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®vAro ooV ypiong: IIAnpogopics yra Tov evijhka acOevi
Eylea 40 mg/ml gvéoipo d1divpa o€ mpoyepiopév) ovprLyyo aprpepoéntn

ENHAIKEX

IMa TAnpogopieg yio Tovg KNOEUOVEG PPeP@V TOL YeEVVIONKAY TPO®PA, avaTpEETE GTNV AAAT TAELPA
aVTOV TOV PLAAOL 0OMYIDV XPNoNG. [oyvEL Yia 1 YAdoow]

IMa mnpoeopieg yio Tovg KndeUdVES Ppe@dv Tov yevvnnkay Tpowpa, avatpéETe TAPOKAT® GTN
ceMida. [1oyveL Yo 2 1} TEPIEGOTEPES YADGGEG]

Awpdote TpocekTIKG 0AOKANPO TO PVAAO 03N YIAV YPToNG TPV GaS YopnyNOel avTd TO

PappoKo, o10TL TEPLAOUPAVEL ONUAVTIKES TANPOPOPIES Y10 OUG.

- DordEte avTo TO EOALO 0N YDV Yprone. Towg ypelaotel va to dofdacete Eavda.

- Edv &yete mepaitépom amopiec, pmTNOTE TOV Y1ATPO GO,

- Ed&v mapotnprioete Kamowo avemBOUnTN eVEPYELL, EVIUEPDGTE TOV YATPO GaG. AVTO 1GYVEL Kot
v K60 mThavn avemBOUNTN EVEPYELL TTOV JEV OVAPEPETOL GTO TAPOV GOAAO 00T YLDV YPNONG.
B\éne mopdypago 4.

T epréyel 1o Tapov GUAAO 00N YLOV

Tr etvon To Eylea kou mowa givo ) ¢prion tov

T mpénel va yvopilete mpv oag yopnynOei to Eylea
Iag yopmyeitai to Eylea

[MBavég avemBounteg evépyeteg

[og va puidooete 10 Eylea

[epreydpeva g cvokevaciog Kot Aomég TANpopopieg

SQunbkwd—

1. Th givan To Eylea kon wova givan 1 ypiion tov

To Eylea eivat éva didlvpa mov yopnyeitan pe €veon PEGO GTO PATL GTOVG EVIAKES Yo TN Bepaneia
KOTOOTACEWDY TOL LOTION TOL ovopdlovTot

- veoayyelokt] (Lypobd THTOV) NAKLOKT EKPUAIOT TNG ®YPES KNALdag (vypov thnov AMD),

- Swroapayn g Opacng and devtepomafEg oldnUa TG ®YPAS KNAISAG oL 0QeideTal 6€ amdPpusn
AEPag Tov auePAnctpoeldovg (khadikng RVO (BRVO) i kevipikig RVO (CRVO)),

- pelopévn 6pact Adyw defnTikod owdnuatog g wypds kniidoag (DME),

- pEWUEVN OpaoT) AOY® HVMTIKNG XOPLOEWKNG veoayyeimons (pvomik CNV).

H agpMBepoémnn (aflibercept), n dpactikn ovcio tov Eylea, anokieicl t dpactpidtnra (o opnadog
TapayovTv, mov gival yvootol g VEGF-A (ayyelaxog evoodniiokog avéntikdg mapdyovtag A) Kot
PIGF (mhakouvtiokog avénTikdg mapdyovtag).

e aoBeveig pe vypovd TOmov AMD kot pveniky CNV |, autoi o1 mapdyovteg, 6tav fpickovtal 6
avENUEVN TOoOTNTA, GLGYETICOVTAL GTO U PUGIOAOYIKO GYNUOTIGHO VEDV LLOPOP®V ayYEI®V GTO
udti. Avtd To vEa a1opOpo. ayyEio. LITOpovV VoL TPOKOAEGOVY T S10pPOT| GLGTATIKMY OHUOTOS LEGO
070 udti kot exakdAovdn BAAPT TV 1I6TOV TOL HaTIoD OV givat vaEvBVVOL Yio TV OpaoT).

e aobeveic pe CRVO, cvuPaivel amd@poén 6To KOPLo apopOpo oyYElo Tov UETAPEPEL OO, LOKPLYL
Ao Tov ouEPANCTPOELdN. Q¢ amdvinon, To exinedo Tov VEGF av&davovtal mpokaAdviog tn dioppon
VYPOL HEGO OTOV AUPIPANOTPOEIDN KOl KATA CLVETELN 001 YOUV o€ e£01dmon g oypdg knAidag, (To
TUNLO TOV GUPIPANGTPOEIDOVG TTOL Eival LTeHBVVO i Tn AewTh) OpaoN) KATAGTOOT TOL OvOopALeTat
oldnua ¢ oypag knAidag. Otav n wypd kniida yepilet pe vypod, n KevIpikn dpaot yivetar BoAn.




e aoBeveig pe BRVO, pa 1 meptocotepeg S1akAadMGELS TOV KUPLOV OLOPOPOL aryyElOv OV
UETAPEPEL TO aiipa LoKpLd omd Tov apeiAnotposdn, epnodiletal. Qg enaxdiovbo, Ta eninedoa VEGF
ALEAVOVTOL TPOKOAMVTAG TNV deppOT] VYPOD EVTOG TOV AUPIPANGTPOELON KOl GUVETMG TPOKAADVTOG
oldnpa g oyphs KnAidag.

To drapnrTikd oidnua Tng yPac KNAISNG vl TO «POVCKOUNTOV OUEPANGTPOEIB0VE TO 0010
ovpPaivel og acBeveig pe dafrn AOY® dappong vYPOL and TA ALUOPOPA ayYElL EVTOS TNG WY PAS
knAidoc. H oyxpd kniida etvat o tunpa tov apeiBAnctpogdong vaevbuvo yia v KaAr opaot). Otav
N @ypa knAida yepiletl pe vypod, n KeVTpIK Opoor yivetotl OoAN.

To Eylea éxet kataderyBel 011 6TOpOTA TNV AvATTLEN VEOV PN GUGLOAOYIK®V OHOPOPOV ayYEIDV GTO
pdti, ta omoia ovyva mapovcidlovy drappon vypov N arpoppayovy. To Eylea umopei va fondnoet ot
otabeponoinom kal, 6€ TOALEG TEPUTTMGELS, OTN PEATIOOT TG AMMOAELNG TNG OPUCT|G TOL GYETILETOL UE
v vypo¥ ToTov AMD, CRVO, BRVO, DME ka1 poomik CNV.

2. Tvrpéner va yvopilete mpv va oag yopnyn0lsi to Eylea

Agv 0a oag yopnyn0si To Eylea

- &Gv glote alhepykol oty aQAIPEPGENTN 1 0 OTO10ONTTOTE GALO OO TO. GUGTATIKA GLTOV TOV
QopudKov (avaeéPovToL oTny mapdypapo 6).

- &bv €yxete evepyn N evdeyouevn noAvvon péca 1 yopm omd To patt (0eOoAUKY 1| TEPLOEOOAIKT
Aotpwén).

- &bv €xete coPfapn eAeypHovi TOv HaToD (Tov LITOdEIKVETAL 0td TOVO 1} EpLOPOTNTAL).

Ipocdomomoeis ko TPoPLAGEELS
AmevBuveite 6to Y10Tpo GO TpoToh AdPete 1o Eylea:

- ghv €yete YAaKoUO.

- &Gv €xete 10ToPIKd AMApyenV 1 EEI0PMUATOY GTNV 0pOoT oG Kot £Gv £xete o Eapvikn avénon
ToV pey€bovng Kot Tov appod TV eEpmUATOV.

- g4v mpaypatomromOnKe 1 eival TPOYPOUUOTIGUEVT YEPOLPYIKT EXEUPAOT GTOV 0QOOALS Gag
EVTOG TMV TPOTYOVHUEVAOV 1) TOV ETOUEVAOV TEGCAP®V ERSOUAS V.

- &bv éyete coPapn popeny CRVO 1 BRVO (oyouiky CRVO 1 BRVO), 1 Oepoameio pe o Eylea 6¢
GUVICTATOL.

Emum\éov, eivan onpovtikd vo yvopilete 0t

- 1 ao@aieln Kot 1 omoteleopatikotnTa ToL Eylea 6tav yopnyeitan kot 6Tovg 000 0pOaipovg
TAVTOYPOVA OgV EXOVV UEAETNOEL GLGTNUATIKA KOl EAV YIVEL ¥PNOT LE AVTO TOV TPOTO UITOPEL VoL
avéndel 0 KivouVOog Vo TOPOVGLUGTOVY YEVIKA avETIOOUNTEC EVEPYELEC.

- otevéoelg pe to Eylea umopotv va mpokaAiésouvv pia adénon otny wieon Tov patiov (voopddipa
wieon) o€ oplouévoug aobeveig evtoc 60 Aemtv amod v éveon. O yutpdg cog Oa
TaPUKOAOLONGEL TNV TiEon TOL HaToD UeTd TV veon.

- &4v avamtHéete o LOALVOT N PAEYLOVI GTO ECMTEPLKO TOV LATION (EVOo@BoAuiTidn) 1 dAAES
emmAOKEC, UTopel va eppavicete o@BOAUIKO TOVO 1 avénuévn duopopio, ETIOEWVOVUEVT]
gpLOpOTTA TOL HOTLOD, OOAN 1| HE®UEVT dpacT, Kot ovénuévn evoictncia 6To .
OO0 0N TOTE CLUTTAOUATO ELVOL CTLAVTIKO VO SIYyVOGTOVV KOl VO OVTILETOTIGTOOV OGO TO
duvaTOV GUVTOUOTEPQ.

- 0 ywrpds cag Oa eEEyEet eav Exete AALOVE TAPAYOVTEC KIVODUVOL 7OV UTTOPEL va avENcovy Ty
mhavoTTo PRENG N ATOKOAANGNC GE LLOC EK TOV OTIAS®YV 6TO THo® PEPOG TOL 0PHAALOD
(amokoAAnon apePAnotpoedoie 1§ pnéN kot pRéEN N amokOAANGT TOL PEAAYYPOOL EMOMNAIOL TOV
APPIPANGTPOEISOVG), OTTOTE G AT TNV TepinTmon 1o Eylea Oa wpémel va yopnynOei pe mpocoyn.



- 10 Eylea dev mpénet va ypnoyromoteiton Katd tn O1dpKEeLL TG EYKVHOGVUVG EKTOG EAV TO
EVOEYOUEVO OPENOC VTIEPTEPEL TOL EVIEYOUEVOL KIVOHVOL Y10 TO yEVVITO PPEPOC.

- Ol YUVOIKEG GE OVATOPOY®YIKN NAIKIO TPETEL VO YPNGILOTOLOVY OTOTELECUOATIKT AVTIGOAANYT)
Katd ™ ddpKeln TG Bepameiog Kot Yo TOLAQYIGTOV TPELG EMTAEOV UNVESG LETE TV TEAEVLTAIN
éveon tov Eylea.

H ocvompatikn xpion avactorémv tov VEGF, napdpoimv ovcudv e ekeiveg mov mepiéyet to Eylea,
oyetifetor duvnrTika pe tov kivovvo dnpovpyiog BpduPwv Tov aipatog ot onoiot ppaiovv Ta alpopdpa
ayyeio (mepiototikd OpopfoepPolkdV apTNPLOK®Y ETEICOOIMV) TOV UTOPEL VO, 0O YIGOLV GE
KapdloK TPOGPOAT 1 ayyElOKO EYKEQPOAKO EMEIGOO10. Ae@PNTIKA LITAPYEL £vag Kivouvog TETOImY
ocupPaviov petd v éveon tov Eylea oto pdtl. Yndpyovv mepropiopéva dedopéva yuo tnv ac@dieio
ot Oepancio acOevaov pe CRVO, BRVO, DME xot povoriky CNV ot otoiot £xovv vmootel oyyelokd
EYKEQOMKO EMEIGOO10 N EAAPPD EYKEPUAIKO (TAPOSIKO IGYOLUIKO EXEIGOI0) 1 KAPIIOKT TPOGPOAN
€VTOG T®V TTpornyovevav 6 unvav. Edv kdmoto and avtd cag apopd, To Eylea Oa yopnynOet pe
TPOGOYN.

Yrdpyel povo meplopicuévn eumeipio ot Oepamneio

- aoBevav pe DME Aoyw dafnn tomov 1.

- dwpnTik®dv pe moAd vymAéc péoeg TIES cakyapov tov aipatog (HbAlc dva tov 12%).

- SwpnTik®dv e o Tatnon Tov 0pOuiumy Tov TpokaAsital omd To Sapntn N omoia ovoudleTon
TOPOYOYIKN STk apeBANGTPoEdonddeLd.

Agv vrapyet epmeipio otn Oepameiol

- oaoBevav pe ofeieg Aouméelc.

- ooBevav pe dAdec TabN oS TOV 0QOOAUDOY OTTMG ATOKOAANGT] TOV AUPIPANGTPOEBOVG 1| 0T TNG
oypas knAidag.

- SWPNTIK®OV e Un EAEYYXOUEVN, DYNAT apTNPLOKY] TTiE.

- un Acwdv acBevav pe ppomkn CNV.

- aoBevav ot omoiot Eyovv TponyovuEvmg voPAnbel o Oepameia yio poomiky CNV.

- ooBevav pe PAaPec EEm and To KeEVTPIKO onueio ¢ wypdg knAidog (eEmPBobpukég PAaPeg) Yo
poomikr) CNV.

Edv xémoto amo to mopondve cog apopd, o Yiatpog oag Oa AdBel voyn avthy v EAhenym
TANPOQOPLDY OTAV cag yopnynoet Bepaneia pe 1o Eylea.

o kor £éenpor
H ypnomn tov Eylea 6 modid kot eprifovg nAtkiog kdtw tov 18 e1dv yio, evoeielg ektdg g
apppinotpoedonaferoc g tpowpdtntos (ROP) dev éxer peretndet.

Alha @éppoxa kot Eylea
Evnuepmote tov yiatpd Gog 8V ¥pNOYLOTOLEITE, EXETE TPOGPATO, XPNCULOTOGEL 1] LITopEl vaL
YPTCULOTOUGETE GAA PAPLLOKOL.

Kinon kot Onraopog

- TIMovaikeg o avoamapaymykn niio TPETEL VO, XPTGLLOTOIOVV OTOTEAEGHOTIKT OVTIGUAANY
Katd TN S1apKeL TG Oepameiag Ko Yo TOLAGYIGTOV TPELS EXMAEOV UNVEG UETE TNV TEAEVTOIN
éveon tov Eylea.

- Agv vrdpyet epmeipio amd ™ ypnon tov Eylea og éykveg yuvaikec. To Eylea dev npémet va
YPTOLLOTOLEITAL KAT TN OLAPKELN TG EYKVHOGVVIG EKTOG EAV TO EVOEYOLEVO OPEAOG VITEPTEPEL
TOV gvdgXOEVOL KIvdUVOL Y1 To EuPpuo. Edv giobe £ykvog 1 oyedidlete va peivete €ykvog,
ou{ntoTe Yo 10 Bépa avtd pe Tov Yiatpo cog mpwv T Bepaneio pe 1o Eylea.

- Mukpég mocotnTeg Tov Eylea pmopel va mepdoovv oto avBpmmivo yéra. Ot emntmdoelg 6To
veoyvo/Ppépog mov OnAalet etvar dyvooteg. To Eylea dev cuvietdton katd tnv 614pKeELN TOV
Oniaopov. Eav Onlalete, culnthote pe tov yatpd cag mpwy omd v Bepamneio pe Eylea.



O ynon ko yEPoROS pNYavVNRATOV

Metd v éveon cog pe to Eylea, pmopel vo epLpavicete 0pIoUEVEG TPOCOPIVESG O1UTAPAYES TNG
opaong. Mnv odnyeite N xepileote pnyovipoata yio 660 ypovikd StaoTna S1opKodV oVTES Ot
SwTapayéc.

To Eylea wepiéyer

- AMyotepo and 1 mmol vatpiov (23 mg) avd 6601, dnNA. ovolacTikd etvat «eAebBepo vatpiovy.

- 0,015 mg moAvcopPikod 20 ce kaOe doomn 0,05 ml wov 16odvvapovv pe 0,3 mg/ml. Ta
TOAVGOPPIKA pUmopel va TPpokaAEcovY addepyikéc avTdpdoels. Evnuepmate tov 1tpd oag av
€XETE YVOOTES OAAEPYIES.

3. Hog yopnyeitar o Eylea

"Evag yatpog éumelpog ot yopnynon evésewmv oto patt Oo kavel tnv éveon tov Eylea péoa oto patt
o0g Vo donmreg (Kabapég Kal e amooTelp®on) GuVONKEG.

H ocvvietouevn d6on ivan 2 mg aphPepoéntng (0,05 ml).
To Eylea yopnyeiton o¢ éveon uécso 6to patt 6o (evooboroeldikn Eveon)).

[Ipwv v éveon, o Y1atpog cag Ba ¥pMNGILOTOGEL ATOAVLOVTIKO 0POuALIKS dtdAvpa Yo va Kabapioet
TO UATL OOG TPOGEKTIKG, £TGL MOTE VO, amo@evyBel n uolvvor. O yatpdc cog Bo Gag yopNyNoEL ETioNg

£€va TOTIKO avolsONTIKO Y10 VoL EAATTMGEL 1) VO ATOTPEYEL TOV TOVO OV 16MG GOG TPOKAAEGEL 1 EVEGT).

Yypod tomov AMD

O aoBeveic pe vypod Tomov AMD Oa Aappdvovv Bepaneia pe pio Eveorn avd piva yio Tpeig
StodoyIKéEG DOGEIC KOl TN CLVEYELD e pHio akOpo Eveor UETO amd GAAoLG 0V0 UNVEG.

O ywtpdc cag Bo amopacicet edv To pesodidotnia e Bepaneiog avipeca oTic eVECES Umopel va
St pnBet Yo kéBe 600 pveg N Ba Tpémet otadiakd va enextadel o pecodacTnATO TOV 2- 1) 4-
gPdouddmv epdoov N Katdotacn oag &yl otafepomombei. Eqv n katdotaon cog emdevmbet, To
LEGOJACTN LA AVALESO TIG EVESELS UTOPEl vaL pHemBEL.

Extdg edv mapovciioete kdmolo mpofAnUe ] 60.¢ GCUUPOVAEYEL SIAPOPETIKA O YLUTPOG GUC, OEV
VIAPYEL AVAYKT 0O EGAG VO EMIGKEPTEITE TO Y1TPO GOG OTNV TEPTI000 UETAED TMV EVEGEWV.

Aevteporabéc Oidnuo e Qypic Knlidoc axd CRVO

O y10tpdg oag Ba kabopicel To To amoteAecpaTIKO OEpamenTiKd TPOYPOUUA Y10 €66G. Ou Egkvioete
) Oepamneio cog pe po oepd amd unviaieg evéoelg Eylea.

To ypovikd dtboTnua avapeso oe dvo evécelg oe Ba TpEmet var ivar PKpOTEP Otd EVOL UVOL.

Edv n xotdotaon cag dev Pedtiwbdei petd toug mpdTovg tpeic unveg Oepameiag, o yorpodg cog pmopet
va amo@ocioet vo otapatiost ™ Ogpomeio pe o Eylea.

Orav 0 71atpoc cog BepnoeL OTL 1| KOTAGTACT GOG TapaUével otadepn Yo Tpeig unveg vro Bepaneioa,
N Bepoaneio pmopel va otapatiost. Eav kpbei amapoaimmro, to pecodiacthiuoata g Oepaneiog pmopel
va enektafovv mEpav Tov evog unvoc. Edv 1 kotdotaot cog apyicel va EmOEWVOVETOL LETE TN
dwokomn g Oepamneiag, Oa Tpémel va yiver exavainym g Oepaneiog.

ovnBag, o Yiatpdg cag Ba cag eEetdlet Katd T SLApKELD TOV EMOKEYE®V TG éveons. Eav ta
HEGOJCTNUATO TV OEPOUTEIDV Elval LEYOADTEPQ OO £VOL U1VO, O YIOTPOG GOG LITOPEL VO ATOPUCICEL



va cog e€etdlel cuyvotepa. Oa ypelooTel, GTNV TEPIMTOOT QLTH, Vo KAVETE EMITPOcHETO pavTeBoD Yo
e€etdoelc e To Y1Tpo oag HETAED TV EVECE®V.

Aevteporofic oionua e wypac kniiooc axo RVO (kladikn RVO n kevipikn RVO)

O y10tpoc oag Bo kabopicel To TO amoTeAEGLATIKO BEpamenTIKO TPOYPUUUA Y10, €56G. Ou EgkvioeTe
™ Ogpamneio cog pe pa oepd omd unviaieg evéoelg Eylea.

Ta ypovikd S10GTLOTO OVALESH GE dVO EVEGELS O¢ Dol TpEmeL va eivor pkpdTtepa amd £va, Pnval.

O y10tpdc oag pmopel va amopacioet T dtoukomn g Oepaneiog pe to Eylea edv dev enwpeleiote amod
ouTh.

H Oepaneia oag Ba cuveyiotel pe pnviaieg evéoelg péypt va otabeponombel n katdotaocr| cog.

O y1atpog oag B mapakorovdel v avtamokpion cog ot Bepomeio Kot TOAVOS Vo cuvE)IcEL T
Oepameio aLEAVOVTOG GTASIOKE, TO, LEGOJIOGTILOTO OVALEST, OTIC EVEGELG TPOKELUEVOD VO SLOTNPTOEL
pa otabepn katdotaor. Edv n katdotact cog apyiost va eTOEVOVETOL LETE TV TAPATAOT] TOV

pecodactnudtov Bepomeiog, o YTpdc cog 0o LEIDGEL TO, SIOGTILLOTO OVTIGTOLYO.

Avdloya pe v avtamdkpion mov Ba Exete ot Begpaneia o yoTpog cag Bo amopacicet To TpdYpauLe
mapoKolovONnong oxeTika L TG e€eTdoelg kot Oepaneieg cag.

Awafintixo oionua e wypac kniidoc (DME)

Ot acBeveic e DME 0a Aappdvovv Oepameio pe pio Eveomn ava v Yo TIg TPMOTEG TEVTE SIAOOYIKES
d0CELG KOl TN GUVEYEL [E pio Eveon kBe 000 uMveg oto e€Ne.

To pecodiaotnuo. petaéd tov Oepaneidv uropel va dwutnpnbdei oTovg 600 PNveg N vo. TPocapUocTel
OTNV KATAOTAGT GOC, pe Paon v eEétacn tov Ytpol cac. O ytpdg cas Bo anopascicel GYeTKA pe
TO TPOYPOLLLO Yia TIG EEETAGELG TOPAKOAOVONOTG.

O ywpdc oag pnopei va amopacioet T dakonn g Oepanciog e o Eylea ebv Oswpet 011 dev
ooeereiote amod ™ cvveylopevn Bepamneio.

Mowmiky CNV

Ot acBeveic pe poomikn CNV vropaiiovtar o€ Oepameio pe o epdmos éveor). Oa AdPete mepaITépm
EVEGELC LOVO €AV 01 EEETAGELG TOV YIATPOL GOC OTTOKOADYOLV OTL 1] KATAGTAGT Gag 0gv £xel PeATiOEL.

To ypovikod didotnuo PHeETaEd TV 600 EVESE®V dEV TPEMEL VA, EIVAL LUKPOTEPO TOV EVOG UNVOC.

Edv n xotdotoon cog eEapavioTel Kot 6T GUVEYELN EXAVELLPAVIOTEL, O YIOTPOG GOG UTOpEl va apyloet
Eavad tn Bepameio.

O y10tpd¢ o0 00, amoPaGIcEL GYETIKG, e TO TPOYPOUUA Y10 eEETACELS TTOpaKOAOVOTONGC.

Aemntopepeic 00Myieg ¥pNoNG TAPEYOVTOL GTO TEAOG TOV PVAAOV 0dNYIDV XPNOTG OTIV TAPAYPOPO
«Ildg va mpogTodoete Ko vo. yopnynoete 1o Eylea og evijlikecy.

Edv naparerpOsi pa 66on tov Eylea
Kheiote éva véo pavtePov yio eE€Taom Kot Yopynor g EvVEong.

Awokom g Ogpaneiog pe to Eylea



Xvppovievbeite Tov yuoTpd cog mpotov dakoyete T Bepaneia.

Edv éxete meplocOTepEg EPOTICELG GYETIKA LLE T YPNOT] AVTOL TOV PUPUAKOV, POTHOTE TOV Y10TPO
o0,

4. IIBavéc avemOBOunTES EVEPYELEG

Onwg 6ha Ta eApUOK, £TGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
ka1 0gv Tapovolalovtal 6 GAOVG TOVE AVEPOTOLG,.

Eivar duvatov vo mapouciastody odiepyikég avtidpacelg (vrepevaictneia). Avtég umopel va etvat
GOPOPEC KON TULTEITAL VO, ETKOLVOVI|GETE UE TO Y1UTPO GO APECOG.

Me 1 yopnynon tov Eylea, umopel va mopovciactodv opiopéveg avemBOUNTeG EVEPYEIES TTOV
emnpealovv Toug 0pHaALOVG AOY® TG dladikaciag Te éveonc. Opiopéveg amd avtéc umopei va, givat
oofapég kot tepthappdvovv TOEAmON, cofapn AoipmEn 1] PAEYROVI 6TO E6OTEPIKO TOV 0QPOUANOD
(evbopBarpitidn), amokoéiinon, pién 1] mpoppayia g POTO-gvaicOnTS 6TIEO0S 6TO Tic®
pépog Tov 090 (amokOAANGN 1 PHEN TOL AUPIPANGTPOELDOVG), BOA®MON TOV PUKOD
(Kotappaktng), axpoppayio Tov 0@Oaipev (apoppayic TOL LOAOEWBOVS COUATOS), GTOKOAAN OGN TNG
LehaTIVO00VG 0V6i0g 6TO EGMTEPIKO TOV 0POUALOD 06 TOV GUPLPANOTPOEON (ATOKOAANGT] TOV
VOAOEW0VC COUATOC) Kot a0EN61 TG Tigons péca 6tov 0pBaipo, PA. Tapdypapo 2. Avtég ot
coPoapéc avemBounteg evépyeleg mov ennpedlovv Tovg oeBulpoie Tapatnpnnkay ce Arydtepeg omd 1
o115 1.900 evéoelg otig KAMVIKES LEAETEC.

Edv &yete Eapvikn peimon tng dpacng 1 avénon Tov Tovov Kot epuipoTNTe GTOVE 0PIV HETH
oo TNV £VECT] EVIIUEPDOTE TO YLUTPO 6US OPECOC.

Kotdroyog TV avemOOunToV evepyei®dv mov ava@Epnkay

AxoAovlel £vag KOTAAOY0G TV AVETIOOUNTOV EVEPYEIDV TTOV avaeépOnke Ol SuvnTikd oyetiloviat
pe N dtodikacio TG £veons N Le To PAppoKo. Mmopel vo umv Topouctdoete Kopio and autés.
[Tévtote va cu{ntdte OmOECONTOTE MOAVOLOYOVUEVES OVETIBOUNTEG EVEPYELES LLE TOV YIOTPO GOG.

IHoAd ovyvég avemOOuNTES EVEPYELES (UTTOPEL VO ETNpedoovy TEpioaoTepa. oo 1 ota 10 droua):

- emdeivoon g 0paong

- opoppayio oto wow PEPOg Tov oeHaipod (aipoppayic ToL AUEIPANGTPOELDOVG)

- KOKKIVOL LOTIO TPOKOAOVUEVO GO OLUOPPOYio, LIKPOV OUOPOP®V ayYeimV oTIC EEDTEPLKEG
671013AdeC TOL 0POUALOD

- wovoc 6Tov 0pOaAUO



Yoyvég avemBOUNTEG evEPYELES (Umopel va ernpedoovy uéypt 1 ata 10 droua):

- amokOAANo”n 1 préN evog ek TV oTPddwV 610 ToW LEPOS TOV 0POAALOV, TOL TPOKAAEL AAUWELS
QOTOG LE KIVOVLEVE OTIYIOTO KOl LEPIKEG POPEG 00N YEL o€ amdAgla Opaong (pREN™ /amokdAAnon
TOV peAayypoov emfnAionv Tov ApPIPANCTPOEdOVG*, amokOAANGT /pREN TOV AUEPANGTPOEIDOVC)

o *Kotootdoelg yvootég og oxeTilopeveS e TV vypod tomov AMD. TTapatnprOnkay
pévo oe acbeveic pe vypod ToTov AMD.

- EKQUAGON TOV APPIPANGTPOEDOVE OV TPOKAAEL dlatapayn TNG OPOCNS

- oupoppayio Tov 0eBaALoD (cpoppayics 6TO VOAOEDES GMLA)

- oplopéveg Hoppég BOAMONG TOL PAKOL (KATAPPAKTNG)

- BAGPN g oTipadag mov Ppicketal oto Tpochio pEPog Tov PoAPov (KepaToEdNC)

- avénon g mieong Tov 0PBuApoD

- Kwolueva oTiypoto oty opacn (e10pmuata)

- amokOAAN o1 TG (EATIVOO0VG 0VGIOG GTO EGMTEPIKO TOL 0POUALOD ATt TOV OUPIPANCTPOEION
(amokOAAN G TOV LOAOEWOVS OV 00N YEl GE AGPWYELS PMTOS Kot EEWOpDLATO)

- oicOnon 6t vmapyEl KATL LG GTO MATL

- ovénuévn mapoywyn dakpimv

- apn&yo tov PAeeapov

- opoppayio oto onueio g éveong

- gpubpodnTa Tov paTIoN

Oy ovyvég avemOouNTES Evépyereg (uropel vo. exnpeaoovy uéypt 1 aro 100 droua):
- aAepyikég avTdpdoelg (vmepevatctnoio)**

o ** "Eyxyouv avoeepBei addepykég avtidopacelg Omwg eEGvOnua, gayovpa (Kkvnopog),
gpLOpa e€avOmpota (kKvidmon) Kol LEPIKEG TEPITTMGEIS GOPUPDY AAAEPYIKMDV
(VOQLAOKTIKT) 0VOQUAOKTOELING) OVTIOPAGE®MV.

- ocoPapn preypovi 1§ Aolpumén péca oto patt (evoopBaiuitidn)

- @leypovn g ipdag Tov patiod 1 dAl@v onueiov Tov opBadpod (1pitida, payoeditida,
1PLOOKVKAITION, «TPMTEIVIKN OuiYAN» Tov Tpochiov HaAduov)

- mapdéevn aicOnon oto patt

- gpebiopuog tov Prepdpov

- oidnua ot Tpochia otoPdda Tov foABod (Tov KePATOEOVC)

Yrdwvieg avemOOunTeg evépysareg (umopel va exnpedoovy uéxpt 1 ota 1.000 droua):

- TOQlmon

- B6Lhoon TV paK®V AGY® TPAVUATIGHOD (TPOVUOTIKOG KOTOPPAKTNS)

- @leypovn g CEAUTIVOO0VG OVGING GTO ECAOTEPIKO TOV 0QOUALOD

- mdov 610 pdTt

- QAEYHOVN TOV OLLOPOP®V OYYEIMV GTO TGM HEPOC TOL HaTLoD (ayyeliTidn TOV
AUPIPANGTPOELSOVS)

Mn yvooTig ovyvotnTeg (dev pmopolv va ektiunovv pe faon ta dtabéotua dedopéva):

- QAEYLOVT] TOV AEVKOD TUNUATOS TOV UATIOV oV oyeTileTan pe epupotnto Kot Tovo
(okAnpitda)

- amoOPPa&n AHOPOP®V 0yYEI®V 6TO To® PEPOG TOV UATION, GLVHBWOC TAPOVTin PAEYLOVIG
(amOPPOKTIKY oyyeliTidn ouEPBANGTPOEIBOVC)

2116 KMVIKEG OOKIUES, VIINPEE oL ADENON TOV TEPICTUTIKAV OLLOPPOYInG amd PKPE apo@opa. ayyeia
oT1g e£mTePIKEG 6TOPAdES TOL 0POUALOD (apoppayic TOL EMTEPLKOTA) GE Acheveic e VYPOD TOTOVL
AMD mov Aaupavay avimkrikd. H avénon avtdv tov TEpoTatik@y oy Tapdpuole HeTosd tmv
acBevov mov Bepamevoviay pe pavipmiovpudfn kot Eylea.

H ovompatikn gprion avactorémv tov VEGF, ovsimv mapdpotwv e ekeiveg Tov mepLEYovIaL 6To
Eylea, duvntikd oyetileton pe tov kivovuvo 0poufmv aipatog mov gpaccovy T apoeopa ayysio
(aptmproxdv OpoppoepPolikdv ene160dimV) TOL UTOPEL VoL 0OTYIGOVY GE KapdloKn TPOoSPoAn 1
EYKEPAAKO EMELGOO10. YTApyEL OempnTiKdc Kivouvog TETO1mV EnE1G0dimVY Petd Tnv éveon tov Eylea
péoa otov oBUAUO.



Onwg kot pe 6Aeg TIC OepamenTIkég TPMOTEIVES, VTAPYEL TOUVOTNTO AVOCOAOYIKTG AVTIOPOOTG
(oymuotiopog avticopdtov) pe 1o Eylea.

Ava@opd avemOdunTOv gvepyel®Ov

Ed&v mapotnpricete kamowo avemBOUnTn evépyela, EVIUEPMDOTE TOV YTPO GaG. AVTO 1GYVEL KOL Yol
KG0e mOovn avemBOunTN eVvEPYELR TOV OEV OVAPEPETOAL GTO TTAPOV PUALO 0ONYIBV Yprione. Mmopeite
emiong va avopépete avemBounteg evépyeteg amevdeiog

EAlLada

EBvikdc Opyaviopog Gapudkmv
Meocoyeiov 284

GR-15562 Xolapyog, Adnva
TnA: +30 21 32040337
Iototomog: http://www.eof.gr
http://www kitrinikarta.gr

Kvmpog

Doppokevtikég Ynnpeoieg
Yrovpyeio Yyeiag

CY-1475 Aesvkooia

TnA: +357 22608607

Dag: + 357 22608669

Iotétonog: www.moh.gov.cy/phs

Méow g avapopds avemBOunToV gvepyeldv pumopeite va fondncete 6t cLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV ACOAAELD TOV TOPOVIOS POPLAKOV.

5. H®c va pvracoete To Eylea

o To @appoko ovTd TPETEL VO PLAACCETAL GE PLEPT] TOV OgV TO PAETOVV Kol Ogv TO POAvVOLY Tl
TG

. Na pun xpnoonoleite avtd T0 PAPUOKO UETE TNV NUEpOUNVia ANENG TOV AVOPEPETOL GTO KOLTL

Kol oty emonuavon petd v évdeitn AHEH / EXP. H nuepounvia Aéng etvon n tedevtaio
NUEPO TOV UNVO, TTOL OVOPEPETOL EKEL.
o dvAdooete og yoyeio (2°C émg 8°C). Mnv katoybyeTe.

. H pn avorypévn xoyéin pumopet va puiaydei ektdc youyeiov katm amo 25°C o £mg Kot
24 mpec.
. DvAAccETE GTOV APYLKO TEPIEKTT Y10, VO TPOCSTATEVETAL OO TO PG,
. Mnv 7tetdte APUOKO GTO VEPO TNG OMOYETEVLONG 1) 0T GKOVTIOIN. POTGTE TOV PapUaKoTOld

00G Y10 TO TMOG VA TETAEETE TO PAPLLOKO TTOV OgV Ypnoiponoteite ma. Avtd Ta uétpo Ha
BonBnoovv oty tpoctacio Tov TEPPAAAOVTOG.



6. Iepreydpeva g cvokevAGiag KoL AouTég TANpOPOpies

Tvngpréyer 1o Eylea

- Hdpaotikn ovoia etvar: apMBepcéntn. Mia mpoygucpévn cvptyya nepléyetl eEaydylpo dyko
tovAdyiotov 0,09 ml, wodvvapa pe TovAdyiotov 3,6 mg apAPepcéntng. Mo mpoyeGHEVT
ovpryya mapéyet pio doom 2 mg apAPepoéntng oe 0,05 ml.

- Ta @Aha ovotatikd givar: moAvcsopPiko 20 (E 432), 5160E1vo pmcpopikd vaTplo povobopkod (Y
p0Oomn tov pH), 6&vo pwcseopkd dvatplo entatidpkod (Yo pubruon Tov pH), yYAwplovyo
vatplo, cokyapdln, HOwpP Yo EVEGULA.

B)\éne ‘“To Eylea nepiéyel’ oty mapdypago 2 yio tepocoteEPeG TANPOPOPIES.

Epeavion tov Eylea ko megpreydpeva tng cvokevaciog

To Eylea eivat éva evéoso didhvpa (evésio) o pua mpoyepopévn ouptyya. To dtlvpa givan
dypopo €wg vrokitpvo.

Méyebog cuokevaciog g 1 Tpoyeuicévng cvpLYYaC.

Kéroyog Aderag Kvkrhogpopiag
Bayer AG

51368 Leverkusen

I'eppavia

Iopockevaotiig
Bayer AG
Miillerstralle 178
13353 Bepoiivo
Teppovia

INo omoladnmote TANPOPOPIn, GYETIKG, LLE TO TAPOV PAPUAKEVTIKO TPOTOV, Topakareiche vo
amgvBouvbeite otov TomKd avTTpdcwno Tov Katodyov g Adsiog Kukhogopiog:

E\LGoa

Bayer EAAGg ABEE

Tni: +30-210-618 75 00
Kvnpog

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

To mapdv eOALo 0dNYLAV Yp1oNS avabempnOnke Yo TerevToia popd oTig 09/2026.
AAreg TYEG TANPOPOPLOV

Aentopepeic TANPoeopieg Yo TO PAPLOKO aLTO givar StBEcIeS 6TOV SIKTLOKO TOTO Tov Evpmmaikod
Opyavicpod @opudrwv: https:// www.ema.europa.eu.

IMa tomikég TAnpoPopies, GopmoTE £6M Y10 TPOGPOCT GTOV 1GTOTOTO
https://www.pi.bayer.com/eyleal. [Tepthappdavetor kwdkdc QR mov pépel Tov cOHVOEGO TPOG TO
OOALO OOMYIDV.

<



https://www.ema.europa.eu/

Ot minpogopieg mov axoAovBolv amevBivovtol povo og emayyeipatieg vyeiog:
[ og va TpogTopacere ko va. yopnynoete to Eylea og gvijlkeg

H mpoyguiopévn ovpryya o mpémet va ypnotponoleitol yia tn Oepaneio pévo evos 0@Oaipov.
Mnv avolyete TNV OTOCTEP®UEVT] KOWEAT TNG TPOYEUICUEVIC GVPLYYOS EKTOG TNG Kabapng aibovcag
xopnynone.

H mpoyepiopévn cbpiryya mepiéyel meptocoOTEPT Od TNV CLUVIGTOUEVT dOOT T®V 2 Mg APAPEPGENTNG
(mov 1wodvvapovv pe 0,05 ml). O emmAéov 6YKOG TPEMEL VAL ATOPPITTETOL TPV OO TN YOPYNOT.

To dudivpa Bo Tpémel va ereyybel omtikd yio ToxOV EEVI coUATIOOKN VAN KOV OTOYPOUOTIGUO 1 Y10,
KG0e peTafoln TNG PLGIKNG EUPAVIOTG TTPLY OO TN YPTOT). L€ TEPITTMOOT TOV TAPOTNPEITAL KATL 0UTTd
TOL TOLPOTAVE®, OTOPPIYTE TO PAPLAKEVTIKO TPOTOV.

H un avorypévn cuckevocio tHmov koywéing umopet va drotnpndel ektdg yoyeiov katm and 25°C ya
£€m¢ ka1 24 dpeg. Metd to dvoryuo TG KOWEANG, TPOXWOPNOTE UE TN Stadtkacio vd donmTeg
cuvOnKeG.

Mo v evoobarogldikn Eveon, mpémnetl va, ypnoytorondet ferdva éveong 30 G x %2 in.
O0nyies xprions TG TPOYEUICUEVHS GUPLYYaS:

1. Ortov giote éropot va yopnynoete to Eylea, avoi&te To kovti kot BydAte tnv anoctelpopévn
GLGKELOGIO THTOV KLWEANG. EEKOAANOTE TPOGEKTIKA T1) GLCKEVOGIO TVTTOL KLYEANG YOl VAL TNV
avoiéete, dtoo@aAilovtag TN oTEPOTNTO TOV TTEPIEYOUEVOV TNG. PVAGETE TN GVPLYYL GTOV
ATOGTEP®UEVO OIoKO UEYXPL VO EIGTE ETOLUOL Y10l T GUVAPUOAGYNOT).

2. Xpnowomowwvtag donmn TeXVIKY, PBydAte T cOptyyo amd TNV OTOGTEPMUEVT] CUCKELOGTN
TOTOV KOYEANC.

3. T va apaip€oeTe TO T TG CLPLYYOC, KPOTNOTE
TN cVPLYYa UE TO Eva XEPL EVO YPTCLOTOELTE TO
GALO XEPL Y10 VO KPOTNGETE TO TAOLUM TNG GUPLYYOG LE
ToV avtiyetpa kot to deiktm. Mopokolodpe Tpociéte: IYITPOMH
[Ipénet vo cuotpéyete (UNV OTOCTAGETE) TO AL

™G GOpLyYoS.

| | | |
4. T va pnv ennpeactel opvnTiKd 1 GTEPITNTA TOV TPOIOVTOS, PNV TpaPréete 1o EUPoro Tpog ta
Too.




5. Xpnolpomoudvtag AonmTn TEXVIKT, TEPICTPEYTE
otabepd ) Perdva Eveong endvm oto dkpo Luer- /
lock g ovpryyag.

6. Kpotdvrog m ovptyya pe ) PeAdva va kortdlet
POG T TAV®, EAEYETE TN GLPLYYA Yo PUGOALdEC. Edv
VIAPYOVY PUGUAMOEC, KTUAOTE OOAG TI GUPLYYO UE
TO SAKTLAO GO UEYPL OLEC OL PLGOAIDEG Va. avEBouv
610 TTAV® PEPOG,.

7. E&ohelyete OAheg T pLOAAIdES KOl OTOBALLETE TNV TEPIGGELN TOV PUPRAKEVTIKOV TPOIOGVTOG,
méCovtag apyd to Epfolo Yo va vBvypappicete TNV Paon Tov BoA®TOL dKpPOL TOV
guporov (01 TNV KOPLP1 TOL B6X0V) pE TN YpOppP 060A0YIOS 6T GVPLYYO (TOCOTNTO TOV
oodvvopet pe 0,05 ml, dnA. 2 mg apAPepcinng).

Inueioon: Avt n akppng torofétnomn tov euPoOrov eival TOAD GNUOVTIKY, ETEON N
AavBacpévn tomoBétnon Tov epfodrov pumopel va 0dnynoel o mapoyr| d0omg LeyaAdTEPNG T
HIKPOTEPTG OO TNV EMCTLOGUEVT.

Dvcarida opa

Ipoppr
Arédopa = docoroyiag

Badon tov
BorwTob
GKpPOV TOV
gpporov




Awdiopa petd v anopfori @
PLGOAB®V aEpa Kot TNG
TMEPIGOELNG PUPUAKOV

Epporo pe 86ro

Tpappn

aKpov Tov 800‘0)\.0}/!’.

euforov

Kavte éveon evad miélete 10 EuPoro mpocektikd Ko pe otabepn mieon. Mnv aokeite emmAéov
mieon HOALG To EUPOAO PTACEL GTO KAT® HEPOS TNG GLPLYYAS. MMV XOPNYEITE TO VTOAELPPATIKG
oldivpa Tov TapaTPEiTAL TN GOPLYYA.

H mpoyeopévn oupryyo mpoopileton yio pice povo ypnon.

KdéBe axpnoyomointo goppokevtikd Tpoiov 1) VITOAEYLLO TPEMEL VO, OTOPPITTETAL CUHPMVOL UE
TIG KT TOMOVG 15Y00voeg oyeTIkEG dtatdéels. H e€aymyn moAlamidv d0GE®V 0o o
TPOYELGUEVT] GUPLYYA UTOpEl va avENGEL TOV KivOLuvo eTOADVOTG 1] ETAKOAOVONG GAEYLLOVIG.



®vrA0 0oNYIOV yprons: IIAnpogopisg Yia Tovg Kndepdves Bpe@av mov yevvilOnkay Tpdéwpa

Eylea 40 mg/ml gvéoipo o1dlvpa 6 TPoyEpopévn cUPLYYQ.
aQALPEpPCETTN

BPE®H I1I0Y TENNHOHKAN ITPOQPA

Mo TAnpogopieg yio Tovg evihikeg, avatpeEte oTnv GAAT TAELPE AVTOD TOL GVALOL 0ONYIDV YPNOTC.
[toydet yia 1 yAdooao]

I'a mnpoeopieg yio Tovg eviilkes, avatpélte 610 TAvVM LEPOG TG GEALDAG. [1oyvEL Yo 2 i)
TEPLOCOTEPEG YADOOEG]

AP aoTe TPOGEKTIKA OLOKANPO TO QVAAO 0ONYLOV Ypriong Py yopnyn0ei 610 Ppépog avTod TO

PapRraKo, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUS.

- DuraEte avtd To EOALO 0N YDV Yprons. Towg ypelaotel va to dwufdoete Eava.

- Edv éyete mepaitépm amopiec, p@TAGTE TOV Y1TPO TOL PpéPouc.

- Edv mapotnpioete KATOW0 GUUTTOUATO, AVETLOVUNTNG EVEPYELOG, EVIUEPDGTE TOV YIUTPO TOV
Bpépovc. Avtd oydet kot yuo Kabe TBavo cOUTTOU Kol avemBOUNTN EVEPYELD TOV OEV
AVOPEPETAL GTO TAPOV PVALRO 0dNYIDV Ypriong. BAéme mapdypagpo 4.

T Tepréyer 1o Tapév vAro 00N YLOV

T1 etvon To Eylea kou mowa givo ) ¢prion tov

T mpéner va yvopilete mpv xopnynbei oto Ppéeoc o Eylea
Iag yopmyeitat oto Ppépog to Eylea

[MBavég avemBounteg evépyeteg

Idg va puidooete 10 Eylea

[epreydpeva g cvokevaciog Kot Aomtég TANpopopieg

Sk L=

1. Th givan To Eylea kon wowa givan 1 ypion tov

To Eylea eivat éva duidlopa mov yopnyeitan pe éveon péca oto partt. To Eylea avikel o po opdda
QUPUAK®V TTOL OVOUALOVTOL AVTIOYYEIOYEVETIKOL Topdyovies. [lepiéyet tn dpactikn ovcia wov
ovopdleton apiPepoén.

To Eylea ypnowuonoteiton og Ppéen mov Exovv yevvnbei mpdmpa yia ) Oepomeio pog opOaAKIG
wéOnong mov ovoudletal apeipinotpocidondadeia tng tpowpodtntag (ROP). Ta Bpéen pe ROP &yovv
L1 QLGIOAOYIKY] OVATTLEN VEDV LLOQOP®Y OYYEI®V GTO TO® HEPOG TOL HATIOV (AUEPANCTPOEIING)
OV TPOKOAELTAL OO TOV ayyelakd evoodnAlaxd avéntikd mapdyovta (VEGF). Avtd pmopei va
TPOKUAEGEL dloTaPOyT TNG OPUCTC KL 6€ GOPOPEC TEPITTOGELS LOVIUT TOPA®OT).

H apMBepoéntn, n dpaotikn| ovsia tov Eylea, anokAeiel T dpactnplotnta (o Opados Topaydviwy,
7ov givarl yvootol g VEGF-A (ayyelakdg evéoniiokog avéntikdg napdyovtag A) kot PIGF
(TAOKOVVTIOKOG ALENTIKOC TAPAYOVTOG).

To Eylea éxet katadetyOei 0Tt 6TOUOTA TNV avATTLEN VEOV U1 GUGIOAOYIK®Y OUOPOPOV ayYEIDV GTO
udri, ta omoia ovyva mapovoidlovy dtappon vypov 1 arpoppayovy. To Eylea umopei va Pondnoet ot
otafepomnoinom kal, 6€ TOALEG TEPUTTMOGELS, OTN PEATIOOT TG AMMOAELNG TNG OPUCT|G TOL GYETILETOL e
™ ROP.




2. T péner va yvopilete mpy yopnynOei oto Ppégoc To Eylea

Agv 0a yopnyn0ei oto Ppépoc To Eylea

- e elvar adrepyké oty apMPepcénTn 1] 6€ OTO0OMTOTE AAAO OO TO GLGTOTIKE LTOV TOV
Qoapudrov (avapEPovIaL otV mapdypapo 6).

- €qv €xel evepyn M evogyOLEVT LOAVVEN LEGH 1) YOP® OO TO LATL (0PBOAUIKN 1) TEPLOPOUALIKT|
Aolpwén).

- edv €xel coPoapn reypovn Tov patol (ov LodetkvieTal and TOvo 1| epuBpoOTNTA).

Ipocidomomoeis ko TPoPLAGEELS
AmevBuveite otov Yiatpd Tov PBpépoug Tptv To Ppépog AdPet To Eylea

- €4V TpayuaTomomOnKe N eivol TPOYPAUUOTIGUEVT] YELPOVPYIKT EXEPPACT GTOV 0OQOOANS TOV
Bpépovg evtog TV TPONYOOUEVOV 1 TOV EXOUEVOV TEGGAPMOY EPSOUAI®V.

EmumAéov, etvan onpoavtico va yvopilete 0Tt

- o1 evéoelc pe to Eylea umopolhv va mpokaAésouvy pia adénomn otny wieon Tov pation
(evboBdApia wieon) o€ opicuévoug acbeveic vtog 60 Aemtav amod v Eveon. O yoTpdg Tov
Bpépovg Ba mapakorovdncel TV Tigomn Tov poTIoH HETE TV €veon.

- €4v to Bpépog avamTouéel o LOAVVGT 1 PAEYLOVI] GTO ECMTEPIKO TOL UATION (EVOoPOaAUiTION)
N dAlec emmhoxég, To Ppépog umopei va eupavicet EpoOpoTNTO/EPEBIGNG TOV PATIOV,
000aiKég ekKpioels, mpnEpo Tov Prepapov Kot avénpévn evaetneio oto g,

OO dNTOTE CLUTTAONATO EIVOL CTLLAVTIKO VO SLOYVOGTOVV KOl VO OVIILET®TIGTOVV OGO TO
SVVATOV GUVTOUOTEPQ.

HopokoreicTe vo eVIUEPDOGETE APUECOS TOV YIOTPO TOV BpéPovg €av To PpE@oc eppavicer
07T01001)T0TE opEio 1] COPTTONA OO TA TEPLYPAPOUEVO.

- 0 Y1Tpog Tov Ppépoug Ba eléyEet edv To PpéPog £xel AAAOVG TOPAYOVTEG KIVODVOL TOV UTOPET
va avénoovy v mhovotnto pRéENG 1 ATOKOAANGNC G€ Lo €K TOV OTIPAdWMV 6TO ToW UEPOG
oV 0QOAALOV (ATOKOAANGT AUPIPANGTPOEBODS 1 PEN), OTOTE GE AVTN TNV TEPITTM®ON TO
Eylea 0o mpémet va xopnynOei pe mpocoyn.

H ocvompatkn gprion avacstoréonv tov VEGF, tapopoinv ovoidv e ekeives mov mepiéxet to Eylea,
oyetiletor duvnrTikd pe tov kivovvo dnpiovpyiog OpdpuPwv Tov aipatog ot omoiot Ppaiovv Ta aoPdpa
ayyeio (mepiototikd OpoufoeuPolkdV apTNPLOK®Y ETEICOOIMV) TOV UTOPEL VO, 001 YHGOLV GE
KapIoKT TPOGPOAN 1| AYYELONKO EYKEQOAKO ENEIGOS10. BemprTikd VITApPYEL £vas Kivouvog TETolmV
oupuPaviov petd v éveon tov Eylea oto partt.

Agv vrapyet epmeipio otn Oepameio

- acBevov pe ofeleg Aoméelc.

- acOevav pe dAlec TONGELS TOV 0POOAUDY OTMG TOKOAANGT TOV AUEIPBANGTPOEIBOVE 1} OTY|
NG OYPAC KNALdAC.

Edv xdmoto amod to mopoandve aeopd o BpEPoc, o Y1aTpds Tov Bpéeovg Ha AdPel vtoyT ovTV TNV
ENhenyn mAnpoeopLmv dtav yopnynoet Oepaneia oto fpépoc e to Eylea.



Alro @appoxa kor Eylea
Evnuepaote tov yrotpd tov Bpépovg dv to Bpépog AapPdavet, Exel tpoéspata AaPel | umopel va AaPet
A0 PApPLLOKAL.

To Eylea wepiéyer

- AMyotepo and 1 mmol vatpiov (23 mg) avd 6601, . ovolOGTIKA Eival «EAebBepO vaTpiovy.

- 0,003 mg moivcopPikod 20 og kaOe doom 0,01 ml mov 16odvvapodv pe 0,3 mg/ml. Ta
ToAVGOpPIKa propel va Tpokarécouy aArepYIKES avTdpdosic. Evnuepmote tov 10tpd cag av
€XETE YVOOTEG OAAEPYIES.

3. [ og yopnyeitar oto Ppépog 10 Eylea

"Evag yiatpdg éumelpog ot yopnynon evésewv oto patt Ba kavetl v éveon tov Eylea péoa ota pdrio
oV PpéPovg vtd donmreg (KaBupic Kot UTOCTEPMUEVES) GUVONKEC.

H ocvvietduevn d6om eivan 0,4 mg apAiifepcséntng (0,01 ml).
To Eylea yopnyeiton o¢ éveon pésa 6to patt 1oL PpEPovg (EVOoDAAOEDIKT Eveon).

Ipwv v €veon, 0 Y1aTpog Tov PpéPoug B ¥PNOUOTOICEL ATOAVUOVTIKO 0QOAALKO S1AAv U Y10 VO,
kaBapicel To paTt ToL PPEPove TPOGEKTIKE, £T01 MOTE VA amoPeLyHel | poAvven. O yroTpdg Tov
Bpépovug Ba yopnynoet 6to Ppépog emiong £va TOMKS avatsONTIKO Y10 VoL EAATTOGCEL 1] VO OTOTPEYEL
ToV TOVO OV 16MG TPOKAAEGEL GTO BPEPOC 1 EveoT).

H Oepaneia apyilet pe pio povo éveon ava pdrtt kKo pmopel va yopnyndei Kot oto devtEpo patt TNV
it nuépa. O yotpog Tov Bpépovug o Tapakoiovdel TV Katdotaot tov(Tov) Hotod(dv) Tov
Bpépovc. Avdroya pe To THG avtamokpiveTal To fpépoc 6t Bepameia, 0 YiaTpog Tov Ppépoug Ha
amopacicet eav kot mote ypetdleTon mepartépw Bepaneio. To dtdonpa Oepaneiog petald twv

2 566V OV YOPTYOLVTAL GTO 1010 HATL TPEMEL VA vt TOVAGYIGTOV 4 EBOOUAOES.

Aentopepeic 001yiec ¥pNoNG TAPEYOVTOL GTO TEAOG TOL PVAAOL 0dNYLdV oty mapdypapo «Ilog va
TPoETONAcETE Kal va yopnynoete to Eylea og npowpa Ppéony.

Awkomn g Ogpanciog pe to Eylea

Edv oxéopteote va dtokdyete 1 Oegpaneia pe 1o Eylea yia 1o fpépoc, Tapakaleiote va 1o cuintnoste
UE TOV Y1aTPO TOV Bpé@oug 6To emduevo paviefod cac. O ylotpdg tov Ppépovg o cag cupfovAéyet
ka1 Oa amoacioet yio tOcov Kopd Oo mpénet va AapPdver to Bpépog Oepameia pe to Eylea.

Edv éxete meplocdTepEG EPOTNCELS GYETIKA LLE T YPNOT] AVTOV TOV QUPHAKOV, POTHOTE TOV Y10TPO
ToV Bpépoug.

4. IIOavég avemBOUNTES EVEPYELES

Onwg 6ha Ta eAppOKa, £TGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kot OgV TOPOLGLALoVTaL G€ OAOVE TOVG avOpmITOC.

O avemOopnTeg evépyereg mov avapipOnkay o teprocétepa amd Eva Bpéen mov yevwiOnkav

TPO®PA. NTAV

- amokOAAN o TG oTIPAd0G 6T Tic® PEPOS TOV 0POIANOD (amoKOAANOT OUPPANGTPOEIBOVC)

- awpoppayia 610 Tiow pEPOg Tov 0PBaAipev (aoppayio Tov ApEPANGTPOEISODC)

- KOKKIVO PdTio TPoKOAOOUEVO OO QLOPPAYiol LIKPAOV ALOQOp®Y 0yYeEi®mV 0TI eEMTEPIKEG
o71013AdeC TOL 0POUALOD (aLLoppaYict TOL EMTEPLKOTOL)

- apoppayio 6to onueio TG £veong

- avénon g micong Tov 0pOaApOv

- apni&po Tov Preeapov (oidonua PAepdpov)



M poécOeTeg avemOOuNTES EVEPYELEG OV EY0VLV TTapatnpnOel pe o Eylea o€ evijlikeg mopatifevral
TOPOUKATO. AVTEG 01 OVETIBVUNTEG EVEPYELES UTOPEL EMIONC VO, EUPAVIGTOOV GE BpEpn ToL EYOLV
yevvnBel Tpowpa

- arlepyikéc avriopdosis (viepevaictnocia)

AvTtég pmopel va gival cofapic KoL amULTEITUL VO EMKOLVAOVI|GETE IUE TO YIOTPO GO AUECOG.

AvemBOunteg evépyeleg mov ennpedlovy Tovg 0eOaALOVG AOY® TG dladikaciog TG Eveong umopel va

glvar cofapég kot tepthappdvoov

- TVQALOON

- coPopn Aoipwén N Areypovi) 610 ecmTEPIKO TOL 0POUALOV (evOOPOUAUiTION)

- aoKOAANoN, pIEN 1N GpoppaYia TN P®TO-EV0IcONTNC 6TIPAdOG GTO oW UEPOG TOV
0BoAp0D (amokoAAnon 1 pri&n Tov ApEPANCTPOEBOS)

- 06Lmon Tov PaKov (KoTapPAKTNG)

- apoppayio Tov 000aipov (arpoppayic TOL VAAOEWOVS GOUNTOC)

- aokoAIN 6N TG (EAUTIVOO0VG 0VGING 6TO EGMTEPIKO TOL 0POUALOD 0Tt TOV AUPIPANCTPOEIN
(amoKOAANGT TOV LAAOELOOVS CMUATOC)

- avgnon g mieong péca otov 0POaipd (avénuévn evoopddiia micon), PA. Tapdypapo 2

AvTég o1 GoPapéc avemBounteg evépyeleg mov ennpealovy Tovg 0pOoione Tapatnpnnkay ce

Ayotepeg omd 1 otig 1.900 evécelg otig KAMVIKEG LEAETEG OTOVG EVIAIKEC.

Eivat onpavtikd va evIomieTovy Kot Vol avTILETOTIGTOVY 01 GoPapég avemBOUNTES EVEPYELEG, OTMOGC
Aolp®én 610 E0TEPIKO TOV OPOAALOD 1 ATTOKOAANGT] TOV AUPIPANGTPOEISOVE, TO GUVTOUOTEPO
duvarto.

Evnuepaote apéomg Tov Y1aTpo 100 BpE@ovg GV TapaTNP|GETE CUUTTONNTO GTO LATL TOV
Bpé@ovg peta tnv éveon, 6TMG

- gpuvOpoTTOH/EPEDIGNO

- 0000 Kég EKKpioeg

- apnépo Tov frepdapov

- avEnpévn evaedneio 670 Pog

Aleg avemBOUNTECG EVEPYEIEG TOL TTOPATNPNONKOV GE EVAAIKES TEPTYPAPOVTOL TOPUKATM.

Koatarloyog Tov avemOopuntov evepyelav wov avapiponkay

AxoAovBel £vag KaTAAOY0g TV avemBOUNTOV EVEPYEIOV OV avaeEépOnke OTL SuvnTikd oyetiloviat
pe TN dtodikacio TG £veonc N Le T0 PappoKko. Mmopel 1o BpEPog va unv mapovctdcel Kaio amod
avtéc. [lavrote va culntdte omolecdnmote THUVOAOYOVUEVEC UVETIOVUNTEG EVEPYELES LLE TOV YLUTPO

oV PpEPoug.

IIoA0 ovyvéc avemBopnteg evépyereg (Lmopel va ennpedoovy mepiocdtepa and 1 ota 10 dropa):

- emdeivoon g 0paong

- opoppayio 0to wow uEPOG Tov 0EHAALOD (alpoppayic TOL AUPIPANGTPOELDOVS)

- KOKKIVO, LATI0 TPOKOAOVLEVO OTO OLOPPOYin, LIKPDV GLULOPOP®VY ayYEI®mV OTIC EEMTEPIKES
671013AdeC TOL 0POAALOD

- OVOG 6TOV 0QOAALO



Yoyvég avemBounTeg evépyereg (umopei va emnpedoovy péypt 1 ota 10 dropa):

- amoKOAANGN 1| PYIEN EVOG €K T®V GTIRAd®V 6TO Tio® PEPOG TOL 0PHAALOV, OV TpoKaAEL
AGPYELS PMTOG LLE KIVOOUEVO GTIYLOTO KOl LEPTKES POPES 00MYEL o8 ammAgla Opaong (pHéEN™
/amokdOAAN oY Tov perayypoov emnAiov tov apEPinotpoedoic*, amokdAAnor /prén Tov
AUPIPANGTPOEISOVG)

o *Kotootdoelg yvootég g oxeTilopeveg pe tnv vypov tomov AMD. [apotnpnOnkay
pévo oe acbeveic pe vypol Tomov AMD.

- KON TOL AUPPANGTPOESOVG TOV TPOKAAEL dlaTaparyr] TG OPOGNS

- aipoppayio Tov 0pOaApol (apoppayio 6To VAAOEWEG CAOLLOL)

- OPIGUEVES HOPPES BOA®ONG TOV PakoD (KaToppaKTNG)

- BA&PnN ™ otPddag mov Ppioketon 6To TPdGHo puEPOS Tov PoAPol (kepaToeldn|q)

- avEnon g mieong tov oeHaApov

- Kivovpeva otiypata oty 0poon (eEdpodpata)

- amokOAANGN TG LEAUTIVAOSOVE 0VGING GTO E0MTEPIKO TOV OQOHUAOD 0Td TOV AUPPANGTPOEION
(amokOAAN G TOV VAAOEWOVS OV 00N YEl 58 AAPWELS PMTOG KoL EEWOpDLATO)

- aicnon o6t vdpyel kATl péca oTo pPdTL

- avENUEVN Topaymyn daKpH®V

- apné&o tov PAe@ipov

- aoppayio oto onpeio g veong

- gpLBpOTNTA TOL POTIOD

Oy ovyvég avemBOuNTES evépyereg (Umopet va emnpedoovy péypt 1 ota 100 dropa):
- aAAEPYIKEG aVTIOPAGELS (VTTEpELOUGONGla) **
o **'Eyovv avapepbel adhepyucés avtidpdoels Omwg eEvOnpa, eoyovpa (kvnopog),

gpLOpa e&avOmpota (kvidmon) Kol LEPIKEG TEPITTMGEIS GOPUPDY AAAEPYIKMDV
(avoLAOKTIKY / AVOPUAOKTOEIONG) AVTIOPAGEWDV.

- cofopn eAeyuovi N Aoipmén pnésa oto patt (evooeOaiuitidon)

- @AYoV TNG 1P1d0C TOL HaTIOD 1 AAAWV orueiny Tov 0BuAuol (pitda, payostditida,

1PLOOKVKAITION, «TTPMTEIVIKY opiyAn» Tov Tpochiov Haidpov)

- mapaevn aicnon oto patt

- epebiopog Tov Prepdapov

- oidnua oty Tpdehia 6To1PAdA ToL PoAPfoD (TOV KEPATOESOV])

Yrdwvieg avem@ounteg evépysieg (umopel va ennpedoovy péxpt 1 ota 1.000 dropa):

- TOPA®ON

- 60 lmon TV PaKdV AOY® TPAVUATIGUOV (TPAVUATIKOS KATUPPAKTNG)

- oAeypov NG LelaTivddovg ovciag 6To E6mMTEPTKO TOL 0POUALOD

- OOV GTO LATL

- QAEYLLOVT] TOV QLLOPOPOV AYYEI®V GTO oM PEPOG TOV UATIOV (0yYelTidn TOV
AUPIPANGTPOEISOVG)

Mn yvooeTig ovyvoTnTog (dev pmopolv va ektiunovv pe faon ta Stabéotua dedopéva):
- QAEYHOVT] TOV AEVKOD TUNHOTOG TOV LOTIOV OV GYETI(ETON pe epuBpoTNTO KO TTOVO
(oKAnpitidn)
- amoQEPAEN GLLOPOP®Y UYYEIMV GTO TGM UEPOC TOV HOTION, GLVNO®G TOPOVGIN PAEYUOVNG
(amo@pakTiky ayyeUitida ouePANCGTPOEdOVC)

H ovompatikn gprion avactorémv tov VEGF, ovsimv mapdpoiwv e ekeiveg Tov mepLEYoviatl 6To
Eylea, duvntucd oyetileton pe tov kivouvo Bpoufmv aiptatog mov ppdccovy Ta apoeopa ayysio
(apmpiloxdv OpoppoeuPorikdv enel60dimV) TOL UTOPEL VoL 0OTYCOLVY GE Kapdlokn TPocPoAn 1y
EYKEQOMKO emelcdo10. Yapyel Oempntikdc kivouvog €TV enelcodiov petd tv éveon tov Eylea
péca otov opOaAuO.

Onwc kat pe 0Aeg TIG BepamevTIKég TPOTEIVES, VITAPYEL TOAVOTNTO AVOGOAOYIKNG AVTIOPACNC
(oymuotiopog avticopdtov) pe 1o Eylea.



Edv &yete omolecdNmote EpOTHGEIS GYETIKA UE TUYOV OvemBOUNTEG EVEPYELES, amevbuvbeite oTov
YwTpod TOV BpEPong.

Ava@opd avemOdunTOv gvepyel®Ov

Edv mapotnpricete kamowa avemBOuntn evépyeta 6to PpéPog, EVLEPOOTE TOV YTpd TOL Ppépovc.
Av10 1oyt Kot Yo kéOe mhavr avemBountn evEpyELn TOL OEV AVOPEPETAL GTO TOPAV PUALO 0ONYIDV
ypnons. Mnopeite emiong va avapépete avemBounteg evépyeieg amevbeiog

EAlLada

EBvikdc Opyaviopog Gapudkmv
Meocoyeiov 284

GR-15562 Xolapyog, Adnva
TnA: +30 21 32040337
Iototomog: http://www.eof.gr
http://www kitrinikarta.gr

Kvmpog

Doppokevtikég Ynnpeoieg
Yrovpyeio Yyeiag

CY-1475 Aesvkooia

TnA: +357 22608607

Dag: + 357 22608669

Iotétonog: www.moh.gov.cy/phs

Méow g avapopds avemBOunToV gvepyeldv pumopeite va fondncete 6t cLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV ACOAAELD TOV TOPOVIOS POPLAKOV.

5. H®c va pvracoete To Eylea

- To @apuoko 0vTd TPETEL VO PUAACGCETAL GE PEPT] TOV OgV TO PAETOVV Kal dgv TO POAvVOLY Ta
TOLO14L.

- Na un xpnoonoteite avtd T0 PAPUOKO UETE TNV NUepOoUNViol ANENG TOV AVOPEPETL GTO KOLTL
Kol oty emonuavon petd v évositn AHEH/EXP. H nuepounvia AnéEng sivar n tedlevtaia
NUEPO TOV UNVOL TTOV OVOPEPETOL EKEL.

- dvAdooete oe yoyeio (2 °C éwg 8 °C). Mnyv katoyvyete.

- H un avorypévn xoyédn pumopel va puiayfel extdg yoyeiov katw amo 25 °C yia Eog Kot
24 mpec.

- DVAACCETE TO PAPLOKO GTNV OPYIKT EEMTEPIKN CLKEVAGIO TPOKELUEVOL VO, TPOGTOTEVETOL OO
T0 QWG.

- Mnv metdite @APUAKO GTO VEPS TNG AMOYETELONG N OTA OKLOK(A amoppippata. Potote tov

(QOPUOKOTOLO GOG Y10 TO MG VO TETAEETE TO. PAPUAKO TTOV OEV YPTCILOTOIELTE Tl AVTA TOL
uétpa Bo Bondncovy oty TpocTacio Tov TEPPAAAOVTOC.



6. Iepreydpeva g cvokevAGiag KoL AouTég TANpOPOpies

Tvngpréyer 1o Eylea

- H dpaoctikn ovoia givat: apAiPepcéntn. Mia mpoyepuspévn cupryya meptéyet eEaydyio 6yko
tovAdyiotov 0,09 ml, wov wodvvapel pe TovAdyioTov 3,6 mg apiPepcéntng. Mo
TPOYELGUEVT] GVPLYYa TTapExEL i epamaé doon 0,4 mg apAPepoéntng oe 0,01 ml.

- Ta aAha cvotatikd givar: moAvsopPio 20 (E 432), 5160E1vo pmc@opikd vATplo pHovodopikd
(Y10 pOBon Tov pH), 6Evo pwGPopikod dvdtpro extaddpikod (Yo puuior tov pH), yAoplovyo
vatplo, cokyapdln, HOWP Yo EVEGIULA.

BM\éne ‘To Eylea mepiéyel’ omnv mapdypa@o 2 yio meptocOTEPES TANPOPOPIES.

Epeavion tov Eylea ko megpreydpeva tng cvokevaciog
To Eylea eivat éva evéoso didhvpa (evésio) o pua mpoyepopévn ouptyya. To dtlvpa givan
dypopo €wg vrokitpvo.

Méyebog cuokevaciog tng 1 Tpoyeuicuévng cupryyag.

Karoyog Aderog Kvkhogopiog
Bayer AG

51368 Leverkusen

I'eppavia

Hopackevactiig
Bayer AG
Miillerstralie 178
13353 Bepoiivo
Ieppovia

"o omoladnmote TANPOPOPio. GYETIKE LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPAKAAEITTE VO
amevBouvbeite otov TomKd avTTpdcwno Tov Katodyov g Adsiog Kukhogopiog:

EAlLada

Bayer EAAGg ABEE

Tni: +30-210-618 75 00
Kvmpog

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

To mapév @vAro 0dNYLOV YpfioNS avadempOnke Yo TeELEVTAIR POpa oTig 09/2026.

AlAeg TNYEG TANPOPOPLOV

Agmtopepeic TANpoeopieg yio To Phpuako avtod gival dabéoiueg otov diktvako tomo tov Evponaikon
Opyaviopot @apudrkmv: https://www.ema.europa.eu.

Mo Tomikég TAnpoopies, capdoTe €3G Yo TPOGROCT GTOV 1GTOTOTO
https://www.pi.bayer.com/eyleal. [Tepthappdvetor kwdikdc QR mov pépel Tov cHVOEGO TPOG TO
OOALO OOMYIDV.



https://www.ema.europa.eu/

O Tinpo@opieg mov akorovBov arevdivovtol povo og emayyeiporieg vyeiogc:
Iog va TposTopacere ko va yopnynoete to Eylea og mpéompa Bpéon

H mpoyepuiopévn ovpryya o mpémet va ypnotponoleitol yia tn Oepaneio pévo evog o@daipov. H
e€aymyn TOAMATA®V 60CE®MV 0md TPOYEUICUEVT GUPLYYO UTOPEL Vo uENGEL TOV Kivouvo PHOAVLVGNC Kol
enokOAovON g Aoipméng.

Mnv avolyete TNV OTOCTEP®UEVT TPOYELGUEVT] KOWEAT £KTOG TNG KaBapng aibovsag yoprynong.
Kabe aypnoiponointo eapuokeuticd Tpoiov 1 VIOAEWU TPETEL VO OTOPPITTETAL GOUPDVOL HE TIG
KOTO TOTOLS IGYVOVGES GYETIKES SLUTAEELG.

H mpoyepiopévn cdpryya mepiéyel meptocdTepT 0md TNV CLVIGTOUEVT 060N TV 0,4 mg
apAPepoéntng (mov wodvvapovy pe 0,01 ml). I'a ™) Bepaneia Tpdwpwv Ppepdv, Tpénet va
ypnoonoteitan n taudtoTpikn docopetpikn suokev) PICLEO og cuvdvacud pe v Tpoysicpévn
ovpLyYa yio. T xopnynon piag epdmal 66ong 0,4 mg apiiPepoéntng (mov ioodvvapei pe 0,01 ml).
AvatpéEte oty aKOLoLON TaPAYPAPO «OONYIES XPHONS THS TPOYEULCUEVHS CUPLYYAC.

To duivua B Tpémel va ereyybel omtikd yio ToxOV EEVI cOUATIOOKN VAN KOV OTTOYPOUOTIGUO 1 Y10,
KGOe peTafoln TG PLGIKNG EUPAVIOTG TPV OO TN YPNOT). L€ TEPITTMOOT TOV TAPOTNPEiTAL KATL 0UTTd
TOL TOLPOTAVE®, OTOPPIYTE TO PAPLOKEVTIKO TPOTOV.

H un avorypévn cuckevocio tHmov koyéing umopei va dtotnpndel ektdg yoyeiov kdtm and 25 °C y
£€m¢ kot 24 dpeg. Metd to dvorypa TG KOWEANG, TPoxwpnote Ue T dtodikacio vd donmreg
cuvOnKeG.

INo v evéobarogidikn Eveon, mpénetl va, yproytorondei ferdva éveong 30 G x %2 in.

Oonyies xprions THe TPOYsUIoUEVIG GUPLYYaS:

"o vo, TPOETOUAGETE TNV TPOYELGUEVT] GUPLYYO Y10, XOPNYNOT| GE TPO®Pa Ppien, akoiovdnote ta
Prpoto 1 kot 2 TopoKaTo Kol 6T GUVEYELD TNPTNOTE TIG 00NYIEC XPNONG TTOL TEPIAAUPAVOVTAL GTN
ovoKevaoia TG TadtaTpikng docopetpikng cvokevng PICLEO.

1. Otov giote éropotl va yopnynoete to Eylea, avoi&te to kouti Ko amopakpOveTe tnv
amootepmuévn KoyeAn. Ilpooektikd dvoilte v koyéAn eacpaiilovag Tn oTEPOHTNTA TOV
nepleyopévou tov. Kpatrote v cOptyya 610 amootelpopévo dioko péypt va elote £Tolpuot yia
Guvapuoldyno.

2. XPpNOWOTOIOVTOG UOTTTTES TEYVIKES, UTOUAKPVVETE TV GUPLYYO. od TNV ATOCTEPOUEVT] KOWEAT.



®vrAo oonYIOV ypions: IIAnpoeopieg yia Tov ypriioty
Eylea 40 mg/ml gvéoipo owdrvpa 6g Eva QLoriono aphPepointn

Awpdote TpocekTIKG 0AOKANPO TO PVAAO 00N YIAV YPToNG TPV GaS YopnyNOel avTd TO

PappoKo, O10TL TEPLAAUPAVEL ONUAVTIKES TANPOPOPIES Y10 GUG.

- DvraEre avtd To EOALO 0N YDV Yprions. Towg ypetaotel va to dtufdoete Eava.

- Edv &yete mepartépom amopiec, pmTNOTE TOV Y1ATPO GO,

- Edv mapotnpfoete KOmoo avemBOunTn eVEPYELX, EVILEPMDGTE TOV YIATPO GaG. AVTO 1GYVEL KOl
v KGO Thavn avemBOUNTN EVEPYELD TTOV JEV OVAPEPETOL GTO TAPOV GOUAAO 00T YLDV YPNONG.
B\éne mopdypago 4.

T mepréyer 1o mapév vAro 06N YLOV

T1 etvon To Eylea kou mowa givo ) ¢prion tov

T mpénel va yvopilete mpv oag yopnynOei to Eylea
Iag yopmyeital to Eylea

[MBavég avemBounteg evépyeteg

Iag va puidooete 10 Eylea

[epreydpeva g cvokevaciog Kot Aomég TANpopopieg

SNk wd—

1. Tu givan To Eylea kon wova givan 1 ypfon tov

To Eylea eivat éva didlvpa mov yopnyeitan pe €veon PEGa 6TO PLATL GTOVG EVIAMKES Y TN Bepaneia
KOTOOTACEWDY TOL LOTION TTOL ovopdlovTot

veoayyelaky (VYPOV TOTOL) NAKIOKT EKEVAIGT TNG WYPAs KNAidag (vypobd Tomov AMD,

- dwroapayn g O6pacng and devTEPOTADES 0idN U TS ®YPAG KNG oV opeileTal oe amOPpacn
AEPag Tov auePAnctpoeldovg (khadikng RVO (BRVO) i kevipikig RVO (CRVO)),

- pelopévn 6pact Adyw defnTikod owdnpatog g wypds kniidog (DME),

- HEWUEVN OpaoT) AOY® HUMTIKNG XOPLOEWKNG veoayyeimons (pvomikt CNV).

H aplPepoénn (aflibercept), n dpactikn ovsio Tov Eylea, anokieietl T dpactnpidtnra (o opdadog
Tapayoviwv, tov etvar yvomotol mg VEGF-A (ayyetokog evéodnioxog avEntikdg napdyovtag A) Kot
PIGF (mlokovvtiaxog avéntikdg Tapiyovtag).

Xe acBeveig pe vypov Tomov AMD pvomiky CNV  avtol o1 mapdyovreg, 6tav Bpiokoviot oe avEnpévn
TOGOTNTA, GLOYETILOVTOL GTO 1] PUGLOAOYIKO GYNUATIOUO VEDV OLOPOP®V OYYEI®MV 0TO HaTl. AVvTd
TOL VEQ, QUOPOPO. Ay YELDL UTOPOVV VO, TPOKAAEGOLV TN SLOPPOT) GLGTUTIKMV CILOTOC HECH GTO UATL KOt
Vv gnakodiovdn PAAPT TOV 1I6TAOV TOL PATION TOL £ival LITEVBVVOL Yo TNV OPOOT).

e aobeveic pe CRVO, cvuPaivel amd@poaén 6To KOPLo apopOpo oy YElo IOV UETAPEPEL OO, LOKPLYL
Ao Tov ouEPANCTPOELdN. Q¢ amdvtnon, To exinedo Tov VEGF av&dvovtatl mpokaAdvTog tn dioppon
VYPOL HEGO OTOV AUPIPANOTPOELDN KOl KATA CLVETELN 001 YOUV o€ e£0idnon g oypdg knAidag, (To
TUN O TOV OUPIPANGTPOELDOVG TTOL Eivat vTeOVVO Yia TN AewT} Opaon), KATAGTAUCT| TOV OVOUALETOL
oildnua e oypdac knAidag. Otav 1 oypd knAida yepilel e vypo, N kevipikn dpacn yivetar OoAn.

e aoBeveig pe BRVO, o 1 mep1ocotepeg d1okAadMGELS TOV KOPLOV OOPOPOV ayYEIOV TOV
UeTaPEPEL TO aipa pokpld omd Tov apeiinctposdn, epnodiletal. Qg emaxdAovbo, Ta enineda VEGF
ALEAVOVTOL TPOKOAMVTAG TNV dlepPOT] VYPOD EVTOG TOV AUPIPANCTPOELON KOl GUVETMG TPOKAADVTOG

oldnpa g oypag KnAidoag.

To dafntikd oidnpa TG wyPAc KNAdag eivat 107K TOL AUPIPANCTPOEIOOVS TO 0moio cupPaivel
o€ acbeveig pe drafmntn Aoy S1apLYNS VYPOL Amd T OLUOPOPA OYYEID OTO ECMTEPIKO TNG WYPAC



knAidoc. H oyxpd kniida etvar éva tpunpa tov apeipinotpoetdodc vrevBuvvo yuo v koin épacn. Otav
N @ypa knAida yepiletl pe vypod, n KeVTpIK Opoor yivetol OoAN.

To Eylea éxet kataderyBel 011 6TOpOTA TNV AvATTLEN VEOV PN GUGLOAOYIK®V OHOPOPOV ayYEIDV GTO
pdri, ta omoia cuyvd mapovcidlovv drappon vypov 1 arpoppayovv. To Eylea umopel va Ponbioet ot
otabeponoinom kal, 6€ TOALEG TEPUTTMGELS, OTN PEATIOOT TG ATMAELNG TNG OPUCT|G TOL GYETILETOL UE
v vypo¥ ToTov AMD, CRVO, BRVO, DME ka1 poomik CNV.

2. Tvrpéner va yvopilete mpv va oag yopnynlsei to Eylea

Agv 0a cag yopnyn0ei o Eylea

- &Gv glote allepykol otV aQAIPEPGENTN 1 G€ OTOL0OMTOTE GALO OO TOL GUGTATIKA CLTOV TOV
Qapudrov (avaeéPovIaL otV mapdypapo 6).

- &bv €yxete evepyn N evdeyouevn noAvvon péca 1 Yopm omd To patt (0eOoAUKY 1| TEPLOEOOAIK
Aotpwén).

- &Gv €xete coPfapn AEYHOVI TOL HOTIOD (7TOV LITOJEIKVVETAL 0Td TOVO 1} EPLOPOTNTAL).

IIposgidomou|oelg kKo TPoPLAGEELG
AmevBuveite 670 Y10Tpo Gog Tpotod AdPete To Eylea:

- &ghv €xete YAaOKoUO.

- g0v €xete 16TOPIKO AMAUWEVY 1 EEI0PMUATOY TNV OpOcT] oG Kot £Gv £xete o Eapvikn avénon
Tov peyéboug Kot Tov apBpod TV eEpmpdToy.

- g4v mpaypatomomOnKe 1 eival TPOYPOULOTIGUEVT YEPOLPYIKT EXEUPAOT GTOV 0QOOALO Gag
EVTOG TMV TTPOTYOVLEVAOV 1 TOV ETOUEVOV TECCAPOV ERSOUASWOV.

- &av éxete coPapn popeny CRVO 1 BRVO (oyouiky CRVO 1 BRVO), 1 Bgpaneia pe to Eylea de
GLVICTATOL.

Emum\éov, eivan onpovticd vo yvopilete 0t

- M acedielo Ko 1 anotehespatikdtnta tov Eylea otov yopnyeital kot otovg d0vo opbaipong
TaVTOYPOVA Oev EXouV LeAeTnOel GUGTNUATIKA KOl EQV YIVEL ¥PNOT LE AVTO TOV TPOTO UTOPEL VA
avénOel o Kivouvog Vo TaPOVGLOGTOVY YEVIKA avemIBOUNTEG EVEPYELEC.

- otevéoelg pe to Eylea umopothv va mpokaAiésouvv pia adénon otny wieon tov pation (voopddiuo
mieon) oe opiopévoug aobeveis eviog 60 Aentdv and v éveon. O yatpdg cag Ba to
mapokorlovdel avtd petd v Eveon.

- &Gv avamtHéete o uOALVOT N PAEYUOVI GTO ECMTEPIKO TOV UATIOV (EvOo@Boiuitidn) 1 dAAeg
emmAoKEC, umopel va eppavicete o@BoAUIKO TOVO 1 avénuévn duvoeopio, ETOEVOVUEVT
gpLBpdTNTA TOL pOTIOD, BOAN 1| LEW®UEVT OpaoT), Kot avénuévr evaicOncia 6To g,
OO0 0N TOTE CLUTTAOUATO ELVOL CTLAVTIKO VO SOy VOGTOVV KOl VO OVTILETOTIGTOOV OGO TO
duvaTOV GUVTOUOTEPQ.

- 0 ywIpds cag Bo eEyEetl edv Exete AAALOVC TAPAYOVTES KIVOUVOL TIOL UTOPEL VO 0VENCOVY TNV
mhavotTo pRENG N amoKOAAN NG Uiag ek TV oTPGOOV 670 Tow UEPog Tov 0EHaiuov (pNnén Tov
pueAayypoov emtONAiov Tov auEPANGTPOEBOVC), 0TTdTE GE avTh TNV Ttepintwon to Eylea 0o mpémet
va yopnynOei pe Tpocoyn.

- 10 Eylea dev pénel va ypnoylomoteiton Kotd tn S1dpKeL TG EYKVUOGVVIG EKTOG EAV TO
EVOEYOUEVO OPENOC VTIEPTEPEL TOL EVIEYOUEVOL KIVOHVOL Y10 TO yEVVNTO PPEPOC.

- Ol YUVOIKEG GE AVATOPOYWYIKN NAIKIO TPETEL VO YPNGILOTOLOVV OTOTELECUOATIKT AVTIGOAAN YT
Katd T ddpKeln TG Bepameiog Kot Yo TOVARYIGTOV TPELG EMTAEOV PVEG LETE TV TEAEVTAIN
éveon tov Eylea.

H ocvotmpatikny xpion avactorémv tov VEGF, mapdpoimv ovcumv e ekeiveg mov epiéyel to Eylea,
oyetileTan SuvnTikd pe Tov Kivouvo dnuovpyiog Opoupwv Tov aipatog ot omoiot epalovv Ta apoeopa
ayyeio (meploTatikd aptnplok®y OpopuBosBoAKOV EMEIC0dIWV) TOV LITOPEL VO, 00N YooV GE
KaPOLOKN TPOGPOAY M AyYEWKO EYKEPOAKO ENEITO010. Oe®@PNTIKA LIAPYEL £VOG KivOLVOg TETO1OV



ocupPaviov petd v éveon tov Eylea oto pdtl. Yndpyovv mepropiopéva dedopéva yuo Ty ac@dieio
ot Oepancio acOevov pe CRVO, BRVO, DME xot pvoriky CNV ot otoiot £xovv vmootel oyyelokd
EYKEQOMKO EMEIGOO10 N EAAPPD EYKEPUAIKO (TAPOSIKO IGYOLUIKO EXEIGOI0) 1 KAPIIOKT TPOGPOAN
€VTOG T®V TTpornyovevav 6 unvav. Edv kdmoto and avtd cag apopd, To Eylea Oa yopnynOet pe
TPOGOYN.

Yrdpyel povo meplopiopuévn epnepio ot Bepamneio

- aoBevav pe DME Aoyw dwafnn tomov 1.

- Swpntikov pe moAd vymAéc pEceg TIES GaKkyapov tov aipatog (HbAlc dve tov 12%).

- SwpnTikov pe o Tatnon Tov 0pOuiumy Tov TpokaAeital omd To Safntn N omoia ovoudleTon
TOPOy@YIKN SafnTiky apePAnctpostdonddeia.

Agv vrapyet epmeipio otn Oepameio

- oaoBevav pe ofeleg Aouméelc.

- ooBevav pe dAdec TabN oS TOV 0QOOAUDOY OTTMG ATOKOAANGT] TOV AUPIPANGTPOEBOVG 1| 0T TG
oypas knAidag.

- JWPNTIK®V HE Un EAEYYOUEVT VYNAT apTNPLOKT] TTiEDT.

- un Acwtdv acBevov pe poomikn CNV.

- aoBevav ol omoiot Eyovv Tponyovuévmg vroPAndel o Oepameia yio poomiky CNV.

- aoBevav pe PAaPec EEm amd To KEVTIPIKO UEPOC TNG ®YPAG KnAidag (e€mPobpiiéc PAGPeC) Yia
poomik CNV.

Edv xdmoto amod to mopondve cog apopd, o Yiatpog oag Oa AABelL vToyn avthy v EAhenym
TANPOQOPLDY OTAV Gag yopnynoet Bepaneia pe 1o Eylea.

Mowra ko £éenpor

H ypnon tov Eylea 6 modid 1 epnPoug kéto tmv 18 etmv dev éxel peketbei kabmg 1 vypov TOTov
AMD, CRVO, BRVO, DME «ot pvomikt) CNV givar tadnoeig mov tposParovy kuplog Toug
EVIAIKEC. ZOVETMOC 1) XPNOT TOL 08V apopd (N dev amevdhveTal GE) ATV TNV NAMKIOKT OUAda.

Alra @appoxa kot Eylea
Evnpuepmote tov yiatpd 6og 0V ¥pNOYLOTOLEITE, EXETE TPOGPATO, XPTCULOTOGEL 1] LITOPEl vaL
YPTCULOTOUGETE GAAN POAPLLOKDL.

Kinon kot Onhaopog

- IMvaikeg og avamopaymyki NAKio TPETEL VO YPNCUYLOTOODY OTOTEAECUATIKT OVTIGOAANYT
KaTd T O1dpKeLo TNG Depomeiog Kot Yo TOVANYIGTOV TPELG EMMALOV UVEC LETH TNV TEAEVTALN
éveon tov Eylea.

- Agv vrapyet epmelpio amd ™ ypnon tov Eylea og éykveg yuvaikec. To Eylea dev npémnet va
YPTCULOTOLEITAL KAT T1) SLAPKELN TNG EYKVHOGVUVG EKTOG EAV TO EVOEYOLEVO OPELOG VITEPTEPEL
TOV gvdgXOEVOL KIvdUVOL Y1 To EuPpuo. Edv giobe £ykvog 1 oyedidlete va peivete €ykvog,
ov{ntote Yo 10 Bépa avtd pe Tov Yiatpo cog wpwv ) Bepomeio pe o Eylea.

- Mikpég mocotnteg Tov Eylea pumopel va mepdcoovv 6to avOpdmivo yda. Ot emntdoelg 6to
veoyvd/Ppépog mov Onralet eivar dyvooteg. To Eylea dgv cuviotdton Katd Ty 614pKELR TOV
Onraopov. Eav Onlalete, culnthote pe tov yatpd cag mpwy omd v Oepameio pe Eylea.

001yNoN Ko YEPIOROS PNV LATOV

Metd v éveon cog ue to Eylea, pmopel vo epLpavicete 0plopEVES TPOCMPIVES OUTAPAYES TNG
opaong. Mnv odnyeite M xepileote unyovipata yio 660 ypovikd dtdoTna S10pKobv QUTEG Ol
SloTapayéc.



To Eylea wepiéyer

- AMyotepo and 1 mmol vatpiov (23 mg) avd 6601, . ovolaGTIKA Eival «EAebBepo vaTpiovy.

- 0,015 mg moAvcopPikod 20 ce kaOe doomn 0,05 ml wov 16odvvapovv pe 0,3 mg/ml. Ta
ToAVGOPPIKA propel va Tpokarlécouy aArepYIKEG avTdpdosic. Evnuepmote tov 10tpd cag av
€XETE YVOOTES OAAEPYIES.

3. og yopnyeitar to Eylea

"Evag yatpdg éumelpog ot yopnynon evésewv oto patt Ba Kavel v éveon tov Eylea péca oto patt
o0g Lo donmreg (Kabapég Kol e amooTelp®aon) GuVONKEG.

H ocvvietdpevn doon eivan 2 mg apiPepoéntng (0,05 ml).
To Eylea yopnyeitan o¢ éveon pésa oto patt cog (evooborogldikn Eveon).

[pw v éveon, o Y1aTpog oag Oa ¥PNGILOTOGEL ATOAVLOVTIKO 0QOaALIKS StdAvpa Y10 v Kabapioet
TO LT GOG TPOGEKTIKA, £TG1 MOTE Vo, amoPevyBel n podvvor. O yaTpdc cog Bo Gog yopNyNoeEL EMioNG

£V0L TOTTIKO avoIoONTIKO Y10, VoL EAATTMGEL 1) VO ATOTPEYEL TOV TOVO TTOV 16MG GOG TPOKAAEGEL 1 £VEGT).

Yypod tomov AMD

Ot acBeveic pe vypov ToTov AMD Ba Aappdvovv Bepaneia pe pio Eveon ova Pva Yo TPELg
1080y 1KéG DOGEIS KOl GTN CLUVEXELN e OKOUO pid EVEST) HETA amd AAAOVG 0VO UNVEC.

O y1atpocg oag B0 amoPacicel edv T0 pecoddotnio TG Bepomeiog avapecs oTiG EVEGELG UTOPEL VA
Stnpn et yio kaBe 600 pqveg N Bo Tpémet otadiakd vo enektabel o pecodlootTnuaTo TOV 2- 1) 4-
ePdopddmv epdoov N Katdotaor oag Exel otabeporondel. Eqv n katdotaoh cog emdevmbet, To
UEGOSIACTN O OVAUEGOL TIC EVEGELC UTOPEL VoL PLELOEL.

Extég edv mopovcidoete kdmolo mpoPAna 1] cog CVUPOVAEYEL SIAPOPETIKA O YLUTPOG GUS, OEV
VILAPYEL AVAYKT] OO EGAG VO, EMOKEPTEITE TO YIOTPO GOG OTNV TEPI000 PETAED TV EVEGEMV.

Aevreporobic Oionuo e Qypac Knlidoc omo RVO (kladikn RVO n kevipikn RVO)

O y1atpog cag Oo kabopicel To To amoterecaTiKd DepamenTikd TPOYpUUUa Y10 €66G. Ou Eekvioete
) Oepameia cog pe (o oepd amd unvicieg evéoelg Eylea.

To ypovikd ddoTnUa OVAUESH GE dLO eVECELG 08 Do TPEMEL vaL tvan PIKpOTEP. OTtd €VOL UV

O y10tpdg oag umopel va amopaciost T dtokomn g Oepaneiog pe to Eylea edv dev enweeleiote amod
auTh.

H Ogpancio cag 0o cuveyiotel pe unviaisg evéoeic uéypt va otabeponombei n Katdotac cog.

O y1atpog oag O mapakorovdel v avtamokpion cog ot Bepomeio kot TOAVOS Vo cuveyicel T
Oepameio 0LEAVOVTOC GTASIOKE, TO, LEGOOIOGTILLOTO OVAIEST, OTIC EVEGELS TPOKELUEVOD VO SLOTNPTOEL
pa otabepn| katdotaor. Edv n katdotact cog apyiost va ETOEVAOVETOL LETE TNV TAPATAOT] TOV
pecodactnudtov Bepamneiog, o YTpoc cog Bo LEIDOEL TO, S1OCTLLOTO OVTIGTOTYOL.

Avdloya pe v avtamndkpion tov Ba Exete ot Bepaneia o yloTpdg cag Oo amopaciost To TPOYpaLLO
TapoKoAovONoNC oYETIKA HE TIg eEeTdoels kot Oepameieg Goc.



Awafintixo oionuo. e wypac kniidoc (DME)

Ot acBeveic pe DME 0a Aappdvovv Bepameia pe pio Eveon ava v Yo TIg TPMOTEG TEVTE SIUO0YIKES
d00¢&1g Kl 6T GuvEKELa Lo éveor) kdOe dVo pnveg

To pecodidotnua peta&d tov Bepaneidv uropel va dwtnpndetl otovg 600 pveg N va Tpocappoctel
6TV Katdotaon cag, pe facn v e&€tact Tov yuTpov cac. O yutpog cag Ba ano@acicel GYeTIKA [
TO TTPOYPOLO Yia TIG EEETAGELG TOPAKOAOVONOTG.

O y10tpdg oo pmopel va amopacicst T dwakonn s Bepaneiog pe Eylea ebv Osmpel 611 dev opereiote
amo T cvvexllouevn Bepaneia.

Mowmixy CNV

Ot acBeveic pe poomikn CNV vropaiiovtal o€ Oepameia pe o epdmos éveor). Oa AAPeTe mePUITEP®
EVEGELC LOVO €AV 01 EEETAGELG TOV YIATPOL GOC OTOKOADYOUV OTL | KATAGTAGT Gag Ogv Exel PEATIOEL

To ypovikd dtdotnua LeETaEd TV 600 EVEGEMV dEV TPEMEL VA, EIVAL LUKPOTEPO TOV EVOG UNVOC.

Edv n katdotaon oag eEapavioTel Kot 0TI GUVEYELD ETAVELPAVIOTEL, O YIUTPOG GO UTOPEL VoL ap)icet
Eavd tn Bepameio.

O y10tpdg o0g Bo amoPacicel GYETUKG LE TO TPOYPALLLA Y10 EEETATELS TTOpaKOAOVONONG.

Edv mtapairerpOei pa 666m tov Eylea
Kieiote éva véo pavtefov yio eétaom kot yopnynon g £veonc.

Awkom g Oepanciog pne o Eylea
Svppovievbeite Tov yuoTpd cog Tpotov dlakoyeTe T Oepameia.

Edv éxete meprocotepeg EPOTICELS GYETIKA LLE TT] YPTOT] AVTOV TOV QUPUAKOV, POTIOTE TOV Y10TPO
GagG.

4. IIBavég avemBOUNTES EVEPYELES

Onwc 6Ao To. apoka, ETCL Kot aLTO TO QAPULOKO UTOPEl va TpokaAésel avemBOUNTES EVEPYELES, OV
ka1 0gv Tapovoldlovral 6 GAOVG TOVE avOPOTOLG.

Eivar duvatov va mapovclactodv airepyikég aviidpdocsis (vrepevoiotnoia). Avtég pmopei va sivar
ooPapPEG KOl OTULTEITOL VO ETIKOIVOVI|GETE LE TO YIUTPO GG UPECMG,.

Me ) yopnynon tov Eylea, umopel va mapovclactodv opiopéveg avemBOunTeg EVEPYEIES TTOL
ennpealovv Toug 0pPHaALOVG AOY® TNg dadikaciag g éveonc. Opiopéveg and avtéc pmopet va ivat
oofapég kol tepthapupdvovy TOEAmON, cofapn AoipmEn 1] PAEYROVI] 6TO E6OTEPIKO TOV 0QPOUANOD
(evdo@Barpitidn), amokoiinen, prién | ampoppayic ™G eOTOLVAIcON TS 6TIPAd0G 6TO TiCO®
pépog Tov 0p0aipo (amokOAANoN 1 PHEN TOL AUPIPANGTPOELSOVG), B0A®ON TOV PUKOD
(kotappaktng), axpoppayio Tov 0@Oaipov (apoppayic TOL LOAOEBOVG COUATOS), GTOKOAAN O TNG
ehaTIvVA00VS 0V610G 6TO E6OTEPIKO TOV 00OANOD 0té TOV APPIPANGTPOELOT] (OTTOKOAAN O TOV
VAAOE0VE COUATOC) Kot a0EN6 TG Tigons péca 6tov oPBaipod, BA. Tapdypapo 2. Avtég ot
coPoapéc avemBounteg evépyeleg mov ennpedlovy Tovg oeBudpovs Tapatnpndnkay ce Atydtepeg omd 1
otig 1.900 evéoelg otic kKMvikéG HEAETEG,

Edv &yete Eapvikn peimon tng 0pacng 1 avénon Tov Tovov Kot epufpoTnTa GTOVS 0POUALOVS PETA
TNV €Veon , EVI|LEPDOTE TO YLUTPO 60S OpécOC.



Koatdroyog Tov avemOOunToVv evepyei®dv mov ava@Epnkay

AxoAovBel £vag KOTAAOYOG TV AVETIOOUNTOV EVEPYEIDV IOV ava@épOnke 6Tl SuvnTiKd oyetiloviat
pe tn dwadikacio TG £veons N Ke 1o eappoko. Mmopel vo unv mapovoidoete Kopio and avtés.
ITavtote va culntdte omolecdnmoTe THOVOLOYOLUEVES AVETIOVUNTES EVEPYELEG LIE TOV YIATPO GUG.

IHoAd ovyvég avemOoOuNTES EVEPYELES (UTTOPEL VO eTtNpedoovy TepioooTepa. amo I ota 10 droua):

- emdeivoon g 0pacng

- opoppayio oto wow péPog Tov 0eHaipol (aipoppayic Tov aUEPANGTPOELSOV])

- KOKKIVO POTIO TPOKOAOVUEVO OO OUOPPOYio, LIKPOV OUOPOP®V ayYEimV oTIC EEOTEPIKEG
61013d4dec TOV 0POUALOD

- mwovog 6Tov opBaAnd

Yoyvég avemBOuNTEG evEPYELES (Umopel va ernpedoovy uéypt 1 ata 10 droua):

- amokOAAN o™ N préN evog K TV oTIPAdWY 6TO oW HEPOS TOV 0POAALOD TOV TPOKAAEL AAUWELS
OOTOG LLE KIVOOLEVO GTIYLLOTO TOV HEPIKEG POPEG 00NYEel o€ ammAeta TG Opaong (pnén™
/amoKOAAN T TOV pEAYYPOOL EMONAIOD TOV apEPBANGTPOEBODE, amokOAANnG/prién Tov
AUPIPANGTPOELSOVS)

- EKQUALOT] TOL OUEPANGTPOEDOVC (dtaTapayn TG OPACNC)

- opoppayio Tov o@BaALoD (cpoppayics 6TO VOAOEDES GMLA)

- oplopéveg popeég BOAMONG TOL PAKOL (KATAPPAKTNG)

- BAGPN g otiPddag mov Ppickerorl oto Tpodchio pépog Tov PoAPov (kepaToedng)

- avénon g mieong Tov 0PBuApoD

- Kwolpeva oTiypoto oty 0pacn (eE10pduoTar)

- amokOAAN o g (EAaTvddovg 0VGiag 6To EcMTEPIKO TOL 0POUALOD Ao TOV AUEIPANCTPOELN
(amoKkOAAN G TOV LOAOEWOVE TOV 0dNYEl & AGUYEIC PMTOG Kot EIOpOUATH)

- oicOnon 6t vmapyEL KATL LG GTO MATL

- avénuévn mopoywyn dakpiov

- apn&yo tov PAeeapov

- owpoppayio oto onpeio g veong

- gpubpodnTa Tov paTIon
*Kataotdoelg yvootéc g oyetilOHeVES te TV vypod tomov AMD, mapatnpidnkay povo og
acOeveic pe vypod TOTOL AMD.

Oy ovyvég avemBOpnTeg evépyereg (umopel va exnpedoovy uéxpr 1 oo 100 droua):

- oAepyikég avTdpdoelg (vmepevoicOnoio)**

- ocofapn preypovn 1 Aolpmén péca oto patt (evoopBaipitida)

- @leypovn g iptdag Tov potiod | GAA@V onpeiov Tov 0@Boipod (1pitida, payoetditioa,
1PLOOKVKAITION, «TPMTEIVIKY OpiyAn» Tov Tpochiov BaAdpov)

- mapaéevn aicOnon oto patt

- gpebiopnog tov Prepdpov

- oidnua ot tpochia otoPdda tov foABov (Tov KePATOEWDOVC)
** "Eyouv avapepei adlepyikég avtidpaoelg dnmg eEavonua, eayodpa (kvnopdg), epudpa
g€avOnuata (kvidmon) Kot Hepiké TEPUTTOGELS GOPOPDY AAAEPYIKDV (AVAPUACKTIKY /
AVOQPUAOKTOELONG) AVTIOPACEDV.

Yravieg avemOounTteg evépyereg (umopei va exnpeaoovy ugypt 1 oo 1.000 droua):

- TO0QA®ON

- B6Ahoomn TV oK®V AGY® TPAVUATIGUOD (TPOVLOTIKOS KOTOPPAKTNG)

- @leypovn g LEAUTIVOO0VG OVGING GTO E0MOTEPIKO TOV 0QOUALOD

- mdov o1o pdrTl

- QAEYHOVI TOV OLLOPOP®V OYYEIMV GTO TO® HEPOS TOL HATLOV (oyyEliTdn ToV
AUPIPANGTPOELSOVS)

Mn yvooTiig ovvotnTeg (dgv Pmopolv va ekTiunBovv pe faon ta dtubéoia dedopéva):
- QAEYHOVT] TOV AEVKOD TUNUOTOG TOV LOTION OV GYETILETON e epuBpOTNTO KO TOVO



(oxAnpitida)
- amoepasn alopopmV ayyelmv 6To oM HEPOS TOV HOTIOY, GLVNB®E TAPOLGIN PAEYLOVNG
(amo@pakTIK oyyeltida ouePANcTPOEdOVC)

2116 KMVIKEG OOKIUES, VINPEE oL ADENGCN TOV TEPIGTATIKAV ALLOpPOyiag amd LKpd apo@opa ayyeia
011G e£mTePIKEC 6TOPASEC TOL 0POUALOD (arpoppayic TOV EMTEPLKOTA) GE Acheveic Le VYPOD TVTOVL
AMD mov Aaupavay avtimmktikd. H avénon autdv Tov TEpIoTATIKOY ToV TapOHolo HETOED TOV
acBevav mov Bepamgvovtav pe pavipmovpdfn kot Eylea.

H ocvotmpatikny xpion avactorémv tov VEGF, ovciov mapopoimv pe exeiveg mov mepi€yoviol 6To
Eylea, duvntcd oyetileton pe tov kivouvo onpovpyiog Opoupwv aipatog mov gpaccouy To, apopopa
ayyeia (oaptnprokov Opoppoepfolkdv enelcodimv) Tov pHropel vo 0dNYNGOLV 6 KapSLOKT| TPOGROAN
N YKEPAAIKO eMEIGOO10. YTAPYEL BE@PNTIKOG KivouVvog TETOI®MV ENEIG0dIOV PeTd TV éveon Tov Eylea
pHésa oTov 0QOaANO.

Onwmg kot pe 6Aeg TIc BepamenTikég TPMOTEIVES, VTTAPYEL TOAVOTNTO AVOCOAOYIKY|G AVTIOPACTG
(oymuotiopog avticopudtov) ue 1o Eylea.

Ava@opd avemOdunTOV gvepyEl®V

Ed&v mapotnprioete kamoo avemBOunTn evépyeia, EVIUEPMDOTE TOV YTPO GaG. AVTO IGYVEL KO Yol
KG0e mOovn avemBOunTN evépyela TOV OeV OVAPEPETAL GTO TTAPOY PUALO 0ONYIDV Yprione. Mmopeite
emiong va avoeépete avemBounteg evépyeteg omevdeiog

EALada

EBvikdc Opyaviopuog Gapudxmv
Meocoyeiov 284

GR-15562 Xolapyog, Adnva
TnA: + 30 21 32040337
Iototomog: http://www.eof.gr
http://www kitrinikarta.gr

Kvmpog

Dappoxevtikég Ynnpeoieg
Ymovpyeio Yyeiog

CY-1475 Asvkocia

TnA: +357 22608607

Dag: + 357 22608669

Iotétonog: www.moh.gov.cy/phs

Méow g avapopdg avemBOuNTOV gvepyeldv pumopeite va fondncete ot cLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV ACPAAELD, TOV TOPOVIOS POPLAKOV.

5. I®g va pvracoete To Eylea

o To @appoko ovTd TPETEL VO PLAACCETAL GE PEPT] TOV OgV TO PAETOVV Kol Ogv TO POAVOLY Tl
ToLdLd.

. Na pn ¥pMoLUOTOLEITE AVTO TO PAPLOKO LETE TNV NepOoLMVIa AENG TTOL OVOQEPETAL GTO

YOPTIVO KOUTI Kot 6TV emionuoven petd v évoelén AHEH / EXP. H nuepopnvio Anéng sivat
N TeEAELTOLO UEPA TOV VO TTOV AVAPEPETOL EKEL.

o dvidooete og yoyeio (2°C éwg 8°C). MV KOTOWOYETE.
. To un avotypévo eloAidto umopei va puiaydel ektog youyeiov kdto omo 25°C Yo £mg kot
24 mpec.

. DVAGGGETE GTOV OPYLKO TEPLEKTY] YO VO, TPOGTOTEVETOL GO TO PG,



. Mnv metdte APLOKO GTO VEPO TNG AMOYETEVOTNG 1) OTA GKOVTIOIN. POTNGTE TOV PapUOKOTO0
GOG Y10 TO TAOG Vo TETAEETE T PAPLLOKA TTOV dgV Ypnoiponoteite ma. Avtd Ta pétpa Ha
BonBnoovv oty Tpoctacio Tov TEPPAAAOVTOC,.

6. Iepreydpeva g cvoKeVAGiNg KoL AouTEg TANPOPOpies

T nepréyer to Eylea

- Hdpaotikn ovoia etvar: apMPepcéntn. Eva ploridio mepiéyet eEaymyio 6yko tovidyiotov 0,1ml
7OV 1600VVaEl pe TovAGyIoToV 4 mg apAiPepoéntne. ‘Eva @laiidio mapéyet pio d6on 2 mg
apAPepoéntng o 0,05 ml.

- Ta @A ovotatikd givar: moAvcsopPiko 20 (E 432), 5160E1vo pmcpopikd vaTplo povodopkod (Y
pvOuion tov pH), 6&1vo pwcEopkd dvatplo entaiidpikod (Yo pvdion tov pH), yYAwpiovyo
vatplo, cokyapdln, HOwpP Yo EVEGIULA.

Bl\éne ‘To Eylea nepiéyel’ oty mapdypago 2 yio TepGGOTEPES TANPOPOPIES.

Epeavien tov Eylea ko mepreydpeva tng cvokevaciog
To Eylea eivat éva evéoypo didhvpa (evésio) og Eva graiioto. To didAvpa eivon dypopo €mg
vokiTpvo.

Méyefog suokevaciag 1 graiidio + 1 Berdva pe pidtpo.

Karoyog Aderog Kvkhogopiag
Bayer AG

51368 Leverkusen

Teppovia

Hopackevactiig
Bayer AG
Miillerstralie 178
13353 Berlin
Teppovia

INo omoladnmote TANPOPOPia. GYETIKG LLE TO TAPOV PAPUAKEVTIKO TPOTOV, Tapakaleiche va
amevBouvbeite otov TomKd avTTpdcwno Tov Katodyov g Adsiog Kukhopopiog:

EAlLada

Bayer EAAGg ABEE

Tni: +30-210-618 75 00
Kvnpog

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

To mapév @vAro 0dNYLOV YpfioNS avadempOnke Yo TeELEVTAIR POopa oTig 09/2026.

Addeg TNYEG TANPOPOPLOV

Aentopepeic TANPoeopieg Yo TO PAPLOKO aLTO givar StBESIES GTOV SIKTLOKO TOTO Tov Evpmmaikod
Opyaviopod @oppdkwmv: https://www.ema.europa.eu.

IMa tomucég TAnpopopiesg, copdote £d® Yo TPOGPaCT GTOV 1GTOTOTO
https://www.pi.bayer.com/eylea2. [lepilappdveron kwdikog QR mov @épel Tov cHVIEGHO TPOG TO
@OALO OOMYIDV.


https://www.ema.europa.eu/

O Tinpo@opiec mov akorovBovV amevOivovTal povo o€ erayyelpatieg vysiog:
To @uaAidio Ba mpémet va ypnolponoteitar yia T Ogpaneia pévo evog 0@Oaipod.

To @laAidi0 TTepLEyEL TEPIOTOTEPT OO TNV GLVIGTMUEVT 060N TV 2 Mg aPAIPEPGENTNG (TOV
wodvvapovv pe 0,05 ml). O emwAéov OyKog mpEmeL va. amoppimTeTaL TPLY Amd TNV YOPNYNON.

To dudivua Bo Tpémel va ereyybel omtikd yio ToXOV EEVI cOUATIOOKN VAN KOV OTOYPOUOTIGHO 1 V1o,
KG0e peTaPoln TNG PLGIKNG EUPAVIOTG TTPLY OO TN YPTOT). L€ TEPITTWOOT TOV TAPOTNPEITAL KATL AUTTd
TO TOLPOTAVE®, OTOPPIYTE TO PAPLAKEVTIKO TPOTOV.

To un avotypévo eloAidto uropei va drotnpndet extdg yoyeiov kato and 25°C yuo Emg Kot 24 dpec.

Metd 10 Gvotypa Tov eLoAdiov, TPoY®PNOTE e TN ddKacio VIO donnteg cLVONKEC.
"o v evdobaroedikn éveon, mpénet va ypnopomomfet ferova éveong 30 G x 72 inch.

00onyicg y1a T ypijon Tov pralidiov:

1.  Agaipéote T0 TAUCTIKO TOWUO KO OTOAVUAVETE TO
eEMTEPIKO PEPOG TOV EANGTIKOD TAOUATOG
E10YOPNOTNG TOL PLOALIOL.

2. Xvuvdéote ) Pehdva pe eidtpo 18 G, 5 micron mov
TOPEYETOAL GTO KOVTL GE 10, ATOGTEPOUEVT] CVPLYYQ ’
Luer-lock tov 1 ml.

3. Zmpdéte T Pelova avappdenong LEGH GTO KEVTIPO TOL TOUATOG EICYDPNONG TOL PLOALSI0V
uéypt 1 Perdva va eicaydei evieAdc LG 6To PLOAISIO Kol TO AKpo NG va ayyi&el tov mubuéva
oV PlroAdiov.



XPNGULOTOIDOVTOG ACTTTY TEYVIKY], AVTANGTE OAO TO
mePLEXOUEVO TOL Proddiov Tov Eylea péoa ot
oVPLYYa, SLOTNPOVTOS TO PLoAidio og 6pbia BEon,
EAOPPDS KEKAMPEVO Y10 VOL OLEVKOADVETE TNV TANP
avtAnon. ['a v anotpomi g el60y®yng aépa,
emPefardote 6TL TO AKPO TG PEAdVOC e PIATPO
glvan PuBiopévo péoa 6to vYpd. Zuveyiote va
YEPVETE TO PLOAIOI0 KATE TNV AVIANGT KPATMOVTHS TO
axpo g Perovag e piktpo Pubicuévo péca oto
VYpPoO.

T~ kortadel npog
| TO KATW

BePawmbeite 6t1 1 pafdoc Tov euPforov Exet

TPOPNYTEL EMOPKDG TPOS TA TIGM KATA TNV EKKEVOOT)

TOV PLOASI0V, £T61 MOTE VO, AOEIICEL TANP®G M

Behova.

Aparpéote 1 Perdva pe IATPO Kot amoppiyte TNV e 6MOTO TPOTO.

Inueioon: H Beddva pe pidtpo dev mpoopiletar yio vo P OLUOTOLEITOL Y10 EVOOVAAOEIDIKT|
éveon.

XPpNOYLOTOIDVTOG AGTTITY TEXVIKY|, TEPIGTPEYTE
otobepd pa Perdva éveong 30 G x ¥ inch. oto ’
axpo Luer-lock tng cOpryyoc.

Kpatdvtag tn ovpryyo pe ™ Pelova vo kottalet
PO TO TAV®, EAEYETE TN GVPLYYA Y10 QLGOAISEC.
Edv vdpyovv puoadideg, KTuTNOTE ATOAL TN
oVPLYYO E TO SAKTVAG GOG LEYPL OLEG OL PLCOAIDEG
va avEBOLVY 6TO TAV®D UEPOC.




9.  E&oielyte OAeC TIG PLUGOALDES Kot 0mOBAALETE TNV TEPICTELN TOL PUPLAKEVTIKOV TPOTOVTOG,
méCovrag apyd to EuPoro, £T61 doTE TO EMinedO dipo Tov eUPOAOL Vo EVBVYPOUIGTEL pLE T
yYpopun mov vrodewkvoetl 0,05 ml endvo otn cHpryya.

rpappn Socoloyiag Twv guealituy ofpa kan
0,05ml TOU TTEDICOIOU QAPUaKOU

/ \ Lidhupa perd my amrofford
—

10. To guAidro mpoopiletar yia pio povo ypion.
KdéBe axpnoyomointo goppokevtikd Tpoiov 1) VITOAEYLLO TPEMEL VO, OTOPPITTETAL GUHPMVOL UE
TIG K0T TOTOVG 15Y00voeg oyeTIkEG dtatdéels. H e€aymyn moAlamAdv d0GemV omd Eva Qraridio
umopei va avénoet Tov Kivouvo empoivveng 1 emakoAoving eAeyovig.



@vAiro oonYLOV ypions: IIinpoopics yio Tov a.60evi)

Eylea 114,3 mg/ml gvéowyo ovaiopo
aQALPEpPCETTN

Awpdote TpocekTIKG 0AOKANPO TO PVAAO 03N YIAV YPTONG TPV GaS YopnyNOel avTd TO

PappraKo, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUC.

- DoraEte avTo TO EOALO 0N YDV Yprione. Towg ypelaotel va to duPfdcete Eavd.

- Edv éxete mepartépw amopieg, potoTe TOV Y10TPO GOG.

- Ed&v mapotnpricete Kamoo avemBOunTn evEpyeLd, EVILEPMDGTE TOV YTPO GaG. AVTO IGYVEL KAt
v KGO Thavn avemBOUNTN EVEPYELD TTOV JEV OVAPEPETOL GTO TAPOV GOUAAO 00T YLDV YPNONG.
B\éne mopdypago 4.

T wepréyer 1o Tapév vAro 00N YLOV

T etvon To Eylea ko mowa givat ) yprion tov

T mpénet va yvopilete npv AaPete 10 Eylea

Iag yopmyeitai to Eylea

[MBavég avemBOunteg evépyeteg

[og va puidooete 10 Eylea

[epreydpeva g cvokevaciog Kot Aomég TAnpopopieg

AN

1. T givar To Eylea kon owa givan 1) yp1jon Tov

Tu givan to Eylea
To Eylea mepiéyel ) dpactikn ovoia apAiPepointn. AviKel 6g pia opdda PopUAK®Y TOL
0VOULALoVTOL OVTLOYYELOYEVETIKOT TOPEYOVTES.

O ywpdc oag Ba kaver v €veon tov Eylea oto pdtt cag ya ™ Oepaneia tov ophaipcov

SlTapay®V 6ToVG EVIAMKEG TOL ovoudlovtat:

- VYPOL TOTOV NAIKLOKT EKQVALCT] TNG OYPAS KNALdaG (VYpoD TOTTOL AMD)

- SdaTapayn g 06paong Aoym S1afnTikov odnpatog g oxpds knAidag (DME)

- SwTapayn g 06paong Aoym devutepomafodc 010NUATOG TG OYPAS KNALOAG amd amdepatn
AEBOC TOL aUPIPANGTPOELDOVG (KAAOIKNG, KEVTPIKNG Kot uikevTpikng RVO).

AvTtég ot Satapayés ennpedlovv TNV wypd knAida. H oypd knAida gival 1o KEVIPIKO TUALA TNG
omTogvaictntng ueuPpdvng oto wicw puépog tov potiov. Etvar vedtbuvn yio tnv kabopn opaocn.
Yypov thmov AMD mpokodeitol dtav un UGIOA0YIKE opo@dpa ayyeio oynuotilovral kot
AVOTTOOCOVTOL KAT® oo TV oypd knAida. Ta un puoiodoyikd apo@dpa ayyeio pmopel va
Tapovctdovy dtappon vYPoL N aipatog péca oto patt. To apoeopa ayyeio Tov Tapovstiiov
doppon Kot TPokoAoHV SLOYK®oN TG wypag knAidac mpokaiodv DME. e acbeveic ue RVO, évaq
TEPLOCOTEPQ, AUOPOPA, ALYYELD TOV HETUPEPOVY TO QUG LOKPLOL ATt TOV OUPIPANGTPOELDT, Elvarl
opaypéva. Qg emarxoiovbo, ta enineda VEGF avédvovtal mpoxaidvtag tnv Stappor| vypol evidg Tov
AUPIPANGTPOELSOVG KOl GUVETMG TPOKAAELTAL O10YKMON TG @YPAG KNS (TO TUALO TOV
AUPIPANGTPOELSOVS LTEVOVVO Yo TNV KAAT OpaoT)). AvTth 1| S10yKwo™ ovopdletal oidnuo e oypdg
knAidoc. Otav 1 oypd knAida yepiler pe vypod, n kevipikn 6pact yivetor BoAn.

AvTtég o1 Sotapayéc pmopel va ennpedcovy Ty 6pacn oag.

I®c dpa 10 Eylea
To Eylea otopotd tnv avantuén vEov pn gUGIOAOYIK®V olpo@dpwVv ayyeiov oto pdtt. To Eylea
umopei va fondnoetl ot otabeponoinon kat cuyva ot Pertioomn tng dpacnc.



2. T péner va yvopilete npwv Adfete To Eylea

Agv 00 Lafete To Eylea o¢ mepintoon

- aAdepyiog otV aeMPBepcéntn 1| o€ 0mOLOONTOTE GALO OO T CLGTATIKA AVTOV TOL PAPLLEAKOV
(avagpépovtatl otV Tapdypao 6)

- UOALVONG HEGA 1) YOP® OTTO TO LOTL

- ovoL N epuBpoTTaG 0TO PATL GOG (GoPapr 0EOAAKT PAEYLLOVY).

Ipogdomomosic ko TPpoPLAGEES

AmevBuveite otov Yiatpd cog mtpry AdPete 1o Eylea edv eoeig:

- €xete yYAavkopo — pio ook mwhnor wov Tpokadeitatl amd LYNAN TECN 0TO LATL

- €XETE 10TOPIKO AMAUWYEDMV 1] CKOVPOYPOUDY aLOPODUEVOV KNAId®V Kal edv To péyebog 1 o
ap1pog Toug avéavetal Eapvikd

- €xete vmoPinOetl og yepovpykn enépPaocn ota pdtia tig televtaiec 4 fOopadeS N YEPOLPYIKN
enépuPaon oto pHatio £XL TPOYPAUUATIOTEL Y10 TIC EMOpEVES 4 ePOOUAdES.

Evnuepaote tov ylotpd 60G apécms GV avamTOEeTE:

- gpLBpOTNTA TOL POTIOD

- 7OVo GTOV 0POUALO

- avénuévn dvepopia

- 6o 1 pelwpévn 6paon

- avénpévn evaicOnocio 6To PG

Avta pumopel va eivatl GUUTTOUOTO EAEYHOVIAS 1 AOTMENG Kal O Y10TPOG GG UITOPEL VUL GTOUATAGEL VO,
oag yopnyei o Eylea.

Emum\éov, eivar onpavticd vo yvopilete ot

- N acPaAiela Kot 1) amoteAespoTKOTNTO ToVv Eylea dtav yoprnyeital kKot 6tovg 600 0@Bouipotde
TAVTOYPOVA Ogv EXOuV pLeAeTN el GLGTNUOTIKA KOl TETOLN ¥PNOT UITOPEL Vo wENGEL TOV Kivouvo
VO TOPOVCIAGTOVY YEVIKA avemBOUNTEG EVEPYELEC.

- o1 gvéoelc pe to Eylea umopolhv va mpokaiésovy pia adénomn oty mieon Tov patiov o€
opiopévoug acbeveic evtdc 60 Aemtav amd v €veon. O yorpds oag Ba o maparkoiovdel avtd
HETA TNV £VEOT).

- 0 YuTpog cag Oa eEAEYEeL Yio AALOVG TOPAYOVTEG KIVOVVOU TTOV UIOPEL VoL 0vERGOVY TNV
mBovotnta pNéENG N amokOAAN NG Liag ek TV GTRASOV 0T0 Tiow UEPOG TOV 0POAAOV. e
TETOLEG TEPIMTAOGELS O Y1oTPOG Gag Ba cog yopnynoet to Eylea pe tpocoyn.

- 01 YUVOIKEG TOL UTTOPOVV Vo, LEIVOVY EYKVEG TTPETEL VO, YPTCLLOTOIOVV ATOTEAEGLLOTIKT
AVTIGLAAN YT KaTd TN ddpKela TG Oepameiog Kot yio TOVAGYIGTOV 4 UNVEG HETA TV TEAELTAIN
éveon tov Eylea.

H ypnon mopouoiov ovoidv pe exeiveg mov mepiéyet to Eylea, oyetiletar Suvntikd pe tov Kivouvo
dnpovpyiog OpouPwv Tov aipatog ot omoiot PPalovy Ta aoEopa ayyeio, Tov propel vo odnynoovv
0€ KOpOLOKT TPOGPOAN 1 OYYELNKO EYKEPUALKO £NELGOO10. OempnTiKd, ovTd Bo pmopovoe vo cvpPet
Kot peTd tnv éveon tov Eylea oto pdti. Edv £yete vrootel ayyelaxd eykepolikd eneicddo, Eraephd
EYKEQOMKO 1 KapOLoKT TPOGPOAT EVTOC TV TPONYOVUEV®V 6 UNvdV, 0 Y10Tpdc coc Bo 6ag dDoEL TO
Eylea pe npocoyn.

o kor £enpor

H ypfion tov Eylea cg moudid 1 prifouvg kdtm tov 18 etdv dev €xel peretn el kabdg ol evdederypéveg
afnoelg TPooPAlovy KLPIMG TOLG EVAAIKES. ZVVETMG 1| XP1|o1 TOV dev apopd (1} dev amevdoveTal og)
QLTIHV TNV NAIKLOKT Opdda.

Alho @appoxo kol Eylea
Evnuepmote tov yiatpd Gog 6V xpNOILOTOLEITE, EXETE TPOGPATO YXPNCLOTOINGEL 1] LITopEl va
YPNOLOTOOETE AALN PAPUAKOL.



Kinon kol Oniaocpog

- Ot yuvaikeg mov Bo pmopovcsay va PElVouY £YKVEG TTPETEL VO, XPTCLLOTOIOVV OITOTEAEGLOTIKT
AVTIGLAAN YT KaTd TN ddpkela TG Oepameiog Kot yio TOVAGYIoTOV 4 UNVEG UETE TNV TEAEV TN
éveon tov Eylea.

- Yrdpyel mepropiopévn eumelpio oyetikd pe ) xpnon tov Eylea oe £ykveg yuvaikeg. Ot yovaikeg
dev mpémet va AdPfouvv 1o Eylea katd ) d1dpKeta TG €YKLHOGHVNG EKTOC EAV TO EVOEYOUEVO
0PELOG Y1 TN YuvoaiKa VITEPTEPEL TOL EVOEYOUEVOL KIvODVOD Yia TO EUPPLO.

- Mikpég mocotnteg Tov Eylea icmg mepvodv 610 avBpomivo ydha. H enidpaon ota veoyvd/Ppéen
7ov InAdlovv eitvan dyvootn. To Eylea dev cuviotdton Katd ) dudpkela Tov OnAacpoo.

Yuvenmg, edv eiote yxvog 1 OnAdlete, vouilete 0T1 pmopet va iote £ykvog 1) oYedIdleTe va

amoktioete Toudi, CnTNoTe T GLUPOVAR TOV YLITPOV GOG TPV AAPETE OVTO TO PAPLLAKO.

O ynon ko yEPLoROg pNYavNRATOV
Metd ™ Aqyn tov Eylea, umopel va eppavicete opiopéva tpocmptvd tpoPAnuata 6pacnsg. Mnv
oomyeite 1 yewpileote pPNyovnUaTo Yo 0G0 XPOVIKO SAGTILO SLPKOVY OVTEG O SLUTOPOYES.

To Eylea wep1éyel mohvoopPiké 20

Av16 10 pdppaxo mepEyel 0,021 mg moivcopPucov 20 og kKabe d6on 0,07 ml wov wodvvapovv pe 0,3
mg/ml. Ta ToAvcopPikd pmopel vo, TPOKAAEGOVY aALEPYIKEG avTIOpacels. Evnuepdote Tov 1otpd Gog
av £YETE YVMOOTEG OAAEPYiES.

3. Hog yopnyeitan To Eylea
H ocvvietdpevn do6on eivar 8 mg apAiPepcséntng ava &veon.

vypo? tomov AMD xo1 DME

- Oa AdPete 1 éveon kdbe uMva Yo TOLG TPMTOVS 3 UNVEG.

- Metd and avto, iomg va Aappdvete evéoelg péypt kot £o¢ Kabe 6 unveg. O yorpds oog Ha
ATOPUGICEL TNV GLYVOTNTO LE BAGT TNV KOTAGTAGTN TOL HATIO0 OOG.

- Eav o yiatpog cag arrdgel Oepaneio o Eylea 114,3 mg/ml, o ywtpdc cog 0o amopacicel tnv
GLYVOTNTA LETA TNV TPAOTN EVECT).

devTEPOTABEC 0IdNUa TS WYPAC KNAidag amo RVO

- Oa MaPete 1 éveomn Kabe pnva Yo TOVG TPATOLS 3 PR VEC.

- Metd amd avto, o yrTpds 6og Bo amopacicel TNV cuyvotnTo Pe BACT TNV KOTAGTUGT) TOV
HATIOO GOG.

- Edv o yiatpog cag arrdtel Oepaneio o Eylea 114,3 mg/ml, o ywatpdc cog o amopacicel tnv
GLYVOTNTA LETA TNV TPAOTN EVECT).

Tpémog yopiiymong
O y10tpog oag Ba kavel v éveon tov Eylea oto pdrtt cag (evooiologidikn Eveon).

IIpwv v éveon, 0 YTpdC 6o¢ Bal YPNOUOTONGEL UTOAVUOVTIKO 0QOUALLKO d1dAvUa, Yo va Kabapicet
TO UATL OOG TTPOGEKTIKG, £TG1 MGTE VO, amoPevyel 1 woivvor. O yatpog cag Oa Gog yopnynoet Eva
0POOALIKO KOAADP10 (TOTIKO avonlsOnTid) Yo vo LOVSIAGEL TO AT MOTE VO LELDGEL 1] VO ATOTPEWYEL
TOV TOVO Omd TNV £VEOT).

Edv rnapaieiyere pua 06on 1ov Eylea
Kieiote éva véo pavtePov e Tov y1oTpd 60G TO GUVTOUOTEPO dUVATOV.

Ipw dwokoyete T Ogpancio pe To Eylea
Yv{ntiote pe Tov yuTpd cog Tpv dakoyete ) Beponeio. H dakonn| tng Oepaneiog pmopel va
aLENGCEL TOV KIVOUVO OTMAELOG TNG OPUGTIC GOC KL ) OPOGT GOG UTOPEL VoL ETOEVmOEL.

Edv éxete meplocdtepeg EPOTICELG GYETIKA LLE T YPNOT] AVTOL TOV QUPUAKOV, POTIOTE TOV Y10.TPO
o0,



4. IMBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta pappoka, £TGL KoL AVTO TO GAPUAKO UTOPEl VoL TPOKAAEGEL aveTIBVUNTES EVEPYELEG, OV
Kol 0gv Tapovolalovtal 6 GAOVG TOVE AVEPOTOLG,.

O avemBounteg evépyeteg g £veong tov Eylea mpoépyovion eite and 1o 1610 10 @dppoxo gite amod
Swdkacia g Eveong kot emnpedlovy Kupimg To pattL.

Opwopéveg avemBopnteg evépyereg pmopel va gival cofapéc
Emwcowvmviote pe tov y1atpo cog apécms eqv £xeTe 0molodnToTe amd To aKoAovha:
- ovyvn avemBount evépyela, n omoia umopei va exnpedoet péxpt 1 ota 10 dropa
- 00 lmon Tov Pakov (KATAPPAKTNG)
- avénon g mieong 6To £0MTEPKO TOV 0POUALOD
- alpoppayio 610 oo PEPog Tov oeBaiuov (apoppoyic TOV
AUPIPANGTPOELSOVG)ALOPPAYiO GTO ECOTEPIKO TOV 0QOAALOV (aopparyic TOV
VOAOELBOVG COUATOG)
- Oyl cuyvn avemBountn evépyela, 1 omoia propel va exnpedoet péxpt 1 ota 100 dropa
- OPIGUEVES LOPPES BOA®ENG TOV PaKOD (KATUPPAKTNG VTOKOWIKOS/ TLPTIVIKOG)
- OmOKOAANGN, pNEN N apoppayic TG PoToELAIGONTNG 6TIBAd0G 6TO TG® HEPOG TOV
0PBoAL0D, TTOL TPOKOAEL AQUWELS PMTOG e KIVOOHEVH GTIYLOTO TOV HEPIKES POPES
oonyei og ammAeln TNG Opaong (amokdAAN o 1| préEN TOV AUPPANGTPOEISODC)

Adrec mOBavég avemBOUNTEG EVEPYELES

Yoyvég (umopet va emmpedoovy péypt 1 ota 10 dropa):

- OAAEPYIKEG AVTIOPAGELG

- KivoOpeva oTiypato otny 0pact 6og (eE10pmdUATA TOL VAAOEIOOVE CAOUATOG)

- amokOAANoN TG LEAATIVOSOVS 0VGING GTO E0MTEPIKO TOV 0QOIANOD (ATOKOAANGT TOV
VOAOELBOVG COUATOG)

- UEL®UEVT 0ELTNTO, TG OPAONC

- OVOG 6TOV 0OAALO

- apLoppayio 6To E6MTEPIKO TOL 0POUALOD (CUOPPUYio, TOV EXITEPVKOTO)

- PAGPN ot d18pavn otidda Tov foABod purpoctd and v ipda (oTiKTH KepATiTdn, EKO0PA
KEPOTOELOOVG)

OXl ovyvég (Lmopel va emnpedoovy péyxpt 1 ota 100 dropa):
amokOAANoN 1 PEN EVOG €K TV GTIRAO®V 6TO THo® PEPOG TOV 0PBAALOD TOVL TpoKaAEl
AGYELS OTOC PE KIVOOUEVO GTIYLLOTO OV LEPIKES POPES 0OTYEL GE OTMAELN TG OPUOT|S
(PMé&n/amorkdAinom Tov pekayypoov exONAiov TV AUPIPANGTPOELSOVS)

- QAeypovn oty ipda, o dAha TUqUHaTo ToL 0@BoAUOD 1 T (eAATIVOON 0VGIN GTO ECMTEPIKO
oV 0QOAALOV (poryoetditida, 1piTida, 1POOKLKAITION, VAAITION)

- 0PIoUEVEC LOPPEC 0O mENG TOV PaKoD (KATOPPAKTNG PAOIDONC)

- BAGPN oty mpdcbia oTifdda Tov ool (d1Gfpmon Tov KepaToEId0HC)

- 6oAn 6paon

- OVog 6TovV 0pBaAUS 6TO onpeio TG Eveong

- aicOnon 6t vEapyel KATL LECa 6TO UATL

- avENUEV TTopay®YN daKPOH®V

- aoppayio oto onpeio g veong

- £pLOPOTNTA TOL HOTIOD

- 00 lmon Tov akov (BorepodTNTO POKOV)

- Tpnépo tov PrEPGpoL

- gpuOPOTNTA TOL HOTIOV (VTITEPALLic 0OQOUALOV)

- epediopdg oto onpeio g éveong

- EKQOAION TN POTOEVOIGONTNG LeUPPavNg 6TO TTGM HEPOC TOV HOTIOD (EKQVUAICT) TOV
AUPIPANGTPOESOVG)

- 01N TOL PTPOGTIVOD GTPAOUOTOS TOV BoABoV Tov HaTIOD (010N KEPATOEIBOVE)



Yrdwieg (umopei va emnpedoovy péypt 1 ota 1.000 dropa):

- TOPA®ON

- coPopn Aeypovi 1 AoIp®EN 610 £0TEPLKO TOV 0PIV (evEoPBaApiTION)

- epediopog Tov Prepdpov

- QAEYLLOVT] TOV OLLOPOP®V AYYEI®V GTO To® PEPOG TOV UATIOV (OyYEWTION TOV
APPIPANGTPOELSOVS)

Mn yvooTiig ovvoTnTog (Ogv Pmopolv va ekTiunBovv pe faon ta dtubéoiua dedopéva):
- QAEYHOVT] TOV AEVKOD TUNUOTOG TOV MOTIOV OV GYETILETOL e epuBpOTNTO KO TOVO
(oxAnpitidn)
- amoQPAsN ALOPOP®VY UYYEIMV GTO TGM UEPOC TOV HOTION, CLVNOMG TOPOLGIC PAEYUOVNG
(amo@pakTiky ayyettida apePANcTPoEd0VS)

Extég and To mapamdve, ot akdAovbeg avemBOuNTeC EVEPYELEC UTOPEL VO ELGOVICTODV:

- un eucoroykd aicOnuoa otov oeOaANd

- PAGPN oy emipdvelo TNE dLapovVoNS UTPOSTIVIG GTIRASAS TOV 0QOaANOD (EALep0 emONAioOL
TOV KEPOTOELDOVG)

- QAEYHOVT] GAA®V oM UEIDY TOL 0QPBOALOD («TPOTEIVIKT OpiyAN» Tov TpocBiov Bardpov)Boiwon
TOV PAKOD AOY® TPAVUATIGUOV (TPAVUATIKOG KATAPPAKTNC)

- OOV 6TO PATL (LITOTVO)

- coPopéc aAAEPYIKES OVTIOPAGELG

Ava@opd avemOOunTOV EvepyELOV

Edv mapotnphoete Kamoto avemBOunTn evEPYELd, EVILEPMGTE TOV YITPO GAG. AVTO 1GYVEL KOL Y10
KéBe mBovn avemBOuNTN evépyela mov dev avaPEPETal 6To TAPSHV POALO 0dNYIBV Yprions. Mmopeite
emiong va avoeépete avemBounteg evépyeteg amevdeiog

EArada

EfBvikog Opyaviopog ®apuakmv
Meooyeiov 284

GR-15562 Xohapyodc, Adfva
TnA: + 30 21 32040337
Iototomog: http://www.eof.gr
http://www Kitrinikarta.gr

Kvmpog

DopuokevTIkég Ynpeoieg
Ymovpyeio Yyeiog

CY-1475 Aegvkooia

TnA: +357 22608607

Dag: + 357 22608669

Iototonog: www.moh.gov.cy/phs

Méow ¢ avagopdc avemfdunTmv evepyeldv pmopeite vo fondncete 6t GLALOYN TEPIGGOTEPMV
TANPOPOPLDY GYETIKA LLE TNV OCPAAELD, TOV TOPOVTOG QPOPLAKOV.

5. I®g va pvracoete To Eylea

o To @appoko ovTd TPETEL VO PLAACCETAL GE PEPT] TOV OgV TO PAETOVV Kol Ogv TO POAvVOLY Tl
ToLdLd.

. Na pn ypnoiponoteite avtd 10 PAPUOKO LETE TNV NUepounvio ANENG TOV avaEEPETAL GTO

YOPTVO KOVTI Ko otV emionuovon peta vy évoelén AHEH/EXP. H nuepounvio AREng eivor n
TEAEVTOIO NUEPO TOL UIVO TTOV OVOPEPETOL EKEL.
o dvidooete og yoyeio (2 °C — 8 °C). Mnv katayiyete.



. To un-avorypévo @laiidio uropei va puroydel ektog yoyeiov kdtw amod 25° C yia £wg kot 24

MPES.
. Duidocoete T0 PLOAISI0 6TO EEMTEPIKO KOVTI Y10 VO TPOGTUTEVETOL OO TO POC.
6. Iepreydpeva g cvokeVAGiag KoL AouTég TANPOPOpies

Tvngpréyer 1o Eylea

- H dpaoctikn ovoia givar ) apPepoéntn. 1 ml dSwahdparog mepiéyet 114,3 mg apiiPepoéntne.
Kabe prorido mepiéyet 0,263 ml. Avtd mopéyel @PEALUN TOGOTNTA Yia T YopnyNnon piog povo
doong towv 0,07 ml wov mepi€yovv 8§ mg apAPepoéntng.

- Ta dAAa cvotaTikd givat: cakyapoln, apywivi VOPOYAMPIKT, 1IGTIOIVN VOPOYAMPIKT
povobdpikn, 1otidivn, moAvcopPuco 20, VOwpP Yo EvESLUA.

BAéne ‘To Eylea mepiéyel moivcopPuco 20’ otnyv mopdypapo 2 yio TEPIGCOTEPEG TANPOPOPIES.

Epedvion tov Eylea ko mepieyopeva g 6VoKELAGIOG
To Eylea eivau éva evésyuo didhvua (evésiuo). To didAvpa eivorl dypopo £0¢ vTokiTpvo.
Yvokevoaoia: 1 guodido + 1 Belova pe iltpo.

Karoyog Aderog Kvkhogopiog
Bayer AG

51368 Leverkusen

I'eppavia

Hopackevactiig
Bayer AG
Miillerstralie 178
13353 Berlin
Ieppovia

INo omoladnmote TANPOPOPIo. GYETIKG, LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TUPUKAAEIGTE VU
amgvBouvbeite otov TomKd avTTpdcwno Tov Katodyov g Adsiog Kukhogopiog:

EAlLada

Bayer EAAdg ABEE
TnA: +30-210-61 87 500
Kvmpog

NOVAGEM Limited
TnA: +357 22 48 38 58

To wapdv UAA0 00N IOV Yp1ioNS avaBepnOnke Yo TELEVTAIO POpd GTig 09/2026.
Alheg TyEG TANPOPOPNGNG

Agmtopepeic TANpoeopieg yio To Phpuako avtod gival dabéoiueg otov diktvakod tomo tov Evponaikon
Opyaviopod @apudrkmv: https://www.ema.europa.eu.

IMa tomikég TAnpoPopies, GopOoTE €6M Y10 TPOGPOCT GTOV 1GTOTOTO
https://www.pi.bayer.com/eylea3. [Tepthappdavetor kwdkdg QR mov pépel Tov cHVOEGLO TPOG TO
OOALO OOMYIDV.

O mAnpogopiec mTov akorlovBovv amevBivovtal pdvo ce emayyelpatieg vysiog:


https://www.ema.europa.eu/

To @raiidio mpoopiletar yuo pio povo xpron novo oe Evav oeBorpd. H eEaymyn mtolhamiodv d6cemv
omo £Vo LELOVOUEVO PLOAIdI0 propel va avENceL Tov Kivauvo emtuolvveong 1 ETakoAoving
Preypovig.

Mnv to ypnowonoteite €dv 1 cuokevacia 1 Ta oTotxeio TG Exovv ANn&el, elvar KateoTpappéva M
€yovv mapoflooTel.

EXéyEte v emonpavon 61o grakidio yuo va Pefarwbeite o1t £xete v eplektikdtnta tov Eylea mov
oKomeveTe vo ypnotponomoete. H 66on tov 8 mg anattel m ypron tov eraidiov Eylea 114,3 mg/ml.

H evoovarocidikn Eveon mpémel va devepyeitan pe Perdva éveong 30 G x % inch (dev
repriopfaverar). H ypnon Pehdvag pikpdtepov peyéfoug (LeyaAdtepov SOUETPNLOTOC) A TN
ocuviotopevn Berdva éveong 30 G x Y2 tvtoag pumopel vo 0dnynoetl o€ avénuéveg SLVAUELS EVESNG,.

1. | [Ipw amd ™ xopfynon emBempoTE ONTIKA TO EVEGLLO StGAVUAL.
Mnyv ypnoiponoteite To ELOAd0 GV givar opatd copatiole, BorlepdtnTa 1 AmoypOUATICUOC.

2. | Apo1péoTe TO TAUGTIKO TMOUO KOt
OTOAVUAVETE TO EEMTEPIKO PEPOG TOV
EMOGTIKOD TAOUATOG ELGYDPNONG TOV
QloAdiov.

3. | XpNOoWomomoTe AGNTT TEYXVIKT Y10l TV
extéheon Tov Pnudtov 3-10.

Yuvdéote T Perova pe PIATPO OV TaPEYXETOL
GTO KOVTL GE€ L0, ATOCTEPOUEVT) GUPLYYd
Luer-lock tov 1 ml.

4. | Znpdéte N Pelova avappdenong LEGH GTO KEVIPO TOL TAOUATOG EICYDPNONG TOL PLOALSIOD
uéypl n Perdva va etcoydel eviehdg LEGO 6TO PLOAISIO Kot TO GKpo NG Vo ayyi&et Tov
mobuéva tov praidiov.




Avtinote 6lo to mepileyopevo Tov praadiov Tov Eylea péca otn ocvpryya, dStotnpdviog to
QLoAid10 og OpOia BEoT), EAAPP®G KEKALLEVO Y10l VA, SIEVKOADVETE TNV TANPT AvTANnon. o v
OTOTPOTN] TG ELCAYWOYNG aEPa, EMPePardoTe OTL TO dkpo NG Perdvag pe pidTpo eivar
BuBopévo pésa oto VYPO. vveyioTe va YEPVETE TO PLOAISI0 KATE TNV AVTANGT KPATMOVTOS TO
aKkpo ¢ Perovag pe eidtpo Pubicuévo péoa oto vYPo.

ddvpo Beldvog Kortdle

TPOG TOL KATW

BeBaiwbeite 611 pafidoc tov guPforov Exet tpafnytel ETapK®S TPOG T TIGW KOTA TNV
EKKEVMGT] TOL QLOASI0V, BGTE Vo, adeldoel TANP®G 1 Perdva. Metd tnv éveon, Kabe
OLYPNCLOTTOINTO TPOIOV TPEMEL VO, ATTOPPITTETOL.

Aopaipéote 1 Perdva pe eidTpo Ko amoppiyte TV e 6OGTO TPOTO.
Inpeioon: H Beldva pe ¢idtpo dev mpoopileTal yio va yp1cLLOTOLELTOL Y10, TV
EVOODAAOEIDIKT EvEDN.

[leprotpéyte otabepd ) Perdva Eveong
30 G x Y4 inch oto dxpo Luer-lock g
GUPLYYOC.

Kpatdvrag ) ovpryya pe ) Berdva va
Kottalel Tpog Ta TAv, EAEYETE TN chpLYYQ
v puoaAides. Edav vrapyovv puoalidec,
KTUTNOTE OmaAd T1 GUPLyYa LE TO SAKTUAO
o0G LEYPL OAEG O1 PLOAAIdEG VA avEBOVV 0TO
v PEPOC.




10.

[No vo eolelyte OAeG TIC PLGOAIdES Kot VoL amoPAAETE TNV TEPICCELN TOL PAPULAKEVTIKOV
TPOTOVTOG, TEGTE 0PYA TO EUPOAO, £TGL MGTE TO EMIMEDO AKPO TOV EUPOLOL VO
evbuypoppictel pe ™ ypapun mov vrodewkvoetl 0,07 ml endvo ot cvpyya.

Stidvpa petd v amoforn tov
QLCOASWV aépa Kot TOV TEPIGGLOV
QOPLAKEVTIKOV TPOTIOVTOG

Ypapp d0GoA0Yiog
0,07 ml

aKpo
gUPoOAOL

0.3

Kabe aypnoiponointo eapuokevtiKd Tpoidv 1 VIOAEWUN TPETEL VO OTOPPITTETAL GOUPDVOL HE TIG
KOTO TOTOLG IGYVOVGES GYETIKES SLOTAEELS.




@vAiro oonYLOV ypions: IIinpoopics yio Tov a.60evi)

Eylea 114,3 mg/ml gvéoipo o1dAvpa 6 TPOYEUIGPEVT] GUPLYYD.
aQALPEpPCETTN

Awpdote TpocekTIKG 0AOKANPO TO PVAAO 03N YIAV YPTONG TPV GaS YopnyNOel avTd TO

PappraKo, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUC.

- DoraEte avTo TO EOALO 0N YDV Yprione. Towg ypelaotel va to duPfdcete Eavd.

- Edv éxete mepartépw amopieg, potoTe TOV Y10TPO GOG.

- Ed&v mapotnpricete Kamoo avemBOunTn evEpyeLd, EVILEPMDGTE TOV YTPO GaG. AVTO IGYVEL KAt
v KGO Thavn avemBOUNTN EVEPYELD TTOV JEV OVAPEPETOL GTO TAPOV GOUAAO 00T YLDV YPNONG.
B\éne mopdypago 4.

T wepréyer 1o Tapév vAro 00N YLOV

T etvon To Eylea ko mowa givat ) yprion tov

T mpénet va yvopilete npv AaPete 10 Eylea

Iag yopmyeitai to Eylea

[MBavég avemBOunteg evépyeteg

[og va puidooete 10 Eylea

[epreydpeva g cvokevaciog Kot Aomég TAnpopopieg

AN

1. T givar To Eylea kon owa givan 1) yp1jon Tov

Tu givan to Eylea
To Eylea mepiéyel ) dpactikn ovoia apAiPepointn. AviKel 6g pia opdda PopUAK®Y TOL
0VOULALoVTOL OVTLOYYELOYEVETIKOT TOPEYOVTES.

O ywpdc oag Ba kaver v €veon tov Eylea oto pdtt cag ya ™ Oepaneia tov ophaipcov

SlTapay®V 6ToVG EVIAMKEG TOL ovoudlovtat:

- VYPOL TOTOV NAIKLOKT EKQVALCT] TNG OYPAS KNALdaG (VYpoD TOTTOL AMD)

- SdaTapayn g 06paong Aoym S1afnTikov odnpatog g oxpds knAidag (DME)

- SwTapayn g 06paong Aoym devutepomafodc 010NUATOG TG OYPAS KNALOAG amd amdepatn
AEBOC TOL aUPIPANGTPOELDOVG (KAAOIKNG, KEVTPIKNG Kot uikevTpikng RVO).

AvTtég ot Satapayés ennpedlovv TNV wypd knAida. H oypd knAida gival 1o KEVIPIKO TUALA TNG
omTogvaictntng ueuPpdvng oto wicw puépog tov potiov. Etvar vedtbuvn yio tnv kabopn opaocn.
Yypov thmov AMD mpokodeitol dtav un UGIOA0YIKE opo@dpa ayyeio oynuotilovral kot
AVOTTOOCOVTOL KAT® oo TV oypd knAida. Ta un puoiodoyikd apo@dpa ayyeio pmopel va
Tapovctdovy dtappon vYPoL N aipatog péca oto patt. To apoeopa ayyeio Tov Tapovstiiov
doppon Kot TPokoAoHV SLOYK®oN TG wypag knAidac mpokaiodv DME. e acbeveic ue RVO, évaq
TEPLOCOTEPQ, AUOPOPA, ALYYELD TOV HETUPEPOVY TO QUG LOKPLOL ATt TOV OUPIPANGTPOELDT, Elvarl
opaypéva. Qg emarxoiovbo, ta enineda VEGF avédvovtal mpoxaidvtag tnv Stappor| vypol evidg Tov
AUPIPANGTPOELSOVG KOl GUVETMG TPOKAAELTAL O10YKMON TG @YPAG KNS (TO TUALO TOV
AUPIPANGTPOELSOVS LTEVOVVO Yo TNV KAAT OpaoT)). AvTth 1| S10yKwo™ ovopdletal oidnuo e oypdg
knAidoc. Otav 1 oypd knAida yepiler pe vypod, n kevipikn 6pact yivetor BoAn.

AvTtég o1 Sotapayéc pmopel va ennpedcovy Ty 6pacn oag.

I®c dpa 10 Eylea
To Eylea otopotd tnv avantuén vEov pn gUGIOAOYIK®V olpo@dpwVv ayyeiov oto pdtt. To Eylea
umopei va fondnoetl ot otabeponoinon kat cuyva ot Pertioomn tng dpacnc.



2. T péner va yvopilete npwv Adfete To Eylea

Agv 00 Ldfete To Eylea gav

- glote alAepykog oV aPAPEPCENTN 1) GE OTOLOONTOTE AAAO OO TOL GLGTATIKA AVTOV TOV
Qapudrov (avaeEPOVTaL GTNV TAPAYPUPo 6)

- €xete pOALVON HEsa M YOPW Ao TO PATL

- €xete movo M epuBpoTNTA 6TO HATL GOG (GoPapn 0EOAAMKY PAEYLLOVY).

Ipogdomomosic ko TPpoPLAGEES

AmevBuveite otov Yiatpd cog mtpry AdPete 1o Eylea edv eoeig:

- €xete yYAavkopo — pio ook mwhnor wov Tpokadeitatl amd LYNAN TECN 0TO LATL

- €XETE 10TOPIKO AMAUWYEDMV 1] CKOVPOYPOUDY aLOPODUEVOV KNAId®V Kal edv To péyebog 1 o
ap1pog Toug avéavetal Eapvikd

- €xete vmoPinOetl og yepovpykn enépPaocn ota pdtia tig televtaiec 4 fOopadeS N YEPOLPYIKN
enépuPaon oto pHatio £XL TPOYPAUUATIOTEL Y10 TIC EMOpEVES 4 ePOOUAdES.

Evnuepaote tov ylotpd 60G apécms GV avamTOEeTE:

- gpLBpOTNTA TOL POTIOD

- 7OVo GTOV 0POUALO

- avénuévn dvepopia

- 6o 1 pelwpévn 6paon

- avénpévn evaicOnocio 6To PG

Avta pumopel va eivatl GUUTTOUOTO EAEYHOVIAS 1 AOTMENG Kal O Y10TPOG GG UITOPEL VUL GTOUATAGEL VO,
oag yopnyei o Eylea.

Emum\éov, eivar onpavticd vo yvopilete ot

- N acPaAiela Kot 1) amoteAespoTKOTNTO ToVv Eylea dtav yoprnyeital kKot 6tovg 600 0@Bouipotde
TAVTOYPOVA Ogv EXOuV pLeAeTN el GLGTNUOTIKA KOl TETOLN ¥PNOT UITOPEL Vo wENGEL TOV Kivouvo
VO TOPOVCIAGTOVY YEVIKA avemBOUNTEG EVEPYELEC.

- o1 gvéoelc pe to Eylea umopolhv va mpokaiésovy pia adénomn oty mieon Tov patiov o€
opiopévoug acbeveic evtdc 60 Aemtav amd v €veon. O yorpds oag Ba o maparkoiovdel avtd
HETA TNV £VEOT).

- 0 YuTpog cag Oa eEAEYEeL Yio AALOVG TOPAYOVTEG KIVOVVOU TTOV UIOPEL VoL 0vERGOVY TNV
mBovotnta pNéENG N amokOAAN NG Liag ek TV GTRASOV 0T0 Tiow UEPOG TOV 0POAAOV. e
TETOLEG TEPIMTAOGELS O Y1oTPOG Gag Ba cog yopnynoet to Eylea pe tpocoyn.

- 01 YUVOIKEG TOL UTTOPOVV Vo, LEIVOVY EYKVEG TTPETEL VO, YPTCLLOTOIOVV ATOTEAEGLLOTIKT
AVTIGLAAN YT KaTd TN ddpKela TG Oepameiog Kot yio TOVAGYIGTOV 4 UNVEG HETA TV TEAELTAIN
éveon tov Eylea.

H ypnon mopouoiov ovoidv pe exeiveg mov mepiéyet to Eylea, oyetiletar Suvntikd pe tov Kivouvo
dnpovpyiog OpouPwv Tov aipatog ot omoiot PPalovy Ta aoEopa ayyeio, Tov propel vo odnynoovv
0€ KOpOLOKT TPOGPOAN 1 OYYELNKO EYKEPUALKO £NELGOO10. OempnTiKd, ovTd Bo pmopovoe vo cvpPet
Kot peTd tnv éveon tov Eylea oto pdti. Edv £yete vrootel ayyelaxd eykepolikd eneicddo, Eraephd
EYKEQOMKO 1 KapOLoKT TPOGPOAT EVTOC TV TPONYOVUEV®V 6 UNvdV, 0 Y10Tpdc coc Bo 6ag dDoEL TO
Eylea pe npocoyn.

o kor £enpor

H ypfion tov Eylea cg moudid 1 prifouvg kdtm tov 18 etdv dev €xel peretn el kabdg ol evdederypéveg
afnoelg TPOoPALOLY KLPIMG TOLG EVAAIKES. ZUVETMG 1) XPTNOT) TOV OV APOPE CVTAY TNV NAKIOKN
ouada.

Alho @appoxo kol Eylea
Evnuepmote tov yiatpd Gog 6V xpNOILOTOLEITE, EXETE TPOGPATO YXPNCLOTOINGEL 1] LITopEl va
YPNOLOTOOETE AALN PAPUAKOL.



Kinon kol Oniaocpog

- Ot yuvaikeg mov Bo pmopovcsay va PElVouY £YKVEG TTPETEL VO, XPTCLLOTOIOVV OITOTEAEGLOTIKT
AVTIGLAAN YT KaTd TN ddpkela TG Oepameiog Kot yio TOVAGYIoTOV 4 UNVEG UETE TNV TEAEV TN
éveon tov Eylea.

- Yrdpyel mepropiopévn eumelpio oyetikd pe ) xpnon tov Eylea oe £ykveg yuvaikeg. Ot yovaikeg
dev mpémet va AdPfouvv 1o Eylea katd ) d1dpKeta TG €YKLHOGHVNG EKTOC EAV TO EVOEYOUEVO
0PELOG Y1 TN YuvoaiKa VITEPTEPEL TOL EVOEYOUEVOL KIvODVOD Yia TO EUPPLO.

- Mikpég mocotnteg Tov Eylea icmg mepvodv 610 avBpomivo ydha. H enidpaon ota veoyvd/Ppéen
7ov InAdlovv eitvan dyvootn. To Eylea dev cuviotdton Katd ) dudpkela Tov OnAacpoo.

Yuvenmg, edv eiote yxvog 1 OnAdlete, vouilete 0T1 pmopet va iote £ykvog 1) oYedIdleTe va

amoktioete Toudi, CnTNoTe T GLUPOVAR TOV YLITPOV GOG TPV AAPETE OVTO TO PAPLLAKO.

O ynon ko yEPLoROg pNYavNRATOV
Metd ™ Aqyn tov Eylea, umopel va eppavicete opiopéva tpocmptvd tpoPAnuata 6pacnsg. Mnv
oomyeite 1 yewpileote pPNyovnUaTo Yo 0G0 XPOVIKO SAGTILO SLPKOVY OVTEG O SLUTOPOYES.

To Eylea wep1éyel mohvoopPiké 20

Av16 10 pdppaxo mepEyel 0,021 mg moivcopPucov 20 og kKabe d6on 0,07 ml wov wodvvapovv pe 0,3
mg/ml. Ta ToAvcopPikd pmopel vo, TPOKAAEGOVY aALEPYIKEG avTIOpacels. Evnuepdote Tov 1otpd Gog
av £YETE YVMOOTEG OAAEPYiES.

3. Iog yopnyeitar to Eylea
H ocvvietdpevn do6on eivar 8 mg apAiPepcséntng ava &veon.

vypod torov AMD ka1 DME

- Qo laPete 1 éveon kdbe priva Yo Tovg TPAOTOVG 3 UIVEG.

- Metd and avtd, icmg vo Aapupdverte evécelg puéxpt kot £mg kdbe 6 uivec. O yotpog cag Oa
ATOPUGICEL TNV GLYVOTNTO LE BAGT TNV KOTAGTAGTN TOL HATIO0 OOG.

- Eav o yiatpog cag arldtet Oepaneia og Eylea 114,3 mg/ml, o ywtpdc cog Ba amopacicst tnv
GLYVOTNTA LETA TNV TPAOTN EVECT).

oevteporabéc oidnuo e wypac knAidac omod RVO

- Ba MaPete 1 éveomn Kabe pnva Yo TOVG TPAOTOLS 3 PR VEC.

- Metd and avtd, o YaTpdc oag 0o amopacicel TNy cuyvotnTa 1e fAcT TNV KATACTUCT| TOV
HATIOO GOG.

- Edv o yiatpog ocag arrdtet Oepaneia og Eylea 114,3 mg/ml, o ywtpdc cog Ba amopacicst tnv
GLYVOTNTO LETA TNV TPAOTN EVECT).

Tpomog yopiiymong
O y10tpdg oag Ba kavel v éveon tov Eylea oto pdtt cag (evooiorogidikn Eveon).

IIpwv v éveon, 0 YTpdC 6o¢ Bal YPNOUOTONGEL UTOAVUOVTIKO 0QOUALLKO d1dAvUa, Yo va Kabapicet
TO UATL OOG TPOGEKTIKG, £TG1 MGTE VO, amoPevyel  poAvvor. O yatpog cag Oa Gog yopnynoet Eva
0OoALIKS KOAADP10 (TOTTIKS avonsOnTiKo) Yo Vo LOVSIAGEL TO AT MGTE VO UELDGEL 1 VO, AIOTPEWEL
TOV TOVO O TNV €VEOT).

Edv rnapaieiyere pua 06on 1ov Eylea
Kheiote éva véo pavtePov e Tov ylotpd 60 TO0 GUVTOUITEPO SVVATOV.

Ipw owokoyete T Oepancio pe to Eylea
Yvlntote pe tov yuTpd cog mpv dlakoyete ) Bepomeio. H dokonn g Oepamneiog pmopel va
avénoel Tov Kivouvo amdAelag TG Opacn COC Kal 1) OpOoT oa¢ UTOPEl Vo ETOEVODEL.



Edv &yete meprocdtepeg epOTNOELS GYETIKA LUE TN XPNOT CLTOV TOV PUPUAKOL, POTHGTE TOV YTPO
oG,

4. IIBavéc avemOBOunTES EVEPYELEG

Onwg 6ha ta pappoka, £TGL KoL AVTO TO GAPULAKO UTOPEL VO TPOKAAEGEL AVETIOVUNTEG EVEPYELEG, OV
Kol 0gv Tapovotdlovtal 6 GAOVG TovG avBpOTOLG,.

O avemBountec evépyeteg g €veong tov Eylea mpoépyovtan gite amd 10 1010 T0 @AppoKo gite amod T
dradkacio g £veong kat emnpedlovy KuPimG TO LATL

Opwopéveg avemBopnteg evépyereg pmopel va gival cofapéc
EmikowvmvioTe pe Tov y1aTpo 6og aUESHS AV EXETE OTOLOONTOTE ad T KO ovO:
- ouyvn avemBount evépyela, n omoia pmopei va ennpedoet péxpt 1 ota 10 dropa
- 60Amon Tov Pakov (KATappPAKTNG)
- avénon g mieong 6To EGMTEPIKO TOV 0POUALOD
- alpoppayio 610 Ticm pEPog Tov oehaiuov (apoppayic TOV
AUPPANCTPOEBOVG)aIoppayin GTO EGMTEPIKO TOL 0PBaAL0V (cpoppayio Tov
VOAOEW0VE GOUATOC)
- Oyl cuyvn avemBountn evépyela, n omoia propel va exnpedoet péxpt 1 ota 100 dropa
- OPIGUEVEG HOPPES BOA®ONG TOV POV (KATOPPAKTNG VITOKOWIKOS/ TLPTVIKOG)
- amoKOAAN G, PEN N apoppayic TS emTogLAicONTNg oTIPAdNS GTO THG® HEPOG TOL
0POOALOD, TTOL TPOKOAEL AGUWEIC EMTOG IE KIVOOUEVO GTIYLLOTO TTOV UEPIKES POPES
odnyel og amdAELn TNG Opacg (amokdAAN o 1| pEN TOV AUPPANGTPOEBOVS)

Addeg mOavég avemBOUNTES EVEPYELES

Yoyvég (umopetl va enmpedoovv péypt 1 ota 10 dtopa):

- OAAEPYIKEG AVTIOPAGELG

- KwvoOueva oTiypato otny 0poch 6og (EE0PMOUOTA TOL VAAOEIBOVE CAOUATOG)

- amokOAANoN TG LEAUTIVOSOVE 0VGING GTO E0MTEPIKO TOV 0QOHAAOD (ATOKOAANGT) TOV
VOAOE0VE GOUATOC)

- UEL®UEVT 0ELTNTO, TG OPAONC

- 7TOVog 6TOV 0QOaAUS

- apoppayio 6To E6MTEPIKO TOL 0PHUALOD (aLOppayio, TOV ETITEPVKOTO)

- BAGPnN ot d1dpavn otidda tov foABov prpoctd and Ty ipda (oTikTh KepaTitida, kd0pa
KEPUTOELOOVG)

Oy ovyvég (nmopel va enmpedoovv péypt 1 ota 100 dropa):

- amokOAANoN 1 PHEN eVOG ek TV GTIRAS®V 6TO o™ PEPOG TOV 0POAALOD TOV TpoKaAEl
AGPYELS EMTOG e KIVOOUEVO GTIYLOTO TTOV HEPIKEG POPES 0ONYEL OE OMDAEL TNG OPUCT|C
(pNén/amordAinom tov pekayypoov exnAiov To0v APUPIPANGTPOELSOVG)

- QAeypovn oty ipda, o dAha TUMqpaTo Tov 0EBoAuoD 1 T (eAaTVOON 0VGIN GTO ECMTEPIKO
oV 0@OaALOD (paryoetditida, 1pitida, PIOOKLKALTION, VOAITION)

- OPIoUEVES HOPPES BOA®ONG TOV PaKOD (KATAPPAKTNG PAOIDONC)

- BAGPn oty Tpdchia otifdda Tov Porfod (S1Gfpmon Tov KepaToEB0S)

- 0oAn Opaon

- OVog 6TovV 0pBaAUS 6TO onpeio TG Eveong

- aicnon 6t vapyel KATL Héca 6TO PATL

- avénpévn Topaymyn dakpHmV

- apoppayio oto onpeio g veong

- gpLBpOTNTA TOL POTIOD

- 00 lmon Tov akov (BorepodTNTO POKOV)

- npn&po tov PrePapov

- gpLOPOTNTA TOL HOTIOD (VTITEPALLic OPOAALOV)

- epebiopdg oto onpeio g éveong



eKQOAON TS PoTogLAicONTNG HeUPpdvng 6To oW HEPOS TOV HOTLOV (EKPVUALOT) TOV
AUPIPANGTPOELSOVG)
01010 TOL PTPOSTIVOD GTPMUATOS TOL BoAB0D ToL HaTIoD (0idN U KEPATOEBOVS)

YXréweg (umopei va enmnpedoovy péxpt 1 ota 1.000 dropa):

TOPA®ON

coPopn Aeypovi 1 Aoip®EN 6To 0wTEPLKO TOL 0PIV (evEoPBaApiTION)
epebiopog Tov Prepdpov

QAEYLLOVT] TOV OLLOPOP®V AYYEI®V GTO To® PEPOG TOV UATIOV (0yYEWTION TOV
AUPIPANGTPOEISOVG)

Mn yvooTiig ovvoTnTaS (OgV Pmopolv va ekTiunBovv pe faon ta dtabéoiua dedopéva):

(QAEYLLOVT] TOV AEVKOV TUNHOTOG TOV LaTIOV oV oyetTileTal pe epufpoTnTa Kot Tovo
(oKAnpitdn)

amoOPPaEN ALOPOP®V OyYEI®V GTO TE® PEPOG TOL UATION, GVVHOWOE TAPOVTiK PAEYLOVIG
(amo@pakTik ayyeitida apePANcTPOEdOVC)

Extég and To mapamdve, ot akdAovbeg avemBOuNTEC EVEPYELEC UTOPEL VO ELOOVICTODV:

un eucoAoykd aicOnpoa otov oeOaANd

BAGPN oy empdveln TG dapovods PTPOSTIViG GTRASAS TOV 00paApnoD (EAlepupa emBniiov
TOV KEPOTOELDOVG)

QAeYHOVT] GAA®V oNUEiDY TOL 0PBOALOD («TPOTEIVIKN OpiyAn» Tov Tpocbiov Buidpov)
60Amon Tov PaKoV AGY® TPAVHATIGHOD (TPAVUATIKOS KOTAPPAKTNG)

OOV 6TO PATL (LITOTVO)

coPopEc OAAEPYIKEG OVTIOPAGELG



Ava@opd avemOdunTOv gvepyel®Ov

Edv mapotnproete Kamolo avemBOUnTn evEPYELX, EVILEPMDGTE TOV YIATPO GOG. AVTO 1GYVEL KOL Yi0l
KG0e mOovn avemBOuNTN eVEPYELR TOV OEV OVAPEPETOAL GTO TTAPOV PUALO 0ONYIDV Yprione. Mmopeite
eniong va avaeépete avemBounteg evépyetes amevdeiog

EAlhada

EBvikdc Opyaviopog @apudxmv
Meooyeiov 284

GR-15562 Xolapyog, Adnva
TnA: +30 21 32040337
Iototomog: http://www.eof.gr
http://www kitrinikarta.gr

Kvnpog

Doppokevtikég Ynnpeoieg
Ymovpyeio Yyelog

CY-1475 Aevkoocia

TnA: +357 22608607

Dag: + 357 22608669

Iotétonog: www.moh.gov.cy/phs

Méow g avapopdg avemBOunToV gvepyeldv pumopeite va fondncete 6t cLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LE TNV OCPAAELD, TOV TOPOVTOG QPOPLAKOV.

6.

IIog va purdccete To Eylea

To @apuoko 0vTd TPETEL VO PUAACGCETAL GE PEPT] TOV OgV TO PAETOVV Kal dgv TO POAvVOLY Ta
TOLO14L.

Na pn ypnoiponoteite avtd 10 GAPUOKO LETE TNV NUepopunvio ANENG Tov avapEPETIL GTO
YOPTVO KOVTI KOl 0TV emionuoven petd v évoelén AHEH/EXP. H nuepounvia AnéEng eivor n
TEAEVTOO, NUEPOL TOL UIVOL TTOV OVOPEPETOL EKEL.

dvrdocoete og yoyeio (2 °C — 8 °C). Mnv kataylyete.

DvAdcoETE TNV TPOYEUIGUEVT] GUPLYYO GTNV KOWEAN TNG Kol 6T0 e£MTEPIKO KOVTL Y10, VOl
TPOGTATEVETAL ATO TO POG.

[pwv v p1ioM, TO UN-0VOTYLEVO PLOAISIO 1) ] GLOKEVAGIOG KLYEANG LTOPOVV VA LAAYHOVV
€KTOG Yoyeiov kdtm amd 25° C yu éwg ko 24 dpeg.

Iepreydpeva TG GVOKEVAGLAG KO AOUTEG TANPOPOPIES

T nepréyer o Eylea

H dpaotikn ovoia gival n apPepoéntn. 1 ml Srohdpartog mepiéyet 114,3 mg apiiPepoéntnc.
Kabe mpoyepicpévn ovpryyo mepiéyet 0,184 ml. Avtd mopéyel opEAUN TOGOTNTO Y10 TN
yopnynon piag uévo 86ong twv 0,07 ml wov mepiéyovv 8 mg apiifepoénng.

Ta dAAa cvotaTikd givat: cakyapoln, apywivi VIPOYAMPIKY], 1IGTISIVN VOPOYAMPIKT
povobopikn, 16TIdivy, ToAvcopPiko 20, VOWP Y10, EVEGIUA.

Bi\éne ‘To Eylea mepiéyel mohvoopPuco 20’ otnv mapdypo@o 2 yio TepiocdTePES TANPOPOPIEC.

Epoeavien tov Eylea ko mepieydpeva Tng cvokevaciog

To Eylea 114,3 mg/ml evécipo S1dAvpa 6€ TPOYEHGUEVT] GUPLYYa €ival £vo EVEGLUO d1dAL L
(evéoo). To Sdhvpa givar dypopo EoG vokiTpLvo.

Yvokevooia: 1 Tpoygpuopévn cvpryyo.



Kéroyog Aderag Kvkrhogopiag
Bayer AG

51368 Leverkusen

I'eppavia

Hopockevaotiig
Bayer AG
Miillerstralle 178
13353 Berlin
Teppovia

Mo omoladnmote TANPOPOPio. GYETIKG, LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPUKAAEITTE VO
amevBuvleite otov TomIKO ovTITPOcwTo Tov Katoyov g Adstog Kukhogopiag:

EAlLada

Bayer EAMGg ABEE

TnA: +30-210-61 87 500

Kvmpog

NOVAGEM Limited

TnA: +357 22 48 38 58

To mapév @vLro 0dNYLOV YpfioNS avabemp1Onke Yo TeELEVTAIR POpa oTic 09/2026.
Aleg TNYEG TANPOPOPLOV

Aentouepeic TANPOQOPIiES Y0 TO PAPLOKO aVTO gival S1BEGILES GTOV SIKTLOKO TOTO Tov Evpmmaikod
Opyaviopod @apudxmv: https://www.ema.europa.eu.

IMa tomucég TAnpopopiesg, copdote £d® Yo TPOGPact GTOV 16TATONO
https://www.pi.bayer.com/eylea4. [Tepthappdavetor kwdikoc QR mov pépel Tov cHVOEGO TPOG TO
OOALO OOMYIDV.

O minpogopiec Tov akorovBodv amsvdivovtor ndvo og emayyeipaties vyelag:

H mpoyepiopévn odpryya pe docopetpicd cuatnua OcuClick mpoopileton yia pia povo ypnion wovo ce
évav opBodpod. H eEaymyn molhamldv d0cemv amd pio Tpoyepopévn cuplyya e SOCOUETPLKO
ovotnua OcuClick propel va avénoet Tov kivduvo empuoivvong 1| emaxodAovONng PAEYLLOVIS.

Mnyv to ypnoylonoleite €Gv 1 cuokevasia 1 Ta oTotyeln TG Exovv ANEeL, elval KATESTPAUUEVA 1)
€yovv mapoflooTet.

EXéyEte v emonuavon oty Tpoyspicpévn cvptyya e docopetpikd cuotnua OcuClick yio va,
BeParmBeite 611 Exete TV TEPLEKTIKOT T TOV Eylea mov ckomevete vo ypnoponomoete. H d6om tmv
8 mg amattei T xpnon g Tpoyepucpévng oopryyog Eylea 114,3 mg/ml.

H evdobarogidikn Eveon mpémet va dievepysitan pe Peddva éveong 30 G x V4 inch (dev
nepthappavetar).

H ypnon Pelovag pkpotepov peyéfovg (LeyakdTEPOL SIOUETPNIOTOG) OO TN CLUVIGTAOUEV PEAdvVa
éveong 30 G x ¥ ivtoag pumopei va 0dnynoel o€ avénpéveg Suvapelg éveongc.

Heprypa@i] Tpoyepiopévng oOpLyyas e evepRaTOREVO dooopeTpiko cvotnpa OcuClick


https://www.ema.europa.eu/

TONA GUPLYYOS - ’?

Luer-lock

OO ELTYDPNONG
gUPoOAOL

amoyn 90°

Aopn o Tar SdcToda
docopetpiid
cLoTNUO
OcuClick

papdog epporov

08nyog

L oxtoun
IIpogtoacio

Orav giote éropot va yopnynoete to Eylea 114,3 mg/ml, avoi&te 1o kovti kon PydAte v
OTOCTEPMUEVT GUOKEVAGIO TOTOL KVYEANG. EEKOAANGTE TPOGEKTIKA TI GLOKEVAGIO TOTOV
KOWEANC Yo va TNV avoiete, dtuo@olilovTtag Tn oTEPOTNTA TOV TEPIEYOUEVAOV TNC.

DuAaETe T GVUPLYYO GTOV AOCTEP®UEVO dioKO PEYPL VO EI0TE £TOLUOL VO GUVOESETE TN PEAOVA
£veomg.

Xp1NGILOTOMGTE ACTTT TEYVIKY] Y10, VO EKTEAEGETE TaL frpata 2-9.

Bydite ) ovpryya

Bydte tn cVptyya omd TV amocTEPOUEVT] GLGKEVUGIO THTOV KLWEANC.

Embempnote ) ovpryyo kol To EVEGILO S1GALUO,

Mnv ¥p1CULOTOMGETE TNV TPOYEUICUEVT] GUPLYYQ EGV

- elvat opatd copatiow, BolepdTnTa 1| ATOYPOUATICHOG

- OTOL0ONTIOTE UEPOG TNG TTPOYEUIGLEVNG cVPLYYOS e docopeTpikd cvotue OcuClick éxet
vrootel (nuid M etvon xoAapod

- TO TOUO TNG oVpLyyog Exel amocvvdedel and to Luer-lock.

ATOOTAGTE TO WO TNG CVPLYYOG




I'oa vo awoondoere (O)L va cuotpéyete) 10
OO TNG CLPLYYOC, KPOTHOTE T GVPLYYA LE TO
£€val XEP1 KoL TO TAOUO TNG GVPLYYOS LE TOV
avtiyepa Ko Tov dgiktn Tov dAlov xeplov.
Xnpeioon: Mnv tpafnéete ) pafido tov
gUPorov Tpog Ta Tow.

N
% AHOZ{I'HA/Y.TE!

IIpocaptiote ) Perdva

[Teprotpéyte orabepd ) Pelova Eveong
30 G x Y2 inch endvo oto dxpo Luer-lock g
copLyYaG.

Luer-lock

}

ATOLOKPOVETE TIG PLGOUAOEC 0EPTL

Kpatdvtag tn ovpryya pe ) felova va
Kottdlel mpog Ta TAV®, EAEYETE TN GLPLYYO Yol
ovooAidec. Eav vdpyovv pucarideg, KTumnote
ATOAG TN COPLYYO LE TO SAKTLAO GG UEYPL ONEC
01 LGOAIdES Vo avEBOVV GTO TAV® PEPOG,.

ITAAA!

AmoPaiete Tov aépa KoL TOV EMTAEOV GYKO Y10 APYIKT TAPOCT




H oVpryya dev d1abétet ypappn docoroyiog enedn Exel oyedactel yuo ) puduion g 60omg
UNYOVIKE, OTI®G eENYeitan 6T TOPAKAT® PrpoTa.

H apywr minpmon ko 1 pvbuion g 60omg Tpémet vor Yivouv ¥pnoLOTotdvVToS To akOAovda
Brpoza.

INoa vo e&odelyte OAeC TIG PLOOAIDES KoL VO ATOPAAETE TNV TEPICTELN TOL POPUAKEVTIKOD
TPOioVTOC, TESTE apyd TN pafdo Tov epfdrov (aplotepn ekdva TOPAKAT®) HUEYPL VOl
GTOHOTNGEL, ONA. 6Tav 0 0dNYOG ot péfdo Tov euPorov eTdcel ot AaPn Yo ta ddxTvAa (de&dt
€KOVa TOPOKATE).

Awoc@alricTe 6TL
01 QUGULIdES @LGOAIdO
Bpiockovror 6T agpo
AV péPog,
MOOTE Vo propovv
va arofRinfAonv.

pafdog epforov

- Aofn yo T
daxtola

Aafn v To SékTUAL TAP®G
[ meopévo
papdoc epporov éuporo
N\ 7
odnydg 0dnyog

PvBpicte T 060m

X1péyte 10 dKpo TG papdov Tov euPfdrov kaTd
90 poipeg 6e&10GTPOQO 1] OPLETEPOGTPOPT EMG
OTOV 0 001YOG TS PAPdoL TOL EUPOIOV
gvBuypappiotel pe ™ oywopn. Mmopei va
OKOVGETE EVOL KKAIKY.

Ynpeioon: Topa 1 cvokevn eivor £Toun yo
yopnynon do6ong. Mnv wbeite tn pafdo Tov
eUPoOLov TPV amd TV E1GAYWYT GTOV 0POAAUO.

Xoprynote Vv éveon




Ewoaydyete ) Perdva oto onpeio g
opBoAukng éveong. Evéote to dtdivua
oBdvTog T papdo Tov gpPorov péypt va
GTOHOTNGEL, ONA. LéYPL 0 0dNYOG va Ppioketan
TANPOG LEGA GTN GYIGL.

oYoUN
Mnv ackeite mpochetn mieon amd ) oTIypn TOL
0 0dnydg Bpioketal péoa ot oyoun. Etvar
QLGOI0A0YIKO VoL OgiTe P PKPT TOGOTITO
VTOAEMOUEVOD OLUADUATOG VO TOPAUEVEL OTN)
ouPLYYO.

10.

H mpoyepicpévn oOpryyo tpoopiletar yio T xopnynom povig 066mg Kot yia pio novo ypnom.
Metd Vv éveon anoppiyTe TN XPNOLOTOMUEVT] GUPLYYO GE TEPLEKTT ATOPPLYNG OLUNPDV
OVTIKEUEV@DV.

Kd&be aypnoyomointo @oprokentikd Tpoidv 1 DTOAEWLUN TPETEL VO OTOPPITTETAL GOUPDVO, JE TIG
KOTO TOTOLG IGYVOVGES GYETIKES SLOTAEELS.




