV TPV N LETA OO TPOYPUUUOTIGUEVT
1N devepynBeica evoopBaALa yepovpyIkT ETERPaoT.

. H aplPepoéntn dev mpémet va ypnoILOTOIEITOL KOTA TN S1EPKELD TG KONOTG EKTOG EAV TO
evOEYOLEVO OPELOG VITEPTEPEL TOV EVOEXOLEVOL KIVOUVOUL Yo TO EUPpuo (BA. Tapdypago 4.6).
. Ot yvvaikeg og avamopay@ykr nAkio TpETEL Vo YPNGILOTOOVV OTOTEAECLATIKY AVTIGUAANYT

Katd Tn S1dpKela TG Bepomeiag Kot EmG TOLAAYIOTOV 3 UVES LETA TNV TEAELTAIN
evoobaAogdIKT Eveon apMPepaéntng (BA. mapdypapo 4.6).

. Yrdpyel mepropiopévn eunepia ot Oepaneia tov acbevav pe wwyopkov tomov CVRO kot
BRVO. H Ogpancia de cuvictdtol oe acbeveic mov mopovstdlovy KAVIKE onueio un
OVOGTPEYIUNG OTMOAELNG TNG OTTIKNG AEITOLPYiag and 1oyotpio.

[IAnBvopoi e nepropiopeva dedopéva

Yrdpyel povo meplopiopuévn gumeipia ot Beponeio atdpov pe DME Adym dafrntn tomov 1 1 o
dwaPntikodc acBeveig pe HbAlc dvo tov 12% 1 pe mapaywyum dwafntiky apeipAnctpogidonddeio.
H apAPepoéntn dev éxer peretn el oe acBevelg pe evepyég cuoTnuOTIKEG AOUMEELS 1) o8 aoBeveig e
TAVTOYPOVEG TAONGELS TOV 0POUAUDY OT®S ATOKOAANGT TOV AUPIPANGTPOEBODS 1 O TG WYPAS
KnAidoc. Agv vrapyet emiong epnelpio ot Bepaneia pe apPepcéntn o drafnticovg acheveic pe un
gleyyouevn vréptacn. Avti 1 EAhenymn dedopévav mpEnel va AapuPavetatl vTdyn omd ToV 1TPO KOTA
1 OBepamneia TV acbevav avthv.

2m waonikn CNV dev vdpyetl eumepia pe v apAfepcéntn ot Oepaneia un Aclatdv acbevov,
acBevdv ot omoiot £yovv mpornyovpévas vtoPAndei oe Bepaneia v poomky CNV, Kot acOevov pe
eEmPobpiéc PraPec.

[TAnpogopieg ya ta ékdoya

Av16 10 EOPUOKEVTIKO TEPIEYEL

- Aydtepo amd 1 mmol vatpiov (23 mg) avd povdda docoroyiag, eivar avtd mov ovoudlovue
«ehevBepo vatpiovy.

- 0,003 mg moAvcopPukov 20 g kibe 66om 0,01 ml 1 0,015 mg molvcopPikod 20 ce Kabe d6oM
v 0,05 ml ov wodvvapovv pe 0,3 mg/ml. Ta TolvcopPikd propet va TpoKaiécovv
aAAePYIKEG avTIOPAGELS. Potnote Tov asbevi cag v £yl YVmoTég aAlepyies.

4.5 Alnmiemopdocsig pe GAA0 QUPRLUIKEVTIKA TPOIOVTO Kol GALES HOPPES alinieniopacng
Agv &govv mpayuotomoindel peréteg aAANAETIOPACEDV.

H ypnon ewtodvvaukng Oepaneiag pe Pepremopeivn (PDT) copuminpopaticd otn Oepaneio pe
apAPepoénn dev €xel peretBel, emopévmg de pmopet va tekunprodet 1o TPoPiA acpaielos g
TPOAKTIKNG AVTNG.

4.6 T'ovipétnta, KONON KOl Yorovyia

Tuvoikec o avomapaymykn nikio

T'vvaikeg o€ avamopayytkn nAkio TpETEL va, ¥pNGILOTOL0VV OTOTEAEGLLOTIKT] AVTICOAANYT KOTA T
duapkela g Oepameiog kot Emg TovAdyloTOoV 3 UNVEG LT TNV TeEhevTaia. EVOODOAOEIdIKT £veon
apMBepoénng (PA. mapdypapo 4.4).

Kvnon
Agv vTapyovv SdOpEVH GYETIKE LLE TN XPNON TNG APAPEPCETTNG o8 £yKVOVG. Meléteg oe {ma
Katéoelgav gpfovotolikdmra (PA. mapdypapo 5.3).

IMap’ 611 1 cuoTnuaTiKn kBgoT HETA amd 0POUALIKT YopnYNoN ivatl TOAD younAn, 1

aPAMPEPCENTN OEV TPEMEL VAL YPT|CULOTOLEITAL KATE T SLAPKELN TG KOTONG EKTOG €AV TO
evdeyOLEVO GPEAOG LTTEPTEPETL TOVL EVIEYOIEVOL KIVOLVOL Yia TO ERPpvo.

Onioouodg



Bdoel mold neplopiopévov dedoUEVOV Yia ToV AvBpmo, 1| apMBEpCERTN UTOPEL VO ATEKKPIVETAL OTO
avBpmmvo yaia og yaunia enineda. H apPepcéntn sivar éva peydlo Tpmteivikd poplo Kot m
TOGOTNTO TOL POPUAKOV TOV ATOPPOPATOL A0 TO VEOYVO OVAIEVETOL Vo ivan 1 ehdytot. Ot
EMATMOOELC TNG OPAMPEPGENTNG GTO VEOYVO/PpEPog mov OnAdlel eivan dyvmoreg.

Q¢ TpoTTIKO HETPO, 0 ONAAGLOG deV GuVIGTATOL KATA TNV S1APKELD TG XPNIONG TS APAPEPTETTNG.

Tovomnta
To amoteréopota and pedétec o€ (da pe VYNAN cvotnuatiky ék0eom KaTadelkvoouy 0TI

aPAPEPCENTN UTOPEL VO EXNPEACEL OPVNTIKA TNV aVOPIKT KOl Yovatkeia yovipdmta (PA. mapdypoapo
5.3). Ot emdpacelg anTéc dev ivarl aVOUEVOUEVES LETA OO OPOOALIKT YOPNYNON ME TOAD YOUNAT
cuoTnpatikn ékBeon.

4.7 Emodpaceils 6Tny IKavOTTO 001Y101G KO YELPLGHOD HYEVIIHLATOV

H éveon pe apMPepoéntn £yl pikpn enidpacn oV IKOVOTNTO 0ONYNONG KL YEPICUOD UNYAVILATOV
AOY® TV SLVNTIKA TPOCOPIVAOV SLOTOPUYDV TNG OpacTg ToL oyetilovtal gite ue v éveon 1 Ue TNV
opBoiporoykn e&étao. Ot acBeveig dev mpémet va, 0dNyovV 1 va xepilovTot pnyovipoto Héxpt
Agrtovpyia TG OpASNG TOVG VO OMOKATAGTAOEL ETOPKAC.

4.8 AvemO@opnteg evépyereg

2Hvoyn ToV TPOPIA 0CQAAELOS

"Eva 60voro 3.102 acbevav amotélece Tov TANBLoUO acaAelng oTIC OKT® peréTeg eaong 111
Meta&d avtdv, 2.501 acbeveic vrofAndnkav o Bepaneia pe T cvvicTdpevn d6om TV 2 mg.

YoPapéc opBoipikéc avemBounteg evépyeteg 6Tov oPOAANO VIO HEAETN OYETILOHEVES LUE T
Sdwdkacia g Eveong eppaviotnkoy og Ayotepeg amd 1 otig 1.900 evdoboloedikég evéoelg e
apAPepoéntn Kot TEpIAGuPavay TOPA®GT, EVOOPOUAUITION, OTOKOAANGT) TOV
AUPIPANGTPOEIBOVS, TPOVUOTIKO KATUPPAKT, KATUPPAKTN, GLOPPAYIN TOV VOAOEIOOVE COUATOGS,
ATOKOAAN O™ TOV VAAOEWOVS CMOUATOG Kot avENUEVN evioeBdApia ieon (BA. Tapdypapo 4.4).

O1 mo ovyveg mapartnpndeioeg avemBounteg evépyeieg (o€ TovAdyotov 5% twv acbevdv mov
vroPAnOnkov oe Oepomeio pe apMPepoéntn) Nrav apoppayio Tov exmeELKOT (25%), aoppayio
oV apEIPBANoTpocdovc (11%), uetwpévn ortikn o&vtnta (11%), dAyog tov opOaiuod (10%),
Katappaktg (8%), avEnuévn evéopBaima tieon (8%), amokOAAN oM Tov VaAOEWOVS cdHaTOS (7%)
Kol E10PMUATA TOV VAAOEIOOVS CONOTOS (7%).

ITivaxog ovemfountwyv eveEpYEIOV

To dedopéva aoPILELNG TTOV TEPLYPAPOVTOL TAPUKATM TEPIAAUPAVOLY OAEG TIC AvETBOUNTES
gvépyeleg amo Tig oktd peréteg aong I otic evoei&eig vypov tomov AMD, CRVO, BRVO, DME kot
poonik] CNV pe ebhoyn mihavotnto artidoovg oxéong e tn dadikacio e £veonc N Ue To
POPULOKEVTIKO TPOTOV.

O avemBountec evépyeleg mopatifevtal avi Kotnyopio. 0pyovikod GLGTAHNTOC Kol GLYVOTNTA
ovpeva, pe TNV akdiovdn copfaon: [lodd cuyvég (=1/10), ouyvég (>1/100 émg <1/10), oyt cvyvég
(>1/1.000 émg <1/100), ondvieg (>1/10.000 £wg <1/1.000), pn yvootig cvyvotnTag (8eV LTOPOLV Vol
eKTIUN B0V pe Bdon ta dabéoipa dedopéva)

Evtog ka0e kotnyopiog ocuyvotnTog ELPAVIONGS, Ol AVETIBVUNTEG EVEPYELES TOV PAPUAKOV
mapatiBeviol katd eBivovca celpd cofapdTnToc.



Iivaxkag 1: Oleg ot avemBounteg evépyeteg Tov apudkov amd T Oepomeia Tov avapépnioy oe
acBeveic otig pedéteg pdong I (cvykevipwtikd dedopéva Tmv peret@v eaong 1) yia tig evdeitelg
vypov tOmov AMD, CRVO, BRVO, DME kot pooriky CNV) 1 katd tn Sidpkeia Topakorovnong
UETE TNV KuKAOPOpiaL.

Katnyopio/ Opyoaviko Avem@OunTn evépysra

cVoTNNO ZoyvoTnTta

Alatapoyés Tov Oyt cuyvég YnepevauoOnoio ™

0VOGOTOLTIKOV

CUGTILATOG

Awtapayéc Tov [ToAd cuyvéc Meiopévn ontikn oE0TNTA, aLoppayic TOL

0@0aipov OUPIPANGTPOEISOVG QOPPOYiC TOV EMTEPVKOTA, AAYOC

tov 0POaALLOD

Zuyvég Poyun tov perayypwotikov exiniiov tov
aUPPANCTPOEIDOVGH, ATTOKOAANOT) TOV HEAYYPOGTUKOD
emiOniiov Tov apEPAnotpogdons, Exeoiion tov
OUPIPANGTPOELDOVG, ALLOPPAYit TOV VAAOELOVG
copotog, Katappaktne, Katappdiing proimong,
[Mupnvikdg Katappaktne, Katappdking vrokayiog,
ALGPpmon Tov Kepatoeldovg, Exkdopd Tov kepotogdong,
AvEnuévn evdopBaiua tigor, Opaon Oapmr, E&dpdpata
TOL VOAOELBOVE CAONOTOG, ATOKOAANGT) TOV VAAOELDOVG
chpatog, Alyog atn Béom éveong, AlcOnua E&vov ocdpatog
oto patio, AvEnuévn daxpvppota, Oidnpa PAepdpov,
IAyoppayio otn 8éom éveong, LTkt Kepotitida, Ymepotpio
[tov emume@LKOTO, Yrepaytio opBaipod

Oy cuyvég EvdopOoiuitidoa **, amokOAANo™ TOV
auPPANGTPoEdoVs, pHEN aUPIPANCTPOEIdOVG, 1piTida,
payoetditida, pidokvkAitida, BorepodTnTEG POKOD,
EAelupo emONALov TOV KEPATOEWDOVS, EPEOIGLOG GTO
onueio g éveong, Un GLOIOAOYIKO aicOnua otov
0POOALO, EpEBIOUOG TV PAEPAPOV «TPOTEIVIKN OUiyAN»
mpocOiov Bodduov, oldNUa TOL KEPATOEIOOVS

Zrdvieg TOEA®OT, TPAVUATIKOC KATOPPAKTNG, VOAITION, VITOTVLO

skeskokok

Mn yvootig ZrAnpitida
cLYVOTNTOG

* Kataotdoelg yvowotég mg oyeTilopeves pe tnv vypov tomov AMD. [Hopatnpndnikav povo otig
HeAETEC Y10 TV VYPOL TOHTOL AMD
** Evoo@Ooipitida pe OeTikn KOAAEPYELD, KOL OPVNTIKT KOAAEPYELL
*E* Avapopég vepevacOnoiog copmepriapfovopévav eEavinuatog, kvnopot, kKvidmong kot
UELOVOUEVOV TEPMTMOCEDY GOPAPDV OVAPVACKTIKAV / OVOPUAOKTOEWOMV OVTIOPAGEDV
Avapopég omd Tapakorovinon petd tnv kuklogopio,

sokskok

Leprypopn emileyuévav ovemOdunTwy evepysiwv

e peréreg edong I yuo tnv vypod tomov AMD, vfp&e o avénon g eninTong TS dpoppayiog
TOV eMMEPLKOTA 6€ 0.60eveig Tov AdpuPavay avti-BpouPmTikodg mapdyovtes. Avti 1 avénuévn
eninTtmon Nrov mapouoto uetald Tev acbevav mov epamevoviay pe pavipmi{ovudunn Kot
apAMPepoémtn.

Apmpraxd Opoppospporikd encicddia (ATESs) eivar avemBdunteg evépyeieg mov oyetilovtan dSuvnTikd
pe TN cvotnpatikn avactoAn tov VEGFE. Yrdpyet Oewpntikdg kivovvog aptnplakdv
OpouPoepfolrmdv enelcodimv, GUUTEPIAALBOVOLEVOD TOV OYYELKOD EYKEPOAMKOD EMEICOOIOV Ko
EUPPAYLOTOG TOV LLOKAPSIOV HETA TNV EVOODOAOEIDIKT Yop1rynon avactorémv tov VEGF.



e kKMviéc dokiuég pe apMPepoéntn oe acbeveic pe AMD, DME, RVO kot poomiky CNV, €yet
mapotnpnOel pa yopunAn coxvotnta apmplokodv Opoppospufoikdv engicodinv. Ia OAeg Tig
evoeielg, dev mapatnpnonke a&loonueinn dapopd avapeSa oTIg OUAdES oV BepamedTKaY e
APAPEPCETTN KOl OTIC OVTIOTOLYEG OLADEG GUYKPIOTG.

Onwg kot pe 6Aeg TIG OEpUmEVTIKEG TPMTEIVES, VITAPYEL THOVOTITO Y10 VOGOYOVIKOTNTO LUE TNV
apMPepoénn.

Avo@opd mhovorloyoduEVOV ovETIOOUNTOV EVEPYEIDV

H avagopd mhoavoroyoduevoy avemBOUnNT®V EVEPYEID®V PETA amd TN YOPYNOT AOEWNG KUKAOPOPING
TOV PAPUOKELTIKOV TPoidVTOG eivan onuavtiky. Emtpénetl  cvveyr| mapokoiovdnon g oxéong
0PEALOVC-KIVOHVOL TOL POPUOKEVTIKOD TPOIOVTOC. ZNTeitan amd TOVG EXAYYEALATIES TOV TOUEN VYELOG
VO 0VAPEPOVY OTTOLEGONTOTE TOOVOAOYOVUEVES OVETIBVUNTEG EVEPYELEC LECH TOV €OVIKOD
GLGTHLOTOG OVOPOPAS TTOL avaypapeTol oto Tlapdptnua V.

4.9 Ynegpdocoroyia

2116 KMVIKEG dOKIUEG, YpNolpoTomOnKay d06€lS £0G Kot 4 mg 6 pnvicio LEGOSIOGTNLOTO KO
VINPEAY UELOVOUEVEC TEPITTAOGELS LTEPSOGOLOYING e 8 mg.

H vrepdocoroyia pe avénpévo dyko Eveong pmopet va avénoet v evoopBaiuia mieor. Xuvenmg, o€
epinT®on VIEPd0GOLOYiag, TPEMEL va TapakoAovBeital | evooeBdia mieon Kat, eqv KpiveTat
anopaitnto amd to Oepdmovta wTtpod, va Eekiva emapkng Oepancio (BA. Tapdypago 6.6).

5.  ®APMAKOAOTI'IKEX IAIOTHTEX

51 ®@oppokodovapikég 1016t TEG

Ddoppokobepomevtikn Karnyopio: OPOUAUOAOYIKE / OVTLOYYELOYEVETIKOT TOPAYOVTES
Kodiwkog ATC: SOILAOS

To Eiyzey sivot flo-opog1dég QpuproKenTiko tpoioy. Aentouepeic TAnpopopieg sivat dtabéoyeg otov
dktvakd 1010 10V Evponaikod Opyaviopuod Gapudkwmv: https://www.ema.europa.eu.

H apMPepoént ivor pio ovacuvovacuévn tpmTeivn cuvinéng mov amoteAeital omd TUNUATO TV
eEOKVTTAPIKDV TEPIOYDV TV VTTOd0YE®V] kat 2 Tov avOpomivov VEGF cuvtetnypéva oto tufuo Fe
Tov avBpdmivov IgGl.

H apMPepoéntn napackevaletar oe DG44 kitrapa mobnkov kivélikov kpikntdv (CHO) pe v
teyvoloyia avacvvovacpuévov DNA.

H apMPepoéntn dpa mg S10AVTOC «TTapamAovnTikog) VodoyEag mov deouevel tov VEGF-A kot PIGF
ue vYNAGTEPT GLYYEVELD A0 0,TL Ol PVGIKOL TOVG VITOSOYEIC Kot pmopel pe Tov Tpdmo avTd va,
aVOOTEIAEL TN GUVOEST] KOl EVEPYOTOINGT] OVTMV TOV GVYYEVAOV vrTodoyéwv VEGF.

Mnyovicopog dpéong

O ayyelaxog evdodntiaxog avéntikog topdayovrag-A (VEGF-A) kot o TAakouvTiokog avénTikog
napdyovtag (PIGF) etvon péin tng owkoyévelag VEGF ayysloyevetikmv mapaydviov mov umropodv va
OpoLvV MG 1oYLPOT LUTOYOVOL, YNUEIOTOKTIKOL TAUPAYOVTEG KOl TOPBEYOVTES QLY YELNKNG OUTEPATOTITAG
v Tt evoobnitaxd kottapa. O VEGF dpa pésm 000 vmodoyémv tupoctviknig Kivaons, VEGFR-1 kot
VEGFR-2, mov givol mapovteg otny empdvela Tov evdodniokdv kuttdpwv. O PIGF cuvdéetan povo
otov VEGFR-1, o onoiog givon emiong mopdv oty emedvela tawv Asvkokvttdpov. H ektetapévn
€VEPYOTOINGN ALTAOV TV LTodoyEwv and tov VEGF-A pmopel va €xel ¢ amotéleopo taboloyikn
veoayyeimon kot vepfoiikn ayyelokn dwamepatotnto. O PIGF pnopei va €l cuvepyikn opdon pe
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tov VEGF-A c¢ autég T1g depyociec kot eivor eniong yvwotd 6Tt Tpodyel T AEVKOKVLTTAPIKT Stdnon
TOV 10TMOV KOl TNV OYYELOKT QAEYLLOVT.

DapUoKOOVVOUKES ETOPAGELC

Yypod tomov AMD

H vypoo tomov AMD yapoaxtnpiletor and mtaboloykn veoayyeimon tov yoprogwdots (CNV). Awappon
aipatog kot vypo¥ amd v CNV umopel va mpokarécel Thyvvor tov apePANcTPoEd0vS 1 oidn Lo
M/Ka1 V1T0-/EVOOaUPIPANGTPOEISIKT OUOPPAYid., LLE ATOTEAEGLO TV TMAELD OTTIKNG 0&0TNTAG.

e aoBeveig mov voPAnOnKav ce Bepaneio pe apiPepoéntn (Lio Eveon ava uqva yio TPELS

S10d0y KOG UVES, KoL 0T GLVEXELD pia Eveon KabE 2 UAVEC), 1 TAYXVVOT] TOL KEVTIPOL TOL
apeipinotpoedovg [CRT] peidbnke cuvropa petd v Evapén g Bepaneiog Ko emiong peuddnke to
péco péyebog g PAaPNg CNV, aroteléouata ta onoia ival avtictolyo pe eKeva TOLv
mapotnpovvtol pe ) pavipmioopdunn 0,5 mg unviaiog.

>t pedém VIEW 1 mopompnOnkav péoeg pewwoelg oto CRT oty ontikn topoypapio cuvoyng
(OCT) (-130 kot -129 microns v gfdoudada 52 yio v opdada e apiPepcéntng 2 mg kdbe 600
Uveg Kot Ty opada g pavipmifovpdpnng 0,5 mg kéfe pnva, avtictoya). Eniong oto ypovikod
onueio twv 52 gfdopddmv, otn perétn VIEW2 mapampnOnkay péoeg pewwoelg oto CRT pe Bdon
70 OCT (-149 ka1 -139 micron yia TiG OpAdEG PEAETNG TNG apAPepoéntne 2 mg kabe dvo UVeS Kot
g poaviumiloopaumng 0,5 mg kabe unva, avtictoya). H peimon tov peyéboug tng CNV kain
peimon tov CRT yevikd datnpndnkov 61o 0e0TEPO £TOC TOV UEAETOV.

H perém ARIES oyedidotke yio va dtepeuvioet T UN-KoTmTEPOTNTO TOV SOGOAOYIKOD GYNLATOS
Oepamneiog kou enéktaomg yo TNV apAPepoéntn 2 mg, To omoio ekivoe AUESMG LETA OO T
YOPNYNOoN 3 apYIK®OV UNVIoI®V EVEGEMV Kol LG EMOUEVNG EVECT|C LETA O 2 UVES, £VOVTL TOV
8000A0Y1KOD oyfuatog Oepaneiog kot eméktaong mov Eekivnoe uetd omd 10 TpMdTOo £T0¢ Depameiog.
I acBeveig mov yperdotnoy Bepaneio cuyvotepn and kabe 8 fdouddeg (Q8), Yo TovAdyIGTOV pict
eopa katd ™ dbpkela e perémc, To CRT mapépeve vynmrotepo, aArd n péon peiwon tov CRT amod
v évapén €mg tnv efdopdda 104 fitav -160,4 microns, TopduoLo Le EKEIVN TOV acbevmdv TOV
ElaPav Oepomeio ava 8 efdouddeg (Q8) N oe AydTEPO GLYVA SLOCTHUATO.

H perém ARIES oyedidotke yio va diepeuvioet T UN-KoTmTEPOTNTO TOV SOGOAOYIKOD GYNLATOS
Oepamneiog kou emEKTAONG Y10 TO ApAPepointng 2 mg, T0 omoio Eekivoe OUESMG PETA OO TN
YOPNYNOoN 3 apYIK®OV UNVIoI®V EVEGEMV Kol LG EMOUEVNG EVECTC LETA 0 2 VES, £VOVTL TOV
8000A0Y1KOD oyfuatog Bepaneiog kKot enéktacng mwov Eekivnoe puetd amd to TpmTo £10G Bepaneiog. [
acOeveic mov ypeldokav Bepaneio cuyvotepn amod kdbe 8 efoopddeg (Q8), yio TovAdyioTtov pia
@opa katd ™ duapkela ¢ peréc, to CRT mapépeve vymAdtepo, aild n uéon ueimon tov CRT and
v évapén émg v gfoopada 104 frav -160,4 microns, Topduola pe eKeiv TV acbevav mov Ehapay
Oepaneio avd 8 efoopndadeg (Q8) 1 oe AydTEPO GLYVE SoGTHLATA.

Aevtepomobés oidnua s wypdg kniidog amxd CRVO kar BRVO

2mnv CRVO kot BRVO, mapovcidleral woyaipio Tov aueiPAncTpogdong 1 onoia evepyomotel tnv
anelevdépwon VEGF mov pe tn 6€1pd 100 amoctafepomolel Tig 6@ Tég GLVOEGELC Kot TPOQyEL TOV
TOALOTAAGIOG O TV evéodnlakmy kuttdpwv. H vrepékppaon tov VEGF oyetiletan pe ™ Adon tov
ALULOTOOUPIPANGTPOELIIKOD PPAYLOV, TNV ALENUEVT] OYYELOKT S10TEPATOTNTO, OO0 TOV
AUPIPANGTPOEIBOVG, KOl ETTAOKEC GTN VEOUYYEIWGT).

e aoBeveic mov voPAnOnKav oe Bepomeia pe 6 cuveyOUEVES UNVICTES EVESEIS APAMPEPCETTNG
TOPATNPNONKE Lo GLVEYNG, YPNYOPN KOl IGYVPY] OVATOUIKY] avTamokplon (Omwg petpnonke amd
BeAtiwoeig oto péco CRT Katd v gfdopdda 24, n peimon tov CRT fjtav oToTIoTIKE 0vAOTEPT OF
avtifeomn pe v opdda eréyyov ko otig tpeig peréteg (COPERNICUS yuo v CRVO: -457 vs. -145
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microns; GALILEO yiwo tqnv CRVO: -449 vs. -169 microns; VIBRANT yio tny BRVO: -280 vs. -128
microns

Avt 1 peioon and v apykn Tiun oto CRT dwatnpndnke péypt to téAog g kdbe peréng my
gfoopdda 100 oty COPERNICUS, v gfdouada 76 otnv GALILEO kot tv gfdoudda 52 oty
VIBRANT.

Awofintino oionuo ¢ wypas knAioag

To d1apntikd oidnpa g oyxpds knAidag, sivor emakdiovbo g dafnrtikng apeiPAnotpogidonddetog
Kot yopoktnpiletar omd avénpévn ayyelodlomepatotnta kot PAAPN 6T TPLYOELDT TOV
AUPIPANCTPOEIBOVG 1 OTTO10L UTOPEL VL £YEL MG ATOTEAEGLOL TNV OTDOAELY OTTTIKNG 0EHTNTAG.

e aoBeveig mov voPAnOnKav ce Bepomeio pe apAMPepcéntn, 1 TAEOVOTNTA TOV OTOIMV KabopioTNnKe
ot eiyav S1apnn ToTOoV 11, mapatnpnnie chvioua petd v Evapén g Bepameiog ypryopn Kot
woyvpn avtamdkpion oc tpog tn popeoroyio (CRT, DRSS eninedo).

1ig peréteg VIVIDPME an VISTAPME 6 acOeveic mov Adupovoy Oepaneio pe aphPepoiéntm o
GUYKPLON UE TNV OLAd0 EAEYYOV AELEP TOPATNPNONKE L0 GTATIGTIKA OTLLOVTIKOTEPT) LEOT] LEIOT
610 CRT amd v apywn tTun katd v efdopdda 52 Nrav -192.4 kot -183,1 microns ya TG opuddeg
g apMPepaéntng 2Q8 kot -66,2 kat -73,3 microns Yo Tig OpAdEG EAEYYOV, avticTorya. Katd v
gpdoudoa 100, n peimon dwotnpnibnke pe -195,8 kot -191,1 microns i Tig OpAdES TS APAMPEPTETTNG
2Q8 a1 -85,7 kot -83,9 microns yio T1¢ opddeg eEAéyyov, otic peréteg VIVIDPME xon VISTAPME,
avticToryO.

Mia Bedtioon > 2 Pnudtwv oto DRSS a&oloynonke pe npokabopiopévo tpdmo otig VIVIDPME wan
VISTAPME, H idipoxa DRSS frav Babporoynoiun oto 73,7% tov acbevadv oty VIVIDPME ko 610
98,3% tov acBevidv otv VISTAPME, Katd v eBdopdda 52, 27,7% kot 29,1% tov ouddov g
apMPepoénng 2Q8, kot 7,5% kot 14,3% tov opddmv eEAEYYOL Topovciacay pa Bedtioon > 2
Bnudrov oto DRSS. Katd v efdopdada 100, ta avrictorya tocootd tav 32,6% wat 37,1% tov
opadwv ™g apiPepoéntng 2Q8 ko 8,2% Kot 15,6% tmv opddwv eAEYyov.

H peAétm VIOLET cvuvékpive tpia S10popeTikd 0G0A0YIKA Gyt TNG APAPepGERTNC 2 mg Y10, T
Oepaneia Tov DME, petd and tovddyiotov Evav ypovo Bepaneiog pe otadepd LecOOIOGTALOTA, KOTA
tov omoio 1 Oepamneia exivnoe pe 5 dtadoykég punviaieg 60celg akolovBovpeveg amd yopnynon Kabe
2 unveg. Trv eBdopdda 52 ko v efdopdda 100 tng pekétng, dniadn To deDTEPO Kol TO TPiTo £T0G
Oepamneiog, o1 péoeg ahhayéc 6to CRT Nty KAViIKG TOpOUOIEG Yo To SOGOAOYIKA Gyfota Ogpomeio
ko enéktaon (2T&E), pro re nata (2PRN) ko 2Q8, avtictoya, -2,1, 2,2 kot -18,8 microns tnv
epdopdda 52 ko 2,3, -13,9 ko -15,5 microns v gfdopdda 100.

Neoayysiwon tov xop1oeldois A0yw uvwmiog

H veoayysimon tov yoproedong Aoyo poniog (poorik CNV) arotelel ouyvi oitio ammAEg TG
0puoTG 68 EVIAIKEG UE TOHDOAOYIKT LLOTTiR. AVOTTOGGETOL MG UNYUVIGLOG ETOVAMGNG TPODLOTOC
uetd and pri&eig e pepPpavne tov Bruch kot aviimpocwmedel 10 wo amenTIKd Yo, TV 0poom
ovpfapo 6TV TaforoyiKn pueTia.

Xe aoBeveic mov voPfAnOnKav oe Bepaneio pe apiPepoéntn ot perétn MYRROR (pio éveon
YopNYyovueVN KaTa TNV évopén ¢ Oepameiog, pe TpOcETE EVEGELS YOPTYOVUEVEG GE TEPIMTMOO
EMPOVNG N VTOTPOTNG TG VOoOoV), To CRT peidbnke chvropa petd v Evopén g Bepaneiog viép
g apMPepoéntng Katd v efdoudda 24 (79 microns kot 4 microns yio TV opado Oepomneiog
apAPepoéntng 2 mg kot TV opdda EAEYYOVL, avtioToyn) Kot datnpndnke péypt v efdoudoa 48.
Eniong peiddnke to péco péyebog g PAdpng CNV.
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KAvikn omoteheopatikOTNTO Kol 0GQAAELD,

Yypod tomov AMD

H aoopddeia kon ) amotelespotikdtnto, g apiiepoéntng a&loloyndnkoy og VO TVYXOIOTOMUEVEG,
TOAVKEVTPIKES, SUTAA-TVQAES, EAEYXOLEVES [LE VTTAPYOLGO evepYO Bepameia peléteg oe aobeveic pe
vYpo¥ ooV AMD (VIEW1 xou VIEW2) pe éva cvvolro 2.412 acBevav vroPinnkav ce Bepaneio
Ko Tav a&loloynoipot yio amotelecpatikotnto (1.817 pe apipepoéntn). O nhikieg tov acbevov
Kopaivovtay and 49 émg 99 etdv pe évo LEGO Opo NAKiag Ta 76 £T1. Xe aVTEC TIg KAVIKEG UEAETEC,
nepinov 10 89% (1.616/1.817) twv acbevodv mov Tuyaomombnkav oe Bepaneia pe apiPepoéntn Moy
Niwiag 65 etdv N peyadvtepot kot mepinmov 10 63% (1.139/1.817) Nrav nlkiag 75 etdv q
HeYOADTEPOL. X KAOe PLeén, o1 acbeveig TuyaromomOnkoay e avaioyio 1:1:1:1 ce 1 and 4
O0COAOYIKA Ty LLOTOL:

1) apAPepoéntn 2 mg, yopnyobpueva kdbe 8 efdopddeg petd amd 3 apykés unviaieg 60oelg
(apMPepoénn 2Q8),

2) apMPepoémntn 2 mg, yopnyodueva kabe 4 efdopddeg (apiifepointn 2Q4),

3) apMPepoémntn 0,5 mg, yopnyoovpueva kdbe 4 efoopnadeg (aprPepoéntn 0,5Q4) kar

4) pavipmiovpdaunn 0,5 mg, yopnyoovueva Kabe 4 efdonddeg (pavipmlovpdumnn 0,5Q4).

210 6e0TEPO £T0G TV HEAETMV, 01 00OEVEIS GUVEIGAY TNV APYLIKT TUYALOTOMUEVT] SOGOAIYN O OALG
LE TPOTOTOINEVO HOGOAOYIKO Gy KaBoONYOOUEVO GO TV EKTIUNGT TOV OTTIKMY KOl TOV
OVOTOUK®OV OTOTEAEGULATMV, UE HEYIGTO KaOOPILOUEVO OO TO TPMTOKOALO SOGOAOYIKO
pecodidotnua 12 efdopddmv.

Kot otig d0o pehéteg, 10 KOPLo KOTOANKTIKO GNUELD OMOTEAEGLOTIKOTITAG TAV 1] AVOAOYiO TV
acBevav oty opdda TpwtokdALov (Per Protocol Set) mov datipnoay v Opact), Sniadr| ammdAsio
Myotepov and 15 ypouudtov ontikng o&vTnTog Kotd v EfSoudda 52 amo TNy apyikn TIumn.

>t pedém VIEW1, kotd v gfdopada 52, to 95,1% tov acbevav oty opddo apiiPepoéntne 2Q8
dwatpnoav v 0pacn, e cOykpion He T0 94,4% tov achevav oty opdda povipmilovpaunng 0,5Q4.
2 pedétn VIEW2, xotd v efdopada 52, to 95,6% taov acbevav otny oudda aprifepcoéntne 2Q8
dwmpnoav v 6pacn o GUYKpIon Ue 0 94,4% tmv acbevav oty opdda. poviumiloopaunng 0,5Q4.
Kot 6115 0vo perétec apAPepcéntng katadeiyOnke 0Tt eivar Un KoTdTEPT Kol KAVIKA 10000vVaUN UE
v opdda pavipmifovpdunng 0,50Q4.

Agntopepn amoteléoUaTa 0O TN CLVOVAGUEVT] AVAAVGT Kot TV 000 PEAETMV Tapovcldloviol GTovV
ITivaxa 2 kot oto Zynpa 1 topokdto.

Mivakog 2: ExPdoeic amoteleopuatikdOtntog Katd v efdouddan 52 (kopto avaivuon) Kot KoTd Ty
gBSopdda 96, cuvdvacuéva dedouévo omd Tic perétec VIEW1 kor VIEW2D)

"Expaon AgoMBepointy 2Q8® Povipmiovpapnn 0,5Q4
OTOTELECLATIKOTITOG (apMPepoéntn 2 mg kabe 8 | (pavipmlovpdpnn 0,5 mg
ePOoUGOES HeTh 0md 3 apyIKég K0
punviaieg 4 gBdouddec)
d0GELC)
(N=607) (N =595)
EBoopada 52 |ERSopdda 96 | EBdopdda 52 | EBdopdda 96

Mécog ap1Ouodg evécemv 7,6 11,2 12,3 16,5
IMécog aplBlog evécemv 49 47
(a6 efoopadeg 52 mg 96) ’ ’
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Avaroyia acBevav pe < 15 ypaupato
omOAS0L G TV 95,33%" 92,42% | 9442%® | 91,60%
apyucn Ty (PPS#)
Atapopd” 0,9% 0,8%
(95% CD» (-1,7,3,5% | (-2,3, 3,8)*
Méom petafoin otnv BCVA 6mwg
LetpnOnke pe tn Pabuoioyio
. e A
avqucoplcmg ﬂ{paup}atmv ETDRS?) 8.40 7.62 8.74 7.89
0O TNV OPYIKT TN
Atopopd otov péco ot pébodo LSA)
(ypéppoata ETDRS)') -0,32 -0,25
(95% CI)%) (-1,87,1,23) | (-1,98, 1,49)
Avaioyia acBevov pe > 15 ypappota
KEPOOG A0 TNV APYLKT TIUY| 30,97% 33,44% 32,44% 31,60%
Atapopdl) -1,5% 1,8%
(95% CI)A) (_6587378) (_3’57 751)

A) BCVA: Best Corrected Visual Acuity
ETDRS: Early Treatment Diabetic Retinopathy Study

LS: Mécog ot pébodo tov ehayiotov tetpaymdvev tapayopevos pécow ANCOVA

PPS: Per Protocol Set

B) Full Analysis Set (FAS), Last Observation Carried Forward (LOCF) yio 6Ag¢ Tig avaAioelg

eKTOG omd TNV avaAoyio Twv acfevdv mov datnpnoay TV ontikn o&uTnTo Kotd TV gfdopdda

52, omola givon 1 opdda TpwtokdALoL (PPS)

)

pavipmilovpdunng. Muo Oetikn Tiun evvoel v apMPepoént.

4)
E)
1)

H dwapopd givar n tipun g opddag apAPepcintng peiov v Tiun g opdoog

Avdotnpo gpmiotooivng (CI) vroAoyilopevo pHEGm KaVOVIKTG TPOGEYYIoNG
Metd v évopén g Bepaneiog e TpEIS unviaieg d0GELS
‘Eva dibotnpo epmiotocivng nov Ppioketon €€ oloxkAnpov mdve amod -10% vrodetcviet un

KOTOTEPOTNTA TNG APMPEPGENTNG WG TPOS TN PUVIUTILOVUAUTT

Yyqpo 1. Méon petaforn oty otk o&0TnTo amd TV apyikn Ty uéypt tnv efdopdda 96 yo to
oLVOLOCUEVH dedopEVE omd TIC peAéteg View] kat View?2

15 -

Méan peraBord orv oTmikf ofimTa
(vpappara)

0 o 1 1 L 1 1 1 1 1 1

——  Aghifepoémm 2 mg Q8 efopddeg

12 16 20 24 28 32 36 40 44 48 52 56 60 64 68

EpBopddeg
——

72 76 80 84 83 92 96

Pavyméoupapmmn 0,5 mg QA epdopadeg

211 cvvdvaGspEVT] avaAvoT TV dedopuévav TV peletdv VIEW1 kot VIEW2, n apiPepoéntn
KaTédE1EE KAMVIKG GMUAVTIKES LETAPBOAEC OO TNV apyIKN TN 6T0 Tpokafopiopévo devtepehov
KATOANKTIKO onpeio amoteleouatikdtnTog cOUemva, pe To National Eye Institute Visual Function
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Questionnaire (NEI VFQ-25, Epotnuotoroyio Agttovpyiag tng Opaong tov EOvicon
OpBaiporoywov Ivotitovtov tov H.ILA.), yopig KAvikd onpovtikés S1apopés ot
pavipmiovpdunn. To péyebog avtmdv TV petafoAidv Mtay TapoOpoo He ekeivo mov mopatnpeitan
OTLG OMLLOCIEVUEVEC PEAETEG, Kail TO 0010 avTIoTOl el o avénom katd 15 ypdppoto otny KATLoKo
«xoAdTepa SopBopévng ortikng o&vtragy (BCVA).

210 0e0TEPO £T0G TMOV HEAETMV, 1| AMOTEAEGUATIKOTNTA StoTnpOnKe yevikd kaBOAn T dudpkela TG
perétng (tedevtaing agloldynong) kotd v gfdopdada 96 kot yia 1o 2% - 4% 1oV achevav
amoTnOnKay OAeg o1 EVEGELG GE unviaio BAcT, V@ yia o £va Tpito Tev aclevov amaityOnke
TOVAGYIOTOV oL EVECT| LE LecOdIGaTN N Bepameiog LoOVo Eva Uiva.

O1 pewwoelg ot péon éxtacn e CNV ftav epeaveig oe OAEG TIC S0COAOYIKES OUASES Kot GTIG 000
UEAETEG.

To 0moTEAEGLOTA ATOTELEGUATIKOTNTOG G OAEG TIG AEOAOYNOLUES VITOOUAdES (.. NAKia, VA0,
QUAN, apyIKN TN OTTIkNG 0&0TNTOG, TOTOC PAAPNS, Léyebog PAAPNC) ot Kabe pehétn Kot 6N
GUVOLOGCLEVT] AVAAVOT] NTAV AVAAOYO LE TO OTOTEAEGLOTO GTOVG GUVOMKOVG TANBVGLOVG.

H ALTAIR ftav pio TOAVKEVTPIKY, TUXOOTOMUEVT], OVOIKTNG EMGTLAVONG LEAETN 96 efdopddmv oe
247 lanmveg acbeveig yopic mponyoduevn Bepamentiky aywyn yio Thv vypoL tHmov AMD, 1 omoia
OYEOIAGTNKE Y10 VO 0ELOAOYNOEL TNV OMOTELECUOATIKOTITO, KOL TNV ACQAAELD TN 0QAMPBEPTETTNG
aKoAovB@VTag 000 dlaPopeTiKd PHecodlaoTiaTe TPOSapUoyns (2 efdouddeg kot 4 efdoundadec) pe éva
8000A0Y1KO oynpa Oepameiog Kot ETEKTOONG.

‘O)ot o1 acbeveic Eafov unviaieg 06celg aphPepoénng 2 mg yuo 3 upveg, akolovBodueveg amd pio
éveon UeTE oo T0 HECOMAGTNO TV 2 unvav. Znv efdoudda 16, ot acbeveic Tuyatomodnkay o
avaroyio 1:1 og 300 Bepamevticég opddec: 1) Bepaneia Kot enéktaon e 2 BSOUAOES TPOGUPLOYIS
ka1 2) Oepaneio ko enéktaon pe 4 efoopndadec tpocapuoyns. H enékraon 1| ehayiotonoinomn tov
pecodacTNUATOG TG Depomeiog amopaciotnke ue PAon To OTTIKA KOV GVOTOMKA KPLTHPLO TOV
glyav oplotel 6To TPOTOKOAAO e €va HEYIOTO pecodldotnua Bepaneiog Tov 16 efSopddmv Kot yio Tig
d00 opadec.

To k0Opro katainktucd onpelo anotelecpoTikdOtnTag NTOY N LS petaforr g BCVA and v
apy T otnv gfdopada 52. To devTePOyEVT] KOTUANKTIKGE CUEID ATOTEAEGLOTIKOTITAG TAV M
avoroyio TV acbevadv mov dev Exacav >15 ypdupata Kot 1 avaroyio Tov aclevav mov képdicav
TovAdyiotov 15 ypauuato otnv BCVA amd v apyikn tiun oty efdoudda 52.

Katd v efdopdda 52, o1 acbeveig oto okélog ¢ Oepaneiog kot enéktoong Tov 2 BooUadmv
TPOCAPUOYNG KEPSIOAY VO, LEGO TV 9 YPOUUATOV a0 TNV APYIKT TIUH AVOQOPAC GE GUYKPION UE TO.
8,4 ypappota yio tnv opdda tov 4 gfdopddov tpocappoyns [LS péon dwapopd ota ypdupota
(95%CI): -0,4 (-3,8,3,0), ANCOVA]. H avaroyia Tov acBevdv mov dev Exacav >15 ypauuata o€ 660
Bepomevticd okéAN NToav mapopowa (96,7% oty opdda tv 2 gfdopddwv kat 95,9% oty opdda Tmv
4 efdopddmv npocsappoyng). H avaroyia tov acBevov mov képdioav >15 ypdupata oty gfdopdda
52 frav 32,5% oty opdda tov 2 gfdopddov mpocappoyns kot 30,9% oty opdda tov 4-gfdonddov
npocapuoync. H avaroyia tov acOevav mov enéktevay to pecodidotnua tg epameiog tovg o€

12 gBdopddec | mopamdve Nrav 42,3% oty opdda tov 2 gfdopddmv mpocapuoyng kot 49,6% oty
opada Tov 4 gfdopddmv mpocapuoyne. Emmiéov, otny opdda tv 4 efdouddnv Tpocaproyns to
40,7% twv acBevov Ekavay eTEKTACT TOV HeEcodooTNUdTOV o€ 16 gfdouddeg. Katd tnv tedevtaia
emiokeyn £mg v gfdopdda 52, to 56,8% kar 57,8% tov ac0evidv 611G opadeg Tav 2 gfSopddmV Kat
4 gfdopdadmv TPOCUPUOYNG OVTIGTOLYM, EIXOV TPOYPUUUOTIGUEVT TV ETOUEVT £VEDT] GE £Val
pecodidotnua 12 eféouddwmy 1 Kol ToPUTaVE.

Kotd to 6e0tepOo £T0G TNG LEAETNC, 1] ATTOTEAEGLOTIKOTITO YEVIKA StotnprOnke péypt Ko v
terevtaio agloAdynomn katd tnv efoopndada 96, pe péon Pektimon oty 6pact 1| otk 0EHTNTA 0o
™V apykn eniokeym 7,6 YPOUUATOV Yo THV opdda Twv 2 gfdouddmy mposappoyng kot 6,1
YPOUUATOV Yo TV opdda TV 4 efdopddwnv tpocapuroyne. H avaloyia twv acbevdv mov enéktevoy
T0 pecodidotnua tng Bepameiog Tovg o€ 12 gfdopddeg 1 mapomdvo nTav 56,9% yio v opudda TV
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2 gfodopadmv tpocapuoyns Kat 60,2% yia v opdda tov 4 gfdopddmv mpocappoync. Katd v
terevtaia eriokeyn Tpv amd v edopdda 96, To 64,9% Kot 61,2% 1oV 0cbevdv oTIC OpAdeS TV

2 efoopadmv Kot 4 BSOUAd®V TPOGUPUOYNG AVTIOTOLYO, ELYAV TPOYPOUUATICUEVT] TNV EMOLEVT £VECN
o¢€ é€va, pecodtdotnua 12 gfdopdadmv 1 kot Topandve. Katd tn d1dpkeio Tov de0TEPOL £TOVC
Bepamneiog, o1 acheveig otig opddeg TV 2 gfdopadmv kot 4 efdopadmv mpocapuoyns Elapay Katd
péco 6po 3.6 kat 3,7 evéoels, avtiotorya. Katd ) didpreia g d1eto0g BepaneuTikig meptodov ot
acBeveic Elafav Katd péco 6po 10,4 evécelc.

To ontikd Kot GVGTNUIKO TPOPIA ACPUAEING T|TAV TAPOUOLNL LUE TNV OTOTEAEGLOTIKOTITA TOV
mapotnpnonke otig Pacikéc peréteg VIEW1 ko VIEW2,

H ARIES ftov pio ToADKEVTPIKT, TUYOLOTOUUEVT, OVOLKTNG EMICTLOVGTC, EAEYYOLEVT] LE EVEPYO
Qapupako perétn dapkelag 104 efdouddnv, og 269 acbeveic pe vypov Tomov AMD yuo TV onoia dev
glyav AaPet Oepomeio. H perétn oyedidotnke yio vo S1EPEVVNGEL TN UN-KATOTEPOTNTO OGOV APOPd, TV
OTOTELEGLLOTIKOTNTO KOODG KoL TNV 0GQAAELN TOV SOGOAOYIKOV GYNLUATOG Oepameiog Kol ETEKTOOTG,
to0 omoio Eexivnoe petd and 3 dudoyucég unviaieg d6oelg akolovBodueveg and pia Eveon petd and

2 UNVEG EVOVTL TOV 00COA0YIKOD oynuatog Oepameiag kot enéktoong mov Eekivioe LETE amd TO TPAOTO
£10¢ Bepanciog.

H perétn ARIES diepedivnoe eniong 1o T0cootd TV 060evdv Tov yperdotnkay Bepamneio cuyvotepn
amo kaOe 8 efdopadec pe fdon v amdgact Tov gpguvnty. And Tovg 269 acbeveic, 62 acbeveig
Elafav cuyvotepn 0661, TOLAGYIOTOV Wio Popd KoTd TN dldpKelo TG peaétng. Ot acBeveig avtol
mapéPevoy ot pneAétn ko Eaafov Bepaneio cOpuP@va pe T PEATIOTN KAMVIKT KpiGT) TOV €pELVITY,
aALG Oy cLYVOTEPO amd KAOE 4 EBSOUAdES, KOl TO. LECOSLOGTLOTO OEpOmEing TOVG Lmopovoay Vo
TapoToovV Kot TAAL TN GLUVEXELR. META TNV amOQaoT Yo cLyvoTePT Bepameia, To HeEGOIIAGTN A
Bepaneiog Nrav Katd péco dpo 6,1 efdounadec. Tnv ERdopdda 104 n BCVA fitav youniotepn oe
acBeveic mov ypeldoTnKay o evTaTikKY Ogpameio, TOLAAYIGTOV pio POPA KATd T StpKELR TNG
UEAETNG, O€ cUYKplom we acbeveic mov dev ypetdotniay kol péon aArayn otnv BCVA amnd v
évapén €mg to TEAOC TG HeEAéTng NTav +2,3 + 15,6 ypdupoato. Meta&d tov acbevov mov vrofAnonkay
og mo ovyvn Bepamneia, to 85,5% Swtnpnoe v dpaon, dnAadn Exace Ayotepa omd 15 yphppoto kot
10 19,4% xépdioe 15 N meprocotepa ypapupata. To Tpoeil acpdielag Tov acbevadv mov vroPAndnKoy
o€ Oepameio wo cuyvn amd kaOe 8 efOoAdES, TAV GUYKPIGILO LE TO OESOUEVA OCPALELNG TOV
VIEW 1 kot VIEW 2.

Aevtepomobés oidnua s wypds kniidog arxé CRVO

H acpdiela kot 1 amoteAespotikdmra ¢ apAPepointng aloloynOnkay 6g 600 TUYAIOTONUEVEC,
TOAVKEVTPIKES, SIMAN-TVOALG, EAEYYOUEVES e elkoVIKT Ogpomeio pehéteg o€ acbeveig e devtepomaég
otdnua g oypds knAidag amd CRVO (COPERNICUS and GALILEO) pe éva covolo 358 acBevav
vrofAnOnkav og Bepomeio kot oy 0EOAOYNGIUOL Yo TNV amoTELECUATIKOTNTO (217 pe
apMPepoéntn). Ot nhikiec TV acbevav kouaivoviav amd 22 £oc 89 et@v ue éva péco 6po niikiog 64
gtwv. X11ig CRVO peréteg, mepinov to 52 % (112/217) tov acbevdv mov tuyotomomnkay e
apAPepoéntn Nrov nAkiog 65 etdv 1 peyadvtepot kot mepimov to 18% (38/217) frav 75 etdv 1
peyodvtepol. Kat otig 600 peléteg, ol acbeveic tuyaromomdnkay pe avaroyio 3:2 gite o 2 mg
apAPepoénng yopnyoovueva kdoe 4 efoouadeg (2Q4) eite oty oudda eEr&yyov 6mov ElaPav
EIKOVIKEG evEDELS KOOE 4 efdopadEC Y1 £V, GOVOAO 6 EVEGEWV.

Metd amd 6 cuveyoueveg Unviaieg evécels, ot acBeveic Elafav Bepoameio povo dv TAnpovcoov
npokabopiopéva KprThpla. Eravoyopynong e Oepamneiog, extdc amd Tovg acbeveic oty oudda
eléyyov g uerétng GALILEO, ot omoiol cuvéyicay va. Aapivouy EIKOVIKEG EVEGELC UEXPL TV
ePdopdda 52. Metd omd avtd To ¥povikd onpeio, 6ot ot acbeveic mTov Bepamednkay TANpovoay
Tpokabopiopéva KpLTHpla.

Kot otig 800 pehéteg, 10 KOPLO KOTUANKTIKO GNUEI0 OTOTEAEGLOTIKOTITAG TAV TO TOGOGTO TMV
acBevov mov képdisav TovAdyiotov 15 ypdupata oty BCVA katd tnv efdopdda 24 o€ oOyKplon He
™V apykn T, Mia dgvtepevovoa LETUPANTN OMOTEAEGLATIKOTNTAG NTOV 1| LETAPOAT GTIV OTTIKN
o&vtta Katd v Rdopdada 24 6e chYKPLON LE TNV OPYIKT TIUN.
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H dwopopd petal&d tov opdadmv Bepameiog NTov GTATIGTIKA OTULAVTIKT VIEP TNG APAMPBEPCETTNG KoL
011G 0V0 perétec. H péyiom Peltioon oty omtikn o&utnta emitedydnke 6tovg 3 pves pe
enoKkOLoVON oTabEPOTOINCT MG TPOG TNV OTTIKY 0EVTNTA KOl MG TPOG TO KEVIPIKO A0S TOV
AUPIPANCTPOEIBOVG LEYPL TOVG 6 ufvec. H otatiotikd onuovtikn dtapopd dtutnphdnike péypt tnv

epdopdda 52.

Agntopepn amotelécpata omd TNV avaAvor Kot Tov 000 pHeAeT®V mapovctdlovtar otov [livaxa 3 kot

67O ZyNUa 2 TOPUKATO.
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IMivakog 3: ExPdaoeig amotedeopotikdttog katd T efdopdda 24, efdopdda 52 kar efdopdda 76/100 (ITAxpng avéivon dedopévav LOCFD) otic nehéteg

COPERNICUS kot GALILEO
Expaceg COPERNICUS GALILEO
UTOTELECRATIKOTNT
ag 24 gfoopaodeg 52 gfoopdoseg 100 epoopdoscc 24 gfoopadeg 52 gfoopdoseg 76 efdopadeg
ApMPepoin |Opad |Aompepoin | Opada | AehPepoin | Onddo |AeMmPepoént|AoMPepoin |Opad |ApMBepoin | Opada | AphPepoin
™m o ™m ehéyyov| ™ AEY)OVE, g ™m a ™m ehéyyov| ™
2mgQ4 [H 2mg |7 2 mg ' | 2mgQ4 | 2mgQs [PVl 2mg |7 2 mg
(N=114) | y_| (N=119) ~N=114) |(N=73)| (N=103) 1 (N=114) N=| N=119) (N = 114)
73) (N=173) 73) (N=173)
Avoroyia Tov
acOevav pe
KéPSOg 215 0 ) ) 0 o o 0, 0 0 0, 0, 0
. . 56% 12% 55% 30% 49,1% 23,3% 60% 22% 60% 32% 57,3% 29,4%

YPAHHOTO OPOOTIS
o TV apyIKn
T
>t00 3 27,9% 28,0%

reHoleY 44.8% 25,9% (11,8 26,7% (13,1 - 38,3% ° °
Outgopd 33,0 - 56,6 40,1 40,3 24.4-52,1 (130 (133~
(95% CI) (33,0 - 56,6) -40,1) ,3) (24,4 - 52,1) 42,7) 42.6)
Ty p p= p< p= p=0,000

p <0,0001 0,0006 P=0,0003 0,0001 0,000 4
4

Méon petafoin
otnv BCVAD
OIS LeTpnOnKe
ue ) Padporoyia 17,3 -4,0 16,2 3,8 13,0 1,5 18,0 3,3 16,9 3,8 13,7 6,2
OVOyVOPLONG (12,8)  |(18,0)| (17,4) (17,1) (17,7 (17,7 (12,2) (14,1) |(14,8)] (18,1) (17,8) (17,7)
YPOUUATOV
ETDRSP and v
pyikn T (SD)




ﬁ;‘;‘g‘;ﬂ?}i@%&o )17 12,7 11,8 14,7 13,2 7,6
Lsr0) (17:4-260) et A &n 152 G
(95% CI) ’ ; ; ; ;
T p p< p< p< p< p=0,007
p < 0,0001 0,0001 0,0001 0,0001 0,000 0
1

A H dapopd givar 1 T g opddag apPepointng 2 mg otic efdopnddeg Q4 peiov v Tiun g opdadog eAEyyoL

B Awapopd ko didotnpa epmictocuvng (CI) vroloyilovror pe ypnon g dokiung Cochran-Mantel-Haenszel (CMH) npocappocpévn yio meptoxn (Apepikn
£vavti Tov vdiomov kdécouov yio. Ty COPERNICUS kot Evpadnn évavtt Aciag/Eipnvikov yio v GALILEO) ko kotnyopio apyiking tiung BCVA (>
20/200 xon < 20/200)

D' BCVA: Best Corrected Visual Acuity
ETDRS: Early Treatment Diabetic Retinopathy LOCF: Last Observation Carried Forward
SD: Standard deviation
LS: Méoog ot pébodo tov ehayiotov tetpaydvev and ANCOVA

A Alapopd 6tov péco otn uédodo Tov elayiotov TeTpaydvov Kot Stdotnue epmictoovuvng (CI) pe Bdon éva poviého ANCOVA pe mapdyovieg Tnv ouddo
Oepamneiog, v meployn (Aueptkn Evavti Tov vdAoitov kocuov yio. Ty COPERNICUS ko Evpamn évavtt Aciag/Epnvicov yio v GALILEO) ko thv
Kkatnyopia apykn tiunig BCVA (> 20/200 xon < 20/200)

B) ¥t uehétn COPERNICUS, ot acOeveic otnv opdda eAéyyov pmopodoay va AdBovy apABepcEnTN avaloya LE TIG AVAYKEG TOVG HE GLYVOTHTA UEYPL KA
KG0€ 4 efdopnadec Katd TN SLdpKeLn TG TEPLOd0L amd TNV efdoudda 24 Emg v efdonada 52+ ot acheveic eiyav emokéyelg kKabe 4 efdoudadeg

¥ ¥ uedétn COPERNICUS, ot acOeveic 1060 otnv opdda eléyyxov 660 kat otnv opdda apiBepoéntng 2 mg hapov aprPepcséntn 2 mg oviroyo ue Tic
avayKeg Tovg e cuyvotnTo péxpt Ko kabe 4 gfdopddeg Eextvavtag amd v efdoudda 52 g v efdoudda 96 o1 acbeveig eiyav vToyPEOTIKEG
TPWNVIOIES EMOKEYELC, AALA UTOPODGOV VO £XOVV EMICKEYELG AKOUN KOl P cuyvoTnTo KabE 4 gfdouddeg ebv NTav omapaitnTo

2 ¥ pedétn GALILEO, ot acBeveic 1060 6tnv opddo eA&yxov 660 Kot otnv opdda apiBepoéntng 2 mg élafav aphPepointn 2 mg avaroyo pe TIG avirykeg
Tovg Kabe 8 efdouddeg Eekvmvtag amd tnv efdopdda 52 £mc v eBdoudda 68° o1 acbeveig siyav vToypewTiKéG emiokéyelg kabe 8 efdouddec.



Yympa 2:

Méon petafoin, amd v apyikn T Eog v gfdoudda 76/100, otnv otk o&bTTa

Katd opdda Oepamneiog yia tig peréteg COPERNICUS kot GALILEO (ITAfpng avélvon dedopévav)

Miom peraBolf] omv anmikd) ofiTrra
(vpduuara)

Méon perafob oy ommed ofiTra
(ypdupara)

20

—
en

—
=

©n

20

15

10

5
[ ]

COPERNICUS
Trafeph pnviaia PRN pe prnwiaia PEN p= exrerapiva
Socokoyia pECobiooTuaTa pegobiaompara
Tapakohol8nong mapaxokolBnang
- I E N
0 4 8 12 152{13_-‘- 28 32 36 40 44 48 52 56 B0 B4 BB T2 T6 80 84 BB 92 9 100
Efdopadeg
_ . GALILEOQ
'+18,0
+137
= [ Zrafepn prviaia PEN ps prviaia PEN pe exmeTapsva
toookoyio pEmofiogmpara peCobiaoThpara
mapakohoUBnong TapookolE) +6,2

0 £ 8 12 1620 24 28 32 36 40 44 48 52 56 60 64 68 72 T6
EpBopadeg

—_— AghiPeporm 2 mg —@— Opada ehéyyou papripuy

X YmoBnhuve: v akhayn e opddag ekfyyou o PRN Bepaneia pe aghiPepaimm 2 mg

2t peiét GALILEO, 1o 86,4% (n=89) ¢ opddag apiPepcéntng kot to 79,4% (n=54) g
€KOVIKNG opadog eiyav apdtwon CRVO w¢ apykn tyun. Kotd myv efdoudda 24, avt nrav 91,8%
(n=89) otnv opdda apliPepcéntne ko 85,5% (n=47) onv e1kovikn opudda. AVTég Ol avaAoyieg
SttnpnOniay katd v efoopndada 76 pe 84,3% (n=75) otnv opdda apPepoéntng ko 84,0% oty
EKOVIKT OUAOAL.

2t pedétn COPERNICUS, 10 67,5% (n=77) g opddog apAPepoéntng kot to 68,5% (n=50) g
€KoVIKNG opadog elyav arpdtoon CRVO wg apykn tipn. Katd v efdopdoa 24, avt oy 87,4%
(n=90) ov opdda aplPepoéntng ko 58,6% (n=34) onv ewovikr| opndda. Avtég ot avaroyieg
SttnpnOniay katd v gfoopndada 100 pe 76,8% (n=76) oty opdda apiPepcéntng kot 78% (n=39)
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otV €KoVIKN opdda. Ot acheveig otnv elkoVIKT opada elyov TV exthoyn va Adfovv aplPepoéntn
amo v efdopdda 24.

H evepyetikn enidpaon g Oepaneiog pe aplPepoéntn ot Aettovpyio g Opaong NTov TapoOUoLe
OTLG DTOOUAOES T®V 0oOEVAOV KOTA TNV Evapln, Le KOAN Kot U KoAN oudtoon apeiBAncotpogidonc.
O1 emdpaoeic g Bepaneiog og OAeg TIg alOAOYNGIUEG LTOOUAdES (T.). MALKia, PVAO, LAN, ap)IKN
TN OTTIKNG 0E0TNTOG, KaTAoTHoN OpdTmong apeiPAnctpoedoig, didpkela CRVO) og kdbe perén
NTOV YEVIKE GOUPOVOL LLE TO ATOTEAEGLLOTO TOV GUVOAMK®OV TANBLCUOV.

21 cvvdvacpévn avaivon tov dedopévov Tov peretmv GALILEO kot COPERNICUS,
apAPepoéntn £0e1&e ONUOVTIKG KAVIKES 0AAOYEG O GYEOM UE TIG APYIKES TIEC EvapENG OTO
TPOKABOPIGUEVO JELTEPEVOV KATAANKTIKO OMUEI0 AMOTEAEGUATIKOTNTOS TOV AMOTEAOVGE TO
gpotpatoArdyo tov EBvikod Opbaiporoyikod Ivetitodtov Ontikrg Aettovpyiog (NEI VFQ-25). To
péyebog anT®MV TV OAAAYOV NTAV TAPOUOL0 LE EKEIVO TOV TAPOLGLALETOL GTIC ONUOGIEVUEVES
UEAETEG KOl TO 07010 avTioTol el o€ ovénon katd 15 ypaupato otny KApoko «koAvtepo
dropbouévnc otikng o&utog» (BCVA).

Aevtepomabés oidnua s wypds kniidos omxé BRVO

H acpdiela kou 1 amoteAespotikdmra g apAPepoéntng a&loloyninKay 6€ Lo TUYOLOTOIIEVT,
TOAVKEVTPIKT], SUTAN-TLUQAY], EAEYYOLEVT LE EIKOVIKT Ogpameio perétn o acbeveig pe devtepomabég
oidnpa g oypds knAidag omd BRVO (VIBRANT) mov cvumeptddpfove npi-Kevipikn g
apeipAnotpoedikng eAEPag. Xvvolikd 181 acbeveig vroPAnOniay og Bepameio kot a&roroynonkav
v TV amoterespotikotnTa (91 pe apiPepoéntn). Ol nhikieg tov acbevav kopaivoviay omd 42 £mg
94 etdyv pe éva péco 6po nhkiag 65 etmv. Xt BRVO pelém, nepimov 10 58% (53/91) t0v acbevov
oL VYoo OnKay pe apAPepointn Nrav nAkiog 65 €@V 1 peyoldtepot kot tepinov o 23%
(21/91) Nrav 75 etdv M peyaivtepot. Xt peAén, ot acbeveic TuyoaromomOnkay pe avaroyio 1:1, gite
o€ opdoa 2 mg apAPepcoimtng xopnyovueva Kabe 8 efdouddeg akolovdhvTog 6 apytkcég Unvioieg
gvéaelg, 1 6€ opudoa eotomnéiog Aélep yopnyoduevn oty opyikn exickeyn (opudoa eréyyov Aélep).
O1 acBeveic oy opdda eréyyov Aéllep pmopovoav va Aapouvv emmpdchern pmtonnéio Aéwlep
(ovopdleton © Bepancio dSidowong pe Aéwlep’) oty apyn s efdopddag 12, pe o Aydtepo d1dotnua
avaueooa otig Oepomeieg 12 efdopadec. Me Baomn ta mpokabopicpuéva kpirthplo. ol acbeveig otnv
ouada pe Aélep pumopovoay va Aapovv Oepaneia diocwong pe aeAPepcéntn 2mg and v efSoudon
24 pe yopnynon kaBe 4 gfdopdadec yo 3 unveg axoiovBovpevn yio kdOe 8 efdopddes.

>t peiétn VIBRANT, to tpmtedov KatoAnKTikd onuUeio amoTeAESHOTIKOTITOG NTOV TO TOGOGTO
TV aofevov Tov képdioav Tovhdyotov 15 ypdppata otnv BCVA katd v efdopdda 24 o€
GUYKPION UE TNV OPYIKT OpaoT] Kol 1] Opdde TS apMPBepcEmTg NTaV ovATEPT TNG OUAdAS
eréyyov Aélep.

"Eva devutepehov kaToAnKTIKO ONUEI0 ATOTEAEGLOTIKOTNTAG TAY 1 LETAPOAN oTNVv omtTikn o&vTnTa
Katd TV efoopdda 24 og cHYKPIoN LE TNV OPYIKN TR, 1| OTTOI0 TAV OTATICTIKA GMUOVTIKN VIEP TNG
apMPepoénne ot perétn VIBRANT. H mopeia tng ontikng fertimong ftav paydaio kot £QTace
UEYLOTN TN 6TOVG 3 UNVEG UE SLOTPTON TV OMOTEAECUATOV UEYXPL TO pnva, 12,

Znv opdda tov Aélep, 67 acBeveig EhaPav Bepaneia dilowong pe apAPepointn pe Evapén my
ePdopdda 24 (Oudda eEréyyov pe evepyn Bepaneio/ apiPepoéntn 2mg) e anotédecua fertimong
oV OnTIKN 0&OTNTO TEPimOL 5 ypdppota amd v efdopndado 24 émg 52.

Aentopepn amotehéspata amd v avdivon g peréte VIBRANT mapovsialovion otov Ilivaxa 4
KoL 670 Zynpo 3 TopaKdT.
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Iivaxag 4: ExPdoeig amotelespotikotntog Kotd v efdoudda 24 kot efdopdada 52 (ITAnpng
avéivon dedopévaov LOCF) ot peaétn VIBRANT

Expacec VIBRANT
OTTOTEAECUATIKOTTOG
24 Efdopdoseg 52 Efodopdoseg
AoMpepoéntn Evepyocg AomPepoéntn 2 | Evepyég opdoa
2 mg opdoa mg Q8 (kél@ﬁp) /
Q4 ( Méiep) (N=91) A(phﬁ;;p%snm 2
(N=91) (N=90) g
(N=90)
Avoioyio tov acBevadv 52,7% 26,7% 57,1% 41,1%
pe >15 ypappoto
KEPOOG amd TNV OPYIKN
Tun %
Yrofuiopévn 26,6% 16,2%
drapopaP (2,0, 30,5)
(%) (13,0,40,1) p p=0,0296
(95% CI) =0,0003
Ty p
Méon petafoin otnv 17,0 6,9 17,1 12,2 (11,9)
BCVA 6noc petpnnke (11,9) (12,9) (13,1)
ue t Paduoroyio
aVayVOPIONG
ypappdtov ETDRS and
™V apykn Ty (SD)
Awpopé 6ToV PEGO 6T 10,5 5,2
uéeOSO LS A, F) (7:15 1450) (1579 897)
(95% CI) p<0,0001 p=0,0035°Y
Twn p

A H Sopopd gtvor n Tipn g opddog apiPepoéning 2 mg otic efdouddec Q4 peiov Ty Tiun e opddagc
eréyyov Aélep

B Awgopd kar 95% (CI) vrohoyiovton pe xprion tng dokipung Mantel-Haenszel mpocappocpévn yio mepioyr
(Apepwcn évavtt lamwoviag) kot kotnyopia apyikng tung BCVA (> 20/200 kot < 20/200)

D LS: péon dapopd ko 95% CI Baon tov poviéhov ANCOVA pe v opdda Oeponeiog, katnyopia apyikig
Tyuc BCVA (> 20/200 kot < 20/200) ot weproyn] ( Notwa Apepikn Evavtt lanwviag) og otabepéc emdpdoetg
kot apykn Ty BCVA og coppetofAnty.

BCVA: Best Corrected Visual Acuity

A Ao v eBdopdda 24 1 Oepancio pe v opdda Oepaneiog aphPBepoéntng nopatddnie yio GAOVE TOVG
acBeveig and 4 fdopnadeg oe 8 efdopadeg péypt v efdopdda 48.

E) Koatd mv évapén g eBdopddag 24 o1 acbeveic otnv opddo Aéilep unopovsav va Aafovy depaneia didcmong
He apMPepcEntn GV VINPYE TOLAAYIGTOV EVa TPOKOBOPICUEVO KPLTHPLO EMAOYNG. ATt TO GUVOAD, 67 acbeveig
o€ vt TV opdda EAafav Bepancio didowong pe apiPepcséntn. To otabepd docoloykd oyrfa dStdcmoNS He
apMPepoéntn frav 3 @opég apiPepointn 2 mg kabe 4 efdopddeg akorlovBolduevo amd evécelg Kabe 8
efdopades.

) OvopacTIK TIA=p
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Yympa 3: Méon petafoAin oto BCVA 6nwc petprinke andé ETDRS Babuoioyia I'pappdtov
Katd v efoopdda 52 otn perétn VIBRANT

VIBRANT
170

20

171

en

#1272

5]

Mégn peraBohf amnv o oflmra
(ypayyara)

4 8 12 1% 20 24 28 32 3B 4 44 8 5

EpSopadeg

——  Aghifepoim 2 mg —i——  Opdda Ekéyyou Milep

O ap1Buog Tv acbevav pe Ko audtoon, Katd tnv Evapén g LeAETng, mov ekivnoay aymyn 1e
apMPepcéntn N potonnio Aéllep Nrav 60% Kol 68% avtictorya. Katd v efdopdda 24 avtég o
avaroylec nrav 80% xat 67% avtictorya. Xtnv opdda pe apAPepointn n avaroyio Tov aclevav e
alpdtoon St pnonke puéypt v efdoudda 52. Tmv opdda Aéilep, 6mov o1 acbeveic TAnpovoay ta
Kprripo va Aapouv Bepameia diocmwong pe apiepcémtn and v efdopdda 24, n avaroyio TV
acBevav pe opdtmon avéndnke oto 78% katd v efdopdada 52.

Awofntiro oionuo e wypas knAidag

H acpdiela kot amoteleopatikdtnTo TG apAPepoénmc a&toroynnkav oe 00 TUYOLOTONUEVEG,
TOAVKEVTIPIKES, SITAG-TVQAEC, evepyd eheyydueveg pedéteg oe acbeveic pe DME (VIVIDPME and
VISTAPME) "Eva chvoro 862 acbevdv ot omoiot vrofAnonkay oe Oepaneio kot frav a&oloynoipot
Y0l ATOTEAEGLOTIKOTN T, Ol 576 TuYooTomOnkay pe aplBepcént.

O nhkiec Tov acBevav kopaivovtay and 23 €mg 87 eT@v pe éva péco 0po nikiog 63 eTdv. XTic
DME pelétec, mepimov 10 47% (268/576) twv aceviv mov tuyatomombnkay pe apAfepoéntn
nTov nhkiog 65 et@v M peyadvtepot kot mepimov to 9% (52/576) fitav 75 etodv \ peyoivtepot. H
TAELOVOTNTO TV 00OEVAVY Ko 6TIC dvo peAéteg eiyav Aapnn tomov 11.

Kat otig dvo pehéteg, o1 acbeveig tuyatomomOnkav pe ovaroyia 1:1:1 og 1 amd 3 docoloywd

oynuoToL:

1) apMPepcéntn 2 mg, yopnyovuevo ke 8 efdoudadec petd amd 5 apykés unviaieg 00GELG
(apMPepocntn 2Q8),

2) apMPepoéntn 2 mg, yopnyovueva kKabe 4 efdouddeg (apiPepcéntn 2Q4) kot

3) potomn&ia pe Aéilep e oypdg kNAdag (evepyn opdado eAEYYOV).

Eekwvovtag amo v efdopdda 24, o1 acheveig mov mAnpovcay Evav TpokafopicUEVO 0VOO UTMAELNG
g Opaong NTav emiéSiol va Adpovv tpdcsbetn Bepancia: ol acBeveic oty opdda g
apAPepoéntng umopovoay va Adfovv Aéilep kot ot aoBeveic 6TV OpAdH EAEYYOV LITOPOVGAY VO
AaBovv apMPepoéntn.

Kot otig d00 pehéteg, 10 KOPLo KOTOANKTIKO ONUELD mOTEAEGLATIKOTITAG NTAV 1 LEGT LETAPOAN
Katd TV gfdopdda 52 g keAvtepa dopbwpévng opacng (BCVA) and v apyikn Ty Kot ot 3o
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opadeg g apAPepoéntng 2Q8 kot apAPepoéntng 2Q4 amodeiydnKoy GTUTIGTIKA CTULOVTIKEG KOl
NTOV AVATEPES MG TPOG TNV OPLAda EAEYYXOL. AvTd TO dperog Statnprnke péxpt v gfdopada 100.

Aemtopep anoteléopato amd v avéivon towv peretdv VIVIDPME ka1 VISTAPME apovsidlovra
otov [livaka 5 kKot 6to Zynpo 4 TopaKato.
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IMivakag 5: ExPdosig omoteheopotikdtnrog kotd v efdopudda 52 kot v efdoudda 100 (ITARpng aviivon dedopévav LOCF) otig pedéteg VIVIDPME kan

VISTAPME
Expaoceg
AMOTEAECRUTIKOT VIVIDPME VISTAPME
nrto
S
52 eBdopadsg 100 efoopdocs
AomMPepot | AohPepot | Yrapyovoo | AoMPepot | Aohpepo | Ymapyovoo AoMpepo AoMPepot | AohBepoé | Yrapyovoa | AphPepot | Aohpepo
FLad)) FLad)) svspvég nm énn svsoyég én) nm Fiad)) svspyég Fiad)) énn
Oepaneia Oepaneia 2 mg Q8 A Oepaneia
2mg Q84 | 2mgQ4 ) 2mg Q84 | 2mgQ4 ) (N =151) 2mg Q84 | 2mg Q4 ) 2mg Q84 | 2mgQ4
(Mrlep) (A1Gep) (Mrlep)
N=135) | (N=136) N=135) | (N=136) (N=135) | (N=136) (N=135) | (N=136)
(N=132) (N=132) (N=132)
Méon petofoin
otnv BCVA
OTTMG
uetpnOnke pe
ToV TivoK, 10,7 10,5 1,2 9,4 11,4 0,7 10,7 12,5 0,2 11,1 11,5 0,9
a%vaaYaloleila
YPOUUAT®V
ETDRSE amo
TNV aPYIK TN
Alopopd oToV
péco o )1 03 8,2 10,7 10,45 12,19 10,1 10,6
ugodo LSPTE | (6.3- 1 (6.5~ 52- | (7.6- (7.7 | O4- (7.0- | (7.1-
(97,5% CI) 1.8 | 120) 113) | 13.8) 13.2) | 150 133) | 142)
IAvaioyia Twv
acBevav pe > 15 31,1% 38,2% 12,1% 33,1% 38,3% 13,0%
yPAppOTO 33% 32% 9% 31% 42% 8%
KEPOOG Ao TNV
OPYIKT Tt




>rofuiopévn 26,1% 25,8%

S1apopTE 24% 23% 19,0% (14,8 23% 34% 20,1% (15,1 -

(97,5% CI) (13,5 (12,6 (8,0 - 37,5) (13,5 (24,1 (9,6 - 36,6)
34,9) 33,9) 29,9) 33,1) 44.4) 30,6)

A Metd v évapén g Oepanciog pe 5 pnvioieg evéoelg
B O péoog LS xar to CI pe Baon éva poviého ANCOVA pe ) pétpnon apyicic tiuig BCVA o¢ cvppetafint kot mapdyova Yo thv opddo Ogponeioc. EmmpocOitog,
nepoyn (Evpdnn/Avetpario évavtt lonmviag) copmeptiiednke og mapdyovtag yio v VIVIDPME, «ai 1o 16T0pixd eu@pdypatog Tov puokopdiov (MI) kav/r oyyeloxon
gyxepakob engicodiov (CVA) wg mapdyovtag yio tnv VISTAPME,
I' H dwpopd etvon n opdda tng aphBepoéntng peiov tnv opddoe vrdpyovsag evepyol Oepomeiag (AMilep)
A H Sopopd pe 1o Sidotnua eumotocvvig (CI) kot 1o otatiotikd heyyo vrohoyiletor ue yprion evog oyfuotog otaduiong kotd Mantel-Haenszel mpocappocpévo kotd
TEPLOYN
(Bvpodnn/Avctpario évovrt lamoviag) yio v VIVIDPME ka1 w0tpiid 16t0pikd epepypotog tov pvokapdiov (MI) 1 ayyeiaxod eykepatixod eneicodiov (CVA) yio v
VISTAPMEE BCVA: Best Corrected Visual Acuity
LOCF: Last Observation Carried Forward
LS: Mécoc ot pébodo tmv elayiotov tetpaydvav mapayouevog pécm ANCOVA
CI: Confidence interval



Yympo 4: Méon petafoin otnv BCVA 6nw¢ petpninke pe tov mivako avayvapiong yPoppdtoy
ETDRS a6 v apyikn T péxpt v efdopddo 100 otig peréteg VIVIDPME war VISTAPME

15 — VIVID

1107

—
=

MEon perapohn atnv otk ofutnTa
(YpappaTa)

+0.7

4 12 20 28 3w/ 44 52 60 68 76 84 Q2 100

Efdopabecg

15 — VISTA
o 14125
13 +115
E +11,1
=
=]
g
©.g
£8
B
g
g +09

100

Epdopadeg
—B—  Aghipepoimn 2 mg Q8 efBopade; ————  AghiPepoitm 2 mg Q4 efBopadec
—@—  Ymapyovoa evepyog Bepameia
(Aércep)
O emdpdoeic g Oepaneiog otig a&loAoyNoIEG VTOOUASES (TT.). NAKio, GOAO, LAY, APYIKT TN
HbAlc, apyin Ty ontikng o&vtnrtag, mponyovuevn avti-VEGF Oepancia) og kdbe pedétn Kot ot
GUVOLOCUEVT] AVAADGT] TAV YEVIKA GOUPMOVES LLE TO ATOTEAEGIOTO GTOVG GUVOAKOVE TANOVGOVC.

Y1ig peréteg VIVIDPME o VISTAPME, 36 (9%) kar 197 (43%) acbeveic Elapov mponyoduevn avtt-
VEGF 0epomneio, avtiotoya, pe 3-unvn 1 peyaivtepn tepiodo Ekmivong. O emdpdoeic g Oepameiog
otV vIooudda TV acbevav o1 omoiot elyav Tponyovuévmg AdPet Bepameia e Evov avasTOAEN TOV
VEGF 1tov mopouoteg pe ekeiveg mov mapatnpnonkav oe acbeveic ot omoiot dev elyov mponyovuévmg
AaPet Ogpaneia pe Evav avactoréa VEGF.

Aocbeveig pe appotepomievpn voco nTav emiéSipot yia vo Adfouvv avtl-VEGF Ogpaneia otov dAro
0@OaAUO TOVG £V aVTO KPVOTAV avaykaio amd Tov wtpd. Ttn perétn VISTAPME, 217 (70,7%)
acOeveic apAPepcéntng Erafav aUEOTEPOTAEVPES EVEGELG apMPBEPTETTNG HEXPL TNV gfdopada 100,
eved otn perétn VIVIDPME 97 (35,8%) acbeveic apAPepointng Elapov dtapopetikh avii-VEGF
Oepameio ooV GAAO 0POAALO TOVC.

M ave&dptntn ouykprtikn pedétn (DRCR.net Protocol T) éxave xpron evog evéktov 060A0Y1IKOD
OYNUOTOG LE fAoT avaTnpd Kpithplo ExoviAnyg Oepaneiog kabop1lopevo amd To UTOTEAECUATO TG
e&€taonc OCT kai v 6poot . Ztnv opdda Bepameiog pe apAPepoéntn (n=224) v gfdouddo 52,
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aVTO TO S0GOAOYIKO GY1IL0. 00N YNOE MG ATOTEAEG O Ol acOeveic va Aapfdvovy éva péco 6po 9,2
€VEGELG, TOL elval TapOUO10 LE TOV aptBid yopnynons docemv oty opdda apAPepcéntng 2Q8 otig
peréteg VIVIDPME ko VISTAPME | 6ov cuvolikd 1 anotelespotikotta g Oepansiog otnv opdda
Oepaneiog pe apMPepoéntn Protocol T fitav cuykpiciun pe v opdda aplPepoéntng 2Q8 otig
peréteg VIVIDPME ko VISTAPME, Tty opdda Protocol T mapatnprnke évog pécog 0pog kEpdong
Beitimong 13,3 ypappdtov pe éva 42% tov acBevav va Eyouv kEpdog TovAdylotov 15 ypaupata
otV 6pact] Tovg amd v opykt) Tipn. Ta aroteléopata ac@aielog £0e1&av OTL 1] GUVOAIKT] ETIMTMOOT)
0POOALKAOV KoL U1 0POOAUIKOV aVETIOOUNTOV EVEPYEIDV (CUUTEPIAAUPOVOUEVOV TV OPTNPLOKDV
Opoupoeuforikav eneicodiov — ATEs) tav cuykpioyio oe OAEG TIG opadeg Bepaneimv o€ kahe
LEAETT Kot LETOED TV UEAETMV.

H VIOLET, po ToAvKeEVTPIKT], TUYOLOTOULLEVT], AVOLKTY|G EMICT|LAVOTG, EAEYYOLEVT] LLE EVEPYO
oapupaxo perétn 100 efdopadmv, o acbeveig pe DME, cuvékpive Tpio S10popeTiKd 0G0 A0YIKd
oynuata g apMPepoéntng 2 mg yio tn Oepaneio tov DME, petd amd tovidyiotov Evay ¥povo
Bepaneiog pe otabepd pecodlaotnpata, Kotd Tov onoio 1 Bepaneio Eekivnoe pe 5 dadoyiég pnviaieg
d0oe1g akorovBovpeveg amd yopnynon kabe 2 univec. H pedém a&loddynoe m un-katotepdtnra g
aPAPEPCENTNG 2 Mg YOPTYOVUEVIC LEGM EVOG O0GOAOYIKOD GYNUATOG Depameing Kol ETEKTACNC
(2T&E 6mov 10, S106TAUAT TOV EVEGE®MVY dlaTnpROnKay 6To gELdy1oTo TV 8 EG0UAOMV KOl GTASOK
eneKTAON KOV PACEL TOV KAVIKOV KOL OVOTOUIK®Y OTOTEAECUATOV) KoL TG apAMPepoéntng 2 mg
yopnyovpevng avdioya pe tig avaykes (2PRN 6mov o1 acBeveig mapakorovBovvtay kdbe 4 efdopddeg
KoL M xoprynon ywotav otov ypealdtav, e Paon To KAViKE Kot OvVOTOUIKA OTOTEAEGLOTA), GE
oVYKpPIoN UE TNV apAPepcéntn 2 mg yopnyovuevng ke 8 efdoudadec (2Q8) yia to devTEPO Kot TPito
£10¢ Oepaneiog.

To xOp1lo katainkTkd onpeio anotehespaTikoTnTog (0Alayn otnv BCVA and v évapén émg v
eBdopada 52) firav 0,5 £ 6,7 yphppota oty opdda 2T&E ko 1,7 + 6,8 ypdppata otnv opddo 2PRN
o€ ovykpion pe 0,4 £ 6,7 ypauuato otny opdoa 2Q8, XTVYYAVOVTAG GTOTIGTIKY UN-KOTOTEPOTNTA (P
<0,0001 ka1 yuo T1c dvo cvykpicelg, NI mepifdpio 4 ypapuudtomv). Ot adriayéc otnv BCVA omd v
évapén €wg v efdopdda 100 ftav og cuvéTeld e To anoTeAESHOTA TNG ERdopddag 52: -0,1 £ 9,1
ypdppota oty opddo 2T&E ko 1,8 + 9,0 ypdpupata oty opdda 2PRN o chykpion pe 0,1 + 7,2
ypdupota oty opdda 2Q8. O uésog apBuog evésewv ot dtdotnua 100 gfdopadmv ntav 12,3, 10,0
wat 11,5 yio ta 2Q8fix, 2T&E kot 2PRN, avtictouyo.

Tao TpoPid ac@dAElng MG TPOC To 0POUALIKE Kot GLOTN K cvuPauato Kot oTic 3 opddeg Oepameiog
nTov mapopola e avtd mov wapatnpninkay otig Bacwucés peréteg VIVID ko VISTA.

2y opdda 2T&E, ot av&noeig kot ot LLEIMCELS GTO LEGOOIAGTILLOTO TNG EVECTG TTAV GTN] SLOKPLTIKT
gUYEPELD TOV EpELYNTY]. X1 UEAETN cuotnOnKav avéNoelg Tav 2 EBSOUGdMV.

Neoayysiwon tov YopLoeldois A0yw uvwmiog

H aoopddea kor 1 amotelecpotikotnta g aprPepoéntng a&loroyndnkay ce o
TUYOLOTOINUEVT, TTOAVKEVTPIKT], SITAN TOUPAT, EAEYYOUEV UE EIKOVIKO QAPUOKO UEAETT GE
Actdtec aobeveic pe poomiky CNV. 'Eva covoro 121 acOevav vrofAndnkav og Oepoameio kot
ntav a&lohoynoipot yuo amoterecspaticotnta (90 pe apiPepoéntn). Ot nhikieg tov aclevaov
Kopaivovtay and 27 émg 83 €TV pe uéon Tun ta. 58 £tn. Xt pedétn g poomikng CNV,
nepinov 10 36% (33/91) Twv acbevdv Tov Tuyaomotnkay o€ Oepameio e aphPepoéntm nrov
nAkiag 65 etdv N ueyakvtepot kar wepimov to 10% (9/91) frav 75 etdv N peyardtepot.

Ot aoBeveic ToyaromomOnkav o avaroyia 3:1 yia va Aapovv gite 2 mg apMPBepséntng
EVOOVAAOEIOIKA 1] EVECELG EIKOVIKOD QOPLAKOL YOPTYOUUEVES Lia pOpA KOTA TNV Evapén TG
UEAETNG e TPOGOETEG EVEGEIC YOPTYOVLEVEG UNVIOHWOG GE TEPITTMOT ETUOVAG 1] VITOTPOTNG TNG
vocov pEypt v gfdopdda 24, dtav afloloyndnke To KOPLO KOTAANKTIKO onueio. Koatd v
gfoopdda 24, o1 acBeveig ol omoiot eiyav apyikd Tuyatomobel o eKOVIKO PAPLOKO HTOV
KATAAANAOL LTOYNPLOL Y10, Vo Adovy TV TpmdTn 060N aprPepoéntne. Akolovbwg, ot acbeveig
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K0l 6TIG dVO OUASEG GLVEYIGAV VA £lval KATAAANAOL LTOYNPLOL Y10 TPOGOETEC EVEGELG OF
TEPIMTOGT EMLUOVNG 1] VTOTPOTNG TNG VOGOU.

H dwpopd petald tov opddmv Bepameiog NTov GTATIOTIKA GTUAVTIKE VIEP TG APAPBEPCETTNG Y10, TO
KOplo KataAnkTikd onpeio (uetaforn otnv BCVA) kot 10 enifefarmtikd deutepehov KOTUANKTIKO
onueio amoteAespoTIKOTNTOG (0vaAoyio TV 0cBevadV mov Képdicav 15 ypauuata oty BCVA) katd
v efdopdda 24 oe cOyKplom pe TV apykn Tipr. Ot dapopég Kot yio Ta SVO KATOANKTIKA onpeio
SwnpnOniay £mg v efdopdda 48.

Aentopepn amoteléoparta omd Ty avaivon g peréms MYRROR rmoapovcialovtot otov [livaka 6
KOl 6TO ZyNpo 5 TopoKdT.

Hivakog 6: ExBdoeig anotedespotikdmog katd v efdopdada 24 (kbhpla avédivon) Kot Kot tnv
gBdopdda 48 otn uedétn MYRROR (ITAYpng avdlvon dedouévawv LOCFY)
Expaoceg MYRROR
OTOTELECPUTIKOTNTOG 24 Epdopddec 48 EBsopadec
AgphBepointn 2 | Ewkoviké | AehPepointn 2 | Etkoviko
mg PapLUKO mg oappaxo/
(N=90) (N=31) | (N=90) AopMPepointng
2 mg
(N=31

Méon petofoin otnv
BCVAP 6nw¢ petpfiidnke
pe ™ Pabuoroyio

avayvOPLong ypoppdTomv 12,1 -2,0 13,5 3.9
ETDRS am6 v apywn ®.3) ©.7) (8.8) (14.3)
T

(SD)»

Awpopd ooV LEGO 61N 14,1 9,5

ué0odohAE) (10,8 -17,4) (5,4-13,7)

(95% CI)

Avoroyia tov acBevov pe

> 15 ypdppota képdog amd | 38,9% 9,7% 50,0% 29,0%
TNV OPYIKY TN

Trofuopévn dapopd XY | 29,2% 21,0%

(95% CI) (14,4 - 44,0) (1,9 -40,1)

A) LOCF: Last Observation Carried Forward
B) BCVA: Best Corrected Visual Acuity
ETDRS: Early Treatment Diabetic Retinopathy Study

SD: Standard Deviation
D Méooc LS: Mécog otn péfodo twv ehoyictmv tetpaydvov mapaydpevog pécm poviéhov ANCOVA
& CI: Confidence Interval
E)YMLS péon drapopé kar 95% CI Bdoet evoc poviéhov ANCOVA pe v opdda Oepaneiog kot
ydpa (ovouaciec ydpag) g otabepés emidpacels, kot tnv apyikn tiun BCVA oc¢ coppuetopfint).
=D H Swapopd ko n iy 95% CI vroroyilovrar pe xprion g dokung Cochran-Mantel-Haenszel
(CMH) mpocaplocpévn yio T xopa (OVOUUGIeES yhpag)
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Yympa S: Méon petafoin and v apyikn Tiun éog v ERdopdda 48 otnv ontikn o&dtnta Kotd
opdda Bepamneiog yro ) pedétn MYRROR (ITAnpng avéivon dedopévav, LOCF)

MYRROR

15
+13.5

e
[

Meon perafokn omy ommikd afutnTa
(vpappara)
[#3]

5 E RBopidBec
——  AgMPepaémm 2 mg —@— Opdda ehiyyou

IMondraTpikdg mAnbvouodg

O Evponaikoc Opyoviopuog Goappakmv Exel 0OCEL OTOALNYT OO TNV VTOYPEMGT VTOPOANG TOV
OTOTELEGUATOV TOV HEAETMV LE TO PUPLOKEVTIKO TPOIOV aVOPOPAS TTOL TEPIEYEL APAMPEPCENTN OE
OAEG TIG VITOKOTNYOPlEg TOV TodTPLKOD TANBLG OV GTOVG TANBLGLOVG VYpoL THov AMD, CRVO,
BRVO, DME kot pomikig CNV (BA. mapdypago 4.2 yio TANpoopieg GYETIKG LLE TNV TUISIUTPIKY
xpon).

5.2 ®@appokoKIvnTIKES WOL0TNTES

H apMPepoéntn yopnyeital ancvbeiog 6To VAAOEIEG GOUM Y10 VO ACKT|GEL TIG TOTIKEG OPUCELG
TOV GTOV 0POUAUO.

Amoppéonon / Katavopr

H aplPepoéntn amoppopdtat apyd amd Tov 0pOOALO GTN GUGTNLUATIKT KUKAOPOPIio LETE TNV
EVOOVAADON YOPNYNOT Kol TOPATNPEITAL OTT CLGTNHOTIKT KUKAOPOpio Kupimg g Eva avevepyo,
otabepd cvumroxo pe tov VEGF. Evtoitolg, uovo n «ehenlepn apPepoémtny etvat tkavn va
deopegbvoet Tov gvdoyev) VEGEF.

e o QapUOKOKIVITIKT vitopehétn o€ 6 acbeveic ue veoayysiaxn, vypod tomov AMD ue cuyvn
deryuaToANyia, ol LEYIOTEC CLYKEVTPMGELC TAUGUATOG TNG EAEV0EPNC apAPepcéntnG (CLGTNLOTIKT
Chax) NTOV YOUNAEG, pe péon tun mepinov 0,02 pkpoypappdapio/ml (evpog 0 g 0,054) evtog 1 émg 3
NUEPDV UETH atd EVOODAAOEIDIKT £veon 2 mg, KoL TV U aviyveDGIUES 000 EPOOUAdES UETE TN
yopnynon g d0omng oyeddv 6e OAovg Toug acbeveic. H apifepointn de cuecmpeleTal 6To TAGGUA
LE TNV EVOODAAOEIKT Yoprynon kébe 4 efoopddec.

H péon péyiotn cvykévipmon mAdopatog tng ehevbepng apliPepoéntng sivar mepinmov 50 Emg 500
QOPES KATM A0 TN GLYKEVTIPMOOT] AQAPEPGETTNG TOV ATALTEITOL Y10l TNV AVOSTOAN TNG PLOAOYIKNG
dpaotnprotntog tov cuotnuatikod VEGF katd 50% oe poviéda oe {ma, oto onoio topatnpndnkoy
UETAPOAEC TNE AP TNPLOKNC TTEGTC APOTOV TOL KUKAOQOPOUVTA Eimeda TG AP apMPepcéntng
£pBacav mepinov ta 10 wikpoypappdpio/ml, kot enEGTPEYE GTNV aPyIKN TUN OTAV Ta EMinedu Enecay
Kato omd mepinov 1 pucpoypappdpro/ml. Extipdtor 6Tt petd tnyv evooDaAogdIK Yopnynon 2 mg
otovg aobeveic, N HEoN HEYIOTN CLYKEVTP®OT TAAGLOTOG TG EAEVBEPNC apAPePTENTNC Elvol TAVMD
amd 100 gopéc yapunAoTepT amd TN GLYKEVIPWOOT TNG APAPBEPCETTIC TOV AMOLTEITAL Y10 T OEGIEVOT)
tov ovotnuatikod VEGF katd to fuiov g puéyiomg g (2,91 pikpoypappdpio/ml) o puo peién
HE VYieic €0EAOVTEG. ZUVENTMG, GUOTNUOTIKEG POPUIKOIVVULUKESG ETIOPACELS, OTMG UETAPBOAEG TNG
apTNPLOKNG TTieons, eival amifaveg.
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Doppakokvnrikés vroperéteg oe aobeveic ue CRVO, BRVO, DME 1 pvomik ) CNV pe péon Cax
g eAe0BepNC APAPEPCENTNG 6TO TAAGLA HTAY TOPOUOLN LE Tig TIEG o€ evpog: 0,03 €mg 0,05
pikpoypappapio/ml kot ot atopukég TIpég dev Eemépacay ta 0,14 pkpoypoaupdpro/ml. Zvvendmg, ol
GUYKEVTPMGELS TG eheVBepng apPepoéntng 610 TAAGHO KOBOPIGOV TIG TILES YUUNAITEPQ 1) KOVTH
GTO KOTMTEPO EMIMEDO KATM amwd T OPLOL AViyVeELONG YeVIKA £vTOG ping efdopdadac. Mn aviyvedoipeg
GUYKEVTIPMGELS EMTEVYONKAY TPV 0Td TNV EMOUEVT YOPNYNON UETE amtd 4 EBSOUAdEG GE OAOVG TOVG
acbBeveic.

Amofoin
Agdopévov tov 6tL 1 aphPepoéntn etvan évag Bepamevticdg mapdyovtag pe Bacn TpwTeivn, dgv Egovv
mpaypatorolnfel peréteg petaforlcopov.

H ehevBepn apliPepoéntn deopevel tov VEGF yia va oynuoticet éva otafepd, adpavig cOUTAOKO.
Onwg kot pe GALEC peYALeC TPMTEIVES, eival avapuevopevo 0Tt 1 kaBapom T6G0 TG eAevBepN OGO Kol
NG OEGUEVUEVNG APMPEPCENTNG YIVETOL HECH TPOTEOAVTIKOD KATOBOAMGUOV.

Neppikn) dvoiertovpyia
Agv &govv mpaypotomoin el £101kEC peAéteg og acbeveic pe veppikn ducAettovpyio pe TV
apMPepoénT.

H gappoaxokvntiky| avédivon tov acbevav ot pehétn VIEW2, and tovg omoiovg to 40% &iye
veppikn dvciettovpyio (24% Nma, 15% pétpra kot 1% cofapn), dev amokdivye dopopég OGOV
APOPE. TIC GLYKEVTPMGEIC TAUCUOTOG TOV OPOCTIKOD PAPUAKOD LETA 0t EVOODOAOELDIKT YOPyNoT
KkéOe 4 1 8 efdopddes.

[Mopopowa amoteréopata topoatnpndnkay oe acbeveic pe CRVO ot perétn GALILEO, og acfeveig
pe DME o1 pekétn VIVIDPME, kot o acbeveis pe poomik CNV ot pedétn MYRROR.

5.3 IIpoxhvikd dgdopéva Yo TNV doQPAAELN

Emdpdoeig mov mopatnpndnkov e un KAvikég LeAETEG OXETIKA UE TNV TOEIKOTNTA,
enovolopPavopevov d0cemv, dSlumotddnKav pévo g cLoTNHOTIKY £kBeon Tov BewpOnke OTL NTOV
ONUOVTIKA TAVD OO TO avATATO 0p1o £KOEGNC TOV OvOPOTOV HETA amd EVOOVAAOEIKT YOPYNoN
oV TpooplloueVT KAVIKT dOGN, VTOOMADVOVTOG LWKPT) GUGYETION LE TNV KAVIKT ¥p1oN.

[opoampnOnkay S10fpdcelc Kot EEEAKDGELG TOL OVATVEVGTIKOV ETOMNAIOD OTIC PIVIKEG KOYYEG O
TONKOLG 6TOVG 0TOIOVG £Y1VE EVOODAAOEIDIKT| YOPTYNOT APAPEPGENTNG, LLE CLOTNUATIKY £KOeoN
Thvo amod T péylotn £kBeon Tov avlpmmov. LT0 AVOTATO ENIMESO GTO OTTOI0 dgV TapaTPHONKOY
avemBounteg evépyetec (NOAEL) tov 0,5 mg/opbaiud otovg mohnkove, n cuotnuatikn ékbeomn yuo
v elebBepn apABepoénn Nrov 42 kot 56 eopéc vynidtepn pe Pdon ™V Cmax kot AUC otav
oLYKpiOnKe pe TIC avtioToryeg TIUEG oV TtopatnpnOnKkay oe acbeveic, Tpowpa Ppéon.

Agv &govv mpaypotomon el peAETeg yio TNV evogyOUeVT HETOAAAELOYOVO 1 KOPKIVOYOVO dpaioT TG
apAPepoinTnC.

Mo emidpacn g aeAPepoéning oty evoountpla aviamtuén Kotadsiydnke oe peréteg g epuPpuikng
avantuéng o ykvo KovvéMa e evooeAEPia (3 £mc 60 mg/kg) kabmg kot vrodopa (0,1 émg 1 mg/kg)
yopnynon. To eninedo NOAEL ¢ untépag frav ot 06on tov 3 mg/kg 1 1 mg/kg, avtictorya.
NOAEL yo v enidpacmn oty avamtuén dev avayvopictnke. Ztn 6oon tov 0,1 mg/kg, n
ovotnpatikn ékBeon pe Baor TV Cmax Kot T copevtik] AUC yio v ehevbepn apiifepoéntn oy
nepimov 17 kan 10 @opéc vynAodtepn, aviictorya, 6Tay cLYKPIONKE LE TIC AVTIOTOLYES TILES TTOV
mapatnpROnKoy 6ToVg avBpdmovg HeTd amd evoobarogdikn dOoT TV 2 mg.
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O1 emdpACEIC TNV AVOPIKT| KoL YOVOIKEID YOVILOTNTO, 0&10A0YNONKaV m¢ HEPOG LIaG OUNVNG LEAETNG
o€ mBNKoLg pe evOoPAEPLa yopnynon aoiiPepoéntng oe 60celg mov KupdvOnkay and 3 éwc 30 mg/kg.
Iopatpndnke amovcio N akovovietn epunvoppucio pe petaforés ota eninedo TV OnAvkdv
OPLOVAV OVOTOPAY®YNG Kol LETOPOAEC TN LOPPOAOYID KO KIVITIKOTNTO TOV GTEPUATOS, GE OAN TO
enineda 50omg. Me Bdomn TV Cmax kot AUC yio v ehedbepn apAPfepcéntn mov toapatnpnonkoy otnv
evoopAéPra doom Tov 3 mg/kg, N cvetnuatikn £kBeon Mtav mepimov 4.900 ko 1.500 popég
vynAdTEPT, avTicTotya, amd v £kBeon mov TapatnpnOnKe 6TOLS AVOPOTOVE UETA ATTO
€vooDaA0g1dIKT 6001 2 mg. OAeg 01 LETOPOAES NTAV AVACTPEYUEG,.

6. PAPMAKEYTIKEX TIAHPO®OPIEX
6.1 Katdroyog ekdoymv

O&1ko vatplo, TpEVLOPO

O&wd o0&V (Tarydpoppo) 100%

Zaxyapoln

XAp1ovyo vaTplo

[ToAvcopPiko 20 (E 432)

"Yowp yo evéoipa

6.2 AovpparétnTeg

EXeiyel peletmv oyetikd e ™ copfatotnTa, To TapodV QOPUAKEVTIKO TPOIOV dEV TPEMEL VA,
AVOUELYVOETOL UE GALND POPLOKEVTIKG TPOTOVTAL.

6.3 Awapkewn Long

2 xpovia

6.4 Iowitepeg mPoPUAAEEIS KaTE TN @ULOEN TOV TTPOTIOVTOG
dvrdooete oe yoyeio (2°C éwg 8°C).

Mnv katoyoyete.

DvAdcceTe GTOV aPYIKO TEPLEKTN Y10 VO, TPOGTATEVETAL OTO TO PMC.

H kg0t xoyédn pmopet va puidooetal ektoc youyeiov kdtw tv 25° C péxpt 24 dpec. Metd to
Gvorypa TG KOYEANG, TPOY®PNOTE GTNV £vesT VIO GonmTeg GLUVONKEG.

6.5 ®von Kol GVETATIKA TOV TEPLEKTN

Ipoyepopévn ovpryyoa. luer-lock pnrovg 1 ml pioag d6ong (PFS, 6ykog mAinpmong: 165 wukpodritpa
SLAVOTOG) KOTAGKEVAGIEVT amd pMTivi) ToALEPOLS KuKAO-0Aepivng (COP), e topa dkpov
KOTOOKELAGUEVO A0 YAOPIOUEVO BOVTLAIKO KooVTGOVUK. H chpiryya etvan kKAeiopévn pe ppoio
KOTAGKEVOOUEVO atd YAMPLOUEVO BOVTLAIKO KOHOVTGOVK ETIKOADUUEVO LE GIAKOVN UE

GTOVPOSEGLOVG,.

KaBe xovti meprhappdver pia PES mov mepiéyet ovopootikd dyko mipwong 165 pikpoiitpov
SLAHaTOC Y10 EVOODUAOELDIKT EVEDT).

Méyebog cvokevaciog e 1 mpoyepiopévng copryyoc.

6.6 Idwitepeg mPoPLAGEES amOPPIYNS KL AALOG YEPIGNOG

H wpoyepiopévn ovpryya mpoopiletar yia pio povo ypnon wovo oe Evav opBoipd. H egaywyn
TOALATADY dOCEWMV A0 TPOYEUGUEVT] cVPLYYa LITopEl Vo avENTEL ToV Kivouvo LdAvveng kot

enoKOAOVONG Aoipwéng.
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Mnv avolyeTe TV amOGTEPMUEVT] KOYEAT TG TPOYELUGUEVIC GUPLYYOS EKTOC TG KaBapnc atbovoag
yopnynone. Kabe aypnoiponointo @appakevtind mpoidv 1 VTOAELLIA TPETEL VO OTOPPINTETOL
GUUPOVO, LLE TIC KATH TOTOVG 15YV0VOEG GYETIKEG OUTAEELS.

H mpoyepiopévn oOpryya mepiéyel mepliocdTEPO OO T GLVIGTAOUEVT] O00T TV 2 mg aPAMPepcEntng
(mov wwodvvaypet pe 0,05 ml).

To d1dAvpa Ba Tpémet va eleyyBel omtikd yio TuxOV EEvn copatidtakt VAN KovT amoypoUaTicpo 1 yio
KéOe peTafoAn TNS PLOIKNG ELPAVIONG TPV AT TN XPNOT|. 1€ TEPIMTMON TOL TAPATNPEITAL KATL 0d
TO, TOPATAVE®, ATOPPIYTE TO POPLAKEVTIKO TPOTOV.

T v evoodaroedikn éveon, tpémnel va ypnoomroindet ferova éveong 30 G x 2 inch.

O0onyies xpiions TS TPOYEUIoUEVNS GUPLYYaG:

Xpijon ocrov winbovcuo

[0 vo TPOETOWACETE TNV TPOYEUIGIEVT] GUPLYYO Y10 YOP1YNOT|, 0KoAovOnoTe dAha T frinoTa
TOPOUKATO.

1. | Otav giote £touot va yopnynoete 1o Eiyzey, avoi&te to kovti kot Pyddte TNV amootelp@pévn
GLOKELOCIO TOTTOV KLWEANG. EEKOAANOTE TPOGEKTIKA TN GUGKELOGIO THTTOV KLWEANG Y1id VOl
v avoifete, dac@arilovtag Tn oTelpoOTTO TOV TEPLEYOUEVAOV TG PLAGETE TN cVplyYd OTOV
OTTOGTEPMUEVO dIGKO UEYPL VO EIGTE ETOLLOL Y10, T GLVOPUOAOYNON.

2. | XpNnoOonoIdVTag AGNTTN TEXVIKT, PYGATE TN GUPLYYa 0O TNV ATOCTEIPOUEVT] GUGKELOCTOL
TOTOV KLYEANC.

3. | ' va apoipécete To TOUA TG GVPLYYOGS, KPATHOTE
TN cVPLYYQ LE TO VA XEPL EVD YPTGLOTOEITE TO
GAAO XEPL Y10 VO, KPOTOETE TO TAOUO, TNG COPLYYOS
e Tov avtiyelpa Ko to deiktn. [apaxaieiote va TPABH=TE
npocélete: [pénel va tpapréete (unv amoondoete)
TO OO TNG CLPLYYOC.

4. | T vo unv ennpeactel opynTikd 1 6TEPOHTNTA TOL TPOIdVTOC, Unv Tpofnéete to EuPolo mpog

10 ToW.

5. | Xpnowomoumviag AonmTn TEYVIKT, TEPLOTPEYTE
otabepd ) Perdva Eveong Endvm 6To GKPO /
Luerlock g cOpryyag. , BeAbva éveang
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Kpatovtag tn ovpryya pe ™ Belodva va kottdlet
TPOG T TAV®, ELEYETE TN GLPLYYA Y10 PLGOAIDEC.
Edv vapyovv pucarideg, KTumnote amald )
oUPLYYO LE TO SAKTLAG GOG LEYPL OLEC OL PUCOAIDEG
va ovéBovv 6To TIve PLEPOC.

O gmmAéov dykog Ba mpémet va amoppreBel mpv amd ™ yopnynon. EEolelyte dieg Tig
QLoOAIdEG Ko arofaireTe TNV TEPICGELN TOV QUPRAKEVTIKOD TPOIOVTOG, MEovTog apyd
70 £uporo Yo va evBvypappicete Ty fdon Tov BoloTod dxpov Tov gufdiov (6L TNV
KOpLP1] Tov 06A0v) pe T Ypappui 6060A0Yi0G 6T GVPLYYO (TOGOTNTU TOL IGOOVVOEL LUE
0,05 ml, dnA. 2 mg apAPepcéntng).

Inpeioon: Avt) 1 akpiPnic tomobétmon tov euPforov givar TOAD OMUOVTIKY, ETEWON M
AavBacpévn tomoBEtnon Tov euPforov pumopel va 0dnynoel o mapoy d0oNG LEYAADTEPNG M
UIKPOTEPNG OO TNV ETLCTUAGUEVT.

Alghupa peTd TNV ammofolni
Twv Puoalidwy aépa Kkal
EppéAlou pe Bého TNG TEpiTOEIOG PappdKou

Puoalida
3 . Bdon Tou
e S [ pappn BoAwros

doooloyiag dikpou
ToU Epfohou — Fpaupi

C% Boooloyiag
__-“HW

Kadvte éveon evd mélete 10 EuPoro mpocekTIKG Kot pe otabepn migon. Mnv ackeite emmAiov
mieon POALG TO EUPOLO PTACEL GTO KAT® UEPOG TNG SVPLYYaS. Mnv yopnyeite 10
VTOAEUUATIKO SIEAVUA TTOV TOPOTNPEITAL GTN GVPIYYO.

H mpoygpicuévn odpryyo mpoopiletar yio pio povo ypnion. H eéaymyn mtolharmlmv docemv
OO [0 TPOYEUIGUEVT GUPLYYO UTOPEL VL 0VENGEL TOV KIVOUVO ETUOALVOTC 1) ETAKOAOLOTG
@reypovig.

KdBe oypnoyomointo eoprokenTikd Tpoiov 1 VIOAEYLUO, TPETEL VO ATTOPPITTETAL COUPOVA,
LE TIG KOTA TOTOVG IoYVOVGES GYETIKES O10TAEELC

7.

KATOXOZX THX AAEIAY KYKAO®OPIAX

Zaktady Farmaceutyczne POLPHARMA S.A.
ul. Pelplinska 19, 83-200 Starogard Gdanski
[oAwvia

8.

APIOMOZ(0OI) AAETIAY KYKAO®OPIAX

EU/1/25/1963/001
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9. HMEPOMHNIA ITPQTHE EI'KPIXHYX/ANANEQYXHYX THX AAEIAX

Huepounvia npotng éykpiong:

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic TANpoPopieg Yo 10 TOPOV QUPLOKEVTIKO TPOTOV Elvar S100£G1UEG GTOV SIKTLOKS TOTO
tov Evpomraikod Opyavicpod Oopudkov: http://www.ema.europa.eu
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V To @dpuaxo ovtd TeEdel VIO CLUTANPOUATIKT TOPaKOAOVONGT. AVTO o emTpEyeL TO YpTyOpO
TPOGIOPIoUO VEDV TANPOPOPLOV AGPAAELNG. ZNTEITAL OO TOVG EMAYYEANATIEG VYEING VO AVOPEPOLY
omolesdnmote mbavoroyovueveg avemBountes evépyeies. BA. mapdypapo 4.8 yia Tov 1pdmo avagopds
AVETBOUNTOV EVEPYELDV.

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Eiyzey 40 mg/ml evéoipo sidivpa o€ QroAiono

2. MOIOTIKH KAI MOXOTIKH XYNOEXH
"Eva ytmootoMTpo evésyov dtaddpotog tepiéyel 40 mg apiPepcéntnc*.

Ka0Oe proridio mepiéyet 11,12 mg apifepoéntng oe 0,278 ml dtoddpotoc. Avtd mapEyel @QEAMUN
TOGOTNTA Yol TN YopnyNon pog povo doong twv 0,05 ml mwov mepiéyovv 2 mg apMPepcéntng.

*TIpwteivn ouvinéng mov amoteleital amd TUNUATO TOV EEOKVTTAPIKMY TEPLOYDV TMV VTOJ0YE®V 1
Kol 2 tov avBponivov VEGF (ayyeloxdg evoodniiokdg avuénticdg mopdyovtag) GUVIETYUEVO GTO
tuniua Fe tov avBpomvov IgG1 ko mapackevdaletor oe DG44 kdtrapa wodnkdv KvEQIK®mV Kpikntdv
(Chinese Hamster Ovary, CHO) pe v texvoloyia avacvvdvacuévov DNA.

"Exdoyo pe yvoorr dpdon
Ka0e ml evéoipov droivpatog mepiéyet 0,3 mg noivcopPiko 20 (E 432).

[N tov T pn KoTdhoyo Tov ekddywv, BA. Tapdypapo 6.1.

3. DOPAPMAKOTEXNIKH MOP®H
Evéowo o1dAvpa (evéoyo)

Awyég, dypopo £mg VTOKITPIVO, 100-OGUMTIKO SIAAVLLA.

4. KAINIKEX IAHPO®OPIEX
4.1 OgpomevTiKég evOcielg

To Eiyzey evdsikvuton yio evnAikovg, yia tn Oepaneio

. NG VeoyyeLokng (VYPOD TOTTOL) NAIKIOKNG EKPVAIONC TG @YPEG KnAidag (AMD) (BA.
mapdypoeo 5.1),

. NG JTaPOYNG TS OpaoTS AOY® 6V TEPOTAOOVC OONLOTOC TG ®YPAC KNALSAG amd amoppacn
oAEPag Tov auePAnctpoeldong (khadikng RVO 1 kevrpikng RVO) (BA. mopdypapo 5.1).

. g dTapOYNG TNS OpaoTg AOY® SlafrTikod odnpaTog TS wypdg knAidag (DME) (BA.
mapdypoeo 5.1),

. g dTaPOYNG TNS OPACTG AOY® VeouyyelmoNg Tov Yoploewovg Adym poomiog (pvorikny CNV)
(BA.
Tapdypoo 5.1).

4.2  Aocoloyio Kol TPOTOS YOP1NYNGNS
To Eiyzey mpoopiletar yio evoobOAOEdIKN EVEST] LOVO.

To Eiyzey mpénet va yopnyeitar povo amd eEE101KELUEVO Y1OTPO e epmelpio ot deéaymyn
€VOODOAOEIOIKMV EVECEDV.
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Aocoloyia

Yypod tomoo AMD
H ocvvietdpevn do6on yia to Eiyzey eivon 2 mg apliPepoéntng, mov icodvvapet pe 0,05 ml.

H Oepaneia pe 1o Eiyzey Eexva pe pia éveon avd piva yuo Tpelg 010d0ykéG 00GELS 2T GUVEYELL TO
pecodidotna tng Oepaneiog enekteiveronl oe dVO PNVEC.

Me Bdaon v kpion Tov BepdmovTa 1TpoD Y10, TNV OTTIKN 0EVTNTA KO/ 1] TO AVOTOUIKA
amoteléopata, 10 pecodldotnua petald Tov Bepanedy propet va diatnpnbel otovg dVo Pves N va
enektafel TEPIOGOTEPO, YPNOUOTOLOVTAG EVO SOGOAOYIKO oynpa Bepameiog Kol ETEKTAONG KOTA TO
07010 TO LEGOJOGTUATO, TOV EVEGEDV avEAvovTal o€ 2- 1 4- efdopadiaieg TPooavéNGE MOTE Vo
SwtnpnBet otabepr] M otk 0EVTNTO KOL/ 1 TO AVOTOUIKG OTOTEAEGLOTAL.

Edv n ontikn o&btnta ko o avatopkd anotedécpata exdevmboly, ta pecodtactipota Bepaneiog
0o Tpémel va petmBolv avticToiymg.

Agv vrdpyet Kamolo amaitnon yuo topakolovdnon avaueca otig evécels. Me Pdon v kpiomn tov
Oepdmovta 1TPov TO TPOYPULIO ETICKEYEDV TOPAKOAODONGNG UTopEl Vo, gival To GuYVO amd Tig
EMOKEYELG TOV EVEGEWDV.

Agv &yel peetnBel pecodidotnpa Bepaneiog peyaAdTepo amd TEGGEPLS UNVES 1| LKpOTEPO amd 4
gPdoudoeg avapesa otig evéael (PA. mapdypago 5.1).

Aevtepomabés oidnua s wypag kniidog omoé RVO (klodikn RVO n kevipixn RVO)

H ocvvietouevn d6on yia to Eiyzey eivar 2 mg apiifepcéntng, mov icodvvapei ue 0,05 ml. Metd v
apykn éveon, N Oepameio divetal avd uvo. To didotnuo avapeca o€ dvo 00Gelg o€ Ba Tpémel va ivar
HiKpOTEPO 0o Eval PrvaL.

Edv n omtikn o&btnta kot to avatopukd amotedéopata deiyvouv Ot 0 acbevig dev emmeeleitor amod
) Oepamneia, 10 Eiyzey Oo mpémet vo dakodmTETOL.

H unviaio Oepameio ovveyilel péypt va emrevybei n puéytot otk o&OTNTO KoL/ 1) Vo UV DITAPYOLV
onueia EvepyoL dpaoTnPlOTNTOG TNG VOoOL. MTopel va ypelactodV TPElg 1 TEPIOSHTEPO SLODOYIKES
pnviaieg evEGelc.

H Bepoameio pmopel akorobbmg va cuveyiletar pe €va 5060A0YIKO GyMLo. «OEpameiag KUETEKTOOTO»
pe Baduiaio avénon tov daotnpdtov Oepanciog dote va dtotnpnovv otabepég ot onTIKEG Kav 1) ot
QVOTOKES TTOPAUETPOL, MGTOGO OEV VITAPYOVV EMAPKT GTOYELN TTOL VO, cuVOYIlovV TN dtdpKeLd
AVTOV TOV SOCTNUATOV. AV 01 OTTTIKEG Ko/ 1| AVOTOUIKEG TOPAUETPOL EMOEWV®OOVV, TO LEGOIIAGTI LA
g Oepameiog Oo mpénet va perwbei avardywc.

H mapaxorovdnon kot 1o mpdypappe Bepoameiog 0o tpénet va kabopileton amod to Ogpamovta 1Tpd
Baoetl g atopukng avtamokpiong Tov achevoic.

H mapaxorovdnon g mopeiag tng vooov umopel va nepiiapfaverl kivikn e€€tacm, KAMviKo
EPYOOTNPLOKS 1| ATEIKOVIGTIKO EAEYYO (T.). OTTIKY TOUOYPAPIO CUVOYNC 1| PAOVOPOAYYELOYPOPIQ)

Aofntiko oionuo e wypas knAidag
H ocvvietdpevn d6on yia to Eiyzey eivon 2 mg apMPepoéntng, mov icodvvaypei pe 0,05 ml.

H Oepancia pe to Eiyzey Eekivd pe pio Eveon ova unva, yio Tévte 01000y1KEG OOCELS, KO GTI GUVEXELN
pia éveon kdBe 6v0 pnveg.
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Me Bdomn tnv kpicn Tov Y1oTpod oYETIKA e TNV 0TTIKN 0EOTNTA Kol / 1] TO AVOTOUIKO TOTEAEGLLOTAL,
TO HEGOJIACTN O LETAED TV Bepameidv umopel va dtatnpnbei otovg 2-punves i va e€atopkevbet,
OTMG Le va 0GOA0YIKO GYNMa Bepameiog Kot ETEKTOOTG KOTA TO OTTOI0 T LEGOSIUCTHUATO TOV
Oepaneidv ovvnbog avédvovial pe tpocavénon 2 efdouddwy dote va dotnpnoel otabepr 1 onTikn
o&hnra Kaun T avatopKd aroteAéopata. Y mipyovy teploptoéva dedoUEVa Yo SIOCTHLLOTOL
Bepaneiog peyarvtepa tov 4 pnvov.Edv n ontikn o0t ta KoV To ovatopukd oanoteAEGLaTo
emdevmbouv, Ta pecodtactipata Oepaneiog Oa Tpénel va petwbovv aviietoiywe. Agv Exovv
peietnfet Sruompata Bepomeiog pikpdtepa tov 4 efdouddov petald tav evécewv (PA. Tapdypapo
5.1).

To mpdypappa Tapokorlovonong Ba mpénet vo kabopiletar omd Tov Bepdmovta yioTpo.

Edv ta omticd Kot avatopikd amoteAécpata deiyvouy 0Tl 0 aoBevig dev mPEAEiTAL OO TN
ovveylopevn Bepamneia, To Eiyzey 0o mpénel va dtokomel.

Neoayyeiwon Tov YopLogidoig Adyw uowriog

H ocvvietdpevn d6on yia to Eiyzey sivol pia epdmoé evooborogdikn €veon 2 mg apAMPepcéntng, mov
avtiototyet pe 0,05 ml.

[Ipdobetec docEIS Umopovv va xopnyndodv edv 1 OTTIKN 0EVTNTA KOUT TO, OVOTOUIKG ATOTEAEGLLOTOL
VTOJEIKVVOLV OTL 1) VOOOG eMpéveL. Ot voTpomés Ba Tpémet Vol avTILETOTILOVTOL WG VEEG EKONADGCELG
™G vOGOov.

To mpdypappa wapakorovinong o npénet va kabopiletar amd Tov Bepdmovta yiaTpo.

To d1dotnua avapeca o€ dvo d0GeELS o€ Ba TpEmel va eivar KpOTEPO 0d Eva Univa.

Eidwcéc ouddec achevav

Hraztikn n/kor veppixy dvaleitovpyia
Agv &govv mpayporomoindel e101kéG peAéteg og acbeveic e nratikn H/kol veppikn ducAettovpyia pe
to Eiyzey.

Ta d100éoyLo dedopéva HgV LTOSEIKVIOVY AVAYKN Y10, TPOCAPUOYN TNE S00TG HE apMPBEPCETTN GE
avTovg ToVG aobeveic (PA. mapdypapo 5.2).

Hliwouévor aobeveic
Agv amaitovvton 101KéG pupioels. Yrapyet meplopiopévn eumeipio oe aobeveig nhikiog ave twv 75
etov ue DME.

Houdrozpiog winBvouog

H aopddea kon 1 amotelespotikdtnta tov Eiyzey og moidid kot epnoug dev Exovv tekpunplmbel. Agv
VIapyEL oxeTikn xpnon tov Eiyzey otov maidiatpikd mAnbvoud yio tig evoei&elg vypov thmov AMD,
CRVO, BRVO, DME «xot poomiky CNV.

Tpomog yoprynong

O1 evO0DOAOEIDIKEG EVETELG TPETEL VO TPOLYLOTOTOLOVVTOL GOUPOVE LE TNV KADIEPOUEVT] 1OTPIKN
TPOKTIKY KO TIG 10YV0VGEG KATELBUVTPLEC 00MYiES, amd EEEIOIKEVIEVO YIUTPO LE EUMELPID OTN)
de&ayyn evooDaLOEdIKOVY evésewv. ['evikd, mpémel va dtacpolMleTon 1| emopkng avorcincio Kot
acnyio, coumepAaUBavopEVNg TNG (P0G TOTIKOD UIKPOPBLOKTOVOL EVPE0G PAGLOTOC (T.). 1A100Y0C
o106V €QoprolOpeVn 6TO TEPLOPOAAUIKO dEPLA, TO PAEQOPO KOL TNV OQOUALIKT ETIPAVELR).
ZUVICTOVTOL ATOAVLAVOT) TV YEPLOV, LLE T O100IKAGI0 TPOETOLACIAG YEPOVPYEIOV, UTOGTEPMUEVA
YAVTLO, OTOGTEPMUEVO TTENIO Kol AMOGTEPMUEVOS PAEPAPOIOGTOAENS (1] 1GOOVVALLO).
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H Belova g éveong mpémetl vo eicdyeton 3,5 — 4 mm wiow omd T0 GKANPOKEPOUTOEINEG OPLO LEGH OTNV
DOAOEISIKT] KOILOTNTA, ATOPEDYOVTAS TOV OPOVTIO HECT|UPPIVO KOl GTOYEVOVTOS TPOG TO KEVTIPO TOV
BoAPov. Xt cvvéyeta yopnyeitan o evésiog 6ykog tov 0,05 ml. Awapopetikod onueio Tov okAnpov Oa
TPENEL VO, YPTCILOTOIEITOL OTIG EMOKOAOVOEG EVETELS.

Apéomc petd v evooboroedikn éveor, ol aoBeveig mpénet va mapoakorlovBodvtat Yo avénon g
gvoopBdiog Tigong. H katdAinin topakolobOnon umopel va mepilapfaverl ELeyyo g apdtmong
NG KEPOANS TOL OTTIKOV VELPOV 1] Tovopétpnor. Edv aratrteitar, Bo mpémet va vdpyet dabéoipog
OTOGTEP®UEVOS E0TMGUAC Y10 TOPAKEVTNON.

Metd v evooboroeldikn Eveor|, 6ToVG acbevelg Tpémel va doBovv 0dnyieg yio TNV avapopd Tuyov
CUUTTOUATOV TOV UTOPEL Vo VTTOINADGVOLY evOoEBaApiTIdN (TT.). TGHVOG TOL 0PBaALOV, pLBpdTNTA
oV 0QOaALOV, PoTOPORia, BoAN dpacn) ywpic Kabvotépnon.

KéBe prorido npénetl va ypnoomoteiton yia tn Oepaneio evog opBoipod povo. H eEoywmyn
TOALOTADY 0OGE®V Ao £val YA pmopel vo avéNoetl Tov Kivouvo empdivveong 1 emakoAoving
Preypovig.

To @loAid0 TEPIEYEL TEPIGGOTEPO AN TN CLVIGTMOUEVT 0OGN T®V 2 mg aPAPEPGENTNS (TOV
toodvvopet pe 0,05 ml evéopo diiopa). O eEoydyog 60YKog amd To PLOAISL0 Eival | TOGOTNTO TOL
umopei va eEoyOel amd o Prolidio kot dev eivat awTdg TOV TPEREL VO, YPNGILOTONOEl 6TO GHVOLD TOL.
KéBe prarido Eiyzey mepiéyet 6yko 0,278 ml ko dev npénet va ypnoipomombei 6to civord tov. O
EMAAEOV OYKOG TTPEMEL VU ATOPPITTETAL TPLY TNV £VEGT] TNG GLVIGTAONEVIS 000G (BA. Tapdypapo
6.6).

H éveon 6hov tov 6yKov Tov proidiov Ba pmopovce va odnynoet oe vrepdocoroyia. I va
amopakpvuvhodv ot puoaAideg aépa pall e TV TEPICOEI TOV POPUUKEVTIKOV TPOTOVTOS, TELOVUE
apyd to EuPoro £T61 MGTE TO EMIMESO AKPO TOV EUPOAOV Va. EVOVLYPAUUICTEL e TN YPOUUT 00GOA0YING
7ov vrodekvoet 0,05 ml exdvm ot cVptyya (loodvvapei ue 0,05 ml, dnA. 2 mg apiPepcéntng) (PA.
Tapoypapovg 4.9 kat 6.6).

Metd v éveon, KGO aypne1LoToinTo TPoidV TPEMEL VO OTOPPITTETAL.

I'o To YEPIoPO TOV PAPUAKELTIKOD TPOIOVTOG TPV OO T XOPNYNon, PA. mapdypao 6.6.

4.3 Avtevogiteag

YrepevaioOnoio ot dpactiky ovcia apAMPBepcéntn 1| 6€ KOO0 omd T EKG0YO TOV AVAPEPOVTOL
otV mopdypapo 6.1.

Evepyn N evdeyduevn opBaipkn 1 meplo@Baipikn Aoipnmén.

Evepyn coPoapr evooeBdiuia ereypovi.

4.4 Ewég TPOEIOOTOUNGELS KO TPOPUAGEEIS KOTA TN Yprion

IynAacwomnta
[Tpokeévov va Bertiwbei 1 yvnrloodtnta Tov PLOAOYIKGOV QOPUOKEVTIKOV TPOTOVI®Y, TO OVOLL
Kol 0 aplBuog TOPTIONG TOL YOPNYOVUEVOL PAPUAKOD TPEMEL VO, KOTOYPAPETUL LE COPTVEL.

Evdoborocidikéic evéoeic — oyeTIlOUEVEC OVTIOPAGELC

O1 evO0DOAOEIDIKES EVETELG, CUUTEPIAAUPOVOUEVOV EKEIVOV e AQAMPEPCETTN, EXOVV CUGYETIOTEL e
€vOoQOaAUiTION, EVOOPOAALLO PAEYLLOVT], PNYLOTOYEVT] ATTOKOAANGT TOV QUOPANGTPOEIOOVS, pPEN
TOL AUEPANGTPOEIB0VE KAl 1OTPOYEVT] TPOVUATIKS KaToppakTn (BA. mapdypapo 4.8). Katd
YOPNYNON TNG OQAPBEPGETTN, TPETEL VA YPNGLOTOIOVVTOL TAVTO KATAUAANAES ACTTTTES TEYVIKES
éveonc. EmmpocBétmc, ov acbeveic O mpémel va mapakoiovBodvrol Kotd T didpkelo TG EfSopddng
HETA TNV £VECT] TPOKELEVOL Va glval duvath 1 £ykaipn Bepaneia oe TepinTmon ePEaviong Aoiumwénc.
21ovg acbeveig Bo mpémet va doBohv 0dnyieg yia v avagopd ywpig Kabvotépnorn, Tuyov
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CUUTTOUATOV TOV UTOPEL VO VTTOOINADVOLY EVOOEOAAUITION KoL 0VTA B0 TPETEL VO, AVTILETOTIGTOVV
KOTAAANAQL

To @laAido mepiéyel mePLoGOTEPO AN TNV CLVIGTAOUEVT 0OGN T®V 2 mg aPAPepcéntn (Tov
teodvvopet pe 0,05 ml). O emmAéov dykog Ba Tpémet vo amoppipbel mpv amd ™ yoprynomn (PA.
Tapaypaeovg 4.2 Ko 6.6). Avénceilg otnv evéoeOdipa Tigon £xovv mapotnpndei evtog 60
AenT@V 0o TNV EVOODOAOELDIKT] EVECT|, CUUTEPTAOUPAVOUEVOV KOL TOV EVEGEDV LIE
apMPBepoéntn (PA. mapdypago 4.8). Arouteiton €101k TPOEOAUEN o€ acheveis e YAAUK®LO TTOV
dev eréyyovtan emapkdg (Unv evécete 10 Eiyzey eva 1 evooeBdiuia wieon eivan > 30 mmHg). Xe
OAEG TIC TEPIMTAOGELS, Kol 1) EVOOPOAA L TTiEGT KO 1] AUATOGCT TG KEPOANG TOV OTTIKOD VEDPOL
TPENEL EMOUEVOS VO TOPAKOAOVOOVVTOL KoL VO EAEYYOVTOL KATAAANAQL.

Avocoyovikdtnta

KaBdg 1 apiPepoéntn etvor pio Oepamevtikn TpmTeivn, vdpyel N TOAVOTNTO OVOGOYOVIKOTNTOG LE
mv apMPepoéntn (PA. mapdypoeo 4.8). Oa tpénel va divovtal 0dnyieg otovg acheveic va avapépovv
TUYOV GMUELD 1) GUUTTOUATE EVOOPOAAULOG PAEYLOVIG, TT.Y. TTOVO, pmTOPOPia, 1| EpuOpdTNTA, TO
omoio Umopel vo, amoteA0VV KAVIKA onpeio mov amodidovtal o€ vaepevaichnacio.

2VOTNUOTIKEG EMIOPAGELS

Metd and evoovarocidikn Eveon pe avactoreic VEGE, éxovv avapepbel cuotnuaticég avemiBounteg
evépyeleg mov meptAapfavouy un opBodkég apoppayieg Kot aptnplokd Opoppospforikd copfavia
KoL VTAPYEL EVOG BempnTIKOG KivOLVOg anTEG 01 EVEPYELEG VL GUVOEOVTOAL e TNV avaoToAr Tov VEGF.
Yrdpyovv mepropiopéva dedopéva, Yo TNV ac@dAeio ot Bepaneio acbevav e CRVO, BRVO, DME
N poork] CNV UE 16TOpIKO ayYELOKOD EYKEPUAKOD ETEIGOOI0V 1| TOPOSIKAOV IGYALUIKDV ETEIGOIMV
N ELPPAYLATOS TOV LLOKOPSIOL EVTOG TV TPONYOUUEVAOV 6 UNVAOV. AToUTEITOL TPOGOYT KATA TN
Oepaneio aLTOV TOV AGOEVOV.

Alha
Onwc ko pe dAreg evoovaroedikés avti-VEGF Oepaneieg yio AMD, CRVO, BRVO, DME «at
pvorik CNV, ieyvovy eniong ta akdAovdo:

. H acpdiela kot n amotedespotikdmra g Oepaneiog pe aplPepoéntm Kot 6Tovg 600
0pBoApovg TawTdypova dev Eyovv peketndel cvotnpotikd (PA. mapdypaeo 5.1). Edv deldyston
appotepodmAgvpn Oepameio v ida ypovikn mEPiodo avtd UTopPEl va 001 YNGEL 6€ avENGN TG
GLOTNHATIKNG £kbeonc, TOL TOAVMOG Vo ENGEL TOV KIVOUVO Y10, GUGTNUOTIKEG aVETIOOUNTEC
EVEPYELEG.

. H tavtoypovn yprion dilov-ov avtt — VEGF tapaydviov (ayysiokog evoodnilokodg avéntikog
TapAyovTag). Agv vidpyovv d1abéciuo dedoUEVA VIO TV TAVTOYPOVT ¥PNON APMPBEPCERTNG LUE
dAia avtt — VEGF okevdopata (cuotnuotikd 1 oefoipuika).

. Ot Tapdyovieg Kivdvvov mov oyetifovtar pe tnv avamtuén pnéng Tov peiayypdov exBniiov Tov
apepAnotpoeldovg petd amd avti-VEGF Ogpaneio yio vypod tomov AMD, cuureptlopufavouvy
UEYOAN /KOl VYNAT OTOKOAANGT TOV pehayypdov extdniiov Tov augiPAnctpoedovs. Katd my
évapén g Bepameiog pe apiPepcéntn, anarteiton Tpocoy o€ achevelg pe avTovg TOVS
TAPAYOVTEG KIVOUVOL Y1o pREELS TOV pedayypoov eTBNAion Tov apPIPANGTPOEIdOVG.

. H Ogpancio mpénel va dtokomTeTOn 68 AGOEVELS e PNYUATOYEVT ATOKOAANGT) TOV
APPIPANCTPOEBOVG 1 0TEG TG WYPAG KNAidag oTadiov 3 1 4.

. 2V mepinTmon peyUng Tov auePANcTPoEIdoVG, 1 6001 Ba Tpénel va avactalel Kot n
Oepamneia o Oa Tpémel va apyiceL K VEOL TPV 1 POYUN OTOKOTOOTOOEL ETAPKMC.

. H 8601 Ba pémel va avactaiel kou 1 Oepameia Oe Oa Tpémel va apyioel vopitepa amod v

EMOUEVT TTPOYPUULOTIGUEVT Bepameio 6€ KATOOTACEL OTMC:

- peimon g kedvtepa, dopbouévng ortikng o&vmrag (BVCA) katd > 30 ypdaupato o
oVyKplon Ue TV televtaia aloddynon e OnTIKnG o&0TNTOC.

- VTOUQPANOTPOEISIKN OpLoppayio Tov UTAEKEL TO KEVIPIKO Pobpio, 1] v To péyeboc g
apoppayiag eivar >50% tng cuvolkng meployng g PAAPTS.
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. N d60n Ba Tpémerl va avacsTaAel Yo pio TEPI0do 28 NUEPOV TPV N LETA OO TPOYPUUUOTIGUEVT
1N devepynBeica evoopBaALa yepovpYIKT ETERPOOT.

. H aplPepoéntn dev mpémet vo ypnoLOTOIEITOL KOTA TN S1APKELD TG EYKVHOOVVNG EKTOC EAV TO
evOEYOLEVO OPELOG VITEPTEPEL TOV EVOEXOLEVOL KIVOUVOL Yo TO £UPpuo (BA. Tapdypago 4.6).
. Ot yuvaikes o€ avamapoymykn NAKio TPETEL VA YPNGUYLOTOLOVV OTOTEAEGUATIKY] OVTIGUAAN YT

Katd T d1dpKeln TG Bepoameiog Kot MG TOLAAYIGTOV 3 UVES LETA TNV TEAELTALN
gvdovarogdikn Eveon apPepoéntng (PA. mapdypoeo 4.6).

. Yrdpyel mepropiopévn eumelpio otn Oepaneio tov acbevav pe wyopxov tomov CVRO kot
BRVO. H 6epancia de cuvictdtol o acbeveic mov mapovstdlovy KAVIKE onueio un
AVOOTPEYIUNG OTOAELNG TNG OTTIKNG AEITOLPYING 0md 1oy oLiaL.

Opédoec acBevov pe mepropiopéva dedouéva

Yrdpyel povo meplopiopuévn eumeipio ot eponeio atoépmv pe DME Adym Safntn tomov 1 1 og
dwapnrtikovg acbeveic pe HbAlc v tov 12% 7 pe mopaymyikn dofntikn aueipAnctpoeidonddeio. H
apAPepoéntn dev €xel peletOel og acbeveic e evepyég cuoTNUOTIKEG AOWMEELG 1) o€ acbeveic pe
TOVTOYPOVEG TOONCELS TV 0POAAUDY OTMC OTOKOAANGT TOV AUPIPANGTPOEISOVE 1} O TG WYPAS
KnAidoc. Agv vdpyet eniong eunelpio otn Oepaneio pe apPepoéntn oe dafntucovg acbeveic pe un
gleyyouevn véptact). Avti 1 EAAenym dedopévav TpEnel va AapuPavetor vy and Tov YiuTpo KaTd
) Bepamneio TV acbevdv avtdv.

2m waomikn CNV dev vrdpyet eumeipio pe mv aplPepoéntn ot Oepaneio un Acloatdv acbevav,
acOevav ot omoiot Exovv mponyovuévmg vtoPinbei oe Bepameia yio poomky CNV, kot acbevov pe
eEmPobpiéc PraPec.

[TAnpopopieg yia ta Ekdoya

Av16 10 EOPUOKEVTIKO TEPIEYEL

- Myotepo amd 1 mmol vatpiov (23 mg) avd povada 60coA0ying, ONANT OLGLUCTIKA Eival
«eAevBepo vatpiovy.

- 0,015 mg moAvcopPucov 20 og ke 66on 0,05 ml Tov 1odvvapovv pe 0,3 mg/ml. Ta
TOAVGOPPIKE, UTOPEL VO TPOKAAEGOVY AALEPYIKES AVTIOPACELS. avTIdpacels. Potiote Tov
acOevn cag av £xel YvooTEC OAAEpYiES.

4.5 Alliemopaocelg pe Ao QUPUOKEVTIKG TPOIOVTA KO AALES pOPPES aAANAeTiOpaOS
Agv &govv mpayuotomoindel peréteg aAANAETIOPACEDV.

H ypnon pwtodvvapukng Bepaneiog pe Peptenoppivn (PDT) copuminpopaticd otn Oepaneio pe
apAPepoéntn dev €xel peretOei, emouévmg oe pmopet va, tekunprmbel 1o TPoPiA acpaielog g
TPOKTIKNG QVTNG,.

4.6 Tovipétra, kONoN KoL yorovyio

Tuvaikec o avomapaymykn nhkio

TINuvaikeg o avoamapaymykn nAkio TPETEL VO, XPTGULOTOI0VY OTOTEAEGHOTIKY OVTIGVAANYT KATH T
duapkela g Oepameiog kot Emg TovAdyloTOoV 3 UNVEG LT TNV TeEhevTaia. EVOODOAOEIdIKT £veon
apMPepoénng (PA. mapdypogo 4.4).

Kvnon
Agv vTapyovv SOUEVE, GYETIKE LLE TN YPNON TNG 0EAMPBEPGETTNG G £yKLEC Yuvaikec. MeAéteg og (ba
&yovv katadeibel euPpuikn to&wora (PA. Tapdypopo 5.3).

IMap’ 611 1 cuoTnuaTiKn kBgoT HETA amd 0POUALIKT YopnYNoN ivatl TOAD younAn, 1

aQAMPEPGEMTN OV TPEMEL VOL YPNCLLOTTOLEITAL KATA T OLAPKELD TNG EYKVHOGVUVIG EKTOG €AV TO
evdeyOLEVO GPEAOG LTTEPTEPEL TOV EVIEXOEVOL KIVOLVOL Y1a TO BpEPOog,.

ONnAacpoS

41



Bdoel mold neplopiopévov dedopEVOV Yia Tov AvBpm o, 1| apMBEpCERTN UTOPEL VO ATEKKPIVETAL OTO
avBpmmvo yaia og yaunia enineda. H apPepcéntn sivar éva peydlo Tpmteivikd poplo Kot m
TOGOTNTO TOL POPUAKOV TOV ATOPPOPATOL A0 TO VEOYVO OVAIEVETOL Vo ivarn 1) EAdytotn. Ot
EMATMOOELC TNG OPAMPEPGENTNG GTO VEOYVO/PpEPog mov OnAdlel eivan dyvmoreg.

Zav TPOANTTIKO HETPO, 0 ONAUGHOG deV GUVIGTATOL KATA TNV S1APKELD TNG XPNONG TNG
apAPepoénng.

Tovomo

To amoteréopota amd HeAETEC 6 (DA [LE VYNAT GUOTNUATIKY £KOE0T) KOTUJEIKVOOUY OTL T
apAMPepoéntn Uropel va EXNPEACEL OPVNTIKA TV avOpIKY Kot yuvaikeio yovipdtnta (BA.
mapdypaeo 5.3). Ot emdpaocelg avtég dev glvar avopevoueves LeTd amd 0POUALKY Yop1yNon He
TOAD YOUNAY cvoTnUoTiKy £KBeo.

4.7 Emopdaosig 6TV IKOVOTNTA 001]Y161G KOl YEPLCHOV PN OvVRATOV

H éveon pe apMPepoéntn £yl o KPR EXIOPOOT) GTIV KAVOTNTO 001 YNONG KOl XEPIGUOD
UNYOVNLATOV AOY® TOV SUVNTIKA TPOCOPIVAV dOTApUXDVY TNG Opaons mov oyetilovion gite pe TNV
éveon N e v opBaiporoyikn e&€tacn. Ot acBeveic dev mpémetl va 0dnyolv 1 va xepilovton
UNYOVAROTE LEXPL 1) AELTOVPYia, TNG OPACNG TOVG VO OTOKATACTAOEL ETOPKDG.

4.8 AvemOopnteg evépyeieg

20VOYT] TOV TTPOPIA OGOAAELOC

"Eva 60voro 3.102 acbevav amotélece Tov TANBuoud acpiielag oTig okTd pehétec paong 111
Meta&d avtav, 2.501 acbeveic vropAndnkav oe Oepaneia pe T cuvicTOueYT dO0T TV 2 Mg.

YoPapéc opBoiuikéc avemBounteg evépyeteg 6Tov oPBaAUS VIO HEAETN oyeTICOEVES LE TN
dwdkacio g Eveong eppavictnkov e Ayotepeg amd 1 otig 1.900 gvdoioloeldikég evéoelg e
apAPepoéntn Kot TepeEAduBovay TOEA®MGT], EvOopOaAUiITIdN, ATOKOAAN G TOV
AUPIPANCTPOEIBOVS, TPOVUATIKO KOTAUPPAKTT), KATUPPAKTN, GLOPPAYiC TOV VOAOELDOVS CAOUATOG,
ATOKOAAN O™ TOV VAAOEWOVS CMOUATOG Kot avENUEVN evioeBdApia ieon (BA. Ttapdypapo 4.4).

O mo ovyveg mapartnpndeioeg avembounteg evépyeies (o€ TovAdyoTOV 5% TV 0GOEVOV TOL
vroPAnOnkoay oe Oepomeio pe apMPepoéntn) Nrav apoppayio Tov exmeELKOT (25%), aoppayio
oV apPPANcTpoedoic (11%), petwpévn ontiky oo (11%), mévog tov opBoiuov (10%),
Katappaktg (8%), avEnuévn evéoeBaima tieon (8%), amokOAAN oM Tov VaAOEWOVS cdLaTOS (7%)
Kot £10pMUOTO TOV VAA0EWOVS chaToS (7%).

ITivaxog ovembountwv evepyeidv

To, dedopéva AoQUAELNG TTOV TEPLYPAPOVTAL TAPUKATM TEPTAAUPAVOLY OAES TIC avemBOUNTES
evépyeleg amo Tig okT® peréteg eaong LI otic evoeigeig vypov tomov AMD, CRVO, BRVO, DME «ait
poonik] CNV pe ebhoyn mihavotnto artidoovg oxéong e tn dadikacio e £veonc N Ue To
POPLOKEVTIKO TPOIOV.

O avemBounteg evépyeleg Topatifevtal ava Kotnyopio 0pyavikod GLGTHIOTOG Kol GLYVOTNTO
SOHE®VO e TV akOAoLON cOpBaor): [ToAd cuyvég (>1/10), cuyvég (>1/100 émc <1/10), Oyt cvyvég
(>1/1.000 émg <1/100), ondvieg (>1/10.000 £wg <1/1.000), pn yvootig cuyvotntag (8eV LTOPOLY Vol
extiunBovv pe Paon ta dwbéoiua dedopéva)

Evtdg ke katnyoplag cuyvodtntog eHeavions, ol avemBOUNTeg EVEPYEIEC TOV QUPLLAKOV
mapotifevton katd pdivovoa celpd cofapotnToc.

Iivaxkag 1: Oleg ot avemBounteg evépyeteg Tov apudkov amd T Oepomeio Tov avapépnkoy oe
acBeveic otig pedéteg paong I (cvykevipwtikd dedopéva Tmv peretav eaong ) yia tig evdeitelg
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vypov Toov AMD, CRVO, BRVO, DME kot poomikiy CNV) 1 katd ) didpkela mapakoiodnong
petd v KukAopopia.

Katnyopia/ Opyaviké B B ,

Jp— ZoyvotnTa Avem@Ountn evépyero

AlaTapayés ToV Oy cuyvég

V0GOTONTIKOD 'YrepevoucOnoio

CLOTHNOTOG

AlaTapayés ToV [ToAd cuyvég Meiopévn ontikn o&bTNTa, apoppayic Tov

0pOaipov OUPIPANGTPOEISOVG QUOPPAYiC TOV EMTEPVKOTA, TOVOG

tov 0pHaALOY

Zoyvég P1én tov peiayypdov emBniiov Tov
OUPIPANGTPOEIBOVG*, UTOKOAANGN TOL UEAUYYPOOV
enOMAiov Tov aUEPANGTPOEIOVC, EKQUAIGT) TOV
OUPPBANGTPOELOOVG, OLLOPPAYI TOV VAAOELOOVG
CMOOTOC, KOTAPPUKTNG, KATOPPAKTNG PAOIDING,
UPNVIKOG KATAPPAKTNG, KOTUPPAKTNS VITOKAW10G,
OLAPP®GCT TOL KEPATOELDOVG, EKOOPE TOV KEPATOELDOVG,
ovEnpévn evoopBdipia wieon, Baumn dpacm, eEdpmdUTH
TOV VAAOEIBOVG CMUATOG, OTOKOAANGT] TOV VOAOELOOVG
COUOTOS, GAyog oTo onuelo g éveong, aicOnpa EEvov
COUOTOS 6TOVG 0POaALOVS, ovénuévn dakpvppota,
oidnuo PAe@dpov, aoppayio oto onueio TG Eveong,
OTIKTN KEPATITION, VIEPALIC TOV EMTEPVKOTA, VIEPALLIC
0OoApoh

Oy cuyvég Evdopoiuitido ™, amokdAAnon tov apgipAnctpoeidong,
PMEN ape1PAnoTpoedovg, pitda, payoslditida,
p1dokvKAiTION, BodepdTNTEG POKOV, EAAELO ETONAIOL
TOV KEPOITOELDOVG, £peIGOG 6TO oMuUEio TNE Eveong, un
(PVGLOAOYIKO aicOnua otov 0POOANO, EpEOIGUOG TV
BArepdpav «mpmTEIVIKN OpiyAn» TpocHiov BaAdpov,

0101 1L0L TOL KEPATOEIBOVG

Zrdvieg TOEA®OOT, TPAVUATIKOS KATOPPUKTNG, VOALTION, VITOTLO

Mn yvooTig ErAnpitda™
cLYVOTNTOG

* Kataotdoelg yvwotés og oyeTilopeves e tnv vypov tomov AMD. [Hopatnpndnikoy povo otig
UEAETEG YO TNV VYPOL TOHTOV AMD

** EvooOoipitida pe 0etikn KOAAEPYELD, KOL OPVNTIKT KOAAEPYELL

*E* Avapopég vepevacOnoiog copmepriapfovopévav eEavinuatog, kvnopot, kKvidmong kot
UELOVOUEVOV TEPMTOCEDY GOPAPOV OVAPVAUKTIKAV / OVOPUAOKTOEWOMV OVTIOPAGEDV

7 Avagopéc and maporxoroddnon petd v kuklogopio

Leprypopn emileyuévav ovemOountwy evepysiwv

e peiéteg eaong I yo v vypod tdmov AMD, vrip&e o adénon g eninTmong ¢ apoppayiog
TOV eMMEPLKOTA 6€ 0.60gveig Tov AdpuPavay avti-OpouPmTikodg mapdyovtes. Avti 1 avénuévn
eninTmon Rrov mopdpoto peTald Tov achevav mov Bepamgvoviay e pavipmi{ovudpumn Ko
apMPepoén.

Apmpraxd Opoppospporikd encicodin (ATESs) eivar avemBounteg evépyeieg mov oyetilovton duvnTikd
pe TN cvotnatikn avactoAn tov VEGFE. Yrdpyet Oewpntikdg kivovvog aptnplakdv
OpouPoepfolrmdv enelcodimv, GUUTEPIAALBOVOLEVOD TOV OYYELKOD EYKEPOAMKOD EMEICOOI0V Ko
EUPPAYLOTOG TOV LLOKOAPSIOV HETA TNV VOODOAOEDIKT Yop1yNon avactorémv tov VEGF.
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e KAvikég peréteg pe aphPepoéntn oe acbeveig ue AMD, DME, RVO kot poomikry CNV, €yet
mapoTnpnOel pa yopunAn coxvotnta aptmplakodv Opoppoepufoiikdv engicodinv. Ia OAeg Tig
evdeilelc, dev mapatnpnOnke a&oonuein dapopd avapeca oTig opddeg mov BepamedTniay pe
APAPEPCETTN KOl OTIC OVTIOTOLYEG OLAOES GLYKPLOTC.

Onwg kot pe 6Aeg TIG OEpUmEVTIKEG TPMTEIVES, VITAPYEL THOVOTITO Y10 VOGOYOVIKOTITO LE TNV
aQAMPepoémTn.

Avaopd TavoloyoueveV avVETHOUNTOV EVEPYELDY

H avagopd mBavoroyobpevov avemBOUNT®V evepyel@V LeTd amd T Yop1yNomn Adeog KuKAOPopiag
TOV PAPUOKELTIKOD TPOoidVTOG eivan onpovtiky. Emitpénetl  cvveyn mapakoiovdnon g oyéong
0PEALOVC-KIVOHVOL TOV QOPIOKEVTIKOD TPOTOVTOC. ZNTEiTaL 0d TOVG ETAYYEALOTIEG TOV TOUED VYELOG
VO AVOQEPOVY 0TTOLEGOINTOTE TOUVOAOYOVEVES OvemBOUNTES EVEPYELES HECM TOL EBVIKOD
GLGTHLOTOG OVOPOPAS TTOL avaypapeTol oto Tlapdptnua V.

4.9 Ymnepdooolroyia

2TIC KMVIKEG SOKIUEG, XPNOILOTOONKOY dOGEIC £00C KOl 4 Mg G UNVIKio LEGOSLOGTNHOTO KO
VINPEAY UELOVOUEVEC TEPITTAOGELS LTEPSOGOLOYING L1E 8 mg.

H vrepdocoroyia pe avénuévo oyko Eveong umopei va avénoet tnv evoopOdiio ttieor. Zuvenmg, o€
TEPIMTOON LILEPSOGOLOYING, TPETEL VA TAPaKOAOVOEITOL 1| EVOOPBGAIL Tieo Kat, GV KpiveTal
anopaitnto and to Oepdmovta yloTpo, va Eekiva emapkng Bepaneio (BA. Tapdypapo 6.6).

5. DPAPMAKOAOTI'IKEY IAIOTHTEX

51 ®@opprokodvvopIKES 1O10TNTES

Dappaxobepamevticn Katnyopio: Ophaiporoyikd / aviiayyeloyevetikol Tapdyovtes
Kwdikog ATC: SO1LAOS

To Eiyzey givon Bro-opog1dég papprokevnTikod mpoiov. Aentopepeic mAnpopopieg eivar dwbéoieg otov
dwrvokd tomo tov Evpomaikov Opyavicpod Gappdakev: https://www.ema.europa.cu.

H aplPepoéntn etvar pia avacuvovacuévn TpoTeivn cOVINENG TOL AmOTEAEITAL OO TUNUATO TOV
eEorutTapk®v Teploydv TV vrodoyéwvl kot 2 tov avlpomivov VEGF cuvtetnypéva oto tufpa Fe
Tov avpamivov IgGl.

H aplpepoéntn napackevaletoar oe DG44 kdtrapo wobnkdv kivéQikmv kpikntav (Chinese Hamster
Ovary, CHO) pe v teyvoroyia avacvvdvacpuévou DNA.

H aplPepoéntn dpa mg S10AVTOC «TapamAavnTikog» vtodoyéag mov deouevel tov VEGF-A ko PIGF
He VYNAGTEPT GLYYEVELD OO 0,TL Ol PVGIKOL TOVG VITOJOYELS Ko pmopet pe Tov Tpdmo avTd va
aVOoTEIAEL TN GOVOEST] KO EVEPYOTOINGT AVTMOV TV GVYYEVOV vrtodoyéwv VEGF.

Mnyoviopog dpdong

O ayyelaxdg evdodniaxodg avéntikog tapayovrac-A (VEGF-A) kot 0 TAakovvTiokog anEnTikog
nmapdyovtag (PIGF) etvon puéin g owkoyévelag VEGF ayysloyevetikmv mapaydviov mov umwopoldv va,
dpovV MG 1GYLPOL HITOYOVOL, ¥NUEIOTAKTIKOL TOPAYOVTEG KOl TAPAYOVTIEG AYYELOKNG SIOTEPATOTITAG
v To evooOnitokd kottapa. O VEGF 6pa péow dvo vrodoyémv tupoosvikng kvdong, VEGFR-1 kot
VEGFR-2, mov givar mapdvteg otny empdveia tov evoodniokadv kuttdpov. O PIGF cuvdéeton poévo
otov VEGFR-1, o ontoiog etvan emiong mopodv otnyv empdveilo Tov Agvkokuttdpmv. H extetapévn
gvePYOmoinoT anTdv TV vItodoytéwv and tov VEGF-A propel va £yl og amotélecpa Taboroyikn
veoayyeimon kot vrepPoiikt| ayyelaxn domepatdmra. O PIGF umopel va €xel cuvepyikn opdaon e
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tov VEGF-A c¢ autég T1g depyociec kot eivor eniong yvwotd 6Tt Tpodyel T AEVKOKVLTTAPIKT Stdnon
TOV 10TMOV KOl TNV OYYELOKT QAEYLLOVT.

DopuaKOOVVALLKES EMOPACELC

Yypod tomovo AMD

H vypot tomov AMD yapaxtnpiletor amd maboroyikn veoayyeimon tov yoplogdovg (CNV).
Awppon aipatog kot vypov amd v CNV umopei va TpokoAécel Téyvvon Tov
APPIPANCTPOEIBOVG 1 010MLLOL 1)/ KO VTTO-/EVOOUUPIPATOTPOEISIKN OLLOPPAYiD, LE OTOTEAECUA TV
OTMOAELN OTTIKYG 0EHTNTAG.

Xe aoBeveig mov voPAnOnKay oe Bepancio pe apiPepoéntn (pio Eveon avd pnva yio TPELS

SLodoy KOG UNVES, KoL 0TI GLVEXELD pia Eveon kabe 2 UAVEC), 1 TAXVVOT] TOL KEVTPOL TOL
apeipAnotpoedovg [CRT] peimbnke covropo petd v Evapén g Oepameiag Kot exiong peumbnke to
péco péyebog g PraPng CNV, amoteléopata ta onoia givol avtictolyo e EKEvVO TOL
mapoTnpovVTaL pe TN povipmoopdaunn 0,5 mg punviaiog.

2t perém VIEW 1 mapammphnkay péoeg pewwoeilg oto CRT omny ontikr| topoypagio cuvoyng
(OCT) (-130 ko -129 microns v gfdoudada 52 yio v opddo e apiPepcéntng 2 mg kdbe 600
UAVeES Kot TNV opada g pavyuloopaumng 0,5 mg kdbe punva, avtictoya). Eniong oto ypovikd
onueio twv 52 gfdopddmv, ot perétn VIEW2 mapampnOnkay péoeg pewwoelg oto CRT pe Bdon
70 OCT (-149 ka1 -139 micron yia TiG opadeg PeAETNG TG ApAPepoéntng 2 mg kdBe dVo Pnveg Kot
g poavipmiloopaumng 0,5 mg kdbe pnva, avtictoyo).

H peimon tov peyéboug g CNV kot 1 peimon tov CRT yevikd dtatnpndnkav 61o 3e0TEp0 £T0C TV
UEAETAV.

H perétn ALTAIR dieé&nydn oe lanwveg acBeveic yopig mponyovpevn OepamevtiKyg aymyn yio Ty
VYpov TOTOV AMD Kot €6g1Ee TapOpOLa. amoTEAEGUOTO HE TIG ueétec VIEW, ypnoonoidvrog 3
apyIKES unviaieg evéaelc apAPepcéntng 2 mg, akolovBodueveg amd Wi, EVEST LETE amd 2 UNVEG Kot
ovveyilovtag pe £va S0c0A0YIKO oyno. Oepameiog Kol ETEKTOONG e LETUPANTE LECOIUGTILOTA
Oepaneiog (Tpocappoyég ava 2 efdopdoeg 1 4 fOopAdE]) HEXPL TO LEYIOTO PHeGOOAGTNLA TV 16
gPOoUGdmV cOUE®VA e Ta TPOoKaOopIGUEVa KpLThpla. Xty efdopdda 52, vinplav HECES LEIDGELG
GTO0 TTAY0G TOV KEVTPIKoV aueipAnotpogdove (CRT) e fdon to OCT and -134,4 ko -126,1 microns
Yo TNV opdda Twv 2 EBSOUAOMV TPOGAPIOYNAG KOL VTIGTOLXO Yio TV Opdada Tmv 4 efdopddmv
mpocappoyne. H avaroyia tov acBevav ympig vypo pe fdon to OCT v efdopdda 52 frav 68,3%
Kot 69,1% otig opddeg 2 kou 4 gfdopddwv mpocappoyng avrictorya. H peimon tov CRT yevikd
dtnpnOnke ota 60 Oepanevtikd okéAN Katd To devTEPO £T0C TNG MeAétng ALTAIR.

H perétn ARIES oyedidotnke ylo va SIEpEVVIGEL T UN-KOTMTEPOTNTO TOV SOGOAOYIKOD GYNUATOS
Oepamneiog kot enéktaong Yo TNV apAPepoéntn 2 mg, T0 0moio ekivioe AUECMG LETA OO T
YOPNYNON 3 apYIK®OV UNVIOIMV EVEGEMV Kol LG EMOUEVNG EVECT|C LETA O 2 UVES, £VOVTL TOV
8060A0Y1KOD oyfuatoc Oepaneiog kot eméktaong mov Eekivnoe uetd omd 1o TpmTo £T0¢ Oepameiog.
INo acBeveic mov ypetdomkay Oepaneio cuyvotepn amd kabe 8 efdouddes (Q8), Yo TovAdyioToV pia
@opa Katd tn diapkela g perénc, To CRT mapépeve vymiotepo, aidd n péon peimon tov CRT and
v €vapén £mg tnv efdopdda 104 ftav -160,4 microns, Topdpoto Le EKEIVN TOV acevmdv TOV
élaPav Oepomeio ava 8 efdouddes (Q8) N oe MydTEPO GLYVA SLOCTHUATO.

Agvtepomobéc oionua e wypog kniidas axé CRVO xar BRVO

2mnv CRVO kot BRVO, mapovcidletal ioyaipio Tov auepiPAnNcTpogdong 1 onoin Evepyomotel tnv
anehevBépwon VEGF mov pe 1 6g1pd Tov amootafepomotel Tic GQIYTEC GUVOECELS KOl TPOUYEL TOV
TOAMATAAGLOGLO TV evdodnAlak®mv kuttdpmv. H vrepékppaon tov VEGF oyetiletan pe T Adomn tov
ALLOTOOUPIPANGTPOEIIIKOD PPOYLOV, TNV ALENUEVT OYYELOKT O10TEPATOTNTO, OO0 TOV
AUPIPANCTPOEIBOVG, KOl ETTAOKES GTN VEOUYYEIWOT.
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e aoBeveic mov vroPAnOnKav oe Bepomeia pe 6 cuveydueEVES UNVICiEg EVESEIS APAPEPCETTNG
TopoTNPNONKE Lo GLVEXNS, YPNYOPN KOL LGYLPT AVATOUIKY avTomokpion (Omwg peTpndnie and
Bertidoelg oto péco CRT Katd v efoopndda 24, n peimon tov CRT ftav 61aTIGTIKA AVOTEPT OE
avtifeon pe v opdda eréyyov ko otig tpeic peréteg (COPERNICUS yuo tqpv CRVO: -457 vs. -145
microns; GALILEO yiw tqv CRVO: -449 vs. -169 microns; VIBRANT yia tnv BRVO: -280 vs. -128
microns

Avti 1 peloon and v apykn Tiun oto CRT datnpndnke péypt to téAog g kébe perléng myv
gfoopdda 100 oty COPERNICUS, v efdouada 76 otnv GALILEO kot tv gfdoudda 52 oty
VIBRANT.

Awofintino oionuo e wypas knAidoag

To S1apntikd oidnpa g wypds knAidag, sivor emakdiovbo g dwafnrtikng apeiPAnotpogidonddetog
Kot yopoktnpiletar omd avénpévn ayyelodlomepatdtnta kot PAAPN 6T TPLYOELDT TOV
AUPIPANCGTPOEIBOVG 1 OTTO10L UTOPEL VO £YEL MG OTOTEAEGLOL TNV ATMAELD, OTTTIKNG 0EHTNTOC.

e aoBeveig mov voPAnOnKayv oe Bepancio pe apAPepcéntn, n TAEOVOTNTA TOV OTOl®V KaBopioTrke
ot giyav S1apnn ToTOV 11, Tapatnpnnie chvioua petd v Evapén g Bepameiog ypryopn Kot
1oYLPN avTaToOKpPIon ¢ Tpog T popporoyio (CRT, DRSS eninedo).

1ig peréteg VIVIDPME an VISTAPME 6 acOeveic mov Adupovoy Oepameio pe aphPepointm o
GUYKPLON UE TNV ORAad0 eAEYYOV AELEP TOPATNPNONKE L0 GTATIGTIKA OTLLOVTIKOTEPT) LEOT] LEIOT
610 CRT amd v apywn tun katd v efdondada 52 Nrav -192.4 kot -183,1 microns ya TG opuddeg
g apMPepaéntne 2Q8 kot -66,2 kat -73,3 microns yio TG OpadeS EAEYYOV, avticToryo. Katd v
gpdoudoa 100, n peimon dotnpndnke pe -195,8 kot -191,1 microns yiao Tig OpadES TS APAMPEPTETTNG
2Q8 ko -85,7 xat -83,9 microns yio, 11 ouddec eAEyyov, otic peréteg VIVIDPME o VISTAPME,
avTicToya.

Mia Bedtioon > 2 Pnudtwv oto DRSS a&oloynonke pe npokabopiopévo tpdmo otig VIVIDPME wan
VISTAPME, H «dipaxo DRSS frav Badporoyfioyn oto 73,7% tov acbevav otmv VIVIDPME kai oto
98.,3% tov acBevidv otv VISTAPME, Katd v efdopdda 52, 27,7% kot 29,1% tov ouddov g
apMPepoéntne 2Q8, kot 7,5% won 14,3% twv opddwv eréyyov napovsiacav po Bertioon > 2
Bnudrov oto DRSS. Katd v efdopdada 100, ta avtictorya tocootd tav 32,6% wat 37,1% tov
ouadmv g apipPepoéntne 2Q8 kot 8,2% kai 15,6% twv opddmv eEAEYYO0V.

H perémn VIOLET cvuvékpive tpio. d109p0opeTikd 0G0 0YIKG oynuato T apAiPepodntng 2 mg yio
Oepaneio Tov DME, petd and tovddyiotov Evav ypodvo Bepaneiog pe otadepd LecOSOGTALOTO, KOTA
Tov omoio 1 Bepaneia exivnoe pe 5 dtadoyikég punviaieg 600elg akolovBovpeveg amd yopnynon Kibe
2 unveg. Ty efdoudda 52 ko v efdoudda 100 tng pekétng, dnAadn To deDTEPO KOl TO TPITO £T0G
Oepameiag, o1 péoeg alhayéc oto CRT Nty KAViIKG TOpOUOIEG Yo TO SOGOAOYIKA oyfLoTa Ogpomeio
Kot v enéktaon (2T&E), pro re nata (2PRN) ko 2Q8, avtiotowya, -2,1, 2,2 kot -18,8 microns tnv
epdopdda 52 ko 2,3, -13,9 ko -15,5 microns v gfdopada 100.

Neooyyeiwon Tov yoprog1d0v¢ Adyw powmiog

H veoayysimon tov yoproetdovg Aoyo pooniog (poorik CNV) arotelel ouyvi oitio ammAElg TG
OpuoTG 08 EVIAIKEG e TaBOAOYIKN PLOTiK. AVOTTOGGETOL MG UNYUVIGLOG ETOVAMONG TPOVOTOC
uetd amd pri&eig e pepPpavne tov Bruch kot aviimpocomedel 10 o amenTIKO Yo TV 0poom
oouPapa oty TaoroyiKy puwmio.

Xe acbBeveig mov vroPANONKav oe Bepamneia pe aplPepoéntn o perétn MYRROR (pio éveon
YopMyovpevn katd Vv évopén g Bepaneiog, e TpOcHETEG EVETELG YOPTYOVUEVEG OE TEPIMTWOO
EMUOVIG 1 VIOTPOTNG TG VOoov), To CRT peiwdnke cdviopa petd v Evapén g Bepaneiog vrép
™G aeAPepoémtng Katd v fdopndada 24 (79 microns ko 4 microns yio TV opdoa Bepameiog
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apAPepoéntng 2 mg kot TV opdda EAEYYOVL, avtioToyn) Kol datnpndnke péypt v efdoudoa 48.
Eniong peidbnke 1o péco péyebog g Prapng CNV.

KMvikn omoteleopatikdTnTo Kot 0cQGAELD

Yypod tomov AMD

H aocopddeia kon ) amotelespotikdtnto, g apiiepoéntng a&loloyndnkoy g VO TVYOIOTOMUEVEG,
TOAVKEVTPIKES, SMAG-TOQAEG, EAEYYOUEVES LLE VTTAPYOVGO. EVEPYO Bepameia peléteg o aoheveic e
vypo¥ Tomov AMD (VIEW1 kou VIEW2) pe éva ovvolro 2.412 acBevav vroPindnkay ce Bepaneio
Ko Nrav a&lohoynopot yia amoterecpatikotnto (1.817 pe apiPepoéntn) Ownikieg tov acBevov
Kopaivovtay and 49 émg 99 etV pe évo LEGO Opo NAIKiag To 76 £T1. Xe aVTEC TIg KAVIKEG LEAETEC,
nepinmov 10 89% (1.616/1.817) twv acbevav mov Tuyatomombnkav o Oeparneia pe apAPepcéntn frav
nAiog 65 eTodv N peyaivtepot kon tepimov to 63% (1.139/1.817) frav nikiag 75 etdv 1
peyodutepol. Xe Kabe pehétn, ol acheveig toyoromomOnkayv pe avaroyio 1:1:1:1 oe 1 and 4
O0GOAOYIKA TYLLOTOL:

1) apAPepcémntn 2 mg, yopnyodueva kabe 8 efSopddeg Petd amd 3 apyikés unviaieg 600elg
(apMPepoénn 2Q8),

2) apMPepoéntn 2 mg, yopnyodueva kdbe 4 efdopddeg (apriPepointn 2Q4),

3) apMPepoémntn 0,5 mg, yopnyoovpueva kdbe 4 efdopadeg (aprPepoéntn 0,5Q4) kar

4) pavipmZovpdunn 0,5 mg, yopnyovuevo kabe 4 efdouddeg (pavipmlovudunn 0,5Q4).

210 0e0TEPO £T0G TV HEAETMV, 01 00OEVEIS GUVEIGAY TNV APYLIKT TUYALOTOMUEVT] SOGOAIYNON OALG
LLE TPOTOTONUEVO OOGOAOYIKO oynie Koo YOOHEVO OO TNV EKTIUNOT TOV OTTIKMOV Kol TOV
OVOTOUK®OV OTOTEAEGLATMV, UE HEYIGTO KaBOoP1LOUEVO OO TO TPMTOKOALO HOGOAOYIKO
pecodidotnua 12 efdouddmv.

Kat 6115 000 pelétec, 10 KOPLo KATUANKTIKO GUEI0 OTOTEAEGUOTIKOTITOG TAV 1) AvOAOYia TV
acBevadv oty opdda TpwtokdALov (Per Protocol Set) mov datripnoay v Opact), dSniadr| amdAsio
Myotepov and 15 ypoppdtov ontikig o&0TnTag Kotd TV fdopdda 52 amd TNV apyIKn TIun.

¥t puedém VIEW1, kotd v gfdopada 52, to 95,1% tov acbevav oty opddo apiiPepoéntne 2Q8
dwmpnoav v 6pacn, o cOYKpPLon pe 10 94,4% 1oV acbevav atny oudda pavipmlovpaumng 0,5Q4.
21 pedétn VIEW2, xotd v efdopada 52, to 95,6% tov acbevav otny opudda aprifepcoéntne 2Q8
dwatpnoav v 0pacn oe cOyKplon pe 1o 94,4% tov achevav oty opdda pavipmbovpdpunng 0,50Q4.
Kot otig dvo pekéteg n aplPepoéntn kotadeiyOnke Ot gival pun KoTdTEPT KOl KAVIKE 16000OVOUT |E
v oudda pavipmilovudumng 0,5Q4.

AemTopepn amoTEAEGLOTO OTTO T GLVOVAGUEVT] OVAALGT KOL TV SO UEAETAOV TOPOVGLALOVTOL GTOV
ITivaxa 2 kot oto Zynua 1 topokdto.

Mivakog 2: ExPdoeic amoteleopuatikdOtntog Katd v efdouddan 52 (kopto avaivuon) Kot KoTd Ty
gBdopdda 96, cuvdvacuéva dedopévo omd Tig pedéteg VIEW1 kor VIEW2D)

"Expaon AoMBepointn 2Q8 P Povipmiovpapnn 0,5Q4
OTOTELECLATIKOTITOG (apMPepoéntn 2 mg Kabe 8 (povipmloopdunn 0,5 mg kaOe
ePOoUGOES HeTh 0md 3 apyIKég 4 gPdouadec)
unvioieg
d00E1Q) (N =595)
(N=607)
ERdopdda 52 [ERSopdda 96  [EBoopdada 52 [ERSopdda 96
Mécog ap1Ouodg evécewv 7,6 11,2 12,3 16,5

47



Mécog ap1Ouog evécemv
(a6 efoopnadeg 52 émg 96)

4,2

4,7

IAvaroyia acOevav pe < 15
YPOLLOTO OTTMAELN OO TV
apyikf Tipf (PPS#)

95,33%"

02,42%

94,42%

91,60%

Awapopd”
(95% CI)»

0,9%
(_197 5 355)2‘[)

0,8%
(_233 5 398)ZT)

Méom petafoin otmv BCVA
OTMG LeTpNONKeE pe ™
BaBuoroyia avayvmpiong
ypoppdtov ETDRSA) and v
OLpY(LKT) TLur

8,40

7,62

8,74

7,89

Al0popd 6TOV HECO GTN
LuéBodo LSA) (yphppota
ETDRS)")

(95% CD%)

10,32
(-1,87,1,23)

10,25
(-1,98, 1,49)

Avaroyia acBevav pe > 15
YPAUUOTO KEPOOG Omd TNV
OLPyUKN TN

30,97%

33,44%

32,44%

31,60%

Atapopdl)
(95% CI)A)

-1,5%

(_6:85358)

1,8%
(_3:55 731)

A} BCVA: Best Corrected Visual Acuity
ETDRS: Early Treatment Diabetic Retinopathy Study
LS: Mécoc ot pébodo tmv erayiotmv tetpay@vov mapayouevog péc® ANCOVA (Avéivon g

GLVOLIKDLLOVETG)
PPS: Per Protocol Set

B)" Full Analysis Set (FAS), Last Observation Carried Forward (LOCF) y1a 6Aeg T1¢ 0veAVGELS EKTOC 0td TV
avaroyia Tov acdevadv mov dtathpnoay Ty otk o&vTnTo Katd Ty €dondda 52, | onoia givat 1 opndda
npoToKkOALOL (PPS)

D H Swopopd etvon n tiun g opddog apAMBepeEmtng peiov v tun g ouddag povipmiovpdunng. Mia
Betucn Tyun gvvoei v aeMPepoént).

A Adotnuo epmictootvng (CI) vroloyilopevo LG KAVOVIKHG TPOGEYYIoNG

B) Meté v évapén e Oepaneiog pe tpelg umviaieg SOGELC

) "Bya S146TNH0 EPTIGTOGVUVNG Tov Bpicketal €& 0AoKANPoL Thve amd -10% VITOSENCVDEL 1T KOTOTEPOTNTA TNG
APAMPBEPCETTNG OGS TPOG TN PAVIUTILOVUGUTY

Tyqpe 1. Méon petaforn oty omtiky o&dTnTo amd TV apyikn Ty uéypt tnv efdopdda 96 yo to
oLVOLOCUEV dedopEVa omd TIC peAéteg Viewl kat View?2
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10 b

MEon perapokn atnv ommikf of0tnTa
(vpapuara)

L L 1 1 L
4 8 12 16 20 24 28 32 36 40 44 48 52 56 60 64 68 72 76 80 84 88 92 96

Y S

Epdopadec
—e  AgphiBepoém 2 mg Q8 efdopadeg —@— Pavipmfoupdprm 0,5 mg QA efdopadeg

21 cvvdvacpévn aviivon tov dedopévov Tov peret®v VIEW1 kot VIEW2, n apMPepoént
Katéde1ge KMVIKG GNUAVTIKEC LETAPBOAEC OO TNV aPyIKN TN 6T0 Tpokafopiopévo devtepehov
KOTOANKTIKO GNUEL0 amoTeAecHOTIKOTNTAG cOUemVa pe To National Eye Institute Visual Function
Questionnaire (NEI VFQ-25, Epotnpoatoroyio Agttovpyiag tng Opaong tov EOvicon
OpBariporoywkov Ivotitovtov tov H.ILA.), yopig KAvikd onpovtikés Stapopés ot
poavipmovpaunn. To péyebog avtdv TV HETAPOADY TAV TAPOWOLO LE EKEIVO TOV TOpUTNPELTOL
OTLG OMLLOCIEVUEVEC LEAETEG, KOl TO 07010 avTIoTOLYEL o8 avénom katd 15 ypapupoto oty KAlpoko
«orvtepa SopBopévng ontikng o&vtragy (BCVA).

270 6€0TEPO £TOG TV LEAETMV, 1| AMOTEAEGUATIKOTN T dtoTnpONnKe yevikd kaBOAN T dtdpkela TG
pekéng (tedevtaiog agloAdynong) katd v gfdopada 96 xat ywa to 2% - 4% tov achevav
amotnOnkav OAeg o1 evécelg og unviaia Bacm, va yia 1o éva Tpito Twv actevov amoithOnke
TOVAGYIOTOV Lo EVEOT| [E HecodIdaT I Depomeiog povo évo uiva.

O pewwoels ot péon éxtaom s CNV frav epeaveic og OAES TIG S0G0A0YIKES OPLAdES Kol GTIS SO
UEAETEG.

To 0moTEAEGLOTA ATOTELECUATIKOTNTOG O OAEG TIG AEIOAOYNOLUES VITOOUAdES (). NAKia, VA0,
QUAN, apyIKN TN oTTikng o&0Tag, TOmog PAAPNS, uéyebog PAGPNC) ot kKabe pehétn kot 6N
GUVOLOCUEVT] AVAADCT) TAV AVAAOYO LE TO ATOTEAEGOTO. GTOVS GUVOMKOVG TANOVGLOVC.

H ALTAIR Atov pio ToADKEVTPIKT, TUYULOTOMUET, avotyTh uehétn 96 efdouddwv oe 247 ldmmveg
acOeveic yopig mponyovuevn Bepamevtikny aywyn yio. Tnv vypov ToTov AMD, 1) omoio oyedldGTNKE
Yol vo 0ELOAOYTGEL TNV OTOTEAEGOTIKOTNTO KOL TNV ACOAAELN TNG ApAMPEPTETTNG akoAovOdVTaG dVO
SQOPETIKG LECOSUGTILOTO TPOGAPIOYNS (2 efdopddeg Kot 4 eBSOUASES) [E EVa OGOAOYLKO Gy
Oepameiog kot emékTaomg.

‘O)ot ot acbeveic Eafav unviaieg 06celg apAPepoéntne 2 mg yo 3 uivec, axoiovboduevec amd
pio éveon petd amd dtotnua Tov 2 unvov. Xty efoopdda 16, ot acbeveic TuyotomomOnkay 1:1
o€ 000 Oepamevtikég opddeg: 1) Bepoameio kot enéktoom pe 2 efdouddeg Tpocaproyns Kot 2)
Oepaneio ko eméxtaon pe 4 efoopddeg mpocappoyns. H emékraon 1 ehayiotonoinon tov
uecodooTNUATOG TG Bepameiog amopaciotnke e PACT TO OTTIKA Kot / 1] OVOITOLIKG, KPLTHPLo
OV Elyav 0P1LoTEL GTO TPWOTOKOALO LE €Vl UEYIOTO pecodidotnua Oepamneiog tov 16 efdouddmv
KoL Yo, TG SV0 OLASEG.

To K¥p1o Katainktikd onueio amoteAecpatikdTTog NTaV N péom petaforn oy Kiipokoa BCVA ond
TNV apykn T oty RSoudda 52. Ta devtepoyevn TEAKE GMUELD ATOTELEGUATIKOTITOG NTOV 1|
avoroyia Tov acBevav mov dev Exacav =15 ypdupata kKot 1 avaroyio v aclevov mov képdicav
TovAdytotov 15 ypappata oty kipoke BCVA amd v apykn Ty oty efoondada 52.
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Kotd v efdopdda 52, or acbeveic 610 okélog TG Bepameiog ko eméktoong Le TIC 2 efOopadeg
TPOCAPLOYNG KEPAITAY £val LEGO TV 9 YpopudTev amd TV apykn TIun o€ chykpion ue to 8,4
yYpaupota Yo Ty opdda tov 4 gfdonddmv tpocappoyne [LS péon dapopd ota ypapupato (95%CI):
0,4 (-3,8,3,0), ANCOVA]. H avoroyia tTov acBevav mov dev Egacav >15 ypaupata o€ 3060
Bepamevtikd okéAn NTav Topdpowa (96,7% oty opdda tv 2 fdopddwv kot 95,9% oty opdda 4
gBdopddwv tpocappoyng). H avaroyia tov acbevov mov képdicav >15 ypdppata oty efdopdda 52
ntav 32,5% oty opdda Tmv 2 gfdopddmv mpocapuoyns kot 30,9% oty opddo Tov 4 efdonddmv
npocappoyns. H avaroyia tov acBevodv mov enéktetvay to pecodidotnua g Bepaneiog Tovg o 12
eBoopddeg 1 mapandve nrov 42,3% oty opdda tev 2 efdopddwv tpocappoyng kot 49,6% oty
opada Tov 4 gfdopddmv Tpocappoyne. Emmiéov, otnv opdda twv4 efoopddmv Tpocapuoyng To
40,7% twv acfevav EKavoy ETEKTACT TOV HecodaoTUdT®V o€ 16 efdopddes. Katd v televtaio
eniokeyn émg Vv gfdopdada 52, to 56,8% kar 57,8% twv acBevodv 611G opddeg TV 2 efSopddmV Kot
4 gfdopadmv TPOCUPUOYNG OVTIGTOLYM, EIYOV TPOYPUUUOTIGUEVT TV ETOUEVT EVECT] GE £Val
pecodidotnua 12 eféouddwmy 1 Kol TUpOTavVE®.

Katd to 6e0tepo £10G TG HEAETNG, 1] OTOTEAECUATIKOTNTA YEVIKA StotnprOnie péypt Kot tnv
terevtaio agloAdynomn v efooudda 96, e péon Pertioon oty 6pacn N onTikn o&OTNTA OO TV
apyKn eniokeyn 7,6 YpoppdTov Yo Ty opdda tov 2 gfdopu? efdouddwv mpocappoyng kot 6,1
YPOUUATOV Yo TNV opdda Tav 4 efdopddwv tposappoyns. H avaioyio tov acbevdv mov enéktevoy
T0 pecodtdotnuo TG Bepameiog Toug o€ 12 gfdopddeg ) mapomave nTav 56,9% yio v oudda tov 2
gPdouddmv Tpocapproyng kot 60,2% yio v opdado Tv 4-gfdopadmyv mpocapuoync. Kot my
tehevtaio eniokeyn mpv and v fdopada 96, To 64,9% kot 61,2% 1wV acbevdv otig opddes Twv 2
ePOoUAdmV Kot 4-BS0UASMDV TPOGUPLOYNG OVTIGTOLYA, Y0V TPOYPUUUATIGUEVT TV EXOUEVT EvEoT
o€ é€va pecodtdotnua 12 gfdopdadmv 1 ko Topamdve. Katd m didpketo Tov dedtepov £T0Vg
Bepaneiog, o1 acheveig otig opddeg TV 2 gfdondadmv kot 4 efdoudadmv Tpocappoyng Erafay Kotd
péco 6po 3.6 kat 3,7 evécelg, avtiotorya. Katd tn didpreia tng d1etong Bepamevutikng meptodov ot
acOeveic Elafav katd péco 6po 10,4 evéoelc.

To onTiKd Kot GLOTNLKE TPOPIA ACPUAEING HTOY TOPOLOL, LLE TNV ATOTEAEGLLATIKOTITO, TTOV
mapotnpninke otig Pacikéc peréteg VIEW1 ko VIEW2,

H ARIES ftav o TOAKEVTPIKY, TUYOLOTOWMLLEVT], OVOLKTIG ETOTLOVOTG, EAEYYOLEVN LE EVEPYO
oapuoko perétn ddpkelag 104 efdopddmv, og 269 acbeveic pe vypov Tomov AMD Yo TV onoia dev
glyav AaPet Oepomeio. H perétn oyedidotnke yio vo S1EPEVVHGEL TN UN-KATOTEPOTNTA OGOV APOPd, TNV
ATOTELEGLOTIKOTNTO KOODG Kol TNV 0CPAAELN. TOV SOGOAOYIKOV GYNUATOG Oepameiog Kol ETEKTOOTG,
to0 omoio Eexivnoe petd and 3 dndoyucég unviaieg d6ce1g akoAovBodeves amd pio Eveon petd omd 2
UAVES £VAVTL TOL dOGOAOYIKOD GYNUATOG Depomeiog Kot ETEKTAONG OV EEKIVNGE UETA OO TO TPMTO
£10¢ Oepoaneiog.

H perétn ARIES diepebhvnoe eniong 1o 1060010 TV 060evidv TToL ypetdotnkay Oepameio cuyvotepn
a6 kaOe 8 efdopnadec e fdon v amodgact Tov gpguvnty. And Tovg 269 acbeveic, 62 acbeveig
élafav cuyvotepn 0661, TOLAGYIOTOV Hio popd kKaTd TN didpkela TG peaétng. Ot acBeveig avtol
mapEUEvoY ot pHeAétn Ko EAafoav Bepameio cOUP@Va e TN PEATIOTN KAVIKY KpioT) TOV €pELVITH,
aALG Oyt cLyvOTEPO OO KAOE 4 efdOUAdES, Kol Ta. LecodlaoThioTo Ogpomeiog Tovg pmopodoay vo
TapoTofovV Kot TAAL 6T cLVEXELR. META TV amdQooT Yo cuyvoTepn Bepameia, To Hecod1AoTNILA
Oepaneiog Nrav Katd péco 6po 6,1 efdopnadec. Tnv ERdopdda 104, n BCVA fjtav yapnAdtepn o€
ac0eveic TOV YPEIACTNKAY IO EVTOTIKY Ogpameia, TOLAAYIGTOV piot POPA KOTA TN SIOPKELR TNG
UeAETNG, o€ cUYKplom pe acbeveic mov dev ypetdotniay kot puéon airoayn oty BCVA amd v
évapén €mg to TEAOG TNG HEAETNG NTav +2,3 + 15,6 ypdppoata. Meta&d tov acbevov mov vrofAndnkay
o€ mo ovyvn Bepaneia, To 85,5% Sotnpnoe v dpoon, ONAadn Exace Aydtepa omd 15 yphppoto kot
10 19,4% xépdioe 15 M| meprocotepa yphppata. To tpoeil acedirelag tav acbevadv mov vrofAndnkay
o€ Oepameia o cuyvn amd kaOe 8 efOopAdES, TAV GUYKPIGIHO LE Ta dedopéva aopirelag Tov VIEW
1 ko VIEW 2.

Agvtepomabés oionuo s wypaog kniidag amné CRVO
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H aopddeia kon 1 amotelespotikotnta g aplifepoéntng a&loloyndnikoy g VO TVYOIOTOMUEVEG,
TOAVKEVTPIKES, SUTAA-TVOAES, eheyXOLEVES e elkovikn Bepaneio pekétec o€ acbevelg e
devtepomafég oidnpua g wypds kniidog ardé CRVO (COPERNICUS and GALILEO) pe éva cuvoio
358 acbevav voPfAndnkav oe Oepaneio Ko nTov aloAoyGIoL Yo TV amoteAecpaTikotnTa (217 pe
apAPepoéntn) Ot nhikieg tov acbevov kopaivovtay omd 22 £mg 89 eTmv pe €va Péco 0po nAikiog 64
etv. Xtig CRVO peléreg, mepinov 10 52 % (112/217) tov acbevdv mov tuyatomomdnkay e
apMPepoéntn Nrov nAkiog 65 etdv 1 peyakvtepot kot mepinov 1o 18% (38/217) frav 75 etdv 1
peyoivtepot. Kat otig 600 pelétec, ot acbeveic toyaromomdnkay pe avaroyio 3:2 gite oe 2 mg
apAPepoénng yopnyoovueva kdoe 4 efoopadeg (2Q4) eite oty oudda eEr&yyov 6mov ElaPav
eoviKéG evéoelg kaBe 4 efoopnades Yo va GOVOAO 6 EVEGE®V.

Metd amd 6 cuveyOueVEG UNVIOIEG EVEGELS, ol acbeveic Elafav Bepameio povo dv TAnpovceov
TpoKabopiopéva KpLTpla. Exavoyoprynong g Bepamneiog, extdc omd Tovg aobeveic otnv opdda
eléyyov g perétng GALILEO, ot omoiot cuvéyicay va AapPavouy EIKOVIKES EVEGELS LEXPL TNV
gPdoudda 52. Metd omd avtd To ¥povikd onueio, 6ot ot acbeveic Tov Oepamedkay TANpovoay
mpoKabopiouéva KpLTnpia.

Kat 6115 000 pelétec, 10 KOPLo KATUANKTIKO GNUEI0 OTOTEAEGUOTIKOTITOG NTAV TO TOGOGTO TV
acOevav mov képdisav TovAdytotov 15 ypdupata oty BCVA katd v efdopndda 24 o€ cOyKplon HE
Vv apykn Tin. Mia dgvutepedovoa HETAPANTY OMOTEAEGHOTIKOTNTAG TAV 1] LETAPOAN] GTNV OTTIKNY
o&vmra katd v efSoudda 24 G6E GUYKPIOT| LE TV OPYIKT TIUN.

H dwapopd peta&d tov opddmv Bepameiog NTav oTOTIGTIKA CNUOVTIKT DVTEP TNG APAPEPGENTNC Kot
011G 000 perétec. H péyiom Peltioon oty omtikn o&utnta emitedydnke 6tovg 3 Pves e
enoKOLOVON oTOBEPOTOINOT MG TPOG TNV OMTIKY 0EVTNTA KOl MG TTPOG TO KEVIPIKO YOS TOV
AUPIPANGTPOEBOVG HEYPL TOVG 6 ufvec. H otatiotikd onpoavtikn dagopd dtutnphOnke puéypt tnv
gpdoudoa 52.

Agntopepn amoteléopata omd TNV avAaALoT| Kot TV 000 HEAET®V Tapovotdlovtar otov [livaka 3 ot
67O ZyMUa 2 TopaKATO.
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IMivakog 3: ExPdaoeig amotedeopotikdttog katd T efdopdda 24, efdopdda 52 kar efdopdda 76/100 (ITAxpng avéivon dedopévav LOCFD) otic nehéteg

COPERNICUS kot GALILEO

Expaceg COPERNICUS GALILEO

UTOTELECLATL

K6 TNTOG 24 gfoopaodeg 52 gfoopadeg 24 gfoopdosg 52 efoopdoeg 76 efdopadeg

ApMpepoint Oué AgpMBepoint | Opndda | AehPepoint Opdda [Aeipepoént [AohBepoint .« |[AoMmBepoént | Opdda | Aphpepoint
RAOQ, , o ) By Opéoa ) o
n eAéyy0 n ghéyyov n-H ehéyov Mg n eAéyyo n ghéyyov n-H
2 mg Q4 v 2 mg o 2 mg T 2 mg Q4 2 mg Q4 v 2 mg o 2 mg
(N=114) |N= |[N=114) (N = 114) (N =103) (N=114) |(N= |[(N=114) N = 114)
73) N = 73) (N=173) 73) (N=73)

Avoroyia TV

acOevav e

Képoog =15

ypéppoto 56% 12% |55% 30% 49,1% 23,3% 60% 22% 60% [32% 57,3% 29,4%

Opaong omd

TNV 0PYIKN

T

A o 0
?E’e““?ﬁ?fﬂ 44,8% 25,9% (11,8 - 26,7% (13,1 - 38,3% 27,9% 28,0%
Qopa (13,0 - (13,3 -
(95% CI) (33,0 - 56,6) 40,1) 40,3) (24,4 - 52,1) 42.7) 42,6)
Tn = < = =0,000
e p < 0,0001 0.0006 P=0,0003 0.0001 0.0004 f

Méon

petafoin

otnv BCVAD

OTMG

petpnonke pe|l7,3 -4,0 16,2 3,8 13,0 1,5 18,0 3.3 16,9 13,8 13,7 6,2

™ (12,8) (18,0) |(17,4) (17,1)  (17,7) (17,7) (12,2) (14,1) (14,8) |(18,1) (17,8)  ((17,7)

Boabuoroyia

oVayVOPLONG

YPOULULATOV

ETDRS" and

52



TV OPYIKY|
Ty (SD)

Atapopd oTov

LLEGO o b1 7 12,7 11,8 14,7 13,2 7,6

1£0050 174260 (7,7 - (6,7 - (10,8 - (8,2 - (2,1 -

[SATAE) [17:4-26 17,7) 17.,0) 18,7) 18.2) 13,1)

(95% CI)

Tym p p < p < p < p < p=0,007
p < 0,0001 0,0001 0,0001 0,0001 0,0001 0

A H Sopopd etvan 1 Tipn g opddog apAMPepcEmtng 2 mg otig efdouddeg Q4 peiov tnv Ty g opddag eAEyyov

B Aapopé kan Stéotnpa epmiotocdvng (CI) vroroyiloviot pe yprion g Sokurc Cochran-Mantel-Haenszel (CMH) npocoppocpévn yio meptoyn (Apepikt] évovtt tov
vrorowmov koopov Yo v COPERNICUS kot Evpdnn évavtt Aciog/Elpnvikod yia v GALILEO) kot katnyopia apykis g BCVA (> 20/200 ko < 20/200)

D BCVA: Best Corrected Visual Acuity
ETDRS: Early Treatment Diabetic Retinopathy Study LOCF: Last Observation Carried Forward
SD: Standard deviation
LS: Mécoc otn pébodo tov erayiotov tetpaydvov and ANCOVA

& Aogopd 6Tov péco ot pédodo Tov eloyictov TeTpaydvoy kot Stdotnua epmotocvvig (CI) pe Baon éva poviého ANCOVA pe mapdyovieg Tnv opddo Oepamneiog, v
nmepoyn (Apepikn| Evavtt Tov vedromov kdopov Yo v COPERNICUS ko Evpdnn évavtt Acioc/Elprvicod yio v GALILEO) kot tnv xatnyopio apyikn tiung BCVA
(>20/200 ko < 20/200)

B) ¥t pedétn COPERNICUS, o1 acfeveig otnv oudda eréyyov pmopovoay va Adfovy apAPEPCETTN avéloya e TIg AVAYKEG TOVG HE GVYVOTNTA Péypt Kot KGOe 4
€Bdopadeg KoTa T d1dpKeLn TNG TEPLOSOV amd TNV efdopdda 24 Emg tnv efdopdada 52° ot aobeveic eiyov emokéyelg kabe 4 efdouddeg

I 1 pehétn COPERNICUS, ot ao0gveig t060 otnv opdda gA&yxov 660 kot otnv opdda apMPepcénmc 2 mg shafav a@MPBEPGENTN 2 mg avdioyo HE TIg AVAYKEG TOVG HE
ouyvotnTa péxpt kot kabe 4 efdopddeg Eekivmvtag and v gfdoudda 52 Emg tnv fdopdada 96° o1 acbeveic elyav VITOYPEDTIKES TPLUNVIOIEG ENOKEVELS, GAAG LTOPOLGOY
VoL YOVV EMOKEYELG KO Kot [ ouyvotnTa Kabe 4 efdopddeg v ftav amopaitnto

D3 perétn GALILEO, ot acbeveic 1660 otnv opdda gAéyyov 660 kar othv opudda apMPepcéntmc 2 mg éhaBav a@AMPepoéntn 2 mg avdloya pe Tig aviykeg Tovg KaOe 8
ePdopadeg Eextvmvtag amd v fdopdoa 52 Emg v efdopdda 68 o1 acbeveic elyav vroypewtikég emokéyels kabe 8 fdopdoss.
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Yympa 2:
Katd opdda Oepamneiog yia tig peréteg COPERNICUS kot GALILEO (ITAfpng avélvon dedopévav)

Méan uerafor oy ommef ofimra

Miom peraBobf omy ammikd oflTrra

(yodupara)

(ypdupara)

20

—
L5 ]

—
=]

L8]

5
[ ]

20

13

10

Méon petafoin, amd v apyikn T Eog v gfdopade 76/100, onv omtikr o&bTnTa

COPERNICUS

+13.0

LTafepn prwiaia PRN pe pryaia PRMN pe exmeTapiva

Hooohoyia PECOBIaOT AT pECoBIasTpaT
mapakokoiinong T pakoholinong

(=]

4 8§ 12 '52013:4 20 32 36 40 44 48 52 56 60 64 63 72 V6 80 84 88 92 96 100
EfBopabes

GALILEO

137

PREN pe prwiia PRMN pe exterapéva
pecodioompara pEmobiogTpaT
mapakohouBnang Tapqeohald

Tafepr prviaia
Hoookoyia

+b8.2

+33

04 8121620 314 28 32 36 A0 44 A8 52 56 60 64 63 T2 T
Efdopadeg

——  AghifepoiTm 2 ma —@—  Oudba Ekéyyou

¥ YmoBnhwve v akhayr e opddag ehfyyou o PRN Bepareia pe aghifepofmm 2 mg

>t uedét GALILEO, 10 86,4% (n=89) ¢ opadog apipepoéntng kot to 79,4% (n=54) g
€1KOVIKNG opadog eiyav apdtwon CRVO wc apykn tyun. Kotd my efdoudda 24, avt frav 91,8%
(n=89) onv opdda aplPepoéntng Kot 85,5% (n=47) otnv ekovikn opudda. Avtég ol avaroyieg
SttnpnOniay katd v efoopndda 76 pe 84,3% (n=75) otnv opdda apPepoéntng ko 84,0% oty
EIKOVIKT] opddL.

2t perétn COPERNICUS, 10 67,5% (n=77) g opddog apiPepoéntng xor to 68,5% (n=50) g
€KoVIKNG opadog eiyav apdtoon CRVO wg apykn tipn. Kotd v efdopdda 24, avt nrav 87,4%
(n=90) oV opdda aplPepcéntng Ko 58,6% (n=34) otnv ekovikn opudda. AVTég Ol avaAoyieg

S pnOnkay katd v gfdopndada 100 pe 76,8% (n=76) otnv opdda apiPepcéntng kot 78% (n=39)
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otV €KoVIKN opdda. Ot acheveig otnv elkoVIKT opada elyov TV exthoyn va Adfovv aplPepoéntn
amo v efdopdda 24.

H evepyetikn enidpaon g Oepaneiog pe aplPepoéntn ot Aettovpyio g Opaong NTov TapoOUoLe
OTLG DTOOUAOES T®V 0oOEVAOV KOTA TNV Evapln, Le KOAN Kot U KoAN oudtoon apeiBAncotpogidonc.
O1 emdpaoeic g Bepaneiog og OAeg TIg alOAOYNGIUEG LTOOUAdES (T.). MALKia, PVAO, LAN, ap)IKN
TN OTTIKNG 0E0TNTOG, KaTAoTHoN OpdTmong apeiPAnctpoedoig, didpkela CRVO) og kdbe perén
NTOV YEVIKE GOUPOVOL LLE TO ATOTEAEGLLOTO TOV GUVOAMK®OV TANBLCUOV.

21 cvvdvacpévn avaivon tov dedopévov Tov peretmv GALILEO kot COPERNICUS,
apAPepoéntn £0e1&e ONUOVTIKA KAVIKEG 0AAUYEG OE OYEON UE TIG OPYIKES TIES EvapEng GTO
TPOKABOPIGUEVO JELTEPEVOV KATAANKTIKO OMUEI0 AMOTEAEGUATIKOTNTOS TOV AMOTEAOVGE TO
gpotpatordyo tov EBvikod Opbaipoloyikod Ivetitovtov Ontikrg Agttovpyiog (NEI VFQ-25). To
péyebog anT®MV TOV 0AAAYOV NTAV TAPOUOL0 LE EKEIVO TOV TAPOLGLALETOL GTIC ONUOGIEVUEVES
UEAETEG KOl TO 07010 avTioTol el o ovéNon KaTd 15 YpAupeTo oTNY KMUOKO «KOADTEPO,
dropbouévnc otikng o&utog» (BCVA).

Aevtepomabés oidnua s wypds kniidos omxé BRVO

H acpdiela kou 1 amoteAespotikdmra g apAPepoéntng a&loloyninKay 6€ Lo TUYOLOTOIIEVT,
TOAVKEVTPIKT], SUTAN-TLUQAY], EAEYYOLEVT LE EIKOVIKT Ogpameio perétn o acbeveig pe devtepomabég
oidnpa g oypds knAidag omd BRVO (VIBRANT) mov cvumeptddpfove npi-Kevipikn g
apeipAnotpoedikng eAEPag. Xvvolikd 181 acbeveig vroPAnOniay og Bepameio kot a&roroynonkav
v TV amoterespotikotnTa (91 pe apiPepoéntm). Ornlikiec Tov acbevav Kopaivovioav amd 42
£€m¢ 94 etdv pe éva péco 6po Nhikiag 65 etmv. Xt BRVO pelém, mepimov to 58% (53/91) tov
acfevav mov TuyotomomOnKay pe apAPepcéntn Nrav nhikiog 65 eTdv 1 peyalbtepot Kot TEPIov 10
23% (21/91) qrav 75 etdv N peyaAdtepot. Xt perérn, ot acbeveic toyaomomOnkav pe avaroyio 1:1,
gite og opado 2 mg aplPepoéntng yopnyovueva kdde 8 efoopdadec akoAovbmvTag 6 apyikéc
unviaieg evécelg, 1 o€ oudda potomnéiog A&ilep yopnyoOUEVT] GTNV OPYIKY| ETickeyn (Opudda
eréyyov Aéilep). Ot acBeveic oty opdda eréyyov Aélep pmopovoav va AaPouvv emmpdohern
ootomn&ia Aéllep (ovopaleton ¢ Oepameia dSiicwong pe Aéwlep’) onv apyn g efdoundadas 12, pe 1o
MyoTEPO ddotnpa avdpeso otic Oeponeieg 12 gfdondadec. Me Baon ta Tpokabopiopuéva KpLtipla, ot
acOeveic oty opado pe Aéep umopovoay vo Adfouvv Bepancio didcmong pe aphMpPepoéntm 2 mg
amo v efdopdda 24 pe yopnynon Kabe 4 efdopdodeg yio 3 pveg akorlovBodpuevn yo kébe 8
ePdopdoes.

>t peiétn VIBRANT, to tpmtedov KatoAnKTikd onuUeio amoTeEAESHOTIKOTITOG NTOV TO TOGOGTO
TV acevov mov képdisov Tovrdyiotov 15 ypaupoata otnv BCVA katd v fdoudda 24 oe
GUYKPION UE TNV OPYIKT OpaoT] Kol 1) Opdde TS apMPBepoEntng NTay ovaTepP TG OUAdAS
eléyyov Aéilep.

"Eva devutepehov KaToAnKTIKO ONUEl0 OMOTEAEGUOTIKOTNTAG NTAV 1) LETAPOAN OTNV OTTIKY 051 TN T
Kot Ty eBdoudda 24 6€ GUYKPLIOT LE TV OPYLIKN TLUT, 1| OTTOi0 NTOV GTUTIGTIKA GT)LLOVTIKY VITEP TNG
apMPepoénne ot perétn VIBRANT. H mopeia tng ontikng Pertimong ftav paydaio kot £QTace
UEYLOT TN OTOVG 3 UNVEG LE S1oTPNON TV OMOTEAECUATOV PEYPL TO pnva, 12.

Znv opdda tov Aélep, 67 acBeveig EhaPav Bepaneia dilowong pe apAPfepointn pe Evapén my
gPooudoa 24 (Oudda e éyyov ue evepyn Oepameio/ apiPepoéntn 2 mg) ue amotéleoua Pedtioonc
oV OnTIKN 0&OTNTO TEPimOL 5 ypdppota amd v efdopndado 24 émg 52.

Aentopepn amoteléopata omd Ty avaivon tng perétg VIBRANT mapovoidloviot otov [livaka 4
Kol 670 Zynpo 3 TopaKdT.
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Iivaxag 4: ExPdoeig amotelespotikotntog Kotd v efdoudda 24 kot efdopdada 52 (ITAnpng
avéivon dedopévaov LOCF) ot peaétn VIBRANT

ExBdoeig VIBRANT
OOTEAECLOTIKOTNTOG
24 Efoopdosg 52 Epoopdosg
AopmPepoéntn | Evepyodg ApMmPepointn
2 mg opnaoa 2 mg
Q4 ( Mélep) Q4
(N=91) (N=90) (N=91)
Avaroyia tov acBevov | 52,7% 26,7% 57,1% 41,1%
pe >15 ypappoto
KEPOOG amd TNV OPYIKY|
Tl %
Yrofuiopévn 26,6%
Sapopd™? 16,2%
(%) (13,0,40,1) p (2,0, 30,5)
(95% CI) =0,0003 p=0,0296
Tym p
Méon petaforn oty | 17,0 6,9 17,1 12,2 (11,9)
BCVA 6nog petprinke | (11,9) (12,9) (13,1)
pe t Padporoyio
avayvVAOPLoNG
ypoppdtov ETDRS
OO TNV OPYKN TIUT|
(SD)
10,5 5,2
Awgopd otov péco | (7,1, 14,0) (1,7,8,7)
o pébodo LS A1) p<0,0001 p=0,0035°"
(95% CI)
Twn p

A H dopopd gtvor n Tipn g opddog apiPepoining 2 mg otic fdouddec Q4 peiov v Tiun g opddog
e éyyov Aélep

B Atapopd kat 95% (CI) vroroyilovton pe yprion g Soxiung Mantel-Haenszel npocoppocpévn ylo meptoyn
(Apepwn évavtt lamwoviag) kot kotnyopia apytkng tiuig BCVA (> 20/200 kou < 20/200)

D LS: péon dapopd ko 95% CI Baon tov poviéhov ANCOVA pe v opdda Oeponeiog, katnyopia apyikig
Tiunig BCVA (> 20/200 ko < 20/200) ko eployn ( Notwo Apepikn évovtt lormviag) og otabepés emidpaoelg
kot apykn Ty BCVA og coppetofant.

BCVA: Best Corrected Visual Acuity

A Ao v eBdopddo 24 n Oepameio pe TV opdda Bepomeiog aphBepointng topatddnke Y10 GAOVEC TOVG
acBeveig and 4 efdondadeg oe 8 efdopddeg péypt v efdopdada 48.

B) Katd v évapén g efdopddag 24 o1 acbeveic otnv opddo Aéilep pnopovsav va AdBovv Oepamneio Sicmong

pe a@AMPepGENTN GV LITPYE TOVAGYIGTOV EVO TPOKAOOPIGHEVO KPLTHPLO ETIAOYNG. ATO TO GOVOAO, 67 acbeveig

oe out TV opdda Eafav Bepancio dSidowong pe aprPepoéntn. To otabepd docoroykd oyfua S1oOONG LE
apAPepoéntn nrav 3 popég apriPepointn 2 mg ke 4 efdopddeg arxorovBovpevo and evécelg kabe 8 efdonadec.

) OvopacTIK TIA=p
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Yympa 3: Méon petafoAin oto BCVA 6nwc petprinke andé ETDRS Babuoioyia I'pappdtov
Katd v efoopdda 52 otn perétn VIBRANT

VIBRANT
20
+17.0

+17.1

+122

MEon peraBohn omv ommkn ofuTnTa
(ypappara)

4 8 12 16 20 24 28 32 3/ 40 44 48 82

ERGopadeg

—&——  AgphPepoimn 2 mg —@—  Opdda Ehéyyou Adifep
O ap1Bpog TV acbevav pe Ko audtoon, Katd tnv Evapén g HeAETng, mov ekivnoay aymyn pe
apMPepoén N ewtonnio Aéilep nrav 60% kol 68% avtiotoya. Kotd tnv eféoudda 24 avtég ot
avoroyieg Nrav 80% xar 67% avtictorya. Xtnv opdda pe apiiPepcéntn n avaroyio T@v acbevdv pe
aipdtoon Satnpndnke péypt v fdopdda 52. Lty opdda Aéilep, 6mov ot acBeveic TAnpovoay ta
Kprriplo va Aapovv Bepameia dSiocmong pe apAfepcémtn and v efdopdda 24, n avaroyio TV
acOevov pe apdtoon ovéndnke oto 78% katd tnv efdopdda 52.

Awofntiro oionuo e wypas knAidag

H acpdiela kot amoteleopatikdtnTo TG apAPepoénmc a&toroynnkayv oe 00 TUYOLOTONUEVEG,
TOAVKEVTIPIKES, SITAG-TVQAEC, evepyd eheyydueveg pedéteg oe acbeveic pe DME (VIVIDPME and
VISTAPME) "Eva chvoro 862 acbevdv ot omoiot vrofAnnkoay oe Oepaneio kot frav a&oloynoipot
YOl ATOTEAEGLOTIKOTNTA Ol 576 TuYooTomOnkay pe aplBepcént.

O nhkiec Tov acBevav kopaivovtay and 23 €mg 87 eT@v pe éva péco 0po nikiog 63 eTdv. XTic
DME pelétec, mepimov 10 47% (268/576) twwv acbevav mov tuyatomomdnkoy pue apAPepcéntn
ntov nikiog 65 et@v M peyadvtepot kot mepimov to 9% (52/576) fitav 75 etodv ) peyoivtepot. H
TAELOVOTNTO TV 0cOEVAVY Ko oTIC dvo peAéteg eiyav Aapnn tomov 11.

Kat otig dvo pehéteg, o1 acbeveig tuyaomomOnkav pe avaroyia 1:1:1 og 1 amd 3 docoloywd
oynuoToL:

1) apAPepoéntn 2 mg, yopnyodueva Kabe 8 efdouddeg HETA amd 5 apykEC UNVicieg S0GELS
(apMPepoénn 2Q8),

2) apMPepoéntn 2 mg, yopnyoopeva kabe 4 efdouddeg (apiPepoéntn 2Q4) kot

3) dotonnéia pe Aélep g wypag knAidag (evepyn oudda EAEYYOL).

Eekvavtag amd v efdoudda 24, ot acbeveig mov mAnpovcay Evav Tpokafopiouévo 0Vdd UTMAELNG
g Opaong NTav emiéSiuol va Adpovv tpdcobetn Bepancia: ol acBeveic oty opdda g
apAPepoéntng propovcav va, Adfovv Aéilep Kat o1 aoBeveig oty opdda EAEYYOL UTopovooy va
Aapovv apMPepoimtn.

Kot otig 800 pehéteg, 10 KOPLo KOTUANKTIKO GNUELD mOTEAEGLATIKOTITAG TTOV 1 LEGT UETABOAN

Katd TV gfoopdda 52 g keAvtepa dopbwpévng opacng (BCVA) and v apyikn Ty Kot ot 3o
opadeg g apAPepoéntng 2Q8 kot apAPepoéntng 2Q4 amodeiydnKoy GTUTIGTIKA CTLOVTIKEG KOl
NTAV AVAOTEPES OC TPOG TV OLLAd EAEYYOV. AVTO TO dPEAOG daTnpnOnke uéyxpt v efdoudoa 100.

Aemtopepf anoteléopota amd v avdivon tov uedetdv VIVIDPME kon VISTAPME rapovsidlovton
otov [livaka 5 Kot 6To Zynuo 4 TopaKaTo.
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IMivaxag 5: ExPdoeig omoteheopotikdtnrog kotd v efdopudda 52 kot v efdoudda 100 (ITARpng aviivon dedopévav LOCF) otig pedéteg VIVIDPME kan

VISTAPME
Expaczs VIVIDPME VISTAPME
UTOTELEGUOTIK
oTNTA
c 52 gfoopadec 100 epoopaodeg 52 efoopddeg 100 epoopaoeg
AoMPBepot |ApMPepcé Yrapyo |AoiPepoé AohPepos Yrapyo Aehpepos AohPepoé [Yrdpyo AohPepoé |Apipepcé Yrapyo
yaa] uall vea Tn T vea T T voa T T Ve
2mg Q8" 2mgQ4 [evepyoc 2mg Q84 2mg Q4 [evepyéc 2 mg Q84 2mg Q4 |evepyés 2 mgQ8” 2 mg Q4  levepylg
(N=135) |(N=136) [Bepomei (N=135) (N=136) [Bepamei (N=151) |(N=154) Oepanci (N=151) (N=154) [Bepamnei
o o o o
(Mrep) (hérCep) (Mrtep) (Mrtep)
(N = (N = (N= (N=
132) 132) 154) 154)
Méom petoafoin
otv BCVA
OTTMG
Letpnnke pe
TOV TTivaKa. 10,7 10,5 1.2 9,4 11,4 0,7 10,7 12,5 0.2 11,1 11,5 0,9
oVoyvOPIoNG
ypoppdTomv
ETDRSF a6
TNV OPYIKN T
Agg%"f“ oV o1 9.3 10,45 12,19 o1
ﬁé@oé}o ESBI’E (6,3 - (6,5 - 8,2 10,7 (7,7 - (9,4 - 70- 10,6
(97.5% CI) 11,8) 12,0) (5,2-11,3) (7,6 - 13,8) 13,2) 15,0) 13.3) (7,1 - 14,2)
Avaroyia TV
acOevov pe > 15 31,1% 38,2% 12,1% 33,1% 38,3% 13,0%
YPALLLLOTOL 33% 32% 9% 31% 42% 8%
KEPOOG Ao TNV
OpYIKT) T




0 9 0
Prabuiouévn  R4% 23% ?16 41184 ) 23% 34% ?g ’61 _A) ?15 5’81/(1
Sgopd™E (13,5 - (126 - 19.0% R0 (135 - @241 - 30,6) 36.6)
(97,5%CI)  B34.9) 33,9) (8,0-29,9) P 33.1) 44,4) ’ ’

A Metd v évapén g Oepomeiag pe 5 unviaieg evéoeig

B 0O péoog LS kot 1o CI pe Baon éva poviého ANCOVA pe ) pérpnon apyikhg tiuig BCVA o coppetaBint kat topdyovta yio v opdda Ospaneiog. Emmpocdétag, n
neproyy] (Evpodnn/Avetparia évavtt lonwviag) cvpmeptinednke og mapdyovtag Yo tnv VIVIDPME, ka1 1o 16T0p1xd epgpdypotog tov pvokapdiov (MI) kav1 oyyeioxod
gyke@oAkol emneicodiov (CVA) og mapdyovrog yio tnv VISTAPME,

I' H Swopopd givar n opddo thg apMPepcéntng peiov v opdda vrdpyovcag evepyod Oepameiog (Milep)

A H Swapopd pe 1o didotnua epmiotosivig (CI) kat to otatioTikd Eleyyo vroloyiletal pe xpion evog oyfpatog otéduiong katd Mantel-Haenszel mpocappocsuévo Katd
neployy] (Evpdmn/Avctparia dvavt lomoviag) yio tnv VIVIDPME xan 1atpikd 1610pikd epepdypatog Tov pookapdiov (MI) 7 ayyeloxol eykepoiikod eneicodiov (CVA) yia
v VISTAPME

EBCVA: Best Corrected Visual Acuity

LOCF: Last Observation Carried Forward

LS: Méocog 6t pébodo tmv eayiotov tetpaydvav topaydprevos pécm ANCOVA
CI: Confidence interval



Yympo 4: Méon petafoin otnv BCVA 6nw¢ petpninke pe tov mivako avayvapiong yPoppdtoy
ETDRS a6 v apyikn T péxpt v efdopddo 100 otig peréteg VIVIDPME war VISTAPME

15 — VIVID

10,7

Mian petafohn otnv oTmIKA ofumTa
(vpappara)

EpBopicideg

15 = VISTA
o 1125
E +115
E 10 +11.1
P
Eg
£2
=8
g »
=
Y
§ , +0.9

4 12 20 28 36 44 52 80 68 76 84 92 100
Epdopadeg

—B—  Aghipepoimm 2 mg Q8 epfopade; —h——  AghiBepoémn 2 mg Q4 efBopadeg
—@— Ymapyouoa evepyog Bepameia (A&ilep)

O1 emdpdioeig g Bepaneiog oTic aloloynolpues vIToopddes (.. nAkio, VA0, PUAN, APYIKY TN
HbA 1c, apyxn tiun ontikng o&vmrag, tponyovuevn avil-VEGF Oeponeio) o kdbe pelémn kot ot
GUVOLOCUEVT] AVAADGCT] TAV YEVIKA GOUPMOVES LLE TO OTOTEAEGILOTO GTOVG GUVOAKOVE TANOLGOVC.

Y1i¢ pedéteg VIVIDPME o VISTAPME 36 (9%) kan 197 (43%) acBeveic Elapav mpornyovuevn
avttVEGF Ogpameia, avtictotrya, pe 3-unvn 1 ueyakntepn mepiodo Ekmivons. Ot entdpacelc g
Oepaneiog oty vroopdda Twv achevdv ot onoiot iyav Tponyovpuévaog AaPet Bepaneia pe Evay
avaotoréa Tov VEGF ftav mapdpoieg pe ekeiveg mov mapatnpnnkav oe acbeveig ot omoiot dev glyav
TponyovpuEveg AdPet Oeparneia pe évav avaotoréa VEGF.

Acbeveic pe aupotepomievpn voco ntav emhéSipot yia vo Adfouvv avtl-VEGF Oepaneia otov
Ao 0QOALO TOVG €4V 0VTO KPVOTAY avaykaio amd tov watpd. Xtn uelétn VISTAPME 217
(70,7%) acBeveig g apAPepcéntng ELafav aUEOTEPOTAEVPES EVEGELG APAPEPCETTNG PEXPL TNV
gBdopdda 100, evéd otn perétn VIVIDPME 97 (35,8%) acbeveic g apMpPepointng lapov
dwpopetikn avtl-VEGF Oepaneio otov dAho o@OaAiud tovg.

Mo aveEdptn ovykprrikn perétn (DRCR.net Protocol T) ékave ypnon evog gvéliktov
0060M0Y1KOD GYAMATOC e Bdomn avotnpd kpitipla emavainyng Oepanciog kabopldueva amod o
amoterléopata tng e&€taong OCT kan trv 6poor . Znv opddo Bepomeiog e apAPepcéntn
(n=224) v efdopdda 52, avtd TO0 S0GOAOYIKO GYTIL0L 0OONYNOE MG ATOTEAEGLO Ol 0.o0eVEiG va
happavouv éva néco 6po 9,2 evéoelg, Tov givol TaPOLOL0 LE TOV aplOpd Yopnynong 00cewv otV
oudda apiPepoéntng 2Q8 otig perétec VIVIDPME wan VISTAPME | 6mov cuvolikd n
amotelecpatikotnTo TG Bepaneioc oty opdda Bepameiog pe apiepcséntn Protocol T rav
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cvykpiowun pe v opdda e aphPepséntng 2Q8 otig pueréteg VIVIDPME wan VISTAPME, Tty
opada Protocol T mapatnprfnke vag pésog 6pog képdoug Pertioong 13,3 ypappdtov pe éva
42% tov acBevov va Egovv k€pdog TovAdytotov 15 yphppata 6Ty OpacT] TOVG amd TV OPYIKY|
Tiun. To amoteléopata acpaietog £5e1&ay OTL 1) GUVOAIKY ETIATOGCT OPOUAUKOVY KoL 1N
0POOAUIKAOV avemBOUNT®V EVEPYELDV (CLUTEPIAAUPOVOUEVAOV TOV OPTNPLOKDV
BpoupoepPorkav enercodivv — ATEs) tav cuykpicia og OAeS TiG opddes Bepaneudv oe kbbe
LEAETT Kot HETOED TV LEAETMV.

H VIOLET, po ToAKEVTPIKT, TUYALOTOUNUEVT], AVOLKTHG EXICT|LOVOTC, EAEYYOLEVT] UE EVEPYO
oapuaxo perétn 100 efdopdadmv, oe acbeveig pe Awapnricd Oidnuo g Qypac Kniidag (DME),
GUVEKPIVE TPiol SLPOPETIKA dOGOAOYIKA GynuaTa TG apMPepcéntng 2 mg yia ) Beponeio Tov
Awpnrikod Ownpatog g Qypbg Kniidag (DME), petd and tovidyiotov Evav ypdvo Bepameiog
ue otabepd PHEGOSOCTANOTA, KATH TOV 0Toio 1) Oepamneia Eexivioe e S dtadoyikég unviaieg
d0oelg akorovbovpeveg amd yopnynon kabe 2 univec. H pedét a&lohdynoe m un-katotepdtra
™G aeMPepoéntng 2 mg yop1yYOULEVNG LEGH VOGS HOCOAOYIKOD Gynuatog Bepameiog kot
enéktaong (2T&E omov ta dtuotiuato tov evésewmy datnpndnkay 61o eAdyioto TV 8
EPOOUAOMY KOl OTOSIOKA ETEKTAONKAY PAGEL TOV KAVIK®V KOl OVATOMK®DV OTOTEAEGUATOV) KoL
g aeMPepoéntne 2 mg yopryoOUeEVNG avaroya. pe Tic avaykeg (2PRN omov ot acbeveig
mapokorlovBodvtav kdbe 4 efSopddeg Kot 1 yoprynomn ywotav otav ypewalotav, pe fdon ta
KAMVIKG Kol 0VOTOUKG OTOTEAECLLATOY), GE GUYKPLOT UE TNV 0QAPEPCETTN 2 Mg YOPTYOOLEVNG
KkéOe 8 efoopnades (2Q8) yia to devrepo Kot Tpito £10G Bepameiog.

To xOp1o KataAnkTikd onpeio omoteleopuatikotntog (aAroyn otnv BCVA amd v évapén émg
v gfdopdda 52) nrav 0,5 £ 6,7 ypaupota otny opdde 2T&E kot 1,7 + 6,8 ypaupoata oty
opada 2PRN og oOykpion pe 0,4 + 6,7 ypaupoata oty opdada 2Q8, emTUYYAVOVTOS GTATIOTIKT
pun-korotepdtnta (p <0,0001 Kot yua tig 600 cvykpicels, NI tepimpro 4 ypappdrwv). Ot
aArayég otnv BCVA amd v évapén émg v efdopdda 100 ftav 6 cLVETELD e TO
amoteréopara tng efoopnadag 52: -0,1 £ 9,1 ypdppota oty opdde 2T&E kot 1,8 + 9,0 ypdupata
otV opada 2PRN og otykpion pe 0,1 + 7,2 ypappota otnv opdda 2Q8. O pécog aptBpoc
gveéoemv og dtaotnua 100 efdopddmv Nrav 12,3, 10,0 ko 11,5 yia ta 2Q8fix, 2T&E ot 2PRN,
avTicTOoLY .

Tao Tpoid ac@dAelog mg TPOC To 0POUALIKE Kol GLGTNIKG GVUPAUOTO Kol OTIC 3 OUAdES
Oepameiog NTav Tapdpola pe avtd Tov Tapatnpnnkay otic facikég ueréteg VIVID kot VISTA.

2y opdda 2T&E, ot avENcelg kot o1 LEIDGELS T LEGOIAGTNLLATO TNG EVESTS NTOV OTN
SLOKPLTIKT] EVYEPELD TOV EPEVVITI. 2T UEAETN cvoTHONKAY owénoelg TV 2 BSopddwV.

Neoayysiwon tov xopLoeldois A0yw v miog

H aoopddeia kor 1 amotelecpotikotnta g aprPepoéntng a&loroyndnkay oe pia

TUYOLOTOIN UEVT], TOAVKEVTPIKT], SUTAN TOPAT, EAEYXOUEVN LE EIKOVIKO PAPUOKO LEAETT OE
Actdtec aoBeveic pe poomiky CNV.

"Eva. 6Ovoro 121 acBevav vroPAndnkov ce Oepomeio kot fray a&L0OA0YNGLUOL Yo,
amotelecpatikotnta (90 pe apiPepoéntn). Ot nhikieg tov acbevov kopaivovtay amd 27 éwg 83
ETOV PE péom Tiun ta 58 . Xt perétn g povomnikng CNV, mepimov 1o 36% (33/91) tv
acOevav mov Tuyotomombnkay og Oepaneia pe aprPepoéntn frav nhikiog 65 etV M
peyaAvtepol ko mepinov o 10% (9/91) frav 75 etmdv M peyakvtepot.

Ot acBeveic ToyoomomOniay og avaroyia 3:1 yio va AdPovv gite 2 mg aplPepcointn
EVOOVAAOEIIKA 1] EVECELG EIKOVIKOD QOPLAKOL YOPTYOOUEVES Lo pOpd KOTA TNV Evapén TG
UEAETNG e TPOGOETEG EVEGEIC YOPTYOVLEVEG UNMVICIWOG GE TEPITTMOT ETUOVAG 1] VITOTPOTNG TNG
vocov pEypt v gfdopdda 24, dtav afloloyndnke To KOPLO KOTAANKTIKO onueio. Koatd v
gfooudda 24, o1 acBeveig ol omoiot eiyav apyikd TuyatomoBel o eKOVIKO PAPLOKO HTOV
KATOAANAOL LTOYNPLOL Y10, Vo Adfovy TV Tp®dTN 060N TG apAMPBEPTENTNG. AKoAovBmS, o1
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acBeveic kot 6TIg 600 OUAdES GUVENIGAY VO VOl KATAAANAOL VTTOYN PO Yo TPOSHETEG EVESELS OF
TEPIMTOGT EMLUOVNG 1] VTOTPOTNG TNG VOGOU.

H dwopopd petald tov opddmv Bepameiog fTov GTATIOTIKA OTULOVTIKT VITEP TG APAPBEPCETTNG
Y10l TO KOPLo KaTaANKTikd onueio (uetaforn oty BCVA) kot 1o emiPefatmticd devtepedov
KOTOANKTIKO ONUEl0 amoTeAesLoTIKOTNTAG (Ovoloyia TV acBevdv Tov képdioav 15 ypaupoto
omv BCVA) katd v gfdopdda 24 ce chykpion pe v apyikn Tien. Ot dtapopés Kot yio ta 600
KatoAnKTiKd onueio Statnpndnkoay mg v efoopdda 48.

Aentopepn amoteléopata omd TV avaivon tng peréms MYRROR rmoapovcialoviol otov
[Tivaka 6 Kot 6T0 ZyMuo S TopaKdTo.

Hivakog 6: ExBdoeig anotedespotikdmog katd v efdopdada 24 (kbhpla avédivon) Kot Kot tnv
eBdoudda 48 otn uedétn MYRROR (ITAYpng avdlvon dedouévawv LOCFY)
Expaceg MYRROR
GROTEAEGPATIKOTTOS 24 EBdopdadeg 48 EBdopadeg
AoMpepoéntn | Ewkovikd | AphPepoéntn | Ewkoviko
2 mg oappoxko | 2 mg oappaxo/
(N=90) (N=31) | (N=90) AoMpepoéntn
2 mg
(N=31

Méon petaforn oty
BCVAP 6rog petpninke pe

) Padporoyio avayvdpiong 12,1 -2,0 13,5 3,9
ypoppdtov ETDRS and v (8,3) 9,7 (8,8) (14,3)
OPYUKN TLUA

(SD)?

Awopopd oTov PEGO GTN 14,1 9,5

uébodoAE) (10,8 -17,4) (5,4-13,7)

(95% CI)

Avaroyia Tov aclevav pe >

15 ypbpparta képdog amd v | 38,9% 9,7% 50,0% 29,0%
OPYIKY TIN

Srabopévn dopopd =Y 29,2% 21,0%

(95% CI) (14,4 - 44,0) (1,9-40,1)

A) LOCF: Last Observation Carried Forward

B BCVA: Best Corrected Visual Acuity

ETDRS: Early Treatment Diabetic Retinopathy Study

SD: Standard Deviation (Tumikr andkiion)

D Méooc LS: Mécog ot péfodo twv ehoyictmv tetpaydvov mapaydpevog péom poviéhov ANCOVA
8 CI: Confidence Interval

EYMLS péon drapopd kar 95% CI Bdoet evog poviéhov ANCOVA pe v opdda Oepaneiog kot
ydpa (ovouacieg ydpag) g otabepés emdpacels, kot tnv apyikn tTiun BCVA oc¢ copuetopfint).

D H Suapopd ko n T 95% CI vroroyilovton pe yprion g dokiung Cochran-Mantel-Haenszel
(CMH) mpocaplocpévn yio T xopa (OVOUUGIES yhpag)
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Yympa S: Méon petafoin and v apyikn Tiun éog v ERdopdda 48 otnv ontikn o&dtnta Kotd
opdda Bepamneiog yro ) pedétn MYRROR (ITAnpng avéivon dedopévav, LOCF)

MYRROR

15

+13.5

+39

Méon perapohr oty otmikh ofiTnTa
(ypapuara)

s ERBopdBec
——  Aghipepoimm 2 my —@— Opdda ehéyyou

Hondozpidg minbuvopdg

O Evponaikoc Opyoviopudg appakov Exel SOCEL OTaALAY| OO TNV VITOYPEWGT] VTOPOANS TOV
ATTOTELEGUATOV TOV UEAETMV UE TO PUPIOKEVTIKO TPOIOV avVOpPOPAC TOV TEPIEYEL APAMPEPCETTN O
OAEG TIC VITOKOTNYOPiEG TOV TOdITPIKOD TANOLGUOY GToVE TANOLGHOVE VYPOL TOov AMD, CRVO,
BRVO, DME xat pvorikng CNV (BA. mapdypago 4.2 yio TANpopopieg GYETIKA Le TNV TOUSIOTPLKN
xpnon).

5.2 @oppokoKivnTIKES 1O10TNTES

H aplPepoéntn yopnyeitor anevbeiog 610 VAAOEEG GO Y10 VAL ACKNOEL TIG TOTIKEG OPACELG
TOV GTOV 0POOAUO.

Amoppdonon / Kotavoun

H apMPepoéntn amoppopdtot apyd amd Tov 0POUAUO GTN GLGTNUATIKT KUKAOQOPIO UETE TV
EVOODAADON YOPNYNOT| Kol TAPATNPEITAL GTN GLGTNUATIKT KUKAOQOPio KUPImG ™G £V, AVEVEPYO,
ot10bep6 cvpmioko pe tov VEGF. Evtovtolg, povo n «erevBepn apliPepcséntn» etvar tkavn va
deopevoet tov evdoyevny VEGF.

e o QapUOKOKIVITIKT VItopeAéTn o€ 6 acbeveig pe veoayysiaxn, vypod Tomov AMD pe cuyvn
detypatoAnyio, ot LEYIOTEG GLYKEVTIPMGELS TAUGUATOG TG eEAeVePNG APAPBEPGERTNC (CLGTNOTIKN
Crax) NTOV YOUNAES, ne uéon tun mepinov 0,02 pikpoypappapio/ml (evpog 0 £wc 0,054) evtog 1 mg 3
NUEPDV UETH atd EVOODAAOEIDIKT £veon 2 mg, KoL TaV U aviyveDGIUES 000 EPOOUAdES LETE TN
yopNyNnon g d6ong oyed6V o€ OAovg Tovg acbeveic. H apiPepointn de cucoompeveTal 6To TAGGHA
LE TNV EVOODAAOEISIKT Yoprynom kdébe 4 gfoouddec.

H péon péyiotn ovykévipmon nAdopatog tng ekevbepng apliPepoéntng eivar nepintov 50 Emg 500
POPEC KATM A0 TN GLYKEVTIPMOOT| AQAPEPGETTNG OV ATOLTEITOL Y10 TNV OVAGTOAN TNG PLOA0YIKNG
dpaoctnprotntag Tov cvotnuatikod VEGF katd 50% o poviéha o {ma, ota omoio mapatnpnoniey
UETAPOAEG TNG APTNPLOKTC TTESTC APOTOV TO KUKAOQOPOUVTA EMimeda TG eAe00epT g apMPepoéntng
£€pBacav mepinov ta 10 pkpoypappdpio/ml, kol enécTpEYe TNV APYIKN TN OTAV Ta EMINESN EMECAV
Kato amod mepinov 1 kpoypouudpro/ml. Extipudtot 6Tt petd v evOoDOAOEIOIKN Yopnynomn 2 mg
otovg aobeveic, N Héon HEYIOTN CLYKEVTP®OT TAAGLOTOG TG EAEVBEPNC apAPepTEnTNC Elvol TAVM
a6 100 popég xauniotepn amd Tn GLYKEVTIPMOT] TG APAPEPCETTNG TOL ATOLTEITOL Y1 Tr] OECUEVOT)
tov ovotnuatikod VEGF katd to fuiocv g puéyiomg g (2,91 pixpoypappdpro/ml) o puo pehétn
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HE VYIElG €0EAOVTEC. ZVVERMDC, GLOTNUOTIKES PUPLOKOOVVOUIKES EMOPACELS, OTWOC LETABOAEC TNG
apTNPLOKNG TTieong, etvar amiBoves.

Doppokokvntikég vroperéteg oe aobeveic pe CRVO, BRVO, DME 1 pvomiky CNV pe péon Crax
g eAeBepng apAPepoénng 610 TAAGHA NTa Topdpo pe Tig Tiég o€ evpog: 0,03 émg 0,05
pikpoypappdapto/ml kot o atopkég Tipég dev Egmépacay ta 0,14 pkpoypoppdpro/ml. Xvvendg, ol
GUYKEVTIPMGELS TG EAeVBePN G aPMPEPGENTNC 6TO TAAGHO KOOOPIGOV TIC TIES YOUUNAOTEPQ 1) KOVTE
GTO KOTMTEPO EMIMEDO KATM amwd T OPLOL AViyVeELONG YeVIKA £vTOG ping efdopdadac. Mn aviyvedoipeg
GUYKEVTPMGELS EMTEVYONKAY TPLY ad TNV EMOUEVT YOpNyNoN HeTd and 4 efOopddeg oe OAOVG TOVG
acOeveic.

Amofoin
Agdopévov Tov 0Tl 1 apAPepointn eitvar Evag Bepamevticdg mapdyovtag pe Paon tpwTeiv, dgv
£yovv poayuatomombei peréteg petafoiopom.

H eletbepn aplPepoéntn deopevel tov VEGF yuo va oynparticest éva 6tabepd, adpaveég
ouumAoko. Onmg Kot e dAAeg peydieg mpmTeives, elval avapevopevo 0Tt n kdBapon 1060 TG
eAeb0epng 000 Kot TG SeoUEVUEVNC OQAMPBEPGETTNG YIVETOL HEGH TPMOTEOADTIKOD KOTAPOAMGLOD.

Neppikn dvcAettovpyio
Agv &govv mpaypotomoindel e101kéc ueAéteg oe acheveic pe veepikn dveAettovpyia e v
apMPepoénn.

H gappoaxokvntiky| avédivon tov acbevav ot perétn VIEW2, and toug omoiovg to 40% &iye
veppikn duciettovpyio (24% Nma, 15% pétpra kot 1% cofapn), dev amokdivye dopopég 6GovV
AQPOPE. TIC GLYKEVTPMGEIC TAUCUOTOG TOV OPOCTIKOD PAPUAKOD HETA 0t EVOODOAOELDIKT YOPyNoT
Kké0e 4 1 8 efdopddes.

[opouon amoteréopota Tapatnpnnkav oe acbeveig ue CRVO ot perétn GALILEO, og acOeveig
pe DME o1 pekétn VIVIDPME, kot o acbeveis pe poomik CNV ot pedétn MYRROR.

5.3 IIpoxvika dgdopéva Yo TNV 0oQaAieLo

Emdpdaoeig mov mopatnpndnkoy oe pn kKAMvikég LEAETEG GYETIKA LE TNV TOEIKOTNTO
enovolopPavopevev d0cemv, dSlumotddnkav pévo g cLoTNHOTIKY £kBeon Tov BewpnOnke OTL NTOV
GNUOVTIKA TAV® OO TO avATATO 0p1o £KOEGNC TOV OVOPOTOL LETH aTd EVOODAAOEIDIKT YOPTYNON
oTNV TPooPLLOHEVT] KAVIKT] dOGT, VTOONADVOVTAG LUKPT] CUGYETION LE TNV KAVIKY| YP1ION.

Mopatnpndnkov dSefpdoelg kol EEEAKMOELS TOL OVATVELGTIKOV EMONAIOD OTIG PVIKEG KOYYEG O
TONKOLE GTOVG OTOIOVE £Y1vE EVOODAAOEISIKT YOPTYNOT APAPEPGENTNG, LUE CLOTNUOTIKY £KOeon
whvo amd ) péytotn €kbeon tov avBpmmov. H cuatnuatikn éxbeomn pe faon Ty Cmax kot AUC
v TV ghevbepn aprPepoéntn frav nepitov 200 kot 700 popég vynAdTEPT, OvTicTOr N, OTAV
oLYKPIONKE [E TIC AVTIOTOYEG TILEG TTOV TTOPATIPHONKAYV GTOVE AVOPOTOLG LUETA OO
£vO0DAA0EIDIKT 00T 2 mE. XTO AvAOTOTO EXINESO GTO 07010 deV TapaTNPNONKAY OVETIOVUNTEG
gvépyeleg (NOAEL) tov 0,5 mg/opbaiud otovg mbniovg, 1 cuotnpatikn ékbeon ntov 42 kot 56
@opéc vynAotepn pe Péon ™V Crax kot AUC, avtictoryo.

Agv &govv mpaypotomon el peAéteg yio Ty evogyouevn HETOAAAELOYOVO 1 KOpPKIVOYOVO dpaior TG
apAPepoEnTNG.

Mua enidpaon g apMPepsentng oty evoounTpla ovamTuén katadsiydnke oe peléteg g eUPPLIKNG
avantuéng o £ykva KovvéMa pe evoopAEPia (3 £wg 60 mg/kg) kabmg kon vrodopia (0,1 émg 1 mg/kg)
yopnynon. To eninedo NOAEL g untépag tav ot 06on tov 3 mg/kg 1 1 mg/kg, avtictotya.
NOAEL y1o. tnv gmidpoomn oty ovamtuén dev avayvopiomke. X 66on tov 0,1 mg/kg, n
ovotnpatikn ékBeon pe Baor TV Cmax Kot T copevtik] AUC yio v ehevbepn apiifepointn o
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nepimov 17 kan 10 popéc vymAodTepn, aviictoryo, 6tav cLYKPIONKE LE TIG OvVTIGTOLYEG TYLEC TTOV
mapoTn P ONKaY 6TOVG AvOpP®OTOVS LETE amd EVOODAAOEIDKT] dO0T TV 2 mg.

O1 emdpaoEIC TNV AVOPIKT KoL YOVOIKEID YOVILOTNTO, a&loA0yNONKav m¢ HEPOG LIaG OUNVNG LEAETNG
o€ mBNKoLg pe evOoPAEPLa yopnynon aoiPepoéntng oe 60celg mov KuudvOnkay and 3 éwc 30 mg/kg.
IHopatnpndnke amovcio 1 akovoévietn epunvoppucio pe petaforés ota eninedo Twv OnAvkdv
OPLOVAV OVOTOPAY®YNS Kol LETOPOAEC TN LOPPOAOYID KO KIVITIKOTNTO TOV GTEPUATOS, GE OAN TO
enineda d0omg. Me Baomn TV Cuax kot AUC yo v ehedBepn apAiPepcéntn mov mopatnpndnkoy otnv
evoopAéPra doom Tov 3 mg/kg, N cvetnuatikn £kBeon Mtav mepimov 4.900 ko 1.500 popég
VYNAOTEPT, OvVTioTOLYNM, OO TV £KkBEOM TTOL TapATNPNONKE GTOVG AVOPDTOVG PETA 0o
€vooDaA0g1dIKT 600T 2 mg. OAeg 01 LETOPOAES NTAV AVACTPEYUEG,

6. PAPMAKEYTIKEX IAHPO®OPIEX
6.1 Kardhroyog ekdéymv

O&wo vatpro, TpEvudpo

O&wd 0&Y (Tarydpoppo) 100%

Zaxkyopdln

XAp1ovyo vaTplo

[MoAvcopPiko 20 (E 432)

"Yowp yio evécipa

6.2 AovppotoTnTeg

EXeiyel peletmv oyetikd e ™ copupfatotnta, To Topdv QoPUIKEVTIKO TPOIOV 0V TPEMEL VA,
AVOUELYVOETOL UE GAND POPLOKEVTIKG TPOTOVTAL.

6.3 Awbpkewa Long

2 xpovia

6.4 Iowitepeg TPo@LAAGEELS KOTA TN QUAUEN TOV TTPOIOVTOG

dvrdooete oe yoyeio (2°C éwg 8°C).

Mnv KatayOyETE.

DvAdccETE GTOV APYIKO TEPLEKTN Y10 VO, TPOGTATEVETOL OTTO TO YOG,

H «helot xoyédn g aplPepoéning uropel vo pUAGGGETOL EKTOG Wuyeiov kdtwm Tmv 25° C

uéypt 24 mpeg. Metd 10 avolypa Tov QLoiidiov, Tpoy®pnote 6€ d10d1KAGIo VIO ACTTTES

cuvonKec.

6.5 @Von Kol GLOTUTIKG TOV TEPLEKTY

KaBe xovuti meprhappdvet Eva yodivo @aAidto tomov I mov mepiéyel ovopaotikd 6yko TAnpwong 278
UIKPOAITP®OV S10ADUATOG Y10 EVOODAAOEIDIKT EVEGT] LE EAACTOUEPEC ELOGTIKG TOUN EIGYMDPNOTG KOl
OO aAovpviov, Kot Bedova pe piktpo 18G. Kabe proridio mapéyet o@éiiun TocoTNTO Y100 TN
yopnynon uiag povo d6ong twv S0 piKkporitpmv mov mepEyovy 2 mg a@APepcEntnG.

Méyeboc cvokevaciog 1 praAidto + 1 fedlova pe pidtpo.

6.6 Iowitepeg TPOPVAGEELS UmOPPLYNG KO GALOG YEPLONOG

To @loAido TpoopileTar yio pic povo ypnion Hovo g Evay oeHaAud.
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Kd&Be praridro mepiéyel mepliocdTEPT TOGOTNTA OO TV GLVIGTAOUEVT 00T TV 2 Mg AQAPEPCETTNG
(1oodvvapn pe 0,05 ml). O emmAéov dykog Ba mpémet va amoppreBel mpv amd ™ Yoprynon.

To d1dAvpa Ba Tpémel va eleyybel omtikd yio TuYOV EEVI GOUATIOWKT VAN KOUT OTOYPOUATIGUO 1] Yo
KéOe peTafoAn TNS PLOIKNG ELPAVIONG TPV AT TN XPNOT|. 1€ TEPIMTMON TOL TALPATNPEITAL KATL 0d
TO TOLPOTAVE®, OTOPPIYTE TO PAPLOKEVTIKO TPOIOV.

BeAldva pe pidtpo:

BD Blunt Filter (Fill) BeA6va, oyt yia éveon oto déppa.

Mnv anootelpavete v BD Blunt Filter (Fill) Belova.

H BeAdva pe oiktpo givar un mopetoydvoc. Mny Ty ¥p1CIUOTOLEITE EAV 1) ETUEPOVS CUOKELAGI
elval KATESTPOAULEVT.

Amoppiyte T ypnowonompévn Berdva BD Blunt Filter (Fill) o gykexpipuévo culrhéktn arypunpov
OVTIKEWEV@OV.

IIpocoyn: H emavaypnoiponoinon g erdvag pe piktpo pmopel va odnynoet oe Aoipwén 1 dAin
acBéveln / Tpavpaticud.

[ v evéoborocdikn éveon, mpénet va ypnoponombet Berova éveone 30 G x 2 inch.

AQuPESTE TO TANGTIKO TAOUO, KO ATOAVUAVETE TO
eEMTEPIKO UEPOG TOV EANGTIKOD TMOOTOG ELGYDPTONG
TOV PLALdioV.

—
e~

Yuvvdéote ) Perova pe pidtpo 18 G, 5 micron wov
TOPEXETAL GTO KOVTL GE 0L ATOGTEPOHUEVT] GUPLYYOL /\
Luer-lock tov 1 ml. , BeAdva pe (p/l):'t)pl

YrpdEte ™ PfeAOva avappOENonG LEGO GTO KEVTPO TOV TMUATOS EICYMPNONG TOL PLoAdiov uéypt
N Peldva va eicaydel evieAdc uEca 6To PLaAIdI0 Kot To dKpo TE vo ayyi&el Tov Tbuéva Tov
QloAdiov.

XPpNOIUOTOIDVTOG ACTTITY TEYVIKT, OVTANGTE OAO TO TEPLEXOUEVO TOV Prodiov Eiyzey péoa otn
ovPLYYQ , SLTNPDOVTAG TO PLOAISI0 o€ Opbia BEom, ELaPPDC KEKAMUEVO Y1 VO, S1EVKOADVETE TNV
PN dvtinon. ['o v anotponn g elcaymyne aépa, emPefaidote 611 To dKpo TG PeAdvag
pe eiAtpo eivon PuBiopévo pHésa 6To VYPO. ZVVEYIOTE VO, YEPVETE TO PLAAISI0 KATE TNV AVIANON
KPOTMOVTOG TO GKkpo TG Pehdvag pe eidtpo Pubicuévo péoa
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Ardghupa

To dkpo TNG
Behovag koiTagel
TTROG T KATW

Bepaiwbeite 6011 M pafdoc tov euforov Exet Tpafnytel ETaPKMOS TPOC TO TGM KATA TNV EKKEVAOOT)
TOV QLOALDIOV, ETCL OGTE VO AOELBGEL TANPWOC 1 PEAOVAL.

Aoapéote T Pehdva, pe QidTpo Kol amoppiyte TNV e

cmoTO TPOTO.

Inueioon: H Berdva pe oidtpo dev mpoopiletorn yio

VoL YP1CILOTOLEITAL Y10 EVOODOAOELIIKT] EVEDT).

o

BeAova éveong- |

XPNOHOTOIDVTAG GONTTY TEXVIKY], TEPIOTPEYTE
otabepd o Berova éveong 30 G x Y4 inch. 6to dxpo

Luer-lock tng cvpryyoc.

Kpatdvrag tn ovpryyo pe ) Belova va kortdlel mpog ta Tavm, eEAEYETE TN cLPLYYa Yo
@uoaAideg. Eqv vdpyovv @uoaiideg, KTUTNOTE AmOAN TN cUPLYYQ LE TO SAKTLAS Gag UEYPL OAEG

01 PLGOAIdES Vo avEBoLV 6TO OV PEPOG.

E&aieiyte OAeg TIC pUGOALDES KOl ATOPGALETE TNV TEPICGELN TOV PAPUAKEVTIKOD TPOTOVTOC,
méCovtag opya To EPPolro, £T61 MGTE TO EMNESO AKPOo ToV gUPOAOL Vo evBuypapeTel pe T
ypapun mov vrodekvoet 0,05 ml endvo otn cvpryya.
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AidAhupa petd Tnv amofolr] Twv
PuoaAidwv aépa Kal TnG
TTEPICOEING PUPHAKOU

Ipappn docohoyiag

0,05 ml / 1]
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10. | To @loAidio mpoopileTor yia pio povo ypnon.

KéOe aypnoiuomointo oprokenTiko Tpoiov 1 VIOAEYLUE TPETEL VO, ATOPPITTETOL COUPDVO UE
TG KOTA TOTOLG 1oYVOVGES GYeTIKES dratdels. H e€aywyn molhamidv d0cemv and éva eroridio
umopel va 0v&NGEL ToV Kivouvo ETUOAVONC 1] ETOKOAOVONC QAEYLLOVIG.

7. KATOXOX THX AAEIAYX KYKAO®OPIAX

Zaktady Farmaceutyczne POLPHARMA S.A.
ul. Pelplinska 19, 83-200 Starogard Gdanski
[oAwvia

8. APIOMOZXZ(OI) AAETAYX KYKAO®OPIAX

EU/1/25/1963/002

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHY THX AAEIAX

Huepounvia mpdng £ykpiong:

10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY

Aentopepeic TAnpoeopieg yio 10 TOPOV QUPLOKEVTIKO TPOTOV glvar S100€c1eg GTOV SIKTLOKS TOTO
tov Evponaikod Opyavicpod Oopudkov: http://www.ema.europa.eu
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http://www.ema.europa.eu/

ITAPAPTHMA 11

IHHAPAXKEYAXTHYX THX BIOAOT'IKQX APAXTIKHE OYZIAX KAI
ITAPAXKEYAXTHYX YIIEYOYNOZX I'TA THN AITOAEEMEYXH TQN ITAPTIAQN

OPOI'H ITEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH
AAAOI OPOI KAT AITAITHXEIX THX AAETAYX KYKAO®OPIAX

OPOI'H HEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AIIOTEAEXMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX
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A. HAPAXKEYAXTHX THX BIOAOTI'IKQX APAXTIKHE OYXIAX KAI
IHAPAXKEYAXTHX YIIEYOYNOZX I'lA THN AITOAEEMEYXH TQN ITAPTIAQN

‘Ovopa kot 61evfuvon Tov TapaoKELAOTH THS BLOAOYIKAOC dPUCTIKNG OVGIOC

Mycenax Biotech Inc.

1F, No.6, and 1,2,3,5F., No.8, and 2F., No.10.
Kedung 3rd Road

Jhunan Township

Miaoli County 35053

Taipav (R.O.C.)

Ovoua kot d1e06vven Tov TOPUCKELOGTN OV £ivol VITELOVVOC Y10l TNV OTOOEGUEVCT] TOV TAPTIOWV

KYMOS S.L.

Ronda De Can Fatj6 7b
Parc Tecnologic Del Valles
Cerdanyola Del Valles
Barcelona

08290

Iomavia

270 £VTUTIO POAAO 00N YLDV YPNONG TOV PAPUOUKEVTIKOD TPOIOVTOG TPETEL VO, VLY PAPETAL TO OVOUM
Kol 1 d1evBuvoT ToL TAPUCKELAGTN TTOL glval VIEHOVVOG YOl TNV ATOSEGUEVOT TG GYETIKNG TAPTIOAC.
B. OPOI'H NEPIOPIZMOI ZXETIKA ME TH AIAGEXH KAI TH XPHXH

DoproKeLTIKO TPOIOVY Y10 TO 000 amatteitan Teplopicuév wtpikn cuvtayn (BA. mapdptmua I:
[epiinym tov Xapoktnpiotikdv tov [Ipoidvtog, mapdypagog 4.2).

I. AAAOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAX

+  Ex0¢osic meprodikng mapaxorovdnong g acpdieiac (PSURS)

Ot amaitioelg yuo v vroPoin tov PSURS 1o 1o ev Ady® @appoakentikd mpoiov opiloviotl 6Tov
KaTdAoyo pe Tig nuepounvieg avapopds s Evoong (katdrloyoc EURD) mov mapatifetol otnv

Tapdypoeo 7, Tov dpbpov 107y, g odnyiag 2001/83/EK kot kdbe emakdAovOng entkalpomoinong
OTIMG OMUOCIEVETAL GTIV EVPMOTOIKT SIKTVOKT TOAT| Y10, TO, APUAKOL.

A. OPOI'H ITEPIOPIXEMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEXMATIKH
XPHZIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

o Yyéor0 owyeiprong Kivovvov (XAK)

0O Kdaroyog Aderog Kukhopopiog (KAK) Oa dieaydyet Tig amoitodpeEVEG SpaoTnPLOTNTES Kot
TOPEUPAGELS PUPLOKOETAYPOTVIONG OTTMG KOTAYPAPOVTOL AETTOUEPMDG 6TO GLUPOVNOEY XAK mov

nmapovotdletar otny evotnra 1.8.2 g adetag kKukhopopiag Kot 0molecdNmote ETaKOA0LOES
gykekpipéveg avabempnoeig tov TAK.

"Eva emkapormompévo XAK Ba mpénet va katatebet:
*  Metd and aitnpa tov Evponaikod opyovicpov apuikoy,
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*  OnotedNToTE TPOTOMOLEITAL TO GVOTN A S1aYEIPLONC KIVOHVOD, EI01KE MG ATOTEAEG O ANYNG VEDV
TANPOPOPLDY TOV UTOPOVY VO EMUPEPOVY GNUAVTIKT OARAYT O GYE0T 0PEAOVS-KIVOHVOL 1) G
AmOTELEG LA TG EMTEVENG EVOG OTLLAVTLIKOD OPOGTILOV ((POPLLOKOETAYPOTVIION 1] EAAYLGTOTOINGN
Kvovvov).

Eév n voPoin poag PSUR kou n emikaponoinon tov XAK cvunintovyv, dhvatol va katatedovv
TOVTOYPOVO.

2votmuo Pappakoemaypbmynong

O KAK mpénet va 8106¢QpaAicel OTL TO GUGTNO PAPLOKOETOYPOTVIGNG TOL TAPOVGLALETOL GTNV
evotnra 1.8.1 g adetag kKukAopopiag £xet eykotaoctadei Kot Aeitovpyel Tpv Kot Kotd T S1dpKeLd
KUKAOQOPIOG TOL PUPUAKEVTIKOD TPOIOVTOG GTNV ayopd.

* EmnpdécOeta pétpa ehoyrotomoinoeng Kivovvou

O KAK é£yet supoovioet va mapdoyel EDPOTUKO EKTAOELTIKO VAKO Yo o Eiyzey. [lpw amd v
KuKlogopia kot katd T ddpkeln {ong Tov Tpoidvtog oe kdbe Kpdtog Méhog, 0 KAK Oa cuppavncet
Y10l TO TEAKO EKTTONOEVTIKO LAKO pe v EOvikn Apuddio Apyn.

0O KAK dwopairilel, oe cuvéyeio cuintnoemv kot cuppwviog pe tig EOvicég Apuodieg Apyég o K0be
Kpdtog Méhog mov 10 Eiyzey kukiopopei, 6Tt o mapéyetar oe OAeG TIC 0POUALOAOYIKEG KAVIKEG, TTOV
to Eiyzey avopévetat va ypnoiporotndel, EmKapomompéVo ToKETO TANPOPOPLOVY Y10l TOV 1ATPO TOV
Ba mepiéyel ta akdoAovba oTotyeio:

* ITAnpoeopiec mTov apopobv TOVG 10TPOHS

*  Mayvntookdnnon g dtadtkaciog evOODAAOEISIKNG £vEONS

*  Ewovoypappa g dtadtkaciog evOoDOAOEIOIKNG £VESNG

*  Tloxéta mAnpoeopidv yia Tov acbevi

Ot AN poPopies Y10 TOV 10TPO GTO EKTOOEVTIKO VAWK TPEMEL VO TEPIEXOVV TA TAPAKATO OVGLHIN

otoyeio:

- Teyvucég yia evdoarog1dikn Eveon coumepiiapfovouévng e ypnong piag Belova éveong 30
G, kot g yoviag Eyyoong

- EmBefaioon 6t 1 mpoyepuspévn oopryya kot to loAidlo tpoopiloviot poévo yua pio xprion

- H avéykn yuo tv amofoir nepicosiog 0ykov amd ) cvptyya npv amd tnv éveon Eiyzey yuo
TNV amoeLYN VIEPSOCOAOYING

- [apakorobnon v acBevdv petd v evOoDOAOEIDIKT £VEST) GLUTEPTAAUPAVOUEVG TG
TOPOKOA0VONGNG TNE 0TTTIKNG 0EVTNTOC Kot avENGNG TNE EVOOPOIAIIOG TTigong LeTd TV £veon

- Boaokd onpeio Kot cOUTTOUATO TOV OVETIOOUNTOV EVEPYELDVY OV GYeTI(OVTOL UE
€vO0DAAOEIDIKT £vEST cupmepAapPoavopévng TNG EvOopBaAuiTidng, TG EVOOPOAALLOG
QAEYLOVIG, TNG avENuévNg evooeBdAag Tieons, T PHENS Tov perayypoov emdniiov Tov
AUPIPANGTPOEIBOVG KOl TOV KOTAPPOKT

- TINuvaikeg aoBeveic og avamapaywyikn nAio Tpénet vo AGBovV OmTOTELEGUATIKT OVTIGOAAYN
Kol 01 £YKVEG Yuvaikeg o€ Oa mpémet va AdPovv to Eiyzey

To maK€To evNUEP®ONG TOV 0GOEVMY TOL EKTOOEVTIKOD VALKOD Yol EVIjAIKO TANBLGUO TeEpLapuPavel

£€va EVIIEPOTIKO 00MY0 0loBEVODG Kot Lo 0KOVGTIKT £€K606T avTov. O eviUep@TIKOG 001YOG 060gVOVG

TEPIEYEL TIC OKOLOVOEC 0VOIDOEIC TANPOPOPiES:

o  DvAlo Odnyudv Xpnong

ITowot Ba Tpémer va Bepamevovtan pe to Eiyzey

IMog va mpoetopaotei yio ) Oepancia pe Eiyzey

Mo givar ta frpata wov akorovbovv T Bepaneia pe Eiyzey

Boowd onpeia Kot GOUTTOUOTO TOV GOPAPOV aveTIBOUNTOV EVEPYELDYV GUUTEPTAAUPBAVOUEVNC TNG

evdoeOaAUiTIONC, TNG EVOOEOALLLLOG PAEYLOVIG, TNG ENIEVNS eVOOPBAALLOG Ttieonc, TG PRENG

TOV peAayypoov emfnAiov Tov apEIPANCGTPOEBODE Kal TOV KATUPPAKTN

o [l6te va avalntioel enetyovca povTidn amd ToVG EMOYYEALOTIEG TOV TOUEN VYETNG

o T'vvaikeg acbeveic o avamapaymykn nikic TPETEL vo AAPOVY OTOTEAEGUOTIKY] OVTIGVAANYT] Ko
o1 éykveg yovaikeg 0g Oa mpémel va AdPovv to Eiyzey.
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ITAPAPTHMA IIT

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIX I1OY ITIPEIIEI NA ANAT'PA@ONTAI XTHN EZQTEPIKH XYXKEYAXIA
KOYTI
IHPOI'EMIXMENH XYPIITA

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Eiyzey 40 mg/ml evéoipo dtdlvpa og Tpoyepicévn chptyya

apMPepoénn

| 2. YXYNOEXH XE APAXTIKH OYXIA

1 mpoyeopuévn cvpryya mepiéyet 6,6 mg apiPepoéntng o€ 0,165 ml dSroAvpatog (40 mg/ml).

| 3. KATAAOIOX EKAOXQN

"Exdoya: 0&ucd vaTplo, Tpiévudpo, 0Eikd oD (taydpopeo) 100%, caxyapdln, yAwplovyo vatpio,
moAvcopPucod 20 (E 432), 6dmp yia evéoyo. BA. 1o pOAAO 001 yL®dV ¥PNONE Y10, TEPALTEP®
TANPOQOpiEC.

| 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Evéoipo didlvpa og Tpoyspicpévn copryyo

1 mpoyeopuévn cvpryya mepiéyet 6,6 mg apiPepoénng oe 0,165 ml dreddpotoc (40 mg/ml).
Movn| 6601 tov 2 mg/0,05 ml.

| S. TPOIIOX KAI OAOX XOPHI'HXHX

Evdotalogdikn yopnynon

INo pia pévo ypnon.

AwPaote 10 QUALO 0INYIOV XPNOTG TPV 0T TN YPNOT.

Avolyete TNV amooTEPO®UEVT] KOWEAT LOVO €vTOg TNG Kabaprg aibovcag yopnynone.
IIepiooeia dykov mpémel va apotpeitol Tpv omd TV EVEoT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
ITPOION MPEITEI NA ®YAAXXETAI XE OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na purdcoetal o€ Béon, v onoia dev PAETOLY Kot dev Tpooeyyilovv T Todid.

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

| 8. HMEPOMHNIA AHEHX

AHEH
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| 9. EIAIKEX XYNOHKEYX ®YAAZEHX

dvidcoete og yoyeio. Mnv katayyete. DVAGGGETE GTOV 0PYIKO TEPLEKTT Y10 VO, TPOGTUTEVETOL OO
T0 QWG.
H pn avorypévn xoyéin pmopel va puioyBel ektog yoyeiov kdtm amd 25°C yio émog Kot 24 dpe..

10. IAIAITEPEX TIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®PAPMAKEYTIKQN ITPOIONTOQN ‘H TQN
YIHHOAEIMMATQN ITOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

| 11. ONOMA KATAIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

{logo}

Zaktady Farmaceutyczne POLPHARMA S.A.
ul. Pelplinska 19, 83-200 Starogard Gdanski
IMolwvia

[12. API®MOZX(OI) AAEIAZ KYKAO®OPIAX

EU/1/25/1963/001

| 13. APIOMOX APTIAAX

[aprtida

| 14. TENIKH KATATAZH I'TA TH ATAGEXH

| 15. OAHTIEX XPHIHZ

‘ 16. HAHPO®OPIEX XE BRAILLE

H oitioddynon yio va unv mepiainedei n ypoen Braille givon amodekr).

17.  MONAAIKOX ANAINQPILTIKOZ KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160100T0TOG YPOUU®TOS KOdKag (2D) mov pépel Tov TEPIANPBEVTA LOVAITKO OVAYVOPLGTIKO KOIIKO.

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

PC
SN
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ENAEIZEIX ITOY ITPEITEI NA ANAT'PA®ONTAI XTO ®YAAO THX XYXKEYAXIAX
TYIIOY BLISTER

YYXKEYAXIA KYYEAHX I'TA THN

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Eiyzey 40 mg/ml evéoipo didlopa
apMPepoéntn

| 2. YXYNOEXH XE APAXTIKH OYXIA

1 mpoyepopévn ovpryya mepiéxet 6,6 mg apiPepoéntmg o 0,165 ml Sroddvporog (40 mg/ml).

| 3. KATAAOIOZ EKAOXQN

| 4. GAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

1 mpoyeopuévn cvpryya mepiéyetl 6,6 mg apAPepoéntng o€ 0,165 ml dwAvpuatog (40 mg/ml)
Movn| 6601 tov 2 mg/0,05 ml.

‘ S. TPOITIOX KAI OAOX XOPHI'HXHX

Evdotoiogidikn yopiynon

INo pia pévo ypnon.

Awaote T0 PUALO 0INYIOV XPNONG TPV OO TN XPTON.

Avolyete TNV amooTEPOUEVT] KOWEAT LOVO €vTOg NG Kabaprg aiBovcag yopnynons.
[Tepiooeia 6yKov pémetl va aporpeitor Tpv omd v Eveon).

6. EIAIKH ITPOEIAOITIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN IIPOXEITIZOYN TA ITATAIA

Na eurdooetal o€ 0€om, TNV omoia dev PAETOLY Kot dev Tpooeyyilovy To Toudid.

(7. AAAH(EZ) EIAIKH(EX) IPOEIAOIIOIHZH(EIX), EAN EINAI ATIAPAITHTH(EX)
8. HMEPOMHNIA AHEHE
AHEH

| 9. EIAIKEYX YYNOHKEYX OYAAZHX

dvidooete og yoyeio. Mnv katayiyete. DVAGGOETE GTOV OPYIKO TEPLEKTT Y10l VO, TPOGTUTEVETOL OO
TO QWG
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10. IATIAITEPEX TIPO®YAAZEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I1OY TPOEPXONTAI AIIO AYTA, EQ@OXON AITAITEITAI

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

{logo}
Zaktady Farmaceutyczne POLPHARMA S.A.
ul. Pelplinska 19, 83-200 Starogard Gdanski

TToAwvia

[12. APIOMOZ(OI) AAEIAX KYKAO®OPIAX

EU/1/25/1963/001

| 13. APIOMOX ITAPTIAAX

[aprtioa

‘ 14. I'ENIKH KATATAZEH I'lA TH ATAGEXH

[ 15. OAHTIEX XPHIHX

‘ 16. HAHPO®OPIEX XE BRAILLE

H ortioddynon vy va unv mepianedei n ypooen Braille ivon amodekr).
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX
MIKPEXETOIXEIQAEIX XYXKEYAXIEX
ENNIXHMANXH

INPOI'EMIEMENH XYPIITA

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX XOPHIHXHZX

Eiyzey 40 mg/ml evéoipo didivpa
apMPepoéntn
Evdotalogdikn yopnynon

2. TPOIIOX XOPHTHEIHX
| 3. HMEPOMHNIA AHEHX
EXP

4. APIOMOZX ITAPTIAAX

Lot

| 5. INEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

0,165 ml

6. AAAAXTOIXEIA
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ENAEIZEIX I1OY IIPEIIEI NA ANAT'PAOONTAI XTHN EZEQTEPIKH XYXKEYAXIA
KOYTI
PIAAIAIO

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Eiyzey 40 mg/ml gvéoipo didlvpa og eloridlo

apMPepoéntn

‘ 2. YXYNGOEXH XE APAXTIKH OYXIA

1 proAidwo mepreyet 11,12 mg aprPepoéntne oe 0,278 ml dwoddparog (40 mg/ml).

| 3. KATAAOTI'OX EKAOXQN

"Exdoya: o&wd vdrtpio, Tp1évudpo, 0&d o&L (maydpopeo) 100%, caxyapdln, yAwptovyo vatpio,
molvcopPucd 20 (E 432), 00wp yia evéoipa. BA. to @OALO 0dny1dV ¥pNomng Yo TeEpoLTEP®
TANPOQOpPiEG.

| 4. GAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Evéopo didivpa og groridlo
1 goAioo wepiéyet 11,12 mg apMPepaéntng oe 0,278 ml droivpartog (40 mg/ml).
18G Berdva pe pidtpo.

Movn 8601 tov 2 mg/0,05 ml.

‘ S. TPOITIOX KAI OAOX XOPHI'HXHX

Evdotoiogidikn yopnynon

T'o pia yprion povo.

Awpaote 10 PUALO 0INYIOV XPNOTG TPV OO TN YPNOT.

H nepicoein 6ykov mpénet va aporpeital mptv amd v Eveon.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
ITPOION MPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na euldcoetal o€ 0éon, TV onoia dev PAETOLY Kot dev Tpooeyyilovv To Tadid.

(7. AAAH(EX) EIAIKH(EZ) TPOEIAONIOIHEH(EIY), EAN EINAI ATIAPAITHTH(EY) |

[8.  HMEPOMHNIA AHEHX |
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AHZEH

‘ 9. EIAIKEX XYNOHKEYX ®YAAZHX

DvAdocete o€ Yyouyeio. Mnv kataydyete. DuAACCETE GTOV apyIKd TEPIEKTT Y10 VO TPOCTATEVETUL O
70 e®G. To pun avoryuévo eraridlo pmopel vo puAiaydei extdg yoyeiov kdto amd 25°C yo Emg kot 24
MpPEC.

10. IAIAITEPEX IIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKOQN MPOIONTQN 'H TQN
YIHHOAEIMMATQN ITOY ITPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

‘ 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAYX KYKAO®OPIAX

{logo}

Zaktady Farmaceutyczne POLPHARMA S.A.
ul. Pelplinska 19, 83-200 Starogard Gdanski
[Tohwvia

| 12. APIOMOZXZ(OI) AAETAY KYKAO®OPIAX

EU/1/25/1963/002

| 13. APIOMOZX MAPTIAAY

[oprtioa

| 14. I'ENIKH KATATAEH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

‘ 16. INAHPO®OPIEX XE BRAILLE

H ortioddynon yio va, umv tepiaAneBei n ypoen Braille sivon amodekt.

17.  MONAAIKOX ANAINQPILTIKOZ KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPUUU®TOS KOdKag (2D) mov pépet Tov mTePIAN@BEVTA. LOVASTKO OVaYVEOPLGTIKO KOOTKO.

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ENNIXHMANXH

PIAAIAIO

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX XOPHI'HEZHX

Eiyzey 40 mg/ml evéoipo didlopa
apMPepoéntn
Evdotoiogidikn yopnynon

2. TPOIIOX XOPHTHIHX
3. HMEPOMHNIA AHEHE
EXP

4. APIOMOX ITAPTIAAX

Lot

S. HEPIEXOMENO KATA BAPOX, KAT' OI'KO 'H KATA MONAAA

11,12 mg/0,278 ml

6. AAAAXTOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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@viro oonYLOV ypions: Iinpoopics Yo Tov a.60evi)

Eiyzey 40 mg/ml gvéoipo d1divpa 6g Tpoyepiopév) cvpryya
apMPepoénn

V To @dpporo ovtd telel VIO GCLUTANPOUATIKY TopaKoloVONGN. AVTo Bo eMITPEYEL TO YPTYOPO
TPOGIOPIoUO VEOV TANPOQOPLOV acpdielos. Mmopeite va Ponbnoete pécw g avagopds mbavmv
AVETOOUNTOV EVEPYELDVY OV eVOEYOUEVOC TTapovotldlete. BA. Téhog tng mapaypdpov 4 yio Tov TpOTO
avaQopag avemBOUNTOV EVEPYELDV.

AP aoTe TPOGEKTIKA OAOKANPO TO GVALO 00N YLAOV YPNOGNS TPLY GaS YoPN YN0l avTHd TO PappaKo,
00Ty TEPAOPPAVEL CNUOVTIKEG TANPOPOPIES YL GO,

- DuraEte avtd To EUALO 0dNYIBV Yprione. Towg ypelaotel va to dafdoete Eavd.

- Edv &yete mepartépm amopiec, pmTNOTE TOV Y1ATPO GOG.

- Edv mapotnproete Kamola avemiBountn evépyela, EVIUEPDGTE TOV YIUTPO GOC. AVTO IGYVEL KOl
v K60 mhavy avemBOUNTN eVEPYELD TOV OEV AVAPEPETAL GTO TAPOV PUALO OONYIDV YPTONG.
B\éne mopdypago 4.

T epréyer To Tapév eVALo 00NYLAOV

Tt efvan 10 Eiyzey kot mowa ivon 1 xprion tov
Tinpémel va yvopilete mpv cog yopnynbei to Eiyzey
[og Ba cog yopnynOel to Eiyzey

[MBavég avemBounteg evépyeteg

Iag va puidcoete T0 Eiyzey

[epreydpeva T GVCKELOGING KOl AOUTEG TANPOPOPIES

SNk L=

1. T eivan 10 Eiyzey kot oo givar n ypijon tov

To Eiyzey givon éva dtdAvpa mov yopnyeitol pe Eveor PEca 6TO HATL 6TOVG EVIIAMKEG Yo TN Bepoameia
KOTOOTACE®MY TOL LOTION TTOL ovopdlovtal

- veoayyelokn (VYpov TOTOV) NAIKLOKT EKPOAIOT TNG ®YPAS KNAidag (vypov Thmov AMD),

- doTapayn ¢ 0pacng amd devtepomafég oidnua TG yPac KNAIdaG Tov opeileTal o€
amoppatn eAEPag tov apeiPinotpocdoic (Kiadikne RVO (BRVO) 1 kevipikig RVO
(CRVO)),

- pelmpévn opacn Aoym Stafntikod o uatog g oypds kniidag (DME),

- UEL®UEVT Opacm AOY® VEOryYEImONG TOV YOP10ed0ovg AdY® pomiog (Lvortky CNV).

H aplPepoénn, n dpactikn ovsia tov Eiyzey, arokieiel T dpactnploTnta piog opddug
TapayovTov, mov sival yvootol g VEGF-A (ayyelaxdg evoodniiaxkdg avéntikdg mopdyovtag A) Kot
PIGF (mhaxovvTtiokdg avEnTikog Tapdyovtog).

e aobeveic pe vypod THmov AMD kot pveniky CNV |, avtoi ol Tapdyovtee, 6tav Ppickovial og
avénpévn TosoTNTA, GLGYETILOVTOL GTO LN PUGIOAOYIKO GYNUOTIGIO VEDV GLHLOPOP®Y QYYEIDV GTO
péti. Avtd ta véa apo@dpa ayyeion Lropovv va TpoKoAEGOVVY T S10pPOoT| GUGTATIKOV OiLOTOC HEGH
07O UATL KO ETOKOAOLON PAGPN TOV 16TOV TOV HoTIOL 7OV gival vTtevHLVOL Yo TV OpacT).

Xe aoBeveig pe CRVO, cvpaivel amogpa&n oto KHplo aplopopo oy yeio Tov PETAPEPEL QLo LokpLdL
amo Tov OUEIPANCTPOEDT). Q¢ amdvtnon, To enineda tov VEGF av&dvovton tpokaimvtag tn dioppon
VYPOV HEGH OTOV AUPIPANGTPOEIDN Kot KATH cLVERELD 001 YOOV o€ £€oidnom e oypdac kniidag, (To
TUALA TOV aUEPBANGTPOEO0E OV £ival LITEKBVVO Yo TN AETTH OpacT) KOTAGTOOT TOL OVOUALETOL
oidnpa g oypdag knAidag. Otav n oypd knAida yepilel pe vypo, n KeVIpikn OpacT yivetat BoAr.

e acbBeveig pe BRVO, o 1 mepiocdtepeg SoKAAIMOELS TOL KUPLOL OLLOPOPOL 0Ly YEIOD TOL
UETAPEPEL TO Oiipa LoKPLd omd Tov apeiAnotposidn, epnodiletal. Qg emaxdiovbo, ta eninedo VEGF
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aLEAVOVTOL TPOKAADVTOS TNV SL0PPOT] VYPOV EVTOS TOL AUPPANCTPOEION KOl GUVETMC TPOKAADVTOG
oldnpa g oypdhs KnAidag.

To SrafnTikd oidnua TG OYPAc KNAISAG Eival TO «POVCKMUONTOV AUPIPANGTPOEBOVG TO 0TO10
ovpPaivel oe acBeveig pe dafrn AOY® d1oppong VYPOL AT TO ALULOPOPA ayyeio EVTOG TG WYPAS
knAidoc. H oyxpd kniida etvar o tuipa tov apeiBAnotpogldong vaedBuvo yia v kain opact. Otav
N @Ypa KNAida yepilet pe vypo, n KeVIpIKN Opacn yivetar OoAn.

To Eiyzey éyet katadetybel 6T oTopatd v avantuén vémv I QUGLOAOYIKAV ALHOPOP®V OyYEI®V GTO
pdti, ta omoia ovyva mapovcidovy dapporn vYpov 1 apoppayovv. To Eiyzey umopel va Pondnoet
6TN oTafepomoinon Kal, 68 TOAAEG TEPIMTMOGELG, TN PEATIOON TNG UTOAELNG TNG OPACTG TOV
oyetileton pe v vypov tomov AMD, CRVO, BRVO, DME kot poomki) CNV.

2. T npéner vo. yvopilete Tpiv cog yopnynOei to Eiyzey

Agv 0a cag yopnynOei to Eiyzey

- edv glote allepykol otV apAPepcéntn 1| 6 0mol0dNTOTE AALO 0d TA GLGTATIKG AVTOD TOV
oapudxov (avagépovtal oty Tapdypaeo 6).

- €4 €xete evepyn M evogyOUeVT LOAVVGT HEGT 1 YOP® amd TO UATL (0@OaApKY 1 TEPLOPOAAUIKN
Aotpwén).

- edv €xete coPopn eAeypHovny TOL HaToD (Tov LITOdEIKVETAL 0md TOVO 1} EpLOPOTNTAL).

IIposgidomoun|oelg Kol TPoPUAAEELS

AmevBuvbeite otov Yiatpd cag mpwv cag xopnynOel to Eiyzey:

- edv €xete YAAOK®LO.

- €4V €xete 16TOPIKO Aapuyemv N eEOPOUATOV TNV 0PUcT] GOC Kot €AV Exete uia Eagvikn avénon
Tov pey€bovng Kot Tov apdpol TV eE0pmUATOV.

- €dv mpaypatomomOnKe 1 eival TPOYPOULOTIGUEVT YEPOLPYIKT EXEUPAOT GTOV 0QOOALS Gag
EVTOG TMV TTPOTYOVLEVAOV 1) TOV ETOUEVOV TECCAPOV ERSOUASOV.

- gav €yete coPfapn popeny CRVO 1 BRVO (1oyayuiky CRVO 11 BRVO), 1 Oepameia pe to Eiyzey
d¢ cvvioTdTot.

Emum\éov, eivan onpavticd vo, yvopilete 0Tt

- N ac@dAielo Kot 1 amoteAespoTIKOTNTA TOV Eiyzey tav yopnyeitot kot 6tovg dVo opBaiong
TaLTOYpova dev Exovv peietnBel cuoTnuUaTIKG Kot €6V Yivel xpnomn He avTo Tov TPOTO UTOpPEl va
avénOel 0 KivouVOg VO TOPOVGCLUGTOVY YEVIKG aVETIOOUNTEG EVEPYELEC.

- o1 gvéoelc pe to Eiyzey pumopolv va mpokorécovy po adENoT 6TV TEGT TOV LTI
(evboBdApa wieon) o opicpévoug acbeveic viog 60 Aemtdv amd v éveon. O yatpdc cog Oa
TOPUKOAOVONGEL TNV TTiEGN TOV UATION PETA TNV EVEOT).

- €av avamtHéete o LOAVVOT 1| PAEYUOVT GTO E0MTEPIKO TOV LoTlov (evoo@OaApitidn) 1y dAleC
eMITAOKES, UTOpEl va eppavicete o@BoAUIKO TOVO 1 ovénuévn ducpopia, emdsvovpevn
gpLBpOTNTA TOL HOTIOD, BOAN 1 pHEl®UEVT OpacT), Kot avénuévn evaictncio 610 PG,
OO0 0N TOTE GLUTTAOUATO. EIVOL CTLLOVTIKO VO, S0y VOGTOVY KOl VO AVTILETOTIGTOVY OGO TO
duvaTOV GUVTOUOTEPQ.

- 0 YTpog cag Oo eLEyEet edv £xete dALOVG TaPAYOVTES KIVOHVOL TOL UTopEl va avénoovy v
mOavoTTo PRENG N ATOKOAANOTG GE UG €K TO OTPAOWOV GTO ToW UEPOS TOV OQOAAOD
(amokdAAN o aUEPANCTPOEIDOVE N PHEN Kot priEN 1 0TOKOAANGT TOV pelayypoov extOniiov
TOV AUEIPANGTPOED0VC, 0TOTE GE aVTN TNV TepinTmon 10 Eiyzey 0o mpémel va yopnynOel pe
TPOGOYN.

- 1o Eiyzey dev mpémet va ypnoipomoteital Kotd tn didpkela TG EyKVUOGUVNG EKTOG €6V TO
EVOEYOUEVO OQELOG VTTEPTEPEL TOV EVOEYOLEVOD KIVOVVOL Y10, TO 0yEVVNTO PPEPOG.

- 01 YUVOIKEG GE OVOTOPOY®YIKN NAIKIO TPETEL VAL YPT|CLOTOLOVV ATTOTEAEGILOTIKT OVTIGOAATIYN
KaTd TN SrdpKelo TG Bepameiog Kot Yo, TOLAGYIGTOV TPELS EMTALOV UNVEC LETA TV TEAEL T
éveon tov Eiyzey.
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H ovomuatikn gypion avacstorémv tov VEGE, mopdpoiwv ovciodv pe ekeiveg mov mepiéyet 1o Eiyzey,
oyetifeton duvnrikd pe Tov kivouvo dnpovpyiog Bpoppov Tov aipatog ot omoiot epdlovy ta apoedpa
ayyeia (meprototikd OpopufoeuOAKOY apTNPLOKOY ETEIGOSIMYV) TOV UTOPEL VO 00N YICOVV GE
KapOLOK TPOGPOAT] 1 AYYELOKO EYKEPAALKO EMEICOO10. Ae@PNTIKA LITAPYEL £VaG KivOLVOog TETOIMV
ocuppaviov petd v éveon tov Eiyzey oto pdtt. Yndpyovv meplopiopéva de00UEVA Yo TV AGPAAELD
ot Bepaneia acBevov pe CRVO, BRVO, DME kot poomikr) CNV ot omoiot éxovv vrootel aryygiokd
EYKEPOAMKO ETMEIGOII0 1| EAAPPV EYKEQPUMKO (TAPOSTKO 1GYOLUIKO ENEITOO10) 1 KapSlokh TPocsPoin
€VTOG T®V TTPoTNyoveEveOVY 6 unvav. Edv kémoto and avtd cag apopd, o Eiyzey Oa yopnynOel pe
TPOGOYN.

Yrdpyel povo meplopicpuévn eumelpio 6t Bepamneio

- acBevov pe DME Aoyo dwafnn tomov 1.

- SfnTiKk®v pe ToAd vyMAEG pEaeg TIREC cakydpov Tov aipatog (HbAlc dvw tov 12%).

- SwfnTiK®v pe o Tanon tov 0eBoiudv Tov Tpokaisital amd to dtofrytn 1 omoio ovoudleTal
TOPOYOYIKN SNTiky apeBAncTposidonddeia.

Agv vrapyet epmeipio otn Oepameio

- acBevav pe ofeleg AoumEeic.

- acBevov pe dAleg TabNoelg ToV 0PBUAL®Y OTT®G amTOKOAANGT TOL AUEPANCTPOEISOVS 1) O
NG OYPAC KNALdAG.

- SWPNTIK®OV PE UN EAEYYOLEVT), DYNAT 0pTNPLOKT TTEDT).

- un Aclatadv acBevov pe poomky CNV.,

- acOevav ot omoiot £yovv Tpornyovpévag vtofinbei oe Bepamneio yio poomiky CNV.

- acOevav pe PAAPeg EEm amd To KeEVTPKd onpeio TG wypdc knAidag (eEmPobpikéc PAaPec) yia
poomk CNV.

Edv xémo10 amd ta mapomdve Gog apopd, o Yatpog oag Oa Adel voyn avthy v EAAenym
TANPOQOPLDY OTOV Gag yopnynoel Bepameio pe o Eiyzey.

IHowa kot éenpor
H ypnon tov Eiyzey oe maidid 1 eprifoug niikiog kdtw tov 18 etdv dev €xet peretnOel.

Alra pappaxo kot Eiyzey
Evnuepmote tov yiatpd Gog edv xpNOYLOTOLEITE, EXETE TPOGPATO XPNCULOTOGEL 1] LITopEl va
YPTOULOTOUGETE GAA PAPLLOKDL.

Kinon ko Onrhaopog

- IMvaikeg og avamopay®yki NAKIO TPETEL VO YPNCUYLOTOOVY OTOTEAECUATIKT] OVTIGOAANYT
Katd T d1dpKeln TG Bepameiog Kot Yo TOVAGYIOTOV TPELG EMMAEOV UNVEG PUETA TNV TEAELTAINL
éveon tov Eiyzey.

- Agv vrapyet epmeipio amd ™ ypnon tov Eiyzey oe £ykveg yovaikes. To Eiyzey dev mpénet va,
YPTOLLOTOLEITOL KATE, TN S1APKELN TNG EYKVHOGVVIG EKTOC GV TO EVOEYOLEVO OPEAOG VITEPTEPEL
TOV gvdgXOLEVOL Kvduvo Yo o EuPpuo. Edv eiobe £ykvog 1 oyedidlete va peivete €ykvog,
ov{ntote yuo 1o 0o avTod e Tov yuTpd cag Tpv ) Oepamneia pe o Eiyzey.

- Mikpég mocotnteg Tov Eiyzey pnopei va mepdoovv oto avBpamivo yaia. Ol eMmTOOELS 6TO
veoyvd/Ppépog mov OnAalet etvar dyvooteg. To Eiyzey dev cuviotdtol Katd Ty S1dpKeLD TOL
Onraopov. Eav Onlalete, culnmote pe tov yiotpd cog mptv amod v Oepaneia pe Eiyzey.

00o1ynoN Kol LEPIGUOG POV HATOV

Metd v éveon cog pe to Eiyzey, pmopel va epQaviceTe 0pIoHEVES TPOCOPIVES UTAPAYES TNG
opaonc. Mnv oonyeite 1 ye1pileote pnyaviuoto Yo 660 ¥povikd SAcTnia S1opKoVV aVTEG Ol
SloTapayéc.

INRAVTIKEG TANPOQOPIES GYETIKA PUE OpLopéVa 6VETATIKA TOV Elyzey

To pdppoaKo avTd TEPLEYEL
- Myotepo amd 1 mmol vatpiov (23 mg) avd 6661, dnA. 0VCIACTIKA eival «eAevBepo vaTpiovy.
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- 0,015 mg moAvcopPikov 20 cg kdbe 66on 0,05 ml wov 1odvvauovy pe 0,3 mg/ml. Ta
TOALGOPPLKE uopel Vo TPOKAAEGOVV AAAEPYIKES aVTIOPAGELS. Eviuepdote Tov 10tpd Gog o
€XETE YVOOTEG OAAEPYIES.

3. Hog Ba cag yopnynOei o Eiyzey

"Evag yiatpdg éumelpog ot yopnynon evécemv oto patt Ba Kavel v €veon tov Eiyzey péoa oto pdrt
oG Vo donmreg (KabBapég Kol Le amooTelp®oT)) GUVONKES.

H ocvvietdpevn do6on eivar 2 mg apAiepoémnng (0,05 ml).
To Eiyzey yopnyeitan g éveon péca 610 pdtt 6og (evOoHaAogldtkn éveon).

Ipw v éveon, o Y1atpog cag Ba ¥PMGILOTOTGEL ATOAVUOVTIKO 0QBaAUKO S1dAvua Yo va Kabapioet
TO ATl OOG TPOGEKTIKG, £TGL MGTE va. amopevybel  poivven. O yuutpdg cag Bo cag xopnynoet eniong
€va ToTKO ovacHNTIKO Yo VoL EAUTTMGEL 1] VO, ATOTPEYEL TOV TTOVO TTOL {0MG GO TPOKOAECEL 1] EVEOT).

Yypo¥ 1omov AMD

Ot acBeveic pe vypov ToTov AMD Ba Aaupdvovv Bepaneia pe pio Eveon avd unqva, yio TpeLg
SL0doyIKEG DOGEIC KOl GTN CLUVEXELD e o akOpe, Eveon UETE omd GALOVG 6V0 PNVES.

O y1atpoc oag B0 amoPacicel dv T0 pecodldotnio TG Bepameiog avapecso oTIG EVEGELG UTOPEL VA
StnpnBet yio kéBe 600 punveg 1 Ba Tpémel otadiakd vo enektadel o pecodlaoTIUOTO TOV 2- M
4efdopddwv epdcov 1 KoTdoTaot cag £xel otabeponomBeil. Edv n katdotaon cag emdetvabel, to
LEGOJIACTN LA AVALESO TIG EVEGELS UTOPEL vaL pHeBET.

Extég €dv mapovcidoete kamoo tpdPfAnua 1 6og cuUBovAEYEeL S10POPETIKA O YIUTPOS GOG, OV
VILAPYEL AVAYKT] OO EGAG VO EMOKEPTEITE TO YIOTPO GOG OTNV TEPI000 PETAED TV EVEGEMV.

Aevteporalbéc Oidnuo e QLypdc Knlidoc oxd CRVO

O ywrpdc oag Oa kabopicet To o anotelecpotikod fepanevticd Tpdypapa yio esic. o Eekvnoete
T Oepameia cog pe po oepd amd unvicieg evéoelg Eiyzey.

To ypovikd didotnua avipeso e dvo evécelg og Ba Tpémetl va etvar PIKpOTEPA OO £Vl UVA.

Edv n xatdotaon oag dev Pertiwbei petd toug mpdTovg tpeic unveg Bepameiag, o yiotpog cag pmopet
vo amoacicetl va atapatnost ) Oeponeio pe 1o Eiyzey.

Oroav 0 ytpdc cog Bemwpnoetl 0TL 1| KaTAoTOOT G0g Tapauével otafepn yuo Tpeic unveg vo Bepomeia,
n Bepancio pmopei va otapatiost. Eqv kpibei anapaimto, ta pecodiactriuata g Oepaneiog pmopel
va enektafovv mEpav Tov evog unvoc. Edv 1 Katdotaon cog apyicel Vo ETOEVMVETOL PETE, TN
dwokomn ¢ Oepameiag, Oa Tpémel va yivel emovainyn g Oepamneiog.

Zuvnbwg, o yiotpog cag Oa cog eEetdlel katd tn S1dpKeld TV EToKEYE®VY TNG Eveong. Edv ta
UEGOSCTNUATO, TOV OEPOTELDV Elval LEYOADTEPQ GO £VO, VA, O YITPOG GOG UTOPEL VO AmoPacicel
va cog e€etalel cuyvotepa. Oa ypeloTel, 6TV TEPITTOOT 0VTH, VO KAveTe emmpdcdeta povtefov yo
e€etdoelc pe o Y1Tpo oag HeTaEd TV EVECEMV.

Agvtepomtafis oidnua g Oypag knAidas amé RVO (khaowki RVO 1] kevrpki) RVO)

O y10tpdc oag Ba kabopioet 1o mo amoTEAEGHOTIKG OEPUTEVTIKO TPOYPOULY Vi EGAC. Oa EeKivioeTe
™ Bepaneia cog pe po oelpd and unviaieg evéoelg Eiyzey.

Ta ypovikd SaoTioTo avapeso o€ dVo evEoelg Og Ba Tpémet va lvar LIKpOTEPO, OO Eva Pnva.
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O ywTpog oag umopel va amopaciost Tn dtakonm g Bepaneiag e to Eiyzey edv dev emweeieiote and
auTh.

H Oepancio oag 0o cuveyiotel pe pnviaieg evéoeig uéxpt va otabeponombei n Katdotaon oag.

O y1atpdc oag Ba mapakorovbel Tnv avtamodkpior| cag ot Bepaneia kot TBovdS va cuveyicet T
Oepameio ALEAVOVTOC GTASLOKA TO LEGOJIUGTNUATO, AVAUESH OTIG EVEGEIC TPOKELUEVOL VO, 10T PTOEL
pa otabepn katdotoor. Edv n katdotaot cog apyicel vo eMOEVAVETOL LETE TNV TAPATOCT) TOV

pecodactnudtov Beponeiog, o yTpoc cag 8o LEDOEL TaL SIOGTILOTO OVTIGTOO.

Avaroya pe v avtamokpion mov Ba Exete ot Bepameia 0 yotpog cag Oa 0moPacicel To TPOYPALLLLN
TapoKoAoVONoNG oxeTIKA pe TIg eEeThoels Kot Bepameie Gog.

AwpnTiké oidonpa g wypdas knridag (DME)
Ot acBeveic pe DME 0a Aappdvovv Bepaneia pe pio Eveor ave pnqva yio Tig TPMTEG TEVTE SLUOOYIKES

d0CELG Kal GTN GLUVEYELD LE pia éveon kdOe dvo unveg oto e&Ng.

To pecodidotnuo petald tav Bepoaneidv pmopei va, dtotnpnoel 6tovg 600 UNVEG 1 VO TPOGUPLOCTEL
oTNV Katdotaon oag, pe Baon v e&€tacm Tov yratpov coc. O yiatpog cag Ha omo@ucicel GYETIKA LE
TO TPOYPOLLA Yia TIG EE€TAGELG TOpaKOAOVONONG.

O y10tpdg oag pmopel va amopacicst T dtakonn g Bepanciog pe apiPepcéntn edv Bempel 0Tt
dev opeleiote and T cvveylopevn Bepamneio.

Mvomki CNV

Ot aoBeveic pe poomikn CNV vrofarlovtal o Oegpaneia pe pa epanal Eveon. Oa AaPete mepottépw
€VEDELG LOVO €AV Ol EEETAGELG TOV YATPOL GOG ATTOKOADYOLV OTL 1] KATAGTACN o0 OV £xel PeATimbel.

To ypovikd dibotnua PeTa&d TV 600 EVESEWDY deV TPEMEL VAL Elval UKPOTEPO TOV EVOG UNVOG.

Edv n xotdotaon oug eapavicTel Kot 6T GUVEXELN ETUVEUPAVIOTEL, O YIATPOC GOG UTOPEL VoL apyicel
Eava  Oepomeia.

O y10tpo¢ o0 00, amoPAGIGEL GYETIKG LLE TO TPOYPOUUD Y10, EEETATELS TOPpUKOALOVONGNC.

Aentopepeic 001yiec ¥pNoNG TAPEYOVTAL GTO TEAOG TOL PVAAOL 0O YLDV YPNONG TNV TOPAYPAPO
«Ilog va mpoetopdoete kot vo yopnynoete 1o Eiyzey oe evijlikeoy.

Edv naparerpOsi po 66om tov Eiyzey
Kheiote éva véo pavtePov yio e&€taom kot yopnynon g Eveong.

Awkomi) TG Oepameiog pe To Eiyzey
Yvppovievbeite Tov yloTpd cog Tpv dakdyeTe T Oepamneia.

Edv éxete meplocOTEPEG EPOTNOELS GYETIKA LLE TN YPTION CLTOV TOV PUPLAKOV, POTHGTE TOV YITPO
oG,
4. IIBavég avemBOUNTES EVEPYELES

Onwc 6Ma o pdppoka, £T61 Kol 0VTO TO PAPLAKO LITOPEL VO TPOKUAECEL AVETIBOUNTEC EVEPYELES, AV
Kol 0V mapovoildlovtal oe OAOVG TOVG AVOPOTOVC.
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Eivol duvatov va mapovctactodv adlepyikés avidpaocels (vepegvaicinoiao). Avtég pmopet va stvor
GOPOPEC KOL QTULTEITAL VA ETLKOIVOVI|GETE ILE TOV Y10.TPO 60G Apécmc.

Me 1 yopnynon tov Eiyzey, pnopel vo m1opovcloctodv opiopuéves ovemBuunTeg EVEPYELEC TOV
ennpealovv Toug 0PBaipodg Adym g dradikaciog tng éveong. Opiopéves amd avtég pmopel va givar
oofapég kot mephappdvovv TOQ@LooN, cofapn Aoipmin 1 Areypovi 670 €6OTEPIKO TOV 0QPOALPOD
(evboBarpitidn), amokéiinon, piién 1 crpoppayia ™S QMTO-gVAicONTNS 6TIPAd0G 6TO TiGM
pépog T0v 0p0aApo¥ (amokOAAnon 1 pPiEN Tov apPIPAnctpoedols), 06Amaen Tov PaKoy
(Kotappaktng), arpoppayio Tov 0@Oaipod (apoppayio TOL VOAOEOOVS COLUATOS), ATOKOAAN G TG
CeAaTIVOO0VG 0V6I0G 6TO EGMTEPIKO TOV 0QOUANOV 0T6 TOV ApEIPANGTPOELO (ATOKOAANOT| TOV
VOAOEWDOVG GCMUATOC) Kot avénen Tng mieong péca otov opOaipo, L. Topdypapo 2. AvTég ot
coPoapéc avemBounteg evépyetes Tov ennpealovyv Tovg oeHaALOVS TapatpnOnKay oe Ayotepes amo 1
o11g 1.900 evéoeig otig KMVIKEG pEAETEC.

Edv &yete Eapvikn peimon g 6paong 1 avénon tov Tovov kot epuhpdtnTa 6TOVG 0PHAALOVG LETd
Ao TNV £VECT EVI|UEPDGTE TO YIATPO GOS UPECHG.

Katdroyog Tov avemBupnTov gvepyeidv Tov avapiponkay

AxolovBel évag kaTdAoyos TV avemBOUNTOV EVEPYEIDV TTOL avapépOnKe OTL duvnTikd oyeTilovTon Le
T Sadikacio TG £veong N ME TO QApoKo. MTopel va, UV ToPOVGLAGETE KApio 0o aVTEC.

[Tévtote va culntdte omolecdNmote TOHAVOLOYOVUEVEG AVETIODUNTES EVEPYELEG UE TOV YIOTPO GUGC.

oAb ovyvég avemOOUNTES EVEPYELES (UmOPETL Vo. enpedoovy Tepioootepa omto 1 ota 10 aroua):

- emdeivwon g 6paong

- alpoppayio 610 oo péPog Tov oeBaiuov (apoppayic ToV AUEPANGTPOEIBOVC)

- KOKKIVO, LATIO TPOKOAODUEVE OTO GLLOPPAYio WKPDV aLoQOp®V ayyeimv 6TIg e£@TEPIKEC
61013adeg TOL 0POUALOD

- 7TOVog 6TOV 0QOaAUS

Yoyvég avemOounTeg evépyereg (umopei va emnpeaoovy ueypt 1 oto 10 aroua):

- amokOAANon N pPEN VOG K TV oTIPAdWMY GTO oW UEPOC TOV 0POAALOD, TTOL TPOKOAET
ABLYEIS EMTOG [l KIVOOHEVO GTIYLLOTO KOl LEPIKES POPES 00MYel og ammAela Opaong (pnén™
/amoKOAANGN TOL PEAUYYPOOL EMONAIOL TOL OUPIPANGTPOELDOVG*, amokOAAN o /pHEN TOV
AUPIPANCTPOELDOVS)

o *Kataotdoels yvootég mg oyetillopeves e v vypov tonov AMD. Iapatnprifnkav povo oe
acOeveic pe vypod TOTOL AMD.

- EKQPOAIGT TOV aUPIPANGTPOEIO0DE TOV TPOKAAEL dtaTapayn TG OPACS

- alpoppayio Tov 0@OuAD (poppayics GTO VAAOEIOEG COLM)

- OPIGUEVEC LOPPEG BOLmONG TOL PaKOD (KatappdKTng)

- BAGPN ™¢ otPddag mov Ppioketan oto TPOGO0 HEPOC TOL PoAB0D (KEPUTOELONG)

- avénon g wieong Tov oeHUALOD

- Kivovpeva otiypata oty 0poon (eE1dpmpota)

- amoKOAAN oM TG (EAATIVOO0VG 0VGING GTO EGMTEPIKO TOL 0PHOALOD amd TOV AUPIPANCTPOELON
(amoKOAAN O™ TOL VAAOEIBOVC TOV 0dNYEL G AAUWYELS POTOC Kot EELOPDULOTOL)

- aicOnon 6t vdpyetl KATL PEGO 6TO HATL

- avénuévn Topaymyn dakpHmV

- apné&o tov PAEQaPOL

- apoppayio oto onpeio g veong

- £pLOPOTNTA TOL HOTIOD

Oy svyvég avemOOUNTES EVEPYELES (Umopel va ernpeaoovy ugypt 1 ota 100 droua):

- aAAEPYIKES avTIdpdoels (VepevansOnoio)™*

o ** "Eyovv avagepOel aAlepyké avTdpdoelg 0nmg e&avinua, eayovpa (kvnopdc), epubpd
eEovOnuato (kvidmon) Kot LEPIKES TEPIMTMOGELG GCOPAUPDY UAAEPYIKDV
(aVOPLAAKTIKT) 0V OQPUAGKTOEIDNG) OVTIOPACEWDV.

- coPapn eAeypovi 1 Aoipmén pésa oto PaTt (evooBaipitidn)
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- QAEYHOVT TNG 1P1O0G TOL HATIOV 1 ALV oTueinv Tov 0eBuApol (pitda, payosditida,
PLOOKVKAITION, «TTPMTEIVIKY opiyAn» Tov Tpoctiov BaAduov)

- mapaéevn aicinon oto patt

- epebiopog Tov Prepdpov

- oidonpa oy Tpdchia 6To1ada Tov ool (Tov KEPUTOELOOVE)

Yrdvieg avemOOunTeg evépysareg (umopel va exnpedoovy uéxpt 1 ota 1.000 droua):
- TOPA®ON

- 00 lmon TOV PAKOV AOY® TPOVUATIGLOD (TPOVUATIKOG KOTAPPAKTNG)

- @Aeypovn g CelaTvdddovg ovciag 6To E6MTEPIKO TOL 0PHaALOD

- OOV GTO HATL

Mn yvooTiig ovyvoTnTOS (O€V PmopolV va ekTiunBovv pe faon ta daubéoiua dedopéva):
- (QAEYLLOVT] TOV AEVKOV TUNLOTOG TOV HOTIOV oV oyeTiletal pe epubBpotnta Kot movo
(oKAnpitdn)

2116 KMVIKEG dOKIEG, LITPEE oL aENGT TV TEPICTOTIKAOV CLoppayiag omd pikpd opo@dpa ayyeio
o115 eEmTEPIKES 6TOPAdES TOV 0POUALOD (c1poppayic TOL EMMEPLKOTA) GE acbeveic e VYPOV TOTTOVL
AMD mov Aaupavav avtimmktikd. H avénon autdv tov Tepiotatik@y NToy Tapopotla HETasd Tov
acBevav mov Bepamgvovtay pe pavipmiovudumn kot aeAPePGETTY.

H ocvotpatikn xpnon avactorémv tov VEGE, ovoidv mopdpowmv pe ekeiveg mov mepiéyovran
o710 Eiyzey, duvnrtikd oyetiletot pe tov kivouvo Bpoupov aiplotog Tov paccovy T opopopa.
ayyeia (aptnplax®dv OpopfoeufolKaV ETEIG0diMV) TOV UTOPEL VO 00N YHOOVY GE KOPOL0KT
TPOcPoAN 1 EYKEQOAKO EMELGO10. Y TAPYEL BEmPNTIKOS KIvOUVOG TETOIOV ENEIGOSIMV HETE TNV
éveon ¢ aelPepcéntng péca otov oeBoANO.

Onwg kot pe 6Aeg TIG OepomenTIKég TPMTEIVES, VITAPYEL TOOVOTNTO AVOCOAOYIKNG OVTIOPOOT|G
(oYMUOTIGHOG AVTICOUATOV) e TNV apMPBEPCETT.

Ava@opa avemOopnNTov evepyEL@v

Edv mapotnphoete kamola avemBountn evépyela, EVIUEPDOGTE TOV YIUTPO GOC. AVTO IGYVEL KOl Yid
KG0e OV aveTIOOUN TN EVEPYELD TTOV OEV AVOPEPETOL GTO TOPOV POLAAO 0dNYIOVY ¥pHoNns. Mmopeite
emiong vo avaeépete avemBounteg evépyetes ansvbeioc, LEc® Tov €6VIKOD GUOTHLOTOS OVAPOPES TOV
avaypagestor oto Hapdptnua V. Méom ¢ avapopis avemBountmyv evepyeudy UTopeite va
BonBnoete 6T GLALOYN TTEPIGGOTEP®Y TANPOPOPIDV GYETIKA LUE TNV ACPAAELN TOV TAPOVTOG
POPULAKOL.

5. Iog va purdccete To Eiyzey

. To @dappoxo avtd TPETEL Vo PUAACCETAL G€ PEPT] TOV OgV TO PAETOVV Kot Ogv TO POAvoLY Tal
ToLdLd.

. Na pn ¥pnoLHomTOoLEiTE AVTO TO PAPLLOKO LETE TNV MNUEPOUNVIO ANENG TOVL AVAPEPETAL GTO KOVTL

Kot oty emonpavon petd v évoeién AHEH / EXP. H nuepounvia Anéng eivon 1 tedevtoio
NUEPO TOV UNVOL TTOL OVOPEPETOL EKEL.
. Ddvidooete og yoyeio (2°C émg 8°C). Mnv katoyOyETE.

. H pn avorypévn koyédn umopei va puioyBel ektdg yoyeiov kdtm amd 25°C yo émg kot 24
MpPEC.

. DVAGGGETE GTOV OPYIKO TEPLEKTN Y10, VO TPOGTATEVETAL OO TO PWG,

. Mnv metdite EAPUAKO GTO VEPD TNG OMOYETEVCNC 1| OTA OKLOK(A amoppippoto. Potiote tov

(QOPUOKOTOLO GUG Y10, TO TAC VO, TETAEETE T PAPUOKO TOV OEV YPNCUYOTOLEITE Lol AVTE TOL
pétpa Ba fondncovv oty Tpoctacia Tov TePPEALOvVTOC.
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6. Iepreyépeva TG 6VOKEVAGIOG KO AOWTES TANPOPOPiEg

Tvegpréyer To Eiyzey

- H dpaoctikn ovoia givat: apiPepcéntr. Kdbe npoyepicpévn cOpryyo mepiéyet 6,6 mg
apMPepoéntng o€ 0,165 ml Stoddpatog. Avtd Tapéyel ®PEALUN TOGOTNTA Yo TN XOpNyNom pHiog
puévo d6onc 0,05 ml mwov mepiéyovv 2 mg apAPepcéntng.

- Ta 6ALa cvotatikd givat: 0&KO vatplo, Tpévudpo, 0&kd o&L (tayopopeo) 100%, caixyapoln,
yAoprovyo vatpilo, tolvcopPiko 20 (E 432), vowp yio evéotpa.

B\éne ‘To Eiyzey mepiéyel’ otnv mopdypago 2 yio TEPIGGOTEPES TATPOPOPIES.

Epeavien tov Eiyzey kon mepreydpeva mng 606Ke006i0GC
To Eiyzey givot éva evéotuo dtdlopa (EvEGIO) G P TPOYEUIGHEVT cOptyya. To didhvua givan
dypopo €mg vrokitpvo.

[poyeopévn cvpryya luer-lock punkovg 1 ml piog d6ong (PFS, 6ykog mAnpmongc: 165 wukpoditpa
SLAVLOTOG) KATAGKEVAGILEV ATt pNTivi) ToALUEPOVS KVKAO-0AEPIvNG (COP), e mhpa dxpov
KOTOOKELAGULEVO OO YA®PLOUEVO BovTuAKS Kaovtoovk. H cuptyya elvar kheiopévn pe éupoio
KOTOUOKELAGUEVO OO YAOPIOUEVO POVTUAIKO KAOVTCOVK EMIKAAVUUEVO LUE GIMKOVT] LLE
GTOVPOSEGLOVG,.

Ka0e kovti mepthappavet pia PFS mov mepi€yet ovopaotikd oyko minpmong 165 pukpoiitpmv
SLoAVpaTOC Yo evOODOAOELDIKT EVEDT).

MéyeBog cvokevaciag tng 1Tpoyepicpévng cvpryyoag.
Kéroyog Adsrog Kvkropopiog

Zaktady Farmaceutyczne POLPHARMA S.A.
ul. Pelplinska 19, 83-200 Starogard Gdanski
[olwvia

IHopoaockevaotig
KYMOS S.L.

Ronda De Can Fatjo 7b
Parc Tecnologic Del Valles
Cerdanyola Del Valles
Barcelona

08290

[oravia

INo omoladnmote TANPOPOPIC GYETIKA LE TO TAPOV PUPLOKEVTIKO TPOidV, TapaKaAeiche va
amevbuvleite otov TomKd avtipocwro Tov Katdyov tng Adeiag Kukhogpopiag:

Belgié / Belgique / Belgien Lietuva

OmniVision GmbH OmniVision GmbH
Tél/Tel: +49 89 840 792 30 Tel: +49 89 840 792 30
Boarapus Luxembourg / Luxemburg
OmniVision GmbH OmniVision GmbH

Ten.: +49 89 840 792 30 Tél/Tel: +49 89 840 792 30
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Ceska republika
OmniVision GmbH
Tel: +49 89 840 792 30

Danmark
OmniVision GmbH
TIf.: +49 89 840 792 30

Deutschland
OmniVision GmbH
Tel: +49 89 840 792 30

Eesti
OmniVision GmbH
Tel: +49 89 840 792 30

EAMNGOa
OmniVision GmbH
TnA: +49 89 840 792 30

Espaiia

OmniVision Farma Espafia S.L.

Tel: +34 93 747 10 29

France
OmniVision GmbH
Tel: +49 89 840 792 30

Hrvatska
OmniVision GmbH
Tel: +49 89 840 792 30

Ireland
OmniVision GmbH
Tel: +49 89 840 792 30

Island
OmniVision GmbH
Simi: +49 89 840 792 30

Italia
OmniVision Italia S.r.1.
Tel.: +39 02 308 90 93

Kvmpog
OmniVision GmbH
TnA: +49 89 840 792 30

Latvija
OmniVision GmbH
Tel: +49 89 840 792 30

Magyarorszag
OmniVision GmbH
Tel: +49 89 840 792 30

Malta
OmniVision GmbH
Tel: +49 89 840 792 30

Nederland
OmniVision GmbH
Tel: +49 89 840 792 30

Norge
OmniVision GmbH
TIf: +49 89 840 792 30

Osterreich
OmniVision GmbH
Tel: +49 89 840 792 30

Polska
OmniVision GmbH
Tel: +49 89 840 792 30

Portugal
OmniVision GmbH
Tel: +49 89 840 792 30

Romaénia
OmniVision GmbH
Tel: +49 89 840 792 30

Slovenija
OmniVision GmbH
Tel: +49 89 840 792 30

Slovenska republika
OmniVision GmbH
Tel: +49 89 840 792 30

Suomi/Finland
OmniVision GmbH

Puh/Tel: +49 89 840 792 30

Sverige
OmniVision GmbH
Tel: +49 89 840 792 30

To wapdv @UALO 00N YOV Yp1ioNS avaBep1ONKe Y0 TEAEVTOIO POPE GTIS

Aentopepeic mAnpopopieg yia To eappoko ovtod sivar dabéaipeg atov dtkTvakd TOTo ToL Evpwmaikon
Opyaviopot @apudxov: http:// www.ema.europa.eu.
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O Tinpo@opiec mov akorovBovv arevBOvovTal PHOVO o€ emayyeEAPNOTIES VYELOG:

Iog va TpoeTowpdoere kan va yopnynoete 10 Eiyzey

H mpoyepiopévn oOpryya Ba mpénet va ypnoiponoeital yia T Oepaneio pévo evog 0@Oaipov.
Mnv avolyete TNV amocTEPOUEVT] KOWEAN TG TPOYEMGUEVTS GUPLYYaS eKTOS TG kabapns aibovcog

XopNynone.

H mpoyepiopévn oOpryyo mepiéyel mepliocdTEPT OO TNV GLVICTMOUEVT 000 TV 2 Mg aPAPEPCETTNG
(mov 1wodvvapovv pe 0,05 ml). O emuwhéov OYKOG TPEMEL VA, AMOPPINTTETOL TPV OO T XOPNYNOT).

To d1GAvpa Ba Tpémetl va eleyyBel omtikd yio TuyxOV EEvn copatidtakt VAN KovT amoypouaTicpo 1 yio
KG0e PHETOPOAN TNC PVOIKNG ELPAVIONG TPV OO TN XPNOT|. 1E TEPITTMGN TOL TAPAUTNPEITAL KATL 0Td

TO, TOPATAVE®, ATOPPIYTE TO POPLAKEVTIKO TPOTOV.

H pn avotypévn cvokevacio Tomov KoyéANg umopet va dtatnpnBel ektodg yoyeiov Katw amd 25°C yia
£€m¢ Kot 24 dpec. Metd to dvoryua TG KOYEANG, TPOYMPNOTE LE T Sl0dIKOCIN VIO ACTTEG GLVONKEC.

[o v evéobologdikn éveon, mpénet va ypnotponomdet Berova éveong 30 G x %2 in.

Oonyies xp1ions TS TPOYEUIoUEVNS GUPLYYaG:

1. | Otav elote €ropot va yopnynoete to Eiyzey, avoi&te to kovti kot PydAte tnv anocstelpopévn
GLOKELOGIO TOTOV KLWEANG. EEKOAANOTE TPOGEKTIKA TN CLGKEVAGIN TOTTOL KLWEANG Y10l VL,
v avoifete, dac@aAilovtag Tn oTelpoOTNTO TOV TEPLEYOUEVAOV TG DLAAETE TN cUpLYYR OTOV
OTOoTEPMUEVO dioko PEYPL va lGTE £TOLLOL Y10, T GUVAPUOAHYNOT).

2. | XpNoYoToldvTag AoTTT TEXVIKT, BYGATE TN GUPLYYQ OO TV ATOGTEPOUEVT] CLGKEVAGIN
TOTOV KLYEANC.

3. | Ta va apapéoete To TOUA TG CLPLYYOG,
KPOTNGTE TN GUPLYYQ LE TO £Vl EPL EVA
YPTCULOTIOLEITE TO GALO XEPL Y10, VO KPOUTNOETE TO
TOUO, TNG COPLYYOS LLE TOV OVTIYELPO KOl TO OEIKTT). TPABH=TE
IMopaxadeiote vo tpocétete: [pénet va tpafnéete
(unVv amoondceTe) TO TAOWUO TS GVPLYYOC.

4. | o va punv ennpeaotel apvnTikd 1 GTEPOTNTO TOL TPOIOVTOC, UV Tpafnéete to EuPoro mpog

10 ToW.

5. | XpNOWOTOuDvVToG AGTTTN TEYVIKT), TEPLOTPEYTE
otabepd ) Perdva Eveong endvm oto dkpo Luer- /\
lock tng oupryyoc. , BeAbva éveong
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Kpatovtag tn ovpryya pe ™ Belova va kottdlet
TPOG T TAV®, ELEYETE TN GLPLYYA Y10 PLGOAIDEC.
Edv vapyovv pucarideg, KTumnote amaid )
oVPLYYO LE TO SAKTLAO GaG UEYPL OAEC OL
QLoaAideG va avéBouv 6To Thve LEPOG,.

O gmmAéov dykog Ba mpémet va amoppreBel mpv amd ™ yopnynon. EEolelyte dAeg Tig
QLoOAIdEG Ko arofaireTe TNV TEPICGELN TOV PUPLUKEVTIKOD TTPOIOVTOG, MELovVTOG apyd
70 £uporo Yo va evBvypappicete TV fdon Tov BolmTod dxpov Tov gufdiov (6L TNV
KOpLP1] Tov 06A0v) pe TN Ypappui 6060A0Yi0G 6T GVPLYYO (TOGOTNTU TOV IGOOVVOEL LUE
0,05 ml, dnA. 2 mg apAPepcéntng).

Inpeioon: Avti 1 akpiPnic tomobétmon tov euPforov givar TOAD OMUOVTIKY, ETEWON 1
AavBacpévn tomoBétnon Tov epPforov pmopel va 0dnynoet oe mapoyn d0oNg LEYAADTEPNG M
LIKPOTEPNG OO TNV ETLCTUAGULEVT.

Aighupa peTd TV amofolni
Twv Puoalidwy aépa kal
EupéAou pe 86ho TNG TEPiCOEING Pappdkou

duoalida
£ . Baon Tou
aepd S Cpappn BoAwrod
doocoloyiag dikpou
ToU Eppoiou

Tpappn
Boooloyiag

Kadvte éveon evd mélete 1o EuPoro mpocekTIKG Kot pe otabepn migon. Mnv ackeite emmAiov
mieon POALG TO EUPOLo PTACEL GTO KAT® UEPOG TNG cVPLYYaS. Mnv yopnyeite 10
VTOAEUUATIKO SEAVUA TTOV TOPOTNPEITAL GTN GVPIYYO.

H mpoyepiouévn odpryyo mpoopiletar yio pio poévo ypnon. H eéaymyn mtolhamlmv docemv
OO [0 TPOYEUIGUEVT GUPLYYO UTOPEL VL LENGEL TOV KIVOUVO ETUOALVOTG 1) ETOKOLOLOTG
@reypovig.

Kdfe oypnoomointo eoprokenTikd Tpoiov i VIOAEYUUE, TPETEL VO, AITOPPITTETOL COUPMVA
LE TIG KOTA TOTOVG IoYVOVGES GYETIKES O10TAEELC
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@viro ooyl ypiong: IIinpoeopics yia Tov a.c0evi)

Eiyzey 40 mg/ml gvéoipo drvdivpa og éva rarioto
aQAMPeEPGETTN

v To @dppaxo avtd tekel VO cVUTANPOUATIKTY TapakoAoVONGN. AVTd Ba emttpéyet To Yp1Yopo
TPOGIOPIoUO VEOV TANPOQOPLOV acpdielos. Mmopeite va Pfondioete pécw g avagopds mbavov
AVeETOOUNTOV EVEPYELDVY OV eVOEYOUEVOC TTapovotldlete. BA. Téhog tng mapaypdpov 4 yio Tov TpOTO
avaQopds avemBOUNTOV EvEPYELDV.

A PaoTe TPOGEKTIKA OAOKAN PO TO GVALO 00NYLAOV YPNOGNS TPLY GOC YoPN YN0l avTHd TO PappaKo,

00Ty TEPMAOPPAVEL CNUOVTIKEG TANPOPOPIES YL GO,

- DvraEte avtd T EUALO 0dN YDV Yprions. Towg ypelaotel va to defdoete Eavd.

- Edv éxete mepartépw amopieg, p@TNoTE TOV Y10TPO GOG.

- Edv mapotnproete KOmola avemiBountn evépyela, EVIUEPDGTE TOV YIUTPO GOC. AVTO IGYVEL KOl
v KaOe mhavy avemBOUNTN EVEPYELD TOV OEV AVAPEPETAL GTO TAPOHV GUALO OONYIDY YPNONG.
B\éne mopdypago 4.

T tepréyer To Tapév eVAL0 00N YOV

Ti eivan to Eiyzey kot oo givat 1 xprion tov
Tinpémel va yvopilete mpv cog yopnynbei to Eiyzey
[og Ba cog yopnynOel to Eiyzey

[MBavég avemBOunTeg evépyeteg

Iag va puidcoete T0 Eiyzey

[epreydpeva g cuoKELOGING KO AOUTEG TANPOPOPIES

Sk v~

1. T givan o Eiyzey kot mwowa givar n yprion tov

To Eiyzey givot évo dtdAvpe, mov yopnyeitol pe éveorn HEca 6To LATL GTOVG EVIIAMKEG Yo TN Oepomeia
KOTOOTACE®MY TOL LOTION TTOL ovopdlovtal

- veoayyelokn (LYpov TOOV) NAIKIOKT EKPOALOT TNG WYPAg kNAidag (vypov Thmov AMD,

- dTapayn g 6pacng and devTeEPOTADES 0N U TG MYPAC KNAIONG TOL OQEIAETL GE
anmdPpacn eAEPog Tov apeiPinotposdovg (kiadikng RVO(BRVO)Y kevipwkng RVO (CRVO)),

- pelpévn opacn Aoym Stafntikod o uatog g oypds kniidag (DME),

- UEL®UEVT Opacm AOY® VEOryYEImONG TOV YOP10Ed0ovg Ady® pomiog (Lvoriky CNV).

H aplPepoéntn, n dpactikn ovsia tov Eiyzey, arokieiel T SpactnploTnta piog opddng
TapayovTov, mov sival yvootol g VEGF-A (ayyeloxdg evoodniiaxdg avéntikdg mopdyovtag A) Kot
PIGF (mhaxovvTtiokdg avEnTikog Tapdyovtog).

Xe aoBeveig pe vypod tHmov AMD pvemikiy CNV  avtoli o1 mopdyovteg, 0tov Ppickovtal o€ avénuévn
mocOTNTA, CLGYETILOVTOL GTO U PLGLOAOYIKO GYNUATIGLO VEOV OLLOPOP®V ayYEl®V 6TO HATL. AVvTd
T VEQ, QUOPOPa. ayyeio LTOPOHV VO, TPOKAAEGOVV TN S10,pPOT] CUCTOTIKAOV CULOTOC HEGH GTO UATL KOl
Vv enakorovdn PAAPN TV 16TOV TOV Patiov Tov givol vevduvol yio TNV dpaon.

e aobeveic pue CRVO, cvppaivel amdgpaén 6to KHpLo apto@opo ayyeio mov LETAPEPEL O, LoKPLYL
amo Tov OUEIPANCTPOEdT). Q¢ amdvtnon, To enineda tov VEGF av&dvovton tpokaimvtag tn dioppon
VYPOV HEGH OTOV AUPIPANGTPOEIN Kot KATH cLVERELD 001 YOOV o€ ££010M 01 TGS @YPAC KknAidag, (To
TUAA TOV aUEPBANGTPOE0NE oL £ivatl LITEHOBVVO YL TN AETTY OpAGT)), KOTAGTOOT TOL OVORALETOL
oidnpa g oypdag knAidag. Otav n oypd knAida yepilel pe vypo, n KeVIpikn OpacT yivetat BoAr.

e acbBeveig pe BRVO, o 1 mepiocdtepeg SoKAAIMOELS TOL KUPLOL OLLOPOPOL 0Ly YEIOD TOL
UETAPEPEL TO Oiipa LoKPLd omd Tov apeiAnotposdn, epnodiletal. Qg emaxdiovbo, ta eninedo VEGF
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aLEAVOVTOL TPOKAADVTOS TNV SL0PPOT] VYPOV EVTOS TOL AUPPANCTPOEION KOl GUVETMC TPOKAADVTOG
oldnpa g oypdhs KnAidag.

To d1afnTikd oidnua TG OyPAC KNAISAG EIVOL TO «POVGKMOUM TOV AUPPANGTPOEBOVS TO 0010
ovpPaivel og acBheveig pe dafrn AOY® dapLYNS LYPOL amd T ALLOPOPA AYYELD GTO EGMOTEPIKO TNG
oypbs knAidac. H oypd kniida givar £va tunua Tov apgiPANcTpoeldovg vrevfuvo yio v Koin
opaort). Otav n oypd knAida yepilel pe vypo, n KeVIpIKn Opacn yivetot o).

To Eiyzey éyet katadetybel 6T oTopatd v avantuén vémv I QUGLOAOYIKAV ALHOPOP®V OyYEI®V GTO
pdti, ta omoia ovyva mapovcidovy dapporn vYpov 1 apoppayovv. To Eiyzey umopel va Pondnoet
6TN oTafepomoinon Kal, 68 TOAAEG TEPIMTMOGELG, TN PEATIOON TNG UTOAELNG TNG OPACTG TOV
oyetileton pe v vypov tomov AMD, CRVO, BRVO, DME kot poomki) CNV.

2. T npéner vo. yvopilete Tpiv cog yopnynOei to Eiyzey

Agv 0a cag yopnynOei to Eiyzey

- o€ mepInT®on aAlepyiog oV APMPBEPCETTN 1 G€ OTOLOOTOTE AAAO OO TO, GLCTUTIKG AV TOV
TOV PAPUAKOL (QVOPEPOVTOL BTNV TAPAYPAPO 6).

- €qv €yxete gvepyn M evoeyOUeVT LOAVVGT HEGH 1 YOP® amd TO UATL (0@OaALIKT 1 TEPLOPOAAUIKN
Aotpwén).

- edv €xete coPopn eAeypHovny TOL HaToD (Tov LITOdEIKVETAL 0md TOVO 1} EpLOPOTNTAL).

IIposgidomoun|oelg Kol TPoPUAAEELS
AmevBuvbeite otov Yiatpd cag mpwv cag xopnynOel to Eiyzey:

- €4V €xeTe YAAOK®A.

- €4V €xete 16TOPIKO Aapuyemv N eEOPOUATOV TNV 0PUcT] GOC Kot €AV Exete uia Eagvikn avénon
Tov peyéfoug Kot Tov apfpol TV eEpmUATOV.

- €4V TpayuaTomomOnKe N £ivol TPOYPUUUOTIGUEVT YEPOVPYIKT EXEUPAcT TOV 0QOOALS Gag
EVTOG TMV TPOTYOVLEVAOV 1) TOV ETOUEVOV TECCAPOV ERSOUASWOV.

- eqv gyete coPapn popen CRVO 1 BRVO (1oyayukn CRVO i BRVO ), 1 Ogpancia pe to Eiyzey
deovvioTtdrol.

Emmiéov, eivar onpavtucd va yvopilete ot

- N ac@dAielo Kot 1 amoteAespoTIKOTNTA TOV Eiyzey tav yopnyeitot kot 6tovg dVo opBaiong
TOVTOYPOVA Ogv ExoVV peAetndel cuGTNOTIKG Kot €6V Yivel xpromn Ue o To TOV TPOTO UTOPEL Vo
avénOel 0 KivouVOg Vo TOPOVGLUGTOVY YEVIKG aVETIOOUNTEG EVEPYELEC.

- o1 evéoelg pe to Eiyzey pmopoiv va mpokorécovy po adénoT 6Ty TEGT TOV HOTION
(evdoeBdAuia wicon) o€ opicuévoug acbeveic evtog 60 Aemtav amd v éveon. O yatpdc cog Oa
TO TOPAKOAOVOEL 0V TO UETE TNV Eveon.

- €dv avamtHéete po LOAVVOT| 1| PAEYUOVY] OTO E0MTEPIKO TOV HOTLoV (evoo@BaApitidn) 1| dALEC
eMITAOKEG, UTopel va eppavicete oeBoAUKo TOVo 1 ovénuévn ducpopia, emdevovpevn
gpLOpOTNTA TOL HOTIOD, OOAN N HEL®UEVT OpaoT, Kot avénuévn evatctncio 610 Pwc.

OO0 TOTE CLUTTAOUATO EIVOL CTULOVTIKO VO, S0y VOCTOVV KOl VO AVTILETOTIGTOVY OGO TO
duvaTOV GUVTOUOTEPQ.

- 0 yutpodg cag Oa eEyEet eav £xete AAAOVE TAPAYOVTEC KIVODUVOL 7OV UTOPEL VO 0ERGOVY TNV
mOavoTTo PRENG N ATOKOAANOTG HiOG EK TOV GTIBASMY 6TO oM HEPOC TOL 0POALOD (PNEN
TOV pedayypoov emfniiov Tov apPPANCTPoEBOS), oTdTE GE VTN TV TEpinTwon o Eiyzey
0o pémel va yopnynOei pe mpocoyn.

- 1o Eiyzey dev mpémet va ypnoipomoteital Kotd tn didpkela TG EyKVUOGUVNG EKTOG €6V TO
EVOEYOUEVO OQELOG VTTEPTEPEL TOV EVOEYOLEVOD KIVOVVOL Y10, TO 0yEVVNTO PPEPOG.

- 01 YUVOIKEG GE OVOTOPOY®YIKN NAIKIO TPETEL VAL YPT|CLOTOLOVV ATTOTEAEGILOTIKT OVTIGOAATIYN
KaTd TN SrdpKelo TG Bepameiog Kot Yo, TOLAGYIGTOV TPELS EMTALOV UNVEC LETA TV TEAEL T
éveon tov Eiyzey.

96



H ovomuatikn gypion avacstorémv tov VEGE, mopdpoiwv ovciodv pe ekeiveg mov mepiéyet 1o Eiyzey,
oyetifeton duvnrikd pe Tov kivouvo dnpovpyiog Bpoppov Tov aipatog ot omoiot epdlovy ta apoedpa
ayyeia (TePIOTATIKA apTNPloK®dV OpopufosufoAMKOV £TEIG0IMV) TOV PUTOoPEl VoL 00N yNoOVY GE
KapOLOKN TPOGPOAT 1 AYYELOKO EYKEPAAKO ENTEIGOO10. OE®PNTIKA VIAPYEL EVOC KIVOUVOG TETOIOV
ocuppaviov petd v éveon tov Eiyzey oto pdtt. Yndpyovv meplopiopéva de00UEVA Yo TV AGPAAELD
ot Bepaneia acBevov pe CRVO, BRVO, DME kot poomikr) CNV ot omoiot éxovv vrootel ayygiokd
EYKEPOAMKO ENMEIGOII0 1| EAAPPV EYKEQPUMKO (TTAPOITKO 1GYALUKO ENEIGOO10) 1] KOPO10KT TPOGPOAN
€VTOG T®V TTPoTNyoveEveOVY 6 unvav. Edv kémoto and avtd cag apopd, o Eiyzey Oa yopnynOel pe
TPOGOYN.

Yrdpyel povo meplopicpuévn eumelpio 6t Bepamneio

- acBevov pe DME Aoyo dwafnn tomov 1.

- SfnTiKk®v pe ToAd vyMAEG péaeg TIREC cakydpov Tov aipatog (HbAlc dvw tov 12%).

- SwfnTiK®v pe o Tanon tov 0eBoiudv Tov Tpokaisital amd to dtofrytn 1 omoio ovoudleTal
TOPOYOYIKN SNTiky apeBAncTposidonddeia.

Agv vrapyet epmeipio otn Oepameio

- acBevav pe ofeleg AoumEeic.

- acBevov pe dAleg TabNoelg ToV 0PBUAL®Y OTT®G amTOKOAANGT TOL AUEPANCTPOEISOVS 1) O
NG OYPAC KNALdAG.

- SWPNTIK®V UE UN EAEYYOLEVT] DYNAT 0PTNPLOKN TTEST).

- un Aclotdv acBevov pe poomik CNV.

- acOevav ot omoiot £yovv Tponyovpévag vtofinbei oe Bepaneia yio poomikn CNV.

- acOevov pe PAaPeg EEm amd To keEVTPKd UEPOG TG yPAS knAidag (e&mPobpikéc PraPec) Yo
poomky CNV.

Edv xémo10 amd ta mapomdve Gog apopd, o Yatpog oag Oa Adel voyn avthy v EAAenym
TANPOQOPLDY OTOV Gag yopnynoel Bepameio pe o Eiyzey.

IHowa kot éenpor

H ypnomn tov Eiyzey oe maidid 1 eprifoug kdtom tov 18 etcdv dev €xel peretnel kabwog n vypod ToTOoL
AMD, CRVO, BRVO, DME ka1 ppomiki CNV givar tabnogig mov nposPdiovv kuping Toug
EVIMKEG. ZUVETMOG 1) XPNOT] TOL OEV APOPE LTV TNV NAIKLOKT OUAdaL.

Alra pappoxo kot Eiyzey
Evnuepmote tov yiatpd 6og 0V XpNOYLOTOLEITE, EXETE TPOGPATO, XPT|CULOTOGEL 1] LITOPEL vaL
YPTCULOTOUGETE GALN POAPLLOKDL.

Kvonon ko Onraopdg

- Tuvaikeg o avamopayytkn nAkio TpETEL va, ¥PNGILOTOI0VV OMOTEAEGLLOTIKY] AVTICOAANY
KaTd TN S1apKeLe TG Oepameiog Kot Y10 TOLAGYIGTOV TPEIC EMTAEOV UAVEG LETA TNV TEAELTAIN
éveon tov Eiyzey.

- Agv vrdpyet epmeipio amd ™ ypnon tov Eiyzey oe £ykveg yovaikeg. To Eiyzey dev mpénet va
YPTOLLOTOLEITAL KT, TN JAPKELD TNG EYKVIOGVVNG EKTOC EGV TO EVOEYOUEVO OPEAOG VITEPTEPEL
TOV gvdgXOUEVOL KIvduvo Yo o EuPpuo. Edv eiobe £ykvog 1 oyedidlete va peivete €ykvog,
ov{ntote yuo o Bpa avTo pe Tov yuTpd cag Tpv T Oepamneia pe to Eiyzey.

- Mikpéc mocdtnteg Tov Eiyzey pnopei vo, mepdoovy oto avBpamivo yara. Ot eTmTOoELS 6TO
veoyvd/Ppépog mov Onralet eivar dyvooteg. To Eiyzey dgv cuviotdton Katd Ty SLdpKELN TOV
Oniaopov. Eqv Onlalete, cuinmote pe tov yioutpd cog tptv amod v Oepaneia pe Eiyzey.

O ynon ko YEPIGPOS uNyavnndTov

Metd v éveon cog pe to Eiyzey, pnopel vo epoaviceTe 0pIoHEVEG TPOCOPIVESG S1OTAPAYES TNG
opaong. Mnv odnyeite 1| xepileote uNyaviHOTO Y10 OGO XPOVIKO SLAGTNHO OLPKODY OVTEG Ol
dtatapoyéc.

INROVTIKEG TAMPOPOPIES GYETIKA pe 0propéva 6voTaTIKG Tov Eiyzey
To pdppaKo avTd TEPLEYEL
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- Mydtepo and 1 mmol vatpiov (23 mg) avd 566m, dNA. ovoACTIKA givar «eAevBepo vaTpiovy.

- 0,015 mg moAvcopPucov 20 og kBe 66on 0,05 ml mov wodvvapovv pe 0,3 mg/ml. Ta
TOAVGOPPIKE, UITOPEL VO TPOKAAEGOVV OAAEPYIKEG avTIOPAcELS. Evnuepdote Tov 10tpd Gog av
€XETE YVOOTEG OAAEPYIES.

3. Iog 00 cag yopnynOei to Eiyzey

"Evag yiatpdg éumelpog ot yopnynon evécemv oto patt Bo Kavet v Eveon tov Eiyzey péoa oto pdrt
o0G Vo donmtes (Kabapég Kal e AmooTEIP®OT)) GUVONKEG.

H ocvvietdpevn do6on eivan 2 mg apiPepoénng (0,05 ml).
To Eiyzey yopnyeitoar og éveon péca 610 PatL 6og (evOoHAAOEIDKN Eveon).

IIpwv v éveon, o Y1atpog cag Ba YPMGILOTOGEL ATOAVLOVTIKO 0QBaALLKO S1dAvpa Yo va Kabapioet
TO UATL OOG TPOGEKTIKG, £TGL MGTE va. amopevybel  poivven. O yuorpodg cag Bao cag xopnynoet eniong
£€vaL TOTTIKO ovaieONTIKO Y1 Vo, ELATTMOGEL 1] VO, ATOTPEYEL TOV TOVO TTOV 10MG GOG TPOKAAEGEL 1] EVECT).

Yypo¥ Tomov AMD

Ot acBeveic pe vypov Tomov AMD Ba Aaupdvovv Bepaneio pe pio Eveorn avd unqva. yio TpeLg
StodoyKéG dOGELS KOl TN CLUVEXELD LE OKOUA pio éveon HeTd amd dALovg 600 Pnves.

O y10tpoc oag B0 amoPacicel dv T0 pecodldotnio TG Beponeiog avapeso oTIG EVEGELG UTOPEL VA
St pnBet Yo kéBe 600 pnveg 1 Ba Tpémel otadiokd va enextadel oe pecOdAGTALOTO TOV 2- 1
4efdopddwv epdcov 1 KoTdoTaot cag £xel otabeponomBeil. Edv n katdotaon cag emdetvabel, to

UEGOJIACTN O OVAUEGOL TIC EVEGELC UTOPEL VoL PLELOEL.

Extég edv mopovcidoete kdmolo TpdPAna 1 6ag GLUBOVAEYEL S10POPETIKA O YIUTPOG GOG, OV
VIAPYEL AVAYKT amd EGAG VO EMICGKEPTEITE TO Y1TPO GOG OTNV TEPTI0O0 UETAED TMV EVEGEWMV.

Agvtepontafic Oidnpa g Qypag Knridag aré RVO (khaouki RVO 1} kevrpui RVO)

O yiatpog oag Oo kabopioel 1o TO amoTEAEGHOTIKG OEPOUTEVTIKO TPOYPAUUY Vi EGAC. Oa EeKvoETE
) Ogpameio cog pe pa oepd amd unviaieg evéoelg Eiyzey.

To ypovikd drdoTnua avipeso oe dLo evEceLg 0g Ba TPEMEL VoL v LIKpOTEP. OTTtd EVOL UV,

O y10tpdg oag umopel va amopaciost T dtokonn g Bepaneiog pe to Eiyzey edv dev enmpereiote and
auTh.

H Oepancio oag 0o cuveyiotel pe pnviaieg evéoeig péxpt va otabeponombel n Katdotaon oag.

O yiatpoc oag Oo mapakolovdei v avtamokpion cog ot Oepameio kol TOUVOE Vo cuveyicel T
Oepameio aLEAVOVTOC GTASIOKA TO LEGOJIUGTILATO, AVAUEGH OTIG EVEGELS TPOKELUEVOL VO, 10T PTCEL
pa otabepn katdotoor. Edv n kotdoTtaon cog apyicel vo EMOEVAVETOL LETE TNV TAPATOCT) TOV

uecodactnudtov Bepomeiog, 0 YTpoc oag o LEIMGEL Ta, SLOGTALLOTO OVTIGTOTYO.

Avaroya pe v avtamokpion mov Ba Exete ot Bepaneia o yioutpog cag Oa amopacicel To TPOYPApLLLD
mapoaKoAovONong oxetikd pe T e€etdoelg ko Oepamneieg oag.

AwpnTiké oidnpa g oypds knridsag (DME)

Ot aoBeveic pe DME 0o Aopfdvovy Bepamneia pe pio éveon avd piva yio TG TpadTeg TEVTE SLUO0YIKES
000¢1C Kal 6T cLVEXELD o Eveon kdBe 0o unveg
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To pecodidotnpa petald Tmv Bepaneidv pmopet va dwotnpndet otovg 60O PUNVEC 1| VO TPOGAPUOCTEL
otV Katdotaon oag, pe faon v eE€tact Tov yroTpov cac. O yiatpog cag Oa anopacicel GYeTIKd e
TO TTPOYPOUUD Yia TIG EEETAGELG TOPAKOAOVOTONG.

O y10tpdg oag pmopel va amopacicet T dtakomn g Bepaneiog pe apiiPepcéntn edv Bewpel Ot dgv
oeereiote and T cuvellouevn Bepamneio.

Mvomki CNV

Ot acBeveic pe poomikn CNV vropdaiiovtar o Oepaneio pe o epdmoé Eveor). Oa AdPete mepottépm
EVEGELC LOVO €AV 01 EEETAGELG TOV YATPOL GOG ATTOKOADYOLV OTL 1] KATAGTAGN 560G OV £xel PeATimbEt.

To ypovikd dtdotnua PHeTa&d TV 600 EVEGEWMY deV TPEMEL VAL EIvaL UKPOTEPO TOV EVOG UNVOG.

Edv n katdotaon oog e£apaviotel Kot 6T GUVEXELN EMOVEUPAVIOTEL, O Y1ATPOG GOG UTOPEl va apyicel
Eava  Bepoameia.

O y10tpdg c0g Ba amoPAGIGEL GYETIKE LUE TO TPOYPOLLLO Y10, EEETACELS TAPOKOAOVONGG.

Eév ntaparerpOsei o d6on tov Eiyzey
Kieiote éva véo pavtefod yia eE€tacm Kot yopriynom tng EVEong.

Awkori) g Oepaneiog pe to Eiyzey
Svppovievbeite Tov yloTpd cog Tpv dtakdyeTe T Oepameia.

Edv &yete meprocdtepeg epOTNOELS GYETIKA LLE TN YPNON CLTOV TOV PUPLAKOL, POTHOTE TOV YILTPO
o0G.

4. IIBavég avemBOUNTES EVEPYELES

Onwc 6Ao To appoka, EToL Kot duTO TO PAPLLOKO UTopel VoL TPOKUAECEL AVETIBOUNTES EVEPYELEG, AV
ka1 6gv Tapovclalovial 6e OAOVS TOVG AvVOPOTOVG.

Eivar duvatov va mapovciactodv arrepyikég aviidpdoseis (vmepevoiotnoia). Avtég pmopel va givar
ooPapéc Ko ATULTEITOL VO, EMKOLVOVIGETE ILE TOV YIUTPO GO UPECOG.

Me 1t yopniynon tov Eiyzey, umopei va mapovctactodv opioréVES avemiBOUNTEC EVEPYEIEG TTOVL
ennpealovv To0ug 0POuAObg AdY® NG dradikaciag tng Eveong. Opiopéveg amd avtég umopel va givar
oofapég kot mepthapupavovv TOQAmon, cofapn Aoipmin 1| PAeYHOV 6TO E6OTEPIKO TOV 0PN
(evdo@Barpitidn), amokdéiinon, pin 1 apoppayic TS @®TOELOicONTNS 6T Gd0S 6TO Tic®
pépog Tov 0p0aipo (amokdAAnon 1 pi&n Tov apeIPAnotpoedois), 06iman Tov PaKoy
(kotappaktng), arxpoppayio Tov 0@Oaipoed (apoppayio TOL VOAOEIBOVG COUATOS), ATOKOAAN O TG
elhaTIvVA00VS 0V610G 6TO E6OTEPLKO TOV 00OaAR0D a6 TOV ApEIPANGTPOELdN (UTOKOAANGT TOV
VOAOE0VE COUATOC) Kot avénon TS wisong péoa otov 0POaipd, PA. mapdypoapo 2. Avtég ot
coPopéc avemBounteg evépyeleg mTov exNPeAlovy Toug 0pOaApoVg TapatnpinKay cg Ayotepeg amd 1
ot 1.900 evéoelg otig KMVIKEG LEAETEG.

Edv &yete Eapvikn peimon g 6paong 1 avénon Tov Tovov kot epudpdtnTa 6ToVg 0PHAALOVG HET
TNV €Veon , EVI|LEPMDOTE TO YLUTPO 060G OpécmC.

Katdroyog Tov avemBupnTov evepyei®dv Tov avapipOnkay

Axolovbeil évag kaTdAoyog TV aveTIBOUNTOV EVEPYEIDV TTOL ovapEpONnKe OTL duvnTikd oyeTilovTon pe
T Jdkacio TnG £veong 1 e To GapuaKo. Mmopel va unv Tapovctdoete Kapio amnd oauTéc.

ITavtote va cvintdte omolecdnmote mMOAVOAOYOOEVEC OVETIOOUNTEG EVEPYELES LE TOV YIATPO GOC.

IoA0 cvyvég avemBOUNTES EVEPYELES (UmopeEl va ernpedoovy mepioootepa oo 1 ota 10 droua):
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- emdeivwon g 6pacng

- alpoppayio 610 Tico pEPOg Tov oeBaiuov (apoppayic ToV AUEPANGTPOEIDOVC)

- KOKKIVOL LATIO TPOKOAODUEVA OTO ALLOPPAYiol KPDV LOQOp®V ayYeimv 6TIg e£®TEPIKES
610134dec TOV 0PV

- OVOS 6ToV 0QOaALS

Yoyvég avemOOUNTEG eVEPYELES (Umopel va ernpedoovy ugypt 1 oo 10 droua):

- amokOAANoN N PréN VOG K TV OTIPAdWMY 6TO ToW UEPOS TOV OPOAALOD TOV TPOKAUAETL
Aapyels emTog e KIVOOUEVO GTIYHOTO TTOV HEPIKES POPES 0ONYEL GE AMMAELN TNG OPUGTG
(PMén* /amokoAAnom Tov pEdayypoov emdnAion Tov apEIPANGTPOEB0DS, ATOKOAAN O/ pNEN TOV
AUPIPANGTPOELBOVS)

- EKQOAIGT TOV apEIPANCTPogdoi (dtaTapayn Tng OpacNg)

- alpoppayio Tov 0eOuALD (apoppayics 6TO VAAOEEG CAOLLML)

- OPIGUEVES LOPPES BOA®ONG TOV PakoD (KOTAPPAKTNG)

- BAGPnN ™ otPddag mov PpiokeTon 6To TPAGH0 PEPOS ToL PoAP0D (KEPOTOELNS)

- avEnon g mieong tov oeHaApov

- Kivovpeva otiypata otny 0poon (eEdpopota)

- amoKOAAN oM NG LEAATIVDI0VG 0VGING GTO EGMTEPIKO TOL 0PBOALOD amd TOV AUPIPANGTPOELON
(amoKOAAN G TOL VOAOEOVE TOV 0ONYEL G AAUWELS POTOC Kot EELOPDLLOTOL)

- aicOnon 6t vVIdpyEL KATL PG GTO PATL

- avENUéEVN Topaymyn daKpH®V

- apné&o tov PAe@ipov

- aipoppayio 6to onueio g £veong

- gpLBpOTNTA TOL POTIOD

*Kataotdoelg yvooTtég og oyeTilOUEVES e TNV VYPOL TOTTOV AMD, mapatnpndnikay povo ce acbeveig
pe vypov tumov AMD.

Oy ovyvég avemOOUNTES EVEPYELES (Umopel va ernpedoovy ugypt 1 ota 100 droua):

- aAAEPYIKEG aVTIOPAGELS (VTEpELOGON i) **

- cofopn eAeyuovin N Aoip®én pnésa oto patt (evooeOaiuitidn)

- QAEYOVT TNG 1P1dOC TOL HaTIOV 1 ALV oTueiny Tov 0BuAuol (pitda, payosditida,
1PLOOKVKAITION, «TPMTEIVIKY opiyAn» Tov Tpoctiov HaAduov)

- mapaevn aicnon oto patt

- epebiopog Tov Prepdapov
oidnua oty Tpdehia 6To1PAdA ToL BoArfoD (TOV KEPAUTOEOOV])

** Eyouv avaeepOei adlepykég avtidopaoelg ommg eEavOnua, eayovpa (kvnoudc), epubpd
eEavOnpuarto (kvidwon) Kot LEPIKES TEPIMTMOGELS GCOPAPDOV UAAEPYIKADV (OVOPUAAKTIKY /
OVOQPUAOKTOELONG) AVTIOPACEDV.

Yravieg avemOounTeg evépyereg (umopei va exnpeaoovy ugyxpt 1 oo 1.000 droua):
- TOPA®ON

- 00 mon T®V PAKOV AOY® TPOVUATIGHOD (TPOVUATIKOG KOTAPPAKTNG)

- @Aeypov g LeEAaTIvdd0vg 0VGI0G GTO EGMTEPIKO TOV 0PHaALOD

- OOV GTO LATL

Mn yvootic cuyvotntog (dev umopovv va ektiunbobv e faon ta dwbéotua dedopéva):
- (QAEYLOVT] TOV AEVKOD TUUOTOG TOV HOTION oV oyeTileTal pe epubpotnta Ko Tovo
(oKAnpitidn)

2T1¢ KMVIKEG dOKIUEG, LITPEE oL aENCT TV TEPICTOTIKAOV ALLOPPAYIiNG omd PIKpa opo@opa ayyeio
oT1g e£mTePIKEC 6TOPAdES TOV 0POUALOD (a1poppayic TOV EMMEPVKOTA) GE acheveic pe VYPOD TOTOVL
AMD mov AdpPovoy avtinktikd. H adEnon ovtdv Tov TepIoTATIKOV NTOV TUPOUOoLN LETAED TV
acBevav mov Bepamevovtay e pavITILOVUAUTN Kot 0QAPepoént).

H ocvotpatikny ypion avactorémv tov VEGF, ovcidv mapdpowwv pe ekeiveg mov mepiéyovtot
oto Eiyzey, dvvntikd oyetiletal pe tov kivouvo dnuovpyiog Bpopfmv aipatog mov ¢pdccovy o

atpo@opa ayyeio (aptnplokdy BpopfoeuforlkdV ETEIGOdIMV) TOV UTOPEL VO 001 YIGOVY GE
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KapSLOKN TPOGPOAN 1| EYKEPUAIKO EMEIGO010. YTTAPYEL Bemp1TIKOG Kivouvog TETOI®V EMEIC0dIMV
HeTd TV €veon TG aeAPepcEnTng LEcA 6TOV 0PBOANO.

Onwg kot pe 6Aeg Tig BepanenTikég TPMTEIVES, VIAPYEL THAVOTITO AVOGOAOYIKNG AVTIOpOoTG
(oYMUOTIGHOG AVTICOUATOV) UE TNV apMPBEPTETTN.

Ava@opa avemOountov evepyet@v

Ed&v maponpricete Kdmola avemBountn evépyeta, EVLEPDOGTE TOV YITPO GOC. AVTO IGYVEL KAl Yo
KG0e mOov aveTIBOUNTN EVEPYELD TTOV OEV OVOPEPETOL GTO TOPOV POUAAO 0ONYIOV ¥pHoNs. Mmopeite
eniong va avaeépete avemBounteg evépyeteg angvbeiog, LEG® TOL E6VIKOL GUGTILATOS OVOPOPAS TOV
avaypaperor oto [Hapdptnua V. Méow g avapopds avemBOunTov evepyeidv Propeite va
BonBnoete 6T CLALOYN TTEPIGGOTEP®Y TANPOPOPIDV CYETIKA LE TNV ACPAAELD TOL TAPOVTOG
POPLAKOL.

6.

Ilog va puraccete To Eiyzey

To @dppaxo avtd Tpénel va LAGCGETAL GE LEPT) OV dev TO PAETOVVY Kol Ogv TO POAvVOLY Tl
TodLd.

Na pn ypnoiponoteite autd 10 PAPUAKO HETE TV NUEPOUNVIL ANENG TOL OVAPEPETOL GTO
¥GPTIVO KOLUTL Ko 6TV emtonpaven uetd v évoeién AHZEH / EXP. H nuepounvia Aqéng eivot n
TEAEVTAIO NUEPA TOV UAVO TOV OVOPEPETOL EKEL.

Dvidooete og yoyeio (2°C émg 8°C). Mnv katoyOyETE.

To un avorypévo eraridto pmopet va puAaydet extdc yoyeiov kbtw omd 25°C yuo Emg ko 24
DPES.

DvAdccETE GTOV APYIKO TEPLEKTN Y10 VO, TTPOGTATEVETAL OTTO TO YOG,

Mnyv mtetdite QAPLLAKO GTO VEPO TNG OTOYETEVONG 1) GTO OIKLOKE amoppippato. Potiote Tov
(OPUOKOTOLO GUG Y10, TO TAG VO, TETAEETE TA PAPLOKO TOV OEV YPNOLOTOLEITE Lol AVTA TOL
puétpa Bo fondncovy oty Tpoctacio Tov TEPPAAAOVTOC.

Iepreydpeva TG GVOKEVAGIOG KO LOWTES TANPOPOPIEg

T egpréyer to Eiyzey

H dpaoctikn ovoia givat: apiPepoéntn. Kdbe kovti meprrappdvet éva yvdivo gloiidto tomov I
IOV TIEPLEYEL OVOUAOTIKO OYKO TANPmonNg 278 UIKpOMTPp®Y S1oAdUATOG Y10, EVOODUAOELDIKN
£€veEON UE EMOCTOUEPES ELOOTIKO TN EIGYDOPTONG KLl TAOUO, AAOVUIVIOV, Kot BELOva e GidTpo
18G. Kdbe praridio mapéyet mpéApn mosotnta yio T xopnynon uiog povo d6ong twv 50
UIKPOAITP®V OV TTEPIEYOLY 2 Mg APAIPEPCETTNG.

Ta GALo cvoTaTikd ivat: 0&Ko vatplo, TpEvLdpo, 0&iko o0& (tayopopeo) 100%, caxyapdln,
yAoprovyo vatpilo, tolvcopPiko 20 (E 432), vowp yio evéotpa.

BA\éne ‘To Eiyzey mepiéyel’ oty moapdypago 2 yio TEPIGGOTEPES TATPOPOPIES.

Epedvion tov Eiyzey kot wepieydpevo T cuokevaciog
To Eiyzey sivot éva evéoiuo dtdlopa (evéoipo) o€ éva graiido. To didivua ivar dypmpo mg
VIOKITPIVO.

MéyeBoc cvokevaciog 1 praAidto + 1 felova pe pidtpo.

Karoyog Adsrog Kvkhogopiag

Zaktady Farmaceutyczne POLPHARMA S.A.
ul. Pelplinska 19, 83-200 Starogard Gdanski
ITorwvia
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IHopoaockevaotig
KYMOS S.L.

Ronda De Can Fatjo 7b
Parc Tecnologic Del Valles
Cerdanyola Del Valles
Barcelona

08290

[omavia

I omo10dNTOTE TANPOPOPIN GYETIKA UE TO TOPOV QUPUOKEVTIKO TPOIOV, Tapakoieiche va

anevBuvoeite otov TomKd avTipocoTo Tov Katdyov tng Adeiag Kukhogpopiag:

Belgié / Belgique / Belgien
OmniVision GmbH
Tél/Tel: +49 89 840 792 30

Buiarapus
OmniVision GmbH
Tem.: +49 89 840 792 30

Ceska republika
OmniVision GmbH
Tel: +49 89 840 792 30

Danmark
OmniVision GmbH
TIf.: +49 89 840 792 30

Deutschland
OmniVision GmbH
Tel: +49 89 840 792 30

Eesti
OmniVision GmbH
Tel: +49 89 840 792 30

EAMGoa
OmniVision GmbH
TnA: +49 89 840 792 30

Espaiia

OmniVision Farma Espafia S.L.

Tel: +34 93 747 10 29

France
OmniVision GmbH
Tel: +49 89 840 792 30

Hrvatska
OmniVision GmbH
Tel: +49 89 840 792 30

Ireland
OmniVision GmbH
Tel: +49 89 840 792 30
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Lietuva
OmniVision GmbH
Tel: +49 89 840 792 30

Luxembourg / Luxemburg

OmniVision GmbH

Tél/Tel: +49 89 840 792 30

Magyarorszag
OmniVision GmbH
Tel: +49 89 840 792 30

Malta
OmniVision GmbH
Tel: +49 89 840 792 30

Nederland
OmniVision GmbH
Tel: +49 89 840 792 30

Norge
OmniVision GmbH
TIf: +49 89 840 792 30

Osterreich
OmniVision GmbH
Tel: +49 89 840 792 30

Polska
OmniVision GmbH
Tel: +49 89 840 792 30

Portugal
OmniVision GmbH
Tel: +49 89 840 792 30

Romaénia
OmniVision GmbH
Tel: +49 89 840 792 30

Slovenija
OmniVision GmbH
Tel: +49 89 840 792 30



island Slovenska republika

OmniVision GmbH OmniVision GmbH

Simi: +49 89 840 792 30 Tel: +49 89 840 792 30
Italia Suomi/Finland
OmniVision Italia S.r.1. OmniVision GmbH

Tel.: +39 02 308 90 93 Puh/Tel: +49 89 840 792 30
Kvnpog Sverige

OmniVision GmbH OmniVision GmbH

TnA: +49 89 840 792 30 Tel: +49 89 840 792 30
Latvija

OmniVision GmbH

Tel: +49 89 840 792 30
To mwapdv ULAAO 00N YOV Yp1ioNS avaBewp1)OnKe Yo TEAEVTOIR POPE GTIS

Agntopepeic mAnpoeopieg yia 10 eappoKo avtod gival dStabéaieg otov diktvakd tomo Tov Evponaiko
Opyaviopod @apudxov: http:// www.ema.europa.eu.

O TAnpo@opieg wov axorovbovv anevBvvovial uovo o€ emayyeloTies vyeiag:
To @laAido Ba Tpémet va ypnoomoteiton yia TN Ogpameio povo evog 0OaApROD.

To @loAidI0 TTEPIEYEL TEPIGGOTEPT OO TNV CLVIGTAOUEVT dOGN T®V 2 mg apMPepoéntng (tov
oodvvapovv pe 0,05 ml). O emmAéov dyKog mPEMEL VoL amoppinTETOL TPV OO TNV XOPNYNOT).

To d1dAvpa Ba Tpémel va eleyybel omtikd yio TuyOV EEVI cmUATIOWKT VAN KOUT OmOYPOUATIGUO 1] Vi
KéOe peETOPOAN TNG PLOIKNG ELPAVIONG TPV OO TN XPNOT|. 1€ MEPIMTMGT TOL TAPATNPEITAL KATL 0Td

TO, TOPATAVE®, ATOPPIYTE TO POPUAKEVTIKO TPOTOV.

To un avoryuévo elaridto pmopei va dtatnpnei ektodg yoyeiov katm amd 25° C yuo émg Kot 24 dpeg.
Metd 10 Gvorypa Tov eLoAdiov, TPoY®PNOTE LE TN S1ad1KAcio VIO ACTTEG GUVOTKEG.

INo v evdoboroeldikn éveon, Tpémel va ypnopomombei Behova éveong 30 G x %2 inch.

Apa1péote TO TAAGTIKO OO KOl ATOAVUAVETE TO
eEMTEPIKO UEPOC TOV EANGTIKOV TMUATOG EIGYDPNONG
TOV QLOALSioV.
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Yuvdéote T Perova pe pidtpo 18 G, 5 micron wov
TOPEXETAL GTO KOVTL GE 0L AITOGTELPOUEVT] GUPLYYOL

Luer-lock tov 1 ml.

(o

\
Bekova pe @iktpo |

Yrpdéte ™ feAOva avappOENoNG LEGO OTO KEVTIPO TOV TMWATOG EICYMPNOTNG TOL PLoAdiov uéypt
1 Peldva va eicaybel evieAdg péca 6To PLaAido kot To dKpo NG vo ayyiEel Tov Tbuéva Tov

QLOALO10V.

XPNOYLOTOIDVTOG AT TEYVIKT, AVTANGTE OAO TO TEPIEXOUEVO TOV PlaAidiov Eiyzey puéoa ot
oLPLYYQ , SLATNPDOVTAG TO PLOAISI0 6 Opbila BEom, ELaPPOC KEKMUEVO Yo VoL SIEVKOADVETE TNV
mnpn dvtinon. ['o v anotponi g elcaymyns aépa, emPepfaidote 61t To AKpo TG PeAdvag
ue QIATpo ivan PuOIGUEVO PHEGH GTO VYPO. ZVVEXIGTE VO, YEPVETE TO PLAAISIO KATE TNV AVTANON
KPOTOVTOG TO Gkpo NG Pehdvag pe pidtpo Pubiouévo puéca

Aghupa

To dkpo Tng
Behovag korTalsn
TTPOG TA KATW

Bepaiwbeite 011 n pafdoc tov guPforov Exet Tpafnytel ETapKMS TPOC TA TGM KATA TNV EKKEVAOOT
OV PLoAMdiov, £T61 MGTE VO, adEIoEL TANP®E 1 Peldva.

Aopapéote T Perdva e GIATPO Kol AmoppiyTe TNV UE

6mGTO TPOTO.

Ynueioon: H Berdva e eidtpo dev mpoopileton yia

VoL YPToLOTOLEITAL Y10, EVOODOAOELDIKT EVEDT).

[

BeAova éveong |
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XpNOYLOTOUDVTOS AGNTT TEYVIKT), TEPIOTPEYTE
otafepd pa Perdva éveong 30 G x Y inch. oto dxpo
Luer-lock tng cvpryyoc.

Kpatdvrag t obpryya pe t Pelova va kottdlel mpog ta Tave, eAEyEte n cpryya yio
QLoOAdeS. Edv vmhpyovv pucolides, kTumrote amad T cOptyya e T0 SAKTUAG GOg LEYPL OAES
01 LGOAIdEC VO, avEBOLY GTO TOV® UEPOG.

E&aieiyte OAeg TIG QUGOALDEG KOl AOPGALETE TNV TEPIGGELN TOV PAPUAKEVTIKOD TPOTOVTOC,
mélovtag apyd To EpPolro, £T61 MOTE TO eMinedo Akpo Tov guPdriov va evBuypapuctel pe
ypapun mov vrodewkvoet 0,05 ml endveo otn cvpiyya.

AildAupa petd Tnv amofoAn Twv
puoalidwv aépa kal Tng
TMEPICOEING PAPPHAKOU

MNpappn docoloyiag

= 0,05 ml

=) | 3\ 0.1

0.4

Emimedo
dKkpo
| euBoiou

L IIII|IIIIIIHI
=
=
1l

D

O
N

10.

To @laAido mpoopiletor yia pia pLovo ypnomn.

Ké0Oe oypnoiomointo oprokenTiko Tpoiov 1 VIOAEYUE, TPETEL VO, ATOPPITTETOL COUPMVI UE
T1G KOTd TOMOLG 1o)vovoes oxeTkés drotaéels. H eEayoyn moAlomhdv d0cew@v amd Evo PlaAidlo
umopel va avénoet tov kivovvo empoivuveng 1 exakdiovdng AEYLOVIG.
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