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Vgenfli (agpsimbepuent)

O6bw nperneg Ha Vgenfli n ocHoBaHus 3a pa3pewaBaHe B EC

KakBo npepacrasnsaBa Vgenfli n 3a kakBo ce nsnonssa?

Vgenfli e nekapcTBo, KOETO Ce M3MOoM3Ba 3a JlIeYeHUe Ha Bb3PacTHU CbC:

e ,BraxHa" ¢opma Ha Bb3pacToBo obycroBeHa AereHepaums Ha Makynarta (BAM) — 3abonsiBaHe,
KOETO 3acsra ueHTpasiHaTa 4YacT Ha peTuHaTa (HapeyeHa Makyna) B 3a4HaTta 4acT Ha OKOTO.
BnaxHaTta dopma Ha BAM ce npununHaBa OT XxoponaasHa HeoBacKyapusaunsa (HeEHopMaiHo
npopacTBaHe Ha KPpbBOHOCHU CbAOBE MOA MaKysaTa), KOATO MOXe Aa NPUYMHU U3MNYCKaHe Ha
TEYHOCT M KPbB, U NoayBaHe;

e HApYLUEHO 3peHMe, Ab/HKALL0 Ce Ha OTOK Ha MakynaTta (noaysaHe) cnep 6/10KMpaHe Ha OCHOBHaTa
BEHa, NpeHacsLla KpbB OT peTuHaTa (M3BeCTHO KaTo OKJY3Ms Ha UeHTpasiHaTa peTuHasaHa BeHa,
OLPB), nnn Ha pa3k/OHEeHMS Ha No-Manku BeHU (M3BECTHO KaTo OKJy3MS Ha pa3K/IOHeHMe Ha
peTuHanHa BeHa, OPPB);

° HapyLweHO 3peHne, Ab/1XKallo CeE Ha OTOK Ha MaKysnaTta, Npu4nHeEH oT anaber.

e HapyLEHO 3peHMe, Ab/HKALWO Ce Ha XOpouaanHa HeoBacKynapmsaums nNpu xopa c MMonus
(kbCcorneacTso).

Vgenfli cbabpxxa akTMBHOTO BewecTBo adnmbepuent (aflibercept) n e 6uonornyHo nekapcrso. To e
~6nononobHo nekapcreo". ToBa o3Ha4vaBa, 4ye Vgenfli e MHoro nogobeH Ha apyro 6MoNOrMyHO
nekapctBo (,pedepeHTHO nekapcTBo"), KOETO Beue e pa3pelleHo 3a ynotpeba B EC. PedhepeHTHOTO
nekapcteo 3a Vgenfli e Eylea. 3a noBeye nHbopMauns 0OTHOCHO 6MoNOLOBHUTE NeKapCcTBa BUXTE
AOKYMeHTa Tun ,,BbNpoOCU N OTrOBOpU™ TYK.

Kak ce nanonssa Vgenfli?

Vgenfli ce oTnycka no nekapcko npeanvcaHue n Tpabsa Aa ce npunara ot KBanndbuumpaH nekap ¢ onuT
B MPUIOXXEHMETO Ha MHTPABUTPEASTHU NHXEKLMM (MHXEKLMA B CTbKIOBUAHOTO TaM0 — nogobHaTa Ha
ene TeYHOCT B OKOTO). JIekapCTBOTO ce npeanara nog cdopMaTa Ha pa3TBOP 3a UHTpaBUTpeasnHa
NHXEKUMS BbB DNIaKoOHWU AW NPeaBapUTENHO HaMbHEHW CAPUHLIOBKM.

Vgenfli ce npunara noa dopmaTa Ha MHTpaBUTPEasiHa MHXXEKLMS B 3aCErHaTOTO OKO, KOSITO Mpu
Heobx0AMMOCT ce NoBTaps Npe3 MHTEepBanu OT eMH MeceL, Un rnoeeve. Yectotata Ha NPUIIOXKEHME Ha
WHXEKLMMNTE 3aBUCK OT JIEKYBaAHOTO 3abonsiBaHe 1 NOBAUSIBAHETO Ha NauueHTa OT JIeYeHUETO.
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3a noBeye MHPoOpMaLmsa oTHOCHO ynoTpebaTta Ha Vgenfli BUXTe nucToBKaTa UM Ce CBbpXeTe C Ballus
nekap nnu papmauesT.

Kak pencrBa Vgenfli?

AKTMBHOTO BewecTBo BbB Vgenfli, adnnbepuenTt, e n3kycTBeHO pa3paboTeH NpoTenH, KOMTO e Cb3aaaeH
[a ce NMpUKpens KbM BELLECTBO, HAape4YeHo CbAoB eHAoTeneH pacTtexeH daktop A (VEGF-A), n aa
610kmnpa 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
XxopoungasnHa HeoBackynapusaums. Kato 6n1okupa Te3m daktopm, adpanbepuenTt HaMmansiBa pacTexa Ha
abHOPMHM KPBbBOHOCHW CbAOBE M OBflaAsiBa M3TUYAHETO U OTOoKa.

Kaksu nonsu ot Vgenfli ca yctaHoOBeHM B npoy4YBaHusiTa?

JTabopaTopHuTe NpoyuBaHus, KouTo cpaBHsaBeaT Vgenfli c Eylea, ca nokasanu, Yye akTMBHOTO BELLECTBO
npu Vgenfli e MHoro nofo6Ho Ha ToBa npu Eylea no cTpykTypa, unMctota u 6MoIorMyHa akTMBHOCT.
MpoyyBaHUsATa NokaseaT CbLLO, Ye NpueMbT Ha Vgenfli BoaAn A0 CXOAHW HMBA Ha aKTMBHOTO BELLECTBO B
opraHusMa KaTo HabntoaaesaHuTe npu Eylea.

OcBeH TOBa B npoy4BaHe, 0bxBawawo 576 Bb3pacTHU C BnaxHa BAM, e yctaHoBeHo, ye Vgenfli e cbLyo
TonkoBa edekTmBeH, KonkoTo Eylea. B ToBa npoyyBaHe cpegHuUsT 6polt 6yKBKM, KOUTO MaumeHTUTe
MoraT Aa pa3no3HasT Npu cTaHAapTeH OYeH TecT, ce noaobpsia ¢ 0kono 6 6ykBu B ABETE
TepaneBTUYHU rpynu crnes 8 ceaAMUUM Ha SieYeHMeE.

Tbn kaTo Vgenfli e ,6uonogobHO" nekapcTBo, Npoy4yBaHusTa 3a ePeKTUBHOCTTaA Ha adnmnbepuenT,
nposeaeHu c Eylea, He e Hy>xHO aa 6baaTt nosTapsHu 3a Vgenfli.

KakBu ca puckoBeTe, cBbp3aHu c Vgenfli?

Bbe3sonacHocTTa Ha Vgenfli e oueHeHa 1 Bb3 OCHOBa Ha BCUYKW U3BBPLLUEHM NPOyYBaHUSA Ce CUUTa, Ye
HeXenaHuTe peakuum OT NeKapCTBOTO Ca cpaBHUMM € Te3u npwu Eylea.

3a NbHWUSA CMUCBK Ha HeXenaHuTte peakunn n orpaHnMY4eHnAaTa npu Vgenfli BUXXTE NNIUCTOBKATa.

Han-uectute HexenaHu peakumu npu Vgenfli (konto moxe aa 3acerHaT noseye oT 1 Ha 10 aywn)
BKJIIOYBAT KOHIOHKTUBasIHA XxeMoparusi (KbpBEeHE OT MaJIKuTe KpbBOHOCHM CbAOBE Ha MOBbPXHOCTTA Ha
OKOTO Ha MSACTOTO Ha MHXEKTUpaHe), peTuHasHa xemMoparnsa (KpbBOU3/IMB B 3a4HaTa YacT Ha OKOTO),
HaMaJsieHa 3puTesiHa ocTpoTa 1 60o/ika B OKOTO.

Opyrn yecTu HexenaHn peakuum (KOMTO MOXe Aa 3acerHat He nosede oT 1 Ha 10 ,CI,YLIJVI) BK/1lOYBAT
oTnenBaHeE Ha CTbKIOBUAHOTO TA0 (OTLI,e)'IFIHe Ha nNofobHOTO Ha Xxene BewecTso BbTpE B OKOTO),
KaTapakKTa (M'bTHOCT Ha neLu,aTa), MBbTHUHUN B CTbKIOBUAHOTO TANO (MaJ'IKVI 4yactmum nnn nNeTHa B
3p6HMeTO) M NOBULLUEHO BbTPEOYHO HandraHe (ﬂOBVILUEHO HansdaraHe B OKOTO).

Hsikon HexxenaHu peakuuun MoraT Aa 6baaTt cepnosHn. CepMO3HUTE HeXenaHu peakumm (HacTbnuau npu
no-masnko oT 1 Ha okosio 2000 uHxekumMn c adpambepuenT B Npoy4YBaHMATa) ca crienoTa, eHaodTanMuT
(Texka MHdeKUMa UK Bb3MNaseHne BbB BbTPELIHOCTTa Ha OKOTO), KaTapakTa, MOBULIEHO BbTPEOYHO
HansraHe, KpbBOU3MB B CTbKIOBUAHOTO TAM0 (KPbBOM3IMB B Nogo6HaTa Ha Xene TEYHOCT B OKOTO,
NpPUUYNHSABALL, BPEMEHHA 3aryba Ha 3peHMETO) M OT/IeENBaHe Ha CTbKIOBUMAHOTO TAI0 MW Ha peTUHaTa.
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Vgenfli He TpabBa aAa ce npunara Npu NauMeHTU, KOUTO MMaT UM 3a KOUTO Ce npeanonara, ye umat
OYHWU WU OKOSIOOYHU MHMDEKUMN (MHPEKLUNM BBB UM OKOSIO 0YMTE), MU NPU NALUEHTU C TEXKO
BbTPEOYHO Bb3MasneHue,

3awo Vgenfli e paspeweH 3a ynorpeba B EC?

EBponeiickaTa areHuuMs no fekapcreaTta pellu, Ye B CbOTBETCTBME C U3MCKBaHMATa Ha EC oTHOCHO
6uononobHuTe nekapcrtea Vgenfli nma MHoro nogobHa Ha Eylea cTpykTypa, uncrorta n 6uonornyHa
aKTUBHOCT M Ce pasnpejens B OpraHM3Ma no Cblms HauymH. OCBEH ToBa B NpOyYBaHe Mpu NaumeHTn ¢
BnaxHa BAM e nokazaHo, ye Vgenfli n Eylea ca ekBMBaneHTH” No OTHOLWeHMe Ha 6e3onacHocTTa 1
edeKTMBHOCTTa 3a ToBa 3abonsBaHe.

Bcnukun Te3n gaHHM ce cumTaT 3a AOCTaTb4yHMU, 3a Aa ce 3akoun, ye Vgenfli we nma cbwmte edektn
kaTo Eylea npu paspewenunTte ynotpebm npu Bb3pacTHu. MNopaam ToBa AreHumnsaTa cumTa, Ye KakTo npu
Eylea, nonsute ot ynotpebaTa Ha Vgenfli npeBuwasaT ycTaHOBEHUTE PUCKOBE M TO3M NPOAYKT MOXe Aa
6bae paspelueH 3a ynotpeba B EC.

KakBu Mepku ce npeanpuemMart, 3a fa ce rapaHTupa 6e3onacHaTta m
ecdexkTnBHa ynoTtpeba Ha Vgenfli?

dupmarta, KosATo npeanara Vgenfli, wie ocurypu akTyanHu obpasoBaTesiHWM MaTepuanu 3a nekapure, 3a
[la ce cBeAaT A0 MMHMMYM PUCKOBETE, CBbP3aHM C UHXEKTMPAHETO B OKOTO, U 3a NaumMeHTUTe, 3a [a ce
NpeaoCTaBAT yKasaHus 3a ynotpeba Ha NeKapCcTBOTO, KakBW MpeanasHuM MepKu aa ce npeanpueMar u
KaK [a pa3no3HaBaT CepPUO3HUTE HEXENTaHU peakuumn, KakTo M Kora Aa NOoTbpPCAT CrellHa noMoLy oT
cBoA nekap.

MpenopbknTe N NpeanasHMTe Mepku 3a 6e3onacHaTta n edekTueHa ynotpeba Ha Vgenfli, konto cnenga
Aa ce cnasBaT OT MeAMUMHCKUTE cneumanncTm n naumeHTuTe, ca BK/OYEHM CbLLIO B KpaTKaTta
XapaKTepUCTUKa Ha NpoAyKTa U B IMCTOBKaTa.

KakTo npu BCUYKM NekapcTBa, AaHHUTE BbB Bpb3Ka € ynoTpebata Ha Vgenfli HenpekbcHaTo ce
npocneaasaT. CboblleHnTe HexenaHn peakumn, CBbp3aHu ¢ ynotpebaTa Ha Vgenfli, BHMMaTenHo ce
oueHsaBaT u ce npeanpuveMaT BCMUYKM HEOBX0AMMM MEPKM 3a 3aliMTa Ha nauueHTuTe.

AonbnHutenHa nHdopmauma 3a Vgenfli

Vgenfli nonyyaBa pa3peweHune 3a ynotpeba, sannaHo B EC.

OonbnHutenHa nHdopmaumnsa 3a Vgenfli MoxxeTe na HamepuTe Ha yebcalita Ha AreHuusaTa:
ema.europa.eu/medicines/human/EPAR/vgenfli.
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