JJUCTOBKA



JIncroska: nndopmanus 3a norpednrens

BHI'AMOKC 5 mg/ml kanku 3a oumn, pasreop
VIGAMOX 5 mg/ml eye drops, solution
mMokcHpaokcant xuapoxaopua (moxifloxacin hydrochloride)

IlpouereTe BHHMATEIHO UAJIATA JIHCTOBKA MPE/IH /12 3alI0MHETE /1a H3N0.J13BAaTe TOBA JIEKAPCTRO,
Thil KATO TH ChbLP:KA BaxHa 3a Bac nudopmanus.

e Sanazere Ta3u aMCTOBKA. MOKe 1 ce HAJIOKM J1a 3 IPoUETeTe OTHORO.

e AKO MMaTe HAKAKBH JIONbJHUTEHK BbIpocH, nonuTaiTe Bamuma nekap wnu hapmaniert.
Tosa siekapcTBO € npeanucato anuHo Ha Bac. He ro npeorcrbneaiite Ha apyru xopa. To mosxe na
MM HaBpe/H, HE3aBUCHMO Y€ MPHU3HALIMTE HA TAXHOTO 3a00/19BaHe ca chiMTe Kato Bawmre.

e AKO MoJy4YHTe HAKAKBHM HEXKEIAHH peakuuu, ypeaomere Bawiua nekap wiu dapmauent. Topa
BKJIFOUBA U BCHYKHM BB3MOIKHHM HEKEIAHW PeaKliMM, HEOIIMCaHK B Ta3u aucroska. Buxkre Touka 4.

Kakso CBAbPKA Ta3H JIHCTOBKA
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| OgospaHUE Me oo e it sy aaaa ]
1. Kakso npeacrasassa BUTAMOKC u 3a KakBo ce H310.13B2

BUIAMOKC cbabpia akTHBHOTO BellecTBO MOKCH(I0KcamH. MokcuiokcalMi NpHHaUIEARH KbM
KJ1ac aHTHOMOTHLM, HApeUeHH (IIyOPOXHHOIOHH, U3MOJ3BAHM 3a JiedeHne Ha OakTepraiiy MHpEKIMH Ha
OKOTO.

BHUI'AMOKC kanku 3a 0uM ce U3110/13Ba 3a JIe4eHHe Ha OYHN HHMEKIMHU (KOHIOHKTHBHT), IIPUUYUHEHH OT
OakTepHH.

2. Kakso TpadBa 1a 3naere, npean aa m3noazsate BAFAMOKC

He n3noassaiite BHTAMOKC
®  4KO CT€ AJIePrHvHH (CBPBHXUYBCTBUTEIHH) KbM MOKCH(IOKCALIMH, KbM JPYTH XHHOJIOHH HIIH KbM
HSKOS OT OCTaHAIIMTE ChCTABKH HA TOBA JIEKAPCTRO (M30POEHH B TOUKA 6).

[Ipexynpexienus H npeinasHu MEPKH
['oBopete ¢ Baums nekap win papmaiest:
e ako nojayuure ajepruuna peakunsa KbM BUI'AMOKC. Anepruunnre peakumu HacThIIBaT
HEYECTO, a CIIYYauTe Ha CEPHO3HU HEIKEJIAHH PEAKLIMM €A PEIKH. AKO NOJIyYHTE ajlepruyna
peakius (peaKiMs Ha CBPBLXUYBCTBUTEHOCT) HITH HAKAKBA HEXKEIaHa PEakiins, MOJIs BHAKTE
Touka 4.
®  AKO HOCHTE KOHTAKTHH JICHIH, IPEYCTAHOBETE HOCEHETO Ha JIELLH, /I0OKATO UMATe MPH3HALIH
MJIM CHMIITOMM Ha OuHa MH(peKkumns. Bmecto neuyn. nocere ounna. He 3anousaiire
Bawiure seuu, J10KaTo NPU3HALMTE U CUMITTOMHTE HAa MH(PEKLMATA HE OTMHHAT
npekpaTuTe ynorpebarta Ha JIeKapcTBOTO.
e [loayBaHe M CKbCBaHE HA CYXOKHIIMA Ca HACTBIIBAJIM MPH XOpa, NpHEMalll1




e/iHOBpeMeHHO ¢ KopTukocTepouau. Cnpete 1a usnompare BUI'AMOKC, ako nonayuurte Gonka
HJTH TI0/IyBAHE HA CYXOMHINATA (TEHIHHMT).
Kakrto npu Bcekn antuoHoTHK, ynorpebara Ha BUITAMOKC 3a npoabikutesHo BpeMe Moke J1a
JIOBejIe 110 APYTH MH(EKLIHH.

Apyrn nexkapersa u BUTAMOKC
Tpabea j1a kaxeTte Ha Bawims nekap win gapManeBT, ako rpdeMaTe, HACKOPO CTe MPUEMaH MK €
BBb3MOXKHO Ja NnpHeMaTe JApyru JICKapCcTBa, BKJIHOYHUTE/IHO U TaKHBA, OTIYCKAHH Oes peucrira.

bpeMennoct, KbpMeHe H (PepTHIAHTET
AKo cTe OpeMeHHa WM KbPMHTE, CMATATE, Y& MOKe J1a cTe OpemMeHHa WM rlaHupaTte OpeMeHHOCT,
nocbBeTBaiite ce ¢ Baumms nekap wiu papmanerT npea ynorpebarta Ha TOBa JEKapcTBO.

Hlodgupane n pabora ¢ MAIHHH
Bh3M0OkKHO € J1a yCTaHOBUTE KPaTKOTPAaHHO 3aMbIUIiBAHE HA 3PCHMETO HEMOCPEACTBEHO Clle/l M3NoJI3BaHe
Ha BUI'AMOKC. He wodupaiite u ne padorere ¢ MaliMHH, 10KaTo 3peHHeTO BH He ce nposicHu.

3. Kaxk n1a mznoizsare BUTAMOKC

Bunaru u3noaseaiite ToBa JeKapeTBO TOYHO KakTo By e kazan Bawuat nekap win papmaunest. Ako He
CTe CUIYPHH B Hewlo, nonuraiire Bawus nexap uau dapmarniesr.

IpenopbunTenaTa go3ae ...

Bb3pacTHn, BRJIKYHTEIHO H B HANIPeHAIA Bb3PACT, H Jena: 1 Kanka B 3aCerHaToTo 0KO WIH OUH,
3 nuTH AHEBHO (CYTPHH, ciie100e1 1 Beuep).

BUI'AMOKC moske J1a ce H310/13Ba 1Py Jiella, Mpi NalMeHTH Haa 65-roauiiHa Bb3pacT U MpH NalMeHTH
¢ yepHOAPoOHH WK OBOpeutn npobiemu. ChllleCTBYBa MHOIO OFpaHH4eHa HHOPMaALUA OTHOCHO
ynorpebara Ha TOBA JIEKAPCTBO NPH HOBOPOAEHH, MOPAAX KOETO Heropata ynorpeda npu HOBOPOJIEHH He
ce Mnpenopbyea.

Hsnonssaiite BUI'TAMOKC u B 1BeTe 0oun camo, ako Taka Bu e kazan BawmsaT nekap. U3nonszeaiite
BHUI'AMOKC camo 3a Hakaneane bB Bawure oun.

Mudekuuara oOMkHOBeHO oTcaabBa 10 5 aHu. Ako He ce Habaoaasa nogodpenue, cebpikere ce ¢ Bams
nekap. M3nonseaiite kankure ote 2-3 THH WM TOJIKOBA JBJIT0, KOIKOTO Bu e npeanucan Bamuat nekap.

. Biaemere 6yrunkara ¢ BUITAMOKC u 3acranere npea orsenalno.

. HimuiiTe pLuere cu.

. Orpbprere Kanavkara.

. Cuies1 cBasisiHe Ha Kanavkara, ako npejina3HuaT NpbeTeH e pasxyiadeH, MaxHeTe
M3M0J3BaTE MPOAYKTA.

. Jpwxre OyTHIIKAaTa, HACOYEHA HA0Y, MEKLY Majeua v NPbCTHTE.

® Haksionere riagara Ha3a/l. PasTBopere kienaua ¢ YHCT NPBCT, Taka ye Ja ce o

MKy Hero M okoto. Karnkara wie nonajaie MMEHHO Ha ToBa MACTO (purypa 1



. [MpubamxeTe annuMkaTopa-Kankomep Ha OyTuikara 6an3o a0 okoto. H3nonssaitre oreganoro, ako
Toea Bu ynecHsza.

. He pokocpaiiTe 0KOTO, K/JENAYNTE, 3200HKANAINATA T'H NJION] HJIH APYTH NOBBLPXHOCTH €
BbpXa Ha aILIHKaTopa-Kankomep. Mma onacHOCT OT 3aMbpCcABaHe Ha KanKHTE.

. BHuMaTeIHO HaTHCHeTe OcHOBaTa Ha OyTHKaTa, 3a na u3nycHe eaHa kanka BUTAMOKC
(purypa 2).

] Cnen kato nocrasnte BUTAMOKC, 3aTRopere knenaya M HATHCHETE C MPBLCT OKOTO, B BFLIYETO

PH HOCA, W 3apbXKTe Taka 3a 2-3 MuHyTH (durypa 3). Tosa we nonpeun na BUTAMOKC na
NPEeMHHE KbM IPYrd YACTH HA TANOTO, H € H3KTIOUUTEIHO BAXHO J12 CE€ CNAa3Ba NPH MANKH Jella.

. Axo TpabGBa J1a U3N0A3BATE KANKUTE U 3a IBETE O4YH, HOBTOPETe BCHYKH MPeIX0AHH CTHNKH H ¢
APYToTO OK0, KATO BHHMATE/IHO H3MHETE PLIETE CH NPEIH Aa 3ano4uneTe. ToBa Lie noMorHe 3a
[peNOTBPATABAHE HA €BEHTYATHO NPEHACAHE HA HHBEKLHATA OT €AHOTO KbM APYIOTO OKO.

. 3aTtBopete nobpe OyTHNKaTa BeaHara cnea ynorpeba.

AKO KANKAaTAa He MOoNA/lHe B OKOTO, ONHUTANTE OTHOBO.

AKO CcTe H3N0N3BAJH NOoBeue oT HeoDxoaumaTta qo3a BHTAMOKC, ne3abaegHo u3nnakHere ¢ Tonia
Boa. He nocrasaifTe nopeve KankH, A0KaTO He N0¥ie BpeMeTo 3a clieBallata obu4aiina 103a.

Axko cay4aiino norbanere BAAMOKC, nocesetraiite ce ¢ Bawuus nexkap unm dapmaliesT.

Axo cte mponycHaau aa u3noasate BUTAMOKC, npoasikete che cneapaiara 1o3a no Bawara
obnuaitna cxema. He u3nonzpaiite ABoiiHa n03a, 3a Aa KOMINEHCHpaTe MPOMYCHATAaTa 103a.

AKO M3N0J3BATE H APYTH KANKA 32 0MH, U34aKaliTe MOHEe 5 MMHYTH MEXAY NOCTaBIHETO Ha
BHUIAMOKC u apyrurte kanky 3a ouu.

AKO HMaTe HAKAKBH A0NbAHHTEHH BEAPOCH, CBLP3aHH C YRoTpefaTa HAa TOBa JIEKAPCTBO,
nonuraire Bamng nexap unn papmanesr.

4. Bb3MOKHH HeKENAHN PeakiHH

KakTo BCHYKH JIEKApCTBa, TORA JIEKAPCTBO MOXKE 1A NPEAHIBHUKA HEXEIAHH PEaKiliH, BBIIPEKH He HC
BCEKH I'M Nony4aea.

O6uknosenc, Bie Moxe Aa NPoALHKMTE yNOTpedaTa HA KANKHTE, OCBEH aKO PEaKIIMHTE He ca
CEPHO3HH MITH HE OMYYHTE TEXKKA ANIEPrHUHA PEaKLHA.

AKO NOTYYNTE TeXKKA AJEPrHYHA PEAKUHSA HIH AKO HEllo 0T ONHCAHOTO NO-J0.1Y Ce C/Iy4H, cnpeTe
seanara npuiaranero Ha BHTAMOKC n ypenomere Bennara Bamna jiekap: noaysaHe Ha polIgTe,
Kpakara, INe3CHHTE, THUETO, YCTHHTC, yCTarta MK rspaoTo, KOHTO MOTaT Aa NPHUYHHAT 3aTPYAHCHO
nperibuaHe UK AHltaHe, 00pHUB UK YPTHKAPHL, FOIEMH MEXYPH, IBJIHH C TEYHOCT, Pa3paHiBaHHA HITH
A3BH.

YecTH HEXKEIAHH PEAKUKH
(moxce oa saceznam oo 1 na 10 dywny)

Ounn HexkeNanH PeAKIHH! 00/IKa B OKOTO, O4HHO Apa3HEHE

HeuecTH HEXKENAHH PEAKIHA
fvoace Oa zacesnam oo I wa 100 oyuu)

OuHH HeKeTAHH PEAKIHK: CYXOTa B OKOTO, CHPGEK B OKOTO, 3a4epBABaHE Ha OKOTO}(BES
NOBBLPXHOCTTa HA OKOTO C YBPEXK/aHE HA NMOBBPXHOCTTA, CIMYKBAHE HA KPBBOHOCCH Ch %)
HeoBHualiHo ycewane B OKOTO, aHOMANMH Ha Kiienava, cbpbek, 3auepBaBaHe WK NIoAYRaH



OGmn HexeNAHH PeakHH: rMapobonne, HENPHATEH BKYC.

PenkH HeXEAHN DEAKNHH
{voxce oa zaceenam 0o 1 na 1 000 Oyuwu)

Ounu HEXeJaHH PCAKINHH: HAPYUWICHHWE HA pOroByHLATA, 3aMBIriI€HO WIH HAMANEHO 3PEHHE, Bb3NaNCHHE
HIIH uucbexuun HAa KOHKOHKTHBATA, HANPEXKEHHE B OKOTO, NOAYBAHE HA OKOTO.

O0wn HexeNaHH PeaKUHH: NOBPbLIaHe, THCKOMGBOPT B HOCA, yceulaHe 3a 6yLia B rbploTo, HAaManeHo
KOJTMUECTBO HA XKEJIA30 B KPBBTA, OTIVIOHEHHA B YePHOAPOOHHTE KPLBHH TECTOBE, HAPYLLEHA
4yBCTBHTEHOCT Ha KoxaTa, H0/IKa, Apa3eHe B IbPJOTO.

C HeM3BECTHA 4eCTOTA
(om HaruyHUmMe OaiHy He Modce 0a 6v0e Hanpasena oyeHka)

OYHH HeXeTaHn PeaAKIHH; OUHA Hl—id)EKLlPlﬂ, 3aMBIIIBAHE HA OYHATa NOBBPXHOCT, MOAYBAHE Ha
porosHuUAaTa, OTIAaraHHud No NORLPXHOCTTA Ha OKOTO, NOBHLIUCHO BHRTPCOYHO HAMLAraHE, 6ener Ha ouHaTa
MOBBLPXHOCT, OYHA &IEPruia, OUHa CCKPClvA, YBENHYEHO CTB300TAC/IAHE, HYBCTBHTC/IHOCT KbM CBETNIHHA

O6UIH HeXkeNaHN PeaKIHH: 3a1yX WIH 3aTPY/HEHO JHIIIAHE, NPOMEHH B ChP/IEUHHA PHTEHM, 3aMasHOCT,
3aCHBAHE Ha aNepridHHTE CUMITOMH, ChpOex, 0OpHB, 3auepBsBaHE HA KOXKATa, rafleHe U YPTHKApHA.

ChobimaBane Ha HOKCIAHH DEAKIINH

AKO NONy4HTE HIKaKBH HEXENAHH peakuyn, yrenomere Bamus nexap unu dapmauest. Tosa Biioysa
BCHUKH BBL3IMOXKHH HCOMWCAHHU B Ta3H JHCTOBKA HCXKE/1aHH PEAKLHU. MO)KeTe CbIIO Ja C'bO6l.LlI/lTe
HEXENAHW PEaKLMH JUPEKTHO Ypes:

H3anbiHWTENRHA areHuMs Mo JeKapceTBaTa
yn. . JamsaH I'pyes” Ne 8

1303 Codms

Ten.: +359 2 8903417

yebGcaiiT; www.bda.bg

Kato chobiasarte HEXENaHM PeaKLMi, MOMKETE Aa JajeTe CBOA IPMHOC 3a [I0/1y4aBaHE Ha (10BEUEC
HHpopMaLra OTHOCHO §e30MacHOCTTa Ha TOBA NEKApCTRO.

5. Kak axa chxpausBate BHTAMOKC

Jla ce chxpaHsaBa Ha MACTO, HEAOCTHNHO 32 Jeua.

He u3nos3eaiite TOBa N€KapcTBO Clie/l CPOKA HA FOAHOCT, OTOENA3aH BbpXY OyTHIIKATa H KapTOHEHaTa
onakosxa cien “I'oaen a0”. CpOKBLT Ha FOAHOCT OTFOBApPA Ha NMOCAEAHHS EH OT NIOCOUYEHHS Mecel.

Tosa JICKapCTBO HE H3IUCKBA CMELHaAHN YCIOBHA 38 ChXPAHEHHCE.

ByTnixata TpsafBa Aa ce H3XBLPJIH 4 ceIMuny cjlel NLPBOTO OTBapsHe, 3a 1a 6baatr n3beruatn
€BCHTYANHH HHEKLHH.

He H3XBbp/siiTe NekapcTBaTa B KaHAIN3aLMATA MW B KOHTeHHEpa 3a 10MalHK oTnaakuM. [Tonuraiite
Balwuus dapmauesT Kak 1a H3XBbLPASTE NEKAPCTBATA, KOUTO BEHE HE M3no/3Bate. Tesn Mepxu
CMOMOTHAT 24 OMAa3BaHe Ha OKOMTHATA Cpea.




6. Chabp:kaHue HA ONAKOBKATA H JONBJHATETHA HHpOpMALNA

Kakso ¢uabp:xa BATAMOKC
- AKXTHBHO BelLeCTBO: MOKCH(pNOKCAUMH. ENHMH MWIHNHTED OT KankHTe 33 04K ChAbLPXKA 5 mg
MOKCH(IOKCAUHH (KaTo MOKCH(IOKCAUWH XHApoxnopha, 5,45 mg). Enna kanka ot pasreopa
chabpxka 190 MUKporpaMa MOKCHGNIOKCALIMH.
- Jlpyrd CbCTAaBKM: HATPHEB XJIOpH], GOpHA KUCENTHHA, TIpeYncTeHa Bofa. Morart aa 6naar
A00ABEHH H MHOTO MATKH KOJIMYECTBA HaTPHEB XHAPOKCH/L H/WIH XJIOPOBOAOPOAHA KHCEIIHHA 3a
NoAIbPKAHE HA HOPMANIHH KHCEIMHHK HuBa (pH nusa).

Kaxk maraexaa BATAMOKC n KaKBo CbABLPAKA ONAKOBKATA
BUI'AMOKC e TeunocT (Npo3paveH, 3e71eHHKaBO-)KbAT pa3TBOP) H Ce AOCTABA B ONAKOBKA, ChAbpIKALLA
I1acTMacoea 6yTHika oT 5 ml ¢ Kanayka Ha BUHT W 33LUHTEH APBCTEH.

IpnvexaTen Ha paipelIleHHETO 3a ynorpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Hpnanaus

IponisoauTe.

Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes, 764
08013 Barcelona

Henanus

Novartis Manufacturing NV
Rijksweg 14

2870 Puurs-Sint-Amands
Bearns

ToBa NeKapCcTBO € pa3pelieHo 3a ynoTpeba B AbpKkaBuTe — “wienku na Epponeiickoro
HKOHOMHYECKO NPOCTPaHCTBO, H B OGennnenoTo kpancreo (Cesepna HUpaanaus) noa cregnnre
HMeHa:

MOXIFLOXACIN ALCON: I'epmanus
KANAVIG: Benrus, Jliokcembypr

VIGAMOX: bsarapus, Kunsp, Yexua, Janua, Ectonus, @uunanaund, I'spums, Yurapus, Henanams,
HWranus, Jlateua, Jlurea, Manta, Huaepnasnaus, INomua, [lopryranus, Pymbaus, Cnoeakus, CnoseHus,
Hcnauua, Hlseuns

MOXIVIG: Bennkobpuranug (Cesepna Upnanaua)

3a jonbIHMTENHA HHBOPMALK OTHOCHO TOBA 1IEKAPCTBO, MOJIA, CBBLPIKETE €€ C JIOKATHHA Ape/ICTaBuTeN
Ha MPUTEXKATENA HA Pa3pelleHHeTo 3a ynorpeba:

Novartis Bulgaria EOOD

6yn. ,,Hukona Banuapos™ Ne 55
EKCIIQ 2000, crpapa 4, et. 4

Codmnsa 1407

Ten.: 02/489 98 28; dakc: 02/489 98 29

JlaTa Ha nOCaeNHO Npepasriexaane Ha aucroskara 01/2026




