
Eylea pactBop og 40 mg/ml 3a MHjekTMpatbe Bo Bujana
Adaubepuent (Aflibercept)

Npeg ynotpe6a Ha eKOT BHAMaTeNHO NpounTajte ro ynaTcTBOTO.
e Yyeajme 20 ynamcmeomo. Momebu ke mpe6a da 20 npouumame noemopuo.
e AKo umame OononHumennu Npawatba, obpameme ce Kaj Bawuom nexap
e Ako nouycmeyeame Hecakanu edexmu, 360pyeajme co Bawuom nexap. Oea exnyyuyea 6uno

KaKeU MOJHCHU HECaKaHU eq@ekmu Kou He ce onuwaHu BO Oea ynamcmeo. Budeme den 4.

BratpewHoTo ynatcTBo CoApKU:
1. Limo npemcmaeyea nexom Ajnea u 3a wmo ce ynompe6byea

Limo mpe6a oa 3Haeme nped 0a npumume Ajnea
Kako Ke Bu 6ude dadena Ajnea

4. Monuu Hecakanu Oejcmea (eq@exmu)
5. Yyearbe Ha nexom Ajnea
6 Codpicuna Ha nakyearemo u Opyeu ux@opmauuu

2.
3.

Eylea / Ajnea 40 mg/ml PacTBOp 3a MHjekTMparbe BO BUjana
Aflibercept

e AKTMBHa cyncTaHuyja: adavu6epuent. Egua sujana cogpxu 100 mukponutpu, wto e
@KBUBa/IEHTHO Ha 4 mg adaubepuent. Egua Bujana oBo3smomKyBa go3a of 2 mg
adanuGepuent Bo 50

e NomownHu cyncTaHumu: nonncop6at 20, HaTpuym guxugporeHdochat MoHoOxugpatT (3a
Kopekuyja Ha pH), AWHaTpYyM xugporenpochat xentaxngpaT (3a KOpekunja Ha pH},
HaTpuyM Caxapo3a, BOAa 3a MHjeKUMK

Ume uv appeca Ha HOcHTenoT Ha Of06peHnero 3a CTaBatbe BO Npome}:
Bayer doo Ljubljana, NpetcrasHuwtsBo Ckonje
Ya. AHTOH Nonos 6p.1, nok. 4/me3./nam.2, 1000 Cxonje

Ume uv agpeca Ha nponsBogutTenoT:
Bayer AG, Millerstra&e 178, D-13353 Bepann, Tepmanuja unu Bayer farmacevtska druzba d.o.o.
Bravniéarjeva 13, 1000 Ljubljana, Slovenia

1. Ulto npetcrasysa JI@KOT Ajnea u 3a WTO ce ynotpe6ysa

pVE DHS

Ajnea e pacteop Koj ce MHjeKTMpa BO OKOTO 3a IeKyBalbe Ha OUHM GonecTn Kaj
- HEOBaCKy/apHa (BNakHa) CeHY/IHa MakyfapHa fJereHepauyja, HajYecto no3
CeHU/Ha Maky/lapHa fereHepaunja (CMA)
~ HapylWweH BUA, NopasV Maky/apeH efeM KOj HacTaHan cekyHAapHo 3apaN petu
okny3uja (OkNy3vja Ha fpaHKa Ha peTHHaNHa BeHa (OFPB) uau oKAy3uvja Ha UEHTpanHa peTMHanHa
BeHa (OLIPB)),
- HapyweH BMA NopaAN AnjabeTcKu MakynapeH efem (MME)
- HapyweH BMA1 NopasM MuvonMYHa XOpoNsanHa HeoBackynapu3zauyja (MMONM4Ha XHB).

+ PaoY
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Eylea pactsop of 40 mg/ml 3a uHjextTupatbe Bo Bujana
Adan6epuent (Aflibercept)

Adau6epuent e aKTUBHa cynctanynja Bo Ajnea Koj ja GnoKupa akTMBHOCTa Ha rpyna Ha dakTopu
no3HaTM KaKO BackyfapeH eHAOTeENeH dakTop Ha pact A (VEGF-A) u nnaueHTeH dakTop Ha pact

(PIGF).

Kaj nayweHtu co BAaxkHa nv Muonuuna XHB, osue hakTOpN BO BUWOK, Ce BKYYeHK BO

a6HOpMaNHO Mopmupalbe Ha HOBM KPBHMW CafOBM BO OKOTO. OBne HOBM KIBHM CafoBu more fa
npeAv3sukaat MpoTeKkyBalbe Ha KPBHM KOMMOHEHTM BO OKOTO EBEHTYa/IHO Ala fw OLUTeTaT TKMBaTa

BO OKOTO OAOBOPHH 3a Bug.

Kaj nauneHtu co oKny3uja Ha UeHTpasHa peTMHa/Ha BeHa (OLIPB) ce nojaByea 6noKaga BO

OCHOBHMOT KpBeH Cad, LTO TpaHcnopTupa KpB Of, MpexKHMUaTa. Kako ofrosop Ha OBa VEGF HuBoata

ce NoKaYyBaaT, NpeAN3BnKyBajku MCTeKyBalbe Ha TEYHOCT BO MpexKHuuaTa M TOa npegu3BukyBa

OTeKYBalbe Ha Maky/aTa (AeNOT Ha Mpe>KHULaTa OATOBOpeH 3a jaceH BUA), WTO Ce HapekyBa

Maky/apeH egem. Kora Makyfata OTeKyBa CO TEYHOCT, LEHTPaNHMOT BUG CTaHyBa MaTeH.

Kaj naynentute co OFPB, egha "nu NoBeke rpaHku Ha OCHOBHMOT KPBeH Cag LITO TpaHcnoptupa KpB

Of Mpe>KHuLaTa e GoKMpana. VEGF HuBoaTa Ce NOKaYyBaaT KAKO OAFOBOp Ha MCTEKYBalbeTO Ha

TCUHOCT BO Mpe@KHULaTa UM TOa npeauvzsukyBsa MakyNapeH efem.

Auja6etcku MakyNapeH efeM @ OTOK Ha Mpe>KHUuaTa, LTO Ce nojaByBa Kaj nauWeHTn Co ANjaGeTec,

nopafu UcTekyBatbe Ha TCUHOCT Of KPBHMTe CafoBu BO MakysiaTa. Makynata e Jen of, MpexKHuuata,

OgroBopua 3a jaceH Bug. Kora MakyfaTa OTeKyBa CO TeYHOCT, LIEHTPaHMOT BUA, CTaHyBa 3aMaTeH.

Ajnea ce noKaka KaKO KOj fo cnpeyyBa pacTetbeTo Ha HOBM a6HopmanHn KIBHM CafoBK BO

OKOTO Off KOM 4eCTO MO)KE fa MCTeKyBa TEYHOCT MAK Aa KpBapar. Ajnea moxKe Ba nomorHe BO

cTaOvAN3ZNpalbeTO, a BO MHOTY cAy4an u Aa ja NoAOGpn aary6ata Ha BUgOT Npegu3eukaHa Of
BNakHa ceHMsHa MakyNapHa AereHepaunja (CMA), okny3uja Ha WEHTpanHa peTnHanHa BeHa (OLIPB),

OKAy3Kja Ha fpaHKa Ha peTMHaHa BeHa (OFPB) u qujabetckn MakynapeH egem (AME) vu muonuuna

xOpouganha HeoBackyAapu3auyja (muonnuna XHB).

2. Wto tpe6a aa 3HaeTe npeg Aa Npumnte Ajnea

Ajnea Hema ga Bu 6upe AaneHa BO CnegHnte cnyyan:
Ako cTe anepruynn Ha adanGepuent unn Ha 6uno Koja Apyra COcTOjKa BO OBOj eK
(HaBegeHu BO TOUKAaTA 6).
AKO MMaTe akTMBHa MAM CyCNeKTHa UHdeKUMja BO MIN OKONY OKOTO (OKYNapHa uN
nepvokyAapHa undekyyja).
AKO umaTe TeLUKO BOCnaneHne Ha OKOTO (MHANLMpaHo co Gonka MM UpBeHMAO).

Npeaynpepysara MepKH Ha Mpetna3/Msocr
Pasropapajte co BawmoTrekap npeg fa Bu 6uge Aafen Ajnea:

AKO umaTe rnayKom
AKO cTe umase cnyyan Aa refate UCKpH, cBeTANHAa MM TOUKM Npeg OunTe, 1 ako MMaTe

Haro 3roemyBalbe Ha ronemuuata UM GpojoT Ha THe TOUKM.

H a NpeTxOAHMTe WAMAKO e W3BpweHa WK Ce NAaHUpa ONepauMja Ha OKOTO BO

HeAenu
JM OKAY3uja Ha

co Ajnea He ce
AKO umaTe TewKa dopma Ha oKay3uvja UWeHTpanHa Be

deVE M

TpaHka Ha peTMHasHa BeHa OFPB (ucxemnuna O
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Eylea pacrsop og 40 mg/ml 3a MHjeKTMpatbe Bo BHjana
Adan6epuent (Aflibercept)

Noxkpaj Toa, 3a Bac e BayKHO fla 3HaeTe eka:
Be36equocta u edukacHocta Ha Ajnea, Kora Ce annuunpa BO ABeTe ON BO MCTO Bpeme, He e

UCnMTyBaHa M ako ce ynotpe6ysa Ha OBOj HOUWH MOE Aa AOBGAC AO 3FONEMEH PU3HK 3a

nojaBa Ha HecakaHn AejcrBa.
WUdjekunute co Ajnea kaj HeEKOU NauMeHTM MOKe fa npeau3enkaat 3ronemyBalbe Ha

NPUTMCOKOT BO OKOTO (MHTpaokyAapeH NPUTMCOKR) BO nepuoy og 60 munyTH no

UHjekTMparbeTo. BawnoTAekap Ke ro cnegu oBa No cekoja NHjekunja.
AKO pa3BneTe UHdeKUMja BO BHATPEWHOCTa Ha OKOTO (eHAOdTanmuTHc) un Apyru
KOMMAMKaLNNK, Moke Aa nouyBcTByBaTe Gorka WM NocuAHa HenpHjatHoct (auckomdopr) BO

OKOTO, B/AOLUYBalbe Ha LI|PBEHU/IOTO BO OKOTO, 3aMaTeH WAM HamasieH BUA Kako 3roemeHa
4YBCTBUTe/IHOCT Ha CBeT/O. MHory e BadKHO CHTe CMMIITOMM fa GugaT AvjarkoctuunpaHn M

M3NeKYBaHU LITO e MOXHO NOCKOpO.

Bawnotekap Ke npoBepu fanu umate u Apyru dakTopn 3a pH3nk KOM Moe fa ja 3ronemMatT

MOMKHOCTa 3a paCKMHYyBalbe WM OfenyBalbe Ha EACH OF] CNOEBMTE BO 3aAHNOT AeN Ha

OKOTO (peTMHA/HO paCKMHyBalbe WIM OANeNnyBalbe VU OANeNyBalbe UNM PacKNHyBalbe Ha

MUTMe@HTHMOT enutTen Ha peTMHaTa), BO TOj cnyYaj Ajnea mopa ga ce faBa co 3ronemena

npeTna3/IMBocT.
Ajnea He tpe6a aa ce KOpUcTH Bo TeKOT Ha GpemeHocta OCBEH aKO NOTEHLMjanHaTa KOPUCT
ro HaAMMHYBa NOTEHLMjaHMOT pU3nk 3a MIOAOT.
Mennte Bo penposyKTuBeH Nepuog Mopa Aa KOPUMCTaT edukacHa KOHTpauenuja 3a Bpeme
Ha Tepanujata HajManky yute Tpu MeceuM No nocAeAHaTa NHjekuUMja Ha Ajnea.

Cuctemckata ynotpe6a Ha VEGF unxu6uTopnte, cyncTaHuMn CAMYHM Ha OHMe Cogpxann Bo Ajnea,
NOTeHUMjaNHO e nosp3aHa CO OMW3WK Off 3rpyTuyBalbe Ha KpBTa nu CO Toa GOKMpatbe Ha KPBHUTe
cagosu (aptepucKu TpomboemG6oncKM HacTaHy) WTO Moke Ja GOBege AO cpueB yaap unn MO304eH

yaap. Noctou Teopetckn pusnk Off BQKOB HacTaH NO MHjeKTMpalbeTO Ha Ajiea Bo OKOTO. Moctojat
OrpaHuyeHn nogatoun 3a 6e36eAHocTa BO NeKkyBalbe Ha NauMenTu co OLPB, OFPB, OME u

mvonuuna XHB, Kou VMane MO304eH YAap WM Maf-Mo304eH yaap (TpaH3VeHTeH MCXeMMYeH Hanag)
unin cpueB yaap BO NocnesAHuTe 6 meceuM. AKo HeLUTO Of, OBa Ce OAHECyBa Ha Bac, Ajnea ke Bu

Ouge AafeHa co npetna3nuBocr.

Noctou camo OrpaHU4eHo MCKYCTBO BO ACKYBalbe Ha
- NauMeHTu co AME nopagn Anja6etec tun |.

- Avja6beTuuapn CO MHOTY BMCOKM NpoceyHu BpeAHOCTH Ha Wekep BO KpBTa (HbA1c Hag 12%).
- Avja6eTuyapn co GonecT Ha OKOTO NpegusBnkaHa Of ANjaGeTec, HapeyeHa NpoAMdepatuBHa
AujabetckKa peTuHonatyja.

Hema MCKYCTBO BO AeKyBalbe Ha

NaMeHTH CO aKYTHHK MHeKUMH.
NauMeHTH CO Apyrn OHM cocToj6n, Kako WTO e OsenyBalbe Ha peTMHaTa WAV

Avja6eTuYapu CO HEKOHTPOsMpaH BMCOK KPBeH NPMTMCOK,
He-a3MCKM NalMeHTM NeKyBaHM CO MMOonMYHa XHB.
NpeTxOAHO AekyBaHn NauMeHTM CO MMONMYHa XHB,
nalMeHTH CO OWTeTyBalba HaABOP OF, LEHTPaHMOT Aen Ha Makysata (e

MMONMUHA XHB.

Ako 6uno Koe 0, Norope HaBeAeHOTO Ce omHecyBa Ha Bac, BawnoT jekap K

OBOj HEAOCTaTOK Ha VHopmaumn Kora Ke Be nekysa co Ajnea.

Aeua vu aponecuentn
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Eylea pactsop og 40 mg/ml 3a MHjekTupatbe Bo Bujana
Adau6epuent (Aflibercept)

He e npoyyyBaHa ynoTpe6aTa Ha Ajnea Kaj BO3pacHn MV afoNecyeHTH Nog 18 rognwina Bospact,
3aTOa WTO BlaykHaTa CeEHM/IHa MakyfapHa AereHepaunja (CM), weHTpanHata peTMHaHa BeHCKa

okny3uja (LIPBO), auja6betcKu MakyfapeH egem (JME) uw muonnuna XHB ce jaByBaat camo kaj
nocrapu Anya. Of THe NPY4NHH He e peneBaHTHa ynoTpebaTa Ha Ajnea Kaj OBaa BO3pacna rpyna.

Apyrn nekosn u Ajnea
Kakete my Ha Bawmot fAekap Jasin KopucTute, cTe KOpucTene WJ1W Gu MOKere Aa KOpUcTUTe Guno
KaKBy Apyr AeKoBH,

BpemeuHoct
Kennte 60 penpoAykTuBeH Nepnog Mopa Aa KOpKcTaT edukacHa KOHTpauenuvja 3a Bpeme
Ha Tepanujata vu HajManky ywte TpM meceun NO NocNnegAHaTa UHjeKuUYja Ha Ajnea.
Hema uckyctBo co ynotpe6ata Ha Ajnea kaj 6pemenn KeHH. Ajnea He ce npenopauysa 3a

speme Ha 6pemeHOCT OCBCH ako NOTeHLMjanHuTe GexHeduTu ce noronemu of
NOTeEHUMjaNHMOT OM3MK Bp3 HEposeHOTO AeTe. Ako cre Gpemena WM NNaHupate Aa
3a6pemeuHnute, pa3zroBapare 3a Toa co Bawuot sekap npeg Aa noyHeTe ACKYBalbe Co Ajnea.
Maaw konuuuun Ha Ajnea Moke 2a NpemMuHaT BO Maj4uHoTo MAeKO. EdeKTVTe Bp3 AOEHO
HOBOpoAeHye/AoeHYe Ce HenosHaTn. Ajnea He ce npenopauyBa 3a Bpeme Ha Aoerbe.
Aloxonky Aoute, pasroBapajte co BawmoT nekap npeg Aja noyHete AeKyBalbe co Ajnea.

Bo3etbe 14 KOpncTetbe Ha
No WHjekTUpatbeTo Ha Ajnea MOXHO e Aa NouyscTByBaTe OApeAeHM NpuBpemeHn nopemetyBalba Ha

BUQOT. 3a TOa Bpeme He € NpenopaynuBo Aa BO3MTe MAM Aa KOPMCTUMTe MawuHn.

MHPopMaUNMN 3a HGKOM oO" CocTojKuTe Ha Ajnea
Osoj nek cogpKu nomanky0 1 mmol (23 mg) HaTpvym No 403a WTO 3Ha4N aeka peaHo NeKOT He

cogpDaKu HaTpnymM.

3. Kako Ke Bu 6nge aagena Ajnea

Jlekap Koj e MCKYCeH BO AaBalbeTO UHjeKUMM BO OKOTO Ke Bu MHjekTUpa Ajaea BO OKOTO BO

acenTM4Hy (4UCTH M CTepunHu) ycnoBu.

Npenopayanata f03a e 2 mg adanGepuent (0.05 ml).
Ajnea ce 4aBa Kako MHjekuMja BO OKOTO (MHTpaBuTpeanHa MHjeKuMja).

Npeg camoTo uHjekTMpatbe BawnoTAekap Ke ynoTpe6u CpeACTBO 3a BHUMaTeNHO
UNCTeHbe Ha OKOTO CO Les CnpeyyBalbe Ha UHdeRKLIMja. BawnoTNekap MCTO Taka Ke Bu pane u

NokanHa aHecTesnja, 3a Aa ja HAMANN MAM Cnpeuu eBeHTyaNHatTa GosiKa, Koja eBeHTyaNHO 6u ja
nouyscrByBae CO MHjeKTUpatbeTo.

Branca CV,

Nauneutute co BlakKHa CeHMAHa Maky/apHa AereHepal ekyBaaT CO efHa UnjeKuUNja
Ha meceu, BO Tpu NOCNeAOBaTeNHN 403K, No wTo cn Ha CeKON 4Ba Meceun

A
Bawuor nekap Ke Aan TepanucKoT UHTe aut Ke 6uge 3afpKan Ha

ABa meceua MAM NocTeneHo Ke 6uge npo" @H MHTepBasl, AOKosKy
Bawata coctoi6a e cra6urna JoKonky Bawata co78)8g e SOWA wig BaNloT nomery
VHejKUMNTe Moe fa Guge HamaneH

3rov
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Eylea pactsop of 40 mg/ml 3a unjextupare Bo Byjana
Adanbepuent (Aflibercept)

Hema notpe6a aa omute Kaj BawwnvoT neKap BO BPeMeHCKMOT nepnog, nomefy ABe MHjeKLMM, OCBeH
AKO He NOYYBCTByBaTe HEKakBU NpoGAemu MAN ako NeKapoT Bu Kakan NouHaky.

Makynapen edem cekyHoOapHo Ha pemuxanna eeHcKa oKny3uja (oKny3uja Ha 2paHKa Ha pemuHanna
eena OFPB unu oxay3uja Ha ueHMpanHa pemuHanua Bena OUPB)

Bawnot eKap Ke ro ofpean HajcoogBeTHuoT pacnopeg 3a Baweto nekyBalbe. Baweto AeKyBatbe Ke
ro noYHeTe CO cepvija Ha MHjeKUMH Ha Ajea.

VHTepsanot nomery ase uHjeKuMU He TpeGa Aa Guge nokpaToK Of efeH Meceu.

Bawnotnekap Moke Aa OANyyN Aa ja npeKnHe Tepanujata co Ajnea, ako HemaTe KOpUCT Of,
KOHTMHYMpaH TpeTMaH.

Baweto ACKYBatbe Ke NPOAOAKM CO MeCeYHM MHjeKUMM AofeKka Bawata coctoj6a e cra6unna. Moke
Aa 6ugat noTpe6Hn Tpu van noBeke MeceyHn MHjeKUMH.

Bawnot fekap Ke ro cnegn Bawuot ofrosop Ha Tepanujata MOE Aa FO RPOAOJIXM NeKyBalbeTO
npeky nocreneHo 3ronemyBalbe Ha UHTepBanoT nomefy Bawute UHjeKWNH, 3a OAPKyBatbe Ha

cTa6unua coctoj6a. Ako Bawata coctoj6a nouHyBa Aa ce BAOWYBa CO NOAOMF Tepanuckn UHTepBan,
Bawnotnekap Ke ro CKpaTW MHTepBa/OT COOABeTHO.

Bp3 OcHoBa Ha Bawnot ogroBop Ha Tepanujata, Bawnot AeKkap Ke ogyun 3a pacnopevoT Ha cneAHN
npernean uv TpetTmaHn.

makynapeu edem (AME)

Nauventute co AME ke 6uat nekyBann co eAva MHjeKUMja Ha mecel, BO NeT NocnesOBaTeNHU f03u,
a notoa cnegu no efva UHjekyYja Ha CeKOU ABa Meceun.

UHTepBanoT Ha eKkyBalbe Mokea 6ue ce OApKM Ha CeKON OBa MeceuW WAN fa Ce Npunarogn Ha

BalwaTa CocToj6a, Bp3 OCHOBa Ha UCNUTYBalbe Of Bawnor sekap. BawnuortT nexap Ke ogyyn 3a

pacnopeoT Ha CAeAHUTe KOHTpOMM.

BawuoT AeKap Moke Aa OAyUN Aa FO NpeKuHe NekyBalbeTO Co Ajnea, ako yTBpau Beka HemaTe

KOPMCT Of, KOHTMHYMpaH TpeTMaH.

Muonuyna XHB

Nauneutute co mvonuuna XHB Ke CO EAMHeUHa MHjeK o6ueTe

no
"uy

aHece
aobpuna

ns
VnTepsanoT nomefy Ase He TpeGa Aa Guge noKpaToK e

Ako Bawata cocToi6a ja cHema noBTOpHo ce nojaBu, BawuoT nekap pecraprpy
AeKyBalbeTO.

BawnoTnekap Ke omnyun 3a pacnopesoT Ha CAegHuTe Npernean.

Ako cTe nponywituje go3a Ha Ajnea
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Eylea pactsop of 40 mg/ml 3a uHjekTupatte BO Bujana
Adan6epuent (Aflibercept)

3akakeTe HOB TEPMUH 3a Nperneg MHjekuMja.

NMpeknHyBatbe Ha NekyBatbeTo co Ajnea
KouHcyntupajre ro BawmuoT Aekap npeg Aa ro npeknHeTe AeKyBalbeTO.

AKo 6uso KaKBM AONO/HUTENHM Npawatba 3a ynoTpebaTa Ha OBO] NeK, KOHCy/THpajte ce co
BawmorT fekap.

4. Mo>KHM HecakaHn edektn

Kako M CUTe AeKOBI, M OBOj AeK MOKE Aa npean3Bnka HECaKaHn edekTu UaKO THE HE ce jaBysaaT Kaj
cekoro.

NoTeHuvjanHo moe Aa ce NojaBaT aneprickn peakunn (xunepceHsuTMBHOCT). Tue MoKAaT fa
6ugat cepvo3Hn uv Gapaat BeAHal Aa FO KOHTaKTMpate Bawuornekap.

Co agmunuctpaunjata Ha Ajnea, Moke fa MMa HEKOM HeCaKaHH e*eKTH KOM B/IMjaaT Ha ouute, KOU
ce pe3y/TaT Ha NOCTanKaTa Ha MHjeKkTMpatbe. Hekou og oBve moe fa GusaT cepnosHn u

BK/YYyBaaT caennso, Cepvo3Ha MHdekuMja WIM BOCNaNeHNe BO BHaTpewHocta Ha OKOTO

(eHgodtanmuTic), ognenyBatbe, packKMHyBalbe MAM KpBapelbe Ha CNOjoT 4yBcTBuTeNeH Ha
CBeTAMHa BO 3afHMOT aen Ha OKOTO (ognenysatbe MAM PackuHyBalbe Ha peTMHa), 3aMaTyBalbe Ha
Nekata (KaTapakta), KpBaperbe BO OKOTO (BUTpeanHa xemoparnMja), ognenyBalbe Ha ren-cAMuHa
cyNcTaHuyja BO BHATPeLWHOCTa Ha OKOTO Of peTMHaTa (OAenyBalbe Ha CTAKMeECTOTO TeN0),
3TOEMyBalbe Ha T1PMTMCOKOT BO BHATPeUHOCTAa Ha OKOTO, BAN Aen 2. OBve cepuo3Hu HeCakaHn

edekTM KOM B/MjaaT Ha OUNTe Ce cnyyyBaat Kaj Nomasky 0g 1 Ha 1900 uHjeKunn BO KIMHNYKUTe

cTygun.

AKo nouyscTByBaTe HeHagejHO HaMaNyBalbe Ha BMAOT MM 3ronemena Gonka UM LIpBeHMO Ha

OKOTO Nocne UHjekuvjatTa, BeAHal KOHTaKTMpajte ro Bawuotnekap.

Jincta Ha npujaBeHu HecakaHn edekTu
CneAvaBa AMCTa Ha NpvjaBeHu HecakaHn edekTu moe Aa Ouse NoBp3ana Co noctankata Ha

MHjeKTMPalbe WIM Ha NeKOT. Be MONMMe fla He Ce BO3HEMMpyBaTe, MoKe Aa He Bn ce nojaBn HMTY

efiHa of osne. Cekoraw pa3roBapajre co BawnoT fAekap 3a 6uAO KaKBU COMHMTeAHM HecakaHn
edektu.

Muory 4ectn HecakaHn edextn (mone Oa ce jasam Kaj nogeke 00 1 Ha 10 nyée)
BNOWYBatbe Ha BUZOT
- KpBapetbe BO 3aAHUMOT Ae Ha OKOTO (KpBapelbe BO MPe*HULaTA)
3aKPBaBeHO OKO NpeAN3BuKaHO Of KpBapetbe Of ManuTe KpsHU CaAOBM BO HagABopewHuTe
cnoesu Ha OKOTO

60/Ka BO OKOTO

Yectn HecakaHn edektn (monte Oa ce jaeam Kaj HajmHoey 1 od 10 nyée)
Ha B OKOTO, WTO

Ha BMAOT (packnnyBatbe Ha NVMPMeHTHMOT enuTen Ha &THataPAQANENYS

- AereHepauyja Ha peTMHata (npeauseukysa Hapywe
KPBapetbe BO OKOTO (KpBapetbe BO CTaK/eCTOTO Ten

pe3yntupa co 6necoun Ha CBeET/AMHa CO ONaLMTeTH, UIT, yBa.Bo ry6etbe
, PeTMHaHO

omenyBatbe/ packnHyBalbe)

bp
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Eylea pacteop of 40 mg/ml 3a unjextupatbe Bo Bujana
Adanu6epuent (Aflibercept)

ofpefeHu dopmn Ha 3aMaTyBatbe Ha NekKatTa (KaTapakta)
~ OWTeTyBalbe Ha NpeAHMOT CAOj Ha OYHOTO ja6onko (KOpHea)

3rONeMyBalbe Ha NPUTMCOKOT BO OKOTO

TOUKM WTO ce ABMKaT pu rnefatbe (onauntetn)
ogylenyBatbe Ha reA-caMyHa CyncTaHuMja BO BHaTpewiHOCcTa Ha OKOTO Of peTMHaTa
(oqnenysatbe Ha CTaKNeCTOTO TeNO, LITO pesynTUpa Co 6NecouM Ha CBeTAMHa CO ONauMTeTu)
4YBCTBO Ha CTpaHo TeNo BO OKOTO

3ro/eMeHO coszetbe
OTEKYBalbe Ha OYHMOT Kanak

KPBapetbe Ha MECTOTO Ha MHjekTMpatbe
UPBeHMO BO OKOTO

cocToj6u wTo ce 3Hae AeKa Ce NOBp3aHN CO BNa>KHa CMA; 3a6eneKaHn Camo Kaj NauveHTH
co BnakHa CMA

*

Hesoo6nuaenn HecakaHn edektn (more Oa ce jaeam Kaj HajmHozy 1 00 100 nyée):
anepruckn peakunu (xunepceH3suTMBHOcT)**
cepno3Ho BHAaTPeWHO BOCNaNeHve UNM MHeKuUNja Ha OKOTO (eHAOdTaNMUTHMC)
BocnaieHve Ha 3eHUUaTa WAN Ha Apyru Denosu Ha OKOTO (NpUTHC, YBeEUTHC,
upugounKantuc, 6necok BO npeAua KOMopa)

- a6HOpMaNHa 4YBCTBMTOJ1HOCT BO OKOTO
- Wputauyja Ha OUHMOT Kanak

OTOK Ha NpeAHMOT cNOj Ha OKOTO (porkHuuaTa)
** Bune ipujaBeHu alepruckn peakuMM CJ1MUHM Ha Mcnn, (Npyputyc), anepruja Ha

KOMaTa (ypTuKapuja) HeEKONKY Cryyan Ha anepruja (anadunaKkTM4KH/aHadbunakTouAHH)
peakunn.

Perky HecakaHn edektu (mone Oa ce jaeam Kaj HajmHozy 1 00 1.000 nyée):
cnenuno
3aMaTyBalbe Ha eKkuTe nopagn noBpega (Tpaymatcka KaTapakTa)
pocnaneHne Ha rej-canu4una CyncTaHuja BO BHaTpewWHOCTa Ha OKOTO

THO] BO OKOTO

Bo KAMHMYRMTe UChMTyBalba Guna 3a6enexKaHa 3rONeMeHa NOjaBa Ha KpBapetbe Of, MasuTe KPBHM

CaMOBN BO HaABOPeWHMTe CNOeBU Ha OKOTO (KOHjYHKTMBHO KpBapelbe) Kaj NaLMeHTU CO B/layKHa

CM kon npumaat nekosn 3a pa3peTuyBatbe Ha KpBta. BakBaTa 3ronemeua NojaBa Guna

cnopegnBa Kaj NayveHTuTe NekyBaHn Co paHu6u3yma6 u Ajnea.

Cuctemckata ynotpe6a Ha VEGF uxxnv6utopy, cyncraHuwMu CJ1MWUHM Ha OHMe WTO Ce COfp»KaHU BO

Ajnea, noTeHuvjanHo € noBp3aHa CO 0W3MK Of KPBHU rpyTKH LITO rv 6AOKMpaaT KPBHUTe CafoBu
(aptepucKu Tpom6oem6onnckn HacTaHn ), WTO moKe fa aosesat AO cpueB ygap "AM MO304eH

yaap. Noctou Teopetcky pu3nk Of BaKBU HacTaHu NO MHjekTUpatbe Ha Ajnea BO OKOTO.

Kako UM CO CUTE TepaneBTCKK MpOTeENHH, TOCTOM MOXHOCT 3a VAMYHO/OWKa p a
aHTuTeNa) co Ajnea.

i \
Npujasysatbe Ha HeCakaHu edektTu
Ako go6uete 6uf0 KakBU HeCakaHU edekTn, pasroBapajre co Bawnot nek Opa
MO)KHU HeCaKaHu edexTu WTO He Cé HaBeseHu BO OBa ynaTcTBO. Co npujaB

MOKe Da nomorHete Aa ce o6e36egaT noBeke uHpopmaumn 3a 6e36 3
Ha
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Eylea pactsop og 40 mg/ml 3a uHjektupatbe Bo Bujana
Adan6epuent (Aflibercept)

HecakaHnTe peakunn Of AeKOBUTe moKe Aa NpHjaBuTe BO HauvoHanHnot WeHTap 3a

dapmakoBurunanua Npu AreHuyjata 3a JIGKOBM MW MeAMUMHCKY CpeaActBa (yn.CB.Kupun vn Metoanj
6p.54 Kat 1) wv no eneKTpOHCku NaT npeky Be6 cTpaHata Ha Arenunjata http://malmed.gov.mk/

5. YyBatbe Ha seKoT Ajnea

JlekoT ga ce uyBa Ha mecTa HegocTanHn 3a Aeua!
Jlexot fa He Ce KOPUCTM NO MCTeKOT Ha poKoT 3a ynoTpe6a O3Ha4eH Ha NakyBalbeTo U

HanenHuuata YnoTpe6ansBo Ao:"/ ,EXP". Pokot Ha ynotpe6a ofroBapa Ha NOCNeANMOT AeH Of,
HaBeZeHMoT meceu.
face uysa Bo dpmKngzep (2°C Ao 8°C). Ma He ce 3amp3HyBa.
[peg ynotpe6a HeoTsopenata Bujana mone Aa ce 4yBa Ha CO6Ha Temnepatypa (nog 25°C)
HajMHory fo 24 uaca.

Byjanata ga ce uyBa 80 cBojata HagBopewHa am6ananKa 3a fa Ce 3alTuTn Of, CBeTAMHAa.

Jlexosute fa He ce dpfaat Bo O6u4HNOT OTNaA U Aa He Ce UCTypaaT BO OABOAOT. KoHcyntupajte
ce co BaluMoT dapmauiest Kako Aa rv NekoBuTe KOU NoBeke He KOpucTuTe. OBne
MepKM Ke NomorHaT BO 3a4yByBalbe Ha KMBOTHATa CpeguHa.

6. CopDanua Ha NakyBalbeTo Apyrn MHdopmaunn

Ajnea e pacTBop 3a MHjeKTMpatbe Bo Bujaja (). Pactsopot e Ge360eH Ao Grego KOT.
NakyBatbeTo cogpKn 1 sujana uv 1 guntep urna.

Egua sujana compu u3zeneyeH BONyMeH Of Hajmanky 0.1 ml, WTO e eEKBMBaNeHTHO Ha Hajmanky 4
mg adanbepuent. Eaua Bujana oBo3Mo>KyBa 403a Of, 2 mg adanGepuent Bo 0.05 ml.

Gatym Ha nocnegHa pesusnja Ha TeKCTOT:
05.2024

Bpoj Ha og06pennero 3a craBatbe Ha NeKOT BO Npomer:
15-3646/13, 18.06.2013

Undopmauyunte COAPKaHM BO NOHATAMOWAHMOT TEKCT Ce HAMECHETHM camo 3a cTpy4HutTe
3HPaBCTBeHHM AMLA:

Cexoja Bujana Tpe6a fa ce KOpCTH Camo 3a ACKYBalbe Ha eAHO OKO.

Bujanata comp>Kn noBeke of npenopayanata f03a of, 2 mg abavGepuent (eKBUBaNeHTHO Ha 0.05
ml). BAwoKOT BONyMeH MOpa Aa Ce OThpAU npea aAMMHUCTpaLivjaTa..

Ae .

Npeg Aa 6uge AafeHa A03aTa, PacTBopoT TpeGa Bu3yenHO npucyctBo
Ha TYrM 4eCTMYKH U/ WK Npomena Ha Gojata, unu 6uno
anaukauyja. Bo cnyyaj aa ce yTBpan 6uno Koja of ose a ce dpan

BO Pasi MoT u3rneg npea

a

Npeg ynotpe6a HeoTBopenata Bujana Ha Ajnea moe fa HaCoShia
HajmHory 40 24 4aca. OTKaKO Bujanata Ke ce OTBOpM, fa C v ycnoBu

paTypa (nog 25°C)

3a MHTpaBuTpeanHa MHjeKunja Tpe6a face KopucTn 30Gx% kaurna
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Eylea pactsop og 40 mg/ml 3a nHjektupatbe BO Bujana
Adan6epuent (Aflibercept)

Ynamcmeo 3a ynompe6a Ha eujanama:

1. OTcTpaHete ro nNacTMYHOTO Kanaye 11 Ae3suHpuunpajte ru HAABOPeWHUTe Aenosu Of ryMeHNMOT

cTonep Ha Bujanata.

2. Npukayete ja 18 G NeTMUKPOHCKaTa ustep urna, CoApKaHa BO NakyBalbeTO, Ha 1 ml crepwAHKOT
Jlyep-noK WNpML,.

3. NputucHete ja duntep urnata BO WEHTapoT Ha cTonepoT Ha Bujanata, ce AoAeKa urnata UeOCHO
He Bne3ze BO BHATPELWHOCTa Ha BUjanaTa VU BPBOT Of Urata He fo ZoNpe AHOTO WN AOAHUOT pab Ha

BuUjaata.

4. Kopucrejku adtucentuyHa TexHuka u3BeveTe ja eNaTa COApKUHa Ha BUjasata co Ajnea

U3B/EKYBarbeTO CO Lie Kpajot Ha duntep urnata noctojaHo Aa 6

WNPULOT, Apxejku ja BAjanata AcnpaBeHO MU COceMa Ma/Ky HaBeAHaT pata,Caen
Ha dusiTepNOEAHOCTQBHO 3a fa Ce OHCBO3MOXW

urnata fia e noToNeH BO CO er

46
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Eylea pactsop og 40 mg/ml 3a uHjektnpatte Bo Bujana
AdsuGepuent (Aflibercept)

a

'SS,
Needle Bevel
Pointing Down

Solution

5. Bogete cmeTKa KJ1WT1OT Aa 6uge BOBOAHO NoBNeYeH Ha3ag Kora ja NpasHuTe BUjanata co Wen
KOMNAETHO Ada ja Ucnpa3HuTe muntep uraata.

6. Ussagete ja duntep urnata uv dpnete ja Ha CoomBeTeH Hau.
3a6enewka: muntep urnata He Tpe6a Aa ce KopucTn 3a MHTpaBUTpeaNHo UHjeKTUMpalbe.

7. Kopucrejku aHTMcentu4Ha TexHMKa LBICTO HaBprTere ja 30 G x % MHYHaTa Ura 3a MHjekTHpalbe Ha

/lyep-nok BpBOT Of, WhpuuoOT.

8. LUnpuuot ap ro co urnata Harope WY NpoBepeTe Aanu uma meypuutba BHaTpe. AKo uma

MeypUUiba HeEKHO NOTYYKHETE FO WNPUYOT AOAeKa MeypuutbaTa He Ce Hajrope.

bb

9. 3a Aa rv OTCTpaHuTe cuTe Meypuntea, a 3a

AUNOT Aja ce
o3ata, GaBHo

FIPMTMCHETG TO KJ1MTOT CO UWMAMHAPMYHAaTa OCH a9 $a p
co AMHMjaTa Koja o3HayyBa 0,05 ml Ha Wnpuuor Yo
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Eylea pacrBop on 40 mg/ml 3a uxjextupatbe Bo Bujana
Adau6epuent (Aflibercept)

Solution after
expelling air bubbles

Dosing Line
for 0.05 mi

Flat
Plunger

and excess drug

Edge» 0.

0

0

0

10. Bujanata e camo 3a eAHOKpatHa ynoTpeba. . EkcTpakunja Ha nopekekpaTHU Aosh of enHa
fa FO 3TOJ1GMM OF, KOHTAMMHaLlja M NOAOLIHEKHa

oct coUennot HeNCKOpUCTeH UNUM OTNaAeH MaTepyjan Tpe6a fa 6u
npasuna ¥ 5

mo
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