MNPUJIOKEHHUE |

KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHUSA TPOAYKT

NEVANAC 1 mg/ml xamnku 3a 04H, CyCIEH3Hs

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB
1 ml ot cycniensusTa chabpxa 1 mg nenadenak (nepafenac).

IIoMOIIHO BEIIECTBO C U3BECTHO ACUCTBHUE

Bceku ml ot cycniensusta cpappika 0,05 Mg GeH3aIKOHHEB XIOPHI.

3a IBJIHUSA CIIMCHK Ha ITOMOIIHUTE BEIECTBA BIKTE TOo4uKa 6.1.

3. JEKAPCTBEHA ®OPMA
Kanku 3a oun, cycrneH3us

CBeTNIOKbATA 0 CBETIIOOPAaHXKEBa eHOPOAHA cycneHsus, pH 7,4 (mpuOIu3uTeIHo).

4, KIMHUYHU JAHHU
4.1 TepaneBTHYHHU MOKA3ZAHUS
NEVANAC 1 mg/ml e nmokasaHn npu B3pacTHH 3a:

- [IpodunaxTrka u JedeHne Ha IOCTONIepaTHBHA OOJIKa W Bh3MaJeHNe, CBbP3aHH C ONepaIis Ha
KaTapakTa;

- HamansiBane Ha pucka OT IOCTONEPATUBEH OTOK HA MaKyJjara, CBbP3aH C Olleparys Ha
KaTapakTa [pH MaueHTu ¢ auadet (Bk. Touka 5.1).

4.2 Jlo3upoBKa M HAYMH HA NPUJIOKEHHE

2 lO3I/I[ )OBKaA

Bwspacmuu, sxnouumento cmapuecka b3pacm

3a npenoTBpaTABaHE M JICUCHHE HA O0JIKa U Bh3naneHue go3ata ¢ 1 kanka NEVANAC B
KOHIOHKTHBAJTHUS CaK Ha 3aCETHATOTO OKO (04r) 3 MBTH JHEBHO, KAaTO Ce 3amouBa 1 JeH npeau
orepaunusaTa Ha KaTapakTa, IpoAdbJikaBa Ce B ICHS Ha ONEPalUiATa U 3a MbPBUTE 2 CEAMUIU OT
TTOCTOTIEPATUBHUS TIEpHO/I. JIeueHneTo MOXKe 11a ObIe TPOIBIDKEHO IO ITBPBUTE 3 CEIMUITA Ha
MOCTOTICPATUBHUSI IEPHOJI, KAKTO € YKa3aHO OT Jiekaps. JlombJIHUTENIHA Kallka TPsAOBa Jla Ce MOCTaBU
30 o 120 muHyTH Ipean ONepauira.

3a HaMaJIsIBaHE Ha PUCKa OT IIOCTONEPATHBEH OTOK Ha MaKyJjiaTa, CBbp3aH C OIepallis Ha KaTapakTa
MpH MaIUeHTu ¢ nuader, no3ata ¢ 1 kanka NEVANAC B KOHIOHKTUBAIHUS CaK Ha 3aCETHATOTO OKO
(oum) 3 TBTH THEBHO, KaTO CE 3armo4Ba |1 JIeH Ipeu onepamuaTa Ha KaTapakTa, MpoIbibKaBa ce B ACHS
Ha omepanuaTa u 10 60 THU OT MOCTONIEPATHBHUS TIEPHOJ, KAaKTO € YKa3aHo OT Jiekaps. JlombrHuTeTHa
Karnka TpsioBa fa ce noctasu 30 1o 120 MUHYTH ITpeIU ONEpalUsiTa.

Cneyuannu nonyrayuu

Tayuenmu ¢ 6vOpeuno unu 4epHoOpPobHO yepedicoane

NEVANAC He e npoyuBaH IpH NanueHTH ¢ YepHOAPOOHO 3a00siBaHe Wi OBOPEYHO YBpekKIaHe.
Henadenax ce enmMuHApPa OCHOBHO 4pe3 OnoTpaHchopMaIys M CHCTEMHATa eKCIIO3UIINS € MHOTO




HUCKA CIIe]] IOKAITHO OYHO MpHiiokeHue. He € HeoO0XoquMo KopurupaHe Ha J103aTa pu Te3H
MMalMEHTH.

Ieouampuuna nonynayus
besonacuocrra 1 epukacHoctta Ha NEVANAC 11pn teria 1 10HOIIM HE ca yCTaHOBEHU. JIumcBat
JaHHU. He ce IperopbYBa yHOTpe6a IIpU TE3U MaUCHTHU 0 IIOJIYyYaBaHECTO Ha JOI'BJIHUTCIIHU JaHHH.

IHonynayus 6 cmapuecka v3pacm
He ca nabmonaBanm pa3muku B 0€301acHOCTTA U €()eKTHBHOCTTA MEXIY MAITHEHTH B CTapUYecKa

BB3PACT U IMO-MJIa/lyi MAllUCHTH.

HauuH Ha nmpunoxeHue

3a OYHO MPUIIOKEHHE.

[TanimenTHTE TpsiOBa A OBIAT MHCTPYKTHUPAHU J1a pasKiamar 1o00pe OyThuiKaTa mpenn yrnorpeoa.
Cnen xaTo KarmaykaTa € CBaJIeHa, aKo 3al[UTHHUAT MPBCTEH € XJ1abaB, MaXHETE ro, MPeIu J1a
M3II0JI3BATE MPOIYKTA.

AKo ce U310J13Ba IIOBEYE OT €IUH O(TAIMOJIOTHUEH JEKAPCTBEH NPOIYKT 3a JIOKAJIHO NPHIIOKEHUE,
JIEKapCTBEHUTE MPOAYKTH TPsIOBa Ja ce mpujarat npe3 UHTEepBaj OT oHe 5 MUHYTH. OYHHUTE Ma3u
TpsiOBa J1a ce ImpuilaraT ociaeIHH.

Tpsi0Ba a ce BHUMaBa Jia He ce TOKOCBAT KJIeTavynTe, 3a00MKasiaTta ra 00JacT Wi Ipyru
MOBBPXHOCTH C BPhXUETO Ha alNIMKaToOpa-KankoMep Ha OyTHJIKaTa, 3a ja ce mpeanassT oT
3aMbpCsIBaHE alllIMKaTopa-Kankomep u pasropa. [lanuenture TpsiOBa na ObAaT HHCTPYKTUPAHU J1a
ChXpaHsABaT OyTUIIKATa ITBTHO 3aTBOPEHA, KOTaTo HE CE M3I0J3Ba.

Axo ce mpoImycHe 03a, TpsiOBa 1a ce NPUIIOXKHU elHa Kallka Bb3MOXKHO Hail-CKOpo, Ipeau 1a ce
MpeMHrHEe KbM 00m4IaifHOTO mpritokeHue. Jla He ce W3MoI3Ba IBOIHA 71034, 33 1a c€ KOMITEHCUPa
npomnycHaTarta 1 jo3a.

4.3 IlpoTuBOonmOKAa3aHUS

CBpBXUYBCTBUTEIHOCT KbM aKTUBHOTO BEILIECTBO MJIM KbM HSKOE OT IOMOIIIHUTE BEIECTBA,
n30poeHu B Touka 6.1.

CBpBX4yBCTBUTEIHOCT KbM JAPYTU HECTEPOMIHHU NMpoTHBOBB3NaiuTentu cpencrsa (HCIIBC).

HaHI/IeHTI/I, IIPpU KOUTO MMPUCTBIIUTE HAa aCTMaA, YPTUKApHA UK OCThP PUHUT CC yCHUJIBAT OT
arnerusncanuiiona kucenuda nin gpyru HCIIBC.

4.4 ChneuuajaHu nmpeaynpesxaeHus: U Mpeana3sHil MePKH NpU ynorpeda

[MponykTsT HE TpsiOBa Aa ce uHKekTupa. [lanmenTuTe TpsAOBa qa ObAT MHCTPYKTUPAHHU Ja HE
norematr NEVANAC.

[Naruentute TpsiOBa Ma OBAAT HHCTPYKTHPAHU JIa M30STBAT CI'IbHUEBATA CBETIMHA MO0 BpEME Ha
neyennero ¢ NEVANAC.

Edextu BbpXY o4uTe

Ynorpebara Ha nokaxan HCIIBC moxe na noBezae 10 kepatut. [Ipu HsIKOM 9yBCTBUTEIHY TTAIIUCHTH,
npoabipkuTenHara yrnorpeda Ha nmokanuu HCIIBC moxxe ga nosene 10 yBpekIaHe Ha eluTena,
W3THHSIBAHE HA POTOBUIIATA, EPO3Us HA POTOBHIIATA, 00pa3yBaHe Ha s3BU WK niepdopanus Ha
porosuriata (Bx. Touka 4.8). Te3u cbOMTHSA MOXKeE J1a 3acTpamar 3peHueTo. [laruenTure ¢ JaHHH 33



YBpEXKIaHE Ha CMUTENa Ha POroBHIlaTa TpOBa HE3a0ABHO Jia MPEYCTAaHOBAT yIOTpedaTa Ha
NEVANAC u TpsiOBa ma Ob11aT ClIeIeHH BHIMATETHO 3a 3paBUHATA HA POTOBUIIATA.

HCIIBC 3a nokamHO NpUIIOKEHHE MOTaT Ja 3a0aBsT 3a3paBsBaHEeTO. 3a JIOKAIHUTE
KOPTHKOCTEPOU/IU CHIII0 € U3BECTHO, Y€ MOTaT Ja 3a0aBsT 3a3/1paBsiBaHeTo. ExHoBpemenHara
ynotpeba Ha jJokanHo npunarand HCIIBC u nokagHu cTeponan MoXKe 1a YBETHYH B3MOKHOCTTA 32
npobieMu npu 3a3apassBaHeTo. [lopanu ToBa ce mpernopbyBa MOBUILIEHO BHUMaHKE, KOTaToO
NEVANAC ce npuiara eZHOBPEMEHHO C KOPTUKOCTEPOHIH, 0COOEHO NPH MALEHTH ¢ BUCOK PUCK 3a
HE)KeJIaH! PEeaKIM Ha POTOBHUIATA, OTIMCAHU IT0-0ITY.

[Hoctmapketunrosusat onut ¢ gokanuu HCIIBC npennonara, ue naueHTH, NPEeThPIeIn CIOXKHU
OYHU OTIepaIlH, C IeHePBaIKs Ha POroBHIlaTa, 1e(eKTH Ha POTOBUYHHS CIIUTEI, 3aXapeH auaderT,
3a00JsIBAaHUS HA OYHATA TIOBBPXHOCT (HAMp. CHHAPOM Ha CYXOTO OKO), PEBMATOUICH apTPUT WITH C
HSKOJIKO OYHH OTIepalliy 3a KPaThK MEPHOJI OT BpeMe, MOTaT Ja UMAaT yBEJIMUEH PHUCK OT MPOsiBa HA
HEXEJaHU Peakluy Ha POroBUIlaTa, KOUTO MoraT aa 3actpamasaT 3peruero. HCIIBC 3a nokamHo
MIPIIIOKEHHE TPSOBA Ja c€ M3MOI3BAT C MMOBUIIICHO BHUMAHKE TTPH T€3U HarueHTH. [IpoabmkuTennarTa
ynotpeba Ha nokanau HCIIBC moxxe fa yBenuun pucka 3a MaiuenTa oT MMOosBa U TeXEeCTTa Ha
HEXEJaHU PeaklMy Ha POroBUIlaTa.

Nma cpobmenwns, ue opranmonoruaante HCIIBC Morat na npu9IuHST 3aCHICHO KbPBEHE OT OYHHUTE
THhKaHU (BKIIOYHTETHO XH(ema) BbB Bpb3ka ¢ ounata omnepanusi. NEVANAC tpsiOBa aa ce u3mnonssa ¢
MOBHIIEHO BHUMAHHUE IIPH NALMEHTH C U3BECTHA CKIOHHOCT KbM KbPBEHE MJIM TaKHBA, KOUTO
W3MON3BAT JPYTH JIEKAPCTBEHHU MPOJIYKTH, KOUTO MOTAT Jia yIbJDKAT BPEMETO Ha KbPBEHE.

JlokamHOTO MPUIIOKEHUE HA TPOTHBOBB3MATUTEIHH JICKAPCTBEHU IPOJAYKTH MOXeE JIa MaCKHpa O0CTpa
ouna uHpekusa. HCIIBC usaMart anTHMHUKpOOHH cBOMicTBa. B ciryuait Ha ouHa wHOpEKIH, TpsIOBa 1a

CC MOoAX0J BHUMATCIIHO KbM yHOTpeGaTa MM 3aCTHO C aHTI/II/IH(beKIII/IO?:HI/I JICKapCTBa.

KoHTakTHu Jemu

He ce MMpernopbYBa HOCCHETO HAa KOHTAKTHHU JICIH 110 BPEME Ha MOCTONIECPATUBHUA IICPUOL CIIC
OIepanys Ha KaTapakTa. ITo Ta3mu IIpU4YrnHa, MalluUCHTUTC TpH6Ba Ja 6"E>I[aT IIOCBBETBAHU J1a HC HOCAT
KOHTAKTHH JICIIU, OCBCH aKO HE € U3PUYHO YKa3aHO OT TCXHHA JICKap.

beH3ankoHUEB XJIOpHUI

NEVANAC cbabpika OeH3aIKOHUEB XJIOPH, KOHTO MOXKE J1a IPUYMHHU APAa3HEHE HA OUUTE U €
M3BECTHO, Y€ MOXKE J1a MpeAU3BUKA MPOMSHA B I[BETAa HA MEKUTE KOHTAKTHU JIelu. AKO Ce Halara jia
C€ HOCAT KOHTaKTHH JIEIIX TI0 BpeMe Ha JICYCHHETO, AIlMeHTUTe TPsiOBa Ja ObIaT IOCHBETBAHHU Ja
CBaJISIT KOHTAKTHUTE JICTITN TIPETN IPUIIOKCHNE U Ja W39aKaT Hall-Mallko 15 MUHYTH, Ipeau a TH
MOCTaBAT OTHOBO.

Nma cpobmienwnst, 4e 6eH3IKOHUEBUAT XJIOPH] MOXe J]a PUYINHN TOYKOBH/THA KEPATOTIATHS /TN
Tokcu4Ha si3BeHa keparonatus. Teil kato NEVANAC cbabpka OeH3aJIKOHHEB XJIOPHUT, €

H€O6XOI[I/IMO BHUMATCIIHO MPOCICASABAHC IPH YCCTAa WKW NPOABJDKUTCIIHA yHOTpe6a.

KDLCTOC&H& HYYBCTBUTCIIHOCT

ChIIIeCTBYBa B3MOKHOCT 32 KPhCTOCAHA YYBCTBUTEIHOCT KbM HemaeHAK M alle THIICATUIIMIOBA
KHCEJIMHA, IPOM3BOIHU Ha (peHunoneTHara kucenuna u apyru HCIIBC.

4.5 B3auMmoneiicTBHE ¢ APYTH JeKAPCTBEHH NMPOAYKTH U APYru (OpMH HA B3auMoeldcTBHE

In vitro mpoyuBaHusATa OKa3BaT MHOTO HUCHK MOTEHIIMAI 32 B3aUMO/ICHCTBHE C IPYTH JICKApPCTBEHH
NPOJIYKTH U B3aUMO/ICHCTBYSI IPU CBBP3BAHETO C MPOTEHHHTE (BXK. TOUKa 5.2).



HDOCTaFJIaHHI/IHOBI/I AHaJI031

Wma MHOTO OrpaHHYeHHN TaHHH 32 €THOBPEMEHHATa YIOTpeda Ha MpOCTarjaHJMHOBH aHAIO3H U
NEVANAC. Karo ce nMa npenBua TEXHUIT MEXaHU3bM Ha JAeHCTBHE, €JHOBPEMEHHATa ynoTpeda Ha
TE3H JIEKapCTBEHH MPOIYKTH HE Ce MPENophyBa.

EnnoBpemennata ynorpeba Ha nokanHu HCIIBC u nokanHu cTepouay MOXKe J1a YBEIHYU
BB3MOXHOCTTA 3a MpobieMu IpH 3a3apassBaneTo. EnnoBpemennara ynorpe6a Ha NEVANAC ¢
JIEKapCTBa, KOUTO yIBIDKABAT BPEMETO Ha KbPBEHE, MOKE J]a IOBUIIM PUCKA OT KPbBOU3IUB (BIXK.
Touka 4.4).

46 @epTHINTET, OPEMEHHOCT M KbpMeHe

Kenu ¢ JACTCPOJCH INTOTCHIIMATI

NEVANAC He TpsiOBa Jja ce H3I0JI3Ba OT JKEHH C JIETEPOJICH OTEHIIMAI, KOUTO HE M3M0JI3BAT
KOHTpaucmmus.

BpemenHocT

JlurmcBaT JOCTaThUHO AaHHU OT ynoTpeOaTa Ha HemadeHak npu OpeMeHHH keHH. [IpoyuBaHusTa pu
’KUBOTHH MOKa3BaT PEHPOAYKTHBHA TOKCHYHOCT (BXK. To4ka 5.3). [I0TEHIMATHUSAT PHCK MIPU XOpa He €
n3BecTeH. T'hif KATO CHCTEMHATA EKCIIO3HIIUS MPU HeOPEMEHHH )KEHU € HEe3HAYUTEINHA CIIe]] JISYCHHE C
NEVANAC, puckbT 10 BpeMe Ha OpeMEHHOCT MOXKeE Ja Ce CUMTa 3a HUCHK. BBIIpeku ToBa, Thil KaTo
MOTUCKAHETO Ha MPOCTarjaHIMHOBaTa CHHTE3a MOJKE J1a TOBJIMSIC HEraTUBHO Ha OPEeMEHHOCTTa H/UIH
eMOPHOHAITHOTO/(DETATHOTO pa3BUTHE, H/WIH PAKIAHETO, W/UIH IIOCTHATATHOTO Pa3BUTHE,
NEVANAC He ce mpernopbyBa 110 BpeMe Ha OpeMEHHOCT.

Kspmene
He e u3BecTHO nanu HenadeHak ce eKCKpeTHpa B kbpMata. [IpoyuBaHusTa IPH )KUBOTHH MOKA3BaT
eKCKpelusl Ha Herla)eHak B MIISIKOTO TIpH IIIHXOBE. Bee mak, He ce ouakBat eeKTH Mpu KbpMaveTa,

THI KaTO CHCTEMHATa EKCIIO3MIINS Ha KbpMaukaTa Ha HenadeHak e HezHauntTenHa. NEVANAC moxe
Jla ce U3I10J13Ba 110 BPEME Ha KbpPMEHE.

DepTuinTeT
Jlunceat nannu 3a epexra Ha NEVANAC BbpXy QepTuinreTa npu xopa.
4.7 EdexTu BbpXy cniocodHOCTTA 3a mogupaHe U padoTa ¢ MAIIUHA

NEVANAC He nosiusiBa WK MOBJIHSBA TPEHEOPEKUMO CIOCOOHOCTTA 32 modupaHe u padbora ¢
MaIIHHH.

BpemeHHO 3aMbrisiBaHe WK JPYTH CMYIIEHHS B 3pEHUETO MOTaT Jia MOBJIUSAT CIOCOOHOCTTA 32
nmodupaHe win padoTa ¢ MaIIMHA. AKO MPU MOCTABSIHETO HA JICKAPCTBEHHS MPOIYKT 3PECHUETO Ce
3aMbIJIH, MAIMECHTHT TPSAOBA J1a M34aKa, JOKATO 3PEHUETO Ce MPOSICHHU, IPeAr Ja modupa ui 1a
paboTH ¢ MaIluHY.

4.8 HexejaHu JeKaAPCTBEHHN PeaKkIuu

PesroMe Ha npoduia Ha Ge30IacHOCT

[pu KIMHUYHN U3NUTBaHMS, BKIOYBaIy 2 314 manuenTu, Ha kouto ¢ npuiarad NEVANAC

1 mg/ml, Haii-uecTuTe HEXKETAHN PEAKIMU Ca TOYKOBUICH KEPATHT, yCEIIaHe 3a YyKI0 TSIO U
o0pasyBaHe Ha KpyCTH 110 pb0a Ha Kjernaya, KOuTo ca HaOmonaBanu npu mexny 0,4% u 0,2% ot
MAlUEHTHTE.



TabaudeH CUChK HA HEXKEITAHUTE pCaKn

CrnenHuTE HEeXENIaHU PEaKIuy ca TPYINHUPaHH ChITIACHO CIICHATA KOHBEHIIHS: MHOTO yectu (>1/10),
gectu (>1/100 mo <1/10), neuectu (>1/1 000 mo <1/100), peaxu (>1/10 000 mxo <1/1 000), mrOTO
penku (<1/10 000) mmu ¢ Hen3BeCcTHA YecToTa (OT HATMYHWUTE JAaHHHM HE MOXKe Ja Ob/ie HAalpaBeHa
otieHka). [Ipu BCsKO rpymnupaHe B 3aBUCUMOCT OT YECTOTAaTa, HEXKEIAHUTE PEaKIUU ce n30posBaT B
HU3XOJAII PeJl 0 OTHOIIIEHHE Ha TIXHATA CEPHO3HOCT. JITaHHUTE 3a HeXKEITAaHUTE PEaKIInH Cca
MOJYYECHU OT KIMHHUYHU U3MUTBAHUS U TIOCTMAPKETUHTOBH CHOOIIICHUSI.

CHcTeM0-0OpraHHHU KJIACOBE Hexeslanu peaknuu

Hapyiienus Ha MMyHHATa CHCTEMa Pedku: CBpbX4yBCTBUTEITHOCT

HapymieHns Ha HepBHATa CHCTEMa Peoku: 3aMasHOCT, TTaBo0OOIIHE

Hapyuienus Ha ounte Heuecmu: kepaTuT, TOYKOBHUIEH KEPATHUT, NePEKT HA

POTOBHYHUS €MUTEIN, yCellaHe 3a YyXkK/I0 TAJIO B
OKOTO, 00pa3yBaHe Ha KpPyCTH 110 pb0a Ha Kienaya

Peoxu: npur, xopounanna edysus, oTaaranus 1o
poroBuiara, 00JIka B OKOTO, 04€H AUCKOMQOPT,
CyXO0Ta B OKOTO, Ojedapur, 1pa3HeHe B OKOTO,
CBbpOEXK B OKOTO, CEKPEIIUS OT OKOTO, AJleprHUYeH
KOHIOHKTUBUT, YBCJIIMUCHO CHJI300TACIIAHE,
XHUIEPEMUS HA KOHIOHKTHBATA

C neuseecmna wecmoma: nepopanus Ha
poroBuIaTa, HapyIEHO 3a3/ApaBsiBaHe (POroBUIIA),
[IOMBTHSBaHE HA POTOBUIIATa, POrOBUYEH OeJier,
HamaJieHa 3pUTeNIHa OCTPOTa, IT0IyBaHe Ha OKOTO,
YJILIEPO3€EH KEPATUT, U3THHSABAHE HA POrOBUIIATA,
3aMBIJICHO 3pCHUE

Cp10BU HapyIIEHUS C neuseecmna vecmoma: OBUILIEHO KPBBHO
HaJsITaHe
CroMaIiHo-4YpeBHH HapyLICHUS Peoxu: ranene
C neusgecmna yecmoma: NOBPBIIAHE
Hapymenns Ha KoaTa 1 TIOJJKOKHATA Peoxu: ormyckane Ha KoXaTa (aepmMaroxainasusi),
ThbKaH AICPIrUYCH ACPMATUT

Tayuenmu c ouabem

B naBe KIMHUYHY M3NATBaHUA, BKIOYBamy 209 manyueHTH, MalueHTUuTe ¢ JuadeT ca OMiIn MO IJI0KEH!
Ha neuenne ¢ NEVANAC B npoabsmkenne Ha 60 uii oBede AHU 3a MPEIOTBPaTIBaHE HA OTOK Ha
MakyJiaTta cliefl orepanus Ha karapakra. Haif-uecto cpo01iaBaHara He)xeJaHa peaKiiysi € TOUKOBUICH
KepaTuT, HabmroaBaH pu 3% OT ManueHTHTe, KOSTO BOIH JI0 OMPECIISTHE Ha KATETOPUS YECTOTa
,daectu”. Jlpyrure choOIaBaHu HEXEJIaHU PEaKIuu ca JeSKT Ha POTOBUYHHMS SITUTEI U aJiepriuueH
JIEpPMaTHT, KOUTO ce HaOogaBaT choTBeTHO mpu 1% u 0,5% oT marueHTuTe, ¢ KaTeropus 4ecTora
,,HEUeCTH 3a IBETe HeXellaH! PeaKIluu

Onucanue Ha I/I36DaHI/I HCXCJIaHU pCaKIINU

OmUTHT OT KIMHUYHHA U3MUTBAHUS OTHOCHO MpoabbkuTenHaTa yroTpedba Ha NEVANAC 3a
MpeIoTBpaTsIBaHE Ha OTOK HA MaKyJiaTa CJie]] OTlepalus Ha KaTapakTa pH MMallUeHTH ¢ AUa0eT ¢
orpanndeH. Hexxenanu peakiyuu OT CTpaHa Ha OYMTE MPU MALUEHTH C AMa0ST MOXKEe Ja HACTBIIAT C I10-
BHCOKa YeCTOTa B CpaBHEHHE ¢ HaOIIo[aBaHara Ipu obImaTa momyaanus (BK. Touka 4.4).

[TanmeHTH ¢ NaHHU 3a YBpEXIaHe Ha eMUTEIa Ha POrOBHUIIaTa, BKIIOYUTEIHO epdopanus Ha
porosuiara TpsiOBa BemHara fa rnpeycranossat npuioxennero Ha NEVANAC u tps6Ba 1a 0bp1aT
MPOCIIEIABaHN BHUMATEIHO 32 3[[paBHHATa Ha poroBuIiara (BkK. Touka 4.4).



Ot noctmapkerurroBus onut ¢ NEVANAC ca ycraHOBeHH ciiydan, Ipy KOUTO Ce ChOOIIaBa 3a
eruTeNeH nedekT/HapyleHne Ha poroBumara. TexecTra Ha Te3H ClIydan Bapupa OT HECEPHO3HU
eeKTH BbpXY LENOCTTa Ha eMUTela HAa pOTOBUIATa JIO ITO-CEPUO3HU CHOUTHS, TPH KOHUTO 32
BBH3CTAHOBSIBAHE Ha SICHOTO 3pEHHUE CE M3MCKBA XUPYPrUYHa HaMeca W/WIM JIEKapCTBEHA TeparHsl.

[Hoctmapketurarosust onut ¢ tokaHu HCIIBC npenmonara, 4e maieHT, NpeThpIenu CI0KHU
OYHH OTIEpalliH, C JEHEePBALlMsl Ha pOrOBHLATA, N1e(EKTH HAa POTOBUYHUS MUTEN, 3aXapeH AualerT,
3a00J1sIBaHUs HA OYHATA MOBBPXHOCT (HAIP. CHHAPOM Ha CyXOTO OKO), PEBMAaTOUIEH apTPUT WJIH C
HSIKOJIKO OYHH OIEPAlNH 3a KPaThK IEPUOJ OT BpEMe, MOXKE J1a IMAT YBEJIMYEH PHUCK OT MTOsIBa Ha
HEXEJIAHU PEaklMy OT CTpaHa Ha POrOBULIATA, KOUTO MOXKE JIa 3aCTpallaBaT 3peHueTo um. llpu
npeanycBane Ha HenadeHak 3a MpeJoTBpaTsIBaHe Ha OTOK Ha MakyJara cjell OIepanys Ha KaTapakTa
IIPY TIALMEHTHU C AUa0eT, HATMYMETO Ha BCAKAKBB IOMBIHUTEICH PUCKOB (DaKTOP M3UCKBA IPEOLICHKA
Ha IPEABUIEHOTO ChOTHOIIIEHHUE MOJI3a/pPUCK M MHTEH3WBHO HA0II0/IEHNE Ha TAIlMeHTa.

[lenqmaTpruuga nmonyiaamus

BeszonacHoctTa u epukacHocrra Ha NEVANAC mpu nena v 10HOIIM He ca yCTaHOBEHHU.

Cpo0111aBase Ha IIOM03HPAHN HEKEIAHN PEAKIINHU

Cro011aBaneTo Ha IOJJO3MPAHH HEeXellaH! peakilny CIie/l pa3peniaBade 3a yrnorpeda Ha JIeKapCTBEHUS
MPOAYKT € BakKHO. TOBa MMO3BOIISIBA Ja MTPOIBIKH HAOIIOJCHHETO Ha ChOTHOIIICHUETO MOJI3a/PHUCK 32
JieKapcTBeHUs NpoayKT. OT MEIUIIMHCKUTE CIICIIUAIMCTH CE€ U3MCKBA Ja ChOOIIAaBaT BCSIKA
MOJ03MpaHa HeXellaHa peakiysl Ype3 HalMOHAIHA CHCTEMa 32 ChOOIaBaHe, IIOCOYEHA B

[punoxenue V.

4.9 TIlpemo3upane

He ce ouakBa 1a B3HUKHAT TOKCUYHH €(EKTH B CIIyyail Ha MpeJo3upaHe MPH OYHO NPUIIOKEHHE,
HUTO NIPH CIIy4aiiHO MEepPOPaTHO MOTIIbIIAHE.

5. ®APMAKOJIOTMYHU CBOMCTBA

5.1 dapmakoANHAMMYHH CBOIicTBA

dapmakoTepanesTryHa rpyna; OQTaaMoJ0rHuHu CPEACTBA, IPOTHBOBB3AIMTEIHH CPEICTRA,
nectepouu, ATC koa: SO1BC10

MexaHu3bsM Ha JeHCTBUE

Henadenak e HeCTepOHIHO IPOTUBOBB3MAIUTEIHO U AHAITETUYHO HpeuiekapcTBo. Cres T0KaIHo
OYHO NPUJIOKEHHE, HenadeHaK IPOHUKBA IPE3 POrOBHIATA U TT0/1 BIMSHUE HA XUAPOIA3UTE B OUHUTE
THKaHH, C€ TPEBPHINA B HECTEPOUJTHOTO TPOTHBOBB3ITAIMTEIIHO JIEKAPCTBEHO BEIIECTBO aM()eHaK.
Ampenak nHXuOHpa AecTBIETO Ha MpocTarianaud H cuHTa3ara (LIMKIOOKCUTeHAa3a), CH3UM
HEOOXO0IUM 32 MPOAYKIHUATA Ha IPOCTArJIAHINH.

JlonbaHUTEIHU (hapMaKOJIOTUYHU CBOMCTBA

ITpwm 3aiitm e noka3aHo, e HemadeHaK HHXUOWpPa HapyIIaBaHETO Ha KPbBHO-pETHHAIHATA Oapuepa u
3a€/IHO ¢ TOBa MoTHCKa cuHTe3a Ha PGE;. EX ViVo e mokazaHo, ue eHOKpaTHA 1032 HemadeHak,
MPUIOKEHA JIOKAJTHO B OKOTO, TIOTHCKA CHHTE3aTa Ha MPOCTarJaH iH B UPUCA/IIMIIHAPHOTO TSUIIO
(85%-95%) u perunara/xopounesra (55%) cbOTBETHO 110 6 4aca u 4 4aca.



dapmakonuHaMUYHU eDEKTH

[To-ronsiMaTa 4acT OT XMIPOIMTUIHOTO MPEBPBILAHE CE OCHIIECTBIBA B PETHHATA/XOPOUIEATA,
MOCIIEIBAHO OT UPHUCA/IIMITHAPHOTO TSUIO U POTOBUIIATA B ChOTBETCTBHUE ChC CTEIICHTA HA ThKaHHATA
BacKyJIapu3arusi.

Pesynratute oT kimHu4HUTE M3nuTBaHus mokassat, ue¢ NEVANAC kanku 3a o4u He OKa3Ba 3HAYUM
edeKT BbpXY BTPEOYHOTO HAJISTAHE.

Kinnnnunga edukacHocT ¥ 0€30MacHOCT

IIpedomepamsasane u nevenue Ha nocmonepamusHa OOIKA U 8b3NAIEHUE, C8LP3AHU C ONepayus Ha
Kamapakma

[TpoBeneHu ca TpH OCHOBHH MPOYUYBAHUS 3a OLEHsABAaHE HAa epUKaCHOCTTA U 6E€30M1aCHOCTTA Ha
NEVANAC, npunoxeH 3 IbTH THEBHO B CPaBHEHHE C HOCUTEI H/MJIH KETOPOJIaK TPOMETaMOJI IpU
npoduIaKTHKA U JIeueHHEe Ha MOCTONepaTHBHA 00JIKa ¥ Bh3NAJICHHE TP MAIlEeHTH, IPEThPIICIH
orepanus Ha Karapakra. [Ipu Te3u npoy4BaHus, MpUaraHeTo Ha U3CIEBAHOTO JICKAPCTBO €
3all0YHATO €AMH JIeH MIPeay OIepauusiTa, IPOIBIDKEHO € B ICHS Ha ONepauusTa u 10 2-4 ceIMUIM Ha
nocTonepaTuBHUS neproa. OCBEH TOBA, MOYTH BCHYKH MAIMEHTH Ca TOITYYHIIH JOITBIHUTEITHO

PO UIAKTHYHO JIYeHHE ¢ aHTHOMOTHIIN, ChOOPa3HO ¢ KIMHUYHATA IPAKTHKA HA BCEKU STUH OT
LEHTPOBETE Ha KIMHUYHOTO M3IHUTBAHE.

B nBe nBoitHOMackrpaHu, paHIOMU3NPAHH, KOHTPOJIUPAHU C HOCUTEN ITPOYYBAHUS MIPH MAI[EHTHUTE,
nexyBanu ¢ NEVANAC, ce HabironaBa 3HAYMTEIHO MO-MAJIKO Bh3MaNeHNe (KIeThYHa Peaklus B
npeJHOKaMepHaTa TEYHOCT U MOJIOKHUTENIeH THHIAI) B paHHUS OCTONEPATUBEH NEPUO U A0 Kpas Ha
JICYCHUETO, B CPABHEHHE C MAL[MEHTHUTE, JIEKYBaHH C HETOBUS HOCHUTEIL.

B enHo nBOifHOMacKupaHo, paHAOMHU3UPAHO, KOHTPOJIMPAHO C HOCUTEN U C AKTUBHO BELIECTBO
npoy4BaHe, npu nanueHTure, tekyBanu ¢ NEVANAC, ce HaOmrogaBa 3HAYUTEITHO MTO-MaJIKO
BB3MANICHHE, B CPABHEHME C MAlMeHTHTE, JiekyBaHu ¢ Hocuten. Ocsen ToBa NEVANAC oka3Ba He 11o-
Jom edeKT oT KeTopoiak 5 mg/ml npu HamassiBaHe HA BB3MAICHUETO U OOJIKATa B OKOTO, M € MAJIKO
10-100pe MOHOCUM cJie]l IPUJIaraHe.

3HAYHUTEIIHO TO-TOJISIM MPOLEHT OT manuenTure B rpynara Ha NEVANAC ca cro0mmnm 3a nurca Ha
0oJiKa B OKOTO cJie]l Onepalys Ha KaTapakTa, B CpaBHEHHUE C TE3H B IpyIaTa ¢ HOCHUTEIL.

Hamanssane na pucka om nocmonepamuger 0Omox Ha MaKyiamd, C8bP3aH ¢ Onepayus Ha Kamapaxkma
npu nayuenmu ¢ ouabem

3a onensiBane Ha eukacHocTTa M O6e3onmacHocTTa HA NEVANAC 3a npenoTBpatsiBaHe Ha
MOCTOTIEPATHBEH OTOK Ha MaKyJiaTa, CBbP3aH ¢ Ollepalys Ha KaTapakTa, ca MpOoBeICHH YeTHPU
npoy4BaHus (JBe MPU NalMEHTH ¢ JradeT U IBe MpH nanueHTn 6e3 auader). [Ipu Te3u npoyusanus,
NpUIaraHeTo Ha MPOYYBAaHOTO JICKAPCTBO € 3allOYHATO €IMH JICH MPEIH ONepalusTa, IPOIbIKEHO € B
JIeHs Ha oriepanusata u 10 90 THU 0T OCTONEPATHBHUS IEPUO/I.

B 1 aBoiiHOMackupaHo, paHAOMHU3UPAHO, KOHTPOJIUPAHO C HOCUTEN MPOYUBaHE, IPOBEACHO IPH
MNAaIMEeHTH C JHa0eTHAa PeTHHONATHS, 3HAYUTEITHO MO-TOJISIM POLICHT OT NallMEHTHTE B TpyIMaTa ¢
HOCHTEI ca TOJYyYIIN OTOK Ha MakyJnata (16,7%) B cpaBHEHHUE C MAITUSHTUTE, JIEKyBaHH C
NEVANAC (3,2%). [To-ronsiM MpOLEHT OT MalleHTUTE, Ha KOUTO € TMPHJIaral HOCUTEI, Ca MOIyYHIn
orciabBaHe Ha Hal-moOpe kopurupanara 3purenaa ocrpora (BCVA) ¢ moseue ot 5 Oyksw, OT 1eH 7
1o aen 90 (vm mpexxIeBpeMeHHO MpeKkpatsaBane Ha yaactuero) (11,5%) B cpaBHeHHe ¢ AI[EeHTHTE,
nexyBaHu ¢ Hermadenak (5,6%). [Topeue manuenTy, Ha kouto ¢ nmpuiaaradi NEVANAC, ca nocturHanm
15-6ykBeno nogobpenne Ha BCVA, B cpaBHEHHE C MAIIMEHTH, HA KOUTO € IpUJIarad HOCHUTE,
chOTBETHO 56,8% B cpaBHeHue ¢ 41,9%, p=0,019.



[leqmaTpryga monyaamus

EBpomneiickata areHIus 1o jJekapcTBaTta 0cBOOOXkKIaBa OT 3abDKCHUETO 3a NPEJOCTaBsIHE Ha
pesyaratute ot npoyuBanuata ¢ NEVANAC BbB BCHUKU OATPYNH Ha NIeAMATPUYHATA ITOMYIaLUs
Ipy Ipo(UIaKTUKA U JIeYeHNE Ha TIOCTOIepaTiBHA 00JIKa U BB3IAJICHNE, CBBP3aHU C ONEpalus Ha
KaTapakTa, ¥ Mpo(WIaKTHKA Ha MIOCTOIIEPATUBEH OTOK Ha Makysara (Bxk. Touka 4.2 3a nHpOpMAaIHs
OTHOCHO yIoTpe0a B eIUaTPHUsITa).

5.2 @d®apMakOKHHETHYHH CBOIiCcTBA

AOcopbuus

Cnen npunarane Ha NEVANAC kanku 3a o4u 3 ITbTH JHEBHO U B JBETE OYH, [IPH MO-TOJIAMA YaCT OT
MAIMeHTUTE C€ HAOJI0JaBaT HUCKHU, HO OIIPEICIIMMH TUIa3MEHU KOHIICHTpAIUY Ha HenadeHaK U
amQeHak, choTBeTHO 2 1 3 yaca cien npunarade. CpeqHuTe cTainoHapHH rmia3MeHd Cmax Ha
HemadyeHak ¥ aMm(eHak ciieji 09HO mpriIokenne ca cborBetHo 0,310 £ 0,104 ng/ml u

0,422 + 0,121 ng/ml.

Pasnpenenenue

AmMbenak nma rojsiM apHHATET KbM CEpyMHUTE anbyMuHu. In Vitro, mpoIieHThT CBbp3aH KbM
aIOyMUH OT ITUTBX, YOBEIIKH aJTJOYMUH W YOBEUIKHA CEPYM € ChoTBeTHO 98,4%, 95,4% n 99,1%.

HpOy‘lBaHI/Iﬂ IIpU IUTBXOBEC IMMOKAa3BaT, Y€ paJuOaKTUBHO Oensa3aHu Marepuajivu, CBbp3aHu C aKTUBHOTO
BCLICCTBO, CC PA3NPECACIIAT HIMPOKO B OpraHu3ma Cjiea €AHOKPATHA UJIM MHOT'OKpAaTHa MepopaHa J03a

14C-nenadenax.

Hpoy‘lBaHI/I}l Inpu 3a171u1/1 IMOKa3BaT, 4¢ JIOKAJIHO NPUIIOKCHUAT HeHa(i)eHaK CC pas3npeacis JOKAJIHO OT
npeaHaTa 4aCcT Ha OKOTO B 3aAHUTC OYHU CCITMCHTH (peTI/IHa u XOpI/IOI/II[CSI).

Buorpancdhopmarus

Hemadenak npersprsiBa OTHOCHTETHO Obp3a OMOAKTUBAIINSA 10 aM(eHaK Ype3 BETPEOUYHUTE
xuaponasu. Cien ToBa aMm(eHaK MPEThPIIsBA EKCTEH3UBEH META00JIM3BM JI0 TIO-TIOJISIPHUA META0O0IIUTH,
BKJTIOUBAI XHIPOKCHIMPAHE Ha apOMaTHUs MIPBCTEH, KOETO BOJM J0 00pa3yBaHe Ha TIIOKYPOHUIHH
KoHIoraTd. PasmoxpomMaTorpadcku aHAIM3H TIPEIU U CIIe] XUAPOJIn3aTa Ha -TIKypoHH1a3aTa
MTOKa3BaT, Y€ BCHYKHA METabO0JINTH ca 1o/l opMaTa Ha TIIOKYPOHHUIHN KOHIOTATH, C U3KII0YCHIE Ha
amdenak. AM¢peHaK ¢ OCHOBHUAT METa0OJIMT B IJIa3Mara, npeAcTaBisBail npuoausureiano 13% or
o011ara mia3MeHa paJroakTUBHOCT. BTopusT Hali-uecTo cpemaH rmia3MeH MeTabonT €
UACHTU(UITUPAH KaTo S-XuApOKcH HenadeHak, MpeacTaBisiBail npuoimsnrenno 9% ot obmara
panroakTUBHOCT MPU Crax.

B3aumoseiicTBys ¢ ApYyTrH JIeKapCTBEHH MPOAYKTH: IN Vitro Huto HenadeHak, HUTO aMpeHaK MOTUCKAT
HSKOM OT OCHOBHHUTE META0OIMTHH aKTHBHOCTH Ha yoBenikus nutoxpom P450 (CYP1A2, 2C9, 2C19,
2D6, 2E1 u 3A4) npu xonnentpauuu 10 3 000 ng/ml. ITopaan ToBa B3auMOICHCTBUS, BKIFOYBALIH
CYP-mequnpan MeTaboIM3bM Ha €JHOBPEMEHHO NPUJIATaHM JISKAPCTBEHH POAYKTH, €A MAJIKO
BEpOsITHU. B3anMoieiicTBYs, MEIMMPAHU OT CBBP3BaHE C IPOTEUHHM, CHIIIO Ca MAJIKO BEPOSITHH.

Eanmunupane

Cries1 mepopaliHo IpHiokenue Ha “*C-HenadeHak Ha 31paBy 106POBOIIIH, € YCTAHOBEHO, Ue
OCHOBHHUST ITHT HA OTJICIISIHE HAa PAJIMOAKTUBHOCTTA € Upe3 ypuHarta, npuoau3utesHo 85%, 10Kato
OTJEINSTHETO ¢ (peKATUUTE TIPEACTaBIABa OKOIO 6% oT no3ara. Hemadenak n amdenak He ce OTKpUBat
B YpUHATa.

Cnen ennokparsa no3a NEVANAC mpu 25 manueHTH, IpeThpIieNid olepanus Ha KaTapakTa,
KOHIIEHTpaIlMUTE BbB BHTPEOUHATA TEUHOCT ca u3MepeHu Ha 15, 30, 45 u 60 MuHyTH cliesl ipujaraHe



Ha J1o3aTa. MakcMMalHaTa cpejiHa KOHIIEHTPAIUS BbB BTPEOYHATA TEYHOCT C€ HAOII01aBa BbB
BpeMeBaTa To4Ka Ha 1 vac cien npunarade (Hemagenak 177 ng/ml, ampenax 44,8 ng/ml). Tesu
HaXOJIKH ITOKa3BaT 6Lp3a POroBuYHa NneHETpaIuA.

5.3 IIpenkJuHHYHH JAHHHU 32 6€30MACHOCT

Hexnunuyaute JaHHHU HC IIOKa3BaT ocobeH PHUCK 3a XOpa Ha Oazara Ha KOHBCHIIMOHAJTHUTC
(I)apMaKOJ'IOFI/ILIHI/I MMpOoy4YBaHUA 3a 6630HaCHOCT, Ipoy4dBaHUA 34 TOKCUIHOCT IIPU MHOTOKPATHO
npuiiarane 1 reHOTOKCHYHOCT.

He ca mpoBexaHu AbIrOCpOYHU MPOYIBAHHS 32 KAHIIEPOTCHHOCT Ha HemadeHak.

[pu penpoyKTUBHY NMPOYYBaHUs C HenadeHak MpH ILThXOBE, TOKCHYHUTE JI03U 3a MallKaTa
>10 mg/kg ce cBBp3BaT ¢ AUCTOKHS, YBEIHMYCHA MOCTUMILIAHTAIIMOHHA 3ary0a, HaMaJeHO TerJio 1
pactex Ha eTycuTe 1 HaMaleHa npexuBsieMocT Ha derycute. [Ipu OpemMeHHU 3aiinum, 103a OT
30 mg/kg npu maiikaTa, KOSTO MPEAU3BUKBA Ci1abda TOKCUYHOCT y MAMKUTE, MIOKa3Ba CTATHCTHYCCKU
3HAYMMO yBEJIMUCHHE Ha CIIydyanTe Ha Mal(OpMaLuy IPH MAJIKUTE.

6. OAPMAINEBTUYHHU JAHHHU

6.1 Chnucbk Ha IOMOIIHHUTE BelleCTBa

Mamnwuron (E421)

KapOomep

Harpues xnopuz

Tunokcanon

JuHaTpueB exerar

Benzankonues xmopuy

Harpres XuapoKcH I ¥/MiIH XJIOPOBOIOPOIHA KUCeTHHA (3a Kopekius Ha pH)

IIpeuncrena Boga

6.2 HecnbBMecTHMOCTH

Hemnpunoxumo

6.3 Cpok Ha rogHocT

2 TOIUHUA

Ja ce m3xBbpau 4 CEAMUITN CIIe]] TBPBOTO OTBApSHE.

6.4 CnenmajJHu ycJI0BUS HA ChbXpaHeHHUe

Ja He ce cpxpansBa Hag 30°C.

3a yCIIOBUATA HA CbXPaHEHUE CIIe/l TbPBOHAYAIIHO OTBAPSIHE HA JIEKAPCTBEHUS IPOAYKT BUKTE
Touka 6.3.

6.5 Bwuau chabp:KaHNe HA ONAKOBKATA

Kpsria Oytuika ot S ml, OT nonueTniieH ¢ HUCKa ITBTHOCT, € I03UPAIll HAKpaHKK U Osila Karmayka
Ha BUHT OT MOJMIPOIUIICH, ChAbpKaia 5 ml cycnensus.

Kapronena kytus, cpappixamia 1 6yTuika.
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6.6 CnenuajaHu nMpeIma3Hu MEPKHU MPH H3XBHPJIsTHE

Hsama CIICIMaJIH U3MCKBAHUS 3a USXBBPJIAHE.

7. IMPUTEXATEJI HA PABPEILIEHUETO 3A YIIOTPEBA
Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Hpnanaus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/07/433/001

9. JATA HA ITbPBO PAZPEINIABAHE/IIOJTHOBABAHE HA PASPEHIEHUETO 3A
YIHOTPEBA

Jara Ha mepBo paspernasane: 11 gekemppu 2007 .
Jara Ha mocnenHo nogHoBsiBaHe: 24 centempu 2012 .

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

[Moapo6ua nHOpMAaIUS 3a TO3H JIEKAPCTBEH MPOAYKT € IIpeIocTaBeHa Ha yeOcaiiTa Ha EBpomneiickaTta
areHIys no Jiekapcreara http://www.ema.europa.eu
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1. HUME HA JIEKAPCTBEHUSA TPOAYKT

NEVANAC 3 mg/ml xamnku 3a 04H, CyCIEH3Hs

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB
1 ml ot cycniensusaTa chabpxa 3 Mg Henadenak (nepafenac).

IIoMOIIHO BEIIECTBO C U3BECTHO ACUCTBHUE

Bceku ml ot cycniensusta cpappika 0,05 Mg GeH3aIKOHHEB XIOPHI.

3a IBJIHUSA CIIMCHK Ha ITOMOIIHUTE BEIECTBA BIKTE TOo4uKa 6.1.

3. JEKAPCTBEHA ®OPMA
Kanku 3a oun, cycrneH3us

CBeTnIoXXbATa 0 TBMHOOpaHKeBa efHOpoIHa cycnensus, pH 6,8 (mpubnuzurenHo).

4. KJINMHUYHU JAHHA
4.1 TepaneBTHYHHU MOKA3ZAHUS
NEVANAC 3 mg/ml kamku 3a ouH, CyCIeH3Hs € MOKa3aH MpU Bh3PACTHH 3a:

- [IpodunaxTrka u JedeHne Ha IOCTONIepaTHBHA OOJIKa W Bh3MaJeHNe, CBbP3aHH C ONepaIis Ha
KaTapakTa,

- Hamansiane Ha pucka OT IOCTONEPATUBEH OTOK HAa MaKyJjara, CBbp3aH C ONepawys Ha
KaTapakTa [pH MaueHTu ¢ auadet (Bk. Touka 5.1).

4.2 Jlo3upoBKa M HAYMH HA NPUJIOKEHHE

2 lO3I/I[ )OBKaA

Bwspacmuu, sxnouumento cmapuecka b3pacm

3a npenoTBpaTABaHE M JICUCHHE HA O0JIKa U Bh3naneHue go3ata ¢ 1 kanka NEVANAC B
KOHIOHKTHMBAJIHHA CaK Ha 3aCETHATOTO OKO (04YHM) BEIHBK JHEBHO, KaTo ce 3aro4sa | JieH npeau
olepanuaTa Ha KaTapakTa, IpOJb/KaBa ce B JIEHS Ha ONepalysITa U 32 IbpBUTE 2 CEAMUIN OT
rmocronepaTuBHUS repuoy. JleueHnero Moxe 1a Obae MPOABIHKEHO 10 IBPBHUTE 3 CEAMUIIN Ha
MOCTOTIEPATHBHUS IIEPHOJI, KAKTO € yKa3aHo OT Jiekapsi. JlomblIHUTEIHA KanKa TpsiOBa Ja ce MOCTaBH
30 o 120 muHyTH Ipean ONepauira.

ITo BpeMe Ha KIMHUYHUTE U3MUTBAHHUS MarMenTuTe ca tekysanu a0 21 gam ¢ NEVANAC 3 mg/ml
KaITKH 3a OYH, cycrieH3us (Bx. Touka 5.1).

3a HaMaNsIBaHE HA PUCKa OT MIOCTOTIEPATHBEH OTOK Ha MaKyJjarTa, CBbp3aH C Olepalus Ha KaTapakTa
MpH MaIeHTu ¢ nuader, no3ata ¢ 1 kanka NEVANAC B KOHIOHKTUBAIHUS CaK Ha 3aCETHATOTO OKO
(oum) BeAHBK AHEBHO, KaTO CE 3amouBa 1 JAeH mpeau onepanusaTa Ha KaTapakTa, IpoabKaBa ce B
JIeHsI Ha oriepanuara 1 1o 60 JHU OT MOCTONEPAaTUBHUS ITEPHO/], KAKTO € YKa3aHO OT JIeKapsl.
JlonmbyiHUTENHA Kanka TpsoBa 1a ce nmocrtaBu 30 10 120 MUHyTH npean onepaiusra.
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IMpunoxenuero Ha NEVANAC 3 mg/ml xarnku 3a oun, cycnieH3us BEIHBK JHEBHO OCUTYPSBA ChIlAaTa
obima mHeBHA H03a Henmadenak kato mpunokerrnero Ha NEVANAC 1 mg/ml kanku 3a o4, CycrieH3us
TPH IBTU THEBHO.

CriermaliHy monyJaiy

Tayuenmu c 6v0peuno unu yepHoOpoobHo yepedicoane

NEVANAC He e npoyuBaH IpH NalMeHTH C Y4epHOAPOOHO 3a00siBaHe WM OBOPEYHO YBpekKIaHe.
Henadenax ce enumMuHupa OCHOBHO 4pe3 OMoTpaHcOpMaIisl U CUCTEMHATa €KCIO3UIHS € MHOTO
HUCKA CIIe]] IOKAITHO OYHO MpHiiokeHue. He e HeoO0XoqMMo KopurupaHe Ha 103aTa pH Te3H
MalUEHTH.

Ileouampuuna nonynayus

BeszonachoctTa u epukacHocrra Ha NEVANAC mpu sena v 1oHOIIM He ca ycTaHoBeHH. Jlumcsar
nannu. He ce mpenoppuBa ynorpedara My MpH TE3W MAIMEHTH [0 TOTy4aBaHETO Ha JOMBIHUTEIHU
JTaHHU.

Ionynayus 6 cmapuecka 6v3pacm
He ca HabmogaBaHu pa3iuku B 0€30II1aCHOCTTA ¥ €(PEKTHBHOCTTA MEXKTy IAIUEHTH B CTapyecKa

BB3PaCT U IMO-MJIaJld MallUCHTH.

Hauun Ha OPHUITOKCHUEC

3a 04YHO MPHIIOKEHHE.

[TanmenTute TpsiOBa na ObAAT HHCTPYKTUPAHH Ja pasKiamar 1o0pe OyTuikara npeau ynorpeoa.
Cren xaro Karadkara € CBaJICHa, aKo MMa 3aIllUTeH IPBCTEH U € XJ1abaB, MaxHeTe ro, Ipeau 1a
W3TIOJI3BATE MPOIYKTA.

AKO ce M3II0JI3Ba IMOBEYE OT €AWH OPTAIMOJIOTHYEH JICKAPCTBEH MPOIYKT 3a JIOKAITHO MPHUIIOKEHHE,
JIEKapCTBEHUTE MPOIYKTH TPsIOBa fa ce mpuiiaraT Ipe3 HHTEpBaI OT MoHe 5 MUHYTH. OUHUTE Ma3H
TpsiOBa Jla ce MpUJIaraT MociIeIHH.

TpsaOBa na ce BHUMaBa Jla HE CE IOKOCBAT KJIETAa4YnTe, 3a00MKaIAIIaTa TH 00IacT WK APYTH
MOBBPXHOCTH C BPBXUYETO Ha alTUKaTopa-KankoMep Ha OyTHIIKaTa, 3a Jja ce MpeanassT oT
3aMBbpCSIBaHE AIUIMKATOpa-KarmkoMep U pa3reopa. [lanuenture TpsiOBa aa ObJIaT MHCTPYKTUPAHU Ja
ChXpaHABAT OYTHIIKATa TUIFTHO 3aTBOPEHA, KOTaTO HE CE€ M3IOI3Ba.

AKO ce mportycHe 71033, TpOBa Jia ce MPUIIOKHU €/IHA Kallka Bh3MOXKHO Hal-CKOPO, MPEJ J1a ce
MpeMHUHE KbM 00MYaitHOTO MpritokeHue. Jla He ce U3IMoI3Ba IBOIHA 71034, 3a /1a C€ KOMITEHCUpa
npornycHaTaTa 1 go3a.

4.3 IlporuBomoka3aHus

CBp’bX‘IyBCTBI/ITCHHOCT KBbM aKTUBHOTO BCHICCTBO WJIN KBbM HSIKOC OT IIOMOIIIHUTEC BCIICCTBA,
n30poeHu B Touka 6.1.

CBpBX4yBCTBHUTEIHOCT KbM JPYTU HECTEPOUIHU MPOTHBOBB3NaauTenHu cpencrsa (HCIIBC).

[MarueHTH, TPH KOUTO MPHUCTHIIUTE HA ACTMA, YPTUKAPHUS HITH OCTHDP PUHHUT CE YCHUIIBAT OT
areTmIcanuITniIoBa kucennaa win npyrua HCIIBC.

44  CneuuanaHu npegynpe:kaeHus M MpeanasHu MEPKH NMPH ynorpeda

JlekapcTBEHUAT MPOIYKT HE TPsIOBa Ja ce MHKeKTUpa. [larmenTuTe TpsiOBa 1a ObJAaT MHCTPYKTUPAHH
na »e norireiar NEVANAC.
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[ManmenTute TpsiOBa na OBIAT HHCTPYKTUPAHH Ja 30STBAT CIbHYEBATA CBETIMHA 10 BpEME Ha
negennero ¢ NEVANAC.

Edextu BbpXy ounte

VYnotpebata Ha nokaxan HCIIBC moxe na noBeae 10 kepatut. [Ipu HSIKOM 9yBCTBUTENIHHU TAIUEHTH,
npoabpkuTenHara yrnorpeda Ha nokannu HCIIBC moxe ga noseie 10 yBpekaaHe Ha euTena,
M3THHSABAHE Ha POTOBUIIATA, €PO3Us Ha POTOBHIIATA, 0Opa3yBaHe Ha S3BU WK niepdopanus Ha
porosuriara (Bx. Touka 4.8). Te3u chOMTHA MOXKE Ja 3acTpamar 3peHneTo. IlarenTure ¢ JaHHH 3a
yBpEeXJaHEe Ha eMHUTeNIa Ha POrOBHLIATa TPsIOBa He3a0aBHO Ja MPEYCTaHOBST yoTpedaTa Ha
NEVANAC u tpsi6Ba na ObAaT Clie/IeH BHUMATEITHO 3a 3/[paBUHATA HA POTOBHIIATA.

HCIIBC 3a nokanHo mpuiiokeHne Morar Ja 3a0aBAT 3a3paBsBaHETO. 3a JJOKATHUTE
KOPTHUKOCTEPOUM CHIIO € U3BECTHO, Y€ MOraT Ja 3a0aBAT 3a34paBsiBaHeTO. EqHOBpeMeHHaTa
ynotpeba Ha nokanHo npunaranu HCIIBC u nokanHu cteponn MoXe Jja yBeJIMYM Bb3MOKHOCTTA 32
mpo6yiemu npu 3a3apaBaBaneTo. [lopaau ToBa ce mpenopbyuBa MOBUIIEHO BHUMAaHKUE, KOTATO
NEVANAC ce npunara eITHOBPEMEHHO C KOPTUKOCTEPOHIH, 0COOEHO TPH MAIEHTH ¢ BUCOK PUCK 32
HE)KEJNaHU PeaKkUyy Ha pOrOBULATA, OMCAHH [10-0IY.

[Hoctmapketurarosust onut ¢ okanHu HCIIBC npenmonara, 4e maieHTH, NpeThpIeau CI0KHU
OYHH OTIEPaLiH, C JEHEPBALMS Ha pOrOBHULATA, Ne(EKTH HAa POTOBUYHUS EMUTEN, 3aXapeH AUalerT,
3a00J1sIBaHUs HA OYHATA IOBBPXHOCT (HAINp. CHHAPOM Ha CyXOTO OKO), PEBMAaTOUAEH apTPUT WIIU C
HSKOJIKO OYHH OTEPalliy 3a KPaThK NEpHUO OT BpeMe, MOTaT J]a UMaT YBEJIMYEH PUCK OT MpOosBa Ha
HeXeJIaHW peakIy Ha poroBHUIlaTa, KOUTO Morar aa 3actpamanat 3peHuero. HCIIBC 3a nokamHo
MPUIOKEHHE TPsIOBa Ja ce U3MOJI3BaT ¢ MOBUIIEHO BHUMAaHUE NIPY Te3H nauueHTH. [Ipoabmkurennara
ymotpe6a Ha mokaaan HCIIBC mosxe ma yBenmndu prcka 3a MaueHTa OT MOosBa U TEXECTTa Ha
HEe)XeJIaHW PeakIy Ha POTOBHUIIATA.

Nma cpobmenwnst, ye oprammonoruaante HCIIBC MoraT na npu9IuHST 3aCHIEHO KbPBEHE OT OUYHHUTE
ThKaHH (BKIIOUYUTETHO Xu(ema) BbB Bpb3ka ¢ ounara oneparnusi. NEVANAC tpsiOBa aa ce u3mosnssa ¢
MOBHILIEHO BHUMaHUE MPH MallMEHTH C N3BECTHA CKIIOHHOCT KbM KbPBEHE WJIM TaKMBa, KOUTO
W3I0JI3BAT APYTH JIEKApCTBEHU NMPOAYKTH, KOUTO MOTaT Ja yIbJDKAaT BPEMETO Ha KbPBEHE.

JIokaaHOTO NpUIIOKEHNE HA IPOTUBOBB3NAIUTEIHN JIEKAPCTBEHU IIPOAYKTH MOXKE J1a MacKUpa OCTpa
ouna undekuus. HCIIBC nsamar anHTuMUKpOOHH cBoiicTBa. B cityuail Ha ouna uHexyst, TpsaOBa aa

CC MOoAXO0J BHUMATCIIHO KbM yHOTpeGaTa UM 3a€IHO C aHTI/II/IH(I)eK]_II/IOSHI/I JICKapCTBa.

KonTtakTHu jenmum

He ce npenopbyBa HOCEHETO HA KOHTAKTHH JIEIIU 110 BPEME Ha MOCTONEPATUBHUS IEPHUO/T CIIE
orepaius Ha kaTapakra. [1o Ta3u npuunHa, NalUeHTUTE TPAOBA J1a ObJaT MOCHBETBAHU JIa HE HOCST
KOHTAaKTHH JICLY, OCBEH aKO HE € U3PUYHO YKa3aHO OT TEXHMS JIEKap.

benzankonues Xjaopuj

NEVANAC cpabprka OeH3aIKOHHEB XJIOPUA, KOUTO MOXE J1a IPUYHHHA APa3HEHe Ha OUNTE U €
M3BECTHO, Y€ MOJKE J1a IIPEAU3BUKA [TPOMSHA B [IBETa HA MEKUTE KOHTAKTHH JICIH. AKO Ce Hajara ja
CE HOCST KOHTaKTHH JICIIY TI0 BPEeME Ha JICYCHUETO, NAIIMCHTUTE TPsOBa Ja ObIaT OCHBETBAHHU Ja
CBAJIAT KOHTAKTHUTE JICIIY TIPEIU MPUIOKCHUE U Ja U3YaKAT Hal-ManKko 15 MUHYTH, peau Ja TH
IIOCTaBIT OTHOBO.

HMma C’LO6H.ICHI/ISI, ye OCH3aTKOHUEBUSIT XJIOpUAa MOXKE a MPUINHU TOYKOBUIHA KE€pATOIIATUA ifh70) 43

Tokcu4Ha si3BeHa keparonarus. Tl kato NEVANAC chappika OeH3aIKOHUEB XJIOPHII, €
HEeoOX0IMMO BHUMATEIHO MPOCIeAsIBaHe P YeCTa MIH MPOIbDKUTENIHA yIoTpeoa.
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KD’LCTOCaHa HYYBCTBUTCIIHOCT

ChbllecTByBa Bb3MOYKHOCT 32 KPhCTOCaHA YyBCTBUTEIHOCT KbM HeMa(eHaK U alleTHIICATHIIAIOBA
KHCelIMHa, IPOU3BOIHYU Ha (eHmIoneTHaTa kucenuna u gpyru HCIIBC.

45 BzaumopeiicTBHE ¢ IPYIrd JeKapCTBEHH MPOAYKTH M APYrd (popMH Ha B3auMojeiicTBHe

In vitro npoy4BaHusITa MOKAa3BaT MHOTO HUCHK MOTCHIIMAI 32 B3aMMOJICHCTBHE C JAPYTH JEKapCTBEHU
MIPOAYKTH U B3aMMOIEHCTBHUS IIPH CBBP3BAHETO C MIPOTEMHUTE (BXK. TOUKa 5.2).

HDOCTaFJ'IaHHI/IHOBI/I aHaJI031

Mma MHOTO OrpaHUYCHH JaHHU 32 €AHOBPEMEHHATa yroTpeba Ha POCTaryiaHInHOBY aHAJIO3U U
NEVANAC. Kato ce uMa npeiBui TEXHUAT MEXaHU3bM Ha JICHCTBHE, €IHOBpEMEHHATa yroTpeda Ha
Te3H JIEKAPCTBEHU MPOIYKTHU HE C€ MPENophUBa.

EnnoBpemennata ynorpeba Ha nokanHu HCIIBC u nokanHu cTepouay MOXKe J1a YBETHYU
BB3MOXHOCTTA 3a [pobiieMu pH 3a3apassBaneTo. EnnoBpemennara ynorpe6a Ha NEVANAC ¢
JIEKapCTBa, KOUTO yIBIDKABAT BPEMETO Ha KbPBEHE, MOKE J]a IOBUIIM PUCKA OT KPbBOU3IUB (BIXK.
Touka 4.4).

46 @epTHINTET, OPEMEHHOCT M KbpMeHe

Kenu ¢ JACTCPOJACH INTOTCHIINATI

NEVANAC He TpsiOBa 11a ce M3I0JI3Ba OT KEHH C IETEPOJICH TOTCHIINAJ, KOUTO HE M3I0JI3BaT
KOHTpancmmus.

BpemenHoct

JlurcaT qOCTaTHUHO AaHHU OT yrnoTpebaTa Ha HenmadeHak npu OpeMeHHU KeHH. [IpoyuBaHusTa IPH
’KUBOTHH MOKa3BaT PENPOAYKTHBHA TOKCHYHOCT (BXK. Touka 5.3). [I0TEHIMATHUSIT PHCK MIPU XOpa He €
n3BecTeH. T'hil KaTO CHCTEMHAaTa €KCIIO3UITHS PH HEOPEMEHHH JKEHHU € He3HAYUTETHA CIIE]] JISUCHHE C
NEVANAC, puckbT 110 BpeMe Ha OpeMEHHOCT MOXKeE Jia Ce CUMTa 3a HUCHK. BBIIpeku ToBa, Thil KaTo
MOTUCKAHETO Ha MPOCTarjaHIMHOBaTa CHHTE3a MOJKE J1a TMOBJIMSIC HEraTUBHO Ha OPEeMEHHOCTTa 1/UIH
eMOPHOHAITHOTO/(ETANTHOTO Pa3BUTHE, U/WIIN PAXKIAHETO, /WM IOCTHATATHOTO PAa3BUTHE,
NEVANAC He ce nmperopbuBa 110 BpeMe Ha OpeMEHHOCT.

Kspmene

He e u3BectHo nanu HenadeHak ce eKcKpeTupa B KbpMara. [IpoyuBaHusiTa Ipy )KHBOTHH [TOKa3BaT
eKCKpeLysl Ha HenadeHak B MIISIKOTO IIPH IUTbXoBe. Bee mak, He ce oyakBat epeKTH Ipu KbpMayera,
THI KaTO CHCTEMHATa EKCIIO3MIINS Ha KbpMaukaTa Ha HenadeHak e HezHauntenHa. NEVANAC moxe
Jla ce U3I10J13Ba 110 BPEME Ha KbpPMEHE.

DepTUnuTeT
Jlunceat nannu 3a epexra Ha NEVANAC BbpXy QepTuinreTa npu xopa.
4.7 EdexTn BbpXy cnoco0HOCTTA 3a modupane U padoTa ¢ MAIIMHU

NEVANAC He noBiusiBa WK MOBJIHSBA MTPEHEOPEKUMO CIOCOOHOCTTA 3a modupaHe u padboTa ¢
MAIHHH.

BpeMCHHO 3aMbIIIBAHC WK APYTrU CMYIICHUS B 3pEHUCTO MOTaT Aa IMOBJIUAAT CITOCOOHOCTTA 32
H.IO(i)I/IpaHC i pa60Ta ¢ MaIuHHA. AKO IIpU MOCTAaBAHCTO Ha JICKaPCTBCHUS IIPOAYKT 3pCHUCTO CC
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3aMbBIIIH, MAIUCHTHT TPAOBA Ja U3YaKa, JIOKATO 3PEHUETO Ce MPOSICHHU, MPEIH a modupa Ui 1a
paboTu ¢ MaIIuHH.

4.8 Hexenanu JiekapcTBeHH peaKIuH

Pe3rome Ha npoduia Ha 6€30I1aCHOCT

B knmuanaHM n3nutBanus, BkmoyBamy Haja 1 900 manmenTy, kouto ca momydaBann NEVANAC

3 mg/ml xamnku 3a oM, CyCIIEH3MsI, Hali-4eCTO ChOOIIAaBaHUTE HEXETaH! PEAKIIK ca TOUKOBHIEH
KEepaTHT, KEPATHUT, YCEIaHE 3a YYKJO0 TSUI0 B OUMTE U OYHA 0OJIKA, KOUTO Ca HAOJF0IaBaHU TIPU MEXKTY
0,4% u 0,1% ot mauueHTHUTE.

Hayuenmu ¢ ouabem

B 1Be KIMHUYHU U3MUTBAHMS, BKIIOYBAIIM 594 MalueHTH, MallMeHTHTe ¢ AuadeT ca OMIN IMOII0KEeHN
Ha neuyenne ¢ NEVANAC kanku 3a o4n, CycleH3us B IpoabiukeHre Ha 90 1HU 3a MpeaoTBpaTsIBaHe
Ha OTOK Ha MakyJiaTta clie/l oepalis Ha karapakra. Haii-dyecto cho0laBaHaTa HeXXeIaHa PeaKIus €
TOYKOBHJICH KepaTHT, HaOmtoAaBaH mpu 1% OT MalMeHTUTEe, KOSTO BOJHU JI0 ONPE/ICIISTHE Ha KaTeropus
IO YecToTa ,,uecTu’. JIpyrure Hail-uecTo ChoOIaBaHN HEXEJIaH! PEaKIui ca KePaTUT U yCelllaHe 3a
qy>KI0 TSJIO0 B OUUTE, KOUTO ce HaOmoaaBaT cbotBeTHO pn 0,5% u 0,3% oT marmuenTure, Kato U
JIBETE HEXKEJIAHU PEAKIIUU Cca C KaTEropusl o YeCTOTa ,,HEeUeCTH .

TabauyeH CIUCHK HA HEXKEIAHUTE pEeaKnu

Crennute HeXXeJaHU PeaklMy ca TPYIMUpPaHH ChIIACHO ClIeHATa KOHBEHIH: MHOTO yecTH (>1/10),
yectH (>1/100 no <1/10), neuectu (>1/1 000 o <1/100), peaxu (>1/10 000 mo <1/1 000), mHOTO
penku (<1/10 000) mmu ¢ Hen3BecTHa YecToTa (OT HATMYHHUTE JAHHHM He MOXe Ja Obje HalpaBeHa
otieHka). [Ipu Besiko rpynupane B 3aBUCUMOCT OT YeCTOTaTa, HeXKeJIaHUTe Peaklny ce n30posiBar B
HU3XOJAIII pel IO OTHOILIEHUE Ha TSIXHATa CEPHO3HOCT. JlaHHNTE 3a HEXKEJIaHUTE peakiuy ca
MOJTYYCHU OT KJIMHUYHU M3MUTBAHKS WK MOCTMapKeTHHToBH chobOiennsi ¢ NEVANAC 3 mg/ml
Karku 3a oun, cycrieHsust 1 NEVANAC 1 mg/ml karnku 3a o4u, cycrieH3usl.

CucreMo-OpraHHu KJjiacoBe He:xenanu peakuun

Hapymienus Ha UMyHHaTa cucTeMa Peoku: cCBpbX4yBCTBUTEIHOCT

Hapymienns Ha HepBHaTa cucTeMa Peoxu: 3amasiHOCT, TTaBOOOIHE

Hapymenus Ha ounrte Heuecmu: kepaTuT, TOYKOBUJICH KEPATHT, Ne(EKT Ha

POTOBUYHUS E€MUTEN, yCEUIaHe 3a UyXk/I0 TAJIO B
OKOTO, 00pa3yBaHe Ha KpyCTH 110 pb0a Ha Kienayda

Peoku: npur, xopouganHa edysusi, OTIaraHus 1mo
porosuiiara, 60jKa B OKOTO, O4eH TUCKOMOPT,
CyXO0Ta B OKOTO, Onedapur, 1pa3HeHe B OKOTO,
CBbpOEXK B OKOTO, CEKPELHUs OT OKOTO, aIeprHueH
KOHIOHKTHBHUT, YBEJIMUYEHO ChII300T/ICIISHE,
XHUIEPEMUSI HA KOHIOHKTHBATA

C neuszsecmna yecmoma: nepopanus Ha
poroBuIara, HapyIeHO 3a3ApaBsiBaHe (POroBUIA),
[IOMBTHSBAaHE HA POTOBUIIATa, POrOBUYEH OeJler,
HaMaJjleHa 3pUTesIHa OCTPOTa, I0AyBaHe Ha OKOTO,
YJILIEPO3€H KEPATUT, U3THHSABAHE HA POrOBULIATA,
3aMBIIICHO 3pEHHUE

Cp10BU HapylIeHHS C neuseecmna vecmoma: OBUILEHO KPBBHO
HaJIsIraHe
CTOoManiHo-4peBHU HApYIICHHS Peoku: ranene
C neusgecmna yecmoma: NOBPBIIAHE
Hapymenns Ha kokaTa U IOJKOKHATa Peoxu: ormyckane Ha KoXaTa (aepmMaroxanasus),
THhKaH JIEPriUyYeH JepMaTuT
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Omnucanne Ha W30PaHN HEXEITAHHU PEAKIIUN

[TanmeHTH ¢ NaHHU 3a YBpEXKIaHe Ha eMUTEIa Ha POrOBHUIIaTa, BKIIOYUTEIHO epdopanus Ha
poroBuriata TpsiOBa BemHara jaa npeycranosar npmioxeraneTo Ha NEVANAC u tps6Ba ga Obaat
npociesBaHi BHUMATEIHO 3a 3[paBHHATA Ha poroBuiata (Bx. Touka 4.4).

Ot noctmapketunrosus onut ¢ NEVANAC 1 mg/ml xanku 3a 04H, CyCIEH3Us ca yCTaHOBEHH
CITyJau, TIPH KOUTO ce ChOOIIaBa 3a emuTeNIeH nedeKT/HapyIIeHHe Ha poroBuIiaTa. TexXecTTa Ha Te3H
cllyyad Bapupa OT HECEpHO3HH €(eKTH BbpPXY LIEJIOCTTA Ha eMUTela Ha POTOBULIATA A0 MO-CEPHO3HH
CHOUTHS, IPU KOUTO 33 BH3CTAHOBSBAHE HA SICHOTO 3pEHHE Ce N3MCKBA XUPYpPrUyHa HaMeca W/nuin
JIeKapCTBEHA TEparus.

[HoctmapkeTtunrosust onut ¢ Jokanau HCIIBC npeanonara, ye nanueHTy, NpeThpHesn CI0KHN
OYHH OTIEpalliH, C JEHEPBALMS Ha pOrOBHULATA, Ne(EKTH HAa POTOBUYHUS €IUTEN, 3aXapeH AUalerT,
3a00JIsIBaHUS Ha OYHATA MOBBPXHOCT (HAIp. CHHIPOM Ha CYyXOTO OKO), PEBMATOUIEH apTPHUT WIIH C
HSKOJIKO OYHU OIIEpalliU 33 KPaThK MIEPUOJ OT BpEME, MOKE Jja UMaT YBEIUYEH PUCK OT I10sBA Ha
HEXEJIAHW PeakliMy OT CTpaHa Ha POTOBULIATA, KOUTO MOXKE [1a 3aCTpalllaBaT 3pEHUETO UM.

IleqnaTpryHa nonyJialus

besonacHocrTa 1 epukacHoctTa Ha NEVANAC 11pn eria 1 10HOIIM HE ca YCTaHOBCHH.

C’BO6H_IaBaH€ Ha IMoa03HupaHn HEKCIIaHU PCAKITUNA

Cro0111aBaHeTO Ha TIOJJO3UPAHH HEeXKEIIAHU PEaKIuu Clie/ pa3peliaBaHe 3a ynoTpeda Ha JICKapCTBEHHS
MPOAYKT € BakHO. TOBa 1M03BOJISABA Ja IPOIBJKH HAOJIOCHHETO Ha ChOTHOIIICHUETO 1M0J13a/PUCK 3a
JIEKapCTBEHUS IPOayKT. OT MEAMIIMHCKUTE CIICIIUAIMCTH CE€ U3MCKBA Jia ChOOIIaBaT BCAKA
MOJI03UPaHA HEeXeNlaHa PeakIiysl Ype3 HAMOHAIHA CHCTEMa 3a ChOOIIaBaHe, OCOYCHA B

[punoxenue V.

4.9 Ilpepo3upane

He ce odakBa 1a BE3HUKHAT TOKCHYHU €(PEeKTH B CIydail Ha MPeA03UpaHe MPH OYHO MPHIIOKEHUE,
HUTO IIPH CIIy4aliHO IIEPOPAIHO MOTIIBIIAHE.

5.  ®APMAKOJIOTHMYHHM CBOMCTBA
5.1 dapmakogMHAMHYHHU CBOIiCTBA

dapmakoTepanepTruyHa rpyna; OQTaaMoIOrHuHU CPEACTBA, IPOTUBOBB3AIMTEIHH CPEJICTRA,
nHectepousu, ATC kox: SO1BC10

Mexanu3bsM Ha JEHUCTBUE

Henadenak e HecTepouIHO MPOTUBOBB3NAIUTEIHO U aHANITETUYHO TpeaiekapcTBo. Ciiel] TOKaITHO
OYHO MPHUJIOKEHHE, HenadeHaK MPOHUKBA MTPE3 POTOBUIIATA U 101 BIUSHUE HA XUIPOJIA3UTE B OUHUTE
ThKaHH, C€ PEBPbILA B HECTEPOUJTHOTO TPOTHBOBB3MIAIUTEIHO JICKAPCTBEHO BEIIECTBO aM()EHaK.
Ampenak naxuOupa AelicTBUETO Ha npocrariananH H cuHTazaTta (IUKI0OKCUTeHa3a), €H3UM
HE0OXO0IMM 3a MPOAYKIHATA Ha TPOCTATIaH INH.

JonbIHUTEIHU d)aDMaKOJ'IOI‘I/IIIHI/I CBOMCTBa

[Ipu 3aiinu e mokazaHo, 4e HemadeHak HHXNOUpa HapyIIaBaHETO Ha KPBBHO-pEeTHHATHATA Oapuepa u
3ae/IHO ¢ TOBa MoTucka cuuTe3a Ha PGE,. EX Vivo e nokazaHo, ue eJHOKpaTHa 7032 HemadeHak,
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MPUJIOKEHA JIOKAJTHO B OKOTO, MOTHCKA CHHTE3aTa Ha MPOCTArJaHHH B HPUCA/IIMITHAPHOTO TSIIO
(85%-95%) u petunara/xopounesita (55%) cbOTBETHO 110 6 4aca u 4 Jaca.

dapMakoIMHAMUYHU ed)eKTI/I

ITo-ronsimaTa gacT oT XUAPOJUTUIHOTO MMPEBPBIIAHE CE OCHIICCTBABA B peTI/IHaTa/XOpOI/IZ[GSITa,
IoCJICABAaHO OT I/IpI/Ica/HI/IHI/IapHOTO TAJIO U pOoropunaTa B CbOTBETCTBUE CHC CTCIICHTA HAa ThbKaHHATa
BacCKyJ1apusanus.

Pesynratute ot kiimHn4HUTE M3nUTBaHKUs nokassat, ye NEVANAC 3 mg/ml kanku 3a oun,
CYCIEH3Hs HE OKa3Ba 3HaYMM €(EeKT BbPXY BbTPEOUHOTO HaJsITaHE.

Kinanyzaa e(huKacHOCT ¥ 0€30IaCHOCT

IIpedomepamsaeane u 1euenue Ha NOCMONEPAMUBHA DOIKA U 8b3NATEHUE, CEbP3AHU C ORePaAYUs HA
Kamapaxkma

Edukacuocrra n 6ezomactHocrra Ha NEVANAC 3 mg/ml nmpu npodunakTrka u JeueHne Ha
MocToNepaTHBHA 0OJIKa U BB3MaJICHHE, CBhP3aHHU C ONlEpalvs Ha KaTapakTa, ca JOKa3aH! B JIBE
MaCKHpaHH, TBOWHOCIEINH, M1ane00-KOHTPOIUPAHH KIIMHUYHU HU3MUTBAHUS TIPU

061101 339 manuentu. [Tpu Te3u npoydyBaHus, PH KOUTO NPUIAraHETO Ha MAIUCHTUTE € BEIHBIK
JTHEBHO, KaTO Ce 3aro4Ba e1H JIcH MPEIU OlepaluaTa Ha KaTapakTa, IPoIbJKaBa ce B ICHS Ha
orepanuaTa u npe3 mppBute 14 mam Ha nocroneparuaus nepuoa, NEVANAC 3 mg/ml kanku 3a
OYH, CYCIICH3HsI [T0Ka3Ba M0-100pa KIMHUYHA e(PUKACHOCT B CPAaBHEHUE C HOCUTEJIS MPH JICYCHUE Ha
MocToNepaTUBHA 0OJIKA U Bb3MaJICHUE.

[TanimenTtute, nekyBarau ¢ NEVANAC, e mo-Manko BEposSTHO 1a UMaT 00JIKa B OKOTO U U3MEPHUMHU
MpU3HAIM Ha Bh3NaNeHue (KIeThuHa peaklus B IPeJHO-KaMepHaTa TeYHOCT U MOJO0XKUTeNeH THH/a)
B PaHHUS NIOCTOINEPATHBEH NIEPUOJT U JIO Kpast Ha JICYCHUETO, B CPABHEHHE C TE3H, JICKyBaHH C HETOBUS
Hocuren. [Tpu aBere mpoyuBanusi, NEVANAC uzunctBa Bp3naiennero Ha 14-us JeH cien
omeparnusTa mpu 65% u 68% ot manueHTuTe, B cpaBHeHME ¢ 25% 1 35% OT ManueHTuTe, KOUTO ca
nony4aBaiu Hocuted. [IpouenTure Ha nunca Ha 6oska B rpynata Ha NEVANAC ca 89% u 91%, B
cpaBHeHue ¢ 40% u 50% OT manueHTUTE, NOIy4aBalId HOCUTEI.

Hsxou manmentu ca noayuasann NEVANAC 3 mg/ml kanku 3a oun, cycrniensus 1o 21 auu cien
onepanusra. EpukacHoctta ciie 14-us aeH ot onepanusita odave He € Ouiia OlleHEeHa.

B nonbanenue, ipu eaHo ot asete KauHnanan u3nuteanus, NEVANAC 3 mg/ml kamku 3a ouwn,
CYCICH3Hs, MPHIIOKEH BEIHBK JHEBHO, € TTOKa3ai He mo-Manka epurkacaoct or NEVANAC 1 mg/ml
KaIlK¥ 32 04, CYCIIEH3Us, MPUIIOKEH TPH ITbTH JTHEBHO 32 MPO(UIaKTHKA U JIeUeHUE Ha
mocTornepaTHBHA 00JIKA U BB3MaJICHHUE CJIe ONepalys Ha KaTapakTta. [IpoleHTHTe Ha M3YUCTBAaHE Ha
BB3MAJICHUETO U JIMIICA Ha 0OJIKA ca CXOJHM 3a J[BaTa MPOYKTa MPHU BCUYKHU MOCTONICPATUBHU OICHKH.

Hamanseane na pucka om nocmonepamusen Omox Ha MaKyiama, c6bpP3an ¢ Onepayus Ha Kamapakma
npu nayuenmu ¢ ouabem

3a onenHsiBane Ha epurkacHoctta u 6e3omacHoctra Ha NEVANAC 3 mg/ml kanku 3a o4u, CyCrieH3us
BEJIHBXK JHEBHO, 3a MPEIOTBPATABAHE HA MOCTONEPATHBEH OTOK HA MAKyJaTa, CBbp3aH C orneparys Ha
KaTapakTa, ca MPOBEICHH JIBE IPOYUYBAHUS MPH MALKUEHTH ¢ AuabeT. B Te3u npoyyBaHus, MpUIaraHeTo
Ha MPOYYBAHOTO JICKAPCTBO € 3all0YHATO €/IMH JCH IIPEIU OIepaIusiTa, MPOAbIKEHO € B JICHS Ha
omnepanusTa ¥ 10 90 THU OT MOCTONEPATUBHUS MTEPUO/I.

B nBere nBoiiHOMacKupaHH, paHAOMH3UPAHN, KOHTPOJIHPAHH C HOCUTEI MPOYYBaHUS, TIPOBEJCHU TIPH
MNAalUCHTH ¢ TUa0eTHa PETUHONATHS, 3HAYUTEITHO MO-TOJISIM MPOLICHT OT NALMCHTHTE B TpyIaTa ¢
HOCHTEJI ca IMOJyYHIN OTOK Ha Makyiara (17,3% u 14,3%) B cpaBHEHHE C MAIMEHTHUTE, JEKyBaHU C
NEVANAC 3 mg/ml (2,3% u 5,9%). ChoTBeTHHTE MPOLICHTH B HHTETPUPAH aHAIH3 Ha 2-Te
npoyuBanus ca 15,9% B rpynara ¢ Hocuten u 4,1% B rpynata ¢ NEVANAC (p<0,001). 3nauntenno
HO-TOJISIM TIPOLIEHT OT MAIlHEHTUTE ca NOCTUTHAIHN 15-0yKBEHO MM ITO-TOJIIMO ITOI00peHUE Ha

neH 14, koero e mogmbprkaro 10 nen 90 B rpynara Ha NEVANAC 3 mg/ml (61,7%), B cpaBHeHwHe ¢
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rpynara c Hocuren (43%) B eIHOTO MpoyYBaHe; MPH BTOPOTO MPOYyUYBaHe, MPOIEHTHT HA MAI[UCHTUTE
€ CXOJIeH B 2-Te TPYyIH Ha JIeYeHre 3a Ta3M KpaitHa Touka (48,8% B rpymara Ha NEVANAC u 50,5% B
rpymnara ¢ HocuTen). B uHTerpupaH aHaaus Ha 2-Te MPOyYBaHUsI, TPOICHTHT Ha MalueHTure ¢ 15-
OykBeHO mogoOpenue Ha AeH 14, koeto ce nogabpxa A0 AeH 90 e mo-roisMo B rpymnaTa Ha
NEVANAC 3 mg/ml xanku 3a oun, cycrensus (55,4%), B cpaBHeHHe ¢ rpynara ¢ Hocuten (46,7%,
p=0,003).

[lemaTpruuga nmonyiaamus

EBpomneiickata areHIus 1o jJekapcTBaTta 0cBOOOXkKIaBa OT 3aJbKCHUETO 3a NIPEJOCTaBsIHE Ha
pesynratute ot npoyuBanusaTa ¢ NEVANAC BbB BCHUKH OATPYIU Ha MEAMATPUYHATA ITOMYJIaHs
py NpodUIaKTUKa U JeYeHNe Ha TIOCTOIepaTiBHA 00JIKa U Bb3MIAJICHNE, CBBP3aHU C ONEpals Ha
KaTapakra (BX. Touka 4.2 3a uHpOpMaIKs OTHOCHO yIOTpeOa B MeAUaTpHsITa).

5.2 dapMaKOKHHETHYHU CBOiicTBa

AOcop0buus

Cren npunarane Ha efna kamka NEVANAC 3 mg/ml xamku 3a o4H, CyCIIEH3Hs B IBETE OUH BETHBK
AHEBHO 3a YCTUPH ITHH, IIPH ITO-Tr'0JIAMa 4aCT OT MalUCHTUTE CC Ha6J'IIOIIaBaT HHUCKHU, HO OIIPEACTIUMU
TUIa3MEHH KOHIICHTpaIlMK Ha HenadeHak U aMm(eHak, ChOTBETHO 2 U 3 yaca cief| puiaraHe Ha
no3ata. CpeqHuTe cTalMoHapHu miasMeHn Cmax Ha HemadeHak v aMeHaK cliel 0YHO TPUIIOKECHUE Cca
cvotBeTHO 0,847 + 0,269 ng/ml u 1,13 £ 0,491 ng/ml.

Pasnpenenenue

AmdeHnak uma roysiv apUHUTET KbM CEPYMHUTE aIOyMUHH. IN VItro, mpoueHThT CBbp3aH KbM
IOYMUH OT TUTBX, YOBEIIKH QJIOYMHH M YOBELIKH CEpyM € choTBeTHO 98,4%, 95,4% u 99,1%.

HpquBaHHSI IIpU TUTBXOBEC IMMOKa3BaT, 4€ paJuOaKTUBHO OeJsa3aHu Marepuajiv, CBbp3aHu C aKTUBHOTO
BCIIECTBO, CC pAa3NpCACIIAT HIMPOKO B OpraiHu3ma Cjica €AHOKpAaTHA WM MHOT'OKpaTHa 1repopajHa 103a

YC-nenapenax.

[IpoyuBaHus npy 3aiIK MOKA3BAT, Y€ JIOKATHO MPUIIOKCHUAT HemadeHak ce pa3npeiess JIOKAIHO OT
MpeHATA YacT Ha OKOTO B 3aTHUTE OYHHU CETMECHTH (PETHHA U XOPHOHIEs).

Buorpaucdhopmarmsa

Henadenak npersprisiBa OTHOCUTENIHO Obp3a OMOaKTHBALMS 10 aM(EHAK Ype3 BBTPEOYHHUTE
xunapoiasu. Crnex ToBa aM(eHak IPEThPIIABa EKCTEH3WBEH META0O0IM3BM JI0 MO-TIOIAPHU METaboINTH,
BKITIOYBAI XHIPOKCHIMpaHE Ha apOMaTHUS MPBCTEH, KOETO BOJIH O 00pa3yBaHe Ha TIIIOKYPOHUIHU
KOHIOTaTH.

Pagnoxpomarorpad)cku aHANM3W MIPEIU U CIIEA XUAPOJIN3aTa Ha B-TIIIOKYpOHHJa3aTa TI0Ka3BaT, 4e
BCHUYKH META0ONUTH ca 1o ¢popMara Ha MIIIOKYPOHUIHH KOHIOTaTH, C M3KIII0UEHHE Ha aM(eHak.
AmdeHak € OCHOBHHUAT METa0OJINT B IU1a3MaTa, IpeAcTaBisiBall npudausurento 13% ot obmara
IUTa3MeHa PaInOaKTHBHOCT. BTOpHAT Haif-4ecTo cpemmaH mia3MeH MeTaboIUT € UACHTUDHUIIPAH KaTo
S-xuapokcu HenageHak, IpeACTaBIsBaIL TPUOIH3UTENHO 9% 0T o0ImaTa paguoakTHBHOCT IPU Crax.

BsanmopeiicTBUSA ¢ ApyTrH JIeKapcTBEHH MpoaykTH: IN Vitro Huro Hemadenak, HUTO aM(eHaK MOTHCKAT
HSAKOM OT OCHOBHHUTE META0OIMTHH aKTHBHOCTH Ha yoBemikus nutoxpom P450 (CYP1A2, 2C9, 2C19,
2D6, 2E1 u 3A4) mpu xounertpanuu 10 3 000 ng/ml. TTopaau ToBa B3aNMOAEHCTBYS, BKITFOYBAIIH
CYP-Meauupan MeTaboJIM3bM Ha €THOBPEMEHHO MPUJIAraHy JICKAPCTBEHH MPOIYKTH, Ca MAITKO
BeposATHU. B3auMoieiicTBHS, MEIUMPaHU OT CBBP3BaHE C IMPOTEHHH, ChIIIO Ca MAJIKO BEPOSTHHU.
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Ennmunupane

Cries1 mepopaliHo IpHiokenue Ha “*C-HenadeHak Ha 31paBy 106POBOIIIH, € YCTAHOBEHO, Ue
OCHOBHHUST ITHT HA OTJICIISIHE HAa PAJIMOAKTUBHOCTTA € Upe3 ypuHarta, npuoau3uteHo 85%, 10Kato
OTJIEINHETO ¢ (peKaTNNTE TPEACTaBIABA OKOJIO 6% OT Jo3ara.

5.3 IlpenxkJIMHUYHM JAHHH 32 0€30MaACHOCT

HexnuHnuHUTE 1aHHU HE NTOKa3BaT 0cOOEH PHCK 3a XOpa Ha 06a3aTa Ha KOHBEHIIMOHATIHUTE
(hapMaKoJIOTHYHH TPOYYBaHU 32 OE30MACHOCT, MPOYYBAHHUS 32 TOKCHYHOCT IIPH MHOTOKPAaTHO
IIpUJIaraHe ¥ TeHOTOKCUYHOCT.

He ca mpoBexmann ApArOCpPOYHHU MPOYIBAHUS 32 KAHIIEPOTeHHOCT Ha HemadeHak.

[Ipu penpoayKTHBHY NPOYYBaHUs C HenadeHak NpH ITbX0BE, TOKCUYHUTE 031 3a MalKaTa

>10 mg/kg ce cBBp3BAT C AUCTOKHS, YBEIMYCHA MOCTUMILIAHTAIIMOHHA 3ary0a, HaMaJeHO TerJio U
pacrexx Ha eTycuTe U HamalieHa IpekuBseMocT Ha ¢erycute. [Ipu OpemeHHn 3aiiuu, 1o3a ot

30 mg/kg npu maiikaTa, KOSITO MPEAN3BUKBA C1a0a TOKCHYHOCT Y MAMKUTE, TIOKa3Ba CTATHCTHYCCKU
3HAYMMO yBEJIMUCHHE Ha CIIlydyauTe Ha Maa(opMaLuy IPU MaJIKUTE.

6. OAPMAINEBTUYHHU JAHHHA
6.1 CHoucepK Ha IOMOIIHHUTE BEIIECTBA
bopHa kucenuna

ITponuieHr UKo

KapOomep
Harpues xnopun

I'yap

Kapmenosa narpuii

JlnHatpues exerar

benzankonues xiaopu

HarpueB XxuapoKCHI 1/Win XJIOPOBOIOPOIHA KucernHa (3a Kopekius Ha pH)
[Tpeuncrena Boaa

6.2 HecnbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHocT

18 mecena

Jla ce u3XBbpiH 4 CEIMHUIH CIIE/T ITBPBOTO OTBapsIHE.

6.4 Cl'lellﬂa.]]]{l/l yYcdioBus HaA CbXpPaHEHUE

Ja He ce cpxpansBa Hag 25°C. CpxpaHsaBaiiTe OyTHUIIKaTa B KapTOHEHATa OMAaKOBKa, 32 J1a Ce MPeAIa3n
OT CBETJIMHA.

3a yCIIOBUATA HA CbXPAaHEHUE CJIe/ IbPBOHAYAIIHO OTBAPSIHE HA JICKAPCTBEHUS IPOAYKT BUKTE
TOouka 6.3.
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6.5 Bwuau chabp:KaHNEe HA ONAKOBKATA

Kpbria unm oBaiiHa OyTHITKA OT MOJUETUIICH C HUCKA IUTBTHOCT, C JIO3UPAIl HAaKpalHUK U Osiia
Karayka Ha BUHT OT MOJMIPOIUICH, chabpkaiia 3 ml cycnensus. bytunkara Moske 1a Obie
[IOCTaBeHa B IJIMKYE.

Kapronena kytusi, cbapprkamma 1 OyTuika.

6.6 CrhenmuajHu Npeanas’Hu MEPKH NMPH H3XBBPJIsSTHE

Hsama CrieliaJIH U3UCKBAHUS 34 U3XBBPJIAHEC.

1. MHNPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnauaus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/07/433/002

EU/1/07/433/003

9. JATA HA ITBPBO PA3BPEINABAHE/IIOJTHOBSIBAHE HA PA3PEHLIEHUETO 3A
YIHOTPEBA

Jara Ha mepBO paspemiaBane: 11 gexemBpu 2007 .

Jlara Ha mocieiHo noiHOBsiBaHe: 24 cenrremBpu 2012 .

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

[Monpo6Ha nHbopMarus 3a TO3M JIEKapCTBEH MPOYKT € Ipe/locTaBeHa Ha yeOcaiita Ha EBporiefickarta
areHIys 1o Jiekapcreara http://www.ema.europa.eu
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HNPUJIOKEHHE 11

INPOU3BOAUTEJL, OTTOBOPEH 3A OCBOBOX/JIABAHE HA
IHAPTHU N

YCJIOBUA NJIN OTPAHUYEHUA 3A TOCTABKA U YIIOTPEBA

JAPYI'N YCJIOBUA U UBUCKBAHUS HA PASPEHIEHUETO 3A
YIIOTPEBA

YCJIOBUSA NJIN OTPAHUYEHMNSA 3A BE3OITACHA U EOEKTUBHA
YIIOTPEBA HA JIEKAPCTBEHUSA NPOAYKT
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A.  MPOU3BOAUTEJL, OTTOBOPEH 3A OCBOBOKJIABAHE HA TAPTU/IU

HMe u aipec Ha IPOU3BOAUTENSA, OTTOBOPEH 32 OCBO60)K}_'[aBaHe Ha NapTuauTe

Novartis Manufacturing NV
Rijksweg 14

2870 Puurs-Sint-Amands
benrus

Novartis Pharma GmbH
Roonstrasse 25

90429 Nuremberg
l'epmanus

Novartis Pharma GmbH
Sophie-Germain-Strasse 10
90443 Nurnberg

I'epmanus

IleyaTHaTa MMCTOBKA Ha JICKAPCTBCHUA MTPOAYKT TpH6Ba Ja CbAbpiKa UMCTO U aJpecCa Ha
MMPOU3BOJUTECIIA, OTTOBOPEH 3a OCBO60)KI[aBaHCTO Ha CbOTBETHATA MapTrUaa.

b. YCJIOBUA NN OTPAHUYEHUSA 3A JOCTABKA U YIIOTPEBA

JlexapCTBEHUST MPOLYKT C€ OTIIyCKa IO JIEKapCKO MpeIIICaHue.

B. JAPYI'U YCJIOBUS N UBUCKBAHUS HA PASPEHIEHUETO 3A YIIOTPEBA
. IepuoguyuHu aKkTyaJau3nupanu aokiaanau 3a oezonacuoct (ITAIB)

WsnckBanusra 3a nonasane Ha [TAJIb 3a To3u nekapcTBeH NPOLYKT ca MOCOUEHH B CIIMCHKA C
pedepenTauTe natu Ha EBpomnetickus cpro3 (EURD crmchk), mpeasuaeH B wi. 1078, an. 7 oT
Hupexrusa 2001/83/EO, u BB BCHUKH CIIe/IBAIlU aKTyaJlU3ally, ITyOJMKYBaHH HA €BPOICHCKHS
yeOnopTai 3a JIeKapcTBa.

r. YCJIoBus Ui OrPAHUYEHUS 3A BE3OITACHA U E@OEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUSA TIPOAYKT

. IInan 3a ynpaBiaeHue Ha pucka (ITYP)

[putexaresar Ha paspeieHnero 3a ynorpebda ([IPY) TpsOBa na U3BbpIIBa H3HCKBAHUTE JCHHOCTH U
JIeHCTBHA, CBBP3aHU C MPOCTesIBaHe Ha JIeKapcTBeHaTa 0€30MacHOCT, ocodeHu B oo0penus [1YP,
npencraBed B Moayn 1.8.2 Ha pa3zperieHuero 3a ynorpeda, KakTo U BbB BCUUKH CJIC/IBAIH 0JJ00pEHH
akTyanuzauguu Ha [TYP.

Axtyanuzupan [1YP Tpa6Ba na ce moxasa:

o 1o uckaHe Ha EBpomnelickaTta areHius 1o JeKapcTBara;

) BHHATH, KOTATO CE€ U3MEHS CHCTEMaTa 3a YIIpaBJICHIE Ha PUCKA, 0COOCHO B PE3yNITaT Ha
MoJTy4aBaHe Ha HOBa MH(OpPMAITHUs, KOATO MOXKE Ja TOBEJIE 10 3HAUMMU POMEHU B
CHOTHOIICHHUETO IT0JI3a/PUCK, HITH CIIe/ JOCTUTaHe Ha BaYKEH eTan (BbB BPH3Ka C IMPOCIeIsIBaHe
Ha JieKapcTBeHaTa 6€30MaCHOCT MM CBEKIaHE Ha PUCKA 10 MUHUMYM).

23



HNPUJIOKEHHUE 111

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KYTHUS 3A EAHA BYTUJIKA OT 5 ml

‘ 1. HUME HA JIEKAPCTBEHUSA NTPOAYKT

NEVANAC 1 mg/ml xamnku 3a 04H, CyCIEH3Hs
HenageHak

‘ 2. OBSIBABAHE HA AKTUBHOTO BEIIECTBO

1 ml or cycnensusTa cpabpka 1 My HemageHax.

3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

Mamnuton E421, kapbomep, HATpHEB XJIOPUI, THIIOKCAIION, JMHATPHEB eAeTaT, OCH3aIKOHUEB XIIOPHI,
HaTpUeB XUAPOKCH U/UIN XJIOPOBOJOPOIHA KUCENMHA U IPEUNCTEHA BO/IA.

Bmxre nmuctoBkara 3a moBeue nHMOpMAIHSI.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Kanxku 3a oun, cycnensus

1x5ml

5. HAYMH HA NPUIOKEHUE U IbT(MIIA) HA BBBEXJIAHE

Pazknarere no0pe npenu ynotpeoda.
[Ipenu ynorpeba nmpoyereTe TUCTOBKATA.
O4HO MpUIIOKEHUE

6. CIHHEIIUAJIHO NPEAYHNPEXJIEHUE, YE JJEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JTELIA

Jla ce cpxpaHsiBa Ha MSICTO, HEOCTHITHO 3 JeTa.

‘ 7. JAPYI'U CIIEHUAJIHU MPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3THUYAHE HA CPOKA HA T'OJHOCT

l'onen no:
Ha ce n3xBbpnu 4 ceAMHIIA CIIe]] TFPBOTO OTBapsIHE.
OTBOpEH Ha!
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‘ 9. CIHHEIIMAJIHU YCJIOBHUSA HA CbXPAHEHUE

Ha ne ce cpxpansasa Han 30°C.

10. CHELOHWAJIHM NPEANNA3HU MEPKU INPU U3XBBPJSTHE HA HEU3IIOJI3BAHA
YACT OT JJEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AAPEC HA ITIPUTEKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Hpnannus

12. HOMEP(A) HA PABPEHIEHHUETO 3A YIIOTPEBA

EU/1/07/433/001 1x5ml

13. TAPTHJAEH HOMEP

[TapT. Ne

14, HAYMUH HA OTITYCKAHE

.HeKapCTBeHI/ISIT MIPOAYKT C€ OTITYCKaA I10 JICKAPCKO NPCAINCaHUC.

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. MH®OPMAILIMSI HA BPAIJIOBA A3BYKA

Hepanax 1 mg/ml

‘ 17. YHUKAJIEH HAEHTH®UKATOP — JIBYU3IMEPEH BAPKO/|

JBynsmepeH 0apKoJ ¢ BKIIIOYCH YHUKAJIEH HICHTU(PHUKATOP

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

PC
SN
NN
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MHUHHUMYM JAHHHU, KOUTO TPABBA JIA CBbABPXAT MAJIKUTE EJUHNYHU
II'bPBUYHHU OITAKOBKH

ETUKET 3A BYTHIKA

| 1. NME HA JIEKAPCTBEHUS TPOAYKT U ITbT HA BHBBEXKJIAHE

NEVANAC 1 mg/ml xanku 3a oun
HenageHak
OuHO TpUIIOKEHHE

’ 2. HAYMH HA TIPUJIOKEHUE

Ipeau ymotpeba mpoveTeTe JIMCTOBKATA.

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

T'onen no:

OTBOpeH Ha:

4. IHAPTUJAEH HOMEP

ITapT. Ne

S. CBbABPKAHUE KATO MACA, OBEM NJIN EJUHUIIN

5mi

| 6. JPYTO
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JAHHHU, KOUTO TPABBA JA CBbABPKA BTOPUYHATA OITAKOBKA

KYTUA 3A EJHA BYTHUJIKA

‘ 1. HUME HA JIEKAPCTBEHUSA NTPOAYKT

NEVANAC 3 mg/ml xamku 3a 04H, CyCIEeH3Hs
HenageHak

‘ 2. OBSIBABAHE HA AKTUBHOTO BEIIECTBO

1 ml or cycnensusTa chabpika 3 MY HemageHax.

3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

BopHna kncennHa, IpONUIEHTIIMKON, KapOoMep, HAaTPUEB XJIOPHI, Tyap, KapMeso3a HaTpuil, THHATPUEB
enerar, OCH3aIKOHUEB XJIOPUI, HATPHUEB XUAPOKCH/] H/WITH XJIOPOBOJOPOIHA KICEINHA U TIPEUHNCTEHA
BOJA.

Bwxre mucToBKaTa 3a moBede nHpopMaIus.

4. JJEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Kanku 3a oun, cycrnen3us

1x3ml

5. HAYMH HA TPUJIOXEHUE U ITbT(MIIA) HA BBBEXKJIAHE

Pasknarere mobpe npenu ynorpeoda.
IIpeau ynorpeba npoveTeTe JIMCTOBKATA.
O4HO puUITOKEHUE

6. CHHEIIUAJIHO NPEAYHPEXJIEHUE, YE JEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJIEJA U TOCET'A HA JIELIA

Ja ce cpxpaHsiBa Ha MSICTO, HEIOCTBITHO 3a JIela.

‘ 7. APYI'U CHEIWMAJIHU ITPEAYITPEXKIEHUSA, AKO E HEOBXOJUMO

Benanbx 1HEBHO
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‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'oneu no:
Jla ce m3XBBPIH 4 CeAMUITH CIIe]] ITBPBOTO OTBApSHE.
OTBOpEH Ha!

| 9. CIHENUAJIHHU YCJIOBUSA HA CbXPAHEHUWE

Ha He ce cpxpansBa Haj 25°C. CpxpaHsaBaiiTe OyTHIIKaTa B KApTOHEHATa OMAaKOBKa, 3a Jla ce Mpeanasu
OT CBETJIMHA.

10. CHELOHWAJIHU NPEANNAZHU MEPKHU INPU U3XBBHPJISIHE HA HEN3IIOJI3BAHA
YACT OT JJEKAPCTBEHUTE INPOAYKTH NI OTITAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HME U AAPEC HA ITIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Wpnauaus

12.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/07/433/002 1 x 3 ml — kpbria GyTuika
EU/1/07/433/003 1 X 3 ml — oBasnHa OyTHIIKa

13. TAPTHUJAEH HOMEP

ITapT. Ne

14, HAYUH HA OTITYCKAHE

JlexapcTBEHUAT MPOLYKT C€ OTIIyCKa I10 JIEKApCKO IPEAIUCAHUE.

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Hesanak 3 mg/ml
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‘ 17. YHUMKAJIEH HAEHTUH®UKATOP — JIBYU3MEPEH BAPKO/

JByn3mepeH 0apKoJI ¢ BKIFOYEH YHUKAJICH UACHTU(DUKATOD

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHHUMYM JAHHHU, KOUTO TPABBA JIA CBbABPXAT MAJIKUTE EJUHNYHU
II'bPBUYHHU OITAKOBKH

ETUKET 3A BYTHIKA

| 1. HNME HA JIEKAPCTBEHUS ITPOAYKT U IIBT(MIIA) HA BBBEXKJIAHE

NEVANAC 3 mg/ml xanku 3a oun
HenageHak
OuHO TpUIIOKEHHE

’ 2. HAYMH HA TIPUJIOKEHUE

Ipeau ymorpeba mpoveTeTe JINCTOBKATA.

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

T'onen no:

4. IHHAPTUJEH HOMEP

[TapT. Ne

5. CBbABbPKXAHUE KATO MACA, OBEM WJIN EJIUHUILIN

3ml

| 6. JPYTO
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MHUHHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EJUHNYHU
II'bPBUYHU OITAKOBKH

IIVINKYE

‘ 1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

NEVANAC 3 mg/ml xanku 3a oun
HenageHak
OuHO TpUIIOKEHHE

‘ 2. HAYMH HA TIPUJIOKEHUE

[Ipeau ynotpeba mpoveTeTe JIMCTOBKATA.

| 3. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

Ja ce u3xBbpnu 4 ceAMHLIN CIIE]] TBPBOTO OTBapsHE.

| 4. MAPTUJIEH HOMEP

[TapT. Ne

S. CBbABPKXAHUE KATO MACA, OBEM NJIN EJUHHUIIN

3ml

|6  JPYTO
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b. JUCTOBKA
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JlucroBka: uH(popManus 3a norpeduTesIst

NEVANAC 1 mg/ml kanku 3a 04H, cycneH3ust
Henagenak (nepafenac)

IIpoyeTeTe BHUMATEIHO LAJIATA JUCTOBKA, MPEAM [1a 3all04HeTe 1a U3I0J13BaTe TOBA

JIEKaApPCTBO, THil KaTO TS ChAbP:Ka Ba:kHa 32 Bac undopmanns.

- 3amazeTe Ta3u JUCTOBKA. MOKe 1a ce HAJIOKH Ja S IPOYETeTe OTHOBO.

- AKO “MaTe HJIKaKBY JOIIBJIHUTEIHU BbIIPOCH, TonuTaiiTe Bamus nexap, ¢papmManeBT uin
MEIHUINHCKA CeCcTpa.

- ToBa nexapcTBo € mpeanucano JuuHo Ha Bac. He ro mpeorcrenBaiite Ha apyru xopa. To Moxe
Jla UM HaBpeIH, HE3aBUCUMO Y€ IPU3HALMTE Ha TAXHOTO 3a00JsiBaHe ca ChIIUTE KaTo Bammure.

- AKO TIOJTy4HTe HIKAKBH HEXeJlaH! peakiuy, yBeaomeTe Bamus nekap, papmanest nimm
MEIHUIMHCKA cecTpa. ToBa BKIIOUBA M BCUHUKH Bb3MOXKHH HEXKEJaHH PEaKIMH, HEOITUCAHU B
Ta3M JUCTOBKa. Brkre Touka 4.

Kakgo CbAbPiKa Ta3u JIUCTOBKA

Kaxso npencrasnsasa NEVANAC u 3a kakBO ce H3M0JI3Ba
Kakgo TpsiOBa aa 3naere, npeau Aa uznonssare NEVANAC
Kaxk na nznomssare NEVANAC

BB3MOKHY HEXENaHU PeaKInu

Kak na cexpansBare NEVANAC

ChabpikaHue Ha OMIAKOBKATA U JIOMBIHUTEIHA UH(OPMAITUS

ok E

1. Kaxkso npeacrasasiBa NEVANAC u 3a kakBo ce H3M0J13Ba

NEVANAC cbabpixa akTHBHOTO BEIIECTBO Henlad)eHaK U MPUHAIICKH KbM Ipyla JIeKapcTBa,
HapeyeHH HecTepouIHU nmpoTtrBoBB3nanuTenau cpenacrsa (HCIIBC).

NEVANAC ce n3non3sa npu Bb3pacTHU:

- 3a IpeJJOTBpaTsABaHE U 00JICKUaBaHEe HA 0O0JIKA M BH3MAJICHHE B OKOTO CIIE]] OTIeparys Ha
KaTapakra (mepze) Ha OKOTO

- 3a HaMaJsIBaHE HAa PHUCKa OT OTOK Ha MaKyJiaTa (IOAyBaHe B 33/IHaTa YacT Ha OKOTO) CIIe]
omeparus Ha KaTapakTa (mep/e) Ha OKOTO IIPH MAlUeHTH C AUa0eT.

2. Kakso TpsoBa 1a 3Haerte, npeau Aa unoazsate NEVANAC

He uznoasBaiite NEVANAC

- aKo CT€ aJIEPTUYHH KbM HemageHaK WK KbM HSIKOS OT OCTaHAINTE ChCTaBKU Ha TOBA JIEKapPCTBO
(u36poeHu B TouKa 6),

- aKo CTe aJIEprUYHM KbM JPYTH HECTEPOUIHU poTHBOBB3NaIuTeanu cpenctsa (HCIIBC),

- aKo cTe TMoJTy4aBalld acTMa, KO’KHa aJleprusi MM CUITHO Bh3IAJIEHNE Ha HOCA, KOTaTo
u3znonzpare apyru HCIIBC. ITpumepu 3a HCIIBC ca: aneruncanuiuioBa KUCeIuHa,
noympodeH, ketonpodeH, MMPOKCHKaM, TUKIO(PEeHAaK.

Ipenynpesknennsi u NpeANasHu MePKU

I'oBopete ¢ Bamms nekap, ¢papmaneBT Wi MEAUIIMHCKA cecTpa, penu Aa m3nomBate NEVANAC:

- aKo JIECHO TIOJTy4aBaTe CHHUHU WM UMaTe MPOoOJIEeMH ¢ KpbBOTEUEHHE, HITH CTE UMAITd TAKUBA B
MUHAJIOTO.

- aKo UMaTe HAKAaKBO JPYTro HAPYIICHHUE HA OUUTEe (HAMp. OYHA MH(EKIUS ) WK aKO M3MOJI3BaTe
JPYTH JIEKapCTBa 38 OYHO MPHIIOKEHUE (0COOEHO JIOKATHHU CTEPOUIHN).

- aKo uMare guader.

- aKo UMaTe PEBMATOU/ICH apTPHT.

- aKo CTE MPETHPIIEIH HAKOIKO OYHH OTEePaIliH 3a KPaThK MEPHO OT BpeMeE.
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N36srBaiite cpHUEBaTa cBeTaMHA 110 BpeMe Ha sieueHueTo ¢ NEVANAC.

He ce mpenopbsyBa HOCCHETO Ha KOHTAKTHH JICIIU CIIS/T OTepaliys Ha KaTapakra (mepae). Bamusr
nekap e Bu mochBeTBa Kora Iie MOXKeTe OTHOBO J]a M3MON3BaTe KOHTAKTHH JIeUTH (BIKTE CHIO
»NEVANAC cbabpxa O€H3aIKOHUEB XJI0PHL”).

Jena u roHomm
He namatiTe TOBa IekapcTBO Ha JIela ¥ IOHOIIN MO 1 8-romuIIHa BB3pacT, Thil KaTo 0€301MacHOCTTa H
e(i)I/IKaCHOCTTa IIpU Ta3u MmoIryJjianus HE Ca YCTaHOBCHHU.

Apyru nexapcrBa u NEVANAC
TpsiOBa na kaxkeTe Ha Barums jgekap win papManeBT, ako IpUeMaTe, HaCKOPO CTe IMpUeMalId WK €
BB3MOJKHO Jja IpUeMare Apyru JeKapcTBa.

NEVANAC mosxe 1a OBJUsie I J1a ObJie MOBJIMSH OT APYTH JIEKAPCTBA, KOUTO H3I0JI3BaTE,
BKJIFOUHMTEITHO JIPYTH KaIlKH 3a OYU 3a JICUCHHE Ha TTIayKoMa.

HNudopmupaiite crimo Bamms gekap, ako mpuemMate JIeKapcTBa, KOUTO HaMaJIsIBaT ChCHPBAHETO Ha
kpbBTa (Bapdapun) mwin gpyru HCIIBC. Te moxe 1a yBenmuaT pucka OT KbpBEHE.

bpeMeHHOCT U KbpMeHe

AKko cTe OpeMeHHa, WK € BR3MOXKHO J1a 3a0peMeHeeTe, KOHCYITHpaiTe ce ¢ Bamms nexap npeau ga
n3nomBare NEVANAC. JKenute, kouto Morat jia 3a0peMeHesT, TpsOBa Jla U3M0A3BaT ePeKTHBHA
KoHTpanenius o Bpeme Ha neueHrnero ¢ NEVANAC.

He ce npenoppuBa ynorpedbara Ha NEVANAC 1o Bpeme Ha OpeMeHHOCT. He n3nomn3Baiite
NEVANAC, ocBeH ako HE € M3pUYHO TIpeAnucan ot Barms jekap.

Axo xkppMutTe, NEVANAC moxe na npemuHe B kbpMara. He ce ouakBar o0ade edekTH BbpXY
kbpMaueto. NEVANAC Moske aa ce u310/13Ba 10 BpeMe Ha KbpMEHE.

AKo cTe OpeMeHHa WM KbPMHUTE, CMSTaTe, Y€ MOXe Jla cTe OpeMEeHHA WIIH TUTaHupaTe OpEeMEHHOCT,
MochBETBalTe ce ¢ Bamms nekap mim ¢apMaiieBT npeau ynorpedaTa Ha TOBA JIEKapCTBO.

lodupane u padora ¢ MAIIMHU

He mo¢upaiite u He paboTeTre ¢ MallIMHH, 10KaTO 3peHHeTo Bu He ce nposicHu. B3MoskHO e
HenocpeacTBeHo cief moctaBiHero Ha NEVANAC na ycranosute, de 3peHrero Bu BpeMeHHO e
3aMBIJIEHO.

NEVANAC cbabp:ka 6eH3aTKOHNEB XJI0PU
Tosa ekapcTBO chappika 0,25 Mg 6eH3aNKOHKEB XJIOPH/T BHB BCEKH 5 M|, KOUTO ca eKBUBAJIICHTHHU Ha
0,05 mg/ml.

KoncepantsT B NEVANAC, GeH3aIKoHHEB XIJIOPH, MOXKeE Ja ce abcopOupa OT MEKUTE KOHTAKTHH
JIEIM U MOXKe 1a IPOMEHH LiBeTa Ha jemure. TpsOBa 1a cBajauTe KOHTAKTHUTE JICLIH MPEAH
yrnorpebara Ha TOBA JIEKapCTBO M Ja M34aKare MoHe 15 MUHYTH Ipey Ja TH MTOCTaBUTE OTHOBO.
BenzankoHueB XJIOPH] MOXKE CHIIIO Jla IPHYMHY JIpa3HEHEe Ha OYHUTE, 0COOEHO aKo UMarte ,,CyX0 OKO
WM HapylIeHUE Ha poroBuIarTa (Ipo3payHusi CJIOW B MpeIHaTa 4acT Ha OKOTO). AKO UMaTe
HeoOMYaifHO ycemane B OKOTO, KaTo MapeHe Wi 00JIKa B OKOTO ClIef yIoTpedaTa Ha TOBa JIEKapCTBO,
ropopere ¢ Bamus nekap.

3. Kak na msnossare NEVANAC

Bunaru u3non3BaiiTe ToBa JIeKapcTBO TOYHO KakTo Bu e xazan Bamust nekap unu papmaneBT. AKO
HE CTEe CUTYPHH B Helllo, HonuTaiTe Bammus nekap wim gpapmanesT.
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Nznomseaitte NEVANAC camo 3a Bamute oun. Jla He ce morirbiia Wik HHKEKTHPA.

IIpenopbunTe/IHATA 1032 €
Enna xamka B 3aCerHaTOTO OKO WJIM OYH, TP IIBTH THEBHO — CYTpHUH, 00en 1 Beuep. M3nomn3saiite mo
€IHO H CBILO BPEME BCEKH JIEH.

Kora na ce npujiara u KoJKo IbJro

3amouHere 1 JeH peau ornepanusaTa Ha nepaeTo Ha oKoTo. [Iponbinkere B AeHs Ha onepanusrta. Ciex
TOBa U3IOJI3BalTE KAKUTE TOJIKOBA IBIT0, KOJKOTO Bu € kazan Bamusr gexap. ToBa Moxe na
MPOJBIDKU 710 3 CeAMMII (3a MPEAOTBPATABAaHE U 00JicKYaBaHe Ha 00JIKA U Bh3MAJICHUE B OKOTO) HITU
1o 60 1Y (32 MpeOTBpaTsABaHEe HA Pa3BUTHETO HA OTOK HAa MaKyJjara) cliej onepanusara Bu.

Kak na ce usnosassa
N3muiite cu pbLETE, IPEAU A 3alI0YHETE.

° Pasknarere noOpe npenu ynorpeoda.

° OTBBpTETE KammaykaTa Ha OyTHIIKATA.

° Cren kaTo KarmaykaTa € CBaJICHa, aKo 3allUTHUAT NPBCTCH € XJ1abaB, MaXHETe ro, Ipeu J1a
M3II0JI3BATE MPOIYKTA.

° JpwxTe OyTHIIKaTa, HACOYCHA HAJIONy, MEX]Ty Iajena u MpbhCTUTE.

° Haxkionere riasa Hazaz,.

° PastBOpeTe noHMSA Kienay ¢ MOYUCTEHUS BeUe MPBCT, TaKa Ye Jia ce 00paszyBa “mKo0” MEeway
Hero 1 okoTo. Kankara Tps0Ba fa rmomnaiHe IMEHHO Ha ToBa MsCTO (¢ur.1).

. Job6mmxere Bppxa Ha OyTmikara 651M30 10 0koTo. HarpaBere ro npes ornienasno, ako ToBa Bu
yIIECHSIBA.

. He mokocBaiite okoTO MM KIilenayva, 3a001KassImaTa Ti 00IacT Wik IPYTH MTOBBPXHOCTH C
BbpXa Ha alUIMKaTopa-Kankomep. ToBa MOXe Jia 3aMbPCH KaIKUTE.

° BuuMatenHO HaTUCHETE OCHOBAaTa Ha OyTHIIKATa, 3a Jia u3nycHe enHa kanka NEVANAC.

° He cruckaiite OyTuiikara: Ts € KOHCTpyHpaHa Taka, 4e caMmo JIEK HAaTHCK Ha JBbHOTO €

nocraTpueH (¢ur.2).

AKO M3M0NI3BaTe KAIIKUTE 32 IBETE OUHM, IOBTOPETE CHIUTE CTHIIKHU U MPHU APYToTo 0Ko. Cien
ynotpeba, BeJJHara rocTaBeTe KarmaykaTa Ha OyTHIIKAaTa U s 3aTBOpeTe A00pe.

AKO KaIkarta He IIOIaJHE B OKOTO, OIIMTAUTE OTHOBO.

AKo u31on3Bare u APyru KaIky 3a 049H, M3YaKaiTe TIOHE TIeT MUHYTH MEXIY ITOCTaBSHETO Ha
NEVANAC u npyruTe Karku.

AKo cTe U3M0JI3BAJIN MOBeue 0T HeoOxoanmaTa 103a NEVANAC
CeoppxeTe ce ¢ Bamms nekap 3a monpoOHu ykazanus. He mocTaBsiiTe moBede KamkH, T0KaTo He IToie
BpeMe 3a ciejBaiara oonyaitHa 1o3a.

Axo cTe mponmycHagm aa n3nojzBate NEVANAC

IocraBere eHa KaIka BeHAra ciell KaTo ce ceTuTe. AKO TIOUTH € BpeMe 3a cieBaiiaTa 103a,
MPOITyCHETE Ta3u M NPOIBJIKETE ChC cileBaliara go3a no Bamara obuvaiina cxema. He mocrassiite
JIBOMHA 71033, 3a J]a KOMIIEHCHpaTe MponycHaTara 103a. He mocrassiite moBeye OT ejHA Kanka B
3aCETHATOTO OKO (04M) 3 MbTH JHEBHO.
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AKko cte cupesn ynorpedara Ha NEVANAC

He crmupaiite ymorpebata Ha NEVANAC, ako mbpBo He cTe ce TOChBeTBANIM ¢ Bamms jgekap.
OOWKHOBEHO MOXeE J]a TPOABIDKHTE YIOTpedaTa Ha KalKUTe, OCBEH aKo HE MOJIYYHTE CEPHO3HH
HE)KENaHU Peakuuu. AKO UMaTe IPUTECHEeHHUs1, ToBopeTe ¢ Bamms nexap win ¢papMaresr.

AKO MMaTe HSIKaKBH JOITBJIHUTEHN BBIIPOCH, CBBP3aHHU C yIoTpedaTa Ha TOBA JIEKapCTBO, MOMMUTANTE
Bamms nekap, ¢papmaneBT WM MEAULIUHCKA CECTPA.

4, Bb3MOKHH HeKeJTaHU peakuuun

Kakro Bcuukn JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a MPEAN3BHUKA HEXKCIIAaHU PECAKIIUN, BBIIPEKU Y€ HE
BCCKM I'l [10JTy4aBa.

PuckbT OT HEXKeIaHU pCaKuum, 3acdaraiiu poroBuiara (HpO6H€MI/I I10 MIOBBPXHOCTTA HA OKOTO), MOXKE
Ja € IIOBHIICH, aKO UMarTe:

- YCIIO’)KHEHA OYHA OTIepaIlHst

- HSIKOJIKO OYHH OIEPaIliy 3a KPaThbK MEPUOJ OT BpeMe

- HSAKOW HapyIIEHUS HA TOBBPXHOCTTA HA OKOTO KaTO BH3MAICHHIE U CYX0Ta B OKOTO
- HSIKOW O0INHY 3a001sIBaHMsI KaTo IUa0eT WK PEeBMATOUICH apTPUT

Cebpxere ce He3abaBHO ¢ Barms siekap, ako ounte Bu ce 3auepBAT NOBeve MU CTaHAT I10-
00JIe3HEeHH, JIOKATO U3IOJI3BATe KankuTe. ToBa MOXKE J1a € B Pe3yJ/ITaT Ha Bb3MaJICHUE HA OYHATA
MMOBBPXHOCT ChC MM 0e3 3ary0a HiTH YBPEKIaHe Ha KJIETKH, WM Bh3MAJICHUE Ha OIIBETEHATA YacT Ha
okoTo (uput). Te3n HexkeTaHu peakIuu ca Ha0mogaBany npu 1o 1 Ha 100 mymm.

Crennure HeXeMaHU peakiuu cbio ca ounn HadmomaBann ¢ NEVANAC 1 mg/ml kanku 3a ouw,
cycrensus wix NEVANAC 3 mg/ml kanku 3a 04m, CyCrieH3Hsl, UK U JIBETE:

Heuectu (moowce oa 3aceznam do 1 na 100 oyuu)

o OuHH HeXKeJTaHU PeaKuMu: Bb3MNAJICHUEC HA OYHATA IOBBPXHOCT ChC UJIH 0e3 331"}’6& HJIn
YBpEXKAaHE Ha KIICTKH, YCCIIAaHEC 3a YYKI0 TAJIO0O B OUUTE, 06pa3yBaHe Ha KOpHUYKH I10 KJICra4ya
WK CIIaJaHC Ha KJIeIiayda.

Peaxu (mooice 0a 3aceenam 0o 1 na 1 000 oyuwu)

° OyuHH HeKeJTaHu PC€aKIMM: Bb3NNAJICHUEC HA UpHUCa, Ooika B OKOTO, OYCH ILI/ICKOM(i)OpT, CyXoTa
B OKOTO, OTOK Ha KJICIAYUTEC, JPpa3HCHC B OKOTO, C’bp6€)K B OKOTO, CCKpeIus OT OKOTO,
AJICPTUYCH KOHIOHKTUBUT (qua aneprm[), YBCIUYCHO CBJI300TACIAHE, OTJIaraHus 110 O4YHATa
MOBBPXHOCT, TCUHOCT WJIX IIOAYBAHE B 3a/lHATA 4YaCT Ha OKOTO, 3a4C€PBABAHC HA OKOTO.

. OO0mM HexKeJIaHM pPeaKIUU . 3aMasHOCT, II1aBO00JIHE, aNePTUYHN CUMIITOMH (aJepriuueH OTOK
Ha KJIenaya), rajicHe, Bb3IaJeHUe Ha KO)KaTa, 3auepBsaBaHe U ChpOexK.

C HeM3BeCTHA YeCTOTA (0M HAIUYHUME OAHHU He Modice 0a ObOe HanpageHa oYeHKa)

° Oy4HH HeXKeJTaHH PeaKkmMu: yBpCXKIaHe Ha IIOBbPXHOCTTA HA OKOTO KaTO HAIIpUMEP
HU3THbHABAHC UJIN nepq)opaunﬁ, HapyHmIeHO 3a3/IpaBABaHC Ha OKOTO, OeJer o o4HaTa
IIOBBPXHOCT, IOMBTHABAHE, HAMAJICHO 3P€HUE, ITIOAYBAHE Ha OKOTO, 3aMBIJICHO 3pCHUC.

° OO0 HexKeJIaHu Pe€aKIMu: IIOBPBINAHE, ITOBUILICHO KPBbBHO HaJIATaHE.

Chol0maBaHe Ha He/KeJaHU peaKIMu
AKO MOJTy4HTe HIKAaKBH HEXXeJlaHH JIEKapCTBEHU peaklliu, yBeaoMeTe Bamus nexap win ¢papMarienT.
ToBa BKJIF0OYBa BCHUKH BH3MOXKHH HEOIIMCAHH B Ta3M JINCTOBKA HEXEJIAaHH peakuu. Mo)keTe ChIIo aa
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C'[)O6H_II/ITC HEXCIIAaHU PCAKIIUN JUPECKTHO YPE3 HATMOHAJIHATA CUCTEMA 3a C'[>06II.IaBaHe, II0CO4YCHA B
H[}I/IJ'IO)KGHI/IC V. Karo CT:O6H.IaBaTC HCXKCJIaHU PCaKIUU, MOXKETC Aa AJaACTC CBOS IPHUHOC 34
IOJIy4aBaHC Ha IMMOBCUC I/IH(l)OpMaI_II/IH OTHOCHO 0€30IaCcHOCTTa HA TOBA JICKAapCTBO.

5. Kak na coxpansBate NEVANAC
Jla ce cbXpaHsBa Ha MSICTO, HEIOCTBIIHO 32 Jella.

He m3non3BaiiTe TOBa JIEKapCcTBO ClIe]] CPOKA HAa TOAHOCT, OTOENI3aH BEPXY OyTHIIKaTa U KapTOHEHaTa
OTTaKoBKa cien ,,['omer 10”. CpoKbT HAa TOTHOCT OTTOBAPS Ha TOCIEAHUS ICH OT IIOCOYCHUS MECEIL.

Ha He ce cpxpansBa Hag 30°C.

WzxBbpaere OyTunkara 4 ceIMUIIM CIIE] ITBPBOTO OTBApsHE, 3a J1a ObJaT W30erHaTH eBeHTyaIHU
nH(pekuuu. Hammmiere narata Ha oTBapsiHEe Ha 03HAYEHOTO 3a TOBAa MSCTO BEPXY €TUKETa Ha
OyTHIKaTa ¥ KapTOHEHATa KyTHSI.

He usxBbpisiite nekapcTBaTa B KaHaIU3alMATA UM B KOHTEHEpa 3a JOMAIlHUA OTHaabLU.
[TomuraiiTe Bamms gpapmaneBT Kak a U3XBBPIIATE JeKapcTBaTa, KOUTO BeUe HE M3MOa3Bare. Te3n
MEpKH II€ CTIOMOTHAT 32 OlIa3BaHe Ha OKOJIHATa Cpefa.

6. Cmn)pmaﬂne Ha onmaKoBKaTa M J0IIbJHUTEC/IHA m{d)opMaumn

Kaxkso cpabp:ka NEVANAC

- AxrtuBHo BeuiecTBo: Henadenak. Exun ml ot cycnensusita cbappxa 1 mg Henadenax.

- Jlpyru chCcTaBKH: OCH3AIKOHUEB XJIOpU I (BHXKTE TOYKA 2), KapOoMep, AMHATPUCB €/IeTarT,
MaHUTOJ, TPEYUCTEHA BOJIA, HATPUEB XJIOPU U THIIOKCATIOJ.
Jo6aBeHu ca MaJKH KOJIWYECTBA HATPUEB XUIPOKCHU /UM XJIOPOBOIOPOJHA KUCETTHHA 32
MTOAIbPKaHe Ha HOPMAJTHO HUBO Ha KucenuHHocT (pH HEUBO).

Kaxk m3rie:xkza NEVANAC u kakBO ChABPkKa ONIAKOBKATA
NEVANAC e TeqHOCT (CBETIIOKBITA IO CBETIIOOPAHIKEBA CYCIIEH3HS) U CE IOCTABS B OIIAKOBKa,
ChIBPIKAIIA eIHA MIacTMacoBa OyTHiKa OT 5 Ml ¢ Kamayka Ha BUHT.

IIpurexaTes Ha pa3pelIeHNETO 32 ynoTpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Hpnanaus

IIpousBoaure

Novartis Manufacturing NV
Rijksweg 14

2870 Puurs-Sint-Amands
benrus

Novartis Pharma GmbH
Roonstrasse 25

90429 Nuremberg
I'epmanus
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Novartis Pharma GmbH
Sophie-Germain-Strasse 10
90443 Nirnberg
I'epmanns

3a mombIHATENHA UHPOPMAIIHSI OTHOCHO TOBA JIEKAPCTBO, MOJIIS, CBBPIKETE CE C JIOKATHHS
MIpE/ICTABUTEN Ha MIPUTEXKATENS Ha Pa3pelIeHneTo 3a yrnorpeoda:

Belgié/Belgique/Belgien
Novartis Pharma N.V.
Tél/Tel: +32 2 246 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: +49 911 2730

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

EAMGdo
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 1 55 47 66 00

Hrvatska
Novartis Hrvatska d.o.o.
Tel. 4385 1 6274 220

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

island
Vistor hf.
Simi: +354 535 7000
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Lietuva
SIA Novartis Baltics Lietuvos filialas
Tel: +3705 269 16 50

Luxembourg/Luxemburg
Novartis Pharma N.V.
Tél/Tel: +32 2246 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 o.0.
Tel.: +48 22 375 4888

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

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

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

Slovenské republika
Novartis Slovakia s.r.o.
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
Kvbmpog Sverige

Novartis Pharma Services Inc. Novartis Sverige AB

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

Latvija

SIA Novartis Baltics
Tel: +371 67 887 070

JaTa Ha mocJieqHO mpepasriiexaaHe HA JUCTOBKATa
JApyru u3To4yHUIIM HA MHpOpPMaLUs

[MonpoOHa nHpopMalus 3a TOBa JIEKAPCTBO € MPEAOCTaBeHa Ha yeOcalita Ha EBponielickaTa areHus
o JiekapcTeata http://www.ema.europa.eu
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JlucroBka: uH(popManus 3a norpeduTesIst

NEVANAC 3 mg/ml kanku 3a 04H, cycneH3ust
Henagenak (nepafenac)

IIpoyeTeTe BHUMATEIHO LAJIATA JUCTOBKA, MPEAM [1a 3all04HeTe 1a U3I0J13BaTe TOBA

JIEKApPCTBO, THil KaTO TS ChIAbP:Ka Ba:kHa 32 Bac undopmanms.

- 3amazeTe Ta3u JUCTOBKA. MOKe 1a ce HAJIOKH Ja S IPOYETeTe OTHOBO.

- AKO “MaTe HJIKaKBY JOIIBJIHUTEIHU BbIIPOCH, TonuTaiiTe Bamus nexap, ¢papmManeBT uin
MEIHUINHCKA CeCcTpa.

- ToBa nexapcTBo € mpeanucano JuuHo Ha Bac. He ro mpeorcrenBaiite Ha apyru xopa. To Moxe
Jla UM HaBpeIH, HE3aBUCUMO Y€ IPU3HALMTE Ha TAXHOTO 3a00JsiBaHe ca ChIIUTE KaTo Bammure.

- AKO TIOJTy4HTe HIKAKBH HEXeJlaH! peakiuy, yBeaomeTe Bamus nekap, papmanest nimm
MEIHUIMHCKA cecTpa. ToBa BKIIOUBA M BCUHUKH Bb3MOXKHH HEXKEJaHH PEaKIMH, HEOITUCAHU B
Ta3 JUCTOBKa. Brkre Touka 4.

Kakgo CbAbPiKa Ta3u JIUCTOBKA

Kaxso npencrasnsasa NEVANAC u 3a kakBO ce H3M0JI3Ba
Kakgo TpsiOBa aa 3naere, npeau Aa uznonssare NEVANAC
Kaxk na nznomssare NEVANAC

BB3MOKHY HEXENaHU PeaKInu

Kak na cexpansBare NEVANAC

ChabpikaHue Ha OMIAKOBKATA U JIOMBIHUTEIHA UH(OPMAITUS

ok E

1. Kaxkso npeacrasasiBa NEVANAC u 3a kakBo ce H3M0J13Ba

NEVANAC cbabpixa akTHBHOTO BEIIECTBO Henlad)eHaK U MPUHAIICKH KbM Ipyla JIeKapcTBa,
HapeyeHH HecTepouIHU nmpoTtrBoBB3nanuTenau cpenacrsa (HCIIBC).

NEVANAC ce n3non3sa npu Bb3pacTHU:

- 3a MpeoTBpaTsABaHe 1 00JIcKUYaBaHe Ha 0OJIKA M BB3IAJICHHE B OKOTO CJIS]] OTEpaIlHs Ha
karapakrta (mepie) Ha OKOTO.

- 3a HaMaJsIBaHE HAa PHUCKa OT OTOK Ha MaKyJiaTa (IOAyBaHe B 33/IHaTa YacT Ha OKOTO) CIIe]
omeparus Ha KaTapakTa (mep/e) Ha OKOTO IIPH MAlUeHTH C AUa0eT.

2. Kakso TpsoBa 1a 3Haerte, npeau Aa unoazsate NEVANAC

He uznoasBaiite NEVANAC

- aKo CT€ aJIEPrUYHH KbM HemageHaK WK KbM HSIKOS OT OCTaHAINTE ChCTaBKU Ha TOBA JIEKapPCTBO
(u36poeHu B TouKa 6)

- aKo CTe aJleprU4YHU KbM JPYTH HECTEPOHIHU MpoTHBOBB3nanuTennu cpeacrsa (HCIIBC)

- aKo cTe MoJy4aBaJld acTMa, KO>KHa aJieprisl UM CUITHO BB3MAJIEHUE HAa HOCA, KOraTo
u3znonzpare apyru HCIIBC. ITpumepu 3a HCIIBC ca: aneruncanuiuioBa KUCeIuHa,
noympodeH, ketonpodeH, MMPOKCHKaM, TUKIO(PEeHAaK.

Ipenynpesknennsi u NpeANasHu MePKU

I'oBopete ¢ Bamms nekap, ¢papmaneBT Wi MEAUIIMHCKA cecTpa, penu Aa m3nomBate NEVANAC:

- AaKO JICCHO ITOJIy4aBaTC CUHUHU WJIN UMATe HpO6JIeMI/I C KPBBOTCYCHHUEC, WM CTC UMAJIM TaKUBa B
MUHAJIOTO

- aKo UMaTe HAKAaKBO JPYTro HAPYIICHHUE HA OUUTEe (HAMp. OYHA MH(EKIUS ) WK aKO M3MOJI3BaTe
JIPYTH JICKapCTBa 3a OYHO MPUIIOKEHUE (0COOSHO JIOKATHH CTEPOHIN)

- aKo mMare auader

- aKo UMAaTe PEBMATOHJICH apTPUT

- aKo CTE MPETHPIIEIH HAKOIKO OYHH OTEePaIliH 3a KPaThK MEPHO OT BpeMeE.
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N36srBaiite cpHUEBaTa cBeTaMHA 110 BpeMe Ha sieueHueTo ¢ NEVANAC.

He ce mpenopbsyBa HOCCHETO Ha KOHTAKTHH JICIIU CIIS/T OTepaliys Ha KaTapakra (mepae). Bamusr
nekap e Bu mochBeTBa Kora e MO)XKeTe OTHOBO Ja U3MO0I3BaTe KOHTAKTHH JICIIH (BIKTE CHIO
»NEVANAC cbabpxa O€H3aIKOHUEB XJI0PHL”).

Jena u roHomm
He namatiTe TOBa JIeKapcTBO Ha JIela M IOHOIIHN MO 1 8-roumIHa BB3pacT, Thil KaTo 0€301acHOCTTa U
e(i)I/IKaCHOCTTa IIpU Ta3u IMoIyJjanus HE Ca YCTaHOBCHHU.

Apyru nexapcrBa u NEVANAC
TpsiOBa na kaxkeTe Ha Barums jgekap win papManeBT, ako IpUeMaTe, HaCKOPO CTe IMpUeMalId WK €
BB3MOJKHO Jja IpueMare Apyru JeKapcTBa.

NEVANAC mosxe 1a OBJUsie I J1a ObJie MOBJIMSH OT APYTH JIEKAPCTBA, KOUTO H3I0JI3BaTE,
BKJIFOUHMTEITHO JIPYTH KaIlKH 3a OYU 3a JICUCHHE Ha TTIayKoMa.

HNudopmupaiite crimo Bamms nekap, ako mpruemMate JiekapcTBa, KOUTO HaMajIsiBaT ChCUPBAHETO Ha
kpbBTa (Bapdapun) nin apyru HCIIBC. Te moxe a yBennuaT pucka oT KbpPBEHE.

bpeMeHHOCT U KbpMeHe

AKko cTe OpeMeHHa, WK € BR3MOXKHO J1a 3a0peMeHeeTe, KOHCYITHpaiTe ce ¢ Bamms nexap npeau ga
n3nomBare NEVANAC. JKenute, kouto Morat jia 3a0peMeHesT, TpsOBa Jla U3M0A3BaT ePeKTHBHA
koHTpauenuus no Bpeme Ha nedeHrnero ¢ NEVANAC. He ce nmpenoppuBa ynotpedata Ha NEVANAC
o BpeMme Ha OpemerHocT. He m3nmomBaiite NEVANAC, ocBeH ako He € H3pUYHO MPEIICaH OT
Bammus nexap.

Axo xkppMutTe, NEVANAC moxe na npemuHe B kbpMara. He ce ouakBar o0ade edekTH BbpXY
kbpMaueto. NEVANAC Moske aa ce u310/13Ba 10 BpeMe Ha KbpMEHE.

AKo cTe OpeMeHHa WM KbPMHUTE, CMSTaTe, Y€ MOXe Jla cTe OpeMEeHHA WIIH TUTaHupaTe OpEeMEHHOCT,
MochBETBalTe ce ¢ Bamms nekap mim ¢apMaiieBT npeau ynorpedaTa Ha TOBA JIEKapCTBO.

lodupane u padora ¢ MAIIMHU

He mo¢upaiite u He paboTeTre ¢ MallIMHH, 10KaTO 3peHHeTo Bu He ce nposicHu. B3MoskHO e
HenocpeacTBeHo cief moctaBiHero Ha NEVANAC na ycranosute, de 3peHrero Bu BpeMeHHO e
3aMBIJIEHO.

NEVANAC cbabp:ka 6eH3aTKOHNEB XJI0PU
Tosa nekapcTBo chappika 0,15 Mg 6eH3ankoHueB XJIOPHI BHB BCEKH 3 M|, KOUTO ca eKBUBAJICHTHHU Ha
0,05 mg/ml.

KoncepantsT B NEVANAC, GeH3aIKoHHEB XIJIOPH, MOXKeE Ja ce abcopOupa OT MEKUTE KOHTAKTHH
JIEIM U MOXKe 1a IPOMEHH LiBeTa Ha jemure. TpsOBa 1a cBajauTe KOHTAKTHUTE JICLIH MPEAH
yrnorpebara Ha TOBA JIEKapCTBO M Ja M34aKare MoHe 15 MUHYTH Ipey Ja TH MTOCTaBUTE OTHOBO.
BenzankoHueB XJIOPH] MOXKE CHIIIO Jla IPHYMHY JIpa3HEHEe Ha OYHUTE, 0COOEHO aKo UMarte ,,CyX0 OKO
WM HapylIeHUE Ha poroBuIarTa (Ipo3payHusi CJIOW B MpeIHaTa 4acT Ha OKOTO). AKO UMaTe
HeoOMYaifHO ycemane B OKOTO, KaTo MapeHe Wi 00JIKa B OKOTO ClIef yIoTpedaTa Ha TOBa JIEKapCTBO,
ropopere ¢ Bamus nekap.

3. Kak na msnossare NEVANAC

Bunaru u3non3BaiiTe ToBa JIeKapcTBO TOYHO KakTo Bu e xazan Bamust nekap unu papmaneBT. AKO
HE CTEe CUTYPHH B Helllo, HonuTaiTe Bammus nekap wim gpapmanesT.
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Nznomseaitte NEVANAC camo 3a Bamute oun. Jla He ce morirbiia Wik HHKEKTHPA.

IIpenopbunTe/IHATA 1032 €
Enna xanka B 3aCETHaTOTO OKO WK OYHU, BEHBK JHEBHO. M310JI3BaliTe 0 €HO U CBILO BPEME BCEKU
JICH.

Kora na ce npujiara u KoJKo IbJro

3amouHere 1 JeH peau ornepanusaTa Ha nepaeTo Ha oKoTo. [Iponbinkere B AeHs Ha onepanusrta. Ciex
TOBa U3IOJI3BalTE KAKUTE TOJIKOBA IBIT0, KOJKOTO Bu € kazan Bamusr gexap. ToBa Moxe na
MPOJBIDKU 710 3 CeAMMII (3a MPEAOTBPATABAaHE U 00JicKYaBaHe Ha 00JIKA U Bh3MAJICHUE B OKOTO) HITU
1o 60 nHYU (32 MpeOTBpaTsABaHE HAa PAa3BUTHETO HA OTOK HA MaKyJjara) ciie]] oneparusata Bu.

Kak na ce usnosassa
N3muiite cu pbLETE, IPEAU A 3alI0YHETE.

PazknareTre mobpe mpenu ymorpeoda.

OO0bpHeTe 3aTBOpeHaTa OyTHIIKA HAIONTY | s pa3KiIaTeTe eIHOKPATHO IIPEIN BCsAKa yIoTpeoa.
OTBBpTETE KammaykaTa Ha OyTHIIKATA.

Cren karo Kamavkara € cBaJieHa, ako UMa 3allluTeH MPBCTEH | € XJ1a0daB, MaxHeTe ro, Ipeiu 1a
M3II0JI3BATE MPOIYKTA.

JpwxTe OyTHIIKaTa, HACOYCHA HAJIONy, MEXTy Iajena u MpbhCTUTE.

. Haxnonere rnasa nasag,.

. PasTBOpeTe monmHMS Kiemay ¢ IOYUCTEHUS BeUe MPBCT, Taka e Aa ce 00pasyBa “mxo0” MexIy
Hero 1 okoTo. Kankara Tps0Ba fa rmomnaiHe IMEHHO Ha ToBa MsCTO (¢wur.1).

. JobmkeTe Bbpxa Ha OyTrikaTa 6;1m30 10 okoto. Hampagsere ro mpen orsienano, ako ToBa Bu
yIIeCHSIBA.

. He mokocBaiite okoTO MM KIilenayva, 3a00HKassIaTa i 00IacT Wik IPYTH TOBBPXHOCTH C
BbpXa Ha arimkaTopa-kankoMep. ToBa MoXe Jja 3aMbpPCH KaIlKUTE.

. BHumarenHo cTrcHeTe OyTHIIKaTa OTCTPaHH, IOKATO €jHa KalKa ce OTAeNU B OKOTO Bu (¢wur.2).

AKO M3M0JI3BaTe KAIKUTE 3a JBETE OYH, IIOBTOPETE CHIUTE CTHITKH U TIPH IPYroTo 0Ko. He e
HeoOXOMMO /1a 3aTBapsITe U paskiiaiiare OyTHIKaTa MEXIy MpUIIoKEHHUATa B iBeTe oun. Cien
ynotpeba, BeJJHara rocTaBeTe KarmaykaTta Ha OyTHIIKAaTa U s 3aTBOpeTe A00pe.

AKo KaIkarta He IIOIaJHE B OKOTO, OIIMTAUTE OTHOBO.

AXO M3MON3BATE U IPYTU KalKH 332 04YH, U3YaKAWTE MOHE MeT MUHYTH MEXTy MOCTaBsHETO HA
NEVANAC u apyrure Kamnku.

AKO cTe U3M0JI3BAJIN TIOBeue 0T HeoOxoammaTa 103a NEVANAC
CeoppxeTe ce ¢ Bamms nekap 3a monpoOHu ykazanus. He mocTaBsiiTe moBede KamkH, T0KaTo He Toie
BpeMe 3a ciejBaiara oonyaitHa 103a.

Axo cTe mponmycHagm aa n3nojzBate NEVANAC

IlocTaBeTe emHa Kamka BeaHAra Clie Kato ce CeTUTe. AKO IOYTH € BpEMCE 3a cii€aBamiara a103a,
MMPOMYCHETE Ta3 U NPOABIJIKETE ChC CJICABAlllAaTa J03a 110 Bamata obuuaiina cxema. He mocTassiite
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JIBOMHA 71033, 3a J]a KOMIIEHCHpaTe MponycHaTara 1o3a. He mocrassiite moBeye OT ejHA Kanka B
3aCETHATOTO OKO (04H).

Axo cte cipesu ynorpeéata Ha NEVANAC

He crmupaiite ymorpebata Ha NEVANAC, ako mbpBo He cTe ce TOChBeTBANIM ¢ Bamms jgekap.
OOUKHOBEHO MOXKE Ja MPOABIDKUATE YIIOTpebaTa Ha KalKUTe, OCBEH aKo HE TOJIYYUTE CEPUO3HU
HEeXXeJIaHU PeaKIiH.

AKO MaTe HSIKaKBH JOITBIHUTEHN BBIIPOCH, CBBP3aHHU C yIIoTpedaTa Ha TOBA JIEKapCTBO, MOMMUTANTE
Bamms nekap, ¢papmaneBT WM MEAULIUHCKA CECTPA.

4, Bb3MOKHH HeKeJIaHU peakuuu

Kakro Bcuukm JICKApCTBA, TOBA JICKAPCTBO MOXKE [1a MPECAN3BUKA HCIKCIIAaHU PCAKIIUH, BBIIPEKHU YUY€ HC
BCCKM I'l [10JTy4aBa.

PuckbT OT HEXKeTaHU pCaKnum, 3acdraiiu poroBumara (HpO6H€MH I10 IOBBPXHOCTTA HA OKOTO), MOXKE
Ja € IIOBUIIICH, aKO UMAT¢:

- yCIIOXKHEHa OYHA OIeparus

- HAKOJIKO OYHU ONEpPalUu 32 KpaThK MEPUOJ OT BpeMe

- HSIKOM HapyIlIeHUs] Ha TOBbPXHOCTTA Ha OKOTO KaTO BB3MAJIEHUE WIIM CyXOTa B OKOTO
- HSIKOHW O0IIM 3a00IsIBaHKSI KaTO TUA0eT WIM PEeBMATOMJICH apTPUT.

CBbpxkeTe ce He3abaBHO ¢ Bamms nekap, ako ounte Bu ce 3auepBsT IToBeYe WIN CTAHAT I10-
00JIe3HEeHH, JIOKATO M3I0JI3BATe KankuTe. ToBa MOXKE J1a € B Pe3yJ/ITaT Ha Bb3MaJICHUE HA OYHATA
MOBBPXHOCT ChC MM 03 3ary0a Wil YBPESKIaHE Ha KIICTKH, WIX Bh3MAJICHUE HA OI[BETCHATA YaCT Ha
okoTo (upwur). Te3n HexxenaHu peaknuu ca HaOmonaBanu pu 1o 1 Ha 100 gymm.

Crnenuure Hexenanu peaximu ca ounn nadmogasaru ¢ NEVANAC 3 mg/ml kanku 3a ouw,
cycrensus wix NEVANAC 1 mg/ml kanku 3a 04m, CyCrieH3usl, UK U JIBETE:

Heuectu (moowce oa 3aceznam oo 1 na 100 oyuu)

. O4HM He:KeJIaHU PeaKIMK . Bh3NalcHHe Ha 0YHATa MIOBBPXHOCT ChC WK Oe3 3aryba nin
yBpEeXJIaHEe Ha KJICTKHU, YCCIaHe 32 YyXKJI0 TSJIO B O4UTE, 00pa3yBaHe Ha KOPHUKH 110 Kienaya
WK CTIaJlaHe Ha Kieraya.

Peaxu (mooice 0a 3aceenam 0o 1 na 1 000 oywu)

. OuHM HexKeJIaHU peaKIMM: Bh3NAJCHUE Ha Upuca, 00JIKa B OKOTO, OYeH JUCKOM(OPT, CyXoTa
B OKOTO, OTOK Ha KJICTIa4uTe, Apa3HeHe B OKOTO, ChbpOEX B OKOTO, CEKPEILHs OT OKOTO,
aJepriuyeH KOHIOHKTUBUT (OYHA aJIeprHs), YBEIMYCHO CHI300T/ACIIAHE, OTJaraHus M0 OYHATA

MOBBPXHOCT, TCUHOCT WJIX IIOAYBAHE B 3a/lHaTA 4aCT Ha OKOTO, 3a4€PBABAHC HA OKOTO.

. OO0mM HexKeJIaHM pPeaKIUU. 3aMasHOCT, II1aBO00JIHE, aNePTUYHN CUMIITOMH (aJepriuueH OTOK
Ha KJlenaya), rajicHe, Bb3[aJeHue Ha KO)KaTa, 3auepBaBaHe U ChpOex.

C HeHM3BeCTHA YeCTOTA (0M HAIUUHUME OAHHU He Modice 0a ObOe HANpaseHa OYeHKa)
. O4HHU HeKeJAHH PeaKINU: YBPSXKIaHE HA TIOBLPXHOCTTA Ha OKOTO KaTo HANPUMEP
U3ThHSABaHE WK Niepdopanys, HapyIleHo 3a3paBsiBaHe Ha OKOTO, OeJer Mo oyHara

IIOBBPXHOCT, IOMBTHABAHE, HAMAJICHO 3PE€HUE, ITIOAYBAHE HAa OKOTO, 3aMBIJICHO 3pCHUC.

. OO01mM HexKeJIaHM peaKIUu: TOBPbBIAaHe, TOBUIIEHO KPBBHO HaNATaHE.
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Chol0maBaHe Ha HeKeJaHU peaKMu

AKO TIONTyYHTe HAKAKBU HEXEJIaHU JIEKAPCTBEHH PeaKIlny, yBenomere Bamms nexap nim apmareBT.
ToBa BKIIFOYBa BCUYKH BE3MOYXHH HEOIIMCAHH B TA3W JINCTOBKA HEXKEJIAHU peaknu. MoxkeTe ChIIo Ja
ChOOIIUTE HEXKEIIAHU PEaKIUU TUPEKTHO Ype3 HAIlMOHATHATA CUCTEMA 3a ChOOIIaBaHe, TOCOYCHA B
[punoxenue V. Kato crobmaBare HexXelIaHU PEakilny, MOKETE Ja AfeTe CBOS IPUHOC 3a
MoJTy4aBaHe Ha MoBeue HHPOpPMAaNHsi OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na cexpansisate NEVANAC
Jla ce cbxpaHsBa Ha MSICTO, HEAOCTHITHO 3a Jelia.

He u3non3BaiiTe TOBa JIGKAPCTBO CJIE]] CPOKA HA TOAHOCT, OTOENsI3aH BhpXY OyTHIIKATa U KapTOHEHATa
OIaKkoBKa cien ,,l'oneH 10”. CpoKbT HA TOJHOCT OTTOBAPS HA MOCIEIHUS ACH OT MMOCOYEHHUS MECEII.

Ja He ce chxpansBa Hajg 25°C. CrxpaHsBaiiTe OyTUIKaTa B KApTOHEHATa OMAKOBKa, 32 J1a Ce MPeANa3u
OT CBETJINHA.

W3xpbprere OyTriakara 4 CEIMHIM CIIe ] ITBPBOTO OTBApSIHE, 3a J1a Ob/IaT N30ETHATH CBEHTYATHH
nHpekuuu. Hamumiere garata Ha oTBapsiHE Ha 03HAYEHOTO 3a TOBA MSCTO BHPXY €TUKETa Ha
KapTOHEeHaTa KyTHUS.

He u3xBppisiiTe nekapcTBaTa B KaHAIM3alMATa WIM B KOHTEMHEpPA 33 JOMAIIHU OTHaAbLIH.
[NonwuratiTe Bamus dapManeBT Kak Aa U3XBBPIATE JeKapCcTBaTa, KOUTO Bede He u3mnoin3pare. Te3u
MEpKH Il CIOMOTHAT 3a ofa3BaHe Ha OKOJIHAaTa cpeja.

6. ChabpkaHue HA ONIAKOBKATA M J0NbJIHUTEIHA HH(POPMALUS

Kaxkso ceabp:xxa NEVANAC

- AxTuBHO BeniecTBO: Henadenak. Exun ml ot cycniensusita cbappixka 3 Mg HenageHax.

- Hpyru cberaBku: OOpHA KHCEJINHA, IPONUIICHTIINKOI, KapOoMep, HaTpUEB XJIOpUA, Tyap,
KapMeJo3a HaTpul, TUHATPUEB JIeTaT, OCH3aJIKOHUEB XJIOPHU/ (BIDKTE TOUKA 2) U MPeUUCcTEeHa
Boza. /lobaBeHH ca MaJKi KOJIMYECTBA HATPUEB XUIPOKCHUL H/UIIH XJIOPOBOIOPOJHA KUCEITUHA
3a NOAIbp KaHe Ha HOPMAJIHO HUBO Ha kucenuHHocT (pH HuBO).

Kaxk m3rine:xkna NEVANAC u kakBO ChIbPKa 0NAKOBKATA

NEVANAC karku 3a oun, cycrnieH3ust (Kallky 3a 09) € TeYHOCT (CBETIIONKBJITA 10 ThMHOOPAaHKEeBa
CYCIIEH3Hs1) M C€ JIOCTaBs B IJIaCTMacoBa OyTHIIKA ¢ Karadyka Ha BUHT. Besika OyTriika Moke J1a Obje
MOCTaBEHA B IUTUKYE.

Bcsika omakoBka chabpika eHa OyTtiika ot 3 ml.

IIpuTe:kaTes Ha pa3penieHHeTO 32 ynoTrpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Hpnanaus

ITpousBoauTen

Novartis Manufacturing NV
Rijksweg 14

2870 Puurs-Sint-Amands
benrus
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Novartis Pharma GmbH
Roonstrasse 25

90429 Nuremberg
I'epmanus

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

3a mombIHATENHA HHPOPMAIHSI OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHHS
MPEJICTAaBUTEN HA MIPUTEKATEIS Ha Pa3pelIeHUeTo 3a ynorpeoda:

Belgié/Belgique/Belgien
Novartis Pharma N.V.
Tél/Tel: +32 2 246 16 11

Buarapus
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: +49 911 2730

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

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

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

France
Novartis Pharma S.A.S.
Tél: +33 15547 66 00

Hrvatska
Novartis Hrvatska d.o.o.
Tel. +385 1 6274 220
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Lietuva
SIA Novartis Baltics Lietuvos filialas
Tel: +3705 269 16 50

Luxembourg/Luxemburg
Novartis Pharma N.V.
Tél/Tel: +32 2 246 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 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 o.0.
Tel.: +48 22 375 4888

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

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



Ireland Slovenija

Novartis Ireland Limited Novartis Pharma Services Inc.
Tel: +353 1260 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
Kvbrpog Sverige

Novartis Pharma Services Inc. Novartis Sverige AB

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

Latvija

SIA Novartis Baltics
Tel: +371 67 887 070

JaTa Ha mociieIHO mpepa3riexaaHe Ha JUCTOBKATA.
JApyru u3To4yHUIM HA MHPOpMaLUs

[Monpo6Ha nHpopMaIus 3a TOBa JIEKAPCTBO € MPEAOCTaBeHa Ha yeOcalita Ha EBponeiickaTta areHuus
o JiekapcTeata http://www.ema.europa.eu
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