MNPUJIOKEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HUME HA JIEKAPCTBEHUA TPOAYKT

NEVANAC 1 mg/ml xanku 3a 04u, CyCIeH3UsI

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB
1 ml ot cycniensusra chabppka 1 mg nenadenak (nepafenac).

IIoMOIIHO BEIIECTBO C U3BECTHO JACHCTBUE

Bcexu ml ot cycnensusta chaspxa 0,05 Mg OeH3aIKOHHUEB XJIOPHU/I.

3a IIBJIHUA CIUCHK Ha IIOMOIIHUTE BELIECTBA BIKTE TOUKa 6.1,

3. JEKAPCTBEHA ®OPMA
Kanku 3a oun, cycnensus

CBeTJI0XKbIITa IO CBETIO0paHKeBa eAHOPOAHA cycrieH3us, pH 7,4 (mpuOau3uTenHO).

4, KJIMHUYHU JAHHUA
41 TepaneBTHYHU MOKA3AHUS
NEVANAC 1 mg/ml e mokasan npu Bb3pacTHH 3a:

- [IpodunakTrka 1 ieueHNE Ha MMOCTONEPaTHBHA OOJIKA M Bh3MAIIEHHE, CBbP3aHH C Olepalus Ha
KaTapakTa;

- HamansBane Ha prcka OT IOCTONEPATUBEH OTOK HAa MaKyjara, CBbp3aH C Olepanys Ha
KaTapakTa IpHu ManueHTu ¢ auadet (Bk. Touka 5.1).

4.2 Jlo3upoBKAa M HAYMH HA MPUJIOKEHHE

2 1031/1[ DOBKaA

Bwspacmuu, exmouumento cmapuecka b3pacm

3a npenoTBpaTABaHE U JieueHUE Ha 00JIKa U Bh3najaeHue fo03ara ¢ 1 kanka NEVANAC B
KOHIOHKTHBAJIHHUS CaK Ha 3aCErHAaTOTO OKO (04M) 3 MbTH AHEBHO, KaTo ce 3amnoyusa | AeH npeau
olepanusTa Ha KaTapakTa, IpoJb/bKaBa ce B ICHS Ha OlepanusaTa U 3a bPBUTE 2 CEIMULU OT
rmocTonepaTuBHUS nepuoy. Jleuenuero moxe /1a ObAe MPOABIHKEHO 10 MBPBHUTE 3 CEAMHUIIN Ha
MOCTOIIEPATUBHHUS TIEPHOJI, KAKTO € YKa3aHO OT Jiekapsi. JlobIIHATEHA KarKa TpsOBa Jia ce MOCTaBU
30 o 120 muHyTH IIpean onepanusTa.

3a HaMaJIsIBaHE Ha PUCKA OT MOCTONEPATUBEH OTOK HA MaKyJjiaTa, CBbpP3aH C OIEpallys Ha KaTapakTa
MpH narueHTH ¢ auadet, go3ata ¢ 1 kanka NEVANAC B KOHIOHKTUBaJIHHS CaK Ha 3aCETHATOTO OKO
(oum) 3 TBTH THEBHO, KaTO CE 3a104Ba | JICH MpeIu orepalusaTa Ha KaTapakTa, IpoabbKaBa ce B JICHS
Ha omnepanuaTa 1 A0 60 THU OT TOCTONIEPATUBHUS IIEPHUOJ, KAKTO € YKa3aHO OT Jiekaps. JlomsIHuTeTHA
Karnka TpsioBa na ce noctasu 30 10 120 MuHYTH IIpeau OnepalusTa.



Cneyuannu nonyiayuu

Hayuenmu ¢ 6v0peyHo U 4epHoOpPoOHO y8pedcoaHe

NEVANAC He e npoyuBaH NpH NallMEHTH ¢ YepHOAPOOHO 3a00saBaHe WiH ObOPEUHO YBpEKAaHE.
Hemadenaxk ce enmuvMuaMpa OCHOBHO Upe3 OnoTpaHchopManus i CHCTEMHATa €KCIIO3HUITHS € MHOTO
HUCKa CJie]] JIOKAJTHO OYHO MpuiiokeHnue. He e HeoOX0aMMOo KOpUTHPaHE Ha J103aTa IPU TE€3H
MaIUeHTH.

Ileouampuuna nonynayus
Bezonacnocrra n edpuxacHoctra Ha NEVANAC npu fena 1 10HOIIN He ca YCTaHOBEHH. JlumcBaT
nannu. He ce mpenoppuBa ynorpeba mpu Te3u NalMEHTH, 10 MOTYYaBaHETO HA JOMBIHUTCIHH JaHHU.

Honyﬂauuﬂ 8 cmapvecka evb3pacm
He ca Ha6J'IIOI[aBaHI/I pa3jiuKu B 0e30MmacHoCTTa U C(beKTI/IBHOCTTa MCXKAY MallMCHTHU B CTapYCeCKa

BB3PACT U IMO-MJIa/IU IMallCHTH.

Haunn na npunoxxenue

3a OYHO MPUIIOKEHUE.

[Naruenture TpsiOBa 1a ObJAT HHCTPYKTUPAHU J1a Pa3KiIaliar Jo0pe OyTHiIKaTa npeau ynorpeoa.
Crien kKaTo KamaykaTa ¢ CBaJeHa, aKo 3al[UTHHAT MPHCTEH € X1abaB, MaXHeTe ro, MPeIu J1a
M3II0JI3BaTe MPOIYKTA.

Axo ce U3Moi3Ba oBeve OT eAUH OPTAIMOIOTHUCH JIEKAPCTBEH MPOLYKT 3a JOKAIHO MPUIOKEHHUE,
JICKapCTBEHUTE MIPOAYKTH TPsOBa Ja ce mpujiaraT Ipe3 HHTEpBaj OT MoHe 5 MuHyTH. OYHHTE Ma3u
TpsA6Ba Aa ce npuiarar MociIeHu.

TpsabBa na ce BHUMAaBa Ja HE c€ JIOKOCBAT KIIETIAYUTE, 3a00MKaIsIaTa T 00JIacT WK APYTH
MOBBPXHOCTH C BPhXUETO Ha aIUIMKATOpa-KalKoMep Ha OyTHIIKaTa, 3a 1a ce IPEAnassiT OT
3aMbpCsBaHE alTUKaTopa-Karmkomep 1 pa3rBopa. [laipenture TpsioBa ga ObAaT HHCTPYKTUPAHU J1a
ChbXpaHsIBaT OyTHJIKaTa IUIBTHO 3aTBOPEHA, KOTaTo HE Ce M3II0JI3BA.

AKo ce mpoITycHe /1033, TpsiOBa Jia ce MPUIIOKHU e[Ha Kallka Bb3MOXKHO Hai-CKOpO, Tpeu Jia ce
mpeMuHe KbM 00M9aiiHOTO NprIIokeHue. J{a He ce u3noi3Ba BoiiHa /1034, 32 Jla ce KOMIIEHCHPa
npomycHarara 1 go3a.

4.3 IlpoTuBONOKA3aHUS

CBpBX4YYBCTBUTEITHOCT KbM aKTUBHOTO BEIIIECTBO MM KbM HSKOE OT IIOMOIITHHUTE BEIIECTBA,
n30poeHu B Touka 6.1.

CBpPBX4yBCTBUTEIHOCT KbM JAPYTY HECTEPOHIHU NMpOoTHBOBB3NaIuTenHu cpencrsa (HCIIBC).

[TarmenTH, Ipy KOUTO MPUCTHIINTE HA ACTMA, YPTUKAPHS WIH OCTHP PUHHT CE€ YCHIIBAT OT
aneTuicanuioBa kucennsa uinu apyru HCIIBC.

4.4 CneunuajaHu mpeaynpeskieHus U NpeAna3sHy MepKH MPHU ynoTpeda

[IponykTsT He TpsAOBa Aa ce uHxkekTupa. [larmenture TpsOBa fa ObAAT UHCTPYKTUPAHHU 1A HE
noriemar NEVANAC.

[MarenTuTe TpsiOBa 1a OBAAT MHCTPYKTUPAHH J1a U30ATBAT CIBHYEBATA CBETIIMHA MO BpeME Ha
neuenrero ¢ NEVANAC.



EdexTi BEpXy o4nTE

VYnotpebara na nokanan HCIIBC moxe na noseae o kepatut. [Ipu HIKOW 4yBCTBUTETHH NAlMEHTH,
npoabinkuTenHara yrnorpeda Ha mokaran HCIIBC Moske fa moBene 10 yBpekaaHe Ha enuTea,
W3THHSABAHE HA POrOBUIIATA, €PO3MS Ha POroBHILIaTa, 00pa3yBaHe Ha A3BU WM nepdoparus Ha
poroBuuara (Bx. Touka 4.8). Te3u cbOuTHS MOXKeE J1a 3acTpaiuar 3peHuero. [lanuenture ¢ JaHHU 3a
yBpEeXXJaHe Ha eNuTeNa Ha POroBHIaTa TpsiOBa He3a0aBHO Ja MPEyCTaHOBAT yoTpebaTta Ha
NEVANAC u tps6Ba 1a ObaaT CiieIcCHH BHUMATEIHO 3a 3[paBiHAaTa Ha POrOBHUIIATA.

HCIIBC 3a nokaiiHO NpUIIOKEHHE MOTraT J1a 3a0aBsT 3a3IpaBsBaHETO. 3a JOKATHUTE
KOPTUKOCTEPOHIH CHIO € U3BECTHO, Ye MOTaT Jia 3a0aBsT 3a37paBsiBaHeTo. EnHOBpeMeHHaTa
ynorpeba Ha nokanxo npmwiarand HCIIBC u nokamHu cTepouan MoKe /1a yBeITHIH Bh3MOKHOCTTA 32
npo0OJieMu nipu 3a3apassiBaneTo. [lopaau ToBa ce mpenopbyuBa MOBUILIEHO BHUMAaHKE, KOTaTo
NEVANAC ce npunara eTHOBPEMEHHO ¢ KOPTHKOCTEPOHUIH, 0COOCHO IPH MAIMEHTH C BUCOK PHCK 3a
HE)KEJIaHU peaKiuy Ha POTOBHIIATA, OMTUCAHU MO-J0TY.

[Hoctmapkerunrosust onut ¢ jokanau HCIIBC npeanonara, 4e naiueHTH, IpeThpPIENN CI0XKHU
OYHHM OTIEpaLluy, C ICHEPBaLsl Ha POroBHLAaTa, Ae()EeKTH Ha pOrOBUYHHUS EIUTE, 3aXapeH n1uaderT,
3a00JsIBaHUS HA OYHATA MIOBBPXHOCT (HAIp. CHHAPOM Ha CyXOTO OKO), PEBMAaTOUAEH apTPUT WIIU C
HSKOJIKO OYHH OIEpalliy 3a KpaThK MEPUOJI OT BpEMe, MOTaT Jla UMaT YBEJIUYEH PUCK OT MPOsBa Ha
HEKEJIaHU JIEKAPCTBEHU PEaKLUU Ha pOroBHIATA, KOUTO Morat Ja 3actpaiasat 3penuero. HCIIBC 3a
JIOKAJIHO MPHUJIOXKEHUE TPsiOBa J1a ce M3MO0I3BAT C TOBULICHO BHUMAHUE MIPH TE3U MALEHTH.
[ponbmxurenHara ynotpeda Ha iokaan HCIIBC mMoxe fa yBenuuu pucka 3a naiueHTa OT 10sBa U
TEKECTTa Ha HEKEIaHU PEaKIUU Ha pOrOBULIATA.

Nma crobmenus, e opranmonornunnte HCIIBC morar ga npu4nHAT 3aCHIICHO KbpBEHE OT OUHHTE
ThKaHU (BKJIIOYHUTEIHO XH(ema) BbB Bpb3ka ¢ ounara omnepaims. NEVANAC tpsioBa aa ce u3nosnssa ¢
MTOBHUILIEHO BHUMAaHUE MPH MalMEHTH ¢ U3BECTHA CKIIOHHOCT KbM KbPBEHE WIIM TaKUBA, KOUTO
M3IIOJI3BAT JPYTH JEKapCTBEHU MPOIYKTH, KOUTO MOTaT Jja YABIDKAT BPEMETO Ha KbPBEHE.

JlokaaHOTO NpUIOkKEHNE HAa TIPOTUBOBB3NAINTEHH JIEKAPCTBEHH MIPOAYKTH MOXKE J]a MACKUpa OCTpa
ouyna nHdpexuus. HCIIBC nsamar aHTMMUKpOOHU cBoiicTBa. B ciyuail Ha ouna uHdekuus, TpsaoBa na

CC MMOoJAX0a BHUMATCIIHO KbM YIIOTpe6aTa UM 3aCIHO C aHTI/II/IHd)eKHI/IO3HI/I JICKapCTBa.

KoHTakTHHN Jemu

He ce IMPErnopbYBa HOCCHETO HAa KOHTAKTHU JICIH 110 BPEME Ha IMMOCTONIECPATUBHUA IICPUO CIIC]
OIepanusa Ha KaTapakTa. ITo Ta3u NpUYinHa, MAOUCHTUTC TpH6Ba Ja 6’L,Z[aT IIOCBBETBAHU J1a HC HOCAT
KOHTAKTHHU JICIIH, OCBCH aKO HC € U3PUYIHO YKAa3aHO OT TCXHUS JICKap.

benzankonuen XJIOPpHUI

NEVANAC cbabprka OSH3aIKOHHEB XJIOPHU, KOHTO MOKE J1a IPUYMHHM JPAa3HEHE Ha OUUTE U ©
M3BECTHO, Y€ MOXKE JIa IPEAN3BUKA MMPOMSHA B I[BeTa HA MEKUTE KOHTAKTHU JIen. AKO ce Hajiara ia
C€ HOCST KOHTaKTHHU JIEIIH 110 BpEME Ha JICUCHHETO, MAIIEHTUTE TPSOBa J1a ObAaT NOCHBETBAHH J1a
CBAJISIT KOHTAKTHUTE JICILU MpeIy MPUIOKEHUE U Ja N34aKaT Hall-Malko 15 MUHYTH, IpEIU 1a TH
MOCTaBIAT OTHOBO.

Nma cpobiienus, ye OEH3IKOHUEBUSAT XJIOPH MOXKE J1a IPUIMHA TOYKOBUIHA KEPATONATHS W/ WITH
Tokcu4Ha si3BeHa kepartonarus. Toit karo NEVANAC cbiabprka OEH3aIKOHUEB XJIOPHUIL, €

HEO0XO0IMMO BHUMATEITHO MPOCIIEIBAHE TIPU YeCTa Wi MPOIBIDKUTENHA YIOTpeoa.

KpbcTocana 9yBCTBUTEIIHOCT

ChbInecTByBa BB3MOXKHOCT 32 KPBCTOCAHA YYBCTBUTEIHOCT KbM HemaeHaK U aleTHIICATUIINIIOBA
KHCeNrHa, TPOU3BOAHM Ha (eHmIoneTHaTa kucenuHa u npyru HCIIBC.



45 B3auMojneiicTBHe ¢ APYrH JeKAPCTBEHH MPOAYKTH U APYrd (opMu HA B3auMo/ielicTBHE

In vitro mpoy4BaHusATa OKAa3BaT MHOTO HUCHK MOTEHIIMAN 33 B3AUMOACHCTBHE C IPYTH JICKAPCTBCHU
MPOIYKTH U B3aUMOJICHCTBUSI IPU CBBP3BAHETO C MPOTEHHUTE (BXK. TOUKa 5.2).

IIpocTarnaHiMHOBY aHAJIO3U

Hma MHOTO OrpaHMYCHH JaHHH 32 THOBPEMEHHATa ynoTpeda Ha MPOCTArIaHINHOBU aHAIO3H U
NEVANAC. Kato ce nma npeaBuj] TCXHUIT MEXaHU3bM Ha JICHCTBHE, SIHOBPEMEHHATa yIoTpeda Ha
TE3H JICKAPCTBEHU MPOJIYKTH HE CE MPEIOPhYBa.

EnnoBpemennara ynorpeba Ha nokanau HCIIBC u tokaxau cTeponan MOXe J1a YBEITHIN
BB3MOKHOCTTA 32 MPpoOJeMH TpH 3a3apaBsaBaneTo. EnqnoBpemennara ynotpeba na NEVANAC ¢
JIeKapcTBa, KOUTO yIBJDKABAaT BPEMETO Ha KbPBEHE, MOXKE JIa MOBUIIN PHCKA OT KPHBOU3IUB (BIK.
Touka 4.4).

4.6 @epTHANTET, O)PEMEHHOCT U KbPMEHe

Kenu ¢ nereposieH NOTEHIINAI

NEVANAC He TpsiOBa J1a ce U3I0JI3Ba OT JKEHU C JETePOJICH IMMOTeHIINAT, KOUTO HE U3IIOI3BAT
KOHTpAIICTILIHS.

bpemenHoct

JlumcBat JOCTaThUHO AAHHM OT yrmoTpedaTa Ha HenadeHak npu OpeMeHHH keHH. [IpoyuBaHusiTa npu
’KMBOTHH MIOKa3BaT PEIPOAYKTHBHA TOKCHYHOCT (BXK. Touka 5.3). [IoTeHIMaTHUAT PUCK TPH X0Opa He €
n3BecTeH. Thif KaTO CUCTEMHATa eKCIIO3UIIHS IPH HEOPEMEHHH JKeHN € HE3HAUNTEIHA CIIe] JIeYEeHHE C
NEVANAC, puckbT 110 BpeMe Ha OpeMEHHOCT MOJKE J1a Ce CUMTa 32 HUCHK. BhIIpexu ToBa, Thil KaTo
MOTUCKAHETO Ha MPOCTArJIaHIMHOBATa CHHTE3a MOXKE J1a TIOBJIMsIC HETATUBHO Ha OPEMEHHOCTTA U/HITN
eMOPHOHAITHOTO/(PETATHOTO Pa3BUTHE, W/HIIH PAXKIAHETO, M/WIH TIOCTHATATHOTO Pa3BUTHE,
NEVANAC He ce mpenopbBa 110 BpeMe Ha OpeMeHHOCT.

Kspmene

He e u3BecTHO nanyu HenadeHak ce eKcKpeTupa B Kbpmara. [IpoydyBaHusiTa Mpu )KUBOTHU MOKa3BaT
eKCKpelus Ha HeradeHak B MIIIKOTO MPH TUTbXOBe. Bee mak, He ce ouakBaT e)eKTH NpH KbpMadeTa,
THI KaTO CHCTeMHaTa eKCITO3UIMs Ha KbpMaukaTa Ha Henadenak e HezHaunterHa. NEVANAC moxe
Jla ce M3II0JI3Ba 110 BpeMe Ha KbPMEHE.

depTunurer
Jlunicat nannu 3a eexkra Ha NEVANAC BbpXy deprunurera npu xopa.
4.7 EdexTtn BbpXy cioco0HOCTTa 32 modupane u padora ¢ MAIIUHH

NEVANAC He nosusiBa WM MOBJIHSIBA IPEHEOPEIKUMO CIIOCOOHOCTTA 3a Iodupane U padoTa ¢
MAIIUHH.

BpeMeHHO 3aMbITIsIBAaHE WJIH IPYTH CMYIICHHUS B 3pEHUETO MOTaT Jia MOBJIMSAT CIOCOOHOCTTA 32
modupaHe Win padoTa ¢ MaIMHU. AKO ITPH TIOCTABSHETO Ha JIEKAPCTBEHHUSI MTPOIYKT 3PEHUETO CE
3aMBbIIIM, TAMEHTHT TPSIOBA JIa U34YaKa, IOKaTO 3PSHUETO Ce TPOSICHH, TIPS/ J1a modupa MM 1a
paboTH ¢ MaIuHU.



4.8 Hexenanm JiekapcTBeHU peaKIHH

PesroMe Ha npoduia Ha 0€30IaCHOCT

[Ipu KIMHUYHY U3NUTBaHMS, BKItouBaliy 2 314 manuenTH, Ha kouto e npuiaarad NEVANAC

1 mg/ml, Haii-dyecTuTe HEKETAHH PEAKIIUU Ca TOYKOBHICH KEPATHT, YCEIaHe 3a YyXk/I0 TSIO U
o0Opa3yBaHe Ha KpyCTH IO pb0a Ha Kiienayda, KouTo ca Habmoaasanu ripu Mexay 0,4% u 0,2% ot
MMAITUEHTHUTE.

TabauyeH COUCHK Ha HEKCITAHUTE PCaAKII

CrnenHrTE HEXKENAHN PEAKINHU ca TPYHHPAHU CHIIIACHO ClIeHATa KOHBEHIHS: MHOTO YecTH (>1/10),
gyectu (>1/100 no <1/10), neuectn (>1/1 000 o <1/100), peaxu (>1/10 000 mo <1/1 000), mHOTO
penku (<1/10 000) mimu ¢ Hen3BecTHA YecToTa (OT HATMYHHUTE JaHHHM He MOXKe Ja Ob/ic HallpaBeHa
orieHKa). [Ipu BCAKO rpymupaHe B 3aBUCUMOCT OT YECTOTATa, HEXKEIAHUTE PEaKIMU ce U30POsBaT B
HU3XOJIAI PEeJT 1O OTHOIICHUE HA TAXHATA CEPUO3HOCT. [laHHKTE 3a HeXEIaHUTE PEaKIUU ca
MOJIY4Y€HHU OT KIMHUYHU U3IMMUTBAHUA U ITIOCTMAapPKECTHUHI'OBU C'I)O6IIICHI/I$L

CucTeMo-0praiHm KjacoBe He:xenanmn peakunu

Hapyiuienus Ha IMyHHaTa CHCTeMa Peoku: CBpbX4yBCTBUTEIHOCT

Hapynienus Ha HepBHaTa cHCTEMa Peoxu: 3amasHOCT, TT1aBOOOTHE

Hapyuienus Ha ounte Heuecmu: KepaTHUT, TOUKOBHCH KEPATUT, 1e(eKT Ha

POTOBHYHUS €IIUTEN, YCEIIAHe 3a YyK/I0 TSJIO B
O0KOTO, 00pa3yBaHe Ha KPYCTH 110 ph0a Ha Kiernadya

Peoku: npur, xopounanaa edysus, OTIaraHus 10
poroBuIara, 60jKa B OKOTO, O4eH AUCKOMOpT,
CyX0Ta B OKOTO, Oyiehapurt, ipa3HeHe B OKOTO,
CbpOEK B OKOTO, CEKpPEIUs OT OKOTO, aJlepruieH
KOHIOHKTHBUT, YBEITMUSHO CHI300TACIISHE,
XHUICPEMUA Ha KOHIOHKTHUBATa

C neussecmua vecmoma: nepopanust Ha
poroBuIlaTa, HApyIICHO 3a3/IpaBsaBaHe (POTOBUIA),
MOMBTHSBAHE HAa POrOBUIIATA, POTOBHYEH Oeier,
HaMaJieHa 3pHUTeNTHA OCTPOTA, IOJyBaHe Ha OKOTO,
VIIEPO3CH KEPATUT, U3ThHIBAHE HA POTOBHUIIATA,
3aMBIJICHO 3PCHUE

Cb10BU HapyLICHUS C Heuzgecmua yecmoma: TIOBUILIEHO KPHBHO
HaJsiraHe
CroMantHo-4peBHU HAPYIICHS Peoxu: ranene
C neussecmua ywecmoma: TIOBpPbIIaHE
Hapyuienus Ha koxaTa ¥ MOJAKOXKHATA Peoku: otmryckaHe Ha KoXaTa (JIepMaToxaia3us),
ThKaH aJIepTUYeH IepMaTUT

Hayuenmu c ouabem

B aBe knmuHMYHM M3NUTBAHMS, BKIIOUBaIy 209 manueHTy, NalueHTHTe ¢ AMa0eT ca OMIIH MOI0KEHH
Ha neueHre ¢ NEVANAC B npogbikenue Ha 60 1 moBede JHH 32 IIPEIOTBpaTsSBaHe HA OTOK Ha
MakyJiata clie/i orepais Ha karapakta. Hali-uecto choOniaBaHaTa HeXKeNlaHa peakiins € TOYKOBU/ICH
KepartuT, HaOmronaBaH mpu 3% OT MalMeHTUTEe, KOETO BOIH JI0 ONPEeIIsiHE Ha KaTeropus 4eCToTa
»aecT”. JIpyrute cbo011aBaHN HEXETaH! peakuy ca Ae(eKT Ha POTOBUYHHS €IHUTEN U aJepruieH
JIEpPMaTHUT, KOUTO ce HaOmoaaBaT choTBeTHO 1pH 1% u 0,5% 0T mammeHTrTe, C KaTeropust 4eCToTa
,,HEUCCTH 32 IBETE HEXKEITAHN PEaKIINH




Onurcanye Ha N30paHN HeXKETAHN PEaAKITHH

OnuThT OT KIMHUYHYU M3MUTBaHUS OTHOCHO NpoabipkuTenHara ynorpeda Ha NEVANAC 3a
IpeIOTBpATABaHE HA OTOK HA MaKyJlaTa Clie/l Onepanys Ha KaTapakTa IpH IMaHeHTH ¢ 1uadeT e
orpannyeH. Hexenanu peakiuy OT CTpaHa Ha OYUTE TIPH MALMEHTH C JHA0eT MOXe Ja HaCTBIIAT C TO-
BHCOKA YECTOTa B CPABHCHHUE ¢ HAOJI0IaBaHaTa Mpu odmiara nomymianus (Bx. Touka 4.4).

[TanmenTH ¢ TaHHY 32 YBpEXIaHEe Ha ENHTENA HAa POTOBUIIATA, BKIIOUUTEITHO repdopanust Ha
poroBunara TpsioBa BenHara j1a npeycraHosat npuinokennetro Ha NEVANAC u tps6Ba na 6baat
npocie/siBaHK BHUMATEIHO 32 3paBUHATA Ha pOoroBuIiaTa (BkK. Touka 4.4).

Ot noctmapketraroBust onut ¢ NEVANAC ca ycTaHOBEHH CiTydau, TIPU KOUTO ce ChoOIaBa 3a
enuTeNeH nedeKT/HapylleHne Ha poroBuiarta. TexkecTTa Ha Te3H Cilydad Bapupa OT HECEPHO3HH
edeKTH BbpXy LENOCTTa Ha EMHTEIIa HAa POTOBHIIATA JI0 TI0-CEPHO3HH CHOUTHS, TIPH KOUTO 32
BB3CTAHOBSIBAHE HA ICHOTO 3pCHUE C€ N3UCKBA XUPYPTrUYHa HAMECa M/MIIN JICKAPCTBEHA TEPATIHSL.

[Hoctmapkerunrosust onut ¢ jokanau HCIIBC npeanonara, 4e naiueHTH, IpeThpPIENN CI0XKHU
OYHHM OTIEpaLluy, C ICHEPBaLsl Ha POroBHLAaTa, Ae()EeKTH Ha pOrOBUYHHUS EIUTE, 3aXapeH n1uaderT,
3a00JIsIBaHUS HA OYHATA MIOBBPXHOCT (HAIp. CHHAPOM Ha CyXOTO OKO), PeBMAaTOUAEH apTPUT WIIU C
HSKOJIKO OYHH OIIEPALIMU 32 KPATHK IIEPUOJ OT BPEME, MOXKE J1a UMAT YBEJIUYEH PUCK OT I0sBa HA
HEeXEJIaHU peakluy OT CTpaHa Ha pOTrOBHIIATa, KOUTO MOXKE Jja 3acTpalaBaT 3peHreTo uM. [Ipu
IpeanucBaHe Ha HenadeHak 3a MpeloTBpaTsABaHe Ha OTOK Ha MaKyJjaTa Clie/l Olepalys Ha KaTapakTa
MPU TAMEHTH C JUa0eT, HATMYMETO HA BCIKAKBB JOIMBIHUTENICH PUCKOB (haKTOp M3MCKBA MTPEOIICHKA
Ha MPEJIBUACHOTO CHOTHOILICHHE TI0JI3a/PUCK U MHTEH3MBHO HAOIOACHUE HA MAIlUCHTA.

HCI[I/IaTDI/I‘IHa nomyJianusa

BezomnacuocrTa 1 epukacHoctra Ha NEVANAC nipu enia v FoHOIIHN HE ca YCTAaHOBEHH.

Cro0I11aBaHe Ha MOA03UPAHU HEXKETAHU PEAKIINH

C’LO6H.[aBaHCTO Ha IOAO3UpPAHN HEKCIIaHNU PCAKIIUU CIICA pa3peCllaBaHC 3a yHOTpeGa Ha JICKApCTBCHUS
MMPOAYKT € BaKHO. Toga mo3BossiBa Aa MPpOABbJIIKA Ha6J'IIO,Z[€HI/I€TO Ha CbOTHOIICHUETO l'IOJ'I3a/pI/ICK 3a
JICKaApCTBCHHUA IPOAYKT. Or MCIHUIIMHCKUTC CIICHUAIIMCTHU CE€ U3MCKBA Jda C’LOGH.IaBaT BCsiKa
moago3vpaHa HEXKEIaHa pCaKyd 4Ype€3 HallMOHAIHA CUCTEMA 3a C'bO6HIaBaHe, IIOCOYCHa B

[punoxenue V.

4.9 TIlpeno3mpane

He ce ouakBa 1a Bb3HUKHAT TOKCHYHU €(DEKTH B CIIydail Ha Mpeo3upaHe NPy OYHO MIPUIIOKEHHE,
HUTO TIPH CITYYaiiHO TEPOPAITHO MOTTBIIAHE.


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

5. ®APMAKOJIOTUYHHA CBOMCTBA
5.1 dapmakonMHAMHYHHU CBOCTBA

dapmakoTepaneBTuuHa rpymna: OQTaaIMONIOrH4HU cpelicTBa, [[pOTHBOBL3MANNTEIHY CPE/ICTBA,
nectepounu, ATC kox: SO1BC10

MexaHU3bM Ha JIEHCTBUE

Henadenak e HecTeporIHO TPOTUBOBB3MAINTEHO M aHAJITETHYHO NpeasiekapcTBo. Clies1 JTOKaIHO
OYHO TMPIJIOKEHHUE, HenadeHaK MPOHHUKBA MPE3 POTOBUIIATA U TI0J] BIMSHUE HA XUIPOIA3UTE B OUHUTE
THKaHH, C€ MPEBPBHINA B HECTEPOUTHOTO MTPOTHBOBB3MAINTEITHO JIEKAPCTBEHO BEIIECTBO aM(eHakK.
Amdpenak nHXuOUpa AeWCTBUETO Ha mpoctarianaud H cuHTa3ara (LMKIOOKCUTeHA3a), CH3UM
HE00XO0IMM 3a MPOIYKIIHSTA Ha MPOCTATJIaH/IHH.

JlonbaHUTENIHU (hapMaKOJIOTMYHU CBOMCTBA

[pwu 3aiinm e nokazaHo, 4e HenmadeHaK MHXHOWpa HapyIIaBaHETO Ha KPhBHO-PETHHAIIHATA Oapuepa u
3aeJIHO C TOBa MOTHCKa cuHTe3a Ha PGE;. EX VIVO e oka3aHo, 4e eTHOKpaTHa /1032 HenadeHaxk,
MPUIOKEHA JIOKAJTHO B OKOTO, IIOTHCKA CHHTE3aTa Ha MPOCTArJaHIuH B UPUCa/IIMIMAPHOTO TSUIO
(85%-95%) u petunara/xopounesita (55%) cbOTBETHO 110 6 Yaca u 4 Jaca.

dapmakoguHaMu4HU eHEKTH

[lo-rosnsiMaTa 4acT OT XMAPOJUTHYHOTO NPEBPBILAHE CE OCHIIECTBSIBA B PETUHATA/XOPOUESTA,
MocJeIBaHO OT HPHUCA/IIMITUAPHOTO TSJIO U POTOBUIIATA B CHOTBETCTBUE ChC CTEIIEHTA Ha ThKaHHATA
BacKyJlapu3alus.

Pesynrarute ot kimmHMYHAUTE M3nuTBaHMs mokaszeat, ue NEVANAC kamnku 3a oun He OKa3BaT 3HAUUM
e(eKT BbPXY BTPEOUYHOTO HAJISTAHE.

Kinnununga edurkacHOCT U 0€301aCHOCT

IIpedomepamsasane u nevenue na NocCmMonepamueHa 00IKA U 8bL3NANEHUE, CEbP3AHU C Onepayus Ha
Kamapakma

[TpoBenenu ca TpU OCHOBHH IIPOYYBAHUS 32 OLICHABAHE HAa €(pUKACHOCTTA U OE30MIaCHOCTTA Ha
NEVANAC, npusnioxeH 3 MbTH THEBHO B CPABHEHHUE C HOCHTEI W/MITH KETOPOJIaK TPOMETaMOJ MPH
npoduITakTHKa ¥ JIeYeHHe Ha IIOCTOIIepaTHBHA OO0JIKa U BB3MAJICHNE MTPU MAIMEHTH, TPEThPIEIH
orepauus Ha Karapakrta. [Ipu Te3u mpoydBaHus, MpUIaraHeTo Ha U3CIEABAHOTO JIEKAPCTBO €
3alI0YHATO €IWH JICH MPEAH OIeparusaTa, MPOILIKEHO € B ICHS Ha ONepanusTa u 0 2-4 ceaAMUITN Ha
nocrornepaTuBHUsS neproa. OcBeH ToBa, MOYTH BCHYKH MALIUEHTH Ca TOJIYYWIN IOBIHUTEITHO
NpoGUIAKTHYHO JIEYEHHE ¢ aHTUOMOTHUIIH, ChOOPA3HO ¢ KIMHUYHATA NPAKTHKA HA BCEKU €IUH OT
LEHTPOBETC HAa KIIMHUYHOTO M3IMTUTBAHE.

B nBe nBoiiHOMAackupaHU, PaHIOMH3UPAHH, KOHTPOJIMPAHU C HOCUTEI IPOYYBAHHS IIPH MTAIUSHTHTE,
nexyBanu ¢ NEVANAC, ce HaOr01aBa 3HAYUTEITHO MTO-MAJIKO Bh3MaleHHE (KJIeThUHA PEaKIUs B
MpeIHOKaMepHaTa TEYHOCT U MOJI0KUTeNIeH THHa) B paHHUS ITOCTONIEPATUBEH MEPHO] U JI0 Kpasi Ha
JICYEHUETO, B CPAaBHEHUE C TIAIIMEHTUTE, JICKYBaHU C HETOBUSI HOCUTEI.

B enHo ABOMHOMACKHpaHO, paHIOMU3UPAHO, KOHTPOJIMPAHO C HOCUTEN M ¢ aKTUBHO BEIIECTBO
poyuBaHe, npu nanuenture, gekysanu ¢ NEVANAC, ce Ha0/01aBa 3HAUUTEIIHO [T0-MaJIKO
BB3MAJICHHE, B CPaBHEHUE ¢ MaIeHTuTe, nexkypanu ¢ Hocutell. Ocser ToBa NEVANAC okassa He 110-
sorr eekT oT KeTopoiaak 5 mg/ml mpu HamansBaHe Ha BB3IAJIEHUETO M OOJKATa B OKOTO, H € MaJIKO
0-100p€e MOHOCUM CJIS] ITPHJIaraHe.

3HAaYUTENHO MO-TOJISIM MpoueHT oT nauuentute B rpynara Ha NEVANAC ca cpo0mmim 3a inmnca Ha
0oJska B OKOTO CJIe/I OTiepanys Ha KaTapakTa, B CPAaBHECHHE C T€3U B IpyIara ¢ HOCUTEI.



Hamanssane na pucka om nocmonepamugen 0moxk Ha MaxKyiama, C6bp3aH ¢ Onepayus Ha Kamapakma
npu nayuenmu ¢ duabem

3a onensBade Ha epukacHocTTa 1 0e3omacHoctta Ha NEVANAC 3a npenoTBparsBaHe Ha
MOCTOIIEPATUBEH OTOK HA MaKyJiaTa, CBbp3aH C Olepalys Ha KaTapakra, ca MPOBEJICHU YETHPH
MpOyYBaHUs (JIBE IPU NAIMEHTH C TUadeT U IBe IIpu NarenTu 6e3 nuader). [Ipu Te3u npoyuyBaHus,
MPWIATaHETO Ha MPOYYBAHOTO JICKAPCTBO € 3alI0YHATO S/IMH JCH MPE/U ONepaluaTa, MPOIbDKCHO € B
JIeHs Ha orepanusaTa u 10 90 THU OT MOCTONEPATHUBHUS TIEPHUOI.

B 1 nBoiiHOMackupaHo, paHAOMHU3UPAHO, KOHTPOJIMPAHO C HOCUTEN MPOYyUYBaHE, MPOBEACHO MPU
MAIMEeHTH ¢ T1a0eTHAa PeTHHONATHS, 3HAYUTEITHO ITO-TOJISIM MPOLICHT OT MAMeHTHTE B TpyIara ¢
HOCHUTEJ ca IOIy4UIX OTOK Ha MakyiaTa (16,7%) B cpaBHEHUE ¢ IALIMEHTUTE, JIEKYBAHU C
NEVANAC (3,2%). [To-ronsiM MpoLeHT OT MalMeHTUTEe, Ha KOUTO € MpHIaral HOCUTEI, Ca MOIyYHIIn
oTciiabBaHe Ha Haii-100pe kopurupanata 3purenna octpora (BCVA) ¢ nmoseue ot 5 OykBH, OT jieH 7
1o aeH 90 (W mpexneBpeMeHHO NpekpaTsBane Ha yyactuero) (11,5%) B cpaBHeHHE ¢ MaLUEHTUTE,
JieKyBaHM ¢ Henadenak (5,6%). [Toreue nanuenTy, Ha kouto ¢ npuiaran NEVANAC, ca nocturnanu
15-6ykBeno nogoopenne Ha BCVA, B cpaBHEHHE C MAIIMEHTH, HA KOUTO € TPUJIaraH HOCHUTE,
cpoTBeTHO 56,8% B cpaBHenue ¢ 41,9%, p=0,019.

HCI[I/I&TDI/ILIHEI omyJianussa

EBpomneiickaTa areHIus 1o JekapcTBaTra 0CBOOOK1aBa OT 3a/IbJDKEHHETO 3a MPEIOCTaBSIHE Ha
pesyararure ot npoyuBaHuaTta ¢ NEVANAC BbB BCHUKH OATPYNH Ha TIeAUATPUYHATA TIOMYIALUs
npu npodHIaKTHKa U JICUCHUE Ha IOCTONepaTHBHA 0OJIKa W Bh3NAJICHHE, CBBP3aHH C ONepalus Ha
KaTapakTa 1 mpo(HIIaKTHKa Ha TIOCTOIIEPATHBEH OTOK Ha Makyarta (BX. Touka 4.2 3a nHpopMaIus
OTHOCHO yIoTpe0a B eIuaTpusTa).

5.2 ®apMakoKHHETHYHH CBOiicTBa

AOcopOius

Cnen mpunarane Ha NEVANAC kamku 3a o4u Tpu TBTH THEBHO U B JIBETE OYH, IIPH MTO-TOJISIMA YaCT
OT MAI[UCHTUTE CE€ HAOJII0JaBaT HUCKHU, HO OIPEICIMMHU TUIa3MEHH KOHIICHTPAIMK Ha Hertad)eHaK U
am¢eHax, ChOTBETHO 2 M 3 yaca ciiej npwiarane. CpeqHuTe cTarroHapHu mia3MeHu Cmax Ha
HenadeHak 1 aMm(eHak clie]l JIOKaTHO 0YHO Ipuitoxkenue ca cborBeTHo 0,310 + 0,104 ng/ml u

0,422 + 0,121 ng/ml.

Pasnpenenenue

Amdenak nma roisiM apUHUTET KbM CEPYMHUTE aOyMUHH. IN VItro, mpoieHTsT cBbp3an HenadeHak
KbM QIOYMHH OT TUTHX, YOBEIIKH alIOYMUH W YOBEIIKU CEPyM € ChOTBETHO 98,4%, 95,4% u 99,1%.

[Ipoy4BaHus MpH IUTEXOBE MMOKA3BaT, Y€ PAAHOAKTHBHO Oelsi3aHN MaTepPHAaIH, CBbP3aHH C aKTUBHOTO
BEILIECTBO, CE Pa3NpeelsaT IUPOKO B OPraHu3Ma Clie/l eTHOKpaTHA I MHOTOKPATHA TIepopaiHa 103a
YC-nenadenax.

[IpoyuBaHus mpu 3ali1¥ MOKA3BAT, Y€ JIOKATHO TPUIIOKEHHUAT HelladeHaK ce pa3npeies JOKATHO OT
npejiHaTa YyacT Ha OKOTO B 33JJHATE OYHU CErMEHTH (PEeTHHA U XOpUOUIes).



Buorpanchopmarus

Henadenak npeTsprsiBa OTHOCUTENHO Obp3a OMOAKTHBALIUS 10 aM(EHAK Ype3 BETPEOUHUTE
xuaponasu. Cien ToBa amdpeHak MPEThPIISIBa CKCTEH3UMBEH METa00JIM3bM 10 TIO-TIOJIIPHU METaOOIITH,
BKITIOUBAII XHJIPOKCHITUPAHE HA apOMATHUS MMPBCTEH, KOETO BOJH JI0 00pa3yBaHe HA TIIOKYPOHUIHU
KoHIoraTH. PamnoxpomaTtorpad)cku aHaTM3u MpeIu U Clell XUApoan3ara Ha B-TIoKypOHuaa3aTa
MoKa3Bar, 4e BCHYKU MeTaboIuTH ca moJ popMaTa Ha INIIOKYPOHUIHN KOHIOTATH, C U3KII0UEHHE Ha
am¢enak. AMQeHak e OCHOBHHST METabOIHT B TINIa3Mara, peacTaBisBai npuommsntenao 13% ot
o01aTa rmia3MeHa paJuoakTUBHOCT. BTOpHAT Hali-uecTo cpellaH mia3MeH METa0oHT €
UACHTU(QHULIMPAH KaTo S-XUIpOoKCH HenadeHak, mpeacTaBisBam] mpuoanzntento 9% ot obmara
pamnoakTUBHOCT MPU Crax.

BzaumopeiicTBus ¢ qpyru iekapcTBeHH NpoayKTH: N Vitro HuTo HenadeHnak, HUTO aM(eHaK MOTHCKAT
HAKOM OT OCHOBHHTE METaOOIMTHHI aKTUBHOCTH Ha doBemmkus ruroxpom P450 (CYPLA2, 2C9, 2C19,
2D6, 2E1 u 3A4) npu kounentparmu 10 3000 ng/ml. Tlopaau ToBa B3auMOACHCTBHS, BKIFOYBAIIN
CYP-menuupan MeTaborM3bM Ha €THOBPEMEHHO MpHIaraHy JeKapcTBEHH MPOAYKTH, Ca MAIIKO
BCPOATHHU. B3aHMO,HeI>iCTBHSI, MCIUHPAHU OT CBBP3BAHE C MPOTCHUHHU, CHIIO Ca MAJIKO BEPOATHH.

Eaumunupane

Cren nepopanHo npuinokenue Ha *C-nenadenax Ha 31paBu JOOPOBOJIIH, € YCTAHOBEHO, Y€
OCHOBHHMST ITHT Ha OT/IENITHE HA PAJIMOAKTHBHOCTTA € Upe3 ypuHarta, Npuoimm3uTenHo 85%, nokaro
OTAEISTHETO ¢ (peKaJMHTE MPEACTaBIABa 0K0JI0 6% OT no3ara. Henadenak u amdpenak He ce OTKpUBAT
B YpUHAaTa.

Cnen eqnokpartHa 1o3a NEVANAC npu 25 manmenTy, npeThpIresy onepanus Ha KaTapakTa,
KOHIIEHTpAIMUTE BbB BTPEOYHATA TEYHOCT ca u3MepeHu Ha 15, 30, 45 u 60 MuHyTH Cciie] mpuiarase
Ha 7j03aTa. MakcuMaiHaTa cpe/iHa KOHIEHTpAIKs BbB BETPEOYHATA TEYHOCT ce HaOJII0/1aBa BEB
BpeMeBara To4ka Ha | vac ciren npuiarane (Henadenax 177 ng/ml, amdenak 44,8 ng/ml). Tesu
HaXOJIKH TIOKa3BaT Obp3a pOrOBUYHA TICHETPAIHS.

5.3 IlpenkIMHUYHM JaHHH 32 0€30MACHOCT

Hexnuanuaurte JaHHHU HC IIOKa3BaT ocobeH PHUCK 3a XOpa Ha Oa3ara Ha KOHBCHIIMOHAJTHHUTEC
q)apMaKOJ'IOFI/I‘IHH Ipoy4BaHHsd 3a 6630H8.CHOCT, IpOoy4BaHU 3a TOKCUYIHOCT IIPU MHOTOKPAaTHO
npujiaraHe 1 reHOTOKCUYHOCT.

He ca MMPOBCKAAHU ABJITOCPOYHU MIPOYUBAHUS 3a KAPIUHOTCHHOCT Ha HeHaneHaK.

[pu penpoayKTHBHU MPOYyYBaHHS C HeMaQeHaK NMPHU TTbXO0BE, TOKCHYHHTE JIO3H 33 MaiKara

>10 mg/kg ce cBBp3BaT ¢ AMCTOKHS, YBEIMYCHA TOCTUMILIAHTAIMOHHA 3ary0a, HaMaJIeHO TETJIO U
pacTex Ha eTycuTe U HamaneHa npexxuBsaeMocT Ha gerycute. [Ipu OpemenHu 3aiinm, 103a oT

30 mg/kg npu maiikaTa, KOSTO MPEAU3BUKBA c1aba TOKCHYHOCT Y MailKiTe, MOKa3Ba CTATHCTHYCCKU
3HAYMMO yBEJIMUCHHE Ha CIydanTe Ha MaiOpMaIluy IIPH MAITKUTE.
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6. OAPMAIEBTUYHU JAHHU

6.1 ChnucbK Ha NIOMOLIHHMTE BelECTBA

Manwuron (E421)

Kap6omep

Hatpues xnopun

Tunokcanon

[uHatpueB exgerat

bensankonues xjao0pun

Harpuer XuapoKCHI W/ XJIOPOBOIOPOIHA KucearHa (3a Kopekims Ha pH)
IIpeuncrena Boaa

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHocT

2 TOIMHU.

[Ha ce u3xBbpiau 4 ceAMULHU Clie]l IBPBOTO OTBAPSIHE.

6.4 CneumaJHu ycJa0BHUsI HA CHXpaHeHUe

Ja He ce cpxpansaBa Hag 30°C.

3a yclioBUSATa Ha ChbXPaHEHHUE CJIe/] IbPBOHAYAIHO OTBApsIHE HA JIEKAPCTBEHHUSI IPOIYKT BUKTE
Touka 6.3.

6.5 Buau chabppkaHne HA ONMAKOBKATA

Kpsria 6yruika ot 5 ml, OT monueTHieH ¢ HUCKa IUTBTHOCT, C J03Upall] HAKpaHHUK 1 OsiTa KarmaJka
Ha BUHT OT MTOJUIPOITHIIEH, Chabprkaiia 5 ml cycrensus.

Kapronena kytus, cpapprkama 1 OyTuika.
6.6 CnenmaJHu npeana3Hu MEPKH NMPH U3XBBHPJIsIHE

Hsama CliCllMaJIHU U3UCKBAHUS 3a U3XBBPJISAHC.

7. INPUTEXATEJI HA PABPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Wpnannus
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8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/07/433/001

9. JATA HA I'bPBO PA3PEIIABAHE/TIOJJHOBABAHE HA PAPEIHIEHUETO 3A
YIHOTPEBA

Jlara Ha mepBoO pazpemasane: 11 gexemBpu 2007 .
Hara Ha nocieano noxHossiBaHe: 24 cenremBpu 2012 .

10. [JATA HA AKTYAJIUBUPAHE HA TEKCTA

[MonpoGHa uHbOpMaLUs 3a TO3U JICKAPCTBEH MPOIYKT € MpeocTaBeHa Ha yeOcaiita Ha EBporelickara
areHuus mo Jiekapcraata http://www.ema.europa.eu.
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1. HUME HA JIEKAPCTBEHUA ITPOAYKT

NEVANAC 3 mg/ml xanku 3a 04u, CyCIeH3UsI

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB
1 ml ot cycniensusra chabppka 3 mg Hernadenak (nepafenac).

IIoMOIIHO BEIIECTBO C U3BECTHO JACHCTBUE

Bcexu ml ot cycnensusta chaspxa 0,05 Mg OeH3aIKOHHUEB XJIOPHU/I.

3a IIBJIHUA CIUCHK Ha IIOMOIIHUTE BELIECTBA BIKTE TOUKa 6.1,

3. JEKAPCTBEHA ®OPMA
Kanku 3a oun, cycnensus

CBeTI0XbIITa 10 ThMHOOpAH)XeBa eAHOPOAHA cycnieH3us, pH 6,8 (mpubiusuTenHo).

4, KJIMHUYHU JAHHHU
41 TepaneBTHYHU MOKA3AHUS
NEVANAC 3 mg/ml xanku 3a 04u, CyCIeH3usI € MOKa3aH Py Bb3PaCTHH 3a:

- [IpodunakTrka 1 ieueHNE Ha MMOCTONEPaTHBHA OOJIKA M Bh3MAIIEHHE, CBbP3aHH C Olepalus Ha
KaTapakTa.

- HamansBane Ha prcka OT IOCTONEPATUBEH OTOK HAa MaKyjara, CBbp3aH C Olepanys Ha
KaTapakTa IpHu ManueHTu ¢ auadet (BkK. Touka 5.1).

4.2 Jlo3upoBKAa M HAYMH HA MPUJIOKEHHE

2 1031/1[ DOBKaA

Bwspacmuu, exmouumento cmapuecka b3pacm

3a npenoTBpaTABaHE U JieueHUE Ha 00JIKa U Bh3najaeHue fo03ara ¢ 1 kanka NEVANAC B
KOHIOHKTHBAJIHUS CaK Ha 3aCErHATOTO OKO (0YM) BEAHBXK AHEBHO, KaTo ce 3amoyusa | JeH npean
olepanusTa Ha KaTapakTa, IpoJb/bKaBa ce B ICHS Ha OlepanusaTa U 3a bPBUTE 2 CEIMULU OT
rmocTonepaTuBHUS nepuoy. Jleuenuero moxe /1a ObAe MPOABIHKEHO 10 MBPBHUTE 3 CEAMHUIIN Ha
MOCTOIIEPATUBHHS TIEPHOJT, KAKTO € YKa3aHO OT Jiekapsi. JlobIIHATEHA KarKa TpsOBa Jia ce MOCTaBU
30 o 120 muHyTH IIpean onepanusTa.

ITo BpeMe Ha KJIMHUYHUTE U3MUTBAHU MalMenTuTe ca gekyBanu a0 21 qam ¢ NEVANAC 3 mg/ml
KaIKH 3a 04H, CycrneH3us (Bx. Touka 5.1).

3a HamansBaHe Ha PHCKa OT IMOCTOIEPATUBEH OTOK HAa MaKyJaTa, CBbp3aH C Olepalis Ha KaTapakTa
IIpH MalueHTH ¢ auadet, go3ata € 1 kamka NEVANAC B KOHIOHKTHBaJIHMS CaK Ha 3aCETHATOTO OKO
(oum) BeqHBXK THEBHO, KaTO Ce 3armouBa | JIeH Mpenu orepanusaTa Ha KaTapakTa, IpoabKaBa ce B
JIeHS Ha orepanusaTa u 1o 60 THU OT MOCTONEPATHUBHUS TIEPHOJI, KAKTO € YKa3aHO OT JieKapsl.
JlomrbiHATEIIHA Kamka TpssoBa 1a ce nmoctapu 30 10 120 MUHYTH mIpeau omneparusTa.
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Ipunoxennero Ha NEVANAC 3 mg/ml xamku 3a oun, CyCIrieH3usI BEAHBXK JHEBHO OCHUTYPSIBA ChIIaTa
obOmra aHeBHa 103a Henadenak karo npuiokeHrneto Ha NEVANAC 1 mg/ml kanku 3a oun, cycrieH3us
TPH ITH THEBHO.

Crenyaisy onyJIaun

Hayuenmu ¢ 6v0peyno umu 4uepHoOpobHO yepedicoane

NEVANAC He e npoyuBaH Npu NallMEHTH ¢ YepHOAPOOHO 3a00saBaHe WiH OBOPEUHO YBpEKAaHE.
Hemadenax ce enmnvuaMpa OCHOBHO Upe3 OnoTpaHchopManus i CHCTEMHATa €KCIIO3HUITHS € MHOTO
HUCKa cJe]] JIOKaJTHO O4YHO NpuiokeHue. He e HeoOXoanMo Kopurupane Ha 103aTa Ipu Te3H
MaIUeHTH.

Ileouampuuna nonynayus

Bezonacnocrra n edpuxacHoctra Ha NEVANAC npu fena 1 I0HOIIN He ca yCTaHOBeHH. JlumcBaT
nanHd. He ce mpenopruBa ynorpebara My IpH TE3H HAMEHTH, 10 MOIyYaBaHETO Ha JOIBIHUTEITHI
JTaHHH.

Ilonynayus 6 cmapuecka v3pacm
He ca HabmomaBanu paznuku B 0€301MaCHOCTTA U €PEKTHBHOCTTA MEXK/TY IMAllMEHTH B CTapyecKa

BB3pacCT U NO-MJIaAu MAallUECHTH.

HauuH Ha npuioxxeHue

3a 04HO MPUIIOKEHHUE.

[larmenTure TpssOBa na ObIAT HHCTPYKTHPAHH J1a pa3KIiIamiar Jo0pe OyTHIIKaTa mpeau ynorpeoa.
Crnen kaTo KamaukaTa € CBaJeHa, ako MMa 3allUTeH IPBCTEH U € XJ1abaB, MaxHeTe To, Ipeu 1a
W3IION3BATE MPOAYKTA.

AKO ce M3M0JI3Ba OBeYE OT eIMH O TaIMOJIIOTHUEH JIEKAPCTBEH NPOIYKT 32 JIOKAJTHO NPHIIOKEHHE,
JIEKApCTBEHUTE MPOIYKTH TPSOBA J]a ce MpHiiaraT npe3 HHTepBall OT moHe 5 MUHYTH. OYHHTE Ma3H
TpsOBa J1a ce mpuJiaraT MocjaeIHH.

Tps0Ba 1a ce BHUMaBa Jja He ce JOKOCBAT KJIEMaYnuTe, 3a00MKasAIaTa Tu 001aCT WiIn IpyTH
MOBBPXHOCTH C BPHXUETO Ha alUIMKaTOpa-KalmKkoMep Ha OyTHIIKaTa, 3a J1a ce TPEAnassiT OT
3aMbpCsBaHe aluIMKaTopa-KarmkoMep u paztBopa. [lanmenture TpsaOBa ga ObIaT MHCTPYKTHPAHU Ja
ChXpaHABaT OyTWIIKAaTa INTBTHO 3aTBOPEHA, KOTaTo HE Ce U3I0JI3BA.

Axo ce nportycHe /103a, TpsiOBa Ja ce IPUIIOKH €JHA Karka Bb3MOYKHO Hai-CKOPO, TIPEeI J1a ce
npeMuHe KbM 00MYaiiHOTO IpuIiIokeHHe. J{a He ce u3Mmom3Ba 1BoiHA /1034, 32 /1a ce KOMIIEHCHPa
mporycHaTtaTa 1 mo3a.

4.3 IlpoTuBomoOKa3zaHusA

CBp’bX‘IyBCTBHTeHHOCT KBbM aKTUBHOTO BCUIICCTBO UJIN KBbM HIAKOE€ OT ITIOMOIIIHUTEC BCIIICCTBA,
n30poeHu B Touka 6.1.

CBpPBX4yBCTBUTEIHOCT KbM JAPYTU HECTEPOHUIHU MPOTHBOBB3MamuTenHu cpeactsa (HCIIBC).

[TarmenTH, py KOUTO NPUCTHIIUTE HA ACTMA, YPTUKAPUS WIN OCTBP PUHUT CE€ YCHIIBAT OT
areTricanuiuioBa kucenvnna wiu apyru HCIIBC.
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4.4 CneuuaJHu mpexynpexaeHus U MpeanasHu MepKU NpHu ynoTpeda

JlekapCTBEHHUSAT MPOAYKT He TPsiOBa J1a ce ukekTupa. IlanneHTute TpsOBa 1a ObaaT HHCTPYKTHPAHH
na "e nonreinar NEVANAC.

[Naruenture TpssOBa 1a ObJAT HHCTPYKTUPAHU J1a U30SATBAT CIIbHYEBATA CBETIMHA 10 BpeMe Ha
neyenuero ¢ NEVANAC.

EdexTu BbpXy ouyute

Ynorpebara ra sokaman HCIIBC moxe na moBeze mo kepatut. llpy HIKOM YyBCTBUTEHU NAIMEHTH,
npoabinkuTenHara yrnorpeda Ha mokaau HCIIBC mMoxe f1a moBese 10 yBpeKIaHe Ha emnTena,
M3THHSBAHE HAa POTOBHUIIATA, €PO3Us HA POTOBUIIATA, 00pa3yBaHe Ha s3BU WK niepdopanus Ha
porosurara (Bx. Touka 4.8). Te3u cpOUTH MOXKeE Ia 3aCTpaIlaT 3peHueTo. ITalneHTuTe ¢ JaHHK 32
YBpEXKIaHe Ha elnTela Ha pOTOBHUIIaTa TPIOBa He3a0aBHO J1a IPEyCTaHOBAT yoTpebdaTa Ha
NEVANAC u tpsi6Ba 1a ObJaT Clie/IcHM BHUMATEIIHO 3a 3jpaBUHATa Ha POTOBUIIATA.

HCIIBC 3a nokaixHo npuiIoKeHne MoraT Ja 3a0aBsT 3a3IpaBsSBaHETO. 3a JIOKATHATE
KOPTHUKOCTEPOUIH CBHIIO € U3BECTHO, Ye MOTraT Ja 3a0aBAT 3a3apaBsiBaHeTo. EnHOBpeMeHHaTa
ynotpe6a Ha jJokanHo npuiaarand HCIIBC u nokanHu cTepouin MOXe J1a YBEIHNUM Bb3MOKHOCTTA 32
npobaemu npu 3a3znpassiBaneTo. [lopaau ToBa ce npenopbyuBa MOBUILIEHO BHUMAaHHUE, KOTaTo
NEVANAC ce npunara eTHOBpEMEHHO C KOPTHKOCTEPOHUIN, OCOOSHO TIPH MAIUEHTH C BUCOK PHCK 32
HEKeJIaHU PeaklUy Ha POTOBHUIIATA, OIMCAHHU MO-A0Iy.

IToctmapkerunroBust onut ¢ JokaiaHu HCIIBC npennonara, ye nauveHTH, OPEThPIENN CIOXKHU
OYHH OTIepalluy, C ICHEePBalKs Ha POTOBHIATa, Ae()EKTH Ha pOrOBUYHHMS STIHUTE, 3aXapeH nuaderT,
3a00JI1BaHMs Ha OYHATA TOBBPXHOCT (HAIp. CHHIPOM Ha CyXOTO OKO), pEBMATOUAEH apTPHUT WIIH C
HSIKOJIKO OYHH OTIEpallly 3a KpaThK IHepHo OT BpeMe, MOraT Ja UMaT YBEIWYEH PUCK OT MPOsiBa HA
HEXEJIaH! JIEKAPCTBEHU PEaKIIMM Ha pOroBHIIaTa, KOUTO MoraT ja 3actpamasar 3peHuero. HCIIBC 3a
JIOKAJTHO MPHJIOXKEHKE TPsIOBa Jla ce M3MOJI3BAT C MOBUIICHO BHUMAHUE MPH TE3U MAIMEeHTH.
[Ipoasmxurennata ynorpeda Ha siokanaun HCIIBC moxe na yBeanuu prcKa 3a MalueHTa OT MosiBa U
TEXKECTTA Ha HEXKEJIAHU PEaKLM Ha POrOBUIIATA.

Nma crobmienns, e opranmonornuante HCIIBC morar ga Npu4nHAT 3aCHIICHO KbpBEHE OT OUHHUTE
ThKaHH (BKJIIOYUTETHO XupeMa) BbB Bpb3ka ¢ ounata omneparnusi. NEVANAC tpsiOBa ia ce u3mosnssa ¢
MOBHIICHO BHUMAaHKUE MPH MAIlMEHTH C U3BECTHA CKJIOHHOCT KbM KBbpPBEHE WIIM TAKUBA, KOUTO
W3ION3BAT JPYTH JICKAPCTBEHU MPOYKTH, KOUTO MOTAT J]a YIIbJDKAT BPEMETO Ha KbpPBEHE.

JlokanHOTO mpUiI0KEeHHE HA TPOTUBOBB3NAIUTEIHH JIEKAPCTBEHU MTPOTYKTH MOKE Ja MacKupa ocTpa
ouna uHpekius. HCIIBC usimat aHTUMHKpOOHU CBolcTBa. B ciyuait Ha ouna uH(EKIus, TpsOBa 1a

CC NMOoAX0a BHUMATCIIHO KbM yrIOTpe6aTa UM 3aCTHO C aHTI/II/IH(l)CKI_II/IOSHI/I JICKAapCTBaA.

KoHTakTHHN nenm

He ce IperopbpYBa HOCCHETO HA KOHTAKTHU JICIIH 110 BPEME Ha MOCTONCPATUBHUA ICPUOL CIIC/
OIicpanusa Ha KaTapakTa. Ilo Ta3u OpuvinHa, MalUCHTUTC Tpr6Ba Ja 6’B,I[aT IIOCHBETBAHU Aa HC HOCAT
KOHTAKTHHU JICIIH, OCBEH AKO HE € U3PUYHO YKa3aHO OT TCXHUs JICKap.
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benszankoHneB XJIOPU

NEVANAC cpabprka O€H3aIKOHHEB XJIOPH, KOUTO MOKE J1a MPUYUHH Apa3HEHE Ha OUUTE U €
M3BECTHO, Y€ MOJXKE J1a ITPEAN3BUKA ITPOMSHA B IIBETa HA MEKHTE KOHTAKTHH JIEIIH. AKO ce HaJjara 1a
ce HOCSIT KOHTAKTHH JICIIIN 110 BpEMe Ha JICYCHHETO, AMEHTHTE TPsOBa 1a ObJaT IIOChBETBAHH /1a
CBJIAT KOHTAKTHUTE JICHIH TpeAr IPUIOKEHHE U ]a U34aKaT Hail-Maliko 15 MUHYTH, Ipeau aa '
MOCTaBST OTHOBO.

Nma crobuienns, ue OEH3aTKOHUEBHUAT XJIOPHU MOXKE /12 IPUYMHHI TOYKOBUIHA KEPAaTONATHs U/
ToKcuyHa si3BeHa keparonatus. Toii kato NEVANAC cbabpika OeH3anKOHUEB XJIOPH, €

HE00X0MMO BHUMATEITHO MIPOCIIEIBaHe MPH YeCTa WIH MPOABDKUTEIHA yIIoTpeoda.

KD’bCTOCﬂHa YYBCTBUTCIHOCT

ChbImecTByBa BB3MOXKHOCT 32 KPbCTOCAHA YYBCTBUTEIHOCT KbM HenaeHaK U aleTHIICATUINIIOBA
KHCeNrHa, POU3BOAHM Ha (eHmIoneTHaTa kucennHa u npyru HCIIBC.

45 BzaumojeiicTBHe ¢ IPYrd JeKAPCTBEHH MPOAYKTH U APYru (popMH HA B3auMojeiicTBHE

In vitro MPOYYBaHUATA MMOKa3BaT MHOTO HUCHK MOTEHIMAJ 32 B3AUMOJICMCTBUE C IPYTH JIEKapCTBEHU
MPOIYKTH U B3aUMOJICHCTBUSI IPU CBBP3BAHETO C MPOTCHHUTE (BXK. TOUKa 5.2).

IIpocTarinanIMHOBY aHAJIO3U

Mma MHOTO OrpaHMYCHH JaHHH 32 ¢THOBPEMEHHATa yIoTpeda Ha MPOCTArIaHINHOBU aHAIO3HU U
NEVANAC. Kato ce uma npeaBuj] TeXHUIT MEXaHU3bM Ha JICHCTBHE, SIHOBPEMEHHATa yIoTpeOa Ha
TE3H JICKApCTBEHU MPOJIYKTH HE CE MPEHopbhUBa.

EnnoBpemennara ynorpe6a Ha nokanan HCIIBC u nokaiaHu cTepouan MOXe /1a YBEIUYIH
BB3MOYKHOCTTA 32 MPoOJieMH TpH 3a3/1paBsBaneTo. EnqHoBpemennara ynotpedba Ha NEVANAC ¢
JIEKapCcTBa, KOUTO yIBJDKaBaT BPEMETO Ha KbPBEHE, MOJKE J1a IIOBHUILU PUCKA OT KPHBOM3IUB (BXK.
Touka 4.4).

4.6 @epTHANTET, O)PEMEHHOCT U KbPMEHe

Kenu ¢ JACTCPOJCH ITOTCHIIHM AT

NEVANAC He TpsiOBa J1a ce U3I0JI3Ba OT JKEHU C JIETEPOJIeH IMMOTeHIINAN, KOUTO HE U3II0I3BAT
KOHTpAISIIIHS.

Bbpemennoct

JlurcBat A0CTaThYHO JaHHU OTHOCHO ynoTpe0aTa Ha HenadeHak Mpu OPeMEHHH JKEHHU.
IIpoyuBaHusTa IPY )KUBOTHH ITOKA3BaT PEMPOAYKTHBHA TOKCHYHOCT (BXK. Touka 5.3). [ToTeHIMamHUsT
PHCK TIpH XOpa He € U3BecTeH. T'bil KaTO CUCTEMHATa EKCIIO3UIUS P HEOPEMEHHH JKEHU €
Hes3HaunrtenHa cien iedenre ¢ NEVANAC, puckbT 1o Bpeme Ha OpeMEHHOCT MOJKE JIa CE CUuTa 3a
HUCBHK. BbIpeku ToBa, Thil KaTO MOTHCKAHETO Ha MPOCTarjaHAXMHOBATa CHHTE3a MOXKE Jia ITOBJIHSIC
HEraTHBHO Ha OPEMEHHOCTTA W/WIM eMOPHUOHAITHOTO/PEeTaTHOTO Pa3BUTHE, U/ PAXKITAHETO, W/ UK
noctHatanHoto passutue, NEVANAC He ce mpenopbyBa 1o BpeMe Ha OpEMEHHOCT.
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Kspmene
He e u3BecTHO nanu HenageHak ce eKCKpeThpa B KbpMata. [IpoydBaHusATa PHU )KUBOTHH MTOKA3BaT
eKCKpenus Ha HermaeHak B MIIIKOTO IIPH IUThX0Be. Bee mak, He ce ouakBaT e)eKTH IIpH KbpMadeTa,

ThH KaTO CHCTEMHATa €KCIIO3UIKA Ha KbpMaukaTa Ha HenadeHak ¢ HesHauuteada. NEVANAC moxe
Jla ce M3II0JI3Ba 110 BpeMe Ha KbpMEHE.

DepTuaurer
Jlunicat nannu 3a epexkra Ha NEVANAC BbpXy deprunurera npu xopa.
4.7 EdexTu BbpXy crioco0HOCTTA 3a modupaHe U padoTa ¢ MAIIUHA

NEVANAC He nosusiBa WM IOBIHSIBA IPECHEOPEIKUMO CIIOCOOHOCTTA 3a Iodupane U padoTa ¢
MAIliHH.

BpeMeHHO 3aMbIIsiBaHE WM IPYTH CMYIIECHHUS B 3pEHUETO MOTaT Jia MOBJIMSIAT CIOCOOHOCTTA 32
nopupaHe WK padoTa ¢ MaIIMHU. AKO MPU TOCTABSIHETO HA JIGKAPCTBEHUS MPOIYKT 3PSHUETO CE
3aMbIJIM, TAUEHTHT TPSIOBA J]a N34aKa, J0KATO 3pEHUETO Ce MPOSCHH, Tpeau a modupa wim aa
paboTu ¢ MaIIuHU.

4.8 HexenaHu JeKapCTBEHH PeaKIUU

Pesrome Ha npoduia Ha 6€30I1aCHOCT

B ximHuvHM u3nuTBaHus, BKiItouBamm Haja 1900 naruentu, kouto ca noaydaBaiu NEVANAC

3 mg/ml xamku 3a ouH, CyCIEH3Hsl, Hali-4eCcTO ChOOIIaBaHUTE HEKETAHW PEAKIINH Ca TOUKOBH/ICH
KEepaTHT, KEPATUT, YCEIlaHe 3a Jy>KJO TSUI0 B OYUTE U OYHA OOJIKA, KOUTO ca HAOII0IaBaHU TIPU MEXKTY
0,4% u 0,1% oT maumeHTHTE.

Tayuenmu ¢ ouabem

B 1Be KIIMHUYHY U3NHUTBAHUS, BKIOYBAIIU 594 MalMeHTH, MAIUCHTUTE ¢ AUa0eT ca OUIU MOAJIOKEHN
Ha nedeHrie ¢ NEVANAC kanku 3a oud, CyCIeH3Hs B IpoIb/bkeHre Ha 90 THU 3a MpeoTBpaTsIBaHe
Ha OTOK Ha MaKyJara cliej] onepalus Ha karapakTta. Haii-uecto cho0liaBaHaTa HeKellaHa peakius €
TOYKOBHUJICH KepaTHT, HabIroaaBaH rmpu 1% OT manueHTuTe, KOETO BOJH JI0 ONpE/IeIIsTHE Ha KaTeTopHs
IO YeCToTa ,,uecTr’. JIpyrure Hali-uecTo ChOOIaBaHU HEXKEJIAHU PEaKIIMU Ca KEPaTHT U yCelllaHe 3a
YyXJI0 TSUI0 B OUMTE, KOUTO ce HaOroaaBar ¢choTBeTHO nipu 0,5% 1 0,3% oT nmarMeHTuTe, Kato u
JIBETE HEXEIIAaH! PEaKIIuH ca C KaTeropus Mo YeCTOTa ,,HeUeCTH .
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TabauyeH CIHCHK HA HEXKETAHNUTE pCaKn

CrenHuTe HeXENaHU PEaKIMK ca TPYNUPaHU ChITIACHO ClIeHaTa KOHBEHLIUS: MHOro yecTH (>1/10),
gectr (>1/100 mo <1/10), Hewectn (>1/1 000 mo <1/100), peaxu (>1/10 000 no <1/1 000), MHOTO
penku (<1/10 000) mimu ¢ Hen3BecTHA YecToTa (OT HAIMYHWUTE JaHHHM He MOXKe Ja ObJle HalpaBeHa
otieHka). IIpu Bcsko rpynupane B 3aBUCUMOCT OT YECTOTaTa, HEXKEJTAaHUTE PEaKInu ce U30posBaT B
HU3XOJAL] peJl IO OTHOIIEHHE Ha TSIXHATa CEpPHO3HOCT. [laHHUTE 3a HeXeNaHUTE PEaKkIuu ca
MOJTYYCHU OT KJIMHUYHH HU3MUTBAHUS WK MOCTMapKkeTHHTOBH chobieHns ¢ NEVANAC 3 mg/ml
karku 3a oud, cycrieHsust 1 NEVANAC 1 mg/ml kanku 3a o4, cycreH3usl.

CucTeMo-OopraHHM KJIacoBe He:xenanu peakuum

Hapymienus Ha ”MyHHaTa cHcTeMa Peoxu: CBpbXUyBCTBUTEIHOCT

Hapymenns Ha HepBHaTa cucTeMa Peoxu: 3aMasiHOCT, T1aBO0OOIIHE

Hapymenus Ha ounte Heuecmu: xepaTut, TOUKOBHICH KepaTUT, 1e()EKT HA

POTOBUYHUS €MIUTEN, yCelaHe 3a YyXKIO0 TSUIO B
OKOTO, 0Opa3yBaHe Ha KPYCTH I10 ph0a Ha Kiieravya

Peoku: uput, xopouaanHa edysusi, OTJIaraHus 1o
poroswuiara, 00JIKa B OKOTO, 04€H IUCKOMQOPT,
CyXoTa B OKOTO, Oniehapur, 1pa3HeHe B OKOTO,
CbpOEK B OKOTO, CEKpEeLUs OT OKOTO, aJlepruueH
KOHIOHKTHBUT, YBEITMUCHO CHI300TACISHE,
XHIIEpeMUs Ha KOHIOHKTHBATa

C neusgecmna vecmoma: niepoparys Ha
poroBwUIIaTa, HAPYIIEHO 3a3paBsiBaHe (POTOBHUIA),
MOMBTHSIBaHE HA POTOBHUIIATa, POTOBUYEH Oelrer,
HaMaJIeHa 3pUTEIHA OCTPOTA, [IOJyBaHe Ha OKOTO,
yJIIEPO3eH KEPAaTHT, U3THHSIBAaHE HA POTOBHUIIATA,
3aMBIJICHO 3pCHUE

Cb0BM HapyIICHUS Heuecmu: xunepronus
C neussecmua uecmoma. TIOBUIIEHO KPBBHO
HaJIsIraHe
CromamHo-4peBHU HapyIIEHUS Peoxu: ranene
C Heuszgecmna yecmoma. NOBPbIIAHE
Hapymienns Ha koXaTa ¥ IOJJKO)KHATa Peoku: otmryckaHe Ha KoaTa (IepMaToxayia3us),
ThKaH aJepruyeH JepMaTUT

Onucanue Ha I/I36DaHI/I HCXKECJIaHU pECaKIINH

[TanmenTH ¢ 1aHHM 32 YBpeX/JaHe Ha eruTesia Ha pOrOBUIATa, BKIIIOYUTENHO Nepdopanus Ha
poropuiiata TpssOBa BeaHara fa npeycraHosat npuioxennero Ha NEVANAC u tpsiOBa aa Obaat
npocIie/siBaHM BHUMATEIHO 3a 3[paBUHATA Ha poroBuiiaTa (BkK. Touka 4.4).

Ot nocrmapketuraroBust onut ¢ NEVANAC 1 mg/ml kanku 3a 04H, CyCIIeH3HsI ca yCTaHOBEHH
Cllydau, IpU KOUTO ce ChoOIaBa 3a enuTeneH AedexT/HapynieHne Ha porounara. TexecTra Ha Te3H
cllyyad BapHupa OT HECEPHO3HH €(eKTH BbPXY LIeJOCTTa Ha €MHUTENa Ha POrOBHLATA [0 TI0-CEPHO3HH
CHOUTHS, IPH KOUTO 33 BH3CTAHOBSIBAHE HA SICHOTO 3pEHHE CE M3MCKBA XUPYPrUYHa HaMeca W/Win
JIEKapCTBEHA Teparysl.

[ToctmapkerunroBust onut ¢ JokaaHu HCIIBC npeanonara, 4e naudeHTH, IPEeThPIENd CIOXKHU
OYHH OTICPAIINH, C JICHEPBAIUS HAa POTOBHUIIATA, Ne(HEKTH HA POTOBUYHUS CIUTEI, 3aXapeH IUadeT,
3a00J1BaHUs HA OYHATA TIOBBPXHOCT (HAIp. CHHAPOM Ha CYXOTO OKO), PEBMATOHJICH apTPUT HIIH C
HAKOJIKO OYHHU OTIePAalMU 32 KPAThK MEPUO OT BpeMe, MOXKE J]a UMAT YBEIUYECH PUCK OT MOsSBa HA
HEKEeJaHU PeaklMK OT CTpaHa Ha POrOBUIIATA, KOUTO MOXKE J1a 3acTpaliaBaT 3peHUETO UM.
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IlenuarpuyHa momyaanms

Bezonacnocrra n euxacHoctra Ha NEVANAC npu fena 1 I0OHOIIHN HE ca YCTaHOBEHHU.

CroO1aBade Ha MOAO3UPAHU HEKEIIAHN PEAKIIAU

Cro0IaBaHeTo Ha MMOJI03UPAHN HEeXeNIaHW PEaKIIUH CIIe]] pa3peliaBaHe 3a yrnorpeda Ha JISKapCTBEHUS
MPOAYKT € BaykHO. TOBa MO3BOJISIBA A3 IPOIBIIKH HAOIIOIEHHETO Ha ChOTHOIIEHUETO MOJI3a/PUCK 3a
JIEKapCTBEHUS TPOIYKT. OT MEIHIIMHCKUTE CIICIIHATUCTH CE U3UCKBA Jla ChOOIIABAT BCSKa
MOJI03UpaHa HeKeNNaHa peakilys ype3 HalloOHaIHA CUCTeMa 3a ChoOIIaBaHe, MOCOYCHa B

[punoxenune V.

4.9 Ilpeno3upane

He ce ouakBa j1a BE3HUKHAT TOKCUYHH €EKTH B CIIy4ail HA PeJ03UpaHe IIPH OYHO MPUIIOKEHHE,
HHUTO IPH CITy4aiiHO TIEPOPAITHO MOTIIBIIAHE.

5. ®APMAKOJIOTUYHHA CBOMCTBA

5.1 ddapmakonMHAMHYHHU CBOCTBA

dapmakoTepaneBTuuHa rpymna: OPTaaMOIOTHYHU CPENICTBA, TPOTUBOBB3MAIUTEIHY CPE/CTBA,
nectepounu, ATC kox: SO1BC10

MexaHU3bM Ha JIEHCTBUE

Henadenak e HeCTepOHIHO IPOTUBOBB3MATUTEIHO U AHAITETUYHO IpetekapcTBo. Ciies J0KaIHO
OYHO NPWIIOXKEHHUE, HenadeHaKk MPOHUKBA MPe3 POrOBHUIIATA M MO BIHUSHHUE HA XUIPOJIAa3UTe B OYHUTE
THKaHH, CE MPEBPHIIA B HECTEPOUAHOTO MPOTHBOBB3MATIUTEIHO JICKAPCTBEHO BEIIECTBO aM(peHax.
Amdpenak nHXUOUpa AeCTBHETO Ha MpocTarianud H cuHTa3ara (IMKI0OKCUTeHas3a), H3UM
HEOoOXO0/IMM 3a MPOAYKIMATA HAa POCTATTIAHIMH.

JlonbaHUTENIHU (hapMaKOJIOTMYHU CBOMCTBA

[Tpwm 3aiitm e noka3aHo, ye HenaeHak MHXHOWpPA HapyIIaBaHETO Ha KPbBHO-PETHHAIHATA Oapuepa u
3aeJJHO ¢ TOBa NOTHUCKa cuHTe3a Ha PGE2. EX Vivo e nokasaHo, 4e eqHOKpaTHA 703a HenadeHax,
MPWIOKEHA JIOKATHO B OKOTO, MOTHCKA CHHTE3aTa Ha MPOCTArJIaHANH B UPHCA/IIMINAPHOTO TAIIO
(85%-95%) u perunara/xopounesra (55%) croTBETHO 110 6 Yaca u 4 4aca.

q)aDMaKOlII/IHaMI/IT-IHI/I ed)eKTI/I

[To-ronsiMaTa 4acT OT XUAPOIUTUYHOTO MPEBPBIIAHE CE OCHIIECTBIBA B PETHHATA/XOPOUICITA,
MOCJICZBAHO OT UPUCA/IIUIIMAPHOTO TSUIO M POTOBUIIATA B ChOTBETCTBUE ChC CTEIIEHTA HAa ThKaHHATA
BacKyJapu3amus.

Pesynratute or kiimHHYHUTE M3nuTBaHus nokassat, ue NEVANAC 3 mg/ml kanku 3a ouwn,
CYyCIIEH3H1s HE OKa3BaT 3HAYMM €(PEeKT BbPXY BHTPEOYHOTO HAIIATAHE.
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Knauangna CQQI/IKaCHOCT 1 0€30IMacHOCT

IIpeoomepamsasane u nevenue Ha nocmonepamueHa 00IKA U 8bL3NANEHUE, CEbP3AHU C ONnepayus Ha
Kamapakma

Eduxacuocrra n 6e3omacaoctra Ha NEVANAC 3 mg/ml nmpu mpoduiakTrika 1 TeUeHne Ha
MocTonepaTUBHA O0JIKa U Bh3MAJIIEHNE, CBbP3aHHU C Ollepanys Ha KaTapakTa, ca JOKa3aH!u B JBE
MacKHpaHH, JIBOWHOCIICTIH, TUIAe00-KOHTPOIUPAHH KIMHUYHY N3MUTBAHUS TIPH

06mol 339 marmentu. [Ipu Te3u npoyyBaHus, IPU KOUTO NPHIAraHETO HA MAIIMEHTUTE € BEIHBK
JTHEBHO, KaTO Ce 3alloyBa ¢AMH JICH MPeIu olepannsiTa Ha KaTapakTa, MPOAbKaBa ce B JeHS Ha
ornepauusTa u npe3 mbpeute 14 nau Ha mocronepatuBHusa nepuoa, NEVANAC 3 mg/ml kanku 3a
0YH, CyCIICH3Hs MTOKa3Ba M0-100pa KIMHIYHA e(h)UKACHOCT B CPABHEHHE C HOCHTEIISI IPH JICYCHUE HA
MIOCTOTIEpaTHBHA OOJIKA M Bb3IAICHHE.

[ManmenTure, nekyBanu ¢ NEVANAC, e mo-mMaiko BeposiTHO Jla UMaT 00JIKa B OKOTO M U3MEPUMU
NPU3HALM Ha Bh3MaJeHUE (KJIeThUHA PEakiys B IPeHO-KaMepHaTa TEYHOCT U MOJIOXKNTeIeH TuHIam)
B paHHUSA TOCTONCPATUBCH NEPHUOA U 10 Kpasd Ha JICUCHHUETO, B CPABHCHHUE C TC3U, JICKYBAHU C HETOBUSA
Hocuten. [Ipu aBere npoyuBanus, NEVANAC u3uncTBa Bh3NaieHHeTo Ha 14-us JeH ciies
omnepauusita npu 65% u 68% ot naunentute, B cpaBHeHue ¢ 25% u 35% OT mauueHTuTe, KOUTO ca
noiy4asaiu Hocuten. [Iponenture Ha numica Ha 6oska B rpynata Ha NEVANAC ca 89% u 91%, B
cpasaenue ¢ 40% u 50% ot nanueHTuTe, MoIydaBaid HOCUTET.

Hsikoun manmentu ca noiay4daBaan NEVANAC 3 mg/ml kanku 3a oun, cycriensus g0 21 qau ciaen
onepanusta. Edukacnoctra cnen 14-us neH ot onepanusita obaue He € Ouiia oleHeHa.

B nombiHenue, npu enHo ot aete kaunauuHu u3nutBanus, NEVANAC 3 mg/ml kamku 3a oun,
CYCICH3Hs, PHIIOKEH BEAHEK JHEBHO, € MMoKa3ai He mo-Manka epuracaoct ot NEVANAC 1 mg/ml
KalKH 3a 04U, CYCIICH3Us, PUIIOKEH TPU IIBTU JHEBHO 3a MPO(HIaKTHKA U JICUCHUE Ha
MOCTOIIEPATHBHA 0O0JIKA M Bh3MAIICHHUE CJIC/ ONepalus Ha KaTapakTa. [IpoleHTUTe Ha N3YHCTBAaHE Ha
BB3MAIICHUETO U JIUICa Ha OOJIKA ca CXO/HU 3a J[BaTa MPOYKTa MPU BCUYKH MOCTONIEPATHBHU OLCHKH.

Hamanasane na pucka om nocmonepamusen omox Ha Makyiamd, C6bp3ai C Onepayus Ha Kamapaxma
npu nayuermu ¢ ouabem

3a onensiBane Ha epukacuoctTa u 6e3omacuoctra Ha NEVANAC 3 mg/ml kamnku 3a oun, cycnieH3ust
BEJIHBK JHEBHO, 3a MPEIOTBPATABAHE HA MOCTOIICPATUBEH OTOK HA MaKyJjiaTa, CBbpP3aH C OIlepalus Ha
KaTapakTa, ca MPOBEJICHH J[BE MPOYUYBAHUS MPH MAIMEHTH ¢ auadeT. B Te3u mpoydBaHus, MpuiaraHeTo
Ha IPOYYBAHOTO JICKAPCTBO € 3aII0YHATO SAMH JICH IPEIU ONEePAIUATa, POIBIDKCHO € B ICHS Ha
onepanuara u 10 90 THU OT MOCTONEPATUBHUS IEPHOI.

B nBere nBoitHOMacKupaHu, paHAOMHU3UPAHH, KOHTPOJIUPAHHU C HOCUTEN IPOYYBaHUs, IPOBEIECHH MTPU
MAIMeHTH ¢ TuabeTHa PETHHOMATHS, 3HAYUTEITHO TIO-TOJISIM MTPOIICHT OT MAI[UeHTHTE B IpyIrara ¢
HOCHTEJI ca TOJTy4HiIH OTOK Ha Makyinata (17,3% u 14,3%) B cpaBHEHHE C TALIMEHTUTE, JICKYBaHHU C
NEVANAC 3 mg/ml (2,3% u 5,9%). ChoTBETHUTE NPOLIEHTH B HHTETPUPAH aHAIH3 HA 2-T¢
npoyuBanus ca 15,9% B rpynara ¢ Hocuten u 4,1% B rpynmata ¢ NEVANAC (p<0,001). 3nauntesnno
IO-TOJISIM TIPOTICHT OT MAITUEHTUTE ca MOCTUTHAIN 15-6yKBEHO MIIH TIO-TOJISIMO IMOJ00peHIE Ha

nen 14, koeto e noabpxano 70 aeH 90 B rpynara Ha NEVANAC 3 mg/ml (61,7%), B cpaBHEeHue ¢
rpynata ¢ Hocuren (43%) B eJHOTO pOyUYBaHe; IPH BTOPOTO NPOYUBaHE, NPOLIEHTHT Ha NAlUEHTUTE
€ CXOJICH B 2-Te TPYIH Ha JieueHHe 3a Ta3u KpaiiHa Touka (48,8% B rpynara na NEVANAC u 50,5% B
rpynara ¢ Hocuten). B nHTerpupan ananus Ha 2-Te IpOy4YBaHUs, IPOLECHTHT Ha MalueHTuTe ¢ 15-
OykBeHO nogoOpenue Ha aeH 14, koeto ce mogabpxa 10 AeH 90 e mo-roisiMo B rpymnara Ha
NEVANAC 3 mg/ml xamnku 3a oun, cycrensus (55,4%), B cpaBHeHHe ¢ rpymara ¢ Hocuren (46,7%,
p=0,003).
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IlequarpuyHa momyaanms

EBpomneiickaTa areHius 1o JekapcTBaTa 0CBOOO0AaBa OT 3abJLDKEHHETO 33 IPEOCTaBSHE Ha
pesyararute ot npoyuBanusta ¢ NEVANAC BbB BCHUKH TIOATPYNH Ha TIeAUATPUYHATA TIOMYIIAIUS
IpHU MPOoHITAKTHKA U JICYSHUE Ha IOCTOIIEpaTHBHA OOJIKA M Bb3MAJICHHE, CBBP3aHH C Ollepanys Ha
KaTapakTa (BXK. Touka 4.2 3a uH(pOpMaIys OTHOCHO yIoTpeda B MeIUaTpusTa).

5.2 dapMakoKHMHETHYHM CBOIiCTBA

AOcopOuus

Crnen npunarane Ha eqaa kanika NEVANAC 3 mg/ml kanku 3a o4u, CyCrieH3usl B IBETE OYH BEIHBXK
JTHCBHO 32 YETHUPH JTHH, [IPH MO-TOJISIMA YacT OT MAIUSHTUTE CE HAOJI0JaBaT HUCKU, HO OTIPEICITHMHU
IJIa3MEHH KOHIICHTpAITMU Ha HermadeHak 1 amdeHak, ChOTBETHO 2 M 3 Waca Cje] Ipriaraie Ha
no3ara. CpenHuUTe cTalMoHApHY TTa3MeHH Cmax Ha HemadeHak 1 aMpeHak cliesl JOKATHO OYHO
npuioxkenue ca crorBeTHo 0,847 + 0,269 ng/ml u 1,13 £ 0,491 ng/ml.

Pasnpenenenue

Amdenak nma ronsiM aUHUTET KbM CEPYMHUTE AIOYMUHH. IN VItro, mpoueHTsT CBbp3aH HenadeHak
KbM aIOyMHH OT TUTHX, YOBEIIKH alIOYMWUH W YOBEUIKU cepyM € ChoTBeTHO 98,4%, 95,4% 1 99,1%.

HpOy‘-IBaHI/Iﬂ IIpU IJTBXOBE IIOKAa3BaT, Y€ paaArOaKTUBHO Oens3anu MaT€puaid, CBbp3aHu C aKTUBHOTO
BCIICCTBO, CC€ PA3NpCACIIAT HIMPOKO B OpraHnu3Ma CJjiel CAHOKpAaTHA WJIIM MHOI'OKpaTHa repopaiHa J03a

14C-nenadenax.

[IpoyuBanus mpu 3ali1y MOKA3BAT, Y€ JIOKATHO PUIIOKEHHUAT HelladeHaK ce pa3npeiens JOKATHO OT
[peIHaTa YacT Ha OKOTO B 33/IHMTE OYHU CErMEHTH (PETHHA U XOPUOHIEs).

Buorpanchopmarnus

Henagenak npersprisiBa OTHOCUTEIHO Obp3a OMoakTHBaNys 10 aM(eHaK 4pe3 BbTPEOYHHTE
xugponasu. Cnen ToBa aM(eHaK MpeThpIisiBa eKCTEH3UBEH METa00IN3bM JI0 TIO-TIOJIIPHA META0OJIUTH,
BKITIOUBAII XHJIPOKCHIIUPAHE HA apOMATHUS MPBCTEH, KOETO BOJH JI0 00pa3yBaHe Ha TIIOKYPOHUIHU
KOHIOTaTH.

Pagnoxpomarorpadcku aHanu3u Npean U ciie]] XUIposin3aTa Ha B-TIIIOKYpOHH/Ia3aTa IOKa3Bar, ye
BCHYKH METa0OJINTH ca oA (popMaTta Ha TIFOKYPOHUIHU KOHIOTATH, C U3KIIIOYEHNE Ha aM(eHaK.
AmMpeHak e OCHOBHUAT METa0OJIMT B MJIa3Mara, mpeacTaBiaBail npuoausutento 13% ot obmara
TTa3MeHa palioakTUBHOCT. BTOpHAT Hali-uecTo cpeliaH mia3MeH MeTa0oHT € WICHTH(QHUIIUPAH KaTo
S-xuapokcu HenadeHak, IpeAcTaBIsABaIl NpUOIU3UTEIHO 9% OT obmata paanoakTUBHOCT MPU Crax.

B3aumoeiicTBysI ¢ qpyrH JIeKapCTBeHH NpoayKTH: IN Vitro HuTo HemadeHnak, HUTO aM(eHaK MOTHCKAT
HAKOM OT OCHOBHHTE METaOOJIMTHH aKTUBHOCTH Ha doBemkus ruroxpom P450 (CYPLA2, 2C9, 2C19,
2D6, 2E1 u 3A4) npu konuentparmu 10 3 000 ng/ml. [Topaau ToBa B3auMOISHCTBHS, BKIFOUBAIIH
CYP-meaunpan MeTabonrM3bM Ha €THOBPEMEHHO NpHUIaraHy JeKapcTBEHH MPOAYKTH, Ca MAJIKO
BEpOSITHU. B3anMoeicTBrs, MEZIMMPAHU OT CBBP3BaHE C IPOTEHHH, ChIIIO Ca MAJIKO BEPOSTHH.

Enumunupane
Cnen nepopaiso npuioxenue Ha “*C-nenadenak Ha 31paBH J0OPOBOJIH, € YCTAHOBEHO, Y&

OCHOBHUST ITHT HA OTJICJISTHE HAa PAJIMOAKTUBHOCTTA € UpEe3 ypUHATA, TPUOIU3UTEINHO 85%, TOKaTO
OTJIENIHETO ¢ (PeKATMHUTE TPEACTABIABA OKOJIO 6% OT Jo03aTa.
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5.3 IlpenkJIMHUYHM JAHHU 32 §€30MACHOCT

HexnmuHnaHuTe TaHHM HE TIOKAa3BaT 0COOCH PUCK 3a XOpa Ha 0a3aTa Ha KOHBCHIIMOHATHUTE
(hapMaKOJIOTHYHU MPOYYBAHHS 32 O€30MMACHOCT, IPOYIBAHHS 32 TOKCHUIHOCT ITPH MHOTOKPATHO
MprIarane ¥ TeHOTOKCHYHOCT.

He ca npoBexaaHu ABATOCPOYHU MPOYUBAHUS 332 KAPIIMHOTCHHOCT Ha HemadeHax.

[Ipu penpoayKTUBHU MPOYYBAHUS C HeMa(eHaK MPY IUTHXOBE, TOKCHYHUTE J03M 32 MalKara

>10 mg/Kg ce cBBP3BAT ¢ AUCTOKHS, YBEINYCHA MOCTUMILIAHTAI[HOHHA 3ary0a, HaMaJleHO TErIo 1
pacTex Ha peTycuTe U HaMaeHa mpexuBsieMocT Ha (erycure. [Ipu OpemeHHH 3aiiy, 103a OT

30 mg/kg mpu maiikaTa, KOATO MPEAU3BUKBA C1aba TOKCHYHOCT Y MaiiKhTe, MOKa3Ba CTATHCTHYCCKU
3HAYMMO YBEJIUYCHUE Ha CIy4YauTe Ha MajaopMaIliu MIPU MAIKUTE.

6. OAPMAIEBTUYHU JAHHU

6.1 Chnucbk Ha IOMOIIHHUTE BellecTBa

bopHa kucenuna

[IponuneHrnukon

Kap6omep
Hatpues xnopun

I'yap

Kapmeno3za HaTpuit

[unaTtpues enerar

benzankoHues xjopuj

HarpueB XuapOKCH/] W/HIK XJIOPOBOIOPO/IHA KHCenHa (3a Kopekuus Ha pH)
[Ipeuncrena Bona

6.2 HecbBMecTUMOCTH

Henpunoxumo

6.3 Cpok Ha rogHocT

18 mecena

Jla ce u3xBbpiau 4 ceqMUIM Clle]l TbPBOTO OTBApPSIHE.

6.4 CneuuaJHu ycja0BHUS HAa CbXpaHeHUe

Ja ue ce cpxpansBa Hax 25°C. CrxpansiBaiiTe OyTHIKaTa B KapTOHEHATa OTIAKOBKA, 32 J]a Ce Mpena3u
OT CBETJIMHA.

3a yclIoBuATa HA ChXPAHEHHE CJIC/ TbPBOHAYATHO OTBAPSHE HA JICKAPCTBEHUS MPOAYKT BHIKTE
Touyka 6.3.

6.5 Buau chabpkaHue HA ONIAKOBKATA
Kpsria nnm oBanHa OyTHIIKA OT IOJIMETHIICH C HUCKA IUTBTHOCT, € IO3MPAIll HAKpaltHUK U Osi1a
Karayka Ha BUHT OT MOJMIPOIUIICH, chabpkama 3 ml cycnensus. Bytuinkara Mmoxe 1a Obe

IIOCTaBCHA B ITIJIMKYC.

Kapronena xytusi, cbapprkama 1 OyTuika.
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6.6 CnenmaJHu Npeana3Hu MEPKH NMPH U3XBBHPJIsIHE

Hsama CIiClIMaJIHN U3UCKBAHU 3a U3XBBPJISAHC.

7. NMPUTEXATEJ HA PABPEHLIEHUETO 3A YIIOTPEBA
Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Hpnanaus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/07/433/002
EU/1/07/433/003

9. JATA HA ITBPBO PA3PEIIABAHE/IIOJJHOBSAIBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

Jata Ha mepBo paspemasane: 03 maii 2013 r.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

[MonpoGHa uHpoOpMaIMs 3a TO3U JICKAPCTBEH MPOJIYKT € MpeocTaBeHa Ha yeOcaiita Ha EBporelickara
areHIus 1o JiekapcreaTa http://www.ema.europa.eu.

23


http://www.ema.europa.eu/

MNPUJIOKEHHUE ||

MMPOU3BOJUTEJ, OTTOBOPEH 3A OCBOBOKJABAHE HA
MAPTUIU

YCJIOBUA NN OTPAHUYEHUS 3A TOCTABKA U YIIOTPEBA

JAPYI'N YCJIOBUSA N UBUCKBAHUSA HA PASPEINIEHUETO 3A
YIIOTPEBA

YCJIOBUA NI OTPAHUYEHUS 3A BE3OITACHA 1 E@EKTUBHA
YIIOTPEBA HA JIEKAPCTBEHMUSA ITPOAYKT
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A.  IIPOU3BOAUTEJL, OTTOBOPEH 3A OCBOBOKJIABAHE HA ITAPTHUIN

Hwme v agpec Ha MPOU3BOANUTEA, OTTOBOPEH 33 OCBOOOXK/IABAHE HA MAPTHINTE

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

B-2870 Puurs,

benrus

b. YCJIOBUA NWJIN OT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexkapCTBEHUSAT MPOIYKT C€ OTITyCKa IO JIEKAPCKO MPEIICaHNE.

B. JPYI'M YCJIOBHUSA U N3UCKBAHUS HA PASPEHIEHUETO 3A YIIOTPEBA
. Ilepuoguynu akTyaau3upanu aokaaau 3a oezonacuoct (ITAIB)

M3uckBanusTa 3a nogaBane Ha ITAJIb 3a To3u 1eKapCTBEH NPOAYKT, €4 IOCOYEHU B CIMCHKA C
pedepentauTe natu Ha EBpomnetickus cpio3 (EURD crucek), npensuaes B wi. 1078, an. 7 ot
HupextuBa 2001/83/EO, u BbB BCUUKH CIIEABAIIN aKTyaTu3alu, MyOIMKyBaHH Ha €BPOICHCKUS
yeOImopTa 3a JeKapCcTBa.

r. YCI0BUs NWJIN OT'PAHUYEHUA 3A BESOITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUSA TIPOAYKT

. Ilnan 3a ynpasiaenue Ha pucka (ITYP)

[Mpurtexarenst Ha paspeiiennero 3a ynorpeda (ITPY) TpsioBa 1a n3BbpIIBa H3UCKBAHUTE IEWHOCTH U
JeMCTBUS, CBBP3aHH C IPOCIEsIBaHE Ha JIeKapcTBeHaTa 0€30MacHOCT, mocoueHu B ogoopenus 11YP,
npencraseH B Mozyn 1.8.2 Ha pa3pemieHneTo 3a ynotpeda, KakTo U BbB BCUUKH CIEABAIIH 0100peHU
aktyanusauuu Ha ITYP.

Axrtyamuzupas [IYP ce nonasa:

. 1o uckane Ha EBpomnelickaTta areHIys 1o JIeKapcTBaTa;

. BUHAru, KOraTo ce M3MeHs CUCTeMaTa 3a yIpaBJIeHHE Ha pUCKa, 0COOCHO B pe3yiITaT Ha
MoJTy4aBaHe Ha HOBa HH(OpMaIIYsi, KOSTO MOXe Ja JIOBEJIe JI0 3HAYMMU IPOMEHH B
CHOTHOILIECHUETO MOJI3a/PUCK, WK CJIe]l IOCTUTaHe Ha BaskeH eTar (BbB Bpb3Ka ¢ IpOoCiesiBaHe
Ha JIeKapCcTBeHaTa 0€30MacHOCT WM CBEXKAHE HA PHCKA 10 MHHUMYM).
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HNPUJIOXKEHHUE |11

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHH, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OITIAKOBKA

KYTHS 3A EJHA BYTUJIKA OT 5 ml

‘ 1. HUME HA JIEKAPCTBEHUS TPOAYKT

NEVANAC 1 mg/ml xanku 3a o4u, CyCIeH3Ms
HenageHaK

‘ 2. OBABABAHE HA AKTUBHOTO BEIIECTBO

1 ml ot cycniensusra chabpka 1 mg HenadeHax.

3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

Manwuton E421, kapbomep, HATpHEB XJIOPHI, TUIOKCAIIOIN, TUHATPUEB €1eTaT, OCH3AIKOHNUEB XIIOPH/I,
HATPUEB XUIPOKCHU] H/HIIH XJIOPOBOIOPOIHA KUCEIMHA U IPEYUCTEHA BO/IA.

Buxre nucToBkaTa 3a noeue MHGOpMALHSL.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Kanku 3a oun, cycnensus

1x5ml

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

Pasknarere no0Ope npenu ynorpeda.
Ipenu ynorpeba mpoyereTe JUCTOBKATA.
OuHO TPUITOKEHHUE

6. CHHEHHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUSAT NPOAYKT TPSBBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT HIOTJVIEJA U TOCET'A HA IELIA

Jla ce cpxpaHsIBa Ha MSCTO, HEAOCTHITHO 34 JICTIa.

‘ 7. APYI'U CIIEHUAJIHU TPEAYNIPEXJIEHUSA, AKO E HEOBXOAUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

Tlonen go:
Ja ce u3xBbpau 4 ceAMUIIM CIIe]T TBPBOTO OTBapsIHE.
OTBOpCH Ha:
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‘ 9. CIIEHUAJIHHU YCJIOBUs HA CbXPAHEHUE

a e ce cpxpansBa Hax 30°C.

10. CHELOUAJIHM NPEANNASHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKNBA

11. HWME U AJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Wpnannus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/07/433/001 1x5ml

13. TAPTHUAEH HOMEP

[Tapt.Ne

14, HAYMUH HA OTIITYCKAHE

HCKapCTBeHHSIT IMPOAYKT C€ OTIIYCKa I10 JICKAPCKO NPCATIMCAHUC.

| 15. VKA3AHMS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIMA HA BPAMJIOBA A3BBYKA

Hepanax 1 mg/ml

‘ 17. YHMKAJIEH WAEHTH®UKATOP — JIBYU3IMEPEH BAPKO/J

JByn3mepeH 0apKoj ¢ BKIIIOYEH YHUKaJIEH HACHTU(PHUKATOP

‘ 18. YHUKAJIEH WJEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MMUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJJUHUYHU
II'bPBUYHU OITAKOBKH

ETUKET 3A BYTUJIKA

‘ 1. HUME HA JIEKAPCTBEHUA INTPOAYKT U IIBT HA BBBEKJIAHE

NEVANAC 1 mg/ml xanku 3a oun
HemadeHax
O4YHO TIPHITOKEHUE

‘ 2. HAYYH HA ITIPUJIOKEHHUE

[Ipenun ymorpeba mpoyereTe TMCTOBKATA.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

OTtBOpeH Ha:

4. IHAPTUJIEH HOMEP

[Tapt. Ne

5. CBbABPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

5ml

6. JPYIO
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JAHHH, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OITIAKOBKA

KYTHUA 3A EJHA BYTHJIKA

‘ 1. HUME HA JIEKAPCTBEHUS NTPOAYKT

NEVANAC 3 mg/ml xanku 3a 04u, CyCIeH3usI
HenageHaK

‘ 2. OBABABAHE HA AKTUBHOTO BEIIECTBO

1 ml ot cycniensusra chbpka 3 Mg HenadeHax.

3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

BopHa kucennHa, MpONUISHITIMKOI, KapOoMep, HATPUEB XJIOPHI, I'yap, KapMello3a HaTPHid, AUHATPHEB
ezieTat, OeH3aJIKOHUEB XJIOPHU/, HATPHEB XUAPOKCU U/UIIH XJIOPOBOIOPOAHA KUCEIIMHA U IIPEUHCTeHa
BOJA.

BwxkTe nmucToBKara 3a nmopeue HH(GpOpMaIIUSL.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

Kamnkwu 3a oun, cycnensus

1x3ml

5. HAYYH HA ITIPUJIOKEHUE U IBbT(UIIA) HA BBBEXKJIAHE

Pasknarere noOpe npenu ymnorpeda.
[Ipenu ymorpebda mpoverere JIMCTOBKATA.
O4HO mpuIOXEeHNEe

6. CIHIEHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT IIOTJVIEJA U TOCET'A HA JTELIIA

I[a CC CbXpPaHsABa Ha MACTO, HCAOCTHIIHO 3a ACIA.

‘ 7. APYI'U CIIEHUAJIHU TPEAYNIPEXJIEHUSA, AKO E HEOBXOAUMO

Benunx qHeBHO
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‘ 8. JATA HA I3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:
Ja ce u3xBbpiu 4 ceIMUIIM CIIe]T TBPBOTO OTBApPSIHE.
OTBOpEH Ha:

| 9. CIIEHUMAJIHU YCJIOBUS HA CbXPAHEHUE

Ha He ce cpxpansaBa Hag 25°C. CexpansBaiiTe OyTHIKaTa B KApTOHEHATa OMAKOBKa, 32 J1a ce MpeAra3u
OT CBETJIMHA.

10. CHELOHWAJIHM NPEANTASHU MEPKU INTPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME U AJJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Wpnannns

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

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

13. TAPTHJIEH HOMEP

[Tapt. Ne

14. HAYMUH HA OTIIYCKAHE

.HeKapCTBCHI/IHT MMPOAYKT CC OTIIYCKa I10 JICKAPCKO NPCATIMCAHUC.

‘ 15. YKA3AHWNSA 3A YIIOTPEBA

‘ 16. WH®OPMAIMA HA BPAHJIOBA A3BYKA

Hepanax 3 mg/ml
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‘ 17. YHUMKAJIEH WAEHTUH®UKATOP — JIBYU3MEPEH BAPKO/J

JIByn3mepeH 0apKoJi C BKIFOUSH YHUKAJICH UICHTU(DHUKATOD

‘ 18. YHMKAJIEH UIAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CBABPXKXAT MAJIKUTE EJJUHUYHN
II'bPBUYHU OITAKOBKH

ETUKET 3A BYTUJIKA

‘ 1. HUME HA JIEKAPCTBEHUA INTPOAYKT U II'bT(MIIA) HA BBBEKJIAHE

NEVANAC 3 mg/ml xanku 3a oun
HemadeHax
O4YHO TIPHITOKEHUE

‘ 2. HAYYH HA ITIPUJIOKEHHUE

[Ipenun ymorpeba mpoyeTeTe TMCTOBKATA.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4, HAPTUJIEH HOMEP

[Tapt. Ne

5. CBbABPKAHUE KATO MACA, OBEM WJIN EJUHULIA

3ml

6. JIPYTO
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MUHHMMYM JAHHU, KOUTO TPABBA JA CbABPXKAT MAJIKUTE EAUHNYHHU
II'bPBUYHU OITAKOBKH

INJIMKYE

l 1. HUME HA JIEKAPCTBEHUA TPOAYKT

NEVANAC 3 mg/ml xanku 3a oun
HemaeHax
OuHO MPUITOKEHUE

‘ 2. HAYMH HA ITPUJIOKEHUE

ITpenu ynorpeba mpoyereTe JIUCTOBKATA.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

Ja ce u3xBbpau 4 ceIMUIIN CJIeNT THPBOTO OTBAPSIHE.

‘ 4. IHAPTUJIEH HOMEP

ITapt. Ne

5. CBbABPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

3ml

|6  JAPYTO
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b. JUCTOBKA
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JIncroBKa: l/IH(l)OpMaIlPlﬂ 3a MalMeHTa

NEVANAC 1 mg/m| kanku 3a o4, cycrnieH3ust
uernadenax (nepafenac)

IIpoyeTeTe BHUMATETHO HAJIATA JUCTOBKA, MPEAN A 3all09HeTe /1a N3M10J13BaTe TOBA

JIEKapCTBO, Thil KaTO TS ChABP:KAa BaskHa 3a Bac ungopmanus.

- 3amazere Ta3u IUCTOBKA. MOJKe /1a C€ HAJIOKH J1a 51 POYETeTe OTHOBO.

- AKO “MaTe HSIKaKBH JIOMBIIHUTEIHN BBIIPOCH, IONUTaiiTe Bamms nexap, papManeBT uin
MEIUIMHCKA CeCcTpa.

- ToBa nekapcTBoO € mpeanucano Ju4HO Ha Bac. He ro npeorcrriBaiite Ha apyru xopa. To Moxe
Jla IM HaBpe.M, He3aBICHMO 4e MPU3HAIUTE Ha TIXHOTO 3a00IsIBaHe ca ChIIUTe KaTto BamuTe.

- AKO Mony4nTe HIKaKBH HEXeJIaHU peakiuy, yBenomere Bamus nekap, hapManeBT win
MEeJIULUHCKA cecTpa. ToBa BKIIFOUBA U BCUUKH Bb3MOXKHH HEXKEJIaHU PEAKLIMH, HEOIUCAHU B
Ta3W JIUCTOBKA. Bikre TOUKa 4.

Kakso CbABbpPiKa Ta3u JIMCTOBKaA

Kaxso mpencrasmsiea NEVANAC 1 3a kakBo ce U3Mon3Ba
Kakgo Tps10Ba na 3naere, npeau Aa uznonssare NEVANAC
Kak na mzmomsBare NEVANAC

BB3MOKXHH HEXETaH! peakiuu

Kak na cexpansBare NEVANAC

ChbabpxaHue Ha ONAaKOBKATa M AOIBIHUTEIIHA HHPOPMALUS

ogakrwhE

1. Kaxkso npeacrasiasiBa NEVANAC u 3a kakBo ce U3M0J13Ba

NEVANAC cpabpika akTHBHOTO BEIIeCTBO HemadeHaK U MPUHAIJIEKH KbM IpyIia JIeKapCcTBa,
HapeuyeH! HeCTEpONIHN poTHBOBB3NanuTeanu cpenctaa (HCIIBC).

NEVANAC ce u3non3sa npu Bb3pacTHU:

- 3a IpeIoTBpaTsBaHe U 00JieKyaBaHe Ha OOJIKA U BB3MAICHUE B OKOTO CJIe]] Olepanus Ha
KaTapakra (mepJe) Ha OKOTO

- 3a HaMaJIsIBaHE HAa PHCKA OT OTOK Ha MaKyJiaTa (I1oyBaHe B 33JJHAaTa 4acT Ha OKOTO) CIIe]
orepariys Ha KarapakTta (repjie) Ha OKOTO IPH MaIMeHTH ¢ aualer.

2. Kakso TpsioBa 1a 3Haete, npenu Aa usnoazsate NEVANAC

He uznomBaiite NEVANAC

- aKo CTe alepruuHu KbM HenageHaK WK KbM HSIKOSI OT OCTaHAJIUTE ChCTaBKH Ha TOBA JIEKAPCTBO
(u30poeHu B TouKa 6),

- aKo CT€ AIEPTUYHM KbM APYTH HECTEPOUIHU poTHBOBE3NaiuTenHu cpenctea (HCIIBC),

- aKo CTe MOJy4aBalH acTMa, KOKHA aJiepTysl WITU CHITHO Bh3NalleHHE Ha HOCa, KOTaTo
uznon3pare apyru HCIIBC. [Ipumepu 3a HCIIBC ca: anetuicanuuuioBa KUCEINHA,
ndynpodeH, keronpodeH, TUPOKCHKAM, TUKIOPEHAK.

[Ipenynpe:xaeHust ¥ NpeaNna3Hl MEPKH

I'oBopere ¢ Bamus niekap, papmarieBT nin MeIUIIMHCKA cecTpa, npeau Aa nsnomssare NEVANAC:

- aKo JICCHO T0JIy4aBaTe CUHUHM WM UMaTe MPOOJIeMH C KPbBOTCUEHHUE, HIIM CTE MMaJIi TAKUBa B
MMHAJIOTO.

- aKO MMaTe HIKAKBO JPYTro HapyIlIeHUE Ha ouuTe (Hamp. OYHa WHEKIUS ), WIH aKO H3IM0I3BaTe
JIPYTH JIEKapCTBa 3a 0YHO IPUIoKeHHE (0COOEHO JIOKATHU CTEPOUIH).

- aKo uMare auaober.

- aKO MMaTe PEBMAaTOUJICH apTPUT.

- aKO CTE MPETHPIIEITH HAKOJIKO OYHH OIEPaIlH 32 KPAaThK IEPUOJT OT BPeMe.
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N36srBaiite cirpHYEBaTa CBETIIMHA 110 BpeMe Ha JieueHueTo ¢ NEVANAC.

He ce npenopbuBa HOCEHETO HA KOHTAKTHH JICIU CIIE OTepalus Ha karapakTa (nepje). Bammsr
nekap e Bu kaxe kora 1e MojkeTe OTHOBO J1a M3II0JI3BaTe KOHTAKTHU JIEIH (BUYKTE CHIIIO
-NEVANAC cbappika OCH3aIKOHHUEB XJI0PHI”).

Jlena v roHOIIN
He naBaiiTe ToBa IekapCcTBO Ha JIella ¥ IOHOIIN 1o 18-romuImHa Bh3pacT, Thil KaTo 6€30IMacHOCTTa 1
e(hMKacHOCTTA MPU Ta3M IOIYJIAIUsS HE Ca YCTAHOBCHU.

Jdpyru aekapcrtea u NEVANAC
Tps0Ba na kaxxere Ha Barmust iekap win hapManesT, ako MpuemMate, HaCKOpO CTE MPUEMANTH HIIH €
BB3MOJKHO J1a TIPHEMATE JPYTH JICKapCTRa.

NEVANAC mosxe 1a moBnusie wiv 1a ObJie MOBIHSH OT APYTH JIEKAPCTBA, KOUTO U3IOJ3BATE,
BKITIOUHUTEIIHO APYTH KAIKH 32 OYM 3a JICUCHHE Ha TIIayKoMa.

Nudopmupaiite cpmro Bamms nekap, ako mpuemare JeKapcTBa, KOUTO HAMAIISIBAT ChCHPBAHETO HA
kpbBTa (Bapdapun) win npyru HCIIBC. Te moxe na yBenudaT prucka OT KbpBEHE.

BpeMeHHOCT M KbpMeHe

AKko cTe OpeMeHHa, WK € Bb3MOXKHO Ja 3a0peMeHeeTe, KOHCYNTHpaiTe ce ¢ Bamms ekap npean na
nznon3sate NEVANAC. XKennte, KouTo MoraT Jja 3a0peMeHesT, TpsIOBa Ja N3Mmon3BaT eheKTHBHA
KoHTpanenius o BpeMe Ha jgeueHueto ¢ NEVANAC.

He ce npenopruBa ynorpedbata Ha NEVANAC mo Bpeme Ha OpemenHocT. He m3mon3Baiite
NEVANAC, ocBeH ako He € H3pUYHO Npeucan ot Bammus nekap.

Axo kppmute, NEVANAC moxke na npoHnkHe B KbpMmarta. He ce ouakBart o0ade edeKkTr BbpXY
kbpmadero. NEVANAC Moke fa ce u3Ioi3Ba 1o BpeMe Ha KbpPMEHe.

Axo cTe OpeMeHHa WM KbPMUTE, CMsITaTe, Y€ MOXKeE Ja CTe OpeMEeHHa WM TUIaHUpaTe OpeMEeHHOCT,
nochBeTBaTe ce ¢ Bamus nexap win gapmaneBT npeau ynorpedaTta Ha TOBA JIEKapCTBO.

Hlodupane u paéora ¢ MAIIMHU

He modupaiite u He paboTere ¢ MalIMHM, J0KaTO 3peHreTo Bu He ce mposichu. Be3MokHO €
HenocpezacTeeHo cinen noctaBsHeto Ha NEVANAC na ycraHoBuTe, de 3peHueto Bu e kpaTkoTpaiiHO
3aMBIJIEHO.

NEVANAC cbabpaxa 6eH3aIKOHUEB XJI0pUI

TOBa JICKapCTBO CbABbPIKA 0,25 mg 6eH3aJ'IKOHI/IeB XJIOpHUJ BbB BCCKU 5 mI, KOUTO Ca CKBUBAJICHTHU Ha
0,05 mg/ml.

KoncepautsT B NEVANAC, GeH3ankoHNeB XJIOpHI, MOXKe Jia ce abcopOupa OT MEKUTe KOHTAKTHU
JIEIIU ¥ MOKE Ja MPOMEHH LiBeTa Ha jiemuTe. TpsaOBa 1a cBauTe KOHTAKTHUTE JICIH MIPEIH
ynorpe0aTa Ha TOBa JIEKapCTBO U J1a M34aKaTe MoHe 15 MUHYTH IpeAr Aa T OCTaBUTE OTHOBO.
beH3ankoHNeB XJIOpUI MOXKE CHIIO Jla IPUYNHHM Ipa3HEHEe Ha 04YNTE, 0COOEHO aKo UMaTe ,,CyXO OKO*
WM HapylIeHWe Ha pOoroBuIaTa (Ipo3payHys CJIOH B IpeIHATa YacT Ha OKOTO). AKO UMaTe
HeoOHMUaifHO ycellane B OKOTO, KaTo IapeHe WiM 00JIKa B OKOTO ClIe/ yrnoTpedaTa Ha TOBa JIEKapCTBO,
ropopere ¢ Banus sekap.
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3. Kaxk na nznoassare NEVANAC

Bunaru u3non3BaiiTe ToBa JISKapCTBO TOYHO KakTo Bu e kazan Bammsr iekap wiu gpapmanieBT. AKO
HE CT€ CUTYpHH B Hello, monuTaiite Bamus ekap v papmarieBT.

Nznom3eaiite NEVANAC camo 3a Bammre oun. [la He ce MOrbpia Wik HHXEKTHPA.

IIpenopbunTeHATA 1032 €
Enna kamka B 3acerHaToTo OKO WM OYH, TPH IIBTH JHEBHO — CyTPHUH, 00e/ 1 Beuep. M3non3Baiite mo
€IHO U CBhIIIO BPEME BCEKH JIEH.

Kora na ce npujiara u KoJako IbJro

3anounere 1 neH mpeau onepanusaTa Ha IepaeTo Ha okoTo. [Ipoasikere B AeHs Ha onepanusaTa. Cuen
TOBa U3MO0JI3BANTE KAIKUTE TOJIKOBA IBJITO, KOJIKOTO By e kazan Bamusat nekap. Toa moxe na
MPOIBIDKY 10 3 CeAMHUIH (3a IPEAOTBpaTIBaHe M O0JiekyaBaHe Ha O0JIKa W BB3MAJICHNE B OKOTO) WA
1o 60 nHu (3a mpenoTBpaTsIBaHE Ha Pa3BUTHUETO HA OTOK HAa MaKyJjaTa) ciej onepanusta Bu.

Kak na ce u3noJizea
W3muiite cu pbueTe, Npeau 1a 3aoYHeTe.

. Pasknatere mobpe npenu ynotpeba.

. OTBBpTETE Karmaykara Ha OyTHIIKATA.

. Crnen KaTo KarmaykaTa € CBaJleHa, aKo 3al[UTHHUAT MPBCTEH € XJ1abaB, MaXHETE To, IPe/IH Jia
W3IION3BATE MPOAYKTA.

. JpbxTe OyTHIIKaTa, HACOUSHA HAJIONY, MEX/1y Maylela U MPbCTUTE.
HaxnoHnere riaBa Hazaz.

. PasTBopere moyHUS Kilenady ¢ OYHCTEHHS BeUe PBCT, Taka ue Jia ce o0pa3yBa “Imko0” MeKIy
Hero u okoTo. KamnkaTa Tpsi6Ba 1a mona e UMEHHO Ha ToBa MsCTO (¢wur.1).

. Jobmmkete Bbpxa Ha OyTriikata 6m30 10 okoTo. Hampasere ro mpen oriemano, ako TOBa BU
YIICCHSIBA.

. He noxocsaiite okoTo uiu Kienaya, 3a00MKasmaTa T 00JIacT WIK APYTH HOBBPXHOCTH C
BbpXa Ha aluIMKaTopa-KarmkoMep. ToBa MoXe J1a 3aMbPCH KarKHTe.

. BHumarenHno HaTHCHeTe ocHOBaTa Ha OyTuiKkara, 3a Aa usnycHe eana kanka NEVANAC.

. He cruckaiite OyTunkara: T € KOHCTpYUpaHa Taka, e camo JIEK HATUCK Ha IBHOTO €

nocrarbueH (¢pur.2).

AKO M3M0JI3BaTe KaIKUTE 32 JBETE OUM, IOBTOPETE CHITUTE CTHIIKHM U MPHU APYTroTo 0KO0. Cien
ynotpe0a, BeHara rmocTaBeTe Kanadkara Ha OyTHiIKaTa U 5 3aTBOpPETe J00pe.

Axo Kamnkara He nomnagHe B OKOTO, OIIMTANTE OTHOBO.

AKO M3moJI3BaTe U APYTH KaIlKy 32 04M, H3YaKaiTe IOHEe eT MUHYTH MEKAY MOCTaBIHETO Ha
NEVANAC u npyrute Kamku.

AKO cTe M3I0JI3BAaJIM MoBe4ye oT Heodxoaumara xo3a NEVANAC

WznnakHeTe 0kOTO cH ¢ ToILIa BoAa. He mocTaBsiiTe moBeue Kamky JOKaTO HE JIOiIe BpeMe 3a
ciieaBalara oon4aiina gosa.
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AKo cTe nponycHaam aa usnojzsatre NEVANAC

[locraBere enHa Kamka BeHAra cies KaTo ce ceTuTe. AKO IIOYTH € BpeMe 3a ClIeBalara /103a,
MPOITYCHETE Ta3M U MPOABIDKETE ChC ClICABAINATA J103a 1o Bairara oouualina cxema. He nmocrassiiite
JIBOIHA /1034, 3a 1a KOMIIEHCUpAaTe MpoIycHaTaTa 103a. He mocraBsiiTe moBeue OT €1HA KalKa B
3aCETHATOTO OKO (09M) 3 TbTH JHEBHO.

Ako cte cpesu ynorpedata Ha NEVANAC

He crupaiite ynotpebara Ha NEVANAC, ako mbpBo He cTe ce OChBeTBANM ¢ Barmws sekap.
OOUKHOBEHO MOKE J]a MPOABIDKUTE YIoTpebdara Ha KalKUTe, OCBEH aKO HE MOJyYHTe CEPHO3HU
HEe)KeJaHU peaknu. AKO NMaTe MPUTECHEHUs, ToBopeTe ¢ Barms nekap nnu gpapmanesT.

AKO MMare HIKaKBH JOBIHATEITHA BBIPOCH, CBBP3aHH C YIIOTpedaTa Ha TOBa JIEKAPCTBO, IIOMTUTANTE
Bamus nekap, papmarieBt nin MEIUIIMHCKA CECTPa.

4, B1b3MOKHH HeKeJTaHU pPe€aKkumumn

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Jia MMPCAU3BUKA HEKETIaHU PEAKIIUU, BBIIPEKU Y€ HE
BCCKHU I'Ml I10JTy4aBa.

PuckbT 0T HexXenaHu peakiy, 3acsraliy poropunara (mpodiemMu Mo NOBbPXHOCTTa HA OKOTO), MOXKE
Jla € TIOBUILICH, aKO UMare:

- YCIOXKHEHA O4Ha OIlepalnus
- HSKOJIKO OYHH OIEpally 3a KpaThbK NEPHO OT BpeMe

- HSKOW HapyIIEHHUs Ha MOBbPXHOCTTA Ha OKOTO, KaTO Bh3MAJIEHUE WU CYyX0Ta B OKOTO
- HsIKOM 001IM 3a00JIIBaHMSI, KaTO THA0ET MM PEeBMATOUIEH apTPHUT

Cbpikere ce He3abaBHO ¢ Bamms ekap, ako ounte Bu ce 3a4epBAT oBeYe WU CTAaHAT I10-
00JIe3HEHH, JTOKATO U3IOJI3BATE KankuTe. ToBa MOXeE Jla € B pe3yJiTaT Ha Bh3IaJICHUE HAa OUHATA
MTOBBPXHOCT ChC WM 03 3ary0a Wi yBpeK/IaHe Ha KIJIETKH, WK Bh3MaJIeHHe Ha OI[BETEHATa YacT Ha
okoTo (upwut). Te3u HexenaHu peaxiyu ca HabmronaBanu npu a0 1 Ha 100 gymm.

CrieiHUTE HEXENaHH peakimu cbio ca omn HadmoaaBann ¢ NEVANAC 1 mg/ml kanku 3a ouw,
cycriensus win NEVANAC 3 mg/ml kanku 3a 04u, CyCIICH3Us HJIH U JIBETE:

Heuectn (moorce oa 3aceenam oo 1 na 100 oyuu)

o OuHH He)KeJIaHHM PeaKIHH: Bh3MAIICHHE HA OYHATA MOBBPXHOCT ChC MM 03 3aryda wiiH
YBpEXIaHe Ha KJIETKH, YCELIaHe 3a UyXKJI0 TsUI0 B OUuTe, 00pa3yBaHe Ha KOPHYKH IO Kiieraya
WK CTIaJ]aHe Ha KJlernaya

Penxu (moowce 0a 3aceenam 0o 1 na 1 000 oyuu)

o OuHHM He)KeJJaHH PeaKIMH: Bh3NAJICHUE Ha upuca, 00JIKa B OKOTO, O4€H AUCKOMPOPT, CyX0Ta
B OKOTO, OTOK Ha KIIeTIauuTe, JpasHeHe B OKOTO, ChPOEK B OKOTO, CEKPEIHsl OT OKOTO,
aNiepruyeH KOHIOHKTHBUT (OYHA aJeprHs), YBEINYCHO ChI300T/ICISHE, OTIaraHus 0 OYHATa

MMOBBPXHOCT, TCUHOCT HUJIM IOAYBAHE B 3a/lHATA YaCT HAa OKOTO, 3a4CPBABAHC Ha OKOTO.

. OO0mM HesKeJIaHW PeaKIUM: 3aMasiHOCT, TTIaBOOOJTHE, aJIeprUYHI CUMITTOMH (aJIepTH4eH OTOK
Ha KJIenaya), rajicHe, Bh3NaJieHHEe Ha KOXKaTa, 3a4epBsiBaHEe U ChPOCK.
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C Hen3BeCTHA YeCTOTA (0m HAluYHUmMe OAHHU He Modice 0a ObOe HanpaseHa oyeHKa)

. O4HH HexKeJIaHU PeaKLMM . YBPE)KJaHE Ha IOBBPXHOCTTA Ha OKOTO, KATO HAaIIpUMED
W3TBHABaHE WK Nepdopalysi, HapyIIeHO 3a3paBsiBaHe Ha OKOTO, OeJIer Mo o4HaTa
MOBBPXHOCT, IOMBTHSIBAaHE, HAMAJIEHO 3pEHHUE, [I0JyBaHE HA OKOTO, 3aMBIJICHO 3PEHHUE.

. OO0uu He)KeTaHU pPeakIMM: TIOBPBIaHe, IOBUIICHO KPBBHO HaJISTAHE.

Cho01iaBaHe HA HEKEJAHU PeakIuu

AKO TIONTy4NTe HIKAKBU HEXKEJIAaHU JICKAPCTBCHH PEaKIIMH, yBeoMeTe Barst nexap uin apMmarieBr.
ToBa BKIIIOUBa BCUYKH Bb3MOKHU HEOMUCAHU B Ta3U JINCTOBKA HEXKEIaHU peakimu. MoXkeTe ChIIo Ja
CHOOIINTE HEeXKEITAH! PEeaKIINU ITUPEKTHO Ype3 HAIIMOHAIHATA CHCTEMA 3a ChOOIIaBaHe, II0COYEHA B
[punoxenune V. Kato crobmaBare HexXEIIaHA PEakIy, MOKETE Ja afeTe CBOsI MPUHOC 3a
MOJTydaBaHe Ha MOBede HHPOPMAIIHsSI OTHOCHO OE€30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na cexpansiBate NEVANAC
Jla ce chxpaHsBa Ha MSCTO, HEIOCTBITHO 32 JieIa.

He u3non3BaiitTe TOBa JIGKApCTBO CJIE] CPOKA HA TOJHOCT, OTOEIs3aH BbpXY OyTHIIKATa M KapTOHECHATA
omnaxkoBKa cinen ,,l'oneH 70”. CpoKbT Ha TOTHOCT OTIOBAPS HA MOCIEAHUS ACH OT HOCOUYECHHS MECELL.

Ja He ce cpxpansaBa Hag 30°C.

UzxBbpnere OyTnikaTa 4 ceqMUIIH Ciell TBPBOTO OTBApsIHE, 32 1a ObJaT n30erHaTH eBeHTYaIH!
nHgeknuu. Hanuinere garata Ha OTBapsiHE Ha 03HAYECHOTO 3@ TOBA MSCTO BbPXY €THKETa Ha
OyTHJIKaTa U KapTOHEHATa KYTHS.

He n3xBbpisiiTe ekapcTBaTa B KaHAIU3ALMATA WIA B KOHTEHHEpa 32 JJOMAIIHA OTNabIIH.
[NonuTaiite Bammst hapManeBT Kak Aa U3XBHPISTE JIeKapcTBaTa, KOMTO Beue He u3noiseare. Tesn
MEpKH ILI€ CIIOMOTHAT 3a OIIa3BaHE Ha OKOJHATA CPela.

6. Cbm,pma}me Ha OMaKOBKaTa U JO0IIbJHUTEC/IHA HH(l)OpMaIlI/lﬂ

Kaxkso coabp:xa NEVANAC
AxTuBHO BemiecTBo: Henadenak. Equn ml ot cycniensusita cbappika 1 Mg HenadeHax.

- JIpyTH ChCTAaBKU: OCH3AIKOHHUEB XJIOPH/ (BHKTE TOUKA 2), KapOomep, AMHATPUEB eIeTAaT,
MaHUTOJ, IPEYUCTEHA BOJA, HATPUEB XJIOPU] U THUIIOKCAIION.
Jlo6aBeHu ca MaJIKU KOJIMYEeCTBA HATPUEB XUIPOKCHUJT M/HITH XJIIOPOBOJIOPOIHA KHCEIIMHA 32
oAABP)KaHEe Ha HOPMAJTHO HUBO Ha KucenuHHOCT (pH HUBO).

Kaxk m3rne:xxna NEVANAC u kakBo ChbAbp:Ka 0MaKOBKAaTa

NEVANAC e Teunoct (CBETIO0XbJITa 10 CBETIO0pAHIKEeBA CYCIICH3HUs) U CE JIOCTaBs B OIIAKOBKA,
ChIbpIKAIIIA e/IHA MIacTMacoBa OyTHIIKA OT 5 M| ¢ Kamayka Ha BUHT.

41


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

IIpuTe:kaTes Ha pa3pelieHUETO 3a yoTpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Hpnangus

IIpousBoauTen

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

B-2870 Puurs

benrns

3a mombIHUTETHA WHGOPMAIIHS OTHOCHO TOBA JIEKAPCTBO, MOJISL, CBBPKETE CE€ C JTOKATHUS
TIpeICTaBUTEI Ha MIPUTEXKATEIS Ha pa3pelieHneTo 3a ynorpeoa:

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

Boarapus
Novartis Bulgaria EOOD
Tem.: +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: 449911 2730

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

E)ada
Novartis (Hellas) A.E.B.E.
Tni: +30 210281 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
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Lietuva
SIA Novartis Baltics Lietuvos filialas
Tel: +370 5269 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 88 04 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



Ireland Slovenija

Novartis Ireland Limited Novartis Pharma Services Inc.
Tel: +353 1 260 12 55 Tel: +386 1 300 75 50

Island Slovenska republika

Vistor hf. Novartis Slovakia s.r.o.

Simi: +354 535 7000 Tel: + 421 2 5542 5439

Italia Suomi/Finland

Novartis Farma S.p.A. Novartis Finland Oy

Tel: +3902 96 54 1 Puh/Tel: +358 (0)10 6133 200
Kvbzpog Sverige

Novartis Pharma Services Inc. Novartis Sverige AB

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

Latvija United Kingdom (Northern Ireland)
SIA Novartis Baltics Novartis Ireland Limited

Tel: +371 67 887 070 Tel: +44 1276 698370

IlaTa Ha MOCJECAHO NMpepasrjaexKaaHne Ha JUCTOBKaTa

JApyru uzrouynuuy Ha uHGopMmanus
[Honpo6Ha mH(OpMaIs 3a TOBa JIEKAPCTBO € MpeAoCTaBeHa Ha yeOcaiita Ha EBpornelickaTta areHnus
1o JiekapcTBaTa http://www.ema.europa.eu.
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JIncroBKa: l/IH(l)OpMaIlPlﬂ 3a MalMeHTa

NEVANAC 3 mg/m| kanku 3a o4, cycrnieH3ust
uernadenax (nepafenac)

IIpoyeTeTe BHUMATETHO HAJIATA JUCTOBKA, MPEAN A 3all09HeTe /1a N3M10J13BaTe TOBA

JIEKapCTBO, Thil KaTO TS ChABP:KAa BaskHa 3a Bac ungopmanus.

- 3amazere Ta3u IUCTOBKA. MoOJKe /1a ce HaJIOKH J1a 5T IPOYETeTe OTHOBO.

- AKO “MaTe HSIKaKBH JIOMBIIHUTEIHN BBIIPOCH, IONUTaiiTe Bamms nexap, papManeBT uin
MEIUIMHCKA CeCcTpa.

- ToBa nekapcTBoO € mpeanucano Ju4HO Ha Bac. He ro npeorcrriBaiite Ha apyru xopa. To Moxe
Jla IM HaBpe.y, He3aBICHMO 4e MPU3HAIUTE Ha TSIXHOTO 3a00sIBaHe ca ChIIUTe KaTto BamuTe.

- AKO Mony4nTe HIKaKBH HEXeJIaHU peakiuy, yBenomere Bamus nekap, hapManeBT win
MEeJIULUHCKA cecTpa. ToBa BKIIFOYBA ¥ BCUUKU Bb3MOKHU HEKEJIaHU PEaKIUH, HEONIUCAHU B
Ta3W JIUCTOBKA. Bikre TOUKa 4.

Kakso CbABbpPiKa Ta3u JIMCTOBKaA

Kaxso mpencrasmsiea NEVANAC 1 3a kakBo ce U3Mon3Ba
Kakgo Tps10Ba na 3naere, npeau Aa uznonssare NEVANAC
Kak na mzmomsBare NEVANAC

BB3MOKHH HEXETaH! Peakiuu

Kak na cexpansBare NEVANAC

ChbabpxaHue Ha ONAaKOBKATa M AOIBIHUTEIIHA HHPOPMALUS

ogakrwhE

1. Kaxkso npeacrasiasiBa NEVANAC u 3a kakBo ce U3M0J13Ba

NEVANAC cpabpika akTHBHOTO BEIIeCTBO HemadeHaK U MPUHAIJIEKH KbM IpyIia JIeKapCcTBa,
HapeuyeH! HeCTEpONIHN poTHBOBB3NanuTeanu cpenctaa (HCIIBC).

NEVANAC ce u3non3sa npu Bb3pacTHU:

- 3a MpeoTBpaTsBaHe 1 o0JieK4yaBaHe Ha 00JIKa U Bh3MAJICHHE B OKOTO CJIe]] OTepariys Ha
karapakrta (mepsie) Ha OKOTO.

- 3a HaMaJIsIBaHE HAa PHCKA OT OTOK Ha MaKyJiaTa (I1oyBaHe B 33JJHAaTa 4acT Ha OKOTO) CIIe]
orepariys Ha KarapakTta (repjie) Ha OKOTO IPH MaIMeHTH ¢ aualer.

2. KaxkBo Tps6Ba 1a 3Haerte, npeau aAa usnoiassate NEVANAC

He uznomsBaiite NEVANAC

- aKo CTe aJepruuHu KbM HenaeHaK WK KbM HSIKOSI OT OCTaHAJIUTE ChCTaBKH Ha TOBA JIEKAPCTBO
(u306poeHu B TouKa 6)

- aKo CT€ aJIEPTUYHM KbM JAPYTH HECTEPOUIHN poTuBoBB3nanmutenau cpeactsa (HCIIBC)

- aKo CTe MOJy4aBalH acTMa, KO)KHA aJieprys WM CHITHO Bbh3NaJCHHE Ha HOCa, KOraTo
n3nomnssare gpyru HCIIBC. IIpumepn 3a HCIIBC ca: aneruncanuuioBa KUceanuHa,
noynpodeH, keronpodeH, TUPOKCHKAM, TUKIOPEHAK.

[Ipenynpe:xaeHust ¥ NpeaNna3Hl MEPKH

I'oBoperte ¢ Bamus siekap, papmalieBT uiu MEIUIIMHCKA cecTpa, npean Aa usnonseare NEVANAC:

- aKo JIECHO TIOJTy4aBaTe CHHUHU HJIM UMaTe MPoOJIeMH ¢ KPhBOTEUYCHHUE, U CTE MMAJIA TAKHBA B
MUHAJIOTO

- aKo UMarte HIKaKBO JPYro HapyIIeHHE Ha ounTe (Harp. OUYHa WHQEKIINs), WK aKO M3M0JI3BaTe
JIPYTH JIEKapCTBa 3a 0YHO NPUIoKEHHE (0COOEHO JTOKATHU CTEPOUIH)

- aKo UMare auadeT

- aKO MMAaTe PEBMATOHJICH apTPUT

- aKo CTe MPETHPIIETH HAKOIKO OYHH OIEPAIlUH 332 KPaThK MEPHOJI OT BpEME.
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W36srBaiite cirpHYeBaTa CBET/IMHA 110 BpeMe Ha jeueHueTo ¢ NEVANAC.

He ce npenoppuBa HOCEHETO HA KOHTAKTHH JICIIH CJIe]] oTiepalys Ha kaTapakTa (mepae). Bammst
nekap e Bu mochBeTBa Kora mie MoYKeTe OTHOBO Ja U3M0I3BaTe KOHTAKTHH JIeUIH (BIKTE ChIIO
»NEVANAC chabpika OCH3aIIKOHUCB XJIOpHIT”).

Jlena v roHOIIM
He napaiite TOBa JIekapCTBO Ha Jiella ¥ FOHOIIH 0] 18-roIuIlIHa Bh3pacT, Thid KaTo 0€30MacHOCTTa U
e(hMKacHOCTTA MPU Ta3M IOIYJIAIUs HE Ca YCTAHOBEHU.

Jdpyru aekapcrBa u NEVANAC
Tps6Ba 12 kaxere Ha Baius nexap win GapMmarieBT, ako mpremMare, HACKOPO CTe MPUEMATTH HITH €
BB3MOXKHO JIa TPUEMATe APYTHU JICKapCcTBa.

NEVANAC moxe 1a noemnusie Wi 1a ObJlie OBIUSH OT APYTH JIEKapCcTBa, KOUTO M3MONI3BATE,
BKITIOUHUTEIIHO APYTH KAIKH 32 OUYM 3a JICUCHHE Ha TIayKoMa.

Nudopmupaiite cpmo Bamms nekap, ako mpuemare JeKapcTBa, KOUTO HAMAIISIBaT ChCHPBAHETO HA
kpbBTa (Bapdapun) win apyru HCIIBC. Te moxe n1a yBeanyar pucka OT KbpBEHE.

BpeMeHHOCT M KbpMeHe

Axo cte OpeMeHHa, M € Bb3MOXKHO J1a 3a0peMeHeeTe, KOHCYJITHpaiiTe ce ¢ Barmus nexap npeaun na
nznon3sate NEVANAC. XKennte, KouTo MoraT Ja 3a0peMeHesT, TpsIOBa Ja n3Mmon3BaT eheKTHBHA
koHTpanemnius mo BpeMe Ha jJeueHuero ¢ NEVANAC. He ce npenoppusa ynotpedbara Ha NEVANAC
o Bpeme Ha OpemenHocT. He nznonzsaiite NEVANAC, ocBeH ako He € U3pUYHO MPEANHCaH OT
Bamus nekap.

Axo kppmute, NEVANAC moxke na npoHnkHe B KbpMarta. He ce ouakBat o0ade eeKkTr BbpXY
kbpmaueTo. NEVANAC Moske 1a ce u3IoJi3Ba 1o BpeMe Ha KbPMEHE.

AKo cTe OpeMeHHa U KbpMUTE, CMsTaTe, 1€ MOXKe J1a CTe OpeMeHHa WU IUIaHupaTe OpeMeHHOCT,
nochBeTBalTe ce ¢ Bamms nexap wim gapmanesT npeau ynorpedaTta Ha TOBA JIEKapCTBO.

Hlogupane u paGora ¢ MAIIMHK

He modwupaiite u He paboTeTe ¢ MallluHH, I0KATO 3peHreTo Bu He ce mposicHu. Br3MOKHO e
HenocpeacTeeHo cnen nocraBsHeTo Ha NEVANAC na ycraHoBuTe, ue 3penuero Bu BpemeHHO €
3aMBIJICHO.

NEVANAC cbabp:xa 6eH3aIKOHHEB XJIOPUT

ToBa JICKapCTBO CbABbPIKA 0,15 mg OEH3aJIKOHHUEB XJIOpHUJ BbB BCCKU 3 mI, KOUTO Ca CKBUBAJICHTHHU Ha
0,05 mg/ml.

KoncepsantsT B NEVANAC, GeH3ankoHNeB XJI0pHI, MOKeE a ce abcopOupa OT MEKUTEe KOHTaKTHU
JIEIIY ¥ MOKE Ja MPOMEHH LiBeTa Ha jiemuTe. TpsadBa 1a cBauTe KOHTAKTHUTE JICIH MIPEIH
yrnoTpebara Ha TOBa JIKAPCTBO H Ja U34aKate MoHe 15 MUHYTH Mpe/u Jia T' MOCTABUTE OTHOBO.
BenzankoHueB XJIOpUI MOXKE CHIIO J1a IPUYMHH Apa3HEHE HA OYUTE, OCOOCHO aKo UMare ,,CyX0 OKO™
WM HapylIeHWe Ha pOoroBuIaTa (Ipo3payHys CJIOH B IpeIHATa YacT Ha OKOTO). AKO UMaTe
HeoOn4JaifHO ycelaHe B OKOTO, KaTo MapeHe Wi 00JIKa B OKOTO cie]] yoTpebara Ha TOBa JIEKapCTBoO,
ropopete ¢ Baius nekap.
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3. Kaxk na nznoassare NEVANAC

Bunaru u3non3BaiiTe ToBa JISKapCTBO TOYHO KakTo Bu e kazan Bammsr iekap wiu gpapmanieBT. AKO
HE CT€ CUTYpHH B Hello, monuTaiite Bamus exkap v papmariesT.

Nznom3eaiite NEVANAC camo 3a Bammre oun. [la He ce MOrbpia Wik HHXEKTHPA.

IIpenopbunTeHaTAa 1032 €
Enna xamka B 3aCErHaTOTO OKO WJIM OYH, BETHHX JTHEBHO. M3Mon3BaiTe Mo e1HO U CHII0 BpeMe BCEKH
JIEH.

Kora na ce npujiara u KoJako IbJro

3anounere 1 neH mpeau onepanusaTa Ha IepaeTo Ha okoTo. [Ipoasikere B AeHs Ha onepanusaTa. Cuen
TOBa U3MO0JI3BANTE KAIIKUTE TOJIKOBA IBJITO, KOJIKOTO By e kazan Bamusat nekap. Toa Moxe na
MPOIBIDKY 70 3 CeAMHUIH (3a IPeA0TBpaTIBaHe M oOJiekyaBaHe Ha O0JIKa U Bh3IAICHNE B OKOTO) HIIH
1o 60 nHu (3a mpenoTBpaTsIBaHE HAa Pa3BUTUETO HA OTOK HA MaKyJjaTa) clie]] oneparusaTta Bu.

Kak ga ce u3mojsBa

W3muiite cu ppueTe, Npeau 1a 3al04HeTe.

Pasknarere moOpe npenu ymnorpeda.

OObpHeTe 3aTBOpeHaTa OyTHIIKA HAJOIy U 5 pa3KiaTeTe eAHOKPAaTHO MpeIu BCIKa yrnoTpeoda.
OtBbpTeTE Karaukara Ha OyTUiIKara.

Cren xaro Karaykara € CBaJieHa, ako UMa 3alllUTeH MPBCTEH U € XJ1abaB, MaxHeTe ro, Ipeau 1a
W3IION3BATE MPOAYKTA.

JpbxTe OyTHIKaTa, HACOUeHA HAJIONY, MEX/1y Maylela U MPbCTUTE.

Haxkionere riaBa Hazaq.

. Pa3ztBOpeTe noHMA Kilenad ¢ MOYMCTEHUS Bede IPhCT, Taka 4e Ja ce o0pasyBa “mKo0” Mexay
Hero 1 okoTo. Karnkara TpsiOBa 1a momnagHe UMEHHO Ha ToBa MsicTo (¢ur.1).

. HobnwxkeTe Bbpxa Ha OyTuiikaTta 6J1M30 10 okoTo. HampaseTe ro mpen oriienano, ako ToBa BU
YJIECHSIBA.

. He noxocsaiite okoTo MM Kienadva, 3a00MKajsIaTa I 00JIacT WIK APYTH HOBBPXHOCTH C
BbpXa Ha aluIMKaTopa-KamkoMep. ToBa MoXe J1a 3aMbPCH KarKHTe.

. BraumMarenno ctucHeTe OyTHiKaTa, JOKAaTO €HA KarKa ce OT/ienu B okoTo Bu (¢wur.2).

AKO U3M0JI3BaTE KAMKUTE 3a IBETE OUM, TOBTOPETE CHIIUTE CTHIIKU U MpU Apyroto oko. He e
HEOOXOIMMO J1a 3aTBapsTe M pa3Kianiare OyTUIIKaTa MEXIly PUIOKeHUsITa B 1BeTe oun. Cnen
ynotpeba, BeJlHara NocTaBeTe Karmaykata Ha OyTHIIKaTa U s 3aTBOpeTe A00pe.

AKO Karkara He IIoImaJHC B OKOTO, OIUTANTE OTHORBO.

AKO M3MOJI3BATE U APYTH KAIKU 3@ OUH, M3YaKaiTe MOHE MeT MUHYTH MEX/Y TTOCTaBIHETO Ha
NEVANAC u apyrute Kamkm.
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AKO cTe M3I0JI3BAaJIM MoBe4ye oT Heodxoaumara xo3a NEVANAC
M3nnakHeTe OKOTO CH € ToIia Bojia. He mocrapsiiTe moBeye Kamnku, I0KaTo He J0iie BpeMe 3a
cieaBalaTa ooOnyaiina 1o3a.

Ako cte nponmycHain Aa uznoazsate NEVANAC

[TocTaBere eaHa Kamka BegHAra ciiefl KaTo ce CeTUTe. AKO MOYTH € BpeMe 3a cie/Balara J03a,
MPOITYCHETE Ta3M U MPOABIDKETE ChC ClIABAINATA J103a 1o Bairara oouuaiina cxema. He nmocrassiiite
JIBOIHA /1034, 3a 1a KOMIIEHCUpAaTe MpoycHaTaTa 103a. He mocraBsiiTe moBeue OT €1HA KalKa B
3aCErHATOTO OKO (0YH).

Ako cTe cnpesu ynorpeoata Ha NEVANAC

He criupaiite ynotpebara Ha NEVANAC, ako mbpBo He cTe ce IOChBeTBANM ¢ Barmms sekap.
OOMKHOBEHO MOXKE Jla MPOJIBIDKUTE YIIOTpedara Ha KalKUTe, OCBEH aKO HE MOJYYUTE CEPHUO3HU
HEXKEJTaHU PeaKIlvy.

AKO MMaTe HSIKaKBH JIOMBJIIHUTEIHN BBIIPOCH, CBBP3aHH € YIOTpebaTa Ha TOBa JICKAPCTBO, MOTHUTANTEe
Bamms nekap, ¢papManeBT Wi MEAUIIMHCKA CECTPA.

4, B1b3MOKHH HeKeJTaHU pPe€aKkumuun

Kakro Bcnuku JIEKapCTBa, TOBA JICKAPCTBO MOXKE Jia IMMPCAU3BUKA HEXKETIaHU PEAKIIUH, BBIIPEKU Y€ HE
BCCKU I' ITIOJTy4aBa.

PuckbT 0T HexXenaHu peakiy, 3acsraliy poropuuara (mpodieMu o NOBbPXHOCTTa HA OKOTO), MOXKE
Jla € MOBUILIEH, aKO UMarTe:

- YCIIOXHCHA OYHa Onepanus

- HAKOJIKO OYHH OIICpalu 3a KpaTbK NEPHUO OT BPpEME

- HAKOU HApYIICHUS HAa IMOBBPXHOCTTA HA OKOTO, KATO BB3MAJICHUE UJIN CYyXO0Ta B OKOTO
- HAKOH 06IJ_II/I 3a6OJ'I5{BaHI/IH, Karto ,I[I/Ia6eT HJIN pEBMATOUJCH apTPHUT.

Cebpxere ce He3abaBHO ¢ Bamms sekap, ako ounte Bu ce 3a4epBsT oBeye WM CTaHAT T10-
0o0JIe3HEHH, JIOKATO M3I0JI3BaTe KarkuTe. ToBa MOXeE Jia € B pe3yJsiTaT Ha Bh3MaJIeHUE Ha O4YHATa
MOBBPXHOCT ChC WM 03 3ary0a HiTi yBpEeXKIaHe Ha KICTKH, MU Bh3MAIICHHE Ha OIIBETEHATA YacT Ha
okoTo (uput). Te3u HexeTaH peakiuu ca HaOmonaBanu npu 1o 1 Ha 100 gymm.

Crieninute Hexenanu peakimu ca 6w Habmomxasanu ¢ NEVANAC 3 mg/ml kanku 3a oun,
cycrensus it NEVANAC 1 mg/ml xanku 3a oum, CycrieH3us1, WIN U JBETE:

Heuectn (mooice 0a 3aceenam 0o 1 na 100 oywiu)

. O4HH HexKeJIaHU PeaKUMH: Bh3NAJICHHE Ha OYHATa TIOBBPXHOCT ChC MM Oe3 3aryda nim
yBpEKIaHe Ha KJIETKH, yCeIl[aHe 3a Ty’K10 TSUI0 B 04nTe, 00pasyBaHe Ha KOPUUKH 110 KiIernada
WIN CHIaJIaHe Ha KJIeTaya.

Penxu (moowce 0a 3aceenam 0o 1 na 1 000 oyuu)

. OuHHM He:KeJJaHM PeaKLHH: Bb3IIAJICHNE Ha Hpuca, 00JIKa B OKOTO, OUEH AUCKOMQOPT, CyX0Ta
B OKOTO, OTOK Ha KJIETIayHTe, Ipa3sHEeHe B OKOTO, ChpOEK B OKOTO, CEKPELHsl OT OKOTO,
aJIepruueH KOHIOHKTUBUT (OYHA aleprusl), yBEIUUICHO CHI300TACISIHE, OTIaraHus o oYyHaTa

MMOBBPXHOCT, TCUHOCT HUJIM IIOAYBAHE B 3a/lHATA 4YaCT HAa OKOTO, 3a4CPBABAHC HAa OKOTO.

. OO0 HeKeJIaHU PeaKIUu: 3aMasiHOCT, TIIaBOOOIHE, aJICPTUYHNA CHMIITOMH (JIEPTHYCH OTOK
Ha KJienava), rajicHe, Bh3MaJICHHE Ha KOXKaTa, 3aUepBSIBaHE U ChPOCK.
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C Hen3BeCTHA YeCTOTA (0m HAluYHUmMe OAHHU He Modice 0a ObOe HanpaseHa oyeHKa)

. O4HH HexKeJIaHU PeaKLMM . YBPE)KJaHE Ha IOBBPXHOCTTA Ha OKOTO, KATO HAaIIpUMED
W3TBHABaHE WK Niepdopalys, HapyIIeHO 3a37paBsiBaHe Ha OKOTO, Oeler mo oyHara
MOBBPXHOCT, IOMBTHSIBAaHE, HAMAJIEHO 3pEHHUE, [I0JyBaHE HA OKOTO, 3aMBIJICHO 3PEHHUE.

. OO0uu He)KeTaHU pPeakIMM: TIOBPBIaHe, OBUIIEHO KPBBHO HAISITAHE.

Cho01iaBaHe HA HEKEJAHU PeakIuu

AKO TIONTy4NTe HIKAKBU HEXKEJIAaHU JICKAPCTBCHH PEaKIIMH, yBeoMeTe Barst nexap uin apMmarieBr.
ToBa BKIIIOUBa BCUYKH Bb3MOKHU HEOMUCAHU B Ta3U JINCTOBKA HEXKEIaHU peakimu. MoXkeTe ChIIo Ja
CHOOIINTE HEeXKEITAH! PEeaKIINU ITUPEKTHO Ype3 HAIIMOHAIHATA CHCTEMA 3a ChOOIIaBaHe, II0COYEHA B
[punoxenune V. Kato crobmaBare HexXEIIaHA PEakIy, MOKETE Ja afeTe CBOsI MPUHOC 3a
MOJTydaBaHe Ha MOoBede HHPOpPMAIIHS OTHOCHO OE€30MIacCHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na cexpansiBate NEVANAC
Jla ce chxpaHsBa Ha MSICTO, HEIOCTBITHO 32 JieIa.

He u3non3BaiitTe TOBa JIGKApCTBO CJIE] CPOKA HA TOJHOCT, OTOEIs3aH BbpXY OyTHIIKATa M KapTOHECHATA
omnakoBKa cinen ,,l'oneH 70”. CpoKbT Ha TOIHOCT OTIOBAps HA MOCIEAHUS ACH OT IOCOUYECHHS MECELL.

Ja He ce chxpansBa Hax 25°C. CrxpaHsBaiiTe OyTHiIKaTa B KApTOHEHATa OMAKOBKa, 3a Jia ¢e mpe/na3u
OT CBETJIHMHA.

NzxBbpiere OyTuikaTa 4 CeIMUIIM CJIeIl IBPBOTO OTBApsIHE, 3a Ja ObJaT N30EerHaTH CBEHTYaIHU
nHgpeknuu. Hanuiere garata Ha OTBapsHE Ha 03HAYECHOTO 3@ TOBA MSCTO BbPXY €THKETa Ha
KapTOHEHaTa KyTHs.

He u3xBbprsiiTe nekapcTBaTa B KaHAJIU3AlMATA WM B KOHTEMHEPA 32 IOMAIIHUA OTHAbIIH.
[NonuTaiite Bammst hapManeBT Kak Aa U3XBHPISTE JIeKapcTBaTa, KOUTO Bede He u3rnoi3sare. Te3n
MEpPKH 1€ CIOMOTHAT 3a Ola3BaHE Ha OKOJHATa cpena.

6. ChabpikaHHe HA OIIAKOBKATA M JONNBJIHUTEJIHA HH(pOpMaHs

Kaxkso coabp:ka NEVANAC

- AxTHBHO BemecTBo: Henadenak. Enqun ml ot cycniensusita chabpka 3 Mg HenagdeHax.

- Hpyru cbeTaBKU: OOpHA KHCEIMHA, TPONMICHTIIMKOI, KapOoMep, HaTpHUEB XJIOpU, Tyap,
KapMeo3a HaTpuil, JUHATPHUEB eeTaT, OCH3aIKOHUEB XJIOpH/ (BIKTE TOUKA 2) U MpeYrcTeHa
Boja. JloOaBeHH ca MaJIKM KOJIMYECTBA HATPUEB XUAPOKCHU/L 1/MIIH XJIOPOBOJOPOIHA KUCEINHA
3a OAIbpKaHE Ha HOPMaJIHO HUBO Ha KucenuHHocT (pH HUBO).

Kaxk m3rne:xxna NEVANAC u kakBo ChbAbp:Ka 0MaKOBKAaTa
NEVANAC xanku 3a o4u, cycrieH3us (KankH 3a 04d) € TEYHOCT (CBETJIOKBJTA JJ0 ThMHOOpaHKeBa
CYCIEH3HS) U Ce JOCTaBsl B INIACTMAcOBa OyTHIIKA ¢ Kalayka Ha BUHT. Besika OyTuika Moxe 1a Obae

IIOCTaBC€HA B IIJIMKYC.

Bcsika omakoBka chabpika eqHa Oytuika ot 3 ml.
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IIpuTe:kaTes Ha pa3pelieHUETO 3a yoTpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Hpnanaus

IIpousBoauTen

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

B-2870 Puurs

benrus

3a JombIHUTEHA HH(POPMAITHS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE€ C JIOKATHHUS
Mpe/ICTABUTEN HA MPUTEKATEISI HA Pa3pelIeHUeTo 3a ynorpeoa:

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
Novartis Pharma GmbH
Tel: 449911 2730

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

E)Mada
Novartis (Hellas) A.E.B.E.
Tni: +30 210281 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
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Lietuva
SIA Novartis Baltics Lietuvos filialas
Tel: +370 5 269 16 50

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



Ireland Slovenija

Novartis Ireland Limited Novartis Pharma Services Inc.
Tel: +353 1 260 12 55 Tel: +386 1 300 75 50

island Slovenska republika

Vistor hf. Novartis Slovakia s.r.o.

Simi: +354 535 7000 Tel: + 421 2 5542 5439

Italia Suomi/Finland

Novartis Farma S.p.A. Novartis Finland Oy

Tel: +3902 96 54 1 Puh/Tel: +358 (0)10 6133 200
Kvbzpog Sverige

Novartis Pharma Services Inc. Novartis Sverige AB

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

Latvija United Kingdom (Northern Ireland)
SIA Novartis Baltics Novartis Ireland Limited

Tel: +371 67 887 070 Tel: +44 1276 698370

IlaTa Ha MOCJECAHO NMpepasrjaexKaaHne Ha JUCTOBKATA.

Apyru u3rounuuu Ha uHpopmanus
[Nonpo6Ha mH(OpMaIs 3a TOBa JIEKAPCTBO € IpeJ0CTaBeHa Ha yeOcaiita Ha EBporelickaTta areHIus
o JekapcTBata http://www.ema.europa.eu
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