B. ®’YAAO OAHI'TQN XPHXHX



®viro ooy ypiong: Iinpoeopics yia Tov ypfjot
Eylea 40 mg/ml gvéorpo Sidlvpa o€ Tpoyepiopévny cvpryyo aphpepointn

Awpdote TpocekTIKG 0AOKANPO TO GVALO 03NYLAV YP1IoNG TPV GaS YopNYN0el avTd TO

PapRAKo, OLOTL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUC.

- DordEte avTo TO EOALO 0dNYIDV Yprone. Towg ypelactel va to dofdacete Eavda.

- Edv éxete mepartépw amopieg, potnote TOV Y10TPO GOG.

- Ed&v mapomnpricete Kamowo avemBOUnTn evépyeta, EVIUEPDOTE TOV Y1ATPO 0aG. AVTO 1GYVEL Kot
v KGO Thavn avemBOUNTN EVEPYELD TTOV OEV OVAPEPETOL GTO TAPOV GOAAO 00T YLDV YPTONG.
B\éne mopdypago 4.

T epréyel 1o Tapov GUAAO 00N YLOV

T etvon To Eylea kot mowa ivat 1 yprion tov

T mpénet va yvopilete mpwv oag xopnynbei to Eylea
Iag yopmyeitai to Eylea

[MBovég avemBOuntec evépyeteg

Iog va puidooete 1o Eylea

[epreydpeva g cvokevaciog Kot Aomég TAnpopopieg

SUkrwdE

1. Th givar To Eylea kon wowa givai ) pijon Tov

To Eylea eivat éva dtdlvpo mov yopnyeital pe Eveon HEcH 6TO UATL GTOVE EVAAIKEG Yia T Oepameio
KOTOOTAGE®MY TOV LOTIOV TOV ovopalovtal

- veoayyewkn (VYpod TOTOV) NAKIOKT EKPOALON TG @YPAC KNAidag (vypod timov AMD),

- dwropoayn TG O6paons and devtepomafic oldnpa TG ®yPas KnAidag mov opeiietan o€ andppain
eAéPag Tov apePAnotpogdoig (khadikis RVO (BRVO) 1 kevipikiigc RVO (CRVO)),

- uElpévn 6pacn Aoy J1aPnTikoy 0NUATOG TG )PAc KnAidag (DME),

- pEWHEVN Opacn AOY® UVOTIKNG YOPL0EWIKNG veoayyeimong (Lvomiky CNV).

H apMpepoéntn (aflibercept), n dpactikn ovsio tov Eylea, amokieiel T dpacmpidtnra (o opuadog
TapayovTev, mov ival yvootol g VEGF-A (ayyelaxdg evoodniiakog avéntikdg mapdyovtag A) Kot
PIGF (mhaxovvtiokds avEntikog mapdyovtag).

e aoBeveig pe vypod tHmov AMD kot pvoriky CNV , avtol ot mapdyovteg, 0tov Ppickoviol g
aLENUEVT TOoOTNTA, GLOYETILOVTAL GTO U] PLGIOAOYIKO GYNUOTICHO VEDV OLLOPOP®V ayYEI®V GTO
péti. Avtd To Ve d1LoQOpO. ayYEiR UTOPOVY VO TPOKAAEGOVV T1| S10pPOT| GLGTATIKAOV OU[LOTOG LEGH
070 Udti kot gxakdAovdn AAPT TV 1I6TOV TOL HaTIoD oL Eivar LIEKOVVOL Yo TV OpOOT).

Xe aoBeveig pe CRVO, ovpPaivel amo@pa&n 6to KHplo aptopopo ayyeio Tov LETUPEPEL QL0 LOKPLA
Ao Tov ouEPANCTPOELDN. Q¢ amdvtnon, To exinedo Tov VEGF avédvovtol mpokaidvtag tn diappon
VYPOD UEGO GTOV AUPIPANOTPOELDN KOl KOTA GUVETELD, 001 YoUV o€ e€oidnomntng wypdc knAidag, (to
TUNLO TOV GUPIPANGTPOELDOVG TTOL Eivar VTELOVVO Y10, TN AETTN OPACT]) KOTAGTOGT OV ovopaletal
oldnpa g oypdag knAidag. Otav n oxpd knAida yepilel pe vypo, 1 KevIpikn 6pacn yivetal Ooin.

e aoBeveic ue BRVO, pa M meptocotepes S1aKAUdDGELS TOV KUPIOV GLLOPOPOL ayYEIOV TOL
HETAPEPEL TO aiipa LoKpld omd Tov apeiAnotpoedn, epnodiletar. Qg enaxdiovbo, Ta enineda VEGF
ALEAVOVTOL TPOKOAMVTOG TNV dPPOT] VYPOL EVTIOG TOL AUPIPANGTPOELT| KOl GUVETHDG TPOKOAMDVTOG
oildnua e oypac knAidag.



To dafntikd oidnpa TG @YPAS KNAIdOG vl TO «POVCKMOUONTOV OUPPANCTPOEIBOVE TO 0TO10
ovppaivel og aceveig pe dafn AOY® dappong LYPOL amd To ALUOPOPA aryYEio EVTOG TNG OYPAC
knAidoc. H oypd kniida etvat To tufpa tov apeiPAnotpogidong vrebbovo yia v kaAn opacn. Otav
N oypd knAida yepilel pe vypd, 1 Kevrpiky| 0pact yivetror BoAn.

To Eylea éxet kotadetybel 0Tl GTAUATA TNV AVATTUEN VEOV U1 GUGIOAOYIK®V OUOPOPOV OYYEIDV GTO
pdti, ta onoia cuyvd mapovcidlovv drappon vypov 1 arpoppayovv. To Eylea pmopel va fonbicet ot
otafeponoinon Kal, 6€ TOALEG TEPTTMGELS, OTN PEATIOGT TG AMMAELNS TG OpACTG TOL GyeTileTon Le
v vypov Tomov AMD, CRVO, BRVO, DME ka1 poomiky CNV.

2. T npémer vo. yvopilete Tpwv va oag yopnyn0ei to Eylea

Agv 0a cog xopnyn0si To Eylea

- glv elote aldepyikol otV aQAPEPGENTN 1 0€ OTOL0ONTOTE GALO OO TAL GUGTATIKA CLTOV TOV
QOPUAKOV (OVaPEPOVTOL GTNV TTOPAYPAPO 6).

- eav &xete evepyn N evOgXOUEVT LOAVVON LEGA 1 YOP® OO TO LATL (0PBOAUIKN 1) TEPLOPOUAUIKT
Aotpwén).

- eav &xete cofapn AEYUOVN TOL LATION (TOV VTTOJEIKVVETAL OO TOVO 1| EPLOPOTNTAL).

IIpogidomou|oelg kKo TPoPLAGEELG

AmevBuvbeite ot0 ylotpo cag Tpotov AdPete to Eylea:

- elv éyete Yok,

- gav éyete 10TopIKd Aapyemv N eEI0POUATOV 6TV 0pacT] GO¢ Kot EGv £xete o Eapvikn avénon
Tov pey€bovng Kot Tov aptipod TV eEpoUdTOV.

- €lv TpaypatomomOnke i eival TPOyPAUUATIGUEVT] YELPOVPYIKT ETEUPACT GTOV 0POUALO GOg
EVTOG TOV TPONYOVUEVOV 1] TOV ENOUEVAOV TECCAPV ERSOUAdMV.

- v éyxete coPapn popery CRVO 13 BRVO (1oyayuky CRVO 1§ BRVO), 1 Ogpameia pe 1o Eylea de
GLVICTATOL.

Emumiéov, etvan onpoavtikd va yvopilete 0Tt

- M ao@diela Kot 1 omotelecpatikdtTo Tov Eylea dtov yopnysital kot otovg 6o opOoipong
TOVTOYPOVA OEV EXOVV UEAETNOEL GLGTNIOTIKG KO EAV YIVEL YPNOT LE AVTO TOV TPOTO UTOPEL VoL
avéndel 0 KivouVOg Vo TOPOVGLUGTOVY YEVIKY aVETIOOUNTEC EVEPYELEC.

- otevéoelg pe to Eylea pmopodv vo mpokarécouvy po odEnen otny mtieon tov pation (evooOdiuia
ntieon) og opiopévoug aobeveic evtog 60 Aentav amnd v veon. O yorpdc oag Ha
TaPUKOAOLONGEL TV TiEoN TOL HOTIOD UETE, TV Eveon.

- €qv avamTOEETE o LOAVVOT] 1] PAEYLOVT] GTO E0MTEPLKO TOV HATION (EvOoPOaANiTION) 1 GAAES
emmAOKEC, UTopel va eppavicete o@BOAUIKO TOVO 1 avEnuévn duoeopia, ETOEVOVUEVT
gpLBpOTTA TOL HOTLOD, OOAN N pel®pEV dpac, Kot avénuévn evactnoio 6To EMC.

OO0 TOTE CLUTTAOUATO EIVOL CTLLOVTIKO VO S1yVMOGTOVV KOl VO OVTIHET®TIGTOVV OGO TO
duvaTOV GUVTOUOTEPQ.

- o ywTpdc coc Oo eAéyEel edv Exete AAALOVE TAPAYOVTEC KIVOHVOL 7OV UTTOPEl va avénoovy v
mOavoTNTO PRENG N OTTOKOAANGNG GE LOC €K TM OTIPAS®Y 6TO THG® HEPOC TOL 0POUALOD
(amokOAANo” apeIPANcTPoEldois | PHEN Kat pHEN N amokOAANGT TOL peAayyPOOL ETONAIOV TOL
apePAnctpoedone, ondte o€ avth TV Tepintwon to Eylea Ba npémel va yopnynOel pe tpocoyn.

- 1o Eylea dgv mpémel vo ypnouonoleitat Kord T S1apKeLo TG EYKVUOGVVIG EKTOC €6V TO
EVOEYOUEVO OPELOC VTIEPTEPEL TOL EVIEXOUEVOL KIVODVOL Y10l TO AYEVVITO PPEPOG.



- Ol YuVaiKeG O avOmapoy®YIKNn NAKio TPETEL VoL XPNGUYLOTOI0VV OTTOTEAEGIATIKT OVTICOAANYN
KaTd T O1dpKeLn TG BEpomEing Kot Yo TOVALYIGTOV TPELG EMTAEOV PNVEG LETE TNV TEAEVTAIN
éveon tov Eylea.

H ovompuatikn xprion avactoréwv tov VEGF, mapdpoiwv ovoidv pe ekeiveg mov tepiéyet to Eylea,
oyetileton duvnTikd pe Tov kivouvo dnuiovpyiog OpdpuPov Tov aipatog ot omoiot Ppalovy Ta aoPdpa
ayyeia (mepiototicd OpopfoePoAMKdOV ApTNPLOK®V ETEGOOIMV) TOV UTOPEL VO, 0ONYT|GOLV GE
Kapdlok TPoSPoAn 1 ayyelokd eyKEQOAKS enelcdd0. Bewpnrikd vdpyet £vag Kivovvog Tétolmy
oupuPaviov petd v éveon tov Eylea oto patl. Yndpyovv mepropiopéva dedopEVa Yo TNV ASQAAEL
ot Oepancio acOevov pe CRVO, BRVO, DME kot pvomikp CNV ot ortoiot £xovv vtootel ayyeloko
EYKEQOAIKO EMEIGOB10 1 EAOPPV EYKEPOAKO (TOPOSIKO 10X OLUIKO ETEIGOD10) 1) KOPSIOKT TPOGBOAN
evtOG TV Tponyovpevey 6 unvav. Edv kanoto amd avtd cag apopd, to Eylea 6a yopnynbei ue
TPOGOYN].

Yrdpyel povo meplopiopuévn eumeipia ot Bepansio

- acBevov pe DME Aoyow dwapn tomov |.

- dopnTikdv pe moAd vynAéc uéosg TG cokydpov tov aipatog (HbALC ave tov 12%).

- JwPnrikev pe po Tadnon tev oeBuiudv Tov Tpokaieitatl amd to daPrtn n omoia ovoudleTon
TOPUYOYIKN SNtk apeBAnctpostdonadsia.

Agv vrdpyet epmeipio otn Oepameio

- aoBevov pe ofeleg AoumEelc.

- acBevov pe dAleg TaONGELS TOV 0QOUAUDY OTTMG ATOKOAANGT] TOV AUPIPANGTPOEIBOVG 1 0T TNG
oypds KnAidag.

- JWPNTIKGOV PE U EAEYYOLEVT], DYNAT 0pTNPLOKY TTiEDT).

- un Acwtov acbevav ue poomik CNV.

- acBevav ot omoiol £yovv mponyovpEVeS vToPANOel o€ Bepameia yio poomiky CNV.

- acbevov pe PAaPeg £ omd To KeVIPIKO onpeio Tng wypdg knAidog (eEmPobpikég PAAPES) Yia
pvonik CNV.

Edv xémoto amd to mapandve cog apopd, o Yotpog oag Oa AdPet vidyn avtiv v EAAEyM
TANpOQOpPLOV OTOV 6ag yopnynoet Bepancia pe to Eylea.

Hoowd xon £pnpor

H ypnion tov Eylea oe maudid 1 epnfovg kdtm tov 18 etdv dev €xet peretnel kabdg 1 vypod TOTOL
AMD, CRVO, BRVO, DME kot pvomiki CNV gival Tabfioeegic mov tpocsPaiovy Kupimg Toug
EVIAIKEC. ZOVETMC 1 XPNOT TOL 08V apopd (1} dev amevfHveTOL GE) ATV TNV NAIKIOKT OUAdA.

Alha @éppoxa kot Eylea
Evnuepmote tov yiatpd Gog edv xpnoILOToLEiTE, £XETE TPOGPATO YPNGILOTOMGEL 1] LWTOPEL VoL
YPTCULOTOUGETE GAAD PAPLLOKCL.

Kinon kot Oniaopog

- Tuvaikeg o€ avamapayykn nAkio TpETEL VoL YPNGULOTOI0VV OTOTEAEGUATIKT OVTICOAANYM
Katd T ddpKeLo TG Bepameiog Kot Yo TOVARYIGTOV TPELG EMTALOV UNVES PETA TNV TEAELTOLN
éveon tov Eylea.

- Agv vrdpyet epmeipio amd ™ ypnon tov Eylea og éykvec yovaikeg. To Eylea dev mpénet va
YPTCULOTOLEITOAL KATE T1) OLAPKELN TNG EYKVHOGUVIG EKTOG €AV TO EVOEYOUEVO OQENOG VITEPTEPET
TOV gvdgXOEVOD KIVdUVOL Y10, To £uPpuo. Edv eicbe éykvog 1) oyedidlete va peivete ykvog,
ou{ntote Yo 10 Bépa avtd pe Tov YiaTpd cag mpwv T Bepaneia pe to Eylea.

- To Eylea d¢ cuvictdtor Kot T didpkela Tov Onlacuov, kabog dev eivar yvwotd edv to Eylea
TEPVA 6TO ovOPAOTIVO YAAO. ZNTHOTE T1 GLUPOVAN TOL YIUTPOL GOC TPOTOV EEKIVIAGETE T
Oepaneio pe 1o Eylea.



O ynon ko yEPLoPOS pNYavVNRATOV

Metd v éveon cog pe to Eylea, pmopel vo epLpavicete 0pIoHEVEG TPOCOPIVESG O1UTAPAYES TNG
opaong. Mnv odnyeite N xepileote pnyovipota yoo 660 ypovikd dtdoTna S1apKodv auTES ot
SwTapayéc.

INROVTIKEG TAPOPOPIES GYETIKA UE OPLOREVA 6VOTATIKG TOV Eylea
To pappaxevTikd owtd Tpoidv mepiéyet Ayodtepo and 1 mmol vatpiov (23 mg) avd 66om, dnA.
0VCLOOTIKA Elvar «ehevBepo vaTpiovy.

3. H®g yopnyeitan 1o Eylea

"Evag yiatpdg éumelpog ot yopnynon evécewv oto pdtt Ba kdvel v éveon tov Eylea péoa oto pdrt
oG vd donmreg (kabapég Kot pe amootelp®on) cuvOnKes.

H ovvietduevn 66on givar 2 mg apiPeposéntng (0,05 ml).
To Eylea yopnyeitan o¢ éveon péso oto patt cog (evoobaroeldikn éveon).

Ipw v éveon, o Y1atpog oag B ¥PNOLOTOINGEL ATOAVLOVTIKO 0QOaApLKO S1dAva Y10 va Kabapicel
TO LT OOG TPOGEKTIKA, £TG1 MOTE Vo, amoPevyBel n puodvvor. O yaTpdc cog Ba cag xopnyNoeL EMioNg

£€va TOTIKO avoloOnTIKO Y10, VO EAATTMGEL 1] VO OMOTPEYEL TOV TOVO OV 16MG GG TPOKAAEGEL 1) EVECT).

Yypod tomov AMD

Ot acBeveic pe vypod ToTov AMD Ba Aappdvovv Bepareia pe pio Eveon ova Pva Yo TPELG
1080y IKEG DOGEIC KOl GTN CLUVEXELN UE [0 akOpa EVECT] PETA A AAAOVG dVO UNVEC.

O ywatpog cag Oa amopacicel dv To pecoddotnue TG Depomeiog avapeso GTIC EVEGELG UTOPEL VO
Srotnpn et yio ke 600 pqveg N Bo Tpémet otadiakd vo enektabel o pecodlouoTuUaTo TOV 2- 1) 4-
ePdopddmv epdoov N Katdotaon cag Exel otadepomonbel. Edv 1 kotdotaon cog emdevmbet, To
LEGOJACTN LA AVALESO TIG EVESELS UTOPEl va, puetwbet.

Extég edv mopovcidoete kdmolo TpofAnua 1] 6og CUUPOVAEYEL SIAPOPETIKA O Y1OTPOG GOg, OEV
VILAPYEL AVAYKT] OO EGAG VO, EMOKEPTELTE TO Y1OTPO GOG OTNV TEPT0O0 UETAED TV EVEGEWV.

Aevteporabéc Oidnuo tne Qypdc Knliooc oxd CRVO

O y1atpog oag Oo, kabopicel To 7O ATOTEAEGUATIKO OepameVTIKO TPOYPOUUA Y10 €60C. Oa EgxvioeTe
) Oepamneia cog pe (o oepd amd unvicieg evéoelg Eylea.

To ypovikd didotnua ovapeso oe dvo evécelg og Ba Tpémetl va elvar PikpoOTeEPA amd Eva Pva.

Edv n xotdotaon oag dev Pedtiwbel petd tovg mpdtovg tpeic pnveg Oepameiag, o yiotpog oug umopel
vo amoacicel va otapatiost T Oeponeio pe 1o Eylea.

Otov 0 ytpdc cog Bewpnoel OTL 1| KOTAGTACT 60 TopouUével oTadepn yio Tpeig unveg vio Oepameia,
n Bepancio pmopel va otapatiost. Eqv kpiBei amapaitto, to pecodacthiuota g Oepaneiog pmopel
va enektafovv mEpav Tov evog unvoc. Edv 1 Katdotaot cag apyicel vo ETIOEVOVETOL PHETA T
dwokonn g Oepamneiag, Oa mpémel va yivel emavainym tng Oepameioc.

Zuvnbwg, o yiotpog cag Oa cog eEetdlel katd T S1APKELD TV EMOKEYEWDV TNG Eveong. Eav ta
UEGOJCTNUATO, TOV OEPOTELDV Elval LEYOUADTEPQ OO £VOL UIVO, O YIOTPOS OOG UITOPEL VO OTOPUCicEL
va cog e€etalel cuyvotepa. Oa ¥PELoTEL, GTNV TEPITTOOT ATH, VO KAVETE emmpdcsbeta pavtefov yia
e€etdoelc e To Y1Tpd oag HETAED TV EVECEMV.



Asvreporobic oidnua e wypac knliooc amwo RVO (kladikn RVO 1 kevipikn RVO)

O y10tpoc oag Bo kabopicel To TO AToTEAEGLATIKO OEPATEVTIKO TPOYPOUUA Y10 €50G. Oa EgKvoeTE
™ Bepaneio cog pe o oepd and punviaies evéoelg Eylea.

Ta ypovikd SLOGTLOTO OVAUESH GE SVO EVEGELS O¢ Dol TpEmeL va eival LKpOTEPA amd £Va, Uval.

O y1atpdg oag pmopel va amopacicst T dakom g Oepaneiog pe to Eylea edv dev enweeieiote amd
ouTh.

H Oepaneia oag Ba cuveyiotel pe pnviaieg evéoeig péypt va otabepomombei ) katdoToon cogc.

O y10tpdg oag Bo mapakorovbel TV avtamdkpion cog otn Bepomeio Kot TOAVOG Vo cLVEYIGEL TN
Bepaneio avEAVOVTOG GTAOIOKE TO LEGOOIOGTILATO OVAIEGT OTIG EVEGELS TPOKELUEVOD VA SLOTNPTCEL
pa otafepn katdotaor. Edv 1 kotdotact cog apyiost va eETOEVOVETAL LETE TNV TAPATOCT) TOV

pecodactnudtov Bepomeiog, o YTpdc cog 0o HEWDGEL TO, SIGTILLOTO OVTIGTOTYOL.

Avdloya pe v avtamdkpion oo Ba Exete ot Bepameia o yotpdg cag Oa amopacicel To TPOYpapLa
mapaKkolovOnonc oyeTika pe Tig e€eTdoelg kat Oepameieg cag.

Arofntid oidnuo e wypdc kniidac (DME)

Ot acBeveic e DME 0a Aappdvovv Bepameio pe pio Eveomn avd VO Yo TIG TPAOTEG TEVTE SLUOOYIKEG
d00&1g KOl 6T GLUVEKEL [E pia éveon KaBe 000 UNMveG 0To eENG.

Extog €dv mapovclicete 0moladmote TpoPANLaT 1] GG GUUBOVAEDGEL SIUPOPETIKA O YLOTPOG GO,
dev vIapyel avaykn va entokepheite Tov Y0Tpd G0 HETUED TOV EVEGEMV.

Metd tovg Tpdtovg 12 unveg Oepomeiog pe to Eylea, to pecodidomuo petald tov Oeponeidv pmopei
va enektafel, pe fdon v e&€taon tov yiatpod cag. O yrotpdg cog Oa amopacicel GYETIKA e TO

TPOYPOULA Yo TIG EEETAGEIS TapaKOAOHONGNG.

O y10tpog oag umopel va amopaciost T dtakom g Oepaneiag pe to Eylea edv Oswpei 611 dev
ooeereiote amd T cvveylopevn Bepamneio.

Movwmix CNV

Ot aoBeveic pe poomikn CNV vroPdaiiovton o Oepancia pe pa epamal Eveon. Oa MaPete teportépw
€VEGELC LOVO €AV 01 EEETAGELG TOV YIOTPOL GOC OTOKOADYOVV OTL 1] KOTAGTAON Gog Ogv £xel PelTiOEL.

To ypovikd dibotnuo PHETaED TV 600 EVECEWV dEV TPEMEL VO EIvOl PKPOTEPO TOV EVOG UNVOG,.

Edv n xotdotoon cog eEa@avioTel Kot 6T GUVEXELN ETAVELPAVICTEL, 0 YLOITPOG GOG UTOpEl va apyioel
Eavad tn Oepameia.

O y10tpo¢ oag 00, amoPacicel GYETIKG LE TO TPOYPUULUA Yo EEETAGELS TOPaKOAOVONOTC.
Edv naparerpOsi pa 66on tov Eylea

Kheiote éva véo pavtefov yia e€€taon Kot Yop1ynon tng EVeong.

Awkom g Ogpaneiog pe to Eylea
Supupovievbeite Tov yuorpd cog Tpotol dlakdoyeTe T Bepomeia.



Edv éxete meplocOTEPEG EPOTNOELS GYETIKA LLE TN YPNOT AVTOL TOV QUPLAKOV, POTHGTE TOV Y10TPO
oG,

4. IIBavéc avemBOuNTES EVEPYELEG

Onwg 6ha ta pappoka, £TGL Kol aVTO TO GAPUOKO UTopel vo TPoKaAEGEL avemBOUNTES EVEPYELEG, OV
Kol 0gv Tapovotdlovtal 6 GAOVG TovG avBpOTOLG,.

Eivat duvatov vo mopouciastovy adiepyiés avtidpdoelc (vrepevaicincia). Avtég umopei va givan
GOPOPEC KON OTULTELTAL VO, EMKOLVOVI|GETE IE TO YOTPO 00G Apicac.

Me 1 yopnynon tov Eylea, umopel va Tapouciactody opiopéveg avemBOUNTEG EVEPYELEG TTOV
ennpedlovv Toug 0PBaALOVG AOY® TG dadtkaciog TG Eveonc. Oplopéveg amd owtég umopel va etvat
oofapég ko mepthappdvovv TOPAmON, cofapn AoipmEn 1] AEYROVI] 6TO E6OTEPIKO TOV 0BAAPOD
(evdo@Baipitida), amokériinen, pén N apoppayic TS @MTO-gVEicON TG 6TIfdd0g 670 Tic®
pépog Tov 090aApnod (amokOAANGN N PHEN TOL AUPIPANGTPOELDOVC), BOA®MON TOV PUKOD
(Kotappaktng), axpoppayic Tov 0@Oaipev (apoppayic TOL LOAOIOVS CAOUATOG), ATOKOLANGN TS
CeAaTIVOO0VG 0V6I0G 6TO ECMTEPIKO TOV 0QPOUALOD 0T TOV GUPIPANGTPOEION (ATOKOAANGT] TOV
VOAOEWOOVG GMUATOC) Kot adEnon TG wieong péca 6tov 0pOalpd, PA. Tapdypaeo 2. AVTég ot
coPapéc avemBounteg evépyeleg mov ennpedfovv Tovg 0pBaipods mapatnpnOnkay og Aryodtepeg amd 1
o115 1.900 evéoelg otig KAVIKEG PEAETEG.

Edv &yete Eapvikn peioon g dpaong 1 avénon tov Tdvou Kot puhpdTnTa 6TOVG 0POUANODE HETA
Ao TNV £VECT EVI|HEPDGTE TO YLUTPO GUS OPECMG.

Kotdroyog Tov avemOOunToVv evepyei®dv mov ava@Epnkay

AxoAovBel £vag KaTAAOYOG TV AvemBOUNTOV EVEPYEIDY TTOL avapépOnke O6TL duvnTikd oyetilovtot
pe TN dlodkacio TG £vEonc N LE TO Papuako. MTopel vo, unv TopovGLAGETE KOUIO 00 aVTEC.
[Tévtote va cu{ntdte 0mo1EGONTOTE TOUVOLOYODUEVES OVETIOVUNTEG EVEPYELES LIE TOV YLOTPO GOC.

IoAv ovyvég avemOOuNTES EVEPYELES (UTTOPEL VO ETNpedoovy TepioaoTepa. amo 1 ota 10 droua):

- emdeivoon g 6paong

- ooppayio 6To TOm HEPOC TOL 0POUALOD (arpoppayic. TOL AUPIPANGTPOELSOVS)

- KOKKWVO LATIO TPOKOAOVUEVO OO OLLOPPOYIe KP®V OLLOPOPOV ayyelmV oTig eEmTEPIKES
61013adeg TOV 0EOHAALOV

- wbvog oTov 0pOaALO



Yoyvég avemOBOUNTEG EVEPYELES (Umopel va. ernpedoovy ugypt 1 ota 10 drouo):

- omokOAANoN N pNEN evig ek TV oTIBAd®V 6To oM PEPOS TOL 0POAALOD, TOL TPOKOAEL AGLLYELS
QOTOC e KIVOOUEVO GTIYLOTO KO LEPIKEG POPEG 0dMYEl o€ anmdAeia dpaong (pEN™ /amokdAinon
TOL pEAayypOOL EmONAioL TOV OUPPANGTPOEBODC*, amokOAAN N /pNEN Tov auPIPBANGTPOEdODG)

- EKQUAMGN TOV ApPIPANGTPOEdOVS (TpoKaiel dtaTapayn TG Opaong)

- oupoppayio Tov opOAALOD (aoppayict 6TO VOAOELDES GMLLOL)

- opwopéveg poppég BOAmong Tov eaKol (KoTappaKTng)

- owénon g migong Tov oPHaAon

- Klvovueva otiypata oty opoon (eE10pmduota)

- omokOAANoN TG (EAATIV@O0VE 0VGING GTO EGMTEPTKO TOL 0POUALOD ATTO TOV OUPIPACTPOELON
(amoKOAANGT TOV VAAOEIBOVG TOL 0dNYEL 6€ AApYELS POTOG Kat eE13pDUATA)

- oioBnon 6tL vIhpyEL KATL LEGA GTO HATL

- ovénuévn mapaywyn SakpuV

- wpné&o tov Prepdpov

- owoppayio oto onueio g éveong

- gpuhpdTNTA TOV HOTIO
* Katootdoelg yvootés wg oxetiiopeves pe v vypod tomov AMD. ITapatmpnOnkoav pévo oe
acOeveic pe vypod TOTOL AMD.

Oy ovyvég avemOopNTES Evépyereg (uropel vo. exnpeaoovy uéypt 1 aro 100 droua):
- oAAepykég avtidpdoels (vepevancOnoio)**
- ooPapn eAeypovi 1| Aoipmén péoa oto patt (evoopBaipitidn)
- @Aeypovn g ipdog Tov patod 1| GAA@v onpeiov Tov 0phoipod (1pitda, payoeditioa,
1PLOOKVKAITION, «TTPOTEIVIKT OUiYAN» Tov Tpochiov Boldpov)
- wapa&evn aicOnon oto patt
- gpebopog Tov PAepdpov
oionua oy Tpdchia 6ToPade Tov PoAfoD (Tov KEPUTOEDOVG)
** "Eyouv avaeepOel addepyikég avtidpdoelg dnmg eEavinua, eayodpa (kvnopog), pudpd
g€avOnuata (kvidmon) Kot LepIKEG TEPUTTOGELS GOPOPDOV UALEPYIKAOVY (UVAPUANKTIKY /
AVOPUAOKTOELINC) AVTIOPAGEWDV.

Yravieg avemOopunteg evépyereg (umopei va exnpeaoovy ugypt 1 oo 1.000 droua):
- tHpAoon

- 00hwon TV eaKdV AOY® TPOVUATICUOD (TPUVHOTIKOS KATUPPAKTNG)

- @Aeypovn g (EAoTIVdO0VG 0VGIOG 6TO EGMTEPIKO TOL 0POUALOD

- mdOoV 6TO pHaTl

2116 KMVIKEG BOKIUES, VANPEE oL ADENGCT TOV TEPIGTATIKMOV OUOPPAYING amd HKPH CLOQOPO. aryYEin
011G e£mTEPIKEC 6TOPASEC TOV 0POUALOD (a1poppayic. TOV EMTEPLKOTA) G OCOEVEIG [IE VYPOV TOHTTOV
AMD mov AdpuPavav avtimnkrikd. H avénon autdv tev Tepiotatikdy fTay Tapopuotd LeTaéd Tov
acBevov mov Bepamevoviav pe pavipmiloopdpn kot Eylea.

H ocvotmpatikny xpnon avactorémv tov VEGF, ovcidv mopdpoimv pe ekeiveg Tov mepléyoviol 6To
Eylea, duvntucd oyetileton pe tov kivouvo Bpoufmv aipatog mov epaccovy Ta apopopa ayyeio
(aptnpraxdv Opopposuforkdv enelcodimv) mov punopel vo 0dNyHoovy 6 Kapdlakn Tpocfoin 1
EYKEQOAKO emElc0010. YTapyel 0empnTikdc Kivouvog TE€T010V ETEIG0dimV LETA TNV éveon) Tov Eylea
pésa otov opOaAuO.

Onwg kot pe 6Aeg TIc OgpumenTIkég TPMOTEIVES, VITAPYEL TOOVOTNTO AVOCOAOYIKNG AVTIOPOOTG
(oymuotiopog avticopdtomv) pe 1o Eylea.

Ava@opd avemOOunTOV gvepyELOdV



Edv mapatnpnioete kdmola avemBOUN T evEPYELD, EVILEPDOTE TOV YLOTPO GaG. AVTO 1GYVEL KO Yo,
KG0e mOovn avemBOunTN EVEPYELD TOV OEV OVAPEPETAL GTO TAPOV VAL 0ONYIDV Yprions. Mmopeite
emiong va avoeépete avemBounteg evépyeleg omevdeiog, pEcm

EAlLada

EBvikdc Opyaviopog Gapudkmv
Meocoyeiov 284

GR-15562 Xohapydg, AbMva
TnA: + 30 21 32040380/337
®ag: + 3021 06549585
Iototomog: http://www.eof.gr

Kvzpog

Doppokevtikég Ynnpeoieg
Yrovpyeio Yyeiog

CY-1475 Agvkooia

TnA: +357 22608607

Dag: + 357 22608669

Iotétomog: www.moh.gov.cy/phs

Méow g avagopds avemBOHUNTOV gvepyel®V pumopeite va fondncete ot GLAAOYY TEPIGGOTEPDV
TANPOPOPLDY GYETIKA LLE TNV ACPAAELD TOV TOPOVIOS POPLLAKOV.

5. Iog va pvracoete To Eylea

o To @dppoxo ovtd TPEMEL va LAACCETAL GE PLEPT] TOV Ogv TO PAETOVV Kl dev TO POAvVOLY Tl
ToLdLd.

. Na un xpnoIoTolEite avTd TO PAPLOKO UETE TNV NUEpOUNVie, ANENG TOV AVOPEPETAL GTO KOVTL

Kol otnv gmonuaveon petd v évdeitn AHZH / EXP. H nuepounvia Aéng etvon n tedevtaio
NUEPO TOV UNAVO, TTOL OVOPEPETOL EKEL.
o dvidooete og yoyeio (2°C émg 8°C). Mnv katayOyeTe.

. H pn avorypévn xoyéln umopet va puiaydei ektog yoyelov kdtm omo 25°C ya £o¢ Kot
24 dpec.
. DvAdcceTe GTOV APYIKO TEPIEKTT] Y10, VO TPOGTATEVETOL OO TO PMG.
. Mnyv metdte QapUAKO 0TO VEPO NG OTOYETEVOTG 1] 6T GKOVTIdW. Potote Tov eapuakorold

G0 Y10 TO TMOG VO TETAEETE TA PAPLLOKA TOV OEV YpNolonoteite ma. Avtd T pétpa Ha
BonBnocovv ot Tpoctacio Tov TePPAALOVTOG.

6. Iepreydpeva TG GVOKEVAGLAG KO AOUTEG TANPOPOPIES

Tvepréyel 1o Eylea

- H dpaotikn ovcia givat: apiiPepoéntn. Mo Tpoyspiocpévn chplyya TepLEeL £aYDYLO OYKO
tovAdyotov 0,09 ml, 1oddvapa pe tovAdytotov 3,6 mg apiBepointne. Mio TPOYEUIGUEYT|
ovpryyo mapéyet wo, d6om 2 mg apAifepoéntng oe 0,05 ml.

- Ta dAha cvotatikd eivar: molvcopPiko 20 (E 432), 5166Evo poopopikd vaTplo povoddpiko (yio
poOuon tov pH), 6&1vo pwopopikd dvatplo entatidpikod (Yo puduon tov pH), yYAwpiovyo
vatplo, cokyapdln, HVOWP Yo EVESIULO.

Epedavion tov Eylea ko epieyopeva g 6VOKELAGIOG
To Eylea eivau éva evésiuo didhvpa. (EvEGLLO0) O€ Lo TPOYEHIGUEVT ovptyya. To didhvua gival

dyypouo £m¢ VILOKITPIVO.

MéyeBog ocvokevaciog e 1mpoyepucpévng copryyag.


http://www.moh.gov.cy/phs

Karoyog Aderog Kvkhogopiag
Bayer AG

51368 Leverkusen

I'eppavia

Hopaokevaoctiig

Bayer AG
Mullerstralle 178
13353 Bepoivo
Teppovia

"o omoladnmote TANPOPOPia. GYETIK LLE TO TAPOV PAPUAKELTIKO TPOIOV, Tapakareiche va
amgvbuvleite otov TomIKO avTITpdo®To ToL Koatdyov tng Adstog Kvuihopopiog:

EALada

Bayer EALdg ABEE

TnA: +30-210-618 75 00
Kvmpog

NOVAGEM Limited
TnA: +357-22-48 38 58

To mapov pOALo 0dNYLAV xpoNS avadempOnke Yo TeAevTaio popd eTig 02/2022

Agntopepeic mAnpoeopieg yio to pappako avtd etvar drabéoipeg otov diktvakd T6mo Tov Evponaiko

Opyavicpov Papudkmv: http://www.ema.europa.eu.
e e e e e e -
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http://www.ema.europa.eu/

O TAnpogopieg Tov akorlovBovv amevBivovtal pdvo ce emayyeipatieg vysiog:

H mpoyepiopévn cvpryya o mpémet va ypnoponoleitol yia tn Ogpameio povo evog 0@Oaipov.
Mnv avolyete TV OTOCTEP®UEVT] KOWEAT TNG TPOYEMGUEVNS GUPLYYaG EKTOS TG Kabapng aifovoag
xopnynone.

H mpoygpuiopévn cbptyya nepiéyel meptocoOTEPT amd TNV GLVIGTAOUEVT dOGT T®V 2 MY aPAPEPGETTNG
(mov wodvvapovy pe 0,05 ml). O emumhéov dykog Tpémetl va amoppinteTon TP omd T Yop1ynomn.

To duivpa Ba Tpémel va ereyybel omtikd yio ToXOV EEVI COUATIOOKT DAY KO/ OTOYP®UATICUO 1 Y10
KéOe peTafoln TG PLGIKNG ELPAVIOTG TTPLY Al TN XPNOT). L€ TEPINTTOOCT TOV TOPATNPELTAL KATL OO
TO, TOPATAVE®, ATOPPIYTE TO PUPLUAKEVTIKO TPOTOV.

H pn avotypévn cvokevacio Tomov KowéAng umopet va dtatnpnBel ektog youyeiov kdtw amd 25°C yio
£€m¢ kot 24 dpeg. Metd To dvorypo TG KOWEANG, TPOXWPNOTE LE T S1odKacia Vo AoTTTEG
ouvOnKeC.

I'a v gvdoborogldikn éveon, Tpénet va, ypnoonomdei fehova éveong 30 G X Y2 in.

O0onyies xpijons TS TPoYEUIoUEVNS GUPLYYaS:

1.  Orav elote £topot va yopnynoete 1o Eylea, avoifte to Kovti Kot Byddte TNV 0mocTEPOUEVT
GLOKEVOCIO TOTTOV KLWEANG. EEKOAANGTE TPOGEKTIKA T GLOKELAGIO TOTOV KVYEANG Y10, VO TNV
avoifete, S10cPaAIfovTag TN OTEPOTNTA TOV TEPIEXOUEVOV TNG. DVAGETE T GVpLyyo GTOV
OTOGTEPMUEVO dIoKO HEYPL VA EI0TE £TOLLOL YU T1 GVVAPLOASYNOT.

2.  XpnoonoidvTag AoNTT TEXVIKT, PYGATE TN GUpLyya amd TNV OTOCTEPMUEVT) GUCKELOGTIN,
TOTOV KLYEANC.

3. T vo aQoipEceTe To TOUA TNG GVPLYYOS, KPATHOTE
TN cOPLYYA LE TO Eva XEPL EVD YPNCLOTOIEITE TO
GALO XEPL YO VO KPOTGETE TO TAOUO, TG CVPLYYOS UE
Tov avtiyelpa kot to dogiktn. [lopakaiovpe tpocélte: IYITPOMH
[Ipénetl vo cuoTPEYETE(UNV ATOCTAGETE) TO TMOWUA TNG

QU

| | | |
4. T va pnv ennpeactel opvnTiKd 1 6TEPHTNTA TOV TPOTOVTOG, UnV Tpafréete 10 EUPoro mpog ta
Too.
5. Xpnoomoidvtog AonTTn TEXVIKY, TEPIOTPEYTE
otabepd ) Perdva éveong endvm oto dkpo Luer- /
lock ¢ oOpryyag.
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Kpoatdvrag ™ cvpryya pe ) Beldva va kottalet
TPOG TO TAV®, EAEYETE TN GLPLYYQ Y10, QUGOAIdEC. Edv
VILAPYOVY PUGUAIOES, KTUTTHOTE OTTOAA TN CUPLYYQ LUE
70 SAKTLAO GaG LEYPL OAES OL PLGOAIdES VO avEBouv
GTO TTAV® LEPOG,.

E&aletyete Oheg TIG GUGOAIdES Kal amoPaiieTe TV TEPIGGELN TOV PUPUAKEVTIKOD TPOIOVTOG,
méCovtag apyd o Eppforoyia va evBvypappicete Ty fdon Tov B0rA®TOV GKpOL TOL
guporov (0L TNV KOpLET] TOL B6A0V) pE TH pavpN Ypappq docoroyiag 6T GUPLYYE
(moodto mov 16odvvapet pe 0,05 ml, dnk. 2 mg apAiepoéntng).

Inpeioon: Avt n akppng toroBétnomn tov euforov eival TOAD GNUOVTIKT, EXEWON 1
AavBacuévn tomoBétnon Tov epforov pmopel va 0dnynoel 6e mopoyn 66ong LEYOADTEPNC 1)
HIKPOTEPTG OO TNV EMCTLOGUEVT.

dvcarida agpa

Atdhopa

Bdon tov
BolwToV
GKpPOV TOV
gpporov
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Awdhopa petd myv aroforf tov
PLOUAIBOV aEpa Kat TG
TEPICOELNS PUPUAKOD

Eupoio pe 00io

Bdon tov Bormton,
GKpOL TOL ,
guporov

Tpappm
docoroyiag

Kaévte éveon evo miélete 10 £pPoro mpooekTikd Ko pe otabepn micon. Mnyv aoxeite emmAgov
mieon UOALG TO EUPOAO PTAGEL 6TO KATM UEPOG TNG GUPLYYOC. MMV YOPNYEITE TO VTOASIUPRATIKG
oldlvpa Tov TUPATPEITAL TN GUPLYYO.

H mpoyeiopévn oupryyo mpoopiletan yo pia povo ypnon.

Ka0e aypnoiponointo eopuokevtiKd tpoidyv 1 VIOAEWUO TPETEL VO OTOPPITTETOL COUPDVO, IE
TG katd TOTOVS 1)vovoes oxetké dutdels. H e€aymyn molhamidv 00cemv omd o,
TPOYELUGHEVT] GUPLYYO UTOPEL VO AVENGEL TOV KivOLuvo empdivvong 1 enakOA0vONG AEYHOVAG.
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