
BOIMU 3A JIEKAPM 3A
nPABUNHA U 5E35EHA
UHTPABUTPEASIHA
AT1J1MKALIWJA HA JIEKOT
EYLEA (acbnudepuent)

OBoj BOI1MU NpeTcTaByBa eAyKaTMBeH MaTepHjan Koj e 3agomkuTeneH KaKO ycnoB 3a
Ha) BO npoMeT nekoT Eylea 40 mg/ml, pactBop 3a MHjeKTMpatbe (403a on 2 ml)

y Eylea 114,3 mg/ml, pacrBop 3a MHjekTUpatbe (ao3a on 8 ml, co yen aononyTenHo
MUHUMW3UpaHe Ha BaXHU U3GPaHH PH3HLM.

UHbopMauuuTe HaBeAeHH BO OBOj eAyKaTUBEH MaTepujar1 He TU 3aMeHyBaaT OHNE
HaBedeHM BO 3GUPHMOT 3a OCOÖNHNHTE Ha NeKOT.

OBoj eAyKaTuBeH MaTepujar1 HeMa T1POMOTMBH2 COAP:KUHA.

3a uenocHu uHbopMauuu npeg yroTpe6a Ha nekoT, Be Monume nPO4WTajTe ro
36MPHMOT N3BeuTaj 3a OCOOMHMTe Ha JIeKOT, AOCTANEH Ha

https://malmed.gov.mk/peructap-Ha- nekoBu/

Osoj enyKaTuBeH MaTepujan MoxeTe Aa ro HajaeTe Ha Arnunjata
3a JIOKOBM U MGMLMHCKM cpeacrBa (MANMEQ) Bo aenoT
Be36eaHocHH HHOPMauyY 3a JIeKOBM / YnpaByBatbe CO PU3UK

Are

https://malmed.gov.mk/ynpaByBatbe-co-pu3nk!)

!
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PE3MME HA BA3HMTE PMW3MLM M HPEHOPAHAHM TIOCTATKM 3A HMBHA
T1PEBEHMWJA U / UNIV MUHUAMU3UPAIbE

PAZJINKM METV EYLEA 40 mg/ml, PACTBOP 3A VHJEKTUPAIbE (no3a on
2mg) N EYLEA 114.3 mg/ml, PACTBOP 3A UHJEKTUPAIbE (no3a on 8mg)

sepauja 2, oxmomepu 2024

EYLEA 40 mg/ml EYLEA 114,3 mg/ml
OROBPEHH BnaxHa CMA, OME, OTPB, BnaxHa CMA, OME

BO3PACHM
O3A T1O 2 mg 8 mg

MHJEKLMJA
BOJ1VMEH HA 0,05 ml 0,07 ml
MHJEKLWJA

OOPMA BUJATIA BNJANA

u bl EYLEA114,3 mg/m u

EYLEA

Intravitreal use

HAJIETHMLA
HA BMJAJIATA ran =.

TS,

UHEAUKALIUH KAJ OLIPB, mvonuuHa XHB

HE +

BAYER& EYLEA 40 ma/m
solution for injection

solution for injection
afliberceptina vial

aflibercept - Devers.

intravitreal use
single dose of Intravitreal use

single dose: 8 mg/0,07 ml2 mgi0.05 mL 18G filter
filter needle needie

here

BMJAJ1A

Sasori H 114.3 mg/ml.
n ectio

ARibercept

EYLEA
iniection
EYLEA40 mg/mL 114,3 mg/ml

gaflibercept <a
Intravitreal use SAVER WE intravitreal use

ibercept
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Moce6Hu npeaynpeAyBaiba U Mepku Ha NpeTNasnuBocT

Bo cute cnyyan, ynatete rv NALMEHTUTE BeAHALL Aa NPAjaBAT CMMITOMM U 3H2LM Ha
HecakaHu AejcTBa

No aaMyHUCTpauMjaTa Ha HHjeKuujaTa
e Mpouenere ro BUAOT BeaHalu NO MHjeKTUpatbeTo (co ABUKEHE Ha pakaTa "NU

Gpoete Ha npCTUTE)
¢ Beguaw no HHTPaBHTpeanHaTa WHjekUUja, NAUMEHTUTE NALUEHTUTE Tpe6a

Aa ce HagrneAyBaaT Nopagu 3ronemMeH MHTpaokynapeH T1PMTMCOK

® [fo uxrpaBurpeanka uHjekuuja, ynarere ru nauyeHTUTe BOHAW AaNpujaBatT
Guno KakBu CMMITTOMM KOU yYkaxyBaat Ha GHAOQT8J1MMWTWC (Ha np: Gonka-ao
OUUTE, UPBEHNNO HA OKOTO, choTOdobuja, 3aMaTyBalbea BUAOT) EN

A

eep3uja 2, oxmomepu 2024 5



BANHM BEBBEHHOCHVI MHOOPMALMM 3A J1EKOT EYLEA

KOHTPaUHAUKALIUU
EYLEA e KOHTPAaUHAMUUpPaHa npy:

e XUTNEPCEH3ATHBHOCT Ha aKTUBHATA CyncTaHyyja ahnuGepuent unu Ha 6uno Koj of
EKCUUNUEHCUTE HaBeAEHU BO AenoT 6.1 BO 3GUPHUOT vsBeuTaj 3a OCO6MHMT6 HA NeKOT.

e AKTMBHA OUHA WU NepvoKynapHa MHcherunja.
e AKTMBHO TeLUKO UHTPaOKyrIapHo Bocnanenue,

MoceGHu npeaynpeayBaba 14 MepkM Ha NpeTnasnuBoct npu ynoTpeba

Peakuuu noBp3aH4 CO MHTP2BMTP62J1HW UHjekLuu
MHTpaBuTpeañHuTe UHjeKUUU, BnyyyBajku ru U OHMG co Eylea, ce noBpsaHh co
EHAOTANMUTUC, MHTPAOKyNapHO BOCHANEHUE, permaToreHa peTuHANHA aOnauyja, KAHeHE Ha

peTuHata u jaTporeHa TPayMATCKa KATAPAKTA .

+ Cekorauu KOPHCTETE COOABETHA acenTU4Ha TOXHMKA 3a UHjeKTUpalbe Ha NekoT Eylea.
e Maunentute Tpeda ga ce cnegaT no UHjeKTUPAHLETO BO COTJIACHOCT CO nokanHata

npakruka 3a Aa Ce OBO3MOKM PaHO NeKyBalbe AKO Ce NOjaBu UHcberunja.
* Ynatere ru nauwentuTe BeAHal Aa npAjaBaT Guno KaKBA CHMNTOMH WTO ykaxyBaaT Ha

eHAOTANMUTUC Urn Ha Guno Koe Apyro HeCaKaHO AejCTBO HaBeJeHO norope

Annuuupaire ja npenopayanata 403a 11 He TO UHjeKTUpajTe OCTATOKOT OA PACTBOPOT
Guaejku noronem UHjeKTupaH BONyMeH MOXKG Aa AOBeAS AO KNUHUUKU 3Ha4AjHO
aroneMyBälbe Ha HHTPAOKYNAPHAOT NPUTUCOK

3roneMyBaHe Ha HHTPAOKYSAapHMUOT T1PMTMCOK
TpaHsuTopHo 3rorneMyBaHe Ha HHTPAOKYNAPHUOT NPUTUCOK ce 3a6enexaHu BO poK of 60
MUHYTH MO WHTP8BWTPG8J1H8T8 UHjeKLHUjA, BKNY4UTENHO 4 wnjekyyjata Ha nekot EYLEA.

*
HaörbyayBajte ro BAlIUOT nauyeHT No npoljenypaTa 3a UHjeKTupatbe u Öngere
oco6eHO BHAMATENHHU kaj NAUUEHTU CO cna6o KOHTPOINPaH rnaykoMm (He ro
uHjekrupare nekOT EYLEA nogeka uHTpaokynapHuoT NpuTUcoK e 230 mm Hg)

« 3a HONONHUTENHU HHOPMALUU nOrneqHeTe ro AenoOT: FpAXA nocne yHjekrupaHe

UmyHoreHoctT
Nexot EYLEA cogpxu Tepanestcku NpoTenk uv wma noTeHuyjan 3a VIMYHOTEHOCT.

+ Ynarere ru nayMenTuTe BenHal Ha nPpUjaBaT Guno KAKOB 3HaK MAIN CHMNTOM Ha
WHTpaokynapHo BOCHaneHHe (Ha np. poropoGuja unu na Gune
KJ1MHMUKM 3HAK 3A XANCPCeH3UTUBHOCT.

A i À
* 3a AononHATENHU UHcbopMauun norneaHeTe ro AenoT Ha Fpnöka nocne uHjekrupaHe

a

*
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HecakaHu nejcTBa Ha NnekoBu
Hecakanute aejcrBa Ha nekoT ce uctu 3a EYLEA 40 mg/ml (2 mg aosa) u EYLEA 114,3 mg/ml (8
mg 03a).

[naBHuTe 3Haun U CMMIITOMM Ha HeCAKAHU AejcTBa BKnyuyBaa;r:

MuHnuBo 3roneMyBate Ha

MHTDBOKVHBPHMOT FIDMTMCOK

MauuexTyTe moxe Aa AOKUBEAT T1POMGHW BO BUDOT, KAKO WITO ce
MPUBPEMEHO ryGetbe Ha BUAOT, 6onKa BO OUUTE, Xanoa oKOny
M3BOPOT Ha CBETNOCT, UpBeHO OKO, raqeHe USA NOBpakalbe

À

KuHeise Ha ANFMEHTHNMOT

ENNTEN Ha PETUHATA

Pacuen unu oanenyBatbe Ha
MVIMeHTHMOT enuTen Ha

UHTpaokynapHo Bocnanenre,
BKIIYUMTENHO iA

eAHOŸTANMUTUC

Naywentute Moxea HMAaT akyTHO HaManyBatbe Ha

(UEHTPANHUOT) Bug, CreñA TOUKM (LEHTPANHU CKOTOMN) 4

MCKPMBGH BUA CO OTCTanyBalbe Ha BEPTHKANHU Mu
XOPU30HTANHU J1MHWM (MeTaMophoncyja).
Kaj nauueHTuTe MOKQT fa ce jaBaT: HeHagejHu 6necouw Ha CBeTNUHA,
HeHanejHa nojasa unu 3roneMyBae Ha 6pojoT Ha BUTPEANHU
jonaljuTeTu, 3aBeCa npeky Aen Of BMAHOTO none 14 NPOMEHH BO BUT.PETUHATA

Kaj nauneHTuTe Moxar fa ce jaBar: Gonka BO OKOTO Urn
HENpUjATHO 4yYBCTBO, BJ1OLCHO LipBeHuNo, cboTocbo6yja unu
CEH3UTUBHOCT Ha CBETNUHA, OTOK 11 NPOMEHHA BO BUAOT, KAKO
WTO ce Haïno BNOWYBArbe UNM 3aMaTyBatbe HA BUNOT.

KaTapaTka (Tpaymatcka,
Hykr1eapHa, cyGkancynapua,
KOPTUKANHA) UNU 3aMaTyBarbe
Ha nekata

Kaj nauneHTuTe MOKAT fa Ce jaBaT NoManky jACHU J1MHMM U

opmu, CeHKu y Gou 3a pasnuka Of NPETXOAHO 4 MPOMEHN BO

BUAOT.

Mornegnere ro genoT 4.8 on 3GUPHUOT U3BeLLTAj 3a OCO6MHM Ha J1GKOT 3a LerOCHUOT OMC Ha
HecakaHuTe AejcTBa.

CnpaByBatbe Co HeCakaHuTe AejcTBa Nocne HHjeKTHPaHETO

Bo cny4aj na ce nojasn Guno KakBo HecakaHo AejcTBa Kaj BauumoT nalWeHT, naLUEHTOT Mopa da
UMa HenocpeseH npucTan AO ocpTanmonor.

CnpapyBarseto co CUTE HecakaHu nejcrBa, BknyuyBajku Tu 4 OHNE noBp3aH4 CO npOLeAypaTa 3a
UHTPaBUTpeañHA HHjek{Uja, Tpe6a Aa ce HanpaBu Cnopeg YTBPACHATA KAUHUYKA Npakca u/unu
cnezejkn rn craHgapqusupanute ynatcTBa.
agomkuTenHo € CeKOj nekap Aa ro npujasu cexoj COMHOK 3a HECAKAHO AejCTBO.

nejcTBa, nornegHeTe Bo den 4.8 on 36UPHHOT M3BeUTaj

Im
{ HE
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NOCEBHU MEPKM 3A UYBAIbE HA JIEKOT

UyBaïTe ro BO F&AHUNHUK (2-8°C).

x He ro 3amp3HyBajre.

44
Uysajre ja Bujanata BO HaABOPEULIHOTO NakyBatbe 3a Ja Ce 3aLuTUTU OA CBETNUHAa.

N
Mpea ynotpe6a, HeoTBOpeHaTa Bujana Ha nekoT EYLEA moxe na ce uyBa
Ha co6Ha Temnepatypa (nog 25°C) HajmHory 40 24 aca.

Room temp
below 25°C

Mo OTBOpalbeTO Ha BujanaTa, npononxeTe co annukayyjata Bo acenTHuHK ycnosBu.

N

à& >
+

+
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Buana 40 mg/ml (ao3a on 2 mg) u 114,3 mg/ml (no3a on 8 mg), pacTBop 3a yHjekrupaH-e

1 MpoBepete ro By3yenHo pacTBOpOT M M3BaeTe TO Kanayero Ha Bujar1ara,
BaxHo e LRPWLOT 4a ce HanonHu co Eylea on Bujanata, KopuctejKu
'ACENTUUHA TEXHUKA.
ACMCTGHTOT TpeGa Aa Tu W3BILLM CJ1GAHMTG 4EKOPU (HA CJ1MKMTG NOMOWHUKOT
e npukaXAH CO NOTEMHA pakaBuuu): MaBadeTe ro on ppuxunep KYTMBUGTO BO

koe e cknagupaHa Bujanata. OTBopeTe ro KyTUBYETO 11 U3BaJETE ja BUjanaTa.
NpoBepere ro nakyBalbeTO, OAHOCHO HanenHuyata Ha Bujanata 3a na ce
ocurypate neka CTe ja 3emane BUCTMHCKaTa jauyHa Ha Eylea. Bujanata He

TpeGa na ce CTaBa Ha CTepunHa noBpu1mHa Guaejku HejauHaTa HagBopewHa
MOBPLLUNHA He e CTepunHa. BHatpewHocta Ha Bujanata e CTepunHa.
BusyenHo npoßepere ja Bujanata u conpx4HaTa. OTcrpaHeTe ro
IJ18CTWUHOTO Kanaye u aesuHbuuupaire ro HAABOPELLIHUOT Aen OA TYMEHUOT
3aTBopau Ha Bujar1a.

2 Mpuxayete ja duntep urnata

KpanucbukyBaHuoT nekap Tpe6a na ru cnpoBege npeocraHaTuTe
YEKOPN KOpUCTejku CTepunHa TEXHUKA, BKNYYMTENHO U ynoTpeGa
Ha CTepunHA pakaBuuu: Kopuctejku acentu4Ha TexHuka,
npukauere ja 18 G METMUKPOHCKaTa unTep urna, COAP'KaHa BO

NakyBatbeTo Ha 1 mL crepunHuor Luer-Lock wnpuy f >A S
3 Buecete ja urnata Bo Bujanata

BHecere ja dunTep urnata BO WeHTapoT Ha 3aTBOPAUOT Ha
: Bujanata AOneka UTNATA YeNOCHO He Ce BMGTHG BO BUjanaTa

M BPBOT Ha UrnaTa He ro AOnpe AHOTO NU AONHUOT pa6 Ha

B4janaTa

4 > Bhecere ja urnata Bo Te4HOCTa
Visgneuere ja yenata cogpxuHa Ha Bujanata EYLEA Bo wnpuuor,
Apxejku ja BnjanaTa Bo ucnpaBeHa nonox6a, Manky MCKOCEHO Aa ro
oOnecHu WOJIOCHOTO NOBNeKyBatbe. 3a Ja Us6erHeTe BOBNeKyBalbe
BO34YX, NPOBepeTe Gann KOCMOT BIB Ha UrnaTa Ha GWJ1TGDOT
€ TOTOTIGH Bo TeuHOcTa. Npogomxete na ja HaBenHyBaTe BujanaTa
3a BpeMe Ha N3BrlekyBätseTo, APKEjKU TO HAKNOHOT Ha cbuntep
urnata, NOTONeH BO TEUHOCTA. Needle Bevel

Pointing Down
Solution

: BHuMaBajTe knunoT fa 6uge AOBOJ1HO NaBneyeH HaHasag Nonexra ja
npasHUTE Bujanata 3a {a ja ucnpasHuTe YenocHo dbunTep urnatata.

.5 Hssneuere ja punrep urnata
OaBprere ja u npaBunHo pnere ja bunrep urnata. en
'He ja kopucTeTe cbuntep urnata 3a MHTpaBuTpeanna uHjekuujas

3

Cs
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13eep3uja 2, oxmomepu 2024



MpasynHo NO3MLMOHUpatbe Ha KNMAOT € KNy4HO.

HenpaBunHoTo NO3UUUOHYPAHE Ha KNMNOT MOXE Da HoBene no BHeCyBalbe Ha noBeke nnn
nomanky OA O3Ha4eHaTa A03a. NornegHeTe ro npuMepoT nogony 3a BonyMeH og 0,05 ml, a
MCTOTO Baku M 3a BONyMeH OI 0,07 ml.

vMpasunHo nosuuuoHupate X HenpasunHo nosuuuoHuparse

Pactsop no oTcrpaHeT Pactsop no OTCTpaHeT
OsHaka 3a BO3HJLIHM Meypuuiba 4 i OsHaka 3a BO3AYLUHU Meypuyiba U ;

203a 04 BMLUOK Ha leKoT403a 04 BULUOK Ha NeKOT
0,05 0,07 ml

PameH
pa6 Ha
KJ1TTOT

En

PameH
pa6 Ha
KNUNOT

IN I,
9 : HeuckopucreHuor MEAMUNHCKU Nek HIN OTNANEH MaTepyjan cbpnete ro BO COFNACHOCT CO

nokanwuTe NIPONMMCH.

*
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NPUJABYBAIbE HA HECAKAHM DEJCTBA

MpujasyBaHeTo Ha HecakaHuTe gejcrBa perucTpupaHu no AOGuBatbe Ha OFOGpenue 3a CTaBatbe Ha

NeKOT BO npomeT € OZ roneMa BaXHOCT. Ha oBoj HauyH ce obes6enysa KOHTUHYHPaHO cnesetbe Ha

KOPUCTa HACNPOTU 0W3MKOT Og YnoTpe6aTa Ha NeKOT. SAPABCTBEHUTE PAGOTHUUU MoKe da ro npujaBaT
cekoj COMHEX 3a HECAKAHO HEjCTBO 04 NekoT BO HALMOHANHUOT LOHTEP 3a DapMakOBUrANAHUA npu
AreHunjata 3a nekoBu 11 MEQNUNHCKU cpeacT8a (yn. CB. Kupun u Meroaui Gp. 54 kat 1) unu no

ENIEKTPOHCKN NaT npeky Be6 CTpaHata Ha Arenunjata http://malmed.gov.mk/

HononHyTenHo, HecakaHuTe AejCTBa 04 NekoT MOXKG fa Tu NPHjABUTE u HO HOCUTENOT Ha

ono6peHyeTo 3a CTaBalbe Ha NeKOT BO NpomeT BO PenyGnuka CesepHa Makegonuija: Bayer 400
Jby6rbana, NpetcraBHuuTeo Cronje, Yn. AHTOH Tonos 6p.1, nok. 4/mMe3./nam.2, 1000 Cxonje Ha Ten
02 3124 055, unu kaj ogroBOpHOTO Nuye 3a chapmMakoBurunaHua:
KocTan11nka TaBas0Ba Koaapesa, ren.070 344 015 unu Ha e-nouTa: kostadinka.kozareva@bayer.com

Co opoj Boguy 3a nekapu aocTanHa e u Bugeo nopaka 3a
nocTanka Ha HHTPABUTPEANHO HHjeKTUpaHe Ha NeKoT Eylea.

Ha MHTP2BMTPGAJ1HO UHjekrypaHe Ha NekoT Eylea,
ckeHypajre ro QR KOAOT

3a nperñez Ha BUAeO NopakaTa CO UHCTPYKUUU 3a NOCTanKa
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