MNPUJIOKEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HNME HA JJEKAPCTBEHUSA ITPOAYKT

NEVANAC 1 mg/ml kanku 3a 04H, CyCHEH3US

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
1 ml ot cycniensusTa chabprxka 1 mg nenagenak (nepafenac).

ITomormHO(1) BeHecTBO(a) ¢ U3BECTHO ACHCTBUE:
Bcexu ml ot cycnensusita ceabspxka 0,05 Mg GeH3aIKOHUEB XJIOPHIL.

3a MbJIHUSA CIOIUCHK Ha IIOMOIIHHUTEC BCUICCTBA BHXKTC TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA

Kankwu 3a oun, cycnensus
CBeTIIONKBJITa IO CBETIO0pAHIKEBA €THOPOAHA cycnieH3us, pH 7,4 (puOIM3UTETHO).

4. KJIMHUYHU JAHHU
41 TepaneBTHYHU MOKA3AHUA
NEVANAC 1 mg/ml e mokasan mmpu Bb3pacTHH 3a:

- [IpodunakTrika u ie4eHUe Ha MOCTOTIEpaTUBHA 0OJIKa U Bh3NaJCHHE, CBbP3aHHU C Olepanus Ha
KaTapaKTa;

- HamansBane Ha prcka OT IOCTOIIEpaTHBEH OTOK Ha MakKyJliaTa, CBbp3aH ¢ OIepalisl Ha KaTapakTa
MIPU TalMeHTH ¢ quadet (BK. Touka 5.1).

4.2 Jlo3upoBKa U HAYWH HA MPHUJIOKEHUE

2 1031/1[ DOBKaA

Bw3pacTHH, BKIIOYHTEIHO CTapYECKa Bb3PacT

3a npenoTBpaTsABaHe U JicueHUe Ha 0oJika U Bb3nayieHue no3ata ¢ 1 kanka NEVANAC B
KOHIOHKTHBAJTHUSA CaK Ha 3aCETHATOTO OKO (0uM) 3 IMHTH JHEBHO, KaTO CE 3armoyBa 1 1eH npeau
oTiepanuaTa Ha KaTapakTa, MpoIbbKaBa ce B ICHS Ha OTIEPAIUsITa U 32 TBPBUTE 2 CEIMULIA OT
MIOCTOTIEpAaTUBHUSA TTepuoI. JIeueHnero Moxe aa 0b1e IpOABIDKEHO 10 TBPBUTE 3 CEAMUITN HA
MMOCTONEPATUBHUS MEPHO/I, KAKTO € yKa3aHO OT jiekaps. JlombJIHUTEIIHA Kalka Tpsi0Ba Ja ce IMOCTaBu
30 o 120 MuHyTH TIpe/In OTIEpaIHsITA.

3a HamMaJsIBaHE Ha pUCKa OT MOCTONIEPAaTHBEH OTOK HAa MaKyJjaTa, CBbpP3aH C ONEparys Ha KaTapakTa
IpH MalueHTH ¢ auabdet, go3ara ¢ 1 kanka NEVANAC B KOHIOHKTHUBAJIHUS CaK Ha 3aCErHATOTO OKO
(oum) 3 THTH ATHEBHO, KAaTO CE 3aMo4Ba 1 JeH Ipeau omnepanusara Ha KaTapakTa, MpoIbbKaBa ce B ICHS
Ha omnepanuaTa u 70 60 THU OT MOCTONEPATUBHUS ITEPUOT, KAKTO € YKa3aHO OT JIEKapsl.
JlomrbiHuTEIHA Karka TpsiOBa na ce moctasu 30 10 120 MUHyTH npeau omnepaiusTa.

Crenmaisy monyJiamn

THayuenmu c 6v0peuro uiu 4epHoopooOHO y8pedicoane
NEVANAC He e npoyuBaH Mpu NAIMEHTH C YePHOAPOOHO 3a00IsiBaHe W OBOPEYHO YBpEXKIAHE.
Henadenak ce enmuMuHEpa OCHOBHO upe3 OnoTpaHchopMaIiyst U CUCTEMHATa EKCIIO3HIIUS € MHOTO



HUCKA CJICA JIOKAJIHO OYHO MNPHUIIOKCHHUC. Hee H€06XO,I[I/IMO KOpUrupaHe Ha 103aTa Ipu TC3U
ITaluCHTH.

Ileouampuuna nonyiayus
Bezonacnoctra n eduxacnocrta Ha NEVANAC nipu iena v 1oHOIIX He ca ycTaHOBeHH. Jlumncsar
nannu. He ce mpenoppuBa ynorpe0a npu T€3u MAUEHTH, 10 MOIy4YaBaHETO Ha JOMBJIHUTEIHH JaHHH.

Lonynayus e cmapyecka ev3pacm
He ca nabmronaBanu pa3nuky B 0€30MacHOCTTa U e)eKTHBHOCTTA MEXK]y AIMEHTH B cTapyecKa
BB3pacT U NO-MJIaJH MMaLUEHTH.

Hauun Ha npunoxeHue
3a 04HO NPUIIOKEHHE.

[NaruenTure TpssOBa 1a ObAT MHCTPYKTUPAHHU Ja pa3Kialiar 4o0pe OyTHIIKaTa mpeau ynorpeoa.
Cren kaTo Kamaykara € CBajeHa, ako 3allUTHUAT MPBCTECH € XJ1abaB, MaxXHeTe T0, MPEIH 1a
H3IOJI3BaTE MPOAYKTA.

Axo ce u3mos3Ba 1noseve OT eUH 0(TAIMOJOTHYEH JIEKAPCTBEH MPOIYKT 3a JIOKAJTHO NIPUIIOKEHHUE,
JIEKApCTBEHUTE MPOAYKTH TPsiOBa Jla ce Mpuiiarar npe3 UHTEpBai OT MoHe 5 MUHyTH. OYHUTE Ma3u
TpsAOBa a ce mpuiarar MoCIeTHHU.

TpsiOBa j1a ce BHUMaBa Jla HE € JJOKOCBAT KJIeNIaynTe, 3a00MKajsIIara T 001acT Wik JpyTru
MOBBPXHOCTH C BPBXYETO Ha aITMKATOpa-KalKoMep Ha OYTHIIKATa, 3a JIa ¢e IMPEANassiT OT
3aMBpCABAHE AIUTHKATOPa-KalkoMep 1 pastBopa. [lanueHtuTte TpsiOBa 1a 06T HHCTPYKTHPAHH /14
ChXpaHsBaT OyTUIJIKaTa IUITHO 3aTBOPEHA, KOTATO HE CE M3I0J3Ba.

Axo ce nporycHe 103a, TpsiOBa Jja ce MPUJIOKH €/1Ha KaIlka Bb3MOXKHO Hal-CKOpo, IpeIu 1a ce
InpeMHHe KbM 00MuaifHOTO IpuioxeHue. [la He ce n3nonssa ABOHA 71033, 3a J1a ¢ KOMIIEHCHPa
mporycHataTa 1 no3a.

4.3 IlpoTuBOMOKA3aAHUA

CBp’LX‘IYBCTBI/ITeJ'IHOCT KbM aKTHUBHOTO BE€HIICCTBO NI KBM HAKOEC OT ITIOMOIITHUTE BCIIIECTBA,
n30poeHu B Touka 6.1.

CBpBX4yBCTBUTEIHOCT KbM JPYTH HECTEPOUIHH TpoTHBOBB3NanuTentu cpeactea (HCIIBC).

HaHI/IeHTI/I, IIPpU KOUTO MPUCTBIIUTE HA aCTMa, YPTUKapUuA UJIN OCTbP PUHUT CC yCUJIBAT OT
aneTuicanuuuioBa kucenuna win apyru HCIIBC.

4.4 Chnenuajany mpeaynpe:kaeHMs U Mpeana3Hu MepKH MPHU ynoTpeda

[IponykTsT He TPsIOBA 1a ce umkekTupa. [lanuenture TpssOBa Aa ObJAT HHCTPYKTUPAHHM 1A HE
norisimar NEVANAC.

[Naruenture TpssOBa 1a ObJAT MHCTPYKTUPAHHU Ja U30sArBAT CAbHUEBATA CBETIMHA 10 BpEME Ha
neyenuero ¢ NEVANAC.

Edext BEpXyY ouure

VYnotpebara na nokanau HCIIBC mosxe nga noene 1o kepatut. [Ipu HSIKOM 9yBCTBUTENTHU MAllUEHTH,
MpoabIDKUTENHaTa ynoTpeba Ha okanan HCIIBC moxxe i1a qoBee 10 yBpekJaHe Ha enuTena,
W3THHSBaHE Ha POTOBHIIATA, €PO3HS HA POTOBHUIIATa, 00pa3yBaHe Ha sI3BH WK Tiepdopanys Ha
poroBumnara (Bx. Touka 4.8). Te3u cpOuTHI MOXKe 1a 3acTpamar 3peaneto. [laruenTure ¢ faHHT 3a
YBpEKIaHE Ha eMUTEIa Ha pOTOBUIIaTa TPsiOBa He3a0aBHO J1a IPEYCTAHOBAT yrmoTpedara Ha
NEVANAC u tpsi0Ba 1a ObJaT CeIeHd BHUMATEIHO 3a 3[[paBHHATA Ha POrOBMIIATA.




HCIIBC 3a nokaiiHO IpUIIOKEHHE MOTaT Aa 3a0aBsT 3a3paBsBaHeTO. 3a JOKATHUTE
KOPTUKOCTEPOUIHU CBILO € U3BECTHO, Ue MOraT Ja 3a0aBAT 3a3/paBsiBaHeTo. EqHOBpeMeHHaTa
ynotpeba Ha nokanHo npuwiarand HCIIBC u jokanHu cTepouan MOXe Ja yBEeIHYH Bb3MOKHOCTTA 32
npobaemu nipu 3a3apassiBaneTo. [lopaau ToBa ce mpenopbyBa MOBUIICHO BHUMaHKE, KOraTo
NEVANAC ce mpuiara eJTHOBPEMEHHO ¢ KOPTUKOCTEPOHUIH, 0COOEHO NPH MAIUEHTH C BUCOK PHCK 32
HEeXeJlaHU peaklliy Ha pOroBMIIaTa, OMUCAHU MO-JOMY.

[HoctmapkerunrosusT onut ¢ sokaaau HCIIBC npennonara, ue naiyeHTH, NPEThPIENN CI0KHU
OYHH OTIepaLluy, C IcHepBalMs Ha POrOBUIIATa, Je(EKTH HAa POTOBUYHUS CMUTEN, 3aXapeH AuaerT,
3a00JIsIBAHUS] HA OYHATA MOBBPXHOCT (HAMP. CHHAPOM Ha CYXOTO OKO), PEBMaTOUICH apTPUT WIIU C
HSKOJIKO OYHU OIlepalvy 3a KpaTbhK MEepHoJ OT BpeMe, MoraT Jja UMaT YBEJIMYEH PUCK OT MposiBa Ha
HEeXeJlaH! JIEKApCTBEHM PEaKI[MK Ha pOroBUIaTa, KOUTO MoraT Jia 3acTpamiasat 3peHuero. HCIIBC 3a
JIOKaJIHO MPUJIOKEHHE TPSIOBA Aa ce M3MOA3BaT C OBUIICHO BHUMAHHUE MIPH TE3H MAIlUCHTH.
[Ipoasmxurennara ynotpeda Ha gokainan HCIIBC mMoxe fa yBenudu pucka 3a MalueHTa oT MosiBa 1
TEXECTTa Ha HEeXKEJaH! PeaKlMK Ha pOroBHUIATA.

Nma crobmenns, e oprammonoruyaure HCIIBC mMoraT na mpuYuHAT 3aCHICHO KEPBEHE OT OYHUTE
ThKaHU (BKJIIOYHTEITHO XMpema) BbB Bpb3ka ¢ ounata onepanusi. NEVANAC tpsoBa aa ce usmnonssa
C IIOBUILIEHO BHUMAaHUE TP MALMEHTH C U3BECTHA CKIIOHHOCT KbM KbPBEHE WM TAKUBA, KOUTO
M3I0JI3BaT IPYTH JIEKapCTBEHU MPOAYKTH, KOUTO MOTaT 1 YABJDKAT BPEMETO HA KbPBEHE.

JIoKaHOTO MPUIIOKEHNE Ha TPOTUBOBB3MAIUTEIIHU JIEKAPCTBA MOXKE JIa MAaCKHpa OCTpa OuHa
nadpexnus. HCIIBC naMaT aHTUMUKPOOHM CBOWCTBA. B ciyvaii Ha ouHa nHeKus, TpsAOBa 1a ce
MOJIX0/IM BHUMATEITHO KbM yIoTpedaTa UM 3aeJHO C aHTHUH(PEKIINO3HH JICKapCTBa.

KoHTakTHH Jemu

He ce mpenoppuBa HOCEHETO HAa KOHTAKTHU JICIIIH IO BpEME Ha MOCTONEPATUBHUS TIEPHO/T CIIE]T
orepalysi Ha katapakTa. [1o Ta3u npuyrHa, NalMeHTUTe TPSOBa 1a ObAAT MOCHBETBAHU J1a HE HOCST
KOHTaKTHH JICIITH, OCBEH aKO HE € M3PHUYHO YKA3aHO OT TEXHUS JICKap.

bens3ankoHueB XJIOPHJ

NEVANAC cbabpxa OCH3aJIKOHUEB XJIOPHJI, KOUTO MOXE Jla IPUYMHU APA3HEHE U € U3BECTHO, Ye
MOXe€ J1a IPeAN3BUKa MPOMSHA B I[BETa HA MEKUTE KOHTAKTHH JIeITH. AKO ce Hajlara Jia ce HOCSIT
KOHTAKTHH JICIIX [0 BPEME Ha JICUCHUETO, MAlIMEHTUTE TPAOBa J1a ObJIaT MOCHBETBAHM J]a CBAJIAT
KOHTaKTHHUTE JICIN MPEIU IPUIOKECHHE U J]a M3YaKaT Hal-Manko 15 MUHYTH, IpeIy Ja T MOCTaBSIT
OTHOBO.

Nma cpoOiieHus, ue OCH3aIKOHUEBHAT XJIOPU MOXKE JIa MPUYUHN TOYKOBHIHA KEPATONaTHs /UK
ToKcu4Ha si3BeHa kepaTonaTus. Thit kato NEVANAC chabpika OSH3aIKOHUEB XJIOPUIL, €
HE00X0IMMO BHUMATEIIHO MPOCIICIIBAHE MPU Y€CTa WK IPOJIbIDKUTEIIHA yIIoTpeoa.

KpbcTocana 4yBCTBUTETHOCT
ChImecTByBa BE3MOXKHOCT 32 KPBCTOCAHA YYBCTBUTEITHOCT KbM HeNadeHak W aleTHIICATUIIHIIOBA
KHCeNVHa, TPOU3BOIHH Ha (heHmonerHara kucenrna u qpyra HCIIBC.

45 BzaumopeiicTBHe C APYTH JeKAPCTBEHH MPOAYKTH M APYru (popMu Ha B3auMo/elicTBUe

In vitro mpoyuBaHusTa MOKa3BaT MHOTO HUCHK IMMOTEHIIMAI 32 B3aUMOJICHCTBHE C APYTH JICKAPCTBEHH
MPOAYKTH U B3aUMO/JICHCTBHS NIPH CBBP3BAHETO C MPOTEUHUTE (BXK. TOUKa 5.2).

IIpocrarnaniMHOBY aHAJIO3U

Mma MHOTO OTpaHWYCHH TaHHU 33 eTHOBPEMEHHaTa yroTpeda Ha MpocCTarjlaHIunHOBH aHAJIO3U U
NEVANAC. Kato ce uMa nmpeBu/] TEXHUSIT MEXaHU3bM Ha JICUCTBUE, €IHOBpEMEHHATA yroTpeda Ha
TE3H JICKApPCTBCHH MPOAYKTH HE C€ IIPETophYIBa.




EnnoBpemennara ynorpe6a Ha noxanau HCIIBC u nokamHu cteponin MOKe J1a YBEJININ
BB3MOKHOCTTA 32 Mpo0JieMH IpHu 3a3apaBsiBaHeTo. EnnoBpemennara ynorpe6a Ha NEVANAC ¢
JIEKapCTBa, KOUTO YIBJKaBaT BPEMETO Ha KbPBEHE, MOXKE J1a MOBHILH PHCKA OT KPHBOM3IUB (BXK.
Touka 4.4).

4.6 @epruaurter, 5 peMeHHOCT U KbpMeHe
XKenu c neTepoJieH NOTeHIUAN

NEVANAC He TpsiOBa J1a ce U3IO0II3Ba OT JKEHU C JIETEPOJICH MOTEHIHAI, KOUTO HE U3I0JI3BAT
KOHTPAICIIIHS.

bpemenHocT
Jlumcpart A0CTaTHYHO JaHHU OT yroTpebaTa Ha HemadeHak npu OpeMeHHH xeHu. [IpoyuBaHusTa pH

KUBOTHH TIOKa3BaT PENPOIYyKTHBHA TOKCHYHOCT (BK. TouKa 5.3). [loTeHIMaIHUAT pUCK NIPU XOpa HE €
u3BecTeH. Thil KaTo cucTeMHaTa eKCIO3UIMsI TPU HeOpeMEHHH KeHU € HEe3HAYUTEIHA CIIe/I JICUCHHUE C
NEVANAC, puckbT 1o BpeMe Ha OpeMEHHOCT MOJKeE J1a ce CUMTa 3a HUCHK. Bbrpeku ToBa, Thil KaTo
MOTUCKAHETO Ha MPOCTArJIaHANHOBATa CHHTE3a MOJXKeE JIa TMOBIIMsIC HEraTUBHO Ha OPEMEHHOCTTA W/HITH
eMOPHOHATHOTO/(PETATHOTO Pa3BUTHUE, U/UIH PaKIAHETO, U/WIN TIOCTHATATHOTO Pa3BUTHE,
NEVANAC He ce npenopbuBa 110 BpeMe Ha OpeMeHHOCT.

Kopmene
He e u3BecTHO nanu HenadeHak ce eKCKpeTHpa B KbpMaTa. [IpoyuBaHusATa P )KUBOTHH MOKA3BAT

eKCKpelus Ha Henad)eHaK B MIIIKOTO IPH ILTbX0Be. Bee mak, He ce ouakBat e()eKTH IpU KbpMaueTa,
ThH KaTO CUCTEMHATa CKCIIO3UIIMS HAa KbpMaukaTa Ha HenadeHak ¢ HesHauuTenmHa. NEVANAC moxe
Jla Ce M3II0JI3BA 10 BpEMe Ha KbpMEHE.

DepTunurer
Jluniceat nannu 3a eekra Ha NEVANAC BBpxy dhepTriuTeTa mpu xopa.

4.7 EdexTn BbpXy cnoco0HOCTTA 32 modupaHe U padoTa ¢ MAIIUHHA

NEVANAC He nosvsiBa W MOBJIHSIBA TPSHEOPESIKUMO CITIOCOOHOCTTA 32 IiodupaHe u pabora ¢
MalInHU.

BpeMeHHO 3aMbIJIsIBaHE WU APYTH CMYIIEHUS B 3pSHUETO MOTaT Jia TIOBJIUSSAT CIIOCOOHOCTTA 3a
modupaHe uian padoTa ¢ MalIMHA. AKO ITPH MTOCTABSIHETO HA JICKAPCTBEHUS MPOJIYKT 3PEHUETO CEe
3aMBbIIIM, TAIUEHTHT TPsIOBa Ja N34YaKa, JOKATO 3PEHUETO CE MPOSCHH, MPEAH Ja mo(upa Uiv aa
pabotu ¢ MaITuHM.

4.8 Hexenanm jJiekapcTBEeHH PeaKINu

Pesrome Ha npoduia Ha Ge30macHOCT

[Ipu kIMHUYHY U3NUTBaHMS, BKItouBalm 2 314 nanuenty, Ha kouto ¢ npuwiaran NEVANAC

1 mg/ml, Hait-uecTrTe HEXETAHU PEAKIINH CA TOYKOBUIEH KEPATHT, YCENIAHE 3a UYKIO0 TS0 U
oOpa3yBaHe Ha KPyCTH 110 pb0a Ha Kiernada, KOuTo ca Habiroaapanu npu Mexay 0,4% u 0,2% ot
MaIUCHTHTE.

TabanueH curchK HA HEXKETAHUTE PEaKIIUU

CrnelHUTE HEXKETaHU PEAKIMK ca TPYIUPAHU ChIJIACHO ClIeHATa KOHBEHIM: MHOIO YectH (>1/10),
gectu (>1/100 mo <1/10), meuectu (>1/1 000 mo <1/100), pexxu (>1/10 000 mo <1/1 000), mHOTO
penku (<1/10 000) nim ¢ HeM3BeCTHA YeCTOTa (OT HAJIMYHWUTE JAHHHM HE MOJKE J1a O'bJIe HalpaBeHa
orieHka). [Ipu Besko rpyrupaHe B 3aBUCUMOCT OT Y€CTOTATa, HEXKEITAHUTE PEaKIUU ce u30posiBar B
HU3XOIAII PEJI 10 OTHOIICHHWE Ha TSIXHATa CEPHO3HOCT. JIaHHUTE 3a HEXKETAHUTE PEaKIIUU ca
MOJIyYEHHU OT KIIMHUYHH U3MUTBAHUS U IOCTMAPKETUHIOBU ChOOIICHMS.




CucTeM0-0OpranHu KJIacoBe Hexenann peaknun

Hapymenus Ha ”MyHHAaTa cucTeMa Pedxu: cBpbX4yBCTBUTETHOCT
Hapymienus Ha HepBHaTa cucTemMa Peoku: 3amasiHOCT, raBobonue
Hapymenus Ha ounre Heuecmu: xepaTuTt, TOYKOBUICH KEPATHT, NeEKT Ha

POTOBUYHUS €ITUTEN, YCEIIaHe 3a YyXk/I0 TAIO B
OKOTO, 00pa3yBaHe Ha KpyCTH 10 pbh0a Ha Kiiernaya

Peoxu: npur, xoponaanna edysus, OTIaraHus 1o
poroBunara, 00JKa B OKOTO, OYeH AUCKOMQOPT,
CyXOTa B OKOTO, Onedapurt, 1pa3sHeHe B OKOTO,
CbpOEX B OKOTO, CEKpELHsI OT OKOTO, aJlepruicH
KOHIOHKTHUBHT, YBEIMUEHO CHJI300TEISIHE,
XHUIEepeMUs Ha KOHIOHKTHBAaTa

C neuzgecmua wecmoma: nepopanus Ha
pPOTOBHIIATa, HAPYIIIEHO 3a3/IpaBsiBaHe (POrOBHIIA),
MMOMBTHSIBaHE HAa POTOBHIIATa, POTOBUYCH OeJIer,
HaMaJICHa 3pUTEIHA OCTPOTa, IIOyBaHe Ha OKOTO,
YIILIEPO3EH KePaTHUT, U3ThHIBAHE HA POTOBUIIATA,
3aMBIJICHO 3pEHUE

Cb10BU HapyLIEHUS C neusgecmna yecmoma: TMOBUIIEHO KPBBHO
HaJIsITaHe
CromalHo-4peBHU HapYyLICHUS Peoxu: ranene
C neussecmna yecmoma: IOBPBIIIAHE
Hapymenus Ha koaTa U MOJIKOXKHATa Peoxu: ormmyckane Ha Koxkata (IepMaroxanasusi),
TbKaH AJICPIruyCH ACPMaATUT

Tayuenmu ¢ ouabem

B nBe KIMHMYHYM U3MHUTBAaHUS, BKIFOUBaNM 209 naleHTy, MalueHTUTE ¢ IUa0eT ca OWIIU MOJI0KECHU
Ha neuenre ¢ NEVANAC B npoabikenue Ha 60 Wit oBeve JIHU 32 MPEIOTBPATsABaHEe Ha OTOK Ha
MakyJiata cliejl orepanus Ha katapakrta. Hail-uecTo cho0I1aBaHaTa HEXKENaHa peakiys € TOYKOBUICH
KepartuT, HabronaBaH npu 3% OT MalMEHTHTE, KOETO BOJM J0 ONpEeITHE Ha KaTeropus 4ecToTa
,aectu”. JIpyrure cboOIIaBaHu HEKEIAHH PEAKIMH ca AS(PEKT Ha POTOBUYHMSI SITUTEII U aJIePTUICH
JIEPMAaTHUT, KOUTO ce HaOroaaBar choTBeTHO mpu 1% u 0,5% OT manueHTHTe, ¢ KAaTeropus 4eCToTa
,»HEUECTH 32 JIBETE HEXKEJAHU PEAKITUU

Onucanue Ha I/I36DaHI/I HCXCJIaHU PCaKIIN

OnuThT OT KJIMHUYHHU MU3IMTBAHUS OTHOCHO MpoabipkuTeiHaTa ynorpedba Ha NEVANAC 3a
MpeOTBpaTsBaHE HA OTOK Ha MaKyJiaTa Clie/l Orepalus Ha KaTapakTa [Py NalueHTH ¢ 1uabeT e
orpannueH. Hexxenanu peakimy OT cTpaHa Ha OYKUTE TPH MAIHEHTH ¢ I1abeT MOXKe J1a HACTBIIAT C I10-
BHCOKA YeCTOTa B CPAaBHEHME C HAOJI01aBaHaTa pH o011aTa nomynams (Bx. Touka 4.4).

[MarnmenTy ¢ NaHHM 32 YBpEXK/IaHEe Ha eIHUTENIa Ha POTOBHIIATA, BKIIOYUTEIHO Niepdoparus Ha
poroBuIara TpsiOBa BeHara ja npeycranoBsT npuwioxkenuero Ha NEVANAC u tpsioBa na 6baat
npociie/siBaHk BHUMATETHO 3a 3/[paBUHATAa HA poroBuiiara (Bx. Touka 4.4).

Ot nocrmapketunarosust onut ¢ NEVANAC ca ycraHOBeHH citydau, IPU KOUTO ce ChOOIaBa 3a
enuTeseH AedeKT/HapyIIeHne Ha poroBunaTa. TexxecTra Ha Te3H CiIydad Bapupa OT HECEPHO3HH
edeKTH BbpPXY IIeJI0CTTa Ha eNKTeNa Ha POrOBHUIIATa JIO0 O-CEPUO3HU CHOUTHS, ITPH KOHUTO 32
BBH3CTAHOBABAHE HA SICHOTO 3PCHUC CC M3MCKBA XUPYpruiHa HaMeca H/Wim JICKapCTBCHA TCparus.

[HoctmapkerunrosusaT onut ¢ nokaaaun HCIIBC npennonara, ue nanueHTyH, NPEThPIeNn CI0KHA
OYHH OTIEepallnH, C JICHEpBAIHs Ha POTOBUIIATA, TeEKTH HA POTOBUYHUS CITUTEN, 3aXapeH Juader,
3a00JIIBaHMs HA OYHATA TIOBBPXHOCT (HAIpP. CHHAPOM Ha CyXOTO OKO), PEBMATOUICH apTPUT HUIIH C



HAKOJIKO OYHHU OIICPAllMU 3a KPpAThBK NCPUOA OT BpEME, MOXKE 1a UMAT YBCIMYCH PUCK OT I10sIBA Ha
HCXKCJIaHU pCAKINU OT CTpaHa Ha pOroBHIIaTa, KOUTO MOKC [a 3acTpaliaBaT 3pCHUCTO UM. HpI/I
NpeaAnrucCBaHe Ha HCHa(beHaK 3a OIpCAOTBpATABAHC HAa OTOK HAa MaKyJiaTa CJIC] Oncpalursa Ha KaTapaKTa
IIpU MAIUCHTH C ILI/Ia6CT, HAJINMYUCTO HA BCAKAKDBB JOIMIBIHUTCIICH PUCKOB (I)aKTop H3HCKBa IIPCOICHKA
Ha OpCABUACHOTO CbOTHOIICHUC non3a/p1z1c1< 1 MHTCH3HMBHO Ha6J'IIOI[eHI/I€ Ha IIanuecHTa.

[leauarpuyHa nonynanus
Bezonacnoctra n eduxacnoctta Ha NEVANAC nipu fena v 10HOIIM He ca YCTaHOBEHHU.

Cpo0111aBaHe Ha NOA03MPAHU HEXKEIAHHN PEAKIIUN

Cro01aBaHeTo Ha MOO3UPAHH HEXKENAHU PEaKIMy CIIe/ pa3pellaBaHe 3a yrnorpeda Ha JIeKapCTBEHHUS
MPOAYKT € BaxkHO. TOBa MO3BOJISBA J1a MPOABIKU HAOIIOJICHUETO Ha ChOTHOIIIEHUETO TOJI3a/PUCK 32
JIeKapCTBeHUS MPOAYKT. OT METUIIMHCKUTE CIICIIUAINCTH CE U3UCKBA Jia ChOOIIaBAaT BCSIKA
[I0I03MPaHa HeXKeIaHa peakiys Ype3 HallMOHAIHA CHCTEMa 3a ChOoOIaBaHe, IOCOYCHA B

[punoxenune V.

4.9 Ilpeno3upane

He ce oyakBa na Bb3HMKHAT TOKCHYHH €)EKTH B CIIy4ail Ha Mpeo3upane Ipu OYHO MPUII0KEHHE,
HUTO NIPU CIIy4aliHO EepPOPaIHO MOIIbLIAHE.

5.  ®APMAKOJIOTMYHHU CBOMCTBA
5.1 dapmakoaMHAMHYHHU CBOHCTBA

dapmakoTeparneBTHuHa rpyna: OGTaiMoNIOrHyHu cpeacTBa, [[pOTHBOBB3NAIUTEIHH CPEICTBA,
nectepouau, ATC ko S01BC10

MexaHu3bM Ha AeicTBUE

Henadenak e HecTepon HO MPOTHBOBB3MATUTEIHO U aHANITETHYHO TpeaiekapcTBo. Clies1 TOKaIHO
OYHO IMPUIIOKCHHE, Hena(beHaK ITPOHHMKBA IIPE3 poroBuliaTa U 1O BIUMAHNUEC HA XUJAPOJIA3UTE B OUYHUTE
TBHKaHH, CE MPEBPHIIA B HECTEPOUTHOTO MPOTUBOBB3MAIHUTEIHO JEKAPCTBEHO BEIIECTBO aM(eHaK.
Amdpenak nHXUOMpa JecTBUETO Ha mpocTariananH H cuHTa3ara (IMKI0OOKCUTEeHA3a), EH3UM
HEOOXO0IMM 3a MPOAYKIHATA Ha TIPOCTArIaH IVH.

JlonbiaauTeHy ¢hapMaKoJIOrMYHU CBOMCTBA

[pu 3aiinu e KoKazaHo, ye HenadeHaKk MHXUOUpPA HApYIIIaBaHETO HA KPbBHO-PETHHANIHATA Oapuepa u
3aeJIHO ¢ TOBa MOTHCKA cuHTe3a Ha PGE,. EX ViV0 e mokasaHo, 4e eHOKpaTHa /03a HemadeHax,
MPUIOKEHA JIOKAITHO B OKOTO, IOTUCKA CUHTE3aTa Ha MPOCTArIAHNH B HPUCA/IIUIMAPHOTO TSJIO
(85%-95%) u perrnaTa/xopounaesta (55%) cboTBETHO 10 6 Yaca u 4 Jaca.

dapmakoguHaMUYHN €(DEKTH

[To-ronsiMaTa 4acT OT XMAPOIUTHYHOTO MPEBPBIIAHE CE OCHIIECTBABA B PETUHATA/XOPOHUIEATA,
MOCJICABAHO OT UPUCA/IIMITMAPHOTO TS0 U POTOBHUIIATA B ChOTBETCTBUE ChC CTEIIEHTA HA ThKaHHATa
BacKyJapu3aliusi.

Pesynrarute oT kinHnyHKMTE M3nUTBaHKs moka3pat, ue NEVANAC kanku 3a 04u He OKa3BaT 3HAUUM
e(eKT BbpXY BTPEOUHOTO HaJISATaHe.

Kimmanunaa edpukacHocT 1 6€30IMacHOCT

[IpenoTBpaTsBaHe U JCYCHHUE HA TOCTONEPATHBHA OOJIKA M BH3NAIICHHE, CBEP3aHHU C OIepaIns Ha
KaTapakTa

[IpoBenenu ca Tpy OCHOBHH NPOY4YBaHUsI 32 OlICHsIBaHE Ha e()UKACHOCTTA M OE30MIaCHOCTTA Ha
NEVANAC, npuioxeH 3 mbTH JHEBHO B CPAaBHEHHME C HOCUTEI H/WIIM KETOPOJIaK TPOMETaMOJI IPH



http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

HpO(i)I/IJ'IaKTI/IKa 1 JICUCHUC Ha NTOCTONICPATHBHA 0OJIKa U BB3IAJICHUE IIpU MaruCHTU, NPETHPIICIIN
Oricpanus Ha KaTapakTa. HpI/I TC3U NPOYUYBAHUSA, IPUJIAraHCTO HA U3CJICABAHOTO JICKAPCTBO €
3alo4vYHaTo €JuH ACH MMPEaAr onepanudaTa, IpoAbJLKEHO € B ICHA Ha OIiCpaluAaTa U 10 2-4 CCIAMUIIN Ha
MOCTOIICPAaTUBHUSA IICPUOA. OcBen TOBA, IOYTHU BCUYKHU MALUCHTU Ca MOTYUYUIN JOIIBJIHUTCIIHO
HpO(i)I/IJ'IaKTI/I‘lHO JICYCHHUEC C aHTI/I6I/IOTI/IHI/I, C’I)O6p33HO C KJIMHWYHAaTa MPAaKTHUKa Ha BCCKU €AUH OT
HCHTPOBCTC HA KIIMHUYHOTO U3IIMUTBAHE.

B nBe nBoliHOMAacKupaHH, paHIOMHU3UPAHU, KOHTPOIMPAHHU C HOCUTEIN MTPOYYBAHUS NIPU NAIIUCHTHUTE,
nexyBanu ¢ NEVANAC, ce HaOm01aBa 3HAUMTEITHO 1TO-MAJIKO Bh3MalicHUE (KJIEThUHA PEAKIUs B
MpeIHOKaMEpHATa TEYHOCT U MOJIOKHUTENCH TUHIA) B paHHHS MTOCTONICPATUBEH MIEPHOJI U JI0 Kpasi Ha
JICYCHUETO, B CPAaBHCHUE C MAIUCHTUTE, JICKYBAaHU C HETOBUS HOCUTEIL

B enHo aBOMHOMAaCKUpPaHO, PAHIOMH3UPAHO, KOHTPOJIUPAHO C HOCUTE U C aKTUBHO BEIIECTBO
npoyuBane, npu nauueHtute, JjekyBanu ¢ NEVANAC, ce HabnrogaBa 3HAUUTEITHO TO-MAJIKO
BB3MAJICHHUE, B CPABHCHUE C MAIUCHTHTE, JiekyBaHu ¢ HocuTen. OceeH ToBa NEVANAC okaspa He 1o-
Jjiortt e(heKT OT KeToposiak 5 mg/ml npu HamassiBaHe Ha BB3MAICHHETO U 00JIKaTa B OKOTO, U € MaJIKO
MO-7100p€e MMOHOCHUM CJIe]T ITPHUJIaraxe.

3HAYUTENHO MO-TOJISAM MpoLeHT oT nanuentuTe B rpynara Ha NEVANAC ca cpo0uiuny 3a urca Ha
0oJKa B OKOTO cJIe]] Olepalys Ha KaTapaKkTa, B CpaBHEHHE C TE3U B IrpyIaTa ¢ HOCUTEIL.

HamansBaHe Ha pucKa OT IIOCTONIEPAaTUBEH OTOK Ha MaKyJsaTa, CBbP3aH C OIepanus Ha KaTrapakTa IpH
HalMeHTH ¢ 1uaber

3a ouensBane Ha epukacHocTTa 1 Oe3onacHoctta Ha NEVANAC 3a npenoTpatsaBane Ha
MOCTOIIEPAaTUBEH OTOK Ha MaKyJjara, CBbp3aH C Olepalnys Ha KaTapakTa, ca MPOBEACHU YEeTHPH
Mpoy4BaHus (JBE MPH NAMEHTH ¢ [uabeT 1 ABe Npu manueHTu 6e3 nuaber). [Ipu Te3u npoyuBaHus,
MPUIaraHeTo Ha MPOYYBAHOTO JISKAPCTBO € 3aI0YHATO SIUH JICH PEAN ONepalusTa, MPOJbIKEHO € B
JieHs Ha orepanusaTa u 10 90 JHU OT MOCTONEPATUBHHS TIEPUO.

B 1 nBoiiHOMacKupaHo, paHIOMU3UPAHO, KOHTPOJIMPAHO C HOCHTEN POYYBaHe, IPOBEICHO TIPU
MAIMEHTH ¢ TMabeTHa PeTUHONATHS, 3HAYUTEITHO MO-TOJISIM MPOLEHT OT MAIMEHTUTE B TpyIaTa c
HOCHTEJI ca TIOJIyYHJIH OTOK Ha MakysnaTa (16,7%) B cpaBHEHHE C AIIMCHTHTE, JIEKYBaHH C
NEVANAC (3,2%). [To-Tonsim MpOLEHT OT MalMeHTUTE, Ha KOMTO € TIPHIIaraH HOCUTEN, ca MOy YHIIH
oTciabBaHe Ha Hail-100pe kopurupanara 3putenHa ocrpota (BCVA) ¢ moseue ot 5 OyksH, oT jeH 7
1o nex 90 (mn npexaeBpeMeHHO pekpaTsaBaHe Ha yuacTuero) (11,5%) B cpaBHeHHE ¢ MalueHTHTe,
JieKyBaHU ¢ HenadeHak (5,6%). [ToBeue manuenTu, Ha kouto ¢ nmpuwiarai NEVANAC, ca nocturaanu
15-6ykBeHo nogodpenne Ha BCVA, B cpaBHEHHeE C MAIIUEHTH, HA KOUTO € MPUIarad HOCUTED,
chOTBETHO 56,8% B cpaBHenue ¢ 41,9%, p=0,019.

EBponelickaTa areHius 1o jeKapcrsaTa 0CBOOOXK/1aBa OT 3abJKEHUETO 3a [IPEJOCTaBsIHE Ha
pesyararure ot npoyuBanusata ¢ NEVANAC BbB BCUUKH TIOATPYIH HA MEAUATPUYHATA MOITyIAINs
pu NpoHIaKTHKA U JIeYeHHE Ha ITOCTONEepaTUBHA 00JIKa 1 Bb3MAaJICHNE, CBBP3aHH C Olepalus Ha
KaTapakTa ¥ NpOoQHIaKTHKa Ha MOCTOTIEPATUBEH OTOK Ha MaKyJjara (BX. Touka 4.2 3a uHpopManus
OTHOCHO yroTpe0a B IeinaTpusTa).

5.2 dapMaKkOKHHETHYHHU CBOWCTBA

AbGcopbuus
Cnen npunarane Ha NEVANAC karku 3a o4d TpH ITTH JJHEBHO U B JIBETE OYH, TIPH MMO-TOJISIMA YacT

OT IMMAITUCHTUTEC CC Ha6HIOJIaBaT HUCKH, HO OIIPEACIIMMU TIJIa3SMCHU KOHIICHTPAIlUN Ha Hena(beHaK u
amdeHak, CbOTBETHO 2 U 3 vaca ciep npuiarade. CpeiHUTe CTalMOHApHU M1a3MeHu Cray Ha
Heradenak ¥ ameHaK ciej JIOKAIHO 0YHO IpHiTokeHue ca ¢hotBeTHO 0,310 + 0,104 ng/ml u
0,422 + 0,121 ng/ml.



Pasnpenencuue
Amdenak uMa roysiM ahUHATET KbM CEPYMHHUTE allOyMUHH. IN VItro, mpoeHTsT CBbp3aH HemageHak

KBbM aJI0yMHH OT TUTHX, YOBEIIKY AJIOYMUH U YOBEIIKH CEPYM € ChOoTBEeTHO 98,4%, 95,4% 1 99,1%.

[Tpoy4BaHus MPH ITBXOBE MMOKA3BaT, Y€ PATHOAKTHBHO OCNIA3aHU MaTePHAITH, CBBP3aHU ¢ aKTHBHOTO
BEIIIECTBO, CE PA3MPEILIIAT HIUPOKO B OPraHU3Ma Cliel AHOKPAaTHA WIIM MHOTOKPATHA MepopaiHa
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no3a ~ C-HenadeHax.

Hpoy‘lBaHI/I}l npu 3au IMMOKa3BaT, 4€ JIOKAJIHO MPUITOKCHUAT Hena(beHaK CC pasnpeacis JOKaJIHO OT
npeaHarta 4aCT Ha OKOTO B 3aJHUTC OYHU CCTMCHTHU (pCTI/IHa n XOpI/IOI/IIleH).

Buotpanchopmanus

Henadenak nperbprsiBa oTHOCHTETHO Obp3a OMOAKTHBALUS 10 aM(EeHaK Ype3 BETPCOUHUTE
xuaponasu. Cnesn ToBa aMmeHak IpeThpIsiBa eKCTEH3UBEH METab0IU3bM J0 TO-TIOJISIPHA
METa0OJIUTH, BKIIIOYBAIL XUAPOKCUIMPAaHE Ha apOMaTHHS NPBCTEH, KOETO BOJM 710 00pazyBaHe Ha
TIIIOKYPOHUIHN KOHIOTaTH. PamnoxpoMaTorpadcku aHanu3u Ipean U e XUApPOoiIn3ara Ha
B-TroKypoHHIa3aTa MOKa3Bar, Y€ BCHYKU MEeTabOIUTH ca 1moJl popmara Ha TIIOKYPOHUIHU
KOHIOTaTH, C M3KJII0OYCHNE Ha aMeHak. AM(eHak € OCHOBHHAT METaOOJIUT B IIa3MaTta,
npencrasisiBan] npuonuzutenHo 13% ot obuiara muazMeHa paJuoakTHBHOCT. BTopusT Hali-uecto
CpelIaH MIa3MeH MeTa0OIHT € WACHTUPHUIIMPAH KaTo S-XUAPOKCH HenadeHak, mpeacTaBIsIBall
npuOan3uTeNHO 9% OT 00111aTa PaTUOAKTUBHOCT MPHU Cpax.

B3aumoneiicTBus ¢ qpyry JIeKapcTBEHHU MpoayKTH: IN Vitro uuto HenadeHak, HUTO aM()eHaK TOTHCKAT
HSAKOM OT OCHOBHHTE METa0OIMTHH aKTHUBHOCTH Ha yoBemkus ruroxpom P450 (CYP1A2, 2C9, 2C19,
2D6, 2E1 u 3A4) npu konuentparmu 10 3000 ng/ml. ITopaau ToBa B3aMMOICHCTBHS, BKIFOUBAIIH
CYP-meauupan MeTaboM3bM Ha €THOBPEMEHHO NPUIIaraHu JICKApPCTBEHU MPOIYKTH, Ca MaJIKO
BEpOSITHU. B3anMoneicTBrs, MeJMMPaHu OT CBHP3BaHE C MPOTEHHH, CHIIO Ca MAJIKO BEPOSITHH.

EnuMunupane
14
Cren nepopaliHo mpuioKeHue Ha ~ C-HernadeHak Ha 3/IpaBu JOOPOBOIIIY, € YCTAHOBEHO, e

OCHOBHHUST ITbT HA OTJICJISIHE HA PaJMOAKTUBHOCTTA € UYpe3 ypHUHaTa, MpUOau3uTesHo 85%, nokaro
OTJEISHETO ¢ eKaMUTe TpeIcTaBsiBa OKosio 6% oT no3ara. Henadenak u am¢eHak He ce OTKpUBAT
B ypUHATa.

Cnen eqnokpatHa 103a NEVANAC nipu 25 naryeHTy, npeTbpIeliy onepaiys Ha KaTapakTa,
KOHIICHTPAIIUUTE BHB BETPEOUHATa TEUHOCT ca u3Mepernu Ha 15, 30, 45 u 60 MuHyTH clie]] mpujiarafe
Ha jio3ata. MakcuMasHaTa cpe/iHa KOHIICHTPAIlMs BbB BBTPEOYHATA TEYHOCT e HaOJI01aBa BbB
BpeMeBaTa Touka Ha | wac crmen npunarane (Hemadenak 177 ng/ml, amdenax 44,8 ng/ml). Tesu
HaXOJIKH TI0Ka3BaT Obp3a POrOBUYHA ITEHETPALIUS.

5.3 IlpeaKkITMHUYHU JAHHH 32 0€30MACHOCT

Hexnuanaaurte JaHHHU HC IIOKa3BaT 0cobOeH PHUCK 3a XOpa Ha Oa3ara Ha KOHBCHIIMOHAJTHHUTEC
q)apMaKOHOFI/I‘IHI/I IIpoy4YBaHHusd 3a 6630HaCHOCT, TOKCHUYHOCT ITPU MHOT'OKpPATHO IIpujiarane u
TE€HOTOKCHUYHOCT.

He ca npoBexmanu IbITOCPOYHH MTPOYYBAHUS 32 KAPIIMHOTEHHOCT Ha HenadeHak.

[Tpu penpoyKTHBHU MPOYYBaHHS C HeNaeHak Mpy MIbX0BE, TOKCUYHUTE 031 32 MaiKaTa

> 10 mg/Kg ce cBbp3BaT ¢ JUCTOKHUS, yBEINYEHA OCTUMILIAHTAIIMOHHA 3ary0a, HaMaJIeHO TETJIO0 U
pactex Ha QeTycuTe U HaMalieHa MpexuBsieMocT Ha (erycute. [Ipu OpeMeHHH 3aiiny, /103a OT

30 mg/kg mpu maiikaTa, KOSTO MPEAU3BUKBA Ci1aba TOKCHYHOCT Y MalKHUTe, TOKa3Ba CTATUCTUYECKH
3HAYMMO yBEJIMUCHHE Ha CITydanTe Ha Ma(opMalliy IPU MaJIKHTE.



6. OAPMAIIEBTUYHU JAHHU

6.1 ChoucbK HAa IOMOLIHHUTE BeLIECTBA

Manwuron (E421)

Kap6omep

Hatpues xnopun

Tunokcamnon

Junartpues enerar

Benzankonuer xjaopun

HatpueB XuaIpoKCHI H/WITH XJIOPOBOAOPOIHA KKCETHHA (32 Kopekius Ha pH)
IIpeuncrena Bona

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHoCT

2 TOIMHU.

Ha ce u3xBbpau 4 cenMUIIU CIea MEPBOTO OTBapsIHE.

6.4 CrnenuajaHu ycJ0OBHS HA CbXpaHeHHe

Ha ce cexpanssa mox 30°C.

3a ycnoBHsTa HA ChbXpaHEHHUE ClIe]] IbPBOHAYAIIHO OTBAPSHE HA JICKAPCTBEHUS MPOAYKT BUXKTE TOUKA
6.3.

6.5 Bwuawu chabpikaHue HAa OMAKOBKATA

Kpbria 6ytuika ot 5 ml, oT mojueTHiIeH ¢ HUCKA UTBTHOCT, ¢ JO3HUPAIl] HaKpalHUK U Os1a Karmayka
Ha BUHT OT MTOJHUIPOIHIIEH, ChABPKaIa 5 Ml cycrensus.

Kapronena xytus, chabpxama 1 OyTuika.
6.6 CnenmaJHu nNpeana3Hu MepKU NPU U3XBLPJIsiHE

Hsama CIiCIMaJIH U3UCKBAHUS 3a U3XBBPJIAHE.

1. HNPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Frimley Business Park

Camberley GU16 7SR
O6ennHEHO KPaJICTBO
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8. HOMEP(A) HA PASPELHIEHHUETO 3A YIIOTPEBA

EU/1/07/433/001

9. JATA HA TBPBO PASPEINABAHE/ITOAHOBSIBAHE HA PASPELIEHHUETO 3A
YIHOTPEBA

Jlata Ha mepBO paspemanane: 11 nekemspu 2007 r.

Hara Ha nocnenno noaHossiBane: 24 centemspu 2012 r.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

IMoapo6Ha uHpopMalrs 3a TO3H JCKApCTBSH MPOAYKT € MpeIocTaBeHa Ha yeOcaiita Ha EBporeiickara
areHIys 1o JiekapcTeata: http://www.ema.europa.eu
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1. HNME HA JJEKAPCTBEHUSA ITPOAYKT

NEVANAC 3 mg/ml kanku 3a 04H, CyCHECH3US

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
1 ml ot cycniensusTa chabprxka 3 mg Henadenak (nepafenac).

ITomourHo(n) BemecTBo(a) ¢ U3BECTHO AEUCTBHUE:
Beexu ml ot cycniensusata chabpxa 0,05 My GCH3aIKOHUEB XITOPHUI.

3a MbJIHUSA CIOIUCHK Ha IIOMOIIHHUTEC BCUICCTBA BHXKTC TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA
Kankwu 3a oun, cycnensus

CBeTIIoKbJITa IO TBMHOOPaH)KeBa eTHOpoAHa cycnensus, pH 6,8 (mpubimsnTenHo).

4, KIMHUYHU JAHHU
41 TepaneBTHYHU MOKA3AHUA
NEVANAC 3 mg/ml xanku 3a ouu, CycrieH3us € MOKa3aH MpH Bb3pacTHH 3a:

- [IpodunakTrka u JieueHUe Ha MOCTOIEpaTUBHA OOJIKa W Bh3NalleHHE, CBHP3aHHU C OTepanys Ha
KaTapakra.

- HamansBane Ha prcka OT IOCTONEPATHBEH OTOK HAa MaKyJjlaTa, CBbp3aH C ONepalys Ha KaTapakTa
MIpU TalMeHTH ¢ quadet (Bk. Touka 5.1).

4.2 Jlo3upoBKa W HAYWH HA MPHUJIOKEHHE

2 1031/1[ DOBKa

Bb3pacTHH, BKIIIOUUTEIHO CTapYeCKa Bb3pacT

3a npenoTBpaTsABaHe U JicueHUe Ha 0oJika U Bb3nayieHue no3ata ¢ 1 kanka NEVANAC B
KOHIOHKTHBAJTHUSA CaK Ha 3aCETHATOTO OKO (0YM) BEAHBK JHEBHO, KATO C€ 3amoyBa 1 JIeH mpean
oTiepanuaTa Ha KaTapakTa, MpoIbKaBa ce B ICHS Ha OTIEPaIUITa U 32 MBPBUTE 2 CEIMULIA OT
MIOCTOTIEpAaTUBHUSA TTepuoI. JIeueHrnero Moxe aa 0be IpOABIDKEHO 10 IBPBUTE 3 CEAMUITN HA
MOCTOIIEPATUBHHS TIEPHOJI, KAKTO € YKa3aHO OT Jiekaps. JlombIHUTEIHA KarKa TpIOBa Jia ce TIOCTaBH
30 o 120 MuHyTH TIpe/In OTIEpaIHsITA.

ITo BpeMe Ha KIMHUYHUTE U3MUTBAHUS MarMenTuTe ca aexysanu 10 21 qan ¢ NEVANAC 3 mg/ml
KaIK{ 3a 09H, CycreH3us (BXK. Touka 5.1).

3a HamMaJsIBaHE Ha pHUCKa OT MOCTONIEPATHBEH OTOK HAa MaKyJjaTa, CBbp3aH C OIEparys Ha KaTapakTa
IpH NalueHTH ¢ auabdet, go3ara ¢ 1 kannka NEVANAC B KOHIOHKTHUBAJIHUS CaK Ha 3aCErHATOTO OKO
(oum) BegHBK THEBHO, KATO C€ 3arouBa 1 JIeH Mpean orneparusaTa Ha KaTapakTa, IpoabiKaBa ce B
JIeHs Ha orepanusara u 10 60 THU OT MOCTOIIEPATUBHUS MTEPHO/T, KAKTO € YKA3aHO OT JIEKapsl.
JlomrbiHATEIHA Karka TpsiOBa fa ce nmocrasu 30 10 120 MUHYTH npean oneparusra.
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[Mpunoxennero Ha NEVANAC 3 mg/ml xanku 3a oun, cycrieH3usl BEIHBXK JHEBHO OCHTYpsiBa ChIaTa
obmra qHeBHa 103a HernadeHnak kato npuwiokernero Ha NEVANAC 1 mg/ml xanku 3a oun, cycrieH3us
TPH IIBTH THEBHO.

Crenuyainy DomyJauu

Hayuenmu ¢ 6v0peuro unu wepHoOpoOHO yepedcoare

NEVANAC He e npoyuBaH NpH NallMEHTH C YepHOAPOOHO 3a00IsiBaHe WM ObOPEYHO YBpEKIAHE.
Henadenak ce enuMuHupa 0CHOBHO upe3 OnoTpaHc(opMamus 1 CUCTEMHATa EKCIIO3HULUS € MHOTO
HUCKa cJIe]] JIOKATHO OYHO MpuiiokeHne. He e Heo0XoauMo KOpurupane Ha 103aTa Ipu Te3H
MaIUEHTH.

Ileouampuuna nonyiayus

BezonacnoctTa n eduxacnocrta Ha NEVANAC nipu iena u 1oHOIIX He ca ycTaHOBeHH. Jlumcsar
nannu. He ce mpenoppuBa ynorpebaTa My HpH T€3U MAaLMEHTH, 1O MOJIY4aBaHETO HA JOMBIHUTEITHH
JaHHU.

Llonynayus e cmapuecka ev3pacm
He ca naGmroaBaHu pa3iauky B 0€30IaCHOCTTA U €(DEKTUBHOCTTA MEX/y ITAlMEHTH B CTapUecKa
BB3pacT U NO-MJIaJ MMaLUEHTH.

Haupn Ha IpHIIOKCHHUE
3a 04YHO NPUIIOKEHHUE.

[Naruenture TpssOBa 1a ObJAT MHCTPYKTUPAHU Ja pa3Kialiar 00pe OyTHiIKaTta nmpeau ynorpeoa.
Crien kaTo KamaykaTa € CBaJIeHa, aKo MMa 3alllUTeH MPBCTEH U € XJ1abaB, MaxHETe To, IPEeIH 1a
H3IOJI3BaTE MPOAYKTA.

AKO ce M3M0JI3Ba MoBeYe OT eIWH OPTATIMOJIOTHYCH JIGKAPCTBEH MPOYKT 32 JIOKATHO MPHIIOKEHHE,
JISKaPCTBEHUTE TIPOJIYKTH TPSAOBA Jla Ce MpHIarat mpe3 MHTEpBall oT oHe 5 MUHYTH. OUHUTE Ma3u
TpsiOBa J1a ce mpuarat MOCJIeHH.

TpsabBa na ce BHUMaBa J1a HE ce JOKOCBAT KJIeTaynTe, 3a00MKasiara T 00acT Wik APYyTrH
MOBBPXHOCTH C BPHXYETO HA alIMKATOPa-KalkoMep Ha OyTHIIKATa, 3a J1a Ce MPEANAa3sT OT
3aMbpCIBaHE alIMKaTOpa-KankoMep u pa3TBopa. [laiuenture TpssOBa 1a ObJIaT MHCTPYKTUPAHU Ja
ChbXpaHsBaT OyTHIIKaTa IUTBTHO 3aTBOPEHA, KOTAaTO HE Ce M3I0JI3BA.

AKoO ce TpoITycHe J103a, TPsOBa Ja ce MPHUIIOKH €HA Kallka Bb3MOXKHO Haif-CKOpO, TIpe/In Jia ce
mpeMuHe KbM 00M4aiiHOTO MpuiiokeHue. Jla He ce u3MmoI3Ba ABOHHA 71032, 3a Jla ce KOMIIEHCHPa
npomycHaTtata 1 jgo3a.

4.3 IlpoTuBOMOKA3aAHUA

CBp’bX‘IYBCTBI/ITe.HHOCT KBbM aKTHUBHOTO BEHICCTBO NJIN KBM HSIKOC OT IIOMOITHUTEC BCIIIECCTBA,
n30poeHu B Touka 6.1.

CBpBX4yBCTBUTEIHOCT KbM JPYT'H HECTEPOHIHH TpoTHBOBB3nanuTentu cpeactea (HCIIBC).

HaHI/IeHTI/I, IIpU KOUTO MPUCTBIIUTE HA aCTMa, YPTUKapUuA UJIN OCTbP PUHUT CC yCHUJIBAT OT
anermicanuimioBa kucennnaa win apyru HCIIBC.

4.4 ChneunuajaHy nmpeaynpe:kaeHMs U Mpeana3Hu MepKH MPHU ynoTpeda

JlekapcTBEHUAT MPOIYKT HE TpsIOBa 1a ce urkekTupa. [laruenture TpsOBa 1a ObJaT MHCTPYKTUPAHU
na ve nornwimatr NEVANAC.
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[NaruenTure TpssOBa 1a ObJAT MHCTPYKTUPAHU Ja U30ATBAT CIHHUEBATA CBETIMHA IO BpEMe Ha
neyenuero ¢ NEVANAC.

EdexTu Bbpxy ounte

VYnotpebara na nokanau HCIIBC moxke na nosene no kepatut. [Ipy HIKOM 4yBCTBUTEIHU HALMEHTH,
npoabsKUTENHaTa ynoTpeda Ha Jokanan HCIIBC mosxe na goBene 10 yBpekJaHe Ha enuTea,
W3THHSABAaHE HA POTOBULIATA, €PO3HS Ha POrOBHUIIaTa, 0Opa3yBaHe Ha SI3BH WK Tiepdopanus Ha
poroBuuara (Bx. Touka 4.8). Te3u cOuTHs MOKe 1@ 3acTpamar 3peHueTo. [lanuenture ¢ 1aHHU 3a
yBpEeXJaHEe Ha eMUTela Ha poroBuiara TpsioBa He3abaBHO Ja MPEyCTaHOBAT ynoTpebaTa Ha
NEVANAC u Tpsi6Ba 1a ObJaT CICICHN BHUMATEIHO 3a 3J[paBHHATA Ha POTOBHIIATA.

HCIIBC 3a nokaiaHO NPUIIOKEHUE MOTarT Jia 3a0aBAT 3a3/(paBsABaHETO. 3a JIOKAJTHUTE
KOPTUKOCTEPOUHU CBILO € U3BECTHO, Y€ MOrar Ja 3a0aBsT 3a3/1paBsBaHeTo. EqHOBpeMeHHaTa
ynotpeba Ha nokanHo npuwiarand HCIIBC u jokanHu cTepouan MOXe Ja yBEeIHYH Bb3MOKHOCTTA 32
npobaemu npu 3a3apassiBaneTo. [lopaau ToBa ce mpenopbyBa MOBUIICHO BHUMAaHUE, KOTaTo
NEVANAC ce mpuiara eJTHOBpEMEHHO ¢ KOPTUKOCTEPOHUIU, 0COOCHO MPH MALUEHTH C BUCOK PHCK 32
HE)KEeJIaHU PeaKkluy Ha POrOBUIATa, ONUCAHU MO-/10IIY.

[HoctmapkerunroBusT onut ¢ nokaaaun HCIIBC npennonara, ue nanyeHTH, NPeThpIeNn CI0KHU
OYHH OTIepallnHy, C IcHepBalks Ha POrOBHUIIATa, Ne)eKTH HA POTOBUYHUS CMUTEN, 3aXapeH Juader,
3a00JIsIBaHUS] HA OYHATA MIOBBPXHOCT (HAMP. CHHAPOM Ha CYXOTO OKO), PEBMaTOUICH apTPUT WIIU C
HSKOJIKO OYHH OIepaliy 3a KpaTbhK MepHoJ] OT BpeMe, Morar Jja UMaT YBEJIMYEH PUCK OT MPosABa Ha
HEeXeJlaH! JIEKApCTBEHH peakI[MK Ha pOroBuIiaTa, KOUTo Morat ja 3actpamanat 3penueto. HCIIBC 3a
JIOKAJTHO MPWIOKEHNE TPsIOBa /1a ce U3MOI3BaT C MOBUIIEHO BHUMAaHUE MPH TE3U MallUeHTH.
[Iponpmxurennara ynotpeda Ha jgokanau HCIIBC mosxe Aa yBeln4u pucka 3a MaiKueHTa OT 1M0sBa U
TEKECTTA Ha HEXKEJIAHU PEaKLUU Ha pPOrOBULIATA.

Nma crobmenus, e opranmonoruyaure HCIIBC mMoraT na mpuYuHAT 3aCHICHO KEPBEHE OT OYHUTE
ThKaHU (BKJIIOYHTEITHO XMpema) BbB Bpb3ka ¢ ounata onepanusi. NEVANAC tpsoBa aa ce usmnonssa
C IIOBUILIEHO BHUMAaHUE TP MALMEHTH C U3BECTHA CKIIOHHOCT KbM KbPBEHE WJIM TAKUBA, KOUTO
M3I0J13BaT IPYTH JIEKAPCTBEHU NPOAYKTH, KOUTO MOTaT 1a YABJDKAT BPEMETO HA KbPBEHE.

JlokaJTHOTO MPUIIOKEHUE Ha MPOTUBOBB3NAIMTEIIHHU JICKAPCTBESHH MPOIYKTH MOXKE Jja MacKupa 0CTpa
ouna uHpekiusa. HCIIBC Hsamatr aHTUMUKPOOHM CBO¥CTBA. B citydaii Ha ouHa nH(eKus, TpsAOBa J1a
Ce MOAXOY BHUMATEIHO KbM yIOoTpedaTa UM 3aeHO C aHTUMH(EKIINO3HH JICKApPCTBA.

KoHTakTHH Jemu

He ce mpenoppuBa HOCEHETO Ha KOHTAKTHH JICTIIU IO BPEME Ha MOCTONEPATUBHUS TIEPHO/T CIIE]T
orepariysi Ha kartapakTa. [1o Ta3u npuyrHa, NalMeHTUTE TPSOBA J1a ObJAT MOCHhBETBAHU JIa HE HOCAT
KOHTaKTHH JICIITH, OCBEH aKO HE € U3PHUYHO YKA3aHO OT TEXHUS JICKap.

bens3ankoHueB XJIOPHJ

NEVANAC cbabpxa OCH3aJIKOHUEB XJIOPH]I, KOUTO MOXeE J1a IPUYMHU JPa3HECHE HA OYHTE U €
M3BECTHO, Y€ MOXKE Jla IPEIU3BUKA ITPOMSIHA B IIBETA HA MEKUTE KOHTAKTHU JICIIH. AKO ce Hajara jaa
CE HOCAT KOHTAKTHH JICIH 10 BpeMe Ha JICUEHUETO, MallMeHTUTE TPsOBa Ja ObJaT NOCHBETBAHU J1a
CBAJIAT KOHTAKTHUTE JICIIIH MTPEAN MPHUIOKEHNE U JIa U39aKaT Hai-Malko 15 MUHYTH, Ipean 1a TH
MOCTaBIAT OTHOBO.

Nma cboOienus, ue 0CH3aIKOHUEBHAT XJIOPU MOXKE J1a MPUYMHN TOYKOBUIHA KepaTonaTHsl U/ UK
Tokcu4Ha si3BeHa kepaTonaTus. Thit kato NEVANAC chabpika OSH3aIKOHUEB XJIOPUIL, €
HEeOOXOAMMO BHIMATEITHO TPOCIIeAsIBaHE TIPH YeCTa WX MPOIBIDKATETHA YIIOTpeoa.

Kpscrocana 4yBCTBUTEIHOCT
ChImecTByBa Bh3MOXKHOCT 32 KPBCTOCAHA YYBCTBUTEIHOCT KbM HeMaeHaK 1 aleTHIICATUIHIIOBA
KHCeNVHa, TPOU3BOIHH Ha (heHunonerHara kucenrna u qpyra HCIIBC.
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45 B3auMmopeiicTBHe ¢ IPYTH JIeKAPCTBEHH NMPOAYKTH U APYr4 (popMHU HA B3aUMO/IelicTBHE

In vitro npoyuBaHusTa MOKa3BaT MHOTO HUCHK IMOTEHIIMAI 33 B3aUMOJICHCTBHE C APYTH JICKAPCTBEHH
MPOAYKTH W B3aUMOJEHCTBHUS IIPH CBBP3BAHETO C MPOTEHHUTE (BXK. TOUKa 5.2).

[IpocrarnaHaMHOBY aHATIO3H

Mma MHOTO OrpaHWYeHH JaHHH 33 SJHOBPEMEHHATA YIOTPeOa Ha MPOCTArJIaHIMHOBY aHAJIO3U U
NEVANAC. Kato ce nma nmpeBuj TEXHUAT MEXaHU3bM Ha JICWCTBUE, CTHOBpEMEHHATa yIoTpeda Ha
TE3H JICKApPCTBEHU MPOJIYKTH HE CE MPENopPbhUBa.

Ennospemennara ynorpe6a Ha nokanau HCIIBC u nokamHu cteponin MOKe Jla YBEIUIN
BB3MOKHOCTTA 32 MPpoOIJIeMH IpHu 3a3apaBsiBaHeTo. EnnoBpemenHara ynorpeda Ha NEVANAC ¢
JIEKapCTBa, KOUTO YIBJKABaT BPEMETO Ha KbPBEHE, MOKE JIa MOBHILH PHCKA OT KPHBOM3IUB (BK.
Touka 4.4).

4.6 @epTHIANTET, )PEMEHHOCT U KbPMeHe
Kenu ¢ nerepojieH NOTEHIMAI

NEVANAC He TpsOBa Ja ce U3M0I3Ba OT KEHH C JCTEPOICH MOTSHIIUAI, KOUTO HE U3I0I3BaT
KOHTpaLenus.

bpemenHoct
Jlurmcpart A0CTaThYHO JaHHU OTHOCHO YIOTpeOara Ha HenadeHak Mpu OpEeMEHHH JKEHU.

[IpoyuBaHusiTa NpH )KUBOTHU MOKA3BaT PEMPOAYKTHBHA TOKCUYHOCT (BX. Touka 5.3). [ToTeHnmanuusa
PHCK MPH XOpa He € u3BecTeH. Thif KaTO CHCTEMHATA eKCITO3UIINS TIPH HEOPEMEHHH JKEHH €
HesHauutenHa cien jgedeaue ¢ NEVANAC, puckbT 1o BpeMe Ha OpEeMEHHOCT MOJKE Jia C€ CUMTa 3a
HUCBHK. BBIIPEKH TOBA, Thil KaTO MOTHCKAHETO HA MPOCTATJIaHIMHOBATa CHHTE3a MOYKE J1a TIOBJIHSIEC
HEraTUBHO Ha OPEMEHHOCTTA W/WJIH eMOPHOHAIHOTO/(DETATHOTO Pa3BUTHE, U/WIN PAKIAHETO, U/ UK
noctHatanHoTo passutue, NEVANAC He ce npenopbuBa 110 BpeMe Ha OpEMEHHOCT.

Kspmene
He e u3BecTHO nanu HenadeHak ce eKCKpeTHpa B KbpMaTa. [IpoyuBaHusATa P )KUBOTHH MTOKA3BaT

eKCKpelus Ha Henad)eHaK B MIIIKOTO IPH ILTbX0Be. Bee mak, He ce ouakBat e)eKTH IpU KbpMaueTa,
ThH KaTO CUCTEMHATa SKCIIO3UIIMS HA KbpMaukaTa Ha HenadeHak ¢ HesHauuTenmHa. NEVANAC moxe
Jla ce M3I0JI3Ba 0 BpeMe Ha KbpMEHE.

DepTUnuTer
Jlunicat nannu 3a eexra Ha NEVANAC Bbpxy dhepTriiuTeTa nmpu xopa.

4.7 EdexTn BbpXy cnoco0HOCTTA 32 mo¢upaHe U padoTa ¢ MAIIUHA

NEVANAC He nosvsiBa W MOBJIHSIBA TPEHEOPEIKUMO CITIOCOOHOCTTA 3a IiodupaHe u pabora ¢
MalInHU.

BpeMeHHO 3aMbIJIIBaHE WJIK APYTH CMYIIEHUS B 3pDEHUETO MOTaT J1a TIOBJIUSAT CIIOCOOHOCTTA 3a
mogupaHe Wik padoTa ¢ MaUHA. AKO TIPH ITOCTABSHETO HA JIEKAPCTBEHHS IPOIYKT 3PEHHETO Ce
3aMbIIIM, TAIUEHTHT TPsIOBa Ja M34Yaka, JOKaTO 3PEHUETO Ce MPOSCHH, MPEAH Ja Mo(upa Hid aa
paboTu ¢ MarTuHM.

4.8 Hexenanm JiekapcTBEHU peaKIUu

Pesrome Ha npodriia Ha 6€300aCHOCT

B kimHu4HM u3nuTBaHus, BKItouBaim Haj 1900 namuentn, kouto ca nmonydasain NEVANAC

3 mg/ml xamku 3a 04H, CyCIEH3MsI, Hal-4eCTO ChOOIIABAaHUTE HEXETAHU PEAKIIMH Ca TOUKOBUIEH
KEpaTHT, KePaTUT, YCEIIaHe 3a IyKI0 TSII0 B OUUTE U 09HA OOJIKA, KOUTO ca HaOJI0IaBaH! IIPU
mexay 0,4% u 0,1% ot manueHTuTe.
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Tayuenmu ¢ ouabem

B 1Be KIMHUYHHN U3NUTBAHUS, BKIIOYBAIIN 594 MalMeHTH, HAllUEHTHTE C THA0ET ca OMIIM IMOII0KEHU
Ha siedyerare ¢ NEVANAC kanku 3a oun, CycrieH3us B IpoabbkeHue Ha 90 qHH 33 IPeIoTBpaTsIBaHE
Ha OTOK Ha MaKyJara cJie]] orepaius Ha kaTapakta. Haii-uecto cho0laBaHaTa HeXKelaHa peakius ¢
TOYKOBHJICH KEPaTUT, HaOIto1aBaH Npu 1% OT MalueHTHTe, KOSTO BOIU JI0 ONIPE/ISIISIHE Ha KaTerOpuUs
IO YeCTOTa ,,uecTr . J[pyruTe Half-uecTo ChOOIaBaHN HEXKEIAHH PEAKIUH Ca KEPATUT U yCeIllaHe 3a
YyXJI0 TSUIO B OYHTE, KOUTO ce HabmoaaBaT ¢choTBeTHO mpu 0,5% u 0,3% OT naruenTuTe, Kato u
JIBETE HEXKEJIAHU PEaKIMU ca C KaTeropus 10 YeCTOTa ,,HeUeCTH ",

TabnuyeH cnuchbK HAa HEXKENAHUTE PEAKIIUH

CrenHuTte HeXelaHU Peakluy ca TPYHHPaHH CHITIACHO CIIEHATa KOHBEHIIUS: MHOTO YecTH (=1/10),
gectu (>1/100 mo <1/10), neyectu (>1/1 000 mo <1/100), peaxu (>1/10 000 mo <1/1 000), MHOTO
penku (<1/10 000) nnm ¢ HeM3BECTHA YeCTOTA (OT HATMYHHUTE JaHHHU HE MOXKe J1a Ob/Ie HarmpaBeHa
otieHka). [Ipu Bcsako rpynupane B 3aBUCUMOCT OT YECTOTATa, HEXKEIaHUTE PEaKLuu ce N30posBaT B
HU3XOJAL] pell TI0 OTHOIICHHE Ha TSXHATa CEPUO3HOCT. JlaHHHUTE 32 HEeXXETIAaHUTE PEaKIuu ca
MOJYYCHU OT KJIMHUYHH U3IMUTBAHUS WM MOCTMAapKeTUHIOBH choOiieHus ¢ NEVANAC 3 mg/ml
karku 3a oud, cycriensus 1 NEVANAC 1 mg/ml kanku 3a o4, cycrieH3usl.

CucTeMO-0praHHH KJIacoBe Hesxesianun peakiuuu

Hapyiienus Ha IMyHHATa CUCTEMa Peoku’. CBPbXUYBCTBUTEITHOCT

Hapymenus Ha HepBHaTa crcTeMa Peoxu: 3amasiHocT, riaBobomue

Hapyuienus Ha ounte Heuecmu: xepaTuT, TOYKOBHUICH KepaTUT, Ne(EKT HA

POTOBHUYHUS €ITUTEN, YCEIIaHe 3a Yy 10 TAJIO B
OKOTO, 00pa3yBaHe Ha KPYCTH 110 ph0a Ha Kjemaya

Peoxu: vpur, xXoponuaanHa epy3us, OTIaraHus mo
poroBuIiata, 60JIKa B OKOTO, O4€H JUCKOM(DOPT,
CyX0Ta B OKOTO, Osiehaput, Apa3HEeHe B OKOTO,
ChpOEK B OKOTO, CEKPEIHs OT OKOTO, ajlepriuucH
KOHIOHKTHBHT, YBEJIHUEHO ChA300T/ICIISIHE,
XUIICPEMH HAa KOHIOHKTUBATa

C neuzgecmua wecmoma: nepopanms Ha
poTOBHIIaTa, HAPYIIICHO 3a3[paBsiBaHe (POTOBHIIA),
IMOMBTHSIBaHE HAa POrOBMIIATA, POTOBHYEH OeJIer,
HamalleHa 3pHUTENHA OCTPOTA, [T0lyBaHe Ha OKOTO,
YIILIEPO3EH KePaTHUT, U3ThHSIBAHE HA POTOBUIIATA,
3aMBIIICHO 3pEHHE

Cb10BYM HapyIIEHUS Heuecmu: xunepToHHs
C Heussecmua uecmoma: TOBUILIEHO KPHBHO
HaJIsITaHe
CroMantHo-4peBHH HAPYIICHUS Peoku: ramene
C Heussecmna yecmoma: OBPBIIAHE
Hapymenns Ha KokaTa ¥ MOJIKOKHATA Peoku: otmryckane Ha KoXkara (iepmMaroxasnasus),
ThKaH JIepPrUYeH JePMaTHUT

Onucanyne Ha N30pPaHU HEXKEIIAHN PEAKIINT

[MarnenTy ¢ NaHHM 32 YBpEkKIaHe Ha eIHUTENIa Ha POTOBHIIATA, BKIIOUUTEIHO Niepdoparus Ha
porosunata TpsiOBa BeiHAra ja npeycranoBsT npuwioxkenuero Ha NEVANAC u tpsioBa na 6baat
npocie/siBaHk BHUMATETHO 3a 3/[paBUHATAa HA poroBuiara (Bx. Touka 4.4).

Ot nocrmapketunarosust onut ¢ NEVANAC 1 mg/ml kanku 3a 04M, CyCIIEeH3Hs ca YCTaHOBEHH
Cllydau, TPy KOMTO c€ ChOoOIIIaBa 3a enuTelieH ae(eKkT/HapylieHrue Ha poropuiiaTa. TexkecTra Ha TE3U
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CJIydau Bapupa OT HCCCPUO3HU C(l)eKTI/I BBPXY LCJIOCTTA HA CIIUTCIIA Ha pOroBUIliaTa 0 MO-CCPUO3HU
C’L6I/ITI/I$I, IIpU KOUTO 34 Bb3CTAHOBABAHC HA ACHOTO 3pCHUC CC U3UCKBA XUPYPIrUiHA HaMECa W/WIn
JICKaApCTBCHA TCpaIusi.

HOCTMapKCTI/IHFOBI/IHT omurt ¢ nokamau HCIIBC nmpearnojara, 4€ mauCHTH, MpEThpICIn CII0KHU
OYHH oIcpanuu, ¢ JICHCPpBallUA Ha pOroBrIaTa, )Ie(beKTI/I Ha POroOBUYHUS CIIUTCII, 3aXapCH I[I/Ia6CT,
3a00/I9IBaHUs HA OYHATA MMOBBPXHOCT (Hanp. CUHAPOM Ha CyXOTO OKO), PEBMATOUJACH apTPUT WA C
HAKOJIKO OYHHU OIICpallMU 3a KPpAaThbK NCPUOA OT BpEME, MOXKE 1a UMAT YBCJIMYCH PUCK OT I10sIBA Ha
HCXKEJIaHU pCAKIU OT CTpaHa Ha pOroBHIlaTa, KOUTO MOKE [a 3acTpaliaBaT 3pC€HUCTO UM.

[leanarpuyHa nonynanus
Bezonacnoctra n eduxacnoctta Ha NEVANAC nipu ena v 10HOIIM He ca YCTaHOBEHHU.

Cpo0111aBaHe Ha TOA03MPAHU HEXKEIAHH PEAKIIUU

Cro01aBaHeTo Ha MOIO3UPAHH HEXKENAHU PEaKIMy CIIe/ pa3pellaBaHe 3a yrnorpeda Ha JIeKapCTBeHHUS
MPOAYKT € BakHO. ToBa M03BOJIsIBA JIa MPOBIKK HAOIIOJJICHUETO Ha ChOTHOIICHUETO MOJI3a/PUCK 32
JIeKapCTBeHUS MPOIYKT. OT METUIIMHCKUTE CICIUAINCTH CE U3UCKBA JIa ChOOIIABAT BCSIKA
[OI03MPaHa HeXKellaHa peakilys Ype3 HalMOHAIIHA CHCTEMa 32 ChOOIIaBaHe, IOCOYeHA B

[punoxenue V.

4.9 Ilpeno3upane

He ce oyakBa na Bb3HMKHAT TOKCHYHH €)EKTH B CITy4ail Ha Mpejo3upane Ipu OYHO MPUII0KEHHE,
HUTO NIPU CIIy4aliHO NEepPOPaIHO MOIIbLIAHE.

5.  ®APMAKOJIOTMYHHM CBOMCTBA
5.1 dapmakoaMHAMHYHHU CBOHCTBA

dapmakoTepaneBTuuHa Tpyna; OQTaIMONIOIrHYHU CPEICTBA, IPOTHBOBB3NAIMTEIHHN CPEJICTRA,
nectepouau, ATC kox: S01BC10

MexaHu3bM Ha AeicTBUE

Henadenak e HecTeponIHO MPOTHBOBH3MATIUTENHO U aHAJITETHYHO MpeiekapcTBo. Cliest JTIOKaIHO
OYHO IMPUJIOKCHHE, Hena(beHaK ITPOHHMKBA IIPE3 poroBuliaTa U MOA BJIMAHUC HA XUAPOJIA3UTC B OUHUTE
TBHKaHH, CE MPEBPBIIA B HECTEPOUITHOTO MPOTUBOBB3MATIHTEIHO JEKAPCTBEHO BEIIECTBO aM(eHaK.
Amdpenak nHXUOUpa JeHCTBUETO HA MpocTariananH H cuHTaszaTta (IIMKJIOOKCUTEHA3a), EH3UM
HEOOXO0IMM 3a MPOAYKIHMATA Ha TIPOCTArIaH IVH.

JlonbaHuTeIHY (apMaKOJIOrMYHU CBOMCTBA

[pu 3aiinu e KoKa3aHo, ye HenadeHak MHXUOUpPA HApYyIIIaBaHETO HA KPbBHO-PETHHANIHATA Oapuepa u
3aeJIHO ¢ TOBa MOTHCKa cMHTe3a Ha PGE,. EX Viv0 e mokasano, 4e eHOKpaTHa 1032 Hemad)eHax,
MPUJIOKEHA JIOKAJTHO B OKOTO, IOTHCKA CHHTE3aTa Ha MPOCTarJIaHAWH B HPHCA/IIUIHAPHOTO TS0
(85%-95%) u pernnara/xopounesnta (55%) choTBETHO 70 6 yaca u 4 Jaca.

dapmakoarHaMUYHY eDEeKTH

[To-ronsiMaTa 4acT OT XMAPOIUTHYHOTO MPEBPBIIAHE CE OCHIIECTBIBA B PETUHATA/XOPOHUIEATA,
MOCJICABAHO OT UPUCA/IIMITMAPHOTO TS0 U POTOBHUIIATA B CHOTBETCTBUE ChC CTEIIEHTA HA ThKaHHATa
BacKyJapu3amus.

Pesynratute oT KiIMHUYHUTE M3nUTBaHus oka3sat, ue NEVANAC 3 mg/ml kanku 3a oun,
CYCIICH3HS HE OKa3BaT 3HaYMM €(eKT BbPXY BBTPEOUYHOTO HAIISATAHE.
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Kinnununa edrkacHOCT B 0€3011aCHOCT

[IpenoTBpaTsiBaHe U JeueHre Ha MOCTONEPAaTUBHA OOJIKA U Bb3MAJICHUE, CBbP3aHU C Ollepalus Ha
KarapakTa

Edukacnocrra u 6e3onacnocrra Ha NEVANAC 3 mg/ml npu npodunaktuka u nedeHne Ha
MOCTONEpaTHBHA 0OJKA U Bh3MaJIEHUE, CBbP3aHU C OIEpalysl Ha KaTapakTa, ca JOKa3aHU B JBE
MacKHpaHH, JBOMHOCIICIH, I1ale00-KOHTPOIUPAHH KIMHUYHH U3UTBAHUS IPU

06mol 339 nauuentu. [Ipu Te3u mpoydBaHus, IPH KOUTO MPUIATAHETO HA MALIMEHTHUTE € BETHBK
JTHEBHO, KaTO Ce 3all0YBa €JUH JCH Npean OllepalusITa Ha KaTapakTa, IpoAbKaBa ce B JIeHs Ha
ornepauusTa u npe3 nbpBute 14 nuu Ha nocroneparusuus nepuon, NEVANAC 3 mg/ml kanku 3a
04H, CYCIIeH3Hs NIOKa3Ba M0-100pa KIMHWYHA €(PUKACHOCT B CPAaBHEHUE C HOCUTEJS IIPU JICUCHUE Ha
MOCTONEpaTUBHA OOJIKa U Bb3MAaJICHHUE.

[ManmenTure, nexkyBann ¢ NEVANAC, e mo-manko BeposTHO a UMaT 00JIKa B OKOTO M U3MEPUMHU
MPU3HALM Ha Bb3ManeHue (KJIeTh4Ha peakys B IpeAHO-KaMepHaTa TeUHOCT U OJI0KuTeNneH TruHaam)
B PaHHUsI TOCTONIEPATUBEH EPUO U 0 Kpasi Ha JICUCHUETO, B CPaBHEHHE C TE3H, JIEKyBaHU C HETOBHS
Hocuten. [Ipu aBere npoyuBanus, NEVANAC uzuncTBa Bp3naneHueTo Ha 14-us neH cieq
onepanuara npu 65% u 68% ot narmeHTuTe, B cpaBHeHue ¢ 25% u 35% OT manueHTuTe, KOUTO ca
nony4aBaiu HocuTen. [Iponienture Ha numca Ha 6onka B rpynara Ha NEVANAC ca 89% u 91%, B
cpasuenue ¢ 40% u 50% oT nmarueHTuTe, MoIy4YaBail HOCUTE.

Hsaxou manuentn ca momydaBanrn NEVANAC 3 mg/ml kanku 3a ouwm, cycrnensus 10 21 auu cien
omnepanusta. EQukacHocTTa ciien 14-us geH oT onepanusira odade He e Ouiia oleHeHa.

B ngombaHenue, mpu eano ot asere kinanyau nsnurBanusa, NEVANAC 3 mg/ml kanku 3a oun,
CyCIIeH3HsI, PUJIOKEH BEJHBK THEBHO, € TIOKa3al He no-maika epukacHoct or NEVANAC 1 mg/ml
KalKH 3a 04M, CyCIIEH3Hs, IPUIOKEH TPH IIBTH JHEBHO 32 NPO(UIAKTHKA U JICUCHUE Ha
MocTonepaTuBHa 00JIKa U Bh3MAJICHUE CIIC]] OTiepallns Ha KaTapakra. [I[polleHTuTe Ha U3YKCTBaHEe Ha
BB3MAJICHUETO M JIMIICA Ha 00JIKAa ca CXOIHHM 3a JBaTa MPOYKTa MPH BCUYKH TIOCTOTICPATUBHU OIICHKH.

HawmansBane Ha pricka OT IOCTONEpaTHBEH OTOK HA MaKyJiaTa, CBbpP3aH C ollepallisl Ha KaTapakTa npu
HAIMEHTH C AnabeT

3a onensiBane Ha edukacHoctTa U 6e3onacHocTra Ha NEVANAC 3 mg/ml kanku 3a o4u, cycrieH3ust
BEJHBXK JTHEBHO, 3a TIPEIOTBPATSIBaHE HA TIOCTONEPATHBEH OTOK Ha MaKyJlaTa, CBbp3aH ¢ OIeparys Ha
KaTapakTa, ca IPOBEJICHH JIBE TIPOYYBaHUsI ITPH NaMeHTH ¢ quadet. B Te3u npoyuBaHus,
MPUIAraHeTo Ha MPOYYBAHOTO JISKAPCTBO € 3aI0YHATO SUH JICH NIPEN ONepalusTa, MPoIbKEHO € B
JieHs Ha orepanusaTa u 10 90 JHU OT MOCTONEePATUBHHS TIEPUO/I.

B nBere nBoitHOMacKHpaHH, paHIOMU3UPAaHU, KOHTPOJIMPAHU C HOCUTEI IPOYYBAHUS, TIPOBEJICHN TIPH
MAIMEHTH ¢ TMabeTHa PeTUHONATHS, 3HAYUTEITHO MO-TOJISIM MPOLEHT OT MAIMEHTUTE B TpyIarTa c
HOCHTEJI ca TIOJTy4riIn 0TOK Ha Makynata (17,3% u 14,3%) B cpaBHEHUE C MAIIUCHTUTE, JICKYBaHH C
NEVANAC 3 mg/ml (2,3% u 5,9%). ChoTBEeTHUTE NPOIICHTH B MHTEIPHPAH aHAIN3 Ha 2-Te
mpoyuBanus ca 15,9% B rpymara ¢ Hocuten u 4,1% B rpynmara ¢ NEVANAC (p<0,001). 3nauurenso
MO-TOJISIM MPOLEHT OT MAIMEHTUTE ca MOCTUTHAIH 15-0yKBeHO WM MO-TOJISIMO 1TOI00pEeHNE Ha JIeH
14, xoeto e mogmbpkano 10 aeH 90 B rpymara Ha NEVANAC 3 mg/ml (61,7%), B cpaBHEHME C
rpynara ¢ Hocutel (43%) B €JHOTO MpOy4YBaHe; TP BTOPOTO MPOYIBAHE, POIEHTHT HA MAI[UEHTHUTE
€ CXOJICH B 2-Te TPYIIH Ha JieueHHe 3a Ta3u KpaitHa Touka (48,8% B rpynata Ha NEVANAC u 50,5% B
rpynara ¢ Hocuteln). B uHTerprpan aHain3 Ha 2-Te Mpoy4BaHMs, IPOIEHTHT HA NaueHTuTe ¢ 15-
OykBeHo mogoOpenue Ha neH 14, koeTo ce moaabpxa 0 AeH 90 e mo-romsiMo B rpymarta Ha
NEVANAC 3 mg/ml xanku 3a oun, cycnensus (55,4%), B cpaBHEHHE ¢ Tpymara ¢ Hocuten (46,7%,
p=0,003).

EBponelickaTa areHius 1o jekapcTpara 0CBOOOXK/1aBa OT 3aIbJKEHUETO 3a IIPEIOCTaBsIHE Ha
pesyararure ot npoyuBanusata ¢ NEVANAC BbB BCHUKH TIOATPYIH HA MEAUATPUYHATA MOITYIAINS
npu NpoHIAKTHKA U JIeYEHHE Ha ITOCTONEePaTUBHA 0OJIKa U BB3MaJICHNE, CBBP3aHH C Olepalus Ha
KaTapakTta (Bxk. Touka 4.2 3a nH(popMaius OTHOCHO yroTpeda B MeHaTpusITa).
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5.2 dapMakOKHHETHYHHU CBOWCTBA

AOcopOuus
Cren npunarane Ha eqna kanka NEVANAC 3 mg/ml kanku 3a 04, CyCrieH3us B IBETE OYH BETHBK

JTHEBHO 32 YETHUPH JTHH, IIPH MO-TOJISIMA YacT OT MAIUSHTUTE CE HAOJF01aBaT HUCKHU, HO ONPEICITUMU
IJ1a3MEHY KOHIIEHTPAIMK Ha HenadeHak u aM(eHak, ChOTBETHO 2 U 3 4yaca ciell npujiaraie Ha
no3ara. CpenHuTe cTanoHapHu mia3MeHu Cpax Ha HemadeHak u ameHak ciie]l JIOKaaTHO OYHO
npuiokenue ca cborBetHO 0,847 £ 0,269 ng/ml u 1,13 + 0,491 ng/ml.

Pasnpenencuue
Amdenak nma ronsm ahUHUTET KbM cepyMHUTE aaOyMuHu. IN Vitro, mpoueHThT cBbp3aH HenadeHak

KbM allOYMHH OT ILTHX, YOBEIIKH AIOYMHUH U YOBELIKH cepyM € CboTBeTHO 98,4%, 95,4% 1 99,1%.

ITpoy4BaHus MPH ITBXOBE MMOKA3BaT, Y€ PAIMOAKTUBHO OCNIA3aHU MAaTEPHAH, CBBP3aHU C AKTHBHOTO
BEIIIECTBO, CE PA3MPEILIIAT NTUPOKO B OPraHU3Ma Cliel AHOKPATHA WIIM MHOTOKPATHA MepopaTHa

14
no3a ~ C-HenadeHax.

[TpoyuBaHus mpu 3aidly MOKa3BaT, Ye JOKAIHO MPUIOKEHUIT HenadeHak ce pasnpe/ess JOKaIHO OT
npejiHaTa YacT Ha OKOTO B 3aIHMTE OYHH CETMEHTH (PETHHA M XOpHUOHUIes).

Buotpanchopmanus

Henadenak nperbprsiBa oTHOCUTETHO Obp3a OMOAKTHBAIUS 10 aM(pEeHAK Ype3 BETPCOUHUTE
xuaponasu. Cnesx ToBa aMmdeHak IpeThpIsiBa eKCTEH3UBEH METab0IU3bM JI0 TIO-TIOJISIPHA
METa0OJNTH, BKIIIOYBAIL XUAPOKCUIIMPAHE Ha apOMAaTHHSI IPBCTEH, KOETO BOJH IO 00pa3yBaHe Ha
TIIIOKYPOHHUHA KOHIOTATH.

Pagnoxpomarorpadcku aHamU3M Mpeau U Clie] XUAPOon3aTa Ha -TIIOKypoHHIa3aTa OKa3Bar, ue
BCUYKH METa0OJUTH ca 1oJ] (hopMaTa Ha TIIIOKYPOHUIHHA KOHIOTaTH, C M3KJIFOUYCHUE Ha aM(DEHaK.
AM@peHak € OCHOBHHUAT METa0OJIMT B TUIa3Mara, mpeacTaBisBail npuodausutento 13% ot oOmara
I1a3MeHa paJiIt0aKTUBHOCT. BTOpusT Hali-uecTo cpeliaH mia3MeH MeTa0oIUT € UACHTU(DUITUPAH KAaTo
5-xuapokcu HenadeHak, npeacTaBisBalll nprOIM3UTeTHO 9% OT 00Iara paguoakTUBHOCT MPH Ciyax.

B3aumopeiicTBus ¢ qpyru ieKapcTBeHHU MpoayKTH: IN Vitro uuto HenadeHak, HUTO aM(eHaK NOTHCKAT
HSAKOM OT OCHOBHHTE METa0OIMTHH aKTHBHOCTH Ha yoBemkus ruroxpom P450 (CYP1A2, 2C9, 2C19,
2D6, 2E1 u 3A4) npu konuentparmu 10 3 000 ng/ml. Tlopaau ToBa B3anMOAEHCTBUSI, BKITIOYBAIIN
CYP-meaunpan MeTaboM3bM Ha €THOBPEMEHHO TIPUJIAraHu JISKAPCTBEHH MPOIYKTH, Ca MaJIKO
BEpOSITHU. B3anMoeicTBrs, MEIMMPaHu OT CBhP3BaHE C MPOTEHHH, CHIIO Ca MAJKO BEPOSITHH.

Enumunupane
14
Cren nepopaliHo mpuiioKeHue Ha -~ C-HernadeHak Ha 3/IpaBu JOOPOBOJILIHU, € YCTAHOBEHO, e

OCHOBHHUST ITBT HA OTJIEJISIHE HA PAJMOAKTHBHOCTTA € Upe3 ypuHara, mpuoinu3utesnto 85%, nokaro
OTJEISTHETO ¢ eKAMUTE TPeICTaBIIsIBA OKOJIO 6% OT n03ata.

5.3 IlpeakaTMHUYHU JaHHH 32 6€30MACHOCT

HexnmuHuuHUTE TaHHK HE TTOKa3BaT 0COOEH PUCK 33 XOpa Ha 0a3aTa Ha KOHBCHIIMOHATHUTE
(hapMakoJIOTHIHY MPOyUYBaHUS 32 0€30MMaCHOCT, TOKCHYHOCT TPU MHOTOKPATHO TpUJIaraHe u
T€HOTOKCHYHOCT.

He ca npoBexmanu IbITOCPOYHH MTPOYYBAHUS 32 KAPIIMHOTEHHOCT Ha HenadeHak.

[Ipu penpoyKTHBHU MPOYyYBaHHS C HeNadeHak MpHU MIbX0BE, TOKCUYHUTE JI03H1 32 MalKkaTa

> 10 mg/Kg ce cBbp3BaT ¢ TUCTOKHUS, yBEINYECHA MOCTUMILIAHTAIIMOHHA 3ary0a, HaMaJIeHO TETJIO U
pactex Ha QeTycuTe U HaMalieHa MpexuBsieMocT Ha (erycurte. [Ipu OpeMeHHH 3aiiny, 103a OT

30 mg/kg mpu maiikaTa, KOSTO MPeAU3BHUKBA Ci1aba TOKCHYHOCT Y MalKHUTe, TOKa3Ba CTATUCTUYECKH
3HAYMMO yBEJIMUCHHE Ha CIIydanuTe Ha MaI(opMalliy U MaJIKHTE.
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6. DOAPMAIEBTUYHU JAHHU
6.1 ChoucbK HAa IOMOLIHHUTE BElIECTBA
bopHa kucenuna

[Tponunenriukon

Kap6omep
Hatpues xnopun

I'yap

Kapmenosa natpuit

[vHatpueB enerat

Benzankonuer xjaopun

Hatpues XuIpoOKCHI H/WITH XJIOPOBOAOPOIHA KHCETHHA (32 Kopekius Ha pH)
IIpeuncrena Bona

6.2 HecbBMeCTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHocT

18 mecena

Ja ce u3xBbpau 4 ceIMUIIU CIEA MEPBOTO OTBapsIHE.

6.4 Cl'leIII/IaJ'IHI/I YciaoBUsI HA CbXPaHCHUE

Ja He ce cbxpansBa Haja 25°C. CpxpaHsBaiiTe OyTHIIKaTa B KAPTOHEHATa OIIaKOBKa, 3a JIa Ce
Mpe/na3y OT CBETIIMHA.

3a YCIIOBHUATa HAa CbXPAaHCHHUE CJICA IbPBOHAYAIIHO OTBAPAHEC HA JICKAPCTBCHHUA IIPOJAYKT BUIKTC TOUKaA
6.3.

6.5 Bwuawu chabpikaHue HAa OMAKOBKATA

Kpsrina unu oBasiHa OyTHITKA OT TOJMUETHIICH ¢ HUCKA TUIFTHOCT, C JO3UPAIl HAKpaHUK U Osy1a
Karayka Ha BUHT OT MOJHIPOIHIIEH, Chabpkaria 3 ml cycrnensus. bytuikara moxe 1a 6b/e
OCTaBEHA B INIMKYE.

Kapronena xyrtus, chabpxama 1 OyTuika.

6.6 CnenmaJHu npeana3Hu MepKU NPU U3XBbLPJIsTHE

Hsama CIiCIMaIHN U3UCKBAaHUS 3a U3XBBPJIAHE.

7. HNPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Frimley Business Park,
Camberley GU16 7SR

ObennHEHO KPaJICTBO
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8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/07/433/002

EU/1/07/433/003

9. JATA HA I'bPBO PASPEIIABAHE/IIOJHOBSABAHE HA PASPEIHIEHUETO 3A

YIIOTPEBA

[Hata Ha mepBo pazpemanane: 03 mait 2013 1.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

IMoapo6Ha uHpopMalrs 3a TO3H JICKAPCTBEH MPOIYKT € MpeIocTaBeHa Ha yebcaiita Ha EBporieiickara
areHIys 1o JiekapcTeata: http://www.ema.europa.eu
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MNPUJIOKEHHE II

MMPOU3BOJIUTEJI(M), OTTOBOPEH(HH) 3A
OCBOBOXXJIABAHE HA TAPTUIU

YCJIOBUSA NN OT'PAHUYEHUS 3A TOCTABKA U
YIHOTPEBA

APYI' YCJIOBUA U U3BUCKBAHUS HA
PASPEHIEHUETO 3A YIIOTPEBA

YCJIOBUS NN OT'PAHUYEHUA 3A BE3OITACHA U

E®EKTUBHA YIIOTPEBA HA JJEKAPCTBEHMSI
MPOJAYKT
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A.  MPOU3BOIUTEJ, OTTOBOPEH 3A OCBOBOKJABAHE HA TAPTUIN

Hme m aapec Ha IpPOW3BOAUTENIS, OTTOBOPEH 3a OCBO60)KI[aBaHC Ha NapTHANUTC

S.A. Alcon-Couvreur N.V.,
Rijksweg 14,

B-2870 Puurs,

benrus

b. YCI0OBUs NI OTPAHUYEHUA 3A TOCTABKA U YIIOTPEBA

JlexapcTBEHUAT MPOIYKT C€ OTIIYCKA IO JIEKapCKO MpEeNCaHue.

B. JAPYI'U YCJIIOBUS U UBUCKBAHUS HA PASPELHIEHUETO 3A YIIOTPEBA
o IleproauyHu aKTyaJIM3HPAHH IOKJIATN 32 0€30MaCHOCT

WznckBaHusTa 32 MoiaBaHe Ha MEPHOINYHHU aKTYaTU3UPAHH JOKIIAIU 32 0€30MacHOCT 3a TO3U
JIEKapCTBEH MPOAYKT, ca MOCOYEHH B CIIHCHKA ¢ pedepentHuTe nath Ha EBponeiickus cpro3 (EURD
CIHUCHK), ipeasucH B wi. 1078, an. 7 ot JupekruBa 2001/83/EO, u BB BCUUKH CJICABAIIN
aKTyalu3aluy, MyOJIMKYBaHU Ha eBPOIIEHCKUS yeOropTa 3a JIeKapcTBa.

r. YCI0BUs NN OT'PAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUSA ITPOAYKT

. Ilnan 3a ynpasjaenue Ha pucka (ITYP)

[TPY Ttps6Ba ga U3BHPIIBA H3UCKBAHUTE EHHOCTH U JIEHCTBUSA, CBBP3aHU C TIPOCCAIBAaHE HA
JeKapcTBeHaTa 0e30macHoCT, nocouenu B ogoopenus [1YP, npencrasen B Moayn 1.8.2 Ha
Paspermienuero 3a ynorpeba, KakTo M IPU BCUYKH CJIS/IBAIM ChIVIACYBaHM akTyain3anuu Ha [TYP.

Axrtyanuzupas [1YP ce noxasa:

° 1o uckaHe Ha EBporieiickara areHius no JIeKapcTBara;

° BHUHATH, KOI'aTO CE€ U3MEHsS CUCTEMAra 3a YIIpaBJICHUE Ha PUCKa, 0COOSHO B PE3yJITaT Ha
MoJIydyaBaHe Ha HOBa MH(OPMAILIKS, KOSITO MOXKE J1a JIOBEJE /10 3HAYUMH ITPOMEHU B
CHOTHOIICHUETO IOJI3a/PUCK, WUIIH CJIE]T JOCTUraHe Ha BayKeH eTall (BbB Bph3Ka C IPOCIICsIBaHE
Ha JIeKapCTBeHaTa 6€30MaCHOCT WM CBEKIaHe Ha PHCKA 10 MUHUMYM).
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MNPUJOKEHHE I11

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JJA CbABbP/KA BTOPUYHATA OITAKOBKA
KYTHUS 3A EAHA BYTHUJIKA OT 5 ml

‘ 1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

NEVANAC 1 mg/ml kanku 3a 04H, CYyCHECH3US
Henagenak

2. OBSIBABAHE HA AKTUBHOTO BEHIECTBO

1 ml ot cycniensusra chabpika 1 mg HenadeHak.

3. CIIMCBK HA TIOMOIMHUTE BEINECTBA

Manwuton E421, kapbomep, HATpHEB XIOPHUJ, THIOKCATION, TUHATPUEB €1eTaT, OEH3AIKOHUEB XIIOPHUI,
HATPUEB XUIPOKCH]] W/HIH XJIOPOBOAOPOIHA KHCeNnHA (3a Kopekuus Ha PH) 1 npeuncrena Boa.

Buxre nuctoBkara 3a nmoseye nHpopmanusl.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJHA OITAKOBKA

Kanku 3a oun, cycnensus
1x5ml

5. HAYUH HA TPUJIOKEHUE U ITBT(MIIA) HA BBBEXK/IAHE

Pasknarere nobpe npeau ymortpeoda.
[Tpenun ynorpeba mpoyeTeTe JIMCTOBKATA.
OuHO NpUIIOKEHHE.

6. CHEHNUAJIHO OHPEAYHNPEXKIEHUME, YE JEKAPCTBEHUAT NIPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT IIOI'JIEJA U TOCET'A HA TEITA

I[a CC CbXpaHsBa HA MACTO, HCAOCTHITHO 3a ACIa.

‘ 7. APYI' CHEDMAJIHU NIPEAYIPEXIEHUS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

lonen go:
Ja ce u3xBbpiau 4 CEIMUIH CIIET TBPBOTO OTBAPSHE.
OTBOpEH Ha:
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‘ 9. CIIEHHUAJIHA YCJIIOBUSA HA CbXPAHEHUE

Ha ce cbexpansiBa moxa 30°C.

10. CHELUAJIHU NPEANA3HU MEPKU ITPU N3XBBHPJISHE HA HEN3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTHAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME U AAPEC HA IIPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Frimley Business Park

Camberley GU16 7SR
ObeanHEeHO KpaJCcTBO

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/07/433/001 1 x 5 ml

13. TAPTUAEH HOMEP

[Tapt.Ne

14, HAYMH HA OTIIYCKAHE

JlexapCTBEHUST IPOAYKT C€ OTILyCKa I10 JIEKapCKO IIpeIICaHue.

| 15. YKA3AHWS 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPATJIOBA A3BYKA

Hepanax 1 mg/ml

17. YHUKAJIEH UIEHTU®UKATOP — JIBYU3MEPEH BAPKO/]

Henpuinoxxumo

18. YHUKAJIEH UIAEHTUD®UKATOP — JAHHMU 3A YETEHE OT XOPA

Henpuioxumo
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MHUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EJUHUYHN
II'bPBUYHU OITAKOBKH
ETUKET 3A BYTUJIKA

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT U ITBbT HA BbBEKJAHE

NEVANAC 1 mg/ml xanku 3a oun
Henadenax
OuHO MpUITOKEHUE

| 2. HAYMH HA IPWJIOKEHUE

[Ipenu ynorpeba mpoueTeTe JIMCTOBKATA.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

T'onen no:

OTtBOpeH Ha:

4, HAPTUJAEH HOMEP

[Tapt. Ne

5. CBbABbPKAHUE KATO MACA, OBEM WJIN E/IMUHULIN

5ml

6. JPYIO
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JAHHHU, KOUTO TPABBA JJA CbABbP/KA BTOPUYHATA OITAKOBKA

KYTUSA 3A EJHA BYTUJIKA

‘ 1. UME HA JIEKAPCTBEHUSA ITPOAYKT

NEVANAC 3 mg/ml kanku 3a 04H, CyCHEH3US
Henagenak

2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIHIECTBO(A)

1 ml ot cycniensusTa chabpika 3 Mg HenadeHax.

3. CIIMCBK HA TIOMOIMHUTE BEINECTBA

Bopra kucenmHa, MpOMMIEHTIINKOI, KapOoMep, HAaTpUEB XIJIOPHU, Tyap, KapMelio3a HaTpHii,
JMHATPHEB eJeTaT, OCH3aIKOHHEB XJIOPHU/I, HATPHEB XUAPOKCH] H/HITH XJIOPOBOJIOPOIHA KUCeIrHa (3a
Kopekius Ha PH) u npedncreHa Boja.

Buxre nuctoBkara 3a nmoseye nHpopmanusl.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJHA OITAKOBKA

Kanku 3a oun, cycnensus
1x3ml

5. HAYYH HA TPUJIOKEHUE U ITBT(MIIA) HA BBBEXK/IAHE

Paskmnarere nobpe npeau ymorpeoda.
[Tpenun ynorpeba nmpoyeTeTe JIMCTOBKATA.
OuHO NpUIIOKEHHE.

6. CHEHNUAJIHO OPEAYHNPEXKIEHUME, YE JEKAPCTBEHUAT NIPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT IIOI'JIEJA U TOCET'A HA TEIIA

I[a CC CbXpaHsBa HAa MACTO, HCAOCTHITHO 3a ACHaA.

‘ 7. APYI' CHEDMAJIHU NPEAYIIPEKIAEHUSA, AKO E HEOBXOUMO

Beaunk qHEBHO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

lonen no:
Ja ce u3xBbpiau 4 CEIMUIH CIIET IBPBOTO OTBAPSHE.
OTBOpEH Ha:
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‘ 9. CIIEHHUAJIHA YCJIIOBUSA HA CbXPAHEHUE

Ja He ce cbxpansBa Hajx 25°C. CpxpaHsBaiiTe OyTHIIKaTa B KAPTOHEHATa OMAKOBKa, 3a JIa Ce
npeAnasy OT CBETJIMHA.

10. CHELUAJIHU ONPEANA3HU MEPKU ITPU U3XBBHPJISTHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTHAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME U AAPEC HA IIPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Frimley Business Park,

Camberley GU16 7SR
O6eanHEeHO KpaJCTBO

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/07/433/002 1 x 3 ml — kpbria OyTuika
EU/1/07/433/003 1 x 3 ml — oBasiHa OyTHIKA

13. TAPTUAEH HOMEP

[Tapt. Ne

14, HAYMH HA OTIIYCKAHE

JlexapCTBEHUST IIPOAYKT C€ OTILyCKa I10 JIEKapCKO IIpeIIICaHue.

| 15. YKA3AHWS 3A YIIOTPEBA

| 16. MH®OPMAIMS HA BPAIJIOBA A3BYKA

Hepanax 3mg/ml

17. YHUKAJIEH UIEHTU®UKATOP — JIBYU3MEPEH BAPKO/]

Henpuinoxumo

18. YHUKAJIEH UIAEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

Henpunoxumo
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MHUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EJUHUYHN
II'bPBUYHU OITAKOBKH

ETUKET 3A BYTUJIKA

| 1. MME HA JJEKAPCTBEHHUS TIPOJYKT M ITbT(MIIIA) HA BbBEKIAHE

NEVANAC 3 mg/ml xanku 3a oun
Henadenax
OuHO MpUITOKEHUE

| 2. HAYMH HA IPWJIOKEHUE

[Tpenu ynorpeba npoyereTe TMCTOBKATA.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

T'onen no:

4, HAPTUJAEH HOMEP

[Tapt. Ne

5. CBbABbPKAHUE KATO MACA, OBEM WJIN E/IMUHULIN

3ml

6.  JPYTO
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MMUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHU OITAKOBKH

IJINMKYE

| 1. HUME HA JIEKAPCTBEHUSA TIPOAYKT

NEVANAC 3 mg/ml xanku 3a oun
Henadenax

Ouno MMPUITIOKCHHUC

2. HAYMH HA TPUJIOKEHUE

IIpenu ynorpeba npoyerere TMCTOBKATA.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

T'onen no:

Ja ce u3xBbpiu 4 CeIMUIM CIIe IbPBOTO OTBApsHE.

‘ 4. IHAPTUJIEH HOMEP

ITapt. Ne

5. CbABbPKAHUE KATO MACA, OBEM WJIN EIUHULIN

3ml

'6  IPYTO
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b. JUCTOBKA
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JIncroBka: mH(popManus 3a mManMeHTa

NEVANAC 1 mg/ml kanku 3a o4n, cycneH3ust
Henadenak (Nepafenac)

IIpouyereTre BHUMATEIHO LAJIATA JUCTOBKA, IPEIH 12 3alI04YHETE 12 U3I0/13BaTe TOBA
JIEKapCTBO, Thil KATO T ChbAbP:Ka BaxkHa 3a Bac nndopmanus.

- 3amnasere Ta3u JUCTOBKA. MOKe J1a ce HAJIOXKH J1a 51 TPOYETETE OTHOBO.

- AKO UMaTe HIKaKBH JIOMBIHUTEIHYU BBIIPOCH, MonuTaiTe Bams nekap, GapmarieBT wiu
MEJIUIIMHCKA CECTpa.

- ToBa JiekapcTBO € MpeAnucano eAMHCTBEHO U JU4HO Ha Bac. He ro mpeoTcThnBaiiTe Ha Apyru
xopa. To Moke J]a UM HaBpEIIU, HE3aBUCHMO Y€ TIPU3HAILIUTE HA TIXHOTO 3a00JIsBaHE ca
ChIIMTE KaTo Bammure.

- AKO MOJTy4YUTe HSIKAKBU HEXKEJIaHU JIEKapCTBEHU pPeakiluy, yBenomMmere Baus nexap,
(hapMareBT WM MEAMIIMHCKA cecTpa. ToBa BKIIOYBA M BCUYKU BH3MOXKHU HEKEITAHU PEAKIIHH,
HEOMMCAHU B Ta3M JIMCTOBKA. Brkre Touka 4.

Kakso CbAbPiKa Ta3u JUCTOBKA:

1. Kakso npencrasnsiBa NEVANAC u 3a kakBo ce U3Ion3Ba

2. Kakgo Tps0Ba na 3Haere, npeau na usnonzsare NEVANAC
3. Kaxk na usnonssare NEVANAC

4, Bb3MOoXXHE HEKETIaHU peaKIuu

5. Kak na cexpanssare NEVANAC

6. ChbabpkaHue Ha OTIAKOBKAaTa W TOMBJIHUTEIHA HHPOPMALIUS
1. Kaxkso npeacraBiasisa NEVANAC u 3a kakBo ce u3noj3sa

NEVANAC cbabpka akTUBHOTO BEILIECTBO Henad)eHaK U MPUHAICKHA KbM T'pyIia JIEKapCTBa,
HapeuyeH! HeCTEpOUAHN IpoTHBOBB3NaauTenHu cpeacrsa (HCIIBC).

NEVANAC ce nznon3sa npu Bb3pacTHH:
- 3a IperoTBpaTsABaHE M oOJieKyaBaHe Ha OOJIKA M Bb3NaJEHHE B OKOTO CJIe]| Ollepanus Ha
KaTapakra (mepe) Ha OKOTO
- 3a HAMaJsIBaHE HA PHCKA OT OTOK Ha MakyJara (1o yBaHe B 3aJJHATa YacT Ha OKOTO) CJIe]T
oreparius Ha karapakTa (mep/e) Ha OKOTO NpH MAaIMEHTH ¢ Tuader.

2. Kakgo TpsioBa na 3HaeTe, mpeau aa uznoassare NEVANAC

He uznousBaiite NEVANAC

- aKo CTe aJlepPTUYHU KbM HemadeHaK MM KbM HIKOS OT OCTaHAIMTE ChCTABKH Ha TOBA
JIEKapCTBO (M30pOCHU B TOUKA 6),

- aKo CTe aJIepTUYHY KbM JPYTH HECTepOUTHH npoTuBoBb3nanuTennau cpeactea (HCIIBC),

- aKo CTe MOJTyYaBajii acTMa, KOXKHa aJeprusi Mk CUITHO Bh3NalleHHEe Ha HOCa, KOraTo
mnonseare apyru HCIIBC. ITpumepu 3a HCIIBC ca: arneTuiicamuiinioBa KUCEINHA,
noynpodeH, keronpodeH, MMPOKCUKaM, TUKIOo(EHaK.

IpenynpexxaeHust M NpeanasHu MePKH

I'oBopere ¢ Bamus sekap, papMalieBT WM MEIUIIMHCKA cecTpa, npeau aa usnonssare NEVANAC:

- aKo JIECHO IM0JIyYyaBaTe CUHUHYU WM UMaTe IPoOJIeMH ¢ KphBOTEUCHHE, UIIH CTE UMAJIM TaKUBa
B MHUHAJIOTO.

- aKo MMarte HIKAKBO JPYro HapylIeHHe Ha OYrTe (Hamp. o4Ha HHGEKIUS ), MK aKO U3II0JI3BaTe
JIPYTH JIEKapCTBa 32 OYHO MPHUIIOKEHNE (0COOEHO JTIOKATHHU CTEPOUJIN).

- aKo MMare JauaderT.
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- aKO UMAaTC PCBMATOUJICH apTPUT.
- aKO CTC MPETHPICIN HAKOJIKO OYHHU OIICPpAIUU 3a KPATHK IICPUOJ OT BPpEME.

U3z6sreaiiTe ciipHUeBaTa cBeTaMHA 10 BpeMme Ha eueHneto ¢ NEVANAC.

He ce npenopbuBa HOCEHETO HAa KOHTAKTHU JICHIH CJIS Omepaliys Ha kartapakTa (nepje). Bammust
Jiekap e Bu kaxe kora Ie MOXeTe OTHOBO JIa M3M0I3BaTe KOHTAKTHU JICHTH (BUXKTE ChIIIO
»NEVANAC chappxa OEH3aIKOHUEB XJIOPU”).

Jlena v roHOIIN
He napaiite TOBa JIeKapCTBO Ha JI1Ia U FOHOIIH 1Mo 1 8-roAuIiHa B3pPacT, ThH KaTo 0€30MMacHOCTTa U
e(l)I/IKaCHOCTTa IIpU Ta3u IMOoITyJIalus HE Ca YCTAaHOBCHHU.

JApyru aexaperBa u NEVANAC
Wndopmupaiite Bammst gexap uinn papmaneBT, ako mpuemMare, HaCKOpo CTe MpUeMalli Wil €
BB3MOKHO J1a TIpUeMeTe IPYTHd JIEKapCcTBa.

NEVANAC moxe aa MoBJvsie WK Aa 0bJie OBIUSH OT APYTH JIEKaPCTBa, KOUTO U3I0JI3BATE,
BKJIFOUUTEITHO JIPYTH KallKH 3a OYM 33 JICUCHUE Ha TJIayKOMa.,

Wudopmupaiite cpino Bammst gekap, ako npreMaTe JeKapcTBa, KOUTO HaMaJsiBaT CbCHPBAHETO Ha
kpbBTa (Bapdapun) mnu npyru HCIIBC. Te Mosxe fa yBenuvar pucka OT KbpBEHE.

BpemenHocT U KbpMeHe

Axo cTe OpeMeHHa, HITH € Bb3MOKHO Jla 3a0peMeHeeTe, KOHCYNTUpaiTe ce ¢ Bamms nekap npeau na
n3nomBare NEVANAC. XKenute, kouTo Morat 1a 3a0peMeHesT, TpSAOBa Jja M3M0I3BaT ePeKTUBHA
KOHTpauemnius mno BpeMe Ha jieuenuero ¢ NEVANAC.

He ce npenopwusa ynorpebata Ha NEVANAC 1o Bpeme Ha OpemenHocT. He n3nonzpaiite
NEVANAC, ocBeH ako He € U3pHYHO NpeAnucan oT Bamus nexap.

Axo kppmute, NEVANAC moxe 1a npoHHKHE B KbpMmarta. He ce ouakBaT obaue epekTH BbpXy
kbpmadeTo. NEVANAC moxe 11a ce U3mos3ea 1o BpeMe Ha KbpMEHE.

AKO cTe OpeMeHHa WU KbPMUTE, CMATATE, Y& MOXKE Jla CTe OpeMeHHa Wi IJIaHupaTe OPEeMEHHOCT,
nochBeTBalTe ce ¢ Bamms ekap unu hapManeBT npeau ynorpedbaTta Ha TOBa JEKapCTBO.

Hlopupane u padoTa ¢ MAIIUHU

He mogupaiite 1 He paboTere ¢ MalllMHM, A0KATO 3peHueTo By He ce mposicHu. Bb3MoxkHO €
HenocpeacTBeHo ciiex nocraBsiHero Ha NEVANAC na ycranoBute, ue 3peHreTo Bu e kpaTkoTpaiiHO
3aMBIIIEHO.

NEVANAC cbabpixa 0eH3aIKOHUEB XJI0pHT

KoHcepBaHTHT OeH3aIKOHUEB XJIOpUIL, KoiiTo ce chabpka B NEVANAC, Moxe 1a IpOMEHH 11BeTa Ha
MEKHTE KOHTAKTHH JICIIH U J1a TPUYMHU APa3HEHE B OKOTO M HEXKEJaHH PEaKIMH OT CTpaHa Ha
porosumnara (mpo0iemM# Mo MOBBPXHOCTTAa HAa OKOTO). AKo Bammst nekap Bu e xa3an, ue moxxere
OTHOBO J]a HOCUTE KOHTaKTHH JIEIIH, MOJIsl, 00bpHETE BHUMaHHE, Y€ TPsIOBa Jja TH CBAIIATE TPEIH
MIPIJIOKEHHUE U J]a M34aKaTe Hail-Maiko 15 MUHYTH, Ipen Ja TH IIOCTaBUTE OTHOBO.

3. Kak na mznoassare NEVANAC

Bunaru n3nomn3Baiite ToBa JIEKapCTBO TOYHO KakTO Bu e kazanm Bammusar nexap wim papmaieBt. AKo
HE CTe CUTYPHH B HEIIO, onuTaiTe Bamus nexap wim papMarieBr.

Nznom3eaiitte NEVANAC camo 3a Barure oun. [la He ce HOMIbINA WM HHKCKTHPA.
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IIpenopbunTesHaTa 103a e
EnHa xamka B 3aC€rHATOTO OKO MJIM OYH, TPY ITbTH JTHEBHO — CYTPHUH, 00en 1 Beduep. M3mon3BaiiTe no
€/IHO U CBIIO BPEME BCEKU JIEH.

Kora 1a ce npujiara u KoJiko IbJro

3anoyHere 1 JieH npeny onepanysTa Ha MepAeTo Ha okoTo. [IpoasikeTe B 1eHs Ha onepanusTa. Cien
TOBa M3MOJ3BATE KAIIKUTE TOJIKOBA JABJIT0, KOJIKOTO B e ka3an Bamust nekap. Toa moxe na
MPOABIDKH 10 3 ceAMUIIM (32 IPeloTBpaTsABaHe U 00JIeKYaBaHe Ha OOJIKa U BB3MaJICHUE B OKOTO) MU
1o 60 aHM (32 IpeOTBpaTSIBaHE HA Pa3BUTHUETO HA OTOK HAa MaKyJara) clie oneparusata Bu.

Kak na ce nzmosizpa
W3muiite cu pbLETE, IPEAU 1A 3AII0YHETE.

. Pasknarere nodpe npeau ynotpeoda.

. OTBBpTETE Kanavykara Ha OyTHIIKaTa.

. Cren xaTo Kamaykara € cBajeHa, aKo 3alllUTHUAT MPBCTEH € XJ1a0aB, MaXHETe To, IPeau 1a
W3IION3BATE MPOAYKTA.

. JpbxTe OyTHIIKaTa, Haco4ueHa HaJoIy, MEX/Iy Tajena 1 MpbCTHUTE.

. Haknonere riaBa Ha3zan.

. PastBOpeTe n0HMS Kilenad ¢ IOYMCTCHUS Bede MPBCT, Taka 4e Jia ce 00pasyBa “HK00” MEKIy
Hero ¥ okoTo. Kamkara TpsioBa J1a mornajHe UIMEHHO Ha TOBa MsCTO (¢wur.1).

. Hob6nmxkere Bppxa Ha OyTuikara 01130 10 okoTo. Hampasete ro mpes orienano, ako TOBa BU
yIIeCHSIBA.

. He noxocsaiite 0koTO MM Kilenaya, 3a00MKasiara T 00JIacT WK APYTH NOBBPXHOCTH C
BBbpPXa Ha alUITMKAaToOpa-KarkoMmep. ToBa MOXe Jla 3aMbPCH KarKHTe.

° BuuMatenHO HaTHCHETE OCHOBaTa Ha OyTHIIKaTa, 3a Ja usnycHe eqHa karnka NEVANAC.

. He cruckaiite OyTuikara: Ts € KOHCTPyHpaHa Taka, 4e caMo JIeK HATHCK Ha IbHOTO €

nocrarbyeH (dur.2).

AKO M3M0JI3BaTe KAIIKUTE 32 JIBETE OUH, TOBTOPETE CHIIUTE CTHIIKK U MPHU APYroTo oko. Cien
ynotpeba, BeJjHara rocraBeTe Kanadkara Ha OyTuiKara u s 3aTBopere 1oope.

Axo Kamkara He IOoIaJgHe B OKOTO, OIIUTAlTe OTHOBO.

AKO M3I0JI3BaTE U IPYTH KalKH 32 04H, U3YaKaiTe TIOHE MET MUHYTH MEX/y TIOCTaBIHETO Ha
NEVANAC u npyrute Kamnku.

AKO cTe M31mo0J13BaJId moseye or Heooxoaumara no3za NEVANAC
M3nnakHeTe 0KOTO cH ¢ Toruia Bojaa. He mocraBsiiTe nmoBeyve Kanku JOKATO HE JI0iE BpeMe 3a
ciieABamara oonydaiina qo3a.

AKko cte nponycHauu aa uznoaseare NEVANAC

[TocraBere enHa Karka BeHAra Cie/ KaTo ce ceTuTe. AKO MOYTH € BpeMe 3a cie/BaiiaTa 103a,
MIPOITYCHETE Ta3u U MPOIBIDKETE ChC ClIe/IBaIaTa J103a 1mo Bamata obngaitna cxema. He mocTassiite
JBOHA 71034, 33 1a KOMIIEHCHpaTe MmporrycHarara. He mocrapsiiTe moBede OT €1Ha Kalka B 3aCETHATOTO
0KoO (0uM) 3 MBTH THEBHO.
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Ako cte cripesin ynorpedata Ha NEVANAC

He cnimpaiite ynorpebata Ha NEVANAC, ako mbpBO He CTe ce oCchBeTBaNM ¢ Barmmst nexap.
OOUKHOBEHO MOKE J1a MPOIBIDKUTE YIOTpedaTa Ha KalKUTe, OCBEH aKo He MOJyYUTe CEPHO3HU
HEXKEJaHW peakuu. AKO UMaTe MPUTECHEHUs], roBopeTe ¢ Bamus nexap unu gapmanesT.

Axo nmaTe HIKaKBU AOI'BJIHUTCIIHU BBIIPOCH, CBBP3aHU C yHOTpe6aTa Ha TOBa JICKapCTBO, MOIUTANUTE
Bamus JICKap, q)apMaHCBT HJIn MEAUIIMHCKA CeCTpa.

4, Bb3MOKHU HeKeJIaHU peakuu

Kakro Bcnuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Jia IPCAU3BHUKA HCKCIIAHU PEAKIUH, BBIIPEKU Y€ HC
BCCKU I'1 ITIOJIy4JaBa.

PUCKBT OT HEXKETaHU peaKkiuu, 3aciaraiiy poropuuara (HpO6JIeMI/I I10 MIOBBPXHOCTTA HaA OKOTO), MOXEC
Ja € IIOBUIIICH, aKO UMAaT¢:

- YCJIO’KHEHA OYHa OIeparus

- HSIKOJIKO OYHU OTepalliy 3a KPaThK MEPUOJT OT BpeMe

- HSIKOHM HapyIIeHUs] Ha TOBBPXHOCTTA Ha OKOTO, KAaTO BB3MAJICHUE HIIH CyX0Ta B OKOTO
- HSIKOH 001X 3a00JIIBaHMsI, KaTO AUA0ET WU PEBMATOUICH apTPUT

Cebpxere ce He3abaBHO ¢ Bamus nekap, ako ounte Bu ce 3auepBAT moBeue Wik CTaHaT 110-
0oJie3HEHH, JOKATO M3MOI3BaTE KankuTe. ToBa MOXKeE J1a € B pe3yJiTaT Ha Bh3NaJeHUE HAa OYHATA
MMOBBPXHOCT CHC UIIU 663 3ary6a WJIN YBPCXKAAHE HAa KJIICTKH, WIX BB3MNAJICHUC Ha OUBETCHATA YaCT Ha
okoTo (uput). Te3u HexeNaHu peakluu ca HaOonaBanu mpu a0 1 Ha 100 gymm.

CrieiHUTE HEXENaHU peakiyu cbiio ca ounn Habmogasanu ¢ NEVANAC 1 mg/ml kanku 3a ouw,
cycnensus i NEVANAC 3 mg/ml kanku 3a oun, CyCrieH3usl HJIH U JIBETE:

HeuecTn HesKkeJTaHU peakuu
(modice 0a 3aceznam oo 1 na 100 oyuuu)

L OuHH HeKeJTaHH PeakumMu: BB3MAJICHMEC HA OYHATA IIOBbPXHOCT ChC UM oe3 3ary6a NI
YBpEKAaHC Ha KJICTKH, YCEIIAHE 3a YYXK/I0 TAJIO B OUUTE, 06pa3yBaHe Ha KOPUYKH I10 KjIC€rada
WK CIIaJaHC Ha KJICIiada

Peku HeskeTaHU peakiuuu
(modice 0a 3aceznam oo 1 na 1 000 oyuuu)

e OvuyHHM HeKeJaHM pPeaKUMH: Bh3NalleHHE Ha npuca, 00JKa B OKOTO, OYEH JUCKOMPOPT,
CyXOTa B OKOTO, OTOK Ha KJIE[AuuTe, Apa3HEeHe B OKOTO, ChbpOEK B OKOTO, CEKPEIHsI OT OKOTO,
ajiepruyeH KOHIOHKTUBHT (OYHA aJieprHsi), YBEINYEHO ChI300TACISHE, OTJIaraHus [0 OYHaTa
MOBBPXHOCT, TEYHOCT WJIM [TOyBaHE B 3a/HATa YaCT HA OKOTO, 3a4€PBSIBAHE HA OKOTO.

e OOmM HexKeJIAaHHM PeaKIUM: 3aMasgHOCT, TJIaBOOOIHE, AIEPTUYHA CUMITOMH (aJeprudeH
OTOK Ha KJIeTlaua), TajieHe, Bb3MAJICHHE Ha KOXKaTa, 3a4epPBsIBaHE U ChPOEiK.

Hesxenanu peakium ¢ HeM3BECTHA YeCTOTA (OT HAIMYHUTE TaHHU HE MOJKE J1a ObJie HarnpaBeHa
OTICHKA)

° OuHH HeKeJTaHu PeaKkuMu: yBpeKJaHE HA IOBBPXHOCTTA HA OKOTO, KaTO HAIPUMED

U3TBbHSABaHE WM nepdopaliys, HApyIIEHO 3a3/[paBsBaHe HA OKOTO, OeJler 1o oyHaTa
MMOBBPXHOCT, TIOMBTHSBaHE, HAMAJICHO 3pPEHNUE, MTOAyBaHe Ha OKOTO, 3aMBIJICHO 3PEHNE.
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° OO0 HeXXeJIaHu Pe€aKIMM: NMOBPBUIAHE, IOBUIICHO KPBbBHO HAJIATaHE.

ChodaBaHe HA HesKeJIAHU PeakIuu

AKO TIONy4HTe HIKaKBH HEXEJIaH! JIEKapCTBEHHU peakllny, yBeaoMeTe Bamms nexap nnm hapmaresr.
ToBa BKITFOUBa BCHYKH BH3MOKHU HEOITUCAHM B Ta3H JINCTOBKA HEXKEIAHN peakiun. MoxkeTe ChIo aa
CHOOIINTE HeXKENAHU PEAKIIMU TUPEKTHO Ype3 HAIlMOHATHATA CHCTEMa 3a ChOOIaBaHe, MOCOYCHA B
[punoxkenne V. Karo cro0maBaTe HeXxelaHu peaklny, MOXeTe Jia TafeTe CBOs MPUHOC 32
MoJTyJaBaHe Ha MoBede WHPOpMAIHs OTHOCHO 0€30IMacHOCTTa Ha TOBA JIEKAPCTRBO.

5. Kak na csxpansBatre NEVANAC
Jla ce cbxpaHsiBa Ha MACTO, HEJJOCTBITHO 3a Jella.

He u3non3paiite ToBa JICKApCTBO CJIC CPOKA HAa rOAHOCT, oTOeNsI3an BBpPXY 6YTI/IJ'IKaTa 1 KapTOHCHATa
OITIaKOBKa CJICH ,,FOI[CH I[O”. CpOK’bT Ha TOAHOCT OTroBaps Ha IMOCJICAHNA JCH OT IMOCOYCHUS MCCEII.

Ha ce cexpanssa mox 30°C.

NzxBbpiere OyThikaTa 4 CEIMUIM CIIE TbPBOTO OTBApsHE, 3a J1a ObJaT U30erHaTH eBEHTYaIHU
nH(eknuu. Hanuinere natara Ha OTBapsiHEe Ha O3HAYCHOTO 332 TOBA MSCTO BHPXY €TUKETa Ha
OyTHJIKaTa U KapTOHEHATa KyTHUS.

He u3xBbprasiiTe nekapcTBaTa B KaHAJIW3AUMATA WM B KOHTEWHEPA 3a JOMAIIHU OTHAAbIH.
[NonuTaiite Bammst hapmaneBT Kak Ja H3XBBPIIATE JISKapCTBaTa, KOUTO Bede He u3nomi3eare. Te3u
MEPKH 1IE CIIOMOTHAT 3a Olla3BaHE Ha OKOJIHATA Cpejia.

6. CL}I'bp)KaHI/le HAa OMAKOBKAaTa U A0IIbJHHUTEC/IHA I/I]-[(l)OpMaIII/Iﬂ

Kaxkso ceabp:xka NEVANAC
. AxTHBHOTO BeiecTBo ¢ Henadenak. Exun ml ot cycnensusta chappixka 1 Mg HenageHax.

. Jpyrute chcTaBKH ca OCH3aJIKOHUEB XJIOPHI (BHDKTE TOYKaA 2), KapOoMep, TUHATPUEB eIeTarT,
MaHUTOJ, IPEUNCTEHA BO/A, HATPUEB XJIOPHU/ U THIIOKCATIOJ.
Jlob6aBeHu ca Mallky KOJTMUYECTBa HATPUEB XUAPOKCH/] H/UJIH XJIOPOBOIOPOHA KUCEINHA 32
MOAIbpXKaHe Ha HOPMAJIHO HUBO Ha KucenuHHOCT (pH HMBO).

Kaxk m3rnexna NEVANAC 1 kakBo chIbpika onmakoBKaTa
NEVANAC e TeuHocT (CBETIIONKBJITA 10 CBETIIOOPAHIKEBA CYCIICH3MsI) M C€ JIOCTAaBs B ONAKOBKA,
ChIbpIKaIlla eHa TTacCTMacoBa OyTHiIKa OT 5 Ml ¢ Kamauka Ha BHUHT.

IIpuTtexxaTes Ha pa3pelieHNeTO 32 ynoTpeda
Novartis Europharm Limited
Frimley Business Park

Camberley GU16 7SR
O06earHEHO KPaJICTBO

IIpousBoauTe

S.A. Alcon - Couvreur N.V.
Rijksweg 14

B-2870 Puurs

benrus
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3a JOII'BJIHUTCIIHA I/IH(l)OpMaI_II/I}I OTHOCHO TOBa JICKApCTBO, MOJISI CBBPIKCTE CC C JIOKAJTHUA

MNPCACTABUTCIT Ha MPUTECIKATCIIA HA PASPCIICHUCTO 3a yHOTpe6a:

Belgié/Belgique/Belgien
Novartis Pharma N.V.
Tél/Tel: +32 2246 16 11

bbarapus

Novartis Pharma Services Inc.

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
Novartis Pharma GmbH
Tel: +49 911 2730

Eesti

Novartis Pharma Services Inc.

Tel: +372 66 30 810

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

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

France
Novartis Pharma S.A.S.
Tél: +33 155 47 66 00

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

Ireland
Novartis Ireland Limited
Tel: +353 1 260 12 55

island
Vistor hf.
Simi: +354 535 7000

Italia
Novartis Farma S.p.A.
Tel: +390296 54 1

39

Lietuva
Novartis Pharma Services Inc.
Tel: +370 5 269 16 50

Luxembourg/Luxemburg
Novartis Pharma N.V.
Tél/Tel: +322 246 16 11

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

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

Nederland
Novartis Pharma B.V.
Tel: +31 26 37 82 111

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

Suomi/Finland
Novartis Finland Oy
Puh/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 United Kingdom

Novartis Pharma Services Inc. Novartis Pharmaceuticals UK Ltd.
Tel: +371 67 887 070 Tel: +44 1276 698370

)laTa Ha MOCJICIHO Ipepasrie;Kaane Ha JIUCTOBKaTa

IToapobHa uHbopMarrs 3a TOBa JEKapCTBO € MPeI0CTaBeHa Ha yebcaiita Ha EBporieiickara areHims
mo jiekapcTpara http://www.ema.europa.eu.
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JIncroBka: mH(popManus 3a mManMeHTa

NEVANAC 3 mg/ml kanku 3a oun, cycneH3ust
Henadenak (Nepafenac)

IIpouyereTre BHUMATEIHO LAJIATA JUCTOBKA, IPEIH /12 3all04YHETE 12 U3I0/13BaTe TOBA
JIEKapCTBO, Thil KATO T ChbAbP:Ka BaxkHa 3a Bac nndopmanus.

- 3amnasere Ta3u JUCTOBKA. MOKe J1a ce HAJIOXKH J1a 51 TPOYETETE OTHOBO.

- AKO UMate HIKAaKBH JOMBIHUTEIHU BBIIPOCH, MONUTalTe Bamms nexap, GapmarieBT uiu
MEJIUIIMHCKA CECTPa.

- ToBa JiekapcTBO € MpeAnucano eAMHCTBEHO U JU4HO Ha Bac. He ro mpeoTcThnBaiiTe Ha Apyru
xopa. To Moke J]a UM HaBpEIIU, HE3aBUCHMO Y€ TIPU3HAILIUTE HA TIXHOTO 3a00JIsBaHE ca
ChIIMTE KaTo Bammure.

- AKO MOJTy4YUTe HSIKAKBU HEXKEJIaHU JEKapCTBEHU pPeakiluy, yBenomMere Bamus gexap,
(hapMareBT WM MEAMIIMHCKA cecTpa. ToBa BKIIOYBA M BCUYKU BH3MOXKHU HEKEITAHU PEAKIIHH,
HEOMMCAHU B Ta3M JIMCTOBKA. Brkre Touka 4.

Kakso CbABbPiKa Ta3u JUCTOBKA

1. Kakso npencrasnsiBa NEVANAC u 3a kakBo ce U3Ion3Ba

2. Kakgo Tps0Ba na 3Haere, npeau na usnonzsare NEVANAC
3. Kaxk na usnonssare NEVANAC

4, Bb3MOoXXHE HEKETIaHU peaKIuu

5. Kak na cexpanssare NEVANAC

6. ChbabpkaHue Ha OTIAKOBKAaTa W TOMBJIHUTEIHA HHPOPMALIUS
1. Kaxkso npeacraBiasaisa NEVANAC u 3a kakBo ce n3noj3sa

NEVANAC cbabpka akTUBHOTO BEILIECTBO HenadeHaK U MPUHAIJICKH KbM IpyIia JEKapCTBa,
HapeuyeH! HeCTEpOUAHN IpoTHBOBB3NaauTenHu cpeacrsa (HCIIBC).

NEVANAC ce nznon3sa npu Bb3pacTHH:
- 3a mpejoTBpaTsABaHe U 0OJeKUaBaHe Ha 0OJIKA U BH3MAJICHUE B OKOTO CJIE/I Oliepalus Ha
KarapakTa (mep/e) Ha OKOTO.
- 3a HAMaJIsIBaHe Ha PUCKa OT OTOK Ha MakyJiara (I0yBaHe B 3a/IHATa YacT Ha OKOTO) CIIe[
oreparius Ha karapakTa (mep/e) Ha OKOTO NpH MAaIMEHTH ¢ Tuader.

2. Kakgo TpsioBa na 3Haete, mpeau aa uznoassare NEVANAC

He uznousBaiite NEVANAC

- aKo CTe aJlepTUYHU KbM HemadeHaK MM KbM HIKOS OT OCTAHAIHMTE ChCTABKH HAa TOBA
JIEKapCTBO (M30pOCHU B TOUKA 6)

- aKo CTe aJIepTUYHH KbM JPYTH HECTEpOUTHH npoTnBoBB3nanuTenau cpeactea (HCIIBC)

- aKo CTe MOJTyYaBalii acTMa, KOXKHa aJeprusi MM CUIIHO Bh3NalleHHE Ha HOCa, KOraTo
mnomnssare apyru HCIIBC. ITpumepu 3a HCIIBC ca: aneTmicanuiinioBa KUCEIHHA,
noynpodeH, keronpodeH, MMPOKCUKaM, TUKIOo(eHaK.

IIpexynpe:xxaenust U Npeana3sHu MepKU
I'oBopere ¢ Bamus sekap, papMalieBT WM MEIUIIMHCKA cecTpa, npeau aa usnonssare NEVANAC:

- aKoO JICCHO I0JIydyaBaT¢ CUHUHU WUJIIKM UMATe HpO6HeMI/I C KPbBOTCUCHHUE, NI CTC NMAJIM TaKUBa B
MHHAJIOTO
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- aKo MMaTe HIKAKBO JPYro HapyIICHHE HA 0YnTe (HAMp. OYHA MHDEKITUS ), HITH aKO M3MOJI3BaTe
JPYTH JICKapCTBa 32 OYHO MPHIIOKEHHE (0COOCHO JTOKATHU CTEPOU/IN)

- aKo uMarte guadeT

- aKo UMaTe PEBMATOUICH apTPHUT

- aKo CTe MPETHPICIN HAKOIKO OYHH OTEPAIHH 332 KPAThK MEPHOI OT BPEME.

U3z6sreaiiTe ciipHUeBaTa cBeTIMHA 10 BpeMme Ha eueHneto ¢ NEVANAC.

He ce npenopbuBa HOCEHETO Ha KOHTAKTHU JICHIH CJIS Omepaliysl Ha katapakTa (nepje). Bamust
Jiekap e Bu mochBeTBa Kora I MOXKETE OTHOBO J1a U3I0JI3BaTe¢ KOHTAKTHH JICIIHU (BIIKTE CHIIO
»NEVANAC chappxa OSH3aIKOHHUEB XJIOpU).

Jlena v roHOIIN
He napaiite TOBa JIeKkapCTBO Ha JIC1la U FOHOIIH 1Mo/ 1 8-roAuIlIHa B3pPAaCT, ThH KaTo 0€30MacHOCTTa U
e(l)I/IKaCHOCTTa IIpU Ta3u IMOoITyJIalus HE Ca YCTaAaHOBCHHU.

Apyru aexapcerBa u NEVANAC
HNndopmupaiite Bammst nexap win papmanesT, ako mpueMate, HaCKOpo CTe MPUEeMaNy HIU €
BB3MOKHO J1a IpUEMETE APYTH JIEKAPCTBA.

NEVANAC moxe aa MoBJvsie WK Aa 0bJie OBIUSH OT APYTH JIEKapCTBa, KOUTO U3IO0JI3BATE,
BKJIFOUUTEITHO JIPYTH KallKH 3a OYH 32 JICUCHUE Ha TJIayKoMa.,

Wudopmupaiite cpino Bammst gekap, ako npreMaTe JeKapcTBa, KOUTO HaMaJsiBaT CbCHPBAHETO Ha
kpbBTa (Bapdapun) wim npyru HCIIBC. Te Mosxe i1a yBenu4ar pucka OT KbpBEHE.

BpemenHocT U KbpMeHe

Axo cTe OpeMeHHa, TN € Bb3MOKHO J1a 3a0peMeHeeTe, KOHCYITUpaiiTe ce ¢ Bammus iekap mpeau na
nznonseate NEVANAC.

XKenwnre, kouTo MoraT Ja 3a0peMeHesT, Tpsi0Ba J1a U3MONI3BaT e)EeKTHBHA KOHTPAIETIIUS 110 BpeMe Ha
neuenrero ¢ NEVANAC. He ce mpenoppusa ynotpedara nHa NEVANAC o Bpeme Ha OpeMEeHHOCT.
He usnon3eaiite NEVANAC, ocBeH ako He € U3pUUHO Mpeanucal oT Baius nekap.

Axo kppmute, NEVANAC moxe 1a npoHHKHE B KbpMmarta. He ce ouakBaT obaue epekTH BbpXy
kbpmadeTo. NEVANAC moxe 51a ce U3mos3ea 1o BpeMe Ha KbpMEHE.

AKO cTe OpeMeHHa W KbPMUTE, CMATATE, Y€ MOXKE Jla CTe OpeMeHHa Wi IJIaHUpaTe OPEeMEHHOCT,
nochBeTBalTe ce ¢ Bamms ekap unu hapManeBT npeau ynorpedbarta Ha TOBa JEKapCTBO.

Hlopupane u padoTa ¢ MAIIUHU

He modupaiite n He paboTeTe ¢ MalllMHU, JOKAaTo 3peHneTo Bu He ce mposicHu. Bb3MoxHO e
HenocpeactBeHo ciien nocraBsiaero Ha NEVANAC na ycranoBute, ye 3peHrero Bu BpemeHHO e
3aMBIJIEHO.

NEVANAC cbabpixa 6eH3aTKOHUEB XJI0pHUT

KoncepBaHTHT OEH3aIKOHUEB XJIOPUIL, KoiiTo ce chabpika B NEVANAC, Moxe j1a IpOMEHH [1BeTa Ha
MEKHTE KOHTAKTHH JICIIH U J1a MPUYMHHU APa3HEHE B OKOTO M HEXKEJIaHH PEAKINH OT CTpaHa Ha
porosumnara (mpo0aemM# Mo MOBBPXHOCTTa HAa OKOTO). Ako Bammst nekap Bu e xa3an, ue Mmoxxere
OTHOBO J]a HOCUTE KOHTaKTHH JIEIIH, MOJIsl, 00bpHETE BHUMAaHHE, Y€ TPsIOBa Jja TH CBAIIATE IPEIH
MIPIJIOKEHHUE U J]a M34aKaTe Hail-Maiko 15 MUHYTH, Ipen Ja TH IIOCTaBUTE OTHOBO.
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3. Kak na m3noassare NEVANAC

Bunaru usznosnssaiite ToBa JICKApCTBO TOYHO KaKTO Bu ¢ kazan Bamusr JICKap Win (bapMaueBT. Axo
HE CTC CUT'YPHH B HEILO, nonuraite Bamms JICKap Win (bapMaHCBT.

Nznomseaiite NEVANAC camo 3a Bammurte oun. [la He ce OMIBINA WM UHKEKTHPA.
IIpenopbunTenHaTa 1032 €

Enna xamnka B 3ac€rHaTOTO OKO MJIM OYH, BEAHBX THEBHO. M3Mmon3BaiiTe O €IHO U CBIIO BpEME BCEKU
JICH.

Kora 1a ce npujiara u KoJiko IbJro

3anoysere 1 JieH npeny onepanysTa Ha nepAeTo Ha okoto. [IpoabikeTe B 1eHs Ha onepanusta. Cien
TOBA M3MOJ3BATEe KAIIKUTE TOJIKOBA ABJIT0, KOIKOTO B e ka3an Bammust nekap. ToBa Moxke na
MPOABIDKH 10 3 ceAMUIIM (32 MIPeloTBpaTsABaHe U o0JieKYaBaHe Ha OOJIKa U BB3MaJICHUE B OKOTO) MU
1o 60 nHu (3a MpeAOTBpaTsABaHE HA PA3BUTHUETO Ha OTOK HA MaKyJjara) ciel oneparusara Bu.

Kak na ce u3noJsBa

W3muiite cu pbLETE, IPEU 1a 3aII0YHETE.

Pasknatere nobpe npeau ymnorpeoda.

OOBpHeTE 3aTBOpeHaTa OyTHIIKA HAJIONY | s Pa3KiaTeTe ¢HOKPATHO MPEIH BCsKa yroTpeoda.

OTBBpTETE Kanavykara Ha OyTHIIKaTa.

Cren kato Kamaykara € cBajeHa, ako MMa 3alllMTeH NPBCTEH U € XJ1a0aB, MaXHETe To, IPeIH

Jla U3I0JI3BATE MPOAYKTA.

JpbxTe OyTHIIKaTa, Haco4ueHa HaJ0Iy, MEX/y Tajena 1 MPbCTHTE.

e Haknonere riiaBa Ha3an.

e PasrBopere J0JIHUS KJIeNay ¢ MOYMCTEHUS Beue NPHCT, Taka 4e Ja ce o0pa3ysa “mko0”
MeXx 1y Hero u okoto. Karnkara TpsiOBa ja ronajiHe MMEHHO Ha ToBa MscTo (¢wur.1).

o JloOmmxere Bbpxa Ha OyTuiKaTa 0J1M30 0 OKOTO. HampaseTe ro mpej oryeaano, ako ToBa BU
yIIeCHSIBA.

e He mokocBaiiTe OKOTO WM KileTiava, 3a00MKasiaTa ru 001acT Hilk JPyTH MOBEPXHOCTH €
BbpXa Ha alUTMKaTopa-KarkoMmep. ToBa MOXe J]a 3aMbPCH KaIlKHTe.

e BHuMaTeNHO CTUCHETE OyTHIIKATa, JOKATO €/[Ha Kallka Ce OTAeId B 0KOTO Bu ((wur.2).

AKO M3M0JI3BaTe KAIIKUTE 32 JIBETE OUH, IOBTOPETE CHINMUTE CTHIIKH U TIPH IPYTrOoTO 0KO. He e
Heo0X0MMO Ja 3aTBapsTe U paskiamare OyTuiakaTa MeXIy IpUiIoKeHusITa B [Bete oun. Cien
ynoTpeba, BelHara rmocTaBeTe Karavkara Ha OyTHIIKaTa U s 3aTBOpeTe Jo0pe.

AXo Kamkara He IomnajHe B OKOTO, OIIUTAaliTe OTHOBO.

AKO M3I0JI3BATE U IPYTH KaIlKH 32 04, U3YaKaiTe TIOHE MeT MUHYTH MEX/TY TIOCTaBSIHETO Ha
NEVANAC u npyrute Kamnku.

AKO cTe M31m0J13BaJId moseye ot Heooxoaumara n1o3a NEVANAC
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M3miakHeTe OKOTO CH ¢ TOILIA BOJa. He nocragsiiTe moBeue KaIrky, A0KaToO HE ,E[Oﬁ,[[e BpEMC 3a
ciacaBaiara obunuyaiina J03a.

Axo cte npomycHaau aa usnoassare NEVANAC

ITocTaBeTe eHa KalKa BefHara cjejl KaTo ce CeTuTe. AKO [IOUTH € BpeMe 3a cle/Baliara 703a,
IpPOITyCHETE Ta3H U MPOABIDKETE ChC cleBalara 1o3a no Bamarta obuuaiina cxema. He nocrassiite
IBOIHA 11032, 3a a KOMIIEHCHpaTe MpolycHaTaTa 103a. He nocrassiite mosede oT e/Ha Kanka B
3aCerHaToTo OKO (04n).

AKko cte cipeau ynorpedata Ha NEVANAC

He crupaiite ynorpebata Ha NEVANAC, ako mbpBO He CTe ce MOChBETBaIM ¢ Bammus nekap.
OOWKHOBEHO MOKE J1a MPOJBIDKUTE YIOTpedaTa Ha KalKUTEe, OCBEH aKO He MOJyYUTe CEPHO3HU
HEXKEJIaHU PEaKIHH.

AKO0 MaTe HSIKaKBU JOMBIHUTEIHH BBIPOCH, CBBP3aHHU C yIoTpebaTa Ha TOBa JIEKapCTBO, MOMHUTATe
Bamms nekap, hapManeBT nin MeIUIMHCKA CECTPA.

4, B1b3MOKHH HeXKeJTaHu peakuuu

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Jia IPCAU3BHUKA HCXKCIIAaHU PEAKI[UH, BBIIPCKU Y€ HC
BCCKH I'1 ITIOJIy4JaBa.

PucKbT OT HEXXENaHHU PeakIuy, 3acsaralid PoroBuiaTa (podJieMy 1o MOBBPXHOCTTA Ha OKOTO), MOXKE
Jla € TIOBHIIICH, aKO UMaTe:

- YCIIOKHEHA OYHA OTeparys

- HSIKOJIKO OYHH OIIEPAIlMU 33 KPaThK IEPHOJ] OT BpeMe

- HSIKOW HapyIICHHUS Ha MOBBPXHOCTTA Ha OKOTO, KATO BH3MAJICHHE UIIH CyX0Ta B OKOTO
- HSIKOHW OOIIM 3a00JIIBaHUs, KaTO JUAa0CT UM PEBMATOUICH apTPUT.

Cebpxere ce He3abaBHO ¢ Bamus nekap, ako ounte Bu ce 3auepBsT moBeye Wik CTaHaT 110-
0o0JIe3HEHH, JOKATO M3MOJI3BaTe KankuTe. ToBa MOKe JIa € B pe3yJITaT Ha Bh3MaJIEHUE Ha OYHATA
MOBBPXHOCT ChC MK 0€3 3ary0a WM yBpexk/IaHe Ha KJICTKH, WIN Bh3IAJICHUE Ha OI[BETCHATA YacT Ha
okoto (uput). Te3u HexeNlaHu peakiuy ca HabonaBanu mpu jao 1 Ha 100 gy,

Cremuure HexenaHu peakunu ca omnn Habmomasaru ¢ NEVANAC 3 mg/ml xanku 3a o4,
cycriensus i NEVANAC 1 mg/ml kanku 3a oum, CycrieH3usl, WK U JIBETE:

HeuecT HeskeTIaHu peakumu (modice oa zaceznam oo 1 na 100 oyuuu)
o  OuHHU HeKeJIaHM PeaKIUM. Bh3MaJCHNE Ha OYHATA TIOBBPXHOCT ChC MU Oe3 3aryba wiTH
YBpEkK/IaHe Ha KJIETKH, yCeIllaHe 3a YyKI0 TS0 B 04HTe, 00pa3yBaHe Ha KOPUYKH M0 Kiiernada
WK CIIaJlaHe Ha KJiernaya.
Peaxu HexkeIaHu peakuuu (modice oa zaceznam oo 1 na 1 000 oyuuu)
o  OuYHM HeKeJAHM peaKkluH: Bh3NaleHUe Ha nprca, O0JIKa B OKOTO, OYEH AUCKOMMOPT,
CyXOTa B OKOTO, OTOK Ha KJIeTIa4uuTe, [pa3HeHE B OKOTO, ChbpOEK B OKOTO, CEKPEIHsI OT OKOTO,
ajlepruveH KOHIOHKTHBUT (OYHA ajleprHs), YBEIUUEHO ChI300TAENSHE, OTIaraHus Mo 0OYHaTa

IMOBBPXHOCT, TCUHOCT HJIM IMOJYBAHE B 3aJHAaTa 4aCT Ha OKOTO, 3a4€PBABAHC HA OKOTO.

e OO0OmM HexKeJIAHM PeaKIUM: 3aMasgHOCT, TJIaBOOOINE, AIEPTHYHA CUMITOMH (aJeprudeH
OTOK Ha KJIeTlaua), TajieHe, Bb3MAJICHHE Ha KOXKaTa, 3aUepBsABaHEe U ChpPOEiK.
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He:xenann peakuuy ¢ HeM3BeCTHA YecTOTA (OT HATMYHUTE JaHHU HE MOXe Jia ObJic HanpaBeHa
OLICHKA)

e  O4HM HeKeJIAHM PeaKIUH. YBPEXAaHe Ha MOBBPXHOCTTa Ha OKOTO, KaTO HalpuMep
W3TBHABaHE WK nepdopanys, HapyLIeHO 3a3IpaBsBaHe Ha OKOTO, OeJier Mo oyHarta
MIOBBPXHOCT, TIOMBTHSBaHE, HAMAJIEHO 3pEHHUE, IOAyBaHEe Ha OKOTO, 3aMbBIJIEHO 3pEHHUE.

° OO0 HeXKeJTaHu PE€aKIMu: NMOBPBUIAHE, IOBUIICHO KPBbBHO HAJIATaHE.

ChodaBaHe HA HesKeJIAHU PeakIuu

AKO TIONy4HTe HIKaKBH HEXEJIaH!U JIEKApCTBEHHU peakllny, yBeaoMeTe Bamms nexap nnm hapmaresr.
ToBa BKITFOUBa BCHYKH BH3MOKHU HEOITUCAHM B Ta3H JINCTOBKA HEXKEIAHN peakiuu. MoxkeTe ChIo aa
CHOOIINTE HeXKENAaHU PEaKIIMU TUPEKTHO Ype3 HAIlMOHATHATA CHCTeMa 33 ChOOIaBaHe, MOCOYCHA B
[punoxxenne V. Karo cro0maBaTe HeXxXellaHu peaklny, MOXeTe Jia TafieTe CBOsI MPUHOC 32
MoJTyJaBaHe Ha MoBede HHPOpMAIHsl OTHOCHO 0e30IMacHOCTTa Ha TOBA JIEKAPCTRBO.

5. Kak na cexpansiBate NEVANAC

Ja ce cbxpaHsBa Ha MSCTO, HETOCTHITHO 32 Jela.

He u3nosn3BaiiTe TOBa JIGKAPCTBO CJIE CPOKA HA TOJHOCT, OTOCIISI3aH BhpXY OyTHUIKaTa U KapTOHEHATA
OTIaKoBKa cie ,,l'oger 10”°. CpoKbT Ha TOJHOCT OTrOBaps Ha MOCIEIHUS JEH OT MTOCOYEHUS MeCell.

Ja He ce cbxpansBa Haja 25°C. CpxpaHsBaiiTe OyTHIIKaTa B KAPTOHEHATa OIIAKOBKa, 3a JIa CE MPeaIasu
OT CBETJIHMHA.

WzxBbpieTe OyThikaTa 4 CEIMUIM CIIE TbPBOTO OTBApsHE, 3a J1a ObJaT U30ErHaTH eBEHTYaIHU
nH(eknuu. Hanuimere natara Ha OTBapsiHEe Ha O3HAYCHOTO 332 TOBA MSCTO BHPXY €TUKETa Ha
KapTOHEHaTa KyTHS.

He u3xBbpsiiTe nekapcTBaTa B KaHAJIM3AUMATA WM B KOHTEWHEPA 3a JOMAIIHU OTHAAbIIH.

[NonuTaiite Bammst hapmarieBT Kak ja H3XBBPIIATE JISKapCTBaTa, KOUTO Bede He u3noi3eare. Te3u
MEPKH III€ CIIOMOTHAT 3a OIIa3BaHE HAa OKOJIHATA CPeaa.

6. Chabp:kaHHe HA ONAKOBKATA U IONMbJHUTE]IHA HH(pOPMALHA

Kaxkso ceabp:xa NEVANAC

. AXTHBHOTO BemiecTBo € Hemadenak. Equn ml ot cycrnensusta chabpxka 3 My HemadeHax.

. Jpyrute chcTaBKH ca OOpHa KHCEIHHA, IPONIIICHTIINKOI, KapOoMep, HaTPHUEB XJIOPHJ, Tyap,
KapMeo3a HaTpuH, THHATPUEB €/IeTaT, OEH3aIKOHUEB XJIOPU/ (BIKTE TOUKA 2) U IPEYNCTEHA
Bozia. J/lobaBeHr ca MaJIKM KOJIMYECTBA HATPUEB XUPOKCH]T M/VITH XJIOPOBOIOPOJIHA KHCEIHHA
3a MOJIbprKaHe Ha HOPMaITHO HUBO Ha KucenuHHocT (pH HUBO).

Kaxk m3raexna NEVANAC 1 kakBo ¢hIbpika onmakoBKaTa

NEVANAC xanku 3a o4u, cycrieH3usl (Kalky 32 04d) € TeUHOCT (CBETIIONKBITA JI0 ThMHOOPAHIKEBA

CYCIIEH3Ms1) U C€ JIOCTaBs B IJIaCTMacoBa OyTHIIKA C Kamadka Ha BUHT. Beska OyTuika Moxe na 6be

IIOCTAaBC€HA B IIJIMKYC.

Bcesika ormakoBka ChIabpika eaHa oytuinka ot 3 ml.
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IIpuTexaTes1 Ha paspelIeHHeTO 32 ynoTpeda
Novartis Europharm Limited

Frimley Business Park,

Camberley GU16 7SR

OO0eMHEHO KPaJICTBO

IIpousBoauTen

S.A. Alcon - Couvreur N.V.
Rijksweg 14

B-2870 Puurs

benrus
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3a JOII'BJIHUTCIIHA I/IH(l)OpMaI_II/I}I OTHOCHO TOBa JICKAapCTBO, MOJISI CBBPIKCTE CC C JIOKAJTHUA

MPEICTaBUTEI Ha MPUTEKATEIIS HA pa3peIICHUETO 3a yroTpeoda:

Belgié/Belgique/Belgien
Novartis Pharma N.V.
Tél/Tel: +32 2246 16 11

bbarapus

Novartis Pharma Services Inc.

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
Novartis Pharma GmbH
Tel: +49 911 2730

Eesti

Novartis Pharma Services Inc.

Tel: +372 66 30 810

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

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

France
Novartis Pharma S.A.S.
Tél: +33 155 47 66 00

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

Ireland
Novartis Ireland Limited
Tel: 4353 1 260 12 55

island
Vistor hf.
Simi: +354 535 7000

Italia
Novartis Farma S.p.A.
Tel: +39 0296 54 1
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Lietuva
Novartis Pharma Services Inc.
Tel: +3705 269 16 50

Luxembourg/Luxemburg
Novartis Pharma N.V.
Tél/Tel: +32 2 246 16 11

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

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

Nederland
Novartis Pharma B.V.
Tel: +31 26 37 82 111

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

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



Konpog Sverige

Novartis Pharma Services Inc. Novartis Sverige AB

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

Latvija United Kingdom

Novartis Pharma Services Inc. Novartis Pharmaceuticals UK Ltd.
Tel: +371 67 887 070 Tel: +44 1276 698370

)laTa Ha MOCJICIHO IpepasrieKaane Ha JIMCTOBKaTA.

IToapobHa uHbopMarrs 3a TOBa JEKApCTBO € MPeI0CTaBeHa Ha yeOcaiita Ha EBporieiickara areHmms
mo JiekapcTpara http://www.ema.europa.eu
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