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Eiyzey (aflibercept)

O6bw npernen Ha Eiyzey n ocHoBaHus 3a pa3pewaBaHe B EC

KakBo npeacraBnsiBa Eiyzey u 3a kakBO ce u3nonsBa?

Eiyzey e nekapcTtBo, KOETO Ce M3MN0/i3Ba 3a JleYeHME Ha Bb3PaCTHU CbC:

e ,BraxHa" ¢opMa Ha Bb3pacToBo obycnoBeHa AereHepaums Ha MakynaTa (BAM), 3abonsiBaHe, KOETO
3acara LeHTpasiHaTa 4yacT Ha peTMHaTa (HapedeHa Makyna) B 3aHaTa 4acT Ha OKOTo. BnaxHaTta
dopmMa Ha BM ce npunumHsaBa oT xopouaanHa HeoBacKynapusaumns (HeHopMasHO NpopacTBaHe Ha
KPBbBOHOCHM CbAOBE MOA MaKy/jaTa), KOSTO MoXe Aa NPUUYMHU U3MNYCKaHe Ha TEYHOCT U KpPbB, U
nogysaHe;

e HApYLUEHO 3peHMe, AbJ/HKALLO0 Ce Ha OTOK Ha MakynaTta (noaysaHe) cnep 6/10KMpaHe Ha OCHOBHaTa
BeHa, NpeHacsa KpbB OT peTuHaTa (M3BECTHO KaTo OKJ1y3MUsl Ha LUeHTpanHaTa peTuMHasHa BeHa,
OUPB), nnu Ha pa3k/IOHEeHUS Ha NO-Manku BeHU (M3BECTHO KaTO OKJ/Y3MS Ha pa3K/IOHEeHWe Ha
peTuHanHa BeHa, OPPB);

° HapyLweHO 3peHune, Ab/XKallo Ce Ha OTOK Ha MaKysaTta, Npu4nHeH oT anabert.

e HapyLEHO 3peHMe, Ab/HKALWO Ce Ha XOpouaanHa HeoBacKynapmsaums npu xopa ¢ MMonus
(kbcorneacTso).

Eiyzey cbabpxa aktuBHOTO BewecTtBo apnunbepuent (aflibercept) n e 6uonornyHo nekapcrseo. To e
~onononobHo nekapcreo". ToBa o3HauyaBa, 4ye Eiyzey e MHOro nogobeH Ha apyro 6Mon0rMyHoO
nekapctBo (,pedepeHTHO nekapcTBoO"), KOETO Beue e pa3pelleHo 3a ynotpeba B EC. PecdbepeHTHOTO
nekapcTteo Ha Eiyzey e Eylea. 3a noseue nHdopmaumsa oTHoCHO 6uononobHMTE NeKapcTea BMXTE
AOKYMeHTa Tun ,BbNpoCU N OTroBOpU™ TyK.

Kak ce nanonssa Eiyzey?

Eiyzey ce oTnycka no fiekapcko npeanucaHue u Tpsibea Aa ce npunara oT KBaavduumpaH nekap ¢ onut
B NPWUJIOXXEHMETO HA MHTPABUTPEASTHU MHXKXEKLMU (MHXEKUNS B CTbKJIOBUAHOTO TS0 — refionogobHaTta
TEUHOCT B OKOTO). JlekapCcTBOTO ce npeanara nos dopMaTta Ha pasTBOp 3a MHTPaBUTpPeasHa UHXeKLMs
BbB (D/TAKOHWU UM NPeaBapUTENIHO HaMbHEHW CMPUHLIOBKMU.

Eiyzey ce npunara nog c¢opMaTa Ha MHTpaBMTpeasniHa MHXEKLMSA B 3aCErHaTOTO OKO, KOATO Mpu
Heo6X0AMMOCT ce NMoBTapsa MNpes UHTEpBanuU OT eAMH Mecel Wau noeede. YectoTata Ha NPUIOXKEHME Ha
WHXXEKLMUTE 3aBUCK OT JIEKYBAHOTO 3a6019BaHe U NOBAUSABAHETO HA MALMEHTa OT JIEYEHUNETO.

Official address Domenico Scarlattilaan 6 e 1083 HS Amsterdam e The Netherlands
Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000 An agency of the European Union e

© European Medicines Agency, 2025. Reproduction is authorised provided the source is acknowledged.


https://www.ema.europa.eu/en/human-regulatory/overview/biosimilar-medicines

3a noBeye MHPOpMaLMsa OTHOCHO ynoTpebaTa Ha Eiyzey BuXTe NMCTOBKATa UK Ce CBbPXETE C BalIns
nekap nnu papmauesT.

Kak pencrBa Eiyzey?

AKTMBHOTO BewecTBo B Eiyzey, adbnnbepuenT, e U3KyCcTBeHO pa3paboTeH NpoTenH, KOMTO e Cb34aAeH
[a ce NMpUKpens KbM BELLECTBO, HAape4YeHo CbAoB eHAoTeneH pacTtexeH daktop A (VEGF-A), n aa
610knpa gencremeTo My. Moxe Aa ce CBbp3Ba M C APYrM NPOTEMHWN, HaNpMMep NAALEHTHUS pacTexXeH
¢dakTop (PIGF). VEGF-A v PIGF oTroBapsiT 3a CTUMyJIMpaHETO Ha HEHOPMaNIHOTO NMpopacTBaHe Ha
KPbBOHOCHM CbA0OBe Npw NaumeHTn ¢ BAM, onpeneneHn BuaoBe O0TOK Ha MakysaTa U MMOMUYHa
xopouganHa HeoBackynapmusaums. Kato 61okupa te3m paktopm, adpamnbepuenTt Hamansea
NpopacTBaHETO Ha HEHOPMAasIHN KPbBOHOCHM CbAOBE M KOHTPOAMpPaA U3TUYAHETO M OTOKA.

KakBu nonsu ot Eiyzey ca yctaHOBEHM B npoyuyBaHusTa?

JTabopaTopHuTe NpoyyBaHus, KOUTO cpaBHsaBaT Eiyzey c Eylea, ca nokasanu, ye akTUBHOTO BELLECTBO
npw Eiyzey e MHoro nofo6Ho Ha ToBa npu Eylea no cTpykTypa, unMctota u 6MonormyHa akTMBHOCT.
MpoyyBaHUsATa NokKasBaT CbLLO, Ye NpuMeMbT Ha Eiyzey BoAM A0 CXOAHWM HMBA Ha aKTUBHOTO BELLECTBO B
opraHusma kaTto Eylea.

OcBeH TOBa B npoy4yBaHe, ob6xBawawo 576 Bb3pacTHU € BaxHa BM, e yctaHoBeHO, ye Eiyzey e cbLlo
TonkoBa edheKkTMBHO, KONKoTo Eylea. B ToBa npoyyBaHe cpegHUST 6poii 6yKBU, KOUTO NaunMeHTuTe
MoraT Aa pa3no3HasT Npu CTaHAapTeH OYeH TecT, ce noaobpsia ¢ 0kono 6 6ykBu B ABETE
TepaneBTUYHU Frpynn cnen 8 ceaMnun Ha nedyeHue.

Tobn kaTo Eiyzey e ,6monono6bHo™ nekapcTBo, Npoy4YBaHMsATa 3a ePeKTUBHOCTTa Ha adgnubepuent,
npoeseaeHun c Eylea, He e Hy>HO aa 6baaT noBTapsiHu 3a Eiyzey.

KakBu ca puckoBeTte, cBbp3aHu c Eiyzey?

Be3onacHocTtTa Ha Eiyzey e oueHeHa 1 Bb3 OCHOBA Ha BCUYKWN U3BBLPLUEHU MPOYyYBaHUS Ce cUunTa, ye
HeXenaHuTe peakuum OT NeKapCTBOTO Ca cpaBHUMM € Te3u npwu Eylea.

3a NbHWUSA CMUCBK Ha HeXenaHuTte peakunn n orpaHnMY4eHnAaTa npu Eiyzey BUXXTE NNCTOBKATa.

Han-uectute HexenaHu peakuuu npu Eiyzey (konto Moxe ga 3acerHart noseye oT 1 Ha 10 gywm)
BKJIIOYBAT KOHIOHKTUBasIHA XxeMoparusi (KbpBEeHE OT MaslkKuTe KpbBOHOCHM CbAOBE Ha MOBbPXHOCTTA Ha
OKOTO Ha MSACTOTO Ha MHXEKTUpaHe), peTuHasHa xeMoparnsa (KpbBOU3/MB B 3a4HaTa YacT Ha OKOTO),
HaMaJsieHa 3puTesiHa ocTpoTa M 6o/ka B OKOTO.

Opyrun 4yectn HexenaHum peakumm (KOUTO MOXE Aa 3acerHaTt He nosede oT 1 Ha 10 aywu) BkAoUYBaT
oTNenBaHe Ha CTbKIOBUAHOTO TS0 (OTAENSIHE Ha resionoAobHOTO BEWECTBO BLTPE B OKOTO), KaTapakTa
(MBTHOCT Ha newaTa), MbTHUHU B CTbKIOBUAHOTO TANO0 (MasIkKM YacTMLM UK NeTHa B 3PEHUNETO) U
NOBULLEHO BbTPEOYHO HansiraHe (NOBWULLEHO HansraHe B OKOTO).

Hsikon HexxenaHu peakuuu MoraT Aa 6baaTt cepnosHn. CEpMO3HUTE HeXenaHu peakumm (HacTbnuau npu
no-masnko oT 1 Ha okosio 2000 uHxekumn c adpambepuenT B Npoy4YBaHMATa) ca crenoTa, eHaodTanMuT
(Texka MHdeKUMa UK Bb3NaseHne BbB BbTPELIHOCTTa Ha OKOTO), KaTapakTa, MOBULIEHO BbTPEOYHO
HansraHe, KpbBOU3MB B CTbKIOBUAHOTO TS0 (KPbBOU3AMB B renonofobHaTa TEYHOCT B OKOTO,
NpPUUYNHSABALL, BPEMEHHA 3aryba Ha 3peHMETO) M OT/IeNnBaHe Ha CTbKIOBUMAHOTO TAJI0 MM Ha peTUHaTa.
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Eiyzey He TpabBa ga ce npunara nNpu NauueHTU, KOMTO MMAT UM 3a KOMTO Ce npeanonara, 4e umat
OYHWU WU OKOSIOOYHU MHMDEKUMN (MHPEKLUNM BBB UM OKOSIO 0YMTE), MU NPU NALUEHTU C TEXKO
BbTPEOYHO Bb3MasneHue,

3auwo Eiyzey e pa3speweHo 3a ynorpeba B EC?

EBponelickaTa areHuus no nekapcTBaTta peLn, Ye B CbOTBETCTBUE C U3NCKkBaHuATa Ha EC 0THOCHO
6uononobHuTe nekapcrtea Eiyzey uma mHoro nogobHa Ha Eylea ctpykTypa, uncrota n 6monornyna
aKTUMBHOCT M Cce pasnpefens B OpraHvMsMa Mo CbLMs HauyuH. B gonbnHeHWe npoyyBaHe npu Bb3pacTHU C
BnaxHa BAOM nokasBa, ye 6e3onacHocTTa 1 edeKkTMBHOCTTa Ha Eiyzey ca ekBMBaneHTHU Ha Te3n Ha
Eylea npu ToBa 3abonsBaHe.

Bcuuku Te3n gaHHM ce cumTaT 3a AOCTaTb4HM, 3a Aa ce 3akntouu, ye Eiyzey we nma cowute edektn
kaTo Eylea npu paspewenunTte ynotpebm npu Bb3pacTHu. MNopaam ToBa AreHumnsaTa cumTa, Ye KakTo npu
Eylea, non3sute ot ynotpebaTta Ha Eiyzey npeBuwasaTt yCTaHOBEHUTE PUCKOBE M TO3UM MPOAYKT MOXe Aa
6bae paspelueH 3a ynotpeba B EC.

KakBu Mepku ce npeanpuemMart, 3a fa ce rapaHTupa 6e3onacHaTta m
ecdexkTnBHa ynotpeba Ha Eiyzey?

dupmaTa, KoATo npeanara Eiyzey, Lie ocurypu akTyanHu obyunuTenHn matepuanu 3a nekapvre, 3a Aa
ce cBeAaT [0 MUHUMYM PUCKOBETE, CBbP3aHU C MHXXEKTUPAHETO B OKOTO, U 3a MaLMeHTuUTe, 3a Aa ce
NpeaoCTaBAT yKasaHus 3a ynotpeba Ha NeKapcTBOTO, KakBW MpeanasHuM Mepku aa ce npeanpueMart u
KaK [a pa3no3HaBaT CepPUO3HUTE HEXENTaHU peakuumn, KakTo M Kora Aa NOoTbpPCAT CrellHa noMoLy oT
cBoA nekap.

MpenopbkuTte 1 NpeanasHuTe Mepkun 3a 6esonacHaTa u edekTuBHa ynotpeba Ha Eiyzey, kouTo cneasa
Aa ce cnasBaT OT MeAMUMHCKUTE cneumanncTm n naumeHTuTe, ca BK/OYEHM CbLLIO B KpaTKaTta
XapaKTepUCTUKa Ha NpoAyKTa U B IMCTOBKaTa.

KaKTo npu BCUMYKM NleKapcTBa, AaHHUTE BbB Bpb3Ka C ynoTpebaTta Ha Eiyzey HenpekbcHaTo ce
npocneassat. CbobLEHNTE HEXENAHM peakLmm, CBbp3aHu ¢ ynotpebaTa Ha Eiyzey, BHUMaTenHo ce
OLEHABAT M ce npeanprMeMaT BCUYKN HEOBXOAMMIN MEPKM 3@ 3aluMTa Ha NauneHTUTe.

AonbnHutenHa mHdopmauua 3a Eiyzey

Eiyzey nonyyaBa pa3speweHune 3a ynotpeba, sanmgHo B EC.

JonbnHutenHa nHdopmauus 3a Eiyzey moxeTe na HamepuTe Ha yebcarTa Ha AreHuusaTa:
ema.europa.eu/medicines/human/EPAR/eiyzey.
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