HPUJIOKEHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHMA TPOAYKT

NEVANAC 1 mg/ml kanku 3a o4u, cycreH3ust

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
1 ml ot cycnensusita cpappka 1 mg Henadenax (nepafenac).

IToMOIIIHO BEIIECTBO C M3BECTHO ACHCTBUE

Bceexu ml ot cycriensusra chappxa 0,05 mg OeH3aIKOHHEB XIOPHI.

3a IIBJIHUSA CHUCHK Ha IIOMOIIHHUTEC BCUICCTBA BHXXTC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA
Kanku 3a oun, cycneHsus

CBeTJI0XKBJITA IO CBETIIO0paHKEBa eHOPOAHA cycnieH3us, pH 7,4 (mpuOIu3uTenHO).

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHU NOKA3AHUS
NEVANAC 1 mg/ml e moka3aH npu Bb3pacTHU 3a.

- [IpodunakTrka u JeUeHUE HA TIOCTONEPATHBHA 00JIKAa M Bh3MaJICHUEe, CBBP3aHH C OIepaIis Ha
KaTapakTa,

- HamansBaHe Ha pricka OT MIOCTOINIEPATHBEH OTOK Ha MaKyJara, CBbP3aH C Omepanus Ha
KaTapakTa IpH MarueHTH ¢ nuadet (Bxk. Touka 5.1).

4.2 Jlo3UpoOBKA M HAYUH HA NPUJI0KEHHE

2!03I/I[ZOBKa

Bwspacmuu, exnouumento cmapuecka ev3pacm

3a npenoTBpaTABaHE M JICUCHUE Ha OOJIKa U Bh3najieHue jo3ara ¢ 1 kaka NEVANAC B
KOHIOHKTHBAJTHUS CaK Ha 3aCETHATOTO OKO (04uMn) 3 IIBTH JTHEBHO, KAaTO CE 3amouBa 1 JeH npean
oreparnuiITa Ha KaTapakTa, IPOIbJDKaBa ce B JICHS Ha ONEepalusaTa U 3a IbPBUTE 2 CEJAMHIIN OT
nmocTonepaTUBHUS reproz. JleueHrneTo Moxe 1a 0b/1e TPOABIKEHO JI0 MBPBUTE 3 CEAMMUIIN Ha
MTOCTOIIEPATUBHUS MTEPHO/T, KAKTO € YKa3aHO OT JieKaps. JlombrHuTeHa Kamka TpsiOBa Jia ce TIOCTaBH
30 no 120 MuHYTH npean onepanusra.

3a HaMasIBaHE HAa PUCKa OT TIOCTOTIEPAaTHBEH OTOK Ha MaKyJjara, CBbpP3aH C OIeparis Ha KaTapakTa
Mpu NManuenTy ¢ nuaber, no3ata € 1 kanka NEVANAC B KOHIOHKTHBAIHHA CaK Ha 3aCETHATOTO OKO
(oum) 3 TBTH JHEBHO, KATO CE 3amoyBa | JeH Mpeau onepanusITa Ha KaTapakTa, IpoIbJDKaBa ce B ACHS
Ha orepanysaTa u 1o 60 JHA OT TOCTOTIEPATHBHUS MTEPHUOJ, KaKTO € YKa3aHO OT JIeKapsl.
JonbiauTenHa Karka TpsOBa aa ce moctasd 30 10 120 MUHYTH IIpEIU ONepalusITa.

Cneyuannu nonyiayuu

Tayuenmu c 6v0peuro uiu wepHoOpooHo yepedtcoane

NEVANAC He e mpoydBaH Ipy NAIEHTH C YePHOAPOOHO 3a00siBaHe Uil OBOpEeUHO YBpEKIaHEe.
Henadenak ce enumuHrpa OCHOBHO 4pe3 OnoTpaHchOpMaIisl 1 CHCTEMHATa EKCIIO3UIS € MHOTO




HUCKa CIIe]] IOKAJTHO OYHO MpHiIokeHne. He e Heo6xommMo KOpUrupaHe Ha 03aTa Py Te3n
TIAI[UEeHTH.

Ileduampuuna nonynayus
besomacHocTTa 1 epmkacHoctta Ha NEVANAC mipu nieria vt 'oHOIIN He ca yCTaHOBEHH. JIumcBar
nanad. He ce mpenopsuBa yrorpeba npu Te3u MAIlMEHTH JO MMOJTyYaBaHEeTO Ha JOBIHUTEIHU JTAHHH.

Tonynayus 6 cmapuecka 6v3pacm
He ca mabmronaBanu pa3nuky B 0€30MaCHOCTTA U €pEeKTHBHOCTTA MEX/TY MAIIHEHTH B CTapUYecKa

BB3PACT U IMO-MJIa/lv MMallUCHTH.

Hauun Ha npuitoxxeHue

3a OYHO MPUIIOKEHUE.

[TanmenTure TpaOBa 1a ObJAT MHCTPYKTUPAHU J1a pa3Kiamar qo0pe OyTuikara mpeau ymnorpeoa.
Cren xato Kamadkara € CBaJIeHa, aKo 3alllUTHHUAT IPBCTEH € XJ1a0aB, MaXHeTe To, IpeIn a
W3M03BaTE MPOIYKTA.

AKoO ce U3M0JI3Ba MOBEYE OT €AMH OPTAIMOJIOTUYCH JIEKAPCTBEH MPOAYKT 32 JIOKATHO MPHIOKEHHE,
JIEKapCTBEHUTE MPOLYKTH TPsOBa Jja ce mpuiiaraT Ipe3 HHTEepBaj oT moHe 5 MuHyTH. OYHHUTE Ma3n
TpsiOBa Jia ce MPUJIArat MmociIeIHU.

TpsiOBa na ce BHMMaBa Jla HE Ce JIOKOCBAT KJICMauyuTe, 3a00UKaJIAIIaTa TH 001aCT WIH JAPYTH
MOBLPXHOCTH C BPHXUETO Ha alTMKATOpa-KarnkoMep Ha OyTHIIKaTa, 3a Jia ce MPeanassT OT
3aMbpCABaHE AITMKATOpa-KamkoMep U pa3TBopa. [larueHTute TpsaoBa 1a ObJaT HHCTPYKTHPAHH /13
ChbXpaHsBaT OyTUIIKAaTa IUIBTHO 3aTBOPEHA, KOTaTo HE CE M3I0JI3Ba.

AKo ce TporycHe J103a, TpsA0Ba Ja ce MPUIIOKHU eTHA Kallka Bb3MOXKHO Hail-CKOpo, TIPE/IU J1a ce
npeMHUHEe KbM 00MYaiHOTO MpuiiokeHue. Jla He ce u3Mmoi3Ba JBoifHa /1033, 3a J1a ce KOMIICHCHPa
npomnycHataTa 1 o3a.

4.3 IIporuBomoKazaHus

CBpBXUYYBCTBHTEIHOCT KbM aKTUBHOTO BEILIECTBO MM KBM HSKOE OT IOMOLTHHUTE BEIIECTBA,
n30poeHu B Touka 6.1.

CBpBX4YYBCTBUTEITHOCT KbM JPYTH HECTEPOUIHH NpoTUBOBB3NanuTenHu cpeactsa (HCIIBC).

HaHI/IeHTI/I, IIPU KOUTO IMMPUCTBHIIUTEC HA aCTMA, YPTUKAPUA UM OCTHP PUHUT C€ yCUJIBAT OT
aneTuiIcarmiIoBa kucenvna wiu apyru HCIIBC.

4.4 CroenuajaHu npeaynpeskaeHus U NpeANna3sHil MepKH NPU ynorpeda

IIponykThT He TpsOBa Ja ce uHxkektupa. [laruenture TpsOBa 1a ObAAT MHCTPYKTHPAHU 1A HE
norireiiar NEVANAC.

[TanuenTrTe TpssOBa a ObJAT MHCTPYKTUPAHU J1a U305ATBAT CIIbHYEBATA CBETIIMHA 110 BpeMe Ha
neuennero ¢ NEVANAC.

EdexTu BBPXY 04uTE

VYnotpebara Ha nokanaun HCIIBC moxe aa noBene 1o kepatuT. [Ipy HSIKOM 4yBCTBUTEIHM HAaLMEHTH,
npoabipkuTenHara yrnorpeda Ha mokanau HCIIBC moxke fa 1oBese 10 yBpeKIaHe Ha emnTena,
W3THHSBAaHE HA POTOBHUIIATA, €PO3Us HA POrOBHIIATA, 00Opa3yBaHe Ha S3BU WIIH riepdoparys Ha
poroBunara (Bx. Touka 4.8). Te3u cpOuTHS MOXKe Aa 3acTpaiuaT 3peHueTo. [lanuenTure ¢ JaHHu 3a



YBpEeXKJIaHe Ha eMUTENa Ha POroBHIaTa TpsiOBa He3a0aBHO Jia MPEyCcTaHOBAT yHoTpedaTa Ha
NEVANAC u Tpsi6Ba na Obp1aT CICICHE BHUMATEIIHO 3a 3[paBUHATa Ha POTOBUIIATA.

HCIIBC 3a nokanHo npuiIokeHHe Morat ja 3a0aBsT 3a3/ApaBsBaHETO. 3a JIOKAJTHUTE
KOPTHUKOCTEPOUIH CHIIO € U3BECTHO, Y€ MOTaT Aa 3a0aBAT 3a3apaBsiBaHeTo. EMHOBpeMeHHaTa
ynotpe6a Ha nokanHo npunarann HCIIBC u nokansu cteponu MoXe Jja yBeJIUYU Bb3MOXKHOCTTA 32
npobieMu npu 3a3apasaBaHeTo. [lopanu ToBa ce nmpenopbyBa MOBUILICHO BHUMAaHHUE, KOTaTo
NEVANAC ce mpuitara eTHOBPEMEHHO ¢ KOPTUKOCTEPOHUIAM, OCOOCHO TP MAITHEHTH ¢ BUCOK PHCK 3a
HEeXEITaHW PEAKIMH Ha POTOBUIIATA, ONIMCAHU M10-JI0ITY.

[Moctmapkerunropust onut ¢ tokanau HCIIBC npearnonara, 4e naiueHTH, IpeThPIEIN CII0XKHA
OYHU OIepaIny, C JJeHepBaIlisl Ha POrOBHIIATa, Ne(EKTH Ha POTOBUYHIS €ITUTEN, 3aXapeH auader,
3a00JIsIBaHUs HA OYHATA MOBBPXHOCT (HAIP. CHHIIPOM Ha CyXOTO OKO), PEBMATOUJICH apTPHUT WU C
HSIKOJIKO OYHU OTIEPAIlMU 3a KPaThK MEPUOJI OT BpeMe, MOTaT Jla MMaT YBEJIUYCH PUCK OT MPOsiBa Ha
HEXEJTaHW PeakIMK Ha POroBHIlaTa, KOUTO MoraT aa 3actparmiasat 3peaueTo. HCIIBC 3a mokaimHo
MIPHUIIOKEHUE TPsIOBA J]a ce M3MOJ3BaT C MOBUIIIEHO BHUMAaHWE TPH Te3W manueHTH. [Ipoabmkurennara
ynotpe6a Ha mokanau HCIIBC moske ma yBennuu pucka 3a marfeHTa oT IosiBa  TeKECTTa Ha
HEe)XeJIaH! PEaKI[ui Ha POrOBHUIIATA.

Nma cpobmenus, ue oprammonornunute HCIIBC mMorat 1a npuuuHAT 3aCHIICHO KbPBEHE OT OYHHUTE
ThKaHH (BKIIOYUTENHO Xu(ema) BbB Bpb3ka ¢ ouHarta onepanus. NEVANAC TpsOBa 1a ce u3mnonspa
C TIOBHIIIEHO BHUMAaHHE MIPY MAIlMEHTH C H3BECTHA CKIIOHHOCT KbM KBbPBEHE WM TaKUBA, KOUTO
M3I0J3BaT JPYTH JIEKApCTBEHM ITPOJLYKTH, KOUTO MOraT Ja yIbJKAaT BPEMETO HA KbPBEHE.

JIoKaTHOTO NMPHIIOKEHNE Ha MIPOTUBOBB3IAINTEIHN JICKAPCTBEHN TPOAYKTH MOKE J]a MAacKHpa ocTpa
ouna nadekusa. HCIIBC asamar anTuMHKpOOHM cBOCcTBa. B cirydaii Ha ouHa mH(EKus, TpsOBa qa

CC MOJAX0aAu BHUMATCIHO KbM yHOTpe6aTa UM 3aCJHO C aHTI/II/IH(bCKHI/IO3HI/I JICKapCTBa.

KouTakTHHU Jemu

He ce MpEropbYBa HOCCHETO HA KOHTAKTHMU JICIH 110 BPEME Ha INOCTOIICpAaTUBHUSA IICPUO/ CIIC]
OIrepanus Ha KaTapakTa. Ilo ta3m MNpUIrHa, MaUCHTUTC Tp${6Ba Ja 6’BI[aT IIOCBBETBAHU Jd HC HOCAT
KOHTAKTHH JICIU, OCBCH AKO HE € U3PUYHO YKa3aHO OT TCXHHA JICKAp.

BeH3aIKOHMEB XIIOpHIL

NEVANAC cbabpika OCH3aJIKOHUEB XJIOPU, KOWTO MOXKE JIa IPUYUHH JIPA3HCHE HA OUYHTE U €
M3BECTHO, Y€ MOJXKE Jia MIPEIU3BUKA TPOMSHA B [IBETa HA MEKUTE KOHTAKTHHM JICIH. AKO Ce Hajara Jia
Ce HOCAT KOHTAKTHH JICIIX 110 BPEME Ha JICUCHUETO, TAIMCHTUTE TPAOBA Jia ObJaT MOCHBETBAHHU Ja
CBAJIST KOHTAKTHUTE JICHIH MPESAU NPUIOKESHHE U J1a U34aKaT Hal-MaJIko 15 MUHYTH, TIPS/ Jia TH
IIOCTaBSIT OTHOBO.

Nma cpobmienws, ye OEH3TKOHUEBUSAT XJIOPH]] MOXKeE JIa IPUIHHN TOYKOBHUIHA KEPATOIATHS U/ UITN
ToKcuuHa si3BeHa keparomnaTtust. Teil kato NEVANAC cbabpika O€H3aIKOHUEB XIIOPH]T, €

HCO6X0}_'[I/IMO BHUMATCIIHO NPOCICAABAHEC ITPXU YCCTAa WKW NPOABIDKUTCIIHA yHOTpe6a.

KD’LCTOC&Ha HYYBCTBUTCIIHOCT

ChbIecTBYBa BB3MOXKHOCT 38 KPBCTOCAHA YYBCTBUTEIHOCT KbM HemadeHaK U alleTHIICAINIIIIOBA
KHCEeJIMHA, IPON3BOIHN Ha (heHmnoneTHara kucenvna u apyru HCIIBC.



4.5 B3aumopeiicTBHe ¢ APYIrd JeKApPCTBEHU NMPOAYKTH U APYru (popMH HA B3auMoOAelCTBHE

In vitro poy4BaHusATa IOKAa3BaT MHOTO HUCHK TOTEHIIMAJ 32 B3aUMOJICHCTBHE C APYTH JIEKAPCTBEHU
MPOAYKTH W B3aMMOJIEHCTBUS P CBBP3BAHETO C MPOTEHHUTE (BXK. TOUKA 5.2).

IIpocTarnaHAMHOBU aHAI03U

Mma MHOTO OTpaHWYeHH JaHHU 33 €JHOBPEMEHHATa ynoTpe0a Ha MpOoCTarjJaHInHOBHA aHAIO3U 1
NEVANAC. Kato ce nma mipeBu/] TEXHIST MEXaHU3bM Ha JISHCTBHE, eTHOBPEMEHHATa yroTpeda Ha
TE3H JIEKApCTBEHHU MPOJIYKTH HE CE MPEMophUBa.

EnnoBpemennara ynorpe6a ua gokanaun HCIIBC u mokanau cTeponin MOXe /1a YBEIHIH
BB3MOXKHOCTTA 32 MpobJeMu TIpH 3a3apassiBaneTo. EqnoBpemennata ynotpedba nHa NEVANAC ¢
JIeKapCcTBa, KOUTO yIBJDKAaBaT BPEMETO Ha KbPBEHE, MOKE JIa TOBHILH PHCKA OT KPbBOU3IHB (BXK.
Touka 4.4).

4.6 dDepTHaUTET, 0)PEMEHHOCT U KbpPMeHe

XKenwu ¢ gereposieH noTeHIAI

NEVANAC He Tpsa0Ba fa ce H3M0I3Ba OT )KEHH € ACTEPOJICH MOTEHIUAN, KOUTO HE U3IMOI3BAT
KOHTpAIICTIIIHS.

BbpemeHnHoct

JlurcBaT JOCTaTHUHO JaHHU OT ymoTpeOaTa Ha HenmadeHak npu OpeMeHHH xeHH. [IpoyuBanusTa npu
JKUBOTHHU TIOKa3BaT PENPOAYKTUBHA TOKCUYHOCT (BX. Touka 5.3). [loTeHIManHUAT pUCK IIPHU XOpa He €
n3BecTeH. T'hif KaTo CHCTEMHATa eKCIIO3HIINS MPH HeOpEeMEHHH KeHU € HE3HAYMTEIHA CIIe]] JICUCHHUE C
NEVANAC, pucksT 10 Bpeme Ha OpeMEHHOCT MOJKE J1a C€ CUUTa 32 HUCHK. BBIpeku ToBa, Thil KaTo
MOTUCKAHETO Ha MPOCTarjaHJMHOBaTa CHHTE3a MOXKE JIa TIOBJIMsIC HEraTUBHO Ha OPEMEHHOCTTa 1/HITH
eMOPHOHATHOTO/(PETATHOTO Pa3BUTHE, /WA PAXKIAHETO, U/UII TTOCTHATAJTHOTO Pa3BUTHE,
NEVANAC He ce npenopbuBa 110 BpeMe Ha OpeMEeHHOCT.

KespMmene

He e u3BecTHO nanu HenadeHak ce eKCKpeTupa B KbpMara. [IpoyuBaHusATa NPH KUBOTHH NOKA3BaT
eKCKpelns Ha HermadeHak B MIIKOTO TIPH IUTbX0Be. Bee mak, He ce ouakBaT eeKTH MpU KbpMaueTa,
THH KaTo CHCTEMHAaTa eKCIIO3HIINS Ha KbpMaukaTa Ha Henadenak e HesHaunTenHa. NEVANAC moxe
Jla ce M3IO0JI3Ba 110 BpeMe Ha KbPMEHE.

Deprunurer
JlunicBat nannu 3a epexra Ha NEVANAC BbpXy QepTuimreTa npu xopa.
4.7 EdexTn BbpXy crioco0HOCTTA 32 WorpaHe u padoTa ¢ MAIINHA

NEVANAC He noBvsiBa W MOBJIMIBA MPESHEOPESIKUMO CITIOCOOHOCTTA 32 I1odupane u padoTa ¢
MalllnHHA.

BpeMeHHO 3aMbIJIsIBaHE WK IPYTH CMYIIEHUS B 3DEHUETO MOTAT Jia TIOBJIUSAT CIIOCOOHOCTTA 3a
modupane wim paboTa ¢ MalIuHU. AKO P TIOCTABIHETO Ha JICKAPCTBEHUS IPOIYKT 3PSHUETO €
3aMBIJIH, TAIUEHTHT TPsIOBa Ja W34YaKa, JIOKATO 3PEHUETO Ce MPOSICHH, TIPE.IH J1a Iodupa Win J1a
paboTH ¢ MaIlHU.



4.8 Hexenanu jeKkapcTBeHH peakuuu

Pesrome Ha mpoduiia Ha Oe30macHOCT

IIpy KITHHAYHT W3MUTBAHWS, BKIIFouBamu 2 314 manuenTty, Ha kouto ¢ npuiarad NEVANAC

1 mg/ml, Haif-yecTHTE HEXKENaHU Peakliy ca TOYKOBUICH KEPATHT, YCEIIaHe 3a TyK/I0 TSI0 U
oOpa3yBaHe Ha KPYCTH 10 pbh0a Ha KJienayva, KOUTo ca HabmogaBanu rmpu mexay 0,4% u 0,2% ot
TIAI[MEHTHUTE.

TabauyeH CIHUCHK HA HEXKEITAHUTE PCaAKIINN

CrnepHnTe HEXXENAHU PEeaKINU ca TPYMUPAHU ChIVIACHO CIIeTHATa KOHBEHIHS: MHOTO decTH (=>1/10),
gyectu (>1/100 mo <1/10), veuectu (=1/1 000 mo <1/100), peaxu (=1/10 000 go <1/1 000), mHOTO
penku (<1/10 000) wu ¢ HeM3BeCcTHA YyecToTa (OT HATMYHUTE JaHHU HE MOXeE Ja ObJie HalpaBeHa
orenka). [Ipu Bcsiko rpymupaHe B 3aBUCHMOCT OT Y€CTOTaTa, HEXKEJIAaHUTE PEeakIny ce n30posBar B
HU3XOJIAII PeJl IO OTHOIIICHHE Ha TSIXHATa CEPUO3HOCT. JlaHANTE 32 HEXKENaHNUTE PEaKkIluy ca
MOJIyYEHH OT KIMHUYHH U3MUTBAHUS U MOCTMAPKETHHIOBH ChOOIICHUS.

CHcTEMO-0PraHHM KJIACOBE He:xenanm peakuuu

Hapymienus Ha IMyHHaTa cHCTEMa Peoku: cBppX4yBCTBUTEIHOCT

Hapymienus Ha HepBHaTa cHcTeMa Peoxu: 3amasiHOCT, T1aBO0OOITHE

Hapyuienus Ha ounre Heuecmu: xepaTut, TOUKOBHJICH KEpPaTUT, AedeKT Ha

POTOBHYHHS €IIUTE, YCEIIaHe 3a YyXK/I0 TSJIO B
OKOTO, 0Opa3yBaHe Ha KPYCTH 10 ph0a Ha Kiernadya

Peoku: npur, xoponnaiaa edy3usi, OTIaTaHHAS 10
poroBwuiara, 60JKa B OKOTO, 09€H AUCKOM(DOPT,
CyX0Ta B OKOTO, Oyiehaput, Apa3HEHE B OKOTO,
CBbpOEXK B OKOTO, CEKPELUs OT OKOTO, aJleprHUYeH
KOHIOHKTHBHT, YBEIIMYEHO CHI300TACISIHE,
XUIICPEMHI Ha KOHIOHKTUBATa

C neuzeecmua yecmoma: ieppopanus Ha
poroBunata, HapyIIeHO 3a3ApaBsiBaHe (POroBuIa),
MOMBTHSIBAHE HAa POrOBHUIIaTa, POTOBUYEH Oeller,
HaMaJleHa 3pUTeJIHA OCTPOTa, OAYBaHE Ha OKOTO,
yIILEPO3€eH KEPAaTUT, U3ThHIBaHE HA POrOBHUIIATA,
3aMBIJIEHO 3peHHe

Cb10BU HapyLIEHUS C neusgecmmna yecmoma: NOBUILIEHO KPEBHO
HaJIsiTaHe
CroMaIHo-4peBHN HapyLICHUS Peoku: ranene
C neusgecmna yecmoma: NOBPBILIAHE
Hapymenus Ha koaTa 1 OJKO)KHATA Peoxu: otmyckane Ha Koxara (JiepMaToxanasus),
ThKaH JIepruyueH JepMaTuT

Hayuenmu ¢ ouabem

B aBe xnuHWYHN W3NUTBAHKS, BKIOUBay 209 manueHTH, HalMeHTUTE ¢ 1radeT ca OUITH MOMI0KEHH
Ha iedeHne ¢ NEVANAC B npoabsmkenune Ha 60 win noBeye THU 3a NPEAOTBpATABaHE Ha OTOK Ha
MakyJiaTa CJie]] orepaIys Ha kaTapakTta. Hail-uecto crobmaBanaTa HeXellaHa PEakiis € TOUKOBHICH
KepaTut, HaOroaaBaH pu 3% OT MalUEHTUTE, KOSTO BOM JI0 ONPECIISHE Ha KATErOpHs YeCToTa
,aectn”. [lpyrure cho01aBaHu HeXellaH! peakiuu ca AeEeKT Ha POTOBUYHHS SITUTEN U aJlepriuueH
JIEPMATHUT, KOUTO ce HaOIro1aBaT ChoTBETHO Tipu 1% 1 0,5% OT manueHTHTe, C KAaTeropus 4ecTora
,,HEUECTH ’ 3a JIBETC HEIKETAHN PEAKITHH




Onrcanve Ha N30paHN HEXKETAHU PEaKITHH

OnuThT OT KIIMHUYHYU M3MUTBAHUS OTHOCHO NpoabbkuTenHaTa ynorpeba Ha NEVANAC 3a
MPeIOTBpaTsIBaHE Ha OTOK Ha MaKyJara CJie]] OIepallis Ha KaTapakTa IPpH MalueHTH ¢ TUadeT e
orpannyeH. HexxenmaHu peakiiuu OT CTpaHa Ha OYHTE TIPY MAIMEeHTH ¢ quabeT MOXe J1a HACTBIIAT C TI0-
BHCOKA YECTOTa B CpaBHEHHE ¢ HabIr0qaBaHaTa mpy o0IaTa momyamnys (Bx. Touka 4.4).

[NarnuenTy ¢ 1aHHY 3a YBPEXKIaHE Ha eMUTeNa Ha pOrOBUIATA, BKITFOUUTETHO repdopariyst Ha
poroswuiarta TpsOBa BexHara fa npeyctanoat npuioxeranero Ha NEVANAC u Tpa6Ba 1a 6bp1aT
MPOCIIeIIBaHN BHUMATEITHO 3a 37jpaBUHATA Ha pOroBuIaTa (Bx. Touka 4.4).

Ot noctmapkerunroBus onmut ¢ NEVANAC ca ycTaHOBeHH ciiy4an, IpH KOUTO ce ChoOIIaBa 3a
eMnuTeNeH Ae(eKT/HapylleHue Ha pOoroBuLaTa. TexecTra Ha Te3U Cilydald Bapupa OT HECEpHO3HH
e(eKTH BbpPXY 1IeJOCTTa Ha eMHTeNIa Ha POTOBHUIIATA [0 TTO-CEPHO3HH CHOUTHS, IPH KOUTO 32
BH3CTAHOBSIBAHE Ha SICHOTO 3pCHUE CE N3UCKBA XUPypPrudHa HaMeca W/WJIH JISKapCTBEHA TEPAITHSL.

INoctmapkerunrosust onut ¢ Jokanau HCIIBC npeamnonara, 4e naiueHTH, IpeTbpesn CI0KHN
OYHHM OIEepaLuy, C ICHEPBaLKs Ha POroBULaTa, Ae()EeKTH Ha POrOBUYHHMS CIIHUTE, 3aXapeH nIuaderT,
3a00JsIBaHMsI HA OYHATA IIOBBPXHOCT (HAIp. CHHIPOM Ha CyXOTO OKO), PEBMAaTOUAEH apTPUT WIIHU C
HSIKOJIKO OYHU OIIEPALlUU 33 KPaThK IIEPUOJ OT BPEME, MOKE J]a UMAT YBEIUYEH PUCK OT M0sBa HA
HEXEJAHU peakliMy OT CTpaHa Ha POrOBHIIATA, KOUTO MOXKE J1a 3acTpallaBaT 3peHueTo um. llpu
IpeanycBaHe Ha HenadeHak 3a MpeJoTBpaTsABaHe Ha OTOK Ha MakyJjarta ciiell ollepalys Ha KaTapakTa
NpY TTALMEHTH C J1a0eT, HATMYNETO Ha BCAKAKBB JOBIHUTENCH PUCKOB (DAKTOP M3UCKBA MPEOIICHKA
Ha MPEIBUICHOTO CHOTHOILICHNE TT0JI33/PUCK W HHTEH3UBHO HAOIIOICHUE HA MAIMIeHTA.

[leqmnaTpryHa MOMyJIaIus

besonacnoctra u epukacHocrra Ha NEVANAC mpu senia v IOHOUIH HE ca YCTaHOBEHH.

C’I)O6IIIaBaHe Ha I1OJ03UPaHN HEXKCJIaHU PCAKIINH

CroOmiaBaHeTo Ha MOIO3UPAHU HEXKEIIAHU PEaKIIUU CIie/] pa3pelaBaHe 3a yrnorpeda Ha JeKapCTBEHUS
MPOAYKT € BakKHO. TOBa IMO3BOIISIBA Ja MIPOIBIDKH HAOIIOIEHUETO Ha ChOTHOIIIEHUETO IOJI33/PUCK 32
JeKapcTBEeHUS MPOAYKT. OT MEIUIIMHCKUTE CTICIIHAIMCTH CE M3UCKBA J1a ChOOIIaBaT BCAKA
M0I03UPaHa HEXKEIaHa PeaKIlus Ype3 HAIMOHAIHA CUCTeMa 3a ChOOIIaBaHe, MOCOYCHA B

[Ipunoxxenue V.

4.9 Ilpeno3upane

He ce ouakBa 1a Bb3HUKHAT TOKCHYHU €(DEKTH B CIIy4ail Ha Ipe03upaHe IPYU OYHO NPHUIIOKEHUE,
HUTO TIPU CIY4YaiHO MEePOPATTHO MOTITBIIAHE.

5. ®APMAKOJIOTUYHU CBOMCTBA

5.1 ®apmakoguHAMHYHH CBONCTBA

®dapmakoTepaneBTHuHa Tpyma: OGTaIMOIOTHYHHA CPEACTBA, IPOTHBOBB3MAIUTEIIHN CPEICTBA,
necrepounu, ATC xox: SO1BCI10

MexaHu3bM Ha JIENCTBUE

HCHa(bCHaK € HCCTCPOUJHO IMPOTUBOBB3NATIUTCIIHO U AHAJITCTUIHO MMPCAJICKApPCTBO. CJ'IG}_I JIOKAJIHO
OYHO IPUJIOKCHHC, HeHa(i)eHaK IIPOHHUKBA IIPE3 pOroBuniaTa u 1o/ BJIMAIHUC HA XUAPOJIA3UTEC B OUHUTC
TbKaHHU, CE€ MPEBPHILA B HECTEPOUTHOTO IMPOTUBOBBIMNAIUTEIIHO JICKAPCTBEHO BEIIECCTBO aM(beHaK.
AM(I)eHaK I/IHXH6I/Ipa ﬂeﬁCTBHeTO Ha OpoCTariiaHanuH H cunrasara (I_II/IKJ'IOOKCI/IFCHa3a), CH3UM
HCO6X0}_'[I/IM 3a IpOAYKIHUATA HA MMPOCTArJIaHAH.



JlonsaHUTEIHN (apMaKOIOTHYHH CBOMCTBA

ITpu 3aiinum e qo0Ka3ano, ye HemadeHak HHXUOUPa HApyIIaBaHETO Ha KPbBHO-PETHHAIHATA Oaprepa u
3aeIHO ¢ TOBa MOTHCKa cuHTe3a Ha PGE,. Ex vivo e mokazaHo, 4e eqHOKpaTHA /103a HenadeHak,
MPUIOKEHA JIOKAJTHO B OKOTO, IIOTHCKA CHHTE3aTa Ha POCTArJaH/iH B UPUCA/IUITUAPHOTO TSIIO
(85%-95%) u perunara/xopousesta (55%) choTBeTHO 110 6 Yaca u 4 yaca.

dapmakoguHAMUYHA €DEKTH

[To-ronsmMara yact OT XHAPOIUTHYHOTO MPEBPBIIAHE CE OCBILECTBSIBA B pETUHATA/XOPOHILSTA,
HIOCJIC/IBAHO OT MPHCA/IIMIIMAPHOTO TSIJIO U POTOBHIIATA B CHOTBETCTBUE ChC CTETIEHTA HA ThKAaHHATA
BacKyJapu3alusi.

Pesynrarure oT KMHUYHUTE U3MUTBaHMS MoKa3Bat, i€ NEVANAC kanku 3a 04r He OKa3Ba 3HAYUM
e(eKT BbpXYy BTPEOYHOTO HAJISATAHE.

Knnanunaa edrkacHOCT M 0€30aCHOCT

IIpedomepamsasane u neyenue na nocmMonepamueHa O0IKA U 8b3NANeHUe, C8bP3AHU C Onepayus Ha
Kamapakma

IIpoBeneHu ca Tpu OCHOBHH NMPOYYBaHMS 32 OLCHSIBAHE HAa e(pUKACHOCTTa U 0€30MacHOCTTa Ha
NEVANAC, npusnioxeH 3 bTH JHEBHO B CPAaBHEHUE C HOCUTEIN W/UITH KETOPOJIAK TPOMETAMOJI TPH
npoduIaKTHKa U JIeYeHHe Ha MOCTONepaTHBHA O0JIKA M Bh3MaJIEHHE NIPU TallUCHTH, IPETHPIEIH
orepauus Ha KaTapakTa. [Ipu Te3u npoyuyBaHus, IPUIAraHeTO Ha U3CIIeIBAHOTO JIEKAPCTBO €
3aII0YHATO €J1H ACH MpeIu onepanusaTa, IpoIbJKEHO € B ICHs Ha onepauusiTa u 10 2-4 ceAMULH Ha
nocronepaTUBHU nepuo. OCBeH TOBa, MOYTH BCUYKH MAIUEHTH Ca MOTYYHIU JOMBIHUTETHO
NpOQUIAKTHYHO JIeYEHHE ¢ aHTUOMOTHUIIH, ChOOPa3HO C KIMHUYHATA TIPAKTHKa HA BCEKU €TUH OT
LEHTPOBETE Ha KIMHUYHOTO M3IHUTBAHE.

B nBe nBoitHOMacKupaHu, paHAOMU3UPAHN, KOHTPOJIUPAHHA C HOCUTEI IPOYIBAHUS HPHU MAIUEHTHUTE,
nexyBaHu ¢ NEVANAC, ce HaOr01aBa 3HAYMTETHO TIO-MAJIKO Bh3MaleHHe (KIEThUHA peakius B
MpeTHOKaMepHaTa TEYHOCT U ToJoXKuTeNeH TuHIam) B paHHHS TOCTONIEPATHBEH ITEPHOJ U JI0 Kpas Ha
JIEYCHUETO, B CPABHEHHUE C MAIMEHTUTE, JICKYBaHU C HETOBHUS HOCHUTEIL.

B eaHO TBOWHOMACKUPAHO, PAHIOMU3UPAHO, KOHTPOIUPAHO C HOCUTEN U C AKTUBHO BEIECTBO
npoyd4BaHe, npu nanueHTute, gekyBanu ¢ NEVANAC, ce HaOmojaBa 3HAUUTEITHO TI0-MAaJIKO
BB3MAJICHHE, B CPABHEHUE C MAIIMEHTHTE, JIeKyBaHU ¢ HocuTen. Ocsed ToBa NEVANAC oka3Ba He 110-
nonr eeKT OT KeToposiak 5 mg/ml mpu HaMansBaHe Ha BB3MAJICHUETO U 00JIKATa B OKOTO, M € MAJIKO
M0-7100p€e MOHOCHM CJIe]T IPUJIaraHe.

3HAYUTEITHO MO-TOJISIM MPOLIEHT OT nanueHTute B rpymnata Ha NEVANAC ca cro0mmmiy 3a urca Ha
00JKa B OKOTO CIIE]] OTlepalns Ha KaTapakTa, B CpaBHEHUE C T€3H B IpyIiaTa ¢ HOCUTEI.

Hamansseane na pUCKa om nocmonepamueeH OmoK Hd Maxkyiamd, C6bpP3aH C onepayus Ha Kkamapaxkma
npu nayuenmu ¢ ouabem

3a oneHsBane Ha epukacHocTTa U 6e3onacHocTTa Ha NEVANAC 3a npenjoTBpatsiBane Ha
MOCTOTIEPATHBEH OTOK HA MaKyJiaTa, CBbP3aH ¢ orepallys Ha KaTapakTa, ca MPOBEICHH YeTUPH
Npoy4BaHus (IBE IIPH NALMEHTH C JUa0eT U JIBe NpH nanueHT 6e3 nuader). [Ipu Te3u mpoyusanus,
MPUJIAraHeTo Ha MPOYYBAHOTO JIEKAPCTBO € 3all0YHATO €JIMH JICH MPEIU OTepanusiTa, IPOIbIDKEHO € B
JIeHs Ha omepanuara u 10 90 JHU OT OCTONIEPATHBHUS TIEPHUOI.

B 1 gBoiiHOMacKupaHO, paHJOMHU3UPAHO, KOHTPOJIUPAHO C HOCUTEN NMPOyYBaHe, IPOBEACHO MIPH
MaIMEHTH ¢ TuabeTHa PETHHOMATHS, 3HAYUTEITHO TI0-TOJISIM MPOIICHT OT MAI[IEeHTUTE B IpyIara ¢
HOCHTEII ca TIOJyYIJIA OTOK Ha MakyiaTa (16,7%) B cpaBHEHHE C MAIIMEHTHUTE, JICKYBAHH C
NEVANAC (3,2%). Ilo-ronsim npoLeHT OT MalMeHTUTe, Ha KOUTO € MPUJIaraH HOCUTEII, ca MOy 4rIn
orciiabBaHe Ha Hail-100pe Kopurupanata 3purenna octpora (BCVA) c moseye ot 5 OykBu, OT 7icH 7



1o neH 90 (wm mpexaeBpeMeHHO pekpatsBane Ha ydactueto) (11,5%) B cpaBHeHHE ¢ TallUEHTHUTE,
nexyBaHu ¢ Hemadenak (5,6%). [loBeue manmenTy, Ha Kouto e npmiaradi NEVANAC, ca noctursanu
15-0ykBeno nmogoOpenue Ha BCVA, B cpaBHEHUE ¢ MAI[UCHTH, HA KOUTO € MPUJIaraH HOCUTE,
CcHOTBETHO 56,8% B cpaBHeHue ¢ 41,9%, p=0,019.

Ilennarpuyna momyJianus

EBponeiickaTa areHus 1o JieKkapcTBaTa 0CBOOOXKAaBa OT 3abJKCHUETO 3a MIPEIOCTaBSHE Ha
pesynrarure ot npoyuBanHusaTa ¢ NEVANAC BbB BCHYKH HOATPYITN Ha MEANATPUIHATA IOy IIAIH
npu NpoHUIaKTHKA U JICYeHNE Ha TIOCToNepaThBHa 00JIKa U Bb3MaJeHNE, CBbP3aHH C ONepalus Ha
KaTapakTa, 1 Mpo(UIAKTUKA HA IIOCTONIEPaTUBEH OTOK Ha MaKynara (BX. Touka 4.2 3a nHpopManus
OTHOCHO yTIoTpeda B MeANATPHATA).

5.2 ®apmMakoKNHeTHYHH CBONCTBA

AOGcopOrus

Crnen npunarane Ha NEVANAC kanku 3a oud 3 MbTH AHEBHO U B JBETE OYH, IIPU MO-TOJISIMA YacT OT
MAIMEHTUTE ce HAOII0JaBaT HUCKHY, HO OTIPEIEIMMH TUTa3MEeHH KOHIICHTPAINK Ha HenadeHak U
am(eHak, ChOTBETHO 2 U 3 yaca ciies npwiarane. CpeHUTe CTalMoHapHU 1ia3MeHu Crmax Ha
HenageHak ¥ aM(eHak ciie]] OYHO NpuiokeHue ca ¢choTBeTHO 0,310 £ 0,104 ng/ml u

0,422 + 0,121 ng/ml.

PasnpeneneHue

Ampenak nMma roJsiM ahUHATET KbM CEPYMHHUTE allOyMUHHU. [n vitro, IPOUECHTHT CBBP3aH KbM
aOyMUH OT ILTBX, YOBEUIKU aJIOYMUH U YOBCIIKHA CEPYyM € ChOTBETHO 98,4%, 95,4% u 99,1%.

ITpoy4BaHus npH ITBXOBE ITOKA3BaT, Y€ PAAHOAKTUBHO OEJIsI3aHU MaTEpPHUaIN, CBbP3aHU C AKTUBHOTO
BEILIECTBO, CE Pa3IpeessaT MUPOKO B OpraHu3Ma cile]] €JHOKpaTHa WX MHOTOKpaTHa IiepopaiiHa 1032

1C-nenadenax.

[IpoyuBaHus Tpy 321N TOKA3BAT, Y€ JIOKATHO MPUIOKEHHUST HenaeHak ce pa3npeaess JIOKAITHO OT
MpeHATa YacT Ha OKOTO B 33JHUTE OYHH CETMEHTH (pEeTHHA U XOPHOUIEs).

Buorpanchopmars

Henagenak npeTbprisiBa OTHOCUTEIHO Obp3a OMOAKTHBAIIUS 10 aM(PEHAK Upe3 BTPCOUHUTE
xuaponasu. Cies; ToBa aM(eHaK MPeThPIsiBa €eKCTEH3UBEH METab0IN3bM 10 TO-TIOISPHU
METa0OJIMTH, BKIIOUBAI XHPOKCHIHPAHE HA apOMaTHHsI MPBCTEH, KOETO BOAM J0 00pa3yBaHe Ha
TIIIOKYPOHUIHU KOHIOTaTH. Pagroxpomarorpadcku aHanu3u Ipen U Ciie]] XUIposin3aTa Ha
B-rmoxypoHHnIa3aTa MoKa3BaT, ye BCHYKHA METabOIMTH ca 1o opMaTa Ha TITFOKYPOHHUTHU
KOHIOTaTH, C M3KJII0UeHUe Ha aMmbpeHak. AM(eHaKk € OCHOBHHAT MeTa0OIUT B IIa3MaTa,
npecTasisgBan] npuoau3nTenHo 13% ot obmiaTa mia3MeHa pagnoakTHBHOCT. Bropuar Haif-uecto
CpellaH 1mia3MeH MEeTa0OIUT € UACHTUDUIMPAH KaTo S-XUPOKCH HemadeHak, mpeCTaBIIsIBam]
npuOm3uTeTHo 9% oT obmaTa pagrnoakTUBHOCT MPHU Crax.

BsaumojeicTBus ¢ APYry JIEKAPCTBEHU MPOAYKTHU: /1 vitro HUTO HenadeHak, HUTO aM()eHaK MOTUCKAT
HSKOU OT OCHOBHHTE METa0OJIMTHH aKTUBHOCTH Ha YoBekus utoxpom P450 (CYP1A2, 2C9, 2C19,
2D6, 2E1 u 3A4) npu koHuenTparmu o 3 000 ng/ml. [Topaau ToBa B3anMoIeHCTBYSI, BKIFOUBAIIN
CYP-menunpan MeTaboIu3bM Ha €THOBPEMEHHO MpHUJIaraHy JIEKapCTBEHU MPOIYKTH, Ca MaJIKO
BeposTHU. B3auMoaeiicTBus, MEIUMPAHU OT CBbP3BAaHE C MPOTEUHHU, CHILIO Ca MAJIKO BEPOSITHU.

EnumMunupane

Cnen nepopainuo npuioxkenue Ha '“C-nenadenak Ha 31paBu 100pOBOJIIH, € YCTAHOBEHO, Ue
OCHOBHUSAT ITBT HA OT/IEJISTHE HAa PAJMOAaKTUBHOCTTA € Upe3 ypuHaTa, npudimsurenao 85%, mokato



OTJICNISTHETO ¢ (PeKATMHTE TPEJICTABIsIBA 0KOJIO 6% OT no3ara. Henadenak u amdpeHak He ce OTKpUBAT
B YpHHATA.

Cnen eqnokpata qo3a NEVANAC npu 25 nmanueHTH, IpeThprieiy onepalys Ha KaTapakTa,
KOHIIEHTPAINHUTE BHB BTPEOUYHATA TEYHOCT ca m3MepeHu Ha 15, 30, 45 u 60 MuHyTH Clieq IpuiaraHe
Ha 1o3ata. MakcuMaiHaTa cpe/iHa KOHIIEHTPANXs BbB BbTPEOYHATA TEYHOCT C€ HAOF0/1aBa BHB
BpeMeBara Touka Ha 1 vac ciep npuinarane (Henadenak 177 ng/ml, amdenak 44,8 ng/ml). Te3u
HAXOJKH TTOKa3BaT Obp3a pOTOBUYHA NIEHETPAIIHSL.

5.3 IIpeakJMHUYHU AAHHH 32 0€30MACHOCT

HexnuHudHMTE TaHHU HE TIOKa3BaT OCOOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHIIMOHATHUTE
(hapMaKOJOTHYHU MPOYYBAHUS 32 OC30MACHOCT, IIPOYYBAHHS 32 TOKCUYHOCT ITPH MHOTOKPATHO
MpUJIaraie ¥ TeHOTOKCUYHOCT.

He ca mpoBexxganu ApITOCPOYHHN IPOYIBAHMS 32 KAHIIEPOT€HHOCT Ha HemaeHak.

[Ipu penipotyKTHBHY MPOYYBaHUs ¢ HemadeHaK MPH IUThXOBE, TOKCHYHUTE 031 32 MaiikaTta

>10 mg/kg ce cBBp3BaT C MTUCTOKHSA, yBETNICHA TTOCTUMILTAHTAIIMOHHA 3ary0a, HAMAJIeHO TETJIO ’
pacTex Ha peTycuTe M HaMaJieHa pexuBsieMocT Ha derycure. [Ipu OpemMeHHH 3aliy, 103a OT

30 mg/kg npu mMaiikaTa, KOATO MPEIU3BUKBA cada TOKCHYHOCT y MaKHUTE, MMOKa3Ba CTAaTHCTHYECKH
3HAYUMO yBEIIMYCHHUE Ha CIy4anTe Ha MaJ(hOpMAIIH IIPH MAJIKHUTE.

6. DAPMAIIEBTUYHU JAHHHAU

6.1 ChoucbkK Ha NIOMOIIHHUTE BelIECTBA
Manwuron (E421)

Kap6omep

Hatpues xmopun

Tunoxcamnoir

Hunatpues enerat

benzankoHues xiaopun

HatpueB xunpokcu /v XJI0poBOIOPOIHA KUCENHHA (32 Kopekius Ha pH)
[Ipeuncrena Bosa

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpox Ha rogHOCT

2 rOINHU

Ha ce u3xBbpiu 4 ceaMULU Clie]l IbPBOTO OTBAPSHE.
6.4 Crnenuananm ycjaoBHs HA CbXpaHeHHe

[a ue ce cpxpansBa Hax 30°C.

3a yciioBusTa Ha ChbXPaHEHHUE CJIe] IbPBOHAYAIHO OTBAPSIHE HA JICKAPCTBEHUS MTPOAYKT BUXKTE
TOuKa 6.3.
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6.5 Bwuawu chabp:kaHUe HA ONMMAKOBKAaTA

Kpbrna 6yTI/IJ'IKa oT 5 ml, OT MOJIMCTUIICH C HUCKA IMJIBTHOCT, C JO3HUPAII] HaKpaﬁHHK 1 0s71a Kamayka
Ha BUHT OT NOJIMIIPONNJIICH, ChbAbpPiKallla 5ml CyCIICH3UA.

Kapronena xytus, cpappxama 1 OyTunka.
6.6 CrhenuajJHu MpeaNa3sHu MePKH MPH U3XBbPJIsIHE

Hsama CrieliaJiIH U3NCKBAHUS 34 U3XBBPJIAHE.

7. MNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Wpnannusa

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/07/433/001

9. JATA HA TIbPBO PASPEIIABAHE/MTIOJHOBSBAHE HA PASPELHIEHHUETO 3A
YHOOTPEBA

[Hata Ha mppBoO pazpemaBane: 11 gexemspu 2007 T.

[ata Ha mocnenHo monHoBsiBaHe: 24 centemBpu 2012 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

[MoxpoOHa nH(popMaIus 3a TO3M JICKAPCTBEH MPOIYKT € IpejocTaBeHa Ha yeOcaiita Ha EBpornetickara
areHIMs 1o jekapcTeata http://www.ema.europa.eu
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1. HUME HA JIEKAPCTBEHMA TPOAYKT

NEVANAC 3 mg/ml kanku 3a o4u, CycrieH3ust

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
1 ml ot cycnensusita cpappka 3 mg HenadeHak (nepafenac).

IToMOIIIHO BEIIECTBO C M3BECTHO ACHCTBUE

Bceexu ml ot cycriensusra chappxa 0,05 mg OeH3aIKOHHEB XIOPHI.

3a IIBJIHUSA CHUCHK Ha IIOMOIIHHUTEC BCUICCTBA BHXXTC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA
Kanku 3a oun, cycneHsus

CBeTI0KBJITa 10 ThMHOOPaHKEBa eHOPOoAHA cycrieH3us, pH 6,8 (mpubau3uTenHo).

4. KJIMHNUYHU JAHHU
4.1 TepaneBTHYHU NOKA3AHUS
NEVANAC 3 mg/ml kanku 3a o4u, CyclieH3usl € TIOKa3aH MpH Bb3pacTHH 3a:

- [IpodunakTrka u JeUeHUE HA TIOCTONEPATHBHA 00JIKAa M Bh3MaJICHUEe, CBBP3aHH C OIepaIis Ha
KaTapakTa,

- HamansBaHe Ha pricka OT MIOCTOINIEPATHBEH OTOK Ha MaKyJara, CBbP3aH C Omepanus Ha
KaTapakTa IpH MarueHTH ¢ nuadet (Bxk. Touka 5.1).

4.2 Jlo3UpoOBKA M HAYUH HA NPUJI0KEHHE

2!03I/I[ZOBKa

Bwspacmuu, exnouumento cmapuecka ev3pacm

3a npenoTBpaTABaHE M JICUCHUE Ha OOJIKa U Bh3najieHue jo3ara ¢ 1 kaka NEVANAC B
KOHIOHKTHBAJIHHUS CaK Ha 3aCErHATOTO OKO (0YM) BEAHBXK JHEBHO, KaTO ce 3ano4sa | JeH npean
oreparnuiITa Ha KaTapakTa, IPOIbJDKaBa ce B JICHS Ha ONEepalusaTa U 3a IbPBUTE 2 CEJAMHIIN OT
nmocTonepaTUBHUS reproz. JleueHrneTo Moxe 1a 0b/1e TPOABIKEHO JI0 MBPBUTE 3 CEAMMUIIN Ha
MOCTOTIEPATHBHUS TIEPHOJI, KAKTO € YKa3aHo OT Jiekapsi. JlobIHHUTEIHA KallKa TpsiOBa J1a ce MOCTaBH
30 no 120 MuHYTH npean onepanusra.

ITo BpeMe Ha KIIMHUYHUTE U3MMTBAHUSA HalMeHTuTe ca iekyBanu 10 21 quu ¢ NEVANAC 3 mg/ml
KAk 33 09H, CyCTeH3Us (BXK. TOUKa 5.1).

3a HaMaJsIBaHE HA PUCKA OT ITOCTONEPATUBEH OTOK HA MAaKyJaTa, CBbP3aH ¢ Ollepaliys Ha KaTapakTa
MpH NManuenTy ¢ nuabder, no3ata € 1 kanka NEVANAC B KOHIOHKTHBAIHAA CaK Ha 3aCETHATOTO OKO
(oum) BeIHBXK THEBHO, KAaTO Ce 3aroyBa |1 JIeH Mmpeau onepanusiTa Ha KaTapakTa, IpoIbJKaBa ce B
JIeHs Ha onepanusTa u 10 60 JHU OT MOCTONEPATUBHUS MEPUO/, KAKTO € YKa3aHO OT JIEKapsl.
JombiHUTENHA Kanka TpsiOoBa Ja ce nmoctasu 30 g0 120 MUHYTH NIpeu onepanusTa.
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IIpunoxxennero Ha NEVANAC 3 mg/ml xamnku 3a o4d, CyCIIeH3MsI BEIHBK JHEBHO OCUTYPsIBa ChIllaTa
o011a qHeBHA 103a HernadeHak kato npuiokenneTo Ha NEVANAC 1 mg/ml kanku 3a 04H, CyCIIeH3Hs
TPH ITBTH THEBHO.

CrernyaigHy MOoITyJIAINHNA

THayuenmu c 6vOpeuno unu 4epHoOpobHO yepescoare

NEVANAC He e npoyuBaH NnpH NalMeHTH ¢ YepHOAPOOHO 3a00saBaHe Wik ObOPEUHO YBpEKIaHE.
Hemadenak ce enmmuHIpa OCHOBHO Upe3 OHoTpaHchopMaIiisa ¥ CHCTEMHATa SKCIIO3HIIHSI € MHOTO
HUCKa CJIe]] IOKAJTHO OYHO Npriiokenue. He e HeoOX0IMMOo KOpUTHPAHE Ha JI03aTa TPH Te3U
HalUCHTH.

Ileouampuuna nonynayus

Besonacnocrra u epukacHocrra Ha NEVANAC npu Aena v I0HOLIH He ca ycTaHOBeHH. JlumcBaT
nanau. He ce mpenoppuBa ynorpebaTta My IpH Te3U MalUEHTH JI0 OAY4YaBaHETO HA JOMBIHUTCITHH
JaHHU.

Tonynayus ¢ cmapuecka 6vb3pacm
He ca naGmronaBanu pasinuky B 6€301acHOCTTA U €DEKTUBHOCTTA MEXKY MALIMEHTH B CTapuecKa

BB3pacT U MOo-MJIaAu MalluE€HTH.

Hauwnn »Ha npuioxeHue

3a 04YHO NMPUIIOKEHUE.

[larmentuTe TpsOBa 1a OBAAT MHCTPYKTHPAHH 1A pa3Kianiat Jo0pe OyTHIIKaTa mpean ynorpeoa.
Cren KaTo KaraykaTa € CBaJIeHa, aKo MMa 3allUTeH NPBCTEH U € XJabaB, MaxHeTe To, IPeIH Aa
U3I0JI3BaTe IPOIYKTA.

AKO ce U3M0I13Ba [0BEYE OT euH O0(TaIMOIOTHYEH JICKAPCTBEH MPOLYKT 3a JIOKAJTHO IPUIIOKEHHE,
JIEKapCTBEHUTE MPOLYKTH TPsOBa Jja ce MpuiiaraT Ipe3 UHTEepBaj oT moHe 5 MuHyTH. OYHHUTE Ma3n
TpsiOBa Jla ce Ipuiarar OCIeIHY.

Tps0OBa na ce BHMMaBa J]a He Ce JJOKOCBAT KJICTIAYHTe, 3a00MKAIISAIIATa TH 00IaCT WU JPYTH
MOBBPXHOCTH C BPBXYETO Ha alNIMKaTOpa-KankoMep Ha OyTHIIKaTa, 3a Jia ce MpeanassT oT
3aMbpCsBaHe alIMKaTOpa-KarmkoMep u pastBopa. [lanmenture TpsOBa 1a Ob1aT HHCTPYKTUPAHH J1a
ChbXpaHsBaT OyTHIIKaTa IUTBTHO 3aTBOPEHA, KOTaTo He Ce M3II0JI3BA.

Axo ce mpoIycHe 103a, TpsiOBa Jja ce MPUIJIOKHU €[HA Kallka Bb3MOXKHO Hai-CKOpO, Ipe/u J1a ce
npeMHrHe KbM 00MYaiiHOTO NMpriiokeHre. Jla He ce M3Mmoi3Ba JBoifHa /1033, 3a J1a ce KOMIIEHCHPa
npomnycHataTa 1 yo3a.

4.3 IIporuBomoKazaHuA

CBp’bX‘IyBCTBI/ITeHHOCT KbM aKTHBHOTO BCUICCTBO HJIM KBM HAKOC OT IIOMOIIHHUTEC BCUICCTBA,
n30poeHu B Touka 6.1.

CBpBX4YYBCTBUTETHOCT KbM JPYTH HECTEPOUIHH NpoTHBOBB3NanuTenHu cpeactsa (HCIIBC).

[TanmenTH, IpHU KOUTO NPUCTHIIUTE HA ACTMA, YPTUKAPHS WIH OCTHP PUHUT CE YCHIIBAT OT
aneTmIcariIoBa kucenvna wiu apyru HCIIBC.
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4.4 CroenuajJH4 nMpexynpexIeHusi U NpeanasHu MepKHU MpH ynorpeda

JlexkapCcTBEHUAT POIYKT HE TPsiOBa Aa ce uHkekTupa. [laruenture TpsOBa na ObAaT HHCTPYKTHPAHH
na "He nornsmaT NEVANAC.

[MarnuenTure TpsOBa 1a OBAAT HHCTPYKTHPAHU J1a M30ATBAT CIIbHYEBATA CBETIIMHA IO BpeMe Ha
neuennero ¢ NEVANAC.

Edext BBpXy o4nTe

Ynorpebara Ha nokanau HCIIBC moxke na nosene no kepatut. [Ipu HIKOM YyBCTBUTEIIHU NAIUCHTH,
npoabipkuTenHara yrnorpeda Ha mokanan HCIIBC moske mga moBese 10 yBpeKIaHe Ha emnTena,
U3THHSIBAHE HA POTOBHUIIATA, EPO3UsS HA POTOBUIIATA, O0Opa3yBaHE HA A3BH WM Nepdopanus Ha
porosuiara (Bx. Touka 4.8). Te3u chOuTHs MOXKeE J1a 3acTparar 3peruero. [laruenTure ¢ naHHH 3a
YBpEKIaHEe Ha eMHTeNa Ha POTOBHUIIATA TPAOBA HE3a0aBHO /]a MPEYCTAaHOBST yHoTpedara Ha
NEVANAC u Tpsi6Ba na Ob1aT CICICHE BHUMATEITHO 3a 3[paBUHATa Ha POTOBUIIATA.

HCIIBC 3a nokanHO IpHUIOKeHHe MOTaT J1a 3a0aBsIT 3a3/IpaBsSBaHETO. 3a JIOKATHUTE
KOPTHUKOCTEPOUIH CHIIO € U3BECTHO, Y€ MOTaT Aa 3a0aBAT 3a3ApaBsiBaHeTo. EMHOBpeMeHHaTa
ynotpeba Ha jgokanHo npunaranu HCIIBC u nokaigHu cTeponan MoXe J1a yBeJITH4r Bh3MOKHOCTTA 32
npobieMu TpH 3a3npaBsBaHeTo. [lopanu ToBa ce npenopbyuBa MOBUILICHO BHUIMAaHHUE, KOTaTO
NEVANAC ce npunara eTHOBPEMEHHO C KOPTHKOCTEPOHIN, OCOOEHO TPH MAI[MEHTH C BUCOK PHCK 3a
HE)XEJIaHU PEAaKIIUU Ha POrOBULATA, OIIUCAHU M10-J0y.

[HoctmapketunroBusat onut ¢ Jokanuu HCIIBC npenmnonara, ye naieHTH, OPEeThPIIEIN CI0KHU
OYHHM OIEepaLuy, C ICHEpBaLKs Ha POroBULaTa, Ae()EeKTH Ha POrOBUYHHMS CIHUTE, 3aXapeH n1uaderT,
3a00JIsIBAHUS] HA OYHATA MOBBPXHOCT (HAIp. CHHAPOM Ha CyXOTO OKO), PEBMaTOWICH apTPHUT WIIU C
HSKOJIKO OYHH OIEPaLMy 3a KPaThK NEPUOJ OT BpeMe, MOraT J1a UMaT YBEJIMYEH PUCK OT MpOosBa Ha
HEXEJIaHU PeaklMd Ha pOroBUIlaTa, KOUTO MoraT aa 3actpamasaT 3peHueto. HCIIBC 3a nokanHo
IMPUIIOKCHUC Tpﬂ6Ba Ja C€ U3MOJI3BAT C MOBUIICHO BHUMAHUEC NIPU TE3U MAIIUCHTH. HpOI['bJI)KI/ITCJ'IHaTa
ynotpe6a Ha mokaaau HCIIBC moske ma yBennuu pucka 3a marieHTa oT osiBa | TeKECTTa Ha
HE)KEJIaHU PeaKly Ha pOroBULIATA.

Nma crobmenus, ue oprammonornunute HCIIBC Morar 1a mpuauHAT 3aCHIICHO KbPBEHE OT OUYHHTE
THKaHH (BKJIIOYUTENHO XHu(ema) BbB Bpb3Ka ¢ ouHarta onepanusi. NEVANAC Tps6Ba na ce usnonspa
C TIOBHIIIEHO BHUMAaHME MIPY NMAIMEHTH C H3BECTHA CKJIOHHOCT KbM KBbPBEHE WM TaKUBA, KOUTO
M3II0JI3BAT JPYTH JEKapCTBEHH NMPOIYKTH, KOUTO MOTaT Jia YABKAT BPEMETO Ha KbPBEHE.

JlokamHOTO IPUIIOKEHNE Ha MTPOTHBOBB3MAIUTEIHH JIEKAPCTBEHN IPOAYKTH MOXKeE JIa MacKHpa OCTpa
ouna uadekiusa. HCIIBC Hsamatr anTUMUKpOOHHU CBOcTBa. B ciiyuaii Ha ouHa uH(EKIus, Tps0Ba 1a

CC MoJAX0aAu BHUMATCIIHO KbM yHOTpeGaTa UM 3aCIHO C aHTI/II/IH(beKHI/IO?:HI/I JICKapCTBa.

KouTakTHu jJemum

He ce MMpernopbYBa HOCCHCTO HA KOHTAKTHMU JICIIH 11O BPEMC Ha NOCTOIICPATUBHUS IICPUOT CIIC/
Orcpanus Ha KaTapakTa. Ilo ta3m MMpuirHa, MaluCHTUTC TpSI6Ba Ja 6’LZ[aT IIOCBBETBAHU Ja HC HOCAT
KOHTAKTHHU JICI[H, OCBCH aKO HEC € U3PUYHO YKa3aHO OT TCXHUI JICKap.

benzankonuen XJIOpUI

NEVANAC cbabpika OCH3aJIKOHHEB XJIOPU/, KOWTO MOKE J1a IPUYUHM JJPAa3HEHE HA OYHTE U €
U3BECTHO, Y€ MOXKE J1a IPEAU3BUKA MPOMSHA B I[BETA HA MEKUTE KOHTAKTHU JIelu. AKO ce Hajara jia
C€ HOCAT KOHTAKTHHU JICIIH 10 BPEME Ha JICUCHUETO, MAIUSHTUTE TPSAOBa J1a ObJaT MOCHBETBAHU J1a
CBAJIAT KOHTAKTHUTE JICIIIN TIPEIN MPIIOKEHUE U JIa U34aKaT Hal-Maiuko 15 MUHYTH, TIped Aa TH
IMOCTaBAT OTHOBO.
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Nma crobieHns, 4e OSH3TKOHUEBUSAT XJIOPUT MOXKE J1a IPUYMHN TOYKOBH/THA KEPATOTATHS W/UITU
TOKcHYHa si3BeHa keparomnaTtus. Tei kato NEVANAC cbabpika O€H3aIKOHUEB XIIOPHIT, €
HE00XO0MMO BHUMATEITHO MPOCIIC/SBAHE MIPHU YSCTa WIH MPOABDKUTEIHA YyIIOTpeoOa.

KpbcTocana uyBCTBUTETHOCT

ChllecTByBa Bh3MOXKHOCT 33 KPhCTOCAHA YYBCTBUTEIHOCT KbM Hela)eHAK U alleTUIICATUIIHIIOBA
KHCEeJIIHA, TIPON3BOIHN Ha (heHmnoneTHara kucennna u aqpyru HCIIBC.

4.5 BsamMmopeiicTBHe ¢ IPYTrH JeKAPCTBEHH NMPOAYKTH M APYTrH (JopMH Ha B3aNMo/eiicTBHe

In vitro npoyuBaHUATa IOKa3BaT MHOI'O HUCHK IOTEHIMAJ 3a B3aUMOJICHCTBUE C APYTH JIEKAPCTBEHH
NPOAYKTH Y B3aMMOJIEHCTBUS P CBBP3BAHETO C MPOTEHHUTE (BXK. TOUKA 5.2).

IIpocTarnaHIMHOBU aHAI03U

Hma MHOTO OrpaHHYeHH JaHHHU 32 €THOBPEMEHHATa YyIOoTpeba Ha MpoCTarjaHJuHOBH aHATIO3H U
NEVANAC. Kato ce nma mpeBu/] TEXHUSIT MEXaHU3bM Ha JISHCTBHE, eTHOBPEMEHHAaTa yroTpeda Ha
TE€3H JICKAPCTBEHU IPOIYKTH HE CE MIPENOpbhYBa.

EnnoBpemennara ynorpe6a Ha nokaaan HCIIBC u JokaiHu CTEporIu MOXKE 12 YBEJIUYH
BB3MOXKHOCTTA 3a IPOOIIeMH TIpH 3a3ApaBsiBaHeTo. EnHoBpeMenHara ynotpeba Ha NEVANAC ¢
JIeKapCcTBa, KOUTO yIBJDKAaBaT BPEMETO Ha KbPBEHE, MOKE JIa TIOBUILH PHCKA OT KPhBOU3IHB (BXK.
Touka 4.4).

4.6 @epruaurer, )peMEHHOCT U KbpMeHe

Kenu ¢ gereposieH DOTEHITHAI

NEVANAC He Tpsa0Ba Ja ce U3M0I3Ba OT )KEHH € ACTEPOJICH MOTEHIMAN, KOUTO HE U3IMOI3BAT
KOHTpalenLu.

BpemenHoct

JlurcBaT JOCTaTHYHO JAHHU OT yMOTpedaTa Ha HenadeHak npu OpeMeHHH sxeHH. [IpoydBaHusaTa IPU
JKUBOTHH TIOKA3BaT PENPOTYKTUBHA TOKCUYHOCT (BK. Touka 5.3). [TOTeHIMATHHUAT PUCK MPH XOpa He €
u3BecTeH. Thii KaTO CUCTEMHATa eKCIO3UIIMS IPH HEOPEMEHHH JKeHU € He3HAUUTEIIHA CIIe]I JICUCHHE C
NEVANAC, pucksT 110 BpeMe Ha OPEMEHHOCT MOJKE JIa C€ CUUTA 32 HUCHK. BBIpeku TOBa, Thil KaTo
MOTUCKAHETO Ha MPOCTATTIAaHJHHOBATA CHHTE3a MOXKE JIa TMOBJINSAC HEraTUBHO Ha OPEMEHHOCTTA H/HITH
eMOPHUOHATTHOTO/(PETATHOTO Pa3BUTHE, U/WIIA PAYKITAHETO, U/UIIH TTOCTHATAJTHOTO Pa3BUTHE,
NEVANAC He ce mpenopbyBa 1o BpeMe Ha OpeMEeHHOCT.

Kopmene
He e u3BecTHO nanu HemadeHak ce eKCKpeTupa B KbpMarta. [IpoyuBaHusaTa Ipy )KUBOTHH MTOKA3BaT
eKCKpeIlus Ha HenageHak B MIITKOTO IPU TUThXOBe. Bcee mak, He ce ouakBat epeKTH NMPH KbpMayveTa,

THI KaTO CHCTEMHATa eKCIIO3MIINS Ha KbpMadkaTa Ha HenadeHnak e HesHaunTenrHa. NEVANAC moxe
Jla ce U3I0JI3Ba 110 BpeMe Ha KbPMEHE.

DepTunurer

JlunicBat nannm 3a epexra Ha NEVANAC BbpXy depTrsmreTa npu xopa.
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4.7 EdexTH BbpPXy cCocOOHOCTTA 3a modupaHe U padoTa ¢ MAIIMHH

NEVANAC He nosivsiBa WU MOBJIHIBA MPESHEOPESIKUMO CITOCOOHOCTTA 32 Mo UpaHe u padoTa ¢
MAIlHHH.

BpemeHHO 3aMbIIIsIBaHe Wi APYTH CMYIICHUS B 3pSHUETO MOTAT JIa TIOBJIHUSAT CIOCOOHOCTTA 32
modupane win paboTa ¢ MalTuHU. AKO MPH TIOCTABSHETO Ha JICKAPCTBEHUS MPOIYKT 3PSHUETO Ce
3aMBIJIH, TAMEHTHT TPIOBA J]a U34aKa, JOKATO 3pEHUETO ce MPOSCHH, TIPeIn J1a modupa wim na
paboTH ¢ MaITHH.

4.8 Hexenanu JeKapcTBEHH peaKIHU

Pesrome Ha mpodumiia Ha Oe30macHOCT

B xnmHnYHY n3nuTBaHu, BKirouBay Hag 1 900 mammenTty, kouto ca noiay4daBaii NEVANAC
3 mg/ml xamku 3a 09H, CyCIEeH3Hs], Hali-4eCTO ChOOIIABAHNTE HEXEIaH! PEaKIlni ca TOUKOBUICH
KepaTHT, KEPATUT, YCCIIaHE 3a YYXKIO TSUI0 B OYMTE U O4YHA 0OJIKa, KOUTO ca HAOJI0IaBaHu TpU
mexay 0,4% u 0,1% oT manmeHTHTE.

Hayuenmu c ouabem

B 1Be KIMHMYHY U3MATBAHKA, BKIIOYBAIIY 594 mallMeHTH, MAIMEHTHTE ¢ JUa0eT ca OMIH MOMI0KEHN
Ha neuyeHre ¢ NEVANAC kanku 3a o4u, CyCleH3us B poabbkeHue Ha 90 nHU 3a Ipe1oTBpaTsIBaHe
Ha OTOK Ha MakyJjara clie[l orepaiys Ha Kkarapakta. Haii-duecto choOliaBaHaTa HeXKeNaHa peakiys €
TOYKOBHJICH KepaTuT, HaOmo1aBan npu 1% OT maiueHTuTe, KOETO BOJH JI0 OIIpe/eiisTHe Ha KaTeropus
TI0 YecToTa ,,uectr’. J[pyrure Hail-uecTo Cho0IaBaHN HEXEJIaH! PeakIlii ca KePaTuT U yCellaHe 3a
qy>KI0 TSUIO B OYHTE, KOUTO ce HabmomaBar crotBeTHO mipn 0,5% u 0,3% oT marmenTure, KaTo U
JIBETE HEXEJIaH! peaKklliy ca ¢ KaTeropus Mo 4ecTtoTa ,,HeuecTu .

TabauyeH CIUCHK HA HEXKEIAHUTE peaKnu

CrneiHATE HEXKEIAHU PEAKIIMU Ca TPYIUPAHU ChIVIACHO CJIeIHATa KOHBEHIUS: MHOTO decTtH (>1/10),
yectr (>1/100 mo <1/10), meuectu (>1/1 000 mo <1/100), penxu (>1/10 000 mo <1/1 000), mHOTO
penxu (<1/10 000) mu ¢ HeM3BeCTHA YecToTa (OT HATMYHUTE JaHHHU HE MOXe Ja ObJ/ie HalpaBeHa
orieHka). [Ipu BCsiko rpynupaHe B 3aBUCMMOCT OT YECTOTaTa, HEKEJIAaHUTE PEaKIMU ce n30posBaT B
HU3XO/ISII PeJl IO OTHOIIICHUE Ha TSIXHATA CEPUO3HOCT. [laHHNTE 32 HEXKENaHNUTE PeaKIuu ca
MOJYYEHHU OT KIMHUYHH U3MUTBAHUS WIK HOCTMapKeTUHToBH chodmenns ¢ NEVANAC 3 mg/ml
karnku 3a oud, cycnensus © NEVANAC 1 mg/ml kanku 3a 04u, CyCIeH3us.
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CucTreM0-0OpraHHu KJiacoBe Hexenanm peaknum

Hapymenns Ha mMyHHaTa cucrema Peoku: cBpbXUyBCTBUTEITHOCT
Hapymenns Ha HepBHaTa cucTemMa Peoku: 3amasiHOCT, TTTaBOOOITHE
Hapyuienus Ha ounte Heyecmu: xepaTuT, TOYKOBUJICH KepaTuT, Ne(heKT Ha

POTOBUYHUS CIUTEN, yCEIIaHe 3a Yy I0 TSIIO B
OKOTO, 0Opa3yBaHe Ha KPYCTH 10 ph0a Ha Kiiernadya

Peoku: upur, xopounaina edy3usi, OTJIATAHUS 10
porosuriata, 00JIKa B OKOTO, OYEH TUCKOMQOPT,
CyXoTa B OKOTO, Onedaput, npa3HeHe B OKOTO,
CBbpOEX B OKOTO, CEKPELUs OT OKOTO, aJleprHUYeH
KOHIOHKTHBHT, YBEIHUCHO ChII300T/ICIISHE,
XUIMEPEMUs Ha KOHIOHKTHUBATA

C neussecmna vecmoma: nephopanus Ha
pOTroBHIIaTa, HAPYIIEHO 3a3apaBsiBaHe (POTOBHUIA),
MOMBTHSIBaHE Ha POTOBHIIATa, POTOBUYEH OeJIer,
HaMaJIeHa 3pUTEIHA OCTPOTA, OyBaHEe Ha OKOTO,
yIIEPO3€eH KEPAaTUT, U3THHIBAHE HA POrOBHUIIATA,
3aMBIJICHO 3pCHUE

Cb10BU HapyLICHUS C Heuszgecmua yecmoma. NIOBULIEHO KPBBHO
HaJIsITaHe
CroManiHo-4YpeBHHU HAPYIICHUS Peoku: ranene
C neuzgecmua uecmoma. TIOBPbILIAHE
Hapymenus Ha koaTa U OJKOXKHATa Peoxu: ormyckane Ha Koxara (JiepMaToxanasus),
TbKaH AICPIruiucH ACPMATUT

Onncanne Ha N30paHU HEXEIAHU PEAKIINU

[ManmeHTH ¢ TaHHM 32 YBpEXKIaHE Ha eMUTeNa Ha POTOBHUIIATa, BKIFOYUTEIHO Niepdopanys Ha
poroBuiara TpsiOBa BexHara Ja npeycranosst npuioxkeaneto Ha NEVANAC u Tps6Ba na 6baar
MpociieIBaHd BHUMATETTHO 3a 37JpaBHHATA Ha POroBHUIlaTa (BX. Touka 4.4).

Ot nocrmapkerurarosust onut ¢ NEVANAC 1 mg/ml kanku 3a o4u, CyCIeH3HsI ca yCTaHOBEHH
ClIydad, IPU KOUTO ce choOlIaBa 3a enuTesieH JedeKT/HapyeHne Ha poropuuaTa. TexecTTa Ha Te3U
Cclly4ad BapHpa OT HECEpHO3HU e(heKTH BbPXY 1I€I0CTTa Ha eMUTEa Ha POrOBHUIIATA 0 MTO-CEPHO3HU
CBHOUTHSA, TIPH KOUTO 32 BH3CTAHOBSIBAHE HA SICHOTO 3pEHHUE CE M3MCKBA XUPYPriuyHa Hameca v/ uin
JIeKapCTBEHA TePaItusl.

INoctmapkerunrosust onut ¢ tokanau HCIIBC npearnonara, 4e naiueHTH, IpeTbpeNn CI0KHN
OYHHM OIlEepalLny, C ICHepBalKs Ha POroBuLaTa, Ae(eKTH Ha pOrOBUYHHMS EIHTE, 3aXapeH nuaderT,
3a00JsIBaHMs HA OYHATA IIOBBPXHOCT (HAIp. CHHIPOM Ha CyXOTO OKO), PEBMAaTOUAEH apTPUT WIIHU C
HSIKOJIKO OYHU OIIEPALlMH 33 KpPaThK IIEPUOJ OT BPEME, MOKE J]a UMAT YBEJIUYEH PUCK OT M0sBa HA
HEXEJIaHU peaklMy OT CTpaHa Ha POrOBUIIATA, KOUTO MOXKE J1a 3aCTpallaBaT 3peHUETO UM.

IlenuaTpuubga Iomyaanus

Bbesonacnoctra n eduracHoctra Ha NEVANAC npu fena ¥ IOHOIIM HE ca YCTAaHOBEHU.

Cpo011aBade Ha OA03MPAHU HEXKEIAHNU PEAKIINHU

CpoO11aBaHeTo Ha T0I03UPAaHH HEXKEIAH! PEaKIUK CJIe]] pa3pelaBaHe 3a yrnoTpeda Ha JIeKapCTBEHUsI
NPOAYKT € BaxkHO. TOBa MO3BOJISIBA 1 TIPOIBIDKH HAOIOICHUETO Ha ChOTHOIICHUETO TI0JI3a/PUCK 3a
JICKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CIICIUATHCTH CE U3UCKBA J]a ChOOIIABAT BCSIKA
MOJI03UPaHa HEeXellaHa Peakiys Yype3 HAlMOHAIHA CHCTeMa 3a ChoO0IaBaHe, TOCOYCHa B

Ilpunoxenue V.
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4.9 Ilpeno3upane

He ce ovakBa j1a Bb3HUKHAT TOKCUYHU €)EKTH B CIIydail Ha peJo3upaHe MPU OYHO MPUIIOKECHUE,
HUTO TIPU CIIYYAHHO MEPOPAITHO MOTITBIIAHE.

5. ®APMAKOJIOTMYHU CBOMCTBA

5.1 ®apmakoaAMHAMHYHHU CBOWCTBA

®dapmakoTepaneBTHYHA Tpyma: ODTaIMOIIOTHYHH CPEJCTBA, TPOTUBOBB3NAIUTEIIHU CPEICTBA,
Hecreponnu, ATC xox: SO1BCI10

MexaHu3bM Ha JIEWCTBUE

Hemnagenak e HecTepONIHO MPOTHBOBB3MATIUTEIHO U aHAITETHYHO TpeiekapcTBo. Ciel JOKaTHO
OYHO IMPUIIOKCHHC, HCHa(i)CHaK IIPOHHUKBA IIPE3 pOroBuniaTa v 1o/J BJIMAHUC HA XUAPOJIA3UTE B OUHUTEC
THKaHH, CE PEBPHIIA B HECTEPOUTHOTO MPOTHBOBB3MAIMTEIIHO JICKAPCTBEHO BEIIECTBO aM(eHak.
AmM¢penak naxnOupa AeicTBUeTo Ha mpoctariananH H cruHTazaTta (HIMKI0OKCUTEHA3a), CH3UM
HEOOXOIUM 3a TPOJTYKIUATA Ha MPOCTATJIaHINH.

JlonbiHUTENIHN hapMaKOJIOTHYHHU CBOMCTBA

[Tpu 3aiinym e nokazaHo, ye HenadeHaK MHXUOWpa HapylIaBaHETO Ha KPbBHO-pEeTHHANIHATa Oapuepa u
3aeIHO ¢ TOBa MoTHcKa cuHTe3a Ha PGE,. Ex vivo e mokaszaHo, 4ye eqHOKpaTHa 033 HenmadeHax,
NPUIOXKEHA JIOKAJTHO B OKOTO, IIOTUCKA CUHTE3aTa Ha NPOCTarjJaHuH B UPUCA/IUIIMAPHOTO TSUIO
(85%-95%) u perunara/xopousesta (55%) cbOTBETHO 110 6 Yaca u 4 Jaca.

dapmakoguHAMUYHN €DEKTH

ITo-romsimaTa 4acTt ot XUAPOJUTUIHOTO IMMPEBPBHIIAHE CE OCHUICCTBABA B peTHHaTa/xoponae;ITa,
IoCJICABAaHO OT I/IpI/Ica/LII/IJ'II/IapHOTO TsJIO 1 pOroBuliatTa B CbOTBETCTBUC ChbC CTCIICHTA HAa ThbKaHHATa
BaCKyJ1apu3anusi.

Pesynrarure oT knuHUYHKTE M3NUTBaHUs noka3BaT, 4¢ NEVANAC 3 mg/ml kanku 3a oun,
CYCIICH3HsI HE OKa3Ba 3HAYMM €(eKT BHPXY BbTPEOYHOTO HAJIATAHE.

Kinnnnuza edrkacHoCT ¥ 6€300aCHOCT

IIpedomepamsasane u nevenue na nocmonepamueHa 00IKA U 8b3NANeHUe, C8bP3AHU C Onepayus Ha
Kamapakma

Eduxacnocrra n 6ezomacHoctra Ha NEVANAC 3 mg/ml npu npoduiakTuka u JeyeHue Ha
nocTorepaTBHa 00JIKa 1 Bh3MaJIEHHE, CBBP3aHU C OIepalusl Ha KaTapakTa, ca JOKa3aHH B JBE
MacCKHpaHH, JIBOHHOCIEIH, I1a1e00-KOHTPOIMPAHH KIIMHUYHU H3MUTBAHUS TIPU

o6mol 339 nauuentu. [Ipu Te3u npoy4BaHus, Ipu KOUTO MPUIATAHETO Ha MAIIMEHTUTE € BEAHDBK
JTHEBHO, KaTO Ce 3all04YBa €J1H JEH NpeIu Onepaluara Ha KaTapakTa, IpoabikaBa ce B JICHs Ha
orepanusTa u npe3 mbpeute 14 nuu Ha nocroneparuBHus nepuos, NEVANAC 3 mg/ml kanku 3a
OYH, CyCIICH3Hs TT0Ka3Ba M0-100pa KIMHIYHA e(pUKAaCHOCT B CPaBHEHHE C HOCHTEIIS TP JICUCHNE Ha
nocTorepaTBHA O0JIKa ¥ Bh3NaJICHHE.

[TanmenTure, nexyBanu ¢ NEVANAC, e mo-manko BeposTHO Ja UMaT 00JIKa B OKOTO M H3MEPUMH
NpU3HAIM Ha Bh3NaNeHue (KIeThYHA PeakLys B IPEeJHO-KaMepHaTa TEUHOCT U MOJIOKUTeNeH THHa)
B PaHHUS NIOCTONEPAaTUBEH NEPHUO U A0 Kpas Ha JICYEHUETO, B CPABHEHUE C TE3H, JIEKYBAaHU C HETOBUS
Hocuren. [Ipu neete mpoyuBanus, NEVANAC uzuncTBa Bp3najgeHneTo Ha 14-us JeH cien
onepanusTa nmpu 65% u 68% ot nmaruenTure, B cpaBHeHuUE ¢ 25% 1 35% OT manueHTuTe, KOUTO ca
noiy4asaiu HocuTed. [IpouenTure Ha nunca Ha 6oska B rpynata Ha NEVANAC ca 89% u 91%, B
cpasuenue ¢ 40% u 50% oT manueHTUTe, MOIyJIaBaId HOCHUTEIL.
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Hsxou narnmentu ca monydaBain NEVANAC 3 mg/ml kanku 3a o4u, cycrneHsus 10 21 aHu cief
onepauusta. EdukacHocTTa cnen 14-us 1eH oT onepauusTa odade He € Ouiia OleHeHa.

B momrenaenwue, mpu enHO oT aBete kimHuaHA u3nuTBaHmst, NEVANAC 3 mg/ml xanku 3a oun,
CYyCIIeH3HS, IPUJIOKEH BETHBK JHEBHO, € TToKa3al He mo-maika epukacHocT oT NEVANAC 1 mg/ml
KaIlK¥ 3a 04, CYCIICH3US, IPIIOKEH TPU ITbTH JTHEBHO 3a MPO(UIaKTHKA U JICUCHUE Ha
[OCTOIEepaTHBHA 00JIKA U Bb3MaJCHUE CJIe ONepanns Ha KaTapakTa. [IpoleHTuTe Ha H3YMCTBaHEe Ha
BB3MAICHUETO U JIUICa Ha O0JIKA ca CXOJIHU 32 JBaTa MPOYKTa IPH BCUYKH MOCTONIEPATHBHU OICHKH.

Hamanasane na pucka om nocmonepamusen 0mox Ha Makyiama, c6bp3an ¢ onepayus Ha Kamapaxma
npu nayuenmu ¢ ouabem

3a oueHsBane Ha epukacHoctTa U 6e3onmacHocTTa HAa NEVANAC 3 mg/ml kanku 3a 04H, CycreH3us
BEJAHBK AHEBHO, 32 MPEJOTBPATIBaHE Ha TOCTONEPAaTUBEH OTOK HA MaKyJaTa, CBbP3aH ¢ onepanus Ha
KaTapakKTa, ca MPOBE/ICHH JBE NPOYUIBAHUS IPH MAIMEHTH ¢ 1uadeT. B Te3u mpoy4usanus,
HpUJIAraHeTo Ha MPOYYBAHOTO JICKAPCTBO € 3aMI0YHATO €AMH JICH IPEIH ONepaIrsiTa, IPOABIDKEHO € B
JleHs Ha onepanuara u 10 90 JHU OT MOCTONEPATHUBHUS TIEPUOI.

B nBete nBoifHOMacKHpaHH, paHIOMHU3HPAHHU, KOHTPOJINPAHH C HOCUTEN POYYBAHUS, TIPOBEICHH IPH
anueHTH C I[I/Ia6eTHa peTUHOIIaTUA, 3SHAYUTCIIHO IIO-I'0JIAM NPOUCHT OT MAIMCHTUTE B rpynara €
HOCHTEII ca TOTy4riii 0TOK Ha Makynata (17,3% u 14,3%) B cpaBHEHHUE ¢ TTAIUCHTUTE, JICKYBaHU C
NEVANAC 3 mg/ml (2,3% u 5,9%). CboTBeTHUTE NPOLIEHTH B MHTETPUPAH aHAIU3 HA 2-T€
npoyuBaHus ca 15,9% B rpynara ¢ Hocuren u 4,1% B rpynata ¢ NEVANAC (p<0,001). 3nauntento
MO-T'OJISIM MPOIICHT OT MAIMEHTUTE Ca TOCTUrHAIH 15-0yKBEHO MJIH MO-TOJISIMO MOI00pSHHE Ha

neH 14, koeto e nogabpxano 1o aeH 90 B rpynara Ha NEVANAC 3 mg/ml (61,7%), B cpaBHeHue ¢
rpymnara ¢ Hocuten (43%) B €IHOTO IPOYYBAHE; IPU BTOPOTO NMPOYIBAHE, IPOIICHTHT HA MAIIHEHTUTE
€ CXOJIeH B 2-Te IpyIH Ha JIeYeHHe 3a Ta3u KpaiiHa Touka (48,8% B rpynata Ha NEVANAC u 50,5% B
rpynara c Hocuten). B nnTerpupan aHaiau3s Ha 2-Te Ipoy4YBaHUsl, MPOLEHTHT Ha MallUeHTUuTe ¢ 15-
OykBeHO ToJj00peHne Ha JieH 14, KoeTo ce moxappka 10 AeH 90 e mo-ToisMo B rpynara Ha
NEVANAC 3 mg/ml xanku 3a oun, cycrnensus (55,4%), B cpaBHeHHE ¢ Tpymata ¢ Hocuten (46,7%,
p=0,003).

[leqmnaTpryga momyJIamus

EBporneiickaTa areHuus o JiekapcTBaTra 0cBOOO0XKAaBa OT 3aIbJDKCHUETO 3a MIPEIOCTaBSIHE Ha
pesynrature ot npoyuBanusaTa ¢ NEVANAC BbB BCHUKM NOATPYIN Ha NEAUATPUYHATA MOy Ialys
npy npoHUIaKTHKA ¥ JICYeHNE Ha TIOCToNepaThBHa 00JKa U Bbh3MaJeHNe, CBbP3aHU C Olepalus Ha
KaTapakTa (BXK. Touka 4.2 32 HHQOpMAaIsi OTHOCHO yrnoTpeba B IenaTpusiTa).

5.2 ®apmakoKMHETUYHH CBOWCTBA

AOGcopbuus

Cnen npunarane Ha efHa kannka NEVANAC 3 mg/ml kanku 3a 04M, CyCIIEH3Hs B ABETE OUU BEAHBK
JTHEBHO 32 YETHUPH JTHH, [IPH [TO-TOJISIMA YaCT OT MAIUEHTUTE Ce HAaOIII0/]aBaT HUCKH, HO OTIPEACTUMHU
TUTa3MEHH KOHIIEHTpaIliK Ha HeradeHak U am(eHak, ChOTBETHO 2 U 3 yaca ciie]| IpuiiaraHe Ha
no3ata. CpeiHUTE CTallMOHAPHHM I1a3MeHH Cmax Ha HemadeHak v aMmpeHaK Clie]] 0YHO MPUIIOKEHUE ca
chorBeTHO 0,847 + 0,269 ng/ml u 1,13 = 0,491 ng/ml.

Pasnpenenenue

Ampenak uma roisiM ahUHATET KbM CEPYMHUTE allOyMUHH. 1 Vitro, IPOLUEHTHT CBBP3aH KbM
aIOyMUH OT TUThX, YOBELIKH aI0YMUH M YOBEILIKH cepyM € cboTBeTHO 98,4%, 95,4% u 99,1%.

HpOy‘IBaHI/ISI IIpU IUTbXOBE ITOKAa3BaT, 4€ paaAuOaAKTHBHO Oens3aHu Marepualiv, CBbp3aHu C aKTUBHOTO

BEIECTBO, CE PAsNPEIEIIAT IIMPOKO B OPraHu3Ma CJIE]] €HOKPATHA WM MHOIOKPATHA MEpPOpajiHa 103a
1C-nenadenax.
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IIpoy4uBanus mpu 3alIK TIOKa3BaT, Y€ JOKATHO MPHUIOKEHUAT HenadeHak ce pa3npeesis JOKaTHO OT
MpeHaTa 4acT Ha OKOTO B 33JJHUTE OYHU CETMCHTHU (PETHUHA U XOPHOUJICs).

Buorpancdhopmars

Henagenak nperbpIisiBa OTHOCUTEIHO Obp3a OMOaKTHBAILKS 0 aM()eHAK Ype3 BBTPCOYHHUTE
xuaponasn. Cien ToBa amdeHakK MPeThPIsIBa eKCTEH3UBEH META00IM3bM JI0 TO-TTOJIIPHU
METa0OJIMTH, BKITIOUBAI XHPOKCHIHPAHE HA apOMATHHSI PHCTECH, KOETO BOJHM J0 00pa3yBaHe Ha
TJIFOKYPOHHTHU KOHIOTaTH.

Pagroxpomarorpadckn aHanu3m Npead U cie]] XUAPOIn3aTta Ha [3-TIF0KYpOHUIa3aTa MoKa3Bar, ue
BCHYKHU METa0OJIUTH ca 1o (popMara Ha IIFOKYPOHUIHH KOHIOTATH, C M3KJIFOUECHUE Ha aM(eHaK.
AmMeHak e OCHOBHUAT METaOOJIUT B TIa3Marta, MpecTaBisBai npuoausutenso 13% ot obmara
IUTa3MEHA PaliOaKTUBHOCT. BTOpHAT Hal-4eCTO CpellaH Iia3MeH METa0OoIUT € UACHTUGHUIIUPAH KaTo
S-xuapokcu HenmadeHak, MpeaCTaBIaBal] MPUOTU3NTEHO 9% oT o0mmara pagnoakTUBHOCT MPHA Crax.

B3aumopeiicTust ¢ ApyTH JIEKapCTBEHH MPOAYKTHU: [n vitro HUTO HenadeHak, HUTO aM(eHaK OTHCKAT
HSIKOU OT OCHOBHHTE META0OJIUTHH aKTUBHOCTH Ha doBemkus utoxpom P450 (CYP1A2, 2C9, 2C19,
2D6, 2E1 u 3A4) npu koHuenTpammu a0 3 000 ng/ml. [lopaau ToBa B3anMoJeHCTBYSI, BKIFOUBAIIN
CYP-meauupan MeTa0011M3bM Ha €THOBPEMEHHO MPHUIaraHu JIEKAPCTBEHU MPOAYKTH, Ca MAJIKO
BEpOATHU. B3aumoaeiicTBrs, MEIUUPaHH OT CBHP3BaHE C MPOTEHHH, CHIIIO Ca MAJIKO BEPOSITHU.

Enumunupane

Crnen nepopanio npuioxenue Ha *C-Henadenak Ha 31paBu J100POBOJIIH, € YCTAHOBEHO, Ye
OCHOBHUST ITBT HA OTJIEJISIHE HAa PAJMOAaKTUBHOCTTA € Upe3 ypuHaTa, NpUOIM3UTEIHO 85%, T0KaTO
OTIIEISIHETO ¢ (heKATMHUTE MPEJCTABIIABA OKOJIO 6% OT J103aTa.

5.3 IlpeakJMHUYHU AAHHH 32 0€30MACHOCT

Hexnuananaure JaHHH HC IIOKa3BaT ocobeH PHUCK 3a XOpa Ha Oa3ara Ha KOHBCHIIMOHAJIHUTEC
(I)apMaKOJ'IOFI/ILIHI/I MIpoOy4YBaHUA 3a 6e3OHaCHOCT, Mpoy4BaHUs 3@ TOKCUYHOCT IIPU MHOT'OKPATHO
nmpujiarane 1 rcHOTOKCHUYHOCT.

He ca MMPOBCKAAHU ABJITOCPOYHHU IIPOYUBAHHNS 3a KaAaHLICPOICHHOCT Ha Hena(beHaK.

[Tpu penpoyKTHBHYU MPOYYBaHUs C HenadeHak NpH ILTbX0BE, TOKCHYHHUTE JJO3H 3a MaiKarta

>10 mg/kg ce cBBp3BAT ¢ AUCTOKHS, YBEIMUYCHA MOCTUMILIAHTAIIMOHHA 3ary0a, HaMaJleHO TEerJIo U
pacrex Ha (heTycuTe U HamaJieHa IpexXnBseMocT Ha erycute. [Ipu OpemeHHH 3aiiny, 103a OT

30 mg/kg npu mMaiikaTa, KOSATO MPEIU3BUKBA c1ada TOKCHYHOCT y MaKHUTE, MOKa3Ba CTAaTHCTHYECKH
3HAUYMMO YBEJIMYCHUE Ha CIIydanTe Ha Maj(opMaluy IpH MaJIKUTE.
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6. DODAPMAIIEBTUYHHU JAHHHU
6.1 Choucbk Ha IOMOIIHHUTE BellleCTBA
BopHa kucenuHa

TIponuneHraukon

Kapb6omep
Harpues xmnopun

I'yap

Kapmenosa natpuit

JuHaTtpueB enerar

benzankonues xjaopun

HatpueB xuapokcu /vy XJI0pOBOAOPOIHA KUCEIHHA (3a Kopekius Ha pH)
IIpeuncrena Boga

6.2 HecnbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha roaHOCT

18 mMecena

Ha ce u3xBbpau 4 ceaMUIIU CJIeIT IBPBOTO OTBAPSHE.

6.4 CroeuuaJjiH4 yCJI0BHUSI HA CbXPAHEHUE

[a He ce cpxpansBa Hax 25°C. CexpaHsBaiiTe OyTHIKaTa B KapTOHEHATa ONIAKOBKa, 3a Jla C€ Mpe/na3u
OT CBETJIMHA.

3a ycnoBHsTa HA ChXPAaHEHUE CJIe/ TFPBOHAYATHO OTBAPSIHE HA JIEKAPCTBEHUS MPOTYKT BUKTE
TOYKa 6.3.

6.5 Buau chabp:kaHue HA OMAKOBKATA

Kpbraa nnm oBanaa OyTHIIKa OT IMOJIMETHIIEH C HUCKA TUTHTHOCT, C JO3HUpPAIll HAKPaWHUK U Osiia
Kalrayka Ha BUHT OT HOJHUIPOIUIICH, Chabprkaiia 3 ml cycnensus. Byruikara moxe ia 0b/e
MMOCTaBeHa B IIUKYE.

Kapronena kyTust, chappkama 1 OyTuika.

6.6 CrnenuajaHu nNpeanasHu MepKHU NPH U3XBbPJIsIHE

Hsama CIICIMaJIHA U3 CKBAHU 3a U3XBBPJIAHE.

7. HPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus
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8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/07/433/002

EU/1/07/433/003

9. JATA HA TBbPBO PASPEIIABAHE/ITOJJHOBSIBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

Hata Ha mepBo paspemasane: 11 nexemspu 2007 r.

[ata Ha nocnenHo nmoxHoBsBaHe: 24 centemBpu 2012 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

[MonpoOHa nH(popMaIUs 3a TO3U JICKAPCTBEH MPOIYKT € pejocTaBeHa Ha yeOcaiita Ha EBporelickara
areHnus mo jJekapcraata http://www.ema.europa.eu
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INPUJIOKEHHUE I1

MMPOU3BOUTE.], OTTOBOPEH 3A OCBOBOKJABAHE HA
MAPTUIU

YCJIOBUA NJIN OTPAHUYEHUS 3A TOCTABKA U YIIOTPEBA

APYI'U YCJIIOBUSA U UBUCKBAHUSA HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJIOBUSA NI OT'PAHUYEHMUSA 3A BE3OITACHA U EOEKTUBHA
YIOTPEBA HA JIEKAPCTBEHMUS ITPOAYKT
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A. NPOU3BOIUTEJL, OTTOBOPEH 3A OCBOBOKJIABAHE HA ITAPTHUIN

HwMe u afipec Ha TPOU3BOJUTENS, OTTOBOPEH 3a OCBOOOKIaBaHE HA MAPTHIUTE

Novartis Manufacturing NV
Rijksweg 14

2870 Puurs-Sint-Amands
benrus

Novartis Pharma GmbH
Sophie-Germain-Strasse 10
90443 Niirnberg
I'epmanus

IleuaTHaTa 1UCTOBKA Ha JICKApCTBCHUS TPOAYKT TpH6Ba Ja CbAbpiKa UMCTO U aJpecCa Ha
IIPONU3BOAUTEIA, OTTOBOPEH 3a OCBO60)KI[aBaH6TO Ha CbOTBE€THATA nmapTuja.

b. YCJIOBUS NWJIHN OTPAHUYEHUSA 3A JOCTABKA U YIIOTPEBA

JlexapCTBEHUSAT MPOLYKT CE OTITyCKa IO JIEKAPCKO MPEIICaHue.

B. JAPYI'M YCJIIOBUSA N U3NCKBAHUA HA PASPEIIEHUETO 3A YIIOTPEBA

. IlepuoguyHu aKkTyaJau3npanm aokiaanu 3a oezonacuoct (ITAIB)

W3uckBanusra 3a nogaBane Ha ITAJIB 3a To3u neKapCcTBEH MPOAYKT Ca MOCOYEHU B CIIUCHKA C
pedepentaute natu Ha EBpomnetickus cpio3 (EURD crmmcek), npeasuaeH B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKHU CIIE/IBAIH aKTyIN3al[1H, TyOJIUKYBaHU HA €BPOIIECHCKHUS
yeOmnopTai 3a JeKapcTBa.

. YciaoBus HJin O'PAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS ITPOAYKT

. Ilnan 3a ynpasiaenue Ha pucka (ITYP)

[TputexxaTenst Ha paspeweHrero 3a yrnorpeba (IIPY) tpsodBa na u3BbpIIBa H3UCKBAHUTE ACHHOCTH U
JeHCTBUS, CBBP3aHU C IPOCIIeAsIBaHe Ha JeKapcTBeHaTa 0€301acHOCT, ocoueHu B ogo0penus I[1YP,
npezcraBed B Moayn 1.8.2 Ha pa3penieHueTo 3a ynorpebda, KakTo U BbB BCHUKH CJIE/IBAIIH 0JI00PEHH
akTyanuzauuu Ha [TYP.

Axryammsupas [IYP Tps0OBa na ce mogasa:

o 1o uckane Ha EBpomnelickaTa areHIus 1o JIeKapcTBaTa;

o BUHArd, KOTaTo Ce M3MEHsI CHCTEMAaTa 3a yIpaBJIeHHE Ha PHCKa, 0OCOOCHO B pe3yiTaT Ha
MmoJTydaBaHe Ha HOBAa MH(OpMAITHs, KOSTO MOXKE J1a JOBEIE 10 3HAYMMHE IPOMEHH B
CHOTHOILIEHHETO MOJI3a/PUCK, WK CIIe]l IOCTUTaHE Ha BaskeH eTar (BbB Bpb3Ka ¢ IPOCiIe/sBaHe
Ha JIeKapCTBEeHaTa 0€30MaCHOCT WM CBEKIAHE HA PUCKA 1O MUHIMYM).
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INPUJIOKEHHUE III

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBbPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

KYTHUA 3A EJHA BYTHUJIKA OT 5 ml

‘ 1. HNME HA JIEKAPCTBEHUA TPOAYKT

NEVANAC 1 mg/ml xanku 3a 09u, CyCHIeH3Hs
HenageHak

‘ 2. OBSABSBAHE HA AKTUBHOTO BEILECTBO

1 ml ot cycnensusTa chappka | mg HemageHax.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

Manuton E421, kapbomep, HATpUEB XJIOPH]I, TUIOKCAIIOI, TUHATPUEB €/IeTaT, OEH3IKOHHUEB XIJIOPHI,
HATPHUEB XUIPOKCH]I /UK XJIOPOBOIOPOIHA KUCETMHA U IIPeYrCcTEeHa BOJIA.

BuxTe nucToBkara 3a nmoseue HHPOPMALIHSL.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Kanku 3a oun, cycneHsus

1 x5ml

5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEX/IAHE

Pazknaretre mobpe nmpenu ymorpeoda.
IMpeau ynotrpeba nmpoveTeTe JINCTOBKATA.
O4YHO NpUITOKEHHE

6. CHELOUAJIHO NPEAYHPEXIEHUE, YE IEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TIOCET'A HA JIEITA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 3a JCTa.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

I'onen no:
[a ce n3xBbpau 4 ceIMULM CIe IbPBOTO OTBApsHE.
OTtBOpeH Ha:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

[a ue ce cexpanssa Hag 30°C.

10. CHELUWAJIHU NPEAITAZHA MEPKU ITPU U3XBBHBPJIISAHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Wpnannus

12. HOMEP(A) HA PASPEIHIEHHUETO 3A YIIOTPEBA

EU/1/07/433/001 I x5ml

13. MAPTUAEH HOMEP

ITapT. Neo

14. HAYMUH HA OTIIYCKAHE

.HeKapCTBeHI/IHT MMPOAYKT C€ OTITYCKaA I10 JICKAPCKO NPCAIINCaHUC.

| 15. YKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

HeBanak 1 mg/ml

‘ 17. YHUKAJIEH WAEHTUO®PUKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIECH HACHTU(DHUKATOD

‘ 18. YHHUKAJIEH UIEHTUOPUKATOP — JAHHU 3A HETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CBABPXAT MAJIKUTE EJUHUYHHN
II'BPBUYHH OITAKOBKH

ETHUKET 3A BYTUIKA

‘ 1. HUME HA JIEKAPCTBEHMSA INTPOAYKT U II'bT HA BBBEKJIAHE

NEVANAC 1 mg/ml xanku 3a oun
HenageHak
OYHO TIPHITOKEHUE

‘ 2. HAYUH HA ITPUJIOKEHUE

[Ipexn ynorpeba mpoyereTe INCTOBKATA.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

OTBOpeH Ha:

4. ITAPTUJAEH HOMEP

ITapt. Ne

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

5ml

| 6. JIPYTO
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

KYTHUA 3A EJJHA BYTHJIKA

‘ 1. HNME HA JIEKAPCTBEHUA TPOAYKT

NEVANAC 3 mg/ml xanku 3a 09u, CyCHIeH3Hs
HenageHak

‘ 2. OBSABSBAHE HA AKTUBHOTO BEILECTBO

1 ml ot cycnen3usTa chappka 3 mg HenageHax.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

bopHna kucenwHa, IpONHUIICHTIINKOI, KapOoMep, HaTpUEB XIOPU/I, Tyap, KapMeno3a HaTpHi,
JIMHATPUEB elIeTaT, OCH3AJIKOHUEB XJIOPHI, HATPUEB XUAPOKCH] U/WIIA XJIOPOBOAOPOIHA KHCEIMHA U
MIPEYHNCTEeHA BOJIA.

BuxTe nucToBkara 3a nmoseue HHPOPMALIHSL.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Kanku 3a oun, cycneHsus

1x3ml

5. HAYUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXJIAHE

Pazknarere nobpe npenu ymorpebda.
IIpeau ynorpeba npovereTe JIMCTOBKATA.
O4HO NpUIIOKEHNE

6. CIIEHNUAJIHO IPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT IIOTJVIEJA U TOCET'A HA JIEIIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 3a JCTa.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

Benunx 1HEBHO
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‘ 8. JATA HA I3TUYAHE HA CPOKA HA TOAHOCT

Tonen no:
[a ce u3xBbpnu 4 ceIMULU ClIeA IBPBOTO OTBAPSHE.
OTBOpeH Ha:

‘ 9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

[a He ce chxpansBa Han 25°C. CexpaHsBaiiTe OyTHIIKaTa B KApTOHEHATa OMIAKOBKA, 32 JIa CE Mpea3u
OT CBETJIMHA.

10. CIHENUAJIHU ITPEAIIASHU MEPKU ITPU U3XBBPJISSHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HME U AJAPEC HA ITPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/07/433/002 1 x 3 ml — kpbraa OyTuiKa
EU/1/07/433/003 1 x 3 ml — oBantHa OyTHIIKA

13. NMAPTHUJIEH HOMEP

ITapt. Ne

14. HAYMH HA OTIITYCKAHE

JlexapCTBEHUSAT IIPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAIHJIOBA A3BBYKA

Hesanak 3 mg/ml
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‘ 17. YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/

JByn3mepeH 0apKoJl C BKIIFOUEH YHUKAICH UIACHTU(DUKATOD

‘ 18. YHUKAJIEH UIEHTUOPUKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CBABPXAT MAJIKUTE EJUHUYHHN
II'BPBUYHH OITAKOBKH

ETHUKET 3A BYTUIKA

‘ 1. HUME HA JIEKAPCTBEHMSA INPOAYKT U II'BT(MIIA) HA BBBEKJIAHE

NEVANAC 3 mg/ml xanku 3a oun
HenageHak
OYHO TIPHITOKEHUE

‘ 2. HAYUH HA ITPUJIOKEHUE

[Ipexn ynorpeba mpoyereTe IMCTOBKATA.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. HAPTUJAEH HOMEP

ITapT. Neo

S. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUHUIIN

3ml

6. JIPYTO
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBABPXAT MAJIKUTE EJUHUYHHN
II'BPBUYHHU OITAKOBKH

IIVINKYE

‘ 1. HUME HA JIEKAPCTBEHMA TPOAYKT

NEVANAC 3 mg/ml xanku 3a oun
HemnadeHak
OYHO TIPHITOKEHUE

‘ 2. HAYMH HA ITPUJIOKEHUE

IIpenu ynorpeba npoyereTe JIMCTOBKATA.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

Ha ce u3xBbpau 4 ceAMUIIU CJIEIT IBPBOTO OTBAPSHE.

| 4. TAPTHJIEH HOMEP

ITapt. Ne

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

3ml

|6 JIPYIO
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b. IUCTOBKA
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JlncroBka: undopmanus 3a noTpeduTeNs

NEVANAC 1 mg/ml kanku 3a 04u, cycleH3usi
HenageHak (nepafenac)

IIpoyereTe BHUMATEIHO LAJIATA JUCTOBKA, IPEAH 1A 3alI04YHETE 1A H3I10J13BaTe TOBA
JIEKapCTBO, Thil KaTO TS ChABP:Ka BaxkHa 32 Bac nundopmanus.

3amazere Ta3u JIUCTOBKA. MOJKe /1a ce HaJOXH JIa sl MPOYETETe OTHORO.

AKO UMaTe HIKaKBH JIOMBIHUTETHA BBIIPOCH, TTonuTaiiTe Bammus nekap, papmaneBT ninm
MEAMIMHCKA CeCTpa.

Toga nekapcTBo € npenanucano 1uyHo Ha Bac. He ro mpeotcThnBaiite Ha npyru xopa. To Mmoxke
Jla IM HaBpeIy, HE3aBUCHMO Y€ TPU3HALMTE Ha TAXHOTO 3a00JsBaHe ca ChIUTe Kato Bammre.
AKO TIOJTyYuTe HAKAKBU HEXEJIaHU pEakluy, yBeraoMeTe Bamus jiekap, papmarieBt ninu
MEJUIIMHCKA cecTpa. ToBa BKIIIOUBA U BCUUKH Bb3MOXKHU HEXKETaHU PEaKINK, HEOMUCaH! B
Ta3W JUCTOBKA. BiokTe Touka 4.

Kakso CbABbpPiKa Ta3u JIMCTOBKA

AN S

1.

Kaxgo npencrasnsisa NEVANAC u 3a KakBO ce H3M0J13Ba
Kakgo Tps0Ba na 3Haere, npeau aa uznon3zsare NEVANAC
Kak na manonzsare NEVANAC

BB3MOXXHU HEXETaHU peakuu

Kak na cexpansiBate NEVANAC

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

Kaxkso npeacraBiassa NEVANAC u 3a kKakBo ce H310J13Ba

NEVANAC cpabpika akTHBHOTO BelecTBO HemaeHak W MpUHAIIEKHA KbM TPYIIa JIEKapCcTBa,
HapeyeHH HeCTepOoUIHU NpoTuBoBB3nanuTennu cpeactsa (HCIIBC).

NEVANAC ce u3nomnssa npu Bb3pacTHU:

2.

3a IpeIoTBpaTsABaHe U o0JieKyaBaHe Ha 00JIKa M Bh3NaJICHUE B OKOTO CIIe]] OTepalys Ha
KaTapakTa (mepze) Ha OKOTO

3a HaMaJIsiBaHE Ha PUCKa OT OTOK Ha MaKyJaTa (1o JyBaHe B 3aJJHaTa 4acT Ha OKOTO) CIIe]|
oleparys Ha KarapakTa (1epze) Ha OKOTO IPH MAIUEeHTH C AHA0eT.

Kakso TpsdBa na 3Haere, npeau Aa usnoassare NEVANAC

He m3noassaiite NEVANAC

aKo CTe aJepruiHu KbM HenaeHaK WM KbM HAKOSI OT OCTaHAJIMTE ChbCTaBKH Ha TOBA
nexapcTBo (M30poeHu B ToUKa 6),

aKo CTe aJepTUYHH KbM JAPYTH HECTEPOUIHN MpoTHBOBB3NanuTenHu cpencrsa (HCIIBC),
aKo CTe MOoJy4YaBajk aCTMa, KOKHA aJleprys WM CUIHO Bh3MaJIeHHE Ha HOCa, KOraTo
nznonssare Apyru HCIIBC. [Ipumepn 3a HCIIBC ca: anernicanuiuioBa KUCEIUHA,
nbynpoden, keronpodeH, TUPOKCUKaM, TUKIO(EHAK.

Ipexynpesxnenusi U NpeAna3sHu MepKU
TloBopete ¢ Bamws snekap, hapManeBT WM MeJUIIMHCKA cecTpa, ipeaun jaa usnomsare NEVANAC:

aKo JIECHO IM0JIyYyaBaTe CUHUHHU MM UMaTe Ipo0IeMH ¢ KPbBOTCUCHHUE, UM CTE MMAaJIi TaKHBa B
MUHAJIOTO.

aKo MMaTe HAKAKBO JIPYro HapyIIeHUE Ha 0unTe (HAIp. OYHa WH(MEKIIHS) WK aKO U3II0JI3BaTe
JIPYTH JIEKapCTBa 3a OYHO MPUIIOKEHNE (0COOCHO JIOKATHU CTEPOUIH).

aKo uMate auader.

aKO MMaTe peBMAaTOHJIEH apTPUT.

AKO CTC MPETHPIICIIN HAKOJIKO OYHHU OII€pallvy 3a KPAaThbK IIEPUOJ] OT BPEME.
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M36srBaiiTe cnpHYIEBaTa CBETIMHA 0 BpeMe Ha jedeHneTo ¢ NEVANAC.

He ce npenopbuBa HOCEHETO Ha KOHTAKTHH JICIIU CJIC]] ONepalus Ha KarapakTa (riepje). Bammwsit
nekap e Bu mochBeTBa Kora e MoKeTe OTHOBO Ja W3M0JI3BaTe KOHTAKTHH JIeNTH (BIKTE ChIO
»NEVANAC cpabppika OEH3aTKOHHUEB XJIOPHUT”).

Jeua v roHOIIN
He nmaBaiiTe ToBa JIekapcTBO Ha JIeTia U IOHOIIH 107 18-roanIHa BB3pacT, Thid KaTo 0€30macHOCTTa U
e(hMKacHOCTTA TPU Ta3M MOIMYJIANNs HE Ca YCTAHOBCHH.

JApyru aexapcrBa u NEVANAC
TpsiOBa na kaxkeTe Ha Bamms jgekap win (papMaiieBT, ako MpreMaTe, HACKOPO CTE IPUEMaTH UK €
BB3MOXKHO JIa TIpUeMaTe JPyTH JIeKapCcTBa.

NEVANAC moxe ia moBimsie v 1a Ob/ie MOBIHSH OT JPYTH JIEKapCTBa, KOUTO M3IIONI3BATE,
BKJTFOUHUTEITHO IPYTH KaIKH 3a OYH 3a JICUCHHE Ha TTIayKoMa.

WNudopmupaiite cpio Bammst nexap, ako npuemare JieKapcTBa, KOUTO HaMallsSiBaT CbCUPBAHETO Ha
kpbBTa (Bapdapun) wiu apyru HCIIBC. Te moxe na yBenuuaT prcka OT KbpBEHE.

BpeMeHHOCT 1 KbpMeHe

Axko cTe OpeMeHHa, HITH € BE3MOXKHO J1a 3a0peMeHeeTe, KOHCYJITUpaiTe ce ¢ Bamus nexap npenu na
nznon3sare NEVANAC. XKenunte, Kouto Morat Jia 3a0peMeHes T, TpsiOBa Jja N3Mo3BaT e)eKTHBHA
KOHTpauenuus no speMe Ha jeueHueto ¢ NEVANAC.

He ce mpenopsusa ynorpedara Ha NEVANAC no Bpeme Ha OpemenHocT. He m3non3Baiite
NEVANAC, ocBeH ako He € U3pUYHO NpeAncad oT Barus iekap.

Axo xppmure, NEVANAC moxke na mpeMuHe B KbpMaTa. He ce odakBar obade eekTr BbpXyY
kbpMadeTo. NEVANAC Moke fa ce U3Moa3Ba 1o BpeMe Ha KbpMEHE.

AKo cTe OpeMeHHa MM KbPMHUTE, CMSITaTe, Y€ MOXKeE Jja CTe OpeMEeHHa WM IUIaHUpaTe OpEeMEHHOCT,
nochBeTBaiTe ce ¢ Bamms nexap wiu GpapmaieBT npeau ynorpedaTa Ha TOBa JIEKapCTBO.

Ilopupane u padora ¢ MAILIMHH

He mwodupaiite n He paboTeTe ¢ MalIMHK, AOKATO 3peHHeTo Bu He ce mposicau. Be3moxxHO €
HenocpenacTBeHo cien noctaBsiHeTo Ha NEVANAC na ycranoBure, e 3peHneTo Bu BpemeHHO €
3aMBIJICHO.

NEVANAC cbhabp:xa 0eH32JIKOHUEB XJIOPUJ
Toga nekapcTBo chabpka 0,25 mg OCH3aIKOHUEB XJIOPU/] BbB BCEKH 5 ml, KOMTO ca eKBUBAJICHTHH Ha
0,05 mg/ml.

KoncepBaatsT B NEVANAC, OeH3anKkoHHEB XJIOpUI, MOXeE /1a ce abcopOupa OT MEKUTE KOHTaKTHH
JIeIY ¥ MOXKE 1a IPOMEHH LiBeTa Ha JiemuTe. TpsOBa 1a cBaTuTe KOHTAKTHUTE JICIH MIPEIH
ynoTpebaTta Ha TOBa JIEKapCTBO U J1a M34aKaTe MMoHe 15 MUHYTH Npeau Ja ' HOCTaBUTE OTHOBO.
beH3ankoHNEB XJIOPHU] MOXKE ChIIIO J1a IPUUUHU APa3HEHE Ha OYUTE, 0COOEHO aKo uMare ,,cyXxo oKo™
WJIM HapyIIeHre Ha pOoroBHIiaTa (IPO3pavHus CJIOH B MpeHaTa 4acT Ha OKOTO). AKO umaTte
HEoOMYaifHO ycellaHe B OKOTO, KaTO MapeHe Wik 00JKa B OKOTO Clie/l yroTpedaTa Ha TOBa JIEKApCTBO,
rosopere ¢ Bammus sekap.

3. Kak na m3nmoiasBate NEVANAC

Bunaru u3nos3BaiTe ToBa JISKapCTBO TOYHO KakTo Bu e ka3an Bammsr nekap i dapmareBT. AKO
HE CT€ CUTYPHH B Helllo, nonuTaiite Bamus iekap wiu gpapMaresT.
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M3nomseaiitte NEVANAC camo 3a Bammre oun. J[a He ce OTTBINA WITH HHXXEKTHPA.

IIpenopbunTeHaTa 103a €
Enna kamka B 3aCerHaTOTO OKO WJIM OYH, TPH ITBTU THEBHO — CYTpUH, 00ex U Beuep. Mzmon3Baiite no
€IIHO U CBIII0 BPEME BCEKH JICH.

Kora na ce npusiara u KoJIKO IbJIr0o

3anounete 1 neH npeau oneparusaTa Ha IepaeTo Ha okoTo. IIpoabinkere B AeHs Ha oneparusaTa. Cien
TOBa U3MOJI3BaliTE KAIKUTE TOJIKOBA ABJT0, KOJKOTO Bu € kazan Bamuar nekap. ToBa Moxke na
MPOABIDKH 710 3 ceAMMIM (3a MPEAOTBPATIBAHE U 00JIeKYaBaHe Ha 00JIKAa U Bh3MAICHUE B OKOTO) HITH
no 60 nHM (3a Ipe0TBpaTsSIBaHe Ha PA3BUTHUETO HA OTOK HA MaKyJiaTa) Ciie]| onepanusarta Bu.

Kak na ce u3nonsBa
W3muiite cu pbLETE, IPEAU 1A 3aII0YHETE.

o Pazknarere noOpe npenu ynotpeoda.

o OTBBpTETE Kanavkara Ha OyTHIIKATA.

o Cren xato KamaJkara € CBaJIeHa, aKo 3alllUTHHUAT IPBCTEH € XJ1a0aB, MaXHeTe To, Ipean aa
M3I0JI3BaTe MPOAYKTA.

o Jpwxre OyTHiiKaTa, HacoueHa Hal0Iy, MEXAY Nanela u IpbCTUTE.

o Haknonere rnaBa Ha3az.

. PazTBOpeTe noTHMS KIilenad ¢ IOYNCTEHUS Bede MPBCT, Taka 4e Ja ce 00pasyBa “mKko0” MexIy
Hero ¥ okoTo. KankaTa TpsOBa Ja momnajiHe MIMEHHO Ha ToBa MACTO (¢wur.1).

o Jobnmxkere Bppxa Ha OyTmiikara 61130 10 okoto. Hampasete ro npexn ornenano, ako Tosa Bu
yJIECHSBA.

. He nokocBaiite OKOTO WM Kjlenaya, 3200uKajsaTa T 00JacT WK JIPYTH TOBBPXHOCTH C
BbpXa Ha atuIMKaTopa-KanmkoMep. ToBa Moke J1a 3aMbPCH KalKHTe.

o BuumarenHo HaTuCHeTe OCHOBaTa Ha OyTHIIKATa, 3a J1a u3nycHe enna kamka NEVANAC.

o He cruckaiite OyTuikara: T € KOHCTpyHUpaHa Taka, 4e caMmo JIeK HaTHCK Ha TbHOTO €

nmocratbueH (¢ur.2).

AXo0 H3I10J13BaTe KaKUTe 3a ABCTEC 04U, MTOBTOPETC CHIIUTC CTBIIKU U IPU APYTOTO OKO. CJ'IGZ[
yHOTpC6a, BE€aHara 1mmoCTaBCTC KaladkKara Ha GYTI/IHKaTa " A 3aTBOPETC z[06pe.

AXO KaIkara He IIOIIaJHe B OKOTO, OIIUTAMTE OTHOBO.

AKO U3MONI3BaTe U IPYTH KAIKH 38 04H, M3YaKaiTe MOHE IeT MUHYTH MEXy MOCTaBIHETO Ha
NEVANAC u npyrure Kamkw.

AKO cTe H3M0JI3BAJIN MoBevye 0T HeoOxonumaTa 1o3a NEVANAC
Cepprkere ce ¢ Bammst nexap 3a moapo6HH ykazanus. He mocrasiiTe moBeye Kamnku, J0KaTo He Joue
BpeMe 3a cieBalaTa oondaiiHa 103a.

AKko cTe nponycHaan aa usnoj3sate NEVANAC

IlocTaBeTte enHa Kamka BeJHATa CIIE/ KaTo ce cCeTHTe. AKO MTOYTH € BpeMe 3a cie/Baliara 103a,
NPOIyCHETE Ta3u U MPOABIDKETE ChC cieBallara g03a no Bamara oouyaiina cxema. He nocrassiite
JIBOIHA /1034, 3a J]Ja KOMIIEHCUpaTe IpoiycHarara no3a. He mocragiite noBeve oT €/1Ha Kanka B
3aCETHATOTO OKO (04M) 3 MBTH THEBHO.
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Ako cte cuipeau ynorpedoata Ha NEVANAC

He crmmpaiite ymorpe6ata Ha NEVANAC, ako mbpBO HE CTE c€ IMOCHhBETBAIM ¢ Bamms nekap.
OOUKHOBEHO MOXE J1a MPOBIDKUTE YIIOTpeOdaTa Ha KalKUTe, OCBEH aKO HE MOJYyYUTE CEPHO3HU
HEXEJIaHW PeakIui. AKO UMaTe PUTECHEHHS, ToBopeTe ¢ Bammus nexap niu apmarieBT.

AKO UMare HIKaKBH JIOMBIHUTETHA BBIIPOCH, CBBP3aHH C YIIOTpebaTa Ha TOBa JIEKAPCTBO, IIOMUTANTE
Bammus nekap, papManeBT WM MEJUIIMHCKA CECTpa.

4. Bb3MOKHN HeKeJTaHU PeaKIun

Kakro Bcuuku JICKapCTBaA, TOBA JICKAPCTBO MOXKE J1a IPEAN3BHUKA HEXKCIAaHNU p€aKIIUH, BBIIPEKHU Y€ HE
BCCKH I' TIOJTy4aBa.

PHCKBT OT HEXKETaHM peaKIny, 3acsATalli pOroBHIIaTa (MMPoOIeMHy IO TIOBEPXHOCTTA Ha OKOTO), MOXKE
Jla € TIOBHIIIEH, aKO UMare:

- YCIIO’)KHEHA OYHA OTIeparys

- HSKOJIKO OYHH OTIepanny 3a KPaThK IEepUo] OT BpeMe

- HSIKOM HapyIICHUS Ha IOBBPXHOCTTA Ha OKOTO KaTo Bh3MaJICHHE WIIK CYyX0Ta B OKOTO
- HSIKOM 001 3a00MsIBaHUS KaTO AUa0ET UK PEeBMATOUICH apTPHUT

CebprxeTe ce He3abaBHO ¢ Bamust nekap, ako ounte Bu ce 3auepBAT moBeye WM cTaHaT M0-
OoJie3HEeHN, 10KATO U3MO0JI3BaTe KankuTe. ToBa MOXKe J1a € B pe3yaTaT Ha Bh3MaJIeHUe Ha OYHaTa
HOBBPXHOCT ChC WM 0€3 3ary0a Wi yBpeXk/1aHe Ha KICTKH, MM Bb3MAJICHHE HA OIIBETCHATa YacT Ha
oxoto (uput). Te3n Hexxenanu peakiyu ca HaOmroxaBanu npu a0 1 Ha 100 gymm.

Crnennute HeXxelaHu peakuun cbio ca ounn HadmonaBanu ¢ NEVANAC 1 mg/ml kanku 3a ouw,
cycriensus wi NEVANAC 3 mg/ml xanku 3a o4u, CyCIieH3us, WA U IBETE:

Heuectu (mooice oa sacecnam oo 1 na 100 oywu)

L OuHH HeKeJIaHu PC€AKIIMMU: Bb3MNAJICHUEC HA OYHATAa IIOBBPXHOCT CHC UIIN 0e3 3ary621 HNIn
YBPCIKAAHC HA KIICTKH, YCCHIAHC 34 TYXKIO0 TAJIO B OUUTC, 06pa3yBaHe Ha KOpHUYKHU I10 KJIeTia4ya
WK CIIaJIaHC Ha KJIeIiayda.

Penxu (mooice 0a 3aceenam 0o 1 na 1 000 dywiu)

L4 O4HHU HeKeJIaHH P€aKIMu: BH3IAJICHUE Ha UpHUCa, Oollka B OKOTO, OYCH HHCKOM(bOpT, CyXOTa
B OKOTO, OTOK Ha KJICNAa4YUTEC, JPa3HCHE B OKOTO, CT)p6e)K B OKOTO, CEKpELUA OT OKOTO,
AJICPIrUYCH KOHIOHKTHUBUT (qua anepmﬁ), YBCIHNYCHO CBHJIBOO0TACIAHC, OTJIaraHuA 110 OUHaTa
IMOBBPXHOCT, TECUHOCT WUJIK ITIOAYBAHE B 3a/lHATA YaCT HA OKOTO, 3a4CPBABAHC Ha OKOTO.

o O0mM HesKeTaHW peaKIUM: 3aMasiHOCT, TTIaBOOOJTHE, aJIepIrUYHI CHMIITOMH (aJIeprUYeH OTOK
Ha KJIeraya), rajieHe, Bb3aJleHUe Ha KOXKaTa, 3a4epBsiBaHe U ChpOex.

C HeM3BeCTHA YeCTOTA (Om HATUYHUME OAHHU He Modice 0a OvbOe HanpaseHa OYeHKa)

® OuHHU HeKeJTaHu PC€aKIMM: YBPCKIAaHEC HAa MIOBHPXHOCTTA HA OKOTO KaTO HAIIpUMEP
HU3THbHABAHE UJIN nep(bopaunsl, HapylICcHO 3a3paBsABaHC HA OKOTO, Oerer mo oyHaTa
IMOBBPXHOCT, IOMBTHABAHE, HAMAJICHO 3pCHUEC, ITIOAYBAHE Ha OKOTO, 3aMBIJICHO 3pECHUC.

. OO01IM HexKeTaHU PeaKkUMu: TTOBPHINAHE, OBHUIIIEHO KPHBHO HAJISTAHE.

Cho01aBaHe Ha HesKeJIAHH pPeakIuu
AKO MOJTyunTe HAKaKBU HEXEJIaH! JIEKapCTBEHH Peakly, yBeaomere Bammus nexap wim gpapmanesT.
ToBa BKJIIOYBA BCHYKH B3MOYKHHM HEONMCAHU B Ta3H JIMCTOBKA HEXENAaHU peakuuu. Mosere chlIo 1a
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CHOOITUTE HEXKETIAaH! PEAKITUN TUPEKTHO Ype3 HAIIMOHAIHATA CHCTEMA 3a ChOOIIaBaHe, TOCOYeHa B
[punoxkenne V. Karo cho0I11aBare HexXEIaHU PEaKIMK, MOXETE Ja aIeTe CBOS IIPUHOC 3a
MoJTyYaBaHe Ha MoBeue MH(POpMaIHsS OTHOCHO 0€30MaCHOCTTA Ha TOBA JICKAPCTRO.

5. Kak n1a cbxpansiBate NEVANAC
[a ce cpxpaHsiBa Ha MSICTO, HETOCTBITHO 32 JIela.

He u3non3BaiiTe ToBa JIeKapcTBO Ciie]] CPOKa Ha TOJHOCT, OTOENA3aH BEPXY OyTHIIKATa U KapTOHEHATa
omakoBKa cief ,,[ oneH 10”. CpoKbT Ha TOMHOCT OTIOBaps Ha MOCJIEIHUS ACH OT TOCOUYCHHS MECEII.

[a me ce cexpanssa Hag 30°C.

W3xBbprere OyTuiakara 4 ceIMUIH CIIEA IBPBOTO OTBApsIHE, 3a a ObJaT N30erHaTH eBEHTYAIHU
uHexuu. Hanumere natara Ha oTBapsiHE Ha O3HAYEHOTO 33 TOBA MSICTO BbPXY €THUKETa Ha
OyTHIKaTa U KapTOHEHATa KyTHS.

He u3xBBpIistiiTe 1ekapcTBaTa B KAHAIU3ALMITA 1Y B KOHTEHHEDPA 3a TOMAIIHU OTHaJbLIH.
[Hommmratite Bamms dapmMaiieBT Kak Ja H3XBBPIATE JIEKapCTBaTa, KOWTO Bede He u3Monspare. Te3un
MEPKH L€ CIIOMOTHAT 3a OIIa3BaHE HA OKOJIHATA CPEAa.

6. CpabpikaHue HA ONIAKOBKATA M I0NbJHUTEIHA UHpopMauus

Kakso cbabp:xa NEVANAC

- AkTHBHO BemecTBo: HenmadeHak. Enua ml ot cycniensusita cpappika 1 mg HenageHax.

- Jpyru chcTaBku: OEH3aIKOHUEB XJIOPH (BUXKTE TOUKa 2), KapOoMmep, TUHATPUEB eeTaT,
MaHHTOJI, IPEYHCTEHA BOJa, HATPHEB XJIOPH] M THIIOKCATIOJ.
JlobaBeHu ca MaJKy KOJIMYECTBA HATPUEB XUIPOKCHU/L M/UITH XJIOPOBOJIOPOIHA KHCEJINHA 32
NOJIbpKaHe Ha HOPMaJIHO HUBO Ha KucenuHHocT (pH HUBO).

Kak n3rue:xxna NEVANAC u KakBO ChIbPiKa ONIAKOBKATA
NEVANAC e TeqHOCT (CBETIOXKBJIITA IO CBETIO0PAHKEBA CYCIIEH3Hs) M C€ JOCTaBs B OMAKOBKA,
ChABpPIKAIIA €/[HA IIacTMAcoBa OyTHIIKa OT 5 ml ¢ kanayka Ha BUHT.

IIpuTexkaTes HA pa3peLIeHUETO 32 yoTpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Upnanaus

IIpounsBoguten

Novartis Manufacturing NV
Rijksweg 14

2870 Puurs-Sint-Amands
benrus

Novartis Pharma GmbH
Sophie-Germain-Strasse 10
90443 Niirnberg
T'epmanus
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3a JomBIHATENHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NpEeJICTABUTEN Ha MPUTEKATEIIS Ha Pa3pelieHHeTo 3a yrnorpeoa:

Belgié/Belgique/Belgien
Novartis Pharma N.V.
Tél/Tel: +322246 16 11

bbarapus
Novartis Bulgaria EOOD
Ten.: +359 2 489 98 28

Ceska republika
Novartis s.r.o.
Tel: +420 225 775 111

Danmark
Novartis Healthcare A/S
TIf: +45 39 16 84 00

Deutschland
Cranach Pharma GmbH
Tel: +49 40 3803837-10

Eesti
SIA Novartis Baltics Eesti filiaal
Tel: +372 66 30 810

E)\ada
Novartis (Hellas) A.E.B.E.
TnA: +30 210 281 17 12

Espaiia
Novartis Farmacéutica, S.A.
Tel: +34 93 306 42 00

France
Novartis Pharma S.A.S.
Tél: +33 1 5547 66 00

Hrvatska
Novartis Hrvatska d.o.o.
Tel. +385 1 6274 220

Ireland
Novartis Ireland Limited
Tel: 4353 1260 12 55

Island
Vistor hf.
Simi: +354 535 7000

Italia

Novartis Farma S.p.A.
Tel: +39 0296 54 1

41

Lietuva
SIA Novartis Baltics Lietuvos filialas
Tel: +370 5269 16 50

Luxembourg/Luxemburg
Novartis Pharma N.V.
Tél/Tel: +32 2246 16 11

Magyarorszag
Novartis Hungaria Kft.
Tel.: +36 1 457 65 00

Malta
Novartis Pharma Services Inc.
Tel: +356 2122 2872

Nederland
Novartis Pharma B.V.
Tel: +31 8804 52 111

Norge
Novartis Norge AS
TIf: +47 23 05 20 00

Osterreich
Novartis Pharma GmbH
Tel: +43 1 86 6570

Polska
Novartis Poland Sp. z o.0.
Tel.: +48 22 375 4888

Portugal
Novartis Farma - Produtos Farmacéuticos, S.A.
Tel: +351 21 000 8600

Romania
Novartis Pharma Services Romania SRL
Tel: +40 21 31299 01

Slovenija
Novartis Pharma Services Inc.
Tel: +386 1 300 75 50

Slovenska republika
Novartis Slovakia s.r.o.
Tel: +421 2 5542 5439

Suomi/Finland
Novartis Finland Oy
Puh/Tel: +358 (0)10 6133 200



Kvbmpog Sverige

Novartis Pharma Services Inc. Novartis Sverige AB
TnA: +357 22 690 690 Tel: +46 8 732 32 00
Latvija

SIA Novartis Baltics

Tel: +371 67 887 070

I[aTa Ha MOCJICAHO NMpepasriacKaaHe Ha JIUCTOBKaTa

Apyru n3rouHuuu Ha uHpopManus
[MoapoOHa nHpopManus 3a TOBa JIEKapCcTBO € MpeocTaBeHa Ha yeOcalita Ha EBponeiickaTa areHIus
10 JieKapcTBaTa http://www.ema.europa.eu
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JlncroBka: undopmanus 3a noTpeduTeNs

NEVANAC 3 mg/ml kanku 3a 04u, cycreH3usi
HenageHak (nepafenac)

IIpoyereTe BHUMATEIHO LAJIATA JUCTOBKA, IPEAH 1A 3alI04YHETE 1A H3I10J13BaTe TOBA
JIEKapCTBO, Thil KaTO TS ChABP:Ka BaxkHa 32 Bac nundopmanus.

3amazere Ta3u JIUCTOBKA. MOJKe /1a ce HaJOXH JIa sl MPOYETETe OTHORO.

AKO UMaTe HIKaKBH JIOMBIHUTETHA BBIIPOCH, TTonuTaiiTe Bammus nekap, papmaneBT ninm
MEAMIMHCKA CeCTpa.

Toga nekapcTBo € npenanucano 1uyHo Ha Bac. He ro mpeotcThnBaiite Ha npyru xopa. To Mmoxke
Jla IM HaBpeIy, HE3aBUCHMO Y€ TPU3HALMTE Ha TAXHOTO 3a00JsBaHe ca ChIUTe Kato Bammre.
AKO TIOJTyYuTe HAKAKBU HEXEJIaHU pEakluy, yBeraoMeTe Bamus jiekap, papmarieBt ninu
MEJUIIMHCKA cecTpa. ToBa BKIIIOUBA U BCUUKH Bb3MOXKHU HEXKETaHU PEaKINK, HEOMUCaH! B
Ta3W JUCTOBKA. BiokTe Touka 4.

Kakso CbABbpPiKa Ta3u JIMCTOBKA

AN S

1.

Kaxgo npencrasnsisa NEVANAC u 3a KakBO ce H3M0J13Ba
Kakgo Tps0Ba na 3Haere, npeau aa uznon3zsare NEVANAC
Kak na manonzsare NEVANAC

BB3MOXXHU HEXETaHU peakuu

Kak na cexpansiBate NEVANAC

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

Kaxkso npeacraBiassa NEVANAC u 3a kKakBo ce H310J13Ba

NEVANAC cpabpika akTHBHOTO BelecTBO HemaeHak W MpUHAIIEKHA KbM TPYIIa JIEKapCcTBa,
HapeyeHH HeCTepOoUIHU NpoTuBoBB3nanuTennu cpeactsa (HCIIBC).

NEVANAC ce u3nomnssa npu Bb3pacTHU:

2.

3a IpeIoTBpaTsABaHe U o0JieKyaBaHe Ha 00JIKa M Bh3NaJICHUE B OKOTO CIIe]] OTepalys Ha
KaTapakTa (mep/e) Ha OKOTO.

3a HaMaJIsiBaHE Ha PUCKa OT OTOK Ha MaKyJaTa (1o JyBaHe B 3aJJHaTa 4acT Ha OKOTO) CIIe]|
oleparys Ha KarapakTa (1epze) Ha OKOTO IPH MAIUEeHTH C AHA0eT.

Kakso TpsdBa na 3Haere, npeau Aa usnoassare NEVANAC

He m3noassaiite NEVANAC

aKo CTe aJepruiHu KbM HenaeHaK WM KbM HAKOSI OT OCTaHAJIMTE ChbCTaBKH Ha TOBA
JeKapcTBo (M30poeHu B TOUKa 6)

aKo CTe aJepTUYHH KbM APYTH HECTEPOUIHN poTHBOBE3nanuTeanu cpenctea (HCIIBC)
aKo CTe MOoJy4YaBajk aCTMa, KOKHA aJleprys WM CUIHO Bh3MaJIeHHE Ha HOCa, KOraTo
nznonssare Apyru HCIIBC. [Ipumepn 3a HCIIBC ca: anernicanuiuioBa KUCEIUHA,
nbynpoden, keronpodeH, TUPOKCUKaM, TUKIO(EHAK.

Ipexynpesxnenusi U NpeAna3sHu MepKU
TloBopete ¢ Bamws snekap, hapManeBT WM MeJUIIMHCKA cecTpa, ipeaun jaa usnomsare NEVANAC:

aKo JIECHO IM0JIyYyaBaTe CUHUHHU MM UMaTe Ipo0IeMH ¢ KPbBOTCUCHHUE, UM CTE MMAaJIi TaKHBa B
MUHAJIOTO

aKo MMaTe HAKAKBO JIPYro HapyIIeHUE Ha 0unTe (HAIp. OYHa WH(MEKIIHS) WK aKO U3II0JI3BaTe
JIPYTH JIEKapCTBa 32 OYHO MPUIOKEHUE (0COOCHO JIOKATTHU CTSPOUIH)

ako nMare auaber

aKO MMaTe PeBMATOUJIEH apTPUT

AKO CTC MPETHPIICIIN HAKOJIKO OYHHU OII€pallvy 3a KPAaThbK IIEPUOJ] OT BPEME.
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M36srBaiiTe cnpHYIEBaTa CBETIMHA 0 BpeMe Ha jedeHneTo ¢ NEVANAC.

He ce npenopbuBa HOCEHETO Ha KOHTAKTHH JICIIU CJIC]] ONepalus Ha KarapakTa (riepje). Bammwsit
nekap 1e Bu mochBeTBa Kora e MOYKeTe OTHOBO Ja M3M0I3BaTe KOHTAKTHHY JICHH (BHXKTE CHIIO
»NEVANAC cpabppika OEH3aTKOHHUEB XJIOPHUT”).

Jeua v roHOIIN
He nmaBaiiTe ToBa JIekapcTBO Ha JIeTia U IOHOIIH 107 18-roanIHa BB3pacT, Thid KaTo 0€30macHOCTTa U
e(hMKacHOCTTA TPU Ta3M MOIMYJIANNs HE Ca YCTAHOBCHH.

JApyru aexapcrBa u NEVANAC
TpsiOBa na kaxkeTe Ha Bamms jgekap win (papMaiieBT, ako MpreMaTe, HACKOPO CTE IPUEMaTH UK €
BB3MOXKHO JIa TIpUeMaTe JPyTH JIeKapCcTBa.

NEVANAC moxe ia moBimsie v 1a Ob/ie MOBIHSH OT JPYTH JIEKapCTBa, KOUTO M3IIONI3BATE,
BKJTFOUHUTEITHO IPYTH KaIKH 3a OYH 3a JICUCHHE Ha TTIayKoMa.

WNudopmupaiite cpio Bammst nexap, ako npuemare JieKapcTBa, KOUTO HaMallsSiBaT CbCUPBAHETO Ha
kpbBTa (Bapdapun) wiu apyru HCIIBC. Te Moxe aa yBenuuar pucka OT KbpBEHE.

BpeMeHHOCT 1 KbpMeHe

Axo cte OpeMeHHa, I € Bb3MOXKHO J1a 3a0peMeHeeTe, KOHCYJITHpaiiTe ce ¢ Bammus nekap npeau na
nznon3sare NEVANAC. XKenunte, Kouto Morat Jia 3a0peMeHes T, TpsiOBa Jja N3Mo3BaT e)eKTHBHA
KoHTpanentws mo Bpeme Ha tedeHnero c NEVANAC. He ce mpenoppusa ynorpedara Ha NEVANAC
o Bpeme Ha OpemeHHOCT. He m3nomsBaiite NEVANAC, ocBeH ako HE € U3PHIHO MPEITUCAH OT
Bammus nekap.

Axo xppmure, NEVANAC moxke na mpeMuHe B KbpMaTa. He ce odakBar obade eekTr BbpXyY
kbpMadeTo. NEVANAC Moke fa ce U3Moa3Ba 1o BpeMe Ha KbpMEHE.

AKo cTe OpeMeHHa MM KbPMHUTE, CMSITaTe, Y€ MOXKeE Jja CTe OpeMEeHHa WM IUIaHUpaTe OpEeMEHHOCT,
nochBeTBaiTe ce ¢ Bamms nexap wiu GpapmaieBT npeau ynorpedaTa Ha TOBa JIEKapCTBO.

Ilopupane u padora ¢ MAILIMHH

He mwodupaiite n He paboTeTe ¢ MalIMHK, AOKATO 3peHHeTo Bu He ce mposicau. Be3moxxHO €
HenocpenacTBeHo cien noctaBsiHeTo Ha NEVANAC na ycranoBure, e 3peHneTo Bu BpemeHHO €
3aMBIJICHO.

NEVANAC cbhabp:xa 0eH32JIKOHUEB XJIOPUJ
Toga nekapcTBo chabpka 0,15 mg OeH3aIKOHUEB XJIOPU/] BbB BCEKH 3 ml, KOMTO ca eKBUBAJICHTHH Ha
0,05 mg/ml.

KoncepBaatsT B NEVANAC, OeH3anKkoHHEB XJIOpUI, MOXeE /1a ce abcopOupa OT MEKUTE KOHTaKTHH
JIeIY ¥ MOXKE 1a IPOMEHH LiBeTa Ha JiemuTe. TpsOBa 1a cBaTuTe KOHTAKTHUTE JICIH MIPEIH
ynoTpebaTta Ha TOBa JIEKapCTBO U J1a M34aKaTe MMoHe 15 MUHYTH Npeau Ja ' HOCTaBUTE OTHOBO.
beH3ankoHNEB XJIOPHU] MOXKE ChIIIO J1a IPUUUHU APa3HEHE Ha OYUTE, 0COOEHO aKo uMare ,,cyXxo oKo™
WJIM HapyIIeHre Ha pOoroBHIiaTa (IPO3pavHus CJIOH B MpeHaTa 4acT Ha OKOTO). AKO umaTte
HEoOMYaifHO ycellaHe B OKOTO, KaTO MapeHe Wik 00JKa B OKOTO Clie/l yroTpedaTa Ha TOBa JIEKApCTBO,
rosopere ¢ Bammus sekap.

3. Kak na m3nmoiasBate NEVANAC

Bunaru u3nos3BaiTe ToBa JISKapCTBO TOYHO KakTo Bu e ka3an Bammsr nekap i dapmareBT. AKO
HE CT€ CUTYPHH B Helllo, nonuTaiite Bamus iekap wiu gpapMaresT.
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M3nomseaiitte NEVANAC camo 3a Bammre oun. J[a He ce OTTBINA WITH HHXXEKTHPA.

IIpenopbunTesiHaTa 1032 €
Enna xamka B 3aCETHATOTO OKO WIX OYH, BEHBK JHEBHO. M3moi3BaiiTe 10 €1HO U CHIIO BpEME BCEKU
JIEH.

Kora na ce npusiara u KoJIKO IbJIr0o

3anounete 1 neH npeau oneparusaTa Ha IepaeTo Ha okoTo. IIpoabinkere B AeHs Ha oneparusaTa. Cien
TOBa U3MOJI3BaliTE KAIKUTE TOJIKOBA ABJT0, KOJKOTO Bu € kazan Bamuar nekap. ToBa Moxke na
MPOABIDKH 710 3 ceAMMIM (3a MPEAOTBPATIBAHE U 00JIeKYaBaHe Ha 00JIKAa U Bh3MAICHUE B OKOTO) HITH
o 60 nHM (3a Ipe0TBpaTsIBaHe HA PA3BUTHUETO HA OTOK HA MaKyJiaTa) ciel onepanusra Bu.

Kak na ce u3nonsBa
W3muiite cu pbLETE, IPEAU 1A 3aII0YHETE.

Paskmarere noOpe npenu ymorpeba.

OObpHeTe 3aTBOpeHaTa OyTHIIKa HaJ0MIy U s pa3KiIaTeTe eHOKPATHO MPEIH BCsKa yroTpeda.
OTBBpTETE KanauykaTa Ha OyTHIIKATA.

Cren KaTo KamaykaTa € CBaJIeHa, ako MMa 3allUTeH NPBCTEH U € XJadaB, MaxHeTe To, IPeIH Aa
U3I0JI3BaTe IPOIYKTA.

JpbxTe OyTHIIKaTa, HAcOUEHa HA/I0NY, MEXTYy Maiela u IpbCTUTE.

° HaknoneTe riaBa Haza.

o PasTBopeTe momHMs Kienad ¢ TOYUCTEHHUs Beue MPBCT, Taka 4ye Ja ce oopasysa “Hko0” Mex1y
Hero 1 okoTo. KankaTa Tps0OBa fa momnaiHe IMEHHO Ha ToBa MsCTO (¢ur.1).

. Jlobnmxkete Bbpxa Ha OyThiikara 61130 1o okoto. HampaseTe ro npen ornienano, ako Topa Bu
YJIECHSIBA.

. He noxocpaiite 0kOTO Wi Kiiernaya, 3a00HKasAIaTa T 00JIaCT WIH APYTH MOBBPXHOCTH C
BbpXa Ha ariMmKaropa-kKamnkomep. ToBa MoXe Jla 3aMbPCH KaIlKUTE,

° BHuMaTeIHO cTHCHETE OyTHIIKaTa OTCTPAaHM, JIOKATO €HA KalkKa Ce OTIEN B OKOTO Bu
(¢dwur.2).

AXO H3I10J13BaTe KaIIKUTE 3a JABETEC 04U, MTOBTOPETC CHIIUTEC CTHIIKU U ITPU APYTOTO OKO. Hee
HeO6XOI{I/IMO Ja 3aTBApATE U pa3KyIallaTe 6YTI/IJ'IKaTa MCIKAY IMPUIIOKCHUATA B ABETC OYU. CJ'IG,I[
yHOTpe6a, BEaHara 1oCTaBCTC KaladyKkaTra Ha GYTI/IHKaTa " A 3aTBOPETC L[06pe.

AXO Kamkara He IIOIIaJHe B OKOTO, OIIUTAMTE OTHOBO.

AKO U3MM0I3BaTe M IPYTH KAIKH 38 04H, U3YaKaiTe MOHE IeT MUHYTH MEXIy MOCTaBIHETO Ha
NEVANAC u npyrure Kamkw.

AKO cTe H3M0JI3BAJIM MoBeve 0T HeoOxoanmaTa 103a NEVANAC
Cepprkere ce ¢ Bammst nexap 3a moapoOHH ykazaHus. He mocrasiiTe moBeye Kamnku, J0KaTo He JOUe
BpeMe 3a cieBalaTa oondaiiHa 103a.

AKxo cTe nponycHaau aa usnoj3sate NEVANAC

IlocTaBeTe emHa Kamka BeaHara cjae KaTo Ce CETHTE. AKO 1o4TH € BpEMCE 3a cii€aBaliaTa a103a,
MMPOIMMYCHETE Ta3u U NPOABIDKETE ChC CJICABalIaTa 1034 110 Bamara obuuaiina cxema. He mocraBsiite
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JIBOIHA /1034, 3a J]Ja KOMIIEHCUpaTe IpoIycHarara no3a. He mocTtaBgiiTe moBede oT €/1Ha Kanka B
3aCETHATOTO OKO (OUH).

AKko cte cnipesu ynorpedata Ha NEVANAC

He cnmpaiite ynorpebata Ha NEVANAC, ako mbpBO HE CTe€ ce MMOChBEeTBaNH ¢ Bammms nekap.
OONKHOBEHO MOXKE J1a MPOIBIDKUTE yIIOTpedaTa Ha KallKUTe, OCBEH aK0 HE MOTyYUTe CEPHO3HU
HE)KEJTaHU PeaKIIHu.

AKO UMare HIKaKBH JIOMBIHUTEITHA BBIIPOCH, CBBP3aHH C YIIOTpebaTa Ha TOBa JIEKAPCTBO, IIOMUTANTE
Bammus nekap, papManeBT WM MEJUIMHCKA CECTpa.

4. Bb3MOKHN HeKeJTaHU PeaKIuu

Kakro Bcuuku JICKapCTBa, TOBA JICKApPCTBO MOXKE J1a IPEAN3BHUKA HEXKCIAHNU p€aKIIUK, BBIIPEKHU Y€ HE
BCCKH T'U IIOJTy4aBa.

PrCKBT OT HEKeNIaHU peakLUy, 3acsraliy poropuuaTa (IpobyeMu 1Mo MOBbPXHOCTTA Ha OKOTO), MOXKeE
Jla € TIOBUILIEH, aKO UMare:

- YCIIOKHEHA OYHA OTepalus

- HSKOJIKO OYHH OTEepaIry 3a KPaTbK MEPHO OT BpeMe

- HSKOHU HapYIICHHs Ha TOBBPXHOCTTA HA OKOTO KaTO Bh3MAJICHUE WU CYX0Ta B OKOTO
- HSKOH 00IIM 3a00JIsIBaHMsI KaTO TUA0ET WM PEBMATOUICH apTPHT.

Ceppokere ce He3abaBHO ¢ Bamms nekap, ako ounte Bu ce 3auepBaT moBeye WK CTaHAT I10-
OoJie3HEeHN, 10KATO U3MO0JI3BaTe KankuTe. ToBa MOXKe Jja € B pe3yaTaT Ha Bh3MaJIeHue Ha OYHATa
MOBBPXHOCT ChC WK 0e3 3ary0a Wi yBpekJaHe Ha KJICTKH, MM Bh3IalleHHe Ha OLIBETEHATa 4acT Ha
oxoto (uput). Te3n Hexxenanu peakiyu ca HaOroxaBanu npu a0 1 Ha 100 gymm.

Crnennute Hexenanu peakiyu ca ounu Hadbmogasanu ¢ NEVANAC 3 mg/ml karmku 3a ouw,
cycnensust i NEVANAC 1 mg/ml kanku 3a o4y, CycrieH3usl, WIK U JBETe:

Heuectu (mooice oa sacecnam oo 1 na 100 oywu)

o OuHM HeKeJIAaHM PeaKIUu: Bh3IaJICHNEe Ha OYHATA MOBBPXHOCT ChC WK 0€3 3ary0a mim
YBpEXKJaHe Ha KIIETKH, YCEIaHe 3a UyKJ0 TAJIO0 B OUKTe, 00pa3yBaHe Ha KOPUYKH TI0 Kiernaya
WY CTiaJlaHe Ha KJleraya.

Penxu (mooice 0a 3aceenam 0o 1 na 1 000 dywiu)

o OuyHH He:KeJIaHM PeaKIUu: Bh3MaJIeHNe Ha prca, 00JIKa B OKOTO, OYeH AUCKOM(pOPT, CyXoTa
B OKOTO, OTOK Ha KJIeTIa4nTe, JpasHeHe B OKOTO, ChpOEX B OKOTO, CEKPEIHS OT OKOTO,
aJiepruyeH KOHIOHKTHBHT (OYHA aJIEPTHs), YBEIHUEHO ChII300T/CIISIHE, OTIATaHHs [T0 OYHATA

MOBBPXHOCT, TCHHOCT WUJIK IOAYBAHE B 3a/IHATA YaCT HA OKOTO, 3a4CPBABAHC HA OKOTO.

o O01mM HesKeTaHW peaKIUM: 3aMassHOCT, TTIaBOOOJTHE, aJIepIrUYHI CUMIITOMH (aJIeprU9eH OTOK
Ha KJIeriaya), rajieHe, Bb3[aJeHUe Ha KOXKaTa, 3a4epBsiBaHe U ChpOex.

C HeM3BeCTHA YeCTOTA (0m HATUYHUME OAHHU He Modice 0a ObOe HanpaseHa OYeHKa)
o OuYHM He)KeJIAaHM PeaKIUU: YBPEXKIaHE Ha MOBBPXHOCTTA HAa OKOTO KAaTO HAIIPUMED
W3THHSABAHE WU repdopalvsi, HapyIIeHO 3a3paBsiBaHe Ha OKOTO, Oeler o oyHara

IMOBBPXHOCT, IOMBTHABAHE, HAMAJICHO 3pCHUEC, ITIOAYBAHE Ha OKOTO, 3aMBIJICHO 3pCHUC.

) OO01IM HeKeTaHU PeaKkUMu: TTOBPHINAaHE, OBHUINIEHO KPHBHO HAJISTAHE.
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Cpo0maBaHe HA HesKeJIAHU PeaKIIun

AKO TIOJTyYuTe HIKAKBU HEXEJIaHU JICKAPCTBCHH PEaKINU, yBeqoMere Bammmst nexap nin hapmarieBT.
ToBa BKJIIOUBAa BCUUKH Bb3MOXKHU HEOITMCAHU B Ta3M JIMCTOBKA HEXKEJIaHU peakiuu. MoxkeTe ChIIo J1a
CHOOIIUTE HEKEIAHU PEaKIUU JUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMa 3a ChoOIaBaHe, TOCOYCHA B
IIpunoxenwne V. Kato cro01maBare HeXXEIaHA PEaKIINH, MOXKETE Ja aJIeTe CBOSI IMPUHOC 3a
MoJTydaBaHe Ha MoBeue HHPpOpManusa OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na cexpansiBate NEVANAC
[a ce cpxpaHsBa Ha MSICTO, HEIOCTBITHO 32 JACLa.

He usnon3paiite TOBa JIEKapCTBO CJIEN CPOKA Ha TOJTHOCT, OTOEA3aH BbpXY OyTHIIKaTa M KApTOHCHATA
omakoBKa cief ,,[ 'omer 10”. CpoKbT Ha TOMHOCT OTIOBaps Ha MOCIICTHUS ACH OT OCOYCHHS MECEII.

[a He ce chxpansBa Hanx 25°C. CexpaHsBaiiTe OyTHIKaTa B KapTOHEHATa OIIAKOBKa, 3a Jla C€ Mpe/na3u
OT CBETJIMHA.

N3xBbpaere OyTunkara 4 ceMHIIM CJIE]T TBPBOTO OTBApsHE, 3a J1a ObJaT U30ErHATH CBCHTYAIHU
uHpeknuu. Hamuiiere garata Ha 0oTBapsiHE Ha 03HAYCHOTO 32 TOBA MSICTO BBPXY €TUKETA Ha
KapTOHEHaTa KyTHs.

He u3xBBpiistiiTe 1ekapcTBaTa B KAHAIM3ALMATA UIU B KOHTEHHEDPA 3a TOMAIIHU OTHaJbLIH.
[Hommmratite Bamms dapManieBT Kak a H3XBBPIATE JIEKapCcTBaTa, KOWTO Bede He u3Monspare. Te3un
MEPKH 1€ CIIOMOTHAT 34 Ola3BaHe Ha OKOJIHATa Cpefa.

6. CpabpikaHue HA ONIAKOBKATA M I0NbJHUTEIHA UHopMauus

Kaxkso cpabp:xa NEVANAC

- AKTUBHO BemecTBo: HenadeHnak. Equn ml ot cycnensusita cbabpka 3 mg HenageHax.

- Hpyru cberaBku: 60pHA KHCENMHA, TPOIMICHITINKOI, KapOoMep, HaTpHUEB XJIOpHJ, Tyap,
KapMmeJio3a HaTpUi, TUHATPUEB €JeTaT, OCH3aJIKOHUEB XJIOPHU/I (BIDKTE TOUKA 2) U MPEUUCTEHA
BoJa. Jlo6aBeHN ca MaJIKM KOJMYECTBA HATPUEB XUIPOKCU/L 1/UIH XJIOPOBOJOPOIHA KUCETNHA
3a NOJAbPKaHE Ha HOPMaJIHO HUBO Ha kucenuHHOCT (pH HUBO).

Kak m3rie:xkna NEVANAC u kakBoO ChIbPiKa ONaKOBKATAa

NEVANAC kariku 3a 04, CycrieH3usl (KarKy 3a 049H) € TeYHOCT (CBETIIOXKBITA IO ThMHOOPAHKEeBa
CYCIICH3Hs) U ce JOCTaBs B IUIaCTMacoBa OyTHIIKA C Kalmadka Ha BUHT. Beska OyTrinka Moxe na Obie
MMOCTaBEHA B TUTHKYE.

Bcesika onakoBka chbprka eqHa OyTuika ot 3 ml.

IpuTexaTes HA pa3pelleHHETO 32 yNOTpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Npnannus

IIpoussoaure

Novartis Manufacturing NV
Rijksweg 14

2870 Puurs-Sint-Amands
benrus
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Novartis Pharma GmbH
Sophie-Germain-Strasse 10
90443 Niirnberg
I'epmanus

3a momreTHATETHA WHPOPMAIHSI OTHOCHO TOBA JIEKAPCTBO, MOJISA, CBBPIKETE CE C JTOKATHUS
TIPEJICTABUTEN Ha MIPUTEXKATENS Ha Pa3penIeHneTo 3a ynorpeoda:

Belgié/Belgique/Belgien
Novartis Pharma N.V.
Tél/Tel: +322 246 16 11

bbarapus
Novartis Bulgaria EOOD
Ten.: +359 2 489 98 28

Ceska republika
Novartis s.r.o.
Tel: +420 225 775 111

Danmark
Novartis Healthcare A/S
TIf: +45 39 16 84 00

Deutschland
Cranach Pharma GmbH
Tel: +49 40 3803837-10

Eesti
SIA Novartis Baltics Eesti filiaal
Tel: +372 66 30 810

E)\ada
Novartis (Hellas) A.E.B.E.
TnA: +30 210281 17 12

Espaiia
Novartis Farmacéutica, S.A.
Tel: +34 93 306 42 00

France
Novartis Pharma S.A.S.
Tél: +33 1 55 47 66 00

Hrvatska
Novartis Hrvatska d.o.o.
Tel. +385 1 6274 220

Ireland
Novartis Ireland Limited
Tel: +353 1260 12 55

Island
Vistor hf.
Simi: +354 535 7000
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Lietuva
STA Novartis Baltics Lietuvos filialas
Tel: +370 5269 16 50

Luxembourg/Luxemburg
Novartis Pharma N.V.
Tél/Tel: +322 24616 11

Magyarorszag
Novartis Hungaria Kft.
Tel.: +36 1 457 65 00

Malta
Novartis Pharma Services Inc.
Tel: 4356 2122 2872

Nederland
Novartis Pharma B.V.
Tel: +31 8804 52 111

Norge
Novartis Norge AS
TIf: +47 23 05 20 00

Osterreich
Novartis Pharma GmbH
Tel: +43 1 86 6570

Polska
Novartis Poland Sp. z 0.0.
Tel.: +48 22 375 4888

Portugal
Novartis Farma - Produtos Farmacéuticos, S.A.
Tel: +351 21 000 8600

Romania
Novartis Pharma Services Romania SRL
Tel: +40 21 31299 01

Slovenija
Novartis Pharma Services Inc.
Tel: +386 1 300 75 50

Slovenska republika
Novartis Slovakia s.r.o.
Tel: +421 2 5542 5439



Italia Suomi/Finland

Novartis Farma S.p.A. Novartis Finland Oy

Tel: +39 02 96 54 1 Pub/Tel: +358 (0)10 6133 200
Kvnpog Sverige

Novartis Pharma Services Inc. Novartis Sverige AB

TnA: +357 22 690 690 Tel: +46 8 732 32 00

Latvija

SIA Novartis Baltics

Tel: +371 67 887 070

IlaTa Ha IMOCJICIHO NMpepasrjaekaaHe Ha JIUCTOBKaTa.

Apyru u3TouyHuIM HA HHPoOpMaus
IHonpo6Ha nH(OpMaIMs 3a TOBA JIEKAPCTBO € IpeAoCTaBeHa Ha yeOcaiita Ha EBpornelickaTta areHnus
o JexapcrTpara http://www.ema.europa.eu
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